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Mnaea 1. OBLUME NONOXEHUA
Cratbsa 1. NpegmeT perynupoBaHuns Hactosiwero ®egepanbHOro 3akoHa

1. Hactoawwun ®denepanbHbil 3aKOH perynupyeT OTHOLLEHMS, BO3HMKalOLWME B CBA3M C OOpalieHnem -
pa3paboTkoW,  OOKIUHWMYECKMMM  WUCCNEeOOBaHWSAMM,  KIUHWYECKMMW  WUCCIEOQOBaHMAMW,  SKCMEepTU3ON,
rocyaapCTBEHHOW perucTtpauuen, co CcTaHgapTM3aumem W C  KOHTpPONeM  KayecTBa, MpPOM3BOOCTBOM,
N3roTOBNEHNEM, XPaHEHWEM, MNepeBo3kon, BBO3OM B Poccunckyto depnepaumio, BbIBO3OM K3 Poccuinckom
depepaummn, peknamon, OTMYCKOM, peanusaumnen, nepepadven, NpUMEHEHWEM, YHUUMTOXEHMEM JeKapCTBEHHbIX
CpeacTB.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactoawmn ®&enepanbHbil 3aKOH YyCTaHaBNMBAET MNPUOPUTET TOCYOAPCTBEHHONO perynupoBaHus
©e3onacHoCTH, kKayecTBa 1 3OPEKTUBHOCTM NIEKAPCTBEHHbLIX CPEACTB NpU UX obpaLleHnn.
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cdhepa npumeHeHus HacTosero PegepanbHOro 3akoHa

Hactoawmn ®depepanbHbli  3aKOH MPUMEHSIETCA K OTHOLLUEHWUSIM, BO3HUKAOLWMM Mpu  obpalieHun
neKkapcTBEHHbIX CpeacTB Ha Tepputopumn Poccuinckon ®epepaunn.

Cratbs 3. 3akoHogaTenscTBO 06 OOpaLLEeHMM NTEKAapPCTBEHHbIX CPEACTB

1. 3akoHogaTenbCTBO 00 OOpalleHUM NeKapCTBEHHbIX CPpeacTB COCTOMT M3 Hacrtosiwero degeparnbHOro
3aKoHa, Apyrmx deaeparnbHbIX 3aKOHOB U MHBIX HOPMATUBHbBIX MPaBOBbIX akToB Poccurickon degepauun.

1.1. 3akoHogaTtenbcTBO 00 OOpalleHUn IeKapCTBEHHbIX CPEACTB B OTHOLLUEHUW HOPUOMYECKUX IUL U
HAMBUAOYAnNbHbIX MpeanpvHUMaTenen, OCYLLECTBASALWMNX OEATENbHOCTE HA TEeppUTOpUMU  MEXOYHapOAHOro
MEOMLUUHCKOrO KrnacTtepa, MPUMEHSIETCA C y4eTOM OCODEHHOCTEW, yCTaHOBReHHbIXx PepepanbHbiM 3akoHoM "O
MEXOYHapOAHOM MELMWLMHCKOM KracTepe W BHECEHUM W3MEHEHWA B OTAeNbHble 3akoHOOATerbHble aKTbl
Poccwuiickon denepaumn”.
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(4acTb 1.1 BBegeHa PenepanbHbiM 3akoHoM OT 29.06.2015 N 160-93)

2. [HenctBne Hactosiwero PepepanbHOro 3akoHa pacnpocTpaHseTcsl Ha obpalleHne HapKOTUYECKMX
NEeKapCTBEHHbIX CPEACTB WM MCUXOTPOMHLIX FIEKAPCTBEHHbLIX CPEACTB C Y4E€TOM OCODEHHOCTEW, YCTaHOBIEHHbLIX
3akoHogaTtenbcTBOM Poccuiickonn Penepaumm 0 HapKOTUHMECKUX CPELCTBax, MCUXOTPOMHbIX BellecTBax U 06 ux
npekypcopax.

3. Hencteune HacTosILLIEro depepanbHoro 3aKkoHa pacnpocTpaHsieTcs Ha obpalleHne
paguodapmaleBTUYECKNX nekapcTBEHHbIX cpeacTs C  ydeToM ocobeHHocTeN, YCTaHOBIEHHbIX
3akoHogaTtenbcTBoM Poccuiickon depepaummn B 06ractn obecneveHnst paguaumoHHon 6e30nacHoOCTy.

4. Ecnn mexayHapoaHbIM goroBopoMm Poccunckon depepalmm ycTaHOBMEHbI WHbIE MpaBuna, 4yem Te,
KOTOpble NpeaycMOTpeHbl HacTodwmMm ®deaepanbHbIM - 3aKOHOM, MPUMEHSAIOTCS NpaBuna  MeXayHapogHoro
Jorosopa.

5. B Poccuiickon denepaumm B COOTBETCTBMM C MEXAyHapOoAHbIMKU aorosopamu Poccuiickon ®epepauum m
(M) Ha OocCHOBE MpUHLUMNA B3aMMHOCTM MPU3HAKOTCA pe3ynbTaTbl KIIMHUYECKUX WCCIEeAOBaHUA NeKapCTBEHHbIX
npenapaToB ANA MeaULMHCKOro NpUMEHEHMS1, NPOBEAEHHbIX 3a npeaenammn tepputopun Poccumnckon ®epepauun.

CtaTtbs 4. OCHOBHbIE NOHATUSA, UCNONb3yeMble B HacTosLem PeaepansHOM 3aKoHe

[ns uenen HacTosiero ®egepanbHOro 3akoHa UCMOMb3YTCS CrieayoLWmne OCHOBHbIE NOHATUS:

1) NNekapCTBeHHble cpencTtBa - BelwlectBa UM UX KOM6I/IHaLI,I/II/I, BCTynawLwine B KOHTAKT C OpraHM3mMom
YyenoBeKka Ui XnBOTHOIo, NpoOHUKaKLWKMe B opraHbl, TKaHWU OpraHM3mMa 4esrioBeka Uin XUBOTHOIo, NpuMeHdaemMble
and I'IpO(*)I/IJ'IaKTI/IKI/I, ANarHOCTUKu (3a UCKIN4YeHnem BewectB UM ux KOM6I/IHaLLI/II7I, He KOHTaKTUpyruwmx c
OopraHmaMom yernoBeka nnn )KVIBOTHOFO), neyvyeHud 3360ﬂeBaHI/IF|, pea6mnmaumm, angd COXpaHeHuA,
npeaoTBpalleHna nnn npepbiBaHNA 6epemeHHocw| M NnonyvYeHHble U3 KPOoBU, nina3mbl KpoBU, U3 OpPraHoB, TKaHen
opraHn3Ma 4enoBseka Win XKMUBOTHOIO, paCTeHMVI, MUHepanos MeTogamMum CuHTEe3a unn C nNpuMeHeHuem
Buonormnyecknx TexHonorni. K nekapcTBeHHbIM cCpeAcTBaM OTHOCATCS hapmaueBTMyeckme cybcTaHuum u
riekapCTBeHHble NpenaparThbl;

2) dapmaueBTNYeckaas CcyobCTaHUMA - IeKkapCTBEHHOE CpPEeACTBO B BMAE OOHOMO UMM HECKOJSbKMX
obnagarowmnx apmakonormieckon akTMBHOCTbIO AEWCTBYHOLLMX BELWECTB BHE 3aBUCUMOCTM OT NpPUpPOAbI
NMPOUCXOXOEHUS, KOTOpOE MpegHasHavyeHo Afs MPOWM3BOACTBA, W3rOTOBMEHWS NEeKapCTBEHHbIX MpenapaTtoB U
onpenenseT ux apPEeKTNBHOCTD;

(n. 2 B peq. PegepanbHoro 3akoHa o1 22.12.2014 N 429-93)

3) BcrnomoraTtenbHble BellecTBa - BelleCcTBa HEOPraHM4Yeckoro Wn OpraHMyYeckoro NPOUCXOXOEHWS,
ucrnonb3yemble B NpoLecce MNpoM3BOACTBA, W3rOTOBMEHUS JEKapCTBEHHbIX MNpenapatoB Ans MNpugaHus um
HeobxoaAMMbIX PU3NKO-XMMUYECKMX CBONCTB;

4) nekapCTBeHHble MpenapaTbl - JIeKapCTBEHHbIE CPeAcTBa B BMAE NEeKapCTBEHHbIX (POpM, NpUMeEHsiemMble
Ansa nNpounakTukK, OUarHOCTUKK, fedeHus 3aboneBaHus, peabunutauumn, Ons COXpaHeHus, npegoTBpalLeHus
Unun npepbiBaHnsa 6epeMeHHoCTY;

5) nekapctBeHHass ¢hopma - COCTOSHME JeKapCTBEHHOro rnpenaparta, COOTBETCTByKLLlee crnocobam ero
BBELEHMS U NPUMEHEHNST U obecnevmBaroLLLee AOCTUKEHNE HEOOXOANMOro fie4yebHoro addekTa;

5.1) posvpoBka - cogepXaHue OOHOrO WM HECKONMbKMX OENCTBYIOLMUX BELWECTB B KOMMYECTBEHHOM
BbIPaXXEHUN Ha eauHuLy [03bl, UNU eavHuly obbema, MM eguHWLy Maccbl B COOTBETCTBMU C NIEKAPCTBEHHOM
dopmMor nNnMBo AN HEKOTOPbIX BMOOB FEKAPCTBEHHbLIX (POPM KONMMYECTBO BbLICBODOXOAEMOro M3 NieKapCTBEHHON
dopMbl JENCTBYIOLLIETO BELLeCTBa 3a eJMHULY BpeMEH!;

(n. 5.1 BBegeH ®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6) nepeyeHb XKMU3HEHHO HEobXOOAUMBIX W BaXKHEWLUWX FeKapCTBEHHbIX MpenapaToB - EeXerogHo
yTBepxaaembin [paButenbctBoM Poccunckon ®egepauum nepedeHb JEKapCTBEHHbIX MpenapaTtoB  Ans
MEOMWUUHCKOTO MpUMEHEHUs, obecneymBalowmxX MpUOpUTETHLIE MOTPEOHOCTM 34pPaBOOXPaHEHMS B Lensx
NpouNakTUKN M fnedyeHus 3abonesaHuin, B TOM 4ucre npeobnagawwmx B CTPykType 3aborneBaeMocTn B
Poccwuiickon depepaumu;

6.1) opdaHHble neKapCTBEHHble MpenapaTbl - JIEKAapCTBEHHbIE MpenapaTtbl, NpeAHasHa4YeHHble
UCKMIOYMTENBHO ANS OUArHOCTUKM UMM MaTOreHEeTMYECKOro fNeYeHns (NeyeHusl, HanpaBfieHHOro Ha MeXaHWu3Mm
pa3BuTusA 3aboneBaHus) peakmx (opdaHHbIX) 3abonesaHunn;

(n. 6.1 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6.2) OuonornyeckMe nekapCTBEHHbIE NMpenaparbl - fieKapCTBEHHbIE MpenapaTthbl, 4ENCTBYOLLEE BELLECTBO
KOTOpbIX MPOM3BEOEHO UIM BbIAENEHO M3 OMONOMMYECKOr0 UCTOYHUKA WM ON1S ONpeferneHust CBOWCTB M KayecTBa
KOTOpbIX Heobxoauma KOMOMHaUuA Ouonormvecknx u U3NKo-XMMMYecknx metogoB. K Guonornyecknm
NleKapCTBEHHbIM MNpernapatamM OTHOCATCS MMMYHOOMOMNOrMYecKMe IeKapCTBEHHbIE MNpenapatbl, JIEKapCTBEHHbIE
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npenapatbl, NOMyYEHHbIE M3 KPOBW, MJ1a3Mbl KPOBU YesloBEKA WM XKMBOTHLIX (3@ MCKIMOYEHWEM LEeITbHOW KPOBW),
BMOTEXHONOMMYECKNE NEKaPCTBEHHbIE NPenaparbl, FreHoTepaneBTUYECKUE NIEKAPCTBEHHbIE NMpenaparThbl;
(n. 6.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7) MMMYHOGMOIMOrM4Yeckne ekapCcTBEHHbIE MpenapaTbl - JIeKapCTBEHHbIE MpenapaThbl, NpegHasHavYeHHble
ans (opMMpPOBaHNS aKTUBHOIO WM MacCMBHOIO MMMyHUTETa NGO OMArHOCTUKN HanMyus UMMYHUTETa WIu
ONarHocTnkn cneumndruyeckoro NPMoBPETEHHOrO M3MEHEHUS MMMYHOSOMYECKOTO OTBETA Ha ansfeprusvpytolme
BewecTBa. K MMMyHOOMONOIrMYeckMM fekapCTBEHHbIM NpenapatamM OTHOCATCS BaKLMHbI, aHAaTOKCKHbI, TOKCUHBI,
CbIBOPOTKU, UMMYHOITI00YNMHbI U annepreHbl;

(n. 7 B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OuoTexHomnorMdeckme rekapCTBEHHble npenapaTtbl - eKapCTBEHHble Mpenapatbl, NPOV3BOACTBO
KOTOpbIX OCYLLECTBMSETCA C WUCMOMb3oBaHMEM ONOTEXHONMOIMYECKMX MNPOLECCOB M MeTogoB (B TOM 4uche
IOHK-pekoMBUHaHTHOW TEXHOMOMMKU, TEXHOMOMMMU KOHTPONMPYEMO 3KCMPECCUIN FeHOB, KOAUPYOLLNX OMoNornyeckm
aKkTMBHble Genkv B MpokapuoTax U aykapuoTax, BKIOYasi UBMEHEHHbIE KINETKU MIEKONUTaoLWmX), rmépuaoMHOro
MeToAda U MeToAa MOHOKIOHANbHbIX aHTUTETT;

(n. 7.1 BBegeH ®epepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKNE NEKAPCTBEHHbIE NMpenapaThl - NekapcTBeHHbIe npenapaTsbl, dhapmaueBTuyeckas
cybCcTaHLmMs KOTOPbIX SABNSIETCA PEKOMOMHAHTHOWM HYKINEWHOBOW KUCIOTON MK BKoYaeT B cebsi peKOMOMHaHTHY0
HYKIMEMHOBYIO KWUCMOTY, MO3BOSISIOLLYI0 OCYLLECTBRATL PerynupoBaHue, penapauuio, 3ameHy, nobaeneHue wunm
yaaneHue reHeTU4ecKkor nocnenoBaTenbHOCTY;

(n. 7.2 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8) HapKoTMYecCkMe IeKapCTBEHHble CpPeAcTBa - JlekapCTBeHHble MpenapaTtbl U dapmaleBTUdeckme
cybcTaHumMKn, copepXalime HapkoTMYeckMe cpeacTBa W BKIOYEHHble B [lepeveHb HapKOTMYECKUX CPefcTs,
NCMXOTPOMHbLIX BELLECTB M UX NPEKYPCOPOB, NoAnexallmx KoHTponto B Poccunckon ®enepauumn, B COOTBETCTBUM C
3akoHogartenscTBoM Poccuiickon deaepaumu, mexgyHapogHbiMu goroBopamu Poccuickon denepauun, B TOM
yucne EanHom koHBEHLMEN O HapKOTUYeCKMX cpeacTeax 1961 roaa;

9) ncuXOTpONHble NeKapCTBEHHble CpeAcTBa - fekapCTBeHHble npenapatbl M apmMaueBTudeckue
cybcTaHumn, cogepXalime MNCUXOTPOonHble BeLlecTBa W BKMOYEHHble B [lepedyeHb HapKOTMYECKMX CPeacTs,
NCMXOTPOMHBLIX BELLECTB M MX NPEKYPCOPOB, NoAnexallmx KoHTponto B Poccuinckon ®epepauumn, B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon deagepaumm, mexagyHapogHbiMu goroBopammu Poccunckon depepauumn, B TOM
yucne KoHBeHUuen o NCXoTponHbIX BewectBax 1971 roga;

10) pagmodapmMaLeBTUYECKME NEKAPCTBEHHbLIE CPEACTBA - JNIEKAPCTBEHHbIE CPeACTBa, KOTOpble coaepXKaT B
roTOBOM AN WUCMOMb30BaHus opMe OAMH PagvOHYKNUAG WM HECKONbKO pPagMoHYKNMOoB (pagMoakTUBHbIX
N30TOMNOB);

11) pedepeHTHbIN NEeKapCTBEHHbIW Mpenapat - JIeKapCTBEHHbIM npenapaTt, KOTopbld  BNepBble
3apernctpmpoBaH B Poccuinckon degepaumm, kayectBo, 3pPeKTMBHOCTb U 6e30MacHOCTbL KOTOPOro AoKal3aHbl Ha
OCHOBaHUW pe3ynbTaToB AOKIMHUYECKUX MCCMEedOBaHUA NEeKapCTBEHHbIX CPEACTB M KITMHUYECKMX UCCregoBaHum
NeKapCTBEHHbIX NpenapaToB, NPOBEAEHHLIX B COOTBETCTBMM C TpeboBaHMaMM YacTen 6 n 7 ctatbn 18 HacTosawero
denepanbHOro 3akoHa B OTHOLUEHWM FEKapCTBEHHbIX CPeacTB ANA MEeOUUMHCKOTO MpUMEHeHMs nmbo B
cooTBeTCTBMM C TpeboBaHuaMM cTatbmn 12 HacTodwero PenepanbHOro 3akoHa B OTHOLUEHUWM NEeKapCTBEHHbIX
CcpeacTB AN BETEPUMHAPHOIO MPUMEHEHMS, U KOTOPbIN UCMOMb3yeTca Ans OLEHKM OMO3KBUBANEHTHOCTU MIK
TepaneBTMYECKONW 3KBMBANEHTHOCTWN, KayecTBa, 3(EdeKTMBHOCTM M 6e30MacHOCTU BOCMPOM3BEOEHHOIO WUIK
©buroaHanorosoro (6nonogo0OHOro) NekapcTBEHHOroO Npenapara;

(B pea. PegepanbHbIx 3akOHOB 0T 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

12) BOCNpPOM3BELEHHBIN FTIEKAPCTBEHHbIVM NMpenapar - NIeKapCTBEHHbIN nNpenapart, KOTOPbIA MMeeT Takow Xe
KayeCTBEHHbIN COCTaB U KONMYECTBEHHbIN COCTaB AEWCTBYIOLMX BELLECTB B TAKOW Xe nekapcTBeHHOW hopMe, YTo
N pedepeHTHbIN NEKapCTBEHHbIA MpenapaTt, U OGWO3KBMBANEHTHOCTb MMM TepaneBTMYEecKasd 9KBUBAIIEHTHOCTb
KOTOpOro pedepeHTHOMY NEKapCTBEHHOMY NpenapaTy NOATBEPKAEHA COOTBETCTBYIOLLMMMW UCCIIE00BaHUSIMY;

(n. 12 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTUYecKasi SKBMBANEHTHOCTb - OOCTWXEHWE KIMHMYECKN COMOCTaBMMOrO TepaneBTUYECKOro
adhdekTa Npu NPUMEHEHUN NEKAPCTBEHHbBIX NpenapaTtoB ANs MEAULUMHCKOro NPUMEHEHNA ANst OOHOM U TOW Xe
rpynnbl 6OMbHBIX MO O4HUM U TEM XE NOKa3aHUSIM K MPUMEHEHMIO;

(n. 12.1 BBegeH depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

12.2) 6wuoaHanoroBein (6nonogobHbIN) NekapCTBEHHbIM npenapat (6uoaHanor) - 6Guonornyeckni
NleKapCTBEHHbIN NpenapaT, CXOXWIA Mo napameTpaM kavyecTBa, 3EeKTUBHOCTU U Be30nacHOCTH ¢ pedhepPEHTHbIM
OMONOrM4eckMM JeKkapcTBEHHbIM MpenapaTomM B TakoOW Xe IlekapCTBEHHOM ¢hopMe W VMMEHLWUA MAOEHTUYHLIN
cnocob BBEeAEHUS;

(n. 12.2 BBegeH depepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)
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12.3) B3aMMO3aMeHSIEMbIA JIEKAPCTBEHHbLI MpenapaTt - JlekapCTBEHHbIA npenapaT C [OKa3aHHOW
TepaneBTUYECKON IKBUBANEHTHOCTBIO MM BUOIKBUBANEHTHOCTBIO B OTHOLLEHUN pedbepeHTHOro nekapcTBEHHOro
npenapara, MMEKLMA 3KBUBANEHTHbIE €My KayeCTBEHHbI COCTaB W KONMWYECTBEHHBIN COCTaB AENCTBYHOLLMX
BeLLIeCTB, COCTaB BCMIOMOraTerbHbIX BELLECTB, NekapCcTBEHHY0 hopmy 1 cnocod BBeaeH s
(n. 12.3 BBegeH dPepepansHbIM 3akoHOM OT 22.12.2014 N 429-93)

13) nekapcTBEHHOE pacTUTENbHOE ChIpbe - CBEXWE WM BbICYLUEHHblE pacTeHuss nMbo KX 4YacTu,
ncnonb3yemble A4S NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB OpraHM3aumsMy - NPON3BOANTENAMN NEKAPCTBEHHbIX
CPEeACTB UMW WU3rOTOBIEHMS NEKAPCTBEHHbIX MpenapaToB anTeYHbIMU  OpraHuM3auusiMy, BeTepUHapHbIMU
anTeyHblMXU  OpraHM3auusiMn,  MHOMBMOYamNbHbIMW  MpegrnpuHUMaTensaMy,  UMELWUMKU  JINLEH3NKO  Ha
dhapmaLeBTUHECKYIO AeATENbHOCTD;

14) nekapCTBEHHbIN pacTUTENbHBLIM MpenapaT - NeKapCcTBEHHbIN npenapart, MNPOU3BEAEHHbI UMK
N3roTOBMEHHbIA U3 OAHOTO BUAA NEKAPCTBEHHOIO PACTUTENBHOIO ChipbS UMM HECKOSMbKMX BUAOB TAKOro ChIpbsi U
peanusyembliii B pacacoBaHHOM Buae BO BTOPUYHOW (MOTPEOUTENBCKON) YNAKOBKE;

15) romeonaTtMyeckMin neKapCTBEHHbIM MpenapaT - FeKkapCTBEHHbIM npenapaT, NPOU3BEAEHHbLIN UMK
N3roTOBMEHHbI K3 apMaLeBTUYEeCKON cybcTaHuMn unu dapMaueBTUYECKUX CyOCTaHUMA B COOTBETCTBUM C
TpeboBaHMAMN OOWMX hapMakonerHblX cTaTel K roMeonaTu4eckuM feKkapCTBEeHHbIM npenapataMm unu B
COOTBETCTBUM C TpebOoBaHMAMN hapMaKonemn CTpaHbl MPOM3BOANTENS TAKOrO NIEKAPCTBEHHOrO Npenapara;

(n. 15 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) MexagyHapogHOe HenaTeHTOBaHHOE HaUMEHOBAHWE FeKapCTBEHHOrO CpPeacTBa - HauMeEHOBaHWe
OencTsylolero BewecTBa dapmaueBTnyeckon cybcTaHumm, pekoMeHaoBaHHOe BcemupHoM opraHusauunen
30paBOOXPAHEHNS;

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

17) TOproBoe HaMMEHOBaHWE NEeKapCTBEHHOrO CpeAcTBa - HaMMEHOBaHWE IeKapCTBEHHOro CpencTsa,
NMPUCBOEHHOE €ro pas3paboTyMkoM, JepxaTenem unu BragenbueM perMcTpaumoHHOrO  yA0CTOBEPEHUSI
neKapCTBEHHOro npenapara;

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE feKkapCTBEHHOro mnpenaparta - HauMMeHOBaHWEe NeKapCTBEHHOro
npenaparta, He MMEILLIEro MeXayHapo4HOro HenaTEHTOBAHHOIO HaMMEHOBaHWS, UM KOMBMHaLUW NeKapCTBEHHbIX
npenapaToB, UCMOfb3yemoe B Lendx OObeavHeHWs WX B Trpynny nog eAvHbIM HauMeHOBaHMEM WCXOoas U3
O[MHAaKOBOro cocTaBa AeCTBYIOLLUX BELLECTB;

(n. 17.1 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

18) obwan dhapmakonenHas cTaTtbsl - AOKYMEHT, YTBEPXKAEHHbIN YNOMHOMOYEHHbIM doeaeparibHbIM OpraHoMm
NCNOSTHUTENbHOW BacTu 1 codepXallimi nepeveHb rnokasatenen kavyecrtea M (Mnu) MeTodoB KOHTPOSS KavyecTBa
KOHKPETHOM JEeKapCTBEHHOW (OPMbl, JIEKAPCTBEHHOTO pPaCTUTENBbHOIO Chipbs, OMNUCaHWS OUMONOrM4YecKmXx,
BMOXMMUNYECKUX, MUKPOOMONOTNYECKNX, (PUSUKO-XUMNYECKMX, (PUSNHECKUX, XUMUYECKUX W APYIMX METOLO0B
aHanusa fekapCTBEHHOro cpefcTBa, a Tawke TpeboBaHMA K MCMONb3yeMbiM B LENAX NpoBedeHust LaHHOro
aHanusa peakTtMBaMm, TUTPOBaHHbLIM pacTBopaM, MHOUKaTopam;

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

19) dapmakonenHaa cTaTtbs - AOKYMEHT, YTBEPXAEHHbIA YMNONTHOMOYEHHbIM deaepanbHbIM OpraHoMm
WCMOMHUTENBHON BNacTM W COAEpXalliMi MNepeyveHb fnokasaTenen kadyectBa M METOLOB KOHTPONS KavecTBa
rnlekapCTBEHHOrO CPeACTBa;

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

19.1) ctraHgapTHble obpa3subl - BewwecTsa, MOCPEeACTBOM CPaBHEHUSA C KOTOPbIMU OCYLLIECTBNAETCS KOHTPOSb
KayecTBa UCCrefyeMbiX feKapCTBEHHbIX CPEeACTB C NMOMOLbIO PUBNKO-XMMNYECKMX N BMONOrM4yecknx MeToaos B
uensx MNOATBEPXAEHUS COOTBETCTBUSA JIEKApCTBEHHbIX CPeAcTB TPebOoBaHWSIM HOPMAaTUBHOW LOKyMEHTauuu,
YCTaHOBMEHHBIM MPU OCYLLECTBIEHUN FTOCYAapCTBEHHOW PErMcTpaumm, u KOTopble NPUMEHSAIOTCA ANt KarmbpOBKM
CTaH4apTHbIX 06pa3uoB NPON3BOANTENSA NEKAPCTBEHHBLIX CPEACTB, UCMONb3yeMbIX ANsl KOHTPOMSA KavyecTBa U MHbIX
uenewn npu obpalleHnn nekapCTBEHHbIX CPEACTB;

(n. 19.1 BBegeH degepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

19.2) papmakonenHsln cTaHgapTHBLI 0b6pasel, - cTaHAapTHbLIN 06pasel, NPOu3BeAEHHbIN B COOTBETCTBUM C
drapmakonenHom ctaTben;

(n. 19.2 BBegeH depepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

20) HopmaTMBHas OOKYMEHTauus - OOKYMEHT, COAepXalluMin MepeyveHb OMNpedensemblx No pesynbraram
COOTBETCTBYIOLLMX 3KCMEPTU3 NOKa3aTenemn kayecTsa NIEKapCTBEHHOIo CpeacTBa 4S9 MEOMLUHCKOIO NPUMEHEHNS,
METOZ0B KOHTPOIS €0 Ka4eCTBa M YCTAHOBIEHHbIN €ro NPon3BOANTENEM;

21) HOpPMATMBHBIA LOKYMEHT - [OOKYMEHT, COOEepXalluh MepeyeHb OnpeaensiemMbiXx Mo pesyrbraram
COOTBETCTBYIOLLMX 3KCNEpPTM3 MokasaTenen kadectBa M (MnM) METOOOB KOHTPONS KadecTBa JfEKapCTBEHHON
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dopMbl, onmncaHust BUOMNOrMYecknx, BUOXUMUYECKNX, MUKPOBUONOrMYECKNX, U3MKO-XUMUYECKMX, (DU3NYECKUX,
XUMUYECKNX N OPYrMX METOO0B aHanm3a NekapcTBEHHbIX CPeaCcTB ANs BETEPUHAPHOIrO NPMMEHEHMs, TpeboBaHUs K
ncnomnb3yemMbiM B LIENSX NPOBEAEHMS OAaHHOMO aHanmM3a peakTMBaM, TUTPOBaHHbIM pacTBOpaM, UHAWKATOpam U
YCTaHOBIEHHbIV €ro NPON3BOAUTENEM;

21.1) oOWNIA TEXHNYECKUIA OOKYMEHT - KOMMNIEKT AOKYMEHTOB U MaTepuarioB, COCTOSLLUA U3 HECKOITbKMX
pa3fenoB - LOKYMEHTauMn agMUHUCTPATUBHONO XapakTepa, XMMU4Yeckon, hapmMaueBTU4eckon n Guonormyeckom
OOKyMeHTaum1, apMaKonormyeckon, TOKCUKONOTMYECKON [AOKYMEHTaUMKW, KIWMHUYECKON [OOKYMEHTauum Wu
NpeLcTaBNsieMbIi OAHOBPEMEHHO C 3asiBIIEHMEM O TOCYLapCTBEHHOW perucTpaumv fekapCcTBEHHOrO npenapara
Ons MegUUMHCKOTO MpUMEHeHus B ¢popMaTe, YCTAHOBIIEHHOM YMONTHOMOYEHHbIM doedeparbHbiM  OpraHoMm
NCMNOSHUTENBHON BnacTy;

(n. 21.1 BBegeH dPepepansHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) Ka4yecTBO JEKapCTBEHHON0 cpeacTBa - COOTBETCTBME JIEKAPCTBEHHOrO cpeacTBa TpeboBaHMsM
hapmakonenHon cTtatb NGO B Crydae ee OTCYTCTBUS HOPMAaTMBHOW [OOKYMEHTauuMuM WM HOPMaTMBHOIO
OOKYMEHTa;

23) 6e3onacHOCTb flekapCTBEHHOMO CPeAcTBa - XapakTePUCTUKA fNIEKapCTBEHHOIO CpeacTBa, OCHOBaHHAs Ha
CpaBHUTENBHOM aHanuae ero adeKTUBHOCTM U pUCKa NPUYMHEHNS Bpeaa 340PO0BbI;

24) 3pheKTMBHOCTb JIEKApPCTBEHHOIO MpenapaTa - XapakTepucTuKa CTENeHW MONOXUTENbHOro BIUSIHUS
NleKapCTBEHHOrO npenapaTa Ha TeveHue, NpPOAOIKUTENBHOCTL 3aboneBaHnst WNKM ero npegoTBpalleHue,
peabunuTaumio, Ha coxpaHeHue, NpegoTBpaLLeHMe Unn NnpepbiBaHne 6epemMeHHOCTY;

25) cepusi nekapCTBEHHOrO cpeacTBa - KOMMYECTBO JIeKapCTBEHHOro CpeacTBa, Npou3BeAeHHOe B
pesyrbTaTe 04HOMO TEXHONOMMYECKOrO LiMKIa ero Npon3BoaunTenem;

26) permctpauuoHHOe YAOCTOBEPEHWE NEKApPCTBEHHOrO npenapata - AOKYMEHT, noaTsepxaarowimi cakr
rocygapCcTBEHHOW perMcTpaumm ekapcTBEHHOrO Npenapara;

26.1) pepxaTenb wnu Bnagenel, perncTpaunmoHHOro YAOCTOBEPEHUSA JeKapCTBEHHOro mnpenapata -
pa3paboTynK NekapCcTBEHHOro CpeaCcTBa, NPOM3BOAMTEND NEKAPCTBEHHLIX CPEACTB UMM UHOEe puanveckoe nuuo,
obnapatollee npaBoM BNafeHWUsi PErncTpPauLMOHHBbIM YOOCTOBEPEHMEM, KOTOPblE HECYT OTBETCTBEHHOCTb 3a
Ka4yecTBO, 3PPEKTUBHOCTb M BE30MACHOCTb fIEKAPCTBEHHOrO Npenapara;

(n. 26.1 BBegeH PenepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

27) perncTpaumoHHbIn HOMEp - KogoBoe 0DoO3HaveHue, NPUCBOEHHOE NlekapCTBEHHOMY MpernapaTy npu ero
rocygapcTBEHHON permctpaumm;

28) obpalleHMe nekapCTBEHHbLIX CPeacTB - paspaboTka, AOKIMMHWYECKME WCCrnenoBaHusl, KIMHUYecKue
NCCrieqoBaHusA, 9KCMepTu3a, rocydapCTBEHHas peructpaums, CraHgaptv3aums M KOHTPOfb  Ka4vecTsa,
Npon3BOACTBO, M3rOTOBIIEHME, XpaHeHMEe, nepeBo3ka, BBO3 B Poccunckyto Pegepauuio, BbiBO3 M3 Poccumnckon
depnepaumm, peknama, OTNyCK, peanusaums, nepegada, npuMeHeHne, YHUYTOXEHNE NeKkapCTBEHHbIX CPEACTB;

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cybbekTbl 0OpaleHnsa NekapCTBEeHHbIX CpeacTB - dmsmdeckne nuua, B TOM YUCHE UHOMBUOYAlbHbIE
npeanpuHMMaTenu, U puanyeckme nuua, OcyLLecTBrsWmMe AesTenbHOCTb Npyu obpaleHn neKapcTBEHHbIX
cpencTs;

30) paspaboTuMK neKapCTBEHHOrO CpeAcTBa - OpraHusaums, obnagarowiasi npaBaMmyM Ha pesynbTaTbl
OOKMMHUYECKNX UCCMEQOBaHMM FEeKapCTBEHHOIO CpeacTBa, KIAMHUYECKUX WCCRedOoBaHUM  fekapCTBEHHOro
npenapata v (Unn) Ha TEXHOMNOIMIO NMPOU3BOACTBA NeKapCTBEHHOrO CpeacTsa;

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

31) Npom3BOACTBO FEKAPCTBEHHbIX CPEACTB - AeATernbHOCTb MO MPOU3BOACTBY JIEKAPCTBEHHbIX CPEACTB
opraHm3aumsMmn - Npon3BOAMTENSMN NEKAPCTBEHHbIX CPEACTB Ha OOHOW CTaguu, HECKOMNbKMX UMW BCEX CTagusix
TEXHOJTOMMYECKOro NMPoLEecca, a Takke No XpaHeHWIo 1 peanu3aumm Npom3BeaeHHbIX NeKapCTBEHHbIX CPEACTB;

31.1) npov3BOACTBEHHas MrowWagka - TeppuTopuanbHO OOOCOGMEHHBIN KOMMEKC MpPOU3BOAUTENS
NlekapCTBEHHbIX CPeacTB, MpedHasHayeHHbIN ON1S BbIMNOMHEHNS BCEro npoiecca npou3BoACcTBa feKapCTBEHHbIX
CpencTB UMW ero onpeaerneHHon ctaguu;

(n. 31.1 BBegeH degepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

32) npousBoAWTENb FEKAPCTBEHHbIX CPEACTB - OpraHmMsauus, OCYLLEeCTBASWas MNPOV3BOLACTBO
rnlekapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMsiMM HacTosiwero PegepanbHOro 3akoHa;

33) dapmaueBTMyeCckas OeATENbHOCTb - OEATEeNbHOCTb, BKMHOYawwWwas B ceba OnToByl TOProBmio
NeKapCTBEHHbIMU CpeAcTBaMu, WX XpaHeHWe, MepeBO3Ky M (MUNKU) PO3HUYHYK TOPFrOBMK NEKAPCTBEHHLIMU
npenapaTtamu, Ux OTNYCK, XpaHEHNE, NEPEBO3KY, N3rOTOBINEHME JTIEKAPCTBEHHBIX NPEnapaTos;

34) opraHmsauums ONTOBOW TOProOBNWU JEKAPCTBEHHLIMU CPEACTBAMU - OpraHm3auusi, OCyLLEeCTBMsLLas
ONTOBYIO TOPrOBMIO0 FIEKAPCTBEHHLIMU CPEACTBaMMU, MX XPaHEHMEe, NEepPEeBO3KY B COOTBETCTBMM C TpeboBaHMAMM
HacTosilero ®egepanbHOro 3akoHa;
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35) anTeyHaa opraHu3auus - OpraHusauus, CTPYKTyYpHOoe nogpasfeneHne MeOVMLMHCKOW opraHusauuu,
OCYLLECTBNSIOLLME PO3HNYHYIO TOProBMO NekapCTBEHHbIMU MpenapaTaMu, XpaHeHne, NepeBo3Ky, N3roToBeHne 1
OTMNYCK JEKApCTBEHHLIX MNpPenapaTtoB AN MEOULMHCKOrO MPUMEHEHMS B COOTBETCTBMM C TpeboBaHMAMM
HacTosilwero ®egepanbHOro 3akoHa;

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHas anTeyHas opraHusauus - opraHusauusi, CTPYKTypHOe noapasgeneHve BeTepuHapHoWn
opraHu3aumm, OCyLLECTBSAOLNE PO3HUYHYIO TOPrOBIIO0 NEKAPCTBEHHLIMW NpenapaTaMu, XpaHeHue, N3rotToBreHne
N OTMYCK JeKapCTBEHHbIX MpenapaToB Afsi BETEPMHAPHOrO MNPUMEHEHWsT B COOTBETCTBUM C TpeboBaHUSMU
HacTosilwero ®egepanbHOro 3akoHa;

37) danbcnduumpoBaHHoe nekapcTBEHHOe CpeacTBO - JleKapCTBEHHOE CPeACcTBO, COMpPOBOXAaemMoe
NOXHOW MHGOpMaLMen o0 ero coctase 1 (UNK) NPOU3BOANTENE;

38) HepobpokayecTBEHHOE IEeKapCTBEHHOE CPeaCTBO - NEKapCTBEHHOE CpeAcTBO, He COOTBETCTByOLLEe
TpeboBaHMAM hapMaKoNeNHON cTaTby NMMOO B Criyyae ee OTCyTCTBUSA TpeboBaHMAM HOPMATMBHOW JAOKYyMEHTaLMM
UNN HOPMAaTUBHOIO JOKYMEHTA;

39) koHTpadhakTHOE neKapCTBEHHOE CPEeACTBO - NlekapCTBEHHOE CpeAcTBO, Haxoasileecs B obopoTe ¢
HapyLleHWeM rpaxaaHCKoro 3akoHo4aTenbLCTBa;

40) poKknMHUYEcKoe WCCnenoBaHWE NeKapCTBEHHOro cpefacTBa - Guomnornyeckue, Mukpobuonorudeckue,
UMMYHOIOTMYeckMe,  TOKCUKomorudeckue, papmakonormdeckne, u3M4eckue, XuUMUYeckne W apyrue
nccnefoBaHusi NeKapCTBEHHOrO cpeacTBa MyTEM MPUMEHEHUSI HayYHbIX METOAOB OLEHOK B LEMsiX MOonyvyeHust
[okasaTtenbcTB 6e30nacHOCTU, kavyecTBa U 3EKTUBHOCTIN NEKAPCTBEHHOIO CPEACTBA;

41) KNUHUYECKOE MWCCrEeAOBaHWE IEKApCTBEHHOrO npenaparta - U3yYeHue LUarHOCTUYECKUX, NeyvebHbIX,
NpoUNakTUYecknx, papmakonormyecknx CBOWCTB NEKApCTBEHHOrO MnpenapaTta B npouecce ero npuMeHeHus y
YyernoBeka, XMBOTHOrO, B TOM YMCIEe MPOLIECCOB BCACbIBaHWS, pacrnpeneneHmnsl, USMEHEHUS U BbiIBEAEHUS, NyTeEM
NMPUMEHEHNS HayYHbIX METOO4OB OLEHOK B LEeNnsiX MoflyvyeHusl OokasaTtenbCcTB 6es3onmacHoCTM, KadectBa U
3(pHEKTMBHOCTN NEKApPCTBEHHOro npenapaTa, AaHHbIX O HexenaTernbHbIX peakuusX opraHmsMa 4ernoBseka,
XMBOTHOIO Ha NPUMEHEHWe IneKapCTBEHHOro npenapata u o6 addpekte ero B3aMMOZENCTBUS C APYrvMM
nekapCTBEHHbIMU NpenapaTamu 1 (Unu) NULWEBbLIMWU NPOAYKTaMu, KOpMamu;

42) MHOIOLEHTPOBOE KIMHMYECKOE UWCCMedoBaHWe NEeKapCTBEHHOro npenapata Ans  MeauuMHCKOro
NPUMEHEHUST - KIMHUMYECKOE WCCnedoBaHWe fekapCTBEHHOMO npenapata Ans MegUUMHCKOTO MPUMEHEHMUS,
npoBoanMoe pas3paboTynMKOM FeKapCTBEHHOrO npenapata B ABYX M Gonee MeauMUMHCKUX OpraHu3aumsix no
€0MHOMY MPOTOKOSY KIMHUYECKOrO MCCNeAoBaHWs NeKapCTBEHHOIO nNpenapaTa;

43) mexgyHapogHOe MHOrOLEHTPOBOE KIWHMYECKOe WCCredoBaHMe IeKapCTBEHHOro npenapata Ans
MEOMVLUUHCKOTO MPUMEHEHUST - KITMHWYECKOe WCccnegoBaHue rekapCTBEHHOro npenapata Ans MeauLMHCKOro
NPUMEHEHWs, MPOBOAMMOE pPa3paboTyMKOM NEKapCTBEHHOrO npenapaTa B Pasfu4yHbIX CTpaHax Mo eguHoMy
NPOTOKONY KITMHUYECKOro NCCnefoBaHNs NeKapCTBEHHOrO npenapara;

44) nocTperncTpaumMoHHOe KIUHMYECKOe WCCregoBaHUe fekapCTBEHHOro npenapata Ans MeauuMHCKOro
NMPUMEHEHUST - KIMHUMYECKOE WCCnedoBaHWE fekapCTBEHHOMO npenapata Ans MegUUMHCKOTO MPUMEHEHMUS,
NpoBOAMMOE MpPOU3BOAUTENEM NEKApPCTBEHHOro npenaparta, rpakgaHCcKMi 0BOopoT KOTOPOro ocyLlecTBhseTcd
rnocne rocygapcTBEHHOM perncrpauun, B Uensdx [OMnofHWTENnbHOro cbopa faHHbIX O ero 6esonacHocTn wm
3(PPEKTMBHOCTH, paCLIMPEHUA MNOKa3aHMMN K MPUMEHEHUIO [AaHHOrO EeKapCTBEHHOro npenaparta, a Takke
BbISIBITIEHUS HEXEeMNaTeNbHbIX peakuni NauneHToB Ha ero AenCTBuE;

45) nccneposaHve GUO3KBMBANEHTHOCTU feKapCTBEHHOIO npenapaTa - BUA KIWMHMYECKOrO MCCneaoBaHus
flekapCTBEHHOrO npenaparta, NpoBeAeHe KOTOPOro OCYLLIECTBASIETCA ANs ONpeaesneHnss CKOPOCTU BCacbiBaHUS U
BbIBEAEHUS OAHOIO WINKN HECKONbkux obnagarowmnx hapMakornormyeckon akTMBHOCTBbIO AEMCTBYIOLLMX BELLECTB,
KOnuM4ecTBa JieKapCTBEHHOrO MpenapaTa, OOCTUraloWero CUCTEMHOIO KpPOBOTOKa, W pesynbTaTbl KOTOPOro
Mo3BOMSAIT cAenatb BbiBOg4 O OMO3KBUMBANEHTHOCTU BOCMPOM3BEOEHHOINO JIEKApCTBEHHOIO npenapata B
onpefeneHHbIX NekapcTBeHHOW (hopme M O03UPOBKe, COOTBETCTBYHOLIMX opMe M A03UPOBKE pedepeHTHOro
rfiekapCTBEHHOrO npenapaTa;

(n. 45 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) vccnegoBaHNe TepaneBTUYECKOW SKBMBANEHTHOCTU NEKAPCTBEHHbIX MpenapatoB - BuA, KIMHUYECKOro
NCCrEefOBaHMSA JIEKapCTBEHHbIX MpenapaToB, MpPOBEOEHNE KOTOPOrO OCYLUECTBASETCA AN BbIABNEHUSI
OVHaKOBbIX CBOWCTB fEKApCTBEHHbIX MpenapaTtoB OnNpeaeneHHoW NeKapCTBEHHOW (OpMbl, a TakkKe Hannius
O[VHAKOBbIX Moka3aTenen 6Ge3onacHOCTM U 3(PPEKTUBHOCTU JIEKAPCTBEHHbIX MpenapaToB, OLMHAKOBbIX
KNMHMYECKMX 3 EKTOB NPU X MPUMEHEHUN;

47) npOTOKOMN KIMMHWYECKOTO WCCMEAOBaHMUA JEKApCTBEHHOrO rnpenapata - [OOKYMEHT, B KOTOPOM
onpegenstoTca  uenu, ¢OpMbl  OpraHu3auMnm W MEeTOAONOorMs MpOBEOEHNs] KIMHUYECKOr0 WCCreaoBaHus,
cTaTUcTMYeckme Metoabl 06paboTkn pe3ynbTaToB Takoro UccrnegoBaHusa U Mepbl No obecneyeHntio 6es3onacHocTu
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PU3NHECKMX UL, YHaCTBYIOLLMX B KIMMHUYECKOM UCCNEAOBaHMM NIEKapCTBEHHOIO Npenapara;

48) Opoltopa uccnegoBaTens - CBOAHOE W3NOXeHWe pe3ynbTaToB [AOKIMHWYECKOro MCCrnefoBaHus
NeKapCTBEHHOro CpeacTBa WM KIMHWYECKOro MCCrneaoBaHUsA NEeKapCTBEHHOro mnpenapaTta Ans MeauLMHCKOro
NPUMEHEHNS;

49) WHOPMALMOHHBIA NUCTOK NauMeHTa - OOKYMEHT, B KOTOPOM codepxatcsi B AOCTYMHOW dopme
CBe[leHns1, KacatoLmnecs NpoBOANMOro KIMHUYECKOro NCCreqoBaHWs NiekapCcTBEHHOro npenaparta, U B MMCbMEHHON
dopme p[obpoBonbHOE cormacuMe nauueHTa Ha yyacTMe B KINMHUYECKOM MCCregoBaHWM  fieKapCTBEHHOro
npenaparta nocrne O03HaKOMIEHUS C OCODEHHOCTAMW KIMHWYECKOro MCCNeoBaHWs, MMEKLWMMM 3HadveHue Ans
BbIpaXXEHUS TaKoro cornacusi;

50) nobouyHoe AencTBME - peakuus opraHu3Ma, BO3HMKLIAsi B CBS3W C MPUMEHEHWEM IEKapCTBEHHOMO
npenapata B [03ax, PEKOMEHOYEMbIX B MHCTPYKUMM MO €ro NpUMeHeHuo, Ans NpounakTUKK, OUArHOCTMKW,
rneyeHus 3aboneBaHus Unu ons peabunutauuy;

50.1) HexenaTenbHasi peakumsi - HenpegHaMepeHHas HebnaronpusiTHas peakuusi opraHmsma, KoTopas
MOXeT BbITb CBA3aHa C NPMMEHEHNEM NeKapCTBEHHOrO Npenapara;

(n. 50.1 BBegeH dPepepancHbIM 3akoHOM OT 22.12.2014 N 429-93)

51) cepbe3Has HexxenaTtenbHaa peakuus - HexxenaTtenbHas peakuusi opraHnama, CBsidaHHasi C MPUMEHEHMEM
NeKapCTBEHHOrO npenapaTa, NpUBEALlas K CMepTW, BPOXOEHHbIM aHoManusM WM fnopokam passButust nnbo
npegcraensowas cobon yrposy XusHu, Tpebytowas rocnutanuMsaummM Wnu npueBegwlasi K CTOMKOM yTpaTe
TPYAOCNOCOBHOCTU U (MNKN) MHBaNMOHOCTY;

52) HenpenBuaeHHas HexenaTtenbHas peakuusl - HexenaTenbHas peakums opraHusaMa, kotopasi cBsidaHa ¢
NMPUMEHEHMEM JIEKapCTBEHHOTO npenapata B [03aX, PEeKOMEHOYEMbIX B MPOTOKOSIE €ro  KMMHWYECKOro
nuccnenosaHusi, Opowlope wuccnegosaTtensi, UMW C NPUMEHEHUEM JleKapCTBEHHOrO Mpenapata B [03ax,
pekoMmeHgyeMbIX B MHCTPYKLUMKU NO ero npuMeHeHuo ana I'IpOCt)I/IJ'IaKTI/IKI/I, ANarHoCTUKK, nevyeHud 3aboneBaHus unm
MeAUUMHCKON peabunutaumMn nauueHTa, W CYLHOCTb, TSKECTb WM UCXOL KOTOPOW HEe COOTBETCTBYET
nHopMaLmMM O NEeKapCTBEHHOM MpenapaTe, COAepXallelcss B MPOTOKONE €ero KIMHUYECKOro WCCrenoBaHus,
GpoLuope nccnegosaTens Unu B UHCTPYKLUK NO NPUMEHEHWIO NIEKApCTBEHHOMO Npenapara;

(n. 52 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

52.1) dapmakoHag3op - BuA AEATENbHOCTU MO  MOHWUTOPUHIY 3ddEKTMBHOCTM UK 6Ge3onacHoCcTn
nekapCTBEHHbIX MpenapaToB, HanpaefieHHbIN Ha BbISBMEHWE, OLEHKY W NpedoTBpalleHue HexenaTernbHbIX
NocneacTBMN NPUMEHEHNS NEKapCTBEHHbIX NPenapaTos.;

(n. 52.1 BBegeH PepnepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHna puckamn - nogpobHOe onuncaHne MeponpuaTUA No  ddapMakoHaaA3opy,
HanpaBfeHHbIX Ha BbISBMNEHWE, OLEHKY W npedoTBpalleHve WM  MWMHMMUM3auUMIo  PUCKOB, CBSI3aHHbIX C
nekapCTBEHHbIMW NpenapaTamu, BKroYas OLeHKY 3 ekTUBHOCTM AaHHbIX MEPONPUATUN;

(n. 52.2 BBegeH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

53) peuenT Ha nekapCTBEHHbIM MnpenapaT - NMUCbMEHHOE Has3HadeHWe JekapCTBEHHOro npenapaTta no
yCTaHOBMEHHOW hopMe, Bbl4aHHOE MEAWLMHCKAM UK BeTEpUHapHbIM paboTHWKOM, MMEHLWMM Ha 3TO npaso, B
Lensax oTnycka fiekapCTBEHHOMo npenapaTta UM ero U3roToBMEHUS 1 OTMNYCKa;

54) TpeboBaHve MeAWMLMHCKOM OpraHv3auuu, BETEPUMHAPHOW OpraHu3aumm - LOKYMEHT YCTaHOBIIEHHOW
hOpMbl, KOTOPbIN BbINUCAH MEOULUHCKUM UM BETEPUHAPHBIM PaboTHUKOM, MMEIOLLMM Ha 3TO NpaBo, N COOAEPXKUT
B MUCbMEHHON opMme yKaszaHue anTevyHOW opraHmM3aummM 00 OTnyCcKe fEeKapCTBEHHOro npenaparta unm o ero
N3roToBneHun n o6 otnycke anga obecnevyeHus nedvebHOro npouecca B MEQULMHCKOW OpraHM3aunmn, BeTEpUHapPHON
opraHu3auuu;

55) komnnekcHas OLeHKa fekapCTBEHHOrO npenapaTta - OUeHKa 3aperMcTpupoBaHHOMO fleKapCTBEHHOMO
npenapaTa, BKMYawlwass B cebs aHanu3 MHGOopMauMM O CPaBHUTESNBHOM KITMHUYECKOM 3(dEKTUBHOCTU U
6Ge3onacHOCTN NekapCTBEHHOIO npenaparta, OUEHKY 3KOHOMUYECKUX MOCNEACTBUA €ro NpUMEHEHWSs, N3yyYeHune
OOMONMHUTENbHBIX MOCNeaCTBUA MPUMEHEHUS NEKApPCTBEHHOrO Mpenapata B UensiX MNpUHATUS pelleHni o
BO3MOXHOCTM BKIMIOYEHNSI JIEKAPCTBEHHOIO Mpenapata B MNepeyYeHb >KU3HEHHO HEeOOXOOAUMBIX W BadKHEMWLUMX
NlekapCTBEHHbIX NpenapaTtoB, HOPMAaTMBHbIE MPaBOBble akTbl M WHbIE OOKYMEHTbI, Onpedensiowme nopsgok
OKa3aHWsi MEQMWLMHCKON NMOMOLLM, UMW UCKITIOYEHNST €r0 U3 yKa3aHHbIX NepPEeYHsl, akTOB U JOKYMEHTOB.

(n. 55 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

Inasa 2. MOJIHOMOYUS ®EAEPAJIbHbIX OPFTAHOB VICI'IOHHI/ITEHbIjOVI 5
BJIIACTW, OPFAHOB UCMNOJIHUTENbHOWU BNTACTU CYBBEKTOB POCCUUCKOM
®EOEPALN NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Cratbs 5. MNMonHoMouusi dheepanbHbIX OpPraHoB UCMOSHUTENBHOM BNacTy Npu obpalleHnn NekapcTBEHHbIX
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cpencTts

K nonHomouunsim doegeparnbHbIX OpraHoOB MCMOMHUTENBHOM BriacTu Npy oOpalleHnn NekapCTBEHHLIX CPEACTB
OTHOCATCS:

1) npoBeaeHne B Poccuiickon Penepauum equHON rocygapCTBEHHOW MONUTMKM B obnactn obecneveHus
nekapcTBeHHbIMK NpenapaTamu rpaxaaH B Poccuiickon ®eagepauuu;

(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxaeHue obwmx dpapMakonerHblx cTaten, dapmMakonenHbIX cTaTew, M3gaHue rocyaapCTBEHHOWN
dapmakoneu, cogaHue u BeeHue peectpa hapMaKonenHbIX cTaHaAapTHbIX 00pas3LoB;
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyLecTBrneHMe rocyaapCTBEHHOIO KOHTPONS (Hag3opa) B chepe obpalleHnst NekapCTBEHHbIX CPeACTB;
(B pen. PepgepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3npoBaHME NPOU3BOACTBA J1IEKAPCTBEHHbIX CpeacTB M dapMaueBTUYEeCKOW AeATenbHOCTU B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuiickon ®enepauum;

5) opraHu3aums aKcnepTu3bl NeKapCTBEHHbIX CPEACTB, 3TUYECKOM 3KCMepPTU3bl BO3MOXHOCTM NpPOBeAeHus
KNMMHUYECKOrO UCCMEeAoBaHUs JNEeKapCTBEHHOro npenapata Ans MELULUMHCKOrO MPUMEHEHUsl, 3KCnepTuabl
OOKYMEHTOB, NpeaCTaBMeHHbIX AN ONpeaeneHnss BO3MOXHOCTM paccMaTpyBaTh NeKapCTBEHHbIM npenapaT ans
MEeOMWUNHCKOTO MPUMEHEHUST MPU TOCYLapCTBEHHOW perucTpauMnm B KavyecTBe OpPgaHHOrO JieKapCTBEHHOrO
npenapara;

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5.1) opraHu3dauus nposedeHUst KOMMIEKCHOW OLEHKM FeKkapCTBEHHOro npenapaTta B Uensx MNpuHATUA
peLleHnii O BO3MOXHOCTWU BKIMIOYEHUSI JIeKapCTBEHHOrO npenapata B MepeyvYeHb XM3HEHHO HeobXoauMbIX U
Ba)XHEMLLNX NEeKapCTBEHHbIX NpenapaTtoB, HOPMaTUBHbIE MPaBOBble aKTbl U MHble AOKYMEHThI, onpeaensoLine
nopsaoK okasaHWst MeguUUHCKON MOMOLLM UKW UCKIIOMEHUST €r0 U3 YKa3aHHbIX NepeYHsl, akToB U OKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6) BblAaya paspeLleHnin Ha NpoBeAEeHNE KIMMHUYECKUX NCCe0BaHMIN NIEKapCTBEHHbIX NpenapaToB, BeAeHne
peecTpa Bbl4aHHbIX PaspeLLeHnii Ha NPOBEAEHNE KITMHUYECKMX UCCIEeAoBaHUIN NEKapCTBEHHbIX NPenapartos;

7) rocygapcTBeHHasi permcTpauusi NnekapcTBEHHbIX MpenapaToB, BeAeHWe rocydapCTBEHHOro peectpa
neKkapCTBEHHbIX CPEACTB;

8) opraHmnsaumsa n (Mnun) NpoBefeHNe MHCMEKTUPOBAHNS CyOBbEKTOB ObpaLLleHMsA NEKapCTBEHHbIX CPeaCTB Ha
COOTBETCTBME NMpaBuiam Haanexatilen nabopaTopHON NpPakTUKK, NpaBuiiam Hagnexaiwemn KIMHUYECKON NPaKkTuku,
npaBunam Hagnexallen npakTukM XpaHeHUs 1 NepeBO3KM NEeKapCTBEHHbIX MpenapaTos, NpaBunaM Hagnexailemn
ONCTPUBBLIOTOPCKOM NPaKTMKN, NpaBunamM Hagnexalen anTe4yHom NpaKkTukuy;

(n. 8 B peq. ®PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

8.1) opraHmsauusa u (Unu) NpoBedeHNE NHCNEKTUPOBAHUSA CyOBHEKTOB 0bpalleHMs NeKapCTBEHHbIX CPEeaACcTB
Ha cooTBeTCTBME TpeboBaHMAM MNpaBuil Hagnexawlen npouM3BOACTBEHHOMW MNPaKTMKW, Bblgada 3akMoYeHUn o
COOTBETCTBMU NPOU3BOAUTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun Hagnexallen nponsBoACTBEHHON
NpaKkTuKy;

(n. 8.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHe nopsaka Be4eHMs U BeAeHWEe rocyaapCTBEHHOIO peecTpa 3akiniyeHnin 0 COOTBETCTBUM
npon3BogmnTens fekapCcTBEHHbIX CPeacTB TpeboBaHMAM NpaBun Hagnexawen nponsBoaACTBEHHON NPaKTUKW;
(n. 8.2 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) rocygoapcTBeHHasi perucTpaums YCTaHOBMEHHbIX MNPOVM3BOAMTENSIMUA NEKAPCTBEHHbLIX NpenapaTos
NpeaernbHbIX OTMYCKHbIX LIEH Ha XM3HEHHO HEODOXOAMMbIE U BaXXHEWLLME NEeKapCTBEHHbIE npenapaTtbl U BeAeHue
rocygapCTBEHHONO peecTpa MNpedenbHbIX OTNYCKHbIX LieH MpOM3BOAUTENEN Ha HNekapCTBEHHble npenapaTsl,
BKITHOYEHHbIE B MEPEYEHb XN3HEHHO HEODXOAMMBIX U BaXKHEMLLMX FIEKAPCTBEHHbIX NPenapaTos.;

9.1) cornacoBaHvMe TMPOEKTOB pPELIEHUA OpraHoB WCMOMHUTENBHON Bnactn cybbekTtoB Poccuiickon
depepaumm 06 ycTaHOBNEHMU K (UNN) U3MEHEHMU NPedenbHbIX pasMepoB ONTOBbIX HaabaBoOK M MpegenbHbIX
pasMepoB PO3HWMYHbIX HagbaBOK K (PAKTMYECKUM OTMYCKHbIM LEeHaM, YCTaHOBMEHHbIM MPON3BOAUTENAMU
NleKapCTBEHHbIX MPenapaToB, Ha NeKapCTBEHHbIE Npenaparbl, BKIIOYEHHbIE B NEPEYEHb XU3HEHHO HEOBXOOANMBbIX
N BaXKHEWLUNX NEKAPCTBEHHBIX NPEenapaTos.;

(n. 9.1 BBegeH ®epepanbHbimM 3akoHoM OT 13.07.2015 N 241-93)

10) ycTaHoBneHve nopsifka BBO3a JlekapCTBEHHbIX cpeAcTB B Poccuiickyto Pegepaunio u  BbiBO3a
nekapcTBeHHbIX cpeacTB u3 Poccunckon ®egepauuu;

(n. 10 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgaya, ycTaHOBMeHME nopsigka Bblgadn u OpMbl JOKYMEHTa, KOTOPbI MOATBEPXOAET, YTO
NpOM3BOACTBO FIEKAPCTBEHHOMO Npenaparta OCyLLEeCTBIEHO B COOTBETCTBMU C TPEOOBaHUSAMU NPaBUI Hagexawen
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NPOW3BOACTBEHHOW NPAKTUKWN, U NOANEXUT NpeAcTaBneHnto No TpeboBaHMI0 YNONMHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOpYIO BBO3MTCS JNIEKAPCTBEHHLIN Npenapar;
(n. 10.1 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

10.2) Bbigaya, yCTaHOBIEHNE MOpsidKka Bbldayn M QOpMbl AOKYMEHTA, COAEPKALLEro CBeOeHNst O CTagusx
TEXHOIOMMYECKOro MpoLecca MNPOM3BOACTBA JEKAPCTBEHHOTO CpeacTBa AN MEOULMHCKOrO  MPUMEHEHWS,
OCYLLECTBNSIEMbIX Ha TeppUTOpMM EBpPa3ninickoro 3kOHOMNYECKOro COo033a;

(n. 10.2 BBegeH ®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3, B pea. ®PegepansHoro 3akoHa ot 13.07.2015 N
241-93)

11) co3gaHue CoBETOB MO BOMpocaMm, CBA3aHHbIM C OOpaLLleHMEM NIeKapCTBEHHbLIX CPEOCTB;

12) atTectaums un ceptTudukaums cneumanmcTos;

13) ytpatvn cuny ¢ 1 ceHTsi6ps 2013 roga. - PegepanbHbin 3akoH ot 02.07.2013 N 185-93;

14) ocywiecTBneHne hapmakoHaa3opa;

(n. 14 B pea. ®egepanbHOro 3akoHa ot 22.12.2014 N 429-93)

15) yyactue B MexgyHapoOLHOM COTPYOHNYECTBE;

16) nonyyeHue No 3anpocaM YrnonHOMOYEHHOro defeparnbHOro opraHa CNONHUTENbHONM BNacT OT OpraHoB
NcnonHUTeNbHON BnacTu cyobekToB Poccuiickon ®epepaunmn, a Takke oT cybbekToB obpalleHns eKapCcTBEHHbIX
cpencTs AN MeaMUMHCKOrO NPUMEHEHUs MHpopMauum No BOMPOCaM YCTAaHOBMEHUS W MPUMEHEHUS LEH Ha
rnekapCTBeHHble NpenapaTthbl U HagbaBoK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLeHWe 3akoHogaTtenbcTBa Poccuiickon depepauuu;

18) yTBepXkOeHWe npaBun Hagnexawen nabopaTopHOM MPaKTUKW, NPaBWN Haanexallen KinMHUYEeCKom
NpakTUKW, MpaBuI Hagnexawen Npou3BOACTBEHHOW NPAKTUKW, MNPaBWUN HagneXallerh MNpPaKkTUKM XpaHeHust U
NnepeBO3KM NEKapCTBEHHbIX MpenapaTtoB, NpaBuUN  Hagnexalwlen AUCTPUOBLIOTOPCKOM MpaKTUKW, MpaBun
Haanexawen anTe4yHoW NpakTUKW, NpaBuI Hagnexallen npakTmkn papmakoHag3opa nekapCTBEHHbIX NpenapaTos
AN MEeANLIMHCKOro NPUMEHEHNS;

(n. 18 BBegeH PeagepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19) ycTaHoBneHue nopsiaka OPMUPOBaHMS PErMCTPALMOHHOIO AOCbe Ha IeKapCTBEHHbIA npenapaTt wu
TpeboBaHWI K JOKYMEHTaM B €ro COCTaBe;

(n. 19 BBegeH depeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepXOeHWe MnpaBuin pauuoHanbHOro BbiOOpa HaAMMEHOBAHWUM JEKAPCTBEHHbIX NpenapatoB A4S
MEeOMNUUHCKOTO NPUMEHEHNS;

(n. 20 BBegeH depeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEPXKOEHNE NEPEYHS] HAUMEHOBAHMWI JIEKAPCTBEHHBIX (hOPM;
(n. 21 BBegeH depeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22) cdopMmpoBaHMe peecTpa TUMOBbLIX MHCTPYKUUA MO MEAULMHCKOMY MPUMMEHEHUIO B3aMMO3aMEHSEMbIX
rniekapCTBEHHbIX NpenapaTos.;

(n. 22 BBegeH depeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

23) yTBepxaeHue TpeboBaHUn K UHCTPYKLUM MO MEOULMHCKOMY MPUMEHEHUIO NTEKAPCTBEHHbIX NpenapaTos U
K MHCTPYKUMM MO BETEPUHAPHOMY NMPUMEHEHWIO NTEKapCTBEHHbIX NpenapaTos;

(n. 23 BBegeH depeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3akpbiTMe CanToB, coaepXawmx MHOPMAaLUIO O PO3HUYHOW MpodaXe OUCTaHUMOHHBIM
cnocobom, npeanoxeHne o NpMobpeTeHNn ANCTAHUMOHHLIM CMOCOBOM, AOCTaBKE OUCTAHLUMOHHBIM CMOCOOOM U
(vnn) nepenave PUNYECKOMY NULY AUCTAHUMOHHBLIM CMNOCOOOM JfIEKapCTBEHHbLIX MpenapaTtoB, HAapPKOTMYECKMX
NlekapCTBEHHbIX MpenapaToB W MNCUMXOTPOMHBIX JIEKAPCTBEHHbIX MNPEnapaTtoB, 3a WCKIIOYEHWEM Cryyaes,
ycTaHoBMeHHbIX NpaBuTensctBoMm Poccuiickon degepaumm.

(n. 24 BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlINtoC: npyumevaHmve.

MonoxeHnss ctatbn 5.1 pacnpocTpaHslTCs Ha MNonMHoMouns doegeparnbHbIX OPraHoB WCMONMHUTENBHON
BMacTu, KOTOPbIE HE NepefaHbl ANs OCYLLECTBINEHMS OpraHaMm rocygapCcTBEHHON BnacTn cybbekTtoB Poccuiickomn
denepaumm n opraHaMm MeCTHOIO CaMOyMpPaBEHNsI COOTBETCTBYOLWUMU befepanbHbIMK 3aKOHaMMU.

Cratbsa 5.1. lNepegava ocyllecTBNEHNs NOMHOMOYMI dheaepanbHbIX OPraHOB UCMOMHUTENBHOW BRacTu npu
obpalLeHnn NekapCTBEHHbIX CPeACTB OpraHaM UCMOMHUTENBHOW BriacTn cyobekToB Poccuickon ®enepaumm
(sBegeHa depepanbHbiM 3akoHoM OT 13.07.2015 N 233-93)

MonHomounss dheepanbHbIX OPraHoB MCMONHUTENBHON BRacTy Npu obpalleHun feKapCTBEHHbIX CPeacTB,
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npeaycMoTpeHHble HacToswmnm dedepanbHbIM 3aKOHOM, MOryT nepefaBaTbCA AN OCYLLEeCTBEHMS OpraHam
NCMNOMHUTENBHON Briactu cyobekToB Poccunckon Pepepaummn noctaHoBrneHuamn [NpaButensctBa Poccuinckon
depepaummn B nopsigke, yctaHoBneHHom PenepanbHbiM 3akoHOM OT 6 okTs16psa 1999 roga N 184-93 "O6 obwux
NPUHLMNax opraHu3aLmn 3akoHoAaTeENbHbIX (NPeACcTaBUTENbHbIX) U UCMOMHUTENbHbBIX OpPraHOB rocyapCTBEHHON
Bnactu cybbektoB Poccuiickon degepauun’.

Cratba 6. [MonHoMOuYMs OpraHoB MWCNOMHWTENBHOW BRacTu cybbekta Poccuiickon Pegepaumm npu
0obpalleHun rnekapcTBEHHbIX CPeACTB

K nonHoMoumsiM opraHoB MCNOMHUTENbHOW Bnactu cybbekta Poccuiickon ®epepaumu npu obpalleHun
nekapCcTBEHHbIX CpeacTB OTHOCATCS:

1) paspaboTka W peanusauusi perroHanbHbIX Mnporpamm obecneyeHus HaceneHus NeKapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBMNeHWe npefenbHbiX pasMepoB OMNTOBbIX Han0aBOK W MpedenbHbIX Pa3MepoB  PO3HWUYHbIX
HafnbaBoK K PaKTUYECKUM OTMYCKHBIM LieHaM, yCTaHOBINEHHbIM NPON3BOAMTENSMU NEKapCTBEHHbIX NPenapaTos, Ha
neKapcTBEHHble Mpenaparthbl, BKIOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenaparos;

3) ocyLlecTBNeHe perMoHanbHOro rocyaAapCTBEHHOrO KOHTPONS 3a NPUMEHEHWEM LieH Ha NeKapCTBEHHble
npenapaTtbl, BKMIOYEHHbIE B MEpeyYeHb XU3HEHHO HEeOBXOOUMbIX U BaXKHEWLUMX FeKapCTBEHHbIX Mnpenaparos,
opraHuM3aumsiMuM OMTOBOW TOPrOBMM, anTeYHbIMXU OpraHu3auMaMu, WHAMBUAYarnbHbIMW NpeanpuHMMaTensamu,
UMEIOLLMMM NULEH3NI0 Ha papMaLEeBTUYECKYI0 OEeATENbHOCTb.

(B peqn. PepgepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Mnmasa 3. TOCYAAPCTBEHHAA ®APMAKONMES
Cratbs 7. PaspaboTka n nsgaHme rocygapcTBeHHOM hapmakoneun, pasmeLleHne aaHHbIX O HeR

1. Tom rocypoapctBeHHOM hapMakoneen MOHMMaeTcs cBog obwmx dapMakonemHblx cTaTen W
hapMakonenHbIX cTaTen.

2. Paspabotka obwux dapmMakonenHbix ctaten n oapMakonernHbiX cTaTter, B TOM ymcrne hapMakonemHbix
ctaten Ha dapmakonemnHble cTaHdapTHble obpasubl, M BKIHOYEHME WX B TFOCYy4apCTBEHHy apmakonero
OCYLLECTBNAITCA B MNOpsAKe, YCTAHOBMNEHHOM YNOMHOMOYEHHbIM dedeparnbHbiM OpraHOM  UCMONTHUTENBHON
BNacTu.

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

3. PaspaboTtka chapMakonemHon cTaTtbl Ha pedepeHTHbIA NEKapCTBEHHbIA MpenapaTt U BKIHOYEHWE ee B
rocygapCTBEHHY0 (hapMakonero B TeYEeHNe Cpoka AeVCTBUS 3allUTbl UCKITHOYMTENBHOMO Npasa, YA0CTOBEPEHHOrO
naTeHToOM Ha ped)epeHTHbLIN NEeKapCTBEHHbIM Npenapar, OCYLLECTBSTCS C cornacus ero paspabortyuka.

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

4. TocypapcTBeHHasa hapmakonesi M3gaeTcs YyNnofIHOMOYEHHbIM hedepanbHbiM OpraHoOM WUCMOSNTHUTENBHON
BMacTu 3a cYeT CpeacTB dhedepansHOro brogketa u NoANexuT nepensgaHnsamM He pexe YemM OfuMH pas B NATb JeT,
B nepuog Mexay KOTOpbIMW M30al0TCH MPUNOXEHUS K rocygapcTBeHHoW hapmakonee, cogepxawime obuiue
dhapmMakonenHble cTatbl U (UNK) dpapMakonenHble CTaTbW, YTBEPXKAEHHbIE MOCME M3OaHUA UM nepeunsgaHvs
rocyaapcTBeHHOW dhapmakoneu.

5. YNomHOMOYEeHHbIN doefepanbHbli  OpraH  UCMOSHUTESNIbHOWM  BRacTM  pasMellaeT [daHHble O
rocyagapCTBEHHON hapMakonee U NPUNOXEHUAX K Hen Ha cBoeM oduuuanbHoMm cante B cetn "WHTepHeT" B
YCTaHOBMEHHOM UM MOPSiAKE.

Masa 4. TOCYAAPCTBEHHbI/A KOHTPOIb MPU OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

Crtatbs 8. JlnueHsnpoBaHne Npon3BOACTBa NNIEKAPCTBEHHLIX CPEACTB 1 hapMaLeBTUYECKON AeATENbHOCTU

1. JlvueHsmMpoBaHMe MPOM3BOACTBA JlIEKAPCTBEHHbLIX CPeacTB WM dapMaueBTUYECKON OEeATENbHOCTU
OCYLLIECTBISIETCA B COOTBETCTBUM C 3aKkoHOA4aTenbCcTBOM Poccurickon degepauun.

2. ObsA3aTenbHbIM YCOBMEM MNPENOCTABMEHUSA JIMUEH3UM Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB
ABNSAETCA MNPUIOXEHNE K 3asBMEHUI0O COUCKATeNs JMUEH3UM MepedHsi NeKapCcTBEHHbIX opMm M (unu) BuOoOB
hapmaLeBTUHECKMX CyOCTaHLMIN, KOTOPbIE MPON3BOANTENb NTEKAPCTBEHHbIX CPEACTB HAMEPEH NMPOU3BOAUTD.
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3. B cny4ae HeobXxo4MMOoCTH pacwmnpeHna npomn3BoacTBa J1€KapCTBEHHbIX CpeacTB 3a CYEeT HOBbIX
JIEKapCTBEHHbIX d)OpM n BnaoB q)apMaLLeBTI/I‘-IeCKI/IX Cy6CTaHLI,VIIZ npon3BoanTeslb NNeKapCTBeHHbIX CpeacTB OOJKEH
Nnony4YnTb HOBYHO JTIMLIEH3NIKO Ha NPOM3BOACTBO J1IEKapCTBEHHbIX CPenCTB.

Cratbsa 9. locyaapcTBEHHbI KOHTPOSb (Hag3op) B cdepe obpalleHns NekapCTBEHHbLIX CPeacTB
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

1. FocynapcTBEHHBIN KOHTPOMb (Haa3op) B cchepe obpallieHns nekapcTBEHHbIX CPeacTB BKtoYaeT B cebs:

1) TNUWUEH3MOHHbLIN KOHTPONb B Ccdepe MNPOM3BOACTBA JIEKAPCTBEHHLIX CPeacTB U B cdepe
hapmaLleBTUHECKON OeATENBHOCTY;

2) dbenepanbHbI rocygapCTBEHHbIV Haa30p B cdepe obpalleHns nekapCTBEHHbIX CPeacCTB;

3) BbIOOPOYHbIN KOHTPOJSIb KayecTBa NekapCTBEHHLIX CPeACTB.

(n. 3 BBeaeH ®efeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. JIMUEH3MOHHLIN KOHTpONMb B cdepe MNPOM3BOACTBA JleKapCTBEHHbIX CpPeacTB M B cdepe
hapmaLeBTUHECKON  OEeATENbHOCTM  OCYLLECTBNSIETCA  YNONIHOMOYEHHbIMW  cbefepanbHbiIM  OpraHom
NCMNOMHUTENBHON BRacTu U opraHaMu MUCNONHUTENbHOW Brnactu cybbektoB Poccuiickon dPepepaumm cornacHo mx
KoMneTeHLMN B Nopsiake, ycTaHoBneHHoM PefeparnbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-d3 "O zawmte
npae LPUONYECKNX §NUL, W UHAMBUAOYANbHbIX NPEeAnpUHUMATENen Npu OCYLLeCTBIEHUN TOCYy4apCTBEHHOrO
KOHTponsa (Hag3opa) U MyHUUMNANbHOrO KOHTpons", C y4eToM OCOBEHHOCTElN opraHuM3auunm u npoBeneHus
NpPoBEPOK, yCTaHOBNEHHbIX PenepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUKn oTaeNbHbIX
BWOOB AeATenbHOCTU",

3. ®epepanbHbI rocygapcTBEHHbIN HAA30p B chepe obpalleHns NekapCTBEHHbIX CPEACTB OCYLLECTBNAETCS
YNOMHOMOYEHHbIMU dhedepanbHbiMU OpraHamn UCMONHUTENBHOW BRacTy (ganee - opraHbl FOCYAapCTBEHHOMO
Hag3opa) cornacHo Mx KOMMEeTEHUUN B Nopsiake, ycTaHoBreHHoM [paBuTtenscTBoM Poccuiickon degepaumm.

4. depnepanbHbli rOCYAapCTBEHHbIM Haa3op B cdepe obpalleHUsa NnekapCTBEHHbLIX CPeaCTB BKIOYAET B
cebs:

1) opraHusaumio 1 NpoBeaeHNe NPOBEPOK CobnoaeHns cybbekTammn obpalleHNs NeKapCTBEHHbIX CPEACTB
YCTaHOBMEHHbIX HacTosAwmM degepanbHbIM 3aKOHOM Y MPUHATLIMU B COOTBETCTBUM C HUM UHBIMWU HOPMaTUBHbLIMU
npaesoBbiMn aktamu Poccunckon denepaunm TpebOBaHUA K AOKIMHUYECKMM WCCNEOOBaHWUSIM fEKapCTBEHHbIX
CpeacTB, KIMMHUYECKNM NCCNeaoBaHNSaM NeKapCTBEHHbIX NpenapaTos, XpaHeHuto, NepeBoske, BBO3y B Poccumnckyto
depnepaumio, OTNyCKy, peanusauun IeKapCTBEHHbIX CpeacTB, MPUMEHEHUIO EKapCTBEHHbIX MpenapaTos,
YHUUTOXEHNIO NEKapCTBEHHbIX CPEACTB, a Takke cobnogeHus ynomHOMOYEHHbIMWU OpraHamMu UCMONMHUTENbHON
Bnactu cybbektoB Poccuickon deaepaumm METOAMKN YCTAHOBNEHUA NpeaerbHbIX pasMepoB ONTOBbIX HagbaBoOk
W npegenbHbIX pPasMeEpPoB PO3HWYHBIX HagbaBoK K  (pakTMYeCcKMM OTMYCKHbIM  LeHaM, YCTaHOBMEHHbIM
Npon3BOaMTENSMWN JEKapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHble MpenapaTtbl, BKMOYEHHble B MNepevYeHb
YKN3HEHHO HEOBXOAMMBIX N BaXKHENLLMX NEKAPCTBEHHbIX NpenapaToB (ganee - obsasartenbHble TpeboBaHus);

2) opraHuMsauulo U npoBedeHMe MPOBEPOK COOTBETCTBUS fEeKapCTBEHHbIX CPeacTB, HaxogswuMxcs B
rpaxkgaHckom obopoTe, yCTaHOBEHHbIM TPeBOBaHNAM K UX KaYeCTBY;

3) opraHusauuto n npoeseaeHne hapmakoHaa3opa;

4) npumMeHeHMe B nopsigke, YCTaHOBNEHHOM 3akoHopaTtenbcTBoM Poccuickon Pepepauun, Mep no
NPEeCeYeHnI0 BbISIBMIEHHbLIX HapyLUEHUN 00s3aTenbHbiX TpeboBaHWA U (MNKM) YCTPAHEHMIO MOCMEeACTBUN TaKuX
HapyLleHWin, B TOM 4uChe MPUHATUE PELUEHUS O HaxOXAEeHWU NeKapCTBEHHbIX CpeacTB B obpalieHuu, Bblgady
npegnucanHni o6 ycTpaHeHWM BbISIBMIEHHbIX HapyleHun obs3atenbHblX TpeboBaHuM U MNpuBNeYeHne K
OTBETCTBEHHOCTM ML, COBEPLUMBLLMX TaKUe HapyLUEHWS.

(4acTb 4 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. ®enepanbHbIn rocygapCTBEHHbIV HAA30p B chepe obpalleHns NekapCTBEHHbIX CPeacTB OCYLLIECTBNAETCA
B nopsigke, yctaHoBrneHHom ®degepanbHbiM 3akoHOM OT 26 pekabpa 2008 roga N 294-03 "O 3awwute npas
IOPUANYECKMX UL, U WHAOMBMAYaNbHbIX NPEeAnpUHUMAaTenen npu OCYLECTBIEHMM FOCYAAaPCTBEHHOIO KOHTPOIS
(Hag3opa) M MyHMUMNAaNbHOrO KOHTPOMs', C y4eToM OCOOEHHOCTEN, YCTaHOBIIEHHbIX HACTOSLIEN CTaTbew.
lMpenBapuTenbHOE COMMAacoBaHWE C OpraHamu MNpPOKypaTypbl CPOKOB MNPOBEAEHMSI BHEMNTAHOBOW MPOBEPKU
cybbekToB OOpalleHnss NeKkapCTBEHHbIX CPeACTB, a Takke npedBapuTenbHOE YBEOOMIIEHWE HOPUANYECKMX MWL,
NHAMBUAYanbHbIX NPeanpUHMMAaTENen O HaYane NpoBeaeHNst 3TON NPOBEPKM He TpebyeTcs. OpraHbl MPOKypaTypbl
M3BeLLalnTCa O MPOBEAEHUN BHEMMAHOBOW MPOBEPKM CYOBLEKTOB OOpalleHMs NeKapCTBEHHbIX CpeacTB
NMOCPELCTBOM HanpaBreHUs COOTBETCTBYIOLLMX JOKYMEHTOB B TeYEHME Tpex paboymx AHEN C MOMEHTA OKOHYaHUS
npoBefeHns Yka3zaHHOW BHEMMAHOBOW NPOBEPKMU.

(4acTe 5 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)
6. [JOrKHOCTHBIE NMLA OpraHa rocy4apCTBEHHOIO Haf30pa B NOPSIAKE, YCTAaHOBIIEHHOM 3aKOHOA4ATENbCTBOM
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Poccuiickon deaepaumm, UMeOT NpaBso:

1) nomyyaTb Ha OCHOBaHWW MOTMBMPOBAHHbIX MMCbMEHHBIX 3anpocoB OT CyObekToB obpalleHus
neKapCTBEHHbIX CpPeACTB, OpraHoB WCMOMHUTENbHOW Bnactu cybbekToB Poccuiickon Pegepaumm 1M opraHoB
MECTHOro camoyrnpasneHusa LOKYMEHTbl U UHOPMaLUo No BONpocam obpalleHus eKapCTBEHHbIX CPEACTB;

2) 6ecnpensTCTBEHHO MO NpeabsABNEeHUN Cry>XeOHOro yooCTOBEPEHUst M KOMWUM MNpukasa (pacrnopsikeHus)
opraHa rocyfapCTBEHHOro Haa3opa O Has3Ha4YeHUM MPOBEPKM MOceLaTb UCMONb3yemble PUaNYECKUMN NULaMK,
NMHAMBUAYanbHbIMU NpeanpuHUMaTENaMK, SBASIOWNMUCS cyObekTammn obpalleHnst NeKapCTBEHHbLIX CPEACTB, Npu
OCYLLECTBINEHUN CBOEW AEATENbHOCTM TEPPUTOPUM, 30aHMSA, MOMELLEHUA U COOPYXXEHUSA B LeNnsx MpoBedeHus
MEePOMNPUSITUIA MO KOHTPOSIO;

3) npoBoauTb OTOOp 06pasLoB NEeKapCTBEHHbIX CPeACTB, MpeAHas3HaYeHHbIX ANg  peanusauum u
peanusyembix cybbekTamu obpalleHuns rnekapcTBEHHbIX CpedcTB, ANsl MPOBEPKU WX KayecTBa, NpoBeneHUust
nccnenoBaHuiA, UCNbITaHUA B COOTBETCTBMM C NMpaBunamu otbopa obpasLoB, YyCTaHOBNEHHBIMW YNONTHOMOYEHHbIM
denepanbHbIM OpraHOM MUCMOMHUTENBHOW BNacTy;

4) BblgaBaTb CybbekTaM obpalleHus NeKkapCTBEHHbIX CPeacTB MpeanucaHvs O NpekpalleHnM HapyLleHWi
obsi3aTenbHbIX TpeboBaHU U 06 yCTpaHEHUN BbISIBNEHHbIX HapyLUeHWn 06si3aTenbHbIX TpeboBaHWiA;

5) HanpaensTb B YMNOMHOMOYEHHbIE OpraHbl MaTepuanbl, CBA3aHHble C HapyLleHMsIMU 06s3aTenbHbIX
TpeboBaHWN, ANS peLleHUst BONMPOCOB O BO30YXAEHUN YrONOBHbIX e NO NpuU3HakaM NpecTynneHni.

7. BbIGOPOYHBIA  KOHTPONb KayecTBa JIEKAPCTBEHHbIX CPEACTB OCYLLECTBMSETCA  YNONHOMOYEHHbIM
(be,qepaanblm opraHomMm MCMNONMHUTENBbHOW BracTu B YCTaHOBJTIEHHOM UM nopdaaKe U BKINO4YaeT B cebsi:

1) obpaboTtky cBegeHun, B obA3aTenbHOM nopsgke npegocTaBnseMblx Ccybbektamu obpalleHus
J1IeKapCTBEHHbIX CpeacTB, O cepudx, NapTuax NekapCTBeHHbIX CpencTB, NOCTynakvwmnx B Fpa)K,EI,aHCKI/IIZ 060pOT B
Poccuiickon ®epepaumu;

2) oTbop 0b6pasLioB NEeKapCTBEHHbIX CPEeACTB Y CyObEKTOB OOpalleHUs neKkapCTBEHHbIX CPeacTB B LIENsX
nposegeHusA MCMbITAHUA Ha WX COOTBETCTBUE TpGGOBaHVIﬂM HOpMaTVIBHOVI OOKYMeHTaumMm unn HOpMaTUBHbIX
OOKYMEHTOB;

3) npuHATME NO pesynbTataM NPOBEAEHHbIX UCMbITAHUA peLleHns O AanbHenweMm rpaxxgaHckom obopoTe
COOTBETCTBYIOLLErO NIeKapCTBEHHOro CpeacTsa;

4) NpUHATME YMNONMHOMOYEHHbIM dheaeparibHbIM OpraHOM WUCMOSTHUTENbHOW BracTy peLUeHnsa O nepeBoe
NEeKapCTBEHHOro CpeacTBa Ha NMOCEPUNHBLINA BbIOOPOYHbIN KOHTPOSb KavyeCTBa fIEKAPCTBEHHLIX CPeaCTB B Cryvae
MOBTOPHOIO BbISIBIIEHNS HECOOTBETCTBMS KadeCTBa NeKapCTBEHHOro cpeacTBa YCTaHOBMAEHHbIM TpeboBaHuAM K
(mpn HeobxogmmocTn) O npoBepke cybbekTa obpalleHus nekapCTBEHHbIX cpencTB. Pacxoabl, CBsA3aHHble C
npoBedeHMEM MNOCEPUMNHOrO BblDOPOYHOrO KOHTPOSS KayecTBa J1eKapCTBEHHbIX CpeacTB, OnnavvBalroTcd
npom3BogMTeneM fekapCTBEHHOro cpeactBa nvbo JepxaTenem uwnvM  BragensueMm  perncTpauuoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOMO npenapaTa.

(vacTb 7 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOKITMHUYECKHME NCCINEQOBAHUA
JNNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHNWYECKUE UCCITEOOBAHUA
NEKAPCTBEHHbIX MPEMAPATOB A1 BETEPUHAPHOIO NMPUMEHEHUA

Ctartbs 10. Pa3paboTka nekapCTBEHHbIX CpeacTB

1. Pa3gpaboTka NneKkapCTBEHHbIX CPEACTB BKIOYaeT B cebd MOUCK HOBbIX (hapMakoriorm4eckn akTUBHbIX
BELLECTB, MOCMeayLlee U3yYeHNe WX JeKapCTBEHHbIX CBOWCTB, AOKIIMHWYECKME MWCCNedoBaHus, pas3paboTky
TEXHONOMMI NPOM3BOACTBa hapMaLeBTUYECKMX CybCcTaHLmMi, pa3paboTky COCTaBOB M TEXHOMOMMIA NPOM3BOACTBA
rnlekapCTBEHHbIX NpenapaTos..

2. duHaHcoBOEe obecneyeHne pas3paboTku NekapCTBEHHbLIX CPEACTB OCYLLECTBMASIETCA 3a CYET:

1) cpeacTB pegepanbHOro brompKeTa;

2) cpeacTB pa3paboTYMKOB NIEKAPCTBEHHbLIX CPEACTB;

3) cpencTB NPoOM3BOAMTENEN NTIEKAPCTBEHHBIX CPEACTB MPUW BbIMNOITHEHNM HAY4YHO-UCCeg0BaTeNbCKMX paboT
Mo AOroBoOpy Mexay pa3paboTYMKOM FEKapCTBEHHbIX CPEACTB U MPOU3BOAUTENEM FIEKAPCTBEHHbIX CPEACTB;

4) NHbIX He 3anpeLLeHHbIX 3aKoHogaTensCcTBOM Poccuiickon Pegepanmm MCTOYHNUKOB.

3. MNMpaBa pa3paboTynka NIeKapCTBEHHOIO CPEACTBa OXPAHSIOTCSA MPaXKAaHCKMM 3aKOHOOATENbCTBOM.

CraTtbs 11. [JoknMHUYeckoe UccneaoBaHue nekapcTBeHHOro cpeacTsa aAns MeauLMHCKOro NpUMeHeHNs

1. JoknuHu4Yeckoe uUccrnegoBaHne NeKkapcTBEHHOro cpeAcTBa Ans MeOULMHCKOro NpUMEHEHUs NMpoBOaUTCS
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nyTemM MpUMEHEHUsI Hay4HbIX METOAOB OLEHOK B LIeNsx NofyyeHus AokasatenbcTB 6e3onacHocTW, KadecTBa u
3a(pheKTMBHOCTUN NEKapCTBEHHOIo CpeacTaa.

2. [JoknnHn4eckoe nccnegoBaHne rekapCTBEHHOrO cpeacTBa Ans MegMUUHCKOro NpUMeHeHUs NpoBoaunTCs B
COOTBETCTBUM C MpaBunamm Hagnexawiern nabopaTopHOM MpaKTUKW, YTBEPXAEHHbIMW  YNOMHOMOYEHHbIM
hegeparbHbIM OpraHOM UCMOTHUTENBLHOW BNACTU.

(B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. Onsa opraHusaumMm U nNpoBedeHUs OOKMUHUYECKOrOo WCCrefoBaHUs JekapCTBEHHOro cpeactea Ansd
MeOMLUHCKOro NpUMeEHeHNs pa3paboTymkm nekapCTBEHHbIX cpencTs MoryT npuenekaTb
Hay4HO-MCcrnegoBaTenbCkue opraHusauuy, obpasoBaTernbHble OpraHvM3auMu Bbicluero obpas3oBaHus, uUMetoLine
HeobXoaANMY0 MaTepuanbHO-TEXHUYECKYD 6asy u kBannUUMPOBaHHBIX CNELMAnUCTOB B COOTBETCTBYHOLLEN
obnactu uccnenoBaHus.

(B pen. PepepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [oknnHu4eckoe uccnefoBaHne fekapCTBEHHOrO CPpeacTBa AN MeauLMHCKOro NpyMEHeHUs NpoBOANTCS
Nno YyTBEPXOEHHOMY pa3paboTyMkoM NEKapCTBEHHOrO CcpeacTBa MnnaHy C  BedeHUMEM MpoTokona  3Toro
nccriefoBaHNA U COCTaBneHMeM OTYeTa, B KOTOPOM codepXaTtcs pesynbTaTbl 3TOro UccnegoBaHns 1 3aknioveHe
O BO3MOXHOCTU NpPOBEOEHNs KIMHUYECKOro WCCNedoBaHMs FekapCTBEHHOro npenapaTta Ans MeaunuUMHCKOro
NPUMEHEHMS.

5. MpoBegeHne npoBepok cobMnoaeHUs NpaBun Hagnexaien nabopaTtopHoOW MpPaKTUKM U MPaBOBbIX HOPM
MCMOMb30BaHNS XMBOTHbIX MPU MPOBEOEHUM [AOKNMHUYECKUX WCCNEAOoBaHWUN FeKapCTBEHHbIX CpeacTs Ansd
MEOWUUHCKOTO MNPUMEHEHUS OCYLLECTBSETCS YNONHOMOYEHHbIM edeparnbHbIM - OpraHoOM  UCNOMHUTENBHOW
BNacTu.

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. PesynbTaTbl JOKMMHUYECKOrO UCCreqOBaHUS NeKapCTBEHHOro CpeacTBa Ans MeAULMHCKOrO NpUMEHeHWs
MOryT ObITb NPeAcTaBneHbl B YNOMHOMOYEHHbIN dhefeparbHbIil OpraH UCMOSTHUTENbHOW BracTu B YCTaHOBIIEHHOM
nopsigke B LiensiX rocyaapCTBEHHOW perncTpaunm nekapcTBeHHOro npenapara.

Cratba 12. [oKnMHMYECKOEe WCCredoBaHUE JekapCTBEHHONO CPeACcTBa WM KIMUHWYECKOE MWCCnepoBaHune
rlekapCTBEHHOro npenaparta Ansi BETePUHapHOro NpMMeHeHus

1. [JOKNMHMYeCcKoe nccrnefoBaHne NekapcTBEHHOro cpeacTBa AN BETEPUHAPHOrO NPUMEHEHUsT MPOBOANTCS
nyTem MPUMEHEHUST Hay4YHbIX METOLAOB OLEHOK B LIENSX MOMy4YeHus AokasaTenbCcTB 0e3onacHoCcTW, KadecTBa U
9P HEKTMBHOCTM NEKAapCTBEHHOrO CpeacTBa, B TOM YWCME OMNpederieHns Cpoka ero BbIBEAEHWS M3 opraHu3ma
XXMBOTHOTO, B Lensix obecrneyeHnsi 6€30MacHOCTU NPOAYKUMM KMBOTHOTO MPOUCXOXOEHUSI MOCre NPUMEHEHNS
COOTBETCTBYHOLLLEIO FIEKapCTBEHHOIO NpenaparTa.

2.  [HoknvHuyeckoe uccriefoBaHME  NEKAPCTBEHHOTO  cpeAcTBa M KIMHWMYECKOE — WUccregoBaHuve
neKapCTBEHHOro npenaparta Ansi BETEPUHAPHOro NMPUMEHEHUs, uccrnegoBaHme GUOSKBUBANEHTHOCTU yKa3aHHOMo
NeKapCTBEHHOrO npenapaTta NPOBOAATCS B COOTBETCTBMM C MpaBUiiaMu, YTBEPXKOEHHBIMU YMONTHOMOYEHHbIM
deneparnbHbIM OpraHoOM MUCMOSTHUTENBbHOW BacTy.

3. JoKnuMHMYeckoe WUCCNenoBaHWE JIEKAPCTBEHHOTO CPEeACTBa W KIMHUYECKOE — UccrnenoBaHue
NeKapCTBEHHOro npenapaTta Ansi BETEPUHAPHOTO NMPUMEHEHUST MPOBOASATCA MO YTBEPXOEHHOMY pa3paboTymkom
NeKapCTBEHHOrO CPeACcTBa MnaHy C BeOeHVMEeM MNPOTOKOSIOB 3TMX WCCINEAOBAHUA M COCTaBIEHMEM OT4YETOB, B
KOTOpPbIX copepXaTcs pe3yrnbTaThl 3TUX UCCNEeaOoBaHWUN.

4. [ns opraHvM3auMm u NpoBedeHUs [OKITUHMYECKOrO WCCMNEeaoBaHMsA JIekapCTBEHHOTO CpeacTBa MU
KMMHUYECKOrO WCCIEAOBaHNA JIekapCTBEHHOrO npenapata Ansi BETEPUHAPHOTO MPUMEHEHUsT paspaboTymk
neKapcTBEHHOMO cpeacTea MOXeET npuenekaTb opraHusaumm, nMetroLme Heobxoammyto
MaTepuanbHO-TEXHUYECKyl0 6asy ©  KBanMUUUPOBaHHbLIX CMEeUMannucToB B COOTBETCTBYHOLWEN obnactu
nccnenoBaHus.

5. KnuHnyeckne nccnenoBaHns nekapcTBEHHbIX NpenapaToB AN BETEPUHAPHOTO NPUMEHEHNS MPOBOASITCS
B BETEPMHAPHbIX OpraHM3auusix U B OpraHn3aumsx, OCyLLECTBSOLWNX pa3BedeHne, BbipaliuBaHie U cogepxaHue
KMBOTHBIX, B LLENsiX:

1) yCTaHOBNEHUSI NEPEHOCUMOCTU NIEKAPCTBEHHbIX NPenapaToB 300POBLIMU XUBOTHBLIMU;

2) nog6opa onTMMarbHbIX 403VPOBOK EKapCTBEHHbIX NPenapaToB M Kypca NeYyeHus Ha KOHKPETHOW rpynne
XKMBOTHBIX C ONpeaeneHHbIM 3aboneBaHnemM;

3) yctaHoBneHusi 6esonacHocTM M 3MPMEKTUBHOCTU NEKAPCTBEHHOIO NpenapaTta, npegHasHa4YeHHoro Ans
nevyeHns onpeneneHHbIXx 3aboneBaHWin XUMBOTHbIX, WM 3GEKTUBHOCTM FeKapCTBEHHOrO npenapaTta Ans
npocmnakTnkn 3abonesaHnii 300POBbIX KUBOTHbIX;

4) N3y4eHusi BOSMOXHOCTEN pacLLUMPEHNS NOKa3aHWI K MPUMEHEHMIO 3apPErMCTPUPOBAHHOIO NEKAPCTBEHHOMO
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npenaparta " BbldBJI1EHUA paHee HEU3BECTHbIX No6OoYHbIX OEACTBUNA.

6. KnuHunyeckoe wnccnenoBaHue NeKapCTBEHHOro npenaparta Anda BeTepuHapHOro npuMeHeHusA
OCyLLEeCTBIAETCA 3a CHET CpeacTB paspa60TqV|Ka NeKkapCTBeHHOro cpeacTea.

7. Ot4yetbl O pe3ynbTatax OOKIMUMHUYECKOro uccnenoBaHuA nekapCTtBeHHOro cpenctea U KIMHUYECKOro
ncenenoBaHUA nekapCTtBeHHOro npenaparta Anda BeTepuMHapHOro npuMeHeHuAa COoCTaBArTCA pa3pa6OTLII/IKOM
NekapCTBeHHOro cpencrtea C y4eToMm 3aKno4YeHnin opransau,Mﬁ, npuHMMaBLlWKMX Yy4acTtune B oOpraHusaumm wu
nposeaeHnn aTnx nccnegoBaHun.

8. KOHTpOJ'Ib 3a nposegeHnemMm OOKIMMHUYECKNX nccnegoBaHumn NeKapCTBEeHHbIX CpeactB U KIMUHUYECKUX
nccregoBaHuin J1eKapCTBEHHbIX npenapartoB A9 BETEPUHAPHOIo NpuMeHeHna ocyLlecTBnAaAeTcAa ynorIHOMOYEeHHbIM
(*)eﬂ,epa]'leblM opraHomMm NCMONHUTENbLHOW BRacTu.

Maga 6. OCYLLIECTBJIEHUE TOCYOAPCTBEHHOW PETUCTPALUMU
NEKAPCTBEHHbIX NPEMAPATOB

Cratbs 13. locynapcTBeHHasi perucTpaums nekapCTBEHHbIX NpenapaToB
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuiickon ®epepauun JonyckatoTcs NpomM3BOACTBO, U3rOTOBMNEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuinickyto  depepaumio, BbiBO3 U3 Poccuiickon depepaumu, peknama, OTMAYCK, peanusauus, nepegada,
NPUMEHEHMEe, YHUYTOXEHME IeKapCTBEHHbIX MpenapaTtoB, €CriM OHW 3aperMcTpPUpPOBaHbl COOTBETCTBYHOLLUM
YNOMHOMOY€EHHbIM dheaepanbHbIM OpraHoM UCMOSTHUTENbHOW BNacTu.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. ['ocygapcTBEHHOM permcTpaumm nognexar:

1) BCe nekapcTBEHHbIE Npenaparthbl, BriepBble Noanexalune sesogy B obpalleHune B Poccuickon ®egepavmu;

2) nekapcTBeHHble Npenaparbl, 3aperMcTpUpoBaHHbIE paHee, HO NPOoU3BeAeHHbIe B APYINX fekapCTBEHHbIX
dopmax B COOTBETCTBMM C MEPEeYHEM HaMMEHOBAHUN feKapCTBEHHbIX (OOPM, B HOBOW [O3MPOBKE MpU
[0Ka3aTenbCTBE €€ KITMHUYECKOW 3HAaYMMOCTN 1 3 PeKTUBHOCTY;

3) HOBble KOMOMHALIMM 3apPErNCTPUPOBAHHbBIX PaHee NIekapCTBEHHbLIX MpenapaTos.

3. locypapcTtBeHHass perucTpauus fekapCTBEHHbIX MpenapatoB OCYLLECTBMASeTCda No pesynbraram
3KCMEepTM3bl NEKAPCTBEHHbIX CPEACTB, a rocygapCTBEHHas peructpaums opdaHHbIX NeKapCTBEHHbIX MpenapaTos
OCYLLECTBNSAETCA MO pes3yrnbTataM 3KCNepTu3bl JOKYMEHTOB, NpeAcTaBeHHbIX A5S onpedeneHmus BO3MOXHOCTH
paccmaTpvBaTb  fleKapCTBEHHbIM  npenapat  Ans  MeAWUMHCKOro  MPUMEHEHMs  Mpu  OCYyLLEeCTBREHUU
rocygapCcTBEHHOM permcTpaumMm B KadecTBe OphaHHOro nekapcTBEHHOro mnpenapaTta, M MO  pesynbratam
9KCMEepPTU3bl NeKapCTBEHHbIX CPEACTB.

4. TocymapcTBeHHasi perucTpauusi fekapCTBEHHOrO npenaparta OCYLLEeCTBASEeTCA COOTBETCTBYIOLUM
YNOMHOMOY€EHHbIM dhedeparnbHbiM OPraHoOM UCMOMHUTENBHON BNacT B CPOK, HE MPEBbILLAOLWMIA CTa LWeCTMaeCcATH
pabounx gHeln Co AHA NPUHATUSA COOTBETCTBYIOLLErO 3asBMEHUS O rocygapCTBEHHON perncTpaumm nekapcTBEHHOMo
npenapata. B ykasaHHbI CpOK BKMNOYaeTCs Bpemsi, HeobxoauMmoe AN MOBTOPHOro MpOBEAEHUS 3KCMepTu3bl
flekapCTBEHHOIO CcpeAcTBa B COOTBETCTBUM CO cTaTtbe 25 Hactoswero depepanbHoro 3akoHa. Cpok
rocygapCTBEHHON perncTpaumuy rekapcTBEHHOro npenapaTta MCHMCNSETCA CO OHA MPUHATUS COOTBETCTBYHOLLMM
YMNOMHOMOYEHHbIM  dbeepanbHblM  OpPraHoOM  UCMOMHWUTENBHOM BRacTu COOTBETCTBYIOLLErO 3asdBneHus O
rocygapCcTBEHHON perncTpaumm nekapcTBEHHOro npenapata ¢ NpunoXeHnem HeobxoaumbIX AOKYMEHTOB MO AeHb
BblJa4M PErMCTPaLMOHHOIO yAOCTOBEPEHUS NEKAPCTBEHHOIO nNpenapata. Bpems, Heobxognmoe Anst HanpaBneHus
YMOMHOMOY€EHHbIM dheepasnibHbiM OpPraHOM WCMOSTHUTENbBbHOW BNacTy 3anpoca O NpefcTaBneHMn HeobXOoauMbIX
MaTepuanoB M NpeacTaBreHNs 3asiBUTENEeM OTBETa Ha aHHbIW 3anpoc B COOTBETCTBUM CO cTaTbsamu 16, 19 n 23
HacTosiwero ®PegepanbHOro 3akoHa, HE YYMTbIBAETCH MPU UCHUCIIEHUWM CpOKa FOCYAapCTBEHHOW permcrpauiu
rfiekapCTBEHHOrO npenaparTa.

5. [ocynapcTBEHHON perncTpaumm He nognexar:

1) nekapcTBeHHble NpenapaThbl, U3rOTOBMNEHHbIE ANTEYHBbIMW OpPraHM3auusiMy, BETEPUHAPHBIMU anTeYHbIMU
opraHm3aumsamMmn, MHAnBMAYyanbHbIMU NPeanpuHMMaTensamn, KOTopble MMEOT JMUEH3MI0 Ha hapMaueBTUYECKYHO
OEesaTenbHOCTb, MO peuenTam Ha NeKapcTBEHHble mnpenapatbl U TpeboBaHMAM MEOUUMHCKUX OpraHvM3auui,
BETEPMHAPHbIX OpraHu3aLmn;

2) rneKkapCTBEHHble MpenapaTbl, NpuobpeTeHHble U3NYeckMMuM nuuamyn 3a npegenamm  Poccuinckon
denepaumm n npegHasHavYeHHbIe AN FIMYHOTO UCMONb30BaHUS;

3) nekapcTBeHHbIE NpenapaTtbl, BBO3MMble B Poccuiickyto ®egepaunio Ans okasaHus MeguumMHCKON MOMOLLN
MO XM3HEHHbIM MOKa3aHWAM KOHKPETHOro MauMeHTa Ha OCHOBaHUW paspeLleHusi, BbiAAHHOTO YMONTHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMOMHUTENBHOW BNAcTu;
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4) nekapCTBEHHble cpeacTBa, BBO3UMble B Poccuickyto depepaumio Ha OCHOBaHWM  BblLaHHOIO
YMOMHOMOYEHHbIM (hefepanbHbIM OpraHoM MCMOMHUTENBHON BNacTy paspelleHns M NpegHasHayeHHble Ans
NPOBEAEHUS KIMMHUYECKNX WCCNEOOBaHUA JEKapCTBEHHbIX MpenapaTtoB W (Mnv) MpOBEOEHUs] SKCNepTusbl
NeKkapCTBEHHbIX CPeACTB AMsi OCYLLECTBIEHNS TOCY4apCTBEHHOWN permcTpaLmMm nekapCcTBEHHbIX NpenapaTtos;

5) dhapmaueBTUYECKME CYyOCTaHLMW;

6) paguodapMaleBTUYECKME JEeKapCTBEHHble MpenapaTbl, W3rOTOBMEHHbIE HEMOCPEACTBEHHO B
MEOWUMHCKMX OpraHuM3aumsix B MOpsiake, YCTaHOBIIEHHOM  YMOSIHOMOYEHHbIM  (hefeparnbHbIM - OpraHoMm
NCMNOSHUTENBHON BnacTy;

7) NekapCTBEHHbIE NpenaparTbl, MPON3BOANMbIE OIS IKCMopTa.

6. He ponyckaeTtca rocynapcTBeHHasi permcrpauus:

1) nekapCTBEHHbIX MpenapaToB, OTNMYAOLIMXCA APYr OT Apyra KayeCTBEHHbIM COCTABOM [OEWCTBYHOLLMX
BELLECTB, NO4 Of4MHAKOBLIM TOProBbIM HAMMEHOBAHUEM;

2) OQHOro neKapCTBEHHOrO Mnpenapara, BbiMyCKAaeMoro npou3BOAUTENEM NOA Pas3NUYHbIMU TOProBbIMM
HaMMEHOBaHWUSIMU U NPELCTABIIEHHOMO Ha rOCYAAPCTBEHHYIO PErMcTpauuio B Buae ABYX M Goree nekapcTBEHHbIX
npenaparos.

7. Mo 3anpocy (B aneKkTpoHHOW dhopme unu Ha GyMaxxHOM HocuTerne) cyobekTa obpalleHns NekapCTBEHHbIX
CpeactB  COOTBETCTBYIOLLMM  YMONTHOMOYEHHbIM  dbegeparnibHbiM  OpraHoM  UCTONHUTENbHOM  BRacTu,
OCYLLECTBNSIOLLNM FOCY4apCTBEHHYIO PErMCTpaLmio NeKapCTBEHHbLIX MpenapaToB, B YCTAaHOBMEHHOM UM Mopsigke
OCYLLIECTBMNSETCA Hay4YHOEe KOHCYNbTMPOBaHME MO BOMPOCaM, CBSi3aHHbIM C MPOBEAEHMEM LOKITUHUYECKUX
VICCJ'IG,D.OBGHVIVI, KIMNHN4YeCKNX MCCﬂeAOBaHMVI NeKapCTBEeHHbIX npenapaTtoB, 3KCNepTU3bl Ka4YeCTBa J1eKapCTBEHHbIX
cpencTs, ahdeKTUBHOCTM N Be30NacHOCTU, C OCYLLECTBNEHNEM FOCYyOapCTBEHHON perncrTpauum nekapcTBeHHbIX
npenapaTtoB. KOHCYyNbTUPOBaHNE OCYLLECTBNAETCA C NpmBnedeHnemM denepanbHbIX roOCyAapCTBEHHbIX BHOIKETHBIX
yqpem,qumVl, nogBeaoOMCTBEHHbIX JaHHOMY cbep,epaanomy opraHy MCNOMHUTENbHOW BNacTu U He y4vyacTByrOLUX B
opraHu3aumm npoeegeHna JKCNepTu3bl Ka4vecTBa J1eKapCTBEHHbIX CpeactB B UendAxX OCylecTBneHna ux
rocyaapCTBEHHOWN perncTpanmm B COOTBETCTBMM CO cTaTben 16 HacToswero PegepanbHOro 3akoHa, B Buae oTeeTa
B MUCbMEHHON (popme YNONMHOMOYEHHOro hedepanbHOro opraHa UCMOMHUTENBHOW BriacTu Ha 3anpoc. Pasmep
B3MMaeMOW C 3asdBUTENSA NnaTbl onpegenseTca B COOTBETCTBMM C 3akoHoAaTenbcTBOM Poccuiickon ®epepauum 06
opraHm3aumm npegocTaBrneHns rocyaapCTBEHHbIX M MyHuumnansHbiX yenyr. MHdopmauma o6 ocywecTtsneHum
Hay4yHOro KOHCYNbTUPOBaHMSA, B TOM 4Yucre cTaTbul, 0630pbl, CNpaBoYHble MaTtepuanbsl U nHas nHdopmauus ob
OCYLLIECTBMNEHNN HAy4YHOTO KOHCYNbTMPOBaHWS, pasMellaeTcs Ha oduumanbHOM canTe  ynonHOMOYEHHOro
denepanbHOro opraHa UCNonHUTENbHOM Bnactm B cetn  "WHTepHeT" ¢ cobnogeHneM  orpaHuYeHuin,
YCTaAHOBMEHHbIX 3aKOHOAATENBbCTBOM O NEPCOHArbHbIX AaHHbIX, KOMMEPYECKOM 1 (Unn) rocyaapCTBEHHON TanHe.

8. [ocygapcTBeHHas pernctpauns nekapCcTBeHHbIX NpenapaToB, KOTopble npegHasHadeHbl A8 NPYMEHEHNs
B YCINOBUSX BOEHHbIX OENCTBUN, YPE3BbIYANHbIX CUTYaLMIA, MPOOUNAKTUKN U NeYeHna 3aboneBaHnin U NOpaxKeHnn,
MOMy4YeHHbIX B pes3ynbTaTe BO3AEWCTBUS HebnaronpuaTHbIX XUMWUYECKMX, OMONornyeckux, paguaumoHHbIX
hakTopoB, U paspaboTaHbl MO 3agaHuio deaeparnbHbiX OpraHoOB WCMOSTHUTENBHOM BNAcTW, YNOSTHOMOYEHHbIX B
obnactn o6opoHbl CTpaHbl M 6e30macHOCTU rocyAapcTBa, OCYLECTBRASeTCA B NOpsake, YCTAHOBEHHOM
MpaesutenbctBoM Poccuiickon ®epepavmu.

Ctatbs 14. MNMprHLMNbI 3KCNEPTU3bl NEKAPCTBEHHbIX CPeACcTB
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTr3a NeKkapCTBEHHbIX CPEACTB OCHOBLIBAETCA Ha MPUMHUMNAX 3aKOHHOCTW, CODMAeHUs npaB U
cBobog 4YenoBeka W rpakgaHuHa, MpaB OPUOMYECKOTO fvua, HEe3aBUCUMMOCTU 3KcrepTa, OOBbEKTMBHOCTY,
BCECTOPOHHOCTU U MOSTHOTLI UCCIeA0BaHNI, NPOBOAMMBIX C MCMOJNb30BaHWEM COBPEMEHHbIX AOCTUKEHUA Hayku U1
TEXHUKN, OTBETCTBEHHOCTU (hedepanbHOr0 rOCY4aPCTBEHHOMO OIOMKETHOTO YUYpPEXAeHUs Mo  MPOBEAEHUIO
9KCMEepTU3bl NTEKAPCTBEHHbIX CPEACTB M 3KCTIEPTOB 3a NPOBEAEHNE U Ka4eCTBO SKCMNEPTH3bI.

2. QKcnepTn3a NeKkapCTBEHHbIX NpenapaToB At MeAULMHCKOTO NMPUMEHEHWS BKItOYaeT B cebs:

1) 9KCNepTM3dy [OOKYMEHTOB, MNPeACTaBMNEHHbIX AN  OnpederneHuss BO3MOXHOCTW paccmaTtpuBaTthb
NeKapCTBEHHbIN NpenapaT Ans MeAULMHCKOro NPUMEHEHUS NMPU OCYLLECTBIIEHUM rOCYOAaPCTBEHHON perncTpaummn B
KauecTBe opdhaHHOro fleKapCTBEHHOTO MNpenapara;

2) aKCnepTM3y npeasiokeHHbIX MeTOAOB KOHTPOSsl KayecTBa JIeKapCTBEHHOTO CPeAcTBa M KadecTBa
npeacTaBneHHbIX 06pasLoB NeKapCTBEHHOTO CPeACcTBa C MCMONb30BaHWEM 3TUX METOAOB (ganee - aKcrnepTusa
KayecTBa JIeKapCTBEHHOIO CPeaCTBa);

3) 9KCMepTM3y OTHOLUEHMS OXMOaemMol MoMfb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSI NEeKapCTBEHHOro
npenapara.

3. OkcnepTr3a rnekapCcTBEHHbIX NpenapaToB Ansl BETePVMHaPHOro NMpuMeHeHust BKItoYaeT B cebs akcnepTmay

CtpaHuua 16 us 74



Ka4eCTBa I1eKapCTBEHHONo cpeacrtea WM 3KCNepTudy OTHOLUEeHUA OXngaemon nonb3bl K BO3MOXHOMY PUCKY
NnpuMeHeHnAa nekapcTBeHHOro npenaparta.

Cratba 15. ®depepanbHoe rocygapcTBEHHOE OOMKETHOE yuypexaeHue Mo MpPOoBeOEeHU0 3KCNepTu3bl
NeKapCTBEHHbIX CPeacTB

3KcnepTusa NekapCTBEHHbIX CPeACcTB  NpoBoAuTCA  dbeaepanbHbiM - rocyAapCTBEHHBIM — BHOIKETHLIM
yUYpexaeHNeM COOTBETCTBYIOLLErNO  YMONMHOMOYEHHOro defeparnibHOro opraHa WCMOSIHUTENbHOM — BnacTu,
co3aaHHbIM AN 06ecrnedYeHnst UCMOoMHEHWs NMONTHOMOYMI 3Toro cheaepansHOro opraHa no Bblgade paspeLlueHnii Ha
NnpoBefeHWe KIIMHWYECKUX MCCredoBaHUI NeKkapCTBEHHbIX NpenapaTtoB v (Mnu) No rocyaapCTBEHHOW perucTpauum
nekapcTBEHHbIX NpenapaToB (fanee - 3KCNepTHOE yYpexaeHue).

Cratbs 16. OpraHusauns NnpoBeaeHUs IKCNEPTMU3bl NTEKAPCTBEHHbIX CPEACTB
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTusa nNeKapCTBEHHbLIX CPeAcTB MPOBOAUTCS KOMUCCMEN 3SKCMEPTOB 3SKCMEPTHOrO YYpexaeHus,
Ha3Ha4YeHHOW €ero pyKoOBOAWTENEeM, Ha OCHOBaHWWM 3afaHusi Ha NpoBeAeHMe SKCNepTu3bl JIEKAapCTBEHHOMO
cpencTtBa, BblgaHHOrO YMNOHOMOYEHHbIM dedepanbHbiM  OpraHOM WCMONHUTENbHOM BnacTu. PykoBoguTtenb
3KCMEepPTHOro y4ypexaeHus obecrneuvMBaeT Haarnexallee nNpoBedeHWe 3SKCMepTU3bl NeKapCTBEHHbIX CPEeACTB B
COOTBETCTBUM C 3adaHMeM, BblAaHHbIM YMNOJTHOMOYEHHbIM q)ep,epaanblM opraHomMm MUCMOSNTHUTENbHOWN BJ1aCTn, "
OopraHusyeT MNOArOTOBKY CBOAHOMO 3akmnioveHMs 3TOM Komuccuu. B coctaB STOM KOMUCCUM MO PELUEHUHO
PYKOBOAUTENST 3KCMEPTHOMO ydpexaeHnss MoryT ObiTb BKITHOYEHbI B KaYeCTBE 3KCMEpPTOB nuvua, He paboTtarowme B
OaHHOM 3KCNepTHOM y4dpexaeHuu, ecnn nx cneunarnbHble 3HaHUA HeO6XOp,I/IMbI Ona npoeeaeHna 3KCnepTusbl U
Takme 3KCnepTbl OTCYTCTBYHOT B lAHHOM 3KCNEePTHOM y4YpexaeHuu.

2. DKCNepToM MO NPOBEAEHMIO SKCNEPTU3bl NIEKAPCTBEHHbIX CPEACTB SBMSAETCS aTTeCTOBaHHbIN PabOTHUK
3KCMEePTHOrO YYpeXaeHusl, KOTOpblA WMEET Bbicllee MeauuMHckoe, dapmaueBTuydeckoe, Guonornyeckoe,
BETEpMHApHOE WM XMMUYeckoe obpasoBaHMe W MPOBOAUT IKCMEPTU3Y NeKapCTBEHHbIX CPeACTB B MOpsake
NCNOJTHEHUSA CBOUX OOIMKHOCTHBLIX 06513aHHOCTEN (ganee - 3KcnepT).

3. Mpu npoBeaeHMM 3KCNEPTU3bl JIEKAPCTBEHHbLIX CPEACTB SKCMEPT HE MOXET HaxoauTbCsA B Kakom-nmnbo
3aBMCMMOCTM OT NMua, Ha3HauYMBLLEro 3Ty JKCNepTu3y, paspaboTymka NekapCTBEHHOro CpeacTBa WUnv Opyrnx
3auHTEepPeCcOBaHHbIX B pe3ynbTatax 3KCnepTu3bl Niny,.

4. Tpw npoBedeHNN SKCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB He AornyckaeTcs uctpebosarth y 3asiButens nubo
WHbIX WU MaTtepuanbl, HeobxoouMmble AN npoBedeHus dkcneptusbl. B crnyvyae HegoCcTaTOYHOCTM
NpeacTaBneHHbIX AKCNepTy MatepuanosB ANS Aayun 3aKmyYeHWs 3KCMepT CTaBuT BONPOC O NpencTaBrneHun emy
HeobOXoAMMbIX MaTepuanoB neped pPYKOBOAMTENEM 3KCMEPTHOro YydpexaeHwusl, KoTopblin obpawaetcs ¢
COOTBETCTBYIOLLNM 3anpoCoM B YMONMHOMOYEHHLIN deaepanbHbiil OpraH MCMOSIHUTENbHOW BRacTW, BblOaBLUMN
3ajaHMe Ha [MpOoBedEeHWe SKCMepTusbl JIEKAapCTBEHHOro cpeactBa.  YkKasaHHbI  pedepanbHbii - opraH
WCMNOMHUTENBHON BNacTu B TeYeHne NATM pabounx gHen co OHA NOCTYNMeHMs 3anpoca pykoBogUTENst SKCNepTHOro
yupexaeHus HanpasnsieT 3asdBuTento 3anpoc O NpeacTaBneHnM HeobxoaumMmbix MaTepuanoB. [aHHbin 3anpoc
MOXeT ObITb NepeaaH yNnorHOMOYEHHOMY NpeaCcTaBUTENO 3asBUTENS NMUYHO NOo4 pacnucKy, HamnpasneH no noyte
3aKa3HbIM NMUCbMOM WNKU NepedaH B aMNeKTPOHHOW hopMe Mo TENEKOMMYHUKaLUOHHBIM KaHanam cBsasn. B cnydae
HarnpaBfeHns JaHHOro 3arnpoca Mo NoyTe 3akasHbIM MUCbMOM OH CYMTaeTCH MOMyYEeHHbIM MO UCTEYEHUW LLECTH
OHel ¢ gaTbl HanpaBrneHns 3akasHoro N1cbma.

(yacTb 4 B peq. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asgBuTenb 0653aH NpeacTaBMTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro dhegepanbHOro opraHa
WCMOMHUTENBHON BRacTM B CPOK, He MpeBblaWMA AeBAHOCTA paboymx OHEeW CO OHA €ro MosydeHwus.
YNONHOMOYEHHbLIN  (pefepanbHbld  OpraH  MUCMOSIHATENBbHOM BRacTW, BblAaBWWA 33daHWMe Ha npoBefeHue
3KCMEepTM3bl NNEKAPCTBEHHOIO CPeACcTBa, B TeYEHMNe NATM pabounx AHEN Co OHA MOCTYNNEHMs OT 3asBUTENS OoTBETA
Ha [aHHbIA 3anpoc HamnpaBnseT TakoM OTBET B 3KCMepTHOe ydpexaeHue. B cnyyae HenpegcTtaBneHus no
NCTeYeHUn OeBsHOCTa paboynx OHEW 3asBUTENEeM OTBETA Ha AaHHbIA 3anpoc YMOSTHOMOYEHHbIN dheaeparnbHbIn
opraH UCMOMHWUTENBHOW BNacTW, BbiAaBLUWA 3afaHUe Ha NpoBedeHMEe 3KCMEPTU3bl JIEKapCTBEHHOMO CpeacTea, B
TeYeHne nATM pabounmx OHEN HanpaBnsaeT B IKCMEPTHOE Yy4YpeXOeHWe YBEeAOMSIEHME O HernpeacTaBIieHuM
3asBMTENEeM OTBeTa Ha 3anpoc YyKasaHHOro opraHa. Bpems co gHA HanpaBneHus 3anpoca 3KCMepTHOro
yupexaeHust B YNorHOMOYEHHbIV dheaeparbHbI OpraH UCMNONHUTENBHOW BracTu A0 AHS MONyYeHUs! SKCMEPTHbIM
yupexgeHvem oTBeTa Ha 3anpoc Unmn yBegoMIIEHNS O HEMpeaCcTaBNeHUn OTBETA Ha 3anpoc He y4MTbIBAeTCA Mpu
NCYMCIEHNN CPOKa NMPOBELEHUS] IKCNEPTU3bI FIEKAPCTBEHHOIO CpeacTBa.

(yacTb 4.1 BBegeHa ®epepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)
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5. OkcnepT npu npoBegeHWM MOPYYEHHOW €My PYKOBOAWUTENEM 3KCMEPTHOrO YYpEeXOEeHUs IKCNepTusbl
NeKkapCTBEHHOrO CpeCcTBa 00s3aH:

1) NpOBECTM MOJTHOE WCCreAoBaHNE NMpeAcTaBlieHHbIX eMy OOBLEKTOB, MaTepuanos, aTb 060CHOBaAHHOE U
OOBHEKTUBHOE 3aKkNOYeHNEe MO MOCTaBMEHHbLIM Mepes HMM BOMpPOcaM WM MOTMBMPOBAHHOE 3aKrioveHne o
HEBO3MOXXHOCTU MPOBEOEHNs1 UM 3KCMEPTU3bl NIEKAPCTBEHHOIO CpeacTBa, eCriv NoCTaBleHHbIE BONPOCHI BbIXOAAT
3a npegenbl crneuuanbHbIX 3HaHUA 3KcrepTa, OObEeKTbl WCCrefoBaHUA M MaTtepuanbl HENPUrogHbl  WIK
He4OCTaTOuHbI Ans NPOBEAEHMS UCCIef0oBaHUM U fadun 3aKoyYeHns NMbo COBPEMEHHbIM YPOBEHb Pa3BUTUSI HAYKu
He No3BOoNSIET OTBETUTL HA NOCTaBIEHHLIE BOMPOCHI;

2) He pasrnawartb CBeAeHMsl, KOTopble CTanuM €My W3BECTHbl B CBA3W C MPOBEOEHWEM 3KCMEpPTU3bI
NeKapCTBEHHOIO CPEACTBA, a Takke CBEAEHUSl, COCTaBMsOLME FOCYy4aPCTBEHHYH, KOMMEPYECKYID WU MHYHO
OXpaHsEMyt0 3aKOHOM TaliHy;

3) obecneynTb COXPaHHOCTb NpeacTaBeHHbIX 0OBbEKTOB NCCNE0BaHUA U MaTepuanos.

6. OKcnepT He Brpase:

1) NpPOBOAWTL 3KCNEPTM3y JeKapCTBEHHOro cpeAcTBa MO OOpalleHU0 HenocpeacTBEHHO K Hemy
opraHusaumn nnn HuUanYecknx nuL;

2) camocTosTeENbHO cobupaTe MaTepuanbl Ans NPoBeAeHUs 3KCNePTU3bl NEKAapCTBEHHOIO CPEACTBa;

3) NpoBOAMTL SKCNEPTU3Y NEKAPCTBEHHOIO CPeACTBa B Ka4eCTBE HErOCy4apCTBEHHOMO 3KcnepTa.

7. B cnyyae HeoOXxoguMMOCTM 3KCMepT BrpaBe Xo4aTalcTBOBaTb MNepen PyKOBOAUTENEM 3KCMEPTHOro
yupexaeHus o npuerevYeHnn K NnpoBeaeHno SKCNepTM3bl feKapCTBEHHOrO CpeAcTBa OPYrUX SKCNepToB.

8. Kaxxgblin akcnepT, BXOAALWMUA B COCTaB KOMUCCUM 3KCMEpPTOB, KOTOPOW MOPYYEHO NpoBedeHne aKCnepTusbl
NeKapCTBEHHOIO CPefACTBa, HE3aBMCMMO WU CaMOCTOSITENbHO MPOBOAUT MCCREeAoBaHMUs!, OLEeHWBaeT pe3ynbTaThl,
MOMy4YeHHbIE UM FINYHO N APYTMMU 3KCnepTaMu, 1 (hopMynupyeT BbiBOAbl OTHOCUTENBHO NOCTaBIIEHHbLIX BONPOCOB
B Npeaenax CBoMX cneuunanbHbIX 3HaHWUIA.

9. PesynbTaTbl 3KCNepTU3bl IEKapCTBEHHOIO cpeacTBa ohopMIstOTCS 3aKMioYeHMEeM KOMUCCUM 3KCMEepTOB.
B 3akntoueHun komwuccum OKCMNepToB YKa3blBalOTCA NepeyvYeHb VICCJ'IGAOBGHVIVI, obbem npoBeAeHHbIX KaXXObIM
9KCNepTom MCCﬂe,El,OBaHMVI, YCTaHOBJ1E€HHbIE KaXXOblM N3 HUX (*)aKTbI N caenaHHble B pe3yrnbTaTte I/ICCJ'Ie,EI,OBaHI/II7I
BbIBOAbl. DKCMEPT, MHEHWE KOTOPOro He CoBMajaeT C pelleHNEeM KOMUCCUM JKCMEPTOB, BNpaBe Bblpa3nTb CBOE
MHEHWE B MMCbMEHHON hopMe, KOTOPOE NPMOBLLAETCS K 3aKMIOYEHNI0 KOMUCCUM SKCNEPTOB.

10. OkcnepTbl, BXoAsLME B COCTAB KOMUCCUK, npegynpexaarTcs 06 OTBETCTBEHHOCTN B COOTBETCTBMM C
3akoHogartenscTtBoM Poccuinckon Pepepaumm 3a gady 3aknioueHus, cogepkawiero HeoboCHOBaHHble MU
hanbCMULMPOBaHHbIE BbIBOAbI, O YEM OHM at0T NOAMMUCKY.

11. OnpepeneHne YypoBHs MNPOGECCMOHANbHOM MNOATrOTOBKM SKCMNEPTOB M aTTectaumsi UX Ha MpasBo
NpoBedeHMs  3KCNepTu3bl  fEeKapCTBEHHbIX CPEeACTB  OCYLUECTBIISIOTCA  3KCMEPTHO-KBaNMUKaLMOHHBLIMK
KOMUCCUSIMA B MOPSAKe, YCTAHOBNEHHOM COOTBETCTBYHOLLUMM YMOMHOMOYEHHbIM (hbedepanbHbIM - OpraHoM
NCNOSTHUTENbHOM BracTu. YpoBeHb MNPOdECCMOHANbHOM MOArOTOBKM SKCMEPTOB MOANEXUT MEepecMoTpy
YyKa3aHHbIMN KOMUCCUAMWN HE pexe YeM OAMH pa3 B NATb NeT.

12. lMpaBuna nNpoBedeHMsT 3KCMEPTM3bl NIEKAPCTBEHHbIX CPEACTB U OCOOEHHOCTM 3KCMEPTU3bl OTAESbHbIX
BMOOB JIEKapCTBEHHbIX MpenapaTtoB (pedepeHTHbIX NEeKapCTBEHHbIX MpenapaTtoB, BOCNPOM3BEAEHHbIX
NeKapCTBEHHbIX MNpenapaToB, OGMONOrMYeckux rekapCTBEHHbLIX MpenapaTtoB, OumoaHanoroBbix (6MonogobHbIX)
nekapcTBeHHbIX npenapaTtoB (bvoaHamnoroB), romMeonaTU4eCcKUX JeKapCTBEHHbIX MpenapaToB, feKkapCTBEHHbIX
pacTUTENbHLIX NpenapaToB, KOMOUHALMA NEKapCTBEHHbLIX NpenapaToB), OPMbl 3aKIMHOYEHMNI KOMUCCUM SKCMEPTOB
yCTaHaBMNMBalTCH COOTBETCTBYIOLLUM YNOMHOMOYEHHbBIM dhedeparnbHbiM OpraHoM UCMONHUTENbHOW BNacTy.
(4acTb 12 B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 17. lNogaya u paccmoTpeHve 3asiBNeHus O TOCyAapCTBEHHOW perncrpauum JekapCTBEHHOro
npenapata Ansg BeTepMHapHOro NPUMeHEeHNs
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ans rocygapCTBEHHOW perncTpauun IeKapCTBEHHOrO npenapata And BETEepUMHApHOro MpUMEHeHUs
pa3paboTymK Takoro fiekapCTBEHHOIO npenaparta Umn yrnorHOMOYEHHOE MM ApYroe puandeckoe nuuo (ganee B
HacTosILLen cTaTbe - 3asiBUTENb) MPEACTaBMASET B YMNOMHOMOYEHHbIN dyedeparnbHbil OpraH WUCMOMHUTENBHOW
BMacTW, OCYLLECTBMASIOWMNIA FOCYAAPCTBEHHYIO PErNCTPaLUI0 JTIEKAapCTBEHHbBIX MpenapaToB Afs BeTEpPUMHAPHOro
NMPYMEHEHWS!, B SNEKTPOHHON hOpMe Ui Ha OymaXHOM HOCcuTene 3asiBlieHMe O rocy4apCTBEHHOW perncrpauum
NleKapCTBEHHOIO nMpenapata Afs BETEPUMHAPHOIO MPUMEHEHUs, a Takke B MopsdKke, YCTAHOBIIEHHOM
COOTBETCTBYIOLLNM YNOMHOMOYEHHBIM hefepanbHbiM OpraHoM UCMOMHUTENbHOW BNAcTU, B SMNEKTPOHHOW opme
unu Ha BymMaKHOM HocuTene HeobXoAMMble JOKYMEHTbI, U3 KOTOPbIX (DOPMUPYETCS PErMCTpauMOHHOE AO0CkEe Ha
rNlekapCTBEHHbIV Npenapar Ans BETEPUHAPHOIo NPUMEHEHNS.
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2. B 3asBneHMM O rocygapCTBEHHOW perucTpauMu JekapCTBEHHOrO npenaparta s BEeTepMHAapPHOro
NPYMEHEHMWS YKa3bIBaOTCH:

1) HaumeHoBaHMEe U afpec 3asiBMTenNs, paspaboTynka U NPoOM3BOOUTENS NIEKAPCTBEHHOrO npenapata Ans
BETEPMHAPHOIO MPUMEHEHUS M adpec MecCTa OCYLLECTBIIEHMS MPOW3BOACTBA JIEKAPCTBEHHOrO npenaparta ans
BETEPMHAPHOIO NPUMEHEHNsT (B Criy4ae HanuumMsi HECKOMbKMX Y4aCTHMKOB MpoLecca Npou3BoAcTBa Heobxoammo
yKasaTb KaXX4oro U3 HuX);

2) HauMmeHOBaHMEe JIeKapCTBEHHOrO npenapata Ans BETEPUMHAPHOIO NPUMEHEHUs (MexgyHapogHoe
HenaTeHTOBaHHOE, UMK FPYNMUPOBOYHOE, UITN XUMNYECKOE N TOPrOBOE HAUMEHOBAHMS);

3) nepeyveHb OENCTBYOLNX U BCOMOraTerbHbIX BELLECTB, BXOASLINX B COCTaB fIekapCTBEHHOMO npenapara
0N BETEPUMHAPHOrO NPUMEHEHWS!, C YKa3aHNEM KONMYECTBA KaX4oro U3 HuX;

4) nekapcTBeHHas bopma, A403MPOBKa, Cnocobbl BBEAEHUS N NPUMEHEHNS, CPOK FMOAHOCTU NIEKAPCTBEHHOMO
npenapata ansi BeTepMHAPHOrO NPUMEHEHMUS;

5) hapmakoTepaneBTuyeckas rpynna;

6) HeobXoAMMOCTb NMPUMEHEHUSI YCKOPEHHOW MpoLenypbl SKCNepTu3bl NEKapCTBEHHLIX CPeacTB B LEnsx
rocyapCTBEHHOW perMcTpawumm fiekapcTBEHHOrO Npenapara;

7) KoMK OOKYMEHTOB, NOATBEPXAAOLMNX YNiaTy rocyaapCTBEHHONM NOLUIMHBI:

a) 3a NPOBELEHNE IKCMEPTU3bl KAa4YeCcTBa NIeKapCTBEHHOIO CpeacTBa M 3KCMEPTU3bl OTHOLLEHUSI OXUOAeMON
nosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWsI NIekapCTBEHHOMO npenapaTa Afs BeTEPUHAPHOro NpUMEHEHUsT NPy ero
rocyaapCTBEHHOWN perucrpaLmu,;

0) 3a Bblgavy permcTpaLmMoHHOro YA0OCTOBEPEHUSI NekapCTBEHHOMO Npenapara;

8) Hanunume cornacusi, NPeayCMOTPEHHOMO YacTblo 7 HacTOsIWEen cTaTbW, ecriv C MOMEHTa perncrpauum
pedepeHTHOro NiekapCcTBEHHOrO Npenapara 45151 BeTepMHAPHOr0 NPUMEHEHUSI NPOLLIIO MEeHee YeM LIeCTb NeT.

(B peqn. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpaumoHHoe p[ocbe B LENSAX 3KCMepTM3bl EKapCTBEHHOro mnpenapaTta And BeTepuMHapHOro
NpUMEHeHUs PopMUpyeTCs U3 criegyroLnx AOKYMEHTOB:

1) KONUsS JOKYMeHTa Ha PYCCKOM £3blke, BblJAHHOMO KOMNETEHTHbIM OpraHOM CTpaHbl Npon3BoAUTENs Ans
Ka>KOoOM MpOU3BOACTBEHHOW MMOWaAKA PEermcTpMpyemMoro rekapCTBEHHOrO npenapata Ans BeTepuMHapHOro
NpUMeHeHns (B TOM Yncne gns nponssoauTenst dhapmMaueBTMYeckon cybcTaHumm), 3aBEPEHHONO B YCTaHOBINIEHHOM
nopsigke M NOATBEPXAAIOLLIEro COOTBETCTBUE NMPOU3BOAUTENS PErMcTPUpPyeMOro nekapcTBEHHOro npenapata ang
BETEPUHAPHOIO NPUMEHEHNss TpeboBaHMAM MpaBuil Hagnexallem Mpou3BOACTBEHHON MpaKTUKM, Nnbo Konus
NVLUEH3MM Ha MpPOU3BOACTBO flEeKapCTBEHHbIX CPeACTB ONd BETEePUHAPHOro MNPUMEHEHUs AN POCCUMACKUX
npousBoguTenen;

KoHcynbTaHTlIntoc: npumevaHme.
MyHkT 2 BCTYnaet B cuny ¢ 1 aHuBapst 2017 roga.

2) KOMus 3aKMYeHMs O COOTBETCTBMU NPOM3BOAUTENS IEKapCTBEHHOro npenapata Ans BeTepuHapHOro
npMMeHeHns TpeboBaHWsAM NpaBuN Hagnexalwlend NPou3BOACTBEHHOW MPaKTUKW, BblAAHHOMO YMNONHOMOYEHHbIM
denepanbHbIM OpraHoM WMCMOSTHUTENBbHOW BMAacTy NS KaXaow NpouM3BOLCTBEHHOW MIOLAOKU PEerMcTpupyemMmoro
fekapCTBEHHOIO Mpenapata [Ans  BETEpMHApHOrO MpuMMeEHeHus (B TOM uucne gnsg  npoussoguTtens
hapmavneBTnyeckon cybectaHuum), nNmnbo KOnNuS JULEH3MM Ha NPOW3BOLCTBO J1EKAPCTBEHHbLIX CPeacTB AN
BETEPMHAPHOIo NPUMEHEHMS NS POCCUACKUX MPOU3BOAUTENEN;

3) NPOEKT HOPMATMBHOIO JOKYMEHTA Ha fNekapCTBEHHbIV Npenapar Afs BETEPMHAPHOIO NMPUMEHEHUS;

4) [OKYMEHT, COAepXaliuMn cregylowylo uHdopmaumio o dapmaueBTU4eckon CcybectaHumMm  unu
hapmaLeBTMHECKMX CyOCTaHUMAX, BXOASLMX B COCTAB JEKApCTBEHHOro npenapata [Anis BeTepuMHapHOro
NPUMEHEHNS:

a) HaumeHoBaHue hapmaueBTUYecKkon cybcTaHLmm, ee CTPyKTypa, obLLme CBOMCTBA;

0) HaMmeHoBaHWe 1 agpec NPON3BOANUTENS;

B) TEXHOMNOIMSA NPOM3BOACTBA C OMMCaHUEM CTaAun NMPOU3BOACTBA M METOAOB KOHTPOSMSA Ha BCEX CTaausx
Npon3BOACTBa;

r) HcpopmMauus o NpuMecsix;

4) cneundmrkaumsa Ha hapmaLeBTUHECKYHO CyOCTaHUMIO;

€) onucaHve MeTOAMK KOHTPOrsi Ka4ecTBa;

X) pe3ynbTaTbl aHanu3a cepyn papMaLeBTU4eckon cybcTaHLmuy;

3) nepeyvyeHb CTaHOapTHbIX OOpasLUOB WNKU BELWECTB, WUCMOMb3yEMbIX MPU OCYLLECTBMEHUN KOHTPOIS
KayecTBa;

1) onncaHme xapakTePUCTUK U CBOWCTB YNaKOBOYHbLIX MaTepUarnoB U yKyNOPOYHbIX CPEACTB;
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K) OaHHblEe O CTabUNbHOCTY;

1) CPOK rogHOCTU, YCIOBUSI XPaHEHWS;

5) otyeT 0 pesynbTatax OOKNMHUYECKOrO WCCIeNOoBaHWUs NEKapCTBEHHOrO CpeacTBa Ans BeTEPUHapHOro
NPUMEHEHNS;

6) oTyeT O pesynbTaTax KIMHUYECKOrO WUCCNeaoBaHWs NeKapCTBEHHOro npenaparta Anst BeTepUHapHOro
NPUMEHEHMS Y KaXKOoro BMAa XKUBOTHBIX, YKa3aHHbLIX B MHCTPYKLMM MO BETEPUHAPHOMY NMPUMEHEHNIO;

7) NPOEKT WHCTPYKUMM NO BETEPUHAPHOMY MPUMEHEHUIO JEKAPCTBEHHOIO MNpernaparta, CoaepXKallen
cregyoLme cBeaeHuns:

a) HaumeHOBaHME IeKapCTBEHHOro npenapata Ans BETEPUHAPHOrO MpUMEHEHUS (MeXayHapooHoe
HenaTeHTOBaHHOE, UMK FPYNMUPOBOYHOE, UITN XUMNYECKOE N TOPrOBOE HAUMEHOBAHMS);

6) nekapcTBeHHasi opma C ykazaHMeM HaMMEHOBaHWI U KONMYECTBEHHOMO COCTaBa AENCTBYHOLLMX BELLECTB
N KAYECTBEHHOIO COCTaBa BCNOMOraTesbHbIX BELLECTB;

B) ONMcCaHne BHELLHErO BUAA NTeKapCTBEHHOO Npenapara Ans BeTepMHaPHOro NPUMEHEHUS;

r) dpapmakoTepaneBTMYeckass rpynna NekapCcTBEHHOro npenaparta Ofisi BEeTEPUHAPHOrO MPUMEHEHUST Unn
yKkaszaHue "romeonaTtuyeckuii nekapCcTBeHHbIN npenapat”;

n) dapmakogMHamvka W apMakokMHeTMKa (3a WUCKMoYeHneM (apMakoKUMHETUKM FOMeonaTu4ecknx
NeKapCTBEHHbIX NPenapaToB U PacTUTENbHbIX NNEKAPCTBEHHLIX NPenapaToB) UMK ONMcaHNe MMMYHOOMONOTMYECKNX
CBOWCTB NEKapCTBEHHOrO npenapara;

e) noKa3aHua OAna npuMeHeHud;

X) NPOTUBOMNOKa3aHUsA AN NPUMEHEHNS;

3) Mepbl NPEAOCTOPOXHOCTM NPU NPUMEHEHNN;

1) ykazaHue BO3MOXHOCTU U OCOBEHHOCTEN MPUMEHEHUS Y BepeMeHHbIX XXUBOTHbIX, Y XXUBOTHbLIX B Nepunos
Nakrtauun, y NoOTOMCTBA XXUBOTHbIX;

K) pexum [o3upoBaHus, cnocob BBeAeHVUS U NPUMEHEHUs, Npu HeobXOAMMOCTM BpemMs npuema
NNeKapCTBEeHHOro npenaparta gna seTtepuHapHOro npuMeHeHua, npoaoimXnUTerlbHOCTb NeYeHnd,;

J'I) BO3MOXHble MOOOYHbIE AGVICTBVIH, HeXenartelnbHble peakuun npu npuMeHeHun nekapcTtBeHHOro
npenapara 4ns BeTepMHAPHOrO NPUMEHEHNS;

M) CUMNTOMbI NEPEAO3MPOBKA, MEPLI MO OKa3aHMI0 MOMOLLM MPU NepPeao3npoBKe;

H) B3aUMOOENCTBUE C APYIMMU NIEKAapCTBEHHBIMY NpenapataMmm 1 (Unm) KopMamu;

0) (bopMbI BbINyCka NekapCTBEHHOro npenapaTa Ansg BeTepUHapHOro NpuMeEHeHus;

n) ykasaHue (NpM HeobxoaMMoCTU) OCOBEHHOCTEN AENCTBUS JIEKapCTBEHHOro npenapaTta [Ans
BETEPMHAPHOIo NPMMEHEHNS Npu NepBOM Npueme Unu nNpu ero OTMeHe;

p) onucaHne (Npn HeobxooMMOCTKN) OENCTBMIA BETEPUHAPHOIO Bpaya (BeTepuMHapHoro dpenbaluepa), MHOro
crneunanucta B obnactu BeTepuHapuu, Bnagenbla X1BOTHOMO NpU NPonycke npuema OgHOW UKW HECKONbKMX 03
nekapCTBEHHOrO npenaparta Afs BEeTepUHapHOro NpMMeHeHns;

C) CPOK rogHOCTW M yKa3aHuMe Ha 3anpeT NMPUMMEHEeHWs1 NeKkapCTBEHHOro npernaparta Afnd BeTepuHapHOro
NMPUMEHEHMS MO UCTEYEHUN CpOKa rogHOCTY;

T) YCNOBUS XpaHEeHUs;

y) ykazaHue Ha HeobBXOOMMOCTb XpaHEeHUS flekapCTBEHHOMO npenaparta Afs BETEPUHAPHOIO NPUMEHEHUS B
MecTax, HeOOCTYMHbIX AN AeTew;

@) ykasaHue (NpM HeobXoOUMOCTM) cneumnanbHbIX Mep MPEeAOCTOPOXHOCTM MPU  YHUUTOXEHUMU
HEeMCnosb30BaHHbIX NleKapCTBEHHbIX NpenapaToB Afs BETEPUHAPHOIO NPUMEHEHNS;

X) CPOKM BO3MOXXHOFO MCMOfb30BaHWs MPOSYKLUN XXMBOTHOIO MPOUCXOXAEHUS NOCMNEe BBEAEHUS XXUBOTHOMY
rnlekapCTBEHHOrO npenaparta Afnsi BETEPUHAPHOIo NPUMEHEHMS;

L) YCNOBUSA OTMNYCKa;

4) HAUMEHOBaHMA N agpeca NPOM3BOACTBEHHbIX MITOLLAA0K NPOU3BOAUTENS NTEKAPCTBEHHOrO npenapara ans
BETEPMHAPHOIO NPUMEHEHUS;

W) HaMMeHOBaHWe, aJpec opraHuM3aumu, YMNOMHOMOYEHHOW  AepxaTeneMm  wnu  Briagenbuem
perncTpaumMoHHOro Y4OCTOBEPEHMS JIEKAPCTBEHHOIO Npenapara Ha NpUHATUE NPETEH3MN OT NoTpebuTens;

8) NpoeKkTbl MakeToB MEPBMYHOM YMAKOBKM M BTOPWYHOW YMAKOBKU JIEKAPCTBEHHOrO npenaparta Ans
BETEPMHAPHOIO NPUMEHEHMS;

9) cneayroLme CBEAEHUS O NIEKapCTBEHHOM Mpenapare As BETEPUHAPHOIO NMPUMEHEHUS:

a) onucaHWe n cocTaB NIEKapCTBEHHOIO Npenapara A1 BETEPUHAPHOro NPUMEHEHNS;

0) onucanne apmaLeBTUYECKON pa3paboTky;

B) onMcaHue npouecca Npon3BoACTBa U €ro KOHTPONS;

r) onncaHme KOHTPOIS KPUTUYECKMX CTagumn NpOM3BOACTBa U MPOMEXYTOYHON NPOAYKLUNM;

) HaMMEHOBaHWs N agpeca paspaboTynka, AepKaTens Uiy Brnagenbla perucTpaLoHHOro Ya0CTOBEPEHMS
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NeKkapCTBEHHOrO MnpenapaTa, NPOU3BOACTBEHHbLIX MIOWAA0K MPOU3BOAUTENS NEKAPCTBEHHOrO npenapara Ans
BETEPMHAPHOIO NMPUMEHEHUS;
(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

e) hapmaueBTM4eCKass COBMECTUMOCTb;

) MUKPOBMONOrMyeckme xapakTepUCTUKK;

3) MaTepuarnbHbli 6anaHc Anst NPOM3BOACTBA CEPMM FOTOBOMO MPOAYKTa;

n) onncaHme xapakTePUCTUK U CBOMCTB YNaKoBOYHbLIX MaTeEpPUarioB U yKYNOPOYHbIX CPEACTB;

K) JOKYMeHTanbHoe nogTeepxaeHune (Banugauns) npoLueccos 1 (UNn) UX oueHka;

n) TpeboBaHUs K ka4yecTBY BCMOMOraTerbHbIX BELLECTB (cepTudmkar, cneumdukaumsi Ha BCrnoMoraTerbHble
BelllecTBa U X 060CHOBaHWe);

M) aHanuTU4eckne METOAMKMW, UCMONb3yeMble MPU OCYLLECTBIIEHUM KOHTPOMNS KayecTBa BCMOMOraTeslbHbIX
BELLIECTB;

H) [OKyMeHTanbHOoe noAaTBepxdeHve (Banugaumsl) aHanUTUYECcKMX METOAMK, WCMONb3yeMblX npu
OCYLLIECTBINEHMM KOHTPONSi Ka4ecTBa BCNOMOraTeribHbIX BELLECTB;

0) WHopMauuss 06 UCMNoMb30BaHWM  BCMOMOraTesibHbIX BELLECTB YENIOBEYECKOrO W KUBOTHOMO
NPOUCXOXAEHUSI;

n) MHcpopmauusi 06 NCNONb30BaHMN HOBbLIX BCMOMOraTeNnbHbIX BELLECTB;

p) TpeboBaHUS K Ka4yecTBY JfIEKApCTBEHHOro npenapata [Ofsi BETEPUMHAPHOrO NpUMeEHeHUst (ceptudpmkar,
cneumdurkaums Ha nekapCTBEHHbIN nNpenapaTt n nx o06ocHOoBaHUe);

C) aHanutTnyeckne MeToauKkun, UCnosib3yemMble MNpu OCyLeCTBIEeHUN KOHTPOIA KadeCTBa J1eKapCTBEHHOro
npenapaTta Ans BeTepuHapHoOro npumMeHeHus;

T) [OOKyMeHTanbHoe nOoATBepXAdeHue (Banugauus) aHanuTUYeckMx MeTOAMK, WCMOomnb3yeMblX Mpu
OCYLLECTBINEHUN KOHTPONS KayeCcTBa NIEKAapCTBEHHOIO nNpenaparta An8 BETEPMHAPHOIro NPUMEHEHUS;

y) LOKyMEHT, noaTBepXdaloLmni KavyecTBO feKapCTBEHHOrO MpenapaTta TpexX MNPOMBbILMAEHHbIX Cepun
(npoTokon aHanu3a unum cepTudmkaT aHanusa), ogHa Cepusi KOTOPOro [OrkHa coBnagatb C cepuen obpasua
neKapCcTBEHHOro npenapara, NoA4aHHOro Ha perncTpawmio;

&) XapaKkTepucTuka npumecen;

X) nepeyeHb CTaHAApTHbIX 0OpasuoB, WUCNOMb3yeMbliX MpUM  OCYLLECTBMEHUN KOHTPONS KayecTBa
nekapCTBEHHOrO npenaparta Ans BeTePUHapHOro NpMMeHeHns;

L) AaHHbIE O CTabUIbLHOCTM NEKapCTBEHHOIO Npenapara AN BeTEPUHapHOro NpMMEHeHNs;

10) konusa JOKyMeHTa, coaepXaliero nHdopMaumio 0 Hanmumm nnmn o oTcyTcTBUM DaKTOB perncrpauum
NekapCTBEHHOro npenapara Afsl BeTepMHapHoOro NpMMeHeHus 3a npegenamu Poccuiickon depepaumu;

11) cornacue B nMCbMeHHOM OpMe, MNPEAYCMOTPEHHOE YacTbio 7 HaACcTosWen cTaTtbW, B Crnyyae
permcTpaumm BOCNpon3Be4eHHOro fiekapCTBEHHOro npenapaTa;

(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) konMs JOKyMeHTa Ha PYCCKOM A3blke, 3aBEPEHHOro B YCTaHOBIIEHHOM MopsAke M MOATBEPXKAatoLLero
NPaBOMOYHOCTb 3asBIIEHNSI O FOCYAapCTBEHHOW perncrpauuu nekapcTBEHHOro npenaparta Ans BeTepuMHapHOro
NpUMeHeHns (0OBEPEHHOCTD).

4. Mpw npoBegeHNM yCKOPEHHON npoLenypbl 9KCNepTu3bl NIeKapCTBEHHOro npenapara Ans BeTepuHapHOro
NPUMEHEHMS B LIENSX €ro rocygapCTBEHHON perncrTpaumn MoXeT NpeacTaBnaTbcs MHpopmMauus, nonydeHHas npu
NpOBEeAEHMN KITMHUYECKNX UCCreqOBaHUN NekapCTBEHHOMO npenapaTta u onybnukoBaHHasi B Cneumanma3npoBaHHbIX
neyaTHbIX W34aHUSAX, a Tawkke [OOKYMEHTbl, copepXawue pesynbTaTbl MCCnegoBaHus OGUO3KBMBANEHTHOCTU
rnlekapCTBEHHOrO npenaparta Afs BETePUHAPHOIro NpMMEHEHMS.

5. Ha akcnepTudy pasnuyHbIX JIEeKapCTBEHHbIX DOPM OAHOIO WM TOrO XXE JIeKapCTBEHHOro npenapara gns
BETEPMHAPHOIO NPUMEHEHUsT 3asiBUTENb MPEACTaBNsAeT OTAENbHble 3asBNEHUS U PEermcTpauMoHHble OOCbe Ha
Kaxkaylo nekapctBeHHyto dopmy. [Npu ycnoBun ogHOBPEMEHHOW MOAayn Ha 9KCNepTu3y OOHOW NneKapCTBEHHOW
bopMbl C pasnUYHbIMU OO3NPOBKOW, KOHLIEHTpauuen, obbeMOM 3asiBUTENb MPEACTaBNsAE€T OQHO 3asiBliEHWE U
PEerMcTpaumMoHHOE [OCbe C MPUIOXKEHNEM MakeTOB YMaKOBOK Ha KaXKOyl LO3UPOBKY, KaXAY KOHLIEHTpauuio,
KaXKObI 0ObEM U KaxKO0e KONMYECTBO 403 B YNAKOBKE.

6. 3aaBuTenb BNpase NpeacTaBuUTb N0 COOCTBEHHON MHULMATMBE BMECTE C 3asiBIEHUMEM O FOCYyAapPCTBEHHOW
perMcTpaumMm nekapcTBEHHOro npenapaTta AfS BETEPMHAPHOIO NPUMEHEHWUs OOKYMEHTbI, nogTBepxaaroLime
ynnaTy rocygapCTBEeHHOM MOWMUHbI U yKasaHHble B MyHKTe 7 4YacTu 2 HacToswen ctatbu. B cnydae ux
HenpeacTaBneHNss COOTBETCTBYIOLLMIA  YNONHOMOYEHHbIN  ddefiepanbHbli  OpraH  UCMOSMHUTENbHOM  BnacTu
npoBepsieT hakT ynnaTtbl 3asgBUTENEM rocygapCTBEHHOM NOLUSTMHBI MOCPEACTBOM MCNONb30BaHUSA MHopMaLlmm ob
ynnaTte rocyagapCTBEHHOW MOLWNUHbI, codepxalwenca B [ocydapCTBeHHOW WHMOPMALUOHHOM CUCTEME O
rocygapCTBEHHbIX Y MyHUUMNANbHbIX MiaTexax, Ha OCHOBaHUWN NPEeACTaBNEHHbIX 3asBUTENEM KOMUA AOKYMEHTOB,
NOATBEPXAALNX yNnaTy rocy4apCTBEHHOW MOLLSTMHBI.
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7. He ponyckaeTcsl Mcnonb3oBaHWe B KOMMEPYECKMX Liensx MHopMauuMm o pesynbTaTax AOKMUHUYECKUX
uccnefoBaHUM NEKapCTBEHHbIX CPeACTB W KMMHUYECKUX WCCrefOoBaHUA NeKapCTBEHHbIX npenapatoB  Ans
BETEPUHAPHOro NpUMEHEeHUs, NpeacTaBneHHON 3agBuTeneM ANg rocygapCTBEHHOW perncTpaumnm nekapcTBeHHbIX
npenapatoB, 6e3 ero cornacus B TEeYEHWE LUECTU NeT C AaTbl roCy4apCTBEHHOW perncrpaummn pedepeHTHOro
nekapcTBeHHoro npenapata B Poccuiickon ®epeparmu.

Cratba 18. lMogaya n paccMOTpeHuWe 3asABneHMs O roCyAapCTBEHHOW perucrpaumm nekapcTBEHHOro
npenapara Anst MEAULMHCKOrO NPUMEHEHMS
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [ns rocyaapCTBEHHOW perncrtpauum rekapCTBEHHOrO npenapata gfis MeAULMHCKOro MNpPUMEHEHMUS
lopyanyeckoe nuuo, AencTBytolee B COOCTBEHHbIX MHTepecax WM YNoSIHOMOYEeHHOe MpeacTaBnsaTb MHTEPEeCHI
OPYroro lOpUAMYECKOrO nuua W 3asBRsiOLlee NeKapCTBEHHbIM MpenapaT Ha rocydapCTBEHHYH peructpaumio
(hanee B HacToslWeW cTaTbe - 3asBWUTENb), NpeacTaBnseT B YNOMHOMOYEHHbIM beaeparnbHbld  opraH
NCMNOSMHUTENBHON BRacTW, OCYLLECTBSIOWMIA roCy4apCTBEHHYIO PEerMcTpauuio fekapCTBEHHbIX NpenapaTtoB A
MEeOMLNHCKOTO NPUMEHEHNs, B 3rEeKTPOHHON bopmMe M Ha GyMaxHOM HocuTene 3asiBrieHWe O rocynapCTBEHHOM
perMcTpaumm fekapCcTBEHHOMO npenapaTa A MeaULMHCKOro NPUMEHEHUs, a Takke B Nopsiake, YyCTaHOBIEHHOM
YNOMHOMOY€EHHbIM doeaeparibHbIM OpraHOM WUCMOMHUTENBHON BNAcTW, B 3NEKTPOHHOW hopMe M Ha BGyMakHOM
HocuTene HeobxoguMble OOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCA PErMcTpaLMOHHOE AOCbE Ha JeKapCTBEHHbIN
npenapart ana MeanmunHCKoro npMMeHeHus.

(4acTb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B 3agBneHuM O rocygapCTBEHHON perncTpauum nekapCcTBEeHHOro npenapaTta Ans MeauuMHCKOro
NnpUMeHeHUsa yKa3blBaloTCA:

1) HanMeHoBaHMEe U afpec 3adaBUTENA U NPoOU3BOAUTENA NMEKapCTBEHHOro npenaparta anda meaunuuHCKoro
npuMmeHeHna n agpec Mecta OCyLleCTBleHUA ero npom3BoacTBa (B cnyvyae Hanmyma HeCKONbKMX Yy4YaCTHUKOB
npouecca Npou3BOACTBa HEOOXOAMMO yKa3aTb KaXAoro y4yacTHUKa B COOTBETCTBUM C OCYLLECTBMSIEMOW cTagunen
Npon3BoACTBa);

2) HaMMeHOBaHWe feKapCTBEHHOro mnpenapata Ans MeOUUUHCKOTO MpUMEHeHus  (MexayHapoaHoe
HenaTeHTOBaHHOE, UNW FPYNMNUPOBOYHOE, UITN XUMNYECKOE N TOProBOE HAaUMEHOBAHWS);

3) nepeyveHb OENCTBYIOLNX U BCMOMOraTerbHbIX BELLECTB, BXOASLINX B COCTaB fiekapCTBEHHOro npenapara
A9 MeANLMHCKOro NPUMEHEHMS, C YKa3aHNEM KONMUYECTBa KaXKaoro ns HuXx;

4) nekapcTBeHHas ¢opmMa, 403MPOBKa, CNOCOOLI BBEOAEHWNST N NPUMEHEHUS, CPOK rOQHOCTU NEKAapCTBEHHOIO
npenapara 4ns MeauuMHCKOro NpUMMeEHeHNs;

5) apmakoTepaneBTuyeckas rpynna, Kog aHaTOMO-TepaneBTMYECKO-XMMMUYECKOW Knaccudumkaumm,
pekoOMeHAOBaHHOM BcemMunpHOM opraHusaumen 3OpaBOOXPaHEHMs!, 3asiBNSEMble MOKasaHus AnA MpPUMEHEHUS
fiekapCTBEHHOro npenapaTta Ans MeguuUHCKOro NPUMEHEHNS;

6) oTcyTcTBME HEOOXOAMMOCTU MnpedocTaBneHus oTdyeTa O pesynbTaTax KIMHWYECKOro WccregoBaHus,
uccriegoBaHms  GUO3KBMBANEHTHOCTW  NEKApCTBEHHOro npenaparta, paspelleHHOro Ans  MeguuUHCKOro
npumeHeHnss B Poccuiickon ®Pepepaumm Gonee gesaguaTtu neT, C ykasaHMEM HOPMATUMBHbLIX MPaBOBbLIX aKTOB,
NOATBEPXAALNX AaHHbIA CPOK NPUMEHEHNS;

7) HeobxoaumocTb odopMIieHNss paspelleHns Ha BBO3 B Poccuickyto denepaumio KOHKPETHOW napTum
3aperncTpmpoBaHHbIX U (MNK) HEe3aperncTpupoBaHHbIX J1EKApCTBEHHbIX CPEeACTB, MpegHasHavyeHHbIX Anis
NpOBEeAEHNS 3KCMEPTU3bI NEKAPCTBEHHBIX CPEACTB B LieNsiX rocy4apCTBEHHOW perncTpauum;

8) HeobXxooMMOCTb MpOBeOEHWUs 3KCNepTM3bl OOKYMEHTOB, MPEACTaBMEHHbIX ANA  onpegeneHus
BO3MOXHOCTM paccMaTpuBaTth JIEKapCTBEHHbIN MpenapaT A8 MeOUUMHCKOrO NMPYMEHEHNS NpY OCYLLECTBIIEHWM
rocygapCTBEHHON permcTpaumm B kayectse opchaHHOro nekapCTBEHHOrO Npenapara;

9) HeobXxoAMMOCTb MPUMEHEHUS YCKOPEHHOW MNpoLenypbl 3KCNepTu3bl JIEKapCTBEHHLIX CPeACTB B LENsAX
rocygapCTBEHHON perMcTpaumm fiekapCTBEHHOTO Npenapara;

10) KOMMKM JOKYMEHTOB, NOATBEPXAALUX yNnaTy rocy4apCTBEHHOM NOLLSTMHBI:

a) 3a npoBedeHWe JKCMepTu3bl [JOKYMEHTOB, MpPEACTaBMNEHHbIX ANs OnpegeneHnss BO3MOXHOCTU
paccMaTpvBaTb  JIeKApCTBEHHbI  npenapat  Ans  MEAWUMHCKOrO  MPUMEHEHMS  MpU  OCYLLECTBMEHUU
rocygapCTBEHHON perncTpaumm B kayectTse opchaHHOro nekapCTBEHHOMO Npenapara;

0) 3a NpoBeAeHME IKCMEPTU3bI KAYECTBA JIEKAPCTBEHHOIO CPeACTBa U IKCMEPTU3bl OTHOLLEHNUST OXUAAEMOMN
nomnb3bl K BO3MOXHOMY PMUCKY MPMMEHEHMS NEKapCTBEHHOro npenapaTa, pas3peLleHHOro And MegMUUHCKOro
npumeHennss B Poccunckon ®epgepaunm OGonee pfgBaguatyM feT, MNpU  OCYLECTBEHWMM T[OCYAApPCTBEHHOW
permcTpaumm nieKapCcTBEHHONO Npenapara;

B) 3a NpoBeeHMe IKCMEPTU3bl Ka4ecTBa fIEKApCTBEHHOIO CPEACTBA M SKCNEpPTM3bl OTHOLUEHMS OXMOAEMOW
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Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenaparta Angd MeauuuHCKOro NpUMeHeHns npu ero
rocygapcTBEHHON permcTpaumm,;

r) 3a npoBegeHVe 3KCNEPTU3bl kKaYecTBa fleKapCTBEHHOIO CPeAcTBa M 3KCMEepPTU3bl OTHOLLEHWUS 0XMAAEMOMN
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NekapCTBEHHOro npenapata Ans MeAuUMHCKOro npuMeHeHus, B
OTHOLUEHUM KOTOPOro npoBedeHbl MeXayHapoOHble MHOrOLEHTPOBbIE KIMHUYECKME UCCMNEedoBaHUs, 4YacTb U3
KoTopblX nposedeHa B Poccuickon ®Pegepaumn, nNpu  OCYLLECTBEHUN TOCYAapCTBEHHOW permcTpauum
nekapCcTBEHHOro npenapaTa;

11) Hanuume corracus NPOU3BOAMTENSA  NEKapCTBEHHOro npenapaTta, MNpPou3BOACTBO  KOTOPOro
ocyllecTBnsaeTcsa 3a npegenamu Poccuiickon depepaunn, Ha NpoBeAeHNe UHCMEKTUPOBAHUS NPOU3BOAUTENS Ha
cooTBeTCTBME TpebOoBaHUSIM MpaBuIl Hagnexawen npon3BoACTBEHHON NPaKTUKK;

12) Hanu4yme cornacud, NnpegyCMOTPEHHOro YacTblo 18 HacTosdLLeln cTaTby;

13) ykasaHvMe BMOa neKapCTBEHHOro npenaparta, NPeAcTaBNeHHOro Ha peructpaumio  (pedepeHTHbIN
NeKapCTBEHHbI NpenapaT, BOCMPOU3BEAEHHbIA JEeKapCTBEHHbI npenapaT, OUonorMYeckuin NekapcTBEHHbIN
npenapat, OGuoaHanoroBbli (6MOMNOOOOHLIN) fekapCTBEHHbLIM npenapaT (6uoaHamnor), roMeonaTu4eckuit
neKkapcTBEHHbIN Npenapat, NekapCTBEHHbIN pacTUTENbHbIA Npenapar).

(yacTb 2 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PeructpaumoHHoe [ocbe Ha NeKapCTBEHHbIM npenapat Ans  MeOULMHCKOrO  NpUMEHEeHUst
npegocraBnseTca B popme obLLero TEXHUYECKOro JOKYMEHTa.
(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AokyMeHTauMm agMUMHUCTPaTMBHOIO XapakTepa BKIHOYaeT B cebs:

1) 3asBneHne O TroOCyQapCTBEHHOW perncrpaumMmM HnekapCTBEHHOro npenaparta  gns  MeguLMHCKOro
NPUMEHEHUS B ANEKTPOHHOWN hopme 1 Ha BymakHOM HocuTene;

2) KONUK OOKYMeHTa Ha PYCCKOM £3blke, 3aBEPEHHOro B YCTAHOBMIEHHOM MOPSAKe U MOATBEepXKAatoLero
NpaBOMOYHOCTb 3asiBUTENS MnodaBaTb 3asBreHWe O rocy4apCTBEHHOW perMcTpaumu nekapcTBeHHOro npenaparta
AN MeANLUMHCKOro NpUMEHEHNs (DOBEPEHHOCTD);

3) KOMUIO NUUEH3MN Ha NPOM3BOACTBO NEKAaPCTBEHHbIX CPEACTB UMK KOMUIO 3aKMOYEHUss O COOTBETCTBUU
npon3BogmnTens fnekapCTBEHHbIX cpeacTB TpeboBaHUSAM npaBui Hagnexawlend NPOV3BOACTBEHHOW MPaKTUKW,
BblJaHHbIE YMOSTHOMOYEHHbLIM hedeparnbHbiM OpraHOM MCMOMHUTENBHOW BNAacTW, B Criydae, ecnu npov3BOACTBO
nekapcTBEHHOro npenapara ocyllecTensieTcs B Poccunckon ®epepauum;

4) KOMWIO BbIJAHHOW YMOMTHOMOYEHHbIM OpPraHOM CTpaHbl MPOU3BOAUTENS NULEH3UM Ha MPOU3BOACTBO
fnlekapCTBEHHOrO npenapaTta U ee nepeBof Ha PYCCKUW A3blK, 3aBEPEHHble B YCTaHOBMEHHOM MOpsiaKe, U KOMUIo
3aKMYeHNss O COOTBETCTBMM MNPOM3BOAMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHUSM npaBwui Hagnexallien
NpOM3BOACTBEHHOW NPAKTUKK, BblAAHHOIO YNOMHOMOYEHHBIM dbedeparibHbIM OpraHoOM MCNOMHUTENBHOW BNacTu, B
crnyyae, ecnM nNpoM3BOACTBO [EKAPCTBEHHOrO Mpenapata ocylwecTBnseTcd 3a npegenamm Poccuickon
depnepaumuy;

5) NpOEeKT WHCTPYKUMM MO MEAUUMHCKOMY TMPMMEHEHMIO IIeKapCTBEHHOro npenapaTta, coaepallen
crnegywolme cBegeHus:

a) HaMMeHOBaHWe NekapCTBEHHOro npenapara (MexgyHapogHoe HenaTeHTOBaHHOE, UMW rpynnMpoBOYHOE,
NN XUMUYECKOE N TOProBOE HauMEeHOBaHWS);

0) nekapcTBeHHas popma C ykazaHMEM HaMMEHOBaHU N KONTMYECTBEHHOIO COCTaBa AENCTBYHOLLMX BELLECTB
M KayeCTBEHHOro CcoOCTaBa BCMOMOraTenbHbIX BewecTB (Npy HeOoBXOAMMOCTM KONMYECTBEHHOrO COCTaBa
BCMOMOraTernbHbIX BELLECTB);

B) OMMCaHne BHELLHErO BMAa JIEKapCTBEHHOIO nNpenapara AN MeAULMHCKOro NPUMEHEHNS;

r) unsmKo-xMMmyeckme CBOMCTBa (Ans pagnodapmaueBTUHECKMX NTEKAPCTBEHHbIX NpenapaTos);

) hapmakoTepaneBTMyeckas rpynna, koA fiekapCTBEHHOrO npenaparta Anst MeQULMHCKOrO NPUMEHEHUS Mo
aHaToOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudmkauuuy,  pekoMmeHgoBaHHoW  BcemupHon — opraHusaumen
3[1paBoOXpPaHeHns, Unn ykasaHue "romeonatnyeckmii nekapcTBeHHbIN npenapar”;

e) papmakogMHamuka u apMakokMHETUKa (3a WCKIYEeHMEM (apPMakoKUHETUKM TOMEOoNaTUYeCKnNX
flekapCTBEHHbIX NMPenapaToB U PacTUTENbHbIX NIEKAPCTBEHHbIX NpenapaToB);

X) NoKkasaHus AN NPUMEHEHNS;

3) NPOTUBOMNOKA3aHWs Asi NPUMEHEHNS;

1) Mepbl MPEAOCTOPOXHOCTM NPY NPUMEHEHUN;

K) yKasaHWe BO3MOXHOCTW M OCODEHHOCTEW MPUMEHEHUS FIEKAPCTBEHHOrO npenapata Anst MeQULMHCKOro
NpUMeEHeHNs1 6epeMEHHBIMUN XXEHLLMHAMMU, XXEHLLMHAMWN B NEPUOL, rPYOHOro BCKapMIMBAHNSA, AETbMWU, B3POCIbIMUA,
NMEIOLLMMMN XPOHUYECKMEe 3aboneBaHus;

n) pexum [O03MpOBaHMs, Cnocobbl BBEAEHVMS W MPUMEHEHWs, Mpu HeobxoaMmocTM Bpemsa npuema
NlekapCTBEHHOrO npenaparta Ansg MegUUUHCKOrO MPUMEHEHUS, MPOAOIMKUTENBHOCTD NIEYEHMs, B TOM YUCTie Y OeTen
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[0 1 nocrne ogHoro roaa;

M) BO3MOXHbIE HEXemnaTernbHbIE peakunm Npy NpMMEHEHUN NeKapCTBEHHOTO npenapara ansg MeguuuHCKoro
NPUMEHEHNS;

H) CMMNTOMbI NEPEL03NPOBKM, MEPbI MO OKa3aHMo NOMOLLM NpY Nepeso3NpoBKE;

0) B3aMOZAENCTBUE C APYIMMMW NEKapCTBEHHLIMM NpenapaTamun 1 (MNn) NUWEBLIMU NPOAYKTaMU;

n) oopMbl BbIMyCKa NekapcTBEHHOro npenapara;

p) ykaszaHue (Npu HeobxoanumocTn) ocobeHHOCTEN LENCTBUSA NIEKapCTBEHHOIO Npenapara A4n1s MeguumnHCKoro
NPUMEHEHMS NPU NEPBOM MPUEME UM NPU ETO OTMEHE;

C) onucaHue (npy HeobxoauMOCTK) AeNCTBUIA Bpada (penbaliepa) u (Mnuv) naumneHTa npu nponycke npvema
OLHOWM NN HECKOSbKMX 403 NIeKapCTBEHHOrO Npenapara AN MeAULMHCKOro NPUMEHEHNS;

T) BO3MOXHOE BIfWSIHWE IEKapCTBEHHOro npenapata ansg MeguUMHCKOrO MPUMMEHEHMSI Ha CMOCOBHOCTb
yNpaensTb TPAHCMOPTHLIMU CPpeACTBaMU, MEXaHU3MaMW;

y) CPOK rogHOCTM W yKasaHMe Ha 3anpeT NPUMEHEHUsI NeKapCTBEHHOro npenapaTta 4ns MeauuMHCKOro
NPUMEHEHMS MO UCTEYEHUN CpOKa rOgHOCTY;

@) yCrnoBus XpaHeHus;

X) yKasaHue Ha HeoOXOAMMOCTb XpaHEeHUs NeKapCTBEHHOro npenaparta Anisi MegULMHCKOro NpUMeHeHnst B
MecTax, HEOOCTYMHbIX ANsl AeTew;

L) ykasaHve (MpuM HeobxoaMMoCTM) cneumanbHbiX Mep MNPELOCTOPOXHOCTU MNPU  YHUHTOXEHUU
HEeNCnosib30BaHHbIX NTeKapCTBEHHbIX NMpenapaTtoB And MeanUnHCKOro npuMeHeHuna;

4) ycrnoBusl OTMycKa;

L) HAMMEHOBaHWs 1 aapeca NPOU3BOACTBEHHbIX MIOLWAA0K NPOoM3BOAMTENS NekapCTBEHHOMO Npenapara;

W) HaumeHoBaHMe, adpec  OpraHu3auuW,  YNoriHOMOYEHHOW  OepXaTenem unu  Brnagenbuem
perncTpaunoHHOro yaocTtoBepeHusa nekapCcTtBeHHOro npenapara And MeguumHCKOro npuMeHeHua Ha npuHAatue
NpeTeH3un oT noTpebutens;

6) MHCTPYKLUMIO NO MEOULMHCKOMY NMPUMEHEHWUIO MNWN KPaTKY0 XapakTePUCTUKY NEeKapCTBEHHOro npenapara,
yTBEPXXAEHHbIE B CTpaHe Npou3BoauTens;

7) NpoOeKkTbl MakeTOB MEPBUMYHON YMAKOBKM M BTOPWYHOM YNAKOBKW FEeKapCTBEHHOro npenaparta And
MEeOMNLUHCKOTO NPUMEHEHNS;

8) NpoeKkT HOpMaTMBHOW AOKYMEHTAUMM UITM HOPMAaTMBHOIO AOKYMEHTA Ha FIeKapCTBEHHbIN npenapaT and
MEANLMHCKOro NpUMeHeHnst Mbo ykasaHne COOTBETCTBYHLLEN hapMaKOnenHom cTaTby;

9) [OOKYMEHT, codepxawmh uHopMaLMio O Hanmuum unm o6  oTcyTcTBMM (haKTOB  perucrpaumm
NekapCTBEHHOro npenapara Afsi MEQULMHCKOro NpuMeHeHns 3a npegenamu Poccuickon deaepauny;

10) KOMMM LOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSAKE M NOATBEpXAAoLWMNX haKkT perncrpauum
fiekapCTBEHHOrO npenapaTta B MHOCTPaHHbIX rocyapcTBax B kayecTBe OoppaHHOro nekapcTBEHHOro npenapara;

11) nnaH ynpaBneHuss puckamm Onsi OMONoOrMyecknx eKapCcTBEHHbIX MpenapaTtoB Ans MeLMUMHCKOro
NPUMEHEHNS;

12) OOKYMEHT 0 cucteme hapmakoHagsopa AepXartens unu Brnagenbua perMcTpaumMoHHOro yaoCToBepeHnst
rniekapCTBEHHOro npenapaTa;

13) OOKYMEHT, MNOATBEPXKOAKLWMN KavyeCTBO JIEKAPCTBEHHOrO npenapata TpexX MNPOMbILMEHHbLIX Cepui
(npoTokon aHanu3a unuM cepTudmkaT aHanusa), ogHa Cepusi KOTOPOro [OrkHa coBnagatb C cepuein obpasua
flekapCTBEHHOrO npenapata Ans  MeOWUMHCKOrO MNPUMEHEHWs, NPeACTaBNeHHOTO0 Ha rocyAapCTBEHHYHO
permcTpaumio.

(4acTb 4 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumunyeckon, hapmaLeBTUHECKON 1 BUoNornyeckon AoKyMeHTaumMm BKIoYaeT B cebs JOKYMEHTHI,
cogepxaiume nHdopmaumio o bapmaueBTUYECKON CyOCTaHUMM 1 NieKapCTBEHHOM MpenapaTe ans MeguuuHCKOro
NPYMEHEHMS, MPOLLeCCe ero NPOM3BOACTBA M MeTOoAax KOHTPOSIS KayecTBa, B TOM YMCIE:

1) KOMWIO OOKYMeHTa, COAepKallero cregyloLylo nHgpopmMaumio o dapmaueBTudeckon cybctaHuum umnm
hapmaLeBTMHECKMX CybCTaHLMAX, BXOOSALLMX B COCTaB JIEKapCTBEHHOIO npenapara:

a) HaumeHoBaHue hapmaueBTUYecKkon cybcTaHumm, ee CTpyKTypa, obLLme CBOMCTBA;

0) HaMmMeHoBaHVe 1 agpec NPON3BOANTENS;

B) TEXHOMNOIMS NPOM3BOACTBA C OMMCAHUEM CTaAun NMPOU3BOACTBA M METOAOB KOHTPOSMS Ha BCEX CTaausx
Npon3BOACTBa;

r) onncaHme pa3paboTku npoLecca Npon3BoACTBa;

4) OnncaHne KOHTPOIS KpUTUYECKMX CTagumn NpoM3BOACTBa U MPOMEXYTOYHON NPOaYKUNK;

€) AOKyMeHTarbHOE NoATBepXAeHMe (Banugawums) NpoueccoB 1 (Mnn) Ux OLEHKa;

) CBOWCTBa W CTPYKTypa AENCTBYIOLLMX BELLECTB;

3) xapaKkTepucTuka npumecen;
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n) cneundmrkauma Ha dhapmaLeBTUHECKYHO CyOCTaHLUMO U ee 0OOCHOBaHWE;

K) aHanMTU4eckne MeTOOMUKM, UCMONb3yeMble NPY OCYLLECTBIIEHNM KOHTPOMS KadecTBa hapMaueBTU4eCcKon
cybcTaHumuy;

n) [OKyMeHTanbHOoe MOATBepXAeHMe (Banugauusl) aHanuTUYecKUX MEeTOAMK, UCMOSb3yeMblX Mpu
OCYLLECTBINEHMMN KOHTPONSA KadecTBa hbapmaLeBTUHECKON CcyOCcTaHuuu;

M) pe3ynbTaTbl aHanu3a cepui oapmaLeBTUHECKON CyOCTaHLNK;

H) nepeyeHb CTaHAAPTHbIX OOpa3sLOB WU BELLECTB, WUCMOMb3yeMbIX MPU OCYLLECTBIIEHUMA KOHTPONS
KayecTBa;

0) On1caHne XxapakTePUCTUK U CBOMCTB YNaKOBOYHLIX MaTepuanoB M YKYNOpOYHLIX CPeaCTB;

n) OaHHble O cTabunbHOCTU hapmaLueBTUYECKON cybCcTaHLuK;

p) CPOK ro4HOCTU;

2) [OKYMEHT, cofepXalui crnegylolme CBeOeHWst O NekapCTBEHHOM npenapaTte Ansi MeLULMHCKOro
NPUMEHEHNST:

a) onucaHue n cocTaB NeKapCTBEHHOrO Npenapara Ans MeAULMHCKOro NPUMEHEHNS;

6) onucaHue capmaueBTUYecko paspaboTkm (obocHoBaHMe BbIOOpa cocTaBa, MEPBUYHOW YMAKOBKA WU
WHOro);

B) TEXHOMNOMMS1 NPOM3BOACTBA C OMUCAHUEM CTaAui NMPOU3BOACTBA M METOAOB KOHTPOSS Ha BCEX CTaausix
Npon3BOACTBA;

r) onncaHme KOHTPOIS KPUTUYECKUX CTaaui npoLecca Nnpou3sBoacTea U NPOMEXYTOYHON NpogyKuum;

4) HauMeHoBaHMe M agpec MecTa OCYLeCTBreHWst MpPOM3BOACTBA JleKapCTBEHHOro npenaparta Ans
MeaunLUMHCKOro npMMeHeHusa (B cny4vyae Hanun4na HeCKOJbKMX YYaCTHUKOB Mnpouecca npoun3BoacTeBa H606XOHI/IMO
yKasaTb KaXX4oro M3 HUX);

e) hapmaueBTMyeCKass COBMECTUMOCTb;

X) MUKpoBUuonormyeckne xapakrepucTuku;

3) MaTepuanbHbIi 6anaHc 4N NPoU3BOACTBa CEPUM FOTOBOIO NPOAYKTa;

1) onncaHme XxapakTepUCTUK U CBOMCTB YNaKOBOYHbLIX MaTepuarnos U yKYNOPOYHbIX CPEACTB;

K) AOKYMEHTanbHOe NOATBepXAeHWE (BanvgaLms) npoLeccoB NPON3BOACTBA U (M) UX OLLEHKA;

n) TpeboBaHMA K Ka4eCcTBY BCMOMOraTesibHbIX BELWECTB (CepTudunkaTt, cneumdukauma Ha BCnomoraTernbHble
BeLecTBa U ux 060CHOBaHuME);

M) aHanuTU4eckne METOAWMKM, UCMOMb3yeMble NPW OCYLLECTBIEHUN KOHTPOMsS KayecTBa BCrioMoraTerbHbIX
BELLECTB;

H) [OKyMeHTanbHOe noAaTBepxaeHve (Banugauns) aHanuMTUYecKMX MEeTOAMK, WCMOoNb3yemblX Mpu
OCYLLIECTBNEHMNMN KOHTPONS KayecTBa BCMNOMOraTerbHbIX BELLECTB;

0) uWHpopmMauma 006 UCNOoMb30BaHWM BCMOMOraTeribHbIX BELLECTB  YENIOBEYECKOr0 U XKMBOTHOMO
NMPOUCXOXAEHUS;

n) nHgopmanmsa 06 NCnonb3oBaHMM HOBLIX BCMOMOraTesbHbIX BELLECTB;

p) TpeboBaHWs K KayecTBy JIEKapCTBEHHOro npenapata Ansi MeguLMHCKOrO MpUMEHeEHUs (cepTudpukar,
cneumdurKkaumst Ha fiekapCTBEHHbIN NpenapaTt n nx 060CHOBaHUE);

C) aHanuTu4eckne MeTOAWKM, UCMOfMb3yemble NPW OCYLLECTBIEHUN KOHTPONSA KavecTBa feKkapCTBEHHOro
npenapata 4ns MeanUMHCKOro NpUMMEHEHNs;

T) [OOKyMeHTanbHOe MNOATBepXAeHue (Banugauus) aHanuTUYeckMx MeTOAMK, WCMOoNb3yeMbiX Mpu
OCYLLIECTBINEHMMN KOHTPOrS KadecTBa NekapCTBEHHOro npenaparta Ans MeguUMHCKOrO NPUMEHEHNS;

y) pe3ynbTaTbl aHanM30B CEPUN NIEKAapCTBEHHOMO Npenapara Anst MeQULMHCKOTO NPUMEHEHNS;

) XxapakTepucTmKa npumecen;

X) nepeyeHb CTaHAApTHbIX 0OpasuoB, WCNOMb3yeMbIX MpPWM  OCYLLECTBIEHUM KOHTPONS KadecTBa
fiekapCTBEHHOro npenapaTta Anst MegUMUUHCKOIO MPUMEHEHNS;

L) AaHHbIE O CTAOMMBLHOCTM NIEKapCTBEHHOIO Npenapara A4 MeANLUMHCKOro NPUMEHEHNS.

(vacTb 5 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dapmakonornyeckomn, TOKCUKOSIOTMYECKON [OOKYMeHTauuu BkIo4aeT B cebs OTyeThl O
pesynbTaTtax OOKMMHUYECKUX MUCCNEAOBaHWIN NEKAPCTBEHHOIO CpeacTBa AN MEAULMHCKOrO MPUMEHEHUS, B TOM
yucne:

1) oT4yeT 0 (hapMaKOLMHAMUYECKNX NCCNEOOBAHNSAX;

2) oT4eT 0 (hapMaKOKMHETUYECKUX NCCNEOOBAHNSAX;

3) OTYET O TOKCUKOJTOTMHYECKMNX NUCCNEAOBAHUSAX.

(4acTb 6 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KvHU4YeckoM [OKyMEHTauum BKIYaeT B cebd OoTyeTbl O pesynbTatax KIMHUYECKMX

NCCriefoBaHUM NEKApPCTBEHHOIO NpenapaTa Anst MeEQUUMHCKOrO NMPUMEHEHNS, B TOM YXCHE:
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1) oTyeTbl 06 UccneaoBaHUsIX GUOAOCTYMHOCTU N OMOIKBMBANEHTHOCTU, NCCNEAOBaHNAX, YCTaHABMBAOLLUX
KOppPEeNnsUMI0 pe3yrnbTaToB, MOTyYEHHbIX B YCINOBUSX in vitro 1 in vivo;

2) oTYeThbl 0 hapMaKOKUHETUYECKNX NCCNELOBAHUAX;

3) oT4yeTbl 0 (hapmMakoAMHAMUYECKUX UCCreoBaHusX;

4) OTYEeTbI O KIMHUYECKNX MCccrneqoBaHmaX adpdeKTUBHOCTM U Be3onacHoCTY;

5) oT4eT 0 NOCTPErncTpaLMoHHOM OMbITe NPUMEHEHNS (MPU HanNuuun).

(vacTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHusi k 0b6bemy uHOpMaLMK, NPenoCTaBMnsieMOW B COCTaBe PEerncTpalMoHHOro gockbe, Ans
OTAENbHbIX BWMOOB FEKapCTBEHHbIX MNpenapaToB Anst  MEAMUMHCKOro  MPUMEHEHMS  YCTaHaBMNMBaOTCSH
YMONHOMOY€EHHbIM dhefieparibHbIM OPraHOM UCTOMHUTENBHOW BMacTw.

(4acTb 8 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLLIEHNM NekapCTBEHHbIX NpenapaToB, pa3peLleHHbIX Ans MeAULMHCKOro npumeHeHus B Poccuinckon
depepaunmn 6onee aBagLaTv neT (3a UCKNOYEHMEM BMONOrMYEeCcKMX NEKAPCTBEHHbIX NpenapaToB), AoMycKaeTcs
BKIOYEHME B COCTaB pasgena hapmakornormyeckon, TOKCUKONOrMYeCcKon AOKyMeHTaLUMN U pasgena KImMHUYEeCKowm
OOKyMEHTaLUMM BMECTO OT4yeTa paspaboTymMka O pesynbTatax COOCTBEHHbIX OOKIMUHWMYECKMX WCCneaoBaHWUM
NeKapCTBEHHbIX CPEACTB M KIMHUYECKMX WCCNEeAOBaHWMIA feKapCTBEHHbIX NpenapaTtoB And  MeaWLMHCKOro
npumeHeHns 063opa Hay4HbIX paboT O pesynbTaTtax AOKMMHUYECKUX WUCCreOoBaHWIM NeKapCTBEHHbIX CPEACTB U
KMMHUYECKUX MCCMeaoBaHWM [aHHbIX JIEKApCTBEHHbIX MNpenapaToB, B TOM YMUCNEe BKOYas OMbIT  UX
MOCTPErMCTPaLMOHHOTO NPUMEHEHMS.

(vacTb 9 BBegeHa PeagepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

10. Tpu rocygapCTBEHHOW perucTpaumMnm  BOCMPOU3BEAEHHbIX JIEKapCTBEHHbIX MnpenapatoB  Ans
MEANLMHCKOro NPUMEHEHNS O0MYyCKaeTCs BKMOYEHME B COCTaB pa3aena apmakonormieckom, TOKCUKONOrm4eckon
OOKyMEHTaUMM U pasgena  KIMHUYECKOW [OKYMeHTauum BMECTO oOTyeTa paspabotynka O pesynbratax
COOCTBEHHbIX JOKIUMHUYECKUX WCCMENOBaHWUIN NEKapCTBEHHbIX CpeAcTB 0630pa HayyHbix paboT o pesynbTarax
OOKIMMHUYECKMX  WUCCNEeoBaHWN  ped)ePEeHTHOr0 INEKApCTBEHHOrO npenapata W NpeAcTaBreHve BMECTO
KMUHNYECKNX UCCIEeL0BaHNI B NOMHOM O6beMe, YyCTaHOBINIEHHOM pa3fenioM KIMHUYECKON AOKyMEeHTaLmMK, oT4eTa o
pesynbTatax MWCCnegoBaHUMn OMOSKBMBANEHTHOCTM BOCMPOU3BEAEHHOIO FeKapCTBEHHOro npenapata  And
MeOWUUHCKOTO npuMeHeHusi. He TpebyeTcsa npedctaBneHne oTyeTa O pesynbTatax —uUccrnegoBaHWin
BMO3KBUBANEHTHOCTU BOCNPOM3BEAEHHOrO NEKapCTBEHHOro npenapaTta And MegUUUHCKOrO NPUMEHEHUs, ecnu
PerncTpupyoTCs BOCNpOu3BedeHHbIe NlekapCTBEHHbIE Npenapathl And MegULMHCKOro MPUMEHeEHUs, KOTopble:

1) npegHasHaveHbl AN NapeHTeparnbHOro  (MOAKOXHOrO,  BHYTPUMBILLEYHOTO,  BHYTPMBEHHOIO,
BHYTPUIMa3HOro, BHyTPMNONOCTHOIO, BHYTPUCYCTABHOMO, BHYTPUKOPOHAPHOIO) BBEAEHUS U NpeacTaBnsioT cobon
BOAHble pacTBOpbI;

2) npeacTtaenaT cobon pacTBOpbI ANS NepopanbHOro NPUMEHEHNS;

3) nponsBedeHbl B hopMe MOPOLLUKOB UMK NMounm3aToB 45151 NPUrOTOBIEHUS pacTBOPOB;

4) ABNsOTCS rasamu;

5) ABASIOTCA YWHBIMW UKW Ma3HbIMY NIeKapCTBEHHbIMM Npenapatamu, NponsBedeHHbIMN B hopme BOOHbIX
pacTBOpPOB;

6) npegHa3Ha4veHbl 4511 MECTHOIO MPUMEHEHMWS Y MPUrOTOBIEHbI B (hOpMe BOAHLIX pacTBOPOB;

7) npencraenalT coboOM BOAHble pPacTBOPbl Afst UCMONb30BaHUA B (OOPME MHransumm € nOMOLLBH
Hebynansepa unu B kKa4ecTBe Ha3arbHbIX CripeeB, MPUMEHSAEMbIX C MOMOLLBIO CXOA4HbIX YCTPOWCTB.

(vacTtb 10 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

11. Ons cnydaeB, ykasdaHHbIX B MyHkTax 1 - 3, 5 - 7 yactn 10 HacTosiwen cratbu, BOCNPOWU3BEAEHHbIN
flekapCTBEHHbIN MpenapaT Afd MeOUUMHCKOrO NMPUMEHEHWUs AOIMKEH copepXaTb Takue Xe BCromoraternbHble
BELLleCTBA B TaKMX Xe KonudectBax, Kak W pedepeHTHblM feKkapCTBeHHbIM npenapaTt. Ecnu  cocTaBbl
BCMOMOraTenbHbIX BELLECTB pasnuyalnTcs, 3asBuTenb [AOMMKEH MpeacTaBuTb [oKasaTenbCTBa TOro, 4TO
ncnomnb3yemble B AaHHbIX KOHLEHTPaUUsSX BCMOMOraTenbHble BELlecTBa He BnusAT Ha 6esonacHocTb u (Mnn)
3(pHEKTMBHOCTb NEKAPCTBEHHOIO Mnpenaparta And MeauuMHCKOro npumeHeHus. B cnydae, ecnuv 3asBuTenb He
MOXeT NPeACTaBUTb TakMe AoKa3aTenbCTBa U (MnM) He MMeeT JOCTyna K COOTBETCTBYIOLLMM AaHHbIM, OH JOIDKEH
NPOBECTM COOTBETCTBYIOLLME UCCMEA0OBAHMS NS JOKa3aTeNbCTBA OTCYTCTBUSA BANSHUSA Pa3HbIX BCMOMOraTesbHbIX
BELLECTB WIIM BCMOMOraTenbHbIX YCTPOWCTB Ha 6esonacHocTb M (Mnn) 3pdEKTMBHOCTb J1EKapCTBEHHOMO
npenapata Ans MEOUUMHCKOrO MPUMEHEHUS B MNopsigke, YCTAHOBEHHOM YMOMTHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOMHUTENTbHOW BMacTu.

(4acTe 11 BBeaeHa ®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

12. Tlpn rocygapCTBEHHOM perncTpauum KoMOMHauuM paHee 3aperMcTpUpPOBaHHbIX JIEKAPCTBEHHbIX
npenapaToB AN MEOULMHCKOTO MPUMEHEHUST AOMYyCKAeTCA BKMIOYEHME B COCTaB pasgena dapMakornormiyeckon,
TOKCUKOMNOIMYECKON [OOKYMEHTaUMM W pasfgena KIMHUYECKOW OOKyMEHTauum BMEeCTO oTyeTa paspabotymka o
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pesyrnbTatax COOCTBEHHbLIX OOKMMHUYECKUX WCCIELOBaHUM JeKapCTBEHHbIX CPeAcTB 0030pa Hay4yHbIX paboT o
pesynbTaTtax LOKIMHUYECKMX WCCIEeLOBaHMN pediepeHTHbIX NEKAPCTBEHHLIX MPenapaToB, BXOASLMX B COCTaB
KOMOMHaLMM NnekapCcTBEHHbIX NpenapaToB, U 00 OTCYTCTBMM UX B3aMMOLENCTBUSA B OOHOM NeKapCTBEHHON dhopMe.
(4acTb 12 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTu3y pasnuyHbIX NeKapCTBEHHLIX (hOPM OAHOro M TOro Ke NeKkapCTBEHHOro npenapaTa Ans
MEOMUNHCKOTO MPUMEHEHUS 3asiBUTENb NPEACTaBNSET OTAENbHbIE 3asiBNEHUS U pPermcTpauuoHHble Aocbe Ha
KaXkgyto nekapcTBeHHyto dopmy. Mpu ycrnoBuM ogHOBPEMEHHOW MOA4AYM Ha SKCMEPTU3Y OAHOM JleKapCTBEHHOW
OpMbl C pasnNUYHbIMU OO3NPOBKOW, KOHLEHTpauuen, oObeMOM 3asiBUTENb MNPELCTaBNSET O4HO 3asiBlIEHNE U
PErMCTPaUMOHHOE [OCbe C MPUINOXEHNEM MaKeTOB YMaKOBOK Ha KaXOyto LO3UPOBKY, KaXAyl KOHLIEHTpaLMio,
KaXKObI 00bEM U KaXKO0e KONMYEeCTBO 403 B YNaKOBKE.

(vacTb 13 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. lMpun rocygapcTBeHHON perMctpaumm opdaHHOro NeKkapCTBEHHOMO npenapaTta 3asBUTeNb NpeacTaBnseT
nHdopmaumio, Heobxoaumyio Ons opMMpoBaHWs pasdena  KMMHUYecKoW [OOKyMeHTauuu, B obbeme,
YCTaHOBMEHHOM YMNOSIHOMOYEHHbIM dheeparnbHbIM OPraHOM UCMONTHUTENbLHOM BNaCTy.

(4acTb 14 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

15. Mpu peructpaumm GUONOrM4YECKoro NeKapCTBEHHOrO npenapara, NoNy4YeHHOro M3 KPOoBU, NiasMbl KPOBM
YyenoBeka, B cOCTaBe PErmMcTpaLMoOHHOIO [OCbe Ha NEKapCTBEHHbIN npenapat Ans MeauuMHCKOro NpUMEHEeHUs
OOIMKHbI ObITb NpeAcTaBneHbl OMNOMHUTENBHO:

1) B pasgene OOKyMEHTauum agMWHUCTPATMBHOIO XapakTepa AOKYMEHT, codepxawui MHdopmaumio o
cybbekTax obpalieHus OOHOPCKOW KpoBM M (MNIKM) €e KOMIMOHEHTOB, O TOM, rge Obina ocyuiecTBrneHa AoHaLums
(kpoBM W (MnM) nnNasmbl KPOBW), a Tawke pfaHHble 06 WHGEKUMOHHbIX 3aboneBaHusX, nepeaaroLnxcs
napeHTepanbHbIM NyTeM, UHpopMauna o cybbekTax obpalleHuss LOHOPCKOW KPOBUM U (MrM) €€ KOMMOHEHTOB, B
OTHOLLEHMM KOTOPbIX OCYLLEeCTBSIETCH KOHTPOb 4OHOPCKON KPOBMU U (M) €€ KOMMOHEHTOB;

2) B pasgene xummuyeckou, hapmaneBTUYeckon 1 G1onormieckon AoKyMeHTaumm:

a) KpuTepum UK cnocobbl oTbopa, TpaHCNOPTMPOBAHUS W XPaHEHWs LOHOPCKOM KpoBW W (Mnn) ee
KOMMOHEHTOB;

0) pesynbTaTthl UCCnegoBaHMA OTOBPAHHbBIX OHOPCKOW KPOBWU U (1K) nria3mMbl KPOBM M MYFOB Ha Hanudne
BO3OyguTenen mHgekumin, Bkodas nHdopmMaumio 06 MCMNOoNb30BaHHbLIX METoAMKax UccregoBaHuMn M B crnyyae
uccriegoBaHMA  NynMoB  NNasmbl  KPOBM  pesynbTaTbl  AOKYMEHTanbHOrO  MOATBepXAaeHus  (Banugauum)
NCMOMb30BaHHbIX METOANK;

B) TEXHUYECKNE XapaKTEPUCTUKM YNaKoBKM ANs oTbopa AOHOPCKOM KPOBWU M (Mnn) nnasmMbl KPOBM, BKIOYas
nHdopmaLmio 06 NCMOMb30BaHHbLIX PACTBOPax aHTUKOArynsHTOB.

(vacTtb 15 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

16. KnuHnyeckne nccnegoBaHns nekapcTBEHHOro npenapata Ans MeguUMHCKOTO NPUMEHEHWS B LEensax ero
rocyaapCTBEHHOW perncTpaumm nposoasTcst B Poccunckon ®egepauun B Nnopsiake, yCTaHOBNEHHOM cTaTbamm 38 -
44 nHacTosiwero degepanbHoro 3akoHa. OTYeT O NpoBedeHHbIX UCCNedoBaHNAX BKIOYaAeTCs B COCTaB pasgena
KMMHWYECKON [OOKYMEHTaUMM PerMcTpaumMoHHOro [OCbe Ha feKkapCTBEHHbI npenapat Ans MeguuUHCKOro
npuMeHeHus. [Ona nekapcTBeHHbIX nNpenapatoB Ans MeOWUUHCKOrO MPUMEHEHUs, B OTHOLUEHMU KOTOpbIX B
pesynbTate 3KCMepTu3bl [JOKYMEHTOB, MNPEeACTaBlEeHHbIX Ans OfnpedeneHns BO3MOXHOCTU paccmaTpuBaTb
nekapCTBEHHbIN NpenapaT 4ns MeguUMHCKOrO NMPUMEHEHNs B KayecTBe opdhaHHOro nekapcTBEHHOro npenapara,
Takasi BO3MOXHOCTb MpU3HaHa U B OTHOLUEHUWN KOTOPbIX NPOBeAEeHbl KIMHUYECKME UCCrefoBaHUs, BbINOMHEHHbIE
3a npegenamun Poccuinckon degepauumn B COOTBETCTBMM C NMpaBuiiamu Hagnexawien nabopaTtopHoOn npakTuku 1
npaBunamMmn Haganexawen KIMHUYECKOW MpaKTUKW, OOMyCKaeTCs BKMAYEHME B COCTaB pasgena KIMHUYeCKOM
OOKyMeHTauMM BMECTO OT4eTa O pesynbTaTax KIUHWUYECKUX WCCNedOoBaHWA NEKapCTBEHHOro npenaparta Aans
MEOMUUHCKOIO NPUMEHEHWsi, NpoBedeHHbIX B Poccuiickon ®Pepepaummn, otyeta O pesynbTaTax KIMHUYECKMX
nccnegoBaHWi, BbIMOITHEHHbIX 3a npeaenamn Poccunckon ®enepaunn.

(4acTb 16 BBeaeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. 3agBuTenp BrApaBe MpPeAcTaBUTb MO COOCTBEHHOW MWHUUMATMBE BMECTE C 3asiBIEHWEM O
rocygapCTBEHHON perMcTpaumMm JeKapCTBEHHOrO npenapata Ans MeaMUMHCKOrO MNPUMEHEHWS [OOKYMEHTHI,
noATeepxaaroLlme ynnarty rocygapCTBeHHOM MOLUNMHbI 1 yKasaHHble B NyHKTe 10 yactu 2 HacTosuwen ctatbu. B
cnyyae ux HenpeacTaBreHuUs COOTBETCTBYIOLLMI YNONMHOMOYEHHbIN doefeparnbHblid OpraH UCNOMHUTENBHOW BNacTu
npoBepsieT hakT ynnaTtbl rocy4apCTBEHHON MOLUMNUHBI 3asiBUTENEM MOCPEACTBOM MCMNONb30BaHUSA MHopMauum ob
ynnaTte rocyaapCTBEHHOW MOLWNUHbI, codepxalwenca B [ocydapCTBeHHOW WHMOPMALUOHHOM CUCTEME O
rocygapCTBEHHbIX Y MyHULUMNANbHbIX MiaTexax, Ha OCHOBaHUWN NPEeACTaBNEHHbIX 3asBUTENEM KOMUA JOKYMEHTOB,
NOATBEPXAALNX yNiaTy rocy4apCTBEHHOW MOLLSTMHBI.

(4acTe 17 BBeaeHa ®eagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
18. He ponyckaeTcs ncnonb3oBaHWe B KOMMEPYECKUX Lenax nHgopmMaumm o pesynbTaTax AOKIUHUYECKMX
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UCCrefoBaHNN FeKapCTBEHHbIX CPEeACTB U KIMHUYECKUX WCCNefoBaHW NekapCTBEHHbIX npenapatoB  Anis
MeOUUUHCKOro NMpUMEHeHUs, NpeacTaBneHHON 3asaBMTeENeM AN rocygapCTBEHHON pernctpaumm rnekapcTBEHHOro
npenaparta, 6e3 ero cornacus B TeuyeHue LIecTu fneT C AaTbl roCy4apCTBEHHOW pernctpaummn pedepeHTHOro
nekapcTBeHHoro npenapata B Poccuiickon ®epeparmu.

(vacTb 18 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19. [HepxaTenb unu Bnagenewl perncTpauuoHHOro YAOCTOBEPEHUS FEeKapCTBEHHOro rpenapata Ha
BuoTexXHONOrMYecknii N opdpaHHbIN NekapcTBEHHbIN NpenapaTt obsi3aH NpeaoCcTaBnAaTb HA BO3ME3QHOW OCHOBE
06pa3ubl pedepeHTHOro NekapCTBEHHOro npenaparta 3asBUTENaM Ans NPOBEAEHNS KITMHUYECKUX UCCIeaoBaHNN.
CtonmocTb 00Opa3ua pedepeHTHOro IeKkapCTBEHHOro mnpenapaTa, BKIIOYEHHOTO B MNEpPeYeHb KU3HEHHO
HeoOXOOANMbIX U BaXHEWLMX fleKapCTBEHHbIX MpenapaToB, He [OMKHA MNpeBblillaTbh 3aperucTpMpoBaHHYHO
npeaernbHy OTMYCKHYI0 LeHy Ha pedepeHTHbIN NekapCTBEHHbIM npenapaT WnM LeHy Ha feKkapCTBEHHbIV
npenapart B CTpaHe NpousBoAnUTENS.

(vacTb 19 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asBneHnMe O rocygapCTBEHHOW perucTpaumm BOCMPOU3BEOEeHHOro NeKkapCTBEHHOro npenapara Ans
MEeOMUNHCKOrO MPUMEHEHUS MOXeT OblTb NMoAaHo B YMONMHOMOYEHHbIV dedepanbHbI opraH UCMONMHUTENbHON
BMacTW, OCYLLECTBSALWNA rocyaapCTBEHHYIO perncTpaumio iekapcTBEHHbIX NpenapaTos, N0 UCTEYEHUN YeTbIpex
net c paTtbl rocygapCTBEHHOM perncrtpauum pedepeHTHOro nekapcTBeHHoro npenapata B Poccuinckon
depnepanmu.

(vacTb 20 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asiBneHne O rocyaapCTBEHHOW peructpaumm OGuoaHanoroBoro (6nonogobHOro) nekapcTBEHHOrO
npenapata (buoaHanora) MoXeT ObITb MNOJAHO B YMOMHOMOYEHHbI doefepanbHbli OpraH WCNOSHUTENbHOWN
BMacTu, OCYLLECTBNSOLNA FOCYyJapCTBEHHYIO PErmcTpaumio nekapCcTBeHHbIX NpenapaTos, N0 UCTEYEHUU Tpex net
C AaTbl rocy4apCTBEHHON perncTpaumm pedepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.
(vacTb 21 BBegeHa PeagepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22. [epxatenb wnu BRageney pPerncTpaumoHHOrO  YAOCTOBEPEHUS NEKapCTBEHHOro npenaparta
npeacTaBnNsAeT B YNOMHOMOYEHHbIN dyefepanbHbli OpraH UCNOSTHUTENbHOM BNAacTU, OCYLLECTBASIOWNA YHKLUN
Mo KOHTPOIO N Hag30py B cdhepe 34paBOOXpPaHeHUs, OTYET MO pe3dynbTatam hapMakoHagsopa OavH pas3 B LWeCTb
MECSILIEB B TEYEHWE OBYX NeT Nocre rocygapCTBEHHOW perucTpaumm nekapCcTBeHHOro npenapata B Poccuickom
denepaumm, exerogHo B TeYEHME NocneayLwwmx Tpex neT 1 B AarbHenweM OgMH pas B NATb feT.

(vacTb 22 BBegeHa PenepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

Ctatbs 19. NpuHATHE pelLeHns O Bblgaye 3KCNEPTHOMY YUYpEexXOeHno 3a4aHnsa Ha NPoOBEAEHME SKCNEePTU3bI
NeKapCTBEHHOro CpeacTBa
(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TedyeHune pecsatu pabouymx OHEN CO OHA MPUHATUS 3asiBfIEHMS O FOCyOapCTBEHHOM perncrpaumm
NeKapCTBEHHOro npenaparta COOTBETCTBYIOLLMIA YNOMHOMOYEHHbIM doegeparnbHbli opraH UCNOMHUTENbHOW BracTu
NpOBOAUT MPOBEPKY MOMHOTbI, AOCTOBEPHOCTU M MPaBUMbHOCTM OQOPMMEHUa npeacTaBieHHbIX AOKYMEHTOB
pPerncTpaumMoHHOro [J0Cbe Ha JleKapCTBEHHbIM MpenapaTt W MNpUMHUMaeT pelleHne O Bblgade 3ajaHus Ha
npoBeaeHune:

1) aKkcnepTu3bl [OKYMEHTOB, MpPEeACTaBMNeHHbIX Ans onpedeneHus BO3MOXHOCTM  paccMaTpvBaTb
nekapCTBEHHbIN NpenapaT 49 MeguuUMHCKOro NPUMEHEHNS MPU OCYLLLECTBNEHWUM roCy4apCTBEHHON perncTpauum B
KayecTBe opdaHHOro fiekapCTBEHHOIO NpenapaTa;

2) aKcnepTu3bl NIEKAPCTBEHHOIO CPEACTBa B YacCTU 3IKCMEpPTU3bl KayecTBa JIEKapCTBEHHOrO CpPeAcTBa U
3KCMEePTM3bl OTHOLLEHMS OXMOAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMMEHEHMWS NekapCTBEHHOMO npenapara Ans
MEOMNLUHCKOTO NPUMEHEHMNS;

3) aKCcnepTM3bl NEKapCTBEHHOrO CpeacTBa B YaCTW 3KCMEPTU3bl KadecTBa JIEKapCTBEHHOro cpeactsa U
3KCMEePTM3bl OTHOLLEHMST OXMOAEMON MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NEKapCTBEHHOrO npenapata Aansi
MEOMLUUHCKOTO MNPUMEHEHNsT B MNOPSAKE YCKOPEHHOW npouedypbl 9KCMEepPTU3bl feKapCTBEHHbIX CpeacTB B
COOTBETCTBMM CO cTaTben 26 HacToswero PegepanbHOro 3akoHa;

4) 3KCnepTu3bl NIEKAPCTBEHHOIO CpeacTBa B OTHOLUEHMU NIEKAPCTBEHHOrO npenaparta Ansi BETepMHAapHOro
NPYMEHEHNS.

2. YNonHOoMOYeHHbIN hefepanbHbIii OpraH UCMOMHUTENLHOW BRacTu yBeAOMNSAET B 3MNEKTPOHHOW dopme
unu Ha GymaxHOM HocUTENe 3asiBUTENS U 3KCMEPTHOE YYpEeXAEeHMEe O NMPUHATOM PELLEHNM O Bblgade 3adaHui Ha
NpoBeAEeHME 3KCMEPTU3, NPELYCMOTPEHHBIX YacTbio 1 HACTOsLWEN cTaTbu, N B Clydae HEOOXOAMMOCTM O Bblgaye
paspeleHnss Ha BBO3 B Poccuiickyo ®Pefepaumio KOHKPETHOM MNapTvKM, CEPUN 3apEerncTpUPOBAHHBIX U (KUNn)
HEe3aperMcTpUpOBaHHbIX NEKAPCTBEHHbLIX CPeacTB unu ob oTkase B NMPOBEAEHUM MPEeOyCMOTPEHHBLIX 3KCMEPTM3 C
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yKasaHWeM nNpu4MH Takoro oTkasa.

3. B cnyyae BbISIBNEHWs OTCYTCTBMS WNU HEOOCTOBEPHOCTW WHGOpMauuu, coaepxalwenca B
npeacTaBneHHbIX 3asiBUTENEeM [AOKYMeHTax, YMNONMHOMOYEHHbIN deaeparibHbli opraH MCMOMHUTENbHOW BnacTtu
HanpaBnsieT 3asBUTENO 3anpoc 00 YTOYHEeHWM 3Ton uHdopMauuu (ganee - 3anpoc  YNOSTHOMOYEHHOrO
degepanbHOro opraHa MWCNOMHWUTENBHOM BnacTu), KOTOPbLIA MOXeT ObiTb nepedaH  YrnoriHOMOYEHHOMY
npeacTaBUTENo 3asiBUTENS NUYHO NOA Pacnucky, HamnpaefeH Mo noyvTe 3akasHbiM NUCbMOM WKW MepefaH B
3NEKTPOHHON opMe MO TernekoOMMYHUKAUMOHHbIM KaHanam cBs3uM. B cnyyae HanpaBneHus 3anpoca
YNONMHOMOYEHHOro heaepanbHOro opraHa MUCMOMHUTENbHOM BRACTW MO NOYTe 3akasHbIM MUCbBMOM OH CHMTaeTCs
Nony4YeHHbIM N0 UCTEYEHUM LLECTU HEN C AaTbl HanpaBneHst 3aKkasHoro nNucbma.

4. 3asBuTenb 00s13aH NpefcTaBUTb OTBET Ha 3anpoc  YMNONMHOMOYEHHOro hefeparnbHOro opraHa
WCMNOMHUTENBHON BRacTu B CPOK, He MpeBblWaWniA AeBsHOCTa pabounx gHewn co AHst ero nony4veHusi. Cpok,
yKasaHHbIi B 4YacTu 1 HacTosdllen cTaTbW, NPUOCTaAHABMMBAETCA CO [LHS HarnpaBneHws 3asdBUTENO 3anpoca
YNONMHOMOYEHHOIO heaepansHOro opraHa WCNOMHUTENBHOW BRAacTU A0 OHSA NOSyYEeHUss MM COOTBETCTBYIOLLErO
oTBeTa.

5. OcHoBaHMeEM [nisi OTKasa B OpraHu3aumm 3KCnepTu3, NpeayCMOTPEHHbIX YacTblo 1 HacTosen cTaTbi,
SABNSIETCA NpefcTaBreHne HeobXxoauMbIX AN MPOBEAEHNSI MPeayCMOTPEHHbLIX 3KCNEPTU3 LOKYMEHTOB B HEMOMHOM
obbemMe WM HenpencTaBrieHWe 3asiBUTENEeM B YCTAaHOBIMEHHbIA CPOK OTBETA Ha 3anpoc YrnorHOMOYEHHOro
denepanbHOro opraHa MWCMOMHUTENbHON BRAcTW, a Takke npeacTaBneHne [OOKYMEHTOB, He copepXalliux
ncyepnbiBaoLLEro nepeyHs HeobxoaMMbIX CBELEHNIN.

Ctatbsa 20. Okcneptmsa AOKYMEHTOB, NMpeacTaBfEHHbIX AMsi onpegernieHns BO3MOXHOCTU paccmaTpuBaTb
neKkapcTBEHHbIN npenapat AN MeAULUMHCKOro NPUMEHEHUS NMPU OCYLLIECTBIIEHMN rOCYAAPCTBEHHON perncTpauum B
KayecTBe opthaHHOro NekapCTBEHHOro npenapara

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Okcneptu3a [OKYMEHTOB, MpPEACTaBMEHHbIX [ns OnpedeneHnus BO3MOXHOCTW — paccMaTpuBaThb
neKapCcTBEHHbIN Npenapar A8 MeAULUHCKOro NPUMEHEHMUS MPU OCYLLECTBIIEHUM rOCYAapPCTBEHHOW perncTpaumm B
kayecTBe OpdaHHOro JlekapCTBEHHOrO rpenaparta, COCTaBfieHWE KOMMWCCMEW SKCMEPTOB 3aKMYEHUs O
BO3MOXHOCTW WM HEBO3MOXHOCTM paccMaTpuBaTh NEKApCTBEHHbIA npenapat Anst MEAWUUMHCKOTO MPUMEHEHUS
Mpu OCYLLECTBNEHUN TOCYAAPCTBEHHOW perucTpauumM B KadecTBe OpdhaHHOrO JEeKapCTBEHHOrO npenaparta wu
HanpaBrieHMe [OaHHOro 3aKMYEeHUs B YMOMHOMOYEHHbIM dedeparnbHbIii  OpraH WCMNOMHUTENbHON BNacTu
OCYLLUECTBNSIIOTCS B CPOK, HE MNpeBbIlLAWNA Tpyuauatn pabounx AOHEeM CO AHA MONYyYEeHWUs SKCMepTHbIM
yypexaeHMem 3adaHus YNnorHOMOYEHHOro defdepanbHOro opraHa WCMONMHUTENbHOM BriacTU U B 3MIEKTPOHHOM
dopmMe nnun Ha BymadkHbIX HOCUTENSIX HEOBXOAMMbIX JOKYMEHTOB, Yka3aHHbIX B MyHkTax 1, 2, 5, 6, 10 yactTn 4 n B
yacTu 7 ctaTtbu 18 HacTosiwero PenepanbHOro 3akoHa.

2. JokyMeHTbI, coaepxallmecs B perMcTpaunuoHHOM AOCbe Ha NIEKAPCTBEHHbIV NpenapaT v NOCTyNMBLUME Ha
OYMaXHbIX HOCUTENAX B JKCMEpPTHOE Yy4dpexaeHue ANis OCYLECTBNEHUS WX 3KCNepTu3bl Ans onpeaereHus
BO3MOXXHOCTM paccMaTpuBaTh JIEKAPCTBEHHBIN NpenapaT Ansi MegULMHCKOTrO NPUMEHEHMS B KadyecTBe opdhaHHOro
NleKapCTBEHHOro npenapara, nogsfexar BO3BpaTy B YMNOMHOMOYEHHbI doefeparnbHbli OpraH WUCMOSTHUTENbHON
BMacT! OQHOBPEMEHHO C 3aKIMOYEHUSIMU COOTBETCTBYHOLLMX SKCMEPTU3.

Ctatba 21. PelieHne 0O BO3MOXHOCTM paccmaTpuBaTb JE€KAPCTBEHHbIA MnpenapaTt Mpu OCYLECTBNEHUN
rocyaapCTBEHHOW perncTpaumm B ka4ecTse opdaHHOro NekapCTBEHHOMO Npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbilaWmA NATN paboumx AHEN CO AHS MOMNYyYEHUS 3aKIFOYEHUs, YKa3aHHOro B Yactu 1
ctatbn 20 HacToswero PenepanbHOro 3akoHa, YNONMHOMOYEHHbIM doeaeparbHbIf OpraH MCNONHUTENBHON BracTu
OCYLLIECTBNSET OLEHKY MOMYYEHHOrO 3aKMoYeHns OS89 OnNpeaerneHns ero COOTBETCTBUS 3a4aHuio Ha nposedeHne
COOTBETCTBYIOLLEN 3KCMEPTU3bI N YBEOOMIIAET 3as8BUTENSA B SMEKTPOHHOW hopMe Ui Ha BymaxkHOM HocuTterne o
pesynbTatax MpPOBELEHHOW 3KCMEPTU3bl C MPUITOKEHMEM KOMWU 3IKCMEPTHOTO 3aKIiovYeHust (C COXpaHeHnem
KOH(PMAEHLMANBHOCTU MHAOPMAaLMM O COCTaBe 3KCMEPTHOM KOMUCCUM) U O BO3MOXHOCTU UINN HEBO3MOXHOCTU
paccMaTpvBaTb  JIEKApCTBEHHbI  npenapat  Ans  MEAWUMHCKOrO  MPUMEHEHMS  MpU  OCYLLECTBMEHUU
rocygapCTBEHHON perncTpaumm B kayectse opchaHHOro nekapCTBEHHOMO nNpenapara.

2. [pn BbIHECEHUN KOMMUCCUEN IKCMEPTOB 3aKMOYEHMST O BO3MOXHOCTU paccMaTpuBaTb feKapCTBEHHbIN
npenapaTt Ansg MEeOULUHCKOTO MPMMEHEHMS MPU OCYLLECTBIIEHMN TOCYOapCTBEHHOW perMcTpaumMm B KayecTBe
opdraHHOro nekapCTBEHHOro npenapara YnonHOMOYEHHbIN dhefepanbHbld OpraH UCMNOMHUTENBbHOW BNacTu B CPOK,
He NpeBbIALWMi NATU pabovmx OHEW CO OHSA MOMyYEeHMs AAHHOMO 3aKOYEHNs, MPUHUMAET peLleHne O Bbiaaye

CtpaHuua 29 us 74



3a[laH1s Ha NPoBedeHMe IKCNEPTM3bl KAa4YeCcTBa NIeKapCTBEHHOrO cpeacTBa U SKCNepTU3bl OTHOLUEHUST OXNaaeMoMn
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JEKapCTBEHHOro npenapata Ans MeOMUMHCKOrO NPUMEHEHUS B
nopsigke YCKOPEHHOW Npoueaypbl 3KCNepTU3bl FIEKAPCTBEHHOTO CpeacTBa B COOTBETCTBMM CO CTaTben 26
HacTtosilwero ®egepanbHOro 3akoHa.

3. B cnyyae npuvHATWS pelleHusl O HEBO3MOXHOCTW paccMaTpuBaTb JIEeKapCTBEHHbIM MpenapaT Ans
MEOMWUNHCKOTO MPUMEHEHMST MPU TOCYLApPCTBEHHOW pPerncTpauMnm B KavyecTBe OpPgIaHHOrO JieKapCTBEHHOMO
npenapata YMNONIHOMOYEHHbI hbefepanbHbIi  opraH  WUCMOMHWUTENBHOM BAAcTM  MpekpaliaeT npouenypy
rocygapCTBEHHOW perMctpaumm fnekapCTBEHHOrO npenapaTta. 3asBuTeNb BnNpaBe 00paTUTLCA B PErMCTPUPYOLLNIA
opraH ¢ 3asiBNieHMeM O rocyAapCTBEHHOW perMcTpaumm ykasaHHOrO FIeKkapCTBEHHOro npenaparta B COOTBETCTBUM
co ctatben 18 HacToswero ®eaepansHOro 3akoHa.

Cratbsa 22. YT1patuna cuny ¢ 1 uons 2015 roga. - PegepansHbiin 3akoH oT 22.12.2014 N 429-93.

Cratbs 23. OkcnepTnsa Ka4yecTBa NEKApCTBEHHOIO CPeACTBa M 9KCNEPTU3a OTHOLLEHMS 0XXMOAeMON Nonb3bl
K BO3MOXXHOMY PUCKY NMPUMEHEHMWS NeKapCTBEHHOrO npenapaTa Ans MeauuUHCKOro NpuMeHeHns
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTvM3a KayecTBa IEKApPCTBEHHOIO CPEACTBA M 3KCNepTM3a OTHOLUEHWUS] OXWOAeMOoW Monb3bl K
BO3MOXHOMY PUCKY NpUMEeHEeHUA IneKapCTBeHHOro npenaparta ana MeguunHCKOro npuMmeHeHua, cocTtaBrieHune
KOMUCCUAMU SKCNepToB 3aKn4YeHnn no pesynbTataM npoBeaeHHbIX 3KCNepTn3 n HanpaBsneHne 3aTnx 3aKntoYeHun
B YNOMHOMOY€EHHbIN (befepanbHbli OpraH UCMONHUTENBHON BMACTW OCYLLECTBIIAIOTCSA B CPOK, HE NpPEBbILLatoLL M
CTa [Aecatu pa6ow|x AHeVI CO [OHA nonyyYeHua J3KCNepTHbIM Yy4dpexaeHnem COOTBETCTBYKOLWEro 3agaHuda
YNONIHOMOYEHHOro heaepanbHOro opraHa UCNOSTHUTENbHOW BracTu U HEOOBXOAMMbIX JOKYMEHTOB B 3NE€KTPOHHOM
dopme nnm Ha BymMaxKHbIX HOCUTENSIX.

2. B TeyeHvne peBsiIHOCTa OHEN CO OHSA MONYyYEeHUs pelleHust YNONMHOMOYEHHOro deaepanbHOro opraHa
MCMNONMHUTENBHON Bractu o nposegeHnn akcnepTns, NpeayCMOTPEHHbIX YacTblo 1 HaCTOFlLLI,eIZ CTaTbW, 3adBUTENb
NPeacTaBNsaeT B 3KCNEpPTHOE yupexaeHue AN NpoBedeHMst 3KCMepTusbl KadecTBa fekapCTBEHHOro CpeacTsa
obpasubl nekapcTBEHHOro npenapata Ans MeauWUMHCKOro MNPUMMEHEHUs, MPOM3BEOEHHOr0O B COOTBETCTBMU C
TpeboBaHMUAMMN OMbITHO-MPOMBILLIIEHHOMO M (MN) NPOMBILLNIEHHOIO PEernameHToB, YTBEPXKAEHHbIX pyKOBOAUTENEM
npon3BoamMTENs NeKapCTBEHHbIX CPeACTB, a Takke B COOTBETCTBYHOLUX criydasx obpasubl hapmaueBTudeckomn
cybcTaHumn, TeCT-LWTamMa MUKPOOPraHN3MOB, KyNbTypbl KMETOK, 06pasLbl BELEeCTB, NPUMEHSEMbIX A1 KOHTPONS
KayecTBa NEKapCTBEHHOro cpeactsa MyTEM CPaBHEHWMS C HUMMU MUCCNEAyeMoro fekapCTBEHHOIO CpeacTBa, B
KonuyecTBax, HeOBXOAMMbIX AN BOCNPOM3BEe4EeHNSs METOAOB KOHTPOMS KayecTsa.

3. Mpwn nonyyeHun obpasLioB NeKapCTBEHHOro npenapara u apmaueBTU4eckon CcybCcTaHUumM 3KCnepTHoe
yupexgeHve BblgaeT 3adABMTento OKYMEHT, NoATBEepXAaloLnA nonydeHne ykasaHHbIXx obpasuoB, U B CPOK, He
NpeBbILWALWMIN TpeX paboymx OHEWN, yBeOAOMMSET B SMEKTPOHHOM dopMe unu Ha OymaxHoOM Hocutene o6 aTom
YNONTHOMOY€EHHbIN hefeparnbHbI OpraH UCNONMHUTENBHON BNacTu.

4. YxasaHHble B 4acTax 2 M 3 HacToslen cTaTbW CPOK ONsi NpeacTaBneHust 3aasBuTenem o0pasuoB
flekapCTBEHHOro npenaparta u apMaueBTU4eckon CybcTaHUMN U CPOK YBEAOMMEHUS IKCMEPTHBIM YYpeXaeHeM
00 3TOM Ha OyMaXHOM HoOcuTEene YMOMHOMOYEHHOro dyefeparnbHOro opraHa WCMNOSIHUTENbHOM BRacTn He
BKITHOYAIOTCS B CPOK NPOBEAEHUS SKCNepTus3, NpeayCcMOTPEHHbIX YacTbio 1 HacTosLWwen cTaTby.

5. [JokymMeHTbl, NOCTYMNMBLLME B 3KCMEPTHOE YyYpeXaeHne Ans NpOoBeOeHUs 3KCNepTu3, NpedyCMOTPEHHbIX
YacTblo 1 HacTosWwen cTaTbW, nognexart BO3BpaTy B YMOMHOMOYEHHbI dyefeparnbHblii opraH UCNONHUTENBHON
BMacT OOHOBPEMEHHO C 3aKITHOYEHUSMU, NOMYYEHHBIMU MO pe3ybTaTam COOTBETCTBYHOLLMX KCMEPTUS.

Cratbsl 24. 3KcnepTnsa kayecTBa JIEKAPCTBEHHOTO CPEACTBA U SKCTMEPTM3a OTHOLLEHMS! OXKMOaeMON Mosb3bl
K BO3MOXHOMY PUCKY NMPUMEHEHWS NTeKapCTBEHHOTO Npenaparta Afsl BETEPMHAPHOIo NpYMEHEHUS

1. OKkcnepTmMsa kavecTBa JIEKAPCTBEHHOIO CpeacTBa W SKCrepTu3a OTHOLUEHUS] OXMOAEMOW MNONb3bl K
BO3MOXHOMY PUCKY MPMMEHEHMSI NEKapCTBEHHOro npenapata Ansi BETEPMHAPHOIO NMPUMEHEHUsI, COCTaBMeHue
KOMMCCUSIMU 3KCMEPTOB 3aKMIOYEHNIA MO pe3ynbTaTam YKa3aHHbIX 3KCNEepTU3 U HamnpaBleHe Taknx 3aKroyYeHnn B
YNONMHOMOYEHHbIN befieparibHbI OpraH UCNOSTHUTENBHOW BNACTU OCYLLLECTBAIOTCA B CPOK, HE NPeBbILIAOLWLMI cTa
OecaTn pabounx gHen Co OHA NOMNyYeHUst AKCMEPTHBIM YUYPEXAEHUEM 3a4aHMs YyNONMHOMOYEHHOro hegepansHOro
opraHa UCMOMHUTENBHOW BracTu C JOKYMEHTaMU, yKasaHHbIMU B YacTtu 3 ctatbn 17 HacTosiwero depepansHOro
3aKoHa.

(B pea. PegepanbHbIx 3akoHOB OT 22.10.2014 N 313-93, ot 13.07.2015 N 241-93)
2. B TeyeHue nAtHaguatv paboumx OHEN CO OHA MOMyYeHWsl peLleHus YMOSTHOMOYEHHOro dheaeparibHOro
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opraHa MCMOMHUTENbHOW BNAacTX O MPOBEAEHUN YKa3aHHbIX B YacTu 1 HacCTOsLen CTaTbW IKCMepTU3 3asBuUTENb
npeacTaBnaeT B 9KCNepTHOE yupexaeHue Ans NpoBedeHMst SKCMepTu3bl KadecTBa ekapCTBEHHOro cpeacTtsa
obpasubl NekapcTBEHHOro npenapaTta AN BETEpPUMHAPHOro MNPUMEHEHMUs, MPOU3BEAEHHOr0 B COOTBETCTBMM C
TpeboBaHMAMM TEXHOMOIMYECKMX PErNamMeHTOB, YTBEPXKOEHHbIX PYKOBOAUTENEM NPOU3BOAUTENS FEKAPCTBEHHbLIX
cpencTs, a Takke obpasel hapmaueBTUYECKON CyOCTaHLMM B KONMYecTBax, HEOOXOAMMBIX A4St BOCMPOU3BEAEHMS
METO0B KOHTPOSS KayecTBa.

3. Mpu nonyyeHun obpasLoB NekapcTBEHHOro npenapata u dapmaueBTUYECKO CcybCcTaHuumM aKkcnepTHoe
yupexaeHve BblOaeT 3asiBUTENO LOKYMEHT, NOATBEPXAAOWMA NOfyYeHne ykasaHHbIX oOpasuoB, U B CPOK, He
npeBbiaWNA  Tpex pabounx AHeW, yBegoMnsieT B MNUCbMEHHOM ¢opMe 06 3TOM  YMONHOMOYEHHbIV
deneparnbHbii OpraH UCNONHUTENBHON BNACTW.

4. Cpok gns npefcTaBrieHuss 3asBuTenemM oOpasuoB NekapCTBEHHOro npenapata u gapmaleBTUYECKON
cybCcTaHLMN 1 CPOK YBEAOMIEHUST SKCMEPTHLIM yYpeXxaeHnem o6 3TOM B NMUCbMEHHOW (POPME YMONTHOMOYEHHOTO
denepanbHOro opraHa UCNOMTHUTENBHOM BacTy, yKasaHHbIE B YacTaX 2 U 3 HACTOSILLEN CTaTbW, HE BKIHOYAOTCS B
CPOK NpoBefEeHMS YKa3aHHbIX B 4acTu 1 HacTosLLEeN CTaTbu AKCNEPTUS.

5. [IoKyMeHTbI, MOCTYNMBLUNE B SKCNEPTHOE yupexaeHue Ans NpoBeAeHUs yKa3aHHbIX B YacTu 1 HacTosLen
cTaTbW 9KCNepTu3, Moanexar BO3BpaTy B YMNOMHOMOYEHHbI dedepanbHbli OpraH WCMNOSTHUTENBHOW BRacTu
OAHOBPEMEHHO C 3aKMNOYEeHUAMM NO pesyrbTaTaM yYKasaHHbIX 3KCNepTun3.

Cratbs 25. [oBTOpHOE NpOBEAEHME KCNEPTU3bI NEKAPCTBEHHbLIX CPeacTB
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1.B cny4yasax HeAOCTaTOHHOVI 060CHOBAHHOCTU UIMN HEMOMHOTbLI 3aKMHOYEHUsT KOMUCCUK OKCNepToB, Hann4mna
B HEM NPOTMBOPEYMBbIX AAaHHbIX, (*)al'leI/ICbI/IKaLI,I/II/I BbIBOOOB 3KCNEepTU3bl J1IeKapCTBEHHOIO CcpeacTtBa, COKpbITUA OT
YMNONHOMOYEHHOrO hefiepanbHOro OpraHa UCNOMHUTENBHOW BNAacTM OCHOBaHWIA Ansi OTBOAA 3KCrNepTa BCNeacTame
ero 3aMHTepecoBaHHOCTU B pe3yribTaTax COOTBETCTBYHOLLENA 3KCMEPTU3bl, HaNMUuus OaHHbIX O MpSMOM 6o
KOCBEHHOM BMellaTenbCTBe B npouecc COOTBGTCTByIOLIJ,GVI 9KCNepTu3bl nuy, He y4acTByOLLKX B ee npoBeaeHun,
HO OKasaBLUMX BIIMSHWE Ha MPOLECC M pe3ynbTaTbl €e NpoBeAeHUs, YNONTHOMOYEHHbIM dbeaepanbHbiM OpraHoM
NCMONMHUTENBHOM BRacTy Ha3HayaeTcs MOBTOpPHAsi 3KCMepTM3a eKapCTBEHHOro CpeacTBa M (Mnum) aTudeckas
aKcnepTmsa.

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

2. TloBTOpHas 3KcnepTu3a IeKapCTBEHHOIO CpeacTBa MNPOBOAMTCH C  YY4EeTOM pe3yrfbTaToB paHee
NpoBeAEHHOW 3KCNEPTU3bl B CPOK, YCTAHOBMNEHHbIN YNOMTHOMOYEHHBIM dhefeparnbHbiM OpraHoM UCMONHUTENBbHON
BMacTu 1 He NpeBbILLALWNIA TPUALATN paboumx AHEN Co OHSA MOMYyYEeHUs IKCNEPTHLIM YYpeXOeHneM 3agaHns Ha
npoBeAeHMe NOBTOPHOM 3KCMEPTU3bl NIEKAPCTBEHHOTO CpeacTBa.

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

3. ®uHaHcoBoe obecneveHne BbINOMIHEHUS 3adaHWMs Ha NpPOBEAEHME MOBTOPHOM  3KCNepTu3bl
NeKapCTBEHHOrO CPEACTBA HE OCYLLECTBISIETCS.

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

CTtaTtbs 26. YcKkopeHHas npouenypa 3KCnepTm3bl NEKapCTBEHHbIX CPeacTB

1. YckopeHHas npoueaypa 3KCnepTu3bl NEKapCTBEHHbIX CPEACTB B LENsX rocyAapCTBEHHOW perucrpauum
neKkapcTBEHHbIX NpenapaToB NPUMEHSETCS B OTHOLUEHUM OpdIaHHbIX NEKAPCTBEHHbIX MpenapaToB, NepBbIX TPeX
neKkapcTBEHHbIX MpenapaTtoB, pernctpupyembix B Poccuickori depepaumm B KavyecTBe BOCMPOU3BEOEHHbIX
NeKapcTBEHHbIX NpenapaToB, O4YepegHOCTb KOTOPbIX OMpedensieTcs B COOTBETCTBMM C HOMEPOM U AaTon
BXOOSILLUMX 3asBMEHWA O TrOCyAapCTBEHHOW pernctpaumm nekapCTBEHHbIX MNpernapatoB B paMKax OfHOro
MEXOYHapoAHOro HenaTeHTOBAHHOTO HaMMEHOBaHWSI NEeKapCTBEHHOro npenapaTa  Wnu  rpynnMpoBOYHOrO
HanuMeHOBaHWS NEKapCTBEHHOrO npenapaTa, WM NeKapCTBEHHbIX NpenapaTtoB, NpeaHa3HaYeHHbIX UCKIOYUTENBHO
ANs NPUMEHEHUST HECOBEPLLEHHONETHNMU FpaxgaHamu.

(B pea. PegepanbHbIx 3aKOHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

2. YckopeHHas npoueaypa 3KCnepTu3bl NEKapCTBEHHbIX CPEACTB B LIENAX rocyAapCTBEHHOW perucrpauum
neKapCcTBEHHbIX NMpenapaToB He MPUMEHSIETCS B OTHOLLEHWUN:

1) GnoananoroBbix (61onogobHLIX) TeKapCTBEHHbIX NpenapaToB (GuoaHanoros);

2) pedhepeHTHbIX NIeKapCTBEHHbIX NPenapaToB (3a UCKoYeHNeM opdaHHbIX NeKapCTBEHHbIX NPenaparToB);

3) BocnpousBedeHHbIX NEKAPCTBEHHbIX NpenapaToB (3@ WCKIOYEHWEM MepBbIX TPEX PErucTpupyembix B
Poccuiickon ®epepaunm B kayecTBE BOCMPOU3BEAEHHbLIX IIEKAPCTBEHHbLIX MPEnapaTtoB W NEKapCTBEHHbIX
npenapartoB, NpefHa3Ha4YeHHbIX UCKMOYUTENBHO AS NPUMEHEHUS] HECOBEPLLEHHONETHUMM rpaxaaHamu);
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4) HOBbIX KOMOMHALIMI 3aperncTpUpPoOBaHHbLIX PaHee NekapCcTBEHHbIX Npenaparos;

5) nekapcTBeHHbIX NpenapaToB, 3aperncTpUpoBaHHbIX paHee, HO MPOM3BEAEHHbIX B APYrMX NeKapCTBEHHbIX
hopmax B COOTBETCTBUM C MepPEeYHEM HaMMEHOBaHWI NeKapCTBEHHbLIX (POPM 1 B HOBOW O3MPOBKE.

(yacTb 2 B peq. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YcKkopeHHas npouegypa  9KCMepTU3bl  JIeKapCTBEHHbIX  CPeacTB  MPOBOAUTCA MO PeELUEeHUo
COOTBETCTBYIOLLEro YNONHOMOYEHHOro dyeeparbHOro opraHa UCNOMNHUTENBHON BNACTW HA OCHOBAHWW 3asiBIieHUs
3as8BUTENS B CPOK, HE MpeBbIWAoWmMn BocbMuaecaTn paboumx aHen. [Mpu 3TOM akcnepTusa [OOKYMEHTOB,
coaepXallmxcs B permcTpaLMoHHOM JOCbe Ha NekapCTBEHHbIN npenapart, NpoBoAMTCS B CPOK, HE MpeBbILLatoLLIni
AecsaTn paboumx OHen, aKcrnepTM3a KadecTBa JIEKapCTBEHHOrO CPEACTBa WM JKCMepTM3a OTHOLLEHMS OXMUAaeMoW
nomnb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npernaparta npoBOAATCA B CPOK, HE MpeBbiwaroLLmMn
LecTnaecaTM paboumx gHen.

(yacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOWeEHMN oOpchaHHbIX NEKapCTBEHHbLIX MpenapaToB MOryT ObiTb nNpeAcTaBrneHbl pesynbTaTbl
OOKMMHUYECKNX UCCnefoBaHU NEeKapCTBEHHbIX CpeACcTB W KIMHUYECKUX UCCReqoBaHui  NeKkapCTBEHHbIX
npenapatoB AN MeOUUMHCKOTO MPUMEHEHUSs, BbLIMOMHEHHbLIX 3a npegenamu Poccunckon ®egepaummn B
COOTBETCTBUM C MpaBunamMu Hagnexaiier nabopaTtopHOM MpakTUKM U NpaBuramMu Haanexallen KIMHUYECKOWN
NpaKkTUKN.

(vacTb 3.1 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

4. YckopeHHas npouenypa 9KCnepTu3bl NeKkapCTBEHHbIX CPeacTB NPOBOAUTCHA B Nopsigke, YyCTaHOBNEHHOM
ctatbamun 17 - 20, 23 n 24 Hactodawero denepanbHOro 3akoHa, U He O3HA4YaeT CHWXEeHMs TpeboBaHUM K
©e30nacHOCTU, KayecTBy M 3PEKTUBHOCTIN NEKAPCTBEHHbIX NpenapaTos.

Cratbsa 27. PelueHune o rocyqapCTBEHHOM permcTpauumn nekapcTBEHHOMO npenapaTa

1. B cpok, He NpeBbIaloLWwmn gecatn pabounx gHen co OHS NONyYEeHUs 3aKmyYeHn KOMUCCUM SKCNEPTOB NO
pesyrbTataM 3KCMepTU3bl KadecTBa NeKapCTBEHHOro CPeACcTBa W 3KCMepTU3bl OTHOLLEHUS OXMOaeMOon nonb3bl K
BO3MOXHOMY  PUCKY MPUMEHEHUS  NEeKapCTBEHHOro npenaparta, COOTBETCTBYIOLWMWMA  YMOSTHOMOYEHHbIN
denepanbHbIi OpraH UCNOMHUTENBHON BNACTW:

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

1) pasmeLlaeT Ha CBOeEM oduLmanbHOM canTte B ceTh "VIHTepHeT" COOTBETCTBYHOLLME 3aKIMIOYEHMST KOMUCCUN
3KCMEePTOB U OCYLLIECTBNSAET UX OLEHKY AN ONpeaeneHns COOTBETCTBUSA 3a4aHuUio Ha NpoBeAeHMe 3TUX KCNepTus;
(n. 1 B peq. ®PegepanbHoro 3akoHa o1 22.12.2014 N 429-93)

2) NpUHUMaET peLLeHMe O roCyOapCTBEHHOW perMcTpauuu fiekapCTBEHHOro npenaparta uim ob oTkase B
rocygapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT Npv NPUHATUM PELLEHUS O rOCYAapCTBEHHOW perncTpaumm fnekapCcTBeHHOro npenapara gaHHble O
3aperncTpmpoBaHHOM JfIEKapCTBEHHOM Mpenaparte, B TOM 4Yucne o hapmaueBTMYECKO CyOCcTaHLmMKM, BXOOsLLEN B
COCTaB NeKapCTBEHHOro npenapara, B rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB M BblAaeT 3asBUTESNIO
perncTpaumMoHHOe  yOOCTOBEpeHMe  NeKapCTBEHHOro  npenaparta, ¢Gopma  KOTOPOro  yTBepXaaetcs
YMNOMHOMOYEHHbIM  dpefepanbHbIM — OpraHoOM  UCMOMHWUTENBHOW  BNacTW,  COrMacoBaHHblE  HOPMAaTUBHYHO
OOKYMeHTauMo, HOPMAaTUBHBIN OOKYMEHT, MHCTPYKUMIO MO MPUMEHEHMWIO MeKkapCTBEHHOrO npenapaTta M MakeThbl
NepBMUYHOM YMaKoBKN N BTOPUYHON (MOTPEOGUTENBCKON) YNAKOBKM C YKa3aHMEM Ha HUX HOMepa PerncTpaumoHHOro
yOOCTOBEPEHUS fleKapCTBEHHOMO npenapaTta M AaTbl ero rocygapCTBEHHON pernctpaumm unu B criydyae npuHAaTUs
pelweHns o6 oTkase B rocygapCTBEHHOW perMcTpaumm fekapCTBEHHOrO npenapata yBedoMNseT B MUCbMEHHOW
dopme 3asBuTENA 06 STOM C yKasaHWeM MPUYMH Takoro OTKasa. 3a Bblgayy perncrpauuoHHOro yaoCcToBepeHus
NlekapCTBEHHOIO npenapaTta B3MMaeTCcs rocygapCTBEHHasi MOLWMHA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccwuiickon degepaumm o Hanorax u cbopax.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. OcHoBaHvMeM Ans OTKasa B rOCy4apCTBEHHOM perncTpauum NekapCTBEHHOro npenaparta siBNnaeTcs
peLleHre COOTBETCTBYIOLLErO YMOMTHOMOYEHHOro befepanbHOro opraHa MCMOMHUTENbHOW BAAcTM O TOM, YTO
KayectBO UK (unn) 3PPEKTUBHOCTL PEIMCTPUPYEMOrO JIEKapCTBEHHOrO Mpenapata He MNoATBEepXAeHbI
MOMYyYEHHbIMW OAHHBIMU WM YTO PUCK NPUYUHEHUSA Bpeda 340POBbI0 YErioBeKa WU XXMBOTHOIO BCHEACTBUE
npvema neKkapCcTBEHHOro nNpenapara npeBbilWaeT 3PPEKTUBHOCTD €0 NPUMEHEHMUS.

(B pea. PegepanpHoro 3akoHa ot 11.10.2010 N 271-93)

3. [lloBTOopHOE npeactaBneHWe B  COOTBETCTBYIOLLWA  YNOMHOMOYEHHbLIN  (pedepanbHbI  opraH
WCMNOMHUTENBHOW BNACcTW NEKAPCTBEHHOIO Npenapara, B OTHOLLEHWM KOTOPOro MoflydYeH O0TKa3 B roCyAapCTBEHHOWN
permctpaumMm 1 KOTOPbIA BMOCMEACTBMM MOOBEPICA U3MEHEHWIO B 4aCTuM €ro CoCTaBa, paccMaTpuBaeTcsd Kak
NpeacTaBneHVe HOBOIO JIEKAPCTBEHHOrO MpenapaTa Ha ero rocydapCTBEHHYH PEerncTpauuio He3aBUCUMO OT
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COXpaHeHUs1 ero NepBUYHOIO HAMMEHOBAaHUS.
(4acTb 3 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratean 27.1. Tlopsgok onpefeneHvus  B3avMO3aMEHSEMOCTUM  fleKapCTBEHHbIX — MpenapaTtoB  Ansi
MeANLMHCKOro NpUMeHeHUs
(BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. B3aMmo3amMeHAeMOCTb NeKapCTBEHHbIX MpenapaToB AN MeOULMHCKOrO MpUMEHEHUs onpenensietcs B
nopsake, yctaHoeneHHoM lMpasutenbcteoM Poccuiickon ®egepauum, Ha OCHOBaHUM CeayoLLmMx napaMmeTpoB:

1) 3KBMBamNeHTHOCTb (4ns GuoaHanoroBbix (61onogoOHbIX) NekapcTBEHHbIX NpenapaTtoB (bvoaHanoros) -
COMOCTaBUMOCTb)  Ka4YeCTBEHHbIX W  KONMWYECTBEHHbIX XapaKTepUCTUK  dapmaueBTUYecKMx cybcTaHumi
(Mcnonb3oBaHWe pasnu4YHbIX COMen, 3UPOB, KOMMIEKCOB, M3OMEPOB, KpUCTanmnuueckmx ¢OpM W ApYyrux
NPON3BOAHbBIX OQHOIO M TOrO >Xe AENCTBYIOLLEro BELLECTBA He ABMNAETCA NPensaTCTBUEM A8 B3aMMO3aMEHSeMOCTU
NeKapCTBEHHbIX MpenapaToB, €CrvM Mpu NPOBEAEHWU WCCNEnOoBaHWS OWOIKBUBANEHTHOCTU EeKapCTBEHHOrO
npenaparta wnu B criyyae HEBO3MOXHOCTU MPOBEOEHUS 3TOr0 MCCNEAOBaHUsi NPV MPOBEAEHWMM UCCreaoBaHUs
TepaneBTUYECKON 3KBMBANEHTHOCTU JIEKApPCTBEHHOrO npenapaTta [oKa3aHO OTCYTCTBME KIMHUYECKM 3HAaYMMbIX
pasnuuuii  papMakokMHETUKM U (Mnu) GesonacHoCTM U 3h(PEKTUBHOCTU NEKapCTBEHHOro npenaparta Ans
MEANLIMHCKOrO MPUMEHEHMS);

2) 9KBMBANEHTHOCTb flekapCcTBeHHOW opmbl (MO4 9SKBMBANEHTHbIMWM  NeKapCTBEHHbIMM  hopMamMm
MOHUMAIOTCH pasHble reKkapcTBEHHbIE hOPMbI, MMEOLLME OOUHAKOBbIE CNOCOO BBEAEHWS M CNOCOO NMPUMEHEHMS,
obnagatowwime conoctaBUMbIMU hapMaKOKUHETUYECKUMW XapaKTEPUCTUKaMK 1 (DapMakonormyeckum OencTBnem u
obecneumnBaloLlne Takke OOCTUXEHNE HEOBXOAMMOro KNMHUYECKoro adydpekta. Pasnnumsa nekapctBeHHbIX hopm
He SABMSIOTCS MNPEnsaTCTBMEM Anst WX B3aMMO3aMEHSIEMOCTW, €CnW  Mpu  NPOBEAEHUN WCCrenoBaHWS
OMO3KBMBANEHTHOCTU JIEKAPCTBEHHOIO npenapata MWNuM B Criydyae HEBO3MOXHOCTW MNPOBEAEHWUS  3TOro
nccnefoBaHusi Npy NpoBeAEHUN UCCreoBaHWS TeparneBTUHECKON 3KBMBANEHTHOCTM NIEKApPCTBEHHOIO npenapaTa
JOKa3aHO OTCYTCTBME KIMHUYECKM 3HAYUMbIX Pa3nuuMn  dapMakokMHeTukn u (unu) 6HesonacHocT U
30pPEKTUBHOCTM NIEKAPCTBEHHOIO NpenapaTa 45151 MeANLMHCKOrO NPUMEHEHMS);

3) 3KBMBaNeHTHOCTb MM COMOCTaBUMMOCTb COCTaBa BCMOMOraTerbHbIX BELWECTB NeKapCTBEHHOro npenapaTa
AN MeQULIMHCKOrO NpUMEHeHUs (pasnnyns coctasa BCNOMOraTenbHbIX BELWECTB NeKapCTBEHHOro npenapata Ans
MEAMLIMHCKOrO MPUMEHEHUS He SIBMNAIOTCA NPEensaTcTBMEM ANA MX B3auMO3aMEHSEeMOCTW, ecnv npu nNpoBeaeHun
nccnegoBaHnst GUO3KBMBANEHTHOCTU fNIeKapCTBEHHOrO npenapara Ans MeAULMHCKOro MPUMEHEHUS UInn B cryvae
HEBO3MOXHOCTWM NPOBEAEHNs 3TOr0  UCCNefoBaHWs npu  NPOBEAEHWM  UCCEeAOoBaHWUs  TepaneBTUYeCcKon
3KBMBAaNEeHTHOCTU NEeKapCTBEHHOro npenapara Ans MeAULMHCKOro NPUMEHEHWS JOKa3aHO OTCYTCTBUE KITMHUYECKU
3HAYUMBbIX Pa3NMYN PapMakOKUHETUMKN U (unun) GesonacHocTn n 3P PEKTUBHOCTM FIEKAPCTBEHHOIO npenapara
AN MeanLIMHCKOro npumeHeHus. Npy 3ToM pasnuymsa coctaBa BCNOMOraTernbHbIX BELLEeCTB He AOMKHbI MPUBOANTL
K PUCKY BO3HWMKHOBEHMWS CEepbe3HbIX HeXernaTenbHbIX peakunin y OTAerbHbIX rpynn nauueHTOB UMW MOBbILLEHUS
4YacTOThbl UX BO3HUKHOBEHWS);

4) ngeHTUYHOCTb cnocoba BBEAEHMS N MPUMEHEHMS;

5) OTCyTCTBME KIMHUYECKM 3HAYVMbIX Pasnuuuii NpyM NpoBedeHWW uccriefoBaHns BUMO3IKBMBANEHTHOCTU
neKapcTBEHHOro npenapata WnM B Crlyd4ae HEBO3MOXHOCTUM MPOBEdEHUs 3TOr0 WUCCNEefoBaHWs OTCYTCTBME
KIMUHUYECKN 3HAYMMBbIX pas3nmunin nokasatenen 6esonacHoctn N 3EKTUBHOCTU fNIEKAPCTBEHHOrO Npenaparta npu
npoBeAeHUN WCCMefoBaHNA TepaneBTUYECKOW SKBMBaNeHTHOCTU. [laHHbI napameTp He npuMeHseTcs B
OTHOLLIEHWN BOCMPOM3BEAEHHbIX NEeKapCTBEHHbIX NpenapaTtoB, yka3aHHblXx B 4Yactu 10 crtatbm 18 HacTosLero
depepanbHoro 3akoHa. B oTHoweHwn OGuoaHanoroBbix (6nonogobHBIX) NEeKapCTBEHHbIX MpenapaToB
(bnoaHanoroB) gaHHble 00 OTCYTCTBMM KIMHMYECKU 3HAYMMbIX pasnuuuin 6esonacHocTn, 3eKTMBHOCTU WU
MMMYHOrEHHOCTU JeKapCTBEHHOro npenapata Mo pesynbTaTaM MpoBeAEeHUs KIMHUYECKMX MccnegoBaHui
npegocTaBnAloTCA B NOPSAKe, YCTAHOBIEHHOM HACTOSILLEN YacTbio;

6) COOTBETCTBUE npon3BoauTENS NeKapCTBEHHOIro cpeacTea TpeboBaHMAM Haanexallen
NPON3BOACTBEHHOWN NPAKTUKM.

2. CpaBHeHve napamMeTpoB pPermcTpupyeMblX fiekapCTBEHHbIX NpenapaTtoB AfA MeAUUMHCKOTO NpUMEHEHWs
OCYLLECTBNSAETCA KOMMUCCUEN SKCMEpPTOB SKCMEPTHOro YUYpexAaeHus Mpu NPOBEAEeHWM 3KCNepTusbl Takux
neKapCTBEHHbIX MpenapatoB B Mpouecce WuX roCyAapCTBEHHOW peructpauun. BbiBogbl 3KCMepToB O
B3aVMO3aMEHsIeMOCTM UMW HEB3aMMO3aMEHSEMOCTW  leKapCTBEHHbIX MNpenapaTtoB Ans  MeAMUMHCKOro
NPUMEHEHWS, cOenaHHble B pe3ynbTaTe 3TOro CpaBHEHWS, OOPMIIAOTCA B BMOE MPUMOXKEHMSA K 3aKOYEHWI0
3KCNepToB No PopMe, YTBEPXKAEHHOW YNOMHOMOYEHHbLIM heaepanbHbiM OpraHoOM UCMONHUTENBHOW BNAacTU.

3. lNMonoxeHna HacTosLLen cTaTbl HE PacnpOCTPaHSAITCA Ha peddepeHTHbIE feKapCTBEHHbIE Mpenaparbl,
neKkapcTBeHHble pacTuTenbHble npenapaTbl, roOMeonaTu4eckne feKapCTBEHHble MnpenapaTtbl U feKkapCTBEHHbIE
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npenapartbl, KOTOPbl€ pa3pelleHbl Ana MeanunHCKoOro npMMeHeHna B Poccuiickon CDep,epaLwM bonee geaguatu
1eET N B OTHOLWEHUN KOTOPbLIX HEBO3MOXXHO NMpoBeaeHne nccregoBaHna nx OMO3KBNBANEHTHOCTH.

Cratbsa 28. PeructpaumMoHHoe yaoCTOBEpPEHWE NeKapCTBEHHOro npenapara

1. PernctpauunoHHoe yaoCTOBEpPEHME NEKapCTBEHHOro npenapaTta C ykasaHuWeM IekapCTBEHHbIX (hopM n
003MPOBOK BbldaeTcsi 0OeccpoyYyHO, 3a UCKIYEHWEM PErMCTPaLMOHHOIO YLOOCTOBEPEHUSI JIEKAapCTBEHHOMO
npenapaTa, BbldaBaeMOro CO CPOKOM [JeNCTBUS NATb NeT, Ha BhNepBble perncTpupyemble B Poccuickon
depnepaumm nekapcTBeHHbIE NpenaparThbl.

2. Mo ncTeveHnn ykasaHHOro B YacTu 1 HACTOsILLEN CTaTb CpoKa BbigaeTcs 6eccpoyHoe perncTpaumoHHoe
yOOCTOBEpPEHME NIeKapCTBEHHOMO npenapaTa npy YCroBun NOATBEPXKAEHUSA €ro roCyJapCTBEHHON perncTpanm.

3. B cnyyae BHeceHus B cooTBeTCTBUM cO cTaTbamm 30 n 31 HacTosiwero ®eaepanbHOro 3akoHa U3MeHeHWN
B coAepXalwmecs B PerucTpaLMoHHOM AO0Cbe Ha 3aperMcTpyMpoBaHHbLIN NEKapCTBEHHbIM npenapaT LOKYMEHTbI,
3aTparvBaloLnMX CBEAEHUs, OTPaXeHHble B pPerucTpaLMoHHOM YAOCTOBEPEHUM JeKapCTBEHHOrO npenapara,
YNONMHOMOYEHHbIN  dheaepanbHbll - OpraH  UCMOMHWUTENbHOW  BNacTM  BblJaeT HOBOE  pPerncrpaumoHHoe
yOOCTOBEPEHME NTEKApPCTBEHHOMO NpenapaTta, coaepallee BHECEHHbIE B HEMO N3MEHEHMS.

(4acTb 3 BBegeHa PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTpaTbl U NOBPEXOEHNA perMcTpaLmoHHOro yaoCTOBEPEHUS NIeKapCTBEHHOro npenapaTa no
3a8BNEHNO B MUCbMEHHOM opMe fepxaTend unv  Bragenbla pPerncTpaumoHHOro  y4oCTOBEPEHMS
NeKapCTBEHHOro npenapata unvM YnosIHOMOYEHHOrO UMK OPYroro HpUAMYECKOro nuua O Bblgade aybnukaTa
pPErncTpaumMoHHOro YAOCTOBEPEHUA JEeKApCTBEHHOrO MpenapaTta  YMNOMHOMOYEHHbI  defeparnbHbli  OpraH
NCNOSTHUTENbHOM BMAcTU B CPOK, HE MPEBbLILANLWMN AeCATU paboumx OHEW CO AHA MOCTYMMEeHUst 3asiBleHus,
BbldaeT Aybnukat pervcTpalMoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOro npenaparta. 3a Bblgadvy Aybnukarta
PErncTpaumMoHHOro YAOCTOBEPEHUS IEKApPCTBEHHOrO npenapata B3WUMaeTCs rocyaapCTBEHHas nownvHa B
COOTBETCTBMU C 3akoHoAaTenbCcTBoM Poccuickon ®egepauun o Hanorax n céopax.

(vacTb 4 BBegeHa PeagepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlIntoc: npumevanme.
B cootBeTcTBMM ¢ DeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 ¢ 1 sHBaps 2017 roga ctatbsa 29 6ynet
N3noXeHa B HOBOW peaaKLmu.

Cratbsa 29. NogTeBepxaeHne rocygapCTBEHHOM permcTpalmmn iekapCTBEHHOro npenaparta

1. lNoaTBepxoeHMe rocynapCTBEHHOW perncrpaummM NekapCTBEHHOrO npenapaTta OCYyLEeCcTBNsSeTca npwu
Bbldaye 6eccpoYHOro perncTpaumMoHHOrO yOOCTOBEPEHMS NEKAPCTBEHHOrO npenaparta B Crlyvae, yka3aHHOM B
yacTu 2 ctaTtbu 28 Hactosiwero degepanbHOro 3akoHa, B CPOK, HE MPEBbLILLALWNA AEeBSHOCTA paboyvmx gHen co
OHS  MOMy4YeHus COOTBETCTBYHOLLMM YMNOMHOMOYEHHbIM hbedepanbHbIM - OpraHoM  MCMOSHUTENBbHON  BMacTu
3a8BNEHNA O MOATBEPXKOAEHMM TOCYLApPCTBEHHOW perncTpauum fekapCTBEHHOro npenapaTta ans MeauuuHCKOro
npUMeHeHnsi, 0OOPMIIEHHOrO B COOTBETCTBUM C YacTbio 2 ctatbk 18 HacToswero degepanbHOro 3akoHa, nmnbo
3a8BNEHNS O MOATBEPXKOEHUN TOCYAApPCTBEHHOW perMcrpaumMm fNekapcTBEHHOro npenapara Aans BeTepUHapHOro
NpUMeHeHNsi, 0POPMITEHHOIO B COOTBETCTBMM C YacCTbto 2 cTaTbk 17 HacTosawero PenepanbHOro 3akoHa.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. TNogTeBepxgeHve rocygapCTBEHHOM perMcTpaumM NekapcTBEHHOro npenapara OcCyLecTBhAseTcd Mo
pesynbTataM 3KCMepPTMU3bl OTHOLLEHUS OXWAAEMOW MOfb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS FIEKapCTBEHHOMO
npenapaTta, a TaKKe 3KCNepTu3bl KayecTBa JIEKAapCTBEHHOrO cpeAcTBa, MNPOBOAMMOW B Criyyae BHECEHUsI
N3MEHEHWI B HOPMATUBHYIO JOKYMEHTaLMIO UM HOPMaTUBHbBINA LOKYMEHT.

(yacTb 2 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3asBneHuio 0 nogTBEPXKOEHWM TOCyAapCTBEHHOW perMctpauMyM nekapcTBEHHOro npenaparta Aansd
MEOMLUHCKOIO MPUMEHEHUS NpUaraloTCa OOKYMEHT, MOATBEPKAAIOWMI YyNnaTy roCyAapCTBEHHOW MOLUMMHbI 3a
NOATBEPXAEHME TOCYLapCTBEHHOW perMcTpaumm NeKapCTBEHHOro npenaparta Afs MEAULUMHCKOrO MPUMEHEHMUS,
OOKYMEHT, cogepXXalluin pesynbTaTbl MOHUTOPUHIra 6e30NacHOCTM NeKapCTBEHHOMO NpenapaTa A MegULMHCKOro
NPYMEHEHWS, MPOBOAMMOrO 3asiBMTENEM, MO (OpPME, YCTAHOBIIEHHOMW COOTBETCTBYHOLLUMM YMONTHOMOYEHHBIM
deneparnbHbIM OpraHoM UCMOMHUTENbHOW BracTu, JOKYMEHT, NepeBeAeHHbIN Ha PYCCKUN A3bIK, NOATBEPXKAAI0LL N
COOTBETCTBME NPON3BOANTENS NTEKAPCTBEHHOIO NpenapaTa Ansi MEAULMHCKOTro NpUMeHeHnst TpeboBaHUAM NpaBun
Hagnexawen mnpou3BOACTBEHHON MPaKTUKK, BblOaAHHbIA KOMMETEHTHbIM OpraHoM CTpaHbl NPOU3BOOUTENS
NlekapCTBEHHOIO MpenapaTta Ans MEeOUUMHCKOTO MPUMEHEHUS U 3aBEpPEHHbI B YCTAHOBIIEHHOM MOpsiaKe,
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OOKYMEHT, MNEpeBEAEHHbIi  Ha  PYCCKMA  SA3blK, MOATBEPXAAWOLMA  COOTBETCTBUME  MpoOU3BOOMTENS
hapmaueBTMHECKON CyOCcTaHuumM TpeboBaHWSIM NpPaBui Hagnexalleh MpPou3BOACTBEHHONM NPAKTUKW, BblOaHHBINA
KOMMETEHTHbIM  OpraHoM CTpaHbl  MNpou3BoauTenst apMaleBTUYECKON CyOCTaHUMM, 3aBEpPEHHbIA B
YCTaHOBMNEHHOM MOpsioKe WM COAEpXallMi HavMeHoBaHuWe dapmaleBTUYeckon cybcTaHumm (MmexagyHapogHoe
HenaTeHTOBAHHOE WM XWMWYECKOE W TOProBOE HaMMEHOBaHWS), HaMMEHOBaHME W adpec Npou3BOAUTENS
(hapmaLieBTUHECKON CyOCTaHLMM, CPOK rO4HOCTU (hapMaLeBTUYECKON CybGCcTaHLmK.

(vacTb 3 B pea. PenepanbHoro 3akoHa ot 29.12.2015 N 389-03)

3.1. K 3a\BneHni0 0 NoaTBEPXKOEHWM TFOCYAApPCTBEHHOW perMcTpaunM NekapcTBEHHOro npenapata Aans
BETEPMHAPHOIO NPUMEHEHMS NpuUnaralTcs AOKYMEHT, NOATBEPXKAAOLWMIA yNnaTy rocyaAapCTBEHHOW MOLMHLI 3a
NOATBEPXKAEHME FOCY4apCTBEHHOW perncTpauun NekapcTBEHHOrO npenaparta A BETEPUMHAPHOrO MpUMEHEHMs,
OOKYMEHT, COAepXXalliuin pesynbTaTbl MOHUMTOpPUHra ©e30onacHOCTM NeKkapCTBEHHOro npenaparta, MpoBOSMMOro
3asBuTENEM, no opme, YCTAHOBMNEHHOM COOTBETCTBYIOLLMM YMNONHOMOYEHHbIM deaepanbHbiM - OpraHoM
WCMNOMHUTENBHON BNAacTW, a Takke OOKYMEHThbI, ykasdaHHble B nyHkTe 1 u nognyHktax "a", "6", "k", "n" nyHkra 4
yacTtu 3 ctaTtbun 17 HacToswero PenepanbHOro 3akoHa.

(yacTb 3.1 BBegeHa PepepanbHbIM 3akoHoM OoT 13.07.2015 N 241-93)

3.2. HopmaTtuBHas OOKyMeHTauusi UMM HOPMATMBHBLIN [OKYMEHT, MPOEKT WHCTPYKUUW MO MPUMEHEHMIO
NleKapCTBEHHOro npenapara, NPOEKTbl MaKeTOB MEPBUYHOM YNaKOBKM U BTOPUYHON (MOTPEOUTENBCKON) YNakoBKM
NleKapCTBEHHOrO npenaparta npunaralTcsl K 3asiBleHU0 O MOATBEPXKAEHUM TOCYOapPCTBEHHONM perncrpaumu
rlekapCTBEHHOrO NpenapaTta BHOBb TOMbKO B Criy4Yae, eCriv B HUX BHOCSITCS UBMEHEHMSI.

(vacTb 3.2 BBegeHa PepepanbHbiM 3akoHoM OT 13.07.2015 N 241-93)

4. B TeyeHne pecatn paboumx OHEW CO OHA NPUHATUA 3asBNEeHUA O NOATBEPXKOEHUN rocyaapCTBEHHOW
perMctpaumMm nekapcTBeHHOro npenapata M HeobXooMMbIX AOKYMEHTOB COOTBETCTBYHOLLMIA YNOMHOMOYEHHbIN
denepanbHbi opraH UCNOMHUTENBHON BNACTU:

1) npoBOAMT NPOBEPKY MNOMHOTbI M [OCTOBEPHOCTM CBEAEHWU, CcopepXallmMxcs B NPeAcTaBNeHHbIX
3asBUTENEM MaTepuanax;

2) NPUHUMAaET peLleHre O NpoBeaeHUN U 06 oTkase B MPOBEAEHUN IKCMEPTU3bl OTHOLLEHUS OXMAaeMOn
nonb3bl K BO3MOXHOMY PWUCKY NPUMEHEHWs NEeKapCTBEHHOro rMpenapaTta, a Takke 9KCnepTusbl KadecTBa
fNekapCTBEHHOIO cpeAcTBa, NPOBOOMMOWN B Criydae BHECEHUSI U3MEHEHU B HOPMAaTMBHYK AOKYMEHTaUMIo Wnuv
HOPMAaTUBHbIA LOKYMEHT;

(n. 2 B peq. ®PegepanbHoro 3akoHa o1 29.11.2010 N 313-93)

3) yBegomnsieT B NMCbMEHHON bopMe 3aaBUTENST O MPUHATOM PELUEHUM UMK B Criydae MPUHATUS peLleHns
00 OoTKa3e B NpOBeAEHMN IKCNEPTU3bI C YKasaHNEM MPUYUH Takoro otkasa.

4.1. B cnyyae BbISiBNEHNs HEQOCTOBEPHOCTU CBEAEHUN, COAEPXKALLUMXCA B MPEACTaBMEHHbIX 3asBUTENEM
MaTtepuanax, yrnosITHOMOYEHHbIN dpeaeparnbHbIi OpraH UCMONHUTENBHOW BRAacTU HanpaBnseT 3asdBUTENIO 3anpoc
00 yTOYHEHUMN YKa3aHHbIX cBefeHUN. [aHHbI 3anpoc MOXET ObiTb nepedaH YnosIHOMOYEHHOMY NpeacTaBUTENO
3aABMTENs NNYHO NOA PacnuvcKy, HanpaereH Mo noyTe 3aka3HblM NMUCbLMOM WK NepefaH B 3NEKTPOHHOW dhopme
Nno TEeNneKOMMYHWKaLUMOHHbIM KaHanam cBsA3W. B cnydyae HanpaBneHus gaHHOro 3anpoca Mo noyTe 3akasHbiM
NMMCbMOM OH CYUTAETCS MOMYYEHHbIM MO UCTEYEHUN LLECTU AHEWN C AaTbl HaNpaBIieHNst 3aka3Horo NMcbma.

(vacTb 4.1 BBegeHa PeagepanbHbiv 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3agButenb o06s3aH npenctaBuTb OTBET Ha 3anpoc  YNoSIHOMOYEHHOro dhegepanbHOro opraHa
NCNOSTHUTENbHOM BfacTM B CPOK, He MpeBbllaloWniA AeBsHOCTa paboumx OHEM CO OHA MNONydYeHust AaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 4 HacTosILLEN CTaTbW, MPMOCTaHABNMBAETCS CO AHA HaMpaBreHUs 3asBUTESNIO
3anpoca YnosIHOMOYEHHOTO dheaeparbHOro opraHa MCMOSIHUTENbHOW BAACTWM OO0 AHS MOMyYeHWst MM OTBeTa Ha
OaHHbI 3anpoc M HE Y4YUTbIBAETCA MPU UCHMCIIEHMM CpOKa MOOTBEPXKOEHWUS FOCYAApCTBEHHOW permcrpaumm
rfiekapCTBEHHOrO npenaparTa.

(4acTb 4.2 BBegeHa PegepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM [nisi OTKa3a B MPOBEAEHUWN 3KCMEPTU3bl OTHOLUEHMSI OXWOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS FEKapCTBEHHOrO npenapata u (unu) aKcnepTusbl KayecTBa JIeKapCTBEHHOIO CpeacTBa
ABNSAETCA NpeAcTaBneHve OOKYMEHTOB, yKa3aHHbIX B 4actax 1 m 3 Hactoswen ctatbi, B HEMOMHOM obObeme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMEHHbIA CPOK OTBETa Ha yKasaHHbI B 4acTu 4.1 HacToswen ctatbu
3anpoc  YNorHOMOYEHHOro begepanbHOrO opraHa MWCMOSMIHUTENBbHOM BRacTi, a Takke OTCYyTCTBME B
NpeACcTaBNeHHbIX JOKYMEHTaxX NCYEPMbIBAIOLLNX CBEOEHWIN, KOTOPbIE AOIMKHbI ObITb OTPaXKEHbI B HUX.

(B pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 25.11.2013 N 317-93)

6. OKcnepTusa OTHOLIEHUS OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS FIEKapCTBEHHOMO
npenapata u (Anu) aKcnepTusa kayecTBa fIeKapCTBEHHOIO CPEACTBA B LENsx NOATBEPKAEHUS rocydapCTBEHHOW
peructpaumMm nekapcTBEHHOrO npenapaTta MNpoBOAATCA Ha OCHOBAHMU [OOKYMEHTOB, YKa3aHHbIX B 4actn 3
HacTodlen cTaTbu, B Mopsake, YCTAaHOBNEHHOM 4actamu 5 - 8 cTtatbm 23 © cratben 24 HacTosLlero
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degepanbHOro 3akoHa.
(4acTb 6 B peq. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuop npoBedeHus npouenypbl NOATBEPXKAEHUS rOCYyAapCTBEHHOW perucrpaummM nekapcTBEHHOro
npenaparta ero rpaxgaHckuii 060poT ocyLLecTBNSeTCA Ha Tepputopun Poccuiickon ®eagepauun.

8. OcHoBaHVMeM Ans oTkasa B NOATBEPXKOEHUM rocygapCTBEHHOW permcTpaummn nekapcTBeHHOro npenapata
SIBMSIETCA peLleHne COOTBETCTBYHOLLEro YNONHOMOYEHHOro heaepanbHOro opraHa UCMOMHUTENbHON BNACTN O TOM,
YTO KayecTBO U (Mnn) adhhEKTMBHOCTb SIEKAPCTBEHHOrO npenaparta He MOATBePXOEeHbl MoNyYeHHbIMU AaHHbIMU
UMM YTO PUCK MPUYUHEHUS Bpeda 340POBbI0 YernoBeka WU XXUMBOTHOMO BCReACTBME Mpuema JieKkapCTBEHHOrO
npenapaTa npesbiaeT 3PHEKTUBHOCTb €ro NPUMEHEHMS.

(4acTb 8 BBegeHa PeaepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

KoHcynbTaHTlnoc: npuMmedaHue.

[epxatenun nnun BnagenblLbl PEMMCTPALMOHHbBIX YOOCTOBEPEHMI NEKAPCTBEHHbIX NpenapaTtoB MOryT nogatb
3asBreHnss o6 onpegeneHMn B3aMMo3aMeHsIEMOCTN NIEKAPCTBEHHbIX NpenapaToB Anst MEAULMHCKOrO NPUMEHEHNS
B nopsigke, yctaHoBreHHoM ctaTtben 30 (B pen. ot 22.12.2014), go 31 gekabps 2016 roga (PenepanbHbii 3aKOH
0T 22.12.2014 N 429-03).

Cratban 30. BHeceHne wu3MEHEHMA B [OOKYMEHTbl, COAEepXalmecs B pPerucTtpauuoHHOM [OCbe Ha
3aperncTpmpoBaHHbIV NEKapCTBEHHBIN NpenapaT A9 MEAULUHCKOro NpUMEHeHNs!

KoHcynbTaHTlnoc: npumedaHue.
B cooTtBeTcTBUMN ¢ PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03 ¢ 1 aHBapsa 2017 roga yactb 1 ctatbu
30 GygeT nsnoxeHa B HOBOW pegakuum.

1. B uensx BHECEHMS] M3MEHEHW B [OKYMEHTbl, COAepXaliMecs B PErMcTpaumMoHHOM [JoCbe Ha
3aperncTpMpPOBaHHbIA NEKapCTBEHHbIM NpenapaTt Anst MeOULMHCKOTO NMPUMEHEHUs], 3asiBUTENb NpeacTaBnsieT B
YNONMHOMOYEHHbIN dhefepanbHbli OpraH UCMONHUTENBbHOW BAcTu 3asiBNIEHNE O BHECEHUWN TakUX M3MEHEHWUMN No
dopme, yCTaHOBMNEHHON YNOMHOMOYEHHbIM (oeaeparibHbIM OpraHoM MCMOMHUTENBHOW BNAcTU, U NMPUIOXEHHbIE K
HEMY M3MEHEHMS B YKa3aHHblE JOKYMEHTbI, @ TaKKe OOKYMEHTbI, NOATBEPXAALWmMe HEOOXOOUMOCTb BHECEHUS
TakMx u3MeHeHWn. [puHATWE peleHns O BHECEeHWM TaKuX W3MeHeHWA wunm 0B OTKase B UX BHECEHWM
OCYLLECTBNSIETCS B CPOK, HE MNpeBbllLAOWNA AeBsAHOCTa paboynx OHEN CO AHSA MPUHATMS YNONMHOMOYEHHbLIM
denepanbHbIM OpraHOM MUCMOMHUTENBHOW BNAcTU 3asiBNIEHUSI O BHECEHUM TaKUX U3MEHEHWN.

2. JkcnepTnsa NekapCTBEHHbIX CPEACTB B YaCTM 3KCMEpPTU3bl KayecTBa NIeKapCTBEHHOrO cpeactea u (Unm)
9KCMEPTU3bl OTHOLLEHMS OXXMAAEMOM MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUST NEKAPCTBEHHOrO npenapara ans
MEOMLIMHCKOTO NPUMEHEHUsI NMPOBOAMTCH B Crlydae BHECEHUsI U3MEHEHWN B [OOKYMEHTbl, coAepxaljuecs B
PEerncTpaumMoHHOM 4OCbEe Ha 3aperMcTPUPOBAHHbIN NTEKapCTBEHHbIN NpenapaT, B OTHOLLEHWUN:

1) cBeAEHUIA, YKa3aHHbIX B MHCTPYKLMW MO MEAVULMHCKOMY MPUMEHEHUIO NEKAPCTBEHHOTO Npenapara:

a) nekapcTBeHHasi bopMa C yka3aHMEM HaMMEHOBaHUI U KONTMYECTBEHHOMO COCTaBa AENCTBYOLLNX BELLECTB
M Ka4yeCTBEHHOr0 COCTaBa BCMOMOraTeNbHbIX BelecTB (NpyM HeobXOOUMOCTM KOMMYECTBEHHOrO COCcTaBa
BCMOMOraTesbHbIX BELLECTB);

6) apmakoguHamuka W apMakKoOKMHETUKA (3@ MWCKIOYEHMEM (DAPMaKOKUHETUKM FOMEOoNaTU4ecKmX
NeKapCTBEHHbIX NpenapaToB U PacTUTENbHbIX NIEKAapPCTBEHHLIX NpenapaToB);

B) MOKa3aHUs ons NPUMEHEHNS;

r) NpoTMBONOKa3aHWs Ansi NPUMEHEHWS;

4) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHWM;

€) yKasaHue BO3MOXHOCTM M OCOOEHHOCTEN MPUMEHEHMWS NeKapCTBEHHOrO npenapata Ans MeauUMHCKOro
NPUMEHEHNST 6EPEMEHHBIMU KEHLLMHAMM, XEHLLMHAMWN B NEpVOS rPYAHOro BCKapMIIMBaHUS, 4eTbMU, B3POCTbIMMU,
NUMEILLMMMN XPOHUYECKNe 3aboneBaHus;

XK) pexvMm [03MpoBaHus, Crnocobbl BBEAEHWS W MPUMEHEHUS, MPU HEoBXOAMMOCTM Bpems npuema
nekapcTBEHHOro nNpenapara, NPOAOIMKUTENBHOCTb fIEYEHUs], B TOM YuCre Y AeTel 40 U Nocne OgHoro roaa;

3) BO3MOXHble MNOOOYHbIE [OEWCTBMSI U HeXenaTenbHble peakuuM Npu NPUMEHEHUU NEKAPCTBEHHOMO
npenapara;

1) CUMNTOMbI NEPEAO3NPOBKMA, MEPBI MO OKa3aHMI0 MOMOLLM NPW Nepeso3npOoBKE;

K) B3aMMoeNCTBME C APYrMMW NeKapCTBEHHBbIMU NpenapaTaMu 1 (Unn) NULWEeBbIMU NPOaYKTamu;

CtpaHuua 36 us 74



n) hopMbl BhIMyCKa NIEKapCTBEHHOIO Npenapara;

M) ykasaHue (npu HeobXoAMMOCTM) OCODEHHOCTEW OENCTBUS JeKapCTBEHHOrO npenapaTta npv MepBOM
npvemMe Unun nNpu ero OTMeHe;

H) CBELEHUS O BO3MOXHOM BIUSIHUM JIEKAPCTBEHHOrO npenapaTta Afsi MeAWUUMHCKOrO MPUMEHEHUS Ha
CMOCOBHOCTL YNpaBNATb TPAHCMOPTHBIMK CpeacTBaMu, MEXaHU3MaMU;

0) CPOK rogHOCTU W yKa3aHue Ha 3anpeT MpUMEHEHUsl NEeKapCTBEHHOrO rnpenapaTta Mo UCTEYEHUN Cpoka
rogHoCTH;

MN) YCroBUsSI XpaHeHWs;

p) YCNoBUS OTMyCKa;

2) cocTaBa NekapCTBEHHOro npenapaTa Ans MeLULMHCKOTO NPUMEHEHUS;

3) M3MeHeHMs MecTa NPOM3BOACTBA NIEKAPCTBEHHOIO Npenaparta A5 MEQULMHCKOTO NPUMEHEHUS;

4) n3aMeHeHUs1 NoKkasaTernen ka4yecTsa fiekapCTBEHHOrO npenapaTa Anst MegULMHCKOrO NPUMeEHeHNs 1 (1nw)
MEeTOAO0B KOHTPOrsi KayecTBa NekapCTBEHHOro npenapaTa aAns MeguLMHCKOro NpuMeHeHus:;

5) nameHeHus1 cpoka rofHOCTU flekapCTBEHHOMO npenaparta Afs MegULUHCKOrO NPUMEHEHUS;

6) cBeeHnin 0 HeOOXOANMOCTM BHECEHNSI UHBLIX U3MEHEHWI B MHCTPYKLUMIO NO MEAULMHCKOMY MPUMEHEHUIO
NleKapCTBEHHOrO npenapaTa, a Takke B MHble [AOKYMEHTbl, COAepXalluMecsi B PerMcTpauuoHHOM [OCbe Ha
3aperMcTpUpoOBaHHbIA NeKapCTBEHHbIA npenapat. [lpyM 3TOM pelleHne O MpPOBEeAEHUM IKCNepTM3bl KadvecTBa
NEeKapCTBEHHbIX CPEACTB U (Unn) 3KCNEePTU3bl OTHOLLEHUS OXMOAEMOW NOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
J1IeKapCTBeHHOro npenaparta and MeanuuHCKOro npuMmeHeHma npuHmMaeTcAa B COOTBETCTBUU C yTBep)K,D,eHHOVI
YNONHOMOYEHHbIM dhefieparnibHbIM OpraHOM MCMOMHUTENbHOW BNAcTK krnaccudmkaunen M3MeHeHun, BHOCUMbIX B
OOKYMEHTbI, coAeprKalmecs B permncTpaLmoHHOM 4OCbe Ha 3aperMcTpMpoBaHHbIN NIeKapCTBEHHbIN Npenapar.
(4acTb 2 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. C 3asBneHMemM O BHECEHUN U3MEHEHWUN B OOKYMEHTbl, coaepXalumMecs B permcTpauyMoHHOM JOoCbe Ha
3aperMcTpupoBaHHbIA NEeKkapCTBEHHbIN npenapaTt Ans MeAWUMHCKOro NPUMEHEHWs, Hapsgy C AOKyMeHTamu,
YKa3aHHbIMU B 4acCTu 1 HaCTOﬂU.leVI CTaTbW, 3adABUTENb MNpeacTtaBnAaAeT Konun OOKYMEHTOB, noatBepXaarolnx
ynnarty FOCyﬂapCTBeHHOVI NOoWwnnHbl 3a BHECeHMe B OOKYMEHTbI, cogepXalineca B permctpaunoHHOM Oocbe Ha
3aperncTpMpoBaHHbIA FIEKAPCTBEHHbLIA npenapaTt Afs MEAUUMHCKOro MNPUMEHEHUs!, U3MEHEHWUN, TpedyoLnx
NpoBeAEeHNSA 3KCMEPTU3bl NEKAPCTBEHHbIX CPEACTB B YaCTM IKCNepTU3bl KayecTBa NeKapCTBEHHOro cpeacrea u
(Mnn) akcnepTUsbl OTHOLLEHNS OXMAaEeMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOMO npenapaTta
ONA MeauUMHCKOrO MPUMEHEHUS, rOCy4apCTBEHHOW MOLWNUHBI 32 BHECEHWEe B AOKYMEHTbl, Coaepalimecs B
pPerncTpaumMoHHOM [OCbe Ha 3aperycTpupoBaHHbIA NEeKapCTBEHHbIM npenapaTt Ans MeOWUUHCKOrO MpUMEHEHWS,
N3MEeHEeHW, He TpebyloWnx NpoBedeHUs SKCNepTu3bl NEKapCTBEHHOro cpeacTtaa, NnMbo Bnpase nNpeacTaBuTb Mo
COOCTBEHHON WHULUMATMBE YKal3aHHble [AOKYMEHTbl. B cnyyae wx HenpeacTaBneHust  YNONHOMOYEHHbIN
hedeparnbHbIN OpraH UCMOMHUTENBbHOW BNacTu NpoBepseT akT ynnatbl rocygapCTBEHHbIX MOLWSIMH 3asBUTENEM
NMOCPEACTBOM  UCMOMb30BaHMA MHGopMaumMm o6 ynnate rocydapCTBEHHbIX MOLUMMH, cogepKallencs B
"ocyoapcTBEHHON MHOPMAaLMOHHON CUCTEME O roCY4apCTBEHHBIX M MyHULUMNANbHbIX NnaTtexax, Ha OCHOBaHWUU
NpeacTaBneHHbIX 3asiBUTENEM KON OKYMEHTOB, NOATBEPXKAAOLMNX yNnaTy rocy4apCTBEHHOM NOLLSTMHBI.

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

4. B TeyeHve pecATn paboumx OHEW CO OHA MNOCTYMNSIEHMS1 YKa3aHHOro B 4actu 1 HacToswen craTtbu
3a8BNeHNs N HeOOXOANMbIX JOKYMEHTOB YMOMMHOMOYEHHbIM doefeparnbHbli OpraH UCMOMHUTENBbHON BNACTU:

1) npoBOOMT MNPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBEAEHUW, COAEPXKALLUMXCH B NPeAcTaBEeHHbIX
3adBuTENEM MaTepuanax;

2) MpPUHMMAaET pelleHVe O MPOBEAEHUN YKa3aHHbIX B 4acTM 2 HaCTOALWEN CTaTbyM COOTBETCTBYHOLLUX
3KCMEepTM3 NEKapCTBEHHOIO cpeAcTea unm ob oTkase B X NPOBEAEHWM;

3) yBeAOMNSET B 3MEKTPOHHOW UM MUCbMEHHOW hopMe 3asBUTENSA O NPUHATOM PELUEHU UM B Criyvae
NPUHATUSA peLleHns o6 OTKa3e B NPOBEAEHNN COOTBETCTBYIOLLEN SKCNEPTU3bI C YKa3aHNEM MPUYMH TaKkoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbisiBNeHUS HeOOCTOBEPHOCTM CBEAEHUN, COAEpPXKaLUUXCA B NPeACTaBlEHHbIX 3asBUTENEM
MaTepuanax, yrnoriHOMOYEHHbIN dpefepanbHbii OpraH UCNONHUTENBHOW BNAcTU HanpaBnseT 3asBUTENO 3anpoc
00 YTOYHEHUW yKa3aHHbIX CBeAeHWN. [JaHHbIN 3anpoc MOXET ObiTb NepegaH YNonHOMOYEHHOMY MpeacTaBUTENIO
3a8BMTENS NNYHO MO PacnuvCKy, HanpaereH Mo NoyTe 3aka3HblM MUCbLMOM WM NepefaH B 3NIEKTPOHHOW dhopme
Mo TENEeKOMMYHWKALUMOHHBIM KaHanam cBsA3n. B cnyyae HanpaBneHusl gaHHOrO 3ampoca Mo MnoyTe 3akasHbIM
NMMCbMOM OH CYUTAETCS MOMYYEHHbIM MO UCTEYEHUN LLECTU OHEWN C AaTbl HANpPaBeHNs 3aka3HOro NMcbma.

(yacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3asgBuTtenb o00s3aH nNpeacTaBUTb OTBET HA 3anpoc YNOMHOMOYEHHOro dhedepanbHOro opraHa
WCMOMHUTENBHOW BractTu B CPOK, HE MpPEeBbILAOWMA OEeBAHOCTa paboymx OHEW CO OHS MOMYYEHUS AaHHOro
3anpoca. Cpok, yKasaHHbIA B 4acTu 4 HacCTOsILLEN CTaTbW, MPMOCTAHABMNMBAETCS CO AHSA HAMpPaBreHUs 3asiBUTESTIO
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3anpoca YnonHOMOYEHHOro defepanbHOro opraHa MCNOMHUTENbHOW BNacTu A0 OHS MOMydYeHUss UM OoTBeTa Ha
OaHHbIN 3arMpoC U He Y4uTbiBAeTCA MNPU WCYUCMEHWU CPOKA MPUHATUSA pELUeHWS O BHECEHWU W3MEHEeHU B
OOKYMEHTbI, coAepXKalimecs B perucTpauvoHHOM [0Cbe Ha 3aperncTprpoBaHHbIV NeKapCTBEHHbIN npenapaT Ans
MEeONLIMHCKOrO NPUMEHEHWS.

(4acTb 4.2 BBegeHa PepepanbHbIM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHueM ansi oTkasa B NPOBEAEHUWN yKa3aHHbIX B YacTU 2 HACTOSILLEN CTaTbW IKCNEPTU3 ABMSETCH
npeacTaBneHne [AOKYMEHTOB, MEpPeYUCrieHHbIX B 4YacTax 1 m 3 HacTodwew cTatby, B HENOMHOM obbeme,
HenpeacTaBneHve 3asiBUTENEM B YCTAHOBIEHHbIA CPOK OTBETA Ha YyKa3aHHbI B 4YacTu 4.1 HacTosilen ctaTbu
3anpoc  YMnorHOMOYEHHOro bedepanbHOro opraHa WCMOMHWUTENbHOMW BMacTW, a Tawkke OTCYTCTBUME B
npeacTaBneHHbIX OKYMEHTaxX AOCTaTOMHbIX CBEAEHWA, NOATBEPXKAAOLWMX HE0OX0OUMOCTb BHECEHUS] UBMEHEHMWN,
Unn oTcyTCTBME MHGOPMaLNW, NOATBEPXKAAOLWEN (haKT ynnaTbl FOCy4apCTBEHHbIX MOLUSNH, YKa3aHHbIX B YacTu 3
HaCTOsILLEN CTaTbW.

(B pea. PepepanbHbIx 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

6. YKasaHHble B YaCTu 2 HACTOsILLEN CTaTbW 3KCNEpPTU3bl MPOBOASTCA B NOPSAKE, YCTAHOBMEHHOM CTaTben
23 HacTtosiwero PenepanbHOro 3akoHa.

7. B cpok, He npeBbllaoWmin AecaTn paboumx gHEN Co AHA NOMyYeHWs 3aKioHeHMN KOMUCCUIA SKCEPTOB NO
pe3ynbTataM yKas3aHHbIX B 4acTW 2 HACTOSLEN CTaTbM JKCNEPTWU3, YMONHOMOYEHHbIV dheaepanbHbli OpraH
NCMONHUTENBHOW BMNAcTw:

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) NpYHUMaET peLleHne O BHECEHUN U3MEHEHUI B JAOKYMEHTbI, COAEPXaLUMECs B PErMCTPaLMOHHOM O0Chbe
Ha 3aperncTpMpoBaHHbIN NEKapPCTBEHHbIN Npenapar ANs MeAULMHCKOrO NPUMEHEHNs, unn 06 oTkasze BO BHECEHUU
Taknx N3MeHeHun;

2) BHOCWUT B rOCYOapCTBEHHbIN PEECTP NEKAPCTBEHHbLIX CPEACTB Ha OCHOBAHWUWU PELUEHUS O BHECEHUU
N3MEHEHWUA B LOKYMEHTbI, COAepXKallUMecss B PErMCTPaLUOHHOM J0Cbe Ha 3apermcTpUpoOBaHHbIN NEKAPCTBEHHBIN
npenapar 4ns MeauLUMHCKOro NpMMEeHeHNs1, HeobXoaMMbIE N3MEHEHWST U BO3BPALLAET MX 3asBUTENIO;

3) BblOaeT 3asBUTEMO HOBOE PErMCTPaLMOHHOE YOOCTOBEPEHWE FEeKapCTBEHHOrO npenapata B cry4vae
N3MEHEHWsi CBEAEHWIN, CoAepXKaLlnXcs B HEM.

(n. 3 BBeaeH PeaepanbHbiM 3akOoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHveM Onisi O0TKasa BO BHECEHWUM W3MEHEHWM B AOKYMEHTbl, COAepXallnecss B pernctpaumoHHOM
OOCbe Ha 3aperucTpupoBaHHbI MEeKapCTBEHHbLIM MpenapaT ANnd  MEOWUMHCKOro MpUMEHEHWs, SBrseTcs
3aKMYeHne YnosTHOMOYEHHOrO begepanbHOro opraHa WCMOMHUTENBbHOW BRactu O BO3MOXHOCTU  CHVDKEHMS
©e3onacHoOCTH, KayecTBa, 3PPEKTUBHOCTU NIEKAPCTBEHHOrO CPEACTBA B Cly4Yae BHECEHUSA TaknMxX U3MEHEHWUNA.

9. Jonyckaetcs obpalleHne nekapcTBEHHbIX MpenapaTtoB AN MEeOUUUHCKOrO MPUMEHEHUS 0O UCTeYeHus
CpoKa ro4HOCTU, NPOU3BEAEHHbBIX B TEYEHME CTa BOCBMWAECATU AHEW nocne aTbl MPUHATMSA YNOSTHOMOYEHHbIM
hegeparnbHbIM OPraHOM UCMOMHUTENBHOW BNACTU PELUEHNSs O BHECEHUW U3MEHEHUI B OKYMEHTbI, cogepxalumecs
B permcTpauMoHHOM [OCbe, B COOTBETCTBMU C MHOPMaUUEN, CoaepKallencs B JOKYMEHTaxX perncrpauuoHHOro
J0Cbe Ha fnekapCTBEHHbIN Npenapar 40 AaTbl NPUHATUA Takoro peLLeHuns.

(vacTtb 9 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsn 31. BHeceHne W3MEHEHMA B [OOKYMEHTbl, COAepXalumecs B pPerucTtpauuoHHOM [OCbe Ha
3aperMcTpupoBaHHbI NeKkapCTBEHHbIM NpenapaT AN BETEPUHAPHOIO NPUMEHEHUS

1. B uensix BHECEHUS W3MEHEHWA B [AOKYMEHTbl, codepXalmecss B PEernmcrpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIA NIEKAPCTBEHHbIN NpenapaTt Afis BeTepMHapHOro NPUMEHEHUs, OepXxaTenb Wunv Bragenew
PerMcTpaumMoHHOro yaoCTOBEPEHUS NIEKapCTBEHHOrO npenaparta uUnu yrnosTHOMOYEHHOE MM OpYroe ipuanyeckoe
nvuo (Oanee B HacToslen cTaTbe - 3adABUTENb) MNPEACTaBnAeT B YMNOIHOMOYEHHbIN dhenepanbHbIi OpraH
WCMOMHWUTENBHOWN BNACTW 3asBlIEHNE O BHECEHUM Taknx U3MeHeHui no hopme, yCTaHOBNEHHOW YNOMHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONMHUTENBHOW BNACTW, U NMPUMOXEHHbIE K HEMY M3MEHEHUS B YKa3aHHbIE JOKYMEHTHI, a
TakKe [AOKYMEHTbl, noATBepXgawwue HeoOXOOMMOCTb BHECEHUSA Takmx MW3MeHeHun. [puHsaTue pelleHus o
BHECEHUM TaKMX U3MEHEHMIN NN 00 OTKa3e B UX BHECEHUW OCYLLIECTBNSETCA B CPOK, HE NMPEBbILIALLNA AEBAHOCTA
pabounx AHEN CO AHSA MPUHATUSA YMOSTHOMOYEHHbIM ddefeparnbHbIM OPraHOM MCMOSTHUTENbHOW BRacTu 3asiBNeHus
0 BHECEHUWN TaKNX N3MEHEHUN.

(B pea. PegepanpHoro 3akoHa ot 13.07.2015 N 241-93)

2. B cnyyae BHeECEHUSI U3MEHEHWA B [OOKYMEHTbl, COAepXallnecss B pPEerucTpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIA JTIEKAPCTBEHHbIN MpenapaTt AN BETEPUHAPHOro MPUMEHEHUsI, B OTHOLLEHUW CBEAEHWUMN,
yKa3aHHbIX B nognyHktax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 4yactm 3 ctatbu 17 Hactoswero degepansHOro
3aKOHa, U3MEHEHUS U (MNM) AOMOSTHEHMS MPOU3BOACTBEHHOM MNOLLAAKU FEeKapCTBEHHOIO CPEACTBa, a Takke B
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crny4vae U3MeHeHMUs! NoKasaTernen kavyecTsa JIeKapCTBEHHOIO npenapaTta Afs BETEPUHAPHOTO NPUMEHEHUSA U (MnK)
METOAOB KOHTPOMs KayecTBa JIEKapCTBEHHOro Mpenapata Ans BeTEepUMHAPHOro MNPUMEHEHWUs NPOBOAMTCS
3KCrepTM3a NeKapCTBEHHOrO CpeacTBa Ans BETEPUHAPHOro NpUMeHeHusl. B cnyvyae HeobXxogMMOCTU BHECEHWS
WHbIX M3MEHEHM B [LOKYMEHThbl, codepXalinmecs B PerucTpauMoHHOM [OCbe€ Ha 3aperMcTpUpOBaHHbLIN
NeKapCTBEHHbI npenapaTt O BEeTEPUHAPHOro MPUMEHEHUs, 3KCMepTM3a JEeKapCTBEHHOr0 CpencTBa  Ans
BETEPMHAPHOIO NPMMEHEHMS HE NPOBOAUTCS.

(B pea. PenepanbHbIx 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. C 3asBneHMemM O BHECEHUN N3MEHEHWUI B OOKYMEHTbI, COAEpXKaluMecs B PermcTpauMoHHOM OOCbe Ha
3aperMcTpMpOBaHHbIA NIEKAapCTBEHHbLIA MNpenapaTt AN BETEPUHAPHOrO MPUMEHEHWS, Hapsdy C OOKYMEHTaMu,
ykasaHHbIMM B 4acTu 1 HacToswewn cTaTbl, NPeacTaBnAlTCA [OOKYMEHTbI, MOATBEPXAalOWmMe ynnaty
rocygapCTBEHHOM MOLWWSMHbI 3a BHECEHME B [OOKYMEHTbI, cogepXalnecs B PerucTpauMoHHOM [OCbe Ha
3aperMcTpMpoOBaHHbIA NIEKAPCTBEHHbIN NpenapaT AN BETEPUMHAPHOTO MPUMEHEHUS], U3MEHEHW, TpebyoLmx
NpOBEAEHMST 3KCMEPTU3bl JNIEKApPCTBEHHOro cpeacTBa AN BETEPUHAPHOrO MPUMEHEHUS, UMW U3MEHEHWUN, He
TpebyoLLMX NpoBeeHNs SKCNePTU3bl NIEKaPCTBEHHOIO CpeacTBa A1 BETEPMHAPHOTO NPUMEHEHMS.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

4. B cpokK, He NpeBblalLLnii Aecat pabounx gHeln co AHS NOCTYNNEeHUs yKasaHHOro B YacTu 1 HacTosLen
cTaTbM 3asiBMEHUs U HeoOXOAMMbIX [OOKYMEHTOB, YMOSTHOMOYEHHLIN deaepanbHbii OpraH WCMONMHUTENbHON
BNacTu:

1) npoBOAMT NPOBEPKY MOMHOTbI M [OCTOBEPHOCTM CBELAEHWUA, COAepXKaliMxcs B NPeAcTaBreHHbIX
3asBMTENEM AOKYMEHTax;

2) npuHMMaeT pelleHne O MpPOBEAEHUN 3IKCMNEepTU3bl FeKapCTBEHHOIO cpeactea [Afsi BETEePUMHAPHOro
NpUMeHeHust unun ob oTkase B ee NpoBeaAeHUN;

3) yBegomnseT B NUCbMEHHON hopme 3asdABUTENS O MPUHATOM peLleHUn UK B criydae NpUHATUS peLleHus
06 OoTKase B NPOBEAEHUN IKCMEPTU3bl NEKAPCTBEHHOro cpeacTea Ansl BETEPUHAPHOro NpUMEHEHUs C yKasaHuem
MPUYMH TaKoro OTKasa.

5. OcHoBaHveM [Anisi OTKasa B MPOBEAEHUWN 3KCNepTU3bl NEeKapCTBEHHOro CpeacTBa Afsl BeTepUHapPHOro
NPUMEHEHNS 9BNAETCS npeacTaBneHne AOKYMEHTOB, YKa3aHHbIX B 4acTsax 1 n 3 HacToswen ctatbu, B HEMOSTHOM
obbeme unuM OTCYTCTBME B MPEACTaBMEHHbIX [OOKYMEHTax [AOCTaTOYHbIX CBEeAEHWW, MOo4TBEPXKOatoLwmx
HeobX0aMMOCTb BHECEHUSI U3MEHEHU.

6. OkcnepTun3a nekapCTBEHHOIO CPEeACTBa AN BETEPMHAPHOrO NPUMEHEHNS B LieMsiX BHECEHUS U3MEHEHUI B
OOKYMEHTbI, CoAepKallmMecs B perMcTpaumoHHOM A0Cbe Ha 3aperMcTpypoBaHHbIA NeKapCTBEHHbIM npenapaTt Ans
BETEPMHAPHOIO NPUMEHEHWsi, OCYLLEeCTBMSETCA B Mopsdke, YCTAaHOBMEHHOM CcTaTben 24 HacTosLero
depnepanbHOro 3akoHa.

6.1. B cpok, He npeBblwatoLwmi NAT paboynx gHEN CO AHSI NONYyYEeHUS 3aKMYEHUS KOMUCCUMN SKCMEPTOB MO
pesynbTataMm YKa3aHHOMW B 4YacTuM 2 HaCTOsILEWN CTaTbM 3KCMEepTM3bl, YMONHOMOYEHHbIA doegeparnbHbld opraH
NCMNOMHUTENBHON BnacTu:

1) NPMHMMaET peLleHrne O BHECEHUM U3MEHEHWUI B JOKYMEHTbI, cogepXalimecs B perucTpaumoHHOM JoCke
Ha 3aperMcTpMpoBaHHbIA NEKapCTBEHHbIN npenapaTt Ans BeTepuMHApHOro npuMeHeHus, unu ob oTka3e BO
BHECEHWUM TaKNX U3MEHEHWN;

2) BHOCWT B rOCY4apCTBEHHbIN pPEecTp JeKapCTBEHHbIX CPeACTB Ha OCHOBAHUWU pPELLUEHUS O BHECEHWUU
M3MEHEeHWU B JOKYMEHTbI, cogepXalimecs B perucTpaumMoHHOM OCbe Ha 3aperncTpupoBaHHbIN NeKapCTBEHHbIN
npenapat Ans BETEPUHAPHOro MPUMEHEHUs, Heobxogumble W3MEHEHUs W BO3BpalaeT 3TU  OOKYMEHTbI
3asABUTENIO.

(4acTb 6.1 BBegeHa degepanbHbIM 3akoHOM OT 22.10.2014 N 313-93)

7. OcHOBaHMEM M1 OTKa3a BO BHECEHWUM U3MEHEHWUIN B LOKYMEHTbI, COAEepXXalluMecs B pernctpauMoHHOM
JOCbe Ha 3aperMcTpupoBaHHbIA NEKApPCTBEHHbIN Mpenapat O BEeTEPUHApPHOro MPUMEHEHUS, SBMSETCH
3aKMYEeHNe YMOSTHOMOYEHHOTO henepanbHOro OpraHa WCMOMHWUTENBHON BAACTM O BO3MOXHOCTU CHUXEHWUS
BGesonacHocTn, KadecTBa, 3D(EKTMBHOCTM NEKAPCTBEHHOIO Mpenapata Ans BEeTEepUHapHOro MPUMEHEHUA B
crny4ae BHECEHUSI UBMEHEHWI B yKa3aHHbIE JOKYMEHTHI.

8. [onyckaeTca obpalleHne nekapCTBEHHbIX MpenapaTtoB Af1 BETEPUHAPHOIO NPUMEHEHUS OO0 UCTEYEHMS
CpoKa rO4HOCTU, NPOM3BELAEHHBIX B TEYEHME CTa BOCbMUAECATM AHEN Mocre AaTbl NPUHATUS YMOSTHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMONMHUTENBHOW BNACTU PELUEHNST O BHECEHUW U3MEHEHUI B [OKYMEHTbI, CoAepX)aLlmecs
B permctpauMoHHOM OOCbe Ha NeKapCTBEHHLIN NpenapaT, B COOTBETCTBUM C MHbOpMaUMEN, COAepKallenca B
OOKYMeHTax permcTpaumMoHHOro 4OChEe Ha NlekapCTBEHHbIV Npenapar A0 AaTbl NPUHATUS Takoro PeLLeHuUs.

(4acTb 8 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 32. OTMeHa rocygapCTBEHHOWN perncTpaummn NekapcTBEHHOro npenapara
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PeweHne 06 o0OTMeHe rocydapCTBEHHOW permcTpaumMm IeKapCTBEHHOro mnpenapata W UCKITHYEHUN
NeKkapCTBEHHOIO Mpenapata W3 T[OCYLAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeacTB  MPUHUMAaETCS
YMNONMHOMOY€EHHbLIM hefepanbHbIM OpraHoM UCMOSTHUTENbBHOW BMacTu B Cry4vae:

1) npefcraBneHnst COOTBETCTBYIOLLMM YMNOTHOMOYEHHbIM dhedepanbHbIM OpraHoM MUCMOMHUTENBHON BRacTu
3aKMOYeHNss O pucke unuM 00 Yyrpo3e 340pOBbI0, JKM3HM YenoBeka WM >KUMBOTHOMO Npu  NPUMEHEHWU
NeKkapCTBEHHOrO npenaparta, npeBblwakwmnx ero 3a@EeKTMBHOCTb, MO pe3yrbTaTaM OCYLLECTBIISAEMOrO UM
MOHUTOpPMHra 6e30nNacHOCTM NleKapCTBEHHOIO Npenapara;

2) nogayn gepxatenem wnv BriagenbLeM PermcTpalMoHHOro Y4OCTOBEPEHMS FIEKAPCTBEHHOMO npenapara
WU YNONTHOMOYEHHBIM UM LPYTMM IOPUOUYECKUM NULIOM 3asiBNieHnst 00 OTMeHe rocydapCTBEHHOW perncrpauum
rNlekapCTBEHHOro npenapaTa;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HenoaTBepXAEHUSI rOCydapCTBEHHOW pervcTpaumm fekapCTBEHHOro npenapaTta Mo UCTEYEHUW Cpoka
OEeNCTBUS PerncTpaunoHHOro YAOCTOBEPEHUS], BblAAaHHOIO Ha NATL NeT;

4) HenpencTaBreHUs 3asiBUTENEM WHGOpPMaUMK, KoTopasi MOXeT noBrnevb 3a coboli HeobxoanmocTb
BHECEHWUS] U3MEHEHWA B [OKYMEHTbl, COAEpXalLUMecsi B PEerMcTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
NlekapCTBEHHbIN Npenapar, B TeyeHue TpuaLaT paboumnx gHen co AHS HaCTYMNEeHUst 3TUX U3MEHEHWI;

5) ocylecTBneHNss rocygapCTBEHHOW perucTpaumMnm nekapCTBEHHOrO npenapata Mo4  TOProBbIM
HaMMeHOBaHWEM 3apermcTpMpoBaHHOrO paHee NoA 3TUM TOProBbiIM HaMMEHOBaHWEM NEeKapCTBEHHOro npenaparTa,
OTNMYaloLLLErocs KaYeCTBEHHbLIM COCTABOM AENCTBYHOLLMX BELLECTB;

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6) OCyLLEeCTBreHMsI FOCydapCTBEHHON perncTpaumMn 3asiBUterieM OOHOr0 M TOro Ke JlekapCTBEHHOro
npenapaTa nog pasnuyHbIMKU TOProBbIMM HAMMEHOBaHUSIMU;

7) BblHECEHMSI CYAOM pELUEHMS1 O HapylleHuM npaB npaBoobnagaTensi OGBHLEKTOB WHTENNeKTyanbHOn
cobCcTBEHHOCTM NpK obpalLLeHn NekapCTBEHHbIX CPEACTB;

8) oTcyTCcTBMA NekapCTBEHHOro npenaparta B obpaweHun B Poccuiickon denepauum B TedeHue Tpex u
bonee ner;

(n. 8 BBeaeH PeaepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

9) HeBbINOMHEHMA AepxaTeneMm WnuM BnagenbLemM perncTpauMoHHOro YAOCTOBEPEHUS feKapCTBEHHOMO
npenapata nvMbO YMOMHOMOYEHHLIM UMW OPYTUM  HOPUOANYECKMM NULOM  MeponpuaTtvn no obecnevyeHuto
Bes3onacHOCTM neKapCTBEHHbIX MpenapaTtoB, YCTAHOBMEHHbIX YMOMHOMOYEHHbIM dedeparnbHbiM  OpraHoMm
NCNOSTHUTENbHOM BMacT B COOTBETCTBMM C 4vacTsmu 3 n 4 ctatbn 64 Hactosiwero depepanbHOro 3akoHa, B
pamMKax OCyLleCcTBeHns hapMakoHaa3opa;

(n. 9 BBeaeH PeaepanbHbiM 3akOoHOM OT 22.12.2014 N 429-93)

10) oTkasa gepxaTtensd wnv Bnagenbua perncTpaumoHHOro YAOCTOBEPEHWS IeKapCTBEHHOro npenapara
nnbo ynornHOMOYEHHOro WMW OPYroro pUAMYECKOro nuua OT BHECEHUS W3MEHEHU B  MHCTPYKUMIO MO
NMPUMEHEHMIO NEKapCTBEHHOro Mnpenapara, KacalWMXCA HOBbIX MOATBEMKAEHHbIX AaHHbIX O TOM, YTO PUCK
NpUYMHEHNs Bpeda 300pOBbIO YernoBeKka WM KMBOTHOTO BCNeacTBME Mpuema JiekapCTBEHHOro mnpenapara
npeBbIlWaeT 3PPEKTUBHOCTb Er0 NPUMEHEHUS.

(n. 10 BBegeH depeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Ctartbs 33. ocygapCcTBEHHBIN peecTp NeKapCTBEHHbIX CPeaCTB

1. F'ocynapCTBEHHBIN PEECTP NEKAPCTBEHHbLIX CPEACTB COOEPXKMT NepeyveHb NEKApCTBEHHBLIX MpenapaTos,
npoLLelnx rocyaAapCTBEHHYIO PerMcTpaumio, nepeveHb hapmaueBTUYecKMX cybCcTaHUMi, BXOOSLWMUX B COCTaB
NeKapCTBEHHbIX NpenapaToB, U CNeayLLY0 MHHOPMaLMIO:

1) B OTHOLUEHMWN NNEKAPCTBEHHBIX NPenapaTos.:

a) HauMeHoBaHWE NEKAPCTBEHHOrO npenapaTta (MexXayHapo4HOe HenaTeHTOBaHHOE, MM TPyNMMPOBOYHOE,
U XMMUYeCKoe 1 TOProBoe HaMMeHOBaHWS);

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHasi opMa C YykasaHWEM [O3UPOBKW FEeKapCTBEHHOro npenapata W ero KonuyecTtBa B
NoTPebUTENbLCKOM YNaKOBKE;

B) HauMeHOBaHve JepxaTens wnv Bragenbua pPerucTpauuMoHHOro YOOCTOBEPEHUS FeKapCTBEHHOMO
npenapara;

(nn. "B" B pea. degepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
r) HAMMEHOBaHWE N agpec NPOM3BOANTENS NEKAPCTBEHHOIO Npenapara;
a) hapmakoTepaneBTUyeckas rpynna, koA NeKkapcTBEHHOTO npenapara no
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aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Krnaccudukaumm,  pekoMeHOoBaHHoW  BcemwupHoM — opraHusaumen
3[paBOOXPAHEHMS;
(nmn. "g" B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

€) NoKasaHus U NPOTUBOMNOKa3aHWUsI K MPUMEHEHMIO NNEKAPCTBEHHOIO NpenapaTa;

) NoBOYHbIE AENCTBUS NEKAPCTBEHHOMO Npenapara;

3) CPOK rOAHOCTM NEKAPCTBEHHOIO NpenapaTa;

N) YCNoBUS XpaHEeHWs NekapCTBEHHOIO NpenapaTa;

K) yCrnoBusi OTMycKa NleKapCTBEHHOro Npenapara;

n) Homep hapMakonenHon ctaTbl UK B Criydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW JOKYMeHTauun nmbo
HOPMAaTUBHOTO AOKYMEHTA;

M) AaTta rocygapCTBEHHOW perMcTpaumm NekapCTBEHHOrO Npenaparta U ero perMcTpauMoHHbIn HoMep, gaTa
3aMeHbl PErMcTpaumMOHHOIO YAOCTOBEPEHUs] NEeKapCTBEHHOro mnpenapata Ha 6eccpoyHoe perncrpauyoHHoe
yOOCTOBEPEHNE NEKAPCTBEHHOro npenaparta, gaTa nogavv 3asiBreHnst O MOATBEPXXAEHUU roCcynapCTBEHHON
perMctpaumMm nekapCcTBEHHOrO npenapaTa, Aata OTMeHbl rOCyAapCTBEHHOW pervctpaummM nekapCTBEHHOrO
npenapara;

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbIA COCTaB M KOJNMYECTBEHHbLIA COCTaB LEMWCTBYHOLLMX BELLECTB M Ka4YeCTBEHHLIN COCTaB

BCMOMOraTerbHbIX BELLECTB fIeKapCTBEHHOrO Npenapara;
(nn. "H" BBeaeH ®eeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

0) nHopmaums 060 Bcex paspeLleHHbIX Bruaax BTOPUYHON (NOTpebuTenbcKom) ynakoBKy;
(nn. "o" BBeaeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) pata npUHATUS peLleHusl O BO3MOXHOCTM paccMaTpyBaTb JIeKApCTBEHHbI npenapaTt  npu
rocygapCcTBeHHON perMcTpaumm B kayectee opcaHHOro nekapCTBEHHOrO Npenapara;
(nn. "n" BBeaeH ®egepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

p) Hanuune nekapcTBEHHOro npenaparta B NepeyHe KNU3HeHHO HEOOXOAMMBIX U BaXKHEMLLUMX JIeKapCTBEHHbIX
npenaparos;

(nn. "p" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

C) HanmuuMe B NEKapCTBEHHOM npenapaTte HapKOTUYECKUX CPEACTB, MCUMXOTPOMHbIX BELeCcTB M KX
NPEKYpCcopoB, noanexawux KoHTpomnto B Poccuiickon Pepepauumn, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuinckon depepaumn, mexayHapogHbeiMu goroBopamm Poccuiickon depgepaumm, B ToM uucne EpuHon
KOHBEHLIMEN O HapkoTuyeckux cpeacteax 1961 roga n KoHBeHUmMEN 0 NCMXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

T) MHopMaUusa O TOM, SBMSAETCS NN OaHHbIA NEKAPCTBEHHLIN npenapaTt pedepeHTHbIM NEKAaPCTBEHHBIM
npenapaTom;

(nn. "T" BBeaeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

y) cBegeHus O nogadye 3asiBNEeHUs O BHECEHWM W3MEHEeHUN B [OKYMEHTbl, coaepxalimecs B
perncTpaumMoHHOM 0Cbe Ha flekapCTBEHHbIN Npenapar;

(nn. "y" BBegeH PenepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlIntoc: npumevaxme.

WHdopmaumsa 0 B3aMMO3aMEHSIEMOCTU JlIeKapCTBEHHbIX NpenapaToB Ans MeOULMHCKOTO NPUMEHEHUS
MOAMNEXWUT BKIIOYEHNIO B T[OCYOAPCTBEHHbIN peecTp fekapCTBeHHbIX cpedctB ¢ 1 guBapa 2018 roga
(PepepanbHbIv 3akoH oT 22.12.2014 N 429-03).

) cBedeHVs 0 B3aMMO3aMEHAEMOCTI NEKAPCTBEHHOIO Npenapara;
(nn. "d" BBegeH PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

X) CPOK BBEAEHUS NTEKAPCTBEHHOTO Npenapara B rpaXgaHCckuin obopor;
(mn. "x" BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2) B OTHOLWIEHMN (hapMaLEeBTUYECKNX CyOCTaHUMI:

a) HaMMeHOBaHMe apMaueBTUYECKOM CyOCTaHuuM  (MeXZyHapogHOe  HenaTeHTOBaHHOe,  UNu
rPynnMpOBOYHOE, UM XMMUYECKOE N TOPrOBOE HAaMMEHOBaHUS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

0) HaumeHoBaHVe 1 agpec Npon3BoANTENS hapmaLeBTUYECKON cybcTaHuuy;

B) CPOK ro4HOCTM hapMaLeBTUYECKOWN CybCTaHLmK;

r) ycnoBus xpaHeHus bapmaueBTuyeckon cybctaHumuy;

) Homep hapmakonerHoW CTaTbX UMK B CriyYae ee OTCYTCTBUSI HOMEP HOPMATUBHOW OOKyMEHTauun nnbo
HOPMaTUBHOTO AOKYMEHTA;
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e) Hanuune dapmaueBTUYECKON cybCTaHLMN B NepeYHe HAPKOTUYECKUX CPEACTB, NCMXOTPOMHbLIX BELLECTB U
UX NpeKkypcopoB, nognexaimx KoHTponto B Poccumrckon Pefepauumn, B COOTBETCTBUW C 3aKOHOLATENbCTBOM
Poccuinckon ®depepaumu, MexayHapoaHbiMu goroBopamu Poccuiickon depepaumn, B ToM uucne EpuHon
KOHBEHUMEN 0 HapkoTuyeckmx cpeacteax 1961 roga n KoHBeHuUmMen 0 NCMXOTPOnHbIX BewecTBax 1971 roaa.

(nn. "e" BBeaeH PegeparbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTuyeckas cyOcTaHUusl, Npou3BedeHHas [Ons  peanusauun, MoXeT ObiTb BKMOYEHa B
rocyapCTBEHHbIN peecTp NeKapCTBEHHbLIX CPeACTB HA OCHOBaHWM 3asiBNEHUs pa3paboTymka unn npoMsBoguTens
NEeKapCTBEHHOIO CpeAcTBa NMGO YMONTHOMOYEHHOTO VMU OPUAMYECKOTO Nuua Mpu YCrNoBUM MpOBenEeHus B
OTHOLLEHMM TakoM hapMaLeBTUYECKOW CyOCTaHLUMM 3KCMepTU3bl KayecTBa dapMaleBTMYECKOW cyOcTaHuuu B
nopsiike, yCtaHoOBNeHHOM cTaTben 34 Hactosiero ®enepanbHoOro 3akoHa. B oTHoweHuM chapmaueBTUYeCcKnx
cybCcTaHumMin, Npou3BedeHHbIX [AONs  peanusauuMu, B TOCYOAapCTBEHHOM pEECTpe JIEKApCTBEHHbLIX CpencTB
coaepXuTca cnegyowas nHpopmaums:

1) HaumeHoBaHMe dapmaueBTUYECKOM  cyOcTaHuumM  (MexayHapogHoe  HenaTeHTOBaHHOoe,  UIu
rpynnMpoBOYHOE, UMM XMMUYECKOE N TOProBOE HAUMEHOBaHUS);

2) HaMMeHoBaHWe U aapec NponseoanNTens dapmaleBTUYECKON cyOCcTaHLuK;

3) cpok rogHOCTU hapmaLeBTUHECKON CcyOCcTaHuuu;

4) ycnoBwusi XpaHeHUs hapMaLeBTUHECKON CyOCTaHLuW;

5) Homep chbapmakonenHon cTaTby NMGO B Criyvae ee OTCYTCTBUS HOMEP HOPMAaTUBHOW AOKYMEHTauMu unm
HOPMaTUBHOIO JOKYMEHTA;

6) Hanu4une hapmaleBTUYECKOM CyOCTaHLUMM B NEPeYHEe HAPKOTUYECKUX CPeacCTB, MCUXOTPOMHbIX BELLECTB U
nX MpeKypcopoB, nognexaiwimx koHTponto B Poccunckon ®epepaummn, B COOTBETCTBMU C 3aKOHO4ATENbCTBOM
Poccuiickon depepaumn, mexayHapogHbeiMu goroBopamu Poccuiickon depepaumm, B ToM uucne EpguHon
KOHBEHLIMEN 0 HapKoTuyeckux cpeactaax 1961 roga n KoHBeHUmMeEN 0 NCMXOTPONHbIX BewecTBax 1971 roaa;

7) paTa BKnoveHus hapMaueBTU4ECKON CybCTaHLMM B rOCy4apCTBEHHbIA PEECTP NEKapCTBEHHbIX CPEACTB,
[aTa BHECEHUSI UIBMEHEHUI B JOKYMEHTbI hapMaLleBTUYECKON CyOCTaHLmMK, aTa UCKNoYeHs dhapmaLeBTUYECKON
cybcTaHLmMKM N3 rocygapcTBEHHOro peectpa NekapCTBEHHbIX CPeacTB.

(vacTb 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. MNopsgok BegeHWs rocygapCTBEHHOrO peecTpa fekapCTBEHHbIX CPEACTB AN MeAULMHCKOrO NpUMEHEHWs
N NMOpsSAOK BeOeHWs roCcydapCTBEHHOIO peecTpa NEeKapCTBEHHbIX CpeacTB Afs BETEPUMHAPHOTO MNPUMEHEHUs
YyTBEPXAAKTCA COOTBETCTBYHOLLMM YNOITHOMOYEHHbBIM (hbeaepanbHbIM OpraHoM MCMNONMHUTENBHON BNacTy.

Cratbsn 34. BknoyeHne B rocygapCTBEHHLIN pPEEecTp JIeKapCTBEHHbIX CPEACTB W UCKIOYEHME K3
rocya4apCTBEHHOIO peecTpa JleKapCTBEHHbIX CpeacTB hapmaueBTUYECcKOM cybcTaHumMM, NPOM3BEAEHHOW A11s
peanusaumm
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [lna BkntoveHns dhapMaLeBTUYECKON CyOCTaHuMKn, NPON3BEAEHHON ANS peanu3auun, B rocy4apCTBEHHbIN
peecTp NneKapCTBEHHbIX CPEACTB, MPOBOANTCS 3KCMepTn3a ee kavyecTsa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. JkcnepTusa KayecTBa YykasaHHOM B 4acTu 1 HacToswen cratbu dapmaueBTUYEecKom cybcTaHuum,
COCTaBfeHMe KOMMUCCUMEN IKCNEpPTOB 3akiioYeHWn Mo pesynbTaTtam 3TOW 3SKCMepTMsbl M WX HanpaeneHve B
YMNONTHOMOYEHHbIN beaeparnbHbIi OpraH UCMOMHUTENBHOM BacTU OCYLLECTBASAOTCA B CPOK, HE NpPEBbILIAOLLLMNA
wectngecatn paboymx OHEN CO [OHS MOMyYeHUS IKCMEPTHbIM YYPEXOEHMEM COOTBETCTBYIOLLEro 3adaHusi
YNOMHOMOY€EHHOro (hefepanbHOro opraHa UCMOMHUTENBHOW BNacTy U CReayoLWwmnX JOKYMEHTOB:

1) KONUS NULEH3UN Ha MPOWU3BOACTBO JIEKAPCTBEHHbIX CPEOCTB UIMKU KOMUS 3aKIOYEHWst O COOTBETCTBUM
Npon3BoaMTENsl NeKapCTBEHHbIX CpeacTB TpeboBaHWsIM MNpaBui Hagrnexallen npov3BOLCTBEHHOW MPaKTUKK,
BblJAHHbIE YMOSTHOMOYEHHbIM hefeparbHbiM OpraHoOM MCMOMHWUTENBHOW BAacTW, B Criydae, ecnu npov3BOACTBO
nekapCTBEHHOrO npenapara ocyuwiecTtenseTcd B Poccurickon ®egepauuu;

2) Konusi Bbl4aHHOW YMONTHOMOYEHHBbIM OpraHoM CTpaHbl MPOM3BOOMTENS FMLUEH3MM Ha MPOU3BOACTBO
NeKapCTBEHHOIO CPEACTBa U €€ NepeBOA Ha PYCCKUN A3bIK, 3aBEPEHHble B YCTAHOBIIEHHOM MOPSIAKE, M KOMKWS
3aKMIOYEHNsT O COOTBETCTBUM MPOU3BOOUTENS] NEKAPCTBEHHbIX CpPeacTB TPebOoBaHWSIM MNpaBWil Hagnexallen
NpPOM3BOACTBEHHOW NPAKTUKK, BbIAAHHOIO YMONTHOMOYEHHBIM dheAeparibHbIM OpraHoM MCMOMHUTENBHOW BNacTu, B
cny4ae, ecrnv Npon3BOACTBO NEKAPCTBEHHOIO CPEACTBA OCyLLEeCTBNSAeTCH 3a npegenamu Poccuiickon degepaumuy;

3) AOKYMEHT, CoAepaLLmMi crieqyrolmne ceegeHns o hapmaleBTMYeckon cybcTaHumm:

a) HaumeHoBaHWe bapmaueBTUYeCKon cybcTaHLmK, ee CTPyKTypa, obLLme CBOMCTBA;

0) HaMmMeHoBaHWe 1 aapec NPON3BOANTENS;

B) TEXHOMNOIMS NPOM3BOACTBA C OMMCaHUEM CTaAun NMPOU3BOACTBA M METOAOB KOHTPOSMS Ha BCEX CTaausx
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Npon3BOACTBA;

r) onncaHme pa3paboTku npoLecca Npon3BoACTBa;

[) onncaHne KOHTPOIsS KPUTUYECKMX CTafuMIi npoLecca Npon3BoaCcTBa M NMPOMEXYTOYHON MPoayKuum;

€) JOKyMeHTanbHoe nogTeepxaeHune (Banuaauunsa) npoLeccos 1 (Unn) Ux OLEeHKa;

) CBOWCTBA W CTPYKTypa AENCTBYOLLMX BELLECTB;

3) XapakTepucTunka npumecen;

1) cneumndmrkauus Ha hapmaLeBTUHECKY0 CyGCTaHUMIO U ee 060CHOBaHUE;

K) aHanMTu4eckne MeTOOMKM, UCMONb3yeMble MPU OCYLLECTBIIEHNM KOHTPOMsI KayecTBa hapmaueBTUYECKON
cybcTaHumuy;

n) [OKyMeHTanbHOoe MOATBepXAeHWe (Banugauusl) aHanuTUYEeCKUX MEeTOAMK, MWCMOSb3yeMblX Mpu
OCYLLECTBINEHMMN KOHTPONS KadecTBa hapmaLeBTUHECKON CcyOCcTaHuuu;

M) pe3ynbTaTbl aHanu3a cepuin oapmaueBTUYECKON CyOCTaHLuK;

H) nepeyeHb CTaHAAPTHbIX OOpa3sLOB WNN BELLECTB, WUCMOMb3yeMblX MPU OCYLLECTBIIEHUA KOHTPONS
KayecTBa;

0) onu1caHne XxapakTePUCTUK M CBOWCTB YNaKOBOYHLIX MaTeprarnoB M YKYNOpOYHLIX CPeaCTB;

n) gaHHble O cTabunbHOCTU hapmaLeBTUYECKON cybCcTaHLuK;

P) CPOK rO4HOCTMW.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03 (peg. 13.07.2015))

3. [Ina npoBedeHunss 3KCNepTu3bl KadecTBa yka3aHHOW B 4actu 1 HacToswen ctaTbu dhapmaueBTUYECKON
cybCcTaHumMKn 3aaBMTENb NPEACTABSET B YNONMHOMOYEHHbIM defepanbHbli OpraH UCMOMHUTENBHON BNACTU:

1) 3asBrneHMe O BKMYEHMM B TOCYOAPCTBEHHbLI pPeecTp JIeKapCTBEHHbIX CpeacTB  [aHHOM
dhapmaLeBTnYeckon cybctaHumm;

2) Komusi LOKyMEeHTa, noaTBepXKOalowero ynnaTty rocygapCTBEHHOM MOWMMHbI 32  BKMOYEHWe B
rocyaapCTBEHHbIN PEECTp JEKapCTBEHHbIX CPeAcTB apmMaueBTUYECKON CyOCTaHLMK, MNpPOu3BEAEHHOM ANs
peanu3auum, nMBo MO COBCTBEHHOW WHMUMATMBE YKa3aHHbIA OOKYyMeHT. B cnyyae ero HenpegcTaBneHus
3asdBMTENEM YMNOMHOMOYEHHbIM dhedeparnbHbil  OpraH WCMNOMHWUTENBHOW BRAcTM npoBepseT dakT ynnathbl
rocya4apCTBEHHOW MOLWMWHBI 3asBATENEM C WCMNOMb3oBaHMeM uHdopMaumm o6 ynnaTte rocyaapCTBEHHOM
NOLMMHbLI, coaepxawenca B [ocygapCcTBEHHOW  MHAOPMAUMOHHOM CUCTEME O TOCYAAPCTBEHHbIX U
MyHMUMNanbHbIX NraTexax, Ha OCHOBaHUW NPeACTaBNEHHON 3asiBUTENEM KOMWWM AOKYMEHTa, MOO4TBEPKOALLEro
ynnaTty rocygapCTBEHHOW NOLUSMHBI;

(n. 2 B peq. PegepanbHoro 3akoHa o1 22.12.2014 N 429-93)

3) OOKYMEHTBI, yKa3aHHbIE B YacTu 2 HacTOsLLEN CTaTby;
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBneHWe O Bblgaye paspelleHMss Ha BBO3 B Poccuiickyto degepaumio  KOHKPETHOM MapTum
He3aperMcTpUpoBaHHOIO fIeKapCTBEHHOMO CPEACTBa, NpegHa3HavYeHHOro A8 NpoBeaeHNs YKa3aHHOW aKCnepTm3bl.
(n. 4 BBegeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeyeHne gecAtn paboumx OHEN CO AOHs NPUHATUSA 3asBfEHUs O BKIKOYEHUM yka3aHHOW B 4actu 1
HacTosLen cTaTbM hapmaueBTMYECKOM cybCTaHUUM B rocydapCTBEHHLIN PeecTp NEeKapCTBEHHbIX CPeacTB U
[OKYMEHTOB, NMEPEUYNCIIEHHbIX B YacTh 1 1 NyHKTE 2 YacTh 3 HACTOsILLEN CTaTbM, YNONTHOMOYEHHbIV dpeaeparnbHbIn
opraH UCNONHUTENbHON BNacTu:

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

1) NpoBOANT NPOBEPKY MOSHOThLI M JOCTOBEPHOCTU AaHHbIX, COAEPKALLMXCH B NPeACTaBMNEeHHbIX 3asBuTenem
OOKyMeHTax;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpYHUMAET peLIEHNe O HanpaBIieHUM B 3KCMEPTHOE yYpexaeHne 3adaHus Ha NPOBEAEHUE IKCMepTU3bl
KayecTBa yka3aHHOW B 4yacTu 1 HacToswewn ctaTbu hapmaueBTUYECcKOM cyOCTaHumMM unu o6 OTKa3e B TaKOM
HanpaBneHuy;

3) yBeAOMNSET B 3MEKTPOHHOW UNN NMUCBMEHHOW POPME 3asiBUTENSA O MPUHSATOM PELUEHUN UMK B Cryvae
OTKa3a C yKasaHWeM MPUYMH Takoro oTkasa.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbISiBNEHNs HeOOCTOBEPHOCTU CBEAEHU, codepXallnxca B MpPeAcTaBrieHHbIX 3asBuUTenem
MaTepuanax, yrnoriHOMOYEHHbIN efepanbHbli OpraH UCNONHUTENbHOW BMAacTW HanpaBnseT 3asdBUTENto 3arnpoc
00 YTOYHEHUW yKa3aHHbIX CBeAeHWN. [JaHHbIN 3anpoc MOXET ObiTb NepefdaH YNnorHOMOYEHHOMY MpeacTaBUTENO
3as8BMTENS NNYHO MO PachuvCKy, HanpaefeH Mo NoyTe 3aka3HbiM MUCbMOM UMW NepedaH B 3NIEKTPOHHON chopme
Mo TENEeKOMMYHWKALMOHHBIM KaHanaMm cBs3W. B cnydyae HanpaBneHusl g4aHHOro 3ampoca Mo mnoyTe 3akasHbiM
NMMCbMOM OH CYUTAETCS MOMYYEHHbIM MO UCTEYEHUN LLECTU OHEWN C AaTbl HANpPaBeHNs 3aka3HOro NMCbMa.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)
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4.2. 3asBuTenb o00s13aH NpeacTaBUTb OTBET Ha 3anpoc  YMNONMHOMOYEHHOro dhefepanbHoOro opraHa
WCMOSMHUTENBHON BracTU B CPOK, HEe MpeBblLAloWMiA OeBAHOCTa paboymx OHEW CO OHSI MONYYEHUS AaHHOro
3anpoca. Cpok, yKasaHHbI/ B 4acTu 4 HAcCTOsILLEN CTaTbW, MPUOCTAHABINMBAETCS CO AHS HaMpaBreHUsl 3asiBUTESIO
3anpoca YnosIHOMOYEHHOro dhefeparnbHOro opraHa MCMONHUTENbHOW BAAcTM O OHSI MOSyYeHWss MM OTBeTa Ha
OaHHbI 3aNpocC U He YYMTLIBAETCS NPU UCYUCIIEHMMN CPOKa 3KCMEPTU3bl KavyecTBa (papMaLleBTUHECKON CyOCcTaHLuu,
HeMcnonb3yemMon Npu NPOM3BOACTBE JIEKAPCTBEHHbIX NpenapaTos.

(4acTb 4.2 BBegeHa depepanbHbIM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM Ons oTkasa B HanpaBleHWM B 3KCMEPTHOE YypexdeHue 3ajaHus Ha npoBeAeHue
3KCMepTM3bl KayecTBa yKasaHHOW B 4acTu 1 HacTosien cTaTby dapmaueBTUYecKon cybCcTaHuMu siBnsieTcs
HenpeacTaBreHne [OOKYMEHTOB, YKa3aHHbIX B YacTyM 2 HacTosien cTaTbW, OTCyTCTBME WHopMauun,
noAaTBepxaaroLllen akt ynnaTbl rocy4apCTBEHHOM MOLUMMHBI 3@ BKMHOYeHWEe dapMaleBTUYeCcKon cybcTaHuum,
npou3BeaeHHON Ansi peanu3auun, B TOCYLapCTBEHHLIN PEECTp JeKkapCTBEHHbIX CpeacTB, HenpencTaBrieHue
3asiBUTENIEM B YCTaAHOBIEHHbIA CPOK OTBETa Ha yKasaHHbIi B 4YactM 4.1 HacTosiwen cTtaTbW 3anpoc
YMNOMHOMOYEHHOro d)edepanbHOro opraHa WCMOMHUTENbHONW BNacT WNU NpeacTaBneHne [OOKYMEHTOB, He
COLEpPKaLLMX MCHEPNbIBAOLLEro NepeyHst HeOOXOANMBIX CBEAEHUNA.

(4acTb 5 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHne naTHaguatu paboumx OHEW CO OHS MONy4YeHWUst peLleHusl YNoNTHOMOYEHHOro deaepanbHOro
opraHa UCNoNHUTENbHOWM BNacTy O HanpaerneHMn B 3KCMepTHOE yYpexaeHue 3a4aHus Ha NpoBedeHne SKCnepTussbl
KayecTBa yka3aHHOM B YacTu 1 HacTOsLWEN CTaTbu hapmaueBTUYECKOM CyOCTaHUMM 3asBUTENb NPeacTaBnseT B
3KCMEepTHOE YyypexaeHne OMns NpoBedeHVs OaHHOW 3KCnepTu3bl obpasubl gapmaueBTudeckon cybctaHuum B
KonuyecTse, HeobxoAUMOM Afs BOCMPOU3BEAEHUS METOAOB KOHTPOMS KavyecTBa. OKCNEpTHOe yypexaeHue npu
nonyyeHnn o6pas3uoB ykazaHHOM B 4actu 1 HacTodwen ctatbun bapMaueBTU4eckorM CcybcTaHumn BblgaeT
3aABMTEN0 OOKYMEHT, NOATBEMKAAIOLMI NONyYeHe 3TMX 06pasLoB, U B CPOK, HE MPEBbILAOWNIA Tpex paboudmx
OHeRn, yBeooOMMAEeT B 3NIEKTPOHHON WM NUCbMEHHOW bopMe 06 3TOM YMNONMHOMOYEHHbIV hedepanbHbIn OpraH
WUCMONMHUTENbHOW BRacTu. 9Tn CPOKM He BKIHOYaKTCA B CPOK npoBeaeHusA ,D,aHHOVI 9KCNepTu3bl.

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7. [JloKyMeHTbI, NOCTYNMBLLME B SKCNEPTHOE yupexaeHue Ans NpoBeAeHNs 3KCMepTU3bl KayecTBa yKa3aHHOW
B yactu 1 HacToswen crtatbu apMaueBTU4eckon cybCcTaHuuM, noanexar BO3BpaTy B YNOSTHOMOYEHHbIN
denepanbHbiA opraH UCMNOSTHUTENBHOW BNACTU OAHOBPEMEHHO C 3aKMOYEHMSIMU MO pe3yrbTaTtaM NpPOBEAEHHON
3KCNEepTU3bI.

8. B cpok, He npeBbilWaWwmn NaTM paboumx AHEN CO OHS NOMyYEeHMs 3aKMOYEeHNa KOMUCCUM 3KCMEPTOB MO
pesynbTataMm 3KCMepTM3bl KayecTBa ykas3aHHOW B 4YacTu 1 HacTosiwen ctatbl hapmaueBTU4eckon cybcTaHuum,
YNONTHOMOYEHHbIN hefeparnbHbI OpraH UCNONMHUTENBHON BNAcTU:

1) ocyLLeCTBNSAET OLEHKY TaKOro 3aKroyeHus Ansd onpeaeneHnst ero COoTBETCTBMA 3a4aHuio Ha NpoBedeHne
[aHHOW 3KCMNepTU3bI;

2) NpYHMMaeT pelleHMe O BKITHOYEHUW YyKa3aHHOW B 4acTu 1 HacTosiwen cratbM dhapmMaueBTUYECKOWN
cybcTaHumMn B rocy4apCTBEHHbIN PEeCTp NeKapCTBEHHbIX CPeACTB UMK peLleHne 06 oTkase B TaKOM BKIOYEHUN;

3) BHOCUT Mpu TMPUHATUX pPELUEHNss O BKIYEHUM YKa3aHHOM B 4YacTu 1 HacTosilen craTbu
hapmMaLeBTUYECKON CyOCTaHUMM B TrOCYOApPCTBEHHbIA PEecTp JNEeKapCTBEHHbIX CPeacTB MpPeayCMOTPEHHYHO
nyHKToM 2 4vactm 1 ctatbn 33 Hactoswero PepepanbHOro 3akoHa MHGOPMaLMIO M yBedoMnsaeT o0 3ToM B
3NEKTPOHHON NN NUCbMEHHON hopMe 3asBUTENS.

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

9. OcHoBaHveM ONnA OTka3a BO BKIIHOYEHUMM yKa3aHHOW B YacTu 1 HacToswen ctatbn dapmaueBTUIeCKon
cybCcTaHUMM B roCy4apCTBEHHbIN PEECTp JIEKapCTBEHHbIX CPeACTB SBMSETCA peLleHue COOTBETCTBYHOLLENO
ynonHomMoveHHoro defieparnbHOro opraHa MCMOMHUTENbHOW BRacT O TOM, YTO KavyecTBO (papmaueBTUYEeCKON
cybcTaHumMn He NoATBEPXKAEHO NOMYYEHHbIMU JAHHBLIMU.

(yacTb 9 BBegeHa PeagepanbHbiM 3akoHOM OT 22.10.2014 N 313-93)

10. He ponyckaetcs BKMOYEHVME B TOCYAAPCTBEHHbIA pPEEecTp INEeKapCTBEHHbIX CPEeACTB  OOHOM
hapmaueBTMdeckon cybcTaHuMn, NpoM3BEeOEeHHOM ANg peanu3auuMm M BbIMyCKaeMoOW OOHWM U TeM Xe
npou3soguTenem, B BUAE OBYX U 6ornee peecTpoBbIX 3anucei.

(4acTe 10 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHve wn3MeHeHW B [OOKYMEHTbl Ha (apmMaueBTMYECKYD CyOCTaHLMIO, MPOU3BEAEHHYK Ons
peanu3aumv N BKITHOYEHHYIO B FOCY4apCTBEHHbBIN PEECTp JIEKapCTBEHHbBIX CPEACTB, OCYLLECTBNSAETCA B Nopsake,
ycTaHoBneHHom ctatbamu 30 1 31 HacTosiwero PegepanbHOr0 3akoHa, C ynnaTton rocy4apCTBEHHOW MOLUSMHBI,
npegycMOTPEHHOM 3akoHoaaTenbcTBoM Poccunckon ®egepauum o Hanorax n coéopax.

(4acTe 11 BBeaeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
12. [onyckaeTca obOpalieHne dapmaueBTMdecknx cybCcTaHUmMin, Mpou3BedeHHbIX AONnd peanusauuu, B
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TeYeHne cTa BOCbMUAECATM [OHEW [0 W MOCre MNPUHATUSA  YNOMHOMOYEHHBIM  doedeparibHbiM  OpraHom
NCMONHNUTENBHON BNAcTW pPeLleHUst O BHECEHWM U3MEHEHMIN B AOKYMEHTbl Ha dhapmaueBTUyeckyto cybcTaHumto,
npoussefeHHYo Ans peanusaunm U BKITIOYEHHYIO B FOCYAapCTBEHHbLIN PEECTP FEKapCTBEHHbIX CPEACTB.

(4acTb 12 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. PelueHne 06 nCKNoYEHUN U3 rOCYAapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeacTB dhapmaLeBTUYECKO
cybcTaHuMKn, npou3BedEeHHON AN peanu3auun, MNPUHMMAETCs  YMNONMHOMOYEHHbIM  deaepanbHbiM  OpraHom
NCMNOMNHUTENBHON BNacTu B criyyae:

1) npeAcTaBrneHnss COOTBETCTBYHIOLLUMM YNONMHOMOYEHHLIM heaepanbHbIM OpraHoM UCMONMHUTENBHOM BracTu
3aKIIOYEHNs O pucke UM o6 yrpose XXWM3HW WM 300POBbK YenoBeka NMbo XMBOTHOTO NPW UCMONb30BaHUU
nekapCTBEHHOrO CPeACTBa;

2) nogayn paspaboTYMKOM NeKapCTBEHHOro CpeacTBa WM NPOU3BOAMTENEM NEKapCTBEHHOrO CpeacTsa
nmMbo YNOMHOMOYEHHBIM UMW OPYrMM OPUANYECKUM FMLOM 3asiBNEeHUst 06 WCKIIOYEHUN U3 rocyaapCTBEHHOro
peecTpa NekapCTBEHHbIX CpeacTB hapMaLeBTUHECKON CybCTaHumMW, Mpou3BeaeHHON ANa peanv3aumuy;

3) otcytcTBMA (hapMaueBTMYECKOM CcyOCTaHuuM, MNpou3BeOeHHOW AOns peanu3auun, B obpalieHun B
Poccuiickon ®enepaummn B Te4eHne Tpex u 6onee ner.

(vacTb 13 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpaTtuna cuny ¢ 1 uonga 2015 roga. - PegepanbHbiin 3akoH oT 22.12.2014 N 429-93.

Ctatba 36. OGxanoBaHue pelleHnss 06 OTKase B Bblgade paspelleHns Ha MpoBeAEHWNE KIMHUYECKOro
nccnefoBaHUsi  NEKapCTBEHHOrO npenaparta, pelweHuss o6 oTkase B roCyAapCTBEHHOW — perucTpauum
NeKapCTBEHHOro npenaparta, 3aktoYeHUs] KOMUCCUM 3KCMEPTOB SKCMEPTHOrO YYPEXOEHUS WM 3aKiioYeHUs
coBeTa Nno aTuke

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

PelieHne cooTBETCTBYIOLLENO YNOMHOMOYEHHOIO heaepanbHOro opraHa UCNofNHUTENbHON BNactTu 06 oTkase
B Bblgaye paspeLleHnsi Ha NPOBEAEHME KIMHUYECKOrO WCCNefoBaHUsi NEKapCTBEHHOrO npenapaTa, pelleHue
yKasaHHoro ceaepanbHOro opraHa MWCMOMHUTENbHOM Bnactm o6 OTka3e B rOCy4apCTBEHHOW permcrpaumm
NeKapCTBEHHOro npenaparta, 3akitoYeHMe KOMUCCUM 3SKCTMIEPTOB SKCMEPTHOrO YYPEXOEHUs WU 3akrodeHune
coBeTa MO 3TUKE MOXET ObiTb 06XanoBaHO B MNOPsiAKE, YCTAHOBMEHHOM 3akoHogaTenbCcTBoM Poccurickon
depepaumn.  3akniodeHne akcnepTa, OQOPMIIEHHOE MO WUTOraM SKCMEepTU3bl B LENsAX onpeperneHus
B3aMMO3aMEHSIEMOCTM 3aperMcTpMpOBaHHOIO NIEKAPCTBEHHOIO NpenapaTa, MoXeT ObiTb 06kanoBaHo AepXaTenem
Unn BnagenbLemM PerncTpauMoHHOrO YAOCTOBEPEHMS JIEKAPCTBEHHOrO npenapata B KOMWCCUIO 3SKCMEepToB
9KCMEPTHOTO yUYpeXaeHMs. 3akmioyeHne KOMUCCUUN SKCNEPTOB SKCMEPTHOIO yYpexaeHusi, opopMIeHHOE Mo UToram
nepecmMoTpa oOXanoBaHHOrO 3aKMIOYEHUsT 3KCMepTa, MOXEeT OblTb OCMOpeHo AepXaTenemM Wnu BnagenbLem
PErMcTpauUMoHHOrO YAOCTOBEPEHNS NEKAPCTBEHHOrO npenaparta fiMbo yNnoHOMOYEHHBIM MU FIMLOM B Nopsigke,
YCTaHOBMEHHOM 3akoHogaTenbctBoMm Poccuiickonn ®enepaumn. Npu 0bXanoBaHUM pelleHust YNONMHOMOYEHHOIo
denepanbHOro opraHa MCNOMHUTENbHOM BacTu, 3aKOYEHUsT SKcrepTa UM KOMUCCUM SKCMEPTOB 3KCMEPTHOro
YUPEXOEHWS, 3aKMYeHUs coBeTa Mo 3TUKe AepxaTenb WnvM Bhnagenel, perMcTpaumoHHOro yAOCTOBEPEHUS
neKkapcTBEHHOro npenapaTta NMBO yMNOMHOMOYEHHOE UMW NMUO BrpaBe MNpeacTaBuUTb pesyrnbTaTbl 3KCNEpPTU3bl
NeKapCTBEHHOro npenapaTa, MPOTOKOMbl MOMYYEHHbIX aKKpeOAUTOBAHHBIMW WCMbITATENbHLIMK flabopaTopuUsiMm
(ueHTpamu) pe3ynbTaToB UCCen0BaHWI, UCTbITAHWNA.

Cratbsa 37. NHdopmauus, cBA3aHHasa C OCYLLECTBMEHNEM rOCYy0apCTBEHHON PEerncTpauum NeKapCTBEHHbIX
npenapaTtoB, UHGOPMaLMa O 3aperncTpMpoBaHHbIX NIEKAPCTBEHHbIX MpenapaTax M NeKapCTBEHHbIX npenapartax,
WCKIMIOYEHHbBIX U3 rOCYy4apCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeacTB

1. CoOTBETCTBYIOLMIA YMNOMHOMOYEHHbIV (heaepanbHbIi OpraH WMCMOMHMTENBbHOW BracTu pasMellaeT Ha
cBoeM odmumansHOM cante B ceTu "MHTepHeT" nHopmaunio, CBA3aHHYI0 C OCYLLIEeCTBEHUEM rocyAapCTBEHHON
perMcTpaumm NeKapCTBEHHbIX MPEnapaToB, B TOM YMCME MPOBEAEHMEM 3KCMEPTU3bl FIEKAPCTBEHHbLIX CPencTB
(Bkntoyas pesynbTaTbl €€ NpoBefeHus), MHPOPMAaLNIO O 3aperMcTPUPOBaHHbBIX NEKAPCTBEHHbLIX Mpenapatax M
flekapCTBEHHbIX MpenapaTax, UCKITIYEHHbIX U3 rocygapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPEACTB, HE Mo3gHee
yem yepes NAaTb pabounx OHEWN CO OHS MONyYeHMs1 COOTBETCTBYIOLLMM YNOMHOMOYEHHBbIM hefepanbHbIM OpraHoM
WCMOMHUTENBHOW BNAcTU 3asiBIEHUS O rOCY4apCTBEHHOM perMcTpaunm fiekapcTBEHHOMO npenapara.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. CpoKuM 1 NOpSIAOK pasMeLLeHNst YKa3aHHOW B YacTu 1 HacTosILWen cTaTbyn MHOPMaLMK yCTaHaBNMBAKOTCS

YNONMHOMOYEHHbLIM (pbefieparnbHbIM OpraHoM UCMonHUTENbHOM BnacTu. WHdopmauusa, ykasaHHas B 4yactu 1
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HacTosiLLen cTaTbW, SIBNSETCS OTKPbITOM M 00LLefoCTynHOMW M NpefocTaBnseTcs 3aMHTepecoBaHHbIM fuuaM B
COOTBETCTBUM C 3aKoHoAaTenbCcTBOM Poccuiickon ®enepauun.
(B pen. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

naea 7. KMTMHWYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
MNPEMAPATOB And MEAUUUHCKOIro NPUMEHEHUA, LOrOBOP
OB UX MPOBEAEHUN, NPABA NALUUEHTOB, YHACTBYIOLLUNX
B 3TUX NCCNEOOBAHUAX

CraTtb4a 38. KnuHn4yeckne nccnegosaHus NeKapCTBEHHbIX npenapaTtoB ANlA MeaUUUHCKOro npuMeHeHuna

1. KnuHnyeckme nccnenoBaHus nekapCTBEHHbIX MpenapaTtoB Anst MeAULMHCKOrO NPUMEHEHMWs!, B TOM Yucre
MeXOyHapoAHble MHOMOLeHTPOBLIE, MHOIOLIEHTPOBbIE, MOCTPErUCTPALMOHHbIE, MPOBOAATCA B OOHOW Win
HECKONbKUX MEeOULMHCKUX OpraHvM3aumsix B COOTBETCTBMM C MpaBuniaMu Hagfexallenh KIMHUYEeCKOW MNpaKTuKW,
YTBEPXKAEHHBIMU  YMONTHOMOYEHHLIM  befieparibHbIM  OpraHOM  UCMOMHUTENbBHOM BNacTh, COOTBETCTBEHHO B
crneayloLwmnx Lensx:

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) ycraHoBneHne 6e30nNacHOCTM JeKapCTBEHHbIX NpenapaTtoB s 300POBbIX [06poBonbLeB U (Mnn)
NepeHoCUMMOCTM WX 3L40POBbIMK  LOOGPOBONbLAMM, 3a MWCKIHOYEHMEM TaKMX WCCreaoBaHUA NeKapCTBEHHbIX
npenapaToB, NPon3BeAEHHLIX 3a npeaenamu Poccuiickon ®epepaumu;

2) nogbop onTUmanbHbIX OO3MPOBOK NEKAPCTBEHHOrO npenaparta M Kypca fneyeHus Ans NauueHToB C
onpegeneHHbIM 3a6oneBaHmeM, onTUMarbHbIX Ao3 n cxXem BaKuMHauum I/IMMyHOGI/IOJ'IOFI/NeCKI/IMI/I
nlekapCTBEHHbIMU NpenapaTamun 340POoBbLIX 4OOPOBONbLEB;

3) ycrtaHoBneHne Ge30MacHOCTU FNeKkapCTBEHHOro npenapata M ero adEeKTMBHOCTM ANSA NauWEHTOB C
onpeneneHHbIM 3aboneBaHueM, npodunakTnieckon 3PEPEKTUBHOCTU MMMYHOOMOMOrMYECKNX NEKapCTBEHHbIX
npenapaToB Ansi 300pOBbIX 40GPOBOLLEB;

4) n3yvyeHne BO3MOXHOCTU pacLlnpeHunsa nokasaHumn aona MmeguumHCKOro npuMeHeHua U BbiABIIEHUA paHee
HEM3BECTHbIX NODOYHBIX ENCTBUN 3aperMcTpUpPOBaHHbIX NIEKapCTBEHHbBIX NpenapaTos.

2. B oOTHOWeEHMM BOCMPOM3BEOEHHbIX EKAPCTBEHHbIX MpenapaToB And MeOULMHCKOTO MNPYMEHEHWS
NPOBOAATCS WCCrefoBaHns OUO3KBMBANEHTHOCTM W (MNK) TepaneBTMYECKOW 3KBMBANEHTHOCTM B MOpsiAKe,
YCTaHOBMEHHOM YMNOMHOMOYEHHbIM dheeparbHbiM OPraHOM UCMONHUTENbHOW BNacTu.

3. OpraHn3aumio NpoBeaeHUs KIMHNYECKMX UCCedoBaHUn NekapCTBEHHOMO npenapata Ansg MeguuuHCKOro
NPMMEHEHMS BrpaBe OCYLLECTBNATh!

1) pa3paboTynk NekapcTBEHHOIo NpenapaTa Unu yrnoriHOMOYEHHOE UM NULO;

2) obpasoBaTenbHble  oOpraHuM3auMM  BbiClLero  00pa3oBaHMs, oOpraHM3aumMmM  AOMOMHUTENbHOTO
npodeccrnoHanbHOro obpa3oBaHus;

(n. 2 B peq. ®PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-UccneaoBaTeNbCKNE OpraHn3aunm.

4. KnuHnyeckre nccnegoBaHns NekapcTBEHHOro npenapata Afns MeauUMHCKOro NpUMEHeHUs NpoBoAsTCS
Ha OCHOBaHWM paspelleHNss Ha npoBedeHVe KIMHUYECKOro WCCnegoBaHus fekapCTBEHHOro npenapaTa,
BblAAHHOTMO  YMOJSIHOMOYEHHbIM  doefeparnbHbiM  OpraHOM  UCMOSTHUTENbHOW  BNactu.  YMNOSTHOMOYEHHbIN
denepanbHbii  OpraH WUCMOMHUTENBHOM BracTM BeAeT PeecTp BblOaHHbIX pPas3pelleHuin Ha npoBedeHue
KMMHUYECKUX WCCIedOBaHWA JTEeKapCTBEHHOrO npenaparta, CoAepXalui ykasaHue Ha WX Uefnb wunv uenu, B
YCTaHOBMEHHOM 3TUM OpPraHoOM MOpsiAaKe.

(B pea. PegepanbHbIx 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

5. Y1patunn cuny ¢ 1 wionsa 2015 roga. - ®egepanbHbivi 3akoH oT 22.12.2014 N 429-03.

6. K opraHmsaumm npoBegeHns KIMHUYECKMX UCCNeoBaHNA NekapCTBEHHOMO nNpenapaTta s MeguuuHCKOro
NPMMEHEHNs1 pa3paboTyMKOM FEeKapCTBEHHOIO Mnpenapata MOryT MnpuBReKaTbCa topuandeckue nvua nobon
OpraHM3auMOHHO-NPaBoBoON (POPMbI MPU YCIOBUM 0BECneYeHnss COOTBETCTBUA 3TUX MCCNenoBaHni TpeboBaHMAM
HacTosilwero ®egepanbHOro 3akoHa.

7. KnvHnyeckne nccnenoBaHms NekapCTBEHHbIX NpenapaToB AN MEAWLMHCKOrO NPYMEHEHMS NPOBOAATCS B
MEOMLUUHCKMX OpraHu3aumsix, akkpeOWTOBaHHbIX YMOMHOMOYEHHbIM hegepanbHbIM OpraHoM MCMOMHUTENBHOW
BMacTu B Nopsake, yctaHoBneHHoM lNMpasuTtenscTBom Poccuiickon ®egepauun.

8. TllepeyeHb MeOUUMHCKUX OpraHu3auuin, WUMEKLWMX MNpaBO MPOBOAUTbL KIIMHMYECKME WCCrEedoBaHMs
NlekapCTBEHHbIX MpenapaToB OS5 MEANLMHCKOrO MPUMEHEHMS, U PEECTP BbiAaHHbIX PaspeLleHnii Ha NpoBeaeHne
KMMHUYECKUX UCCMEAOBaHWI NIEKAPCTBEHHbIX NPEnapaToB OnyOMKOBLIBAOTCA U pasMeLLanTCcs YNONTHOMOYEHHbIM
deneparnbHbIM OpraHoM UCMOSMHUTENLHOM BiacTu B YCTAHOBNEHHOM UM nopsake Ha cBoeM odbuumnansHOM cante B
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cetn "VIHTepHeT".

Cratba 39. PelweHne o npoBegeHWM KIMHUYECKOTO WCCMNEAOBaHWS feKapCTBEHHOro npenapaTta Ans
MEeONLIMHCKOrO NPUMEHEHUS
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. KnuHnyeckoe nccnegoBaHve NEKapCTBEHHOrO npenaparta s MeguuUHCKOro MpUMEHEHUs NpOBOAUTCSA
Ha OCHOBaHWM paspelleHNsi Ha NpoBedeHMe KIMHUYECKOro WCCNenoBaHUsl JekapCTBEHHOrO npenapaTa,
BblJAHHOIO YMONTHOMOYEHHbIM begeparnbHbIM OpraHOM WCMONMHUTENLHOW BRacTu Mo pesynbTaTam 3KCnepTuabl
OOKYMEHTOB, HeOOXOOMMbIX LS MOMydeHusl paspelleHnst Ha NpoBeAEeHUE  KIMMHWMYECKOTO  WUCCreoBaHuUst
rNlekapCTBEHHOrO npenapaTta U 3TUYECKOW 3KCNepTH3bl.

2. [ins nony4eHuss paspeLleHns Ha NpoBedeHne KIMHUYECKOro MUCCredoBaHns NekapcTBEHHOro npenapara
ONs MeAWUMHCKOro MNpPUMEHEHUs1 3asiBUTENb MNPEACTaBNsieT B YMNOMHOMOYEHHbLIN dedepanbHbil  opraH
NCMNOSHUTENBLHON BnacTu:

1) 3asBneHve O BbiJaye paspelleHnss Ha MNPOBEAEHWE KITMHUYECKOro WCCrenqoBaHUs JfekapCTBEHHOMO
npenapara ans MeANLMHCKOro NPUMEHEHNS;

2) KONUM LOKYMEHTOB, MOATBEPXKAAIOLWMX YNnaTy rocygapCTBEHHONM MOLUNMHLI 32 NPOBEAEHME 3TUYECKOM
3KCMepTM3bl, IKCMEPTU3bl AOKYMEHTOB Ha NIEKapCTBEHHbIN NpenapaTt AMis NofnyvyeHnst paspeLleHns Ha npoBeaeHne
KNMMHWYECKOrO UWCCIEeAoBaHUS JeKapCTBEHHOIO npenapata Ans MeauUMHCKOro MNPUMEHEeHWs, 3a Bblgady
paspelleHnss Ha npoBedeHue KIMHUYECKOrOo WCCrefoBaHUs NeKapCTBEHHOro npenaparta Ans MeguLMHCKOro
NPUMEHeHUs1, 3a NPOBEAEHNE IKCMEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHbIN nNpenapat A58 NofnyyYeHns paspeLleHns
Ha MNpoBeAeHMEe MeXOyHapOoAHOro MHOFOLIEHTPOBOMO KIMHWYECKOro MCCrefoBaHusi NekapCTBEHHOrO npenapaTa
ana MmeguumHCKOro npuMMeHeHud, 3a Bbladvy paspelleHnda Ha nposegeHune mexayHapoaHoro MHOroueHTpoBOoro
KNMMHWUYECKOrO MCCreAoBaHWUst IeKapCTBEHHOro npenaparta Anst MeauUMHCKOrO NPUMEHEHWUsl, 3a NpoBedeHue
3TMYECKON 3KCNepTu3bl, AKCNEPTU3bl JOKYMEHTOB Ha NEKapCTBEHHbIN npenapaTt Ansg nonyyYeHus paspelleHns Ha
npoBedeHMe  MOCTPErMCTPALMOHHOIO  KIMHWYECKOro  WUCCredoBaHWsi  NEeKapCTBEHHOro npenapata  Ans
MEOMLUUHCKOTO MPUMEHEHUS, 3a Bbldayy paspelleHVMst Ha npoBedeHVe MNOCTPErncCTPaLmMOHHOIO KIMHUYECKOTO
nccregoBaHMs NekapCTBEHHOrO npenaparta Ans MeguuMHCKOro NpUMEHEHUs, Unn no cobCTBEHHOW MHMUMaTMBe
yKa3aHHble OOKyMeHTbl. B cnyyae HenpeacrtaBneHus 3asiBUTENeM YKasaHHbIX [OKYMEHTOB YMNOSHOMOYEHHbIN
denepanbHbii  OpraH MCMOMHUTENbHOW BAacTu nNpoBepseT akT ynnatbl FOCy4apCTBEHHOMW MOLWSMHBI C
ncnonb3oBaHMemM WHdopMaumm o6 ynnaTe rocygapCTBEHHOM MOLWWMMHLI, codepallenca B [ocygapcTBEHHON
MHGOPMALIMOHHOW CUCTEME O FOCYOapCTBEHHbIX WU MyHULMMNAMbHbIX NnaTtexax, Ha OCHOBaHWM MpenCcTaBneHHbIX
3asdBMTENEM KOMUA LOKYMEHTOB;

3) NPOTOKON KIMMHUYECKOro UccreqoBaHus nekapCTBEHHOTO Npenapara Ans MegULUHCKOTO NMPUMEHEHUS;

4) GpoLutopy uccrnegosartens;

5) MHOOPMALIMOHHBIN NUCTOK NaLMEHTa;

6) cBegeHuss o6 onbiTe paboTbl UccregoBaTenen No COOTBETCTBYIOLWMM CNeuuanbHOCTSIM U UX OnbiTe
paboTbl N0 NPOBEAEHMIO KITMHUYECKMX NCCIeq0BaHN;

7) cBedeHMs O MEeOUUMHCKMX OpraHuM3aumsix, B KOTOPbIX NpeanoniaraeTcs npoBefeHue KIUMHUYECKOro
NCCreqoBaHMA  NeKapCTBEHHOro npenapata  And  MeOuUMHCKOrO MpUMeHeHus (MOfHoe W COKpalleHHoe
HaMMEHOBaHWsi, OpraHN3aunoHHO-NpaBoBas opma, MECTO HaXOXOEHUS U MECTO OCYLLECTBMEHUSA OeATENbHOCTH,
TenedoH, Tenedakc, agpec 3NeKTPOHHON NOYTbI KaXXA0M MEOULNHCKOW OpraHnsaumm);

8) cBegeHvs O npeanonaraeMblX CPOKax MPOBEAEHUS KITMHWMYECKOTO WCCIeAoBaHns fekapCTBEHHOMO
npenapara 4ns MeanUMHCKOro NpYMEHEHNS;

9) konuo goroeopa 0693aTENbHOr0 CTPaxoBaHWs, 3aKMOYEHHOTO B COOTBETCTBMU C TUMOBLIMM MpaBuriamu
00a3aTenbLHOro CTpaxoBaHus, C yKasaHueM NpeaernbHON YMCEHHOCTU MauueHTOoB, YYaCTBYHOWNX B KITMHUYECKOM
nccregoBaHMKM NeKapCTBEHHOIo npenapaTa Ansg MeguumMHCKOro NPUMEHEHNS;

10) MHpopMaLMIo O COCTaBe NeKkapCTBEHHOTO Npenapara 4519 MeQULMHCKOTO NPUMEHEHNS;

11) [OOKYMEHT, COCTaBMEHHbIN MNPOM3BOAMTENEM JIEKAPCTBEHHOro npenapara pAns MeauLMHCKOro
NMPYMEHEHMS U codepXKallni nokasaTenu (XapakTepucTukn), a Takke CBEAEHMS O NeKapCTBEHHOM npenapaTte ans
MEOMLUHCKOrO MPUMEHEHUS, NPOVU3BELEHHOM ANsl NPOBEAEHMWS KIMHUYECKNX NCCNEeOBaHNI;

12) KkONMWMIO NWLUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB B Crnydae, €ecrv NpOv3BOACTBO
rnlekapCTBEHHOrO NpenapaTa ocyulecTenseTtcsa B Poccurickon ®egepauum, nnv KONy 3akio4YeHUss O COOTBETCTBUM
Npon3BOaMTENS NEeKapCTBEHHOIO npenaparta TpeboBaHVAM NpaBun Hagnexallen Npov3BOLCTBEHHOW MPaKTUKK,
BbIJAHHOIO KOMMNETEHTHLIM YNMONTHOMOYEHHbIM OPraHOM CTpaHbl NMPOM3BOAMTENS NIEKAPCTBEHHOIO Npenapara.

3. B cpok, He npeBblwawwmi Natn paboumx OHEN CO OHSA MPUHATUS yKa3aHHOro B MnyHkTe 1 vactm 2
HacTosILLed cTaTbW 3asABMEHUS M HeoOXOOMMbIX [JOKYMEHTOB, YMOMHOMOYEHHbIN beaepanbHbli  OpraH
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NCMNOSMHUTENBHON BNacTu:

1) nNpoBOOMT MNPOBEPKY MOMHOTbI M [OCTOBEPHOCTM CBELEHWUN, COAEPXaLMXCS B NPEACTaBEHHbIX
3as8BMTENEM AOKYMEHTAaX;

2) npvHMMaeT pelleHWe O MpoBeOEeHUM JKCMePTU3bl LOKYMEHTOB [OJ1 MOMyYeHus paspelueHus Ha
NpoBeAEHME KIMHUYECKOrO WCCReLoBaHMS NEeKapCTBEHHOrO mnpenapata Ans MEOULMHCKOrO MPUMEHEHMST W
3TUYECKON 3KCNEePTU3bl NN 06 OTKa3e B NPOBEAEHUN YKa3aHHbIX SKCNEpPTUs;

3) yBEeAOMISIET B SrEKTPOHHON hOpME UNn Ha ByMaXkHOM HOCUTENeE 3asiBUTENSI O NMPUHATOM peLleHun nmbo
B CNny4ae NpUHATUSA peLleHnst 00 oTkase TakKe C yka3aHMeM MPUYMH Takoro 0TKasa;

4) nogroTaBnMBaeT N HanpaensieT B 3KCMEPTHOE y4YpeXAeHMe U COBET Mo 3TWKe 3ajaHue Ha npoBedeHve
COOTBETCTBYHOLLMX SKCNEPTU3.

4. B cnydvae BbIBMIEHUS HENOMHOTHI M (MNKW) HELOCTOBEPHOCTU MUHOpMaLuK, codepxalencs B
NpPefcTaBneHHbIX 3asiBUTENEeM LOKYMEHTaX, YMONHOMOYEHHLIN dhefepanbHbii opraH WMCMONHUTENbLHOW BnacTu
HanpaBnsieT 3asBUTENI0 3anpoc 06 yTOYHEHUM ykasaHHOW MHdopmaumn. [JaHHbIA 3anpoc MoxeT ObiTb nepedaH
YNOMHOMOYEHHOMY MpPeAcTaBUTENIO 3asiBUTENS JIMYHO MO pacrucKy, HampasreH Mo MnoyTe 3akasHbiM MUCbMOM
UNn nepegaH B 3EKTPOHHOW opMe MO TeneKOMMYHMKALUMOHHLIM KaHanam cBsisau. B crnyvae HanpaBneHusi
JaHHOro 3arnpoca no no4yte 3akasHbiM MUCbMOM OH CYMTaeTCsl MONy4YeHHbIM MO UCTEYEHUM LLECTU OHEW C Aathbl
HanpaBfeHuss 3akas3Horo nucbMa. 3asiButenb o00s13aH NpPeAcTaBUTb OTBET Ha 3anpoc  YNONTHOMOYEHHOro
degepanbHOro opraHa UCNONMHUTENbHOWM BNacTu B CPOK, He MpeBbILLaloLWmMin eBsHOCTa pabounx gHeln co AHsa ero
nonyyeHuns. CpoK, yKasaHHbIi B 4YacTu 3 HacTosen cTaTbM, MNPUOCTaHaBNMBAETCA CO [OHSA HanpaBreHus
3asBMTENO 3anpoca YnonHOMOYeHHoro defepanbHOro opraHa MCNOMHUTENBHOW BNAcTM A0 AHS NONYYEHUs UM
COOTBETCTBYHOLLEro OTBETA U HE YYUTLIBAETCH NPU MCYUCIIEHUN CPpOKa MPUHSTUS YNONHOMOYEHHBIM dheaeparnbHbIM
OpraHoM MCMOJTHUTENbHOW BNacT peLleHnst 0 NPoBeAEHMN SKCNePTU3bl 4OKYMEHTOB 45151 MONyYeHUsl paspeLleHns
Ha npoBeaeHne KIMHUYECKOro UCCNeaoBaHWs NekapCTBEHHOro npenapaTa Ans MeguLMHCKOro NpuMeHeHMs.

5. OcHoBaHMEM Ans oTkasa B MPOBEOEHWM IKCMepPTU3bl OOKYMEHTOB AN MOSyYeHWsl paspeLleHust Ha
npoBeAeHMe KIMHUYECKOro WCCRedoBaHMs NEeKapCTBEHHOro npenapata Ans MEOULMHCKOro MNpPUMEHEeHUsT Wt
3TUYECKON 3KCNEePTU3bl SABNSETCH NpeAcTaBneHne JOKYMEHTOB, NPeayCMOTPEHHbIX YacTbto 2 HACTOsILLEN cTaTbK, B
HenosniHoM obbemMe, HenpencTaBneHMe 3asiBUTENEM B YCTAHOBMEHHbIA CPOK OTBETA Ha yKa3aHHbI B 4vactu 4
HaCTOSLLEN CTaTbW 3anpoc YNOTHOMOYEHHOIO dheaepanbHOro opraHa MCNOMHUTENbHOW BNAcTn NMbo OTCYTCTBUE B
NpeacTaBneHHbIX AOKYMEHTaxX WCYEPNbIBAOLWErO MNepeyHs Heobxoaumon uHdopMaumm unuv  MHdopmauum,
KoTOopas AoimkHa ObiTb OTpakeHa B HUX, a Takke OTCyTCTBME WMHopmaumn, nogTeepxaarowen cdakT ynnarhbl
rocygapCTBEHHON MOLWMWHBI 32 NPOBEOEHNE STUYECKOW 3KCMepTU3sbl, AKCMEPTU3bl AOKYMEHTOB Ha NeKkapCTBEHHbIV
npenapart Ans nonyyeHus paspeLleHns Ha NpoBeaeHne KNMHMYECKOro UCCneoBaHns fekapCTBEHHOMo npenapaTta
ONA  MeOUUMHCKOTO MNPUMEHEHWs, 3a Bbigayy paspelleHus Ha MpoBeAeHne KIMHUYECKOro uccnegoBaHus
flekapCTBEHHOro npenapaTta Ans MeOWLMHCKOrO MNPUMEHEHWs, 3a NpoBedeHMEe 3JKCNepTu3bl OOKYMEHTOB Ha
nekapCTBEHHbIN MnpenapaTt Ans NonydeHus paspelleHus Ha npoBedeHVe MeXOyHapOAHOro MHOroLEeHTPOBOro
KMMHWUYECKOrO UCCMEeQOBaHUA fekapCTBEHHOrO npenapata Ans  MeauuMHCKOro MNpUYMEHEeHWs, 3a Bblgady
paspelleHnss Ha NpoBedeHne MeXOyHapOAHOro MHOTOLIEHTPOBOIO KIMMHWUYECKOTO UCCNeaoBaHns NekapCTBEHHOrO
npenapaTta Ans MeguumMHCKOro NpMMEHEHWs, 3a NPOBeAEeHNE 3TUYECKON IKCMEepTU3bl, AKCNEPTU3bl JOKYMEHTOB Ha
nekapCTBEHHbIN NpenapaT AMfs NofyvYeHuss pas3pelleHus Ha MpoBefeHne MOCTPErncTPauMOHHOIO KIMHUYECKOrO
nccrieqoBaHMsA fekapCTBEHHOMO npenapata Ang MeAWLUMHCKOro MpUMEHEHMs, 3a Bblgady paspelleHnss Ha
npoBedeHMe  MOCTPErMCTPaUMOHHOIO  KITMHWYECKOro  WMCCrefoBaHWs  NEeKapCTBEHHOro  npenapata  Ans
MEeOMNLUHCKOTO NPUMEHEHMUS.

6. lNMpoBegeHne 3KCMepTM3bl OOKYMEHTOB AN MONYyYEHWUs paspelleHus Ha MNpOBEAEHUE KITMHMYECKOrO
NCCrefoBaHMA FekapCTBEHHOIO npenapata A MEeOUUMHCKOTO MPUMEHEHUS UM 3TUYECKOW 3KCMepTU3bl,
COCTaBMeHMe KOMMUCCUEN 3KCMEPTOB M COBETOM MO 3TMKE 3aKMOYEHUA O BO3MOXHOCTM WIIM HEBO3MOXHOCTU
NMpOBEAEHMSA TaKOrO KITMHUYECKOro WCCREeAOBaHMSA W HanpaBlieHWe 3TUX 3aKMiOYEHUA B YMONTHOMOYEHHbIN
deneparnbHbI OpraH UCMOSTHUTENBHOM BIIACTU OCYLLECTBIISIOTCA B CPOK, HE MpEBbIWaWnin Tpuauatn paboumnx
OHEeW CO [AHA MNOSydeHUs 3SKCMEPTHbIM YYpEXOEHMEM 3afaHus  YNOITHOMOYEHHOro defepanbHOro opraHa
NCNOSTHUTENBLHOM BracTy C MPUNOXEHNEM AOKYMEHTOB, YKasaHHbIX B nyHKTax 3, 4, 10 n 11 yactn 2 HacTosLen
cTaTbW, U COBETOM MO 3TUKE 3afdaHusi YNONHOMOYEHHOro dedepanbHOro opraHa WCMOSTHUTENbHOW BRactu €
NPUNOXeHNeM JOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 4acTn 2 HacTosLen cTaTby.

7. B cpok, He npeBblaWwmnin Nt paboymx AHEN CO OHS MOSTyYEHUS 3aKMHOYEHUN, yKasaHHbIX B Yactu 6
HacTosLLEeN CTaTby, YNONMHOMOYEHHbIN befieparbHbI OpraH UCNONHUTENBHOW BNacTu:

1) OCyLLECTBMSIET OLIEHKY MOCTYMMBLUMX 3aKIIOYEHUA O ONpederneHnsi ux COOTBETCTBMSA 3adaHusM Ha
NpoBeAEHME COOTBETCTBYIOLLMX IKCMEPTUS;

2) nNpuHMMaeT pelWeHne O Bbldaye paspelleHnss Ha MNpoBedeHME KITMHUYECKOTO  MCCNeaoBaHus
flekapCTBEHHOrO npenaparta AMs MEOULUHCKOTO NPUMEHEHNS unu o6 oTkase B Bblgade YKa3aHHOro paspeLueHus;
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3) BblOaeT paspelleHVe Ha NpoBedeHVEe KIMHUYECKOrO WUCCIefoBaHUsl NIEKapCTBEHHOro npenapara gns
MEeOMLNHCKOrO NMPUMEHEHNsT UNN pelleHne o6 oTkase B Bblgade ykazaHHOro paspeLleHusi C yKasaHuem MpUymH
OTKasa.

8. OcHoBaHMeM pnns oOTka3a B Bblgade paspelleHusl Ha MpPOBELAEHUE KITMHUYECKOro UCCrefoBaHus
NeKapCTBEHHOrO npenapaTta AN MeAULUMHCKOrO TMNPUMEHEHUST SIBMSETCA HanuMumMe 3aKryYeHUsl KOMUCCUM
3KCMEepPTOB WM 3aKIOYEHUS COBETA MO 3TUKE O HEBO3MOXHOCTW NPOBEAEHUSI KIMMHUYECKOro WccnenoBaHus
NeKapCTBEHHOrO npenapaTta AN MeAUUMHCKOro MPUMEHEHMSI MO pe3ynbTaTam MPOBELEHHBIX 3KCMNEepTUs,
NPeLyCMOTPEHHbIX YacTbio 6 HacTosILLEen cTaTbMm.

9. PelueHne 06 oTkase B NpoBegeHNM SKCNepTU3bl LOKYMEHTOB Ans NOMyYeHUsl pa3peLleHns Ha NpoBeaeHne
KNMMHWUYECKOrO WCCNEeAOoBaHUsi JeKapCTBEHHOrO Mpenapata Ans MeAWUMHCKOrO MNPUMEHEHUsT U 3TUYECKOW
3KCMepTM3bl N B Bblgade paspeLleHus Ha NpoBeaeHne KITMHUYECKOrO MCCNeoBaHust NIeKapCTBEHHOrO npenapara
Ons MegUUMHCKOTO MpUMEHeHUst MoxeT OblTb 06)kanoBaHO B nopsigke, YCTAHOBIEHHOM 3aKOHOOATENbCTBOM
Poccuiickon ®epepavmu.

Ctatbsa 39.1. OTu4eckas akcnepTusa
(sBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. OTudeckasi akcnepTM3a MPOBOAMTCA COBETOM MO 3TWKE, CO3[4aHHbIM B MOpPsAKe, YCTaHOBIIEHHOM
YyNOMHOMOY€EHHbIM dheaepanbHbIM OpraHoM UCMOMHUTENBHOW BNACTK, B LeNsX Bblgadn 3aknioveHns 06 aTny4eckon
0BOCHOBaAHHOCTM BO3MOXHOCTM MNPOBEAEHUS KIMMHWYECKOrO MCCneaoBaHWsi NeKapCTBEHHOro npenapaTa Ans
MeOMLNHCKOrO NPUMEHEHMUS.

2. Okcneptamu coBeTa NO 3TUKE MOryT ObiTb NpeacTaBuUTENU MELUUMHCKMX OpraHmsauui, HayuyHbIX
opraHu3aumii, obpasoBaTenbHbIX OpraHu3aLuMii BbicLlero obpasoBaHus, a Takke NpeacTaBUTENU OOLLECTBEHHbIX
opraHu3auuin, penurmosHbIX OpraHmsauun 1M CpeacTB MaccoBoW MHopmauun. [aHHble 3KCnepTbl HE OOMKHbI
HaxoaUTbCA B KakoW-Mbo 3aBMCMMOCTM OT pa3pabOoTYMKOB FEeKapCTBEHHbIX MpenapaToB M ApYyrux Ivu,
3auHTEepPeCcoBaHHbIX B pe3ynbTaTax 3TUYEeCKOW 3KCNepTmabl.

3. OnnaTta ycnyr akcnepTtoB COBETa MO 3TWKE OCYLLECTBMSETCA Ha OCHOBaHMM OOroBopa, 3aKM4YeHHOro
MeXxay YNOoNHOMOYEHHbIM dheaeparnbHbiM OpraHoM UCMONHUTENbHOW BNACTW, KOTOPbIM CO34aH COBET No 3TuKe, U
9KCMEepTOM CcoBeTa MO 3TMKE, 3a CYeT OWMKETHbIX acCUrHOBaHUKW, NPEAYyCMOTPEHHbIX YMNONTHOMOYEHHOMY
denepanbHOMY OpraHy UCNOMHUTENBHOM BracTh, KOTOPbIM CO3[4aH COBET MO 3TUKE, B dpeaeparnbHOM GogxeTe Ha
COOTBETCTBYIOLMA rog Ha obecnedyeHne ero AesTenbHOCTW, B pasmepax, YCTaHOBMEHHbIX [MpaBuTenbCTBOM
Poccuiickon depepavmu.

4. OkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccumnckom
depepaumm.

5. CoctaB coBeTa No 3TMKe, MOfIoXeHWe o0 3TOM COBETE, MOpPSOOK ero AesTenbHOCTWU, TpeboBaHus K
KBanudukaumm u onbiTy paboTbl MO 3KCMEPTHOM OUEHKE HayYHbIX, MEAULUMHCKMX W 3TUYECKUX acnekToB
KMUHWUYECKUX MUCCNEeAOoBaHWIN NeKapCTBEHHbIX NpenapaToB ANd MeOMUMHCKOrO MpUMEHeHUd, npegbsBndemMble K
aKcrnepTaMm coBeTa NO 3TUKE, NOPSAOK OpraHM3auum 1 NPoBeAeHUs 3TUYECKOW IKCNepTusbl, oopma 3akmnioveHus
coBeTa NO 3TUKE YCTaHaBMMBAKTCA YNONMHOMOYEHHbIM doegeparnbHbiM OpraHoM MCMOMNHUTENbHOW BnacTu. Yucno
npeacraBuTenen MeoUUUHCKMX OpraHvM3aumi He MOXeT MpeBbllaTb MOMOBMHY OT OOLEero uyucna a3kcrnepToB
coBeTa Mo 3TuKe.

6. MHdbopmaumst 0 cocTaBe coBeTa No 3TUKe, NraHax ero paboTbl U TeKyLLen AeATeNbHOCTU pasMeLLaeTcs
Ha ohuumanbLHOM canTe YynonHOMoYeHHOro doefeparibHOro opraHa UCMONHUTENBHOW BriacTu B cetn "VIHTepHeT" B
YCTaHOBMEHHOM UM MOPSiAKE.

Cratbs 40. MpoBedeHWe KNUHWYECKOrO WCCredoBaHUA NEKapCTBEHHOro npenapaTta Ans MeOuUMHCKOro
npuMeHeHus

1. PykoBogutenb MeOMUMHCKOW OpraHmMsauun, KoTopas nNpoBOAUT  KIUHMYECKOE  MCCredoBaHue
NleKapCTBEHHOro npenapaTta Ansi MeOMUMHCKOrO MPUMEHEHMS, Ha3HavaeT MccrefoBaTens, OTBETCTBEHHOrO 3a
NpoBEeAEHME TaKOro MCCNEeAOBaHNS M MMEOLLEro fevyebHyo cneumnanbHOCTb, COOTBETCTBYHOLLYIO MPOBOAVMMOMY
KMMHUYECKOMY WUCCegOBaHUI0 NIEKapCTBEHHOIrO MpenapaTa, €O CTaxem paboTbl MO nporpammam KIMHUYECKMX
nccnegoBaHWUiA NIEKApPCTBEHHLIX MpenapaToB HEe MeHee 4eM Tpu roga W no ero nNpeariokeHuto HasHavaet
couccnegoBartenen U3 vynicrna Bpadyen aTon MeauLUHCKON opraHm3aumu.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. WccnegoBatenb OcyLLECTBASET BbIOOP MauUMEHTOB, KOTOPbIE MO MEAULMHCKUM MOKa3aHUAM MOryT ObiTb

MpvBNEYEHbl K Y4acTUO B KIMHWYECKOM MWCCMEAOBaHUM TNEKapCTBEHHOro mnpenapata Ans MegULUHCKOro
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NPUMEHEHNS.

3. Nccneposatenb u couvccriegoBatenu OOMKHbl OblTb O3HaKOMIEHbl C pesynbTaTaMmu AOKIUHUYECKOro
nccnefoBaHUsi NekapcTBEHHOrO CPeACcTBa, coAaepxalummuca B Gpoluope uccnegoBaTensi, NPOEKTOM NpoTokona
KMMHWYECKOro WCCIeAOBaHUA fekapCTBEHHOro npenapaTta Ans MEAMUMHCKOro NpuMeHeHusi, pa3paboTaHHbIM
pa3paboTyMKoM IeKapCTBEHHOro npenaparta WiuM WMHbIM IOPUANYECKUM FMLOM, MpUBMEKAEMbIM K OpraHv3auuun
NpoBEeAEHNSA KITMHUYECKOro MWCCNeaoBaHUs NekapCTBEHHOro npenapata Ans MeauUMHCKOro MPUMEHEHWs, Wt
APYrMMn Matepuanamm Takoro uccriegoBaHus.

3.1. PykoBogutenb MeOMUMHCKOM OpraHusaumMum B CPOK, He NpeBblLalowui Tpex paboumx AHen co AHA
Hayana npoBeAeHNs KIMHUYECKOro 1ccneoBaHus fiekapcTBEHHOro npenapara Ans MeguumHCKOro MpUMeHeHu s,
coobLiaeT 06 3TOM B YNOMHOMOYEHHBIN cheaepanbHbIi opraH UCMONHUTENBHOW BNAcTW, BbigaBLUMIA paspeLleHue
Ha npoBefeHne Takoro nccnegoBaHns, No YCTaHOBNEHHOW UM hopMe.

(yacTb 3.1 BBegeHa PepepanbHbIM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHusaumy, OCYLLECTBASIOWME  OpraHMsauuio  MPOBEAEHUS  KIUHUYECKOrOo  UCCnegoBaHus
nekapCcTBEHHOro npenaparta Ans MeauUMHCKOro MPUMEHEHUs U YKasaHHble B YacTu 3 ctatbu 38 HacTosLwero
depepanbHOro 3akoHa, B criydyae HeOOXOAMMOCTYN BHECEHNSI UBMEHEHUIA B NMPOTOKON KITMHUYECKOro UCCcneaoBaHns
neKapCTBEHHOro npenapaTta Ans MEOWMLUHCKOro MNPUMEHeHUst coobwaloT o6 3TOM B YNONHOMOYEHHbIN
hedeparnbHbI opraH UCMONMHUTENLHON BNacTW, BblAaBLLIMN paspeLleHne Ha NpoBedeHue Takoro UccrneaoBaHus,
Nno yCTaHOBMNEHHOW UM hopMe.

(B peqn. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. dopma coobLLEHN O BHECEHUN U3MEHEHMI B MPOTOKOM KIMHMYECKOro UccrneoBaHus NnekapCTBEHHOro
npenapata 4nsg MeaunuUMHCKOro NpMMeHeHus dormkHa cogepXatb cneayolme cBeaeHus:

1) HaumeHoBaHWe, OEHTUPUKALMOHHbBIA HOMEP M AaTa NPOTOKONa KINUHUYECKOro NccrneaoBaHuns;

2) nata BHECEHUS U3MEHEHMWIN B NPOTOKOI KIUHUYECKOrO UCCNeaoBaHus;

3) HaMMEHOBaHNE N MECTO HaAXOXOEHUSA 3asaBUTENS;

4) HaumMeHoBaHWe opraHmnsaunn, NPUBEYEHHON pa3paboTUMKOM NEKapCTBEHHOrO npenapara K opraHnsaumm
NpoBeAeHNs KIMHUYECKOro uccrieqoBaHus (Mpu Hanuynm);

5) HaMmMeHoBaHMA 1 MecCTa HaxoXOEeHUs MEOULMHCKUX OpraHv3auni, B KOTOPbIX MPOBOAUTCA KIMHUYECKOE
nuccriegoBaHue;

6) AaTa Bblgayun paspeLLeHnss Ha NpoBeaeHNe KIMHUYECKOTO CCeaoBaHNs U HOMEP 3TOro paspeLUeHuns;

7) U3MEHEHUS, BHOCUMbIE B MPOTOKON KITMHNYECKOro UCCre40BaHus.

(vacTb 4.1 BBegeHa PeagepanbHbiv 3akoHoM OT 11.10.2010 N 271-03)

5. B cpok, He npeBbIaoLLnin TpuguaTtn paboumx gHen co OHsl NONyYeHUsl yka3aHHOro B YacTu 4 HacTosiLLen
cTaTby COOOLLEHUsI, YMONMTHOMOYEHHbIM dhedepanbHbIi OpraH MWCMOSTHUTENbHOW BRacTM paccmaTpuBaeT 3TO
cooblleHne B YCTaHOBMIEHHOM MM MOPSAKEe M MPUHUMAET pelleHne O BHECEHUU W3MEHEHUM B MNPOTOKOM
KMMHUYECKOrO MUCCIefoBaHUS JeKapCTBEHHOro npenapata Ans MeauLMHCKOro npuMeHeHus wnm ob oTkase BO
BHECEHUM Taknx M3aMeHeHun. [Npu paccmoTpeHnmn coobLieHns o Heob6X04MMOCTN BHECEHNS] UIBMEHEHWUI B MPOTOKOS
KMMHMYECKOrO WUCCREeQOoBaHMSA FeKkapCTBEHHOro npenapaTta Afs MeOUUMHCKOrO MPUMEHEHUS B LIensX OLEHKU
0BOCHOBaHHOCTM MpeAnaraemblXx U3MEHEHWN W ornpedeneHust CTeneHn pucka AnsS NaumeHToB, MPUHUMAaIOLLMX
yyacTue B KIMHUYECKMX UCCnegoBaHUsX, YNOMHOMOYEHHbIM dhedepanbHbiM OpraHoM WCMOMHUTENbHOW BAacTu
MOTyT NPUBMEKaTbCA 9KCNepThbl COBETA MO 3TUKE.

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

6. KnvHunyeckoe nccnegoBaHne nekapCTBEHHOMO npenapaTta Ans MeQULMHCKOrOo NPUMEHEHUs] MOXeT ObiTb
MPUOCTaAHOBINEHO WM MpPeKpaLLleHo, ecnn B Mpouecce ero npoBefeHns OobHapyKeHa OMacHOCTb ANSA KWM3HMW,
300pOBbsl NauMeHToB. B cnydyae BO3HWMKHOBEHMS OMACHOCTWU ONSA XW3HW, 300POBbS MaLMEHTa, y4acTBYHOLLErO B
KMMHUYECKOM WCCNEeAOoBaHNM NEKapCTBEHHOro mnpenapata Afs MeOUUMHCKOrO MpPUMEHEHUs, uccrnegoBaTenm
065a3aHbl NpoMHGOPMUPOBaTb 06 STOM PYKOBOAUTENSA MEAMLMHCKOW OpraHM3auun 1 opraHusauumio, nomyyvmBLIYHO
paspeLLeHne YrnosTHOMOYEHHOro defeparnbHOro opraHa MCMOSTHUTENbHOM BMACTM Ha OpraHu3auuio nNpoBeAeHus
KMMHWUYECKOTO UCCMEedoBaHNUa JeKapCTBEHHOro npenapata. PeweHve O NpUOCTaHOBIEHUN  KITMHUYECKOTO
NCCregoBaHMsA NEKapCTBEHHOro npenapata  Afs  MEeOUUMHCKOTO MPUMEHEHUS MPUHMMAlOT  PYKOBOOUTENb
MEOMLUUHCKON OopraHv3aumm 1 (Mnv) opraHu3auusi, NonyyYmBLIas paspeLleHne YnorHOMOYEHHOro deaepansHoro
opraHa WCMOMHUTENBbHOW BMAcTM Ha OpraHu3auuio NpoBeAEHWST KITMHUYECKOrO WCCNEeAoBaHWs NEKapCTBEHHOMO
npenapata AN MEOUUMHCKOTO MPUMMEHEHWS, PELIeHWe O MpeKpalleHUn TakKoro MWCCredoBaHus NpUHMMaeT
YMNOMHOMOYEHHbIN dhefeparnbHbli OpraH WUCMOMHUTENBbHOW BMACTM Ha OCHOBAHWMM COOOLLEHUS B MUCbMEHHOM
dopmMe  pyKOBOAMTENS  MEOUUMHCKOW  OpraHvM3auum WnM  opraHvM3auus, MOoNnyyYmMBLIAs  paspeLlueHue
YMOMTHOMOYEHHOIO (hefepanbHOro opraHa MCMOSTHUTENbHOW BNACTU Ha OpraHv3aumio NMpoBEeOEHUsT KITMHNYECKOrO
NCCriefoBaHNS fIekapCTBEHHOO Npenapara Ans MegUUMHCKOrO NPUMEHEHWS.

7. B cpok, He npeBbilawowWni natM paboymx OHENW CO OHA 3aBEPLUEHUS, NPUOCTAHOBIIEHUST UMK
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NnpekpaLleHns KITMHUYECKOro UWCCredoBaHus JekapCTBEHHOrO MpenapaTta Ans MeAULMHCKOrO MNPUMEHEHMUS,
coobuieHne 06 STOM HanpaBnsieTca OpraHM3auusiMy, ykasaHHbIMM B 4actu 3 crtatbu 38 HacTtosiiero
depnepanbHOro 3akoHa, B YNomHOMOYEHHbI heaeparnbHbI OpraH UCMOMHUTENBHOM BNACTW NO YCTAHOBIIEHHON UM
dopme.

8. dopma coobLLeHMs O 3aBepLUEHUA, MPUOCTAHOBIEHUN UNN NPEKPALLEHNN KMMHUYECKOrO UCCIenoBaHMs
nlekapCTBEHHOrO npenapaTta Anst MegUUUHCKOro NpUMEHEHUST AOIMKHA cogepXaTb:

1) MHopMaLUO O MELULMHCKON OpraHu3aumMmM Unn MepULMHCKMX OpraHu3auusix, NpOBOOUBLUMX AaHHOE
nccnenoBaHue;

2) onucaHne faHHOro UccnegoBaHus;

3) paHHble wuccneposaTens (damwunns, MMs,, OTYECTBO, MeCTO paboTbl, 3aHMMaemasl [LOMMKHOCTb,
crneumnanbHOCTb, CTaX paboTbl MO nporpammam  KIMHUYECKUX WCCIELOBaHUM NEeKapCTBEHHbLIX MpenapaTtos,
nepeyveHb KIUMHUYECKMX UCCNenoBaHU NekapCTBEHHbIX NPenapaToB, B KOTOPbIX OH NpUHMMAan ydactve (nepuogbl
y4yacTusi) B Ka4ecTBe MccreqoBaTens unm comccrnegoBarens);

(B pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT [OaHHOIO WUCCnenoBaHUs (3aBeplueHWe, MPUOCTAaHOBMEHME WU MNpeKkpalleHne [OaHHOro
NCCrNefoBaHMs C YyKaszaHMEM WX MPUHMUH U BIMSIHUS Ha OLIEHKY ero pesynbTartoB, OOyl OLEHKy pucka u
OXMOaemon nosb3bl OT MPUMEHEHUSI UCCReQyeMOoro IekapCTBEHHOrO Mpenapata, a Takke npegnonaraemble
JanbHenwne oencTeng).

8.1. lNpu BbisBNEHUM hedeparnbHbiM OPraHOM WCMOMHUTENBHON BRacTW, OCYLLECTBAAWUM DYHKUMU NOo
KOHTPOSIKO 1 Haa30py B cdepe 30paBOOXPaHEHUS, HApYLLEHWIA NPaBWI Hagnexallen KnMHUYECKOW NpakTuKA npu
NPOBEAEHMN KMMHUYECKOro WCCrenoBaHUsl FekapCTBEHHOrO npenaparta, BAMAWMX Ha NONHOTY W (Mnn)
OOCTOBEPHOCTb AaHHOMO KMMHUYECKOro NccneaoBaHns, ykasaHHbl doegeparnbHblil OpraH UCNONHUTENBLHON BNacTu
npuvocTaHaBNMBaeT NpoBeAeHne JaHHOMO KIMHUYECKOrO UCCreaoBaHnst U BbIHOCUT MeOMUUHCKON opraHu3auum, B
KOTOpOM MPOBOAUTCS [aHHOe KIWHWYEeCcKoe WccrnedoBaHve, npeanucaHne o6 ycTpaHeHWM BbISIBIIEHHbLIX
HapyweHui. lpu HeycTpaHEeHUM MEeOULMHCKON OpraHusaumelnt BbISIBNEHHbIX HapyLIEeHWA B YCTAHOBIEHHbIA B
nNpeanucaHnM CpoK YyKasaHHbl  dedepanbHbld  OpraH  WUCMOMHUTENBHOW BRacT NPUHMMaeT peLueHne o
npekpaweHMn npoBedeHUst KIMHUYECKOrO UWCCNeaoBaHus FekapCTBEHHOro npenapata WM HanpasnsdeT B
denepanbHbii opraH WUCMOMTHUTENbHOM BMAacTW, OCYLLUECTBASIOWMNA YHKUMM MO BbipaboTke W peanusauuu
rocygapCTBEHHON MOMUTUKM YU HOPMATMBHO-MPaABOBOMY PErynvpoBaHuio B chepe 34paBOOXpaHeHus, 3aKkmnodeHmne
O BbISIBNEHWM MPU MNPOBEAEHMU [AHHOMO KIMHWUYECKOTO WCCReaoBaHWs HapylweHun npaBui  Haanexallen
KMMHUYECKOW MPaKTUMKM AN NPUHATUA pelleHns o6 OTMeHe paspelleHnss Ha OpraHu3auuio NpoBedeHns OaHHOro
KMMHWYECKOrO WUCCREefoBaHMA C AaTbl MPUHATUSA peLleHWs O MNPUOCTaAHOBNEHWM MPOBEAEHUSA KIMHUYECKOro
nccrnegoBaHWs nekapcTBEHHOro npenaparTa.

(vactb 8.1 B pen. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YNOMNHOMOYEHHbIN doegepanbHbli OpraH UCMNOSTHUTENBHOM BNacTu onybrnukoBbIBaeT M pasMelaeT Ha
cBoeM odmumanbHoMm cante B ceTu "MHTepHeT" coobLueHne O 3aBepLUEHM, MPUOCTAHOBIIEHNN UMK NMpeKpaLLeHum
KMMHWUYECKOrO WUCCREeQOBaHMA JeKapCTBEHHOro npenapata Ans MEAUUMHCKOrO MPUMEHEHUS B CpOK, He
npeBbIWaLWnA NATU pabounx gHen Co OHA ero NonyyYeHus, B yCTAaHOBNEHHOM MM Nopsiake.

10. YnornHomMo4eHHbIN denepanbHbiii OpraH WCMOMHUTENbHOM BRacTW OCYLLECTBNSAET BeaeHue peecTpa
nccriegosartenen, NPoBoAALWMX UM NPOBOAMBLLMX KNMHUYECKME UCCMedoBaHWs NeKapCTBEHHbIX NpenapaToB Angd
MEOMLUUHCKOTO MPUMEHEHMUS, B COOTBETCTBMM C YTBEPXAEHHBIMW UM MpaBunamMu M pa3MellaeT ero Ha CBOeM
odumumanbHom cante B cetu "HTepHeT" B YCTAHOBIIEHHOM WM MNOPSAKE. YKasaHHbI pPeecTp COAEpPXUT
WMHopmMaLno, NPegyCMOTPEHHYIO NYHKTOM 3 4acTu 8 HacTosLen cTaTbu.

11. OT4yeT 0 pesynbTaTax KIUMHWYECKOTO UCCHELOBaHUS NEKapCTBEHHOro npenapata Ans MegvLUMHCKOro
NPMMEHEHMST COCTaBMSETCA opraHuM3aumen, ykasaHHoW B Yactu 3 ctatbn 38 HacTtodwero defepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKMOYEHWUN MEOULIMHCKMX OpraHv3auui, NpoBOAMBLUMX 3TO MUCCredoBaHWe, U NpeacTaBnseTcs B
YNONMHOMOYEHHbIN dpefeparnbHbld opraH UCNOSTHUTENBHOW BNacTW, BbiAABLUWW paspelleHe Ha NpoBedeHne 3Toro
WCCrefoBaHMsA, B CPOK, He MpEeBbIAWNA TPeX MECSALEB CO OHSA €ero 3aBepLleHus, MPUOCTaHOBMEHUS WK
npekpalleHunsi, B nopsigke, yCTaHOBMEHHOM YMOMHOMOYEHHbIM dheeparibHbIM OPraHOM UCMONTHUTENbHOW BNacTu.

12. HapylweHue npaBun Haanexallen KNMHNYEeCKon NpakTukn, danbcudukaums pesynbTaTtoB KINUHNUYECKOro
NCCrefoBaHMs NIEKapCTBEHHOIO npenaparta A1 MEOULUHCKOrO NPMMEHEHMS BIIEKYT 3a COOOM OTBETCTBEHHOCTL B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccuiickon ®enepauun.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. Tpun nNpoBeAeHUN KIMHUYECKOTO WCCNEeOOBaHNs FeKapCTBEHHOIO Mpenapata Ans MeLMLMHCKOro
NPUMEHEeHWs gonyckaeTcs 3abop y naumeHToB buonormdeckux marepunanos (06pasubl GMONOrMYecKmX XnaKocTen,
TKaHEN, CEKPETOB U NPOAYKTOB XU3HEOEATENbHOCTM YenoBeka, (brM3nonormyecknx 1 NaTtonormyeckmx BblgeneHun,
Ma3KoB, COCKODOOB, CMbIBOB, MUWKPOOPraHM3MOB, OVOMNCUWHBLIN MaTepuan) Ans ux wusyydeHus B Poccuiickon
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depepaumm n (unu) 3a npegenammu Poccuiickon degepaunn.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. Tlopspok BBO3a B Poccuickyto depepaumio M BbiBO3a 3a npefensl Poccuiickon ®enepauun
GMonorMyecknx MarepuarnoB, MOMyYeHHbIX MNPU NPOBEOEHUM KITMHUYECKOTO WCCefoBaHUsA NeKapCTBEHHOMO
npenapata ans MeANLUMHCKOro NpMMeEHeHUs1, ycTaHaenuaaeTcs [paeutensctBomM Poccuiickon Pegepaumm.

(B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 41. D,OFOBOp O npoBegeHun KIMHUYEeCKOro wuccrnenoBsaHua JIeKapCTBEHHOro npenaparta And
MeaNLUMHCKOro npuMeHeHunsa

1. KnuHnyeckoe nccnepqoBaHue nekapCcTBEHHONO npenapaTta 4ns MeauLMHCKOro NpUMeHeHNst MpOBOAUTCS B
COOTBETCTBMM C [OrOBOPOM O NPOBEAEHWM KIMHUYECKOro WCCNenoBaHUsl NeKapCTBEHHOro npenapaTta Ans
MEeOMLNHCKOrO NMPUMEHEHMS], 3aKrio4YaeMbiM MeXay OpraHusauuven, nonyymslLen paspeLleHmne YNorTHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENbHOW BNacTM Ha OpraHvM3aumio MpPOBEAEHUS Takoro WCCrefoBaHus, U
MeOMUNHCKON opraHu3aumen, ocyLLeCTBAIOLLEN NPOBEAEHNE TAKOTrO NCCNeoBaHUs.

2. [loroBop 0 NpOBEAEHMU KIMHUYECKOrO MUCCNedoBaHWs feKapCTBEHHOrO npenaparta Ans MeauLMHCKOro
NPYMEHEHUS JOIMKEH CoaepXKaThb:

1) yCrnoBusi U CPOKN NPOBEAEHUS A4AHHOMO UCCIeN0BaHUS;

2) onpegeneHne oOWen CTOMMOCTM NpOrpaMmbl [aHHOMO WCCMEOOBaHWS C  YKa3aHWMEM CYyMMbI,
npegHa3HavatoLLencs ans BeinnaT nccnegoBaTensam, couccnenoBartensiM;

3) onpegeneHne opMbl NpeacTaBneHnss pesynbTaToB [aHHOrO WCCneaoBaHMs B YNOMHOMOYEHHbIN
denepanbHbI opraH UCNOMHUTENBHON BNACTW.

Cratbs 42. ®uHaHcoBOe obecneveHue KIMHUYECKOro UCCnenoBaHWs IeKapCTBEHHOro npenaparta Aans
MeanUMHCKOro npuMeHeHuna

durHaHCcOBOe obecneyeHne KIMHUYECKOro UCCRefoBaHUs NeKapCTBEHHOro npenaparta Ans MeguuUMHCKOro
NMPUMEHEHMS OCYLLECTBIISIETCS 3a CYET:

1) cpencTB dhegepanbHOro GLOIKETa;

2) cpencTB opraHu3aLmii, NoNyYMBLLMX paspeLLeHne Ha opraHM3auunio NPoBeAeHNs 4aHHOro UCCneaoBaHus,
B COOTBETCTBMM C YCNOBMSIMU OrOBOpa O €ro NpoBeAeHu;

3) MHbIX He 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccuiickon ®enepaumm NCTOYHMKOB.

Ctatbs 43. lNpaBa nayMeHTOB, y4acTBYHOLMX B KIMHUYECKOM WCCREAOBaHUM NEKapCTBEHHOro npenapara
ANt MEOULIMHCKOTO NPUMEHEHMS

1. Yyactve naumeHTOB B KIMHUYECKOM WCCREedoBaHUW NEeKapCTBEHHOro npenaparta gns MeauLMHCKOro
NPUMEHeHUs ABNsSeTCs JOOPOBONbHbLIM.

2. MNaumneHT nnmn ero 3aKoHHbIN NPeacTaBUTENb OOMKEH OblTb MHPOPMUPOBAH B MMCbMEHHON hopMeE:

1) 0 NnekapcTBEHHOM MpenapaTe A1 MEAULMHCKOro NPUMEHEHNS U CYLLHOCTU KIMHUYECKOro MCCneaoBaHms
3TOro NeKkapcTBEHHOro npenapaTa;

2) o 6es3onacHOCTM IeKapCTBEHHOro mnpenaparta And MEOULUHCKOro MNPUMEHEHUsI, ero OoXugaemown
3P PEKTUBHOCTU M CTEMEHN pUCKa AN NAUUEHTa;

3) o6 ycnoBusix yyacTus naumeHTa B KIMHUYECKOM WCCREedOBaHMM JeKapCTBEHHOrO npenapaTta Ans
MEOMNLUHCKOTO NPUMEHEHMNS;

4) 0 Uenv nnu uensax 1 NpogoSKUTENbHOCTM KITMHNYECKOrO UCCIeAoBaHMs NIeKapCTBEHHOroO npenapaTa ans
MEOMNLUHCKOTO NPUMEHEHMNS;

5) o gencrTBusAx naumeHTa B criyvyae HenpenBuaeHHbIX 3hekToB BNUAHMSA NIeKapCTBEHHOrO npenaparta ang
MEeOMLUHCKOrO MPUMEHEHUS HA COCTOSIHUE €ro 30POBbS;

6) 06 ycrnoBusix 0683aTenNbHOr0 CTpaxoBaHUSA XN3HW, 300POBbs NALMEHT;

7) O rapaHTuUsiXx KOHPUAEHLMANbHOCTU Yy4acTusa NaumeHTa B KIMHWYECKOM MCCNEAOBaHMM FIEKApPCTBEHHOMO
npenapara 4ns MeanUMHCKOro NPYMEHEHNS.

3. [obGpoBonbHOe cornacue mnauueHTa Ha y4vacTMe B KIIMHWYECKOM WCCNEeAoBaHWM FIEKApCTBEHHOMO
npenapata AN MEeOUUMHCKOrO MPMMEHEHMS MOATBEPXOAaeTCs ero MOAMUCBI UMW MOAMMWCLI0 €ro 3akOHHOro
npeacTaBnUTens Ha MHPOPMALMOHHOM NIUCTKE NauneHTa.

4. TlauneHT WnNu €ero 3akOHHbIN MpPeACcTaBUTENb MMEET NpaBO OTKa3aTbCA OT Y4acTus B KIMHWYECKOM
NCCregoBaHMN JIEKAPCTBEHHOMO npenapaTta Afis MeOUUUHCKOrO MpMMEHEHMs Ha Mbon cTagum npoBefeHus
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TaKoro UCcrieoBaHus.

5. MNpoBeaeHne KNUHNYECKOrOo NUCCNeaoBaHUs NekapCcTBEHHOro npenapara Ans MeauuuHCKOro nNpuMeHeHust
C y4acTMeM B KayecTBe NMauneHTOB OeTeln JOoMycKaeTcsl TOMNbKO C corfnacusi B MMCbMEHHON hopme X poanTenen,
ycbiHOBUTENEN. [JeTn MoryT paccMaTpuBaTbCs B KayecTBe MOTEHLUManbHbIX MauWMeHTOB Takoro MCCnenoBaHus,
TONbKO €CNW ero NpoBefeHNe HEOOXOAMMO ANS YKpenneHus 300poBbs AeTen UM NPodunakTMkn MHEKLMOHHBLIX
3aboneBaHnii B 4eTCKOM Bo3pacTe Nnnbo ecnu Lenbilo Takoro UCCrefoBaHus SIBMSIETCA MOflyYeHne OaHHbIX O
Hauny4llen JO3MPOBKe NEKapCTBEHHOrO NpenapaTa Ans nedeHus geten. B aTux cnydasx Takomy mccrnegoBaHuto
OOIMDKHO MpenLlwecTBoBaTh  KIIMHUYECKOE UWCcCnedoBaHWe JekapCTBEHHOrO npenapata  Ans  MeguuMHCKOro
NPUMEHEHMS1 Ha COBEPLLEHHOMNETHUX FPpaXkgaHax, 3a UCKIMOYEHMEM CIly4YaeB, eCcini UCCNeayeEMbIN NEKAPCTBEHHbIN
npenapat ans  MeOUUMHCKOTO  MPUMEHEHWUs  NpedHasHayeH  MCKMIOYMTENbHO  Afs  UCMONb30BaHUS
HeCoBepLUEHHONETHUMM rpakgaHamu.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeLyaeTcs NpoBefeHNe KIMHUYECKOro NccnenoBaHns fiekapCTBEHHOMO npenapara gns MeguLMHCKOro
NPUMEHEHMS C y4acTUeM B Ka4eCTBe NaLUEHTOB:

1) oeTen-cnpoT 1 aeTen, octaBnxcs 6e3 nonevyeHns poauTenen;

2) XeHWMWH B nepuos GepeMeHHOCTU, XKEHLUMH B Mepuod rpyaHoOro BCKapMIvMBaHMSl, 3a WCKMYEHMEM
cry4aeB, ecnu NpoBOAUTCH KIMHMYECKOE MCCReqoBaHWE NeKapCTBEHHOrO npenapara, npegHasHa4yeHHoro Ans
YKa3aHHbIX >KEHLUMH, NPV YCroBuMM HeobXxoauMOCTWU Mony4veHust MHopmMauum TOMbKo BO BPeEMsi MpoBeneHus
COOTBETCTBYHOLMX KIMUHUYECKUX WCCIEAOBaHUN U MPUHATMS BCEX HEOOXOOQMMbIX Mep MO WCKIHYEHMIO puUcCKa
HaHeceHusi Bpeaa XeHLnHe B nepnos 6epemMeHHOCTH, KeHLLMHe B Nepuog rpyaHoro BCKapMivBaHus, nrogy unm
pebeHky;

3) BOEHHOCNYXaLUUX, 3a UCKIMIOYEHMEM CIyYaeB NPOBEOEHUS KINMHUYECKOro UCCeaoBaHns NekapCcTBEHHOro
npenapata, crneuunanbHO pa3paboTaHHOro Ansi MPUMEHEHUSI B YCMOBUSIX BOEHHbLIX AEWCTBUMA, Ype3BblyYaliHbIX
cuTyauun, nNpoduNakTUKM M neveHns 3aboneBaHuin M MOopaXeHURW, MOMNyYeHHbIX B pesynbTaTe BO3OeNCTBUA
HeBNaronpUsTHbIX XUMUYECKNX, BMONOrMYecknx, pagnaumoHHblix daktopoB. KnvHudeckoe uccrnegoBaHMe Takoro
NleKapCTBEHHOrO npenapata MOXeT MNPOBOAUTLCH C ydacTMeM B KadecTBe MauMeHTOB BOEHHOCHYXKaljux, 3a
WCKITIOYEHNEM BOEHHOCHNYXAaLLUUX, MPOXOASLMX BOEHHYK Cryx0y no npusbiBy, ¢ cobniogeHnem TpeboBaHui,
YCTaHOBMEHHbIX HacToswmm PeaepanbHbiM 3aKOHOM B OTHOLLIEHWM MPaX4aHCKUX ML,

4) cOTPYAHMKOB NPaBOOXPaAHUTENbHbIX OPraHoB;

5) nuu, oTOLIBaOLWMX HakazaHMe B MecTax NULIeHMs cBobOoAbl, a Takke N, HaXoOaWwmMXcsa nog cTpaxen B
CneacTBEHHbIX N30MsiTopax.

7. [lonyckaeTcst npoBeAeHME KITMHUYECKOrO UCCNeaoBaHNA NEKapCTBEHHOro npenapara ansg MeauuuHCKoro
NPUMEHEHNs, NpeaHa3Ha4YeHHOro A5 fieYeHnst NCMXmYecknx 3aboneBaHum, ¢ y4acTMEM B KavyecTBe MauLMEHTOB
nuy, ¢ NCUXMYECKMMKM  3aboneBaHusIMM, MNPU3HAHHBbIX HEeOeecnocoOHbIMM B nopsigke, YCTaHOBIIEHHOM
3akoHogartenscTBoM Poccuiickon Pepepaummn. KnuHuueckoe uccriegoBaHue NeEKapCTBEHHOrO npenaparta B 9TOM
cny4yae nNpoBOAUTCS NPU HaNMMYMM cornacus B MMCbMEHHOM (oopMe 3aKOHHbIX MpeacTaBUTENen ykasaHHbIX NnL.

Ctatbsn 44. OGsas3aTenbHOe CTpaxOBaHWE >XU3HW, 340POBbSA MaUMEHTAa, Y4YacTBYHOLLErOo B KITMHUYECKOM
nccnenoBaHUM fiekapcTBEHHOrO NpenapaTa Ans MEAUUMHCKOTO NPUMEHEHUS

(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHu3auusi, nony4yMBlIas pas3peLleHrMe Ha OpraHuM3aumilo NPOBEAEHMS KITMHUYECKOro MCCnedoBaHus
flekapCTBEHHOro npenaparta AN MeOUUMHCKOrO MpuMeHeHus, obs3aHa B KayecTBe CTpaxoBaTensd cTpaxoBaTb
PUCK NPUYUHEHUS Bpeda XWU3HW, 30OPOBbI NMauueHTa B pesyrbTarte NpoBedeHMsT KITMHUYECKOro MCCrefoBaHust
NlekapCTBEHHOrO npenapata Ans MeOUUUHCKOTO MNPMMEHEHMS 3a CBOW CYET MyTeM 3akiiovyeHuWs Jorosopa
00s13aTENLHOrO CTPaxoBaHUA.

2. ObbekToM 00SA3aTENBHOIO CTPaxOBaHMS SBMSETCA MMYLLECTBEHHbI MHTEpPeC MauueHTa, CBA3aHHbIN C
NPUYMHEHNEM Bpeda €ro XW3HW WM 300POBbI0 B pesynbTaTe NPOBeOeHWs KIMHUYECKOrO UCCreqoBaHust
fiekapCTBEHHOrO npenapaTta Anst MEOULUHCKOIO MPUMEHEHMS.

3. CTtpaxoBblM criyyaem Mo [OroBopy 0653aTenbHOro CTPaxoBaHUS SBNSAETCA CMEpTb MNauMeHTa unu
yXyQLleHne ero 340pOoBbs, B TOM YMCE Brekyllee 3a cOOOM yCTaHOBMEHME WHBaNMAHOCTU, MPU HanM4um
NPUYNHHO-CNEACTBEHHON CBS3N MEXOY HACTyMNieHWeM 3TOro coOblTMS M yyacTMEM naumeHTa B KITMHUYECKOM
NCCriefoBaHMKN NEKApPCTBEHHOIO NpenapaTa.

4. TpeboBaHMsA O BO3MeELLEHWUN Bpeaa, NMPUYUMHEHHOO XU3HU UMW 300POBbI0 NauMeHTa, NpegbsBnAlTCA B
TEYEeHNe CPOKOB UCKOBOW LaBHOCTU, YCTAHOBIIEHHBIX MPaXK4aHCKMM 3aKOHOOATENbCTBOM.

5. Paamep cTpaxoBoWn BbinnaThl MO 4OrOBOPY 0083aTeNbHOr0 CTPaxoBaHUS COCTaBMSET:
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1) B cnyyae cmMepTu nauMeHTa ABa MWNMAMOHa pybnen Ha Kaxgoro nauueHTa, y4YacTBOBaBLUEro B
KMMHWYECKOM MCCreqoBaHWMK NiekapCTBEHHOro npenapara;

2) npy yxyALeHn1 300poBbs NaumneHTa:

a) noenekwem 3a cobol ycTaHOBNEeHNe UHBaNMaHoOCT | rpynmnbl, OOWH MWUITIMOH NATLCOT ThiCAY pybrnen Ha
Ka)kgoro nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCeoBaHUM fieKapCTBEHHOrO npenapara;

6) noenekwem 3a coboln ycTaHOBreHve uHBanuaHocTu Il rpynnbl, OAuH MUNAWOH pPybnewn Ha Kaxgoro
nauueHTa, y4acTBOBaBLUErO B KMMHUYECKOM MCCMenoBaHUM NeKapCTBEHHOro nNpenapara;

B) moBnekwem 3a coboli ycTtaHoBneHnue uHBanugHoctu Il rpynnbl, NATbCOT ThicAY pybnen Ha Kaxgoro
nauueHTa, y4acTBOBaBLUErO B KMMHUYECKOM MCCNeqoBaHUM fIeKapCTBEHHOrO Npenapara;

r) He NoBnekwem 3a coboi yCTaHOBIMEHNS MHBaNMOHOCTU, He Bonee Yyem TpucTa ThicaY pyGnen Ha Kaxaoro
nauueHTa, y4acTBOBaBLUErO B KIMHWYECKOM UCCNENOBaHUM NEKapCTBEHHOrO npenaparta, UCXO4a U3 HOPMaTuBOB,
OTpaXalLlnx XapakTep W CTeneHb MNOBPEXAEHWS 300pOBbs, a Tawke (aKTUYECKM MOHECEHHbIX MauueHTOM
pacxonoB, BbI3BaHHbIX MOBPEXAEHWEM 300POBbSl, HA MEAWLIMHCKYID MOMOLLb, NPUOBpPETEHNE NEKAPCTBEHHbIX
npenaparos.

(nn. "r" B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 nonga 2015 roga. - ®enepanbHbiin 3akoH oT 22.12.2014 N 429-03.

7. Cpok poroBopa 06s3aTenbHOrO CTPaxoBaHWA He MOXeT OblTb MeHee, 4eM CpOK NpoBeAeHus
KMMHWYECKOro NCCneaoBaHusi NekapCTBEHHOrO npenapara.

8. Ycnosus goroBopa obA3aTenbHOro CTpaxoBaHUsA, B TOM 4YuCre CTpaxoBble Tapudbl No obssaTensHOMY
CTPaxoBaHWO, MepedYeHb HeobXOAMMbIX [OOKYMEHTOB [ANsl OCYLECTBNEHMS CTPaxoBOW BbiMnaTbl, MOPSAOK
YCT@HOBMEHUs1  CTpaxoBaTeneM  WHAMBMOYanbHOrO  UAEHTUMWKALMOHHOrO  KOga  nauueHTa,  MNopsifok
MHOPMUPOBaAHNA  CTpaxoBaTeneM CTpaxoBLUMKa O MPUBIMEYEHHbIX K  KIMHUYECKOMY  WUCCReaoBaHuo
neKapcTBEHHOro npenaparta Ans MeAUMUUHCKOro MpUMEHEHUst nauueHTax, Nnopsiaok ynnatbl CTPaxoBOW npemun,
NopsAOK peanusauun onpefeneHHbix HacToswmum degepanbHbiM 3aKOHOM UM ApyrMMu doenepanbHbIMU 3akoHaMu
npaeB 1M 06A3aHHOCTEN CTOPOH NO OOroBOpy 06SA3aTenbHOrO CTPaxoBaHMSA, a Takke HOpMaTMBbl, OTpaxarolime
XapakTep M CTeneHb MNOBPEXOEHUS 300POBbsi, YCTaHABNMBAOTCS TWMOBbIMKM NpaBuriamu obs3aTenbHOro
CTpaxoBaHus.

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

9. B cnyyae npuunHeHus Bpeda >KU3HM MNaumeHTa, y4acTBOBABLUErO B KIWHWYECKOM UCCregoBaHuu
fnekapCTBEHHOro npenapara, Bbirogonpuobperatendamm no AoroBopy 06A3aTenbHOro CTPaxoBaHWUs SABMSATCS
rpaxkgaHe, umetroLme nNpaBo Ha BO3MELLEHME Bpeaa B Cliydae CMepTu KOpMUIbLa B COOTBETCTBUM C FPpaXKgaHCKUM
3aKoHOOATENbCTBOM, MpPM OTCYTCTBMM TakuMX T[paxgaH - poauTenu, Cynpyr, AeTu yMmepllero nauueHTa,
y4yacTBOBaBLLErO B KIMHUYECKOM WCCREedoBaHMU JeKapCTBEHHOro npenaparta, B Cryvae CMepTu nauueHTa,
y4acTBOBAaBLLErO B KMUMHWYECKOM UCCMeAoBaHWUM NIEKapCTBEHHOro npenapaTta M He MMEBLLEro CaMOCTOATENbHOro
goxofa, - rpaxgaHe, Ha WKOMBEHUN KOTOPbIX OH HAaXOOUNCS, B OTHOLLEHMM BO3MELLLEHMS pacXxo4oB Ha norpeberHve
nauMeHTa, y4acTBOBaBLUEro B KITMHUYECKOM UCCredoBaHUM NekapcTBEHHOro npenapara, - Nuuo, NoHecwee Takme
pacxogsbl.

10. CTtpaxoBas BbiNfarta B CYET BO3MELLEHUS Bpeda, NPUYMHEHHOIO XXM3HM MauMeHTa, y4acTBOBaBLUEro B
KMMHMYECKOM WMCCnedoBaHNM NEeKapCTBEHHOro npenapaTa, pacnpegensercs mexgy Bblirogonpuobpetatensmu
NPONOPLMOHANbHO NX KONMUYECTBY B PaBHbIX AOMSX.

11. Tpun HacTynneHnM CTPaxoBOro crnyyasi NauueHT, y4acTBOBAaBLUMA B KIMHWYECKOM WCCIEeAoBaHUM
nekapCTBEHHOrO npenapata, BblrogonpuobpeTatens BrnpaBe MNpegbaBUTb HENOCPeaCTBEHHO CTPaxXOBLUUKY
TpeboBaHMe O BO3MELLEHUWN MpUYMHEHHOro Bpega. CTpaxoBas BbiMnaTa OCYLLECTBMSETCA CTPaxOBLLUMKOM B
TeYyeHne TpuauaTM OHeW CO OHS npeacTaBneHnst HeobxoaumbiX AOKYMeHTOB. [laumeHT, y4acTBOBaBLUMI B
KMMHUYECKOM UWCCMEQOBaHMM JIEKapCTBEHHOro npenaparta, wnvM  BblrogonpuobpeTtaTtens 0083aH  coobWnTb
CTPaxOoBLUMKY OS5 OCYLLECTBIEHUSI CTPAXOBOW BbINNaTbl UHAMBUOYANbHbLIA UOEHTUMUKALMOHHBIA KOO MauueHTa,
YCTaHOBMEHHbIV CTpaxoBaTenem B COOTBETCTBMU C TUMOBbLIMU NpaBuiaMm 0683aTenbHOr0 CTpaxoBaHus.

12. [lo nonHoro onpegeneHus pasMepa MnoAnexalwero BO3MELLEHNIO Bpeda CTPaxOBLUMK MO 3asiBNEHUIO
nauMeHTa, Yy4yacTBOBaBLUEIO B KIMHUYECKOM WCCMEAOBaHMU JEKapCTBEHHOIO npenaparta, WM  3asiBNEeHUuto
BblrogonpuobpeTatens BnpaBe OCYLLECTBUTb 4YacTb CTPaxOBOW BbiMfaThl, COOTBETCTBYIOLLYI aKTUYECKU
onpeaeneHHon YacTy NPUYUMHEHHOIO Bpeaa.

13. CTpaxoBas BbiMnata B COOTBETCTBMM C [OrOBOPOM OOSI3aTENbHOrO CTPaxOBaHUSA OCYLLECTBSETCA
HEe3aBMCMMO OT BbIMMAT, MPUYNTAIOLLMXCS MO APYIMM BUAAM CTPaxoBaHUS.

14. He ponyckaetcs yyacTue nauveHTa B MNPOBEAEHUN KIMMHWYECKOTO WCCMEeAOoBaHWUs NEKapCTBEHHOrO
npenapara npu oTCyTCTBMU 4OroBopa 06a3aTenbHOro CTpaxoBaHusl.

15. KoHTponb 3a UCNONHeHWeMm opraHusaluven, MnonyyvvBlUen paspelleHne Ha opraHusauuio nposefeHus
KMMHWUYECKOTO WCCIeOBaHUS NEKapCTBEHHOro npenapata Afs MeAWUMHCKOrO MPUMEHEHUS, YCTaHOBIEHHOW
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HacTosILLeN cTaTben 00sI3aHHOCTU MO o6ﬂsaTeanomy CTpaxOBaHUKO KU3HU, 300POBbA NauneHTa, ydacTtByroLiero
(y‘-IaCTBOBaBLIJeFO) B KIMMHN4YeCKOM nccneaoBaHunn NekapCTBeHHOro npenaparta, OCyLlecTBndeTCcqd
YNONMHOMOYEHHbIM q)e/:l,epaanuM opraHom NCMONHUTENLHON BRacTu, Bbl4aBLUUM pa3peLieHne Ha nposeaeHune
KNMHUYECKMX UCCcnenoBaHnin NeKapCTBEeHHbIX npenapaTtoB AN1A MeOULUNHCKOro NnpuMeHeHna.

Mnaea 8. MPOU3BOACTBO U MAPKUPOBKA NEKAPCTBEHHbIX CPEACTB
Cratbs 45. [Npon3BoACTBO NEKapCTBEHHbLIX CPeacTB

1. Mpoun3BoACTBO NEKAPCTBEHHLIX CPeACTB AOMKHO COOTBETCTBOBATL TPebOBaHWSIM NpaBui Hagnexallen
NPOM3BOACTBEHHOW MNPaKTUKN, YTBEPXKOEHHLIM YMNOMHOMOYEHHbIM defeparnbHbiM  OPraHoOM  UCTOSHUTENBHOWN
Bnactu. OcobGeHHOCTM nepexoda MPOM3BOACTBA OTAENbHbIX JEKAPCTBEHHLIX CPeAcTB K WX MPOU3BOACTBY B
cooTBeTCTBMM C TpeboBaHMsMM NpaBuUN  Haanexawlen Mpou3BOACTBEHHONW NPaKTUKWM  YCTaHaBMBAKTCSA
MpaBsutenbctBoM Poccuiickon ®eaepaummn. Belgada 3aknoyeHnin 0 COOTBETCTBUM NPOM3BOAUTENS NIEKAPCTBEHHbIX
cpencte TpeboBaHWsIM MpaBuI Hagnexawlen npou3BOACTBEHHOM MPaKTUKM OCYLLECTBNSIETCS MO pesynbratam
WHCMNEKTUPOBaHUSI MPOM3BOAMTENEN IeKapCTBEHHLIX CPEACTB B MNOpsiake, ycTaHOBNEHHOM [1paBUTENbLCTBOM
Poccuiickon ®epepaummn. Pasmep nnaTtbl 3a Bblgayy 3ako4eHUs1 O COOTBETCTBUM MPOU3BOAUTENS JIEKaPCTBEHHbIX
cpencTe TpeboBaHUSIM MpaBwuil Hagnexallehn NPOM3BOLACTBEHHOW MPaKTUKU ycTaHaenuBaeTcs [MpaBUTENbCTBOM
Poccuinckonn  depepaumn.  opsgok  opraHusaumm U NpOBEOEHUS  WHCMEKTMPOBaHMSA  NpousBoauTenen
NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHUSIM MNpaBwui Haanexalleh NpPou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnmeaeTcs NpasutenbctBoMm Poccumnckon ®epepaumn.

(B pea. PepepanbHblx 3akoHOB 0T 25.06.2012 N 93-@3, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-$3)

2. [pon3BOACTBO NekapcTBEHHbIX cpeacTs B Poccuiickon deagepaumm oCyLLecTBAsSeTCH Npous3BoguTensimm
NeKapCTBEHHbIX CPEACTB, MMELMMN NULEH3NI0O Ha MPOU3BOACTBO JleKapCTBEHHbIX cpeacTB. lMogTeepxkaeHue
COOTBETCTBMS NULEH3MaTa npaBunamM Hagnexawen MpousBOACTBEHHON NPaKTUKW OCYLLEeCTBRAsieTCA B pamkax
MNNLEH3NOHHOrO KOHTPONA B COOTBETCTBMM C 3akoHogaTtenbcTBoM Poccuiickon dPegepaumm € y4eToMm
0COBEHHOCTEN, YKa3aHHbIX B YacTh 1 HAcCTosLLEN CTaTby.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-03, o1 22.12.2014 N 429-93)

3. MNMpoun3BOACTBO NEKApCTBEHHbIX CPEACTB OCYLLECTBSETCa ¢ cobnogeHnem TpeboBaHMi NPOMBbILLIIEHHOMO
pernaMeHTa, KOTOpbIN YTBEPXOAaeTCA PyKOBOAWUTENEM MPOU3BOAUTENS JIEeKapCTBEHHbIX CPeaCTB W BKIHOYaeT B
cebsi nepeyeHb UCNonb3lyembix apMaLeBTUYECKUX CYOCTaHUMA M BCMOMOraTesibHbIX BELLECTB C yKasaHWEM
KONMYecTBa KaXX4oro u3 Hux, AaHHble 06 ncnonb3yemMomMm obopyaoBaHMK, onMcaHne TEXHONMOrMYeCcKoro npowecca u
METOA0B KOHTPOrS Ha BCex aTanax Npou3BOACTBa NEKapCTBEHHbIX CPeacTB.

4. [Mpn npou3BOACTBE IIEKAPCTBEHHbIX CPEACTB WCMOMb3ylTCa dapmaueBTuyeckue cybectaHumum,
BKITIOYEHHbIE B rOCYOAPCTBEHHbIN peecTp feKapCTBEHHbIX CPeacTB, 3a MWCKNYeHWeM hapmMaueBTU4ecKmx
cyGCTaHuMn, NpoM3BOAUMBIX AN MNPOBEAEHUA KIMHUYECKMX uccrnemoBaHun wn ans akcnopta. K npoueccy
npousBoacTBa papmaueBTMYECKOM CyOCTaHUMM OTHOCATCS Nobble CcTaguum  TEXHOMOMMYeckoro mnpoecca,
No3BOMSIOLWME MNOMYYNTb FOTOBLIM NPOAYKT, COOTBETCTBYHLMN TpeboBaHMAM ¢apMakonemHon CcTaTbl, B TOM
yucne pepmeHTaLms, IKCTPaKLMs, O4UCTKA, BblideneHve, nepekpuctannunsawums, BbiCylUIMBaHNE, U3MeNbYeHe.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. lNepeyveHb neKapCTBEHHbIX MpenapaToB ANS MEOUUMHCKOrO MNPUMEHEHWUS, B OTHOLLUEHUN KOTOPbIX
ycTaHaBnuBaTca TpeboBaHMA K 0OObeMy Tapbl, YMakOBKE W KOMMIIEKTHOCTW, MepeyeHb NeKapCTBEHHbIX
npenapaTtoB AN BETEPMHAPHOIO MPUMEHEHUS, B OTHOLLIEHUWN KOTOPbIX yCTaHaBnmBalTcs TpeboBaHma k obbemy
Tapbl, a Takke TpeboBaHWs K OObEMy Tapbl, YMakOBKE W KOMMIEKTHOCTU FeKapCTBEHHbIX NpenapaTtoB Ansi
MEOMUUHCKOIO MpuUMeHeHus, TpeboBaHMs K obbeMy Tapbl NEKapCTBEHHbIX MpenapatoB Ans BeTEepUMHAPHOro
NPYMEHEHMS ONpeaensTCs COOTBETCTBYHOLLUMM YNIONTHOMOYEHHbIMU hefepanbHbIMY OpraHamMmu UCNOMHUTENBHOW
BMacTu B Nopsiake, yctaHoBneHHom lNMpasutenbctBom Poccuiickon ®egepauun.

(4acTb 4.1 B pea. PegepanbHoro 3akoHa ot 14.12.2015 N 374-93)

5. 3anpellaeTcsa Npon3BoACTBO:

1) neKkapcTBEHHbIX CPEACTB, HE BKIOYEHHbIX B FOCYAApCTBEHHbIA PEECTp NeKapCTBEHHbIX CpeacTs, 3a
WCKIMIOYEHNEM JIEKAPCTBEHHbIX CPEACTB, MPOU3BOAUMBIX ANs NMPOBEAEHUS KIMHUYECKUX WUCCNedoBaHWA u ans
3KCMopTa;

2) cbanbcnnuMpoBaHHbIX NEKAPCTBEHHBIX CPEACTB;

3) nekapCTBEHHbIX cpeAcTB 6€3 NMLIEH3NM Ha MPOU3BOACTBO JIEKAPCTBEHHbBIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapyleHWeM MpaBuIT OpraHu3auuu MNpOM3BOACTBA M KOHTPOMNSA KayecTBa
NeKkapCTBEHHbIX CPEACTB.

6. lMpu BBOOE NEKAPCTBEHHbLIX CPEACTB B IPaXKOAHCKMM OOOPOT YMONHOMOYEHHOE NMLO MPOWU3BOAUTENS
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neKapCTBEHHbIX CPEACTB OCYLUEeCTBMAET NOoATBEPXKOEHWE COOTBETCTBUSA JeKapCTBEHHbIX CPeAcTB TpebGoBaHUsIM,
YCTaQHOBMEHHbIM MpPU WX [OCYAApPCTBEHHOW perncrpauum, U rapaHTUpyeT, 4YTO JleKapCTBEHHble cpeacTBa
npounssefeHbl B COOTBETCTBUM C TPeOOBaHMAMN NpaBui Hagnexallen Npou3BOACTBEHHON MPaKTUKW.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNONHOMOYEHHbIM IULOM MPOM3BOAUTENSA NEKAPCTBEHHbIX CPEACTB SABNAETCA €ro paboTHMK,
aTTeCTOBaHHbIN B YCTAHOBMNEHHOM YNONMHOMOYEHHbLIM dhefeparnbHbIM OpraHoM UCNOMHUTENBHOW BracTu Nopsiake u
UMeLNA CTax paboTbl He MeHee 4YeM MATb feT B obnacTtu npou3BoAcTBa WM (MnM) KOHTPOMSA KavecTBa
neKapCTBEHHbIX CpeACTB, Bbicllee 0bpa3oBaHMe COOTBETCTBEHHO MO OAHOW M3 crneumnanbHOCTEN U (Mnu) ogHOMY
N3 HanpaBneHn NoaroToBkx: Bruonorus, GUOTEXHONOMMS, BETEPUHAPUSA, KNMHUYECKass MeanLuHa, pagnaumnoHHas,
XnMmyeckass 1M Ouomnorndeckast 3awimTa, gapMaums, dyHoameHTanbHas MeguuMHa, XMMUYecKkasi TexXHororus,
XUMMSA.

(yacTb 7 B peq. ®egepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. MponssoanTenn nekapcTBEHHbIX CPEACTB MOMyT OCYLLECTBATb NPOAaXY NEKapCTBEHHbLIX CpeacTB UMK
nepegasaTb UX B yCTAHOBNEHHOM 3akoHOAAaTeNbCTBOM Poccuiickon ®egepauum nopsiake:

1) ApyrMM NponsBoANTENAM NEKapCTBEHHbIX CPeacTB Ans NPOU3BOACTBA NEKapCTBEHHbLIX CPeaCTB;

2) opraHu3aumnsiM ONTOBOW TOProBNWU NeKkapCTBEHHbIMU CpeacTBaMu;

3) anTeyHblM  OpraHuMsauusM,  BETEepMHapHbIM  anTeyHbiM  OpraHuM3auusM,  VMHAWBWUAYaIbHbIM
npeanpuHMMaTensM, WMeWMM NUUEH3NI0 Ha dapMaueBTMYecKylo AeATenbHOCTb WU NUUEH3NI0  Ha
MEeONLUHCKYIO OeATENbHOCTb;

4) Hay4HO-UccnenoBaTenbCKMM opraHn3auunsaM Ans Hay4yHo-uccnenosaTenbckon paboTsl;

5) MeguUMHCKMM opraHM3auusiM 1 BeTEPUHAPHbIM OpraHu3aumsM;

6) opraHM3aumsaM, OCyLLECTBAIOWMM pasBedeHve, BolpallnBaHe u cogepxaHme X1BOoTHbIX.

Cratbs 46. MapkmpoBka nekapCTBEHHbIX CPeacTB

1. JlekapcTBeHHble npenapaTbl, 3a UCKIMIOYEHNEM JNTEKapCTBEHHbIX MpenapaToB, U3roTOBMEHHbIX anTeYHbIMM
opraHu3auusiMy, BeTEepuMHapHbIMKM  anTEeYHbIMU  OpraHuM3auusMy, WHOAUBMAYaNbHbIMKM  NpegnpuHMMaTensMu,
UMEIOLLMMM NTMLEH3NIO Ha hapMaLeBTUYECKYI0 OeATENbHOCTb, AOMKHbI NOCTyNaTth B obpalleHve, ecnu:

1) Ha MX NEepBMYHOWN YNaKoOBKE (3@ WCKMIOYEHMEM MEPBUYHOM YMAKOBKM FIEKAPCTBEHHbIX PaCTUTESbHbIX
npenapaToB) XOPOLIO YWTaeMbIM LWPUEPTOM Ha PYCCKOM A3blke YKasdaHbl HauMeHOBaHWE feKapCTBEHHOMO
npenapata (MexgyHapoO4HOE HenaTeHTOBaHHOE, WM IPYNnMPOBOYHOE, WNU  XMMUYECKOe, WM TOProBoe
HaMMeHOBaHWE), HOMeEp cepuu, AaTta Bbinycka (AN MMMYHOOMOMOrMYECKNX NEKAPCTBEHHbIX MPenapaToB), CPOK
rOAHOCTK, 403MPOBKA UMK KOHLEHTpauus, 06beM, akTMBHOCTb B eQUHMLAX AeUCTBUS UM KONUYECTBO A03;

(B pea. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-93)

2) Ha X BTOPUYHOM (NOTPEOUTENBCKON) yNakoBKE XOPOLLO YMTAEMbIM LWPNETOM Ha PYCCKOM SI3bIKE yKasaHbl
HaMMeHOBaHWe feKkapCTBEHHOIO npenapaTta (MexayHapogHoe HemnaTeHTOBaHHOe, WKW FPynnMpOBOYHOE, WUIK
XUMWYECKOE U TOProBOE HAMMEHOBaHWS), HAaUMEHOBaHME MPOWU3BOAUTENS FeKapCTBEHHOIO npenapara, HoMep
cepun, gata Bbinycka (4Nd MMMYHOOMONOTMYECKMX FeKapCTBEHHbIX MpenapaToB), HOMEpP pPerncTpaumoHHOro
yOOCTOBEPEHUS, CPOK FOAHOCTU, CMOocob NpUMEHEHWs, OO3MPOBKa WNW KOHUEHTpauus, 06beM, akTMBHOCTb B
eQuHMUax OencTtBus NMbo KONMMYECTBO [03 B YMNakoBKe, fekapCcTBeHHasd ¢hopma, yCcrnoBusi OTMycka, YCNnoBuS
XpaHeHwus, NnpegynpeauTensHble Hagnucu.

(B pen. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-93)

2. ®apmaueBTUYECKNE CyOBCTaHUMM OOIMKHBI NOCTynarb B obpalleHue, ecnv Ha KX MepBMYHON YNaKoBKe
XOpOLIO YUTAEMbIM LUPUPTOM Ha PYCCKOM HA3blKE YyKa3aHbl HavMMeHOBaHve gapMaLeBTUYECKoNn cybcTaHLmm
(MexxgyHapogHOe HenaTeHTOBaHHOE, WM TPYNMNMPOBOYHOE, WITM XMMUYECKOE U TOProBOoe HauMMEHOBaHWs),
HaMMEHOBaHWE MPOM3BOAUTENS (apMaLeBTUYECKON CyOCTaHUMM, HOMEp Ccepuum UK data  M3roTOBMEHUs,
KONMMYECTBO B YMaKOBKE U €ANHULbI UBMEPEHUS KONMYECTBA, CPOK MOAHOCTM U YCITOBUSA XPaHEHMUS.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. JlekapcTBeHHble cpeacTBa B KayeCTBE CbIBOPOTOK AOMKHbI MOCTynaTb B OOpallieHne C ykasaHuem
XXMBOTHOTO, U3 KPOBU, NITa3Mbl KPOBU, OPraHOB 1 TKAHEN KOTOPOrO OHU MOMYYEHBI.

4. Ha BTOpUYHYyO (MOTPeOUTENbCKYI0) YNAKOBKY FEKapCTBEHHbIX CPEACTB, MOMYyYEHHbIX M3 KPOBW, MSa3mbl
KpOBW, OpraHoB U TKaHen YenoBeka, JOMKHa HaHOCUTLCA Hagnuek: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHBIN aHTUIEH BUpYCca renatuta B oTcyTtcTByoT".

5. Ha nepBu4yHyl0 ynakoBKy W BTOPUYHYK (NOTPEOUTENBLCKYI) YNakoBKy paguodapmaueBTUHECcKnX
NeKapCTBEHHbIX CPeACTB AOIMKEH HAHOCUTLCS 3HAK pPaguaLMOHHOM ONacHOCTU.

6. Ha BTOpuYHylo (MOTpebMTENbCKYI0) YMAKOBKY rOMEONaTUYECKMX FEeKapCTBEHHbIX MpenapaToB AOImKHa
HaHOCUTbCSA Haanuck: "fomeonaTnyeckuin".
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7. Ha BTOpu4Hyto (NOTpPebuTenbCkyto) YMakoBKY IEKAPCTBEHHbIX pPacTUTENbHbIX MpenapatoB AOIKHa
HaHocUTbCA Haanuek: "lMpoayKumsa npoLuna paguaunoHHbIA KOHTPOmb".

8. Ha nepBuyHyto ynakoBky (ecnu Onsi aTOrO CyLIECTBYeT TeXHMYeckas BO3MOXHOCTb) U BTOPUYHYHO
(NoTpebuTenbCKyo) YyNakoBKy NEeKapCTBEHHbLIX MpenapaToB, NpegHa3HayYeHHbIX NS KNMMHUYECKUX MUCCIEeLOoBaHUM,
OOSKHa HAHOCUTBCS Haanueb: "[ANga KNMHUYECKNX uccnegoBaHuin®,

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. YnakoBka nekapCTBEHHbIX CPeAcTB, NpeAHas3HaYeHHbIX UCKIHYUTENBHO ANs 3KCMOpTa, MapkupyeTcsa B
COOTBETCTBMU C TPEOOBAHUSAMW CTPaHbI-UMNopTepa.

10. Ha TpaHcnopTHyto Tapy, KoTopasi He npegHasHadeHa nns noTpeduTeneit M B KOTOPYH MOMELLEHO
nekapcTBEHHOE CPeacTBO, AOMKHA HAHOCUTLCA MHOPMaLMa O HAMMEHOBaHUMK, CEpUX NEKapCTBEHHOrO CPeacTBa,
Aarte Bbinycka, KONM4ecTBe BTOPUYHbIX (NOTPeOUTENLCKMNX) YNAKOBOK NIEKApCTBEHHOIo CpeacTBa, npov3BoauTene
NeKapcTBEHHOro cpeactBa C yKa3aHWMEM HauMEHOBaHMS U MECTOHaXOXAEHUSI NPOU3BOAMTENS NEKapCTBEHHOIrO
cpeacTea (agpec, B TOM 4ncrne cTpaHa v (Mnm) MecTo NpoM3BOACTBa JIeKapCTBEHHOMO CPeACTBa), a Takke O Cpoke
rOAHOCTM IEeKapCTBEHHOrO cpeactBa WM 00  YCMOBUSIX €ro  XpaHeHuMsi W MepeBOo3kW, Heobxoaumble
npegynpeauTenbHble HAANUCU U MaHUMNYNATOPHbIE 3HAKU.

11. Ha nepBuYHYlO0 ynakoBKY M BTOPWUYHYIO (MOTPEOUTENbLCKYHO) YMaKOBKY JFEKapCTBEHHbIX CpeacTB Ans
BETEPUHAPHOrO NPUMEHEHUSA OOSKHA HAHOCUTBCS HagnNuek: "[na BeTepuHapHOro NpuMeHeHus".

12. Ha BTOpUYHYtO (MOTpebMTENbCKYI0) YNaKOBKY IeKkapCTBEHHOMO NpenapaTta HaHOCUTCS LUTPUXOBOW Kof,.

naea 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYO ®EAEPALIMIO U BbIBO3 NIEKAPCTBEHHbIX CPE[CTB
U3 POCCUNCKON ®EQEPALIUN
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 47. lNopsgok BBO3a nekapcTBEHHbIX cpeacTs B Poccuiickyto ®egepauuio 1 BbIBO3a NEeKapCTBEHHbIX
cpeacts n3 Poccuinckon deaepaumm
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBO3 nekapcTBeHHbIX cpeactB B Poccunckyto degepaumio ocyLLecTBnseTcs B Nopsgke, yCTaHOBIEHHOM
MpaButenbctBoM Poccuiickon Pepepaumm, B COOTBETCTBUN C TAMOXEHHBbIM 3aKOHOAATENTbCTBOM TaMOXEHHOro
coto3a B pamkax EBpA3OC (ganee - TaMOXeHHbIN COO3) 1 (MNK) 3akoHogaTenbCcTBOM Poccunckon degepaumm o
TaMOXXEHHOM Jere.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Beosumbie B Poccuiickyto degepaumio nekapCTBEHHble CpeacTBa AOMKHbl ObiTb  BKMIOYEHbI B
rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. Honyckaetca BBO3 B Poccuiickyto degepaumio KOHKPETHOM MapTUM 3apermcTpupoBaHHbIX U (Unn)
HEe3aperMcTpupoBaHHbIX  NEKApPCTBEHHbIX CPeacTB, NPedHa3HayeHHbIX AN MNpoBeAeHUs  KITMHUYECKMX
NCCreqoBaHMM  NeKapCTBEHHbIX MpenapatoB, NPOBEAEHMS  3KCMEepPTU3bl  JIeKapCTBEHHbIX CpeacTs  And
OCYLLIECTBNEHNS FOCY4apCTBEHHON perMcTpaumm nekapCTBeHHbIX NpenapaTtoB Wi A OKasaHWs MeQWLMHCKOM
MOMOLLM MO J>KMU3HEHHbIM MOKAa3aHMAM KOHKPETHOro mnauuMeHTa Ha OCHOBaHMU paspeLleHns, BblgaHHOro
YNOMHOMOY€EHHbIM dhedeparnbHbiM OpraHoOM UCMONMHUTENBHOM BNACcTW MO 3asBEHNsM UL, YKa3aHHbIX B cTaTbe 48
HacTosiwero PepepanbHOro 3akoHa. PaccMOTpeHue Takoro 3asiBNeHUs U MPUHATME peLlleHnss O Bblgade
paspeLLeHnsi Ha BBO3 KOHKPETHOW NapTMU 3aperncTpupoBaHHbIX M (M) HE3apPErnCTPUPOBAHHBIX JTEKAPCTBEHHbIX
CpencTB, MNpefgHas3HadYeHHbIX [Afs MPOBEAEHUS KIMHUYECKUX WCCMEQOBaHUM feKkapCTBEHHbIX MNpenapaTtos,
NpOBEeAEHNS 3KCMEpPTU3bl JIEKAPCTBEHHbIX CPeAcTB AnS  OCYLWECTBIEHMS [OCygapCTBEHHOM perMctpaumm
fnlekapCTBEHHbIX MpenapaToB UMM ANs OKasaHWs MeOULMHCKOW MOMOLLM MO XXMU3HEHHBIM NMOKa3aHWsM KOHKPETHOro
naumeHTa nMbo o6 OTKa3e B Bblgade yka3aHHOro paspeLueHWsi MPOM3BOAATCA B CPOK, HE MPEBbILAOLWMI NATH
pabounx gHen. [NnaTta 3a Bblgady ykasaHHOIO pa3peLleHns He B3MMaeTCs.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4. B Poccwiickyto PefepaLimio MOXXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBA, Ka4eCTBO KOTOPbIX NOATBEPXKAEHO
cepTnuMKaToM MNpPOU3BOAUTENS  JIEKAPCTBEHHbIX CPEACTB, YAOCTOBEPSIOWMM  COOTBETCTBME  BBO3MMbIX
rnlekapCTBEHHbIX CPencTB TpeboBaHuAM dhapmakonerHbix ctaterd nubo B criydyae ux OTCYTCTBMS HOPMAaTUBHOW
OOKYMEHTaLUuUn UM HOPMaTUBHOTO AOKYMEHTA.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. Banpewaetcs BB03 B Poccunckyio depepaumio danbCcurLmMpoBaHHbIX JTE€KapCTBEHHbIX CPEACTB,

HeoOpOoKayYeCTBEHHbIX JIEKaPCTBEHHbBIX CPEACTB, KOHTPa(aKTHbIX JIEKaPCTBEHHBIX CPEACTB.
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(B pen. ®egepanbHoro 3akoHa oT 06.12.2011 N 409-93)

6. danbcnduruMpoBaHHble NeKapCTBEHHble CPeAcTBa, HeoobpoKkadecTBEHHble MeKapCcTBEHHble CpeacTBa
noanexar U3bATUIO U NocrneayweMy YHUYTOXEHUIO U BbiBO3y M3 Poccuickon degepauun, KoHTpadakTHble
nekapcTBeHHbIE CPEACTBA - U3BATUIO U NOCMEAYIOWEMY YHUHTOXEHMIO. YHUYTOXEHME NN BbIBO3 U3 Poccuinckon
depepaummn danbcMuUMpoBaHHbIX NeKapCTBEHHbIX CPEACTB, HeAOOpOKaYeCTBEHHbIX NEKAPCTBEHHbLIX CPeACTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPedCcTB OCYLLECTBMNSETCA 3a CYeT fvua, OCYyLeCcTBMBLLEro nx BBO3. [lopsagok
YHUUTOXEHUS U3bATbIX PanbcuULMpOBaHHbIX NIEKAPCTBEHHbIX CPeacTB, HegobpoKavYeCTBEHHbIX NEeKapCTBEHHbIX
cpencTB, KOHTpadakTHbIX NeKkapCTBEHHbIX CPeACTB ycTaHaBnmBaeTcs Npasutensctsom Poccunckon ®enepaumn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlwua, ocyuwecTtenswowme Beo3 B Poccuiickyto Pegepaumnio danbcuuumpoBaHHbIX NekapCTBEHHbIX
cpeacTB, HegoOpPOKa4YeCTBEHHbIX NEKAPCTBEHHbLIX CPEACTB, KOHTPadakTHbIX JEKAPCTBEHHbIX CPEACTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cowsa U (unu)
3akoHoaaTenscTBoM Poccuiickon ®efepauum o TaMoXXeHHOM fene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeHHbIX cpeactB u3 Poccuiickon Pepepaumm ocyuwlectensetca 6e3 npuMeHeHus
OrPaHUYEHUN,  YCTAHOBMEHHbIX  TAaMOXEHHbIM  3aKOHOAATENbCTBOM  TaMOXEHHOro  cows3a u  (4nwn)
3akoHogaTtenbctBOM  Poccuiickon ®depepaummM O rocygapCTBEHHOM  perynmpoBaHuMM  BHELLIHETOProBou
OesaTenbHOCTH.

(B pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

Ctatba 48. HOpugudeckne nuvua, KOTOpPbIM paspelleH BBO3 NeKapCTBEHHbIX cpeacTB B Poccunckyto
depepaumto
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTtBa B Poccuinckyo Pegepaumio MoryT BBO3UTh!
(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) npousBoguTENM NEKapCTBEHHbIX CPeacTB Ans Uenen CoOOCTBEHHOro npOM3BOACTBA JIEKAPCTBEHHbIX
cpencTs;

2) MHOCTpaHHble pa3paboTyMKM NEKAPCTBEHHbIX CPEACTB U MHOCTPaHHbIE NMPOU3BOAUTENN NEeKapCTBEHHbIX
cpeacts wnv  Apyrve opvguvdeckue nvua no nopydeHuto paspaboTuvka fiekapCcTBEHHOro cpefactsa  Aans
NpoBeAeHNs KITMHUYECKUX WCCREeQOBaHMM fekapCTBEHHOrO rnpenapaTta, OCYLECTBNEHNs rocyaapCTBEHHOW
perncTpaumm neKapCTBEHHOrO npenapaTa, BKOYEeHUs dhapMaLeBTUYEeCKONn CyOCTaHUMM B rocydapCTBEHHbIN
peecTp fekapCTBEHHbIX CPEACTB, KOHTPOMS KayecTBa feKapCTBEHHbIX CPEeACTB MpU Hanuuuu paspeLlueHust
YMOMHOMOY€EHHOro (befepansHOro opraHa UCMOMHUTENBHOW BracTu Ha BBO3 KOHKPETHOW MapTum nekapCTBEHHbIX
cpencTs;

3) opraHusauum onToBOW TOProBiNN NEKAPCTBEHHBIMU CpeaCTBaMMU;

4) HaydHOo-uUccriegoBaTeNnbCkMe opraHu3auum, obpasoBaTeribHble OpraHvM3auuu Bbiclero obpas3oBaHus,
npon3BogMTENN fekapCTBEHHbIX CpedcTB Ansa pas3paboTku, nccrnenoBaHun, KOHTponsd 6e3onacHOCTU, KadecTsa,
3(PHEKTMBHOCTU NEKApCTBEHHbIX CPEACTB MPU HanMuMm paspeLleHns YyNoriHOMOYEHHOro dedepanbHOro opraHa
NCMNOMHUTENBHON BnacTy;

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MegouuuHCKMe opraHusauuun, MHble ykadaHHble B MyHKTax 1 - 4 HacToswen cTaTby opraHusauum Ans
OKa3aHWsi MEAUNLMHCKOW MOMOLLM MO >KU3HEHHbIM MOKa3aHMAM KOHKPETHOro naumeHTa npu HanuumMu paspeLueHus
YMNOMHOMOY€EHHOro heaeparnbHOro opraHa UCMOMHUTENBHOW BNAacTU Ha BBO3 KOHKPETHOW NMapTMM NEKapCTBEHHOIO
npenaparta, BblJaHHOIO B yCTAHOBINEHHOM Nopsiake B )OPME 3NEKTPOHHOIO AOKYMEHTA, MOAMNNCAHHOIO YCUINEHHOM
KBanuuumMpoBaHHOW 3NEKTPOHHON NOAMUCHIO.

(B pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Cratba 49. [okyMeHTbl, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuickon ®egepauum npu BBO3E
nekapcTBeHHbIX cpeacTs B Poccurickyto enepauuio
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. lMpwn BBO3e NeKapCTBEHHbIX cpeAcTB B Poccuiickyto defepaumio B TaMOXeHHblE opraHbl Poccuickon
depepaumm Hapsoy C JOKYMEHTaMK, NPeACTaBneHne KOTOpbIX NPeayCMOTPEHO TaMOXEHHBIM 3aKOHOAATENTbCTBOM
TamoxeHHOro cot3a wu (unu) 3akoHogatenscTBom Poccuickon ®degepauum 0 TaMOXEHHOM  dene,
NPeLCcTaBnsATCS crieayloLme JOKYMEHTbI:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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1) cepTudukat NpPOU3BOAMTENS NEKAPCTBEHHOrO CpeAcTBa, YAOCTOBEpsIOLUA COOTBETCTBME BBO3MMOrO
neKkapCcTBEHHOro cpeacrtsa TpeboBaHuAM dapmakonenHon ctatby NMBO B Criydae ee OTCYTCTBUS HOPMAaTUBHON
AOKYMeHTauun UM HOpMaTUBHOTO AIOKYMEHTA;

2) paspelueHne YrnorTHOMOYEHHOro dedepansHoOro opraHa MCNONMHUTENbHOW BNacTh Ha BBO3 KOHKPETHOM
napTumM NekapcTBEHHOro cpeacTBa B Cry4vasix, YCTaHOBIEHHbIX YacTblo 3 cTtaTbu 47 Hactoswero degepansHOro
3aKoHa.

2. [lokyMeHTbl, yka3aHHble B nMyHKTax 1 1 2 yactu 1 HacTodwen ctaTbMl, NPEACTaBNATCA B TaMOXEHHbIE
opraHbl Poccuiickon ®epepauum npy npubbITUM NekapcTBEHHbIX cpeacTB B Poccuiickyto ®enepaumio.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctatbsa 50. BB0O3 nekapcTtBeHHbIX npenapaTtoB B Poccuiickyto ®efepaumio Ang fIMYHOIO UCMNOMNb30BaHUs U
WHbIX HEKOMMEpPYECKUX Lienen, a Takke AN UCNOSMb30BaHUS Ha TEPPUTOPUU MEXAYHaApPOAHOro MeLULMHCKOro
Knactepa
(B pea. PepepanbHbIx 3akoHOB 0T 06.12.2011 N 409-®3, o1 29.06.2015 N 160-$3)

1. JlekapcTBeHHble npenapatbl MOryT ObiTb BBe3eHbl B Poccuiickyto ®epepauuio 6e3 ydeta TpeboBaHuin,
nNpeaycMoTpeHHbIX YacTamn 1 - 4 ctatbn 47, ctatbamun 48 n 49 Hactoswero denepanbHOro 3akoHa, ecrnm OHU
npegHasHadeHbl Ansi:

(B pen. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) NUYHOro MCNonNb3oBaHUSA U3MYeckMMmn nuuamu, npubsiBwnmMm B Poccuiickyto ®egepaumio. Mpu atom
BBO03 B Poccuiickyto depepaumio nekapCTBEHHbIX NpenapaTtoB, coAepXalux CUnbHOAeucTByLwme u (Mnum)
SAOBUTblE BELLEeCTBa, BKMOYEHHble COOTBETCTBEHHO B CMMCOK CUMNbHOOEWCTBYHOLLUMX BELLECTB ANs Lenen
YronoBHOro 3akoHoaartenbcTBa Poccuiickon denepaumm n B CIMCOK SAO0BUTBIX BELLECTB A5 Liernen YronoBHOro
3akoHogartenscTBa Poccuiickonn depepaumun, yTBepxaeHHble [lpaButenbctBom Poccuiickon dPepepaumm,
OCyLlecCTBNAeTCAa nNpu Hanm4ymnm gOoKyMeHTOB (BaBepeHHbIX Komnumn OOKYMEHTOB WUIMN 3aBEepPEHHbIX BbIMUCOK U3 HI/IX),
noaTBEPXKAALWMX Ha3HaYeHNe PU3NYEeCKOMyY MLy YKasaHHbIX JIEKapCTBEHHbIX MpenapaToB (3a WCKIYEHUEM
NeKapCTBEHHbIX MpenapaToB, 3aperMcTpupoBaHHbIX B Poccuiickon depepauumn n otnyckaembix B Poccuimckon
depnepaummn 6e3 peuenTta Ha fnekapcTBeHHbIM npenapar). [NogTeepxaatoLmne JOKYMEHTbI (MX 3aBEPEHHbIE KOmMuK
WNKN 3aBepeHHble BbIMUCKN N3 HUX) OOIMKHbI COAepXKaTb CBEAEHUS O HaVMEHOBaHWM M KONMMYECTBE Ha3Ha4YeHHOro
nekapcTBeHHOro npenapata. B cnyyae, ecnu noarsepxparolume OOKYMEHTbl (UX 3aBEpPEeHHble KOMuM UIu
3aBepeHHble BbIMUCKM M3 HUX) COCTaBMNeHbl Ha WHOCTPAHHOM A3blKe, K HWM Mpunaraetcs HoTapuanbHO
3aBEepEHHbIN NePEBO Ha PYCCKUI A3bIK;

(n. 1 B peq. ®PegepansHoro 3akoHa oT 02.06.2016 N 163-93)

2) ncnonb3oBaHus paboTHWKaMKM OUMNIOMaTUYeCcKOro Koprnyca wunu npeactaBuTens MM MexgyHapOAHbIX
opraHusauumn, akkpeanToBaHHbIX B Poccuiickon degepauum;

3) nedyeHMs NaccaXXMpoB W UIIEHOB 3KUMaXeW TPaHCMOPTHLIX CPeAcTB, Moe3gHbiXx Opurag u BoauTenemn
TPaHCNOPTHbLIX CpeacTB, NpubbIBLLKX B Poccuinckyto egepaunto;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) nedvyeHuss Y4YaCTHUKOB MEXOYHAPOAHbIX KyNbTYPHbIX, CMOPTUBHBLIX MEPONPUSATUA U  YYACTHUKOB
MeXOYHaPOAHbIX SKCNEeANLMN;

5) neyeHnsa KOHKPETHbIX XXMBOTHBLIX B 300Mapkax, a TakKe >XXMBOTHLIX, BBO3UMbIX B Poccuiickyto deaepaumto
ONS y4acTusi B CMOPTUBHBIX U 3PENULLHBIX MEPONPUATUSAX;

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6) MCNONb30BaHUSA Ha TEPPUTOPUN MEXOYHAPOLHOIO MEAMLMHCKOrO Kractepa.
(n. 6 BBeaeH ®enepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnyyasix, npedycMOTPEHHbIX 4acTelo 1 HacTosiwewn cratbu, JonyckaeTcda BBO3 B Poccuiickyto
depnepaumto nekapcTBEHHbLIX NpenapaToB, He 3aperncTpmpoBaHHbIX B Poccuickon ®egepauun.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHbIE MpenapaTbl, NpegHa3Ha4YeHHbIe ANA F'YMaHUTapHOW MOMOLUM (COAENCTBUS) MM MOMOLLM
npyv 4pesBblbalHbIX CUTyauusx, BBO3ATCA B Poccwuiickyto ®Pegepaumio B nopsgke, YCTaHOBIIEHHOM
MpaBuTenbCcTBOM Poccurickon depnepauymu. 3anpeulaetcs BBO3 B Poccunckyto depnepaunto
HEe3aperMcTpUpoOBaHHbIX  JIEKAPCTBEHHbIX MpenapaTtoB, MNpPedHa3HayYeHHbIX Ans  TYMaHWTapHOW  MOMOLM
(copencTBms) NNy NOMOLLM NPU YPE3BbIYaNHBLIX CUTyaUUsX.

(B pea. PegepanpHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbsa 51. CoTpygHmnyecTBO (hegepanbHOro opraHa UCNOHUTENBHOW BIacTU, YNOMHOMOYEHHOro B 06nacTtu
TaMOXEHHOTO Aena, U ApYrnx yrormHOMOYEHHbIX dhedepanbHbIX OPraHOB UCMONMHUTENBHOW BNacTu
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1. YnonHoMmouyeHHble eaepanbHble opraHbl UCMOMHUTENBHOW BNAcTW NPefoCTaBrsioT B pacrnopsikeHue
denepanbHOrO opraHa WCMOMHWUTENbHOM  BAAcTW, YMNOMHOMOYEHHOrO B 0OnacT  TaMOXeHHOro Aena,
rocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB, a Takke MH(opMauuio O BblAaHHbIX paspelleHusX Ha BBO3
KOHKPETHON MapTuM NeKapCTBEHHbLIX CPEACTB B Cryyasx, YCTaHOBIEHHbIX YacTbio 3 cTatbh 47 HacToswero
denepanbHOro 3akoHa.

2. ®epepanbHbll OpraH WCMOMHUTENbBHOW BNAacTW, YMOMHOMOYEHHbI B 0OOnacTy TamMOXeHHOro aena,
MHOPMUPYET YyKasaHHble B YacTu 1 HacToswen cTaTbW YMNONHOMOYEHHble defdeparibHble  OpraHbl
NCNOMNHUTENBHON BNacTN O BBO3€ NeKapCTBEHHbIX CPeacTB B Poccuiickyto ®egepauuio U BbIBO3E NeKapCTBEHHbLIX
cpeacts u3 Poccuiickon ®epepauum no opme M B nNopsgke, KOTopble ycTaHOBMEeHbl [1paBuTensCcTBoM
Poccuickon ®egepaumu.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Mnaea 10. PAPMALIEEBTUYECKASA OEATENLHOCTb
Ctatbsa 52. OcylecTrneHme apmaleBTUYECKON AeATENbHOCTH

1. dapmaueBTMYeckass  [OeATENbHOCTb  OCYLLUECTBMSIETCA  OpraHvM3auusMy  ONTOBOWM  TOProBnu
NeKapCTBEHHbIMWM CPEACTBaMM, anTeYHbIMU OpraHM3auusiMy, BETEPUHAPHLIMW aNTEYHbIMU  OpraHM3auMsaMK,
WHOMBMOYANbHBIMU  NPEanpUHUMATENSMU, UMEIWMMU  NULEH3MI0 Ha apmaueBTUYeCKYr OeATenbHOCTb,
MEONLIMHCKUMW  OpraHm3auusiMn, MMELWUMN  TNULEH3NI0 Ha  apMaueBTUYECKyld AeATENbHOCTb, M UX
obocobneHHbiMM  noapasgeneHvsamu - (ambynatopusimy,  enbawepckumMn 1 penbaLepcKo-akyLLepCKMMm
NyHKTamu, UeHTpamu (oTaeneHmsmun) oblien BpayebHon (CeMenHOW) NpakTUKnM), PacronOXeHHbIMU B CEMbCKUX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusaumu, M BeTepuHApHbIMWU OpraHM3aumnsiMu,
UMELLMMM NULIEH3MI0 Ha (hapMaLEBTUYECKYIO AeATENbHOCTb.

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

2. duanyeckne nmua MOoryT OCyLLeCTBNATbL (hapMaueBTUYECKY0 AESTENbHOCTb NPU HanM4mMn BbICLLErO UMK
cpegHero apmaueBTUYeckoro o06pasoBaHuA U cepTuduKkaTa cneumanucta, BbICWIErO0 WM CPedHero
BeTepMHapHOro obpasoBaHus K cepTudUKaTa chneumanucTa, a Takke BbICLIEro Wnn cpegHero MeguuuHCKOro
obpasoBaHus, cepTudmkaTa crneumanicTa 1M AONONHUTENbHOro npodeccuoHanbHOro obpasoBaHMs B 4acTu
PO3HUYHOW TOProBMM NEKapCTBEHHbIMM MpenapaTtamMu Npu yCrnosum nx paboTsl B 060COBNEHHbIX nogpasaeneHnsx
MEANLMHCKMUX OpraHn3auni, yKkasaHHbIX B YacTu 1 HacTosLen cTaTbu.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratbsn 53. [lpogaxa, nepegaya JfeKapCTBEHHbIX CPeAcTB OpraHuM3auusmMu  ONTOBOWM  TOProBmuv
neKapCTBEHHbIMU CpeEACTBaMU

OpraHusaummM OMNTOBOW TOProBNMU  NEKApCTBEHHbIMW  cpeAcTBaMM  MOFYT  OCYLLECTBNSATb  npogaxy
NeKapCTBEHHbIX CPEACTB WNM nepefaBaTtb UX B YCTAHOBMEHHOM 3akoHozaTtenbcTBoM Poccunckon depepaumu
nopsigke:

1) opyrMm opraHusaumnsim onTOBOW TOProBfN NEKAPCTBEHHBIMU CpeaCTBaMMU;

2) Npon3BoAUTENSIM NEKAapPCTBEHHbLIX CPEACTB ANS Lienei Npon3BoAcTBa NekapCTBEHHbIX CPEACTB;

3) anTeyHbIM opraHM3auusiM U BETEPUHAPHBLIM anTeYHbIM OpraHn3aumsam;

4) Hay4HO-UccnenoBaTeNbCKAM OpraHM3auusiM Aris Hay4yHo-UuccnenoBaTenbckon paboThi;

5) nuauBuayanbHbIM NpeanpuHUMaTensm, UMELUM NINLEH3NI0 Ha (hapMaLEeBTUYECKYIO AeATENbHOCTbL MK
NULEH3NI0 HA MEOULMHCKYHO OESATENbHOCTD;

6) MegUUMHCKMM opraH13auusiM, BETEpUHAPHbIM OpraHn3aumsm;

7) opraHv3aumnsiM, OCyLLECTBMSIIOWNM pa3BedeHne, BbipallMBaHUe 1 COAepKaHNe XNBOTHbIX.

Ctatbs 54. NMpaBuna onTOBOW TOProBnu NiekapCTBEHHbIMU CpeacTBaMu

OnToBas TOProBnsi NEKapCTBEHHbIMU CPEACTBaMM OCYLLECTBNSIETCA MPOU3BOAUTENSAMU FEKapCTBEHHbIX
Ccpeacte WM opraHuM3auuMsiMM OMTOBOM TOProBMM FeKapCTBEHHbIMKM CpPeacTBaMW MO MpaBunaM Haanexailen
ONCTPUOBLIOTOPCKOM MpaKTUKM M NpaBunam Haanexawen npakTUKM XpaHeHUs W NepeBO3KUM feKapCTBEHHbIX
npenaparos, YyTBEPXOEHHbLIM COOTBETCTBYHOLLMMMU YMNONHOMOYEHHbIMU dhenepanbHbIMM opraHamm
NCMOJTHUTENbHOW BIacTu.

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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Cratbs 55. nOpﬂﬂOK pO3HI/I‘-IHOIZ TOProenun nekapCcTtBeHHbIMU MNMpenapaTtamun

1. PosHn4yHasa ToproBns nekapcTBeHHbIMU MpenapaTaMmy B KONMUYecTBax, HeOOXOoAUMBIX ANsi BbIMNOMHEHWS
BpayebHbIX (penbAllepckMx) HasHayYeHu WM HasHadeHur cneuManuctoB B obnactu  BeTepuHapuu,
OCYLLECTBNSETCS anTeYHbIMU OpraH1M3auusiMi, BETEPUHAPHBLIMW anTe4YHbIMWA OpraHM3aumsaMy, MHONBUAYaIbHbIMM
npeanpuHMMaTensaMy, UMELWMMUA  NIULEH3NI0  Ha  (hapmMaueBTUYECKYlo  OesTeNnbHOCTb,  MEeAULUHCKUMU
opraHuM3auvsM, VMEeLWUMN MULEH3NI0 Ha (apMaueBTUYECKY0 OeATeNnbHOCTb, M KX 000CO6NEeHHbIMM
nogpasgeneHusmu (ambynatopusimv, enbalepckumn 1 - denbalepcKo-akyLUepCKUMU  NMyHKTaMK, LeHTpamu
(oToeneHnamun) obLLen BpayebHON (CEMENHON) NPaKTUKN), PACNONOXEHHbIMW B CEMNbCKMX HaceneHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIOT anTeuYHble OpraHu3auvu, U BeTepuMHapHbIMU OpraHuM3auusMn, UMEOLLMMU JMLEH3NI0 Ha
dhapmaLeBTMYECKYO AeAaTenbHOCTb. PaspelleHa po3HMYHAs TOProBnsi TOMbKO flekapCTBEHHbIMM MpenapaTamu,
3apernctpupoBaHHbiM1 B Poccuiickon ®depepauun  MnvM U3roTOBMAEHHLIMU  anTeYHbIMKU  OpraHu3auusmu,
BETEPUHAPHBLIMM anTEYHbIMU OpraHM3aunsaMun, UHAUBUAYArNbHLIMW NpeanpUHMMaTENaMU, UMEHOLLMMU FNNLEH3NIO
Ha papMaLEeBTUYECKYIO AEATENBHOCTb. PO3HWYHAs TOProBns nekapcTBEHHbIMM NpenapaTamMu ocyLLeCcTBNAETCA Mo
npaBunaM Hagnexawlen anTeyHON MpPaKTUKW, YTBEPXKOEHHbIM YMNONMHOMOYEHHbIM deaeparnbHbIM  OpraHoM
NCMONHUTENBHOM BMAcTw.

(B pea. PepepanbHbIx 3akoHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

2. Buabl anTeyHblX OpraHuM3auui U npasBuna OTNYCKa JEKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOro
NMPUMEHEHMS anTeYHbIMW OpraHu3aumnsaMu, UHAUBUAYaNbHbIMW NPEANPUHUMATENSAMU, UMELWUMN NIMLEH3NIO Ha
hapmaLeBTMYECKYIO OeATENbHOCTb, a Takke NpaBura OTMycka JIEKApCTBEHHbLIX NpenapaTtoB AN MeAULMHCKOro
NPUMEHEHNS MEOWULIMHCKUMW OpraHn3auusiMm, UMELLMMU NMULEH3NI0 Ha hapMaLleBTUYECKYHO AeATENbHOCTb, U UX
obocobneHHbiMM  nogpasgeneHvsamu - (ambynatopusimMy,  enbawepckumn 1 penbaLepcKo-akyLLepCKUMMm
NyHKTamu, UeHTpamu (oTaeneHmsmn) obuien BpayebHoW (CeMEnHOM) NpakTuKnM), PacronOXeHHbIMU B CEMbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHusauuu, YTBEpPXAarTCs YNONMHOMOYEHHbIM
denepanbHbIM OpraHoOM UCMOMHUTENBHOW BNacTu.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNMpaBuna oTnycka HapKOTUYECKMX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aperncTpupoBaHHbIX B KavyecTBe
nekapCTBEHHbIX NpenapaToB, JeKapCTBEHHbIX MpenapaToB, COAEepXalMx HapkoTUYeckMe cpeacrtea U
NMCUXOTPOMHbIE BELLECTBA, YTBEPKOAIOTCHA YNONTHOMOYEHHbIM cheaeparnbHbIM OpraHoM UCNOMHUTENBHOW Bactu no
cornacoBaHuio ¢ egepanbHbIM OpraHOM MCMNOSTHUTENBbHOW BMACTW, OCYLLECTBASOWMM (PyHKUMM NO BbipaboTke
rocygapCcTBEHHON MOMUTUKWA, HOPMaTUBHO-NPABOBOMY pPeryriMpoBaHuio, KOHTPOM M Haasopy B cdepe obopoTta
HapKOTMYECKUX CPeacTB, NCUXOTPOMHbLIX BELLECTB U MX NPEKYpPCOpOB, a Takke B obnactn npoTMBOAENCTBUSA WX
He3aKkoOHHOMY 00O0pOoTY.

4. JlekapcTBeHHble MpenapaTbl AN BEeTEPUHAPHOrO MPUMMEHEHUS noanexaTr OTNycKy BeTepuHapHbIMM
anTeyHblMXU  OpraHM3auusMy, BeTEpUHapHbIMKM  OpraHM3auusaMK, UHAMBUAYaNbHbIMU  NpegnpuHUMaTensaIMu,
NUMEIOLLMMM NMLEH3NIO Ha chapMaLeBTUYECKYIO AeAaTenbHOCTb. [paBuna oTnycka nekapcTBEHHbIX NpenapaTos And
BETEPMHAPHOIo NPMMEHEHNS YyTBEPXKOATCS YNONHOMOYEHHbIM doefeparnbHbiM OpraHoOM UCMOMHUTENBHOW BRacTu.

5. NepeyeHb MEOUUNHCKUX OpraHv3auni, UMEIOLLMX NIMLEH3NI0 Ha dhapMaLeBTUYECKY0 AeaTeNnbHOCTb, U UX
0060cobneHHbIX nogpasgeneHnn (ambynartopun, enbawepckmx U denbalepcko-akyLLEepPCKUX MyHKTOB, LIEHTPOB
(oTaeneHunn) obwier BpavebHON (CEMEWHOM) MPaKTUKK), PaCMOSOXEHHbIX B CENbCKMX HACENEHHbIX MyHKTaX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3aumm, a Takke nepedeHb feKapCTBEHHbIX NpenapaToB (3a UCKNYeHeM
HapPKOTMYECKUX JTEKAPCTBEHHbIX MPEenapaToB M MCUXOTPOMHbIX JIEKAPCTBEHHbBIX MpenapaToB), Npodaxa KoTopbIX
MOXET  OCYLLEeCTBMSATLCH  YKa3aHHbIMW  OpraHu3auuMsMu  u  KUx  0BOCOGMEHHbIMU  NogpasgeneHamu,
yCTaHaBNMBalOTCHA OpraHamu UCNonHUTENbHOM BnacTun cybbekTtoB Poccurickon degepauun.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeyHble oOpraHuM3auuMu, UHAMBUAOYalbHblE  MpeanpuHUMaTenv, UMelwme  NUUEH3N0  Ha
hapmaLeBTUYECKYID OesaTenbHOCTb, 00s3aHbl obecneumBaTb YTBEePXOEHHbINM [lpaButensctBoM Poccuiickon
depepaumnm 1 HOPMUPYEMBIN B YCTAHOBEHHOM MM MOPSAKE MWHMMAnbHbIA aCCOPTUMEHT J1eKapCTBEHHbIX
npenapaTtoB, HEOOXOANMBIX AN OKa3aHWUS MEAWLIMHCKOWM MOMOLLIN.

(4acTb 6 B peq. ®egepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble oOpraHu3auuu, UHAMBUAYaAlbHblE  MpeanpUHUMATENKM, UMeKLWMe  NUUEH3ND  Ha
hapmaLeBTUHECKYID AEATENbHOCTb, Hapsgy C JIEKapCTBEHHbIMU MpernapataMmu MMeT npaBo npuobpeTtatb U
npogaBaTb MeOMVLUMHCKME W3genuvd, ae3vHpuuupylolme cpenctsa, npegMeTsl M cpeacTsa JIMYHOW TUMMEHB,
nocygoy Ans MEeOUUMHCKMX Lenew, npeameTbl U CPeAcTBa, NpegHasHaveHHble And yxoda 3a OonbHbIMK,
HOBOPOXAEHHBIMW M AeTbMU, HE OOCTUILLMMK BO3pacTa Tpex NneT, OYKOBYK OMTMKY M CpeacTBa yXo4a 3a Hewm,
MUWHeparnbHble BOAbI, MPOAYKTbl Ie4eBHOro, 4ETCKOro 1 AUETUYECKOro NMTaHus, B1onormyeckn akTmBHble 0OGaBKY,
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napmoMepHbIE U KOCMETUYECKNE cpeacTBa, MeAUUMHCKME U CaHUTAPHO-MPOCBETUTENbHLIE NeYaTHble U3OaHus,
npegHa3HadYeHHble Ans nponaraHabl 340pPOBOro obpasa XuU3HW.
(B pea. PepepanbHbix 3akoHOB 0T 27.07.2010 N 192-93, o1 25.11.2013 N 317-93)

8. [HeaTenbHOCTb anTeyHblX opraHusauun BoopyxeHHbix Cun Poccuiickon ®egepaumun, Apyrux BOWUCK,
BOMHCKMX (hOPMUPOBAHMI U OpraHoB, B KOTOPbIX 3akoHodaTernbcTBOM Poccuickon depepauun npeaycMoTpeHo
NPOXOXAEHNE BOEHHOW CryX0Obl MNu doeaepanbHON rocygapCTBEHHON CNYy0bl, CBA3aHHOW C NPaBOOXPaHUTENbHOW
OesaATenbHOCTLIO, pernamMmeHTupyeTcsa HacToawmm degeparnbHbiM 3aKOHOM U YTBEPXAEHHBIMU COOTBETCTBYHOLLMMU
denepanbHbIMU OpraHaMn WUCMOMHUTENbHON BNactTu nonoxeHusMy. KoHTpornb 3a cobniogeHnemM ykasaHHbIMU
anTeyHblMM  OpraHuM3aumMsMuM  MNOMOXeHun  HacToswero  PegepanbHOro  3akoHa  OCyLLECTBNSAETCA
COOTBETCTBYIOLWMUMU beaepanbHbIMU OpraHamm UCMONHUTENBbHOW BNACTU.

(B peqn. PepepanbHoro 3akoHa ot 13.07.2015 N 262-03)

CraTb4a 56. N3rotoBneHue 1 OTNYCK NNEKapCTBEHHbIX npenapatoB

1. N3roToBneHne nekapcTBeHHbIX MpenapaToB anTeYHbIMU OpraHu3auusiMu, BeTEpUMHAPHLIMK anTeYHbIMM
opraHusauusiM1, UHAMBUAYanbHbIMW NpeanpuHUMaTENnsiMM, UMEKLWMMM NULEH3NI0 Ha dapMaueBTUYECKYHo
OesaTenbHOCTb, OCYLLECTBMSETC Mo peLenTaM Ha fekapcTBEHHble npenaparbl, Mo TpeboBaHMAM MegULMHCKUX
opraHu3auuii, BeTEpUHapHbIX OpraHMsauui B COOTBETCTBMM C MpaBuiaMyM  U3rOTOBMEHMS W OTMycCKa
J1IeKapCTBEHHbIX npenapaTtoB, YTBepXAeHHbIMW YNOJTHOMOYEHHbIM cpep,epaanblM opraHom MUCNOMNMHUTENBHOMN
BnacTu.

2. Tlpn KW3roTOBMEHUN IEKapCTBEHHbIX NPenapaTtoB anTeYHbIMW  OpraHn3auusaMmun, BeTeprHapHbIMU
anTevdHbiMn opraHunzaunamm, nHonemayanbHbIMU npeanpuHMMmaTenamu, nverwmnmn NUeH3nto Ha
hapmaLeBTUYECKYID  OesaTenbHOCTb,  Ucronb3yloTcs  dapmaueBTuyeckne  cybctaHuun,  BKIHOYEHHbIE
COOTBETCTBEHHO B FOCy,qapCTBeHHbIVI peecTp neKkapCTBeHHbIX cpeacTts AOnA MeguLMHCKOro npuMmeHeHuna wu
rocygapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeaCcTB A BETEPUHAPHOrO NPUMEHEHUS B YCTAHOBNEHHOM MOPSAKe.
He nonyckaetcAa W3rotoeBsieHUe anTteyYyHbiIMKU oOpraHudaumnamun, BeTepUuHapHbIMMU anTe4vyHbIMKU OpraHun3auunamm,
WHOMBMAOYANbHBIMU  NPEeanpUHUMATENSMU, UMEWMMU  NIULEH3MI0 Ha hapmaueBTUYeCKyr OesaTenbHOCTb,
NeKkapCTBEHHbIX NpenapaToB, 3aperncTpmpoBaHHbIX B Poccuickon degepaumn.

3. Mapk1poBka nekapCTBEHHbIX NpenapaToB, M3rOTOBMIEHHbLIX anTeYHbIMY OpraHn3aunsamMun, BETEPUHAPHbLIMU
anTeYHbIMWU  OpraHM3auusMi,  UHOMBMAOYANbHbIMW  NPEeanpUHAMATENAMK,  UMELWMMKU  JIMLEH3NIO  Ha
dhapmaLeBTMYECKY0 OeATENbHOCTb, U OhopMIEHNE TakMx npenapaTtoB AOSMKHbI COOTBETCTBOBAThH MpaBuiiam,
yKa3aHHbIM B YacTu 1 HacTosiLLen cTaTbu.

4. AnTeyHble opraHu3auuu, BETEPUHAPHbIE anTeYHblE OpraHuM3auuun, MHAWBUAYarNbHbIE NpeanpUHUMaTeny,
NMerLLMe NULIEH3NI0 Ha hapMaLleBTUYECKYHO OeSATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecoOnoaeHue npaBus
M3roTOBMEHNUS M OTNyCka JEKAPCTBEHHbIX MpenapaTtoB B COOTBETCTBUMW C 3akoHOOATENbCTBOM Poccuiickon
depnepaumu.

Cratbs 57. 3anpelleHne npogaxm danbcMdULNPOBaAHHbBIX NeKapCTBEHHbIX CpeacTs,
He[,06pOoKa4YeCTBEHHbIX NIEKAPCTBEHHbIX CPEeACTB, KOHTPaaKTHbIX fIeKapCTBEHHbIX CPeacTB

Mpogaxa danbCcnULMPOBaHHbIX JEKAPCTBEHHbIX CPEACTB, HenoOpOoKaYeCTBEHHbLIX J1IeKapCTBEHHbIX
CpeacTB, KOHTPagaKTHbIX NEKapCTBEHHbIX CPeACTB 3anpeLLaeTcs.

CtaTtbs 58. XpaHeHune nekapCTBEHHbIX CPEACTB

1. XpaHeHune neKkapCTBEHHbIX CPEACTB OCYLUECTBASETCH MNPOVM3BOAUTENAMU FEeKapCTBEHHbIX CPEeacTB,
opraHm3aumsiMn ONTOBOW TOProBMM FIEKAPCTBEHHBIMW CpeacTBaMy, anTeYHbIMU OpraHM3aunsiMm, BETepUHapHbIMM
anTeyHbIMXU  OpPraHM3auusaMu,  MHOUBMAYanbHbIMWM  NpearnpuvHUMaTensMy,  UMEKLWUMKU  fIMLEH3NI0  Ha
hapMaLeBTUYECKYID OEATENbHOCTb WU JIMLEH3UKO Ha MEOVUUHCKYD  OesTeNnbHOCTb, MEeAWUMHCKAMU
opraHm3auusiMu1, BETEPUMHAPHBIMU OPraHM3auMaMU U MHBIMW OpraHM3auusMu, OCYLLECTBRSLWMMK obpalleHve
NeKapCTBEHHbIX CPeacTB. XpaHeHWe NeKapCTBEHHbIX CPeACTB A1 BETEPMHAPHOIO NMPUMEHEHMWS OpraHn3aumsamMm u
VHAMBUAYanNbHbIMU NPeanpUHUMATENSMU B Cry4asix, €CNN OHU UCMOMb3YHTCHA VUCKITIOYMTENBHO MPU pasBeaeHuw,
BblpaLLMBaHUN, COAEPXaHUN W TNEYEHUUN XKMBOTHbIX, MOXET OCYLLECTBMAATbCSA 0e3 MOonyyYeHuss JNMUEH3MU Ha
hapmaLeBTUHECKYIO OEATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. lpaBuna xpaHeHUs NEeKapCTBEHHbIX CPEACTB YTBEPXKOAITCA COOTBETCTBYHOLUMM  YMONTHOMOYEHHbIM

deaeparnbHbIM OpraHoM UCMOMHUTESNTbHON BNAcTu.
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3. XpaHeHMe HapKOTMYECKUX JEKAPCTBEHHbLIX CPEACTB, MNCUMXOTPOMHbLIX JEKAPCTBEHHLIX CPEACTB,
paanodapMaLEeBTUHECKMX JTEKAPCTBEHHbIX CPELCTB OCYLLECTBIISIETCS B COOTBETCTBMM C 3aKOHOL4ATENbCTBOM
Poccuiickon ®epeparmu.

Ctatbs 58.1. [NpegMeTHO-KONNYECTBEHHbIN YYeT NekapCTBEHHbIX CPeaCTB ANs MeAULMHCKOro NpUMeHeHUs
(BBegeHa denepanbHbIM 3akoHOM OT 25.12.2012 N 262-03)

1. [lepevyeHb  nekapCcTBEHHbIX  CpeACTB  ANs  MEAMUMHCKOro  MPUMEHEHUs,  nognexalumx
npeaMeTHO-KONMYECTBEHHOMY YYETY, YTBEPXKAAETCS YNONHOMOYEHHbIM begepanbHbIM OpraHoM UCMONHUTENBHOM
BnacTu.

2. TlopsiAok BKOYEHMS1 JIEKAPCTBEHHbIX CpPeacTB AN MEOMUMHCKOrO MNPUMEHEHWst B MepeyeHb
NeKapCTBEHHbIX CPeACTB Ans MEOMLUMHCKOro MpUMEHEHUs], nognexawmx npegMeTHO-KONMMYECTBEHHOMY Yy4eTy,
yCTaHaBnNMBaeTCa YMONMHOMOYEHHbIM dheaeparnbHbiM OpraHoM WCMOMHUTENBHOW BRacTM MO COrfacoBaHWUO C
denepanbHbIM OpraHoM UCMOMHUTENbBHOM BNacTh, OCYLLECTBNAIOWMM (PyHKUMM NO BblpaboTke rocygapCTBEHHON
NOMUTUKN, HOPMAaTUBHO-NPABOBOMY PErynMpoBaHWI0, KOHTPOMK U Hag3opy B cdepe obopoTa HapKOTUYECKUX
CpeacTB, MCUXOTPOMHbIX BELLECTB M UX MPEKYPCOPOB, a Takke B 0bnacTv NpoTMBOOEWCTBUS UX HE3AKOHHOMY
obopory.

3. TNpeoMeTHO-KONUYECTBEHHbBIN YYET NEeKapCTBEHHbIX CPEACTB AN MEOMUMHCKOrO NpUMEHeHWs BeayT
NPON3BOAMTENM FEKapCTBEHHbIX CpPeACTB, OpraHu3auuyM OMNTOBOW TOProBNWM NEKAPCTBEHHLIMWU CPEACTBaMM,
anTeyHble OpraHu3auuu, VHAMBWAYanbHblE NpeanpUHUMaTENN, UMELME NULEH3NK Ha apmaleBTUYeCKYHo
OEeATENbHOCTb UMW NULIEH3MI0 HA MEOMLIMHCKY0 OeATeNbHOCTb, Y MEAVLUHCKME OpraHu3auum, ocyLLecTBsoLne
obpallieHne nekapCTBEHHbIX CPEACTB ANst MEAULMHCKOrO NMPUMEHEHWS, MyTEM perncTpaummn nobbiX CBA3aHHbIX C
ux obpalleHneM onepauui, Npu KOTOPbIX M3MEHAETCHA WX KOMUYECTBO U (MNKU) COCTOSIHWE, B CreumarnbHbIX
XypHanax y4eTta onepauuii, CBA3aHHbIX C 0OpalleHMeM NEeKAPCTBEHHbIX CPEACTB A1 MEAULMHCKOrO NPYMEHEHNS
(Banee - cneunanbHbIE XXypHanbl).

4. TlpaBuna perucTpauum onepauun, CBA3aHHbIX C oOBpalleHuMeM nekapCTBEHHbIX CpeacTB Ans
MEeOMNLUHCKOrO NPUMEHEHWS, BKIIOYEHHbIX B NMepeYveHb NeKapCTBEHHbIX CPeacTB AN MEAULMHCKOrO NMpUMEHEHNs,
noanexawux npeameTHO-KONMYECTBEHHOMY YYeTy, B CrneuunanbHbIX XypHanax M npaBuna Be4eHUs U XpaHeHus
creynanbHbIX XYPHaNoB YTBEPKAAIOTCHA YNONHOMOYEHHbIM befepanbHbIM OpraHoM UCNOMNHUTENBHOWN BriacTu.

5. KoHTponb 3a cobnogeHnem npaewi permctpauum onepauuin, CBs3aHHbIX ¢ o6palleHneM nekapCTBEHHbIX
cpeacTs AN MeAULMHCKOrO MPUMEHEHUS, BKITIOYEHHbIX B NMepeYveHb fleKapCTBEHHbIX CPeACTB ANA MeaULMHCKOro
NPUMEHEHWs, nognexawmnx npeamMeTHO-KONUYECTBEHHOMY YYeTy, B CreuuanbHbIX >KypHanax, a Takke 3a
cobrniogeHneM npaBun BedeHUs U XpPaHEeHUs chneuuanbHbIX >KypHaroB BO3faraeTcs Ha  YNofiHOMOYEHHble
denepanbHble opraHbl MCMOMHUTENBbHON BNacTM UM opraHbl UCMOMHUTENbHOM BriactM cybbekToB Poccuiickon
denepaumm, OCyLLECTBASIOWMNE NULEH3NPOBAHME NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB, hapMaleBTUYECKon
OEeaTenbHOCTU N MEQULMHCKON OeATENbHOCTU, N OCYLLECTBAETCH B paMKax JIMLEH3UOHHOTO KOHTPOMA.

Mnaea 11. YHAYTOXEHMWE NEKAPCTBEHHbIX CPEACTB
CtaTtbsa 59. OcHOBaHMs M NOPSAOK YHUHTOXEHUS NTEKAPCTBEHHbLIX CPEACTB

1. HepoGpokayecTBeHHbIE NEKAPCTBEHHbIE CPeACTBa, panbCcuUUUMpPOBaHHbIE JEKAPCTBEHHbIE CpeacTBa
noanexar u3bATMIO U3 0bpaLleHns U YHUUTOXEHNIO B nopsigke, yctaHoBneHHom [paBuTensctBom Poccuiickomn
depepaummn. OcHOBaHMEM [N YHUYTOXEHUS TNEKApCTBEHHbIX CpPeAcTB SBNAETCA pelleHve Bnagenbua
NEeKapCTBEHHbIX  CpPeAcCTB, peLlleHWe  COOTBETCTBYHOLLEro  YMOHOMOYEHHOTO  dedepanbHOro  opraHa
WCMOMHWUTENBHOWN BNAacTN UKW peLLeHne cyaa.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadakTHble nekapCTBEHHble cpeacTBa MoAnexarT U3bATMIO M3 ODpalleHUs M YHUYTOXEHMIO MO
peweHntio cyga. [lopsgok  YHUUTOXEHWS  KOHTpPadOakTHbIX — NEKApCTBEHHbIX CPeAcTB  yCTaHaBNMBAETCS
MpaButenbctBoM Poccuiickon ®epepaumu.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogpbl, CBA3aHHbIE C YHUYTOXEHMEM KOHTPagaKTHbIX NNEKAPCTBEHHbBIX CPeaCTB, HeAOOPOKa4YeCTBEHHbIX
NeKapCTBEHHbIX CpeacTB, hanbCndrLMPOBaHHbIX NTEKAPCTBEHHBIX CPEACTB, BO3MELLIAOTCH UX BragerbLeM.

4. Bnageney nekapCTBEHHbIX CPEACTB AOIMKEH MNpefcTaBuUTb B YMOMHOMOYEHHbI dyefeparnbHblid opraH
WCMNOMHUTENBHOW BNAcTU JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBIIEHHOM MOpPSAKE €ro Komv, NogTBepKaatoLme
haKT YHUUTOXEHUSA NEeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLMI YMNONMHOMOYEHHbIV benepanbHbii OpraH MCMOSTHUTENbHOW BNacTu, MNPUHSABLLWN
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peLueHne 06 YHUHTOXEHUN NEKaPCTBEHHbIX CPEACTB, OCYLLECTBNAET KOHTPOMb 32 UX YHUHTOXEHNEM.

6. YHUYTOXEHMEe NeKapCTBEHHbLIX CPeaCcTB MPOU3BOAUTCA OpraHusauusiMv, UMeKLWMMU COOTBETCTBYHOLLYIO
MWLEH3NI0, Ha crneumanbHO O0OOpPYAOBaHHbLIX MMowWagkax, MofuMroHax W B chneumanbHO 060pyAoBaHHbIX
noMelleHnsax ¢ cobriogeHneMm TpeboBaHWA B 00OMNacT oOxpaHbl OKpyXawlleh cpedbl B COOTBETCTBUM C
3akoHogaTtenbcTBOM Poccuiickon denepaumm.

7. HapkoTuyeckme  rnekapCTBeHHble  cpefdcTBa,  MNCUXOTPOMHbIE  JIeKapCTBEHHble  CPeAcTBa,
pagnodapmMaueBTUYECKMe FeKapCTBEHHbIE CPEACTBa YHUUTOXAKTCA B COOTBETCTBUMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepaumu.

naea 12. TOCYJAPCTBEHHOE PEIYJINPOBAHME LIEH
HA NEKAPCTBEHHbIE MPENAPATbI ANnd MEAULMHCKOIrO NPUMEHEHUA

CraTtbss 60. MocynapcTBeHHOE perynvpoBaHMe LEeH Ha NeKapcTBeHHble npenapatbl Ans MeAWUMHCKOTo
NpUMEHEHUS

ocynapcTBeHHOE perynvpoBaHUE LIEH Ha feKkapCTBEHHble Npenapatbl Ans MeLULMHCKOrO MpUMeHeHUs!
OCYLLECTBNSIETCSA NOCPEeaCTBOM:

1) ytBepxgeHusa [lpaBuTenbcTBoMm Poccuickon ®egepaumm nNepeYHst KU3HEHHO HeobXoaAMMBIX W
Ba)KHEWLLNX IeKapCTBEHHbLIX MpenapaToB, KOTOPbIA CopMMpoOBaH B YCTAHOBIIEHHOM MM MNOPsiAke Ha OCHOBe
KOMMMEKCHOW OLIEHKWM NEKapCTBEHHbIX MpenapaToB, BKIOYAs aHanv3 CBeOEHUA O CPaBHUTENbHOW KIMHUYECKOM
3ppeKkTUBHOCTM N 6E30MaCHOCTUN NEKAPCTBEHHOIO CPEACTBA, OLLEHKY 3KOHOMUYECKUX MOCNeaCTBUA NPUMEHEHWS
NleKapCTBEHHOIO CPEeACTBa U U3ydYeHMe AOMONHUTENbHBLIX NOCNEeACTBUI NPUMEHEHUS NEKAapPCTBEHHOIO CPEACTBa;
(n. 1 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBEPXKOEHUST METOAWUKM YCTaHOBMEHUS MPOU3BOAUTENSIMU NEKapCTBEHHLIX MpenapaToB NpeaernbHbIX
OTMNYCKHbIX LeH Ha NeKapCTBEHHbIe NpenaparThl, BKOYEHHbIE B NepeYveHb XU3HEHHO HEOOXOAMMbIX U BaXKHEMLINX
NlekapCTBEHHbIX NPenapaToB, a Takke BHeAPEHUS MeXaHN3MOB (hOpMMPOBaHNS CUCTEMbI pedepPEeHTHLIX LiEH;

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) rocygapCTBEHHOW permcTpaummM yCTaHOBMEHHbIX MPOM3BOAMTENSAMU fEKapCTBEHHbIX NpenapaTos
npeaernbHbIX OTNYCKHbIX LIeH Ha NekapCTBeHHbIe npenapaThbl, BKMIOYEHHbIE B NepeYeHb XXM3HEHHO HEOBXO0OMUMbIX U
Ba)KHEWLLNX NeKapCTBEHHbIX NpenapaTtos;

4) BegeHUs rocy4apCTBEHHOIO peecTpa npeferibHbIX OTMYCKHbIX LEeH MPOou3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MepPeYeHb KNU3HEHHO HEODXOANMBIX U BaXXHENLLUX NEKapCTBEHHbIX NpenapaTos;

5) yTBEpPXKOEHUST METOAMKM YCTaHOBMEHUA OpraHamn WCNOMHUTENBbHOM Bnactu cybbekToB Poccuimckon
denepaummn npegenbHbIX pPasMepoB ONTOBbIX HaabaBOK M MpedenbHbIX pPasMepoB PO3HUYHbIX HagbaBoOK K
haKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOW3BOAUTENAMU NEKapCTBEHHbIX NpenapaToB, Ha
niekapCTBeHHbIEe MpenapaTbl, BKIIOYEHHbIE B NEepeyYeHb XU3HEHHO HEODXOAMMBIX M BaXKHEWLLUX NEeKapCTBEHHbIX
npenaparos;

6) ycTaHOBNeHuUs1 MnpedenbHbIX pasMepoB ONTOBbIX HadbaBoK M npedernbHbIX pa3mMepoB  PO3HUYHbIX
HaabaBoK K (bakTU4eCKMM OTMYCKHbIM LeHaM, YCTaHOBIEHHbIM NPOM3BOAMTENSMN NIEKapCTBEHHbIX NpenapaTos, Ha
nekapCTBeHHbIe MpenapaTbl, BKIIOYEHHbIE B NEepeyYeHb XU3HEHHO HEOOXOAMMbIX U BaXXHEMLLMX NeKapCTBEHHbIX
npenaparos;

7) yTBEPXOEHUSI NOpsAKa Bbigayn NpeanMcaHnii opraHam UCnosHUTENbHOM Bnactu cybbekToB Poccuinckom
depgepaumm o npvBegeHUM B COOTBETCTBME C 3akoHogartenbcTBoM Poccuiickon depepaumm pelueHun o6
YCTaHOBMEHMN MNpPEAENbHbIX pa3MepPoB ONTOBbIX HaAbaBOK W MpederibHbIX pPasMepoB PO3HWMYHBIX HaAbaBOK K
PaKTU4ECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MPOW3BOAUTENAMMU JNEKApPCTBEHHbIX NpenapaTtoB, Ha
nekapCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUUX NEKapPCTBEHHbIX
npenapaToB, €CnM OHW MNPWHATBI C HapyleHneMm 3akoHopaTenbcTBa Poccuiickon Pegepauun, B nopspgke,
ycTaHoBneHHom [MpaButenbcTBom Poccuickon ®enepauuy;

8) HanpaBneHus yNOMHOMOYEHHbIM d)edeparnbHbiM  OPraHOM  WUCMOMHWUTENBHOM Bractu  opraHam
ncnonHuTensHon BnacTn cybbektoB Poccunckon degepauum npegnucaHni O NpuBegeHWM B COOTBETCTBME C
3akoHogatenbcTBOM Poccuiickon depepaumm NpuHATBIX € HapyleHWeM 3akoHogatenbcTBa Poccuickon
depepaumm pelueHnii 06 ycTaHOBMNEHMU MpPeAenbHbIX pasMepoB ONTOBbIX HagbaBOK M NpedenbHbIX pasmepos
PO3HUYHbIX HaAbOAaBOK K LieHaM Ha NeKapCTBEHHbIE NpenapaThbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO HEOBXOONMBbIX
N BaXKHENLUNX NEKAPCTBEHHBIX NPEenapaTos.;

9) ocyulecTBnennss degepanbHOro rocygapcTBEHHOTO Hagsopa B cdpepe obpalleHust nekapCTBEHHbIX
CpeacTB M pPernoHanbHOro rocyJapCTBEHHOIO KOHTPOMSA 3a MPMMEHEHVMEM LIEH Ha JieKapCTBEHHbIE Mpenaparhbl
COOTBETCTBEHHO YMOMHOMOYEHHbIMWN  begepanbHbIMM  OpraHaMyM  UCMOSMHUTENbHOW  BMacTM U OpraHamu
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MCMonHUTENbHOM BnacTu cybbekTtoB Poccuiicko degepaumm cornacHo WX KOMMNETEHUMM B nopsiake,
ycTaHoBneHHOM [MpaButenscTBoM Poccuiickon depeparmu;
(n. 9 B peq. ®egepanbHoro 3akoHa ot 25.06.2012 N 93-03)

10) NnpumMeHeHnsa NpeaycMOTPEHHbIX 3akoHogaTenscTBOM Poccuitickon ®efepaumm Mmep OTBETCTBEHHOCTM 3a
HapyLLeHve nopsiika LeHoobpa3oBaHNs Ha XM3HEHHO HEODXOAMMbIE U BaXXHEWLLME NeKapCTBEHHbIE NpenapaTb.

Cratbss 61. TlocygapcTBeHHasi perucrpauusi ycTaHaBnMBaeMblX MNPOM3BOAMTENSAMW  JEKAPCTBEHHbIX
npenapaToB npefernbHbIX OTNYCKHbIX LIEH HAa FEeKapCTBEHHbIE MpenapaTbl, BKIHOYEHHbIE B MEPEYEHb XU3HEHHO
HEOOXOANMBIX U BaXKHEWLLNX NEKAapPCTBEHHLIX NpenapaToB
(B pea. PegepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcraHaBnvMBaeMble MPOM3BOOMTENSIMU NEKAPCTBEHHLIX MpenapaToB npenerbHble OTMNYCKHble LeHbl Ha
neKkapCTBEHHbIE MpenapaTbl, BKIIOYEHHbIE B NepedeHb XU3HEHHO HEOOXOAMMLIX U BaXKHEWLLUX NeKapCTBEHHbIX
npenapaToB, nognexar rocy4apCcTBEHHOW perncTpauum B nopsiake, ycraHoBneHHoMm lMpaBuTtenscTBom Poccuiickon
denepanmu.

(vactb 1 B peq. PegepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHMM nopaHHoro o 1 okTaAbpsi Kaxgoro roga 3asBneHust Npou3BOaMTENs NeKapCTBEHHbIX
npenapaToB, BKMIOYEHHbIX B MepeyvYeHb XM3HEHHO HEOOXOAMMbLIX WM BaXKHEMLUMX NeKapCTBEHHbIX NpPenapaTos,
3aperucTpupoBaHHas  npegernbHas  OTMYCKHash LEeHa Ha  fekapCTBEHHbIM  npenapaT MoOXeT  ObiTb
nepeperucTpupoBaHa OAvH pa3s B KaneHaapHOM rogay B nopsiake, ycTtaHoBrneHHOM [paButenbcTBoM Poccuiickon
depepanmu.

(vacTb 2 B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2.1-2.2. YTtpatunu cuny c 1 monsa 2015 roga. - ®egepanbHbivi 3akoH ot 08.03.2015 N 34-93.

3. PacueTr npegenbHbIX OTNYCKHbIX LEH, yKasaHHbIX B 4YacTax 1 M 2 HacToswen cratbW, Npu KX
rocygapCcTBEHHOM perMctpaumMm Wnu nepepermcTpaumMnm  OCyLLEecTBnsieTcs B COOTBETCTBMM C  METOAUKOW,
yTBepxaeHHown [NpasutenbctBoM Poccuiickon defepaummn n yumTbiBaoLwen, B HaCTHOCTY:

1) cobnogeHne 6anaHca MHTEPECOB NOTpebuTenen NnekapcTBEHHbIX NpenapaToB, BKIHOYEHHbLIX B NepeYveHb
XM3HEHHO HeobXoOUMbIX W BaXKHEWLUMX FeKapCTBEHHbIX MNpenapaTtoB, W MNpoOM3BOAMTENEN feKapCTBEHHbIX
npenapaToB, BKITOYEHHbIX B NepeYeHb XXM3HEHHO HEOBXOAUMBIX Y BaXXHENLLNX NEKapCTBEHHbIX NpenapaTtos;

2) hakTuyeckyo OTMYCKHYHO LieHY Ha nekapcTBeHHble npenapartbl B Poccuickon depepauunn, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccuiickyto ®Pegepaumto, a Takke LeHbl Ha aHanorvdHble IeKapCTBEHHbIe
npenapaTbl, Haxogdwmecs B obpaiieHmmn B Poccuiickon ®epepaumu;

3) 3aTpaTbl NPON3BOAUTENS NEKAPCTBEHHOrO NpenapaTa Ha Npou3BOACTBO M peanunsauuio fiekapCTBEHHOMO
npenapara;

4) LeHy Ha nekapCTBEHHbIM NpenapaT MHOCTPaHHOro NPOM3BOACTBA, €ro LeHy B CTpaHe npoussBoauTens 1 B
CTpaHax, B KOTOpbIX MpenapaTt 3apeructpypoBaH u (Mnn) B KOTOpble MOCTaBASETCA WHOCTPaHHbLIM
npomn3soguTenem.

(vactb 3 B pen. PenepanbHoro 3akoHa ot 08.03.2015 N 34-03)

4. He ponyckaloTca peanusauus 1 oTnycK fiekapCTBEHHbIX NpenapaToB, BKOYEHHbIX B NepevyeHb XU3HEHHO
HeOOXOANMBIX W BaXXHEMWMX NEeKapCTBEHHbIX MpenapaTtoB, Ha KOTOpble MNPOM3BOAUTENAMU J1€KapCTBEHHbIX
npenapaToB He 3aperncTpupoBaHa npedenbHasd OTMNyCKHas UeHa, peanu3auus M OTMYCK MNpov3BOAMTENAMMU
nekapCTBEHHbIX MpenapaToB MO LieHaM, NPeBbILAOLWMM 3aperMcTpupoBaHHbie npedernbHble OTNYCKHbIE LieHbl Ha
nekapCTBeHHbIE MpenapaThl, @ TakKe peanusaumns 1 OTNyCK JIEKapCTBEHHbIX MpenapaToB OpraHn3aLnsammn onToBON
TOProBNN M PO3HWYHON TOPrOBMNWU JIEKApPCTBEHHBbIMM MpenapataMmy MO LeHaMm, YPOBEHb KOTOPbIX C YYETOM
npedenbHoOM ONToBOM HaabaBkM W MpenenbHOM PO3HUYHOM HagbaBku MpeBbIlAeT pasmep akTUYecKom
OTNYCKHOW LiEHBbI.

(yacTb 4 BBegeHa PegepanbHbiM 3akoHoM OT 08.03.2015 N 34-93)

5. OcobeHHOCTN rocygapCTBEHHOIO perynimpoBaHvs MpedenbHbIX OTMYCKHbIX LEeH Ha JeKapCTBEHHbIe
npenapaTtbl, BKIIOYEHHbIE B NEpPEYEHb KU3HEHHO HEOOXOOAUMBIX U BaXKHEMLLMX FIEKapCTBEHHbIX MpenapaTos, B
3aBMCMMOCTM OT 3KOHOMMYECKUX U (MUIM) COUMAnbHbIX KpUTEPUEB (M3MEHEHME YCIOBUW, MOPSAKA U CTOMMOCTM
NMpoM3BOACTBA JIEKApPCTBEHHbIX MpenapaTtoB, WCMOMb30BaHME HOBbIX (OpM, METOAOB WU  Cnocobos
rocygapCTBEHHOIO PErynvMpoBaHWs LIEH Ha JIeKapCTBEHHbIE Mpenapatbl, B TOM 4YWCIEe HA OCHOBE MexaHu3ma
pedepeHTHOro LIeHOOOpa3oBaHWs, M3MEHEHUN MOpsSAKa OKasaHWs MEAWLMHCKOM MOMOLLM, U MHbIE WU3MEHEHUS)
ycTaHaBnmBeatoTcs [pasutensctBom Poccuickon ®egepauun.

(4acTe 5 BBegeHa PeaepanbHbiM 3akoHoM OT 08.03.2015 N 34-93)

CraTtbs 62. 'OCyOapCTBEHHbIM peecTp NpeAernbHbIX OTMYCKHbIX LEeH MPOU3BOAUTENEN HAa NekapCTBEHHble
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npenapartbl, BKIMIO4YEeHHbIE B Nepe4vyeHb XXM3HEHHO HeobXxoaMMbIX N BaXXHENLLINX NeKapCTBEHHbIX MNnpenapaTtoB

1. 3aperucTpvpoBaHHble npeferibHble OTMYCKHble LieHbl Ha JleKapCTBEHHble npenapatbl, BKOYEHHbIE B
nepeyeHb >M3HEHHO HEeOOXOAMMbIX W BaXHEWLIMX I1eKapCTBEHHbIX NpenapaTtoB, MNOAMeXaT BKIOYEHUIO B
rocyapCTBEHHbIA peecTp npedernbHblX OTMYCKHbIX LeH MpoM3BOAMTENEN Ha nekapcTBeHHble npenapaThbl,
BKIIOYEHHbIE B NepeYeHb XXM3HEHHO HEOOXOOMMbIX U BaXXHEWLLMX NeKapCTBEHHbIX NpenapaTos.

2. F'ocypapcTBeHHbIM peecTp npedernbHbIX OTMYCKHbIX LieH NPoM3BoAUTENEN Ha nekapcTBeHHbIe npenaparThbl,
BKIIOYEHHbIE B NepeYveHb XM3HEHHO HEOOXOOUMBIX M BaXKHEMLLUX NeKapCTBEHHbIX NpernapartoB, COAEPXUT B cebe
cneayoLwyo MHopmaumio:

1) HaumeHOBaHWe AepxaTens WnNu Bnagenbla pPerncTpauMoHHOrO YAOCTOBEPEHMS NEeKapCTBEHHOro
npenapara, HaMMeHOBaHWe NPOM3BOAUTENS NEeKapCTBEHHOro npenapaTa, MECTO HaxOoXOEHUs! NPON3BOACTBEHHbIX
NrowaaoK, y4yacTByoLLUX B NpoLiecce NpoM3BOACTBa NlekapCTBEHHOro npenapaTta, C ykasaHMeM cTaaum npouecca
Npoun3BOACTBA;

(n. 1 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) HaumMeHOBaHWe NeKapCTBEHHOrO npenaparta (MexayHapoaHOe HenaTeHTOBaHHOE, UMW rpyNnMpoOBOYHOE,
UM XMMU4YecKoe 1 TOProBoe HauMeHOBaHWS);

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep perncTpaLmMoHHOro yA0CTOBEPEHNS NTEKAPCTBEHHOIO Npenapara;

4) nekapctBeHHas opMa C ykasaHWEM [O3VMPOBKU IEKApCTBEHHOro npenapaTta M ero Konmuyectsa BO
BTOPWYHOM (MOTPEOUTENBCKON) YNaKkoBKe, a Takke KOMMMEKTHOCTb;

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3apeructpupoBaHHasa npegenbHas OTnyckHas LieHa B pyonsx;

6) pata M HOMEp npukasa YMNoOSIHOMOYEHHOro dheaepanbHOro oOpraHa WCMONHUTENbHOM Bractm O
rocygapcTBEHHON perncrpauumn, nepeperncrpaumm npegenbHon OTNYCKHOM LieHbl Ha feKkapCTBeHHbIN npenapar,
BKIMIOYEHHbIN B NEPEYEHb XXU3HEHHO HEOOXOOMMbIX U BaXXHEWLLUMX NEKapCTBEHHbIX NPenapaTos.;

(n. 6 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7) LUTPUXOBOW KOA, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEOMTENBCKYHD) YNAKOBKY NIEKapCTBEHHOrO Npenapara;
(n. 7 BBeaeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) «kog nekapCTBEHHOro npenaparta Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudmkaumm,
pekoMeHAoBaHHOM BceMypHon opraHusauven 3gpaBoOXpaHeHust.

(n. 8 BBeaeH PeaepanbHbiM 3akOoHOM OT 22.12.2014 N 429-93)

3. TlocymapctBeHHas perucTpaumsa npegenbHbiX OTNYCKHbIX LEH Ha fekapCTBeHHble npenapartbl,
BKITIOYEHHbIE B MepeyvYeHb XW3HEHHO HEeOobXOAMMbIX W BaKHEWLIWX NEeKapCTBEHHbIX MpenapaToB, BedeHue
rocygapCcTBEHHOr0 peecTpa MnpedenbHbIX OTNYCKHbIX LieH MpOou3BOAUTENEN Ha mnekapCTBEHHble npenapaTbl,
BKITIOYEHHbIE B NepeYvYeHb XM3HEHHO HEODXOAMMBIX U BaXKHENLLMX NIEKapCTBEHHbIX NpenapaToB, OCYLLEeCTBAAITCA
B nopsigke, yctaHoBneHHom lNpaeutenscteoM Poccuinckon degepaumn.

Ctatbsn 63. YcTaHOBRMEeHME opraHamuM WCNOSNTHUTENbHOM BRacTu cybbektoB Poccunckon deapepaumm
npeaenbHbIX pa3MepoB OMTOBbIX HaAbaBOK W MpedernbHbIX Pa3MePOB PO3HWYHBLIX Hag0aBOK K (hakTUYECKUM
OTMYCKHbIM  LieHaM, YCTAHOBMEHHbIM MPOU3BOOUTENSAMW JIEKAPCTBEHHbIX MpPEenapaToB, Ha JeKkapCTBEHHble
npenapartbl 4115 MEQULMHCKOTO NPUMEHEHNS

1. OpraHbl ucnonHuTeneHoW Briactu cybbekToB Poccunckon degepaunn ycTaHaBNUBAOT NpedernbHble
pasMepbl ONTOBbLIX HAAbaBOK M nNpedenbHbIE pa3mepbl PO3HUYHbIX HaAOaBOK K PaKkTUYECKMM OTMYCKHbIM LIEHaM,
YCTaHOBMEHHbIM MPON3BOANUTENSAMWN NIEKAPCTBEHHbLIX MpenapaToB, Ha NeKapCTBEHHbIE MpenapaTbl, BKIKOYEHHbIE B
nepeYveHb XXM3HEHHO HEOOXOAMMBIX N BaXKHEWLLNX NEeKapCTBEHHbIX NpenapaToB, B COOTBETCTBUM C YyTBEPXKOEHHOW
B nopsiake, yctaHoBrneHHom [lpaButensctBom Poccunckon degepaunn, METOQMKOM YCTAHOBMEHMS OpraHamu
ncrnonHuTensHon Brnactn cybbekToB Poccuinickon ®depepaumy npegenbHbIX pa3mMepoB ONTOBbIX HagbaBoOK W
NpegenbHbiX  pa3MepoB  PO3HWMYHBIX HagbaBOK K (PAKTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM
NPOu3BOOUTENSAMU JIEKAPCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHble Mpenapartbl, BKIOYEHHble B MepeveHb
KU3HEHHO HEeOOXOAMMbBIX W  BaXXHEWWWUX JIeKapCTBEHHbIX npenapatoB. [1poekTbl peleHui  opraHoB
ncnonHuTensHon Bractn cybbektoB Poccuickon ®egepaumm 06 yCTaHOBMEHUN U (UITN) U3MEHEHUN NPeErbHbIX
pasMepoB ONTOBbIX HafbaBOK M MpedenbHbIX Pa3mMepoB PO3HUYHBIX HAA0aBOK K (DAKTUHECKMM OTMYCKHbIM LiEHaM,
YCTaHOBMEHHBbIM MPON3BOAUTENSMWN NIEKAPCTBEHHbIX MPEenapaToB, Ha NEKApCTBEHHbIE Npenaparbl, BKMNIOYEHHbIE B
nepeyYeHb XM3HEHHO HEOOXOAMMBIX W BaXKHEWMLUMX JIeKapCTBEHHbIX MNpenapaToB, NoaSieXxaT COrfacoBaHUO C
deneparnbHbIM OPraHOM MCMOMHUTENTBHOM BRAacTh, YNOSTHOMOYEHHBIM OCYLLECTBNATL NPaBOBOE PEryNIMPOBaHNE B
cdepe rocygapCTBEHHOINO perynmpoBaHvs UeH (TapyudoB) Ha ToBapbl (ycriyrv), B mnopsigke, YCTAHOBIIEHHOM
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MpasutenbctBoM Poccuiickon ®epeparmu.
(B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHu3aumn oNTOBOW TOProBnv U (UNn) anTeyHble opraHvM3auun, MHAMBUAYanbHble NpeanpuHUMaTenu,
UMeloLwme InUUEH3NI0 Ha QapMaLeBTUYECKYI0 AeATeNbHOCTb, OCYLLECTBAAT peanusauunio NekapcTBEHHbIX
npenapaTtoB, BKIIOYEHHbIX B NepeyYeHb XMU3HEHHO HEOOXOOUMBIX M BaXKHEWLIUX NEeKapCTBEHHbLIX NpenapaTos, Mo
LeHaM, ypoBeHb KOTOPbIX HE NpeBbIWaeT CyMMY PakTUYeCKON OTMYCKHOWM LieHbl, YCTaHOBIIEHHON Npon3BoguTenem
nekapCTBEHHbIX NpenapaToB N He NpeBbIWaloLLen 3aperMcTpupoBaHHON NpeaensHon OTNYCKHOW LieHbl, U pasmMep
onTtoBon HapbGaBkM W (MNKU) pasMep PO3HUYHOM HaAbaBKW, He MpeBblIaWLMe COOTBETCTBEHHO pa3smepa
npegenbHON onToBoW HanbaBkv U (UNn) pasmepa NpeaenbHOM PO3HUYHOM HaabaBKK, YCTAHOBMEHHbIX B CyObekTe
Poccuickon ®egepaumu.

3. OpraHbl McnonHUTENbHOW BracTn cybbekToB Poccuickon depepauum pasmeltaot B cetn "MHTepHeT"
unyn onybnmnkoBbIBalOT MHOPMALIMIO O 3aperMcTpupoBaHHON NpedenbHON OTMYCKHOW LieHe Ha NEeKapCTBEHHbIE
npenapartbl, BKIOYEHHbIE B NepevYeHb XMU3HEHHO HEOOXOOUMbIX U BaXKHEWLUMX fleKkapCTBEHHbIX npenapaTos, 06
yCTaHOBIEHHbIX B cyobekTe Poccuiickon degepaunm pasmepe npedenbHOn onToBon Hagbasku u (unu) pasmepe
npegenbHON  PO3HUYHOW HaabaBKM K YCTAHOBMEHHBIM  NMPOW3BOAMTENSIMU  JNIEKAPCTBEHHbLIX NpenapaToB
haKTUYeCKMM OTMYCKHbIM LEeHaM Ha fekapCTBEHHble npenapatbl, BKAYEHHble B MNepeyeHb XKU3HEHHO
HeobXOOANMbIX U BaXXKHENLUNX NeKapCTBEHHbIX nNpenaparos, U 00 yka3aHHOM B YacTy 2 HaCTOsILLEen cTaTby CyMME.
WHdopmaums, npeaycMOTpeHHas HacTOsLWEN YacTblo, AOMKHa pasMeLlaTbCcs Takke B anTeYHbIX OpraHM3aunsx B
OOCTYMHON ANSA CBeOEHNs BCEX 3aMHTEPECOBaHHbIX N1L, hopMe 1 OBHOBNATLCHA NO Mepe ee onybnmkoBaHus.

4. TlpuHATble C HapyweHueMm 3akoHogaTtenbcTBa Poccuinckon ®degepauum pelleHuss  opraHoB
ncnonHuTensHOM BnactTu cybbekta Poccuiickon degepaumm o6 ycTtaHOBNEHUU NpedenbHbIX pasMepoB ONTOBbIX
HapbaBoK M MnpedernbHbIX pasMepoB PO3HUYHBLIX HagbaBOK K 3aperMcTpvpoBaHHbIM NpedenbHbIM - OTMYCKHbIM
UeHaM Ha neKkapCTBEHHble npenapaTbl, BKMIOYEHHblE B MEpeyYeHb XU3HEHHO HEOOXOOAUMbLIX W BadKHEMLUMX
nekapCTBEHHbIX NpenapaToB, NnoanexaT oTMeHe B cyaebHoM nopsgke.

naea 13. MOHUTOPUHIT 3®PEKTUBHOCTU U BE3OMNMACHOCTHU
NEKAPCTBEHHbIX NPENAPATOB, HAXOAALLUXCS B OBPALLEHUA
B POCCUNCKOU ®EQEPALIMK

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

Crartbs 64. ®apmakoHagsop
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapatbl, Haxogswwmecsa B obpaweHun B Poccunckon Pepepauuun, nognexar
MOHUTOPUHIY 3(PPEKTMBHOCTU U Ge30nacHOCTM B LENsAX BbISABIEHUS BO3MOXHbIX HeraTMBHbIX MOCNEACTBUNA KX
NPUMEHEHWS, NHOMBMAYaANbHOW HENEePEeHOCMMOCTH, NPeaynpeXaeHNss MeauUMHCKUX paboTHMKOB, BETEPUHAPHbIX
crneunanncToB, NMauueHTOB WU BragenbLeB XMBOTHbIX M WX 3alMTbl OT NPUMEHEHUS TaKMX JeKapCTBEHHbIX
npenaparos.

2. ®dapmakoHag30p OCYLLECTBMSETCH COOTBETCTBYIOLWMM YMNOMHOMOYEHHbIM dedepanbHbIM - OpraHom
WCMOMHUTENBHON BMAcTM B YCTAHOBMIEHHOM WM nopsgke MyTeM adHanu3a npegocTaBnsiemMon cybGbekTamu
oOpalleHnsa nekapCTBEHHbIX CPeAcTB WHMOpMaumm O MOOOYHbIX [OENCTBUSAX, HEeXenaTenbHbIX peakuusx,
CEepbEe3HbIX HexenaTemnbHbIX peakuusix, HenpeaBUAEHHbIX HeXenaTemnbHbIX peakuusx npu  NpUMeHeHun
nekapCTBeHHbIX MpenapaToB, 00 MHOAMBMOYanbHOW  HEMNEepPeHOCUMOCTW,  OTCYTCTBMM  3(PPEKTMBHOCTU
fnlekapCTBEHHbIX MpenapaToB, a Takke 00 MHbIX hakTax n 06CTOATENBCTBAX, NPEACTABNSALMNX YIPO3Y XU3HU UIN
3[00POBbLI0 4YeroBeka NMOO XMBOTHOMO MPU MPUMEHEHUWN JTEKAPCTBEHHbIX NMpPenapaTtoB U BbISBMNEHHbIX Ha BCEX
aTanax obpalleHns nekapcTBeHHbIX NpenapaTtoB B Poccuiickon ®egepauum 1 gpyrmx rocygapcraeax.

3. CybObekTbl 0OpalleHunsi nekapCTBEHHbIX CpeacTB B MNOpsigke, YCTAHOBNEHHOM  YMONTHOMOYEHHbIM
dheneparnbHbIM OPraHOM MCMOMHUTENBHON Briacth, 06s3aHbl cooblatb B YNONMHOMOYEHHbIV befgepanbHbli OpraH
WCMOMHUTENBHOM Bnactm O MNODBOYHbIX OENCTBUAX, HEXenaTerbHbIX peakuusix, CEPbe3HbIX HeXernaTenbHbIX
peakumsix, HenpeaBUAEHHbIX HeXenaTemnbHbIX peakuusix Mpyv MPUMEHEHUMU FeKapCTBEHHbIX NpenapartoB, 06
WHAMBUOYANbHON HEMEPEHOCUMOCTM, OTCYTCTBUM 3(PEKTUBHOCTU NTIEKAPCTBEHHbBIX NPENapaToB, a Takke 00 MHbIX
dakTtax u obCTOATENbCTBaX, MPEACTaBMSIOWMX Yrpo3y XM3HW UMW 300POBbI0 YernoBeka NnbOo >KUMBOTHOIO Mpu
NMPYMEHEHMM JEKAPCTBEHHbIX MPENapaTtoB W BbISIBIEHHbIX HA BCEX 3Tanax obpaleHns IeKapCTBEHHbIX
npenapatoB B Poccuickon ®egepauum n gpyrmx rocygapcraax.

4. [epxatenu wnuM Bragenblbl PErMcTpauMoOHHbIX YOOCTOBEPEHUIN JIEKAapCTBEHHbIX MpenapaTos,
IopUanyecKMe nvua, Ha MMS KOTOPbIX Bbl4aHbl pa3peLleHust Ha MPOBeOEHWNE KIMHUYECKUX WCCreqoBaHui B
Poccunckon ®epepaummn, nubo ynormHOMOYEHHbIE MMU Apyrue topugudeckune nvua B pamMkax obecrnedeHusi
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6Ge3onacHOCTN NeKapCTBEHHbLIX MpPenapaToB B MOPSAKE, YCTAHOBEHHOM COOTBETCTBYHOLLMM YMOJTHOMOYEHHbIM
deneparnbHbiM OpraHOM MCMOJTHUTENbHOW BriacTh, 006s3aHbl OCYLLECTBNATL NpUeM, yyeT, obpaboTky, aHanms u
XpaHeHWe MOoCTynawwmx B WX agpec OT CcyObekToB oOpalleHusi nekapCTBEHHbLIX CPEACTB M OpraHoB
rocygapcTBEHHOM BnacT CcooOWeHud O MNoOOYHbIX OEeNCTBUSIX, HeXenaTenbHbIX peakumsix, Cepbe3HbIX
HeXXenaTenbHbIX U HENPEABUOEHHbIX HeXenaTerbHbIX peakumsix Npu NPUMEHEHUN NEKapCTBEHHbLIX NpPenapaTos,
06 0CcODeHHOCTAX WX B3aMMOAENCTBMS C APYrMMX  NleKapCTBEHHbIMWM  MpenapataMuv, WHAMBWAOYanbHOM
HenepeHoCMMOCTH, a Takke 00 MHbIX hakTax U 0BCTOATENBLCTBAX, NPEACTABNSOLNX YIPO3Y KU3HW UMK 300POBbLI0
Yyenoseka NGO XMBOTHOTO MIW BIUSIOLLMX HA U3MEHEHWE OTHOLLEHUS] OXWOAEMOW MOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHMS NEKapCTBEHHbLIX NpenapaTos.

5. TMpn BbIIBNEHMM WHAOPMALMM O CEpPbE3HbIX HeXenaTenbHbIX peakuusx W HenpenBuaeHHbIX
HeXXenaTenbHbIX peakLuMsix Npu NPUMEHEHNM NeKapCTBEHHbLIX NpenapaToB, 06 0COGEHHOCTAX NX B3aMMOLENCTBUS
C OpYrMMKn neKkapcTBEHHbIMW MpenapaTtamu, WHAMBUAYarbHOW HENepeHOCMMOCTU, a Takke 00 MHbIX dakTax u
06CTOATENLCTBAX, BAUSIOWNX HA U3MEHEHNE OTHOLUEHUS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
NleKapCTBEHHbIX NpPenapaToB, AepXaTenu Wnv Bnagenblbl PerMcTpauuoHHbIX YOOCTOBEPEHUA feKkapCTBEHHbIX
npenapaTtoB, lopuMaMdeckMe nuua, Ha WMsi KOTOpbIX BbldaHbl paspelleHust Ha npoBefeHne  KIMHUYECKNX
nccrneposaHuin B Poccuiickon depepaumm, nubo ynorHOMOYEHHbIE UMW Apyrve topuanydeckne nuua obsizaHbl
MPUHATL Mepbl, HarnpaBfieHHble Ha YCTpaHeHWe HeraTuMBHLIX MOCMEACTBUA MPUMEHEHMST TaKMX JeKapCTBEHHbIX
npenapaToB, NpeaynpexaeHne NpUYNHEHUst BPeaa XXM3HM NN 300POBLI0 YenoBeka NMMbo KUBOTHOIO, 3aLUuUTy KX
OT NPUMEHEHUs TaKuUX NEeKapCTBEHHbIX MpenapaTtoB, Ha AOMOMNHUTENbHbLIN COOp AaHHbIX 06 adheKTMBHOCTM 1
6e30MacHOCTU TaKMX fIEKapCTBEHHbIX NPenapaTos.

6. 3a HecoobLlieHVMEe WNU COKpbITUE WHOPMALUK, NPegyCMOTPEHHOM YacTbld 3 HACTOSILLEN CTaTbW,
aepxxatenu unun enagenbLbl permcTpaunoHHbIX YA0CTOBEPEHMWI NeKapCTBEHHbIX NpenapaToB, puandeckue nuua,
Ha MMs1 KOTOPbIX BbiAaHbl paspelleHns Ha NpoBefeHne KIMHUYECKMX uccrnenosaHmn B Poccuiickon deaepaumu,
nMBo yNnonHOMOYEHHbIE UMK ApYyrve rpuandeckne nuua, a Takke AOMKHOCTHbIE Nuua, KOTOpbIM 3Ta MHopMaUms
cTana u3BecTHa Mo pogy WX npodeccroHanbHON OesiTenbHOCTU, HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHoaaTtenscTBoM Poccunckon ®epepaumn.

7. Tlpn nonydyeHun ynNonNHOMOYEHHbIM dyedeparibHbIM OpraHoOM MWCNOMHWUTENBHOW BnacTn B pamKax
OCyLlecTBNeHMss UM (papmakoHag3opa [okasaTenbCTB O HECOOTBETCTBMM  fIEKApCTBEHHOro npenapara
YCTaHOBMEHHbLIM TpeboBaHMAM UMM NPy NONYYEHUN MHAOPMALMM O HECOOTBETCTBMM AaHHbIX 06 adhpeKkTMBHOCTHU
n o 6Ges3onacHOCTM NEeKapCTBEHHOro mnpenapata daHHbIM O JleKapCTBEHHOM Mpernaparte, cogepXawmmcsa B
WHCTPYKUUM MO €ero npuMeHeHuo (B TOM YMCME BbISIBMEHHbIX B Xo4e OcywecTBrneHus dapmakoHaasopa
KOHTPOJSIbHO-HAA30PHBIMW  OpraHaMyM  WMHOCTPaHHbIX rOCy4apcTB), YMNOMHOMOYEHHbI dedepanbHbli  OpraH
WCMNOMHUTENBHOWN BNacTu B YCTAHOBIIEHHOM MM MOPSIAKE paccMmaTpuBaeT BONPOC O NPUOCTAHOBEHNN NPUMEHEHUS
TaKoro nekapcTBEHHOro npenapaTa.

Crtatbs 65. NprocTaHOBNEHNE NPUMEHEHUS NEKAPCTBEHHOIO Npenapara
(B pen. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Tpyn nonyyeHun wuHMOPMaUUM O HexenaTemnbHbIX peakuusax npyv NPUMEHEHUN FEKapCTBEHHOMO
npenapaTta, He YKasaHHbIX B WHCTPYKUMM MO MNPUMEHEHWI0 TNEKapCTBEHHOro npenaparta, CepbesHblX
HexenaTenbHbIX peakumsax, 06 0cobeHHOCTAX ero B3aumodewncTBUS C OPYrMMWU fiekapCTBEHHbIMU npenapatamu,
KOTOpble MOryT MpeAcTaBnsaTe Yrpo3y >KM3HUM UMK 300POBbIO  YenoBeka JMBO >KMBOTHOrO, a Takke o
HECOOTBETCTBMM [aHHbiX 06 adpeKkTMBHOCTM M O ©Oe30macHOCTM NEeKapCTBEHHOro npenaparta AaHHbIM O
flekapCTBEHHOM MpenapaTte, COAEpPXalMMCS B WHCTPYKUUM MO €ero MpUMEHEeHMIo, B TOM 4ucre oT
YMOMHOMOYEHHBIX OpPraHOB WMHOCTPaHHbIX rOCygapcTB, OOMEH KOTOpPOM OCYLLECTBNSAETCA B COOTBETCTBMM C
COMMaLLEeHUMN MeXay YNONHOMOYEHHbIM befepanbHbiM OPraHoM UCMOMHUTENBHOW BAACTU U YNONTHOMOYEHHbLIMU
opraHamu WHOCTPaHHbIX FOCydapcCTB, YMNOSTHOMOYEHHbLIN bedepanbHbI  OpraH  UCMOSTHUTENbHOW  BnacTtu
paccmaTpvBaeT BOMPOC O BO3MOXHOCTU MPUOCTAHOBMEHUSA OOpalleHWsi Takoro NekapCTBEHHOrO npenaparta B
nopsigke, yCTaHOBIIEHHOM YMOITHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONMHUTENBbHOW BacTu.

2. Tlpu HeWcnormHeHMM WM  HeHagnexawem UCMOSIHEHWM  AepXaTensMu  Wnv - Bnagenbuamu
PErMcTpauUMoHHbIX YAOCTOBEPEHWUNA JTEKAapCTBEHHBIX MPENapaTtoB, HOPUAMYECKMMM NULAMW, HA UMS KOTOPbIX
BbldaHbl paspelleHuss Ha npoBedeHMe KITMHUYEeCKMX wuccnegoBaHmn B Poccuickon degepaumn, wnu
YNOMHOMOYEHHBIMU UMW APYTMMU IOPUANYECKMMM NULAMKU 0653aHHOCTEN, YCTAHOBIEHHbIX YacTamu 3 1 4 ctaTbm
64 HacTtosiwero ®egepanbHOro 3akoHa, Mo B cnydasx NpeacTaBneHust COOTBETCTBYIOLMM YMOSTHOMOYEHHbIM
deneparnbHblM OPraHOM WCMOSTHUTENBHON BMAacTW 3aKMOYEHUst O HEQOCTOBEPHOCTU Pe3ynbTaToOB KITMHUYECKOTO
NCCrefoBaHUS NIEKapCTBEHHOMO npenaparta A MeANLMHCKOrO NMPUMEHEHUS, KOTOPOe OCHOBAHO Ha pesynbTaTtax
NPOBEPKN MEOULMHCKOW OpraHv3aumv, NpoBOOMBLUEN YKA3aHHOE KIMHUYECKOE WCCIEeAOoBaHWE C HapyLIEHUEM
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npasun Hagnexawemn KINMHUYECKON NPaKTUKK, N NpmUBEsNio K NOoJsydyeHU0 HeOOCTOBEPHbIX pe3ynbTaToB, nnbo B
cny4yae HeBbINonHeHUaA npeanncaHuad, BblgaHHONO YNorTHOMOY€HHbIM d)ep,epaanblM opraHom MCMONHUTENbHOMN
Bfnactm no wutoram OCylwecCTBlieHuA BbI60quHOFO KOHTPOJ1IA KayecCcTBa JI€eKapCTBEHHOro npenapara,
yI'IOJ'IHOMO‘-IeHHbIﬁ cbep,epaanbM opraH NCMONHUTENLHON BNacTu B YCTaHOBITEHHOM UM MOpAAKe paccMaTpuBaeT
BOMpPOC O NpUOCTaHOBIIEHUN NPUMEHEHNA TAKOro NNekapCTBEHHOIo npenapara.

CtaTtbs 66. MHdopmaLmsa o pesynbtatax dapMakoHaasopa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

YNOnHOMOYEHHbIN defepanbHbli OpraH WCMOMHUTENbHOW BNacTW, OCYLLECTBRSIOWMA apmakoHansop,
Haxoaswuxcsa B obpalueHun B Poccuiickon ®enepaumu, no pesynbtataM hapmakoHaasopa pasMellaeT Ha CBOeEM
ouumanbHOM canTe B ceTu "VIHTepHeT" WHMOPMaUMIO O MPUHATBLIX PELUEHUSX O BHECEHUW WU3MEHEHUs B
WHCTPYKUUIO MO MPUMEHEHMIO NEKapCTBEHHOro npenapata, O MPUOCTAHOBMEHUU MPUMEHEHUS fEKapCTBEHHOMO
npenaparta, 006 M3bATMM M3 0OpalleHust fekapCcTBEHHOro npenapara WM O BO30OHOBMEHWW MPUMEHEHUS
nekapCTBEHHOro npenaparTa.

(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

Mmaea 14. UHOOPMALIUA O NEKAPCTBEHHbIX MPEMAPATAX
CtaTtbs 67. HdopmaLmsa o nekapCTBEHHbIX NpenapaTax

1. MHbopMaums 0 nekapCTBEHHbIX Npenapartax, OTNyckaembiX MO peLenTy Ha fekapCTBEHHbIN npenapar,
OOMKHa copepXaTbCA TONMbKO B CMEUManuavMpoOBaHHbIX W3AaHWAX, MpedHasHavYeHHbIX ANs  MEeAULUHCKKX,
hapmaLeBTUYECKMX, BETEpPUHaPHbIX paboTHMKOB. MHopMaLuusa 0 nekapCTBEHHbIX NpenapaTax ansa cneumanicTos
B obnactn obpalleHns nekapCcTBEHHbIX CPEACTB MOXET CoAepXaTbCsl B MOHOrpadmsax, CnpaBOYHMKAX, Hay4YHbIX
cTaTbsiX, B JOKNaax Ha KOHrpeccax, KOHEepeHLUMsX, CMMNO3MyMax, Hay4YHbIX COBETaX, @ Takke B MHCTPYKLUSIX MO
NPUMEHEHMIO NEKapCTBEHHbIX NpenapaTos.

2. Hdhopmaumsa o nekapCTBEHHbIX nNpenapaTtax, oTnyckaembix 6e3 pelenTta Ha NeKapCTBEHHbIM npenapar,
MOXeT coepXaTbCs B nNybGnukaumsax n obbsaBneHusx cpeacts MaccoBON MHOpMauun, cneumanna3vpoBaHHbIX U
OOLWMNX nevyaTHbIX W3AaHUSAX, WHCTPYKUMAX MO MPUMEHEHUI0 NeKapCTBEHHbIX NpenapaToB, WHbIX U34aHusAX
cybbekToB ObpalleHnss nekapcTBEHHbIX cpeacTB. PeknamHble MaTepuanbl O nekapcTBEHHOM npenapare,
oTnyckaeMmoMm 6e3 peLenTta Ha nekapCTBEHHbIV npenapar, AOMKHbl COOTBETCTBOBATb UHCTPYKLUM MO MPUMEHEHUIO
nekapCTBEHHOro npenaparTa.

3. [onyckaeTca ncnonb3oBaHne Nobbix MaTepuanbHbIX HOCUTENEN, NO3BOMAOLNX XPaHUTb, NepeaaBaTb U
ncnonb3oBaTh MHHOPMALIMIO O NEKAPCTBEHHBIX NpenapaTtax 6e3 ee NCKaxeHus.

nasa 14.1. OrPAHUYEHWA, HANTATAEMbIE
HA OPFAHU3ALWN, OCYLLECTBNAIOWMNE OEATENBbHOCTb
NO OBPALLUEHUIO JIEKAPCTBEHHbLIX CPEACTB

(BBegeHa PegepanbHbiM 3akoHOM oT 25.11.2013 N 317-03)

Cratbsn 67.1. OrpaHuyeHusi, Hanaraemble MpuU OCYLLECTBIIEHUN [OEATENbHOCTM B cdepe obpalleHust
neKapCcTBEHHbIX CPeacTB

1. Opranmsauun, 3aHumarLwmecs paspaboTkon, NpPOM3BOACTBOM W (MnM) peanu3aumen NeKapCTBEHHbIX
npenapaTtoB A MEAMLMHCKOrO NPUMEHEHWS, OpraHmnsaummn, obnagarLmne npaBamMmu Ha UCMONb30BaHWE TOProBOro
HaMMEeHOBAHMS NEKAapCTBEHHOIO Mnpenaparta Ans MeAUUMHCKOTO MPUMEHEHUS), OpraHu3aumMM OMNTOBOW TOProBmU
neKapcTBEHHbIMU CpeAcTBaMK, anTeyHble opraHusauuM (UX NpeacTaBUTENU, UHble OU3NYECKNE U OpUaNYecKne
nvua, OCYLUECTBMAOLME CBOHO [AEATENbHOCTb OT WMMEHW STUX OpraHu3auui) B OTHOLUEHUM MEOMLMHCKMX
pabOTHUKOB U PYKOBOAUTENEN MEAULMHCKUX OpraH13aLuui He BNpaBe:

1) BpyyaTb nodapky, BbiMnaynBaTb AEHEXHbIE CPEACTBa (3a UCKMHOYEHMEM BO3HArpaXxaeHuin no Jorosopam
npu NPOBEAEHWUN KIMHUYECKUX WCCNEAOBaHWA FleKapCTBEHHbIX MpenapaToB Afs MEAULMHCKOro NPUMEHEHWs,
BO3HArpaXaeHu, CBSI3aHHbIX C OCYLLEeCTBNEHMEM MEOWLMHCKUM pabOoTHUKOM Nedaroryecko u (Mnu) HayqHoiw
OeaTenbHOCTM), B TOM YMCrie OnnaymMBaTth pasBfiedeHus], OTAbIX, NPOe3a K MeCTy OTAbIXa, a Takke npusrekaTb K
y4yacTuio B pa3BriekaTemnbHbIX MEPONPUATUAX, MPOBOANMbIX 32 CHET CBOMX CPEACTB;

2) 3akntoyaTb COorfaleHns 0 Ha3Ha4YeHUn UM pekoMeHdaLmMn naumMeHTam fekapCTBEHHbIX NpenapaToB A
MEOMLIMHCKOTO MNPUMEHEHUs1 (38 MWCKIYEHMEM [OrOBOPOB O MPOBEAEHUUN KIMHUYECKUX UCCneaoBaHWUiA
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neKkapCTBEHHbIX NpenapaToB Ans MEAULMHCKOrO NPUMEHEHUS);

3) npepoctaBnATb oOpa3sLbl NeKapCTBEHHbIX MNpenapaToB ANS MeOULMHCKOTO MNPUMEHEHWs B Lensx
BpyYeHUs nauueHTaMm (3a WCKIOYEHMEM CrlyyaeB, CBSA3aHHbIX C NPOBEAEHVMEM KIMHWYECKUX MCCregoBaHui
nekapCcTBEHHbIX NpenapaToB Afs MeAULUHCKOrO NPUMEHEHUS);

4) nNpepocTaBnsaTb HEJOCTOBEPHYID U (MNKN) HEMOSHYI MHOPMaUMI0 O NMeKapCTBEHHLIX npenapartax Ans
MeOULUHCKOrO NPUMEHEHNS;

5) nocewatb ux B pabovee Bpemsi Ha paboumx MecTax, 3a WCKMHYEHVWEeM CryyaeB, CBSA3aHHbIX C
NpoBedeHEM KIMHUYECKUX WCCreqoBaHU NeKkapCTBEHHbLIX npenapatoB AN MeOUUUHCKOTO MPUMEHEHUs, C
yyacTMeMm B nopsiake, yCTaHOBIIEHHOM pyKoBOAUTENEM MeOULIMHCKOW opraHv3auum, B cCOBpaHUsiX MeaULMHCKUX
pabOTHUKOB U MHbIX MEpPONpPUATUSAX, HanpaBMEHHbIX Ha MOBbILEHVWE KX MPO(EeCcCMOHaNbHOr0 YPOBHA MNKU Ha
npegocTaBneHne MHgopmaumu, CBA3AHHOW C OCYLLECTBMEHWEM MOHUTOPMHra 6e30MacHOCTU NeKapCTBEHHbIX
npenaparos;

6) nobyxaaTb K BbIMUCbIBAHUIO NEKapCTBEHHbIX MpenapaToB AN MEeAMUMHCKOro NMpuMeHeHus Ha GnaHkax,
cogepxallmx MHPOPMaLUMIo PeKNaMHOro xapakrepa, a Takke Ha peuenTypHbiX GraHkax, Ha KOTOpbIX 3apaHee
Hane4aTaHO HaMMeHOBaHWe NekapCTBEHHOMo npenapaTa Ansg MeAULMHCKOro NpUMeHeHus.

2. OpraHusauuu, ykasaHHble B absaue nepBom 4acTm 1 HacTosileW cTaTbW, U WX NPEeacTaBUTENM B
OTHOLLIEHWM (hbapmaLeBTUYECKMX pabOTHMKOB 1M PYKOBOAMUTENEN anTeYHbIX OpraHu3auuii He BrpaBe:

1) BpyyaTb Mogapku, BbinnadvBaTb AeHEeXHble cpeacTBa, B TOM YMChe onnadvBaTth passriedeHus, OTAbIX,
npoesg K MecTy oTAblxa, U NpMBReKaTb K y4yacTuio B pasBriekaTeNbHbIX MeponpuaTusX, NPOBOAWMBIX 3a cyeT
CBOWX CPeacTB.;

2) npepocTaBnaTb obpasupbl NeKapCTBEHHbIX NpenapaTtoB And MegUUUHCKOrO MpUMEHEHUs Ans BpyYeHus
HaceneHuio;

3) 3aknoyaTb cornalleHus O MPeanoXeHUn HaceneHuto onpeaeneHHbIX NeKkapcTBeHHbIX npenapatoB AN
MeONLUHCKOrO NPUMEHEHNS;

4) nNpegocTaBnsaTb HEOOCTOBEPHYID WM (UNW) HEMOMHYK MHopMaLuio O fNekapCcTBEHHbIX Npenapatax Ans
MEOWUUHCKOTO NPUMEHEHWs, B TOM 4uCre WMELWUX OAMHAKOBOE MeXAyHapoaHOe HenaTeHTOBaHHOoe
HaumeHoBaHue.

Cratbsa 67.2. TpeboBaHua K OpraHusaumm M MPOBEOEHUI0 Hay4HbIX MEPONPUATUA, MHbIX MEPONPUATUHN,
HanpaeBneHHbIX Ha NOBbILEHWE NPOMECCUOHANBHOMO YPOBHS MEAVLMHCKNX PabOTHMKOB MMM Ha NpesocTaBneHne
nHdOpMaLMK, CBA3AHHON C OCYLLECTBIIEHMEM MOHUTOPUHIa 6€30NacHOCTY NeKapCTBEHHbIX NpenapaToB

1. lNpu npoBedeHWN Hay4HbIX MEPOMPUATUA, WHBIX MEPOMNPUSTUIA, HanpaBfEHHbIX Ha MOBbILEHNE
NpodeCccMoHanbHOro YpoBHsE MEAULIMHCKNX pabOTHMKOB MM Ha NpegocTaBreHne CBS3aHHOW C OCYLLECTBIIEHNEM
MOHUTOpMHra 6e30MacHOCTU NEeKapCTBEHHbIX MpenapaTtoB WHGopMauun, OpraHM3yemblX OpraHuM3aunsmu,
yKasaHHbIMK B ab3aue nepBom 4actu 1 ctatbm 67.1 HacTosiwero PefepanbHOro 3akoHa, UX NpeacTtaBUTENSMA U
(Mnn) domHaHCKMpyeMbIX 3a CYET CPeacTB STUX OpraHM3auumi N ux nNpeactaBuUTeNen, 3anpeLlaeTcsa NpensaTcTBoBaTb
Y4acCTMO B YKa3aHHbIX MEPOMNPUSATUSAX UHbIX OpraHM3auunin, KOTOpble MPOU3BOAAT UM peanuayloT NeKapCTBEHHbIE
npenapaTbl AN MEAULMHCKOrO MPUMEHEHUS CO CXOXUM MeEXaHu3MoM dhapMakosiormyeckoro gencresus, nubo
co3gaBaTb AWCKPUMWHALIMOHHbIE YCIOBUSA ONSA OAHUX YYaCTHMKOB MO CPABHEHMIO C APYITMMU ydacTHUKamu, a
WMEHHO;

1) npegocTaBnNATb pasnMYHOE KOMMYECTBO BPEMEHW A5l BLICTYMIIEHUIN YY4ACTHUKOB, PasriMyHble MO pasMepy
3aHMMaeMor nrowagn Mecta Onst AeMOHCTpaumu obpasuoB IeKapCTBEHHbIX MNpenapaToB AN MeAuLMHCKOro
NPUMEHEHNST UMW PEKNaMHbIX MaTepuanoB O JNEKAPCTBEHHbIX NpenapaTtax A MeAULMHCKOro NMpUMEHEHUs Ha
3KCMO3NUMAX, CTEeHAaX, 3a MWCKIIOYEHWEM Cry4yaeB, €CNN TaKMe YCrOBWUS 3akpersieHbl B COMMalEeHnsaxX 3TUx
opraHu3auui, ux npeacraButenen o (PMHaAHCUPOBaHUM YKa3aHHbIX MEPOMPUATUMI M OBYCNOBMEHbI Pas3nNYHbIMM
3aTpaTamu y4aCcTHUKOB Ha UX OpraHu3aumio;

2) ycTaHaBnvBaTb pa3Mep B3HOCA OJ18 YY4aCTHMKOB MEPONPUATUI, yKa3aHHbIX B ab3alie nepBOM HacTosLen
YyacTu, NPeBbILAKLWNA CYMMY 3aTpaT Ha OpraHmM3aumio ykazaHHbIX MEPONPUSATUA U BeQyLun K HeOBOCHOBaHHOMY
OrPaHNYEHUIO YMCIIa UX YHaCTHUKOB.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom yactu 1 ctatbu 67.1 HacTosiwero PegepanbHOro 3akoHa, ux
NpeaCcTaBUTENM, OCYLLIECTBAAOLLNE OpraHM3aumio u (unun) prHaHCMpoBaHUE MEPONPUATUNA, YKa3aHHbIX B Yactu 1
HacTosilen ctaTeun, obs3aHbl obecneumBaTb OOCTYN K MHGOPMauMuM O Aate, MecTe M BPEMEHU MNpOBeLeHUs]
YKa3aHHbIX MEpPOMNpUSATUI, MraHax, nporpaMmax NMpoBeOEHUst YKaszaHHbIX MepOonpuaTUA U Temax, MiaHUupyeMbixX
ONS pacCMOTPEHUsl, COCTaBe WX YYaCTHUKOB MyTEM pa3MeELLEeHUs COOTBETCTBYHOLLENA MHGOpMaLun Ha CBOUX
odmumanbHbiXx canTax B ceTn "WHTepHeT" He nosaHee [OBYX MecsAueB A0 Hayana npoBefeHUs1 yKasaHHbIX
MEpPONpUATUN.
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3. WHcopmaums o npoBedeHUM MepornpuaTUn, yKasaHHbIX B 4YacTu 1 HacToswen cTtaTtbW, B CPOK,
YCTaHOBIMEHHbIA 4YacTbld 2 HacTosilen cTaTbW, [OMmKHa ObiTb HanpaeneHa B enepanbHbIi  OpraH
NCNOSTHUTENbHOM BNacTW, OCYLLECTBASIOWMUA (PYHKLMM MO KOHTPOM U Haa3opy B cdepe 3apaBOOXpaHeHusl, Ans
nocriefytoLlero pasmelleHnst ee Ha oumumanbHOM canTe 3Toro opraHa B cetu "UIHTepHeT".

naea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENBLCTBA
POCCUNACKOW ®EOEPALIUA NPU OBPALLEHUN NEKAPCTBEHHbIX CPEACTB
M BOSMELLWEHUE BPEOA, TPUMUHEHHOIO 30POBbIO N'PAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratbs 68. OTBETCTBEHHOCTb 3a HapyLleHWe 3akoHopaTenbcTsa Poccuiickon ®epepaummn npu obpalyeHuu
nekapCTBEHHbIX CpeacTs

1. HapyweHnune 3akoHopaTtenbctBa Poccuiickon ®egepauum npu obpalleHuMn NeKkapCTBEHHLIX CPenCcTB
BrieyeT 3a coboM OTBETCTBEHHOCTL B COOTBETCTBMM C 3akoHOoAaTenbCcTBoMm Poccuiickon ®eagepauun.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpepacrtaBneHve WHGopMauMM 1 (MNK) OaHHbIX, NPegyCMOTPEHHbIX HacToswmMm degepanbHbIM
3aKOHOM, CyObekTbl OOpalleHNs NeKkapCTBEHHbIX CPeACTB HECYyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHoaaTenscTBoM Poccunckon depepaumn.

(vacTb 2 BBegeHa PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

Cratbs 69. BosmelleHve Bpeda, MNPUYMHEHHONO 340POBLID FPpaXdaH BCreacTBue MNpUMEHeHus
nekapCTBEHHbIX NpenapaTos

1. NpounssoguTens NekapcTBEHHOro npenaparta 0bsi3aH BO3MECTUTb Bpea, NPUYNHEHHbI 300POBbLI0 rpaxaaH
BCMNeACTBME NPUMEHEHUS NTEKapCTBEHHOIO NpenapaTta, eCnu AoKa3aHo, YTo:

1) nekapCTBEHHbIV NpenapaT NPUMEHSNCA N0 Ha3HAYEeHUI0 B COOTBETCTBUMN C MHCTPYKUMEN MO MPUMEHEHUIO
NleKapCTBEHHOro npenapaTta M NpUYMHON Bpeda SBWICA BBOL B rpaxgaHCKui 0BOpOT HemobpokaydeCTBEHHOrO
nekapCTBEHHOro npenapaTa;

2) BpeA 300pOBbI0 MPUYMHEH BCreACTBUE HEAOCTOBEPHOM MHGOPMAaLMK, coaepXallencs B UHCTPYKLUUN MO
NPUMEHEHMIO NEKapCTBEHHOrO Npenaparta, U3gaHHou Npon3soguTenemM nekapcTBEHHOro npenapaTa.

2. B cnyyae, ecnu Bpeg 300POBbI paXgaH MpPUYMHEH BCREACTBUE MPUMEHEHUS NEKapCTBEHHOrO
npenapata, Npulegwero B HErOAHOCTb B pesynbTaTe HapyLlIeHUs NpaBui XpaHeHWs NeKapCTBEHHbIX CpeacTs,
npasun ONTOBON TOProBMv fiekapCTBEHHbIMW NpenapaTamu, NpaBuIl OTNycKa NekapCTBEHHbIX NpenapaTos, Npasu
N3roTOBIEHNST U OTMNycKa NeKapCTBEHHbIX MpenapaToB, BO3MELLEHWEe Bpeda OCYLIEeCTBNAETCS COOTBETCTBEHHO
opraHm3auMen OnTOBOW TOProBNW NEKapCTBEHHbIMWM CPeACTBaMK, anTeYHOW opraHu3aumen, UHAMBUOYarbHbIM
npeanpuHMMaTeneM, WUMEKLWUMN NULEH3NI0 Ha apMaueBTUYeCKylo OeATenbHOCTb WU JIMLEH3MI0  Ha
MEANLUMHCKYI0 OeATeNbHOCTb, MEeOMLMHCKON OpraHuM3auven, UMerLen InuueH3no Ha dapmaueBTUYeCcKyto
0eATenbHOCTb (ee 060c0o6neHHbIM nogpasgeneHnem (ambynartopuen, denbaLepckum "
denbalepCcKo-aKkyLLEPCKUM MyHKTaMK, LEHTpoM (oTgeneHuem) obuwiern BpadvyebHOM (CEMENHOW) MNpaKTUKNM),
pacnonoXeHHbIM B CEMbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT arnTedHas opraHusauus),
OOMyCTUBLLMMM NPOAAXKY UMM OTNYCK TAaKOro fiekapCTBEHHOro npenapara.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. BoamelieHne Bpeda, MPUYMHEHHOTO 300POBbI FpaxaaH BCMEACTBME MPUMEHEHWS FEKapCTBEHHbIX
npenapaToB WM COBEPLUEHUs MPOTUBOMPAaBHbIX OENCTBUN CyObekTamy OOpalleHUsi NeKapCTBEHHbIX CpPeacTs,
OCYLLIECTBNSIETCA B COOTBETCTBUM C 3aKkoHOA4aTenbCcTBOM Poccurickon degepaunn.

nasa 16. 3AKITIOYUTEJIbHbIE NMOJIOXXEHUA

Cratbs 70. O npusHaHuM yTpaTMBLUMMW CUNY OTAEMbHbIX 3aKOHOAATENbHbLIX aKTOB  (MOMOXEHWN
3aKkoHofaTenbHbIX akToB) Poccunckon ®epepaumm

MpusHaTb yTpaTUBLLUMMUN CUMY:

1) ®epnepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-®3 "O nekapctBeHHbIx cpeactBax” (CobpaHue
3akoHogartenbcTBa Poccuiickon Pepepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH OT 2 aHuBapst 2000 roma N 5-®3 "O BHECeHWM W3MEHEHMSI U LOMOMHEHUWA B
depepaneHbii 3akoH "O nekapcTBeHHbIx cpeacTtBax” (CobpaHve 3akoHopaTenbcTBa Poccunckon ®enepaumnm,
2000, N 2, cT. 126);
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3) cratbto 40 depepanbHoro 3akoHa oT 10 gHBaps 2003 roga N 15-®3 "O BHeCEHWM W3MEHEHUN U
OOMOITHEHNIA B HEKOTOPbIE 3akoHodaTenbHble akTbl Poccuiickon ®egepauum B cBs3u ¢ NpuHATMEM PepeparnbHoro
3akoHa "O nuueH3npoBaHMKM OTAEeNbHbIX BuAoB gestenbHocTn" (CobpaHne 3akoHogatenbcTBa Poccuickon
depepaumm, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa oT 30 uoHa 2003 roga N 86-d3 "O BHeCEeHUM U3MEHEHUR W
OOMOIMHEHNIA B HeKoTopble 3akoHodaTernbHble akTbl Poccuiickon Pepepauun, NPU3HAHUM yTPaTMBLUUMWU CUIY
OTOEenbHbIX 3akoHoAaTenbHblX akToB Poccunckon dPepepaumn, npenocTaBneHMn OTAENbHbIX  rapaHTun
COTPYyOHUKAM OpraHoB BHYTPEHHWMX [erfl, OpraHoB MO KOHTPOM 3a OOOPOTOM HapKOTUYECKUX CPeacTB U
MCUXOTPOMHLIX BELLECTB W yhpasdHseMblx edepanbHblX OpraHoB HANoroBoW MONMUUMM B CBSI3M  C
OCYLLECTBINIEHMEM MEpP MO COBEPLUEHCTBOBAHMIO rocygapcTBeHHoro ynpaeneHus” (CobpaHue 3akoHogaTenbcTBa
Poccuinckon ®egepaumn, 2003, N 27, ct. 2700);

5) cratbio 101 depepanbHoro 3akoHa ot 22 aerycta 2004 roga N 122-03 "O BHeCeHUM U3MEHEHWI B
3aKkoHofaTtenbHble akTbl Poccuiickon ®egepauum 1 Npu3HaHUM yTpPaTUBLUMMUN CUMY HEKOTOPbLIX 3aKoHo4ATemNbHbIX
aktoB Poccuitckon ®depnepaumm B cBA3M € npuHAaTHEM PepepanbHbiXx 3akoHOB "O BHECEHUM U3MEHEHUN WU
pononHeHnn B ®eaepanbHbiii 3akoH "O6 06LWmUX NpUHLMNAaxX opraHnsaumm 3akoHodaTtenbHbIX (NpeacTaBUTENbHbIX)
N UCMOSMHUTENbHbLIX OPraHoOB rocydapCTBEHHOW Bnactu cybbektoB Poccuiickon ®epepaummn” n "O6 o6LMX
NpyHUMNax opraHnsauum MecTHoro camoynpaeneHus B Poccuiickon ®epepaummn” (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®epepaummn, 2004, N 35, ct. 3607);

6) ctaTbto 28 denepanbHoro 3akoHa ot 18 gekabpa 2006 roga N 231-d3 "O BBegeHUn B AEWCTBME YacTu
yeTBepTon [paxpaHckoro koaekca Poccuiickon ®epepaumn” (CobpaHue 3akoHogaTenbcTBa Poccuiickon
depnepaumm, 2006, N 52, cT. 5497).

Cratba 71. Betynnenue B cuny HacTtosiwero degepanbHOro 3akoHa

1. Hactosawwmn denepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTabpa 2010 roga.

2. JlekapcTBEHHbIE CPEACTBA, 3aperncTpMpoBaHHble 00 AHSA BCTYNMeHus B cuny HacToswero egepanbHoro
3aKOHa, nognexart BKIIOYEHUIO B rOCYy4apCTBEHHbIE PEECTPbl NEKAPCTBEHHbIX CPEACTB C BHECEHMEM YKa3aHHbIX B
yactn 1 crtatbm 33 HacTtoswero degepanbHOro 3akoHa CBeAeHUn 00 3TUX NEKapCTBEHHbLIX cpeacTBax 0es3
NPOXOXAEHUS BHOBb NPOLIEAYPbl FOCYAapCTBEHHOW perncTpaLmmn nekapcTBEHHbIX NpenapaTos.

3. locypapcTtBeHHasd perncTpauus fekapCTBEHHbIX MpenapaToB, 3@ WCKIOYEHWEM JeKapCTBEHHbIX
npenapaTtoB AMs MEOULUHCKOrO MPUMEHEHUS, NPeACTaBEeHHbIX Ha yKa3aHHY perncTpauuio 4o AHS BCTYMNEHNs B
cuny HacTtoswero degepanbHOro 3akoHa, OCYLLECTBMASETCH B COOTBETCTBUM C HacTosAwmM PegeparnbHbiM 3aKOHOM
Ha OCHOBaHUWM JOKYMEHTOB W AaHHbIX, NpeacTaBrneHHbIX A0 AHA BCTYMNEHUs B cuny Hactoswero degepansHOro
3aKoHa.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. locygapcTBeHHas pervctpaums fekapCTBEHHbIX MpenapaTtoB AN MeOUUUHCKOTO MPUMEHEHMS,
NpeacTaBneHHbIX Ha roCy4apCTBEHHYIO perncTpaumio 4o OHA BCTynneHus B cuny Hactoswero degepanbHOro
3aKOHa, W rocydapCTBEHHas perncrpauus fekapCTBEHHbIX MpenapaToB AN MeOUUMHCKOrO NPUMEHEHMS,
NpeacTaBneHHbIX Ha 9KCNePTU3y NekapcTBEHHbIX CPEACTB OO0 OHA BCTYNNEHUs B cuny Hactoswero ®egepanbHoro
3aKOHa B Liensx Ux nocrnegyowen rocyqapCTBeHHON pernctpaumm, ocyLecTBASITCA Ha OCHOBaHUN JOKYMEHTOB U
OaHHbIX, NPeacTaBneHHbIX 40 AHA BCTyNeHusa B cuny HacToswero ®egepanbHOro 3akoHa, a Takke 3asiBNeHus o
rocygapCcTBEHHON perncTpaummn nekapCTBEHHOro npenapara, npegcTtaBneHHoro Npon3BoAnTENEM NeKapCTBEHHbIX
npenapatoB WU YMNOMHOMOYEHHbIM WM FWLUOM B COOTBETCTBMM C HacTtosawum PegepanbHbiM 3aKOHOM B
YNOMHOMOYEHHbIN hefepanbHbIv opraH ncnonHutensHon enactu go 1 mapta 2011 roga, 6e3 TpeboBaHma ynnathbl
rocygapCTBEHHOM MOLUMWHBI, MPEegYyCMOTPEHHON 3akoHodaTenbcTBOM Poccuickon depepaumm O Hamorax wm
cbopax.

(4acTe 3.1 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. lNogTBepxaeHWe rocydapCTBEHHOW perncTpauuyM NeKapcTBEHHbIX MpenapaTtoB Ans MegMUUHCKOro
NPUMEHEHWs1, NPEeACTaBMNEeHHbIX ANA NOATBEPXKOEHNS roCygapCTBEHHOW perncTpauum o OHs BCTYNfEeHMs B CUny
HacTosiwero PenepanbHOro 3akoHa, W MNOATBEPXKAEHUE T[OCYOAPCTBEHHOM pEerncTpauum NEeKapCTBEHHbIX
npenapaToB AN MEAULUMHCKOro NPUMEHEHWs], NPEACTaBNEHHbIX Ha JKCMEPTU3y NIEeKapCTBEHHbIX CPEACTB A0 AHS
BCTYyMfeHus B cuiy Hactoswero ®egepanbHOro 3akoHa B UENsSX MNOCNeaylLwero noaTBEPXKOEHUS UX
rocygapCTBEHHON perncTpaumm, OCyLLECTBNAOTCA HA OCHOBaHUM JOKYMEHTOB M AaHHbIX, MpeACcTaBeHHbIX 40 AHS
BCTYNreHus B cuny Hactosiwero PefepanbHOro 3akoHa, a Takke 3asiBNeHus 0 NoATBEPXKAEHWUN roCcyAapCTBEHHON
perMcTpaumm fekapCTBEHHOMO npenapaTa, NpeaCcTaBNeHHOro NMPON3BOANUTENEM FIEKAPCTBEHHbLIX MpenapaTtoB uinm
YNOMMHOMOYEHHBIM UM JIMLOM B COOTBETCTBUM C HacToswmMm PeneparnbHblM 3aKOHOM B YNOSTHOMOYEHHbIN
denepanbHbIN opraH ucnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnartbl rocygapCTBEHHON
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MOLUNNHEI, MPesyCMOTPEHHON 3akoHoaaTenscTBoM Poccuiickon defepaumm o Hamnorax u coopax.
(4acTb 3.2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATNE peLleHns O BHECEHUN U3MEHEHUA B AOKYMEHTLI, COAEPKALLMECH B PErMCTPaLMOHHOM 4OChe
Ha 3aperMcTpMpPOBaHHbIA NEKAPCTBEHHbIA NpenapaTt Ans MEeAULMHCKOro NPMMEHEHMS 1 NpeacTaBneHHble 00 OHS
BCTYM/eHMsT B cuny HacTosiwero ®PegepanbHOro 3akoHa, W MPUHATME pPeELUEHMS O BHECEHMU W3MEHEHUI B
OOKYMEHTbI, COAEepKaLleecs B PErMCTPaLMOHHOM O0Cbe Ha 3aperMcTpupoBaHHbI NeKapCTBEHHbIV NpenapaTt ans
MEeOMLNHCKOrO NPUMEHEHNsT U NMpeacTaBleHHble Ha 3KCMepTM3y JNeKapCTBEHHbLIX CPeacTB 4O OHS BCTYMIEHWs B
cuny HacTosiwero PepepanbHOro 3akoHa, OCYLLECTBMSIIOTCA Ha OCHOBAaHMM [OKYMEHTOB W OaAHHbIX,
NpefcTaBneHHbIX 40 OHS BCTYNNEHUs B cuny HacTosiwero ®efepanbHOro 3akoHa, a Takke 3asiBIIEHUsi 0 BHECEHUN
N3MEHEHUIA B JOKYMEHTbI, coaepXalimecs B PeErMcTpauMoHHOM [OCbe Ha 3aperncTpyMpoBaHHbIN NEKapCTBEHHbIN
npenapat aAns MeguumMHCKOro NpUMeHeHUsl, NPeACTaBNEHHOrO NPOM3BOUTENEM NIEKAPCTBEHHbIX NPenapaToB Unu
YNOMHOMOYEHHbIM UM FMLOM B COOTBETCTBUM C HacTosiwmMm PenepanbHblM 3aKOHOM B YNOSIHOMOYEHHbIN
denepanbHbI OpraH ncnonHuTensHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHMsA ynnatbl FOCy4apCTBEHHON
MOLUMMWHBI, MPeAYCMOTPEHHON 3akoHoAaTenbcTBOM Poccuiickon Penepaunm o Hanorax u cbopax.

(vacTb 3.3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

3.4. Bblgaya paspelueHnii Ha npoBefeHne KIMHUYECKUX MCCreqoBaHUM fiekapCTBEHHbIX npenapaToB Aris
MeOMLNHCKOrO MPUMEHEHUS MO 3asiBNEHUsIM, NO4aHHbIM 4O OHS BCTYNNEeHUst B cuiy HacTosiwero ®enepanbHoro
3aKOHa, a Takke No 3asiBfeHnsIM, NogaHHbLIM Mocre AHSA BCTYNNeHns B cuny HacToswero PeneparnbHoro 3akoHa Ha
OCHOBaHUM 3KCMepTWU3, MpoBedeHHbIX [0 [OHSA BCTYNNeHWss B cuny HacTosiwero ®egepanbHOro 3akoHa,
OCyLlecTBnAeTCAa B COOTBETCTBUM C HACTOALLUM dJe,qepaanblM 3aKOHOM Ha OCHOBaHMMN OOKYMEHTOB U AdaHHbIX,
npeacTaBfieHHbIX UK NOoNyYeHHbIX 40 AHA BCTynNeHunA B CUIy HacTodALlero dJe,qepaanoro 3aKOHa, a TakKXe Ha
OCHOBaHMW KON npegBapuUTenlbHOro aOorosopa obsA3aTenbHOro CTpaxoBaHUA XXU3HW, 300pOBbA MNaALUNEHTOB,
y4qyacTBywOLWKMX B KNMMHNYECKOM UCCegoBaHUM NekapCTBEHHOro npenapara gna MeguuuHCKOro npuMeHeHusa, unu
Konun p[oroesopa obs3aTenbHoro CTpaxoBaHUA XW3HK, 300pPOBbA MaLUMEHTOB, y4yacTBywOLWKWX B KIWHNYECKOM
NCCrnefoBaHMN NeKapCTBEHHOro npenapata Ans MeOULMHCKOro MNpuUMeHeHusi, nMbo npeacTaBfeHHOW Komnuu
Aoroeopa 06s13aTenbHOro CTpaxoBaHUs!, 3akMioYeHHOro B COOTBETCTBMM C TUMOBbLIMY MpaBunamu obsizaTenbHOro
CTpaxoBaHus, C yKasaHWeM npegenibHOM YMCEHHOCTU NMauueHToB, YYacTBYIOWMNX B KIMHUYECKOM UCCeqoBaHum
fnlekapCTBEHHOro npenapata Ans MeauWUMHCKOro npumeHeHusi, 6e3 TpeboBaHus ynnatbl rocygapCTBEHHON
MOLLNMHbI, MPeAYCMOTPEHHON 3akoHoA4aTeNnbCTBOM Poccuickon ®egepauun o Hanorax n coopax.

(vactb 3.4 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3aperncTpmpoBaHHbie B MHOCTPaHHOW BamnoTe A0 OHSA BCTYNNEHUsa B cuny Hactosiwero degepanbHoro
3aKOHa npedernbHble OTMYCKHbIE LEeHbl MHOCTPaHHbIX MPOW3BOAUTENEN Ha fekapCTBeHHble npenaparhbl,
BKITIOYEHHbIE B MEPeYeHb XW3HEHHO HEeobXOAUMbBIX W BaXKHEMLIMX JeKapCTBEHHbIX MpenapaTtoB, noanexart
nepecyety B pybnu no kypcy LleHTpanbHoro ©aHka Poccuiickon Pepepaumm Ha p[aty, YCTaHOBIEHHYHO
MpaButenbctBoM Poccuiickon denepauunn, 6e3 npencraBneHus 3asiBNEeHUs O rnepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLLMX M3MEHEHUA B rOCyOapCTBEHHbIN peecTp npederibHbIX OTMYCKHbIX LeH npou3BoguTenen Ha
nekapCTBeHHbIe npenapaTbl, BKIIOYEHHbIE B NepeyYeHb XU3HEHHO HEODXOAMMBIX U BaXKHEWLUUX NEeKapCTBEHHbIX
npenaparos.

(vacTb 3.5 BBegeHa PeaepanbHbiv 3akoHoM oT 11.10.2010 N 271-03)

3.6. 3apeructpupoBaHHble OO0 OHSA BCTYNNeHus B cuny Hactosiero degepanbHOro 3akoHa npenenbHble
OTMNYCKHblE LieHbl POCCUMACKUX MpPOU3BOAUTENEN Ha feKapCTBEHHble npenapatbl, BKMOYEHHble B MNepeyeHb
KU3HEHHO HEeobXOO4MMbIX N BaXXHEWMLLMX NEKapCTBEHHbIX MpenapaToB, noanexar uHaekcauum ¢ 1 Hosidpsa 2010
roga mncxods M3 MPOrHO3MPYEeMOro YPOBHS MHMMASAUMKM, YCTaHOBrEeHHoro deagepanbHbIM 3akOHOM OT 2 gekabps
2009 roga N 308-93 "O depnepanbHom Otogkete Ha 2010 rog n Ha nnaHoebi nepuog 2011 1 2012 rogos" Ha
2011 rog.

(yacTb 3.6 BBegeHa PegepanbHbiM 3akoHoM OT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He [onyckawTCA MpPoM3BOACTBO U BBO3 B Poccuiickyto Pepepaumto
fnlekapCTBEHHbIX MpenapaToB B yNakoBKax C MapKUpPOBKOW, KoTopasi bbina HaHeceHa 4O OHSA BCTYMMEHUS B Cuny
HacTosiwero ®egepanbHOro 3akoHa. 1o UCTeYeHMM yKa3aHHOTO CpoKa AaHHble NeKkapCTBEHHbIE npenapaTbl MOryT
OTNycKaTbCH, peann3oBbiBaTbCH, NepeaaBaTbCs N NPUMEHATBCS 40 NCTEYEHUS NX CPOKa FOOHOCTW.

(B pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, ot 06.12.2011 N 409-93)

4. Co gHsa BCTynrneHust B cuny Hactoswero ®enepansHoro 3akoHa v no 30 anpenst 2011 roga BKNKOYUTENBHO
JornycKaeTcs MpoBedeHNEe 3SKCNepTu3bl JTIEKAapCTBEHHbIX CPEACTB 3KCMepTamMu 3KCMEPTHOrO y4vpexaeHus o
NMPOXOXOEHUS MMM aTTecTauMm B Mopsigke, YCTAHOBNEHHOM YMOMHOMOYEHHbIM dedepasnibHbIM - OpraHoM
WCMNOSMHUTENBHON BNacTu.

5. Co gHs BcTynneHus B cuny Hactoswero ®PepepanbHoro 3akoHa M no 31 pgekabps 2013 roga
BKITHOUNTENBHO OCYLLECTBISAETCH NEPEXO] K MPOU3BOACTBY NEKAPCTBEHHbLIX CPEACTB B COOTBETCTBUM C NpaBunamu
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opraHusaumu npou3BoACTBa U KOHTPONS KavyecTBa JIeKapCTBEHHbIX CPEACTB, yka3aHHbIMW B Yactu 1 ctatbun 45
HacTosiero PeaepanbHOro 3akoHa, B NnonHoM o6beme. Cpokun nepexofa NpPom3BOACTBa NEKAPCTBEHHbLIX CPEACTB
K MX MPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMM TPpeOOBaHMAMU AaHHbIX NpaBui, BKIOYas CPOKU aTTecTauum
YMOMHOMOYEHHbIX ML, YyKa3aHHbIX B 4Yactax 6 u 7 cratbn 45 Hactoswero dPegepanbHOro 3akoHa,
ycTaHaBnmBatoTcs NpasuTtensctBoMm Poccuiickon ®enepauun.

6. JlueHsnn Ha NpoM3BOACTBO NEeKapCTBEHHbLIX CPEeACTB, BblAdaHHble Ao 1 aHBapsa 2014 roga, AeUCTBYOT
nocne 1 saHBaps 2014 roga 40 UCTeYEHUs CpoKa UX OEeNCTBUSA NPU YCrOBUM COOTBETCTBUS NULEH3naTta npasunam
opraHmsauuu npousBOACTBa M KOHTPOMS KavyecTBa NeKapCTBEHHbIX CPEeACTB, YKasaHHbIM B yacTu 1 ctatbu 45
HacTtosilwero ®egepanbHOro 3akoHa.

7. dopmupoBaHMe roCyAapCTBEHHOrO 3adaHus Ha NpoBedeHMEe 3JKCMepTU3bl JeKapCTBEHHbIX CPeacTB
denepanbHOMY rocyaapCTBEHHOMY OHOIKETHOMY YUpPEXAEHUIO MO MPOBEAEHUIO 3JKCMEPTM3bl NEKAPCTBEHHbIX
cpeacTB u pmHaHcoBoe obecneyeHne BbINONMHEHUS] STOro0 3aJaHusi OCYLLIECTBSAOTCA B NOpsiaKe, YCTAaHOBIEHHOM
depnepanbHbIM 3akoHOM OT 12 gHBapsa 1996 roga N 7-®3 "O HekoMmepyecknx opraHmMsaumnsx”.

(4acTb 7 BBegeHa PeaepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon depeparmm
O.MEOBEEB
Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-03
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