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®enepanbHblil 3aKoH oT 12 anpena 2010 r. N 61-®3 "O06 oOpaliennn 1eKkapCcTBEHHBIX CpeacTB" (¢
U3MEHEHHUSAMH U JJOMIOJHEHHUSMN)

C u3MeHeHHSIMH H JOIMOJTHCHUAMM OT:

27 mrons, 11 oxtsa6pst, 29 Hos0ps 2010 1., 6 nexadps 2011 r., 25 urons, 25 nexadps 2012 r., 2 urons, 25 Hosiops 2013
r., 12 mapTa, 22 okTs0ps, 22 nekadbps 2014 r., 8 mapta, 29 urons, 13 urons, 14, 29 nekadps 2015 r., 2 utons, 3 uros
2016 r., 29 urons, 28 nexadpst 2017 r., 4 utons, 28 Hos0ps, 27 nexadps 2018 r., 6 uroHs, 26 uroysi, 2 aprycra, 27
nekabps 2019 r., 26 mapra, 1, 3 anpens, 13 uromns, 8, 22 nexadps 2020 r., 11 utons, 2 urons, 30 nekadps 2021 r., 8§, 26
mapTa, 14 uromns, 20 oxtsops 2022 .

IIpunsar I'ocynapcreennoii lymoii 24 mapra 2010 roga
Onoopen Coserom ®enepanun 31 mapra 2010 roxa
TAPAHT:

CM. KoMMeHTapuu K HacTosemMy DeepaibHOMY 3aKOHY

T'maBa 1. O0mIue mojo:KeHus

Cratbs 1. [Ipenmer perynupoBanus HacTosuero denepaabHoro 3aKkoHa

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axkonom om 6 Oexabps 2011 2. N 409-P3 6 uacmv 1 cmamvu 1 Hacmosweco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA ohuyuanrbHo2o onyoIUK08aHUs HA38aHH020 PedepabHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosamuii ®enepanbHblii 3aKOH pEryJMpyeT OTHOLIEHHUS, BO3HHMKAKOIIUE B CBA3U C
oOpamieHueM - pa3pabOTKOW, MOKIMHUYECKHUMH HCCICAOBAHUSMU, KIMHUYECKUMU HCCIIECIOBAaHUSIMH,
JKCIIEPTU30M, TOCYNAPCTBEHHOW PETUCTpalMend, CO CTaHAAPTU3alMEd M C KOHTPOJEM KaudecTBa,
MPOU3BOACTBOM, U3rOTOBJICHUEM, XPAaHEHUEM, MIEPEBO3KOM, BBO30M B Pocculickyto denepaiiuto, BHIBO30M
u3 Poccuiickon @enepauuu, pekiIaMoM, OTIYCKOM, peajlu3aluel, Iepenadyei, NPUMEHECHHUEM,
YHHAUYTOXEHHUEM JICKAPCTBEHHBIX CPEJICTB.

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim  3akonom om 25 uwna 2012 2. N 93-@3 6 uacms 2 cmamvu 1 Hacmosaweco
DedepanbHoco 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Hacrosmmuii @enepadbHblii 3aKOH  YCTaHABJIMBAET IPHOPUTET  T'OCYAApCTBEHHOIO
perynupoBaHus 0e3011acHOCTH, KayecTBa U (O ()EKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB MPU UX 0OpAIIECHUH.
TAPAHT:

CMm. KoMMeHTapuH K cTathe 1 Hacrosniero @eaepanbHOro 3aKkoHa

Crartba 2. Cdepa npumenenus Hactosiero denepanbHOro 3aKoHa
Hacrosimuit @enepanbHblii 3aKOH MPUMEHSETCS] K OTHOILIEHUSM, BO3HUKAIOIIUM IPH 0OpalieHuu
JIEKapCTBEHHBIX CPEACTB Ha Tepputopuu Poccuiickon @enepanuu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaThbC 2 HaCTOAIICTO d)e;[epanbﬁoro 3aKOHa

Cratbs 3. 3aKk0HO1aTETLCTBO 00 0OpaIleHNH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHomarenbCTBO 00 OOpalleHUU JIEKAPCTBEHHBIX CPEACTB COCTOMT W3 HACTOSIIErO
d)eﬂepaﬂLHoro 3aKOHa, OpyTrux q)ellepaﬂLHLIX 3aKOHOB MW HWHBIX HOPMATUBHBIX IIPABOBBIX AKTOB
Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim saxonom om 29 urons 2015 2. N 160-DP3 cmamwvs 3 nacmosweco PedepaibHoco 3aKoHA
oonoanena yacmoio 1.1

1.1. 3akoHoaarensCcTBO 00 OOpALICHUH JEKAPCTBEHHBIX CPEJCTB B OTHOIICHUU FOPUIUYECKUX JIUIL
U UHAUBUAYAJIbHBIX  MPEANPUHUMATENCH, OCYIIECTBISIOMMUX  ACSITEIBbHOCT Ha  TEPPUTOPHUH
MEXIyHApOJAHOIO MEIULHMHCKOIO KjacTepa, MPUMEHSETCSl ¢ YYeTOM OCOOCHHOCTEH, YyCTaHOBICHHBIX
denepanbubiv 3akoHOM  "O  MEXIyHapOJHOM MEIUIIMHCKOM KJacTepe U BHECEHUHM W3MEHEHUU B
OT/ACJbHBIE 3aKOHOAaTENbHbIE akThl Poccuiickoit denepanun’.

2. JeiictBue Hacrosimero DenepasbHOrO 3aKOHA  PACHpOCTpaHsieTCs Ha  oOpalleHue
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
O0COOEHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJaTelbcTBOM Poccuiickoit ®exepanuu 0 HapKOTHUYECKUX
CpEeICTBaX, ICUXOTPOIMHBIX BEIIECTBAX M 00 UX MpeKypcopax.

3. JedictBue Hactosimero @eaepalbHOrO 3aKOHA  PacCIpOCTpaHsieTCss Ha  oOpalleHue
pannodapMaleBTUUECKUX  JICKAPCTBEHHBIX CPEICTB C YYETOM OCOOEHHOCTEH, YCTaHOBIJIEHHBIX
3akoHOaTeIbcTBOM Poccuiickoit deaepannu B obacTu oOecrieueHust paIuaioHHON 0€30acHOCTH.

4. Ecnu MexyHapoaHbIM 1oroBopoM Poccuiickoit @enepanny yCTaHOBIICHBI MHBIE IIpaBUia, YeM
T€, KOTOpble TMpeaycMoTpeHbl HacToAmuM DenepanbHbIM  3aKOHOM, IPUMEHSIOTCA  IpaBHiIa
MEXIYHApOJAHOTO JI0rOBOpA.

Undopmarust 06 n3MEHEHHSX:

Cmamuws 3 oonoanena yacmoio 4.1 ¢ 8 dexaops 2020 e. - @edepanvusiii 3axon om 8 dexkabpsa 2020 e. N
429-d3

4.1. PemeHuss MeXrocyJapCTBEHHbIX OPraHOB, MPHUHATbIE HAa OCHOBAHUM  IOJIOKEHUH
MEXIYHApOAHBIX J0roBopoB Poccuiickoii ®enepanum B MX HUCTOJKOBaHUM, IIPOTHBOpEYAILEM
Konctutynuu Poccuiickoit ®@enepanuu, He nojyiexar ucnojHeHuto B Poccuiickorn deneparuu. Takoe
MIPOTUBOPEUYNE MOKET OBITh YCTAHOBIICHO B IMOPSIJIKE, ONMPEACICHHOM (enepalbHbIM KOHCTHTYIIHOHHBIM
3aKOHOM.

5. B Poccniickoit denepanum B COOTBETCTBUM C MEKIyHApOJIHBIMU JoroBopamu Poccuiickon
Qenepanii 1 (WIM) HAa OCHOBE TMPHUHIIMIA B3aMMHOCTH TPU3HAIOTCS PE3YNbTAaThl KIMHUYECKUX
WCCJICIOBAHUM JICKAPCTBEHHBIX TIPEMapaToB JJisi MEAMIIMHCKOTO TPUMEHEHHs, IPOBEIACHHBIX 3a
npenenamu reppuropun Poceniickoit denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 3 HaCTOAIICTO CDez[epanLHoro 3aKOHa

CraTbs 4. OCHOBHbBIE IOHATHS, UCTIOJb3yeMble B HacToseM DeepaabHOM 3aKOHE

Jlna nenent Hacrosiero denepabHOTO 3aKOHA MCIIONb3YOTCS CIEAYIOIUE OCHOBHBIE TIOHATHS:

1) nexkapcTBeHHBbIe CpeACTBAa - BEUIECTBAa WJIM MX KOMOWHAIMM, BCTYMAIOIIME B KOHTAaKT C
OpPraHM3MOM YE€JIOBEKa WM >KMBOTHOIO, MPOHMKAIOUIME B OpraHbl, TKAHM OpPraHM3Ma 4eJIOBEKa WU
JKUBOTHOTO, IMpHUMEHseMble JUIsl NPO(UIAKTUKH, TUATHOCTHKU (32 HMCKIIOYEHHEM BEIIEeCTB MM HX
KOMOUWHAIMHA, He KOHTaKTHPYIOIIUX C OPTaHU3MOM YeJIOBEKa HJIM >KMBOTHOTIO), JEUeHHs 3a00JeBaHMS,
peadbunuTaiuu, 1Jis COXpaHEHHUs, MPEJOTBPAIICHNUs WM MpephiBaHUs OEpEeMEHHOCTH U TOJy4YeHHbIE U3
KpOBH, IJIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHM3Ma 4YeJOBeKa WM KUBOTHOI'O, PACTECHUM, MUHEPAJIOB
METOJJaMH CHHTE3a WU C MPUMEHEHHEeM OHOJOTMYeCcKHX TexHosoruil. K iexapcTBEHHBIM cpeacTBam
OTHOCATCS (hapMalleBTUYECKHE CyOCTaHIIMU U JIEKapCTBEHHBIE MIPENapaThl;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 Oexabps 2014 . N 429-d3 nynkm 2 cmamvu 4 Hacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowjeit 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu
2) papmaneBTHUYeCcKasi CyOCTAHIIMSA - JICKAPCTBEHHOE CPEJCTBO B BHUJIE OJHOTO MJIM HECKOJBKUX
obnanaromux (HhapMaKoIOTHUECKON aKTUBHOCTBIO JIEUCTBYIONIMX BEIIECTB BHE 3aBUCUMOCTU OT TPUPOIBI
MIPOMCXOXKACHUS, KOTOPOE MpeIHa3HAUCHO ISl TPOM3BOJICTBA, U3TOTOBIICHUS JIEKAPCTBEHHBIX MPEMapaToB
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U onpenenseT ux 3pPeKTUBHOCTS;

3) BcnoMmorarejibHbIe BelIeCTBA - BEIIECTBA HEOPraHMYECKOTO WM OPraHu4ecKoro
MIPOMCXOXKICHHUS, UCIIOJIb3YeMbIC B IIPOLIECCE MPOU3BOJICTBA, U3TOTOBJICHHMS JICKAPCTBEHHBIX IPEIapaToB
JUTSI IPUAAHUAS UM HEOOXOUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) JekapcTBeHHbIe Tpemnapatbl - JICKAPCTBCHHBIC CPEACTBA B BHJIE JICKAPCTBEHHBIX (opm,
NpPUMEHSIEMbIE Ui NPO(PUIAKTUKY, JUATHOCTHKH, JIeUeHUs 3a0olieBaHUs, peaOWiIWTaluu, IS
COXPAHEHUS, IPEIOTBPAIICHHS HITU MIPEPBIBAHUS OCPEMEHHOCTH;

5) nekapcTBeHHAast (popMa - COCTOSTHUE JIGKAPCTBEHHOTO MpernapaTa, COOTBETCTBYIOIIEE CIIoco0am
€ro BBEJICHHUS U IPUMEHEHUS U 00eCIIeunBaroIIee TOCTHKEHUE HeoOxoauMoro jedeObHoro rddekra;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Ooexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvrozo
3aKOHa 0onoaneHa nyHkmom 3.1, ecmynarowum 6 cuny ¢ 1 urona 2015 a.

5.1) pno3upoBKa - coAepKaHME OJHOTO WIM HECKOJBKUX JIEHCTBYIOIIMX BELIECTB B
KOJJMYECTBEHHOM BBIPAXXEHWU HA EAWHUILY J03bl, WU CAMHHUIY 00beMa, WIM EIWHUILY MacChl B
COOTBETCTBUHU C JIEKAPCTBEHHOU (hopMOil 1100 [Isi HEKOTOPBIX BHUIOB JIEKAPCTBEHHBIX (DOPM KOITHUECTBO
BBICBOOOKJAEMOT0 U3 JIEKAPCTBEHHON (DOPMBI IEHCTBYIOIIETO BEIIECTBA 3a CIMHUILY BPEMEHH;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedvloywyro pedaKyuio
6) mnepeyeHb JKM3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MpenapaTroB -
yTBepxkaaeMmsblid 1IpaBurensctBom Poccuniickoit Penepanuu nepeyeHsb JIGKapCTBEHHBIX MPENapaToB Ul
MEIUIUHCKOT0 IPUMEHEHHUs, 00eCTIeUMBAIOIIUX IPUOPUTETHBIE NOTPEOHOCTH 3/PAaBOOXPAHEHUS B IIEIAX
NpOoHIAKTUKA U JICYCHHUS! 3a00JI€BaHUH, B TOM YHUCIIE TPEoOIaJaoIiuX B CTPYKType 3a00IeBaeMOCTH B
Poccuiickoit ®eneparuu;

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweeo Dedepanvrozo
3aKOoHa 0onoanena nyHkmom 6.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
6.1) opdanHble JeKapcTBeHHbIE MPeNnapaThl - JIEKApCTBEHHBIE Mpenaparhl, MpelHa3HaueHHbIE
UCKJTFOUUTENIFHO JUI JUArHOCTHKU WM TATOT€HETHYECKOro JIeYeHHs (JICYCHHUs, HANpaBJIEHHOTO Ha
MEXaHU3M pa3BUTHS 3a00J1eBaHMs) peKuX (OppaHHbIX) 3a00JI€BaHMIA;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvrozo
3aKoHa 0onoHeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 urona 2015 a.

6.2) Omosiornueckme JeKapCTBeHHbIE NMpenaparthl - JEKapCTBEHHbIE Mpenaparsl, JeiCTByoIIEe
BEIIIECTBO KOTOPBIX MPOU3BEICHO MM BBIAECICHO W3 OMOJOTMYECKOTO WCTOYHUKA M AJI ONpeleTeHUs
CBOMCTB U Ka4eCcTBa KOTOPHIX HEOOX0UMa KOMOWHAIIUS OUOTOTHYECKUX U (PU3HKO-XUMHUYECKUX METOJIOB.
K OuonormvecknM JeKapCTBEHHBIM TMIpermapaTaM OTHOCATCS HMMYHOOUOJIOTHYECKHE JIeKapCTBEHHBIC
nperaparsl, JeKapCTBEHHBIE MpermapaThl, MOJIYICHHBIC U3 KPOBH, IIa3Mbl KPOBH YEJIOBEKA W JKUBOTHBIX
(32 HCKJIIOYEHHWEM  I[EeNbHOM  KpPOBH), OHMOTEXHOJIOTMYECKHME  JIEKAPCTBEHHBIC  IMpenaparsl,
TeHOTEPAIeBTHYECKUE JICKApPCTBEHHBIC MTPENapaThl;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 oOexkabps 2014 . N 429-d3 nynkm 7 cmamvu 4 Hacmoswezo
DedepanbHo20 3aKOHA U3TONACEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexcm nyHKkma 6 npeovioyujei peoakyuu
7) uMMMYyHOOHMOJIOTHYeCKHe JIeKAPCTBeHHbIe Ipenaparbl - JEKapCTBEHHbIE Ipenaparsl,
npeHa3HaYeHHble JUIsI (OPMHUPOBAHUS AKTUBHOTO WJIM IMACCMBHOIO HMMMYHHUTETa JMOO TUArHOCTHUKU
HaIU4YUS ~ MUMMYHUTETa  WIM  JUArHOCTHKM  CIEUU(PUYECKOTO  NMPUOOPETEHHOrO0  M3MEHEHUs
UMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajuleprusupylomue  BemectBa. K MMMYyHOOMOIOTHUECKUM
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JEKapCTBEHHBIM  IIpemaparaM  OTHOCATCS  BakKLMHBI,  AHATOKCUHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUIEPTeHBI;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 Odexabps 2014 2. N 429-@3 cmamuva 4 nacmosweco Pedepanbro2o
3aKoHa 0ononnena nynkmom 7.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.1) OMOTeXHOJOTHMYeCKHe JIeKApCTBEHHbIe MNpenaparbl - JIEKapCTBEHHBIC MPENaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBIIAETCS C UCIOJIb30BAHUEM OMOTEXHOJOTHYECKHX MTPOLIECCOB U METOJIOB
(8 Tom umcine JIHK-pekoMOMHAHTHOW TEXHOJOTHUU, TEXHOJOTUU KOHTPOJIUPYEMOU HKCIPECCUU T'EHOB,
KOAUPYIOIIMX OHMOJOTMYECKd aKTUBHbIE OENKM B MPOKAPUOTAX M JYKApHOTaX, BKIIOYas W3MEHEHHBIE
KJIETKH MJIEKOITUTAIOIIUX ), THOPHIOMHOTO METOIa U METOAa MOHOKJIOHAJIBHBIX aHTUTET;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamva 4 nacmosweco PedepanbHo2o
3aKOHA 00OnoHeHa nyHkmom 7.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

7.2) reHoTepameBTH4YeCKHEe JIeKAPCTBEHHbIe Mpenaparbl - JEKapCTBEHHbIC Ipenaparsl,
dapmarieBTUUYECKass CYOCTaHIMSI KOTOPBIX SIBISIETCS PEKOMOWHAHTHOW HYKJIEMHOBOW KHCIOTOM WM
BKJIIOYAaeT B ce0d pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCJIOTY, MO3BOJIIOILYI0 OCYIIECTBIISTh
peryJiupoBaHue, pernapaiuio, 3aMeHy, J00aBIeHUe WIH yAalleHue TeHeTHYeCKON 0CIe10BaTeIbHOCTH;

8) HapkoTH4YecKHe JIeKADCTBEHHbIe CpeACTBAa - JIGKApPCTBEHHbIE  Ipernaparbl U
dapmalieBTUYECKHE CYOCTaHIIMM, COJIEpKalllle HAapKOTHUYECKHUE CPEICTBAa M BKIIOYEHHbIE B [lepeuenn
HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB M HX MPEKYpCOPOB, MOJUIEKAIIUX KOHTPOJIIO B
Poccuiickoit  denepanuu, B COOTBETCTBUM C 3aKOHoJaTenbcTBOM Poccuiickoii  ®epnepanum,
MEXAYHApOAHBIMA JoroBopamu Poccuiickorn ®enepanuu, B TOM uucine EauHON KOHBEHLMEW O
HapKOTHYeCKHX cpenactBax 1961 roaa;

9) ncUXOTpPONHbBIE JTeKAPCTBEHHbIE CPeICTBA - JICKAPCTBEHHBIE MTPETapaThl U (hapMarieBTHYECKHIE
cyOCTaHIIMM, coJiepKalllue IICUXOTPONHbIE BEIIeCTBA M BKIIOYEHHble B [lepeueHb HapKOTHUECKUX
CPEICTB, ICUXOTPONHBIX BEUIECTB M UX MPEKypcopoB, MOAJEKalUX KOHTpoio B Poccuiickoit
®enepanii, B COOTBETCTBUHM C 3aKOHOAATENbCTBOM Poccuiickoil ®denepanuu, MeEXIyHApOIHBIMU
noroBopamu Poccuiickoit @enepariun, B ToM yrciie Konenimeil 0 ICUXOTPONHBIX BemiecTBax 1971 rona;

10) paanodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEICTBA - JIEKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
coJiep’KaT B TOTOBOM JJIsi MCHOJNB30BaHUS (popMe OAMH PAAMOHYKIMJ WM HECKOJIBKO PaJIUOHYKIIUIOB
(paanoakTHBHBIX U30TOIOB);

Wndhopmarus 06 n3MEHEHHSX :

Cmamws 4 oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dexabps 2019 e.
N 475-D3
10.1) opuruHaJIbHBINA JeKAPCTBEHHbIH IMpenapar - JIEKapCTBEHHBIM Mpenapar ¢ HOBBIM
JICHCTBYIOIIMM BELIECTBOM, KOTOPBIM MEPBBIM 3aperucrpupoBaH B Poccuiickon @enepanuu Win B
MHOCTPaHHBIX TOCYJapCTBaX Ha OCHOBAHUU PE3yJIbTATOB JTOKIMHUYECKUX MCCIETO0BAaHUN JIEKAPCTBEHHBIX
CPeACTB M KIMHUYECKUX HCCIICJOBAHHIA JIEKAPCTBEHHBIX IPENapaToB, MOATBEPKIAIONINX €0 Ka4eCTBO,
3¢ heKTUBHOCTH U 06€30MTaCHOCTS;

Wudopmanust 00 N3MEHEHUSX:
Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexkadpsa 2019 2. N 475-D3

Cm. npedvloyuyio peoakyuro

11) pedepeHTHBIN JIeKapCTBeHHBIM MNpenapar - JEKapCTBEHHBIN IpemnapaT, KOTOPBIH
UCIIONIB3YETCSl JJI1 OLEHKH OMO3KBUBAJICHTHOCTH WM TEPaeBTHUYECKON SKBUBAJIEHTHOCTH, KAayecTBa,
a3 dexTUBHOCTH M OE30MaCHOCTH BOCIPOU3BEIACHHOTO JIEKAPCTBEHHOTO MperapaTa Wiu O0HoaHaJIOrOBOTO
(6uomo100HOTO) JIeKapCTBEHHOTO Mpemnapara (Onoananora). B kauectBe pedepeHTHOrO JIeKapCTBEHHOTO
npenapara A MEAMIMHCKOTO MPUMEHEHHUS HUCIOJb3YeTCS OPUTMHANIBHBIA JIEKapCTBEHHBIN Ipernapar
1100, ecIM OPUTHHAIIBHBIN JIEKapCTBEHHBIHN MpenapaT He 3aperucTpUpOBaH WM HE HAXOJUTCA B 000opoTe
B Poccuiickoit denepanun u He HAXOIUTCSA B 000pOTE B MHOCTPAHHBIX TOCYIaPCTBAX, BOCTIPOU3BEACHHBIN
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JIEKapCTBEHHBIN Tpenapar Wik OMoaHAJIOTOBBIA (OMOTOIOOHBIN) JIEKapCTBEHHBIN Npemnapat (6rnoaHasor),
KOTOpPBI TMEpBBIM 3apErHCTPUPOBAH M3 yHUCIa Haxonamuxcs B obopore B Poccuiickoit deneparuu,
OMOSKBUBAJIEHTHOCTh HWJIM  TEpAleBTHUYECKas HAKBUBAJIEHTHOCTb, KadecTBO, J(P(HEKTUBHOCTh U
0€30MacHOCTh KOTOPOTO OLICHUBAJIUCH MO OTHOIICHHUIO K OPUTMHAIBLHOMY JIEKAPCTBEHHOMY IIpenapary, a
TaKkKe KauecTBO, d3(PPEKTUBHOCTL U 0E30MACHOCTh KOTOPOTO MOJATBEPKIAIOTCS —pe3ysibTaTaMu
dbapMakoHaa30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB, HAXOSANIUXCS B TPAKIAHCKOM
000poTe, YCTAaHOBJICHHBIM TPeOOBaHHUSIM K UX KauecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO IPUMEHEHUS UCIIONIB3YETCS JICKAPCTBEHHBIN IIpenapar Jyisi BETEpUHAPHOTO
MpUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoii ®denepaniii  Ha OCHOBAaHUM  PE3YJIbTATOB
JOKJIMHUYECKUX MCCIICTOBAHUI JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX
[IpernapaToB, MOATBEPXKIAIOLINX €ro KauyecTBO, 3P(HEKTUBHOCTh U 0€30IaCHOCTH;

Wndopmarius 06 n3MEHEHHSX:
Ilynxkm 12 usmenen ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexabps 2019 2. N 475-D3

CMm. npedvloyuyro pedaKyuio

12) Bocnpou3sBeJdeHHBbIN JIeKAPCTBEHHbIN mNpemapar - JIEKapCTBEHHBIM mpemapar it
MEJMIIMHCKOTO TPUMEHEHHS, KOTOpBI HMEET OSKBUBAJICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY
Mperapary KayeCTBEHHbIM COCTAB U KOJUYECTBEHHBIM COCTAB JICUCTBYIOIIUX BEUIECTB B DKBUBAJICHTHOM
JIeKapcTBEHHON (opme, OO JieKapCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHUS, KOTOPbIN
UMEeT Takue Ke, YTo U pedepeHTHBIH JEeKapCTBEHHBIM TIperapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIM  COCTaB  JCUCTBYIOUIMX BEHIECTB B  TakOM e  JeKapcTBEeHHOW  ¢opme,
OMOAKBUBAJICHTHOCTh ~ WJIM  TEpANEBTHYECKAash  SKBUBAJEHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IpenapaTy MOATBEPKIeHa COOTBETCTBYIOIIMMHU UCCIICIOBAaHUSIMH;

Undopmarius 06 n3MEHEHHSX:
Ilynxkm 12.1 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexaobps 2019 e. N 475-D3

CMm. npedvloyuyro peoaKyuio
12.1) TepameBTH4YecKasi 3KBMBAJEHTHOCTb JIEKAPCTBEHHBIX MpenapaTroB - IOCTH)KEHHE
KJIIMHUYECKH COIMOCTaBUMBIX TepaneBTHUecKoro 3ddexra u nokazareneit 3¢pHEeKTUBHOCTH U O€30MaCHOCTH
OpY OPUMEHEHHMH JIEKAPCTBEHHBIX MpenapaToB I MEIUIMHCKOIO NPUMEHEHHUs, HMMEIOLIMX OJHO
MEXIYHApOJHOE HEMaTeHTOBaHHOE (WM XWMHYECKOe, WM TpPYNIHPOBOYHOE) HaWMEHOBAaHUE, B
9KBHUBAJEHTHBIX JIO3UPOBKAX IO OJHMM U TEM JK€ MOKa3aHUSAM K MPUMEHEHHMI0O U IMpPH OAWHAKOBOM
croco0e BBEICHHS Yy OJHOU U TOM K€ TPYIIBI OOJBHBIX;

Wndhopmarius 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanvrozo
3axona oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoanayioroBblii (0MONMOMOOHBIN) JieKAPCTBEHHBI mnpenapar (0uoaHajor) -
OMOJIOTUYECKHI JIeKapCTBEHHBIH Tperapar, CXOXHH MO0 mapaMeTpaM KaudecTBa, 3(PQPEKTUBHOCTH H
6e30MacHOCTH ¢ peepeHTHBIM OMOJIOTUYECKUM JIEKAPCTBEHHBIM MIPENapaToM B TaKOi e JIeKapCTBEHHOU
dopMe 1 UMEIOLINI HICHTUYHBIN crloco0 BBEACHUS;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabpa 2014 2. N 429-D3 cmamvs 4 nacmoswezo DedepanbHozo
3aKoHa oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3amMeHsieMbIii JIeKApPCTBeHHbI mpemapar - JIEKAPCTBEHHBIH Ipemapar c
JIOKa3aHHOM  TEpaneBTUYECKOW HKBUBAJIEHTHOCTHIO WM OHMOIKBHUBAJEHTHOCTHIO B  OTHOILIEHUU
pedepeHTHOro JeKapCTBEHHOIO Mpernapara, MMEIOUINM SKBUBAJCHTHbIE €My KaueCTBEHHBIH COCTaB WU
KOJIMYECTBEHHBIA COCTaB JEHCTBYIOIIMUX BEIIECTB, COCTAB BCIIOMOTaTENIbHBIX BEILIECTB, JIEKAPCTBEHHYIO
dbopMy U criocod BBEICHUS;

Wudopmanust 00 n3MEHEHUSX:

Cmamows 4 oononnena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvhviii 3axon om 27 dexabpsa 2019 a.
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N 475-D3

12.4) OMO’KBUBAJEHTHOCTH JIEKAPCTBEHHBIX MPeNapaTroB - JIOCTUKEHUE COMOCTAaBUMBIX
MOKa3aTeJIe CKOPOCTH BCAChIBAaHUS, CTEIICHU MOCTYIUICHUS K MECTY ACHCTBHS M CKOPOCTH BBIBEIACHUS
OJIHOTO WJIM HECKOJBKHX 00Jagaromux (papMaKoJIOrHUeCKON aKTUBHOCTBIO JNEHCTBYIOIIUX BEUIECTB MPH
MPUMEHEHUN JICKAPCTBEHHBIX IMpENapaToB JJIi MEIUIIMHCKOTO TMPUMEHEHHS, WMEIONIUX OHO
MEXIYHAPOJAHOE HEMAaTeHTOBAaHHOE (WIM XHWMHUYECKOe, WIM TPYNIUPOBOYHOE) HAUMEHOBAaHUE, B
SKBUBAJICHTHBIX IO3UPOBKAX M MPHU OJMHAKOBOM CIIOCOOE BBEIICHHUSI,;

13) nexkapcTBeHHOE PACTHTEIbHOE ChIPhe - CBEXKUE WIH BBICYIICHHBIC PACTCHHSI JINOO WX YaCTH,
WCIIOJIB3yEMBbIC 11 TPOW3BOJICTBA JICKAPCTBEHHBIX CPEJCTB OPTaHHM3alUSIMH - IPOU3BOIUTEISIMHU
JIEKAPCTBEHHBIX CPEJICTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IMPENapaToB anTEeYHBIMU OpPraHU3aALUSIMHU,
BETCPUHAPHBIMH aNTCYHBIMHA OpPraHU3aAIUsAMU, WHIUBUIYAIbHBIMUA TPEAIPUHUMATEISIMU, HUMEIOIUMU
JUILEH3UIO Ha (hapMalleBTUUECKYIO JIeSITeIbHOCTD;

14) nexapcTBeHHBIN pacTUTEJbHBIH Npenapart - JEKApCTBEHHBIN IMperapar, MpPOu3BeICHHBIN
WM W3TOTOBJICHHBIM W3 OJIHOTO BHUA JIEKAPCTBEHHOI'O PACTUTENIBHOTO CHIPhS WJIM HECKOJIbKUX BHUIOB
TaKOT'O CHIPhS M peann3yeMblil B pachacoOBaHHOM BUJIE BO BTOPUYHOM (IOTPEOUTEIHCKOM) yITaKOBKE;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 . N 429-®@3 nynkm 15 cmamou 4 nHacmosweeco
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarowei 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
15) romeonaTu4eckuii JeKapcTBEHHBIH NMpenapar - JCKapCTBEHHBIH Mpernapar, Mponu3BeICHHbIN
WIM W3TOTOBJICHHBIH W3 (apMameBTHUECKON CcyOcTaHIuu Wik (apMaleBTHYSCKUX CyOCTaHIIMH B
COOTBETCTBUHM C TPEOOBaHUSAMH OOIIUX (apMaKONEHWHBIX CTaTell K rOMEONAaTHYECKUM JICKApCTBEHHBIM
mpernapaTaM WIM B COOTBETCTBHH C TpeOoOBaHUAMHU (papMakomew CTpPaHbl IMPOW3BOIUTEINS TaKOTO
JICKApCTBEHHOTO Mperapara;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3akonom om 22 oexaops 2014 e. N 429-D3 6 nynkm 16 cmamvu 4 nacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
16) MexayHapogHOe HeNaTEHTOBAHHOE HAMMEHOBAHHE JIEKAPCTBEHHOI0 CpeacTBa -
HalMEHOBaHME JICHCTBYIOIEro BemiecTBa  (hapMaleBTUUECKOM  CyOCTaHIMM, PEKOMEHJAO0BaHHOE
BcemupHo opranusanuei 31paBoOXpaHEHNs;

Wndhopmarius 06 n3MEHEHHSX :

Deodepanvnvim 3akonom om 22 oexabpsa 2014 e. N 429-D3 6 nynkm 17 cmamvu 4 nacmoswezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeli pedaxyuu
17) ToproBoe HauMeHOBaHUE JIEKAPCTBEHHOr0 CpPeACTBA - HaWMEHOBaHHUE JIEKaPCTBEHHOTO
CpEICTBA, TPUCBOCHHOE €ro pa3padoTuMKOM, JepiKaTeleM WU BIAJEIbIIeM PErucTPAIlIOHHOTO
yJIOCTOBEPEHHUS JISKApCTBEHHOTO TIpernapara;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvrozo
3axona oonoanena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urwona 2015 e.

17.1) rpynnupoBoYHOe HAaMMEHOBAHME JIEKAPCTBEHHOI0 Ipenapara - HaWMEHOBaHHE
JIEKapCTBEHHOTO Mperapara, He MMEIOIIEro MeXIyHapOJHOIO HEMaTeHTOBAHHOTO HAaMMEHOBAHUS, WM
KOMOWHAIIMK JIEKapPCTBEHHBIX IIpEnapaToB, HCHOJB3yeMOE B MLENAX OOBEAWHEHHS WX B TPYIITY TOJ
€/IMHBIM HAaMEHOBAHUEM MCXOJIsl U3 OIMHAKOBOT'O COCTABa JACHCTBYIOIIMX BEIIECTB;

Wudopmanust 00 n3MEHEHUSX:

Deoepanvhvim 3akonom om 22 oexabpsa 2014 e. N 429-@3 6 nynkm 18 cmamvu 4 nacmoswezo
DeodepanvbHoeo 3aKOHA 8HECEeHbl UsMeHeHus, ecmynaowue 6 cuny ¢ 1 urons 2015 e.
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Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu

18) o0mas d¢apmakoneiiHass CcTAaTbsl - JOKYMEHT, YTBEPXACHHBI YIOJIHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJHHUTEIBHON BIIACTH M COJEPIKAIMN IMEepeUeHb IMOKa3aTeliel KadecTBa W
(M) METOJIOB KOHTPOJIS Ka4eCTBA KOHKPETHON JIEKApCTBEHHOM (DOPMBI, JIEKAPCTBEHHOTO PACTHTEIHHOTO
CBIPbsI, OIHCAaHUS OWOJOTHYECKUX, OWOXUMHUYECKUX, MHKPOOUOIIOTHUECKUX, (UZNKO-XUMHUYECKUX,
$u3nUeCKX, XUMUYECKUX U APYTUX METOJIOB aHAJN3a JICKAPCTBEHHOTO CPEICTBA, a TAKXKE TPeOOBaHUS K
UCTIONIB3YEMBbIM B IEJISX NPOBEACHUS JIaHHOTO aHajiW3a pEaKTHBaM, THUTPOBAHHBIM pacTBOpPaM,
UH/INKaTOpam;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexabps 2014 e. N 429-D3 ¢ nynkm 19 cmamvu 4 nHacmoswe2o
DedepanbHo20 3aKOHA 8Hecenbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoaa 2015 a.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu
19) ¢apmakoneiiHasi cTaTbsl - JOKYMEHT, YTBEP)K/IECHHBIM YIOJIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTEIHHON BIIACTH U COAEpIKAIMU MepeveHb MoKa3aTellell KauecTBa U METOA0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOT'O CPEJ/ICTBA;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvsa 4 nacmosawezo Dedepanvrozo
3axoHa oononnena nynkmom 19.1, ecmynaowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranaapTHble 00pa3ubI - BELIECTBA, IOCPEACTBOM CPABHEHHS C KOTOPBHIMU OCYIIIECTBIIACTCS
KOHTPOJIb KauyecTBa UCCIIEyeMbIX JIEKaPCTBEHHBIX CPEACTB C IMOMOUIbI0 (DU3UKO-XUMUYECKUX U
OMOJIOTUYECKIX METOJIOB B IIEJIIX TOJITBEPIKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMATHUBHOM JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPHU OCYIIECTBICHUU TOCYJAPCTBEHHOMN pErucTpanuu, u
KOTOpbIE TPUMEHSIIOTCS MJisi KaJuOPOBKH CTaHJAPTHBIX OOpPa3IOB IMPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, HMCHOJb3YEMBIX MJii KOHTPOJSI KauecTBa W HHBIX IeJied MpH OOpalieHUH JIEKapCTBEHHBIX
CPEICTB;

Wndopmarys 06 m3MEeHEHHUAX:
Deoepanvrvim 3axkonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvrozo
3axona oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) dapmakoneiinblii cTaHIapTHBI o0pa3en - CTaHAAPTHHIA 00pasel, MPOU3BEACHHBIA B
COOTBETCTBUM ¢ (hapMaKONeHHOM cTaThel;

20) HOpMATHBHASl JIOKYMEHTALUMS - JOKYMEHT, COJEpKAIlUi TEepeueHb OMpeaeNsIeMbIX IO
pe3ylbTaTaM COOTBETCTBYIOIIMX JKCIIEPTH3 IOKazaTejell KayecTBa JIEKApCTBEHHOTO CpEJCTBa IS
MEUIIMHCKOTO MPUMEHEHHS, METOJIOB KOHTPOJIS €r0 Ka4eCTBa M YCTAHOBJICHHBIN €r0 MPOU3BOAUTEIIEM;

21) HoOpMATHBHBIN [OKYMEHT - JOKYMEHT, COJAEpKalluii TMepevyeHb OMpeIeNieMbIX IO
pe3ynbTataM COOTBETCTBYIOIIMX IKCIEPTU3 MOKa3aTeeil kauecTBa U (WJIM) METOJ0B KOHTPOJI KauecTBa
JIEKapCTBEHHONH  (OpMBI, OMUCAHUS  OWOJOTMYECKUX, OHMOXMMHYECKHX, MHKPOOHOIOTHYECKHUX,
(UBHKO-XUMHYSCKUX, PU3NICCKUX, XHMHUIECKUX H IPYTHX METOJIOB aHAIIN3a JICKAPCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO TPHUMEHEHUs, TPeOOBaHUS K HUCIHOIB3YEMBIM B IEISIX MPOBENCHHUS NaHHOTO aHaIu3a
peakTHBaM, THTPOBAaHHBIM PAacTBOPaM, HHIAMKATOPAM M YCTAHOBJICHHBIN €T0 MPOW3BOIUTEIICM,

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvrozo
3aKkoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

21.1) oOmumii TeXHUYECKHIi TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepHUaoB, COCTOSIIHUNA U3
HECKOJBKMX  pa3lesioB -  JOKyMEHTallMd  aJMHUHHCTPATUBHOTO  XapakTepa, XUMHUYECKOMH,
dbapmareBTUUeCKOW W OWOJOTHYECKON JTOKyMeHTanuu, (HapMaKoIOTHIECKON, TOKCHKOJIOTHYECKOM
JOKYMEHTAIlUW, KIMHUYECKOM JOKYMEHTAlMM W TMPEACTaBISEMbIi OJHOBPEMEHHO C 3asBJIEHUEM O
TOCYJIapCTBEHHOM PETHCTPAIMK JIEKAaPCTBEHHOTO Tperapara Jijisi MeIUIIMHCKOTO IpUMeHEeHus B (popmare,
YCTaHOBJICHHOM YTIOJTHOMOUYEHHBIM (pe/iepaTbHBIM OPraHOM HCTIOIHUTEIBHON BIACTH;

22) Ka4vecTBO JIEKAPCTBEHHOr0 CpeACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBa
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TpeboBaHusIM (hapmakomneiHol crtaThbu JHOO B ciiyyae €€ OTCYTCTBUSI HOPMAaTHMBHOM JOKYMEHTAIMH WU
HOPMATUBHOTO JIOKYMEHTA;

23) 0e30macHOCTH JIEKAPCTBEHHOI'0 CPeACTBA - XapaKTEpUCTUKA JIEKAPCTBEHHOI'O CPECTBA,
OCHOBaHHAsl Ha CPABHUTEIILHOM aHANIM3€ ero 3(h()EKTUBHOCTH M PUCKA MPUYMHEHUS BPEAa 3/10pPOBBIO;

24) 3¢(peKTUBHOCTH JTEKAPCTBEHHOI0 Mpenapara - XapakTepUCTUKa CTENEHH MOJIOKHUTEILHOTO
BIMSHUS JICKAPCTBEHHOTO TMpermapara Ha TEYCHHE, IPOJOJDKUTEIBHOCTh 3a00JICBaHUS WM  €ro
IpeoTBpalleHNe, peaduINTAalINI0, HA COXpaHEHUEe, MPEA0TBPAaIllEHUE WK IIpephIBaHie 0EpEeMEHHOCTH;

25) cepus JIeKapCTBEHHOI'0 CPeCTBA - KOJIMYECTBO JIEKAPCTBEHHOI'O CPEJICTBA, IPOM3BEICHHOE B
pe3yNbTaTe OJJHOTO TEXHOJIOTHYECKOI0 IIUKJIIA ero MPOU3BOIUTEIIEM;

26) perucTpaliMOHHOE Y/AOCTOBepPeHHEe JIEKAPDCTBEHHOI0 TMpenapara -  JIOKYMEHT,
MOJTBEPXKIAIOLIUI (PaKT rocyJapCTBEHHOM perucTpaluy JeKapcTBEHHOIO IIpenapara;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvhozo
3aKoHa oononnena nyHkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) nepskaTeqb WJIM BJajgesell PerdcTPAMOHHOIO Y/JI0CTOBEPEHUS JIeKAPCTBEHHOTO
npenapara - pa3paboTuuK JICKAPCTBEHHOTO CPEICTBA, MPOU3BOAUTEIN JIEKAPCTBECHHBIX CPEICTB WIH HHOE
IOPHJIMYECKOE JIMIIO, O0Ja/aroliee MpaBOM BJIAJICHUS PETUCTPAIMOHHBIM YIOCTOBEPCHUEM, KOTOPBIE
HECYT OTBETCTBEHHOCTb 32 KaueCTBO, 3()(hEeKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOT'O IpErnapara;

27) perucTpaluoHHBIi HOMep - KOJOBOEC OO0OO3HA4YCHHE, IPUCBOCHHOE JICKAPCTBEHHOMY
nperapary IpH ero rocy1apCTBEHHON PETUCTPALINN;

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 6 oexkabps 2011 2. N 409-@3 6 nynkm 28 cmamvu 4 Hacmoswe2o
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHAL 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepalbHO20 3aKOHA

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu

28) oOpaimeHue JIeKAPCTBEHHBLIX CPEICTB - pa3paboOTKa, JOKIUHUYECKHE HCCIICOBAHMUS,
KJIIMHUYECKHE UCCIIEIOBAHMS, IKCIEPTU3a, TOCYJapCTBEHHAsl pEerucTpamus, CTaHAapTH3alus U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, U3TOTOBIIEHUE, XPaHEHNE, NIEPEBO3Ka, BBO3 B Pocculickyro ®denepanuio, BbIBO3
n3 Poccuiickoii depepanuu, peknama, OTIYCK, pealn3anus, Iepenada, NPUMEHEHHE, YHUYTOKECHHE
JIEKapCTBEHHBIX CPEJICTB;

29) cyObekThl OOpalleHMsi JeKAPCTBEHHBIX CPeACTB - (U3NYECKUE JMIA, B TOM YHUCIE
WHAVBHUAYAJIbHBIE TPEANPUHUMATENN, U OPUIUYECKHE JIMIA, OCYIIECTBISIOIMUE NEATEIBHOCTh IpU
oOpallleHnH JIeKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 nynkm 30 cmamvu 4 Hacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHenust, scmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem nyHKkma 6 npeovioyweu pedaxkyuu

30) pa3paGoTUMK JIeKAPCTBEHHOr0 CpeAcTBAa - OpraHu3aius, obiajarolias MpaBaMH Ha
pe3ynbTaThl JOKIMHUYECKUX HCCIEAOBAaHUN JIEKapCTBEHHOI'O CPEJCTBAa, KIMHUYECKUX HCCIeI0BaHUN
JIEKapCTBEHHOTO Mpernapara U (WIM) Ha TEXHOJOTHIO POU3BOCTBA JIEKAPCTBEHHOTO CPEJICTBA;

31) npon3BOACTBO J1eKAPCTBEHHBIX CPEACTB - JESITEIbHOCTh 110 MPOU3BOACTBY JIEKAPCTBEHHBIX
CPE/CTB OPraHU3ALUAMH - TPOU3BOIUTENSAMH JIEKAPCTBEHHBIX CPEJCTB HAa OJJHOU CTAIUH, HECKOJIbKUX WUIIH
BCEX CTaJMAX TEXHOJOTHYECKOro TMpoIecca, a TaKXKe IO XPaHEHUI0 M peaju3allid MPOU3BEICHHBIX
JIeKapCTBEHHBIX CPE/ICTB;

Wndopmarnys 06 M3MEHEHUAX:
Deoepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvrozo
3axoHna oononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

31.1) nmnpou3sBoACTBeHHasi IJIOMIAJKA - TEPPUTOPHAIBHO  O00OCOOJEHHBIM  KOMILIEKC

IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIM U1 BBIIOJHEHHs BCEro Ipolecca
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MIPOU3BOICTBA JICKAPCTBEHHBIX CPEACTB HIIH €T0 ONPEACICHHON CTa NN,
32) npou3BOANTENb JIEKAPCTBEHHBIX CPEACTB - OpraHu3alus, OCYIIECTBIISIONAs TPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHU C TPeOOBaHUAMU HacTosmero denepaibHOro 3aKoHa;

Wndopmarius 06 n3MEHEHHSX:
Ilynxkm 33 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio

33) ¢dapmaneBTHYecKass eSITEJLHOCTh - JIEATEIBHOCTh, BKJIIOYAONIass B Ce0S ONTOBYIO
TOPTOBIII0 JIEKAPCTBEHHBIMU CPEJCTBAMH, MX XpaHEHHE, MEpPeBO3KY M (WIH) PO3HUYHYIO TOPTOBIIIO
JICKapCTBCHHBIMHU TpernapaTaMd, B TOM YHCIE IUCTAaHIIMOHHBIM CIOCOOOM, WX OTIYCK, XpaHEHUE,
MEPEBO3KY, U3TOTOBJICHHE JIEKAPCTBEHHBIX MIPENapaToB;

34) opraHuzauusi ONTOBOH TOPIOBJM JIEKAPDCTBEHHBIMHM CPEICTBAMH - OpraHu3alus,
OCYHIECTBIISIIONIASl ONTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMU CPEICTBAMH, HMX XpaHEHHE, MEPEBO3KY B
COOTBETCTBHUU C TPeOOBaHUAMH HacTosMEero deaepaibHOro 3aKOHA;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio
35) anTeuyHass opraHu3anus - OPTaHW3AIM, CTPYKTYPHOE TOIpPA3JICICHHEC MEIUIIMHCKON
OpraHu3alliK, OCYIICCTBIISIFOIINE PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IIperiapaTaMy, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJICHUE M OTIYCK JICKAPCTBEHHBIX MPEIapaToB
JUTS. METUITUHCKOTO TIPUMEHEHUSI B COOTBETCTBHHU C TPeOOBaHUAMH HacTosiero depepaabHOro 3aK0Ha;

Undopmarust 06 n3MEHEHHSX:
Ilynkm 36 usmenen ¢ 3 anpens 2020 e. - @edepanvhsiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro peoaKyuio
36) BeTepuHapHasi anTe4yHasi OPraHM3aUMsA - OpraHU3alMs, CTPYKTypHOE TMOApa3JeleHue
BETEPUHAPHON OpPraHU3alliy, OCYILECTBIISIONINE PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMu, B
TOM YHCJE JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHUE, U3TOTOBJICHUE U OTIIYCK JIEKAPCTBEHHBIX NpenapaToB
JUIs BETEpUHAPHOT'O IPUMEHEHHUSI B COOTBETCTBHHM € TpeOOBaHUSAMHU HacTosiero deaepanbHOro 3aK0Ha;

37) danbcupuuupoBaHHOEe JIEKAPCTBEHHOE CPEeICTBO - JIEKAPCTBEHHOE  CPEJCTBO,
COTMPOBOXKAAEMOE JIOXKHON MH(pOpPMAIUEH 0 ero cocTaBe U (M) TPOU3BOTUTENE;
38) HemoOpokavyecTBEeHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE

COOTBETCTBYyIOIIEe TpeOOBaHUAM (papmakoreiiHoi cTatby JUOO B Cilydae €€ OTCYTCTBHUS TpeOOBaHMSIM
HOpMaTHBHOﬁ JOKYMCHTAIIMHU WX HOPMATHBHOT'O JOKYMCHTA,

39) kouTpadakTHOEe JIeKapCTBEHHOE CPeICTBO - JIEKapCTBEHHOE CPEICTBO, HAaXOJsIleecs B
000pOTE C HApYIIEHNEM I'PaKIAHCKOTO 3aKOHOIATEIbCTRA;

40) JOKIMHMYECKOE HCC/Ie0BaHMe JIEKAPCTBEHHOI0 CpeacTBa -  OMOJIOTHYECKUE,
MI/IKpO6I/IOJ'IOFI/I'-IeCKI/Ie, HUMMYHOJIOTHYECKHUEC, TOKCHKOJIOTHYCCKHUC, @apMaKOHOFI/I‘-IeCKI/Ie, (1)I/I3I/I‘ICCKI/IC,
XUMHUYECKHE U JPyTue UCCIEeNIOBaHMs JIEKAPCTBEHHOT'O CPEJCTBA MyTeM MPHUMEHEHHs] HayYHBIX METO/I0B
OLICHOK B IIEJISIX MOJyYEeHHUS JT0KAa3aTeIbCTB 0€30MacHOCTH, KauecTBa M 3((HEKTHBHOCTH JIEKAPCTBEHHOTO
CpPENCTBa;

41) kIMHUYECKOe HCCIeI0BaHMe JIEKAPCTBEHHOT0 Mpenapara - U3ydeHHe JAUarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTHUECKUX, (PaPMAKOJIOTHYECKHX CBOWCTB JIEKAPCTBEHHOTrO IperapaTa B Ipolecce
€ro TPUMEHEHHUs y YeJOBEKa, JKMBOTHOTO, B TOM YHCJIE IPOIECCOB BCACBHIBAHUS, paCIpEICICHHUS,
U3MEHEHHS M BBIBEJCHHs, IyTeM NPHUMEHEHHsS HAay4HBIX METOJOB OLIEHOK B IENAX IOJTy4eHUs
JI0Ka3aTeNbCTB OE30MacCHOCTH, KadecTBa M 3()()EKTUBHOCTH JIEKAPCTBEHHOrO IpernapaTa, AAHHBIX O
HE)KEJIaTEeNbHBIX PEaKIUAX OpraHu3Ma 4YeJOBeKa, KMBOTHOTO Ha MIPUMEHEHHE JIEKapCTBEHHOT'O Mpernapara
u 00 a>(dexre ero B3aUMOJIEUCTBUS C JAPYTUMH JIEKAPCTBEHHBIMU IpernapataMu U (WIK) MHUILEBBIMU
POAYKTaMH, KOpMaMH;

42) MHOTOLEeHTPOBOEe KJIMHHYECKOe HCCJIe0BaHHe JeKAPCTBEHHOro Impemapara JJis
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MEIUIMHCKOI0 TNpPUMEeHEeHMs] - KIMHUYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOrO TMpenapara Juis
MEIUIIUHCKOTO MPUMEHEHUs, TPOBOJMMOE Pa3pabOTYNKOM JIEKapCTBEHHOTO Ipernapara B JIByX M Ooiee
MEAMIMHCKUX OpraHu3alusix MO €IUHOMY MPOTOKOJY KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOTO
npenapara;

43) MeXIYHApPOJHOEe MHOIOIEHTPOBOE KJIUHUYECKOe HCCIel0BaHHEe JIeKAPCTBEHHOIO
npenapara s MeJUIMHCKOI0 NPUMeHeHHs - KITMHIYECKOE UCCIIEIOBAaHHE JICKApCTBEHHOTO Ipernapara
JUISE MEAUIIMHCKOTO TTPUMEHEHUS, IPOBOIUMOE pa3pabOTUYMKOM JIEKapCTBEHHOTO Mpenapara B pa3IMyHbIX
CTpaHax Mo eIMHOMY MPOTOKOIY KIMHUYECKOTO HCCIIEIOBAHUS JIEKaPCTBEHHOTO IIpernapara;

44) nmocTperucTpauMoOHHOEe KJIMHMYECKOe HCCJIeJOBaHHe JIEKAPCTBEHHOIO Mpemnapara s
MEIUUMHCKOI0 TPHMeHEeHHs - KIMHMYECKOe HCCIIeI0OBaHWE JIGKAPCTBEHHOTO IMperapara s
MEAMIIMHCKOTO MPUMEHEHHUsI, IPOBOJUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOIO Iperapara, IpaxJaaHCKHi
000pOT KOTOPOTO OCYHIECTBISIETCS MOCIE TOCYJApCTBEHHON PErHCTpalvyd, B LEISIX JOMOJHUTEIHHOTO
cbopa JaHHBIX O ero 6e3omnacHocT U 3(H(PEKTUBHOCTH, paCIIUPEHHS TOKA3aHUN K NPUMEHEHHUIO TAHHOTO
JIEKapCTBEHHOTO TpeTiapara, a TAaK)Ke BBISIBIICHUS HEeXeNaTeIbHBIX PEaKIIUi MallueHTOB Ha ero JICHCTBHE;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-D3 nynkm 45 cmamovu 4 Hacmosaweco
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaowetl 6 cuny ¢ 1 urons 2015 e.

Cm. mekcm nyHkma 6 npeovloyujeli peoaxyuu

45) uccnenoBaHue OMOIKBHBAJECHTHOCTH JIEKAPCTBEHHOIO Npenapara - BHUJ KIMHUYECKOTO
MCCIIEIOBAHMsI JIEKAPCTBEHHOI'O IIperapara, MpPOBEACHUE KOTOPOrO OCYIIECTBISAETCS Ul ONpPEIEICHHUS
CKOPOCTH BCAaChIBaHHMS W BBIBEACHUS OJHOTO WM HECKOJBKHX OONagaromux (apMaKkoIoTHIecKoi
AKTUBHOCTBIO JICHCTBYIOIIMX BEILECTB, KOJMYECTBA JIEKAPCTBEHHOIO IIpenapara, JOCTUTAIOLIETO
CUCTEMHOI'O0 KpPOBOTOKAa, U PE3YyJIbTaThl KOTOPOTO IO3BOJISIOT CHIENaTh BHIBOJ O OMOIKBUBAJIEHTHOCTU
BOCIIPOM3BEICHHOT'O JIEKAPCTBEHHOTO Ipernapara B ONpPEeSICHHbIX JIEKapCTBEHHON (hopMe U J03UPOBKE,
COOTBETCTBYIOIIUX (OopMeE U T03UPOBKE pe)epeHTHOTO JIEKAPCTBEHHOTO Npenapara;

46) ucciaenoBaHMe TepaneBTHYeCKOH IKBHBAJIEHTHOCTH JIeKAPCTBEHHBIX MPeNnapaToB - BUJ
KJIIMHAYECKOI'0 MCCJIEN0BAHMS JIEKAPCTBEHHBIX IPENapaToB, IPOBENECHUE KOTOPOr0 OCYIIECTBISAETCS AJIS
BBISIBJICHHSI OJIMHAKOBBIX CBOMCTB JIEKApPCTBEHHBIX MPENapaToB OMpEAETICHHON JeKapCTBEHHOH (GopMbl, a
TaK)Ke HaJIM4YMs OJMHAKOBBIX MOKa3aTesel 0e30nacHOCTH U 3(()EKTUBHOCTHU JIEKaPCTBEHHBIX MPENapaTos,
OJIMHAKOBBIX KJIMHUYECKHUX 3(P(PEKTOB NpU X NPHUMEHEHUH;

47) NMpOTOKOJ] KJIMHHYECKOI0 HCCJIeJOBAHUS JIEKAPCTBEHHOI0 Mpemnapara - JOKyMEHT, B
KOTOPOM OIpeNeNsioTcs Lend, (OopMbl OpraHu3allMd M METOJOJIOTHS MPOBEIEHUS KIMHUYECKOTO
UCCJIEIOBaHMSI, CTATUCTUYECKHUE METOJbl OOpabOTKM pe3ysNbTaTOB TAaKOI'O MCCIENOBAaHUS U MEpbI IO
oOecreyeHnt0 0e30MacHOCTH  (PU3MUYECKUX JIMI, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOI'O IIperapara;

48) Opomropa mucciegoBaTeasi - CBOJHOE M3JI0KEHUE pE3yJIbTaTOB JTOKIMHUYECKOTO
MCCJIEIOBAHMS JIEKAPCTBEHHOTO CPEICTBA U KIIMHUYECKOIO HCCIIEN0OBaHUs JIEKAPCTBEHHOIO Mpernapara JJis
MEIULUHCKOIO IPUMEHEHUS;

49) uH(pOPMANMOHHBIH JHUCTOK NMALMEHTA - JOKYMEHT, B KOTOPOM COJEp>KaTcsi B JOCTYIHOMN
¢dopme cBeneHuUs, Kacalolecs MPOBOIUMOI0 KIMHUYECKOTO MCCIIeI0BaHUs JIEKAPCTBEHHOTO Mperapara,
U B MHCbMEHHON (hopme N0OpOBOJIBLHOE COIIacue MalMeHTa Ha y4acThe B KIMHUYECKOM HCCIIEeI0BaHUU
JIEKapCTBEHHOTO IIperapara Iocje O3HAKOMIJIEHHS C OCOOCHHOCTSAMH KIMHHUYECKOTO HCCIEeI0BaHMA,
MMEOIIMMY 3HAYEHUE JIJIS BBIPAXKEHHS TAKOTO COTJIACHSs;

50) moGouyHoe [elicTBHe - peaknust OpraHu3Ma, BO3HHUKIIASA B CBA3M C IPUMEHEHHEM
JIEKApCTBEHHOI'0 TMpernapara B J03aX, PEKOMEHAYEMBIX B HWHCTPYKIMH IO €ro IPUMEHEHUIO, IS
npoHIAKTUKHU, THATHOCTUKY, JICUeHUs 3a00JIeBaHMs WM JUI PeaOuIUTaLNY;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 odexabpa 2014 2. N 429-D3 cmamvs 4 nacmoswezo DedepanvHozo
3axona oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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50.1) HexeJaTeJbHasi peaklusi - HEMpeTHAMEpPEHHAas HEOJAronmpusaTHas pPEaKIus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C MPUMEHEHHEM JICKApPCTBEHHOTO Tpernapara;

51) cepbe3nasi He:keslaTeIbHAsi peaKlusl - HEXKeJaTellbHAs peaklusi OpraHU3Ma, CBS3aHHAs C
MNPUMCHCHUCM JICKAPCTBCHHOI'O IIp€liapara, HpuUBCAIIAad K CMCPTHU, BPOXIACHHBIM aHOMaJIUAM WA
MOpOKaM pPa3BUTHUS MO0 NpPEACTaBISIOMas cOOON yrpo3y >KM3HM, TpeOyromias TOCHHUTAIU3aluu WU
NPUBEIIIAs K CTOMKON yTpaTe TPyJ0CIOCOOHOCTH M (MIJIN) UHBAIHIHOCTH;

Wndopmarus 06 N3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 nynkm 52 cmamvu 4 Hacmosweeo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowelt 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujell pedaKyuu

52) HenpeIBH/IeHHAS HeKeJlaTeIbHAs Peakiusl - HeXellaTeIbHasl PeaKIusi OpraHu3Ma, KoTopas
CBsi3aHA C TIPUMEHEHHEM JIEKapCTBEHHOIO IIperapara B J03aX, PEKOMEHIYEMBbIX B MPOTOKOJIE €ro
KJIMHAYECKOTO HCCIENOBaHUsA, OpONIIOpe HCCIIeNoBaTeNsd, WM C NPUMEHEHHEM JIEKapCTBEHHOTO
npenapara B J103aX, PEKOMEHIYEMbIX B HMHCTPYKIMH IO €ro NPUMEHEHHUIO Uil NPO(UIAKTUKH,
JTUATHOCTHKY, JICYCHHUS 3a00JICBaHUS WIH MEIUIIMHCKOW PeaOWINTAlNY TAIMeHTa, U CYIIHOCTh, TSKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMAIMU O JICKAPCTBEHHOM IIperapare, CoJepiKalleics B
IPOTOKOJIE €ro KJIMHWUYECKOTO WCCIICAOBaHMs, OpOLIIOpe KCCIeNoBaTeNsl WIA B WHCTPYKIMH TIO
NPUMEHEHHIO JICKAPCTBECHHOTO Mperapara;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvhozo
3aKoHa oononnena nyHkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) papmakoHaq30p - BUJ JACATEIBHOCTH 10 MOHUTOPUHTY 3()(HEKTUBHOCTH M OE30IaCHOCTH
JICKapCTBEHHBIX MPENapaToB, HAIIPABJICHHBIM Ha BBISIBIICHUE, OIICHKY M TIPEJOTBPAIICHHE HEXKETATSIbHBIX
MOCJICICTBHI TPUMEHEHHS JICKAPCTBEHHBIX IPENapaToB;

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKoHa 0ononnena nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) mia" ynpasJieHUsl PUCKaAMU - TIOAPOOHOE OMHCAHHE MEPONpUATHH Mo (papmMakoHAA30pY,
HAIPaBJICHHBIX HAa BBISBICHHUE, OIECHKY W IMPEJAOTBPAIICHUE WM MUHHUMH3AIUIO0 PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMU TpenapaTaMu, BKITI0Yas OleHKY 2PPEeKTUBHOCTH JaHHBIX MEPOTIPUSTHI;

Undopmais 06 u3MeHeHusX:
Ilynkm 53 usmenen ¢ 1 mapma 2023 2. - @edepanvhwiii 3axkon om 30 dexabpsa 2021 2. N 463-D3
Cm. 6yoywyro pedarkyuio
Ilynkm 53 usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
TAPAHT:

[Tonoxxenus mynkra 53 crateu 4 (B penakiuu denepanpHoro 3akoHa oT 29 utomns 2017 r. N 242-D3) B
4acTH, Kacarolieiics GopMUpOBaHMs U BbIIAYM PELIENTOB HA JIGKAPCTBEHHBIE MpenapaThl, CoAepKalie
Ha3HaYeHHe HAPKOTHUUECKUX CPEJCTB MIIM ICUXOTPOIHBIX BEIIECTB, B (hOpME IIIEKTPOHHBIX JOKYMEHTOB,
npumensitorcs ¢ 1 saBaps 2019 r.

53) peuent Ha JieKAPCTBEHHbIH Npenapart - MEAULIUHCKUM JTOKYMEHT YCTaHOBIJIEHHOH (OpMBI,
CoJiep/Kalliii Ha3HA4YEHHE JIEKApCTBEHHOIO Ipernapara A MEJUIMHCKOTO IPUMEHEHUS, BbIIAHHBIN
MEAMIIMHCKUM DPAaOOTHUKOM B LENSIX OTIYyCKa JIEKQpCTBEHHOTO MpernapaTra WM €ro H3rOTOBJICHUS U
OTITycka Ha OyMa)kHOM HOCHUTEJIE WJIM C COTJIacHsl MallMeHTa WM €ro 3aKOHHOTO MpPEeCTaBUTeNs B (hopme
JIEKTPOHHOTO JJIOKYMEHTA, TMOJIMHCAHHOIO C HCIIOJIb30BAHUEM YCHJIEHHOW KBaIM(UIIMPOBAHHON
HIIEKTPOHHOM TIOIMHMCH MEAULIUHCKOTO pabOTHHUKA, JINOO JOKYMEHT YCTAaHOBJICHHOM (hOpMBI, COAep KaIni
Ha3Ha4yeHHE JIEKapCTBEHHOTO IpernapaTa Uil BEeTepUHAPHOTO MPUMEHEHHUS, BBIJAHHBIA CHEIMATUCTOM B
00J1acTH BETEpUHAPUH B IENIAX OTIYCKA JICKAPCTBEHHOT'O Mperapara WK €ro U3roTOBJICHHS M OTIYCKa Ha
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OyMa)KHOM HOCHUTEJIE;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 54 usmenen ¢ 1 mapma 2023 2. - @edepanvusiii 3akon om 30 oexaops 2021 2. N 463-D3

Cm. 6yoywyro pedarkyuio
54) TpeboBaHHe MeIMIIMHCKOI OpPraHW3alWyi, BeTEPUHAPHONH OPraHU3alUu - JOKYMEHT
YCTaHOBJICHHOH (hOPMBI, KOTOPBIH BBIMUCAH MEIUIUHCKAM PAOOTHHKOM HJIHM CIEHUATMCTOM B 00JIaCTH
BETCPHHAPUH, MMCIOIIMMH Ha 3TO IPaBO, M COJCPKUT B IHCHBMCHHOW (opMe yKa3aHUE anTeYHOM
OpraHu3alyy WM BETEPUHAPHOW aNTeYHOW OpraHU3aliy 00 OTIYCKE JICKApCTBEHHOIO Mpenapara Wi O
€ro M3rOTOBJICHUU U 00 OTITyCKe JUIs oOecriedueHus JedeOHOro Mmporecca B MEAUIIMHCKON OpraHu3aluy,
BETEPUHAPHON OpraHH3aIHH;

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Ooexabps 2014 2. N 429-D3 cmamovs 4 nacmosweeo Dedepanvrozo
3aKOHA 0ONOIHeHa nyHKkmom 35, ecmynarouwum 6 cuny ¢ 1 uons 2015 a.

55) KoMmIIeKCHas OIleHKa JIEKapCTBEHHOTO Iperapara - OIEHKa 3aperucTpUpPOBAHHOIO
JICKapCTBEHHOTO TIperapaTa, BKIIOYAOIas B ce0sl aHAM3 UHPOPMAIUU O CPABHUTEIBLHON KIMHHYECKOU
3¢ dexTuBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO IMpernapaTa, OLeHKY SKOHOMHUYECKUX MOCIEICTBUN €ro
MIPUMEHEHUS, U3yUeHHE JOTOIHUTEIBHBIX MTOCIEACTBUN MPUMEHEHUS JIEKAPCTBEHHOTO MperapaTa B Lesix
OPUHITUS PEHICHUH O BO3MOXKHOCTH BKJIIOYEHHS JIEKAPCTBEHHOI'O Ipernapara B IepeueHb >KU3HEHHO
HEOOXOJUMBIX M BAXHECUIIUX JICKAPCTBCHHBIX IPENapaToB, HOPMATHBHBIC IPABOBBIC AKThl W HWHBIC
JOKYMEHTBI, OIpEeessioNie MOPSAOK OKa3aHHs MEAMIIMHCKOW IOMOIIM, WJIM HCKIIOYEHUS ero us3
YKa3aHHBIX MEPEYHS, aKTOB U JOKYMEHTOB;

Wupopmarus 06 H3MEHEHHSIX:

Cmamus 4 oononanena nynkmom 56 ¢ 1 aneaps 2018 2. - @edepanvhuiii 3axon om 28 dexaops 2017 a.
N 425-D3
56) cucreMa MOHMTOPUHIA JBUKEHHSI JIEKAPCTBEHHBIX MPeENapaToB Jisi MeIUIMHCKOTO

npuMeHeHusi - (emepanpHas rocyJapcTBeHHAs WHQPOpPMAIMOHHAS CHCTEMa MOHUTOPWHTA JIBHKCHHS
JICKapPCTBEHHBIX IMPEMapaToB JUIsl MEIUIIMHCKOTO TMPUMEHEHUS OT TPOU3BOAMUTENS JIO KOHEYHOTO
noTpeOuTenss C HCHOJIB30BAaHMEM B OTHOIIEHHH JIEKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO
MIPUMEHEHUS CPEJICTB UACHTU(DHUKAIIHH.

TAPAHT:

CM. koMMeHTapuu K cTaTthbe 4 Hacrosero deaepanbHOro 3aKOHa

I'naBa 2. [ToiHOMo4us (peepajbHBIX OPTaHOB UCMOJHUTEIbHON BJIACTH, OPraHOB
HCIIOJIHUTEIbHOM BJ1acTu cy0beKkToB Poccuiickoii ®@enepanumn npu odpameHuu JeKapcTBEHHbIX
CpeacTB

Crarbs 5. TlomHomouusi (denepanbHBIX OPTaHOB HCIIOJHHUTEIBHOW BJIACTH TIPH OOpaIleHUU
JIEKapCTBEHHBIX CPEICTB
K momHoMoumsiMm  (enepanbHBIX OpPraHOB HWCIIOJHHUTENIBHOW BJIIACTH TIPH  OOpalieHuun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

Wudopmanust 00 N3MEHEHUSX:
Deodepanvnvim 3axkonom om 22 Oexabpa 2014 2. N 429-D3 ¢ nynkm [ cmamvu 5 nacmoswezo
DeodepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
1) mpoBenenue B Poccuiickoii ®Penepauuu €IWHOW TrOCyIapCTBEHHONH NOJUTUKM B 00JacTH
oOecrnievyeHus JeKapCTBEHHBIMU MpenapaTtaMu rpaxaan B Poccuiickoit @exneparui;

Wndopmarius 06 H3MEHEHHSX:
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Deoepanvrvim 3akoHom om 22 Oexabpa 2014 e. N 429-d3 6 nynkm 2 cmamvu 5 Hacmosuje2o
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujeil peoakyuu
2) yTBepkaeHHWE OO0mmx dapMakonenHbx —cTaTei, (apMakoNnelHbIX cTaTel, H3JaHue
rOCyJIapCTBEHHOH (papMaKorien, Co3aHne 1 BeJIeHHEe peecTpa (papMaKoneiHbIX CTaHIAPTHRIX 00pa3IoB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 3 usmenen c 1 urons 2021 e. - @edepanvuviii 3akon om 11 utons 2021 2. N 170-D3

Cm. npeodvbloywyio peoakyuio
3) ocymiectBieHue ¢eAeparbHOr0 roCyAapCTBEHHOTO KOHTpOJs (Ham3opa) B chepe obOparmeHus
JICKapCTBEHHBIX CPE/ICTB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 4 usmenen c 1 urons 2021 e. - @edepanvuviii 3akon om 11 utons 2021 2. N 170-D3

Cm. npeodvloywyio peoakyuio
4) TnUIEH3WPOBAaHWE NPOU3BOJCTBA JICKAPCTBEHHBIX CPEIACTB, B TOM 4YHCIC (QeaepabHbII
TOCYJIApPCTBEHHBIN JIMIICH3UOHHBIH KOHTPOJb JESITEIBHOCTH IO TMPOHU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB,
NEPUOINIECKOE TOATBEPKICHUE COOTBETCTBHUS JIMIIEH3MATA, WMEIOIIEro JIMIEH3WI0 Ha TPOM3BOJCTBO
JICKApCTBEHHBIX CPEJICTB, W (apMaIeBTHYCCKON IEATEILHOCTH B COOTBETCTBHH C 3aKOHOJATEIECTBOM
Poccuiickoit ®enepanuu;
TAPAHT:

Cwm. [Tlonmokenwe O JMIEH3UPOBAHUM TIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB, YTBEPKICHHOE
nocranopyiieHueM IIpaButensctBa P® ot 6 urong 2012 r. N 686

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oekabpa 2014 . N 429-D3 6 nynkm 5 cmamvu 5 Hacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovioyujell peoakyuu
5) opraHuzanMs SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, ITUYECKOW JKCHEPTU3Bl BO3MOKHOCTH
MPOBEJICHUS KIMHUYECKOTO MCCIIEA0BAHUS JICKAPCTBEHHOTO Tperapara Juisi MeIUITMHCKOTO MPUMEHEHYS,
OKCIIEPTH3bl  JIOKYMEHTOB, TMPEJCTaBICHHBIX JJs  OMpeJeNieHHus BO3MOXHOCTH paccMaTpUBaTh
JICKapCTBEHHBIN TMpemapaTr Uisi MEAWIIMHCKOTO TPHMEHEHHUS TPU TOCYIapCTBEHHOW pPETHCTpaliy B
KauecTBe OpaHHOIO JEKAPCTBEHHOTO Mpernapara;

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvnvim 3axonom om 22 odexabpa 2014 2. N 429-D3 cmamvs 5 nacmosweco Dedepanvrozo
3aKona oononnena nynkmom 3.1, ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.

5.1) opraHuzanusi NpPOBEACHMS] KOMILJIEKCHOM OIEHKM JIEKapCTBEHHOrO Ipenapara B LENxX
HOPUHATHS peIIeHUl O BO3MOXHOCTH BKJIFOUEHHS JIEKApCTBEHHOTO Ipernapara B IepeueHb >KU3HEHHO
HEOOXOJMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IpernapaTroB, HOPMATHUBHBIC MPABOBBIE AKTHl M HHBIE
JOKYMEHTBI, OIpPEACNSIONUe MOPAIOK OKa3aHWs MEIUIMHCKOW TOMOIIM MM HCKJIIOYEHHS €ro us3
yKa3aHHBIX MEPEYHsl, aKTOB U JIOKyMEHTOB;

6) BbI1aya pa3pelieHnil Ha MpoBeieHNne KIMHUYECKUX UCCIIEIOBaHHM JIEKapCTBEHHBIX MPENaparos,
BEJICHUE PEECTpa BBIAAHHBIX Pa3pelIeHU Ha MPOBEACHUE KIMHUYECKHX HCCIIEIOBAaHUI JIEKapCTBEHHBIX
[IpenaparTos;

7) rocyaapcTBEHHAs PErucTpalusi JIEKApCTBEHHBIX IpEnapaTroB, BelEHHE TOCyIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akoHom om 22 Oexkabps 2014 2. N 429-®@3 nynkm 8 cmamovu 5 Hacmoswe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowetl 6 cuny ¢ 1 aueaps 2016 e.

Cm. mexcm nynkma 6 npeovioyujeli peoaxKyuu
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8) opranuzanus u (WIK) TPOBEICHUE WHCIIEKTUPOBAHMS CYyOBEKTOB OOpaIleHUs JEKAPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE MpaBWIaM HaJUICKaANICH TaOOpPaTOpPHON MPAKTHKH, IpaBHUIaM HaJIexKalei
KJIMHUYECKOW MPaKTUKH, TpaBUiiaM HaJUIeKalled NPaKTHUKU XPAaHEHUS M TEPEeBO3KU JIEKaPCTBEHHBIX
IpernapaToB, MpaBUIaM HAJICKAIICH AUCTPUOBIOTOPCKOM MPAKTUKU, MpaBUIaM HaJJIeXkalleld anTeuHOu
MPAKTHKH;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosweeo DedepanvHozo
3aKoHa oononnena nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 urona 2015 a.

8.1) opranuzarus u (WIM) MPOBEACHUE HHCTICKTUPOBAHUS CyOBEKTOB OOpaIlleHUs JICKaPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHUSM IPABUII HAJUICKAIICH MPOU3BOJCTBEHHON MPAKTUKH, BbIIaua
3aKJIIOYEHUH O COOTBETCTBUU TPOU3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHHUSIM  IPaBHUII
Ha/JIeXKAIIEH IPOU3BOJICTBEHHON IPAKTHKHY;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 dekabpa 2014 2. N 429-D3 cmamwvsa 5 nacmosaweeo Dedepanvrozo
3aKoHa oononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
8.2) ycTaHOBIIEHHE NOpsAKa BEIEHUS U BEIECHUE TOCYJAapCTBEHHOI'O PpEecTpa 3aKJIIOUEHUN O
COOTBETCTBUU  MPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB TpeOOBaHHSAM MpaBUI  HaJJeKallen
IIPOU3BOJCTBEHHOM NPAKTUKH;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 9 uzmenen c 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
9) rocymapcTBEHHas PETUCTPAIMS TPEICIBHBIX OTHYCKHBIX II€H MPOW3BOJIUTENICH Ha
JICKApCTBCHHBIC TMperaparbl, BKJIIOUCHHBIE B I[E€PCUYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JICKapCTBCHHBIX IMPEIapaToB, W BEACHUE TOCYIAPCTBEHHOIO peecTpa MPeAelbHBIX OTIYCKHBIX IIEH
MPOU3BOUTENICH Ha JIEKAPCTBEHHBIE MpEnapaTrhl, BKIIOUEHHBIE B IEpeueHb )XKU3HEHHO HEOOXOAMMBIX U
BaXHEHININX JIEKAPCTBECHHBIX MPENapaTOB;

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 13 utons 2015 . N 241-D3 cmamoes 5 nacmosiweeo DedepaivHoco 3aKoHA
oononnena nyHkmom 9.1
9.1) cormacoBanue MPOEKTOB PEIICHU OPTaHOB MCIIOJTHUTEIBHON BIACTH CyOBeKkTOB Poccuiickoit
Oenepanii 00 yCTaHOBICHMM W (WIM) W3MEHEHUU TPEJENbHBIX pa3MEpoB ONTOBBIX HAA0AaBOK U
MpEACbHBIX PAa3MEpPOB PO3HUYHBIX HAA0ABOK K (DAaKTHUYECKUM OTIYCKHBIM I[€HaM, YCTaHOBJICHHBIM
MIPOU3BOAUTENSIMH JICKAPCTBEHHBIX MPENAapaToOB, HAa JIEKAPCTBEHHBIE ITPENapaThl, BKIFOYEHHBIE B [1€PEUECHb
YKU3HEHHO HEOOXOIUMBIX U BaKHEUIIINX JICKAPCTBEHHBIX MTPENapaTos;

Wndopmarys 06 n3MEeHEHUAX:
Ilynxkm 10 uszmenen c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
10) Bblgaya, YCTAHOBJIIEHME IIOpPSAJKA BbIAAYM pa3pelIeHMs] Ha BBO3 KOHKPETHOW IapTHH
JIEKapCTBEHHOTO cpeacTBa B Poccuiickyro denepanuio;

Wndopmarys 06 M3MEHEHUAX:
Ilynxkm 10.1 usmenen c 13 aseycma 2019 e. - @edepanvhuiii 3axon om 2 agzycma 2019 e. N 297-D3

CMm. npedvloywyro pedaKyuio
10.1) BbImaya, yCTaHOBIIGHUE TTOPsI/IKA BBIAAUU U (DOPMBI JOKYMEHTA, KOTOPBIN MOATBEPIKIAET, UTO
MPOU3BOACTBO JICKAPCTBEHHOTO TMpenapara i MEIMIMHCKOTO TPUMEHEHHUS OCYIIECTBIEHO B
COOTBETCTBUU C TpPEOOBAaHUSAMHU TIPAaBUI HAJISKAIIEH MPOU3BOJICTBEHHOW TMPAKTHUKUA WM YTO
JIEKapCTBEHHBIA TpernapaTr Il BETEPUHAPHOTO MPUMEHEHHUsS MONMYIIeH K oOpamenuiro B Poccuiickoit
®denepalyiu, U MOAJIEKHUT MPEACTABICHHUIO IO TPEOOBAHUIO YIIOJTHOMOYEHHOTO OpPTaHa CTPaHbI, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN Ipenapar;
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'APAHT:

CM. AnMuHHMCTpaTUBHBIN periameHT PenepanabHOM CIyKObI 10 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY

HaJ30py IO NPEJOCTAaBIEHUIO TIOCYJapCTBEHHOH yCIyrn 1O BblJau€ JOKyMEHTa, KOTOpPBIH
MOJTBEPXKIAET, 4YTO JIEKAPCTBEHHBIM Mpemapar i BETEPUHAPHOIO IPUMEHEHUs JOMyIIEeH K
obpamenuto B Poccuiickoit ®@enepauuu, W TOJUICKHUT NPEACTABICHUIO MO  TPeOOBAHUIO
YIOJIHOMOYEHHOI0 OpraHa CTpaHbl, B KOTOPYI BBO3UTCS JIEKAPCTBEHHBIN Ipenapar, yTBEP>KICHHbIH
npuka3zom Poccenbxo3nanzopa ot 28 nexadpst 2020 r. N 1402

CM. AZIMUHUCTPATUBHBIN perjiaMeHT Mo mpencTaBieHuo Munnpomroprom Poccun rocymaapcTBeHHOM
YCIIYTH TI0 BbIJIa4€ JIOKYMEHTA, KOTOPBIM MOATBEPIKIAET, YTO MPOU3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa
JUTSE METUIIMHCKOTO MMPUMEHEHHSI OCYIIIECTBICHO B COOTBETCTBUH C TPEOOBAHUSMU MPABWII HAJIJICIKAIICH
MIPOM3BOJICTBEHHOM MPAKTUKH, U MOJUICKUT MPEICTABICHUIO TT0 TPEOOBAHHUIO YIIOJITHOMOYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIM Mpemnapar, YTBEPKACHHBIM IMpukazoM MuHIpoMTOopra
Poccuu ot 31 nexabpst 2015 r. N 4369

Undopmarus 06 n3MEHEHHSX:

DedepanvHvim 3axkonom om 13 urwona 2015 2. N 241-@3 6 nynkm 10.2 cmamvu 5 nacmoswe2o
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexcm nynkma 8 npeovioyujell peoaKyuu
10.2) BbIIa4a, yCTAaHOBJICHHUE TOPSJIKA BbIAAYM M (OPMBI JTIOKYMEHTA, COJCPIKAIIETO CBEICHHS O
CTaausIX TEXHOJIOTUYECKOTO TIpoIecca IMPOU3BOACTBA JIEKAPCTBEHHOTO CPEACTBA JJIS MEIUIIMHCKOTO
NPUMEHEHHS, OCYIIECTBISIEMbIX Ha TEPPUTOpHH EBpa3uiickoro S5KOHOMUYECKOTO COH03a;
TAPAHT:

CM. AIMUHUCTPATUBHBIN periameHT Munnpomropra Poccuu mo mpeaocTaBieHHIO FOCyAapCTBEHHON
yCIyTd MO BBIJAYE JOKYMEHTa, COJIEP)KALIEro CBEACHHSI O CTaJAMSIX TEXHOJOTMYECKOro IMpolecca
MIPOU3BOJICTBA JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIMHCKOTO TNPHUMEHEHHs, OCYIIECTBIIIEMBIX Ha
Tepputopun EBpa3uiickoro 3KOHOMMUYECKOTO COI03a, YTBEPKACHHBIN Npukazom Munmnpomtopra Poccun
ot 31 nexabps 2015 r. N 4368

11) co3ganue COBETOB IO BOMIPOCAM, CBSI3aHHBIM C OOpAIIeHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) arrecTanus u cepTHU(UKAIUS CICIIHATUCTOB;
13) yrparun cuny;

Wndopmarys 06 n3MEeHEHHAX:
Cm. mexcm nynkma 13 cmamou 5

Deoepanvnvim 3akonom om 22 Oexabpa 2014 o. N 429-@3 nynkm 14 cmamou 5 Hacmosuwezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarowei 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujeil peoaxkyuu
14) ocymecTBiieHue GpapmMakoHaa30pa;
15) yyactue B MeXIyHapOAHOM COTPYIHUYECTBE;
16) mosyuenue 1o 3ampocaM YHOJIHOMOYEHHOTO (e/lepajbHOro opraHa MCIOJIHUTEBHONW BIACTH
OT OpraHoB HCIOJHUTENbHOM BiacTu cyObekToB Poccuiickoit @enepanuu, a Takke OT CyOBEKTOB
oOpaleHnss JIeKapCTBEHHBIX CPEACTB sl MEAWLMHCKOrO NPUMEHEHUs WHGPOpMaluu [0 BOMpOcaM
YCTaHOBJICHUS M IPUMEHEHHUS LIEH Ha JIEKapCTBEHHbIE Mpenaparbl U HaJ0ABOK K HUM;
17) npumeHeHMe Mep OTBETCTBEHHOCTH 3a HapyLIEHME 3aKOHOAATeNbcTBa Poccuiickoit
denepanuu;
Wuopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosaweeo Dedepanvrozo
3axona 0oonoanena nynkmom 18, ecmynarowum 6 cuny ¢ 1 uiona 2015 e.
18) yTBepkIeHue TMpaBWJI HaJuIekalled JabopaTOpHOM MpPaKTHKH, [paBWil HaJJIeKallen
KJIMHUYECKOH MPAaKTUKM, [PaBU HaJUIeXKalledl MpOU3BOJICTBEHHOM MNPaKTHKH, MPaBWIl HaAJexXarlen
NPAaKTUKU XPaHEHMs U MEPEBO3KH JIEKAPCTBEHHBIX MpenapaToB, IPaBUi HAaJUIekKAIEH AUCTPUOBIOTOPCKOM
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MPAaKTUKHU, IPABUJI HaJyIeXkallleld arnTeyHOW MPaKTUKU, MPpaBW HaJJIeKallel mpakTHKU (apMakoHaI30pa
JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHNS;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanbHoco
3aKoHa oonoanena nynkmom 19, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
19) ycranoBneHue mopsiaka (OPMUPOBAHUS PETUCTPAMMOHHOTO JIOChE HA JIGKAPCTBEHHBIM
npenapar u TpeOoBaHUil K IOKYMEHTaM B €r0 COCTAaBE;

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosweeo Dedepanvrozo
3akoHa oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
20) yTBep:KJIeHHUE IpaBuJl PAallMOHAIBLHOTO BhIOOpAa HAMMEHOBAHMM JIEKAPCTBEHHBIX MpErapaToB
JUTSE METUITUHCKOTO TIPUMCHCHHSI,

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvsa 5 nacmosawezo DedepanvHoco
3aKkoHa oononuena nynkmom 21, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
21) yTBepKIeHHE TIepevHss HAMMEHOBAHHIA JIEKAPCTBEHHBIX (OPM;
22) yrpatun cuity ¢ 1 mapta 2020 r. - ©enepanbhbiii 3akoH oT 27 aekadps 2019 r. N 475-03

Undopmarust 06 n3MEHEHHSX:
Cm. npedvloyuyro pedakyuio

Deodepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamwvs 5 nacmosweeo Dedepanvrozo
3aKoHa oononnena nynkmom 23, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
23) yTBepkJeHue TpeOOBaHUN K MHCTPYKIWU MO MEAUIIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHBIX
IpenapaToB U K MHCTPYKLUHU IO BETEPUHAPHOMY IIPUMEHEHUIO JICKAPCTBEHHBIX MIPEnapaTos;

Undopmarius 06 n3MEHEHHSX:
Ilynkm 24 uszmenen ¢ 3 anpensa 2020 2. - @edepanvhuiil 3akon om 3 anpens 2020 2. N 105-D3

Cm. npedvloyuyro pedaKyuio

24) npuHATUE pEUICHUH, SBISIOUIMXCS OCHOBAHUSMH JJIsi BKIIOYEHHUS JIOMEHHBIX MUMEH U (WJIM)
yKazaTeneil cTpaHul] caliToB B HMH(OPMAIMOHHO-TEIEKOMMYHHMKAlMOHHON cetn "MHTepHet", a Takxke
CETEBBIX aJIPECOB B E€IMHYI0 aBTOMATU3MPOBAaHHYIO HMHQOpMalMOoHHYI0 cucreMy "Enunblii peectp
JIOMEHHBIX HMMEH, YKa3aresjed CTpaHull CcalTOB B HH(OPMAIMOHHO-TEIEKOMMYHHKAIIMOHHON CeTH
"UnTepuer” u CETEBBIX aZpecoB, MTO3BOJISAIOIINX UICHTU(PUIINPOBATD CalTHI B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIMOHHON CEeTH "NuTepuer”, coJieprKaliye uH(pOpMaIHNIo,
pacripoctpanenue kKotopoil B Poccuiickoii ®denepanuu 3ampemieHo", B OTHOIIEHHUH HWH(OpMaIuu,
coJiepKallel NpeUIoKEHUE O PO3HUYHOW TOProBJIE JIEKAPCTBEHHBIMU IIpenaparaMy, B TOM 4YHCIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HHMYHAs TOPIOBIS KOTOPHIMU OrpaHUYEHa WIM 3alpelieHa B
COOTBETCTBUH ¢ HacTosmuM DeepabHBIM 3aKOHOM, U (WIIK) UH(OPMAIIMH, COepIKalIel MpeIoKeHUe O
PO3HUYHOM TOProOBJIE JIEKAPCTBEHHBIMU MpenapaTaMy, B TOM YKCJe JUCTAaHIUOHHBIM CIIOCOOOM, JHIIAMH,
HE MMEIOIIMMH JIMIEH3UU U Pa3pelIeHMs] Ha OCYLIECTBIECHUE TAKOW NEATEIBHOCTH, €CIM IOIy4eHHE
JUIEH3UU U pa3pellieHus IpeyCMOTPEHO 3aKOHOIaTeIbCTBOM 00 00pallleHUH JIEKAPCTBEHHBIX CPE/ICTB;

Wndopmarys 06 M3MEHEHUAX:

Cmamows 5 donoanena nynkmom 25 ¢ 29 nosaops 2019 e. - @edepanvusiii 3akon om 28 nosops 2018 e. N
449-D3
25) BBIZIa4a pa3peieHnid Ha BBO B TPAXKIAHCKUM 000pPOT UMMYHOOHOJIOTHYECKUX JTIEKAPCTBEHHBIX
MpernapaToB.
TAPAHT:

CM. KOMMEHTapuH K cTaTthe 5 HacTosero deaepanbHOro 3aKOHa

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim 3axkonom om 13 utona 2015 e. N 233-D3 nacmosawuii PedepaivHulil 3aKOH OONOJIHEH
cmamuveti 5.1
TAPAHT:

[Tonoxenus cratbu 5.1 pacnpocTpaHsIOTCS HAa MOTHOMOYHS (eepaabHbIX OPraHOB MCIIOJHUTEILHON
BJIACTH, KOTOPbIE HE MEpelaHbl JIsl OCYIIECTBICHHS OpraHaM rocyJapcTBEHHON BiacTu cyobekToB PO u
OpraHamM MECTHOT'O CaMOYITIPaBIICHHsI COOTBETCTBYIOIIUMU (e/lepaTbHBIMHA 3aKOHAMH

Cratbs 5.1. Ilepemaua ocymiecTBICHHUS MOJHOMOUYNN (eaepalbHBIX OPraHOB HMCIOJHUTEIHHOM
BJIACTH MpHU OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB OpraHaM HCIOJIHUTEIBHOW BIIACTH
cyobekToB Poccuiickoit denepanun

[TomHOMOUMS (enepanbHbIX OPraHOB HCIIOJHUTENBFHOW BIIACTH MpPHU OOpAIICHUH JICKAPCTBEHHBIX

CpPEeICTB, MpEeAYyCMOTpPEHHble HacTtoAmuM @DenepaabHbIM  3aKOHOM, MOTYT Ie€pefaBaTbCad UL
OCYILIECTBIICHHSI ~ OpraHaM  HCIIOJHUTEIbHOM  BiIacTh  cyObekroB  Poccuiickoit ~ ®enepauuun
noctaHoBineHusMu IIpaButensctBa Poccuiickoit denepanuu B nopsiake, yCTaHOBIEHHOM DejiepalibHbIM
3akOHOM OT 6 OKTs0ps 1999 roma N 184-®3 "OO6 oOmMX NPUHIMIIAX OPraHW3alMUU 3aKOHOIATEIbHBIX
(IpencTaBUTENbHBIX) W MCIOJMHUTEIBHBIX OpPraHOB TOCYJApCTBEHHON BiacTH cyOBekToB Poccuiickoit
Oenepanun".

TAPAHT:

CMm. xommeHTapuu K ctatbe 5.1 HacTosmero denepanbHOro 3aKoHa

Crartb 6. [TomHOMOYMS OPraHOB UCIIOJHHUTEIBHOM BllacTh cyObekTa Poccuiickoit denepanuu npu

0oOpalleHuH JIeKapCTBEHHBIX CPEACTB

K mosHOMOYMSIM OpraHoB HCIIOJHUTEIBHONW BiacTh cyObekTa Poccuiickoit ®deneparuu mpu
O6paHI€HI/II/I JICKAPCTBCHHBIX CPEACTB OTHOCATCA:

1) pa3paboTka 1 peau3aiiysi peruoOHaIbHBIX IPOrpaMM 00ECIICUCHHs HACEIICHUS JICKAPCTBEHHBIMHU
nperapaTamu;

2) yCTaHOBIIEHUE MPEJIEIbHBIX Pa3MEPOB OMTOBLIX HAI0ABOK U MPEAETbHBIX Pa3MEPOB PO3HUYHBIX
HaI[6aBOK K q)aKTI/ILICCKI/IM OTIIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IIPOU3BOJUTCIIAMU JICKAPCTBCHHBIX
MpenapaToB, Ha JIEKAPCTBEHHBIC IpenapaThl, BKIIOUEHHBIE B TepeUYeHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPENapaTos;

Wndopmarys 06 n3MEeHEHUAX:
Ilynkm 3 uzmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

CMm. npedvloywyro pedaKyuio

3) ocCyllecTBIE€HHE PETHOHATIBHOTO TOCYAApCTBEHHOIO KOHTPOJS 3a INPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIE TIperapaThl, BKIIOUEHHBIE B I€peueHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX
JIEKAapCTBEHHBIX TIPENapaTroB, OPTraHU3alUsIMH OMNTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CpPEJICTBaMH,
anTeYHbIMH OPTaHHU3AIUSAMHU, WHAWNBUAYAIbHBIMH MPEANPUHUMATENSIMU, HMEIOIIUMU JIMIEH3UI0 Ha
(dapmMareBTUUECKyl0 JIeATebHOCTh, MEAUIIMHCKUMH OpTaHM3aIllMsAMH, HWMCIOIMIMMH JIMICH3UI0 Ha
dbapMaleBTUYECKYI0 JEATEIbHOCTh, M WX O00O0COOJCHHBIMU TMOApA3ACTCHUSIMH (aMOYIaTOPHIMH,
benpamepckumMu U HenbaIepCeKo-aKymepcKUME TyHKTaMU, IIEHTpaMu (OTIeJICHUsIMU) 00IIIel BpadeOHO
(ceMeifHOl) MPaKTUKHU), PACTIOIOKEHHBIMUA B CENbCKUX HACEJICHHBIX MyHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3aIUH;

Wndopmarys 06 n3MEHEHUAX:

Cmamuvs 6 oononnena nynkmom 4 ¢ 1 aneaps 2018 . - @edepanvuuiti 3akon om 29 uiona 2017 e.
N 242-@3
TAPAHT:

[Tonoxenus nyHkra 4 crateu 6 (B pegakiuu PenepanbHoro 3akona ot 29 utons 2017 r. N 242-03) B
qyacTu, Kacaroueicss (opMHUpPOBaHMS U BbIJAUM PELIENITOB Ha JIEKApPCTBEHHBIE MpEnapaThl, CoAepKalue
Ha3HAYEHUE HAPKOTUYECKUX CPEJICTB HIIU IICUXOTPOIHBIX BEIIECTB, B (pOpMeE 3JIEKTPOHHBIX JOKYMEHTOB,
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npuMeHsroTes ¢ 1 aaBaps 2019 r.

4) npuHsATHE pelIeHuss 00 HCIOJB30BAHMU HA TeppuTopuu cyoObekTa Poccuiickoit deneparuu
Hapsy ¢ pelenTamMy Ha JIeKapCTBEHHbIE IpenapaThl, 0(pOpMICHHBIMU Ha OyMa)KHOM HOCHUTEJIE, PELIENTOB
Ha JICKapCTBEHHBIE MPENapaThl, CHOPMHUPOBAHHBIX B JOPME AIIEKTPOHHBIX JJOKYMEHTOB.

TAPAHT:

CM. KOMMEHTapuu K cTarbe 6 HacTosero deaepanbHOro 3aKOHa

I'naBa 3. 'ocynapcTBennas ¢papmakonest

Cratbs 7. Pa3paboTka u uzianue rocyJapcTBeHHOM papMakonen, pa3MelieHle JaHHbIX O Heil
1. IMox rocymapcTBeHHOU (hapmakomneeid MOHUMAETCS CBOJA OOIMMUX (apMaKOMEWHBIX CTaTe H
(dhapMaKOIeHHBIX CTATCH.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akoHom om 22 Oexkabpsa 2014 o. N 429-®3 6 uacmv 2 cmamvu 7 Hacmosue2o
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu
2. Pazpaborka oOmmx QapMakomnelHbIXx cTaTed W (apMaKONEHHBIX CTaTeil, B TOM YHCIE
(dapMmakonelHpIx craTeidi Ha (apmakomneiHple CTaHIapTHBIE O0pasllbl, W BKJIIOYCHHE UX B
rOCYJApCTBEHHYIO (hapMaKoIer OCYHIECTBISIOTCS B TIOPS/IKE, YCTAaHOBJICHHOM YIOJIHOMOYECHHBIM
(denepanbHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oexkabpsa 2014 o. N 429-d3 6 uacmv 3 cmamvu 7 Hacmosweco
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

3. Pa3paboTka dapmakoneitHON cTaTbu Ha pe)epeHTHBIN JTeKapCTBEHHBIN TIpernapar U BKIOYSHHE
€€ B TOCYJapCTBEHHYIO (hapMakomnero B TEUEHUE CpOKa JEHCTBHS 3aIlMTHl MCKIIOYUTEIBHOTO IpaBa,
YOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JeKapCTBEHHBIN MperapaT, OCYIIECTBISIOTCA C COTIAcHs
ero pa3paboTyuka.

4. TocymapctBeHHass QapMakomness H3JaeTcss YIOJHOMOYEHHBIM  (eiepalibHBIM — OpPTaHOM
UCIIOJTHUTENIbHOM BJIACTH 3a CUET CPEJCTB (efepanibHOro OI0/PKETa U MOJUICKUT MEepEenu3JaHusIM He pexe
YeM OJIMH pa3 B MATh JIET, B NEPHUOJ MEXKAY KOTOPBIMU HM3JAIOTCS MPUIIOKEHHUS K TOCYJapCTBEHHOU
dapmakoriee, cojepxkamue oOmme (apmakoneitnpie ctathu W (WwiM) ¢dapMakonelHble CTaTbhH,
YTBEPKACHHBIE TIOCIE U3IaHUS WK MEePEen3IaHus TocyAapCTBEHHOM (papmakomnen.

5. YmonHoMo4eHHBIM (enepanbHBIA OpraH HWCIOJHHUTEIHOW BIACTH pPa3MENIaeT JaHHBIE O
roCy/IapCTBEHHOW (apMakoriee U MPUIOKEHUIX K Hel Ha cBoeM odulinaibHOM caiite B cet "MHTepHeT"
B YCTAaHOBJICHHOM MM TIOPSIJIKE.

TAPAHT:

CM. KOMMeHTapHH K cTaThe 7 HacTrosuero @eaepanbHOro 3aKkoHa

Wndopmarys 06 M3MEHEHUAX:

Haumenosanue usmenerno c 1 urons 2021 2. - @edepanvruiii 3axon om 11 uronsn 2021 2. N 170-D3
CMm. npedvloywyro pedaKyuio

I'naBa 4. JInnen3upoBanue NPON3BOACTBA JICKAPCTBEHHBIX CPEICTB M (papManeBTHYECKOi
e TeIbHOCTH, TOCY1aPCTBEHHbIN KOHTPOJIb (Haa30p) B cepe oOpalieHNsl JJEKAPCTBEHHBIX CPEACTB

Crarbsn 8. JluueH3upoBaHHME NPOM3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB U (papMareBTUUYECKOM
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JeSITeIbHOCTH

1. JIuueH3upoBaHue MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (hapMaIeBTHUECKON IESATEITLHOCTH
OCYILECTBIISICTCS B COOTBETCTBUU C 3aKOHOaTeNbcTBOM Poccuiickoit denepanmu.

2. OOs3arenbHBIM YCIOBUEM MPEAOCTABICHMS JIMLIEH3UU Ha IPOM3BOJACTBO JIEKAPCTBEHHBIX
CPEACTB SIBISETCA NPUIIOKEHHE K 3asBICHUIO COMUCKATEJN JIMLEH3UU IEepPEeyHs JIEKApCTBEHHBIX (OpM U
(umu) BUIOB (apMaleBTUYECKUX CyOCTaHLMM, KOTOpbIE HPOM3BOAMUTEIb JIEKAPCTBEHHBIX CPEACTB
HaMepeH MPOU3BOIUTh.

Wndopmarius 06 n3MEHEHHSX:

Yacmo 3 usmenena ¢ 1 mapma 2022 2. - @edepanvruiii 3akon om 11 urona 2021 2. N 170-D3

CMm. npedvloywyro pedaKyuio
3. B ciydae HEOOXOAMMOCTH PacIIUPEHMs TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (DOPM U BHUIOB (papMaleBTUUECKUX CYyOCTaHIMI MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEIICTB
JOJDKCH TMOJaTh B JIMIICH3WPYIOIIMKA OpraH 3asBIICHUE O BHECCHWM W3MCHCHUU B pPEECTp JIMIICH3UN Ha
IIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

Undopmarust 06 n3MEHEHHSX:

Cmamuws 8 oonoanena ywacmoio 4 ¢ 29 oexaops 2020 e. - @edepanvhuiii 3akon om 27 dexaobps 2019 e. N
481-D3
4. JIuuieH3us Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPeACTB ((hapMalleBTHUECKON cyOCTaHIIuU CIIUpTa
STHJIOBOTO (ITaHOJIA) BBIACTCS MPH YCIOBHM HAIWYUS y OpPraHHW3alMM Ha TpaBe COOCTBCHHOCTH,
XO3SIUCTBEHHOT'O BEJICHUSI WJIM ONEPATUBHOIO YMPABJICHHS OCHOBHOTO TEXHOJIOTHYECKOTO 00OPYIOBaHUS
Il TPOW3BOJCTBA ATUJIOBOTO CHUPTA, 3apETHCTPUPOBAHHOIO B COOTBETCTBUH CO crarthenl 14.1
OenepanbHoro 3akoHa OT 22 HosiOps 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjIupOBaHUU
IIPOM3BOJICTBA U 000pOTa 3TUJIIOBOIO CIHPTA, AJKOTOJBHOM M CHUPTOCOJAEpXKAalel NPOAYKIMH U 00
OTpaHHYEHUU MOTPeOIeHHs (PACTIUTHSA) AIKOTOIFHOM MPOTYKIUH'".
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 8 HaCTOAIICTO (I)ez[epaanoro 3aKOHa

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvhulli 3akon 0onoanern cmamoveti 8.1 ¢ 29 odexabpsa 2020 2. - Dedepanvhviii 3akon om 27
Ooexaops 2019 . N 481-D3
Cratbs  8.1. OcoOeHHOCTM JUIIEH3UPOBAaHUS IPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPEICTB
(papmaneBTHUECKOIl CyOCTaHIIMK CIIMPTA STUIIOBOTO (3TaHOJIA)

1. [eiicTBHMe JMIEH3MM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX cpeacTB ((apmareBTHUECKON
CyOCTaHIIMM CHOUpPTa STHIOBOIO (STaHOIA) MPHOCTAHABIMBAETCS B YacTM IpaBa Ha MPOHU3BOJICTBO
(dapmalieBTUYECKON CyOCTaHIIMU CIMpTa 3TUIOBOTO (3TaHOJA) JHUIEH3UPYIOLIUM OPraHoM B CIydYasx,
onpezneneHHbIx cratheil 20 denepanpHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nunensupoBaHun
OTJIENbHBIX BHUJOB JAEATEIbHOCTU", a TakKe Ha CpPOK MPHUOCTAHOBIEHHUS JEHCTBUS JMIIEH3UMM Ha
MPOM3BOJICTBO ATUJIOBOTO CIHMPTA JUIA MPOU3BOJCTBA (hapMalleBTHUECKOW CyOCTaHIIMM CIUPTA STHIOBOTO
(aTaHOMNA), BHIJAHHON B COOTBETCTBUU ¢ DejiepanbHbIM 3ak0HOM OT 22 Hosiops 1995 roga N 171-03 "O
rOCYJJapCTBEHHOM pPEryJUpOBAaHUM TMPOU3BOJACTBA M 000pOTa 3THIIOBOIO CIHPTA, AJKOTOJBHOW U
CIUPTOCOEpKAIIEeH MPOIYKIIUN U 00 OrpaHUYEeHUHU OTpeOIeHHs (pacUTH) aJIKOTOJILHOW MPOIYKIUHU".

2. JleWicTBME JUIIEH3MM Ha NPOM3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((apManeBTHUECKON
CyOCTaHIIMM CHUpTa S3TUJIOBOTO (dTaHOJA) B YacTH IpaBa Ha MPOM3BOACTBO (apMaleBTUYECKOM
CyOCTaHIIMM CHHpTa STUIOBOTO (3TaHONA) TMpEKpalaeTcs JIUIEH3UPYIOIUM OpraHoM B CIydasX,
onpeaeneHHbIx cratbeii 20 @enepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuieH3upoBaHuU
OTJENbHBIX BUJOB JEATENBHOCTU", a TaKKE C JaThl NPEKpPALICHWs] WIM aHHYJIUPOBAHMS AECUCTBUSA
JUIEH3UU Ha MPOU3BOJCTBO ATHIJIOBOTO CIHUPTA IS MPOU3BOJCTBA (apMaleBTUYECKOW CyOCTaHIIUU
CIHMpTa ATUJIIOBOTO (3TaHOJA), BBIIAHHOW B COOTBETCTBUU ¢ DeepaibHBIM 3aKOHOM OT 22 HOSOpPS
1995 roma N 171-®3 "O rocyaapcTBEHHOM PETYJIUPOBAHUH MPOU3BOJICTBA M 000POTA ITUIOBOTO CIUPTA,
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AJIKOTOJBHOM W CIUPTOCOJAEpKAlIed TMPOAYKIIMM W 00 OrpaHWYCHHH TOTpeONeHus (paciuTHs)
AIKOTOJIBHOM MpOoayKIuu".

Wndopmarius 06 n3MEHEHHSX:

Cmamows 9 usmenena c 1 uronsn 2021 2. - @edepanvroiii 3axon om 11 uronsn 2021 2. N 170-D3

CMm. npedvloywyro pedaKyuio

Cratbs 9. ['ocynapcTBeHHBIN KOHTPOIIb (HaI30p) B chepe oOpamieHust IEKapCTBEHHBIX CPECTB

1. TocynmapcTBeHHBI KOHTpoib (HaA30p) B cdepe oOpaiieHus JEKapCTBEHHBIX CPENICTB
OCYILIECTBIISICTCS TTOCPEACTBOM  (pellepalbHOTO TOCYIApCTBEHHOTO KOHTposia (Hamzopa) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CpPEACTB U (helepaabHOro TOCyAapCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOJIS
JESTEIILHOCTH T10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISEMBIX (peiepaIbHBIMU OpraHaMu
WCIIOJIHUTEJIbHON BIIACTH, YIIOJIHOMOYeHHbIMU [IpaBuTtensctBoM Poccuiickoit @enepannu.

2. Tlpenmerom (demepanbHOTO TOCYAAPCTBEHHOTO KOHTPOJS (Ham3opa) B cdepe oOpamieHus
JICKAPCTBEHHBIX CPEJICTB SBISIOTCS:

1) cobmroneHue 00sM3aTeNbHBIX TpeOOBaHUH B cepe oOpanicHHsl JIEKAPCTBEHHBIX CPEICTB, B TOM
qHClIe:

a) TpeOOBaHMI K JOKIMHUYECKUM UCCIICIOBAHUAM JIEKAPCTBEHHBIX CPENICTB, KIMHUYECKUM
UCCIICIOBAHUSIM  JIGKAPCTBEHHBIX IMIPENapaToB, W3TOTOBICHUIO, XPaHEHHWIO, IMEPEBO3KE, BBO3Y B
Poccuiickyro ®enepauuio, OTIYCKYy, pealM3aluM, Neperadye, NPOJAKE JIEKAPCTBEHHBIX CPEACTB,
NPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaTroB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHHUIO
MIPOU3BOUTEISIMU JICKAPCTBEHHBIX MPEMapaToB II€H Ha JICKAPCTBEHHBIC Iperaparbl, BKIIOYEHHBIE B
NepeyYeHb JKU3HEHHO HEOOXOAUMBIX U BKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB;

0) TpeOOBaHMII K COOTBETCTBUIO JICKAPCTBEHHBIX CPEACTB, HAXOAAIIMUXCA B OOpalleHHH,
MoKa3aTessiM KauecTBa, 23((EeKTUBHOCTH U O€30MaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHH C HACTOSIIUM
®denepanbHbBIM 3aKOHOM;

B) TpeboBaHU K COONIO/IEHUIO CyOBEKTaMU OOpallleHHs JIEKaPCTBEHHBIX CPEICTB, YKa3aHHBIX B
yactu | craten 67.1 Hactosimero denepaqbHOrO 3aKOHA, OTPAHUYECHUM, HajdaraeéMbIX ctaTbsimu 67.1 u
67.2 nactosuiero denepanbHOro 3aK0HA;

2) coOmrofeHWe JUIEH3WOHHBIX TpeOOBaHMN K  OCYLIECTBIECHHIO  (papManeBTHUYECKON
JeSATEIbHOCTH;

3) coburoneHune TpeOOBaHUM K MTPEAOCTABICHUIO CyObeKTaMu 00paIieHus IEKApCTBEHHBIX CPEJICTB
uH(pOpMaIlMM O JIEKapCTBEHHBIX CPEJICTBAX W (WJIM) JIGKAPCTBEHHBIX Mpemnaparax, MpeayCMOTPEHHOM
cratbsimu 9.1, 52.1 u 64 Hacrosmero PeaepanbHOro 3aKOHa.

Wndopmarys 06 m3MEeHEHHAX:

Yacms 2 oononnena nynkmom 4 ¢ 1 mapma 2023 2. - @edepanvhuiii 3axon om 20 okmsaops 2022 2. N
405-D3

Cm. 6yoywyro pedakyuio

3. ITlpu ocymectBieHun (HeneparbHOr0 TOCYIapCTBEHHOTO KOHTpoOJiA (Ham3opa) B cdepe
oOpalieHns JIeKapCTBEHHBIX CPEJCTB MPOBOAATCSA CIEAYIOUIME BHJBI KOHTPOJBHBIX (HAA30PHBIX)
MEPOIPHUATHI:

1) nokyMeHTapHas IpOBEPKa;

2) BBIE3/IHAS TIPOBEPKA;

3) BEIOOPOYHBII KOHTPOJIb KaUeCTBa,

4) KOHTpOJIbHAS 3aKyIIKa;

5) UHCTIEKITMOHHBIN BU3UT;

6) HaOmoJeHue 3a CcOONMIOJICHHEM O0O0s3aTeNbHbIX TpeOOoBaHUN (MOHUTOPUHI OE30MACHOCTH)
(papmaxonamzop).

4. Opranuzanus 1 oCyIecTBIeHNE (helepaTbHOT0 TOCYIapCTBEHHOTO0 KOHTPOIIS (Haa3opa) B chepe
oOpalieHus: JEeKapCTBEHHBIX CPEACTB peryiupyrorcs DepepanbubiM 3akoHoM oT 31 wmions 2020 roxa
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N 248-®3 "O rocymapcTBEeHHOM KOHTpoJie (Haa3ope) W MYyHHUIUMIIAILHOM KOHTposie B Poccuiickoi
Oenepanun".

5. BuemnaHoBBIH BBIOOPOYHBIH KOHTPOJb KadecTBa MPOBOJUTCS B TOM 4YHCIE HAa OCHOBAaHUHU
IIPOrpPaMMbI IIPOBEPOK.

6. [TnaHOBBIN BRIOOPOYHBIN KOHTPOJIh Ka4ECTBA HE TPOBOIUTCA.

7. Ilo pe3ynbraTaM BHIOOPOYHOTO KOHTPOJIS Ka4ecTBA HAPSy C PELICHUSIMH, IPEAyCMOTPEHHBIMU
DdenepanbubiM 3akoHOM OT 31 mrons 2020 roma N 248-D3 "O rocynapCTBEHHOM KOHTposie (Haa3ope) u
MYHUIIUTIATBHOM KOHTpojie B Poccuiickoit ®denepanun”, demaepalbHbIMU OpraHaMH HCIIOJIHUTEILHON
BJIACTHU, YIOJHOMOYEHHBIMH Ha OCYIIECTBICHHE BBIOOPOUYHOTO KOHTPOJIA KadyecTBa, MPUHUMAIOTCS
CJIEYIOIINE PELIEHUS:

1) o manpHeiileM TpaxJaHCKOM O0OpOTE CEpUU, MAPTUU COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O
CPEJCTBA B CIIy4ae MOATBEPKIACHUS 10 Pe3yJibTaTaM IPOBEJCHHBIX UCHBITAHUNA COOTBETCTBUSI KayecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBICHHBIM TPEOOBaHUSM;

2) 00 M3BATHH W3 TPAXKAAHCKOTO 00OpOTa CEpPHH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CpelicTBa B Cllydae BBIABICHHMS IO pe3yJbTaTaM IPOBEICHHBIX HMCHBITAHUA HECOOTBETCTBUSI KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBaHUM;

3) o mepeBone JIEKAPCTBEHHOTO CpPEJCTBAa HA IMOCEPUMHBIN BBHIOOPOYHBIH KOHTPOJIh KauecTBa
JIEKapCTBEHHBIX CPEJICTB B CIIy4yae MOBTOPHOT'O BBISIBIECHHS HECOOTBETCTBMSI KAaueCTBa JIEKAPCTBEHHOIO
CPEICTBa YCTAHOBJIICHHBIM TpeOoBaHMSIM M (IIPH HEOOXOAMMOCTH) O IMpPOBEpKe CyOBeKTa oOpalieHus
JIEKapCTBEHHBIX CpenCTB. Pacxojbl, CBA3aHHbBIE C MPOBEAECHUEM IOCEPUHHOI0 BHIOOPOYHOIO KOHTPOJIS,
OIJIAYMBAIOTCS TMPOU3BOJIUTENEM JIEKAPCTBEHHOTO CpeAcTBa JHOO Jep)kaTeieM WM BIaJebleM
PErucTpaliOHHOT0 Y0CTOBEPEHNUS JIEKapCTBEHHOT' O IIperapara.

8. denepalibHBIA TOCYIAPCTBEHHBIN JIMLIEH3UOHHBI KOHTPOJIb ACSATENBHOCTU MO MPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickon
®enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 9 HaCTOAIICTO (I)ez[epaanoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

I'nasa 4 oononnena cmamveu 9.1 ¢ 1 urwnn 2021 2. - @edepanvhusviii 3akon om 11 uwonsa 2021 2. N
170-D3

Cratbsa 9.1. [Iporpamma npoBepox

1. B wmensx opraHuzainuyd BbIOOPOYHOTO KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPENCTB
dbopMupyeTcst mporpamma MpoBEPOK.

2. [ns ueneil peanu3aluy HporpaMMbl MPOBEPOK MPOM3BOJUTENN JEKAPCTBEHHBIX CPEACTB U
OpraHu3ali, OCYUIECTBISIONIME BBO3 JIEKAPCTBEHHBIX cpenctB B Poccuiickyro  ®Dexaepanuio,
MPEJIOCTABISAIOT B OTHOIIEHWW JICKAPCTBEHHBIX CPEACTB IS MEAHWIIMHCKOTO TPUMEHEHUS B
YIOJTHOMOYEHHBIN (eepaibHbIil OpraH HWCHOJHUTENBHON BIIACTH, OCYIIECTBISIONMA (QYHKIMH IO
KOHTPOJIIO M HaJ30py B cdepe 3apaBOOXpPaHEHHS, B OTHOLIEHHHM JIEKAPCTBEHHBIX CPEACTB IJIf
BETEPUHAPHOTO TPUMEHEHHUS B YIOJIHOMOYEHHBIM (enepanbHblii OpraH HCHIOJHUTENBHON BIIACTH,
OCYIIECTBISIOMUNA (PYHKITMU TI0O KOHTPOJIIO M HAJ30py B cepe oOpaleHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOT0 MPUMEHEHUs, CBEJICHUSI O CEpUAX, MAPTHUSAX JICKAPCTBEHHBIX CPEACTB, MOCTYMAIOIIUX B
rpaxkaanckuii obopor B Poccuiickoin deneparuu, B MOpsSIKe, COCTaBe U O0BEME, YCTAHOBIICHHBIX
yKa3aHHBIMH (eepalbHBIMH OpraHaMH HCIIOJHUTEIBHON BIACTH B OTHOIICHUU JIEKAPCTBEHHBIX CPE/ICTB
JUIST MEAWITUHCKOTO TIPUMEHEHUS W B OTHOIICHHWH JIEKAPCTBEHHBIX CPENCTB [JII BETEPUHAPHOTO
MPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢opMHpyeTCs Ha KaleHAapHbI romx B cpok g0 30 aexalps roxa,
HPEIIECTBYIOLIETO TOAY MPOBEIEHHs BHIOOPOUYHOTO KOHTPOJIS.

4. B cinyvyae HacTyruieHUsi COOBITHH, yKa3aHHBIX B mnojanyHktax "0" m "B" myHkra 2 bactu 6
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HACTOSIILEH cTaThH, (hefepabHbIM OPraHOM HCIOJHUTENBHOM BIACTH, OCYIIECTBISIIOIIUM (YHKLHUHU I10
KOHTPOJIIO M Haa30py B cdepe 3apaBoOXpaHeHUs, (enepaibHbIM OpPraHOM HCIIOJHUTENLHOW BJIACTH,
OCYILECTBIIAIOUIMM (YHKIIMU 110 KOHTPOJIIO M HAA30py B cdepe oOpalleHus JeKapCTBEHHbBIX CPEACTB s
BETEPUHAPHOTO MIPUMEHEHHS, IPU HEOOXOIMMOCTH BHOCSATCSI COOTBETCTBYIOIINE N3MEHEHHS B IIPOrPaMMy
IIPOBEPOK.

5. B mporpammy npoBepOK MOTYT BKJIIOYAThCS MEPOIIPHUATHS C YUETOM HapyIICHUH, BBISBICHHBIX
B paMKax KOHTPOJIbHBIX (Ha30pPHBIX) MEPOIPUATHI 3a MPEIbIAYILIMNA KaleHJapHbIi TOI.

6. IIporpamMma poBEpOK COACPIKHUT:

1) nepedeHb JEKapCTBEHHBIX CPEACTB, 0TOOP 00Pa3LlOB KOTOPHIX OYAET OCYIIECTBIATHCSA B paMKax
BBIOOPOYHOTO KOHTPOJIS, POPMHUPYEMBIN C yUETOM PE3YIbTaTOB IOCYAaPCTBEHHOTO KOHTPOJIS (Ha130pa) B
cdepe oOpalleHHs JIEKAPCTBEHHBIX CPEACTB 3a KaJECHAAPHBIN 'O, MPEALIECTBYIOMUI IOy MpOBEIECHUS
BbIOOPOYHOIO KOHTPOJIS;

2) yka3aHue Ha COOBITHE, HACTYIUIEHHE KOTOPOIO SIBJIETCSI OCHOBAHMEM MAJISI OCYLIECTBICHMS
BbIOOPOYHOI'O KOHTPOJIS:

a) NOJy4YEeHUE CBEICHMH, MPEJCTABIAEMBbIX B COCTaBe M 00BbEME, YCTAHOBIEHHBIX (heaepalbHbIM
OpPraHOM HCIIOJIHUTEIFHON BIACTH, OCYIICCTBIISIOIUMM (YHKIMK IO KOHTPOJI W Haa3opy B cdepe
3/IpaBOOXpaHeHMsl, (eepaJbHbIM OPraHOM HCHOJHHUTEIbHOM BIAcTH, OCYIIECTBIIAIOIUM (DYHKIMH IO
KOHTPOJIIO M Haa30py B cdepe oOpalieHus JIeKapCTBEHHBIX CPENICTB ISl BETEPHHAPHOTO MPUMEHEHUS, O
cepusiX, MapTUAX JIEKApCTBEHHBIX CPEJICTB, MOCTYMAIOUIMX B TIpaxaaHckuil oOopor B Poccuiickoii
Qdenepany, YyKa3aHHBIX B IIyHKTe | HACTOSIIEH YacTH, OpraHW3alMsMH, OCYIIECTBISIONIMMA
IIPOM3BOJICTBO JIEKAPCTBEHHBIX cpencTB B Poccuiickoit denepanun M BBO3 JEKAapCTBEHHBIX CPENICTB B
Poccuiickyro @enepannio;

0) moydeHue MocTynawue B MopsaKe, yCTaHOBIEHHOM cTaThell 64 HacTosmero denepanbHOro
3aKoHa, WHPOPMALUK O TOOOYHBIX JCHCTBHUIX, HEKENATEIbHBIX PEAKIHUAX, CEPhE3HBIX HEXKEIaTeIbHBIX
peaKIMAX, HeNpeIBUCHHBIX HEXeNaTeIbHbIX PEeaKUUsAX IpU NMPUMEHEHHH JIEKapCTBEHHBIX IPENapaTos,
00 WHAVWBHUIYaIbHOW HEMEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH JIEKAPCTBEHHBIX IpenapaToB, a
Takke 00 MHBIX (PaKTax U OOCTOATENBCTBAX, NPEACTABISAIOMINX YIPO3y JKU3HU WM 3/10pPOBBIO YEJIOBEKa
au00 >KMBOTHOTO TPH TPUMEHEHHWW JIEKApCTBEHHBIX TIIPENapaToB M BBIABICHHBIX Ha BCEX JTarax
oOpalleHus IeKapCTBEHHBIX NpenapaTtoB B Poccuiickoit denepanyy u Apyrux rocy1apcrpax;

B) mojyuyeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHoM oT 31 urons 2020 rona N 248-03 "O
rOCyJJapCTBEHHOM KOHTpoJie (Haa30pe) M MyHHIMIAIbHOM KoHTposie B Poccuiickoit ®Penepauuun"
CBEJICHUI O MPUYMHEHWH Bpena Wiu o0 yrpo3e NMpUYMHEHUS Bpena >KU3HHU, 3JOPOBBI0 TPaKIaH WU
KHUBOTHBIX.

Wndopmarys 06 n3MEeHEHHAX:

I'nasa 4 oononnena cmamveu 9.2 ¢ 1 uwona 2021 2. - @edepanvusiii 3akon om 11 uwona 2021 2. N
170-D3

Cratbsa 9.2. ['ocyaapcTBeHHBIH KOHTPOJb (HaA30p) 3a peaiu3anueil opraHaMu HCIIOJTHUTEIbHON

BiIacTH cyObekToB Poccuiickoit @enepanuu mnoiaHoMouMid B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIMHCKOIO IPUMEHEHHUS

1. TocynapcTBeHHBIH KOHTPOJb (HAA30p) 3a peaiu3aneil opraHaMi HCHOJHHUTENIbHOM BiacTh
cyonbekToB Poccuiickoit @enepanuu nmoaHoMouui B cdepe oOpallleHusi JeKapCTBEHHBIX CPENCTB IS
MEJULUHCKOIO IIPUMEHEHUs OCYLIECTBIISIETCS  YIOJHOMOYEHHBIM IIpaButensctBom  Pocculiickoi
®denepanvivi OPraHOM UCIIOTHUTENBHON BIIACTH.

2. IlpenMeTroM TOCYHapCTBEHHOTO KOHTpoOJs (Haja3opa) 3a peaiu3alueld  opraHamu
UCIIOJTHUTENIbHON BnacTu cyOwbekToB Poccuiickoit ®enepanuu mnonHomouudl B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB IS METUIIMHCKOTO NPUMEHEHUs SBISETCS COONIO/IEHUE YIOJTHOMOYEHHBIMH
OpraHaMM HCIIOJTHUTEIbHOW BiacTu cyObekToB Poccuiickoit ®denepanuu MeETOIMKHM YCTAHOBJIECHUS
OpeleNbHBIX Pa3MEpPOB OINTOBBIX HAJ0ABOK M MpPECNbHBIX pa3MEpoB PO3HUYHBIX HAA0aBOK K
(aKTHYECKUM OTIIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM NPOU3BOAMTENSMHU JIEKAPCTBEHHBIX IpenapaToB, Ha
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JICKapCTBEHHBIE IIperapaThl, BKIIOUEHHBIE B IMEpPEYEHb IKU3HEHHO HEOOXOJUMBIX W Ba)KHEHIIMX
JIEKapCTBEHHBIX IIPETAapaTOB.

3. Ilpu ocyuiecTBieHUU TOCYAapCTBEHHOIO0 KOHTPOJA (HAa30pa) 3a peanusaleil opraHamu
UCTIOJIHUTENIbHOW BiacTH CcyObekToB Poccuiickoit @enepanuu mnoiaHoMouMid B cdepe oOpamieHus
JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOIO IPUMEHEHHUS IPOBOASTCS CIIEIYIOLINE BUIbI MEPOIIPUATHI:

1) noKyMeHTapHbIE IPOBEPKH;

2) BbIe3AHBIC POBEPKH.

4. Opranuzainuss U OCYIIECTBICHHE TOCYJapCTBEHHOIO KOHTPOJs (HaA30pa) 3a peanu3aiueit
OopraHaMy HCITOJIHUTEJIbHOW BJacTH CcyObekToB Poccuiickoii ®Depepanuu IMOTHOMOYMH B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEJICTB JUIsI MEAMIMHCKOIO NPUMEHEHUs peryiupyrorcs denepanbHbIM
3aK0HOM OT 6 OKTs0psa 1999 roma N 184-®3 "OO6 oOmmx NpUHIMIAX OPraHU3alUHd 3aKOHOJATCIIbHBIX
(mpeacTaBUTENbHBIX) M HCIIOJIHUTENBHBIX OpPraHOB TOCYJapCTBEHHOHM BiacTH cyOBbekToB Poccuiickoii
®Denepanun.

5. [Tlonoxxenue 0O TOCYHapCTBEHHOM KOHTpojie (Haa30pe) 3a peanu3aludeld OpraHamu
UCIIONTHUTENbHON BnacTu cyOwekToB Poccuiickoit ®enepanuu mnonHomouuidt B chepe oOparieHus
JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOro IpuMeHeHus yTBepkaaercs lIpaBurensctBom Poccuiickoit
®enepanuu.

Wupopmarus 06 H3MEHEHHSX:

I'nasa 4 oononnena cmamveu 9.3 ¢ 1 uwna 2021 2. - @edepanvusviii 3akon om 11 uwona 2021 2. N
170-d3

Cratba 9.3. PernoHaibHbIl rOCyapCTBEHHBI KOHTPOJIb (HAaA30p) 3a NPUMEHEHUEM LIEH Ha

JIeKapCTBEHHbIE Ipenaparhl, BKIIOUYEHHBbIE B MEPEUYEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX IPENapaToB

1. PerroHasbHbli rocy1apcTBEHHBIN KOHTPOJb (Ha130p) 32 MIPUMEHEHUEM I1IEH Ha JICKapCTBEHHbIE
npenaparsl, BKJIIOUEHHbIE B IIEpPEYEHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKaPCTBEHHBIX
IpenapaToB, OCYIIECTBISIETCS OpPraHOM HCIIOJIHUTENBbHOW BiacTu cyowekta Poccuiickoit denepauuu,
YIOJHOMOYEHHBIM BBICIIMM HCIIOJIHUTEIBHBIM OPraHOM I'OCYAapCTBEHHON BiacTu cyObekTa Poccuiickoi
denepanuu.

2. IlpenmeToM pernoHaNbHOIO rocyJapCTBEHHOTO KOHTPOJIA (HaA30pa) 3a NPUMEHEHUEM LIeH Ha
JIeKapCTBEHHbIE TMpernaparbl, BKIIOUEHHbIE B MEPEYeHb KU3HEHHO HEOOXOJUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX  TPENaparoB,  SBISETCS  COOJIOJEHHWE  OpraHM3alMsIMH  ONTOBOM  TOPrOBIHU
JIEKapCTBEHHBIMHU CPEJICTBAMHU, allTEYHBIMU OpPraHU3aLUsAMHU, WHIAUBUAYAJIBHBIMU IPEANPUHUMATEISAMH,
UMEIOUIUMH  JIMIEH3UI0 Ha (apMaleBTUUECKYI0 JesTeNbHOCTb, MEAMIMHCKMUMH OpraHU3alUsIMU,
UMEIOIMMH JIMIEH3UIO Ha (PapMalleBTHUECKYIO JEATENbHOCTh, U UX 000COOJIEHHBIMU MOpa3/eeHUIMHU
(amOynaTopusiMu, penpamepckuMu U GenbaIepcKo-aKyIlIepCKUMU yHKTaMH, LEHTPaMHU (OTAEIECHUSIMH)
oOmielt BpaueOHOU (ceMEHOM) MpPAaKTHUKM), PACIONIOKEHHBIMH B CEJIbCKUX HACENIEHHBIX ITyHKTax, B
KOTOPBIX OTCYTCTBYIOT alTE€YHble OpTraHu3allM, MpU pealu3alud JEeKapCTBEHHBIX IpernapaToB
TpeOOBaHUN K NPUMEHEHHUIO IIeH, YPOBEHb KOTOPBIX HE JOJKEH NpPEBBIIATh CyMMYy (QaKTHUECKOU
OTIYCKHOM II€HbI, YCTAHOBJIEHHOH IPOWU3BOJIUTENIEM JIEKAPCTBEHHBIX IpEnaparoB, U KOTOpbIE HeE
NPEBBIMIAIOT 3aPETUCTPUPOBAHHBIX MPEIETbHBIX OTIYCKHBIX LI€H, U Pa3MEPOB ONTOBBIX HAa0ABOK U (MJIN)
pa3MepoB PO3HUYHBIX HAJI0aBOK, HE IMPEBBIIIAIONINX COOTBETCTBEHHO Pa3MEPOB IMpENEIbHBIX ONTOBBIX
Ha/10aBOK U (WJIK) pa3MepoB MpeAeTIbHBIX POSHUYHBIX Ha10aBOK, YCTAHOBIIEHHBIX B cyObekTe Poccuiickoii
denepanuu.

3. Opranuzanysi U OCYIIECTBICHHE PETMOHAJIBHOIO T'OCYIAapCTBEHHOIO KOHTpoJA (Haa3opa) 3a
IPUMEHEHHUEM IIeH Ha JIEKapCTBEHHBIE MpernapaThl, BKIIOYEHHbIE B IEPEUYECHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX IpenaparoB, peryiaupytorcs Oenepansueiv 3akoHom oT 31 urons 2020 roga
N 248-®3 "O rocynapcTBEHHOM KOHTpoJsie (HaaA30pe) M MYHUIUNAIbHOM KOHTposie B Poccuiickoit
Oenepauun".

4. IlonokeHne 0 pernoOHaIbHOM IOCYAapCTBEHHOM KOHTpOJiE (HaA30pe) 3a MPUMEHEHUEM LIEH Ha
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JICKapCTBEHHBIC TMperapaThl, BKIIOYCHHBIC B IMEpPEUYCHb JKU3HEHHO HEOOXOAMMBIX M BaKHEUIIHMX
JIEKAPCTBEHHBIX MPENApaTOB, YTBEPKIAACTCS BBICHIMM HCHOJHUTEIBLHBIM OPraHOM TOCYJapCTBEHHOMN
BlacTu cyowrekTa Poccuiickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:

Inasa 4 oononnena cmamveu 9.4 ¢ 1 urona 2021 e. - Dedepanvuviii 3axon om 11 uwons 2021 . N
170-D3

Cratbs 9.4. @DenepasibHbII TOCYJApPCTBEHHBIN JIMLIEH3UOHHBIM KOHTPOJIb JEATEIbHOCTU IIO

IIPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB

1. ®denepanbHbli TOCYAAPCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJIb JAEATEIbHOCTU 110 IPOU3BOICTBY
JIEKapCTBEHHBIX CPEACTB OCYUIECTBIseTCA (enepaJbHBIMH OpraHaMHM HCIOJIHUTEIbHOW BIIACTH,
ynosiHoMo4eHHbIMU [IpaButenscTBoM Poccniickoit denepanun.

2. @enepanbHblil TOCYJApPCTBEHHBIM JIMIIEH3UMOHHBIM KOHTPOJb JIEATEIbHOCTH MO MPOU3BOACTBY
JIEKapPCTBEHHBIX CPEJCTB OCYILIECTBIIIETCA B COOTBETCTBUU ¢ DejepanbHbiM 3akoHOM 0T 4 mas 2011 rona
N 99-®3 "O nuueH3UupOBaHUU OTACIBHBIX BUIOB JeaTeNbHOCTU" U DenepaibHbIM 3aKOHOM OT 31 Hrois
2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpojie (HaA30pe) U MYHHUIIMNAIBLHOM KOHTpOJIE B
Poccuiickoit ®enepanun". B pamkax denepaabHOr0 rocyJapCTBEHHOTO JIMLIIEH3MOHHOTO KOHTPOJIS
JESATENIbHOCTH 110 TPOM3BOJACTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIbHBIE (HAA30pHbBIE)
MEpPOIIPUATHS HE MPOBOIATCS, MPU 3TOM IMPOBOAUTCS NEPHUOJUYECKOE MOATBEPKICHHE COOTBETCTBUS
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSM B COOTBETCTBUM ¢ DenepalibHbIM 3aKOHOM OT 4 Mas
2011 romga N 99-®3 "O nuiieH3upOoBaHUU OTJEIbHBIX BUJIOB JE€ATCIHBHOCTH" .

I'naBa 5. Pa3pa60TKa, JAOKJIUHAYIECCKHUEC HCCIICI0BAHUA JICKAPCTBEHHBIX CPEACTB, 4 TAKIKE
KIMHHYECCKHE UCCIACI0BAHUSA JICKAPCTBCHHLIX IPeapaToB J1Jifl BETCPUHAPHOI'O IPUMECHCHUSA

Cratbs 10. PazpaboTka JiekapCTBEHHBIX CPECTB

1. Pa3paboTka JeKapCTBEHHBIX CPEJCTB BKJIOYaeT B ceOs MOMCK HOBBIX (hapMaKoJIOTHYECKU
aKTUBHBIX  BEIIECTB, NOCIEAYyIOIee W3yUYeHHE WX JICKApPCTBEHHBIX CBOMCTB, JTOKJIMHUYECKHE
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJOIMH NPOM3BOACTBA (papMaleBTUYECKHX CyOCTaHIMH, pa3paboTKy
COCTaBOB M TEXHOJOTHIA IIPOM3BO/ICTBA JICKAPCTBEHHBIX MIPEMapaToB.

2. duHaHCOBOE oOecneueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYILIECTBISETCS 3a CUeT:

1) cpencTs penepanbHOro OrOIKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CpEICTB IPOU3BOUTENIEN JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAY4YHO-MCCIIEJOBATEIbCKUX paboT MO JOTOBOPY MEXAY pa3pabOTUMKOM JIEKapCTBEHHBIX CPEACTB U
IIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) uHBIX He 3ampelIeHHbIX 3aKOHO01aTeNbCcTBOM Poccuiickoit deneparyiy HCTOYHHUKOB.

3. IlpaBa  pazpaGoTumka  JIEKapCTBEHHOTO  CPEJCTBA  OXPAHAIOTCS  TPAXkIAHCKUM
3aKOHO/AaTEIBCTBOM.
TAPAHT:

CMm. xommeHTapuu Kk ctarbe 10 HacTosmero denepalbHOTO 3aKOHA

Crarbs 11. JIOKIMHHYECKOE WCCIEIOBAaHUE JIEKAPCTBEHHOIO CPEACTBA ISl MEAUIMHCKOTO
MPUMEHEHUS
1. JloknmHMYeCcKOe HMCCIeOBAHUE JIEKAPCTBEHHOIO CPEACTBA JJISI MEIUIMHCKOTO MPUMEHEHHUS
MPOBOJIUTCA MyTEM IMPUMEHEHUS] HAay4YHBIX METOJOB OILEHOK B IEJAX MOJYyYEeHHUs] JOKa3aTelbCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

Wndopmarius 06 H3MEHEHHSX:
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Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 11 nacmoswezo
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
2. JIOKJIMHHYECKOE WCCIICIOBAHUE JIEKAPCTBEHHOIO CPEACTBA JJISi MEIUIIUHCKOTO MPHUMEHEHHS
MPOBOJAMTCS B COOTBETCTBUHU C MpaBWIAMH HAJJICKAIICH J1a00paTOPHOW NPAKTHKH, YTBEPIKICHHBIMH
YIIOJTHOMOYCHHBIM (heiepalibHbIM OPTaHOM UCTIOTHUTEIIBHOM BIIACTH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 2 uwas 2013 2. N 185-®@3 6 uacme 3 cmamvu 11 nacmoswezo
DedepanbHo20 3aKOHA BHeCeHbl U3MeHeHUsl, ecmynaroujue 8 cuny ¢ 1 cenmsops 2013 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

3. JIns opraHu3alMy U TOPOBEAEHUS JOKIMHUYECKOTO HCCIEJI0BAaHMs JIEKAPCTBEHHOTO CpPEACTBA
JUIE  MEIUIUHCKOTO TIPUMEHEHUs pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB MOTYT IPHUBIICKATH
HAYYHO-HMCCIIEIOBATEIbCKUE OpraHu3aluy, 00pa30BaTeNIbHbIC OPTraHW3aIlMM BBICIIETO OOpa30BaHMUA,
UMCIOIIME HEOOXOAUMYK MaTepHaIbHO-TEXHHUUECKYI0 0a3y M KBAIM(UIIUPOBAHHBIX CICIIHATHCTOB B
COOTBETCTBYIOIIEH 00JaCTH UCCIIEIOBAHMUS.

4. JIOKIMHHYECKOE WCCIICIOBAaHHE JICKAPCTBEHHOTO CPEICTBA JUISI MEAMIIMHCKOTO IMPUMEHCHHUSI
MPOBOAMTCS 10 YTBEPKACHHOMY pPa3paOOTIMKOM JIGKAPCTBEHHOTO CPEACTBA IUTAHY C BEICHUEM
IPOTOKOJIa 3TOTO HMCCIEJOBAaHHUS W COCTABJICHHEM OTYeTa, B KOTOPOM COAEPIKATCS Pe3yJbTaThl ATOTO
UCCIICIOBAHMS U 3aKITIOYCHUE O BO3MOXXHOCTH MPOBEJCHUS KIIMHUYECKOTO UCCIICIOBAHHS JICKAPCTBEHHOTO
nperapara Jyisi MeTUITUHCKOTO IPUMEHEHHUS.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 5 cmamvu 11 nHacmosawezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

5. TlpoBeneHune MPOBEPOK COONIOEHUS TPaBUI HaJJeKallel 1abopaTopHON MNPaKTUKU U
MPABOBBIX HOPM  HCIOJB30BAHUS KUBOTHBIX TMPH TPOBEJACHUH JIOKIMHHUYECKUX HCCIICTOBAHHMA
JICKAPCTBEHHBIX CPEJICTB S MEAUIMHCKOTO TPUMEHEHHUS OCYIIECTBISETCS  YIOTHOMOYEHHBIM
deneparbHBIM OPTaHOM UCTIOTHUTEILHOM BJIACTH.

6. Pe3ynbpTaThl JOKIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIMHCKOTO
NPUMEHECHUST MOTYT OBITh TPEJCTABJIICHBI B YIIOJIHOMOUYEHHBIH (helepanbHblii OpraH WCHOTHUTEILHOM
BJIACTH B YCTAHOBJICHHOM MOPSIKE B IENSIX TOCYIaPCTBEHHON pEeruCTpaIliy JIEKApCTBEHHOTO Mpenapara.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 11 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Crarba 12. JIOKIMHHYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOTO CPEICTBA U  KIMHHUYECKOE
HCCIIEIOBAHUE JIEKAPCTBEHHOIO Mpenapara JJisi BETEpUHAPHOTO IPUMEHEHUS

1. JIOKJIMHUYECKOE HCCIIeIOBAaHUE JIEKAPCTBEHHOIO CPEACTBA ISl BETEPUHAPHOTO MPUMEHEHUS
MPOBOAUTCA IIyTEM IPHUMEHEHUsS] HAYYHBIX METOJOB OLEHOK B LENAX MOJYy4YEHUs [0KA3aTelbCTB
0e30MacHOCTH, KauecTBa U 3((PEeKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCIIE ONpeNeeHHUs CpoKa
€ro BBIBEJICHHS M3 OpraHW3Ma *XKHBOTHOTO, B IENAX obecredeHuss 0e30MacHOCTH MPOIYKIIUN KUBOTHOTO
MIPOUCXO0XKICHUS MTOCIIE TPUMEHEHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO Mpenapara.

2. JIOKIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIEI0BaHUE
JICKAPCTBCHHOT'O IIpf€riaparta AJd BETCPUHAPHOIO MPUMCHCHHA, HWCCIICAOBAHNEC OMOD’KBUBAJIEHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOI'O IMpemnapara IMPOBOASATCA B COOTBETCTBUM C IIPAaBUIIAMM, YTBEPKIACHHBIMU
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPTaHOM HCIIOJTHUTEIbHOU BIIACTH.

T'APAHT:

CMm. Meroanueckne ykazanus "[IpoBeneHHE KadyeCTBEHHBIX HCCIEIOBAHUNA OHOIKBUBAIICHTHOCTH
JIEKapCTBEHHBIX CpeAcTB", yTBepkaAeHHble Mun3apasconpa3sutus Poccun ot 30 aBrycra 2004 r.
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3. JlokIMHWYECKOEe MCCIEAOBaHNE JIEKapCTBEHHOTO CPEICTBA M KIMHUYECKOE HCCIIEOBAaHHE
JIEKapCTBEHHOI'0 IIpermapara Ui BETEPUHAPHOIO IIPUMEHEHHUSA IIPOBOAATCS II0 YTBEPXKIACHHOMY
pa3pabOTYMKOM JICKApCTBEHHOTO CPEJICTBA IUIAaHY C BEACHHEM IPOTOKOJIOB O3THX HCCIEIOBAHHU U
COCTaBJICHUEM OTUYETOB, B KOTOPBIX COJEPKATCS PE3yIbTAThl THX HCCIECIOBAHU.

4. Jlnst opraHu3anuy U TMPOBEACHUS JOKIMHUYECKOTO MCCIIEAOBaHMS JIEKAPCTBEHHOTO CPEJCTBA U
KJIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO Iperapara /Ui BETEPUHAPHOTO MPUMEHEHHS pa3paboTInK
JEKapCTBEHHOTO  CPEACTBA  MOXKET  IPHBJIEKATh  OpraHM3allM,  HMMEIOINE  HEO0OXOIUMYIO
MaTepHaIbHO-TEXHIUUECKYI0 0a3y M KBaJM(HUIMPOBAHHBIX CIEIMAINCTOB B COOTBETCTBYIOUICH 001acTh
MCCIIEJOBAHMS.

5. KimHnueckue uccieloBaHus JIEKApCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHMS
IPOBOJAATCS B BETEPHUHAPHBIX OpraHM3alMAX M B OpTraHH3alUAX, OCYIICCTBIIONINX pPa3BEJCHHUE,
BbIpallilUBaHUC U COACPIKAHNUC ) KUBOTHBIX, B LCIIAX:

1) ycTaHOBJIEHUS TEPEHOCHMOCTH JICKAPCTBEHHBIX MPETapaToB 3J0POBBIMH KHBOTHBIMU;

2) mombopa ONTUMAIBHBIX JO3MPOBOK JICKAPCTBEHHBIX IPEMapaToB M Kypca JICUCHUs Ha
KOHKPETHOM TPYIIIE )KUBOTHBIX C ONPEICICHHBIM 3a00JICBaHUEM;

3) ycraHoBieHuss ~ 0€30MacHOCTH H  APPEKTUBHOCTH  JICKAPCTBEHHOTO  Ipernapara,
NpeJHA3HAYCHHOTO JUIA JICUCHHS ONPENECNICHHBIX 3a00JeBaHUN JKUBOTHBIX, WIN 3(PQHEKTUBHOCTH
JIEKapCTBEHHOTO Iperapara Jjisi Mpo(QHIaKTHKH 3a00JI€BaHHIA 3/T0POBBIX KHUBOTHBIX;

4) wm3ydyeHHsT BO3MOXKHOCTEH pAaCIIMpEHHs ITOKAa3aHUH K TNPUMEHEHUIO 3aperuCTPHPOBAHHOTO
JIEKapCTBEHHOTO MpernapaTa 1 BhISIBJICHUS pPaHEe HEM3BECTHBIX 1TOOOYHBIX JICHCTBHUIA.

6. Knmnunueckoe uccieoBaHHE JIEKapCTBEHHOTO Ipenapara Ui BETepPUHAPHOTO NPUMEHEHHS
OCYIIECTBIIICTCA 3a CUET CPEICTB Pa3pabOTUMKA JIEKAPCTBEHHOTO CPE/ICTBA.

7. Otuersl O pe3yjibTaTax IOKIMHUYECKOTO HCCIEIOBaHMUS JIEKAPCTBEHHOIO CpelicTBa U
KJIMHUYECKOTO  MCCIIEIOBAHUs  JICKAPCTBEHHOTO TMperapara JUisi  BETEepPUHAPHOTO  IPUMEHEHUS
COCTaBJISIFOTCS  pa3paOOTYMKOM JICKApPCTBEHHOTO CpPEACTBAa C YYETOM 3aKIIOUEHHH OpraHu3alui,
MNPUHHUMABIINX YYaCTHEC B OpraHU3aluy U MPOBCACHUU 3THUX I/ICCHGILOB&HH?I.

8. KoHTponb 3a mpoBeAeHHEM JOKIMHUYECKUX MCCIEJOBAHUN JIEKApCTBEHHBIX CPEICTB U
KIIMHUYECCKUX I/ICCJ'IC)IOBaHI/H\/JI JICKAPCTBCHHBIX npemnaparon JIIA BCTCPUHAPHOI'O MMPUMCHCHU A
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOJHUTENIBHOM BIacTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 12 HaCTOAIICTO CDCI[GpaJ'IBHOFO 3aKOHa

I'maBa 6. OcyuiecTB/IeHHE TOCY/IaPCTBEHHON perucTpaluy JeKapCcTBEHHbIX MPeNnapaToB

Wndopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3akonom om 22 dexabpa 2014 o. N 429-D3 cmamvs 13 nacmoswezo Dedepanbrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cury ¢ 1 utona 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
Cratbs 13. ['ocygapcTBeHHas: perUCTpaIs JIEKApCTBEHHBIX MIPErapaToB

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim  3akonom om 13 wuwona 20152, N 241-d3 yacme 1 cmamvu 13 nacmoswezo
DedepanbH020 3aKOHA U3NLONACEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
1. B Poccuiickoii @enepanun I0MyCKarOTCs MPOU3BOJICTBO, U3TOTOBICHUE, XPAHEHHUE, TIEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuto, BeiBo3 u3 Pocculickon ®Penepanuu, peknama, OTIIYCK, peanu3alus,
nepenada, MPUMEHEHHE, YHUYTOKEHHE JIEKapCTBEHHBIX IIPENapaToB, €CIM OHH 3apETHCTPUPOBAHBI
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIOIHUTENBHOM BIACTH.
2. 'ocygapCTBEHHOM perucTpanuu noaJjIexKar:
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1) Bce JexapCTBEHHBIE IpernapaThl, BIEPBBIC MOJJISKAINEe BBOAY B oOpamieHne B Poccuiickoii
®denepaunu;

2) nexkapCTBEHHbIE IpenapaTrhl, 3apErUCTPUPOBAHHBIE paHEe, HO MPOU3BEACHHbIE B JIPYrHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C IEpEYHEM HAMMEHOBAHMUU JIEKAPCTBEHHBIX ()OpM, B HOBOMA
JIO3UPOBKE IPH JI0KA3ATEIbCTBE €€ KIMHNUYECKON 3HAYMMOCTH U 3()(PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. l'ocynapcTBeHHass perucTpanms JIEKapCTBEHHBIX MPENapaToB OCYILIECTBISAETCS MO Pe3yJIbTaTaM
OKCHEPTH3bl JICKAPCTBEHHBIX CPEJICTB, a TOCYIApCTBEHHAs PETUCTpanus Op(aHHBIX JEKapCTBEHHBIX
IIpenapaToB OCYILIECTBISAECTCA 10 pe3yJbTaTaM 3KCIEPTU3bl JIOKYMEHTOB, NIPEACTABICHHBIX IS
OIpe/ieNIEeHUs] BO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN IpenapaT Uil MEIULUHCKOIO MPUMEHEHHUS
IPU OCYILECTBICHUH TOCYJaPCTBEHHON PErucTpaliy B KadyecTBe op(haHHOTro JIEKapCTBEHHOTO Ipernapara,
Y TI0 pe3yJIbTaTaM dKCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB.

4. l'ocynapcrBenHas perucTpanms JIEKapCTBEHHOI'O npenapara OCYLLECTBIISIETCA
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (hefepabHBIM OpPraHOM HCIIOJIHUTEIBHONH BIIACTH B CpPOK, HE
MPEBBIIIAIOIINNA CTa MIECTHECATH pabO4YMX AHEW CO AHS MPHUHSATHS COOTBETCTBYIOIIETO 3asiBICHUS O
rOCy/1IapCTBEHHOW pEerucTpanuy JIEKApCTBEHHOro Ipemnapara. B yKa3aHHbBI CpOK BKJIIOYAETCs BpeMms,
HEO0O0XO0MMOE JIsi TIOBTOPHOTO MPOBEACHUS SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH CO
crateeil 25 Hacrosimero ®enepanbHOro 3akoHa. Cpok rocyJapCTBEHHOM pPErucTpalvy JIEKapCTBEHHOTO
mpernapaTa UCUUCISETCS CO IHS MPUHATUS COOTBETCTBYIOUINM YIOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM
UCIIOJIHUTENIbHOM  BIIACTM  COOTBETCTBYIOIIETO  3asBJIEHUS O TOCYJAapCTBEHHOM  perucrpaiuu
JIEKapCTBEHHOIO IpermapaTta C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB IO JIeHb BBIIaYu
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpenapara. Bpems, HeoOXoauMoe AJisi HallpaBICHHS
YIOJTHOMOYEHHBIM (peiepalIbHbIM OpPraHOM HCIIOJIHUTEIBHOW BJACTH 3ampoca O MpeACTaBICHUU
HEOOXOJUMBIX MAaT€pUAJIOB U MPEJCTABICHUS 3asBUTEJIEM OTBETA Ha JIaHHBIM 3alpoc B COOTBETCTBUU CO
cratesiMu 16, 19 m 23 nHactosmero ®denepaJbHOrO 3aKOHA, HE YYMTHIBAECTCA IPU HCUMUCIECHHUU CPOKa
roCy/1apCTBEHHON PETUCTPALIMU JIEKapCTBEHHOTO Mpenapara.

5. 'ocynapcTBEHHOM pErucTpanyy He MOJIEKAT:

Wndopmarius 06 n3MEHEHHSX :
Ilynkm 1 usmenen ¢ 1 mapma 2023 a. - @edepanvuuiii 3axon om 30 dexabps 2021 2. N 463-D3

Cm. 6yoywyro pedarkyuio

1) nexapcTBEHHBbIE MpenapaThl, M3rOTOBJICHHBIC alTEYHBIMU OPTAHHU3AIUSIMH, BETEPUHAPHBIMU
anTeYHbIMM OPraHU3alUAMH, UHIAUBUAYAJIbHBIMU NPEANPUHUMATENSMHA, KOTOPbIE UMEIOT JIMIIEH3UIO Ha
(dapmareBTUUECKyI0 JeATEeIbHOCTh, 10 pelenTaM Ha JEKApCTBEHHBIE Npemnapatbl U TpeOOBaHUSIM
MEIUIMHCKUX OpPraHu3aluii, BETEpUHAPHBIX OpraHU3allni;

2) nekapCTBEHHBIE MpernapaThl, MPUoOpeTeHHbIe (M3NYECKUMU JTUIaMU 3a Tipenenamu Poccuiickoit
®denepanny U NpeJHA3HAYEHHBIE JIs1 TUYHOTO MCIIOJIb30BAHMS;

3) nexapcTBEHHBIE TIpenapathl, BBO3UMbIe B Poccuiickyro deaepanuio a1 OKa3aHus METUITMHCKON
MOMOILU IO >XKM3HEHHBIM MOKa3aHUsIM KOHKPETHOI'O MAallMeHTa Ha OCHOBAaHWU pa3pellieHus, BBIAAHHOTO
YIOJIHOMOYECHHBIM (peiepaibHbIM OPTaHOM UCTIOTHUTEIHFHOM BJIACTH,

4) nexkapcTBEHHBbIE CpEICTBA, BBO3UMbIE B Poccuiickyto denepannio Ha OCHOBAaHUU BBIAAHHOTO
YIIOJITHOMOYECHHBIM (peZIepallbHBIM OPTaHOM HCTIOJTHUTEIHHOM BJIACTH Pa3pelIeHHs] W MpeaHa3HauYeHHBIE
JUIsl TPOBEJEHUS KIMHUYECKUX HWCCIEAOBAaHUMN JIEKapCTBEHHBIX MIpenaparoB W (WJIM) MTPOBEACHUS
OKCTHEPTU3bl  JIEKAPCTBEHHBIX  CPEJACTB I OCYIIECTBICHUS  TOCYJIAapCTBEHHOW  pEerHcTpaluu
JIEKAPCTBEHHBIX MPENapaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) paanodapmaleBTHUECKHE JIEKAPCTBEHHBIC MpenapaThl, M3TOTOBICHHBIE HEMOCPEICTBEHHO B
MEJUIIMHCKUX OpPTaHU3AlMIX B TIOPS/IKE, YCTAHOBIEHHOM YIIOJTHOMOYEHHBIM (erepabHbIM OpPraHOM
WCIIOJIHUTEJIbHON BJIACTH;

7) nekapCTBEHHBIE MTpenapaThl, IPOU3BOJUMBIE AJISl IKCIOPTA.
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6. He nomyckaercs rocygapCcTBEHHAsi perucTpanus:
1) nexkapCTBEHHBIX IIpPENApaTOB, OTIMYAIOIIMXCS APYr OT Jpyra KadyeCTBEHHBIM COCTaBOM
JEHCTBYIOIIMX BEILECTB, O]l OJJUHAKOBBIM TOPrOBHIM HAMMEHOBAHUEM;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 2 uzmenen ¢ 15 uronsn 2018 a. - @eodepanvrviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

2) OJIHOrO JIEKapCTBEHHOI'O Iperapara, MpeJCTaBIEHHOI0 Ha IOCYJapCTBEHHYIO PETUCTPALIMIO B
OTHOLIEHWH OJHOTO W TOTrO K€ JepKaresid WIM BJaJelblla PEruCTPALMOHHOIO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO IpenapaTa B BUJE JAByX M Ooyiee JIEKapCTBEHHBIX IPENapaTroB MOJ Pa3IUYHBIMU
TOPrOBBIMU HAaUMEHOBAaHUSIMHU.

7. Tlo 3ampocy (B 27eKTpoHHOH (opme WM Ha OyMa)XHOM HOCHTENe) CyObhekTa oOpareHus
JIEKaPCTBEHHBIX CPEICTB COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (eiepanbHbIM OPraHOM HCIIOJIHUTEIBHON
BJACTH, OCYILECTBISIOUIMM TOCY/JapCTBEHHYIO PETUCTPALMI0  JIEKApCTBEHHBIX IpENnaparoB, B
YCTaHOBJIEHHOM UM IOPSJIKE OCYLIECTBIISIETCS HAYYHOE KOHCYJIbTUPOBAHHME IO BOIPOCAM, CBSI3aHHBIM C
IIPOBEJCHUEM JOKIMHUYECKUX MCCIEAOBAHNUN, KIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX MpPENapaTos,
9KCIIEPTH3bl KAayeCcTBA JICKAPCTBEHHBIX CPEACTB, d3(PPEKTUBHOCTH M OE30MACHOCTH, C OCYLIECTBICHHUEM
roCy/1JapCTBEHHOW PETUCTPALMU JIEKApCTBEHHBIX IpernapaToB. KoHCylbTHpOBaHHE OCYIIECTBISETCS C
npuBIIeYeHHEM (pellepalibHBIX TOCYIapCTBEHHBIX OIOJKETHBIX YUPEKACHUMN, TOIBEJOMCTBEHHBIX JAHHOMY
denepanbHOMY OpraHy HCHOJHHUTEIBHON BIACTH M HE YYACTBYIOUIMX B OpPraHMU3AldU IPOBEACHUS
SKCHEPTHU3bl KAyecTBa JIEKAPCTBEHHBIX CPEIACTB B LEJIAX OCYILIECTBICHUS WX TOCYJapCTBEHHOMN
perucTpanvi B COOTBETCTBMHU CO crarthed 16 HacTosmero denepaibHOro 3aKOHA, B BUIE OTBETA B
NUCbMEHHOU (hopMe YIOIHOMOUYEHHOTO (peepaqbHOr0 OpraHa HCIOJMHUTEIBHOW BJIAcTH Ha 3ampoc.
Pa3zmep B3uMaemoii ¢ 3asBUTENS IUIATHI ONPENEAECTCS B COOTBETCTBUU C 3aKOHOJIaTeILCTBOM Poccuiickoit
Oenepanyiy 00 OpraHu3aluy MPEIOCTABICHUS TOCYAAPCTBEHHBIX M MYHULIUTIANBHBIX yeiuyr. MHpopmanus
00 OCYIIECTBJIIEHUH HAYyYHOTI'O KOHCYJIbTHUPOBAHUS, B TOM YHUCIIE€ CTaThU, 0030PbI, CIPABOYHBIE MaTE€pPHAaJIbI
U uHas uHpopMalus 00 OCYIIECTBICHUN HAy4YHOTO KOHCYJIBTUPOBAHUS, pa3MeIlaeTcss Ha OPUIIMaTEHOM
caiiTe yNOJIHOMOYEHHOTo (enepaabHOro oOpraHa HCHOJHUTENbHOW Biactu B cetd "WHTepHer" c
COONIOZICHMEM OTpaHMYEHUH, YCTAHOBJIEHHBIX 3aKOHOJATEILCTBOM O TIEPCOHANBHBIX JIaHHBIX,
KOMMEpPUYECKOH U (M) TOCYIapCTBEHHOM TaiiHe.

Wndopmarys 06 m3MEeHEHHUAX:
Yacmos 8 usmenena ¢ 8 mapma 2022 2. - @edepanvusiii 3akon om 8 mapma 2022 2. N 46-D3

CMm. npedvloywyro pedaKyuio
8. T'ocynmapcTBeHHasi perucTpanus JEKapCTBEHHBIX IpEnapaToB, KOTOpPbIE NMpeAHAa3HAUYEHbI IS

NPUMEHEHUST B  YCIOBUSAX BOEHHBIX JEWCTBUM, YPE3BBIYAMHBIX CUTyalUWd, MPEeIyNpPEeKIACHUS
Ype3BBIYAIHBIX CUTyallud, MPOPUIAKTUKH U JieueHUs 3a00JIeBaHMIA, MPEACTABISIONUX OMACHOCTH IS
OKpYXaroIuX, 3a00JIeBaHUN M MOpPaKEHUH, MOJYYEHHBIX B pe3yjbTaTe BO3ACHCTBHS HEOJIAaronpHsITHBIX
XUMHUYECKHUX, OMOJIOTHYECKUX, PaTUaIlMOHHBIX (DaKTOPOB, U KOTOpbIE pa3paboTaHbl B TOM 4YHCIE IO
3a/laHuio0  (eiepabHBIX OPraHOB MCIIOJHUTEIBHOW BIIACTH, YMOJHOMOUYEHHBIX B 00JacTu OOOpPOHBI
CTpaHbl M 0€30MaCHOCTH I'OCYJapcTBa, a TAaKXKE JIEKAPCTBEHHBIX CPEJCTB B Cilydae MX Je(eKTypbl WIU
pYcKa BO3HUKHOBEHHS Ne(PEeKTypbpl B CBS3M C BBEJACHHEM B OTHOIIeHWH Poccmiickoit deneparuun
OTPAaHUYUTENBHBIX MEP HOKOHOMHUYECKOIO XapaKTepa OCYILIECTBIAECTCS B IIOPsJKE, YCTaHOBIECHHOM
IIpaButenscTBOM Poccuiickoit denepannm.

TAPAHT:

Cwm. kommeHTapuH K ctaTthe 13 HacTosmero denepanbHOro 3aK0HA

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabpa 2014 o. N 429-D3 cmamvs 14 nacmosawezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cury ¢ 1 urons 2015 a.
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Cm. mekcm cmamou 8 npeodvioyujell peoaxKyuu

Cratbs 14. [IpuHIUIBl SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

1. DkcriepTr3a JEKapCTBEHHBIX CPEJCTB OCHOBBIBACTCSl HA MPHUHIIMIIAX 3aKOHHOCTH, COOJIOICHUS
npaB M CBOOOJ YelOBEKa M TpaKJAaHWHA, IpPaB IOPUAMYECKOTO JIMIA, HE3aBHUCUMOCTH DKCIIEpTa,
OOBEKTHBHOCTH, BCECTOPOHHOCTH H TIOJIHOTBHI HCCICIOBAaHHM, MPOBOJUMBIX C HCIIOJIb30BAaHHEM
COBPEMEHHBIX JOCTI)KEHUH HAyKM M TEXHUKH, OTBETCTBEHHOCTH (elepaibHOTO TOCYIapCTBEHHOTO
OFOJDKETHOTO YUYPEKJICHUS 10 TPOBEACHUIO SKCIEPTU3bl JIGKAPCTBEHHBIX CPEICTB U OKCIEPTOB 32
NPOBEICHUE U KaYECTBO IKCIIEPTU3BI.

2. DKcIepTr3a JIGKapCTBEHHBIX MPENapaToB JIjIsl MEIUIIMHCKOTO PUMEHEHHS BKJIIOYaeT B ceOsi:

1) skcnepTu3y JAOKYMEHTOB, MPEACTABICHHBIX Ui ONpPEICNCHHs BO3MOXHOCTH PAacCMaTpHUBATh
JICKApCTBEHHBIM Tpenapar s MEIUIUHCKOTO IMPHMEHEHHS TIPU OCYIIECTBICHHH TOCYIapCTBEHHOM
perucTpanyu B KayecTse ophaHHOTO JIEKAPCTBEHHOTO IpenapaTta;

2) BKCTepTH3Y MPEUIOKEHHBIX METOIOB KOHTPOJISI Ka4eCTBa JICKAPCTBEHHOT'O CPEJICTBA U Ka4eCcTBa
NPEJCTaBICHHBIX O00pa3IoB JIEKAPCTBEHHOTO CPEICTBA C KCIIOJIB30BAaHHMEM J3THUX METONOB (manee -
IKCIIEPTU3a KAYeCTBa JICKAPCTBEHHOTO CPEJICTBA);

3) DdKcHepTHU3y OTHOWICHHS OXHJIAEMOH IMOJB3bI K BO3MOXKHOMY PHCKY TNIPUMEHEHUS
JICKApCTBEHHOTO Mperapara;

Undopmarust 06 n3MEHEHHSX:

Yacmo 2 donoanena nyukmom 4 ¢ 1 mapma 2020 2. - @edepanvhuwiii 3akon om 27 oexaops 2019 e. N
475-D3

4) SKCHepTH3y PETHCTPAIMOHHOTO J0ChE Ha JICKAPCTBEHHBIM MpenapaT B LEISIX ONpPeeIICHHS
B3aMMO3aMEHSIEMOCTH JICKAPCTBECHHBIX IMPENAPATOB JIJIsi MEIUIIMHCKOTO TPHUMEHECHUS.

3. DkcnepTu3a JIEKapCTBEHHBIX MpENaparoB s BETEPUHAPHOTO MPUMEHEHUs BKIIIOYAeT B ceOs
IKCIIEPTH3Y KAdeCTBa JIGKAPCTBEHHOTO CPEICTBA W OSKCIIEPTHU3Y OTHOIICHUS OXUIAAEMOH IOJB3BI K
BO3MOXXKHOMY PUCKY MPUMEHEHHsI IEKAPCTBEHHOTO MIperapaTa.

TAPAHT:

Cwm. [lonoxxeHne o mopsAKe HKCIEPTU3BI, UCIIBITAHUS U PETUCTPALMU BETEPUHAPHBIX MpenaparoB B PD,
yTBEPKJAEHHOE [ TaBHBIM rOCy1apCTBEHHBIM BeTEpUHAPHBIM HHCIIEKTOpOoM P®D 3 okTsiOps 1995 r.

CMm. koMmMeHTapuu K ctathe 14 HacTosiero denepaibHOro 3aK0Ha

Cratba 15. ®enepasibHOE TOCYAAPCTBEHHOE OIOKETHOE YUPEXKJACHHE 110 TMPOBEICHUIO
SKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

DKcnepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (efiepaibHbIM TOCYIapCTBEHHBIM OFOIPKETHBIM
YUpEXKJIEHUEM COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (eAepalbHOro opraHa HCTIOJHUTENBHOW BIIACTH,
CO3MaHHBIM JUIsi oOecreyeHHuss HUCIOTHEHHUS MOJIHOMOYU 3Toro (eaepaibHOrO0 OpraHa Mo BhIIaYe
paspelieHnii Ha MpOBEIECHHE KIMHUYECKUX HCCIeAOBaHUN JIEKapCTBEHHBIX NpenapatoB W (MJIU) IO
rOCy/IapCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHBIX MPENapaToB (Jajnee - SKCIIEPTHOE YUPEIKICHHE).

T'APAHT:

CM. koMmMeHTapuu K cTatbe 15 HacTosmero denepalbHOTO 3aKOHA

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexabops 2014 2. N 429-D3 naumenosanue cmamou 16 Hacmosujezo
DedepanbH020 3aKOHA U3NOACEHO 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 .

Cm. mekcm HAUMEHOBAHUS 8 NPeObIOYuell pe0aKyuu
Cratbs 16. Opranusanus npoBeIeHHs SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB
1. Oxcneprus3a JIEKapCTBEHHBIX CpPEICTB IPOBOAUTCA KOMMCCHUEH OKCIEPTOB OSKCIIEPTHOIO
yUpEXKJIeHUS, Ha3HAUEHHOM €ro pyKOBOJWTEJIEM, Ha OCHOBAHMHU 33JaHMs HA IMPOBEAECHUE SKCIEPTU3bI
JIEKapCTBEHHOTO CPE/CTBA, BBIJAHHOTO YIIOJHOMOYEHHBIM (hpefepalbHbIM OpPraHOM HCIOJIHUTEIBHOM
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BJacTU. PyKOBOIUTENb AKCHEPTHOTO YUpEXKICHUs OOeCreunBaeT HaJjlekaliee MpOBEIEeHUE SKCIIEPTU3bI
JICKaPCTBEHHBIX CPEJCTB B COOTBETCTBUU C 3aJIaHWEM, BBIIAHHBIM YIOJIHOMOYCHHBIM (eIepabHBIM
OpraHOM MCIOJIHUTEIBHON BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJAHOTO 3aKJIFOYEHHS 3TOW KoMuccuu. B
COCTaB 3TOW KOMHCCHH MO PEUICHUIO PYKOBOJHUTENS SKCHEPTHOTO YUPEKICHHUS MOTYT OBITh BKJIIOUEHBI B
KauyecTBE KCIEPTOB JIMIIA, HE paboTarolue B JAHHOM SKCIEPTHOM YUPEKICHUH, €CIIM UX CHelHalbHbIe
3HAaHUS HEOOXOIUMBI JJIsi TPOBENCHUS OSKCHEPTU3Bl W TaKHE SKCIEePThl OTCYTCTBYIOT B JTaHHOM
SKCHEPTHOM yUPEKIACHHUHU.

2. DKcIepToM IO IPOBEACHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SIBISETCS aTTECTOBAHHBIN
pabOTHUK HKCIEPTHOTO YUYPEXKICHHs, KOTOPBII HMeEeT BbICIIee MEIUIMHCKOe, (apMmalleBTHUECKOe,
OMosIornYecKoe, BETEPHHAPHOE WIIM XMMHYECKOe 00pa30BaHUE M MPOBOIHT SKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOTHEHHS CBOUX JIOJDKHOCTHBIX 00S3aHHOCTEH (Jjasiee - SKCIepT).

3. Ilpu mpoBeaeHUM SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB AKCIEPT HE MOXKET HAXOIUTHCS B
KaKoW-1100 3aBUCUMOCTU OT JIMIIA, HA3HAYMBILETO ATy AKCIEPTHU3Y, pPa3padoTuuKa JIeKapCTBEHHOI'O
CpEeJICTBA WIN APYTUX 3aUHTEPECOBAHHBIX B PE3yJIbTaTax 3KCIEPTU3bI JIULI.

Wupopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 25 nosabps 2013 2. N 317-@3 uacme 4 cmamvu 16 Hacmosaweco
DedepanbHoeo 3aKOHA U3NOANCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

4. Ilpu npoBeNEHUM OHKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB HE JOIYCKaeTcsi UCTpeboBaTh Yy
3agBUTEN JMOO MHBIX JIMI MaTepuaibl, HEOOXOAUMbIE JUIsl IMPOBEACHUS OHKCHepTu3bl. B ciydae
HEJOCTATOYHOCTH IPEICTABICHHBIX IKCIIEPTY MATEPUAIIOB IS a4 3aKIFOYEHUS SKCIEPT CTABUT BOIIPOC
O MpPEJCTABICHUM €My HEOOXOAMMBIX MaTe€pHajoB Iepel] PYKOBOAMUTENIEM 3KCIEPTHOIO YUPEKICHMS,
KOTOPBI 00Opamiaercsi ¢ COOTBETCTBYIOLIMM 3allpOCOM B YIOJHOMOYEHHBIA (elepanbHblil  opraH
VCIIOJIHUTENIBHOM BJIACTH, BBIAABIIMK 3aJaHUE HA IPOBEIECHUE SKCIIEPTHU3Bl JIEKAPCTBEHHOTO CPEACTBA.
Vka3aHHbI (enepalbHbIl OpraH MCIOJIHUTEIbHOW BJIACTU B TEUEHUE MSATH pabouux JHEH co JHSA
MOCTYIUIEHUs 3alpoca PYKOBOIUTENSA ODKCIIEPTHOIO YUYPEKICHHsS HANPABIAECT 3asABUTEIIO 3alpoc O
IPEJICTaBICHUH HEOOXOJUMBIX MarepHaioB. [laHHBIN 3ampoc MOXET ObITh NepefaH yHOJHOMOYEHHOMY
IIPEACTABUTEIIO 3asIBUTEIS JINYHO IO PACIIUCKY, HAIIPABJICH I10 IIOYTE 3aKa3HBIM ITIMCbMOM MU IIEPEIAH B
JEKTPOHHOU (popMe MO TEeIeKOMMYHHKAIlMOHHBIM KaHalaM CBs3u. B ciywyae HampaBieHMs] JTaHHOTO
3ampoca IO I0YTE 3aKa3HbIM IMCBMOM OH CUUTAETCS MOJYYEHHBIM II0 MCTEYEHUU IIECTH JHEH C JaThl
HaIlpaBJICHUS 3aKa3HOTO NMHChMa.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3axonom om 25 noabps 2013 2. N 317-@3 cmamvs 16 nacmosawezo Dedepanvroo
3aKoHa donoanena yacmoio 4.1
4.1. 3asBuTenb 00s3aH MPEACTABUTH OTBET HA 3alpoOC YMOJIHOMOYEHHOTO (efepalibHOrO OpraHa
UCTIOJIHUTENIBHOW BJIACTH B CPOK, HE MPEBBIMIAIOIIMNA JIEBIHOCTA PabOYMX JHEH CO JIHSA €ro MoJyueHHs.
YnonHomMoueHHBIN (efepanbHbIi OpraH MCIOJHUTENBHON BJIAcTH, BBIIABIIMM 3aJjaHHE Ha MPOBEICHUE
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPE/ICTBA, B TEUCHUE MATH pabounX JTHEH co THS MOCTYIUICHUS OT 3asBUTENS
OTBETAa Ha JAHHBIA 3alpoC HaIpaBIseT TAaKOM OTBET B OJKCIEPTHOE YyupexaeHue. B ciydae
HEMpE/ICTaBICHUSI 10 WCTEUCHHMM JEBSIHOCTAa pabouux AHEW 3asBUTENEeM OTBETa Ha JAHHBIN 3arpoc
YIOJHOMOYEHHBIN (efepanbHblii OpraH MCHOJHUTENbHOM BJIACTH, BBLAABIIMN 3a/laHue Ha IMPOBEICHUE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHE IATH pabouMx JHEeW HampaBiseT B JKCIEPTHOE
YUpEKICHUE YBEAOMIICHHE O HENPEACTABICHUH 3asIBUTENIEM OTBETA HA 3allpOC YKa3aHHOIO opraHa. Bpems
CO JIHA HAalpaBJIEHUS 3alpoca 3KCIEPTHOTO YUPEKICHUS B YHNOJHOMOYEHHBIN (ernepabHblii opraH
WCITOJIHUTENIBHOM BJIACTU 1O JHS NOJY4EHHMS OKCIEPTHBIM YUYpEXKJACHUEM OTBETAa HaA 3alpoc WU
YBEJIOMIICHHS O HEIIPEACTaBICHUN OTBETA Ha 3alIpOC HE YYUTBHIBACTCS IIPU UCUUCICHUH CPOKA IIPOBEICHUS
JKCHEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 16 dononnena wacmoto 4.2 ¢ 15 urona 2018 e. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
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140-D3

4.2. Ecnu B cocTaBe perucTpallMOHHOTO JI0ChE Ha JIGKAPCTBEHHBIM Mpernapar sl MEIUIUHCKOTO
MIPUMEHEHUS COJICPKUTCS TIpeayCcMOTpeHHas ctatheit 18, yacteio 1.1 ctaten 30 U cTaTheil 34 HACTOSIIIETO
@denepallbHOTO 3aKOHA KOMHS PEIICHHS YIIOJTHOMOUYEHHOTO (eAepabHOrO OpraHa HCIOJHUTEIBHON
BJIACTU O IMPOBEJCHUU WHCIEKTUPOBAHUS MPOU3ZBOJUTENS JIEKAPCTBEHHBIX CPEACTB, JKCIEPTY [0
O0QOpPMIICHHS PE3YIBTATOB AKCIEPTU3Bl JICKAPCTBEHHOTO CPEICTBA MPEIOCTABISACTCS B TMOPSAKE M Ha
YCIIOBUSIX, KOTOPBIE MpPeaycMOTpeHbl yacTsivu 4 u 4.3 HacTosIed CcTaThbu, KONHUS 3aKIIOUEHUs O
COOTBETCTBUU  TPOU3BOAMTENS JICKAPCTBEHHBIX CPEJACTB  TPEOOBAaHWSAM  TPABUII  HaJJIeXKAaIIeh
MPOU3BOJICTBEHHONW MPAaKTHUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (pellepaibHbIM OpPraHOM HCIHOJHUTEIbHOMN
BJIACTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 16 dononnena wacmoto 4.3 ¢ 15 uonsa 2018 2. - @edepanvhuiti 3akon om 4 uonsa 2018 2. N
140-D3

4.3. 3asBuTenb 00s3aH MPEACTABUTH B YIIOJTHOMOYCHHBIH (eepaibHbIil OpraH WCHOTHUTEIBHOM
BJIACTH KOIMIO 3aKIIOYCHUS O COOTBETCTBUU IMPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM
NpaBUJI HaJIeKalled MPOM3BOJICTBEHHON IPAKTHKH B CPOK, HE MPEBBINAIONIMNA CTa BOCHBMHIECCATH
pabouux JqHEH co JTHS MOJIYYCHHUs 3alpoca O €€ MPEIOCTaBICHUN. Y IOJIHOMOYCHHBIN (eiepalibHbI OpraH
UCTIOJTHUTEIILHOW BIIACTH, BBIJABIIMK 3aJjaHWE Ha MPOBEICHHUE SKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA, B
TEYEHUE IMATH PadOYMX JHEH CO JHS MOCTYIUICHHS OT 3asBUTEJsSI KOIUHU 3aKIFOUCHHUS O COOTBETCTBHUH
NPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEeOOBAHUSM TMpaBWJI HAJUICKAIIEH MPOM3BOACTBEHHON
NPaKTUKH, HANpaBJsIeT €€ B JKCIEPTHOE YupexaeHue. B ciyuae HempencTaBlieHHs 3asBUTEICM B
yKa3aHHBIA CPOK KOMHM 3aKJIIOYEHHS O COOTBETCTBUU NPOHM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM MPABUII HA/IJICKAIICH IPOU3BOJICTBEHHOM NMPAKTHKK YIIOJTHOMOYCHHBIH (hefiepalibHbI OpraH
UCTIOJTHUTEIILHOW BIIACTH, BBIJABIIMK 3aJjaHWE Ha MPOBEICHHUE SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TEUeHHUEe MATH pabouyux JHEHW HampapisieT B SKCIEPTHOE YUpEKACHUE YBEJOMJIEHHE O HENPEICTaBICHUU
3asBUTEJIEM KOIHH 3aKJIIOYSHHS O COOTBETCTBHH IPOU3BOAMTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
IpaBWi HaJyUleXkalleil mpon3BOJICTBEHHON NMpakTUKU. Bpemst co qHS HampaBiieHHUs 3ampoca 3KCHEePTHOTro
YUPEKACHUSI B YIOJIHOMOYEHHBIH (he/iepalibHblii OpraH WCIOJHHUTEIBHON BIIACTH IO JTHS TOJTYYCHUS
9KCHEPTHBIM YUPEkKACHUEM KOIHU 3aKIIOYEHUSI O COOTBETCTBUM NMPOU3BOAMUTEINS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSM TPaBWI HAJUICKANIEH TNPOU3BOACTBEHHOW TMPAKTHKH WM YBEAOMIIGHHS O €€
HENpE/ICTAaBICHUU HE YUYUTHIBACTCSA NMPH HCUUCIEHUHM CPOKa MPOBEIEHUS HKCHEPTH3bl JICKApCTBEHHOI'O
CpezcTBa.

5. DOkcnepT mNpH MPOBEACHUU IOPYUYEHHOH €My PYKOBOJIUTENIEM SKCIEPTHOTO YUYpPeXIAEeHUS
9KCIEPTHU3BI JEKAPCTBEHHOTO CPEJCTBA 00s3aH:

1) mpoBecTH TMOJIHOE MCCIEIOBAHUE NPEICTABICHHBIX €My OOBEKTOB, MaTepuaioB, AaTh
000OCHOBaHHOE ¥ OOBEKTUBHOE 3aKIIOYCHHWE IO TIIOCTABJICHHBIM TII€pe]l HUM BOIPOCaM WU
MOTHBUPOBAHHOE 3aKJII0UEHHE O HEBO3MOXKHOCTHU MPOBEIECHUS UM SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPE/CTBA,
€CITM TIOCTAaBJICHHBIE BOIPOCHl BBIXOIAT 3a TPEACTbl CIENUANTBHBIX 3HAHHWA JKCIEepTa, OOBEKTHI
UCCIIEIOBaHUN M MaTepuaibl HEMPUTOJHBI WJIM HEJOCTAaTOYHBI Ul MPOBENEHUS MCCIEJOBAHUN M Jauu
3aKIIOYeHHs OO0 COBPEMEHHBIH YPOBEHb Pa3BHTHS HAYKH HE TIO3BOJISIET OTBETHUTHh Ha IMOCTABJICHHBIC
BOIIPOCHI;

2) He pasriamaTh CBEJCHHS, KOTOPhIC CTAIM €My H3BECTHBHI B CBS3H C IPOBEICHHEM DKCIIEPTH3HI
JIEKapCTBEHHOTO CPEJICTBA, a TAK)KE CBEACHUS, COCTABIIOIINE TOCYAAPCTBEHHYIO, KOMMEPYECKYIO WU
MHYIO OXPaHsSEMYIO 3aKOHOM TaliHy;

3) obecreunTh COXPaHHOCTD MPEACTABICHHBIX 00BEKTOB UCCIET0BAaHUNA U MaTEPUATIOB.

6. DKCepT HE BIIPABE:

1) mpOBOAUTE 3KCIEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOpAIIEHUIO0 HEMOCPEICTBEHHO K HEMY
OpraHu3anyii WM GU3NIECKUX JINII,

2) caMOCTOSITENTbHO COOMPATh MaTepUabl I IPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTBA;

3) MPOBOAMTH AKCIIEPTH3Y JIEKAPCTBEHHOTO CPECTBA B KAYECTBE HETOCYIAPCTBEHHOTO IKCIIEPTA.
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7. B ciydae HEOOXOIMMOCTH OKCIEPT BIpPaBe XOJAaTaliCTBOBATh TNEPel PYKOBOJHUTEIIEM
AKCIEPTHOIO YUPEXKIECHUS O MPUBJIECUEHUH K IPOBEACHUIO IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJCTBA JPYTUX
3KCIEPTOB.

8. KaxpIit sKcrept, BXOASIIUM B COCTaB KOMUCCHH 3KCIIEPTOB, KOTOPOU MOPYUYEHO IPOBEICHUE
SKCHEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCHUMO M CaMOCTOSITEIIBHO HPOBOIAUT HCCIEAOBAHMS,
OLIGHUBAET PEe3yJIbTaThl, MOJYYCHHbIE MM JIMYHO U JPYTUMH JKCHEpTaMu, U (POPMYIHPYET BBIBOJBI
OTHOCHUTEJIBHO IIOCTABJIIEHHBIX BOIIPOCOB B MPEAEIIAX CBOMX CHEUAIbHBIX 3HAHUM.

9. Pe3ynbTaThl 3KCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA O(GOPMIISIIOTCS 3aKIIOYEHHUEM KOMHCCUU
JKCIEPTOB. B 3aKil0YeHHMH KOMHUCCHH SKCIEPTOB YKAa3bIBAIOTCS IEPEUYEeHb HCCIEIOBaHUM, 00BEM
MPOBEICHHBIX KaX/IbIM dKCIIEPTOM HCCIICAOBAHUH, YCTAHOBICHHBIC KXK/IBIM M3 HUX (DaKThl M C/ICTaHHBIC
B PE3yJbTaTe UCCIEAOBAHUN BBIBOJABL. JKCIEPT, MHEHHE KOTOPOrO HE COBIAJAET C PEUICHUEM KOMHUCCHUU
IKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHHE B MUCBMEHHOU (opmMe, KOTOpoe MprUoOIIaeTcsl K 3aKII0UEeHUI0
KOMHCCHH 3KCIIEPTOB.

10. DxcnepTbl, BXOAAIIME B COCTaB KOMMCCHUH, MPEAYNPEKIAIOTCSI OO0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3akoHOJaTelbcTBOM Poccuiickoil ®enepauuu 3a Aady 3akIIOUYEHHUS, COJEPKAILEro
HE0OOCHOBaHHbIE WU QaibCU(ULIMPOBAHHBIE BHIBOBI, O YEM OHM JIAIOT IOJIHUCKY.

11. Onpenenenue ypoBHs MpodhecCHOHATBFHOM MOATOTOBKH KCIIEPTOB M aTTECTAlMs UX Ha MPaBo
IPOBEICHUS] DKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIIIOTCS IKCIEPTHO-KBATH(PHUKAIIMOHHBIMH
KOMUCCHSIMH B TIOPSZIKE, YCTAHOBIEHHOM COOTBETCTBYIOILIUM YIIOJIHOMOUYEHHBIM (heepaabHbIM OpraHOM
UCTIOJTHUTEIIEHOW BJIACTH. YPOBEHb MPO(GECCHOHATBHON MOATOTOBKU JKCIEPTOB MOMICKUT TEPECMOTPY
YKa3aHHBIMU KOMHUCCHUSIMH HE PEXKE YeM OJMH pa3 B IATH JIET.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrovim 3akoHom om 22 Oexkabps 2014 o. N 429-@3 uacme 12 cmamvu 16 nHacmosweco
DedepanvbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm yacmu 6 npedvloyueti pedaKyuu

12. IlpaBuna mpoBeleHUS SKCIEPTU3bl JEKAPCTBEHHBIX CPEICTB U OCOOEHHOCTH SKCHEPTH3bI
OTJIENbHBIX BUJOB JIEKAPCTBEHHBIX IpemnapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IpEenapaTos,
BOCIIPOM3BEJCHHBIX JICKAPCTBEHHBIX IpernapaTroB, OMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB,
OroaHanoroBbix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpenaparoB (OMOAHANOroB), T'OMEONAaTHYECKUX
JIEKapCTBEHHBIX IPENnapaToB, JEKapCTBEHHbIX PACTUTENIbHBIX MPenapaToB, KOMOMHAIMN JIEKapCTBEHHBIX
npenaparoB), (OpPMbI 3aKJIFOUEHUH KOMHUCCHM OJKCIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIOJIHUTENIBHON BIACTH.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 16 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 dexabpa 2014 o. N 429-@3 cmamvs 17 nacmosawezo Dedepanbrozo
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuny ¢ 1 uons 2015 2.

Cm. mexkcm cmamuu 8 npeodvioyujel peoaxKyuu
Craresn 17. Ilomaya W pacCMOTpEHHME 3asBIIEHHS O TOCYJapCTBEHHOM PErMCTpaluu
JIEKapCTBEHHOTI'0 IIpernapara /i BETEpUHAPHOTO PUMEHEHUS

1. Jns rocynapCTBEHHOH perucTpaluy JIEKapCTBEHHOro Ipernapara JUisi BeTEepUHApPHOIO
OpUMEHEeHHUs pa3pabOTYMK TaKoro JIKApCTBEHHOIO IIpernapara WM YHOJIHOMOYEHHOE MM JIpyroe
IOpUAMYECKOE JIMIO (Jajiee B HACTOSILEH CTaTbe - 3asBUTENb) IPEACTaBISET B YHOJHOMOYEHHBIN
denepanbHBI OpraH HCHOJHUTEIBHOM BIACTH, OCYLIECTBISIOMIMNA TOCYIAPCTBEHHYIO PETHUCTPAIUIO
JIEKapCTBEHHBIX MPENaparoB JJIsl BETEPUHAPHOTO MIPUMEHEHUs, B 3JIEKTPOHHOHN (hopMe 1iin Ha OyMa)kHOM
HOCHTEJIE 3asBJIEHUE O IOCYJAapCTBEHHOW PErMCTpAallMy JIEKapCTBEHHOI'O Ipenapara JUisi BETEPUHAPHOTO
NPUMEHEHHUS, a TaKXkKe B MOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (pesiepabHbIM
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OpraHOM HCIIOJHHUTEIBHONW BJAcTH, B 3JEKTPOHHOU (hopMe mwid Ha OyMaKHOM HOCHUTEJE HEOOXOIMMBbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMUPYETCSI PETHUCTPAllMOHHOE I0ChE Ha JIEKAPCTBEHHBIA mpemapar Jis
BETEPUHAPHOTO MPUMEHEHHUS.

2. B 3asdBiIeHNH 0 TOCYJApCTBEHHOM pEerucTpanyy JIEKapCTBEHHOrO Mpernapara Juisi BETEpUHAPHOIO
MPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMeHOBaHHE U AJIPEC 3asIBUTEINS, pa3padOTUUKa U IPOU3BOAUTENIS JIEKAPCTBEHHOTO MIpenapara
JUIsL BETEPUHAPHOIO MPUMEHEHHs M aJpec MecTa OCYIIECTBICHHUS MPOU3BOJCTBA JIEKAPCTBEHHOTO
npenapara s BETEPUHAPHOIO NPUMEHEHHUs (B ClIydyae HaJIM4Yus HECKOJBKHUX YYAaCTHMKOB IIpolecca
MIPOU3BOJICTBA HEOOXOAUMO yKa3aTh KaXJI0Tr0 U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOTO MperapaTa JijIsi BETEPUHAPHOTO MPUMEHEHUS (MEXKIyHApOIHOE
HENaTeHTOBAaHHOE, WK IPYIIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

3) nepedeHb EHCTBYIOIIMX U BCIIOMOIATEIbHBIX BELIECTB, BXOSAIINUX B COCTaB JIEKAPCTBEHHOI'O
npernapara Jisi BETEpUHAPHOTO IPUMEHEHUS, C YKa3aHUEM KOJIMUYECTBA KaX/I0Tr0 U3 HUX;

4) nexapctBeHHas (opma, MO3MPOBKA, CIIOCOOBI BBEICHHS W IPHUMEHEHHS, CPOK T'OJHOCTH
JIEKapCTBEHHOT'O Ipernapara Jisi BETepUHAPHOTO MPUMEHEHUS;

5) papmakoTepaneBTHUECKAsl FPYIIa;

6) HEOOXOAMMOCTh IPUMEHEHHUSI YCKOPEHHOU MPOLEAYPhl IKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYIapCTBEHHOM pEerucTpalyy JIEKapCTBEHHOTO Ipernapara;

7) KOIUH TOKyMEHTOB, OATBEPKAAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOLUINHBI:

a) 3a MPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTH3bl OTHOILEHUS
O’KHJJaeMOM TOJIB3bI K BO3MOXXHOMY PUCKY MPUMEHEHHS JIEKApCTBEHHOTO Ipernapara Ui BETepHHAPHOTO
MPUMEHEHUS MIPU €r0 TOCYAapCTBEHHOM pPEruCTpallui;

0) 3a BbIIauy PETUCTPALIMIOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara;

Undopmarust 06 n3MEHEHHSX:

DedepanvHvim 3axkonom om 13 urona 2015 o. N 241-D3 6 nynkm 8 uacmu 2 cmamou 17 Hacmoswe2o
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUS

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
8) HamMuue corjacusi, MPeayCMOTPEHHOTO 4YacThi0 7 HACTOSIIEH CTaThbU, €CIM C MOMEHTa
peructpanuu pe)epeHTHOTO JICKApCTBEHHOTO Mpernapara JJisi BETePHHAPHOTO IPUMEHEHUS TIPOIILIO MEHEee
YeM IIECTh JIeT.

Wndhopmarus 06 n3MEHEHHSX:
Yacmo 3 usmenena c 1 sneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio
3. PeructpanonHoe 10che B LENSIX IKCIEPTU3BI JIGKAPCTBEHHOTO Mpemnapara A BETepUHAPHOTO
npuMeHeHus HopMHUpyeTcs U3 CAeAYIONINX JOKYMEHTOB U CBEJICHUI:

Wndhopmarus 06 n3MEHEHHSX :
Ilynkm I usmenen c 1 aneapsa 2021 2. - @edepanvuviii 3akon om 27 dekabpsa 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
1) cBeneHust O Jare MPENOCTABICHUS M PETHCTPAIIMOHHOM HOMEpE JHIICH3UM Ha MPOU3BOJCTBO
JICKAPCTBEHHBIX CPEJACTB, MPEIOCTABICHHOW TPOU3BOJMTENIO0 PETHCTPUPYEMOTO JIEKApCTBEHHOTO
mpernaparta Jisi BETEpUHAPHOTO MPUMEHEHUS, 111 POCCHUICKUX MTPOU3BOIUTEINEH;

Wudopmanust 00 N3MEHEHUSX:
Ilynkm 2 usmenen c 1 angapsa 2021 2. - @edepanvuviii 3akon om 27 dekabpsa 2019 2. N 478-D3

CMm. npedvioyuyro pedaKyuio
2) cBefeHMs O Jare MPEJOCTaBICHUS M PErHCTPAllMOHHOM HOMEpE JIMIIEH3UMH Ha IMPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MPOU3BOAUTENIO (hapMalleBTUYECKON CyOCTaHIIUM, BXOIAIIECH
B COCTaB pErUCTpPUPYEMOro JIEKapCTBEHHOIO Mpenapara s BETEpUHAPHOIO TMPUMEHEHUs, JUIs
POCCUICKUX IIPOU3BOAUTEIICH;
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Wndopmarius 06 H3MEHEHHSX:

Yacmo 3 donoanena nynkmom 2.1 ¢ 15 uwona 2018 2. - @eodepanvruiii 3axon om 4 uonusn 2018 o. N
140-D3
2.1) xomusi JTOKyMEHTa, BBIJAHHOI'O YIOJIHOMOYEHHBIM OPraHOM CTPaHbl NMPOU3BOAUTENS JUIS
KOKJIO0M  NPOU3BOACTBEHHOM  IUIOMIAJKM  PETUCTPUPYEMOIo  JIEKAPCTBEHHOrO  Mperapara s
BETEPUHAPHOTO MPUMEHEHUS M TOATBEP)KIAIONIETO COOTBETCTBUE IPOU3BOJUTEINS JIEKAPCTBEHHOTO
npenapara TpeOOBaHMIM [TPABUIT HAJIEKAIIEH MPOU3BOICTBEHHOW MPAKTHKH, U €T0 TIEPEBOJ] HA PYCCKUI
A3bIK, 3aBEPEHHBbIC B YCTAHOBJICHHOM TIIOPSJKE, a TakKe KOMUS 3aKIIOYEHUS O COOTBETCTBUU
MPOU3BOJUTEINSI JICKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM TMPABUJI HAJUICKAIICH MPOU3BOICTBEHHOM
MPAKTUKH, BBIJAHHOTO YIMOJHOMOYEHHBIM (heJiepaibHbIM OpPraHOM HCIIOJIHUTEIBHON BIACTU JUISI KaXKIIOM
MPOU3BOJICTBEHHON IUIOMIAJKA PETUCTPUPYEMOro JIEKapCTBEHHOIO IMperapara i BETEPUHAPHOIO
NPUMEHEHHUS, J1U00 KOMHS pPEeUIeHHs O MPOBEICHUU WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, MPHUHSITOTO YIOJTHOMOYECHHBIM (heJiepaibHbIM OPraHOM HCIIOJHUTEIBHOW BIIACTH JI KaXKIOU
MPOU3BOJCTBEHHON IUIOMIAJIKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O IpermapaTa Ajsi BETEPUHAPHOTO
MpUMEHEHHUS. YKa3aHHbIC JIOKYMEHTBI MPEJCTABISAIOTCS B Clydae, €Cld IMPOU3BOACTBO JIEKAPCTBEHHOIO
mpernapara ocylecTBiseTcs 3a npeaenamu Poccuiickoit denepanuu;

Undopmarus 06 M3MEHEHHSX:

Yacmo 3 dononanena nynkmom 2.2 ¢ 15 uwnsa 2018 . - @edepanvhuiii 3axon om 4 uons 2018 . N
140-D3
2.2) komus JOKYMEHTa, BBLIAHHOTO YIIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOIUTEINS
(dapManeBTHYECKON CYOCTAaHIINH U IMTOATBEPKAAFOIIECTO COOTBETCTBHUE MMPOU3BOAUTENS (hapMaIeBTUIECKOM
cyOCTaHIIMM, BXOASAIIEH B COCTaB PETUCTPUPYEMOrO JIEKAPCTBEHHOIO IMpemapaTa Ajisi BETEPHHAPHOTO
MpPUMEHEHHUs, TPEOOBAHMSIM TIPABUII HAJAJIEKAIIeH MPOU3BOJICTBEHHOW MPAKTUKH, W €ro IMEepeBOJ] Ha
PYCCKHMI  SI3bIK, 3aBEpPEHHbIE B YCTAaHOBIEHHOM TIOps/IKE, B CIOy4dae, €CId MPOU3BOACTBO
dbapmareBTUUECKON CyOCTaHITUN OCYIIECTBIISIETCS 3a npeenamu Poccuiickoit denepanuu;
3) MpPOEeKT HOPMATHUBHOTO JOKYMEHTa Ha JIeKapCTBEHHBIN TMpemapaT Uis BETEPUHAPHOIO
MIPUMEHEHUS,
4) NOKyMEHT, coaep Kalluii cienyromryo uHpopmanum o GapManeBTHYeCKOW CyOCTaHIIUU WM
dapmareBTUUECKNX CyOCTaHIMSIX, BXOJAIIUX B COCTaB JIGKAPCTBEHHOTO Mperapara Jijisi BETEPHUHAPHOTO
MIPUMEHEHUS:

Wndopmarius 06 n3MEHEHHSX :

THoonynxm "a" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3axon om 2 aszycma 2019 2. N 297-D3

CMm. npedvloyuyro pedakyuio

a) HauMEHOBaHME (papMalleBTMUECKON CyOCTaHIMU, €€ CTPYKTypa, oOuiue cBoiicTBa (mpu
rOCyJJapCTBEHHOM pEerucTpaluu UMMYHOOHOJIOTMUYECKUX JIEKApCTBEHHBIX MTPENapaToB AJs BETEpUHAPHOTO
NPUMEHEHHUS MPEJICTaBISAIOTCS CBEACHMSI O IITaMMe, BKJIIOYas €ro HauMeHOBaHHE, MH(POpPMAaIUIO O
IIPOMCXOXKAECHUH, €0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE ICTIOHUPOBAHMS);

0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJIOTHSI IIPOM3BO/ACTBA C ONMCAHUEM CTAJUN MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTaUAX POU3BOJCTBA;

Wndopmarys 06 n3MEHEHUSAX:
THoonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
r) uHpopMmamus O TnpuMecix (HE TMPEACTABISIETCS TpPU TOCYAapCTBEHHOW perucTpaiuu
MMMYHOOHOJIOTHYECKHX JIEKApPCTBEHHBIX NIPENapaToB Ui BETEPUHAPHOTO IPUMEHEHHS);

Wndopmarnys 06 M3MEHEHUAX:
THoonynxkm "0" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
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n) cnenudukamus Ha  ¢GapMaleBTHUECKYI0 CyOcTaHIMIO (HE  TPEACTaBISETCS TP
rOCyIapCTBEHHOW PETHCTPAIIF MMMYHOOHOIOTHUECKUX JICKAPCTBEHHBIX MPENapaToB il BETEPUHAPHOTO
MIPUMEHEHUS);

€) OIUCaHKNe METOIUK KOHTPOJISl Ka4eCTBa;

Wndopmarus 06 H3MEHEHHSX:
LHloonynkm "xnc" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
) pe3yibTaThl aHaiu3a cepuil (apmaneBTHYeCKOll cyOcTaHUMM (HE MPEICTABISAIOTCS IpH
TOCYJJapCTBEHHOM PErucTpalii MMMYHOOHOJIOTHUYECKUX JICKAPCTBEHHBIX MPENapaToB AJsl BETCPUHAPHOTO
MIPUMEHEHUS);
3) IepeUEHb CTaHAAPTHBIX 00pa3L0B WM BEIIECTB, UCIIOJIb3YEMBIX IIPU OCYIIECTBIEHUN KOHTPOJIS
Ka4yecTBa,;
1) OIIMCaHUE XapaKTEPUCTUK U CBOWCTB yIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;

Wuopmarus 06 H3MEHEHHSIX:
Iloonynkm "x" uzmenen c 13 ascycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
K) JlaHHble O CTa0WIBHOCTH (HE NPEJICTaBISIIOTCS IPU TOCYJApCTBEHHOM perucTpanuu
UMMYHOOHOJIOIMYECKUX JIEKAPCTBEHHBIX MPENapaToB JJIsl BETEPUHAPHOIO IPUMEHEHUS);
JI) CPOK F'OJIHOCTH, YCIIOBUSI XPaHEHMUS;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 5 uzmenen c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 asecycma 2019 e. N 297-D3

CMm. npedvloywyro pedaKyuio

5) ortdyer o0 pe3yinbraTax JOKIMHHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO CpeACTBa s
BETEPUHAPHOTO NPUMEHEHUs, BKJIIOYAIOIIMN ONMCAHME METOOB OINpPEAENEHUS] OCTATOYHBIX KOJINYECTB
JIEMCTBYIOIIEro BeIlecTBa (JICHCTBYIOIIMX BEIIECTB), JOCTHralOIIEro (JOCTUTAlOIUMX) CHUCTEMHOIO
KPOBOTOKAa, B NPOAYKIHMHU >XKUBOTHOTO MPOUCXOXKJIEHHUS IOCJIE€ MPUMEHEHHS TaKOIro JEKapCTBEHHOTO
CpeZCTBa, a TaKXkKe JJOKYMEHTaJIbHOE MOATBEPKICHNE (BaTIMIAUs) YKa3aHHBIX METO/I0B;

6) oruer O pe3yiapTaTax KIMHUYECKOTO HCCIIEIOBaHUsS JIEKAPCTBEHHOrO Ipemnapara s
BETEPUHAPHOIO NMPUMEHEHMSI Y KaXKI0TO BUAA KUBOTHBIX, YKA3aHHBIX B MHCTPYKLHHU IO BETEPUHAPHOMY
IPUMEHEHUIO;

7) TPOEKT HHCTPYKIHMM 10 BETEPUHAPHOMY NPHUMEHEHMIO JIEKapCTBEHHOIO Ipemnapata,
coJieprKalleil caeayoue CBeICHUs:

a) HAaMMEHOBaHUE JIEKApCTBEHHOTO Ipernapara /Ui BETEpPUHAPHOTO MPUMEHEHHs! (MEXIyHapOIHOE
HENaTeHTOBAaHHOE, WM IPYIIUPOBOYHOE, NI XUMHUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) nekapcTBeHHas Gopma ¢ ykazaHHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOT'O COCTaBa JAEHCTBYIOLINX
BEIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTaTENIbHBIX BEIECTB;

B) OIMCAaHUE BHEIIHETO BU/A JIEKAPCTBEHHOTO ITpenapaTa Jijlsl BETEpUHAPHOIO IPUMEHEHUS;

r) hapmakoTepaneBTHUECKas rpyIina JeKapCTBEHHOTO Mpenapara JJis BETEpUHAPHOTO IPUMEHEHUS
WIM yKa3aHHe "TOMEONaTHUYECKHM JIEKapCTBEHHBIN Npemnapar';

n)  ¢dapmakoguHaMuka W (papMakOKWHETHKa (32  HMCKIIOYEHHWEM  (papMaKOKWHETUKH
FOMEONAaTHUECKUX JIEKAPCTBEHHBIX IPENApAaTOB U PACTUTENIBHBIX JIEKAPCTBEHHBIX IPENapaTroB) HIIU
ONKMCaHNe UMMYHOOHOJIOTMUYECKUX CBOMCTB JIEKAPCTBEHHOT'O Iperapara;

€) MoKa3aHusl sl IPUMEHEHMUS;

K) IPOTUBOIIOKA3aHUs U1 IPUMEHEHUS;

3) MepbI IPEJOCTOPOKHOCTHU MPU NPUMEHEHNUU;

M) yKa3aHue BO3MOXHOCTH U OCOOEHHOCTEN NMPUMEHEHUs Y OEpEMEHHBIX )KMBOTHBIX, Y KHUBOTHBIX
B [IEPUOJ JIAKTALlUH, Y TOTOMCTBA KUBOTHBIX;

K) PEeXUM J103UPOBAHHUA, CIOCO0 BBEACHHUS M MPUMEHEHHUA, MpU HEOOXOAMMOCTH BpeMs IpHema
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JICKApCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO IIPUMEHEHU S, TPOJ0KUTEIILHOCTD JICUCHUST;

J1) BO3MOJKHEIE TTOOOYHBIE NEHCTBUS, HEXKEIATEIbHBIC PEAKIIUU MPU IPUMEHEHHUH JICKAPCTBEHHOTO
npernapara Jyisi BEeTepUHAPHOTO TPUMEHEHHST,

M) CUMITTOMBI TIEPEIO3UPOBKH, MEPHI TI0 OKA3aHUIO MIOMOIIY TIPU NIEPEI03UPOBKE;

H) B3aMMOJICHCTBHE C IPYTHMMH JICKAPCTBEHHBIMU TIpenapaTaMu U (WJIH) KOPMaMU;

0) (hopMBI BBIITyCKA JICKAPCTBEHHOTO Mpernapara JJisi BETEPUHAPHOTO IPUMCHCHHS,

1) ykazaHue (mpu HEoOXOIMMOCTH) OCOOCHHOCTEH NeWCTBHS JICKapCTBEHHOTO Iperapara is
BETEPUHAPHOTO MPUMEHECHHSI IIPU TIEPBOM TIPUEME WIIH IIPH €T0 OTMCHE;

Wndopmarus 06 H3MEHEHHSX:
Iloonynkm "p" usmenen c 13 aszycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloyuyio peoakyuro
p) onucanue (Ipu HEOOXOIUMOCTH) NEHCTBUN CIECIHAIKMCTAa B 00JIACTH BETCPUHAPHUH, BIIAJICIbIIA
KUBOTHOTO IIPU HPONYCKE IpHEMa OJHOM WM HECKOJBKHUX J103 JIEKApCTBEHHOrO IIpemnapara Ul
BETEPUHAPHOTO MPUMEHEHHS;
C) CpPOK TOJHOCTM M YyKa3aHME Ha 3alpeT IMPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara ajis
BETEPUHAPHOTO MPUMEHEHHUSI 110 UCTEUYEHUH CPOKA F'OJIHOCTH;
T) YCJIOBUS XpaHEHUS;
y) YKa3zaHHE Ha HEO0OXOJUMOCTb XpaHEHMs JIEKQpCTBEHHOTO MperapaTa Ajisi BETePUHApPHOTO
MPUMEHEHHUS B MECTaX, HEAOCTYITHBIX IS IETEH;
¢) ykazanue (mpu HEOOXOAMMOCTH) CHEIHAIBHBIX MEp MPEeIOCTOPOKHOCTU MPU YHUUTOXKEHUU
HEHMCIIO0JIb30BAHHBIX JIEKAPCTBEHHBIX MPEMApPATOB JJIsI BETEPUHAPHOTO IPUMEHEHHS;
X) CPOKH BO3MO>KHOTO HCITOJIb30BAHUS MPOAYKIUHU KUBOTHOTO MPOUCXOXKACHUS MOCIE BBEACHUS
YKUBOTHOMY JIEKAPCTBEHHOTO MperapaTa JJisi BETepUHAPHOTO TPUMEHEHUS;
11) YCJIOBHUS OTITYCKa;
Y) HAUMEHOBAaHUS U ajJpeca IPOU3BOJCTBEHHBIX IUIOLIAJ0K MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepUHapHOro PUMEHEHHS;
II) HaMMEHOBAaHHWE, aJpec OpraHu3alliy, YINOJIHOMOYEHHOM Jep)kKaTeleM WM BIaJelbLeM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara Ha MPUHATHE MPETEH3UN OT MOTPEOUTENs;
8) MpPOEKTHl MAaKETOB MEPBUYHONW yMAaKOBKH U BTOPUYHOMN YIIAKOBKU JICKAPCTBEHHOTO Mperapara
JUIs1 BETEPUHAPHOTO MPUMEHEHHMS;
9) cnenyromye CBEACHUS O JIEKAPCTBEHHOM IpenapaTe JijIsl BETEpUHAPHOIO IPUMEHEHUS
a) OMUCaHKe U COCTaB JIEKaPCTBEHHOT'O TIperapara Juisi BETepUHAPHOTO MPUMEHEHHUS;
0) onucanue papMaleBTUIECKOMN pa3paboOTKu;
Wndopmarys 06 m3MEeHEHHAX:
TIloonynkm "8" usmenen c 13 aseycma 2019 2. - @eodepanvruiii 3axon om 2 agzycma 2019 2. N 297-D3
CMm. npedvloywyro pedaKyuio
B) OMHMCaHUE Mpollecca MPOU3BOJICTBA U €T0 KOHTPOJIS, MOJNKUCAHHOE B MOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHM C JaCThIO | HACTOAIMIEH CTaThU,
Wndopmarys 06 M3MEHEHUAX:
THoonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvuwiii 3akon om 2 aseycma 2019 e. N 297-D3
CMm. npedvioyuyro pedaKyuio
I') ONHCAHWE KOHTPOJS KPUTUYECKHX CTaauid TPOHW3BOJCTBA W MPOMEKYTOUHON MPOTYKIINH,
MOAMKUCAHHOE B MOPSIKE, YCTAHOBIEHHOM B COOTBETCTBUU C YACThIO | HACTOSIIEN CTAaThU;
Wudopmanust 00 N3MEHEHUSX:
Deoepanvrvim 3akonom om 13 urona 2015 2. N 241-D3 6 noonynkm "0" nynkma 9 uacmu 3 cmamou 17
Hacmosue2o PedepanbHo2o 3aKOHA HECEHbl USMEHEHUS

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxKyuu
) HAaUMEHOBaHHUS M anpeca pa3paboTuvKa, JepKaTells WM BIAJENbla PETUCTPALHOHHOTO
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YIOCTOBEpEHHs]  JIEKAPCTBEHHOI'O  Ipenapara, IMPOU3BOJACTBEHHBIX  IUIOIIAAOK  IPOU3BOAUTEIS
JIEKapCTBEHHOI'0 IpenapaTa JJisi BETEPUHAPHOIO IPUMEHEHHS C YKAa3aHHEM CTaJuil TEXHOJIOIMYECKOIO
npolecca, OCYLIECTBISEMbIX Ha IPOU3BOJACTBEHHBIX IUIOLIAJKAX IPOU3BOAMTENS JICKAPCTBEHHOI'O
npernapara JUisi BETepUHApHOTO MTPUMEHEHHS;

€) (hapmareBTHYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTHUKH;

3) MaTepuaibHbIi OalaHC Ul IPOU3BOICTBA CEPUU TOTOBOTO NMPOJYKTA;

1) OMHMCAaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYIOPOYHBIX CPECTB;

K) TOKyMEHTAIbHOE IMOATBEPKICHNUE (BaTUIAIMs) TIPOLIECCOB U (MJIM) UX OIICHKA;

J) TpeOOBaHUS K KAdyeCTBY BCIIOMOTATENbHBIX BEIIECTB (cepTHU(HKAT, cnenudukanus Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U X OOOCHOBAHUE);

M) QHQJIUTUYECKUE METOAMKH, HCIOIb3yEMbIE I[P OCYILIECTBICHUU KOHTPOJIS KadecTBa
BCIIOMOTaTEIbHBIX BEIIECTB;

H) JIOKyMEHTAJILHOE MOJTBEPKACHUE (BaJHIAINs) aHATUTHICCKAX METOJIUK, UCIOIb3yEeMbIX MPU
OCYILIECTBJICHUH KOHTPOJISI KaUeCTBa BCIIOMOIaTENIbHBIX BEILECTB;

0) uH(pOpMaIus 00 HCIOIB30BAHUU BCIIOMOTATEIBHBIX BEIIECTB YEIOBEUYECKOTO U KUBOTHOTO
IPOMCXOXKICHUS;

n) yrpatuia cuity ¢ 13 aBrycra 2019 r. - @enepanbhblii 3akoH ot 2 aBrycra 2019 r. N 297-®3

Wupopmarus 06 H3MEHEHHSIX:

CMm. npedvloywyro pedaKyuio

p) TpeOoBaHMS K KadecTBY JIEKAPCTBEHHOI'O IIperapaTa Ui BETEPHUHAPHOTO MPUMEHEHUS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIH Mpemnapar u X 000CHOBaHNUE),

C) aHaJUTHYECKUE METOJUKH, HCIOIb3yeMble TMPU OCYIIECTBICHHH KOHTPOJS KadyecTBa
JIEKapCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO PUMEHEHUS;

T) JOKYMEHTAJIbHOE MOATBEPKIACHUE (BAIMIALNS) aHATUTHUECKUX METOJUK, UCIOIb3yEeMbIX MPH
OCYIIECTBIICHINH KOHTPOJISI KA4eCTBa JICKApCTBEHHOTO Tpenapara il BETepUHAPHOTO IPUMEHEHUS;

y) JOKYMEHT, MOJATBEPKIAIONIMHA KayecTBO JIEKAPCTBEHHOIO Ipernapara TpeX MPOMBIIUIEHHBIX
cepuii (MMPOTOKOJI aHaJU3a UM CepTU(UKAT aHAJIN3a), OJIHA CEpUsi KOTOPOro JI0JIKHA COBMAAaTh C cepueit
o0pa3ia JIeKapCTBEHHOT 0 Mpernapara, MolaHHOT0 Ha PETUCTPaltIo;

¢) xapakTepucTuKa NpruMecei;

X) TepeyeHb CTaHAAPTHBIX 00pa3loB, MCIOJIb3YEMbIX MPH OCYLIECTBICHUM KOHTPOJIS KauecTBa
JIEKapCTBEHHOTO Tperiapara Jisi BETEPHHAPHOTO IIPUMEHEHUS;

1) JaHHbIE O CTAaOUIIBHOCTH JIEKApCTBEHHOTO Mpenapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomusi MOKyMEHTa, CojepKamero WHGOpMAIUilo O HAIMYMKA WIM 00 OTCYTCTBUU (HaKTOB
perucTpainmu JEeKapcTBEHHOr0 Ipernapara JUlsi BETEpUHApHOro MpHUMEHEeHMs 3a mpeaenamu Poccuiickoi
®denepannu;

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 13 urons 2015 e. N 241-D3 6 nynkm 11 yacmu 3 cmamou 17 nacmosuezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
11) cornacue B nmucbMeHHOH (hopme, MpeayCMOTPEHHOE HacThio 7 HACTOSILEN CTaThd, B CiIydae
pPETUCTPALIMK BOCIIPOM3BEIEHHOTO JIEKAPCTBEHHOIO IIPENapara;
12) xomusi JOKYMEHTa Ha pPYCCKOM f3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IIOpSJIKE H
MOJATBEP)KJIAIOLIETO TMPAaBOMOYHOCTh 3asBJIEHUS O TOCYJapCTBEHHON pPETUCTPALMU JIEKApCTBEHHOIO
npernapara Jyisi BETEpUHApHOTO MPUMEHEHUS (JI0BEPEHHOCTb);

Wndopmarys 06 M3MEHEHUAX:

Yacmws 3 oononnena nynkmom 13 ¢ 13 aseycma 2019 . - edepanvusiii 3axon om 2 ageycma 2019 e. N
297-D3
TAPAHT:
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PoccuiickuM mpou3BOAUTENSIM UMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IpPENapaToB pa3peraeTcs 110
31 nexabpsa 2022 r. He IpeACTaBIATh B COOTBETCTBUU C IYHKTOM 13 CBeIEHMSI O rOCyJapCTBEHHOM
perucTpanyy reHHO-MHKEHEPHO-MOAU(PUINPOBAHHBIX OPraHU3MOB, MIPEJHA3HAYCHHBIX Ul BBIIYCKA B
OKpY’KaIOIIyI0 Cpeay, MPH TOCYAAPCTBEHHOW PETrUCTPAllii MMMYHOOHOJIOTHUYECKUX JIEKApCTBEHHBIX
IIpernapaToB I e BETEPUHAPHOTO IIPUMEHECHHUS, HOJY4YEHHBIX © IIPUMEHEHUEM
T€HHO-UHXEHEPHO-MOAN(DUITUPOBAHHBIX OPTAaHU3MOB WIJIH COJICPKAIIUX TAKUE OPTraHU3MbI
13) cBemeHuss O TOCYJAapCTBEHHOW PpEruCTpalud TI'e€HHO-HMHXEHEPHO-MOAM(PULINPOBAHHBIX
OpraHM3MOB, IIPEJHA3HAUYEHHBIX JUIS BBIIYCKa B OKpYXarollylo cpeay (IpH TocyJapCTBEHHOMN
perucTpalMy JIEKapCTBEHHBIX IpenapaToB JJIsi BETEPUHAPHOIO IPUMEHEHHUs, IOIYy4YEHHBIX C
NPUMEHEHHEM  T'€HHO-UHXCHEPHO-MOAM(DUIMPOBAHHBIX  OPraHU3MOB MM  COJACpXAlIUX  TaKue
OpTaHU3MBI).

Wndopmarius 06 n3MEHEHHSX:
Yacmo 4 usmenena c 13 aseycma 2019 2. - @edepanvuwiii 3axkon om 2 aeeycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

4. Tlpum mpoBeIEHUU YCKOPEHHOH MpOLEayphl IKCIEPTHU3BI JICKAPCTBEHHOTO IIpermapara Jyis
BETCPUHAPHOTO MMPUMEHEHHSI B I[EIISIX €r0 FOCYIapCTBEHHON PErHMCTPalliid BMECTO OTYETa Pa3pabdoT4YHKa O
pe3ynbTarax JOKIMHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO CPEJICTBA IS BETEPUHAPHOTO TPUMCHCHHUS
MOXET OBITh TPEACTaBICH 0030p HayuyHBIX pPadOT O pe3yibTarax JAOKIMHHYECKOTO HCCIICIOBAHUS
pedepeHTHOTO JIGKApCTBEHHOTO IMpemnapara Jjisi BETCPUHAPHOTO MPHMEHEHHWS, a BMECTO OT4YeTa O
pe3yibTaTax KIMHUYECKOTO MCCIICIOBAHMUs JIGKAPCTBEHHOTO Tpernapara JUisi BETCpUHAPHOTO MTPUMEHEHHS
OTYET O pe3yJbTaTax MCCIENIOBaHUNA OMOIKBUBAICHTHOCTH BOCIPOHM3BEACHHOTO JIEKAPCTBEHHOTO
npernapara Jyuisi BETepUHAPHOTO TPUMEHCHHS.

Undopmarius 06 n3MEHEHHSX:
Yacmo 5 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloyuyro peoaKyuio

5. Ha »skcnepTtusy pa3iuyHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOrO JK€ JIEKApCTBEHHOI'O
npenapara Uil BETEpUHAPHOTO IIPUMEHEHMS 3asBHUTEIb IPEJICTABISICT OTICIbHBIE 3asBICHUSA W
pETUCTpaIlMOHHbBIE JOChE HAa KaXyI0 JeKapCcTBeHHYIO ¢opMy. [Ipu ycnoBuM 0THOBpEMEHHOM MoJauu Ha
AKCTEPTU3y OJIHOM JIEKapCTBEHHON (OPMBI C PA3IUYHBIMU JIO3MPOBKOW, KOHIICHTpALUEH, 00BEMOM
3asBUTEIb IIPEACTABIIACT OJHO 3asABICHUE U PETUCTPALMOHHOE [OChE C IPUIIOKEHUEM MAaKETOB
NIEPBUYHOM YITAKOBKHM M BTOPUYHOM ynakoBKH. Ha MakeTax nmepBUYHON yIaKOBKH M BTOPUYHOW YITAKOBKH
YKa3bIBalOTCS BCE MPOU3BOJUMBIE JTO3UPOBKU, KOHLEHTpAIMHM, 00BEMbl M KOJIMYECTBO /103 B YNAKOBKE
JIEKapCTBEHHOIO IIpernapara il BETepUHAPHOTO IPUMEHEHUS.

Wndopmarus 06 n3MEHEHHSX :
Yacmwv 6 usmenena c 1 sneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio

6. B ciyyae HenpezacTaBlieHUs ¢ 3asBJICHUEM O FOCYAApCTBEHHOM PErHMCTpaluy JEKapCTBEHHOI'O
npenapara Juisi BETEpUHAPHOrO NMPUMEHEHHsI JOKYMEHTOB, MOATBEPKIAMOIINX YILIATy TOCYAapCTBEHHOMN
NOLUIMHBI U YKa3aHHBIX B IIYHKTE 7 4acTHU 2 HACTOSILIEN CTAaTbU, CBEACHUM O JIMLEH3UAX, YKA3aHHBIX B
nyHkTax | ¥ 2 yacTu 3 HacTOAIIEH CTaThbU, a TAKXKE BbIIABAEMbIX (IIPEIOCTABISIEMbIX) YIIOJTHOMOYEHHBIMU
denepaabHBIMH OpraHaMU MCIOJHHUTEIbHOM BIACTU JIOKYMEHTOB (CBEJEHMI), yKa3aHHBIX B MyHKTE 2.1
yacTu 3 HACTOALIEH CTaThbd, YIOJTHOMOYEHHBIH (QenepalbHblii OpraH HUCHOJHUTEIbHOM BIIACTH
3arpamBaeT YKa3aHHbIE JIOKYMEHTBI (CBEIEHHUS) B IMOPSAJIKE MEXKBEIOMCTBEHHOTO HH()OPMAIMOHHOTO
B3aUMOJICUCTBUSL.

7. He nomyckaercs HCHOJNb30BAHME B KOMMEPUECKHX LENAX HHPOpPMAIUMM O pe3yibTaTax
JOKJIMHUYECKHUX UCCIEIOBAHNUN JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEAOBAaHUM JIEKapCTBEHHBIX
[IPEnapaToB Ul BETEPUHAPHOIO IPUMEHEHUS, IPEACTaBICHHOM 3asBUTENEM Il TOCYAApCTBEHHOU
pEerucTpanyy JIEKapCTBEHHBIX IpenaparoB, 0e3 €ero corjacus B TEUEHHE MIECTH JIeT C JAaThl
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rOCYJIapCTBEHHOM perucTparuu peepeHTHOro JIEKapCTBEHHOTO npemnapaTa B Poccuiickoit deneparumu.

Wndopmarius 06 n3MEHEHHSX:

Cmamuws 17 oononnena wacmoio 8 ¢ 13 aseycma 2019 2. - @edepanvhwiii 3akon om 2 ageycma 2019 e. N
297-D3
8. Jlep:karenb WM BiIaJielel] PeruCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara Jjis
BETEPUHAPHOTO MPUMEHECHHS IPEJICTABISCT B YIIOJIHOMOYCHHBIN (helepanbHblid OpraH HCIIOJTHUTEIHHON
BJIACTHU OTYET IO pe3yjbTaTaM (papMakoHaA30pa OJMH pa3 B LIECTh MECSIEB B TEUEHHUE JBYX JIET MOCIE
rOCyJIapCTBEHHOW PErucTpaluy JIEKapCTBEHHOro npenapara B Poccuiickoit denepanuu, 3aTemM €KEroIHO
B TEUEHHUE MOCTIEAYIOUIUX TPEX JIET U B aJbHEIIIEeM OJIMH pa3 B TP roja.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 17 HacTosIero d)ezlepanLHoro 3aKOHa

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexaops 2014 2. N 429-D3 naumenosanue cmamou 18 nacmosujezo
DedepanbHoeo 3aKOHA UBNONCEHO 8 HOBOU pedaryuu, ecmynaroujeli 6 cuny ¢ 1 urons 2015 a.

Cm. mexem naumenosanusl 8 npeovioywel peoaxyuu
Cratba 18. Ilomaua u paccMoTpeHHE 3asBICHHS O TOCYJapCTBEHHOW perucrpanuu
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJULUHCKOTO IPUMEHEHUS

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-®@3 uacme 1 cmamou 18 nacmosweco
DedepanbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

1. Jns rocynapCTBEHHOW pETUCTpalMy JICKApCTBEHHOTO Tpenapara il MEIUIUHCKOTO
NPUMEHCHUS FOPUINYECKOE JIMIIO, JCUCTBYIONIEE B COOCTBEHHBIX HWHTEpPECaX WIIU YIIOJTHOMOYEHHOE
MPEJICTaBISITh UHTEPECHl JPYTroro IOPUAMYECKOro JHIa W 3asBiSAIOIee JIEKapCTBEHHBIH MpemapaT Ha
TOCYJTapCTBEHHYIO PETUCTpAIMIO (Jlajjee B HACTOAINICH CTaThe - 3asBUTENb), TPEACTABISIET B
YIOJTHOMOYEHHBIN (hefiepanbHblii OpraH MCIONMHUTEIHLHON BIIACTH, OCYIIECTBISIOMINNA TOCYIapCTBEHHYIO
PETHCTpAIHIO JICKAPCTBEHHBIX MPEIApaToB I MEIUIIMHCKOTO MPUMEHEHHSI, B 3JICKTPOHHOU (hopMe U Ha
OyMa)XHOM HOCHTENe 3asBIIEHHE O TOCYJapCTBEHHOW PETHUCTpallMy JIEKapCTBEHHOrO IMpemaparta s
MEJHMIIMHCKOTO TIPUMEHEHUS, a TaKKe B IOPSJIKe, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM (eaepaTbHbIM
OpraHOM HCTOJHHUTENHHOM BIACTH, B AJIEKTPOHHOW ¢dopMe M Ha OyMa)KHOM HOCHUTEJe HEOOXOIHUMBbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS PErHCTPAIMOHHOE JOChe Ha JIGKAPCTBEHHBIA Mpermapar Uit
MEAUIIMHCKOTO TPUMEHEHHS.

Wndhopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uacme 2 cmamou 18 nacmoswezo
DedepanvbHo2o 3aKOHA UNONCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
2. B 3asgBieHHH O TOCYJapCTBEHHOW PETUCTPAIlMU JIEKAPCTBEHHOTO Mpernapara Ui MEIUIIUHCKOTO
MPUMEHCHUS YKa3bIBAIOTCS:

Wndopmarys 06 M3MEHEHUAX:
Ilynxkm 1 usmenen c 1 snsaps 2018 2. - @edepanvuviii 3axon om 28 dexabps 2017 e. N 425-D3

Cm. npedvloywyio pedakyuro
1) HaumeHOBaHME, aJpec 3asBUTENS W MPOU3BOJUTENS JIEKAPCTBEHHOIO IIperapara Jyis
MEIUIIUHCKOTO NPUMEHEHHUs, CBEeJIeHHsI 00 WX PEerHCTpalMyd B KaueCTBE HAJOIOIUIATENbIINKA B CTpaHe
peructpanuu (s pOCCUMCKUX HOPUIWYECKUX JIMI - WACHTU(PHUKAMOHHBII HOMEpP HaJOTOIIaTeNbIIuKa
(MHH), ans MHOCTpaHHBIX IOPUINYECKUX JIMIL - CTpaHa PErUCTpali, HAUMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, perucTpalMOHHbIA HOMEp, KOJ] HAJIOrOIUIAaTEeNIbIINKA B CTPAHE PErUCTpaliy (MHKOPIOpaLuN) N
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€ro aHaJIor) M apec MecTa OCYIECTBICHHs TPOU3BOICTBA JIEKAPCTBEHHOIO IIpernapara (B cilydae HaJIu4us
HECKOJIbKMX YYaCTHUKOB IIpOllecca €ro IPOMU3BOJACTBA HEOOXOJMMO yKa3aTh KaKJOro YYacTHHKAa B
COOTBETCTBUM C OCYILLECTBIIIEMON CTaJlel IPOU3BOJICTBA);

2) HaMMEHOBAHUE JIEKAPCTBEHHOTO Ipenapara s MEIULIUHCKOIO IPUMEHEHUs (MEXAyHapOaHOE
HEMaTeHTOBAHHOE, UJIM IPYNIHUPOBOYHOE, MIIM XUMUUECKOE U TOPrOBOE HAUMEHOBAHUS);

3) mepeueHb IEHCTBYIOIIMX KU BCIIOMOTATENbHBIX BEIIECTB, BXOASIIUX B COCTaB JEKAPCTBEHHOI'O
npernapara Juisi MEJULIUHCKOTO IIPUMEHEHUS, C YKa3aHUEM KOJIMYECTBA KaXI0Tr0 U3 HUX;

4) nexkapcTtBeHHas ¢GopMa, T03UPOBKA, CIMOCOOBI BBEIACHUS M MPHUMEHEHHUS, CPOK TOJIHOCTH
JIEKapCTBEHHOTI'0 IIpernapara Juisi MEJULUHCKOTO IPUMEHEHMS;

5) (bapmakoTepaneBTUIeCcKas rpynna, KO aHATOMO-TEPANEBTUYECKO-XUMUUYECKOMN
KJaccu(uKaluy, peKOMEHJOBaHHOM BcemupHONH opraHuzanueil 31paBOOXpaHEHUs, 3asBisIEMble
NIOKa3aHus JJ11 NIPUMEHEHUs JIEKapCTBEHHOT' 0 Ipenapara i MEAULIMHCKOrO IPUMEHEHMUS,

6) OTCyTCTBME HEOOXOJMMOCTH MPENOCTAaBICHUS OT4YeTa O pe3yibTaTaX KIMHUYECKOIO
UCCJIEIOBAHMSI, UCCIIEOBaHUsI OMOA3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara, pa3pelieHHOro Uit
MenuIuHcKoro npuMmeHenus B Poccuiickoit denepanyu Oonee ABaaLaTh JIET, ¢ YKa3aHUEM HOPMATUBHBIX
IIPABOBBIX AKTOB, OJATBEPKAAIOIINX JAHHBIA CPOK IPUMEHEHUS;

7) HeoOxXoauMOCTh OGopMIIeHHs paspelleHus Ha BBo3 B Poccuiickyto ®enepannio KOHKPETHOM
NapTUU  3aperuCTPUPOBAaHHBIX W (WJIM)  HE3apEerMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
IIPEIHA3HAYEHHBIX JJIS IPOBEICHMS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B LEISAX TIOCYAAPCTBEHHOU
perucrparuu;

8) HeoO0XOAMMOCTb NPOBEIEHUS SKCIEPTU3bl JOKYMEHTOB, NPEACTaBIECHHBIX Ul ONpE/eieHus
BO3MOXXHOCTH paccMaTpuBaTh JIEKApCTBEHHBIM @permapar il MEIULHUHCKOIO IPUMEHEHHUS MpU
OCYILECTBIICHUH I'OCYIapCTBEHHOM PEerucTpaluy B KayecTBe oppaHHOIo JIEKapCTBEHHOIO IpenapaTa;

9) HEOOXOAMMOCTh MTPUMEHEHHS YCKOPEHHOM MPOIeTyphl SKCIEPTH3bI JIEKAPCTBEHHBIX CPENICTB B
LEJISIX TOCYIapCTBEHHOM PErucTpanyy JIEKApCTBEHHOTO IIpenapara;

10) xonuu JOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYAapCTBEHHOM MOIIJTUHBI:

a) 3a MPOBEJIEHHE SKCIEPTU3bl JOKYMEHTOB, MPEACTaBIECHHBIX JAJS OINpPENeIeHUs] BO3MOXHOCTH
paccMmaTpuBaTh JIEKapCTBEHHBIN Mpenapar Ui MEIUIUHCKOTO TNPUMEHEHUS NpU OCYLIECTBICHUU
roCyJapCTBEHHOM perucTpaniy B KauecTBe OppaHHOTO JIEKapCTBEHHOI' O Mpenapara;

0) 3a MpoBe/leHUE SKCIEPTH3bl KAayeCcTBA JIEKAPCTBEHHOI'O CPEJICTBA U AKCHEPTU3bl OTHOLIEHMS
OKMJAEMOM TIOJIB3bl K BO3MOYKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO IIpenapaTa, pa3pelieHHOro 1Is
MeAMIMHCKOro mpuMeHeHus B Poccuiickoit @enepanuu Oosiee ABaaLATH JIET, NPU OCYIIECTBICHUU
roCy/IapCTBEHHON PETUCTPALUN JIEKAPCTBEHHOTO Mpenapara;

B) 3a IPOBEJCHHE IKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTH3bl OTHOILIEHUS
OKMJAEMOM MOJIB3bl K BO3MOKHOMY PUCKY IMPHUMEHEHHS JIEKApCTBEHHOIO Mpenapara A MEIULMHCKOTO
IPUMEHEHHUS IIPU €ro roCy1apCTBEHHON PETUCTPaLIUH;

I') 3a MPOBEAECHUE HKCHEPTH3bl KAauecTBa JIEKAPCTBEHHOT'O CPEACTBA U SKCIEPTHU3bl OTHOILEHHS
O’KHJJaeMOM TMOJIb3bl K BO3MOKHOMY PUCKY MPHUMEHEHHS JIEKapCTBEHHOTrO Mpemnapara A MEAUIIMHCKOTO
IPUMEHEHUS, B OTHOIIEHHH KOTOpPOTO IPOBEAEHBI MEKIYHApOJHBIE MHOIOLIEHTPOBBIE KIMHUYECKUE
WCCJIEIOBAHMS, YacTh W3 KOTOpbIX IpoBeneHa B Poccuiickoin ®enepanuu, NOpH  OCYIIECTBICHHUH
roCy/apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOT'O MPENapara;

11) Hanmuue coryiacus HPOU3BOJIUTENS JIEKAPCTBEHHOTO Ipemnapara, MPOU3BOACTBO KOTOPOTO
ocyuiecTBisieTcss 3a mpenenamu  Poccuiickonn  ®enepauuy, Ha OPOBEACHHE HMHCIEKTHPOBAHMS
IIPOU3BOUTENIS HA COOTBETCTBHE TPEOOBAHUAM TPaBUIT HAAJIEKAIIEH MPOU3BOICTBEHHOMN MPAKTUKH;

12) Hanuuue cornacus, NpeyCMOTPEHHOIO 4acThi0 18 HAacTOsIIEN CTaThy;

13) ykazaHue BuJa JIEKAPCTBEHHOIO TMpernapara, MpeACTaBIEHHOTO Ha PErHCTpaIUIo
(pedepeHTHBI  JEeKapCTBEHHBIH  NpemapaT,  BOCIPOM3BENEHHBIM  JIGKAPCTBEHHBIM  Iperapar,
OMOJIOTHYECKHI JIEKapCTBEHHBIN Mpernapar, OMoaHaNIoroBblil (0MOMOAOOHBIN) JIeKapCTBEHHBIN Mpenapat
(Omoanasior), roMeonaTHUECKUil IEKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIH pacTUTEIbHBIH Mpenapar).

Wndopmarius 06 H3MEHEHHSX:
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DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-d3 yacmv 3 cmamovu 18 Hacmoswezo
DedepanbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedarkyuu, scmynaroujeil 6 cuny ¢ 1 aueaps 2016 2.

Cm. mexcm wacmu 6 npeovioywierl peoaxyuu
3. PeructpauMoHHOe J0Che Ha JICKApCTBEHHBIN Ipernapar Juisi MEAULUHCKOrO NPUMEHEHUS
peocTaBisieTcs: B hopMe 00IIero TEXHUYECKOTO JOKYMEHTA.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacmv 4 cmamvu 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeli 6 cuny ¢ 1 aueaps 2016 a.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
4. Paznen fOKyMEHTAIlMK aJIMAHUCTPATHBHOTO XapaKTepa BKIIOYAET B ceOs:
1) 3asBIEHUE O TOCYJAPCTBEHHON PErHCTpaIfiy JEKApCTBEHHOTO Mpernapara i MEIUIUHCKOTO
NPUMEHEHHS B DJIEKTPOHHOH opMe U Ha OyMaskHOM HOCHUTEIIE;
2) KOmWIO JIOKyMEHTa Ha PYCCKOM sI3BbIKE€, 3aBEPCHHOTO B YCTAHOBICHHOM IOPSJIKE |
MOJTBEPKIAIOIICTO MMPABOMOYHOCTh 3asBUTEINS I10/IaBaTh 3asBICHHE O TOCYJIApCTBCHHOH pErucTpanuu
JICKapCTBEHHOTO TIperiapara Jyisi MeIUITHHCKOTO MPUMEHEHHUS (IOBEPEHHOCTB);

Undopmarus 06 n3MEHEHHSX:
Ilynkm 3 usmenen c 1 simsaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

3) cBeneHUs O AaTe MPEIOCTABJICHHUS W PETMCTPAIMOHHOM HOMEpE JIMIICH3UM Ha MPOM3BOICTBO
JIEKAPCTBEHHBIX CPEJICTB MJIA CBEICHUS O JIaTe MPEAOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKIIOUCHUS
O COOTBETCTBHUH IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMAM TIPAaBWIJI  HaJJICKAIIEH
MIPOU3BOJICTBEHHON MTPAKTHKH, BBITAHHBIX (TPEIOCTABICHHBIX) YIIOJIHOMOUYEHHBIM (De/IepabHbIM OpPraHOM
MCIIOJTHUTENIbHOM BJIACTU B OTHOILIEHUHU IPOU3BOACTBEHHOH TUIOIIAIKHA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara, B cliydae, €Clid MPOU3BOJICTBO JICKAPCTBEHHOTO Tpemnapara ocyliecTBisercss B Poccuiickoit
denepaunu;

Wndopmarius 06 n3MEHEHHSX :

Ilynkm 4 usmenen c 1 smsaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio

4) KONHIO MPEeAOCTaBICHHON YMOJIHOMOUYEHHBIM OPraHOM CTPaHbl MPOW3BOJUTEINS JULEH3UU Ha
IIPOU3BOCTBO JIEKAPCTBEHHOIO IIPENapara U ee NepeBo Ha PyCCKUN A3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM
MOPSIIKE, a TAKXKE KOIMWIO 3aKIIOYEHHs O COOTBETCTBHUM IIPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TNIpaBUJI HAJUIeKAlle NPOU3BOJCTBEHHOW MPAKTUKH, BBIIAHHOTO YIOJIHOMOYEHHBIM
¢denepanbHBIM OpraHOM HCIIOJIHUTEIbHOM BJIACTH B OTHOUIEHMM MPOM3BOACTBEHHOH IUIOMIAJKU
PETUCTPUPYEMOTO JIEKApCTBEHHOTO Iperapara, WK KOIMUIO PEeIIeHUs YIOJIHOMOYEHHOro (eaepaabHOro
OpraHa HWCIOJHUTEIBHOM BIIACTH O INPOBEICHHHM HWHCIEKTHUPOBAHMS IPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEIACTB, B Clly4ae, €CIIM IIPOU3BOACTBO JICKAPCTBEHHOIO IIpelapara OCYIIECTBIISIETCS 3a IpeAciiaMU
Poccuiickoit ®exneparnuu;

5) MNpOEKT MHCTPYKUMU 10 MEIUIUHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOIO IIpernapara,
COJZIepKaIIEH CIETYIONIUE CBEICHUS:

a) HaMMEHOBaHHE JICKApPCTBEHHOrO Mpemnapata (MEXIyHapOJAHOE HENaTeHTOBAaHHOE, WM
rPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

0) nekapcTBeHHas ¢popMa ¢ ykazaHHEM HaMMEHOBAHUN M KOJMYECTBEHHOT'O COCTaBa JCHCTBYIOLINX
BEIIECTB M KAU€CTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BELIECTB (MpU HEOOXOJUMOCTH KOJUYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

B) OIKMCaHUE BHEIIHEr0 BU/IA JIEKAPCTBEHHOTO Mpenapara Jjs MeIULIUHCKOrO TPUMEHEHNUS;

I') (PU3HKO-XUMHUECKUE CBOIMCTBA (17151 paninodapMaleBTHIeCKUX JIEKapCTBEHHBIX MPENapaToB);

n) GapmakoTepaneBTHUeCKas TpyMNa, KOJ JIEKapCTBEHHOrO Mpenapara JUisi MEAUIIMHCKOTO
NPUMEHEHUS TI0 aHATOMO-TEPANEBTHYECKO-XUMUYECKON KIIacCU(pHUKAIMK, pEKOMEHI0BaHHON BcemupHoit
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OpraHu3aIMen 31paBOOXPaHEHHUS, WM YKa3aHue "TOMEONMaTHYECKHi JIEKapCTBEHHbBIN npenapat”;

e) ¢dapmakoguHamMuKka W (apMaKOKHMHETHKa (32  HUCKIIOYeHHEeM  (hapMaKOKWHETUKU
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U paCTUTENbHBIX JEKapCTBEHHBIX MPENapaToB);

) IOKa3aHMs U1l IPUMEHEHUS;

3) IPOTUBOIMOKA3aHUs JIJIsl IPUMEHEHUS;

1) MEpBI [IPEIOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) yKazaHhe BO3MOXHOCTH M OCOOCHHOCTEHW MNpPUMEHEHHs JIEKapCTBEHHOrO Ipemnapara Aiis
MEIUIUHCKOTO TPUMEHEHUS OCpEeMEHHbIMHM SKEHIIMHAMH, OSKCHIIMHAMH B TEPHOA TPYAHOTO
BCKapMJIMBaHMUsI, IETHbMH, B3POCIIBIMU, UMEIOIIUMU XPOHHUECKHE 3a00JIeBaHNUS;

J) PeKUM JTO3UPOBAHMUSA, CIIOCOOBI BBEACHUS M NMPUMEHEHH, IPU HEOOXOIUMOCTH BpeMs Ipuema
JIKapCTBEHHOTI'O IMpernapaTa A MEAUIIMHCKOTO MIPUMEHEHHUS], IPOIOJKUTENILHOCTD JIGYEHHS, B TOM YHCIIe
y AETEN 0 U TIOCJIE OJTHOrO rofa;

M) BO3MOXKHBbIE HE)KENaTEeJbHbIE pEeaklUUd NpU MPUMEHEHHUU JIeKapCTBEHHOTO Mpernapara ais
MEIUITUHCKOTO IPUMEHEHUS;

H) CUMIITOMBI TIEPEI03UPOBKH, MEPHI IO OKA3aHUIO MIOMOIIU TIPU MEPET03UPOBKE;

0) B3aMMOJIEICTBHE C APYTMMHU JIEKaPCTBEHHBIMU IpenaparaMu U (W) NUIIEBbIMU IPOAYKTAMU;

1) popMBbI BBITYCKa JIEKAPCTBEHHOT'O MIPenapara;

p) ykazanue (Mpu HEOOXOIMMOCTH) OCOOEHHOCTEH NEHCTBHS JIEKapCTBEHHOTO Iperapara s
MEAMIIMHCKOTO MIPUMEHEHHUS MIPH NIEPBOM MPUEME UITU TPU €r0 OTMEHE;

c) ommcaHue (MpH HEOOXOJMMOCTH) ACWCTBUI Bpaua (¢enpamepa) u (WiIM) MaUeHTa NpU
OpOIMyCKe MpueMa OAHOW WM HECKOJbKHX JI03 JIGKQPCTBEHHOTO IIpermapaTta [Uisli MEIULHUHCKOTO
PUMEHEHHUS;

T) BO3MOXKHOE BIIMSHUE JIEKQPCTBEHHOTO TMpemnapara s MEIUIIMHCKOr0 TMPUMEHEHHS Ha
CIIOCOOHOCTB YIIPaBIISITh TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMH;

y) CpOK TOJHOCTM M YyKa3aHHWE Ha 3alpeT MNPUMEHEHHUs JIEKQpCTBEHHOIO Mpemnapara amis
MEAMIIMHCKOTO MPUMEHEHHUS 110 UCTEYEHUH CPOKa FOJIHOCTH;

&) ycnoBus XpaHEeHHUs;

X) yKa3aHWe Ha HEOOXOAMMOCTh XpaHEHMs JIEKapCTBEHHOTO Ipemnapara JUisi METUIMHCKOTO
NPUMEHEHUs B MeCTaX, HeJIOCTYIHBIX JJIS JIeTel;

1) yKazaHue (IMpu HEOOXOJUMOCTH) CIEUUATbHBIX MEP MPEIOCTOPONKHOCTU INPU YHUUTOXKEHUU
HEHCII0JIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHMS;

Y) yCIIOBUS OTITYCKa;

II) HaMMEHOBAaHUS M ajpeca MPOU3BOJCTBEHHBIX IJIOMIAJOK IMPOU3BOAUTEINS JIEKAPCTBEHHOTO
npernapara;

) HaMMEHOBAaHME, aJpec OpraHU3allui, YIOJIHOMOYEHHOM JepXaTeileM WIM BlajeibleM
PEruCTPaliOHHOIO0 YJOCTOBEPEHUsl JIEKApCTBEHHOTO Mpenapara i MEAMIMHCKOrOo IMPUMEHEHUs Ha
HPUHATHE MIPETEH3UI OT MOTPeOUTENs;

6) MHCTPYKIUIO 110 MEIUIUHCKOMY IIPUMEHEHHUIO WIH KPaTKyI0 XapaKTepUCTHKY JIEKapCTBEHHOIO
npenapara, yTBep)KJIeHHbIE B CTpaHe MPOU3BOAUTEIS;

7) POEKTHl MAKETOB MEPBUYHOI YHMaKOBKM M BTOPUYHON YMAKOBKHU JIEKAPCTBEHHOI'O IMpernapara
JUIS. METUITUHCKOTO TIPUMEHEHUS;

8) MpOEKT HOPMATHUBHOW JOKYMEHTAllMM WJIM HOPMAaTHBHOTO JOKyMEHTa Ha JIeKapCTBEHHBIN
npenapar JUisi MEAMIIMHCKOTO TPUMEHEHHs 00 yKa3zaHHe COOTBETCTBYIOIIEH (papMaKkoneitHON CTaThy;

9) nOKyMeHT, cojaep amiuii HHPOPMAIMIO O HATMYUHA WU 00 OTCYTCTBHHU (DaKTOB PETHCTPAIIUU
JIEKapCTBEHHOTO TIperapara Jjsi MeJUIIMHCKOTo IpUMEeHeH s 3a npeaenamu Poccuiickoit denepanuu;

10) Komuu [OKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM MOpSAIAKE M MOJATBEPXKIAOIMUX (hakT
perucTpalnmy JIEKapCTBEHHOI'O TIpenapaTa B MHOCTPAHHBIX TOCYAapcTBaX B KadecTBE Op(haHHOTro
JIEKapCTBEHHOT'0 IIperapara;

11) mnnan ympaBieHUs pUCKaMU Ui OHOJOIMYECKMX JICKApCTBEHHBIX IpernapaTroB JUis
MEAUIMHCKOTO TPUMEHEHHUS;
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12) nmoxkymeHT o cucreMe ¢apMakoHaa30pa JepKaTelis WIM BIaJeliblia PEruCTPallOHHOTO
yIOCTOBEPEHHS JICKAPCTBEHHOT'O Tpernapara;

13) mOKyMEHT, MOJATBEPKIAIOUINI KayecTBO JIEKAPCTBEHHOI'O Mpernapara TpeX MPOMBIIUIEHHBIX
cepuil (MPOTOKOJ aHAIM3a WK cepTU(UKAT aHANIN3a), OJHA CEpHUsl KOTOPOTO JO0JDKHA COBIAAAThH C cepueit
o0Opa3lia JIeKapCTBEHHOrO Mpernapara [uisi MEIUIUMHCKOTO TpPUMEHEHUs, TPEeJCTaBICHHOr0 Ha
rOCYJapPCTBEHHYIO PETHCTPALIUIO.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacmv 5 cmamvu 18 nHacmoswezo
DedepanbHoeo 3aKOHA U3N0ANCEHA 8 HOBOU pedarkyuu, scmynaroujeli 6 cuny ¢ 1 aueaps 2016 a.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
5. Paznmen xummuueckoi, papmaneBTHUECKOH U OMOJIOrMYECKOW TOKYMEHTAllMU BKIIOYAeT B cels
JIOKYMEHTBI, cofiepkamire nHhopManuio o GpapManeBTUYecKoi CyOCTaHIIMU U JIEKapCTBEHHOM IIpernapare
JUIsL MEIMLIMHCKOTO NPUMEHEHHUs, MPOLIECCEe €ro MPOM3BOACTBA M METOAaX KOHTPOJS KauyecTBa, B TOM
YHCIIe:

Wndopmarust 06 M3MEHEHHSX:
Ilynkm 1 uzmenen c 28 dexabps 2019 e. - Dedepanvuwiii 3axon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloyuyro pedaKyuio

1) xomuio JOKYMEHTa, COJAEpXKallero cleaywilyo wuHpopmamuio o dapMmaleBTHIeCKOn
cyOcTtaHuy WM (apMareBTHYECKUX CyOCTaHIMAX, BXOJSIIMX B COCTaB JIGKAPCTBEHHOTO IIperapara, 3a
UCKIIIOYeHHeM HHpopMmanuu o ¢dapMaleBTUYECKUX CYOCTaHLHUAX, BKJIIOYEHHBIX B TOCYAApCTBEHHBIH
peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaThel 34 Hactodero deaepaibHOro 3aKkoHa:

a) HauMeHOBaHue (PpapMaleBTUYECKOI CyOCTaHIIuH, €€ CTPYKTypa, OOIIH1e CBONCTBA;

0) HauMEHOBAaHUE U a/1peC MPOU3BOAUTES;

B) TEXHOJIOTHsI TIPOM3BOJICTBA C OMHCAHUEM CTaJWUN MPOU3BOJCTBA U METOJIOB KOHTPOJS Ha BCEX
CTaUAX MPOU3BOJCTBA;

I') ONKCaHKe pa3pabOTKH Mpoliecca MPOU3BO/ICTBA;

1) OIMCaHNE KOHTPOJISI KPUTUYECKUX CTAUI MPOU3BOICTBA U MPOMEKYTOUHON MPOIYKIIHH;

€) JOKyMEHTaJIbHOE MOATBEPKACHNE (BaTMIaIMs) IPOLIECCOB U (MJIM) UX OLIEHKA;

’K) CBOMCTBA U CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IPUMECEH;

n) crieurdukanys Ha papMalleBTUUECKYIO CyOCTaHINIO U €€ 000CHOBAHUE;

K) aHaJIUTUYECKHE METOJUKH, HCIOIb3yeMble IPH OCYIIECTBIEHUH KOHTPOJS KauyecTBa
(dapmalieBTUYECKOM cyOCcTaHIINN;

J) TOKYMEHTAJIbHOE MOJTBEPXKACHUE (BaTUAALUA) aHATUTUHYECKUX METOAMK, MCIIOJIb3yEeMbIX MPH
OCYILIECTBIICHH KOHTPOJIS KauecTBa (papManeBTHYecKoil cyOcTaHIIMu;

M) pe3yJIbTaThl aHAJIM3a CEPHl (hapMaIleBTUUECKON CyOCTaHIINH;

H) NepeYeHb CTAaHJAPTHBIX 00Pa3llOB MIIM BEIECTB, UCIOIb3yEMbIX PU OCYIIECTBICHHUH KOHTPOJIS
Ka4yecTBa,

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPEACTB;

1) JaHHBIE O CTA0MIIBHOCTH (papMaleBTUYECKON CyOCTaHIUH;

P) CPOK F'OJTHOCTH;

Wudopmanust 00 N3MEHEHUSX:

Yacmo 5 dononnena nynkmom 1.1 ¢ 28 dexabps 2019 2. - @edepanvhuiil 3axon om 27 dexabpsa 2019 .
N 462-D3
1.1) B orHomeHuu ¢dapMaleBTHUECKUX CYOCTaHIMM, BXOASIIMX B COCTaB JIEKAPCTBEHHOI'O
npernapara M BKJIIOYEHHBIX B TOCYAApPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBUHU CO
cratbeil 34 nHactosimero deAepalibHOTO 3aKOHA, - KOMHUS JOKYMEHTa, COAEPKAIIEro CIEIYONIYIO
UH(POPMALIUIO:
a) HauMeHOBaHue (hapMaleBTHUYECKOM CyOCTaHIINH, €€ CTPYKTypa, OOIIHe CBOWCTBA;
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0) HAMMEHOBAHUE M a/IPeC TPOU3BOAUTEIIS;

B) pe3yJbTaThl aHANIN3a cepuid (hapMarieBTHIECKON CyOCTaHIINH;

') CPOK F'OJTHOCTH;

2) JOKYMEHT, COJEpXKalluil CIenyrollue CBEIEHUS O JICKapCTBEHHOM Ipemnapare JUis
MEAMIIMHCKOTO MTPUMEHEHUS:

a) OMMCaHME U COCTaB JICKAPCTBEHHOT'O Mpenapara il MeIUIIMHCKOTO IPUMEHEHUS;

0) omucanue QapmaneBTHYECKON pa3paboTku (0OOCHOBaHME BBHIOOpAa COCTaBa, MEPBUYHOM
YIaKOBKU U UHOTO);

B) TEXHOJIOTHsI TPOM3BO/ICTBA C ONMUCAHUEM CTAJWN MPOU3BOJACTBA U METOJIOB KOHTPOJS Ha BCEX
CTaausIX IPOU3BOJICTBA,

I) ONHWCaHWE KOHTPOJS KPUTHUYECKHX CTaauil Ipolecca IPOU3BOJICTBA U IMPOMEKYTOYHOU
IPOIYKIUH;

1) HAUMEHOBaHHUE M aJpec MEeCTa OCYIIECTBICHHs MMPOU3BOICTBA JEKAPCTBEHHOTO MperapaTa il
MEIUIIUHCKOTO TMpPHUMEHEHHs (B ClIy4ae HaJIM4YUs HECKOJBKMX YYAaCTHHKOB IIpPOIEcca IMPOU3BOCTBA
HEOOXO0IMMO yKa3aTh KaXKJOr0 U3 HUX);

e) ¢apmaneBTUYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTePUCTUKH;

3) MaTepHaIbHBIN OaNaHC U TPOU3BOICTBA CEPHH TOTOBOTO MPOIYKTA;

1) OMUCaHNE XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MaTEPHAIIOB M YKYIIOPOUHBIX CPECTB;

K) TOKyMEHTaJIbHOE MOATBEPKICHNUE (BaTuIaIsl) IPOLIECCOB MTPOU3BOJICTBA U (WJIM) UX OILICHKA;

J) TpeOOBaHUs K KadecTBY BCIOMOTaTelIbHBIX BellecTB (ceprudukar, crneurduxanus Ha
BCIIOMOTaTeJIbHbIE BELIECTBA U UX OOOCHOBAHUE);

M) aQHAJIUTUYECKHUE METOAMKH, HCIOJIb3yeMble TMPU OCYIIECTBICHUHM KOHTPOJS KadecTBa
BCIIOMOTATEIbHBIX BEIIECTB;

H) JOKYMEHTQJIbHOE MOJTBEPKACHUE (BaMIAINs) aHATUTHYECKUX METOJIUK, UCIOIb3yeMbIX MpU
OCYIIIECTBIICHINH KOHTPOJISI KAYEeCTBA BCIIOMOTATEIbHBIX BEIIECTB;

0) uH(opMalus 00 HCMOIb30BAHUU BCIIOMOIATENBbHBIX BEIIECTB YEIIOBEUYECKOTO0 M KUBOTHOTO
POMCXOXKICHUS;

1) nHpopMmanus 00 UCIOIb30BaHUH HOBBIX BCIOMOTaTENbHBIX BELIECTB;

p) TpeOoBaHMS K KadecTBY JIEKAPCTBEHHOTO IIperapara JJjisl MEIUIIMHCKOTO TPHMEHEHHS
(ceptuukar, cnenudukanys Ha JIeKapcTBEHHBIN Mpenapar u uX 000CHOBAHUE);

C) QHATUTHYECKHE METOAMKH, WCIOJIb3yeMble TMPH OCYIIECTBICHHMH KOHTPOJS KadecTBa
JIEKapCTBEHHOT O Npernapara A MEIUIIMHCKOTO IPUMEHEHUS;

T) JOKyMEHTAJIIBHOE TOATBEPKIACHNE (BAIMIANNS) aHAIUTHYECKAX METOJIUK, UCIOIB3yEeMbIX MPH
OCYILECTBIIEHMH KOHTPOJISI KaueCTBa JIEKapCTBEHHOIO IpenapaTa Ui MEAUIUHCKOTO IPUMEHEHHUS;

y) pe3yIbTaThl aHATM30B CEPUI JIEKAPCTBEHHOTO TIperapaTa JUisi MeAMIIMHCKOTO TPHUMEHEHHS,;

&) xapakTepucTHKa puMecei;

X) TepeYeHb CTaHAAPTHBIX 00pa3IOB, HMCIOJIB3YEMBIX IMPH OCYIIECTBICHHH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO IPUMEHEHUS;

1) JAaHHBIE O CTAOMJIPHOCTH JICKAPCTBEHHOTO TIperapara JUisi MeIUIIMHCKOTO TPHUMEHEHHSI.

Wndopmarys 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oexabpa 2014 e. N 429-@3 uwacmv 6 cmamou 18 nacmoswezo
DedepanbHo20 3aKOHA U3NONACEHA 8 HOBOU pedakyuu, scmynarowell 8 cuny ¢ 1 aueaps 2016 2.

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
6. Paznmen dapmakogornueckon, TOKCHKOJIOTHIECKON JOKYMEHTAIIUU BKJIIOYAET B CEOSI OTUETHI O
pe3ylbTaTax JOKIMHUYECKHX HCCIEI0BaHUMN JIEKAPCTBEHHOTO CPEACTBA Il MEAUIIMHCKOTO MPUMEHEHUS,
B TOM YHCIIE:
1) otuet o papMakOIUHAMUIECKIX UCCIICTOBAHMSIX;
2) ot4eT 0 hapMaKOKMHETHIECKUX MCCIICIOBAHUAX;
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3) OTYET O TOKCHKOJIOTHYECCKHUX HUCCIICAOBAHUAX.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3aKOHa 0OnoIHeHa yacmvio 7, scmynarowel 6 cuny ¢ 1 sneapsa 2016 2.

7. Paznmen KJIMHUYECKOW JOKYMEHTAIMU BKJIIOYAeT B ceOsl OTYETHI O pe3yjbTaTaX KIMHHUYECKHX
UCCIIEIOBaHMIA JIEKAPCTBEHHOTO IIperapara Jjsi MeJUIIMHCKOTO IPUMEHEHHsI, B TOM YHCIIE:

1) oTtuersl 00 wuCCIEAOBaHMUSIX OHOJOCTYMHOCTH W OHOSKBHUBAJIEHTHOCTH, HWCCIEIOBAHUSIX,
YCTaHABJIMBAIOUINX KOPPEISIHIO PE3YyIbTATOB, MOJYYSHHBIX B YCIOBHUSX in Vitro u in vivo;

2) oTueThl 0 (papMaKOKUHETUYECKUX HUCCIIECTOBAHUSIX;

3) otyeTsl 0 (hapMaKOAMHAMUYCCKUX UCCIICIOBAHUSX;

4) OTYETHI O KIIMHUYECKUX UCCIEeN0BaHUIX 3(DPEKTUBHOCTH U OE30MTACHOCTH;

5) OTYET O MOCTPETUCTPALIUOHHOM OIIBITE IPUMEHEHUSI (IIPU HATUYUN).

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 cmamusa 18 nacmoswezo DedepanbHoco
3aKOoHa 0ononHeHa wacmoio 8, scmynarowell 6 cuny ¢ 1 saneaps 2016 a.
8. TpeboBanus k 00beMy MHGPOPMAIUH, TIPEIOCTABIIEMON B COCTaBE PETUCTPAIIMOHHOTO JOCKE,
JUISL OTJICIbHBIX BUJIOB JIEKAPCTBEHHBIX MPENaparoB JUIsi MEAUIIMHCKOTO MPUMEHEHUsl YCTaHaBJIUBAIOTCS
YIOJTHOMOYCHHBIM ()e/IepaTbHBIM OPTaHOM HCIIOTHUTEILHOU BIIACTH.

Wupopmarus 06 n3MEHEHHSX:
Yacmos 9 usmenena c 1 mapma 2020 e. - Dedepanvusiii 3axkon om 27 oekaobps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

9. B oTHOIICHNH JICKAPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX JJIS MEAUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit ®enepanuu Oojiee ABaIIATA JIET U B OTHOIICHWU KOTOPBIX HEBO3MOXKHO IPOBEIACHUE
WCCJICIOBAHHU MX OMO3KBUBAJICHTHOCTH (32 MCKIIOYCHUEM OMOJIOTMYECKHUX JICKAPCTBEHHBIX MPENapaToB),
JIOTTYCKAeTCsl BKIIIOUEHUE B COCTaB pasjena (HapMakoIOTHUYECKOW, TOKCUKOIOTHYECKONH JOKYMEHTAIluu U
paszena KIMHUYECKOW JOKYMEHTAIlMM BMECTO OT4eTa pa3paboTuhka O pe3ysibTaTax COOCTBEHHBIX
JTOKJIMHUYECKUX HCCIICIOBAHUHN JICKAPCTBEHHBIX CPEJCTB U KIMHUYECCKUX HCCIICIOBAHUHN JICKAPCTBEHHBIX
IpenapaToB s MEIUIMHCKOTO MPUMEHEHHs 0030pa HayudHBIX paboOT O pe3ynbTarax JOKIMHUYECKUX
WCCJICIOBAHUIA JIGKAPCTBEHHBIX CPEJICTB W KIMHUYECKUX WCCIICIOBAHUMA JIAHHBIX JICKAPCTBEHHBIX
MpernapaToB, B TOM YHCIIE BKIFOUYAs OMBIT UX MOCTPETUCTPALMOHHOTO TPUMEHEHHUS.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamos 18 nacmosweco Dedepanvroco
3akona oononnera wacmoio 10, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

10. TIpu rocyaapCTBEHHOM PErHUCTpaIlMM BOCTPOM3BEACHHBIX JIEKAPCTBEHHBIX IMPENapaToB IJis
MEAMIIMHCKOTO TPUMEHEHHUs JOMyCKaeTcs BKIIOUEHHE B COCTaB paszaena (papMakoIOrHYecKOH,
TOKCUKOJIOTHYECKOM JIOKYMEHTAIlMM W pas3fena KIMHUYECKOW JOKyMEHTAllMd BMECTO OTYeTa
pa3paboTurka O pe3ylbTaTaX COOCTBEHHBIX IOKIMHUYECKUX HCCIICOBAHHUI JIEKApCTBEHHBIX CPEICTB
0030pa Hay4HbIX pabOT O pe3yJbTaTaxX AOKJIMHUYECKHX HCCIENOBaHUM pedepeHTHOTO JIEKapCTBEHHOTO
mpenapaTa W MpeAcTaBlIeHHE BMECTO KIMHMYECKUX HCCIEAOBAHUN B MOJTHOM OOBEME, YCTaHOBJICHHOM
pa3enoM KIMHUYECKON JTOKYMEHTAIMH, OT4YeTa O pe3yJbTaTax HCCICIOBAaHUNM OHOIKBUBAIICHTHOCTH
BOCTIPOM3BEJICHHOTO JICKAPCTBEHHOTO TMpemnapara is MEIUIUHCKOro npumMeHeHus. He TpeOyercs
NpEeJCTaBICHUEe OT4eTa O pe3yJbTaTaX HWCCIeI0BaHUN OHOAKBUBAJIEHTHOCTH BOCIPOU3BEIEHHOTO
JIEKApCTBEHHOIO Tpenapara Jjisi MEAUIIMHCKOTO TPUMEHEHHUS, €CIIM PErUCTPUPYIOTCS BOCIPOU3BEICHHBIE
JIEKapCTBEHHBIC TTPENapaThl AJIsI MEIUIIMHCKOTO TPUMEHEHUSI, KOTOPHIE:

1) mpenHasHa4eHbl N7l MApEHTEPATHHOTO (MOJAKOKHOTO, BHYTPUMBIIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPUIJIA3HOTO,  BHYTPHUIIOJIOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPUKOPOHAPHOTO)  BBEACHHUS U
MPEJICTaBIISIIOT COOON BOJHBIE PACTBOPHI;

2) mpeCTaBISIFOT COO0M PacTBOPHI ISt MEPOPATHLHOTO MPUMEHEHHUS;

3) npou3sBenieHbl B (hopMe MOPOIIKOB UITH JIMOPHIN3ATOB 1JI IPUTOTOBJICHHS pPAaCTBOPOB;
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4) SIBASIOTCS Ta3aMH;

5) SBASIOTCA YIIHBIMU WM TJIa3HBIMH JIEKAPCTBEHHBIMH TpenapaTaMu, IpOU3BECHHBIMU B (hopme
BOJIHBIX PaCTBOPOB;

6) mpeHa3HAYEHBI JJI1 MECTHOTO TPUMEHEHHS U IPUTOTOBJICHHI B (hOpME BOJHBIX PACTBOPOB;

7) MpencTaBIsIOT cOO0I BOJHBIC PACTBOPHI ISl UCTIONB30BaHUS B (hOpPME WHTAISIIUNA C TIOMOIIBIO
HeOynaii3epa WK B Ka4eCTBE Ha3aJIbHBIX CIPEEB, IPUMEHSEMBIX C IOMOIIBIO CXOIHBIX YCTPOMCTB.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 11 usmenena c 22 dexabps 2020 2. - @edepanvhuiii 3akon om 22 dexabps 2020 2. N 444-D3

Cm. npeovloyuyio peoakyuro

11. Jns ciywaeB, yka3aHHBIX B InyHkTax | - 3, 5 - 7 wyactu 10 HacTosiied CTaThH,
BOCITPOM3BE/ICHHBIN JICKAPCTBEHHBIN mpernapar Juisi MEAUIIMHCKOIO TMPUMEHEHHs JIOJDKEH COJEpiKaTh
TaKue K€ BCIIOMOTaTeNbHbIE BEUIECTBA B TaKUX K€ KOJMYECTBAX, KaK U pedepeHTHHIN JIeKapCTBEHHBIN
npenapar. Eciu cocTaBbl BCIIOMOIaTeIbHBIX BEIIECTB PA3IMYAIOTCS, 3aSBUTEIb JIOJDKEH NPEICTABUTH
J0Ka3aTeNbCTBA TOTO, YTO HKCIOJIb3YEeMbI€ B JaHHBIX KOHIIGHTpAIMSIX BCIOMOTAaTelIbHbIC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh M (WiH) 3(PQPEKTUBHOCTh JIEKAPCTBCHHOTO Nperapara isi MEIUIIMHCKOTO
npuMeHeHus. B ciydae, eciu 3asgBUTENh HE MOXKET MPEACTABUTh TaKUE JOKA3aTeNbCTBA U (M) HE HUMEET
J0CTylla K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH IPOBECTU COOTBETCTBYIOIME HCCIIEJOBAHMS JUIS
JIOKA3aTeNbCTBA OTCYTCTBHSI BIUSHUS Pa3HBIX BCIIOMOTATENbHBIX BELIECTB WM BCIOMOTAaTEIbHBIX
YCTPOUMCTB Ha Oe30macHOCTh W (WiH) 3()PEKTUBHOCTH JIGKAPCTBEHHOTO Tperapara Jjisi METUIIHHCKOTO
MPUMEHEHHUS B COOTBETCTBUU C aKTaMH, COCTABISIONIMMU MpaBo EBpa3uiickoro 5KOHOMHYECKOTO COI03a.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezco Dedepaivroo
3aKoHa dononnena yacmoio 12, ecmynaroweti 6 cuny ¢ I sneaps 2016 e.

12. TIlpu TrOCYIapCcTBEHHOM perucTpalud KOMOWHAIuil  paHee  3aperUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB sl METUIIMHCKOTO TPUMEHEHHUS JI0MTYCKAETCs BKJIIFOYEHHE B COCTAB pasjiesa
dbapMaKoIOTHYECKOW, TOKCHUKOJIOTHYECKOW OKYMEHTAllMd W pa3fena KIMHUYECKOW JTOKyMEHTAIHH
BMECTO OT4Ye€Ta pa3paboTyuka O pe3yJbTarax COOCTBEHHBIX JOKIMHUYECKUX  HCCIICIOBAHUM
JICKapCTBEHHBIX CPEICTB 0030pa Hay4yHBIX paboOT O pe3ynbTaTaX JOKIMHUYECKUX HCCIeIOBaHUN
pedepeHTHBIX JICKAPCTBEHHBIX TIPENapaTroB, BXOISAMIMX B COCTaB KOMOWHAIMHM JICKApPCTBEHHBIX
IpenapaToB, U 00 OTCYTCTBHH WX B3aUMOJICHCTBUS B OJIHOM JIeKapCTBEHHOMN (hopMe.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamosa 18 nacmosweco PedepanvbHoco
3akoHa dononnena yacmoio 13, ecmynaroweti 6 cuny ¢ I sneaps 2016 e.

13. Ha »skcmepTusy pa3iuYHBIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKaPCTBEHHOTO
npenapara Juisi MEIMIIMHCKOTO TIPUMEHEHUs 3asBUTENb TMPEJCTABIsE€T OTACTbHBIC 3asBICHUS U
pPETUCTpallMOHHBIC TOChE Ha KKIYIO JeKapcTBeHHYIO (opmy. [Ipu ycraoBuu 0oAHOBpEMEHHON MOJa4YH Ha
AKCTEPTU3y OJIHOM JIEKapCTBEHHON (OPMBI C PA3TUYHBIMU JIO3MPOBKOW, KOHIICHTPAIMEH, 00HEMOM
3asBUTENb MPEJICTABISAET OJTHO 3asBJIEHUE U PETMCTPALMOHHOE JJOChE C MPUIIOKEHUEM MAKETOB YIAKOBOK
Ha KOKIYIO JO3UPOBKY, KQKIYI0 KOHIICHTPAINIO, KaXIbIH 00bEM M KaXK10€ KOJTHMYECTBO /103 B YIIAKOBKE.

Wndopmarys 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroo
3aKoHa dononnena wacmoio 14, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
14. Tlpu rocymapCTBEHHOW perucTpanuud Op¢aHHOTO JIEKAPCTBEHHOTO IMpermapaTa 3asBUTEINb
IpEeJICTaBISIeT HHPOPMAIIHIO, HEOOXOAMMYO JIIsi (POPMUPOBAHHS pa3jieia KIMHHYECKON JOKYMEHTAIINH, B
00Beme, YCTAaHOBJICHHOM YTIOJTHOMOYEHHBIM (he/IepalTbHBIM OPTaHOM HCITOJTHATEIBHOUW BIIACTH.

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroo
3aKoHa dononnena wacmoio 15, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
15. IIpu perucrpanuu OHOJIOTUYECKOTO JIEKAPCTBEHHOI'O IMpernapara, MOJy4YeHHOTO U3 KPOBH,
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I1a3Mbl KPOBH YEJIOBEKa, B COCTaBE PErMCTPAlMOHHOTO JO0ChE€ Ha JIEKapCTBEHHBIN MpemapaTr yis
MEIUIIUHCKOTO IPUMEHEHHUS JOJKHBI ObITh MTPECTABICHBI TOTIOJIHUTENBHO:

1) B pasmene [OOKyMEHTalMM aJIMUHUCTPATUBHOTO XapakTepa JOKYMEHT, CoAep Kailuit
uHpOpMaLKIo 0 cyObeKkTax oOpalieHus JOHOPCKOW KPOBU M (MJIM) €e KOMIIOHEHTOB, O TOM, Ize Oblia
OCYIIleCTBJIEHA JOHaIMs (KpoBH M (WiIM) TUIa3Mbl KPOBHM), a TaKXke JaHHbIE 00 WH(EKIIMOHHBIX
3a00J7IeBaHNAX, TEPENAIOUINXCS MapeHTePAIbHBIM IyTeM, HHpopManus o cyObekTax oOpamieHus
JOHOPCKOM KpOBM U (WJIM) €€ KOMIIOHEHTOB, B OTHOUIEHHMHM KOTOPBIX OCYILIECTBISIETCS KOHTPOJIb
JIOHOPCKOW KPOBU U (MJIH) €€ KOMIIOHEHTOB;

2) B pazzene XUMUYecKo, (hapmarieBTHUeCKOi 1 OMOJIOTUYECKON TOKyMEHTAllUU:

a) KpUTEpUHU U CIIOCOOBI 0TOOpa, TPAHCIOPTHPOBAHUS U XPAHEHUSI JOHOPCKOW KpOBU U (MIH) ee
KOMIIOHEHTOB;

0) pe3yabTaThl HCCIEAOBAHNN OTOOPAaHHBIX JTOHOPCKOW KPOBH U (MJIHM) TUTa3Mbl KPOBH U ITYJIOB HA
Hanuuue Bo3OyauTeneil uH@eKuui, BKIOYas UHGOpMaLKI0O 00 HCHOJB30BAaHHBIX METOIUKAX
UCCIICIOBAaHUI M B Cllyyae MCCIEAOBAaHHUS IYJOB IUIA3Mbl KPOBH PE3yJIbTaThl JOKYMEHTAJIHHOTO
MOJTBEPKICHUS (BaJIMJAINH ) UCIIOIB30BaHHBIX METOUK;

B) TEXHHUYECKUE XapaKTEPUCTUKU YITAKOBKH JUII 0TOOpa JOHOPCKOW KPOBH U (WJIN) TIa3MBI KPOBH,
BKJItOUasi ”HGOpMaIUio 00 UCTIOIB30BAHHBIX PACTBOPAX AHTUKOATYJISTHTOB.

Undopmarust 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmosweeco Dedepanvroo
3aKoHa dononnena yacmoio 16, ecmynaroueti 6 cuny ¢ 1 sneaps 2016 e.
16. Knuanueckue ucclieoBaHUs JICKAPCTBEHHOTO IMpernapaTa il MEIULMHCKOTO MPUMEHEHHS B
LUEsIX €ro TOCYJapCTBEHHOM perucrpanuu npoBoudarcss B Poccuiickon @Peaepanuu B HOPSIKE,
YCTAaHOBJIEHHOM cTaTbsimu 38-44 Hactosdmero ®PenepasbHoro 3akoHa. OTYeT O MPOBEACHHBIX
MCCJICIOBAHMSX BKIIIOYAETCS B COCTaB pasjiesia KIMHUYECKOW JTOKYMEHTAIIMU PETUCTPAIMOHHOTO JI0ChE Ha
JIEKApCTBEHHBIM Npenapar Ajii MEIULUHCKOTO MNpUMEHEHMs. JIisi JeKapCTBEHHBIX MpenapaToB IS
MEJUIIMHCKOTO TPUMEHEHUs, B OTHOIIEHWU KOTOPBIX B pe3yJbTaTe€ OSKCHEPTH3bl JTOKYMEHTOB,
MPEACTABICHHBIX I ONpPENENeHUs BO3MOKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM mpenapar A
MEIUIIMHCKOTO MPUMEHEHUsI B KadyecTBe OpQaHHOTO JICKApCTBEHHOTO Ipernapara, Takas BO3MOXHOCTH
NpPU3HAHA W B OTHOIIEHUH KOTOPBIX MPOBEAEHbl KIWMHUYECKHE WCCIEAOBaHUS, BBINOJIHEHHBIE 3a
npenenamu Poccuiickoit denepaiiuy B COOTBETCTBUY C MPaBUIaMH HaJyIexKalleld 1a00paTopHOi MPaKTUKU
W TpaBUJiaMy  HaJJeXalled KIMHUYECKOM MpaKTUKH, JOIMYCKAaeTCsd BKIIOUEHHE B COCTaB paszjena
KJIIMHUYECKOU TOKYMEHTAIIMH BMECTO OTUETa O pe3yJibTaTax KIMHUYECKUX MUCCIIEI0BAHU JIEKAPCTBEHHOTO
npenapara s MEIUUMHCKOro NpUMEHEeHUus, npoBeneHHbIXx B Poccuiickoit ®denepanuu, otuera o
pe3ysibTaTax KIMHUYECKUX MCCIIEIOBAHUM, BBITTOJTHEHHBIX 32 NpenenaMu Pocculickoit denepanuu.

Wndopmarys 06 m3MEeHEHHUAX:
Yacmo 17 usmenena c 1 ausapsa 2021 2. - @edepanvhuiii 3axon om 27 oexaops 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

17. B cnyuae HempeAcTaBIEHUS C 3asiBICHUEM O TOCYAapCTBEHHOW PETUCTPAIlMHU JIEKAPCTBEHHOTO
nperapara Juisi MEAUIIMHCKOTO MPUMEHEHHS TOKYMEHTOB, IMOATBEPIAMOIINX YIUIATY TOCYAapCTBEHHOM
NONUIMHBl W yKa3aHHBIX B nyHkTe 10 wactm 2 HacTosmed cTaThd, a TaKXkKe BBIJABAEMBIX
(IpeAoCTaBIISIEMBIX ) YIIOJTHOMOYCHHBIMU (e iepaTbHBIMU OPTaHAMHU UCTIOTHUTEIIBHOM BJIACTH JJOKYMEHTOB
(cBenmeHui), yKa3aHHBIX B MyHKTax 3 ¥ 4 dacTu 4 HACTOAIIEH CTaThH, YIIOJHOMOUYEHHBIA (enepanbHbIi
OpraH WCIIOJIHUTEIIBHON BJIACTH  3alpalliBacT YKa3aHHBIC JIOKYMEHTHI (CBEICHHUS) B IOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMO,1EHCTBUSI.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 dexabpa 2014 o. N 429-@3 cmamvs 18 nacmosawezo Dedepanvrozo
3akoHa dononnena wacmoio 18, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

18. He nmomyckaeTcst HCIOJNIBb30BaHHE B KOMMEpPYECKHUX LENIAX HHPOpPMALUU O pe3yibTaTax

JOKJIMHUYECKUX HCCIIEOBAaHUM JIEKAPCTBEHHBIX CPEACTB U KIMHUUYECKUX HCCIEIOBaHUN JIEKapCTBEHHBIX

22.11.20222 Cucrema TAPAHT 47/141


http://ivo.garant.ru/document/redirect/70826338/1105
http://ivo.garant.ru/document/redirect/70826338/42
http://ivo.garant.ru/document/redirect/71473446/1000
http://ivo.garant.ru/document/redirect/73355371/823
http://ivo.garant.ru/document/redirect/77691569/1817
http://ivo.garant.ru/document/redirect/70826338/1105
http://ivo.garant.ru/document/redirect/70826338/42

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

IpernapaToB Uil MEIUIMHCKOTO TMPUMEHEHHs, MPEACTAaBICHHONW 3asgBUTENEM [UIsl TOCYJapCTBEHHOM
perucTpanuu JIEKapCTBEHHOTO TIperapara, 0e3 ero corjacuss B TEUYEHHE INeCTH JIeT C JaThl
roCyAapCTBEHHON perucTpanuu peepeHTHOro JeKapcTBEeHHOTo npemnapara B Poccuiickoit denepanuu.

Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroco
3akoHa oononnena yacmoio 19, ecmynaroweti 6 cuny c 1 sneaps 2016 e.

19. JlepkaTenb UM BiaJeNel] PETUCTPALMOHHOIO yIOCTOBEPEHHsI JIEKAPCTBEHHOIO IMpernapaTa Ha
OMOTEXHOJIOTHYSCKHUI WU Op(aHHBIA JIEKAPCTBEHHBIN MpernapaT 00s3aH MPEAOCTaBIsITh HAa BO3ME3THOM
OCHOBe 00pa3libl pepepeHTHOro JIEKApCTBEHHOTO Mpernapara 3asiBUTENAM JUIsl TPOBEACHHS KIMHUYECKUX
uccnenoBanuii. CtoumMocTs oO0pa3na pedepeHTHOro JEKapCTBEHHOTO Ipernapara, BKIIOUYEHHOTO B
nepeyeHb KU3HEHHO HEOOXOIUMBIX U BaXXHEHMIIMX JIEKAPCTBEHHBIX MpernaparoB, HE JOJDKHA MPEBBIIIATH
3apEruCTPUPOBAHHYIO TIPEICIBHYIO OTIYCKHYIO IIEHY Ha pedepeHTHBIN JIeKapCTBEHHBIN Mpernapar HUiu
I[EHY Ha JICKapCTBEHHBIH MpernapaT B CTpaHe MPOU3BOAUTEIS.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezco Dedepaivroco
3akoHa donoanena yacmoio 20, ecmynaroueti 6 cuny ¢ 1 sneaps 2016 e.
20. 3asBieHHE O TOCYIAPCTBEHHON PEruCTpali BOCTIPOU3BEICHHOIO JIEKAPCTBEHHOTO Iperapara
JUISE MEIUIMHCKOTO TPUMEHEHHUS MOXKET OBITh IOJaHO B YIIOJHOMOYEHHBIM (eaepasibHBI OpraH
UCIIOTHUTENIbHOM  BJAacTH, OCYUIECTBISAIOIIMNA TOCYAAPCTBEHHYIO  PETHUCTPALUMIO  JIEKAPCTBEHHBIX
MpenaparoB, MO MCTEUCHUH YETHIpeX JIET C JaThl TOCYJApPCTBEHHON perucTpanuv pePepeHTHOro
JeKapcTBEHHOTro npemnapara B Poccuiickoit deneparuu.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezco Dedepanvroco
3akoHa dononnena yacmoio 21, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

21. 3asBneHMe O TOCYJapCTBEHHOH  perucrpaunu OuoaHasoroBoro (6nomomo6HOTro)
JIEKapCTBEHHOTO TIpenapara (OnoaHaaora) MOXKET ObITh MOJAAHO B YIIOJTHOMOYEHHBIN (heepaibHbIA OpraH
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYLIECTBISIOIIMKA  TOCYJApCTBEHHYIO  PETHCTpalMI0  JIEKapCTBEHHBIX
IpenapaToB, MO HWCTEUYEHHWH TPeX JIET C JaThl TOCYJApCTBEHHOH perucTpamuu pedepeHTHOTro
JIEKapCTBEHHOIO Ipenapara B Poccuiickon denepannu.

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 18 nacmosweco Dedepanvroco
3aKoHa dononnena yacmoio 22, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

22. Jlepxarenp WU BJIajAeNiell PETMCTPALIMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOI'O Iperapara
MPE/ICTABISIET B YMOJHOMOYEHHBIN (heepalibHbI OpPraH HCIOTHUTEIBHONW BIIACTH, OCYIIECTBIISIOIINMA
GYHKIIUM IO KOHTPOJIO U HAA30py B cdepe 3IpaBOOXpaHEHUs, OTYET MO pe3ylbTaTaMm (apMaKoHaI30pa
OJIMH pa3 B MIECTh MECAIIEB B TEUEHHUE JIBYX JIET MOCJE TOCYAAPCTBEHHONW PErHUCTPAIMH JIEKAPCTBEHHOTO
npenapara B Poccuiickoit denepanuu, €XEerogHo B T€UEHHE MOCIEAYIOUIUX TPeX JeT U B JalibHeHIIeM
OJIVH pa3 B MAThH JIET.

TAPAHT:

Cwm. kommeHTapuH K ctaTthe 18 HacTosmero denepanbHOro 3aK0HA

Wudopmanus 06 U3MEHEHHAX:

Deodepanvnvim 3akonom om 22 dexabpsa 2014 2. N 429-@3 cmamvs 19 nacmoswezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cuiy ¢ 1 uronn 2015 a.

Cm. mexkcm cmamou 8 npedvioyuell pedaKyuu
Cratbs 19. [IpunsTrHe pelieHus] 0 BbIIade dKCIEPTHOMY YUPEKICHHIO 3aJlaHUsI HA TMPOBEACHUE
9KCIEPTHU3BI JIEKAPCTBEHHOTO CPENICTBA
1. B Teuenue necsaTi pabounx THEH CO AHS MPUHSATHS 3asBICHUS O TOCYAapCTBEHHON PETUCTPALIUN
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JIEKapCTBEHHOTO TIpernapara COOTBETCTBYIOIINI YITOJITHOMOYCHHBINH (heepaibHbId OpraH UCITOJTHUTEIbHON
BJIACTH MPOBOJUT MPOBEPKY HOIHOTHI, JOCTOBEPHOCTH U MPABHIBLHOCTH O(POPMIICHHS MPEICTAaBICHHBIX
JOKYMEHTOB PErMCTPalMOHHOIO JIOChE HA JICKAPCTBEHHBIM IIpeNapaT U MPUHUMAET PEIICHHE O BbLIAye
3a/laHus Ha POBEACHUE:

1) sKcnepTu3bl JOKYMEHTOB, IPEICTABICHHBIX JIs ONPEAEICHUs BO3MOYKHOCTH PaccMaTpUBaTh
JIEKapCTBEHHBIN IpenapaTr il MEIULMHCKOIO IMPUMEHEHMS] IPU OCYLIECTBICHHHM TIOCYJapCTBEHHOMN
perucTpanuy B KauecTBe OppaHHOro JEKapCTBEHHOT'O Mpenapara;

2) BKcIepTH3bl JIEKAPCTBEHHOIO CPEACTBA B YAaCTU SKCIEPTU3bl KadyecTBa JIEKAPCTBEHHOI'O
CpPEICTBA M OKCIEPTU3bl OTHOIICHUSA OXUIAEMOM TIOJIb3bl K BO3MOXXHOMY PHUCKY IPUMECHEHHS
JIEKapCTBEHHOI'0 IIperapara Jyuisi MEJULUHCKOTO IPUMEHEHMS;

3) oSKcmepTH3bl JIEKApCTBEHHOIO CPEJICTBA B YACTH SKCIEPTU3bl KauyecTBa JIEKApCTBEHHOI'O
CpPEICTBA M OKCIEPTU3bl OTHOIIEHUS OXUIAEMOM TMOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHUS
JIEKapCTBEHHOI'0 IIpernapara [ulsi MEIULHUHCKOIO IPUMEHEHHsS B IIOPSJKE YCKOPEHHOM MHpOLEIypbl
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUHU CO cTaThel 26 HacTosmero denepanbHOro 3akoHa;

4) oKcnepTHU3bl JIEKApPCTBEHHOI'O CpEJICTBA B OTHOUIEHHWU JICKApCTBEHHOIO IIpernapara Jyls
BETEPUHAPHOTO IPUMEHEHHUS.

2. YHOIHOMOYEHHBINH (hefepalibHbli OpraH UCHOJIHUTENIBHONW BJIACTU YBEJOMIISIET B JIEKTPOHHOU
dopme i Ha OyMa)KHOM HOCHTENE 3asBUTES M IKCIEPTHOE YUPESKICHHE O MPHHATOM DPEUICHUU O
BbIJIay€ 3aJJaHUI Ha IIPOBEJCHUE DKCIEPTU3, IPEAYCMOTPEHHBIX YacThiO | HACTOAILLEH CTaTbU, U B CIydac
HeoOXOJJMMOCTH O BbljIaue paspelieHus Ha BBO3 B Poccuiickyro @enepaiuio KOHKPETHON MapTUH, CEPUU
3apErUCTPUPOBAHHBIX M (MJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WIM 00 OTKase B
IIPOBEJCHUH NTPEAYCMOTPEHHBIX 3KCIEPTU3 C YKa3aHUEM NIPUYHMH TAaKOr'0 OTKa3a.

3. B cinydae BbISBICHUS OTCYTCTBHMSI WJIM HEJOCTOBEPHOCTH HH(OpPMALUMH, coAepxalleiics B
NPEJCTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YIOJHOMOUYEHHBIH (enepanbHblii OpraH HCIOJTHUTEILHON
BJIACTH HANpaBisIeT 3asBUTENIO 3alpoc 00 yTOYHEHUH HTOM uHpOpManuu (namsee - 3amnpoc
YIOJHOMOYEHHOTO (hefiepaibHOr0 OpraHa HMCIOJHUTENIbHOM BIIACTH), KOTOPHIA MOKET ObITh NepenaH
YIOJHOMOYEHHOMY NPEACTABUTENIO 3asBUTENSA JMYHO IOJ PACHUCKY, HAIPaBJIEH IO IOYTE 3aKa3HBIM
NUCHbMOM WJIM NEpeJaH B EKTPOHHOU (opMe MO TEeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3M. B ciydae
HalpaBJIEHUs 3arpoca YMOJIHOMOYEHHOro (elepalbHOr0 OpraHa HCIHOJIHUTENbHOM BJIACTH MO IOYTE
3aKa3HbIM IHCbMOM OH CUUTAETCSl IMOJYYEHHBIM [0 HCTEUYEHHWU IIECTU JHEW C JIaThl HaIpaBlICHUS
3aKa3HOTO MHUChMA.

4. 3asBuTenp 0053aH MPEACTaBUTH OTBET Ha 3alpoc YIMOJIHOMOYEHHOTO (henepajbHOro opraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBSIHOCTa pabO4YMX JHEW cO AHS €ro MOJTy4eHUs.
Cpok, yka3zaHHBIM B yacTu | HAcTOsIIEW CTaThbU, MPUOCTAHABIMBAETCSA CO JHS HAIPaBIICHUS 3asSBUTEIIO
3arpoca yMOJIHOMOYEHHOro (eepaJbHOro OpraHa HCIOJHUTENBbHOW BIACTH 10 JHS HOJYYEHUS WM
COOTBETCTBYIOILIETO OTBETA.

5. OcHoBaHMeEM JUIs OTKa3a B OpraHU3alluy DKCIEPTU3, MPEAYCMOTPEHHBIX 4acThio | HacTosen
CTaTbH, SBJSIETCS NPEJCTABICHHWE HEOOXOIMMBIX [UIsi MPOBENEHUS MPEAYCMOTPEHHBIX HKCIEPTU3
JIOKYMEHTOB B HETOJIHOM 0O0beMe WMJIM HEIpeJCTaBlIeHHE 3asBUTEIEM B YCTAaHOBIIEHHBIN CPOK OTBETa Ha
3arpoc YMOJIHOMOYEHHOro (elepallbHOrO OpraHa HCIOJHUTENIbHON BJAacTH, a TaKkKe IpeACcTaBlIeHUE
JIOKYMEHTOB, HE COZEPKAIMX HCUEPIIBIBAIOIIETO MEPEYHS HEOOXOAMMBIX CBEICHHIHA.

Wudopmanust 00 N3MEHEHUSX:

Cmamowsa 19 oononnena wacmoio 6 ¢ 13 aseycma 2019 2. - @eoepanvhuiii 3akon om 2 ageycma 2019 2. N
297-D3
6. Ilpu oTka3e B OpraHu3alyy IKCHEPTU3BI, NPEAYCMOTPEHHON NyHKTOM 4 yacTu | Hacrosen
CTaThU, TOKYMEHTBI, BXOJAIIME B COCTaB PErMCTPALMOHHOIO JIOChE HA JIEKAPCTBEHHBIM Ipenapar ajis
BETEpUHAPHOIO TMPUMEHEHHUs, MOTYT OBITh BO3BpAIEHBI 3aSBUTENI0O HA OCHOBAaHHM €r0 NMHUCHMEHHOTO
3arpoca, HalpaBJICHHOIO B YIIOJHOMOYEHHBIH (eiepalibHbIil OpraH HCIOJIHUTENbHON BIACTH B TE€UECHUE
TpUAUATH pabOUYMX AHEW CO JHS MPHUHATHUS YIIOJHOMOUYEHHBIM (e/iepaaIbHbIM OPraHOM HCIOJTHUTENIbHON
BJIACTH pelIeHHs 00 OTKa3e B OpPraHM3allMU TaKOW SKCIEPTH3bl. YTIOJHOMOUYEHHBIN (henepalbHbId OpraH
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HCITOJIHUTEILHOM BIIACTH BO3BpallacT 3adBHUTCIIO YKa3aHHBIC NJOKYMCHTBI B TCUCHHUC IOCCATHU pa6oq1/1x
JHEH CO JHS MOJIYUCHH A COOTBCTCTBYIOIICTO 3aIIpOCa 3aABUTCIIA.
T'APAHT:

CMm. komMmeHTapuu K ctartbe 19 HacTosmero denepajibHOTO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim saxonom om 22 dexabps 2014 2. N 429-D3 cmamuvsa 20 nacmoswezo PedepanbrHoco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuiy ¢ 1 urona 2015 2.

Cm. mexcm cmambu 6 npedvloywell peoaKyuu
Crarba 20. DxcnepTusza JOKYMEHTOB, MPEICTABICHHBIX ISl OINPEIEICHUS BO3MOXHOCTHU
paccMaTpuBarTh JIEKaPCTBEHHBIM Ipemapar Juisi MEAUUUHCKOIO NPUMEHEHUS IpHU
OCYIIECTBIICHUN TOCYIapCTBEHHON PETHUCTPAIMK B Ka4eCTBE Op(PaHHOTO JIEKAPCTBEHHOTO
npernapara

1. DkcnepTtHu3a TOKYMEHTOB, NMPEACTABICHHBIX JJIs ONPEACICHUS BO3MOKHOCTU pacCMaTpUBATH
JIEKapCTBECHHBIM Mpenapar Uil MEAULUHUHCKOIO IPUMEHEHUS IPU OCYIIECTBICHUU T'OCYJIapCTBEHHOM
pETHCTpalluk B KavecTBe Op(aHHOro JIEKApCTBEHHOI'O IMperapara, COCTaBICHHE KOMHCCHEH IKCIIEPTOB
3aKJIFOYEHUS O BO3MOYKHOCTH WJIM HEBO3MOXXHOCTM PAaCCMATPUBATh JICKAPCTBEHHBIM IIpenapar s
MEAMIIMHCKOTO MPUMEHEHHS MPHU OCYIIECTBICHUH TOCYIapPCTBEHHON PErUCTpalui B KadyecTBe ophaHHOTO
JICKapCTBEHHOTO TIperapara M HaIlpaBJICHUE JaHHOTO 3aKIIOYCHUS B YIIOJHOMOYCHHBIA (eaepabHbBIN
OpraH MCIOJHUTEIBHOM BIACTU OCYLIECTBIIAIOTCS B CPOK, HE MPEBBIMIAIOIMINNA TPUALIATH pabodynx THEH co
JHS TIOJNIyYCHHUs OKCICPTHBIM YYPSKICHUEM 3aJlaHUsl yIOJHOMOYEHHOTO (helepaabHOro opraHa
UCIIOTHUTENIbHOM BIAaCTH U B DJIGKTPOHHOW (QopMe WM Ha OyMaKHBIX HOCHUTEISIX HEOOXOAMMBIX
JIOKYMEHTOB, YKa3aHHbIX B nynkrax I, 2, 5, 6, 10 wactu 4 mu B uvactu 7 crarbu |8 HACTOSLIETO
®denepaibHOro 3aKOHa.

2. JIOKYMEHTBI, COJAEpIaIhecss B PETUCTPAIMOHHOM JIOCh€ Ha JIEKApCTBEHHBIM mpemnapar u
MOCTYNUBIINE HA OyMa)KHBIX HOCUTENSX B SKCIIEPTHOE YUPEKACHUE IS OCYIIECTBICHUS UX SKCIIEPTHU3BI
JUI  ONpENENICHUs] BO3MOYKHOCTH paccMaTpUBATh JIEKAPCTBEHHBIM TMpenapar Juisi MEAULIHUHCKOIO
NpPUMEHEHHUs B KauecTBEe Op(aHHOTO JEKapCTBEHHOrO TMpernapara, MOAJexar BO3BpaTy B
YIOJIHOMOYEHHBIN (De/lepaibHbIii OpraH HCIOJHUTEIBHOW BIACTH OJHOBPEMEHHO C 3aKIIOUYEHUSIMH
COOTBETCTBYIOILUX IKCIEPTHU3.

TAPAHT:

CwMm. xommeHTapuu Kk ctatbe 20 HacTosmero denepaibHOT0 3aKOHA

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 21 nacmosuwezco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cury ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu

Crarbs 21. Pemenne 0 BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar mpu
OCYIIECTBJIEHUH T'OCYIapCTBEHHON perucTpanuy B KayecTBe op(haHHOTO JIEKapCTBEHHOTO

npenapara
1. B cpok, He mpeBbIIIAONINYN NATH padouux JHEH co JHS MOJy4YeHUs 3aKI0YEeHUs], YKa3aHHOTO B
gactu | crateu 20 Hacrosmero @denepanbHOr0 3aKOHA, YMOJIHOMOYEHHBIH (eaepanbHblii opraxH
VCIIOJIHUTENIBHOM BJIACTH OCYLIECTBJISIET OLIEHKY IOJYyYEHHOI'O 3aKIHOYEHUs Uil ONpPENENICHUs €ro
COOTBETCTBUS 3aJaHUI0O HA IPOBEACHUE COOTBETCTBYIOLLEH HKCIIEPTU3bI U YBEIOMISET 3asBUTEIS B
JEKTPOHHOW ¢opMe HIM Ha OyMakKHOM HOCHTENIE O pe3ylibTaTaX MPOBEACHHON OSKCIEPTH3bl C
NPUIIOKEHUEM KOIHUHU HKCIIEPTHOTO 3aKII0UEHUs (C COXpaHeHHEeM KOH(UAESHIMATbHOCTH HH(OpMaIu o
COCTaBe HKCHEPTHON KOMUCCUHU) U O BOZMOXKHOCTH MJIM HEBO3MOXXHOCTH pacCMaTpUBaTh JIEKapCTBEHHBIH
npenapar uisi MEJULMHCKOIO IPUMEHEHUs IPU OCYIIECTBICHUU TOCYJAapCTBEHHOW pErucTpaluyd B
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Ka4yecTBe Op(paHHOro JEKapCTBEHHOT'O Mpernapara.

2. llpu BBIHECEHMM KOMMCCHEH SKCIEPTOB 3aKJIIOUEHUS O BO3MOKHOCTH paccMaTpuBaTh
JIEKapCTBEHHbIM mpenapar s MEIUIUHCKOIO IPUMEHEHMs IpH OCYLIECTBICHUHM TIOCYIapCTBEHHON
perucTpaiyy B KauecTBe OppaHHOTO JIEKAPCTBEHHOTO TpenapaTa yInoJIHOMOUYEHHBIH (hefepanbHblii OpraH
UCIIOJIHUTENIBHOW BJIACTH B CPOK, HE IPEBBILAIOUIMNA NATH pabouyux AHEH CO JHS MOJY4EHUs JaHHOIO
3aKIIIOYCHUA, IMIPUHUMACT PCHICHUC O BbLAAYC 3alaHUA Ha MPOBCACHUC OKCICPTU3bI KadYCCTBa
JIEKapCTBEHHOTO CPEJICTBA W SKCIEPTHU3bl OTHOLICHUS OXMJIAEeMOH IO0JIb3bl K BO3MOKHOMY PHCKY
IMPUMCHCHUA JICKAPCTBCHHOI'O IIpfriapara MAjid MCIAUMIHUHCKOIO IMPUMCHCHUA B IIOPAIKE yCKOpeHHOﬁ
IpOLETypbl SKCIEPTU3bl JIEKAPCTBEHHOIO CPEJICTBA B COOTBETCTBUM CO CTaThell 206 HACTOSAIIEro
®denepanbHOro 3aK0Ha.

3. B cinyuae npuHsATHS pelIeHs] O HEBO3MOXKHOCTH PacCMaTpUBATh JIEKapCTBEHHbIN IpenapaT A
MEIUIIUHCKOTO MTPUMEHEHHS MPH TOCYAapCTBEHHON PETUCTPAIMU B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO
npenapara yHoJHOMOYEHHBIN (elepanbHblii OpraH HMCHOJHUTENbHOM BIACTHU IpPEKpallaeT MpOoLeaypy
TOCYJAQpCTBEHHON PETrUCTpalil  JICKApCTBEHHOTO TIpernapara. 3asBUTENlb BIpaBe OOPaTUTHCA B
PETUCTPUPYIOIIUI OpraH ¢ 3asABJIECHUEM O IOCYJAapCTBEHHOM PErucTpali yKa3aHHOI'O JIEKAPCTBEHHOTO
npenapara B COOTBETCTBHHM €O cTaThell |8 Hacrosamero @eaepaabHOro 3aK0Ha.

I'’APAHT:

CMm. xomMeHTapuu K ctatbe 21 HacTosero denepaibHOTO 3aKOHA

Crarbs 22. YTpatuna cuny ¢ 1 urons 2015 .

Undopmarus 06 n3MEHEHHSX:

Cm. mexem cmamou 22

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 23 nacmosweco PedepaibHoco
3AKOHA U3I0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 urons 2015 e.

Cm. mexcm cmambu 8 npedvloyuiell peoaKyuu
Crarba 23. DOkcrepru3a KadyecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCHEPTH3a OTHOILIEHUS
0’KMJIa€MOH TI0JIb3BbI K BO3MOXXHOMY PUCKY IIPUMEHEHHMs JIEKapCTBEHHOIO IIpenapara Jis
MEIUILUHCKOTO IPUMEHEHHS

1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOIO CPEICTBA U DKCIEPTU3a OTHOLIEHHS OKUAAEMOMN T10JIb3BI
K BO3MOXXHOMY DPHUCKY NPHMEHEHMS JIEKapCTBEHHOI'O IIpenapara Uil MEIUIUHCKOrO IPUMEHEHHS,
COCTABJIICHUE KOMHUCCHAMH OKCIIEPTOB 3aKIIOUYEHHUHM [0 pe3yJibTaTaM IPOBEAEHHBIX JKCIEPTU3 W
HalpaBJIEHUE OSTUX 3aKJIIOUEHUN B YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENbHON BIIacTU
OCYILECTBIISIIOTCS. B CPOK, HE MPEBBIMIAIOLINNA CTa JeCATH pabodux THEH co AHS MOJyYeHHs HKCHEPTHBIM
YUpEXKJIEHUEM COOTBETCTBYIOLIETO 3aJjaHHsl YHOJHOMOYEHHOrO (efepaibHOro opraHa HCIOJHUTEIbHON
BJIACTH M HEOOXOJAUMBIX JIOKYMEHTOB B 3JIEKTPOHHOH (opMe MK Ha OYMaKHBIX HOCUTEIISAX.

2. B TedeHue naeBsSHOCTA THEH CO JTHA TOJYYCHHS PEHICHUS YIOJIHOMOYEHHOTO (henepalbHOTO
OpraHa HWCIOJHUTEJIBHOM BIACTH O IMPOBEIEHUHU JKCIEPTH3, NMPEAYCMOTPEHHBIX 4YacThI0 | HacTosmen
CTaThU, 3asBUTEb IPEACTABISIET B JKCIEPTHOE YUPEKACHHUE I MPOBEICHUS SKCIEPTH3bl KAdyecTBa
JIEKapCTBEHHOTO CpeACTBAa 0O0pa3lbl JIEKAPCTBEHHOTO Ipernapara s MEIUIUHCKOro MPUMEHEHHUS,
IIPOU3BEIEHHOTO B COOTBETCTBHM C TPEOOBAHUSMHU ONBITHO-IPOMBIIUIEHHOTO U (MJIM) HMPOMBIIUIEHHOTO
PErJIaMEHTOB, YTBEPXKACHHBIX PYKOBOIUTEIEM IIPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB, a TaKXKE B
COOTBETCTBYIOIIMX cyyasx o0pa3ibl papmMareBTUUECKONH CyOCTaHIIMM, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJITYpBI KJIETOK, 00pa3libl BEUIECTB, MPUMEHIEMbIX JJIs1 KOHTPOJIS KauyecTBa JIEKapCTBEHHOI'O CPECTBA
yTeM CpPaBHEHHS C HUMH HMCCIEAYEMOTo JIEKAPCTBEHHOTO CPEACTBA, B KOJUYECTBAX, HEOOXOAUMBIX IS
BOCITPOU3BEICHUS METOJOB KOHTPOJIS KauecTBa.

3. Ilpu momydyeHun 0Opa3IOB JIEKAPCTBEHHOTO TMpemnapara W ¢apMareBTUYECKOr CyOCTaHINN
JKCIEPTHOE YUYPEKICHHUE BBIAACT 3asBUTEII0 JOKYMEHT, I[OATBEPXKAAIOIIUN II0JyYECHUE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAIIINA TPEX paboYnX THEH, YBEIOMIISET B DJIEKTPOHHON (opMe WU Ha
OyMa)kHOM HOCHUTEJIE 00 3TOM YIIOJIHOMOYEHHBIN (e/iepaabHbIil OpraH UCIOTHUTEIBHON BIACTH.
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4. YKa3zaHHbBIC B YaCTAX 2 U 3 HACTOSIICH CTaTbU CPOK VISl MIPENICTABIICHUS 3asBUTEIIEM 00pa3IioB
JICKapCTBEHHOTO Tpernapara u (apManeBTUYeCKOW CYOCTaHIIMM W CPOK YBEAOMIJICHHS SKCIIEPTHBIM
yupexaeHueM 00 3ToOM Ha OyMaXHOM HOCHUTENE YIOJHOMOYEHHOTO (emepanbHOTO oOpraHa
MCIIOJIHUTEJIbHOM BJIACTH HE BKJIIOYAIOTCS B CPOK MPOBEACHMS IKCIEPTU3, MPEAYCMOTPEHHBIX 4aCThIO |
HACTOSIIEHN CTAThU.

5. JIOKyMeHTBI, NOCTYNUMBIIHE B 3KCIEPTHOE YUYPEKICHHUE JUI IPOBEACHUS OKCIIEPTHU3,
MIPEAYCMOTPEHHBIX YacThiO | HACTOAIIEH CTaThH, MOJICKAT BO3BPATy B YIIOJHOMOUYCHHBIN (eaepaabHbIil
opraH HCHOHHHTGHBHOﬁ BJIACTHU OI[HOBpeMeHHO C 3aKJIIIOYCHHUAMHU, HOJIy‘IeHHbIMI/I 110 pGSYJIBTaTaM
COOTBETCTBYIOIIUX SKCIIEPTH3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 23 HACTOSIIIETO CDeL[epanLHoro 3dKOHa

Cratba 24. DOkcnepru3a KadyecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCHEPTH3a OTHOILIEHUS
0’KU/1aeMOH TOJIb3bl K BO3MOXKHOMY PUCKY IIPUMEHEHHUS JIEKAPCTBEHHOIO Ipernapara Juis
BETEPUHAPHOTO IPUMEHEHMUSI

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 13 urona 20152 N 241-D3 6 uacmv [ cmamvu 24 Hacmoswezco
DedepanbHoco 3aKOHA 6HEeCeHbl UMEHEHUS

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOIO CPEAICTBA U DKCIIEPTU3a OTHOLIEHUS OKUIAEMOM OJIb3bI
K BO3MOXHOMY pHCKY IPUMEHEHHUs JIEKapCTBEHHOI'O IIpemnapara il BETEPUHAPHOIO IPHUMEHEHMS,
COCTaBJICHUME KOMHUCCUSMHU JKCIIEPTOB 3aKJIFOUYEHUN 10 PE3yJIbTaTaM yYKa3aHHBIX dKCIIEPTU3 U HAlPaBJICHUE
TaKUX 3aKJIIOYCHUI B YIIOJTHOMOUYEHHBIN (peepanbHblii OpraH UCIOJHUTEIBHON BIACTH OCYIIECTBISIOTCS
B CPOK, HE IPEBBIAIONIMNA CTa JIeciITH pabouux JHEW CO THS MOIy4EHUsS 3KCIEPTHBIM YUpEKICHUEM
3a/laHusl  YIOJHOMOYEHHOIro (pelepaJbHOrO OpraHa MCIOJIHUTEIbHOW BIIACTH C JOKYMEHTaMH,
YKa3aHHBIMH B uacTu 3 cTaThy 17 HacTosmero denepalbHOTO 3aKOHa.

Wndopmarys 06 n3MEeHEHHAX:
Yacms 2 usmenena c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloyuyro peoaKyuio

2. B Teuenue TpuAnaTH paboOyuxX JOHEH CO JHS TOJYyUYEHHUS pPEIIeHHS YIOJIHOMOYEHHOIO
(benepaabHOro opraHa UCHOJIHUTEIBHOM BIACTH O MPOBEIECHUM YKa3aHHBIX B 4acTH | HACTOALIEH CTaThbu
9KCIIEPTHU3 3asBUTENb MPEJCTABISIET B KCHEPTHOE YUPEXKJEHUE JUIsl IPOBEJIEHUSI SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOTO CpeJICTBa 00pa3lbl JIEKAPCTBEHHOI0 Ipernapara JUlsi BETEPUHAPHOTO IMPUMEHEHMS,
IPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHMSIMH TEXHOJOTMYECKUX PErJaMEHTOB, YTBEPKICHHBIX
PYKOBOJMUTENEM IIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB, a TaKKE€ B COOTBETCTBYIOIIUX CIIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYpbI KJIETOK, 00pa3iibl (hapMalieBTHUECKO cyOcTaHIK, 00pa3iibl
BEIIECTB, IIPUMEHsSIEMbIE Il KOHTpOJS KadecTBa JIEKAPCTBEHHOI'O CpPEACTBA, B KOJIMYECTBAx,
HEOOXOUMBIX JIJIsl BOCTIPOM3BEACHHSI METO/1I0B KOHTPOJISI KauecTBa.

3. Ilpu momydeHun oOpa3LOB JIEKAPCTBEHHOrO IMpemnapata M QapMaleBTHUYeCKOi CyOCTaHLIUU
9KCIIEPTHOE YUPEXKJCHHUE BBIJACT 3asBUTENI0 JOKYMEHT, IMOATBEPKIAIONIIMN IOTyYeHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIMIAIOIINN TpeX pabounx AHEH, yBeIOMIISeT B MUCbMEHHOH (hopme 00 3TOM
YIOJTHOMOYEHHBIN (eepalibHbIil OpraH UCIOIHUTEIbHONW BIACTH.

4. Cpok s TpeACTaBIEHUS 3asBUTENEM O0paslloB  JICKApCTBEHHOIO Ipernapara M|
(dapmalieBTUYECKOM CyOCTaHLIMU U CPOK YBEIOMJIEHHUS SKCIIEPTHBIM YUPEKJIECHHUEM 00 3TOM B MHUCbMEHHOM
¢dopMe YIoJHOMOYEHHOTO (elepaIbHOro OpraHa HCIOJHUTENbHON BIIACTH, YKa3aHHBIE B yacTix 2 U 3
HACTOALIEH CTaTbM, HE BKJIIOYAIOTCS B CPOK IPOBEACHUS YKa3aHHBIX B YacTW | HacTosAlled CTaTbu
JKCIIEPTH3.

5. JIOKyMEHTBI, IOCTYNMBILKE B DKCIEPTHOE YUPEKACHHUE I MIPOBEICHUS YKa3aHHBIX B 4acTu |
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HACTOALIEH CTaTbM OJKCHEPTU3, TMOJUIekaT BO3BpaTy B YIOJIHOMOYEHHBIM QeaepanbHbl  OopraH
MCIIOJIHUTEJIbHON BJIACTU OJTHOBPEMEHHO C 3aKJIFOUCHUSIMU 110 pe3yjibTaTaM YKa3aHHbBIX KCIEPTH3.
TAPAHT:

CM. koMMeHTapuu K cTaTtbe 24 HacTosiero denepajbHOro0 3aK0Ha

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 naumenosanue cmamovu 25 HACMOAULE20
DedepanbHo20 3aKOHA UNOHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm HauMeHO8aHUs 8 Npedbloyuell pedaKyuu
Crartba 25. [ToBTOpHOE TPOBECHHUE SKCIIEPTU3BI JICKAPCTBEHHBIX CPEIICTB

Wndopmarius 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 ¢ uwacmv 1 cmamovu 25 Hacmoswe2o
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

1. B ciyvasx HEIOCTAaTOYHON OOOCHOBAaHHOCTH WJIM HEMOJHOTHI 3aKJIIOUCHHS] KOMHCCHU
OKCIIEPTOB, HAIWYHS B HEM MPOTUBOPCUYUBBIX JAHHBIX, (aTbCH(PUKAIUU BBIBOJOB JKCIIEPTU3BI
JICKApPCTBECHHOTO CPEICTBA, COKPBHITHS OT YIOJHOMOYEHHOIO (heepasibHOro opraHa HMCIIOJHUTEIbLHOU
BJIACTH OCHOBAaHMW I OTBOJA OJKCIEpPTa BCIEICTBHE €r0 3aWHTEPECOBAHHOCTH B pe3yJIbTaTax
COOTBETCTBYIOIIEH 3KCIEPTH3bI, HATUYHUS TAHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIbCTBE B IMPOIIECC
COOTBETCTBYIOIICH SKCIIEPTU3bI JIMIl, HE YYAaCTBYIOIIUX B €€ MPOBEJICHUHU, HO OKA3aBIIMX BIUSHUEC Ha
IPOIECC W PEe3yJIbTaThl €€ IMPOBEACHHUS, YIOTHOMOUYEHHBIM (ellepalbHbIM OPraHOM HCIOJIHUTEIBHOM
BJIACTH HAa3HAYAETCS TIOBTOPHAS SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA M (MJIM) 3TUYECKAs IKCIIEPTH3a.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 25 Hacmoswe2o
DedepanbHo2co 3aKOHA 8HeCeHbl uUsMeHeHust, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. TloBTOpHAast HKCHEPTU3A JIEKAPCTBEHHOTO CPEJICTBA TPOBOIMTCS C yUETOM pE3yJIbTATOB paHee
MPOBEJCHHONW DJKCIEePTH3bl B CPOK, YCTAHOBJICHHBIN YIMOJHOMOYEHHBIM (efepaibHbIM OPraHOM
WCTIOJTHUTEIIEHOM BJIACTH M HE MPEBHIMAIONIUN TPUANATH PabOYMX JHEU CO JHS IMOTYYCHHS dKCIICPTHBIM
yUpeKIeHUEM 3aJaHUsI Ha TPOBEJICHIE MOBTOPHOM SKCIIEPTU3bI IEKAPCTBEHHOTO CPECTRA.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uacmv 3 cmamvu 25 nacmoswezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHenus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
3. ®wunHaHCOBOEC OOCCIICYCHHE BBHITIOJHEHHUS 3aJaHUS Ha TPOBEJACHHUE TOBTOPHOW 3KCIEPTH3BI
JIEKaPCTBEHHOT'O CPEJICTBA HE OCYIIECTBIISICTCS.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 25 HaCTOAIICTO d)euepanbﬂoro 3aKOHa

Cratbs 26. YckopeHHas IpoLeIypa SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 13 urona 20152 N 241-d3 6 uacmv [ cmamvu 26 HnHacmosweco
DedepanbHo2o 3aKOHA 6HeCeHbl USMEHEHUS

Cm. mexem yacmu 6 npeovioywel pedaxyuu
1. YckopeHHas mpouenypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYAApCTBEHHOU
pEerucTpany JEKapCTBEHHBIX IpenapaToB IPUMEHSETCS B OTHOUICHWH Op(aHHBIX JIEKapPCTBEHHBIX
MpEnaparoB, MEPBBIX TPEX JEKAPCTBEHHBIX MpPENapaToB, peructpupyemuix B Poccuiickoit denepanuu B
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KaueCTBE BOCIPOMU3BEICHHBIX JIEKAPCTBEHHBIX IIPENAPAaTOB, OYEPENHOCTH KOTOPBIX OIpPEACIACTCS B
COOTBETCTBUM C HOMEpPOM M JarToOM BXOJMUIMX 3asABICHUH O TOCYHAapCTBEHHOW pErucTpalyu
JICKapCTBEHHBIX IIPENAapaTOB B paMKaX OJHOIO MEXKIyHAapOJHOIO HENAaTEHTOBAHHOIO HAMMEHOBAHUSA
JIEKapCTBEHHOI'0 IIpernapara WIM TPyNIIMPOBOYHOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO IIpenapara, |
JICKapCTBEHHBIX [Ipenaparos, IpeAHa3HaYEHHbIX HCKJIFOYUTEIIBHO JUIs [IPUMEHEHUS
HECOBEPILICHHOJIETHUMU I'PaKJaHAMU.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Oekabpa 2014 e. N 429-D3 uacmv 2 cmamvu 26 Hacmoswe2o
DedepanvbHoeo 3aKOHA UNONCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
2. YckopeHHas Ipoleaypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISAX TOCYAApCTBEHHOU
PEruCTpaluy JIEKAPCTBEHHBIX IIPENAapaToOB HE IPUMEHSAETCS B OTHOILICHHH:
1) 6roananoroBbIx (6MOMOI00HBIX) JIEKAPCTBEHHBIX IpenapaTroB (01oaHaIOToB);
2) pedepeHTHBIX JEKapCTBEHHBIX MpenaparoB (3a HCKIIOUYEHHEM Op(aHHBIX JEKapCTBEHHBIX
[IPEnapaToB);
TAPAHT:

o 1 centsiops 2023 1. pOCCUICKUM TIPOU3BOAUTEISIM JIEKAPCTBEHHBIX MPENapaToB JJisI BETEPUHAPHOTO
MIPUMEHEHHUs pa3peniaercsi I[O0JaBaTh PETHCTPAMOHHOE JOChE€ JIEKAPCTBEHHOrO Ipenapara Juis
BETEPUHAPHOTO IPUMEHEHHS IO YCKOPEHHOM IMpolelype TrOCyJapCTBEHHON  perucrpauuu
JIEKAPCTBEHHBIX CPEACTB JII BETEPUHAPHOIO IMPUMEHEHHS Ha BOCIPOMU3BEICHHBIE JIEKAPCTBEHHBIE
npenaparsl 0e3 ydyera TpeOOBaHHI MyHKTa 3 4acTH 2 cTaThu 26

3) BOCHPOU3BEACHHBIX JICKAPCTBEHHBIX TMpenaparoB (3a HUCKIIOYEHHEM TEPBBIX  Tpex
peructpupyeMbix B Poccuiickoit @enepanuy B Ka4€CTBE BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX ITPENApaTOB
M JIEKAPCTBEHHBIX  NpEeNaparoB,  MPEAHA3HAYEHHBIX  HMCKIOYUTENBHO  JJI1  NPUMEHEHHUS
HECOBEPIIEHHOJIETHUMHU I'paX/1aHaMu );

4) HOBBIX KOMOMHAIIUN 3apETUCTPUPOBAHHBIX paHee IEKAPCTBEHHBIX MPENapaToB;

5) JnexapcTBEHHBIX IpEnaparoB, 3aperUCTPUPOBAHHBIX paHEe, HO IMPOM3BEIEHHBIX B JIPYIrHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBHUU C IEpPEeUHEM HAaWUMEHOBAHHH JIEKapCTBEHHBIX (pOpM U B HOBOH
JIO3UPOBKE.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-D3 uacms 3 cmamvu 26 Hacmosue2o
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

3. YckopeHHas Tpoleaypa SKCHEpTU3bl JEKApPCTBEHHBIX CPEACTB MPOBOAUTCSA IO PEIICHHUIO
COOTBETCTBYIOIIETO YITOJIHOMOYEHHOTO (he/iepalbHOro opraHa HMCIOJHUTEIBHON BIACTH Ha OCHOBAHUHU
3asIBJICHUS 3asBHUTENS B CPOK, HE MPEBBIIAIONINI BOCBMHAECATH pabounx aHel. [Ipu sTom skcmepTusa
JIOKYMEHTOB, COJICPKAINXCS B PETUCTPAIIMOHHOM JOChE HA JIGKAPCTBEHHBIM IMpernapar, MPOBOAWTCS B
CPOK, HE MPEBBIAIONINI AecaTu pabodymx THEH, DKCIEepTH3a KadecTBa JIEKapCTBEHHOT'O CPEACTBA H
9KCIIePTH3a OTHOIICHUS OXXUJAAEMOH TIOJIh3bl K BO3MOXXHOMY PHCKY TPHMEHEHHUS JIEKapCTBEHHOTO
mpernapara MpoBOJSTCS B CPOK, HE MPEBBILIAIOIIHNN MECTHICCATH padouuX THEH.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabpa 2014 o. N 429-@3 cmamvs 26 nacmosawezo DedepanbHozo
3aKoHa donoanena yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.

3.1. B otHomeHun opQaHHBIX JEKAPCTBEHHBIX IMpEnapaToB MOTYT OBITh MpPEICTaBICHbI
pe3ynbTaThl JOKJIMHUYECKUX HCCIIEOBAHUM JIEKApPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIEAOBaHUN
JIEKapCTBEHHBIX IPENapaToB AJIs MEIULUHCKOIO IPUMEHEHM S, BBINIOJIHEHHBIX 3a npeaenamu Poccuiickoit
@enepallii B COOTBETCTBUM C MpaBWaMH Hajajexaimedl 1abopaTOpHON NpakTUKU W IpaBUIIaMU
HaJUIeKaled KIMHUYECKOU ITPaKTUKH.

4. YckopeHHas Impolexypa SKCHEPTH3bl JICKAPCTBEHHBIX CPEACTB IPOBOAUTCS B IOPSJIKE,
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YCTAHOBJICHHOM cTaThsimu 17 - 20, 23 u 24 nacrosmero denepaabHOro 3aKOHA, U HE 03HAYAET CHYKEHUS
TpeGoBaHuH K 0€30IMacHOCTH, KauecTBY M 3()(h)eKTUBHOCTH JIEKAPCTBEHHBIX MPETIApaTOB.
TAPAHT:

CM. kKoMMEHTapuu K cTaTtbe 26 HacTosero denepajbHOr0 3aKOHa

CraTbs 27. Pemienue o rocy1apcTBEHHON PETUCTPALlUU JICKAPCTBEHHOTO Mpernapara

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 27 Hacmoswe2o
DedepanbH020 3aKOHA 8HeCeHbl UsMeHenus, scmynarouwue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

1. B cpok, HEe PEBBIIAOIINNA JECATH PadOUMX IHEH CO JHS MONYYCHHS 3aKITIOYCHHH KOMHCCUU
SKCHEPTOB MO pe3yJibTaTaM 3KCIEPTU3bl KaueCcTBa JIEKAPCTBEHHOI'O CPEJICTBA M AKCHEPTU3bl OTHOLICHUS
0’KUJAEMOM TOJIb3bl K BO3MOKHOMY PHUCKY MPUMEHEHHUS JICKAPCTBEHHOTO IPEIapara, COOTBETCTBYIOIIMIA
YIOJTHOMOYEHHBIN (peiepalibHbIil OpraH UCTIOIHUTEIbLHOM BIACTH:

1) pa3mernaer Ha cBOeM OPUIIMATBLHOM caiTe B ceTH "MHTepHET" COOTBETCTBYIOIINE 3aKIIFOUCHHS
KOMHUCCHM 53KCIEPTOB M OCYUIECTBJISET HUX OLIEHKY JJI1 OIpEAeNICHUs COOTBETCTBHS 3aJaHUI0 Ha
MIPOBEJICHHUE 3TUX IKCIIEPTHU3;

2) mpuHUMAET pEeUIeHHEe O TOCYJapCTBEHHOHN PEerucTpaldd JIEKApCTBEHHOIO IMpemapara Ui o0
OTKAa3€ B rOCYyAapCTBEHHOW PETUCTPALINU JIEKAPCTBEHHOIO Mpenapara;

3) BHOCHUT MpH MPUHSATUH PEIICHUS O TOCYIapPCTBEHHON perucTpalyy JeKapCTBEHHOTO Mpernapara
JTaHHBIE O 3apPETHCTPUPOBAHHOM JIEKAPCTBEHHOM Ipenapare, B TOM 4HCIe O (apMareBTHUSCKON
cyOCTaHIIMM, BXOASAIIEH B COCTaB JIGKAPCTBEHHOTO IIperapara, B TOCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEICTB M BBIJACT 3ASBUTEIII0 PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO
npemnapara, ¢opMa KOTOPOrO YTBEPHKIAETCS YIOIHOMOYEHHBIM (peiepalibHbIM OpPraHOM UCHIOTHUTENBHOM
BJIACTH, COIJIACOBAHHBIE HOPMATHBHYIO JIOKYMEHTAIIMI, HOPMATHUBHBIM JTOKYMEHT, WHCTPYKIMIO 10
NPUMEHEHUIO JICKAPCTBEHHOTO Ipenapara M MakKeTbl [EPBUYHOM YHNAKOBKM H  BTOPUYHOU
(MOTPEOUTENBCKOM) YMAKOBKM C YyKa3aHHEM Ha HHUX HOMEpa PEruCTPAIlMOHHOTO YIO0CTOBEPEHUS
JIEKapCTBEHHOI'O MperapaTa 1 JaThl €r0 TOCyAApCTBEHHOW PErUCTPALIMM WM B CIIy4ae IPUHATHUS PEIICHUS
00 OTKa3e B TOCYJapCTBEHHON pPETHUCTpaIlMy JICKAPCTBEHHOTO Ipernapara YBEIOMJSIET B MHUCHbMEHHOM
dopme 3asBuUTENsT 00 ITOM C yKa3aHMEM NPUYUH TaKOrO OTKa3a. 3a BbLIAYy PETUCTPALMOHHOTO
YIAOCTOBEPEHHUSI JICKAPCTBEHHOTO IIpernapara B3MMAETCS TOCYJapCTBEHHAs MOIIJIMHA B COOTBETCTBUH C
3akoHojarenscTBOM Poccuiickoit deaeparuu o Haorax u coopax.

Wndopmarys 06 m3MEeHEHHUAX:
Yacmo 2 usmenena c 15 urons 2018 e. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio
2. OcHoOBaHHEM M1 OTKa3a B TOCYJAPCTBEHHOW PETHCTpalMU JIEKAPCTBEHHOIO IIpemnapara JJis
MEIUIIUHCKOTO IPUMEHEHUS SBIISIETCS 3aKII0UE€HHE COOTBETCTBYIOIETO YIIOJTHOMOUEHHOTO (eiepaaIbHOro
OpraHa HCIIOJIHUTEIbHOM BJacCTU O TOM, 4YTO KadecTBO U (Win) 3PQPEKTUBHOCTb PErHCTPUPYEMOTO
JIEKapCTBEHHOTI'O Npenapara il MEIULIUHCKOIO IPUMEHEHHSI HE TIOATBEPKIACHBI ITOJIy4YEHHBIMHU JAHHBIMU
WIM 4TO PUCK MPUYMHEHHUS BpeAa 30POBBIO UEJIOBEKa BCIIEJCTBUE MpHEMa JIEKAPCTBEHHOTO Iperapara
JUIS. METUITUHCKOTO TIPUMEHEHUS MpeBhIIaeT d3PPEeKTUBHOCTb €ro MPUMEHEHUSI.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 Oexabpsa 2014 2. N 429-d3 uacmv 3 cmamvu 27 nacmoswezo
DedepanvbHo2o 3aKOHA UNONCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
3. TloBTOopHOE TMIpencTaBiIeHHE B COOTBETCTBYIONIUN YIOTHOMOYEHHBIN (enepanbHblii OpraH
UCTIOJTHUTEIIEHOM BJIACTH JICKAPCTBEHHOTO IIpermapaTa, B OTHOIICHWH KOTOPOTO TIOJNyYeH OTKa3 B
TOCY/IapCTBEHHOW PETHCTPAIMK M KOTOPBIN BIIOCIEACTBUH MOJBEPICsS U3MEHEHHIO B YacTH €0 COCTaBa,
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paccMaTpuBaeTCs Kak IPEICTaBICHUE HOBOTO JICKAPCTBEHHOTO Tpenapara Ha €ro rocyAapCTBEHHYIO
PETUCTPAIMIO HE3aBUCUMO OT COXPAHCHHS €r0 MEPBUYHOTO HAUMCHOBAHHMS.

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 27 oononnena yacmoto 4 ¢ 15 uwona 2018 2. - @edepanvruiii 3axon om 4 urona 2018 . N
140-D3
4. Tlpu mpenocTaBICHUH 3asBUTEIIEM B COCTaBE PETHCTPAIMOHHOTO JIOChE Ha JICKApCTBEHHBIN
npernapar s BETCPHHAPHOTO MPUMEHEHUS KOMUU PEUICHHUs YIOJHOMOYEHHOTO (elepalbHOTO OpraHa
UCTIOJTHUTEIILHOM BJIACTH O MIPOBEJCHUH MHCTICKTUPOBAHUS ITPOU3BOUTEIIS JIEKAPCTBECHHBIX CPEJICTB CPOK
NPUHATHS PEIICHHUS] O TOCYIAApCTBEHHOW PETUCTPAIMK JICKAPCTBEHHOTO Iperapara /il BETCPHHAPHOTO
MPUMEHEHUS MPUOCTAHABIMBACTCS CO JHS IMOJYYCHHS 3aKIIOYCHHN, YKa3aHHBIX B 4acTH | HACTOSIIEH
CTaThH, 10 THS MPUHSTHUS YIIOJIHOMOYECHHBIM (heIepaIbHbBIM OPraHOM HCIIOJIHUTEILHON BIIACTH PEIICHUS O
BbIIaye WM 00 OTKa3e B BBIJAUe 3aKIFOUEHUS O COOTBETCTBHH MPOU3BOJIUTEINS JIEKAPCTBECHHBIX CPEICTB
TpeOOBaHUAM IPABIII HAIJICKAIICH TPOU3BOJICTBEHHON NPAKTUKU, HO HE 00JIee YeM Ha CTO BOCEMBIICCST
pabouux gAHE.

Wuopmarus 06 H3MEHEHHSIX:

Cmamusa 27 oonoanena yacmoto 5 ¢ 15 uwna 2018 2. - @edepanvruiii 3axon om 4 urona 2018 e. N
140-D3
5. OcHoBaHWEM JJIsl OTKa3a B TOCYJApCTBEHHOH PETHCTpaldy JICKApCTBEHHOTO Mpenapara s
BETCPUHAPHOTO TPUMEHCHHS SBISICTCS  3aKJIFOUYEHUE YIOJIHOMOYECHHOro (hefepaibHOr0  OpraHa
UCTIOJTHUTEIILHOM BJIACTH O TOM, 4YTO KadectBO H (Wiau) dSPPEKTUBHOCTh PETHUCTPHPYEMOTO
JICKApCTBEHHOTO Tpernapara Jyisi BETCpUHAPHOTO MPUMEHEHHsI He TIOTBEP)KICHBI TIOJYYCHHBIMU JaHHBIMA
WM 9TO PUCK NMPUYMHCHUS BPEJa 3JI0POBBIO KUBOTHOTO BCIEACTBHE IIPHEMa JICKAPCTBEHHOTO TIperapara
JUIsS. BETEPUHAPHOTO MMPUMEHEHHSI MPEBBINIACT d3PPEKTUBHOCTh €0 MPUMEHEHUS, OTKA3 YIIOJIHOMOYEHHOTO
denepanrbHOrO OpraHa UCTIOJHUTEILHON BIACTH B BBIJAYE 3aKIIOYCHHSI O COOTBETCTBUU MPOU3BOIUTEIIS
JIEKapPCTBEHHBIX CPEACTB TPEOOBAHMIM IPABIII HAJJICKAIIEH MPONU3BOACTBEHHON MPAKTUKU JUIS KaXIOH
MIPOM3BOJICTBEHHON TUIOMIAJIKK PETHCTPUPYEMOro JISKAPCTBEHHOI'O IperapaTta sl BETEPHHAPHOTO
MPUMEHEHHUS B CIIydae, e€clid MPOU3BOJICTBO JIEKAPCTBEHHOTO IMpernapara /s BEeTepUHAPHOTO PUMEHEHHS
OCYIIIECTBIsIETCS 32 npenenamMu Poccuiickon denepannu, MM OTCYTCTBUE TAKOTO 3aKITOUYCHUS.
TAPAHT:

CM. koMMeHTapuu K cTaTthbe 27 HacTosmero denepaibHOT0 3aK0Ha

Wndopmarys 06 n3MEeHEHHAX:
Cmamuws 27.1 uzmenena c 1 mapma 2020 e. - @edepanvhsiii 3axkon om 27 oekaops 2019 2. N 475-D3

CMm. npedvloyuyro peoaKyuio
TAPAHT:

YnoaHoMOYeHHBIH (heaepanbHbId OpraH UCIOJHUTENbHOM Biactu 10 1 suBaps 2021 roga onpenensier
B3alMO3aMEHSIEMOCTh JIEKAPCTBEHHBIX IMPENapaToB i MEAMIMHCKOIO TPUMEHEHHUs, KOTOpbIe
3aperuCTPUPOBAHbI J0 JHS BCTyIUIeHUs B cuily denepanbHOro 3akona ot 27 aekadps 2019 r. N 475-D3
U B3aMMO3aMEHSEMOCTh KOTOPBIX paHee He Obljia OIpe/esieHa, B MOps/IKe, YCTAHOBICHHOM HaCTOALIEH
CTaTbe, 32 UCKIIFOUEHNEM JIEKAPCTBEHHBIX NIPENApATOB, YKa3aHHbIX B yacTu 4 ctatbu 3 PDenepanbHOro
3akoHa ot 27 nexadbps 2019 r. N 475-D3

Cratba  27.1. B3aumo3aMeHSIEMOCTb JIEKAPCTBEHHBIX IpENaparoB s MEIULUHCKOIO
PUMEHEHUS

1. B3anM03aMEHAEMOCTb JIEKAPCTBEHHBIX IPEMApaToB Ul MEAUIMHCKONO IPUMEHEHHUS

OTpezieNiieTCsl YIOIHOMOYEHHBIM (eIepaIbHBIM OPraHOM HCHOJHUTENBbHOM BIIACTH, OCYLIECTBIISIOIIUM

rOCy/IapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX NIPENAPaTOB JJIs1 MEAUIIMHCKOTO IPUMEHEHUS, B paMKax

OJIHOTO MEXIyHapOJHOI'0 HEMAaTeHTOBAHHOTO (MJIM XMMHYECKOI0, WJIM TPYINIHPOBOYHOI0) HAUMEHOBAHHUS

Ha OCHOBE 3aKJIIYEHHS KOMMCCHM 3KCIEPTOB HKCIEPTHOTO YUPEXKAECHHS O B3aUMO3aMEHSIEMOCTH
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JIEKapCTBEHHOTO Ipernapara Ui MeIUIUHCKOr0 IPUMEHEHHUs 100 O TOM, YTO JICKapCTBEHHBIH Mpenapar
JUIE  MEOUIIMHCKOTO MpPHUMEHEHHs He SBIAeTCS B3auMo3aMeHseMbIM. [lopsiiok — ompeneneHus
B3aMMO3aMEHAEMOCTH JIEKaPCTBEHHBIX MPENapaTroB JUldl MEAULUHCKOIO IpUMEHeHus u  (opma
3aKJIFOYCHHUS] KOMUCCHH JKCIIEPTOB AKCHEPTHOTO YUPEKACHUS O B3aWMO3aMEHSEMOCTH JIEKapCTBEHHBIX
npenapaToB Ui MEIUIMHCKOIO IpUMEHeHHs 00 O TOM, YTO JIEKapCTBEHHBIM Mpemapar s
MEIUIIMHCKOTO TPUMEHEHUS HE SBISIETCS B3aUMO3aMEHSEMBIM, YCTAaHABIMBAIOTCSA IIpaBUTENBCTBOM
Poccuiickoit denepanum.

2. Komuccusi KCHEpTOB HKCHEPTHOTO YUPEKICHHS JaeT 3aKII0UYEHHE O B3aMMO3aMEHIEMOCTH
JIEKapCTBEHHOTO Ipernapara s MeIUIUHCKOr0 IPUMEHEHUs 100 O TOM, YTO JISKapCTBEHHBIH Ipenapar
JUIS. METUITUHCKOTO TIPUMEHEHUS He SBISIETCA B3aUMO3aMEHAEMBIM, HA OCHOBAaHHUH CIIEYIOLINX KPUTEPHUEB
(XapaKTepUCTHK):

1) oskBHBaJIeHTHOCTh (i1 OMOAHANOTOBBIX (OMOMOJOOHBIX) JIGKAPCTBEHHBIX IIPENapaToB
(6moaHaJIOroB) - CONOCTAaBUMOCTb) KAUYECTBEHHBIX U KOJIMYECTBEHHBIX XaPaKTEPUCTUK (papMalieBTUYECKUX
CyOCTaHIIMII WM COMOCTaBUMOCTh AHTUTEHHOTO COCTaBa BaKIMH. Mcronb30BaHME pPa3IMYHBIX COJIEH,
3¢UpOB, KOMIUIEKCOB, U30MEPOB, KPUCTAUIMUECKUX (POPM M JIPYTHX NPOU3BOAHBIX OJHOTO U TOTrO XK€
JICMCTBYIOIIErO BEIIECTBA HE SBIACTCS NPENSATCTBHEM Ui ONPEACICHUS B3aHMMO3aMEHIEMOCTH
JEKapCTBEHHbIX  IpernaparoB, €cId HpU  I[POBEACHUU  HUCCIEAOBAaHUS  OMO3KBUBAJIEHTHOCTU
JIEKapCTBEHHOTO IIperapara WM HCCICAOBAaHUS TEPareBTHUECKOW AKBUBAICHTHOCTH JIEKAPCTBEHHOTO
npenapara JI0Ka3aHO OTCYTCTBUE KJIMHUYECKM 3HAYUMBIX pa3iuuuil (papMakoKMHETUKH | (WIM)
3 PEKTUBHOCTH U 6€30IaCHOCTH JIEKAPCTBEHHOTO TIpernapara JUisi MEAUIIUMHCKOTO TPUMEHEHHS,

2) SKBHUBAJIEHTHOCTh JIEKAPCTBEHHOW (Qopmbl. [loa 3KBUBaICHTHBIMM JIEKAPCTBEHHBIMH (OpMaMU
MOHUMAIOTCSI pa3HbIe JIEKapCTBEHHBIE (OPMBI, MMEIOIINE OJMHAKOBBIE CIIOCOO BBEICHHS U CIIOCO0
OpPUMEHEeHHs, O0JIaZalole  COMOCTaBUMBIMM  (DapMAKOKMHETHMUYECKUMM  XapaKTEepUCTHKaMU U
(apMaKoIOTHIECKUM JCHCTBHEM W OOECIICUMBAIONINE TAKXKE TOCTHKEHNE HEOOXOTUMOr0 KIMHUYECKOTO
s¢¢exra. Paznmnums gekapcTBeHHbIX (OpPM  HE SBIAIOTCA HPENATCTBHEM Ui ONpeAeieHUs
B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  MpEMapaTtoB, €CIM TNPH  TPOBEICHUH  HCCIEAOBAHUS
OMOPKBUBAJIEHTHOCTH  JICKQPCTBEHHOI'O  NpemapaTa MM MCCIEJOBAaHUS  TepaneBTHYECKON
9KBHUBAJCHTHOCTH JIEKAPCTBEHHOTO Tperapara J0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX Pa3InIui
bapmakokuHeTUKH U (MiaM) 3(G(EeKTUBHOCTH M 0€30MaCHOCTH JIEKApCTBEHHOIO Iperapara s
MEIUITUTHCKOTO IPUMEHEHUS;

3) SKBHUBAJEHTHOCTh MJM CONOCTAaBUMOCTH COCTaBa BCHOMOTATENbHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara JUIsl  MEIWIIMHCKOTO TNpHUMEHEHWs. Pa3nuums coctaBa BCIIOMOTATENbHBIX — BEIIECTB
JIEKapCTBEHHOTO IMperapara He SBISIOTCS MNPENATCTBHEM JUIsL OIpeNeNeHUs] B3aMMO3aMEHSIEMOCTU
JEKapCTBEHHBIX  IpEmapaTroB, €CIM NpU  TMPOBEACHWU  HWCCIEAOBAHHMS  OMOIKBUBAJICHTHOCTH
JIEKapCTBEHHOTO IMpernapara WM HCCIEJ0BaHMUs TEPalneBTHMUECKOW SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOIO
npenapara JI0OKa3aHO OTCYTCTBHE KJIMHHYECKH 3HAYUMBIX pa3nuyuid  (papMakOKHMHETHKH | (WIIH)
3¢ (deKTUBHOCTH M 0€30MacHOCTU JIEKapCTBEHHOro IMpemnapaTta Julsi MEJUIMHCKOro npumeHeHus. Ilpu
HAJIMYUU KIMHUYECKU 3HAYUMBIX Pa3iuyuil papMakOKMHETUKU U (M) 3((HEKTUBHOCTH U O€30MMaCHOCTH
JIEKapCTBEHHOTO TMpernapara A MEIUIMHCKOrO NPUMEHEHHUS B3aWMO3aMEHSEMOCTh ONpEHeNseTcs C
yKa3aHUEeM Ha MCKIIOYCHNE OTACIBHBIX TPYII NAllHEeHTOB;

4) UAEHTUYHOCTH CII0cO0a BBEJICHHS U CIIOcO0a MPUMEHEHHUS;

5) cOOTBETCTBHE MPOM3BOIUTEIS JIEKAPCTBEHHOTO CPEICTBAa TPEOOBAHUSM TIPABWII HaJJIeKalleH
IIPOM3BOJICTBEHHOM MPAKTUKH.

3. OmpeneneHne B3aUMO3aMEHSEMOCTH BOCIPOU3BEIACHHBIX JICKAPCTBEHHBIX IIPEMapaToB IJist
MEIUIIMHCKOTO TpPUMEHEHHUs, yKa3aHHbIX B uactu 10 cratem 18 Hactosmero ®enepaabHOro 3aKOHA,
OCYIIECTBIISIETCS 0€3 HEOOXOIUMOCTH JTOKA3aTeIhCTBA UX OMOIKBUBAIICHTHOCTH.

4. OcoOeHHOCTH  OmIpeleNeHUs]  B3aUMO3AMEHSEMOCTH  OMOJIOTMYECKUX  JIEKAPCTBEHHBIX
npernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB (CoaepKamux KOMOWHAIMIO IBYX H Ooiee
JEMCTBYIOIIMX  BEMIECTB), JIEKAPCTBEHHBIX  [PENapaTtoB Il HApeHTEepPaJbHOIO  MUTAHUA |
HEJIO3UPOBAHHBIX  JIEKAPCTBEHHBIX MpernaparoB ycTaHaBiauBawoTca IIpaBurenbctBoM Poccuiickoi
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denepanuu.

5. OmpezneneHue B3aMMO3aMEHSIEMOCTH HE OCYLIECTBIIAETCS B OTHOLUEHUHM JIEKAPCTBEHHBIX
pPaCTUTENBHBIX NIPENapaToB, FOMEONATHUECKUX JIEKapCTBEHHBIX IpenapaToB.

6. @opMupoBaHUE NEPEYHS B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENAapaToB JIs MEAULIUHCKOIO
IPUMEHEHHS OCYIIECTBIISIETCS HKCIEPTHBIM YUPEXKIEHUEM IMOCPEACTBOM OObEIUHEHMs JIEKaPCTBEHHBIX
[IPENnapaToB B OTAEIbHbIE TPYNIbl, B KaXJ0H M3 KOTOPBIX JIEKAPCTBEHHBIE INpPENaparTbl SBISAIOTCA
B3aMMO3aMEHSAEMbIMHU.

7. B ciydae BKIIOYEHMS B HHCTPYKLHIO IO MEIUIMHCKOMY IPUMEHEHMIO JIEKapCTBEHHOI'O
npenapara Ha OCHOBaHMM PE3yJIbTATOB COOTBETCTBYIOLIMX MCCIIEJOBAHUIN MOKa3aHUH ISl IPUMEHEHHUS,
KOTOpBIE OTIMYAIOTCS OT MOKA3aHUM [l MPUMEHEHMs] JPYIMX JIEKAPCTBEHHBIX IPENapaToB U3 IPYIIIBI
B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IIPENapaTtoB, B IE€PEYHE B3aMMO3aMEHIEMbIX JIEKAPCTBEHHBIX
IpenapaToB Ui MEIUIIUHCKOTO IPUMEHEHHUS JOJDKHA OBITh YKa3aHa COOTBETCTBYIOLIAst HH(OPMAIIHSL.

8. IlepeueHb B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX MpENapaToB A MEIULMHCKOIO NMPUMEHEHUS
pasMeraercs yrnoJIHOMOUYEHHBIM (hefepaibHbIM OpPraHOM HCHOJHHUTEIBHON BIACTH, OCYIIECTBISIOUINM
rOCyJJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIULIMHCKOIO IPUMEHEHHUs], HA CBOEM
ouimansaom caiite B cetd "MutepHer". NHdopmanus B nepeyHe B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX
penapaToB Ui MEIUIMHCKOIO INPUMEHEHUs OOHOBIISETCS YKa3aHHbIM (elepajbHbIM OpraHoM
UCIIOJTHUTENIBHOM BJIACTM C YYETOM HOBBIX 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB ISl
MEIUIUHCKOTO NPUMEHEHHS U BHECEHHBIX U3MEHEHUH B IOKYMEHTBI, COIepIKAIMeCsS B PETUCTPALIMOHHBIX
JI0ChE€ Ha 3apEruCTPUPOBAHHbIE JIEKAPCTBEHHBIE MTPENapaThl A1 MEAULIMHCKOTO IPUMEHEHHUS.

9. Ilopsi10k UCTIONB30BaHUS HHPOPMALIMU O B3aMMO3aMEHSAEMBIX JIEKapCTBEHHBIX Mpenaparax s
MEAMIMHCKOTO MPUMEHEHMsI M MOPAJOK Jayd Pa3bsCHEHUH IO BOIPOCAM B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX IpernapaToB JUIsi MEAMLUHCKOTO IPUMEHEHHs YyCTaHaBiauBaroTca IlpaBuTenbcTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CMm. kommeHTapuu K ctathe 27.1 Hacrosmero @eaepanbHOro 3aKOHa

Cratbs 28. PeructpaninoHHOE y10CTOBEPEHUE JIEKAPCTBEHHOTO IIpenapaTa
1. PerucrpannonHoe yJoCTOBEpEeHUE JEKApCTBEHHOIO Ipenapara ¢ yKa3aHHEM JICKapCTBEHHBIX
¢opM M J03MPOBOK BBbIIACTCA OECCPOYHO, 3a MCKIIOYEHHEM PEruCTPAaLMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapara, BbIaBaéMOI'0 CO CPOKOM JIEHCTBUS IATH JIET, HA BIEPBHIE PETUCTPUPYEMBIE B
Poccuiickoit denepanuu JIeKapCTBEHHBIE IPETIAPATHI.
TAPAHT:

I'ocynapcTBeHHass perucrtpanusi JEKapCTBEHHBIX IPENaparoB JUlsl BETEPUHAPHOIO IPUMEHEHMS,
neiicrBue kotopoil ucrekaer ¢ 14 mapra 2022 r. no 31 nexadbps 2022 r., npozasieBaercs Ha 12 mecsiies
2. Tlo ucTedyeHMM YyKa3aHHOTO B uacTW | HacTOSIIEH cTaThM CpoKa BbLIaeTCs OeccpouHoe
PErUCTPALIMOHHOE YJIOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipernapara IpH YCIOBUM TOATBEPKACHUS €ro
rOCyJJapCTBEHHOMN pErUCTpanuu.

Wudopmanust 00 n3MEHEHHSAX:

Deodepanvhvim 3akonom om 22 dexabpa 2014 o. N 429-@3 cmamvs 28 nacmoswezo Dedepanbrozo
3aKOHa dononHena yacmoio 3, scmynatrowent 6 cuny ¢ 1 urons 2015 a.

3. B ciiyuae BHeceHUs B cOOTBETCTBUM co cTaThsiMu 30 u 31 HacTosmero denepaibHOTO 3aKOHA
W3MEHEHUN B COJEp)Kalllhecss B PErMCTPAllMOHHOM JIOChE Ha 3apErHCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOIINX CBEACHUS, OTPAXXEHHBbIE B PErMCTPALMOHHOM YJIOCTOBEPEHHH
JIEKapCTBEHHOTO TIpemnapara, yImoJHOMOUYEHHBIH (eaepaabHblii OpraH HCIOJIHUTEIHHOW BIACTH BBIIAET
HOBOE€ PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara, COAEp)KAIlEe BHECEHHBIE B HETO
M3MEHEHUSI.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 28 nacmoswezo Dedepanvroco
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3aKoHa dononnena yacmoio 4, scmynarowet 6 cuny ¢ 1 urons 2015 e.

4. B cnyuae yTpaThl WM IOBPEXKIEHUS PErMCTPALMOHHOTO YJIOCTOBEPEHHS JIEKapCTBEHHOI'O
npenapara MO 3adBJICHMIO B NHMCbMEHHON (opMme JepkaTeiss WIM BiaJelblia PEerucTpalioOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'O IIpenapara Wik yIIOJHOMOYEHHOIO UMHU APYIrOro IOPUINYECKOrO JIMIA O
BblJjaue 1yOJMKaTa PErucTpallMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOIO IpenapaTta yHOJIHOMOYEHHBIN
(denepanbHBI OpraH MCIOJHUTEIBHON BIACTH B CPOK, HE MPEBBIMLAIOIINN ASCATH pabounX THEH co THS
IOCTYIIJICHUsl 3asBJICHUSA, BBIJACT MAYyOJUKAaT PEruCTPALMOHHOIO YIOCTOBEPEHMs JIEKapCTBEHHOI'O
npenaparta. 3a Bblgady JyOnMKaTa PpErucTpaliMOHHOIO YJIOCTOBEPEHMs JIEKAPCTBEHHOI'O IIpernapara
B3MMAaETCs TOCYJapCTBEHHAs NOLUIMHA B COOTBETCTBHUHU C 3aKoHOaTesbeTBOM Poccuiickont @enepanuu o
HaJIorax u coopax.

TAPAHT:

CM. KOMMEHTapuu K cTaTthbe 28 HacTosero denepabHOrO 3aKOHA

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamosa 29 nacmoswezo Dedepanvroo
3AKOHA UBI0JCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 ausaps 2017 e.

Cm. mekcm cmamou 8 npeodvioyujell peoaxKyuu
TAPAHT:

locynapcTBeHHasi perucrtparusi JIEKapCTBEHHBIX IMpenapaToB JUisl BETEPUHAPHOTO IMPUMEHEHUS,
nercTBrue Kotopoi ucrekaer ¢ 14 mapra 2022 r. mo 31 mekabps 2022 r., mpojiieBaeTcs Ha 12 MecsieB
Cratbs 29. [loareepxkaeHue rocy1apCTBEHHOM PErucTpalvy JIEKApCTBEHHOTO MperapaTa
1. [ToaTBepxkaeHUE TOCYAAPCTBEHHOM PEruCTpaliy JIKAPCTBEHHOTO Mpenapara OCYLIECTBIISIETCS
IpU BbIJa4e OECCPOYHOTO PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKApCTBEHHOTO IIpenapara B cllydae,
yKa3aHHOM B yacTu 2 crtaTbu 28 Hacrosuero deaepanbHOro 3aKkoHa, B CPOK, HE MPEBBIIIAIOLIUN
MIECTUACCITH PadOUYnX JTHEW CO JHS TOJYyYEHHUS] COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (heneparbHbIM
OpraHOM HCIIOJIHUTENIbHOM BIJIACTU 3asBJI€HUS O TMOATBEPKICHUH TOCYJIapCTBEHHOM pErucTpaluu
JIEKapCTBEHHOTO TMpemnapaTta. He ocymiecTBisieTcss MOATBEPXKIECHUE TOCYAapCTBEHHOM pErucTpaliuu B
OTHONICHHUHU JICKapCTBEHHOTO Tperapara, He HaXxoAuBIIerocs B obpamiennu B Poccuiickoit denepanuu B
TEUEHUE Tpex W Ooyiee JIET, a TakKe B OTHOIIEHWU JIEKAPCTBEHHOTO CPEJICTBA, MPOU3BEIECHHOTO C
HapylIeHHeM TpeOOBaHUs, YCTAaHOBIEHHOTO YacThio 3.7 ctathu 71 HacTosimero deaepanbHOro 3aKOHA.

Wndhopmarus 06 n3MEHEHHSX :

Yacmo 2 usmenena c 13 ageycma 2019 2. - @edepanvhuiil 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio
2. 3asiBIICHHE O MOATBEPKIACHUH T'OCYIaPCTBEHHONW PETUCTPAIlMU JICKAPCTBEHHOTO Mpernapara Jis
MEJMIIMHCKOTO MPUMEHEHUS! MPEACTaBISETCS B COOTBETCTBYIOIIMI YIOTHOMOUYEHHBIH (eaepanbHbIit
OpraH HMCIIOJTHUTEIBHON BJIACTH HE paHEe YeM 3a CTO BOCEMBJECAT JTHEH J0 MCTEUYCHHUS CpPOKa JICUCTBHS
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara A MEAUIIMHCKOTO TPUMEHEHUS.

Wudopmanust 00 n3MEHEHUSX:

Cmamowsa 29 oononnena yacmoio 2.1 ¢ 13 aszycma 2019 e. - @edepanvuviil 3akon om 2 aszycma 2019 2.
N 297-@3

2.1. 3asBneHue 0 NOATBEPKIACHUH FOCYAAPCTBEHHON PETUCTPALIMH JIEKAPCTBEHHOTO Ipenapara ajs
BETEPUHAPHOTO TPUMEHEHMsI TMPEACTABISAETCS B COOTBETCTBYIOIIMN YMOJIHOMOYEHHBIN (QenepabHblil
OpraH MCIIOJIHUTEIbHON BJIACTH HE PAHEE YEM 3a CTO BOCEMBJAECAT JHEN J0 UCTEUYEHHUs CpOKa JEUCTBUS
PEruCTPaIIOHHOTO YJOCTOBEPEHHUS JIEKaPCTBEHHOI'O Mperapara JUisi BETEpUHAPHOIO MPUMEHEHUS U He

M037]HEE OKOHYAHUS CPOKA €T0 IEHCTBUS.
3. IloaTBepakIeHNE rocy1apCTBEHHON PETUCTPAlMK JIEKapCTBEHHOTO MpernapaTa OCyIIEeCTBISIETCs
[0 pe3yibTaTaM »JKCIEPTH3bl OTHOIIEHUS OXKUJAEMOW IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHUS
JIEKapCTBEHHOT'O IpenapaTa Ha OCHOBAaHUM PEe3yJIbTaTOB MOHMTOPUHIA 3(P(GEKTUBHOCTH M 0€30MaCHOCTH
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JEKapCTBEHHOTO Ipernapara, IPOBOJUMOIO Jiep)KaTeleM WINM  BIAJAEIbIEM PEruCTPaluOHHOTO
yIOCTOBEPEHHs JIEKAPCTBEHHOTO TpenapaTa MO0 yIOJTHOMOYEHHBIM UMHU IOPUANYECKUM JIUIIOM, a TaKKe
COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (hefepalbHbIM OPraHOM HCIIOJIHUTENIBLHON BIIACTH B COOTBETCTBUU
¢ TpeboBanuAMU cTathu 64 HacTosmero deaepanbHOTO 3aKOHA.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 4 usmenena c 15 uronsa 2018 2. - @edepanvhuiii 3akon om 4 utonss 2018 2. N 140-D3

Cm. npeovloyuyio peoakyuro

4. K 3asBJ€HUIO0 O MOATBEPXKICHUU T'OCYAAPCTBEHHOM perucTpaunuu JIEKapcTBEHHOIO Mpernapara
JUISL MEJULIUHCKOTO IIPUMEHEHMSI IPUIIAratoTCs:

1) MOKyMEHTHI, cojepxKallue pe3yJabTaTbl MOHMTOPUHIa 3(PQPEKTUBHOCTH U O€30IacCHOCTH
JEKapCTBEHHOI'0 Ipenapara Juisi MEOUIMHCKOIO IPUMEHEHHUs, IPOBEIEHHOrO JepiXkaTeleM WIU
BJIAJCNIBLIEM PEruCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAapCTBEHHOIO IIpernapara sl MEIULMHCKOIo
OPUMEHEHHUS JIMOO YNOJHOMOYEHHBIM KM IOPUIMYECKUM JIMLIOM, 10 (opMe, YTBEPKIACHHOU
YIOJIHOMOYEHHBIM (heiepalibHbIM OPraHOM UCIIOJIHUTENIbHON BIIACTH;

Undopmarust 06 n3MEHEHHSX:
Ilynkm 2 usmenen c 1 simeaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

2) cBeleHHsI O JaTe€ MPEJOCTABIICHUS M PETrHMCTPALIMOHHOM HOMEpPE JIMIICH3UU Ha TPOHM3BOJCTBO
JICKapPCTBEHHBIX CPEJICTB MITU CBEICHHUS O JIaTe MPEIOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKITFOUCHUS
O COOTBETCTBUU TPOM3BOIUTEINS JIGKAPCTBEHHBIX CPEJACTB TPEOOBAaHUSAM TIPaBUII  HaJJICKaIICH
MPOU3BOJICTBEHHOW  TPAKTHKH, MPEIOCTABICHHBIX  YIIOJHOMOYCHHBIM  (peiepalibHBIM  OpraHOM
UCTIOJIHUTEIILHOW BJIACTH B OTHOIICHWHW MPOW3BOJICTBEHHOM ILIONIAIKU JIEKAPCTBEHHOTO IMperapara Jijis
MEMIIMHCKOTO MPUMEHEHUS, TOCYJaPCTBEHHAS PETHCTPAIMs KOTOPOTO MOJATBEPKIACTCS B CiIydae, €cliu
NPOM3BOJICTBO JICKAPCTBEHHOrO Iperapara il MEJUIIMHCKOTO IPHUMEHEHHs] OCYIICCTBISICTCS B
Poccuiickoit ®enepanuu;

Wndopmarys 06 m3MEeHEHUAX:
Ilynkm 3 uzmenen c 1 smeaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

3) Komus TMPeJOCTaBICHHOW YMOJTHOMOYEHHBIM OPTraHOM CTpPAHbl MPOU3BOAMTENS JTUICH3WU Ha
MPOU3BOJICTBO JIEKAPCTBEHHOTO TMperapaTa i MEIUIMHCKOTO MPUMEHEHHUS M €€ MEpPEBOJ] Ha PYCCKUM
A3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM IOpPSAKE, a TaKK€ KOMUSA 3aKIIOYEHUS] O COOTBETCTBUH
MPOU3BOJUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM TPABUJT  HAJUIeKAIEH MPOU3BOJCTBEHHON
MPAKTUKH, BBIIAHHOTO YIIOJHOMOUYEHHBIM (pe/iepalbHbIM OPTaHOM HCIIOTHUTENBHOM BIACTH B OTHOIICHUHU
MPOU3BOJICTBEHHON TUIOMIAJKA JIEKAPCTBEHHOTO Tperapara Juisli MEIUIMHCKOrO  MPUMEHEHUS,
rOCYJapCTBEHHAsl PETHCTpaldsl KOTOPOTO MOATBEPKAACTCS, WIM KOMHS PELICHUS YIOJIHOMOYEHHOTO
dbenepabHOTO OpraHa HCIOJTHUTEIBHOW BJIACTH O TIPOBEICHUHM WHCIEKTHUPOBAHUS TIPOWU3BOIUTENS
JIEKApCTBEHHBIX CPEJACTB B CIyyae, €ClIu MPOU3BOJICTBO JIEKAPCTBEHHOrO Ipemnapara sl MEIUIIUMHCKOTO
MPUMEHEHUS OCYLIECTBIISIETCS 3a npeaenamu Poccuiickoit denepanmm.

Wndopmarys 06 M3MEHEHUAX:

Cmamos 29 oonoanena wacmoto 4.1 ¢ 15 uronsa 2018 . - @edepanvhuiii 3akon om 4 uousn 2018 2. N
140-D3
4.1. B oTHOIIEHNH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB IS MEIUIIMHCKOTO TPUMEHEHUS
3asBUTENb JOMOJIHUTENBHO TMPEACTABISIET pE3yJIbTaThl MEPONPUITHH, MPEIYCMOTPEHHBIX IIJIAHOM
YIpaBJICHUS PUCKAMH, YTBEPKICHHBIM YIOJTHOMOYEHHBIM (eepaabHbIM OPraHOM HCTOJHUTEIHHOMN
BJIACTU TMpPU OCYIIECTBICHUM TOCYJAapCTBEHHOM pErucTpaldy JIEKapCTBEHHOrO IMpenapara s
METUITMHCKOTO MIPUMEHEHHS.

Wndopmarys 06 M3MEHEHUAX:

Yacmw 4.2 usmenena c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3
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CMm. npedvloyuyro peoaKyuio

4.2. K 3asBI€HUIO O TOATBEPKICHUM FOCYAAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO IIpernapaTa
JUIs BETEPUHAPHOTO IPUMEHEHHUs IPUJIAraroTCsl AOKYMEHTHI, COJAEprKalllie pe3yJbTaTbl MOHUTOPHHIA
3pPEKTUBHOCTH ¥ 0OE30MAaCHOCTH JIEKAPCTBEHHOrO TpenapaTra s BETEPUHAPHOTO IPUMEHEHHS,
IPOBOJUMOIO JepXaTeleM MM BIAJENbLUEM PErucTPalMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOI'O
npernapara s BETEpUHAPHOTO MPUMEHEHHUS JHOO0 YMOJTHOMOUYEHHBIM UM IOPHIMYECKHM JIUIIOM, IO
dopme, yTBEpKICHHOH YIOJHOMOUYEHHBIM (elepajbHbIM OpPraHOM HCIOJIHMUTENBHOM BIACTH, U
JIOKYMEHTBI, yKa3aHHble B nyHkTax 1, 2 - 2.2, noanyukrax "a", "6", "«", "n" nynkra 4 vactu 3 crateu 17
Hacrosero dexepanbHoro 3akoHa. B oTHOLIEHNHM MMMYHOOHOIOIMYECKHUX JIEKAPCTBEHHBIX MPENapaToB
JUIsl BETEPUHAPHOI'O IIPUMEHEHHUS HE INPEICTABISAIOTCS CBEICHMS, YKa3aHHbIE B 10 nyHKTe "K' myHkTa 4
yacty 3 crathy 17 Hactosamero deaepalbHOro 3aKoHa. B OTHOIIEHUM JIEKapCTBEHHBIX MPENapaTroB s
BETCPUHAPHOTO TPUMEHEHUS, MOJYYCHHBIX C NPUMEHEHHEM T'€HHO-MHXCHEPHO-MOAU(PHUINPOBAHHBIX
OpPraHU3MOB MJIM COJIEPIKAILUX TAKUE OPraHU3MBbl, JOIIOJHUTEIBHO PEACTABISIOTCS CBEICHUS, YKa3aHHbIE
B IyHKTe 13 wactu 3 crareu 17 HacTosmero denepanbHOro 3aKoHaA.

Wupopmarus 06 H3MEHEHHSIX:
Yacmw 4.3 usmenena c 1 aunsapsa 2021 2. - @edepanvhuiil 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

4.3. 3asBuUTENb BIOpPABE NPEACTABUTh C 3asBICHUEM O MOATBEPXKIECHUHU TOCYIapCTBEHHON
perucrpalyy  JIEKapCTBEHHOIO  IIpernapara  KONHUIO  JIOKYMEHTa, IOATBEPXKAAIOIIEro  yIuiary
rOCyJapCTBEHHON TMOUUIMHBI 3a MOATBEPKIACHUE TOCYJapCTBEHHONW PpETUCTpalMy JIEKapCTBEHHOTO
npernapara, a TakKe BblJaBaeMble (IIPEIOCTABIISIEMbIE) YIOJHOMOYEHHBIMU (heepaabHbIMU OpraHaMu
UCIIOJTHUTENIbHOM BJIACTH IOKYMEHTHI (CBEJIEHUS), YKa3aHHbIE B ITYHKTaX 2 U 3 yacTy 4 HACTOSIIEH CTaThU.
B cinydae ux HempencTaBiieHHs YIOJHOMOYEHHBIN (enepanbHbli OpraH HCIOJIHUTEIbHOW BIIACTH
3ampaniMBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHUS) B MOPSAIKE MEKBEIOMCTBEHHOIO HH(POPMAIMOHHOTO
B3aUMOJICUCTBUSL.

5. B Tteuenue pecatu paboyux [HEH CO [JHS TPHUHITUS 3asABICHHUS O TMOATBEPKIACHUU
rOCy/IapCTBEHHOW PETUCTpPALMU JIEKAPCTBEHHOTO IpernapaTa U JOKYMEHTOB, COJEpKalllUX pe3yJIbTaThl
MOHUTOPHHTa YPPEKTUBHOCTH M 0€30MaCHOCTU JIEKAapCTBEHHOTO Ipenapara, MpOBOAMMOIO JAepiKaTesieM
WIM BJIQJIENIBLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHNUS JIEKaPCTBEHHOI O IIpernapara Jub0 yIOoJIHOMOYEHHBIM
MU IOPUINYECKUM JIUIIOM, YIIOJTHOMOYEHHBIHN (eiepalibHbI OpraH UCIOIHUTEIHHOM BIACTH:

1) mpoBOAMT TPOBEPKY MOJHOTHI CBEAEHUI, COAEpKALIUXCS B IPEACTABICHHBIX 3asBUTEIEM
JIOKYMEHTax;

2) mpuHMMAET pelleHue O MPOBEACHUU WM 00 OTKa3e B MPOBEACHUHM 3KCHEPTU3bl OTHOIIEHUS
OKMJAEMON TOJb3bl K BO3MOKHOMY PHUCKY INPUMEHEHMs JIEKapCTBEHHOIO IIpernapaTa Ha OCHOBAaHHMH
pe3yabTaTOB MOHUTOPHUHTA dPHEKTUBHOCTH U 0€30MAaCHOCTH JIEKAPCTBEHHOTO Tpernapara, IpOBOUMOTO
JiepKaTeeM WINM BIIAJeNbLEM PErucTPalMOHHOIO YJOCTOBEPEHUs JIEKapCTBEHHOrO IIpernapara Jnbo
YIOJHOMOYEHHBIM MU IOPUINYECKUM JIUIIOM, a Takxke (efepaibHbIM OPTaHOM HCIOJHUTENBHON BIACTH
B COOTBETCTBHH € TPEOOBAaHUAMM cTaThy 64 HacTosAero denepaibHOro 3aKOHa;

3) yBemoMisieT B DJIGKTPOHHON (opMe WM MHUCHbMEHHOW (opme 3asBHUTENSI W DKCIEPTHOE
YUpEXKJAEHUE O MPHHATOM pEUIeHHH MO0 B Cilydyae MPHHATUS pelIeHus 00 OTKa3e B MPOBEICHUH
9KCIIEPTHU3bI YKA3bIBAET MPUUYMHBI TAKOTO OTKa3a.

6. B cnyuae BBIABIEHHMS HEJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTH MH(GOpPMAIHH,
coJiepiKalleiicss B IpPEICTaBICHHBIX 3asBUTENIEM JOKYMEHTaxX, YMOJHOMOYEHHbIN (efepaibHbli OopraH
UCTIOJIHUTENIHOW BJIACTH HANPABIISET 3asBUTEIIO 3alIpOC 00 YTOUHEHUH YKa3aHHOW MH(popMaIMu. 3arpoc
YIOJHOMOYEHHOTO  (peiepaliIbHOTO  OpraHa  MCIOJHUTEIbHOW BJAacTH MOXeT ObITh  mepenaH
YIOJHOMOYEHHOMY NPEICTaBUTENIO 3asBUTENS JUYHO IOJ PACIUCKY, HAIpPaBJIEH II0 IMOYTE 3aKa3HBIM
MUCHbMOM WJIM TEpelaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHHMKAI[MOHHBIM KaHajaM cBs3u. B ciyuae
HalpaBJIEHUs 3arpoca YMOJHOMOYEHHOro (elepalbHOr0 OpraHa HCIHOJIHUTENBbHOM BJIACTH MO IOYTE
3aKa3HBIM IMHCBMOM OH CUYMTAETCA IOJYYEHHBIM IO HMCTEYEHUH WIECTH JHEW C JaThl HaIpaBJCHUs

22.11.20222 Cucrema TAPAHT 61/141


http://ivo.garant.ru/document/redirect/77670914/29402
http://ivo.garant.ru/document/redirect/73355371/833
http://ivo.garant.ru/document/redirect/77691569/29403

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

3aKa3HOTI'O NMHCHMA.

7. 3asBUTENb 0053aH MPEICTABUTH OTBET Ha 3alpOC YIOJHOMOYEHHOTrO (eaepanibHOTO OpraHa
UCIIOJIHUTENIBHON BJIACTH B CPOK, HE MPEBBIIAIOIINN JEBSIHOCTA pabO4YMX JHEH CO AHS €ro MOIy4eHUs.
Cpok, yka3zaHHBIM B 4acTH 5 HACTOSIIEW CTAaThbU, IPUOCTAHABIMBAETCSA CO JHS HAIPaBJICHUS 3asSBUTEIIO
3ampoca yIoJIHOMOYEHHOIo (ellepalbHOr0 OpraHa MCIOJHUTEIbHOM BIAcTH 0 JAHSA TMOIY4EHUS UM
COOTBETCTBYIOILIETO OTBETA U HE YUUTHIBAETCS IIPU UCUUCIEHUM CPOKA MOATBEPKICHUS TOCY1apCTBEHHOM
PETUCTPALIMK JIEKaPCTBEHHOTO Ipenapara.

8. OcHoBaHMEM [UIsl OTKa3a B IIPOBEJEHUM OSKCIEPTU3bl OTHOIIECHUS OKMJIAEMOM MOJb3bl K
BO3MO)KHOMY PHCKY IPUMEHEHHs JIEKapPCTBEHHOI'O IIpernapara SBISETCS IPEICTaBICHHUE JOKYMEHTOB,
COJIepKALINX PE3yIbTaThl MOHUTOPHHTA 3((HEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO Ipenapara, u
(M) B OTHOLIEHMH OWOJOTMYECKUX JIEKApCTBEHHBIX IPENapaToB pEe3yJbTAaTOB OCYILECTBIICHUS
MEPONPUITUA B COOTBETCTBUM C IUIAHOM YIIPABJICHUS PHUCKaMH, YTBEP)KICHHBIM YIOJIHOMOUYEHHBIM
(enepaabHbIM OPraHOM HCIOJHUTEJIBHOW BIIACTU IPU OCYIIECTBIECHHM I'OCYJIApCTBEHHOM pPErucTpanuu
JICKapCTBEHHOTO Tperapara, B HEHNOJIHOM OOBeMe, OTCYTCTBHE HH(OpMaIuu, MOATBEpKIAromei (akt
yIUIaThl TOCYJaPCTBEHHOM MOLUIMHBI 33 MOATBEPKACHUE IOCYJApCTBEHHOM PErUCTpalluy JIEKapCTBEHHOT O
npemnapara, 1100 HElpeICTaBICHUE 3asBUTEIEM B YCTAaHOBJIEHHBIN CPOK OTBETa Ha YKa3aHHBIN B 4acTH 6
HACTOSIILEH CTaThU 3alPOC YIOJHOMOYEHHOI0 (hefiepaibHOro opraHa MCIOJHUTEIbHOM BIACTH, a TAKKe
OTCYTCTBHUE B YKa3aHHBIX JJOKYMEHTaX UH(OpMAIMH, KOTOPast TOJDKHA OBITh B HUX OTPaXKEHA.

9. Okcneprusa OTHOLICHMS OKMJAEMOW TIOJIB3bI K BO3MOXXHOMY PHMCKY IPUMEHEHUs
JIEKapCTBEHHOI'0 Ipernapara B LENAX HOJATBEP)KJIEHUS IOCYyAapCTBEHHOW pErucTpanuu JEKapCTBEHHOTO
npenapara MpOBOAUTCS KOMHUCCUEH 3KCIIEPTOB HKCIEPTHOIO YUPEKACHHS B CPOK, HE IPEBBIIIAIOLIUN
COpOKa pabouyux THEH.

10. B cimyuyae HEIOCTaTOYHOCTH NPEACTABIEHHBIX KCIEPTY MATEPHUAIOB Ul Ja4M 3aKJIIOYEHUs
JKCIEpT 00palaeTcss K pyKOBOAUTEIIO SKCIEPTHOTO YUPEXKIECHUS O IPEJOCTABICHUU €My HEOOXOAUMBIX
MaTepHagoB. PyKOBOIUTENb 3KCIEPTHOrO YUYPEXKICHHsI OOpallaercss ¢ COOTBETCTBYIOIIMM 3alpocoM B
YIOJHOMOYEHHBIN (efiepaibHblii OpraH MCHOJHUTENbHOM BJIACTH, BBLAABIIMN 3a/laHuE Ha IMPOBEJICHUE
9KCIIEPTU3bl OTHOIIECHUSA OXHUAAEMOH IOJIb3bl K BO3MOXXHOMY pPHCKY IPHUMEHEHHs JIEKapCTBEHHOTO
npernapara Ha OCHOBAHMHU JIOKYMEHTA, COJEpPIKAIIero pe3yJbTaTbl MOHUTOPUHIA 3(PQPEKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO npenapara. B Teuenue nsatu pabouux JHEH co JHs MOCTYIUICHHUS 3ampoca
PYKOBOJUTEINS SKCIEPTHOIO YUPEKICHHUS YKa3aHHBbIA (elepaibHblii OpraH HCHOJHUTENBHON BIIACTH
HanpaBisgeT 3asABUTENIO 3alpoC O MPEJICTABICHUHM HEOOXOTUMBIX MaTEepHalioB, KOTOPBI MOXET OBITh
nepesaH yIMOJIHOMOYEHHOMY IPEICTAaBUTENIO 3asBUTENS JMYHO TOJ PACIUCKY, HAIpaBlieH IO MOYTe
3aKa3HbIM [TMCHMOM WM MEpeslaH B 3JIEKTPOHHOM (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHalaM CBs3U. B
cllydae HallpaBJIEHHs 3alpoca YHNOJHOMOYEHHOIo (eaepalbHOro0 OpraHa HCIIOJIHUTENbHOM BJIAacTU IO
IIOYTE 3aKa3HBIM MMCBMOM OH CUMTAETCS MOJYYEHHBIM 10 MCTEUEHHMH LIECTH JHEH C JaThl HAIpaBJICHHUS
3aKa3HOTO MHUChMA.

11. 3asBurens 00s3aH MPEICTaBUTh OTBET HA 3alPOC YHOJHOMOYEHHOTO (elepalbHOro opraHa
UCIIOJTHUTENIbHOM BJAacTH B CPOK, HE MPEBBIIIAIONIMIA MIECTUAECATH pabouyuXx THEH Co THS MOJy4eHHUS
YKa3aHHOTO 3ampoca. YIOJHOMOYEHHBIM (eaepanbHblii OpraH HCHOJHUTEIbHON BIIACTH, BBIIABIIMN
3a/laHue Ha MPOBEJECHUE IKCIEPTHU3bl OTHOIIEHUS 0KUAAEMOH MOJIb3bI K BO3MOKHOMY PUCKY MPUMEHEHUs
JIEKapCTBEHHOI'O IIpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COJEpIKAIIEro pe3yibTaTbl MOHMTOpPHHIA
a¢dexTBHOCTH 1 0€30MaCHOCTH JIEKAPCTBEHHOI'O IpernapaTa, B T€UEHHME ISTH pabouux JAHEW co JHS
MOCTYIIJICHUS OT 3asiBUTENSI OTBETA HA 3alpoC YIOJIHOMOYEHHOTO (pe/lepalbHOr0 OpraHa UCIOJIHUTETbHON
BJIACTU HANpAaBJISET 3TOT OTBET B DKCIEPTHOE yupekleHHe. B cilydae HempencTaBieHUsl MO HUCTEYEHHH
HIECTHIECATH pabOUYNX JHEH 3asBUTEJIeM OTBETa Ha YKa3aHHBIM 3alpoC yIOJIHOMOYEHHBIN (enepaabHbIi
OpraH MCIIOJIHUTEIbHON BIIACTH, BHIIABIIMM 33JaHHE HA MTPOBEJIEHUE SKCIIEPTU3bl OTHOIICHUS 0XKH1aeMOM
IOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHHs JIEKApCTBEHHOIO IIpernapaTa Ha OCHOBAaHMM JOKYMEHTAa,
COJIeprKallero pe3ysbTaThl MOHUTOPUHTA 3G (EKTUBHOCTH U 0€30MaCHOCTH JIEKapCTBEHHOI'O Mpernapara, B
TE4eHHUEe MATH pabouyuX JHEW HampaBisieT B OKCIEPTHOE YUPEKICHUE YBEJOMJICHHE O HENPEICTaBICHUU
3asgBUTENIEM OTBETa Ha 3alpOC YKAa3aHHOrO opraHa. Bpems co QHS HampaBiIeHMs 3ampoca KCIEPTHOTO
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YUpEXKJIEHUSI B YIMOJHOMOYEHHBIH (eepanbHblii OpraH HCIOJHUTENBHON BJIAcTU 10 JAHS MOJY4YEHUS
AKCIEPTHBIM YUPEKICHUEM OTBETA HA 3alPOC WK YBEJAOMIICHUS O HENPEICTABICHUN OTBETA HA 3alIPOC HE
YUYHUTBIBAECTCSI IPU HCYUCICHHM CPOKa IPOBEACHMS SKCIEPTU3bl OTHOIICHHS O0XHIAEMOW MOJb3bl K
BO3MO>XHOMY PHUCKY NPHUMEHEHHUS JIEKAPCTBEHHOrO Mpernapara Ha OCHOBAHUM JIOKYMEHTA, COAEPKAIEero
pe3yNbTaThl MOHUTOPHUHTA 3P(HEKTUBHOCTH U O€30MaCHOCTH JIEKAPCTBEHHOTO MIperapara.

12. B cpok, He PEBBIIAIINNA AecITH Pab0oUnX THEH CO JHS MONyYeHHUs 3aKIIOUYCHUS KOMHCCUU
SKCHEPTOB IO pE3yJIbTaTaM 3KCIEPTU3bl OTHOLICHUS OXUAAEMOW IOJIb3bl K BO3MOXXHOMY PHCKY
NPUMEHEHHUS JIEKAPCTBEHHOTO Tpernapara, COOTBETCTBYIOIIMKA YIIOJHOMOUYEHHBIA (enepalibHbIil OpraH
VCIIOJIHUTEJIbHON BIIACTH:

1) ocymiecTBisIeT OLIEHKY 3TOr0O 3aKJIOUEHHUS AJI ONPEIENIEHUS €ro COOTBETCTBHUS 3a/laHUIO0 Ha
MIPOBE/ICHUE YKa3aHHOM IKCIIEPTU3BL;

2) NpUHUMAET PEIICHHE O MOJATBEPKACHUN TOCYAApCTBEHHOM pETUCTpalldu JEKAPCTBEHHOIO
npernapara Uik 00 OTKa3e B MOATBEPKACHUU TOCYIapCTBEHHON PETUCTPAIlH JIEKApCTBEHHOTO Mpenapara;

3) BHOCUT TMpU TMPUHATHUH PEUIEHUS O TMOATBEPKICHUH TOCYJAPCTBEHHOW PEruCTpaluu
JIEKApCTBEHHOI'0 IIpernapara CBEAEHUs B T'OCYJIapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAACT
3asIBUTEIII0 OECCPOUHOE PErMCTPAL[MOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOTO IIpernapara.

Wuopmarus 06 H3MEHEHHSIX:
Yacms 13 usmenena c 15 uonsa 2018 2. - @edepanvhuiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
13. OcHoBaHMeM [Jig OTKa3a B MOATBEPKAECHUU FOCYJAPCTBEHHON pEerucTpauuu JIEKapCTBEHHOTO
npenapara  SIBJISETCS 3aKIIOYEHHE COOTBETCTBYIOLIEIO YHOJHOMOYEHHOIO (pelepaJlbHOro OpraHa
UCIIOTHUTENIbHON BJIACTH O TOM, YTO PUCK MPHUUYMHEHUS Bpena 3/I0pPOBBI0 YEJIOBEKA WJIM KUBOTHOTO
BCJICJICTBHE TIpHEMa JICKAPCTBEHHOTO TIpernapara npeBbiact 3 (HEKTHBHOCTh €r0 IPUMEHEHUS.
14. B mnepuon mnpoBeACHUS TMPOLEAYphl TOATBEPKACHUS TOCYAAPCTBEHHOW perucTpaiuu
JIEKapCTBEHHOTO TMpemnapata ero odpaimieHue B Poccuiickoit deaepannu He MPUOCTAaHABIUBACTCA.

Wndopmarys 06 m3MEeHEHUAX:
Yacms 15 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
15. Jlomyckaercsi oOpalleHue JIEKapCTBEHHBIX IpEnapaToB [0 HCTEYEHMUs] CpOKa T'OJHOCTH,
IPOU3BENECHHBIX B TEYEHHWE CTa BOCBMMJIECATH KAJICHJAPHBIX JHEH TI0Cie JAaTbl MPUHITHS
YIOJHOMOYEHHBIM (eepalbHbIM OpraHOM HCIHOJHUTENbHOM BIACTH pEIIeHUs O MOJITBEP)KICHUU
rOCyJJapCTBEHHOM pEerucTpaluy, B COOTBETCTBMM ¢ HWHGpOpMauueH, cojaepkamieics B JOKyMEHTax
PEruCTPaIIOHHOTO J10ChE Ha JIEKapCTBEHHBIN Npenapar 10 AaThl IPUHATUS TAKOTO PEIICHUS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 29 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Cratbsa 30. BHeceHne n3MeHEHUH B JAOKYMCHTHI, COACPIKAIIUECCA B PCrUCTPAlMOHHOM OJOCHC Ha
SapeFI/ICTpI/IpOBaHHI)II\/II HeKapCTBeHHBIﬁ npemnapart aJisi MCAUIUHCKOI'0 MPUMCEHECHUA

Wndopmarys 06 M3MEHEHUAX:
Yacmo 1 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

1. B memsix BHecCeHUS M3MEHEHHI B JOKYMEHTHI, COJEPKAIUECs] B PErHCTPAIIIOHHOM JIOChEe Ha
3apErHCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar JUisi MEIUIUHCKOTO TPUMEHEHUs, JepiKarelb WU
BJIQJIeTIel] PETUCTPAIIMOHHOTO YAOCTOBEPEHHUsS JIEKAPCTBEHHOTO IMpermapaTa WU YIMOIHOMOYEHHOE UM
JpyToe IOPUINYECKOe JIUIO (Jajiee B HACTOSIIECH CTaThe - 3asiBUTENb) MPEACTABISIET B YIIOTHOMOYCHHBIH
denepanbHBIE OpraH HCIOJHUTENHHON BIACTH 3asIBICHHE O BHECEHHHM TaKMX W3MEHEHUH 1o dopme,
YCTaHOBJICHHOW YIOJHOMOYEHHBIM (heJiepabHbIM OPraHOM HCTIOJHUTEILHOW BJIACTH, W MPHUIIaracMble K
HEMY W3MEHEHHUS B yKa3aHHBIE JOKYMEHTHI, a TakKe IOKYMEHTHI, MOATBEPKIAI0NIue HEOOXOIUMOCTh
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BHECCHMS TaKUX M3MCHCHMI.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 1.1 usmenena c 1 smeaps 2021 a. - @edepanvuviii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

1.1. [Ipn HEOOXOAUMOCTH BHECEHUS B JIOKYMEHTBI, COACPKAIIUECS B PErUCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA  JIEKAPCTBEHHBIM Mpernapar Uil MEIULIMHCKOTO IPUMEHEHMs, W3MEHEHUH,
YKa3aHHBIX B IYHKTE 3 4acTH 2 HACTOSINEH CTaThWl M TPEOYIOUIUX MPOBEICHUS IKCIEPTH3BI KauecTBa
JICKaPCTBEHHBIX CPEJICTB, 3asBUTEINIb JOMOJIHUTEIBHO MPEACTABISET B yNOIHOMOYEHHBIN (eaepabHbIil
OpraH MCIIOJHUTEJIbHON BJIACTU CBEJICHUS O JIaTe MPEAOCTABIICHUS U PETUCTPAIIMOHHOM HOMEpE JIUIEH3UU
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WM CBEJIECHUS O JaTe MPEJOCTABICHHUS U PETHCTPALMOHHOM
HOMEpE 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPABUI
HaJJIeXKalleld  MPOU3BOJICTBEHHOM MPAKTHKH, BBIJAHHBIX (IIPEIOCTABICHHBIX) YIOJIHOMOUYEHHBIM
denepaibHBIM OPraHOM WCIIOJTHUTEIBLHOW BJIACTH B OTHOIICHWW W3MEHEHHOW W (WJIM) JOIOJIHEHHOW
MIPOU3BOJCTBEHHON IUIOIIAAKK JIEKAPCTBEHHOI'O Ipemapara, B Clydyae, €cClid IPOU3BOACTBO
JICKapCTBEHHOTO TIpemapaTta ocymiecTsisieTcss B Poccuiickoit ®denepammu, nu00 CBEACHHS O JaTe
NPEAOCTABICHNUS M PETUCTPALMOHHOM HOMEpE BBIIAHHOW YIIOJIHOMOYEHHBIM OPIaHOM CTpaHbI
MIPOU3BOUTEIS JTUIIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHOTO Tpernapara U €€ MepeBoj] Ha PYCCKH fA3BIK,
3aBEpPEHHBIE B YCTAHOBJIICHHOM IOPSJIKE, a TAKKE CBEACHUS O JaTe MPEJOCTABICHUS U PETUCTPALIUOHHOM
HOMEpPE 3aKJIIOUEHHS] O COOTBETCTBUU IMPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM IIPABHUII
Ha/JIeXKalleld MPOM3BOACTBEHHON MPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (eepalbHbIM OpraHoM
WCIIOJIHUTEIIbHOW BJIACTU B OTHOILIGHWHM W3MEHEHHOW U (Wu) JOINOJHEHHOW MPOM3BOJICTBEHHOM
IUIOIIAJKH JIEKapCTBEHHOIO Ipenapara, WIM CBEACHUS O JaTe IMPEAOCTaBICHUS U PETrUCTPALMOHHOM
HOMEpE pCIICHUs YIOJHOMOYECHHOTO (henepabHOr0 OpraHa HCIOJHHUTEIHHONW BIIACTH O TPOBEACHHUH
WHCIIEKTUPOBAHMS  IIPOU3BOAUTENSL  JICKAPCTBEHHBIX CPEACTB B  Cily4yae, €CIM  IPOU3BOACTBO
JIEKapCTBEHHOI0 IIpernapara OCyIlIecTBIAEeTCs 3a npenesiamu Poccuiickoit denepannm.

Wndopmarys 06 m3MEeHEHUAX:
Yacmo 1.2 usmenena c 1 aunsaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedbloywyro pedaKyuio

1.2. Ilpu HEOOXOIUMOCTH BHECEHUSI B JOKYMEHTBI, COJIEPKAIIMUECS B PETUCTPAITMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TMpemapar s MEIUIMHCKOTO IPUMEHEHHs, HW3MEHEHHH,
YKa3aHHBIX B NyHKTe 4 YacTu 2 HACTOANIEH CTaThU U TPEOYIOMIMX MPOBEACHUS SKCIEPTU3BI KAayecTBa
JICKaPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOJIHUTEIHHO MPEACTABISET B YMOIHOMOYEHHBIN (eaepanbHbIil
OpraH WCIIOJTHUTEIILHON BJIACTH CBEJICHUSI O JIaTe MPEJOCTABICHUS U PETUCTPALIMOHHOM HOMEPE JIUIIEH3UH
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB WJIM CBEJEHHUS O JaTe MPEJOCTABICHHUS U PETUCTPALMOHHOM
HOMEpE 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM TIPABUII
HaJUIeKaled MPOW3BOJCTBEHHOM TMPAKTUKH, BBIJAHHBIX (TMPEIOCTABICHHBIX) YIOJHOMOYEHHBIM
denepanbHBIM OpraHOM HCIIOJHUTETHHOW BIACTH B OTHOLICHUHM TMPOW3BOACTBEHHON IUIOMIAJIKH
JIEKapCTBEHHOI'0 IIpernapara, B ciiydae, eclid IPOU3BOJICTBO JIEKAPCTBEHHOTO MpernapaTa OCyIeCTBISETCS B
Poccwuiickoit denepanuu, 1100 CBEICHUS O AaTe MPEIOCTABICHUS U PETUCTPALIMOHHOM HOMEPE BBIIAHHOMN
YIIOJITHOMOYEHHBIM OpPTaHOM CTpPaHbl TMPOW3BOIUTENS JMIICH3UA Ha TPOU3BOACTBO JIEKAPCTBEHHOTO
npenapara u ee nepeBoji Ha PyCCKUM S3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM IOPSAKE, a TAK)KE CBEJACHUS O
JaTe TIPEJAOCTaBICHUS M PETUCTPAIMOHHOM HOMEpPE 3aKJIIOUEHUS O COOTBETCTBUU IPOU3BOIUTEINS
JICKapCTBEHHBIX CPEJCTB TPEOOBAHUSAM MPABHI HAJICKAIICH MPOU3BOJCTBEHHONW MPAKTUKH, BBHIIAHHOTO
YIIOJITHOMOYECHHBIM (peepaTbHbBIM OPTraHOM HWCITOJIHUTEIIBHOW BJIACTH B OTHOIIEHUHW TPOU3BOICTBEHHOM
IJIOLIAJKHA JIEKAPCTBEHHOTO IMpenapara, WIM CBEACHHUS O JaTe MPEAOCTaBICHUS M PErHCTPALMOHHOM
HOMEpPE PEIICHHs] YMOJHOMOUYEHHOTO (eepalbHOrO OpraHa HWCIOJHHUTEIBHONW BJIACTH O TPOBEICHUU
WHCIIEKTUPOBAHMS  MPOU3BOAUTENSI JIEKAPCTBEHHOTO CpPEACTBA B  CiIy4yae, €ClIM IPOU3BOICTBO
JIEKapCTBEHHOT0 IIpernapara OCylIeCTBIAETCs 3a npenenamu Poccuiickoit denepannm.

Wndopmarus 06 H3MEHEHHSX:
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Cmamuws 30 oonoanena wacmoto 1.3 ¢ 15 uronsn 2018 . - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
1.3. IlpunsTHE pelIeHHs O BHECCHMM W3MEHEHMHA WM 00 OTKa3e BO BHECEHWHM W3MEHEHUU B
JIOKYMEHTBI, COJIepKalllecs] B PETUCTPAllMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npemnapar Juis MEAULUHCKOTO MPUMEHEHUS, B Cllydae HEOOXOAUMOCTH MPOBEACHUS SKCIIEPTU3bI KauyecTBa
JIEKAPCTBEHHBIX CPEJACTB U (WJIM) SKCHEPTHU3bl OTHOLIECHUS OXKUJAEMOHM MOJIb3bI K BO3MOXXHOMY PHUCKY
MPUMEHEHHUS JIEKQpCTBEHHOTO IMpernapara Uil MEIUIMHCKOTO NMPUMEHEHHsI OCYILIECTBIISAETCS B CPOK, HE
MPEBBIIIAOIINIA JAEBSIHOCTA pabOYNX JHEH, a B OCTAIBHBIX CIIy4asxX B CPOK, HE MPEBBIIAIONIHA TPUIIATH
pabouux gHEH cO AHS HPUHATUSA YIOJIHOMOYEHHBIM (elepaibHbIM OpPraHOM HCIIOJIHUTEIBHON BIACTH
3asBJICHUSI O BHECEHUHU TaKUX MU3MEHEHUH.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 30 oononnena ywacmoio 1.4 ¢ 1 mapma 2020 2. - Dedepanvrviii 3akon om 27 dexabps 2019 e. N
475-D3
1.4. YnonHoMOYeHHBIH (enepanbHblii OpraH HCHOJHHUTEIBHOW BIACTH C YYETOM pe3yJIbTaTOB
(bapMakoHaq30pa M IMPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOMSIIUXCA B TPAKIAHCKOM
0o0opoTe, yCTaHOBIICHHBIM TpPEeOOBAHMSAM K HMX KAueCTBY B TEUCHHE JECATH pabouumx IHEH cOo aHA
HOCTYIIJICHUs. COOTBETCTBYIOIIEH MH(OpManuu pa3MellaeT Ha CBOeM O(ULHMAIBHOM CcalTe B CETH
"NHaTepHeT" cBeneHHS O HEOOXOAMMOCTH BHECEHHUS B HMHCTPYKIMIO 10 MEIUIIMHCKOMY HPUMEHEHUIO
JIEKapCTBEHHOI'0 IIpernapara W3MEHEHHH B OTHOUICHMM CBEACHHHM O IOKAa3aHWSAX IJIs NPUMEHEHUS U
IPOTUBONOKA3aHUAX JJIsl IPUMEHEHUSI JIEKAPCTBEHHOTO IIPErapara, BbIABIECHHBIX MOOOYHBIX JEHCTBHUSX,
HEXKENNATeNIbHBIX PEeAKUMAX NpPU NPUMEHEHUM JIEKapCTBEHHOIO Ipernapara M yBEAOMIET 00 3TOM B
AIIEKTPOHHOM (opMe WM NMUCBhMEHHOH (opMme (Ha OyMa)KHOM HOCHTEINE) JepiKaTelsi MM BIaJeibla
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JICKapCTBEHHOI'O Ipernapara (MM YIOJIHOMOYEHHOE MM JpYyroe
IOPUAMYECKOE JIMLO), a TakXKe JepKareledl WIM BIAJENIblIeB PEruCTPAllMOHHBIX YIOCTOBEPEHUM
JIeKapCTBEHHBIX IpenapaToB (WK YIIOJIHOMOUYEHHBIX UMH PYTHX IOPUIUUECKUX JIUIT), KOTOPBIE SBISIOTCS
B3aMMO3aMEHSEMbIMH.

Wndopmarys 06 n3MEeHEHUAX:

Cmamuws 30 oonoanena ywacmoio 1.5 ¢ 1 mapma 2020 2. - Dedepanvrviii 3axkon om 27 dexabps 2019 e. N
475-D3
1.5. depxaTtenps Wiau BIIaJIeJiel] pETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara, a
TakKe JepKaTelu WA BIAJAENbIbl PETUCTPAIIMOHHBIX yIOCTOBEPEHUI JIEKapCTBEHHBIX MpenaparoB (Wiu
YIOJIHOMOYEHHBIC UMHU JAPYTHE OPUINUECKHUE JTUIA), KOTOPBIEC SBIISIIOTCS B3aMMO3aMEHSIEMBbIMU, 00sI3aHbI
MPEJICTAaBUTh B YIOJHOMOUYEHHBIH (peiepalibHbIil OpraH MCHOJHUTENIBHON BIACTH 3asBIICHUS O BHECEHHUH
W3MEHEHUN B JOKYMEHTBI, COJIEp)Kallluecs B PETUCTPAIMOHHBIX JIOChE€ Ha 3apErHCTPUPOBAHHBIC
JIEKApCTBEHHbIE Tpenaparbl JIsi MEAUIIMHCKOIO MPUMEHEHHs, B OTHOIICHHH CBEACHHWH, YKa3aHHBIX B
WHCTPYKIIMU 10 MEIUIIMHCKOMY TMPUMEHEHHUIO JICKAPCTBEHHBIX MPENapaToB, B TEUCHHE COpOKa pabodmx
THEH CO JHA pa3MelIeHUs YIOJHOMOYEHHBIM (enepaabHbIM OPraHoOM HUCHOTHUTENBHON BIAacTH
nHpopmaIuu, ykazaHHoud B dactu 1.4 Hacrosmiei ctathu. J[aHHOE TpeOoBaHKE HE PacCIpOCTPaHAETCS Ha
Clyyal BHECEHUS B MHCTPYKIHMIO MO MEIUIMHCKOMY TNPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara
W3MEHEHUH B OTHOIIIEHWW HOBBIX MOKa3aHUH 71l MPUMEHEHHUsI JICKAPCTBEHHOTO MperapaTa Ha OCHOBAaHUH
PE3yIBTATOB COOTBETCTBYIOIIMX MUCCIETOBAHMIA.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 Oexabpsa 2014 2. N 429-@3 uacmv 2 cmamvu 30 nacmoswezo
DedepanbHoe0 3aKOHA UZN0ANCEHA 8 HOBOU pedarkyuu, scmynaroujeii 6 cuny ¢ 1 saueaps 2016 a.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
2. DKcrepTU3a JIGKApCTBEHHBIX CPEACTB B YaCTH IKCIEPTU3BI KAYeCTBA JICKAPCTBEHHOTO CPEICTBA
¥ (WJTH) SKCTIEPTU3bI OTHOIIECHUS 0)KUIAeMOH TIOJTB3BI K BO3MOKHOMY PUCKY IPUMEHEHUS JICKAPCTBEHHOTO
npernapara Jjisi METUIIUHCKOTO MPUMEHEHHUS MPOBOJIUTCS B Cllydyae BHECEHUS M3MEHEHHH B JOKYMEHTHI,
coJepKaliecss B PErHCTPAIMOHHOM JO0Ch€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIM TIpemnapar, B
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OTHOIIICHUH:

1) cBemeHuii, yka3aHHBIX B HWHCTPYKIHUU TIO MEIUIHUHCKOMY MPHUMEHCHUIO JIEKApPCTBEHHOTO
npernapara:

a) JeKapcTBeHHasA (hopMa C yKa3aHWEM HaMMEHOBAaHUI M KOJIMYECTBEHHOTO COCTaBa JACHCTBYIOIINX
BEIIECTB M KAUYECTBEHHOTO COCTaBa BCIIOMOTATEIIBHBIX BEIIECTB (IMTPH HEOOXOAMMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOTATEIbHBIX BEILIECTB);

0) dapmakoguHamMuka W (apMakOKMHETHKA (32  HCKIIOYEHHEM  (hapMaKOKHHETUKH
TOMEOTIATHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIBHBIX JICKAPCTBEHHBIX MPEapaToB);

B) IMOKa3aHUs JUIsl IPUMCHEHHS,

T') IPOTHUBOIIOKA3aHUs JJIsl IPUMCHCHUS;

1) MEPHI ITPEIOCTOPOIKHOCTH TP IPHUMECHEHHH;

€) yKa3aHHE BO3MOXXHOCTH W OCOOEHHOCTEW MpPHUMEHEHHs JICKapCTBEHHOIO IpenapaTa Jyis
MEIUIUHCKOTO TMPHUMEHEHUS OCpEMEHHBIMH O KCHIIWHAMH, SJKCHIIMHAMH B TEPHOA  TPYIHOTO
BCKapMJIMBaHHUSA, I€TbMH, B3POCIBIMHU, UMEIOIIMMHU XPOHUYECKUE 3a00JIeBaHMS,;

) PeXKHUM JO3UPOBaHUS, CIOCOOBI BBEJCHUS U MPUMEHEHHsI, IPU HEOOXOIMMOCTH BpEeMs IpuemMa
JIEKapCTBEHHOTO TIperapara, MpoIOJHKUTEIBHOCTD JICYCHUS, B TOM YHWCIIE y JeTel J0 M IOCIe OJHOTO
roja,

3) BO3MOYXKHBIE TIOOOYHBIC JCHCTBHUS M HeXKeNaTeIbHbIE PEaKIUH ITPH MPUMEHEHHH JIEKAPCTBEHHOTO
npenapara;

1) CUMIITOMBI TIEPET03UPOBKH, MEPHI TI0 OKA3aHUIO TOMOIIHU TIPH TIEPEI03UPOBKE;

K) B3aUMOJICHCTBHUE C APYTUMH JICKAPCTBCHHBIMH MTpeTiapaTaMy U (MJIH) MHIIEBBIMHU MPOTyKTaMU;

1) (opMmbl BBIITyCKa JIEKaPCTBEHHOT'O Iperapara;

M) ykazaHue (TIpu HEOOXOJMMOCTH) OCOOCHHOCTEW JCWCTBUS JICKApPCTBEHHOIO Ipernapara npu
NIEPBOM IIPHEME HJIU TIPU €TO0 OTMEHE;

H) CBEJICHHs O BO3MOXKHOM BIIMSTHUH JIEKAPCTBEHHOTO Tperapara Juisi MeJUIIMHCKOTO IPUMEHCHUS
Ha CITIOCOOHOCTD YTIPABJIATH TPAHCTIOPTHBIMHU CPEICTBAMH, MEXaHU3MaMH;

0) CPOK TOJTHOCTH W YKa3aHHeE Ha 3allpeT MPUMEHEHUs JICKapCTBEHHOTO Mpernapara Mo UCTeYeHUU
CpOKa roJTHOCTH;

1) YCIIOBUS XpaHEHUS;

P) YCTIOBUS OTITYCKa;

2) coctaBa JEKapCTBEHHOTO Iperapara Jisi METUIIUHCKOTO PUMEHEHHUS;

3) U3MEeHeHus MecTa MPOU3BOICTBA JIEKAPCTBEHHOTO MIperapara JiUisi MEAUIIMHCKOTO TPHUMEHEHHS;

4) u3MeHeHHus MoKaszaTelneil KayecTBa JIEKapCTBEHHOTO Mpenapara s MeAUIIMHCKOTO PUMEHEHHS
U (MJIM) METOJIOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO Ipernapata Uit MEUIIUNHCKOTO TPUMEHEHHUS;

5) u3MeHeHus CpoKa TOJHOCTH JIEKAPCTBEHHOTO MperapaTa JijIsl MeIUIIMHCKOTO IPUMEHEHUS;

6) CBeJCHHMI O HEOOXOJMMOCTH BHECCHHS WHBIX U3MEHEHUH B MHCTPYKIUIO MO MEIUIIMHCKOMY
NPUMEHEHUIO JIEKApCTBEHHOTO Tperapara, a Takke B HMHBIE JOKYMEHTHI, COJepXaliuecs B
PETUCTPAIIIOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBINA JIGKAPCTBEHHBIN mpemapat. [Ipu sToM pemieHne o
MPOBEJICHUH IKCIEPTU3bl KAYECTBA JICKAPCTBEHHBIX CPEJICTB U (UJIN) SKCIEPTU3BI OTHOIICHUS OXKHIaeMOM
MOJTE3BI K BOBMOXXHOMY PHCKY ITPHUMEHEHUS JIKAPCTBEHHOTO TIperapara Jiisl MEIUIIHHCKOTO MPUMEHECHHUS
NPUHUMAETCS B COOTBETCTBUM C YTBEP)KICHHOW  YIOIHOMOYEHHBIM  (peiepalibHBIM  OPraHoOM
UCTIOTHUTENIFHOW BJIACTH Kiaccu(uKanyeli M3MEHEHHWH, BHOCHMBIX B JOKYMEHTHI, COZICp)KalIhecs B
PETUCTPAIIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpemapar.

Wndopmarys 06 M3MEHEHUAX:
Yacmov 3 usmenena c 1 saneaps 2021 e. - @edepanvusiii 3axkon om 27 oexaops 2019 e. N 478-D3
CMm. npedvioyuyro pedaKyuio
3. 3asBUTENb BIpPaBE MPEICTABUTH MO0 COOCTBEHHOW MHUITMATHBE BMECTE C 3asBJICHUEM O BHECCHUH

U3MEHEHUN B JOKYMEHTBI, COJEp)KalMecs B PErHMCTPAlMOHHOM JIOCh€ Ha 3aperucTpUpOBaHHBIN
JICKapCTBEHHBIA TIpenapar Il MEAUIIMHCKOTO MPUMEHEHHUsI, KOIHMH JIOKYMEHTOB, IOATBEPIKIAIONTNX
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yIJIaTy TOCYJApPCTBEHHOUN MOIUIMHBI 3a BHECEHHE B JOKYMEHTBI, COJCpIKAIHUECs B PETHCTPALMOHHOM
JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBINA Mpenapar Jjisi MEAUIIMHCKOTO MPUMEHEHHUsI, U3MEHEHHH,
TPEOYIOIMX TMPOBEACHUS OKCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB B YaCTH OKCIIEPTHU3BI KadecTBa
JIEKApCTBEHHOI'O0 CPeACTBA U (MJIM) HKCIEPTU3bl OTHOLIECHUS OKUJIAEMOM MOJB3bl K BO3MOXXHOMY PHUCKY
MPUMEHEHUS JIEKAPCTBEHHOI'O TMpernapara i MEIUIMHCKOrO MPUMEHEHHUS, TOCYJapCTBEHHON MOILIAHBI
3a BHECEHHE B JOKYMEHTBI, COJEpKalllMecs B PETUCTPAMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIA TIpemnapar i MEIUIIMHCKOTO NMPUMEHEHHMs, U3MEHEHUH, HE TPEOYIOIMX NPOBEICHUS
AKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJCTBA, a TAKXKE BbIJaBacMble (MPEIOCTABIISIEMBIE) YIIOIHOMOYEHHBIMU
dbenepalbHBIMA OpraHaAMHU HCIIOJTHUTEIBHOW BJIACTH JOKYMEHTHI (CBEICHMS), YKa3aHHbIC B 4dacTsax 1.1 u
1.2 macrosimeil cratbu. B cioyyae uMX HempeAcTaBICHUS YIOJIHOMOYEHHBIH (enepanbHbIil OpraH
WCIIOJTHUTEIIbHOM ~ BJIACTM ~ 3alpaliMBaeT  yKa3aHHbIE  JOKYMEHThI  (CBEICHHS) B  TOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMOICHCTBUSI.

4. B TeyeHue necaTv pabounx JHEH CO JTHS MOCTYIUICHHWs] YKa3aHHOTO B UacTy | HACTOSIIEH CTaTbh
3aSBJICHUS. W HEOOXOJMMBIX JOKYMEHTOB YIIOJHOMOYCHHBIN (enepabHblii OpraH HCIOJHUTEIBHON
BJIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTU CBEJICHUM, COJIEPKAIIUXCS B TIPEICTABICHHBIX
3asBUTEJIEM MaTepualiax;

2) TUpUHUMAET pelieHWe O TMPOBEACHUM YKA3aHHBIX B 4YacTW 2 HACTOALIECH CTaThbu
COOTBETCTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOT'O CPEACTBA UM 00 OTKa3€ B MX MPOBEIACHHH;

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 uacmu 4 cmamvu 30 Hacmosiue2o
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
3) yBeZIOMIISIET B DJICKTPOHHOW WJIM MTMCBMEHHOW (hopMe 3asiBUTENSI O TPUHSATOM PEIICHUU WU B
cllydae TPHHSATHS PEIICHUs 00 OTKa3e B IMPOBEJCHUU COOTBETCTBYIOMICH SKCIIEPTH3BI C YKa3aHHEM
MPUYMH TAKOTO OTKa3a.

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamwvs 30 nacmosweeo Dedepanvroo
3aKona 0onoixena yacmoio 4.1
4.1. B ciy4ae BBIBICHHS HEIOCTOBEPHOCTU CBEACHHUH, COAEPKAIIMUXCA B IPEICTABICHHBIX
3asBUTENIEM MaTepHaliax, YIOJIHOMOYEHHBIN (efepaabHbIil OpraH MCIOJHUTEIHHOW BJIACTU HAIpaBIIsSET
3asBUTENI0 3ampoc 00 YTOYHEHWHM YKa3aHHBIX CcBeldeHUi. [laHHBIA 3ampoc MoOeT ObITh TepelaH
YIOJITHOMOYEHHOMY TMPEJCTABUTEIIO0 3asiBUTENS JIMYHO TOJ PACIHCKY, HAMpaBIIEH MO TOYTE 3aKa3HbIM
MUCHMOM WJIHM TIEpeJaH B AJIEKTPOHHOU ¢dopMe MO TeNeKOMMYHHUKAIIMOHHBIM KaHajaMm CB3U. B ciydae
HaIpaBJIeHUsl JAaHHOTO 3aIpoca Mo MOYTe 3aKa3HbIM MUCHMOM OH CUHTAETCS MOJYYCHHBIM 0 UCTCUCHUH
HIECTH THEH C JaThl HANPABIEHUS 3aKa3HOr0 MUChMa.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvhvim 3akonom om 25 noaopa 2013 2. N 317-@3 cmamva 30 nacmoswezo Dedepanvrozo
3aKOHa 0onoaHena Yacmoio 4.2
4.2. 3asButenb 0053aH MPEICTaBUTH OTBET Ha 3alpOC YIMOJIHOMOYEHHOTro (elepaabHOro opraHa
UCIIOJTHUTENIbHON BJIacTH B CPOK, HE MPEBBIIAIOUINI JeBSHOCTa paboOyuX AHEH cO JHS TOTydYeHUs
naHHoro 3ampoca. Cpok, ykasaHHBIM B uacTu 4 HacTOALIEW CTAaTbH, NPUOCTAHABIMBAETCS CO [JHSA
HaIpaBJIEHUs 3asBUTENIO 3aIpOca YIOJHOMOYEHHOTO (efepanibHOr0 OpraHa UCHOJHUTENIbHON BJIACTH J10
JHS TIOJIy4E€HHs MM OTBETa Ha JaHHBIM 3alpOC M HE YYWUTBHIBAETCS IPHU HCUUCIEHHUHU CpPOKA HMPHUHSITHS
pelleHus O BHECEHWM HU3MEHEHUH B JIOKYMEHTBI, COJEp Kalllhuecs B PErHCTPAllMOHHOM JI0Ch€ Ha
3aperucTpUPOBAaHHBIN JIEKAPCTBEHHBIN Npenapar A1 MEAUIIMHCKOTO TPUMEHEHN.

Wudopmanust 00 n3MEHEHUSX:

DedepanvHvim 3akoHom om 22 oexabps 2014 2. N 429-@3 ¢ uwacmv 5 cmamovu 30 Hacmoswe2o
DeodepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 urons 2015 e.
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Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
5. OcHOBaHMEM JJIsl OTKa3a B MPOBEACHUM YKA3aHHBIX B YacTH 2 HACTOSIIEH CTaThU KCIEPTHU3
SIBIISICTCS TIPE/ICTABICHHUE JIOKYMEHTOB, IEPEYHUCICHHBIX B YacTsaX | W 3 HACTOSIIEH CTaThH, B HEIIOJIHOM
o0beMe, HENpeJCTABJICHHUE 3asBUTEICM B YCTAaHOBICHHBIM CPOK OTBETa HA YyKa3aHHBIM B uactu 4.1
HACTOSIIEH CTaThU 3allPOC YIOJHOMOYEHHOTO (hefepaibHOr0 OopraHa MCIOJHUTEIBHON BJIACTH, a TaKKe
OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTAX JOCTATOYHBIX CBEJCHUH, MOITBEPKIAIONINX HEOOXOAUMOCTh
BHECCHUSI U3MEHEHHH, WM OTCYTCTBHE MH()OPMAIIMH, ITOITBEPIKAAIOMICH (aKT YIIaThl TOCYAapCTBEHHBIX
MOIIUIMH, YKA3aHHBIX B YaCTH 3 HACTOSIIIEH CTaThH.
6. YKa3aHHbIC B UacTy 2 HACTOSIIECH CTaThU SKCIIEPTU3BI IPOBOMASATCS B TOPSIJIKE, YCTAHOBICHHOM
cratheil 23 Hacrosuiero deaepanbHOro 3aKOHa.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oekabps 2014 2. N 429-@3 ¢ uwacmv 7 cmamovu 30 nHacmoswe2o
DedepanbHo20 3aKOHA 6Hecenbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uoas 2015 a.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

7. B cpok, HE MPEBBIIIAONINN ASCATH pabOYuX JTHEW CO JHS MOJYyUYEHUs 3aKIIOYCHUN KOMHCCHI
SKCHEPTOB M0 pe3yjbTaTaM yKa3aHHBIX B 4acTW 2 HACTOALIEH CTAaTbU 3KCHEPTH3, YHNOJIHOMOYECHHBIN
denepanbHBIN OPTaH UCTIOTHUTEIIBHOM BIIACTH:

1) mnpuHMMaeT pelieHue O BHECEHHM UW3MEHEHHHW B JOKYMEHTBI, COJAep:Kalluecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3apeTrMCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpernapar s MEIUIIMHCKOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA,

2) BHOCHT B TOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEJACTB HAa OCHOBAaHWUU PEIICHUS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COAEpPKALIMECS B PETUCTPALIMOHHOM JIOChE Ha 3aPErUCTPUPOBAHHBIM
JICKapCTBEHHBIN Mpenapar i MEJIUIMHCKOTO TIPUMEHEHUS, HEOOXOIUMbIC U3MCHCHHS U BO3BpAIAeT UX
3asIBUTEIIIO;

3) BbIIAeT 3asBUTEII0 HOBOE PETHUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOrO Ipernapara B
ClIy4yae U3MEHEHUS CBEJCHUMN, COIePKAIINXCSA B HEM.

8. OcHoBaHMEM i OTKa3a BO BHECEHWHU H3MEHEHMA B JOKYMEHTHI, COJEpKalluecs B
PETHCTPAlMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Al MEIULUHCKOTrO
MPUMEHEHUS, SABJISICTCS 3aKJIFOUCHHUE YITIOJTHOMOYEHHOTO (peiepaibHOro opraHa UCIOJHUTEIBHON BIACTH O
BO3MOXXHOCTH CHI)KEHHS 0€30MacHOCTH, KayecTBa, d(MEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA B CIydyae
BHECEHMS TAKUX U3MECHECHHUII.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 9 cmamovu 30 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
9. Jlomyckaetcst oOpalieHue JEKapCTBEHHBIX IMPEMapaToB JUIsl MEIUIIMHCKOTO MPHUMEHEHHUS IO
UCTEUEHHUsI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMUJECSATH JHEU IMOCIE JaThl TPHHSITHS
YIOJTHOMOYECHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJIHATEIHHON BJIACTH PEIICHUS O BHECEHUW M3MEHCHHH B
JIOKYMEHTBI, COJIEpPIKAIIIUECs B PETUCTPALIMOHHOM JI0Che, B COOTBETCTBUU ¢ MHPOpMAIUEl, coaepkaieics
B JOKYMEHTaX PETHCTPAIlMOHHOTO JIOChe Ha JIEKAPCTBCHHBIA Mperapar JI0 JaThl NMPUHSATHS TaKOTO
peleHusl.

Wudopmanust 00 N3MEHEHUSX:

Cmamowsa 30 donoanena yacmoto 10 ¢ 8 mapma 2022 2. - @edepanvuviii 3akon om 8 mapma 2022 2. N
46-D3
10. IIpaButensctBO Poccuiickoit @enepanuu BOpaBe YCTAaHOBUTH OCOOEHHOCTH BHECEHHS
U3MEHEHUH B JIOKyMEHTBI, COJEpJKallMecs B PETUCTPALMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN TMpenapar [ MEIUIMHCKOTO TpPUMEHEHHs, B ciy4ae JAeQeKTypbl WIM pHCKa
BO3HUKHOBEHUS /1e(DEeKTYpHI JIEKapCTBEHHBIX MIPENapaToB B CBSI3U C BBEIEHUEM B OTHOIIEHUHU Poccuiickoit
denepanuy OrpaHUYUTENBHBIX MEP IKOHOMHUYECKOTO XapaKTepa.

22.11.20222 Cucrema TAPAHT 68/141


http://ivo.garant.ru/document/redirect/57503072/305
http://ivo.garant.ru/document/redirect/70826338/1226
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/307
http://ivo.garant.ru/document/redirect/990941/27485
http://ivo.garant.ru/document/redirect/70826338/1227
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/309
http://ivo.garant.ru/document/redirect/403620528/62
http://ivo.garant.ru/document/redirect/403751002/1000

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

'APAHT:
CwMm. KOMMCHTApHUHU K CTAThC 30 HacTosIero (DeﬂepaJ'ILHOFO 3daKOHa

Cratbsa 31. BHecenne u3MeHeHU B JOKYMEHTBI, COACPKALIUECS B PETHCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapart Ajs BETepUHAPHOTO TPUMEHEHUS

Wndopmarius 06 n3MEHEHHSX:
Yacmo 1 usmenena c 1 ausaps 2021 e. - @edepanvhwiii 3akon om 27 dexkabps 2019 2. N 478-D3

CMm. npedvloywyro pedakyuio

1. B mensx BHECEHUs] M3MEHEHUH B JOKYMEHTHI, COJEpKAIHeCs B PErHCTPALIMOHHOM JIOChe Ha
3apEerUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar [yl BETEPHHAPHOTO NPUMEHCHHUS, JCepKATEeNb WU
BJIaJIENIEl] PETUCTPAIIMIOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpenapara WIA YIOJIHOMOYEHHOE HM
JPyroe IOPUINYECKOE JIHIIO (Jajiee B HACTOSIICH CTaThe - 3assBUTENb) MPEACTABISICT B YIIOTHOMOYCHHBIH
denepanbHBI OPraH WCIIOJHUTEIBHON BJIACTH 3asBJICHWE O BHECCHHMM TaKWX HM3MEHEHUWH 1o (opme,
YCTaHOBJICHHOHN YIOJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM HCIIOJIHUTEIIBHOM BJIACTH, W MPHJIAracMble K
HEMY W3MCHEHHUS B yKa3aHHBIE JOKYMEHTHI, a TaKKe JOKYMEHTHI, MOATBEPIKIAIONNE HEOOXO0IUMOCTh
BHECCHUS TaKUX M3MEHEHUH. [Ipn HE0OX0IMMOCTH BHECCHHUSI U3MEHEHHH B JIOKYMEHTBI, COJICPKAIIUECS B
PETHCTPAIIMIOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBCHHBINH IpemapaT Ui BETCPUHAPHOTO
NPUMEHCHHUS, B CIIy4asx U3MEHEHUS U (WIN) JOTIOJTHEHUS IPOU3BOJICTBEHHOM TUIOMIAIKH JICKAPCTBEHHOTO
CpeACTBa, a TAaK)KE M3MEHEHHUsS TOKa3aTenel KadecTBa JIGKAPCTBEHHOTO Iperapara sl BETEPUHAPHOTO
NpUMEHEHHUsST W (MJIM) METOJOB KOHTPOJS KauyecTBa JICKAPCTBEHHOIO IMperapara JUisi BETCPUHAPHOTO
NPUMCHCHUS 3asSBUTENb JIOMOJHUTEIBHO TIPEACTABISICT B YIOJIHOMOYCHHBIA (enepanbHblii OpraH
UCTIOJTHUTEIILHOW BJIACTH CIICIYIOIINE JIOKYMEHTHI (CBEICHHS):

Undopmarus 06 n3MEHEHHSX:
Ilynkm 1 usmenen c 1 sinsaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio
1) cBeneHust O JaTe MPEJOCTaBICHHUS M PETUCTPAIIMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOJCTBO
JEKapCTBEHHBIX CPEICTB, TMPENOCTABICHHOW TPOWU3BOJMTENIO JIEKAPCTBEHHOTO Iperapara s
BETEPUHAPHOTO MMPUMEHEHHUSI, TSI POCCUNCKUX TPON3BOAUTENCH;

Wndopmarius 06 n3MEHEHHSX :
Ilynxkm 2 usmenen c 1 simeaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedakyuio

2) cBeneHUsI O JaTe MPEIOCTaBICHUS W PETUCTPAIMOHHOM HOMEpE JIMIICH3UU Ha MPOU3BOICTBO
JICKapPCTBEHHBIX CPEJICTB, MPEAOCTABICHHON MPOU3BOIUTENIO (hapMalleBTUYECKON CyOCTaHIIMM, BXOASIIEH
B COCTaB JIGKAPCTBEHHOTO TIpemapara sl BETEPUHAPHOTO TMPUMEHEHHUs, [JII POCCHUMCKUX
MIPOU3BOUTENECH;

3) xomus JOKYMEHTa, BBIJAHHOTO YIIOJTHOMOYEHHBIM OPTaHOM CTpPaHbl TPOWU3BOJMTEINS JJIS
KQXJI0M MPOU3BOJICTBEHHON IUIOLIAAKU JIEKAPCTBEHHOTO Mpenapara A BETEPUHAPHOTO NMPUMEHEHUS U
MOATBEPIK/IAIOMIETO COOTBETCTBHE TMPOM3BOAMUTENS JIEKAPCTBEHHOTO TMperapata TPeOOBaHHSAM TPABUII
HaJUIeKallled TMPOU3BOJICTBEHHOW TMPAKTUKA, M €ro IepeBOJ] Ha pPYCCKUM S3bIK, 3aBEPEHHBIE B
YCTAaHOBJICHHOM TIOPSJIKE, a TaK)Ke KOTMHS 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOJAUTENS JIEKAPCTBEHHBIX
cpeacTB  TpeOOBaHUSM  TpaBWJI  HAJUIekKaIled  MPOW3BOACTBEHHON  NPAKTHKH,  BBIJAHHOTO
YIOJITHOMOYECHHBIM (peiepaTbHbBIM OPTaHOM HCITOJTHUTEIBHONW BJIACTU ISl KaKJIOW TMPOM3BOICTBEHHOM
TUTOMIA/IKK JIGKAPCTBEHHOTO Tperapara [js BETEPHHAPHOTO MPUMEHEHUs, JTHO0 KOMHS pEeleHUs o
MIPOBEICHUHN WHCIIEKTUPOBAHMS TTPOU3BOIUTEINS JICKAPCTBEHHBIX CPEJICTB, MPUHATOTO YITOJHOMOYCHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIBHOW BIACTH s KAKJIOW TMPOM3BOACTBEHHON IUIOIIAJIKH
JIEKapCTBEHHOTO Tperapara /sl BETEpUHAPHOTO MPUMEHEHHS. Y Ka3aHHbIC TOKYMEHTHI TIPEACTABIISIIOTCS B
cly4yae, €Cld MPOU3BOJCTBO JIEKAPCTBEHHOrO Ipemapara JUisi BETEPUHAPHOTO  MPUMEHEHUS
OCyIIeCTBIsIeTCs 3a npenenamu Poccuiickont denepanuu;
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4) xomMsl JOKYMEHTa, BBIIAHHOIO YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl MPOMU3BOJUTEL
dapmarieBTHYeCKON CyOCTaHIIMU M TIOATBEPKIAIOIIET0 COOTBETCTBUE MPOU3BOIUTENS (hapMaIleBTUIECKOM
cyOCcTaHIIMM, BXOZSIIEH B COCTaB JIEKApCTBEHHOIO Ipernapara s BETEPUHAPHOTO IPUMEHEHHS,
TpeOOBaHUAM IIpaBUJI HAJUIEKAIIEH MPOU3BOJICTBEHHOW NPAKTHUKU, U €ro MEpPEeBOJ HA PYCCKUM SI3BIK,
3aBEpPEHHBIE B YCTAHOBJICHHOM IOpPSJIKE, B ClIydae, €ClId IPOU3BOACTBO (papMaleBTUUECKON cyOcTaHIMN
OCYILECTBISIETCS 32 npenenamu Poccuiickon denepannm.

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 31 dononnena wacmoto 1.1 ¢ 15 uona 2018 2. - @eodepanvhuiti 3akon om 4 uona 2018 2. N
140-D3
1.1. B ciyyae u3aMeHeHUs U (UJIM) JOMOJHEHHS MPOU3BOJCTBEHHOM IUIOMIA/IKU JIEKAPCTBEHHOTO
CpEICTBA JIOKYMEHTBI, yKa3aHHbIE B 4acTW | HacTOsIEeHd CTaTbd, MPEACTABISAIOTCS 3asBUTEIEM B
OTHOLIEHUH M3MEHSEMOW M (MIM) JONOJHAEMOW IPOU3BOACTBEHHOM IUIOLIAJAKH JIEKAPCTBEHHOIO
cpencTBa. Perenre o BHECEHHH U3MEHEHUN B TOKYMEHTBI, COJIEPIKAIIUECS B PETUCTPAIIMOHHOM JIOChE Ha
3aperuCTpUpPOBAaHHBIN JIEKAPCTBEHHBINM Mpenapar s BETEPUHAPHOTO NPUMEHEHUs, Ui 00 OTKa3e B UX
BHECEHUH MPUHUMACTCS B ClIy4ae HEOOXOJMMOCTU MPOBEACHUS SKCIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA B
CPOK, HE MPEBBIMAIOIINN JAEBIHOCTA PAa0OYHX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIIAOIINI
TpUALIATH PaOOUMX JHEH CO JIHS MPHUHITHUS YIMOIHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOJIHUTEIBHON
BJIACTH 3asIBJIICHUS O BHECEHUU TAKUX U3MEHEHUM.

Wupopmarus 06 H3MEHEHHSIX:

Cmamuws 31 dononnena uacmoto 1.2 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-D3

1.2. B ciydae peopraHuszauuy JeprKaTesis WM BIJIAJENblia PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpenapaTta Jjs BeTEpUHAPHOIO IPHUMEHEHUs, pa3paboTyvka WJIM HPOU3BOAUTEIS
JIEKapCTBEHHOI'0 IIpernapara il BETEPUHAPHOIO IIPUMEHEHHUs B 3asBJIICHHM O BHECEHMHM W3MECHEHUH B
JOKYMEHTBI, COJEpXKaIMeCs B PETUCTPAlMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIM JIEKAPCTBEHHBIN
npenapar Juisi BETEPUHAPHOTO INPHUMEHEHMS, YKa3blBalOTCA JaHHbIE JOKYMEHTA, ITOATBEPKIAOIIErO
BHECEHHE COOTBETCTBYIOIIMX HM3MEHEHHH B EMHBIN rocyqapCTBEHHBIM peecTp FOpUAMYECKUX JUL (A1
OpraHM3alyii, 3aperucTpupoBaHHbBIX Ha Tepputropun Poccuiickoit denepanuu), Wi UHOTO JOKYMEHTa,
HOJTBEPIKIAIOIIETO PEOPraHU3alIo0 FOPUANYECKOro JIMLA (JUIsl OpraHu3aluii, He 3aperucTpUpOBaHHBIX Ha
tepputopuu Poccuiickoit @enepannn). 3asBieHre 0 BHECEHUH NU3MEHEHUHN B JJOKYMEHTBI, COJIEp KaIuecs
B PETUCTPALlMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBINM IIpenapar Ml BETEPUHAPHOTO
NPUMEHEHHUS, U MpUJIaraéMble K HEMY JOKYMEHThI MPEJICTaBISIOTCS B YIOJHOMOYEHHBIN (peepanbHbIii
OpraH HCHOJHMUTENBbHOM BJIACTH HE IO3JHEe 4YeM uepe3 TPUALATh pabouyux THEH co JHS BHECEHUS
COOTBETCTBYIOIIMX M3MEHEHMH B ENUHBIA TOCYJapCTBEHHBIN peecTp MOpUAMYECKUX Jul  (ams
OpraHu3aliii, 3aperucTpUpOBaHHBIX Ha Tepputopun Poccuiickoit ®enepauuu) winM co JHS NPUHATUS
COOTBETCTBYIOILIETO JOKYMEHTAa, HOJATBEP/KIAIOIIET0 PpPEOPraHu3alfio OPUAWYECKOro Juna (Uit
OpraHM3aliii, HE 3aperucTpUpOBaHHBIX Ha Tepputopun Poccuiickoit @enepanuun). B  cioyuae
peopraHu3anuu JepXkKaTessl WU BIaJeNblla PETUCTPAMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapara Uil BE€TEPUHApPHOIO IPUMEHEHMS 3asiBJIICHHE O BHECEHUM MW3MEHEHHH B JIOKYMEHTHI,
coJiepXKalrecss B PETHCTPALMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM mpenapar st
BETEPUHAPHOIO IPUMEHEHUs, IOJAETCA IOPUAMYECKUM JIMIOM, KOTOPOMY B XOA€ pPEOPraHU3alUU

MIEPENAHO MTPABO BJIAJICHUS TAKUM PErMCTPALMOHHBIM yIOCTOBEPEHHUEM.

Wndopmarys 06 n3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 31 nHacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHenus, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
2. B cimyuyae BHeCeHUsI H3MEHEHHI B JOKYMEHTBI, COACPIKAIIUECS B PErHCTPAIMOHHOM JOChEe Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpernapar i BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIICHUH

n.n " " n..n n_nmn n..n n.n

CBEICHUHM, yKa3aHHbIX B noanynkrax 'e", "x", "x", "n", "u", "c", "x" nynkra 7 uvactu 3 crtatbu 17
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HacTosAuero denepajibHOrO 3aKOHA, W3MEHEHHS M (MJIM) JOMOJHEHUS MPOU3BOJCTBEHHOW ILIOIIAAKU
JIEKapCTBEHHOI'O CpEACTBA, a TakKe B ClIy4yae W3MEHEHMs IIOKa3aTellell KadyecTBa JIEKApCTBEHHOI'O
npenaparta JJis BETEepUHAPHOIO NpPHUMEHEHUs M (WJIM) METOJOB KOHTPOJS KadyecTBa JIEKAPCTBEHHOTO
npenapara ajisi BETEPUHAPHOTO MPUMEHEHUs MPOBOJUTCS HKCIEPTU3A JIEKAPCTBEHHOTO CPEACTBA IS
BETEPUHAPHOTO MpHUMeHeHHus. B ciydae HeoOXOIMMOCTH BHECEHMsI MHBIX M3MEHEHUH B JIOKYMEHTHI,
cojiepXkalirecs: B PETUCTPALlMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapaTr ajis
BETEPUHAPHOTO PUMEHEHUs, SIKCIIEPTH3a JIEKAPCTBEHHOT'O CPEICTBA JJIsl BETEPUHAPHOTO MPUMEHEHHSI HE
MIPOBOJIUTCS.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhuiii 3akon om 27 dexkaops 2019 2. N 478-D3

Cm. npeodvloyuyio peoakyuro

3. 3asBuUTEINb BIPAaBE NPEACTABUTH 110 COOCTBEHHON MHULMATUBE BMECTE C 3asBJICHUEM O BHECEHUU
U3MEHEHUN B JOKYMEHTBI, COJEpP/KAIMECs B PErMCTPAlMOHHOM JIOCBE Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapaTr [ulsi BETEPUHAPHOIO IPUMEHEHUs, KOIHMU JTOKYMEHTOB, INOATBEPKIAIOIINX
yIUIaTy TOCYAApCTBEHHOW IOLUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJEP)KAIIHUECS B PETMCTPALMOHHOM
JI0ChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJs BETEpUHAPHOIO PUMEHEHUS, N3MEHEHUH,
TpeOYIOIMX MPOBEACHUS HSKCHEPTU3bI JICKAPCTBEHHOTO CPEICTBA, WIM HM3MEHEHUH, HE TpeOyromux
IPOBE/ICHUS] HKCIEPTHU3bl JEKApCTBEHHOTO CpeAcTBa. B ciaydyae HeoOXOAMMOCTH HM3MEHEHHs CBEICHMI,
COZIepKAIIMXCA B PETUCTPAMOHHOM YJIOCTOBEPEHHMM JIEKAPCTBEHHOIO IIpernapara Juisi BETEPUHAPHOIO
IIPUMEHEHHS, C 3asBJICHUEM, YKa3aHHBIM B 4acTH | HACTOALIEH CTAaTbHU, 3asBUTEIb BIIPABE NPEACTABUTH I10
COOCTBEHHOM MHULIMATUBE KOMHUIO JOKYMEHTA, IOATBEPIKIAIOIIEr0 yIIaTy roCyAapCTBEHHOM MOIINHBI 3a
BbIJIayy PETUCTPALlMOHHOIO YJOCTOBEPEHHUS JIEKaPCTBEHHOTO Mpenapara. 3asBUTENb BIIPAaBE NPEACTABUTD
10 cOOCTBEHHON MHUIIMATHBE CBEACHUS O JIMICH3MX, YKa3aHHbIE B MyHKTax | u 2 gactu | HacTosmen
CTaThbU, a TAKXE BbIJABaEMble YIOJIHOMOYEHHBIMU (elepaIbHbIMH OpraHaMH HCIOJIHUTENIBHOW BIAacTH
JIOKYMEHTBI, YKa3aHHbIE B ITYHKTe 3 yacTu | HacTosmen ctaTeu. B cilydae HempeacTaBiaeHus yKa3aHHBIX
JIOKYMEHTOB (CBEJICHMI) YIIOJHOMOYEHHBIN (eepaabHblii OpraH MCIOIHUTENBHOM BIIACTH 3alpariuBaeT
yKa3aHHbIE IOKYMEHTHI (CBEIEHUS) B MOPSIIKE MEKBEJOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aUMO/IEHCTBUS.

4. B cpok, He NMPEeBBIIAONINN JecaTH pabounx JHEH COo JHS MOCTYIUIEHUS YKa3aHHOIO B 4acTH |
HACTOALIEH CTaThU 3asBJIEHUS UM HEOOXOAMMBIX JIOKYMEHTOB, YIIOJIHOMOYEHHBIH (henepaabHbli OopraH
VCIIOJIHUTEJILHON BIIACTH:

1) npoBOAUT MPOBEPKY MOJTHOTHI U IOCTOBEPHOCTU CBEJIEHUH, COAEPIKALMXCS B MIPE/ICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) npyUHUMAET peIlIeHUE O MPOBEIEHUHU IKCIEPTU3bI JIEKAPCTBEHHOT'O CPEACTBA JIJIsl BETEPUHAPHOIO
IpUMEHEeHUs WK 00 OTKa3e B €€ IPOBE/ICHUMY;

3) yBenomIIsieT B MUCbMEHHOU (popme 3asBUTENSI O NMPUHATOM PEUICHUM WU B CIy4yae NPUHSATHSA
pemieHnss 00 OTKa3e B MPOBEJICHUU OSKCIEPTU3Bl JIEKAPCTBEHHOI'O CPEJICTBA [yl BETEPUHAPHOTO
IIPUMEHEHNUS C YKa3aHUEM IPUYMH TaKOr0 OTKA3a.

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 31 dononnena wacmoio 4.1 ¢ 15 uronsa 2018 e. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
4.1. B ciry4ae BBISBJICHHS] HEIOCTOBEPHOCTH ¥ (MJIM) HEJOCTATOYHOCTH CBEJECHUMN, COMEPIKAIINUXCS
B MPEJICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHBIN (hefepaibHblii OpraH MUCHOTHUTEIHHOM
BJIACTH HAIpaBJSIET 3asBUTENIO 3ampoc 00 YTOYHEHWM YKa3aHHBIX CBEICHHMM. 3ampoc MOXKET OBITh
nepeaH yIoJHOMOUYEHHOMY MPEACTaBUTENIO 3asBUTEINS MO/ PACHHUCKY, HAMPaBJIEH IO MOYTE 3aKa3HbIM
MACBMOM WJIM TIepeZiaH B SJEKTPOHHOW (popMme Mo TeIeKOMMYHUKAIIMOHHBIM KaHajaM CBsi3H. B cimydae
HaTpaBIIEHUs 3arpoca 00 YTOUYHEHUH YKa3aHHBIX CBEICHUU IO MOYTE 3aKa3HBIM MHCHbMOM OH CUMTAETCS
MTOJTYYECHHBIM IO UCTEYEHUH IIECTH THEH C TaThl HAMPABJIEHUS 3aKa3HOTO MUChMA.

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 31 oonoanena wacmoio 4.2 ¢ 15 uronsn 2018 . - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
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140-D3

4.2. 3asBUTEeNb 00s3aH MPEACTAaBUTH OTBET Ha 3aMpoC YIMOJTHOMOYEHHOTO (henepanpbHOro opraHa
UCIIOJTHUTENIbHOM BJIAcTU B CPOK, HE MPEBBILAIOUINI JeBSHOCTa pabO4YMX JHEW CO JHS IOIy4YECHUS
nanHoro 3ampoca. CpokH, yka3zaHHble B uacTu 1.l Hacrosimiedl cratbu, NMPUOCTAHABIMBAIOTCS CO JHS
HAIpPaBJICHUS 3asBUTENIO 3aIPOCa YIOJIHOMOYEHHOTO (efepalbHOr0 OpraHa UCHOJHUTENBHOM BIACTH 110
AHA IOJIYYCHUS OTBECTA HA I[aHHBIﬁ 3a11poOC U HC YUUTBIBAIOTCA IIPHU UCUUCIICHUN CPpOKa MPHUHATHA PCUICHUA
O BHECEHUMM U3MEHEHUH B JIOKYMEHTBI, COJEp)Kalllhuecs B PErUCTPALMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar Juisi BETEPUHAPHOIO IPUMEHEHUS.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 5 usmenena c 15 urons 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-D3

Cm. npeodvloyuyio peoakyuro

5. OcHoBaHueM JUIsl OTKa3a B IPOBEIEHHM SKCIEPTU3bl JIEKAPCTBEHHOI'O CpeJCcTBa s
BETEPUHAPHOTO IPUMEHEHMsSI SBIIAETCS NPEJICTaBICHUE JOKYMEHTOB, YKa3aHHbIX B uacTsax | u 3
HACTOSIILEH CTaThbH, B HEMOJIHOM O0bEeME MM OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTaX JOCTATOUHBIX
CBECHMI, MOATBEPKAAIOIINX HEOOXOAUMOCTh BHECEHUSI U3MEHEHUH, JINOO HENPEICTaBICHUE 3asBUTEIEM
B YCTAHOBJICHHBIH CPOK OTBETA Ha YKa3aHHBIA B uacTu 4.1 HacTOsIEH CTaTbU 3alPOC YIOJIHOMOYEHHOTO
(denepaabHOro OpraHa UCIOJHUTEIBHOMN BIACTH.

6. DkcnepTusa JIEKapCTBEHHOI'O CPEICTBA Ul BETEPUHAPHOIO IPUMEHEHHUS B LENSIX BHECEHHUS
U3MEHEHUH B JIOKyMEHTBI, COJEpJKalllMecs B PErUCTPAMOHHOM JIOCh€ Ha 3aperucTpUpPOBAaHHBIN
JIeKapCTBEHHBIH Mpenapar AJis BeTepUHAPHOI0 IPUMEHEHHUS, OCYILECTBIAETCS B TOPAKE, YCTAHOBIEHHOM
crarbeil 24 Hactosuero deaepaibHOro 3aKoHa.

Wupopmarus 06 H3MEHEHHSIX:
Yacms 6.1 usmenena c 13 aseycma 2019 . - @edepanvhuiii 3axon om 2 aseycma 2019 . N 297-D3

CMm. npedvloywyro pedaKyuio

6.1. B cpok, He MPEBBIMIAOMINN JeCATH padoUNX JHEH CO THS MOJYYCHHS 3aKIIOUEHUS KOMUCCUU
SKCHEPTOB MO pe3yjbTaTaM YKa3aHHOM B 4YacTy 2 HACTOSIIEH CTaThbU HKCIEPTU3bI, YIOJIHOMOYECHHBIN
dbenepanbHBI OpraH UCTIOJIHUTEIBHON BIACTH:

1) mnpuHMMaeT pemieHHe O BHECEHWHM U3MEHEHWH B JOKYMEHTBI, COJAep)Kaluecs B
PETUCTPAIlMOHHOM JIOCh€ Ha 3apeTrUCTPUPOBAHHBIM JICKAPCTBEHHBIN MpernapaT Il BETEPUHAPHOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHI,

2) BHOCHT B TOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHUHU PEIICHHS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COAEPIKAIUECS B PETUCTPALIMOHHOM JIOChE Ha 3aPErUCTPUPOBAHHBIM
JIEKapCTBEHHBIN Mpenapar AJisi BETEpUHAPHOTO MPUMEHEHH S, HEOOXOAMMBbIE M3MEHEHHUSI 1 BO3BpAIIIACT 3TH
JIOKYMEHTBI 3asIBUTEITIO;

Wndopmarys 06 n3MEeHEHHAX:

Yacmw 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 aseycma 2019 o. N
297-@3
3) BbIIAET 3asBUTEII0 HOBOE PETMCTPALIMOHHOE YIOCTOBEPEHHUE JICKAPCTBEHHOTO Mpernapara ajis
BETEPUHAPHOTO NMPUMEHEHHUS B CIIydae HEOOXOIUMOCTH W3MEHEHHUs CBEICHUH, COACPKAIIUXCS B HEM, C
COXpaHEHHWEM HOMeEpa paHee BBIJIAHHOT'O PErMCTPALMOHHOTO yJIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
TSl BETEPUHAPHOTO MPUMEHEHHSI.

Wndopmarys 06 n3MEHEHUAX:

Cmamuvs 31 oononnena wacmoio 6.2 ¢ 15 uonsn 2018 . - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
6.2. B ciiyuae BHECEHUSI M3MEHEHHMM B JOKYMEHTBI, COJIEpKAIIMECS B PETUCTPALIMOHHOM J0ChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN Mpenapar Jisl BETEPUHAPHOIO0 IPUMEHEHHUS, B YaCTH, Kacarolencs
U3MEHEHUs W (WIM) JOMOJHEHHs] MPOU3BOACTBEHHOM IUIOIMIAKK JIEKApCTBEHHOrO IMpernapara, Ipu
IIPEJICTAaBICHUN 3asBUTEIEM B COOTBETCTBUU C IIYHKTOM 3 4yacTH | HACTOALIEH CTaThbU KOIUHU PELLIEHUS
YIOJHOMOYEHHOI0 (pe/iepalbHOr0 OpraHa MCIOJHHUTEIbHON BJIACTH O IPOBEIEHUM HMHCHEKTHPOBAHUS
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MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B yactu 6.1 HacTOsIIEH CTaThH,
MMPUOCTAHABIMBACTCA CO [JHA IIOJYUYCHHA 3aKIOYCHHA KOMHCCHUH OBKCIICPTOB OO0 JHSA MPUHATUA
YIOJTHOMOYEHHBIM (heJiepaaIbHbIM OPTaHOM HCIOJHUTENIBHOM BJIACTH PEUICHHs O BblJaye WM 00 OTKaze B
BbIIAYC 3aKJIIOYCHUA O COOTBCTCTBUHU IPOU3ZBOAMTECIIA JICKAPCTBCHHBLIX CPCIACTB Tpe6OBaHI/I$IM IpaBuJI
Ha/JIeXKallel MpOu3BOJACTBEHHON MPAKTUKH, HO He 0oJiee UeM Ha CTO BOCEMbJIECAT pabouux THEH.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 7 usmenena c 15 uonsn 2018 2. - @edepanvuuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

7. OcHoBaHWeM Il OTKa3a BO BHECCHHMM W3MEHEHHWH B JOKYMEHTHI, COJCpIKAIIuecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIH TIpenapar s BETCPUHAPHOTO
NPUMEHEHUS, B CIIy4asx, HE TPEOYIOIIMUX MPOBEICHUS IKCIEPTH3BI JIGKAPCTBEHHOTO CPEACTBA, SIBISICTCS
NpeCTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B 4UacTsX | W 3 HACTOAIIEW CTaThH, B HEMOJIHOM OOBEME HIIU
OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTAX CBEJCHUH, KOTOPBIC JOJKHBI OBITh B HUX OTPaXKEHBI, JTHOO
HETPE/ICTABJICHUE 3asSBUTENIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha yKa3aHHbIM B 4actu 4.1 HacTosmeH
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heepalbHOTO OPTraHa UCIIOJHUTEILHON BIIACTH.

Wupopmarus 06 H3MEHEHHSIX:

Cmamows 31 dononnena wacmoto 7.1 ¢ 15 uronsa 2018 2. - @edepanvhuiii 3akon om 4 uonsa 2018 2. N
140-D3
7.1. OcHOBaHMEM [UIsi OTKa3a BO BHECEHHWH HW3MCHCHHUU B JOKYMEHTBHI, COJEp)KalIuecs B
PETUCTPAIIMOHHOM JIO0Ch€ Ha 3aperdCTPUPOBAHHBIA JICKAPCTBEHHBIM Tpenapar jis BETEPUHAPHOTO
NPUMCHCHUS, B CIydasx, TPEOYIOIUX TMPOBEACHUS SKCICPTU3BI JICKAPCTBEHHOTO CPEACTBA, SIBISICTCS
3aKJIFOYCHHUE YITOJHOMOUYEHHOTO (pelepajbHOr0 OpraHa HCIOJIHUTEILHOW BJIACTH O BO3MOXKHOCTH
CHW)KCHHS 0€30MMaCHOCTH, KadecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Iperapara BCISACTBHEC BHECECHUS
U3MCHCHHUH B YKa3aHHbIC JJOKYMEHTBI, OTKa3 YIOJIHOMOUYEHHOTO (eIepaIbHOr0 OpraHa MCIOIHUTEIbHON
BJIACTH B BBIJaue 3aKIFOUCHUS O COOTBETCTBUHU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
MpaBUJl  HaJJIeXalled TPOU3BOJCTBEHHOW NPAKTHKH B Cllydae W3MEHEHUs U (MJIU) JIOTMOJIHEHUS
NIPOM3BOJICTBEHHON TUIOIIAAKH JICKQPCTBEHHOTO TMperapara, €CiH IPOW3BOJICTBO JIEKAPCTBEHHOTO
mpernapata s BeTepHUHAPHOTO MPUMEHEHHUsS OCyIIeCTBIsieTcs 3a mpeaenamu Poccuiickoii deneparnum,
WA OTCYTCTBHUE STOTO 3aKIFOUCHUSI.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 Oekaopa 2014 . N 429-®@3 uwacmev 8§ cmamovu 31 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroujell 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

8. Jlomyckaercs oOpallieHHe JTeKapCTBEHHBIX MPEmapaToB JUIsi BETEPHUHAPHOTO MPUMEHEHHS 0
MCTEYEHUS] CPOKA TOJTHOCTH, MPOU3BEJCHHBIX B TEUCHHE CTa BOCBMHUJECATH THEW IMOCJE JAaThl MPUHATUS
YIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOJIHUTEIHHON BJIACTHU PEIICHUS O BHECEHUU M3MEHEHH B
JIOKYMEHTBI, COJIEpIKaIecss B PETUCTPAIIMOHHOM J0Che Ha JIEKAPCTBEHHBIN Ipernapar, B COOTBETCTBUU C
uH(popMaIel, coiepkalieiics B JOKYMEHTaX PEerUCTPAllMOHHOTO JI0ChEe Ha JIEKAPCTBEHHBIN Mpenapar 110
JIAThI IPUHSTHS TAKOTO PEIICHUS.

TAPAHT:

Cwm. kommeHTapu K ctaTthe 31 HacTosmero denepanbHOro 3aK0HA

Cratbs 32. OTMEHA roCcy1apCTBEHHON PETUCTPALIUH JIEKAPCTBEHHOTO Ipenapara

Pemennie 06 oTMeHe rocy/1apCTBEHHOM PErMCTPAlUU JIEKAPCTBEHHOI'O IpernapaTa U UCKIIYEHUN
JIEKapCTBEHHOI'0 IIpernapaTa M3 TOCYAAPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEACTB IPUHUMAETCS
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPraHOM HCIIOIHUTEIBHON BJIACTH B CiIydae:

1) npencraBieHHs ~ COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (eiepaJbHBIM  OpPraHoM
UCTIOJIHUTENIBHOW BJIACTH 3aKJIIOUYEHUS O PHUCKE MO 00 yrpo3e 370pOBbIO, JKHU3HU 4YEJIOBEKA MU
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JKUBOTHOTO TpPHU MPUMEHEHUHU JIEKApCTBEHHOTO Ipemnapara, MpeBhIIAIIMUX ero 3()(eKTUBHOCTh, IO
pe3yabTaTaM OCyIIECTBISIEMOr0 KM MOHUTOPUHTA 0€30IaCHOCTH JIEKAPCTBEHHOTO IIpernapara;

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3axkonom om 22 oexabdps 2014 2. N 429-®@3 ¢ nynkm 2 cmamwvu 32 Hacmoswe2o
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeli pedaxKyuu

2) mojauu JAep)KareslieM WM BJaJeNbLEM PEruCTPAlMOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO
npenapata WIM YIOJIHOMOYCHHBIM MM JIPYTMM FOPUAMYECKHUM JIMIIOM 3asBJICHUS 00 OTMEHe
rOCyIapCTBEHHOW PETUCTPALIUU JICKAPCTBEHHOTO Tpernapara;

3) HEMOATBEPKICHHUS TOCYIAPCTBEHHON PErHCTPAllMU JICKAPCTBEHHOTO Tperapara 1o UCTCYCHUU
CpOKa JICHCTBHS PErHCTPAIIIOHHOTO YJOCTOBEPEHUS, BBIIAHHOTO HA TISATH JIET;

4) HempejacTaBICHUs 3asBUTENeM HMH(OpMAIMKM, KOTOpas MOMKET IOBJIeYh 3a COOOM
HEOOXOJMMOCTh BHECCHHS M3MEHEHH B JIOKYMEHTHI, COICPXAIIUECs B PETUCTPAMOHHOM JIOChEe Ha
3apETUCTPUPOBAHHBIN JICKAPCTBCHHBIM Tpenapar, B TEYCHHE TPHUALATH pPadOYMX JHEH co JHA
HACTYIUICHHSI 9TUX U3MCHCHHUI;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 5 cmamvu 32 Hacmosweco
DedepanbHoco 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm nynkma 6 npeovioyujeli pedaxkyuu
5) OCyIIeCTBJICHUS] TOCYNApPCTBEHHOW PETMCTPAIMH JICKAPCTBEHHOTO Tpernapara Moj TOPTOBBIM
HAUMEHOBAHHEM 3apErHCTPUPOBAHHOTO paHee MOJ 3TUM TOPrOBBEIM HAMMEHOBAHHEM JIEKapCTBEHHOTO
npernapara, OTIUYAIOIIET0Cs Ka4YeCTBEHHBIM COCTaBOM JICHCTBYIOIIMX BEILECTB;

Undopmarius 06 n3MEHEHHSX:
Ilynkm 6 usmenen ¢ 15 utons 2018 2. - @edepanvuviii 3axon om 4 utona 2018 2. N 140-D3

Cm. npeodvloyuwyio peoakyuio
6) OCYIIECTBIIEHHUS TOCYJAPCTBEHHOIN PETHCTPAIU OJHOTO M TOTO K€ JIEKAPCTBEHHOTO TIpernapara
B OTHOUIIEHWU OJHOTO M TOTO >K€ JIepKaTels WM BiIaJeliblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpenapata B BUIE JBYX M 0ojiee JIEKAPCTBEHHBIX MPENapaToB TOJ pPa3TUIHBIMU
TOPrOBBIMU HAMMEHOBAHUSMU;
7) BbIHECEHHS CyJOM peUIeHHss O HapylleHWH [paB MpaBooOnajgaTess OOBEKTOB
UHTEJUIEKTYaJIbHOM COOCTBEHHOCTH MU 0OpAaIlleHUH JIEKAPCTBEHHBIX CPEJICTB;

Wndhopmarius 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 32 nacmosueco Dedepaivroco
3aKOHA 00OnoHeHa nyHkmom 8, scmynarowum 6 cuny ¢ 1 urons 2015 e.
8) OTCYTCTBHUSA JIEKapCTBEHHOTO TMpemnapara B oOpamieHuu B Poccuiickoit denepaiuun B TeUeHUE
Tpex u 0oJiee JeT;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 32 nacmosuwezco Dedepaivroo
3aKoHa oononnena nyHkmom 9, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

9) HEBBIIONHEHHWS JEp)KaTelleM WM  BIQJACIBIIEM PETUCTPAIMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpenapara 100 yIOJIHOMOYEHHBIM UMHU APYTUM IOPUAMYECKHM JIUIIOM MEpPOTIPHUATUN 1O
oOecrieyeHHI0O  0€30IAaCHOCTH  JICKAPCTBEHHBIX  IPEMapaToB, YCTAHOBJICHHBIX  YIIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM MCTHOJIHUTENBHOM BIACTH B COOTBETCTBUU C HaCTsAMU 3 U 4 cTaTby 64 HACTOSILEro
®denepalibHOTO 3aKOHA, B paMKax OCYILIECTBICHUS (papMaKkoHaA30pa;

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 32 nacmosuwezco Dedepaivroo
3akoHa oonoanena nynkmom 10, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
10) oTkaza pnepskaTesis WM BIIaJeliblia PETUCTPALMOHHOIO YJIOCTOBEPEHHS JIEKapCTBEHHOTO
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®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

npenaparta 100 YHNOJHOMOYEHHOTO MMM JPYroro IOPHAWYECKOTO JHUIla OT BHECEHUS H3MEHEHUH B
MHCTPYKLHUIO II0 NPUMEHEHHUIO JIEKapCTBEHHOI'O IIperapaTra, KacaloIMXCS HOBBIX MOJATBEPKICHHBIX
JTaHHBIX O TOM, YTO PUCK IMPUYMHEHUS BpeAa 3J0POBBIO UEIOBEKa WM >KMBOTHOTO BCJEICTBUE MpHEMa
JIEKapCTBEHHOTO Tperapara npeBbimaeT 3PGEeKTUBHOCTD €r0 IPUMEHEHUS.

Wndopmarus 06 H3MEHEHHSX:

Cmamws 32 oononnena nynkmom 11 ¢ 1 ausaps 2026 2. - @edepanvhsiii 3akon om 27 dexabps 2019 e.
N 475-D3 (8 pedakyuu Dedepanvroco 3axona om 28 utons 2022 2. N 204-D3)

Cm. 6yoywyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 32 HaCTOSIICTO d)ezlepanLHoro 3daKOHa

Crarba 33. ['ocy1apCTBEHHBIN peeCTp JIEKAPCTBEHHBIX CPEIICTB
TAPAHT:

Cwm. Ilonoxenue o 'ocyapcTBEHHOM peecTpe JIEKapCTBEHHBIX CPEJCTB, yTBEpkKIAeHHOEe MUH3IpaBoM
P® 1 nexabps 1998 r. N 01/29-15
1. TocynapcTBeHHBIN peecTp JEKapCTBEHHBIX CPEACTB COAECPKUT IEepeueHb JIeKapCTBEHHbBIX
IpenapaToB, MPOIIEAIINX TOCYAAPCTBEHHYIO PETUCTPAIHIO, NEpeUYeHb (apMaIleBTUYECKUX CYOCTaHIIHA,
BXOSIIIUX B COCTAB JICKAPCTBEHHBIX MIPENAPATOB, U CIAEAYIOIIY0 HH(POPMAIUIO:
1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPENIAPaTOB:

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axkonom om 22 dexkabpsa 2014 e. N 429-D3 6 noonynkm "a" nynkma 1 wacmu 1 cmamou
33 Hacmosweeo Dedepanbhoco 3aKOHA HeCeHbl UsMeneHus, ecmynarouue 6 cuiy ¢ 1 urons 2015 a.

Cm. mexcm noonynkma 6 npeovioyujell pedaxKyuu
a) HaMMEHOBAHHWE JICKQPCTBEHHOTO Tpemnapara (MeXIyHapOJIHOE HENaTeHTOBAHHOE, WIIH
TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMS);
0) nmekapcTBeHHas (hopMa C yKazaHHEM JIO3HUPOBKH JICKAPCTBEHHOTO IIpernapara U ero KOJIMYecTBa B
NOTPEOUTENHCKOM YIIaKOBKE;

Wndhopmarus 06 n3MEHEHHSX :
Iloonynxm "6" uzmenen c 1 ansaps 2018 2. - @edepanvhuiii 3akon om 28 dexabps 2017 2. N 425-D3

Cm. npedvloyuwyio peoakyuio

B) HAUMEHOBAHME JIep>KaTeNsl WK BiaJeblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara M CBEICHHS O PETHCTPAllMH JEpiKaTellsl WM BIaJelblla PEerHCTPAllMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara AJii MEIUIIMHCKOTO MPUMEHEHHsI B KaueCTBE HAJIOTOIIATeNbIINKa B CTpaHe
peructpanuu (JUIT POCCHMCKUX IOPHINYCCKUX JIHIl - UICHTH(PUKAIMOHHBI HOMEp HAJIOTOTUIATEBIINKA
(MHH), nnst M”HOCTpaHHBIX IOPUANYECKUX JIUI[ - CTPaHa PETUCTPALlMU, HAUMEHOBAHUE PETHCTPUPYIOIIETO
OpraHa, perucTpalMOHHBIA HOMED, KOJI HAIOTOIUIATENbIIUKA B CTPAHE PETUCTPANH (MHKOPIIOPAIIUN) UK
€ro aHajsor);

Wndopmarys 06 M3MEHEHUSAX:
TIoonynxkm "2" uzmenen c 1 ausaps 2018 . - @edepanvhuiii 3axon om 28 oexabps 2017 2. N 425-D3

Cwm. npedvioywyio pedaxkyuio
I') HAUMEHOBAHUE U aJpec MPOU3BOIUTENIS JIEKAPCTBEHHOI'O MpernapaTa U CBEACHHS O pErucTpaliu
IPOU3BOJIUTENS  JIEKAPCTBEHHOIO  IIpermapara s  MEAMIMHCKOIO INPUMEHEHMsT B KadecTBE
HaJIOTOIUIaTENbIIMKA B CTPaHE PEruCTpaliy (s POCCUNCKUX IOPUANYECKUX JIULL - UIEHTU(DUKAIMOHHBIN
HoMep Hanoromatensiuka (MHH), 11 MHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa PETrUCTpaIuH,
HAaUMEHOBAHUE PETHCTPUPYIOLIETO OpraHa, PEeTUCTPAaLlMOHHBIA HOMED, KOJI HAJIOTOIIaTeNbIIMKa B CTpaHe
peructpanuy (MHKOPIIOPAIMK) UIIK €ro aHaJlor);

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 noonynkm "0" nynkma 1 wacmu 1 cmamou
33 nacmosawezo DedepanvHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynaroujei 6 cuny c¢ 1 uwonsa
2015 2.

Cm. mexcm noonyHkma 6 npeovioyujell pedaxKyuu

1) dapmakoTepaneBTHICCKAS rpyIma, KO/l JIEKapCTBEHHOI'O npenapara 1o
aHATOMO-TEPareBTHUYECKO-XUMHUYECKON KilaccuuKaluy, peKoMeHJA0BaHHON BcemupHoil opranuzarueit
3/1paBOOXPaHEHUS;

€) oKa3aH!sl U MPOTUBOIOKA3aHUs K IPUMEHEHUIO JIEKAPCTBEHHOT O IIperapara;

’K) T0OOYHBIE JICHCTBIUS JIEKAPCTBEHHOIO Mpernapara;

3) CPOK F'OJTHOCTH JIEKapCTBEHHOI'O MpenapaTa;

1) YCIIOBHUS XpaHEHUS JIEKApCTBEHHOIO IIpenapara;

K) YCJIOBUS OTITYCKa JIEKAPCTBEHHOTO IIperapara;

J) HOMep (apmakonelHoON CcTaTbM WIM B CiIydae €€ OTCYTCTBMSI HOMEpP HOpPMaTHBHOI
JIOKYMEHTaIM1 J1O0 HOPMAaTUBHOI'O IOKYMEHTA;

Undopmarus 06 n3MEHEHHSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 wacmu I cmamou
33 nacmosaweeo DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHUs, ecmynarouue 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm noonynkma 6 npeovioyujei peoaxkyuu
M) JaTa TOCYIapCTBEHHOH PErucTpaliy JEKapCTBEHHOTO Iperapara M €ro perucTpaiydOHHBIN
HOMEp, JaTa 3aMeHbl PErHCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO IIpernapara Ha OeccpodHoe
PETUCTPAIIMOHHOE ~ yJIOCTOBEPEHHE JIEKAPCTBEHHOTO  Tpernapara, JaTa [OJa4yd  3asBICHHS O
MOJATBEPKIICHUU  TOCYJApPCTBEHHOH  pErucTpaluy  JIGKAPCTBEHHOTO  Ipemapara, JlaTa  OTMEHBI
rOCYJTapCTBEHHOMN PErUCTpaIly JICKApPCTBEHHOT'O Mperapara;

Undopmarius 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 1 yacmu 1 cmamou 33 nacmoswezo
DedepanbHo2o 3axona donoiner noonyukmom "n'", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
H) Ka4eCTBEHHbIH COCTAaB M KOJIMYECTBEHHBIH COCTaB JIEHCTBYIOIIMX BEIIECTB U KAauECTBEHHBIN
COCTaB BCIIOMOTATENIbHBIX BELIECTB JIEKAPCTBEHHOIO IIPENapara;

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 nynkm [ wacmu 1 cmamou 33 Hacmoswe2o
DeodepanvHoeo 3akoHa dononnen noonyukmom "o0", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
0) uHpopmarrsa 000 BceX pa3peuIeHHBIX BIUAaX BTOPUYHOH (TOTPEOUTENHCKON) YIAaKOBKH;

Wndhopmarus 06 n3MEHEHHSX :

Ioonynxkm "n" usmenen ¢ 1 mapma 2020 2. - @edepanvnuiii 3axon om 27 oekabps 2019 2. N 475-D3

Cm. npeodvloyuwyio peoakyuio
1) JaTa TPUHATHS PEIICHUS O BO3MOXXKHOCTH PacCMaTpPUBAThH JIEKAPCTBEHHBIM TNperapar IpH
rOCy/IapCTBEHHOW PETUCTPAIlMU B KauecTBE OppaHHOTO JIEKApCTBEHHOTO MpemapaTa (AJs JIeKapCTBEHHBIX
MperapaToB JUIsl METUITUHCKOTO IIPUMEHEHUS ),

Wndopmarys 06 M3MEHEHUAX:

THoonynxkm "p" usmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dekabps 2019 2. N 475-D3

Cm. npeovloywyio peoakyuio
p) HaIMYUEe JIEKapCTBEHHOTO Tperapara B TepedHe KU3HEHHO HEOOXOIUMBIX U BaXHEUIIUX
JICKApPCTBEHHBIX MPEMapaToB (IS ICKAPCTBEHHBIX MPEMapaToB JII MEIUIIMHCKOTO IPUMEHEHU );

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akoHom om 22 dexaops 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamvu 33 Hacmosiue2o
DeodepanvHoeo 3akoHa donoanen noonyukmom "c"”, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
C) HAJINYKE B JIEKAPCTBEHHOM IIperapaTe HapKOTHUYECKUX CPEACTB, ICUXOTPOMHBIX BELIECTB U UX

MPEKYPCOPOB, MOJICKAIIUX KOHTPOI0 B Poccuiickoit denepanun, B COOTBETCTBUU C 3aKOHOAATEILCTBOM

22.11.20222 Cucrema TAPAHT 76/141


http://ivo.garant.ru/document/redirect/70826338/125113
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/33115
http://ivo.garant.ru/document/redirect/70826338/125114
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/331112
http://ivo.garant.ru/document/redirect/70826338/125115
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/70826338/125115
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/73355325/101001
http://ivo.garant.ru/document/redirect/77691574/331115
http://ivo.garant.ru/document/redirect/73355325/101002
http://ivo.garant.ru/document/redirect/77691574/331116
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/70826338/125115
http://ivo.garant.ru/document/redirect/70826338/41

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

Poccuiickoit @enepannn, MeKIyHapOAHBIMU JToroBopamu Poccuiickont denepanyu, B ToM uncie Eannoit
KOHBEHIMEN 0 HapKoTudeckux cpeactax 1961 roma u Konseniueil o ncuxoTponHbiX BemecTBax 1971
roja;
Wndopmarius 06 n3MEHEHHSX:
Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm [ wacmu 1 cmamvu 33 nHacmosiwe2o
DedepanvHozo 3akoHa donoanen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 urons 2015 2.
T) uHbOpMalus O TOM, SBISIETCd JIM JAHHBIA JIEKAPCTBEHHBIH MpemnapaT peepeHTHHIM
JICKapPCTBEHHBIM TPENapaToMm;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm [ vacmu 1 cmamou 33 Hacmosiue2o
DeodepanvHoeo 3akoHa donoanen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
y) CBEIEHHsI O TMOAaye 3asBICHHS O BHECEHUH W3MEHEHMH B JOKYMEHTHI, COZIEp)Kallhecs B
PETUCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIH Mperapar;
¢) yrpatun cuy ¢ 1 mapta 2020 r. - @enepanbublii 3akon ot 27 nexadps 2019 r. N 475-D3

Wupopmarus 06 H3MEHEHHSIX:
CMm. npedvloywyro pedaKyuio

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 nynkm I wacmu 1 cmamou 33 Hacmosiue2o
DedepanvHoeo 3akoHa dononHen noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
X) CpPOK BBEJICHUS JIEKAPCTBEHHOTO MIperapaTta B rpaxIaHCKUi 000poT;
2) B OTHOUICHNH (hapMaIleBTUYECKUX CYOCTaHIIHIA:

Undopmarus 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 22 oexkabps 2014 2. N 429-D3 ¢ noonynxkm "a" nynkma 2 yvacmu I cmamou
33 nacmosweco Dedepanbhoco 3aKOHA HeCeHbl UsMeneHus, ecmynarouue 6 cury ¢ 1 urons 2015 a.

Cm. mexcm noonyHkma 6 npeovioyujell pedaxKyuu

a) HauMeHOBaHHE (apMaleBTUUECKON CyOCTaHIIUU (MEXIYHApPOJHOE HEMAaTEeHTOBAHHOE, WM
IPyNIHUPOBOYHOE, MIIM XUMHUECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) HauMEeHOBaHME U aJpec MPOU3BOAUTENS papMalleBTUUECKON cyOCTaHIINN;

B) CPOK TOAHOCTH (hapMalleBTUYECKOM CyOCTaHINY;

T') yCIIOBUS XpaHEHUs (papMalleBTUYECKON CyOCTaHIIUU;

) Homep (¢apMakomeiHoll cTaThl MM B Cllyyae €€ OTCYTCTBHS HOMEp HOpPMAaTHBHOM
JOKYMEHTAIUH JTH00 HOPMAaTHBHOTO JIOKYMEHTA;

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 2 wacmu 1 cmamvu 33 Hacmosiue2o
DedepanbHo2o 3akona 0onoanen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
€) Hanuuue (apmareBTH4YEeCKON CyOCTaHIMHU B NepeyHe HAPKOTUYECKUX CPEJICTB, ICUXOTPOITHBIX
BELIECTB U MX IPEKYpCOpOB, MOANEKAIMX KOHTpoiro B Poccuiickoit ®@epepanuu, B COOTBETCTBUU C
3aKOHOJIaTeNbcTBOM Poccuiickoit Denepanun, MexXIyHApOIHBIMU JoroBopaMmu Poccuiickoin deneparuu,
B TOM uucie EnnHON KOHBeHIMEel O HapKoTHueckux cpexnctBax 1961 roma m Kossenuumeil o
MICUXOTPONHBIX BenlecTBax 1971 roxa.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oexabpa 2014 e. N 429-D3 uwacme 2 cmamovu 33 Hacmoswezo
DedepanbHo2o 3aKOHA U3N0HCEHA 8 HOBOUL pedakyuu, ecmynaroueli 6 cuny ¢ 1 utons 2015 e.

Cm. mexem uacmu 6 npeovioyujeti pedakyuu
2. @apMmareBTUYECKasi CyOCTaHIIMSI, TPOU3BEIEHHAs JJIsl peanu3alii, MOKET ObITh BKJIIOYEHA B
TOCYJapCTBEHHBII pPEecTp JIEKapCTBEHHBIX CPEACTB Ha OCHOBAaHUM 3asBICHUSA pa3paboTyMKa WU
MPOU3BOJIUTENS JIEKAPCTBEHHOT'O CPEACTBAa JMOO YMOJHOMOYEHHOIO HMHU IOPUIUYECKOrO JIMIA MpH
YCIOBUM TIPOBEACHHMS B OTHOIIEHHMM TaKoH (hapMaleBTHUECKOW CyOCTaHIIMM O3KCIEePTHU3bl KayecTBa
dapmareBTUUECKOW CyOCTaHIIMM B TIOPSIIKE, YCTAHOBJIEHHOM cTaThell 34 Hactosmero denepaibHOTo
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3akoHa. B orTHomeHun QapmaneBTHUECKHX CyOCTaHLIMH, TNPOU3BEACHHBIX [UIS peaju3alud, B
rOCY/IapCTBEHHOM PEecTpe JIEKAPCTBEHHBIX CPEACTB COACPKHUTCS CIeAyIOmas HHPOpMAIHs:

1) HauMeHoBaHue (hapmalleBTHUECKON cyOcTaHIMU (MEXIyHAapOJHOE HENaTeHTOBAaHHOE, WU
CPYIIHUPOBOYHOE, WIM XUMUUYECKOE U TOPrOBOE HAMMEHOBAHU);

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 usmenen c 1 smeaps 2018 2. - @edepanvruiii 3axon om 28 oexabps 2017 e. N 425-D3

CMm. npedvloywyro pedaKyuio

2) HauMeHOBaHUe, aJpec MPOU3BOANUTEINS (papMalleBTUUECKON CyOCTaHIIMM, a TAK)KE B OTHOLIEHUU
JIEKaPCTBEHHBIX CPEACTB Ul MEAHULMHCKOIO NPUMEHEHUS CBEACHHUS O PETUCTPALUU MPOU3BOAUTENS
(apMmanieBTUYECKOM CyOCTaHIIMM B KayecTBE HAJIOrOIUIAaTENbIIMKAa B CTpaHe perucTpauuu (amis
POCCUICKMX IOPHIMYECKUX JHUI - WACHTU(PUKAIMOHHBIA HOMep Hamoromnarensinuka (MHH), s
MHOCTPAaHHBIX FOPUAMYECKUX JIMIl - CTpPaHa PErucTpalyy, HAUMEHOBAHUE PErMCTPUPYIOLIEr0 OpraHa,
perucTpaloHHbI HOMEp, KOJ HaJOroIulaTeNlbllMKa B CTPaHE PErucTpaluy (MHKOPHOpaluH) WU €ro
aHajor);

3) cpok rogHOCTH (hapMaIeBTHUECKON CYyOCTaHIINN;

4) ycnoBus XpaHeHus papMaleBTUUECKON CyOCTaHIuMY;

5) Homep (apmakomneiiHONH craThbu MO0 B cCiydae €€ OTCYTCTBUS HOMEP HOPMAaTHBHOU
JOKYMEHTALlUN UM HOPMATUBHOTO JOKYMEHTA;

6) Hanmuue (papmManeBTUIECKON CyOCTaHIIMU B TiepevHe HAPKOTHUYECKUX CPEACTB, TICUXOTPOIHBIX
BEIIECTB U MX IMPEKypCOpOB, MOAJIEKAIIMX KOHTposto B Poccuiickoii ®enepauuu, B COOTBETCTBUH C
3aKOHOAATenbCcTBOM Poccuiickont @enepannn, MexxIyHapoIHbIMu qorosopamu Poccuniickoit ®@enepannu,
B TOM uuciae EjuHoll KoHBeHIMEeW O HapKoTHUeckux cpeactBax 1961 roma u KonBennwuein o
NICUXOTPONHBIX BemecTBax 1971 rona;

7) naTta BKIOYEHUs (apMaleBTUYeCKOl cyOCTaHLIMU B rOCYJIapCTBEHHBIN peecTp JIEKapCTBEHHBIX
CPEJCTB, JlaTa BHECEHUS M3MEHEHUH B JIOKYMEHTHI (apMaleBTUUYECKOW CyOCTaHIIMM, AaTa UCKIIOYEHUS
(bapmareBTHYECKON CyOCTaHIIMM U3 TOCYJapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPE/ICTB.

3. Ilopsiaok BeneHUst TOCYJApCTBEHHOI'O pEecTpa JEKApCTBEHHBIX CPEACTB IJI MEAMIIMHCKOTO
NPUMEHEHUS U TOPS/JI0K BENEHUS TOCYJApCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB UL
BETEPUHAPHOTO MMPUMEHEHUS YTBEPKAAIOTCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM  (eepalbHbIM
OpraHOM MCIOJHUTEIBHOM BIIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 33 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndbopmairis 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexaops 2014 2. N 429-D3 naumenosanue cmamou 34 nHacmosuje2o
DedepanbHo20 3aKOHA UBNONCEHO 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm HaumMeHO8aHUs 6 Npeobloyujeti peoaKyuu
Crartbs 34. BxiitoueHHe B TOCYAapCTBEHHBIM PEECTpP JIEKAPCTBEHHBIX CPEJCTB U MCKIKOYEHUE U3
rOCYJJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB (papMaleBTUYECKON CyOCTaHIIMH,
IIPOU3BEJICHHOM TS pealn3alun
Wndopmarys 06 M3MEHEHUAX:
Deoepanvrovim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 34 nHacmoswezco
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cury ¢ 1 urons 2015 2.
Cm. mexcm wacmu 6 npeovioywell peoaxyuu
1. Hmst BrmroueHus (apMareBTHYECKON CyOCTaHIMK, TPOU3BEACHHOM sl peanu3alud, B
rOCYJapCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEACTB, IIPOBOAUTCS IKCIIEPTU3A €€ KaU4eCTBa.

Wudopmanust 00 N3MEHEHUSX:

Yacmo 2 usmenena c 1 amsaps 2021 2. - @edepanvhuiii 3axkon om 27 oexabps 2019 2. N 478-D3
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®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

CMm. npedvloyuyro peoaKyuio
2. DkcmepTh3a KadecTBa YKa3aHHOH B wacTu | Hacrosmed cTratbu (hapManeBTHYECKOM
CcyOCTaHIMM, COCTAaBICHHNE KOMHUCCHEH AKCIEPTOB 3aKJIIOUEHUI MO pe3ysbTaTaM 3TOW 3KCHEPTU3b U UX
HalpaBJICHUE B YIOJHOMOYEHHBIH (efepalbHbli OpraH HMCIOJHUTEIBHON BIIACTH OCYIIECTBIIIOTCS B
CPOK, HE MPEBBIMIAIONINN MIEeCTUACCATH pabouyMuXx ITHEH CO JHS MOJyYeHUs HKCIEPTHBIM YUpeKICHHEM
COOTBETCTBYIOIIETO 3aJaHHUs YHOJIHOMOYEHHOTO (heAepaibHOTO OpraHa HCIOJHUTEIBHONM BIIACTH U
CJIEIYIOIINX JOKYMEHTOB (CBEJICHUMN):

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 1 usmenen c 1 smeaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro pedakyuio
1) cBeneHust 0 Jare MPEJOCTABICHUS M PETUCTPALMOHHOM HOMEpE JIMIIEH3WH Ha TPOM3BOJICTBO
JICKApCTBEHHBIX CPEACTB WJIM CBEICHHUS O JaTe MPEJOCTABICHUS H PETUCTPAIIMIOHHOM HOMEPE 3aKITIOYCHUS
O COOTBETCTBHHM TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHUSM TIPaBU  Ha/JICXKAIIeH
NIPOM3BOJICTBEHHOH MPAKTHKH, BBIIAHHBIX (IIPEOCTABICHHBIX) YITOJIHOMOYECHHBIM (heiepaaIbHbIM OPraHOM
WCTIOJTHUTEIILHON BJIACTH, B CIIy4ae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIISICTCS B
Poccuiickoit ®eneparuu;

Undopmarus 06 n3MEHEHHSX:
Ilynkm 2 usmenen c 15 uionsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloyuyro peoaKyuio

2) Komus JOKYMEHTa, BBIJAHHOIO YIOJHOMOYEHHBIM OPTraHOM CTpaHbl IPOU3BOAUTEINS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPHKAAIOIIEIO pa3pelieHne IPOrU3BOJICTBA JIEKAPCTBEHHOIO CPEJCTBA, U
€ro MepeBoJi Ha PYCCKHI S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIIKE, a TAK)KE KOMHS 3aKIIIOYEHUS O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJICTB  TPEOOBAHHWSAM  TIPABWII  HaJJICXKAIICH
MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO YIMOJHOMOYEHHBIM (pellepalbHbIM OpPraHOM HCHOJIHUTEIBHOMN
BJIACTH, JMOO KOMHS PEIICHHs YMOJHOMOYEHHOTO (eaepaabHOTO OpraHa HCIOJHUTEILHOM BIACTH O
MPOBEJCHNN WHCIIEKTUPOBAHUS TMPOU3BOAUTENSI JIEKAPCTBEHHOTO CpPEICTBA. YKa3aHHBIE JOKYMEHTBI
IPEJICTaBIISIFOTCS B ClIydae, €CJId IPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEACTBA OCYIECTBIISIETCS 3a MpeieaMu
Poccuiickoit denepanuu;

3) IOKYMEHT, COJEPIKAIUNA CIASAYIOIINE CBEICHHS O (DapMaleBTHIECKON CyOCTaHIINM:

a) HauMeHOBaHHe (PpapMaleBTUYECKOM CyOCTaHIIuH, €e CTPYKTypa, OOIIHNe CBONCTBA;

0) HauMEHOBaHME U a/IpeC MPOU3BOAUTEIS;

B) TEXHOJIOTHsSI TIPOM3BOJICTBA C OMUCAHUEM CTaJIUi MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTaJIASX TIPOU3BOJICTBA;

T) onucaHue pa3paboTKu Mpolecca MPOU3BOJICTBA;

J) ONHUCaHWE KOHTPOJS KPUTHYECKHX CTaIuil mMpollecca MPOM3BOACTBA M MPOMEKYTOUYHOM
IPOYKIIHH,

€) TOKyMEHTaJIbHOE MOATBEPKIeHUE (BaTUAAIINS ) TPOLIECCOB U (WJIM) X OIICHKA;

’K) CBOMCTBA M CTPYKTypa JCHUCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEl;

n) crieurdukanys Ha papMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHAIUTUYECKHE METOJIUKH, UCIOIb3yeMble TPU OCYIIECTBICHHUH KOHTPOJS KadyecTBa
dbapmareBTUUECKON CyOCTaHITNM;

J) TOKyMEHTAIbHOE TOJTBEPKACHUE (BAIUIAINS) aHATUTHIECKIX METOAMK, UCTIONB3YEMBIX MPH
OCYIIIECTBIICHUY KOHTPOJIA KauecTBa (papMarieBTUIECKON CyOCTaHIINH;

M) pe3yJbTaThl aHaIN3a cepuil (hapMaleBTUUECKON CyOCTaHIINN;

H) TIepEYCHb CTaHIAPTHBIX 00Pa3IlOB WM BEIIECTB, UCTIOIB3yEMBIX IMPU OCYIICCTBICHUN KOHTPOJIS
Ka4yecTBa,

0) ONMCAHNE XaPAaKTEPUCTHK M CBOMCTB YITAKOBOYHBIX MAaTEPHUATIOB H YKYTIOPOUHBIX CPEJICTB;

1) IaHHBIE O CTA0MIBHOCTH (papMarieBTUIEeCKON CyOCTaHINH;
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P) CPOK TOJTHOCTH;

Wndopmarius 06 n3MEHEHHSX:

Yacmv 2 dononnena nynkmom 4 ¢ 1 saneaps 2018 2. - Dedepanvuviii 3akon om 28 oexaops 2017 e.
N 425-D3

4) NOKyMEHT, COICP KA CBEACHUS O PETUCTPAIIMU TIPOU3BOTUTENS JIEKAPCTBEHHBIX CPEIICTB IS
MEJMIIMHCKOTO MPUMEHEHUS B Ka4eCTBE HAJIOTOIUIATENBIIMKA B CTPaHE PETHCTpPAluu (ISl POCCUHUCKHUX
IOPUJIMYECKUX JIUI[ - WACHTU(GUKAIMOHHBIA HOMep Hanoromnarensimuka (MHH), mist mHOCTpaHHBIX
IOPUIMYECKUX JIUI] - CTPaHa PETUCTPALNY, HAUMEHOBAHUE PETUCTPHUPYIONIETO OpraHa, PeruCTPAIlMOHHBII
HOMED, KOJI HAJIOTOIIATEIbIMKA B CTPAHE PErUCTPaUy (MHKOPIIOPAIMH) HIIK €0 aHAJIOT).

3. Jna mpoBemeHUs OKCIEPTH3bI KAauecTBAa YyKAa3aHHOM B dYacTu | HACTOAIICH CTaThu
(dapMarieBTUYECKONH CyOCTaHIIMM 3asBUTENb TPEJACTABISCT B YIOJHOMOYCHHBIH (elepalibHbIli OpraH
VCIIOJIHUTEJILHOM BIIACTH:

1) 3asBiieHHE O BKJIIOYCHHHM B TOCYJAapPCTBEHHBIH pEECTp JICKAPCTBEHHBIX CPEACTB JaHHOU
(dapManeBTUYECKON CyOCTaHIINN;

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamou 34 Hacmosiuezo
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mekcm nynkma 6 npeovloyujeli peoaxkyuu

2) xonus JIOKyMEHTa, NOATBEP)KIAIOLIEr0 YIUIATy FOCYAapCTBEHHOM IMONIIMHBI 32 BKIIOUYCHHE B
rOCyJJapCTBEHHBII peecTp JeKapCTBEHHbIX CPEACTB (apMalieBTUUECKON CyOCTaHLIMHU, IPOU3BEIEHHON IS
peanu3anuu, 1100 M0 COOCTBEHHOW WHHUIMATUBE YKa3aHHBIA JOKYMEHT. B ciydae ero HempeacTaBiIeHHS
3asBUTEJIEM YIIOJHOMOUYEHHBIN (eliepanbHblil OpraH UCIOJHUTEIBHONW BIACTH MpoOBepsieT (akT yIUIaThl
rOCYJTapCTBEHHOHN MOUUIMHBI 3asiBUTEIEM C HCHOJIB30BaHHEM MHGpopManuu o0 ymiiaTe rocyaapCTBEHHOU
HOLUINHBI, cojepxaiieiics B ['ocynapcTBeHHON HH(POPMALMOHHOM CHCTEME O TOCYJapCTBEHHBIX U
MYHULMIIAJIBHBIX IIJJATEKaX, HAa OCHOBAHMM IIPEJICTABICHHOM 3asBUTEIEM KONMU JOKYMEHTA,
MOATBEPKJAOLLEr0 yIIaTy rOCy1apCTBEHHOM MOLUIVHBI,

Wndhopmarus 06 n3MEHEHHSX :

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 yacmu 3 cmamvu 34 Hacmosiue2o
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxyuu
3) TOKyMEHTBI, yKa3aHHBIC B YaCTH 2 HACTOSIICH CTaThH;

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 Oexabpa 2014 e. N 429-®@3 uwacme 3 cmamovu 34 nacmoswezo
DedepanbHo20 3aK0HA 00NOIHEHA NYHKMoM 4, ecmynatowum 6 cuny ¢ 1 utonsa 2015 2.
4) 3asBieHME O Bbljaye paspelieHus Ha BBO3 B Poccuiickyro ®denepanuio KOHKpETHOW MapTHH
HE3aperuCcTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJICTBA, IMPEIHA3HAUYEHHOTO JJs TPOBEJICHHs YKa3aHHOMN
9KCIEPTHU3HI.

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 34 oonoanena wacmoio 3.1 ¢ 1 sneaps 2021 e. - @edepanvrviii 3axkon om 27 dexaops 2019 e. N
478-D3
3.1. B cnyuae HenpencTaBieHUs C 3asBICHUEM O BKJIIOYEHWH B TOCYJAapPCTBEHHBIM pPEECTp
JICKApPCTBEHHBIX CPEICTB (papMareBTUUYECKOW CYOCTaHIIMHM JOKYMEHTOB, MOJTBEPKIAIOMIMX YIUIATy
roCy/1apCTBEHHOW MOLUIMHBI U YKa3aHHBIX B ITYHKTE 2 4acTH 3 HACTOALIEH CTaThH, a TAK)KE BbIJABAEMBIX
(mpenocTaBisieMBbIX) YIOTHOMOYEHHBIMU (hefiepalbHBIMU OpraHaMU UCTIONTHUTENBHON BIACTH JOKYMEHTOB
(cBenenmit), yKa3aHHBIX B MyHKTax | W 2 4acTu 2 HACTOSIIEH CTaThH, YIOJIHOMOYECHHBIA (eepaabHbIi
OpraH WCIOJNHUTENBHON BIIACTH 3alpallliBaeT YKa3aHHbIE JIOKYMEHTHI (CBEIEHUS) B MOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

Wndopmarius 06 H3MEHEHHSX:
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DedepanvHvim 3akoHom om 22 oexabpsa 2014 o. N 429-D3 6 uwacmv 4 cmamovu 34 Hacmosuwe2o
DedepanbHo20 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioywierl peoaxyuu

4. B TedyeHue necsaty pabouux JHEH co JHS NPUHSITUSA 3asBICHUS O BKJIIOUCHUH YKa3aHHOHM B 4acTH
| HacTosmied crtatbu (hapMaleBTHUECKOW CyOCTaHIIMM B TOCYNApCTBEHHBIH pEECTp JIEKAPCTBEHHBIX
CPEICTB M JOKYMEHTOB, IIE€PEUMCICHHBIX B 4YacTW | M nyHkTe 2 4acTu 3 HACTOALIEW CTaThbH,
YIOJIHOMOYEHHBIN (heiepabHbIii OpraH UCIIOJTHUTEIBHOMN BIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U AOCTOBEPHOCTH JAaHHBIX, COAEPIKAIIUXCS B MPEJCTABICHHBIX
3asiBUTEJIEM JOKYMEHTaX;

2) NpUHUMAET pEIIEHUE O HANpaBJIEHUH B HKCIEPTHOE YUPEXKJICHHE 3aJaHHus Ha IPOBEJCHUE
OKCIIEPTHU3BI KAUECTBA YKa3aHHOW B yacT | HACTOSAMICH cTaThu (hapMareBTHUECKON CyOCTaHIIMH WIH 00
OTKa3e B TAKOM HAaIIpaBJICHUH;

3) yBeZOMIISIET B DJIEKTPOHHOW WJIM MHCBMEHHON (hopMe 3asiBUTENSI O MPUHATOM PELICHUU WU B
clly4ae OTKa3a ¢ yKa3aHUEM IIPUYMH TaKOro OTKa3a.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axkonom om 25 nosaops 2013 2. N 317-@3 cmamvs 34 nacmosweeo Dedepanvioco
3aKona 0onoineHna yacmoio 4.1
4.1. B cnyvae BBISIBICHHUS HEIOCTOBEPHOCTU CBEIEHUM, COJEp)KAlIMXCA B IMPEACTABICHHBIX
3asIBUTENIEM MaTepUaliax, YIOJHOMOYCHHBIN (elepalibHbIi OpraH HCIIOJHUTEIBHONW BJIACTH HAIPABIISCT
3asBUTENII0 3ampoc 00 YTOYHEHWHM YKa3aHHBIX CcBeldeHuil. [laHHBIA 3ampoc MOKeT ObITh TNepeaH
YIOJIHOMOYEHHOMY MPEICTABUTEIIO0 3asiBUTENS JIMYHO TOJ PACHHUCKY, HAMpaBlEH MO TOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpeJaH B AJIEKTPOHHOU (GopMe MO TeNeKOMMYHHMKAIIMOHHBIM KaHajlaM cBsi3u. B cimyuae
HaIpaBJIeHUs JAaHHOTO 3aIpoca MO MOYTe 3aKa3HbIM MUCHMOM OH CUHTAETCS MOJYYCHHBIM 0 UCTCUCHUH
HIECTU JHEH ¢ JaThl HAMpaBJICHHs 3aKa3HOTO UChMA.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamvs 34 nacmosweeo Dedepanvroco
3aKOHa 0ONoHeHa Yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3alpoc YMOJTHOMOUYEHHOTO (henepaabHOro opraHa
WCIIOJTHUTEIIbHON BJIACTH B CPOK, HE MPEBBIMIAIONINNA JEBSIHOCTA pabOUYMX JHEW CO JHS TOITy4YeHUs
naHHoro 3ampoca. Cpok, ykKa3aHHbBIM B 4acTu 4 HACTOSALIEH CTAaTbHM, NPHOCTAHABIMBAETCS CO JHS
HaIpaBJICHUS 3asIBUTENIO 3aMpoca YIOJIHOMOYEHHOTO (eepalbHOTO OpraHa UCIOJHUTEILHON BIACTH JI0
JIHSI TIOJIyYeHHUs] UM OTBETa Ha JIaHHBIM 3alpOC U HE YUYUTHIBAECTCS MPU MCUHMCICHUHM CPOKA SKCIEPTHU3BI
KauecTBa (apMareBTUUECKOW CyOCTaHIIMM, HEUCIIONb3yeMON TIpH TPOU3BOJACTBE JIEKAPCTBEHHBIX
Mpenaparos.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 wacmes 5 cmamou 34 nacmoswezo
DedepanvbHo2o 3aKOHA UNONCEHA 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm uacmu 6 npedvloyweti pedaKyuu

5. OcHOBaHUWEM I OTKa3a B HAINPABJICHHH B JKCIIEPTHOE YUPESKJICHUE 3aJIaHUs HA MPOBEJICHUE
9KCIIEPTHU3bI KAUeCTBA YKA3aHHOM B yacTy | HACTOSIIEH CTaThl (hapMalleBTUYECKON CYOCTaHIIUU SBIISETCS
HETPEJICTABIICHHE JOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIICH CTaThH, OTCYTCTBHE WH(OpPMAITUH,
MOJATBEPXKIAOMIEH (QakT yIiaaTel TOCYJApCTBEHHON TMOIUIMHBI 3a BKIIOYEHHE (apMalleBTUYECKOM
CcyOCTaHITMH, MPOU3BEJACHHON I peaju3allii, B T'OCYJIApCTBEHHBIA PeecTp JIGKAPCTBEHHBIX CPEJCTB,
HENPECTABICHNUE 3asBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YKa3aHHBIA B dacTtu 4.1 Hacrosien
CTaThU 3aIpOC YIOJHOMOUYEHHOTO (ellepalbHOTO OpraHa MCIIOJHUTEIFHON BIIACTH WM TPEICTaBICHUE
JIOKYMEHTOB, HE COJIEPKAIIUX UCUYEPITBIBAIOIIETO MMEePEUHs HEOOXOIUMBIX CBEICHUN.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uwacmv 6 cmamvu 34 nHacmosweco
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, scmynaowue 6 cuny ¢ 1 urons 2015 e.
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Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

6. B TeueHue nATHaguaTH pabouyuxX JHEH €O JAHS IOJYUYEHUS PEIIEHUS YHOJIHOMOYEHHOI'O
denepanbHOro OpraHa MCHOJHUTENIBHOM BJIACTU O HAIPABJICHWU B DKCIEPTHOE YUPEKACHHUE 3aJaHUS Ha
MPOBEJICHUE OSKCIEPTU3bl KAavyecTBa YKa3aHHOHW B dYacTh | HacTosmed cratbu (hapMareBTHICCKON
CyOCTaHIIMM 3asBUTEINb MPEACTABISET B IKCIEPTHOE YUPEKICHUE UL MPOBEACHUS JAaHHOW IKCHEPTU3bI
o0pa3iiel papMareBTHICCKON CyOCTaHIIUM B KOJUYECTBE, HEOOXOIUMOM JIJIsi BOCIIPOU3BEICHUS METOJIOB
KOHTPOJISI KadyecTBa. OKCIEPTHOE YUYpPEXKJACHHE IpU IOJyueHHH oOpa3loB yKazaHHOM B dactu |
HACTOSIIIEH CTaTbu (papMaleBTUUECKOW CyOCTaHIIMHM BBIAAET 3asgBHTENIO JOKYMEHT, MOJTBEPKIAIOLIHIA
MoJTy4yeHue 3TUX 00pa3loB, U B CPOK, HE MPEBBILIAIOIINMA TpeX padouux JAHEH, YBEIOMIISET B AJIEKTPOHHOM
WIM TTUCbMEHHON (popMe 00 3TOM YHOJTHOMOYECHHBIH (hefepanbHblii OpraH UCHOIHUTEIBHOW BIACTH. DTH
CPOKH HE BKJIFOUAKOTCS B CPOK MPOBEICHUS JAHHON SKCIIEPTU3BI.

7. JOKyMEHTBI, ITOCTYNMBIIKNE B 3KCIEPTHOE YUPEKIACHUE I IPOBEACHUS IKCIIEPTU3bl KauyeCTBa
yKa3aHHOM B uactu | Hacrosmiel cratbu (apManeBTHUYECKOW CyOCTaHLMW, MOMAJIEKaT BO3BpaTy B
YIOJHOMOYEHHBIN (efiepaibHblii OpraH HCIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKJIIOUEHUSIMHU I10
pe3yiabTaTaM IpPOBEIECHHON IKCIIEPTU3BI.

8. B cpok, He mpeBblIAlOIIMM NATH pabouyux AHEW CO JIHS IMOJIyYEHHUs 3aKIIIOUYEHUS KOMHUCCUU
SKCHEPTOB IO pe3yibTaTaM 3KCIEPTU3bl KauecTBa YKa3aHHOW B dacTu | HAcTOsALIEH CTaThbu
(dapManeBTHYECKON CyOCTaHIINM, YITIOJIHOMOUYEHHBIN ()efiepaibHbId OpraH UCIIOJHUTEIIBHON BIIACTH:

1) ocymIecTBIsIET OLIEHKY TaKOTO 3aKJIIOYEHHUS JJISl OMpPENIETICHUs] €r0 COOTBETCTBUS 3aJaHUI0 HA
IIPOBE/ICHNUE TAaHHON DKCIIEPTU3HI;

2) TnpUHMMAaeT pelleHHe O BKJIIOYEHWHM YyKa3aHHOM B dYacTu | HacTosIed CTaTbH
(dapmarieBTHYeCKOi CyOCTaHIIMM B TOCYIApPCTBEHHBIA PEECTp JICKAPCTBEHHBIX CPENICTB WIIM pelIeHHe 00
OTKa3€ B TAKOM BKJIIOUECHHUH;

Undopmarust 06 n3MEHEHHSX:
Ilynkm 3 uzmenen c 28 dexabps 2019 e. - Dedepanvusiii 3axon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloyuyro peoaKyuio
3) BHOCHUT NpHU TPUHSITHH PEIICHUS O BKIIOUCHUM YKa3aHHOW B 4acTh | HACTOSIIEW CTaThbu
dbapmaleBTUYECKOM CyOCTaHIIMK B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB MPEIYCMOTPEHHYIO
gacThlo 2 crtathbu 33 Hacrosimiero deaepanbHOro 3aKoHa WHGOPMAIMI0O U YBEIOMIJISIET 00 3TOM B
AIEKTPOHHOU WM MUCbMEHHOU (hopMe 3asiBUTEIS.

Wndopmarus 06 n3MEHEHHSX :
Yacmv 9 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio
9. OcHoBanmeMm Jnsi OTKa3a BO BKJIIYEHHH YKa3aHHOW B  dacTu | Hacrosien
CTaTh¥ (papMareBTUYECKONW CyOCTaHIIMM B TOCYJApCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB SIBISIETCA
3aKIIF0YEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (peepanbHOT0 OpraHa HMCIOJHUTENFHONW BIACTH O
TOM, YTO Ka4eCcTBO (hapMarleBTHUECKON CyOCTaHIIMH HE TIOJTBEPKICHO MONyYeHHBIMH JaHHBIMHU.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 dexabpsa 2014 o. N 429-@3 cmamvs 34 nacmoswezo Dedepanbrozo
3akoHa oonoanena yacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.
10. He nomyckaercsi BKJIIOYEHHE B TOCYJApPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEJICTB OJHOM
dapmarieBTUYeCKON CyOCTaHIIMU, MPOM3BEACHHON JUIsl pealM3allid W BBIIYCKaeMOW OJHUM U TEM XKe
IIPOU3BOJUTEINIEM, B BIJIE€ ABYX U O0Jiee peecTPOBBIX 3alHCEN.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovs 34 nacmoswezo Dedepaivroo
3aKoHa oonoanena yacmuio 11, ecmynaroweti 6 cuny ¢ I urona 2015 2.

11. Baecenue m3MeHeHUN B JOKYMEHTHI Ha (DapMaleBTHYECKYIO CyOCTaHITHIO, MPOU3BEICHHYIO

JUTSL peaTi3alii ¥ BKIIOYEHHYIO B TOCYIapCTBEHHBIN PeecTp JICKApPCTBEHHBIX CPENICTB, OCYIIECTBIISIETCS B

nopsiike, ycraHoBieHHOM ctaTbsimu 30 wm 31 Hactosimero ®denepanbHOr0 3aKoHa, C YILIATOM
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rOCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTebecTBOM Poccuiickoi deaepanuu 0 Hajorax
u coopax.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvhvim 3akonom om 22 dexabps 2014 2. N 429-@3 cmamvs 34 nacmosawezo DedepanbHozo
3aKoHa oononHena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
12. Tommyckaercst oOpamieHue (GpapManeBTUIECKUX CYOCTaHIIHIA, IPOU3BEICHHBIX IS pEaTU3aIlHH,
B TE€YCHHE CTa BOCBMUJECATH JHEW N0 M TOCJe MPUHATUS YHOJHOMOYEHHBIM (efepaibHbIM OpraHOM
UCTIOJIHUTENIFHOW BIJIACTH PEIIEHUS O BHECEHWHM HW3MEHEHMH B JIOKYMEHTHl Ha (papManeBTHYECKYIO
CyOCTaHIIMIO, NPOM3BENCHHYIO JJs peaju3allid U BKIIOYEHHYI0 B TOCYJApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim saxonom om 22 dexabps 2014 2. N 429-D3 cmamuvsa 34 nacmosweco Pedepanbro2o
3aKoHa oononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.

13. Pemenne 00 WHCKIIOYEHHH U3 TOCYJApCTBEHHOI'O peEecTpa JIEKapCTBEHHBIX CPEJICTB
(bapMmarnieBTUYECKON CyOCTaHIMM, NPOM3BEAECHHOW i pean3allii, NPUHUMAETCS YIOJHOMOUYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTENIFHON BIIACTH B CIIy4Yae:

1)  npencraBieHHs ~ COOTBETCTBYIOILMM  YIIOJHOMOYEHHBIM  (eiepabHbIM  OpPraHoM
UCTIOJTHUTEIIHHOW BIJIACTH 3aKJIIOUEHHS O PHCKE WM 00 Yrpo3e >KM3HHM WM 3J0pPOBBIO YeIOBEKa JTMOO
YKMBOTHOT'O IIPU UCII0JIb30BAaHUH JIEKAPCTBEHHOT'O CPEJICTBA;

2) nojnauu pa3pabOTUMKOM JIEKAPCTBEHHOTO CPEJICTBA MM IPOU3BOIUTENEM JIEKAPCTBEHHOIO
cpeAcTBa JUOO YNOJIHOMOYEHHBIM MMHU JPYTUM IOPUAWYECKUM JIMIIOM 3asBlIE€HHS 00 HCKIIOUYEHUH M3
TOCYJTApCTBEHHOTO PEECTpa JICKApCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHIIMU, MPOU3BEICHHOU
JUIs peanu3aluu;

3) otcyTcTBUS (hapMarleBTHUECKON CyOCTaHINH, POU3BEIACHHOMN IS pean3aliy, B 0OpaIIeHU B
Poccuiickoit @enepanuu B Te4eHue Tpex U Oosee Jer.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 34 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

Cratbs 35. Yrpatuna cuiy ¢ 1 uronst 2015 r.

Wndopmarys 06 n3MEeHEHHAX:

Cm. mexem cmamvu 35

Cmamuws 36 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oekaops 2019 2. N 475-D3

Cm. npedvloyuyro pedaKyuio

Cratba 36. OOxaynoBaHue pemieHHs o0 OTKa3e B BblIaue paspelleHds Ha MpPOBEACHUE
KJIMHUYECKOTO MCCIIEJOBaHUSl JIEKapCTBEHHOIO IIperapara, pemeHus o0 OTKaze B
TOCYJTapCTBEHHON pPETUCTpAIMK JISKAPCTBEHHOTO IIperapara, 3aKIOYeHUs KOMHCCHU

HKCHEPTOB HKCHEPTHOTO YUPEKACHHS WM 3aKIIOUESHUSI COBETA M0 STHKE
Pemrenne cOOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (heAepabHOTO OpTraHa MCIIOJHUTEIHFHON BIIACTH
00 OTKa3e B BbIJau€ pa3pelleHUs] Ha NPOBEIEHUE KIMHUYECKOTO HCCIIEAOBAHUS JIEKapCTBEHHOTO
npernapara, pemeHne YKa3aHHOTO (QelepalbHOTO OpraHa WCIOJMHHUTENBHOW BJIacTd 00 OTKaze B
rOCYJapCTBEHHOM PErucTpal JIEKapCTBEHHOTO IIperapara, 3ak/II0YeHHE KOMHUCCHHM HKCIEepTOB
AKCHEPTHOTO YUYPEKICHUS WU 3aKIIOUEHHE COBETa IO 3THKE MOXET OBITh O0KaJIOBaHO B TOPSIIKE,
YCTAHOBJICHHOM 3aKOHOAaTenbcTBOM Poccuiickoit ®exnepannu. 3akiaroueHHE KOMHCCHH HKCIEPTOB
9KCIEPTHOTO YUYPEKJACHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX NpEnapaToB Ui MEIUIUHCKOTO
OpUMEHEeHHs TUO0 O TOM, YTO JIEKAPCTBEHHBIN Ipenapar JUisi MEIUIIMHCKOTO MPUMEHEHHs He SIBIISETCS
B3aMMO3aMEHSEMBbIM, MOXET OBITh O00XKaJIOBaHO Jep)KaTelieM WM BIAJENbIEM PETUCTPAIIMOHHOTO
yIOCTOBEPEHHsI JIEKAPCTBEHHOTO Tpenapara B YHOJIHOMOYECHHBIN (erepaibHblil OpraH HCHOJHUTEIbHOM
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BJIACTHU, KOTOPBIA MPUBIIEKAET K PAaCCMOTPEHUIO YKa3aHHOM KaJloObl MOJBEAOMCTBEHHBIE €My HayudHbIe
OpraHu3ali 1 00pa3oBaTeIbHbIE OPTaHU3AIMH BBICIIEr0 00pa30BaHus, OCYIIECTBISIONINE IESTEIbHOCTh
B cepe oOpalieHus JI€KapCTBEHHBIX CPEICTB. 3aKIIOYEHHE KOMHCCHUU SKCIIEPTOB 3KCIEPTHOTO
yupexaeHus, opopMIeHHOE 0 UTOraM IepecMoTpa 00>KajJOBaHHOTO 3aKIIFOUSHHS SKCIIEPTa, MOXKET OBITh
OCIIOPEHO JIepKATEIEM WIH BIIAJIEIbLUEM PErHMCTPALMOHHOTO yIOCTOBEPEHUS JEKAPCTBEHHOIO Ipenapara
JII/I6O YHOOJHOMOYCHHBIM HMHU JIMIIOM B IOPAAKC, YCTAHOBJICHHOM 3aKOHOAATCIbCTBOM Poccwuiickoit
Oenepanuu. [Ipu o0xaloBaHUU pelICHUS YIOJIHOMOYEHHOTO (eepaabHOro OpraHa MCHOJHUTEIbHOM
BJIACTH, 3aKIIFOUEHUS IKCIEPTA WM KOMUCCUU IKCIIEPTOB AKCIIEPTHOIO YUPEKICHHS, 3aKIOUYEHUS COBETA
0 ATHUKE JiepKaTellb WU BlaJelel] PEruCTPallMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara Jinoo
YHOOJHOMOUYCHHOC MMHU JIMIO BHPABC MPCACTABUTL PC3YJIbTAThl SKCIICPTU3LI JICKAPCTBCHHOI'O IIpCriapara,
IPOTOKOJIBI ~ TMOJYYEHHBIX  aKKPEAUTOBAHHBIMH  HMCHBITATENIbHBIMH  JIabopaTopusiMu  (LIEHTpaMHu)
pe3yJIbTaTOB UCCIIECIOBAHUM, UCIIBITAHUMN.
T'APAHT:

CM. koMMeHTapuu K cTatbe 36 HacTosero denepaibHOr0 3aKOHA

Cratba 37. Undopmanms, cBsi3aHHas C OCYUIECTBICHHEM TOCYAapCTBEHHON perucTpaluu
JIEKapCTBEHHBIX MpenaparoB, MH(GOpMaLUs O 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
Ipenaparax u JeKapCTBEHHbIX MpPernapaTax, HCKIYEHHbIX U3 TOCYIapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Wuopmarus 06 H3MEHEHHSIX:
Yacms 1 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
1. CoOTBETCTBYIOIIMK YIIOJHOMOYEHHBIH (enepaibHblii OpraH HCHOJHHUTEIBHON BIIACTH

pa3Meniaer Ha cBoeM odunmanbHoM caiite B cetn "HuTepHer" wuH(oOpManuio, CBS3aHHYIO C
OCYIIECTBJIEHUEM TOCYJapCTBEHHON perucTpalvy JEKapCTBEHHBIX IIpernaparoB, B TOM UHCIE
MPOBEJICHUEM SKCIIEPTU3bI IEKAPCTBEHHBIX CPEACTB (BKIIIOUAs PE3YNIbTATHI €€ MPOBEACHUS ), MH()OPMALIHIO
0 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax U JIEKapCTBEHHBIX MperapaTax, UCKIIOYEHHBIX U3
roCy/IapCTBEHHOT'O peecTpa JIGKApCTBEHHBIX CPEJCTB, HE MO3JHEE YeM uepe3 MATh padouux IHEH co AHS
MOJTy4YEHHUsl YNOJIHOMOUYEHHBIM (eepaabHbIM OpPraHOM HCHOJIHUTEIBbHOW BIACTH COOTBETCTBYIOIIEH
UHpOpMaLIUH.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 37 Hacmoswe2o

DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm yacmu 6 npedvloywett pedaKyuu
2. Cpokd W TOpSAIOK pa3MelIeHUs yKa3aHHOM B uacTu | HacTosield cTaThbu HHQPOpPMAIUH
YCTaHABIIMBAIOTCS YIIOJTHOMOUCHHBIM (eepaTbHBIM OPraHOM HCIOJHUTEIbHON BiacTH. MHpopmarus,
yKa3aHHasg B 9acTu | HACTOSIIEWH CTaThH, SBISETCS OTKPHITOM M OOIIETOCTYMHOW M TPEIOCTaBISETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.
TAPAHT:

Cwm. koMMeHTapuu K ctathe 37 HacTosimero denepaibHOTO 3aKOHA

I'masa 7. KiinHn4eckue uccjie10BaHUA JE€KAPCTBEHHBIX NIPENapaToB I MeAUIMHCKOI0
NPHUMEHEeHHs, J0T0BOP 00 X NPOBEACHUH, IPABA MAMEHTOB, YYACTBYIOIIHMX B THX HCCJICJ0BAHUAX

Crarbsa 38. KimHHuYeckne WCCIENOBAHMS JIEKAPCTBEHHBIX MPENaparoB Uil MEJULUHCKOTO
[IPUMEHEHUs

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 38 nacmoswezo
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

1. Knunuueckue uccieioBaHus JEKaPCTBEHHBIX MPErnapaToB A METUIMHCKOTO MPUMEHEHUs, B
TOM 4YHCJIE€ MEXIYHAPOJAHbIE MHOTOLIEHTPOBBIC, MHOTOLICHTPOBBIE, MOCTPETUCTPALIMOHHBIC, TPOBOAATCS B
OJIHOM WM HECKOJbKMX MEIUIIMHCKUX OPraHM3alUsIX B COOTBETCTBHUU C IpaBUiaMH HaJJexallen
KIIMHUYECKOW TPaKTUKH, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM (eIepaIbHBIM OpPraHOM HCIOJHUTEILHON
BJIACTH, COOTBETCTBEHHO B CJIEIYIONINX IENISX:

1) ycraHoBneHue O€30MaCHOCTH JIEKAPCTBEHHBIX TMPENapaTroB JUIS 370POBBIX JTOOPOBOJBIEB U
(WIM) TEepeHOCUMOCTH HUX 3JI0POBBIMH JOOpPOBOJIBLIAMH, 33 MCKJIIOUEHHEM TaKUX HCCIeI0BaHUI
JIEKapCTBEHHBIX IPEINApPaToOB, POU3BEICHHBIX 3a npeaeiamu Poccuiickor denepannu;

2) noa0op ONTHUMAJIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpernapara U Kypca JIeUeHHUs 171 TallIeHTOB
C OMpeNeJCHHBIM 3a00JIEBaHUEM, ONTHUMAIBHBIX J03 M CXEM BaKIMHAIMK HUMMYHOOHOJIOTHYECKHUMHU
JIEKapCTBEHHBIMU MpenapaTaMu 3J0POBBIX J0OPOBOIIBIIEB;

3) ycraHOBJICHHE O€30MACHOCTH JIEKAPCTBEHHOTO TperapaTa u ero 3G (GEeKTHBHOCTH ISl TAI[UCHTOB
C ompeaencHHbIM 3a0oneBaHuEM, MNPOPUIAKTHYECKONH A(P(PEKTUBHOCTH HMMYHOOHUOIOTHYECKUX
JICKapPCTBEHHBIX MTPETapaTOB IS 3J0POBBIX TOOPOBOJIBIICE;

4) u3ydyeHHWE BO3MOXHOCTH pACIIUPEHHUS TMOKa3aHUW JJIs MEIUIIMHCKOTO TPUMEHEHUS W
BBISIBJICHHSI paHEe HEU3BECTHBIX MMOOOYHBIX JICHCTBUH 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MTPETIAPATOB.

2. B oTHOmIEHHWH BOCHPOU3BEIEHHBIX JIEKAPCTBEHHBIX [IPENapaToB AN  MEIUIIMHCKOTO
NPUMEHEHUS  TMPOBOMIATCS  HUCCIEJOBaHMs  OMOSKBUBAJIEHTHOCTH M (WJIH)  TEpaneBTUYECKOM
SKBUBJICHTHOCTH B  TOpSAJKE, YCTAHOBJICHHOM  YIOJHOMOYEHHBIM  (heepaqbHBIM  OpPraHoOM
WCIIOJTHUTEJIBHOM BJIACTH.

3. OpraHu3zanuioo OpOBEIECHUS KIMHMYECKUX HCCIEIOBAHUM JIEKapCTBEHHOIO Ipernapara s
MEUIIMHCKOTO MPUMEHEHHS BIIPABE OCYIIECTBIISATH:

1) pa3paboTuuK JeKapCTBEHHOTO Mpernapara Wik YIOJTHOMOYEHHOE UM JUIIO;

Wndhopmarus 06 n3MEHEHHSX :

DedepanvHvim 3axonom om 2 uwonsa 2013 2. N 185-@3 nynkm 2 wacmu 3 cmamovu 38 Hacmoswe2o
DedepanvbHo20o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarowell 6 cuny ¢ 1 cenmsaops 2013 a.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
2) oOpa3oBarenbHBIE OpraHU3allMU BBICIIETO OOpPa30BaHUSA, OPTraHU3ALUU JIOTIOJHUTEIHLHOTO
PO eCCHOHATIEHOTO 00pa30BaHUs;
3) Hay4YHO-UCCIIEIOBATENLCKUE OpTaHU3aIUH.

Wndhopmarius 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 13 uronsn 20152, N 241-D3 6 uwacmv 4 cmamou 38 Hacmosueco
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

4. KivuHWUYecKre WCCIIeOBaHMS JICKAPCTBEHHOTO TIpernapara Jjisi MEIUIIUHCKOTO MPUMCEHEHHS
MPOBOJSITCS Ha OCHOBAaHWH pa3pellleHus Ha MPOBEICHUE KIMHUYECKOTO HCCIECIOBAHUS JIEKAPCTBEHHOTO
mperapaTra, BBUJIAHHOTO  YIIOJIHOMOYEHHBIM  (ellepaJbHBIM OpPraHOM HWCIOJHUTEIBHOW  BJIACTH.
YnonHoMoueHHBIH (henepaibHbld OpraH MCIIOTHUTEIBHONW BIACTH BEAET PEECTP BBIIAHHBIX pa3pelieHuit
Ha TIPOBEJICHHE KIIMHWYECKUX HMCCIIEIOBAHUIN JICKApCTBEHHOTO Tperapara, CojJepKalluil yKka3aHue Ha UX
1eJIb UJTH [IeTTU, B YCTAaHOBIEHHOM 3THUM OPTaHOM IOPSIJIKE.

5. Yrparuna cuny ¢ 1 uronst 2015 r.

Wndopmarys 06 M3MEHEHUAX:

Cm. mexem yacmu 5 cmamou 38
6. K opranuzanuu mnpoBeAeHHUS KIMHUYECKUX HCCIEIOBAHUM JIEKApCTBEHHOTO Ipemnapara s
MEJUIIMHCKOTO TMPUMEHEHMsI pa3pabOTYMKOM JIEKAPCTBEHHOTO TIpernapara MOTYT IPHUBIEKAThCS
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IOpUAMYECKUE JUIa J1I000i OpraHU3allMOHHO-TIPAaBOBOM ()OPMBI MPU YCIOBUU 00ECIIEUEHHS] COOTBETCTBHS
3THUX MCCIIE0BaHUH TpeOoBaHUAM HacTosero depepaabHOro 3aK0Ha.

7. KnuHudeckue HCCIEAOBaHUS JIEKAPCTBEHHBIX MPENaparoB i MEIUIUHCKOTO NMPUMEHEHUs
MMpOBOAATCA B MCIAUIMHCKUX OpraHvusanusax, aKKpCIUTOBAHHBIX YIIOJIHOMOYCHHBIM (bGIIGpEUIBHBIM
OpraHOM HCIIOJIHUTEJNBHOM BJacTM B MOpsjake, YycraHoBieHHOM [IpaButenbctBoM Poccuiickoii
®denepauuu.

T'APAHT:

C 1 suBaps 2021 r. akkpenuTanus MEIULMUHCKAX OpPraHU3aluii HAa IPAaBO MPOBEACHUS KIMHUYECKUX
HCCIIEI0BAaHHH JIEKapCTBEHHBIX MPenapaToB A1 MEIULMHCKOIO IPUMEHEHUSI OTMEHEHA
8. IlepeueHb MEAMUIMHCKUX OpraHM3alMii, HUMEIOUIMX [PaBO I[POBOJUTh KIMHUYECKUE

UCCIICIOBAaHMsl JIEKAPCTBEHHBIX IIPENapaToB JUIsl MEIUIMHCKOIO IPUMEHEHMs, M PEeecTp BbIJIAHHbBIX
paspelieHuii  Ha  MpPOBEJEHUE  KIMHUYECKMX  MCCIEAOBAaHUN  JIEKAPCTBEHHBIX  IPENaparoB
OIyOJIMKOBBIBAIOTCS U PA3MELIAIOTCS YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJHUTENIbHON BIACTH
B YCTAHOBJICHHOM MM IOpsIJIKE Ha CBOEM O(uIManbHOM caiite B cetd "MHTepHer".

TAPAHT:

CM. koMMeHTapuu K cTatbe 38 HacTosero denepabHOr0 3aKOHA

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oekabpsa 2014 2. N 429-D3 cmamovsa 39 nacmoswezo Dedepanvroo
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxKyuu
Crarbs 39. PemieHue o npoBeNeHUM KIMHUYECKOTO HCCIICIOBAHMS JICKAPCTBEHHOTO Iperapara
JUTSL METUITUHCKOTO TIPUMCHCHHSI

1. KnuHuueckoe wuccieoBaHUE JIEKAPCTBEHHOTO TMpemapaTta Ui MEAUIIMHCKOTO MPHUMEHEHUS
MIPOBOJIMTCS HAa OCHOBAHWH DPA3pPEHICHHS HA MPOBEICHUE KIMHHYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
mpenapaTa, BBIIAaHHOTO YIIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJIHUTENbHOW BIACTH IO
pe3ynbTataM JKCIEPTHU3bl JIOKYMEHTOB, HEOOXOIUMBIX JIJIS TOJYYCHHS pa3pelieHds Ha IPOBEICHUE
KIIMHUYECKOTO UCCIIEIOBAHMS IEKAPCTBEHHOTO MperapaTa U STHYeCKON IKCIEPTU3HI.

2. Jlns mosydeHus paspelieHuss Ha MPOBEICHUE KIMHUYECKOTO WCCIEIOBAaHUS JIEKAPCTBCHHOTO
npemnapara Ui MEAUIIMHCKOTO TPUMEHEHHSI 3asiBUTEIb MPECTABIAET B YIIOJIHOMOUYEHHBIN (eaepanbHblil
OpTaH UCIIOJIHUTEIFHON BIIACTH:

1) 3asgBieHHe O BblIade pa3pelieHUs Ha MPOBEACHHE KIMHUYECKOTO HCCIeIOBaHUS
JICKapCTBEHHOTO TIperapara Jyisi MeTUITUHCKOTO IPUMEHEHHUS;

Wndopmarys 06 M3MEHEHHUSX:
Ilynkm 2 usmenen c 1 smeaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro pedaKyuio

2) KOMHUU JTIOKYMEHTOB, MOJTBEPKIAIONINX YIUIATy TOCYJApPCTBEHHON MOIUIMHBI 3a MPOBEACHUE
STUYECKOW DKCIEPTHU3Bl, 3KCIEPTU3Bl JIOKYMEHTOB Ha JIGKAPCTBEHHBIM IIpermapaTr s TOJYYCHHS
paspelieHuss Ha TPOBEJACHHE KIMHUYECKOTO UCCIEOBAHMS JICKAPCTBEHHOTO Mpemapara s
MEJMIIMHCKOTO TPUMEHEHHS, 3a BBIady pa3peliecHus Ha IPOBEICHUE KIMHHUYECKOTO WCCIICIOBAHUS
JIEKapCTBEHHOTO TperapaTa s MEAUIIMHCKOTO IPUMEHEHHUS, 32 MPOBEICHNE YKCIIEPTU3BI JOKYMEHTOB Ha
JICKapCTBEHHBIN  MpemapaT Ui TOJYYCHHS pa3pelieHHWs Ha IMPOBEJCHUE MEKIYHAPOIHOTO
MHOTOIICHTPOBOTO KJIMHUYECKOTO HCCJIEIOBAHUS JIGKAPCTBEHHOTO TMpemnapara s MEAUIIMHCKOTO
MPUMEHEHHS, 32 BBIJady pa3penicHHs Ha MPOBEICHNE MEXTYHAPOHOTO MHOTOIICHTPOBOTO KIIMHUYECKOTO
WCCJICIOBAHMsI JICKQPCTBEHHOTO TpernapaTa JUisi MEAUIIMHCKOTO TPUMEHEHUs, 32 TMPOBEACHUE ITUYECKON
9KCIIePTH3bI, IKCIEPTHU3bl JJOKYMEHTOB Ha JICKQPCTBEHHBIA IpermapaT IS MOJTYYCHHs pa3pelleHus Ha
MPOBEJICHUE TOCTPETUCTPAIMOHHOTO KJIMHHYECKOTO HCCIEAOBaHUS JICKAPCTBEHHOTO TIperapara Juis
MEIUIIUHCKOTO TIPUMEHEHHUs, 3a BbIAAYy pa3pelieHUs] Ha MPOBEACHUE IOCTPETUCTPAIIMOHHOTO

22.11.20222 Cucrema TAPAHT 86/141


http://ivo.garant.ru/document/redirect/4192033/0
http://ivo.garant.ru/document/redirect/5220939/0
http://ivo.garant.ru/document/redirect/12178533/1000
http://ivo.garant.ru/document/redirect/74262878/1000
http://ivo.garant.ru/document/redirect/5220939/0
http://ivo.garant.ru/document/redirect/70826338/1031
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/39
http://ivo.garant.ru/document/redirect/73355371/8712
http://ivo.garant.ru/document/redirect/77691569/3922

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

KJIMHUYECKOI'0 MCCIIEeI0BAHUS JIEKAPCTBEHHOTO IIpenapara JUisi MeAULIUHCKOTO MPUMEHEHHUS;

3) DpOTOKON KIMHUYECKOIO HCCIIEJOBaHMs JIEKAPCTBEHHOIO Ipernapara s MEAMLIMHCKOIO
PUMEHEHHUS;

4) Gporropy McciIea0BaTes;

5) uHdopMaMOHHBIN JIMCTOK NALIUEHTA,

6) cBeneHuss o0 ombITe pabOTHI MCCIENOBATENEH MO COOTBETCTBYIOIIMM CIEHUATBHOCTSIM M HX
OIIbITE PAOOTHI IO MIPOBEAECHUIO KIMHUYECKUX MCCIIEJOBAHUM;

7) cBeneHUS O MEIAUIMHCKUX OpraHu3alMsX, B KOTOPBIX IPEAIOJaraercsi IpOBEACHUE
KJIMHUYECKOI'O HCCIIEI0BAHMs JIEKAPCTBEHHOIO Ipenapara A MEAULUHCKOro MPUMEHEHHs (IIOJHOE U
COKpAIlleHHOE HaMMEHOBAHWsS, OPTaHU3AlMOHHO-TpaBoBas (opMa, MECTO HaXOXKIEHUS M MEeCTO
OCYILECTBIICHUS JEATEIbHOCTH, TenedoH, Tenedakc, aapec 3JIEeKTPOHHOM MOUThl KaXI0M MEAMLIMHCKOM
OpraHu3aIm);

8) cBedeHHMA O IIpEANoOJaraéMbIX CpOKax IPOBEAEHUS KIMHUYECKOTO  MCCIIEOBaHUS
JIEKapCTBEHHOI'0 IIpernapara Jyuisi MEJUIUHCKOTO PUMEHEHMUS;

9) xomui A0roBopa 00s3aTEIBLHOIO CTPAXOBaHMS, 3aKJIIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMU
npaBUiIaMy  O0S3aTENPHOTO CTPaxOBaHWsA, C YKa3aHHEM TMPEACTbHONH YHCICHHOCTH MAalUeHTOB,
YYacCTBYIOUIMX B KJIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOro Ipernapara JUlsi MEIULUHCKOro
PUMEHEHHUS;

10) nadopmanuio o coctaBe JIEKapCTBEHHOI0 Ipenapara st MeAULIMHCKOrO IPUMEHEHHUS;

11) moxymeHT, cocTaBiI€HHBIH MPOU3BOAMTEIEM JIEKAPCTBEHHOI'O Ipernapara i MEAUIIMHCKOTO
IPUMEHEHHUS U CoJIepKallluii IOoKa3aTenu (XapaKTepUCTUKH), a TaKKe CBEIECHUS O JIEKapCTBEHHOM
npenapare Ui MEAMLIMHCKOIO IPUMEHEHUs, IPOU3BEAECHHOM JUIsl IPOBEAEHUS KIMHUYECKUX
HCCJICIOBAaHUM;

Undopmarust 06 n3MEHEHHSX:
Ilynxkm 12 usmenen ¢ 1 sneaps 2021 e. - @edepanvusiii 3axkon om 27 oexabps 2019 2. N 478-D3

CMm. npedvloyuyro peoaKyuio
12) cBeaeHus 0 aTe MperOCTaBIEHUS U PErMCTPAllMOHHOM HOMEpE JIMIIEH3UHM Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEJCTB B Cllydae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOIO Ipenapara OCYIIECTBISETCS B
Poccniickoit @epepannu, WA CBEACHUS O JaTe MPEAOCTABICHUS W PETUCTPALMOHHOM HOMeEpe
3aKJIFOYEHHUsST O COOTBETCTBUM IPOU3BOAMTENS JIEKAPCTBEHHOIO TIpernapara TpeOOBaHMUSAM IpaBUII
Ha/JIeXalleldl MPOU3BOJACTBEHHONW MPAKTHUKH, MPEJOCTABICHHOIO YIOJHOMOYEHHBIM OPIaHOM CTpaHBI
IIPOM3BOUTENIS JIEKAPCTBEHHOTO Mperapara.

Wndhopmarris 06 n3MEHEHHSX:

Cmamuws 39 oonoanena uwacmoio 2.1 ¢ 1 sneaps 2021 a. - @edepanvuviii 3axon om 27 dexabps 2019 e. N
478-D3
2.1. B cmyuyae HempeACTaBJIEHUs C 3asABICHUEM O BBbIJAYE pa3pelIeHUs Ha IPOBEACHUE
KJINHAYECKOT'O0 MCCIJIEIOBAHUS JIEKAPCTBEHHOTO Ipenapara JJisl MEIUIIMHCKOTO NMPUMEHEHHS JOKYMEHTOB
(cBeneHMi), TOATBEPHKIAIOIIMX YIUIATY TOCYAAPCTBEHHOW MOUUIMHBI U YKa3aHHBIX B ITYHKTE 2 yHacTu 2
HACTOALIEH CTaTbM, a TaKXe BbIIaBAEMbIX (MPEAOCTABISIEMBIX) YIOJIHOMOUYEHHBIMU (eepalbHbIMU
OpraHaMH HUCIIOJIHUTEIBHOM BIACTH JOKYMEHTOB (CBEICHNUN), YKa3aHHBIX B IIYHKTE 12 yacTu 2 HaCTOSIEN
CTaTbH, YTIOJIHOMOYEHHBIH (eaepanbHblii OpraH HCIOJHUTEIBHON BIIACTH 3alpaliliBaeT yKa3aHHbIE
JIOKYMEHTBHI (CBE/IEHUS) B MOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMO/ICHCTBHSL.
3. B cpok, He nmpeBbIIaONNi IATH pabodyux JHEH co AHS MPUHATHS YKa3aHHOTO B ITyHKTE | yacTu
2 HacTosIIEel CTaTbM 3asBJICHUS M HEOOXOIUMBIX JOKYMEHTOB, YIIOJHOMOUYEHHBIN (herepabHblii opran
VICITOJTHUTEJIBHON BIIACTH:
1) npoBOANT MPOBEPKY MOJHOTHI U TIOCTOBEPHOCTU CBEAECHUM, COAEPIKAIINXCS B IIPEJICTABICHHbIX
3asBUTEJIEM JOKYMEHTaX;
2) IpUHUMAET PELIEHUE O IMPOBEICHUM DKCIIEPTH3bl JOKYMEHTOB AJIS NOJYyUYEHUS pa3pelIeHMs Ha
IIPOBEICHNE KIMHUYECKOTO NCCIEA0BAHMS JIEKAPCTBEHHOTO Mpenapara i MEIUIIMHCKOTO IPUMEHEHUS U
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STHUYECKON AKCIEPTU3BI W 00 0TKa3e B MPOBEICHUH YKa3aHHBIX SKCIIEPTH3;

3) yBemomusieT B 3JEKTPOHHON (GopMe WM Ha OyMaKHOM HOCHUTENE 3asSBUTENS O MPHHITOM
pelieHuu 1100 B ciyyae MPUHATHUS pelIeHUs 00 OTKa3e TakKe C yKazaHHEeM NMPUYMH TaKOTO 0TKa3a;

4) MOJAroTaBIMBACT M HANPABIISIET B HKCIEPTHOE YUPEKJECHHUE U COBET IO ATHUKE 3a/JaHUE Ha
IIPOBE/ICHUE COOTBETCTBYIOIIUX IKCIIEPTHU3.

4. B ciydae BBISBICHHS HEMOJHOTHI M (WJIM) HEIOCTOBEPHOCTH HH(OPMAIIMH, COJEpKaIICHCs B
MPEJICTABICHHBIX 3asBHUTEJEM JOKYMEHTaX, YIOJHOMOYEHHBIH (QenepalibHblil OpraH HCHOJHUTEIbHOM
BJIACTH HAIPABIISIET 3asABUTENIO 3anpoc 00 YTOYHCHHH YKa3aHHOW WH(popManuu. J[aHHBIA 3a1poC MOXKET
OBITh Iepe/iaH YIOJTHOMOYEHHOMY MPEACTABUTENIO 3asBUTEIS JINYHO MO PAaCIUCKY, HapaBJeH Mo MoYTe
3aKa3HBIM MTUCHMOM WJIH TIEpEJaH B AJICKTPOHHOU (opMe M0 TEICKOMMYHUKAIIMOHHBIM KaHaJIaM CBs3u. B
ClIy4yae HAaIlpaBJIEHUs JAHHOTO 3ampoca MO MOYTE 3aKa3HbIM NHUCbMOM OH CUMTAETCS MOJYYEHHBIM IO
MCTEYCHUU IIECTH JAHEH C JaThl HAMPABJICHUS 3aKa3HOTO MUChbMA. 3asBUTEb 00s13aH MPEJICTaBUTh OTBET
Ha 3aMpoc YIOJIHOMOYEHHOTrO (eIepalIbHOr0 OpraHa UCIOIHUTEILHOM BIACTU B CPOK, HE MPEBBIIAIOIIHIA
JeBsSHOCTa pabouux AHEW co JHS ero nonydeHus. Cpok, yKa3aHHBIH B 4acTh 3 HACTOSILIEH CTaTbH,
MPUOCTAHABJIMBAETCS CO JIHS HAMPABJICHH 3asBUTEIIO 3aIpoca yIMOJIHOMOYEHHOTO (heiepaabHOro opraHa
WCIIOJTHUTEIIbHONW BJIACTH 1O JIHA TOJYYEHUS UM COOTBETCTBYIOIIEIO OTBETa U HE YUYHUTHIBACTCS MPH
UCUMCIICHUN CpOKAa TPUHATHS YIOJIHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOJIHUTEIBHOW BIACTH
peuieHuss O TMPOBEIACHUU DKCIEPTU3bl JOKYMEHTOB JUIS TOJIYYEHHUs pa3pelieHHs Ha MPOBEICHUE
KJINHUYECKOr'0 UCCIIEA0BaHUs JIEKapCTBEHHOIO Ipenapara Jijisi MEAUIUHCKOrO IPUMEHEHHS.

5. OcHOBaHUEM [IJIs1 OTKa3a B MPOBEACHUU IKCIIEPTU3BI JOKYMEHTOB JIJISl TIOJYYCHHS Pa3pelIeHUs
Ha [pPOBEACHUE KIMHUYECKOIO HCCIEAOBaHUsl JIEKAPCTBEHHOrO Mpernapara Juisi MEAULHUHCKOTO
MPUMEHEHHUS U 3TUUECKON SKCTIEPTU3HI SIBISETCS MIPEACTABICHUE TOKYMEHTOB, NMPEAYyCMOTPEHHBIX YaCThIO
2 HACTOSIIEeH CTaTbU, B HEMOJHOM O0bEeMe, HEeTIPEACTaBICHUE 3asBUTEIIEM B YCTaHOBJICHHBIN CPOK OTBETa
HAa YKa3aHHBIH B dYacTu 4 HACTOSIICW CTAaThbH 3alpoc YIOJHOMOYCHHOTrO (eAepabHOrO OpraHa
UCIIOTHUTENIbHOM BIAcTH JIMOO OTCYTCTBHE B IMPEACTABICHHBIX JOKYMEHTaX MCUEPIBIBAIOIIETO MEpeyHs
HeoOxoauMo uHGOpMaMK WM WHPOpPMAlMU, KOTOpas JOHKHA OBITh OTpak€Ha B HHX, a TaKkKe
OTCYTCTBHE MH(POpPMAIUH, TOATBEPKIAAIONICH (PaKT ymiaThl TOCYAapCTBEHHON MOIUIMHBI 33 MTPOBEICHHE
STUYECKON OKCIEPTU3bI, IKCIEPTU3Bl JOKYMEHTOB Ha JICKAPCTBEHHBINM TMpenapar s MOTy4YeHUs
pa3penieHuss Ha TPOBEJICHHE KIMHUYECKOTO HCCIENOBaHUs JIEKapCTBEHHOIrO Ipemapara IS
MEIUIIMHCKOTO TPUMEHEHHS, 3a BbIJaUy pa3pelieHus] Ha TMPOBEICHHE KIMHUYECKOTO HCCIICOBAHUS
JIEKApCTBEHHOIO MpernapaTa sl MEAUIIMHCKOTO IPUMEHEHHS], 32 TPOBEACHUE IKCIEPTU3bl TOKYMEHTOB Ha
JIEKapCTBEHHBIM  TIpemapar Juisl TOJYyYeHUs] pas3pelieHuss Ha TPOBEICHHE  MEXKIYyHApOIHOTO
MHOTOLIEHTPOBOTO KJIMHUYECKOTO HCCIENOBaHUsl JIEKAPCTBEHHOrO Mpernapara Uisl MEAUIIUMHCKOIrO
MPUMEHEHHS, 32 BbIIauy pa3pelieHus] Ha TPOBEICHUE MEXKTYHAPOIHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOrO Ipenapara JAjisi MEIUIHUHCKOrO MPUMEHEHHUs, 32 TPOBEICHUE ITHUYECKOU
SKCTEPTU3BI, IKCIEPTU3Bl JOKYMEHTOB Ha JICKAPCTBEHHBIM MperapaT i TMOJy4YeHHUs pa3pelieHus Ha
MIPOBEICHUE MOCTPErUCTPALIMOHHOIO KIMHMYECKOTO MCCIIEIOBAaHUS JIEKapCTBEHHOTO mpenapara Jist
MEIUIIMHCKOTO TIPUMEHEHUS, 3a BbIauy pa3pelieHuss Ha MPOBEJACHUE IOCTPETUCTPAIMOHHOTO
KJIMHUYECKOT'0 UCCIIEOBAaHUS JIEKapCTBEHHOIO Mpenapara Jijisi MEAUIUHCKOTO PUMEHEHHSL.

6. IlpoBenmenue OSKCHEPTH3bl JTOKYMEHTOB JUISI TIOJYYCHHS pa3pelieHds Ha MPOBEICHHE
KJIMHUYECKOT'0 MCCIIEOBAHUs JIEKAPCTBEHHOIO Mpernapara s MEIUUHUHCKOTO MIPUMEHEHUSI U ATHYECKOU
AKCTIEPTU3BI, COCTABICHUE KOMUCCUEN IKCIIEPTOB M COBETOM IO ITHUKE 3aKJIFOUCHUNH O BO3MOKHOCTU WJTH
HEBO3MOKHOCTH TMPOBEACHUS TAKOTO KIMHMYECKOTO MCCIEJOBAaHUS M HANpaBiICHUE STUX 3aKIOYEHUH B
YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENBHON BIIACTH OCYLIECTBIAIOTCS B CPOK, HE
NPEBBIIAIOIINNA TPUANATH padOYuX JHEH CO JHS TMOJYYECHHs DSKCIEPTHBIM YUYPEKIACHHEM 3aJTaHUs
YIOJITHOMOYEHHOTO (helepaIbHOTO OpraHa HCIIOJHUTEIPHOW BIIACTH C TPWIOKEHUEM JIOKYMEHTOB,
yKa3aHHbIX B nyHktax 3, 4, 10 m 11 uactm 2 Hacrosimiedl cTaTbh, U COBETOM IO 3THUKE 3aJaHUs
YIOJIHOMOYEHHOTO (helepaIbHOTO OpraHa HCIIOJHUTEIBHON BIACTH C NPWIOKEHUEM JIOKYMEHTOB,
YKa3aHHBIX B IMyHKTax 3 - 6, 8 u 9 yactu 2 HACTOAIIEH CTaThU.

7. B cpok, He TIPEBBIMIAOIINN MATH pabOYUX THEH CO AHS MOJYyUYCHHUS 3aKIIOYEHUH, YKa3aHHBIX B
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gacTh 6 HACTOSIIICH CTaThH, YIIOJTHOMOYCHHBINH (peiepaibHbIi OpTaH UCTIOTHUTEIHPHOM BIIACTH

1) OCYHICCTBCT OLCHKY ITOCTYIIMBIIUX 3aKIIFOYCHUH 41 ompeAciiCHUsA HUX COOTBCTCTBHUA
3aJJaHUSM Ha MPOBEICHUE COOTBETCTBYIOIIUX SKCIIEPTH3;

2) MpUHMMAET pPEIICHHE O BbIJaue pa3pelieHUsi Ha MPOBEACHHE KIMHUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOI'0 Mpemnapara Juisi MEAMIIMHCKOTO MpPUMEHEHUs Ui 00 OTKa3e B BbIJA4Ye YKa3aHHOTO
paspelieHus;

3) BBIOACT pa3pellieHue Ha MPOBEICHHE KIMHUYECKOr0 UCCIIEIOBaHMS JIEKAaPCTBEHHOIO Mpernapara
AJI1 MCAUTTUHCKOI'O IPUMCEHCHUS WJIW PCUICHHUC 06 OTKa3¢C B BbIAAYC YKA3aHHOI'O Pa3spCllICHUA C YKa3aHUEM
IPUYUH OTKas3a.

8. OcHOBaHMEM JJI OTKa3a B BbIJA4ye PAa3pelICHHs] HA MPOBEACHUE KIMHUYECKOTO HUCCIEIOBaHUS
JIKapCTBEHHOT'O IpernapaTa JJisi MEJUIIMHCKOTO MPUMEHEHUS ABIISETCS HAIMYUE 3aKJIIOUEHUS KOMHUCCUU
HKCIIEPTOB WJIM 3aKIIOYEHUSI COBETAa [0 ATHUKE O HEBO3MOXXHOCTU MPOBEACHUS KIMHUYECKOIrO
UCCIIEIOBAHMS JICKAPCTBEHHOI'O TMpemapara Uil MEIUIMHCKOrO MPHUMEHEHHUS 10 pe3yJbTaTam
MPOBEJICHHBIX IKCIIEPTU3, MPEYCMOTPEHHBIX YaCThIO 6 HACTOSIEN CTAThHU.

9. Pemenue 06 oTka3e B MPOBEACHUH AKCIEPTU3BI JOKYMEHTOB JJISl MONYYSHHs pa3pelieHus Ha
MIPOBEICHUE KIMHUYECKOTO UCCIIE0BaHUS JIEKAPCTBEHHOTO MperapaTa AJisi MEIUIIMHCKOTO MPUMEHEHUS U
STUYECKOM OJKCHEPTHU3bl M B BbIIaU€ pa3pelieHus Ha TNPOBEACHHE KIMHUYECKOTO HCCIICIOBAHUS
JICKAPCTBCHHOT'O Mpfcrapara il MCIUIMHCKOIO HNPHUMCHCHUSA MOXKCT 6I)ITI) O6)KaHOBaHO B TIIOpsAJKE,
YCTaHOBJICHHOM 3aKOHO/aTeIbcTBOM Poccuiickoii @eneparuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 39 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 nacmoswuii PedepanvbHulli 3aKOH OONOJIHEH
cmamuveu 39.1, scmynaroweu 6 cuny ¢ 1 uroasn 20135 e.

Cratbs 39.1. OTnyeckas skcnepTusa

1. DTryeckas dKCIepTU3a MPOBOIUTCS COBETOM I10 STHUKE, CO3JAaHHBIM B MOPSAKE, YCTAHOBICHHOM
YHIOJTHOMOYEHHBIM (peiepallbHbIM OpPTaHOM HCIIOJMHUTEIBHONW BIACTH, B IENSIX BbIIAYM 3aKIIOYCHHS 00
STUYECKOH OOOCHOBAHHOCTH BO3MOXXHOCTU TPOBEJICHUS KIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
npenapara Jjisi MEAUIUHCKOTO IPUMEHEHHS.

2. DKcmepramMu COBETa MO JTHUKE MOTYT OBITh MPEACTABUTENN MEIUIIMHCKUX OpraHu3alui,
HAYYHBIX OpraHu3aluii, 00pa30BaTENbHBIX OPraHU3AIMi BHICIIEr0 00pa30BaHusl, a TAKXKe MPEACTABUTEIU
OOIIIECTBEHHBIX OpPraHU3allMi, PEIUTHO3HBIX OPTaHHW3allMid W CPEeACTB MaccoBoi MH(popManuu. [laHHBIC
9KCIIEPTHl HE JIOJDKHBI HAXOJUTHCS B KAKOH-IMOO 3aBHUCHMOCTH OT pPa3paOOTUYMKOB JIEKapCTBEHHBIX
MPENApaToB U IPYTUX JIUII, 3aMHTEPECOBAHHBIX B PE3YJIbTATAX ATHYECKON IKCIIEPTU3BI.

3. Omnara yciyr 3KCIEPTOB COBETa IO 3THUKE OCYLIECTBJISETCS Ha OCHOBAaHMU JOTOBOpA,
3aKTIOUYEHHOTO MEXIY YMOJHOMOUYEHHBIM (eepalbHBIM OpPraHOM HCIIOTHUTEIHHOM BIIACTH, KOTOPHIM
CO3MaH COBET IO JTHUKE, M OKCIEPTOM COBETa MO OJTHKE, 3a CYEeT OMKETHBIX AaCCUTHOBAaHUH,
MIPETYCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (peiepaTbHOMY OpPTaHy UCIIOJIHUTEIbHON BIACTH, KOTOPHIM CO3/IaH
COBET IO JTHKE, B eiepalbHOM OI0JKETe Ha COOTBETCTBYIOIINI TOJ] HAa 00ECTIeYeHHe ero IeATEIbHOCTH,
B pazmepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit dexneparumu.

4. DKcrepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHU C 3aKOHO/IATEILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa M0 ITHKE, OJI0KEHHUE 00 3TOM COBETE, MOPSIAOK €ro ASSITeIbHOCTH, TPEOOBaHUs
K KBaTU(UKAIMK W OMBITY PaOOTHI MO HKCIEPTHON OIEHKE HAyYHBIX, MEIUIMHCKUX M JTHUYECKHUX
ACMEKTOB KJIMHUYECKUX MCCIEJOBAaHUM JIEKAPCTBEHHBIX IMPENapaToB I MEIULMUHCKOTO MPUMEHEHHUS,
MPEABSABISIEMBIE K DJKCIEPTaM COBETA IO 3THKE, IOPSAJ0K OPraHU3alMu W MPOBEICHHS 3THUYECKON
IKCIIEePTH3bl, (hopMa 3aKITIOYEHHS COBETa IO ATUKE YCTAHABIMBAIOTCS YMOIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCHOJHHUTENbHON BiacTu. YWCIO mpencTaBuUTeNed MEIUIIMHCKUX OpraHu3aluid HE MOXET
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IPEBBIIATH [TOJIOBUHY OT OOLIET0 YKCiia KCIEPTOB COBETA MO ITHKE.

6. Mudopmarust o cocraBe coBeTa IO 3ITHUKE, IUIAHAX €ro paboThl M TEKyIlEeH NesaTelbHOCTH
pasmenaercs Ha OpULIHAIBHOM CaiiTe YIIOJHOMOUYEHHOTO (e1epabHOIO OpraHa UCIIOIHUTENIbHON BIacTH
B ceT "MHTEpHET" B yCTAaHOBIEHHOM UM I1OPsI/IKE.

TAPAHT:

CMm. xommeHTapuu Kk ctatbe 39.1 Hacrosero @eaepanbHOro 3aKOHa

Crarps  40. HpOBe,I[eHI/Ie KIIMHAYCCKOIr'0 HCCICAOBAaHUA JICKAPCTBCHHOI'O IIpf€Iiapara ajid
MCIUIIUHCKOI'0 MPUMCHCHUA

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 oekabps 2014 2. N 429-D3 ¢ uwacmv I cmamovu 40 nacmoswezo
DedepanbHo20 3aKOHA 6Hecenbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoaa 2015 a.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

1. PykoBoauTenb MEIMIMHCKOW OpraHW3alid, KOTOpas MPOBOIUT KIMHUYECKOE HCCIICIOBAHHE
JICKapCTBEHHOTO TIperapaTa Jijisi MEAUIIMHCKOTO IPUMEHEHH S, Ha3HAYaeT UCCIICIOBATENs, OTBETCTBEHHOTO
3a TPOBEJCHUE TaKOTO HMCCIICIOBAHUS W HMMEIONICTO JICYCOHYIO CIEIUATBHOCTh, COOTBETCTBYIOIIYIO
IPOBOJUMOMY KIMHHYECKOMY HCCIICJIOBAHHUIO JICKAPCTBEHHOTO IIperapara, cO CTakeM paboThl TI0
porpaMMaM KIIMHUYECKUX MCCIICIOBAHUN JIEKAPCTBEHHBIX IPENapaToB HE MEHEE YeM TPH rojia U IO ero
IPEUIOKEHUIO Ha3HAYaeT COMCCIIEIOBATENCH U3 Yrcia Bpadel 3TOM MEAUIIMHCKOW OpraHu3aIiH.

2. HccnenoBaTenb OCYMIECTBISET BBHIOOP MAIMEHTOB, KOTOPBIE IO MEIUIIMHCKUM MOKAa3aHHUSIM
MOTYT OBITh NMPHUBJICYEHBI K YYACTHUIO B KIMHUYCCKOM HCCJICIOBAHUHU JICKAPCTBEHHOTO Ipernapara Jyis
MEIUIIUHCKOTO TPUMEHCHUSI.

3. HccnemoBarenb W COMCCIEAOBATENM JIOJUKHBI OBITh O3HAKOMIIGHBI C  pe3yJibTaTaMu
JOKIIMHUYECKOTO UCCIICAOBAHUS JIEKAPCTBEHHOT'O CPEJCTBA, COJCPKALITMMHUCS B OPOIIOPE HCCIICIOBATEINS,
IPOEKTOM TIPOTOKOJIa KIMHHUYECKOTO HWCCIICAOBAaHUS JIEKAPCTBEHHOTO Tpernapara il MEIUIIHHCKOTO
MPUMEHEHHUs, pa3pabOTaHHBIM Pa3pabOTUYMKOM JIEKAPCTBEHHOTO IMpermapaTa WM WHBIM IOPHUIAWYECKUM
JUIIOM, TPUBJICKACMBIM K OpTaHHM3AIMK TIPOBEJACHUS KIMHHYECKOTO WCCIICOBAHMS JICKAPCTBEHHOTO
mpemnaparta Jisi METUIIUHCKOTO MPUMEHEHUs, U IPYTUMH MaTepHragaMi TaKoro UCCIeI0BaHUS.

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim 3axkonom om 29 nosaops 2010 2. N 313-D3 cmamesa 40 nacmosweco DedepanvHoco
3akoHa dononnena yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 aneaps 2011 e.
3.1. PykoBoauTens MEIUIIMHCKOW OpraHU3allii B CPOK, HE MPEBHIMIAIOIINN TpeX pabounx JHEH co
JTHS Hadaja MPOBEJCHUS KIMHUYECKOTO WCCIICOBAHMS JICKAPCTBCHHOTO Tperapara JUisi METUITTHCKOTO
MPUMEHEHHUs, coolmiaeT o0 3TOM B YIOJHOMOYEHHBIH (eaepanbHbIi OpraH HCIONTHUTEIHHOW BIIACTH,
BBIJIABIIUH pa3pernicHre Ha POBEACHUE TAKOTO UCCIICAOBAHHUS, TI0 YCTAHOBICHHON UM (opMe.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axonom om 11 oxkmsaopsa 2010e. N 271-P3 6 uacme 4 cmamovu 40 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
4. OpraHn3anuy, OCYUIECTBIISIIOIIME OPraHU3ALMIO ITPOBEACHMS KIMHUYECKOTO HCCIIEIOBAHMS
JIEKapCTBEHHOI'0 Ipemnapara Uil MEIWLHMHCKOTO INPUMEHEHMs] U yKa3aHHbIE B 4YacTu 3 craThbu 38
Hactosuiero denepanbHOr0 3aKOHA, B Cilydyae HEOOXOJUMOCTH BHECEHHS] W3MEHEHHH B IPOTOKOJ
KJIMHUYECKOT'O MCCIIE0BAHMSI JIEKAPCTBEHHOIO Mpernapara sl MeIUIIMHCKOr0 IPUMEHEHHs COO0IatoT 00
9TOM B YIIOJIHOMOYEHHBIH (efepanbHbIi OpraH HMCIOJHUTEIbHON BIIACTH, BBIAABIIMNA pa3pelieHHe Ha
IPOBE/IEHUE TAKOTO UCCIIEI0BAHUS, 110 YCTAHOBJIEHHON UM (hopMme.

Wudopmanust 00 n3MEHEHHSAX:

Deoepanvnvim 3akonom om 11 oxmaopsa 2010 2. N 271-@3 cmamovs 40 nacmoswezo DedepanbHozo
3aKoHa donoaxena yacmoio 4.1
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4.1. ®opma coOOIICHUSI O BHECCHHMH HW3MEHEHHUH B TPOTOKOJ KIMHUYECKOTO HCCICAOBAHUS
JIEKapCTBEHHOIO Mpernapara sl MeIUIUHCKOT0 MPUMEHEHUS JOHKHA COJIEPKATh CIETYIOIINE CBEACHUS:

1) HauMeHOBaHME, UICHTU(PUKAIIMOHHBIN HOMEP U J1aTa MPOTOKOJIa KIMHUYECKOTO UCCIIEAOBAHUS;

2) naTa BHECEHUSI UK3MEHEHUM B MPOTOKOJI KIIMHUYECKOTO UCCIIEA0BaHUS;

3) HaMMEHOBAaHHE U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HauMEHOBAHHME OpPTaHW3AIUH, MPHUBJICUYCHHOW Pa3pabOTYMKOM JIEKAPCTBEHHOI'O Mperapara K
OpraHU3aIMy MPOBEICHUS KIMHHYECKOTO MCCIIeIOBAaHUS (ITPH HAIMYWN );

5) HaAMMCHOBAHHUA M MCCTAa HAXOXIACHHUA MCAUIMNHCKHUX OpI‘ aHH3aHHﬁ, B KOTOprX HpOBOI[I/ITCSI
KJIMHHYECKOE UCCIIECIOBAHHUE;

6) aaTra BbIIa4dn pa3pemeHH51 Ha HpOBelleHI/Ie KIIMHUYCCKOI'0O HCCIICOOBAHUA H HOMep 3TOT0
paspenicHus;

7) ©3MEHEHUs, BHOCUMBIE B IIPOTOKOJ KIMHHUYECKOTO HCCIIEIOBAHUS.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrovim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 5 cmamvu 40 nHacmosweco
DedepanbHoco 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

5. B cpok, He MpeBBIIAONINN TPUAIATH pabounx JAHEH cO AHS MOJTYYECHHUS YKa3aHHOTO B YacTh 4
HACTOAIIEH CTaThU COOOIICHUS, YIOJHOMOYEHHBIH (QefepalbHblii OpraH HWCIOIHUTEIBHON BIACTH
paccMaTpuBaeT 3TO COOOIIEHHWE B YCTAaHOBJIEHHOM UM IIOps/IKE U NMPUHUMAET PEIIEHUE O BHECEHUU
M3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO MCCIIEI0BAHUS JIEKAPCTBEHHOI'O IperapaTta sl MEIULMHCKOTO
npUMEHeHHs Wi 00 OTKa3e BO BHECEHMM Takux u3MeHeHuid. [Ipm paccMmoTpeHun cooOmeHus o
HEOOXOJMMOCTH BHECEHHUSI H3MEHEHHUH B MPOTOKON KIMHMYECKOTO HCCIEIOBAaHUS JIEKapCTBEHHOTO
npernapara sl METUIIMHCKOTO IPUMEHEHHS B LIEJIAX OLIEHKM 000CHOBAHHOCTH MPE/IaraeéMbIX H3MEHEHUH
U OIPE/ICNICHUs] CTENIEHU PUCKA JJI NAaMEHTOB, IPUHUMAOIINX YYaCTHE B KIMHUYECKUX UCCIEIOBAHUSAX,
YIOJHOMOYEHHBIM (pe/iepallbHbIM OpPraHOM HCIOJIHUTENbHON BIACTH MOTYT IPHUBJIEKAThCS SKCIEPTHI
COBETA 110 DTHUKE.

6. KnuHuueckoe wuccienoBaHUE JIEKapCTBEHHOI'O IMpernapara A MEAMIMHCKOrO NpPUMEHEHUs
MOXET OBbITh NPUOCTAHOBJIEHO WM MpPEKpalleHo, €CIM B Mpolecce €ro IMpOoBEACHUs OOHapyKeHa
ONAaCHOCTb JUIsl ’KU3HH, 370POBbs NMALMEHTOB. B ciydae BOSHUKHOBEHUS ONACHOCTH JUIS KU3HH, 30POBbS
MAalMEHTa, YYaCTBYIOIIETO B KIMHUYECKOM MCCIIEI0BAHUH JIEKAPCTBEHHOIO IIpenapara JUisi MEAUIUHCKOTIO
IPUMEHEHHUs, HUCCIeoBaTeau o0sA3aHbl NPOUH(POPMUPOBATH 00 O3TOM PYKOBOJIUTENS MEIUIMHCKOM
OpraHu3alliil W OpraHU3alfio, MOJYYMBINYIO pa3pellieHHe YHMOJHOMOUYEHHOIo (QellepalbHOro opraHa
VCIIOJIHUTEJIBHON BJIACTH HA OPraHU3ALMIO NPOBEACHUS KIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOIO
npenapara. Pemenue o NpuOCTAHOBIIEHUH KIIMHUYECKOIO UCCIIENOBaHUs JICKAPCTBEHHOTO IIpenapara JJis
MEAMIIMHCKOTO TPUMEHEHUS MPUHUMAIOT pPYKOBOAMTEIb MEIUIMHCKOW OpraHu3zalud H  (WUJIn)
OpraHu3aiysi, IMOJyYMBIIAs pa3pelleHUue YHOJTHOMOUYEHHOIo (elepaabHOro OpraHa MCIOJHUTEIbHON
BJIACTM HA OpraHU3aLMIO IPOBEIACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOrO IIpenapara s
MEJULUHCKOIO IPUMEHEHHs, PEIICHHE O IMPEKpalleHUd TAaKOrO HCCIEAOBaHUS IMPUHUMACT
YIOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIBHON BJIACTM HAa OCHOBAHHWU COOOIIEHHUS B
NUCbMEHHOW (opMe pPYKOBOJIUTENS MEIUIIMHCKON OpraHu3ald WM OpraHu3alus, NOJy4YHBIIAs
paspelieHrne yHIOJHOMOYEHHOIo (enepaJbHOTO OpraHa HCIOJIHUTEIbHOM BIIACTH Ha OpraHU3aluio
IIPOBEICHUS KIMHUYECKOT O UCCIIEN0BAHMS JIEKAPCTBEHHOT'O IIpenapara Juisi MEAUIIMHCKOIO IPUMEHEHUS.

7. B cpok, HE MPEBBIMNAIINANA TATH pabOdMX JHEW CO JTHS 3aBEepIICHUs, MTPUOCTAHOBICHUS HIN
IPEKpaIlCHUsT  KIMHUYECKOIO HCCIEAOBAHUSA  JIEKAPCTBEHHOIO  IIpemapara il MEQUIUHCKOIO
NPUMEHEHHUs, COOOIIeHHe 00 3TOM HampaBlII€TCS OpPraHU3alMsSMU, YKa3aHHBIMH B 4YacTu 3 cTaTbi 38
Hacrosero denepaabHOro 3aKOHa, B YIOJIHOMOYEHHBIN (pe/iepabHbli OpraH HCIOJHUTENbHON BIacTH
0 YCTaHOBJIEHHOU UM (opMme.

8. ®opma cooOuieHHs O 3aBEpUICHHWH, MPUOCTAHOBICHUU WM MPEKpAIlEHUH KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO IPUMEHEHHUS IOJKHA COAECPKATh:
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1) undopmalrio 0 MEIULIUHCKON OpPraHU3alMK WM MEIUIUHCKAX OpPTraHU3alusiX, MPOBOIUBIINX
JTAHHOE MCCIIEIOBAHNUC;
2) onKcaHue JAHHOTO UCCIIEJOBAHMUS,

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 11 oxmsabps 20102. N 271-@3 6 nynkm 3 uacmu 8 cmamou 40
Hacmosue2o Pedepanvroco 3aKOHA GHECEHbl USMEHEHUS

Cm. mexcm nyHkma 6 npeovloyujeli pedakyuu

3) nanHble uccnenoBarens ((pamunus, UMs, OTYECTBO, MECTO pabOThI, 3aHMMaeMas JOJKHOCTb,
CHELHATBHOCTD, CTaX PadOTHI IO MPOrpaMMaM KIMHUYECKUX MCCIIEOBAHUH JIEKapCTBEHHBIX MPEMapaToB,
HepevyeHb KIMHUYECKUX MCCIEJOBAHUMN JIEKApCTBEHHBIX MPENapaToB, B KOTOPBIX OH NMPUHMMAJ y4yacTue
(mmepuoAbl y4acTHsl) B KA4eCTBE MCCIE0BATENS UM COUCCIIE0BATENs);

4) pe3yabTaT JAHHOTO UCCIIE0BAaHUS (3aBepIIEHUE, IPHOCTAHOBICHUE WU NPEKPALEHUE JaHHOTO
UCCIICIOBAaHMS C yKa3aHWEM HMX MPUYUH U BIUSHHUA Ha OLEHKY €ro pe3ybTaToB, OOIIYIO OIEHKY PHCKa U
OKU/IaeMOU  TOJIb3bl OT TPUMEHEHHUS HUCCIENyeMOro JIeKapCTBEHHOIO Iperapara, a Takke
npeJoiaraéMble JajabHee 1eUcTBUS).

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 13 wuwona 2015 2. N 241-D3 uacme 8.1 cmamvu 40 nacmoswezo
DedepanbHoe0 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

8.1. Ilpu BbIsABICHUU (efepaIbHBIM OPraHOM HCIIOJHUTEIBHOW BJIACTH, OCYIIECTBIISIIOIUM
(GYHKIMM TIO KOHTPOJIO W HAa30py B cdepe 3ApaBOOXpAHEHHUs, HAPYIICHWHA TNpaBWl HaAJeKalen
KJIMHUYECKON IPAKTUKHU IPU INPOBEACHUU KIMHUYECKOIO HCCIIECJOBAHMs JIEKApCTBEHHOIO IIpernapara,
BIMSIOUIMX Ha IOJHOTY M (MJM) JOCTOBEPHOCTH JIAHHOTO KJIMHUYECKOIO HCCIIEIOBaHUS, yKa3aHHBIN
(benepanbHbIl OpraH MCHOJHUTEIbHOM BJIACTH MPHUOCTAHABIMBAET MPOBEICHHE JAHHOTO KIMHUYECKOIO
WCCJIEOBAHNS M BBIHOCUT MEIMIMHCKOM OPraHM3alMy, B KOTOPOM INPOBOJMUTCS JAHHOE KIMHUYECKOE
UCClIeIoBaHMe, MpeanucaHue o0 yCTpaHEHUWH BBISABIEHHBIX HapyuieHuid. Ilpu  HeycTpaHeHHM
MEIUIMHCKOW OpraHM3alyell BBIABICHHBIX HApYLICHUH B YCTAHOBJICHHBIM B NIPEANHUCAHUHM CPOK
yKa3aHHBI (enepanbHbli OpraH HCHOJHUTENBHOM BJIACTH NPUHMMAET pEHIeHHe O MpeKpalieHun
IPOBEJCHHUS KJIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOrO IpernapaTa W HampaBisieT B (enepaibHbIi
OpraH HCHOJHMUTENBHOM BJIACTH, OCYUIECTBISIOIMN (YHKIMM 1O BbBIpaOOTKE M pean3aluu
rOCy/1apCTBEHHOW TOJUTHUKM W HOPMAaTHBHO-IIPABOBOMY DETYJMPOBAaHHIO B cdepe 3ApaBOOXPAHEHUS,
3aKJIIOYEHUE O BBIABICHUU IIPU MPOBEACHUU JAHHOIO KIMHUYECKOIO MCCIIEOBAaHUS HAPYIICHUN IIPaBUII
HaJJIeXalleld KIMHUYECKON MPAaKTUKK JUIsl IPUHATHS pelIeHus] 00 OTMEHE pa3pellieHuss Ha OpraHu3aluio
IIPOBEICHNS JAHHOIO KIMHUYECKOTO HUCCIIEIOBAHMS C JNAThl IPUHATUSA PELICHHUS O MPUOCTAHOBIICHUH
IIPOBEICHUS KIMHUYECKOTO UCCIIEI0BAHMNS JIEKAPCTBEHHOTO IIperapara.

9. VYnonHoMoueHHbI (enepanbHbIi OpraH HCIOJHUTENBHONM BJIACTH OINYOJMKOBBIBAET U
pasmerniaer Ha cBoeM oduuuanbHoM caiite B cetd "HHTepHer" cooOlneHune o 3aBepIleHUH,
IIPUOCTAHOBIICHUHA WM IPEKPANICHUN KIMHUYECKOTO MCCIIEOBAaHUS JIEKAPCTBEHHOIO Ipernapara s
MEIUIIMHCKOTO NMPUMEHEHHUSI B CPOK, HE MPEBBIMIAIONINHI MATH pabouux JHEH CO JHS €ro MoJyuyeHUs, B
YCTaHOBJIEHHOM MM MOPSIKE.

10. YnonHoMoueHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BIIACTH OCYIIECTBIISIET BEJCHHE
peecTpa uccienoBarenei, IpOBOJANINX WIN MPOBOJMUBIINX KIMHHYECKHE HCCIIETOBAHUS JIEKAPCTBEHHBIX
IIpPenapaToB JUIsi MEAWLUHCKOIO NPUMEHEHHS, B COOTBETCTBUU C YTBEPXKIECHHBIMU UM IpaBUIaMU U
pa3MelniaeT ero Ha cBoeM OQUIMaIbHOM caiiTe B ceTd "VHTepHET" B yCTAaHOBJIEHHOM UM TMOpSIJIKE.
YKazaHHBIN peecTp COAEPKUT HH(POPMAIUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTu 8 HACTOSILEH CTaThH.

I1. Otyer o0 pe3ynbpTaTax KIMHUYECKOTO WCCIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara s
MEAMIMHCKOTO MPUMEHEHUS COCTABISAETCS OpraHU3alMel, YKa3aHHOM B 4acTu 3 cTaTbyu 38 HACTOALIETO
®denepanbHOrO 3aKOHA, Ha OCHOBAaHUM 3aKIIFOYEHHM MEIMIMHCKUX OPraHHu3alui, MPOBOAUBLIMX 3TO
UCCIICIOBaHUE, U TPECTABISIETCS B YHNOJHOMOYCHHBIN (enepaabHblii OpraH MCHOJIHUTENBHOM BIIACTH,
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BBIIaBILIUI pa3pelleHre Ha MPOBEIEHUE 3TOr0 UCCIENOBAHMS, B CPOK, HE MPEBBIMIAIOIIUN TPEX MECSIIEB
CO JHS €ro 3aBeplICHHUs, NPUOCTAHOBJICHUS WJIM NPEKpalleHUs, B TMOPSAKE, YCTAaHOBICHHOM
YIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM UCIIOJIHUTEIBHON BIACTH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 6 uacmo 12 cmamwvu 40 nacmoswezo
DedepanbHo2o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
12. Hapymenue mnpaBusi HaaJIekKalled KIMHUYECKOW MpaKTUKH, (ambcudukamus pe3ynbTaToB
KJIMHUYECKOT0 HMCCJIEJOBAHUS JIEKAPCTBEHHOTO Ipemnapara Jyisi MEIUIMHCKOTO NMPUMEHEHHS BJIEKYT 3a
c000# OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOJATEIBCTBOM Poccuiickoit denepanuu.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 13 cmamwvu 40 nacmoswezo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
13. Tlpu mpoBeAeHUM KIMHUYECKOTO HCCIEIOBAaHUS JICKAPCTBEHHOIO TIpemapara s
MEAMIIMHCKOTO MPUMEHEHUs JOMycKaeTcsl 3a00p y MAalMeHTOB OMOJOrMYECKUX MaTepuanoB (0Opasiibl
OMOJIOTMYECKUX JKMJIKOCTEW, TKaHEH, CEKPEeTOB W TMPOAYKTOB >KH3HEICATEILHOCTH 4eJIOBEKa,
(GU3MONOrMYECKUX U TMATOJIOTMYECKUX BBIICNCHUN, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHM3MOB,
OmoTCHITHBIN MaTepual) s ux u3ydenus B Poccuiickoit denepanuu u (wim) 3a npeaenamu Poccuiickoit
®enepanuu.

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 2. N 429-D3 6 uacmo 14 cmamwvu 40 nacmoswezo
DedepanvbHoeo 3aKOHA 8HECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
14. Tlopsnox BBO3a B Poccuiickyro denepanuio u BeiBo3a 3a mpenensl Poccuiickoin deaepaunn
OMOJIOTMUECKUX  MAaTepuajoB, TOJYYEHHBIX TMPU  TPOBEACHUH  KIMHHUYECKOTO  HCCIIECIOBAHUS
JIEKapCTBEHHOI'0 TMpemnapara s MEIUIMHCKOrO MPUMEHEHHUs, ycTaHaBiuBaeTcsi IIpaBuTenbcTBOM
Poccuiickoit @enepanuu.
TAPAHT:

CMm. xommeHTapuu Kk ctatbe 40 HacTosero denepaibHOT0 3aKOHA

Cratbs 41. JloroBop 0 IMpOBEACHUM KIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOTO Ipernapara
JUTST MEAUITUHCKOTO TIPUMEHEHU S

1. KiuHnueckoe uccieaoBaHHe JIEKAPCTBEHHOrO IpernapaTta il MEIULHUHCKOTO MPUMEHEHHS
MPOBOJIUTCS B COOTBETCTBUM C JOTOBOPOM O MPOBEICHUM KIMHHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
npenapara Ajis MEIUIMHCKOTO TPUMEHEHHUs, 3aKJII0YaeMbIM MEXKJIy OpraHu3aluei, MNoJyduBIIEH
paspelieHrne yHIOJHOMOYEHHOTO (enepaqbHOro OpraHa MCIOJHUTEIbHOW BIIACTH Ha OpraHU3alUIio
MPOBEICHUS TAKOrO0 MCCIEIOBAaHUS, M MEIUIMHCKOW OpraHu3aluel, OCYIIECTBISIONIEH NIpOBEICHHE
TaKOI'0 UCCIIEJIOBAHMUS.

2. JloroBop O NPOBEAECHHHM KIWHUYECKOTO HCCIIENIOBAHMS JIEKAPCTBEHHOrO IIpenapara mAJis
MEUITMHCKOTO MPUMEHEHHS JI0JIKEH COJIePKaTh:

1) ycinoBus 1 CpOKU MPOBEACHUS JAHHOTO HCCIIEIOBAHUS;

2) ompeneneHue OOIIEH CTOMMOCTH MPOTPAMMBI JIAaHHOTO HWCCJICIOBAHMS C YKa3aHHUEM CYMMHEI,
MpeHa3Havyaromencs JUIsl BBIIUIAT UCCIEA0BATENAM, COUCCIIEI0BATEIISM;

3) ompenenenue GOpMBI IPEACTABICHUS PE3YIHTATOB JAHHOTO MCCIICIOBAHUS B YIIOJITHOMOYCHHBIN
benepanbHBIN OPraH UCTIOTHUTENBHOM BIIACTH.

TAPAHT:

CMm. komMeHTapuu K ctatbe 41 HacTosmero denepabHOTO 3aKOHA

22.11.20222 Cucrema TAPAHT 93/141


http://ivo.garant.ru/document/redirect/70826338/1334
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/412
http://ivo.garant.ru/document/redirect/71473446/1000
http://ivo.garant.ru/document/redirect/70826338/1335
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/413
http://ivo.garant.ru/document/redirect/70826338/1336
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/414
http://ivo.garant.ru/document/redirect/403705650/1000

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

Cratbs 42. OuHaHCOBOE 00eCIeueHUE KIIMHUYECKOTO UCCIIECIOBAHUS JIEKAPCTBEHHOTO Tperapara
JUTSL MEAUITUHCKOTO IPUMEHEHUS

®uHaHCOBOE O00CCIEeUeHUE KIMHUYECKOTO WCCICOBAaHUsl JICKAPCTBEHHOTO Mpemnapara s
METUITMHCKOTO MPUMEHEHHS OCYIICCTBIISICTCS 32 CUET:

1) cpencTB denepanibHOTO OOIKETA;

2) CpeACTB OpraHu3aluii, MOJYYHMBIIMX pa3peliecHue Ha OpPraHU3aIMI0 IMPOBEACHHUS IaHHOTO
MCCJIEIOBAHMS, B COOTBETCTBUH C YCIOBHUSIMU JJOTOBOPA O €TI0 MIPOBEICHUH;

3) MHBIX HE 3alpPEIICHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepalinu HICTOYHUKOB.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 4?2 HaACTOSIIETO (-Deﬂepa.]'ILHOFO 3dKOHa

Crarbsa 43. [IpaBa nmanueHTOB, y4acTBYIOUIMX B KIMHMYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOI'O
npenapara Juist MeAMLIUHCKOTO IPUMEHEHHUS
1. VYuactue mnauuMeHTOB B KIMHUYECKOM MCCJIEIOBAaHUU JIEKAPCTBEHHOrO IIpernapara Jyis
MEIUIUHCKOTO IPUMEHEHUS SBISIETCS 1OOPOBOJILHBIM.
TAPAHT:

OO0 opranuzanuy OTAEICHUM KIMHUYECKUX HCIBITAHUM JIEKAPCTBEHHBIX MpPENapaToB Ha 3I0POBBIX
no0OpoBoJibliax cM. ipuka3 Munszapasa PO ot 25 asrycra 1992 r. N 235

2. IlanmeHT WM €ro 3aKOHHBIM MPEACTaBUTENb JOJDKEH ObITh MH()OPMHUPOBAH B MHUCHMEHHOM
dopme:

1) o nexkapcTBEHHOM Mpernapare i MEAUIIMHCKOTO MPUMEHEHHsS] U CYIIHOCTU KIMHHYECKOTO
MCCJIEJOBAHMSI 3TOTO JIEKAPCTBEHHOTO ITpenapara;

2) o 6€30MacHOCTH JIEKApPCTBEHHOTO Mpenapara JUisi MEIUIIMHCKOTO IPUMEHEHHUS, €r0 0XKH1aeMO
3¢ ()EeKTUBHOCTHU U CTENIEHU pUCKa JUIs MTallUEHTa;

3) 00 yciioBHsX yyacTus NallME€HTa B KIMHUYECKOM HCCIIEIOBaHUHU JIEKApCTBEHHOTO Mpernapara s
MEIUITUTHCKOTO IPUMEHEHHS;

4) o uenu WAM LENSAX U TNPOJODKUTENIBHOCTU KIMHMYECKOTO MCCIEOBAHUS JIEKAapCTBEHHOTO
npernapara Uit MEUIUHCKOTO TPUMEHEHHS;

5) o pgeWcTBUAX MAlMEHTa B Cly4yae HENpeABUAECHHBIX 3()(EKTOB BIMSHHUS JIEKApCTBEHHOI'O
npernapara Uit MEUIIUHCKOTO TPUMEHEHHS Ha COCTOSTHHE €T0 3710POBBS;

6) 00 ycIoBHsIX 00513aTEIBHOIO CTPAaXOBaHMS KHU3HH, 3/J0POBbs NAIIUEHTA,

7) o rapaHTHSX KOHQUACHIMATBFHOCTH YYacTHs TMAIieHTa B KIMHHUYECKOM HCCIIEOBAHUHT
JIEKapCTBEHHOTO Mpernapara Jjsl MEJUIIMHCKOTO IPUMEHEHHUS.

3. JoOpoBosbHOE corjacue MalueHTa Ha y4acTue B KIMHUYECKOM MCCII€0BAHNUN JIEKAPCTBEHHOTO
npenapara Ui MEIUIUHCKOIO0 NPUMEHEHHUs TMOATBEP)KIACTCS €ro MOJMUChI0 WM MOJIHCHIO €ro
3aKOHHOTO TIPEACTAaBUTEINS Ha WH(OPMAIIMOHHOM JIUCTKE MAIeHTA.

4. TlammeHT MM €ro 3aKOHHBIA MpEICTaBUTEIb HMEET MpPaBO OTKa3aThCsi OT Yy4YacTHsS B
KJIMHAYECKOM HCCIICJIOBAaHUHU JICKAPCTBEHHOTO Iperapara JUisi MEeIUIIUHCKOTO NMPUMEHEHHUS Ha JF000i
CTaJUH NMPOBEJICHNUS TAKOTO UCCIICTOBAHMSL.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 oxkmaopa 2014 2. N 313-D@3 6 uacme 5 cmamovu 43 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAloujue 6 CUNY NO UCMeYeHUuu mpuoyamu OHell nocie
OHsA ohuyUanbLHO20 ONYOIUKO8AHUS HA38aHHO20 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
5. IlpoBenieHre KIMHUYECKOTO MCCIENOBAaHUS JIEKAPCTBEHHOrO IMpemnapara isi MEIUIUHCKOTO
MPUMEHEHHUS C y9aCTUEeM B Ka4eCTBE IMAIMEHTOB JIETEH JOIMYyCKAeTCsl TOJBKO C COTJIACHUS B MHCHMEHHOMN
dopMe uxX poauTeneil, ychlHOBUTENEH. [leTm MOryT paccMaTpuBaThCs B KA4eCTBE IMOTEHIIMAIBHBIX
MAIMEHTOB TaKOTO HCCIIEIOBaHMSs, TOJIBKO €CIIU €ro MPOBEAECHUE HEOOXOIUMO Ui YKPETIICHUS 3/10pOBbS
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neTed uiu npoUIaKTUKH WHOEKIIMOHHBIX 3a007€BaHUN B JETCKOM BO3pacTe JMOO €CIIM IIENIbI0 TaKOTO
MCCJICIOBAHMS SIBJISICTCSl TOJIYYEHHE JIAHHBIX O HAWIyYIIed TO3UPOBKE JIEKAPCTBEHHOIO Ipernapara is
JedYeHus AeTe. B 3TMX choydasx TakoMy HCCIEAOBAHHUIO JOJDKHO TNIPEAIIECTBOBATh KIMHHUYECKOE
MCCJIEIOBAHKE JICKAPCTBEHHOTO IMpernapara i MEAMIIMHCKOrO TNMPUMEHEHHsS Ha COBEPIICHHOJETHUX
rpakJiaHax, 3a UCKIIOUEHUEM CIIy4aeB, €CIIM UCCIISAYEeMbIN JIEKapCTBEHHBIN MperapaT JUIsl MeIUITMHCKOTO
MPUMEHEHHUS MPeAHa3HaYeH UCKIIOUUTENBLHO /JIs1 UCIIOJIb30BAaHUS HECOBEPIIICHHOJIETHUMHU I'paXk JaHaAMMU.

6. 3ampemaercs TPOBEACHHE KIMHWYECKOTO HCCIEAOBaHUS JICKAPCTBEHHOTO Tperapara s
MEIUIIMHCKOTO MPUMEHEHHS C YYaCTHEM B KaueCTBE MAIlMCHTOB:

1) neTei-CUpOT U ACTEH, OCTABIIUXCS O0€3 TOTICUYCHHS POAUTEIICH;

2) SKEHIIMH B TMEpUOJ, OEPEeMEHHOCTH, >XEHIIMH B TMEPHOJ TPYJAHOTO BCKapMIIUBaHUs, 34
WCKIIFOYCHHEM CJIy4aeB, €CJIM TPOBOJUTCS KIMHHYECKOE HCCIEOBAaHUE JICKAPCTBEHHOTO IIpernapara,
MpeIHA3HAYCHHOTO JIJIsl YKa3aHHBIX JKCHIIUH, MPU YCIOBUM HEOOXOJAMMOCTH TONydeHUs HH(opmamu
TOJIBKO BO BpEMsS TPOBEICHUS COOTBETCTBYIONIUX KIMHUYECKUX WCCICIOBAHUNA W TPUHATHS BCEX
HEOOXOJUMBIX MEp M0 HCKIIOYCHUIO PHUCKAa HAHECCHHS BpeAa JKEHIIMHE B IEpPHOJ OCpEeMEHHOCTH,
JKEHIIMHE B IEPUO IPYAHOTO BCKAPMIIMBAHMUS, IIJIOy UITU PEOCHKY;

3) BOGHHOCIYXalUX, 3a HMCKIIOYEHHEM CIy4yaeB MPOBEACHUSA KIMHUYECKOTO MCCIIEIOBAHUS
JICKapCTBEHHOI'0 Tperapara, ClIenuaIbHO pPa3pabOTaHHOTO [JIsi MPUMEHEHHs] B YCIOBUSX BOCHHBIX
NeMCTBUH, YPEe3BBIYAMHBIX CHUTYyallid, NPOQWIAKTUKA W JIeYeHUs 3a00JeBaHUNl ¥ TOPaKCHHIA,
MONyYEHHBIX B  pe3yibTare BO3JCHCTBHS  HEOJAroMpUSATHBIX  XUMHUYECKUX, OHMOJIOTHYECKHUX,
pamuanmoHHbIX (akTopoB. KiMHHMYECKOe HCClIeIOBaHUE TAaKOIro JICKAPCTBEHHOTO Mpernapara MOXKET
MPOBOJUTHCA C YUYACTHEM B KAUe€CTBE MAIIMEHTOB BOGHHOCTY KAIIHNX, 32 UCKIIOYCHHEM BOCHHOCIYKAIUX,
MPOXOJAIINX BOCHHYIO CIYXKOY IO MPU3BIBY, C COOMIOCHNEM TPEOOBAaHUM, YCTAHOBICHHBIX HACTOSIIIM
®denepanbHBIM 3aKOHOM B OTHOIIICHUH TPaKTaHCKUX JIHII,

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIIHBIX OPraHoOB;

5) nun, OoTOBIBAOIIMX HAKa3aHUE B MECTaX JIMIIECHUS CBOOOIBI, a TAKXKE JIMI], HAXOIAIUXCS IO
CTpa)eu B CIIEICTBEHHBIX U30JIATOPAX.

7. Jomyckaercs NpoBeJeHNEe KIMHUYECKOrO0 HCCIEAOBAHUS JIEKApCTBEHHOTO Mpernapara s
MEJUIIMHCKOTO MPUMEHEHHUsI, IPEIHA3HAUYEHHOTO JIJIs JICUCHUsI TICUXUYECKUX 3a00JICBaHUM, C y9aCTHEM B
KauyeCcTBE MAalMEeHTOB JIUI] C ICHXHUUYECKUMHU 3a00JICBAaHUSMU, IPU3HAHHBIX HEIEeCIOCOOHBIMU B MOPSAKE,
YCTAHOBJIICHHOM  3akoHojatenbcTBoM  Poccmiickoir ~ ®Depeparuu.  KinmHuyeckoe — wcciegoBaHUe
JIEKapCTBEHHOT'O TMpernapara B 5TOM CIy4yae MPOBOJUTCS MPU HATUYMU COTJIACHs B MHCHbMEHHON (opme
3aKOHHBIX MIPEACTABUTENCH YKa3aHHBIX JIUII.

TAPAHT:

CMm. koMMeHTapuH K ctaTthe 43 HacTosero denepanbHOro 3aK0Ha

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-@3 cmames 44 nacmosweco DedepanvbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuiy ¢ 1 aneaps 2011 .

Cm. mexkcm cmamuu 8 npeodvioyujel peoaxKyuu
Cratbn 44. OOs3aTenbHOE CTpPaXxOBaHHWE KU3HH, 3/I0POBbS IMAIIMEHTA, YYaCTBYIOIIETO B
KJIMHUYECKOM  MCCJIEOBAHUM  JIEKAPCTBEHHOrO  Ipemapara s  MEIUIMHCKOTO
MIPUMCHCHUS
1. Opranuzanus, OOMYYMBINAS pa3pellleHHe Ha OpPraHMU3alli0 IPOBEACHUS KIMHHUYECKOTO
UCCIICIOBAaHMS JICKAPCTBEHHOTO TIpernapaTta JUisi MEAWIIMHCKOTO TIPHUMEHEHHs, 00s3aHa B KadyecTBE
CTpaxoBaTessl CTpaxoBaTh pPHUCK IPUYUHEHHS Bpeda >KU3HHU, 3/J0pOBbI0 TMallMEeHTa B pe3yjbTare
NPOBEICHUS KIMHUYECKOTO MCCIIEOBAHMS JIEKAPCTBEHHOTO Tperapara il MEAUIIMHCKOTO TPUMEHEHUS
3a CBOM CHUET IyTeM 3aKJIIOYEHHUs JOrOBOpa 00s3aTeIbHOIO CTPaXOBaHHUS.
2. OObBeKTOM 0053aTEeIbHOTO CTPAXOBAHMs SBISETCS HMMYLIECTBEHHBIH HMHTEpPEC IMalueHTa,
CBSI3aHHBI C MPUYMHEHHUEM Bpella €ro JKU3HU WM 3/I0pPOBBIO B PE3yJIbTaTe MPOBEICHHS KIMHUYECKOTO
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UCCIIEI0BaHMs JIEKapCTBEHHOTO Npenaparta JJisi MEIULMHCKOTO IPUMEHEHUS.

3. CTpaxoBBIM CITy4aeM I10 I0TOBOPY 005S3aTEILHOTO CTPAXOBAHMS SBIISETCS CMEPTh MALMEHTA WIN
yXyJLIEHUE €ro 3/10pOBbs, B TOM YHCIIE BIEKYIIEe 3a COOON yCTaHOBJIEHUE MHBAIUIHOCTH, PH HAJIUYUU
NPUYHHHO-CICCTBEHHON CBSI3M MEXKIy HACTYIUICHHEM JTOr0 COOBITHMS M Yy4YacTHEM MalMeHTa B
KJIMHUYECKOM HMCCIIeI0BAaHUHU JIEKAPCTBEHHOTO IIpernapara.

4. TpeOoBaHMS O BO3MEUICHWU Bpela, NPUYMHEHHOTO JKM3HM WJIM 370POBbIO TMAIMEHTA,
OPEIbABISAIOTCS B TEUEHHME  CPOKOB  HCKOBOM  JIaBHOCTH,  YCTAQHOBJEHHBIX  I'PaKIaHCKUM
3aKOHOJaTEIHCTBOM.

5. Pa3zmep cTpaxoBoii BBIIIIATHI [10 JOTOBOPY 00S3aTE€IBHOIO CTPAXOBAHUS COCTABIISACT:

1) B ciiyuae cMepTH MaiyeHTa JABa MIJUTMOHA pyOJeil Ha KaXIoro ManueHTa, y4acTBOBABILETO B
KJIMHUYECKOM HCCIIEI0BAaHUH JIEKAPCTBEHHOIO IIpenapaTa;

2) npu yXyZALIEHUHU 30POBbs MallUEHTA:

a) MOBJIEKIIEM 3a cO0O0M yCTaHOBJIEHUE MHBAJIMIHOCTH | IpyMIibl, OMH MUJUIMOH IATHCOT THICSY
pyOseli Ha KaXIOro MalMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCICIOBAHUN JIEKAPCTBEHHOTO
npenapara;

0) moBiekieM 3a co0O0il ycTaHOBJICHHE MHBAIMAHOCTU Il rpynmbl, ofuH MWUIMOH pyOJsield Ha
KaXJI0T0 MalMeHTa, y4aCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUH JIEKApCTBEHHOT'O Npenapara;

B) IOBJIEKILIEM 3a cO00W ycTaHoBieHHMEe MHBanuaHOCTU III rpymmbl, nsaTbcoT ThicAY pyOsiel Ha
Ka)XX/I0T0 MalMeHTa, y4aCTBOBABILIETO B KIMHUYECKOM HCCIIEI0BAaHUH JIEKApCTBEHHOT'O Mpenapara;

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou
44 nacmosweco PedepanbHo2o 3aKOHA U3N0JCEH 8 HOBOU pedarkyuu, ecmynarower ¢ cuny ¢ I urona
2015 2.

Cm. mexkcm noonywkma 8 npedvloyujeli peoaxkyuu
') HE MOBJIEKIIIEM 3a CO00I yCTaHOBJICHHS] MHBAJIMHOCTH, HE O0Jiee ueM TpUCTa ThIcAY pyOsiel Ha
KQKJIOTO MAlMEeHTa, YYaCTBOBABILIETO B KIMHUYECKOM HCCIEAOBAaHUU JIEKAPCTBEHHOIO MpenapaTa, UCX0as
W3 HOPMAaTHUBOB, OTPAXAIOIIUX XapaKTep M CTENEeHb MOBPEXKIEHHUS 3/I0pPOBbS, a Takxke (PakTUyecKu
MMOHECEHHBIX MallMEHTOM PacXOJ0B, BbI3BAHHBIX MOBPEXKIACHUEM 30POBbs,, HA MEAMIIMHCKYIO MOMOIIb,
npruoOpeTeHNE JIEKaPCTBEHHBIX MPENapaToB.
6. Yrpatuna cuny ¢ 1 urons 2015 r.

Wndopmarus 06 n3MEHEHHSX :

Cm. mexcm yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTEILHOTO CTPaxOBaHUSI HE MOXKET OBITh MEHEee, YeM CPOK MPOBEICHUS
KJIMHUYECKOT'0 UCCIIEOBAaHUs JIEKAPCTBEHHOIO Mpenapara.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 8§ cmamvu 44 nacmosweco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHUs, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npedvloyweti pedaKyuu

8. YcnoBus noroBopa o0s3aT€IBbHOTO CTpPaxOBaHHUS, B TOM YHCJIE CTpaxoBble Tapudsl IO
00513aTeIbBHOMY CTPaxOBaHHIO, NEpeuYeHb HEOOXOIUMBIX JTOKYMEHTOB Il OCYILECTBIIEHHUS CTPaxoBOMH
BBIIJIATHI, MOPSAJIOK YCTAHOBJEHMSI CTpaxoBaTeJeM WHIUBUAYaIbHOTO WIECHTU(PUKALMOHHOTO KOJa
MaIUeHTa, MopsI0K WHHOPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIUKA O MPUBICYCHHBIX K KIMHUYECKOMY
HCCJIEIOBAaHHUIO JIEKAPCTBEHHOrO0 TMpernapara Juisi MEIUIUHCKOIO NpPUMEHEHHUs MalueHTaX, HOpSA0K
yIUIaThl CTPAaXxOBOW MPEMUH, MOPSIOK peaTu3alii ONPEACICHHBIX HAacTOAMM DenepalbHbIM 3aKOHOM U
IpyruMu  (denepalbHBIMA 3aKOHAMU TMpaB W OOS3aHHOCTEH CTOPOH IO JIOTOBOPY 0053aTE€IbHOTO
CTPaxOBaHMs, a TaKXE HOPMATHUBBI, OTPAKAIOLUIUE XapaKTep W CTENEHb MOBPEKICHUS 3/10pOBbB,
YCTaHABIIMBAIOTCA TUITOBBIMU ITPaBUIaMi 0053aTEILHOTO CTPaXOBaHUSI.

9. B ciny4ae npuuMHEHNs Bpeia ®KU3HN NALMEHTA, yYaCTBOBABILETO B KIIMHUYECKOM UCCIIEI0BAaHUU
JIEKapCTBEHHOI'0 IpernapaTa, BBIFOJONPUOOpETaTeNIIMU 10 JOTOBOPY 0053aTeIbHOrO0 CTPaXOBaHUS
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ABISIIOTCSL TpaK[aHe, HMEIOIIME IIPaBO Ha BO3MELICHME Bpela B Cllydae CMEpPTH KOPMWIbLA B
COOTBETCTBUU C I'PAXKJIAHCKUM 3aKOHO/IATEILCTBOM, IIPU OTCYTCTBUM TaKUX I'PaKJIaH - POJUTENH, CYNPYT,
JI€TH YMEpIIEero MalieHTa, y4acTBOBAaBLIEr0 B KJIMHUYECKOM MCCIIEJOBAHUN JIEKAPCTBEHHOIO Mpernapara,
B CJIy4yae CMEpTH MalMEHTa, yYaCTBOBABILEIO B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOTO IIpernapaTa
U HE MMEBILIEr0 CaMOCTOATENBHOIO I0XO0Ja, - I'pa)</laHe, Ha WXKJAMBEHUU KOTOPBIX OH HAXOAWJICS, B
OTHOILICHWHM BO3MEUICHUS pPACXOJOB Ha MOrpeOCHHE MalMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM
UCCIIEIOBAaHUHU JIEKAPCTBEHHOTO IIpernapara, - JIMLO, IIOHECIIee TAKUe PacXO/bl.

10. CrpaxoBasg BblIUIaATA B CYET BO3MELICHMS BpeAa, NPUYMHEHHOIO JKU3HM NALMEHTA,
y4acTBOBABLIETO B KJIMHUYECKOM MCCJIEIOBAHUU JIEKAPCTBEHHOI'O Ipenapara, paclpeaeisercs MEexIy
BBIT0I0IIPHOOPETATENSMHU [TPOIIOPLIUOHAIIBHO UX KOJIMYECTBY B PABHBIX JIOJISAX.

11. Ilpm HacTyIUIEHMHM CTpPaxoBOrO cClyyass MAIMEeHT, Y4YacCTBOBAaBUIMA B KIMHUYECKOM
UCCIIEIOBAaHUH JICKAPCTBEHHOTO MPerapara, BHIroA0npruo0peTaTelib BIpaBe NPeAbiBUTh HETOCPEICTBEHHO
CTPaxoBIIMKY TpeOOBaHHME O BO3MELIEHUU NMPUYMHEHHOro Bpeaa. CTpaxoBas BbIILIATa OCYILECTBIIAETCS
CTPaxOBIIMKOM B TeUCHHE TPUIIATH THEH CO JHS MPEACTaBICHUS HEOOXOAUMBIX TOKyMEHTOB. [lanuenr,
Yy4acTBOBABLIMH B KJIMHUYECKOM MCCJIEOBAHUU JIEKAPCTBEHHOIO IpenapaTa, Wi BbIFOJOIPHOOpeTaTeb
00s13aH  COOOLIUTh CTPAaxXOBIIMKY JUISI OCYILIECTBIEHMS] CTPAaxOBOM BBIIUIATHI MHAMBUYaJbHBIN
UICHTU(QUKAIIMOHHBIN KO/ IMallMeHTa, YCTAHOBJIEHHBIH CTpaxoBaTelleM B COOTBETCTBHM C THIIOBBIMU
IpaBUIaMU 00S3aTEIBHOTO CTPAXOBAHMUSL.

12. Jlo monHOro ompeAeseHHus pa3Mepa IOJUIeKAIero BO3MELICHUIO Bpela CTPAXOBLIUK I10
3asIBJICHUIO IAllMEHTa, y4aCTBOBABLIETO B KIMHUYECKOM MCCJIEI0BAHUU JIEKAPCTBEHHOTO Ipernapara, Uiu
3asBJICHUIO BBITOJIONPUOOpETATENs BIIPaBe OCYIIECTBUTh YacTh CTPAXOBOM BBIILIATHI, COOTBETCTBYIOLIYIO
(axTHUECKH ONpeesIeHHON YaCcTh NPUIMHEHHOTO Bpea.

13. CrpaxoBas BblIIUIaATA B COOTBETCTBUU C JIOTOBOPOM  0053aTEIILHOTO  CTPaxOBaHUs
OCYIIECTBJISIETCS HE3aBUCUMO OT BBIILIAT, IPUUUTAIOLIUXCS IO IPYTHUM BHIaM CTPaxOBaHMUSL.

14. He pomyckaercst ydyacTMe NAlMEeHTa B IPOBEJACHUH KJIMHUYECKOTO MCCIEIOBAHUsA
JIEKapCTBEHHOI'0 IIperapara Mpu OTCYTCTBUU JJOTOBOPA 00513aTEIbHOIO CTPaXOBAHMUS.

15. KoHTponb 3a HCIOJHEHHWEM OpraHM3alel, IOJy4MBIIEH pa3pelleHue Ha OpraHU3aLUIo
IIPOBEJCHUS KIMHUYECKOTO HCCIEA0BaHNS JEKapCTBEHHOIO Mpernapara Juisi MEJUIMHCKOTO MPUMEHEHMUS,
YCTAHOBJICHHOM HacTosIed cTaTbell 00S3aHHOCTU IO O00S3aTEIbHOMY CTPaXOBAHMIO KU3HHU, 30POBbS
NaIUEeHTa, Y4acTBYIOUIETo (Y4acTBOBABILEr0) B KIMHUYECKOM MCCIIEOBAHUHN JIEKAPCTBEHHOIO Mpenapara,
OCYILIECTBIISICTCSI  YIOJIHOMOYEHHBIM (eiepaibHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH, BBIJABIIUM
paspelieHre Ha pOBEJCHHE KIMHUYECKUX HCCIIEJOBAaHMM JIEKapCTBEHHBIX IpernapaTroB s
MEAMIMHCKOTO TPUMEHEHHS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 44 HaCTOAIICTO d)e;[epaanoro 3aKOHa

I'naBa 8. IIpon3BoACTBO M MAPKMPOBKA JIEKAPCTBEHHBIX CPEICTB

Crartba 45. [Tpon3BOACTBO JICKAPCTBEHHBIX CPENICTB

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrovim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 45 nHacmoswezco
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHenus, ecmynarowue ¢ cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
1. TIpom3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHHSAM ITPABMUI
Ha/JIeXKAaIed MPOU3BOICTBEHHON MPAKTHKHU, YTBEPKACHHBIM YIIOTHOMOYEHHBIM (efepatbHbIM OpPraHOM
WCITOTHUTENIbHON BilacTh. OCOOEHHOCTH TIepexoaa MPOU3BOICTBA OT/IETBHBIX JIGKAPCTBEHHBIX CPEJICTB K
UX TPOU3BOJCTBY B COOTBETCTBHH C TPEOOBAHHMSIMH TPaBUI HaJJEXKAalleld MPOU3BOJICTBEHHON MPAKTUKH
ycranaBinuBatoTca IIpaButensctBoM Poccuiickoit @enepanuu. Beigadya 3akiroyeHUid O COOTBETCTBUU
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MPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHUSIM TIPaBWJI HAJICKAIICH MPOU3BOJACTBEHHOM
MPaKTUKHU OCYIIECTBIIACTCS MO Pe3ysibTaTaM MHCIEKTUPOBAHUS MIPOU3BOIUTENCH JIEKAPCTBEHHBIX CPEJICTB
B TIOpsJike, ycTaHoBlieHHOM IIpaButenbctBoM Poccuiickoit ®denepanuu. Pasmep rmuiatel 3a BbIAAdy
3aKJIIOYEHHUS O COOTBETCTBUM TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHUSIM  IpaBUII
HaJIJIexKalel Tpou3BOICTBEHHON NTpakTUKK ycTaHaBiuBaercs [IpaButensctBom Poccuiickoit denepanum.
[Topsiiok opraHu3aluv U MPOBEJCHUS UHCIICKTUPOBAHUS MPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBHE TpeOOBAaHMSIM TIPABWJI HAJICKAIICH TNPOU3BOJACTBEHHOW MPAKTUKHA YCTAaHABINBACTCS
[IpaBurensctBoM Poccuiickoit denepanun.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 ¢ uwacmev 2 cmamvu 45 Hacmoswe2o
DedepanbHo20 3aKOHA 8Hecenbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoaa 2015 a.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu
2. Ilpou3BoacTBO JIeKapCTBEHHBIX cpeacTB B Poccuiickoit ®Degepannul  OCYIIECTBIACTCS
MPOU3BOTUTENSAMU JIEKAPCTBEHHBIX CPEJCTB, UMEIOMIMMHU JIMIEH3UI0 Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBepklieHME COOTBETCTBHUS JIMIIEH3WATa TMPABWIAM HAJUICKAIEH MPOU3BOJACTBEHHOM
MPAKTUKU OCYIIECTBISIETCS B paMKax JUIEH3UOHHOT'O KOHTPOJISA B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit deneparuu ¢ yueToMm 0COOEHHOCTEM, YKa3aHHBIX B 4acTy | HACTOSIIEH CTaThU.

Wupopmarus 06 H3MEHEHHSIX:

Cmamusa 45 oononnena uwacmoro 2.1 ¢ 25 uronsa 2022 e. - @edepanvrviii 3axon om 14 urwonsa 2022 e. N
311-D3
2.1. lna ueneil NMLEH3UPOBAHMS IPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB JUISI MEAMIIMHCKOIO
IPUMEHEHHUS M HMHCIEKTUPOBaHMUA CyOBEKTOB OOpallleHUs JEKapCTBEHHBIX CPEJICTB Ha COOTBETCTBUE
TpeOOBaHUSAM MPABHJI HAJICKAIICH POU3BOJICTBEHHON MPAKTUKU (eIepabHbIi OpraH UCTIOIHUTETbHON
BJIACTH, OCYILECTBILSIIOIIMM TOCYJAapCTBEHHYI0 PErHCTpalMIO JICKapCTBEHHBIX IpPEnaparoB Ul
MEAMIIMHCKOTO NPUMEHEHHUs, MNpeocTaBiseT (enepaJbHOMY OpraHy HCIOJHUTENbHON  BIIACTH,
OCYILECTBIISIOLIEMY (peiepalbHbI TOCYAapCTBEHHBIH JIMLEH3MOHHBIH KOHTPOJb JEATENBHOCTH I10
IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB JUISI MEAMIMHCKOIO MPUMEHEHHs, MO €ro 3ampocy B pamKax
MEKBEJJOMCTBEHHOTO HMH()OPMAIIMOHHOTO B3aUMOJICHCTBUSA B TOPS/IKE, YCTAHOBJIEHHOM (heaepallbHbIM
OpraHOM HCHOJHHUTEIBHON BJIACTH, OCYLIECTBIISIIOIIMM JHUIEH3UPOBAHUE MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPeACTB JUIsl MEIUUUHCKOrO TpPUMEHEHUs, M (eaepaJbHbIM OpPraHOM HCIOJHUTEIBHOW BIIACTH,
OCYIIECTBIISIOIIUM TOCYJapCTBEHHYIO PErucTpalio JIEKAPCTBEHHBIX IPEnapaToB Ui MEAUIIMHCKOTO
IIPUMEHEHHUS, CBEICHMSI O JIEKApCTBEHHBIX CPEICTBAX, YKa3aHHbIE B 4dacTu 5 crartbu |8 HACTOAILIETO
®denepanbHOro 3aK0Ha, B TOM YUCJIE B CIIy4ae, €CJIM TAKME CBEACHUS COCTABIISIIOT KOMMEPUYECKYIO TalHY.
3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYULIECTBISIETCS C COOMIO€HUEM TpeOOBaHUM
IPOMBIIIJIEHHOTO PErJIaMeHTa, KOTOPbIM yTBEpKIaeTCsl PYKOBOAUTENIEM MPOU3BOIUTENS JIEKAPCTBEHHBIX
CpPeACTB M BKIIOYAaeT B ce0s MepedeHb MCIOJIb3YeMbIX (apMaleBTUYecKuX cyOcTaHuui H
BCIIOMOTaTeNIbHBIX BEIIECTB C yKa3aHWEM KOJMYECTBA KaXJOro M3 HHX, JaHHbIE 00 HCIOJIb3yeMOM
000pYyJIOBaHUH, OIMCAHWE TEXHOJOTHYECKOro TIpolecca M METOA0B KOHTPOJS Ha BCEX JTamax
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.

Wndopmarys 06 M3MEHEHUAX:
Yacmo 4 usmenena c 29 oexabpsa 2020 2. - @edepanvhuiii 3akon om 27 dekabps 2019 . N 481-D3

CMm. npedvloywyro pedaKyuio

4. Tlpu POM3BOJICTBE JIGKAPCTBEHHBIX CPEJICTB HCIOJIB3YIOTCS (DapMarieBTHUEeCKHE CyOCTaHITHH,
CBEICHHSI O KOTOPBIX COJEPIKATCS B TOCYIAPCTBEHHOM PeecTpe JIEKapCTBEHHBIX CPEJCTB, 32 HCKITIOUEHHUEM
(dapManeBTHYECKUX CYOCTAHIIMMA, MMPOU3BOJUMBIX JUIS IPOBEACHUS KIMHUYCCKUX HMCCICIOBAHUN W JUIA
skcriopta. K mporeccy mpousBojcTBa (apMaleBTHUECKON CyOCTaHIIMM OTHOCSTCS JIOOBIE CTaguu
TEXHOJOTHYECKOTO TPOIlecca, IMO3BOJISIONIME IOJYYHTh TOTOBBIM IMPOJYKT, COOTBETCTBYFOIIHN
TpeOoBaHUsIM (apMaKONEeWHON CcTaTbu, B TOM 4HCle (hepMEHTAlUs, YKCTPAKIUS, OYMCTKA, BBIICICHUE,
NEePEeKPUCTAILTN3AIMS, BBICYIIUBAaHKUE, W3MelbYeHHe. B ciydae HEOOXOJMMOCTH WCIIOIb30BaHUS
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STUJIOBOTO CMIHPTa, B TOM uHucie (apMaleBTHUECKOW CYOCTaHIIMM CIHUPTa STHIOBOTO (3TaHOJA), MPHU
MIPOM3BO/JICTBE JICKAPCTBEHHBIX CPEJICTB B KAYECTBE JICHCTBYIOMIECTO U (MJIM) BCIIOMOTATEIBHOTO BEIIECTBA,
a TaKKe B WHBIX TEXHOJOTHMYECKUX IIEJSAX JOJDKHA OBITh HCIOJB30BaHA TOJIBKO (hapMaleBTHYCCKas
cyOCTaHIIMs CIUPTA STUIIOBOTO (3TAHOI).

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 14 oexabpsa 2015 2. N 374-D3 uacme 4.1 cmamvu 45 nHacmoswezo
DedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

4.1. TlepedyeHb IIEKAPCTBEHHBIX NPENApaToB UII MEIUIIMHCKOTO MPUMEHEHHS, B OTHOIICHUH
KOTOPBIX YCTaHABJIMBAIOTCSA TpeOOBaHMWS K OOBEMY Taphl, YIMAKOBKE M KOMILUICKTHOCTH, IEPEYCHb
JICKapCTBEHHBIX MPEMapaToB /i BETEPUHAPHOTO IPUMEHEHHS, B OTHOIIICHUH KOTOPBIX yCTaHABIUBAIOTCS
TpeOOBaHUS K OOBbEMYy Tapbl, a TakkKe TpeOOBaHUS K OOBEMYy Tapbl, YHNAKOBKE W KOMILICKTHOCTH
JICKapCTBEHHBIX TIPENapaToB Ui MEIUIMHCKOTO MPUMEHEHHs, TpeOoBaHus K 00BEeMy Tapbl
JICKApCTBCHHBIX MPEMapaToB Ui BETEPUHAPHOTO TPUMEHEHHUS ONPEACISIOTCS COOTBETCTBYHOIIUMHU
YIOJTHOMOYCHHBIMH  ()eCpATbHBIMU OpPraHAMH WCIIOJTHUTEIBHOW BIIACTH B MOPSJIKE, YCTAHOBICHHOM
[IpaButenscTBOM Poccuiickoit denepanum.

Undopmarist 06 n3MEHEHHSX:
Yacmo 4.2 uzmenena c 29 oexaops 2020 2. - @edepanvhwiii 3akon om 27 dekabps 2019 2. N 481-D3

CMm. npedvloyuyro peoakyuio

4.2. OpraHu3anuy, OCYIIECTBISIOUIME MPOU3BOACTBO (hapMaleBTHUECKOM CyOCTaHIMM CIHUPTa
STHJIOBOTO (3TaHOJNA) JJISl MPOW3BOJACTBA CIHUPTOCOACPIKAIIMX JICKAPCTBEHHBIX MpPENapaToB, OO0sM3aHBI
OCYILECTBIISATh yUYeT B HOPs/IKE, YCTAHOBIEHHOM cTaThsiMu 8 U 14 DenepaibHOro 3akoHa oT 22 HOAOpA
1995 roga N 171-®3 "O rocyaapcTBEHHOM peryJupOBaHUU MPOU3BOJCTBA U 000POTA ITHIOBOTO CIUPTA,
QJIKOTOJIBHOM M cnMpTOcoAepXkalleil NpoaykKuuu U 00 OrpaHMYeHHH NOTpedsieHus (paciuTHs)
ankoroyibHOM mpoaykiuu". IIponsBoacTBo GapMarieBTHYECKO CyOCTaHIIMM CIUPTA 3TUIIOBOTO (3TAHOJIA)
JIOMyCKAeTCsl TOJBKO OpPraHM3alMel, OCYIIECTBIIAIONIEH MPOU3BOJACTBO PEKTU(PUKOBAHHOTO 3THUIIOBOIO
CIHMpTa W3 MHIICBOTO CHIPhS HAa OCHOBAaHUM JIMIIEH3WH HA IPOU3BOJCTBO OJTUJIOBOTO CHHPTA IS
IPOM3BOJICTBA (papMalleBTUYECKON CyOCTaHIIMM CHOUpPTa STUWIOBOrO (3TaHOJA) B COOTBETCTBUU C
TpeOoBanusiMu DejiepasibHOro 3akoHa oT 22 HosiOps 1995 roma N 171-@3 "O rocynapcTBeHHOM
pEryJIupoBaHUM TPOU3BOJACTBA M 000pOTa STHIOBOIO CHHUPTA, ATKOTOJBHOW M CIUPTOCOAEpIKaIlen
OPOAYKIMH U 00 OrpaHMYEHUH NOTpeOaeHUs (PacUTHA) AJIKOTOJIBHOW MPOAYKIUH'", METOJIOM pa3BEICHUS
BOJIOM OYMILEHHOM TaKOro 3TUJIOBOTO CHHUPTAa, MPOM3BEAECHHOTO JAaHHOW OpraHu3alued Mo MecTy
OCYIIECTBIICHUS MTPOU3BOJICTBA (hapMaIleBTHUECKOM CYOCTaHIIUU CITUPTA STUIIOBOTO (3TaHOA).

Wndbopmarrust 06 n3MEHEHHSX:

Cmamus 45 Ooononnena uacmoto 4.3 ¢ 1 saneaps 2018 2. - @edepanvhuiii 3axkon om 29 urons 2017 e.
N 278-d3
4.3. nauBuayanbHble NPEIIPUHUMATENN U IOPUIUMYECKHUE JIUIA, OCYLIECTBIISIIOIINE 3aKyNKy U
UCIIOJIb30BaHUE (DapMaleBTHUECKOW CyOCTaHIIMHM CHHMPTa STHIOBOTO (3TaHOJNA), a TaKke MPOHM3BOJCTBO,
U3rOTOBJIEHHE U (WiIM) O0O0OpOT (3a HCKIIOYEHHEM PO3HUYHOM MpOoJaku) CHHPTOCOAEpPKAIIUX
JIEKapCTBEHHBIX IpernapaTroB, O0SM3aHbl OCYIIECTBIATh MX Yy4YeT M JEKIapupoBaHHE B MOPsJKe,
YCTaHOBJEHHOM cTaTbsiMu 8 u 14 denepanmbHoro 3akoHa ot 22 Hos6ps 1995 roma N 171-®d3 "O
rOCYJJapCTBEHHOM pPEryJUPOBaHUM TMPOMU3BOJACTBA M 000pOTa STHJIOBOIO CIHPTA, AJKOTOJBHOW H
CIUpPTOCOEpKaIIeH MPOIYKIIUN U 00 OrpaHUYEeHUHN TOTPeOaeHHS (PaCUTH) AIKOTOJILHOW MPOTyKIUH'".

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 45 dononnena uacmoto 4.4 ¢ 13 aseycma 2019 e. - @edepanvuwiii 3akon om 2 aseycma 2019 e.

N 297-D3
4.4. Ilpm npOU3BOACTBE JEKAPCTBEHHBIX IPEMAPATOB JUIsl BETEPUHAPHOTO NPUMEHEHUS
JIOMyCKAeTCsl MCIIOJIb30BaHME MPOM3BEACHHBIX [UIA peanu3anud (apMaleBTUYECKHX CyOCTaHIHH,
BKJIIOUEHHBIX B TOCYJapCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEICTB YIIOJIHOMOYEHHBIM (enepalbHbIM
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OpraHOM  HUCIOJHUTENbHON  BJIACTH, OCYIIECTBJSIONIMM  BEIEHHWE TOCYIapCTBEHHOIO  peecTpa
JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO IPUMEHEHUS.

5. 3amnpemiaercsi HpOU3BOJICTBO:

1) nekapCTBEHHBIX CPEJICTB, HE BKIIFOYEHHBIX B TOCYAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB,
3a HUCKIIIOUEHUEM JICKApPCTBEHHBIX CPEICTB, IPOU3BOAUMBIX ISl IPOBEACHUS KIMHUYECKUX HCCIeI0BaHUN
U TSI 9KCIIOPTA;

2) banbcupuIMpOBaHHBIX JIEKAPCTBEHHBIX CPE/CTB;

3) JIeKapCTBEHHBIX CPECTB 0€3 JUIEH3UN Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB;

4) nekapCTBEHHBIX CPEICTB C HAapyIICHWEM IpPaBujl OpPraHU3alMd MPOU3BOJCTBA W KOHTPOJSI
KauecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuny ¢ 29 nexadps 2020 r. - enepanbubiii 3akoH oT 27 nexadps 2019 r. N 481-D3

Wndopmarius 06 n3MEHEHHSX:
CMm. npedvloyuyro peoaKyuio

Cmamuws 45 oononnena nynkmom 6 ¢ 29 oexaops 2020 2. - @edepanvhsiii 3akon om 27 dexaops 2019 e.
N 481-D3
6) CIHPTOCOJEPKAIUX JICKAPCTBCHHBIX IMPENapaToB IO MECTy OCYHISCTBICHHS MPOU3BOICTBA
dapManeBTUYECKON CyOCTaHIIMK CIHPTa STWIOBOTO (3TaHONMAa) W (WIM) 1O MECTy OCYIIECTBICHHS
MPOM3BOJICTBA STUIIOBOTO CITHPTA;

Undopmarus 06 n3MEHEHHSX:

Cmamuws 45 oononnena nynkmom 7 ¢ 29 oexabps 2020 2. - @edepanvhsiii 3akon om 27 dexaops 2019 e.
N 481-D3

7) ¢apmanieBTHYECKON CYOCTaHIIMM CHOUPTa 3TUIOBOTO (39TaHONA) WU (MIM) CHUPTOCOIEPKAIINX
JICKapCTBCHHBIX TIPEMapaToB Ha OCHOBHOM TEXHOJOTHYECKOM OOOpYJOBAaHWUHU JUISl IIPOU3BOJICTBA
STUJIOBOTO CIUPTA, YKazaHHOM B nyHkTe 1.1 crateu 14.1 denepanpHoro 3akoHa ot 22 HosOps 1995 rona
N 171-®3 "O rocygapcTBEHHOM peryJMpOBAaHUM TPOU3BOJACTBA M 000pOTa STUIIOBOTO CIHPTA,
QIKOTONILHOM ¥ CIHUPTOCOJAEpXKAIel NPOAYKIMH U 00 OrpaHUYEeHUH MOTpedNeHuss (pacmuTus)

AIKOTOJILHOM MPOAYKIUu".

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrovim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 6 cmamvu 45 Hacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHust, ecmynarowue 6 cuny ¢ 1 utons 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
6. Ilpu BBOJE IJEKAPCTBEHHBIX CPEICTB B TPAXKAAHCKHA OOOPOT YIOJIHOMOUYEHHOE JIHUIIO
MIPOU3BOUTEIIS JICKAPCTBEHHBIX CPEJCTB OCYIISCTBIISICT MOATBEPKICHUE COOTBETCTBHSI JICKAPCTBEHHBIX
CpEICTB TpeOOBAHUSAM, YCTAHOBJICHHBIM TMPH HUX TOCYAApCTBEHHOW DPETUCTpAIlMU, U TapaHTHPYET, UTO
JICKapCTBEHHBIE CPEJCTBA TIPOU3BENICHBI B COOTBETCTBHH C TPEOOBAaHUSMH IPAaBWI HaJyIeKaIIeh
MIPOU3BOJICTBEHHON MTPAKTHKHU.

Wudopmanust 00 N3MEHEHUSX:
Yacmye 7 usmenena c 13 ageycma 2019 2. - Dedepanvruviii 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloyuyio pedakyuro

7. YIIOTHOMOYEHHBIM JIULIOM MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB SIBJISETCS €ro pabOTHUK,
aTTeCTOBAHHBIH B YCTAaHOBJIEHHOM YITOJTHOMOUYEHHBIM (peiepanbHbIM OPraHOM HCIHOJIHHUTENBHOM BIAaCTH
MOPSAKE U UMEIOIINNA CTak pabOThl HE MEHEe YeM IATh JEeT B 00JIaCTH MPOU3BOACTBA U (MJIM) KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPEACTB, BBICIIEE 00pa30BaHWE COOTBETCTBEHHO IO OJHOM U3 CHElHaTbHOCTEN
u (W) OJHOMY W3 HalpaBJICHUW TOATOTOBKH: OHOJIOTHs, OHOTEXHOJOTHSA, BETEpUHAPHS,
BETEPUHAPHO-CAHUTApHAsl JKCIIEPTH3a, KIMHUYECKAas MEAMLIMHA, paJualMOHHAs, XUMHUYECKas |
Ouosoruyeckas 3amura, papmanus, GyH1aMeHTalIbHasg MEIUIIMHA, XUMHUECKask TEXHOJIOT UL, XUMHUSL.

Wndopmarys 06 M3MEHEHUAX:

Yacmos 8 usmenena c 1 aneaps 2018 e. - @edepanvuwiii 3akon om 29 uronsn 2017 2. N 278-D3
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CMm. npedvloyuyro peoaKyuio

8. IIponsBoauTeNH JEKAPCTBEHHBIX CPEICTB (32 MCKIIOUYEHUEM (hapMaleBTUUYECKO cyOcTaHIUU
CIUpPTa STUJIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIIATH POy JIEKApCTBEHHBIX CPEJICTB UM NEpeaBaTh UX
B YCTaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickon denepaunu nopsiaKe:

1) ApyruM mpoU3BOIUTENSM JIEKAPCTBEHHBIX CPECTB JJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHM3anysaM ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeuHbIM OpraHU3alUsAM, BETEPUHAPHBIM alTEYHBIM OPraHU3alMsIM, HHIUBUIYATbHBIM
OpeANPUHUMATENSAM, UMEIOIUM JIMIEH3UI0 Ha (DapMaleBTUUECKYIO JAEATENIbHOCTh WIM JIMIEH3UI0 Ha
MEAMIMHCKYIO NI TEIbHOCTD;

4) HayYHO-HMCCIIEIOBATEIHLCKUM OPTaHU3aIUsAM VISl HAyYHO-MCCIIEI0BATEIbCKOU PabOThI;

5) MEeIULIMHCKUM OpTraHU3alUsIM U BeTepPUHAPHBIM OpPTaHU3aLMSIM;

Wndopmarius 06 n3MEHEHHSX:
Ilynxkm 6 uzmenen c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio
6) oOpraHm3alysIM W WHANBUAYATBHBIM TPEIIPUHUMATEISIM, OCYIICCTBISIONINM pPa3BEACHHE,
BBIPAIIIMBAHKE U COJIEPIKAHHUE KUBOTHBIX (32 UCKIIFOUCHHEM MPOJaXH UM (hapMaleBTHUECKUX CyOCTaHIIUI
WJIN UX TIepeaayn).

Wupopmarus 06 H3MEHEHHSIX:
Yacmov 9 usmenena c 29 oexabpsa 2020 2. - @edepanvhuiii 3akon om 27 dekabpsa 2019 . N 481-D3

CMm. npedbloywyro pedakyuio

9. IlpomsBomutenu (apmareBTHIECKOH CyOCTaHIIMM CIHpPTa JTHIOBOrO (dTaHOIA) OOSI3aHBI
OCYILECTBIIATh pealu3anuio (Iepeaady B YCTaHOBJIEHHOM 3aKoHoJaTelabcTBOM Poccuiickoit ®enepanuu
nopsiike)  ¢GapManeBTHYECKOW  CyOCTaHIIMM  CIIUpTa  ATWJIOBOTO  (3TaHONA)  MPOM3BOIUTEISIM
JIEKapCTBEHHBIX CPEJICTB JUIsl IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOAUTEINSAM (M3TOTOBUTEISIM)
MEIUIIUHCKUX U3JIENMUHN IS TIPOU3BOJICTBA M M3TOTOBJICHUSI MEIUIIMHCKUX M3/ICTHA B EMKOCTAX 00HEMOM
He 6onee 1 nutpa u (unm) He meHee 1000 TUTPOB, a OpraHU3alMsIM, YKa3aHHBIM B ITyHKTax 3 - 5 yacTu 8
HACTOSIICH CTaThH, B Tape 00beMoM He OoJiee 1 mutpa.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 45 oononnena uacmoio 10 ¢ 29 dexabps 2020 e. - Dedepanvuiii 3axon om 27 dexkabps 2019 e.
N 481-D3
10. Peanmuzamms (mepemaya B YCTAHOBJIEHHOM 3aKOHOJATEILCTBOM Poccuiickonr ®denepanmu
nopsinke) ¢dapMaleBTUYECKON CyOCTaHIIMM CHOUPTa STUJIIOBOTO (3TaHOJIA) OpraHMU3alMsM OINTOBOU
TOPTOBIIY JICKAPCTBEHHBIMH CPEJICTBAMU HE JIOIYCKACTCS.

Wndopmarys 06 n3MEeHEHHAX:

Cmamuws 45 oononnena uacmoio 11 ¢ 29 dexabpsa 2020 e. - Dedepanvruiii 3axon om 27 dekabpsa 2019 e.
N 481-D3
11. TlepeBo3ku (hapmarieBTHUECKON CyOCTaHLIMU CIHMPTA 3TUIOBOTO (3TaHOJA) OCYILIECTBISIOTCS C
coOuro/ieHeM TpeOOBaHUH, yCTAaHOBIEHHBIX a03alleM 4YeTBepThIM INyHKTa 3 ctathu 9 demepaibHOrO
3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocyaapCcTBEHHOM pETyJIMPOBAaHMM IPOU3BOJICTBA U
0o0opoTa S3TUJIOBOTO CIHMPTA, AJIKOTOJIBHOM M CIUPTOCOAEpXKAIled NPOAYKIMH W 00 OrpaHUYeHUHU
noTpedseHus (pacuTHs) aIKOTOJIbHOM MPOXyKIuu" .
TAPAHT:

Cwm. koMMeHTapuH K cTaTthe 45 HacTosero denepanbHOro 3aK0Ha

CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB
TAPAHT:

Cm. Ilonoxkenue 0  MNPOBENEHHMU  DKCIHEPUMEHTa [0  MAapKUPOBKE  KOHTPOJBbHBIMU
(uneHTU(UKAIMOHHBIMU) 3HAKAMH W MOHHUTOPUHTY 3a O0OOPOTOM OTIEIbHBIX BHJIOB JIEKAPCTBEHHBIX
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MpenapaToB JUIsi MEAWIIMHCKOTO MPUMEHEHUS, YTBepKIeHHOe mocTtaHoBiIeHneM [IpaButenbcTtBa PO ot
24 suBaps 2017 r. N 62

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 11 oxkmabopa 2010e. N 271-P3 6 uyacme I cmamvu 46 nacmosuwezo
DedepanbHo20 3aKOHA BHEeCeHbl U3MEHEHUs

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. JlexapcTBeHHBIC TMpemapaThl, 3a UCKIIOYCHHEM JICKAPCTBEHHBIX IMPENapaToB, U3TOTOBICHHBIX
anTeYHBIMH  OpraHHW3alUsSIMH, BETCPHHAPHBIMH aNTCYHBIMH OPTaHW3AlMSIMU, HHIUBUIYATbHBIMU
IpeIPUHAMATEIIIMHU, UMEIOIMMH JIMIICH3UI0 Ha (apMaleBTUIECKYIO JeSTeIIbHOCTbD, JOKHBI TOCTYATh
B OOpaleHue, ecliu:

Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 1 wacmu I cmamvu 46 nacmosiuezo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
1) Ha WX NEPBUYHOW YHAKOBKE (32 HCKIIOYCHHEM TICPBHYHOW YIAKOBKH JICKAPCTBEHHBIX
PaCTUTEIBHBIX MPENapaToB) XOPOIIO YMTAEMbIM IIPU(PTOM HA PYCCKOM SI3bIKE YKa3aHbl HAUMCHOBAHHE
JICKapCTBEHHOTO Tpernapara (Mex 1yHapoIHOE HeTIaTeHTOBAaHHOE, WIH TPYIITHPOBOYHOE, UM XUMUIECKOE,
WJIN TOPrOBOE HAMMEHOBAHKE), HOMEP CEPUH, JIaTa BBIMYCKa (I *UMMYHOOUOJIOTHYECKUX JICKAPCTBEHHBIX
IperapaToB), CPOK TOAHOCTH, TO3UPOBKA HIIU KOHIICHTpAIHsI, 00beM, aKTUBHOCTh B AMHHIIAX JCUCTBUS
WJIN KOJIMYECTBO J03;

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 2 yacmu I cmamvu 46 nacmosiue2o
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxKyuu

2) Ha UX BTOPUYHOU (MOTPEOUTENHCKON) YMAaKOBKE XOPOIIO YUTAEMBIM HIPUPTOM Ha PYCCKOM
s3BIKE YKa3aHbl HAaWMMEHOBAHHE JIEKAPCTBEHHOTO mpernapara (MeXIyHapOJHOE HENaTCHTOBAHHOE, WU
TPYNIUPOBOYHOE, HIM XHMHUYECKOE W TOProBO€ HAUMEHOBAHMSI), HAaWMEHOBAHHE MPOM3BOAUTENS
JICKapCTBEHHOTO IpernapaTa, HOMEp CEpHH, JlaTa BBIMycKa (I MMMYHOOMOJIOTHYECKUX JIEKapCTBEHHBIX
[pernapaToB), HOMEp PETHUCTPAIMOHHOTO YJIOCTOBEPEHHS, CPOK TOJHOCTH, CIOCO0 MpUMEHEHUS,
JO3UPOBKA WIIM KOHIIEHTpANUs, O0O0bEM, aKTHUBHOCTh B CIWHUIAX JICHCTBUS JTUOO KOJMYECTBO JIO3 B
yHaKoBKe, JIKapCTBEHHAs (opMa, YCIOBUS OTITYCKa, YCIOBHS XPaHEHUS, IPEAyPEAUTEIbHbBIC HAMICH.

Undopmairust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 46 nHacmosweco
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. dapmareBTHUECKHUE CYOCTaHIIMU JOJDKHBI MOCTyNaTh B oOpallieHue, eclid Ha WX TMEepBUYHOU
YIaKOBKE XOPOIIIO YATAEMbIM MIPU(PTOM Ha PYCCKOM SI3bIKE yKa3aHbl HAMMEHOBaHUE (DapMalrieBTHIECKOM
cyOcTaHIMM (MEXIyHApOJHOE HEMAaTeHTOBAaHHOE, WM TPYNIHUPOBOYHOE, WU XHUMHUYECKOE U TOPTOBOE
HAaWMEHOBAHMs), HANMEHOBAHNUE TPOU3BOAUTENS (DapMalleBTHUECKOW CyOCTaHIIMH, HOMEp Cepuyu M JaTa
M3TOTOBJICHMS], KOJMYECTBO B YIAKOBKE M €IUHUIIBI U3MEPEHUSI KOJIUYECTBA, CPOK TOJHOCTH U YCIOBHS
XpaHCHHUS.

3. JlekapcTBEeHHBIE CpeICTBa B KayeCTBE CHIBOPOTOK JIOJDKHBI MOCTyHaTh B OOpalieHHe ¢
yKa3aHHUEM KUBOTHOTO, U3 KPOBH, TJIa3MbI KPOBH, OPTAHOB M TKaHEH KOTOPOTO OHH TOJTyYECHBI.

4. Ha Bropuunyto (MOTpeOUTENHCKYI0) YIIAKOBKY JIEKQPCTBEHHBIX CPEJICTB, MOMyUYEHHBIX U3 KPOBH,
MJIa3Mbl KPOBH, OPTraHOB M TKAHEHW YEJIOBEKa, JOJKHA HAHOCUTHCS Haamuch: "Antutena k BUU-1, BUU-2,
K BUpycCy renaruta C v MOBEpXHOCTHBIM aHTUTEH BUpYca renatuta B oTcyTcTBYIOT".

5. Ha  nepBuuHyl0  ymakoBKy M  BTOPHYHYIO  (IOTPEOUTENBCKYIO)  YMAKOBKY
paanodapMaleBTUIECKUX JIEKAPCTBEHHBIX CPEJICTB IOJDKEH HAHOCUTHCS 3HAK PAIMAIMOHHON OMACHOCTH.
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6. Ha BrOopuuHyto (OTPEOUTENIBCKYIO) YIAKOBKY TOMEONATHYECKUX JIEKAPCTBEHHBIX TMPENapaToB
JIOJKHA HAHOCUTHCS Haanuch: "I'oMeonaTuyeckui".

7. Ha BropuyHyl0 (HOTpPEOUTENBCKYIO) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IIPErapaToB
JI0JKHA HAaHOCUThCs Haanuch: "[Ipoaykius npoinia paaualluOHHbIA KOHTPOJIb'.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-@3 ¢ uwacmv 8 cmamovu 46 Hacmosue2o
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, ecmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. Ha mnepBuuHyl0 ymakoBKYy (€CiM [JIi 3TOr0 CYIIECTBYET TEXHUYECKass BO3MOXHOCTh) U
BTOPUYHYIO (TIOTPEOUTENbCKYI0) YIAKOBKY JIGKAPCTBEHHBIX IpENapaToB, MpelHAa3HAYCHHBIX IS
KIIMHUYECKUX MCCIIEIOBAaHUMN, TOJDKHA HAHOCUTHCS HAANMUCh: " J[71s KIIMHUYECKUX HCCIIeI0BaHnN".

9. VYmnakoBka JEKapCTBEHHBIX CpPEICTB, MNPEAHA3HAYEHHBIX HWCKIIOYUTEIBHO [UIsl SKCIOPTa,
MapKHUPYyETCsl B COOTBETCTBUU C TPEOOBAHUSAMH CTPAHBI-UMIIOpTEpA.

10. Ha TtpancmopTtHyio Tapy, KOTOpas He NpeqHa3HadeHa JUis MOTpeOHuTeNnell U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEJICTBO, JIOJDKHA HAHOCUTHCS HWHQPOpMAIMs O HAMMCHOBAaHUH, CEepuu
JIEKAPCTBEHHOI'O CPEJCTBa, JaTe BBIMYCKA, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTENBCKHX) YHAKOBOK
JIEKApCTBEHHOT'O CPEJCTBA, MPOU3BOJUTENEC JIEKAPCTBEHHOTO CPEICTBA C yKa3aHWEM HAWMMEHOBAHHUS U
MECTOHAXO0XACHUS TIPOU3BOAUTENS JIEKAPCTBEHHOTO CPE/ICTBA (a1pec, B TOM YHUCIE cTpaHa U (MJIM) MECTO
IIPOM3BOJICTBA JICKAPCTBEHHOTO CPEJNICTBA), a TAKXKE O CPOKE TOJHOCTH JICKAPCTBEHHOTO CPENCTBA U 00
YCIIOBUSIX €T0 XpaHEHHUs U MEePEeBO3KU, HEOOXOANMbIE MpeayNpeaAUTEIbHbIC HAAMUCH U MAHUITYJISITOPHbBIE
3HAKHU.

11. Ha mepBHYHYIO YNaKOBKY M BTOPHUYHYIO (MOTPEOMTENBCKYI0) YHAKOBKY JIEKapCTBEHHBIX
CPEACTB Il BETEPUHAPHOTO TPUMEHEHHUs JOJKHA HAHOCUTbCS Haanuch: "Jljisi BeTepuHapHOTO
npuMeHeHus".

12. Ha BropuuHylo (HOTpEeOUTENbCKYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCUTCS
LITPUXOBOH KOJ.

TAPAHT:

CwMm. KOMMCHTApHHU K CTATbC 46 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvnvim 3akonom om 6 oexkabps 2011 2. N 409-P3 6 naumenosanue enagvl 9 nacmosuezo
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, 6Cmynawue 8 CULy no UCMeYyeHuu mpuoyamu OHel nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepaibHO20 3aKOHA

Cm. mexcm HauMeHO8aHUsL 8 NPedblOyWell pedaKyuu

I'naBa 9. BBo3 sekapcTBeHHBIX cpecTB B Pocceniickyio ®denepanuio 1 BbIBO3 JIeKAPCTBEHHbIX
cpeacrs u3 Poccuiickoit Penepannu

Wudopmanust 00 n3MEHEHUSX:

Deodepanvrvim 3akonom om 6 dexabpsa 2011 2. N 409-D3 6 naumenosanue cmamvu 47 Hacmosue2o
DedepanvbHo20 3aKOHA 6HeCeHbl USMEHEHUs, GCMYNAaowue 6 CULY N0 UCMeYeHUul mpuoyamu Oxell nocie
OHA 0QhuyUaATLHO20 ONYONUKOBAHUA HA36aAHH020 DedepanbHo20 3aKOHA

Cm. mexem HaumenosaHnus 6 npedvloyujel peoaxyuu
Crarba 47. Ilopsanok BBO3a JEKApCTBEHHBIX cpeacTB B Poccuiickyro denepanuio W BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepannu

Wudopmanust 00 n3MEHEHUSX:

Deodepanvhvim 3akonom om 6 Oekabpsa 2011 2. N 409-DP3 6 uacmv 1 cmamvu 47 Hacmoswezo
DedepanvHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CMYNAIouUe 6 CUNY NO UCMEeYeHUU mpuoyamu OHell nocie
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OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38aHH020 DedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
1. BBo3 nexapcTBeHHBIX cpelacTB B Poccuiickyro @enepanuio OCYLIECTBISETCS B IOPSIKE,
ycraHoBiieHHOM [IpaButensctBom Poccuiickoit  ®Deaepaiud, B COOTBETCTBUM C  TaMOMKEHHBIM
3aKoHo1aTeILcTBOM TamoxeHHoro coro3a B pamkax EBpA3DC (maiee - TamMoXeHHBIH COIO3) U (WIIK)
3aKoHoJaTeLcTBOM Poccuiickoi denepaiiv 0 TaMOKEHHOM JIeIIE.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 2 usmenena c 28 oexabps 2019 e. - Dedepanvruiii 3axon om 27 oexabps 2019 e. N 462-D3

CMm. npedvloyuyro pedaKyuio
2. Brosumbie B Poccuiickyro ®enepanuio JICKApCTBEHHBIE CPEJCTBA JOJHKHBI COJEPKATHCS B
rocyJapCTBEHHOM PEECTpE JIGKAPCTBEHHBIX CPE/ICTB.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-@3 6 uwacmv 3 cmamvu 47 Hacmoswezo
DedepanbH020 3aKOHA 8HECeHbl USMEHeHUs, 6Cmynaowue 8 CULy no UCmeyeHuu mpuoyamu OHel nocje
OHA 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

3. Jlonmyckaetcs BBO3 B Poccuiickyto denepanuro KOHKPETHON MapTHHU 3apETUCTPUPOBAHHBIX U
(um)  HE3apEeTUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB, TMPEAHA3HAYCHHBIX JUIS  TPOBEIACHHUS
KJIMHUYECKMX WCCIICIOBAaHMI JICKAPCTBEHHBIX MPENapaToB, MPOBEICHHS SKCIEPTU3bl JICKAPCTBEHHBIX
CPEICTB I OCYIICCTBIICHUS TOCYIAapCTBCHHON pETHUCTPAIlMU JICKAPCTBEHHBIX TPENapaToB WIHA JUIS
OKa3aHMsI MEIUIIMHCKON TOMOIIM 10 XH3HCHHBIM ITOKa3aHUSIM KOHKPETHOTO MaIlMeHTa Ha OCHOBaHUU
paspelieHus, BBIJAHHOTO YIIOJTHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIIOJTHUTEIBHOW BJIACTH TI0
3asBIICHUSIM JIMI, YKa3aHHbIX B cTarhe 48 Hactosmiero denepanbHoro 3akoHa. PaccMoTpeHue Takoro
3aBJICHUS. ¥ TPHHIATHE pEIICHWS O BbIJAa4e pa3pelicHWs] Ha BBO3 KOHKPETHOW TapTHH
3apEruCTPUPOBAHHBIX U (MJIM) HE3apErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYCHHBIX IS
MPOBEJICHUS KJIMHUYECKUX HCCICJOBAHUN JICKAPCTBEHHBIX TIPENapaToB, TPOBEACHHUS OSKCIICPTH3BI
JICKapCTBEHHBIX CPEJCTB I OCYIIECTBIEHUS TOCYIAapCTBEHHOM PETUCTPAllUd JIEKapCTBEHHBIX
IpernapaToB WX JUIS OKa3aHUS MEAWIIMHCKOW ITOMOIM MO JKU3HCHHBIM IIOKa3aHUSM KOHKPETHOTO
narueHTa 1160 o0 oTKa3e B BbIJaye YKAa3aHHOTO Pa3pelIeHHs MPOU3BOAITCS B CPOK, HE MPEBBIIIAIOIIHNIMA
ATy pabouunx qHel. [1naTa 3a Belgady yKa3aHHOTO pa3pelieHus] He B3UMAaETCsl.

Wndopmarys 06 n3MEeHEHHAX:

Cmamuws 47 oonoanena ywacmoio 3.1 ¢ 1 mapma 2020 2. - Dedepanvrviii 3axkon om 27 dexaobps 2019 e. N
475-D3
TAPAHT:

[Tonoxenus yactu 3.1 npumensitorcs 10 31 nexadps 2023 r.

3.1. lonyckaercs BBO3 B Pocculickyro denepannio KOHKPETHON NAapTHH HE3apErMCTPUPOBAHHBIX
JIEKAPCTBEHHBIX MPENapaTroB, COJAEPKAIllUX HAPKOTUYECKHE CPEICTBa WM IMCHUXOTPONHBIE BELIECTBA, B
nopsiike, ycranoBieHHOM IIpaButenscTBoMm Poccuiickoin ®enepauuu, sl OKa3aHUS MEIULIUHCKOW
MOMOIIU M0 JKU3HEHHBIM MOKAa3aHUSIM KOHKPETHOTO MalleHTa WK TPYNIbl MAalMeHTOB B Clydae, €CiH
UMEETCS peIIeHHe BpadeOHONW KOMHCCHU MEIUIMHCKOW oOpraHu3anud O HedDPEKTUBHOCTH WIH
HEBO3MOKHOCTH TPHUMEHEHHS] y KOHKPETHOIO Mal[ME€HTa MHBIX 3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenapaTroB, B TOM YHCIE COJACPKAIIUX IPYrue JEeUCTBYIOIIHME BEIIECTBA, U O HEOOXOAMMOCTH BBO3a
ONPEJIETICHHOTO HE3aPErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpenapara ¢ yKa3aHUeM €ro MeXIyHapOJHOro
HEMaTeHTOBAHHOTO (WJIM XHMHYECKOTO, WJIM TPYNIHUPOBOYHOIO) HAWMEHOBAaHMs, (OPMBI BBIMyCKa M
konnuecTBa. [lepeueHp 3a00neBaHUl U COCTOSIHMM M COOTBETCTBYIOIIUX JICKAPCTBEHHBIX MPENaparos,
COJIepXKaIIiX HAPKOTHYECKHE CPENICTBA U TICHXOTPOITHBIE BEIIECTBA, B IEJAX OCYIIECTBICHHS MX BBO3a B
COOTBETCTBUU C TpeOOBAHMSIMH HACTOSIIEH YacTH YTBEPXKIAETCS YHMOIHOMOYEHHBIM (QeaepatbHbIM
OpraHOM MCHOJIHUTEILHOM BJIACTH.
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Wndopmarius 06 H3MEHEHHSX:

Cmamuws 47 donoanena wacmoio 3.2 ¢ 26 mapma 2022 e. - Dedepanvhubiii 3akon om 26 mapma 2022 2. N
64-D3
3.2. lo 31 nexabps 2022 roga gomyckaroTcs BBO3 Ha TeppurTopuio Poccuiickoit denepanuu u
obOpamenue B Poccwmiickoit Denepanmu ¢ yd4eToM OCOOEHHOCTEH, YCTaHOBJICHHBIX [IpaBUTEIHLCTBOM
Poccuiickoit ®enepauuu, 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApPAaTOB Uil MEJULUHCKOTO
NPUMEHEHHS B YIAKOBKax, MPEJAHA3HAYCHHBIX JJIs OOpAaIeHUs] B MHOCTPAHHBIX TOCYIAapCTBax, B CIIydae
nedeKTypbl JIEKapCTBEHHBIX IPENapaToB MM pPUCKAa €€ BO3HUKHOBEHHMS B CBA3M C BBEICHUEM B
otHoweHnn Poccuiickoit denepanuu OrpaHUYUTEIBHBIX MEpP KOHOMUYECKOIO XapaKTepa IPHU YCIOBHUU
COOTBETCTBUSI BBO3HMMBIX JIEKAPCTBEHHBIX MpEnaparoB TpeOOBaHUSAM, YCTAHOBJIEHHBIM MpPU HUX
perucTpanyy, 3a HCKIIOYEHHEM TpeOOBaHMI K MEPBUYHON YHAKOBKE, BTOPHUYHOHU (MOTPEOHUTENHCKOH)
yIaKkoBKE, a TakKe MpU HAIWYMM Ha BTOPHUYHON (IMOTPEOUTENHCKOI) YyMAaKOBKE JIEKApCTBEHHBIX
IpenapaToB, HAXOAIIMXCA B OOpalleHHH, CAaMOKJICSAIICHCS STHUKETKH, COoAepkalied HH(pOpMaruo o
JIEKApCTBEHHOM IIpernapaTe Ha pyCCKOM S3bIKE.

Undopmarust 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 4 cmamvu 47 Hacmosweco
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, 6CMYNnalowue 6 CUIy no UCMeYeHUuu mpuoyamu OHel nocie
OHs 0puyuanvbHo20 0nYyoOIUKOBAHUS HA38AHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
4. B Poccuiickyro ®Penepanuo MOKHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTOPBIX
HOJTBEPXKIEHO CePTUPUKATOM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB, YIOCTOBEPSIOLINM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM (hapMaKOIEHHBIX cTaTel MO0 B CIIy4ae UX OTCYTCTBUS
HOPMAaTHUBHOM JJOKYMEHTAI[MH WX HOPMATUBHOT'O JJOKYMEHTA.

Undopmarris 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 5 cmamvu 47 Hacmosuezo
DedepanbHo20 3aKOHA 8HECeHbl USMEHEHUs, CMynalowue 8 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHsl 0puyuanvbHo20 0nYyoOIUKOBAHUS HA38aHH020 DedepanlbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
5. 3ampemaercs BB03 B Poccuiickyto @enepanuio (anbcu(UIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HeIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 6 cmamvu 47 Hacmoswezo
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUsl, Cmynalowue 8 CULy no UCmeyeHuu mpuoyamu OHell nocie
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepalbHO20 3aKOHA

Cm. mexkcm yacmu 6 npedvloywett pedaKyuu

6. ®@anpcuduuUpoBaHHBIE JEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAUYEeCTBEHHBIE IJIEKAPCTBEHHBIC
CpEICTBA MOJUIeKAT UIBATHIO U MOCIECAYIONIEMY YHUUTOXKEHUIO WM BbIBO3Y U3 Poccuiickont denepanuu,
KOHTpa(aKkTHBIE JIEKAPCTBEHHBIE CPEJICTBA - U3BATHUIO U TMOCIEAYIOIMIEMY YHHUTOXKEHHUIO. YHHUUTOKEHUE
wii  BbIBO3 u3 Poccuiickoii ®exepanuu  GanbCUPUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEJICTB, KOHTpPA(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYIIIECTBIISIETCS 3a CYET JIMIA, OCYHIECTBUBIIErO WX BBO3. [lOps0K YHUYTOXKEHUS U3BITHIX
danbcuGUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB,
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEACTB ycTaHaBiuBaeTcs [IpaButenscTBoM Poccutickoit deneparnmm.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrovim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv 7 cmamvu 47 Hacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, Cmynawue 8 CUIy No UCMeYeHUuu mpuoyamu OHel nocje
OHAL 0huYUAIbHO20 ONYOIUKOBAHUS HA38aHH020 DPedepanbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
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7. Jluma, ocymecTBistomue BBo3 B Poccuiickyro ®Depepanuio  danbCuUIIMPOBAHHBIX
JICKapCTBEHHBIX  CPENICTB, HEIOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEICTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOXKCHHBIM 3aKOHOJIaTEILCTBOM
TamokeHHOro0 coro3a U (WIn) 3aKoHo1aTeLcTBOM Poccuiickoit denepanniv 0 TaMOKEHHOM JIeJI€.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 oexabdps 2014 2. N 429-@3 ¢ uwacmv 8 cmamvu 47 Hacmosue2o
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, ecmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
8. BbIBO3 JiekapcTBeHHBIX cpencTB U3 Poccuiickoit denepanuy ocymecTBiIseTcs: 6e3 MprUMEeHEHHs
OTpaHUYEHUH, YCTAaHOBJIEHHBIX TAMOXKEHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOro coro3a M (WiIH)
3aKoHOAaTenbCcTBOM Poccuniickoil @exepanuu O rocyJapCTBEHHOM pPETYJIMPOBAHMHU BHEIIHETOPrOBOM
JESTEIIBHOCTH.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 47 donoanena yacmoio 9 ¢ 29 nosaops 2019 e. - @edepanvhsiii 3axon om 28 nosaops 2018 e. N
449-D3
9. BBoa B rpaxkgaHCKuUi 0OOpOT JIEKaPCTBEHHBIX MPENaparoB A MEAUIIMHCKOTO MPUMEHEHHUS,
BBE3eHHBIX B Poccuiickyto Denepaiinio, OCyIIeCTBISICTCS ¢ COOMIOCHIEM TPEeOOBAHUMN, YCTAHOBICHHBIX
crarbeil 52.1 Hacrosmero deaepaibHOro 3aKOHa.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 47 dononnena uacmoio 10 ¢ 1 cenmsaops 2023 2. - @edepanvhwiii 3axon om 2 uons 2021 2. N
317-D3

Cm. 6yoywyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHHU K CTAThC 47 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 6 dexabpa 2011 2. N 409-D3 ¢ cmamvio 48 nacmoawezo Pedepanbrozo
30KOHA GHEeCeHbl U3MEHEHUs, 6CMYnarwjue 6 CUly No UcmedeHuu mpuoyamu OHeu nocie OHs
ouyuanvrozo onyoruxkosanus Hazeanno2o PedepanbHo2o 3aKoHa

Cm. mexem cmamwv 8 npeodvloyweti peoaKyuu
Crarba 48. IOpuanueckue nMua, KOTOPBIM pa3pelleH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuro

JlexapctBenHnsble cpenctsa B Poccuiickyro denepanuio MOryT BBO3UTE:

1) mnpousBoIMTENHM JIEKAPCTBEHHBIX CPEACTB s LieJded COOCTBEHHOIO IPOMU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

2) UHOCTpaHHbIE pPa3pa0OTUMKH JIEKAPCTBEHHBIX CPEJICTB M HWHOCTPAaHHBIE IPOU3BOIUTEIN
JIEKapCTBEHHBIX CPEJCTB WU JPYTue IOpUIUYECKHE JIHIAa M0 MOPYUYEHUIO0 pa3paboTUHKa JIEKApCTBEHHOTO
CpEICTBa AJI IMPOBEICHUS KIMHUYECKHX HCCIIEJOBAaHWM JIEKAPCTBEHHOIO IIpemnapaTra, OCYIECTBICHMS
roCy/1apCTBEHHOW perucTpalyy JIEKapCTBEHHOI O MpernapaTa, BKIYeHHs (papMaleBTHYecKol cyOcTaHIun
B FOCYJapCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEACTB, KOHTPOJISI KayeCcTBa JIEKAPCTBEHHBIX CPEACTB IIPU
HAJIMYUU pa3pellieHus YHNOJHOMOYEHHOIo (QelepalbHOrO OpraHa HCIOJHUTENbHON BIAacTHM Ha BBO3
KOHKPETHOW NapTHU JIEKAPCTBEHHBIX CPE/CTB;

3) opranu3anyy ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH CPEACTBAMY;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 2 wuwons 2013 2. N 185-DP3 6 nywkm 4 cmamwvu 48 nacmoswezo
DedepanbHo2o 3aKOHA BHECEeHbL USMeHeHUs, scmynalowue 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mexcm nynkma 6 npeovioyujeli peoaxKyuu
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4) Hay4dHO-MCCJENOBaTEIbCKHUE OpraHu3alud, o0pa3oBaTeIbHblE OpPraHU3alMH  BBICIIETO
o0Opa3oBaHMs, MPOU3BOJUTENIN JICKAPCTBEHHBIX CPEACTB I Pa3paOOTKH, HCCICIOBAHHMN, KOHTPOJIS
0e30MmacHOCTH, KadecTBa, H(PGEKTUBHOCTH JICKAPCTBEHHBIX CPEJCTB TMPU HATUYUUA Pa3peHICHUS
YIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOIHUTEIBHON BIIACTH;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 Hacmoswezco
DedepanbHo20 3aKOHA BHEeCeHbl U3MEHEHUS

Cm. mexcm nynkma 6 npeovioyujeli peoaxKyuu
5) MEAUIIMHCKUE OPraHM3AllUY, UHBIE YKa3aHHbIE B ITyHKTax | - 4 HACTOAILIEH CTaTbU OpraHu3alun
JUISL OKa3aHUsl MEIULIUHCKOHN ITOMOIIY I10 KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOI'O MalMeHTa IIPU HAINYUHU
paspeuieHrs ynoJHOMOYEHHOTO (hefepalbHOr0 OpraHa MCIOJIHHUTENBHOW BJIACTH HA BBO3 KOHKPETHOM
HapTUM JICKapCTBEHHOI'O Ipernapara, BbIJAHHOTO B YCTAHOBJIIEHHOM HOpsiike B (hopMe 3JIEKTPOHHOI'O
JOKYMEHTA, TIOANMCAHHOTO YCHIICHHON KBATH(UITMPOBAHHOM 3JIEKTPOHHOM O/IITICHIO;

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 48 dononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dekabpsa 2019 e. N
475-D3
TAPAHT:

[Tonoxxenus myHkra 6 npumenstoTces 10 31 nexadbps 2023 r.

6) rocyapCTBEHHbIE YHUTApHbIE NPEANPUATHS, UMYILIECTBO KOTOPBIX HAXOAUTCA B (eaepaabHON
coOcTBeHHOCTH, onpeensembie [TpaButensctBom Poccuiickoit denepannu, B yacTi BBo3a B Poccuiickyro
@denepalilo  HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAparoB, COAEPIKAIUX HAPKOTUYECKUE
CpPEICTBAa MM IICUXOTPOIIHbIE BELIECTBA, JJI1 OKa3aHUS MEIUIMHCKOM IOMOLIM 10 KU3HEHHBIM
IIOKa3aHUsM KOHKPETHOI'O IALIMEHTA WJIN TPYIIBI MAalMEHTOB B COOTBETCTBUM € 4acTbio 3.1 crateu 47
Hacrosiero denepaibHOrO 3aKOHa.

TAPAHT:

CwMm. KOMMCHTApHHU K CTAThC 48 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akoHom om 6 oexaops 2011 2. N 409-D3 6 naumenosanue cmamou 49 nacmosweco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepalbHO20 3aKOHA

Cm. mekcm HAUMEHOBAHUS 8 NPeOblOYuell pedaKyuu
Cratbs 49. JIoKyMeHTHI, TIpe/ICTaBIsieMble B TaMOKEHHBIE opraHbl Poccuiickoii deaepanuu npu
BBO3€ JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro deneparuio

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 . N 409-P3 6 uwacmv 1 cmamvu 49 nHacmoswezo
DedepanbH020 3aKOHA 8HECEHbl USMEHeHUsl, Cmynalowue 8 CULy NO UCMeYeHuU mpuoyamu OHel nocie
OH3L 0huYUaAIbHO20 ONYOIUKOBAHUS HA38AHH020 DPedepabHO20 3aKOHA

Cm. mexcm uacmu 6 npedvloyweti pedaKyuu

1. Ilpm BBO3e nekapcTBEHHBIX CpelncTB B Poccuiickyro Penepanuto B TaMOKXEHHBIE OpPraHbI
Poccuiickoit denepanuu HapsALy ¢ JOKYMEHTaMU, IPEACTABIEHUE KOTOPBIX MPEAYCMOTPEHO TAMOKEHHBIM
3aKOHO/IaTETLCTBOM TaMOXXEHHOTO coro3a W (WiM) 3akoHojaTenbcTBOM Poccuiickoit deneparuu o
TaMOKEHHOM JI€JI€, IPEJICTABIISIOTCS CIEAYIOINE JOKYMEHTBI:

1) ceprtudukar NPOU3BOAUTENS JEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIONIMA COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOI'O CpescTBa TpeOoBaHMAM (apmakoreiiHol craTby JMOO0 B CilIydae ee
OTCYTCTBHSI HOpPMATUBHON JOKYMEHTAIMH UM HOPMATHBHOI'O JOKYMEHTAa;

2) paspelieHHe YMOJHOMOYEHHOTO (enepalbHOro OpraHa HCIOJHUTEILHONH BJIACTH HAa BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJICHHBIX 4acTbio 3 crtaTbu 47
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HacTosero denepanbHOro 3aKoHa.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 . N 409-P3 6 uacmv 2 cmamvu 49 nHacmoswezo
DedepanbHo20 3aKOHA 6HECEHbl USMEHEHUs, GCMYNalowue 6 CULy no UCMeYeHUuU mpuoyamu OHel nocie
OHs 0puyuanbHo20 onyoOIUKOBAHUS HA38AHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. JIOKyMeHTBI, yKa3aHHble B NMyHKTax | M 2 yactu | HaACTOSIEW CTaThbU, MPEJCTABISIOTCS B
TaMOXeHHBbIe opraHbl Poccuiickoit deneparuu npyu NpHOBITHN JIGKAPCTBEHHBIX CpelcTB B Poccuiickyro
®denepanuio.
TAPAHT:

CMm. komMeHTapuu K ctatbe 49 HacTosero denepabHOrO 3aKOHA

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 29 utons 2015 2. N 160-D3 6 naumenosanue cmamvu 50 Hacmosueco
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

CMm. mekcm HAUMEHOBAHUS 8 NPeOblOyuell pedaKyuu
Crarbsi 50. BB03 nekapcTBeHHBIX mpenaparoB B Poccuiickyro ®Denmepanuio s JTHUYHOTO
UCIIONIb30BAaHUsI W WHBIX HEKOMMEPYCCKUX I, a TakKe I HWCIOJIb30BaHUS Ha
TEPPUTOPUN MEKIYHAPOIHOTO MEAUIIMHCKOTO KIlacTepa

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-@3 6 uwacmv I cmamvu 50 nHacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, 6CMYNnalowue 6 CUIy no UCMeYeHUuu mpuoyamu OHel nocie
OHs 0puyuanvbHo20 0nyoIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. JlekapcTBeHHBIE mpemnaparbl MOTyT ObITh BBe3eHbl B Poccuiickyro ®enepanuto 6e3 yuera
TpeGOBaHUH, IPEaYCMOTPEHHBIX dacTsamu | - 4 crateu 47, ctatbsamu 48 u 49 Hactosmero deaepanbHOro
3aKOHA, €CJIM OHM MPEIHA3HAYEHBI JUIS:

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 2 urwonsa 2016 2. N 163-D3 nynkm 1 wacmu I cmamou 50 nacmosweeo
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOL PeOaKyUU

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu

1) 1MYHOrO MCHONB30BaHUS (PU3NUECKUMH JUIaMU, TpuObBIIMMU B Poccuiickyro ®deaepanuio.
IIpp stom BBO3 B Poccuiickyro @enepanuio JIEKapCTBEHHBIX  IIPENapaTroB,  COAEPKALIUX
CHJIbHOJICHCTBYIOIIME M (MJIM) SJOBUTHIE BEIIECTBA, BKJIIOUYEHHBIE COOTBETCTBEHHO B CITHCOK
CHUJIBHOJICVCTBYIOIIMX BELIECTB JJIA LEJIEH YroJIOBHOIO 3aKOHOJaTenbcTBa Poccuiickonn denepannu U B
CIIMCOK SAOBUTBHIX BEIECTB JUIA LEJ€ YroJIOBHOrO 3akoHonaarenscTBa Pocculickoir denepanuy,
yTBepxkaeHHbIe [IpaButenscTBoM Poccuiickont deneparnuy, OCyIIECTBISIETCS MPU HAIUYUHA JOKYMEHTOB
(3aBepeHHBIX KOMUN JTOKYMEHTOB WJIM 3aBEPEHHBIX BBIMHCOK U3 HHUX), MOJITBEPXKAAIOLINX HAa3HAUEHUE
buznyecKkoMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX IMpenapaToB (3a HUCKIIOYEHHEM JIEKapCTBEHHBIX
IIpEIaparoB, 3aperucTpupoBaHHbiX B Poccuiickoit @enepanuu u otnyckaemMbix B Poccuiickont denepaunu
0e3 perenTa Ha JEKapCTBEHHBIN mpenapar). [loaTBepkaaromuye TOKyMEHTHI (MX 3aBEPEHHBIC KOIHH I
3aBEpPEHHbIE BBIMMCKA M3 HUX) JOJDKHBI COJAEp)KaTh CBEIACHHUS O HAMMEHOBAHWUM M KOJIMYECTBE
HA3HAYEHHOI'0 JIEKApCTBEHHOro Mmpemnapara. B ciydae, eciau mNoATBep)KIaronIe JOKYMEHTHI (KX
3aBepEHHBIC KOMUU WM 3aBEPCHHBIC BBITUCKA W3 HUX) COCTaBJICHBI HAa WHOCTPAHHOM S3BIKE, K HHUM
IIPUJIAraeTCs HOTapUAJIbHO 3aBEPEHHBIN MTEPEBOJ HA PYCCKUN A3BIK;

2) WCMONb30BaHUA pabOTHUKAMU AWIUIOMATHYECKOTO KOpIyca WM MPeICTaBUTEISIMH
MEKIyHapOAHBIX OpraHu3aluii, akKpeIuToBaHHbIX B Poccuiickoit denepanny;

3) neuyeHHs MACCAXUPOB U UJICHOB OSKUIIAXKEW TPAHCIOPTHBIX CPEICTB, MOE3IHBIX OpUraz u
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BOJUTENICH TPAHCIIOPTHBIX CPEACTB, NpHOBIBIINX B Poccuiickyro deneparuto;
4) nedeHust y4aCTHUKOB MEKIyHAPOIHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPOINPUATUNA U YHACTHHUKOB
MEXIYHAPOAHBIX IKCIECIULINAN;
Wndopmarius 06 n3MEHEHHSX:

Ilynkm 5 usmenen c 13 aseycma 2019 a. - @edepanvruiii 3akon om 2 aseycma 2019 e. N 297-D3

Cm. npeovloywyio peoakyuio
5) JeyeHHs KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300CaJax, LHUpKax, OKeaHapuyMax,
nenbQUHApUAX, JICUYEHUS TUKUX S>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEJSIOUIMX TEPPUTOPUIO
Poccuiickoit denepanuu, HaXOISAIIUXCA B COCTOSHUU ECTECTBEHHON CBOOOIBI M NPUHAAISKAMIUX K
BHUJIaM, 3aHeceHHbIM B KpacHyro kuHury Poccuiickoii ®denepanumu u (WIM) KpacHbIe KHUTH CyOBEKTOB
Poccniickoii ®@enepanuu, a TakkKe >KUBOTHBIX, BBO3MMBIX B Poccuiickyro denepanuro Uil y4acTus B
CIIOPTUBHBIX U 3PEJUILHBIX MEPONPUATHUSAX;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 29 wuious 2015 e. N 160-@3 uyacme [ cmamwvu 50 nacmoswezo
DedepanbHo20 3aKOHA OONOIHEHA NYHKMOM 6
6) UCTIOJIB30BAHUS HA TEPPUTOPUHU MEXKTYHAPOJIHOTO MEIUIIMHCKOTO KacTepa.

Undopmarus 06 n3MEHEHHSX:

DedepanvHuim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uyacmv 2 cmamvu 50 nHacmosue2o
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, 6Cmynaowue 8 CUIy no UCMeYyeHuu mpuoyamu OHel nocje
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
2. B ciyyasix, IpelyCMOTPEHHBIX 4acThi0 | HACTOAILIEH cTaThH, AOIYyCKaeTcsl BBO3 B Poccuiickyro
®denepannio JIEKapCTBEHHBIX NIPENapaToB, HE 3aperucTpupoBanHbIxX B Pocculickon denepanuu.

Wndopmarys 06 m3MEeHEHUAX:

Deoepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uacmv 3 cmamvu 50 Hacmoswezo
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
3. JlekapcTBEeHHbIE MpenapaThl, NpeAHa3HAYCHHbIE I TyMaHUTApHON MOMOIH (COACHCTBUS) WU
IIOMOIIMA IpU 4YPE3BbIYAWHBIX CHUTyalHsX, BBO3iATCA B Poccuiickyro @enepanuio B IOPSJKE,
ycraHoBiaeHHOM [IpaBurensctBoMm Poccniickoit ®enepanuu. 3amnpemaercs BBo3 B Poccuiickyro
denepannio He3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAPATOB, IPEAHA3HAYEHHBIX I TyMaHUTapHOU
HOMOIIH (COJIEHCTBHSA) MU TIOMOLIH ITPU YPE3BbIYANHBIX CUTYaIHSIX.
TAPAHT:

CwMm. KOMMCHTApHHU K CTAaThC 50 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Cratbs 51. CoTpyaaudecTtBo ¢eaepalbHOTO OpraHa UCIOJIHUTEIFHON BJIACTH, YIIOJHOMOYEHHOTO
B 00JacTH TaMOXEHHOTO JeNa, W JAPYTuX YIOJTHOMOUYEHHBIX (elIepaibHBIX OpraHOB
HACIIOTHUTETbHON BIACTH
1. VYnomnomoueHHble ¢efepanbHble OpPraHbl HMCIOJHUTENBHOW BIACTH TMPEJOCTaBISIOT B
pacniopsbkeHne (eaepaJbHOrO OpraHa HUCIHOJHUTENbHOM BIAcTH, YIOJIHOMOYEHHOro B o0iactu
TaMO>KEHHOTO JIeJla, TOCYJapCTBEHHBI pPEeCTp JEKapCTBEHHBIX CpPEICTB, a Takke HHPOPMAIUIO O
BBIJAHHBIX pa3spClliCHHUAX Ha BBO3 KOHKpGTHOfI mapTu JICKApCTBCHHBIX CPEACTB B Cliydadx,
YCTaHOBJIEHHBIX 4acTbio 3 ctarbu 47 HacTosero denepanbHOro 3akoHa.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 6 Oexkabpsa 2011 2. N 409-P3 6 uacmv 2 cmamvu 51 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CUILY No UCMeYeHUuUu mpuoyamu OHell nocie
OHAL 0huYUaAIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA
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Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. depepanbHBId OpraH UCIOJIHUTEIBHOW BIIACTH, YIOJTHOMOUYEHHBIH B OOJIACTH TaMO>KEHHOTO
nena, UHGOpMHUpYeT yKazaHHbIE B YacTh | HACTOSIIEH CTaTbU YNOJIHOMOYEHHBIE (eiepalibHble OpraHbl
WCIIOJIHUTEJIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro denepanuio U BBIBO3E
JIEKapCTBEHHBIX cpeAcTB u3 Poccuiickoii @exepanuu no ¢opme U B MOPSAKE, KOTOPbIE YCTAaHOBJICHBI
[IpaBurensctBoM Poccuiickoit denepanuu.
TAPAHT:

CMm. xomMmeHTapuu K ctatbe 51 HacTosero denepabHOrO 3aKOHA

I'naBa 10. ®apmaneBTHYeCcKasi 1eATEJbHOCTD

T'APAHT:

Cm. TocymapctBeHHyro mporpammy P® "Pa3Butue dapmarieBTHUECKOH H  MEAMIIMHCKON
npomsblnieHHocTy" Ha 2013 - 2020 rr., yrBepxaeHHyto nocranosienueMm [lpaButensctBa PO ot 15
arnpenst 2014 r. N 305

Cratbs 52. OcyniectBiieHne GpapMaeBTHYECKON IEATEITBHOCTH

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akoHom om 25 noaopsa 2013 2. N 317-@3 6 uacms 1 cmamvu 52 nacmoswezo
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUs

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

1. ®apmareBThueckas JeSTeIbHOCTH OCYIIECTBISETCS OPraHU3AlMsIMH ONTOBOM TOPTOBIH
JIEKApPCTBEHHBIMU  CPEACTBAMH,  aNTCYHBIMA  OpPraHU3aIMsIMU,  BETEPUHAPHBIMU  ANTEYHBIMHU
OpraHHU3aIUsIMU, WHIAUBUAYAIbHBIMU peIpUHUMATEISIMH, UMEIOIIIMHU JTUICH3UIO0 Ha
(dapManeBTUYECKYI0 JIeATEIbHOCTh, MEIUIMHCKUMH OPTaHH3ANMSIME, WMCIONIMMH JIMICH3UIO Ha
dbapMalleBTUYECKYI0 JEATeIbHOCTh, M WX O000COOJCHHBIMU TMOJpa3ACTICHUSIMH (aMOYJIaTOPHIMH,
denpamepckuMu U HenpaIepCcKo-aKyepCKUMH MTyHKTaMU, IIEHTpaMu (OTeIeHUsIMHU) 00111el BpaueOHOM
(cemeiiHOM) MPaKTUKH), PACTIOJIOKEHHBIMUA B CENbCKUX HACENEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHble  OpTraHM3allid, W  BETCPUHAPHBIMU  OpPraHU3AMSIMH, UMEIOIMIUMH  JIUIEH3UI0  Ha
(dbapMaleBTUYECKYIO 1eATEeIHbHOCTb.
TAPAHT:

CM. MeToMYecKre YKa3aHus MO OCYIIECTBICHHIO OpraHaMu rOCyAapCTBEHHON BiacTu cyObekToB PO
nepeaHHbIX nosHoMounit P® no nuiieH3supoBaHuio papMaleBTUYECKON AeATeIbHOCTH, YTBEPKICHHbBIE
npukazom Munszapascoipa3sutus Poccun ot 6 nrons 2008 r. N 2631

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim  3akonom om 27 utons 20102, N 192-@3 yacme 2 cmamwvu 52 nacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PEOaKyuu

Cm. mexcm uacmu 6 npedvloywett pedaKyuu

2. @wuzuyeckue JHUIAa MOTYT OCYHIECTBIATH (hapMalleBTUUYECKYIO NIEATEIbHOCTh MPU HATUIUH
BBICIIETO WJIM CpeaHero ¢apMareBTUYeCKOro o0pa3oBaHus U cepTU(HKATA CIICIMAITNCTA, BBICIIETO HIIH
CpEeIHEro BETepUHAPHOTO O0pa3oBaHMs U cepTU(UKATA CHEIHATUCTA, a TAaKKe BBICIIETO WIU CPEIHETO
MEIUIIMHCKOTO Oo0pa3oBaHus, cepTU(]HKaTa CHIEeNUaTUCTa U JOTOJHUTEIHLHOTO MPOQPECCHOHAIBHOTO
0o0pa3oBaHUS B YaCTU PO3HUYHON TOPTOBJIM JICKAPCTBEHHBIMH MperaparaMy MpU YCIOBUU UX PabOTHI B
000CO0JIEHHBIX MTOPA3ICICHHUSIX METUIIMHCKUX OPTaHU3aIlii, YKa3aHHBIX B YacTH | HACTOSIIECH CTaThH.

TCAPAHT:

CMm. KOMMeHTapuH K cTaThe 52 HacTosmero denepanbHOro 3aK0Ha

Wndopmarus 06 H3MEHEHHSX:
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DeoepanvHulti 3akon donoanen cmamvetl 52.1 ¢ 29 nosabps 2019 e. - Dedepanvhuiii 3akon om 28
Hos0psa 2018 2. N 449-D3
Cratbs 52.1. BBog B rpakaaHcKuii 00OpOT JIEKAPCTBEHHBIX IPEMapaToB ISl MEAUIIUHCKOTO
MPUMEHEHUS

1. Ilepen BBOJIOM B TpayKIaHCKH 0OOPOT KaXKJIOM CEpUU WM KaXJIOW MapTHH IMPOU3BEICHHOTO B
Poccuiickoit deaepaiuu JEKapCTBEHHOrO Mpenapara JJjisi MEAULIUHCKOTO IPUMEHEHHUS], 38 UCKIOUYEHUEM
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB, IPOU3BOJUTENb TAKOTO JIEKApCTBEHHOTO Ipenapara
npencTaBisier B (eepanbHBIA  OpraH HCIOJHUTEIBHONW BJIACTH, OCYIICCTBISIONIMN (QYHKIMHA TIO
KOHTPOJIIO ¥ Ha/A30py B cdepe 3ApaBOOXPAHECHUS, JTOKYMEHT MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEJICTBA,
MOATBEPKJAIOIINNA KAa4eCTBO JIEKAPCTBEHHOI'O IperapaTa, M MOJATBEPKACHUE YIOIHOMOYEHHOTO JIHIIA
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB COOTBETCTBHS JIEKAPCTBEHHOI'O IIpernapara TpeOOBaHUSM,
YCTaHOBJICHHBIM TP €r0 FoCyJapCTBEHHON pEerucTpaiy.

2. Tlepen BBOJOM B TPaKIAHCKHH OOOPOT KAXKIOM CEpUM WM KaXKIOH MapTHH BBO3UMOIO B
Poccuiickyro denepanuio JIEKapCTBEHHOTO Mpenapara Jjisi MEAUIUHCKOIO IPUMEHEHUS, 3 UCKIIOUCHUEM
MMMYHOOMOJIOTHYECKUX  JIGKAPCTBEHHBIX  MpemapaToB, OpraHU3alus, OCYIIECTBISAIONIas  BBO3
JeKapcTBEHHOro mpemnapara B Poccuiickyro ®enepanuio, NpeAcTaBiseT B (eAepalbHbIA  Oprax
UCIIONTHUTENIbHOM  BIIACTH, OCYIIECTBISIOMIMN (YHKIMM 1O KOHTPOIIO M Ham3opy B cdepe
3IpaBOOXpAaHEHUs], CEepTU(PHUKAT TMPOU3BOIAUTENSI  JIGKAPCTBEHHOTO  CPEACTBA,  YJIOCTOBEPSIOUIUI
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOI'O MpernapaTta TpeboBaHUsAM (apMaKonelHol cTaThy, a B CiIy4ae
OTCYTCTBHUS (papMakOINEHHOW CTaThWl TPEOOBAHUSM HOPMATHBHOW JOKYMEHTAIMH, W TIOJATBEPIKICHHE
MPEACTABUTENS] OpraHu3aliy, OCYIIECTBIIAIONICH BBO3 JIEKAPCTBEHHOro Impenapara B Poccuiickyro
degepannio ¥ yIOJIHOMOYECHHON HHOCTPAHHBIM MTPOU3BOIUTENIEM JICKAPCTBEHHBIX CPEJICTB, COOTBETCTBUS
BBO3MMOI'O JICKApPCTBEHHOT'O Ipernapara TpeOOBaHUSAM, YCTAHOBJICHHBIM IPU €ro TroCyAapCTBEHHOM
perucTpaim.

3. Ilopsimok mpeacTaBi€HUs B COOTBETCTBUM C 4HacTsMU | U 2 HACTOALIEH CTaTbU JOKYMEHTOB U
CBEJICHUN O JIEKApPCTBEHHBIX TMperapaTax, BBOAUMBIX B TPAKIAHCKHN O0OOpPOT, YCTaHABIMBACTCS
IIpaBurenscTBOM Poccutickon denepanum.

4. B oOTHOLIEHUM MEPBBIX TPEX CEpPUNl WM NapTURl JIEKAPCTBEHHOrO IIpernapaTa, BIIEpPBbIE
npousBeseHHoro B Poccuiickon @enepaunu Wid BoepBble BBO3UMOro B Poccuiickyro dexpepanuro, B
dbeneparbHBI OpTaH UCHOJHUTEILHON BIIACTH, OCYIIECTBISIONINI (DYHKIIUU MO KOHTPOJIIO U HAJ30py B
cdepe 3IpaBoOOXpaHEHUs], TOTIOJHUTENHHO MPEICTABISAETCS MPOTOKOJ UCTIBITAHUN O COOTBETCTBHH CEPUU
WM TapTUM JIEKAPCTBEHHOTO TMperapaTra s MEIUIMHCKOTO TMPUMEHEHHS T0Ka3aTelsiM KadecTBa,
MPEeIyCMOTPEHHBIM HOPMATHBHOM JIOKyMEHTallMel (Janee - MPOTOKON WCHBITaHHM), MPOBOJUMBIX
AKKPEJIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOATEILCTBOM Poccuiickoit denepaiiuu 006 akKpeauTauu B
HAI[MOHAJIBHOW  CHUCTEME  aKKpeauTaluu  QenepalbHBIMH  TOCYAAPCTBEHHBIMU  OIOKETHBIMH
VUPEKIACHUSIMUA,  TOJBEJOMCTBEHHBIMU  (enepaqbHOMYy  OpraHy  HMCIOJHUTEIBLHOM  BJACTH,
OCyHIECTBIISIfOIEMY (YHKIMHM TIO BBIPAa0OTKE U pealnu3alliil TOCYyJapCTBEHHOW TOMUTHKU H
HOPMATHBHO-TIPABOBOMY  PETYJIMPOBAHHIO B cdepe 3apaBooXpaHeHUs, U ¢eJepabHOMY OpraHy
UCTIOTHUTENILHOM BJIACTH, OCYIIECTBISIONIEMY (YHKIMH 10 KOHTPOIIO U Haa3opy B cdepe
3apaBooxpaneHus. [lopsmok BbIIauM yka3aHHBIMU (PeepaTbHBIMH TOCYJAPCTBEHHBIMH OFOKETHBIMHU
YUPEKICHUSIMUA JAHHOTO MPOTOKOJIA U pa3Mep IJIaThl 32 €ro BblAauy ycTaHaBiuBaroTcs [IpaBuTenbcTBOM
Poccuiickoit @enepanuu.

5. Exxerogno He mo3aHee | deBpains mpon3BOAUTENH JIEKAPCTBEHHBIX CPEACTB WU OpPTaHU3AINU,
OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro dexpeparuio, MPEACTaBISIOT B
denepanbHBI OpraH UCTOTHUTENHLHON BIACTH, OCYIIECTBISIOMNN (PYHKIIMH MO KOHTPOIIO U HAa30py B
chepe 3m1paBoOOXpaHEHHs, MPOTOKOJ HUCIIBITAHUN MOCTYNHBIIETO B TEUEHUE TOJIa B TPAXKIAHCKUNA 000pOT
JICKapCTBEHHOTO TpernapaTa KOHKPETHOTO TMPOU3BOAUTENsSI (Ha OJHY CEpPHI0 KaXIOro TOPTrOBOTO
HAaWMEHOBAHMS C YYETOM JIEKAPCTBEHHOW (DOPMBI U JO3WPOBKHU), MPOBOJUMBIX AKKPEAUTOBAHHBIMH B
COOTBETCTBUHU C 3aKkoHOAaTenscTBOM Poccuiickoit ®enepanuu 00 akKpeAMTAllMd B HAIMOHAIBHOMN
CHUCTEME aKKPEJAUTAIIMH UCTIBITATeILHBIMU JTa00paTopusiMu (IIEHTpamMu ).
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'APAHT:

[Tynkt 6 BcTynaet B cuity ¢ 28 Hosi0pst 2018 1.

6. IlpousBomuTenu JIEKAPCTBEHHBIX CPEACTB WM OpPraHU3alMd, OCYILECTBISIOLUIME BBO3
JIEKapCTBEHHBIX IpenapartoB B Poccuiickyro denepannio, He MEHEE YeM 3a OJMH TOJ JI0 IJIAHUPYEMBbIX
IPUOCTAHOBJICHUSI WM IIPEKpAILLEHUs] IPOU3BOJCTBA JIEKAPCTBEHHBIX IIPEMapaToB WJIM HMX BBO3a B
Poccuiickyro ®enepanuio yBeAOMIISIOT 00 3ToM (enepanbHBIi OpraH HMCHOJHUTEILHON BJIACTH,
OCYILIECTBIISIONINIA (D)YHKIIMU 10 KOHTPOJIIO M HAA30pY B chepe 3apaBooxpaHeHus U (eaepanbHblil opran
UCIIOJTHUTENIbHOM  BJIACTH, OCYIIECTBISIONIMK ~ (QYHKIMM 1O  JIMIEH3UPOBAHHIO  MPOM3BOJACTBA
JIEKapCTBEHHBIX CPEJICTB.

7. BBoa B rpakIaHCKUi OOOpPOT KaKIOH CEPUHM WM KKIO0M MapTHH UMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOIr'0 Ipenapara, mpousBeaeHHoro B Poccuiickoin denepannu uinm BBo3uMoro B Poccuiickyro
Qenepalliio, OCYIIECTBISETCS Ha OCHOBAaHMHM pa3pelleHUs, BBLAAHHOTO (eaepaabHbIM OPraHoOM
UCTIOJIHUTENIPHOW ~ BJIACTH, OCYIIECTBIIIOIIMM  (YHKIMM 10 KOHTPOJII MW HAm30py B cdepe
3IpaBOOXpAaHEHUs, HA OCHOBAaHWU BBIIAHHOTO (enepalbHBIMH TOCYAAPCTBEHHBIMU OIOKETHBIMU
YUPEKICHUSMU, YKa3aHHBIMU B YacTh 4 HACTOSINEW CTaThH, 3aKIIOYCHHUS O COOTBETCTBUU CEPUU WIIU
napTUd UMMYHOOHOJOTHYECKOTO JIEKAPCTBEHHOTO Ipemnapara TpeOOBAaHUSM, YCTAHOBJICHHBIM IIPU €ro0
rocy/apcTBeHHON peructpauuu. [lopsaok Bblgauu paspelieHus Ha BBOJA B IPakJaHCKUN 00OpOT cepuu
WIM TApTUU UMMYHOOMOJIOTUYECKOTO JICKAPCTBEHHOT'O Mpenapara, a TakKe MOPsI0K BbIIa4l yKa3aHHOTO
3aKJIIOYEHUs M pasMep Iulatel 3a €ro Bblgady ycraHasiuparorcs IIpaButensctBom Pocculickon
®enepanuu.

8. 3a HempejacTaBICHUE WIM HECBOEBPEMEHHOE IIPEJICTaBICHUE JOKYMEHTOB U CBEJICHUH,
MPEeAyCMOTPEHHBIX yacTsaMu 1, 2, 4, 5 u 6 HaCTOAILLEH CTaThbU, TPOU3BOAUTEIIN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3aliy, OCYIIECTBIIAIOIINE BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyto Denepauuio, HeCyT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit @enepanuu.

Undopmarius 06 n3MEHEHHSX:
Yacmv 9 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

Cm. npedvloywyro peoaKyuio

9. llpencraBneHre NOKYMEHTOB M CBEIEHUH, MPENYCMOTPEHHBbIX uacTsmu 1, 2 u 4 Hacrosuien
CTaTbU, U IIOJYYEHHE MPEIYCMOTPEHHOIO 4YaCThbIO 7/ HACTOSIIEW CTaTbU pa3pelieHUus Ha BBOJ
MMMYHOOHMOJIOTHYECKOTO JIEKapCTBEHHOTO Ipenapara B TIpaXIaHCKUA o000OpoT He TpeOyroTcs B
OTHOLIEHUU JICKAPCTBEHHBIX IIPENaparoB, MPEIHA3HAYCHHBIX U1 IPOBEICHHUS  KIMHUYECKHUX
WCCJIEIOBAHNM JIEKAPCTBEHHBIX IPENapaTroB, IPOBEICHUs DKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB JIA
OCYILECTBIIEHUSA T'OCYJAapCTBEHHON DPETUCTpALMU JICKAPCTBEHHBIX IIPENApaTOB, a TAKXKE B OTHOILLICHUU
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, NMPEIHA3HAYCHHBIX I OKA3aHUsS MEIULHUHCKOMN
MIOMOILX I10 >KM3HEHHBIM IIOKa3aHWSAM KOHKPETHOIO IAallMEHTa WM TPYMNIbl MAallMEHTOB, BBO3UMBIX B
Poccuiickyro @enepanuio B COOTBETCTBUU ¢ vacTsiMu 3 W 3.1 crarbu 47 Hactosimero denepaabHOro
3aKOHa.

10. Ilpu BBIABIIEHUMU B TpakJaHCKOM OOOpOTE CEpUU WIM MapTUHU JIEKApCTBEHHOTO Iperapara,
JOKYMEHTBl M CBEJIEHUS O KOTOPBIX, MPENYyCMOTpEHHble dacTaMu |, 2 WM 4 HacTosIIEed CTaTbu, HE
NpEJCTaBICHbl B (efepalbHbIi OpraH HCHOJHUTENIbHON BIACTH, OCYIIECTBISIIOIIMA (QYHKIUH IO
KOHTPOJIIO U Ha/a30py B cdepe 37paBOOXpaHEHHUs, JUOO cepud WIM MapTUH HUMMYHOOHOJIOTHYECKOTrO
JIEKapCTBEHHOI'O Tpernapara, HE HWMEIOIIUX pa3pelieHuss Ha BBOA B TPaXJaHCKHM  000poT,
IOPEIYCMOTPEHHOTO0 4YacThbi0 7 HACTOALIeW cTaTbM, (enepalbHbIi OpraH MCIOJHUTEIbHOM BIACTH,
OCYHIECTBISIOIUN (QYHKIIMM [0 KOHTPOJI M Haa30py B cdepe 37ApaBOOXpaHEHUs, B TOPSIKE,
ycranosieHHoM IIpaBurensctBom Poccuiickonn @enepanny, NPUHUMAET pEUICHHUE O MPEKPALLCHUU
rpa)XAaHCKOro 000pOTa TaKUX CEPUU WIIM MApTUH 10 IPEICTaBICHUS YKa3aHHBIX TOKYMEHTOB U CBEJICHUI
100 MOTyYeHHs YKa3aHHOTO pa3pereHHs.

Wudopmanust 00 n3MEHEHHSAX:

DedepanvHulil 3axon donoanen cmamveti 52.2. ¢ 1 cenmsabps 2023 2. - @edepanvhwiii 3ako0H om 2 uoasl
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2021 2. N 317-@3
Cm. 6y0ywyro peoakyuio

Cmamows 53 usmenena c 1 ausaps 2018 2. - @edepanvhuiii 3axon om 29 urons 2017 . N 278-D3

CMm. npedbloywyro pedaKyuio
Crarbs 53. [Ipogaxa, mepenada JEKapCTBEHHBIX CPEJICTB OPraHU3aIMsIMU ONTOBOH TOPTOBIU
JICKapPCTBEHHBIMU CPEACTBAMHU

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena c 29 oexabps 2020 e. - @edepanvhwiii 3axon om 27 dexabps 2019 2. N 481-D3

CMm. npedvloywyro pedaKyuio

1. Opranusaiyu onToBOM TOPTOBJIH JIEKAPCTBEHHBIMU CPEJACTBAMU MOTYT OCYIIECTBIISATD MPOJIAKY
JICKapCTBEHHBIX CPEACTB WJIHM IEepelaBaTh MX B YCTAHOBJICHHOM 3aKOHOJATEILCTBOM Poccuiickoit
Ddeneparun nopsake (3a UCKITIOUEHHEM (hapMaleBTHUECKOM CyOCTaHIIMM CITUPTa 3TUIIOBOTO (3TaHOJIA):

1) apyruM opraHu3aIysaM OMTOBOW TOPTOBIH JICKAPCTBEHHBIMU CPEIICTBAMU;

2) IpOU3BOIUTEISAM JICKAPCTBEHHBIX CPEACTB IS 1IeJIei MPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB;

3) anTeuHBIM OpraHU3aIUSAM U BETCPUHAPHBIM alITCYHBIM OPTaHU3AIUSIM;

4) HAyYHO-HMCCIIEIOBATEIIbCKMM OPTaHU3aIUAM [T HAYYHO-MCCIIeI0OBATEIbCKON PabOThI;

5) WHOUBUAYaIbHBIM MNPEANPUHUMATEISIM, HMCIOIIMM JIMIEH3UIO Ha (apMareBTHUECKYIO
JeSITeIbHOCTD WJIH JIMIIEH3UI0 Ha MEIUIIUHCKYIO JeSITeIbHOCTD,

Undopmarus 06 n3MEHEHHSX:

Ilynkm 6 uzmenen c 6 ageycma 2019 2. - @edepanvusiii 3axkon om 26 uioasn 2019 2. N 240-D3

Cm. npeovloywyio peoakyuio
6) MEOUIMHCKUM OpraHu3alusM, B TOM 4YHUCIE CO3JaHHBIM U 3aperuCTPUPOBAHHBIM B
COOTBETCTBUU C 3aKOHOJATEICTBOM MHOCTPAHHOTO TOCy1apcTBa - wieHa OpraHu3anuu SKOHOMHUYECKOTO
COTPYJHMYECTBA W  pa3BUTHUA  HMHOCTPAHHBIM  IOPUIUYECKMM  JIMIAM,  WHAMBHUIYAJIBHBIM
IpEeIIPUHUMATENSAM, SBISIOMIMMCS yYaCTHUKaMU MPOEKTa B COOTBETCTBHM ¢ DesiepanbHbiM 3akoHOM "O
MEXIyHapOJAHOM MEIHMIMHCKOM KJIACTEpE M BHECEHMM M3MEHEHMH B OT/AEIbHBIE 3aKOHOAATEIIbHBIC aKThI
Poccuiickoit @denepanun', u BeTeprHAPHBIM OPraHU3ALMIM;
Wndopmarus 06 n3MEHEHHSX :
Ilynkm 7 usmenen c 13 aseycma 2019 2. - @edepanvhsiii 3axon om 2 aseycma 2019 2. N 297-D3
CMm. npedvloywyro pedaKyuio
7) opraHM3anMsM M HWHAMBUIYAJIbHBIM MpPEINPUHUMATEISIM, OCYLIECTBISIONIMM pa3BeJeHHE,
BBbIpAlIMBaHUE U COEPKAHHUE )KUBOTHBIX (32 UCKIIOUEHHUEM MPOJAXH UM (papMalieBTHUECKUX CyOcTaHIUil
WIN UX TepeayH).
Wudopmanust 00 N3MEHEHUSX:
Yacmo 2 usmenena c 29 oexabps 2020 e. - Dedepanvhuiii 3axon om 27 dexabps 2019 e. N 481-D3
Cwm. npedvioywyio pedaxyuio
2. OpraHu3anuy ONTOBOM TOPIrOBIM JIEKAPCTBEHHBIMU CPEACTBAMU HE BIIpaBE OCYLIECTBIIATH
npojaxy (mepemady B YCTaHOBIIEHHOM 3aKOHOJATenbcTBOM Poccuiickoit ®Penepauuu  mopsiake)
(dapmareBTUIeCKON CyOCTaHIIUU CIIUPTA STUIIOBOTO (9TAaHOA).
TAPAHT:

CMm. koMMeHTapuH K cTaThe 53 HacTosmero denepanbHOro 3aK0Ha

Wudopmanust 00 N3MEHEHUSX:

Cmamus 54 usmenena ¢ 26 mapma 2022 2. - @edepanvhuiil 3akon om 26 mapma 2022 2. N 64-D3
Cm. npedvioywyyro pedakyuio
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Crarba 54. [TpaBuiia 0nTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU

1. OnroBas TOProBJid JICKAPCTBCHHBIMHU CPCACTBAMU OCYHICCTBIIACTCA IMPOU3BOJUTCIISIMUA
JICKAPCTBEHHBIX CPEACTB W OpraHU3alUsMU ONTOBOM TOPTIOBIM JICKAPCTBEHHBIMH CpPEJICTBAMHU IIO
IpaBUiIaM HaAJIeKaIeld AUCTPUOBIOTOPCKON MPAKTUKU M MpaBHJIaM HaJUIKAIIeH NMPaKTHKUA XpaHEHUS U
MEPEBO3KU JIEKAPCTBEHHBIX MPENapaToB, YTBEP)KIECHHBIM COOTBETCTBYIOIIMMH YIOJTHOMOYEHHBIMU
benepanrbHBIMU OpTaHaMU UCTIOTHUTEILHOM BIIACTH.

2. Opranuzanusi ONTOBOM TOProBIM JIEKAPCTBEHHBIMU CpeACTBaMH o0O0s3aHa COOIIOAATH
npeJieNIbHBIE CPOKU OTTPY3KH 3aTpeOOBAaHHBIX aNTEYHON OpraHU3aIMel JeKapCTBEHHBIX MpPEnapaToB IS
MEAMIIMHCKOTO MPUMEHEHHSI U HE BIIPaBe OTKA3bIBATh allTEYHON OpraHMU3alllK, C KOTOPOH y Hee 3aKIII0YeH
COOTBETCTBYIOIINI JOTOBOP O MOCTaBKaX JIEKAPCTBEHHBIX MPENapaToB JJIsi MEIULIUHCKOTO IPUMEHEHUS, B
MOCTABKE JICKAPCTBEHHBIX IMPENapaToB A MEIUIIMHCKOTO NPHUMEHEHHUs MpH HaJIWuuu 3aTpeOOBaHHBIX
JICKAPCTBCHHLIX TIIpCHaparoB IJjid MCAWLIUHCKOTO MHNPUMCHCHHA Y OpraHHU3alnun ONTOBOH TOPIroBJIH
JIEKapCTBEHHBIMU cpefcTBaMu. [IpenenbHble CPOKM OTTPY3KH 3aTpeOOBaHHBIX aNTEYHOW OpraHu3aluei
JICKAPCTBCHHLIX MNPCIapaToB AJid MCAUIHUHCKOIO MPUMCHCHHA B 3aBUCUMOCTH OT PACIIOJIOKCHUA MECTa
OTTPY3KH  JIEKAPCTBEHHBIX  MpEenapaToB Uil  MEOUIMHCKOTO TNPUMEHEHHs  YCTaHABIMBAIOTCS
YIOJTHOMOYEHHBIM (heiepaibHIM OPTaHOM HCTIOTHUTEIIBHOM BIACTH.

T'APAHT:

CM. koMMeHTapuu K cTatbe 54 HacTosuero denepabHOr0 3aKOHA

CraTtbs 55. [lopsg0Kk pO3HUYHOM TOPTOBIIY JIEKAPCTBEHHBIMH MpenapaTaMu

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-dD3 6 uwacmv 1 cmamvu 55 nHacmosweco
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

1. Po3nuyHasi TOProBisl JIEKAPCTBEHHBIMU TperapaTaMyd B KOJIMYECTBaX, HEOOXOMMMBIX ISt
BBITIOJTHEHHST BpaueOHBIX ((eNbaiepckux) Ha3HAYeHWH WM Ha3HAYeHUH CHEeHaluCTOB B 00IacTH
BETEPUHAPUHU,  OCYIIECTBISCTCA  ANTEYHBIMM  OpPraHU3alMsIMH,  BETEPUHAPHBIMH  ANTEYHBIMHU
OpTraHHU3aIUsIMU, WHAUBUAYATbHBIMU MpepUHUMATEISIMH, UMEIOITUMHU TUICH3UIO Ha
(dbapMareBTUUECKyl0 JIeATeNbHOCTh, MEAUIIMHCKUMH OpTaHM3allMsIMH, HWMEIOIMIMMH JIMIEH3UI0 Ha
dbapMalleBTUYECKYI0 JI€ATeIbHOCTh, M WX O000COOJCHHBIMU TMOJpA3ACTICHUSAMH (aMOYJIaTOPHIMH,
denpamepckuMu U (HenbaIepCeKo-aKynepcKUME MyHKTaMU, [IEHTpaMu (OTIeIeHUsIMU) 00111el BpaueOHOM
(ceMeliHOI) IPAaKTHKH), PACTIONOKEHHBIMU B CEIbCKUX HACEICHHBIX MYHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHble  OpTraHM3allid, W  BETCPUHAPHBIMU  OpPraHU3AMSIMH, UMEIOIMIUMH  JIUIEH3UI0  Ha
dbapMalleBTUYECKYIO0 JIeATENbHOCTh. Pa3peleHa po3HUYHAsT TOPTOBIS TOJNBKO JIEKAPCTBEHHBIMH
nmpenapaTaMu, 3aperucTpupoBaHHbIMU B Poccuiickoit ®exepanuu WIU HU3TOTOBIEHHBIMU aANTEYHBIMU
OpraHU3aIUsIMU, BETEPUHAPHBIMH aNTCUYHBIMH OpTraHU3aIUsIMHU, WH/IMBUTy ATbHBIMU
OpeINPUHUMATEISIMU, HMMEIOIIMMU JIMICH3UI0 Ha (apMaleBTHUYECKYIO JesTeNbHOCTh. Po3HUYHAs
TOPTOBJISl JICKAPCTBEHHBIMHU TIpeNaparaM OCYIIECTBISIETCS 10 TPaBWJIAM HaJJIeXalled anTedHon
MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCIIOJIHUTEIHHON BIACTH.

Wudopmanust 00 n3MEHEHUSX:

Cmamovsa 55 oonoanena wacmoio 1.1 ¢ 3 anpena 2020 e. - @edepanvhusiii 3akon om 3 anpena 2020 e. N
105-D3
1.1. Po3Hu4Has TOProBilsl JIEKAPCTBEHHBIMU MpenaparaMy JUIsi MEAMIIMHCKOTO NpUMEHeHHus (3a
VCKJIIOUYEHHEM JIEKApCTBEHHBIX IPENapaToB, OTIYCKAEMBIX IO PELENTy Ha JIEKApCTBEHHBIM Ipernapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, a TaKkKe
CIHUPTOCOJIEPKAIIUX JIEKAPCTBEHHBIX MpPEnapaTtoB ¢ OOBEMHOHN J0jel 3TUIOBOrO CHHMpTa CBbIIIE 25
IPOLEHTOB) MOXET OCYIIECTBISTLCS  alTeYHbIMU  OpPTraHU3alMsIMHM  JUCTAHLIMOHHBIM  CIOCOOOM.
Po3HNMYHYIO TOPrOBIIIO JIEKaPCTBEHHBIMU MpENapaTaMy JUIsl MEAULIIMHCKOTO IPUMEHEHHSI TUCTAHIMOHHBIM
Croco0OM MOTYT OCYHIECTBJIATh aNTeUHble OpraHU3allid, UMEIOIIME JIMIEH3HIO Ha (apMaleBTUYECKYIO
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NEeSITEeIbHOCTh M COOTBETCTBYIOIIEE paspelieHHe (QenepaibHOro OpraHa MCIOJHUTEIbHOM BIIACTH,
OCYIIECTBIIAIONIEr0 (DYHKIUHU IO KOHTPOJIIO U Haa30py B cdepe 3apaBooxpaHeHus. [lopsnox Bbliaun
paspeleHusl Ha OCYIIECTBICHHE PO3HUYHOM TOPIrOBJIM JIEKAPCTBEHHBIMH IIpenapaTamMy AUCTaHLMOHHBIM
croco0oM, TpeOOBaHMs K alTeYHbIM OPraHU3alUsAM, KOTOPhIE MOTYT OCYIIECTBISITH TAKyI0 TOPTOBIIO, U
NOPSIIOK €€ OCYILECTBICHUS, a TAKXKE IpaBUia JOCTaBKU JIEKAPCTBEHHBIX IIPENAapaToB IpaKAaHaAM
ycranaBnuBatorcsi  [IpaButensctBoM  Poccmiickoit  ®epepanmu. Mudopmamuss 00 — omiaueHHBIX
(OTHYIIEHHBIX) U MTOJYYEHHBIX JIEKAPCTBEHHBIX MpenapaTax BHOCUTCS B CUCTEMY MOHUTOPHUHIA IBU)KEHUS
JIEKapCTBEHHBIX IPENapaToB Il MEAULMHCKOIO IIPUMEHEHHUs B IOPSAJKE, MPEAYCMOTPEHHOM 4YaCThbIO 7/
cratby 67 HacTosero PenepajbHOrO 3aKOHa.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 25 wnosaops 2013 2. N 317-@3 6 uacms 2 cmamvu 55 nHacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

2. Bujpl anTeyHbIX OpraHM3alUMi M TMpaBWJa OTIYCKAa JICKAPCTBCHHBIX MpPENapaToB JUIs
MEIMIIMHCKOTO TIPUMEHEHHUSI AalTeYHBIMA OPTAaHU3AIMSIMH, WHIUBHIYAJILHBIMH MPEIITPHHUMATEIISIMH,
UMCIOIIMMHU JIMLIEH3UIO Ha (hapMalleBTHUECKYIO JACATEIBHOCTD, & TAK)KE MPaBUiIa OTIYCKa JICKAPCTBEHHBIX
IperapaToB Il MEAUIIMHCKOTO TIPUMEHEHUST MESUITMHCKUMH OpTaHU3AIMSIMK, IMCIOIIIMMH JIUIIEH3UI0 Ha
(apMaIieBTUYECKYIO0 JICATEIBHOCTh, W HMX OO0OCOOJICHHBIMH MOJpa3JeieHUs MU  (aMOyJIaTOpHUsIMHU,
denpamepckuMu U (PesbaImepcKo-aKyepCKUMHE ITyHKTaMH, IIEHTpaMu (OTIACIICHUSIMHI) O0IIeH BpadyeOHOM
(ceMeiHOM) MPAaKTUKH), PACIIONIOKEHHBIMU B CEIILCKUX HACEJICHHBIX MYyHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPTaHMU3AIMH, YTBEPKIAIOTCS YIOJHOMOYCHHBIM (elepabHbIM OPraHOM HCIOJHUTEIILHON
BJIACTH.

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 3 wuiona 2016 2. N 305-@3 6 wacms 3 cmamou 55 Hacmosweco
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm uacmu 6 npedvloywei pedaKyuu
3. IlpaBuina oTIMycKa HAPKOTHUYECKUX CPEJICTB M ICUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBe JIEKAPCTBEHHBIX IMPEMapaToB, JEKAPCTBEHHBIX MIPENapaToB, COJCPKAIIUX HAPKOTHYECKHE
CpeICTBA W TICHXOTPOITHBIC BEMIECTBA, YTBEPKIAIOTCS YIIOJIHOMOYCHHBIM (efepaibHbIM OPraHOM
UCTIOTHUTENIbHOM BIACTH 1O COTJIACOBaHHMIO C (eaepanbHBIM OpPraHOM HCHOJHUTENBHON BIIACTH,
YIOJHOMOYCHHBIM B chepe BHYTPEHHUX JIEI.

Wndhopmarius 06 n3MEHEHHSX :

Yacmo 4 usmenena c 13 ageycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
4. JlekapcTBeHHbIEe Tpenaparbl Uil BETEPUHAPHOTO TPUMEHEHHUS TMOMAJIekKAT OTIYCKY
BETEPUHAPHBIMUA ANTCYHBIMH OPraHU3allMsIMH, BETCPUHAPHBIMU OPTaHU3AlUSIMH, WHIUBHYJTbHBIMH
OpEeINPUHUMATETISIMU, UMEIONIMMH  JIMICH3UI0 Ha  (apMaleBTUYECKYI0 JeATENbHOCTh. OTmyck
JICKAPCTBEHHBIX IMPEIapaToB JUIS BETEPHHAPHOTO MPUMEHEHHS OCYIIECTBISICTCS B COOTBETCTBHH C
npaBUaMy  HaANEXKAIlleld anTeyHOW TMPaKTHUKW JIGKAPCTBEHHBIX TpEraparoB i BETEPUHAPHOTO
MPUMEHEHUS, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM (he/IepaIbHBIM OPTaHOM HCIIOJTHATEIFHON BIACTH.

Wndopmarys 06 M3MEHEHUAX:
Yacmo 5 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio
5. llepeueHb MEIUIIMHCKUX OpraHM3allMi, HMEIOMIMX JIMIEH3UI0 Ha (apMaleBTHYECKYIO
NEeSTeNIbHOCTh, M HUX  O0OCOOJIEHHBIX  mojpasfeneHuid  (amOynaropuil,  denpamIepckux U
GenpaIepcKko-aKymepcKuX MyHKTOB, IIEHTPOB (OTaeleHui) oOmieil BpauyeOHOI (ceMeiHO) MpaKkTHKK),
PacIIOIOKEHHBIX B CEIbCKMX HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIC OPTaHU3AINH, a
TaKXKe IepeueHb JICKapCTBEHHBIX MPEnapaToB, MPOJaka KOTOPBIX MOXET OCYIIECTBIATHCS YKa3aHHBIMU
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OpraHu3alUsIMHU 1 UX 000COOJIEHHBIMU MOAPA3ACICHUSIMH, YCTaHABIMBAIOTCS OPraHaMM MCIIOJHUTEIbHON
BiacTH cyonsekToB Poccuiickoit @enepanuu.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 25 Hoabps 2013 2. N 317-@3 uacme 6 cmamvu 55 Hacmosawe2o
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
6. AmnTeuyHble OpraHU3alUMd, WHIUBUIyAIbHBIC MPEANPUHUMATENIM, WMEIOIINE JUMIEH3UI0 Ha
dapMaleBTUYECKYI0  JESATEeNbHOCTh, 00s13aHBl  oOecreunBaTh  yTBepxkAeHHbI [IpaBurenscTBoM
Poccwuiickoit @eneparuu 1 GopMUPYEMBINA B YCTAaHOBICHHOM UM TIOPSIKE MHUHUMAJIBHBIA aCcCOPTUMEHT
JIEKapPCTBEHHBIX [IPerapaToB, HEOOXOIUMBIX JJI OKa3aHUS MEAUIIMHCKONW MTOMOIIIH.

Wndopmarius 06 n3MEHEHHSX:

Yacmo 7 usmenena ¢ 3 anpens 2020 2. - @edepanvhuiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro peoaKyuio

7. AnTe4HbIC OpraHW3alMK, WHIUBUAyAJIbHBIC MPEANPUHUMATEIN, WUMCIOIIUE JUICH3UIO Ha
(dapManeBTUYECKYIO JeATSIILHOCTD, HAPSIY C JICKApCTBEHHBIMH TIperiapaTaMi UMEIOT ITPaBO MpUOOpETaTh
U TNpoJiaBaTh, B TOM YHCJIC JMCTAHIIMOHHBIM CIIOCOOOM, MEIMUIMHCKUE H3ICNHS, JC3HH(DUIUPYIOIINE
CpEICTBA, MPEIMETHl M CPEACTBA JIMYHOW TUTHEHBI, TIOCYAY JUIS MEIUIUHCKUX IeJIeH, MPEeAMEThl H
Cpe/CTBa, TpEAHA3HAYCHHBIC IS yXO0Ja 32 OOJBHBIMH, HOBOPOXKICHHBIMH MU JIETHMH, HE JTOCTUTTIHMH
BO3pacTa TpeX JIeT, OYKOBYIO OITHKY M CpEACTBA yXOJa 3a HEH, MHUHEpPaIbHBIC BOJBI, MPOIYKTHI
Je4eOHOro, NETCKOr0 M JTUETHYECKOTO MUTAHHS, OMOJOTHMYECKH aKTHUBHBIC JHO0ABKH, MapproMepHbIC U
KOCMETHYECKHE CpEACTBA, MEAWIMHCKHE W CaHUTApPHO-TIPOCBETUTCIBHBIC TIEYAaTHBIC UW3JaHUS,
npeHa3HAYCHHBIC JUIS IPOTIaraH bl 3[0POBOT0 00pa3a KU3HH.

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 13 uronn 20152 N 262-D3 6 uwacmv 8 cmamovu 55 Hacmosweco
DeodepanbHo20 3aKOHA BHECEeHbL U3MeHeHUs, ecmynalowue 6 cuny ¢ 1 ausapsa 2016 e.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu

8. JesTenbHOCTh anTe4Hblx opraHusanuil Boopyxennbix Cun Poccuiickoit denepanuu, Ipyrux
BOICK, BOMHCKMX ()OPMHUPOBAHUN U OPraHoB, B KOTOPBIX 3aKOHOMAaTenbcTBOM Poccuiickoit denepaunu
IOPEIYyCMOTPEHO MPOXOXKJICHHE BOEHHOW ClaykObl wWin QenepanbHOll TOCyJapCTBEHHOH CiTyXOBl,
CBA3aHHOM C NIPABOOXPAHUTEIBHOW JIE€ATENbHOCTHIO, pPErJIaMEHTUpYeTCs HacTosuM DenepanbHbIM
3aKOHOM M YTBEP)KJIEHHBIMH COOTBETCTBYIOIIUMH (hefiepalibHbIMU OpraHaMy HCIIOJHUTEIbHON BIACTH
nosiokeHussMU. KoHTposb 3a coONIOZeHHEeM YKa3aHHBIMH aNTEeYHbIMU OpraHMU3alUsAIMHU  IOJO0XKEHHUH
Hacrosiero denepasbHOr0 3aKOHA OCYLIECTBISETCS COOTBETCTBYIOIIMMH (eiepadbHbIMU OpraHaMu
VICITOJTHUTEJIBHON BIIACTH.

9. He npumensiercs ¢ 1 ssuBapst 2021 r. - @enepanbubiil 3akoH ot 3 anpens 2020 r. N 105-03

Wudopmanust 00 N3MEHEHUSX:

Cm. npedvloywyio pedakyuro
TAPAHT:

CM. KoMMEHTapuu K cTaTtbe 55 HacTosmero denepalbHOTO 3aKOHa

Wudopmanust 00 N3MEHEHUSX:

DedepanvHulil 3akoH Oononnern cmamveu 55.1 ¢ 1 mapma 2023 2. - @edepanvhuiti 3axon om 20
oxkmsaops 2022 2. N 405-D3

Cm. 6yoywyro pedarkyuio
Cratbs 56. 13rotoBieHne 1 OTIYCK JIEKAPCTBEHHBIX ITPENapaToB

T'APAHT:

CwM. EI[I/IHBIG ImpaBujia O(i)OpMJ'IGHI/ISI JICKApCTB, HNPUTOTOBIKICMBIX B aAIlTCUHBIX YYPCKIACHUAX
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(IpeAnpUATHAX) PA3THIHBIX (POPM COOCTBEHHOCTH, YTBEPKIACHHBIC MHHHUCTEPCTBOM 3PABOOXPAHCHHS
P® or 24 urona 1997 1.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 1 usmenena c 1 mapma 2023 2. - @edepanvhuiii 3akon om 30 oexabps 2021 2. N 463-D3

Cm. 6yoywyro pedarkyuio

1. M3roroBiieHuE JIEKAPCTBEHHBIX IIPENAPATOB aIlTCUYHBIMU OpraHU3alUMiIMH, BETEPUHAPHBIMU
alTeYHbIMH OpPraHU3alusAMHU, WHIMBUAYAJIbHBIMU MPEANPUHUMATEIISIMU, WUMEIOIIMMH JIMLEH3UIO Ha
(dapMaIeBTUUECKYI0 JeATEeIbHOCTh, OCYIIECTBIACTCS IO peleNnTaM Ha JICKapCTBEHHBIE IpernapaThl, IO
TpeOOBaHUSIM MEIULMHCKUX OpraHU3alliii, BETEPUHAPHBIX OPraHMU3alMi B COOTBETCTBHM C IIPaBUIAMH
W3TOTOBJICHUSI U OTIYCKa JIGKAPCTBEHHBIX IMpPEnapaToB, YTBEP)KICHHBIMH  YIOJHOMOYECHHBIM
denepantbHBIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH.

2. Ilpu U3roTOBIECHUH JIEKAPCTBEHHBIX MpenapaToB alTEYHbBIMUA OPraHU3aALMSIMU, BETEPUHAPHBIMU
alTeYHbIMM  OpPraHM3alusIMi, WHIWBUAYAIBHBIMU NPEANPUHUMATEISIMUA, WMEIOIIMMH JIMLIEH3UIO Ha
dbapMaleBTUYECKYIO JAESITeNbHOCTb, HUCHONB3YIOTCS (hapMaleBTUUECKUe CyOCTaHIIMH, BKIIOUEHHBIE
COOTBETCTBEHHO B I'OCYJAapPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB 11 MEIULIMHCKOTO IPUMEHEHUS U
rOCYJJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB JIsI BETEPUHAPHOTO MPUMEHEHHUS! B YCTaHOBJIECHHOM
nopsake. He nomyckaercss WM3roTOBIEHHE aNTEYHBIMH OpPraHU3alUsIMU, BETEPHUHAPHBIMHU alTEUYHBIMHU
OpraHU3alMSIMU, WHUBUTyaIbHBIMU MpeaNpUHUMATEISIMH, MMEIOIIUMU JIMIICH3UIO Ha
(dapManeBTUYECKYIO JICATeIbHOCT, JICKAPCTBEHHBIX IPENapaTroB, 3aperHCTPUPOBAHHBIX B Poccuiickoit
®enepanuu.

3. MapkupoBKka JI€KapCTBEHHBIX IIPENapaToB, H3TOTOBJICHHBIX AaNTEUYHBIMU OpraHU3AIMIMH,
BETEPUHAPHBIMM aNTEYHBIMU OPraHU3alUsIMU, WHIUBUIYAIbHBIMU IMPEAIPUHUMATEISIMU, HUMEIOIUMU
JUICH3UI0 Ha (apMaIeBTHYCCKYIO JEATCIBHOCTh, M O(OpPMIICHHE TAaKUX MPENnaparoB JIOJKHBI
COOTBETCTBOBATh IIPaBUJIaM, YKa3aHHbBIM B 4acTu | HAcTOSALIEH CTaThU.

4. AnTeuyHble OpraHu3allK, BETEPUHAPHBIC alTEUYHbIE OpraHU3AIMH, WHIUBUIYAIbHBIC
IpeIpUHUMATEH, UMEIOIINE TUIICH3UI0 Ha (papMaIieBTHYECKYIO JesTeIbHOCTh, HECYT OTBETCTBEHHOCTD
3a HECOOJII0JICHUE TPABUJI W3TOTOBJICHUS W OTIYCKa JIEKAPCTBEHHBIX IPENapatoB B COOTBETCTBUU C
3akoHoaresnbeTBOM Pocceuniickont denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 56 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Crarbsn  57. 3anpemenue mnpojaxu (anbcU(PUIUPOBAHHBIX JIEKAPCTBEHHBIX  CPEACTB,
HEZ00pOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpA(aKTHBIX JIEKApPCTBEHHBIX
CPEICTB
[Tponaxa (banbcupuIMPOBaHHBIX JIEKapCTBEHHBIX CPEICTB, He100pOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPENICTB, KOHTPa()aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIPEIaeTCs.
TAPAHT:

CMm. KoMMeHTapuH K cTaTthe 57 HacTosmero denepanbHOro 3aK0Ha

Cratbs 58. XpaHeHue JIEKapCTBEHHBIX CPEJICTB
Wndopmarys 06 M3MEHEHUAX:
DedepanvHvim 3akonom om 22 okmsaops 2014 2. N 313-P3 6 uacme 1 cmamvu 58 Hacmoswezo
DedepanbH020 3aKOHA BHECeHbl USMEHeHUs, GCmynawue 8 CUIy No UCMeYeHUuu mpuoyamu OHel nocje
OH3L 0huYUAIbHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
1. XpaHeHuEe JIEKapCTBEHHBIX CPEACTB OCYIIECTBISIETCS MPOU3BOIUTENSIMH JIEKAPCTBEHHBIX
CPEJICTB, OPTaHHU3AIUSIMHI OIITOBOM TOPTOBJIM JICKAPCTBEHHBIMU CPEJICTBAMH, alITCYHBIMU OPTaHU3AIUsIMH,
BETEPUHAPHBIMU ANTEYHBIMH OPTaHU3ANUSIMH, WHAUBUAYAIBHBIMH TPEANPUHUMATEISIMUA, UMEIOIIHMH
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JUIEH3UI0 Ha (apMalleBTUUECKYIO JEATeIbHOCTh WM JIUIEH3UI0 Ha MEAMIMHCKYIO JAESTEeIbHOCTbD,
MEIUIMHCKUMHU ~ OpPraHu3alUsIMU, BETEPUHAPHBIMA OpPraHU3alUsIMU W HMHBIMU  OpraHU3aLUSIMHU,
OCYHIECTBIISIIOIUMHU OOpallieHHe JIeKapCTBEHHBIX CPEICTB. XpaHEHUE JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUs OPraHU3alUsIMH M WHAUBUIYAIbHBIMU NPEINPUHUMATEISIMU B Ciydasx,
€CJIM OHU HCHOJBb3YIOTCS HUCKIIOYUTENBHO IMPHU Pa3BEICHHUH, BBIPAIIMBAHUU, COJIEPKAHUU U JICUYCHUU
YKUBOTHBIX, MOJKET OCYIIECTBISITLCS 0€3 MOTYUYCHHS TUIIEH3UU Ha PapMaIieBTUICCKYIO IeATEITHbHOCTD.

2. IlpaBuma XxpaHeHHUS  JICKAPCTBEHHBIX CPEACTB  YTBEP)KIAIOTCS  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM ()e/IepalIbHBIM OPTaHOM HCIIOJTHUTEIBbHOM BIIACTH.

3. XpaHeHHe HApKOTUYECKHUX JIEKAPCTBEHHBIX CPEICTB, ICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
paarodapMalieBTHYECKUX  JIEKAPCTBEHHBIX ~ CPEJICTB  OCYIIECTBISETCS B COOTBETCTBUU  C
3akoHojiaTebcTBoM Poccniickont denepanum.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 58 HaCTOoAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Undopmarust 06 M3MEHEHHSX:

Deodepanvrvim 3akonom om 25 oexabpsa 2012 2. N 262-D3 enasa 10 nacmoswezo Dedepanvrozo
3aKona oonoanena cmamveil 58.1, ecmynarowell 6 cuiry no ucmeyeHuu cma 80cbMudecsimu OHeli nocie
OHs 0puyuanvHo20 onyoIUKO8aAHUS HA38aHH020 DedepanbH020 3aKOHA

Crarbsa 58.1. IIpeaMeTHO-KOIMYECTBEHHBIH YYET JIEKAPCTBEHHBIX CPEACTB JII MEIULIMHCKOIO
MPUMEHEHUS
1. TlepeueHb JIEKAPCTBEHHBIX CPEACTB JUISI MEAMIMHCKOTO IPUMEHEHHS, IOJJIeKalIX
MPEIMETHO-KOJIMYECTBEHHOMY  y4YeTy, VYTBEPKAAeTCAd YMOJHOMOYEHHBIM (peiepallbHbIM  OpPraHoM
VICITOJIHUTEJIBHON BIIACTH.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axkonom om 3 uoas 2016 2. N 305-D3 6 uyacmes 2 cmamovu 58.1 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm yuacmu 6 npedvloyueti pedaKyuu

2. Tlopsiiox BKJIIOYEHHS JIEKAPCTBEHHBIX CPEACTB JII MEIUIIMHCKOTO NMPUMEHEHHUS B TEpeyeHb
JICKAPCTBEHHBIX CPEJICTB I MEAWIIMHCKOTO MPUMEHEHHS, TOUICKANTUX MPEIMETHO-KOJINICCTBEHHOMY
y4eTy, YCTaHABIMBAETCS YIMOJIHOMOYEHHBIM (QenepalbHbIM OpPraHOM HCIIOTHUTEIBHOW BIACTH IO
COTJTACOBaHUI0 C (eJepaTbHBIM OpPraHOM HCIIOJIHATEIHHOW BIJIACTH, YIIOJIHOMOUYEHHBIM B cdepe
BHYTPEHHUX JIEI.

3. TIpeaMeTHO-KOJIMYECTBCHHBIN YUeT JICKQPCTBEHHBIX CPEACTB IS MEAWIIMHCKOTO TPUMEHEHUS
BEIyT MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEACTB, OPTaHM3AIMM ONTOBOM TOPTOBIHU JIEKAPCTBEHHBIMH
CpEJICTBAMH, aNTEYHBbIC OPraHU3allM{, WHIAUBHUIyaJbHBIC MPEANPUHAMATEIIA, UMEIONINE JUICH3UI0 Ha
dbapMaleBTUYECKYIO JESITeNbHOCTh WM JIMICH3UI0 Ha MEIUIIMHCKYIO NeATeIbHOCTh, U MEIHIIMHCKHE
OpTaHM3aINH, OCYIIECTRISIFOIINE OOpaIeHHe JICKAPCTBECHHBIX CPEACTB JIUIT MEIUIIMHCKOTO MPUMEHEHUS,
MyTeM PETUCTPALMU JIIOOBIX CBSI3aHHBIX C MX OOpaleHHEeM OMepaluid, MPU KOTOPHIX HU3MEHSETCS X
KOJIMYECTBO M (WJIM) COCTOSIHHE, B CIICIIHAIBHBIX KYpPHAIAX ydeTa ONeparnid, CBA3aHHBIX C 00paleHueM
JIEKaPCTBEHHBIX CPEJICTB LIS MEIUIIMHCKOTO MMPUMEHEHHSI (Jjaliee - crielnaibHbIe )KYPHAIIbI).

4. TlpaBwia perucTpamyy OIeparfii, CBI3aHHBIX C OOpalIeHHueM JIEKAPCTBEHHBIX CPEACTB JUIS
MEIWIIMHCKOTO TPUMEHEHHS, BKIIOUEHHBIX B IEPEYCHb JIEKAPCTBEHHBIX CPENICTB ISl MEIUIIMHCKOTO
MPUMEHEHUS, TTOJISKANUX MPEAMETHO-KOJIMYSCTBEHHOMY YUYETY, B CIICIIHATBHBIX XKYpHAJIAX M IIPaBHIIa
BEJICHUS U XPAHEHUs CIICHUATBHBIX KYPHAIOB YTBEPKIAIOTCS YIOTHOMOYEHHBIM (hefiepaabHBIM OPTaHOM
WCTIOJTHUTEJIbHOM BJIACTH.

5. KouTponp 3a coOmrofieHHeM MpaBWJI PETUCTPALMU ONepaluid, CBS3aHHBIX C oOOpalieHueM
JICKAPCTBEHHBIX CPEJICTB JUI MEIUIIMHCKOTO NMPUMEHCHHS, BKJIFOYCHHBIX B TIEPEUYCHBb JIEKAPCTBEHHBIX
CPEICTB JUIsi MEAMIIMHCKOTO TIPUMEHEHUS, TMOJJIeKAIINX MPEIMETHO-KOIMUYECTBEHHOMY Yy4eTy, B
CHEIHMANIbHBIX KYypHaJIax, a TaKXkKe 3a COOJII0/IEHNEM MPaBUJI BEACHUS U XpPaHEHUS CIeMaIbHBIX )KyPHAJIOB
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BO3JIaraeTcsi Ha YINOJIHOMOYEHHbIE (elepajbHble OpraHbl MCIOJHUTEIBHONW BIACTU M OpraHsbl
UCIIOJIHUTENIbHOM BiacTu cyObekToB Poccuiickoit ®exnepanuu, OCYIIECTBISIONINE JIMLEH3UPOBaHUE
IPOM3BOJICTBA  JIEKAPCTBEHHBIX  CPEACTB, (apMalleBTUYECKOH  JEATENbHOCTHM M MEIUIMHCKOMN
ACATCIIBHOCTH, U OCYHICCTBIIACTCA B paMKaX JIMINCH3UOHHOTO KOHTPOJIA.

T'APAHT:

CM. AIMUHUCTPATUBHBIA periamMeHT ucnoiaHeHus DemepanbHO ciyk00i Mo Haa3opy B cdepe
3PABOOXPAHEHMUs] TOCYIAPCTBEHHOM (YHKIMHM 10 OCYIIECTBIECHHUIO JIMIEH3MOHHOI'O KOHTPOJIs
(bapMarieBTUYECKON JEATENbHOCTH, YTBEPXACHHBIH mpukazoM MunsnpaBa Poccum ot 1 ceHTs0ps
2017 r. N 5851

CwMm. KOMMCHTApUH K CTAThC 58.1 HaCToAICTro (DC,Z[CPEUIBHOFO 3aKOHa

I'naBa 11. YHHUYTOKeHHE JIEKAPCTBCHHBIX CPEIACTB

Crarbs 59. OcHOBaHUA U MMOPAOK YHUYTOXKCHUS JICKAPCTBCHHBIX CPEACTB

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 59 nHacmoswezco
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
1. HemoOpokayecTBEHHBIC JIGKAPCTBEHHBIC CPEACTBA, (albCUPHUIIMPOBAHHBIC JIEKAPCTBCHHBIC
CpEICTBA TIOJUICKAT W3IBATHIO U3 OOpalleHWs W YHUYTOKCHUIO B IOPSJIKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit denepannu. OcHOBaHHEM AJisi YHHUUTOXKEHUS JIEKAPCTBEHHBIX CPEICTB
SIBIISIETCS PEIICHUE BIIAJIEIbIIA JIEKAPCTBEHHBIX CPEJCTB, PEIIEHHE COOTBETCTBYIOMIETO YIIOJIHOMOYEHHOTO
(denepanbHOro opraHa UCIOJHUTEIBHOM BIACTH WM PEIICHUE CY/Ia.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 59 nHacmosweco
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHUs, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm yacmu 6 npedvloyueti pedaKyuu

2. KonTpadakTHbie JIeKapCTBEHHbIE CPEICTBA MOJIKAT U3BATHIO U3 OOPALIEHNUS U YHUUYTOXKEHUIO
1o pemeHuto cyaa. [lopsaok yHUUYTOXKEHUS! KOHTpa(aKTHBIX JEKAapCTBEHHBIX CPEACTB yCTaHABIMBAETCS
IIpaBurensctBoM Poccuiickoit denepanuu.

3. Pacxonpl, cBsi3aHHBIE C YHUYTO)KEHHEM KOHTpa(akTHBIX JIEKapCTBEHHBIX CPENCTB,
HEeI00pOKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (ambCHU(PUIUPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB,
BO3MEILAIOTCS UX BJIAJIEIBLEM.

4. Bnanenen JeKapCTBEHHBIX CPEACTB JOJDKEH MPEJICTaBUTh B YIOJHOMOUYEHHBIN (ellepaibHbIi
OpraH HCIIOJIHUTENbHON BJIACTU JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBJIIEHHOM IIOPS/IKE €ro KOIHIO,
HOATBEpPXKIAIOIHMEe (PAaKT YHUUTOKEHHS JIEKapCTBEHHBIX CPEZCTB.

5. CoOTBeTCTBYIOIIMIA YMOJTHOMOYEHHBIM (eaepanbHbIE OpraH HCIOJIHUTEIbHOW BJACTH,
NPUHSABLIIMKA pelieHue 00 YHHUYTOXEHHMH JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBIIAET KOHTPOJb 3a HX
YHUYTO)KEHHUEM.

6. YHHMUTOXXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOAUTCS OpraHu3alUsMU, HMEIOIHUMU
COOTBETCTBYIOIYIO JIMIEH3UIO, HAa CEMaIbHO 000PYI0BaHHBIX IUIONIA/IKAaX, TOJIUTOHAX U B CHEIUAIBHO
000pYIOBAaHHBIX MOMELICHUAX € COOJIOJEHNEM TpeOOBaHUI B O0JIACTH OXpaHbl OKpYXKarolled cpeasl B
COOTBETCTBUU C 3aKOHOaTeIbCTBOM Poccuiickoi denepannm.

7. Hapkoruueckue JEKapCTBEHHBIE CpEACTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPENCTBA,
paanodapmalieBTUUECKUE  JIEKapCTBEHHbIE  CPEACTBA  YHUYTOXKAIOTCSI B COOTBETCTBUHU €
3akoHoJarenscTBoM Poccniickon denepanuu.

TAPAHT:
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Cwm. koMMeHTapuu K ctathe 59 HacTosmero deaepaibHOTO 3aKOHA

I'naBa 12. 'ocynapcTBeHHOe peryJiipoBaHue LeH Ha JIeKapCTBeHHbIE Npenaparsl s
MeIMUIMHCKOr0 MPUMEeHeHH sl

Cratba 60. TocymapcTBeHHOE perylMpoBaHHME II€H Ha JIEKapCTBEHHBIE IMpermapaTsl s
MEIUIIUHCKOTO MPUMEHEHHUS

Wndopmarus 06 H3MEHEHHSX:
Yacms 1 usmenena c 26 mapma 2020 2. - @edepanvhuiii 3akon om 26 mapma 2020 2. N 67-D3

CMm. npedvloywyro pedaKyuio
1. TocynapcTBEHHOE pETyJMPOBAaHHE IICH Ha JIEKAPCTBCHHBIE MPEmapaThl I MEIUIUHCKOTO
NPUMEHECHHUS OCYIIECTBIISETCS TOCPEICTBOM:

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 1 uzmenen c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedvloywyro pedaKyuio
1) yrBepxkaenus [IpaBurensctBom Poccuiickoit epepanuu repeyns KU3HEHHO HEOOXOIUMBIX H
BO)XHEHIINX JIEKAPCTBEHHBIX IpenapaToB, KOTOPbIH (opMupyercs U He pexe OAHOr0 paza B TOJ
IIEPECMATPUBACTC B YCTAHOBIEHHOM UM IIOPsJKE HAa OCHOBE KOMIUIEKCHOM OLICHKU JIEKAPCTBEHHBIX
IpenapaToB, BKIOYas aHAJIU3 CBEJAECHUH O CpaBHUTEIbHON KIMHUYECKOH 3¢ (ekTHBHOCTH 1 6€30MacCHOCTH
JIEKApCTBEHHOI'O CPEJICTBA, OLEHKY S3KOHOMMYECKUX MOCIEACTBUN IPUMEHEHHS JIEKAPCTBEHHOTO CPEACTBA
Y U3yYEHUE JONOJHUTENIBHBIX NIOCIEACTBUM IPUMEHEHHNS JIEKAPCTBEHHOI'O CPEZCTBA;

Undopmarius 06 n3MEHEHHSX:
Ilynxkm 2 usmenen ¢ 7 uons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

Cm. npedvloywyro peoaKyuio
2) yTBEpXKICHHS METOJIMKM pacueTa NpPEAeTbHBIX OTIMYCKHBIX IICH TMPOW3BOAMTEICH Ha
JICKapCTBEHHBIE TIpenapaThl, BKIIOUEHHBIE B IME€pPEUeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JICKapPCTBEHHBIX IPETapaToB, a TaKXKe BHEIPCHHUS MEXaHU3MOB ()OPMHUPOBAHUS CHUCTEMBI peepeHTHBIX
[CH,
Wndbopmarrust 06 n3MEHEHHSX :

Ilynkm 3 uzmenen c 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro peoaKyuio

3) TOCYIapCTBEHHOW pETUCTpalldd MpPEIeNbHBIX OTHYCKHBIX II€H MPOU3BOJIUTENEH Ha
JICKapCTBCHHBIC TIPerapaThl, BKIIOYCHHBIC B IEPEUYCHb JKU3HCHHO HEOOXOJUMBIX W BaKHEHIIHX
JIEKapCTBEHHBIX MPENapaToB;

4) BeleHUsS TOCYJapCTBEHHOTO peecTpa MPeACIbHBIX OTHYCKHBIX IICH TMPOM3BOJMUTEICH Ha
JICKapCTBEHHBIE TIperapaThl, BKIIOUEHHBIE B I€pPEUeHb >KU3HEHHO HEOOXOJUMBIX U BaKHEHIIMX
JICKapPCTBEHHBIX MTPETapaToB;

5) yTBepKIEHUsS METOJMKH YCTAaHOBIEHHS OpraHaMu WCIOJHUTEIBFHOM BIACTH CYOBEKTOB
Poccwuiickoit denepanuu npeaeabHbIX Pa3MEPOB ONTOBBIX HAI0ABOK U MPEIETbHBIX Pa3MEPOB POSHHYHBIX
HaM0aBOK K (DaKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
IperapaToB, Ha JIGKAPCTBEHHBIC IperapaThl, BKIIOUCHHBIC B IEPEUCHb >KHU3HECHHO HEOOXOIUMBIX H
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

6) YCTaHOBJICHHS ITPEJICITBHBIX Pa3MepOB ONTOBBIX HAJI0ABOK U MPEICIBHBIX Pa3MEpOB PO3HUYHBIX
HaJ0aBOK K (DaKTHYECKUM OTITYCKHBIM IIeHaM, YCTAHOBJICHHBIM ITPOHM3BOJUTEISIMHU JICKAPCTBEHHBIX
MpernapaToB, Ha JIGKAPCTBEHHBIC IpemapaThl, BKIIOUEHHBIE B IepEUYCHb >KU3HEHHO HEOOXOAUMBIX U
BXHEHININX JIEKAPCTBECHHBIX MPENapaTOB;

7) yTBEpKICHHS TOPsIKa BBIJAYM TIPEIITMCAHNII OpraHaM HCIIOTHUTEIBHOW BIACTH CYOBEKTOB
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Poccuiickoit @eaepanuu 0 NPUBEICHUN B COOTBETCTBHE C 3aKOHOAATENILCTBOM Poccuiickont denepannun
pemieHnit 00 YCTaHOBJIIEHMH IMPENENbHBIX pa3MEpOB ONTOBBIX HAJA0aBOK M MPEIEIbHBIX Pa3MepoB
PO3HUYHBIX Haa0aBOK K (DAKTUYECKUM OTIYCKHBIM II€HaM, YCTAaHOBJIEHHBIM MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IPENapaThl, BKIIOUYEHHbIE B IEPEUYCHb >KU3HEHHO
HEOOXOJUMBIX M Ba)KHEHUIIMX JIEKAPCTBEHHBIX IIPENapaToB, €CIM OHU MPHUHITHI C HApPYyLIICHUEM
3akoHomarenscTBa Poccuiickoit denepauuu, B nopsake, ycraHosiaeHHoM [IpaButensctBom Poccuiickoit
denepanuu;

8) HampaBJeHUs YIOJHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIIOJHUTENIFHONW BIIACTH OpraHam
WCIIOJTHUTEIIbHOW BJacTH CyObekTOB Poccuiickoii dDexepanuu TpeANHCaHUN O TPUBEIACHUH B
COOTBETCTBHE C  3akoHozareabcTBOM  Poccuiickoi  ®enepanuu  NPUHATBIX € HapyLICHHUEM
3akoHojaTenbcTBa Poccuiickoit @enepanyu pemeHnii 00 yCTaHOBICHUU MPEAebHBIX pa3MEPOB ONTOBBIX
Ha/0aBOK M TPEACTbHBIX Pa3MEpPOB PO3HUYHBIX HAI0ABOK K ILIEHAM Ha JIEKapCTBEHHBIC IPENapaThl,
BKJIIOUEHHBIE B MIEPEUCHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim  3axonom om 25 wuons 2012 2. N 93-@3 nyukm 9 cmamou 60 HnHacmosweco
DedepanbH020 3aKOHA UNONHCEH 8 HOBOU PeOaKyUU

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxKyuu
9) ocymectBieHus (¢eaeparbHOrO0 TOCYAapCTBEHHOro Haa3opa B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB M PETMOHAIBHOIO TIOCYJAPCTBEHHOrO KOHTPOJS 3a IPUMEHEHUEM LEH Ha
JICKapCTBEHHBIE  Mpenaparbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (eiepalibHBIMH  OpraHaMu
WCIIOJTHUTEIIbHOW BJACTH M OpraHaMH HCIIOJTHHUTENIbHOW BiacTu cyObekToB Poccuiickoit deneparnu
COTJIaCHO MX KOMIIETEHIIMH B 110psiJiKe, ycTaHOBIEHHOM [IpaButensctBom Poccuiickoi ®denepannu;

Undopmarius 06 n3MEHEHHSX:
Ilynkm 10 usmenen ¢ 1 mapma 2020 e. - @edepanvusiii 3akon om 27 oexaops 2019 2. N 475-D3

CMm. npedvloyuyro peoaKyuio
10) mnpumeHeHHs TNPEAyCMOTPEHHBIX 3aKOHOAATenbCcTBOM Poccuiickoit ®enepanuu  mep
OTBETCTBEHHOCTH 3a HapyIlIeHHE TOPsIKa [IEHO00pa30BaHMs Ha JICKAPCTBEHHBIC MPENapaThl, BKIFOUCHHBIC
B [I€pPEYCHb )KU3HEHHO HEOOXOANMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB.

Wndopmarms 06 n3MEHEHHSAX:

Cmamuws 60 oononnena yacmoio 2 ¢ 26 mapma 2020 2. - @edepanvusiii 3axon om 26 mapma 2020 2. N
67-D3
2. B ycnoBusax 4pe3BbIYaifHON CUTyalluu U (WJIU) MPU BO3HUKHOBEHUH YTPO3bI PACIPOCTPaHEHUS
3a00JI€BaHUs, MPEJCTABISIONIETO OMACHOCTh JUJISi OKPYKAIOIIMX, a TAaKKe B CiIy4yae, €CIM B TEUCHHUE
TPUILATH KAJICHAAPHBIX JHEW mocie npuHaTusa [IpaBurensctBom Poccuiickoint denepauuu peuieHus o
MPOBEJICHUM MOHUTOPUHIA PO3HUYHBIX IIEH HA JIEKAPCTBEHHBIC MpPENapaThl, HE BKJIKOYEHHBIE B TIEPEUEHb
JKU3HEHHO HEOOXOJIUMBIX W Ba)XKHEWIIUX JIEKAPCTBEHHBIX IMPENapaToB, HAa TEPPUTOPHUAX CYyOBEKTOB
Poccniickoit denepanuy BBIABIEH POCT PO3HUYHBIX IIEH HA yKa3aHHbIC JIEKAPCTBEHHBIEC Ipemnaparhl Ha
TPHULIAThH MPOLIEHTOB U Oonee, [IpaBurenscTBO Poccuiickoii denepannu BrpaBe YCTAHOBUTH NPEIEIbHBIE
OTIYCKHBIE IIEHBI MPOM3BOJUTENIEN HA yKa3aHHbIC JIEKAPCTBEHHBIE MpernapaThl, MPEAeSIbHbIE pa3Mepbl
ONTOBBIX HAJ0aBOK U MpeAeNbHbIE pa3Mepbl PO3HUYHBIX HAJ0ABOK K (PAKTHYECKHM OTIYCKHBIM I[€HAM
MPOU3BOAUTENEH HA yKa3aHHbIC JICKAPCTBEHHBIE Mpenaparbl. [lepedeHp JIeKapCTBEHHBIX MpenapaToB, HE
BKIIIOUEHHBIX B TEPEYeHb XU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKApCTBEHHBIX IIPEMapaToB, H
nopsiIok ero ¢popmMupoBanus onpeaensroTcs [IpasButensctBom Poccuiickoit Deaepanum.

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 60 oononnena uacmoto 3 ¢ 26 mapma 2020 2. - @edepanvuwiii 3axon om 26 mapma 2020 2. N
67-D3
3. B TeueHne neBsgHOCTa KaJIEHJApHBIX AHEN co AHA yTrBepx)aeHusa [IpaBurensctBoM Poccuiickoi
®denepalyy MepevHsl, yKa3aHHOTO B 4acTy 2 HACTOSILEH CTaTbH, HE JAOMYCKAKOTCS pealu3alus U OTIIyCK
BKJIIOUECHHBIX B HETO JICKAPCTBEHHBIX IPENApaToB IO LIEHAM, IPEBBIIIAOIINAM IPEAEIbHBIE OTIyCKHBIC

22.11.20222 Cucrema TAPAHT 121/141


http://ivo.garant.ru/document/redirect/70192818/260
http://ivo.garant.ru/document/redirect/58044025/690
http://ivo.garant.ru/document/redirect/71014634/1000
http://ivo.garant.ru/document/redirect/73355325/1015
http://ivo.garant.ru/document/redirect/77691574/6010
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/73801935/12
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/74600088/1000
http://ivo.garant.ru/document/redirect/73801935/12

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

LIEHbl IPOMU3BOAMTENIEH HAa YKa3aHHbIC JIEKAPCTBEHHBIC IpENapaThl, MPEJCIbHbIE pa3MEPbl ONTOBBIX
HaA0aBOK U TpeeNbHBIC pa3Mephl PO3HUYHBIX HAM0aBOK K (PAKTUYECKUM OTIHYCKHBIM II€HAM
POU3BOJIUTENICH Ha YKa3aHHbIE JIEKapCTBEHHbIE IIperapaThl C y4eTOM Hajora Ha J00aBJICHHYIO
CTOUMOCTb.

TAPAHT:

CMm. xommeHTapuu Kk ctarbe 60 HacTosero denepabHOTO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:
Cmamuws 61 usmenena c 7 urona 2019 2. - @edepanvhuiii 3akon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
Crarba 61. ['ocynapcTBeHHass perucTpanusi U MEPEPErucTpalus MNPEAeSbHbIX OTIYCKHBIX LIEH
IIPOU3BOJUTENICH HA JICKAPCTBEHHBIC IPENapaThbl, BKIIOUEHHBIE B IIEPEUYEHb >KU3HCHHO
HEOOXOJUMBIX M BaKHEUIIMX JIEKApCTBEHHBIX IIPENapaToB

1. IlpenenpHas OTIyCKHas LIEHA MPOU3BOIUTENS HA JIEKAPCTBEHHBIN IIpenapar, BKIIOYCHHBIN B
IepeyeHb JKU3HEHHO HEOOXOJAMMBIX UM  B@KHEWIIMX JIEKApPCTBEHHBIX IPENaparoB, MOJIEKUT
rOCy/IapCTBEHHOW pErucTpauuu B Iopsijike, ycrtaHoBileHHOM IIpaBurensctBom Poccuiickoit denepauuu,
Ha OCHOBAaHUU IIPE/ICTAaBICHHOI'O B YIIOJIHOMOYEHHBIH (elepalbHblii OpraH HCIOJIHUTEIbHON BIIACTH
3asiBJICHUS JAep KaTellsl WU BIAJAENbLa PErMCTPallMOHHOIO yIOCTOBEPEHMS JIEKapCTBEHHOIO Ipernapara
(YNOJIHOMOYEHHOI'O UM JIULIA).

2. 3aperucTpupoBaHHas IIpeleibHAas OTIYCKHAas L€Ha IPOM3BOAMTENS Ha JIEKapCTBEHHBIN
npenapar, BKJIIOYEHHBIM B IE€pPEUCHb JKU3HEHHO HEOOXOIMMBIX UM BAKHEHIIMX JIEKapCTBEHHBIX
IpenapaToB, MOKET ObITh EPEPEruCTPUPOBaHA B CTOPOHY YBEJIMYEHUS OJJMH pa3 B KaJEHJIApHOM oy Ha
OCHOBAHMHU TIPEACTABICHHOTO B YIOJHOMOYEHHBIH (enepaibHbIii OpraH MCHOJIHUTEIBHOW BiacTu 10 1
OKTSIOpsl KaX/J0To roja 3asBlEHHs JepKareis WIM BIaJelbla PEerucTpalMoHHOIO YIAOCTOBEPEHUs
JIEKapCTBEHHOTI'0 Ipernapara (YIoJIHOMOYEHHOTO UM JIUIIA).

3. 3aperucTpupoBaHHas IIpeleibHas OTIYCKHAass Ii€Ha IPOU3BOAMTENS Ha JIEKAPCTBEHHBIN
Ipenapar, BKJIIOYEHHBI B IepeueHb JKM3HEHHO HEOOXOJUMBIX U BaXHEMIIUX JIEKAPCTBEHHBIX
IpenapaToB, MOXKET ObITh MEPEPErucTPUPOBaHa B CTOPOHY CHMXKEHMS HAa OCHOBaHMHU MPEACTaBIEHHOTO B
YIOJHOMOYEHHBIN (hefepaibHblii OpraH MCHOJHUTENBHON BIAcTU 3asBICHUS AeprKaTels WU Biajaesbla
PETUCTPAIIMOHHOI0 YJOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yIoJIHOMOYEHHOTO UM JINIA).

4. Jlepxatenp WIM BIajejel] PErHCTPAllMOHHOTO YJAOCTOBEPEHUS JIEKAPCTBEHHOI'O Iperapara
(YHOJTHOMOYEHHOE UM JIMI0) 00s3aH MNpPEJCTaBUTh B YHNOJHOMOYEHHbIM (erepaibHblii  oprax
VCIIOJTHUTENIbHOM BJIACTH 3asBJICHUE O MEPEepPEerucTpaluy 3aperucTPUPOBAHHON IMpeneabHONH OTITYyCKHOM
LIEHbI IPOU3BOJIUTENS HA JIEKAPCTBEHHBIN MpernapaT, BKIIOUEHHBIH B MepeueHb )KU3HEHHO HEOOXOIUMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX IIPENAPATOB, B CTOPOHY CHUKEHMS B CIEAYIOIIUX CIydasaX:

1) cHM>KEeHME LIeHBl B MHOCTPAHHOM BaJlOTE Ha JIEKApCTBEHHBIN MpernapaT B CTpaHe IPOU3BOIUTENS
U (UIM) B CTpaHax, B KOTOPBIX JIEKaPCTBEHHBIH Npenapar 3aperucTpupoBaH M (MJIM) B KOTOpHIE
MIOCTABJISIETCS IPOU3BOAUTEIIEM;

2) CHW)KEHHUE IIeH Ha pedepeHTHbIe JIEKapCTBEHHBIE IMpenaparbl B COOTBETCTBUHU C IyHKTOM |
HacToAllel dYacTu (11 COOTBETCTBYIOLIUMX BOCIPOM3BENEHHBIX, OHOAHATOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX MIPENAPATOB);

3) mpeBbIllIeHNEe MPEETLHON OTIMYCKHOM IIEHBI Ha TIEPBBIM BOCIPOM3BEICHHBIN, OMOaHATOTOBBINA
(Omoro100HBIN) JeKapCTBEHHBIM MpernapaT MHOCTPAHHOTO MPOW3BOACTBA HAJ IMPENeNbHOM OTITyCKHOMN
[IEHON TPOM3BOAUTENSI HA BTOPON BOCTIPOM3BEACHHBIN, OMOaHAIOTOBBIN (OMOMOJ00HBIN) JIeKapCTBEHHBIN
Ipenapar, pacCUMTaHHOW B COOTBETCTBMM C METOIUKOW, yTBepxkaeHHOU IIpaBurensctBoM Pocculiickoit
denepanuu;

4) npeBbIlIEHNE MPEIEIbHOM OTIMYCKHOM IIEHbI Ha MEPBBI BOCHPOM3BEAECHHBINH, OMOaHATIOTOBbIHI
(OuomomOOHBIN) JIEKAPCTBEHHBIM TMpenapar MPOU3BOJIUTENS TOCyAapcTBa - wWieHa EBpa3uiickoro
DKOHOMHUYECKOTO  COK3a HAJ IPEACIbHOM  OTIIyCKHOM LIEHOM IIPOMU3BOAMTEN HAa  BTOPOHU
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BOCITPOM3BE/ICHHBIN, OMOAHAIOTOBBI (OMOTMOMOOHBIN) JIEKAPCTBEHHBIA MperapaT MPOW3BOIUTENS
rocyfapcra - wieHa EBpa3suilcKkoro 5KOHOMHMYECKOIO COI03a, PACCUMTAHHOM B COOTBETCTBUU C
METOJIMKOM, yTBepxkaeHHOo# [IpaBuTenscTBOM Poccuiickoit @eaepanuu.

5. Ilopsimox  mepeperucTpanuy  3aperMCTPUPOBAHHBIX  MPEAEIbHBIX  OTIIYCKHBIX  IIEH
MPOU3BOJUTENICH Ha JIEKAPCTBEHHBIE MpenapaThl, BKIIOUEHHBIE B IE€peUcHb )KM3HEHHO HEOOXOAMMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX IPENapaToB, B CIyyasX, MPEAyCMOTPEHHBIX dacTsMu 2 - 4 HacToAlEeH
cratby, ycraHnaBinuBaetcs [IpaButensctBoM Poccuiickoit deneparum.

6. DKOHOMMYECKMI aHalIM3 NPEAeIbHON OTIYCKHOW II€HBbI IPOM3BOJMUTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBIM B IepeyeHb JKU3HEHHO HEOOXOMUMBIX U BaKHEHMIIUX JIEKAPCTBEHHBIX
[penapaToB, IpU €€ TOCYyJAapCTBEHHOW PETUCTPAllUUd WM [EPEPETUCTPALlUU  OCYIECTBISETCS
denepanbHbIM OPraHOM  HCIIOJIHUTEIBHOW BJIACTH, OCYHIECTBISAIOMUM (YHKIUU TIO HPUHATHUIO
HOPMAaTUBHBIX TPAaBOBBIX AaKTOB M KOHTPOJIO 32 COOJIOJICHHEM 3aKOHOAATENbCTBA B  cdepe
rOCYJIapCTBEHHOTO PETyIMpPOBaHus 1IeH (TapudoB) Ha TOBapHI (YCIYTH).

7. Pacder npenenbHbIX OTIYCKHBIX II€H, YKA3aHHBIX B 4acTsax | M 2 HACTOAIIEH CTaTbU, IPU UX
rOCYJapCTBEHHOM PETrUCTpalliy WIH MEepEeperucTpauun OCYLIECTBIAETCS B COOTBETCTBHUM C METOJIUKOM,
yTBepkaeHHou [IpaBurensctBoM Pocculickoit denepanyi 1 y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobmonenue Gaanca UHTEPECOB MOTPEOUTENEH JIEKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B
IepeyeHb JKU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, W IMPOU3BOAUTEIEH
JICKaPCTBEHHBIX IMPEMapaToB, BKIIOUEHHBIX B IEPEUYECHb KU3HEHHO HEOOXOMUMBIX M BaXKHEHIIMX
JIEKapCTBEHHBIX [IPENapaToB;

2) dakTuyeckyr OTIYCKHYIO IIEHY Ha JIeKapCTBEHHBbIe mpemapatbl B Poccuiickoit ®eneparnuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernaparoB B Poccuiickyro denepannio, a TakKe LEHbI HA aHAJOTHMYHbIC
JIeKapCTBEHHBIE Mpenapathl, Haxosmrecs B oopamiennu B Poccuiickoit @eneparuiy;

3) 3aTpaThl IPOU3BOJUTENS JIEKAPCTBEHHOIO IIpernapaTa Ha IPOMU3BOJACTBO U  pPeaTU3aLUI0
JIEKapCTBEHHOIO Ipernapara;

4) ueHy Ha JEeKapCTBEHHBIN Ipenapar, ero IeHy B CTpaHe IPOU3BOJUTENS U B CTpaHaX, B KOTOPBIX
JIeKapCTBEHHBIH Mpenapar 3aperucTpUpoBaH U (WIK) B KOTOPBIE MOCTABISAETCS IPOU3BOAUTEIIEM.

8. He nmomyckarotcs peanin3anys ¥ OTIYCK JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B I1€PEUEHb
KU3HEHHO HEOOXOJMMBIX M BaKHEMIIMX JIEKapCTBEHHBIX IpEnapaToB, Ha KOTOpBIE NMPOU3BOAMUTEIIMU
JIEKapCTBEHHBIX IpEnaparoB HE 3aperucTpUpoBaHa IMpelelbHas OTHYCKHAas I1€Ha, peanu3aius
IIPOU3BOJUTENISIMU JIEKAPCTBEHHBIX IIPENApaTOB IO ILI€HaM, MPEBBIIAIIIUM 3apErUCTPUPOBAHHBIE WIIH
NepeperucTpUpoOBaHHbIE Mpe/lebHbIE OTITYCKHBIE 1IEHbI Ha JIEKAPCTBEHHbIE Mpenaparbl ¢ y4eTOM Hajora
Ha 100aBJIEHHYIO CTOUMOCTb.

Wndhopmarus 06 n3MEHEHHSX :

Yacmws 9 usmenena ¢ 8 mapma 2022 2. - @edepanvhsiii 3akon om 8 mapma 2022 2. N 46-D3

CMm. npedvloyuyro pedaKyuio
9.  Oco0eHHOCTH  TOCYIAapCTBEHHOTO  PETYJIUPOBAHHUS  NPENETbHBIX  OTHYCKHBIX  II€H

MPOU3BOUTENICH Ha JICKAPCTBEHHBIE MpENaparhl, BKIIOYEHHBIE B IEpeueHb )XKHU3HEHHO HEOOXOAMMBIX U
BOKHEUINUX JIEKAPCTBEHHBIX TMPEMapaToB, B 3aBUCHMOCTH OT SKOHOMHUYECKMX W (WJIM) COIMAIBHBIX
KpUTeprueB (M3MEHEHHE YCIOBHH, MOpsAKa M CTOMMOCTH IMPOU3BOJICTBA JIEKAPCTBEHHBIX IMPENapaToB,
WCIIOJIb30BaHWE HOBBIX (OpPM, METOMOB M CIOCOOOB TOCYJAPCTBEHHOTO PETYJIMPOBAHMS II€H Ha
JIEKapCTBEHHBIE Tpemnaparbl, B TOM YHCIE Ha OCHOBE MeXaHH3Ma pedepeHTHOro IeHOOOpa3oBaHUS,
M3MEHEHUH TOpsAKa OKa3aHUsI MEIUIIMHCKOW MOMOIIY, U3MEHEHUE Kypca MHOCTPAHHOW BaJIIOTHI U WHbBIC
U3MEHEeHUs1) ycTaHaBiuBaroTcs [IpaBurensctBoM Poccuiickoit deneparuu.

TAPAHT:

CM. xomMeHTapuu K ctatbe 61 HacTosmero denepalbHOTrO 3aKOHA

Crarbst 62. T'ocynapCTBEHHBIN peecTp NpPEAENbHBIX OTIYCKHBIX II€H MPOU3BOJAWTENEH Ha
JIeKapCTBEHHbIE MpenapaTrhl, BKIIOUYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIUMBIX U

22.11.20222 Cucrema TAPAHT 123/141


http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/403620528/63
http://ivo.garant.ru/document/redirect/77324284/619
http://ivo.garant.ru/document/redirect/5756200/1111
http://ivo.garant.ru/document/redirect/555501/0

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

Wndopmarius 06 n3MEHEHHSX:
Yacmo 1 usmenena c 7 urons 2019 e. - @edepanvhwiii 3akon om 6 uionsn 2019 2. N 134-D3

Cm. npeovloywyio peoakyuio

1. 3apeructpupoBaHHbIE WM TEPEPETUCTPUPOBAHHBIC TPEJCIbHBIE  OTIIYCKHBIE  IICHBI
MIPOU3BOJUTENICH Ha JIEKAPCTBEHHBIE NpenapaTrhl, BKIIOUEHHBIE B IE€peyucHb )KM3HEHHO HEOOXOAUMBIX U
BOKHEUIINX JICKAPCTBEHHBIX MPENapaToB, MOAJEKAT BKIIOUEHHIO B TOCYJIAPCTBEHHBIN pEecTp
IpelebHBIX OTIYCKHBIX 1IEH MPOU3BOIUTENICH Ha JIEKapCTBEHHBIC Mperaparhbl, BKIOYCHHbIE B MePEYCHb
YKU3HEHHO HEOOXOIMMBIX U BAXKHEUIITUX JICKAPCTBEHHBIX MTPETapaToB.

2. I'ocynapcTBeHHbBIN peecTp MpeneabHbIX OTIYCKHBIX II€H MPOU3BOJIUTENICH Ha JIEKapCTBEHHbBIC
mpernaparsl, BKIIOYEHHBIE B TIEPEUCHb IKU3HEHHO HEOOXOJMMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX
[pernapaToB, COJIEPKUT B ceOe CleTy oyt HH(OpMAaLIUIO:

Undopmarus 06 n3MEHEHHSX:

Ilynkm 1 usmenen c 1 sineaps 2018 e. - @edepanvhuiii 3axon om 28 dexabps 2017 e. N 425-D3

Cm. npeovloywyio peoakyuio

1) HaMMEHOBaHME JIEPXKATENS MIIM BIIaJIeNblla PETUCTPAIIMOHHOTO yIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara, HAMMCHOBAaHUE MPOW3BOIUTEINS JICKAPCTBCHHOIO TMpernapara, CBEACHHS O PErHCTpaIiiu
JIepKaTeNs WU BIIAJeINblla PErUCTPAIMOHHOTO YJOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara, CBeICHHS O
pETHCTpAIMK MMPOU3BOJUTEINS JIEKAPCTBEHHOT'O TpermapaTa JUlsi MEIUIUHCKOTO NMPUMEHEHHUS B KaueCTBE
HAJIOTOILIATEIIbINUKA B CTPAHE PErUCTpauy (11 POCCUUCKUX FOPUIMUECKUX JIUIL - UICHTH()HUKAIIMOHHBIH
HoMmep Hanoromiarensimuka (MHH), ans wHOCTpaHHBIX IOPUIWYECKUX JIUI[ - CTpaHa PETUCTpPAIUU,
HAMMEHOBAHUE PETUCTPUPYIOIICTO OpraHa, PEruCTPalMOHHBIA HOMEp, KOJI HaJOrOIUIATENbIINKA B CTPaHEe
perucrpanuy (MHKOPIOpAIMK) WM €r0 aHaJlor), MECTO HAXOXKJICHUS IMPOHM3BOJCTBEHHBIX ILIOMIAMIOK,
YYaCTBYIOIIMX B IPOIECCE MPOU3BOACTBA JICKAPCTBCHHOTO Ipenapara, ¢ yKa3aHHEM CTaJHH Ipolecca
MIPOM3BO/ICTBA;

Wndopmarys 06 m3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 2 yacmu 2 cmamvu 62 Hacmosaue2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujeli pedaxKyuu
2) HauMMEHOBaHHME JIEKAPCTBEHHOro Mpemnapara (MeXIyHapo/JHOE HENaTeHTOBAaHHOE, WM
IPYNIHAPOBOYHOE, MM XUMHUYECKOE U TOPIOBOE HAUMEHOBAHMS);
3) HOMep perucTpaloHHOTO Y0CTOBEPEHNUS JIEKApCTBEHHOTO Tpernapara;
Wndopmarys 06 m3MEeHEHHUAX:
Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 4 yacmu 2 cmamvu 62 Hacmosiuezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.
Cm. mexcm nyHkma 6 npeovioywel peoaKyuu
4) nexapcTtBeHHas (opMa ¢ yKazaHHUEM JIO3UPOBKH JIEKAPCTBEHHOI'O IperapaTa U ero KoJndecTBa
BO BTOPUYHOMH (MOTPeOUTEIHCKON) YIAKOBKE, a TAK)KE KOMITJIEKTHOCTb;
Wudopmanust 00 N3MEHEHUSX:
Ilynkm 5 usmenen c¢ 1 mapma 2020 e. - @edepanvuviii 3akon om 27 dekabpsa 2019 2. N 475-D3
Cwm. npedvioywyio pedaxyuio
5) 3apeructprupoBaHHasi IpeJieNbHask OTIYCKHAs 1IeHa Ha JeKapCTBEHHBIH mpenapar B pyOsx;
Wudopmanust 00 n3MEHEHUSX:
Ilynkm 6 usmenen ¢ 7 uronsa 2019 2. - @edepanvruiii 3akon om 6 uions 2019 2. N 134-D3
Cwm. npedvioywyio pedaxyuio
6) nata U HOMEp IMpHUKa3a YHNOJHOMOYEHHOIO (elepaibHOTO OpraHa HMCIOJHUTEIBHON BJIACTU O
rOCYIapCTBEHHOW PETMCTPALUM WUJIM NIEPEPErUCTPALMU MTPEAEIBHOM OTIYCKHOW LEHBI HA JIEKAPCTBEHHBIN
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mpenapar, BKJIIOYCHHBIN B MNEPpEUCHb XKHU3HCHHO HCO6X0)II/IMBIX A BaXHEHIITUX JICKApPCTBCHHBIX
ImpernaparTos;
Wndopmarus 06 H3MEHEHHSX:

Yacms 2 Ooononnena nynkmom 6.1 c¢ 7 uona 2019 e. - Dedepanvuviii 3akon om 6 utonusa 2019 e.
N 134-@3
6.1) mata BCTyIUICHUS B CUJTY MPUKA3a YIIOJIHOMOUYEHHOTO ()eIepalIbHOTO OpraHa HCIIOTHUTEIHLHON
BJIACTH O TOCYIApCTBEHHOW PETHCTpPallMd WA MEPeperucTpali MPeAebHOW OTITYCKHOW IICHBI
MPOM3BOUTEINSI HA JICKAPCTBEHHBIM IMpernapaTr, BKIOYCHHBIA B IepeueHb KU3HEHHO HEOOXOIUMBIX U
BR)KHEHIINX JICKAPCTBEHHBIX MTPETIAPATOB;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uacms 2 cmamou 62 nacmoswezo
DedepanbHo2o 3aKOHA OONONHEeHA NYHKMOM 7, ecmynarouum 6 cuny ¢ 1 urons 2015 e.
7) WTPUXOBON KOJ, HAHECEHHBII HAa BTOPUYHYIO (MOTPEOUTENHCKYI0) YIAKOBKY JIEKAPCTBEHHOIO
nperapara,
Wupopmarus 06 H3MEHEHHSIX:
Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-®@3 uwacme 2 cmamovu 62 Hacmoswezo
DedepanvbHoeo 3aKoHa 00NoaHeHa nyukmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
8) KOJ JICKapCTBEHHOTO Ipernapara Mo aHATOMO-TePareBTHICCKO-XMMHYECKON KIIACCU(PUKAIINH,
peKoMeH1I0BaHHOM BcemupHoii opranu3zamueii 31paBooXpaHeHUs.

Undopmarus 06 n3MEHEHHSX:

Yacmo 3 usmenena c 7 urons 2019 . - @edepanvhsiii 3axon om 6 utona 2019 2. N 134-D3

Cm. npeovloywyio pedakyuio
3. TocymapcTBeHHas PErHCTpalUsl WU TEPEPErUCTpaIsl TPEACIbHBIX OTIMYCKHBIX IIEH Ha

JICKapCTBCHHBIC TIperapaThl, BKIIOUEHHBIC B II€PCUCHb JKU3HCHHO HEOOXOIUMBIX U BAKHEHIIMX
JICKapCTBEHHBIX TMPENapaToB, BEACHHE TOCYJApPCTBEHHOTO peecTpa MpelNeibHBIX OTIMYCKHBIX II€H
MIPOM3BOIUTENICH HA JICKAPCTBEHHBIC IMPETNapaThl, BKIOUCHHBIC B TEPEUCHb KMU3HCHHO HEOOXOJMMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISIOTCS B MOPSAIKE, yCTaHOBICHHOM [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CM. AQMUHHUCTpaTUBHBIA pernameHT MwuH3apaBa Poccuu 1O MpenoCTaBIEHUIO TOCYAapCTBEHHOU
YCIIyTHU IO TOCYJapCTBEHHON PETUCTPALUU IIPEIEIbHBIX OTITYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MIPEMapaThl,
BKJIIOUEHHBIE B IE€pPEUEHb >KM3HEHHO HEOOXOJUMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
YTBEPXKACHHBIN Npuka3oM MuHucrtepcersa 3apaBooxpanenus ot 24 urong 2012 r. N 421

CwMm. KOMMCHTApHHU K CTAThC 62 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wudopmanust 00 n3MEHEHUSX:
Haumenosanue usmeneno ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 oekaops 2019 2. N 475-D3

Cwm. npedvioywyio pedaxyuio
Crarbsi 63. VYcraHOBIEHHE OpraHaMH HCIOJHHUTEIbHON BiacTH CcyOBbekToB Poccuiickoi
@enepaliil  MpeAeIbHBIX pa3MepPOB ONTOBBIX HAA0AaBOK U MPEIENbHBIX pPa3MepoB
PO3HUYHBIX HaJ0aBOK K (DAaKTUUYECKUM  OTIYCKHBIM  II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX IPENAapaToOB, HA JIEKAPCTBEHHBIE IPENApaThI,
BKJIIOYCHHBIE B TEpPEUEHb XU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX
IIpenapaTroB

Wndopmarnys 06 M3MEHEHUAX:
Yacmo 1 usmenena c 1 mapma 2020 e. - @edepanvhviii 3akon om 27 dexabps 2019 2. N 475-D3
Cm. npeovloywyio peoakyuio
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1. Opranbl HWCHOJHUTETBLHON BIAacTH CyObekTOoB Poccuiickoir ®eneparuu ycTaHaBIMBAIOT
npeenbHbIe pa3Mepbl ONTOBBIX HAA0aBOK M IpeAeTbHbIC pa3Mepbl POSHUYHBIX HAJ0ABOK K (haKTHUECKUM
OTIIYCKHBIM LIeHaM (0e3 ydeTra Hajora Ha JOOaBJICHHYIO CTOMMOCTH), YCTAHOBJICHHBIM MPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IPENapaThl, BKIIOUYEHHbIE B IEPEUYCHb >KU3HEHHO
HEOOXOJMMBIX U BaKHEHIINUX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEPKICHHOU B MOPSAKE,
ycraHoBiieHHOM [IpaBurensctBoM Pocculickoin @Penepanuu, METOJAMKON YCTAaHOBIEHUS OpraHaMu
UCIIOJTHUTENIbHOM BiacTu cyObekToB Poccuiickoit denepanuu npeaenbHbIX pa3MepoB ONTOBBIX HaJA0aBOK
U TPEJEeNbHBIX pPa3MEepOB PO3HUYHBIX HAJ0ABOK K (DAKTHYECKMM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
IIPOU3BOJUTEIISIMH JICKAPCTBEHHBIX MPENApaTOB, HA JIEKAPCTBEHHBIE IIpenapaThl, BKIOYEHHBIE B [1I€PEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IHpenaparoB. IIpoekTel pemieHuil opraHos
WCITOJTHUTENIbHON BllacTH cyObekTOB Poccuiickori ®deneparuu 00 ycraHOBICHUH W (WIM) W3MEHCHUH
OpeleNbHBIX Pa3MEpPOB ONTOBBIX HAN0ABOK M MPEACNIbHBIX pa3MEpOB PO3HUYHBIX HAA0aBOK K
(aKkTUYECKUM OTIYCKHBIM ILI€HaM, YCTaHOBJICHHBIM IPOU3BOJIUTENIIMU JICKAPCTBEHHBIX INpEnaparoB, Ha
JICKapCTBEHHBIC TIperaparbl, BKIIOUYEHHBIE B I[E€PEUYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JICKapPCTBEHHBIX MPENapaToB, MOJUIEKAT COTJACOBAHHMIO C YIOJIHOMOUYEHHBIM (elepaibHbIM OpPraHOM
WCTIOJTHUTEIIEHOM BJIACTH, OCYIICCTBIITIOMNM (DYHKIIMU 110 TPHHSITHIO HOPMATHBHBIX TPABOBBIX aKTOB H
KOHTPOJIIO 3a COONIOJICHHEM 3aKOHOJATelbcTBA B cdepe TOCYJapCTBEHHOTO pEryJIupOBaHUs IIeH
(TapudoB) Ha TOBapHI (YCIyTH), B MOPSJIKE, ycTaHOBICHHOM [IpaButensctBoM Poccuiickoit deneparuu.

Wupopmarus 06 H3MEHEHHSIX:
Yacms 2 usmenena c 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexabps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

2. OpraHu3anuu ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEICTBAMHM, ANTEYHbIC OpraHU3aluy,
UHAMBUAYaJIbHbIE NPEINPUHUMATEIN, HMEIOIIME JIMLIEH3UI0 Ha (hapMalleBTUUECKYIO esATEIbHOCTD,
MEIMIIMHCKUE OpraHu3allly, HMEIIIUe JUIEH3WI0 Ha (apMaleBTUYECKYIO JesSTeNbHOCTh, M UX
000co0sieHHbIe Mofpa3sieneHust (amOynatopuu, (enpamepckue M (QenbaepcKo-aKylepcKue MyHKTBHI,
HeHTpbl (oTAeneHusi) oOmiei BpadeOHOIN (ceMelHO#) MpaKTUKH), PACIONOKEHHBIE B CEIbCKUX
HACEJIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIE OpPraHU3alll{, OCYIIECTBIISIIOT pealln3aluio
JIEKapCTBEHHBIX IpEenapaToB, BKJIIOYEHHBIX B [€pPEUCHb IKU3HEHHO HEOOXOAMMBIX M BaKHEHIIUX
JIEKapCTBEHHBIX IIpenapaToB, IO Il€HaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUU C IOPSIKOM,
ycraHoBleHHbIM [IpaButensctBoM Poccuiickoit @enepaiiuu, 1 ypoBeHb KOTOpHIX (0€3 yuyera Hajora Ha
NO0OABJICHHYIO CTOMMOCTh) HE [JOJDKEH TMpEeBBIIATh CyMMYy (aKTHYeCKOW OTIYCKHOH II€HBI,
YCTaHOBJICHHON MPOU3BOAMTEIIEM JIEKAPCTBEHHOI'O INpernapara, He IPEBBIIIAOIIEN 3apEruCTPUPOBAHHON
WM TIEPEePEerucTPUPOBAHHON TPENETbHON OTIYCKHOM II€HBI TPOM3BOAMTENS (HA JaTy pealu3aiiiu
JIEKapCTBEHHOTO Ipernapara IPOU3BOAMTENEM), M pa3Mepa ONTOBOM HanbaBKu M (MIM) pazMepa
PO3HUYHON Ha/l0aBKM, HE MPEBBIMIAIOIINX COOTBETCTBEHHO pa3Mepa Ipe/eiabHOW ONTOBON Ha/l0aBKU U
(unm) pa3mepa nmpeaesibHOM PO3ZHUYHOM Haa0aBKH, YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanuu.

Wudopmanust 00 N3MEHEHUSX:
Yacmo 3 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexabps 2019 2. N 475-D3

CMm. npedvioyuyro pedaKyuio

3. Opranbl HMCIOJHUTEIHHOW BIACTH cyObekToB Poccuiickoit denepanuu pa3MenialoT B CETH
"NHTepHeT" MHPOPMALIMIO O 3apETUCTPUPOBAHHBIX MPENEIbHBIX OTIIYCKHBIX IIEHaX MPOM3BOAUTENCH Ha
JIEKapCTBEHHbIE IIpenapaThl, BKIIOUEHHBIE B II€peueHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX
JIEKapCTBEHHBIX TMpenapaToB, 00 yCTaHOBIEHHBIX B cyObekTe Poccuiickoit dexepanmu mnpeneabHbIX
pa3mepax ONTOBBIX HaM0aBOK W (WJIM) MPENENbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K yCTAHOBIICHHBIM
IPOM3BOJIUTENSIMU JIEKAPCTBEHHBIX MpenapaToB (PaKTUYECKHMM OTIYCKHBIM II€HaM Ha JIEKapCTBEHHBIE
npenaparsl, BKJIIOUEHHbIE B IIEpPEeYeHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHUIIMX JIEKapCTBEHHBIX
IIPENapaToB, a TAKXKE O CYMME 3apETrMCTPUPOBAHHBIX MPEJEIIBbHBIX OTIYCKHBIX LIEH NPOU3BOAUTENIEH Ha
JIEKapCTBEHHbIE IIpenapaThl, BKJIIOUYEHHbIE B IME€PEUEHb >KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIIMX
JICKapCTBEHHBIX IMPENapaToB, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit @enepanuu mpeaeabHBIX
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pa3MepoB ONTOBBIX Ha/0ABOK U MPEJEIBbHBIX Pa3MEPOB PO3HUUYHBIX HAJA0aBOK U HaJora Ha JJ0OaBJIEHHYIO
croumMoctb. HWHpopmanus, npeaycMOTpeHHass HACTOSIIEH 4YacThlo, JOJDKHA HAXOIUTBHCS TaKXkKe B
anTeYHbIX OPraHU3alMsIX B JOCTYIHOMN Ul BCEX 3aMHTEPECOBAHHBIX JHI (hopMe U OOHOBIATHCS IO Mepe
€e pa3MEIlleHHs OpraHaMu HCIIOJIHUTENbHONM BiacT cyObekToB Poccuiickoit denepaunn B ceTH
"UnTepuer".

4. Yrparuna cuy ¢ 1 mapta 2020 r. - @enepaibubiii 3akoH ot 27 gekadps 2019 r. N 475-03

Wndopmarus 06 H3MEHEHHSX:

CMm. npedvloywyro pedaKyuio
TAPAHT:

CM. koMMeHTapuu K cTarbe 63 HacTosero denepabHOr0 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 ¢ naumenosanue enagvl 13 Hacmosiue2o
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

CMm. mekcm HAUMEHOBAHUS 8 NPeOblOyuell peoaKyuu

I'nasa 13. MonuTtopusr 3¢)¢peKTUBHOCTH U 0€30M1ACHOCTH JIeKAPCTBEHHbIX NPenapaTos,
HaxoAsImuxcs B oopamenun B Poccuiickoit @enepaunu

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvsa 64 nacmosweco Dedepaivioco
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 2.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxKyuu
Crarbsa 64. ®apmakoHanzop

Wndopmarus 06 n3MEHEHHSX :

Yacmo 1 usmenena c 13 ageycma 2019 2. - @edepanvhuiil 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio

1. JIekapcTBEeHHBIE Mpenapathl, HaxoAsumecs B oopamienuu B Poccuiickoit denepannu, noiexar
MOHHUTOPUHTY 3()(PEKTUBHOCTH U OE30MACHOCTH B LENAX BBIABIECHUS BO3MOXKHBIX HEraTHBHBIX
NOCIEACTBUM WX NPHUMEHEHUS, WHIUBUAYaJIbHONH HENEPEHOCUMOCTH, NPEAYNPEKACHUS MEIULMHCKUX
pabOTHUKOB, CIENUAINCTOB B 00JacTU BETEPUHApPHM, NAIlMEHTOB WJIM BIAJENbLEB >KUBOTHBIX U HX
3allIUThl OT MPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPENapaToB.

2. ®dapmakoHan30p OCYLIECTBISETCS COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM (eepaibHbIM
OpraHOM HCIOJIHUTEJIBHOM BJIACTU B YCTAHOBJICHHOM MM IOpSJKE ITyTEM aHalIM3a IPENOCTaBIIEMON
cyOBbeKkTaMu oOpallleHus JEKapCTBEHHbIX CPEACTB HH(POPMAIIMU O TOOOYHBIX AEHCTBUSIX, HEXKENaTeIbHbBIX
pEeaKIuAX, CEPbE3HBIX HEXKEIATENBHBIX PEAKUUAX, HEMPEIBHUJECHHBIX HEXKEIATEJIbHBIX PEAKIUAX IpU
NPUMEHEHUN JICKApCTBEHHBIX IpernapaTroB, 00 WHAMBHUIYaJIbHOH HENEPEeHOCUMOCTH, OTCYTCTBHH
(O PEeKTUBHOCTH JIEKAPCTBEHHBIX TIPEMapaTroB, a Takke 00 WHBIX (akTax U 00CTOATEIhCTBAX,
NPEACTABISIOMINX YIPO3y JKU3HM WM 3I0pPOBBI0 4YeJOBEeKa JHMOO KHBOTHOIO TNpU MPUMEHEHUHU
JIEKapCTBEHHBIX MpENapaToB M BBISIBICHHBIX HA BCEX 3Tanax oOpalleHusl JIEKapCTBEHHBIX MpEenapaToB B
Poccuiickoit denepanuu u Ipyrux rocygapcraax.

3. CyOBekTsl oOpaleHus JeKapCTBEHHBIX CPEICTB B MOPs/IKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBLHON BIIACTH, 00513aHbBI COOOIIATh B YIIOJTHOMOUYEHHBIH (eepaabHbIit
OpraH HCIIOJIHUTENBHON BIJIACTU O TOOOYHBIX JEWUCTBUAX, HEXKEJIATeNbHBIX PEaKIUsiX, CEePhE3HBIX
HEXENATeNbHbIX  PEaKlUMsX, HENPEeIBUACHHBIX HEXKEJIATeNbHBIX pEaKUUsX MpUd  [PUMEHEHUU
JIEKapCTBEHHBIX IpenapaTtoB, 00 WHAMBUAYAJIbHON HEMEPEHOCUMOCTH, OTCYTCTBUU 3((HEKTUBHOCTH
JIeKapCTBEHHBIX MpenapaToB, a Takke 00 MHBIX (akTax M 0OCTOATENbCTBAX, MPEJCTABISIOMINX YIPO3Y
JKU3HU WM 3JI0POBBIO YEJOBEKa JIMOO >KMBOTHOTO MpPU NPUMEHEHHH JIEKAPCTBEHHBIX MPENapaToB U
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BBISIBJICHHBIX Ha BCEX JTamax oOpalleHHs JICKapCTBEHHBIX mpernapaToB B Poccuiickoit depepanun u
JPYIUX TOCY1apCTBAX.

4. Jlepxatesd WIN BJAJEblbl PErMCTPALMOHHBIX YJOCTOBEPEHUH JIEKAPCTBEHHBIX IPENaparos,
IOPUAMYECKHE JINLA, HA UMsI KOTOPBIX BbIJaHbl pa3pelIeHNs Ha MIPOBEJICHUE KIIMHUYECKUX MCCIIEIOBaHUN
B Poccuiickoii ®enepaunu, 1nbO YNOJIHOMOYEHHBIE UMM JpyrHe IOPUIMYECKHE JIHMLIA B PaMKax
oOecrieyeHns 6€30MaCHOCTH JIEKAPCTBEHHBIX MPEMApaToB B MOPSI/IKE, YCTAHOBIEHHOM COOTBETCTBYIOUIHM
YIOJIHOMOYEHHBIM (peZiepajIbHbIM OpPraHOM HCIOJHUTENBHOM BIAcTH, O0s3aHbl OCYLIECTBIATH INPHEM,
yueT, o0paboTKy, aHalu3 W XpaHEHHWE NOCTYMAIOMMX B HUX aJpec OT CYOBEKTOB OOpalieHus
JIEKapCTBEHHBIX CPEJICTB U OPraHOB I'OCYJAapCTBEHHOM BIACTU COOOIEHHH O MOOOYHBIX JEHCTBUSX,
HE)KEJIATEJIbHBIX PEAKIUAX, CEPbE3HBIX HEXKEJIATENbHBIX U HENPEIBUICHHBIX HEXKEJIATEIbHbIX PEaKLUAX
OpU IMPUMEHEHUM JICKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTSAX MX B3aUMOJCHCTBUA C JPYyTHMHU
JICKapCTBEHHBIMH IIperapaTaMy, WHAWBHUIYaTbHOM HENEPEHOCHMOCTH, a Takke 00 HMHBIX (akTax u
00CTOATENBCTBAX, MPEACTABIAIONIMX YIpo3y KHU3HM WIM 30pOBBIO YeJOBEKa JIMOO >KUBOTHOTO HIIU
BIMSIOUIMX Ha HW3MEHEHHWE OTHOLIEHUS OXHJaeMOM IOJIb3bl K BO3MOXHOMY PHUCKY IHPUMEHEHUS
JIeKapCTBEHHBIX IpenapaToB.

5. Ilpu BbIsiBIEHMM MH(POPMALMU O CEPbE3HBIX HEXKENATENIbHBIX PEaKLUAX U HENPEIBUACHHBIX
HE)KENNATeNIbHBIX peaKUUsX IMpd I[PUMEHEHHM JIEKAPCTBEHHBIX IpernaparoB, 00 OCOOEHHOCTIX HX
B3aMMOJEMCTBUS C JPYIMMM JIEKQpCTBEHHBIMM IperaparaMmy, WHIUBUIYaJbHOW HENEPEHOCHMOCTH, a
Takxke 00 MHBIX (pakTax U 00CTOATENbCTBAX, BIUSAIOIINX HA U3MEHEHHE OTHOLICHUS 0’KMIaeMOil MOJIb3bl K
BO3MOXKHOMY PHMCKY IIPUMEHEHHUS JIEKAPCTBEHHBIX IIPENapaToB, JAEpKaTead WM  BIAJEIbIbI
PETUCTPAllMOHHBIX YJIOCTOBEPEHHMH JIEKAPCTBEHHBIX IPENapaTroB, IOPUANYECKHUE JIMLA, HA UM KOTOPBIX
BBIJIaHBl pa3pelieHus] Ha TpOBEIEHHE KIMHUYECKUX HuccienoBaHuii B Poccuiickoit ®Denepanuu, 100
YIOJIHOMOYEHHbIE HMMHU Jpyrue IOpUIMYEcKHe JMIa o00s3aHbl NPUHATH MEphl, HAIpaBICHHbIE Ha
YCTpAaHEHUE  HEraTUBHBIX  IOCJIEJICTBUM  INPUMEHEHHUS  TaKUX  JIEKAPCTBEHHBIX  IPENaparos,
HpeaynpexaeHue IpUIMHEHUS Bpela KU3HU WM 3[JOPOBBIO UYeJIOBEKa JMOO JKUBOTHOTO, 3alUTY UX OT
IPUMEHEHHUS TaKuX JIEKaPCTBEHHBIX IMPENapaToB, HA JIOMOJHUTENbHBIN cOOp NaHHBIX 00 3P PEKTUBHOCTH
1 0€30MacCHOCTH TaKMX JIEKAPCTBEHHBIX MTPENapaToB.

6. 3a HeCcOoOOIIEHNE WU COKPBITHE MHPOPMALIUH, TTPEAYCMOTPEHHON YacThio 3 HACTOSIICH CTaThH,
JepKaTend WIM  BIAJeNbIbl PErMCTPALMOHHBIX  YAOCTOBEPEHUH JICKApCTBEHHBIX IPENapaTos,
IOpUAMYECKUE JINIA, HA UMsI KOTOPBIX BBIJAHBI pa3pelleHNs Ha MPOBEJIEHUE KIIMHUYECKUX MCCIIEOBaHUM
B Poccuiickoii ®enepanuu, MO0 YHOJHOMOYEHHbIE HMMH JIpyrHe OpUAMYECKHE JIMIa, a TaKKe
JOJKHOCTHBIE JIMIA, KOTOPBIM 3Ta HMHGpOpMalus CTaja H3BECTHa MO POy HMX MNpodeccHOHAIbHON
JESATEIIBHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHU € 3aKOHOAATENBCTBOM Poccuiickoi Penepanum.

7. Ilpu nony4eHUH yroJIHOMOYEHHBIM (e/iepalibHbIM OpraHOM HMCIIOJIHUTENbHON BJIACTH B paMKax
OCYILECTBIICHUSI UM (papMaKOHaJ30pa JI0Ka3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOIO IIpernapara
YCTAaHOBJICHHBIM TpPEOOBaHMSIM WM TpU TOJYyYEHUH HHPOpPMAIMM O HECOOTBETCTBUM JaHHBIX 00
3¢ (EeKTUBHOCTH U 0 0€30MacCHOCTH JIEKapCTBEHHOI'O IMpernapaTa JaHHbIM O JISKapCTBEHHOM Ipernapare,
CoJIepKalIMCsl B MHCTPYKIUHU 110 €ro MPUMEHEHHUIO (B TOM YHCIIE BBISBIEHHBIX B XOJ€ OCYLIECTBICHUS
(dapmakoHa 30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMyd HHOCTPAHHBIX TOCYIAapCTB), YIOJTHOMOYEHHBIN
denepanbHbI OpraH UCHOJHUTENBHOM BJIacTU B YCTAaHOBJIEHHOM UM TOPSJIKE pacCMaTPUBAET BOIPOC O
IPUOCTAaHOBJIEHUH IIPUMEHEHHS TAKOTO JIEKAPCTBEHHOI'O IIpernapara.

TAPAHT:

CM. Meroauueckue pexkomenparuu  "OpraHumsanusi ciayXObl MOHHUTOPHUHra  O€30MacCHOCTH
JIEKapCTBEHHBIX CPEACTB ((apMakoHaa30pa) B KOMIAHUSAX MPOM3BOAMTENSAX JIEKAPCTBEHHBIX CPENICTB
WIN JAepXKaTelsiX PpPErucTPalMOHHBIX YJIOCTOBEpPEHMI'", yTBepxkaeHHble Poc3apaBHagzopoM ot 25
okTs10ps 2008 T.

CMm. koMMeHTapuH K cTaThe 64 HacTosero denepanbHOro 3aK0HA

Wndopmarius 06 H3MEHEHHSX:
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Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 65 nacmoswezo Dedepanvroo
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 2.

Cm. mexcm cmambu 6 npedvloywell peoakyuu

Cratbs 65. [IpnocraHoBieHHE TPUMEHEHNS JIEKaPCTBEHHOT'O IIpenapara

1. Ilpu mosnydeHnn MHGOPMALIUU O HEXKENATSIbHBIX PEAKIUAX MPU NPUMEHEHHH JIEKAPCTBEHHOTO
Ipernapara, HE YKa3aHHbIX B MHCTPYKUMHU II0 NPUMEHEHHMIO JIEKAPCTBEHHOI'O IIPENapara, CEpbe3HbIX
HEXKENNATENbHBIX PEaKIUAX, 00 OCOOEHHOCTSX €ro B3aMMOJEHCTBHS C JAPYTHMH JIEKapCTBEHHBIMHU
npenapaTamy, KOTOpble MOTYT MPEACTaBIATh YIPO3y KU3HU WIN 3I0POBBIO YelloBeKa JINOO KUBOTHOTO, a
TaKXKe O HECOOTBETCTBUHU IAaHHBIX 00 3((dekTuBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTO Iperapara
JAHHBIM O JIEKAPCTBEHHOM IIpenapare, COACpKalUMCs B HHCTPYKIMM 10 €r0 IPUMEHEHHIO, B TOM YHUCIIE
OT YIOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX TOCYJApCTB, OOMEH KOTOPOW OCYIIECTBIISETCS B
COOTBETCTBUM C COIVIAIIEHUSIMH MEXIY YIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM MCIOJHUTEIbHON
BJIACTH M YIOJHOMOYCHHBIMH OpraHaMHd WHOCTPAaHHBIX TOCYNapCTB, YIOJHOMOYEHHBIN (eaepanbHbIi
OpraH MCIIOJHUTEIbHON BJIACTH PAacCMAaTPUBAET BOIPOC O BO3MOXHOCTH IPUOCTAHOBIEHHs OOpalieHus
TAKOro JIEKAPCTBEHHOI'O Mpenapara B I[I0pPsJIKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (eaepatbHbIM
OpPraHOM HCIIOJHUTEIBHOM BJIACTH.

2. Ilpy HeWUCNONHEHHWH WIM HEHAJJIESKAIEM HCIOJHEHUM [JepKaTesIIMU WM  BIIaJelIbLIaMU
PETUCTPALIMOHHBIX YIOCTOBEPEHMM JIEKAPCTBEHHBIX IIPENApaTOB, HOPUAUMYECKMMM JIMLAMH, Ha HMs
KOTOPBIX BbIAAHbI Pa3pelICHHs] HA MPOBEACHUE KIMHUYECKUX HcciienoBanuil B Poccuiickonn denepanuu,
WIN YIOJHOMOYEHHBIMU UMHU IPYTHMH IOPUINYECKUMU JIMIIAMU O0S3aHHOCTEH, YCTAaHOBJIEHHBIX YacTsIMU
3 u 4 crateu 64 Hactosmero denepalibHOTO 3aKOHA, JINOO B CIIydyasix MPEJCTaBICHUS] COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIOJIHUTEIBHOW BJIACTH 3aKJIKOYEHUS O HEJOCTOBEPHOCTH
Pe3yJbTaTOB KIMHUYECKOTO MCCIIEIOBAHUs JIEKAPCTBEHHOIO IIpenapara Juisi MEAUIMHCKOIO IPUMEHEHUS,
KOTOPOE€ OCHOBAHO Ha pe3ysbTaTax NPOBEPKHM MEIULMHCKON OpraHM3allliy, IPOBOAMBILEH YKa3aHHOE
KJIIMHUYECKOE MCCIIEIOBAHUE C HApYIIEHUEM ITpaBUJI HaJJIexalleld KIMHUUECKON MPaKTUKH, U IIPUBETIO K
MOJYYEHHUIO HEIOCTOBEPHBIX PE3yJbTAaTOB, JIMOO B CIIydyae HEBBITOJHEHHs NPEANUCAHMS, BBIIAHHOTO
YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTEIbHOW BIJIACTH IO MTOTaM OCYIECTBICHUS
BBIOOPOYHOTIO KOHTPOJISI KayecTBa JIEKAPCTBEHHOT'O Ipernapara, YHNOJIHOMOYEHHBIH (eaepanbHblii opran
VCITOJIHUTEJIBHOM BJIACTH B YCTAHOBJIEHHOM MM IIOPSJIKE PACCMATPUBAET BOIPOC O NMPHUOCTAHOBICHUH
IIPUMEHEHHUS TaKOT'0 JIEKAPCTBEHHOTO NIpernapara.

TAPAHT:

O nmpemocTaBIeHMHM TEPPUTOPHANBHBIMU  YmpaBieHusMH Poc3apaBHagzopa uHboOpManuu o
He0OPOKAYECTBEHHBIX U (PaIbCU(PUITMPOBAHHBIX JICKAPCTBEHHBIX CPEACTBAX CM. npuka3 deaepanbHON
ciy’)kObl TI0O Ham30py B cdepe 3ApaBOOXpPaHEHHs] U COLMAIBHOTO pa3BUTHS OoT 8 QeBpans 2006 r.
N 255-11p/06

Wndopmarys 06 M3MEHEHHUSX:

Cmamus 65 oonoanena uacmoto 3 ¢ 15 uwona 2018 . - @edepanvhuiii 3axon om 4 urona 2018 e. N
140-D3
3. YnonHOMOYEHHBIN (enepanbHblii OpraH HCIOJIHUTEIbHOW BIACTH MpPH MPEACTABICHUH €My
CBE/IEHUI1 0 HECOOTBETCTBUU MTPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM TPaBIIT HAAJIEXKAIeH
MPOU3BOJCTBEHHOW MPAKTUKU M (WJIM) O HapyIIEHWU JUIEH3UOHHBIX TpeOOBaHUN, KOTOpble ObUIH
BBISIBJIEHBI B XOJE IIPOBENCHUS WHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB HIIHU
OCYIIECTBIICHUS JIMLEH3MOHHOTO KOHTPOJIA B cepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT NPHUBECTH K IPOM3BOJCTBY JIEKAPCTBEHHBIX IPENapaTroB A MEIULUHCKOIO MPUMEHEHUS,
MPUYMHUBILINX WK CIIOCOOHBIX MPUYHUHUTE BPE ’KU3HU WUJIHM 3JI0POBBIO TPa’kJaH, pacCMaTpPUBAET BOMPOC
O MPHUOCTAHOBJIEHUU IPUMEHEHMS JIEKAPCTBEHHBIX IIPENapaToB A MEIULUHCKOIO NPUMEHEHUS B
YCTaHOBJICHHOM UM TIOPS/IKE B CIEAYIOIINX CIydasx:
1) cocraB u (MJIKM) TEXHOJOTHS MPOM3BOJCTBA JEKAPCTBEHHOTO Mperapara Uil MeIUIUHCKOro
IPUMEHEHHs (C ONUCAHMEM CTaJAui NMPOU3BOJCTBA) OTIMYAIOTCSA OT 3aABJICHHBIX B PETUCTPALIOHHOM

22.11.20222 Cucrema TAPAHT 129/141


http://ivo.garant.ru/document/redirect/70826338/146
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/65
http://ivo.garant.ru/document/redirect/72185806/1000
http://ivo.garant.ru/document/redirect/71473446/1000
http://ivo.garant.ru/document/redirect/72185806/1000
http://ivo.garant.ru/document/redirect/4185553/0
http://ivo.garant.ru/document/redirect/71958560/12
http://ivo.garant.ru/document/redirect/70451198/1000
http://ivo.garant.ru/document/redirect/72185806/1000

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

JI0ChE;

2) neKkapCTBEHHBIN Mpenapar JUisi MEAULMHCKOrO IPUMEHEHUS IPOU3BEAECH Ha IPOU3BOJCTBEHHON
IUIONIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0CHE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTBHI, MOATBEPXKAAIOIINE
COOTBETCTBUE KaueCTBa JIEKAPCTBEHHOIO IIpenapara s MEIULUHCKOTO IPUMEHEHUs, BBOJUMOIO B
rpaXXIaHCKUI 000pOT, TpeOOBAHMIM, YCTAHOBJICHHBIM IIPH €0 TOCYIapCTBEHHON PErHCTPALUY;

4) mnpou3BOOUTENEM JIEKAPCTBEHHBIX CPEICTB B COINIACOBAaHHBIH C COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (peiepaJIbHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH CPOK HE YCTPaHEHBbl HAPYLICHUS
TpeOOBaHUI IpaBusl HAJUIEKALIEH MPOU3BOJACTBEHHOW NMPAKTUKM M (WJIM) JIMLEH3UOHHBIX TpeOOBaHMI,
KOTOpble OBUIM BBISBJICHBI B XOJI¢ IPOBEACHUS HMHCIEKTUPOBAHUSA MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEACTB WJIN OCYUIECTBICHUS JIMIEH3UOHHOIO KOHTPOJIS B cpepe NPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB
U IPUBEJIM WM MOTYT IIPUBECTH K IPOU3BOJACTBY JIEKAPCTBEHHBIX IPENApPaTOB I MEIULUHCKOIO
IPUMEHEHUS, IPUYUHUBIINX UM CHOCOOHBIX MPUYUHUTD BPEJl )KU3HU WM 3[J0OPOBBIO I'PaX</iaH.

Undopmarus 06 n3MEHEHHSX:

Cmamus 65 oononnena uacmoto 4 ¢ 15 uwona 2018 2. - @edepanvruviii 3axon om 4 uwona 2018 2. N
140-D3

4. YnonHoMOYeHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BIACTH NpPU HAJIMYUM y HETro
CBEJICHUI 0 HECOOTBETCTBUU MPOU3BOAUTES JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM IIPaBUJI HaAJIeKaIEeH
IPOM3BOJICTBEHHON NPAaKTUKM U (WIM) O HapyLIEHUM JULEH3UOHHBIX TpeOOBaHMM, KOTOpbIE ObUIN
BBISIBJIEHBI B XOJE IPOBEIEHUS WHCHEKTUPOBAHUS IPOU3BOJIUTENSL JIEKAPCTBEHHBIX CPEJICTB HWIH
OCYILECTBIICHHs JMIIEH3MOHHOTO KOHTPOJS B cepe MPOU3BOJACTBA JEKAPCTBEHHBIX CPEICTB U MPHUBEIU
WIM MOTYT NPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX IMPENaparoB JUIsl BETEPUHAPHOTO MPUMEHEHUS,
OPUYMHUBIIMX WIM CIIOCOOHBIX MPUYUHHUTH BpEJ] JKU3HU WIM 3J0POBBIO0 KMBOTHBIX, PAacCMaTpPHUBAET
BOIPOC O MPUOCTAHOBJICHUH peaIU3alliyi U MPUMEHEHUS JIEKapCTBEHHBIX MIPENapaToB AJisl BETEPUHAPHOTO
IIPUMEHEHHUS B YCTAHOBJICHHOM UM TIOPSJIKE B CIEAYIOIINX CIydasx:

1) coctaB M (WiIM) TEXHOJIOTHMSI IPOM3BOJCTBA JIEKAPCTBEHHOTO IpernapaTa Ui BETepHUHAPHOIO
OpUMEHEeHHs (C ONMUCAHHWEM CTaJui NPOU3BOJACTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETHCTPAlMOHHOM
JI0ChE;

2) neKapCTBEHHBIN Mpenapar /Ui BETEpUHAPHOTO NMPUMEHEHHs POU3BEIeH Ha MPOU3BOCTBEHHOM
IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOChHE;

3) y mpou3BOAUTENs JIEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, MOJITBEp)KIaroIne
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O Ipernapara Jjsi BETEPUHAPHOTO MPUMEHEHMs, BBOJAWMOIO B
rpaXkJJaHCKUI 000pOT, TpeOOBaHUM, YCTAHOBJIEHHBIM IIPH €0 IOCyAapCTBEHHON PEruCTpaluy;

4) TpoW3BOJIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (eiepaJbHbIM OPraHOM MCIIOJHUTEIBHOM BJIACTH CPOK HE YCTPaHEHbl HapyLICHUs
TpeOOBaHUI IpaBWl HAJUIeKaIled MPOU3BOACTBEHHON NPAKTHUKU W (WIM) JTULEH3MOHHBIX TpeOOBaHUIM,
KOTOpble ObUIM BBISBJICHBI B XOJ€ IPOBEIACHUS HHCIEKTUPOBAHUS MPOMU3BOJUTENS JIEKApCTBEHHBIX
CPEJCTB WM OCYILECTBICHUS JTUIIEH3UOHHOTO KOHTPOJIS B c(pepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB
U TNpPUBEIM WIA MOTYT NPHUBECTH K NPOU3BOACTBY JIEKAPCTBEHHBIX IIPENapaTroB IJisl BETEPUHAPHOIO
MPUMEHEHHUS, IPUYUHUBIINX WA CIOCOOHBIX MPUUYUHUTE BPeJl KU3HU WU 30POBBIO KUBOTHBIX.

Wndopmarys 06 M3MEHEHUAX:

Cmamus 65 oonoanena wacmamu 5 u 6 ¢ 1 auneapsa 2026 e. - @edepanvubiii 3akon om 27 Oekabps
2019 2. N 475-D3 (8 pedaxyuu Pedepanvroeo 3axona om 28 utons 2022 2. N 204-D3)

Cm. 6yoywyro pedakyuio

Cmamows 65 donoanena yacmoto 7 ¢ 1 cenmaobpa 2023 2. - @edepanvuviil 3akon om 2 utonss 2021 2. N
317-D3

Cm. 6yoywyro pedarkyuio
TAPAHT:
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CMm. koMMeHTapuH K cTaThe 65 HacTosero denepanbHOro 3aK0HA

Wndopmariis 06 H3MEHEHHSX:

Cmamuws 66 usmernena ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 . N 475-D3

CMm. npedvloyuyro pedaKyuio

Cratbs 66. Tadopmarus o pesyapTaTax GpapMakoHaa3opa

Y1oIHOMOYEHHBIH  ()eIepaIbHBIE  OpraH  WCIOJHHUTEIBHOW  BJIACTH,  OCYIIECTBIISIONIUI
dbapmakoHaa30p, MO €ro pe3ysibTaraM pa3MeliaeT Ha CBOeM oduIHMalbHOM caiite B ceTu "HHTepHeT"
UHPOPMALIUIO O:

1) BBIABICGHUU HOBBIX MOJTBEPXKICHHBIX HTaHHBIX O MOOOYHBIX JEUCTBUAX, HEXKeNaTeJIbHbIX
peaKIMsiX, CepbE3HBIX HEXKEIATeIbHBIX PEaKUUsX, HENPEABUICHHBIX HEXKEIATeNbHBIX pEeakUUsX Ipu
IIPUMEHEHNH JIEKaPCTBEHHOT'O MpEeIapaTa, B TOM YHCJIE BIUSAIOIINUX HAa OTHOLIEHHUE 0’KMIAeMOMN MOJIb3bl K
BO3MOKHOMY PUCKY NMPUMEHEHHUsI IAaHHOTO JIEKAPCTBEHHOTO Mpernapara;

2) NPUHATHIX PELICHUSX O BHECEHUU MU3MEHEHHUI B MHCTPYKIUIO 110 MPUMEHEHUIO JIEKapCTBEHHOTO
npenapara, 0 MPUOCTAHOBICHUM MPUMEHEHHS JICKaPCTBEHHOTO Ipemnapara, 00 U3bITHH U3 00palleHus
JIEKapCTBEHHOT'O Iperapara Wik 0 BO30OHOBICHUN TPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara.

TAPAHT:

CM. KOMMeHTapuu K cTatbe 66 HacTosero denepaibHOr0 3aKOHA

Undopmarust 06 n3MEHEHHSX:

Haumenosarnue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axon om 28 oexaops 2017 2. N 425-D3
Cm. npedvloyuyro pedaKyuio

I'naBa 14. Undopmanus o JiekapcTBeHHbIX Npenaparax. CucreMa MOHUTOPHUHIA JIBUKEHUS
JJEKAPCTBCHHLIX NpenapaToB 1Jsd MEAUIUHCKOI0 IIPUMEHCHU A

Wndopmarys 06 n3MEeHEHHAX:
Haumenosanue uzmeneno c 1 snsaps 2018 e. - @edepanvuuiii 3axkon om 28 oexaops 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
Cratba 67. Undopmanus o jekapcTBEeHHBbIX mpenapaTtax. CucTeMa MOHUTOpPUHIA JBH)KEHUS
JIEKapCTBEHHBIX MIPENAPATOB JUIsl MEAULIMHCKOTO IPUMEHEHUS

Wndopmarus 06 n3MEHEHHSX :

Yacmo 1 usmenena c 13 ageycma 2019 2. - @edepanvhuiil 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio

1. Uudopmamust o JmeKapCTBEHHBIX MpernapaTax, OTIYCKAeMBIX IO PEIEeNTy Ha JIEKapCTBEHHBIN
npenapar, JOJKHA COJEPXKaTbCsl TOJBKO B CHEUUATU3UPOBAHHBIX H3AAHMSIX, MPEAHA3HAYEHHBIX MJIs
MEUIIMHCKIX, (hapMaIleBTUUECKNX PabOTHUKOB, CIICIIMAIMCTOB B 00acTu BetepuHapuu. NHopmarus o
JIEKapCTBEHHBIX Tperaparax Juisi CIEeIHATIMCTOB B 00JIACTH OOpAaIleHHs JIEKAPCTBEHHBIX CPEICTB MOKET
colepxaTbCsi B MOHOrpadusx, CIPaBOYHUKAX, HAYYHBIX CTaThiX, B JOKJaJaxX Ha KOHTpeccax,
KOH(EpEeHIUIX, CHUMIIO3MyMaX, Hay4HbIX COBETaX, a TaKXkKe B MHCTPYKIUSAX IO MPUMEHEHUIO
JIEKapCTBEHHBIX MPETapaToB.

2. Undopmanus o JekapCTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0e3 pelernTta Ha JIeKapCTBEHHBIN
mpenapar, MOXKET COJIEepkKaThCsi B MyONHKalUAX W OOBSBICHHUSIX CPEICTB MacCOBOM HHGOpPMAIINH,
CIEIMAIM3UPOBAHHBIX U OOIIMX TMEYATHBIX W3JAHMSIX, MHCTPYKIUSAX MO NMPUMEHEHHUIO JIEKapCTBEHHBIX
MpenapaToB, HHBIX W3aHUSIX CYOBEKTOB OOpaIICHHS JICKAPCTBEHHBIX CPENICTB. PexiaMHbIe MaTepuaisl O
JIEKapCTBEHHOM TMpemnapare, OTHyckaeMoM 0e3 pelenta Ha JEKapCTBEHHBIM IMpemapaT, JOJKHBI
COOTBETCTBOBATh MHCTPYKIIMH 110 MPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara.

22.11.20222 Cucrema TAPAHT 131/141


http://ivo.garant.ru/document/redirect/73355325/1019
http://ivo.garant.ru/document/redirect/77691574/66
http://ivo.garant.ru/document/redirect/71846624/16
http://ivo.garant.ru/document/redirect/57427105/1400
http://ivo.garant.ru/document/redirect/71846624/171
http://ivo.garant.ru/document/redirect/57427105/67
http://ivo.garant.ru/document/redirect/72362280/216
http://ivo.garant.ru/document/redirect/77670914/671
http://ivo.garant.ru/document/redirect/70154618/0

®denepanbubiii 3akoH ot 12 anpesst 2010 r. N 61-03 "O06 obpareHn JiekapCcTBEHHbIX cpeacTB” (C ...

3. JlomyckaeTcsi HCIIOJIb30BaHHME JIOOBIX MaTepHabHBIX HOCHUTENEH, MO3BOJIAIONIMX XPAHUTb,
nepeaaBaTh U UCIOIb30BaTh HHPOPMALIKIO O JIEKApCTBEHHBIX MpenapaTax 0e3 ee HCKaKCHHUS.

Wndopmarus 06 H3MEHEHHSX:

Cmamwvs 67 0onoanena yacmoio 4 ¢ 1 utona 2020 e. - Dedepanvuviii 3axon om 28 dexabps 2017 e.
N 425-D3 (8 pedakyuu Dedepanvroco 3axona om 27 dexabps 2019 2. N 462-D3)

CMm. npedvloywyro pedaKyuio

4. JIng ueneil WACHTU(PHUKAIMM YIAKOBOK JICKAPCTBEHHBIX MPENApaToB Uil MEIUIIUHCKOTO
IIPUMEHEHUS IPOU3BOAMTEIN JICKAPCTBEHHBIX CPEICTB B IIOpsAJIKE, YCTaHOBJIEHHOM IIpaBuTeibcTBOM
Poccuiickoit @enepanuy, HAHOCAT HA NIEPBUYHYIO YIIAKOBKY (B OTHOLIEHMH JIEKAPCTBEHHBIX IIPENApaTOB
JUI MEAMLIMHCKOTO NMPUMEHEHHUs, Ul KOTOPBIX HE IPEeJyCMOTPEHAa BTOPUYHAs YIAKOBKA) U BTOPUUYHYIO
(MOTPEOUTENbCKYIO) YIAKOBKY JICKAPCTBEHHBIX IPENapaToB JJIs MEIUIMHCKOTO MPUMEHEHHS CpEeACTBa
UJCHTUQHUKALMY, 332 HCKJIIOYEHUEM JICKapCTBEHHBIX IPErnapaTroB A MEIUIUHCKOIO IHPUMEHEHHUS,
IIPOU3BOJUMBIX Il NMPOBEACHUS KIMHUYECKHX MCCIEJOBAaHUM, DKCIIOPTA, JIEKAPCTBEHHBIX IPENapaTroB
JUIsT MEAMLMHCKOrO IPUMEHEHUs, YKa3aHHBIX B dacTax 5 M 8 crateu 13 Hactosmero denepanbHOro
3aKOHa, paauo(dapMalleBTUUECKUX JIEKapCTBEHHBIX IpPENaparoB, NUSABOK MEIULIUHCKUX U Ta3oB
MEANIMHCKUX.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 67 oonoanena yacmoto 5 ¢ 1 aneaps 2018 e. - @edepanvusiii 3axkon om 28 dexabpsa 2017 e.
N 425-@3
5. XapakTepuCTUKHU CpeICTBa HUIACHTH(PHUKAIUHU, TOPSIJAOK €ro HaHeceHUs U TpeOOBaHUS K
cTpykType U (opmary uHDOpPMAIHUA, KOTOPYIO COJEPKUT CPEICTBO HACHTU(DHKAIMH, OIPEICIISIOTCS
[IpaButenscTBOM Poccuiickoit denepanum.

Undopmariust 06 M3MEHEHHSX:

Cmamuws 67 oonoanena yacmoto 6 ¢ 1 aneaps 2018 . - @edepanvusiii 3axkon om 28 dexabpsa 2017 e.
N 425-D3
6. Ilopsok co3naHusi, pa3BUTHs, BBOJA B OKCIUTyaTallMio, JKCIUTyaTallid W BbIBOJA U3
JKCIUTyaTallud CHUCTEMBl MOHWTOPHHIA JBMKECHHUS JIEKAPCTBEHHBIX IIPENapaTroB Uil MEIULHMHCKOTO
OPUMEHEHUS, T0pPsAJI0K NPEAOCTaBIeHUs HWHPOPMALMU, CoJepxXkalleiics B CHUCTEME MOHHMTOPUHIA
JBUKECHHUSI JIEKAPCTBEHHBIX MPENApaToB Il MEIWIMHCKOTO NMPUMEHEHHUs, W IOPSJI0K B3aUMOJECUCTBUSA
yKa3aHHOM  CHCTEMbl C  HMHBIMH  TOCYJAapCTBEHHBIMH  HMH()OPMAIMOHHBIMH  CHCTEMaMH |
MH(OPMaLIMOHHBIMU CHCTEMaMH IOPUINYECKUX JIUI U MHAWBUYyabHBIX NpEANpUHUMATENEH, YKa3aHHbBIX
B uvacTsax 7 m 10 HacTosmier crathM, ycraHasiauBaroTcsi [IpaBurenscrBoM Poccuiickon ®enepanuu.
OneparopaMu CHUCTEMbl MOHUTOpPUHIA JIBUKEHHS JIEKApPCTBEHHBIX IIPENapaToB s MEAMIIMHCKOTO
OPUMEHEHHs SBISAIOTCA  (efiepalibHblii  OpraH HMCHOJHUTENBHOW BIACTM M (MJIM) OpraHu3alus,
ynosiHoMo4eHHbIe [IpaBurenscTBoM Poccuiickoit denepanuu.

Wndopmarys 06 m3MEeHEHHUAX:

Cmamuvs 67 donoanena wacmoto 7 ¢ 1 uwnsa 2020 . - Dedepanvubiii 3akon om 28 dexabps 2017 e.
N 425-D3 (8 pedaxyuu Pedepanvroco 3akona om 27 dexkabpsa 2019 2. N 462-D3)

7. Opuauyeckue Mla U MHAMBUIyalbHbIE TIPEANPUHUMATEH, OCYIIECTRISIONINE TPOU3BOICTBO,
XpaHeHue, BBO3 B Poccuiickyro @enepanuio, OTIYCK, pealU3alMio, Mepenadyy, NPUMEHEHUE |
YHUYTOXKEHUE JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO MPUMEHEHHS, 00ECTIEYNBAIOT B MOPSIIKE U
B COCTaBe, KoTopble ycraHoieHbl [IpaBurenbctBoM Poccuiickoit ®Penepanuu ¢ y4eToM BHJA
OCYIIECTBIISIEMON HMMH JI€ATEIbHOCTH, BHECEHHE WH(OpMAIMK O JEKapCTBEHHBIX IMpermapaTax Jyis
MEJUIIMHCKOTO TPUMEHEHHUS] B CHCTEMY MOHHUTOPHHTA JBIKEHUS JICKAPCTBEHHBIX TMperapaToB s
METUITMHCKOTO MIPUMEHEHHS.

Wndopmarnys 06 M3MEHEHUAX:
Yacms 7.1 usmenena c 13 urons 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

Heticmeue nonoocenuti yvacmu 7.1 (6 peoakyuu @edepanvrozo 3axona om 13 utona 2020 2. N 206-D3)
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pacnpocmpansemcs Ha npasoomuowenus, sosnuxuiue ¢ 1 urona 2020 e.

CMm. npedvloyuyro pedaKyuio

7.1. JlekapcTBeHHBIE TMpernapaThl Il MEAUIMHCKOrO IPUMEHEHHMs, MpeJHA3HAUYCHHBIC IS
oOecrieueHus JHI, OOJILHBIX TeMO(MUINeH, MyKOBUCIUA030M, THMNO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
lome, 3mM0KaueCTBEHHBIMH HOBOOOpPA30BaHUSAMU JTUMGMOUIHON, KPOBETBOPHONW W POJCTBEHHBIX MM
TKaHEW, pacCesHHBIM CKJIEPO30M, JIMI[ TIOCJIe TPAHCIUIAHTAI[MN OPraHoB U (WJIK) TKaHEH, Mpon3BeICHHbIC
1o 31 nexabps 2019 roxa, a Takke MHbBIE JIGKAPCTBEHHBIE MPENapaThl sl MEIUIIMHCKOTO MPUMEHEHHS,
npousBegeHuble 10 1 wrona 2020 roma, moasiekaT XpaHEHUIO, TEPEBO3KE, OTIYCKY, pealu3alluu,
nepegave, MPUMEHEHUIO 0€3 HAHECEHUs CPEACTB HIACHTH(PHKAIMU O HCTCUEHHUS CpPOKa WX TOJHOCTH.
[IpaButenscTBO Poccuiickoit denepaiyy BIpaBe yCTAHOBUTH OCOOEHHOCTH BBOJIAa B TPAXKIAaHCKUH 000pOT
JIEKAPCTBEHHBIX MpPENapaTroB Jis MEIUIMHCKOrO MPUMEHEHHs, NMPOU3BEACHHBIX B mepuoj ¢ 1 wurons
2020 romga mo 1 oxTsa6ps 2020 roma. B memsix BBoga B TpaykaaHCKUM 00OPOT JICKAPCTBEHHBIE TpermapaThl
JUTST MEUITMHCKOTO TIPUMEHEHHUS, 32 UCKIIIOYCHUEM JICKAPCTBEHHBIX MPENapaToB, MPEeIHA3HAYCHHBIX IS
obOecrieueHUs JHI, OOJBHBIX TeMO(MUINEH, MYyKOBUCIUAO030M, THMO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
lome, 3m0KaueCTBEHHBIMH HOBOOOpPA30BaHHUSIMH JIMM(OUIHON, KPOBETBOPHOW M POJICTBEHHBIX UM
TKaHEW, pacCesHHBIM CKIIEPO30M, JIMIl TIOCTIE TPAHCIUIAHTAIIMM OPTraHOB U (WJIM) TKaHEH, MPOU3BEICHHbIE
3a npenenamu teppuropun Poccuiickoit @eneparuu 10 1 oktsiops 2020 roma, MOTyT OBITH BBE3CHBI B
Poccuiickyro ®enepamuto 1o 1 sHBaps 2021 roma B mnopsijake, ycraHoBiIeHHOM IlpaBurenbcTBoM
Poccuiickoit ®enepannu, 6€3 HAaHECEHHSI CPENICTB HACHTU(DUKAIIUH.

Wupopmarus 06 H3MEHEHHSIX:

Cmamus 67 donoanena yacmoio 8 ¢ 1 aneapsa 2018 e. - @edepanvusiii 3akon om 28 dexabpsa 2017 a.
N 425-D3
8. Opranmzanusi WHPOPMAIMOHHOTO B3aUMOJICHCTBUS CHCTEMbl MOHHUTOPHHTA JIBHIKCHUS
JICKapCTBCHHBIX TNpENnapaToB Ui MEJAWIUHCKOTO MPHUMEHEHHS C WHBIMH TOCYJapCTBCHHBIMH
WH(GOPMAIIMOHHBIMU  CHCTEMaMH O00eCIeYMBACTCSI B TOM YHCIE TIOCPEICTBOM HH(PPACTPYKTYPHI,
obOecnieunBaromield MH(OOPMALMOHHO-TEXHOJIOTHUECKOE B3aUMOJECUCTBUE WH(OPMALIMOHHBIX CHUCTEM,
UCTIONIB3YEMBIX IS TPEAOCTABICHHUS TOCYJAPCTBEHHBIX M MYHHUIIUIAIBHBIX YCIYT M HCIOJIHEHUS
TOCY/IapCTBEHHBIX M MyHUITUNAIBHBIX (DYHKIIUI B 3JIEKTPOHHOU (popme.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 67 oonoanena yacmoto 9 ¢ 1 aneaps 2018 e. - @edepanvusiii 3axkon om 28 dexabpsa 2017 e.
N 425-D3
9. OOmenoctynHass uH(poOpMalMs, CcoJepXKamascs B CHCTEME MOHUTOPHMHIA JIBUXKEHUS
JIEKapCTBEHHBIX IperaparoB TUIst MEIUINHCKOTO MIPUMEHEHMUS, pasmernaercs B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTu "MHTepHeT" (B TOM uMcie B (opMe OTKPBITHIX JTaHHBIX)
B I10psi/IKe, ycTaHOBIEHHOM [IpaBurtenscTtBoM Pocculickont denepamnumn.

Wndopmarys 06 n3MEeHEHHAX:

Cmamus 67 oonoanena yacmoto 10 ¢ 1 saneaps 2018 2. - @edepanvuuiii 3axon om 28 dexaobps 2017 e.
N 425-D3
10. TIpon3BoanTenN JTEKAPCTBEHHBIX CPEACTB MOIYUYArOT COJEPIKAILYIOCS B CUCTEME MOHUTOPUHTA
JIBIDKEHUS JICKApPCTBEHHBIX IpEnapaTroB Ui MEIUIMHCKOTO NPHUMEHEHHs HHQPOPMALUI0 O CEepHUsiX U
NapTUAX JIEKapCTBEHHBIX MpPErapaTroB, MPOU3BOJAMMBIX UMM M HaXOJSIIMXCS B TPa)kJIaHCKOM 000poTe B
Poccuiickoit ®eneparinu, 6€3B03Me3THO.

Wudopmanust 00 N3MEHEHUSX:

Cmamovs 67 0onoanena yacmoio 11 ¢ 1 urwona 2020 e. - @edepanvhuviii 3akon om 28 dexabpa 2017 e.
N 425-D3 (8 pedaxyuu Pedepanvroeco 3akona om 27 dexkabpsa 2019 2. N 462-D3)

11. 3a mpon3BOACTBO MM NPOAAXKY JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO IPUMEHECHHUS

0e3 HaHeceHUs CpeACTB WACHTHU(DUKAINM, C HAapyLIEHHMEM YCTAHOBIIEHHOTO IOpsJIKa UX HAHECEHUs, a

TAaK)K€ 3a HECBOEBPEMEHHOE BHECEHHE IAHHBIX B CHCTEMY MOHUTOpPHHIA ABW)KEHHS JIEKApPCTBEHHBIX

IpenapaToB Ul MEAUIMHCKOTO IPUMEHEHUS HJIM BHECEHUE B HEE HEAOCTOBEPHBIX JAHHBIX IOPUANYECKHE
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JUla ¥ UHAMBHUyalIbHbIE MpEeANpPUHUMATENH, YKa3aHHbIE B 4YacTsix 4 M 7 HACTOSIIEH CTaTbH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickoin denepannu.

Wndopmarus 06 H3MEHEHHSX:

Cmamows 67 Oonoanena uacmoio 12 ¢ 1 aneaps 2018 2. - @edepanvhuwiii 3akon om 28 oexadps 2017 a.
N 425-d3
12. IIpaBurensctBo Poccuiickoii ®enepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHHUS

CHUCTEMbl MOHHUTOPHMHIA JBM)KEHMs JIEKAPCTBEHHBIX IIPENnaparoB I MEAMLIMHCKOTO IPUMEHEHU,
BKJIIIOYAass CPOKM €€ BHEAPEHHs, B OTHOIICHHM JIEKAPCTBEHHBIX NpenapaToB i MEIHIHUHCKOTO
IPUMEHEHHs, BKIIOYEHHBIX B IEPEYEHb MKU3HEHHO HEOOXOJMMBIX M BaXXHEHWIIMX JIEKAPCTBEHHBIX
IpenapaToB, JIEKApPCTBEHHBIX MPEMapaToB, NpPEAHA3HAYCHHBIX Ui oOecneueHusl JIML, OOJBHBIX
reMopwineil, MYKOBUCIMIO30M, TUNO(pU3ApHBIM HaHU3MOM, Oone3Hbto l'omie, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMH JTUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKAaHEH, PACCESIHHBIM CKIIEPO30M,
JMIl TOCJI€ TPAHCIUIAaHTAllMd OpraHoB M (MJIM) TKaHEW, MHBIX JIEKapCTBEHHBIX MPEnaparoB Jis
MEIUIUHCKOTO TPUMEHEHHSI.

TAPAHT:

CM. koMMeHTapuu K cTatbe 67 HacTosero denepanbHOro 3aKoHa

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 25 nosaopa 2013 2. N 317-DP3 nacmosawuii Dedepanvhulil 3aKOH 0ONOIHEH
enasotu 14.1

I'nasa 14.1. Orpanuyenus, HajlaraeMble HA OPraHU3AIUH, OCYLECTBJISIIOLINE 1eATEJTbHOCTD M0
00palleHNIo0 JIEKAPCTBEHHBIX CPeICTB

Cratbs 67.1. OrpaHuueHus1, HaJjaraéMble MpH OCYILECTBICHUU JIEATEIBHOCTH B cpepe oOpaleHus
JIeKapCTBEHHBIX CPE/ICTB

1. Opranuzamnuu, 3aHUMarONIMecs pa3pabOTKOM, MPOW3BOACTBOM U (WJIM) peanu3aruei
JIEKapCTBEHHBIX IPETapaToB Ui MEIUIIMHCKOTO MPUMEHEHHs, OpraHu3anny, o0iagaromuye mpaBaMyu Ha
UCIOJIb30BaHUE TOPrOBOr0 HAaMMEHOBAHMS JICKAPCTBEHHOI'O MpenapaTa Uil MEJAULUHCKOTO MPUMEHEHHUS,
OpraHu3alliil  ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CPEJCTBAMHM, alTeuHble OpraHm3anud (UX
NpPEeJCTaBUTENIN, WHBbIE (U3UYECKHE U IOPUIUYECKUE JIUIA, OCYLIECTBISIONINE CBOIO JEATENBHOCTH OT
UMEHH STHX OpPraHW3allfii) B OTHOIICHWH METUIIMHCKUX PAa0OTHHKOB M PYKOBOIUTENEH METUIIMHCKHX
OpraHu3alii He BIpaBe:

1) Bpy4aTh moJapku, BbIIIAYMBaTh JEHEKHbIE CPEJICTBA (32 UCKIOYEHHEM BO3HArpakJIE€HUH 110
JIOTOBOpaM  IpU  MPOBEACHUM KIMHMYECKHX HCCIEAOBAaHUM JIEKapCTBEHHBIX IpemnapaTtoB Jis
MEIUIIUHCKOTO TIPUMEHEHUS, BO3HATPAXKICHWH, CBS3aHHBIX C OCYIIECTBICHHEM MEIMIINHCKUM
pabOTHUKOM TENarorn4eckoil M (UiaM) HayyHOW AEATENbHOCTH), B TOM YHCJE OIUIaYMBaTh pa3BICUCHMUS,
OTJIBIX, TIPOE3/T K MECTy OT/bIXa, a TAaKXKe MPHUBIEKATh K YYACTHIO B Pa3BIIEKATEIILHBIX MEPONPHUATHSIX,
IPOBOJUMBIX 33 CUET CBOUX CPE/CTB;

2) 3aKiIroYaTh COTJIAICHHS] O HAa3HAYCHWW WM PEKOMEHJAIlMU TalMeHTaM JIeKapCTBEHHBIX
IpenapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS (32 UCKIIOUYEHUEM JIOTOBOPOB O NMPOBEACHUH KIMHUYECKHX
MCCIIEIOBaHMI JICKAPCTBEHHBIX MPETapaToB ISl MEJUIIMHCKOTO IPUMEHEHHUS);

3) npenocTaBiATh 00pa3ibl JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO IPUMEHEHHUS B LIEJSIX
BPYYCHHUSI TalMeHTaM (3a WCKIIOYCHHWEM CITydaeB, CBS3aHHBIX C MPOBEACHUEM KIMHUYECKHUX
UCCIIEIOBaHUM JIEKAPCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO IPUMEHEHHUS);

4) npenocTaBisATh HEIOCTOBEPHYIO W (WJIM) HEMOJHYH0 HWHGOPMAIUI0 O JIEKAPCTBEHHBIX
npenaparax Jjas MeJUIIMHCKOTO IPUMEHEHHS;

5) mocemaTth ux B pabouee BpeMs Ha pabOUYMX MECTax, 3a UCKIIOUYCHHEM CITy4aeB, CBSI3aHHBIX C
NPOBEICHUEM KIIMHUYECKUX MCCIIE0BAaHHM JeKapCTBEHHBIX PENapaToB JUIsi MEAUIIMHCKOTO TPUMEHEHHUS,
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C y4YyaCTHEM B IIOpsJIKE, YCTaHOBJIEHHOM pPYKOBOJIUTENIEM MEIMLMHCKOW OpraHu3aluu, B COOpaHMAX
MEIUIUHCKMX  PAaOOTHUKOB M  HWHBIX  MEPONPUATHSAX, HANpaBICHHBIX Ha  MOBBIIIEHHE  HX
IpoeCCHOHATBHOIO YPOBHS WIM Ha MPEAOCTaBICHHE HH(MOPMALMH, CBS3aHHOW C OCYILECTBICHHEM
MOHHUTOPHHTA 0€30MMaCHOCTH JICKAPCTBEHHBIX MPENapaToB;

6) noOyXJ1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX MpENapaToB A MEJUIMHCKOIO NMPUMEHEHUs Ha
OnaHKax, coAepKalux MH(GOPMAILUIO PEKIaMHOI0 XapakTepa, a TaKkKe Ha pEleNTypHBIX OJaHKax, Ha
KOTOPbIX 3apaHee HaleyaTaHO HauMEHOBaHHE JIEKAPCTBEHHOro Ipenapara [Uii MEIULMHCKOIo
IPUMEHEHHUS.

2. OpraHusanuy, yKazaHHble B a03ale IepBoM 4acTh | HacTOAIIEeH CTaTbU, U UX NPEACTAaBUTENH B
OTHOIIEHUH (hapMaIEBTHUECKUX PAOOTHUKOB U PYKOBOJHUTEIICH aTEUHBIX OPraHnu3aluii He BIpaBe:

1) Bpy4aTh noJapk, BbIIUIAYMBATH JEHEXKHBIE CPEICTBA, B TOM YHCIIE OIUIAYMBATh Pa3BICUCHHUS,
OTIBIX, IPOE3J K MECTY OTIbIXa, W IMPUBJIEKATh K YYacTUIO B PAa3BJIEKATEJIbHBIX MEPONPUATHSX,
IPOBOJUMBIX 33 CUET CBOUX CPEJCTB;

2) npenocTaBisATh 00paslibl JIEKAPCTBEHHBIX INPENapaToB JUIsi MEAUIMHCKOTO NPUMEHEHHUS AJis
BPYYEHUS HACEJICHUIO;

3) 3aKaouyaTh COIVIALICHHMS O MPEUIOKEHUU HACEIECHUIO OIPECIICHHBIX JIEKapCTBEHHBIX
IpenapaToB /Uil MEAUIUHCKOIO IPUMEHEHNUS;

4) npenocTaBiATh HEIOCTOBEPHYIO U (WIM) HENOJHYI0 HMHPOPMALUI0 O JIEKAPCTBEHHBIX
npenaparax A MEIULIUHCKOIO MPUMEHEHHs, B TOM YHCIIE HUMEIOIIUX OJMHAKOBOE MEXIyHapOIHOE
HENaTEeHTOBaHHOE HaUMEHOBAHMUE.

TAPAHT:

CMm. komMmeHTapuu K ctatbe 67.1 Hacrosero @eaepanbHOro 3aKOHa

Crarbsi 67.2. TpeGoBaHus K OpraHu3allMd M HPOBEIECHUIO HAyYHBIX MEpPONPUSATHH, HHBIX
MEPONpPUITUI, HANpaBICHHbBIX HA  MOBBIIEHHE  MPO(ECCHOHATBHOTO  YPOBHS
MEIUIUHCKMX paOOTHUKOB WJIM Ha MpPEJOoCTaBlIeHHWE HWHPOpPMALUU, CBSI3aHHOH C
OCYIIECTBJIEHUEM MOHUTOPUHIA 0€30I1aCHOCTH JIEKAPCTBEHHBIX NPENapaToB

1. Ilpn npoBeneHNN Hay4YHBIX MEPONPUATHN, UHBIX MEPONIPUATUI, HAIIPABJIECHHBIX HA IOBBIILICHUE
npo(ecCHOHATBHOTO YPOBHS MEIMLMHCKUX paOOTHUKOB WM Ha TPEJOCTaBIIEHUE CBSI3aHHOM C
OCYILIECTBJIEHEM MOHUTOPUHTA 6€30MaCHOCTH JIEKapCTBEHHBIX IpenapaToB HH(POPMALIUK, OPraHU3yEeMBbIX
OpraHM3alMsIMH, yKa3aHHBIMU B a03aiie nepsom vactu | crateu 67.1 Hacrosimero denepaibHOro 3aKOHa,
UX MPEICTaBUTENAMU U (WIHM) GUHAHCUPYEMBIX 3a CUET CPEICTB 3TUX OPraHU3aIUI U UX MpeJICTaBUTENEH,
3ampeniaeTcs MpernsTCTBOBATh YYAaCTHIO B YKa3aHHBIX MEPOINPHUSATUSX HHBIX OpraHU3aluii, KOTOpbIe
IIPOU3BOJAT WIHM PEATU3YIOT JIEKAPCTBEHHBIE Npenaparbl A MEIULIUHCKOTO IMPUMEHEHHS CO CXOXKHM
MEXaHU3MOM (papMaKoIOrHUeCKOro AeMcTBUsL, MO0 co37aBaTh JUCKPUMUHAIIMOHHBIE YCIOBUS 111 OJTHUX
YYaCTHUKOB 10 CPaBHEHMIO C IPYTMMH Y4aCTHUKAMH, @ UMEHHO:

1) mpenocTaBiIATh pa3IMdyHOE KOJIWYECTBO BPEMEHU ISl BHICTYTIJIEHUI YYACTHUKOB, Pa3IUYHbIE TIO
pasmMepy 3aHMMaeMOH IUIOIAAM MeCTa JUIsl IEMOHCTPAllMM OOpa3llOB JIEKAPCTBEHHBIX NpenapaToB IJis
MEAMIIMHCKOTO TNPUMEHEHUS WIM pPEeKJIaMHBIX MaTepuajoB O JIEKapCTBEHHBIX Ipernaparax Jyis
MEAMIMHCKOTO NMPUMEHEHHS HAa SKCHO3ULMSX, CTEHIAX, 32 UCKIIOUEHUEM CIIy4aeB, €CIM TaKUE YCIOBHS
3aKperyieHbl B COTJIAIICHUSIX 3TUX OpraHu3alui, UX TMpeAcTaBUTeNed 0 (PUHAHCHPOBAHMHU YKa3aHHBIX
MEpOTNPHUATHIA U 00YCIIOBJIEHBI PA3TMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OpraHU3alUIO;

2) ycraHaBiIMBaTh pa3Mep B3HOCA JUIsl YYaCTHUKOB MEPONPUSITHM, yKa3aHHBIX B a03alle MepBOM
HACTOALIEH 4acTH, MPEBBIIAIONINI CyMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEPONPUITUN U BEAYLIUH
K HeOOOCHOBAHHOMY OTPaHMUYEHUIO YHCIIa UX YYaCTHUKOB.

2. Opranuzanuu, ykasaHHble B a03ane nepsoM udactu | crareu 67.1 Hacrosmero denepaibHOro
3aKOHA, WX TMPEACTABUTENH, OCYLIECTBIISIONINE OpraHu3anuio U (i) GUHAHCHPOBAHUE MEPONPUSATHUH,
yKa3aHHBIX B 4acTH | HAcTOsIEH cTaThbu, 00s3aHbl 00eCIeuynBaTh JIOCTYI K HHPOPMALIMU O J1aTe, MECTe U
BPEMEHHU MPOBEJICHMS YKa3aHHBIX MEPONPUATHH, IUIaHaX, NpPOrpaMMax IpPOBEAEHUS YKa3aHHBIX
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MEpONPUATHIA U TeMaX, IUIAHUPYEMBIX JJIsl PACCMOTPEHUs, COCTaBE MX YYAaCTHMKOB IyTEM pa3MeEIlEeHUs
COOTBETCTBYIOIIEH MH(POPMALMU HA CBOMX O(UIMANBHBIX caiitax B cetn "MHTepHeT" He mo3aHee ABYX
MECSILIEB 0 Hayasla IPOBEIEHUS YKa3aHHBIX MEPOIPUATHI.

3. Uadopmanust 0 mpoBeIeHUH MEPONPUATHI, yKa3aHHBIX B 4acTh | HACTOSIIEH CTaThH, B CPOK,
YCTAHOBJICHHBIN 4acTbiO0 2 HAcTOSILEH CTaTbu, JOJDKHA ObITh HampaBiieHa B (heAepalibHbli OpraH
UCTIOTHUTEIILHON  BIIACTH, OCYIICCTBISIOMIMK (YHKIMH 1O KOHTPOJI H Ham3opy B cdepe
3IpaBOOXPAHEHUs, Ui MOCIEAYIOIEro pa3MeIleHusl ee Ha OQHUIMAIbHOM CalTe 3TOr0 OpraHa B CETH
"NuTepuer".

TAPAHT:

CMm. komMeHTapuu K cTaTtbe 67.2 HacTosero denepanbHOro 3aKOHa

I'naBa 15. OTBeTCTBEHHOCTH 32 HApyLIeHHe 3aKOHoAaTeIbcTBAa Pocceniickoilt @enepanuu npu
o0paleHnH JICKapCTBEHHBIX CPEeICTB M BO3MELICHHE BPela, NPUYNHEHHOI0 310POBbI0 IPAKIaH
BCJICACTBHE IPUMEHEHH JIeKAaPCTBEHHBIX MPenaparoB

Wupopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 e. N 429-D3 ¢ cmamuvio 68 nacmoswezo edepanrvhozo
3aKOHA 8HeCceHbl usmMeHeHus, ecmynarowue 6 cuny ¢ 1 urona 2015 a.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Cratbs 68. OTBETCTBEHHOCTh 3a HapylIeHHE 3aKoHoAarenbcTBa Poccuiickoin denepauuu npu
0OpallleHUH JIEKapCTBEHHBIX CPEACTB
1. Hapymenune 3akonomatensctBa Poccuiickoit ®epeparuu npu 0OpalleHUU JIEKApCTBEHHBIX
CPEICTB BJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEILCTBOM Poccuiickoii
denepanuu.

Wndopmarius 06 n3MEHEHHSX :
Yacmw 2 usmenena c 15 urons 2018 2. - @edepanvhwiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio
2. 3a HempeAcTaBICHUE WM HECBOEBPEMEHHOE Ipe/icTaBiIeHe HHPOpMaluu U (W) TOKyMEHTOB
100 MpeICTaBICHHE HEJOCTOBEPHBIX HH(POPMAIUH U (M) JOKYMEHTOB, MPEAYCMOTPEHHBIX HACTOSIIUM
®denepanbHBIM 3aKOHOM, CYOBEKTHI OOpalleHus JIEKApCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATeNbCTBOM Poccuiickon denepannu.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 68 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Crarbs 69. Bo3menienue Bpena, NPUYMHEHHOTO 370POBBIO I'PAXKIAH BCIIECJICTBHE NPUMEHEHUS
JIEKapCTBEHHBIX IIPENApaTOB

1. [TponsBoauTENb JEKAPCTBEHHOTO Tpernapara 00si3aH BOSMECTUTD Bpe, TPUUMHEHHBIN 3/I0pPOBBIO
IpaXkJaH BCIEACTBUE IPUMEHEHMS JIEKAPCTBEHHOI O IIpenapara, eCiy J0Ka3aHo, YTo:

1) nexapcTBEHHBIN Mpenapar NPUMEHSUICS 10 Ha3HAYEHHWIO B COOTBETCTBUHU C MHCTPYKIHUEH MO
IPUMEHEHHIO JIEKapCTBEHHOI'O Mpernapara M MPUYMHON Bpela SBWICA BBOJA B TPaXTAHCKHH 000pOT
HEe100pOKaYeCTBEHHOTO JIEKAPCTBEHHOTO MTPenapara;

2) Bped 3I0pOBBIO TNPHUYMHEH BCIEJACTBHE HEIOCTOBEpHOW HMH(OpMaIUK, cojepxalieiics B
MHCTPYKLHUHU [0 IPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara, U3JJaHHOW MPOU3BOAUTEIEM JIEKAPCTBEHHOIO
npernapara.

Wudopmanust 00 n3MEHEHUSX:

Deodepanvrvim 3axkonom om 25 noabpa 2013 o. N 317-P3 6 uwacmv 2 cmamvu 69 nacmoswezo
DedepanbHo20 3aKOHA 8HECEHbl USMEHEHUS
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Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

2. B ciygae, ecnu Bpea 30pOBBIO TPaXKAaH MPUUMHEH BCIICACTBUE MPUMEHEHHS JIEKAPCTBEHHOTO
npernapara, MPUILIEANIEr0 B HErOJAHOCTh B pE3ysIbTaTe HAapyIICHHs MPaBHJI XpPaHEHHUS JIEKapCTBEHHBIX
CPEJICTB, TIPAaBHUJI ONTOBOW TOPTOBJIM JICKAPCTBCHHBIMHU TperaparaMu, MPaBHII OTITYCKA JIEKAPCTBEHHBIX
IpernapaToB, IPaBUJI M3TOTOBJICHUS U OTIyCKa JIEKAPCTBEHHBIX IPENapaToB, BO3MELICHHE Bpeaa
OCYIIECTBIISIETCS COOTBETCTBEHHO OpraHM3AIeid ONTOBOH TOPTOBIHM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTeyHOll  opraHu3aluel, WHIUBUAYAJIbHBIM MpeAlpuHUMATENIeM, HMEIOIMIMMH  JIMLIEH3UI0 Ha
(dapMaleBTUYECKYIO JEATEeIBbHOCTh WIH JIMIICH3WI0 HAa MEAWIIMHCKYIO JESATCIBHOCTh, MEIUIIMHCKOM
OpraHu3aiueil, HMeIolell JMIeH3UI0 Ha (apMaleBTHUECKYI0 JesSTeIbHOCTh (ee 000CcOo0IeHHBIM
nonpaszaenenueM (amOymaropueid, enpAmepckuM U (HeabAmepCKO-aKyIIepCKUM ITYHKTaMH, HEHTPOM
(otnenenuem) oOmelr BpaueOHOHM (CeMEHHOM) MPaKTHUKH), PACIOJIOKEHHBIM B CEIHCKOM HACEICHHOM
MyHKTE, B KOTOPOM OTCYTCTBYET alT€YHAsi OPraHU3alus), JOMyCTUBIINMHU MPOJAXKy WU OTIYCK TaKOTO
JIEKapCTBEHHOT'O Mpernapara.

3. Bo3wmemenue Bpema, NPUYMHEHHOTO 370POBBIO0 TPa)JaH BCICACTBHEC IPUMEHEHUS
JICKapPCTBEHHBIX MPENapaToOB WM COBEPUICHHsS] MPOTUBOIPABHBIX NEUCTBUH cyObekTaMu oOpalieHus
JICKAPCTBEHHBIX ~ CPEJCTB, OCYHISCTBIIIETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM PoOCCHIICKON
®enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 69 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

I'maBa 16. 3akia0unTe/IbHbIE MOJ0KEHUS

Cratbs 70. O npu3HaHUU YTPATUBIIMMU CUTY OTACIIBHBIX 3aKOHOJATEIBHBIX aKTOB (TOJOKEHUMA

3aKOHOJATENbHBIX aKkTOB) Poccuiickoit deaeparumn

[Ipu3Hath yTpaTUBIIUMU CUITY:

1) denepanpubiii 3akon ot 22 wuroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX CpencTBax'
(Cobpanue 3axkononarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3akon oT 2 sHBapst 2000 roga N 5-O3 "O BHeCEeHUN U3MEHEHUS U TOTIOJTHEHUI B
Oenepanpubiii 3ak0oH "O  nexapcTBeHHBIX cpenctBax” (CoOpaHue 3akoHOnaTeNnbcTBAa Poccuiickoit
®eneparnun, 2000, N 2, cT. 126);

3) crateio 40 denepanbHoro 3akona ot 10 ssaBaps 2003 roga N 15-®3 "O BHeceHUH U3MEHEHUN U
JIOTIOJIHEHW B HEKOTOpbIE 3aKOHOJATeNbHbIE akThl Poccuiickoii denepanuu B CBS3UM C NPUHATHEM
OepnepanpHoro  3akoHa "O  JTUIEH3UPOBAHMM  OTAENBHBIX BHUJOB  nearenbHocTu"  (Cobpanue
3akoHoAarenscTBa Poccuiickoit @enepanuu, 2003, N 2, cT. 167);

4) crateio 31 denepanpHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHMH U3MEHEHUN U
JIOTIOJIHEHU B HEKOTOpBIE 3aKOHOJaTeIbHbIe akThl Poccuiickoit denepanuu, Npu3HaAHUM yTPATUBIIMMHU
CUJTy OTHEJIbHBIX 3aKOHOAATEIbHBIX akToB Poccuiickoit ®denepanuu, NpeaOCTABICHUHA OTIAEIbHBIX
rapaHTUi COTPYJHUKAM OPraHOB BHYTPEHHHX JI€]I, OPTaHOB MO KOHTPOJIIO 32 00OPOTOM HAPKOTHUYECKUX
CPENICTB M TICUXOTPOIHBIX BEUIECTB U YIIPa3IHAEMBIX (eepabHBIX OPTraHOB HAJOTOBOW MOJHUIIUN B CBSI3U
C OCYyIIECTBIEHHEM Mep [0 COBEpIICHCTBOBAHUIO rocyaapctBeHHoro ymnpasienusa" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateto 101 PenepanbHoro 3axkoHa ot 22 asrycra 2004 roma N 122-®@3 "O BHeceHuu
U3MEHEHUN B 3aKoHoJaTenbHble akThl Poccuiickoi denepauuym M NPU3HAHWM YTPATHBIIUMHU CHITY
HEKOTOPBIX 3aKOHOJATEeNbHBIX akTOB Poccuiickoit denepanuu B CBS3M C TpUHATHEM (eaepatbHBIX
3akoHOB "O BHeCeHMM W3MeHeHui W aomnonHeHuil B denmepanpHbiii 3akoH "OO 00X MPUHITUTIAX
OpTaHM3aIMN 3aKOHOJATENbHBIX (TPEICTABUTENbHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYJAapCTBEHHON
Bractu cyobekToB Poccuiickoir ®enepauun” u "OO oO0mMX NPUHIMIAX OpPraHU3alUUd MECTHOTO
camoynpasnenust B Poccuiickoit denepanmn" (CoOpanue 3akoHonatensctBa Poccuiickoit deneparuu,
2004, N 35, ct. 3607);
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6) crateio 28 deaepanbHoro 3akoHa ot 18 gexadbpst 2006 rona N 231-D3 "O BBefeHUH B IEHCTBHE
yactu ueTrBepTod ['pakmanckoro kojekca Poccuiickoit @enepanun" (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit ®enepamuu, 2006, N 52, cT. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 70 HACTOSIICTO d)ezlepanLHoro 3aKOHa

Cratbs 71. Berynnenue B cuiny HacTosuero ®denepajbHOT0 3aK0Ha

1. Hacrosmuii denepanbHbIi 3aKOH BeTymaeT B cuity ¢ 1 cenTsiopst 2010 rona.

2. JlekapcTBeHHBIE CpEJICTBA, 3apPETUCTPUPOBAHHBIE 1O JHS BCTYIUIEHUS B CHJIy HACTOSILErO
denepanbHOTO 3aKOHA, MOAJIEKAT BKIIOYEHUIO B TOCYAAPCTBEHHBIE PEECTPhl JIEKApPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B yacTu | crarteu 33 Hactosimero denepanbHOro 3akoHa CBEACHHHA 00 3THX
JIEKapCTBEHHBIX CpeACTBaX 0€3 MPOXOXKAEHUS BHOBb NPOLEAYpPhl TOCYAAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHBIX IIPENapaToB.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 11 oxkmaopa 2010e. N 271-P3 6 uacme 3 cmamvu 71 nacmoswezo
DedepanbHoco 3aKOHA 6HECeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
3. l'ocymapcTBeHHAs perucTpaius JeKapCTBCHHBIX MPEIapaToB, 38 HCKIFOYEHUEM JICKAPCTBEHHBIX
IpernapaToB Ui MEAWIIMHCKOTO MPUMEHEHHUS, MPEJCTABICHHBIX HAa YKa3aHHYIO PETUCTPAIUIO JO JIHS
BCTYIUICHHUS B CHITy Hacrtosiero denepajibHOro 3aK0oHa, OCYIIECTBISIETCSI B COOTBETCTBUH C HACTOSIIIUM
®denepalibHBIM 3aKOHOM Ha OCHOBAaHWHW JIOKYMECHTOB U JIAHHBIX, IPEJICTABICHHBIX IO JHS BCTYIUICHUS B
cuity Hactositiero denepaibHOTo 3aKOHa.

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 29 mosops 20102 N 313-P3 yacme 3.1 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIOHCEHA 6 HOBOU peoaKyuu, SCmynarowel 8 Cumry co OHA OQUYUATLHO20
onyonukoganus HazeanHo2o DedepanvbHo20 3aKOHA U PACHPOCMPAHAIOWENCS HA NPABOOMHOUIEHUS,
so3Huxwue ¢ 1 cenmsaops 2010 a.

Cm. mexkcm yacmu 6 npedvloyueti pedaKyuu

3.1. 'ocynapcTBEHHAs pEruCTpalys JIEKapCTBEHHBIX MPENapaToB sl MEAUIIUHCKOTO IPUMEHEHHS,
MPEACTABICHHBIX HA TOCYJAapCTBEHHYIO PETHCTPAllMI0 70 JHS BCTYIUIGHUS B CHUJy HACTOSIIETO
®denepanbHOrO 3aKOHA, U TOCYJaPCTBEHHAsI PErUCTPALIMS JIEKaPCTBEHHBIX MPENapaToB sl MEIULIUHCKOTO
MPUMEHEHUS, MPEJACTAaBICHHBIX Ha JKCIEPTHU3Yy JIEKAPCTBEHHBIX CPEACTB 1O JHS BCTYIUICHUS B CHITY
HacTosimero denepaJbHOrO 3aKOHA B LENAX HMX MNOCIHEAYIOIIEH TOCyAapCTBEHHOW pErucTpalu,
OCYIIECTBIISIOTCSI HA OCHOBAHUM JOKYMEHTOB WM JIAHHBIX, MPEACTABJICHHBIX JI0 JHS BCTYIUICHUS B CUITY
HacTosimero denepallbHOrO 3aKOHA, a TaKXe 3asgBICHUS O TOCYJAapCTBEHHOM pErucTpauuu
JIEKapCTBEHHOTO Tperapara, MPEACTaBICHHOTO TPOU3BOIUTENIEM JICKAapCTBEHHBIX TIPEMapaToB WU
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAacTOSIIMM DenepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBIHN
denepanbHbIl OpraH HUCHOJIHUTENbHOM Biactu 1o 1 mapra 2011 roma, 6e3 TpeOoBaHUS YIUIATHI
rOCYJIapCTBEHHOW MOUUIMHBI, PETYCMOTPEHHON 3aKOHO1aTelbecTBOM Poccuiickon denepanuu 0 Hajlorax
u cOopax.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 29 nosopsa 2010e. N 313-@3 yacms 3.2 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU pedaKyuu, ecmynarowel 8 CUly co OHA OQUYUATLHO2O0
onyonuKoeanus HazeanHo2o DedepanvbHo20 3aKOHA U PACHNPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sozHuxuue ¢ 1 cenmsaopsa 2010 e.

Cm. mexcm wacmu 6 npeovioywerl peoaxyuu
3.2. IloaTBepkJIeHHE TOCYJapCTBEHHOM pPErMCTPAallMM JIEKApCTBEHHBIX IIPENapaToB I
MEAMIMHCKOTO NMPUMEHEHNUs, NPEACTABICHHBIX ISl MOATBEPKACHUS T'OCYIapCTBEHHON perucTpanuu 10
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JHS BCTYIUIEHMsT B cuily Hacrosiuiero denepalbHOrO 3aKOHA, W IOATBEPKICHUE TIOCYJIAapCTBEHHOM
perucTpaluu JIEKapCTBEHHBIX MpenaparoB JUisi MEAMIIMHCKOrO MPUMEHEHHUs, MPEACTABICHHBIX Ha
SKCHEPTU3Y JEKAPCTBEHHBIX CPEACTB 10 JIHS BCTYIUIEHUS B CHIIy HacTosumero denepajbHOro 3aKOoHa B
HEeIsSX TMOCIEAYIOUIEro TMOATBEPKACHUS HX TOCYJApCTBEHHOM pPErucTpallid, OCYIISCTBIISIIOTCA Ha
OCHOBaHMM JIOKYMEHTOB W JAaHHBIX, MPEICTABICHHBIX 1O [JHSA BCTYIUIEHMS B CHIIy HAcCTOSILErO
®defepanbHOrO 3aKOHA, a TakKe 3asBJICHUS O TMOATBEPXKICHUU TOCYAAPCTBEHHOM PErucTpaluu
JIEKApCTBEHHOI'0 MperapaTra, IPEICTaBICHHOIO IPOU3BOJMUTENIEM JIEKAPCTBEHHBIX IIPENapaTtoB WU
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHUH C HAacTOSIIMM DenepaibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIHN
dbenepalbHBIE OpraH HUCHOJHHUTENbHOH Biactu g0 1 wmapra 2011 roma, 6e3 TpeOOBaHUS YILIATHI
rOCyJIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHON 3aKOHO1aTelIbecTBOM Poccuiickon denepanuu 0 Hajlorax
U cOopax.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 29 mosops 20102 N 313-P3 yacme 3.3 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONHCEHA 6 HOBOU PeoaKyuu, SCmynarowel 8 Cuiry co OHA OQUYUATLHO20
onyonukoeanus HazeanHo2o DedepanvbHo20 3aKOHA U PACHPOCMPAHAIOWENCS HA NPABOOMHOUIEHUS,
sosHuxuue ¢ 1 cenmaops 2010 a.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

3.3. IlpunsTue pemeHus O BHECEHUM HW3MEHEHUH B JOKYMEHTBI, COAEprKauuecs B
PErUCTPAIIMOHHOM JIOCh€ Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpemapar i MEIUIIMHCKOTO
INPUMEHEHUs M MPEICTaBICHHBIE A0 JHA BCTYIUIEHMS B CUJly HacTosero denepaibHOrO 3aKoHa, U
MIPUHSATHE PELICHUs O BHECEHWU U3MEHEHHI B JOKYMEHTBI, COACPIKAIUECs B PErUCTPALIMOHHOM JI0ChE Ha
3apEeruCTPUPOBAHHBINA JIEKAPCTBEHHBIN Ipenapar sl MEIUIMHCKOTO IPUMEHEHUS! U MPE/ICTABIICHHbIE HA
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 JTHS BCTYIUICHHUSI B CHly Hacrosiero denepalbHOr0 3aKOHA,
OCYILIECTBIISIIOTCSI HA OCHOBAaHUM JOKYMEHTOB M JJAHHBIX, IPEACTABICHHBIX /10 JHS BCTYIUICHUS B CUITY
Hactosimero defepaqbHOTO 3aKOHA, a TaKXKe 3asBICHUS O BHECEHMH HW3MEHEHHH B JOKYMEHTHI,
coziepXkalirecss B PErHCTPAlMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIN mpenapar s
MEJUIIMHCKOTO TPUMEHEHHUS, TPEICTAaBICHHOTO TPOU3BOJAUTENIEM JIEKAPCTBEHHBIX TPEMapaToB WIN
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAacTOSIIMM DenepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBII
denepanbHbIl OpraH HUCHOJIHUTENbHOM Biacth 10 1 wmapra 2011 roma, 6e3 TpeOoBaHUS YILUIAThI
TrOCYJIapCTBEHHOW IMOUUIMHBI, IIPEIYCMOTPEHHON 3aKOHO1aTebecTBOM Poccuiickon denepanuu 0 Hajorax
u coopax.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3axonom om 29 nosopsa 2010e. N 313-P3 yacms 3.4 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedakyuu, 6cmynarowell 8 CUily co OHA OQUYUATLHO2O0
onyoIuKo8anus Ha3eanHo2o DedepanvbHo2o0 3aKOHA U PACHNPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
sosHuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

3.4. Bplgaua paspelieHuid Ha MPOBEACHUE KIWMHUYECKHX HCCIEIOBAHMI JIEKAPCTBEHHBIX
MpenaparoB Al MEAUIIMHCKOTO NMPUMEHEHMs MO 3asBJICHHUSIM, MOJAHHBIM JI0 JHS BCTYIUIEHUS B CHILY
Hacrosimiero deepaabHOTO 3aKOHA, a TAKXKE MO 3asBJICHUSM, IMOJAHHBIM TIOCIIE JHS BCTYIUICHUS B CHITY
HacTosiiero denepanbHOrO 3aKOHA HA OCHOBAHUU HKCIIEPTU3, MPOBEACHHBIX A0 JHS BCTYIUICHUS B CUILY
Hactosimero denepaqbHOTO 3aKOHA, OCYIIECTBISETCS B COOTBETCTBHHM C HacTosmuM DenepalibHbIM
3aKOHOM Ha OCHOBAaHUU JJOKYMEHTOB U JIAHHBIX, PECTABICHHBIX WX MOTYYEHHBIX /10 JHS BCTYIUICHHS B
cuiny Hacrosimiero denepaabHOrO 3aKOHA, a TaK)KE Ha OCHOBAHWHU KOIHMM IPEABAPUTENBHOTO JOrOBOpA
00513aTeNFHOTO CTPAaXOBAHUS JKU3HH, 30POBbsI MAIIMEHTOB, YUYACTBYIOMINX B KIMHUYECKOM UCCIICIOBAaHUH
JIEKapCTBEHHOTO TMperapaTta il MEAWIIMHCKOTO TMPUMEHEHHMs, WM KOMHUHU JOTOBOpa 005S3aTeIbHOTO
CTPaxOBaHUsI KU3HHM, 3JI0POBbSl MAIlMEHTOB, YYAaCTBYIOIIMX B  KIMHUYECKOM  MCCIEIOBAaHUU
JIEKapCTBEHHOTO TIpemapara Jjisi MEAUIIMHCKOTO MPUMEHEHHs, JTHOO MpEeACTaBICHHOW KOIWU JIOTOBOpa
00513aTeNTFHOTO CTPAaXOBaHUA, 3aKIIOYEHHOTO B COOTBETCTBUU C THUIIOBBIMH MpPaBHIIAMH O0SI3aTEIILHOTO
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CTpaxOBaHMs, C YKa3aHUEM IMpPEeAETbHOM YHCIEHHOCTH MAlUEHTOB, YYacTBYIOIIUX B KIMHUYECKOM
WCCJICIOBAaHUH JICKAPCTBEHHOTO TIpermapaTa AJisi MEIUIMHCKOTO MPUMEHEHHs, 0e3 TpeOOBaHUS YIUIATHI
roCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO 1aTelIbecTBOM Poccuiickoi deaepanuu 0 Hajlorax
u coopax.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxmaopsa 2010 2. N 271-D3 cmamovs 71 nacmosawezo DedepanbHozo
3aKOHA 0ONOJIHEHA Yacmoio 3.5
3.5. 3apeructpupoBaHHbIE B HWHOCTPAHHOM BAalIOTE 1O JAHS BCTYIUIEHUS B CHJYy HACTOSIIETO
®denepanbHOro 3aKOHA MPEAEIbHbBIE OTIYCKHbIE [IEHbl MHOCTPAHHBIX ITPOU3BOAUTENIECH HA JIEKAPCTBEHHBIE
[penaparsl, BKJIIOUEHHBIE B IIEPEYEHb HKU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
IpernapaToB, MOAJIEXKAT repecueTy B pyonu no kypcy Llentpanbaoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHywo I[IpaButensctBom Poccuiickoit ®enepaunu, 0e3 MpeACTaBICHUS 3asBICHUS O
IepecyeTe LEHbl ¢ BHECEHHMEM COOTBETCTBYIOLIMX M3MEHEHUU B TOCYAApCTBEHHBIM PEECTp MpPEAesbHbIX
OTIIyCKHBIX LIEH NPOU3BOJAUTENIECH Ha JICKAPCTBEHHBIE IIPENaparhl, BKJIIOYECHHBIE B IEPEYEHb JKU3HEHHO
HEOOXOUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX MPEraparos.

Undopmarrus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamos 71 nacmoswezco Dedepanvriozo
3AKOHA OONOIHEHA Yacmbuio 3.6
3.6. 3aperucTtpupoBaHHBIC A0 JHS BCTYIUICHHsS B CWIy HacTosmero ®eaepaqbHOro 3aKoHA
MpeieiibHbIe OTIYCKHBIE IIEHBI POCCHUUCKUX TMPOU3BOJIUTENCH Ha JIEKAPCTBEHHBIE IIpemnaparsl,
BKJIIFOUYCHHBIC B TEPEUEHb JKU3HCHHO HEOOXOAUMBIX W BAXKHEHMINIMUX JICKAPCTBEHHBIX IpErapaTos,
nojuiexar uHAaekcanuu ¢ 1 HOaA0ps 2010 roma wmcxoas W3 TPOTHO3ZUPYEMOTO YPOBHS HMHDISAINH,
yctaHoBieHHOro Denepanbubiv 3akoHOM OT 2 nekadps 2009 roga N 308-D3 "O denepansHom Oromkere
Ha 2010 rox u Ha nmanoBsiit mepuod 2011 u 2012 ronos" na 2011 rog.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvruvim 3axonom om 6 Oexabps 2011 2. N 409-@3 6 uacms 3.7 cmamovu 71 nHacmoswezo
DedepanbHoco 3aKOHA HECEeHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocie
OHAL 0huYUaAIbHO20 ONYOIUKOBAHUS HA38AHH020 DPedepabH020 3aKOHA

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu

3.7. Ilocne 1 mapra 2011 roga He nomyckaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyro @enepanuo
JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAaX ¢ MAPKUPOBKOM, KOTOpas Oblila HAaHECEHa JI0 JHS BCTYIUICHUS B
cuny Hacrosimero denepanbHoOro 3akoHa. [lo uMcTeyeHUMM yKa3aHHOTO CpOKa JAHHBIE JIEKApCTBEHHBIE
npenaparbl MOTYT OTITYCKAThCsI, peali30BBIBATHCS, TIEPEIABATHCS U MPUMEHSITHCS 10 UCTCYCHUS UX CPOKa
TOJTHOCTH.

4. Co mus BCTyIUieHUs B culy Hacrosimiero ®denepanbHoro 3akoHa u mo 30 ampens 2011 rona
BKJIFOUMTENIBHO JIONYCKAETCsl MPOBEEHNE SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB IKCIIEPTAMU SKCIIEPTHOTO
VUPEXKIACHUS 10 TPOXOXKACHHWS HWMH aTTeCTallik B TOPSAKE, YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTETHHOM BIACTH.

5. Co mHs BCcTymuieHus: B cuity Hacrtosmero deaepanbHoro 3akoHa u 1o 31 mexadbps 2013 roga
BKJIFOYUTENIBHO OCYIIECTBIISIETCS NEPEX0] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C
MpaBUJIaMU OPTaHHW3AIlMK TPOU3BOJICTBA U KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
qactu | crateu 45 Hacrosmero ®denepanbHOro 3akoHa, B TOMHOM oObeme. Cpoku mepexoja
MPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB K WX TPOU3BOACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBAaHUSMU JAHHBIX MPABWII, BKIIOYAs CPOKHU aTTECTAIlMU YIIOJTHOMOYEHHBIX JIUI], YKa3aHHBIX B 4aCTSIX
6 u 7 cratbu 45 Hacrosmero deaepasbHOTO 3aKOHA, ycTraHaBiauBaroTcs [IpaBurenbctBoM Poccuiickoit
®denepauuu.

6. JIuieH3um Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPENCTB, BbiAaHHble 10 1 siHBaps 2014 ropa,
nerctByror nocne 1 saBaps 2014 roga 10 UCTEYEHHUS CpOKa MX JIEUCTBHUS MPHU YCIOBUU COOTBETCTBUS
JUIEH3UaTa TMpaBuiaM OpraHU3alldy MPOM3BOACTBA U KOHTPOJSI KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
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YKa3aHHBIM B yacTu | crtateu 45 Hactosiero deaepaibHOro 3aKoHa.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-@3 cmames 71 nacmosweeo DedepanbHoco
3aKOHA OONOJHEHA Yacmvio 7, 6cmynarowel 6 CUiy co OHs OQUYUATLHO2O0 ONYOIUKOBAHUS HA38AHHO20
DeodepanbHoeo 3aKOHA

7. ®opMUpOBaHUE TOCYAAPCTBEHHOIO 3a/laHMsi Ha MPOBEICHHUE HKCIEPTU3Bl JIEKAPCTBEHHBIX
cpenacTB ¢eaepaibHOMYy TOCYJApPCTBEHHOMY OIO/DKETHOMY YUPEXKJICHUIO IO MPOBEACHHUIO SKCIEPTU3bI
JICKapCTBEHHBIX CPEJICTB M (PMHAHCOBOE OOECICUEHUE BBIMOJHEHUS STOTO 3aJaHUS OCYIIECTBISIOTCS B
nopsiike, ycranoBiieHHOM Denepanbubiv 3akoHoM OT 12 ssHBaps 1996 roga N 7-®3 "O HeKOMMepUEeCKHUX
opraHuzanusx".

TAPAHT:

CMm. komMeHTapuu K ctatbe 71 HacTosero denepajbHOrO 3aKOHA

[Ipesunent Poccuiickoit deneparuu J1. MenBenen
Mocksa, Kpemib

12 anpens 2010 r.
N 61-®3
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