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Mnasa 1. OBLWUE NOJIOXKEHUA

Cratba 1. [MpeamMmeTr perynupoBaHusa HacToswero ®depepasibHOro
3aKoHa

1. HacToswmn ®epepanbHbll 3aKOH pPeryampyeT OTHOLEHUS, BO3HMKAOWMNE B
CBA3M C obpaweHnem - pa3paboTKon, [OKAMHUYECKMMUN UCCAef0BaHNAMMU,
KJIMHNYECKMMN UNCCIef0BaHUSAMMN, SKCNEPTU30M, roCyaapCTBEHHON perucrtpaumnen,
CO CTaHOapTU3aUMEN N C KOHTPOJIEM KayecTBa, NPOU3BOACTBOM, U3rOTOBJIEHUEM,
XpaHeHneM, nepeBo3KoN, BBO3OM B Poccunckyio ®epepauynto, BbIBO3OM U3
Poccumnckon depepaunn, peksamMon, OTMNYCKOM, peanusaumen, nepepayven,
NMPUMEHEHNEM, YHUYTOXXEHNEM JIEKAPCTBEHHbIX CPEeACTB.

(B pen. PenepanbHoOro 3akoHa ot 06.12.2011 N 409-93)

2. HacToawmnn ®epepasibHbIN 3aKoH yCTaHaBNBaeT npuoputeT
rocyfapCTBEHHOro perynmpoBaHmna 6e3onacHOCTU, KavyecTBa U 3PPEKTUBHOCTU
JleKapCTBEHHbIX CPeACTB NMpu nx obpaweHun.

(B pen. ®epepanbHOro 3akoHa oT 25.06.2012 N 93-93)

CraTtbsa 2. Chepa npuMeHeHUA HacToswero depepasibHOro 3sakoHa
HacTosawwun depepasnbHbIN 3aKOH rnpuMeHsaeTCcsA K  OTHOLUEHUSAM,

BO3HMKaKOWMUM npu obpalleHnn neKapCTBEHHbIX CpeacTB Ha Tepputopumn
Poccunckon ®epepaumn.



CtaTtba 3. 3aKoHOAaTeNILCTBO 00 OoOpaLLeHMn NeKapCTBEeHHbIX CPpeacTB

1. 3akoHopgaTen,CcTBo 06 obpawleHun neKapCTBEHHbLIX CPencTB COCTOUT U3
HacToswero ®degepanbHOro 3akKoHa, APYrux denepanbHbIX 3aKOHOB U  UHbIX
HOPMaTMUBHbLIX MPaBOBbLIX aKTOB Poccmnckon depepaumnn.

1.1. 3akoHogaTenbCTBO 06 OBpaLLEHNN TEKAPCTBEHHbIX CPEACTB B OTHOLLUEHUNN
IOPUANYECKUX UL, N NHAMBUAYANbHbIX MNpeanpuHUMaTenen, OCYLLEeCTBAAIOLWNX
0eATeNbHOCTb Ha TeppuTopun MeXXOYyHapoAHOro MeAuUMHCKOro Khacrtepa,
npMMeHseTCcsa C y4eToM ocobeHHOCTen, yCTaHOBNEHHbIX PenepabHbIM 3aKoHOM "O
MeXXOYHapoAHOM MEeAWLWNHCKOM KJlaCTepe U BHECEHUN WU3MEHEHUN B OTAESIbHblE
3aKoHoLaTesIbHble aKTbl Poccunckon ®epepaumn.

(4yacTb 1.1 BBepeHa PepepasibHbIM 3aKOHOM OT 29.06.2015 N 160-93)

2. JlenctBne HacToswero denepasibHOro 3akoHa pPaCrpoCTPaHAETCA Ha
obpalieHne  HapKOTUYECKUX  JIEKapCTBEHHbIX CpeAcTB U MCUXOTPOMHbIX
JNIeKapCTBEHHbIX CpeAncTs C y4yeToMm ocobeHHoCTeEWN, YCTaHOBJIEHHbIX
3akoHopaTeNnbCTBOM Poccunckon ®Pepepaumm 0 HaAPKOTUYECKUX CpeacTBax,
NCUXOTPOMHbIX BeLwecTBax n 06 nx npekypcopax.

3. OenctBme HacTosawero denepasbHOro 3akoHa pacnpocTpaHAeTcsa Ha
obpaweHne pagmodapMaLeBTUYECKMX JIEKAPCTBEHHbLIX CPeaAcTB C  y4eToMm
ocobeHHOCTeNn, YCTaHOBNEHHbIX 3aKoHoOaTesbCTBOM Poccunckon depepaumn B
obnacTtmn obecnevyeHns pagmnaumoHHom 6e3onacHoOCTN.

4. Ecnn mexayHapo4HbIM A0rosopom Poccuinckon depepaumm yCcTaHOBJIEHbI
MHble npaBwWia, 4YeM Te, KOoTopble NpefyCMOTPeHbl HacToAwuM depepasibHbIM
3aKOHOM, MPUMEHSAIOTCA Npasula MeXXaAyHapo4HOro 4orosopa.

5. B Poccunckon ®depepaunmm B COOTBETCTBMM C  MeXAYHapOAHbIMU
norosopamu Poccmnckon ®depepaumm v (MKM) Ha OCHOBE MPUHLIMMA B3aWMHOCTU
NpU3HalTCA pe3ynbTaThl KJIMHNYECKUX nccnenoBaHuim JNleKapCTBEHHbIX
npenapaToB AN MeOUUUHCKOro MNpUMeHeHUsi, MpoBeAeHHbIX 3a npeaesnamMu
Tepputopumn Poccuinckon ®epepaunu.

Cratba 4. OCHOBHbI@ TMOHATUA, MUCNOJIb3yeMble B HacCToALLEeM
depepasibHOM 3aKOHe

Ons uenen Hactosiwero denepanbHOro 3aKoHa MCMOJb3YIOTCSA clenyloume
OCHOBHbIE MOHATUSA:

1) nekapcTBeHHble CpeacTBa - BelwecTBa Win nx koMbuHaumm, BCTynawuwme B
KOHTaKT C OPraHM3MOM YesloBEKA UM XXUBOTHOI0, MPOHMKAalOLLME B OpPraHbl, TKaHW
OpraHM3aMa 4YesioBeKa WM >KUBOTHOrO, TpUMeHsieMble [nJis  MNpogpUIakTUKMY,
ANArHOCTUKM (3@  WCK/IOYEHMEM  BellecTB WM MX  KOMOWHauuKn, He
KOHTaKTUPYIOLWMNX C OpraHM3MOM YesloBEKa MWW  >KUBOTHOIMO), JieyeHus
3aboneBaHusl, peabunauTauum, OS89  COXPaHEHUsl, NpenoTBpaALLEHUs  Uan
npepbiBaHUsA 6epeMeHHOCTM N NOSYHYEHHbIE N3 KPOBW, MJa3Mbl KPOBU, U3 OPraHoB,
TKaHell opraHm3Ma 4YesnoBeKa WM XXUBOTHOMO, pacTeHW, MUHEpPaAsIoB MeTohamu
CMHTE3a WU C MNpUMeHeHneM O6uonormyeckmx TexHonorun. K nekapcTBEHHbIM
cpeacTBaM  OTHOCATCSA  (hapMaueBTUYeckme CcybCTaHUMM U JIEKAPCTBEHHbIE
npenapaThbl;

2) hapMaLeBTMYEeCcKasa CybCcTaHUMUA - TeKapCTBEHHOE CPeACcTBO B BUAe O4HOM0
NN HECKOoNbKUX obnagaowmx HapMakonormyeckon akTUBHOCTbIO [AENCTBYHOLLMX
BELLECTB BHE 3aBMCUMOCTM OT NPUPOabl MPOUCXOXKIAEHUSA, KOTOPOE NpeaHa3HavyeHo
ONs MPOU3BOACTBA, M3rOTOBJIEHUSA JIEKAPCTBEHHbIX NpenapaToB 1 onpegenseTr ux



3P PEKTUBHOCTb;
(n. 2 B pen. ®epnepasnbHOro 3akoHa oT 22.12.2014 N 429-03)

3) BCrNomMoraTeJibHble BelweCTBa - BeLWEeCTBa HeopraHmn4eckoro nin
OpraHM4YeCcKoro rnpouncxoxageHusd, wncnoJsibsyembie B rpouecce npom3soancTBa,
N3roToBJiIeHNA nNeKapCTBEHHbIX TMpenapaTtoB AOJid NnpuaaHna WM HeobXxoaAnMbIX
PUBNKO-XNMUYECKUX CBOWCTB;

4) nekapCTBEHHble nMperapaTbl - JleKapCTBEHHble CpeaAcTBa B BuAae
JIEKAPCTBEHHbIX DOPM, MpUMEHSIeMble A5 NPOPUIAKTUKM, ANArHOCTUKWN, IeHeHUN
3aboneBaHunsa, peabunutaumu, [NS  COXPAHEHUs, MpPenoTBpaLLEeHUs  KUan
npepbiBaHNsA 6epeMeHHOCTH;

5) nekapcTBeHHass ¢opMa - COCTOSHWE JIEKAPCTBEHHOro npenapaTa,
cooTBeTCTBylOWee cnocobam ero BBeAeHMs U npuMeHeHus u obecnedmBatouiee
OoCTmxeHne Heobxogmmoro ne4yebHoOro spdexTa;

5.1) po3upoBKa - cogep)XaHwe OoOHOro WINM HEeCKOJIbKUX OeNCTBYHOLWKNX
BELLEeCTB B KOJIMYECTBEHHOM BbIPaXXEHUN Ha eguHNLY O03bl, AN eanHuly obbema,
Wnn enuHuLy Maccbl B COOTBETCTBUMW C JleKapCTBeHHOW dopmon nnbo ans
HEKOTOPbIX BWAOB JIEKAPCTBEHHbIX (POPM KOJIMYECTBO BbiICBOBOXOaeMoOro u3
JleKapCTBeHHOW (hopMbl AeNCTBYIOLLEro BellecTBa 3a eAVHULY BPEMEHN;

(n. 5.1 BBepneH ®enepalbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeyeHb >KU3HEHHO HeobXOoAUMbLIX U BaXXHENWNX JIEKAPCTBEHHbIX
npenapaToB - eXXerogHo yTeep>xgaembinn NMpasutenbscTtBoM Poccuinckon depepaumn
rnepedyeHb JlIeKApCTBEHHbIX nMpernapaTtoB AN MeOULUMHCKOro  MNpPUMEHEeHUns,
obecrneymBalOWNX MPUOPUTETHbLIE MOTPEOHOCTM 34paBOOXPaHEHUSs B  Lenax
npounakTukm wn nevyeHna 3abonesaHun, B TOM 4ucie npeobnagarowmx B
CTpYKType 3aboneBaemocTun B Poccmninckon depgepauynm;

6.1) opdaHHble sieKapCTBEHHbIE MNpenapaTbl - JIEKapCTBEHHbIE MpenapaThl,
npefHasHa4YeHHble WCKIKYUTENbHO 015 AMArHOCTUKU WM NaToreHeTu4eckoro
nevyeHns (nevyeHus, HanpaBJIEHHOr0 Ha MexaHu3M pa3BuTus 3aboneBaHns) peaknx
(opthaHHbIX) 3aboneBaHniA;

(n. 6.1 BBepneH PepepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

6.2) 6uonornyeckme eKapCTBEHHble nNpenapaTbl - JIEKAPCTBEHHbIE
npenapaTbl, OENCTBYIOLWEe BeLeCTBO KOTOPbIX MPOM3BEAEHO WM BblAENEHO U3
OnoNOrM4eckoro UCTONMHWUKa W ANA onpenesieHns CBOWCTB M KavecTBa KOTOPbIX
Heobxogmma KoMbuHaumsa 6uonormv4ecknx u U3NKO-XMMUYECKnx metonos. K
6rnonorn4eckMM NeKapCTBEHHbLIM MpenapaTaM OTHOCATCA MMMYyHobunonormyeckue
NleKapCTBEHHbIE MpenapaTbl, JIEKAPCTBEHHbLIE MpenapaTbl, NOJYYEHHbLIE U3 KPOBMU,
naa3Mbl KPOBW YesloBEKA W >KUBOTHLIX (3@ WCKIIOYEHUEM LEeJSIbHON KPOBK),
brnoTtexHonornyeckme NleKapCTBEHHble npenapaThbl, reHoTepaneBTUYeCcKune
NleKapCTBEHHbIE NpenapaThbl;

(n. 6.2 BBegeH PenepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

7) vMMyHOBmonormyeckme nekKapcTBEeHHble npenapaTbl - JleKapCTBEHHbIE
npenapaTbl, NpefHa3Ha4YeHHble AN (POPMUPOBAHUSA AKTUBHOIMO WM MNACCUBHOMO
UMMyHUTEeTa NMbO0 [OMArHOCTUKU Hannu4ma WMMYHUTETa WIN  OUArHOCTUKMK
cneunduyeckoro npuobpeTeHHOro u3MeHeHUs WMMYHONOrMYeCcKoro oTBeTa Ha
anneprusvpyrowme Bewecrtsa. K  MMMYHOOMONOrMYeCKUM  JIeKapCTBEHHbIM
npenapataM  OTHOCATCA  BaKLUMWHbI, AHATOKCUHbI,  TOKCWHbI,  CbIBOPOTKMN,
NMMYHOT 106y NINHBI 1 annepreHsl;

(n. 7 B pen. ®epnepasnbHOro 3akoHa oT 22.12.2014 N 429-03)

7.1) 6unoTexHonornyeckme NnekKapCTBEHHbIE TIpenapaTbl - JIEKAPCTBEHHLbIE



npenapaTbl, MPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C WCMNOJ/b30BaHMWEM
brnoTexHosnornyeckmx npoweccos n metonos (B ToM 4ucne AHK-pekomMbuHaHTHOM
TEXHONOrNKU, TEXHONIOTUN KOHTPOJIMPYEMOW 3IKCMPEeCCUM T[EeHOB, KOAMPYHOLLNX
brvonornyeckn akTuBHble OeNku B MNpOKapuoTax W 3dyKapuoTax, BKJIOYadA
W3MEHEeHHble KJIeTKU MekonuTawwmx), rnbpungomHoro mmetoga W MeToda
MOHOKJ1I0HaJIbHbIX aHTUTEN;

(n. 7.1 BBegeH denepasbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKNE JIeKapCTBEHHbIE rMpernapaTbl - JIeKapCTBEHHbIE
npenapaTbl, apMaueBTU4eckasa cybCTaHUMA KOTOPbIX ABASeTCA peKOMOMHAHTHON
HYKJENHOBOWN KWUCNOTOW MAM BKAOHaeT B cebsa peKOMOUHAHTHY HYKIEUHOBYIO
KMUCIOTY, MO3BOJIAIOWYIO OCYLEeCTBAATb peryavpoBaHue, penapauuio, 3aMeHy,
nobaBneHne nnu ypaneHne reHeTU4eCcKom nocaenoBaTebHOCTY;

(n. 7.2 BBegeH depepasbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

8) HapKoTMn4yeckune neKapCTBEHHbIe CpeacCTBa - JIeKapCTBEHHbIE NpenapaTbl U
hapmaueBTnYeCcKMe cybcTaHumu, coaep>Kalime HapkKoTu4Yeckme cpeacrtsa U
BKJIlOYEHHbIe B lepeyeHb HaApPKOTUYECKUX CPencTB, MCUXOTPOMHbIX BELLeCcTB N UX
NPeKypcopos, noasiexalmx KoHTposito B Poccnnckonm denepaumm, B COOTBETCTBUN
C 3akoHogaTeNbCTBOM Poccuinckon depepauunn, MexAyHapoAHbIMW [OroBOpaMu
Poccunckon ®depepaumun, B TOM 4ucie EONHOM KOHBEHUMENW O HapKOTUYECKUX
cpencrteax 1961 roaa;

9) NCMXOTPOMNHbLIE JIeKAapPCTBEHHbIE CpefcTBa - JIeKapCTBEHHbIe npenapaTbl U
apMaueBTuyeckme cybcTtaHuuKn, copepxxawime nMnNCUXOTPONHbIE BewecTBa W
BKJIlOYEHHble B llepedyeHb HAapPKOTUYECKUX CPencTB, NCUXOTPOMHbIX BELWEeCTB U Ux
MPeKypCcopoB, noasexawmx KoOHTpoa B Poccunckon denepauymm, B COOTBETCTBUN
C 3aKOHoAaTesnbCTBOM Poccmnckon Pepepauymm, MexxayHapoaHbIMM OOroBopamMu
Poccunckon depepaunn, B ToM 4ucne KoHBeHUMEN O MCUXOTPOMHbIX BeuwlecTBax
1971 rona;

10) paaunodapmaLeBTUYECKUE JIEKAPCTBEHHbIE CPEACTBa - JIeKapPCTBEHHbIE
cpencTBa, KOTOpble coAep)xaT B TOTOBOW AN WCMOJIb30BaHUA dopMe oauH
PAAVIOHYKJIN NN HECKOJIbKO PaAVNOHYKINA0B (PaAnoaKTUBHbLIX N30TOMOB);

KoHcynbTaHTINOC: MpnMeYvaHume.
C 01.03.2020 cT. 4 pononHseTca n. 10.1 (P3 ot 27.12.2019 N 475-®3). Cm.

Oyaywyto pepakuuio.

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 n. 11 cT. 4 n3naraetcsa B HOBOW pepakumm (®3 ot 27.12.2019 N
475-93). CMm. byayuiyto pegakumio.

11) pedbepeHTHbIN NeKapCTBEHHbIA NpenapaT - JIeKapCTBEHHbIW npenapar,
KOTOpPbIN BMepBble 3aperucrtpupoBaH B Poccunmckon >depepaunn, KayecTso,
3(ppeKTNBHOCTL N BE30NacHOCTb KOTOPOro AOKa3aHbl Ha OCHOBaHWWN pe3ysibTaToB
OOKJINHUYECKUX  UCCefoBaHUN  NIeKapCTBEHHbIX CpeacTtB U KJINHUYECKUX
nccnenoBaHUN NeKapCTBEHHbIX MpenapaToB, MPOBeAeHHbIX B COOTBETCTBUU C
TpeboBaHMAMM YHacTenm 6 U 7 cTaTbum 18 HacTosawero denepajbHOro 3akoHa B
OTHOLWEHNN JIeKAPCTBEHHbIX CPencTB A9 MeOUUMHCKOro npuMmeHeHma nubo B
cooTBeTCTBUM C TpeboBaHMAMKM CTaTbu 12 HacToswero denepasbHOro 3akoHa B
OTHOLUEHNN NIEKApPCTBEHHbLIX CPEACTB OJ19 BETEPMHAPHOr0 MPUMEHEHMNS, U KOTOPbIN
NCMONb3yeTcsa AN OUeHKM OMO3KBUBANEHTHOCTM WM  TepaneBTUYeCKOWn
3KBUBAJIEHTHOCTMN, KayecTsa, 3P PEKTUBHOCTU n 6e3onacHoCTHn
BOCMpounsBeneHHoro wunanm ©6uoaHanorosoro (bnonogobHOro) nNeKapCTBEHHOrO



npenapaTa;
(B pen. ®epepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-93)

KoHcynbTaHTI10C: MpuMeYdaHume.
C 01.03.2020 n. 12 cT. 4 w3naraeTtca B HoBon pepakuum (®3 ot 27.12.2019 N
475-03). CM. byayuyio pefakumio.

12) BOCNpOM3BEAEHHbIN JIEKApPCTBEHHbLIN MNpenapaT - JIeKapCTBEHHbIN
npenapaT, KOTOPbIN MMeeT TaKOW »Xe KayeCTBEHHbIN COCTaB N KOJIMYECTBEHHbIN
COCTaB [OEWCTBYIOLMX BEWEeCTB B TaKOW >Xe JsieKapCTBEHHOM dopMe, 4H4TO U
peepeHTHbIN  NIeKapCTBEHHbLIN  nNpernapaT, W  OWO3KBMBANIEHTHOCTb  WJN
TepaneBTMUYeCKasds 3KBUBAJIEHTHOCTb KOTOPOro pedepeHTHOMY JieKapCTBEHHOMY
npenapaTy NoATBEP)XAEHA COOTBETCTBYIOLWMMN NCCNEA0BAHNSAMMU;

(n. 12 B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 n. 12.1 cT. 4 n3naraeTcsa B HoBoOW pefakumm (®3 ot 27.12.2019 N
475-93). CMm. byayuiyto pegakumio.

12.1) TepaneBTUYECKAs JSKBUBANEHTHOCTb - [OOCTMXKEHUE KIIMHUYECKU
COMOCTaBMMOro TepaneBTUYeCKOro addekTa npu MNpUMEHEeHUN NeKapCTBEHHbIX
npenapaToB AN MeAMUWMHCKOro MPUMEHEHMA A9 OOHOW WU TOM >Xe rpynmnbl
60/IbHbIX MO OOHMM N TEM XKe NOKa3aHUAM K MPUMEHEHUIO;

(n. 12.1 BBegeH denepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12.2) 6buoaHanorosbin (buononobHbIN) NekapcTBeHHbIVM NpenapaT (buoaHanor)
- Buonornyecknn nekapcTBeHHbIM MNpenapaT, CXOXXWUA Mo NnapaMeTpaM KayecTBa,
3thhekTnBHOCTU N Be3onacHOCTU C pedhepeHTHbIM BNONOrnYecKUM NeKapCTBEHHbLIM
npernapaTomM B TakKoW Xe JIeKapCTBEHHON (hopMe N UMELLNA UAEHTUYHbIN Crnocob
BBeLEHUS;
(n. 12.2 BBegeH ®enepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12.3) B3auMMO3aMeHSeMbl JIeKapCTBEHHbLIN nMpenapaT - JIeKapCTBEHHbIN
npenapaT C OOKa3aHHOM TepaneBTUYECKOW 3KBUBAJIEHTHOCTbIO nnm
OMO03KBMBANEHTHOCTbIO B OTHOWEHUN ped)epeHTHOro JIeKapCTBEHHOro npenapaTa,
NMELWMN SKBUBANIEHTHbIE €My KayYeCTBEHHbIA COCTaB N KOJIMYECTBEHHbLIN COCTaB
OENCTBYIOLWMX BeLWeCcTB, COCTaB BCMNOMOraTeflbHbIX BELEeCTB, JIEKAPCTBEHHYIO
dopmy n cnocob BBefeHus;

(n. 12.3 BBegeH denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTIN0C: NpuMeYvaHume.
C 01.03.2020 cT1. 4 pononHsaeTca n. 12.4 (®3 ot 27.12.2019 N 475-03). Cm.

Oyaywyto pepakuuio.

13) nekapcreeHHoe pacCTuTesibHOE Chbipbe - CBEXUE WM BbICyWLEHHbIE
pacTteHuns nmbo mx 4acTwm, ncnosibdyemMmble OJ5id MNpom3BoACTBa J1IEKAPCTBEHHbIX
cpencTtB oOpraHunsaumnamMmm - npon3BoanTendaMm JIEKapCTBEHHBLIX CPeacTtB WIN
n3roToByeHnA NeKapCTBEHHbIX npenapaTtos anTeYHbiMin opraHmMsauunamn,
BeTeEPUHapPHbIMA alTeYHbIMA OopraHmsaundamm, nHaomnBmaoyasibHbIMU
npeanpmnHNMaTensamn, nMerLnmMmmn NnUeH3no Ha CbapMaLl,eBTVI"IECKyI'O
neATeNIbHOCTb,

14) nekapCTBEHHbIN PaCTUTENbHbLIN MNpenapaT - JIeKAapCTBEHHbIN npenapart,



MnPoOn3BedeHHbIN WNAW  WU3rOTOBJIEHHbIM U3 OAHOMr0 BUAA JIEKAPCTBEHHOro
PacTUTENbLHOr0 CbipbS WIN HECKOJIbKUX BUAOB TakKOro CbipbS U peannsyembin B
pacgacoBaHHOM BMAE BO BTOPUYHOWN (MOTPebnTenbLCcKon) yrnakoBKe;

15) romeonaTuyYeCckui leKapCTBEHHbIN NpenapaT - JIeKapCTBEHHbIV npenapar,
NPoOU3BEeAEHHbIN WAN W3rOTOBMEHHbIN U3 apMaueBTUYeCKon cybcTaHumm unnu
dapmaueBTUYECKMX CyDBCTaHUMA B COOTBETCTBUMM C TpeboBaHMAMKU 0OLLMX
hapMakonenHblix cTaTen K roMeonaTu4eCcKMM NeKapCTBEHHbIM MpernapaTtaMm uan B
cooTBeTCTBUM C TpeboBaHMAMM dapmMakonen CTpaHbl MPOM3BOAUTENS TaKOro
NleKapCTBEHHOr o0 npenapaTa;

(n. 15 B pen. ®epnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

16) ™MexAyHapogHOe HemaTeHTOBaHHOE HaMMeHOBaHWEe J1IeKapCTBEHHOro
cpeicTBa - HauMMeHOBaHMe [eWCTBYlOWero BewecTBa ((apMaueBTUYeCKOon
cybCcTaHunKn, pekomeHaoBaHHOe BCceMMpHOM opraHmn3aunen 34paBoOXpPaHEHNS;

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

17) Toprosoe HamMeHOBaHWEe JIEKApPCTBEHHOro cpeacTBa - HauMeHoBaHue
NleKapCTBEHHOro CpencTBa, NPUCBOEHHOEe ero paspaboTyuMkoM, Oep)xaTenem uau
BJlajesibLeM perncTpaunoHHOro yaoCcToBepeHns leKkapCTBEHHOro npenapaTa;

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

17.1) rpynnupoBo4YyHOoe HauUMeHOBaHMe JleKapCTBEHHOro npenapaTta -
HaMeHOBaHMEe JIeKapCTBEHHOro npenapaTta, He WMelLwero MeXxAyHapoaHOoro
HenaTeHTOBaHHOI0 HaUMeHOBaHUSA, Ui KoMbnHaunm NeKapCcTBEHHbIX NpenapaTos,
ncronb3yemoe B Uensax obbegnHeHUs nx B rpynny nog eAuHbIM HaMeHOBaHWEM
ncxons N3 0gMHAKOBOIro COCTaBa OEeUCTBYOLMNX BELWeCTB;

(n. 17.1 BBeoeH ®enepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

18) obwaa ¢dapmakonenHas CcTaTbd - OOKYMEHT, YTBEpP)XAEHHbIN
YMNOJIHOMOYEHHbIM  (beflepasibHbIM ~ OpPraHOM  UCMOJIHUTENbHOW  BJacTu U
cogepXawmnn nepeyvyeHb rMokKasaTesiem kKavectBa W (MK) MeTOAOB KOHTPOJISA
KayeCcTBa KOHKPETHOW JleKapCTBEHHON (OpPMbl, JIEKAPCTBEHHOr0 PacTUTENIbHOIro
Cblpbs, onncaHna buonornyecknx, BUoOXMMmMHecknx, MMKpPobrnonormnyecknx, Pusnko-
XUMUYECKUX,  (DU3BNYECKUX,  XUMUYEeCKUX U OpYyrmx MeTonoB  aHasn3a
NeKapCTBEHHOr0 cpencTBa, a Takxe TpeboBaHMA K WUCNOJb3yeMbiM B LeNAx
npoBefeHns  OaHHOro  aHaaM3a  peakTmBaM, TUTPOBAHHbLIM  pacTBOpaM,
NHANKATOpaM;

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

19) dapmakonenHas CTaTbA - LOKYMEHT, YTBEPXXOEHHbIA YNOJIHOMOYEHHbIM
denepasnbHbIM OpraHOM WCNOJIHUTENbLHOW BJlACTU U CoAep Kalluin nepedveHb
nokasaTenien Ka4ecTBa U MeTO40B KOHTPOJIA Ka4yeCTBa JIeKapCTBEHHOr0 CPeACTBa;
(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

19.1) cTaHpmapTHble o06pa3ubl - BelwecTBa, MNOCPEACTBOM CpPaBHEHUA C
KOTOPbIMN OCYLLECTBAAETCA KOHTPOJIb KayecTBa ucciaenyeMblX JieKapCTBEHHbIX
CPeACTB C MOMOLLBbIO (PU3NKO-XUMUYECKUX KU Bnonormyeckmx MeToAoB B LeNAx
noaTBep)XXAeHUS COOTBETCTBUA  JIEKAPCTBEHHbIX  Cpencts  TpeboBaHuMAM
HOPMaTUBHON AOKYMeHTauun, yCTaHOBJIEHHbIM npwu OCyLLLeCTBJIeHNN
rocyfapCTBEHHOW perncrpaumu, Wn KOTOpble MNPUMEHAIOTCA AN KannbpoBKun
CTaHOapTHbIX 06pa3L0oB NPON3BOANTENSA JIeKAPCTBEHHbIX CPEACTB, NCMNOJIb3yeMblX
A1 KOHTPOJ1A Ka4yeCcTBa U UHbIX Lesien npn obpaweHnn nekapCTBEHHbIX CPeacTB;
(n. 19.1 BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19.2) dapmakonenHbln CcTaHOapTHbIN obpasey - cTaHOapTHbIM obpasel,
npon3BeeHHbIN B COOTBETCTBUN C papMaKoNenHon CTaTben;
(n. 19.2 BBeaeH ®enepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)



20) HOpMaATMBHAA [OOKYMeHTauuss - [OOKYMEHT, COAep)Xalluin nepeyeHb
onpenensieMblx MO pe3ynbTaTaM COOTBETCTBYHOLIMX 3KCNEpTU3 MnoKasaTenen
KayecTBa JIEKApPCTBEHHOrO0 CpencTBa AJI9 MeAULMUHCKOro MPUMEHEHUs, MEeTOL0B
KOHTPOJIA €ro Ka4yecTBa N YCTAaHOBJIEHHbIN €ro NPou3BOAUTENIEM;

21) HOpMaTMBHbIA LOOKYMEHT - [OOKYMEHT, coAepxawmnnm nepevyeHb
onpenensiemMblx MO pe3ysbTaTaM COOTBETCTBYIOLLMX 3KCNEPTU3 roKasaTenen
KayecTBa M (U1M) MEeTOAOB KOHTPOJIA KayecTBa JIeKapCTBEHHOMN (POPMbl, ONMMUCAHUSA
brnonornyecknx, OBUOXUMUYECKUX, MUKPOBMONOrn4ecknx, QU3NKO-XNMNYECKUX,
PU3NYECKNX, XUMUYECKUX U APYrnux MeTOLOB aHasm3a JieKapCTBEHHbIX CpeacTB
AN BeTepuHapHOro rnpuMeHeHus, TpeboBaHUA K WUCMOJIb3yeMbiM B Lenax
npoeBefeHnss  OaHHOro  aHajaM3a  peakTmBaM, TUTPOBAHHbLIM  pacTBOpaM,
WHAMKATOpPaM U YCTAaHOBJIEHHbIN €ro Nponu3BoanuTenemM;

21.1) obWwnin TEXHNYECKNIN OOKYMEHT - KOMMJIEKT OOKYMEHTOB U MaTepunasos,
COCTOSAWMMN M3 HECKOJIbKUX pa3fenoB - [OOKYMeHTauuu agMUHUCTPATUBHOIO
XapakTepa, XuMu4eckon, dapmMaleBTUYECKON N BMONOrm4eckom AOOKyMeHTauuu,
hapMaKonorm4eckon, TOKCMKOJIOrn4yeckom OOKYMeHTauum, KJIMHNYeCcKon
OOKYyMeHTauum ©n  npeacrtaBnisseMbl  OOHOBPEMEHHO C  3asBJ/IEHMEM O
rocyfapCTBEHHON perucTtpaumm sieKapCTBEHHOro npenapaTta 4as8 MeaAuUUHCKOro
npumeHeHna B ¢GopmaTe, YCTAHOBJIEHHOM YMNOJIHOMOYEHHbLIM denepasbHbIM
OpraHoOM UCNOJIHNTENbHON BAACTW;

(n. 21.1 BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) KayecTBO JIeKapCTBEHHOro CpeAcTBa - COOTBETCTBUE J1IeKAapPCTBEHHOro
cpencTtBa TpeboBaHUAM apMaKonenHon cTaTbl B0 B Ciyvyae ee OTCyTCTBUSA
HOPMATUBHOWN NOKYMEHTaLUM NN HOPMATUBHOIO AOKYMEHTA;

23) 6e30nacHOCTb  JIeKApPCTBEHHOro  cpencTtBa -  XapakKTepucTuka
NIeKapCTBEHHOro CpeacTBa, OCHOBaHHAs Ha CpPaBHUTENIbLHOM aHaause ero
3PPEKTUBHOCTN N PUCKA NPUYNHEHNS Bpeda 300P0BbIO;

24) 3(bheKTUBHOCTb JIeKAapCTBEHHOr0 npenapaTta - XapakTepucTuka CTeneHun
MOJIOXKUTENIbHOIO BJINAHNSA JlIeKapCTBEHHOr o npenapaTa Ha  TeyeHwue,
NPOAoIKUTENbHOCTb 3aboneBaHns nan ero npegoTepaweHne, peabunurtaunto, Ha
COXpaHeHue, NpefoTBpPaLLEHME NN NpepbiBaHNe BepeMeHHOCTH;

25) cepusi NEeKaApCTBEHHOro CpeacTBa - KOJIMYECTBO JIEKAPCTBEHHOrO
CpeacTBa, Npou3BefleHHOe B pe3y/ibTaTe OA4HOro TEXHOJIOMMYEeCKOro LMKIa ero
NpPoOV3BOANTENEM;

26) perncTpauMoHHoe YyAOCTOBEPEHME JleKapCTBEHHOro mnpenapata -
NOKYMEHT, NOATBEP>XXAAOLLINIA hakT rocylapCTBEHHOM perucTpaumm
NIeKapCTBEHHOr0 NpenapaTa;

26.1) pepxaTenb WKW BRageney perucTtpaunoHHoOro yaocToBepeHus
NleKapCTBEHHOro npenapata - pa3paboTymkK  JsieKapCTBEHHOro  CpencTBa,
npon3sBoanTeslb  JIeKApPCTBEHHbIX CpeacTB WM WMHOE  lpuandeckoe nuvuo,
obnapgatouee NpaBoM BJlAAEHUSA PErncTpaunOHHbIM yOOCTOBEPEHMEM, KOTOpbIE
HeCyT OTBETCTBEHHOCTb 3a Ka4decTBO, 3(hPp¢deKTMBHOCTL U 0e30MmacHOCTb
JleKapCTBEHHOro npenapaTa;

(n. 26.1 BBeaeH ®enepasnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

27) perncTtpaumoHHbIn HOMep - KogoBoe o6OO3HavyeHue, MPUCBOEHHOE
NleKapCTBEHHOMY MpenapaTy Npu ero rocyaapCcTBEHHOW perncTpauunn,

28) obpaweHne neKapCTBEHHbIX CPeacTB - pa3paboTka, AOKAMHUYECKue
nccnenoBaHusa, KIANMHUYECKME WNCCNedoBaHus, 3JKCMepTu3a, rocydapCTBEHHas



perncrtpaumsa, CTaHOapTu3auuMa WM KOHTPOJIb  KayecTBa, MPoOU3BOACTBO,
N3roToBsJieHNe, XpaHeHue, nepeso3ka, BBO3 B Poccuinckyo denepaumio, BbiIBO3 U3
Poccuinckon depepauunn, peknama, oTNycK, peanusauns, rnepegada, npuMeHeHue,
YHUYTOXEHNE NIeKapCTBEHHbIX CPeCTB;

(B pen. ®epnepasbHOro 3akoHa ot 06.12.2011 N 409-93)

29) cybbekTbl obpalleHnst NeKapCTBEHHbIX CPeAcCTB - hu3nyeckme nmua, B TOM
yncne  uMHAMBMAYyasbHble  NpeanpuHMMaTenu, n  lopuanyeckune  nauua,
OCYyLLEeCTBASOWME AeATENbHOCTb Npu obpalleHnn NeKkapCTBEHHbIX CPEeACTB;

30) pa3paboTymk neKkapCTBEHHOro cpeacTBa - opraHusaumsa, obnaparouwias
npaBaMn Ha pe3ynbTaTbl AOKJINHUYECKUX WNCCNEeNOBaHUA  JIEKApPCTBEHHOMO
cpeacTBa, KJAMHUYECKUX WUCCeOOBaHUN JieKapCTBEHHOro npenapaTta v (uam) Ha
TEeXHOJI0rnto NPOU3BOACTBA JIEKAPCTBEHHOIr0 CPEeACTBa;

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

31) NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB - AEATEIbHOCTb MO NPOU3BOACTBY
NIeKapPCTBEHHbIX CPEeACTB OpraHu3auusMn - MPOU3BOAUTENAMU JIeKapCTBEHHbIX
CPeacTB Ha OOHOM CTaOWuW, HECKOJIbKUX WM BCEX CTaOUAX TEeXHOJ0rMYecKoro
MPOLIEeCCa, a TaKXe Mo XPaHeHWIo U peann3aunn Npon3BeAeHHbIX JIeKaPCTBEHHbIX
CpencTs;

31.1) npomum3BOACTBEHHas nMJowagka - TeppuTopuasbHO 060COBNEHHbIN
KOMMJIEKC MPOU3BOANTENA JNEKAPCTBEHHbLIX CPeAcTB, MNpeAHa3HaYeHHbIn AOns
BbIMOJIHEHUS BCEro npouecca nNpou3BOACTBA JIEKAPCTBEHHbLIX CpencTB WM ero
onpeneneHHon ctaguu;

(n. 31.1 BBegeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

32) nponssoguTesb JlIeKapCTBEHHbIX cpencTs - opraHmusauus,
OCyLLecTBASOWAs MNPOM3BOACTBO JIEKAPCTBEHHbIX CPencTB B COOTBETCTBUM C
TpeboBaHMAMUN HacTosalero ®enepanbHOro 3aK0oHa;

33) chapmMaLeBTMYECKAA OEATENbHOCTb - AeATeNbHOCTb, BKAOYatowWwas B cebs
OMTOBYID TOPrOBJIIO NIEKAPCTBEHHBLIMK CPEACTBaMU, UX XpaHEHMe, MepeBO3KYy W
(M)  PO3HUYHYKD TOProBJO JIEKAPCTBEHHbIMM MNpenapaTaMu, UX OTNycK,
XpaHeHne, NepeBo3Ky, N3roTOBJIEHNE JIeKAaPCTBEHHbIX NMPEnapaToB;

34) opraHusauusa OMTOBOW TOProB/AN JIeKApCTBEHHBLIMU CpeacTBamMu -
OpraHM3auus,  OCYLLeCTBJAOWas  OMNTOBYH  TOProB/lO  JIEKAPCTBEHHbIMU
CpencTBaMn, WX XpaHeHuWe, MepeBO3KY B COOTBETCTBUM C TpeboBaHMaMU
HacTosiwero ®egepasibHOro 3aK0OHa;

35) anTe4yHasa opraHu3auuma - opraHmsauuns, CTPYKTypHoe noapasaeneHue
MeOULIMHCKON opraHusauuu, ocylwiecTsasaoLme PO3HNYHYIO TOProBsJo
JleKapCTBEHHbIMU MNpenapaTaMmun, XpaHeHue, nepeBo3Ky, MU3roToBJIEHNE N OTMNYCK
JIeKapCTBEHHbIX MpenapaToB AN MeOANUMHCKOro NMPUMEHEHUsS B COOTBETCTBUU C
TpeboBaHMAMM HacToswero ®enepasibHOro 3aKOHa;

(B pen. PepepanbHoOro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHasa anTeyvyHasl opraHMsauus - opraHuMsauus, CTPYKTYpHoe
nogpasgesieHne BeTEepMHAPHOW opraHM3auun, OCYLLECTBASIOWNE PO3HUYHYIO
TOProBJ/Il0 NIeKAPCTBEHHbLIMU MpenapaTamMu, XpPaHeHue, M3roToBJIeHMEe U OTMYyCK
NIeKAPCTBEHHbIX NpenapaToB A/ BETEPUHAPHOro NMPUMEHEHUs B COOTBETCTBUN C
TpeboBaHUAMKN HacToAWero denepasbHOro 3aKoHa;

37) danbcmpuumnpoBaHHOe JNeKapCTBEHHOE CpencTBO - JlIeKapCTBEHHOEe
CpencTBO, COMPOBOXAAeMOe JIOXXHOW WHpopMaunen o ero coctase un (nnn)
rnpovssoauTerne;



38) HepmobpokayecTBEHHOE JlIeKapCTBEHHOE CpencTBO - JIeKAapCTBEHHOEe
CpencTBO, He cooTBeTCTBylLWee TpeboBaHUSAM (apMakornenmHow cTaTbn nbo B
cny4yae ee oOTcyTCcTBUS TpeboBaHMAM  HOPMATUBHOW  AOKYMEHTauunm unum
HOPMATUBHOIO0 OOKYMEHTA;

39) KOHTpadakKTHOe JieKapCTBEHHOE CPencCTBO - JIeKapCTBEHHOEe CpencTBo,
Haxoasiweecs B 06opoTe C HapyLLUeHNEM rpa)K4aHCKOro 3aKoHo4aTeNbCTBa;

40) DOKJIMHU4YeckKoe nccnenosaHue NleKapCTBEHHOro cpencTea -
brnonornyeckme, MMKpobmnonornyeckme, MMMyHOIOrM4eckme, TOKCMKOIOrn4yeckune,
hapmakosiornyeckme, QusnHeckne, XuMuU4eckne wn Opyrme unccinenoBaHuUsA
JIeKapCTBEHHOrro cpeacTtea NyTeM rNMPUMEHeHMa Hay4HbIX METOLO0B OLEHOK B LesfAX
nonyyYyeHnUs  OoKas3aTesbCTB  6e3omacHoCTW, KavyectBa U 3dhdeKTuBHOCTHU
JlIeKapCTBEHHOro CpencTBa;

41) KIMHMYECKOe WCCNeloBaHME JIeKapCTBEHHOro npenapaTta - Wu3yvyeHue
ANArHOCTUYECKMX, NevYebHbIX, NMPopuIaKTUYeCKnX, (PapMaKosIornyecknx CBOWCTB
JIEKAPCTBEHHOI 0 MpenapaTa B NpoLecce ero NpMMEHEHNS Y YesloBeKa, XNBOTHOI O,
B TOM YuC/le MPOLIeCCOB BCACbIBAHWUA, pacrnpenesieHns, N3SMeHeHUss U BbiBeAeHus,
nyTeM MPUMEHEeHNs Hay4YHbIX METOA0B OLIEHOK B LIeJIAX MoJlyYeHUs [0oKa3aTeNbCTB
6e30nacHOCTUN, KavyecTBa M 3PHEKTUBHOCTU JIEKAPCTBEHHOrO MNpernapaTa, AaHHbIX
0 HeXxeslaTeslbHbIX PeaKkLUMsiX OPraHM3Ma YesioBeKa, XXWUBOTHOrO Ha MpumeHeHue
NIeKapCTBEHHOro npernapata M 06 3ddekTe ero B3auMOOeNCcTBUA C ApYyrumMu
NIeKapPCTBEHHbIMM NpenapaTtaMmn 1 (M) NULLEBLIMU NPOAYKTAaMN, KOPMaMU;

42) MHOrOLIEHTPOBOE  KJ/IMHMYECKOe  WUCC/iefoBaHMe  JIEKApPCTBEHHOr O
npenapata AN8 MeAULMHCKOro TMPUMEHEHUs - KJMHUYEeCKoe WuccienoBaHne
JIeKApPCTBEHHOro npenapata Ans MeAUUMHCKOro MNPUMEHEHUs, TMpPoBOANMOE
pa3paboTYMKOM JieKapCTBEHHOro npenapaTta B ABYyX K 6onee MeOUUUHCKUX
OpraHmsauuax no  eauHOMYy  MPOTOKOJNY  KJIMHMYECKOro  UCCienoBaHus
JIeKapCTBEHHOr 0 NnpenapaTa;

43) MeXOyHapoAHOe  MHOrMOLeHTpPOoBOe  KJIMHUYeCKOe  uccsiefoBaHue
JIeKapCTBEHHOro npenapaTta 408 MeOUUWHCKOro NpUMeHeHUs - KJINHU4YecKoe
nccnenoBaHMe JnekKapCTBEHHOro npernapaTta A9 MeOUUWMHCKOro MPpUMEHEeHUS,
nposoanMoe pa3paboT4MKOM NeKapCTBEHHOro npenapaTta B pPa3/INYHbIX CTpaHax
Mo e4AVNHOMY MPOTOKOJ1Y KJINHUYECKOro NCcnefoBaHNsA JIeKapCTBEHHOr O npenapara;

44) nNOCTPEerncTpaumoHHoe KJNHUYECKOoe WuccefoBaHNe JNIeKapCTBEHHOMO
npenapata [Anasa MeAUUWHCKOrOo TMPUMEHEHUS - KIJIMHUYEeCKOoe WuccrenoBaHume
NIeKapCTBEHHOro npenapata Aas MeAUUMHCKOro MpUMEHeHus, npoBogMmoe
Nnpou3BoANTENEM JIEKAPCTBEHHOro npenapaTa, rpakaaHckuin obopoT KOTOporo
OCYyLLEeCTBNSETCS nocne rocyapCcTBEeHHOWN perucTpauun, B uensx
nononHuTenbHoro cbopa pHdaHHbIX 0 ero 6e3onacHocT U 3MPEKTUBHOCTH,
PaCLUNPEHNS MOKa3aHUA K NPUMEHEHUI0 OAaHHOro JSIeKapCTBEHHOro npenapaTa, a
TaK>XXe BbISIBJIEHUS HeXXeNaTesIbHbIX peakunii NauneHToB Ha ero 4encTBue;

45) nccneposaHne GUO3KBUBANIEHTHOCTU JlIeKapCTBEHHOro npenapaTta - BUA
KJINHNYECKOro 1ccaefoBaHnsa NeKapCTBEHHOro npernapaTa, NpoBefeHne KOTOporo
ocyLlecTBasSieTCA OJ1A onpefesieHns CKOpPOCTU BCacCbiBaHMSA M BbiBeAeHUS OOHOrro
WM HEeCKONbKMX obnagamwmx (apMaKosorM4ecKkon akKTUBHOCTbIO OENCTBYHOLLNX
BellecTB, KO/M4YecTBa JleKapCTBEHHOro npenapaTta, AOoCTuraluwero CUCTEMHOro
KPOBOTOKA, W  pe3ynbTaTbl KOTOPOro MO3BOJIAKOT  cAenaTb  BbIBOA O
OM03KBMBANEHTHOCTN  BOCMPOMU3BEAEHHOrO0  JIEKapCTBEHHOro  rnpernapata B
onpeneneHHbIX NeKapCTBeHHON hopMe N LO3MPOBKe, COOTBETCTBYIOLLUX hopMe U
[031pOBKe pedepeHTHOro NeKapCTBEHHOr o npenapaTa;

(n. 45 B pen. ®epepasibHOro 3akoHa oT 22.12.2014 N 429-93)



46) wnccnegoBaHME TepaneBTUYECKOW 3SKBUBANEHTHOCTU JIEKAPCTBEHHbIX
npenapaTtoB - BWUA KJMHMYECKOrO WCCNEeOO0BaHUS JIeKapCTBEHHbIX MpenapaTos,
npoBefeHNe KOTOPOro OCYLLUECTBASeTCA ANA BbiSBJIEHUS OAWHAKOBbLIX CBOWCTB
JIEKAPCTBEHHbLIX MNpenapaToB OrnpeaesieHHON JieKapCTBEHHON OPMbl, @ TakKXe
Ha/M4YMs  OOMHAKOBBLIX  MNoKa3aTenen  6HesomacHoOCTM U 3PPEKTUBHOCTMU
NIEKAPCTBEHHbIX MpPEenapaToB, OAMHAKOBbLIX KAMHUYECKMX 3MPEKTOB nNpu ux
NPUMEHEHWNN;

47) NPOTOKOJ1 KJIMHWYECKOro UCCNefoBaHMA NleKapCTBEHHOro rnpenapaTta -
OOKYMEHT, B KOTOPOM OrnpefensainTca uenm, opMbl OpraHmsaumum n MeTonoJs1orms
npoBefeHNs KIMHNYECKOro MCCefoBaHUA, CTaTUCTU4eckne metoabl obpaboTkm
pe3y/sbTaTOB TaKoro wucciegoBaHms u mepbl no obecnedyeHuto 6HesonacHOCTU
PU3NYeCKNxX nNunu, y4acTBYHOWUX B KJIMHUYECKOM UCCNefoBaHUN NeKapCTBEHHOro
npenapaTa;

48) Opowtpa wnccnepoBaTens - CBOAHOE W3J/I0)KEHWEe pe3ysibTaToB
OOKJIMHNYECKOro UnCCnefoBaHUA JleKapCTBEHHOro cpenctsa UM KJAMHUYECKOro
nccnenoBaHUA NekapCTBEHHOro npenapaTta gas MeauuUnHCKOro npMMeHeHus;

49) NHPOPMALMOHHBIA IMCTOK NaLUMEHTa - AOKYMEHT, B KOTOPOM COZlep>KaTcs
B [OCTYyNnHOW opMe CBeleHUs, Kacalouimecss MpoBOAUMOro KJAMHUYECKOro
MccnepoBaHUA  JIEKApCTBEHHOro  npenapata, W B MUCbMEHHOW  ¢opme
no6poBOSIbHOE cornacvMe MnauueHTa Ha y4vacTue B KJIMHMYECKOM WCC/iefoBaHum
NIeKApPCTBEHHOro  nperapata  Mocjie  O03HAaKOMJIeHUss C  0COBEeHHOCTSIMU
KJIMHNYECKOr0 WCC/NeloBaHMSA, VMEKLWMMN 3HAYeHWe A8 BblpaXKeHUs TaKoro
cornacusi;

50) noboyHoe pencTeMe - peakuus opraHmsmMa, BO3HMKLIAA B CBA3UN C
NnPMMeHeHWeM JIeKapCTBEHHOro npenapata B [[03aX, PEKOMEHAYEeMbIX B
WHCTPYKUMN MO ero npuMeHeHuto, ONns npopunakTuKK, OUArHOCTUKW, NeYvYeHus
3aboneBaHusa nan gns peabnnutaunu;

50.1) HexenaTenbHas peakuus - HenpegHaMepeHHasa HebnaronpuaTHas
peakums opraHusMma, KoTopas MoXeT OblTb CBfizaHa C MNpPUMEHEeHueM
NleKapCTBEHHOr 0 npenapaTa;

(n. 50.1 BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTesnbHasa peakuma - HexenaTesbHas peakuums
opraHu3sma, CBA3aHHas C NpUMeHeHNeM JIeKapCTBEHHOrr o npenapaTa, npueeLllas K
CMepTW, BPOXXOEHHbLIM aHOMaNMAM UIN NOpPOKaM pa3BuTusa nMbo npeacTaBaatowas
cobon yrposy »W3HW, Tpebylowas rocnMTannsaymm wam npuBellas K CTONKOW
yTpaTe TPyAOCNOoCOBHOCTN N (MNK) MHBANNOHOCTN,

52) HenpenBupeHHas HexenaTesibHaa peakuuns - HexenaTesibHaa peakums
opraHusma, KOTopas CBfi3aHa C MNpUMEeHeHWEeM JieKapCTBEeHHOro rnpenapaTta B
[03aX, peKoOMeHAyeMbIX B NPOTOKOJIEe ero KJINHUYeCKOro nccrienosaHus, bpowope
nccnepgoBsaTens, WM C MNPUMEHEHMEM JieKapCTBEHHOro npenapata B [A03ax,
peKOMeHOyeMblX B WHCTPYKUMM N0 ero npuMeHeHWo AN NpoPunakTUKu,
OVarHOCTUKN, nevyeHns 3aboneBaHnsa Uam MeguLMHCKON peabunmtaunm nauveHTa,
N CYLWHOCTb, TAXECTb WIN UCXOL KOTOPOW He COOTBEeTCTBYeT WHpopmMauum o
JleKapCTBEHHOM npernapaTe, coAepXXalencs B MPOTOKONE ero KJUHUYECKOro
nccnenosaHusa, bpowtope uccnepoBaTens WIN B MHCTPYKUUM MO MPUMEHEHUIO
NleKapCTBEHHOr o0 npenapaTa;

(n. 52 B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

52.1) dhapMaKkoHaa30p - BULO AeSATESIbHOCTU NO MOHUTOPUHTY 3PPEKTUBHOCTH
n 6e30nacHOCTM NEeKapCTBEHHbLIX MpernapaToB, HaMNpaBJIEHHbI Ha BbIABJIEHME,
OUEHKY W rnpepfoTBpalleHne HexesaTeslbHbIX  NocieAcTBUA  NpUMeHeHUs



NleKapCTBEHHbIX NpenapaTos.;
(n. 52.1 BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBfeHUs puckamm - nogpobHoe onmcaHme MeponpuaTuUin Mo
hapMakKoHan30py, HanpaBJ/iEHHbIX HA BbiBJIEHNE, OLLEHKY U NpeaoTBpalleHne nim
MUHUMUN3ALMIO PUCKOB, CBSA3aHHbIX C JIeKAapCTBEHHbIMW MnpenapaTamMu, BKJIKOYas
OUEHKY 3(P(heKTNBHOCTU AAHHBLIX MEPOMPUATUN;

(n. 52.2 BBegeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

53) peuenT Ha neKapCTBEHHbIW nMpenapaT - MeAUUMHCKUWA [OOKYMEHT
YCTAHOBNIEHHON ()OPMbI, COoOepXXaluMiA Ha3HayYeHMe JNeKapCTBEHHOro npenapaTa
ONna MeguuUMHCKOro NpUMEHeHUs, BblOaHHbLIA MeOUUNHCKUM PaboTHMKOM B Lensax
OTNyCKa JIeKapCTBEHHOro npernapata WM €ero W3roToBJIeHUSs W OTMNyCcKa Ha
OyMa>XHOM HocCuTesle wuaM C  corjlacus  nauumeHTa WaMm  ero  3akoHHOro
npeanctaBuTens B GOpPMEe 3NEKTPOHHOro  OOKYMEHTa, MOAMUCaAHHOro ¢
NCNO/Ib30BaHNEM  YCUJIEHHOW  KBaJMPUUMNPOBAHHOM  3JIEKTPOHHOMW  Mo4nncu
MeOUUNHCKOro paboTHMKa, NnMbo OOKYMEHT YyCTaHOB/IEHHOW (hopMbl, cCoaep XaLlunii
Ha3HavyeHne JIeKapCTBEHHOro npenapaTa QAN BeTepMHAPHOro MPUMEHEHMS,
BblAAHHbLIA  CcreunanucTtom B obnactm BeTepuHapuu B UeNax OTnycka
NIeKapCTBEHHOro npenapaTta WM ero W3roToBJIEHMA U OTNyCKa Ha OyMa>kHOM
HOCcUTene;

(B pen. PenepanbHbiX 3aKoHOB 0T 29.07.2017 N 242-®3, o1 02.08.2019 N 297-03)

54) TpeboBaHMe MeAWLVHCKOW OpraHu3auuu, BeTepuHapHOW opraHusauumn -
OOKYMEHT YCTaHOBJIEHHON (POPMbl, KOTOPbIA BbIMUCAH MeAULNHCKUM PabOTHMKOM
nan cneuvanucTtom B ob6nacTM BeTepuHapuu, WUMeLWMMW Ha 3TO MpaBo, WU
COLEepPXWUT B TMUCbMEHHOW opMe YyKa3aHue anTeyHou opraHmsaunm unau
BEeTEPUHAPHOM anTe4yHOM opraHusaumm ob oTnycke NeKapCTBEHHOro rnpenapaTa
WAn 0 ero mirotossieHUn 1 06 otnycke ana obecneyveHus nevyebHoro npouecca B
MeANLMHCKON OpraHM3aumnu, BeTepuHapHOW opraHm3aunm;

(B pen. ®epepanbHoOro 3akoHa ot 02.08.2019 N 297-93)

55) KoMnaeKkcHass OueHKa JleKapCTBEHHOro npenapata -  OUEeHKa
3aperncTpMpoBaHHOr0 JIeKapCTBEHHOro npenapaTa, BkAYawwas B cebs aHanm3
WHOpMaLMN O CPaBHUTEJSIbHON KJIMHUYECKON 3(pdekTnBHocTn 1n 6esonacHocTn
NIeKapCTBEHHOro  npenapaTta, OUEeHKY 3KOHOMUYECKUX nocnencrteunm  ero
npUMeHeHuns, n3yyeHue AOMONIHNTESIbHbIX nocnencTBun npUMeHeHns
NleKapCTBEHHOro rnpenapata B UeNax TMPUHATUA pelleHUA O BO3MOXHOCTU
BKJIIOYEHUS JIEKAPCTBEHHOr0 npernapaTta B Mepe4vYeHb XXU3HEHHO HeobxoauMbiX ©
Ba)kHENWMX JlIeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPABOBblE aKTbl U UHbIE
OOKYMEHTbI, onpegensouime ropsgoK OKasaHusa MeOUUVHCKOW MOMOLUMK, Waun
NCKJTIOYEHUSA €ro U3 yKa3aHHbIX MepeYyHs, akToB N JOKYMEHTOB;

(n. 55 BBegeH ®epnepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cucTtemMa MOHUTOPUHra [OBUXXEHUSA JIeKapCTBEHHbIX MpenapaTtoB AN
MeANLMHCKOro npuMeHeHunsa - denepanbHasa rocyfapCcTBeHHas MHGPOpPMaLMOHHas
CNCTEMa MOHUTOPUHIra OBUXKEHUSA JIeKapCTBEHHbIX NpernapaToB A1 MeAULNHCKOr o
NPUMEHEeHUs OT NPOU3BOAUNTENA 00 KOHEYHOro notpebutens ¢ nCcnosb3oBaHMEM B
OTHOLUEHUWN NleKapCTBEHHbIX NMpenapaTos A8 MeAULMHCKOro NpMMeHeHnsa CpeacTB
naoeHTNPUKaLunun.

(n. 56 BBegeH ®epepasibHbIM 3aKOHOM OT 28.12.2017 N 425-03)

Fnasa 2. MNOJIHOMO4YUSA ®EQEPAJIbHbIX OPTAHOB NCMOJIHUTEJIbHOU
BJIACTN, OPTAHOB UCNMOJIHUTEJZIbHOU BJIACTU CYBBEKTOB
POCCUNCKOMN
OEOEPALULUN NPUN OBPALLLEHN NEKAPCTBEHHbIX CPEACTB



Cratba 5. TMNMonHoMmouua cepnepasibHblX OPraHOB WCMOJIHUTEJIbHOM
BJIACTU NpPU oOpaLLeHumn NeKapcTBEeHHbIX CpeacTB

K nosiHOMo4YMsIM edepasibHblX OpPraHoB WCMOJSIHUTENIbHOW BAacTU Mnpu
obpalleHnn neKapCTBEeHHbIX CPeACTB OTHOCSATCS:

1) nposepeHne B Poccmnckon depepaunmnm eanHoOM rocynapCTBEHHOW
MnoNTUKM B obnactm obecnevyeHns neKapCTBEHHbIMM MNpenapaTamMy rpakgaH B
Poccunckon ®epepaumnu;

(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

2) yTBepxaeHue obuwmx hapmakonenHblx cTaTen, apMakonemHblX cTaTen,
n3gaHne rocygapcTBeHHoOW (papmakonen, co3faHue U BefeHue peecTpa
hapMakonenHblx CTaH4APTHbIX 06pa3LoB;

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) ocyuwecTBieHMe rocyfapCTBEHHOrO KOHTponsa (Hagsopa) B chepe
obpalueHna nekapCTBEHHbIX CPeACTB;
(B pen. ®enepanbHOro 3akoHa ot 25.06.2012 N 93-03)

4) NNLEH3NpPOBaHMe npoun3BoaCcTBa NleKapCTBEHHbIX  CPencTB n
thapmaueBTMHECKON OeATeNbHOCTM B COOTBETCTBMM C 3aKOHOLATEsSIbCTBOM
Poccunckon ®epepaumu;

5) opraHusauma  3KCNepTU3bl  NIEKAPCTBEHHbIX  CPencTB, 3TUYECKOMn
3KCNepTu3bl BO3MO>XHOCTM npoBeneHuns KJIMHNYEeCKOoro nccnenoBaHuMs
JIeKapCTBEHHOro npenapata O MeOUUMHCKOro TMNpUMeHeHUs, 3KCNepTusbl
OOKYMEHTOB, MnpeacTaB/ieHHbIX 01 onpefesieHUs BO3MOXXHOCTUM pacCcMaTpuBaTb
JlIeKapCTBEHHbIW npenapaT 4/ MegULUHCKOro NpUMeHeHNs Npu rocyaapCTBeHHON
perncrtpauunm B Kayectse opPaHHOro JIeKapCTBEHHOro npenaparTa;

(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

5.1) opraHuszauma npoBeneHUss KOMIMJIEKCHOW OUEHKN JIeKapCTBEHHOro
npenapaTta B UenAxX NPUHATUA pPelleHUn O BO3MOXKHOCTU  BKJIOYEHUS
NIeKapCTBEHHOro npenapaTta B Nepe4vyeHb XXU3HEHHO HeobXOoAUMbIX U BaXkKHEeWLIMX
JlIeKapCTBEHHbIX NpenapaToB, HOPMATMBHbIE MPaBOBble aKTbl U MHbIE OOKYMEHTHI,
onpegensowme nopsaok OKasaHUA MeOUUUHCKOW MOMOLWM NN UCKIIOYEHUSA ero
M3 YKa3aHHbIX NepeYyHs, akTOB N LOKYMEHTOB;

(n. 5.1 BBepeH PepepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

6) BblgayYa pa3peweHnii Ha npoBeAeHMNe KJIMHUYECKUX WUCCefoBaHWiA
NIEKapCTBEHHbIX MNpenapaToB, BeAeHWe peecTpa BblAaHHbIX pa3pelleHnin Ha
npoBefeHne KIMHNYEeCKNX NCCNeloBaHNN JIEKapCTBEHHbIX MpenapaTos;

7) rocygapCTBeHHas perucTpauus eKapCcTBEHHbIX MpenapaTos, BefeHue
rocyapCTBEHHOIro peecTpa JIEKAapCTBEHHbIX CPeCTB;

8) opraHmnsaumnsa n (unm) nposefeHne NHCMEKTUPOBaHUA CybbekToB obpalleHuns
NleKapCTBEHHbIX CPeACTB Ha COOTBETCTBME NpaBuiiaM Haasnexaullen nabopaTtopHom
NPakTUKKW, NMpaBuaam Hagsexalen KINHNYeCKON NPaKTUKK, npasuiam
Hagnexalen NPpakTUKN XpaHeHUs N NepeBO3KU JIeKapCTBEHHbIX NMpenapaTos,
npasuiaM Hagnexallen oMcTpubbioTOPCKON NPaKTUKKW, NpaBuiamM Haanexallen
anTe4YHON NPaKTUKW;

(n. 8 B pen. ®epepasbHOro 3akoHa oT 22.12.2014 N 429-03)

8.1) opraHmsauma wu (UaM) npoBefeHUe UHCMEeKTUPOBaHUA CyObeKToB
obpalleHns NeKapCTBEHHbIX CPencTB Ha COOTBETCTBMe TpeboBaHMAM nMpaBu
Hagnexxalwen Nnpon3BoaCTBEHHOW MPaKTUKK, BblAa4vYa 3aKJOYEHUN O COOTBETCTBUN



MPon3BOANTENA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MpaBuUa HaAseXallewn
NPOV3BOACTBEHHOWN NPAaKTUKW;
(n. 8.1 BBepeH depepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

8.2) ycTaHOBNEHME NOopsAKa BeAeHUS U BeAeHMe rocygapCTBEHHOro peecTpa
3aK/IIO4EHUA O  COOTBETCTBMM  MNPOU3BOAUTENSA  JIEKAPCTBEHHbLIX  CPeacTB
TpeboBaHMAM NpaBuI Hagexalwen Npon3BoACTBEHHON NMPaKTUKK;

(n. 8.2 BBegeH PepepasbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

9) rocyhapcTBeHHas perncrpaums npedenbHbiX  OTAYCKHbIX  LEH
npom3BoanMTeNnen Ha JleKapCTBEHHble MpenapaThl, BKJ/YEHHbLIE B MepeyeHb
XKU3HEHHO HeobXoOUMbIX U Ba>KHEWLLWX JIEKAPCTBEHHbIX NpenapaToB, U BeAeHue
roCcydapCTBEHHOIr0 peecTpa MnpefesibHbIX OTMYCKHbIX LIEeH Mpou3BOAMTEsNIen Ha
NleKapCTBEHHbIe npenapaTbl, BKJYEHHbIE B NepevyeHb XU3HEHHO HeoOXoaNMBbIX U
Ba>KHEWNLLWX NNIEKAaPCTBEHHbIX NMPenapaTos.;

(B pen. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cornacoBaHuMe MNPOEKTOB peLleHUN OpraHoB WCMNOJHUTEsNIbHOW BJacTun
cybbekToB Poccmnckon Pepepaumm 06 ycTaHOBAEHUM U (MAN) U3BMEHEHUK
npeaefibHbiX pa3MepoB ONTOBbIX HaAbaBOK M NpefesibHbIX Pa3MepoB PO3HUYHbIX
HanbaBoK K PAaKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBJIEHHbIM MPOM3BOAUNTENAMN
NIeKapCTBEHHbLIX MNpenapaToB, Ha JIeKAapCTBEHHbIE MNpenapaThbl, BK/OYEHHble B
nepeyeHb XU3HEHHO HEOBXOAMMbIX N BaXKHENLLNX NEKAaPCTBEHHbIX NpernapaTos.;

(n. 9.1 BBepneH ®epepanbHbIM 3aKOHOM OT 13.07.2015 N 241-93)

10) Bblgava, YCTaHOBAEHME nMopsAkKa BblAayn paspeweHns Ha BBO3
KOHKPETHOW NnapTuun JIeKapCTBEHHOIro cpencTea B Poccunckyro denepaunio;
(n. 10 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bbiga4a, ycTtaHoBJIeHNe NopsaKa BblAaydu U (POPMbl AOKYMEHTA, KOTOPbIN
noaTeep)xnaer, 4yTOo NPOM3BOACTBO  JIeKAapCTBEHHOro  rnpenapaTa ans
MeOUNLNHCKOro MpPpUMEHEHUs OCYyLLeCTBJIEHO B COOTBETCTBUM C TpeboBaHUAMU
npaBua Hagnexalwen npou3BOACTBEHHON MPAKTUKU WM YTO JIEKAPCTBEHHbIN
npenapaT 4J19 BeTepuHapHOro npuMeHeHus gonyuieH kK obpaleHuto B Poccmnckonm
depepaunn, U NOAJIEXUT MpeacTaBsieHNIo No TpeboBaHUIO YMOJIHOMOYEHHOIO
opraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIeKapCTBEHHbIN NpenaparT;

(n. 10.1 BBepeH ®PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pegn.
depnepanbHOro 3akoHa ot 02.08.2019 N 297-03)

10.2) Bblgaya, YyCTaHOBJNEHME nopsAdKa Bbloadn U OpPMbl  OOKYMEHTa,
cofjepixallero ceefeHma o0 CTagumax TexXHOJIOrMYeCcKoro rnpouecca npowsBoACTBa
JlIeKapCTBEHHOro cpencTea Aaa MeAUUUHCKOro NpuMeHeHus, oCyLecTBIsieMbIX Ha
TeppuTopun EBpasnnckoro 3KOHOMMUYECKOro Co3a;

(n. 10.2 BBepeH depepasibHbIM 3akOHOM OT 22.12.2014 N 429-03, B peg.
depnepanbHOro 3akoHa ot 13.07.2015 N 241-03)

11) co3pmaHue coBeTOB MO BOMpocCaM, CBSi3aHHbIM C obpalleHnem
NIeKapCTBEHHbIX CPeaCTB;

12) aTtTecTaumsa n ceptTudukaunsa cneymasamncTos;

13) ytpatun cuny ¢ 1 ceHTabpa 2013 ropa. - dPepepanbHbIl 3aKOH OT
02.07.2013 N 185-93;

14) ocywecTtBneHne papmMakoHansopa;
(n. 14 B pen. ®epepasibHOro 3akoHa oT 22.12.2014 N 429-93)

15) yyacTune B MeXAyHapoOaHOM COTPYAHNYECTBE;



16) nosydeHme Mo 3anpocaMm YrMoJHOMOYEHHOro denepasibHOro opraHa
WCNOSIHWTENIbHOW BNACTU OT OPraHoB WCMNOJIHUTENIbHOW BRacTn CcybbekToB
Poccunckon depepauunn, a TakXe OT cybbekToB obpalleHus neKapCTBEHHbIX
CpeacTB AN MeOUUMHCKOro  NpUMeHeHus  MHGopMauuu 1o Bonpocam
YCTAHOBJIEHNA U MPUMEHEHUA LEeH Ha JIeKapCTBEHHbIe npenapaTbl N HagbaBoK K
HUM;

17) npuMeHeHMe Mep OTBETCTBEHHOCTM 3@ HapylleHne 3akoHoAaTeNbCTBa
Poccunckon ®epepaumnu;

18) yTBepxheHue npaBua Hagnexawewn nabopaToOpHOM MPaKTUKK, MpaBu
Hagnexawen KANHWYECKON MNPaKTUKK, NpaBu HaAseXXalen npon3BOACTBEHHOMN
MPaKTUKK, MNpaBua  HagJieXxalen NpakTUKN  XPaHEHUA N NEepPeBO3KMU
NlIeKapCTBEHHbIX NpernapaToB, NpaBu/ Hagnexalen ANCTpMbbLIOTOPCKON NMPaKTUKK,
npaBua HagjJexawen anTevyHOW NpPaKTUKW, MNpaBua HagNeKawen MnpakTUuKu
dhapMakoHag30pa JIeKapCTBEHHbIX NpenapaToB 418 MEOULMHCKOrO MPUMEHEHNS;
(n. 18 BBeageH ®epepalsibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) ycTaHoBsieHMe nopsaka (OPMUPOBaAHUA PEerucTpauLmoOHHOro [OCbe Ha
NleKapCTBEHHbIN npenapaT n TpeboBaHU K JOKYMeHTaM B ero cocTaBse;
(n. 19 BBegeH ®epepalsibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

20) yTBepxAheHMe npasBwusa  pauumoHasibHOro BblibOpa  HaMMeHOBaHUN
NleKapCTBEHHbIX NpenapaToB 418 MeANLNHCKOr0 MPUMEHEHUS;
(n. 20 BBegeH ®epepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepXAEHne nepeyHs HauMeHOBaHUN NeKapCTBEHHbIX YOpPM;
(n. 21 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 n. 22 cT. 5 yTpaymBaeT cuiy (®3 o1 27.12.2019 N 475-D3).

22) (dopMupoBaHue peecTpa TUMNOBbIX WHCTPYKUUA MO MeJULUHCKOMY
NPUMEHEHUIO B3aMO3aMeHAEMbIX JIeKapCTBEHHbIX NpenapaTos;
(n. 22 BBegeH ®epepalsibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

23) yTBepXaeHue TpeboBaHNN K MHCTPYKUUN NO MeAULNHCKOMY MPUMEHEHMUIO
NIeKapCTBEHHbIX MpenapaToB M K MHCTPYKUUM MO BETEPUHAPHOMY MNPUMEHEHUIO
JleKapCTBEHHbIX NpenapaTos;

(n. 23 BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) pocynebHoe 3aKpbiTMe CalToB, CcoAep>Xalnx MHGOpMaLUD O PO3HUYHON
npodake  AWCTaHUMOHHbLIM  criocoboM, npeanoxeHne o  nNpunobpeTeHnn
OAVNCTaHUMOHHbIM cnocoboM, p[ocTaBke AUCTaHUMOHHBIM criocobomMm wu  (nnwn)
nepepayvye @uinyeckomy nuuy AOUCTAHUMOHHBIM  CrOCOBOM  NeKapCTBEHHbIX
npenapaToB, HAPKOTUYECKUX JIEKAPCTBEHHbLIX MpenapaToB W MNCUXOTPOMHbIX
NleKapCTBEHHbIX rMpernapaTtoB, 3a WCKJ/IOYEeHWEM CJly4aeB, YCTaHOBJIEHHbIX
MpasuTenscTBOM Poccmnmnckon depepavnu;

(n. 24 BBeneH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

25) Bbloa4va paspeLieHun Ha BBOL B rpa>kgaHCKUmn obopoT
NMMMYHOBUNOOrNYeCKNX NeKapCTBEHHbIX NpenapaTos.
(n. 25 BBeneH ®enepasibHbIM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTI0C: npuMeYdaHume.
Ct. 5.1 pacnpocTpaHaeTcsa Ha MOJIHOMOYNSA, KOTOpble He nepefaHbl Angd



OCYLLECTBJIEHMSA OpraHaM rocygapCTBeHHOW BnacTn cybbekToB PP m opraHam
MEeCTHOro caMoyrnpaBJieHUa COOTBETCTBYWOWMMN henepasbHbIMN 3akoHaMu (P3
oT 13.07.2015 N 233-93).

Cratba 5.1. Mepepaya ocywiecTBJIEHUA NOJIHOMOYMKA enepanbHbIX
OpPraHoB UCMNOJIHUTEJIbHOW BNIACTU NpPU obpaLLeHMn neKapCcTBeHHbIX CPeacTB
opraHaM UCNOJZIHUTEJIbHOW BnacTu cydobekToB Poccuinckon depepauum

(BBepeHa ®epepasbHbIM 3aKOHOM OT 13.07.2015 N 233-93)

MonHomo4nsa  pedepajbHbIX  OpPraHoB  WUCMOJIHUTENbHOW  BRAcTU  Mpwn
obpalueHun JleKapCTBEHHbIX cpencTs, npenycMoTpeHHbIe HacToOALLMM
depepaljibHbIM 3aKOHOM, MOryT nepefaBaTbCA 019 OCYLWECTB/EHUA OpraHam
NCMONHUTENbHON BAacTn cybbekToB Poccmnckon depepaunmm NOCTAHOBEHUAMMU
MpaBuTenbLCTBa Poccunckonm depepaunun B nopsanke, YyCTaHOBJIEHHOM
depnepasbHbiM 3aKOHOM OT 6 okKTA6psA 1999 roga N 184-d3 "0O6 obwimx NnpuHUMNax
opraHusaumm 3aKoHodaTesIbHbIX (MpencTaBUTE/NbHbIX) N UCMOJIHUTENbHbLIX OPraHoB
rocynapCTBeHHON BfacTun cybbekToB Poccnmnckonm depepaumn”.

CtatbAa 6. MosNHOMO4YMA OpPraHOB MCMNOJIHUTEJILHOM BJNACTU CcyObekTa
Poccuickon depepaumm npm odpalieHnm neKapCTBeHHbIX CPpeacTB

K NoSHOMOYMAM OpPraHoB MWCMOJIHUTENbHOW BNacTuU cybbekTa PocCCMACKON
depepaumm npun obpaLLeHnn NeKapCTBEHHbIX CPeaCTB OTHOCATCS:

1) pa3paboTka u peanunszaums pPernoHanbHbiXx Nporpamm obecrneyvyeHus
HacesNleHns NeKapCTBEHHbIMM NpenapaTamu;

2) yCTaHOBNEHNE npefesibHbiX pa3MepoB OMTOBbIX HaAbaBOK U NpefenbHbIX
pa3MepoB  PO3HMYHbLIX HagbaBOK K  (haKTUYECKUM  OTMNYCKHbIM  LieHaM,
YCTaHOBJIEHHbIM NPOV3BOANTENSMU NEeKaPCTBEHHbIX npenapaTos, Ha
NIeKapCTBEHHbIE MpernapaTbl, BKJIOYEHHbIE B NepevyeHb XU3HEHHO HeobxoaMMbIX ©
Ba>XHENLWMX JIeKapCTBEHHbIX NpenapaTos;

KoHcynbTaHTI0C: npnMeYdaHune.
C 01.03.2020 B . 3 cT. 6 BHOCATCA UaMeHeHuna (®3 ot 27.12.2019 N 475-93). Cm.
byayuiyto pepakuuio.

3) OCyLwecTB/eHNe pervoHasbHOro roCyfapCTBEHHOrO KOHTPOas  3a
npMMeHeHWeM LUeH Ha JIeKapCTBEHHble npenapaTbl, BKJIOYEHHble B MepeyeHb
XWU3HEHHO  HeobXoAMMbIX U BaXXHEMWWUX  JIEKApCTBEHHLIX  MNpenapaTos,
opraHusaunsamm ONTOBOM TOpProeau, anTeyHbIMN opraHusaumnsamm,
WHONBMAYANbHLIMU npeanpuHNMaTensamMu, nMerLmMn JINLEH3UIO Ha
apMaLEeBTUYECKYIO OEATENIbHOCTD;

(B pen. PepepanbHOro 3akoHa ot 25.06.2012 N 93-93)

4) npuHATUe peweHns 06 wunCNoNb3oBaHWM Ha Tepputopum cybbekTa
Poccunckon ®epepauun Hapsgy C peuentaMm Ha JieKapCTBEHHble rnpenapaThl,
opOpMSEHHbIMM Ha OyMa)KHOM HocuTene, peuenToB Ha JlIeKapCTBEHHbIE
npenapaTbl, COOPMUPOBAHHbLIX B (hOPME 31eKTPOHHbIX JOKYMEHTOB.

(n. 4 BBepeH ®enepasibHbIM 3aKOHOM OT 29.07.2017 N 242-d3)

Fnasa 3. TOCYOAPCTBEHHAA ®APMAKOINESA

Ctatba 7. Pa3paborka M wu3paHue rocypapcrBeHHoM dapmMmakonewm,
pa3MeLlleHue faHHbIX O HEM



1. Top rocypmapcTBeHHOW (hapMakoneen nmMoHMMaeTca cBog obwumx
(hapMaKonenHbIX CTaTen N papMakonenHbixX cTaTen.

2. PazpaboTka obwmx chapmakonenHbix cTaTen U apMakKornenHbiX CTaTen, B
TOM 4yucsie papMaKonenHbiXx CTaTen Ha papMakonenHble CTaHAapTHbie obpa3ubl, 1
BKJIIOYEHME UX B rOCYyAApPCTBEHHYIO (hapMaKomnew OCYyWecTBAATCS B Mopsaake,
YCTAHOBJ/IEHHOM YMNOJIHOMOYEeHHbIM denepasibHbiIM  OPraHOM  MCMOJIHUTESIbHOMN
BJ1IACTW.
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

3. Pa3zpaboTka dapmMakonemnHom cTaTbW Ha pedepeHTHLIN JIeKapCTBEHHbIN
npenapaT N BKJIlOYEHME ee B rocyfapCTBEHHYIO (hapMakornew B TeyeHue Cpoka
OEeNCcTBUA 3alnTbl UCKJIIOYUTENIbHOrO rpaBa, YOOCTOBEPEHHOro MNaTeHTOM Ha
pedepeHTHbIN NleKapCTBEHHbIN npenapaT, OCYLWeCTBAATCA C corjacusa ero
pa3paboTymKa.

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

4. FTocynapcTBeHHasa apMakones U3naeTcs YrnoJIHOMOYEHHbIM denepasibHbIM
OpPraHoOM WCMOJIHUTENbHON BNAacTW 3a cYeT cpencTB denepasbHoro bioaxxera u
NOANEXUT MEPEn3naHNsM He pexxe YeM OAMH pa3 B MATb JIeT, B Nepuon mMexnay
KOTOPbLIMU N30AI0TCA NMPUIOXKEHUS K FOCylapCTBEHHOW hapMaKonee, coaepxalime
obwme capmakonernHble cTaTb U (UK) hapMakonelHble CTaTbU, YTBEPXKAEHHbIE
nocsie U3gaHus NN nepensgaHns rocyJapCTBEHHON hapMakoneu.

5. YNonHOMOYeHHbIn enepajnbHbli  OpraH WUCMOJNHUTENbHOW  BJACTU
pasMellaeT AaHHble O roCyLapCTBEHHOW (hapMakonee n MPUIOXKEHUAX K HEeW Ha
cBoeM ohuumanbHoM canTe B ceTu "NIHTepHeT" B yCTAaHOBJIEHHOM UM nopsgke.

Mnasa 4. FTOCYOAPCTBEHHbIA KOHTPOJIb NPU OBPALLEHUN
JIEKAPCTBEHHbIX CPEACTB

Ctatba 8. JInueH3npoBaHue NPOU3BOACTBA JIEKAPCTBEHHbIX CPencTB U
cdhapMaueBTUYECKON O eATesIbHOCTH

1. JlnueHsnposaHue npon3BoAcTBa NIeKapCTBEHHbIX cpencTs n
(hapmaueBTMHECKON  OeATesbHOCTM  OCyLleCcTBASEeTCA B COOTBETCTBMM  C
3aKoHOoLaTeNIbCTBOM Poccunckon denepauun.

2. Obsi3aTeNbHbIM YC/I0OBUEM TMpPEenoCTaB/IeHUs NMLUEH3UM Ha MPOU3BOACTBO
NEKAPCTBEHHbLIX CPEACTB SBASAETCA TMPUIOXKEHWE K 3asBJIEHMIO COUCKaTens
JINLUEH3MN NepeyHs NeKapCTBEHHbIX (GopM U (1unnv) BUAOB (hapMaueBTUYECKUX
cybCcTaHUMA, KOTOpble MPOU3BOAUTENb JIEKAPCTBEHHbIX CPeACTB HaMepeH
NPOV3BOAUTb.

3. B cnyyvyae HeobxoOMMOCTWU paclIMpeHns Mpou3BOACTBA JIEKAPCTBEHHbIX
CpencTB 3a CYEeT HOBbIX JIeKApCTBEHHbIX (OpM M BUAOB (apMaLeBTUYECKNX
cybCcTaHUMA Npou3BOANTENIb JIEKAPCTBEHHbIX CPencTB A0JKeH nepeodopMuUTb
JINLLEH3UIO Ha NPON3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

KoHcynbTaHTI0C: npnuMeYdaHume.
C 29.12.2020 cT1. 8 pononHsaeTcA 4. 4 (P3 oT 27.12.2019 N 481-P3).

KoHcynbTaHTIIOC: npuMeYaHune.



C 29.12.2020 paHHbIK OOKYMeHT gonosiHaeTca cT. 8.1 (P3 o1 27.12.2019 N 481-
D3).

Ctatba 9. N'ocypapcTBeHHbIM KOHTpoOnb (Hap3op) B cchepe obOpaweHus
JIeKapCTBEHHbIX CPencTB
(B pen. ®epepanbHOro 3akoHa ot 25.06.2012 N 93-93)

1. F'ocypapCTBEHHbIN KOHTPOJb (Hag3op) B chepe obpalueHmna nekapCTBEHHbIX
CcpencTB BK/OYaeT B cebs:

1) NMUEH3NOHHbIN KOHTPOJIb B chepe NMpomn3BoACTBa JIeKAapPCTBEHHbIX CPeacTB
M B Chepe hapMaLeBTUYECKON OeATEeNbHOCTH;

2) (enepanbHbIN  rocygapCTBEHHbIM Haa3op B cdepe obpaweHuns
NeKapCTBEHHbIX CPencCTB;

3) BbIBOPOYHbLIN KOHTPOJIb Ka4yeCTBa IeKapCTBEHHbIX CPeAcCTB.
(n. 3 BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-®3)

2. JINUEeH3VOHHbIA KOHTPOJIb B chepe Npon3BOACTBa JIeKapCTBEHHbIX CPeacTB
n B chepe hapmMaLeBTUYECKON AesATesIbHOCTN OCYLeCcTBIsSeTCA YNOJIHOMOYEeHHbIMN
denepasibHbIM OpPraHoOM WCMONHUTENbHOM BJIACTU WU OpraHaMm WCMONHUTENbHOWN
BNnacTu cybbekToB Poccmnckonm degepaumnm coriacHoO UX KOMNeTeHUMN B nopsake,
yCTaHoBNeHHOM PepepaibHbIM 3aKOHOM OT 26 gekabpsa 2008 roga N 294-903 "O
3aWMTe npas PUAMYECKUMX UL U UHOMBMAYaJIbHbIX MNpeanpuHuMaTenen npu
OCyLWleCTBJIEHUN TrOCyfapCTBEHHOro KOHTpossa (Hag3opa) WM MYHULUMANbHOro
KOHTpoNsA", C y4yeTOoM OCOOEeHHOCTen opraHu3auum u nNpoBeAeHUS MNPOBEPOK,
yCTaHOBJIeHHbIX ®PepepasibHbIM 3akoHoOM oOT 4 maa 2011 rogpa N 99-03 "O
NNUEH3NPOBaHNN OTAeNIbHbIX BUAOB AesATeNIbHOCTN".

3. depepanbHbii  roCcyfapCTBEHHbLIN Hag3op B Ccdepe obpaweHus
NIeKApCTBEHHbIX CPencTB OCYWeCTBAAETCA YMNOJIHOMOYEHHbIMUN efepasibHbiMU
opraHaMmu UCNOJIHUTEsIbHOW BAacTU (Oanee - opraHbl roCyaapCTBEHHOIO Hag30pa)
COrflacHO WX KOMMeTEeHUMn B MopsaAaKe, YCTaHOBJIEHHOM [lpaBUTENbLCTBOM
Poccunckon depgepauyunn.

4. ®depepaibHbIN  FOCYAAPCTBEHHbIM  Hap3op B cdepe obpaweHus
NIeKapCTBEHHbLIX CPeACTB BKJOYaeT B cebs:

KoHcynbTaHTI0C: npnMeYdaHune.
C 01.03.2020 B n. 1 4. 4 cT. 9 BHOCATCA n3MmeHeHmsa (®3 ot 27.12.2019 N 475-
@®3). CM. byayLyto pefakumio.

1) opraHuMsauuMto © nNpoBeAeHWe NPOBEPOK cobnogeHns cybbekTamm
obpalleHnss NIeKapCTBEHHbIX CPeACTB YCTAHOBJIEHHbIX HacToAWwMUM PenepasibHbiM
3aKOHOM M MPUHATHIMU B COOTBETCTBUN C HUM MHBIMWA HOPMATUBHbLIMU MPABOBbLIMY
aKkTamun Poccuinickoinn ®epnepaumn TpeboBaHUN K OOKJNHUYECKMM MCCNeNoBaHUSAM
NNEKAPCTBEHHbIX  CPEACTB,  KJIMHUYECKUM  UCC/IEAOBAHMAM  JIeKapCTBEHHbIX
npernapaToB, XpaHeHuo, NnepeBo3ke, BBO3y B Poccuiickyto ®denepaumio, OTMAYCKY,
peann3aunmn NeKapCTBEHHbIX CPeACTB, MPUMEHEHUIO NIEKAaPCTBEHHbIX NpPEernapaTos,
YHUYTOXKEHUIO JIEKAPCTBEHHbIX CPEACTB, @ Takxxe cobNoAeHNs YNoTHOMOYEHHbIMU
opraHaMy UCNONIHUTENIbHOW BNAcTU Cy6beKTOB Poccuiickor denepaumnmn MeToamnKku
YCTAaHOBJIEHUA nNpedesfibHbiX pPasMepoB OMNTOBbIX HaAbaBoOK U nNpenesbHbIX
pa3sMepoB  PO3HMYHbIX HagbaBoOK K  (PAaKTUYECKUM  OTMYCKHbIM  LEHaM,
YCTAHOBJIEHHbIM NPON3BOANTENAMMY NeKapCTBEHHbIX npenapaTos, Ha



NleKapCTBEHHbIE NMpernapaThbl, BKJIOYEHHbIE B MepeYeHb XU3HEHHO HeobXxoOonMbIX 1
Ba>KHENLLWX JIeKapCTBEHHbIX NMpenapaToB (fanee - obsa3aTesibHble TpeboBaHMSA);

2) opraHmsauunto 1 npoBeaeHne TpPOBEPOK COOTBETCTBUA J1IEKAPCTBEHHDLIX
cpencTB, HaxXoaAaAWNMXCA B rpa>XaHCKOM 060p0Te, YCTaHOBJIEHHbLIM TpeﬁOBaHI/IFIM K
nX Ka4yecTBYy,

2.1) npoBefeHMe KOHTPOJIbHbIX 3aKyrnokK B Uensax npoBepkn cobnogeHus
cybbekTamm obpalleHna NeKapCTBEHHbIX CPEACTB, OCYLLECTBAALWMMN POIHUYHYIO
TOProB/O JIEKAPCTBEHHbIMW MpenapaTamMm AN MeguUUNHCKOro TMPUMEHEHUS,
rnpaBwJl OTMyCKa JieKapCTBEHHbIX MpernapaToB AJ1I9 MeOUUUHCKOrO NMpUMeHeHUs u
(nnn) 3anpeta npoaaxkn GanbCUPULNPOBAHHBLIX JIEKAPCTBEHHbLIX CPencTs,
HenobpoKaYyeCTBEHHbIX NleKapCTBEHHbIX cpencTs " KOHTpadaKTHbIX
JlIeKapCTBEHHbIX CPeLCTB;

(n. 2.1 BBepeH depepasibHbIM 3aKOHOM OT 27.12.2018 N 511-®3)

2.2) npoBefeHMe KOHTPOJIbHbIX 3aKyMnoK B Uenax npoBepku cobniogeHus
cybbekTamum obpalleHns NeKapCTBEHHbIX CPEACTB, OCYLECTBASIOWMMN PO3HUYHYIO
TOProBJIIO JlIeKapCTBEHHbIMU nMpernapaTtaMn OJ19 BeTepUHAPHOro rnpuMeHeHus,
npasua Hapfhexalwen anTe4yHON MNPaKTUKW JNeKapCTBEHHbIX MpenapaTtos A
BEeTEPUHAPHOro npmMeHeHus u (unuv) 3anpeta npofdarkn anbCUPULNPOBAHHBIX
NIeKapCTBEHHbIX CpencTB, HefobpoKavyeCTBEHHbIX JIeKAPCTBEHHbIX CpeacTts u
KOHTPaMaKTHbIX JIeKAaPCTBEHHbIX CPEACTB;

(n. 2.2 BBepneH ®epepanbHblM 3aKOHOM 0T 02.08.2019 N 297-03)

3) opraHmn3sauuto n nposegeHne hapmMmakoHansopa;

4) NnpuMeHeHne B Nopsake, yCTaHOB/EHHOM 3aKoHOOATeNbCTBOM Poccumnckom
depepaunn, ™Mep MO MPeCeyYeHUo BbISBNAEHHbIX HapylweHnn obssaTenbHbIX
TpeboBaHMN 1 (MAKN) YCTPaAHEHUIO MOCNEACTBUIA TaKUX HapPYLIEHWN, B TOM 4ucre
MPUHATUE pPEeLIeHNA O HAXOXAEHUN JNeKapCTBEHHbLIX CpencTts B obpalweHun,
Bbl4ady npeanncaHnm ob ycTpaHeHWM BbISABJIEHHbIX HapyweHun obsasaTesnbHbIX
TpeboBaHMN 1 TMpUBAEYEHNE K OTBETCTBEHHOCTM UL, COBEPLUMBLUMX TaKue
HapyLleHuns.

(4yacTb 4 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

5. ®@epepanbHbii  roCyoapCTBEHHbLIN Hag3o0p B Ccdepe obpalweHus
NIEKapCTBEHHbLIX CpeacTB  OCyWecTBasdAeTca B Nopsake, YCTaAaHOBJIEHHOM
depnepasbHbiM 3aKOHOM OT 26 aekabpsa 2008 roga N 294-®3 "O 3awmTte npas
IOPUANYECKUX NNL, U MHAUBUAYANbHbIX MpegnpuHUMaTesien Npu ocCyLecTBEeHUN
rocy0apCTBEHHOr0 KOHTpoOAs (Hag3opa) M MyHULMNANbHOrO KOHTPoAsa", C y4eToMm
ocobeHHOCTeNn, YCTAHOBMEHHbLIX HacTodAwewn cTaTben. [lpenBapuTenbHoe
corjlacoBaHme C oOpraHaMmu TnpoKypaTypbl CPOKOB MNpPOBeAEeHUS BHEMNJaHOBOW
npoBepkn cybbekToB obpaweHns NleKapCTBEHHbIX CpPencTB, a Takxe
npenBapuTesibHoOe yBeaoMJieHne OPUANYECKMX nvu, MHONBNAYASbHbIX
npeanpuHMMaTenen o Havasie MPoBEeAEHNSA 3TOM NPoBEPKN He TpebyeTcsa. OpraHbl
MPOKypaTypbl W3BELAlTCA O MNpoBeAEeHUN BHEMNJIAHOBOW MpoOBepKU CybbLEKTOB
obpalleHuns NeKapCTBEHHbIX cpencTs rnocpencTsom HamnpaBeHNs
COOTBETCTBYIOLMNX [AOKYMEHTOB B Te4dyeHume Tpex paboynmx p[Henm C MOMeHTa
OKOHYaHMA NpoBefeHNs YKa3aHHOW BHEMIaHOBOW NPOBEPKMU.

(yacTb 5 B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. [OJOKHOCTHblEe JfMuLA OpraHa roCyAapCTBEHHOro Hag3opa B MOPsAKe,
YCTQHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccuinickon denepaunm, MMeOT NpaBo:

1) nmony4aTb Ha OCHOBAHUM MOTWUBMPOBAHHLIX MUCbMEHHbLIX 3arpocoB OT
cy6bbekToB 0bOpalleHnss NeKApCTBEHHbIX CPeAcTB, OPraHOB MWCMOJHUTEsNIbHOMN
BNlacTu cybbekToB Poccuinckon denepaumm n opraHoB MeCTHOro caMoyrnpaB/ieHus



NOKYMEHTbI 1 MH(hOpMaLMIO Mo BonpocaM obpalleHns TIeKAapCTBEHHbIX CPeACTB;

2) 6ecnpenaTCTBEHHO MO MpeabsBAEHUU CIy)KebHOro yaocToBepeHuss wu
KONMUn npukasa (pacrnopsikeHus)) opraHa rocCyAapCTBEHHOro HaAg3opa o
Ha3Ha4YeHUM TMPOBEPKU MocellaTb WUCMOJSb3yeMble OPUANYECKUMU  NULLAMU,
NHOMBUAYAIbHBIMY NPeanpuHUMaTeNnaMn, aBASIOWNMUCS cybbekTamun obpalleHus
JIEKAPCTBEHHbIX CPEACTB, NPU OCYLUECTBJIEHUM CBOEN NAeATeNbHOCTU TeppuTopun,
3[aHNS, TMOMELEHNSA N COOPYXEHMUs B LeEeNsaX NpoBedeHUs MeponpusiTUn Mo
KOHTPOJIIO;

3) npoBoanTb oTOOp 06pa3uoB NEeKaAapCTBEHHbIX CPencTs, NpeaHa3Ha4YeHHbIX
ONs  peanusaumm u peanmsyembix CcybbekTamMm obpalleHUs JeKapCTBEHHbIX
CPeacTB, A1 MPOBEPKU UX KayecTBa, NMpoBeAeHUs NCCNenoBaHWUNA, UCMbITaHUA B
COOTBETCTBUM C NpaBuiamm otbopa 0bpasuLoB, yCTaHOBMEHHbLIMU YMOJIHOMOYEHHbIM
dhenepanbHbIM OPraHOM UCMNOJIHNTENIbHOW BNaCTW;

3.1) NpoBOAUTb KOHTPOJIbHbIE 3aKyMKW JieKapCTBEHHbIX MpenapaToB As
MEeOVNLNHCKOro MpuUMEeHeHUs B Uensax npoBepku cobnopgeHnsa cybbekTamu
obpalleHna NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAWNMA PO3HUYHYIO TOProBJIO
NleKapCTBEHHbIMU NpenapaTtaMn Asas MeAULUUHCKOro NpUMEHEeHUs, NpaBui OTNycKa
JleKapCTBEHHbIX MNpernapaToB A1 MeOULUMHCKOro npuMmeHeHus v (nnam) 3anpeTa
npoaakn panbCnPULMPOBAHHBIX IeKapCTBEHHbIX CPeacTB, HefobpokayeCTBEeHHbIX
NleKapCTBEHHbIX CPeACTB U KOHTPamaKTHbIX JIeKapCTBEHHbIX CPeACTB;

(n. 3.1 BBepneH ®enepabHbiM 3aKOHOM OT 27.12.2018 N 511-93)

3.2) NpoBOAMTb KOHTPOJIbHbIE 3aKYMKW JIEKapCTBEHHbLIX MpernapaTtoB Ass
BETEPMHAPHOIrO TMPUMEHEHNA B LUeNax TnpoBepkn cobnwopgeHna cybbekTamu
obpalleHna NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAWMMA PO3HUYHYIO TOProBJIO
NIeKapCTBEHHbLIMM NpenapaTaMm OS99 BeTEPUHAPHOro MnpuUMEHeHus, npaBuna
Haanexxalen anTe4yHon NPaKTUKN NeKapCTBEHHbIX npenapaTtoB AN
BETEPUHAPHOr0 NpuMeHeHus u (unu) 3anpeta Npodarkm GHanbCUPULMPOBAHHBIX
NIeKapCTBEHHbLIX CpencTB, HenobpoKavyeCTBEHHbIX JIeKAPCTBEHHbIX CpPeacTts wu
KOHTpPagaKTHbIX IeKapCTBEHHbIX CPeACTB;

(n. 3.2 BBegeH PenepanbHbiM 3aKoHOM OoT 02.08.2019 N 297-93)

4) BbigaBaTb cybbekTam obpalleHnsa neKkapCTBEHHbIX CPeacTB NpeanncaHus o
npekpaweHnn HapyweHun obsas3aTtenbHblx TpeboBaHnn wn 00 yCTpaHeHuK
BbISIBJIEHHbIX HapyLweHni obasaTeNbHbIX TpeboBaHNR;

5) HanpaBnATb B YMNOJIHOMOYEHHble OpraHbl MaTepuasbl, CBA3aHHble C
HapyweHunaMn obssaTenbHblX TpeboBaHWUW, 0N peweHus  BOMNPOCOB O
BO30y>XAEHUN YroNOBHbIX e/ N0 NpU3HakaMm npecTynjaeHun.

7. BbI6OPOYHbIN KOHTPOJIb KayecTBa JIEKAPCTBEHHbIX cpencTs
OCYLLLEeCTBNISIETCA  YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM WCMOJIHUTENIbHOM
BJIaCTV B YCTAHOB/IEHHOM UM MopsiAke W BKoYaeT B cebs:

1) obpaboTky cBegmeHun, B ob6s3aTeNbHOM nMopsagkKe MpenocTaBAAEeMbIX
cybbekTamm obpaweHna NeKapCTBEHHbIX CPeACTB, O Cepusax, napTuax
NIEKapCTBEHHbLIX CPeacTB, MNOCTynakwmnux B rpakgaHckmm obopoT B Poccuimnckon
depnepauny;

2) oTtbop o06pa3uoB feKAapCTBEHHbIX CpeacTB y cybbekToB obpalleHus
JIeKapCTBEHHbIX CPeacTB B LENsX NpOoBeAeHUS UCMbITaHWM Ha UX COOTBETCTBUE
TpeboBaHNAM HOPMATMBHOW OOKYMEHTaUUN NI HOPMATUBHbIX AOKYMEHTOB;

3) nNpuHATME no pe3yfbTaTaM MPOBEAEHHbIX WCMbITAHUA peleHns o
JanbHellweM rpaxkgaHCckoMm 000poTe COOTBETCTBYIOLWEro JIEKAPCTBEHHOro



CpencTBa;

4) MNPUHATWE YMOJHOMOYEHHbIM enepasibHbIM OpPraHoM WCMONHUTENbHOW
BNaCTU pelleHns O nepeBofe JIeKapCTBEHHOro cpeacTBa Ha MNOCEPUMHbIN
BbIOOPOYHBIN KOHTPOJIb KayeCTBa JIeKApPCTBEHHbIX CPeAcTB B CJ/ly4ae MNOBTOPHOIO
BbIIBJIEHUSA HECOOTBETCTBUSA KayYeCTBa JIEKAPCTBEHHOro CpeAcTBa YCTaHOBJIEHHbIM
TpeboBaHmam wn (npun HeobxogmmocTtn) o0 npoBepke cybbekTa obpaleHns
NeKapCTBEHHbIX CpeacTB. Pacxonbl, CBA3aHHble C MpoBeAEeHUEM MOCEPUNHOro
BbIDOPOYHOIr0O KOHTPONA KayvecTBa JIeKapCTBEHHbIX CpefcTB, OrJjlayvyMBaloTCA
npousBoanTesieM JSIeKapCTBEHHOro cpeacTea Nmbo aep)xatenemMm wan Bnagesblem
pPerncTpaLmMoHHOro yaoCTOBEPEHUS IEKAaPCTBEHHOIO NpenapaTa.

(4yacTb 7 BBepeHa ®epepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Fnaea 5. PASPABOTKA, AOKJIMHUYECKUE UCCJIEAOBAHNA
JIEKAPCTBEHHbIX CPEACTB, A TAK)XE KJIMHUNYECKUE NCCJIIEAOBAHUA
JIEKAPCTBEHHbIX NMPEMAPATOB AJi1 BETEPUHAPHOIO NPMMEHEHNUA

CtaTtba 10. PaspaboTka neKkapCTBeHHbIX CPencTB

1. Pa3paboTka neKapCTBEHHbLIX CPencTB BKJO4YaeT B cebs MOUCK HOBbIX
(hapMakonornyeckm  akTMBHbIX  BelWecTB, Mocjiegyloliee  U3yyeHne  UXx
NIeKAPCTBEHHbIX CBOMNCTB, AOKJIMHUYECKNE UCCenoBaHUs, pa3paboTKy TeXHOMorui
Npou3BoACTBa (apMaLeBTUYEeCKMX CybCcTaHuMin, pa3paboTKy COCTaBOB U
TEXHOJIOTUIA MPON3BOACTBA JIEKAPCTBEHHbIX NpPenapaTos..

2. OunHaHcoBoe obecnevyeHne pa3paboTKM  NleKapCTBEHHbIX CpPencTB
OCYLLEeCTBNSAETCH 3a CHeT:

1) cpencTs hepepanbHoro 6roaxeTa;
2) cpeacTB pa3paboTHYNKOB /IeKAPCTBEHHbIX CPEOCTB;

3) cpencTB npousBoAMTENel NeKapCTBEHHbIX CPeACTB Mpu  BbIMNOJHEHWUN
Hay4YHoO-uccnepoBaTenbCkMx paboT no  goroBopy Mexay pa3paboTynkom
NeKapCTBEHHbIX CPeACTB U MPOM3BOAMNTENEM NIEKAaPCTBEHHbIX CPEACTB;

4) WHbLIX He 3anpelleHHbIX 3akoHodaTenbCcTBOM Poccunckon depepauynn
NCTOYHUNKOB.

3. MNpaBa pa3paboTyMka  NIEKAPCTBEHHOrO0  CPefCTBa  OXPaHATCS
rpax4aHCKMM 3aKOHOAAaTesIbCTBOM.

Ctatba 11. [lOKNIMHMYECKOEe MUcclieaoBaHMe JieKapCTBEHHOro cpencrtsa
ANA MeaULUHCKOro npMMeHeHusa

1. [OokAnMHWYEeCcKoe  uccrefoBaHMe  JIeKapCTBEHHOro  cpeacTtBa  As
MeOUNLNHCKOro MPUMEHEHUS MPOBOAUTCA NyTeM MPUMEHEHUs Hay4YHbIX MeTOo[O0B
OLEHOK B LUensx noJlydeHMs [oKa3aTeNbCTB 6e30mMacHOCTM, KayecTBa WU
3 PEKTUBHOCTU NEKAPCTBEHHOIO CpeacTBa.

2. [JoknuHmn4yeckoe uncCrefoBaHMe  NleKapCTBEHHOro  cpencrtesa  AnA
MeOVNLUNHCKOro MpUMEeHeHUs NpoBOAUTCA B COOTBETCTBUM C  MpaBuaamu
Hagnexawen nabopaTopHOM MPaAKTUKN, YTBEPXAEHHbIMU  YMOJIHOMOYEHHbIM
denepasibHbIM OPraHoOM UCNOJIHNTESIbHOW BNaCTW.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. LOnsa opraHmsaunmm wn npoeeneHnMda AOOKJIMHNYECKOro wuccanegoBaHUA
neKkapcrBeHHoOro cpeactea Aana MeaunUunHCKOro rnpuMeHeHn4A pa3pa60T*-||/|Kv|



NIEKAapCTBEHHbIX  CpPeaACTB  MOryT MpuUBJeKaTb  Hay4HO-UCCnenoBaTesibCKue
opraHusauun, obpasoBaTesibHble OpraHM3aunmn Bbicllero obpasoBaHus, nMerwme
HeobxoOouMylo  MaTepuanbHO-TeXHUYeckyto  6a3y ©n  KBaIMPULUMPOBAHHbIX
CneunasncToB B COOTBETCTBYOLWEN 061acTn nccaenoBaHus.

(B pen. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-P3)

4. JOKIMHMYECKOe  WCCNenoBaHWE  JIeKapCTBEHHOro  cpeacTtBa  Ass
MEeOUNLNHCKOro MNPUMEHEHUS MPOBOAMTCSH MO YTBEPXAEHHOMY pa3paboTyMKoOM
JIeKapCTBEHHOr0 CpeacTBa MJiaHy C BeAEHUEM MPOTOKOJIa 3TOr0 UCCNEeO0BaHUS U
COCTaBNEHNEM OTYETA, B KOTOPOM COLEPXKATCS pe3ysibTaTbl 3TOr0 UCCNEN0BAHUS U
3aKJIl04EHNE O BO3MOXXHOCTM  MNPOBEAEHUS  KJIMHUYECKOro  UCCen0BaHUs
JIeKapCTBEHHOro nNpenapaTta Aas MeaULUNHCKOro NMpUMeHeHs.

5. MNMpoBegeHne npoBepok cobnogeHns npasus Hagnexawen nabopaTopHoWn
MPaKTUKW W NPaBOBbIX HOPM WCMNOJNIb30BAaHMUA >KUBOTHbLIX MNpPU NpPOBEAEHUN
OOKJNIMHNYECKUX WUCCNenoBaHU JIeKAPCTBEHHbIX CPeacTB Aasa MefUUMHCKOro
MPMMEHEeHUa  OCyLLeCTBASAETCH  YNOJIHOMOYEHHbIM  defepasbHbIM  OpPraHoOM
WCNOMIHNTENLHOW BNACTW.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. Pe3ynbTaTbl OOKJNHWYECKOrO WCC/IEOOBAaHUS JIeKApCTBEHHOrO CpencTBa
AN MEAULMHCKOro NMpuMMeEHEHUs MOryT ObiTb MPeACTaB/eHbl B YMNOJIHOMOYEHHbI
thenepanbHbI OpraH MCMOMHUTESIbHOW BJIACTU B YCTAaHOB/IEHHOM MNopsifKe B LEessaxX
roCyapCTBEHHOWN perncTpauunm eKapCcTBEHHOro npenapaTa.

Ctatbsa 12. [JOKNIMHUYECKOe UCCriefoBaHMUe JIeKapCTBEHHOro cpeancrtsa
n KJIMHn4YeckKkoe nccinenoBaHue NeKapCTBeHHOoro npenapata ana
BeTEPUHAPHOIro npuMeHeHunn

1. [JoknnHn4yeckoe unccnepoBaHWe  NleKapCTBEHHOro  cpencTtea  Asid
BETEPMHAPHOIro NPMMEHeHNa MPOBOAUTCA NyTeM MNPUMEHEHUS Hay4YHbIX MeTOLOB
OLEHOK B LUensax noJlydeHus [okKasaTeNbCcTB 6e30macHOCTM, KavyecTBa WU
3(p(PEeKTNBHOCTU JIEKAPCTBEHHOI0 CPeACcTBa, B TOM 4YMUC/ie onpenesieHns Cpoka ero
BblBEEHUS W3 OpraHm3Ma >»XWBOTHOro, B Uenax obecnevyeHus 6e3onacHoCTH
NPOAYKLUMN XKNUBOTHOrO MPOUCXOXKAEHUA Mocjsie NPpUMEeHeHUss COOTBETCTBYIOLLEro
JIeKapCTBEHHOro npenapaTa.

2. [JoKInHNYecKoe nccnenoBaHme neKapCTBeHHOro cpeacTtBea N KINHN4YeCcKoe
nccnegoBaHue JNeKapCTBeHHOro ripenapata AaAa BETEPUMHAPHOro rMnpuMeHeEHN4,
nccnepoBaHne 6OGUO3KBUBANEHTHOCTU YKa3aHHOro JiekapCtBeHHOro rnpenapata
npoBoAATCA B COOTBETCTBUWM C MNpaBuaMin, yTBepXAOEHHbIMW YIMNMOJIHOMOYEHHbIM
Ct)eﬂ,epaﬂbelM opraHom NCMOJIHNTENIbHOW BRacCTW.

3. JOKNMHMYECKoe NCCNefoBaHne NIeKapCTBEHHOro CPpeacTBa U KJMHUYecKoe
nccnefoBaHMe JleKapCTBEHHOro rMpenapaTta [Ans BeTEePUHAPHOro MpuUMeHeHus
NMPOBOASATCS MO YTBEPXXAEHHOMY Pa3paboTYMKOM JIEKAPCTBEHHOIr0 CPeACcTBa MJaHy
C BeleHMEeM MPOTOKOJIOB 3TUX UCCNeN0BaHNA N COCTABIEHMEM OTHETOB, B KOTOPbIX
coOep)XaTcs pe3ysibTaTbl 3TUX UCCAeA0BaHWUN.

4. [Ons opraHMs3aumMm u npoBedeHns OOKJIUHUYECKOro WCCnenoBaHus
NIEKAPCTBEHHOrO0 CpeacTBa W  KJAMHUYECKOrO UCCNeNoBaHUA JIEKAapPCTBEHHOIO
npenapata A/ BeTEPUHAPHOro TMPUMEHeHUs paspaboTyMK NeKapCTBEHHOro
CpeAcTBa  MOXET  MpuBJieKaTb  OpraHM3auum, uMewwme  Heobxogunmyto
MaTepuanbHO-TEXHUYECKYD 6a3y ”  KBAaJMPULMPOBAHHLIX CreyunaancTtos B
COOTBETCTBYOLWEN 06/1aCTV UCCnenoBaHus.

5.  KnuHu4yeckne  wnccnefoBaHUs  JIEKAPCTBEHHbIX  MNpenapaToB  Ans



BETEPUHAPHOIro MPUMEHEHUSI MPOBOAATCA B BETEPUHAPHbIX OpraHM3auusx n B
OpraHm3auusx, OCYLLeCTBAAKLWIMNX pa3BedeHue, BblpallMBaHNe W CoAep)xaHue
YXVBOTHBbIX, B LIeNsX:

1) ycTaHOBNEHUSA MEPEHOCUMMOCTU JIeEKApPCTBEHHbLIX MpernapaToB 340P0BbIMU
XXNBOTHbLIMW;

2) nopbopa onTMMasbHbIX AO3MPOBOK JIEKAPCTBEHHbIX MpenapaToB U Kypca
NleYeHNs Ha KOHKPETHOW rpyrne XXUBOTHbIX C onpefeneHHbIM 3abonieBaHnEM;

3) ycTaHoBfneHus 6e30MacHOCTU U 3PDEKTUBHOCTU  JIEKAPCTBEHHOIO
npenapaTta, nNpefAHa3Ha4YeHHOro [Oa JieYeHus onpenesieHHbIXx 3abosieBaHuin
XXUBOTHbIX, UK 3HEKTUBHOCTU JIEKAPCTBEHHOro npenapaTa ans nNpodpuiakTUKu
3ab6o0n1eBaHNN 300POBbIX XXUBOTHbIX;

4) WN3y4eHUA BO3MOXXHOCTEWN pacCWMPEHUS MNOKa3aHUN K MNPUMEHEHUIO
3aperncTpmMpoBaHHOr0  JIeKapCTBEHHOro npenapata W BbIABAEHUA  paHee
HEen3BEeCTHbIX MOBOYHbIX OENCTBUMN.

6. KnuHnyeckoe  unccnenoBaHWE — JIeKApCTBEHHOro  MpenapaTta oA
BETEPUHAPHOr0 MPMMEHEHMS OCYLIEeCTBASETCS 3a CYeT CpeacTB pa3paboTyumka
JIeKapCTBEHHOro CpeacTBa.

7. OT4yeTbl O pe3ynbTaTaxX AOKJIMHUYECKOr0 UCCNEeNOBAaHUS JIEKAPCTBEHHOMO
CpeacTBa W KJAMHUYECKOrO WCC/IefoBaHUsl JIEKAPCTBEHHOro npenapaTta Ans
BETEPMHAPHOI0 TMPUMEHEHUS COCTaBNATCA pPa3paboTYMKOM leKapCTBEHHOr o
cpeancTBa C  Y4YETOM 3aKJ/IIOYEHUA OpraHuM3auuin, MPUHMMABLUMX Yy4vacTue B
opraHu3auun n NPoBeaAeHUN 3TUX NCCIIeQ0BaHNA.

8. KOHTpOJ’Ib 3a npoeeageHmMeM OOKINHUNHECKUX nccnenoBaHum NneKapCTBEHHbIX
cpengcCtTB 1N KIIMHNYECKUX nccnenoBaHumn NeKapCTBEHHbLIX TpenapaToB AOJiA
BEeTEPMHAPHOro MNPUMEHeHUs OoCyLlecTBAAeTCHa YMOJIHOMOYEeHHbIM (enepasibHbIM
OopraHom NCNOJIHNTENbHON BAACTMW.

Mnasa 6. OCYLWLECTBJIEHUE TOCYOAPCTBEHHOW PETMCTPALLIUN
JIEKAPCTBEHHbIX NMPEMNAPATOB

Ctatbsa 13. NNocypapcrBeHHas perucrtpauuma NeKapCTBEHHbIX
npenapaTos
(B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-93)

1. B Poccuinckon depepauumm [OMNYyCKaTCHA MPOM3BOACTBO, WU3roToBJiIEHUE,
XpaHeHne, nepeso3ka, BBO3 B Poccunckyio depepaumio, BbIBO3 U3 Poccumnckon
depepaunn, peksnama, OTMNyCK, peanmsauusa, nepepadva, nNpUMeHeHue,
YHUYTOXEHNE JieKapCTBEHHbIX rMpenapaToB, eCc/iM OHW  3aperucTpmpoBaHbl
COOTBETCTBYIOLLUM YMOJHOMOYEHHbIM (efepasibHbiM OpPraHoM WCNOJHUTENIbHON
BJIACTW.

(4yacTb 1 B pen. ®PenepanbHOro 3akoHa ot 13.07.2015 N 241-93)

2. locypnapCTBEHHOW perncrpaunm noanexar:

1) BCce nekapcCTBeHHble npenapaTbl, BMNepBble Mnognexauwune BBOAY B
obpalyeHne B Poccmnckon depepaunu;

2)  NeKkapCTBEHHble  rMpenapaTbl, 3aperucTpupoBaHHble  paHee, HO
rnpoussefeHHble B OPYrux JieKapCTBEHHbIX (JOpMax B COOTBETCTBUW C MNepevyHeMm
HaAaMMEeHOBaHNIN JIeKapCTBEHHbIX (DOPM, B HOBOW [03MPOBKE NpU fOKa3aTesibCTBe ee
KJIMHNYECKOW 3HAYNMMOCTU U 3(PPEKTUBHOCTY;



3) HOBble KOMOMHAUWM 3aPErucTpMPOBaAHHbLIX pPaHee JIEKAPCTBEHHbIX
npenapaTos.

3. FocypapcTBeHHas permcTpaums NIeKapCTBEHHbIX npenapaToB
OCYLLEeCTBNSIETCS MO pe3ysibTaTaM 3KCNepTusbl NeKapCTBEHHbIX CPeacTB, a
rocyfapCTBeHHass  perucrpaumsa  opdgaHHbIX  JIEKAPCTBEHHbIX  MpenapaToBs
OCYLLEeCTBJISIETCS MO pe3yJ/ibTaTaM 3KCMepTU3bl JOKYMEHTOB, NpeAcTaB/eHHbIX AN
onpenesieHNss BO3MOXXHOCTW pacCMaTpPMBaTb JIeKApCTBEHHbIN MpenapaT Aans
MeANLNHCKOro NMPUMEHEHMUS MPU OCYLLECTBIEHUM TOCYyOAaPCTBEHHONW perncTpauunmn
B KayecTBe OpdaHHOro JieKapCTBEHHOro npenapata, W MO pe3ysbTaTaMm
3KCNEepTU3bl JIeKapCTBEHHbIX CPEeACTB.

4. focypapcTBeHHas peruncrpauuns NleKapCTBEHHOro npenapaTa
OCYLLEeCTBNSAeTCA COOTBETCTBYOWMWM YMNOJIHOMOYEHHbIM (efepasibHbIM OpraHoMm
WCNOJIHWTENBbHOW BNACTM B CPOK, HE MNpeBblllaloWwmnn CTa wectungecatn paboynx
OHEeNn CO [OHA NPUHATUSA COOTBETCTBYHOWEro 3asB/leHNA O rocyfLapCTBEHHOW
perncTpaunm nekKapCTBEHHOro npenapaTta. B yKa3aHHbIN CPOK BKJIKOYAETCHA BpeMS,
HeobxoamMmoe ONAA MNOBTOPHONO MNPOBEAEHUS 3KCMepTU3bl JIEKAPCTBEHHOMO
cpencTtBa B COOTBETCTBUM CO CTaTben 25 HacTosdwero denepasbHOro 3akKoHa.
CpoK rocyfapCTBeHHOW peructpaumnm eKapCTBEHHOIN0 npenapaTa UCYHNCNsaeTcs co
OHA MPUHATUA COOTBETCTBYKOLWNUM YMOJHOMOYEHHbIM denepasibHbiIM OpraHom
WCMNONIHWTENIbHOW BJ1IaCTU COOTBETCTBYHOLWLEro 3asBJIeHNA O roCynapCTBEHHOW
perncTpaumm NeKapCTBEHHOro npenapata C MpUIoXKeHnem HeobxoOnMblix
ODOKYMEHTOB MO AeHb BblAauyn pernctpaumoHHOro yaoCToBepeHns NeKkapCTBEHHOro
npenapaTta. Bpems, Heobxogumoe [na  HanpaBi€HUA  YMOJHOMOYEHHbIM
denepasibHbIM OPraHOM WCMOJIHNTENbLHON BNACTUM 3anpoca O npencTaBieHnun
HeobXxoaAMMbIX MaTepuasioB WU NpeacTaBsieHUsA 3adBUTesleM OTBEeTa Ha [OaHHbIN
3anpoCc B COOTBETCTBUM CO CTaTbAMM 16, 19 m 23 HacToswero depepasnbHOro
3aKOHa, He Y4YUTbIBAeTCA NPU UCHUCNEHUMN CPOKa FOCYyAapCTBEHHOM perncrpauum
JleKapCTBEHHOro npenapara.

5. FocynapCTBEHHOW perncTpaunm He nogsiexar:

1) nekapcTBeHHble NMpenapaTbl, M3rOTOBJIEHHbLIE aNTEYHbIMUN OpPraHM3aunsMu,
BETEPUHAPHbLIMN anTeYHbIMU opraHu3auusmu, NHOMBMAYAIbHbIMU
npeanpuHUMaTeNnsaMn, KOTOpble MMEKT JINLUEH3UK Ha dapMaLeBTUYeCKYo
NesTeNbHOCTb, MO peuenTaM Ha JIEKAaPCTBEHHbIE MpenapaTtbl U TpeboBaHUSAM
MeONLNHCKUX OpraHn3auUnii, BeTepUHaAPHbIX OpraHn3auuii;

2) NekKapCTBeEHHbIE TMpenapaThl, r|p|/|o6peTeHHb|e dpunsnyeckumMm nmuaMmm 3a
npepnesiamMmm Poccunckon depepaunu n npegHa3sHa4d4eHHbIE AONAa  JINYHOrIo
NCrnosib30BaHWA,

3) NekapCTBeHHble MpenapaTbl, BBO3MMble B Poccuiickyto ®denepaunto ans
OKa3aHWs MeaUUUHCKOA MOMOLUN MO >KU3HEHHbIM TOKa3aHUSAM KOHKPETHOro
nauMeHTa Ha  OCHOBAHMW  pa3pelleHunsi,  BbIAAHHOMO  YMNOJIHOMOYEHHbIM
henepanbHbIM OPraHOM UCMONHUTENbHOM BNaCTW;

4) nekapCTBEHHble cpencTBa, BBO3MMble B Poccuiickyto Pepepauunio Ha
OCHOBaHMK BblL@HHOI O YNOJTHOMOYEHHbIM thenepanbHbIM OpraHom
NCNONHNTENbHOM BNACTXM paspeweHns 1 MnpefHa3HavyeHHble ANns npoBefeHus
KJIMHUYECKMX WCCIef0BaHUIA JIeKapCTBEHHbIX MpenapaToB W (ManM) npoBeneHus
3KCMNepPTU3bl JIEKAPCTBEHHbIX CPenCcTB AN OCYLLECTBJIEHUS TrOCYAapCTBEHHOM
perncTpaummn NeKapCTBEHHbIX NpenapaTos;

5) hapmaueBTnyeckmne cybctaHumm;

6) paanodapMaLeBTUYECKNE JNIeKAPCTBEHHbIE MpenapaTbl, WU3roTOBJIEHHbIE



HenocpenCcTBEHHO B MEAULMHCKMX OpraHuMsauusax B Mopsiike, YCTaHOBAEHHOM
YMOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOJIHUTENbHOM BNACTW;

7) NneKapCTBEHHbIE NMpenapaTbl, NPOM3BOANUMbIE A/t SKCMOPTA.
6. He nponyckaeTcs rocyapCTBEHHas perncrpauns:

1) nekapcTBEHHbLIX MpenapaToB, OT/AMYalOWWUXCA  Apyr OT  Apyra
KayeCTBEHHbIM COCTAaBOM [AENCTBYIOLWMX BeLlecTB, Nod OAWHAKOBLIM TOProBbIM
HanMeHOoBaHueM;

2) o4Horo JIeKapCTBEHHOI 0 npenaparTa, npencTaB/€HHOro Ha
roCy0apCTBEHHYIO perncTpaumio B OTHOLWEHUM OAHOrO U TOro ke Aep)atens uam
BNnagenbla pernucTtpaLuvoHHOro YyAOCTOBEPEHUA JieKapCTBEHHOro npernapaTta B
BuOoe AByx u Oonee nekapCTBEHHbIX MpernapaToB Mo pas/iyHbIMU TOProBbIMU
HaVMeHOBaHNAMN.

(n. 2 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7. Mo 3anpocy (B aneKTpoHHON hopme nanm Ha byMa>KHOM HocuTene) cybbekTa
obpalleHnsa NeKapCTBEHHbIX CPeAcTB COOTBETCTBYHOLLMM  YMNOJIHOMOYEHHbIM
enepasibHbIM opraHom NCNONTHUTEJIbHOWN BJ1IACTHN, OCyLLEeCTBAAWNM
rocyf0apCTBEHHYK pPerncTpaunto NeKapCTBEHHbIX MpenapaToB, B YCTAaHOBJIEHHOM
UM  ropsafaKe OCYyLeCcTBAAeTCH Hay4YHOe KOHCYJ/IbTUpOBaHWe Mo BOMpocam,
CBA3@aHHbIM C TMpoBedeHNEeM AOKJMHUYECKUX UCCNefoBaHUn, KIMHUYECKUX
nccnenoBaHumn JNleKapCTBEHHbIX npenapaTos, 3KCNepTu3bl KayecTBa
NeKapCTBEHHbIX CPeAcTB, 3PPEKTUBHOCTM M 6e30MacHOCTM, C OCYLLEeCTBAEHMEM
rocyfapCTBEHHOW peructpaumm iekapCTBEHHbIX NpenapaTtoB. KOHCYNbTUpPOBaHME
OCYLLECTBNSAETCA C MpuBeYeHnem genepasbHbiX roCyfapCTBEHHbIX 6HOAXKETHbIX
yypexaeHun, noaBenOMCTBEHHbIX OaHHOMY henepanbHomy opraHy
WCNONIHWTENIbHOW BNACTU U He Yy4YacTBYKOWMWUX B OpraHusaumm npoBeneHus
JKCMepTU3bl KavyecTBa JIEKAPCTBEHHbIX CPeACTB B LenAx OCYLEeCTBAEHUA UX
rocyfapCTBeHHOM perncrtpaununm B COOTBETCTBUMM CO CTaTben 16 HacTosAwero
defepasibHOro 3akoHa, B BMAe OTBeTa B NMUCbMEHHON opMe YrnoJIHOMOYEHHOro
denepasbHOro opraHa UCNOMIHUTENBLHOW BAACTU Ha 3anpoc. Pa3mep B3MMaeMon C
3aaBuUTENA naaTbl  onpenenseTcs B COOTBETCTBUM C  3aKOHOLATE/NbCTBOM
Poccuiickon ®epepaummn o6 opraHusaumm npenocTaBsieHUS OCYAapCTBEHHbIX U
MYHULMNANbHbIX yCcnyr. NHgpopMaums 06 OCYLLLECTBIEHUN Hay4HOro
KOHCYJIbTUPOBAHUSA, B TOM 4YMcie cTaTby, 0630pbl, CpaBOYHbIE MaTepuabl N NHAA
nHgopmaumsa 06 oCyLeCTB/IEHNUN HAay4YHOr0 KOHCY/IbTUPOBAHUSA, pa3MeLlaeTcs Ha
opMuUMabHOM CanNTe YMNOJIHOMOYEHHOro gefepasbHOro opraHa WCNONHUTEsSIbHON
Blactm B ceTn "WNHTepHeT" c cobnwogeHnemM OrpaHMYeHnn, YCTaHOBJIEHHbIX
3aKOHOOATEeNbCTBOM O MNepCoHasIbHbIX  AAHHbIX, KOMMep4Yeckon u  (nnu)
rocynapCTBEHHOWN TaunHe.

8. locypmapcTBeHHaa perncTpaums NeKapCTBEHHbIX MnpernapaToB, KOTopble
npefHa3HayeHbl 418 NPUMEHEHUS B YCJIOBMAX BOEHHbIX OENCTBUN, Ype3BblYalHbIX
CUTYyauUnn, NPOPUIAKTUKM U NevYeHns 3abosieBaHN U NOpa)KeHUn, NOJyYEeHHbIX B
pesynbTaTe BO3AENCTBMA HebNaronpusaTHbIX  XUMUYECKUX, Bronornyeckux,
pagnaunoHHbIX (GakTopoB, M pa3paboTaHbl MO 3afaHuio dedepanbHbIX OpPraHOB
NCMONMHUTENbHOW BNAacTU, YMOJIHOMOYEHHbIX B o06nactu 06OpOHbI CTpaHbl W©
6e3onacHOCTM rocydapcTBa, OCyLLeCTBASeTCA B MNopsAke, YCTaAaHOBJIEHHOM
MpaBuTenscTtBoM Poccunckonm depepauynn.

Ctatba 14. NMpuHUMNBbI 3KCNEepPTU3bl JIEKAPCTBEHHbIX CPeacTB
(B pen. ®epnepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. 3KcnepT|/|3a NeKapCTBEHHbLIX CpeacTs OCHOBbIBAETCA Ha MpUHUUMAX



3aKOHHOCTKW, cobnoaeHnss npaB U cBobond 4esioBeKa W rpaXkgaHuHa, npas
IOPMONYECKOrO NN, HE3aBUCMMOCTU 3KCNepTa, 06 beKTUBHOCTU, BCECTOPOHHOCTH
W MOJNIHOTbI WCCNeA0BaHUA, NPOBOAUMBLIX C WCMOJIb30BAHUEM COBPEMEHHbIX
OOCTVXXEHUN HayKun n TEXHUKMW, OTBETCTBEHHOCTMU enepanbHoro
rocylapCTBEHHOro OOXKETHOro Yy4YpexxAeHuss Mo TMpPOBEAEHUID 3SKCMepTU3sbl
JIEKAPCTBEHHbIX CPEACTB 1 3KCNEPTOB 3a NPOBeJeHNE N Ka4eCTBO IKCNepTU3bl.

2. DKCnepTu3a JIeKapCTBEHHbIX MPenapaToB A8 MeAULIMHCKOro NpuMeHeHus
BKJIlOYaeT B cebs:

1) aKcnepTM3y  [OOKYMEHTOB, MpeAcCTaBJIeHHbIX  ANs  onpenesieHus
BO3MOXHOCTM pacCMaTpuBaTb JIeKAPCTBEHHbIA MnpenapaT Oasa MeOuLUUHCKOro
NMPUMEHEHUS MPU OCYLLECTBNEHUN TFOCYAapCTBEHHOW perucTtpaumm B KadecTBe
op¢haHHOro IeKapCTBEHHOr o NnpenapaTa;

2) 3KCNepTu3y nNpensioXeHHbIX METOA0B KOHTPOS KavyeCTBa JIEKAPCTBEHHOIO
cpeicTBa W KayecTBa MNpencTaBlfieHHbIX 06pa3uoB SleKapCTBEHHOrO cpencTBa C
NCNoJIb30BaHMEM 3TUX MeTOoLO0B (Lanee - 3KCNepTusa KavecTBa JIeKapCTBEHHOIO
cCpencTBa);

3) 3KCMepTU3y OTHOLUEHUS OXWUAAEMOW MNOJb3bl K BO3MOXHOMY PUCKY
NPUMEHEHWNS JIeKapCTBEHHOroO npenapaTa.

KoHcynbTaHTINOC: MpnMeYvaHume.
C 01.03.2020 4. 2 cT. 14 ponosnHgeTca n. 4 (®3 o1 27.12.2019 N 475-93). Cm.

Oyaywyto pepakuuio.

3. DKcnepTu3a NIeKapCTBEHHbIX MPenapaToB A1 BEeTePUHAPHOro NpUMeHeHus
BKJItoYaeT B ceba aKkcnepTUly KavyecTBa JIEKAPCTBEHHOro CpeacTBa M 3KCNepTusy
OTHOLWIEHUSI  O0XXWUOAEeMOW MNOofb3bl K  BO3MOXHOMY  PUCKY  MNPUMEHEHUsN
JIEKapCTBEHHOr 0 NpenapaTa.

Ctatba 15. depepanbHoe rocygapcrBeHHoe Olopm)keTHOoe yupeXxaeHue
Nno NpPoBeAEeHUIO SKCNEepPTU3bl JIeKapCTBEeHHbIX CpencTB

DKCrnepTmM3a  NIeKapCTBEHHbIX  CPeacTB NPOBOANTCS thenepasbHbIM
rocyapCTBEHHbIM 610 0)KETHbIM yypexaeHnem COOTBETCTBYHOLLErO
YNOJIHOMOYEHHOro defepasbHOro opraHa WCMOJIHUTENbHOM BAACTW, CO3A4aHHbLIM
ana obecnevyeHnss UCMOJSIHEHUS TMOJIHOMOYMIA 3TOro QenepasibHOro opraHa no
Bblla4ye paspelleHNin Ha NpoBefleHne KIIMHUYECKNX NCCIed0BaHUIA JIEKAPCTBEHHbIX
npenapaTtoB u“ (MAM) NO roCyAapCTBEHHON pPerncTpauum NeKapCTBEHHbIX
npenapaToB (OaJfiee - 3KCMepTHOoe y4peXaeHune).

Crtatba 16. OpraHumsauusa npoBeAeHUs 3KCNepTUusbl JiIeKapCTBEHHbIX
cpencTs
(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

1. DKcnepTu3a NeKapCTBEHHbIX CPeACTB MPOBOAMTCA KOMUCCUEN 3KCNEPTOB
3KCMEePTHOro Yy4ypeXxaeHusl, Ha3HAYeHHOW ero pPyKoBOAWUTEsNeM, Ha OCHOBAHWUU
3aflaHNs Ha MNpoBefleHMe 3KCMNepTu3bl JIeKapCTBEHHOrO0 CPeAcTBa, BblOAHHOMO
YMOJIHOMOYEHHbIM thenepasbHbIM opraHom NCMNONHUTENBHOM BJIaCTWU.
PykoBoaUTENb  3KCMEPTHOro  y4YpeXxaeHus obecneymBaeT  Hansexauiee
npoBefeHne 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBMWU C 3afaHUEM,
BblAAHHbIM YMOJIHOMOYEHHbLIM hefepasibHbiM OPraHoOM UCMONHUTENIbHOW BAacTu, n
opraHun3yeT MOAroTOBKY CBOAHOIO 3aKJIlO4YeHUs 3TOW KoMuccuu. B cocTaB 3Ton
KOMUCCMWN MO peLlleHnto PYyKOBOAUTENS 3KCNEePTHOro y4ypexaeHus MoryT ObiTb



BKJ/1IO4HEHblI B Ka4yeCTBe 3KCNepToB JinLa, He pa60Tarou.|,|/|e B OAaHHOM 3KCMepTHOM
yypexageHunn, ecnnm ux cnedunasibHble 3HaHUA HeobxoaumMbl aOns npoeeneHnMA
SKCNEPTU3bl N TaKUE IKCNEPTbI OTCYTCTBYHOT B AJaHHOM 3KCMEPTHOM y4peXx oeHNN.

2. DKCNepToM Mo NPOoBEeAEHUNIO IKCNEePTU3bl JIEKaPCTBEHHbIX CPEACTB sABAsSeTCS
aTTECTOBaHHbIN PabOTHUK IKCMEPTHOro YyYpeKAeHUs, KOTOpbIA MMeeT BbiCLlee
MeauUnHCKoe,  (hapMaueBTuYeckoe, buonormyeckoe, BeTepuMHapHOe  Uan
XuMnyeckoe obpasoBaHME U MNPOBOAUT 3KCMEPTU3Y JIeKapCTBEHHbIX CPeacTB B
nopsiike UCNOJIHEHNS CBOUX OOJIKHOCTHbLIX 06A3aHHOCTEN (fanee - aKCnepT).

3. MNpn NpoBeAeHNN IKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB IKCMNEpPT HE MOXEeT
HaXoOMTbCS B KaKOW-NMBO 3aBUCMMOCTU OT NMLA, HAa3HAYMBLUEro 3Ty 3KCMepTusy,
pa3spaboTynka JNleKapCTBEHHOro CpeacTBa WAM APYrUX 3auHTEPEeCcOBaHHbIX B
pe3ysibTaTax 3KCNepTu3bl JnL.

4. Mpn npoBefeHUN 3KCNepTU3bl JIeKapCTBEHHbLIX CpencTB He AoMnyckaeTcs
ncrtpebosatb y 3asButena nAmbo wMHbIX UL MaTepuanbl, Heobxogumble [NA
rnpoBeneHnNsa 3KCnepTusbl. B csiydae HegoCTaTOYHOCTU MpencTaBl/ieHHbIX 3KCnepTy
MaTepunasioB 0N Layn 3aKJ0YEeHUS SKCNepT CTaBUT BOMNPOC O NpencTaB/IeHUn emy
HeobxoOMMbIX MaTepuanoB rMnepen PyKoOBOAMTENIEM 3KCMEPTHOro y4ypexxneHus,
KOTopbln obpawaeTcd C COOTBETCTBYHOLWMM 3afMpocoM B  YMOJHOMOYEHHbIN
denepasbHbii  OpraH WCMONHUTENbLHOW BAACTW, BblOaBWWA  3ajaHMe Ha
rnpoBefeHne 3KCMepTU3bl JIeKapCTBEHHOro0 cpencTBa. YKa3aHHbIN defepasibHbIn
OpraH WCMOJHUTENbHOM BAACTU B Te4vyeHne naTu pabo4ymx p[HENn Co OHSA
MOCTYNJIEHNS 3arnpoca PYKOBOAUTENS 3SKCNEPTHOro Yy4YpexaeHna HanpasnseT
3a8BUTENI0 3anNpocC O npeacTaBieHnn HeobxoamnMbiX MaTepmanos. LaHHbIA 3anpoc
MOXeT ObiTb nMepefaH ynoJIHOMOYEeHHOMY MPeACTaBUTENIO 3asBUTENSA JIMYHO MNoj,
pacnucky, HanpaBaeH Mo NOYTe 3aKa3HbiIM MUCbLMOM WM NepefaH B 3JI€KTPOHHOWN
opMe Mo TesIeKOMMYHUKALUMOHHBLIM KaHasflaM CBA3W. B cny4yae HanpasseHus
OAaHHOro 3arnpoca Mo noYyTe 3akKa3HbIM MUCbMOM OH CYUTAETCH MOJIyYeHHbIM Mo
NCTEYEeHUN WeCTN OHEN C AaTbl HanNpPaBAEeHNS 3aKa3HOro NUcbMa.

(4yacTb 4 B pen. PenepanbHOro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asButens o065A3aH nNpeancTaBUTb OTBET Ha 3arnpoc YMOJIHOMOYEHHOro
defepasibHOro opraHa WCMONMHUTENbHOM BJIACTU B CPOK, HEe MnpeBbilalownin
heBsHoCTa paboyumx gHen co AHSA ero nojyyYyeHus. YrnoaHOMOYeHHbIN henepanbHbIN
OpraH MCNOJIHUTENIbHOW BNaCTW, BblAAaBLUNA 3ajaHMUe Ha NpoBefeHne 3KCnepTu3bl
JleKapCTBEHHOrro CpencTBa, B TevyeHne nATn paboymx gHen co AHSA MOCTYrJsieHnsa oT
3a8BUTENA OTBEeTa Ha AaHHbIA 3anpoC HanpaBnseT TakKoW OTBET B JIKCMepTHoe
yypexxaeHue. B cnyyae HenpencTtaBaeHUsa Mo nctevyeHnn geBsHocTa pabodumx gHen
3asBMTENIEM OTBETa Ha AaHHbIA 3anpoc YMNoJIHOMOYEHHbLIN (henepanbHbIA OpraH
WCMONMHUTENbHOW BAACTW, BbIAABLWIWMA 3adaHMWe Ha MpoBefeHMne 3SKCrepTussbl
NIeKapCTBEHHOr0 CpeacTBa, B Te4dyeHme naATu pabovmx [OHenW HanpaBaseT B
3KCMNEepTHOe y4ypexAeHue ysBefoMJsieHne o HernpencTaBsieHUUN 3asBUTeNleM OTBeTa
Ha 3anpocC yKa3aHHOro opraHa. Bpems co oHA HanpassieHUs 3anpoca 3KCNepTHOro
y4ypexxAeHns B YNOJIHOMOYEHHbIN (pefepasibHbli OpraH UCMOJIHNTENbHON BAAaCcTUN A0
OHSA NOJSlyYeHUs 3KCNEePTHbIM yypexxaeHnemM oTBeTa Ha 3anpoc Uin yseLoMJIeHUs o
HenpeacTaBNeHMN OTBeTa Ha 3arnpocC He Y4YUTbIBaeTCHA Mpu UCHUCTIEHUM CpOoKa
npoBefeHNs IKCNepTU3bl IeKapCTBEHHOro CpeacTBa.

(4acTb 4.1 BBeaeHa PenepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

4.2. Ecnn B cocTaBe perncTtpaunoHHOro AoCbe Ha NIeKapCTBEHHbIM nNpenapaT
ONa MeOVUMHCKOro rMpUMEHEeHUs COLEepXUTCA npenycMoTpeHHas cTaTtben 18,
yacTbto 1.1 ctatbn 30 n ctaTben 34 HacToswero depepasibHOro 3aKOHa KonNusA
peleHna ynosHOMOYEHHOro genepasbHOro opraHa WCMOJHUTENbLHON BAACTU O
npoBeLEeHNN  WHCMEKTUPOBAHMUA  MPOU3BOOUTENS  JIEKAPCTBEHHbIX  CPencTs,
3KCNepTy 00 OhOopMJIEHNS pe3ysibTaTOB 3KCNepTU3bl JIEKapCTBEHHOro cpencTea



npenocTaB/asAeTCsa B Mopsagke M Ha YC/I0BUSAX, KOTOPble NMpeayCMOTpeHbl YacTamu 4
n 4.3 HacTosWwen CcTaTbW, KOMMA 3aKIlOYEeHUS O COOTBETCTBUM MPOU3BOOUTENSA
NIeKapCTBEHHbLIX CpeaAcTB TpeboBaHMAM MNpaBu Hagfiexalwen Npom3BoACTBEHHOMN
MPaKTUKW, BblAAHHOIO YNOJIHOMOYEHHbIM heaepasibHbIM OPraHoOM UCMNOSIHUTESIbHON
BJIACTMW.

(4yacTb 4.2 BBegeHa ®epepasibHbiM 3aKoHOM 0T 04.06.2018 N 140-03)

4.3. 3aasutenb o06s3aH npeacTtaBuUTb B YMNOJIHOMOYEHHLIN (enepasbHbIn
OpraH  MWCNOJIHUTENIbHOW  BNACTM  KOMUIO  3aKJIl04eHUs O  COOTBETCTBUU
npPon3BOANTENA JNeKApPCTBEHHbIX CPeacTB TpeboBaHMAM MNpaBua Haghexallen
MPON3BOACTBEHHON TMPaKTUKM B CPOK, He TMpeBblWalowmn cTa BOCbBMUOECATH
paboymx gHeMm CcO OHSA NOJlydyeHUs 3anpoca O ee npenocTaBsieHun.
YNO/MIHOMOYEHHbIN (heaepanbHbIN OpraH WCMOMHUTENbLHON BNACTW, BblAaBLUUN
3aflaHMe Ha npoBefeHne 3KCNepTU3bl JIEKapCTBEHHOro CpencTBa, B TeYeHune naTu
pabounx [OHEM COo [OHA MNOCTynJIeHUs OT 3asaBUTENA KOMUWU 3aKJIlYEeHUSA O
COOTBETCTBUN MPOU3BOOUTENS JIEKAPCTBEHHLIX CpeacTts TpeboBaHUAM npaBu
Hagsexawen npon3BOACTBEHHOMW TMMPaKTUKK, HarnpaBnseT ee B 3KCMNepTHoe
ydypexaeHue. B cnyyae HenpeacTaB/iieHUSA 3asaBUTENIEM B YKa3aHHbIM CPOK KOMUU
3aK/II04EeHNUS O  COOTBETCTBMM  MNPOU3BOAUTENSA  JNIEKAPCTBEHHbIX  CPeacTB
TpeboBaHNAM npasun Hagsexxalen NnpPOn3BOACTBEHHON NPakTUKn
YNOJIHOMOYEHHbIN efepasbHbll OpraH WCNOJIHUTENIbHOM BNACTW, BblOaBLWNNA
3aflaHMe Ha NpoBefeHNE 3KCNePTU3bl JIEKAPCTBEHHOIO CPeACTBa, B TeYEHUNE NATU
pabounx OHem HamnpaBnaseT B JKCMEepTHOe y4yYpexaeHue yBepomseHue o
HenpeacTaBseHUn 3aaBuTENIEM Konumn 3aK04eHns 0 COOTBETCTBUN
npon3BoOAMNTENA JIEKAPCTBEHHbIX CPeaAcTB TpeboBaHMAM MpaBua HaAsexXallewn
NnPOn3BOACTBEHHON MPakKTUKU. BpeMsa co OHSA HanpaBsieHMA 3anpoca 3KCMNepTHOro
y4ypexx4eHns B YNOJIHOMOYEHHbIN (pefepasibHbl OpraH UCMOJIHUTENbHOW BAACcTUN A0
OHS MNOJIYYEHUNA DKCMEPTHbIM YYPEXAEHNEM KOMUU 3aKJIIOYEHUS O COOTBETCTBUM
NPon3BOONTENSA JIeKAPCTBEHHbIX CpeacTB TpeboBaHUsaM nMpaBua Hagnexaulen
MPON3BOACTBEHHON MNPAaKTUKM WIN YBeOOMJIEHUS O ee HenpencTaB/ieHUN He
YYNTbIBAETCA MPU UCHUCTIEHUN CPOKa MPOBEOEHUS dKCNEpPTM3bl JIEKAPCTBEHHOIO
cpencTBa.

(4acTb 4.3 BBepeHa PenepasibHbIM 3aKOHOM OT 04.06.2018 N 140-93)

5. DKCnepT Npu NpoBeAeHUN MOPYYEHHON eMy PyKOBOAMUTENIeM 3KCNEPTHOro
yuypeXAeHNsi SKCNepTU3bl JIEKAPCTBEHHOI0 cpeacTBa 06a3aH:

1) nposectTm noJsiHoe wuccinegoBaHme npeactTaBleHHbIX eMy 06bEKTOB,
MaTepuanos, O0aTb 060CHOBaHHOE 1 0OBbEKTMBHOE 3aKJII0YEHME MO MOCTABJ/IEHHbLIM
nepeg HuM BOMpoCaMm WMIN MOTUMBUPOBAHHOE 3akKjloyeHne O HEBO3MOXXHOCTU
nposeeageHna MM 3SKCNEPTU3bl JiIeKapCTBEHHOIro cpencTtBa, €C/IN MOCTaBJ/IEHHbIE
BOMpPOCbI BbIXOOAT 3a npeaesibl cneunasibHbiX 3HaHUN 3KCNnepTa, 06beKThI
nccnenoBaHUn n MaTepualZibl HenpurogHbl WM HeEANOCTATOYHbI ANA npoBeaeHund
NCCNefoBaHUM U gayvyn 3aknw4veHus nmbo COBpeMeHHbII7I YPOBEHb Pa3BUTUA HaYKN
He NO3BOJIAET OTBETUTb Ha NOCTaBJIEHHbIE BOMpPOCHI;

2) He pas3rfnawaTb CBeAEeHUsA, KOTopble CTaJim €My WU3BECTHbl B CBA3UN C
NnpoBeAEHNEM SKCMEepTU3bl JIEKAPCTBEHHOIO CpeacTBa, a TakXe CBeaeHus,
COCTaBAsAOWME T[OCYAAPCTBEHHYIO, KOMMEPYECKYD WIN WHYKD OXpPaHAEMYIO
3aKOHOM TauHYy;

3) obecneynTb COXPAHHOCTb MPeAcCTaBsIEHHbIX 0OBLEKTOB WCCEAO0BaHUA W
MaTepunasios.

6. DKCnepT He BnNpase:

1) npoBOAWUTbL 3KCMEPTU3Y JIEKAPCTBEHHOro cpeacTBa Mo obpalleHuto



HEernocpeacTBEHHO K HEMY OpraHmM3auni uam GUsndYecknx nuu;

2) camocTosaTesnbHO cobupaTb MaTepuanbl A0S MNPOBEAEHUA 3SKCMepTusbl
NeKapCTBEHHOr0 CPeacTBa;

3) npoBOAWUTb 3KCMNEepPTU3y JIeKapCTBEHHOro CpeacTBa B KavecTse
HerocygapCTBEHHOro 3KcnepTa.

7. B cnyyae HeobxoAMMOCTM 3KCMepT BrMpaBe XoAaTalWCTBOBaTb rMepen
PYKOBOAUTENIEM 3KCMNEPTHOr0 Y4YPEeXOAEHUss O TMPUBJIEYEHUN K TMPOBEAEHUI0
3KCNEepTM3bl 1IeKapCTBEHHOro CpeacTBa APYrnX 3KCNEepTOoB.

8. Kaxnabli 3KCnepT, BXOASAWMM B COCTaB KOMWUCCMM DKCMEPTOB, KOTOPON
nopy4YeHo rnpoBedeHne 3KCMNepTusbl JIeEKapCTBEHHOro CpeacTBa, HE3aBUCUMO W
CaMOCTOSATE/IbHO NPOBOAUT MUCCNenoBaHUA, OUEHUBAET pe3ysbTaTbl, NOJyYEHHbIE
UM JINYHO W OPYrMMW 3SKcnepTaMu, M GopMyanpyeT BbiBOOAbl OTHOCUTENLHO
rMnocTaBJIEHHbIX BOMPOCOB B Npefenax CBOMX cneumasnbHbIX 3HaHUNA.

9. Pe3ynbTaTbl 3KCNEPTU3bl JIeKAPCTBEHHOr0 CpeacTBa OOpPMASOTCA
3aKJIIO4EHNEM KOMWUCCUM 3KCMEepTOB. B  3ak/lOY4EHUM KOMUCCUM  3SKCMEpPTOB
yKa3bIBalOTCS MepevyeHb UCCenoBaHnn, 06beM MPOBEAEHHbIX Ka)XOblM 3KCMNEPTOM
NCCNeloBaHW, YCTAHOB/IEHHbIE KaXXIbiM U3 HUX (akKTbl U CcAenaHHble B
pe3ynbTaTe UCC/eAOBaHUI BbiBOAbl. DKCMEPT, MHEHME KOTOPOro He coBrnagaeT C
peleHnemM KOMUCCUM 3KCMEepPTOB, BMNpaBe Bblpa3uTb CBOE MHEHMWE B MUCbMEHHOM
dopmMe, KoTopoe NprobLLaeTcsa K 3aKI0YEHNID KOMUCCUN SKCMEPTOB.

10. 2kcnepThbl, BXOAslIME B COCTaB KOMMUCCUW, MpeaynpexnawTca o6
OTBETCTBEHHOCTN B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuinckon depepauumn
3a Javy 3aKJlYeHus, coaepixalero HeoboCcHOBaHHbIE UM PaNbCUPULIMPOBAHHbIE
BbIBO/bl, O Y€M OHW OAI0T MOAMUCKY.

11. OnpepeneHue ypoBHS MpodecCuoHasibHOM MNOArOTOBKM 3KCNEPTOB W
aTTecTaumsa MX Ha MnpaBO MPOBeAEeHUNA 3KCNepTu3bl JIeKapCTBEHHbIX CPencTB
OCYLLECTBNATCA 3KCNEepPTHO-KBa/IMPUKALNOHHBIMKA  KOMUCCUAMN B Mopsgke,
YCTAHOBJIEHHOM COOTBETCTBYOWMNM YMOJIHOMOYEHHbLIM enepasibHbIM  OpraHoMm
NCNONIHUTENbHON BNAacTU. YpoBeHb MnpodecCMoHasbHOW MOArOTOBKU 3KCMEepTOoB
MnoONIEXNT NepecMoTPy YKa3aHHbIMU KOMUCCUSAMU HEe peXxe 4yeM OOWH pa3 B NATb
ner.

12. TlpaBuna npoBedeHNss IKCNepTU3bl JIeEKAPCTBEHHbLIX CpeacTts u
0COOEHHOCTN 3KCNepTM3bl OTAOEsIbHbIX BWAOB JIEKAPCTBEHHbIX MNpenapaToB
(pethepeHTHbIX NeKapCTBEHHbLIX MpenapaToB, BOCMNPOU3BEAEHHbIX JIEKAPCTBEHHbIX
npenapaTtoB, 6uoNOrMYecknx NeKapCTBEHHbIX MpenapaToB, 6KoaHaNOroBbIxX
(bnonopobHbLIX) nekapCcTBEHHbIX npenapaTtoB (buoaHanoros), roMmeonaTUYeCKUx
NIeKapCTBEHHbLIX MNpenapaToB, JIEKAPCTBEHHbIX pPacTUTENbHbLIX MNpenapaTos,
KOMBMHaUMIA NeKapCTBEHHbIX MpenapaToB), (OpMbl 3aKJOYEHUA KOMUCCUW
SKCMepToB YCTAaHABAMBAKTCA COOTBETCTBYOWMUM YNOJHOMOYEHHbIM (heaepaibHbIM
OpPraHoM MUCMNOJIHUTENIbHOW BNACTW.

(yacTb 12 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

Ctatba 17. Nopmaya M paccMOTpeHue 3asBJIEHUA O roCyAapCTBEHHOWM
perucrpauum NeKapCTBEHHOro npenaparta A1 BEeTePUHAPHOro NpUuMeHeHus
(B pen. ®enepanibHOro 3akoHa oT 22.12.2014 N 429-93)

1. na rocynapCTBEHHOMW perncrpaumn JieKapCTBEHHOro npemnapata Agas
BETEPMHAPHOIr0 MNpUMeHeHNs pa3paboTyMK TaKoOro JlIeKapCTBEHHOro npenapaTa
NN YNONHOMOYEHHOE UM ApYyroe lpuagnyeckoe nmuo (fasnee B HaCTOAWEN CTaTbe
- 3a8BUTeslb) npeacTaBnasgeT B YMNOJIHOMOYEHHbLIN  dedepasbHbll  OpraH



NCMNONMHUTENbHOW BNAcTW, OCYLWECTBASKOWNA [FoCydapCTBEHHYIO pPerncTpaumto
NIEKApPCTBEHHbIX MpenapaToB ANs BETEPUHAPHOro MPUMEHEHUS, B 3J1EKTPOHHOWN
dopme nnm Ha ByMarKHOM HoCcuTesle 3asBiieHne O roCyAapCTBEHHOW perncrpaunm
JIEKAPCTBEHHOro npenapaTta Af1s BETEPUHAPHOro MPUMEHEHUS, a TakKXxe B
nopsiike, yCTaHOBJIEHHOM COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM denepasbHbIM
OpPraHoOM WCMOJIHUTENIbHON BNACTWU, B 3JIEKTPOHHOMW (opMe nanm Ha 6GyMarkHOM
HoCcUTeNle HeobxoaAnuMble AOKYMEHTbI, N3 KOTOPbLIX (DOPMUPYETCS PEerncTpaLmnoHHoe
[0Cbe Ha NNIeKapCTBEHHbIN NpernapaT 4159 BEeTEPUHAPHOI0 NMPUMEHEHNS.

2. B 3asBNeHUM 0 rocyiapCTBEHHOW perncTpaumm neKapcTBeHHOro npenapaTa
ON5 BEeTePUHapPHOro NpMMeHeHNs yKa3blBaloTCS:

1) HaumeHOBaHMe W agpec 3asBUTenNs, pa3paboTymka u MnpomsBoaUTeNs
JIEKAPCTBEHHOro npenapaTta A/l BeTePUHApPHOro MNpMMEHeHUs U agpec MecTa
OCYLLECTBJIEHUS MPOU3BOACTBA JIeKAapCTBEHHOro rnpenapaTta Ans BeTepUHAPHOro
NpUMeHeHus (B c/ly4ae Han4yns HECKOJIbKMX YHAaCTHMKOB MpoLiecca Nnpou3BoAcTBa
HEeobX0AMMO yKa3aTb Ka)[0ro U3 HuX);

2) HanMeHOBaHMeE NneKapCTtBeHHOIo npenapaTa ans BeTEPUHAPHOIo
npunMmeHeHuns (ME)KJJ,yHapO,D,HOG HeNaTeHTOBaHHOE, W TpynrnmMpoBo4YHoOEe, WJIN
XMMm4yeckKoe n Toproeoe HauMeHOBaHWUA);

3) rnepedvyeHb )J,EVICTBy}OLLI,I/IX n BCnomMmoraTtesibHbIX BelWeCcTB, BXOAALLNX B COCTaB
NneKapCTtBeHHOro npenapata Apnd BeTepUHaApHOro rnpMmMeHeHuAa, C YKa3aHunem
KOnn4ecCcTBa KaXXagoro n3 Hunx;

4) nekapcTBeHHasa ¢dopMa, [03MpoBKa, Crocobbl BBeAEHUS M MPUMEHeHUs,
CPOK rogHOCTW NIEKapCTBEHHOI 0 NpenapaTa 419 BeTepMHapPHOro NMpPMMeHeHns;

5) papmakoTepaneBTnYeckan rpynna;

6) HeobXxoOAMMOCTb MPUMEHEHUS YCKOPEHHOW npoueaypbl 3KCNepTusbl
NIeKAPCTBEHHbIX CPEACTB B LesIsiX roCyAapCTBEHHON perncTpaumm 1eKapcTBEHHOr 0
npenapaTa;

7) KOMMWU JOOKYMEHTOB, MOATBEPXAAWMUX ynaaTy rocyaapCTBEHHOWN
MOLWJIVHbI:

a) 3a npoBefeHMe >3KCNepTusbl KayecTBa JIeKapCTBEHHOro cpencresa WU
3KCMepTU3bl OTHOLUEHUSA OXXMAAEMOW MNOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA
NeKapCTBEHHOro npenapaTta AN BeTEPUHAPHOro MPUMEHEHUS TMpu  ero
rocynapCTBEHHON peructpauunm;

6) 3a Bblgayy PerucTpaLUmMoHHOro YJOCTOBEPEHUs  JIEKApPCTBEHHOro
npenaparTa;

8) Hann4me cornacus, NPefyCcCMOTPEHHOr0 YacTbio 7 HaCTosALWEN CTaTbyW, €Cun
C MOMeHTa peructpaumm pedepeHTHOro JleKapCTBEHHOro npenapata 414
BETEPMHAPHOI0 MPMMEHEHNSA NPOLLIO MEHEE YEM LLECTb NeT.
(B pen. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

KoHcynbTaHTIINOC: NnpuMeYvyaHue.
C01.01.2021 B a63. 1 4. 3 cT. 17 BHOCATCA UaMeHeHusa (®3 ot 27.12.2019 N 478-
d3).

3. PernctpaunoHHoe A0Cbe B LIesIsiX 3KCNepTu3bl IEKAapPCTBEHHOIO npenapaTa
NN BETEPUHAPHOIro NpUMeHeHUs HOopMUPYETCS U3 Ceayowmx 10KYMEHTOB:



KoHcynbTaHTIIOC: npuMeYaHune.
C 01.01.2021 B n. 1 4. 3 cT. 17 BHOCATCA UaMeHeHua (®3 ot 27.12.2019 N 478-
D3).

1) Konusa NMUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeAcCTB, BblAAaHHOMN
Mnpon3BoaNTENIO perncTpmpyemoro JleKapCTBEHHOro npenapaTa ans
BETEPUHAPHOro NpMMeHeHNs, AN POCCUNCKUX NPON3BOAUTENEN;

(n. 1 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

KoHcynbTaHTI0C: MpnMeYvaHume.
C 01.01.2021 B nN. 2 4. 3 cT. 17 BHOCATCA n3MeHeHUsa (®3 ot 27.12.2019 N 478-
@3).

2) KOMWA NUUEH3UN Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPeacTB, BblAAHHOW
npomssoamTenio  apmaueBTnyeckon  cybcTaHuum, BXOAAWEN B  COCTaB
pPeErncTpmpyemMoro sIeKapCTBEHHOro npenapaTta A/ BETEPUHAPHOro NMPUMEHEHNS,
019 POCCUNCKMX Npon3BOAUTENEeN;

(n. 2 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

2.1) KonMus [JOKYMEeHTa, BbIAAHHOrO YMOJHOMOYEHHbIM OpPraHoM CTpPaHbl
npousBoauTena [AOSS KaxAOoW MPOM3BOACTBEHHOW MNJOWAAKKA PEerncTpmupyemoro
JNleKapCTBEHHOro npenapaTa ans BEeTEPUHAPHOro npUMeHeHns n
noaTBep)XhatoLlero CoOOTBETCTBME MPOM3BOOUTENSA JIeKapCTBEHHOro npenapaTa
TpeboBaHMAM NpaBusl Hadsexallen npon3BoACTBEHHOM NPaKTUKK, U ero rnepesos
Ha PYCCKUA £A3blK, 3aBepeHHble B YCTAHOBJIEHHOM MOpPSAAKEe, a TakXe Konus
3aKJIl04eHnss O  COOTBETCTBUM  MNPOU3BOAUTENS  JIeKApPCTBEHHbIX  CpencTB
TpeboBaHMAM nNpaBun Haanexawen MNpon3BOACTBEHHON MPAaKTUKW, BbIAAHHOIMO
YMNOJIHOMOYEHHbIM (hefiepasibHbIM OPraHoOM WCMOJIHUTEsSIbHON BAACTU ONA KaXk4oun
NPOV3BOACTBEHHOWN MJIOWAaAKN PErncTpupyemMoro ieKkapCTBEHHOro npenapaTa 414
BEeTEPMHApPHOro rnpuMeHeHus, nambo  kKonuma  peweHnsas O  MpoBedeHUu
WHCNEKTUPOBaHUA  MPOU3BOAUTENA  JIeKApPCTBEHHbIX  CPeACTB,  MPUHATOro
YMNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOJIHUTEsSIbHOM BAACTU LA Kak4oun
NPOn3BOACTBEHHOWN MJIOLLAAKN PEerucTpMpyeMoro siekapCTBEHHOro rnpenapaTta Ass
BEeTEPUHAPHOro rnpuMeHeHus. YKasaHHble LOKYMeHTbl NpeacTaBasoTCcs B Cryyae,
eC/in NMPon3BOACTBO JIEKAPCTBEHHOro rnpenapaTta oCyuwecTBAAeTCA 3a npenenaMmu
Poccunckon ®epepauyunu;

(n. 2.1 sBepneH ®epepanbHblM 3aKOHOM OT 04.06.2018 N 140-93)

2.2) KOMWsa [OOKYMEeHTa, BblAAaHHOM0 YMOJIHOMOYEHHbLIM OPraHoOM CTpaHbl
npoussoanTens  GapmMaueBTUYeCKOomn cybcTaHumm n noaTBep)XgatoLlero
COOTBETCTBME Mpom3BOoAUTENa apMaueBTMYecKon cybcTaHuunM, BXoAsALEN B
COCTaB pPerncTpupyemMoro JIeKapCTBEHHOro npenapaTta AN8 BeTepuHapHOro
npuMmeHeHus, TpeboBaHWAM NMpaBu HagJs1exXallen Npon3BoACTBEHHON MPaKTUKK, U
ero nepeso Ha PyCCKUN A3blK, 3aBepeHHble B YCTAaHOBJIEHHOM Nopsake, B ciyyae,
ecnMm  Npou3BOACTBO  (hapMaLeBTUYECKOM CyObCTaHUMM  OCyLLecTBAsSeTCs  3a
npenenamun Poccnnckon ®epepaunu;

(n. 2.2 BBepeH ®epepasibHbiM 3akoHOM OT 04.06.2018 N 140-P3)

3) NpPoeKT HOPMaTUBHOIrO [OOKYMeHTa Ha JIeKapCTBEHHbI npenapaT Aans
BETEPUHAPHOIro NPUMEHEHUS;

4) [OKYMEHT, coAep»<alnin cnepyrowyo nHhopMaumio o papMaLeBTUYeCKOn
cybcTaHUMM unn  apMaueBTMYECKUX CybCcTaHUMSX, BXOASAWMX B COCTaB
JIEKApPCTBEHHOI 0 NpenapaTa AJ19 BEeTEPUHAPHOro NpPUMeHeHUs:



a) HauMeHoBaHue apmMaueBTn4eckon cybcTaHuun, ee CTPyKTypa, obuwume
CBOWCTBA (Npwn rocyfapCTBEHHON perncTpauunmn NMMYHOBMONOrn4ecKmnx
NleKapCTBEHHbIX MpenapaToB AJI9 BETEePUHAPHOro NMpUMEHeHUs npencTaBisaTCcs
cBejeHMs O WTaMMe, BKJOYas ero HauMeHOBaHue, UWHdopMauuio o
NPOUCXOXAEHNN, €ro CBOMCTBAaX, XapaKTePUCTUKAX U MecTe AernoHUPOBaHUSA);

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HaumMeHoBaHMe ” ajpec npomn3soanNTend;

B) TEXHOJIOrMA NPOM3BOACTBA C ONMUCAHMEM CTaAui NPou3BoACTBa U METOL0B
KOHTPOJIA Ha BCEX CTaAusiX NPON3BOACTBA;

r) vHdopmMauma o npumecsx (He npencTaBssieTCs MNPU rocynapCTBEHHOWN
perncrtpaumu WMMYHOBMONOrNYEeCKNX  NIEKAPCTBEHHbLIX  MpernapaToB  ANA
BETEPUHAPHOro NpMMeHeHNs);

(B pen. ®epepanbHoOro 3akoHa ot 02.08.2019 N 297-93)

n) cneyndukauma Ha apmaueBTUYeckyto cybcTtaHuuto (He npeacTaBnseTcs
npu rocyngapCTBEHHOW perncrtpaumm MMMYHOBMONOrNYeCKMX JI€KapCTBEHHbIX
npenapaToB OJ19 BETEPMHAPHOIr0 NMPUMEHEHUS);

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) onncaHme MeToauK KOHTPOJIS KavyecTBa;

XK) pe3ynbTaTbl aHaaM3a cepun dapmMaueBTnyeckon cybctaHumm (He
npencTaBadlOTCA MNP FOCYyAapCTBEHHOM perncrtpaumm MMMyHOOMONOrnyeckmnx
NIeKapCTBEHHbLIX NMpenapaToB A1 BETEPMHAPHOIr0 MPUMEHEeHUS);

(B pen. PepnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) nepeyeHb CTaHOApPTHbIX 06pa3uoB WAM BeWecTB, WCNOJIb3yeMbiX Mpu
OCYLLIECTBJIEHNN KOHTPOJIS KA4YecTBa;

N) OMNUCAHWE XAPaKTEPUCTUK U CBOWCTB YMaKOBOYHbIX MATEPUANIOB U
YKYMNOPOYHbIX CPeACTB;

K) OaHHble O CTabuabHOCTM (He npencTaBnAATCA MNpPU roCcynapCTBEHHOMN
permcTpauunmn NMMMYHOBUNOMOrNYECKNX  JIEKAPCTBEHHbIX npenapaTos ans
BETEPUHAPHOIro NpUMeHeHns);

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

N1) CPOK roAHOCTU, YCJIOBUS XPaHEHUS;

5) oT4yeT 0 pe3ynbTaTaxX [OKJIMHUYECKOro WCC/eLOoBaHUSA JIeKapCTBEHHOIO
CpeAcTBa ANA BeTEePUHAPHOro MpUMEHEeHUs, BKJII0Yalowmn onncaHue MeToLOB
onpeneneHns oCTaTO4YHbIX KOMMYEeCTB AEeNCTBYKOLLEero BewecTsa (OeNCTBYOLLMX
BelwecTB), AoCTUrawwero (4ocTurarlmx) CACTEMHOrO KPOBOTOKA, B MPOAYKLMN
XXMBOTHOIMO MPOUCXOXAEHUA Nocje MNPUMEHEHUss TakKoro JIeKapCTBEHHOro
cpelcCcTBa, a TaKXe [OKYyMeHTaJlbHoe MoATBepxAeHune (Banupaunms) yKasaHHbIX
MeTOLO0B;

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OT4eT O pe3ysbTaTax KJINHUYECKOTO WCCAedOoBaHUS JIEKapCTBEHHOro
npenapata AN BEeTEPUHAPHOro TMPUMEHEHUN Yy Ka)kOoro BUAA >KUBOTHBbIX,
YKa3aHHbIX B UHCTPYKLMWN MO BETEPUHAPHOMY NMPUMEHEHWIO;

7) NPOEKT WHCTPYKLUMU MO BeTEepMHAPHOMY MPUMEHEHUIO JTIEKAPCTBEHHOrO
npenapaTa, CoOAep Kalleln cneayoline cBeeHuns:



a) HauMMeHOBaHWe JNleKapCTBEHHOro rnpenapaTta [Oaa  BeTepUHapHOro
NpPUMeHeHns (MeXAyHapolHoe HernaTeHTOBaHHOe, WKW TPYNnUPoOBOYHOE, WU
XUMUYECKoe 1 TOProBoe HauMeHoBaHUSA);

6) nekapcTBeHHas ¢opMa C ykKa3aHMeM HauMeHOBAaHWN U KOJIMYECTBEHHOrO
coCTaBa [OENCTBYHOLIMX BELLIeCTB M KayeCTBEHHOro COoCTaBa BCMOMOraTesibHbIX
BEeLLLeCTB;

B) onNncaHue BHeLWHero suaa NneKapCTBEHHOIO rnpenapaTta Anda BeTepnHapHOro
npuMmeHeHun4,

r) apmakoTepaneBTU4YeCKas rpynna JieKapCTBEHHOro npenapaTta Anas
BETEPMHAPHOIr0 MNPUMEHEHUS WAN YyKa3aHue "romMeonaTU4eCKUn NeKapCTBEHHbIN
npenapat";

) dhapMakognHaMMKa n hapMaKOKMHEeTUNKa (3a NCKJIIDYEHNEM
(hapMaKOKUHETUKMN romMmeonaTu4yeckmnx JNleKapCTBEHHbIX npenapaTos n
pacTUTENbHbIX NeKapCTBEHHbIX npenapaTos) nnu onncaHune
NMMYHOBOMONOrn4ecKmnx CBONCTB NIEKAPCTBEHHOr0 NpenapaTa;

€) NnokKasaHusa ons npnMmeHeHn4,
X) NMPOTMBOMOKa3aHNA OnAa NpuMeHeHUA,;
3) Mepbl MPenoOCTOPOXHOCTHU MNP NPpUMEHEHNN,

N) yKasaHue BO3MOXHOCTU W O0COBEHHOCTEN NpUMeEHeHUs Yy BepeMeHHbIX
YXNBOTHbBIX, Y XKUBOTHbIX B MEPUOL JTaKTaLMK, Y MOTOMCTBA XUBOTHbIX;

K) pexmum 0o31npoBaHuA, cnocob BBeAEHWNA n npnMmeHeHn4, npun
HeobxoaMMoCTH BpeEMA NnpmemMa nNeKapCTtBeEHHOINo rnpenapata OJid BETEPUHaAPHOro
npunMmeHeHunsa, NpoaooJIXXNTEJIbHOCTb JiIe4HeHUs,

J1)  BO3MOXHble M060YHbIE OENCTBUS, HEXesaTesibHble peakuunm npu
NPUMEHEHUN NNTeKapCTBEHHOrO NpenapaTa AJ19 BEeTePMHAPHOro NMpUMeHeHns;

M) CUMMNTOMBbI nepenosnpoBKkH, Mepbl no OKa3aHWUIo noMoLLUNn npm
nepeno3npoBKeE,

H) B3aMMOLeNCTBME C APYrMMW JNeKapCTBEeHHbIMK npenapaTtamMu n (1nan)
KopMaMu;

0) ¢GOpMbl BbiNyCKa JIEKAPCTBEHHOrO Mpenapata [ANs BEeTEepUHaApPHOro
NnpUMeHeHus;

n) ykasaHue (npn HeobxoommocTun) ocobeHHOCTEN AEeNCTBUS JIEKAPCTBEHHOIO
npenapaTta A/19 BETEPUHAPHOro NMPUMEHEeHUs NMpu nepBoM Mnpueme wianm npu ero
OTMeHe;

p) onucaHme (nNpu HeobxooMMOCTM) OENCTBUM cneumanncta B obnactum
BeTepMHapun, BHajesibLla >XMBOTHOrO MpWM MpPOMNycke rnpuemMa OfHOW wan
HECKOJIbKMX 003 JIeEKapCTBEHHOrr0 NpenapaTa A/19 BETEPUHAPHOIr0 NPUMEHEHNS;

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK FOAHOCTU W YyKa3aHWe Ha 3anpeT MNpPUMEHEeHUs! NeKapCTBEHHOro
npenapaTa Ans BETEPUHAPHOIro NPUMEHEHNS N0 UCTEeYEHUN CPOKa FrOAHOCTU;

T) YCNOoBUA XpPaHEHUA,



y) YKa3saHne Ha HeobxoOMMOCTb XPaHEHWUS JIeKapCTBEHHOro rnpenapaTta OJs
BETEPUHAPHOIro NPUMEHEHUsI B MeCcTax, HeAOCTYMHbIX ANs AeTen;

(p) YKa3aHue (I'Ipl/l HeobXxoOMMOCTK) cneymanbHbIX Mep nNpenoCcTopoOXHOCTHU
npu YHUHTOXEHNN HENCMNOJIb30BaHHbLIX  JIEKAPCTBEHHbLIX npenapaToB aong
BETEPUHAPHOIro NnpnMeHeHu,;

X) CPOKM BO3MO>XHOI0O NCNoJsib30BaHUS npoayKLmn >XMBOTHOI0
NMPOUCXOXXAEHNS MNOCNEe BBEAEHUS >XUBOTHOMY JIEKAPCTBEHHOro npenapaTta Aass
BETEPUHAPHOIr0 NPUMEHEHNS;

Ll) yC/I0BUSA OTNYCKa;

4) HaMMEHOBaHNA W afpecCa Nponm3BoaACTBEHHbIX MJIOWaAoOK Mnpom3BoanTena
NeKapCTBEHHOIO Nnpenapata Aada BETEPUHaAPHOIro NpnMeHeHnA,

W) HaMMeHoBaHMe, agpec opraHu3auun, YnoJIHOMOYEHHOW Oep)XaTeneM WUu
BNlafeslbLEM PErncTpauMoHHOro yOoCTOBEPEHUS JIEKapPCTBEHHOrO rnpenapaTa Ha
NPUHSATNE NPETEH3UI OT NoTpebuTtens;

8) nNpoeKkTbl MaKeTOB TMepBUYHOW YMAKOBKM W BTOPUYHOW YMNaAKOBKU
JleKapCTBEHHOr o npenapaTa 419 BeTepUHAPHOro NpuMeHeHus;

9) crnenywline CBelleHUs O NIeKapCTBEHHOM MpenapaTe O/ BeTepUHApPHOro
NpPUMeHeHuns:

a) OnuMcaHWe W COCTaB JIEKAPCTBEHHOro MpenapaTta AN BeTepUHapHOro
NPUMEHEHUS;

6) onncaHne hapMaLeBTUYECKON pa3paboTku;

B) onmcaHue npouecca Npou3BOACTBA W €ro KOHTPOASA, noanucaHHoe B
nopsake, yCTaHOBJIEHHOM B COOTBETCTBUM C HaCTbiO 1 HACTOSALLEN CTaTbW;
(B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-03)

) ONMUCAaHME KOHTPOJIA KPUTUYECKMX CTaAun NMpon3BoaCcTBa U NPOMEXXYTOYHOMN
NpoAyKUMK, NoanncaHHoe B nopsaake, yCTaHOBIEHHOM B COOTBETCTBUM C HacTbio 1
HacTosLLEeN CTaTbu;

(B pen. ®epnepasbHOro 3akoHa ot 02.08.2019 N 297-03)

) HanMeHOBaHWA W ajpeca pa3paboTymka, fepxxatena wnm Bnagenbua
perncTpayMoHHOro ynoCToBEpeHUs JleKapCTBEHHOrr o npenapaTa,
NPON3BOACTBEHHbIX MJIOWAAO0K MNPOM3BOAUTENSA JIeKapCTBEHHOrO rnpenapaTta Ans
BETEPUHAPHOro NpUMeHeHUs C yKa3aHueM CTafuil TexXHOJIoOrM4eckoro npouecca,
OCyLLeCTBISEMbIX Ha NMPOn3BOACTBEHHbIX naowagkax npoussoanTens
NleKapCTBEHHOro npenapaTta 419 BeTePMHAPHOro NPUMeHEeHNS;

(B pen. ®enepasibHbiX 3aKOHOB OT 13.07.2015 N 241-®3, o1 02.08.2019 N 297-®3)

e) hapmMaueBTMYECKass COBMECTUMOCTb;
XK) MUKPOBUNOOrnyeckme XxapakTePUCTUKN;
3) MaTepuanbHbIA GBanaHc Ans NPon3BoACTBa CEPUN FOTOBOIro NPOAYKTA;

N) ONMCaHWE XapaKTEPUCTMK W CBOWCTB YMNAKOBOYHbLIX MaTepuanoB U
YKYMNOPOYHbIX CPEeACTB;

K) LOOKYMEHTaJ/ibHOe NOoATBEepXXAeHue (Banmpaumnsd) npoueccos u (Mnm) unx
oueHKa;



Nn) TpeboBaHMS K KaYyecTBy BCMoOMOraTesibHbIX BeWecTB (cepTudukarT,
cneundukaums Ha BCrnomMoraTesibHble BelecTBa U nx o6ocHoBaHMe);

M) aHaNUTUYECKne MeToOuKWu, ncnosiblyeMble rnMpum oCyLleCTBAEHNN KOHTPONA
KayeCTBa BCNOMOraTeJibHbIX BELWECTB,;

H) JOKYMEHTa/lbHOe NoATBep)XAeHue (Bannaauuns) aHanuTU4YeCKNX MeToOuK,
NCNONb3yeMbIX TMPU OCYLLECTB/EHUN KOHTPOJS KayecTBa BCNOMOraTesibHbIX
BEeLLLeCTB;

o) MHdopmMauus 06 ncnojib30BaHNA BCrNoMoraTeJibHbIX BewecTB
HeJsioBe4eCKOoro n XmMBOTHOIoO NMPOnNCXo>xxaeHum4,

n) yrpatun cuny. - ®egepanbHbln 3akoH 0T 02.08.2019 N 297-03;

p) TpeboBaHUS K KayecTBY JIEKAPCTBEHHOro npenapaTa Ans BEeTEepUHAPHOro
npuMeHeHus (cepTudukaT, crneundukauns Ha NeKapCTBEHHbLIN npenapaTt U ux
obocHoBaHuMe);

C) aHanUTU4YecKne MeToauku, ncrnosibdyemblie npm ocywiecTtBqeHUN KOHTPOJIA
Ka4yeCTBa JIEKAaPCTBEHHOIO rNnpenapatTa o4 BETEPUHAPHOIo NpUMeEHEHNHA;

T) ANOKYMEeHTaJIbHOE noAaTBep>XOEHNE (BanmMpaumsa) aHaNNTUYECKUX MeToOuK,
NCroJib3dyemMbliX TMpun OCyWeCTB1EHNN KOHTPOJZIA KadeCTBa JieKapCTBEHHOIo
npenapata And BETEPUNHAPHOIo nNpMMeHeHA,

y) OOKYMEHT, NOATBEPXAAMLWMNA KavYeCTBO JIEKAPCTBEHHOrO npenapaTa Tpex
MPOMBbILLJIEHHBIX Cepun (NPOTOKOJT aHasiM3a WK cepTudukaT aHanmsa), ogHa
cepuys KOTOPOro [oOJKHa coBnagatb C cepuen obpasua JsieKapCTBEHHOro
npenapaTa, N0OAaHHOIr0 Ha perucTpauunio;

) XapakTepucTuKa npumecen;

X) nepeyeHb CTaHAapTHbIX 006pasLOoB, WCMOJIb3yEMbIX MPX OCYLLECTBAEHUN
KOHTPOJ19 KAQ4YeCTBa JIEKapCTBEHHOIrO NnpenapaTa AJ19 BETEPMHAPHOIr0o NPUMEHEHUS;

1) AaHHble 0 CTabunbHOCTHK NekKapCTBEHHOIo rnpenapata AOJid BETEPUHAPHOIo
npuMeHeHn4,

10) konus [OKYMeHTa, CcoAep)Xallero uHgopmMauuto o0 Hanm4um wuam o6
OTCYTCTBUU (hakTOoB perncrpauum JIeKapCTBEHHOro rnpenapaTta ans
BETEPUHAPHOro NpMMeHeHns 3a npegenamu Poccnmnckon depepaumnu;

11) cornacve B NMCbMEHHOW (hopMe, NpeayCMOTPEHHOE HacTblo 7 HacTosLwen
CTaTbu, B C/ly4ae perucrpaumnm BOCNpon3BeAeHHOro JIeKapCTBEHHOro rnpenapaTa;
(B pen. ®epnepasnbHOro 3akoHa ot 13.07.2015 N 241-93)

12) Konnus [OKYMEeHTa Ha PYCCKOM £3blke, 3aBEPEHHOro B YCTAaHOBJ/IEHHOM
nopsagke M MOATBEPXAAKLLEro MPaBOMOYHOCTb 3asBJIEHUA O rOCyOapCTBEHHON
perncTpaumm JsieKapCTBEHHOro npenapaTta A/19 BeTEepUHaApPHOro MNpUMEHEeHns
(hoBEpPEeHHOCTD);

13) cBepeHMa O TrOCYyLApCTBEHHOW perucTpaunm reHHO-UHXEeHepHOo-
MOOANMPULUNPOBAHHbLIX  OPraHM3MoOB, NpefHa3Ha4YeHHbIX  ONA  BbiMyCKka B
OKpyXawLwy cpeny (Npy rocyfapCTBEHHOW perucrtpaumm nekapCTBEHHbIX
npenapaTtoB A/ BETEPUHAPHOrO0 MPUMEHEHUs, MNOJIYYEHHbIX C MPUMEHEHUEM
reHHO-NHXEHEePHO-MOANMPULNPOBAHHBIX OPraHM3MOB WIN CcoAepiXallux Takue
OpraHu3Mmbl).

(n. 13 BBegeH ®enepasibHbIM 3akoHOM OT 02.08.2019 N 297-03)



4. Mpwn nNpoBefeHNN YCKOPEHHOW mnpouenypbl dKCMepTU3bl JIEKAPCTBEHHOIO
npenapaTta A/ BEeTEPUHAPHOro MPUMEHEHUA B LeNAxX ero rocynapCTBEHHOW
permcTpaymm BMEeCTO oT4yeTa pa3paboTynmka o0 pesynbTaTaX AOKJINHUYECKOro
nccnenoBaHMA JNIeKAapCTBEHHONO CpeacTBa A1 BETEPUHAPHOro npuMeHeHus
MOXKeT BbITb npencTassieH 0630p Hay4YHbIX paboT 0 pe3ynbTaTaX AOKJINHUYECKOro
nccnenoBaHns pecepeHTHOro JIeKapCTBEHHOrO npenapaTta Ois BeTepuMHapHOro
MPUMEHEeHNs, a BMeCTO OT4eTa O pe3yabTaTax KJIAWHUYECKOro wnuccaenoBaHus
NIeKapCTBEHHOro npenapaTta A9 BeTEPUHAPHOro MNpUMEHeHUsa OT4eT O
pe3yfnbTaTax nccnenoBaHuin ONO3KBNUBASIEHTHOCTH BOCMPOnN3BEeaEHHOro
JNIeKapCTBEHHOr 0 MpenapaTa 4J19 BeTepMHapPHOro NpUMEHEHUS.

(4acTb 4 B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. Ha 3KcnepTu3y pasinyHbIX JIeKapCTBEHHbLIX (OPM OOHOFO N TOro e
NeKapCTBEHHOro npenapata ANa BeTepMHApPHOro MNpuMEeHeHUs 3asaBUTEesb
npencrtaBnsgeT oTAesibHble 3asBNEHUA U PerucTpaumoHHble [0Cbe Ha KaXkayto
NleKapCTBEHHY qopMy. pu ycnoBum OAHOBPEMEHHOM MNOOA4YMN Ha 3SKCNepTusy
OOHOWN JleKapCTBEHHOM OpPMbl C pa3fIMYHLIMK O03UPOBKOW, KOHLEHTpauunen,
obbeMoOM 3asaBUTENb NpPeacTaBAseT O4HO 3asBJ/IEHNE U PErucTpaumMoHHOe AOoCbe C
MPUIOXKEHNEM MAKETOB NEPBMUYHON YMAaKOBKU N BTOPMYHOM YrNakoBKU. Ha MakeTax
NEepPBMUYHON YMNAKOBKU W BTOPUYHOW YMaKOBKM YKa3blBAlOTCH BCE MPOU3BOAUMbIE
OO3MPOBKM, KOHUEHTpauun, obbemMbl U KOJMYECTBO [03 B  YMakKoBKe
NIeKapCTBEHHOIro NpenapaTa AJ19 BeTEPUHAPHOro NpuMeHeHns.

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoHcynbTaHTIINOC: NnpuMeYvyaHue.
C 01.01.2021 4. 6 cT. 17 n3naraetcsa B HOBOW pepakuum (P33 ot 27.12.2019 N
478-D3).

6. 3asBUTeNb BnpaBe NpeacTaBUTb MO COBCTBEHHOM MHULMATMBE BMecTe C
3a51BJIEHNEM O rOCYAapCTBEHHOW perucTpauum nekapCTBEHHOro npenapaTta Ans
BETEPUHAPHOro NPUMEHEH S NOKYMEHTHI, noaTBepXxaatLimne ynnaTy
roCcy0apCTBEHHON MOLLIMHBI U YKa3aHHble B NMyHKTe 7 4acTu 2 HaCTOSsILEN CTaTbW.
B cnyyae wux  HenpeacTaBNeHUss  COOTBETCTBYWOLWWUA  YNOJIHOMOYEHHbIN
benepanbHbIl  OpraH WCMNOJIHUTENIbHOW BNAcTWU npoBepsieT akKT ynjaaThl
3asBUTENEeM  FOoCydapCTBEHHOM  MOWJWHbI  MNOCPEeACTBOM  UCMOJIb30BaHMUSA
nHdopmaumm 06 ynnate rocygapCTBEHHOW MOLWIMHBLI, Ccodep)kallencs B
FocypapcTBEHHOW  MHMOPMAUMOHHOW  CUCTEME O  TOCYOAPCTBEHHbIX M1
MYHULUMNANbHbIX MJaTeXxax, Ha OCHOBAHWW MpPeacTaBJ/IEHHbIX 3asBUTESIEM KOMUNA
NOKYMEHTOB, NOATBEPXXAALWIMX YNAATy rocy4apCTBEHHON MOLLUNHBI.

7. He ponyckaeTcs MCMNosib30BaHME B KOMMEpPYeCKux uensax mHhpopmauum o
pesysbTaTaX OOKJIMHUYECKUX WUCCNeLOBaHUN  JIEKapCTBEHHbLIX CpeacTts WU
KJIMHUYECKNX WUCCNefoBaHNA JIeKapCTBEHHbLIX MpenapaToB A1 BeTepMHapPHOro
NPUMEHeHNs, NpencTaB/IeHHON 3asBUTENIeM AN FOCYyLapCTBEHHOW permncrpauunmn
NIeKapCTBEHHbIX MNpenapaToB, 6e3 ero corsacms B TeYyeHue LwwecTu NeT C gatbl
rocyfapCTBEHHON perncrtpaunn pedepeHTHOro JIeKapCTBEHHOroO rnpenapaTta B
Poccunckon depepauun.

8. [LepxaTenb wWAn BRageney, perncTpaumoHHOro  yaoCTOBEpeHUs
NIeKapCTBEHHOro npenapaTta AN BeTEepUHaApPHOro NpuUMeHeHWs npencrtaBnseT B
YNOJIHOMOYEHHbIN deaepanbHbll  OpraH WCMOJIHUTENIbHON BJlACTU  OTYeT 1o
pe3ynbTaTaMm (papMakoHaA30pa OAWH pa3 B WECTb MecsueB B TevyeHue OByX NeT
rnocyie rocyaapCTBEHHON perncTpaunm nekapCTBEHHOro npenapaTta B POCCMNCKON
depepaunmn, 3aTEM eXXerogHo B Te4eHmne nocneayrwmx Tpex NeT v B AasibHenLWwem
OOVH pa3 B Tpu roaa.

(4acTb 8 BBegeHa PegepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)



Cratbsa 18. Nopaya M paccMOTpeHue 3afiBJIEHUA O rocyaapCcTBeHHOM
perucrpauum JieKapCTBEHHOro npenaparta AJ11 MeAULUHCKOro NnpuMeHeHus
(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. na rocynapCTBEHHOMW perncrpaumn JsieKapCTBEHHOro npenapata Agas
MEeANLMHCKOr0 MPpUMEHEHUS puUaNyYecKkoe nnuo, AeNcTBylollee B COBCTBEHHbIX
NHTepecax UM yrnoJIHOMOYEHHOE NMpeacTaBsiiTb MHTEPEeChl APYroro puanyeckoro
nMua M 3aaBnisloLlee NIeKapCTBEHHbIM  npenapaT Ha  rocyfapCTBEHHYHO
pernctpauuto (oanee B HacTosdWeEN CcTaTbe - 3a8BUTENb), npencrtaBnseTr B
YMNOJIHOMOY€EHHbIN henepasnbHbIN opraH NCNONIHUTENbHOMN BJ1IAaCTN,
OCYLLEeCTBASAOLWMNA FOCYAAPCTBEHHYIO PerucTpauunio IeKapCTBEHHbIX MNpernapaToB
O MeONUNHCKOro MPUMEHEHUS, B 3JIEKTPOHHON hopMe 1 Ha ByMarkHOM HocuTene
3asB/IeHMe O rocyfapCTBEHHOW perncrpaunu sieKapCTBEHHOro npenapata Ans
MEeOULMHCKOro  rMNpuMeHeHUs, a Takxe B  nopagke,  YCTaHOB/EHHOM
YMNOJIHOMOYEHHbIM  (hefepasibHbiIM  OpraHoOoM  WUCNOJIHNTENbHOW  BJAacTW, B
3/IeKTPOHHOW hopMe M Ha OyMa>KHOM HocuTesne HeobxoOuMble LOKYMEHTbI, U3
KOTOpPbIX hopMUpYyeTCA perncTpaLmoHHOe A0Cbe Ha NIeKapCTBEHHbLIN npenapaT s
MeANLMHCKOro NpuMeHeHus.

(4yacTtb 1 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

2. B 3a9BneHUM 0 rocyapCTBEHHOW perncTpaLnm neKapcTBeHHOro npenapaTa
AN MeaULMHCKOrO NPUMEHEHNS YKa3blBalOTCS:

1) HammeHoBaHWe, agpec 3asaBUTENS U MPOU3BOAUTENA JIeKAaPCTBEHHOro
npenapaTta 4as MeOVWUWMHCKOro MpUMEHEeHUs, cBedeHms ob ux peruncrpaunmn B
KayecTBe HajoronjaTenblWnMka B CTpaHe peructpaumm (ana pPoCCUNCKUX
OPNONYECKNX UL - NOEHTUPUKAUNOHHBLIN HOMep HanoronaaTenbwmka (MHH), onga
WHOCTPAHHbIX lOpUANYeCKUX nNuy, - CTpaHa perncrpaunm, HaMMeHoBaHue
PErncTPUPYIOLLEr0 OpraHa, perncTpaunoHHbI HOMEpP, Ko HanoronaaTesnblnKka B
CTpaHe perucrtpaumm (MHKopropauum) WAKM €ro aHanor) u agpec MecTa
OCyLLeCTBJIeHUA MPOU3BOACTBA JIEKAPCTBEHHOro rnpenapaTta (B ciy4ae Haam4yus
HECKOJIbKMX Y4YaCTHMKOB rMpouecca ero npoums3BoacTBa HeobxoaAuMMo ykasaTb
Ka)X4oro y4aCTHMKa B COOTBETCTBUN C OCYLLECTBASAEMON CTaamnen npon3BoacTBa);
(n. 1 B pen. ®epnepanbHOro 3akoHa ot 28.12.2017 N 425-03)

2) HanMeHOBaHNe NnekKapCcTtBeHHOro npenapaTa nns MeagnumnHCKOro
npunMmeHeHunsa (MemuyHapouHoe HeNnaTeHTOBaHHOE, W TpPynnnmpoBo4YHOE, WJIN
XMMm4yeckoe n Toproeoe HauMeHOBaHWUA);

3) nepedvyeHb )J,EVICTBy}OLLI,I/IX n BCnomMmoraTtesibHbIX BelWeCcTB, BXOAALLNX B COCTaB
neKapCrtBeHHOro rnpenapata Anda MeaAUUUMHCKOro npmMeHeHuda, C YKa3aHUeM
KOnn4ecCcTBa KaXXagoro n3 Hunx;

4) nekapcTBeHHasa ¢dopMa, [03MpoBKa, Crocobbl BBeAEHUS M MPUMEHeHUs,
CPOK roAHOCTW NEKapCTBEHHOr 0 NpenapaTa 418 MeONLUWHCKOro NMPUMeEHEeHNS;

5) dapmakoTepaneBTMyeckaa rpynmna, Kog aHaTOMO-TepaneBTUYeCKo-
XUMNYECKON KNnacCcngpukaumm, pekoMeHgoBaHHOM BcemumpHom opraHm3aumen
3[paBOOXpPaHEHNs, 3asBfISeMble MNOKa3aHUa [Ns MPUMEHEHUS J1IeKapCTBEHHOro
npenapaTa 4aa MeanunHCKOro npuMeHeHus;

6) OTCyTCTBME HeobXoAMMOCTW MpenocTaB/ieHUs oT4YeTa O pe3ysbTaTax
KJIMHUYECKOro nccnenoBaHus, nccnenoBaHusA OVO3KBUBAJIEHTHOCTH
NIEKapPCTBEHHOrO0 MNpenapaTa, PaspelleHHOro Ans MeauUUMHCKOro MPUMEHEHUs B
Poccuinckon ®depepaunn 6onee paBajauaTU neT, C YKasaHWEM HOPMaATUBHbIX
NMpPaBOBbIX aKTOB, MOATBEPXKAAIOLWNX AAHHbIA CPOK MPUMEHEHUS;



7) HeobxoaMMOCTb OgOpPMIEHNA pa3pelleHns Ha BB0O3 B Poccuinckyto
depnepauunto KOHKPEeTHOM napTum 3aperncTpmpoBaHHbIX " (nnn)
HEe3aperncTpupoBaHHbIX  JIEKAPCTBEHHbIX CPencTB, MNpeAHa3Ha4YeHHbIX ANA
MpoBeOEHNS 3KCNEepPTU3bl JIEKAPCTBEHHbIX CPEeACTB B LENAX rocygapCTBEHHOWN
perncrpaumnu;

8) HeobxoAMMOCTb MPOBEOEHMUA 3KCMEepPTU3bl JOKYMEHTOB, MpeacTaBieHHbIX
ONs onpepneneHnss BO3MOXHOCTU pacCcMaTpuBaTb JIeKapCTBEHHbIA NpenapaT ans
MeAUNLMHCKOro NPUMEHEHUSA MPU OCYLLLECTBJIEHUN FOCYOAPCTBEHHON perucTpauunm
B Ka4yecTBe op(daHHOro IeKapCTBEHHOro NpenapaTa;

9) HeobXxooMMOCTb MPUMEHEHUS YCKOPEHHOW npoueaypbl 3KCNepTUusbl
NIeKAPCTBEHHbIX CPEACTB B LEsIsiX roCyAapCTBEHHON perncTpaumm 1eKapCcTBEHHOI 0
npenapaTa;

10) konun [JOKYMEHTOB, MNOATBEPXAALWMUX YynaaTy rocynapCTBEHHOMN
MOLUJIVHbI:

a) 3a npoBedeHMe 3KCNepTu3bl [OOKYMEHTOB, MpeAcCTaBfeHHbIX AONs
onpenesieHNss BO3MOXXHOCTW pPaCCMATPMBATh JIEKAPCTBEHHbIA MpenapaT Aans
MeNLIMHCKOro NMPUMEHEHMNS MPU OCYLLECTB/IEHUM TOCYyNAaPCTBEHHON perncTpauunmn
B Ka4yecTBe Op(haHHOro IeKapCTBEHHOro npenapaTa;

6) 3a npoBedeHMe >KCNepTM3bl KavyecTBa JIEKAPCTBEHHOro CpeacTBa W
3KCMepTu3bl OTHOLIEHUA OXWAAEMOW MOJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUSN
NeKapCTBEHHOro npenapaTa, paspeleHHOro AAs MeAMUMHCKOro MpUMEHEHUs B
Poccuiickon  ®depepaummn  6Honee pgBaguatu  neT,  MNpuM OCYLLECTBJIeHUU
rocynapCTBEHHOM perncTpaunm 1eKapCTBEHHOro npenapaTa;

B) 3a nMpoBefeHne 3KCNepTU3bl KayecTBa JIEKAPCTBEHHOrO CcpeacTtBa u
3KCNEepPTM3bl OTHOLUEHUS 0XXUOAEMOW MOJb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS
NIeKapCTBEHHOro npenapaTa Anas  MeAUUWHCKOro MNpUMEHeHUss npu  ero
rocyoapCTBEHHOM perncTpaunm;

r) 3a npoBeAeHMe 3KCMNepTu3bl KavyecTBa JIEKAPCTBEHHOro cpeacTtBa u
3KCMepTu3bl OTHOLIEHUS OXXWUAAEMOW MOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEeHUs
NIEKapCTBEHHOro0 npenapata Ajas MeAULUWHCKOro MPUMEHEHUs,, B OTHOLUEHWUU
KOTOpPOro npoBeaeHbl MeXayHapoaHble MHOIOLLeHTPOBbIE KJIMHU4YecKne
nccnenoBaHMs, YacTb M3 KOTOPbIX MNpoBedeHa B Poccuiickon Pepepaunn, npwu
OCYLLIECTBJIEHUWN FOCYNAPCTBEHHOM PErncTpaLnum NeKapCcTBEHHOroO NpenapaTa;

11) Hann4me cornacus nNpPou3BOAUTENIS JIeKapCTBEHHOro npenapaTa,
NMPON3BOACTBO KOTOPOIro OCyLLecTBASeTCa 3a npedenamn Poccuinickon depgepaumn,
Ha NpoBeleHne NHCNEKTUPOBAHNS NPOU3BOANTENS Ha COOTBETCTBME TpeboBaHUAM
npaBu HaaJiexxallen NPon3BoACTBEHHON NPAaKTUKW;

12) Hann4mne cornacus, NpenyCcMoOTPEHHOro YacTbio 18 HacTosAWwen CcTaTb;

13) ykKasaHuMe BMAa JIeKAapCTBEHHOro npenapaTta, MNpeAcTaB/e€HHOro Ha
perncTtpaunto (pedepeHTHbIM JNIeKapCTBEHHbIM MnpenapaT, BOCMPOU3BEOEHHbIN
NIeKapCTBEHHbIN npenapar, Brnonorunyeckumn JIeKapCTBEHHbIN npenapar,
bnoaHanoroBbln  (6bnonogobHLIN)  NeKapCTBeHHbIN  nNpenapaT  (bwoaHanor),
romMeonaTu4yeckuUn JsieKapCTBEHHbIM rMpenapaT, JIeKapCTBEHHbIN pacTUTENbHbIN
npenapaT).

(4yacTb 2 B pen. denepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. PernctpauvoHHoe [0Cbe Ha JieKapCTBEHHbIN nNpenapaTt Aa1g MeaAuLMHCKOro
NPUMeHeHUs NpenocTaBnseTcsa B hopme obLiero TeXHNY4eCcKoro JOKyMeHTa.



(4yacTb 3 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)
4. Pazgen AoOKyMeHTauum agMMHUCTPATMBHOINO XapakTepa BKJOYaeT B cebs:

1) 3aABNeHMe 0 rocyapCTBEHHOW perucTpaunmn nekapcTBEHHOro npenapaTa
ONA MeANLIMHCKOro MPUMEHEeHNs B 3N1eKTPOHHON popMe 1 Ha ByMa)>KHOM HocUTene;

2) KOMMIO LOKYMeHTa Ha PYCCKOM $3blke, 3aBEpPeHHOro B YCTaHOBJIEHHOM
nopsake v NoATBEP>XOaloLWero NpaBoOMOYHOCTb 3asaBUTENS NodaBaTb 3asBJsieHMe O
rocyfapCTBEHHON perncrtpaumm sieKapCTBEHHOro npenapaTta AN MeAULUHCKOro
nPMMeHeHns (40BEPEHHOCTD);

KoHcynbTaHTIINOC: NnpuMeYvyaHue.
C 01.01.2021 B n. 3 4. 4 cT. 18 BHOCATCA UaMeHeHusa (®3 oT 27.12.2019 N 478-
d3).

3) KOMMK NINLEH3MN Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB WM KOMUKO
3aKJIl04EHNUA O  COOTBETCTBUMM  MPOU3BOAUTENS  JIEKAPCTBEHHbLIX  CPeacTB
TpeboBaHMAM MpaBuUa HadseXxallen NPOn3BOACTBEHHOW MPAKTUKK, BblOAHHbIX
YMOJIHOMOYEHHbIM (hefepasibHbiIM OPraHOM MCMOSHUTEIbHOM BAACTU B OTHOLUEHMUN
NPON3BOACTBEHHON MJIOLLAAKN PErnCTPUPYEMOro JlIeKapCTBEHHOro npenapaTta, B
c/lydae, €c/aM Mpou3BOACTBO JIEKAPCTBEHHOrO nMpenapaTta OCYWEeCTBAAETCS B
Poccunckon ®epepaumu;

(B pen. ®epepansHoro 3akoHa ot 04.06.2018 N 140-P3)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.01.2021 B . 4 4. 4 cT1. 18 BHOCATCHA UaMeHeHua (P33 ot 27.12.2019 N 478-
d3).

4) KOMWUK BbIAAHHOM YMOJIHOMOYEHHbLIM OpPraHoOM CTpaHbl MPOU3BOANTENS
NNLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHOMO NMpenapaTa 1 ee nepeBod Ha PYyCCKUN
A3blK, 3aBEpPEeHHble B YCTAaHOBJIEHHOM MOpPsAKe, a TakKXe KOMUI 3aKJIlDYeHUs O
COOTBETCTBUN MNPOU3BOAUTENS JIEKAPCTBEHHbLIX CpencTts TpeboBaHMAM npaBu
Hagnexawen npon3BOACTBEHHOMW MNPAKTUKKW, BbIAAHHOIMO  YMOJIHOMOYEHHbIM
denepasibHbIM opraHom NCNOSIHUTESIbHON BN1IACTUN B OTHOLUEHNN
MPOn3BOACTBEHHON NJIOLWAAKN PErMCTPUPYEMOIrO JIEKAPCTBEHHOIO NpenapaTa, Win
KOMWUID peleHnsa YMOoJIHOMOYEHHOro epdepanbHOro opraHa WCNOJHUTESIbHON
B/ACTW O nMpoBeAeHUN WHCMEKTUPOBAHUA MNPOU3BOAUTENSA  JIeKApPCTBEHHbIX
cpencTts, B C/yvae, ecauM  MpPOU3BOACTBO  JIeKApCTBEHHOro  npenapaTa
ocylwiecTBnseTcs 3a npegenamu Poccumnckonm denepaumnu;

(B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-P3)

5) NpoeKT WHCTPYKUUM N0 MeAULMWHCKOMY TMPUMEHEHUIO JIEKAPCTBEHHOMO
npenapaTa, cofep>xallen cregyouine ceegeHus:

a) HanMeHOoBaHMe NIeKapCTBEHHOr 0 npenapaTa (MexxgyHapoaHoe
HenaTeHTOBaHHOE, WM TPYNMNMPOBOYHOE, WAM  XUMUYECKOe N  TOopro.soe
HanMeHOBaHWUA);

6) nekapcTtBeHHasa dopmMa C yKazaHWEM HAWMEHOBAHWN N KOJMNYECTBEHHOIO
CoCTaBa [OEWCTBYIOWMX BeLWeCTB U Ka4YeCTBEHHOro cocCTaBa BCNOMOraTesibHbIX
BewecTts (Npun HeobXxoOMMOCTM KOJIMYECTBEHHOrO COCTaBa BCNOMOraTesibHbIX
BeLllecTB);

B) onncaHne BHELLIHEro Buaa JeKapCTBEHHOro npenapaTa A MeauLMHCKOro



npuMmeHeHun4d,

r) PU3MKO-XMn4eckme CBONCTBA (ons paavodapmMaueBTUYeCKnx
NleKapCTBEHHbIX NpenapaTos);

n) (hapmakoTepaneBTuUYecKasa rpynna, Koh JieKapCTBEHHOro npenapaTta nis
MeOULNHCKOro rnpUMeHeHus rno aHaTOMO-TepaneBTUYeCKO-XUMNYECKOW
Knaccupukaunm, pekomeHaoBaHHoN BceMnpHonm opraHusaumen 34paBoOXpaHeHus,
NN yKasaHue "romeonaTuU4eCcKninn nekapCTBeHHbIN npenapaT”;

e) hapMakoanHaAMUMKa n hapMakoKMHeTUKA (3a NCKI0YEHNEM
(hapMaKOKMHETUKM romMeonaTu4yeckmnx JIEKAPCTBEHHbIX npenapaTos n
PaCTUTESIbHbIX JIeKAaPCTBEHHbIX MPenapaTos);

)K) MoKa3aHua ons NpuMeHeHus;
3) NPOTMBOMNOKAa3aHUSA a9 NPUMEHEHUS;
) Mepbl NPEeA0CTOPOXXHOCTU NPU NPUMEHEHUN;

K) yKa3aHue BO3MOXXHOCTUW U OCOOBEHHOCTEN MNPUMEHEHUS JNIeKapPCTBEHHOr O
npenapata Aans MeAULMHCKOrO MpUMeHeHUss 6epeMeHHbIMU  >KeHLLUHaMMU,
)KEHWMHaMN B Nepuos rpyaHOro BCKAapMAWBaAHWUSA, [eTbMMW, B3POC/bIMU,
NMELMMN XPoHMYeckme 3aboneBaHuns;

n) pexuMm  0o3npoBaHnA, cnocobul BBeOAEHWNA n npnmeHeHn, npum
HeobxoaMMoCTH BpeM4A npumemMma NekKapCTBEHHOIo npenapata Ana MeanunHCKOro
npunMmeHeHuna, nNpoaoJiXXKUTenbHOCTb JyiedeHuda, B TOM 4Hucne y neten go u nocne
oAHOro roaa,

M) BO3MOXXHbl€ He)enaTesbHble peakunn npun npnMeHeHnMmnm nekKapCrtBeHHOro
npenapata Ana MegUUNHCKOIo npMMeHeHMA;

H) CMMMNTOMbI MEPeao3NUPOBKM, Mepbl MO OKAa3aHU MomMowu npu
nepeno3npoBKe;

0) B3auUMOAENCTBME C JAPYrUMU JNIeKApPCTBEHHbIMU MpenapaTtamMu u (1uan)
MULLEBLIMN NPOAYKTaMU;

n) popMbl BbiNyCKa JIEKAPCTBEHHOI 0 NpenapaTa;

p) yKasaHue (npun HeobxoammocTn) ocobeHHOCTEN OENCTBUS JIEKapCTBEHHOMO
npenapaTta O18 MeAULUWNHCKOro MPUMEHEHUs Mpu MepBOM MNpueMe Wanm Npu ero
OTMEHE;

C) onncaHue (Npu HeobxoaAMMOCTW) AENCTBUA Bpada (dhenbawepa) un (1nn)
nauveHTa Mnpu Nponycke rnpuvmemMa OOHOW WM HECKOJIbKMX [03 JIEKapCTBEHHOrO
npenapaTa 4aa MeanunHCKOro npuMeHeHus;

T) BO3MOXXHOE€ BJUAHUE NneKapCTBeHHOro rnpenapata Agjad MegnumnHCKOro
npnmeHeHm4A Ha CnMocobHOCTb ynpaBNdaTb TPaAHCMNOPTHbLIMWA cpeancrteamm,
MexXaHn3MmaMu,

y) CPOK roAHOCTM W YyKa3aHMe Ha 3anpeT MPUMEHEHUS NeKAPCTBEHHOro
npenapaTa Aas MegMLUMHCKOro NPUMEHEHWS N0 UCTEYEHUN CPOKA FOAHOCTY;

) ycnosmsa xpaHeHUs;

X) YKasaHune Ha HeobxoOMMOCTb XpaHeHWUs JleKapCTBEHHOro npenapaTta Aass



MeONLNHCKOro MPUMEHEHUs B MeCcTax, HeJoCTYMHbIX A/ AeTen;

1) ykKa3aHue (npu HeobxoAMMOCTU) crneuurasbHbiX Mep MNpPenoCTOPOXXHOCTU
MPM  YHUYTOXKEHUM  HEWUCNOJIb30BAaHHbIX JIEKAPCTBEHHbLIX MpenapaTtoB O
MeANLMHCKOro NpuMeHeHus;

4) yC/I0BUSA OTNYCKa,;

L) HAaMMEHOBaHUSA 1 ajpeca MPOM3BOACTBEHHbLIX MJOWAA0K NpPOM3BOAUTENS
JIEKapCTBEHHOr 0 NpenapaTa;

lLl) HaMMeHOoBaHMe, agpec opraHu3auumn, YNoJIHOMOYEHHOW Oep)XaTeneM Uu
BJlafefIbLIEM PErnCTPALMOHHOIO yOOCTOBEPEHUSA JSIeKapPCTBEHHOrO MnpernapaTa Ans
MeANLNHCKOro NPUMEHEHNS Ha NPUHATNE NPeTeH3uin OT noTpebuTens;

6) WHCTPYKUMIO MO  MeAUUWHCKOMY  TMPUMEHEHUI0  WIN  KPaTKYlo
XapakKTEPUCTUKY  JIEKapCTBEHHOro npernapaTta, YTBEP)XAEHHble B  CTpaHe
npon3BoanNTENs;

7) NpoeKTbl MaKeTOB MNEepBUYHOM YMAKOBKW W BTOPUYHOMN YMNAKOBKWU
NleKapCTBEHHOr o0 npenapaTa 4aa MeauuUNHCKOro NpUMeHeHUs;

8) NMpoeKT HOPMAaTMBHOW AOKYMEeHTauun uan HOPMATUBHOrO AOKYMEHTa Ha
NIeKapCTBEHHbIM nNpemnapaT Aasa MeauUUHCKOro npuMmeHeHus numbo ykKasaHue
COOTBETCTBYOLWEN hapMaKoNenHon cTaTbi;

9) AOKYMeHT, coaepXXawiun uHGOpMauMilo O Haanymm uam ob oTCyTCTBUN
aKToOB  perncTpaunm JieKapCTBEHHOro npenapata A8  MeOULMHCKOro
npuMeHeHUs 3a npegenamm Poccnmnckonm depepaumu;

10) KonmuM [OOKYMEHTOB, 3aBEPEeHHbIX B YCTAHOBJIEHHOM TMOPAAKE U
noaTeBepXgalwmx  (GakT  perucTpaumm  JeKapCcTBEHHOro npenapaTta B
MHOCTPAHHbIX FOCYapCTBaxX B KayecTBe ophaHHOro SIeKapCTBEHHOro NpenapaTa;

11) nnaH ynpaBneHWs puckamm pns  OMoNOrMYeckKnx NeKapCTBEHHbIX
npenapaToB A1 MeAULVMHCKOro NpUMeHeHus;

12) DoKyMeHT 0 cucTeme apMakoHag3opa [nep)xaTens wuanm Bnagenbla
PErncTpaLMoHHOro ya0CTOBEPEHMS IEKAPCTBEHHOI0 NpenapaTa;

13) OOKYMEHT, NoATBEP KX AAKOWMA KaYyeCTBO JIEKapCTBEHHOIO npenapaTa Tpex
MPOMBbILLUJIEHHbIX Cepun (NPOTOKON aHanM3a Win cepTudukaT aHanamsa), ofHa
cepys KOTOPOro [AoOJKHa coBrnagaTb C cepuen obpasua Js1eKapCTBEHHOIO
npenapaTa ans MeONLUNHCKOro npuMeHeHus, npencraB/eHHOro Ha
roCyAapCTBEHHYIO perncTpaumio.

(4yacTb 4 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

5. Pazgen xmmmn4yeckon, papmaueBTUYeCKon n Bnonornyeckon AOKyMeHTaLumum
BKIOYaeT B cebsa QOKYMEHThl, coaep)xalwune mHgpopmaunto o apMaleBTUNYeCKON
cybCcTaHUMN W neKapCcTBEHHOM nMpenapaTte AJa8 MeOUUMHCKOro MnpuMeHeHus,
rnpouecce ero NpoM3BoOACTBa N MeTOAaX KOHTPOJISA KayecTBa, B TOM Yuce:

1) konuio [OKyMeHTa, coepykaliero C/efyowy UWHpopMaumio o
apMaueBTuyeckon cybctaHumm nam papmMmaueBTUYECKNX CyBCTaHLUMAX, BXOASLLNX
B COCTaB JleKapCTBEHHOro npenapaTta, 3@ WCK/AKYeHneM WHdopMauum o
hapMaueBTUYeCkKux CcybcTaHUMAX, BKJIOYEHHbLIX B TOCYyLapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CpeacTB B COOTBETCTBUM CO CcTaTben 34  HacTosAWero
denepanbHOro 3aKoHa:



(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 462-93)

a) HanmMeHoBaHMe apMaueBTUYeCcCKon cybcTaHuun, ee CTpPyKTypa, obwiune
CBOWCTBaA;

6) HaunMeHoBaHMe 1 agpec NpousBoanTens;

B) TeXHoOorms npomssoacCTBa C OonNMCaHNeEM cTaaun npomn3ssoancCcTtBa N MeTonoB
KOHTPOJIA Ha BCeX CTagnax npon3soncTtBa;,

r) onncaHue paspaboTku npouecca Npon3BOACTBA;

) onucaHMe  KOHTPOJS  KPUTMYECKMX  CTaaui  Npou3BoACTBa WU
NPOMEXXYTOYHOWN NpoayKUnK;

€) OOoKyMeHTaJibHoe NOoATBepXAeHue (Banmpauns) npoueccos m (KUam) mx
OLLEeHKa;

>K) CBOMCTBA M CTPYKTYpa AENCTBYIOLLMX BELWLECTB;
3) XapaKTepucTuKa npmmecen;
n) cneyndurkayms Ha papMaueBTUYeckyto cybctaHumio n ee o06oCHoBaHMeE;

K) aHanMTU4YeCKne MeToOMKWU, UCMOJb3yeMble MPU OCYLLECTBAEHNN KOHTPOIS
KayecTBa papMaLeBTU4ecKon cybcTaHumm;

N) OOKYMeHTaJIbHOe MNoATBepXXAeHne (Bannaauns) aHaIMTUYeCKMX MEeTOAVK,
NCMONb3yeMbIX MpPM OCYLLECTBJIEHMN KOHTPOJS KayecTBa apMaleBTUYECKOMN
cybcTaHuup;

M) pe3ysibTaTbl aHaNn3a cepuin papmaueBTm4eckon cybctaHuuu;

H) nepedyeHb CTaHAapPTHbIX O6pa3LI,OB ninm BewecTB, WCMNOJIb3yeMbIX TMpn
OCyLLeCTBNEHNN KOHTPOJIA Ka4yeCTBa,

0) OMUCaHWe XapaKTePUCTUK U CBOWCTB YMAKOBOYHbIX MaTepUasioB W
YKYNOPOYHbIX CPEeACTB;

N) AaHHblE 0 CTAabUNbLHOCTK hapMaLEeBTUYECKON CybCcTaHunK;
p) CPOK FrO4HOCTW;

1.1) B OTHOWeEHMN apMaLeBTUYEeCKNX CyOCTaHUMA, BXOOALWMUX B COCTaB
JleKapCTBEHHOro npernapaTta W BKJIIOYEHHbIX B TrOCy[apCTBEHHbLIN peecTp
NIeKapCTBEHHbIX CpeacTB B COOTBETCTBUM CO CTaTben 34  HacTosAwero
depepasibHOro 3akoHa, - KOMMA [OOKYMEHTa, coAepykaliero CcieayoLyo
MHOpMaLunIo:

a) HauMMeHoBaHMe apMaueBTUYeCKon cybCcTaHuuM, ee CTPyKTypa, obuime
CBOWCTBA;

6) HanMmeHoBaHMe 1 agpec NPONU3BOAUNTENS;
B) pe3ynbTaTbl aHa/M3a cepuin papmaueBTnYeCckon cybcTtaHumm;

) CPOK rogHOCTW;
(n. 1.1 BBeageH ®epepasibHbiM 3aKOHOM OT 27.12.2019 N 462-93)

2) [OOKYMEHT, COAepXallui cnepylolime CBeAeHUs O JIeKapCTBEHHOM



npenapate ana MeguuymnHCKoro npmMeHeHmA:

a) OMnuWcaHMe U1 COCTaB JIEKAPCTBEHHOro npenapata A48 MeAULUHCKOro
NpPUMeHeHus;

6) onucaHue hapmaueBTmnyeckon paspaboTkm (obocHoBaHmne Bbibopa cocTaBsa,
MepPBMYHOWN YMNAaKOBKU N NHOIO);

B) TeXHOoNOorms nponssoncCctBa C onMcaHmnem CTagun npomnssonCcTtBa N METOLO0B
KOHTPOJ14 Ha BCEX CTaaAnAX NMpon3BoaAcCTBa,

) onucaHme KOHTPONS KPUTUYECKUX CTaAuiA npouecca npousBoACTBA U
NPOMEXYTOYHOW NMpoayKLUNK;

[) HauMeHOBaHMe W ajpec MecTa OCywecTBJeHUa Mpon3BOACTBA
NIeKapCTBEHHOro npenapaTta 408 MeAUUWHCKOro NpuUMeHeHus (B ciyyYae Hannm4uns
HECKONIbKMX Y4YaCTHUKOB Mpouecca NpouM3BOACTBa HEOOXOAMMO yKa3aTb Kakaoro
N3 HUX);

e) (hapMaLleBTUYECKAs COBMECTUMOCTb;
) MUKPOBUNONOTrMYecke XapakTepPUCTUKN;
3) MaTepuanbHbIn BanaHc 418 NPON3BOACTBA CEPUU FOTOBOMO MPOAYKTA;

M) onucaHWe XapaKTEPUCTUK W CBOWCTB YMNakKOBOYHbLIX MaTepuasioB u
YKYMNOPOYHbIX CPEeACTB;

K) LOKyMeHTanbHOoe noatBepXXAeHue (Bannpaumsa) rnpoueccoB rnpovssBoacTBa
n (MKN) X OLLEHKA;

n) TDGGOBaHI/IFI K Ka4decCcTBy BCrNnomMoraTtejibHbIX BeELLECTB (CepTVI(bI/IKaT,
CI'IELI,VI(DVIKaLl,VIFl Ha BCNOMOraTesibHble BewecTBa U nx obocHoBaHme);

M) aHaNUTUYEeCKne MeToOuKkwy, ncrosiblyemsble npun ocywecTtBJIEHUN KOHTPOJIA
Ka4deCTBa BCNoMoraTteJibHbIX BELECTB,

H) OOKYMEHTa/bHOe NoATBep)XAeHne (Bannaauuns) aHanuTUYeCKNX MeToOuK,
NCNONb3yeMbIX TMPU OCYLWECTBJEHUN KOHTPOJIS KayecTBa BCNOMOraTesibHbIX
BEeLLLeCTB;

o) I/IH(*)OpMaLI,VIFl 06 NCMnoJib30BaHNN BCMoOMoOraTeJibHbIX BelwecTB
4yenoBe4deCKoro n XXMBOTHOIMoO NponcxoxxaeHus,

n) nHcpopmauma 06 NCNosb30BaHUM HOBbIX BCMOMOraTe IbHbIX BELLLECTB;

p) TpeboBaHUS K Ka4yeCcTBY JIeKapCTBEHHOro rnpenapaTta Aas MeAUUUMHCKOro
npuMmeHeHus (cepTudmnkaT, crneundurkaunsa Ha JleKapCTBEHHbIN npenapaTt U ux
obocHoBaHuMe);

C) aHaUTU4YeCKne MeToaunKku, ncrnosb3dyemble Mnpm ocywiecTtBlEHUN KOHTPOJIA
Ka4eCTBa JIEKAaPCTBEHHOI O rNnpenapata oad MeaNUNHCKOro NnpuMeHeHNA;

T) NOKYMEHTasibHOe MoATBep)XAeHue (Banuaauns) aHaMTUYECKUX MEeTOAUK,
NCNOJIb3yeMbIX MNPU  OCYLLUECTBJIEHUN KOHTPOJIS KayecTBa JIeKapCTBEHHOro
npenapaTta Anas MeauuMHCKOro NpuMeHeHus;

y) pe3ynbTaTbl aHa/lM30B CEPUN  NIEKAPCTBEHHOro npenapata Afs
MeANLVNHCKOro NPUMeHEeHUs;



&) XapakTepucTuKa npumecen;

X) nepedyeHb CTaHOaAPTHbIX o6pa3u,03, NCNoJsib3yeMbliX MNpun ocywwecCTBJIEHUN
KOHTPOJ14 Ka4YeCTBa JIEKaPCTBEHHOI O rNMpenapaTa 414 MeEANLIMHCKOIO NpMMeHEHNA,

L) AaHHblE 0 CTabMNbHOCTU NEeKapCTBEHHOro npenapaTta Aas MeguumMHCKOro
npUMeHeHus.
(4acTb 5 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

6. Paspen GapMaKosIOrMYeCKoW, TOKCUMKONOrMYeCcKoOn  OOKyMeHTauuu
BKJItoyaeT B cebs oT4yeTbl O pe3ysbTaTaX AOKJANHUYECKMX WCCNenoBaHWuiA
JIeKapCTBEHHOro cpeacTBa A1 MeAULVHCKOrO NPUMEHEHNs, B TOM YUCTE:

1) oTyeT 0 hapMakKoOAMHAMUYECKUX NCCe0BaHUSAX;
2) oTYeT 0 (hapMaKOKNHETNYECKNX UCCNEeNOBaHNUSAX;

3) OTYET 0 TOKCUKOJIOrMYECKUX NCCnenoBaHnNAX.
(4yacTb 6 B pen. denepanbHOro 3akoHa oT 22.12.2014 N 429-03)

7. Pa3pen KAMHMYECKOW [OKYMeHTauuu BKJ4YaeT B cebs oT4yeTbl O
pesynbTaTax KJNHUYECKUX WCCNefoBaHUN JieKapCTBEHHOro npenapaTta Ans
MeLUNUMHCKOro NMPUMeHEeHNs, B TOM YUCTIE:

1) otyeTbl 06 wuccnepoBaHuAx 6MOOOCTYNMHOCTM U OGUO3KBUBANIEHTHOCTH,
NCccnenoBaHMAX, YCTaHaBAMBAIOLWMX KOPPENAUMo pe3ysbTaToB, MOJIyYEHHbIX B
ycnoBuaXx in vitro v in vivo;

2) oTYeTbl O (papMaKOKNHETUYECKNUX UCCried0BaHUAX;
3) oT4eTbl 0 PapMakoAMHAMUYECKUX NCCNeA0BaHUSX;
4) OTYETbl 0 KJIMHUYECKNX NCCIef0BaHNAX 3PPEKTUBHOCTU 1 6€30MaCHOCTK;

5) oT4yeT 0 NOCTPErncTpaLMoOHHOM OMbiTe NPUMEHEHUS (NP HaNU4YuNn).
(yacTb 7 BBegeHa depepasibHbIM 3aKOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHus K o0b6bemy uWHGOpPMaUUN, NpenocTaBNseMoOnN B COCTaBe
pernucTpaumMoHHOro Aocbe, AN OTAEeJIbHbIX BUOOB JIEKapCTBEHHbIX MpenapaTosB A4
MeAVLUWHCKOro MNpuMMeHeHUsa YyCTaHaBJIMBAOTCA YMNOJIHOMOYEeHHbIM defepasibHbIM
OpraHoM UCMOJIHUTESIbHOWN BACTW.

(4yacTb 8 BBepeHa depepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTI10C: MpnuMeYdaHume.
C 01.03.2020 B 4. 9 cT. 18 BHOCATCA M3MeHeHnsa (P3 oT 27.12.2019 N 475-P3).
Cm. byoylyto pegakuumio.

9. B oOTHOWEHMM NEeKaApPCTBEHHbIX MpenapaToB, pa3pelleHHbIX AN
MeAULWHCKOro npuMeHeHnsa B Poccunckon depepaunn 6onee gBaguaTtu net (3a
NUCKJIO4YeHeM  burnonornyecknx JeKapCcTBEHHbIX MpenapaToB), [AOOMycKaeTcs
BKJlOYEeHMe B COCTaB pa3fgena GapMakoNorn4eckom, TOKCUKOSIOMNYECKON
OOKYMEeHTauuMn 1 pasfena KIANHWYECKOW OOKYMEeHTauuum BMecTO oOTvyeTa
paspaboTymka 0 pe3yabTaTax COBCTBEHHbIX [OOKJINHUYECKMX WNCCeA0BaHUN
NIEKapCTBEHHbLIX CPeACTB U KJIMHUYECKUX WUCCNEeAOBaHUN  NIeKAapCTBEHHbIX
npenapaTtoB [AJ8 MeOUUWMHCKOro rnpuMmeHeHnsa o0630pa  Hay4HbiXx paboT o
pesyfabTaTaX OOKJIUHUYECKUX WUCCNeLOBaHUNA  JIEKapCTBEHHbLIX CpeacTtBs WU
KJIMHUYECKNX MNCCNenoBaHUN [aHHbIX JIEKAPCTBEHHbIX MpenapaToB, B TOM 4ucne



BKJ1OYAA ONbIT MX NOCTPErncTPaLMoOHHOIro NPUMEHeHUs.
(4acTb 9 BBeneHa dPepepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

10. Mpwn rocynapCTBEHHON perncTpaunm BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX
npenapaToB AJ19 MeOUUMHCKOro rnpuMeHeHna LOoMyCcKaeTCs BKJIOYEHMEe B COCTaB
pasgena (apMakKosIOrM4eCcKom, TOKCUKONIOMMYEeCKOM [OKYMeHTauunm u pasgena
KJIMHUYECKON [OOKYMEeHTauum BMeCTO oT4yeTa pa3paboTymka O pesynbTaTax
COBCTBEHHbIX OOKJINHUYECKUX WCCNenOoBaHUN JleKapCTBEHHbIX CpeacTB ob3opa
Hay4YHbiXx paboT 0 pe3ynbTaTax AOKJIMHUYECKUX WCCefoBaHUN pedepeHTHOro
NIeKapCTBEHHOro  npenapaTa n npencTtaB/ieHne  BMECTO  KJIMHUYECKUX
nccnenoBaHMm B MOJHOM obbeme, YCTaAHOBJIEHHOM pa3fesioM  KJAUHUYECKOW
OOKYMEHTauun, oT4YeTa O pe3yabTaTax uccnenoBaHunm 6MO3KBMBANIEHTHOCTU
BOCMPON3BEOEHHOI0 JIEKAPCTBEHHOr0 NpenapaTa 419 MeaAnLNHCKOro NpMMeHeHus.
He TpebyeTcs npeacTtaBieHuMe oT4eTa O pe3ynbTaTax  WUCCAeLOBaHMUN
6MO3KBMBANEHTHOCTN BOCMPOM3BEOEHHOrO0 JIEKAapPpCTBEHHOro npenapaTta An4
MEeOVUWMHCKOro  NPUMEHEeHUs, ecan  pPerucTpupyroTca  BOCNPOU3BEAEHHbIE
NeKapCTBEHHbIe NpenapaTbl 418 MeONLNHCKOrO MPUMEHEHMNS, KOTopble:

1) npegHa3sHayeHbl ANs NapeHTepasibHOro (MOAKOXXHOF0, BHYTPUMbILLEYHOTO,
BHYTPMBEHHOIr0,  BHYTPWUra3sHOro,  BHYTPMMNOJIOCTHOrO,  BHYTPUCYCTaBHOrO,
BHYTPMKOPOHAPHOIro) BBEAEHUS N NpencTaBnsioT cobol BOAHbIE PpacTBOPbI;

2) NpeAcTaBasaoT coboi pacTBOPbLI AN NepopasibHOro NPUMeHeHUs;

3) npou3BeneHbl B (hopMe MOPOLLUKOB UK NOPUIN3ATOB A4S NPUrOTOBNEHUSA
pacTBOPOB;

4) aBNAOTCA rasamu;

5) SBASAOTCS YWHbLIMA WAW T[Na3HbIMWU JIEKAPCTBEHHLIMU MNpenapaTamu,
npon3BeAeHHbIMN B (pOpMe BOAHbIX PacTBOPOB;

6) npenHa3HavyeHbl ONS MECTHOro NPMMEHEHUs W MPUroToBJeHbl B opMe
BOOHbIX PaCTBOPOB;

7) npepnctaBnaoT cobon BOAHble pPacTBOPbI A1 UCMOSbL30BaHUSA B dopme
MHranauum ¢ nomMowbio Hebynansepa wAnM B KadecCTBe Ha3aJlbHbIX CMpPeEes,
NPMMeEHSEeMbIX C MOMOLLbIO CXOOHbIX YCTPOWCTB.

(4yacTb 10 BBepeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. Ina cny4aes, yKa3aHHbIX B NyHKTax 1 - 3, 5 - 7 yactn 10 HacTosAwen
CTaTbW, BOCMPOM3BELAEHHbIAN JIEKAPCTBEHHbLIAN nMpenapaTt And MeguumHCKOro
NMPUMEeHeHUsa OO0JDKEH coAep)XaTb TakKme »Ke BCroMoraTesibHble BelecTBa B TakuX
Ke KOMm4yecTBaxX, Kak N pedepeHTHbIN leKapCTBEHHbIN npenapaT. Ecam cocTasbl
BCMOMOraTesibHbIX BeLWeCcTB pPas3/In4yaloTCsd, 3asaBUTeNlb LOJDKEeH nMnpencrtaBuTb
JoKas3aTenbCTBa TOro, YTO WUCMOJIb3yeMble B  [OaHHbIX KOHUEHTpauunsax
BCNOMoOraTe/ibHble BelwecTBa He BAUAIOT Ha 6be3onacHOCTb 1 (nan) ahpeKTUBHOCTb
JIeKapCTBEHHOro npenapata 49 MeOUUMHCKOro npuMeHeHus. B cnyvae, ecnm
3a8BUTE/Ib HE MOXKET MNpencTaBUTb Takue AokKasaTenbCTBa U (Mnu) He wmnmeer
[OCTyna K COOTBETCTBYWOWMUM LaHHbIM, OH OOJ/DKEeH NpoBeCTU COOTBETCTBYIOLLME
nccnenoBaHus ans AOKa3aTesbCTBa OTCYTCTBUA BJINAHNSA pa3HbIX
BCNOMOraTesibHbIX BELWECTB UM BCMNOMOraTe/lbHbIX YCTPONCTB Ha 6e30nacHOCTb U
(nnn)  >(p(peKTMBHOCTL  JNlIeKapCTBEHHOro npenapaTta gha  MeaAUUUHCKOro
npuMeHeHUs B TMopsAgkKe, YCTaHOBJIEHHOM YMOJIHOMOYeHHbIM denepasibHbIM
OpraHoM UCMNOJIHUTENIbHOW BNACTW.

(4yacTb 11 BBegeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12. Mpn rocyaapCTBEHHON perncrpayunmn KOMBuHauunmn paHee



3aperncTpmpoBaHHbIX JleKapCTBEHHbIX rnpenapaTos ons MeONUWNHCKOro
npMMeHeHUsa O0MNyCKaeTCs BKJIlOYEHME B COCTaB pa3fesia (apMakosiorm4eckon,
TOKCUKONIOMMYECKOW OOKYMEHTauum un pasfena  KIAMHUYECKON [OKYyMEeHTauumn
BMeCTO oT4yeTa pa3paboTymka o0 pe3ysnbTaTax COBCTBEHHbIX AOKJANHUYECKUX
nccnenoBaHMM NeKapCTBEHHbIX cpeacTB 0630pa Hay4HbIX paboT o0 pe3synbTaTax
OOKJINHUYECKMX UNCCnenoBaHnn pedepeHTHbIX JIeKapCTBEHHbLIX MNpenapaTos,
BXOAALLNX B COCTaB KOMOMHaLMM NeKapCTBEHHbIX NpenapaToB, 1 06 OTCYyTCTBUN NX
B3auUMOLENCTBUSA B O4HON IeKapCTBEHHON hopMe.

(yacTb 12 BBepeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha 3KcnepTusy pas/iMyHbIX JIEKAPCTBEHHbIX (OPM OAHOr0 W TOro >Xe
JIeKapCTBEHHOro npenapaTta Aas MeguuMHCKOro rnNpuMeHeHus  3asBuTesb
npencrtaBnsgeT OTAesibHble 3asBNEHUA U PEerucTpaumoHHbIE O0CbEe Ha KaXkayto
JleKkapCTBEHHYO dopMmy. pu ycnosum OOHOBPEMEHHOM MNoOAaydYM Ha SKCNepTusy
OOHOW JIeKapCTBEHHOW (OpPMbl C pPa3/IMY4HLIMX [O03UPOBKOW, KOHLUEHTpauunen,
o6beMoM 3asfABUTENb NpencTaBAseT O4HO 3asBNE€HNE N PerucTpaumoHHoe aocbe C
MPUI0XKEHNEM MaKeTOB  YNakKoBOK Ha Kakayto  OO03MPOBKY, Kakayto
KOHLEHTpaLumMio, KaXKablh 06beM 1 Ka)K[oe KOMYeCTBO A03 B YNaKOBKE.

(4yacTb 13 BBegeHa PepepasbHbIM 3aKOHOM OT 22.12.2014 N 429-®3)

14. TMpn rocypapCTBEHHOW peructpaunnm opgaHHOro JsieKapCTBEHHOro
npenapaTa 3aaBMTeNb MNpeacTaBiaseT  UMHpopmauuio, Heobxoammyo  Ons
opMUpoBaHUSA pa3gena KJIANHUYECKON LOKYMeHTauuu, B obbeme, yCTaHOB/IEHHOM
YNOJIHOMOY€EHHbIM (hefepasibHbIM OPraHoOM UCMNOJIHUTE/IbHOW BNAaCTW.

(4yacTb 14 BBegeHa PenepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. NMpu pernctpaumm 6BMONOrNMYEeCKOro JEeKapCTBEHHOro npenapaTa,
MoJly4eHHOro M3 KpoBW, MJa3Mbl KPOBW YesioBeKa, B COCTaBe perucTtpalyoHHOro
A0Cbe Ha JieKapCTBEHHbIN MnpenapaT ANS MeAUUWHCKOro MNpUMeHeHUa [O0JIXKHbI
ObITb NMpeAcTaB/eHbl 4OMNO/IHUTEbHO:

1) B pa3pene L[OKyMeHTauUUM agMUHUCTPATUBHOIO XapakKTepa [LOKYMEHT,
coaepxawmim nHgpopmMaumnio o cybbekTax obpalleHns AOHOPCKON KPoBU U (Mnun) ee
KOMMOHEHTOB, 0 TOoM, rae 6bina ocyuwlecTBaeHa AoHauus (KpoBu v (Mnm) nna3mbi
KpPOBM), a TakXe pAaHHble 06 WHMEeKUMOHHbIX 3aboneBaHuAX, MnepenaroLLnxcs
napeHTepasbHbIM NyTeM, NHpopMaLumsa o cybbekTax obpalieHna LOHOPCKOM KPOBU
n (MNn) ee KOMMOHEHTOB, B OTHOLWEHUN KOTOPbIX OCYLLEeCTBNAAETCA KOHTPOJib
JOHOPCKOW KPOBU U (U1N) ee KOMNOHEHTOB;

2) B pasgene xuMmu4eckow, (papmauesTmyeckom n  bBuonorvveckon
OOKYMeHTauunun:

a) KpuTepun 1 cnocobbl oTbopa, TPAHCNOPTUPOBAHUA N XPAaHEHNA OOHOPCKOWN
KpOBU 1N (M) ee KOMIMOHEHTOB;

0) pe3synbTaThl UCCNenoBaHNM 0TOBPaHHbLIX JOHOPCKOW KPOBU U (MAKM) nnasmbl
KPOBM W NYJIOB Ha Haanyue Bo3byamTenen MHpekunn, BKIOYasa MHpopMaumio ob
NCMONb30BaHHbIX MeToAMKax WuccnefoBaHWM M B Cllyd4ae WUCCefoBaHUsA MyJioB
nJja3Mbl KpPOBU pe3ynbTaTbl [OOKYMEHTasIbHOro NoATBepXAeHusA (Banngauumn)
NCNOJSIb30BaHHbIX METOAUK;

B) TEXHUYECKNE XapaKTepUCTUKMN YNakKoBKM ANna oTbopa OOHOPCKOW KPOBU U
(nnn) nnasmbl KPOBW, BKJOYasA WHGopmMauuio 06 MCNoJsb30BaHHbLIX pacTBOpax
AHTUKOArynsHTOB.

(yacTb 15 BBegeHa PegepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

16. KinuHnyeckme  wuccnepoBaHUA  JIeKApPCTBEHHOro  npenaparta 44
MEeAVLUWMHCKOro TMpUMEHEHUA B LeNSX €ero rocyaapCTBEHHOM perncrpaummn



nposoaaTcs B Poccunckon depepaynm B nopsake, yCTaHOBEHHOM CTaTbsaMn 38 -
44 HacTosdwero depepanbHOro 3akoHa. OT4yeT O NpoBefeHHbIX UCCNefoBaHUAX
BKJIlOYAETCA B COCTaB pas3fesia KIANHUYECKOW [OKYMeHTauuu peruncrpaloHHOro
0OCbe Ha JleKapCTBEHHbIM npenapat pgasa MeguuumHCKOro npuMeHeHuda. [Ons
NleKapCTBEHHbIX rMpenapaTtoB A/ MeAULUMHCKOro MpPUMEHEeHUs, B OTHOLUEeHUU
KOTOpPbIX B pe3ynbTaTe 3KCNepTu3bl [OOKYMEHTOB, MpeACTaB/IeHHbIX A4
onpeneneHna BO3MOXHOCTM pacCMaTpuBaTb JIeKAPCTBEHHbIW npenapaTt 414
MeANLMHCKOro rNpuMeHeHus B KadyecTBe opgaHHOro JieKkapCTBEHHOro rnpenapara,
Takas BO3MOXXHOCTb MNPU3HaHa N B OTHOLLUEHUN KOTOPbIX MPOBeAEHbl KIMHUYeCcKune
nccnenoBaHUs, BbIMOJIHEHHbIE 3a npegenamu  Poccmnckon ®depepaumm B
COOTBETCTBUM C MNMpaBuaMu Hagsexallen nabopaTopHON MPaKTUKKM N MpaBuiamum
Hagnexalen KIMHNYECKON NPakKTUKK, AoNyCcKaeTCsa BKKOYeHWe B COCTaB pa3fena
KJIMHUYECKON OOKYMeHTauunm BMeCTO OT4yeTa O pe3sysbTaTax KJAMHUYECKUX
nccnenoBaHUM JIeKapCTBEHHOro rnpenapaTta Aasa MeguuUHCKOro MpUMEHEHNs,
npoBefeHHbIX B Poccunckon ®depepaumm, otyeTa O pe3ynbTaTax KAUHUYECKUX
nccnenoBaHWM, BbIMOJIHEHHLIX 3a nNpeaenamu Poccnmnckon depepaumnn.

(4yacTb 16 BBeaeHa PefepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTI0C: MpuMeYdaHume.
C 01.01.2021 4. 17 cT1. 18 n3naraetcs B HoBon pedakuum (®3 ot 27.12.2019 N
478-03).

17. 3aaBntenb BNpaBe NpeacTaBuUTb MO COOBCTBEHHOW MHMUMATMBE BMecCTe C
3a8B/IeHMEM O FOCydapCTBEHHOM perncrtpaynm fekapCTBEHHOro npenapaTta Anas
MeOUNLMHCKOro npPMMeHeHns OOKYMEHTHI, noaTeepxgarume ynnaTty
rocynapCTBEHHOW MOLWJMHBLI U YKa3aHHble B NyHKTe 10 4acTn 2 HacTosALWEN CTaTbu.
B cslyydae nx HenpencTaB/eHNs COOTBETCTBYOLWMNN YMNOJIHOMOY€EHHbIN
denepasibHbii  OpraH WUCMOJIHUTENLHON BAACTM nNpoBepseT (aKT ynaaThl
rocynapCTBEHHON MOLLJINHbI 3a8BUTENEM nocpencTsom MCNOJSIb30BaHUSA
nHopMaumm o6 ynnaTte TrocynapCTBEHHOW MOLWJMHbBI, COoAep Kallencs B
focypnapCTBEHHOMN WH(POPMaLMOHHON cncrteme o] rocynapCTBEHHbIX "
MYHUUMNANbHbIX MAaTe)XXaX, Ha OCHOBAHWUM MPeACTaB/IEHHbLIX 3asBUTENIEM KOMUWA
OOKYMEHTOB, MoATBEP>XXAAOWMX yrjaaTy rocyaapCTBEHHON NOLWANHBI.

(4yacTb 17 BBegeHa PepepasbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

18. He ponyckaeTcs uCnosib30BaHME B KOMMEpYeCKuxX uensax nHpopMauum o
pesynbTaTaxX AOKJINHUYECKUX  WUCCNefOBaHUA  JIEKApCTBEHHbIX CpeacTtB wn
KJIMHNYECKMUX WUCCNefoBaHNM JNleKapCTBEHHbIX MpernapaTtoB ANf MeaULUHCKOro
NnPUMeHeHus, npencTaB/IeHHON 3asBUTENIeM A1 FOCyLapCTBEHHOW permncrpauumn
NleKapCTBEHHOro npenapaTta, 6e3 ero cornacusa B TeYeHMe wWeCcTu neT C gaThl
rocyflapCTBEHHOW perncTpauum pegepeHTHOro JsieKapCTBEHHOro npernapaTta B
Poccunckon ®epepaumn.

(4yacTb 18 BBegeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. [epxaTtenb wnn BJrageney pPernucTpaunoHHOro yaooCcTOBEpPEeHUs
JIeKapCTBEHHOro  npenapata Ha  6OMOTEXHONOrn4YecKnin nnn  opcaHHbIN
NleKapCTBEHHLIN npenapaT o6s3aH npenocTaBnATb Ha BO3ME34HOM OCHOBE
obpa3ubl pedepeHTHOro  fIeKapCTBEHHOro npemapaTta  3adaBUMTeNsaIM 414
npoBeAeHnNa KIANHUYECKMX wuccnepgosaHmm. CTtomMocTb obpa3ua pedepeHTHOro
NIeKapCTBEHHOr0 npenapaTa, BKJYEHHOr0 B NepevyeHb XU3HEHHO He0BXoONMbIX U
Ba>KHeENLLINX JNleKapCTBEHHbIX npenapaTos, He OOJDKHa rnpeBblWaTb
3aperncTpmMpoBaHHYIO  NpefesibHyl0  OTMNYCKHYI LEeHYy Ha  pedepeHTHbIN
JIeKapCTBEHHbIM MnpenapaT WAM LeHYy Ha JieKapCTBEHHbLIN npenapaT B CTpaHe
rnponsBoanTens.

(4yacTb 19 BBeageHa PepepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)



20. 3agBneHMe 0 rocygapCTBEHHOW perucTpauunm BOCMPOU3BEOEHHOrO
JNlIeKapCTBEHHOro npenapaTta 418 MeanUNHCKOro NpuMeHeHns MoxXeT BbiTb NogaHo
B YNOJTHOMOY€EHHbIN denepanbHbIn opraH NCNOJIHUTESIbHOWN BJ1ACTN,
OCYLLECTBNIAIOWMNNA rOCy[apCTBEHHYIO perncTpauunio sieKapCTBEHHbIX MpernapaTos,
MO NCTEYEHUN YeTbIpex NeT C AaTbl rOCyJapCTBEHHON perncTpaunm peepeHTHOro
JleKkapCTBEHHOro npenapata B Poccnnckon depepauun.

(yacTb 20 BBegeHa PenepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBneHune O TrocypapcTBeHHOW peructpaumm  6moaHanorosoro
(bnonopobHoro) nekapcTBeHHOro npenapata (bnoaHanora) moxeTt 6bITb NOAAHO B
YMOJHOMOY€EHHbIN henepanbHbIN opraH MCNOJIHUTENIbHON BJ1ACTW,
OCYLLECTBJIAIOWNA rOCYAapCTBEHHYIO perucTpaunio NekapCTBeHHbIX MnpenapaTos,
no UCTeYeHUn Tpex NeT C AaTbl rocyfapCTBEHHOMW perucrtpaunm pedepeHTHOro
NlekapCTBEHHOro npenapaTta B Poccuinckon depepaumn.

(4acTb 21 BBeaeHa PepfepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. [epxaTenb wau BJageney, pPernctpauuMoHHOro yaocToBepeHwus
JIeKapCTBEHHOro npenapaTta npencrasnseT B YMNOJHOMOYEHHbLIN (enepanbHbIn
opraH WCNOJIHUTE/NIbHOMN BJlACTW, OCYLIECTBAAIWMNA PYHKUMM NO KOHTPOID W
Hag30py B cepe 34paBOOXpaHEHUs, OTHeT Mo pe3ysbTaTaMm dapMakoHag3opa
OOWH pa3 B LWeCTb MecAueB B TeyeHWe ABYX JieT nocsie rocynapCTBEeHHOW
perncrtpaunn nekapcTBeHHOro npenapaTa B Poccnnckon depgepaunn, exxerogHo B
TeyeHune nocsenyLmx Tpex feT 1 B fasibHenwem oanH pa3 B NATb NeT.

(4yacTb 22 BBegeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Ctatba 19. NpuHATUE peLueHUs O Bbifaye 3KCNepPTHOMY Y4YpeXXneHuio
3ap4aHuA Ha NpoBeaeHue 3KCNepTusbl JIEKAPCTBEHHOro cpeacTBa
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. B TeyvyeHue pecatn paboymx [HEN CO LOHA TMPUHATUA 3aaBJIeHUA O
rocy0apCTBEHHOMW perucTpauum JsieKkapCTBEHHOro npenapata COOTBETCTBYOLLUN
YMNOJIHOMOYEHHbIN  efepasibHblIA  OpraH WCMONHUTENbHOW BJlaCTU  NPOBOAMUT
NpoBepKY NOJZIHOTbI, [OCTOBEPHOCTM n NpaBUIbLHOCTN ohopmeHuns
npeacCTaBNEeHHbIX [OOKYMEHTOB pPerucTpauyMoHHOro [OCbe Ha J1IeKapCTBEHHbIN
npenapaT v NPUHUMaET peLlleHne o Bblgayvye 3alaHns Ha NnpoBefeHune:

1) 3KcnepTu3sbl  OOKYMEHTOB, MpPeACTaB/eHHbIX O4A  onpegeseHus
BO3MOXXHOCTM pacCMaTpuBaTh JIEKAPCTBEHHbIA MnpenapaT Oas MeOuLUHCKOro
NPMMEHEHNA MNPU OCYLLECTB/IEHUN TFOCYyOAPCTBEHHOW perucTpaunm B KayecTBe
OpaHHOr0 SIEKApPCTBEHHOr 0 NnpenapaTa;

2) 3KCNepTu3bl JIEKAPCTBEHHOrO CPeAcTBa B Y4acTW 3KCNEPTU3bl KayecTBa
JIEKAPCTBEHHOr0 CpeAcTBa W 3KCMEPTU3bl OTHOLUEHUS OXXMOAEMOW MOJb3bl K
BO3MOXXHOMY PUCKY MPUMEHEeHUs NIeKapCTBEHHOro npenapaTta Aas MeauuUMHCKOro
NpUMeHeHus;

3) 3KCnepTu3bl JIEKapCTBEHHOrO CpefcTBa B 4acTU 3KCNEpTU3bl KadecTBa
JIeKapCTBEHHOro CpencTBa M 3KCNEepPTU3bl OTHOLWEHUSA OXWUAaeMOW MoJsib3bl K
BO3MO>XHOMY PUCKY MNPUMEHEHNs NIeKapCTBEHHOro npenapaTta Ans MeaULUHCKOro
NPUMEHeHUs B MOpsSAKe YCKOPEHHOW npouenypbl 3KCMNepTusbl JieKapCTBEHHbIX
CpelncTB B COOTBETCTBUN CO CTaTbel 26 HacTosawero denepasibHOro 3aKoHa;

4) 3KCNepTu3bl NEKAPCTBEHHOro CpencTBa B OTHOLWIEHUWM JIEKAapPCTBEHHOrO
npenapaTa Ans BETEPUHAPHOIro NPUMEHEHUS.

2. YNONMHOMOYEHHbI deaepaNbHbli  OpraH  WUCMOJNIHUTENbHON  BRacTu
yBEAOM/IAET B 3JIEKTPOHHON copMe uam Ha BymMa>KHOM HoOCUTene 3asBUTENs ”



3KCNEepTHOE y4YpeXKaeHne 0 MPUHATOM peLleHnn 0 Bbigayve 3a4aHni Ha NnpoBeaeHne
3KCMepTn3, npefyCcMOTPEeHHbIX 4YacTbto 1 HacTosdAwenm cTaTbW, W B Clydvae
HeobxooMMOCTM O Bblgave paspelleHnus Ha BBO3 B Poccuinckyo denepauuio
KOHKPETHOW NapTun, Cepun 3aperncTpupoBaHHbIX U (M) HE3aPErncTPUPOBaHHbIX
NIeKapCTBEHHbLIX CpencTs wmam ob oTKase B MNpoBedeHUM npenyCcMOTPEeHHbIX
3KCMepTn3 C yKa3zaHUEM MPUYMH TaKOro oTKasa.

3. B cny4vae BbIABJIEHUS OTCYTCTBUS WAN HEAOCTOBEPHOCTU WHMOpMaUnu,
colepxalwenca B npencraB/ieHHbIX 3asBUTEsIeM [OKYMeHTaX, YNOJIHOMOYEHHbIN
denepasnbHbIA OpraH UCMONHUTENbLHOW BNAcTW HanpasBaseT 3asaBUTES0 3anpoc o6
YTOYHEHUWN 3TON MHGopMauumn (Janee - 3anpoc YynoJIHOMOYEHHOro deaepasibHOro
opraHa NCNONIHUTENbHOWN BJ1ACTN), KOTOpPbIN MoxeT  OblTb  nepepnaH
YMNOJIHOMOYEHHOMY MNpeAcTaBUTENo 3aaBUTENa JINYHO Mo pacrnucky, HarnpasseH
Nno no4yTe 3akKa3HbiIM MUCbMOM WIN rMepefaH B 3JIEKTPOHHOM opme no
TeNEeKOMMYHUKaLUNOHHbIM KaHaslaM cBA3W. B cny4yae HanpasfieHus 3anpoca
YMNOJIHOMOYEHHOro enepasibHOro opraHa WCMNOJIHUTEsSIbHON BAacTU Mo ro4yTe
3aKa3HbIM NMUCbMOM OH CHUTAETCS MOJYYEHHbIM N0 UCTEYEHUN WeCTn AHEN C AaThbl
HanpasJ/IeHNA 3aKa3HOro NUcbMa.

4. 3asButenb o0653aH NpeacTaBUTb OTBET Ha 3anpocC YMNOJIHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENbHOW BRACTU B CPOK, He TMpeBbIlAOLLINA
neBsiHOCTa paboymx OHen co AgHs ero nosyydeHus. Cpok, yKasaHHbIA B 4YacTu 1
HaCTosILLEN CTaTbW, MPUOCTaAHaABAMBAETCA CO [HS HanpaBJieHUsl 3asBUTESO
3anpoca YnoJIHOMOYEeHHOro deaepasbHOro opraHa WCMOSHUTEsNIbHOW BNAcTU A0
OHS MONYy4YeHMs UM COOTBETCTBYIOLLEro OTBETa.

5. OcHOoBaHMEeM [N OTKasa B OpraHm3auum 3KCNepTu3, NpeaycMOTPEeHHbIX
yacTbto 1 HacToAwen cTaTbW, SBASETCA MpencTaB/ieHne HeobxoOuMbIX [OJis
npoBeaeHnst NPeayCMOTPEHHbIX 3KCMNepTU3 AOKYMEHTOB B HEMNOJIHOM obbeme uau
HenpencTaBieHNUe 3asBMTeNleM B YCTAHOBJIEHHbI CPOK OTBETa Ha 3anpoc
YyMNONMHOMOYEHHOro enepanbHOro opraHa WCNOMIHUTENbHOW BRACTU, a Takxe
npeacTaB/eHNe [OKYMEHTOB, He COAep)Xallux WCHEPnbIBAKOLLIEro MnepeyHs
HeobxoAnMbIX CBEOEeHWNA.

6. MNpn oTKasze B oOpraHM3auum 3KCNepTU3bl, NPEefYyCMOTPEHHON MYHKTOM 4
YacTn 1 HacToAwWwen CTaTbW, AOKYMEHTbI, BXOASALME B COCTaB pPerncTpaunoHHOro
00Cbe Ha NIeKapCTBEHHbIN NpenapaT 415 BeTepUHAPHOro NpMMeHeHns, MoryT ObiTb
BO3BpallEeHbl  3a8BUTENl0 Ha  OCHOBaHMM  ero MUCbMEHHOro  3anpoca,
HanpaB/EHHOro B YNOJIHOMOYEHHbIN hefepasibHbi OpraH NCNOJIHUTENIbHOW BNACTW
B TeyeHune Tpuaguatn paboymx OHEMn CO OHSA TMPUHATUA  YNOJHOMOYEHHbIM
denepasibHbiIM OPraHOM WUCMOJIHNTENIbHON BNAacTU peweHns o6 oTKase B
OopraHm3aunm TakKoM 3SKCNepTu3bl. YMNOJHOMOYEHHbLIN QefepasbHblii  OpraH
WCMONHUTENbHOW BJIACTM BO3BpPALLAET 3afABUTEN0 YKa3aHHble [OOKYMEHTbl B
TeyeHne pecatu paboymx OHen Co OHSA NONyYeHUSs COOTBETCTBYIOLLEro 3anpoca
3aaBuTENS.

(4yacTb 6 BBegeHa depnepanbHbiM 3aKoHOM OT 02.08.2019 N 297-93)

Crtatba 20. 3KcnepTusa J[OOKYMEHTOB, nNpeAacTaBJ/IeHHbIX AN
onpepnesieHMs BO3SMOXXHOCTU pacCcMaTpMBaTb JIeKapCTBEHHbIA npenapart ans
MEeAMUMHCKOro MNPUMEHEeHUA nNpuM OCYLUEeCTBJIEHUM TroCcynapCcTBEHHOM
perucTpaumm B KayectBe op(aHHOro JieKapCTBEHHOro npenapara

(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. 3kcnepTusa  [OOKYMEHTOB, MpeAcCTaBNieHHbIX O4a  onpefesieHuns
BO3MOXXHOCTM pPacCMaTpuBaTh JIEKAPCTBEHHbIA MnpenapaT AOas MeOuLUHCKOro
MPUMEHEHUS MPU OCYLLECTBJEHUN TFOCYyAapCTBEHHOW perucTpauum B KadecTBe
opaHHOro JIEKApPCTBEHHOro npenapaTa, COCTaB/eHWE KOMUCCUMEN 3IKCMepToB



3aKJ1I04eHNS 0 BO3MOXXHOCTU UM HEBO3MOXXHOCTU pacCMaTpmMBaTh JIEKAPCTBEHHbIN
npenapaT 4jas MeAULMHCKOro NpUMeHeHUs Npu oCyLeCcTB/IEHNUN roCcy4apCTBEHHOMN
perncTpaumm B KadyecTse opgaHHOro NeKapCTBEHHOro Npernapata U HanpasBieHue
OAaHHOIr0 3aKJIIYEHNA B YMNOJIHOMOYEHHbLIN (hefepasbHbIi OpraH UCMOJHUTENbHOMN
BN1AaCTU OCYLLECTBAATCHA B CPOK, He rpesBbilaiwmin Tpuauatn paboymx AHen co
OHA  NOoJlydYeHUs  3KCMEepPTHbIM  yyYpexAaeHuem  3ajaHusa  YNOJIHOMOYEHHOr o
henepasibHOro opraHa UCNOJIHUTENILHOW BNACTU N B 3JIEKTPOHHOM (hOpMe WIN Ha
OyMa>KHbIX HOCUTENSAX HeobXOANUMbIX LOKYMEHTOB, YKa3aHHbIX B NMyHKTax 1, 2, 5, 6,
10 yactn 4 n B 4yactu 7 ctaTbun 18 HacTosAwero ®egepasibHOro 3aKoHa.

2. lokyMeHTbI, cofep>kalumecs B permcTpaLmoHHOM A0CLE Ha JIeKapCTBEHHbIN
npernapaTt M MNOCTYNMBLUME Ha BYMa)kHbIX HOCUTENSX B 3KCMEPTHOEe y4ypexAeHune
ONs OCYLLEeCTBNIEHMST WX 3KCNepTusbl AN OornpeneneHnss BO3MOXXHOCTU
paccMaTpuBaTb JIEKAPCTBEHHbIN npenapaT A4S MeAUUUHCKOro MPUMMEHEHUs B
KayecTBe Op¢aHHOro JIEKAapCTBEHHOro npenapaTa, MoAfiexxaT BO3BpaTy B
YNOJIHOMOYEHHbI (hefepasibHbli OpraH UCMOJIHUTENbHOW BAACTU OAHOBPEMEHHO C
3aKJII0YEHUAMM COOTBETCTBYIOLMX SKCNEPTU3.

Ctatbsa 21. PewueHue 0 BO3MOXXHOCTU pacCMaTpuBaTb JIeKapPCTBEHHbIW
npenapaT Npyv OCyLLeCTBJIEHUU FroCyAapCTBEHHOW perucTtpauum B KadyecrtBe
opcdaHHOro neKapcTBeHHOro npenaparta

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBblalWun naTn pabo4ynx AOHEM CO OHA MOJyYEeHUS
3aKJIl04YeHUs, yKasaHHoOro B 4actu 1 ctatbm 20 HacToswero denepasibHOro 3akKoHa,
YNOJIHOMOYEHHbIN efepanbHbll OpraH WUCMNOJHUTENIbHOW BJlaCTU OCyLLeCcTBAdeT
OLLeHKY TMOJIYYEHHOr 0 3aKJIlo4YeHusa Ona onpenesieHns ero COOTBeTCTBUA 3a4aHUIo0
Ha npoBefeHWe COOTBETCTBYHOLWEN 3SKCNepTuU3bl M YyBeAOMASEeT 3asdABUTens B
3/IEKTPOHHOW opMe MM Ha ByMakHOM HoCuTene o pesynbTaTaxX NpPoBEeAEHHON
SKCMepTU3bl C MPUIOXKEHNEM KOMUU DKCMEPTHOro 3akal4deHUs (C coXpaHeHuem
KOH(PUAEHUMANBbHOCTN WHGOPMaUMM O COCTaBe 3SKCMEPTHOM KOMUCCMM) WU O
BO3MOXXHOCTUN WJIN HEBO3MOXXHOCTM pacCMaTpuBaTb JIeKapCTBEHHbLIN NpenapaT a1
MeAVUNHCKOro NpUMEHEeHUs Npu OCYLeCTBIEHNN roCyfapCTBEHHON perncrpaunm
B Ka4yecTBe oppaHHOr o JIeKapCTBEHHOrr o npenapara.

2. lpn BbIHECEHUN KOMWUCCUMEN 3SKCMEPTOB 3aKJIOYEHUS O BO3MOXKHOCTU
paccMaTpuBaTb JIEKApPCTBEHHbLIN npenapaT A8 MeAUUWHCKOro NpuMeHeHUs npwu
OCYLLECTB/IEHUN FOCYOapPCTBEHHOM  perncrtpaunm B  KayecTBe oOpdaHHOro
NleKapCTBEHHOr O npenapaTa YNOJIHOMOYEHHbIN dhenepanbHbIn opraH
WCNOJIHUTENBbHOW BNIACTU B CPOK, HE MpeBblaWmMn Natn paboymx OHEN Co OHSA
MoJsly4eHuUsa LAaHHOro 3aKJIlYeHUs, NPUHUMAET pelleHnMe O Bblfadye 3ajaHunsa Ha
npoBedeHmne 3SKCMepTU3bl KavyecTBa JIEKAPCTBEHHOro CpeacTBa M 3KCNEpPTU3bl
OTHOLUEHMA  OXWAAEeMOW MoJsib3bl K  BO3MOXHOMY  PUCKY  MNpUMeHeHUs
NIeKapCTBEHHOro npenapaTta Ajasa MeguUMHCKOro npuMeHeHus B nopsgke
YCKOPEHHON Mpoueaypbl 3KCNEepTU3bl JIEKAPCTBEHHOIO0 CpeacTBa B COOTBETCTBUM
CO CcTaTben 26 HacToswero degepasibHOro 3aKoHa.

3. B cnyyvyae nMpUHATUA peleHuss O HEeBO3MOXHOCTW paccMaTpuBaThb
NleKapCTBEHHbIN NpenapaT A/ MeJUUVUHCKOro NpUMeHeHns nNpu rocyaapCcTBEHHON
perncrtpaymu B KayecTBe opaHHOro JNleKapCTBEHHOrro npenapaTa
YMNOJIHOMOYEHHbIV (efepasibHbIA OpraH WCMOJHUTENbHOW BJlAaCTU NpekpawaeT
npouenypy rocyfapCTBEHHOM  perucrtpaumn  JieKapCTBEHHOro  rnpenapaTa.
3asBuTenb BnpaBe o06paTUTbCA B pPErucTpyMpyloLUA opraH C 3asBjieHneM o
rocyfapCTBEHHOW perncrpaumm ykKas3aHHOro JieKapCTBEHHOro rpenapata B
COOTBETCTBUM CO CTaTben 18 HacToswero ®efepanbHOro 3aKOHa.

CtaTtba 22. YTpaTuna cuny c 1 uona 2015 ropa. - PepepasibHbii 3aKOH



oT 22.12.2014 N 429-®3.

CrtaTtba 23. 3JKcnepTu3a KadyecTBa JIeKapCTBEHHOro cpeancrBa M
3KCNepTM3a OTHOLUEHUS OXUAaeMOM MNoJib3bl K BO3MOXXHOMY pPUCKY
NPUMEeHeHUs JlieKapCTBEHHOro npenaparta AN MeAULUHCKOro NnpMMeHeHun

(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. 9kcnepTmn3a KavyecTBa NEKAPCTBEHHOIO CPeaACcTBa N 3KCNepTMn3a OTHOLLEHUS
0XWAAeMOo MoJib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro
npenapaTta O/ MeAVULVHCKOro NMPUMEHEHWNs, COCTABJIEHNE KOMUCCUSIMU 3KCNEPTOB
3aKJIIOYEHUI MO pe3ysibTaTaM MNPOBEAEHHbIX 3KCMEPTU3 U HanpaBieHne 3TUx
3aKJ/IIOYEHUI B YMOJIHOMOYEHHbI defiepasibHblii OpraH WUCMNOJHUTENIbHOW BNacTu
OCYLLECTB/ISIIOTCSA B CPOK, HE MpPEeBbIWAKWNA CTa AecaTun paboymx gHen co AHSA
nosyyeHuns 3KCMNEPTHbIM yypexaeHnem COOTBETCTBYHOLLENO 3a4aHuns
YMOJIHOMOYEHHOro  d)eflepasibHOro  OopraHa  WCMOJIHUTENbHOW  BJacTu U
HEOb6XO0ANUMBIX OOKYMEHTOB B 3/IEKTPOHHOW popMe NAn Ha ByMarkKHbIX HOCUTENSX.

2. B TeyeHune geBsaHOCTa OHEN CO OHS MOJyYEHUS PELUEHUs YNOJIHOMOYEHHOro
benepanbHOro oOpraHa WCMOJNIHUTENIbHOW BJIACTU O TMPOBEAEHUN SKCMepTus,
NpefyCMOTPEHHbIX 4YacTblo 1 HacTosweln cTaTbW, 3asiBUTENb MNpeacTaBnseT B
3KCMNEePTHOE yYpexx[AeHne OJis NpoBeAeHUsl SKCMePTMN3bl KaYeCcTBa J1IeKapCTBEHHOI O
cpencTea obpa3slbl IEKAPCTBEHHOro npenapaTta Aas MegUuLMHCKOro NpUMeHeHus,
NpPOV3BeNEeHHOro B COOTBETCTBMW C TpPeboBaHUSAMU OMbITHO-MPOMBbILLIIEHHOIO U
(nnn) NMPOMbILLIEHHOr 0 PeriaMeHToB,  YTBEPXAEHHbIX  PYKOBOAUTENEM
NPOUN3BOANTENS NIEKAPCTBEHHbIX CPEACTB, @ TakXe B COOTBETCTBYHOLLUX C/yYasax
obpasubl (apMaLeBTUYECKOM CyObCTaHUUK, TecT-lWTaMMa MUKPOOPraHU3MOB,
KyJIbTYpbl KJIeTOK, o0bpa3ubl BelecTB, MNPUMEHSEMbIX A/ KOHTPOJS KavecTBa
JIEKAPCTBEHHOr0  CpenacTtBa MyTeM  CPaBHEHUS C  HUMKU  UCCenyemoro
JIeKApPCTBEHHOr0 CpPefCTBa, B KOJINYECTBaX, HEOOXOAUMbBIX OJi BOCNpPOU3BEAEeHUN
METO[0B KOHTPOJIS KayecTsa.

3. Mpw noJsly4yeHumn obpasuos JNleKapCTBEHHOr o npenapaTa n
hapmaueBTUYECKON CybCTaHUMM DKCMepTHoe Yy4ypexAeHue BblgaeT 3asABuUTento
OOKYMEHT, MNOATBEP)XAAoWMA nojyyeHne ykKasaHHbIX obpasuoB, U B CPOK, He
npesbllLaoWnn Tpex paboymx aHen, yBeaomnsieT B 3/IeKTPOHHOW (hopMe unanm Ha
bymMaxHOM HocuTene 06 3TOM  yMNOJSIHOMOYEHHbLIN  defepasbHbIA  OpraH
NCNOIHUTENbHOWN BNacTW.

4. YKa3aHHble B 4acCTAX 2 U 3 HacCTosWeN CTaTbW CPOK ONA NpeacTaBiieHus
3agBuTeneM o00pa3uoB JIeKapCTBEHHOro npernapaTta W dapMaueBTUYeCKOon
cybCTaHUMM N CPOK YyBeAOMJIEHUA 3KCNEepTHbIM y4ypexaeHnem o6 >3ToM Ha
ByMa>KHOM HocuTesie YynoJIHOMOYEeHHOro (eaepasbHOr0 opraHa MCNOJIHUTENbHON
BJIAaCTN He BKJIIOHYAIOTCA B CPOK NpoBefeHUs SKCMepTus, npefyCMOTPEHHbIX YaCTblo
1 HacToAWeEN CTaTbMW.

5. [LOKyMeHTbl, MOCTYNMUBLLUNE B 3KCMNEPTHOE YyypexAeHue AONs npoBeneHus
3KCMepTu3, NpeayCMOTPEHHbIX YacTblo 1 HACTOSIWEN CTaTbX, NOANEXAT BO3BPATY
B YNOJIHOMOYEHHbIN hefiepasibHbIA OpraH UCMOJIHUTENbHOW BNAaCcTU OQHOBPEMEHHO
C 3aKJIIOYEHMSMU, NOJTYYEHHbIMW MO pe3ysibTaTaM COOTBETCTBYIOLMX 3KCMEPTU3.

Crtatba 24. 3JKcnepTu3a KadyecTBa JIeKapCTBEHHOro cpeancrea M
3KCNepTu3a OTHOLUEHUS OXUAAaeMOM MNoJib3bl K BO3MOXXHOMY pPUCKY
NPUMEeHeHUs NlIieKapCTBEHHOro npenaparta AN BEeTePUHapPHOro npuMeHeHus

1. DkcnepTM3a KavyecTBa JIEKAPCTBEHHOI0 CPeACTBa M KCNEPTU3a OTHOLIEHUS
0XXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npernapata AJis  BEeTEPUMHAPHOro MPUMMEHEHMWs, COCTAaB/IEHWE KOMMUCCUAMU



SKCMepTOB 3aKJIIOYeHUN MO pe3ysibTaTaM YKa3aHHbIX 3KCNepTu3 U HanpasJsieHune
TakKuX 3aKJIIOYEHUN B YMOJIHOMOYEHHbIN (henepanbHbIl OpraH WCMNOJIHUTESIbHON
BN1ACTU OCYLLECTBATCA B CPOK, He MpeBbILLALWMA CTa aecatn paboymx gHen co
OHA  MOJIy4eHUs  3KCNEepPTHbIM  y4YpeXxAeHnem  3afaHusa  YNOJIHOMOYEHHOro
denepasibHOro opraHa MCMNOJIHUTESIbHON BNacTU C AOKYMEHTaMWu, yKa3aHHbIMWN B
YyacTu 3 cTaTbu 17 HacTosAwero denepasibHOro 3aKoHa.

(B pen. PenepanbHbiX 3aKoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-03)

2. B TeyeHme Tpuauatun pabo4mx OHEW CO OHSA TMOJIYYEHUSA peLleHus
YNOJIHOMOYEHHOro heaepanbHOro opraHa UCMOJIHNTENLHON BNAacTM O NMPOBeAEHNN
YKa3aHHbIX B 4aCcTu 1 HacTosAWeEN CTaTbW 3KCNEepTU3 3asaBUTENb NpencTaBnseT B
SKCMepTHOEe yypexxaeHne A58 NpoBeAeHUs 3KCNepTM3bl KavyecTBa JIeKapCTBEHHOI 0
cpencTtBa obpa3ubl 1eKapCTBEHHOrO NpenapaTa 419 BETEPUHAPHOIr0 NPUMEHEHNS,
NnPou3BEeOEHHOr0 B  COOTBETCTBUM C  TpeboBaHUAMKM  TEXHOJIOMMYECKUX
pernaMeHToB, YTBEP)XOEHHbIX PpyKoBOAUTEsIeM TMPOU3BOANTENA JIeKapCTBEHHbIX
CpPenCTB, @ TakXe B COOTBETCTBYHOLWMNX CNyYasaXx TeCcT-LUTaMMbl MUKPOOPraHU3MOB,
KYJibTYpbl KNeToK, obpa3ubl hapMaueBTnyeckon cybcTtaHumm, obpasubl BELLECTB,
rnpuMeHseMble 01 KOHTPOJIA KavyeCcTBa JIeKapCTBEHHOro cpencTBa, B KOJINYECTBaX,
HeobXxoAMMbIX 05 BOCMPOU3BEOEHUS METOL0B KOHTPOJIA KavyecTBa.

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3. Mpwn nony4eHun obpa3uoB NleKapCTBEHHOro npenapaTa "
hapmaueBTUYECKON CybCTaHUMM 3KCMepTHoe Yy4ypexAeHue BblhaeT 3asBuTento
OOKYMEHT, MNOATBEp)XOaloLWnA nosyvyeHne ykKasaHHbIX o6pasuoB, M B CPOK, He
npeBbillaoWmn Tpex pabovynx aHen, ypeaomnseT B NUCbMeHHOW dopme 06 3ToMm
YMNOJIHOMOYEHHbIV (hefiepasbHbIM OpraH UCMNOJIHUTESIbHOWN BACTN.

4. Cpok n4na npenactaBieHUs 3asBuTesieM 00pasLoB  N1eKapCTBEHHOro
npenapaTta 1 dapMaueBTUYeCKON cybCcTaHLMN N CPOK YBEAOMJIEHUS SKCMEPTHbIM
yypexxgeHnem o6 3ToOM B NMUCbMeEHHOW opMe YMOoJSIHOMOYEHHOro geaepasibHOro
opraHa WCMOJIHUTENIbHOW BNAcCTW, YKa3aHHbIe B 4YacTaX 2 U 3 HACTOsLLEN CcTaTby,
He BKJIOYAIOTCSH B CPOK MPOBEAEHUS YKa3aHHbIX B YacTuW 1 HacTosWwen cTaTbw
3KCNepTus.

5. IOKyMeHTbl, MOCTYNMBLLUKNE B 3KCMNEPTHOE y4ypexxheHue Oas nposBepeHus
YKa3aHHbIX B 4acTu 1 HacTosAwWwen CcTaTbWM 3KCNEpPTM3, MOANEexaT BO3BpaTy B
YNOJIHOMOYEHHbIN heaepasnbHbI OpraH UCNOJIHNTENIbHON BAIAaCTU OAHOBPEMEHHO C
3aKJII04EHUSAMIN NO pe3yibTaTaM yKa3aHHbIX SKCNepTus.

Ctatba 25. TloBTOpHOE npoBeAeHMUMe >SKCNepTUusbl JeKapCTBEHHbIX
cpencTB
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cnyyasax HepoCcTaTO4YHOM OOOCHOBAHHOCTU WM HEMOJIHOThI 3aKJ/Il04YeHUs
KOMWUCCUW IKCNEPTOB, HAJIMYNA B HEM MPOTUBOPEYMUBbLIX AAHHbIX, paibCUPUKaLmmn
BbIBOAOB 3KCMEPTU3bl IEKAPCTBEHHOI0 CpeacTBa, COKPbLITUA OT YMNOJIHOMOYEHHOr 0
enepasibHOro opraHa UCNOMHUTENbLHOW BAaCTU OCHOBaHW 19 OTBOOA dKCNepTa
BC/IeACTBUE ero 3auHTepecoBaHHOCTM B  pe3ysibTaTax COOTBETCTBYHOLLEN
3KCMepTU3bl, Haan4msa paHHblIX O MpsMoM nMbo KOCBEHHOM BMelUaTeNbCTBE B
rnpoLecc COOTBETCTBYHIOLLEN IKCMEPTU3bI JINL, HE YH4aCTBYIOLWNX B ee NpoBedeHunu,
HO OKasaBWWX BAMAHME Ha Tnpouecc W pe3ysbTaTbl ee MpoBefeHuns,
YNOJIHOMOY€EHHbIM (hefepasnbHbIM OPraHOM UCMOJHUTENbHOW BNACTU Ha3HavYaeTCs
MOBTOPHAs 3KCNepTu3a JIEKapCTBEHHOIO CpeacTBa U (UNK) aTU4eckas akcnepTumsa.
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. MNoBTOpHasa 3KCnepTM3a JIeKapCTBEHHOINO CpeacTBa MPOBOAUTCSA C y4EeTOM
pe3y/qbTaTOB paHee TMNpPoOBeAEeHHOM 3SKCMNepTu3bl B CPOK, YCTaHOBJIEHHbIN



YMNOJIHOMOYEHHbIM  (hbefepasbHbIM  OpraHoM WUCMOJHUTENbHOW BJIaCTU U He
npesbillaoWnn  Tpyuauatn pabo4ynx [HEen co OHA  NOoJIyYeHUs SKCNepPTHbIM
yypexxaeHuneM 3ajaHusa Ha nposBefeHne NOBTOPHOW 3KCMepTU3bl JIEKAPCTBEHHOIO
cpencTsa.

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

3. ®wuHaHcoBoe obecne4vyeHne BbIMNOJIHEHUA 3ajaHUSA Ha npoBefeHue
NOBTOPHOM 3KCNEPTU3bl JIEKAPCTBEHHOIr0 CpeACcTBa He OCYLLEeCTBsSeTCS.
(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

CrtaTtba 26. YcKopeHHas npoueaypa >3KCNepTusbl JieKapCTBEHHbIX
cpencTs

1. YckopeHHasa npouenypa 3KCNepTu3bl JIEKAPCTBEHHbIX CPeacTB B Lenax
rocyfapCTBEHHOM perncrtpaunm NekapCTBEHHbIX MpenapaToB MpUMeEHSeTCs B
OTHOLWEHMN opaHHbIX JIeKapCTBEHHbIX MperapaTos, NepBbIX TPEX JIeKapCTBEHHbIX
rnpenapaToB, perucTtpmpyemblx B Poccunckon ®depepaumm B KavecTse
BOCMNPOM3BEOEHHbLIX  JIEKAPCTBEHHbIX  MpernapaToB, O4YepenHOCTb  KOTOpPbIX
onpenenseTca B COOTBETCTBUM C HOMEPOM W [aTON BXOAAWMX 3a9BJIEHUN O
rocyfapCTBEHHON perncrtpaunm nekapCTBEHHbIX MpernapaToB B paMKax OOHOro
MeXXAYHapO4AHOro HenaTeHTOBaHHOIr0O HaMMEeHOBAaHUSA JIeKAaPCTBEHHOro npenapaTa
nnn rpynnmpoBOYHOro HaMMeHOBaHNS JIeKapCTBEHHOr o npenapaTa, n
JlIeKapCTBEHHbIX NMpenapaTos, NpegHa3Ha4YeHHbIX UCKIYNTESIbHO A8 MPUMEHEHMNS
HecoBepLWeHHONIeETHUMIN TparkaaHaMu.

(B pen. ®epepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-®3)

2. YckopeHHass npoueaypa 3KCNepTusbl JIEKAPCTBEHHbIX CPeACTB B Lenax
roCy[apCTBEHHOW peruncTpauum JIEKapCTBEHHbIX MpernapaToB He MPUMEHsIeTCs B
OTHOLUEHUMN:

1) BrnoaHanoroBbIX (bnononobHbIX) JleKapCTBEHHbIX rnpenapaTos
(buoaHanoros);

2) pedepeHTHbIX JIeKapCTBEHHbLIX MpenapaToB (3a UCKAYeHUEM opdaHHbIX
JlIeKapCTBEHHbIX NMpenapaTos);

3) BOCMNPOU3BEAEHHbIX JIEKAPCTBEHHbIX NPernapaToB (3a UCKIIYEHNEM MEPBbIX
Tpex perucTpupyembix B Poccuiickon depepaunmn B Ka4yecTBe BOCMPOU3BEOEHHbIX
JIEKAPCTBEHHbIX MpPEenapaToB W IeKapCTBEHHbIX MpernapaToB, NpeaHa3Ha4YeHHbIX
NCKNIIOYNTENBHO A1 NPUMEHEHUS HECOBEPLUEHHOIETHUMM FPaXKaaHaMun);

4) HOBbIX KOMOMHAUWIA 3aperucTPUpPOBaHHbLIX paHee JlIeKapCTBEHHbIX
npenapaTos;

5) nekapcCTBeHHbIX MpenapaToB, 3aperucTpupoBaHHbIX  paHee, HO
Npou3BefeHHbIX B APYruUx JieKapCTBEHHbIX (hOpMax B COOTBETCTBUU C MepeyvyHeMm
HaVMEeHOBaHWIN NIeKapCTBEHHbIX (DOPM 1 B HOBOW O03MPOBKE.

(4acTb 2 B pen. PepepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. YCKOpeHHas npouenypa 3KCNepTu3bl JIEKapCTBEHHbLIX CPeACTB NPOBOAUTCS
Mo peLleHno COOTBETCTBYOWEro YroJHOMOYEHHOro enepanbHOro opraHa
WCMONMHUTENbHOMW BAACTU Ha OCHOBAHUM 3asB/I€HMSA 3asBUTENA B CPOK, He
rnpeBbllWaoLWmn BocbMuaecatTn pabo4ynx gHen. Npu 3TOM 3KCNepTrU3a AOKYMEHTOB,
coaep)XXalWmxca B PerucTpaymoHHOM [O0Cbe Ha JIeKapCTBEHHbI npenapar,
nMpoBOOUTCSA B CPOK, He npeBblwaowmn pecatn paboymx p[HeEW, 3kcnepTusa
KayecTBa JIEKapCTBEHHOro CpeacTBa W 3KCNepTM3a OTHOLWEHUA OXUAAeMOWn
Mosib3bl K BO3MOXXHOMY PUCKY TMPUMEHEHUS NeKapCTBEHHOro npenapaTa
MPOBOOATCS B CPOK, HE MPEBbILAWNIA LLEeCTUAECATN pabo4nx gHen.



(4yacTb 3 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3.1. B oTHOoweHun ophaHHbIX NeKapCTBEHHbIX MpenapaToB MOryT ObiTb
npeacTaBneHbl pe3ynbTaTbl  AOKJINHUYECKUX UCCNefO0BaHUM  NIeKapCTBEHHbIX
CpeacTB U KIAMHUYECKUX WnCCNefoBaHWM JieKapCTBEHHbIX npernapaToB AN
MEeANLUMHCKOro  MPUMEHEHMUs, BbIMNOJIHEHHbIX 3a npegesamm  Poccnmnckon
depepaunn B COOTBETCTBUM C NpaBuaaMn Hagnexawen nabopaTopHon NpakTUKK
1N NpasuiaMu Hagnexawen KIMHNYECKON NPakKTUKN.

(4acTb 3.1 BBeageHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. YCKOpeHHas npouenypa 3KCrnepTu3bl JIeKapCTBEHHbIX CpeacTB NMPOBOAUTCA
B nNopsake, yCTaHOBNEHHOM cTaTbaMun 17 - 20, 23 n 24 HacTosuwero ®enepasibHOro
3aKOHa, W He O03HavYaeT CHMXeHuss TpeboBaHMM K 6e30MacHOCTU, KayecTBYy W
3P PEeKTMBHOCTN JIeKapCTBEHHbIX NPENapaToB.

Cratbs 27. PeweHue o rocypapcrBeHHOM perucrpauum
JieKapCTBEHHOro npenapara

1. B cpok, He npesblWaowWmn gecatn pabodynx [HenW CO OHA MoayveHus
3aKJIl0O4eHUN  KOMUCCUM 3SKCNEepToB MO pe3ysibTaTaM 3KCNepTu3bl KavecTBa
NIeKapCTBEHHOr0 CpeacTBa M 3KCNEpPTU3bl OTHOWEHUS OXWUAAaeMOW MoJib3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHUs JIeKapCTBEHHOro rnpenapaTa, COOTBETCTBYIOLLUNA
YMNOJIHOMOYEHHbIN (hefiepaibHbIM OpraH UCMOJIHUTE/IbHON BNAcTU:

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) pa3smewaeTr Ha CBOEM o@uuUManbHOM cante B ceTn "WHTepHeT"
COOTBETCTBYIOLLME 3aKJIOYEeHUA KOMUCCUN 3KCMEePTOB N OCYLLECTBNAET UX OLUEHKY
ONs onpeneneHns CoOoTBETCTBMSA 3alaHNIO Ha NpoBefeHne 3TUX dKCMNepPTus;

(n. 1 B pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) NPUHMMAET pelleHne O roCylapCTBEHHON perucTpaunmnm nekapCTBEHHOro
npenapata uanm o6 OTKa3e B roCylapCTBEHHOW perucTpauum JieKapCTBEHHOro
npenapaTa;

3) BHOCUT nMpU TMPUHATUM pPeLleHUss O TrOoCyOapCTBEHHOW permncrpaumn
JleKapCTBEHHOro rnpenapaTta fAaHHble O 3aperucTpMpoBaHHOM JIeKapCTBEHHOM
npenapaTe, B TOM 4ucne o apMaueBTUHeCKOn cybCcTaHumm, BXoAasLlen B COCTaB
JleKapCTBEHHOrr o npenapaTa, B roCyJapCTBEHHbLIN peecTp JIeKapCTBEHHbIX CPeacTB
N BbloaeT 3afABUTEsNIl0 perncTpauuoHHoOe YyOOoCTOBEepeHue JieKapCTBEHHOro
npenapaTa, ¢GopMa KOTOpPOro yTBep>XAaeTCs YMOJHOMOYEHHbIM denepaibHbIM
OpraHoM WUCMOJIHUTEJIbHON BJIaCTU, COrJjlacoBaHHble HOPMATUBHYIO OOKYMEHTauuio,
HOPMATUBHbLIA  OOKYMEHT, WHCTPYKUUIO N0 MNpPUMEHEHUI0 JIeKapCTBEHHOro
npenapata W MakKeTbl MEPBUYHOW YMNAKOBKU W BTOPUYHOM (NoTpebuTtenbckomn)
YNaKoBKN C YKa3aHWMEM Ha HWUX HOMepa perucTpaunoHHoOro yaoCTOBepeHUs
JleKapCTBEHHOro rnpenapaTta M AaTbl ero rocyfapCTBeHHOW perncrpauuu nam B
clydae TnpuHATUA peweHns o6 oTKase B rocyfapCTBEHHOW perncrpauymu
NleKapCTBEHHOro rnpenapaTta yBeAoMAseT B MNUCbMeEHHOW opMe 3assutens o6
3TOM C YyKa3aHuMeM TMNpUYMH TaKoro oTKasa. 3a BblAady perncrpaumoHHOro
yOOCTOBEpPEHUs JIeKapCTBEHHOro npernapaTa B3MMaeTCs rocypapcTBeHHas
nowsinHa B COOTBETCTBUMW C 3aKoHogaTesbCcTBOM Poccunckon Pepepaunn o
Hanorax un cébopax.

(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

2. OcHoBaHMeM [OJia OTKasa B rOCYyJapCTBEHHON  perncrpauuu
NIeKapCTBEHHOro  Mnpenapata A48  MeAuMUUHCKOrOo  MPUMEHeHUs  ABnseTcs
3aK/Il0YeHMe COOTBETCTBYIOLLEro YMOJIHOMOYEHHOro dedepasibHoro opraHa
NCMONHUTENBHOM BAACTM O TOM, 4YTO KavyecTBO W (Unn) 3PPEeKTUBHOCTb



PeErncTpmpyemMoro 1eKapCTBEHHOro npenapaTta AN MeAULMHCKOro NpMMeHeHNsa He
NOATBEPXAEHbI MOJIYYEHHLIMW OAHHLIMW WM YTO PUCK TMPUYMHEHUS Bpeaa
3[0POBbI0 4YeN0OBEKa BCNEACTBME TMpPUEMA JIEKAapPCTBEHHOro npenapaTta 414
MeANLMHCKOro NpMMeHeHNsa NpeBbliwaeT 3PPEKTUBHOCTb €ro NPpUMEHeHUs.

(4acTb 2 B pen. PenepanbHoro 3akoHa oT 04.06.2018 N 140-93)

3. TloBTOpHOe npencTaB/ieHNEe B COOTBETCTBYHLWMUA  YNOJHOMOYEHHbLIN
denepanbHbin OpraH MWCNOMHUTENbHOW BNACTU JIEKAPCTBEHHOro npenapaTa, B
OTHOLLUEHMN KOTOPOro NoJly4eH OTKa3 B roCyAapCTBEHHOM perucTpaumm n KOTopbIn
BMOCNEeACTBUMN NOOBEPrCA U3MEHEHUIO B YaCTM €ro cocTaBa, pacCMaTpuUBaETCsa Kak
npencrtaB/eHNe HOBOr0O JIEKAPCTBEHHOrO MpenapaTa Ha €ro rocyngapCTBEHHYIO
permcTpaumio He3aBUCUMO OT COXPaHEeHUs ero NepBMYHOro HaMMeHOBaHUA.

(4acTb 3 B pen. PepgepanbHOro 3akoHa oT 22.12.2014 N 429-93)

4. MNpn NpefocTaB/IeHNN 3a89BUTENIEM B COCTaBe PErncTPauMoHHOro A0Cbe Ha
NIeKapCTBEHHbIN MNpenapaT AAs BETEPUHAPHOro MPUMEHEHUS KOMUN pPeLueHns
YyMOJIHOMOYEHHOro hefiepasibHOr0 opraHa UCMOMHUTENIbHOM BAACTU O NPOBEAEHUN
WHCNEKTUPOBAHMSA MNPOU3BOAMTENA JNIEKAPCTBEHHbLIX CPEeACTB CPOK MPUHATUS
peleHns O rocynapCTBEHHOW perncTpauum JseKapCTBEHHOro npemnapaTta A4nas
BETEPUMHAPHOr0  MPUMEHEeHUs  NpPUOCTaHaB/MBAETCA CO  OHA  MOJyYeHUs
3aKJIIOYEHUI, YKa3aHHbIX B YacTu 1 HacTosAwenm cTaTbW, A0 A[HA MNPUHATUSA
YMNOJIHOMOYEHHbIM (hedepasibHbiIM OPraHOM WCMOJHUTENbLHOW BACTU pPEeLUeHns o
Bblgadye mam o6 oTKase B BblJaye 3aKJ/IOYEHUA O COOTBETCTBMWU MPOU3BOAUTENS
NIEKapPCTBEHHbLIX CpencTB TpeboBaHMSAM NpaBuUa HadJsexallen Npou3BOACTBEHHOMN
MPaKTUKKN, HO He Bonee 4eM Ha CTO BOCEMbAECAT pabovynx aHen.

(4acTb 4 BBeneHa ®PepepasibHbIM 3aKoHOM 0T 04.06.2018 N 140-d3)

5. OcHoBaHunem ans OTKa3a B rocynapCTBEHHOMN perncrpauum
JIeKapCTBEHHOro npenapaTta OJ19 BEeTEepUHApPHOro npuMEeHeHUs  ABASEeTCS
3aKJ/It04eHne yrnoJsIHOMOYEHHOro hefepajibHOro opraHa UCNOJIHUTESIbHOW BJIACTU O
TOM, 4TO KayecTBO U (nnn) 3pPEKTUBHOCTb PErUCTPUPYEMOro JIEKAPCTBEHHOIO
npenapaTta AJs BETEPUHAPHOro MPUMEHEHUA He MoATBEepP)XAEHbl MoJyYEeHHbIMU
OAHHBIMU UM 4YTO PUCK MPUYMHEHUSA Bpeda 3L40POBbI0 XXMBOTHOrO BCJeACTBUE
rnpmemMa sieKkapCTBEHHOro npenapaTta 4151 BeTepMHApPHOro NpuMeHeHns npesbilaeT
3PPEKTMBHOCTb €ro NPUMEHEHNSA, 0TKa3 YrNoJIHOMOYEHHOro oeaepasibHOro opraHa
WCNOSIHNTENIbHOW BNACTWU B Bbldaye 3aK/Il04EeHUSs O COOTBETCTBUM MPOM3BOAUTENS
NIeKapCTBEHHbLIX CpeAcTB TpeboBaHMAM NpaBu Haglexawen Npom3BOACTBEHHOM
MPakKTUKN  ON9  KaX4gow Mpou3BOACTBEHHOM  MJIOWAAKN  PErucTpupyemMoro
JIeKapCTBEHHOro rnpenapata A9 BEeTEepUHapHOro rnpuMeHeHus B CJly4ae, ecsin
NMPOn3BOACTBO JIEKAapPCTBEHHOrO nMnpenapata AN BeTepuMHAPHOro mnpuMeHeHus
ocylwiecTBnseTcsa 3a npegenamm Poccunckonm depepaynn, nam oTCyTCTBUE TAKOro
3aKJII04YeHns.

(4acTb 5 BBegeHa dPegepanbHbiM 3aKoHOM OT 04.06.2018 N 140-P3)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 cT. 27.1 n3naraeTcs B HoBOM pedakuum (®3 ot 27.12.2019 N 475-
®3). Cm. bygyulyto pegakuuto.

Cratba 27.1. Mopanpok onpepeseHus B3aMMO3aMeHAEeMOCTHU
JieKapCTBEeHHbIX NpenapaTtoB AJ1I1 MEAULMHCKOro npMMeHeHun
(BBepeHa ®epnepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1. B3aMM0O3aMeHSIEMOCTb JIeKapCTBEHHbLIX MpPernapaToB ANs MeAMLWUHCKOro
NPUMEHeHUs onpepenseTcs B Mopsigke, YCTaAHOBJIEHHOM [1paBUTENbLCTBOM
Poccuinckon depepaumn, Ha OCHOBaHUM CrieAyloLWmMX NapaMeTpoB:



1) s3kBMBaNEHTHOCTb (Ana 6GmoaHanoroBbix (6rMonoaobHbIX) NEeKapCTBEHHbIX
npenapaTtoB (bMoaHanNoros) - CONOCTAaBMMOCTb) KAa4eCTBEHHbIX N KOJINYECTBEHHbIX
XapakKTepucTnk ¢apMaueBTU4eckmnx cybcTtaHumm (MCnonb3oBaHUE pa3fINYHbIX
conen, 3CMUPOB, KOMIMJEKCOB, W30MEPOB, KpUCTa//IM4EeCKnx GopMm un apyrux
MPOM3BOAHbLIX OAHOMO W TOro >e [OEeWCTBYKLWEero BewecTBa He sABAseTCH
npensTCTBMEM OJ19 B3aMMO3aMEHSAEMOCTU NIeKAapCTBEHHbIX MpenapaToB, ecan npu
npoBeneHnn nccnenoBaHna 6MO3KBMBAIEHTHOCTM JIEKAPCTBEHHOMO NMpenapaTa uin
B CJlydae HEeBO3MOXXHOCTW MNpOBeOEeHUs 3TOro UCCNenoBaHUa Mpu NPoBEeAEHUU
NCCnenoBaHUs TepaneBTUYECKOW SKBUBANIEHTHOCTU JIEKApCTBEHHOrO npenapaTa
OO0Ka3aHO OTCYTCTBUE KIMHUYECKN 3HAYUMbIX Pa3nnvnin hapMakoOKUHETUKN 1 (Mnn)
6e30nMacHOCTN U 3(hHEKTUBHOCTN NIEKApPCTBEHHOIO npenapaTa 418 MeguumMHCKOro
NMPUMeHeHus);

2) OSKBMBAJIEHTHOCTb JIEKAPCTBEHHOMW opMbl  (N0L  3dKBMBAJIEHTHbLIMU
NIeKapCTBEHHbIMM  (hopMaMW MNOHMMAIOTCA pa3Hble JlIeKapCTBEHHble (OopMbl,
nMmewuwme oamHakosble cnocob BeBepeHMs K cnocob npuMeHeHus, obnapawouwime
COMOCTaBNMbIMU hapMaKOKUHETNYECKUMU XapaKTepuctmkamm n
hapmakonorm4eckuMm gencrtemeM un obecneymBawliMe TakXe [OCTUXKeHue
HeobXxoaAMMOro KanmHu4yeckoro 3ddekTa. Pa3nnynmsa nekapCTBEHHbIX (OPM He
ABNAIOTCA NPensaTCcTBMEM AN UX B3aMMO3aMeHSAeMOCTW, eC/in Npu MpoBeLeHUN
nccnenoBaHns OUMOSKBUBANIEHTHOCTU JIeKapCTBEHHOro npenapaTta wuau B Cly4dae
HEBO3MOX>XHOCTU npoBeaeHmns 3TOro nccnenoBaHus npu npoBeneHnmn
nccnenoBaHMa TeparneBTUYECKOM 3KBUBAJNIEHTHOCTM JIeKapCTBEHHOroO npenapaTa
00Ka3aHOo OTCYTCTBUE KJIMHNYECKUN 3HAYUMbIX Pa3indnin papMakoKUHETUKN N (M)
6e30nMacHOCTN N 3(hHEKTUBHOCTN NEKAPCTBEHHOrO NpenapaTta 48 MeguuMHCKOro
NMPUMeHeHUs);

3) 3KBMBAJIEBHTHOCTb WM COMOCTaBUMOCTb COCTaBa BCMOMOraTesibHbIX
BeLLeCTB JIeKapCTBEHHOro npenapaTta Aa1a MeaAuUUHCKOro rnpuMeHeHus (pasanyums
COoCTaBa BCMoOMoOraTeflbHbIX  BELEeCTB  JIEKApCTBEHHOro npenapaTta AN
MeANLMHCKOro NPUMeHeHns He ABNAOTCA npenaTcTBMEM ans nx
B3aMMO3aMEHSAEeMOCTU, eCan Npu NposBefeHnn nccienoBaHnsg 6Mo3KBMBAIEHTHOCTH
NIeKapCTBEHHOro npenapaTta A8 MeAULUWUHCKOro MNPUMEHEeHUs Wam B Clyvae
HEBO3MO>XHOCTN nposeneHuns 3TOro nccnenoBaHms npw npoBeneHnNn
nccnenoBaHUs TepaneBTUYHECKOW 3KBUBANIEHTHOCTU JIEKApCTBEHHOro npenapaTa
0N MeAUUWMHCKOro MPMMEHEHUS [0Ka3aHO OTCYTCTBME KIIMHUYECKM 3HAYMMbIX
pasnnynin  HapMakoKMHEeTUKMn un  (nan) 6es3onacHoCTM U 3PHEKTUBHOCTM
NleKapCTBEHHOro npenapaTta 4Ja MeguumMHCKOro rnpuMmeHeHus. lNMpun aToM pasnnymns
COCTaBa BCMOMOraTesibHbIX BeWweCTB He AO0J/UKHbl MPMBOAUTb K  PUCKY
BO3HMKHOBEHNSA CEPbE3HbIX He)XenaTeNibHbiX peakuun Yy OTAesIbHbIX [pynn
MnauneHTOoB UM MOBbILLEHUSA YaCTOTbl MX BO3HUKHOBEHUS);

4) noeHTUYHOCTb cnocoba BBeAeHUSA n npnMeHeHnA,

5) oOTCcyTCTBME KJMHUYECKW 3HAYMMbIX pPa3iMydnin  Npu  nNpoBeneHun
nccnenoBaHma 6MO3KBMBANIEHTHOCTM JIEKAPCTBEHHOrO npenapata WanM B Cly4dae
HEBO3MOXXHOCTM MNpOBEeAEeHUA 3TOro WUCCAefoBaHUA OTCYTCTBUE KJIMHUYECKWU
3HAYUMBbIX pa3nnyunn nokasaTenemn 6e3onacHoCTKn n 3(hhekTUBHOCTN
JlIeKapCTBEHHOro npenapaTta nNpu MNpoBefeHUN WUCCNefoBaHUS TepaneBTU4YecKoun
SKBMBANIEHTHOCTU. [laHHbIA NapamMeTp He [pPUMEHSeTCd B  OTHOWEHUn
BOCMPON3BEOEHHbLIX JIEKAPCTBEHHbLIX MpernapaToB, YKa3aHHbIX B 4acTu 10 cTaTbu
18 HacTosiwero ®depnepanbHOro 3akoHa. B  oTHoweHun 6GuoaHanorosbix
(bnonopobHbLIX) nekapCTBEHHbLIX npenapaTtoB (bnoaHasnoroB) gAaHHble 00
OTCYTCTBUUN KJMHUYECKN 3HAYUMbIX pa3nnymin 6e3onacHoCTU, 3¢pdeKTUBHOCTU U
MMMYHOreHHOCTW JIeKapCTBEHHOro npenapata nNo pe3ysbTaTaM MpoBefeHUs
KJIMHUYECKNX WUCCNefoBaHUA nNpenocTaBadloTCa B nopsake, YCTaHOBJIEHHOM
HacToAWeN 4YacCTblo;



6) CoOTBeTCTBME NPOM3BOAMTENA JIeKapCTBEHHOro cpeacTsa TpeboBaHUAM
Hajnexallen Npon3BoACTBEHHON NPaKTUKN.

2. CpaBHeHMe NapaMeTpoB PErnMCTPUPYEMbIX JIeKapCTBEHHbIX NpenapaToB As
MeAUNLMHCKOro NMPUMEHEHNS OCYLLLECTBISIETCA KOMUCCUEN IKCMEPTOB 3KCMEPTHOro
y4ypeXAeHns npu npoBefeHnn IKCNepTU3bl TaKUX JIEKAPCTBEHHbLIX NMpenapaToB B
npouecce Mx rocydapCTBEHHOW  perucTtpauun. BbiBogbl  3KCNepToB O
B3a/IMO3aMEHAEMOCTM WM HEB3aMMO3aMEHSIEMOCTU JIEKapCTBEHHbLIX MpernapaToB
AN MeOUUMHCKOro MNpUMEHEeHUs, CAeNlaHHble B pe3y/ibTaTe 3TOro CpaBHEHUS,
ohopMANAITCS B BMAE TMPUIIOKEHUS K 3aKJIIOYEHUIO 3KCMepToB Mo d¢opMe,
YTBEP)XAEHHON YMOJHOMOYEHHbLIM (hefepasibHbiIM  OpPraHoOM  UCMOJIHUTENIbHOW
BNlACTWN.

3. Mono)XeHnst HacTosLen CTaTbW HE PAChPOCTPAHATCA Ha pedepeHTHbIe
JIEKApPCTBEHHbIE  TMpenapaThl, JIeKapCTBEHHble pacTUTesibHble  npernapaThl,
roMmeonaTU4yeckue JIEKAapCTBEHHbIE MpenapaTbl M JIEKAPCTBEHHbIE MpenapaThl,
KOTOpble pa3pelleHbl Ans MeauLUHCKOro npumMmeHeHus B Poccuinickon denepauunmn
bonee pnOBaAuUaTM JIeT M B OTHOLWEHUN KOTOPbIX HEBO3MOXXHO MNpoBedeHune
nccnenoBaHuns X GUO3KBMBANIEHTHOCTN.

Cratba 28. PerucrpaumoHHoe YAOCTOBEpeHue JIieKapCTBEHHOro
npenapara

1. PermnctpaumoHHOe y[OCTOBEpPEHMEe JlIeKapCTBEHHOro npenapaTta C
yKasaHuem JfnekKapCTBEHHbIX ¢(OpM U1 [O03UMPOBOK BblgaeTca 6eccpoyHo, 3a
WUCKJIIOYEHMEM pPEerncTpaunoHHOro yAoCTOBEPEHUS JNIeKapCTBEHHOro rnpenaparTa,
BblJABAEMOro CO CPOKOM AENCTBUSA MATb NeT, Ha BMepBble pPerncTpupyemMoie B
Poccunckon depgepaynm nekapCTBeHHbIE NpenapaThl.

2. Mo NCTeYeHMN yKa3aHHOTro B 4acTu 1 HACTOALWEN CTaTbW CPOKA BblOaeTCs
beccpoyHoe perncTpauroHHOe yAOoCTOBEPEHME JIEKAPCTBEHHOro rnpenapaTa npwu
yC/IOBUM NOATBEPXKAEHNS €ro rocy0apCTBEHHOW perncTpaumm.,

3. B cny4vae BHeceHuMs B COOTBETCTBUM cO cTaTbamu 30 m 31 HacTosdwero
depnepasibHOro 3aKoHa N3MeHeHU B coaepiKallmecs B perucTpauMoHHOM 0Cbe Ha
3aperncTpMpoOBaHHbIA NIEKAaPCTBEHHbLIN MNpenapaT OOKYMEHTLl, 3aTparvBatolwmnx
CBeleHNs, OTpa)KeHHble B pPerncTpaunvoHHOM YyOOCTOBEpPEeHUN JeKapCTBEHHOro
rnpenapaTa, YMNOJIHOMOYEHHbLIN defepasbHbii OpraH WCMOJIHUTENIbHON BJlACTU
BblJaeT HOBOE pervcTpauuoHHOe YyJOO0CTOBepeHue JieKapCTBEHHOro rnpenaparTa,
cofeprxallee BHECEeHHble B HEro U3MeHeHuns.

(4acTb 3 BBeneHa dPepepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cny4ae yTpaTbl UAX MNOBPEXAEHUS PerucTpaumMoHHOro yaooCTOBEpeHUs
NleKapCTBEHHOro npernapaTa Mo 3asB/eHUI0 B NMUCbMEHHON hopMe Aep)KaTens uam
BNnagenbla pPerncTpaumMoHHOro yAoCTOBEpPEeHUs NeKapCTBEHHOro rnpenapaTta Win
YMNOJIHOMOYEHHOr0 MMW APYroro pUANYEeCcKOro Jsuvua o Bblgade paybnukaTta
perncTpaumoHHOro yooCToBepeHUs sieKkapCTBEHHOro npenapaTta yNnoJIHOMOYEeHHbIN
henepasibHbI OpraH UCMOJIHUTESIbHOMN BNaCTU B CPOK, HE MNpeBbIWaoWnn OecaTun
paboynx gHeMn CO OHA  NOCTYyNAeHusa  3asaBieHus, BblgaeT  aybnmkaTt
perncTpaumMoHHOro YyAoCTOBEPEeHUs JieKapCTBEHHOro npenapaTa. 3a Bblaadvy
aybnnkata perncTtpauMoHHOro YyAOCTOBEPEHUS JIeKapCTBEHHOro rnpenapaTa
B3MMaeTCs rocyfapCTBEeHHas MoWJiMHa B COOTBETCTBMM C 3aKOHOOATe/IbCTBOM
Poccuinnckonm ®enepaumm o Hanorax n cbopax.

(4acTb 4 BBeneHa dPepepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Ctatbsa 29. MopTBep>xXpeHue rocynapcrBeHHOM perucrpauum
JieKapCTBEHHOro npenapara



(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. TloaTeBepXxaeHne rocyfapCTBEHHOW  perucTpaumm  NIeKapCTBEHHOrO
npenapaTa ocCywecTBAseTcs npum BbigadYe 6eccpo4yHOro perncTpaumoHHOro
yOOCTOBEPEHMUSA JIEKAPCTBEHHOrO rnpenapaTta B CJly4ae, ykKa3aHHOM B 4acTtm 2
CTaTbun 28 HacToswero ®PenepanbHOro 3akKoHa, B CPOK, He TMpeBbIWAOLWNIA
wectnpgecatn  paboymx gHEM CoO  OHA  MOJYYEeHMA  COOTBETCTBYIOLLUMM
YNOJIHOMOY€EHHbIM hefepasibHbIM OPraHOM UCMNOJIHUTENIbHOW BAIACTU 3asBNI€HUSA O
NOATBEPXXAEHUN FOCYyAapCTBEHHOW perncrtpaumm nekapCTBEHHOro npenapata. He
OCYLLEeCTBNAETCA NOATBEPXKAEHNE roCyfapCTBEHHON perncrtpaumm B OTHOLUEHUW
NlIeKapCTBEHHOro npenapaTta, He Haxoguewerocsa B obpaweHun B POCCUNCKOMN
denepaunn B TeyeHme Tpex n bonee neT, a Tak>Ke B OTHOLLUEHUN NEKAPCTBEHHOI 0O
cpencTBa, MPOM3BEAEHHOr0 C HapyweHneMm TpeboBaHMA, YCTAaHOBIEHHOIN0 4acTblo
3.7 ctaTtbu 71 HacToAwero ®enepasibHOro 3aKoHa.

2. 3asBneHuMe O NOATBEPXAEHUW  rOoCyLapCTBEHHOW  perncrpauumun
NleKapCTBEHHOro npenapaTa Ass MegUUMHCKOro NpuMeHeHus npencraBiseTcs B
COOTBETCTBYIOLUA  YMNOJIHOMOYEHHbIN  (hefepalbHbil  OpraH WUCMOJNHUTENbHOW
BN1aCTVU He paHee 4eM 3a CTO BOCEMbAECAT AHeN L0 UCTEeYEeHUs CPpoKa AeNCTBUSA
perncTpaumoHHOro y[oCTOBepeHus JNleKapCTBEHHOr o npenapaTta ans
MeANLMHCKOro NpuMeHeHus.

(B pen. ®epepanbHOro 3akoHa ot 02.08.2019 N 297-93)

2.1. 3aaBneHne 0 NOATBEPXAEHUN TOCYyLapCTBEHHOM  perncrpaumun
JleKapCTBEHHOro npenapaTta 419 BETEPUHAPHOro npuMeHeHns npencrtasfifeTcs B
COOTBETCTBYIOLUA  YMNOJIHOMOYEHHbIN (hbefepalbHbil  OpraH WUCMONHUTENbHON
BNaCTWU He paHee 4eM 3a CTO BOCEMbAECAT AHEeN L0 UCTeYEeHUs CPpoKa AeNCTBUSA
perncTpaymoHHOro yOoCTOoBEpeHUs JleKapCTBEHHOr 0 npenapaTa ans
BEeTEPUHAPHOro NpMMeHeHNsa N He No3[lHee OKOHYaHUSA CPpOKa ero AencTBus.
(yacTb 2.1 BBegeHa ®epepasibHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

3. TloAaTBepXAeHWe TroCynapCTBEHHOW  perucTpaunum  JIEKAapCTBEHHOro
npernapaTa oCyLWeCcTBASETCS Mo pe3ysibTaTaM 3KCNePTU3bl OTHOLUEHMWS OXXKMOAEeMOM
Nonb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUA JeKApCTBEHHOro rMpenapaTa Ha
OCHOBAHMUM  pPe3yNbTaTOB MOHUTOPMHra 3PPEKTUBHOCTU U  Be3onacHoCcTu
NIeKapCTBEHHOro npernapaTta, MNPOBOAMMOrO Aep)XaTefleM WAn  BRafesblem
PErMCTPALMOHHOIO  yOOCTOBEPEHUS JIEKAPCTBEHHOI 0 npenapaTa nmbo
YNO/IHOMOYEHHbIM UMUK  OPUANYECKUM JIMLOM, a TakKXe COOTBETCTBYHOLUM
YMOJIHOMOYEHHbLIM  hedepasibHbIM  OPraHOM  UCMAOJIHUTENbHOMW  BJacTU B
COOTBETCTBUU C TpeboBaHUAMUN CTaTbn 64 HacToswero deaepasbHOro 3akKoHa.

4. K 3asBfeHU0 O TMOATBEPXOEHUN rOoCydapCTBEHHOW perucrpaumm
NeKapCTBEHHOr o npenapaTa A8 MeAULNHCKOro NpUMEHEHUS npuiaraTCcs:

1) pokyMeHTbl, cofgepxkalwune pesysibTaTbl MOHUTOPUHra 3PMEKTUBHOCTU W
be30nacHOCTM NekKapCTBEHHOro npenapaTta AN MeOULMHCKOro MpUMEeHeHUs,
npoBefeHHOro Aep>kaTeneM Win BnajenbLueM perncTpaumMoHHOro yaoCToOBepeHuns
JIeKapCTBEHHOr o npenapaTa ans MeAULUUHCKOro npuMeHeHus nnbo
YMNOJIHOMOYEHHbIM UM IOPUANYEeCKUM ULOoM, o  GQopMe, YTBEepPXAEeHHON
YMNOJIHOMOYEHHbIM (hefiepasibHbIM OPraHoOM UCMOJIHUTEIbHON BNAcTW;

KoHcynbTaHTIINOC: NnpuMeYvyaHue.
C 01.01.2021 B N. 2 4. 4 cT. 29 BHOCATCA UaMeHeHusa (®3 ot 27.12.2019 N 478-
d3).

2) KOnus NNLEH3MN Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM KoMnus



3aKJIl0O4eHUss O  COOTBETCTBUMM  MNPOM3BOAMTENS  JIEKAPCTBEHHbIX  CpencTB
TpeboBaHMAM nNpaBusl Hagnexalwen nNpon3BOACTBEHHOW MPAKTUKKU, BblOAHHbIX
YNOJIHOMOYEHHbIM (hefepabHbIM OPraHOM WUCMONHUTENbHOW BAACTU B OTHOLLEHUN
MPoOn3BOACTBEHHON MJIOWAAKM JIEKApCTBEHHOrO MpenapaTta AJad MeauUUHCKOro
nPMMeHeHns, TrocyfapCTBEHHaaA peructpauma  KOTOoporo noaTBepXaaeTca B
cnyyYyae, ecam npou3BOACTBO JIEKAPCTBEHHOro npenapaTta An8 MeauuUUHCKOro
npuMeHeHus ocyulecTensaeTcs B Poccunckon depepaynm;

KoHcynbTaHTINOC: MpnMeYvaHume.
C 01.01.2021 B n. 3 4. 4 cT. 29 BHOCATCA UaMeHeHunsa (®3 oT 27.12.2019 N 478-
d3).

3) Konusa BbIAAHHOM YMNOJIHOMOYEHHbLIM OpraHoM CTpaHbl MNpoM3BOAUTENSA
NNLUEH3NM Ha MpPOU3BOACTBO JIEKApCTBEHHOro npenapaTta A8 MeOUUWUHCKOro
NPUMEHeHUss U ee nepeBol Ha PYCCKUN A3blK, 3aBepeHHble B YCTAaHOBJIEHHOM
nopagke, a TakKXe KOMuMA 3aKJ/l4YeHUA O COOTBETCTBUM NPOU3BOAUTENS
NIeKapCTBEHHbIX CpeacTB TpeboBaHMAM MNpaBua HagJsiexxallen nNponu3BOACTBEHHOM
MPakKTUKW, BbIL4AHHOMO YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOJIHUTE/IbHOWN
BNACTU B OTHOLLUEHUN MPOU3BOACTBEHHOW MJIOWALKKN JIeKapCTBEHHOro npenapaTta
ONs  MeOMUWHCKOro TMPUMEHEHUs, rocyfapCTBEeHHas perucrpauns  KoToporo
noaTBep)XOaeTcs, WM KOMNUSA peLleHna YrnoJIHOMOYEeHHOro efepasibHOro opraHa
WCMNONIHUTENBHOW BNAacTM O MNPOBEAEHUN WHCNEKTUPOBAHUA MPOU3BOOUTENS
NeKapCTBEHHbIX CPeACTB B CJ/ly4ae, ecauM TMpOU3BOACTBO  JIEKAPCTBEHHOrO
npenapaTta AN MeOUUUMHCKOro NpUMEHeHUs OCyLLeCcTBAAeTCA 3a npegesiamu
Poccunckon ®epepaumun.

(4yacTb 4 B pen. PenepanbHOro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOweHUM 6MONOrNYEeCKNUX JIEKAapCTBEHHbLIX MNpenapaTtoB AOns
MeOULNHCKOro npPUMeHeHus 3asaBUTENb OOMOJIHUTENIbHO npeacrtasnseTr
pe3ynbTaTbl MeEpPOnpUATUIA, NPenyCMOTPEHHbLIX MJAHOM YMNpaBJEHUA pPUCKaMW,
YyTBEPXAEHHbLIM  YMNOJIHOMOYEHHbLIM  ()efepasibHbiM  OPraHOM  UCMOJIHUTESIbHON
B/IACTU MNpPW OCYLLECTBJIEHUN [OCYOapCTBEHHON perncTtpaunm sekapCTBEHHOro
npenapaTta 4Ja MeaANUMNHCKOro NpuMeHeHuns.

(4yacTb 4.1 BBegeHa ®egepaibHbiM 3aKoHOM 0T 04.06.2018 N 140-03)

4.2. K 3a8B/ieHUI0O O TMOATBEPXAEHUMN T[OCYyAapPCTBEHHOMN perncrpauunmn
JIeKapCTBEHHOro rnpenapaTta AJ9 BeTepuHApPHOro MNpUMEHEeHUA npuiararTCs
OOKYMEeHTbl, coAep)alwme pe3ysbTaTbl MOHUTOPUHIa 3SPPEKTUBHOCTU W
6e30MacHOCTM JIeKapCTBEHHOrO MpenapaTta QA9 BeTEepMHApPHOro MNpPUMEHEHUS,
MPOBOAMMOro Aep)xaTesieM WX BhafesbLeM perucTtpaunoHHoOro yanoctoBepeHus
JleKapCTBEHHOro rnpenapaTa ans BETEepUHapHOro rnpUMeHeHuna nnéo
YNOJIHOMOYEHHbIM UM  OPUONYECKUM  NuuoM, No  dopMe, YTBEpPXXOEHHOW
YNOJIHOMOY€EHHbIM (heaepasibHbIM OpraHoM UCMOJIHUTENIbHOW BNACTU, N OKYMEHTHI,
yKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHkTax "a", "6", "k", "n" nyHkTa 4 4actu 3
CTaTbW 17 HacTogdLwero depnepanbHOro 3aKOHa. B OTHOLWeEeHnn
NMMMYHOBMONOrNYECKNX  JIEKAPCTBEHHbIX  MNpenapaToB  AOJiIs  BeTEepUHAPHOro
NnPUMeHeHNsa He NPeacTaBNAlOTCa CBeeHNs, YKa3aHHble B noanyHKTe "K" nyHKTa 4
yactm 3 cTaTtbu 17 HacTosawero depnepasbHOro 3akoHa. B oTHoweHun
JIeKapCTBEHHbIX MpenapaToB /19 BeTEePUHAPHOro MNPUMEHEHUA, MOJNIyHYEHHbIX C
npuMeHeHnem reHHO-UHXXeHepHO-MoANPULNPOBAHHbLIX OpraHn3mMosB nnn
cofgepXawux Takue OpraHusMbl, LOOMOJIHUTENIbHO TMpencTaB/AlTCA CBefeHus,
yKa3aHHble B NyHKTe 13 yacTtu 3 ctaTtbn 17 HacTosAwero denepasbHOro 3akoHa.
(yacTb 4.2 BBepgeHa depepasibHbiM 3akoHOM oT 04.06.2018 N 140-93; B pea.
®epepanbHOro 3akoHa ot 02.08.2019 N 297-d3)



KoHcynbTaHTI0C: npnMeYdaHune.
C 01.01.2021 4. 4.3 cT. 29 n3naraeTcs B HOBOW pedakuum (®3 ot 27.12.2019 N
478-03).

4.3. C 3a8BNE€HMEM O TMOATBEPXAEHUN TrOCYyAapCTBEHHOW perncrpaunm
NIeKapCTBEHHOro npenapaTa 3asaBUTENb NpeacTaBAsAeT KoMuilo  OOKYMEHTa,
noaTBepXgatmwero ynnaaty rocyfapCTBEHHOM TMOWJMHBbI 3@ MNOATBEpXAeHue
rocyfapCTBEHHOW perncrtpaunn fnekapCTBEHHOro npenapaTta, aAmbo MoxeT
npencTaBuTb YKasaHHbIA AOKYMEHT Mo cobCTBeHHOM uHUumnaTmee. B cnydae
HernpencTaB/IeHUS YKa3aHHOro JOKYMEeHTa YNOJIHOMOYEeHHbIV (heaepaibHbIN opraH
NCNOJIHUTENBHOW BNACTW MnpoBepseT (akT ynjaaTbl roCcyfapCTBEHHOW MOLJVHGI
3as8BUTENIEM rnocpencTsom NCNo/b30BaHMUA nHopMaLmn 06 ynnaTte
rocyaapCTBeHHOMN MOLUJINHBI, coaep>kallencs B FocypapCTBEHHOM
WH(POPMALIMOHHON CUCTEME O NOCY[AaPCTBEHHbLIX M MYHUUMUMANbHbIX NJaTeXax, Ha
OCHOBaHMM NpeacTaB/IEHHON 3asABUTENIeM KOMUW AOKYMeHTa, MoATBep)XAatowero
ynnaTy rocygapCTBE€HHON MOLINHBI.

(4acTb 4.3 BBegeHa PenepasibHbIM 3aKOHOM OT 04.06.2018 N 140-93)

5. B TeyeHue pecsaTM paboumx OHEN CO AHA MNPUHSATUS 3asiBJIEHMS O
NOATBEPXAEHUN TOCY[APCTBEHHOW perncTpauum JIeKapCTBEHHOro nperapaTta U
[OKYMEHTOB, COAEep)Xalwux pe3ybTaTbl MOHUTOPUHra 3IPPEKTUBHOCTU U
6e30MacHOCTU JleKapCTBEHHOro nmnpenapaTa, MPOBOAMMOro Aep)xaTesieM Waun
BJlafesbLEM PErMCTPALIMOHHOIO YAOCTOBEPEHUS IeKapCTBEHHOMO nNpenapaTta mbo
YMOJIHOMOYEHHbLIM VMU OPUANYECKUM JINLLOM, YMOJIHOMOYEHHbIN (eaepabHbIi
opraH UCNOJIHUTENbHOM BNACTML:

1) npoBoAMT  TMpOBepKy MOJHOThHI  CBEAEHWA, codepXallnuxcsa B
NnpeacTaB/IeHHbIX 3a9BUTENIEM NOKYMEHTaX;

2) NpuvHMMaeT peweHne o npoBegeHUn wunam o6 oTKa3e B MNPOBEOEHUU
3KCMepTU3bl OTHOLUEHUSA OXXMAAEMOW MNOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
JIeKapCTBEHHOro npenapata Ha  OCHOBaHUW  pe3ysbTaTOB  MOHUTOPUHra
3(ppekTMBHOCTM U 6e30NacHOCTM JsieKapCTBEHHOro npenapaTta, MpPOBOAMMOroO
aep>xxatenem nnn Brlagenbuem pernctpaunoHHoOro yLOCTOBEpPEHUS
NleKapCTBEHHOro npenapaTta Mbo yNOJIHOMOYEHHBIM MU IOPUOANYECKUM NINLIOM, a
Takxe ¢denepasbHbIM OPraHOM WCNOJHUTENIbHOM BJIAaCTU B COOTBETCTBUU C
TpeboBaHMAMU CTaTbh 64 HacTosAwero PenepanbHOro 3aK0OHa;

3) yBeOoMNIAeT B 3JIEKTPOHHON hopMe UM NUCbMEHHOW (hopMe 3aaBUTENS U
3KCNEPTHOE YYpPeXAEHNE O NMPUHATOM peLleHnn nbo B Clyvae NpUHATUSA PeLLeHuns
06 0TKa3se B MPoOBeAEHUN SKCMEPTU3bl YKa3biBaeT NPUYMHbLI TAaKOro OTKasa.

6. B ciiy4ae BbiSBJIEHUS HeOOCTOBEPHOCTM U (MNKM) HefoCTAaTOYHOCTMU
nHopMaLumn, coaepawencs B MpPeacTaBsieHHbIX 3asBUTENEM [OOKYyMeHTax,
YMNOJIHOMOYEHHbIV (hefepalbHbll OpraH WCMOJHUTENIbHOW BlAaCTU HanpasnseT
3agBuTenio  3anpoc 06  yTOYHEHUM  yKasaHHOW  WHpopmauun.  3anpoc
YyMNOJHOMOYEHHOro efepanbHOro opraHa WUCMNOJSIHUTENbHON BAACTU MOXeT ObiTb
nepefaH YyrnoJHOMOYEHHOMY MpencTaBUTesNlo 3asBUTENsA JIMYHO nof Ppacriuncky,
HanpasJieH Mo Mo4YTe 3aKa3HbIM MUCbMOM WAW NepefaH B 3/1eKTPOHHOW hopMe Mo
TeSIeKOMMYHUKALUWOHHbIM KaHanam cBA3W. B cnyvae HanpaBneHus 3anpoca
YMNOJIHOMOYEHHOro denepasibHOro opraHa WCMOJIHUTEsSIbHON BAacTuU Mo ro4yTe
3aKa3HbIM NMUCbMOM OH CYMUTaeTCs NOJIyYEeHHbIM MO UCTEeYEeHUN LWeCTun OHEeN C AaThbl
HanpaBJieHNS 3aKa3HOoro N1UcbMa.

7. 3asBuTenb o06£13aH NpencTaBUTb OTBET Ha 3arnpoc YrMOoJIHOMOYEHHOro
denepanbHOro opraHa WCNOMHUTENbHOMW BRACTU B CPOK, He TMpeBbIlIAOLLINA



neBsiHOCTa paboymx OHen co AHs ero nosiydeHusi. Cpok, yKas3aHHbIM B 4acTu 5
HacTosAWeN CcTaTbW, MPUOCTaAHaBIMBAETCA CO [HS HamnpaBfieHUs 3asBUTENIO
3anpoca YMnoJHOMOYEeHHOro ¢enepasbHOro opraHa WCNOJIHUTENbHON BNAcTU L0
OHS NOJly4YeHUs UM COOTBETCTBYIOLLEro OTBETA U HE YYUTLIBAETCS MPU UCHUCTIEHMN
CpOKa MNOATBEPXAEHUA  TrOCYyHAPCTBEHHOW  perncrtpaunmm  NeKapCTBEHHOro
npenapaTa.

8. OcHoBaHMeM [OJis OTKasa B MPOBEAEHUM 3SKCNEepTU3bl OTHOLIEHUS
0XKWOAEeMOM MOoJib3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS N1eKapCTBEHHOro
npenapaTta SBJSETCS MNpeAcTaB/ieHMe [OOKYMEHTOB, COAEpXXallux pe3ynbTaThl
MOHUTOPUHra 3PPEeKTUBHOCTM N 6e30MacHOCTU JIEKAPCTBEHHOro npenapaTa, u
(nnn) B OTHOLIEHMN OMONOrMYECKUX JIEKAPCTBEHHLIX MpenapaToB pe3ysibTaToB
OCYLLECTBJIEHUS MEPONPUSATUA B COOTBETCTBUM C MJIAHOM YNpaBieHUs PUCKamu,
YTBEPXXOEHHbLIM  YMNOJIHOMOYEHHbIM  (hefepasibHbIM  OPraHOM WUCMNOJHUTESIbHOMN
BJIACTU MNpPU OCYLLECTBJIEHWN FOCYAapCTBEHHOW pPEerncTpauum JIeKapCTBEHHOro
npernapaTta, B HernojsHOM obbeMe, OTCYTCTBME MHMOPMaLUK, NOATBEpP XAAoLLEN
(hakT ynnaTbl rocyfapCTBEHHOW MOLLINHBLI 3a MOATBEPXKAEHME FOCYyAapCTBEHHOWN
perncTpaummn fekapCcTBeHHOro npenapaTta, Mbo HernpeacTaB/ieHME 3asBUTENEM B
YCTAHOBJIEHHbI CPOK OTBETa Ha YKa3aHHbIA B YacTu 6 HACTOSLLIEN CTaTbW 3anpoc
YyMoJIHOMOYEHHOro denepasbHOro opraHa WCAOMHUTENbHOM BACTU, a TakXe
OTCYTCTBME B YKA3aHHbIX JOKYMEHTaxX MH(pOpMaLMM, KOTopas OoJKHA ObiTb B HUX
OTpakeHa.

9. 2KcnepTu3a OTHOLWIEHUA OXXWUOAeMOW MoJib3bl K BO3MOXXHOMY PUCKY
NPUMeHEeHUS JNIeKapCTBEHHOr 0 npenapaTa B uensax noaTBEPXOEHWS
rocydapCTBEHHOW  perncrpaumm NeKapCTBEHHOro npenapaTta NpPOBOAMTCA
KOMUCCUEN 3SKCMEPTOB 3KCMNEPTHOr0 Yy4YpexaeHUs B CPOK, HEe MpeBbilLaOLLNA
copoka pabouynx gHen.

10. B cniy4ae He[oCTaTOYHOCTWU npencTaBJsIeHHbIX 3KCMepTy MaTepuasioB 014
havn  3ak/4YeHns skcnepT obpawaeTcs K PYKOBOAUTENO  3KCNEPTHOro
yypexxaeHus o npenocTtaBsieHUM emMy HeobxoAuMmbix MaTepuanoB. PykosBoauTesnb
JKCMepTHOro y4dpexneHus obpawaerca C COOTBETCTBYWOLWMM 3anpocoM B
YNOJIHOMOYEHHbIN defepanbHbil OpraH WCNOJHUTENIbHOM BNACTW, BblOaBLINNA
3afjaHne Ha npoBefdeHMe 3IKCMepTU3bl OTHOWEHMA OXuOaeMon nMosb3bl K
BO3MOXXHOMY PUCKY MNPUMEHEHUS JieKapCTBEHHOro npenapaTta Ha OCHOBaHUK
OOKYMEeHTa, coAep)kalwiero pe3syabTaTbl MOHUTOPUHIra SPPEKTUBHOCTU U
6e30MacHOCTM NeKapCTBEHHOro npenapaTa. B TeyeHne natu pabo4ynx oHen co AHSA
MOCTYNJIEHNA 3anpoca PYKOBOOUTENS 3DKCMEPTHOro Yy4YpexxOeHUs YyKa3aHHbIN
denepasbHbii OpraH UCNOMHUTENIbLHOW BNACTW HanpaBsseT 3aaBUTesNo 3anpoc o
npeacTtaBieHMn HeobxoouMbIX MaTepuanoB, KOTOPbIA MoOXeT ObiTb nepenaH
YNOJIHOMOYEHHOMY MNpencTaBUTeNto 3aaBUTeNA JINYHO Mo PacrnucKy, HanpasieH
Mo noYyTe 3aKa3HbiIM MUCbMOM WAWM nNepefaH B JNIEeKTPOHHOM ¢opme Mo
TENEeKOMMYHUKaLUMNOHHbIM KaHajlaM cBA3W. B cny4yae HanpasfieHus 3anpoca
YNOJIHOMOYEHHOro denepasbHOro oOpraHa WCMOJIHUTENIbHON BJACTU NO MNo4Te
3aKa3HbIM NMNCbMOM OH CHUTAETCH MOJIYYEHHbIM MO UCTEYEHUN LWECTN OHEN C AaThbl
HanpaBJ/ieHNA 3aKa3HOro N1UcbMa.

11. 3asBuTenb o0653aH NpeacTaBUTb OTBET Ha 3anpoc YMNoJIHOMOYEHHOro
enepasibHOro oOpraHa WCNOJIHUTENIbHOM BNAacTM B CPOK, He nMpeBblllalowmnmn
wectmnpecatTn pabodymx OHeM CO OHS  NOJQIyYeHUs  YyKa3aHHOro 3anpoca.
YNONHOMOYEHHbIN (enepanbHbin OpraH WCMNOJHUTENbHON BJACTW, BblOaBLUWA
3aflaHMe Ha npoBedeHMe 3SKCNepTu3bl OTHOWEHUS OXWAAEMOW MNoJib3bl K
BO3MOXXHOMY PUCKY MNPUMEHEHUS NEeKapCTBEHHOro npenapaTta Ha OCHOBaHUK
OOKYMeHTa, cogep)xawero pe3yabTaTbl MOHUTOPUHra 3(E@EeKTUBHOCTU 1
0e30MacHOCTN IeKapCTBEHHOIrO nNpenapaTa, B Te4yeHne nNaTtm pabo4ynx gHen co OHS
MOCTYMNJIEHNA OT 3asBUTENS OTBETa Ha 3anpocC YMOJIHOMOYEHHOro degepasibHoOro



opraHa WCMNOJHUTENbHOW BJACcTW HanpasnaseT >3TOT OTBET B 3KCMepTHoe
yypexngeHue. B cnyyvyae HenpencTaBieHUs MO UCTeYeHUU wectugecaTn paboymx
OHeln 3asBUTeNeM OTBeTa Ha YKa3aHHbIN 3anpocC YNOJIHOMOYEHHbIN henepasibHbIn
OopraH UCNOJSIHUTENbHOW BAACTW, BblAABLUNM 3ajaHMe Ha NpoBeAeHMe 3KCrnepTusbl
OTHOLWEHUSA  OXWAAEMOW  MOJib3bl K  BO3MOXHOMY  PUCKY  MPUMEHEHUS
NeKapCTBEHHOr 0 npenapaTta Ha OCHOBaHNM OOKYMEHTa, coaep)kallero pesysibTaTbl
MOHUTOPUHIra 3PdPeKTUBHOCTM K 6e3onacHOCTM NIeKapCTBEHHOroO npenapaTa, B
TedyeHne nATM  paboymx OHENn HanpasBaseT B 3KCMepTHoe Yy4ypexieHue
yBeooMJieHne O HenpeacTaB/ieHUM 3asBUTesleM OTBeTa Ha 3anpoc yKa3aHHOro
opraHa. Bpems co pAOHA HanpaBfieHWs 3anpoca 3KCMepTHOro Yy4YpexxKneHus B
YMNOJIHOMOYEHHbIN  befepasibHbIA  OpraH WCMOJIHUTESIbHOM BRacTW 00 [AHA
MOJSIlyYEHUSA SKCNEPTHbIM y4ypexaeHnem oTBeTa Ha 3anpocC Wan yBeOOMJIeHUA O
HenpencTaB/ieHUM OTBETa Ha 3anpoC He Y4YUTbIBaeTCA MNpU UCHUCTIEHUU CpOKa
NpoBeAeHNSA 3KCMepTU3bl OTHOLUEHUA OXWAAEMOW MOJib3bl K BOSMOXXHOMY PUCKY
NMPUMEHEeHUs  JIeKapCTBEHHOro  mpenapata Ha  OCHOBaHMW  AOKYMEHTa,
cogep>kawero pe3sysabTaTbl MOHUTOPUHra 3¢dekTnBHoCcTM U 6e3onacHoCTU
JNleKapCTBEHHOr o rnpenaparTa.

12. B cpok, He npeBbllIAOWUA AecAaTU paboynx OHen co AHS Mony4vYeHus
3aKJIIOYEHUA KOMWUCCUM 3SKCNEepTOB MO pe3ysbTaTaM 3KCMepTu3bl OTHOLUEHUSN
0XKNOAeMOM MOJb3bl K BO3MOXHOMY PUCKY TMPUMEHEHUS JIEKAPCTBEHHOIO
npenapaTta, COOTBETCTBYWLIMA  YMOJHOMOYEHHbLIN  deaepasbHbIil  OopraH
NCNONHUTENbHOM BNACTW:

1) ocywecTBnsieT OLEHKY 3TOro 3akJl4YeHusa pA[nas onpeneneHuss ero
COOTBETCTBUS 3a[aHNI0 Ha NMPoBeAeHNe yKa3aHHOW 3KCNePTU3bI;

2) NPUHMMaeT pelleHne O MOATBEPXAEHUN roCcydapCTBEHHOW peruncrpauumu
NIeKapCTBEHHOro npenapaTta uin o6 oTkase B NOATBEPXKAEHUN FOCYAapCTBEHHOW
perncTpaunmn eKapCcTBEHHOrro NpenapaTa;

3) BHOCMT NpW MNPUHSATUM peLleHnMss O MOATBEP)XXAEHUM roCyAapCTBEHHOM
perncTpaunmn NeKapCcTBEHHOro nMpenapaTa CBeEeHUs B rocyAapCTBEHHbIA peecTp
JIEKAPCTBEHHbLIX CPeACTB U BblOaeT 3asaBUTesNto 6eccpoyHoe perncTpaumnoHHoe
yLOCTOBEpPEHME NEKAapCTBEHHOI0 NpenapaTa.

13. OcHoBaHuMeM pOns oOTKasa B MOATBEPXAEHUN TrOCYyOapPCTBEHHOMN
pernctpaumu NIEKapCTBEHHOI O npenapaTa ABNAETCSH 3aKJil04yeHne
COOTBETCTBYIOLLEr0 YMNOJIHOMOYEHHOro deaepasbHOro opraHa WCNOJHUTENbHOWN
BN1IACTW O TOM, YTO PUCK NMPUYMHEHNA Bpeda 340POBbI0 YENIOBEKA WJIN XXMBOTHOIO
BC/IeACTBUE MNpMeEMa JIeKapCTBEHHOro npenapaTta npesbilaeT 3P(PEKTUBHOCTb ero
MPUMEHEHWS.

(B pen. ®epepansHoro 3akoHa ot 04.06.2018 N 140-P3)

14. B nepuopn npoBefeHUs npolenypbl NMOATBEPXKAEHUS TOoCyOapCTBEHHOM
perucTpaumn JNieKapCTBEHHOro nmnpenapata ero obpaweHne B Poccuinckon
depnepaumn He NPMOCTAHAB/IMBAETCS.

15. JlonyckaeTcsa obOpalleHne neKapCTBEHHbLIX MpPenapaToB A0 UCTeYeHUs
CpOKa roAHOCTW, MPOU3BEAEHHbIX B TeYeHue CTa BOCbMUAECATU KaleHAapHbIX
OHen nocsne pgaTbl  MPUHATUSA  YMOJIHOMOYEHHbIM  (hefepajbHbIM  OpraHoM
WCMNONIHUTENBbHOW  BNACTU  pPEeleHns O NOATBEPXKOEHUM rOCynapCTBEHHOW
perncrtpaunm, B COOTBETCTBUM C MHGOPMaUMEN, copep)Kallencs B AOKYMEHTax
perncTpaymMoOHHOro A0Cbe Ha JIeKapCTBEHHbIN NpenapaT A0 AaTbl MPUHATUA Takoro
peLlleHuns.

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)



Crtatba 30. BHeceHMe MU3MEHEHUMM B MAOOKYMEHTbl, copmepXXalwumecs B
perucTpauMoHHOM [O0Cbe Ha 3aperucTpupoBaHHbIA  JIeKapCTBEHHbIW
npenapaT AJ1I1 MEAULUHCKOro npMMeHeHus

1. B uenax BHeCEHUA WU3MEHEeHUW B OOKYMEHTbl, coAepkawmecs B
perncTpaymMoOHHOM AOCbE Ha 3aperncTpPMpPOBaHHbLIA NIEKAPCTBEHHLIN NpenapaT As
MeOVUMHCKOro TrMpuMeHeHus, pgep)xaTenb Wwau Brageney, perncrtpaunmoHHOro
yOOCTOBEPEHMUSA JIEKAPCTBEHHOr0 rnpenapaTta WM YrMNoJIHOMOYEHHOE UM Apyroe
lopuanyeckoe nnUo (ganee B HaAcTOsAWEN CTaTbe - 3as8BUTENb) NpencTtaBnseT B
YNOJIHOMOYEHHbIN ()efgepasibHblA opraH WCMOMHUTENIbHOW BJflaCTU 3asBlleHue o
BHECEHUN TaKuUX WU3MEHeHUn no ¢Gopme, YCTAHOBIEHHOW YMOJIHOMOYEHHbIM
denepasbHbiM OPraHOM WCMNOJHUTENbHOW BAAcTW, W MNpuiaraembie K HeMmy
M3MEHEeHNA B YKa3aHHble OOKYMEHTbl, @ TakXe [OKYMEeHTbl, noareep)xpatoume
HeobXxoAMMOCTb BHECEHUS TaKNX U3MEHEHUN.

(B pen. PepepasnbHbiX 3aKOHOB 0T 22.12.2014 N 429-®3, o1 04.06.2018 N 140-®3)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.01.2021 B 4. 1.1 cT1. 30 BHOCATCA naMmeHeHus (P3 o1 27.12.2019 N 478-P3).

1.1. Mpn HeobxoQUMOCTN BHECEHUSA B [OOKYMEHTbI, COAep)Xallmecss B
perncTpaynMoHHOM AOCbe Ha 3aperucTpmMpoBaHHbIN NeKapCTBEHHbIM NpenapaT 4n4
MEeOVLUWNHCKOro MPUMEHEHUSA, W3MEHEHWUN, YKa3aHHblIX B TMYyHKTe 3 4actum 2
HacTosAwen cTaTbn U TpebywwmMx MNpoBeOeHUss IKCNepTUu3bl KadecTsa
JIeKapCTBEHHbIX  CPeacTB, 3asBUTesb  OOMNOJIHUTENbHO  MnpeacTtaBnseT B
YNOJIHOMOYEHHbIN hefepasibHbii OpraH UCMOJIHNTENBLHOW BAACTU KOMUIO JINLEH3UNN
Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPeacTB WAM  KOMNMKIO  3aKJlo4YeHusa o
COOTBETCTBUN MPOU3BOAUTENS JNIEKAPCTBEHHbLIX CpencTte TpeboBaHMAM nNpaBu
Hagnexawen npon3BOACTBEHHON MNPAKTUKK, BblAaHHbLIX  YMNOJIHOMOYEHHbIM
denepasbHbiM OpraHoOM WCNOJHUTENbHOW BSIACTU B OTHOLUEHUN W3MEHEHHOWN U
(nnn) ponosIHEHHOM NPOU3BOACTBEHHOW MNJOLWAAKN JIeKapCTBEHHOro npenapaTa, B
cny4yae, ecau npousBOACTBO JIEKAPCTBEHHOrO rMpernapaTa OCyWecTBASeTCAa B
Poccunckon depepauynm, nmbo KOMUK BblAaHHOW YMNOJHOMOYEHHbLIM OpPraHoM
CTpaHbl NPOU3BOAUTENS JINLUEH3UN Ha MPOWU3BOACTBO JIEKAPCTBEHHOrO npenapaTa
N ee nNepeBod Ha PYCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBJIEHHOM MNOpsAAKe, a Takxe
KOMMIO 3aKJ/IIOYEHNA O COOTBETCTBUM MPOU3BOOUTENS JNIEKAPCTBEHHbIX CPencTB
TpeboBaHMAM nNpaBuU HaaNexallen MPOu3BOACTBEHHOW MNPAKTUKW, BbIOAHHOIO
YNOJIHOMOYEHHbIM (hefepaibHbIM OPraHOM UCMOMHUTENbHOW BJACTU B OTHOLWLEHUN
N3MEHEeHHON 1 (UIn) AoNoSIHEHHOW NMPOU3BOACTBEHHON MOWAOKN NeKAapCTBEHHOIO
npenapaTta, WM KOMNUKD peleHnsa YNoJHOMOYEHHOro denepasbHOro opraHa
WCMNONIHUTENBbHOW BNAcTM O MNpPOBEAEHUN WHCNEKTUPOBAHUA MPOU3BOOUTENS
NIeKapCTBEHHbLIX CpeacTB B CJlydae, €CAnM  Npou3BOACTBO  JIEKAPCTBEHHOIO
rnpenapaTa OCywWecTBAsgeTCs 3a npeagenamm Poccnnckon depgepauunn.

(4yacTb 1.1 BBepeHa PepnepaibHbIM 3aKOHOM OT 04.06.2018 N 140-93)

KoHcynbTaHTI0C: npnMeYdaHune.
C 01.01.2021 B 4. 1.2 cT1. 30 BHOCATCA naMmeHeHus (P33 o1 27.12.2019 N 478-D3).

1.2. Mpun HeobxooUMOCTM BHECEHUS B [OOKYMEHTbI, COAep)Xallnecss B
perncTpayMoOHHOM LOCbE Ha 3aperncTpMpOBaHHbLIA IEKAPCTBEHHbLIN NpenapaT Os
MEeOUUNHCKOro MNPUMEHEHUSA, W3MEHEHWUW, YKa3aHHbIX B MNyHKTe 4 4actm 2
HacTosAwen cTaTbMn U TpebywwmMx NpoBeOeHUss SKCNepTu3bl KadecTsa
JIeKapCTBEHHbIX  CpencTB, 3asaBUTeslb  LOOMNOJIHUTEsNIbHO  MnpeacTtaBsifgeT B
YMNOJIHOMOYEHHbIN hefepasibHbli OpraH UCNOJIHNTENIbHOMN BNACTU KOMUIO JINLLEH3UN
Ha TMPOM3BOACTBO JIEKAPCTBEHHbIX CPeacTB WM KOMUIO  3aKJIlo4eHusa o



COOTBETCTBUM MPOU3BOAUTENSA JIeKapCTBEHHbLIX CpeacTB TpeboBaHMAM npaBu
Hagnexalwen rMpon3BOACTBEHHOW MNPAaKTUKW, BblOAHHbLIX  YMNOJIHOMOYEHHbIM
denepanbHbIM OpraHom NCMONHUTENIbHOM BNACTU B OTHOLUEHNN
Npon3BOACTBEHHON MAOWAaAKN JNeKapCTBEHHOro npenapaTa, B CJly4yae, ecau
Nnpou3BOACTBO JIEKApCTBEHHOro npenapaTta ocyuwecTsnsetca B Poccunckon
®epepaunn, nmbo Konuw BbIAAHHOW  YMNOJIHOMOYEHHbIM OPraHoM CTpaHbl
npon3BoaNTeNna JNLEH3UM Ha MPOM3BOACTBO JIEKApPCTBEHHOrO npenapata u ee
nepesof, Ha PYCCKUN A3blK, 3aBepeHHble B YCTaHOBJIEHHOM TropsikKe, a TaKxe
KOMWUIO 3aKJIl04YeHNa O COOTBETCTBUM MPOU3BOAUTENSA JIeKAPCTBEHHbIX CPeacTB
TpeboBaHMAM NpaBun Haanexawen MNpon3BOACTBEHHOW MPAaKTUKW, BblAAHHOIMO
YMNOJIHOMOY€EHHbIM (hefiepasibHbIM OPraHOM UCMOJSIHUTESIbHOW BNAacTU B OTHOLUEHWUU
NMPOV3BOACTBEHHOWN MAOLLAAKN NEeKapCTBEHHOroO npenapaTa, WM KOMuio peLleHns
YyMOJHOMOYEHHOro hefiepasibHOr0 opraHa UCNONHUTENIbHON BAACTU O NpoBeAeHUN
WHCNEKTNUPOBaHUA MNPOU3BOAUTENIA JIEKAPCTBEHHOIN0O CpefcTBa B Cllyyvae, ecau
NMPou3BOACTBO JIEKAPCTBEHHOr0 npenapaTa oOCyLlecTBAseTCca 3a npeagenamm
Poccunckon ®epgepauyun.

(4acTb 1.2 BBeaeHa PenepanbHbIiM 3akoHOM 0T 04.06.2018 N 140-P3)

1.3. NMpuHATNE peleHns 0 BHECEHUN U3MEHEHNN U 06 O0TKa3e BO BHECEHUN
W3MEeHEeHUN B [OOKYMEHTbl, cojepXawmecs B perucTtpaumMoHHOM [OCbe Ha
3aperncTpmpoBaHHbIN NeKapCTBEHHbIN nNpenapaT A9 MeAULNUHCKOro NpUMeHeHns,
B C/lydae HeobxoaAMMOCTW MpOBeAEeHUs 3KCNepTu3bl KayvecTBa JIEKApPCTBEHHbIX
cpencTB MU (M) 3KCNepTU3bl OTHOLWEHUA OXXMOaeMOW MNOJb3bl K BO3MOXXHOMY
PUCKY MPUMEHEeHUs NIeKapCTBEHHOro npenaparta 4J9 MeOUUVNHCKOro npuMeHeHuns
OCYLLECTBNSAETCA B CPOK, He nMpeBbllUalOWMA [eBsHOCTa paboyumx p[Hen, a B
OCTasibHbIX CJ/ly4asX B CPOK, He npeBbllwaowmn Tpuauatn paboymx aHem co AHSA
MPUHATUA YMNOJIHOMOYEHHbIM efepasibHbIM OPraHOM WCMNOJIHUTE/IbHOW BNACTU
3a8BJIEHNSA O BHECEHUWN TaKNX U3MEHEHUN.

(yacTb 1.3 BBegeHa ®epgepaibHbiM 3aKoHOM 0T 04.06.2018 N 140-03)

KoHcynbTaHTIINOC: NnpnMeYvyaHue.
C 01.03.2020 cT1. 30 pononHdaeTcsa 4. 1.4, 1.5 (®3 o1 27.12.2019 N 475-®3). Cm.

Oyanywyto pepakuuio.

2. JKCnepTu3a JleKapCTBEHHbIX CPeACTB B YacCTW 3SKCMepTM3bl KayecTBa
NIEKApPCTBEHHOIr0 cpeacTBa U (MnN) 3KCNepTU3bl OTHOLLIEHUS 0XXWUOAEMOW MOoJb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS JIeKapCTBEHHOro npenapaTa Anas MeauLUHCKOro
NPUMEHEHUS MNPOBOAUTCA B CJly4ae€ BHECEHUA W3MEHEHUWA B [OKYMEHTHI,
cooep)xawmecs B PErucTpauMoHHOM  [OCbe  Ha  3aperMcTpupOBaHHLIN
JIEKAPCTBEHHbIV NpenapaT, B OTHOLIEeHUN:

1) cBemeHun, ykKasaHHbIX B MHCTPYKUUM MO MEeOUUMHCKOMY MPUMEHEHUIO
NIeKapCTBEHHOroO nNpenapaTa:

a) NekapcTBeHHasa hopmMa C ykKa3zaHMEM HaWMEHOBAHUAN N KOJMNYECTBEHHOIO
COoCTaBa MOENCTBYWOLNX BeWeCTB M KavyeCTBEHHOro COCTaBa BCMOMOraTesbHbIX
BewecTB (Npy HeobXxoAMMOCTU KOJIMYECTBEHHOrO0 COCTaBa BCMOMOraTesIbHbIX
BellecTB);

6) hapMakoaAnHaAMMKa n hapMakKoKMHEeTUKA (3a NCKII0YEHNEM
(hbapMaKOKMHETUKM romMeonaTn4yeckmnx JIEKAPCTBEHHbIX npenapaToB n
pacTUTENbHbIX JIEKAPCTBEHHbIX NPenapaToB);

B) NOKa3aHUsa ons npnMeHeHn4,

) NMPOTUBOMNOKa3aHUA ONs NPUMEHEHNS;



1) Mepbl NPeaoCTOPOXKHOCTY MPU MPUMEHEHUN;

€) yKa3aHue BO3MOXHOCTM K 0cobeHHOCTEeN MNpPUMEHEHUSA JIeKAapCTBEHHOr o
npenapaTta Ans MeOUUWUHCKOro TMpuUMeHeHns 6BepeMeHHbIMU  >KEeHLMHaMN,
)XEHLWMHAaMNU B Mepuon rpygHOro BCKApMIMBaAHWUA, LOETbMW, B3POC/bIMU,
NMEKLWNMN XPOHNYeCcKmne 3aboneBaHuns;

XK)  peXxum  O03MpoBaHus, crnocobbl BBeAEHUS U MPUMEHEHMUs, TMpwu
HeobXxoAMMOCTK BpeMs rnpruemMa JSiIeKapCTBEHHOro npenapaTta, NPoAo/IKUTENIbHOCTb
Jle4YeHuns, B TOM 4Yucie y geTen [0 1 rnocse oaHoro roaa;

3) BO3MOXHble MNObGOYHbIe [OENCTBUSA WU HeXenaTesbHble peakunn npu
npuMeHeHn NekKapCTBEHHOIO NnpenapaTa,

M)  CAMNTOMbI Mepefo3VpPOBKM, Mepbl MO OKa3aHWo MoMoLM  Mpu
nepeno3npoBKE;

K) B3auMOOenCcTBMEe C [OPYrUMum JieKapCTBEHHbIMM npenapatamMm u (1nnu)
MALLEBLIMN NPOAYKTaMWU;

N) dopMbI BbiNyCKa JIeKAapCTBEHHOro NpenapaTa;

M) yKa3aHue (npun HeobxoammocTn) ocobeHHOCTEN OEeNCTBUS NEKAPCTBEHHOM0O
npenapaTa Npuv NepsoM rnpueme Uam npu ero oTMeHe;

H) CBeAEeHUss O BO3MOXXHOM BJINSAHUN NneKapCTBeHHOro rnpenapata 404
MeanumnHCKOro npnMeHeHuns Ha cnocobHoCTb ynpaBadaTb  TPaHCMNOPTHbIMU
cpenocrBamMmn, MmexaHmM3MaMu,

0) CPOK TOAHOCTU W YKa3aHWe Ha 3anpeT MPUMEHEHUs JIEKAPCTBEHHOro
npenapaTa no UCTe4YeHnUn CPoKa rogHoCTu;

M) YC/IOBUS XPaHEHUS;
p) YCNI0BUS OTNYCKa;
2) COCTaBa JlIeKapCTBEHHOro npenapaTa Aaa MeAULUMHCKOro NPUMEHEHNS;

3) N3MeHeHMss MecTa NpoM3BOACTBa JIEKAPCTBEHHOro nMpenapata Aans
MeOUNLNHCKOro MPUMeEHEHNS;

4) W3MEeHeHWa TMoKas3aTeNel KavyecTBa JIEKAPCTBEHHOro rmpenapaTa Ass
MeOUNLNHCKOro NpuMeHeHns 1 (Mnn) MeToa0B KOHTPOIA KavyecTBa JIeKapCTBEHHOIro
npenapaTta Anas MeauumMHCKOro NpuMeHeHus;

5) N3MeHeHN4A CpOKa roaHoCTIn NneKkapCcTtBeHHOro npenapaTa aonsd
MeaNUMNHCKOro npnMeHeHus,

6) cBegeHnn o HeobxoaNUMOCTU BHECEHUS UHbIX U3MEHEHUNI B MHCTPYKLMIO MO
MeOVUNHCKOMY TMPUMEHEHUID JIEKapCTBEHHOr0 nMnpenapaTta, a TakXe B WUHble
OOKYMEHTbI, coaep>kalimecs B perncTpaunmoHHOM [OCbe Ha 3aperncTpupoBaHHbIN
NleKapCTBEeHHbIM npenapaT. [lpu 3TOM peweHne O MNpPOBEeAEHUN 3SKCNepTU3bl
KayecTBa JIEKAPCTBEHHbIX CPeACTB U (KMNM) dKCNEepTU3bl OTHOLWIEHUS OXUAAEMOW
Mosib3bl K BO3MOXXHOMY PUCKY TMPUMEHEHUA NeKapCTBEHHOro npenapaTta A4ns
MEeANLMHCKOro MPMMEHEHNA MPUHUMAETCA B COOTBETCTBUM C YTBEPXKAEHHOWN
YMNOJIHOMOY€EHHbIM dhenepasibHbIM OpraHom NCNOSIHUTEJIbHOWN BJ1IAaCTWN
Knaccnpukaumem n3MeHeHUn, BHOCUMbIX B [OOKYMEHTbl, coAepykalmecs B
perncTpaumMoHHOM AOCbe Ha 3aperucTpMpPOBaHHbLIA IEKAPCTBEHHbIN nMpenapar.
(4acTb 2 B pel. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)



KoHcynbTaHTIIOC: npuMeYaHune.
C 01.01.2021 4. 3 cT1. 30 u3naraeTca B HoBOW pepakuum (3 ot 27.12.2019 N
478-03).

3. C 3a8BNeHMEM O BHECEHUU M3MEHEHUN B OOKYMEHTbl, coaep>kaliumecs B
perncTpaymMoOHHOM LOCbE Ha 3aperncTpMpOBaHHbLIA IEKAPCTBEHHbLIN NpenapaT O
MEeAUNLWNHCKOro MPUMEHEHUs, Hapsady C OOKYMEHTaMW, YKa3aHHbIMKM B 4HacTum 1
HacTosawen cTaTbW, 3a8BUTESb npeactaBnseTr Konum OOKYMEHTOB,
noATBEPXXAAKWMX yraaTy rocyaapCTBEHHOW MOLWINHLI 3@ BHECEHME B OOKYMEHTHI,
coaepxxawmecs B pPerncTpaymMoHHOM nocbe Ha 3aperncTpmpoBaHHbLIN
JIeKapCTBEHHbIM NpenapaT AOaa MeOUuUUHCKOro TMPUMEHEHUs, WN3MEeHEeHUNn,
Tpebywwmnx npoBeneHNUs 3SKCNepTusbl JIEKApCTBEHHbLIX CpeacTB B 4acTu
3KCMepTuU3bl Ka4yecTBa JIEKAPCTBEHHOr0 cpeacTBa U (Man) 3KCNepTU3bl OTHOLWLEHUS
OXMOaeMOW TMosb3bl K BO3MOXHOMY pPUCKY MNPUMEHEHUs JleKapCTBEHHOro
npenapaTta 4jasa MeAUUWUHCKOro MNpPpUMEHEeHUs, roCcyaapCTBEHHOM MOWJMHbLI 3a
BHEeCeHMe B [OOKYMEHTbl, coaep)alunecs B pPerncTpaumoHHOM O0Cbe Ha
3aperucTpmpoBaHHbIN IeKapCTBEHHbLIW NpenapaT AJs MeaAnUMHCKOro NpuMeHeHns,
N3MeHeHnN, He TpebyLwmnx NpoBeaeHNsa 3KCNepTU3bl JIEKAPCTBEHHOIO CpPeacTBa,
nnbo BnpaBe NpencTaBuTb N0 COBCTBEHHOMN NHULMATUBE yYKa3aHHblE AOKYMEHThI. B
c/lydae  UX  HenpeacTaBsieHMs  YNOJIHOMOYEHHbIN  (hefepasbHbIA  OpraH
NCMNOJIHUTENBHOW BNAacTW npoBepseT (aKT ynaaTbl roCyfapCTBEHHbLIX MOLWJWH
3a8BUTENIEM rnocpencTsom NCNoNb30BaHMUA nHopMaLmn 06 ynnaTte
rocyaapCTBEHHbIX MOLWIVH, coaepXxalwencsa B FlocyaapCTBeHHON MHGOPMaLNOHHON
CUCTEME O TrOCYyAApPCTBEHHbIX M MYyHUUMUNANbHLIX MaaTexax, Ha OCHOBaHUU
npencTaB/IEHHbIX 3asBUTENIEM KOMWUA [OOKYMEHTOB, MOATBEpP)XAAWMUX ynnaTy
rocynapCTBEHHOW MOLWJINHbI.

(4acTb 3 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

4. B TeyeHune gecAtn paboymx gHEN CO OHA MOCTYMNJIEHNS YKA3aHHOro B 4acTu
1 HacToAwen cTaTbW 3asBJIeHUA U HeOBXOAUMbIX OOKYMEHTOB YMNOJIHOMOYEHHbIN
henepasibHbI OpraH NCNOJIHNTESIbHOW BNAaCTU:

1) NpoBOAUT NMPOBEPKY MOSIHOTLI U AOCTOBEPHOCTU CBEAEHUN, COAEPKALLUXCS
B NpeACTaB/eHHbIX 3asBUTE/IEM MaTepunanax;

2) NPUHUMAET pelleHne O MNPOBeAEeHUN YKa3aHHbIX B 4acTW 2 HacTosLien
CTaTbM COOTBETCTBYIOLWMNX SKCMEPTU3 JIEKAPCTBEHHOrO cpencTea uam ob oTtkase B
NX NPOBEAEHWNN;

3) yBenomnseT B 3JIEKTPOHHOM WM MNUCbMEHHON QopMe 3aaBuUTensa o
MPUHATOM peWeHnNn NN B Clly4ae NPUHATUA pewleHns o6 oTKase B npoBedeHun
COOTBETCTBYIOLEN SKCNEPTMU3bI C YKa3aHMEM NPUYNH TaKoro oTKasa.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cny4ae BbIABNE€HUA HeOOCTOBEPHOCTU CBeOEHUW, CcOoAepXalluxcs B
npencTaB/ieHHbIX 3asBUTENIeM MaTepuasnax, YMOoJHOMOYEHHbIN qenepasibHbIn
OopraH WCMOJIHNTENbLHOW BNACTM HanNpaBisfeT 3asBUTENO 3anpoc 06 yTo4YHeHuwu
YKa3aHHbIX CBeAeHWUN. [aHHbIA 3anpoc MoXeT 6biTb nepedaH YyNnoJIHOMOYEHHOMY
npeacTtaBuUTesNIIO 3aABUTENA JINYHO MNOA PacrnucKy, HanpasJieH MO no4YTe 3aKa3HbIM
MACbLMOM WX MepefaH B 3/EeKTPOHHOW QopMe No TeNneKOMMYHUKALNOHHbLIM
KaHafnaMm cBA3M. B csyvyae HanpassieHUs [aHHOro 3anpoca Mo no4YTe 3akKa3HbIM
MACBMOM OH CYUTAETCHA TMOJIYyYEHHbIM MO WCTEYEeHUM LWeCcTU f[HEeW C  [aThl
HanpasJIeHUS 3aKa3HOro NMcbMa.

(4yacTb 4.1 BBegeHa ®egepasbHbiM 3aKOHOM 0T 25.11.2013 N 317-03)



4.2. 3asButens o0b6sA3aH nNpeancTaBUTb OTBET Ha 3arnpoc YMOJIHOMOYEHHOro
denepasibHOro opraHa WCNOJIHUTENIbHOM BNAacTM B CPOK, He nMpeBblllalowmnmn
neBsHocTa paboynx aHenm co AHA NONy4eHUs AaHHOro 3anpoca. Cpok, yKa3aHHbIN B
4acTun 4 HacTosAwen CTaTbW, MNpPUOCTaHaBAMBAETCA CO [AHSA HanpassieHus
3a8BMTEJII0 3anpoca YMNoOJIHOMOYEeHHOro denepasbHOro opraHa WCNOJHUTESIbHOW
B/IACTM OO0 OHSA MOJly4YeHUs MM OTBeTa Ha AaHHbIM 3anpoc N He y4YuTbiBaeTCs npu
NCYNCNEHNN CpOKa MNPUHATUA peLleHns O BHECEHUN WU3MEHEHUN B [OOKYMEHTHI,
cojepxxawmecs B perncTpaymoHHOM nocbe Ha 3aperncTpmpoBaHHbLIN
JleKapCTBEHHbIV NpenapaT 4019 MeAUUWHCKOro nMpuMeHeHus.

(4yacTb 4.2 BBeaeHa ®egepaibHbiM 3aKOHOM OT 25.11.2013 N 317-03)

5. OcHOBaHMeM [Nna OoTKas3a B NpoBefeHUN yKa3aHHbIX B 4acTu 2 HacToAlen
CTaTbW 3KCNEepTU3 SABNSAETCA nNpencTaBsieHne [OKYMEHTOB, MepeyvYncieHHbIX B
yactax 1 u 3 HacToswen cTaTbW, B HenosHOM obbeme, HenpeacTasieHue
3a8BMTENIEM B YCTAHOBJIEHHbIN CPOK OTBETA Ha YKa3aHHbIM B 4acTu 4.1 HacToALwen
CTaTbW 3anpocC yNnoJIHOMOYEHHOro pefepasibHOro opraHa UCNoJIHUTEsIbHON BNacTw,
a TakXe OTCYTCTBME B MpeacTaBJ/IeHHbIX OOKYMEeHTax [AO0CTaTO4YHbIX CBeAeHUN,
noaTeepxgarvwmx HeobxooMMOCTb BHECEHUA W3MEHEHUNn, WAnM OTCYyTCTBUue
WHopMaLmKn, noaTBepXAawWen @akT ynaaTbl FOCYLAPCTBEHHbIX MOLWJINH,
yKa3aHHbIX B 4aCTK 3 HaCTOsALLEN CTaTbW.

(B pen. ®epepasibHbiX 3aKOHOB OT 25.11.2013 N 317-®3, oT 22.12.2014 N 429-®3)

6. YKa3aHHble B 4aCTWU 2 HacTosAWen CcTaTbW 3KCNepTU3bl MNPOBOAATCHA B
nopsiike, yCTaHOBJZIEHHOM CcTaTbeln 23 HacToAwero ®enepasibHOro 3aKOHa.

7. B CpoK, He npeBbiWawWNn AecaTu paboymx AHEen CO AHSA NOoJIyYeHus
3aKJIl0O4YeHUN KOMUCCUM 3KCMNepToB MO pe3ysbTaTaM YKas3aHHbIX B 4acTum 2
HacTosLWeNn CcTaTbW  IKCMepTu3,  YMOJIHOMOYEHHbIN  efepajbHbli  OpraH
NCNOJIHUTENIbHOW BNIacTU:

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

1) npuvHMMaeT pelleHne O BHECEHUM W3IMEHEHUA B  [OKYMEHTbI,
cogepXalwmecs B PErucTpauMoHHOM  [OCbe€ Ha  3aPerucTpMpOBaHHbIN
JIEKAPCTBEHHbIA MnpenapaT Ans MeAULUHCKOro MpUMeHeHus, uam ob oTkase BO
BHECEHUWN TaKNX U3MEHEHWIA;

2) BHOCUT B roCyapCTBEHHbIN peecTp NIeKapCTBEHHbIX CPeACTB Ha OCHOBAHUN
peleHns o0 BHECEeHUW UW3MEeHeHWA B  [OOKYMEHTbl, coAep)xawiuecs B
PErncTpaLUmMoOHHOM A0CbEe Ha 3apervucTPUpPOBaHHLIN JIEKAPCTBEHHbIN npenapaT A4S
MeAVLUNHCKOTrO TMNPUMEHeHus, HeobxoAuMble W3MEHeHUs U BO3BpallaeT ux
3as8BUTENIO;

3) BblgaeT  3aABUTENII0  HOBOE  pPerucTpaunoHHoe  yaoCTOBEpeHue
NIeKapCTBEHHOro npenapaTta B CJ/ly4Yae U3MEHEHUS CBeAEHUW, COoAep>Kalluxcs B
HeM.

(n. 3 BBeageH denepasbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

8. OcHoBaHMeM [Nnsa OTKasa BO BHECEHUW W3MEeHEeHUW B [OOKYMEHTHI,
cogepxawmecs B perucTpaumoHHOM  O0Cbe  Ha  3aperncTpupoBaHHbLIN
NleKapCTBEHHbIN  npenapaT ANa  MeAUUMHCKOro  NPpUMEHeHUs,  ABJSeTCH
3aKJllo4eHne yrnosHoMo4YeHHOro denepasibHOro opraHa UCnoJIHNTEesIbHOMN BacTn O
BO3MO>XHOCTWU CHU>XXEeHUS besonacHocTwK, KayecTBa, 3P PEKTUBHOCTU
JleKapCTBEHHOr0 CpecTBa B C/ly4ae BHECEHUNSA TakKUX U3MEHEHUN.

9. onyckaeTcs obpalleHne fieKapCTBEHHbIX NpernapaToB A1 MeAULNHCKOro
NMPUMEHEHUST [0 WUCTEYEHUS CPOKa roAHOCTM, MNPOU3BEOEHHbIX B TeYeHue CTa
BOCbMUAECATN [OHEeW rocse AaTbhl MNPUHATUS YMNOJIHOMOYEHHbIM deaepasbHbIM
OpPraHOM UCMONHUTENIbHOW BMACTX PELLUEHUS O BHECEHUN N3MEHEHUN B LOKYMEHTHI,



cogepxawmecsa B perucTtpaunMoHHOM [OCbe, B COOTBETCTBMM C MHGPOpMaumen,
cogep)xalwencs B [AOOKYMEHTax PperucTpaymoHHOro [oCbe Ha JleKapCTBEHHbIN
npenapaT A0 AaTbl MPUHATUA TaKOro peLleHuns.

(yacTb 9 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

Ctatba 31. BHeceHuWe U3MEHEHUMW B [OOKYMEHTbl, copep>kawiuecs B
PerncTpauMoHHOM f[0Cbe Ha 3aperucTpMpoBaHHbIA JIEKAPCTBEHHbIN
npenapaT AJi11 BEeTePUHAPHOro NpuMeHeHus

KoHcynbTaHTI0C: npuMeYdaHune.
C 01.01.2021 B @63. 1 4. 1 cT. 31 BHOCATCA naMeHeHusa (®3 ot 27.12.2019 N 478-
D3).

1. B uenax BHeCEeHUA WU3MEHEeHUW B [OOKYMEHTbl, coaepkawmecs B
perncTpaumMoHHOM AOCbe Ha 3aperucTpMpOBaHHbIA JIeKapCTBEHHbIN NpenapaT oas
BETEPMHAPHOIr0 TMPUMEHEHUS, AepXXaTesb WIXW Brageney, perncrtpaunoHHOro
yOOCTOBEPEHMUSA JIEKAPCTBEHHOrO0 rnpenapaTta WM YMNoJIHOMOYEHHOE UM Apyroe
lopngnyeckoe nNuuo (fanee B HacTosAWEN CcTaTbe - 3asBUTENb) NpencTaBiseT B
YNOJIHOMOYEHHbIN defepasibHbli OpraH WCMOJIHNTENbHON BJIACTU 3asB/ieHne o
BHECEHUN TaKuUX WU3MEHeHUn no d¢opme, YCTAHOBAEHHON YMNOJHOMOYEHHbIM
denepasbHbIM OpPraHOM WCMNOMHUTENbHOW BNACTW, W NpuaaraemMble K HeMy
N3MEHEHNA B YKa3aHHble OOKYMEHTbl, @ TakKXe [LOKYMEeHTbl, noaTrBepxgatoume
HeobXoOAMMOCTb BHECEHUSA TaKUX WU3MeHeHun. [pu HeobxXxoaAMMOCTU BHECeHUS
W3MEHEHWN B [OKYMeHTbl, coAepxxawmecs B pPerncrtpaumMoHHOM [OCbe Ha
3aperncTpmpoBaHHbIN NleKapCTBEHHbIN npenapat ans BETEPMHAPHOIro
NMPMMEHeHUsa, B Cly4asdX WU3MEHeHUs u (nnm) [OMOoJIHEHUS MPOU3BOACTBEHHON
nJjowaakmn eKapCTBEHHOIr0 CpeacTBa, a TakXXe N3MEeHEeHNS rnokKa3aTesien KayecTBa
JlIeKapCTBEHHOro npenapaTta AJ19 BeTEepPUHApPHOro npuMeHeHms m (nnu) MeTonos
KOHTPOJIA KavyeCTBa JIEKapCTBEHHOro NpenapaTta A5 BETEePUHAPHOro NpuMeHeHuns
3a8BUTENb [OOMNOJSIHUTENIbHO MpencTaBnaseT B YMNOJIHOMOYEHHbIN denepasbHbIn
OopraH UCNoJIHUTEsNIbHOW BNacTu chefylowme AOKYMEHTbI:

KoHcynbTaHTIN0C: MpuMeYvaHume.
C 01.01.2021 B Nn. 1 4. 1 cT. 31 BHOCATCA n3MeHeHUsa (®3 ot 27.12.2019 N 478-
@3).

1) Konma NULEH3UN Ha NPOU3BOACTBO JIEKAPCTBEHHbLIX CPeaAcCTB, BblAAHHOW
NPon3BOOUTENIO JIeKapCTBEHHOro rnpernapaTta AN8 BeTepUHAPHOro npuMeHeHus,
AN POCCUNCKUX NMPou3BoanNTENEeN;

KoHcynbTaHTI10C: MpnuMeYdaHume.
C 01.01.2021 B Nn. 2 4. 1 cT. 31 BHOCATCA UaMeHeHuna (®3 ot 27.12.2019 N 478-
@3).

2) KOMWA NUUEH3UN Ha MPOoM3BOACTBO JIEKAPCTBEHHbIX CPeacTB, BblAAHHOW
npoussoguTento  (apmauesTudyeckonm  cybctaHumu, BXoasduwlenm B COCTaB
NleKapCTBEHHOro npenapaTta AJ19 BeTEepPUHAPHOro nMpuMeHeHus, A7 POCCUNCKUX
npovssoauTenen;

3) Konusi [OOKYMeHTa, BblAAHHOMO YMNOJIHOMOYEHHbIM OpPraHoOM CTpPaHbl
npousBoauTena Afs KakOol MNpPOM3BOACTBEHHOM MAOWAAKN JIeEKAPCTBEHHOr 0O
npenapaTta ANs BETEePUHAPHOro NMpUMEHEHUs N NOATBEP)XAAlOLEro COOTBETCTBME
npou3BoanNTENa NEeKapCTBEHHOro rnpenapaTta TpeboBaHMAM MNpaBuUa HadJsiexallen



MPON3BOACTBEHHON MPAKTUKN, N €ro NepeBol Ha PYCCKUN A3blK, 3aBEPEHHbIE B
YCTAHOB/IEHHOM MOpSAAKe, a TaKXe KOMNusa 3aKJIlo4eHUsSs O COOTBETCTBUMU
npon3BoAMNTENA JIEKAapCTBEHHbIX CPeaAcTB TpeboBaHMAM MpaBua HaAseXallewn
MPON3BOACTBEHHON TMPAKTUKW, BbIAAHHOMO YMNOJIHOMOYEHHbLIM denepasbHbIM
OpPraHoM WCMOJIHUTENIbHOM BJIaCTU AONA Ka)XAOoW MNPOM3BOACTBEHHOM MNJOLLAOKN
NIeKapCTBEHHOro npenapaTa QA8 BeTepuMHApPHOro npuUMeHeHuns, nanbo Konus
peleHns o TMpOoBeAEeHNN WHCMEKTUPOBAHNA MNPOM3BOAUTENSA JIEKAPCTBEHHbIX
CpencTB, NPUHATOr0 YNoJIHOMOYEHHbIM (hefepajibHbIM OPraHOM WCMNOJIHUTE/IbHOW
B/IACTN ONA KaXXOOW MpPOM3BOACTBEHHOM MJIOWAAKN JIEKapPCTBEHHOrO npenapaTa
ONa BEeTEepMHAPHOro MnpUMeHeHUs. YKa3aHHble [OOKYMEHTbl MPeacTaBnsAlTCsa B
cny4yae, ecsanm MNpou3BOACTBO JIEKAPCTBEHHOro rnpenapaTta 4719 BeTepUHApPHOro
NMPMMeHeHns OCyLLLeCTBNAETCS 3a Npeaenamm Poccmnckon depepaunu;

4) Konns OOKYMEHTa, BblAAHHOIMO YMOJIHOMOYEHHbIM OpPraHoM CTpaHbl
rnpoussoaunTens hapMaueBTUYeCKOMn cybcTaHumm " noaTeep>XaakoLero
COOTBETCTBME nMpom3BoaUTENA qapMaueBTUYeckon cybCcTaHumu, BXxogsduwen B
COCTaB JIeKAapCTBEHHOro npenapata AJasa BeTepuHapHOro nNpuUMEHeHUs,
TpeboBaHMAM MpaBuJ Hagexalen NPpon3BOACTBEHHON MPAKTUKN, N €ro NepeBos
Ha PYCCKUA A3blK, 3aBepeHHble B YCTaHOBJIEHHOM MNoOpsAkKe, B Cllyyae, ecnau
Mpon3BoACTBO (hapMaLeBTUYeCcKon cybcTaHUMW OCYyLLeCcTBASeTCA 3a npenenamu
Poccunckon ®epepaumn.

(4yacTb 1 B pen. PepepanbHoro 3akoHa oT 04.06.2018 N 140-93)

1.1. B cny4yae namMeHeHusa v (unu) AonoaHeHns NpPon3BoACTBEHHOW MNOLWAOKN
JIEKapCTBEHHOr0 cpeacTBa AOKYMEHTbI, YKa3aHHble B 4acTu 1 HacTosAwen ctaTbM,
npencTaBadlOTCAa 3asdBUTENIeM B OTHOWEHUUM U3MeHseMon U (Mnur) OOoNOSHAEMOWN
MPOn3BOACTBEHHON MJIOWAAKM NIEKAPCTBEHHOr0 cpenctea. PeweHne o BHeceHUK
N3MEHEeHUN B [OOKYMEHTbl, cogepxauwwuecs B perncrtpaunMoHHOM [OoCbe Ha
3aperncTpmpoBaHHbIN NIeKapCTBEHHbIN npenapaT aons BETEPMHAPHOIro
npuMeHeHusa, wunm o6 oTKa3ze B WX BHECEHMU MpPUHMMAETCA B Clyvae
HeobXxoaAMMOCTU MPOBEAEHUS 3KCNEPTM3bl JIEKAPCTBEHHOINO CpeacTBa B CPOK, He
npesbllLaoWNN ageBAHOCTa paboymx AHen, a B OCTaJibHbIX CJlydasax B CPOK, He
npeBbilWaoWmMn TpuauaTn paboynx OHEN CO OHA MNPUHATUA YNOJHOMOYEHHbIM
depepasibHbIM OpPraHOM MCMONHUTENIbHOW BAACTWU 3aABJIEHUS O BHECEHUN TaKux
N3MEHEHUN.

(yacTb 1.1 BBegeHa ®epepasbHbiM 3aKoHOM 0T 04.06.2018 N 140-03)

1.2. B cnyyvae peopraHusaumun gep)xatens niv snagenbla perucTpauMoHHOro
yOOCTOBEpPEHUS JIeKapCTBEHHOro rnpenapaTta AN BeTEePUHAPHOro MNpUMEeHeHUs,
paspaboTynka wmAM  Npoum3BOAUTENA  JIeKApCTBEHHOro  npenapata  AN4
BETEPUHAPHOro NpUMeHeHNsa B 3asiBJIEHUM O BHECEHUUN U3MEHEHUA B OOKYMEeHTh!,
cogepxawmecas B perucTtpaumoHHOM  O0Cbe  Ha  3aperncTpupoBaHHbLIN
NleKapCTBEHHbIN npenapaT AAa BeTEePUHAPHOro MPUMEHEeHUs, YKa3blBalTCs
JaHHble OKYMeHTa, NoATBepXXAaloLlero BHeCeHne COOTBETCTBYOLWNX U3IMEHEHUN
B EOWHBIN roCynapCTBEHHbIN peecTp lpuanyYeckux nuy (ona opraHm3auunm,
3aperncTpmpoBaHHbIX Ha Tepputopum Poccunckon ®depepaunuv), WM UNHOIO
OOKYMeHTa, noATBepXAalwero peopraHu3aunio opuandyeckoro nuvua (ong
opraHusauuin, He 3aperncTpupoBaHHbIX Ha TeppuTopun Poccnnckon depepauunn).
3asfiBieHne O BHECEHUM U3MEeHeHUN B [OKYMeHTbl, cojep)xalimecs B
perncTpauMoHHOM A0Cbe Ha 3aperncTpmpoBaHHbIA JIeKapCTBEHHbIN npenapaT Ass
BEeTEPUHAPHOro  MNpuMMeHeHWs, U  rpuiaraemble K  HeMy  OOKYMEHThI
NnpeacTaBAsAlTCA B YMOJHOMOYEHHbIN (efepasibHblii OpraH WCMNOJIHUTESIbHOMN
BJlaCTM He no3gHee 4eM 4epe3 TpuauaTb paboymx [OHen Co [HA BHeCeHUs
COOTBETCTBYIOLLNX U3MEHEHUN B EANHLIV rOCyJapCTBEHHbIV peecTp puanvyeckmnx
oy, (Bns opraHm3auuin, 3aperucTpupoBaHHbIX Ha TeppuTopun Poccuinckon
depepaun) MM CO  AHA  MPUHATUA  COOTBETCTBYIOWEro  OOKYMeHTa,
noATBep)XAaloLWero peopraHusauunio lopugnyeckoro nuua (ANn8 opraHuvsaunmn, He



3aperucTpmpoBaHHbIX Ha Tepputopun Poccuinckon depepauynn). B cnyyae
peopraHusaunu gepxxkatena winm Blajesbla perucTpaumoHHOro yAoCTOBEepeHus
NeKapCTBEHHOro npenapaTta pAAa BeTEepUHaApHOro MnpuMMeHeHWs 3asiBJieHne o
BHECEHUN U3MEHEHNN B OOKYMEHTbI, COAepXalmecs B perncTpayMoHHOM A40Cbe Ha
3aperncTpmpoBaHHbIN JNleKapCTBEHHbIN npenapat ans BEeTEepPUHApPHOro
NPUMEHeHUs, NoJaeTCca IPULNYECKMM NNLLOM, KOTOPOMY B X04e peopraHusauum
nepenaHo Npaso BNaAEeHMNSA TaKUM PermcTpaunoHHbIM YOOCTOBEPEHNEM.

(4acTb 1.2 BBeaeHa PenepanbHbIiM 3akoHOM 0T 02.08.2019 N 297-d3)

2. B cny4yae BHecCeHMA WU3MEHEHUN B [OOKYMEHTbl, coAep)kawmecs B
perncTpaymoHHOM LOCbe Ha 3aperucTpmMpoBaHHbLIN JIeKAapPCTBEHHbIM nNpenapaT a4
BETEPMHAPHOIro NPUMEHeHUs, B OTHOLWEHNN CBeOEeHUN, YKa3aHHbIX B NOAMyHKTaX
e, ", "k", "n", "R", "c", "X" nyHkTa 7 4Yactm 3 cTaTtbu 17 HacTosAuwero
depfepanbHOro 3akoHa, M3MeHeHUs un (Mnu) L[ONOoJIHEHUA TMPOU3BOACTBEHHOM
nJoLwankKn NeKapCTBEHHOro CpeacTBa, a TakXe B C/lyvae N3MeHeHUs nokasartenen
KayecTBa JIeKapCTBEHHOro npenapaTta ONs BETEPUHAPHOro nMpuMeHeHus u (1nan)
MeTOLO0B KOHTPOJIS KadecCTBa JIeKapCTBEHHOro rnpenapata ONns BeTepUHaApPHOro
nMpUMeHeHns npoBoOONTCH 3KCnepTmM3a JNleKapCTBEHHOro cpencTsa ans
BETEPMHAPHOIro npuMeHeHusa. B cnyvyae HeobxoAMMOCTW BHECEHUS  UHbIX
M3MEHEeHUN B [OOKYMEHTbl, cogepxauwwuecsa B perucrpaumMoHHOM [OoCbe Ha
3aperncTpmpoBaHHbIN NIeKapCTBEHHbIN npenapat ans BETEepPUHAPHOro
NnpUMeHeHnsa, >KCnepTu3a JNleKapCTBEeHHOro cpencrtea  nAnsd BeTepUHapHOro
npUMeHeHns He NPoBOAUNTCA.

(B pen. ®enepasibHbiX 3aKOHOB OT 22.10.2014 N 313-®3, oT 22.12.2014 N 429-®3)

KoHcynbTaHTIOC: MpuMeYvaHume.
C 01.01.2021 4. 3 cT. 31 m3naraetca B HoBon pegakumm (®3 ot 27.12.2019 N
478-03).

3. C 3asBneHMeM O BHECEHUU WU3MEHEHWN B LOKYMeHTbl, coAepXawmecs B
perncTpaumoHHOM A0Cbe Ha 3aperncTpupoBaHHbIA IeKapCTBEHHbIN npenapaT Ass
BETEPUHAPHOro MNpPUMEHeHUs, Hapady C OOKYMEeHTaMWu, yKa3aHHbIMW B 4acTu 1
HacTosLen cTaTby, 3aaBUTENb npeacrtasnaeT KOMunu NOKYMEHTOB,
noaTeepxaalowmnx ynaaTy rocyfapCTBEHHOW NOLWANHbI 38 BHECEHWE B JOKYMEHTHI,
cogepxawmeca B perucTtpauMoHHOM  OOCbe  Ha  3aperucTpupoBaHHbIN
NleKapCTBEHHbIN npenapaT AN BeTEepUHAPHOro rMNpUMEHEeHUs, WU3MEHEHUNR,
TpebyoLwmnx NpoBefeHNs IKCNepTN3bl JIEKapCTBEHHOIO CpeACcTBa, UIN U3MEHEHUN,
He Tpebywwmnx NpoBeAEeHMSA 3KCNepTU3bl NIEKapCTBEHHOro cpencrtsa. B cnydvae
HeobXxoOMMOCTN U3MEHEeHUs CBeLeHWN, COoAepXalWnUxXcd B perncrtpaLMoHHOM
yAOCTOBEPEHNN NeKapCTBEHHOro npenapaTta ANA BETEPUHAPHOro NpuUMeHeHus, C
3asB/IeHMEeM, YKa3aHHbIM B 4YacTu 1 HacTosWen cTaTbn, 3as8BUTESb AOMNOJIHATESIbHO
npeacTaBaseT KOMUIO OOKYMeHTa, NoATBep)XAatolero ynsaaTy rocyfapCTBEHHOWN
NOWJIMHBI 3@ BblAYyy pPerncTpauMoHHOro YyAOCTOBEPEeHUs JIeKapCTBEHHOro
npenapaTta. 3aaBuTeNb N0 COOBCTBEHHOW WHWUUMATMBE BMpaBe MpeacTaBUTb
OOKYMeHTbl 06 ynsaTe rocyfapCTBEHHbIX MOWNH. B cny4ae HenpeacTaBneHUS
3asaBMTENEM OOKYMeHTOB 06 ynnaTe rocy4apCTBEHHbIX MOLWINH YNOJHOMOYEHHbIN
denepasibHbIA  OpraH WCMOJIHATESIbHON BJlacTU  nposepseT (akKT ynjaaTbl
3aaBuTenemM roCcyapCTBEHHbIX MOLLINH nocpencTBOM NCMoJIb30BaHUSA
nHpopmaumm 06 ynnate rocynapCTBEHHbIX TMOWJAWH, coAepXkalencs B
FocynapCTBEHHOW  MH(OPMaUMOHHOM  CUCTEME O  OCYyAapCTBEHHbIX U
MYHUUMNANbHbLIX MaaTeXxaxX, Ha OCHOBaHMW NpenCTaBJ/IeHHbIX 3asABUTeNeM Konumn
AOKYMEHTOB, NOATBEP )X AAOLWMX YyNaTy rocy4apCTBEHHbIX MOLNH.

(B pen. ®enepasibHbiX 3aKOHOB OT 22.10.2014 N 313-®3, o1 02.08.2019 N 297-®3)

4. B CpoK, He npesbllaloWmMn gecatn paboymx OHeW CO OHA NOCTYNJEeHUSA
YKa3aHHOro B 4aCcTu 1 HacTosALWeN CTaTbW 3as89BNEHNSA N HEOOXOAUMbBIX LOKYMEHTOB,



YNOJIHOMOYEHHbIN (heaepanbHbIN OpraH NCMOIHUTEIbHOW BAACTW:

1) NpoBOANT NPOBEPKY MOJIHOTLI U AOCTOBEPHOCTY CBEAEHWIA, COAEPKALLNXCS
B MPeACTaB/IEHHbIX 3aABUTENEM IOKYMEHTaX;

2) NpPUHMMAET pelleHne O TMPOBeAEeHUN 3SKCNepTu3bl JIEKAapPCTBEHHOMO
cpencTBa OJ1s BETEPMHAPHOIO NpUMeHeHus unm ob oTkase B ee NpoBeaeHUN;

3) yBeaoMasieT B NMMCbMEHHON hopMe 3aaBUTENA O MPUHATOM PELUEHUN NN B
c/lydae NpPUHATUA pelleHns o6 oTka3le B MpoBeAEeHNN IKCNEePTU3bl J1IeKapCTBEHHOMO
CpelcCTBa OJ11 BETEPMHAPHOIro NPUMEHEHUS C YKa3aHUeM NPUYNH TaKoro oTKasa.

4.1. B cny4Yae BbIABI€HUA HeOOCTOBEPHOCTU W (MAKM) HEeJOoCTaTOYHOCTMU
CBeOEeHUNN, CcoAepXallmxca B MpeAcTaB/IeHHbIX 3asBUTENEM  OOKYMeHTaXx,
YNOJIHOMOYEHHbIN (hefepasibHbIn OpraH WCMNOJHUTENbHOW BNacTWU HanpasafeT
3a9BUTENI0 3anpoc 06 yTOYHEHMW YyKa3aHHbIX CBeAEeHMW. 3anpoc MoXeT ObiTb
rnepenaH yrosHOMO4YeHHOMY NpencTaBUTEesI0 3as8BUTeNA Mo pacnucky, HanpasJieH
Mo royTe 3aka3HbiIM MNUCbMOM WM nNepefaH B 3JIEKTPOHHOW dopMe 1o
TENEeKOMMYHUKaALUMNOHHbIM KaHanaM CBA3W. B cny4ae HanpasBieHus 3amnpoca o6
YTOYHEHUN YKa3aHHbIX CBEAEHWA MO MNoYTe 3aKa3HbIM MUCbMOM OH CYUTaeTCH
MoJIy4EeHHbIM MO NCTEYEHUW LEeCTN AHEN C AaTbl HanpaB/IeHNS 3aKa3HOro NMcbMa.
(4yacTb 4.1 BBeaeHa ®egepanbHbiM 3akKoHOM 0T 04.06.2018 N 140-03)

4.2. 3agButenb o06£3aH NpeacTaBUTb OTBET Ha 3anpoc YMOJIHOMOYEHHOro
denepasnbHOro oOpraHa WCMONMHUTENbHOMW BNACTU B CPOK, He MnpeBbllWalownin
neBsHoCcTa paboymx gHENn co gHA NoayyYeHusa faHHOro 3anpoca. Cpoku, yKasaHHbIe
B 4actTm 1.1 HacToswen cTaTbW, MPUOCTaHABMBAKTCA CO [OHA HarnpassieHUs
3a8BUTENII0 3anpoca YMNOJIHOMOYEHHOro genepasibHOro opraHa WMCNOJHUTESIbHON
B/IACTU L0 OHSA MOJIyYeHUA OTBeTa Ha [OaHHbIA 3anpoc U He Y4YUTbIBAKOTCA Mpwu
NCYUCIIEHNN CPOKA MPUHATUA pelleHUs O BHECEHUU WU3MEHEHUN B [OOKYMEHTHI,
copepxxawmecs B perucTtpauMoHHOM  [OCbe Ha  3aperucTpupoBaHHbIN
NleKapCTBEHHbIN NpenapaT A1 BeTePUHAPHOro NpUMeHeHuns.

(4acTb 4.2 BBegeHa PenepanbHbIiM 3akoHOM 0T 04.06.2018 N 140-P3)

5. OcHoBaHMeM p[Nna OTKasa B MPOBEOEHUM 3SKCNepTU3bl JIEKAPCTBEHHOIO
cpeactBa ONs  BEeTEpPUHAPHOro  MNPUMEHEHUs  ABNAETCS  npeacTaBsieHue
OOKYMEHTOB, YKa3aHHbIX B 4acTax 1 u 3 HacToAWwen cTaTbX, B HEMOJHOM obbeme
WNn OTCYTCTBME B TMpPeACTaB/IEHHbIX [OOKYMEeHTaX [OOCTaTO4YHbIX CBeOeHun,
noaTBepXXgarwmx HeobxoanMMoCTb BHECEHNS N3MeHeHUn, NnMbo HenpencTaBieHne
3a8BUTENIEM B YCTAHOBJIEHHbIM CPOK OTBETa Ha YKa3aHHbIM B YacTu 4.1 HacTosALweEN
CTaTbM 3anpoc YrnoJIHOMOYEHHOro oefepasibHOro opraHa NCNOJIHUTEIbHOW BNACTMU.
(B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. DKCnepTn3a JIeKapCTBEHHOrO CpeacTBa A9 BETEPMHAPHOro NPUMEHEHNSA B
Lenax BHECEHMUS U3MEHEHWA B AOKYMEHTbl, CoAepalinecs B perucTtpaunoHHOM
NOCbe Ha 3apPEernucTpupoBaHHbIA NIEKAPCTBEHHbIN MpenapaT O/ BETEePUHAPHOro
NMPUMEHEHWUs, OCYLLUEeCTBAsSeTCAs B NOPsAKe, YCTAaHOBJIEHHOM CcTaTben 24
HacTosilwero denepasbHOro 3aKoHa.

6.1. B cpok, He npeBbllWaWMN AecATn pabovnux AHEN CO AHA MOJyYeHus
3aKJIl04EeHNs KOMWUCCUM 3KCMNepTOoB MO pe3ysibTaTaM YKa3aHHOM B YacTm 2
HacTosAWen CcTaTbW IKCNEPTU3bl, YMNOJIHOMOYEHHbIN deaepasbHbll  opraH
NCMONHUTENbHOW BNIAaCTU:

(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) NMPMHNMaET peweHne (0] BHECEHUN N3MEeHeHUNn B OOKYMEHTHI,
copepxalinecs B pernctpauMoHHOM noocbe Ha 3apeFI/ICTpVIpOBaHHbII7I
J'IeKapCTBeHHbIVI npenapat OJid BETEPUHAPHOIo rNMpMMeEHeHUA, Nin 06 oTkase BO



BHECEHUN TaKUX N3MEHEHUN;

2) BHOCUT B roCylapCTBEHHbIN peecTp JIEKapCTBEHHbIX CPeACTB Ha OCHOBaHUM
peleHnss 0 BHECEHMW W3MEHEeHWA B  [OOKYMEHThbl, coAep)Xalmecs B
perncTpaumMoHHOM O0Cbe Ha 3aperucTPUpPOBaHHbIN NIeKapCTBEHHbIA nNpenapaT Afs
BETEPMHAPHOIro MNpUMEHEeHUsi, HeobxoauMble W3MEHEHUs W BO3BpallaeT 3TU
NOKYMEHTbI 3asiBUTESIO;

3) BblaaeT 3a9BUTENIO HoBoOe perncrtpaynoHHoe yLoOoCTOBeEpeHue
JIeKapCTBEHHOro npenapaTta A8 BeTEepUHApPHOro npuMeHeHUs B  CJlyvae
HeobXoAMMOCTU W3MEHEHUA CBEeAEHWW, COoAepXalWUXCA B HEM, C COXPaHEHMEM
HOMepa paHee BblAaHHOro pPerncTpaumMoHHOro yAOCTOBEPEHUA JIeKAPCTBEHHOro
npenapaTa 4719 BETEPUHAPHOro NMPUMEHEHMS.

(n. 3 BBepeH ®epepasibHbIM 3akoHOM OT 02.08.2019 N 297-®3)
(4yacTb 6.1 BBegeHa ®epepasibHbiM 3aKOHOM OT 22.10.2014 N 313-03)

6.2. B cny4Yae BHeCeHUS WU3MEHEHUN B [OOKYMEHTbl, cogep>kawwueca B
perncTpaymMoOHHOM LOCbEe Ha 3aperncTpupoOBaHHbLIA IeKapCTBEHHbLIN NpenapaT 4
BETEPMHAPHOIrO MNPUMEHEHUSA, B 4YacTW, KacCalwWenca Wu3MeHeHuna wn (1an)
OOMOJSIHEHNS MNPOM3BOACTBEHHOW MJIOWAAKM JNIeKapCTBEHHOro npenapaTa, npwu
npencrtaB/eHNN 3asBUTENEeM B COOTBETCTBUM C MYHKTOM 3 4HacTu 1 HacToswen
cTaTbu Konum peweHus YMNOJIHOMOYEHHOIr o enepasibHOro opraHa
NCMNOJIHNTEJSIbHON BJlAaCTU O TMPOBEAEHUN WHCMEKTUPOBAHUSA Mpou3BoaUTENS
NIeKapCTBEHHbLIX CpeAcTB CPOK, YKa3aHHbIW B YacTu 6.1 HacTosAwen cTaTbMy,
rnpuMocTaHaB/IMBaETCA CO AHSA MOJIYYEeHUS 3aKI0YEHNS KOMUCCUN SKCMNepTOB 40 OHA
MPUHATUA YMOJHOMOYEHHbLIM d)efepasibHbIM OpraHoM WCMNOJIHUTEIbHOMN BJlacTu
peweHns o Bbldaye wmam o6 OTKase B Bblgavye 3aKJlYEHUS O COOTBETCTBUMU
npPon3BOANTENA JNIeKApPCTBEHHbIX CPeacTB TpeboBaHMAM MNpaBua Haghexallen
MPOn3BOACTBEHHON MPaKTUKW, HO He 6oslee 4emM Ha CTO BoceMbaecaT paboymx
oHen.

(4acTb 6.2 BBegeHa PenepabHbIM 3aKOHOM OT 04.06.2018 N 140-93)

7. OcHoBaHMeM pAONs OTKasa BO BHECEHUN W3MEHEHUNW B [OOKYMEHThI,
cogepxxawumecs B perncTpaymMoHHOM nocbe Ha 3aperncTpmpoBaHHbLIN
NIeKapCTBEHHbLIN npenapaT AN BEeTEepMHAPHOro MPUMEHEHUs, B Clly4Yasax, He
Tpebywwmnx npoBeAeHNa 3SKCNepTU3bl JIEKAPCTBEHHOrO CpeacTBa, SABASAETCA
npencraB/ieHNe OOKYMEHTOB, YKa3aHHbIX B 4YacTaAX 1 v 3 HacTosAwewn cTtaTbu, B
HernosiIHOM obbemMe MaM OTCYTCTBME B MPenCTaB/IEHHbIX OOKYMEHTax CBeneHun,
KOTOpble A0JIKHbI ObITb B HUX OTpaKeHbl, NTMbo HenpeacTaBieHMNE 3asBUTENEM B
YCTaHOBJIEHHbIVN CPOK OTBETa Ha YKa3aHHbIN B 4acTun 4.1 HacToAWeEN CTaTbM 3anpoc
YNOJIHOMOYEHHOr o hefepajibHOro opraHa UCNoOJIHUTESIbHOW BAIACTW.

(yacTtb 7 B pen. PenepanbHoOro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHOoBaHMEM AN OTKa3a BO BHECEHUM W3MEHEHUA B [OOKYMEHTHI,
cogepxxawumecs B perncTpaymMoHHOM jgocbe Ha 3aperncTpmpoBaHHbLIN
NIeKapCTBEHHbLIN MnpenapaT AN9 BEeTepMHAPHOro MNPUMEHEHUs, B  Chayvasx,
Tpebywwmnx npoBeAeHNa 3SKCNepTU3bl JIEKAPCTBEHHOrO CpeacTBa, SABNASETCA
3aKJ/It04eHne yrnoJIHOMOYEeHHOro hefepajibHOro opraHa UCNOJIHUTE/IbHOW BJIACTU O
BO3MOX>XHOCTM CHMXeHns 6e3onacHocCTw, KayecTBa, 3 HEKTUBHOCTH
NIeKapCTBEHHOro npenapaTa BC/AeACTBME BHECEHUSS WU3MEHEHUW B YKa3aHHble
OOKYMEHTbI, OTKa3 YMNOJIHOMOYEHHOro enepasbHOro opraHa MWCNOJHUTESIbHON
B/IaCTN B BblAaye 3aK/Il0O4EeHUS O COOTBETCTBMU MPOU3BOAMNTENSA JNIEKAPCTBEHHbIX
cpeancts TpeboBaHMSAM nMNpaBua HaaNexalwen Mpou3BOACTBEHHON MPaKTUKN B
cny4ae U3MeHeHus u  (unau)  OONOJIHEHUMSA  NPOW3BOACTBEHHOW  MAOLWAAKWU
NIeKapCTBEHHOro npenapaTa, ecam NPon3BoACTBO JIEKAPCTBEHHOr0 npenapaTta Ang
BETEPMHAPHOIr0 TMPUMEHEHUS OCYLLEeCcTBAAETCsSs 3a npepenamu Poccunckom
depepaunmn, UM OTCYTCTBUE ITOMO 3aKJIIOHEHUS.



(4yacTb 7.1 BBeaeHa ®epepanbHbiM 3akKoHOM 0T 04.06.2018 N 140-03)

8. JonyckaeTca obpalwleHne nekapCTBEHHbIX NpenapaToB 19 BEeTepPUHAPHOro
MPMMEHEeHNa A0 WCTeYEeHUA CpOKa roAHOCTW, MPOU3BEOEHHbIX B TeYeHune CTa
BOCbMUAECATU [OHEeW nocne pAaTbl NPUHATUS YMNOJIHOMOYEHHbIM qenepasibHbIM
OpPraHoM UCMOJIHNTENIbHON BJIACTU pelleHUs 0 BHECEHUN U3MEHEHUN B OOKYMEHTHI,
cogep)xawmecs B pPerncTpaumoHHOM [OCbe Ha JlIeKapCTBEHHbIW npenapaT, B
COOTBETCTBUN C NH(OPMaLMen, coaep>xallencs B 4OKYMEHTaX perncTpaunoHHoOro
00Cbe Ha NeKapCTBEHHbIN npenapaT 40 AaTbl MPUHATUSA TaKOro peLleHns.

(4acTb 8 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-93)

Ctatba 32. OTMeHa rocyaapCTBeHHOM perucrpauuum JNieKapCTBEHHOro
npenapaTta

PeweHne o6 oOTMeHe TroOCydapCTBEHHOW perucTtpaumm JseKapCTBEHHOro
npenapaTta M WCKJIOYEHUN JIeKAapCTBEHHOro rnpenapata M3 rocyaapCTBEHHOro
peecTpa NeKapCTBEHHbIX CPeACTB NPUHMMAETCA YNOJIHOMOYEHHbIM (heaepasibHbIM
OpraHoM UCMOJIHUTESIbHOW BIACTU B CJIy4ae:

1) npeacTaBneHWss COOTBETCTBYIOLWMM YMNOJHOMOYEHHbIM eaepasbHbIM
OPraHoM MCMOSIHUTEJIbHOWM BJIACTU 3aKJ/II0YEHMS O pUCKe nam ob yrpose 340p0OBbI,
XKU3HM 4YesioBEeKa WM >XKMBOTHOIO MpW MPUMEHEHUN JleKapCTBEHHOrO nperapaTa,
npeBbiWaWMX ero 3(p¢PeKTUBHOCTb, MO pe3ysibTaTaM OCYLLeCTB/ISAEMOro UM
MOHMTOPWHIra 6€30MacHOCTM SIeKapCTBEHHOrO NpenapaTa;

2) nopga4yn pgepxxaTteneMm uanm eBnajesbLuemM perucTpaunoHHOro yaocToBepeHus
JleKapCTBEHHOro npenapaTta WinM YrMOJIHOMOYEHHbIM UM APYrUM OpPUANYeCcKnuM
nMUoM 3asBsieHns 06 OoTMeHe rocyJapCTBEHHOW peructpaunm sieKapCTBEHHOro
npenapaTa;

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

3) HenoaoTBEP)XAEHUS rOCYyAapPCTBEHHOW perucTtpaunum JseKapCTBEHHOro
npenapata No WUCTEYEHUN CPoKa AENCTBUS PErncTpaLyMoHHOro ynoCTOBEpeHUs,
BblAAHHOIO Ha NATb NET;

4) HernpeAacTaB/IEHMS 3aABUTENIEM MHGOPMALIUK, KOTOpas MOXET MoBJievyb 3a
coboin HeobxoOAMMOCTb BHECEHUS W3MEHEHWU B [OOKYMEHTbl, Colep)Xalluecs B
perncTpaumMoHHOM [0Cbe Ha 3aperucTPUPOBAHHbLINA JIEKAPCTBEHHbLIM MpenapaT, B
TeyeHne TpuauaT paboynx OHEN Co OHSA HACTYMJEHUS 3TUX U3MEHEHU;

5) ocywecTBaeHMa rocyfapCTBEHHOW  perncrpaunm  neKapCTBEHHOro
rnpenapaTa No4 TOProsblM HAMMEHOBAHWEM 3aperncTPUpPOBaAHHOIO paHee nog 3TuM
TOProBbiIM HaMMEHOBAHMEM  JIeEKAapCTBEHHOr0 npenapaTta, OTJ/uMYatoulerocs
KayeCTBEHHbIM COCTaBOM LENCTBYIOLWNX BELLECTB;

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) OCyLeCTBNEHNA TrOCYyAapCTBEHHOW perncTpaynum OoOHOro N TOro e
JIeKapCTBEHHOro rnpenapaTta B OTHOLWEHUM OOHOr0 U TOro »Xe aepxxaTensa uau
Blafenbla perucTtpaumoHHOro yOOCTOBEPEHMUSA JIEKAapCTBEHHOro rMpenapaTta B
Buae AOByx un 6onee nekapCTBEHHbIX MpenapaToB MNOA Pa3/IMYHbLIMU TOProOBbIMU
HaMeHOBAHUAMMU;

(n. 6 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BbIHECEHMS CyAOM pellieHUus O HapylweHun npaB npaBoobnagaTens
00bEKTOB WMHTENNEKTYyaslbHON COBCTBEHHOCTM Mpu obpalleHnn NeKapCTBEHHbIX
CPeAacTs;

8) OoTCyTCTBMA JfieKapCTBEHHOro npenapaTta B obpaweHun B Poccuimnckon



depepauunn B TeyeHne Tpex n bonee net;
(n. 8 BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

9) HeBbINOJHEHMA AepXXaTeseM WINn  BlafgeNbueM perncTpaumoHHOro
yOOCTOBEPEHMNS JIEKAPCTBEHHOr0 npenapaTa AMbo yNnoJIHOMOYEHHBLIM UMN APYTUM
IOPUANYECKUM  NIULOM MeponpuaTuin  no  obecnedveHunto  HBesonacHoCTwM
NIeKapCTBEHHbLIX MNpenapaToB, YCTAHOBJIEHHbLIX YMNOJIHOMOYEHHbIM ¢enepasibHbIM
OpraHoM WCMNOJIHNTEJIbHOMN BNACTU B COOTBETCTBUMU C 4HacTaMum 3 n 4 cTtaTbun 64
HacTosAwero ®enepasbHOro 3aKOHa, B paMKax OCyLleCcTBIeHUA dapMakoHan30pa;
(n. 9 BBeoeH ®epepasibHbiM 3aKOHOM OT 22.12.2014 N 429-03)

10) oTkasa pgep>xatens wanm Bragesbla perncTtpaumoHHOro yaocToBepeHus
NIeKapCTBEHHOro npenapaTta AMbo ynoJIHOMOYEHHOr0 UMM APYroro puanyeckoro
AMua OT BHECEHUSA U3MEHEHUW B UHCTPYKUUIO MO MPUMEHEHUID NIeKAapPCTBEHHOI 0O
rnpenapaTa, KacalwWwKnXcAa HOBbIX MNOATBEPXAEHHbIX OaHHbIX O TOM, 4YTO PUCK
NMPUYNHEHNSA Bpeda 300POBbI YesloBeKa WM XMBOTHOroO BCAeACTBME Mpuema
JIeKapCTBEHHOrr o npenapaTa npesbiwaeT 3(P(PeKTUBHOCTb €ro NpuMeHeHus.

(n. 10 BBepgeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.01.2023 cT1. 32 pononHgeTca n. 11 (P3 o1 27.12.2019 N 475-D3).

CtaTbA 33. FloCcyaapCTBEHHbIN peecTp JiIeKapCTBEeHHbIX CPencTB

1. F'ocynapCTBEHHbIA peecTp JIEKAPCTBEHHbIX CPEeACTB COLEP)XMUT MepeveHb
NIEKAPCTBEHHbLIX MpenapaToB, MpPOWeAWNX roCyAapCTBEHHYID perucTpaumio,
nepevyeHb hapMaueBTUYECKMX CybCTaHUWIA, BXOASLWMX B COCTAB JIEKAPCTBEHHbIX
npenapaToB, U CleayoLyo NHpopMaLUIO:

1) B OTHOLUEHUN NeKapCTBEHHbIX MpPEnapaToB:

a) HanMeHoBaHue JIeKapCTBEHHOr 0 npenapaTa (MexxpyHapogHoe
HernaTeHTOBaHHOE, WM TPYMNMNMPOBOYHOE, WM  XUMUYECKoe W  TOopro.soe
HanMeHOBaHWUA);

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6) JnekapcTBeHHas (opMa C YKa3aHMEM [O03MPOBKW JIEKAPCTBEHHOr O
nperapaTa u ero KomyecTsa B NoTpebUTeNbCKON YNaKOBKE;

B) HauMeHOBaHMe JepXXaTens WAM  Bragenbula  perncTpaLMoHHOro
yOOCTOBEPEHUA JIeKapCTBEHHOro rnpenapata W cBefeHUA O peruvcrpayumn
aep)xxatena wan Bnagesibua perncTpaunvoHHOro yaooCTOBEPEeHUA JIeKapCTBEHHOIO
npenapaTta A8 MeguUMHCKOro MpUMMEeHeHUs B KayeCTBe HaJioronjaTesiblnKa B
CTpaHe peructpaumn (ona poCCUNCKNX IOPUANYECKUX NNL, - OEHTUMOUKALUVUOHHBIN
HOMep Hasoronnatenswmka (MHH), onsg MHOCTpPaHHbIX LOPUANYECKNX UL, - CTPaHa
perncrtpaumm, HauMeHOBaHMe perucTpupylollero opraHa, perucTpaumoHHbIN
HOMep, KoL HanoronsaTenblinKa B CTpaHe perncrpaunn (MHKopnopauum) nam ero
aHasor);

(nn. "B" B pen. ®enepanbHOro 3akoHa ot 28.12.2017 N 425-®3)

r) HauMeHoBaHMEe M afpec MNpPoM3BOAMTENSA JIEKAPCTBEHHOro npenapaTta u
CBeJeHNa O peructpaumm npousBoAUTesNIA JIEKapCTBEHHOro rnpenapaTta Annas
MeOUUNHCKOro nMNpuMEeHeHUs B KayeCcTBe HaJororsiaTesibliMKa B  CTpaHe
perncTpaunm (ona poCCUNCKUX OPUANYECKNX NUL - NOEHTUPUNKALNOHHBLIA HOMEpP
Hanoronnatenbwuka (WHH), Ona WMHOCTPaHHbLIX OPUANYECKUX NUL - CTpaHa
perncTtpaumm, HauMeHOBaHME pPerncTpupyrolero opraHa, perncTpaunoHHbIN



HOMep, Ko4 HasoronnaTesbliMKa B CTpaHe pernctpaunn (MHKopnopauuun) nnm ero
aHanor);
(nn. "r" B pen. ®epepanbHOro 3akoHa ot 28.12.2017 N 425-03)

) dapMmakoTepaneBTuUYeckas rpynna, Koh JieKapCTBEHHOro npenapaTta Mo
aHATOMO-TepaneBTUYECKO-XUMNYECKOW Kaccngukaumm, peKoOMeHO0BaHHOW
BceMupHomM opraHusaumen 30paBo0OXpaHEHNS;

(nn. "n" B pen. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

€) MOoKasaHuMA W TMPOTMBOMOKA3AHUA K TMPUMEHEHUI0 JIEKapPCTBEHHOro
npenapaTa;

) NoboYHble 4EeNCTBNA NEeKAapPCTBEHHOr O NpenapaTa;
3) CPOK rOAHOCTM IeKAapCTBEHHOI O nMpenapaTa;

N) yC/IOBUS XPaHEHUSA JIeEKapCTBEHHOMO npenapaTa;
K) yCNoBMSA OTNyCKa JIeKapCTBEHHOro NpenapaTa;

) HoMep apMakornenHoOW cCTaTbM WIN B Clly4ae ee OTCYyTCTBUSA HOMep
HOPMAaTUBHOW AOKYMeHTauun imbo HOpMaTMBHOIO OOKYMEHTA;

M) OaTa rocyfapCTBEHHOW perncrtpauum nekapCTBEHHOro npenaparta u ero
perncTpaynuoHHbIN HOMep, AaTa 3aMeHbl perncTpaunuoHHOro YyAaoCTOBEpeHUs
NleKapCTBEHHOro npenapaTta Ha 6eccpoyHoe perncTtpaunmoHHOe yOoCToBepeHue
JIeKapCTBEHHOro npenapaTta, fgaTta nojayn 3asBNeHUs O MNOATBEpXAeHUU
rocygapCTBEHHON perncTpaunn JfeKapCcTBEHHOro npenapaTta, fAaTa OTMEHbI
rocynapCTBEHHOW perucTpaunm NeKapCTBEHHOro npenapaTa;

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

H) KQ4eCTBEHHbIN COCTaB N KOJINYECTBEHHbIN COCTaB AENCTBYIOLWMX BELLECTB 1
Ka4yeCTBEHHbIN COCTaB BCMNOMOraTe/ibHbIX BELLECTB JIeKapCTBEHHOrr 0 npenapaTa;
(nn. "H" BBeaeH denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) nHpopmaumns 060 BCEX pa3peLueHHbIX BMUaax BTOPUYHON
(NoTpebnTenbCcKonm) ynakoBKy;
(nn. "o" BBeneH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTI10C: MpuMeYdaHume.
C01.03.2020B nM. "n" m. 1 4.1 cT. 33 BHOCATCA UaMeHeHuna (3 ot 27.12.2019 N
475-03). CM. byayLyio pefakumio.

n) gata NPUHATUS PeLUeHUs 0 BO3MOXKHOCTU pacCMaTpuBaTh JIEKAPCTBEHHbIN
npenapaT nNpu rocyfapCTBEHHOW peructpaumm B  KavyecTBe opdaHHOro
NleKapCTBEHHOr o0 rnpenapaTa;

(nn. "n" BBegeH ®enepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 B nn. "p" n. 1 4. 1 cT. 33 BHOCATCA U3MeHeHunsa (3 oT 27.12.2019 N
475-93). CMm. byayuiyto pegakumio.

p) HanM4me neKapCTBEHHOro rnpernapaTta B NepevyHe XU3HeHHO HeobXxoaAnMblX
N BaXXKHENLLNX NeKapCTBEHHbIX NpernapaTos;
(nn. "p" BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)



C) Haam4yue B JNeKapCTBEHHOM npenapaTe HapKOTUYECKUX CPencTs,
NMCUXOTPOMHbIX BELECTB N UX NMPEKYPCOPOB, Noasiexallnx KOHTpoJo B Poccnnckom
depepaunn, B COOTBETCTBUM C 3akKoHodaTenbCTBOM Poccuinckonm depepauun,
MeXXAyHapoaHbIMN gorosopamun Poccunmckon depepaunun, B ToOM yucne EauHonm
KOHBEHUMen O HapKoTuveckux cpenctesax 1961 ropa w KoHBeHuuen o
NMCMXOTpPOnHbIX BewecTsax 1971 rona;

(nn. "c" sBeneH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

T) WHpOpMaumMa O TOM, ABAAETCA NM LaHHbIA NeKapCTBEHHbIA rnpenapaT
pedepeHTHbIM SIeKapCTBEHHbIM MpenapaToMm;
(nn. "T" BBeoeH denepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBefeHuss O nofaye 3asB/eHUA O BHECEHUN WU3MEHEHWUN B AOKYMEHTHI,
coaep xalwmecs B perucTpaumMoHHOM 0OCbe Ha JIeKapCTBEHHbIW Npenapar;
(nn. "y" BBeneH ®epepalbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 nn. "¢p" n. 1 4. 1 cT1. 33 yTpayumsaeT cuiay (3 o1 27.12.2019 N 475-
d3).

) cBepeHns 0 B3anMoO3aMeHSeMOCTU JIeKapCTBEHHOI O npenapaTa;
(nn. "d" BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

X) CPOK BBEAEHUA NIEKAPCTBEHHOrO NpenapaTa B rpa>kgaHcknim o6opoT,;
(nn. "x" BBegeH ®epepabHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOLIEHUN (hapMaLeBTUYECKNX CybCcTaHUnI:

a) HauMeHOBaHMe (apmMaueBTMHecKon cybCcTaHuum (MeXxayHapogHoe
HermaTeHTOBaHHOE, WM TPYMNMNUPOBOYHOE, WM XUMUYEeCKoe W  TOopro.soe
HauMeHOBaHWUA);

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

6) HauMeHoBaHMe N afpec NponsBoanTens gapMaleBTUYeckon cybcTaHumm;
B) CPOK FrOAHOCTU (hapMaLeBTUYECKoM cybcTaHumu;
r) ycnoBus xpaHeHus hapMaueBTUYeCcKon cybcTaHumu;

n) HoMmep apMakonemHoOW CTaTbW WM B CJlyd4ae ee OTCYyTCTBMA HOMep
HOPMaTUBHON OOKYMEeHTauun 1mbo HOPMaTUBHOIO AOKYMEHTa;

€) Hanmyme apmaueBTnYeckKon cybCcTaHUMM B MNepevyHe HAPKOTUYECKUX
CpenCTB, NCUXOTPOMHbIX BELeCTB U UX MNPeKypcopoB, noasiexxawmx KOHTPOJIIO B
Poccunckon depepaunn, B COOTBETCTBUMM C 3aKOHOAATENbCTBOM Poccumckon
depepaunmn, MexxgyHapoaHbiMu gorosopamm Poccuimnckon depepauymm, B TOM Hucne
EOMHOM KOHBEHUMEN 0 HapkKoTuyeckux cpepctBax 1961 roga v KoHBeHuUMen o
MCUXOTPONHbIX BewecTBax 1971 roaa.
(nn. "e" BBepeH ®epepasibHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

2. ®apmaueBTUYeckas cybcTaHums, NponsBedeHHan 015 peann3aummn, MoXXeT
OblITb BKJ/IlOYEHA B TOCYAAPCTBEHHbLIA pPeecTp JIEKAPCTBEHHbIX CPeAcTB Ha
OCHOBaHUM 3asBfieHUs pa3paboTymka WAM MPOU3BOAUTENS JIEKAPCTBEHHOIO
cpenctsa nnMbo  YNOSHOMOYEHHOrO UMW  OPUANYECKOro nuua npu  yCsioBUK
npoBefeHNss B OTHOLWIEHUN TakoW apMaueBTUYeCKoW cybCTaHUUM 3KCNepTusbl
KavecTBa hapmMaueBTMYeckon cybcTaHUuMM B NopsiaKe, yCTaHOBIEHHOM CTaTbel 34
HacTosiero denepasbHOro 3akoHa. B oTHoweHUM  dapMaLEBTUYECKUX



cybCcTaHUMA, NPOU3BEAEHHbIX OJIS peanM3aunn, B roCygapCTBEHHOM peecTpe
NIEKAPCTBEHHbIX CPeACTB COAEPXKUTCA Ceaytowas nHpopmaums:

1) HawumeHoOBaHue (hapmaueBTMyHeckon cybCcTaHumm (MexayHapogHoe
HenaTeHTOBaHHOE, WAM TPYMNMAMPOBOYHOE, WM XMMUYECKOe U  TOprosoe
HauMeHOBaHUA);

2) HanMeHoOBaHWe, agpec npousBoanTensa apMaueBTuyeckon cybctaHumu, a
TakXXe B OTHOLUEHUN JIeKapCTBEHHbIX CPeACTB A9 MeAUUWUHCKOro MpUMEeHEeHUs
cBefeHus O permcTpaumm npovsBoauTens apMaueBTuyeckon cybctaHuum B
KayecTBe HaJjsoronnaTefnblinka B CTpaHe perucrtpaumm (ona  pPOCCUNCKUX
opUuanNYecknx any - AEHTUMUKALWOHHBIA HOMep HanoronnaTtenbwmka (MHH), ona
WHOCTPaHHbIX OpPUANYECKUX L, - CTpaHa peruncrpaunn, HauMeHOBaHue
perncTpupyroulero opraHa, perucTpaumoHHbIn HOMep, KO HasiorornsaTesibLinka B
CTpaHe perncTpauunm (MHKopnopauum) Nam ero aHanor);

(n. 2 B pen. PenepanbHoro 3akoHa oT 28.12.2017 N 425-93)

3) CPOK rogHOCTK hapMaLeBTUYEeCKon cybcTaHunu;
4) ycnoBusa xpaHeHusa apmaleBTndeckon cybctaHumm;

5) HoMep apMakornenHon cTaTel NMbO B Cnyyae ee OTCYTCTBUS HOMep
HOPMaTUBHOW OOKYMEHTaUMN NN HOPMATMBHOIO AOKYMEHTA;

6) Hannyme apmaueBTUYeCKON CybCTaHUMM B MepeyHe HaAPKOTUYECKUX
CpenCTB, NCUXOTPOMHbIX BELeCTB U UX MNPEeKypcopoB, Moasiexxawmx KOHTPOJIIO B
Poccunckon depepaunn, B COOTBETCTBUMM C 3aKOHOLATEsNIbCTBOM PocCcUMCKoOn
depepaunn, MmexxgyHapoaHbiMu gorosopamm Poccunckonm depepaynm, B TOM Yucae
EOovHOM KOHBeHUMEeNn O HapkKoTuyeckmx cpenctsax 1961 roma m KoHBeHumen o
NMCMXOTponHbIX BewecTsax 1971 rona;

7) paTa BKJ/OYeHUSA (apMaueBTUYeCKONn CcybCTaHuuM B roCynapCTBEHHbIN
peecTp JieKapCTBEHHbIX CPeACTB, AaTa BHECEHUA W3MEHEeHUN B [OOKYMEHThI
dapmaueBTnyeckon  cybctaHumM, paTta  UCKIYEHUMA  apMaueBTUYeCKOoMn
cybCTaHuMnM N3 rocyapCTBEHHOIr0 peecTpa JiIekapCTBEHHbIX CPeACTB.

(4acTb 2 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

3. Mopsigok BedeHUs roCynapCTBEHHOro peecTpa JlIeKapCTBEHHbIX CPencTB
ANs MEOVLNMHCKOro NpUMEHEeHMs N NopsiAoK BeAeHUs rocyapCTBEHHOro peecTpa
JIEKAPCTBEHHbLIX CPencTB AJIs BETEePMHAPHOr0o MNPUMMEHEHUS YTBEPXXOAKTCS
COOTBETCTBYHOLWMM YMOJHOMOYEHHbLIM (hefepasibHbiM OpPraHoOM WCMOJIHUTENIbHOW
BJIACTMW.

Ctatba 34. BknloyeHuMe B rocynapCTBEeHHbIA peecTp JieKapCTBEHHbIX
CpeacTB U MUCKJIIOYEHUEe U3 TFoCynapCTBEHHOro peecTpa JieKapCTBEeHHbIX
cpencTB dapMaueBTU4YECKOHN cyocTaHuumm, npousBeneHHOM ons
peanusauum
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Ona Bkaw4YeHUsa dapMaueBTu4eckon cybcTaHuun, npousBefeHHOW A1s
peanusaunun, B roCyfapCTBEHHbIN peecTp JIeKapCTBEHHbIX CPencTB, NPOBOAUTCSA
3KCNnepTu3a ee KayecTsa.

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTI0C: MpuMeYdaHume.
C 01.01.2021 B @63. 1 4. 2 cT. 34 BHOCATCHA naMeHeHusa (®3 ot 27.12.2019 N 478-
®3).



2. JKcnepTu3a KayecTBa YKa3aHHOM B YacTm 1 HacToAwewnm CcTaTbW
hapmaLeBTUYECKON CybCTaHUUN, COCTaBIEHME KOMUCCUEN SKCNEePTOB 3aKJlo4eHnn
no pesynbTaTaM >3TOM 3KCNepTU3bl M WX Hanpas/iieHMe B YMOJHOMOYEHHbIN
denepanbHbIl OpraH WCMNOJSIHNTENbHON BNAacTU OCYLLEeCTBAAIOTCA B CPOK, He
npesbILLAoWNA  WecTuaecaTn pabodynx AHENn Co AHA MNOoJIyYeHUs >SKCNepTHbIM
yypexxaeHneMm COOTBETCTBYIOLLEro 3ajaHusA YNOJHOMOYEeHHOro deaepanbHOro
opraHa MCNOJIHNTESIbHOM BAIAaCTN N CNefyoLWnX JOKYMEHTOB:

KoHcynbTaHTINOC: MpnMeYvaHume.
C 01.01.2021 B Nn. 1 4. 2 cT. 34 BHOCATCA UaMeHeHunsa (®3 ot 27.12.2019 N 478-
d3).

1) Konusa AUUEH3UM Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX CPeacTB WU Konus
3aKJIl04eHNss O  COOTBETCTBMM  MNPOU3BOAUTENS  JIEKAPCTBEHHbIX  CpeacTB
TpeboBaHMAM npaBua Haanexawen MNpPou3BOACTBEHHOMN MPAKTUKKW, BblAAaHHbIX
YNOJIHOMOYEHHbIM (henepasibHbIM OpPraHoM WCMOJIHNTENLHON BAAacTWU, B Cly4ae,
ec/in NPOM3BOACTBO JIEKAPCTBEHHOro cpencTeBa ocyulecTsnseTca B Poccunckon
depepaunu;

(B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-P3)

2) KoMua [OKYMeHTa, BblAAHHOrO0 YMNOJIHOMOYEHHbIM OpraHoOM CTpPaHbl
npon3BoanNTeNa JIeKapCTBEHHOro0 CpeAcTBa WM MOATBEPXAAloLWero paspelleHue
npou3BOACTBa JIeKapCTBEHHOro cpefacTBa, W ero rnepesos Ha PYCCKUN A3blK,
3aBepeHHble B YCTAHOBJIEHHOM TMOpPSAKe, a TakKXxe KOonusa 3akjl4vYeHus o
COOTBETCTBUU TMPOU3BOAUTENS JIeKAapCTBEHHbLIX CpeAcTB TpeboBaHMAM npaBui
Hagnexawen rnpou3BOACTBEHHOW MNPAKTUKW, BblLAAHHOIO  YMNOJIHOMOYEHHbIM
denepasbHbIM  OpraHoM WUCMOAHUTENbHOW BAacTu, nAMbo Konusa pelleHus
YyMOJHOMOYEHHOro efiepasibHOro opraHa UCNONHUTENIbHON BAACTU O NpoBeAeHUN
WHCNEeKTUPOBAHUA  MNPOU3BOAUTENA  JIEKApPCTBEHHOro CpencTBa. YKa3aHHble
OOKYMEHTbl MpeacTaBfsloTCa B Clyyae, ecqv MNpPOU3BOLACTBO JIEKAPCTBEHHOIO
CpeAcTBa OCyLeCcTBAAETCA 3a npefenamm Poccuinckon depepaunu;

(n. 2 B pen. ®epepanbHoro 3akoHa oT 04.06.2018 N 140-d3)

3) [OKYMEHT, coAepXallunh cnepywouwme cBefeHMs O apMaueBTUHECKON
cybcTaHuunn:

a) HauMeHoBaHWe apMaLleBTUYECKON cybcTaHUUK, ee CTPyKTypa, obuiune
CBOWNCTBA;

0) HanMeHoBaHMe 1 agpec NPOU3BOAUTENS;

B) TexXHonorms npomssoacCTBa C OoNnnMCaHMeEM cTaanm npomn3soancCcTtBa N MeTON0B
KOHTPOJ14 Ha BCeEX CTaAnAX NpoOnN3BoACTBa;,

r) onucaHue pa3paboTKu rnpoLiecca NpPon3BoaACTBa;

L) onucaHue KOHTPOJIA KPUTUYECKUX CTagun rnpouecca Mnpomn3BOACTBa WU
NMPOMEXXYTOYHOM MPOaYKLNN;

€) LOKyMeHTaJibHoe NOoATBepXAeHue (Banmpauns) npoueccos m (Uam) mx
OLEeHKa;

»K) CBOMCTBa U CTPYKTYpa AENCTBYIOLWMNX BELLECTB;
3) XapaKTepucTukKa npmmecen;

n) cneundrkaums Ha papMaLleBTUYECKYO Cy6CTaHLMIO 1 ee 060CHOBaHWE;



K) aHaNMTU4YeCKne MeToOMKWU, UCMOJb3yeMble MPU OCYLLECTBAEHUN KOHTPOIS
KayecTBa papMaLeBTU4ecKon cybcTaHumm;

N) OOKYMeHTaJIbHOe MoATBepXXAeHne (Bannaauns) aHaIMTUYeCKMX MEeTOAVK,
NCMNONb3yeMbIX MpPM OCYLLECTBJIEHMN KOHTPOJS KayecTBa apMaleBTUYEeCKOMN
cybcTaHuup;

M) pe3ysibTaTbl aHaNn3a cepuin papmaueBTm4eckon cybctaHuuu;

H) nepedyeHb CTaHAapPTHbIX O6pa3LI,OB ninm BewecTB, WCMNOJIb3yeMbIX Tpun
OCyLLeCTBNEHNN KOHTPOJIA Ka4yeCTBa,

0) OMNUCaHWe XapaKTePUCTUK U CBOWCTB YMAKOBOYHbIX MaTepuasioB W
YKYNOPOYHbIX CPEeACTB;

N) AaHHblE 0 CTAabUNbLHOCTK PapMaLEeBTUYECKON CybCcTaHunK;
p) CPOK FrO4HOCTW;

4) [OKYMEHT, coAepXalwunh cBefeHUa O perucrtpaunum npoussoanTens
NIeKapCTBEHHbLIX CpencTs AN  MeOgUUMHCKOro  MPUMEHEHUs B KayecTBe
HasoronaaTenbliMKa B CTpaHe perncrtpaunm (Ans poCCUNCKNX IOPNONYECKNX UL, -
NOEHTUN(PUKALNOHHBIN HOMep Hanoronnatenswmka (MHH), [ona wMHOCTpaHHbIX
IOPUANYECKUX NN, - CTpaHa perncrpaunm, HamMeHOBaHWE perucTpupytolero
OopraHa, perncTpaunmoHHbLIA HOMEpP, KOoA HajnoronnaTenblwuka B CTpaHe
perncrtpayun (MHKopnopaunun) nam ero aHasnor).

(n. 4 BBepeH ®epepasibHbIM 3aKOHOM OT 28.12.2017 N 425-®3)
(4acTb 2 B pen. PepepanbHOro 3akoHa oT 22.12.2014 N 429-03 (pea. 13.07.2015))

3. Ona npoBefeHnsa 3KCNepTU3bl Ka4eCcTBa YKa3aHHOM B 4YacTu 1 HacTosawen
cTaTbn  (papMaueBTM4eckon  cybcTaHumm  3asBuTenb  MNpeacTaBnseT B
YMNOJIHOMOYEHHbIN (hefiepabHbI OpraH UCMOJIHUTEIbHON BNAcCTU:

1) 3asBneHVe O BKJIIOYEHUU B TOCYOAPCTBEHHbIN PEecTp eKapCTBEHHbIX
CpencTB AaHHOW hapMaLeBTMYEeCKOon cybCcTaHLuK;

2) KonNna OOKyMeHTa, noaTBep)xAatowero ynjaTy rocyfapCTBeHHOW MOLWJIVHbI
32 BKJIlOMEHMe B rOCYJApCTBEHHbIM  peecTp  JIeKapCTBEHHbIX  CpeacTB
dhapmauesTnyeckon cybcTaHumu, npousBefeHHON Ana peanusayumu, ambo no
COb6CTBEHHON MHMLMATUBE YKa3aHHbIN OOKYMeHT. B cnyyae ero HenpenctaBieHUs
3aABUTENIEM YMOJIHOMOYEHHbIN denepasbHbli OpraH WCNOJHUTENIbHOW BRaCTU
nposepseT GakKT ynaaTbl FOCYAApPCTBEHHOW  MOWJAWHbLI  3asBUTENeM  C
NCMonb30oBaHMEM  MHGopMaumm o6 ynnaTe roCcyfapCTBEHHOW  MOLUJIVIHBbI,
coaepawencs B FocynapcTBEHHOMN MH(OPMaLMOHHON cucrteme 0
roCyAapCTBEHHbIX U MYHULMMANbHbIX MaaTeXxax, Ha OCHOBaHWUWM NpencTaB/IeHHON
3aABUTENIEM KOMNUM [OKYMeHTa, MnoATBep)Xpawuwero ynjaaTy rocyfapcTBEHHOW
MOLWJINHbI;
(n. 2 B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) OOKYMEHTbl, yKa3aHHble B 4acTu 2 HacTosAwen cTaTby;
(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBsieHNe O BblJaye paspeleHns Ha BBO3 B Poccunckyrw depnepauuio
KOHKPEeTHOM MapTuMm  He3aperncTpupoBaHHOrO  JIEKapCTBEHHOro  CpeacTBa,
npefHa3sHa4YeHHoOro As1s NpoBefeHNs YyKa3aHHOW 3KCMNepTU3bl.

(n. 4 BBepeH ®enepasibHbIM 3aKOHOM OT 22.12.2014 N 429-®3)



KoHcynbTaHTI0C: npnMeYdaHune.
C 01.01.2021 cT. 34 pononHseTca 4. 3.1 (P3 o1 27.12.2019 N 478-D3).

4. B Te4yeHme pecatTm paboymx p[HeM CO OHA TMPUHATUS 3aABJIEHUS O
BKJIIOYEHUN YKa3aHHOM B 4YacTu 1 HacToswen cTaTbM ((hapMaueBTUYEeCKON
cybCTaHUMN B roCcyfapCTBEHHbIN peecTp NIeKapCTBEHHbIX CPeACTB N OOKYMEHTOB,
rnepedyncsieHHbIXx B 4HacTu 1 KM nNyHKTe 2 4acTu 3 HacToAwen CcTaTbw,
YMNOJIHOMOYEHHbIN (hefiepaibHbI OpraH UCMOJIHUTENIbHOM BNacTu:

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1) npoBOANT NMPOBEPKY MOJIHOTLI U AOCTOBEPHOCTU AaHHbIX, COAEPXKALLUUXCA B
rnpencTtaB/IeHHbIX 3aABUTENIEM OOKYMEHTaXx;
(B pen. ®enepasnbHOro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHUMAET pelleHne 0 HanpaB/EHMN B 3KCMEPTHOEe yypexxaeHue 3agaHns
Ha npoBefeHMe 3KCNepTu3bl KavyecTBa YKa3aHHOM B 4acTu 1 HacToAwen cTaTbu
hapMaueBTU4eckom cybctaHumm nam ob oTkase B TaKOM HanpaB/ieHNN;

3) yBenomnsieT B 3/IEKTPOHHOW WM MNUCbMEHHOW ¢opMe 3asBuTens o
NMPUHATOM peLleHUn Uan B cJlydae OTKa3a C YKa3aHWeM NPUYMH Takoro oTkasa.
(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISABJIEHNA HEOOCTOBEPHOCTU CBEAEHMUN, COOEepXXalUMXCH B
npencTtaB/ieHHbIX 3asBUTeNIeM MaTepuanax, YMoJIHOMOYEeHHbIN denepasibHbIn
opraH WCMNOJIHUTENIbHOW BJlACTW HamnpasnseT 3asABUTEesN0 3anpoc 06 yTo4yHeHuu
YKa3aHHbIX cBefeHUN. [aHHbIA 3anpoc MoXeT bbiTb nepefaH YyrnoJIHOMOYEHHOMY
npencTaBuTestio 3adABUTENA JINYHO MO PacrnuckKy, Harnpas/eH Mo Nno4YTe 3aka3HbIM
MACbMOM WM nNepefaH B 3NeKTPOHHOW opMe Mo TesIeKOMMYHUKaALMOHHbIM
KaHasnam cBA3W. B cnyyvae HanpaBneHUs [AHHOrMO 3anpoca Mo rnoyTe 3aKasHbIM
MACbBMOM OH CYUTAETCHA TMOJIYYEeHHbIM MO0 WCTEeYEeHUM WecTU f[HeW C  [aThl
HanpasJ/IeHNA 3aKa3HOro NUcbMa.

(4acTb 4.1 BBepeHa PepnepasibHbIM 3aKOHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb o06£3aH NpeacTaBUTb OTBET Ha 3anpoc YMOJHOMOYEHHOro
denepanbHOro opraHa WCMNONHUTENIbHOW BAACTU B CPOK, He rpeBbIlaloLni
heBAHOCTa paboymx AHEN Co AHA NoJlyHYeHUsa AaHHOro 3anpoca. Cpok, yKasaHHbIN B
4acTm 4 HacTosAwen CcTaTbW, MpPUOCTaHaBAMBAETCA CO [HSA HanpasBieHus
3a8BMTENI0 3anpoca YMNoJHOMOYEHHOro efepasibHOro opraHa MWCMOJHUTEsSIbHON
BNacCTU A0 OHSA MOJIlyYeHUSs UM OTBEeTa Ha [JaHHbIW 3anpoc U He y4YUTbIBaeTCHA npwu
NCYUCTIEHNMN CpOKa 3JKCMepTu3bl KayecTBa QapMaueBTUYeCcKon cybcTaHuun,
Hencnosib3yemMoun rnpu Npon3BoACTBE IEKapCTBEHHbIX NpenapaTos.

(4acTb 4.2 BBeaeHa PenepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

5. OcHoBaHMeM pNns OTKasa B HanpaB/ieHUW B IKCNEPTHOE Yy4ypexaeHue
3afaHnNa Ha NpoBefeHne 3KCNepTU3bl KayeCTBa yKa3aHHOM B 4acTu 1 HacTosawen
CTaTbW hapMaLEeBTUYECKON CyBCTaHUMM ABNSETCA HenpencTaB/ieHne OOKYMEHTOB,
YKa3aHHbIX B 4YacTW 2 HacTosWwen CcTaTbW, OTCYTCTBME WHGPOpMauum,
noaTeepxpawwen GakT ynnaTbl FOCYyLapCTBEHHOW MOLWJINHBI 3@ BKJKYEHUe
dapmaueBTnyeckon  cybctaHuunm, NpousBeAeHHOW  ONA  peaaumsauum, B
rocynapCTBEHHbIN peecTp  JIeKapCTBEHHbIX  CpPencTs, HenpeacTaBieHne
3a8BUTENIEM B YCTAHOBJ/IEHHbIN CPOK OTBETA Ha YKa3aHHbIN B 4acTu 4.1 HacTosALwen
CTaTbyW 3anpoc YyNnoJIHOMOYEHHOro pefepasibHOro opraHa NUCNOJIHUTESIbHOM BJ1IACTH
nnn npeacTtaBsieHMe LOOKYMEHTOB, He COAEepXXallMX UCHEpnbiBalOWeEero nepevHs
HeobxoOnMbIX CBeAEHUI.

(4yacTb 5 B pen. PenepanbHOro 3akoHa oT 22.12.2014 N 429-03)



6. B TeyeHme nATHaguaTu paboymx AOHEN CO AHSA MNOJIyHYeHUs peLlueHus
YMNOJIHOMOYEHHOro  hefepajsbHOro  opraHa  WUCMNOJHUTENbHOM  BRacTu O
HanpasB/IeHNUN B 3KCMEepTHOEe y4ypexkAeHue 3ajaHus Ha npoBefeHne 3KCrepTusbl
KayecTBa YKa3aHHOM B YacTu 1 HacTosdwen cTaTbn dapMaueBTNYECKON
cybcTaHuMn 3asBUTENb MNpencTaBfaseT B 3KCMNepTHoe yuypexaeHue Ans
npoBefeHns [OaHHOM 3KCnepTu3bl obpasubl apmaueBTnyeckon cybctaHuuMn B
Konm4yecTtese, HeobXxoAMMOM ANA BOCMNPOM3BEAEHUS MEeTOAO0B KOHTPOAA Ka4vecTBa.
JKCrepTHOE y4ypexaeHue npu nojsydyeHunm obpas3yoB yKasaHHOM B 4actm 1
HacTosWwen CcTaTbn (apMaueBTMHeckom cybcTaHuMM BblgaeT  3asaBUTENIO
OOKYMEHT, noATBep)XAawwmn nosyd4yeHne 3Tux obpa3yoB, U B CPOK, He
npesbllLaoWnn Tpex paboynx aHen, yBefoMAAeT B 3JIEKTPOHHON UAN NMUCbMEHHON
dopme 06 3TOM YyNOJIHOMOYEHHbIN hefepasibHbIA OpraH UCMOJIHUTESIbHON BAACTW.
OTW CPOKN He BKJIIOHAIOTCA B CPOK NpOBefAeHNs AaHHOW 3KCNepTusbl.

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

7. NOKYMeHTbl, MOCTYMNMBLUMNE B IKCMNEPTHOE y4YpexxaeHue Oaa npoBepeHus
SKCNepTU3bl  KayecTBa YyKa3aHHOM B YactTu 1  HacTosAwenm  CTaTbu
hapmauyeBTnyeCcKon cybcTaHuMM, nognexaT BO3BpPaTy B YMNOJIHOMOYEHHbIN
denepasbHbin OpraH NCNONHUTENIbHOW BAACTN OOHOBPEMEHHO C 3aKJ/II0YEHUAMM MO
pe3ysbTaTaM NPoBeAEHHOWN SKCMepTU3bl.

8. B Cpok, He npeBblwawwmnm natu paboymx [HeMm co AHA NOoJy4eHUs
3aK/II04EHNS KOMUCCUM SKCMEpPTOB MO pe3ysbTaTaM 3KCNepTu3bl KayecTBa
yKa3aHHOW B 4YacTu 1 HacToAwen CcTaTbW QapMaueBTU4eckonm cybcTaHumm,
YMNOJIHOMOYEHHbIN (heagepanbHbIN OpraH NCMOIHUTEIbHOW BAACTW:

1) OoCyllecTBNdeT OUEHKY TaKOoro 3akjil4deHnda AOna onpepeneHuna ero
COOTBETCTBUNA 3a4aHUNIO Ha NnpoBegeHme AaHHON OKCMNepTU3bl,

2) NpuUHUMaeT peleHne O BKJIIDYEHUWN YKa3aHHOM B YacTu 1 HacToswewn
CTaTbu hapMaueBTUYECKON cybcTaHummn B rocyaapCTBEHHbIN peecTp
NIeKapCTBEHHbIX CPenCcTB Unun peweHne o6 oTkase B TaKOM BKJIKOYEHWUN;

3) BHOCUT MpX MNPUHATUN pPeleHUs O BKJIKOYEHUM YKa3aHHOM B 4Yactm 1
HacTosALeNn CTaTbh hapMaLeBTUYECKON CyOCTaHUMM B roCcyOapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPenCTB MNPefyCMOTPEHHYI 4acTbil 2 cTaTbu 33 HacToALWero
depnepasibHOro 3aKOHa MHGOpPMauUnio U yBeaomnseT o6 3TOM B 3NEKTPOHHOW NAK
MNCbMEHHON hopMe 3asaBUTENS.

(B pen. ®epepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-03)

9. OcHoBaHMeM A1 OTKa3a BO BKJIIOYEHUW YKAa3aHHOMW B 4acTu 1 HacToswen
cTaTbn  (bapMaueBTuHeckom  cybcTaHUMM B roCyfapCTBEHHbLIN  peecTp
JIeKapCTBEHHbIX cpencTs ABNAeTCA 3aKJIlo4eHne COOTBETCTBYIOLLErrO
YMNOJIHOMOYEHHOro efepajibHOro opraHa WCMNOJHUTENbHOW BAAaCTU O TOM, 4TO
KayecTBO (apMaLeBTUYeCKON CyObCTaHUMM He TMOATBEPXAEHO MOJIyYeHHbIMU
OaHHbIMN.

(yacTe 9 BBegeHa ®depepasibHbIM 3akOHOM OT 22.10.2014 N 313-®3; B peg.
depnepanbHOro 3akoHa ot 04.06.2018 N 140-03)

10. He ponyckaeTcs BKJOYEHME B NOCYAAPCTBEHHbIN peecTp NeKapCTBEHHbIX
cpencTB 0gHON hapMaLeBTUYECKON CybCcTaHUMN, MPON3BEAEHHON 1A peann3aumm
N BbiNMyCKAaeMOM OOHMM W TeM >Xe npoumssoguTenem, B Buae ABYyX u 6onee
peecTpoOBbIX 3anmncen.

(4acTb 10 BBegeHa PepfepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHne n3aMeHeHuUn B OOKYMEHTbl Ha (hapMaueBTnYeckyto cybcTtaHuuto,
NnPoOu3BedeHHYIO ONA peanm3aunm 1N BKJIKOYEHHYIO B TFOCYAAPCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPencTB, OCYLeCTB/AETCA B Nopanke, yCTaHOBJIEHHOM CTaTbAMU



30 u 31 HacTosdwero depepasibHOro 3akOHa, C ynjaaTonW rocygapCTBEHHOWN
NMOLWJINHBI, NPefyCMOTPEeHHOW 3akKoHopaTesbCTBOM Poccunckon depepaumn o
Hanorax n cbopax.

(yacTb 11 BBegeHa PenepasbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. JonyckaeTcs obpawieHune dapMaueBTU4YeCKnx cybcTaHumn,
Npou3BefeHHbIX A1 peanu3aunun, B Te4yeHne cTa BOCbMUAECATU OHEeN A0 U nocne
NPUHATUA YMOJIHOMOYEHHbIM (pefepasibHbIM OPraHoOM WCNOJIHUTENbHOW BAcTU
peleHns O BHECeHUU WU3MEHEeHMW B [OOKYMeHTbl Ha @{apMaueBTnYecKyo
cybcTaHumio, npousBefeHHYylo  AN4 peanusaymu n BKJTIOYEHHYIO B
roCcy0apCTBEHHbIN peecTp JlIeKapCTBEHHbIX CPeACTB.

(4acTb 12 BBeaeHa PefepalibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 MCKIIOYEHUM U3 FTOCYAAPCTBEHHOrO peecTpa eKapCTBEHHbIX
cpeacTs apMaLeBTMYECKON cybcTaHUMKM, TMpPou3BefleHHONn ONA peannsauum,
NMPUHMMaETCs YMOJIHOMOYEHHbIM ()efiepasibHbiIM OPraHOM MCMOJIHUTEIbHOWN BJIAaCTuU
B C/ly4vae:

1) npeacTaBneHWss COOTBETCTBYWOLWMM YMNOJHOMOYEHHbIM eaepasbHbIM
OPraHoM UCMOJIHUTENBLHOW BNACTU 3aKJIIOYEHUS O PUCKE UK 06 yrpo3e XXKN3HU Uan
3[10POBbI0  YesioBeKa NMBGO >KMBOTHOIO MPU  MCMONb30BAaHUN NIEKAPCTBEHHOr O
CpeacTBa;

2) nonavn pa3paboTHYMKOM JIeKapCTBEHHOro CpeacTBa WM NPOU3BOAUTENIEM
JIEKAPCTBEHHOro cpenctsa sMbo YNoJIHOMOYEHHBIM VMW OPYrUM OPUANYECKUM
JINLOM 3asiBNeHns 06 UCKJII0YEHMN U3 FOCYapCTBEHHOIO peecTpa JiIeKapCTBEHHbIX
cpencTs hapMaLeBTUYeCcKoln cybcTaHLmMn, Npon3BeaeHHON ANs peannsauunu;

3) oTcyTcTBMA hapMaueBTUYeckonm cybcTaHuuK, NpPou3BEOEHHON ANS
peanmsaunun, B obpaweHun B Poccunckon depepaunm B TeveHme Tpex n bonee
ner.

(yacTb 13 BBegeHa PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Ctatba 35. YTpaTtuna cuny c 1 miona 2015 ropa. - PepepanbHbli 3aKOH
oT 22.12.2014 N 429-®3.

KoHcynbTaHTIOC: NpuMeYaHune.
C 01.03.2020 B cT. 36 BHOCATCA U3MeHeHunsa (®3 ot 27.12.2019 N 475-903). Cm.

Oyanywyto pepakuuio.

CtaTtba 36. OG>xanoBaHue pewieHus o0 oTkase B Bbiaa4ye pa3peLueHus
Ha NpoBeAeHMe KJIMHUYECKOro UccsiegoBaHUA JleKapCTBEHHOro npenapara,
peweHna 00 oOTKase B rocyaapCTBEHHOM pPEerucTpauum JIeKapCTBEHHOro
npenapaTa, 3aKJ/IlO4eHUA KOMMCCUM 3KCMEepPTOB 3KCMEepPTHOro y4pexanpeHus
WK 3aKJII0OYEeHUsA COBeTa Mo 3TukKe

(B pen. ®enepanbHOro 3akoHa oT 22.12.2014 N 429-d3)

PeweHne cCoOOTBETCTBYIOLWLEro YrMoJHOMOYEHHOro qefepasibHOro opraHa
NCNONIHUTENBHOW BNacTM 00 OTKa3e B BblgavYe pa3pelleHns Ha npoBeaeHne
KJIMHNYECKOr0 NCCNefoBaHMA JIEKapCTBEHHOro rnpenapaTta, peleHne yKa3aHHOro
henepasibHOro opraHa MCNOJIHUTENIbHOM BNacTu 06 OTKase B rocyaapCTBEHHOM
perncTpaumm neKapCTBEHHOro npenapaTa, 3aKJ/lYeHNe KOMUCCUM SKCMepToB
OKCMEPTHOro Y4YpeKOeHuUs WAM 3akjl4YeHne coBeTa MO 3TuUKe MoxXeT ObiTb
ob>xanoBaHO B nNopsgke, YCTAaHOB/EHHOM 3aKOHOAATENbCTBOM PocCCMNCKOWN
depepaunn. 3akn4HeHne >3KcnepTa, OPOPMIEHHOE MO WUTOraMm 3KCNepTu3bl B
uensax onpegneneHuns B3aMIMO3aMEHAEMOCTMU 3aperncTpmpoBaHHOro



NIeKapCTBEHHOro npenapata, MoxeT 6biTb 06)KanoBaHO Agep)xaTenem uaun
B/lafeNbLeM perncTpaumoHHOro yaoCTOBEPEHUS JIeKapCTBEHHOro npenapaTa B
KOMUCCUIO  DKCMEPTOB JKCMNEPTHOro  y4ypexaeHusa. 3aKJ4YeHne KOMUCCUK
SKCMepTOB 3KCNEPTHOro Yy4ypexnaeHus, odopMseHHoe NOo uToram rnepecMoTpa
06>KaNIOBaHHOIr0 3aKJIl04YeHUSA 3KCnepTa, MoXeT ObiTb OCMOPEHO Aep>KaTesieM Uan
B/lafeNbLeM pPerncTpayMoHHOro yaoCTOBEPEHUS IeKapCTBEHHOro npenapaTa nmbo
YNOJIHOMOYEHHbIM MU JIMLUOM B MNopsagke, YCTaHOBJIEHHOM 3aKOHOAATesIbCTBOM
Poccumnckon ®depepaumn. [lpu obxanoBaHUM pelleHUs  YNoJIHOMOYEHHOro
denepasbHOro oOpraHa WCNOMHUTENbHOW BNACTW, 3aKJ/IOYEHMA 3SKCNepTa Wuaun
KOMUCCUN DKCMEPTOB 3KCMNEPTHOro y4YpeKneHus, 3ak/lo4YeHUs coBeTa Mo 3TUKe
epxxaTtesb WAn Brnagenel perucTtpaumoHHOro yaoCTOBEPEHUSA JIeKAapCTBEHHOIO
npenapaTta AnMbo yrnosIHOMOYEHHOE VUMW NMLO BMpaBe MNpeacTaBuUTb pes3ynbTaThbl
3KCNepTu3bl JleKapCTBEHHOro npenapaTa, NPOTOKOJIbI NoJsTly4eHHbIX
aKKpPeAUTOBaHHbLIMU UCMbITaTeNbHbIMU NabopaTopuaMn (LeHTpaMu) pesynbTaToB
nccnenoBaHuiM, NUCNbITAHUNA.

CraTbsa 37. Nudopmauus, CBfi3aHHanA C ocyLlecTBJ/IeHUEeM
rocyfaapCcTBEHHOM peructpauum JsieKapCTBeHHbIX npenapatoB, uHopMmauusa
O 3aperucTpupoBaHHbIX JIeKAPCTBEHHbIX MNpenapatax M JieKapCTBEeHHbIX
npenapartax, UCKJIIOYEHHbIX U3 rocyaapCTBEHHOro peecrtpa JieKapCTBeHHbIX
cpencTB

1. CooTBeTCTBYIOLWNN YMNOJIHOMOY€EHHbI henepasnbHbIN opraH
NCMONMHUTENbHOW BNAacTW pa3MellaeT Ha cBoeM oduuMaNbHOM CanTe B CeTwu
"MHTepHeT" wuHOpMaUNIO, CBA3AHHYKD C OCYyLWeCTBJeHUEeM [roCcyaapCTBEHHOW
perncrpaumnmn sieKapCTBEHHbIX NMpenapaTos, B TOM YuCsie NpoBefeHNeM 3KCNepTusbl
NeKapCTBEHHbIX CPeacTB (BKAKOYasA pesynbTaTbl €e NpoBefeHus), NHpopMaLmio o
3aperncTpMpoBaHHbIX JIeKapCTBEHHbIX MpenapaTax 1 1eKapCTBEHHbIX NpenapaTax,
WCKJTIOYEHHbIX M3 TrOoCyfLapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeacTB, He
nosgHee 4eMm 4epes nNaTb paboymx OHEN CO OHA MOAYYEHUSA YNOJIHOMOYEHHbIM
dhenepasibHbIM OPraHoOM UCMNOJIHNTESIbHOW BNACTU COOTBETCTBYIOLWEN NHOpMaL M.
(B pen. ®enepasibHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 02.08.2019 N 297-®3)

2. CpoKn 1 nopsifoK pasMeLleHUs yYKa3zaHHOM B 4acTu 1 HacToswen cTaTbu
nHpoOpMaLMM  yCTaHaBAMBAKOTCA  YMNOJIHOMOYEHHbIM  efepasibHbiIM  OpraHoMm
NCroNHUTEeNbHOW BiacTu. MHdopMauns, ykasaHHasa B 4acTu 1 HacToswen cTtaTbu,
ABNSETCHA OTKPbITOM M 0bLenoCTynHON N NpefoCcTaBaseTCAa 3auHTepeCOBaHHbIM
inuam B COOTBETCTBMU C 3aKOHOAATeNIbCTBOM Poccuiickon depepaumn.

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

fnasa 7. KIMHN4YECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NMPENAPATOB ojid MEOVUUWNHCKOIo nPUMEHEHUA, AOroBop
Ob UX MPOBEJLEHUWN, NMPABA NAUUMNEHTOB, YHACTBYIOLUUMNX
B 3TUX NCCNEOOBAHUAX

Ctatba 38. KnuMHMuyeckue uccsienoBaHuUA JIeKapCTBEeHHbLIX npenapaTtosB
ana MeAUMUUNHCKOro npmMmeHeHuns

1. KnnHn4yeckune nccnenoBaHus JNleKapCTBEHHbIX rnpernapaTos ans
MEeOUUNHCKOro MPUMEHEHNSA, B TOM 4YUCe MeXAyHapoOHble MHOrMOLEHTPOBbIE,
MHOIOLEeHTPOBbIE, MOCTPErncTpaunoHHbIe, NMPOBOAATCA B OOHOW UM HECKONbKUX
MEeAULUMHCKNX OpraHusaymsax B COOTBETCTBMW C MpaBuaMu Haghexauwen
KJIMHWYECKOW MNpaKTUKKW, YTBEPXAEHHbIMW  YMNOJIHOMOYEHHbIM denepasibHbIM
OpPraHoM UCMNOJIHUTEsIbHOW BNIACTU, COOTBETCTBEHHO B CefYIOWNX Lensax:

(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) yYCTaHOBJIEHNE 6e3onacHoCcTun NneKapCTBEHHbIX MpenapaTtoB AOJZid 300pPO0BbLIX



nobpoBonbuUeB M (MAM) MEepeHOCMMOCTW UX 340poBbiIMM  AobpoBosbuaMu, 3a
NCKJTI0OYEHMEM TakUX UCCIelOBaHU JIeKapCTBEHHbIX MpenapaTos, NPon3BeLeHHbIX
3a npegenamu Poccunckon depepaunu;

2) noaobop onNTMManbHLIX AO3MPOBOK JIeKAPCTBEHHOrO MpenapaTta W Kypca
nevyeHns ONS MaUWeHTOB C onpefeneHHbIM 3aboneBaHneM, ONTUMAsbHbIX 003 U
CXeM BaKLUWHALUM  MMMYHOBMONIOrMYECKMMIN NIeKApPCTBEHHLIMW  MpenapaTamMu
3[10POBbIX OOPOBOJLLIEB;

3) ycTaHoBneHWe 6e30MacHOCTU JIeKAPCTBEHHOro nMpernapata W €ero
3hheKTUBHOCTY ans nauMeHToB C onpepeneHHbIM 3aboneBaHuneMm,
NpPoMNaKTUYeCKon 3PEPEKTUBHOCTM UMMYHOBMONOrMYECKMX  JIEKAPCTBEHHbIX
npenapaToB A1 340PO0BbIX A0OPOBO/ILLIEB;

4) un3yyeHMe BO3MOXXHOCTM pacCLUMPEHUs TOoKas3aHWui AONa MeaAULMHCKOro
NMPUMEHEHUSS W  BbIBNEHUA  paHEe HEeu3BeCTHbIX MNOBOYHbIX  AEeNCTBUN
3aperncTpMpoOBaHHbIX JIEKAPCTBEHHbIX MpPenapaTos.

2. B OTHOWEHUM BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbLIX MpenapaToB AJs
MeOUNLNHCKOro MpUMeHeHNUs NPOoBOAATCS MUCCnefoBaHUs OUO3KBUBANIEHTHOCTU W
(unn)  TepaneBTUYECKOW  3KBMBAJIEBHTHOCTM B  MNopsfdke, YCTAaHOBJIEHHOM
YMOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM VUCMOJIHUTENbHOM BNACTMW.

3. OpraHm3auvno npoeeaneHMa KINHUNYECKNX nccnenoBaHuUm neKapCTtBeHHOIro
npenapata Anad MegnumMHCKOro rnpuMeHeHA BripaBe oCyLeCTB/IATb:

1) pa3paboTyMK NeKapCcTBEHHOro npenapaTta Win ynoJHOMOYEHHOEe UM NnLO;

2) obpa3oBaTesibHble OpraHusauun Bbicwero obpa3oBaHWs, oOpraHusauunmu
[OMONHUTENIbHOr0 NPogeCcCcMoHasbHOro obpasoBaHus;
(n. 2 B pen. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-nccnenoBaTesibCKMe opraHu3aumnn.

4. KnvHn4eckme  unccnenoBaHWA  JIEKAPCTBEHHOro  npenapata  Aa4
MEeANLUMHCKOro TMPUMEHEHNA TMPOBOAATCA Ha OCHOBaHMW pa3pelleHns Ha
nposBefeHne  KJIWHUYECKOro  WUCCNefoBaHUS  JIeKapCTBEHHOro  rnpenapaTa,
BblAAHHOI0 YMNOJIHOMOYEHHbLIM (efepasibHbIM OPraHoM WCMOJIHUTEsSIbHOW BAacTW.
YNOoNHOMOYEeHHbIN denepasibHbll OpraH WUCMOJHUTENbHOW BJIACTU BedeT peecTp
BblJA@HHbLIX  pa3peleHnn Ha  npoBefeHne  KJIMHUYEeCKUX  UCCrefoBaHui
JleKapCTBEHHOro npenapaTta, CoAepXXalluh yKa3aHue Ha WX uesb UAU uenu, B
yCTaHOB/IEHHOM 3TUM OpraHoM nopsiake.

(B pen. ®epepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-®3)

5. YTpaTtun cuny ¢ 1 nronga 2015 roga. - PepgepanbHbll 3aKoH oT 22.12.2014 N
429-D3.

6. K opraHmsauunm nposBefeHns KINHNYECKUX NCCNef0oBaHUA IeKapCTBEHHOM O
npenapata Afas MeOUUMHCKOro MpuMeHeHus pa3paboTYnkoM neKapCTBEHHOro
npenapaTta MOryT MpUBJIEKATbCA lopuanyeckme nvua nobol opraHu3saUNoHHO-
npaBoBon opMbl Mpu ycnoBun obecneyeHns COOTBETCTBUSA 3TUX MCCedoBaHUN
TpeboBaHMsAM HacTosLero ®enepasbHOro 3aKoHa.

7. KnnHunyeckune nccrienoBaHuUA NeKapCTBEHHbIX npenapaToB ans
MeagnumnHCKOro npnMeHeHus npoBOAATCA B MeaANUNHCKUX OopraHmsauundax,
akKKpeanToBaHHbIX YMNOJIHOMO4YE€HHbIM (peuepaanblM OopraHom NCNOJIHNTENTbHON
BNnacCTn B nopdaanke, yCraHoBJIEHHOM npaBVITeJ'IbCTBOM Poccuimnckonm CDenepau,Vlvl.



8. TllepeyeHb MeOgUUMHCKUX OpraHusauumn, WUMerLWKnXx npaso MPOBOAUTL
KJINHNYeCKne wucciefoBaHUa JieKapCTBEHHbIX npenapaTtoB A1 MeAUUUHCKOro
NMPUMEHEeHUs, N peecTp BblAaHHbIX pa3peleHu Ha npoBefeHne KINHUYECKUX
NnccnenoBaHNM sIeKapCTBEHHbIX MpenapaToB onyb/IMKOBLIBAlOTCA M pa3MeLLatloTCs
YNOJIHOMOYEHHbIM  hefepasibHbiIM  OPraHoM  UCMOJIHUTENIbHON  BJaCcTU B
YCTaHOBJIEHHOM UM MopsAgKe Ha CBOEM opnLMaibHOM canTe B ceTu "UHTepHeT".

Crtatba 39. PeweHMe O npoBeAeHUU KJIMHUYECKOro uccnenoBaHUsA
JieKapCTBEHHOro npenaparta asas MeAULUHCKOro npuMeHeHus
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. KinuHuyeckoe  wuccnegoBaHWe  JIeKAapCTBEHHOro  npenapata  Anas
MEeANLUWNHCKOrO MPUMEHEHMST TMPOBOAMTCSA Ha OCHOBAHMM paspeleHnst Ha
npoBegeHne  KJAMHWYECKOrO  UCC/ieloBaHUA  NIEKApPCTBEHHOro  npenapaTa,
BblJ@HHOI0 YNOJIHOMOYEHHbIM (hefepasibHbIM OPraHOM UCMOSIHUTENIbHOM BNAcTW Mo
pe3ynbTaTaM  3KCNepTM3bl  [OOKYMEHTOB, HeobxoAuMbIX AN MOJlyYeHus
pa3pelleHns Ha npoBefeHne KIMHUYECKOro WcciefoBaHNA J1IeKapCTBEHHOro
npenapaTta v 3TUYECKOW 3KCNEePTU3bI.

2. na nonyyeHns paspelleHna Ha npoBefeHne KJANMHUYeCKOro nccienoBaHus
NneKapCTBeEHHOIo npenapata ans MeaOonunHCKOro npnMmeHeHnA 3aAaBUTENb
npencTaBJIAET B yI'IO)'IHOMO‘-IeHHbII7I cbep,epaanbM opraH WCNONIHNTENIbHON BNAacTK:

1) 3a9BNeHMe O Bblgave pa3pewieHna Ha npoeegeHme KJINHUYECKOro
nccnengoBaHMA eKapCTBeHHOr o npenapata gnad MmegnumMHCKOro npunMeHeHun4;

KoHcynbTaHTINOC: MpnMeYvaHume.
C 01.01.2021 B n. 2 4. 2 cT. 39 BHOCATCA UaMeHeHunsa (®3 oT 27.12.2019 N 478-
d3).

2) KOMUN NOKYMEHTOB, NOATBEPXAAOLWNX YNIATY rocyAapCTBEHHOW MOLLJINHbI
32 NpoBefleHMe 3TMYECKOW  3SKCMepTU3bl, IKCMepTuU3bl OOKYMEHTOB Ha
JIEKAPCTBEHHLIA MpenapaT Aans MoJly4eHUs pas3pelleHnss Ha npoBedeHune
KJIMHNYECKOro WCCNeloBaHUA JIeKapCTBEHHOro rnpenapaTta Oss MeauLUHCKOro
NPUMEHeHUsl, 3a Bblgayy paspeweHnss Ha npoBedeHne  KJIMHUYEeCKOro
NccnenoBaHWs JIEKApPCTBEHHOro npenapaTta OJis MeOMUMHCKOro MNpuUMeHeHus, 3a
npoBefleHNe 3KCNepTu3bl [OOKYMEHTOB Ha JIeKapCTBEHHbIN rMpenapaTt Aans
nosyyYyeHUsi paspelleHnsl Ha MnpoBefeHne MeXOyHapoAHOro MHOMOLEHTPOBOrO
KJIMHNYECKOro WCCNefoBaHUA JIeKapCTBEHHOro rMpenapaTta O MeauUUHCKOro
NMPUMEHEHUs, 3a Bblgayy paspelleHns Ha NpoBelleHMe MeXIYyHapoOHOro
MHOFOLEHTPOBOr0 KJIMHNYECKOro MCC/IefoBaHUs NeKapCTBEHHOro npenapata Ans
MeANLNHCKOro NPMMEeHEHUs, 3a NpoBeAeHNe 3TUYECKON 3KCMEePTU3bl, SKCNEPTU3bI
NOKYMEHTOB Ha JlIeKapCTBEHHbIA MpenapaT nOJiS MOoJlyYeHUs paspelleHns Ha

nposegeHune NoCTPEerncTpaLumnoHHoro KJIMHMYECKOro nccnenoBaHua
NIeKApPCTBEHHOro npenapaTta ANs8 MeOULMHCKOro MNPUMEHEHUs, 3a Bblgavy
paspeLueHmns Ha nposegeHune NoCTPEerncTpaLmnoHHoOro KJIMHUYECKOTr 0

NccnenoBaHMsA NIeKapCTBEHHOro npenapaTta Aas MeAUUVHCKOrOo NPUMEHEHUS, UK
Mo cobCTBEHHOW NMHULMATUBE YKa3aHHble OKYMeHThl. B cnyvyae HenpencTtaBneHus
3a89BUTENIEM YKa3aHHbIX [OOKYMEHTOB YMOJIHOMOYEHHbIN eaepasbHbii OpraH
NCNONIHUTENbHOW BJSIaCTU NpoBepseT (aKT yrnaaTbl roCyfapCTBEHHON MOLUMHBI C
NCMoNb30BaHNEM  MHGopMaumm o6 ynnaTe roCcyfapCTBEHHOW  MOLUJIVHBbI,
coaepxawemncs B FocynapcTBEHHOMN NH(OPMaLMOHHON cucrteme 0
roCy0apCTBEHHbIX U MyHUUMNANIbHbIX MJaTeXaxX, Ha OCHOBaHWUW MpeacTaBJ/IEHHbIX
3a89BUTENIEM KON LOKYMEHTOB;

3) NPOTOKON KJIMHMYECKOro MCCiefoBaHUA NEeKapCTBEHHOro npenapaTta Ans



MeOUNLNHCKOro MPUMEHEHUNS;
4) 6politopy ncciegoBaTens;
5) NH(pOPMaLIMOHHbLIA INCTOK NauUMeHTa;

6) cBepeHua o6 onblTe paboTbl wuccneposaTesien MO COOTBETCTBYHOLWMM
cneumanbHOCTAM U UX  onbliTe paboTbl MO NPOBEAEHUIO  KJIMHUYECKUX
nccnenoBaHum;

7) cBegeHMs O MeOMUMHCKUX OpraHm3auusax, B KOTOpPbIX MnpennosaraeTcs
npoBedeHne KJANHUYECKOro WCCNefOoBaHUA JIeKapCTBEHHOro npenapaTta A4nas
MEeAULMHCKOro  npuMeHeHus  (NOSHOE M COKpaWeHHOe  HaWMEHOBaHMSA,
OpraHu3auMoHHO-NpaBoBas POpMa, MECTO HaXOXXOEHUA U MeCTO OCyLleCTB/IeHUS
neatenbHoCcTn, TenedoH, Tenedakc, aapec 3NEeKTPOHHOM MNOYTbl Ka)Kaoun
MeOULUNHCKOW OpraHmnsauynmn);

8) cBegeHMss O TnMpeanoslaraeMblX CpPoKax MpoBeAeHUs  KJINHUYECKOro
NccnenoBaHMs JIEKapPCTBEHHOMO npenapaTa A1 MeEANLINHCKOIO MPUMEHEHUS;

9) konuiwo porosBopa o0b6sA3aTenbHOro CTpaxoOBaHWSA, 3aKJlOYEeHHOro B
COOTBETCTBUMN C TUMOBbLIMU NpaBuaaMn oba3aTeslbHOro CTpaxoBaHUsA, C YKa3aHNEM
npenesnbHOM  YUCNEHHOCTM  MAUMEHTOB,  YYacCTBYWOWWUX B KJIWHUYECKOM
nccnenoBaHMM NeKapCTBEHHOMO nNpenapaTa 41 MeanuUnHCKOro npuMeHeHus;

10) nHdopMaLumnio 0 COCTaBe JIeKAapPCTBEHHOro npenapaTa Ans MeauLUMHCKOro
NpUMeHeHus;

11) NOKYMEHT, COCTaBJIEHHbI NPOM3BOAMTENIEM NIEKAPCTBEHHOrO npenapaTa
ONsS MEANLIMHCKOrO NMPUMEHEHUS U COAEP)XALLUNIA NoKa3aTeNnn (XapakTepucTtukmn), a
TaK)XXe CBelleHUs O JIeKapCTBEHHOM npenapaTe Aas MeAULMHCKOro NpUMeHeHus,
npou3BegeHHOM ANs MpoBeAeHUs KINHUYECKNX NCCNenoBaHWni;

KoHcynbTaHTI0C: MpuMeYdaHume.
C 01.01.2021 B M. 12 4. 2 cT. 39 BHOCATCA naMeHeHnsa (®3 ot 27.12.2019 N 478-
®3).

12) kKonuio ANUEH3UM Ha MNPOU3BOACTBO JIEKAPCTBEHHbLIX CPencTB B Clyyae,
ec/qin NPoM3BOACTBO JIeKapCTBEHHOrO rMpenapaTta ocyllecTBnaseTca B Poccmnckon
depepaunn, WM KOMNUIO  3aKJIKOYEHUS O COOTBETCTBUM  MNPOM3BOAUTENSA
NleKapCTBEHHOr o npenapaTa TpeboBaHnAM npasun Hagnexawien
MPON3BOACTBEHHON MPaAKTUKK, BbIAAHHOIO YMOJIHOMOYEHHbLIM OPraHOM CTpaHbl
npon3BoanNTeNsa NeKkapCTBEHHOro NpenapaTa.

(B pen. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.01.2021 cT1. 39 pononHgeTca 4. 2.1 (P3 o1 27.12.2019 N 478-D3).

3. B cpok, He npesblwawwmnn nAaTn paboyux [HENn CO OHA MNPUHATUA
yKa3aHHOro B NyHkTe 1 4YacTm 2 HacTosAwen CTaTbW 3asABNeHUs N HeobxoaAnMblX
OOKYMEHTOB, YNOJIHOMOYEHHbIN hefepasibHbIi OpraH NCNOJIHUTENLHOW BNAaCTU:

1) NpoBOAUT NPOBEPKY MOJIHOTLI U AOCTOBEPHOCTU CBEAEHUN, COAEPKALLNXCS
B NpeACTaB/IeHHbIX 3aABUTEIEM AOKYMEHTaX;

2) nNpUHUMMaeT peweHne O nNpoBedeHUN 3KCNepTusbl OOKYMEHTOB Ans



nojay4yeHus pa3peLlieHuns Ha nposeaneHune KJIMHN4YeCKOoro nccnegoBaHus
NneKapCTtBeHHOro npenapata AOnd MeOaUUuUnHCKOro TrpuMeHeHUna wu 3TMNYECKOoNn
3KCNepPTU3bl NN 06 oTkaze B npoeeaeHnM ykKa3aHHbIX 3KCNEPTU3;

3) yBenoMnsieT B 3JIEKTPOHHOW opMe uamM Ha 6yMakHoM HocuTene
3a8BUTENIS O MPUHATOM peweHun nmbo B Cllydae MPUHATUS pelleHus ob oTkase
TaK>Xe C yKa3aHMeM MPUYMH Takoro 0TKasa;

4) noaroTtaBNMBaEeT U HanpaBJIA€T B 3KCMNEPTHOE y4pexgeHme mn COBET IO
3TNKe 3aaHne Ha nposeaeHne CooTBeTCTBYOLWNX SIKCMNEePTN3.

4. B cny4ae BbIsiBJIEHUS HEMoOJIHOTbl U (M) HeJOCTOBEPHOCTU MHpopMaLmn,
colepxalwenca B npencTaBsieHHbIX 3asBUTEsNIeM [OKYMeHTaX, YMNOJIHOMOYEHHbIN
denepanbHbIN OpraH UCNOJIHUTENIbHOW BAacTW HanpasaseT 3asBuTeso 3anpoc o6
YTOYHEHUN YKa3aHHOM wuHdopMauun. [aHHbIN 3anpoc MoXeT ObiTb nepepaH
YNOJIHOMOYEHHOMY MNpencTaBUTeNto 3asdABUTesNIA JINYHO Mo PacnmucKy, HanpasseH
Mo ro4YyTe 3aka3HbiIM MNUCbMOM WM MepefaH B 3J/IEKTPOHHOW dopme no
Te/IEKOMMYHUKALUMOHHBLIM KaHajlaM CBA3W. B cny4yae HanpaBieHWA [OaHHOro
3anpoca No rno4yTe 3aKa3HbIM MUCbMOM OH CYUTAETCHA MOJIYYEHHbIM MO UCTEYeHUN
WwecTn pAHerW C f[aTbl HampaBieHUs 3aka3Horo nucbMa. 3asBuTenb oba3aH
npenctaBuTb OTBET Ha 3anpoc YMOJIHOMOYEHHOro enepasbHOro opraHa
NCMONMHUTENbHOW BJIACTU B CPOK, He MNpeBbllaowmm geBsHocTa paboymnx gHen co
AHA  ero nonydveHmsa. CpoK, YKasaHHbIW B 4YacTu 3 HacToAwen CTaTbW,
rMpPUoOCTaHaB/IMBAETCHA CO OHA HanpaBJieHUA 3aABUTESII0 3anpoca YrnoJIHOMOYEeHHOro
denepasnbHOro opraHa WCNOJIHUTENIbHOW BAacTU A0 [AHSA  MOJlyYeHUss UM
COOTBETCTBYIOLLEro OTBETa MU He YYUTbLIBAETCA MNPU UCHUCIEHUN CPOKa MPUHATUSA
YMNOJIHOMOYEHHbIM efepasibHbiIM OpPraHoM WCMNOJIHUTENILHOW BJIaCTU pPeLleHns o
npoBefEeHNN 3SKCMepTU3bl LOKYMEHTOB AN  [MOJIydYeHUa  paspelleHus Ha
nposefeHne KJAWHUYECKOro WCC/IefoBaHUA JIeKapCTBEHHOro npenapata Ahad
MeAVLUWHCKOro npuMeHeHus.

5. OcHoBaHMeM A58 OTKasa B NpoOBeAEeHUN DKCNepTu3bl OOKYMEHTOB A
MoslyYeHuUsa  paspelleHns Ha NpoBeAeHMe  KJIMHUYECKOro  UCCNefoBaHus
NIeKapCTBEHHOro npenapata nAJd MeAULUMHCKOrOo TMPUMEHEHUS W  I3TUYECKON
3KCMepTU3bl ABASETCS NpencTaBiieHne OOKYMEHTOB, NMPefyCMOTPEHHbIX HYacTblo 2
HacTosWwen cTaTbW, B HenonHOM obbemMe, HenpeacTaBfieHME 3asBUTENIEM B
YCTaHOBJIEHHbIM CPOK OTBETa Ha YKa3aHHbIN B 4aCTun 4 HacToAWeEN CTaTbW 3anpoc
YNOJIHOMOYEHHOr0 (efepasbHOro OpraHa WCNoAHUTesNbHOM BRactu ambo
OTCYTCTBME B MNpeacTaB/IEHHbIX OOKYMEHTaX WCYepnbiBalOWEro nepeyvyHs
HeobxogonmMonm NHGoOpMaLUM NN MHPOPMaLNK, KOTopas AO/HKHA ObiTb OTpa>keHa B
HUX, @ TaKXe OTCyTCTBME WHGopMauun, noaTBepxjawwen dakT ynaaThbl
rocynapCTBEHHOW MOLUIMHBLI 3@ NPOBEAEHMNE ITUYECKOWN IKCMEPTU3bl, SIKCNEPTU3bI
OOKYMEHTOB Ha JIeKapCTBEHHbIN MpenapaT ANaa MNoJiyYeHna paspelueHns Ha
rnpoBefeHne KJINHUYECKOro WCCNefoBaHUA JleKapCTBEHHOro npenapaTta A4as
MEeOULWMHCKOro MNPUMEHEHNs, 3a Bblgavy pas3peweHns Ha npoBefeHune
KJIMHNYECKOr0 WCCNedoBaHMUsA JNIeKapCTBEHHOro npemnapata Aa8 MeOuUWUHCKOro
NnPMMeHeHusa, 3a nMpoBeAeHMEe 3SKCMEepTUusbl [OOKYMEHTOB Ha JleKapCTBEHHbIN
npenapaT AgJa noJiyYeHnUs paspeweHns Ha npoBedeHne MexayHapoaHoro
MHOrOLLEHTPOBOr0 KJANHUYECKOro UCCNedoBaHMA JIeKapCTBEHHOIrO npenapaTta 4Ans
MEeOULUMHCKOro MNpUMEHEeHUs, 3a Bblga4dy paspeweHns Ha npoBefeHune
MeXXOYyHapOoAHOro MHOIOLEHTPOBOIr0 KJIMHNYECKOro nccnenoBaHums
NIeKapCTBEHHOr0 npenapata A8 MeAULUMHCKOro MPUMEHEHWs, 3a MnpoBedeHune
3TUYECKON 3KCNEepPTU3bl, dKCMepTU3bl OOKYMEHTOB Ha JIeKapCTBEHHbIN npenapaT
ONa  NoNyyYeHUs  paspelleHns Ha  npoBeAeHme  NOCTPEerucTpaLmMoHHOro
KJIMHNYECKOr0 WNCCefoBaHWsA NIeKapCTBEHHOro npemnapata Aa8 MeOuUWHCKOro
nPMMeHeHus, 3a Bbl4avyy pa3peleHns Ha npoBefeHue MoCcTperncTpauMoHHOro
KJIMHUYECKOro unccnenoBaHUsA JNeKapCTBEHHOro npenapaTta 4aa MeauuMHCKOro



npunMmeHeHwus.

6. [lpoBefeHue >3KCNepTu3bl OOKYMEHTOB [OJ1 MOJIyYeHUA paspelieHusa Ha
rnpoBefeHne KJMHUYEeCKOro wuccrnenoBaHUA JNeKapCTBEHHOro npenapata  A4as
MeOVNUWHCKOro MpUMeHeHUs U 3TUYECKOM 3KCMepTusbl, COCTaBsieHNe KOMUCCUEN
SKCMepTOB M COBETOM MO 3TUKE 3aKJIIOYEHUA O BO3SMOXXHOCTU MJIN HEBO3MOXXHOCTH
npoBeLEeHNss TaKoro KJMHUYECKOro uccsenoBaHUss W HamnpasJieHWe  3TuX
3aKJII04EeHUN B YMOJIHOMOYEHHbIN (hefepasibHbli OpraH WUCMNOJIHUTESIbHOW BJlacTw
OCYLLEeCTBNAIOTCA B CPOK, He MpeBbIaloWnn Tpuauatn pabo4ymx OHEn co OHA
MoJIly4eHUs 3KCMepTHLIM yYpeXxgeHneM 3agaHns ynoJIHOMOYeHHOro dpefepasibHOro
opraHa WCNOJIHUTENIbHOM BNAacTU C MNPUIOXKEHMEM [LOKYMEHTOB, YKa3aHHbIX B
nyHkTax 3, 4, 10 n 11 4acTu 2 HacToswen cTaTbW, N COBETOM MO 3TUKE 3aJaHuA
YNOJIHOMOYEeHHOro  gepepasibHOro  opraHa NCNOSIHUTESIbHON BJlaCcTM  C
NMPUIOXKEHNEM LOKYMEHTOB, YKA3aHHbIX B MyHKTax 3 - 6, 8 1 9 YacTu 2 HacToALWEN
CTaTbW.

7. B cpok, He npesBblWwawwmm natu paboymx [HeNn co AHA NoJslyvYeHUus
3aKJIIO4eHUN, YKa3aHHbIX B YaCTW 6 HacToAWwen CTaTbW, YMNOJIHOMOYEHHbIN
denepasibHbI OpraH UCNOJHNTEIbHON BAAaCTU:

1) ocywecTBASE€T OUEHKY MOCTYMMBLLUUX 3aKJIIOYEHUA 015 onpeneneHus umx
COOTBETCTBUS 3a[aHNSAM Ha NPOBEAEHNE COOTBETCTBYIOLLIMX IKCNEPTUS;

2) NPUHUMAET peLleHre O Bblgaye paspeLlleHns Ha NpoBeieHne KJIMHNYECKOoro
NCCNenoBaHnA NeKapCTBEHHOro npenapata AN MeAMLUUHCKOro NPUMEHEHUS Uu
06 0TKa3e B BblJa4ye yKa3aHHOr0 pa3peLleHus;

3) BblgaeT pa3peweHne Ha npoBeaeHne KINHNYECKOro wmccneaoBaHmMA
NneKkapCTtBeHHOro rnpenapata aond MeaununmHCKOro rnpmMeHeHuna wuim pewleHune 06
OTKa3e B Bbla4e YKa3aHHOIo pa3peweHna C yKasaHMeM nNpmnyinH oTkKa3a.

8. OcHoBaHMeM [Ona oOTKasa B Bblade paspeweHusa Ha nposeneHue
KJIMHUYECKOro unccnenoBaHUA JNeKapCTBEHHOro npenapaTta 4aa MeauuMHCKOro
MPUMEHEHUS SABNAETCA HalM4yme  3aKJIYEeHUS  KOMUCCUM  IKCMEpPTOB  Uan
3aKJ/Il04EeHUS CoBeTa MO 3TMKE O HEBO3MOXHOCTWU MpOBeAeHUs KJIMHUYECKOro
NCCNefoBaHUA NeKapCTBEHHOro npenapata 4aa MeAUUWHCKOro MpMMEHEeHus no
pe3ysbTaTaM MPOBEOEHHbIX 3KCNEpPTU3, NPeayCMOTPEHHbIX YaCTbio 6 HacToALEeNn
CTaTbMu.

9. PeweHne 06 oTKase B MNPOBEAEHUN IKCNEPTU3bI L[OKYMEHTOB ANA
NnosyyYyeHNs  paspelleHns Ha MNpoBefeHMe  KJINHWYECKOro  UCCrefoBaHus
NeKapCTBEHHOro npenapaTta A8 MeAUUVMHCKOrO MNPUMEHEHUS U  3TUYECKOM
SKCMepTu3bl W B BblAaye pas3pelleHns Ha NpoBeAeHMEe  KJIMHUYECKOro
NccnefoBaHMs JNIeKapCTBEHHOro npenapaTta A8 MeOUUMHCKOro MNpuUMeHeHus
MOXeT 6biTb 06>kanoBaHO B nMopsAke, YCTAaHOBJIEHHOM 3aKOHO4ATENIbCTBOM
Poccunckon ®epepaumn.

Ctatba 39.1. 3TMYueckas 3KcnepTU3a
(BBEOEeHa PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. O3Tunyeckas OKCNepTn3a nposoonTCcdad COBETOM IO 3TUKe, CO3O0aHHbIM B
nopdaake, YyCTaHOBJIEHHOM YNOJIHOMO4YE€HHbIM denepanbHbIM OopraHom
NCNOJIHNTENIbHON  BNacCTHw, B UENsSX BblAayn 3akawyeHums o6 3Tu4eckown
060CHOBaHHOCTM BO3MO>XHOCTH npoeeneHnMA KIMNMHWN4YeCKOoro nccnegoBaHMA
NnekKapCTBEHHOIO npenapata and MegunumnHCKoro rnpnMeHeHus.

2. JKCcnepTaMu coBeTa MO 3TUKe MOryT 6bITb NpencTtaBuTeNM MeauuUHCKUX
OpraHmM3auunn, Hay4HbIX OpraHwusaumn, obpa3oBaTesibHbIX OpPraHM3aLMi BbICLLIEro



obpasoBaHMA, a Takxe npeacTaBuTenn  0obLWeCTBEHHbIX  OpraHu3auyunm,
pPenUrno3HbIX opraHusaumnim n CpencTs MaccoBon MHgopmMaunn. laHHble 3KCrepThl
He [OOJ/DKHbl HaxoAuUTbCA B KakKoOW-mbo 3aBUCUMOCTM OT pa3paboTymkoB
JIeKapCTBEHHbIX MpenapaToB W APYrux v, 3auHTEpPeCcOoBaHHbIX B pe3ysibTaTax
3TUYECKON 3KCNepTu3bl.

3. OnnaTa ycayr 3KCnepToB COBETa MO 3TUKEe OCYLEeCTBASETCA Ha OCHOBaHUN
OO0roBopa, 3aKJIIOYEeHHOro MexXxAay YMNOJIHOMOYeHHbIM defepajibHbiM OpraHoM
NCNOJIHNTENIbHOW BNACTW, KOTOPbIM CO34aH COBET MO 3TUKe, U 3KCNepToOM CoBeTa
no  3TUKe, 3a cy4eT  OOOKETHbIX  ACCUrHOBAHMUN, npenycMoOTPEHHbIX
YMNOJIHOMOYEHHOMY efepasibHOMY OpraHy WCMNOJIHUTENIbHON BNACTW, KOTOPbIM
CO3[laH COBEeT Mo 3TuKe, B (hegepasbHOM Bloa)KeTe Ha COOTBETCTBYIOWMA oA Ha
obecrnevyeHne ero OeATeNbHOCTU, B pa3Mepax, YCTaHOBJEHHbIX [1paBUTeNbCTBOM
Poccunckon depepauun.

4. 2KcnepTbl coBeTa MO 3TUKEe HeCyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKoHOZaTeNIbCTBOM Poccuinckon depnepauunn.

5. CocTaB coBeTa MO 3TUKe, MoJIOXKeHMe 06 3ToOM coBeTe, MOPSAOK ero
NesATeNbHOCTN, TpeboBaHUA K KBAaAUMUKALUM U OMNbITYy PaboTbl MO 3KCNEpTHOW
OLEHKE  Hay4HbIX, MEOULUMHCKUX U  ITUYECKMX  aCMeKTOB  KJIMHUYECKUX
NCCNenoBaHU NIeKApPCTBEHHbLIX MpenapaTtoB [Oad MeAULMWHCKOro MpuMeHeHus,
npeabsiBAsemMble K 3KCNepTaM CcoBeTa Mo 3TUKe, MopsaoK opraHusauum u
npoBegeHNss 3TUYECKON 3KCNepTusbl, (opMa 3akJIloYeHUs coBeTa Mo 3Tuke
YCTaHaBANBAOTCSA YMOJIHOMOYEHHbIM defepasibHbiM OPraHoM WCMOJIHUTENIbHOW
BNacTu. Yucno npenctaBuTenen  MeAUUUHCKMX  OpraHuM3auuMin  He MOXKeT
NnpeBbIlaTh NOJIOBMHY OT 06LLEro Y1ncsia 3KCNepToB COBETa Mo 3TUKE.

6. MIH(hopMaLma o cocTaBe coBeTa Mo 3TUKe, njaHax ero paboTbl N TekyLlen
heATeNbHOCTU pa3MellaeTcs Ha oduumasbHOM cauTe  YNOJIHOMOYEHHOro
degepasibHOro opraHa WCNOJIHUTENbHOM BRactTu B ceTn  "WHTepHeT" B
yCTaHOBJ/IEHHOM UM MNopsKe.

CtaTtba 40. NpoBepeHne KJIMHNYECKOro UccsiefoBaHUA sleKapCTBEHHOro
npenapaTta ANna MEeAULUHCKOro NnpMMeHeHun

1. PykoBoauTenb MeAVUMHCKOM  OpraHuMsauunm, KoTopas  npoBOAUT
KJINHNYECKOe WCC/ieloBaHMe JIeKapCTBEHHOro npenapata As8 MeaULWUHCKOro
NPUMEeHeHUs, Ha3HavYaeT nccrienoBaTens, OTBETCTBEHHOIO 3a NpoBefeHMe Takoro
nccnepoBaHMs M uMmeowero nevebHylo cneumanbHOCTb, COOTBETCTBYIOLLYIO
NPOBOAMMOMY KJIMHUYECKOMY WCCIeJ0BaHNIO JIeKapCTBEHHOro rpenapaTa, co
CTaxxeM paboTbl MO NporpaMmmMaM KIAMHUYECKUX WCCeLOBAHUN JIeKapCTBEHHbIX
npenapaTtoB He MeHee 4YeM Tpu roga W MO ero npeasoXeHUK Ha3HavaeT
couccnenoBaTesien U3 Yucsia Bpavyen 3Ton MegULUUHCKOW OpraHusaumu.

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. NccnepoeaTesnb ocywlecTBndaeT Bbl60p nMnauneHToB, KOTOpble no
MeaANUNHCKUM MNOoKa3aHnAaM MOryT ObiTb npmenedyeHbl K y4aCcTuto B KJIMHNYECKOM
ncenegoBaHMm nekKapCTtBeHHONo npenapata aAad MeguumnHCKOro npnMeHeHus.

3. WccnepmoBaTenb W couccnenoBaTenyM [OO/KHbl ObiTb O3HAKOMJIEHbI C
pe3ysibTaTaMn  OOKJNHUYECKOro WCCNeNoBaHUs NIeKapCTBEHHOro CpencTBa,
comepXxalwmmmcs B bpolutope nccnenoBaTensi, MPOEKTOM NMPOTOKO1a KJIMHMYECKOro
NCCNeloBaHMUs NleKapCTBEHHOro npenapata A8 MeAULMUHCKOro MpUMeEHeHus,
pa3paboTaHHbIM  pa3paboT4YMKOM  NIeKApPCTBEHHOro Mpenapata WM  MHbIM
IOPUONYECKUM JINLOM, MPUBJSIEKAEMbBIM K OpraHM3auun NpoBeaeHUs KJIAMHUYECKOro
NCCNeloBaHNS JIEKAPCTBEHHOro npenapaTta Aa8 MeAULUHCKOro MNPUMEHEeHUs, u



OPpYyrmMn MmaTtepunajlaMn TakKoro nccienoBaHuMA.

3.1. PykoBoauTesnb MeAVULUHCKOW OpraHu3auum B CPOK, He MpeBblllaloLwmii
Tpex paboymx OHeNn co AHA Havasna NpoBefeHUS KIMHUYECKOro uccsienoBaHus
NeKapCTBEHHOr o0 npenapaTa s MeguUNHCKOro npumMmeHenHuns, coobuwaet 06 aTom B
YNOJIHOMOYEHHbIN efepasbHbll OpraH WCNOJHUTENIbHOM BNACTW, BblOaBLWNNA
paspelleHne Ha npoBefeHne Takoro nccnenoBaHus, no yCTaHOBAEHHOW UM hopMe.
(4yacTb 3.1 BBegeHa ®epepasibHbiM 3aKOHOM 0T 29.11.2010 N 313-03)

4. OpraHusauunm, ocyLecTBasOWMe OpraHn3auno NnposegeHns KINHNYeCcKoro
nccnenoBaHUs JieKapCTBEHHOro npenaparta Aja MegUuUUMHCKOro rMpuMeHeHus u
yKa3aHHble B 4YacTu 3 cTaTbM 38 HacTtoswero depepasbHOro 3akoHa, B CJyyae
HeobxooMMOCTN BHECEHUSA U3MEHEHUA B MPOTOKOJ KJMHUYECKOro UccaenoBaHus
JIeKapCTBEHHOro npenapaTa 4as MeguumMHCKOro npuMmeHeHumns coobwatT 06 3Tom B
YNOJIHOMOYEHHbIN enepasibHbIN  OpraH WCNOJIHUTENIbHON BJlACTW, BblOaBLUUN
pa3pelleHne Ha nNpoBefeHne Takoro nccnefoBaHns, No yCTaHOBJIEHHON UM hopme.
(B pen. ®epepanbHoOro 3akoHa ot 11.10.2010 N 271-P3)

4.1. ®opma coobuieHns 0 BHECEHUU U3MEHEHUN B MPOTOKOJT KJIIMHNYECKOIo
nccnegoBaHnMa nNekKapCrtBeHHOro npenapata nonad MegunumHCKOro npmMMeHeHumA
OOJIKHa cogep>XaThb ciegyroume ceegeHns:

1) HaumeHoOBaHMe, WAEHTUDPUKALMOHHBIA HOMep W paTa MPOTOKOsa
KJIMHNYECKOro nccyiiefoBaHus;

2) naTa BHECEHUS U3MEHEHUI B MPOTOKO KJIMHUYECKOro NCCNeN0BaHNS;
3) HaMeHOBaHMEe N MeCTO HAaX0XXOEeHUSA 3adABUTEeNS;

4) HavmMeHoBaHMe opraHmsauuu, npuBJie4eHHOMN pa3paboTynkom
NleKapCTBEHHOro npernapaTta K oOpraHusauum npoBefeHUss  KJIMHUYEeCKOoro
nccnenoBaHus (Mpy HanU4yun);

5) HaWMEHOBAHUS W MeCTa HAXOXOEHUS MeOUUMHCKUX OpraHu3auun, B
KOTOPbIX MPOBOAUTCS KJIMHNYECKOE UCC/ieoBaHNE;

6) naTa BblAayn pa3peleHna Ha npoeeageHne KNIMHNYECKOro nccnenoBaHna m
HOMEP 3TOro paspeLeHnA,

7) N3MEHEeHUs, BHOCUMbIe B MPOTOKOJT KJIMHUYECKOr0o NCCef0oBaHunS.
(4acTb 4.1 BBepgeHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-®3)

5. B cpok, He npesblwaloWwmn Tpuguatn pabo4ynx gHeM CoO AHA MOJy4eHus
YKa3aHHOro B 4YacTm 4 HacToswen CTaTbn cooblweHns, YMNOJIHOMOYEHHbIN
henepasibHbl OpraH UCMOJIHNTENIbHON BNAacTU paccMaTpuBaeT 3TO coobuieHne B
YCTAHOB/IEHHOM UM MOPSAKE U MPUHUMAET pelleHne O BHECEHUU WU3MEHEHUN B
MPOTOKOJT KJIMHNYECKOro WUCCNefoBaHUA  JIeKapCTBEHHOro npenapaTta Aans
MeANLMHCKOro rMpuMeHeHns mnam o6 oTKkase BO BHECEHUM Takux nMaMeHeHun. Mpn
paccMoTpeHun coobuieHnsa o HeobXxoaMMOCTU BHECEHUSA W3MEHEHU B MPOTOKO
KJIMHWYECKOro wuccnenoBaHUsa JieKapCTBEHHOrO npenapata A1 MeauunHCKOro
npMMeHeHuUsa B UeNnsax oueHkKM 060CHOBAHHOCTM npepJlaraeMbiX WU3MEHEHUN W
onpeneneHns CcTeneHnm pucka pJns nauueHToB, MNpUHUMaKLWKUX Yy4yacTue B
KJIMHUYECKNX  UCCNefoBaHUAX, YMNOJIHOMOYEHHbIM  defepasibHbiIM  OpraHoMm
NCMNOJSIHNTEIbHOW B/IACTU MOTyT MPUBJIEKaTbCSA dKCNepThbl COBETA MO 3TUKE.

(B pen. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. KnnHunyeckoe nccnegoBaHme neKapCcTtBeHHOro npenapaTa aons
MeONUNHCKOIro npnMeHeHna MOXXeT ObITb npmMoCTaHOB/1EHO WNJIN NMpeKpalleHo, eCyn



B rMpoLecce ero npoeeneHuss obHapy)XeHa OMacHOCTb AN >KU3HWU, 300pPOBbS
nauneHToB. B cfly4yae BO3HMKHOBEHMWS OMACHOCTU OJi1S XKN3HU, 3[40POBbs MaLMEHTa,
YYaCTBYIOLLEro B KJWHUYECKOM WCCNeNOBaHUN NEKAapCTBEHHOro npenapaTta ans
MeANLUWHCKOro MpUMeHeHUs, uccnegosaTenn obsizaHbl NpouHpopMupoBaTb 06
3TOM PYKOBOAUTENS MEAULMHCKOW OpraHu3auum M OopraHu3auuio, MnosyyuBLIYIO
pa3pelleHne yrnosHOMOYEHHOro (eaepasibHOro opraHa WCMOSHUTENbHOW BNAACTW
Ha OpraHM3auulo MpPoOBEAEHUS KJNHUYECKOro WCC/IedoBaHUA JIEKapCTBEHHOro
npenapaTta. PeweHne 0 MNPUOCTAHOBNEHUN KJIMHUYECKOrOo  MCC/iedoBaHUsA
JIEKApCTBEHHOro npenapata A8 MeAULMHCKOro TMPUMEHEeHUs MNpuHUMaloT
pyKkoBoOMTENb MeAULUWHCKOW opraHu3auum v (Uam) opraHusauus, noayvmslUas
pa3pelleHne ynosHOMOYEHHOro eaepasibHOro opraHa WCMOJHUTENbHOW BNAACTW
Ha OpraHM3auul MNPoOBEeAEHUS KIMHUYECKOro WCC/IefoBaHNA JIeKapCTBEHHOr o
npenapaTta AOns MeAULUHCKOro MPUMEHEHUs, pelleHne O MNpPeKpalleHUM Takoro
nccnenoBaHmns NpUHMMaeT YMOJIHOMOY€EHHbIN thenepanbHbIN opraH
NCNONMHUTENBHOW BJIACTU HA OCHOBaHUM CoobLWlEeHNnas B MNUCbMEHHON dopMe
pyKoBOOMTENS MEAWLUWHCKOW OpraHM3aunum WanM opraHusauuns, nosydmsLlas
pa3pelleHne yrnosHOMOYEHHOro eaepasibHOro opraHa WCMOJHUTENbHOW BNACTW
Ha OpraHM3auUulo NPOBEeAEHUS KIMHUYECKOro WCC/iefoBaHUA JIeKAapCTBEHHOr o
npenapaTta Anas MeAMUMHCKOro NPpUMEHEHMS.

7. B Cpok, He npeBblwaWmnn Natn paboymx OHEN CO OHSA 3aBepLUEeHUS,
NMPMOCTaHOB/IEHUSA nnan npekpaweHns KJIMHWNYECKOro nccnenosaHus
NIeKapCTBEHHOr 0 nNpenapaTta A/ MegUUNHCKOro npuMeHeHuns, coobuieHmne o6 stom
HanpasageTCca opraHusaunsaMm, ykKasaHHbIMM B 4acTu 3 cTaTbu 38 HacTodAuwero
denepasibHOro 3aKoHa, B YNOJIHOMOYEHHbIN hefepanbHbIN OpraH NCNOJIHUTEIbHON
BJIACTWN NO YCTAHOBJZIEHHON UM (hopMe.

8. ®opmMa coobLleHNs O 3aBEpLUEHUN, MPUOCTAHOBJIEHUN WU MNPEKpaLLEHUN
KJIMHMYECKOro uncciefoBaHUA JlIeKapCTBEHHOro npenapaTta Ass MeauLUHCKOro
NPUMEHEHUS O0J/IXKHA CoaepXaTb:

1) wHdbopMauMo 0 MEeOULUHCKOW OpraHusauum uanm  MeauuUHCKUX
opraHm3aumnsx, NPoBOAUBLUMX AAaHHOE UCCNenoBaHue;

2) onucaHme O4aHHOro NccnenoBaHuns;

3) mOaHHble wuccneposaTensa (pammnug, WMMSA, OTYECTBO, MecTo paboThl,
3aHMMaeMass [LOJ/DKHOCTb, CheunanbHOCTb, CTax paboTbl No nporpamMmam
KJIMHUYECKNX UCCedoBaHUN NeKapCTBEHHbLIX NpenapaToB, NepevyeHb KINHNYECKNX
NCCNefoBaHUN NIEeKAapPCTBEHHbIX MNpenapaTtoB, B KOTOPbIX OH MPUHMMAN y4acTtue
(Nnepuofbl y4acTus) B Ka4ecTBe uccaenoBaTens uam conccraenoBsaTens);

(B pen. ®epepanbHoro 3akoHa ot 11.10.2010 N 271-P3)

4) pe3ynbTaT OaHHOMO UCCNefoBaHUA (3aBeplUueHue, NPUOCTaHOBIEHME WU
rnpekpaweHne JaHHOro MCCNefoBaHMA C YKasaHMeM UX MPUYUH U BJUSHUA Ha
OUEHKY €ero pe3ysbTaToB, O0OUlYyI0 OLEHKY pUCKa W OXWAAEeMOW Mosb3bl OT
MPUMeHeHns nccnenyemoro JIeKapCTBEHHOr o rnpenapaTa, a TakxXe
npeanonaraeMble fasbHenwmne 0encTeuns).

8.1. lpwu BbIgABNEHNN denepasibHbiIM OpraHoM WCNOJIHUTENIbHON BJlacTw,
OCYLLEeCTBASALWMM PYHKLNN MO KOHTPOJIIO U HaA30py B chepe 34paBOOXpPaHEHUS,
HapyLlWeHNN nMnpaBua HaANeXalen KIAMHUYECKON MPaKTUKKU nNpu npoBeaeHun
KJIMHUYECKOro NcciefoBaHNs JilekapCTBEHHOr0 npenapaTa, BAMAIWNX Ha NOJIHOTY
n (Mnn) [OCTOBEPHOCTb [OaHHOIM0 KJIMHUYECKOro WCCNefoBaHUs, YKa3aHHbIN
denepasnbHbii OpraH WUCMNOJHUTENIbHOW BAACTU MNPUOCTaHaB/MBAET MNpPoOBeAEHME
O0aHHOro KJINMHUYECKOro UCCnefoBaHUs U BbIHOCUT MeOUUMHCKOW opraHm3auuu, B
KOTOPOM MpPOBOOAUNTCHA [AaHHOE KJIMHMYEeCKOoe WuccnegoBaHue, npeanucaHne ob



YCTPAHEHUN  BbISBJIEHHbIX HapyweHuin. [pun HeyCcTpaHEeHUU Me[ULNHCKON
OpraHm3aumnen BbISABJIEHHbIX HapyLWeHU B YCTAHOBJIEHHbLIA B NMpennncaHum Cpok
yKa3aHHbIN henepanbHbil OpraH UCNOJHUTENbHOW BAACTU MPUHUMAET pPeLUEeHME 0
npekpaweHnn npoBeAeHUs KJUHUYECKOro WUCCNefoBaHUs  JIeKapCTBEHHOMO
npenapaTta W HanpaBaseT B dedepanbHbIn OpraH WCMOJHUTENbLHON BJAcTW,
ocywecTsnawowmn GyHKUMmM no BbipaboTke n peanmsaumm rocygapcTBeHHON
MOMTUKN N HOPMATUBHO-MPABOBOMY pPerysiMpoBaHU0 B chepe 34paBOOXPaHEHMS,
3aKJ/It04EeHNE O BbISBJIEHUN NPU NPoBEeAEHUN AAHHOIMO KJIMHUYECKOro NCccienoBaHuns
HapyLeHNN NpaBua HagneXXalwen KIMHNYECKON NPaKTUKN ANS NPUHATUA peLleHns
06 OTMeHe pa3peleHns Ha OopraHmM3auutd MpPoBeAEeHUA AAHHOIMO KJIMHUYECKOro
nccnenoBaHUsa C AaTbl MPUHATUA peweHns O MNPUOCTaHOBJIEHUN MPOBeAeHUs
KJIMHUYECKOro UCccreaoBaHNs IeKapCTBEHHOIO NpenaparTa.

(4yacTb 8.1 B pen. ®epepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YNonHOMOYeHHbIN (enepanbHbIN  OpraH WUCMNOJIHUTESIbHON  BacTu
onybMKOBbIBAET U pa3MeLLaeT Ha CBOeM oduuymanbHOM canTte B ceTn "NIHTepHeT"
coobuieHne O 3aBepLUeHUN, MPUOCTAHOBAEHUN WA MNPEKPaLEeHUN KJINHUYECKOro
nccnefoBaHUA JIEKapCTBEHHOro npenapaTta A9 MegUUUHCKOro npuMeHeHus B
CPOK, He npesblWwaWwWmn natnm paboynx [OHeW CO [OHA ero rnojayyeHus, B
yCTaHOBJIEHHOM UM MopsAgkKe.

10. YnonHOMOYeHHbIN denepasbHblA  OpraH WUCMOJIHUTENIbHOW  BJlaCcTu
ocyllecTBsfieT  BefeHue  peecTpa nccneposaTenen, MPOBOOALLNX WU
MPOBOAUBLUNX KJIMHUYECKNE WNCCNefOoBaHNA JieKapCTBEHHbLIX TrMpernapaToB a4
MeAUNLUWNHCKOro rnpuMeHeHus, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM MpaBuiamMm m
pa3sMellaeT ero Ha CcBoeM oduuuanbHOM canTte B ceTun "WNHTepHeT" B
YyCTaQHOBJIEHHOM UM nopsaake. YKa3aHHbIN peecTp CoOAepXUT WHhopMauuio,
npeayCcMOTPEHHYI0 MYHKTOM 3 4acTu 8 HacToALWen CTaTbu.

11. OTyeT 0 pe3sysbTaTax KJIMHUYECKOro wuccaenoBaHUsA JieKapCTBEHHOro
npenapaTta Ans MeOguuUMHCKOro MNpUMEHEHUs COCTaBASAETCSs oOpraHusaumen,
yKaszaHHOW B 4Yactu 3 cTaTbM 38 Hactosdwero depepasbHOro 3akoHa, Ha
OCHOBaHUM  3aKJIIOY4EHUA  MeOMUMHCKUX  OpraHu3auun, npoBOAMBLUUX  3TO
nccnegoBaHne, U nNpeacTaBnfAeTCca B YMNOJIHOMOYEHHbIM (efepasnbHbli  OpraH
WCMNOJSIHUTENBbHOW BJIACTW, BbIAABWMN pa3pelleHne Ha npoBejeHne >3Toro
nccnenoBaHus, B CPOK, HE MpeBbILLAOWMA Tpex MecsueB CO AHA ero 3aBeplueHus,
NMPMOCTaHOB/IEHUSA nnn npekpaLleHus, B nopagke, YyCTaHOBJ/IEHHOM
YMNOJIHOMOY€EHHbIM (befepasibHbIM OpraHoM UCMOJIHUTENIbHON BNaCTW.

12. HapyweHne npasun Hagnexatllen KINHNYEeCKon MPaKTUKWK,
danbcumnkaumsa pesysibTaToB KJINHMYECKOro WNCCNefoBaHUsA JIeKapCTBEHHOro
npenapaTta 4Jas MeOULMHCKOro npuMeHeHns BAEeKYyT 3a Cobon OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOA4ATEeNbCTBOM Poccunmnckon depepaunu.

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

13. Tlpn npoBefeHUN KJIIMHUYECKOrOo WUCCNefOoBaHUSA  JIeKapCTBEHHOro
npenapaTta ANn8 MeAWUUHCKOro MNpUMEeHeHWs [onyckaeTcs 3abop y nauuneHToB
brnonornyeckux mmaTepuasoB (obpasubl OMONOrMYECKUX >KXUAKOCTEN, TKaHewn,
CEeKpeToB W MNPOAYKTOB >KU3HeLeATesIbHOCTU 4YesnoBeka, (PU3NoNorndyeckux u
MaToONOrMYeCKNX BblAENIEHU, Ma3KoB, COCKODOOB, CMbIBOB, MWKPOOPraHMW3MOB,
BnoncumHbIn MaTepuan) onsa ux mlydeHus B Poccuinckon depepaummn n (nnm) 3a
npenenamun Poccunckonm depepaumu.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

14. TMopsanok BBo3a B Poccuinckyo dDepepayunto M BbiBO3a 3a npenens
Poccuimnckon depepaunn  BMonorv4eckMx MaTepuasioB, MNOJIYYEHHbLIX MNpwu
NnPoOBeLEHNN KIIMHNYECKOro WCCNefoBaHUA JieKapCTBEHHOro npenapaTta  Aans



MeOUUNHCKOro MNpUMEHeHUs, YycTaHaBauBaeTcsa [lpaBuTenbCTBOM Poccunckon
depepaunn.
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Crtatba 41. [loroBop O nNpoOBeAeHUM KJIMHUYECKOro uccsenoBaHuUA
JIeKapCTBEHHOro npenaparta AN MEeAULUHCKOro NpuMeHeHun

1. KnnHunyeckoe nccnegoBaHue JleKapCTBEHHOro npenapaTta ans
MeOUUNHCKOro TrpuMeHeHus npoBOANTCA B COOTBETCTBMM C LOOMroOBOPOM O
rnpoBefeHNN KJIMHNYECKOro WcCcNefoBaHUA JieKapCTBEHHOro rnpenapaTta A1
MEeOVLUWNHCKOro MpUMEHEeHUA, 3aKJIlo4aeMbiM MeXXOy OpraHu3aunen, noaydumsLIEen
pa3pelleHne yrnosIHOMOYEeHHOro dgenepasibHOro opraHa WUCNOJIHUTENIbHON BJlaCcTU
Ha OpraHusauui npoBefeHUs TakKoro uccnegoBaHusd, W MeOUUMHCKOW
opraHm3saumnen, ocyLecTBASOLWEN NPpoBeAEHME TaKOro NCcnenoBaHuns.

2. [Jorosop 0 npoBefeHUU KIMHNYECKOro uccnenoBaHUa JieKapCTBEHHOro
npenapata Ana MegunumHCKoOro rnpnMeHeHna AoJ1XKEH CoAepPXaThb:

1) ycnoBusa 1 Cpoku npoBeaeHns 4aHHOr0 UCCIef0BaHNS;

2) onpepeneHne obwen CTOMMOCTU MNPOrpamMMbl OAHHOMO MCCeLOoBaHUSA C
yKasaHueM CyMMbl, nMpefHa3sHavalwencs nnsa BbiMJaT  MCC/efoBaTeNaMm,
conccnepoBaTensm;

3) onpepeneHne hopMbl NMpeacTaB/ieHNS pe3yNbTaToOB AaHHOM0 NCCIef0BaHNS
B YMOJIHOMOYEHHbIN hefepasibHbl OpraH UCMOJHUTENbHOW B1aCTU.

Ctatba 42. duHaHcoBoe oOecnevyeHue KJZIMHUYECKOro UcCcsiedoOBaHUA
JieKapCTBEHHOro npenaparta Aoss MeAULUHCKOro npuMeHeHus

dunHaHcoBoe obecrnevyeHne KIANHUYECKOro WnuccrienoBaHns neKapCcTtBeHHOro
npenapata onda MeguunHCKOro npnMmeHeHmsa oCcyLLeCTBNAETCA 3a CHET:

1) cpencTs pepepanbHoro 6o axxeTa;

2) CpeacTB oOpraHusauuin, nOJIYYMBLUMX paspelleHne Ha OopraHu3auumio
npoBeeHns JaHHOro UCCeoBaHNs, B COOTBETCTBMU C YC/IOBUSIMU [,OrOBOpPa O €ro
npoBeaeHnu;

3) WHbIX He 3amnpeLleHHbIX 3aKoHoA4aTenbCTBOM Poccuiickon depepauunmn
NCTOYHUKOB.

CraTtba 43. MpaBa naumMeHToB, Y4YacCcTBywuwux B KJIMHUYECKOM
uccinenoBaHum NeKapCcTtBeHHOoro npenapaTta ana MeaUuLMHCKOro
npuMeHeHuA

1. Y4yacTme naumeHTOB B KJIMHWYECKOM WUCCNenoBaHUM NeKapCTBEHHOro
npenapata ond MeguunHCKOro npnMmeHeHma aBnaeTcd ,D,O6pOBOJ'IbeIM.

2. MauneHT M ero 3aKOoHHbIN NpeacTaBUTeNb AOJKEH OblTb MHHOPMUPOBaH
B MMCbMEHHOWN hopMe:

1) o nekapCcTBeHHOM npenapaTe i MeaAnUNHCKOro NpUMEeHEeHUa U CYLLHOCTH
KIMNHNYECKOIro nccsiegoBaHmMa 3Toro 1eKapCTtBeHHOrr o rnpenapaTa,

2) o 06e3onacHOCTM JNleKapCTBEHHOro npenapaTta Ana MeauLUHCKOro
NPUMEHEHUS, ero OXXnaaeMon 3pPEKTUBHOCTN N CTEMNEHN PUCKA ANA NALNEHTA;



3) 06 ycnoBusSX y4acTusi nNauueHTa B  KJMHUYECKOM UCCNenoBaHUu
NleKapCTBEHHOro npenapaTta Aas MeauUNHCKOro NpUMeHeHns;

4) o uenn N uenax u npoOoJIXUTENIbHOCTU KJZIMHUYECKOro nccsieanoBaHmA
NneKapCTBeHHOro npenapata aada MmegunumnHCKoOro rnpnMeHeHus,

5) o pencTBuAX nNaynmeHTa B Cly4ae HenpeasuaeHHbIX 3PEHeKToB BANAHUSA
JIeKapCTBEHHOro rnpenapaTta gas MeguuMHCKOro MpUMeHeHUs Ha COCTOsIHWEe ero
300pPOBbLS;

6) 06 yCoBUAX obsa3aTenbHoro CTpaxoBaHUA XN3HW, 300POBbA NMaLlMEHTa;

7) O rapaHTUAX KOHMUAEHUWMANIbHOCTU Yy4YacTus MauueHTa B KIAMHUYECKOM
nccnenoBaHMN NeKapCTBEHHOro npenapaTa Ans MeauUMHCKOro NpUMeHeHus.

3. ﬂ,OGpOBOJ’IbHOG cornacme nadmeHTa Ha YyYactme B KIUHNYECKOM
nccnegoBaHMnM NieKapCTtBeHHOro rpenapata aAnd MeanumnHCKOro npmMeHeHumA
noaTBep>XAaeTcda ero nogrnnmcbio Nan Noarnncblo ero 3aKOHHOIro nNpeacTaBuUTENA Ha
MHQOPMALMNOHHOM NNCTKE NauneHTa.

4. NMayneHT Uanm ero 3akKOHHbIN npenoCtaBuUTE/lb MMEET lMpPaBO OTKa3aTbCA OT
y4actma B KIIMHNWYECKOM UcCCiegoBaHMM  NeKapCTBeHHOro npenapata o014
MeadnUMNHCKOro rnpuymMmeHeHna Ha nobon ctaaun npoeengeHMda Takoro nccianegoBaHus.

5. MNpoBefeHne KNMHNYEeCKOro nccaefoBaHnsa NeKapCTBEHHOro npenapaTta 4ns
MeOULMNHCKOro rMpuUMeHeHUss C Yy4yacTueM B Ka4yecTBe MMauuveHTOB [AeTen
[onyckaeTca TOJIbKO C corsiacma B MNUCbMEHHOW QopMe Wux poauTenen,
yCblHOBUTENen. [eTun MOoryT paccMaTpuBaTbCAa B KavecTBe MOTEHLUMaNbHbIX
nauMeHTOB TakKoro nccaenoBaHusa, TOJIbKO eC/in ero nposejeHne Heobxoammo Ans
YKpenseHns 300p0oBbA AeTel A NpopunakTuKmu MHPEKUNOHHbIX 3aboneBaHnn B
0eTCKoM Bo3pacTe nmbo ecnum uenblo Takoro UCCiefoBaHUA SABAAETCA noJiydeHue
JaHHbIX O Hauy4llen A03MPOBKe JSIeKapCTBEHHOro npenapaTta 415 Jie4eHUs aeTen.
B 3Tux ciydasax TakoMy WCCNe[0BaHUIO LOJ/DKHO MNpeawecTBoBaTb KJIMHUYECKoe
nccnenoBaHne NeKapCTBEHHOro npenapaTta 408 MeULMHCKOro NPUMEHeHUs Ha
COBEPLIEHHOJIETHMUX rpakAaHax, 3a WCKJI0YEHMEeM CJly4aeB, eCciu uccriepyembli
JNleKapCTBEeHHbIM npenapaTt As9 MeOUUVHCKOro npuMeHeHus npeaHasHadeH
NCKJTIYUTENBbHO 19 NCNOJIb30BaHNA HECOBEPLUEHHOIETHUMN FpakaaHaMu.

(B pen. PepepanbHOro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpelwaeTcs npoBegeHne KJINHUYECKOro MUCCNeloBaHUA JIeKapCTBEHHOrO
npenapaTta Anas MeauuMHCKOro NpUMEHEHUs C y4acTueM B Ka4ecTBe NaLVeHTOB:

1) peTen-cnpoT N geTen, octaBwnxcsa 6e3 nonevyeHnsa pogutenen;

2) >XeHWWH B nepuon 6epeMeHHOCTU, >XEHLWWH B Mepuoa rpyaHOro
BCKApPMJINBaHUSA, 3a WCKJOYEHMEM CJlydYaeB, ec/in MPOBOAUTCSH KJIMHUYECKoe
nccnenoBaHMe NeKapCTBEHHOro npernapaTa, NpeaHa3Ha4YeHHOro As YKa3aHHbIX
YKEHLLUWH, Mpn yCoBUN HEOBXOAUMOCTW MOJSyYeHUA MHOPMaLUK TOJNIbKO BO BpeMs
NnpoBeAeHNs COOTBETCTBYIOLWMNX KINHUYECKUX WCCAEOO0BaHUA N MPUHATUS BCEX
HeobxoOMMbIX Mep MO MCKJIIOYEHUIO PUCKa HaHECEeHMS Bpena »XEeHLUVHEe B rnepuos
6epemMeHHOCTN, >XEHWWUHe B MNepuoa rpyAoHOro BCKapM/MBaHWUS, Nao4y WAw
pebeHky;

3) BOEHHOC/Y)XaLWNX, 3@ MCKIIOYEHNEM CJly4aeB MNPOBEAEHUS KJMHUYECKOro
nccnefoBaHMs JIeKapCTBEHHOro npenapaTa, crneuuasbHo pa3paboTaHHOro ans
NPMMEHEHUS B YCJIOBUAX BOEHHbIX [OENCTBUN, Ype3BblHalHbIX CUTyaLUR,
NPOUNAKTUKN N NevyeHns 3aboneBaHUin 1 NOPaXKeHU, NMoJIyYEeHHbIX B pe3ysibTaTe
BO3AENCTBUA HebnaronpusaTHbIX XMMUYECKUX, OMoNornyecknx, pannaLlMoHHbIX



hakTopoB. KnuHMYecKoe WuccregoBaHMe TaKoro JIeKapCTBEHHOro rnpenapaTa
MOXXET MPOBOAMTLCS C y4YaCcTUEM B KavecCTBe MaLUMEeHTOB BOEHHOC/YXXALUUX, 3a
NCKJIIOYEHMEM BOEHHOC/YXKALLMX, MNPOXOASLLINX BOEHHYI CayXby no npusbiBy, C
cobnogeHnem TpeboBaHWN, YCTAHOBNAEHHbIX HacTosAWwMM denepasibHbiM 3aKOHOM B
OTHOLUEHUWN FPaKaaHCKUX JINLL;

4) COTPYAHNKOB NPABOOXPAHUTENbHbIX OPraHoOB;

5) nuu, oTObIBaOLWMX HakKa3aHne B MecTax JInWeHnsa cBobodbl, a Takxe nu,
HaxXOOALNXCS Mo CTPAXKEN B CNeACTBEHHbIX N30JIATOPaX.

7. JonyckaeTcs npoBefdeHne KJIMHUYECKOro UCCNeOOoBaHUsS JIEKapCTBEHHOMO
npenapaTta Anas MeOULUUHCKOro MNPUMEHEHWUs, MpefHa3HAYEeHHOro ONS NeYeHus
ncuxmyeckmux 3abonieBaHU, C  y4YaCTUEM B KayecTBe MALUMEHTOB S C
NCUXmM4eckMmm 3aboneBaHUsAMKU, TMPU3HAHHbLIX HeaeecnocobHbIMM B MOPSAKeE,
YCTQHOBJIEHHOM 3aKOHOOATENbCTBOM Poccuiickon depepaumn. KrnnHuyeckoe
nccnenoBaHMe NEeKapCTBEHHOro mnpenapaTta B 3TOM CJlydyae MpoOBOAUTCA TMpw
HaJIMYMN COrslacusi B MUCbMEHHOM (hOopMe 3aKOHHbIX NpencTaBUTeNen yKa3aHHbIX
g,

CtaTtba 44. ObGs3aTesnibHOEe CTpaxoBaHME >XU3HMU, 300POBbA NALUEHTA,
y4acTBYIOLLEro B KJIMHUYECKOM UCC/Ie,0BaHUM NieKapCTBEHHOro npenapara
ANA MeAULUUHCKOro NnpuMeHeHus

(B pen. ®epepanbHOro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHuzauusa, nonyymBLIAA paspelleHne Ha OopraHmsauunio nposeneHunsd
KINHUNYECKOIro wuccnenoBaHma nekKapCTBEHHOro npernapata Ald4 MeguunHCKOro
npuMeHeHn4, obs3aHa B KayecTBe CTpaxoBaTeJid CTpaxoBaTb PUCK MPUYNHEHWNA
BpeOa XWN3HW, 300POBbLIO MaLlMEHTa B pe3ysibTaTe npoBeaeHnda KINHNYECKOro
nccnegoBaHMa nekapCTtBeHHOro npenapata And MeanumHCKOro rnpuMeHeHusa 3a
CBOM cYyeT nyTeM 3aKJlo4eHnda Aorosopa obsA3aTenbHOro CTpaxoBaHUA.

2. ObbekTOoM o0b653aTenbHOro CTpaxoBaHUA ABNIAETCA I/IMyLLI,eCTBeHHbIIZ
nHTepecC naumneHTa, CBSAI3aHHbIN C npninHeHmem Bpenga ero X1m3Hm mniam 3gopoBbiO B
pe3synbTaTte npoeeaneHmMA KIMHN4YeCKOoro nccnepngoBaHus NneKapCcTBeHHOrro
npenapata Anda MegnumnHCKoro rnpnMmeHeHus.

3. CTpaxoBbIM CJly4aeM Mo A0roBopy 06A3aTesIbHOr0 CTPaxoBaHUSA SBNSETCS
CMepTb NauueHTa Uan yxyflleHne ero 340p0Bbs, B TOM YUC/ie B/eKyllee 3a cobol
YCTAaHOBJIEHNE WHBANUAHOCTW, MNPU HaJAUYUN TMPUYNHHO-CNENCTBEHHON CBA3N
MeXAay HacTynJeHnem 3Toro cobbiTUsS U y4yacTMEM MauMeHTa B KJNHUYECKOM
NccnenoBaHnM NeKapCTBEHHOro npenapaTa.

4. TpeboBaHMs O BO3MELLEHMN Bpefa, NPUYMHEHHOIO »XWU3HW WX 340POBbIO
nauneHTa, NPeabsBASIOTCA B Te4EHNE CPOKOB MCKOBOW AABHOCTU, YCTAHOBJIEHHbIX
rpa>x4aHCKMM 3aKOHO4ATeIbCTBOM.

5. Pa3mep cTpaxoBoW BbiNJaTbl MO Aorosopy o6s3aTesibHOro CTpaxoBaHUS
coCTaBnsaeT:

1) B cnyyae cMepTu naumeHTa ABa MUIIMOHA pybelr Ha KaXkKaoro nauuneHTa,
Y4YaCTBOBABLUEro B KJIMHUYECKOM UCCNe0BaHUN IeKapCTBEHHOMO NpenapaTa;

2) Npu yXyaLweHnn 300p0BbsA NaLneHTa:

a) nosnekwem 3a cobon ycTaHOBJAEHME WHBaNUMAHOCTWM | rpynnbl, OAWH
MWJIJIMOH MATLCOT ThiCAY pybnenm Ha Kakaoro nauueHTa, y4YacTBOBaBLUEro B
KJIMHNYECKOM NCCIeA0BaHUN IeEKapCTBEHHOro npenapaTa;



6) noBnekwem 3a cobol ycTaHOBAEeHWE WHBaNuAHocTu Il rpynnbl, OAWH
MUNNOH pybnen Ha Ka)kAoro nauueHTa, YYacTBOBABLUEro B  KJIMHUYECKOM
nccnenoBaHMN NIeKAapCTBEHHOr o NpenapaTa;

B) MoBJieKWEeM 3a cobol ycTaHoBAeHue WHBanuaHocTu Il rpynnbl, NATbLCOT
ThicA4 pybnein Ha KaxOoro nauMeHTa, YYaCcTBOBABLUEro B  KJIMHUYECKOM
NccnenoBaHnM NIeKapCTBEHHOro npenapaTa;

r) He noBnekwem 3a cobonm yCTaHOBNEHUA WHBAJMAHOCTW, He Bosee 4yem
TPpUCTa ThICAY pybnem Ha Ka)kaoro naumeHTa, YY4acTBOBABLUEro B KJMHUYECKOM
nccnenoBaHUM NeKapCTBEHHOro npenaparTa, NCXoas U3 HOPMaTUBOB, OTPaXKakoLLKX
XapaKTep U CTerneHb NOBPeXXAeHUs 300p0BbSA, @ TakKXe PaKTUYeCKU MOHEeCEHHbIX
MaumMeHTOM pacxodoB, BbI3BaHHbLIX MOBPEXAEHUEM 300pPOBbS, Ha MEAULMHCKYIO
rnoMoLLb, NpuobpeTeHne ieKapCTBEHHbIX NpenapaToB..

(nn. "r" B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

6. YTpaTtun cuny ¢ 1 nonga 2015 roga. - PegepanbHbll 3aKoH oT 22.12.2014 N
429-03.

7. Cpok poroBopa obs3aTesibHOro CTpaxoBaHUA He MoXXeT ObiTb MeHee, 4eM
CPOK NpoBeneHNs KJIMHNYECKOr0 UCCneaoBaHUAa eKapCTBEHHOrO NpenapaTa.

8. Ycnosusa porosopa obs3aTenbHOro CTpaxoBaHWs, B TOM 4YUC/e CTPaxoBble
Tapudbl No obsi3aTeNIbHOMY CTPaxOBaHUIO, NMepeyYyeHb HeobXOAUMbIX AOKYMEHTOB
019 OCYLLeCTB/IEHMUA CTPax0BOW BbiNAaTbl, NOPSAAOK YCTAHOBJIEHNA CTpaxoBaTesNieEM
WHAVMBNAOYANbHOIO NOEHTUPUNKALNOHHOIO KoAa naymneHTa, NoOpsAoK
WH(OPMUPOBAHNSA CTpaxoBaTesieM CTPAaXOoBLUMKa O MPUBJIEYHEHHbIX K KIIMHUYECKOMY
NCCNefoBaHUID JIEKAPCTBEHHOrO npenapaTta AN8 MeAUMUMHCKOro MNpUMEeHeHus
naumeHTax, nopadoK ynaaTbl CTPaxoBOM MpemMuu, MNOPSAOK peanusauunmn
onpefeneHHbIX HacToAawumM depepasibHbiM 3aKOHOM W ApyruMn denepaibHbIMU
3aKOHamMm npaB u o06sA3aHHOCTEM CTOPOH MO [OoroBopy o0b6s3aTeNbHOro
CTpaxoBaHMA, a TakKXe HOpMaTuBbl, OTpaxXkalwwme XapakTep W CTeneHb
MoBpeXXAeHNsa 300POBbSA, YCTaHaBAMBAKOTCA TUMOBbLIMK NpaBuaamMmmn obs3aTenbHOro
CTpaxoBaHMA.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

9. B c/lyyae nNpuYMHEHUs Bpeda >XWU3HW MauueHTa, Y4YacTBOBABLUEro B
KJIMHNYECKOM nccnenoBaHMm JIeKapCTBEHHOr 0 npenapaTa,
BblrogonpuobpetatenaMm No O0OroBopy 0653aTeNbHOr0 CTPAXOBaHUA SBASAIOTCS
rpakgaHe, UMeoLLIME NPaBO Ha BO3MeLLEeHe Bpeda B C/lyYae CMepTM KOpMUJbLa B
COOTBETCTBUM C TpPaKgaHCKUM 3aKOHOAATENbCTBOM, MPU OTCYTCTBUM TaKUX
rpaxgaH - poauTenn, cynpyr, AeTW yMepllero naumeHTa, y4YacTBOBaBLUEro B
KJIMHNYECKOM WCC/Ief0BaHUN JleKapCTBEHHOro MpenapaTta, B CJlyYae CMepTwu
nauMeHTa, Yy4YacCTBOBaBLUEro B KJ/IMHMYECKOM WCCNEeNOBaHUN JleKapCTBEHHOro
npenapata W He WMEBLWEro CaMOCTOSTENIbHOro f[oxohda, - Trpa)khaHe, Ha
WXKOANBEHUN KOTOPbIX OH HAXOAW/CS, B OTHOLUEHUM BO3MELLEHUS PACXOdoB Ha
norpebeHne naumeHTa, Yy4YacTBOBaBLUEro B  KJIMHUYECKOM UCCedoBaHUK
NIeKapCTBEHHOro npenapaTa, - L0, NoOHecLlee Takne pacxoabi.

10. CtpaxoBas BbiNJslaTa B CHET BO3MeLLeHUdA Bpeda, NMPUYUHEHHOIrO >XXU3HU
naunmeHTa, Yy4dacTBOBaBLIEro B KJIMHUNYECKOM UcCCcnegoBaHMM nekKapCTBeHHOIo
npenapatTa, pacrnpenendeTcda Mexany BbIFO,EI,OI'IpI/IO6peTaTeJ'IF|MI/I nponopunoHaibHO
nX KoOJIn4ecCcTBY B PaBHbIX O0JIAX.

11. Mpwu HacTynaeHMn CTPaxoBOro cJjyyas nauueHT, y4YacTBOBaBWWA B
KJIMHUYECKOM MNCCefoBaHUM NIeKapCTBEHHOro npenapaTa, BoirogonpunobpeTtaTtens
BrpaBe NpeabsiBUTb HENOCPEOCTBEHHO CTPaxoBLMKY TpeboBaHMe O BO3MeELLEHUN
npuyYnHeHHoro Bpepa. CTpaxoBas BbIiMJaTa OCYLWECTB/AETCA CTPaxoBLUMKOM B



TeyeHne TpuauaTWU OHEN CO AHA MNpPeacTaB/iIeHUs HeobXOoAUMbIX [OOKYMEHTOB.
MauMeHT, Y4YaCTBOBAaBLUUA B KJAMHMYECKOM WCCAedOoBaHUM NI€KAPCTBEHHOrr o
npenapaTta, wan BbirogonpuobpeTatesb 0653aH COOOWMTbL CTPAXOBLUWKY [N
OCYLLIECTBJIEHNS CTPAXOBOW BbINIaTbl UHANBUAYAJIbHBIN NOEHTUMUKALNOHHBIA KO,
nauMeHTa, YCTAHOBJIEHHbIA CTpaxoBaTeneM B COOTBETCTBUM C  TUMOBbIMU
npaBuiamm ob6a3aTeNIbHOro CTPaxoBaHMUA.

12. [Jo nosHoro onpepeneHus pasmepa noAjexallero BO3MeleHuo Bpena
CTPaxoBWMK MO 3aABJIEHNO MauUMeHTa, Y4YacTBOBABLUEro B  KJNHUYECKOM
nccneoBaHnm NeKapCTBEHHOr 0 npenaparTa, nnm 3a51B/IEHUIO
BbirogonpuobpeTaTens BMApaBe OCYyWeCTBUTb YacTb CTPaxoBOW BbIMJaThl,
COOTBETCTBYIOLLYIO (DAaKTUYECKM ONMpeaesieHHON YacTu NMPUYMHEHHOr 0 Bpeaa.

13. CrtpaxoBas BbiJlaTa B COOTBETCTBUMM C [J0OroBopoM oba3aTenbHOro
CTpPaxoBaHMWA OCYLLEeCTBAAETCA He3aBUCMMO OT BbINAAT, MPUYMTAOWKNXCA MO
APYrvm Buaam CTpaxoBaHUS.

14. He ponyckaeTca y4acTme nauveHTa B TMMPOBEAEHUUN KIIMHNYECKOro
nccnenoBaHUsA  NIeKapCTBEHHOro  npernapaTta  nNpuM OTCYTCTBMM  [Orosopa
ob6s3aTesNIbHOro CTpaxoBaHUS.

15. KOHTpO/b 3a MUCMOJZIHEHMEM OpraHu3auuen, NoayvymBLIEnN pa3pelieHne Ha
opraHum3aumio rnpoBefeHns  KJIIMHNYECKOro  UCC/edOBaHUSA  JIeKapCTBEHHOro
npenapaTta 4s9 MegULUNHCKOro NPUMEHEHUS, YCTAaHOBJIEHHON HACTOSALWEN CTaTben
o6s3aHHOCTM No o0653aTeNbHOMY CTPaAxOBaHUIO >XW3HW, 340POBbSA MaALUEHTa,
y4YacTByoLWwero (y4acTBoBaBLIEro) B KJIMHUYECKOM NCCe0BaHNN JIEKAPCTBEHHOIO
npernapaTta, OCYLeCTBAAETCA  YMNOJIHOMOYEeHHbIM  enepasbHbIM  OpraHoMm
NCMNOJIHWTENIbHOW BJIACTW, BbIAaBLWMM paspelleHne Ha npoBefeHue KJIUHUYECKUX
nccnenoBaHMM NeKapCTBEHHbIX NMpernapaToB A1 MeOULMHCKOIr O MPUMEHEHNS.

Mnasa 8. MIPON3BOACTBO U MAPKNUPOBKA JIEKAPCTBEHHbIX CPEACTB
Ctatba 45. NNpou3BOACTBO NIeKapCTBEHHbIX CPeacTB

1. Tlpon3BOACTBO JIeKAapCTBEHHbIX CPeACTB [OO0JIKHO COOTBETCTBOBATb
TpeboBaHMAM NpaBua Haanexallen Npon3BoACTBEHHON NPAKTUKKN, YTBEPXKAEHHbIM
YMNOJIHOMOYEHHbIM hefepasibHbiM OPraHOM UCMOSIHUTENbHOM BAacTu. OcobeHHOCTHU
nepexona NpPoOn3BOACTBA OTAEJIbHbIX JIEKAPCTBEHHbIX CPeACTB K UX MPOU3BOACTBY
B cooTBeTCTBUM C TpeboBaHMsaAMM nMpaBu Hagnexawen npousBoACTBEHHON
NMPakTUKN ycTaHaBnmeatTca lMpaButensctBoM Poccunckon ®depepaumnn. Bbigada
3aKJIlo4eHUn O  COOTBETCTBUMW  MNPOU3BOAUTENS  JIEKApCTBEHHbIX  CPeacTB
TpeboBaHNAM npasun Hagnexalyen NPoOn3BOACTBEHHOMN MPaKTUKK
ocyLlecTBnseTcs no pesysibTaTam WHCMEeKTNPOBaHMUA npounssoaunTenen
JNleKapCTBEHHbIX CPeACTB B NopsaaKe, yCTaHOBNEHHOM [MpaBnTesibCTBOM Poccuinckom
®epepaunn. Pa3mep nnaTbl 3@  BblAAYy  3aKJ/OY4EeHUSs O COOTBETCTBUM
MPoOn3BOONTENSA JIEKAPCTBEHHbIX CpeacTB TpeboBaHUsAM MpaBua Hagnexallen
NPoOu3BOACTBEHHON T[PaKTUKM YyCTaHaBsimBaeTca [lpaBuTenbCcTBOM Poccumnckom
®epepauun. Tlopsafok  opraHvs3aumm U NpoBefAeHUss  MHCMEeKTUPOBAHUA
npon3BoanNTesien NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM MpaBu
Hagnexalwen npousBOACTBEHHOW MPaKTUKK YycCTaHaBnuBaeTcsa [1paBUTENbCTBOM
Poccuinckonm ®epepauymu.

(B pen. ®epepanbHbiX 3aKOHOB OT 25.06.2012 N 93-03, ot 22.10.2014 N 313-03,
0T 22.12.2014 N 429-®3)

2. Tpon3BOACTBO JleKaApCTBEHHbIX cpencTB B Poccuinickon ®depnepauunn
OCYLLLECTBNISIETCA  MPOU3BOOAMTENAMM  NIEKAPCTBEHHbIX  CPEeACTB, MMeLWnuMmn
NINLEH3MI0  Ha MNpPOM3BOACTBO  JIeKApCTBEHHbIX CpeacTB. [lloaTBepxAeHue



COOTBETCTBUA JINLEH3MATa MpaBulaM Hagnexawen rnpon3BoaCTBEHHON MPAKTUKK
OCYLLEeCTBAAETCAS B paMKax JIMUEH3NOHHOroO KOHTPOAsS B COOTBETCTBUM C
3aKoHogaTenbLCTBOM Poccuinckon depepaumm € y4eToM 0CobeHHOCTEN, YKa3aHHbIX
B 4acTu 1 HacTosAWeEN cTaTbW.

(B pen. ®enepasibHbiX 3aKOHOB OT 22.10.2014 N 313-®3, oT 22.12.2014 N 429-®3)

3. MNpon3BoACTBO JIeKapPCTBEHHbIX CPEeACTB OCYLLeCTBASeTCs C cobnoaeHnem
TpeboBaHMi NPOMBbILLIIEHHOI O pernameHTa, KOTOpPbIV yTBEp)XAaeTcs
PYKOBOAUTENIEM MPOM3BOAUTENS NIEKAPCTBEHHbIX CPEeACTB M BKJOYaeT B cebs
nepevyeHb WCMOJIb3yeMbIX (apMaLEeBTUYECKUX CybCTaHUMA U BCMOMOraTeslbHbIX
BELEeCTB C YKa3aHWeM KOJINYEeCTBa Ka)kAoro M3 HWUX, AaHHble 06 MCnosb3yemMom
obopynoBaHMN, OMNUCAHME TEXHOJIOTMYECKOro MpoLlecca U MeTOA0B KOHTPOJIS Ha
BCEX 3Tamnax NpPou3BOACTBA JIEKAPCTBEHHbIX CPeACTB.

KoHcynbTaHTIIOC: npuMeYaHune.
C 29.12.2020 B 4. 4 cT. 45 BHOoCcATCHA namMeHeHnsa (P3 ot 27.12.2019 N 481-P3).

4, Mpwn npon3BoacTBe NIeKapCTBEHHbIX cpencTB NCNoJb3YyTCH
dapMaueBTu4eckme cybCcTaHuUM, CBeAEHUA O KOTOpPbIX COoAep>XaTcs B
rocyfapCTBEHHOM  peecTpe JIeKAapCTBEHHbIX CpencTB, 3@  UCKJKOYeHUeM
apMaueBTUYeCKnUx CcybCTaHUMI, NPOM3BOAUMMBLIX ONA MPOBEAEHUSA KINHUYECKUX
nccnepnoBaHuUM U ong akcnopTa. K npoueccy npom3BoacTBa papMaueBTUHeCKOW
cybcTtaHumm  oTHocaATca  nwobble  CTagMm  TEXHOJIOrMYeCKoro  mpouecca,
Mo3BOJIAOLLME TMOJIYYUTb [OTOBbLIN MNPOAYKT, COOTBETCTBYyOWMN TpeboBaHUAM
hapMaKonemHonm CcTaTbW, B TOM 4ucne depMeHTauns, 3SKCTPaKuusa, O4YUCTKA,
BblAeNeHne, nepekpucTannmsauns, BoiCyLUMBaHuUe, U3Mesib4eHme.

(B pen. ®epepanbHbiX 3aKOHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-03)

4.1. MNepeyeHb sleKapCTBEHHbIX NpenapaToB AJ19 MeOULMHCKOr0o NpUMeHeHs,
B OTHOLLUEHNM KOTOPbIX YCTaHaBAMBalOTCA TpeboBaHna K 0bbemMy Tapbl, yNakoBKe n
KOMMJIEKTHOCTW, MepeyYeHb JIeKAapCTBEHHbIX MpernapaToB A1 BeTepuMHapPHOro
NMPUMEHEHNS, B OTHOLWIEHMN KOTOPbIX yCTaHaBauBakTcsa TpeboBaHus K obbemy
Tapbl, a Takxe TpeboBaHMs K o06beMy Tapbl, YMNaKOBKE W KOMMJEKTHOCTU
NIeKapCTBEHHbLIX NpenapaTtoB AAs MeguUUHCKOro npuMeHeHus, TpeboBaHus K
obbeMy Tapbl JIeKAapCTBEHHbIX MpenapaTtoB A/ BeTEepUHAPHOro MpPUMEHEHUS
onpenensatTCa COOTBETCTBYHLWMMN YNOJHOMOYEHHbIMU (hefepasibHbIMU OpraHaMum
NCNOJIHNTENBLHOW BAIACTN B NopsaKe, yCTaHOB/IEHHOM lMpaBuUTesibCTBOM POCCUNCKOWN
depnepauunun.
(4acTb 4.1 B pen. ®epepanbHOro 3akoHa ot 14.12.2015 N 374-93)

KoHcynbTaHTIN0C: MpuMeYvaHume.
C 29.12.2020 B 4. 4.2 cT. 45 BHOCATCHA UaMeHeHna (P3 ot 27.12.2019 N 481-P3).

4.2. OpraHmsauuun, ocCyLecTBaAOWMEe MNPOU3BOACTBO (apMaLeBTUYeCKOoN
cybcTaHuMn cnupTa 3TWUAOBOro (3TaHona) 419 NpPoM3BOACTBA CNMPTOCOAEP KALLMX
NIeKapCTBEHHbLIX MpenapaToB, 00543aHbl OCYLWECTBAATb Y4eT U OeKNapupoBaHune B
nopsake, yCTaHOBJIEHHOM cTaTbAMU 8 N 14 denepanbHOro 3akoHa OT 22 HOoAbps
1995 roga N 171-®3 "O rocynapCTBeHHOM peryjampoBaHUM MNpou3BOACTBA U
obopoTa 3TUIOBOro CNUpPTAa, asIkOroJsIbHOM U CcnupToCcodepxallen npoaykumm n ob
orpaHuyeHnun notpebneHns (pacnnuTmsa) ankorosibHON NpPoAyKUnUn".

(4acTb 4.2 BBepeHa PenepasibHbIM 3akKOHOM 0T 03.07.2016 N 261-93)

4.3. WHpmBmayanbHble  npegnpuHUMaTenn M lOpUanYeckme  auua,
oCyLlecTBAsAOWME 3aKynNKy W unUCNofib3oBaHMe ¢apmaueBTnyeckon cybctaHunm
cnupTa 3TuNoBoro (3TaHona), a TakXe Mpou3BOACTBO, M3roToBaeHue u (nnn)



obopoT (3a NCKJII0YEHNEM PO3HNYHOW npoaaxu) crnupTocoaepKalymx
JNleKapCTBEHHbIX npenapaTos, 06a3aHbl OCYLLECTBIATb UX yH4eT U AeKSlapupoBaHune
B NOpsiAKe, yCTAaHOBJIEHHOM cTaTbsaAMK 8 1 14 depepasibHOro 3akoHa oT 22 HosA6ps4
1995 roga N 171-®3 "O rocynoapCTBeHHOM peryjavpoBaHUM MNpou3BoACTBa U
obopoTa 3TUIOBOro CNupTa, aJIkoroJsibHOM 1 cnupTocodepxallen npoaykumm n ob
orpaHmnyeHnmn notpebneHns (pacnnTrsa) ankKorosbHOW NpoayKumn®.

(4yacTb 4.3 BBeaeHa ®egepanbHbiM 3aKOHOM 0T 29.07.2017 N 278-03)

4.4. Tlpyn MNpou3BOACTBE JIEKAPCTBEHHbIX MpernapaTtoB A9 BeTepUHAPHOro
NMPMMeHeHusa [OonyCcKaeTcAa WCNoJib30BaHWe TrMpou3BedeHHbIX AON8 peanusaunmn
dhapMaueBTUYECKMX CYOCTaHUWNA, BKJOYEHHbIX B rOCYy[apCTBEHHbLIN peecTp
JIeKapCTBEHHbIX cpencTs YMOJIHOMOYEHHbIM henepanbHbIM opraHom
NCNOMIHUTENIbHOW BAIACTW, OCYLLECTBASAIOWNM BeAeHNEe roCcyaapCTBEHHOIO peecTpa
JNleKapCTBEHHbIX CPenCcTB A9 MeOULMHCKOrO NPUMEHEHNS.

(4acTb 4.4 BBepeHa PepnepalibHbIM 3aKOHOM 0T 02.08.2019 N 297-03)

5. 3anpewaeTca NpoM3BOACTBO:

1) nekapcTBEHHbIX CPEeACTB, HE BKJILOYEHHbIX B FOCYAapCTBEHHbLIA peecTp
NEKAPCTBEHHbIX  CPeACTB, 3@  WUCK/IOYEHMEM  JIeKapCTBEHHbIX  CPencTB,
NPOM3BOANMbIX AN MPOBEAEHNA KIIMHUYECKNX NCCNeA0BaHNA 1 A1 SKCNOPTa;

2) hanbCNPULNPOBAHHbLIX JIEKAPCTBEHHbIX CPEACTB;

3) NnekKapCTBEHHbIX CPencCcTB 6e3 nuueH3nm Ha npon3BoACTBO JIEKAPCTBEHHbLIX
cpencCTB;

4) nekapcTBEHHbIX CpPeAcCTB C HapyleHMem TMpaBua  OpraHM3aunm
NPOn3BOACTBA U KOHTPOJIS KAaYeCTBa IEKAPCTBEHHbIX CPeACTB;

KoHcynbTaHTI10C: MpuMeYdaHume.
C 29.12.2020 n. 5 4. 5 cT. 45 yTpayumBaeT cmny (®3 o1 27.12.2019 N 481-03).

5) dapmaueBTnyeckon cybcTtaHuMM cnmpTa 3TWIOBOro (3TaHona) Ha
TexHonornyeckom obopyaoBaHMK, KOTOpPOE He  3apernucTpupoBaHO WU
3aKOHCEPBUPOBAHO B COOTBETCTBUM C PenepasibHbIM 3aKOHOM OT 22 Hos6ps 1995
roga N 171-®3 "O rocygapCTBEHHOM peryampoBaHnnM npoussoncTtea M obopoTa
3TWUNOBOr0 CAMPTaA, aJIKOroJIbHOWM W cnupTocodepXkalwen npoaykumm wmn o6
orpaHuyeHun notpebneHuns (pacnnTma) askorosibHOW nNpoayKkumn®.

(n. 5 BBegeH ®epepasbHbiM 3aKOHOM 0T 29.07.2017 N 278-93)

KoHcynbTaHTI0C: npuMeYdaHue.
C 29.12.2020 4. 5 cT. 45 pononHgeTca n. 6 u 7 (3 o1 27.12.2019 N 481-D3).

6. [pn BBOOE NEKAPCTBEHHbLIX CPeACTB B rpakgaHckunm obopoT
YNOJIHOMOYEHHOe JINLO MPOU3BOAUTENA JIeKapCTBEHHbLIX CPencTB OCyliecTBasdeT
NnoATBEP)XOEHME  COOTBETCTBUA  JIEKAPCTBEHHbIX  CpeacTts  TpeboBaHuaM,
YCTAHOBJ/IEHHbLIM MpPU WX FOCYyQapCTBEHHOW perucTpauumn, U rapaHTupyeT, 4TO
NleKapCTBEHHbIE CpeaCcTBa Npou3BeneHbl B COOTBETCTBUM C TpeboBaHMAMKU NpaBu
Haasexalwen npon3BoaCTBEHHOWN NMPaKTUKN.

(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-93)

7. YNONHOMOYEHHbIM JINLOM MNPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB
ABNAETCA ero paboTHWK, aTTECTOBAHHbLIN B YCTAHOBMAEHHOM YMOJIHOMOYEHHbIM
henepanbHbIM OPraHOM WCAONHUTENBHOM BJIACTU MNOPSAAKE N UMEKLWWUA CTaxk



paboTbl He MeHee 4eM nATb neT B obnacTnm Npom3BOACTBa M (MM) KOHTPONSA
KayecTBa JIeKapCTBEHHbIX CpeacTB, Bbiclee obpa3oBaHMe COOTBETCTBEHHO MO
ooHOM W3 cneuwanbHocTen wu (UAM) OAHOMY W3 HanpabBJIeHUW MOLFOTOBKMU:
bunonorus, GuoTexHonorunsi,, BeTepUHapus, BeTEpUHaAPHO-CaHUTapHasa 3KCNepTu3a,
KJIMHWYEeCKaa MeauuunHa, paguvaunoHHas, xmMu4eckas n buonormyeckasa 3saliuTa,
apmaumns, pyHoaMmeHTasrbHasg MeanunHa, XMMmyeckass TeXHOJ1I0rmsa, XmMms.

(B pen. PenepanbHbiX 3aKoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-03)

8. MpoussoaunTenn JleKapCTBEHHbIX cpencTs (3a NCKJTI0YEeHeM
dapmauesTnyeckon  cybctaHumm  cnmpTa  3TWIOBOro  (3TaHona) MOryT
OCYLLEeCTB/IATb MNPOAaxy JieKapCTBEHHbIX CpeAacTB wWan nepepasaTb UX B
yCTaHOBJ/IEHHOM 3aKoHOAaTesIbCTBOM Poccunckon ®epepaumm nopagke:

(B pen. ®epepanbHOro 3akoHa ot 29.07.2017 N 278-93)

1) opyrmm npou3BOAUTENSIM JIEKApPCTBEHHbIX CPEeACTB AJig MPou3BOACTBA
JIEKAPCTBEHHbIX CPEACTB;

2) opraHu3auunsaM onTOBOW TOProB/IN IEKAPCTBEHHbIMK CPeaCTBaMU;

3) anTe4YyHbIM oOpraHuMsaunaMm, BeTEepUHAPHbIM anTeYHbIM OpraHusaumnaM,
NHOMBUAYAIbHBIM npennpuHUMaTenam, VMeLWmnm JINLEH3UI0 Ha
hapMaLeBTUYECKYlD  [OeATesIbHOCTb AN NINLEH3UIo0 Ha MeOUNLINHCKYIO
DNeAaATeNbHOCTb;

4) Hay4HO-nccnegoBaTesibCKNM opraHmsauunam ans Hay4HO-
nccnenoBaTeslbCKOM pa6OTbI;

5) MEANLIMHCKUM OpPraHn3aLusaM 1 BeTePMHAPHbIM OpraHn3aLunsmM;

6) opraHusaumam n NWHONBUAYAJIbHbLIM npegnpuHNMaTensamMm,
OCYLLECTBNASAKWMNM pa3BefeHMe, BblpallMBaHME U COAEPXKaHME >XUBOTHbLIX (3a
NCKJTIOYEHMEM MPOaaXXN UM hapMaLEeBTUYECKUX CyBCTaHUMA Nan nx nepenaydn).

(n. 6 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

KoHcynbTaHTI0C: MpnMeYdaHume.
C 29.12.2020 B 4. 9 cT. 45 BHOCATCHA n3MeHeHnsa (P3 ot 27.12.2019 N 481-P3).

9. T[poussBoauTenn apmaueBTnYeckon cybcTaHUuMM cnupTa 3TUIOBOrO
(3TaHona) ob6s3aHbl OCYLWECTBAATbL peanusauyunto (nepenadyy B YCTAHOBIEHHOM
3aKoHogaTenbcTBOM Poccunckon ®depepaumn nopsagke) dapmMaueBTUHECKON
cybcTaHuMM cnmpTa 3TWIOBOro (3TaHosa) MNPOU3BOAMTENIAIM JIEKAPCTBEHHbIX
CpeacTB ANs NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEeACTB B eMKOCTAX o06bbeMoOM He
bonee 1 nutpa n (nnm) He meHee 1000 NUTpPoOB, a OpraHM3aLMaM, YKas3aHHbIM B
MyHKTax 2 - 6 4acTn 8 HacTosALWeN CTaTbn, B Tape obbeMom He 6onee 1 nutpa.
(4yacTb 9 BBeaeHa PenepanbHbiM 3aKOHOM OT 29.07.2017 N 278-93)

KoHcynbTaHTIIOC: npuMeYaHune.
C 29.12.2020 cT. 45 pononHaeTca 4. 10 n 11 (®3 o1 27.12.2019 N 481-D3).

Ctatba 46. MapKupoOBKa JieKapCTBEHHbIX CPeAcCcTB

1. JlekapcTBeHHble npenapaTbl, 3a WUCKJOYEHUEM  JIEKAPCTBEHHbIX
npenapaToB, W3roTOBJIEHHbIX anTeYHbIMU OpraHu3auuaMn, BeTepUHaAPHbIMU
anTeYHbIMU opraHu3auusMu, NHOMBUAYANbHBIMU npeanpuHUMaTensMu,

nMewnwmnmMmn 1MueH3n Ha (papMau,eBqueCKylo neAaTeNIbHOCTb, OOJIXKHbI MOCTYMNaTb



B obpalleHune, ecnm:

1) Ha wux nepBMYHOW YyrMakoBKe (3@ WCKJIOYEHUEM T[EePBUYHON YIMaKOBKU
NIeKapCTBEHHbIX pacTUTEesIbHbIX MpenapaToB) XOPOLO YUTAeMbIM LWWPUPTOM Ha
PYCCKOM  f3blKe  yKa3aHbl HauMMeHOBaHWe  JIeKapCTBEHHOro  rnpenapaTa
(MexxayHapoaHoe HernaTeHTOBaHHOE, WKW rpynnMpoBOYHOE, NN XUMUYECKoe, Nan
TOprosoe HanMeHoBaHwue), HOMep cepuu, naTa BbINyCKa (ons
NMMYHOBUONOrNYeCcKX NeKapCTBEHHbIX NpenapaToB), CPOK FOAHOCTW, O03MPOBKaA
WM KOHLEeHTpauus, obbem, akTUBHOCTb B efuHMUaX OEACTBUS WKW KOMYEeCTBO
no3s;

(B pen. PepepanbHbiX 3akoHoB 0T 11.10.2010 N 271-®3, oT 22.12.2014 N 429-03)

2) Ha wux BTOpuUYHOM (NOTPebuTenbCKOW) YMakOBKE XOPOLWO YUTAEMbIM
LWPNEPTOM Ha PYCCKOM fi3blKe YKa3aHbl HAMMeHOBaHMe N1IeKapCTBEHHOro rnpenapaTa
(MexxayHapoOoHOe HenaTeHTOBaHHOE, WUAW FPynnUMPOBOYHOE, WU XUMUYECKoe WU
TOProBoe HaMMEHOBaHMWSA), HaMMeHOBaHME MNPOU3BOAUTENS JNIEKAapCTBEHHOrO
npenapaTta, HOMep cepuu, paTa BbiNycka (4Na  MMMYHOBMOIOrM4YecKnx
NleKapCTBEHHbIX MNpenapaToB), HOMep PerucTpaunoHHOro yAOoCTOBEpeHUs, CPOK
rogHoCcTn, cnocob npuMeHeHns, [O03MPOBKA WIN KOHUeHTpauus, obbemM,
aKTMBHOCTb B eAuHuUax Jencrteus smbo Ko/MYecTBO [03 B YIakoBKe,
NeKapcTBeHHas dopma, yCnoBus oTnycKa, yCnoBus XpaHeHus,
npeaynpeguTesibHbie HaaAMUCH.

(B pen. ®enepasbHbiX 3aKOHOB 0T 11.10.2010 N 271-®3, oT 22.12.2014 N 429-®3)

2. ®apMaueBTuYeckme cybcTtaHUMM AOJIKHbI MOCTynaTb B obpawieHune, ecnm
Ha WX MEePBUYHOM YMNAKOBKE XOpPOLUO YMTaeMblM WPUPTOM Ha PYCCKOM A3blKe
yKasaHbl HauMeHoBaHue ¢apMaueBTM4eckon cybcTaHuum (MexxayHapogHoe
HenaTeHTOBaHHOE, WM TPYNMNMPOBOYHOE, WAM XUMUYECKOe N  TOproBsoe
HanMeHOBaHWNS), HAaMMEHOBaHMEe Npon3soanTensa apmMaLeBTUYeCKoN cybcTaHuum,
HOMep cepuu W paTa W3roTOBJIEHUA, KOJMYECTBO B YMNakoBKE U eauHULbI
N3MEepeHns KOIMYeCTBa, CPOK FOAHOCTU N YCJIOBUA XPaHEHUS.
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. JlekapCTBEHHbIE CPeACTBa B KA4eCTBE CbIBOPOTOK AOJIKHbI MOCTynaTb B
obpalleHne c ykasaHneM XXUBOTHOIo, N3 KPOBU, NJa3Mbl KPOBU, OPraHOB U TKaAHEMN
KOTOPOIro OHW MOJyYeHbl.

4. Ha BTOpuYHYylO (MoTpebuTenbCKylo) YNakKoBKY JieKapCTBEHHbIX CPeacTs,
MOJIly4EeHHbIX W3 KPOBW, MJa3Mbl KPOBW, OPraHOB U TKaHeEW 4enoBeka, [O0JIKHa
HaHOCUTbCA Hapnucek: "AHTuTena k BWY-1, BUY-2, kK Bupycy renmatuta C wu
NMOBEPXHOCTHbLIN aHTUIreH BMUpYyCa renatnta B oTcyTcTBylOT".

5. Ha nepBM4YHYIO YMNaKOBKY U BTOPUYHYK (NOTpebuTesbCKylo) YMakoBKY
pagnoapMaleBTNYECKUX JIEKAaPCTBEHHbIX CPeacTB [LOJIKEH HaHOCUTbCA 3Hak
paanaunoHHOM ONacHOCTW.

6. Ha BTopuyHylo (noTpebuTenbCKyld) YMNAKOBKY roMeonaTu4ecKnx
JlIeKapCTBEHHbIX NMpenapaToB 40/KHA HAHOCUTbLCA HaAMUCb: "FoMeonaTu4eckmnn”.

7. Ha BTOpu4Hy  (NoTpebuTenbCkyt)  YMNaKOBKY  JleKapCTBEHHbIX
pacTuTeNbHbIX MpenapaToB A0JKHA HAHOCUTbCA Hagnucbk: "lMpoaykumsa npoluna
paanaunoOHHbIA KOHTPObL".

8. Ha nepBWYHYI yMakoBKY (ecnn p[Nas 3TOro cyuwecTtByeT TexHuUYyeckas
BO3MOXHOCTb) W BTOPUYHYIO (NOTpebuTenbCKylo) YMNaKOBKY JIEKapPCTBEHHbIX
npenapaToB, MpeAHa3Ha4YeHHbIX 0N KJAUMHUYEeCKUX UccnenoBaHUn, OOJIKHAa
HAaHOCUTbCSA HAAMWUCL: "ONA KINHNYECKUX nccraenoBaHnin".

(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-93)



9. YnakoBKa Ne€KapCTBEHHbIX CPeACTB, MNpefHa3HAYeHHbIX WCKJIYUTENbHO
ONA 3KCNopTa, MapKUPyeTCsl B COOTBETCTBUM C TpeboBaHUAMMN CTpaHbI-MMNopTepa.

10. Ha TpaHCNopTHYlO Tapy, KoTopas He npegHa3sHayvyeHa ana notpebutenein u
B KOTOpPYK TOMeLleHO JleKapCTBeHHoe CpeAcTBO, [OJ/DKHA  HaHOCUTbCSA
NH(pOPMaLMS 0 HAUMEHOBAHUN, CEPUN NIeKApPCTBEHHOIro0 CpeacTBa, AaTe BbIMyCkKa,
KOJIMYecTBe BTOPMYHbIX (MOTPebuTenbCKnX) yrnakoBOK JIeKapCTBEHHOrO CpPeacTBa,
npousBoguTesie JeKapCTBEHHOro CpeAcTBa C YKa3aHMEM HaWMeHOBaHuUs W
MECTOHaxX0XXAEeHNA MPOU3BOAUTENA JlIeKapCTBEHHOro cpeacTBa (agpec, B TOM
yucne cTpaHa n (UnmM) MecTo NPon3BOACTBA JIEKAPCTBEHHOIO CPeACcTBa), @ TakXxe o
CpOKe TroAHOCTW JIeKApCTBEHHOro cpeactBa U 06 yCNoBUAX €ro XpaHeHus wu
nepeBo3ku, Heobxogumble npepyrnpeguTesibHble HaANMCU WU MaHUMyNSTOPHble
3HaKMW.

11. Ha nepBMYHYlO YMNAKOBKY W BTOPUYHYIO (MOTPebuTenbCKyl) YMNakKOBKY
JIeKapCTBEHHbIX CPencTB AJ19 BETePUHapPHOro MpuUMeHeHUsa [OJIKHa HAHOCUTLCSA
Hagnuck: "[na BeTepuHapHOro npuMmeHeHunsa".

12. Ha BTOpuYHYIO (MOTPEbUTENbCKYIO) YNAKOBKY JIEKAPCTBEHHOIO NpenapaTa
HAHOCUTCS LUTPUXOBOW KOA.

Maea 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUUCKYIO ®EOEPALLUIO N BbIBO3 JIEKAPCTBEHHbIX CPELOCTB
N3 POCCUNCKOWU ®EQEPALLUN
(B pen. ®epepanbHOro 3akoHa ot 06.12.2011 N 409-93)

Ctatbsa 47. MopAapnoK BBO3a JieKapCTBEHHbIX cpencTts B Poccuuckyro
depepauuio U BbiIBO3a JIeKapCTBEHHbIX cpencTB U3 Poccuminckon depepauum
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 NeKapCTBEHHbIX CpencTB B Poccuinckyto depgepaumnto oCyLecTBNSeTCS
B nopsgke, YycTaHoBaeHHOM [lpaBuTenbcTBOM Poccunckon depepaunun, B
COOTBETCTBUU C TAMOXXEHHbIM 3aKOHOLATe/IbCTBOM TaMOXXEHHOro Cok3a B paMKax
EBpA33C (manee - TaMOXXEHHbIN COO3) N (MNN) 3aKOHOOATENLCTBOM POCCUMNCKON
depepaunn o TaMOXXEHHOM fene.
(B pen. ®epnepasibHOro 3akoHa ot 06.12.2011 N 409-93)

2. Beo3nMmble B Poccuinckyo depepaunto fieKapCTBeHHble CpeacTBa AOJIKHbI
cofep>XaTbCA B rocyfapCTBEHHOM peecTpe JIeKapCTBEHHbIX CPeacTB.
(B pen. PenepanbHbiX 3aKoHOB 0T 06.12.2011 N 409-®3, o1 27.12.2019 N 462-03)

3. JdonyckaeTtcsa BBO3 B Poccunckyio depepauunito KOHKPETHOW MnapTuu
3aperncTpmMpoBaHHbIX U (MK) He3aperucTpUpPoBaHHLIX JIEKAPCTBEHHbLIX CPencTs,
npefHa3HaYeHHbIX ANA NPOBeAeHUs KJIMHUYECKUX MUCCied0BaHNN leKapCTBEHHbIX
npenapaTos, npoBefeHUs  3KCMepTu3bl  JIeKapCTBEHHbIX  CpencTts  Ons
OCYLLeCTBJIEHNA roCyAapCTBEHHON perucTtpaunm feKkapcTBeHHbIX NpenapaToB uau
AN OKa3aHWsA MeAULMHCKOW MOMOLUM MO XXWU3HEHHbIM MOKa3aHMWAM KOHKPETHOro
naumeHTa Ha  OCHOBaHWUWM  pa3speweHus, BblAAaHHOMO  YMNOJIHOMOYEHHbIM
denepasibHbIM OPraHOM UCMNOJIHUTESIbHOMN BNACTU MO 3aAB/IEHUAM JINL, YKa3aHHbIX
B CTaTbe 48 HacTosiwero ®enepasibHOro 3akoHa. PaccMoTpeHmne Takoro 3asBJ/ieHUs
N MPUHATME pelleHns O BblAavye paspeleHUss Ha BBO3 KOHKPETHOM napTumn
3aperncTpmMpoBaHHbIX U (MK) He3aperucTpUpPoBaHHLIX JIEKAPCTBEHHbLIX CPencTs,
npefHa3HaYeHHbIX ANA NPOBeAeHUs KJIMHUYECKUX MUCCied0BaHNN leKapCTBEHHbIX
npenapaTos, npoBefeHUs  3KCMepTu3bl  JIeKapCTBEHHbIX  CpencTts  Ons
OCYLLeCTBJIEHNA roCyLapCTBEHHON perucTtpaunm fneKkapcTBeHHbIX NpenapaToB uau
AN OKa3aHWsA MeOVUUMHCKOW MOMOLUM MO XXWU3HEHHbIM MOKa3aHMWAM KOHKPETHOro
naumeHTa nmbo o6 OTKase B BblJaye YKa3aHHOrO pa3pelleHns Npon3BOAATCH B



CPOK, He npeBbiWwawnn natn paboymx aHen. MnaTa 3a BblAayy YKa3aHHOro
pa3pelleHnsa He B3MMaeTCH.
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 cT1. 47 pornonHsaeTcd 4. 3.1 (P33 o1 27.12.2019 N 475-®3). Cm.

Oynywyto pepakuuio.

4. B Poccuinckyo denepaunio MOXHO BBO3UTb JIeKapCTBEHHble CpencTBa,
Ka4ecTBoO KOTOPbIX NOATBEPXKOEHO cepTudunkaTom nponsBoanTens
NleKapCTBEHHbIX CpencTs, yOO0CTOBEPSAOWNM COOTBeTCTBUE BBO3UMbIX
NIeKapCTBEHHbIX CpeacTB TpeboBaHMAM hapMakonenHbix cTaTen nnbo B ciyvyae mx
OTCYTCTBUA HOPMATUBHOMN OOKYMEHTALUN NN HOPMATUBHOIMO AOKYMEHTA.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. 3anpewaeTtca BB03 B Poccunckyto depepaunio danbCcupuumnpoBaHHbIX
NIeKapCTBEHHbLIX CpeacTB, HenobpoKayeCTBEHHbIX JIEKAPCTBEHHbIX CPencTB,
KOHTpaaKTHbIX JIeKapCTBEHHbLIX CPenCTB.

(B pen. PenepanbHoOro 3akoHa ot 06.12.2011 N 409-03)

6. ®anbcnPrUMPOBaHHbIE NEKAPCTBEHHbIE CpeacTBa, HeAobpOKaYeCTBEHHbIE
JleKapCTBEHHble CcpeacTBa nogjiexxaT U3bATUIO U NocsefyruemMy YHUYTOXKEHUIo
mnn BbiIBO3y un3 Poccunckon depepaumn, KOHTpadaKTHble JieKapCTBEHHbIE
CpencTBa - U3BATUIO N MoCsefyWeMy YHUYTOXKEHUIO. YHUYTOXKEHNE NIU BbIBO3 U3
Poccunckon @epepaumn  GanbCUPULNPOBAHHBLIX  JIEKAPCTBEHHbLIX  CPeAcTs,
HenobpoKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPaaKTHbIX JIEKapPCTBEHHbIX
CpencTB OCyLWeCcTBAdeTCA 3a CYeT Jimua, ocyuwecTBMBLUEro mx BBO3. [lopapok
YHUYTOXKEHUSA  MU3bATbIX  PasbCUPULUNPOBAHHLIX  JIeKapCTBEHHbLIX  CPencTs,
HenobpoKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPaaKTHbLIX JIEKapPCTBEHHbIX
CpencTB ycTaHaBnuBaeTca MNpaBntenscTBOM Poccunckom denepauyunn.

(B pen. ®epepanbHOro 3akoHa ot 06.12.2011 N 409-93)

7. Nunua, ocyLuecTBadAOWLMe BBO3 B Poccuinckyto depnepauunio
hanbCcUPULMNPOBAHHbBIX NleKapCTBEHHbIX CpencTsB, HepobpoKayYyeCTBEHHbIX
NIEKapCTBEHHbLIX CPencTB, KOHTpPagaKTHbIX JIeKAapCTBEHHbIX CPeacTB, HecyT
OTBETCTBEHHOCTb B  COOTBETCTBUM C TaMOXXEHHbLIM  3aKOHO4ATeNbCTBOM
TamMoXXeHHOoro cot3a u (unm) 3akoHodaTenbCTBOM Poccmnckonm depepaunn o
TaMO>XXEHHOM aene.

(B pen. ®epepanbHOro 3akoHa ot 06.12.2011 N 409-93)

8. BblBO3  sIeKapCTBEHHbLIX  CpeacTB n3 Poccuimnckon depnepaunn
ocyuwiectensietca 6e3 nNpuMeHeHUs OrpaHUYeHUI, YCTAHOBEHHbIX TaMOXXEHHbIM
3aKOHO4aTe/IbCTBOM TaMO>XXEHHOI0 COto3a U (UKn) 3aKOHO4ATENLCTBOM Poccunimnckom
depepaunm o rocyapCTBEHHOM peryampoBaHUM BHELLHETOProBOW AeATEe/IbHOCTMU.
(B pen. ®epnepasnbHblX 3akoHOB OT 06.12.2011 N 409-®3, o1 25.11.2013 N 317-93,
0T 22.12.2014 N 429-03)

9. BBOA B TrpaAaHCKuUM 0OOPOT JIeKAPCTBEHHbIX MpenapaTtoB A4S
MEeAULMHCKOrOo  MPUMEHEHUS, BBe3eHHbIX B  Poccuinckyto  denepauuto,
ocyllecTBnseTca C cobnogeHnem TpeboBaHUN, YCTAHOBJIEHHbLIX CTaTben 52.1
HacToswero denepasbHOro 3aKoHa.

(4yacTb 9 BBegeHa denepasbHbIM 3aKOHOM OT 28.11.2018 N 449-03)

Cratba 48. Opuaudyeckme nuvua, KOTOpbIM paspewleH BBO3
NleKapcTBeHHbIX cpencTB B Poccunckyio depepaumio
(B pen. ®epnepasibHOro 3akoHa ot 06.12.2011 N 409-93)



JlekapcTBeHHbIe cpeacTBa B Poccunckyto denepaynto MOryT BBO3UTb:
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npousBoauTeNnn neKapCTBEHHbIX CpPeacTs naNA uenen CcobCTBEHHOr0
npon3BonCTBa JieKapCTBEHHbIX CPencCTB;

2) WHOCTPaHHble pa3paboTyMKM NleKapCTBEHHbIX CPEACTB W MHOCTPaHHbIE
NPOU3BOAUNTENN JIEKAPCTBEHHbLIX CPEeACTB WX [pyrve lpuanyeckme nuua no
nopyyeHunto paspaboTymka JNIeKapCTBEHHOro CpeacTBa AN MpoBeAeHus
KJNMHUYECKMX WUCCNefoBaHM  JIeKapCTBEHHOro npenapaTta, OCYyLeCTBAEHUS
rocyJapCTBEHHON  perncTpauum  NeKapCcTBEHHOro npenapaTa, BKJOYEHUS
hapmMaueBTNYECKON CyOCTaHUUM B rOCYOAPCTBEHHbIN peecTp JieKapCTBEHHbIX
CpencTB, KOHTPOJI KayeCcTBa JIeKapCTBEHHbIX CPEeACTB MPW HaMYUKN pPa3peLleHuns
YyMNONHOMOYEHHOro denepasnbHOro oOpraHa WCMOAHUTENbHOW BAacTW Ha BBO3
KOHKPETHOW MapTuN JIEKAPCTBEHHbIX CPEACTB;

3) opraHu3auum onTOBOW TOProBAN JIEKAPCTBEHHbIMU CPeACTBaMU;

4) Hay4YHO-UccnepoBaTesibCKNe opraHusaumnm, obpasoBaTesibHble OpraHM3aunm
BbiClLEro obpasoBaHns, NPOM3BOANTENN IEKAPCTBEHHLIX CPEACTB ANa pa3paboTky,
nccnenoBaHum, KOHTpONSA 6e3onacHocCTw, KayecTBa, 3(pPeKTUBHOCTH
JIeKapCTBEHHbIX  CpeacTB  MNpu  HaJv4un  paspelleHns  YNnoJIHOMOYeHHOro
efepasibHOro opraHa UCNOJIHUTENIbHOW BNacTu;

(B pen. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MegnunHcKue opraHusauum, nHble ykasaHHble B NyHKTax 1 - 4 HacToAwen
CTaTbW oOpraHusaunum p[na okKasaHusa MeAULUHCKOW TMOMOLWM MO0 >KU3HEHHbIM
MOKa3aHMAM KOHKPETHOro naumeHTa npu Haanymm paspeweHms ynoaHOMOYEHHOro
henepasibHOro opraHa WCMNOJIHUTENIbHOW BJIAaCTU Ha BBO3 KOHKPETHOW MnapTuu
NleKapCTBEHHOro npenapaTta, BbIAAHHOMO B YCTAHOBJIEHHOM ropsgke B opMme
3NI€KTPOHHOIrO OOKYMeHTa, MOAMUCAHHOro0 YCUJEHHOW KBannpuuMpoBaHHOMN
3/IEKTPOHHOW NO4MNMUCKIO.

(B pen. ®epepanbHOro 3akoHa ot 12.03.2014 N 33-93)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 cT. 48 ponosHsAeTca n. 6 (P3 oT 27.12.2019 N 475-93). Cm.

bynyuwiyto pepakuuio.

Crtatba 49. [lOKYMeHTbl, npepacTaBsiieMbleé B TaMO)XXE€HHble opraHbl
Poccuinckon depepauum npm BBo3e JsieKapCTBEHHbIX cpencTts B Poccumnckyio
depnepauuio
(B pen. PenepanbHoOro 3akoHa ot 06.12.2011 N 409-03)

1. MNpwn BBO3e JsleKapCTBEHHbIX cCpencTts B Poccunckyio depepaunio B
TaMOXeHHble opraHbl Poccnnckonm depepaunn Hapady C  OOKYMEHTaMMU,
npeacTaB/ieHWe KOTOpbIX MNPeAyCMOTPEHO TAaMOXXEHHbIM 3aKOHO4AaTeIbCTBOM
TamMOXXeHHOro cotw3a u (uan) 3akoHomdaTesibCTBOM Poccuinckon depepauumn o
TaMO>XeHHOM AeJie, MpeacTaBaaloTCa cnefyolme LOKYMEHThI:

(B pen. ®epnepasbHOro 3akoHa ot 06.12.2011 N 409-93)

1) cepTndmkKaT NPon3BOANUTENSA NEKAPCTBEHHOIr0 CpeacTBa, YAOCTOBEPSIOLLINA
COOTBETCTBUE BBO3MMOIro NleKapCTBEHHOro cpeacTBa TpeboBaHMAM
dapMmakonenmHonm cTtatbu JsmbO B CiydYae ee  OTCYTCTBMA HOPMaTUBHOM
OOKYMEHTaUnnM Nan HOPMaTUBHOIO LOKYMEHTa;



2) pa3pelleHne yrnoJIHOMOYeHHOro genepasibHOro opraHa MCMOJIHUTESIbHOWN
BSlAaCTM Ha BBO3 KOHKPETHOM MNapTUW NIeKAapCTBEHHOro CpeacTBa B Clyyvasx,
YCTAHOBJIEHHbIX YacTbio 3 cTaTbh 47 HacToswero ®egepasibHOro 3akKoHa.

2. [JOKYMeHTbl, YKa3aHHble B MNMyHKTax 1 m 2 4Yactu 1 HacTosAWeWn CcTaTbW,
NpeacTaBAsAlTCA B TaMOXXEHHble opraHbl Poccuinnckon ®epepaunm npu npuboitun
NIeKapCTBEHHbIX CpencTs B Poccunckyto denepauyuto.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Ctatba 50. BBO3 nekapCTBeHHbIX npenapatoB B Poccunuckyio
depepaumio ANA JIMMHONO UCNOJIb30OBAaHUA U UHbIX HEKOMMEpPYeCKMUX uenen,
a TakXe AN  UCNoJZIb30BaHUA Ha TeppuTopuM MeXAYHaApPOAHOro
MeaULMHCKOro Knacrtepa
(B pen. PepepanbHbiX 3aKoHOB 0T 06.12.2011 N 409-®3, oT 29.06.2015 N 160-®3)

1. JlekapcTBeHHble npenapaTbl MOryT 6bITb BBe3eHbl B Poccuinckyto
depnepaunto 6e3 yyeta TpeboBaHUN, NPpeayCMOTPEHHbIX YacTaMu 1 - 4 cTaTbn 47,
cTaTbaAMU 48 n 49 HacTosAwero d®enepasbHOrO 3aKOHa, ec/in OHU MnMpeaHa3Ha4YeHbl
aons:

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) AnY4HOro wMCNonAb30BaHMA  (PU3NYECKUMX  Anuamu, NpubbiIBLLMMUK B
Poccuinnckyto ®epepaunto. Tlpm  >3ToM BBO3 B Poccunckyto depepauuto
NIeKapCTBEHHbLIX MNpenapaToB, COAEpXXalnx CcunbHogencTeyowme un  (1nun)
A00BUTbIE BellecTBa, BKJIIOYEHHbIe COOTBETCTBEHHO B CMNCOK
CUbHOOENCTBYIOWMX BeEWecTB [AOaa ueneln YroJsioBHOro 3aKOHOAATesbCTBa
Poccuinckon depepaunnm n B CrUCOK SOO0BUTLIX BELLECTB A1 LeNen yroloBHOIMro
3aKoHopaTenbcTBa Poccunckon Depepaunn, yTBepXAeHHble [paBUTeNbCTBOM
Poccuimnckonm depepaunmn, oCyLLEeCTBASETCS NPU HAIMYNUN OOKYMEHTOB (3aBEPEHHbIX
KONUMN [OOKYMEHTOB WM 3aBEPEHHbIX BbIMUCOK W3 HUX), MNOATBEP)XAAoWMNX
Ha3HavYeHne (U3N4YEeCKOMY MUY YKa3aHHbIX JIeKapCTBEHHbIX MpernapaToB (3a
NCKJIIOYEHMEM JNIEKapCTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbLIX B POCCUMNCKOWN
depepaunnm wn oTnyckaemblix B Poccunckon depepaunmnm 6e3 peuenTa Ha
JleKkapCTBEHHbIM npenapaT). [loaTeepXxfawouwmne [OOKYMEeHTbl (MX 3aBepeHHble
KOMNUMU WIN 3aBEepPeHHble BbINUCKU M3 HUX) LOOJ/DKHbl cofep)XaTb CBeOeHUs O
HaWMEHOBAHMMN W KOJIMYECTBE Ha3HAYEeHHOro JIeKapCTBEHHOro npenapaTta. B
cnyydae, ecqinm noaTBepXXawuwme [OKYMEeHTbl (MX 3aBepeHHble Konuu wunu
3aBepeHHble BbIMUCKU W3 HUX) COCTaBJIEHbI HAa WHOCTPAHHOM £3blKe, K HUM
npuiaaraeTcsa HoTapuasibHO 3aBEPEHHbLIN NepPeBO Ha PYCCKUN A3bIK;

(n. 1 B pen. PenepanbHoro 3akoHa oT 02.06.2016 N 163-93)

2) ncnonb3oBaHMA  pabOTHMKaAMK  OUMJIOMAaTUYECKOro  Koprmyca  uam
npeancTaBuTens Mm  MeXxOYyHapoAHbIX  OpraHu3auun,  aKKpeguTOBaHHbLIX B
Poccunckon depepauunu;

3) neyvYeHMa MacCaKMpoB W YJEHOB 3KUMa>Ke TPaHCNOPTHbIX CpencTs,
noesgHblx 6purag v BoAuUTesleM TPaAHCMOPTHbLIX CPeacTB, MpubbIBLUNX B
Poccunckyto depepauyunio;

(B pen. PenepanbHoOro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHUst YYACTHMKOB MeXAYHapOAHbIX KYJAbTYPHbIX, CMOPTUBHbLIX
MEepOonpUATUA N YHAaCTHUKOB MEXAYHaPOAHbIX 3KCNeANLWi;

5) nevyeHUa KOHKPETHbIX >XWUBOTHbIX B 300Mapkax, 300Cadax, LUMpPKaXx,
oKeaHapuyMmax, Aefb@UHApUaX, NeYeHUs OUKUX >KUBOTHbIX, MOCTOSIHHO WK
BPEMEHHO Hacenswwmx Tepputoputo Poccuinckon denepaumn, HaxoOAWUXCS B
COCTOSIHUM €CTeCTBEHHON cBobOAbl M MPUHAANEXALIMX K BUOAM, 3aHECEHHbIM B



KpacHyto kHury Poccuinnckon ®depepaumm n (Mam) KpacHble KHUMM CcybbekToB
Poccunckon ®depepaumm, a TakXe I>KUBOTHbIX, BBO3UMbIX B POCCUNCKYIO
depnepaunto oasa y4acTus B CMOPTUBHBIX N 3PN HBbIX MEPONPUATUAX;

(B pen. PenepanbHbiX 3aKoHOB 0T 06.12.2011 N 409-®3, o1 02.08.2019 N 297-03)

6) WCNoNb30BaHUA Ha TeppuTopUM MEeXAYHAPOOHOro MeAULMUHCKOro
KnacTtepa.
(n. 6 BBeoeH depepasbHbiM 3aKOHOM OT 29.06.2015 N 160-®3)

2. B cnyyasax, npeayCcMOTPEHHbIX YacTblo 1 HacTosWwen CTaTbW, OOMYyCKaeTCs
BBO3 B Poccumnckyto depepauyuio JleKapCTBEHHbIX rnpernapaTos, He
3aperncTpmpoBaHHbIX B Poccunckonm denepaumn.

(B pen. PenepanbHoOro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble npenapaTbl, MNpefHa3HayYeHHble AN T[yMaHUTapHON
nomoLm (CoaencTBms) MAM MOMOLLM MPU Ype3Bbl4aMHbIX CUTyaUUsX, BBO3ATCA B
Poccunckyto  ®epepaunto B Nopsake, YCTaHOBJAEHHOM  [paBUTENbLCTBOM
Poccunckon ®epepaunn. 3anpewaetca BB03 B Poccunckyr ®depepaumio
He3aperncTpuUpoBaHHbIX JIEKAPCTBEHHbLIX MpenapaTos, MpeAHa3Ha4YeHHbIX A4
rymMmaHuTapHom rnomoLm (cogencTemns) nam noMoLm npm YpesBblHaMHbIX CUTyaLMsX.
(B pen. ®epnepasibHOro 3akoHa ot 06.12.2011 N 409-93)

Ctatba 51. CoTpyaHuMuyecTtBo (pepepanbHOro opraHa MCNOJZIHUTEJSIbHOWN
BJIACTU, YMNOJIHOMOYEHHOIro B O00JlacTM TaMOXXEHHOro pena, UM ApPYyrux
YNOJIHOMOY€HHbIX (henepasibHbIX OPraHOB UCNOJIHUTEJIbHOMN BJIACTHU

1. YnonHomo4eHHble (penepanbHble OpraHbl WUCMOJNHUTENbLHOW BJIACTU
npenocTaBnsAT B pacnops>xeHne denepasbHOro opraHa UCNOIHNTENbLHOWN BAACTK,
YNOJIHOMOYEHHOro B 06/1aCTM TaMOXXEHHOro Aesla, rocyfapCTBEHHbLIN peecTp
JIeKapCTBEHHbIX CPencTB, a TakXe MH(OopMauulo O BblAaHHbIX pa3pelleHnsax Ha
BBO3 KOHKPETHOM MapTUN JIeKapCTBEHHbIX CPEACTB B CJyYasaAX, YCTAHOBJIEHHbIX
YyacTbto 3 cTaTbk 47 HacToAwero degepalbHOro 3aKoHa.

2. QdepepanbHbl OpraH WCMOJHUTENbHOW BAACTWU, YMNOJIHOMOYEHHbIN B
obnactm TaMoXXeHHOro pgena, MHMOOPMUPYET YyKasaHHble B 4acTu 1 HacToswen
CTaTbW YNOJIHOMOYEHHbIE hefepalibHble OpraHbl UCMOJIHUTENIbHOMN BAACcTN O BBO3€
NIeKapCTBEHHbIX CpeacTB B Poccuinckyto denepaumio M BbiBO3E JIEKAPCTBEHHbIX
cpencts w3 Poccuinckon depepaunmnm no ¢opme u B Nopsake, KoTopble
yCTaHoBNeHbI NpaBuTenscTBOM Poccmnnckon depepaumn.

(B pen. PenepanbHoOro 3akoHa ot 06.12.2011 N 409-03)

Mnasa 10. PAPMALLEBTUYHECKASA OEATEJIbHOCTDb
CtaTtba 52. OcywecTBneHue chapMaueBTUHECKON A eATESIbHOCTHU

1. ®dapmMaueBTU4Yeckasds [OeATENbHOCTb OCYLWECTBJAETCA OpraHusaumsamm
OMNTOBOW TOProBJIN JIeKAPCTBEHHbIMU CpPeACTBaMu, anTeYHbIMU OpraHusaumsaMu,
BeTEepPUHAPHbLIMU anTeyvyHbIMK opraHusaumsamm, WHAVWBNAYaSIbHbIMU
npeanpuHUMaTensamu, nMerLwmnmMmn JINLEH3UI0 Ha hapmavueBTNYECKYIO
DeaATeNbHOCTb, MeAUUUHCKUMU OpraHusauusmMm, UMerWwnMMn JINLEH3UI0 Ha
hapmMaLeBTUYECKYID [OefATeNbHOCTb, U X 060cobneHHbIMM noapasaeneHnsamm
(ambynaTopusmu, denbawepckumMm n enbAllepcKo-aKyLepCKUMN  NyHKTaMu,
ueHTpamn  (otoeneHmamu)  obwen  BpadyebHOM  (CeMenMHOW)  NpPaKTUKWK),
PacCrosiOXKEeHHbIMU B CeJIbCKUX HacCeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHusauum, ©n BeTEepUHapPHbIMW  OpraHM3aunusaMun, UMeLnMn
NNUEH3MI0 Ha hapMaLeBTNYECKYIO AeATeNIbHOCTb.

(B pen. PepepanbHoOro 3akoHa ot 25.11.2013 N 317-03)



2. dnsnydeckme nmua MOryT OCYLLECTBNATb dapMaLEBTNYECKYIO OeATesIbHOCTb
NP HaAMYMK BbICWLEro WAM cpepHero dapmaueBTu4eckoro obpasoBaHua w©
cepTudmrkKaTa cneunanncTa, BbICLLErO UK CpeaHero BeTepnHapHoro obpasoBaHus
N cepTudukaTa crneunanncta, a Takxe BbICLUEro WiIn cpefgHero MeauunHCKOro
obpa3oBaHus, ceptTudmnkaTa crneuvanucTa n OOMNONHUTENBHOI O
npodgeccrmoHanbHOro obpasoBaHMa B HaCTN PO3HNYHOW TOProBAM NIEKAPCTBEHHLIMUA
npenapataMm npu ycnoBum ux pabotbl B 060C06NEHHBLIX MNoApa3aeneHnsax
MeAULNHCKNX OpraHn3aunin, yKasaHHbIX B HacTu 1 HacToAWen cTaTbu.
(4yacTb 2 B pen. PenepanbHOro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTIIOC: npuMeYaHune.

Ct. 52.1 Bctynaetr B cuny c 29.11.2019. JlekapcCTBeHHble rMpenapaTbl A4
MeANLWHCKOro NPUMEHEHNS, BBEAEHHbIE B Fpa>kAaHcKkmnim obopoT oo 29.11.2019,
noasiexxaT  XpaHeHuto, rMepeBOo3Ke, OTMNyCKy, peanam3auun, nepenade,
NPUMEHEHUIO 00 NCTeYeHUS CpoKa UX rogHocTn (P3 o1 28.11.2018 N 449-03).

Ctatba 52.1. BBOoA B TrpaXAaHCKUA OOOpPOT sleKapCTBEHHbIX
npenapaToB A1 MeAULUHCKOro NpMMeHeHuUs
(BBegeHa ®epepasnbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

1. Nepepn BBOAOM B rpakgaHCKuUin o060poT Ka)kaon CepUM NN Ka)kgonm naptuun
npoussengeHHoro B Poccunckon ®Penepaumm nekapCTBEHHOro npenapaTta A4n4
MeOULNHCKOro npuMeHeHus, 3a NCK/I0YEHNEM NMMYHOBUNONOr NYeCcKNX
NIeKapCTBEHHbLIX MpenapaToB, NPOU3BOANTENb TAKOro JIEKAPCTBEHHOrO NMpenapaTa
npeacTtaBngeT B eaepasibHbIi opraH UCNOJIHNTEIbHOM BAACTU, OCYLLECTBASAIOLWNN
QYHKLUMM MO KOHTPOJIKO W HaAa3opy B cdepe 34paBOOXPaAHEHUS, OOKYMEHT
npomn3BoaANTENa  JIEKAPCTBEHHOr0  CpencTBa, NOATBEPXKAAWOLWMNA  KavyecTBo
JIeKapCTBEHHOro npenapaTta, W MNoATBEpPXAEHME  YMNOJIHOMOYEHHOro Juvua
npomn3BoanNTENa  JIEKApPCTBEHHbLIX CPeACTB  COOTBETCTBUSA  JIEKAPCTBEHHOMO
npenapaTta TpeboBaHWSAM, yYCTaHOBJIEHHbIM MNpPWU  €ro rocygapCTBEHHOWN
perncrpayunn.

2. MNepen BBOLOM B rpa)KAaHCKUN 0O0POT KaXKOoW cepuun NN KaxKaoWm rnapTun
BBO3MMOro B Poccuinckyio depepaumnto JfieKapCTBEHHOro npenapaTta nas
MeANLMHCKOro NPUMEHeHNs, 3a NCKJTIOYEHNEM NMMYHOBMONOrn4ecKnx
JNleKapCTBEHHbIX npernapaTos, opraHusauus, oCyLLeCcTBAAIOLLLANA BBO3
NeKapcTBeHHOro npenapaTta B Poccunckyi degepauuvio, npeacrasnseTr B
depepasibHbli OpraH UCNOJIHUTENbHOW BNACTWU, OCYLWECTBAALWMA PYHKUUM MO
KOHTPOJIIO U HaA3opy B cepe 34paBoOXpaHeHusi, cepTudukaTt npomsBoauTens
NIeKapCTBEHHOro  CpeacTBa,  YOOCTOBEPSAOLWMA  COOTBETCTBME  BBO3UMOIO
NeKapCTBEHHOro npenapaTta TpeboBaHMAM ¢hapMakonenmHom CTaTbW, a B Chay4vae
OTCYTCTBMSA (hapMaKONeNnHon CcTaTbn TpeboBaHNUSAM HOPMAaTUBHOWN AOKYMEHTauuu, n
noaTBep)XXAeHne  npeacTtaBuTens  opraHusauum,  OCyLlecTBASOLlEen  BBO3
NeKapCcTBEHHOro npenapata B Poccuinckyio Pepepauymio M YyNosJIHOMOYEHHOMN
WHOCTPaHHbIM  MNpou3BOAMTEsSIEM  JIeKapCTBEHHbIX  CpeacTB, COOTBETCTBUSA
BBO3MMOIro NleKapCTBEHHOro npenapata TpeboBaHUSAM, YyCTaHOBJIEHHbIM MPU ero
roCcyaapCTBEHHON perncrpaunm.

3. MNopsanok npeacTtaBieHUa B COOTBETCTBMM C 4HacTaMM 1 M 2 HacTosWeNn
CTaTbW [LOKYMEHTOB W CBEeAEHUA O JIeKapCTBEHHbLIX MpernapaTax, BBOAWMbIX B
rpaXkKaaHCKumn oboporT, yCTaHaBMBaeTCs MpaBnTENLCTBOM Poccunckonm
depepaunn.

4. B OTHOLIEHUW MEPBbIX TPEX CEPU NN NapPTUIA JIEKapCTBEHHOro npenaparTa,
BrepBble npounsBeneHHoro B Poccuinckon depepaunm nnm BnepsBble BBO3MMOro B
Poccunckyro depepaunto, B denepanbHbii OpraH WCMOJHUTENbLHOW BacTwy,



OCYLLECTB/IAWUA PYHKLMN MO KOHTPOJIO N HaA30py B chepe 34paBOOXPaHEHUS,
OONOJIHNTESIbHO NMpeacTaBsieTCs MPOTOKON UCMbITAHUN O COOTBETCTBUN CEPUN U
napTum  NeKapCTBEHHOro npenapata AAsa  MeAULUMHCKOro  NpuMeHeHUus
rnokasaTensaM KadecTBa, NpeayCcMOTPEeHHbIM HOPMAaTUBHON OOKYMeHTauuen (ganee
- MPOTOKOJ MCNbITaHUN), MNPOBOAUMbIX aKKpPeLWTOBaHHbIMW B COOTBETCTBUU C
3aKoHOZaTeNbCTBOM Poccunckon depepaunm ob akkpeauTaumm B HaLWOHaIbHOM
cncteMe  akkpegutauum - efepanbHbiMUM - TOCYAAPCTBEHHbIMU  BH0O)KeTHbIMY
yypexxaeHusmmn, noaBefoMCTBEHHbIMU denepasibHOMY OpraHy WCMNOMHUTENbHOW
BNacTu, ocywecTteasawowemMmy @QyHKUMM no  BbipaboTke w1 peanusauun
rocyfapCTBEHHOW MOJINTUKW U HOPMATUBHO-NPaBOBOMY perysnposBaHuio B cepe
30paBooxpaHeHus, W  defepasbHOMY  OpraHy  WCMNOJIHAUTEsSIbHOW  BJacTw,
ocyliecTeasaowemMy QyHKLUN MO KOHTPOJIO U HAA30pYy B chepe 34paBOOXpPaHeHNS.
MopsfoK BblAayYn yKa3aHHbIMU (hefepajbHbiMU rocyAapCTBEHHbIMU BOAXKETHbLIMN
yypexxaeHusMn OaHHOro rpoTokKosia W pa3Mep naaTbl 3@ ero  Bblgady
yCTaHaBnmBatoTcsa NpaBuTensCcTBOM Poccnimnckon ®epepaumm.

5. ExxerogHo He no3sgHee 1 ceBpaia NPoOM3BOANTENN JIeKapCTBEHHbIX CPeACTB
WAn opraHusauuu, OocyuleCcTBASAKOWME BBO3 JIeKapCTBEHHbIX MpernapaToB B
Poccunckyto ®epepauuio, NpeacTaBnsaioT B pefepasibHbli OpraH NCNOJHUTEIbHON
BJlAaCTW, OCYLWECTBAAKWMA (YHKLUUM MO KOHTPOJIKO W HaA3opy B cdepe
30paBoOXpaHeHnsi, MNPOTOKOJI WCMbITaHWA TMOCTYNMBLUEro B Te4yeHWe roja B
rpakgaHcknm obopoT NekapCTBEHHOro rnpenapata KOHKPEeTHOro npom3soauTens
(Ha OAHY Cepuio Ka)Kaoro TOProBOro HauMMeHOBaHUSA C Y4eTOM JieKapCTBEHHOW
opMbl 1 [O3MPOBKK), MPOBOAUMbLIX AKKPEeOAMUTOBAHHbIMW B COOTBETCTBUW C
3aKoHOLaTeNnbCTBOM Poccunckon ®depepaunn ob akkpeauTaumm B HaLWOHaSIbHON
cncTeMe akkpeanTauum ncnoltTateslbHbIMU NabopaTopuamu (LeHTpamn).

6. MpounssoanTenn JIEKapCTBEHHbLIX  CPeAacTB nan opraHusauuu,
OCYLLeCTB/ISIOWLME BBO3 JIeKapCTBEHHbIX NpernapaTtoB B Poccuinckyo denepauuio,
He MeHee 4eM 3a OAUH rof A0 NJaHUpyeMbliX NMPUOCTAHOBAEHUS NN NMPeKpaLleHns
Mpon3BOACTBa JIEKApPCTBEHHbLIX MpenapaTtoB WAM WX BBO3a B Poccuinckyto
depnepauuio ysenomMnatoT 06 3ToM denepasibHbI OpraH UCNOJIHUTEsSIbHOWN BJacTw,
OCYLLEeCTBAAOLWNA (PYHKLMN MO KOHTPOJIIO U HAA30py B chepe 34paBOOXPaHEHUS U
depepasibHbl OpraH UCNOJHUTENbHOW BNACTWU, OCYLLECTBAALWMA PYHKUUM MO
JINLEH3NPOBaHMIO NMPON3BOACTBA JIeKapCTBEHHbIX CPeACTB.

7. BBoo B rpaxaaHCKmm o000pOT KaXKAOoM Cepunm Wan KakZaow napTuu
NMMMYHOBMONOrN4YeCcKOro  JieKapCTBEHHOro  rnpernapaTta, MNpPovM3BedeHHOro B
Poccunckon  ®depepaumm wam  BBO3MMOro B Poccuinckyro  dPepepauunio,
OCYLLEeCTB/IAeTCA Ha OCHOBAHUW pa3pelueHuns, BbloaHHOro penepasibHbiM OpraHoMm
NCMONMHUTENbLHOW BIACTWN, OCYLLECTBAALWMM PYHKLNM NO KOHTPOJIIO N HaA30py B
chepe  34paBOOXPaHEHUs, Ha  OCHOBaHWW  BbIOAHHOro  enepabHbIMU
roCyfapCTBEHHbIMUN  BIOAXKETHBIMU  YYPEXAEHUSAMN, YKas3aHHbIMM B 4actm 4
HacTosdWen CTaTbW, 3ak/l4YeHUss O COOTBETCTBUMM Cepunm WM napTum
nMmyHobuonorn4yeckoro JleKapCTBEHHOro npenapaTa TpeboBaHMAM,
YyCTaQHOBNIE€HHbIM MNpPW €ro rocyfapCTBEeHHOMW peructpaumn. [lopAanoK Bbloaywn
pa3peweHns Ha BBOA B rpaxAaaHCkuh obopoT cepum wam  napTuu
NMMYHOBMONOrN4eCcKOoro sieKapCTBEHHOro npenapaTa, a TakXxe MNopsAoK BblAauyu
YKa3aHHOro 3akJilo4eHUs v pa3Mmep naaTbl 3@ ero Bblgady YCTaHaB/IMBAKOTCA
MpaBuTenscTtBOM Poccunckonm depepauyunn.

8. 3a HenpencTas/seHNE UIN HECBOEBPeMeHHOe npencrassieHne OOKYMEHTOB
N CcBeOeHUn, npenycMOTpPeHHbIX Yactamu 1, 2, 4, 5 n 6 HacTodAwewn CTaTbMw,
nPOu3BOANTENIN IEKAPCTBEHHbLIX CPEACTB U OpraHmsaunm, ocyulecTeasowme BBO3
NleKapCTBEHHbIX npenapaToB B Poccnnckyto depepaunto, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUN C 3aKOHOAATEeNbCTBOM Poccunckon depepaunn.



KoHcynbTaHTI0C: npnMeYdaHune.
C 01.03.2020 B 4. 9 cT. 52.1 BHOCATCA U3MeHeHus (3 o1 27.12.2019 N 475-D3).

Cm. byoyLwyto pegakuuio.

9. MNpencTaBsieHNe OOKYMEHTOB N CBeAEHUN, NPpeayCMOTPEHHbIX YacTamMu 1, 2
N 4 HacTosAwewn cTaTbW, WU NOJIyYeHne npefyCMOTPEHHOro 4acTbio 7 HaCTOALLEWN
CTaTbMW pa3peleHns Ha BBOA MMMYHOBMOOrN4eCcKoro eKapCTBEHHOro npenapaTa
B rpakgaHckum obopoT He TpebyloTCca B OTHOLEHUN NIeKAapCTBEHHbIX NMpenapaTos,
npegHasHa4YeHHbIX A58 NPoBeAeHUSA KJIMHUYECKNX NCCef0BaHNN NIeKapCTBEHHbIX
npenapaTos, rnpoeseneHns 3KCNepTu3bl JlIeKapCTBEHHbIX cpencTs ons
OCYLLECTBJIEHNA FOCYOapCTBEHHOW perncTpaunm seKapCTBEHHbIX MpenapaToB, a
TakXXe B OTHOLIEHUN He3aperncTpupoBaHHbIX JIEKAPCTBEHHbLIX MpernapaTos,
npegHasHa4YeHHbIX O/ OKa3aHUsa MeOUUMHCKOW MNOMOLWM N0  »KU3HEHHbIM
MOKasaHMAM KOHKPETHOro nauneHTa, BBO3UMbIX B Poccuinckyto depepaunto B
COOTBETCTBUUN C YacCTbto 3 cTaTbun 47 HacToAwero degepanbHOro 3aKoHa.

10. Mpwn BbIABNEHUU B TrpaxKgaHCKoM obopoTe cepunm wunm nNapTuun
JNleKapCTBEHHOro npenaparTa, NOKYMEHTbI n cBefieHuns o] KOTOPbIX,
npeaycMoTpeHHble YacTamu 1, 2 m 4 HacTosAwen CcTaTbW, He npencTaBlfieHbl B
depepasibHbli OpraH UCMNOJHUTENbHOW BNACTWU, OCYLWECTBAALWMA PYHKUUM MO
KOHTPOJIIO U Haa3opy B cdepe 34paBooxpaHeHus, nnbo cepun wam napTumn
NMMYHOBNONOrM4eCKOro sieKapCTBEHHOIO npenapaTta, He MMeLWKnxX pa3spelleHuns
Ha BBOJ B rpa>kaaHCkun obopoT, NpefyCMOTPEHHOr0 4aCcTbio 7 HacToALLEN CTaTby,
dhenepasibHbIN OpraH WUCMONHUTENbHOW BAACTU, OCYLLECTBASAOWUA PYHKLUM MO
KOHTPOJIIO N HaA30py B cdepe 34paBoOXpaHeHUs, B nopsgke, YCTaHOBJEHHOM
MpaBuTenscTtBOM Poccunckon depepaunmn, npUHUMaeET peLleHne O npekpalieHunm
rpakgaHckoro obopoTa Takux cepuv uam napTum A0 NpencTaB/eHUs YKa3aHHbIX
OOKYMEHTOB 1 cBeAeHUN NnMbo NoslydeHUs yKa3aHHOro paspeLueHuns.

Cratba 53. Mpoapaxa, nepepayda JieKapCTBEHHbIX cpepncTB
opraHusauuMsMm ONTOBOWU TOProBJIU JIeKapCTBEHHbIMU CpeaAcTBaMMU

KoHcynbTaHTIIOC: npuMeYaHune.
C 29.12.2020 B @63. 1 4. 1 cT. 53 BHOCATCA naMeHeHusa (®3 ot 27.12.2019 N 481-
D3).

1. OpraHusauum OMNTOBOW TOProBAW JIEKAPCTBEHHLIMU CpeacTBamMu MOryT
OCYLWIEeCTBNSATb MNPOAa)Ky JlIeKapCTBEHHbIX CpeacTB WAM nepedaBaTb WX B
YyCTaHOBJIEHHOM 3aKOHO4ATeNIbCTBOM Poccuinckon depepaumnm nopsigke:

1) ApyrmmMm opraHunsaumnam onToBON TOProBJIN nNeKapCTtBeHHbIMU CpeACTBaMN,

2) NpPoOV3BOAUTENSIM JIEKAPCTBEHHbIX CPEACTB AJI9 Lenen npousBoAcTBa
JIEKAPCTBEHHbIX CPEACTB;

3) anTeYyHbIM opraHmsaunsam m seTepmMHapHbIM alNTe4YHbIM OpPraHn3aunamMm,

4) Hay4YHO-UccnenoBaTesIbCKUM opraHusaumnsam ons Hay4HoO-
nccnenoBaTesibCKON paboThbl;

5) wHAMBMAYaNbHbIM  NpeanpuHUMaTENsM, UMeKLWUM  JINLEH3UK  Ha
hapMauLeBTNYECKYD  OeATesIbHOCTb WIn  NINLEH3UIo Ha MeOUNLNHCKYHO
nNeATeNbHOCTb;

6) MeNUNHCKUM opraHmM3sauunam, B TOM yucne CO34aHHbIM n



3apernucTpmMpoBaHHbLIM B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM WHOCTPaHHOIo
rocyfnapcTtsa - 4YjeHa OpraHusaumm 3KOHOMWUYECKOro COTpyaHuU4YecTBa U pa3BUTUA
WHOCTPaHHbLIM  IOpUANYECKMM NMuaM, WHAUBUAYANIbHbIM  NpeanpuHNMaTensm,
ABJIAOWNMCA YHaCTHUKaMM NPOeKTa B COOTBETCTBUM ¢ PenepasbHbIM 3aKoHOM "O
MeXAYHapoOOHOM MeAWLUMHCKOM KJacTepe U BHEeCeHUU N3MEHEHUN B OTAeJsibHble
3aKoHogaTeJslbHble aKThbl Poccuinckon depepaunn, " BeTeprHapHbIM
opraHm3saumnam;

(B pen. ®epnepasibHOro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusaumam " WHONBUAYAIbHBLIM npegnpuHNMaTensmMm,
OCYLLECTBNASAKWMNM pa3BedeHne, BblpallMBaHME W COAEPXKaHME >»XUBOTHbLIX (3a
NCKJTIOYEHVEM MPOAaXXN UM (hapMaLEeBTUYECKUX CyOCTaHUMA Nan nx nepenaydn).

(n. 7 B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-d3)

KoHcynbTaHTIIOC: npuMeYaHune.
C 29.12.2020 4. 2 cT. 53 u3naraetcsa B HOBOW pepakuum (P33 ot 27.12.2019 N
481-D3).

2. OpraHusaunm onTOBOW TOProBAN NIEKApPCTBEHHbIMU cpeacTBamMu obsa3aHbl
XPaHUTb 3aKYMJIEHHYIO (apMaueBTUYeCKylo CybCTaHuMIO cnmpTa 3TUIOBOrO
(3TaHOMa), OCyWecTBAATbL €e peanm3aunio uanm nepepgadyy B YCTaHOBJSIEHHOM
3aKoHoOaTeNnbCcTBOM Poccunckonm denepaumm nopsaake opraHmsaumsaMm, yYKasaHHbIM
B MyHKTax 1 - 7 yacTu 1 HacTosAwWen cTaTbn, B Tape o6beMoM He bonee 1 nuTpa.
(4acTb 2 BBeaeHa denepanbHbiM 3aKOHOM OT 29.07.2017 N 278-93)

CtaTtbsa 54. lNpaBusa onToBOM TOProBJiN JIeKAaPCTBEHHbIMU CpeacTBaMu

OnToBass  TOproBfas  JIeKAPCTBEHHbIMM  CpeacTBaMm  OCYLWLeCTBASETCSH
MPoOn3BOANTENAMUN NIEKAPCTBEHHbIX CPeACTB U OpraHM3aumnsaMm oNTOBOW TOProB/n
NIeKapCTBEHHbLIMM CpeaAcTBaMX MO MNpaBuiaM Haanexawen ancTtpubbroTopcKon
MPaKTUKN 1 MNpaBuaaM Hagsiexxalwen nNpakTUKNM XPaHEHUS U NepeBO3KU
NleKapCTBEHHbIX npenapaTos, YTBEPXAEHHbIM COOTBETCTBYHOLWNMU
YNOJIHOMOY€EHHbIMN hepepasbHbIMU OpraHaMm NCMOSIHNTENBLHON BNACTW.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Ctatba 55. TMMopsAsmoK pPO3HUYHOW TOProBAU JIEKAPCTBEHHbIMMU
npenapartamMm

1. PO3HMYHaaA TOProenas JieKapCTBEHHbIMW rMpenapaTtaMm B KoOJiIM4ecTBax,
HeobxoanMbIX ANA BbIMNOJAHEHUA BpadvebHbiX (denbAwepckrux) Has3HaYeHUn unu
Ha3Ha4YeHUn cneynanncTos B 06J1acTn BeTepmMHapun, OCYLLLECTBASARTCA anTeYHbIMU
opraHusaunsmMm, BeTepUHapHbIMU anTeYHbIMN OpraHn3aumnaMmun, NHOAUBUAYaIbHbIMU
npeanpuHNMaTensamu, nMerLwmnMmn NNLEH3UI0 Ha hapmaLeBTNYECKYIO
DeATeNbHOCTb, MEeAUUUHCKUMU OpraHusauusmMmn, UMerWwmMn JINLEH3UI0 Ha
hapMaLeBTUYECKYID [OefATeNbHOCTb, U unx 060cobneHHbIMM noapasaeneHnsamMm
(ambynaTtopusmMu, denbaepckumMm ”n enbAllepcKo-aKyLepCKUMN  NyHKTaMu,
ueHTpamn  (otpeneHumamu)  obwen  BpavebHOMm  (CeMenHOM)  MNpaKTuKWK),
PacrosiOXKeHHbIMU B CeJIbCKUX HacCeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHusaumm, W BeTEepUHapPHbIMW  OpraHusaunaMu, UMerLWnUMn
NMUEH3NI0  Ha dapMaueBTUYeCKYlo [eATesIbHOCTb. Pa3peweHa po3HUMYHas
TOProBas TOJIbKO JleKapCTBEHHbIMK MpernapaTamMu, 3aperucTpMpoBaHHbIMU B
Poccuinnickon depepaumm WAM  U3roTOBJIEHHBIMM  aNTEYHbIMU OpraHM3aunsaMu,
BeTepUHapPHbIMU anTeYyHbIMn opraHusaumsamm, NHAVUBNAYaSIbHbIMU
npeanpuHMMaTensamu, nMerLwmnmMmn JINLEH3UI0 Ha hapmaLeBTNYECKYIO
[eATeNlbHOCTb. Po3Hn4Has TOprosns NleKapCTBEHHbIMU npenapatamu



OCYyLLEeCTBAAETCA MO nNpaBuiamM Hagnexalwen anTe4yHon NPakKTUKKN, YyTBEP K AEHHbIM
YNOJIHOMOY€EHHbIM (heaepasibHbIM OpraHoM UCMOJIHUTENIbHON BNAaCTW.
(B pen. PepepanbHbiX 3aKOHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

2. Buabl anTeyHbIX oOpraHmMsauuMin K npasBuia OTMNYCKa JIeKapCTBEHHbIX
npenapaTtoB A8 MeAUUWMHCKOro TrpUMEeHeHUsa anTe4YHbIMU OpraHu3aunsamu,
WHONBMAYANbHbLIMU npeanpuHNMaTENSIMN, MMeLWwnmMmn JINLUEH3UI0 Ha
hapMaUeBTUYECKYIO LEeATEeNIbHOCTb, @ TakK)Xe MnpaBula OThnyCcKa JieKapCTBEHHbIX
npenapaToB [AJ19 MegUUUHCKOro MNpUMEHeHUs MeAULWUHCKMMW OpraHu3auunsamu,
MMewLWnMn  NLEH3NIO Ha hapMaueBTUYECKYIO  O0eATEeNbHOCTb, " nx
obocobneHHbIMM  noapasgeneHusmm  (ambynatopusmn,  QenNbOlIEPCKUMN U
denbawepcko-akywepckuMm  NMyHKTaMn, uUeHTpamu  (oTaeneHusmun)  obuwen
Bpa4yebHOM (CeMenHOon) NpaKTUKK), PaCNONIOXKEHHbIMU B CENbCKMX HACENEHHbIX
MYHKTaX, B KOTOPbIX OTCYTCTBYIT anTe4yHble oOopraHusauun, yTBepXAalTcs
YNOJIHOMOY€EHHbIM (beaepasibHbIM OpraHoM UCMOJIHUTENIbHON BNaCTW.

(B pen. ®epepanbHOro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuna oTNycka HaApPKOTUYECKUX CPeacTB U MCUXOTPOMHbLIX BELLECTB,
3aperncTpmMpoBaHHbIX B Ka4decCcTBE JIEKApPCTBEHHbIX MpernapaToB, J1IEKAapPCTBEHHbIX
rnpenapaToB, coaep)XalWnx HapKOTUYeCKMe cpencTBa N NCUXOTPONHbLIE BewlecTBa,
YyTBEPXAATCA YMNOJHOMOYEHHbLIM (hefepajibHbIM  OPraHOM  UCMOJHUTENIbHOMN
BNAaCTW MO COrjlacoBaHUi C genepasibHbiIM OPraHOM WCMOJHUTENbHOWM BAACTH,
YNOJIHOMOY€EHHbIM B Chepe BHYTPEHHUX Oe.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-03)

4. JlekapCTBeHHble NpenapaTbl AJ19 BETEPUHAPHOIr0 MPUMEHEHUS MoanexxaT
OTNYCKY  BeTEepUHApPHbIMW  aNTEeYHbIMW  OpPraHM3auusaMu, BeTEpPUHAPHbLIMU
OpraHusauusamMm, NUHANBNAYAJIbHbIMU NpeanpPUHUMATENAMU, UMEKOLWNUMUN JINLEH3NIO
Ha apMaLEeBTUYECKYIO OeATeNbHOCTb. OTMYCK JIeKapCTBEHHbLIX MpenapaToB A
BETEPUHAPHOr0 MPUMEHEHNS OCYLEeCTBASETCAS B COOTBETCTBMM C MpaBuIamMm
Hagnexawen  anTeyHon NPaKTUKN  JNIEKApPCTBEHHbLIX  MNpenapaToB AN
BETEPMHAPHOI0 MPUMEHEHUS, YTBEPXAEHHLIMU YMNOJIHOMOYEHHbIM (hefepasibHbIM
OpraHoOM MCMOJIHNTESIbHON BAACTW.

(B pen. ®epepanbHoOro 3akoHa ot 02.08.2019 N 297-93)

5. TlepeyeHb MeOVULUUNHCKUX OpraHusauun, UMerwmx JNLEH3NI0 Ha
dapMaueBTNYECKYID OeATeNbHOCTb, U uUx 060cobneHHbIX noapasaeneHui
(ambynaTtopun, enbAwepcknx u genbalepcKo-akKyLepCcKnx MyHKTOB, LLeHTPOB
(oToeneHnn) obwen BpavyebHOM (CEMENHON) MPAKTUKK), PaACMOSIOKEHHbLIX B
CeNbCKMX HacCesIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4yHble opraHu3aymu,
a TaKXXe nepevyeHb JieKapCTBEHHbIX NpernapaToB (3a UCKJIIYEHMEM HapKOTUYeCKUxX
NIeKapCTBEHHbIX MpenapaTtoB M MNCUXOTPOMHbIX JNleKapCTBEHHbIX MNpernapaTos),
npoAaka KOTOPbIX MOXET OCYLEeCTBAATbCA YKa3aHHbIMX OpraHusaumaMm u umx
obocobneHHbIMN nogpasnesieHnamMu, yCTaHaB/INBAIOTCHA opraHammu
NCNONHUTENbHOW BNacTn cybbekToB Poccnnckon ®epepaumm.

(B pen. PenepanbHOro 3akoHa ot 25.11.2013 N 317-93)

6. ANTeYyHble opraHusauun, UHAWBUAYaJIbHble NpenrnpuHuUMaTenun, nverune
NLEH3NIO Ha (apMaueBTUYECKY0 LOesaTesbHOCTb, o0043aHbl obecne4mBaTb
yTBepXAeHHbIn [lpaBnTenbCcTBOM Poccunmckon depepaunn v popMUpyemblin B
YCTAQHOBJ/IEHHOM UM MopsAkKe MWHMMasIbHbI  aCCOPTUMEHT  JIEKapPCTBEHHbIX
npenapaToB, HEOOXO0AMMBbIX 0151 OKa3aHNA MeaAULNHCKON MOMOLL.

(4yacTb 6 B pen. PenepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. ANTeYyHble opraHusauumn, MHOMBUAYasbHblE MPeAnpuHUMaTenn, nmeume
NINUEH3NI0 Ha dapMaueBTUYECKYD OesTeNbHOCTb, HapsAy C JNIeKapCTBEHHbIMU
npenapatamm UMelT MpaBo nMpuobpeTaTb U NpolaBaTb MeAULUHCKME n3aenus,



aesnHunymnpylowme cpeactsa, npegmMeTbl U CpeacTBa JIMHMHOWM TUIrMEHbl, nocyay
018 MeONUMHCKUX uenen, npegmeTbl N cpencTea, npegHa3sHa4vYeHHble ons yxona 3a
00/IbHbIMN, HOBOPOXXOEHHLIMW N OETbMW, HE AOCTUrWKMMKM BO3pacTa Tpex neT,
OYKOBYIO OMTUKY W CpeacTBa yxo4da 3a HeW, MUHepasibHble BOAbl, MPOAYKTHI
ne4yebHOro, nOeTckoro n AueTUYeckoro numTaHua, Ouonorm4Yeckm akKTUBHbIE
nobaBku, nappoMepHble N KOCMEeTUYECKNE CpencTsa, MegULIMHCKNE U CaHUTApPHO-
npocCBeTUTENbHbIE MeYaTHble W3daHuda, npeaHasHaydYeHHble Oas nponaraHgbl
300poBOro obpasa KU3HW.

(B pen. PepepanbHbiX 3aKOHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-®3)

8. [eATeNbHOCTb anTeyHbiX opraHmsauuin BoopyxeHHbiXx Cuni Poccunckon
depepaunmn, OPYrux BOWCK, BOUHCKUX (POPMUPOBAHUIA U OPraHoB, B KOTOPbIX
3aKoHopaTenbLCTBOM Poccunckon ®depepauymm npefycMoOTPEHO MPOX0oXKAeHune
BOEHHOW CNyXbbl mnn denepasbHON roCyaapCTBEHHOW CnyXbbl, CBA3aHHOW C
MpPaBOOXPaHUTESIbHOMN neAaTeNIbHOCThbIo, pernamMmeHTupyeTCcs HaCTOALWMNM
depepalibHbIM 3aKOHOM N YTBEPXAEHHbIMW COOTBETCTBYHOWMMU (hefepasbHbIMN
opraHaMn MCNOSIHUTENbHOW BNAcTU MoNoXXeHnaMu. KoHTposb 3a cobnwogeHnem
YKa3aHHbIMN anTe4yHbIMW OpraHmM3aunsaMmn nosioXKeHnn HacToawero degepaibHoOro
3aKOHa  OCyLlecCcTBAseTCAa  COOTBeTCTBywWUMN  denepasibHbIMM  OpraHamu
WCMNOJIHNTENbHOW BNacTu.

(B pen. ®epepanbHoro 3akoHa ot 13.07.2015 N 262-P3)

CraTtbs 56. M3rotoBsieHMe U OTNYCK JiIeKapCTBEHHbIX NpenapaToB

1. N3roToBneHne neKapCTBEHHbIX MNpernapaTtoB anTeYHbIMU OpraHum3auunsamu,
BeTeEPUHapPHbIMA alTeYHbIMU OopraHmsaundamm, nHaOmnBmMaOyasbHbIMU
npeanpmnHNMaTensamn, nMerLnmMmmn NnUeH3no Ha CbapMaLl,eBTVl‘-IECKy}O
neATesIbHOCTb, OCYLWWECTBNIAETCA MO peuenTaM Ha JieKapCTBEHHbIE MpernapaThl, Mo
Tpe6OBaHI/IFIM MeaNUNHCKUX OpFaHI/IBaLI,I/IVI, BETEPUNHAPHbIX opraH|/|3aL|,|/||7| B
COOTBETCTBUU C NMpaBUJlaMn N3roToBJIEHNA U OTMYCKa JIieKapCTBEHHbIX MNMpenapaTos,
YTBEPXXOEHHbIMN YMNOJIHOMOYEeHHbIM (eaepasibHbiIM  OpPraHoMm NCNOJIHNTENbHON
BNacCTwn.

2. MpM  W3roTOBJMIEHMN  NIEKAPCTBEHHbLIX  MpernapaToB  anTe4YHbIMU
OpraHu3auusaMn, BETEPUHAPHBLIMU anTeYHbIMM OPraHn3aLUnaMn, UHOUBMAYATbHbIMA
npeanpuHUMaTensaMu, nMerLwmnMn NNLEH3UIO Ha thapmaueBTMYECKYIO

OeATeNbHOCTb, WCMONb3ylTCA (dapMaueBTMHeckne cybcTtaHumMM, BKIKOYEHHbIE
COOTBETCTBEHHO B rOCYOAPCTBEHHbLIA peecTp JIeKapCTBEHHbIX CpeacTs Anns
MeANLNHCKOro NMPMMEHEHNSA N FOCYAAaPCTBEHHbIN pPeecTp IeKapCTBEHHbLIX CPeaCcTB
0N BeTepuHapHOro npuMeHeHuss B YCTaHOBJIEHHOM nopsake. He ponyckaeTtcs
N3roToBJIEHME  aNTEeYHbIMW  OpraHM3auMaMu, BeTepUHApPHbIMU  anNTeYHbIMU
opraHm3aunaMun, NHANBUAYya bHbIMU NpPeanpUHUMATENAMU, UMEOLWNMN NNLLEH3NIO
Ha hapmaueBTNYECKYIO DesaTenbHOCTb, JIEKAPCTBEHHbIX npenapaTos,
3aperncTpmpoBaHHbIX B Poccunckon denepauyum.

3. MapKuUpoBKa JieKapCTBEHHbIX MpernapaToB, M3roTOBJIEHHLIX anTeYHbIMU
opraHmMsaunamMmm, seTepmHapHbIMMN anTe4YHbIM OPraHn3aunnamMmn, NHONBMUAOYaJibHbIMIA
npeanpmnHNMaTensamn, nMerLnmMmmn NnUeH3no Ha CbapMaLl,eBTVl‘-IECKy}O
0edaATeNIbHOCTb, U odopMJieHNe TaKMxX npernapaTtoB LOJKHbl COOTBETCTBOBATH
npaswusaMm, yKasaHHbIM B 4acTun 1 HaCTosLWEN CTaTbMW.

4. AnTeyHble OpraHuM3auun, BeTepuHapHble anTeyHble opraHm3auun,
NHAMBMAYyabHblEe npeanpuHUMaTenu, nMerowme NNUEH3UI0 Ha
hapMaLeBTUYECKYID OeATeNbHOCTb, HeCyT OTBETCTBEHHOCTb 3a HecobnwgeHue
npaBul N3roTOBJIEHNSA U OTMNYCKa JiIeKapCTBEHHbIX NpenapaToB B COOTBETCTBUM C
3aKoHOZaTeNIbCTBOM Poccunckon depnepauunn.



CraTbsa 57. 3anpeuwieHue npoaa>xu danbcncpmumpoBaHHbIX
JIeKapCTBEHHbIX CPeAcTB, Hepo0bpoKavyecTBEeHHbIX JIEKAPCTBEHHbIX CPEencTB,
KOHTpadaKTHbIX JIeKapCTBEHHbIX CPpeaAcTB

NMpopaxa danbCcnPULNPOBaHHbIX NleKapCTBEeHHbIX CpencTs,
HefobpoKayYyeCTBEHHbIX JIEKAPCTBEHHbIX CPeACTB, KOHTPa(aKTHbIX JIEKapCTBEHHbIX
CpeACTB 3anpellaeTcs.

CtaTtbsa 58. XpaHeHUe neKapCTBEHHbIX CPencTB

1. XpaHeHne nekapCTBEHHbIX CPeAcCTB OCYLLeCTBAAETCA MNPOU3BOAUTENSAMU
NeKapCTBEHHbIX CPencTB, OpraHM3aumsaMu OMNTOBOM TOProBAM NeKapCTBEHHbIMU
cpeacTBaMy,  anTeYHbIMWU  OpraHusaumsaMn,  BeTEepUHapHbIMKM  anTeYHbIMU
opraHusauvsamm, HANBMAYabHbIMU NpegnpuHUMaTeNaIMu, UMeLWNUMU JINLEH3NIO
Ha (apmMaueBTMYECKYl0 [eATeSNIbHOCTb WU  JIMLEH3UK Ha MeJULUUHCKYI0
[eATeNbHOCTb, MeAULVHCKUMWN OpraHM3aunaMun, BeTepuHapHbiMU OpraHmn3aumamm
W  WHbIMW OpraHusauusaMm, ocylecTBaAfWUMM obpalleHrne NeKapCTBEHHbIX
cpencTB. XpaHeHMe JNeKapCTBEHHbIX CpencTB AN BeTepuHapHOro npuMeHeHus
OpraHM3aunsaMn n NHANBUAYyanbHbIMU NPeanpuHUMaTENaIMN B CllydYasx, €C/In OHU
NCMONb3YITCA UCKJIIOYUTESIbHO MNpU pa3BefeHuU, BblpallVBaHNU, COOEPXaHUU n
NeYeHUN >KUBOTHLIX, MOXXET OCywecTBAATbCA 6e3 nonyyYyeHus NuUeH3un Ha
hapMauLeBTNYECKYIO AeATesIbHOCTb.

(B pen. ®epnepasibHOro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBuna  xpaHeHWsI  NIEKApPCTBEHHbIX  CPencTB  yTBepXXAatTcs
COOTBETCTBYIOLMM YMOJIHOMOYEHHbLIM (hefepasibHbiM OpPraHoM WCMOJIHUTENbHOM
BlACTWN.

3. XpaHeHne HapKOTUYECKUX JIeKapCTBEHHbIX CPeAcCTB, MNCUMXOTPOMHbIX
NIEKAPCTBEHHbIX CPEeACTB, paanodapMaLeBTUYECKUX JIEKAPCTBEHHbIX CpPeacTB
OCYLLLEeCTBJISIETCA B COOTBETCTBMU C 3aKOHOAATeNIbCTBOM Poccuinckon depepaunm.

Cratba 58.1. [lpeaMeTHO-KOJIMYECTBEHHbIN Y4YeT JieKapCTBEeHHbIX
cpencTB AN MEAULUHCKOro NpuMeHeHus
(BBepeHa ®epnepalsibHbIM 3aKOHOM OT 25.12.2012 N 262-93)

1. MNepevyeHb NEKAPCTBEHHbIX CPeAcTB AN MeAULMHCKOro MPpUMeHeHUs,
rnogiiexkatmx npeamMeTHO-KOJINYEeCTBEHHOMY yyeTy, yTBEep)XOaeTcs
YMOMHOMOYEHHbIM (hefiepasibHbIM OPraHOM WUCMOSIHUTENbHOW BNACTW.

2. TlopsAoK BKJOYEHUSA JNIeKapCTBEHHbIX CpencTts ANsa  MeauuUHCKOro
nPMMeHeHUs B TMepedYeHb JIeKapCTBEHHbIX CPeacTB AN  MeAULUHCKOro
NnPMMeHeHns, noanexxalmx npeamMeTHO-KONIM4YeCTBEHHOMY yyeTy,
yCTaHaB/MBaETCA YMNOJIHOMOYEHHbIM qefepasibHbiM OpPraHOM WCMOSHUTENbHON
B/IACTU MO COrJlacoBaHUio C gepepasbHbiM OPraHoOM MWCNOJHUTESIbHOW BNacTH,
YNOJIHOMOY€EHHbIM B Chepe BHYTPEHHUX Oen.

(B pen. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. TlpeOMeTHO-KONMMYEeCTBEHHbLIM  y4YeT JIeKapCTBEHHbIX CpeacTB  AnA
MeANLMHCKOro npuMeHeHns BeayT TMPOU3BOAUTENN JIeKAapCTBEHHbIX CpencTs,
opraHusauum ONTOBOW TOProBAM JIeKapCTBEHHbIMM CpeacTBaMu, anTe4Hble
opraHusauun, wnHaMBMAyanbHble NpeanpuHMMaTeNn, WMelLLne JULEH3NI0 Ha
hapMaLeBTUYECKYID  OefATEe/IbHOCTb  WAM  JIMLUEH3UK  Ha  MeAULUMHCKYIO
DeaATeNnbHOCTb, N MeAULMHCKME opraHm3aummn, ocywiecteaswowmne obpalieHue
NIeKapCTBEHHbIX CPeACTB A1 MEeAULMWHCKOro MNpuMeHeHus, nyTeM perncrpauunmu
nobbIX CBA3aHHbIX C MX obpalweHneM onepauui, NpuM KOTOPbIX U3MEHSeTCs UX
KOIMYeCTBO U (MNIM) COCTOAHME, B CheuunasbHbIX >XYpHasax y4dyeTa onepauun,



CBA3@aHHbIX C obpalweHneM feKapCTBEHHbIX CPeacTs ANas  MeauuUHCKOro
npuMeHeHus (fanee - cneunanbHble XXYpPHabl).

4. TpaBuvna perucTpaumu onepauuin, CBA3aHHbIX C  obpalleHnem
NIEKAPCTBEHHbIX CPeacTB  AJISs MEeAULUUHCKOro TMPUMEHEHUS, BKJIIOYEHHbIX B
nepeyeHb NIeKapCTBEHHbIX CPEACTB ANA MeAULNHCKOrO MPUMEHEHUS, NoaJsiexxalnx
npeaoMeTHO-KOJIMYECTBEHHOMY Yy4eTy, B CheunanbHbiX >KypHasax W rnpasuia
BEAEHMS N XPaHEHUA CrneunaNbHbIX XXYPHAJOB YyTBEPXAATCA YNOJHOMOYEHHbIM
henepanbHbIM OPraHOM UCMOJHUTENILHOM BNACTW.

5. KOHTponb 3a cobnogeHneM npasu perncrpaymu onepauunin, CBsA3aHHbIX C
obpalleHnemMm neKapCTBEHHbLIX CpPeacTB ANnd MeAUUWMHCKOro  MNPUMEHEHKnS,
BKJIIOYEHHbIX B MNepevYeHb JIeKApCTBEHHbLIX CpPeacTs AOna MeguuUHCKOro
npMMeHeHus, nogiexawmux npegmMeTHO-KOJIMYeCTBEHHOMY y4eTy, B crneymaibHbIX
KYpHanax, a Takxe 3a cobnogeHmemM npaBus BEAEHUSA N XPaHEHUA cneymaibHbIX
XKYpHanos BO3JlaraeTcs Ha YMNOJIHOMOY€EHHbIE dhenepasnbHble opraHbl
WCMNOMIHWTENIbHOW BNACTW WU OpraHbl  WUCMOJIHUTENbHON BJAaCcTU CybbEeKToB
Poccunckon ®depepaynn, OCywWEeCcTBAAKLWME JIMLEH3NPOBAHME MPON3BOACTBA
JIEKAapPCTBEHHbIX CpeacTB, (apMaueBTUYeCKOW OeATEeNbHOCTU U MeOULMHCKOW
0eATeNbHOCTU, N OCYLLECTBAAETCHA B paMKaX JIMLEH3NOHHOIO KOHTPOJIA.

Fnasa 11. YHUYTOXXEHUE JIEKAPCTBEHHbIX CPEACTB

CtaTtba 59. OCHOBaHMA M MNOPAAOK YHUYTOXKEHMUS JieKapCTBEHHbIX
cpencTts

1. HepobpokayecTBeHHbIE JIeKapCTBEHHbIE cpeacTBa, dasbCuPUUNPOBaHHbIE
NeKapCTBEHHble CpencTBa noasiexaT U3bATUIO U3 0OpalleHns U YHUYTOXXEHUIO B
nopsgke, ycraHosneHHoM lNpasutenbcTBoM Poccuinckon depepaunmn. OCHoBaHUEM
ONA  YHUYTOXEHUA JieKapCTBEHHbIX CpencTB 4BNAETCA peleHve BJafesibua
JIeKapCTBEHHbIX CpencTB, pelleHne COOTBEeTCTBYHLWEro YrnoJiHOMOYeHHOro
dhenepasibHOro opraHa UCMOHUTENbHOW B/IACTU UK pelleHune cyaa.

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpahaKkTHble JNeKapCTBEHHble CpeacTBa MogNexaT W3bATUIO U3
obpalleHns ©n YHUYTOXEHMIO NOo peweHuto cypa. [opagok YyHUYTOXeHUN
KOHTPagaKTHbIX JIEKAPCTBEHHbIX CPencTB YyCTaHasnamBaeTca [1paBUTeNbCTBOM
Poccunckon depepauun.

(B pen. ®epnepasibHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxopbl, CBSI3aHHbIE C YHUYTOXXEHMEM KOHTpPadaKTHbIX JIEKAPCTBEHHbIX
cpencTB, HefobpoKavYeCTBEHHbIX J1IeKapCTBEHHbIX CPeacTB, PasibCnPULMPOBAHHBIX
NeKapPCTBEHHbIX CPeACTB, BO3MELLAOTCA UX BNafesbLeM.

4. Bnapeneu  NeKapCTBEHHbIX CPeAcTB  [OOJ/DKEH  MpeacTaBuTb B
YMNOMHOMOYEHHbIN (heaepanbHbIl OpraH WUCNOMIHUTENbHOW BNACTU OOKYMEHT Wun
3aBEPEHHYI0 B YCTAHOBJIEHHOM TMOpPsAKe ero Konuio, MNoATBep)xAatolive ¢akT
YHUYTOXKEHNSA NIeKapCTBEHHbIX CPeaCTB.

5. CooTBeTCTBYIOLWNN YMNOJIHOMOY€EHHbI henepasnbHbIN opraH
NCMONMHUTENbHOW BNACTU, NMPUHABLLUNIA pewleHne 06 YHUYTOXEHUN NeKapCTBEHHbIX
CPeAcTB, OCYLECTBAAET KOHTPOJIb 3a UX YHUYTOXEHMEM.

6. YHNYTOXEHMe NeKapCTBEHHbIX CPencTB MPOM3BOAUTCH OpraHM3auusaMu,
MMELWNMN COOTBETCTBYIOLLYIO JINLEH3UID, Ha cneunanbHo 060py[oBaHHbIX
naowagkax, MoaMroHax w B cneumanbHO 060pyAOBaHHbIX MOMELEHNAX C
cobnogeHvem TpebosBaHu B ob6nacTm  OXpaHbl  OKpyXKawlwen cpenbl B



COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccnmnckon degepaumnu.

7. HapKOTI/I‘-IeCKI/Ie NnekKapCTBeHHbIE CpeacTBa, NCUXOTPOINHbIE NeKapCTBEHHbIE
cpencTtea, pagvodapMaueBTUYeCKMe NleKapCTBEHHble cpefCTBa YHUYTOXKATCA B
COOTBETCTBUU C 3aKOHOLATENIbCTBOM Poccnmckom depepaumnn.

Fnasa 12. TOCYAAPCTBEHHOE PEr'YJINPOBAHMUE LEH
HA NNEKAPCTBEHHDbIE NMPEMNAPATbI And MEANUNHCKOIo NPUMEHEHUA

Ctatba 60. NocypapcTBeHHOE peryJimpoBaHMe LeH Ha JieKapCTBeHHble
npenapaTbl A/ MEAULUHCKOro NpUMeHeHus

FocynapCTBEHHOE pPeryinpoBaHME LIeH Ha JIeKapCTBEHHble npenapaTtbl ANs
MeANLNHCKOro NpUMeHeHNs oCyLLecTBASETCS NOCPeACTBOM:

1) yTBepxaeHusa [paButenbctBoM Poccunckon depepaunnm nepeyHs
XXN3HEHHO HeOobXOoOAMMbIX U BaXKHEWLLNX JIeKapCTBEHHbIX MpernapaToB, KOTOPbIA
chopMmpoBaH B YCTaHOBJSIEHHOM MM MOpsiAKe Ha OCHOBE KOMMJIEKCHOW OLEHKU
NleKapCTBEHHbIX MpenapaToB, BKJOYas aHaaAn3 CBeAeHUM O CpaBHUTENIbHOWN
KJIMHNYECKON 3(P(PeKTUBHOCTU 1 Be30MacHOCTU IeKapCTBEHHOIr0 CpeACTBa, OLUEHKY
SKOHOMUYECKUX MOCNeaCcTBUN NMPUMEHEHNS NIeKapCTBEHHOIO CPeACTBa N U3yYeHue
[OMNONHUTENIbHbIX MOCEACTBUA MPUMEHEHUSA NEeKapCTBEHHOI0 CPeaACTBa;

(n. 1 B pen. ®enepasnbHOro 3akoHa oT 22.12.2014 N 429-03)

2) yTBEpPXAEHMA MeTOoAMKW pacHeTa npefenbHbiX OTAYCKHbIX  LEeH
npomsBoanTesien Ha JieKapCTBEHHble npenapaThl, BKJ/IOYEHHble B MepevyeHb
YXN3HEHHO HEeOobXoAMMbIX N BaXKHEMLWUX JIEKAPCTBEHHbIX MpenapaToB, a TakxXe
BHeLpPEeHUSA MeXaHN3MOB (POPMMNPOBAHUA CNCTEMbI PpePepPeHTHbIX LeH;

(B pen. PepepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-03)

3) rocymapCTBEHHOMN perncrpauunm npefenbHbiX  OTAYCKHbIX  LEH
npom3BoanTenen Ha JleKapCTBEHHble MpenapaThl, BKJ/IOYEHHbLIE B MepevyeHb
MN3HEHHO HEOHXOANUMbIX N BaXXHENLLMX IEKAPCTBEHHbLIX NMPenapaTos.,;

(B pen. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BefeHMs TOCYy[LapCTBEHHOrO peecTpa npefesibHbIX OTMYCKHbIX LEeH
npounsBoguTeNen Ha JfeKapCTBeHHble mnpenapaTbl, BKJOYEHHbIE B TMepeYveHb
YKU3HEHHO HEOOXOAMMBIX U Ba)KHENLUMX JIEKAPCTBEHHbIX NPEenapaTos;

5) yTBEp)XOEHUS METOONKWN YCTaHOBIEHNA OpraHaMn UCMONMHUTENIbHOW BNaCTn
cybbekToB Poccunckon depepauunn npenesibHbIX pa3MepoB OMTOBbIX HaAbaBOK U
npefesibHbiX pa3MepoB PO3HUYHbIX Hanb0aBOK K (paKTUYECKMM OTMYCKHbIM LieHaM,
yCTaHOBJIEHHbIM npoun3BoanTenaMm NeKapCTBEHHbIX npenapaTos, Ha
JNleKapCTBEeHHble npernapaTbl, BKJIIOYEHHbIE B NMepeyvyeHb XU3HEHHO HeobxoanMbIX U
Ba)XKHeNLMX IeKapCTBEHHbIX MpenapaTos;

6) yCTaHOBNEHUS npefesibHbIX pa3MepoB OMTOBbIX HaAbaBOK M NpeaesibHbIX
pa3MepoB  PO3HUYHbIX HaAbaBOK K  (haKTUYECKUM  OTMYCKHbIM  LEeHaM,
YCTAHOBJIEHHbIM NnpPou3BOANTENSMU NIeKaPCTBEHHbIX npenapaTos, Ha
NIeKapPCTBEHHbIE NpernapaThbl, BKJOYEHHbIE B NepeyeHb XXU3HEHHO HEOOXOAUMbIX U
Ba)KHENLUMX JIEKAPCTBEHHbIX NpernapaTos.;

7) yTBEepXAeHus nopsaka BblAayyn npeanncaHuin opraHam MUCNOJIHUTESIbHON
Bnactu cybbektoB Poccunckon depepaunmn o npuBefeHMM B COOTBETCTBUE C
3akoHogaTeNnbCTBOM Poccunckon depepaumm peweHnn 06 ycTaHoOBAEHUU
npefesibHblX pa3MepoB ONTOBbIX HaAbaBOK M NpefesibHbIX pa3MepoB PO3HUYHbIX
HanbaBoK K (PaKTUYECKMM OTMYCKHbIM LleHaM, YCTaHOBJIEHHbIM MPOU3BOAUTENSAMN
NleKapCTBEHHbIX MpernapaToB, Ha JleKapCTBEHHble rpenapaThl, BKJOYEHHbIE B



nepevyeHb >XM3HEHHO HEOOXOAMMbIX W Ba)XHEWLWWUX JIeKapCTBEHHbIX MpernapaTos,
eC/I1 OHM MPMHSATbI C HapyLWeHWeM 3aKoHogaTenbCcTBa Poccuiickon depepaunu, B
nopsiake, ycTaHoBMeHHOM lMpaBuTenbCTBOM Poccuinckon degepauuny;

8) HanpaBsieHs YNOJIHOMOYEeHHbIM (hefepasibHbIM OPraHoM UCMNOJSIHUTESIbHOM
BJlIaCTM OpraHaM WCMNoAHUTEeNnbHOM Bnactu cybbvekToB Poccunckon depepaumu
npeanucaHuin o npueefeHUN B COOTBETCTBME C 3aKOHOAATEesIbCTBOM Poccumnckon
depepauunm NPUHATBIX C HapylleHneM 3akoHodaTenbcTBa Poccunckon depepaunm
peweHun o6 ycTaHOBNEHUM npefesibHbiIX pa3MepoB ONTOBbIX HaabaBoK wu
npefesibHblX pasMepoB pPO3HUYHbIX HaAbaBOK K LUeHaM Ha JieKapCTBEHHblIe
npenapaTbl, BKJ/IIOYEHHble B MNepevyeHb >XXU3HEHHO HeobXOoAUMbIX U Ba)KHEWLWUnx
JleKapCTBEHHbIX NpenapaTos;

9) ocywecTBneHusa denepasbHOro rocyfapCTBEHHOro Haa3opa B cdepe
obpalleHns neKapCTBEHHbLIX CpPeaAcTB W pPEernoHasbHOro rocyaapCTBEHHOrO
KOHTPOJIA 3a NPUMEHEHUEM LieH Ha JieKapCTBEHHbIe npernapaTbl COOTBETCTBEHHO
YNOJIHOMOYEHHbIMN  (hbepepasnbHbIMKM  OpraHaMu  WUCNOJHUTENbHOW BRACTU 1
OopraHamMm NCNOSIHUTENIbHOM BfacTn cybbekToB Poccumnckon depepaumnm CornacHo
MX KoMMNeTeHUMM B nopsake, YCTaHOBNEHHOM [lpaBuUTesibCTBOM POCCUNCKON
depepaunu;

(n. 9 B pen. PepepasnbHOro 3akoHa ot 25.06.2012 N 93-d3)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 B n. 10 cT. 60 BHOCATCA M3mMeHeHns (3 ot 27.12.2019 N 475-D3).

CMm. Byayulyo pegakumio.

10) npuMeHeHMa nNpefyCMOTPEeHHbIX 3aKOHO4ATeNbCTBOM  Poccuinckonm
depepaunm mMep OTBETCTBEHHOCTU 3a HapylleHue nopsgka ueHoobpa3oBaHUS Ha
YXN3HEHHO HeobxoauMble N BaXKHeNLWne neKapCTBEHHbIe npenapaThbl.

KoHcynbTaHTIA0C: npnMeYdaHune.

3apeructpupoBaHHble 0o 07.06.2019 npepesibHble OTMYCKHbIE LEHbl noasexatT
obsazaTenbHoM nepepernctpauymm B 2019 - 2020 rogax B COOTBETCTBUN CO CT. 2
@3 o1 06.06.2019 N 134-D3.

Crtatba 61. TlocypapcTBeHHas perucTtpauvs M nepeperucrpauus
npepenbHbIX OTNYCKHbIX LUeH MNpouM3BOoAMUTEsNIen Ha JieKapCTBeHHble
npenapaTbl, BKJIIOYEHHble B MNepeyYeHb J>KU3HEHHO HeobXoauMbIX M
Ba>XHEeWLLUUX JIeKapCTBEHHbIX NpenapaTos

(B pen. ®epepanbHOro 3akoHa ot 06.06.2019 N 134-d3)

1. T[lpepenbHass OTMNyCKHasa LULeHa NpPou3BOAUTEsNII Ha JieKapCTBEHHbIN
npenapaT, BKJIIOYEHHbIN B MepevyeHb >XU3HEHHO HeOoOXOAUMbIX W Ba)XKHEWLnx
NIeKapCTBEHHbIX MpenapaToB, MNOAJIEXUT rOCYyAapCTBEHHOW perucrpauun B
nopsagke, ycTtaHoBsieHHOM [lpaBuTenbcTBOM Poccunickon depepauumn, Ha
OCHOBaHMM MNpeACTaBJ/IEHHOr0 B  YMNOJIHOMOYEHHbIN  defepasibHbli  opraH
NCNOJIHUTENIbHOWN BJlaCTU 3aABJIeHNS aepxxatens nnn BJlajesnbLa
perncTpaymoHHOro y[oocToBepeHus JleKapCTBEHHOr o npenapaTa
(YynosHOMOYEHHOro UM snua).

2. 3aperucTtpupoBaHHas npenesibHasd OTMyCKHas LeHa Mnpou3BoAUTENs Ha
JNIeKapCTBEHHbIN MpenapaT, BKJOYEHHbIA B NMepeyYeHb XU3HEHHO HeobxoaouMbIX 1
Ba)KHENLLUMX NEeKapCTBEHHbIX MpenapaToB, MOXeT ObiTb nepeperncTpmpoBaHa B
CTOPOHY YyBEAMYeHMss OoOWH pa3 B KajleHQapHOM roAy Ha OCHOBaHUK
npeacTtaB/ieHHOro B YMOJIHOMOYEHHbLIN defepanbHbin opraH WUCMOJHUTENbHOW



BMacTM A0 1 okTabps KaXkOooro roga 3asiBNIeHUA Aep)XaTensa wuam Bhagesbla
pernctpaunoHHoOro YyLOCTOBEpPEeHNs JIeKapCTBEHHOr 0 rnpenapaTta
(ynonHOMOYEHHOro nm nnua).

3. 3apeructpupoBaHHas npenesibHas OTMyCKHas LeHa Mnpou3BoAUTENa Ha
JIeKapCTBEHHbIN MpenapaT, BKJIOYEHHbIA B MepeyeHb XU3HEHHO HeobxoauMbIX U
Ba)KHENLLUMX NEeKapCTBEHHbIX MpenapaToB, MOXeT ObiTb nepeperncTpmpoBaHa B
CTOPOHY CHW)XEHMUS Ha OCHOBAaHUM NpPencTaB/€HHOr0 B YMNOJIHOMOYEHHbIN
pefepasibHbli  OpraH WCNOJHUTENbHOW BNACTU 3asaBJ/IEHUS AepxXXaTena wuam
Blagenbua pPerncTpaumoHHOro YyAoCTOBEPEHUS JNIeKApCTBEHHOro npenapaTa
(YynoNIHOMOYEHHOro nm nnua).

4. [epxaTenb WM Bragenel  pPerucTpaumoHHOro  yaooCTOBEpeHus
NleKapCTBEHHOro npenapaTta (yrnosHOMOYeHHoe MM nuuo) obsA3aH npeacTtaBuUTb B
YNOJIHOMOYEHHbIN defepasbHblii OpraH WCMONHUTENLHOW BJlACTU 3asB/IeHNE O
nepeperncTpaumm 3aperncTpmpoBaHHOM npenesbHoOu OTMYCKHOWN LLEeHbI
npomn3BOaAMNTENS Ha JIEKApCTBEHHbLIA nNpenapaT, BKJ/KYEHHbLIA B MNepeyeHb
XXU3HEHHO HEOBXOAMMbIX N Ba)KHEWLLUWUX NIEKApCTBEHHbLIX MNpernapaToB, B CTOPOHY
CHMXXEHNS B Cnefyowmnx caydasax:

1) CHWXKeHue ueHbl B MHOCTPaHHOW BajlloTe Ha JIeKapCTBEHHbLIA npenapaT B
CTpaHe npomu3soauTena u (Mnu) B CTpaHaX, B KOTOPbIX JIEKAPCTBEHHbLIN NpenapaT
3aperncTpmpoBaH 1 (Man) B KOTOopblie NOCTaBAAETCA NPOU3BOAUTENEM;

2) CHWXeHWe LUeH Ha pedepeHTHble JfeKapCTBEeHHble TrpenapaTbl B
COOTBETCTBUM C TMNyHKTOM 1 HacToAwen YacTm (Ana COOTBETCTBYHOLLUX

BOCMNPOU3BEAEHHbIX, BrnoaHanoroBbIx (bronopobHbIX) NIeKapCTBEHHbIX
rnpenapaTos);
3) rnpesbilleHne npenenbHon OTMYCKHOMN LeHbl Ha nepBbIN

BOCMPON3BeOeHHbIN, BrnoaHanorosbin (bnonogobHLIN) NekapCTBEHHbIN MnpenapaT
WHOCTPAHHOIro NPOM3BOACTBA HafA nMpenesibHOM OTMYCKHOW LLeHOW npon3BOAUTENS
Ha BTOpPOM BOCMpPOU3BeAEeHHbINn, bnoaHanoroebi (bnonofobHbIN) NeKapCTBEHHbIN
npenapaT, pPacCYNTaHHOMW B COOTBETCTBUM C METOAMKON, YTBEP>XOEHHOW
MpaBuTenscTBOM Poccunckonm depepauynu;

4) rnpesbllleHne npenenbHoOn OTMYCKHOWN LLeHbl Ha nepBbIn
BOCMPOnU3BeOeHHbIN, BrnoaHanoroebin (bnononobHLIN) NekapCTBEHHbIW MnpenapaT
npou3BoanTeNsa rocyfapcrtea - 4ieHa EBpa3suMmMCcKoro sKOHOMMYECKOro Cok3a Hapg
npenesibHOM OTMNYCKHOM LUEHOM npoum3BoauTeNns Ha BTOPOW BOCMPOU3BELAEHHbLIN,
brnoaHanorosbln  (6MoNofobHbIN) NleKapCTBEHHbLIM MpenapaT Mpou3BoauUTenNs
rocygapcrtBa - 4jeHa EBpa3sMnCKOro 3KOHOMMYECKOro COK3a, pPacCYNTaHHOW B
COOTBETCTBMM C METOAWKOW, YyTBep>XAeHHon [lpaButenbCcTBOM Poccummnckon
depepaunn.

5. Nopsanok nepeperncTtpaunm 3aperncTpmpoBaHHbIX rnpenesibHbIX OTNYCKHbIX
LeH npousBoguTenen Ha JsieKapCTBEHHbIe rnpenapaTbl, BK/OYEHHbIE B MepevyeHb
YKN3HEHHO HEeOBXO0AMMbIX U BaXKHEMLIMX NIEKapCTBEHHbIX MpernapaToB, B CAy4YasXx,
NnpenyCcMOTPEHHbLIX YacTaMu 2 - 4 HacTosWwew CcTaTbW, YCTaHaBAMBaETCSH
MpaBuTenscTtBOM Poccunckonm depepauyunn.

6. DKOHOMNYECKMI aHaNN3 npeaesibHOM OTNYCKHOW LEeHbl MPOU3BOANTENA Ha
NIeKapCTBEHHbLIN NpenapaT, BKJYEHHbIN B NepeyYeHb XXU3HEHHO HeobXoauMbIX U
Ba)KHENLLUNX JIeKapCTBEHHbLIX MpenapaToB, NpPN ee rocyfapCTBEHHOW perncrpauunmn
nan nepeperncTpaunm ocyulecTenaeTca penepasbHbiM OPraHOM MCNOJHUTENIbHOWN
BJIACTN, OCYLLECTBASAOLWMM PYHKLUN NO NPUHATUIO HOPMATUBHbIX MPaBOBbIX aKTOB
N KOHTpPOJIIO 3a cobnwgeHneM 3akoHodaTesNlbCTBa B cdepe rocynapCTBEHHOro
peryanpoBaHus LeH (TapndgoB) Ha ToBapbl (ycayrn).



7. PacyeT npenenbHbIX OTMYCKHbIX LEeH, YKa3aHHbIX B 4acTax 1 n 2 HacToswen
CTaTbX, NpPU WX TrOCyJapCTBEHHOW perncTpaunm wunaum nepeperncrpaunm
OCYLLEeCTBNAETCA B COOTBETCTBUN C METOANKOW, YyTBEPXAEHHOW [MpaBNTEe/IbCTBOM
Poccunckonm depgepaynm 1 y4nTbiBaloWEn B TOM Yucne:

1) cobniopgeHne 6GanaHca WHTepecoB noTpebutenen NeKapCTBEHHbIX
NMpenapaToB, BKJIIOYEHHbLIX B MepeyYeHb >XMU3HEHHO HeobXOoAMMbIX U Ba)KHEMLIUX
NIEKAPCTBEHHbIX MpernapaToB, W MNPOU3BOAUTENEN JNeKApPCTBEHHbLIX MpenapaTos,
BKJIIOYEHHbIX B NepevyeHb XXU3HEHHO HEOOXOAUMbIX N Ba)KHENLLINX NleKapCTBEHHbIX
npenapaTos.;

2) (aKTU4YeCKyl OTMYCKHYI LEHY Ha JIeKapCTBEHHble nMpenapaTbl B
Poccunckon depepaunn, LeHy BBO3a JIeKapCTBEHHbLIX NpenapaTtoB B PoCCUUCKYIO
depepaunto, a TakKXe LUeHbl Ha aHaJIorM4yHble NeKapCTBEHHble npenapaThl,
Haxopsawmecs B obpaweHun B Poccunckon depepaunu;

3) 3aTpaTbl NPOU3BOAUTENS JIeKAPCTBEHHOrO npenapaTta Ha NPoM3BOACTBO U
peannsaynto neKapCTBeHHOIro rnpenapaTa,

4) ueHY Ha NeKapCTBEHHbIN NMpenapaT, ero LeHy B CTpaHe Npou3BoanTens u B
CTpaHax, B KOTOPbIX JIEKAPCTBEHHbLIM MnpenapaT 3aperucTpupoBaH un (uaum) B
KOTOpbl€ MOCTaBASETCSA MPON3BOAUTESIEM.

8. He ponyckaioTca peanuvsauna v OTMYCK JieKapCTBEHHbLIX MpenapaTos,
BKJIIOYEHHbIX B MepevyeHb XXU3HEHHO HEOOXOANMbIX U Ba)XHENLLIUX NIEKapCTBEHHbIX
npenapaToB, Ha KOTOpble MPOM3BOAUTENSAMUN JIEKAPCTBEHHbLIX MNpernapaToB He
3aperncTpmpoBaHa npefesibHas OTNYCKHasa UeHa, peanusaumsa Npom3BoaAnTeNAaMU
NIeKapCTBEHHbIX NpenapaToB Mo LEeHaM, NPEeBbIWALWNM 3aperncTpMpoBaHHbIE NN
nepeperncTpupoBaHHble npefesibHble OTNYCKHble LEeHbl Ha JIeKapCTBEHHbIE
npenapaTbl C y4eTOM HaJsiora Ha A06aBNEHHYIO CTOMMOCTb.

9. OcobeHHOCTN rocynapCTBEHHOIO peryanpoBaHnsa npenesibHbiX OTNYCKHbIX
LeH npou3BOAUTENEN Ha NeKapCTBEHHbIE MpenapaTbl, BK/YEHHbLIE B MepeyeHb
XKU3HEHHO HeobXoAMMbIX W BaXXHEWLWIUX JIEKApPCTBEHHbIX MNpenapaToB, B
3aBUCMMOCTU OT 3KOHOMUYECKUX U (Mn) coumanbHbIX KputTepmes (M3MeHeHune
yC/noBUIW, nopsiaka MU CTOMMOCTW MPOM3BOACTBA JIEKAPCTBEHHbIX MNpenapaTos,
ncnosib3oBaHMe HOBbIX (OpPM, MeToAoB W crnocoboB rocynapCTBEHHOro
peryvmpoBaHUsa LEH Ha JleKapCTBEeHHble npenapaTbl, B TOM 4uUC/Ne Ha OCHOBE
MexaHun3Ma pedepeHTHOro ueHoobpasoBaHUA, WU3MEHEHUN MOpPSAAKa OKa3aHUs
MEeANLNHCKON MOMOLLN, N WUHble U3MEHEeHUs) yCTaHaBnuBatoTCA MpaBUTENbCTBOM
Poccunckon ®epepaumn.

Ctatba 62. lNocypapCTBeHHbIN peecTp npepesibHbIX OTNYCKHbIX LeH
npousBoAMTEsIEM HA NIeKapCTBEeHHbIe npenapaTbl, BKJ/IlOYEeHHbIe B NepeYyeHb
>KM3HEHHO He0obXO0AMMbIX U Ba>KHENLLUX JIeKapCTBEHHbIX NpenapaToB

1. 3aperncrtpupoBaHHble UKW  MEepeperncTpMpoBaHHbIE  MpenesbHble
OTMYCKHbIE LEHbl MPON3BOANTENEN HAa NNIEKAPCTBEHHbIe NpernapaThbl, BKJOYEHHbIe B
nepevyeHb XXM3HEHHO HEOOXOAMMbBIX W Ba)KHEWLLIUX JIeKapCTBEHHbIX MpenapaTos,
nognexxaT BKJIIOYEHMIO B FOCYAaPCTBEHHbLIN peecTp npeaesibHbiX OTMYCKHbIX LEH
npousBoauTesnien Ha JieKapCTBEHHble nMpernapaTbl, BKJIOYEHHbIE B MepeYeHb
YXN3HEHHO HEOBXOANUMbIX U Ba>KHENLLUNX JIeKapCTBEHHbIX MpernapaTos.

(B pen. ®epepanbHoOro 3akoHa ot 06.06.2019 N 134-D3)

2. FocynapCTBEHHbIN peecTp npefesibHbIX OTAYCKHbIX LeH npou3soauTesnei
Ha JIeKApPCTBEHHbIE NMpenapaThbl, BKOYEHHbIE B NepeyeHb XXNU3HEHHO HEOOX0ANMbIX
N Ba)HENLINX JIEKAPCTBEHHbLIX MpernapaToB, COAEPXUT B cebe cneayoulyto



MHopMaLunio;

1) HavMeHOBaHMe pgepxaTend WAM  Blagenbula  pPerncTpaumMoHHOro
yOOCTOBEpPEHUS JNIeKapCTBEHHOro npenapaTta, HaMMeHOBaHWe Mpou3BoaUTeNs
NleKapCTBEHHOro npenapaTta, CBedeHWs O perucTpauum pepxxatens Wan
BNagenbla perucTtpaunuoHHOro yaoCTOBEPEeHUs JeKapCTBEHHOro rnpenapaTa,
CBeleHUss O perucTpauum npousBoAUTENs JNeKapCTBEHHOro npenapata A4
MeOVLUWNHCKOro rMpUMeHeHUs B KadyecTBe HaJsoronjaTesblmnka B CTpaHe
perncrtpaunm (ANs PoCCUNCKUX IOPUONYECKUX NUL - NAEHTUPUKALMOHHBIA HOMEpP
Hanoronnatenswmka (MHH), AnA WMHOCTpPaHHbLIX OPUANYECKUX UL - CTpaHa
perncrtpaumu, HauMeHOBaHMWEe pPerncTpupylowero opraHa, perncTpaumoHHbIN
HOMep, KoL HasorornJsiatesiblWmKa B CTpaHe peructpaunm (MHKopropaunum) nam ero
aHasor), MecTO HaxOoXXOEeHWUs MNPOU3BOACTBEHHbIX MOLWAA0K, Y4YacTBYHOLWMNX B
npouecce npou3BOACTBa JIeKapCTBEHHOro npenapaTa, C YKa3aHuem CcTaguu
npowecca Nnpovu3BoACTBa;

(n. 1 B pen. ®epnepanbHOro 3akoHa ot 28.12.2017 N 425-03)

2) HanMeHoBaHMe JIeKapCTBEHHOr o npenapaTa (MexxagyHapogHoe
HenaTeHTOBaHHOE, WAW T[PYNnNUPOBOYHOE, WIN XUMUYECKOe U TOoprosoe
HAaMMEHOBAHUSA);

(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PerncTpPaLoHHOro yAOCTOBEPEHUSA NIEKAPCTBEHHOrO NpenapaTa;

4) nekapcTBeHHas QopMa C YKasaHMEM [OO03MPOBKWU JIeKApPCTBEHHOro
npenapaTta M ero Koaum4yecTtBa BO BTOpUYHOM (noTpebuTesnbCkon) ynakoBKe, a
TaK>Xe KOMMNJIEKTHOCTb;

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTINOC: MpnMeYvaHume.
C 01.03.2020 B nN. 5 4. 2 cT. 62 BHOCATCA UaMeHeHna (®3 o1 27.12.2019 N 475-
®3). Cm. byayulyto pegakuuto.

5) 3aperncTpupoBaHHas npeaesbHas OoTNyCKHas LeHa B pybnsx;

6) paTa ” HOMep npukasa YMNOJIHOMOYEHHOro qefepasibHOro oOpraHa
NCMONHUTENLHOW BNACTU O roCyAapCTBEHHOW perucTtpaunum nan nepepermcrpauunm
npefesibHONM OTMYCKHOMW LeHbl Ha JNeKapCTBEHHbIN npernapaT, BKJIIOYEHHbIA B
nepeyvyeHb XNU3HEHHO HEOBXOAUMbIX N BaXKHENLLNX NNIeKapCTBEHHbIX NpernapaTos;

(B pen. PenepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, o1 06.06.2019 N 134-03)

6.1) paTta BCTYnJieHMa B CWAY MNpuKasa YMoJHOMOYeHHOro denepasbHOro
opraHa WCNOJHUTENIbHOM BAACTM O TrOCYyAApPCTBEHHOW peructpaumm  unum
rnepeperncTpaummn npegenbHon OTMYCKHOWN LLeHbl nponssoanTens Ha
JNIeKapCTBEHHbIN MpenapaT, BKJIOYEHHbIN B NMepeyeHb XU3HEHHO HeobxoauMbIX W1
Ba>KHENLLUWX NIeEKapPCTBEHHbIX NMpenapaTos.;

(n. 6.1 BBegeH PepepanbHbIM 3aKOHOM OT 06.06.2019 N 134-93)

7) WTPUXOBOW KOO, HAHECEHHbLIN Ha BTOPUYHYIO (MOTPeEBUTENBCKYIO) YMaKOBKY
JIeKapCTBEHHOro npenapaTa;
(n. 7 BBegeH ®epepasibHbiM 3aKOHOM OT 22.12.2014 N 429-03)

8) Ko nekapCTBEHHOro npenapaTta No aHaTOMO-TepaneBTNYECKO-XUMUNYECKON
Knaccngukaumm, pekoMeHa4oBaHHOW BceMupHoM opraHusaymnen 3paBooxXpaHeHns.
(n. 8 BBegeH ®epepasibHbiM 3aKOHOM OT 22.12.2014 N 429-03)

3. rOCY,IJ,apCTBeHHaFl pernctpauna  wmnn nepeperncrpauna npenenbHbIX



OTMNYCKHbIX LEeH Ha JleKapCTBEHHble rMpenapaTbl, BKJ/YEHHblIEe B MepeyYeHb
XXU3HEHHO HeobXoOMMbIX W BaXKHEWLLIUX JleKapCTBEHHbIX MNpernapaToB, BegeHue
rocynapCTBEHHOr0 peecTpa npefenbHbIX OTMYCKHbIX LEeH MpPOU3BOOUTENEN Ha
NleKapCTBEHHbIE NMpernapaThbl, BKJIOYEHHbIE B MepeYeHb XNU3HEHHO HeOobXoOonMbIX 1
Ba)KHENLLUMX  JIEKApCTBEHHbLIX MpernapaToB, OCYLWECTBAATCA B  Nopsgke,
yCTaHoOBNEHHOM [paButenscTBoM Poccuimnckon depepauymn.

(B pen. PenepanbHoro 3akoHa ot 06.06.2019 N 134-03)

KoHcynbTaHTI0C: MpnuMeYvaHume.
C 01.03.2020 B HanMeHOBaHUM CT. 63 BHOCATCA n3MeHeHUsa (P3 ot 27.12.2019 N
475-03). CM. by ayLiyto pegakumio.

Crtatba 63. YcTaHOBJIeHMe oOpraHaMMm MUCNOJIHUTEJNIbHOW BJlIACTH
cybbektoB Poccunckon DPepepauuum npepenbHbiX pasMepoB ONTOBbIX
Haa0aBOK M nNpeaenbHbIX pa3MepPoB PO3HUYHBLIX Hagb0aBoOK K (paKTUYECKUM
OTMYCKHbIM LEeHaM, YCTaHOBJIEHHbIM MPOU3BOAUTEJIIMU JIEKapCTBEHHbIX
npenapaTtoB, Ha JieKapCTBeHHble npenapaTtbl AN MeAULUHCKOro
NnPUMEeHeHUA

KoHcynbTaHTIINOC: NnpuMeYvyaHue.
C 01.03.2020 B 4. 1 cT. 63 BHOCATCA M3MeHeHunsa (P33 o1 27.12.2019 N 475-93).
Cm. bygyuyto pegakuuio.

1. OpraHbl ucCnoNHUTeNnbHOM BRacTu cybbekToB Poccuinckon dPepepauynn
yCTaHaB/MBAlOT nMpefesibHble pa3Mepbl OMTOBbIX HaAbaBOK © npeaesbHbie
pa3sMepbl  PO3HUYHbIX HagbaBOK K  (PaAKTUYECKMM  OTNYCKHbIM  LiEeHaM,
YCTAHOBJIEHHbIM npon3BoanNTeNnaMm NleKapCTBEHHbIX npenapaTos, Ha
JIeKapCTBEHHbIE MpernapaThbl, BKJOYEHHbIE B MepeYeHb XNU3HEHHO HeOobXoOoNMbIX 1
Ba)KHENLLUMX JIEKAPCTBEHHbLIX MpenapaToB, B COOTBETCTBMM C YTBEPXAEHHOM B
rnopsiake, yctaHoBJsieHHOM [lpaBuTenbCTBOM Poccunckon depepauumn, MeTOLUKOMN
yCTaQHOB/IEHNSA OpraHaMm WCMOJIHUTENbHOM BRacTu cybbekToB Poccuinckon
depepaunn npenenbHbIX pa3MepoB OMTOBbLIX HaabaBOK MU NpenesibHbIX pa3MepoB
PO3HUYHbIX HanbaBOK K (aKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBJIEHHbIM
MPoOn3BOANTENAMUN JIeKAPCTBEHHbIX MpernapaToB, Ha JleKapCTBEHHble npenapaThl,
BKJIIOYEHHbIE B MepeyeHb XMU3HEHHO HEOOXOONMbIX N Ba)KHEWLLNX NEeKapCTBEHHbIX
npenapaToB. [MpoeKTbl pewweHnn OpraHoB WCMOJIHUTENIbHON BIAaCTU CyObeKToB
Poccunckon depepaunm 06 ycTaHOBAEHUN W (MNW) WU3MEHEHUW NpedesibHbIX
pa3MepoB OMTOBbLIX HaAbaBOK M MNpefefibHbIX Pa3MepoB PO3HUYHbLIX HanbaBOK K
haKTN4eCKum OTNYCKHbIM LeHawm, YCTAHOBJIEHHbIM Npon3BOANTENAMU
JIeKapCTBEHHbLIX MNpenapaToB, Ha JieKapCTBEHHbIE MnpenapaThbl, BKJOYEHHble B
rnepevyeHb XXU3HEHHO HEOOXOAMMbIX M Ba)kKHEMWUX NeKapCTBEHHbLIX MpernapaTos,
noasie)xxaT corsjacoBaHuUi C QedepanbHbIM OpraHoM WCMNOJIHUTEsSIbHOW BJ1acTw,
YNOJIHOMOYEHHbIM  OCYLLEeCTBAATb  MNpaBOBOE  peryanmpoBaHume B  Cepe
rocynapCTBEHHOr0 perynpoBaHns LeH (Tapndgos) Ha ToBapsbl (ycayru), B nopsagke,
yCTaHOBNIeHHOM [paButenscTBoM Poccuimnckon depepauymu.

(B pen. ®epepanbHoOro 3akoHa ot 13.07.2015 N 241-P3)

KoHcynbTaHTIOC: npnMeYvaHume.
C 01.03.2020 4. 2 cT. 63 mn3naraeTca B HoBon pegakumm (®3 ot 27.12.2019 N
475-93). CM. byayuiyto pegakumio.

2. OpFaHI/I3aLI,I/II/I onToBON TOoproeJin " (nnn) anTeyHble opraHmsauunn,
nHaonBmayalsibHble npegonpuHMMMaTenn, nMmerLine nnueH3no Ha



(hapMaLEeBTUYECKYIO OeATeNIbHOCTb, OCYLLeCTBAAT peasn3auntio NekapCTBEeHHbIX
npenapaToB, BKJIIOYEHHbIX B Mepe4vYeHb >XWU3HEHHO HeobXoAMMbIX U BakKHEeWLunx
NleKapCTBEHHbIX NpernapaTos, MO LeHaM, YPOBEeHb KOTOPbLIX He MnpeBbillaeT CyMMy
PaKTUYeCKOM OTMYCKHOW LieHbl, YCTaHOBJIEHHOW MPON3BOANTENEM NIeKAapPCTBEHHbIX
rnpenapaTos n He npesblLaoLLen 3aperncTpmpoBaHHOM nnu
nepeperncTpupoBaHHON npenesibHON OTMYCKHOW LeHbl npou3BoanTens (Ha paTty
peannsaumn NeKapCTBEHHOro npernaparta npoussBoguTesieM), U pa3Mep OMNTOBOW
HanbaBkm wu  (nMan) pasMep pPoO3HUMYHOM  HapgbaBkW, He  npesbllwawouwme
COOTBETCTBEHHO pa3Mepa npepenbHoMm ontoBon Hanbaskm wn (nnu) pasmepa
npenenbHOM pPo3HMYHOM HaabaBKM, YCTaHOBJIEHHbIX B CybbekTe Poccumnckom
depepaunn.

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

KoHcynbTaHTIIOC: npuMeYaHune.
C 01.03.2020 4. 3 cT. 63 u3naraeTca B HoBOM pepakuum (3 ot 27.12.2019 N
475-93). CM. byayuiyto pegakumio.

3. OpraHbl WCMOJIHUTENbHON BacTU CcybbekToB Poccuinckon ®depepaumn
pasMewawT B ceTun "WHTepHeT" wanm onybankosbiBalOT WHGMpOpMaUuw o
3aperncTpmMpoBaHHON npenesibHoM OTMNYCKHOW UeHe Ha  JIeKapCTBeHHble
npenapaTbl, BKJOYEHHbIE B MEpPeYeHb MXXWU3HEHHO HEeObXOAMMbIX N Ba)KHEWLNX
JIeKapCTBEHHbLIX npenapaTtoB, 06 YyCTaHOBAEHHbLIX B cybbekTe Poccuimnckon
depepaunn pasMmepe npenenbHoM ontoBonW HagbaBkm wn  (Mam)  pasMmepe
npenesbHoOM pPoO3HUYHOM HapnbaBKM K YCTAHOBAEHHbIM  MPOU3BOAUTENAMMU
NIeKapCTBEHHbLIX MpernapaToB (PakKTUYECKUM OTMYCKHbIM LleHaM Ha JIeKapCTBEHHbIE
npenapaTbl, BKJOYEHHbIE B MNEpeYeHb MXXU3HEHHO HEeOOXOAUMbIX N Ba)KHEWMLLNX
JNIeKapCTBEHHbIX NpenapaToB, U 06 yKa3aHHOM B 4acTn 2 HaCTosWeN CTaTbn CyMMe.
NHpopMaumsa, npenycMoOTpPEeHHas HacCTosAWEeNn 4YacTbio, AO0JDKHA pa3MellaTbhbCs
TakXe B anTeyHblX opraHusaumax B LOCTYNMHOW ONs  CBedeHusd BceX
3aMHTEepecoBaHHbIX UL, hopMe 1 06HOBNATHCA N0 Mepe ee onybaMKoBaHMS.

KoHcynbTaHTI0C: MpuMeYvaHume.
C 01.03.2020 4. 4 cT. 63 yTpaduBaeT cuny (®3 ot 27.12.2019 N 475-03).

4. lMpunHATble C HapyweHueM 3akoHoaaTenbcTBa Poccumnckon depepauunmn
peLleHns opraHoB NUCNOJHUTENIbHOW BfacTu cybbekTa Poccuinckon denepaumnnm ob
YCTAHOBNEHNN nMpefefibHbIX pPa3MepoB OMTOBbIX HaabaBoK U npenesbHbIX
pa3MepoB PO3HUYHbIX HaAbaBOK K 3aperncTpupoBaHHbIM NpeaesibHbIM OTAYCKHbIM
LeHaM Ha JieKapCTBeHHble npenapaTbl, BKJIIOYEHHble B MNepevyeHb >XWU3HEHHO
HeobXoOAMMbIX N Ba)kHEMWNX NeKapCTBEHHbLIX MpenapaToB, NoAsiexxaT OTMeHe B
cynebHom nopsagke.

MNasa 13. MOHUTOPUHI DOPDPEKTUNBHOCTU U BE3OMNACHOCTUA
JIEKAPCTBEHHbIX MPEMAPATOB, HAXOAALWNXCA B OBPALLEHNA
B POCCUNCKOU ®PEOEPALLA
(B pen. ®epepasibHOro 3akoHa oT 22.12.2014 N 429-93)

CraTbsa 64. ®apMakoHapn3op
(B pen. DenepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. JlekapCTBeHHblIe MpenapaTbl, Haxoasdwmecsa B obpaweHun B Poccmmckonm
denepauunn, noasexaT MOHUTOPUHTY 3dpdekTnBHocTn 1 6eszonacHOCTN B Lensax
BbIABJIEHUA BO3MOXXHbIX HeraTUBHbIX nocnencTeunmn nx npuMeHeHus,
WHAVMBMAYaIbHON HernepeHoOCMMoCTH, npenynpexaeHus MeAUNLNHCKUX



paboTHMKOB, cneunaancToB B obaacTn BeTepmHapun, NauMeHTOB UM BRagebLeB
XXUBOTHbIX U UX 3aLlLUUTbI OT MPUMEHEHMNSA TaKUX JIEKApPCTBEHHbLIX NMpenapaTos.
(B pen. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ®apMaKoHaA30p OCYyLeCTBAAETCA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM
denepasibHbIM OpPraHoOM WUCMONHUTENbHOW BNACTU B YCTaHOBJIEHHOM UM Mopsgke
nyTemMm aHanami3a npepocTtasnsemMon cybbvekTamm obpaleHns nekapCTBEHHbIX
CPeaAcTB MWHGopMaumm o noboYHbIX AEeNCTBUAX, HeXXenaTeslbHbIX peakuusx,
Cepbe3HbIX HeXesiaTesibHbIX peakuusax, HenpeaBuieHHbIX HexXXenaTesbHbIX
peakumax npu NpUMEHEeHUN NeKapCTBEHHbIX MpenapaTtoB, 06 MHAWBMAYaANbHOWN
HEenepeHoCMMOCTU, OTCYTCTBUM IPPEKTUBHOCTU JIeKapCTBEHHbLIX MpenapaToBs, a
Takxe 06 nHbIX hakTax n 06CcToATENbCTBAX, NPEACTABAAIOLWMX YIPO3Y XU3HU NN
300pOBbl0  4YesioBeKa MO0 >KMBOTHOMO MNpPU  MPUMEHEHUN JNIeKapCTBEHHbIX
npenapaTtoB W BbISBJIEHHbIX Ha BCex >3Tanax obpalweHnsa JseKapCTBEHHbIX
npenapaToB B Poccunckon degepaunm n opyrux rocygapcraax.

3. CybbekTbl obpauweHusa  NekKapCcTBEHHbIX CpencTts B nopsake,
YCTAHOB/IEHHOM YMNOJIHOMOYEHHbIM defepanbHbiIM OPraHOM MCMOJHUTENIbHOMN
BNnactu, o0653aHbl  coobuwaTb B YMOJHOMOYEHHbLIN  efepasibHbIi  OpraH
WCNOJIHUTENIbHOW BJIaCTU O MNOOOYHbLIX OEWNCTBUAX, HexenaTeslbHbIX peakuumsx,
Cepbe3HbiX HeXenaTeNlbHbIX peakuuax, HenpeaBuaeHHbIX HeXXenaTeNbHbIX
peakumax npu MNpUMEHEHUN NeKapCTBEHHbIX MNpenapaTtoB, 06 MHAWBMAYaANIbHOWN
HenepeHOCUMOCTN, OTCYTCTBUM SPPEKTUBHOCTU JIEKAPCTBEHHbLIX MpenapaTos, a
Tak>Xe 006 uHbIX hakTax U 0b6CToATENbCTBAX, NPeACTaBAAWMNX YIPO3Y XU3HN NN
300poBbl0  4enoBeka MO0 >KMBOTHOMO MNpPU  MPUMEHEHUN JNIEKAPCTBEHHbIX
npenapaToB W BbISIBJIEHHbLIX Ha BCex 3Tamnax obpaleHns neKapCTBEHHbIX
npenapaToB B Poccunckon ®epepaunm n gpyrux rocynapcrBax.

4. [JepxaTtenn wWAM  BRagenblbl  PErnucTpauNoOHHbIX  YAOCTOBEPEHUN
NIeKapCTBEHHbIX MpenapaToB, OpUANYECKMEe nuLa, Ha UMMA KOTOPbIX BbliOaHbI
pa3peweHns Ha nMNpoBeAeHUe KIMHUYECKUX WUCCnenoBaHMn B PoCCMCKON
depnepaunn, MboO ynosIHOMOYEHHbIE UMW ApYyrye opuanyeckme nnLa B pamkax
obecnevyeHns  6e30MacHOCTU  JIeKApPCTBEHHbIX  MpenapaTtoB B MOpsAAKe,
YCT@HOBJIEHHOM COOTBETCTBYHOLUMM YMOJHOMOYEHHbIM (efepasibHbiM OpraHoMm
NCNONMHNTENbHOM BNacTu, 0653aHbl OCYLLeCTBAATb npueMm, y4eT, o06paboTky,
aHaNM3 U1 XpaHeHMe nocTynawwmx B WX agpec oT cybbvekToB obpalieHus
NIEKAPCTBEHHbIX CPeACTB W OpPraHOB roCynapCTBEHHOM BacTu coobuweHun o
NOBOYHBbIX AENCTBUAX, HEXENaTeslbHbIX peakuusax, Cepbe3HbliX HexenaTeslbHbIX U
HenpenBUAEHHbIX HeXeslaTesIbHbIX peakumsax Npu NPUMEHEeHUN JIeKapCTBEHHbIX
npenapaToB, 06 0COBEHHOCTAX MX B3aMMOLENCTBUA C OPYrMMU JIeKAapCTBEHHbIMU
npenapatamMu, UHOWBUAYAJIbHON HEMEepPeHOCMMOCTU, a Takxe 06 MHbIX (hakTax u
obcToATeNbCTBaX, NPEACTaBAAIOLWNX YIPO3Y XU3HM UM 300POBbI0 YesioBeka nmbo
)XMBOTHOIMO WAN BAUAKOWMX Ha WU3MEHEHME OTHOLUEHUS OXWUOAEMOMW MOoJb3bl K
BO3MO>XHOMY PUCKY MPUMEHEHUNSA IEKapCTBEHHbIX MpenapaTos.

5. Mpwu BbIgBNEHUN NHGPOPMALNN O CEPbE3HbIX HEeXeslaTesIbHbIX peakunax u
HenpenoBUAEHHbIX HeXeflaTeslbHbIX peakunsax npu rnpuMeHeHUN JNeKapCTBEeHHbIX
npenapaTtoB, 06 0COBEHHOCTAX MX B3aMMOOENCTBUA C APYrMMU JIEKAPCTBEHHbLIMU
npenapaTtamMmm, UHAWBNAYAJSIbHON HENEPEHOCUMOCTU, a TakXe 06 MHbIX hakTax u
obcToATENbCTBAX, BAMAKOWMUX Ha N3MEHEHWEe OTHOLIEHUA OXXMOAEMOM MNONb3bl K
BO3MOXXHOMY PUCKY MNPUMEHEeHUs NeKapCTBEHHbIX MNpenapaTosB, Aep)XaTeau wniaun
B/afeNblbl  PerncTpaunoHHbIX YAOCTOBEPEHUN JIeKAapPCTBEHHbIX MpenapaTos,
opngnyeckme nuvua, Ha UMSA KOTOPbIX BblaHbl pa3peleHus Ha nposefeHue
KJIMHUYECKNX uccnepoBaHmm B Poccunckon depepaumnn, nnbo yrnosIHOMOYEHHbIE
UMK  gpyrmve topugunyeckme namua o6£3aHbl MPUHATb Mepbl, HamnpaBJ/IEHHbIE Ha
yCTpaHeHne HeraTUBHbIX NOCNeACTBUMA MNPUMEHEHUS TaKuUX JleKapCTBEHHbIX
rnpenapaTos, npeaynpexigeHne npuiYnHeHna Bpeda MXU3HU WM 300POBbIO



yenoBeka siMBO XXMBOTHOMO, 3alNTYy UX OT MPUMEHEHUSA TaKUX JNIeKapCTBEHHbIX
rnpenapaToB, Ha OOMOJIHUTENbHbLIK CcOop AaHHbIX 006 3PPEKTUBHOCTU W©
6e30MacHOCTN TaKMX NNIEKApPCTBEHHbIX NpenapaTos.

6. 3a HecoobLlleHNne Nn CoKpbITME MHGPOPMaLNN, NMPEQYCMOTPEHHON YacTbio 3
HacTosALen cTaTbWy, aepxxatenu nnu BJlagesNbLlbl perncTpayMoHHbIX
yOOCTOBEPEHUN JIeKAapCTBEHHbIX MpernapaTos, lpuandyeckne nuua, Ha uMs
KOTOPbIX BblOaHbl pa3peleHns Ha npoBedeHue KINHUYECKUX WUCCNefoBaHun B
Poccuinckon ®epepaumnn, nmbo ynosIHOMOYEHHbIE UMW ApYyrue lopuanyeckune nuua,
a Tak>Xe OOJIKHOCTHbIe Nnua, KOTOPbIM 3Ta MHOpMaLmMsa CTasla U3BECTHa Mo poay
nX NpodeccnoHasbHON OeATeNIbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBUN C
3aKoHOZaTeNIbCTBOM Poccuinckon depgepauunn.

7. Mpwn nojsiydyeHuu YMOJIHOMOYE€HHbIM denepanbHbIM OpraHom
WCMNOJIHWTENbHON BJIAaCTU B paMKax oOcCyuwecTB/ieHUs UM ((apmakoHan3opa
[OKa3aTeNbCTB O HECOOTBETCTBUW JIEKapCTBEHHOro rpenapaTta YCTAaHOBJIEHHbIM
TpeboBaHMAM UAM NpU NoJayvYeHUn MHGOpMaUUNM O HEeCOOTBETCTBUM AaHHbIX 06
a(hbpekTnBHOCTM U 0 6e30nacHOCTN JieKapCTBEHHOrO rMpenapata JAaHHbIM O
JleKapCTBEHHOM rnpenapaTe, CoAepXallnMCsa B UHCTPYKLUMKW MO ero npuMmeHeHuto (B
TOM 4YuUCNe BbIgBJIEHHbLIX B XO4e OCYyLlecTBJIeHUa (apMakoHan3opa KOHTPOJIbHO-
Ha430pPHbLIMU opraHamwu WHOCTPaHHbIX rocynapcrs), YMNOJIHOMOY€EHHbIN
denepasibHbIA OpraH WCMOJIHUTESIbHON BJlaCTW B YCTAHOBJIEHHOM WM rMopsake
paccMaTpuBaeT BOMPOC O NMPUOCTaHOBIEHUN NMPUMEHEHUA TaKoro JIeKapCTBEHHOrro
rnpenapaTa.

CtaTtbsa 65. NpuocTtaHoBNEHUE NPUMEHEHUA JIEKAPCTBEHHOro npenapara
(B pen. ®epepanbHOro 3akoHa oT 22.12.2014 N 429-03)

1. Mpn nony4yeHun wvHGMOPMaLNUN O HeXXeslaTesibHbIX peakuuax npu
NMPMMEeHeHUNn JNeKapCTBEHHOro npenapaTta, He YKa3aHHbIX B WHCTPYKUUW MO
MPMMeHeHUo JIeKapCTBEHHOr 0 npenapaTa, Cepbe3HbIX HexesaTesibHbIX peakuusx,
06 0ocobeHHOCTAX ero B3auMo4enCcTBNA C APYTMMIN JIeKapCTBEHHbLIMU NpernapaTamu,
KOTOpble MOryT MpeacTaBfATb Yrpo3y >XU3HW WAM 300pOBbK 4YenoBeka nmbo
)XMBOTHOIMO, @ TakXe O HeCcOoOTBEeTCTBUM [aHHbIX 06 3(PpdeKTMBHOCTM N O
be30nacHOCTM NekapCTBEHHOr o rnpenapaTta LaHHbIM O JIeKapCTBEHHOM MNpernapaTe,
cogepXawmmca B MHCTPYKUMM MO ero rnpuMEeHeHuw, B TOM 4ucie oT
YMO/HOMOYEHHbIX  OpPraHOB  WHOCTPaHHbIX  rocygapcts, obmMeH  KoTopown
OCYLLEeCTB/IAeTCA B COOTBETCTBMM C COrJaweHuaMun Mexay YrnoJIHOMOYEHHbIM
henepasibHbIM OpPraHOM WUCMOJIHNTENIbHON BJIACTU U YMOJIHOMOYEHHbLIMU OpraHaMu
WHOCTpPaHHbIX rocynapcTs, YMNOJIHOMOYEHHbIV henepasbHbIN opraH
NCMONHUTENbHOMN BJ1aCTU paccmaTpuBaeT BOMpPOC o] BO3MOX>XHOCTMU
npuocTaHoBNeHNs obpalleHna Takoro seKapCTBEHHOro npernapaTa B nopsajke,
YCTaHOB/IEHHOM  YMNOJIHOMOYEeHHbIM (enepasibHbiIM OpPraHoM WUCMOJIHUTESIbHOM
BJ1ACTMW.

2. Mpn HEUCNONIHEHUN WNWN HEHAANEXALLEM WCMOJSIHEHUN Aep)XaTenaMu unm
BJlageNbuaMn pPerncTpaunoHHbIX YAOCTOBEPEHMUA JIEKAPCTBEHHbIX MpenapaTos,
IOPUANYECKMMUN JINLAMU, HA UMS KOTOPbIX BblAaHbl pa3pelleHnss Ha npoBeaeHune
KJIMHMYECKMX nccnenoBaHuin B Poccuiickon depepaumnn, wam yrnoaHOMOYEHHbIMU
UMU OpYrvuMKn lopruandyeckuMmn nmuamm obsisaHHoOCTeN, YCTaHOBIEHHbIX YacTaMn 3 U
4 cTaTbn 64 HacTosiwero denepanbHOro 3akoHa, 1Mbo B cay4vyasix npeacTtaBsieHUs
COOTBETCTBYWLIMM YMOJIHOMOYEHHbLIM (hefepasibHbiM OPraHoOM MUCMOAHUTESIbHON
BJIACTU  3aKJ/Il04EeHUS O  HegOoCTOBEPHOCTUM  pe3ysibTaToOB  KJMHWUYECKOro
NccnenoBaHWs JIEKapCTBEHHOrO MpenapaTta AN MeAULUMHCKOro MNpUMEHEHUS,
KOTOPOE OCHOBaHO Ha pe3ysbTaTax MPOBEPKN MEAULINMHCKOM OpraHmM3auumn,
NPOBOAMBLUEN YKa3aHHOE KJIMHMYECKOe WCC/iefoBaHUe C HapylleHuem npaBusl
HagNexXalen KINHUYECKOW MPaKTUKK, U MPUBESIO K MOJIYHYEHMIO HEeOOoCTOBEPHbIX



pe3ynbTaToB, AnMb0 B CJly4ae HEBbINOJIHEHUS NpPennucaHus, BblAAHHOMO
YyMNONMHOMOYEHHbIM defepasibHbiM OpPraHOM WCMOJIHUTENbHOW BSIACTU MO UTOram
OCYLLIeCTBJIEHNS BbIOOPOYHOrO0 KOHTPOJIS KayecTBa JIEKAPCTBEHHOro npenapaTa,
YMOJIHOMOYEHHbIN (heaepasbHbI OpraH UCMONHUTENbHOM BAACTU B YCTAaHOBIEHHOM
UM ropsiike paccMaTpuBaeT BOMPOC O MNPUMOCTAHOBAEHUUN MPUMEHEHUS TaKoro
NIeKapCTBEHHOroO npenapaTa.

3. YNonHOMOYeHHbIN enepasbHbI OpraH WCMNOJHUTENIbHOM BJAcTU Npwu
npencTaBleHUN eMy CBeleHU O HECOOTBETCTBUN NMPOU3BOAUNTENA JIeKapPCTBEHHbIX
cpencTs TpeboBaHMAM NpaBua Hagsiexallen Npon3BoACTBEHHON NPAKTUKKU U (1K)
O HapyLlweHUN JNUEH3NOHHbIX TpeboBaHUN, KoTopble OblIN BbiIBNIEHb B Xo4e
NnPoBeAeHNA WHCMEeKTUPOBaHUA TMPOU3BOAUTENA JIEKAapCTBEHHbLIX CpeacTB Wan
OCYLLEeCTBJIEHNA JIMLLEH3UOHHOI0 KOHTPOJIS B Chepe npom3BOACTBA JIeKapCTBEHHbIX
CPeacTB M NpuUBEsIN WUAW MOTyT MPUBECTU K MNPOU3BOACTBY JieKapCTBEHHbIX
npenapaTtoB AN MeAULUMHCKOrOo MPUMEHEHUS, MPUYUHUBLUMX WM CNOCOBHbIX
NPUYNHUTL BPEen >XWU3HU WM 3[00POBbI0 rpakAaaH, paccMaTpuBaeT BOMPOC O
NPUOCTAHOBJIEHUN MPUMEHEHUS JIeKapCTBEHHbIX MpernapaTtoB A8 MeOULUUHCKOro
NPUMEeHeHUs B YCTaHOBJIEHHOM UM MopsaaKe B ciefyowmx ciyvasax:

1) cocTtaB n (MK) TEXHONOIrNA NMPON3BOACTBA JIEKAPCTBEHHOIO NpenapaTa 414
MeANLWNHCKOro npuMeHeHus (C onMcaHnem cTagun Nnpon3BoACTBa) OTJIMYAKTCHA OT
3a5B/IEHHbIX B PErNCTPALMOHHOM [0CbLE;

2) NeKapCTBEHHbIN NpenapaT Aas MeAULMHCKOro NpMMeHEeHNs Npon3BeaeH Ha
NPON3BOACTBEHHOWN NJIOLLLAAKE, HE YKA3aHHOW B PErncTPaLMOHHOM [0ChE;

3) y npousBoauTens JNeKapCTBEHHbIX CpencTB OTCYTCTBYHOT [OOKYMEHTHI,
nogTeepxjalolme COOTBETCTBME KayecCcTBa JieKapCTBEHHOro npenapata [Ans
MeANLMHCKOro MpMMEHeHns, BBOOUMOro B rpakaaHckun obopoTt, TpeboBaHuAM,
yCTaHOBJ/IEHHbIM MPW €ro rocyaapCcTBEHHOW perucrtpauunn;

4) npou3BoAMTENIEM  JIeKapCTBEHHbIX CpedcTB B COrMlacoBaHHbIM  C
COOTBETCTBYIOLWMNM YMOJIHOMOYEHHbLIM defepasibHbiM OpraHoM WCNOJIHUTE/IbHON
B/IACTU CPOK He YCTpaHeHbl HapyweHunsa TpeboBaHMM NpPaBUA Haasexalen
MPOn3BOACTBEHHON NPAaKTUKN N (MNK) JINLEH3NOHHBLIX TpeboBaHU, KOoTopble Bbin
BbIsiIBJIEHbl B X04e NpoBefeHUsA NHCMEKTUPOBAHUSA MPOU3BOANTESNA JIEKAaPCTBEHHbIX
CpeacTB WM OCYLLEeCTBJIEHUS JINLEH3NOHHONO0 KOHTPOJSA B Ccdepe Npoum3BoaCTBa
NIeKapCTBEHHbIX CpencTs W MNpuMBenn WAKM MOryT nMNpuBecTU K MNPOU3BOLACTBY
JIeKapCTBEHHbIX MpernapaToB 41 MeANUMHCKOro NpUMeHeHUs, NMPUYNHUBLLNX WUITN
CNOCOBHbIX NPUYUHUTL Bpen XXNU3HN NN 300POBbIO FrpaXkaaH.

(yacTb 3 BBegeHa depepanbHbiM 3aKoHOM 0T 04.06.2018 N 140-93)

4. YNONHOMOYEHHbIN deaepanbHbll OpraH WCMNOJHUTENIbHOW BAacTu npwu
Ha/M4Mn y Hero cCBefeHUn O HeCOOTBETCTBUM MNPOU3BOAUTENA JIEKAPCTBEHHbIX
cpencTB TpeboBaHMAM MpaBu HageXallen NMPON3BOACTBEHHON NPAKTUKK N (MNn)
O HapyWeHUN JNNLEH3NOHHbIX TpeboBaHWN, KOTOpble ObiNM BbISIBEHbI B X04€
NnPoBeLEeHNs WHCMEeKTUPOBAHNA MPOM3BOOUTENA JIeKapCTBEHHbIX CpPpencTB Wan
OCYLLECTB/IEHNS JINLLEH3MOHHOI0 KOHTPOJIA B Cpepe NPOon3BOLACTBA JIEKAPCTBEHHbIX
cpeacTts ” MNpuMBEIN WM MOFyT MNPUBECTU K TMPOU3BOACTBY JIEKAPCTBEHHbIX
npenapaToB [OJ1I1 BETEPMHAPHOr0 MPUMEHEHUSA, MPUYUHUBLLUUX WM CMOCOOHLIX
MPUYNHNTL BPen MXWU3HWU WM 300POBbID XXUBOTHbLIX, paccMaTpuBaeT BOMPOC O
MPUOCTaHOB/IEHUN peanm3aumm N NpUMEHEeHUs JIeKapCTBEHHbLIX MpenapaToB ANS
BETEPUHAPHOro nMNpPUMEHeHUA B YCTAHOBJIEHHOM WM TrMopsgke B CJefyrwmnx
cnyyasx:

1) cocTaB n (M) TeEXHONOrna NPOM3BOACTBA JIEKapCTBEHHOrO npenapaTa s
BETEPMHAPHOIro NpUMeHeHns (C onncaHneM CTaauin NPonu3BoACTBa) OT/INYAOTCSA OT



3adaBJIeHHbIX B permctpauMoHHOM O0CbE;

2) NeKapCTBEHHbIN NpenapaT ANA BETEPUHAPHOro NMpMMEHEeHUs Npou3BeneH
Ha NPOW3BOACTBEHHOWN NaowanKe, He YKa3aHHOW B PerncTpaunoHHOM A0CbE;

3) y npoum3BoAUTENS JIEKAPCTBEHHbIX CPEACTB OTCYTCTBYIOT [AOKYMEHTHI,
noaTBep)Xhalolme COOTBETCTBME KadeCTBa JIEKAapCTBEHHOro npemnapaTa A4
BETEPMHAPHOIr0 NMPUMEHEHNs, BBOAMMOIro B rpakgaHCckun obopoT, TpeboBaHUsM,
YCTAHOBJ/IEHHbLIM NPW €ro rocyaapCTBEHHON perncTpaumu;

4) npou3BoAMTENIEM JIeKapCTBEHHbIX CpedcTB B COMlacoBaHHbIM  C
COOTBETCTBYIOLWMNM YMOJIHOMOYEHHbLIM defepasibHbiM OpraHoM WCNOJIHUTE/IbHON
B/IACTU CPOK He YCTpaHeHbl HapyweHuna TpeboBaHMN NpPaBUa Haasexalen
MPOn3BOACTBEHHON NPAaKTUKN N (MNK) JINLEH3NOHHBIX TpeboBaHU, KOTopble Bbin
BbIsiBJIEHbl B X04e NpoBefeHUsA NHCMEKTUPOBAHNSA MPOU3BOANTESA JIEKAPCTBEHHbIX
CpeacTB WM OCYLLEeCTBJIEHUS JINLUEH3NOHHONO0 KOHTPOJSA B cdepe Npoum3BoACTBa
NIeKapCTBEHHbIX CpencTts W MNpuMBenn WAM MOryT nMNpuBecTU K MNPOU3BOACTBY
JlIeKapCTBEHHbIX NpenapaToB AJ19 BETEePUHAPHOro NMpuMeHeHus, NPUYNHUBLLINX NN
CMNOCOBHbIX NPUYUHUTL Bpen XXNU3HN NN 300POBbI0 XXNBOTHbIX.

(4yacTb 4 BBegeHa depepanbHbiM 3aKoHOM 0T 04.06.2018 N 140-93)

KoHcynbTaHTIINOC: NnpuMeYvyaHue.
C 01.01.2023 cT. 65 pononHdAeTca 4. 5, 6 (P3 o1 27.12.2019 N 475-D3).

KoHcynbTaHTIINOC: NnpuMeYvaHune.
C 01.03.2020 cT. 66 n3naraetca B HoBon pepakumm (®3 ot 27.12.2019 N 475-
®3). Cm. byayulyto pegakuuto.

Ctatba 66. UHdopmMmauusa o pesynbTaTtax papMmakoHag3opa
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-03)

YNOSIHOMOY€EHHbIN henepasnbHbIN opraH NCMONHUTENbHOMN BJ1IAaCTN,
ocyLlecTBAAWNA dhapMakKoOHaA30p, HaxoOawmxca B obpaweHnn B PocCCUMnCKOn
®epepaunn, no pesynbTataM (apMakoHah3o0opa pa3MelwaeT Ha CBOEM
opuumanbHOM canTe B ceTu "MHTepHeT" nHpopMaunio 0 NPUHATBLIX peLleHnax o
BHECEeHUN U3MeHEeHNs B MHCTPYKLMIO NO MPUMEHEHUIO JIeKapCTBEHHOro npenaparTa,
O MPUOCTaHOBJIEHNN MPUMEHEHUA JIeKapCTBEHHOro npenapaTta, 06 u3bATUM U3
obpalleHnsa nekapCTBEHHOro npenapata wWin O BO30OHOBAEHUN MNPUMEHEHUS
JleKapCTBEHHOro npenapaTa.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

aea 14. NTH®OPMALINA O JIEKAPCTBEHHBbIX MPENAPATAX. CUCTEMA
MOHUTOPUHIA DBVW>)XEHNA NEKAPCTBEHHbIX NMPEMAPATOB
ansa MEAUMUNHCKOIOo NPUMEHEHUMA
(B pen. ®epepanbHOro 3akoHa ot 28.12.2017 N 425-03)

Cratba 67. UHdopMauusa o0 nekapcTBeHHbIX npenapatax. Cucrema
MOHMUTOPUHIa ABUXXKEHUA JieKapCTBEHHbIX NpenapaTtoB AJI1 MeAMULUHCKOro
npUMMeHeHun
(B pen. ®epnepasibHOro 3akoHa ot 28.12.2017 N 425-03)

1. "HopMaLuma 0 NneKapCTBEHHbLIX NpernapaTax, OTrnycKaeMblX Mo peuenTy Ha
NleKapCTBEHHbLIN NpenapaT, AO/PKHA Coaep»XaTbCsA TOJIbKO B Creunann3npoBaHHbIX
N34aHnAX, NpeaHa3HavYeHHbIX A9 MegULUMHCKNX, dapMaLeBTU4YeCckmux paboTHUKOB,
cneymanuctos B obnactm BeTepuHapun. WHpopMauma o0 NeKapCTBEHHbIX



npenapaTtax Oss cneuvannctoB B obnactm obpalleHns NeKapCTBEHHbIX CPeacTB
MOXEeT CcoAep)XaTbCAd B MOHOrpadumsax, CrpaBOYHMKAX, HAYYHbIX CTaTbsAX, B
OOKNadax Ha KOHrpeccax, KOHepeHuusax, CMMMNo3umyMax, Hay4HbiXx COBeTax, a
TaK)Xe B UHCTPYKLMSAX MO NPUMEHEHUIO JIEKAPCTBEHHbIX NpPenapaTos.

(B pen. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

2. IHdopMauma o0 nekapCcTBEHHbIX NpenapaTax, oTnyckaeMbix 6e3 peuenTa Ha
JIEKAPCTBEHHbINA NpenapaT, MOXeT colep)XaTbCs B nNybnmkaumsax n obbsBAEeHUSX
CpeacTB MAcCCOBOW WHGpOPMaLMK, CMeuuasn3MpoBaHHbIX U 0OLWKUX MeYvyaTHbIX
N30AHUAX, WHCTPYKUUSAX MO MPUMEHEHMIO JIEKAPCTBEHHbLIX MNpernapaToB, WHbIX
n3paHmsax cybbekToB obOpalleHuss JIeKAapCTBEHHbIX CpeacTB. PeknamHble
MaTepuanbl O JIeKAapCTBEHHOM rMpenapaTe, oTnyckaemoMm 6e3 peuenTa Ha
JIEKAPCTBEHHLIA  MpenapaT, [OOJ/PKHbl  COOTBETCTBOBATbL  MHCTPYKUWUM MO
NPUMEHEHWUIO NeKapCTBEHHOro npenapaTa.

3. JlonyckaeTca uMcnonb3oBaHWe JobbIX  MaTepualsibHbiX  HOCUTENEen,
NMO3BOJIAIOWNX  XPaHWUTb, nMnepegaBaTb W WUCMNOJAb30BaTb WHPOPMauMlo 0O
NIEKAPCTBEHHbIX MpenapaTax 6e3 ee NCKa)keHus.

KoHcynbTaHTIIOC: npuMeYaHune.
Y. 4 cT. 67 BCcTynaeT B cuny € 1 aHBapa 2020 roga.

4. Ona yenen npeHTUUKaUMUN YyNakKoOBOK JIEKApPCTBEHHbIX MpenapaToB A4
MeOULUNHCKOro NMPUMEeHeHUsa Npou3BOoOUTENIN NIeKAaPCTBEHHbIX CPeacTB B nopsanke,
yCTaHoBNeHHOM [MpaBnTenbCcTBOM Poccuinckon denepaumm, HAHOCAT Ha NEPBUYHYIO
YyNakoBKYy (B OTHOLWEHWUN JieKapCTBEHHbLIX rMpernapaTtoB AN MeAULUHCKOro
npUMeHeHus, 4719 KOTOPbIX He NpeayCcMOoTpeHa BTOPUYHasA ynakoBKa) N BTOPUYHYIO
(NoTpebunTenbCKy) yNakoBKY JIeKAapCTBEHHbIX MNpenapaTtoB A8 MeAUUMHCKOro
nPpMMeHeHua CpeacTsa MUAEHTUMUKaALUW, 3a WCK/IKYEHMEM JIeKapCTBEHHbIX
rnpenapaTtos AN MeOULUUHCKOro MNpuMeHeHus, Mpou3BOOUMbIX OJ1 MNpoBefeHUus
KJIMHUYECKNX WUCCNedoBaHUN, 3KCMopTa, JIeKAapCTBEHHbIX MNpenapaToB Ans
MeOVNUNHCKOro NpMMeHeHus, yKasaHHbIX B 4acTax 5 m 8 ctaTtbm 13 HacTosfAwero
depfepallbHOro 3aKoHa, pagvodapmMaueBTUYeCKUX JIeKAapPCTBEHHbIX MpernapaTos u
MUABOK MeAUNLMNHCKUX.

(yactb 4 BBepmeHa ®depepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pea.
28.11.2018))

5. XapakTepucTtukm cpencrtsa MAeHTUMUKaLUWN, MOPAOOK €ero HaHeceHusa wu
TpeboBaHMA K CTPYKTYype 1 popMaTy MHGPOPMaLNK, KOTOPYH COOEPXKUT CpencTBo
noeHTngunkaumm, onpegensatoTcs MNMpasntenbcTBoM Poccmnmnckonm depepauumn.

(4acTb 5 BBeneHa dPepnepasibHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. MNMopsagoK co3maHusa, pasBMTUA, BBOAA B 3KCMJayaTauMio, dKCRJyaTauum um
BblBOO4A W3 3KcnJlyaTauuum CUCTEeMbl MOHUTOPWUHIa [OBUMXKEHUA JIeKapCTBEHHbIX
npenapaTtoB Aaa MeAUUWHCKOro MNpUMEHeHus, TMOopsfoK npenocTaBsieHns
MHOPMaLMK, COAEPXKALLENCA B CUCTEME MOHUTOPUHIa ABUXKEHUSA JIEKAPCTBEHHbIX
npenapaToB A/ MeAUUWHCKOro TMpUMEeHeHUs, W nopAafoK B3auMoLencTBUSA
YKa3aHHOW CUCTEMbl C UHBbIMU MOCYyAapPCTBEHHBbIMN NH(POPMAUVUOHHBIMU CUCTEMAaMU
N  WHGPOPMALUMOHHBLIMKA CUCTEMAMU  KOPUONYECKUX JINL, WU UHOUBUAYAJbHbIX
npegnpuHMMaTenen, ykKasaHHbIX B 4Yactax 7 wu 10 HacToswewn CTaTbw,
yCTaHaBnmBatoTca [lpaButensctBoM Poccunckon depepaumun. OnepaTopamu
CUCTEMBI MOHUTOPUHra OBUXXEHNS NleKapCTBEHHbIX npenapaTos aons
MeOVUWMHCKOro MNpUMEeHeHUs SABNAITCA denepasibHbldi opraH WCMNOJIHUTENbHOWN
BNacTn n (nnu) opraHmsaums, YnNosHOMOYEHHble [MpaBUTENbCTBOM PoCCUNCKON
depepaunn.

(4yacTb 6 BBegeHa depepasnbHbiM 3aKOHOM OT 28.12.2017 N 425-93)



KoHcynbTaHTIIOC: npuMeYaHune.
Y. 7 cT. 67 BCcTynaeT B cuny € 1 aHBapa 2020 roga.

7. KOpuandeckune nvua n MHOWBUAYaJIbHbIE npeanpuHnMaTenu,
ocyllecTBAasoWMe MPoOU3BOACTBO, XpaHeHune, BBO3 B Poccuinckyo dPenepauuto,
OTNYCK, peanusauuto, nepepady, NpuMeHeHue u YHUYTOXXEHUE NeKapCTBEHHbIX
npenapaToB O/ MeoUUUHCKOro npuMeHeHus, obecnevymBaloT B MNopsgke M B
COCTaBe, KOTOpble YyCTaHOBNeHbl [lpaBuTtenbCcTBOM Poccumnckon depepaummn c
y4eToOM BuAa OCYLLECTBASAEMON UMW [OeATEeNbHOCTU, BHeceHue WHGopMauum o
JIeKapCTBEHHbIX nMpenapaTtax Aaa MeguUUHCKOro TPUMEHEeHUs B CUcCTeMy
MOHUTOPUHIra [OBMXXEHUA JIeKapCTBEHHbIX nMpernapaTtoB AN MeAUUMHCKOro
NnPUMeHeHns.

(4yacTb 7 BBegeHa depepasbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble npenapaTtbl 479 MeOUUUHCKOro  MpUMeHeHus,
rnpefHasHa4YeHHble ans obecneyvyeHuns nvu, 601bHbIX remocdunnnen,
MYKOBUCLNA030M, rMnounsapHbiM HaHM3MOM, BonesHblo Iowe, 3/710Ka4eCTBEHHbIMU
HoBoobpa3oBaHMAMU NMMEPONOHON, KPOBETBOPHOM W POACTBEHHbLIX UM TKaHEW,
pacCesiHHbIM CKJIEPO30M, UL NOoC/se TpaHCnJaHTauum opraHoB M (Man) TKaHewn,
npon3seneHHble 00 31 pekabps 2019 ropa, a TakKXe WHbIE JIEKAPCTBEHHbIE
npenapaTtbl Oasg MegUUMHCKOro MpUMeHeHus, npousBeneHHble go 1 wmong 2020
roga, rnoaJsiexaT XpaHeHulo, NnepeBO3Ke, OTNYyCKYy, peaausauun, nepepade,
npuMmeHeHuto 6e3 HaHeCceHUs CpencTB MAEHTUPUKALMM OO0 UCTEYEHUS CPOKa MX
rooHoOCTN.

(4yacTb 7.1 B pen. ®PepepanbHOro 3akoHa ot 27.12.2019 N 462-93)

8. OpraHusauma MHOOPMALNOHHOIO B3aMMOAENCTBUA CUCTEMbI MOHUTOPUHIa
OBVXKEHNS NeKapCTBEHHbIX NpernapaToB AN MeONUNHCKOro NMPUMEHEHUS C UHbIMU
rocyaapCTBEHHbIMN NHHOOPMALNOHHBIMU CUCTEMaMK obecrneymBaeTCcs B TOM Yucie
rnocpencTsoM MHPACTPYKTYpPHI, obecneymBatowien WHOPMaLMOHHO-
TEXHOJI0rn4yecKoe B3anMogencTeme MHPOPMaLNOHHbBIX CUCTEM, NCNOJIb3yeMbIX A5
npenocTassieHNsa roCyOapCTBEHHbIX W MYHUUMWNANbHbLIX YCAYr W WUCMOJIHEHUSA
rocyfapCTBEHHbLIX U MyHULMNANbHbIX QYHKLNIA B 9N1IEKTPOHHON hopMme.

(4yacTb 8 BBegeHa depepasbHbiM 3aKOHOM OT 28.12.2017 N 425-93)

9. ObwenoctynHasa uHdopMauns, cooepXallascid B CUCTEME MOHUTOPUHra
OBVKEHUS  JIeKapCTBEHHbIX rMpenapaToB AN  MeOUUUHCKOro MpUMEHEeHUs,
pasMelaeTcs B WUHOOPMALMOHHO-TENIEKOMMYHUKALUMOHHON ceTn "WHTepHeT" (B
TOM 4ucne B ((opMe OTKPbITbIX [AaHHbIX) B MoOpsAKe, YCTaHOBJIEHHOM
MpasuTenocTBOM Poccnmnckon denepaumnm.

(4acTb 9 BBeaeHa dPenepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

10. MpowusBoanTenn NeKapCTBEHHbLIX CPencTB MNOJlyyYaloT coAepXKallylocsa B
CUCTEME MOHUTOPUHIa ABUXKEHUSA JIEKAPCTBEHHbIX NMPenapaToB A5 MeOULMHCKOro
MPUMEHEHUS MHGPOPMALUID O CEepusax u MapTUAX JNIEKAapCTBEHHbIX MpenapaTos,
MPOM3BOAMMbBIX UMW W HaxoOaAWMUXCAa B rpakgaHckoMm obopoTe B Poccumckom
depnepaunn, 6e€3803Me3aHO.

(4yacTb 10 BBEegeHa PepepasbHbIM 3aKOHOM OT 28.12.2017 N 425-93)

KoHcynbTaHTI0C: npuMeYdaHume.
Y. 11 cT. 67 BCcTynaet B cuny ¢ 01.01.2020.

11. 3a npou3BOACTBO WM TMPOAAXKY JIeKAapCTBEHHbIX MpernapaTtoB ANA
MeOUUMHCKOro npuMmeHeHns 6e3 HaHeceHUs CpencTs  uUAeHTUdUKaumm, ¢



HapylweHneM YCTAHOBJIEHHOro0 nMnopsAAka WX HaHeCceHMs, a Takxe 3a
HeCBOEBPEMEHHOE BHeCeHMe [faHHbIX B CUCTEMY MOHUTOPUHIra [ABUXKEHUSA
NIeKapCTBEHHbLIX NpenapaToB A9 MeANLNHCKOro NPUMEHEHNA UM BHECEHNE B Hee
HEeL0CTOBEPHbIX OaHHbIX lopugnyeckme amua n MHAMBUAOYabHbIE
npegnpuHMMaTesNIN, YKasaHHble B YacTax 4 M 7 HacTosdwen CTaTbW, HeCyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccunckon denepauynn.
(yacTb 11 BBegeHa PenepasbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

12. NpaBnTenbscTBO Poccuimnckon depepaumm BnpaBe yCTaHOBUTb 0COBEHHOCTH
BHeApeHUsA CUCTEeMbl MOHUTOPUHIa ABUXXEHUA JIeKapCTBEHHbIX MpenapaToB O
MeOVUUMHCKOro MNpUMEHeHUs, BKJIloYass CPOKU ee BHe[peHus, B OTHOLEeHUU
JIeKapCTBEHHbIX MNpenapaToB AJIA MeOUUUNHCKOro MPUMEHEHUs, BKJIIOYEHHbIX B
nepeyvyeHb XXW3HEHHO HeOOXOAUMbIX N Ba)KHEMLIUX JIeKapCTBEHHbIX MpenapaTos,
NeKapCTBEHHbIX MpernapaToB, npefHa3Ha4YeHHbIX Ans obecneyvyeHmnsa nud, 60bHbIX
remouamen, MyKOBUCLMAO30M, runodmsapHbIM HaHu3MoM, 6onesHbio [owe,
3/10Ka4YeCTBEHHbIMW  HOBOOOpasoBaHMAMW  NUMAPOULHOW, KPOBETBOPHON U
POACTBEHHbIX UM TKaHen, pacCessHHbIM CKJIEpO30M, UL Mocae TpaHCnaaHTauum
OpraHoB uM (MAM) TKaHewW, NHbIX JIeKapCTBEHHbIX MNpenapaToB 419 MeAULUHCKOro
rnpuMeHeHus.

(4yacTb 12 BBegeHa PenepasibHbIM 3aKOHOM OT 28.12.2017 N 425-03)

aesa 14.1. OFrPAHUYEHNA, HAJIATAEMBbIE
HA OPFrAHN3AUMNN, OCYLLECTBNAIOLWANE AEATEJNIBHOCTDb
MO OBPALLEHNIO IEKAPCTBEHHbBIX CPEACTB
(BBEOeHa PepepanbHbIM 3aKOHOM OT 25.11.2013 N 317-P3)

Cratba 67.1. OrpaHuyeHusl, HaJslaraemblie nMNpU OCYLLECTBJ/IEHUMU
DeATeNbHOCTU B chepe obpalleHuna eKapCTBEHHbIX CPeacTB

1. OpraHusauun, 3aHuUMatowmecs pa3paboTkonm, NPoOU3BOACTBOM U (Man)
peannsaumen NeKapCTBEHHbIX MpernapaToB A9 MeOULUMHCKOro MpPUMEHEHNS,
opraHusauun, obnapatowine npasamMu Ha NCMONb30BaHNWE  TOProBOro
HaVMeHOBaHMA JIeKapCTBEHHOro npenapata Aa8 MeOUuUMHCKOro MpUMEHEHNs,
opraHm3aunm onToBOWM TOProB/N JIEKAPCTBEHHbIMU CpencTBaMn, anTeyHble
opraHusauum (ux npeacTtaBuTenn, UHble @QU3NYECKME W PUANYECKMe nua,
OCyLLeCTBASAIOWME CBOO OeATEeNIbHOCTb OT MUMEHMW 3TUX OpraHnu3aunin) B OTHOLLEHUN
MeANUNHCKNX paboTHMKOB W pyKoBOOUTENEN MEeAUUMHCKUX OpraHusayun He
BNpase:

1) Bpy4YaTb MOoAapKu, BbiMNJla4MBaTb AEHEXHble CpeacTBa (3a UCK/IOYEHUEM
BO3Harpa>kgeHun no [OorosopaM Mnpu MNpoBeAeHUN KIANHUYECKUX uccnenoBaHumn
NIeKapCTBEHHbLIX MpenapaToB AN MeAUUWMHCKOro MPUMEHEHMUS, BO3Harpa>kaeHun,
CBSI3aHHbIX C OCYLLECTB/IEHNEM MeAUNLWNHCKMM pabOoTHMKOM Mnegarornyeckonm u
(nnn) Hay4YHOM [OeATeNbHOCTU), B TOM 4ucae onJjavumBaTb pa3BJied4eHUs, OTAbIX,
npoesn K MecTy oTAblXa, a TakXe MNpuBJieKaTb K YYaCTMIO B pa3BJieKaTeslbHbIX
MeponpuaATMAX, NMPOBOANMbIX 3a CHET CBOUX CPencTs;

2) 3aK/4YaTb COrjlalleHns O Ha3HaYeHUM WA PeKoMeHOauun nauMeHTaMm
JIEKAPCTBEHHbIX NpenapaToB AN MeAULWUHCKOro MPUMEHEHUs (3a UCKIYeHUEM
[IOrOBOPOB O MNPOBEAEHUN  KIIMHUYECKUX  WUCCNEeAOBaHWN  NEeKAPCTBEHHbIX
npenapaToB ANS MeAULMHCKOro NPUMEHEHNS);

3) npenocTaBnaTb obpaslbl IEKAPCTBEHHbLIX NMPenapaToB A1 MeAULWNHCKOro
NPUMEHEHUS B LIeNSIX BPYYEHUSA NaLMEHTaM (3@ UCKJIOYEHNEM CyYaeB, CBA3aHHbIX
C MNpoBeAEHMEM KIIMHUYECKUX WCCEeNOBaHUA JIEKAaPCTBEHHbLIX MpenapaToB A
MeONLNHCKOro NPUMEHEHUS);



4) npenocTaBNsATb HEOOCTOBEPHY W (MAK) HENoONHYK WHGPOPMaUuio o
JNIeKapCTBEHHbIX NMpenapaTax 4as MeauUnHCKOro npuMeHeHus;

5) nocewaTtb ux B paboyee BpeMsa Ha paboymx MecTax, 3a WUCKIOYEHMEM
C/lydaeB, CBSI3aHHbIX C MPOBEAEHNEM KJIMHNYECKUX UCCefOBaHNN NeKapCTBEHHbIX
npenapaTtoB A8 MeAUUWHCKOro TMPUMEHEeHUs, C Yy4yacTuem B Mopsgke,
YCTAHOB/IEHHOM PYKOBOAUTENEM MeAULUMHCKOW OpraHusaumu, B CcobpaHusax
MEeONLNHCKMX PAaBOTHUKOB N NHBLIX MEPOMNPUATUAX, HAaNpPaBJ/IEHHbIX Ha MOBbILLEHNE
X NPogeCccnoHasbHOro YPOBHSA UM Ha nMpenocTaBsieHne MHPopMaLmnm, CBA3aHHON
C OCYLLIECTBJIEHNEM MOHUTOPUHIra 6€30MacHOCTU JIeKapCTBEHHbIX MPenapaToB.;

6) nobyXaaTb K BbINUCLIBAHUIO JIEKAPCTBEHHbLIX MNpenapaToB AN
MeOULNHCKOro NMpuMeHeHns Ha bnaHkKax, cogep)xallnx NHMOPMaLINIO PEKJIaMHOIro
XapaKTepa, a TakXXe Ha peuenTypHbix 6/1aHKax, Ha KOTOPbIX 3apaHee HareyaTaHo
HalMMeHOBaHWe JIEKapCTBEHHOI0 NpenapaTa Aas MeAuLMHCKOro NpMMeHeHUs.

2. OpraHu3aunu, ykasaHHble B ab3aLe nepBoM 4acTu 1 HacTosILLEn CTaTby, U
UX npeacTaBUTeNM B OTHOWEHUW  (hapMaUEeBTUYECKUX  PabOTHUKOB U
pyKOBOAUTEsEN aNTEeYHbIX OpraHn3aLniA He BNpaBe:

1) Bpy4daTb nMoAapKu, BbiMJla4nMBaTb AOEHEXHbleE CpeactBa, B TOM 4ucie
onnaydymBaTb pPa3Byied4eHnd, OTAbIX, Mnpoe3an K MeCTy OTAbiXa, U NnpuBiekKaTb K
y4acCTuIO B pa3BjieKaTeJIbHbIX MeponpuaTnax, NnpoBoanMbiX 3a CHET CBOUX CpPpencTB;

2) npenocCTaB/iATb O6pa3Ll,bI NeKapCTBEHHbIX MpenapaTtoB ond MegnumnHCKOro
npunMmeHeHuna ana Bpyv4eHnsa HaceneHunto;

3) 3ak/YaTb CcorjalleHnss o npeasioKeHUM HacesleHnlo onpeaeneHHbIX
JIeKapCTBEHHbIX NpenapaToB ANa MeAULMHCKOro NPUMEHEHNS;

4) nNpefocTaBNATb HEOOCTOBEPHYK U (MAM) HEenosHyr WHGopMauuto o
NEKAPCTBEHHbIX MpenapaTax A4S MeAUUMHCKOro MPMMEHEHUs, B TOM Yucne
NMEIOLLNX OAMHAKOBOE MeXAYHapoAHOe HernaTeHTOBaHHOe HauMeHOBaHMe.

Ctatba 67.2. TpeboBaHMA K OpraHusauum M NpPoBeAeHMI0 Hay4YHbIX
MEepPONpPUATUMN, WUHbIX MEepoNnpUATUNA, HaNpasBJ/iIeHHbIX Ha MNOBbILLEeHUe
npocgeccMoHasIbHOr0O YPOBHA  MEAMLMHCKMX pPabOTHMKOB MAM  Ha
npepocraBJsieHue nHcdopmMmauum, CBAASAHHOM C ocyLiecTBJIeHUeM
MOHMTOPUHIra 6e3onacHOCTM NIeKapCTBEeHHbIX NpenapaToB

1. TMpu npoBedeHMM HAYYHbIX MepornpuATUNA, WUHbIX MepOonpuUATUN,
HanpasJIeHHbIX Ha MOBblLeHne npoPecCnOHaSIbHOrO YPOBHA MeAUUUHCKUX
paboTHMKOB NN Ha NpeaoCTaB/IeHNE CBA3AaHHOW C OCyLWeCcTB/IeHUEM MOHUTOPUHIA
6e30MacHOCTM  JIeKapCTBEHHbIX  MpenapaToB  MHGOpPMaUUK,  OpraHU3yeMblX
opraHmsaunsaMu, ykasaHHbIMM B ab3aue nepBoM 4actu 1 ctatbn 67.1 HacTosAwero
denepasibHOro 3akKoHa, UX npepctaBuTenamMm n (MnNn) PUHaAHCMPyeMbIX 3a CYeT
CpPeLCTB 3TUX OpraHm3aunun n nx npencraBuTenen, 3anpewaeTca NpenaTcTBOBaTb
y4acTUIO B YKa3aHHbIX MepornpuaTUAX MHbIX OpraHuM3auuin, KOTopble Npou3BoaAT
Wy peannsyloT JieKapCTBEeHHble npenapaTtbl 48 MeANUUHCKOro NMpUuMeHeHusa co
CXOXMM  MexaHM3MoM  dapMakosiorm4yeckoro gencrtemsa, ambo co3gaBaTb
OUCKPUMUHAUMWOHHbIE YCNOBUA O0NA OOAHUX YYaCTHUKOB MO CPaBHEHWUIO C OPYruMun
y4aCTHUKaMMnN, a UMEHHO:

1) npenocTaBnsaATb pPa3/INYHOE KOJIMYECTBO BPEMEHU AN BbICTYMJEHUN
YYaCTHMKOB, pasiMyHble MO pa3Mepy 3aHMMaeMoW nJowagn MecTa nOJs
OEeMOHCTpauun obpasuoB JIEKAPCTBEHHbIX MpenapaToB ANAs MeAgULUHCKOro
NMPUMEHEHUS WM PEKIAaMHbIX MaTepuanoB O JIeKAPCTBEHHbIX MpernapaTtax Aass
MeANLWNHCKOro NMPUMEHEHUS Ha 3KCMO3ULMSX, CTEHAAX, 3@ UCKJIIOYEHUEM CllyYaes,



ecQin TakKme YCNOBUSA 3aKpersieHbl B COrlalleHnsaX 3TUX OpraHusauumn, ux
npeacrasutTenen o (PUHAHCMPOBAHUU YKa3aHHbIX MepornpuaTUA U 00yC/oBNEHbI
pasIMYHbIMK 3aTpaTaMm YH4aCTHUKOB Ha UX OpraHmn3auuio;

2) yCTaHaB/MBaTb pa3Mep B3HOCA A YYACTHUKOB MepPOMnpUSTUNA, YKa3aHHbIX
B ab3aue nepBOM HacTosWEN YacTW, TMpPeBbIWAWNA CyMMy 3aTpaT Ha
OPraHM3auuio  yKasaHHbIX MeponpusaTUiA U BeAywuin K HeoboCHOBAHHOMY
OrpPaHMYEHNIO YNCa UX Y4aCTHUKOB.

2. OpraHusauyumn, yka3aHHble B ab3aue nepBoM Yactum 1 cTaTtbm 67.1
HacTodwero ®enepasbHOro 3akKOHa, WX nMpencTaBuTeNn, OcyLllecTBadWMe
opraHmsauunto n (nnu) @QUHaAHCUPOBaHWE MeponpUATUNA, YyKa3aHHbIX B 4actu 1
HacTosAwen ctaTbn, 06a3aHbl obecneymBaTb AOCTYN K MHMOPMaLMM O aaTte, MecTe
N BpeMeHW T[poBeAeHUs YKa3aHHbIX MepornpusaTur, rJjaHax, nporpamMmmax
npoBefeHNs YKa3aHHbIX MeponpusaTuin n TeMax, NiaaHnpyeMblx 018 pacCMOTPEHUS,
COCTaBe UX Y4aCTHUKOB MNyTeM pa3MeLleHUss COOTBETCTBYLWeEN NHPOopMaUUN Ha
CBOUX OdmuUManbHbIX caTax B ceTu "WHTepHeT" He no3gHee ABYyX MecsUeB [0
Ha4vasla NpoBefeHNs YKa3aHHbIX MeponpusaTun.

3. WHdopmauma o npoBeneHUM MeponpuaTUn, YKasaHHbIX B 4actm 1
HacTosLWeN CTaTbW, B CPOK, YCTAHOBJIEHHbIN HYacTbio 2 HAaCTOAWEN CTaTbN, A0JKHA
ObiTb  HanpaBneHa B  denepanbHbIA  OpraH  WUCNOJHUTENbHOW  BJAcCTW,
OCYLLEeCTBNAIWNNA PYHKLUN MO KOHTPOJIIO U HAA30py B chepe 34paBOOXPaHEHNS,
ONa nocseaylowero pasMeLlleHmsa ee Ha opuLmaibHOM CalTe 3TOro opraHa B ceTu
"IHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOAATEJIbCTBA
POCCUNCKON ®EQEPALLUN NPU OBPALLLEHNU NEKAPCTBEHHbIX CPELCTB
N BOSMELWEHME BPEAOA, NPUHNHEHHOIO 300POBbIO TIPAXXAOAH
BCNEACTBUE NPUMEHEHUA JIEKAPCTBEHHbLIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyuweHue 3aKoHopaTeJNbCTBa
Poccumnckon depepauum npm odbpawieHum neKapcTBeHHbIX CpeacTB

1. HapyweHune 3akoHogaTenbcTBa Poccunckon depepaumm npu obpalieHnn
NIeKapCTBEHHbIX CPeACTB BJiedeT 3a coboM OTBETCTBEHHOCTb B COOTBETCTBUU C
3aKoHOLaTeNbCTBOM Poccunckon depepauunn.

(B pen. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpepgcTas/ieHNe NI HECBOEBPEMEHHOE npeacTassieHne nHgopmaunmn
n (Mnn) ooKymeHToB /NGO NpeacTaBieHMe HeLOCTOBEPHbIX MHGopMauum u (nan)
OOKYMEHTOB, MpefyCMOTPEHHbIX HacTosAwmM denepasibHbIM 3aKOHOM, CyObekTbl
obpalleHna neKapCcTBEHHbIX CPeAcTB HeCcyT OTBETCTBEHHOCTb B COOTBETCTBUU C
3aKoHOZaTeNIbCTBOM Poccunckon depnepauunn.
(yacTb 2 BBegmeHa depepalsibHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pea.
depnepanbHoOro 3akoHa ot 04.06.2018 N 140-93)

CrtaTtba 69. Bo3mMmewieHue Bpena, NPpU4YUHEHHOro 340pPO0BbLI0O rpaxanaH
BCeanctTeBMe npMuMeHeHumda NIeKapCTBeHHbIX npenapatos

1. MpousBoanTenb NEKApPCTBEHHOro npenapata o06s3aH BO3MECTUTbL Bpen,
MPUYNHEHHbIN 300POBbI0 TpakAaH BCAeACTBME MPUMEHEHMUS JIEKAPCTBEHHOrO
npenapaTa, ecqivm AoKa3aHo, 4YTo:

1) nekapcCTBeHHbIN NpernapaT NPMMEHSICA MO Ha3HAYeHMU0 B COOTBETCTBUM C
NHCTPYKUMEN MO MNPMMEHEHMIO NeKapCTBEHHOrO MpenapaTa U NPUYUHON Bpepna
SABUNCSA BBOJL B IpaKAaHCKMA 060poT HenobpokayeCTBEHHOrO JIEKAPCTBEHHOIO



npenapaTa;

2) Bpen 300pOBbI0 MNPUYMHEH BCeACTBME HEeOOCTOBEPHOW WHGOopMaLuy,
cofep)alwenca B WHCTPYKUUM MO MNPUMEHEHWUIO JIeKAapCTBEHHOro rpenapaTa,
N34aHHOW NPON3BOAUNTENIEM NIEKAPCTBEHHOMO NpenapaTa.

2. B cnyydae, ecnnm Bpend 300pOBbl0  rFpakdaH MpuUYMHEH BCAeacTBue
NnPMMeHeHUsa JieKapCTBEHHOro rnpenapaTa, npuweguwero B HerogHocTb B
pe3ynbTaTe HapyleHUa MNpaBul XPaHEHUS JleKapCTBEHHbIX CPeacTB, NpaBu
ONTOBOM  TOProBAM  JIEKAPCTBEHHbIMU npenapaTtamu, npaBua  OTMycKa
NIeKapCTBEHHbLIX MpernapaToB, MpPaBul U3rOTOBJIEHUSA N OTMYyCKa JIEKAPCTBEHHbIX
npenapaToB, BO3MELLEHME Bpeda OCYLECTBASETCA COOTBETCTBEHHO OpraHu3aynen
ONTOBOW TOProB/AW JNIeKAPCTBEHHbIMM CpeacTBaMy, anNTeYHOW oOpraHm3laumnen,
WHOVMBUAOYAIbHbIM npegnpuHNMaTesnem, nMeLwnmMmn JINLEH3MIO Ha
dapMaLEeBTUYECKYID  OeATeNbHOCTb  WUAW  JIMUEH3UI0  Ha  MeAMUMHCKYIO
0eATeNbHOCTb, MeOVMUMHCKOW  opraHusauumen, uvMewen  JINUEeH3WI  Ha
bapMaueBTUYECKYI0  aesaTesibHOCTb (ee  o06ocobneHHbIM  noapa3geneHuem
(ambynatopuen, denbawepckuMm U1  denbawepcko-akKyLLePCKUM  MNyHKTaMu,
LLEeHTpPOM (oTheneHnem) oben Bpa4ebHown (cemenHonm) MPaKTUKK),
pPacrnoslioXKeHHbIM B CeJIbCKOM HacesiIeHHOM TMYHKTe, B KOTOPOM OTCYTCTBYeT
anTeyHas opraHuM3auus), AonyCTUBWIMMK NpOoAaXKy WM  OTMNYCK TakKoro
JNIeKapCTBEHHOr 0 npenapaTa.

(B pen. ®epepanbHOro 3akoHa ot 25.11.2013 N 317-P3)

3. Bo3MelleHne Bpefa, MNPUYMHEHHOro 340POBbI0 FpakaaH BCencTBME
NPUMEHEHNS JIeKapCTBEHHbIX MpernapaToB WM COBEPLUEHMS MPOTUBOMPABHbLIX
nencTemn cybbekTamMn obpalleHns nekapCTBEHHbIX CPenCcTB, OCYLLeCTBAETCHA B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuinckon denepauunn.

Nnasa 16. SAKJIOYUTEJIbHbIE NMOJIOXXEHUA

CraTtbna 70. (o) NPU3HaHUM yTpaTUBLLUMMU cuny oTAeNbHbIX
3aKOHO A aTeJibHbIX AKTOB (nono>xeHuun 3aKOHoaaTeJibHbIX aKTOB)
Poccuinckon depepauum

Mpu3HaTb YTPATUBLLNMUN CUNY:

1) ®epepanbHbI 3aKoH OT 22 mioHa 1998 roga N 86-®3 "O nekapCTBEHHbIX
cpenctBax" (CobpaHune 3akoHomaTenbcTBa Poccunckon depepaunn, 1998, N 26,
cT. 3006);

2) ®epepasbHbln 3akoH OT 2 dAHBapa 2000 rogma N 5-®3 "O BHeceHuu
N3MeHeHnsa n gononHeHun B PepepanbHbi 3akKoH "O fleKapCTBEHHbIX cpeacTBax”
(CobpaHue 3akoHogaTenscTBa Poccunckon ®epepauyunm, 2000, N 2, cT. 126);

3) ctaTtbio 40 ®epepanbHOro 3akoHa oT 10 aHBapsa 2003 roga N 15-93 "O
BHECEHUN WU3MEHEHUN W [OOMOJIHEHUA B HEKOTOpble 3aKoHOoAaTesibHble aKThbl
Poccunckon depepaunn B CBA3M C npuHATMEM @depepasbHOro 3akoHa "O
NNLEH3MPOBaHNKN OTAEeNbHbIX BUAOB aeaTtenbHocTn" (CobpaHne 3akoHOAATENbCTBA
Poccuimnckonm ®epepauyunm, 2003, N 2, cT. 167);

4) ctaTblo 31 dPepepanbHOro 3akoHa oT 30 umoHa 2003 roga N 86-®3 "O
BHECEHUN W3MEHEHWA W [OMOJIHEHUA B HEKOTOopble 3akoHOoAaTeslbHble aKThbl
Poccunckon  ®depepauunu, MPU3HAHUMN  YTPaATUBLWUMMW  CWJY  OTAEJIbHbIX
3aKOHOZaTesIbHbIX aKTOB Poccuinckon depepauumun, npenocTaBieHUN OTAESbHbIX
rapaHTUM COTPYAHWKaAM OpraHoB BHYTPEHHUX [feJl, OpraHoB MO KOHTPOJIO 3a
060pPOTOM HapPKOTMYECKMX CPEeACTB U MCUXOTPOMHbLIX BeLecTB WU yrnpasgHAaeMbIX



hefepasibHbIX OPraHOB HaJIOrOBOW MOJINLMK B CBSA3M C OCYLLECTBJIEHMEM Mep MO
COBepLIEeHCTBOBAHWUIO rocyfapCTBEeHHOro ynpassieHnsa" (CobpaHune
3aKoHogaTenbcTBa Poccmnckon depepauynn, 2003, N 27, cT. 2700);

5) ctaTtbio 101 denepanbHOro 3akoHa oT 22 asrycta 2004 roga N 122-03 "O
BHECEHUN W3MEHEeHUN B 3akKoHodaTeslbHble akKTbl Poccunckon depepaumn wu
MPU3HAHUN YTPaTUBLUMMN CUJTY HEKOTOPbIX 3aKOHOAaTeslbHbIX aKTOB Poccummnckom
depepaunn B CBA3M C npuHATUEM PenepalsibHbIX 3aKOHOB "O BHECEeHUN U3MeHEeHUN
n pononHeHun B dPepepasbHbil 3aKoH "O6 o6WKMX MApuHUMOAX OpraHu3aumun
3aKoHoOaTeNIbHbIX (NpencTaBUTENbHbIX) " NCMONHUTENbHbIX OpraHos
rocynapCTBeHHOM Bnactu cybbekToB Poccuinckon depepaunn” mn "O6 obwmx
NnPUHUMNax opraHusauum MecTHOro camoynpasieHus B Poccunckon depepauymun”
(CobpaHue 3akoHopaTenbcTBa Poccunckonm ®epepaumun, 2004, N 35, cT. 3607);

6) cTaTblo 28 denepanbHOro 3akoHa oT 18 gekabpsa 2006 roga N 231-®3 "O
BBEAEHUN B OeNCTBME YacTu 4eTBepTom [pakaaHCKoro kKogekca Poccumckon
Q®epepaunn" (CobpaHne 3akoHogaTenbcTBa Poccunckon depepaumm, 2006, N 52,
CT. 5497).

Ctatba 71. BctynneHue B cuny Hactoswero depepasbHOro 3akoHa

1. HacTosawmnn denepanbHbIi 3aKOH BCTynaeT B cuny ¢ 1 ceHTsabpsa 2010 roaa.

2. JlekapCTBeHHble CpencTBa, 3aperncTpupoBaHHble 00 AHA BCTYMJIEHUA B
cuny  Hactoawero  depepasibHOro  3aKOHa, MnoAaJsiexaT  BKJIIOYEeHUKo B
rocyfapCTBEHHble peecTpbl JIeKapCTBEHHbIX CPeACTB C BHECEHWEM YKa3aHHbIX B
yactm 1 cTtatbm 33 HacToswero denepanbHOro 3akoHa cCBefeHUn 06 3Tux
NleKapCTBeHHbIX cpeacTeax 6e3 NpoxoXXAeHnsa BHOBb NpoLenypbl roCyAapCTBEHHOMN
perncTpaunm ieKapCTBEHHbIX NMpenapaTos.

3. TlocypapCTBeHHas perucrtpaums NeKapCTBEHHbIX MpenapaToB, 3a
NUCKJIIOYEHMEM JlIeKAPCTBEHHbIX MpenapaToB AN MeAULWUHCKOro MpUMEHEHUS,
NPencTaB/IEHHbIX Ha YKa3aHHYK perncrtpaumio Ao AOHA BCTYMJEHUA B CUJY
HacToswero ®denepasbHOrO0 3akKOHa, OCYWeCTBASAETCA B COOTBETCTBUM C
HacToAwmnM defepasnbHbIM 3aKOHOM Ha OCHOBaHUW OOKYMEHTOB W AaHHbIX,
npencTaB/ieHHbIX A0 AHSA BCTYNNEeHUA B CUy HacToswero denepasbHOro 3akoHa.
(B pen. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapCTBeHHasi perucrtpauma JNeKapCTBEHHbIX MpenapaTtos ANA
MeANLMHCKOro NpuMeHeHus, NpeacTaB/ieHHbIX Ha roOCyJapCTBEHHYO perncrpaumio
00 OHA  BCTynaeHuMa B cuiy Hactoswero ®depepanbHOro 3akoHa, U
rocyfapCTBeHHasa perucrtpaums sieKapCTBEHHbIX MnpenapaToB AN MeAULUHCKOro
NPUMEeHeHUs, NpeacTaB/eHHbIX Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeAcTB A0 OHA
BCTYMJIEHNSA B CUJY HacToswero ®efepasibHOro 3aKoHa B Lensax UX nocneayrowen
rocyfapCTBEHHOW perncrpaunu, OoCyWecTBAAKTCA Ha OCHOBaAaHUW OOKYMEHTOB WU
OaHHbIX, NMpeacTaB/eHHbIX A0 AHA BCTYMJEHUS B Cuay HacTosawero ®denepasibHOro
3aKOHa, a TakKXe 3asB/IeHMSA O roCyAapCTBEHHOW perucTpaunm seKapCTBEHHOIo
npenapaTa, NpeacTaB/l€HHOro NpPon3BoAnTENIEM JIeKapCTBEHHbIX npenapaTosB Win
YMNOJIHOMOYEHHbIM WM JINLOM B COOTBETCTBUM C HacTosAwmMm denepasibHbIM
3aKOHOM B YMOJIHOMOYEHHbIN hefepasibHbl opraH UCNOJIHUTENIbHOW BRacTn go 1
MapTa 2011 ropa, 6e3 TpeboBaHMsa ynnaTbl rOCYAAPCTBEHHOW MOLUJIVHBDI,
npeaycMOTPEHHON 3akoHoZaTesIbCTBOM Poccunckon depepaunm O Hanorax u
cbopax.

(4acTb 3.1 B pen. ®PepepanbHOro 3akoHa ot 29.11.2010 N 313-®3)

3.2. TloAaTBep>XAeHMe TroCynapCTBEHHOMW pPerncTpaunum JsIeKapCTBEHHbIX
npenapatoB AN  MeAUUWHCKOro  NpUMeHeHus,  MpeacTaBfieHHbIX AN



NOATBEPXXOEHUSA TrOCydapCTBEHHOW perncrtpauun [o AHA BCTYNJIEHUA B Cuiy
HacToswero ®egepasbHOro 3akoHa, W MNOATBEP)XAEHMe rocynapCTBEHHON
perncTpaunm nekapcTBEHHbIX MpenapaToB AN MeAMUMHCKOro MPUMEHEHNS,
npencTaB/IeHHbIX Ha 3KCMNepTU3y NeKapCTBEHHbIX CPeacTB 0 AHA BCTYMNJIEHUSA B
cuny HacTosiwero denepasibHOro 3aKoHa B Lensax nocsenytouero NogTBeEPX4eHNS
MX rocyfapCcTBEHHOW perncrpaummn, oCcyecTBASAIOTCA Ha OCHOBAHUN AOKYMEHTOB U
OaHHbIX, MpencTaB/eHHbIX 00 AHA BCTYMJEHNA B CUYy HacToswero degepasbHOro
3aKOHa, a TakKXXe 3asBJ/IeHUs O NOATBEPXAEHUN FOCyOapCTBEHHOM perncrpauunu
NIeKapCTBEHHOro npenapaTa, NpencTaB/NEHHOro Nponu3BoANTENIEM JIEKAPCTBEHHbIX
rnpenapaTtoB WM YMNOJHOMOYEHHbIM WM JINLOM B COOTBETCTBUM C HACTOALLUM
depnepanbHbIM 3aKOHOM B YMNOJHOMOY€EHHbIN henepanbHbIn opraH
ncnonHuTensHom Bnactm o 1 mapta 2011 ropa, 6e3 TpeboBaHuMA ynnaThbl
rocyaapCTBEHHON MOLUIMHbLI, NPeayCMOTPEHHON 3aKoHoAaTesIbCTBOM Poccunckon
®epnepauunn o Hanorax n cbopax.

(4yacTb 3.2 B pen. ®enepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.3. TlpuvHATME peweHus O BHEeCEeHUN WU3MEHEHUN B  OOKYMEHTHI,
cogepxawmecas B peructpaumoHHOM  O0Cbe  Ha  3aperncTpupoBaHHbLIN
NleKapCTBEHHbIN npenapaT 4as MeAULMHCKOro NpUMeHeHns U npencTtaBsieHHble 40
OHA BCTYNAeHuA B cuiy HacToswero denepanbHOro 3aKoHa, U NMPUHATUE peLleHns
0 BHECEeHUN N3MEHEeHUN B NOKYMEHTbl, coAep)xalleecs B perncTpaunoHHOM OCbe
Ha 3apernucTpupoBaHHbIA  NIeKAapCTBEHHbLIM  nNpernapaT nasa  MeaULUHCKOro
NPUMEeHeHUs N NpeacTaB/ieHHble Ha 3KCNepTU3y NeKapCTBEHHbIX CpeacTs A0 AHSA
BCTYMJIEHNA B CUNY HacToswero depepasibHOro 3akKOHa, OCYLLECTB/ISAITCA Ha
OCHOBaHMMN LOKYMEHTOB W OaHHbIX, NpeACTaB/IeHHbIX 00 OHA BCTYMJEHUS B CUNY
HacTosuwero ®enepaibHOro 3aKoHa, a TakXXe 3afBJIEHNA O BHECEHUN U3MEHEHUN B
OOKYMEHTbI, coepxKalinecs B perucTpaumoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
NleKapCTBEeHHbIN npenapaT AN MeAULUHCKOro MpUMEeHEeHUs, npeacTaBieHHOro
nponsBoaunTesieM JIeKapCTBEHHbLIX NMpenapaTtoB UM YMNOJIHOMOYEHHbIM UM INLOM B
COOTBETCTBUM C HacToAwmMm depepasibHbiIM 3aKOHOM B YNOJIHOMOYEHHbIN
denepanbHbIn OpraH WUCMONHUTeNbHOM BAactm o 1 mapta 2011 ropa, 6e3s
TpeboBaHuA ynnathl rocyfapCTBEHHON MNOLUNHbI, npenycMoTpeHHON
3aKoHoZaTenbCTBOM Poccumnckon denepaumm o Hanorax n cbopax.

(4yacTb 3.3 B pen. PepepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya pa3peweHnin Ha npoBeAeHMe KIMHUYECKUX WCCNefoBaHunmn
NIeKapCTBEHHbIX MpenapaToB AN MEAULUMHCKOrOo MNPUMEHEHUS MO 3asfABAEHUAM,
Mod4aHHbIM 00 AHA BCTYMAEHUS B Cuiy HacToswero denepasibHOro 3akoHa, a
Tak>Xe Mo 3asB/IeEHUsM, MOAAHHbLIM MNOCAe AHA BCTYMJIEHUS B CWIY HACTOSALLEro
depepasibHOr0 3akoHa Ha OCHOBAHWM 3KCNEepTWU3, MPOBEAEHHbIX [0 AHA
BCTYMJEHNA B Cuay HacToswero ®denepanbHOro 3akKoHa, OCYLWEeCTBASETCA B
COOTBETCTBUN C HacToAwmMM dPegepasibHbIM 3aKOHOM Ha OCHOBaHUWN LOKYMEHTOB U1
OAHHbIX, MPenCTaB/IEHHbIX WAW MOJYYEHHbIX A0 AHA BCTYMJIEHUA B CUJy
HacToswero ®@efepanbHOro 3akOHa, a TakKXe Ha OCHOBaHMM  KOMNuwu
npenBapuTenbHOro pAorosopa o06s53aTeNbHOro CTPaxOBaHUA >XWU3HWU, 300POBbS
MaynmeHToB, Y4YacTBYKOWMUX B KJAMHMYECKOM WNCCNeO0BaHUM JIeKapCTBEHHOMO
npenapaTa 4Ja MeguuMHCKOro NpMMEHeHns, Wi Konmnm gorosopa obssaTtenbHOro
CTPaxoBaHMUA >XM3HW, 300POBbSA MALMEHTOB, YYaCTBYKOLWMUX B KJIMHUNYECKOM
nccnenoBaHMM IeKAapCTBEHHOIrO NpenapaTta AN MeauuMHCKOro npuMmeHeHus, nmbo
npencTaB/leHHON KOMUM aorosopa obs3aTeslbHOro CTpaxoBaHWUS, 3aKJIIOYEHHOro B
COOTBETCTBUN C TUMOBLIMU NpaBuiamm o0b6a3aTenbHOro CTpaxoBaHUs, C YKasaHMEM
npenesibHOM  YUCAEHHOCTM  MauMEeHTOB,  Y4YacTBYKOWMUX B  KJINHUYECKOM
nccnenoBaHUM NIeKapCTBEHHOrO npenapaTta A MeguumHCKOro rnpuMeHeHus, bes
TpeboBaHus ynnaThl rocynapCTBEHHOMN MOLJINHbI, npenycMoTpeHHON
3akoHogaTenbLCcTBOM Poccuimnckonm ®epgepaumm o Hanorax n cbopax.

(4acTb 3.4 B pen. PepepanbHOro 3akoHa ot 29.11.2010 N 313-93)



3.5. 3apernctpmpoBaHHble B MHOCTPAHHOW BasalTe 00 OAHSA BCTYMNJIEHUS B CUIY
HacToswero denepasibHOro 3akoHa npefesibHble OTNYCKHble LeHbl MHOCTPaHHbIX
npom3BoaMTeNen Ha JNIeKapCTBEHHble MpenapaThl, BKJ/IOYEHHbLIE B MepeyYeHb
XN3HEHHO HEeOobXOAMMbIX M Ba)KHEMLLNX NIEKapCTBEHHbIX MpenapaToB, nognexatT
nepecyety B pybnm no kypcy LeHTpanbHoro 6aHka Poccuinckon depepaunm Ha
haTy, YyCTaHoBJieHHylO [lpaButenctBoM  Poccunckon  depepauun, 6Hes
npencrtaB/eHNs 3asBJieHUA O nepecyeTe LeHbl C BHECEeHWEeM COOTBEeTCTBYOLLMX
M3MEHEHMN B TOCYOAPCTBEHHbLIN peecTp npefefibHbIX  OTAYCKHbIX  LEeH
npom3BoaMTeNen Ha JNeKapCTBEHHble MpenapaThl, BKJ/IOYEHHbLIE B MepeyYeHb
YKN3HEHHO HEOBXOANUMBIX N BaXXHENLLNX JIEKAPCTBEHHbIX NpenapaTos.

(4acTb 3.5 BBeaeHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-®3)

3.6. 3aperucTtpmpoBaHHble [0 [OHA BCTYMJEeHUs B CWIY HacToswero
depepasibHOro 3aKoHa npenesibHble OTNYCKHble LeHbl POCCUNCKNX
npousBoauTesien Ha JieKapCTBEeHHble npernapaTbl, BKJIIOYEHHble B repeYveHb
XXN3HEHHO HeobXoAMMbIX U Ba)KHEMLLNX JNIeKapCTBEHHbIX MpenapaTos, nognexar
mHoekcaumm ¢ 1 Hosbpa 2010 roga wucxoas W3 MPOrHO3UPYEMOro YpPOBHS
nHNAUMKN, ycTaHoBsieHHoro ®epepanbHbiM 3akKOHOM OT 2 aekabps 2009 ropa N
308-93 "O cepepanbHoM b6rogxxeTe Ha 2010 roa n Ha naaHoBbIM nepuopg 2011 n
2012 ropos" Ha 2011 rog.

(4acTb 3.6 BBeaeHa PenepanbHbIiM 3akoHOM OT 11.10.2010 N 271-P3)

3.7. MNMocne 1 mapta 2011 roga He [onNyckKakwTCa MNPOM3BOACTBO W BBO3 B
Poccuinckyto  ®epepaunto  sieKapCTBEHHbIX  rpernapaTtoB B YyMNakoBKax C
MapKMpPOBKOW, KoTopasa bblla HaHeceHa A0 AHSA BCTYMNJeHUs B CUJy HaCTOSALLEro
®epnepasibHOro 3akoHa. o ucrte4yeHMM yKasaHHOro Cpoka AaHHble JIeKapCTBEHHbIe
rnpenapaTbl MOTyT OTMNYCKAaTbCH, pPeasin30BbiBaTbCA, NepenaBaTbCA N NMPUMEHATLCS
00 UCTe4YeHns NX Cpoka rogHoCTu.

(B pen. ®enepasbHbiX 3aKOHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-®3)

4. Co pgHSA BCTYNJEHUs B Cuny HacTosiwero ®enepasbHoro 3akoHa v no 30
anpensa 2011 roja BKJYNTENbLHO [OOMYCKAETCA TMPOBEAEHME 3SKCNEepTU3bl
NIEKapPCTBEHHbIX CPEeACTB 3KCNepTaMm 3KCMEPTHOIro Y4YpeXAeHUS A0 NPOXOXKAEHMNS
UMM aTTecTauum B MNopsiake, YCTAaHOBJIEHHOM YMNOJIHOMOYEHHbIM enepasbHbIM
OpPraHoM UCMOJIHNTENIbHOW BNACTMW.

5. Co gHa BCTynJsieHNsa B CuNy Hactosawero ®denepasibHOro 3akoHa m no 31
nekabps 2013 roga BKIOYUTENBLHO OCYLLECTBISIETCHA Mnepexos K Mnpou3BoACTBY
JIeKapCTBEHHbIX CpeacTB B COOTBETCTBUMM C  MpaBuaamMm  opraHusauum
MPOV3BOACTBA W KOHTPOJIA KayeCTBa JIeKAPCTBEHHbIX CpPencTB, YKa3aHHbIMU B
4acTu 1 cTtaTbn 45 HacToswero denepanbHOro 3akKoHa, B NosiHOM obbeme. Cpoku
nepexoga nMNpoM3BOACTBA JIeKApPCTBEHHbLIX CpeacTtB K WX TMPOU3BOACTBY B
COOTBETCTBUM C KOHKPETHbIMU TpeboBaHUAMU OaHHbIX MNpPaBwus, BKOYAs CPOKW
aTTecTaunuy YrnoJsIHOMOYEHHbIX JINL, YKa3aHHbIX B YacTax 6 wm 7 ctaTtbun 45
HacTosdwero ®depepanbHOro  3akoHa, YycCTaHasamBatTcAa  [lpaBUTENLCTBOM
Poccunckon depgepauyun.

6. JlnueHsnn Ha nNpom3BOLCTBO JIEKAPCTBEHHbIX CPencTB, BblAaHHble 0 1
aHBapa 2014 rona, gencTteytoT nocne 1 gHBaps 2014 roga 40 UCTEYEHUSA CPOKa UX
OEencTBMa npu  YyCJ0BUWM COOTBETCTBMA JMULEH3MaATa MnpaBuiaM opraHusauunm
MPon3BOACTBa N KOHTPOJIA KayecCTBa JIeKapCTBEHHbIX CPeAcTB, YKa3aHHbIM B 4acTu
1 cTtaTbun 45 HacTodwero ®enepasibHOro 3aKoHa.

7. ®opMUpoOBaHME FOCYyOaPCTBEHHOr0 3afaHUs Ha NPOBENEHUE 3KCMNepTu3bl
JIEKAPCTBEHHbLIX CpeAcTB denepasbHOMY rocyaapCTBEHHOMY 6ioa)KeTHoOMY
yuYpe K 4eHU0 Mo NPOBEAEHUNIO SKCMEPTU3bl JIEKAPCTBEHHbLIX CPeACTB U (hMHaAHCOBOE
obecneyeHne BbINOJIHEHUA 3TOr0 3a[aHMs  OCYLIECTBASATCA B Nopanke,



yCTaHOBNIeHHOM ®epnepalsibHblM 3aKOHOM OT 12 gHBapsa 1996 roma N 7-®3 "O
HeKOMMep4eCKuX opraHnsaumnax".
(yacTb 7 BBegeHa depepasbHbiM 3aKOHOM OT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuinckonm depepauunm
O.MEOBEJEB
MockBa, Kpemnb

12 anpensa 2010 rona
N 61-03
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