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noPAOOK
rocypapcTBeHHOM perucTpaumm iekapcTBeHHbIX CpeacTB AN
MeAULMHCKOro NnpuMeHeHus

(B pedakuuu nocmaHoeneHus lNpasumeniscmea KP om 22
pesparis 2021 2oda Ne 58)

MnaBa 1. O6LwWme nonoxeHus

1. Tlopsgok rocynapCTBEHHOW pernucTpaumm  nekapcTBEHHbIX CpeactB  Ans
MEeAMUMHCKOrO  npumeHeHns (ganee - [lopsagok) onpegensieT  npoueaypbl
rocygapCTBEHHOW  perucTpauuu, noATBEPXKAEHUS  perncTpaumm  JNeKapCTBEHHbIX
CpeacTB, BHECEHNSA N3MEHEHUI B PErMCTPaLMOHHOE A0ChbEe NEKAaPCTBEHHOMO NpenaparTa,
onpefenieHns KpuTepueB KOHMUOEeHUManNbHOCTM WMHopMaunn, cogepxailencsa B
perncTpaunoHHOM [OCbe JleKapCTBEHHOro npenaparta, npoBeAeHUs YCKOPEHHOW
npoueaypbl perucTpauun nekapCTBEHHbIX CpeacTB, (OPMUPOBaHUS U BedeHUus
["ocymapcTBEHHOro peecTtpa fnekapcTBeHHbIX cpeacTs Kbiprbidckon Pecnybnuku, Belgayvm
PErMcTpaunoHHOro yaoCTOBEPEHUS O rOCY4aPCTBEHHOW perncTpauum nekapCcTtBEHHOro
cpeactea, NPUOCTAHOBKM  OENCTBUMS W a@HHYNUPOBAHUS  PErmcTpauuoHHOro
yAOCTOBEPEHMUS.

2. B NMopsagke ncnonb3yoTcs cneayrowme noHATUS:

6e3onacHOCTb NleKapCTBEHHOro npenapara (CooTHoweHue "nonb3a - puck”) -
oLEeHKa MONOXUTENbHbIX TepaneBTU4ecknx acpeKkToB NeKapCTBEHHOro npenapara no
OTHOLLEHMIO K pUCKaM, CBA3aHHbIM C €ro NpMMEHEHMEM (MOHATUE pucKa BKIOYaeT
nobon puCK, CBA3aAHHbIM C KayecTBOM, 6e3onacHOCTbO WK  3PEPEKTUBHOCTLIO
nekapCTBEHHOro npenapaTa no OTHOLLEHWUIO K 340POBbLI0 NaUMEHTa UM HAceneHus);

6uonornyeckass AOCTYNHOCTb (OMOAOCTYMHOCTb) - CKOPOCTb W CTeMneHb, C
KOTOpPbIMM [OEWCTBYKOLLEEe BELECTBO WM €ero akTuBHasi 4YacTb MOMeEKynbl U3
[03MPOBaHHON NeKkapCTBEHHOW (pOpMbl BCACbIBAOTCA U CTAHOBATCS AOCTYMHbIMU B
MecTe OeUCcTBuUS;

ononornyeckas 3KBUBaNeHTHOCTb (GMO3KBMBaneHTHOCTb) - OTCyTCTBME
3Ha4YNMbIX pa3J'II/I‘-II/IIZ B CKOPOCTU N CTeneHn, C KOToOpbIMU ,1:|,e|7|CTBy+ou_|,ee BeLweCTBO UIn
aKTnBHasdA 4acTb MOJ1EKYIbl LleIZCTBy}OLLI,eFO BellecTBa Q)apMaLleBTI/I‘-IeCKI/IX
SKBMBAIeHToB UJn (bapMaLl,eBTl/l‘-IeCKI/lX aribTepHaTnB CTaHOBATCA OOCTYMNMHbIMWN B MeCTe
CBOEro Aencrens npun BeBegeHnMnN B OANHAaKOBOM MOJ'IFIpHOI7I [J03€e B CXOXUX YCNOBUAX B
nccrnegoBaHUKM ¢ Haanexawmm ansanHow;
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BOCMNPOM3BEAEHHbIN NieKapCTBEeHHbIN npenapar (AXKeHepuK) - NieKapCTBEHHbIN
npenapat, UMEIOLLNA TaKOM e KONTMYECTBEHHbI U KA4eCTBEHHbIN COCTaB AeNCTBYOLLMX
BELECTB M Ty Xe NeKapCTBEHHY (popMy, YTO U OpPUrMHAsbHbIN JeKapCTBEHHbIN
npenapar;

rMopuaHbIA  NeKapCTBEHHbIN npenapaTt - JIeKapCTBEHHbIN npenapaT, He
nognagaroLnin nog onpeaeneHne BOCNpon3BeeHHOro SiekapCTBEHHOro npenapara npu
HEBO3MOXXHOCTWN MOATBEPXKAEHMSA ero BUOIKBMBANEHTHOCTM C NMOMOLLbIO UCCrneaoBaHun
61MoOCTYNHOCTH, a Takke B Cryvyae ecnu B JaHHOM npenapaTte NpousoLwv n3meHeHns
AEeNcTByOWero BewecTBa (BewlecTB), MOKasaHWA K [MPUMEHEHUI0, [OO3UPOBKMU,
nekapctBeHHonW OpMbl UM NYTU BBEOEHUSI MO CPaBHEHUI C OPUrMHanbHbIM
npenapaTom;

AepxaTtesnib permcTpaumMoHHOro yaoCcToBepeHUs - topngnyeckoe nuuo, Ha NMs
KOTOPOro Bbl4aHO perncTpauuoHHoe yaoCTOBEPEHNE O rocyaapCTBEHHOW perncrpaumnm
neKkapcTBEHHOrO CPeacCTBa;

3asBUTeNb - OpUaNYecKoe nuuo, MpPaBOMOYHOE MoJaBaTb 3asiBfieHMe Ha
rocygapCTBEHHYIO pernctpauunio, nogTBepXXaeHne permctpaumm, BHeCEHNE N3MEHEHUI B
perncTpaunoHHoe JoCbe NeKapCTBEHHbIX NpenapaToB, UHbIe Npoueaypbl, CBA3aHHbIE C
perucTpauuen;

Ka4yeCcTBO JileKapCTBEHHOro CpeAcTBa - COBOKYNHOCTb CBOMCTB U XapaKTepUCTUK
drapmavreBTHUYeckomn cybcTaHUmMm Unm iekapCTBEHHOro npenapara, obecneymsatoLas nx
COOTBETCTBME LENeBOMY Ha3Ha4yeHuo corfiacHo TpeboBaHusM cneuudukaumm unm
HOPMaTUBHOIO IOKYMEHTA MO Ka4yecCTBY;

NeKapCTBeHHOe pacTuTersibHO€ Cbipbe - CBEXUEe UIIN BbICyLLEHHbIE paCTEeHUA,
BOOOPOCIN, Fpl/l6bl MW NUWAaNHUKKU B0 MX 4YacTu, uUenbHble UAN U3MesbYeHHble,
ncnosibdyemble aAnd npon3soacrtea U N3rotoBrieHUA nekapCTrBeHHbIX CPenCTB;

NeKapCTBeHHbIW pacTUTeNbHbIM NpenapaT - JlekapCTBEHHbIA Mpenapar,
coaepXaluii B KayecTBe aKTUBHbIX KOMMOHEHTOB MWCKIOUYUTENbHO JleKapCTBEHHOE
pacTuTenbHOEe Cbipbe /UMM NpenapaTbl Ha ero OCHOBE;

Hagnexawasa npaktuka 3kcneptusbl (GRevP) - [oOKymMeHTMpOBaHHbIE
Hagnexawme npakTuku ns nobbix acnekToB, CBA3aHHbIX C npoueccoM, opmaTomMm,
coaepXaHnem n opraHuM3alment 3KCNepTm3bl NIeKapCTBEHHbIX NpenapaTos.;

obuan xapakrepucTuKa fieKapCTBEHHOro npenapara - JOKYMEHT, CoAepXaLlmm
MHopMaUnKo Aans  MeguumHcKnx paboTHukoB O 6GesonacHoM w3 ekTMBHOM
NPUMEHEHNN NEeKapCTBEHHOro Npenapara;

OOWMN TEeXHUYECKUN [OOKYMEHT - KOMMMEKT [OOKYMEHTOB M MaTepuarnos,
npeacraBnsemMblx B BuAe NATU MoAynewn, COCTOAWMX U3 pas3fenos: OOKYMeHTauuu
aAMUHUCTPATUBHOIO Xapakrepa, XMMUYeCKon, cdapmaueBTMyYeckon M buonornyeckomn
AOKYMeHTauum, hapmakonormdyeckom, TOKCUKOSTOrMYECKOM JOKYMEHTALMN, KITMHNYECKON
AOKyMeHTauuu, n npeacraBnsaemMoro 04HOBPEMEHHO C 3asiBfIEHMEM O rOCyAapCTBEHHOM
pernctTpauumn nekapCcTBEHHOro cpeacTea And MeanUUHCKOro NpUMeHeHus;

OpUrMHanbHbIN NeKapCTBEHHbIN Npenapar - NIekapCTBEHHbIV NpenapaT C HOBbIM

[OEVCTBYHOLLUMM BELLLECTBOM, KOTOPLIN OblN NepBbIM 3aperncTpupoBaH U pasmelleH Ha
MUPOBOM (papMaLieBTUYECKOM pPbIHKE Ha OCHOBaHUM PEermcTpaulmoHHOro [0Chbe,



coaepallero pesynbTaTbl MOMHbIX AOKMUHUYECKUX (HEKMUHUYECKUX) U KIIMHUYECKMX
nccnenoBaHuii, NOATBEPXKAALWMNX ero KayecTso, 6e30nacHOCTb U 3P(PEKTUBHOCTD;

npeactaBUTeNb  AepXaTensi  permcTtpauMoHHOro  yaocTtoBepeHus -
IOpUANYECKOE NULO, pacrnofioXeHHoe Ha Tepputopun Kbiprbidackorn Pecnybnukn wm
YrNONMHOMOYEHHOE [epXaTeneM perucTpaumoHHOro YAOCTOBEPEHUSI Ha BbINOSTHEHUE
AENCTBUNA, CBA3@HHbIX C oObOpalleHnem nekapCTBEHHbIX CPeACTB Ha TeppuTopun
Kbipreiackon Pecnybnuku;

npousBognTerib JNieKapCTBeHHbIX CpeacTB - OpraHun3auunsA, ocyllecTtBidrolan
0eATesIbHOCTb MO NPoOMn3BOACTBY JiEKApPCTBEHHbIX CpeaCcTB Ha OCHOBaHUWM NMIMUEH3UN Ha
npaBo OCYyLLECTBIIEHUA d)apmaueBqueCKon OEeATESIbHOCTH;

Npou3BOACTBEHHas Nnowaaka - TepputopuanbHO 060COGMNEHHbIN KOMMMEKC
NPOM3BOANTENS NEKAPCTBEHHbIX CPEACTB, NpeaHa3HayYeHHbIN Ans BbINOMHEHUST BCEro
npouecca NPon3BoACTBa NIEKAPCTBEHHbIX CPEACTB UMK ero onpeaeneHHon cTaguu;

perMcTpaunmoHHoOe [OChbe NIeKapCTBEHHOro npenapara - KOMMNeKT 4OKYMEHTOB,
npeacTaBnsieMblX 4ns NPOBEAEHUs NPOoLeAyp perMcTpaumm nekapcTBEHHOro cpeacTaa,
NOATBEPXXAEHMS perncTpaLun rnekapCTBEHHOro CPeACTBa;

pedepeHTHbIM NeKapCTBEHHbIW MNpenapaTr - feKapCTBEHHbIM npenapar,
ncnomnb3yeMbli B KayecTBe Mpenapata CpaBHEHUS W ABMSIOWMIACA 3TarloHOM Mo
KOTOpPOMY onpeaensTcs (HOPMUPYHOTCS) CBOMCTBA JIEKapCTBEHHOrO Npenapara;

PUCKN, CBsi3aHHble C NPUMEHEHUWEM JIeKapCTBEHHOro cpencTsa, - Jobble
PUCKW, CBA3aHHble C  Ka4yecTBOM, 6e3onacHoCTbld  MNKM 3PP EKTUBHOCTBIO
NeKapCTBEHHOro cpeAcTBa B OTHOLUEHMW 340POBbS MaUMEHTOB WM HaceneHus, unu
pUCKK, BeayLLMe K HexxenaTenbHOMY BO3AENCTBUIO HA OKpY)KaloLLyo cpeay;

CTaHAapTHbIN obpaseu - MAEHTMUUMPOBAHHOE OAHOPOAHOE BELWECTBO WU
CMEeCb BELLECTB, NpeaHa3Ha4yeHHble ONS NCNONb30BaHNA B XUMUYECKUX, (PN3NYECKNX U
BMonorn4yecknx nccnegoBaHusix, B KOTOPbIX €r0 CBOMCTBA CPaBHUBAKTCS CO CBOMCTBaMMU
nccnegyemMoro JfiekapCTBEHHOro cpeactBa, w  obnagarwowee gocTtatovyHOM Aang
COOTBETCTBYHLLEIO NPUMEHEHUS CTEMEHBIO YNCTOTHI;

CTpaHbl permoHa MexayHapooHOro coseta Mo rapMoHU3aLMu TeXHUYeCKUX
Tpe6oBaHMM K perucrpauum rekapcTBeHHbIX npenapaTtoB AnNA MeAULMHCKOro
npumeHeHuns (ICH) - rocygapcTtsa, Ha TEppUTOPUM KOTOPbIX TPEOOBaHMS K pernctpaumm
NeKapCTBEHHbIX NMpenapaToB pPerynmpytTcsa YNOTHOMOYEHHbBIM OPraHOM, SBISOLLMMCS
yypeauTenemMm WUnmM NocTOoSHHbIM YneHoM MexayHapoaHOro coBeTa Mo rapMoHU3aumm
TEXHUYECKUX TpeboBaHM K perncTpaumMm JeKapCTBEHHbIX npenapaToB AN
MeOMLMHCKOro NPUMEHEHUS;

TOproBoe HauMeHoBaHWe NeKapCTBEHHOro cpeAcTBa - HaMMeHoBaHWe, nop
KOTOPbIM 3apErMcTpMpOBaHO NiekapCTBEHHOE CPEACTBO;

3KCnepTn3a - KOMMIIEKCHAsl, BCECTOPOHHSASA, MeXAuUCUuMNNMHapHas OLUeHKa
perncTpaunoHHOro AoCbe NekapCTBEHHOMO NpenapaTa, HanpaeneHHas Ha obecneveHve
COOTBETCTBUSA €ro HaydyHbiIM U JokasaTenbHblM CcTaHgapTam 6e3onacHocTy,
3PPEKTMBHOCTM N KadecTBa.

3. Mpoueaypsbl, ykasaHHble B nyHKTe 1 HacTtosiwero [opsigka, ocywecTBnsieT
NOABEOOMCTBEHHOE  YYpeXaeHMe  YMNONHOMOYEHHOro rocyAapCTBEHHOro opraHa



Kblprbiackon Pecnybnvkn B obrnactu 3gpaBoOXpaHeHUs, perynupytowiee obpalieHue
NeKkapCTBEHHbIX CPEACTB U MEOULMHCKUX U3LeNui (aanee - yrnorHOMOYEHHbIN OpraH).

4. Nencteue lNopsagka He NPUMEHSAETCA B OTHOLLEHUW NEeKapCTBEHHbIX CPeacTs,
onpepgensemMblx cTtatbenn 10 3akoHa Kbipreiackon Pecnybnukn "O6 obpalweHumn
nekapcTBeHHbIX cpeacTs”.

MnaBa 2. NMopsaaok rocyaapCcTBeHHOW perncrpauum
neKapcTBEHHbIX CpeAcTB

5. B uensx rocygapCTBEHHOW perucTpaunmn fiekapCcTBEHHOro cpeacTBa 3asBUTENb
npeacTaBnsaeT B YNOMHOMOYEHHbIN OpraH cnefyowme AOKYMEHTbI:

- 3adBrieHune no cbopme, yTBep)K,D,eHHOVI YNOJIHOMOY€EHHbIM OpPraHoOM;

- peructpauynoHHoe A0oCbe fNeKapCTBEHHOro npenapara, B ABYX 3K3emnnsipax, Ha
3NEeKTPOHHOM HOocuTene, cornacHo npunoxeHusam 1 n 4 k lMNpasunam pernctpauuun u
9KCNepTU3bl NEKapCTBEHHbIX CPEACTB AN MeOULNHCKOro NPUMEHEHUS, YTBEPXKOEHHbIM
PeweHnem CoBeTa EBpasnnckon akoHommyeckom kommceum ot 3 Hosbps 2016 roga Ne
78, 3a WCKMOYEHMEeM HOPMATMBHOIO [OKYMEHTa MO KayeCTBY W MHCTPYKUMM MO
MeaMLUMHCKOMY NMPUMEHEHNIO NeKapCTBEHHOMo npenapaTta (MCTOK-BKNaabll), KOTopble
npeacTaBnAlTCA 3asBUTENEM Mo PopMe COrnacHoO NPUIOXEHMAM 2 U 3 K HacTosLWweMy
Mopsaky. Mpu atom, moaynb 1, npuBoanMbI B NpunoxeHnn 4 k Npasunam perncrpaymm
M 3KCNepTU3bl  JeKapCTBEHHbIX CpeacTB  ANd  MeOULMHCKOrO  MPUMEHEHNS,
npegcraBnseTcs B OyMaXHOM BapuaHTe, B ABYX 3K3eMnsispax (3a UCKMYeHNeM nnaHa
yrnpaBneHns puckamum, OCHOBHOIO Jocke (MacTep-danna) npon3BoaCcTBEHHOM NIIOWaaKm
(MPOM3BOACTBEHHbIX MOWAA0K) U MacTep-danna no gapMakonornyeckoMmy Hagsopy
(nanee - dpapmakoHagsop).

6. OTeyecTBEHHbIE MPOM3BOAUTENM NMPU NoJdaye 3asBfEHUs] HA roOCy4apCTBEHHYHO
perncTpauunio fekapCTBEHHbIX CPenCcTB NpeacTaBnsAloT B YNOMHOMOYEHHbIA OpraH
perncTpaunmoHHoe [Oocbe IeKapCTBEHHOro npenapata B [ABYX 3K3emnnspax, Ha
SNEeKTPOHHOM HocuTene, B dopmMaTte obLlero TexXHUYecKoro AOKYMeHTa no dopme
corfiacHo npunoxeHuto 1 k Hactoswemy MNopaaky.

7. Mpu nogaye 3asBNEeHUss Ha TrOCYAAPCTBEHHYK pPerncTpauuilo  pasfnyHbIX
NeKapCTBEHHbIX (POPM OAHOFO M TOFO € JIeKapCTBEHHOro npenapata 3asiBUTENb
npeacTaBnsieT B YNONHOMOYEHHbIN OpraH OTAerbHble 3asiBNEHMS U PErMcTpaunoHHoe
[10CbEe Ha Kaxayto NeKkapCTBEHHYIO chopmy.

8. [lpu nogave 3asBNEeHUs Ha TrOCYAAPCTBEHHYD perucTpauuio  OOHOM
nekapcTBeHHOM dOpPMbl C PasfnMYHOM [OO3UPOBKOW, KOHUEHTpauuen, obbemom
3anosiHeHuns, 3asaBuUTesNb NpeacTaBnseT O4HO 3aAaBfieHNe U perucTpaunmoHHoe Oocbe C
NPUIOXEHNEM MAaKETOB YMAKOBOK Ha KaXable AO03MPOBKW, KOHLEHTpauuio, obbem
3anofiHeHns M KONMMYecTBO 03 B YMNakoOBKe, a TakKXe HOPMaTMBHOIMO OOKyMeHTa ro
KayecCTBY B Cllydae pasnuymga B MeToAMKax KOHTPOSIA.

9. Mpu nopaye 3asiBMEHWs Ha [OCYAApPCTBEHHYID pPerMcTpaumio opdaHHbIX
npenapaTtoB W NeKapCTBEHHbIX CPeAcTB, MOCTYnalWmMx MO JIMHUM TyMaHUTapPHON
NMOMOLLM B pamKkax nporpaMm B ccpepe 3apaBoOXpaHeHUs], 3asiBUTENb 0OCBOOOXKAAETCs OT
onnaTtbl PacXodoB, CBS3aHHbIX C perucTpaumen (rocygapCTBEHHOW perucrpauuu,
noaTBepPXAEHME perncTpaumm n BHeCeHne N3MeHeHUn B perncTpaumoHHoe Aocke) npu
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yCNnoBUWN MOATBEPXAEHUS HAa OCHOBE [AOKYMEHTOB, BblJaBaeMblX YNOSIHOMOYEHHbIM
rocygapcTBeHHbIM opraHom Kbiprbidackon Pecnybnvkn B o6nactn 34paBOOXpaHEHUs O
NPUHALNEXHOCTUN 3adBMNEHHOr0 JIeKapCTBEHHOro npenapaTa K opgaHHbIM npenaparam
UM K NeKapCTBEHHbIM cpeacTBam, NocTynarowmM rno fIMHUK ryMaHUTapHOM MOMOLLM B
pamMKax nporpamMmm B cdrepe 34paBOOXpaHEHNS.

10. MNpuem perncTpaumMoHHOro AoChbe NeKapcTBEHHOro npenapaTta odopmiseTcs
aKToOM rnpuema-nepenayun no opme, yTBepKaAeHHO! YNorHOMOYEHHbIM OpraHoM.

11. laton npvema 3asBfeHna cyMTaeTca garta caadm permcTpaunoHHOro 4oche.

12. TocypapCTBeHHaa perucTpauusi JiekapCTBEeHHbIX CpeacTB  NpoBOAMTCA
YNOSITHOMOYEHHbIM OpraHoM B TedeHue 180 kaneHgapHbIX gHEW C gaTbl npuema
3a8BNeHNsa N JOKYMEHTOB pPermcTpaumMoHHOro A0Cke NekapCTBEHHOro npenapara (aanee
- perucTtpaumMoHHOe [OoCbe) MO akTy npuema-nepegadm no opme, yTBEpPXKOEHHOM
YNOMHOMOY€EHHbIM OPraHoOM.

13. 3awuTa cBegeHMI, cogepKallmxcs B permcTpaunoHHOM 40Che, rapaHTUpyeTcs
ero npasoobnagatento (3asBuMTENt0) B Cuny obss3aTenbCTBa O HepasrnaweHum
KOMMepYecKon, KoHmaeHunanbHONW TanHbl Ha OCHOBE MUCbMEHHOro cornalleHus
Mexay 3asiBUTenemM u yrnosIHOMOYEHHbBIM OPraHoM.

14. Kputepusammn KoHMAEHUMANBHOCTU  MHOpMaumn, cogepxalencsa B
perncTpaunoHHOM aocbe, ABMAKOTCA: NpUHaLNEXHOCTb NHpopMaLmn K
NpPOn3BOACTBEHHOMY NPOLECCY, K NMMYHLIM AaHHBIM OU3NYECKMX NN, UNN K CBEOEHUAM,
OXpaHAEeMbIM MPOM3BOANTENEM FIEKAPCTBEHHOIO CpPeAcTBa B Ka4YeCTBE KOMMEPYECKOM
TaWHbl, @ UMEHHO: MH(POPMAaLMS O NINYHBIX JaHHbIX NUL, y4aCTBOBABLUMX B KIMMHUYECKNX
nccrnegoBaHMsaX, O TEXHOMOMMM MPOU3BOACTBA, MeTodax WUCMbITaHUS NEeKapCTBEHHOIO
cpeactea M macTtep-gpanmne no  NpOU3BOACTBY  aKTMBHOW  dhapmaleBTUYECKOMn
cybcTaHunKn,  ABMASKOWMXCA  YaCTHOW  COOCTBEHHOCTLIO  MPOM3BOAUTENS UMK
pa3paboTymka.

15. [oKyMeHTbl U [OaHHble, coaepkalmecss B PErncTpauMoHHOM [OCbe MU
npenocTaBnsieMble 3asiBUTENEM, OOIKHbI CoAepXKaTb JOCTOBEPHYH MHAOPMAaLMIO.

16. [lepBuyHas akcnepTu3a Ha nNpegmMeT MOSHOTbl W KOMMMEKTHOCTH
PErmcTpaunoHHOro 4ocbe MpoBOAUTCHA B CPOK A0 14 paboumx gHEW CO OHS nogauyu
3asBUTENEM 3asBNEeHUs W nepefadn ynosIHOMOYEHHOMY OpraHy permcTpauuoHHOro
AoCbe MO akTy npuema-nepegadm no ¢opme, YTBEPXOEHHOW YMNONHOMOYEHHbIM
OopraHom.

17. B cnyyae HENONHOTbI [OOKYMEHTOB W/WNM [AaHHbIX B NpencTaBNeHHOM
3asBUTENEM  PEerMcTpauuoHHOM  [OCbe,  YMNOSIHOMOYEHHbIN OpraH  OLHOKPaTHO
3anpalumBaerT Yy 3asBUTENSA HeJoCTalowme JOKYMEHTbI U/uUnu aaHHble nga obecnevyeHus
NOJSTHOTbI perncTpaumoHHoro goceke. Ecnn 3anpawmnBaemMbie yNosTHOMOYEHHBIM OpraHoMm
AOKYMEHTbI U/UNn AaHHble He NpeaCTaBfeHbl 3adBMUTEeNeM B YNOSTHOMOYEHHbIN OpraH B
TeveHune 90 kaneHaapHbIX AHEN CO OHSA HanpaBreHUs 3asaBUTENIO MMCbMEHHOIO 3anpoca,
YNONTHOMOYEHHbIA OpraH MnpuHUMaeT pelleHne o6 oTkase B rocyaapCTBEHHOM
permcTpauum.

18. [Ins opchbaHHbIX NpenapaToB, 3asiBMEHHbIX Ha roCy4apCTBEHHYO perncTpaumio,

BMECTO [OOKYMEHTOB permctpaunoHHOro pngocbe O npoBeaeHUn OOKIMMHUYECKUX ¢
KIMMHUYECKMX UCMbITAHUW, 3asiBUTENb npencrtaBndeTr pes3tomMme  OOKIMMHUYECKUX U



KNMHUYECKMX AaHHbIX opchaHHOro npenapaTta ¢ 060CHOBaHMEM COOTHOLUEHMS "nonb3a -
puck".

19. Bpemsi, Heobxoaumoe Ansi BOCNONHEHMS AOKYMEHTOB U/Unn AaHHbIX, He BXOAUT
B CPOK NPOBEAEHUS NEPBUYHON IKCNEPTU3IbI.

20. Ha ocHOBaHuM NONOXUTENBHOIO 3aKSTOYEHUS MO UTOraM OLIEHKWN Ha MOSHOTY U
KOMMMEKTHOCTb AOKYMEHTOB pPErMCTPAUMOHHOIO [JOCbe YMNOSIHOMOYEHHbIN OpraH
BbICTaBNSIET CYET Ha onnaTy He nosgHee 14 pabounx OHERN, U 3asiBUTENb NPOU3BOAUT
onnarty B TeyeHue 45 kaneHAapHbIX OHEN CO OHS NpeabsiBNEeHusl cyeTa Ha onnary.
Bpems, Heobxoanumoe ans onnartbl, HE BXOAUT B CPOK NPOBEAEHUS SKCNEPTUIDI.

21. HeBHeceHvne 3agBuTenemM onnatbl 3a rOCYOAPCTBEHHYID perncrpawmio
nekapCTBEHHOro CpeAcTBa BrieyeT 0TKa3 YNONMHOMOYEHHOro opraHa B rocyfapCTBEHHON
perncTpauumn nekapcTBEHHOro cpeacTea.

22. CneumanuavpoBaHHasi 3KcrnepTu3a pPerncTpaumMoHHOro [0Cbe MPOBOAUTCS
YNONTHOMOY€EHHbIM OPraHOM rocre Nony4YeHus onnaTtbl 3a PeErMcTpaLunio NekapCTBEHHOro
cpencTea.

23. Pasmep nnatbl 3a rocygapCTBEHHYIO perucTpauuio fekapCTBEHHbIX CpeacTB
onpepensertca NpasutenscTtBoM Kbiprelackon Pecnybnuvku.

24. B cnyyae oTpuuaTenbHOro 3akmnto4eHnd, YrnosIHOMOYEHHbI opraH NpuHUMaeT
peweHne o6 oTkase B rocyJapCTBEHHOW perncrpaumm fiekapCTBEHHOro cpeacTtsa U
HanpasnsieT 3asBUTEN yBedomsieHne o6 OTkase B rocyapCTBEHHOM perncrpaumm
nekapCcTBEHHOroO CpeacTBa, C NPUIIOKEHNEM OTPULATENBHOIO 3aKIOYEHUS, B CPOK He
nosgHee 7 pabounx AHEN CO AHA €ro NPUHATUS.

25. CneumanuampoBaHHas aKcrnepTu3a npoBogUTCA YNOSTHOMOYEHHbLIM OpraHoM B
CpokK, He npesblwakowmn 130 kKaneHgapHbIX AHENW CO AHSA Nodadn 3asaBneHus Ha
rocyJapCTBEHHYIO perMcTpaumio nekapcTBeHHOro CpeacTBa, N BKIAYaEeT:

- nabopaTopHble UCMbITaHWs 06pa3LOB ekapCTBEHHOIO CPeACTBa;
- hapmaLeBTUYECKYHO KCMEPTU3Y PErMCTPALMOHHOTO OOCHE;
- hbapMaKkonoryeckyto aKCnepTM3y PermcTPaLnMoHHOro 4OChe.

26. JlabopaTopHble wucnbiTaHMss 0O0pasuoB He NpoBOAATCSA NPU  HanU4um
cepTmdukaTta, Bbl4aHHOro perynsatopHbIMM opraHaMu CcTpaH permoHa MexxgyHapoaHoro
coBeTa MO rapMoOHMU3auUKM TEXHUYECKUX TpeboBaHWM K perucTpauumn nekapCTBEHHbIX
npenapaToB Ans meauumnHckoro npumeHeHns (ICH) n noareepxgatoiee cooTBeTCTBUSA
NPON3BOACTBEHHON MMOWAAKM Hagnexallen npous3BOACTBEHHOW MNpaKkTUKe Wnu npwu
npegbsaBneHnmn 3assuTtenem ceptudmkata/npoTokona aHanuaa/ucnbiTaHUn 3asiBAEHHbIX
NneKkapCTBEHHbIX MpenapaToB 3a nocnegHue LWecTb MecsaueB, NpoBedeHHbIX
nabopartopuen, akkpeaMTOBaHHOW MO MexayHapogHoMy cTangapTy I1SO 17025 wu
Haxogswenca Ha Tepputopun ctpaH EAJC, obnactb akkpegutaumm KOTOPOMU
npeaycMmaTpmBaeT aHanma/ucnbiTaHne 3asiBrsieMblX TeKapCTBEHHbIX CPEACTB.

27. Tpu npoBegeHun nabopaTopHbIX WCMNbITaHWMKA, 0Bpasubl NeKapCTBEHHOrO
cpeactea, a Takke npefyCMOTPEHHble HOPMAaTMBHbLIM [OOKYMEHTOM MO KayecTBy
CTaHgapTHble 06pasubl aKTUBHbIX (hapMaueBTUYECKMX CyOCTaHUMM U pOACTBEHHbIX
npuMmecen, cneundu4eckne peareHTbl ANS NPOBEAEHUA UCMbiTaHUn ob6pasuyos
NeKkapCTBEHHOro  CpeAcTBa  NPedoCTaBnAwTCA  3asBUTENeM B KONUYecTBe,



COrNacoBaHHOM C YMOSIHOMOYEHHbIM OpraHOM M Heob6xoaMMOM Ansi NPOBeAeHMsT He
MeHee 4YeM TPEeXKpaTHOro aHanmsa B COOTBETCTBUM C TpebGoBaHMSIMU HOpPMaTUBHOIO
[IOKYMEHTa MO KayecTBY EeKapCTBEHHOrO CpeacTBa WM MHbIMK crieumduKaumsamu,
BXOASLLMMMN B COCTaB perMcTpaumoHHoro gocke. Mpu aTom, odopmisieTcs akT npuema-
nepedayn o06pasLOB NeKapCTBEHHOrO cpeAacTBa Mo  copme, YTBEPXKAEHHOM
YNOSTHOMOYEHHbIM  OpraHoM. Bpemsi  npepoctaBneHus 3asiButeneM  o6pasuoB
NeKapCTBEHHOrO CpeacTBa He BXOOAWUT B OOLUMI CPOK pernctpauum fekapCTBEHHOro
cpeacTea.

28. B cnyyasix HEBO3MOXHOCTM NPOBEAEHUST abopaTopHbIX WUCMbITAHUI
BCrNeAcTBME TPYAHOOOCTYMHOCTU, BbICOKOW CTOMMOCTM 00pasuoB JleKapCTBEHHbIX
CpPeacTB, BK/OYasi JekapCTBEHHble CPeACTBa, NpedHasHayeHHble AMS  NevYeHus
BbICOKO3aTpaTHbIX HO30510rMi, opdbaHHble npenapaTbl, NeKapCTBEHHble CpeacTBa,
coaepkalline HapkoTUYeckne CpefcTBa, NCUXOTPOrNHbIE BELLECTBA, a Takke B CBSI3N C
HEBbINOTHUMOCTbIO COBMIOAEHNSI YCNOBUIA TPAHCNOPTUPOBKM U/MnK XpaHeHust obpasLoB
BbllLIeyKa3aHHbIX NTEKapCTBEHHbIX CPEACTB, OTCYTCTBMEM cheumnanbHoro o6opyaoBaHms
N pacxodHbIX MaTepuanoB Ans UX UCMbITaHus, NabopaTopHble UCMNbITaHWs NPOBOASTCS
B nabGopaTopun KOHTPOSsi KayecTBa Npou3BoAUTENS NEKAPCTBEHHOIO CPeACTBa UMK B
nHoM nabopaTopun, 3aKMYMBLUEA KOHTPAKT C Mpou3BoAUTENEM, C Yy4dacTuem
npeacTaBuTenel  ynofTHOMOYEHHOTO OpraHa, NpPOBOASLWMX  (apMaLeBTUYECKYHo
3KcnepTu3y 1 nabopaTopHble UCTbITAHMS.

29. Pesynbtatom nabopaTopHbIX UCMAbITAHUA JNIeKapCTBEHHOrO0 CpeacTBa,
NPOBOAMMbBIX B aKKpeAUTOBaAHHOW UCNbITaTeNbHON nabopaTopun, SBRSeTcs NpOTOKOI
NCMbITaHUMN.

30. CI'IeLI,MaJ'II/ISI/IpOBaHHaFI (bapMaLl,eBTl/I‘-leCKaﬂ JKCMNepTn3a JeKapCcTBeHHOro
cpeacTtBa BKIHOYaeT.

1) aHanM3 cocTaBa NeKapCTBEHHOrO CPeAcTBa W 3aKkMio4yeHne o  ero
pauMoHanbHOCTN (dhapMaleBTuyeckasi paspaboTka), COBMECTMMOCTU JEKapCTBEHHbIX
cyGCcTaHUMI U BCnomoraTernbHbIX BELLECTB;

2) OUEeHKy MpOM3BOACTBA IleKapCTBEHHOro cpeactea (NPou3BOACTBEHHAs
peuenTypa, TEXHONOrMM MNPOU3BOACTBA, KOHTPONSI B MNpoLecce MNpPOU3BOACTBA,
Banuaaumm npon3BoacTBEHHbIX NPOLIECCOB);

3) aHanu3 roToBOro npoaykTa (COOTBETCTBME MapaMeTpoOB, YKa3aHHbIX B
cepTudmKaTe KayecTBa/MPOTOKONE WUCMbITaHUA Ha FOTOBYH MPOAYKUMIO, OMUCAHHbLIM
MEeTOAMKaM KOHTPOMs KayecTBa B HOPMaTMBHOM [OKYMEHTE MO KayecTBy, aHanu3
NpoToKONa akkpeaWTOBaHHOW MUChbiTaTenbHON nabopaTopun, OLeHKa BO3MOXHOCTM
BOCMNPOM3BOACTBA U 06 BLEKTUBHOCTM METOAMK KOHTPOSIS KAYecTBa);

4) onpepgeneHne CcTabunbHOCTM fEKapCTBEHHOrO cpeacTBa, OBOCHOBAHHOCTU
3asIBNEHHbIX YCMOBUMN W CpoOKa XpaHeHusl, nepuoga MNpUMEHEHUs MNOcre nepBoro
BCKPbITUS YNAKOBKW UM PaCTBOPEHUS;

5) onpepgeneHve COOTBETCTBMS MapKUPOBKM M YNaKOBKM Ha npegmeT WuXx
[0CTATOMHOCTU Ansi o6ecnevYeHnss CoxpaHeH s Ka4ecTBa JleKapCTBEHHOro cpeacTBa BO
BPEMSI XpaHEHUS! U TPaHCNOPTUPOBAHUS;

6) onpeneneHne oTCYTCTBUS B Ha3BaHMM NEKapCTBEHHOro CpeacTRa:



- peknaMHou WHGOpMaUUM OTHOCUTENbHO WCMONb30BaHUSA NekapCTBEHHOro
cpeacTBa W NPeACTaBneHUs ero Kak yHWKanbHoro, 3addekTuBHoOro, GesonacHoro u
NCKMIOYUTENBHOO MO OTCYTCTBUIO MOBGOYHbLIX 4ENCTBUN;

7) aHanuM3 cocTaBa W Ha3BaHWs NEeKapCTBEHHOW (POPMbl, MaAKETOB YMNaKOBOK Ha
npeamMeT COOTBETCTBUSA cBefieHU 06 YCNOoBUSIX XpaHEeHUs, CpoKa XpaHeHus, nepuoaa
NPUMEHEHNA TMOCe NepBOro BCKPbITUA YMAKOBKM WM PacTBOPEHUS W Hanudue
HeobxoaMMbIX NpeaynpeanTenbHbIX HaANUCEN.

31. lo pesynbTatam cneuuanuavpoBaHHOM apMaueBTUYECKON IKCNepTusbl
YMNOMHOMOYEHHbIM OpPraHOM COCTaBMNAETCA SKCMEepTHOE 3aKMlyeHne O KayecTse
nekapcTBeHHOro cpefcrtaa no opme, yrBepX4eHHOM YNOSTHOMOYEHHBIM OpraHoM.

32. CneumanunanpoBaHHas hapMakonormdeckas aKkcnepTnaa BKOYaeT:

1) aHanun3 coctaBa KOMOVMHMPOBAHHOIO FIEKAPCTBEHHOMO CPEACTBA U 3aKIOYeHne
O €ero pauumoHanbHOCTU, LenecoobpasHOCTM U COBMECTUMOCTU JIEKAapPCTBEHHbIX
cybcTaHumim,

2) aHanu3 npoekTa MHCTPYKLUUN N0 MEOULNHCKOMY MPUMEHEHMUIO NEKAPCTBEHHOIO
npenapata W COOEpPXaHUsl OCHOBHbIX pa3fgenoB - OUEHKY [OOCTOBEPHOCTMH,
0BOCHOBaAHHOCTM W COOTBETCTBMS WH(OPMALMM HAYYHO-AOKA3aHHbIM CBEOEHUAM O
nekapcTBEHHOM CpeacTBe;

3) OuUeHKYy npaBUIIbHOCTW onpeaeneHus apmakoTepaneBTUYeckon rpynnbl U
NPUCBOEHUST KOJa aHaTOMO-TepaneBTUYEeCKO-XMMUYECKOW Knaccudukaumm c y4yeTom
YCTAHOBIIEHHbIX (PapMaKoSIOrMYeckUx CBOWUCTB UM KIMHUYECKON 3PIEKTUBHOCTU
neKkapcTBEHHOrO CPeacCTBa;

4) onpepgeneHuve ycrnosun otnycka (no peuenty, 6e3 peuenta);

5) ananm3 o63opa U pe3loMe  OOKIMHUYECKUX,  KIMHUYECKUX U
BrodbapmaLeBTMYECKMX UCCNeaoBaHM (B CnyyYyae BOCNPOU3BEOEHHbIX NpenapaToB);

6) aHanu3 OoT4YeTOB [AOKIIMHMYECKUX UWCCneaoBaHUM - OLEHKY pe3ynbTaToB
nccnegoBaHnin  OBLLETOKCMYECKOrO  OAENCTBUS U cneumduyeckon  TOKCUYHOCTH,
dhapmakognHammyecknx n doapMakoKMHETUYECKNX CBOMCTB fleKapCTBEHHOro npenaparta
Ha 9KCMepuUMEHTarnbHbIX >XMBOTHbIX B COOTBETCTBUM C TpebOBaHWAMW Hagnexaiien
nabopaTopHOW NPaKTUKM U perieBaHTHbIX PYKOBOACTB MO 3KCNepTuse AOKIMHUYECKON
AOKYMEHTauumn OTAeNbHbIX BUOOB NIEKapCTBEHHbIX CPEACTB;

7) aHanmM3 OT4YEeTOB KIMHUYECKMX WCCNEedoBaHWA - OLEHKY pe3ynbTaTtoB
dhapMaKOKNHETUYECKHNX, dhapmMakognHaMUYEeCKuX, KIMMHUYECKMX  UCCneaoBaHUn
apekTnBHOCTM M 6Ge30nacHOCTM fEKapCTBEHHONO CcpeacTBa B COOTBETCTBUN C
TpeboBaHUAMM Hagnexawlen KrIMHUYECKOW NPakTUKM U peneBaHTHbIX PYKOBOACTB MO
3KCNepTn3e KIMMHNYECKON JOKYMEHTaLMN OTAENbHbIX BUAOB NEKApPCTBEHHbLIX CPEACTB;

8) aHanu3 0TYeToB CpaBHUTENbHbIX drapMaKoOKNHETUYECKUX,
drapmakoguHaMn4eCcKnXx, KITUHNYECKUX nccrnegoBaHnin 3KBMBANEHTHOCTH
neKkapcTBEHHOro npenaparta opurMHansHomy/pedepeHTHOMY npenapaTy Ha fnogsax WH-
BMBO (in Vivo), a Takke cpaBHUTENbHbIX UCCNefoBaHUM MH-BUTPO (in vitro), B cny4vae
permctpauun BOCMPOU3BEAEHHbIX MNpenapaTtoB B COOTBETCTBMM C TpeboBaHMsMU
Hagnexawen KrMHUYECKOW nNPakTUKM U  peneBaHTHbIX PYKOBOACTB MO  OLEHKe
9KBMBAIIEHTHOCTN BOCMNPOU3BEAEHHbIX JIEKAPCTBEHHbIX CPEACTB;



9) aHanu3 ot4yeToB 00 OMbiTe MPMMEHEHWUS NeKapCTBEHHOro CPeAcTBa, paHee
3aperMcTpMpoBaHHOrO B [OPYrMX CTpaHax, a Takke OLUEHKY onybrnvMKoBaHHbIX W
HeonybrnMKoBaHHbIX [OaHHbIX OTHOCUTENbHO OMbiTa KIAMHUYECKOrO MNPUMEHEHMS
neKapCTBEHHOro CPeACTBa;

10) oueHKy cncteMbl hapmakoHaZ3opa 1 nNnaHa ynpaBneHus puckamu gepxxatens
pPerncTpaunoHHOro yaoCTOBEPEHUs B COOTBETCTBMW C NpaBunamu Hagnexailen
npakTuk1 hapmakoHaasopa.

33. lNpun npoBegeHnn cneunannu3MpoBaHHOM (hapMakonorm4eckom IKCNepTusbl B
KayecTBe pYKOBOOALWMX CTaHOAPTOB WCMNONb3YTCA Hagnexawas nabopaTtopHas
npakTuKa, Hagnexawas  KIMHMYeckas  MpakTuka,  Hagnexawas  npaktuka
drapmakoHag3opa, peneBaHTHble PYKOBOACTBA MO 3KCNepTu3e AOKMMHUYECKOU U
KIMWHUYECKOM [JOKYMeHTauuuM OoTAenbHbIX BWAOB JleKapCTBEHHbIX MnpenapatoB W
perieBaHTHble PYKOBOACTBA MO OLeHKe 9KBUBASIEHTHOCTU BOCMNPOU3BELEHHbIX CPeCTB,
npuHATble B EBpasuMmncKkoM 3KOHOMWYECKOM Ccoto3e unu BcemupHon opraHusaumen
3[paBooXpaHeHns unn EBponencknm meguLmMHCKUM areHTCTBOM UK CTpaHaMn permoHa
MexayHapo4HOro copeta no rapMoOHU3auun TeXHUYeckux TpeboBaHUn K permcrpaumm
nekapCTBEHHbIX NpenapaToB AN MeANLUHCKOrO NMPUMEHEHMS.

34. [lo wvtoram cneunannanMpoBaHHOW apMaKOOrM4yeckon 3SKCnepTusbl
NeKkapCTBEHHOrO CpeAacTBa  YMNOMHOMOYEHHbIM OpraHOM COCTaBMSIETCH 3JKCMepTHoe
3akno4yeHne o 6esonacHoCTN 1 3pPEKTMBHOCTM NEKAPCTBEHHOIO cpeacTea no dopme,
yTBEPXAEHHOMW YNONMHOMOYEHHbLIM OPraHoOM.

35. [Npn npoeBegeHUn cneunanmn3anpoBaHHON 3KCNEPTU3bl B KAYECTBE PYKOBOAALLMNX
CTaHOapTOB MCNONb3yeTca Haanexawass npaktnka akcneptusbl (GRevP), npuHsaTas
BcemunpHoi opraHmsaumen 3gpaBooXpaHeHus.

36. Npun npoBegeHMn cneunanmanpoBaHHOW 3KCNEPTU3bl YNONHOMOYEHHbIA OpraH
OAHOKPAaTHO HanpaBnsieT 3asdaBUTENO 3anpoc B MMCbMEHHOM U/ 3NeKTPOHHOM Buae O
npenoCcTaBNeHNUM OaHHbIX A9 BOCMOMHEHUS /UMW YTOYHEHUS paHee npeacTaBneHHbIX
3as1BUTENEM AOKYMEHTOB M AAHHbIX.

37. MNocne nepBoro 3amnpoca nocreayoLwme 3anpockl AOMYCKATCH TOMbKO B
criydae BO3HMKHOBEHUSI [OOMONIHUTENbHbLIX BOMPOCOB, KacalLMXCS CBeaeHW,
npeacTaBreHHbIX 3asiBUTENEM B OTBETE Ha NPeALIeCTBYOLWMIA 3anpoc.

38. Ecnn 3anpawwmBaemble YNOsIHOMOYEHHbIM OpPraHoOM LOKYMEHTbl U AaHHble He
npeacTaBneHbl 3asBUTENEM B YMNONMHOMOYEHHbIM opraH B TedeHne 90 kaneHOapHbIX
AHEN, CO AHS NONyYeHnsa 3asBUTeNnemM NUCbMEHHOrO 3anpoca, YNONMHOMOYEHHbIN opraH
npyHMMaeT pelweHve 06 oTKase B roCy4apCTBEHHOM perucrpaumm nekapCcTBEHHOro
cpeacTea.

39. Cpok npeactaBneHns OTBeTa Ha 3anpoc MoOXeT ObiTb npoasieH
YMNONMHOMOY€EHHbIM OPraHOM Ha OCHOBaHUN 06OCHOBAHHOMO XO4aTancTBa 3asiBUTENs, Npu
9TOM 06N CPOK OTBETA Ha 3anpocChkl He AOMMKeH npeBbiwaTtb 180 kaneHaapHbIX AHEN.

40. BpeMﬂ, HeobOxoanmoe ong pacCMOTpPEHNA N NOATrOTOBKN 3aABUTENIEM OTBETA,
HEe BXOOWUT B CPOK npoBeaeHnA CI'IeLl,I/IaJ'II/I3I/IpOBaHHOl7I AKCMNepTn3bl.

41. OueHka cucteMbl obecrnevyeHmst kKayecTBa NPOU3BOAMTENSA OCYLLIECTBIAETCH B
cryyasx:



- NpouM3BOACTBA JIeKApCTBEHHOro cpeacTBa Ha  BrepBble  3asiBNEHHOMN
NPOM3BOACTBEHHOW NIOLLAAKE;

- NnepeHoca (aganTauun) TEXHOTOMMU NPOM3BOACTBA rEeHEPUYECKUX NEKAPCTBEHHbIX
CpeacTs.

42. OueHka YycrnoBuh npoBedeHnd npousBoauTenemM OOKIUHUYECKUX Wn/unu
KNMMHNYECKMX UCCreaoBaHUM OCYLLECTBNAETCA YNOSIHOMOYEHHBbIM OPraHoM B Criyyasx
npoBefeHUs OKITMHUYECKUX U KITMHUYECKUX UCCeaoBaHuM NiekapCTBEHHOro cpeacTea
B OpraHusauusix, paHee He MNpPOXOAUBLUMX WHCMEKTUPOBAHNE Ha COOTBETCTBUE
TpeboBaHUAM Haanexatuen nadbopaTtopHON U KITMHUYECKOW NPaKTUK.

43. B cnyyae obGHapyxeHust Npy NpoBeLEHUN Creumnanm3mpoBaHHOM 3KCNEpPTU3bI
HeJOCTOBEPHbIX CBEAEHUIN B NpeACTaBreHHbIX 3asgBuTenemM JOKyMeHTax 0 NpoBeAeHHbIX
OOKNUHMYECKMX  (HEKITMHMYECKMX) UCCreaoBaHUAX (MCNbITAHUAX) NeKapCTBEHHbIX
CPeAcCTB, KIMHUYECKMX UccnefoBaHusiX (MCNbITaHUSX) NeKapCTBEHHbIX CPeacTB unu
NPOM3BOACTBE NeKapCTBEHHOrO CPeACTBa, opraHmsaumm cuctembl bapMakoHag30pa,
coAgepXalumxcs B pPermcTpaumMoHHOM A0Cbe, YMOMHOMOYEHHbIN OpraH WHUUMMpYeT
npoBeAeHME OLEHKM Ha COOTBETCTBME Haanexawmm dapMaueBTMYECKMM NpakTukam B
chepe obpalleHns nekapcTBEHHbIX CPEACTB.

44, ﬂ,J'IFI yCTaHOBIEHUA (baKTVI‘-IeCKMX OaHHbIX  YNOJIHOMOYE€HHbIM OpPraHoOMm
npoBoANTCA WHCNEKTUpoBaHME B OTHOLUEHUU TpoueccoB, OOKYMEHTOB W [AOaHHbIX,
nocny>xmewmnx NCTOYHNKOM HELOCTOBEPHbIX cBeaeHun.

45. YNONMHOMOYEHHbIN OpraH B CPOK He no3gHee 5 paboumx OHeEnW co AHs
cocTaBfieHUs1 OOOOLLEHHOro 3aKntoYeHns Mo pesynbTaTtaMm  crneynanmanpoBaHHON
9KCMEpPTHOM OLEHKM KadecTBa, 3PPEKTUBHOCTM U 6e30MacHOCTU NEeKapCTBEHHOIO
cpeactBa MNpUHUMAaET peLlleHne O roCyAapCTBEHHOM pernctpaumm unm oTkase B
rocygapCTBEHHOW pernctpaunmn nekapCTBEHHOro cpeacTsa.

46. B cpok He no3gHee 5 pabounmx OHEN CO AHA NPUHATUS YNONHOMOYEHHbIM
OpraHOM pelleHns O T[OCyAapCTBEHHOW permcTpauum JfiekapcTBEHHOro cpeactea
3as1BUTENIO BblAaloTCs No4 Nognuch:

- pernctpauuMoHHoe YOOCTOBEpPEHME O TOCYAapCTBEHHOW  perucTpauum
NeKapCcTBEHHOIO CpeAcTBa, Ha rocyaapCTBEHHOM U omuManbHOM A3blkax, Mo opme,
COrnacHo NpunoxeHuto 4 k HacTosLwwemy Mopaaky;

- VHCTPYKUMSA MO MELMLMHCKOMY TMPUMEHEHUIO JIEKAapCTBEHHOrO npenapara
(nucTok-BkNagbiWw) (ganee - WMHCTPYKUMSE MO  MEOUMUMHCKOMY MPUMEHEHUI0), Ha
rocygapCTBEHHOM M OhULMANIbHOM SA3bIKax, YTBEPXKOEHHAS YNOMHOMOYEHHbBIM OPraHoM;
- COrnacoBaHHble YNONHOMOYEHHbIM OPraHOM MakeTbl YNaKoBOK;
- COrnacoBaHHbIA YMNOMHOMOYEHHbIM OpPraHoOM HOPMaTUBHbLIA OOKYMEHT MO
KayecTsy.

47. PerncrtpaumoHHoe yOOCTOBEpeHMe O TrocyJapCTBEHHOW —perncrpaumm
nekapCTBEHHOro CpeAcTBa (danee - permctpauvmoHHOe YOOCTOBEPEHME) Ha BrnepBble
perncTpupyemMoe rnekapcTBeHHoe CpefCTBO BblAAeTCs CPOKOM Ha 5 ner.

48. OcHoBaHMAMKM ONSA OTKasa B rocyA4apCTBEHHOW Perncrpaumm nekapCTBEHHOro
cpefcTBa SBMATCA:

- NpeaocTtaBlieHne 3adButersieM HegoCTOBEPHbIX cBefeHun;
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- Hanuume B COCTaBe 3asiBMIEHHbIX JIEKapCTBEHHbIX CpPeAcTB, BeLlecTB U
MaTepuanos, 3anpeLeHHbIX K npuMmeHeHunto B Keiprbiackon Pecnybnvke;

- HenoaTBepXOeHMe B XO[e MNPOBEAEHUs Cneumanu3vpoBaHHON 3KCNepTu3bl
adpeKkTUBHOCTU, 6E30NacHOCTU M KayecTBa NekapCTBEHHOIO CPEACTBA;

- MONyYeHne HOBbIX AaHHbIX BO BPEMS NPOBeAeHUsT 9KCNepPTU3bl perMcTpaunoHHbIX
MaTtepuanoB, KOTOpble CBUOETENbCTBYOT O npeobriagaHun pucka OT NPUMEHEHUs
nexkapCTBEHHOro CpeacTBa Haz OXMOaemMom MNosb3oMn.

49. YNOMHOMOYEHHbIN OpraH He no3gHee 5 paboumx OHEN CO OHA NPUHATUS
peweHns o6 oTkase B rocydapCTBEHHOM perucTpauum IeKkapCTBEHHOro CpeacTsa
NMMCbMEHHO cOoobLLaeT 3asBUTENIO O NPUHATOM peLLEeHUM, C MPUNOXEHUEM 3aKNIOYEHS
cneumanMsaMpoBaHHOW 3KCNepTU3bl.

50. ﬂ,OKyMeHTbI permcTpaunoHHOro aocbe, npeacrasrieHHble And perncrpaunmn, n
onJjiata 3a perncTpaunio 3adBnUTesito He BO3BpaLlaloTCA.

51. OTKa3s ynornHOMOYEHHOIo OpraHa B rocy4apCTBEHHON perncTpaunm MoxXeT ObiTb
obxarnoeaH 3asBATENIEM B COOTBETCTBUM C 3aKoHOOATENbCTBOM B  cdepe
agMUHUCTPATUBHON OESTENBHOCTY.

MnaBa 3. Nopagok npoBeaeHus npoueaypbl NOATBEPXKAEHUNA
perncrtpauum nekapcTBeHHOro cpeacraa

52. o okoHYaHUKN cpoka OeUCTBUS PEMMCTPALMOHHOIO YOAOCTOBEPEHUS 3asBUTENb
nogaeTt 3asiBNeHne Ha MOATBepXAeHue rocyaapCTBEHHOW perucTpaumMm u Bblgadvy
Beccpo4vHOro permcTpaumoHHOro yaoCTOBEPEHUS.

53. 3asiBneHne OomkHO ObITb nogaHo He paHee 180 kaneHAapHbIX OHEW 00
NCTEYEHNS CpOKa [OEWUCTBUA PETMCTPALMOHHOIO YOOCTOBEPEHMUS, HO He Mo3aHee
nocrnegHero AHs OKOHYaHUs Cpoka OeNCTBUSA PEMMCTPALMOHHOMO YAOCTOBEPEHMS.

B cnyyae ogHoBpeMeHHOW nogayun 3asiBNeHnst o NOATBEPXKAEHUN permcTpaummn un
BHECEHMN W3MEHEHUA B PErncTpaumMoHHOe [0oCbe JlieKapCTBEHHbIX MpenapaTos,
npoueaypbl NOATBEPXKAEHUS perucTpauMm u BHECEHUS W3MEHEHMI NpPOBOASATCS
OOHOBPEMEHHO, C BHECEHWEM ONnaThbl OTAENBHO 3a KaXkayto npoueaypy.

3asiBneHMe O NOATBEPXKAEHMM perucTpauum, Hes3aBMCUMO OT cpoka AeNcTBuUS
PErMcTpauUnoHHOro yAOCTOBEPEHUS, HO HEe NO3OHee NocneaHero AHsS OKOHYaHUS CPpoka
[AENCTBUS PErmcTpaLmoHHOro yA0CTOBEPEHNS, MOXET OblTb NOAAHO 3asiBUTENEM Ha:

- NeKapcCTBeHHble€ CpeacTBa, Npon3BeaeHHble OTe4ECTBEHHBIMU NMPOU3BOAUTENTAMMN;

- NeKapCTBeHHblE CpencTBa, ﬂpeKBaﬂM(bI/ILI,I/IpOBaHHbIe BCeMI/IpHOIZ opraHmsau,Vleﬁ
34paBoOOXpaHeHud, npu npenoctaBlieHnn Konnmn OOKyMeHTa, noarBepiKaarLuero C*)aKT
I'IpeKBaJ'II/I(bI/IKaLlI/II/I;

- NeKapCTBEHHble cpeacTBa, UMerowue perncrpauuio B AgMuMHUCTpaumMmM o
nekapcTBeHHbIM cpeactBaMm U nuwesbiM npogyktam CLIA (FDA), Esponenckom
areHTcTBe no meguumHckum npogyktam (EMA) (no ueHTpanusoBaHHOM npouenype),
AreHTCTBE NO NEKapCTBEHHbIM CpeacTBaM W NpoAykTam MeAMUMHCKOro HasHavyeHus
AnoHum (PMDA), AreHTcTBe TepaneBTudeckux npoayktos Lsenuyapum (Swissmedic) n
AreHTCTBE MO PErynMpOBaHUIO NIEKApPCTBEHHbIX CPEACTB U MPOAYKTOB MEOULMHCKOro



HasHadeHna BenukobputaHum (MHRA), npu npegocTaBfieHMM KOMUM AOKYMEHTa O
perncTpauumn n ConpoBOANTENBHOIO NMCbMA, C YKadaHMEM CCbISIKU Ha CanT.

(B pedakuyuu nocmaHosneHus lNpasumernscmea KP om 22 ¢hbespans 2021 2o00a Ne
58)

54. JlekapcTBeHHble cpeacTBa, nocTtaBneHHble B Kbiprbidckyto Pecnybnvky wunu
npounsseneHHble B Kblprbidackon Pecnybnvke [O OKOHYaHWA Cpoka [OencTBus
perncTpaunoHHOro yaoCToBEPEHUs, oCcTalTcsa B obpalleHun 0O UCTEYEHUS CpoKa UX
rogHoCTH.

55. B cnyyae noaTeBepXOeHUs peructpauumn JiekapCTBEHHOro cpeacTtesa wnuv
BHECEHMSI W3MEHEHW, He 3aTparvMBaloLMX acnektoB ©0e30nacHOCTU, KadecTBa W
9(P(PEKTUBHOCTU NEKaApCTBEHHOrO CpeacTBa B perucrpauumoHHoOe [OCbe, HO
3aTparMBaoLLnX U3MEHEHNE MAKETOB YNakoBOK JIEKAPCTBEHHOIO CPeACcTBa, MHCTPYKLMUK
no MeAULMHCKOMY MPUMEHEHUIO, pa3peLlaeTcsa NPou3BOACTBO M BBO3 SIEKAPCTBEHHOMO
cpeactBa B paHee YTBEPXAEHHbIX ynakoBKax W C WHCTPyKUMENW no MeguUMHCKOMY
npumeHeHnto B TeyeHne 180 kaneHaapHbIX AHEN C AaTbl NOATBEPXOEHUS pernctpaumm
U BHECEHNA W3MEHEHUA B COOTBETCTBUM C MH(popmMaumen, cogepxawencs B
AOKYMEHTax pernctpaumMoHHOro [ocbe, OO0 AaTbl NOATBEPXOEHUS perncrpaumm unu
BHECEHUNS UBMEHEHU.

56. [onyckaeTcs oOHOBpeMEHHasi peanv3auusi NEeKapCTBEHHOrO CpeacTsa Ao
OKOHYaHWSI Cpoka €ero rOAHOCTM B YMaKOBKE W C MHCTPYKUMEN MO MeAMUUHCKOMY
NPUMEHEHUNIO NEKAPCTBEHHOMO MpenapaTa, COOTBETCTBYIOLIEN AOKYMEHTaM U AaHHbIM
permcTpaLMoHHOro 4OoCbe A0 W MOCre BHECEHUSs B HEro M3MeHEeHWIW, ecnuv 3TO He
NpoTUBOPEYUT TpeboBaHNSIM NpaBusl Hagnexallen NpakTukn dapmakoHagsopa.

57. MNMogTBepXxaeHne rocygapCTBEHHOM pernctpauumn nekapcTBEHHOro cpeacrtea
OCYLLECTBMNAETCA Ha OCHOBaHUM MepeoueHKM COOTHOWeHus "nomb3a - puck”,
NPOBOAVUMOWN YMNOSTHOMOYEHHbIM OpraHoM B TeyeHue 90 kaneHgapHbIX OHEW cO AOHSA
nogayv 3asiBUTeneM 3asiBreHus.

MoaTBepXxaeHne pernctpaunm nekapcTBeHHbIX CPeacTB, NpekBanuUUMpPOBaHHbIX
BcemupHoi opraHusaumen 30paBOOXPaHEHUSA, FEKapCTBEHHbIX CPeAcTB, WMELLMX
pernctpauuio B AQMUHUCTPaLMK MO NIeKapCTBEHHBIM CpeacTBaM M NULLLEBLIM NPOAYKTaM
CWA (FDA), Eponernckom areHTCTBE MO MeguumHckum npoayktam (EMA) (no
LUeHTpanu3oBaHHOM npouenype), AreHTcTBe MO NleKapCTBEHHbIM CpeacTBaMm U
npoayktam meguumHckoro HasHaveHusa AnoHun (PMDA), AreHTcTBe TepaneBTUYECKUX
npoayktoB LBenuapum (Swissmedic) n AreHTCTBE NO perynmpoBaHmnio NeKapCTBEHHbIX
CpeacTB M NPOAYKTOB MeOULMHCKOro HasHayveHus Benukobputanun (MHRA), a takke
NeKapCTBEHHbIX CPeacTB, MNPOU3BEOEHHbLIX OTEYECTBEHHbIMM  MPOU3BOAUTENSAMU,
OCYLLECTBNAETCSA B TedeHne 25 kaneHaapHbIX AHEN.

(B pedakuyuu nocmaHosneHus lNpasumernscmea KP om 22 gpbespansa 2021 200a Ne
58)

58. B uenax noareBepxaeHUs rocydapCTBEHHOM pernctpauun nekapCTBEHHOro
cpeactea  AepxaTtenb  PerncTpauMoOHHOro  yOOCTOBEpeHus  npeacTtaBnser B
YNONTHOMOYEHHbIM OpraH criegyowme JOKYMEHTbI:

- 3asiBMeHne O NOATBEPXKAEHUM FrOCYAapCTBEHHOW perncrpauuy NnekapcTBeHHOro
cpeacTea no popme, yTBEPKAEHHON YNONHOMOYEHHbLIM OPraHoM;
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- OKYMEHTbI perncTpaumoHHOro 4ocbe, NpuBeaeHHbIe B Moaynsx 1 u 2 cornacHo
npunoxeHuto 1 k MpaBunam permctpaumm 1 3KCnepTu3bl NeKapCTBEHHbIX CpeacTB Ans
MeNLIMHCKOro NpMMeHeHus1, B GyMaxxHom chopMaTe 1 Ha 3NeKTPOHHOM HOCUTene, B ABYX
3K3eMMnspax, Ans 0Te4YeCTBEHHbIX NMpon3BoaAUTENen - YacTb | perncTpaumMoHHOro 4oche
cornacHo npunoxeHuto 1 kK Hactosiwemy [Mlopsiaky, Ha GymMaXKHOM W 3NEKTPOHHOM
HOCUTENSIX, B ABYX 3K3EMMNAPAX;

- nepvoauyeckn obHoBMNsieMble OTYETbl O 6E30MacHOCTM NEKAPCTBEHHbIX CPeacTB
3a nepuvog OENCTBUSA PErMcTpaumMoOHHOro YAOCTOBEPEHUS, €Criv 3TO NpeayCMOTPEeHO
cucTtemomn papmakoHaasopa;

- HOPMATUBHbIV LOKYMEHT MO Ka4YecTBy;
- KOMUS1 AENCTBYIOLLLEr0 PErMCTPALIMOHHOIO YA0CTOBEPEHMSI.

59. aneM 3adaBiieHNAaA Ha noarsepxXaeHune perncrpaunn O(*)OpMJ'IFIeTCFI aKTOM
npuemMa-nepenaydum no (bopme, yTBep)K,D,eHHOﬁ YNOJIHOMOYEHHbIM OpPraHoM.

60. YNonHoMo4YeHHbIN opraH B TedeHne 20 kaneHaapHbIX AHen ¢ AaTtbl NONyYeHus
3asBrieHNsT Ha MOATBepPXOeHMe TrocyaapCTBEHHOM perucTpauun nekapcTBEHHOro
cpeactBa  OCYLLECTBMSET OUEHKY MOMHOTbl, KOMMSIEKTHOCTU W MPaBUibHOCTU
odopMIieHnst NpeacTaBreHHbIX 3adgBUTENEM JOKYMEHTOB PermMcTpaumoHHOro 4OChe.

61. |_|pl/| npoeeaeHnMn oOueHKMU MOJIHOTbl, KOMMJIEKTHOCTU W MNpaBUIIbHOCTU
O(bOpMJ'IeHI/IFI npencrtaBlieHHbIX 3adBuUTeNneM LOOKYMEHTOB pPEernctpaunoHHOro AocChbe,
yI'IOJ'IHOMO‘-IeHHbIﬁ OopraH OAHOKpATHO HaripaBlAaAeT 3adBUTENO 3arnpoc B NMMCbMEHHOM
n/vinn AJIEKTPOHHOM BuUAe O npeaocTtaBieHnn I/IHCbOpMaLI,I/II/I W/vnu gaHHbIX Ons
obecneyvyeHunst NONHOTHI perncTtpaumnoHHOro aocbe.

62. Ecnu 3anpawimnsaemblie No NMCbMeHHOMY 3anpocy ynosiHoMO4Y€eHHbIM OpraHomMm
OOKYMEHTbl HE NnpencTtaBlieHbl 3adABUTENEM B TEYEeHne 90 KaneHOapHbIX AHEen co AHs
OTrnpaBKK 3anpoca, yI'IOJ'IHOMO‘-IeHHbIIZ OpraH BbIHOCUT peLueHne 06 oTkase B npoeeaeHnn
npoueaypbl noATBEPXAOEHNA Focyﬂ,apCTBeHHOIZ perncrpaunn nekapcrBeHHOro cpeancrtea.

63. Ha ocHOBaHMM NOMOXMUTENBbHOMO 3aKMOYEHUS MO MTOram OLEHKN JOKYMEHTOB U
mMaTepuanoB, NpeAcTaBneHHbIX ANA MOATBEPXAEHWUS roCyAapCTBEHHOW perucrpaumm
NeKapCTBEHHOIO CPeAcTBa, YNOSTHOMOYEHHbIV OpraH BbICTABNSAET CYET Ha onnaTy He
nosgHee 10 paboumx gHeNn.

64. 3asButenb 06s3aH OCyLECTBUTL onnaTy B TedeHue 45 kaneHaapHbiX AHEN co
[HS NpeobsiBNeHus cyeTa Ha onnaty. Bpemsi, HeoGxoaumoe Ans onnaTbl, He BXOAUT B
CPOK MPOBEAEHUS IKCNEPTU3bI.

65. HeBHeceHve 3asBuTENeM onnaTtbl 3a MNOATBEPXOEHME perucTpaumm
NeKapCTBEHHOIO CpeAcTBa BfieYeT NPUHATUE PELLEHNSA YNOMHOMOYEHHbIM OpraHoM 06
OTkase B MNpoBegeHMu npouenypbl MNOATBEPXKAEHUS FOCYyAAapPCTBEHHOW perucrpauumm
nekapcTBEHHOro cpeacrtea.

66. CneuuwanuMsupoBaHHas 3KCrMepTusa npu MNoaTBepXOEeHUU rocyaapCTBEHHON
permcTpaumm npoBoaUTCS YNONHOMOYEHHLIM OPraHOM B CPOK, He MpeBbiatowmin 50
KaneHaapHbIX AHEeW Co AHSA OCYLLECTBIEHUS onnaTbl 3asBUTENEM.

67. B nepuon nposefeHusi creumanmu3MpoBaHHOMW 3KCNepPTU3bl YNOSTHOMOYEHHbIV

opraH  HanpaensieT  OAHOKPaTHbIA  3anpoc  AepXaTeni  perncrpalyoHHOro
YOOCTOBEPEHMS O NPEAOCTaBMNEHUN B CPOK, He NMpeBbiluaowmnin 90 kaneHaapHbIX OHEN,
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OaHHbIX  AOnAd BOCIMOJIHEHUA n/vinn YTOYHEHUNA  OaHHbIX, coaeprkaLimxca B
perncTpaunmoHHbIX JOKYMEHTax.

68. B cpok npoBegeHusa crneumanu3vMpoBaHHOM 3KCNepTU3bl He BXOOUT BpeMs
NoAroTOBKWU M NpeAcTaBneHus 3asBuTenieM oTBeTa Ha 3anpoc ynosIHOMOYEHHOro opraHa.

69. MNocne nepBoro 3anpoca nocrneaywLnii 3anpoc YrnofHOMOYEHHOTO opraHa
[onycKkaeTcs B criydae BO3HWMKHOBEHWUS [OMOMHUTENbHbLIX BOMPOCOB, KacakoLLMXCH
CBeJEHWI, NpeacTaBrieHHbIX 3asiBUTENeM B OTBETE Ha NpeaLecTBYHOLMIA 3anpoc
YNOSTHOMOYEHHOro opraHa.

70. Mo pesynbTaTam apMaueBTU4ECKON U (PapMaKonorMyeckon SKCNepTus u
AOKYMEHTOB, YNOSTHOMOYEHHBIM OPraHOM COCTaBMATCA 3aKIoyeHus o 6e30nacHoOCTH,
KadecTBe U 3aPEKTUBHOCTU NEKAPCTBEHHOIO cpencTBa Nno dpopmam, YTBEPXKOAEHHbIM
YNOSTHOMOYEHHbLIM OPraHoM.

71. Cpok Bblgaym GeccpOYHOro perncTpauuoHHOro YAOCTOBEPEHUS He [OSMKeH
npeeblwate 10 pabounmx OHEN CO AOHA NPUHATUS peLleHMst O MNOATBEPXKAEHUN
rocyaapCTBEHHOMW pernctpaumm nekapcTBeHHOro cpeacTaa.

72. K permctpaumMoHHOMY YAOCTOBEPEHMIO NpuUaratoTcs:
- HOPMaTUBHbIV LOKYMEHT MO Ka4ecTBY (NP BHECEHUN U3MEHEHUN);

- VHCTPYKLMS MO MeAULMHCKOMY MPUMEHEHUIO, YTBEPXKAEHHAS YNONTHOMOYEHHbIM
opraHowm;

- MaKkeTbl YNaKoOBOK J1IeKapCTBEHHOIO cpeacTBa.

73. Ha ocHoBaHuM npoBefeHHbIX rapmaueBTUYEeCKOW M (hapMakonorndeckom
9KCNepTnU3 YMOSTHOMOYEHHbIN OpraH npUHUMaeT peweHne O MNOATBepXAeHUn
rocygapCTBEHHOW perncTpauumn fnekapCTBEHHOro CpeacTBa, C Bblgayen 3asiBUTENO
BGeccpoYyHOro perucTpaumoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro cpenctsa, unu ob
OTKase B NOATBEPXOEHUM rocy4apCTBEHHOW perncTpaumm nekapcTBeHHOro cpeacraa.

74. OcHOBaHMAMN NS OTKasa B NOATBEPXKAEHUN rOCy4apCTBEHHOW perMcrTpauum
neKapcTBEHHOro cpeacTBa YNnoSIHOMOYEHHbIM OPraHoOM SABNSAOTCS:

- AoKa3aHHoe HebnaronpusTHOe COOTHOLLUEHME "Monb3a - PUCK" UK BbISIBIEHHOE
OTCYTCTBME TepaneBTU4eckon addEeKTUBHOCTM NPy COBNIOAEHNN YCITOBUIA NPUMEHEHNSA
NeKapCTBEHHOrO CpPeACcTBa, ONUCaHHbIX B MHCTPYKUUN NO MELULMHCKOMY NPUMEHEHNIO
nekapCcTBEHHOro npenapara;

- HECOOTBETCTBME KAYECTBEHHOIO M KONMYECTBEHHOrO COCTaBa JlEKapCTBEHHOMO
cpeacTBa 3asiBIeHHOMY COCTaBY;

- HECOOTBETCTBME KayecTBa NnekapCTBEHHOro cpeactsa Goree 4yem B Tpu pasa B
nepuoa ero obGpalleHWss Ha pbiHKE CTpaHbl 3asBNEHHOMY KayecTBY Ha MOMEHT
rocyapCTBEHHON perncTpaumm NnekapcTBeHHOro cpeacTsa;

- HEeJOCTOBepHble AaHHble B NPeACcTaBleHHbIX AOKYMEHTaxX Ha MoATBepXaeHue
rocyqapCTBEHHOWN perncTpaummn nekapcTBeHHOro CpeacTBa;
- HenpeacTasneHue 3asBMUTenemM OTBETOB MO 3anpocy YNoNIHOMOYEHHOro opraHa.

75. YNONMHOMOYEHHbIW OpraH He nosgHee 5 paboumx OHEW CO OHA NPUHATUS
pelieHnsa o6 oTkase B NOATBEPXKAEHUN FOCY4apCTBEHHON perncTpalmm nekapcTBEHHOro
CpeacTBa MUCbMEHHO coOobLIaeT 3asBUTENO O MPUHATOM peLleHUn, C NPUNOXeHNEM
3aKrYeHns cneumann3npoBaHHON SKCNePTU3bI.



naBa 4. NMpouenypa BHeCEHUAA U3MEHEeHUN B
permcTpaunmoHHoe A0Cbe 3apermcTpupoBaHHOIo
neKkapcTBEHHOro npenapara

76. [NepxaTenb perucTpauuoHHOro yOOCTOBEPEHUSA NeKapCTBEHHOro cpeactesa
0065a3aH coobLWNTb B YNONHOMOYEHHbIN FOCYAapCTBEHHbIN opraH 060 BCEX M3MEHEHUSIX
OTHOCUTESNbHO AaHHbIX 3aperMcTpupoOBaHHOMO SIeKapCTBEHHOIO CPeaCcTBa, 3asBNEeHHbIX
npw perucTpaumm, ¢ npegocTaBneHneM ncHeprbiBaroLwen MHpopMauumn o0 NpUYnNHaX aTux
N3MEHEHNA N MUX BO3MOXHOM BRUSIHUM Ha 3(ppeKkTMBHOCTb, 6e30nacHOCTb, Ka4yecTBo
nekapCTBEHHOro CpeacTBa.

77. BHOCUMble M3MEHEHUSI B PeErucTpaumoHHOEe [OCbe 3aperncTpupoBaHHOMO
nekapcTBEHHOro NpenapaTta He A0SMKHbl MEHSTb NOMOXUTESNTbHOE COOTHOLLEHME "nofnb3a
- puck" nekapcTBeHHOro npenaparTa.

78. 3aaBneHne O BHECEHUM U3MEHEHWN B PerucTpaumoHHOE Aocbe nopaeTcs
3asBuTenem no oopme, yTBepXXaeHHON YNONHOMOYEHHbLIM OPraHOM.

79. K 3agBneHuto npunaraloTca OOKYMEHTbI, noaTeepxgawowue  wn/unm
oboCHOBbIBalOLWNE BHECEHME W3MEHEHWUW, onpefeneHHblx nyHktamm 80 un 82
HacTosiwero lMNMopsaka.

80. ameHeHus1, koTopble He TPebyOT NpoBeaeHNs Npoueaypbl rocyaapCTBEHHON
perncTpauum:

1) n3amMeHeHne HavMeHOBaHUS fneKapcTBEHHOro cpeactea 6e3 U3MeHeHus ero
COCTaBa;

2) U3MEeHeHne HauMeHOBaHNS NPON3BOANTENS NEKapCTBEHHOIO CPeacTBa;

3) n3MeHeHue PUONYECKOro agpeca, PEKBU3NTOB NPOU3BOANTENS UMK AepXKaTens
PErncTpaLnoHHOro yaocToBepeHus 6e3 nameHeHus1 NPOM3BOACTBEHHOW NIOLLAaKM;

4) wu3MeHeHWe cocTaBa W KOnM4ecTBa BCMOMOraTeNlbHbIX BeLecTB (3a
NCKIMOYEHNEM KOMMOHEHTOB BaKUMH U GUONOMMYECKMX riekapCTBEHHbIX MpenapaToB) B
Lensx ynyyleHus napameTpoB KayecTBa NIekapCTBEHHOIO CpeacTBa;

5) u3MeHeHMe KavyeCTBEHHOro cocTaBa MEepPBUYHOM (BHYTPEHHEWN) YNakoBKU
nekapcTBEHHOro CpeacTBa;

6) pobaBneHMe  HOBOFO/HOBbIX  MPEAOCTEPEXEHUS WU OrpaHUyYeHun
TepaneBTUYECKMX MoKasaTenen npyu MeAMUMHCKOM MPUMEHEHUN FNEeKapCTBEHHOMO
npenapaTa B MHCTPYKLMNIO NO MEeULMHCKOMY NPUMEHEHWIO;

7) U3MeHeHve yCrnoBuiA OTMycKa fiekapCTBEHHbIX CPeACTB U3 anTek,;

8) nobaBneHne unu 3aameHa U3mMepuTENbHOro YCTPOMCTBA ANSA OparibHbIX XUOKNX
A03UPOBOYHBIX POPM U OPYrMX OO3UPOBOYHbLIX (POPM NeKapCTBEHHOIO CPeacTBa;

9) cmeHa opraHusaumu nponssoguTens (NMponssoauTenen) akTMBHOM cybcTaHumu,
nobasrneHve HOBOW  OpraHusauuu-npoussoguTensd (NpousBoauTenen) axkTUBHOM
cybcTaHuuu;

10) n3aMeHeHne HOpMaTMBHOIO JOKYMEHTA NO Ka4yeCTBY JIEKAPCTBEHHOIO CPEACTBa;

11) M3MeHeHMe cpoka roAHOCTU NEKapCTBEHHOrO CpeacTBa MO OTHOLLEHMIO K
yKasaHHOMY Npwv permcTpaumm cpoky;



12) n3MeHeHWe cpoka roAHOCTU IEeKapCTBEHHOro CpeacTBa Mocre MepBoro
BCKPbITUS! €r0 YNaKoBKY;

13) nameHeHne pasmepoB TabneTok, Kancyrn, Cynno3nTopmes unm neccapmes 6e3
N3MEHEHUS KONTMYECTBEHHOIO COCTaBa MHIPEANEHTOB U CpeaHEeN Macchl;

14) n3aMeHeHUsi B NPOM3BOACTBEHHOM MpoLIecce Ansi KOMMOHEHTOB, TPebyoLlmx
npoueaypbl TECTUPOBAHMS HA HOBbIE NMPUMECH.

81. lNpu un3mMeHeHusaXx, He TpebylLmnx HOBOW rOCYOAPCTBEHHOW perncrpaumm
NneKapcTBEHHOrO CpeacTBa, AepXaTenb perucTpauyMoHHOro yaoCTOBepeHua nopaet
3asBrieHMe B YMNOSIHOMOYEHHbIN OpraH O BHECEeHUM W3MEHEeHUA B pasgensl
perncTpauuoHHOro aocbe, ¢ 0BOCHOBaHWSMW AN NPOBEeAEHUs YMONMHOMOYEHHbIM
OpraHoM 3KCMNepTU3bl B YAaCTW BHOCUMbIX 3asiBUTENEM U3MEHEHU.

82. WameHeHunsa, koTopble TpebyloT HOBOWM rOCyLapCTBEHHOW perncrpaumm
nekapcTBEHHOro cpecTaa:

1) no6aBneHne ogHoro unu 6onee akTUBHbLIX BELLECTB;
2) yoaneHue ogHoro unm 6onee akTMBHbIX BELLECTB;
3) KONMMYECTBEHHbIE M3BMEHEHMNS aKTUBHbIX BELLIECTB;

4) 3aMeHa akKTUMBHOro BewecTtBa Ha ero cofieBoe uim n3oMepHoe npon3BoaHoe C
TeM Xe TeparneBTU4ECKUM Sd)d)eKTOM;

5) 3ameHa n3omMepoB aKkTUBHbIX BELLECTB U UX CMECEN;

6) 3amMeHa aKTMBHOro BeLLEeCTBa, BbIOENEHHONo U3 NPUPOOHbLIX UCTOYHWKOB MU
Nony4eHHOro BUOTEXHOMNOrMYEeCKUM NyTeM, BELLECTBOM WNW MPOAYKTOM, MOMyYeHHbIM
APYrMM nyTem;

7) nameHeHue (popmsbl Bbirycka, A03MPOBKN, COCTaBa akTUMBHOro(bIx) BewecTsa(B)
neKkapCTBEHHOro CpeacTBa;

8) wu3MeHeHMe MecTa nNpousBOACTBA UMW  MpeanpusaTUA-NponsBoauTens
nekapCcTBEHHOro CpeAcTBa;

9) pobasrneHne nokasaHMM B OPYron TepaneBTUYeckoW obnactu (rnedeHue,
AnarHocTvka unuM npounakTnka - onpepenstoTcs B COOTBETCTBUM C OEWCTBYOLLEN
aHaToOMO-TepaneBTUYECKO-XUMNYECKON Kaccugukaumen);

10) M3MeHeHus MoKasaHWin B APYron TepaneBTMyeckon obnactn (nedveHue,
AnarHocTvka unuM npounakTnka - onpefenstoTcs B COOTBETCTBUM C OEWCTBYOLLEN
aHaToOMO-TepaneBTUYECKO-XMMMUYECKON Knaccudukaumen);

11) n3ameHeHne BMOJOCTYMNHOCTMU;

12) nameHeHne hapmMaKkoKMHETUKN;

13) nameHeHne [O3NPOBaHMSA NEKAPCTBEHHOrO CPeacTBa;

14) nameHeHune nnn gobdasneHne HOBOW NIeKapCTBEHHOW hOPMbl;

15) nameHeHne unm gobasneHne HOBOro MyTW BBEAEHUS (ONA napeHTepanbHbIX
dopM B CBA3M C OTAMYMAMM B IPGEKTMBHOCTM M BGe3onacHoCTM npenapata npu
BHyTpuapTepuanbHOM, BHYTPUBEHHOM, BHYTPUMbILLEYHOM U APYrUX NyTAX BBEAEHUS).

83. NpoBeaeHne NepBUYHON IKCNEPTU3bl U NPUHATUE PELLUEHUIA YNOSTHOMOYEHHbIM
OpraHoM OCYLLECTBATCA B TedeHne 14 kaneHaapHbIX OHEN.



84. B cnyyae npepocrtaBneHus 3adBuTeneM [OOKYMEHTOB WM [aHHbIX 41
BHECEHMSI W3MEHEHUA B perncTpauMoHHOE [OoCbe He B [MOofHOM o06bewme,
YNONMHOMOYEHHbIN OpraH OOHOKPaTHO, B CPOK A0 5 paboumx gHen CO OHA nogadu
3asiBrieHVs, 3anpalumBaeT y 3asBuTens HegocTawlwme LOKYMEHTbl W/Wnn gaHHble Mo
BHOCUMbIM 3a8BUTENEM N3MEHEHUSIM.

85. [lepxxaTenb perncTtpaumMoHHOro yaoCToBepeHUs AOSMKEH NpeocTaBuTb OTBET
Ha 3anpoc YMOfIHOMOYEHHOro opraHa He nosgHee 20 kaneHAapHbIX OHEW CO AHA
nosTly4eHusi MMCbMEHHOro 3arpoca.

86. Bpems, HeobxoaumMoe Ans pacCMOTPEHUSA N NOATOTOBKN 3asBUTENEM OTBETA,
He BXOOMUT B CPOK, YKa3aHHbIN B NnyHKTe 83 HacToswero MNopsagka.

87. OJKcneptv3a W3MEHEHUMW B pPErMCTPaUMOHHOE [OCbe FEeKapCTBEHHbIX
npenapaToB OCYLLECTBNAETCA YNOTHOMOYEHHbIM OPraHOM B YacTU PerucTpaumoHHOro
[0Cbe, KOTopas NnoABepraeTcs U3MEHEHMIO.

88. OcHoBaHMAMM AOnsi Ha3HaAYeHUs WM NPOBEAEHMS  chneumann3npoBaHHOM
3KCNepTU3bl ABMAKTCA NONOXUTENBHOE 3aKNOYEHNEe NEPBUYHON SKCNEPTN3bI MO NToram
OLEHKM BHOCUMbIX W3MEHEHWN B PErucTpaumoHHOE OOCbe U BHECeHwe onnaTbl 3a
npoBeaeHne aKCnepTuabl. 3asiBUTENb NPOM3BOAUT onnaTy B TedeHne 45 kaneHgapHbIX
AHEN co OHA npenbsiBNeHust cyeta Ha onnaTty. Bpewms, Heobxoanmoe ans onnatbl, He
BXOAWUT B CPOK NPOBEAEHNS 3KCNEPTM3bI.

89. lNposeageHne cneunannu3MpoBaHHOM 3KCNEPTU3bl AOKYMEHTOB U MNPUHATUE
peLleHnn YyNosTHOMOYEHHbIM OPraHoOM MO BHECEHUK W3MEHEHWN B perucTpaumoHHoe
A0Cbe OCYLLECTBAATCA B CPOK A0 60 kaneHOapHbIX AHEN CO OHS OCYLLECTBIEHUS
onnartbl 3agBUTENEM.

90. YNOonMHOMOYEHHBIN OpraH npu NpoBeAeHUn cneumanmsnpoBaHHON 3KCNepTU3bl
N3MEHEHUN, BHOCMMbIX B pErMCcTpaunoHHoOe 4OoCkbe, MeeT NpaBo OAHOKPATHOro 3anpoca
B NMMCbMEHHOM W/MN 3NEKTPOHHOM BuAe O NpeAcTaBNeHNN JOKYMEHTOB U/MNN AaHHbIX
AN151 BOCMOMHEHNA NpeaCTaBNeHHbIX 3asiBUTeNeM AOKYMEHTOB U/UNWN SaHHbIX.

91. Cpok npefncrtaBneHusi 3asiBUTENEM OTBETA Ha 3anpoc YNOSTHOMOYEHHOro
opraHa npu  cneuynanumsanpoBaHHOW  SKCNEPTM3E€  BHOCUMbIX  WU3MEHEHUN B
perucTpaunoHHoe [ocbe He forkeH npesBblwate 30 KaneHOapHblX AOHen. Bpewms
npeacraBneHns 3asBuTeNieM OOKYMEHTOB MO 3anpocy YMNOSHOMOYEHHOro opraHa B
npouecce BHECEHUSI UBMEHEHUI N 3KCNEPTU3bl IEKAPCTBEHHOIO CpeacTBa HEe BXOAUT B
CPOKM NpoBeAEeHNS SKCNepPTU3bl 1 NpoLeaypbl BHECEHUS UBMEHEHUI B perMcTpaunoHHoe
A0Cbe NeKapCTBEHHOrO npenaparTa.

92. Mo pesynbTatam crneunanmM3aMpoBaHHOM 3KCNEPTU3bl W 3akNyeHus o6
OTCYTCTBMM  BIIUSIHUSE BHOCUMbIX W3MEHEHUM Ha kKayecTBOo, 6e3onacHOCTb MU
3PPEKTUBHOCTL NEKAPCTBEHHOIO CpPeAcTBa, YMNOSIHOMOYEHHbIN OpraH MpuHUMaeT
peweHne B CpPOK, He npeBbllwawwmn 5 pabounx gHen, 0 BHECEHUN WU3MEHEHUN B
perMcTpaunoHHoe OocChe.

93. YNOnMHOMOY€EHHbIN opraH B TedeHue 2 paboumx AHen co AHSA NPUHATUS peLleHUs]
BHOCWUT COOTBETCTBYIOLLYHO 3anucb B [0CYy1apCTBEHHbIN PEECTp NEKAPCTBEHHbIX CPEACTB
Kblpreiackort PecnyGnuvks 1 HanpaBnsieT yBeOooOMIIEHVME 3asiBUTENO O BHECEHHbIX
N3MEHEHMSX.



94. lNpn BHECEHUN U3MEHEHUN B PErMCTPaALMOHHOE OOCbE B 4YacTU U3MEHEHUW,
BHOCUMbIX B MHCTPYKLMIO MO MEAULMHCKOMY NPUMEHEHUIO NEeKapCTBEHHOro npenapara,
YNONTHOMOYEHHbIM OpraHoM YTBEPXOAAeTCsa W BblOaeTCca 3asdBUTEN0 B CPOK, He
npesbiwarowmnn 10 kaneHOapHbIX AHEW CO OHA MNPUHATUS pPELLEHUST O BHECEHUU
N3MEHEHNUA B perucTpaumMoHHOe [JOoCbe, HOBasg WHCTPYKUMA N0  MegUUMHCKOMY
NPUMEHEHNIO NIEKAaPCTBEHHOIO NpenaparTa.

95. MNpu BHECEHUN U3MEHEHWUI B PErMcTpaLMoHHOE JOCbe B YacTU U3MEHEHWI B
MapKMpOBKe NEKapCTBEHHOIO cpeacTBa, YNoNHOMOYEHHBIM OpPraHOM COrNacoBbIBaOTCSA
M BblOAOTCA 3asBUTENIO HOBble MakeTbl YMaKOBOK B CPOK, He npeBbiwatowmii 10
KaneHoapHblX [HEW CO [OHA MNPUHATUA peLleHnss O BHECEeHUM U3MEHEHU B
perncTpaLumoHHoe OoChe.

96. B cnyyae ecnu BHOCUMbIE U3MEHEHWS 3aTparMBatoT AOKYMEHTbI U/UNn AaHHbIe
PEerncTpauMoHHOro YOOCTOBEPEHUS, 3asiBATENO B CPOK, He npeBblwatmowmn 10
KaneHaapHblX [OHeN CO [AHA MPUHATUS pPEeLleHUss O BHECEHUN W3MEHEHWUIA B
perucTpaLumMoHHoe [O0Cbe, BblAAeTCA HOBOE PEerucTpauuMoHHOe YOoCTOBEepeHue nopn
NPEXHUM HOMEPOM Ha OCTaTOYHbIA CPOK OEWCTBUS perucTpauum neKapCTBEHHOro
cpencTBaa.

97. B cnyyae ecnu BHOCUMbIE U3MEHEHUA 3aTparnBaloT JaHHblE HOPMATMBHOIO
AOKYMeHTa Mo KayecTBy, 3asBUTENIO B CPOK, He npesbiwarwmn 10 kaneHaapHblx gHeN
CO [OHS MNPUHATUS pPELUEHNS O BHECEHUN WU3MEHEHUN B pPErncTpaumMoHHOE AoChbe,
BblAaeTCcsi COrnacoBaHHOE N3MEHEHNE K HOPMaTMBHOMY AOKYMEHTY MO KayecTBy.

98. B cnyyae BHeCeHUA He3HaYMMbIX U3MEHEHWUW, He 3aTparnBalroLMX acrneKkToB
GesonacHocTn, KadectBa M  3(MEPEKTMBHOCTU JIEKAPCTBEHHONO CpeacTBa, HO
3aTparMBaloLLnX UI3MEHEHNE MAKETOB YNaKOBOK NIEKAPCTBEHHOIO CPeACTBa, MHCTPYKLMUM
Nno MeANLNHCKOMY NPUMEHEHUIO, @ TakkKe N3MEHEHUI LUTPUX-KOAA 1 LLIBETOBOIO An3anHa
YNaKOBKM U MHbIX, pa3pellaeTcss Npou3BOACTBO M BBO3 NEKAPCTBEHHONO CpeacTBa B
paHee yTBEPXAEHHbIX yNakoBKax U C UHCTPyKUMEn no MeauUMHCKOMY MPUMEHEHUIO B
TeueHne 180 kaneHgapHbIX AHEN C OaTbl BHECEHUSI UBMEHEHUM.

99. [lonyckaeTcsa o4HOBPEMEHHAs peanu3auna nekapCTBEHHOro cpeacTBa B paHee
N BHOBb YTBEPXOEHHOW YMNakKOBKe, C paHee W BHOBb YTBEPXAEHHOW WHCTPYKUMEN MO
MeANLMNHCKOMY NMPUMEHEHUIO O OKOHYaHUS CPOKa rOAHOCTM NeKapCTBEHHOrO CpeacTsa,
€CINK1 3TO He NPOTUBOPEYNT NpaBuiaM Hagnexallen npakTukn papmakoHagsopa.

100. XpaHeHne perucTpaunoHHbIX OOCbe W AOKYMEHTOB, MpenCTaBlieHHbIX AN
rocyJapCTBEHHOW perucTpauuu, MNoATBEPXKAEHUA  perucTpaumm  NnekapCTBEHHbIX
CpeactB, BHECEHUSI UW3MEHEHUW B pPeErncTpaumMoHHOe [OoCbe, OCYLEeCcTBAseTcs
YNONTHOMOYEHHbLIM OpraHOM B COOTBETCTBMM CO CPOKaMu XpaHeHusi. PernctpaumoHHbie
Aocbe nognexaT YHUYMTOXEHUIO B nopsigke, onpeaeniieMoM 3akoHoOaTenbCTBOM B
cthepe apxvmBHOro gena v genonpous3BoacTea. PerncrtpaunoHHoe Aocbe XpaHUTCs C
cobniogeHnem TpeboBaHUA KOHMUOEHUMANbHOCTM HE3aBUCMMO OT pe3ynbTaToB
3KCNepTU3sbI.

naBsa 5. NMopsaaok npoBeaeHUs1 yCKOpeHHOW npoueaypbl
perncTpauum nekapcTBeHHbIX CpeacTB



101. JlekapcTBeHHbIE CpeAcTBa nognexaT npouenype YCKOPEHHON perncTpaumm,
6e3 cHMXeHnst TpeboBaHM K X KayecTBy, aPPEKTUBHOCTN N Ge30NacHOCTK, B Cryvasx
ecnu:

1) nekapcTBeHHble cpeacTBa BXOOSAT B MNepeyveHb NpekBanMpuLMpoBaHHbIX
BcemupHoii opraHnsaummn 3apaBooXpaHeHUst ieKapCTBEHHbIX CPeACTB;

2) nekapCTBeHHble cpeacTBa WMeNT perucTpaumio B AgMUHUCTpauMM no
nekapcTBeHHbIM cpeacteam u nuweBbiM npoayktam CLIA (FDA), EBponenckom
areHTcTBe no meguumHckmm npogyktam (EMA) (no ueHTpanusoBaHHOW npoueaype),
AreHTCTBE MO IeKapCTBEHHbIM cpeacTBam M MNpoAyKTaM MeOULMHCKOro HasHaveHus
AnoHnn (PMDA), AreHTcTBe TepaneBTuyeckux npoayktos LUesenuapum (Swissmedic) n
AreHTCTBE MO pEerynMpoBaHUIO NeKapCTBEHHbIX CPeacTB U NPOAYKTOB MeAULIMHCKOrO
HasHaveHusa Bennkobputanum (MHRA).

102. YckopeHHas npoueaypa perncrpawmm nekapCTBeHHbIX CPeaCcTB NPOBOANTCS B
COOTBETCTBUM C MpoLeaypamu, npeaycMoTpeHHbIMK rrasou 2 HacToswero Nopsaaka, 3a
UCKMoYeHeM nabopaTopHbIX MUCNbITAaHUW 06pasuoB NeKapCTBEHHONo CpeacTsa,
NPOBOAUMbBIX B XO4€e Cneumann3npoBaHHON 3KCNepTU3bI.

103. YcCKOpeHHast 9KcnepTu3a JIeKapCTBEHHOro cpeacTBa  NPOBOAUTCA
YNONIHOMOYEHHbIM OpraHoM B TeyeHuMe 45 kaneHgapHbIX OHEeW cO AHSA nopayuv
3asiBUTENEM 3asBrieHnsi O NPOBEeAEHUN rocygapCTBEHHON permctTpauuu.

104. B 3asBneHun O NpoBeLEeHUM roCydapCTBEHHOM perncrTpaumm 3asiBUTESb
Aenaet OTMETKY O NpoBefeHnn npouenypbl YCKOPEHHOW pernctpauuu.

105. K 3aaBneHnto npunaratoTcs crnegyowme JOKYMEHTbI:

- perucTpauuoHHoe [OoCbe, aHanorMyHoe nofdaHHOMY 3asiBUTeNnemM B pamkax
MporpamMmbl NpekBanudUKaLuy nekapcTBEHHbIX cpeacTs BcemupHoi opraHusauum
30paBOOXPaHEHS;

- 9KcnepTHasi oueHka (konus), noaTBepxaawwasa dakT npeksanudukaumm
BcemupHoM opraHusaumen 3gpaBoOXpaHEeHUs, Unn BbINUCKa (KONUS) O pernctpaumm B
OAHOM M3 OpraHoB (areHTCTB 1 agMUHUCTPaLMK), yKasaHHbIX B NyHKTe 101 HacToswero
Mopsiaka.

106. Ha ocHOBaHMM NOSIOXUTENBHOIO 3aKSTOYEHNS, MO UTOram OUEHKM Ha MOMHOTY
N KOMMMEKTHOCTb [OKYMEHTOB PerMcTpauuoHHOro Aocbe YMNOSIHOMOYEHHbIA OpraH
BbICTaBnsieT cyeT Ha onnaty He no3gHee 10 kaneHgapHbIX AHEW, W 3asiBUTENb
Npoun3BoauT onnaTy B TedeHue 45 kaneHaapHbIX AHEN CO OAHA NpeabsBrieHUs cyeTa Ha
onnarty. Bpems, Heobxoaumoe ans onnatbl, He BXOAUT B CPOK NPOBEAEHNSA IKCNEPTUSbI.
HeBHeceHne 3asiBUTENEeM onnatbl 3a MpPoOBeAEHWE YCKOPEHHOW  npoueaypbl
rocygapCTBEHHOM  pernctpauuMm  NeKapCTBEHHOrO  cpeacTBa  BfeyeT  OTKas
YNOSTHOMOYEHHONO  OpraHa B YCKOPEHHOW  rocydgapCTBEHHOW  perucTpauum
nekapcTBEHHOro cpeacTea.

107. Cneumanun3anpoBaHHas 3KCNepTM3a PermcTpauuoHHOro OoCbe NpOBOAUTCA
nocne nosflydeHust onnaTbl 3@ YCKOPEHHYIO perMcTpauunio fIeKapcTBEHHOIo CpeacTBa B
TevyeHue 30 gHen.
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108. Ha 3apeructpupoBaHHOE feKapCTBEHHOE CPeACTBO MO  YCKOPEHHOM
npoueaype perucrpaumm ynosIHOMOYEHHbIN OpraH BblJaeT 3adBUTEN0 B CPOK, He
npeBbllaWmn 3 pabounx AHEN Co AHA NPUHATUS UM PeLLEHNS, Nod NoANuCh:

- permcTtpaumoHHoOe YOOCTOBEPEHME, C YKas3aHMEM CpOKa, B TEYEeHMe KOTOpOoro
paspellaeTcss MeAULMHCKOE NPUMEHEHUE NEeKapCTBEHHONO CpeAcTBa Ha TeppuUTopun
Kbipreiackon Pecnybnuku;

- WHCTPYKUMIO MO MeOMUMHCKOMY TMNPUMEHEHMIO, Ha [OCYAapCTBEHHOM MU
ohmumansHOM sidblkax, YTBEPXKAEHHYIO YNOSTHOMOYEHHbIM OpraHoM;

- cormacoBaHHbl€ YNOJIHOMOYEHHbIM OPraHOM MaKeTbl YNaKOBOK;

- COINacoBaHHbIA  YNOMHOMOYEHHLIM OpraHOM HOPMATMBHbIA [AOKYMEHT Mo
KayecTBy.

109. 3apernctpmpoBaHHOE fieKapCTBEHHOE CPeACTBO MO YCKOPEHHOW npouenype
permctpauun feKapCTBEHHONO CpencTBa BHOCUTCA B TeyeHue 2 paboumx OHen B
["ocymapcTBEHHbIN peecTp fekapCTBEHHbIX cpeacTs Kblprbldackon Pecnybnvku.

MnaBa 6. NMNopsaaok BHeCeHUA NeKapCTBEHHOro cpeacTea B
FocypapcTBeHHbIN peecTp NeKapCTBEHHbIX CPeaAcTB
Kbiprbiackon Pecnybnukm v Bbigayum ayonukara
perncTpaumoHHOro yaoctoBepeHus

110. M'ocyaapCTBEHHbIN peecTp NnekapcTBeHHbIX cpeacTB Kbiprbiackon Pecnybnvkm
aBnseTca  ouumnanbHbIM - ANIEKTPOHHLIM  OKYMEHTOM yyeTa 3aperMcTpupoBaHHbIX
nekapctBeHHbIX cpeactB B Kelprbisackon  Pecnybnuke, BedeHWe  KOTOPOro
OCyLLeCcTBNAeTCs YNOSIHOMOYEHHbLIM OPraHOM.

111. VIHdhopmaumsa o 3aperncTpmpoBaHHbIX NEKapCTBEHHbIX CPeaCcTBaX, a Takke
neKapCcTBEHHbIX CpeacTBax, npowleawmnx npouenypy noaTBEpXAEHUa pernctpaumm, B
TeyeHne 2 paboumx OHen BHOCUTCA B [OCydapCTBEHHbIN pPeecTp feKapCTBEHHbIX
cpeacts Kbiprbidackon Pecnybnukn (ganee - [ocygapCTBEHHbI peecTp) B Buae
peecTpoBOM 3anucu, C MPUCBOEHUEM NeKapCTBEHHOMY CpPenCTBY PerucrpaumoHHOro
Homepa.

112. B ['ocyaapCTBEHHbIN peecTp BKIKYAKTCA YTBEPXKAEHHbIE YNONTHOMOYEHHbIM
OpraHoOM MHCTPYKUUM N0 MeULNHCKOMY NPUMEHEHNIO.

113. JlekapCTBEHHbIE cpencrTea, 3aperncTpmMpoBaHHbIe, nony4unsLine
noaTBepXaeHne pernctTpaunmn n BHeCeHHbIe B [0CyaapCTBEHHbIN peecTp, paspeLuarTcs
K MeauLMHCKOMY NpuMeHeHuto Ha TeppuTtopum Keipreidckon Pecnybnvku Ha Becb nepmog
AENCTBUS perncTpaLmoHHOro yaoCTOBEPEHUS.

114. TocypapcTBeHHbI peecTp nybnukyetcsas Ha odumumansHOM cante
YNONTHOMOYEHHOIO OpraHa u 0OHOBMNAETCA HA NOCTOAHHOW OCHOBE B PEXUME OHManH.

115. Tpu NPUHATUM YNONMHOMOYEHHBIM OpraHoOM peLleHUs O MNPUOCTaHOBKE
AENCTBUS UM aHHYyNMpoBaHuM  (OT3biBE)  PErMcTpaumMoOHHOIO  y4OCTOBEpEeHUs
nekapCTBEHHOro  cpeactBa  Ans MEOULMHCKOrO  NPUMEHEeHUS, BHECEeHWe
COOTBETCTBYHLLEN PEECTPOBON 3anncy B [0CyaapCTBEHHbLIN PEeCTp OCYLLECTBAETCH B
CPOK, HE MpeBbIWaLWMi 2 pabounx gHEN Co AHS NPUHATUSA TaKoro peLLeHus.



116. B cnyyae yTpatbl (MOpyM) perucTpaLmMoHHOro yaoCcToBepeHusi, npeactaBmTenb
Aepxatens permcTpaumMoHHOro yagocToBepeHns Bnpase o6paTUTbCA B YNOSIHOMOYEHHbIN
OpraH c 3asiBNeHnem o Bblgaye gybnukara perMcTpaumoHHOro yaoCcToBEPEHUS.

117. B cny4ae nopyn perncTpaumoHHOro yaoCToBepPEeHNs, K 3asBleHNIO O Bblaade
ero gybnukarta npunaraeTcs UCNopyYeHHOe perncTpaumoHHoe YAOCTOBEPEHME, B CriyYae
yTpaTbl - coobLieHne 06 yTpaTe B CpeacTBax MacCoBOn MHOpMaLUn.

118. B TeyeHne 7 kaneHgapHbIX AHEW CO OHSA NOMyYeHUsa 3adBfeHUa O Bblgade
aybnvkata perucTpauMoHHOro yOOCTOBEPEHWs W onnaTthl 3asBuTeneM 3a Bblaady
aybnvkata permctpaumMoHHOro YAOCTOBEPEHUS YMOMHOMOYEHHbIN opraH odopmnseT
ayénukaT  permcTpauMoHHOro  yOOCTOBEpeHMs Ha OGnaHke  pernmcrpauyMoHHOro
yAOCTOBEPEHNS C OTMEeTKoM "aybnukaTt" n BbldaeT AepXaTenio pernctpaumoHHOro
yAOCTOBEPEHNA NN ero NpeacTaBuUTento.

MnaBa 7. OCHOBaHUA NpMOCTaHOBNEHUA AEeNCTBUSA
perMcTpaunmoHHOro yaoCTOBEPEHUS UM aHHYJIMPOBaHUA
perMcTpaumoHHOro yaoctToBepeHus

119. OrpaHnyeHvne [encTBuUS PErmcTpaumoHHOro YAOCTOBEPEHUA MNPUMEHSIETCA
YNONTHOMOY€EHHbLIM OpraHoM NOCPEeaACTBOM:

- NPUOCTaHOBNEHMWS AEACTBUS PErMCTPALMOHHOTO YAOCTOBEPEHNS;
- aHHyNMpoBaHUs (0T3blBa) PErMCTPALIMOHHOIO YAOCTOBEPEHMS.

120. [enctBne permcTpaumoHHOro  yOOCTOBEPEHUS  MpUOCTaHaBIMBaETCH
YNOSTHOMOYEHHbLIM OPraHoOM CO [HS YCTaHOBEHUS:

1) AOKYMEHTanbHO NoATBepPXOEHHbIX (haKTOB HECOOTBETCTBUS KAYeCTBEHHOMO U
KONMYECTBEHHOr0  CcOCTaBa  BbIMYLWEHHbIX Cepuii  NeKapCTBEHHOro  CpeacTBa
3asiBNEHHOMY cOCTaBy, KpoMe crydaeB MoAaHHOW 3asiBUTENeM B YMNOSTHOMOYEHHbIN
opraH 3asiBNeHust O BHECEHUW W3MEHEHWI B pPerncTpaumoHHOE [O0Cbe MO COCTaBy
neKkapcTBEHHOroO CPeAcTBa;

2) OOKa3aHHOro B COOTBETCTBUM C 3aKMHOYEHMEM IKCNEPTU3bl HEGNAronpusaTHOro
COOTHOLWIEHNA "nofib3a - puUCK" UM BbISABMEHUA OOKYMEHTaNbHO MNOATBEPXOEHHOMN
He4OCTaTOuYHON TepaneBTUYecKon 3d(p(EKTUBHOCTM NEKApPCTBEHHOrO cpeacTtsa npu
cobniogeHnn ycrnoBuin ero NPUMEHEHUS, OMUCAHHbLIX B MHCTPYKUMU NO MeAULMHCKOMY
NPUMEHEHNIO;

3) HeycTpaHeHus pOepxaTenem permcTpaunoHHOro YAOCTOBEPEHMSI B CPOKW,
YCTAHOBMEHHbIE  YMONHOMOYEHHbIM  OpPraHOM,  BbISIBIIEHHbIX ~ HECOOTBETCTBUIA
NPOM3BOACTBA U METOA0B KOHTPOIS, 3asABMNEHHbIX B PETMCTPALIMOHHOM [OChE;

4) dakta Hebe30nacHOCTW NeKapCTBEHHOIO CpeacTBa (NekapCcTBEHHOEe CPeacTBO
SIBNSIETCA ONacHbIM U NpeAcTaBnseT PUCK NPUYMHEHUSI Bpeda 300pPOBb0 YeroBeka) B
COOTBETCTBUM C 3aKMNOYEHMEM CreLnanm3npoBaHHON 3KCNepTU3bI.

121. [dewnctBuve pernctpaumoHHOro YAOCTOBEPEHUs MpuUOCTaHaBNMBaeTCa Ha
OCHOBaHUW peLLeHUst YNOSTHOMOYEHHOro opraHa, C ykadaHneM cpoka npuoCcTaHOBIIEHUS
AENCTBUS perucTpaLmoHHOro yaoCToBepeHUs.

122. [MpumeHeHne wn peanusauus NEeKapCTBEHHONO CpeacTBa Ha nepuos
NPUOCTaHOBMNEHUS PEMMCTPALIMOHHOIO YAOCTOBEPEHUS HE JOMYCKAKOTCA.



123. AHHynMpoBaHue (OT3biB) PErMCTPALMOHHOIO yOOCTOBEPEHUS MPON3BOAUTCS
YNOMHOMOYEHHbIM OPraHOM Ha OCHOBaHWN:

1) BbISIBNEHMS CriydaeB NpeacTaBfeHnst 3asiBUTENeM HeJOCTOBEPHbIX CBeAEHWUMN,
KOTOpble He MOrMK BbITb YCTAHOBIEHbI NMPU PErMCTPaLMM NIEKAapCTBEHHbIX NpenapaTos;

2) BCTYNMBLLETO B 3aKOHHYHO CUIY PeLLeHus Cyaa;

3) nonyyeHna N NMOATBEPXKOEHUS HOBbIX CUCTEMHbIX AAHHbIX O MPEBOCXOACTBE
PUCKOB, CBSI3aHHbIX C MPMMEHEHUEM JleKapCTBEHHOro npenaparta, Hag nonyyaeMon ot
Hero NoJfib3oMn.

124. YNONMHOMOYEHHLIN OpraH HanpasndeT gepXaTeni perncTpaunuoHHOro
yAOCTOBEPEHNA NMUCbMEHHOE YBeAOMIIEHNE, C MPUITOXEHNEM MPUHATONO peLleHus, o
NPUOCTAHOBNEHUN OENCTBUA PETMMCTPALMOHHOIO YAOCTOBEPEHUS UMW aHHYNMPOBAHUN
(OT3bIBE) pEerncTpauMoHHOro YAOCTOBEpPEHMS B TeveHMe 5 paboumx OHen co AHs
NPUHATUA  YNONMHOMOYEHHLIM OpraHoOM peLleHUss O MNPUOCTAHOBIEHUN OeNCTBUSA
PErnMcTpPaunoHHOro yaOCTOBEPEHNA WU aHHYNMPOBaHUKN (OT3bIBE) PErMcTpaumoHHOro
YAOCTOBEPEHMS.

125. B cnyyae aHHynupoBaHusa (OT3blBa) PeErucTpaumoHHOro yOoOCTOBEPEHWUS,
YMOMHOMOYEHHbIN OpraH MpuHMMaeT Mepbl W/WUnu AOenCTBUS, HanpasfeHHble Ha
npekpaLleHne NocTaBoK fekapCTBEHHOro cpeacTBa, permcTpaumMoHHOe YOOCTOBEpPEHME
KOTOPOro ObIfI0 aHHYNMPOBaHO YMNONIHOMOYEHHbLIM OpraHoM, a Takke Mepbl Mo ero
n3bLATUI0O U3 obpalleHusa. B criyyasx nNpUMeHeHus nekapCcTBEHHOro cpeacTsa Mo
XMU3HEHHbIM MOKa3aHWAM NUUaMn, paHee UCMNOoMNb3yLWMMN fieKapCTBEHHOE CpeacTBo,
perncTpaunuoHHoOe yaoCTOBEPEHNE KOTOPOro 6bino aHHYNMPOBaHO YMOSTHOMOYEHHbLIM
OopraHoMm, ykasaHHble nvua NnpuMeHsT yKkadaHHOe NnekapCcTBEHHOe CpeaCcTBO B 00beMax,
paccYMTaHHbIX Ha KYpC NeYeHuns.

126. [laTon npekpaweHmsa eNCTBUS PErMCTPaLMOHHOIO yaAOCTOBEPEHUS ABNSETCA
AaTa BHECEHNSA COOTBETCTBYHOLLEN 3anicu B [[0CcygapCTBEHHbBIN peecTp.

127. 3asBuTenn uMeroT npaBo ob6xanoBaTb peLeHne ynosIHOMOYEHHOrO opraHa o
NPUOCTAHOBMNEHUN AEWCTBUS PErmcTpaLMoHHOrO yAOCTOBEPEHUS, aHHYyNMpoBaHUU
(OT3bIBE) pPErmcTpauuoHHOro yOOCTOBEPEHUS B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Kbiprbiackon PecnyGnukn.

NnaBa 8. O6sA3aHHOCTK gepXKaTenen permcTpaumoHHbIX
YAOCTOBEPEHNN

128. B cny4yae cMeHbl gepxaTtens permcrpaumoHHOro yaoCTOBEpPEHUs, HOBbIN
Aepxarens perncTpaunoHHOro yOOCTOBEPEHUSA OOSDKEH npeacraBuTb
YNONIHOMOYEHHOMY OpraHy [AOKyMeHTanbHoe noATBepXAeHne CMeHbl AepXaTens
perncTpaunoHHOro yagoCToBePEHUs B CPOK, He NpeBbiwatowmi 15 kanengapHbixX AHEN CO
OHA CMeHbl Aep)aTensi permcTpaumoHHOro YOOCTOBEPEHUS, C NOATBEPXKOEHMEM
BO3MOXHOCTU  BbINOSIHEHUS WM 0BsI3aHHOCTEN fepXaTens  pPerncTtpaumoHHOro
yaocTtoBepeHna n cobntogeHnst TpeboBaHuin, ycTaHOBEHO HacTosAWmMM NopsiakoMm.

129. [lepxatenb pernctpaumoHHOro yaoCTOBEPEHUA OOIMKEH He3amMeasiMTenbHO
yBEAOMMUTb YNOMHOMOYEHHbIN OpraH o NboM 3anpeTe Unu orpaHNYEHNn MeanLUHCKOro
NPUMEHEHNA NEKAaPCTBEHHOIO CpeacTBa, HaNOXEHHOM YMNOSTHOMOYEHHbIMU OpraHamm
Kakoro-nnbo rocygapcrea, Ha pbiHKE KOTOPOro Haxo4MTCs fleKapCTBEHHOE CPeaCcTBO, U



060 Bcex cBeaeHuUsIX, KOTOpPbIE MOTYT NOBSIMATL HA OLIEHKY COOTHOLLEHUS "nonb3a - puck”
paccMmaTpmMBaeMOro JieKapCTBEHHOIoO CpeacTBa.

130. CBeaeHusi, npefoctaBnsieMble 3asiBUTENIEM B YMNONIHOMOYEHHbIA OpraH,
OOMMKHbI - BKMOYATb  Kak MNOSIOXKUTENbHble, Tak W OTpuuaTerbHble pes3ynbTathl
KNMUHNYECKMX UCCrefOBaHUN NN NHbIX UCCefOBaHUA MO BCEM MOKa3aHUsM M BO BCEX
rpynnax nauneHToB, HE3aBMCUMO OT BKIIOYEHUS X B PErMcTpaLmMoHHOe JoCke, a Takke
AaHHble O MNPUMEHEHUN neKapCTBEHHOro CpencTBa, €Crn Takoe MpUMEHEeHue He
cooTBeTCTBYyeT TpeboBaHMSM perncrTpaummn.

131. B cnyvyadx NpUMEHeHUs Mep BpPEMEHHbIX OrpaHuMYeHUn, CBA3AHHbIX C
BbISIBIIEHUSAM pUCKa ONS 340POBbs YenoBeka rnpuv NpMMEHeHUn 3aperncTpupoBaHHOMO
neKapcTBEHHOro cpeactBa B CBA3W C BHOCUMbIMW JepxaTenem perucrpaumoHHOro
YyAOCTOBEPEHNA U3MEHEHUAMU B fleKapCTBEHHOEe CPeAcTBO, yKaszaHHas MHopmaums
AOMMKHa ObITb NepefaHa UM B CPOK He NO3gHee OHS, Creaylowero 3a AHEM BBEAEHMS
BPEMEHHbIX OrPaHNYEeHnI, B YNONIHOMOYEHHbBIA OpraH, C yKasaHueM Npu4nH, xapakrtepa
n oaTbl BBOAA B JENCTBUE BPEMEHHBIX OrpaHUYeHni.

MpunoxeHwne 1
K MNopsagky
rocygapCTBeHHOWM
pernctpauuu
neKapCTBEHHbIX CPeacTB
ANa MeauUMHCKOro
NPUMEHeHNS

PerMCTpaLIMOHHoe AOCbe NneKapCTBeHHOro npenaparta
OoTe4eCTBEeHHbIX npouaBop,MTeneﬁ JIeKapCTBeHHbLIX cpeancTB

1. PeFMCTan,I/IOHHoe JOoCbe J1eKapCTBEHHOro npenapata oTeYvYeCTBEeHHbIX
npomssoumeneﬁ JIEKapCTBEHHbIX CPEeACTB rpynnmpyeTcd no 4actam u npencrtaBndaeTcAd
B yI'IOJ'IHOMO‘-IeHHbIIZ OpraH B ABYX 3K3eMIidpax.

2. PerncrpaunoHHoe oCbe COCTOUT U3:

1) nepBon 4act - |. AQMUHUCTPATMBHLIE AAHHbIE:

- 3asBneHue;

- MPOEKT NHCTPYKLUN NO MEOULIMHCKOMY NMPUMEHEHUIO;

- KOMUA OOKYMeHTa (akta) O MpoBeAeHHOW apmaueBTUYECKOM MHCMeKuun 3a
nocnegHue 3 roga;

- cepTuuKaTt, yOOCTOBEPSIOWMIA NPOU3BOACTBO JlIeKAapCTBEHHOIO CpeacTBa B
YCIOBUSIX Hagnexawien npouM3BOACTBEHHOW NPaKTUKM (MpU Hanuymm, HoTapuanbHO
3aBepeHHasi Konusl);

- cepTuduKaT, noaTeBepxdawowmii 6e3onacHOCTb leKapCTBEHHOro cpeacTtsa
(NMPMOHOBYI0) Ha BELLLECTBA XUBOTHOIO MPOUCXOXAEHUS (€CNN NPUMEHNMO);

- cepTudmkat Ha LWTaMM MUKPOOpraHuama (MCronb3yeMoro fnpu Npov3BOACTBE
BaKLUMHbI, €CIN NPUMEHMMO);



- Jeknapauua o TOM, YTO 3asBUTENb HE HapylaeT WCKMIOYUTENbHbLIX NpaB
BnagenbueB OXpaHHbIX AoKyMeHToB Kbiprbidckon Pecnybnukuy;

- [OOKYMEHT, MNOATBEPXAAlLMN KavyeCTBO aKTUBHOM  dpapmaLeBTUYeCKOn
cybcTaHummn (cepTudumkaT aHanmaa/McnbITaHMn UNKU NPOTOKON aHanu3a/McnbITaHUn NNu
aHanuMTMYeCKUn nacnopT), BblOAaHHbIA MPOU3BOAUTENEM UMW aKKpPeAUTOBaHHOW
ncnoitTatensHon nabopartopuen;

- MPOTOKOMbl aHanu3a/McnbiTaHU Ha TPU OMbITHbIE CEPUM NEeKapCTBEHHOro
npenapata WM OOWH MNPOTOKON MCMbITAHU B COMPOBOXAEHMM 0Osi3aTenbcTBa O
npeaocTaBneHnn NPOTOKOMOB Ha ABE APYrne Cepun, Kak TONbKO OHM CTaHYT AOCTYMHbIMM
(BCe NpOTOKOMbl [OIMKHbI MOA4ABATLCA MO KaXdow 3asiBNIEHHOW MPOU3BOLACTBEHHOM
nnoLagke; NPOTOKONbl aHanM3a/UcnbiTaHUA NIeKapCTBEHHOrO npenapaTa AO0MKHbl ObiTbh
BbldaHbl NabopaTopuen 3aBoda WM CTOPOHHEW aKKpeaUTOBaHHOMW WUCMbITATENbHOM
nabopartopuen;

- UBETHbIE MaKeTbl HepBM‘JHOVI n BTOpI/I‘-IHOIZ YNaKoBOK;

2) Btopon 4actn - Il. Xumuyeckas, dapmaueBTudeckas un Guonornyeckas
AOKYMeHTauus:

- Ka4yeCTBEHHbIl U KONMYECTBEHHbLIA COCTAaB JIEKAPCTBEHHOro npenapara
(oencreyowme, BCioMmoraTenbHble BelecTBa, coctaB 06004k TabneTkm nnu kopnyca
Kancynbl);

- Mpou3BOACTBEHHAs peuenTypa WM MeToAd W3roToBneHuWs (cxema U KpaTkoe
onucaHue ctaguii TEXHOMNOMMYeckoro npotecca);

- Banngauuma nin oueHka npomn3BoacTBeHHOIo npouecca,

- YNaKoOBOYHbIA MaTepuan (BHYTPEHHSIS/BHELLHSAS YnakoBka) WM OOKYMEHTbI,
pernameHTUpyoLmMe Ka4ecTBO NEPBUYHBIX YNAKOBOYHbIX MaTepuaros;

- MeToAbl KOHTPONA KayecTBa aKTUBHbIX CyOCTaHUuMK (B Crydae MCNoNb30BaHUS
cybcTaHumn, He Bowewmnx B obLenpuaHaHHbIie dpapmakonen);

- MeTogbl  KOHTPONA  KayecTBa  BCNoMoratesflbHbIX  BewectB  (Kpome
drapmakonenHblX, ykasaTb CTaHAapTbl, MO KOTOPbIM KOHTPOMMPYKTCHA MOoKasaTenu
KayecTBa BCnomoraTenbHbIX BewecTs, Hanpumep, FOCTbI, cTaHgapTbl MeXAyHapOAHbIX
opraHusauun);

- MeTOoAbl KOHTPOSS Ka4ecTBa (cneundukaumm) Ha NPOMEXYTOYHbIE NPOAYKTLI (Mpu
HanmMuum);

- pe3ynbTaTbl UCMbITAHUS CTaBUNBLHOCTU HE MEHEE YEM Ha TPEX OMbITHbIX CEpPUsix
NPy LONTOCPOYHOM XPaHEHUMM WNN MPU YCKOPEHHOM XpaHeHWu, ¢ 06s13aTenbCTBOM
npenocTaBuTb  pesynbTaTbl  [AOMTOCPOMHONO  XpPaHEHUs, C YyKa3aHMeM CpPOKOB
npefocTaBneHus;

- YTBEPXOEHHbIN (Mpou3BOOUTENEM WM ayTCOPCUHIOBOW  UCMNbITATENbHON
nabopartopuei) HopMaTUBHBIN JOKYMEHT MO Ka4eCTBY NEeKapCTBEHHOIo npenapara;

- BanuMgauusi MeTOAMK  UCMbITaHWA  NekapCcTBEHHOro npenapaTta  (He
npenocTaBnsieTcs B criydae npsiMoro Mcnosb3oBaHus dhapmakonenHbiX MeToauK);

- cBefeHua O npodune pacTBOpPEeHUs TBEPAbIX A03MPOBAHHbIX NEKapCTBEHHbIX
dopm (ecnv NpUMeHUMO);

3) TpeTbeIZ yactu - Il CDapmaKonoqueCKaﬂ M TOKCUKOJIOorm4eckaa oKyMmeHTauunAa:



- TOKCUYHOCTb: nccnegoBaHmna TOKCUYHOCTHU NMpn OOAHOKPATHOM BBEOEHUN,
- nccrnegoBaHMA TOKCUYHOCTU NMpU MOBTOPHbIX BBEAEHUAX;,

- penpoayktmBHas (pyHKkumMs (dpepTunbHOCTb U obwas xapakTepucTmka
penpoayKTUBHOM (PyHKUUN);

- AaHHble OTHOCUTENBHO 3MOPMOTOKCUYHOCTU U TEPATOreHHOCTY;
- MyTareHHbli NoTeHumarn;
- KaHLIEPOreHHbI NoTeHuuan;

- (papmakognHamuka (obwas papmakognHamuka M hapmakogMHamuyeckme
3 peKTbl OTHOCUTENBHO NOKa3aHWI NeKapCTBEHHOro npenapara);

- NeKapcCTBeHHbIe B3aMMOENCTBUS;

- AaHHbIE NO N3YYEHUIO (*)apMaKOKI/IHeTVIKVI;

- MECTHaA NepeHOCUMOCTb;

- AaHHbl€ OTHOCUTEJIbHO annepreHHoCTn, HenepeHOCNMOCTU,

- [aHHble OTHOCUTESNIbHO BO3MOXHOW OMacHOCTU Ans Opr)KaI-OLLI,e|7| cpenbl
npenapartoB, KOTOPble coaepXaT reHeTn4eckn MO)J,VI(bMU,I/IpOBaHHbIe MUKPOOPraHn3mbl;

- ANsi NeKapCTBEHHbIX NpenapaToB XXMBOTHOMO NMPOUCXOXAEHUS B pasaerne AormkHa
ObITb AaHa Takasi 4ONONHUTENbHas MHpopMaLUms:

- laHHble 0 BUAe, BO3pacTe, paLMOHE XXMBOTHbIX, OT KOTOPbIX NONy4YEHO ChIPbE;

- JaHHble O XxapakTepe (kaTeropuu) TKaHu, U3 KOTOPOW MONy4YeHO Cbipbe AONs
NPOM3BOACTBA JEeKapCTBEHHOr0 CpeAcTBa, C TOYKM 3peHust ee GesonacHocTw,
KacatoLlencs coaepxaHust NPUoHOB;

- TeXHOoJiormnyeckad cxema O6p860TKM CblpbA, C YKa3aHWEeM 3KCTpareHToB,
TEMIMEPAaTYpPHOro pexmnma;

- MeToAbl KOHTPOISI MCXOOHOTO ChIpbs, BKMOYas MeTOAbl BbIABNEHUS NMPUOHOB B
KOHe4YHOM cpeacTtee (No HeobxoanuMocCTK);

4) yeTBepTon Yactu - IV. KnuHnyeckast JOKyMeHTauus:
- KNMHKUYeckasn dapmakonorns (hapmakogmHamuka, apMakoKMHETUKA);
- KNMMHWYECKUI ONbIT:

- KNIMHUYECKME UCNbITaHWS Ha 3asiBMIEHHbIN NEeKapCTBEHHbIN npenapat (oT4yeTbl 06
nccnegoBaHnn aPEeKTUBHOCTU N Be3onacHOCTN);

- NOCTPErncTpaumoHHbIN OMbIT (€CNN TaKOBOM NMEETCS);

- OI'Iy6J'IVIKOBaHHbIe n HeOI'Iy6]'II/IKOBaHHbIe OJaHHbleé OTHOCWUTEJIbHO KIMTMHNYeCKOro
onblTa.

3. [na peructpauum HOBOrO JeKapCTBEHHOro cpeacTtea, Ouonorndecknx u
OMOTEXHONMOIMYECKNX  NEKAPCTBEHHbLIX  CPeacTB, a Takke  Guocmmunsipos
npegoctasnatotcs yactu |, 1, 11 1V.

4, Ons pernctpaumm UMMYyHOBMONOrMYyecknx  npenapaTos (BaKLMH)
npepoctasnatotca yactu |, I, 11, IV n cnegyrowmne gaHHble:

1) XxapakTepucTuka nuTaTenbHOW cpeabl M CcybCcTpaToB ANs  BblpallyBaHUS
MUKPOOPraHN3MOB;

2) NPOTOKOJ NPOBEPKM paboyert MOCEBHON CEPUN MUKPOOPraHn3ma;



3) pesynbTaTbl TECTUPOBAHUSA FOTOBOM BaKLUWMHHOW Macchbl (TUTP MUKPOOPraHn3ma,
TEeCT Ha CTEPUSTbHOCTb);

4) pesynbTaTbl TECTUPOBAHUA KOHEYHOrO cpeacTsa:

- MOANNHHOCTb;

- MMPOreHHOCTb;

- KOHLUEHTpaLmMs MMKpoopraHnama (Tutp);

- TecT Ha 6e30nacHOCTb;

- TECT Ha UMMYHOIE€HHOCTb;

- TECT Ha MNOCTOPOHHMWE areHTbl, MPOBOAUMbIN HA MENKNX NabopaTopHbIX XXUBOTHbIX;
- OCTaTO4YHas BNaXHOCTb;

- BU3yasnbHbI OCMOTP 3anoSIHEHHOW aMnynbl.

5. ,D,J'IFI BakuuH, npon3BoAnMMbIX U3 YyeroBeveckom KpoBu, Harnpumep,
HOBerHOCTHbIVI aHTUIreH Bupyca renaTtnuta B, AononHUTenbHO Tpe6y+0Tc;|:

- pe3ynbTaTbl TECTUPOBAHUSA KPOBWU JOHOPOB Ha BUY-nHpekuumio;

- pe3ynbTaTbl TECTUPOBAHNA HA NPUCYTCTBUE APYrMX BUPYCOB;

- pesynbTaTbl TECTUPOBAHUA Ha coaepXaHne aHTureHa n oduiero 6erka;
- pe3ynbTaTbl TECTUPOBAHUSA HA YNCTOTY aHTUIEHa;

- pesynbTaTbl TECTUPOBAHUSA HA CTEPUITbHOCTb.

6. [llpu pernctpaumm MMMyHOBOMONOrMYECKMX npenapaToB  (CbIBOPOTOK,
UMMYHOIrNoBynNMHOB M npenapaToB KpoBu) npegoctasnaTca yactm I, I, I, IV n
crnegyoLne gaHHble:

- pe3ynbTaT TeCTUPOBaHUSA KpoBWM JOHOPOB Ha BUY-nHpekuumio;
- pesynbTaTt TeCTUPOBAHUA KPOBU JOHOPOB Ha BUPYChbl renaTuTta;
- pe3ynbTaTbl TECTUPOBAHNSA KOHEYHOIO CPEACTBa;

- UAEHTUYHOCTD;

- MMPOrEeHHOCTb;

- onpegeneHne KOHUeHTpaumm n YNCToTbl Bernka;

- TecT Ha 6e30nacHOCTb;

- OCTaTOYHas BIAXHOCTb;

- BU3yasnbHbI OCMOTP 3anoSIHEHHOW amnynbl.

7. Mpun pernctpaummn GuocnmunapoB npegoctasndaTca yactm |, 1, 1, IV w
cnegywoLwine gaHHble:

- [OOKa3aTesibCTBa CTPYKTYPHOro nogobus 3TalIOHHOMY 6I/IOJ'IOFI/I‘-IeCKOMy
JIeKapCTBEHHOMY CcpeacTBy U MOAEHTUYHOCTU COCTaBa,

- OTYETbl O AOKIMMHUYECKUX NCCneaoBaHNAX CpaBHUTEITIbHOIO Xapakrepa,

- OTYeTbl KMAMHMYECKMX wuccnegoBaHnn 6e3onacHOCTM U 3PAEKTUBHOCTMH,
MMMYHOreHHOCTM Brocummnspa;

- MHopMauusa no hapmakoHaa3opy M ynpaBfieHU0 puckamun (YCTaHOBIIEHHbIE B
npouecce pa3paboTku 1 NoTeHUuManbHble) Ha 3asBnseMbIn npenapat anga obecneveHus



Haanexawero MOHUTOPWMHIra NOOOYHbLIX OENCTBUIA NEKAapCTBEHHbLIX MpenapatoB UM UX
OLEHKM;

- COOTHOLlEeHMe "nornb3a - pUck" B NOCTMapKETUHIOBOM MNepuoae;

- MHCTPYKUMA no MeanunHCKoOMy npuMeHeHuto, C yKkadaHnemM TOro, 4YTto 4ABIIdeTCA
BOCMNpon3seaeHHbIM dnonornyeckmum J1IeKapCTBEHHbIM CPENCTBOM.

8. lpu pernctpaunm BOCNPOU3BEOEHHOIO (rEHEpPUYECKoro) rnekapcTBEHHOro
npenapaTta NpeaocTaBnsOTCS:

-vactu I, II;
- JA@HHble OTHOCUTESTbHO anfepreHHoOCTN (ecrnv NPUMEeHUMO);

- [JaHHble OTHOCUTESIbHO BO3MOXHOW OMacHOCTM Afi9 OKpyXawwen cpebl
npenapaToB, KOTOPble coAepXaT reHeTu4eckn MoANMUUMPOBaHHbLIE MUKPOOPraHU3MBbI
(ecnv npMMeHuMo);

- [laHHble Mo hapmaLeBTUHECKON 3KBUBANEHTHOCTM (€CNU NPUMEHUMO).

9. Bbibop pedepeHTHOro [lpenapata B wuccrneaoBaHuaX gapmaueBTUYECKON
9KBMBANEHTHOCTU OCYLLECTBNSeTCA B COOTBETCTBMM C MpasBuriamMy MpoBeAeHus
nccnegoBaHumn 9KBUBANEHTHOCTH NeKkapCTBEHHbIX npenaparos,
NpuHATbIX/oNy6nukoBaHHbIX CoBeToM EBpa3snincKoro 3KOHOMUYECKOrO COo3a Wnn
MeXAyHapoaHbIMK  opraHmsaumammn  (BcemmpHaa opraHusaumsa  34paBOOXPaHEHWs,
EBponenckoe mMeguuUMHCKOro areHTcTBO, AMepukaHckoe eaeparnbHoe ynpasneHune no
Ha430py 3a Ka4eCTBOM MNULLEBBIX U NIEKAPCTBEHHbIX NPenapaToB).

10. ®apmaueBTUYECKas IKBMBANEHTHOCTb BOCMNPOU3BELEHHOIO JIeKapCTBEHHOIO
npenapata K pedepeHTHOMY JflekapCTBEHHOMY npenapaTty AdofbkHa  OblTb
NpoAEMOHCTPMPOBaHa NccnegoBaHUSIMA.

11.  WHCTpyKUMs no  MegUMUMHCKOMY  MPUMEHEHMIO  BOCMPOU3BELEHHOIO
nekapCTBEHHOro npenaparta OoSMKHa COOTBETCTBOBATb MHCTPYKUUKU MO MeOULMHCKOMY
NPUMEHEHN0 BbIOpaHHOrO pedepeHTHOro rnekapCcTBeHHOro npenapata. B cnydvae
OTNNYMS NOKa3aHUN K MPUMEHEHUIO B CTOPOHY pacLUMPEHNS Unn pexnma LO3MpoBaHUS
nnbo NyTn BBEAEHMUS B UHCTPYKLUKU MO MEANLNHCKOMY MPUMEHEHMIO BOCNPOU3BEAEHHOMO
nekapcTBEHHOro npenaparta OT pedepeHTHOro fiekapCTBEHHOro npenaparta, crnegyet
npenocTaBUTb pe3yrbTaTbl KIIMHUYECKUX UCCeaoBaHNNn.

12. B cnyyae ecnn akTuBHOE BeLLECTBO BOCMNPOU3BELEHHOrO JieKapCTBEHHOIO
npenapaTta npeacTaBneHo ApPYron COMbko, 3MUPOM UMW NPOU3BOAHLIM aKTUBHOIO
BElLleCTBa 3aperMcTpupoBaHHOro npenaparta, npeacTaBnsalTcs  OOMOMHUTENbHas
nHpopmauusa  (bubnuorpacpmyeckne 0630pbl) MM OTYETBI  COOTBETCTBYHOLLMX
AOKMMHUYECKUX M (UNN) KIMHUYECKUX UccrnenoBaHui (MccnegoBaHUn CPaBHUTENBHOM
61Mo4oCTYNHOCTN), AOKa3blBalOLWMe OTCYTCTBUE W3MEHEHUA B  (apMaKOKMHETUKE,
dapmakoguHaMmnke  U/MNM  TOKCUYHOCTM  BOCMPOM3BEAEHHOrO  NleKapCTBEHHOIO
npenapata. [lpu HenpeacTaBneHUM TakuMX [OoOKasaTenbCTB, [AaHHOE BELEeCTBO
paccMaTtpmMBaeTCs B KayecTBe HOBOrO akKTMBHOMO BewecTBa (HOBasi akTUBHas
cybcTaHuus).

13. Tllpu perucTpauumn rnekapCTBEHHOro rnpenaparta C XOpOWO W3YyYEeHHbIM
MEeOVLMNHCKUM NMPUMEHEHNEM NPeaoCTaBSATCS:

-vyactn lun ll;



- NoApo0bHas Hay4Has 6ubnuorpadus, ¢ ykazaHMeM OAOKITMHNUYECKUX U KITMHUYECKUX
XapaKTepuCTUK.

14. TMopgrteepxaeHne 3PPEKTUBHOCTM U MPUEMIIEMOrO YPOBHA ©Ge3onacHoCTU
NeKkapCTBEHHbIX MNpenapatoB, K KOTOPbIM OTHOCATCH fleKapCTBEHHble npenapaTbl U3
CblpbS NMPUPOOHOrO MNPOUCXOXAEeHUA (OeroTb Gepes3oBbl, 3MEWHbI 4, NPOAYKThHI
N4YenoBOACTBA, MEOULMHCKNE NUSABKK, XXeN4yb, MUHEparbl), akTUBHbIE BELLLECTBA, XOPOLLO
N3y4YeHHble B MEOUUMHCKOM MNPUMEHEHUW, BUTAMUHbI WU BUTAMUHHO-MUHEpPAanbHblE
KOMMIEKCbI, NekapCTBEHHbIE MpenapaTtbl, hapmakonornyeckas akTMBHOCTb KOTOPbIX
onpefensieTcs  KOMMNMeKCcoM  OMOMorMyeckn  akTMBHbIX — BELECTB  NPUPOLHOro
NPOUCXOXAEHWS, pacTBOPbl aHTUCENTUKOB (Nepeknucb Bogopoaa, noa, 6punnnaHToBbIn
3ereHbln), Boga AN MHbEeKUMIA, aacopOeHThbl (Yrofib akTUBMPOBAHHbIN), KApMUHATUBHbIE
nekapCTBEHHble npenapaTtbl, a TaKkKe JeKapCTBEHHble npenapatbl W3  rpynnbl
pasgpaxarLmx 1 06BoNakmBaroLLMX NleKapCTBEHHbIX NpenapaToB, OCYLLECTBSeTCs Ha
OCHOBE [JaHHbIX, NPUBOANMbIX B MyHKTax 15 n 16 Hactoswero npunoxeHus 1.

15. [Ins noaTBep)XaeHUsi XOpoLLO M3YyYEHHOIrO MEAULIMHCKOTO NPUMEHEHWUS OOIMKHbI
ObITb NpeAcTaBreHbl crieayolme AaHHble:

- CPOK, B TEYEHME KOTOPOr0 aKTMBHOE BELLECTBO UCMOMb3yeTcsl B MEeAMLMHCKON
NpakTuKe;
- KONMUYECTBEHHbIE acneKTbl UCMOMNb30BaHNA akTUBHOIO BELLECTBa;

- YyactoTa HaydHbIX MNyGrnuMKauum W akTyanbHOCTb WCMNONb30BaHUSA aKTMBHOIO
BeElleCcTBa B TedeHne 5 neT 0O AaThl Nodadn 3asiBEHUA Ha PErncTpaumio AaHHOro
nekapcTBeHHOro npenapara (CO CCbIIKOW Ha Nydnukauum B Hay4YHbIX MICTOYHUKAX);

- cornmacoBaHHOCTb Hay4HbIX OLEHOK.

16. B uensix onpegeneHust Xopowo W3YyYEHHOr0 MeAULMHCKOTO NPUMEHEHMS
PasnUYHbIX aKTUBHbIX BELLLECTB MOXET OCYLLIECTBNSATLCS OLEeHKa 3a pasnvyHble Nepuoasbl
BpemeHu. lMepuoa BpemMeHW, HeobXoauMbIA ANis OnpeAeneHns XOpoLwo W3YyYeHHOro
MeOULNHCKOro NpUMEHeHMs akTUBHOTO BELLECTBA, AOIMKEH COCTaBNSATb He MeHee 10 neT
C MOMEHTA ero 4OKYMEeHTUPOBAHHOIO NPUMEHEHWS.

17. Buonornyeckne rnekapcTBeHHble MpenapaTtbl U NeKapcTBeHHble MnpenapaThbl,
ANA KOTOpbIX TpebyeTcss NpOBeAeHWEe UccrnenoBaHUi GUOIKBMBANEHTHOCTU W/WUNn
KMUHUYECKMX UCCNeaoBaHWI, HE OTHOCATCS K KAaTeropmMm nekapcTBEHHbIX NpenapaToB C
XOPOLLO U3YyYEeHHbIM NPUMEHEHMEM.

18. [lpu pernctpaumm roMeonaTM4eckoro JlieKapCTBEHHOro npenaparta
npenocTaBnATCS:

- 3aABMNeHne Ha permcTpaumio;
- NoapPO6HbI COCTaB C yKazaHMEM BCNOMOraTernbHbIX BELLECTB;
- obocHOBaHMe cocTaBa roMeonaTuyeckoro cpeacTsa;

- XapaKTepuCTUKa KaXXOoro KOMMOHEHTa, BXOASALLEro B COCTaB roMeonaTU4ecKkoro
cpeacTBa;

- CBOAHas crnpaBka (XapakTepucTvKa) roMmeonaTUYeckoro CpeacTsa;

- HOpMaTI/IBHbIIZ OOKYMEHT NO Ka4decTtBy (CTaHD,apT (bI/IprI I'IpOVI3BO,D,I/ITeJ'I$I),
I/ICI'IOJ'Ib3yeMbIIZ NPN KOHTpPOJ1e KavyecTBa romeonaTtn4eckoro cpeacrtea,



- MNPOEKT WHCTPYKUMM MO MNPMMEHEHWU0, pa3paboTaHHbIN NpousBoauTeNeM, C
ykasaHWeM nokasaHui 1 NPOTUBOMOKa3aHUA K MPUMEHEHMUIO;

- MakeT YNnakoBKWU,
- AaHHble, noaTBepXaarLine 6e30nacHOCTb roMeonaTN4eCcKoro cpeacTBa,

- [daHHble, noaTeepxaawowme 3ddekTUBHOCTbL rOMeonaTU4eckoro CpeacTsa Mo
3a9BeHHbIM NOKa3aHUAM;

- AaHHble 0 NOBOYHLIX adhdekTax;
- TEXHOMNOrnYyeckas UHCTPYKLMS;
- cepTmdmKkaThbl kKadecTBa (MPOTOKOSbI UCMbITAHMI) CyBCTaHLUUA.

MpunoxeHwue 2
K Mopsaaky
rocygapCTBeHHOWM
pernctpauumn
NeKapCTBEHHbIX CPeaCTB
Anst MeanLUMHCKOro
NPUMEHEHNS

HopMaTuBHbI AOKYMEHT NO Ka4yecTBY

1. npOGKT HOpMaTMBHOVI OOKyYyMEeHTauun no KOHTPOJIO KadecTBa - HOpMaTI/IBHbIIZ
OOKYMEHT Nno Ka4vecTBy, COCTOUT U3 8 pa3genos.

2. MNepBbIN pasgen HOpMaTMBHOIO AOKYMEHTa no KadecTtsy (ganee - HA) cooepxut
onucaHue TMTynbHoro nucta HL, B KOTOPOM yKka3blBalOTCS:

- HaMMeHOBaHWE feKapCTBEHHOro npenaparta (TOpProBoe HavMeHOBaHue U
MeXOyHapoOHOe HenaTeHTOBaHHOE HauMMeHOBaHWe, Mpu  ero  OTCYTCTBUM -
obwenpuHAToe (rpynnUMpPOBOYHOE) HaMMeHOBaHWe, MNpu OTCYTCTBUM MOCMNEedHero -
XMMUYECKOE HaMeHOBaHWue);

- NlekapcTBeHHas oopma;
- fo3nposka(u);

- HAMMEeHOBaHMEe Aepxartesid permctpaunoHHOro yaoctoBepeHna nekapCreeHHoro
cpencrtea 1 yka3aHune CTpaHbl;

- none Ansa ykasaxHus Homepa HJ (ykasbiBaeTcsa B Buae HoMepa perncTpalnoHHOro
yaocToBepeHus 1 aatbl peructpaummn B oopmate OO-MM-ITTT);

- rpnd cornacoBaHus.

3. Bo BTOopom pasgene H[ onucbiBaeTcs cocTaB NekapCTBEHHOro npenaparta,
copepkaHne KOTOPOro OOIMKHO OTBevaTb TpeboBaHMsIM, YCTAHOBMEHHLIM pa3geriom
3.2.P.5. moayns 3 npunoxeHus 1 Kk [lpaBunam perncrtpaumm un 3KCNepTU3bl
NeKapCTBEHHbIX CPEACTB AN MeAMUMHCKOro NpUMEHEeHUs1, YTBEpPXKAeHHbIM PelleHnem
CoBeTta EBpasuiickon akoHomuyeckon kommuccum ot 3 Hosbpsa 2016 roga Ne 78, roe B
perncTpauynoHHom gocke (6e3 ykasaHns yHKLMOHANbHOro Ha3HayvyeHnd) B pasgene HL
yKa3blBaeTCA Ka4yeCTBEHHbI W  KONMWYECTBEHHbIN COCTaB apMaueBTUYECKUX



Cy6CTaHLI,VIl7I 1M BCMomMoraTesibHbIX BeleCTB CO CCblIJIKAaMU Ha cbapwlaKoneM nn Ha
HOPMaTuBHbIE OOKYMEHTbI, pernaMmeHTUpytowmne nx Ka4ecTBo.

4. Tpetun pasgen HLO copoepxut onucaHve crneundukaunm fekapCcTBEHHOro
npenapaTta, C YyKa3aHMeM rokasaTernen KadectBa, HOpPM KadecTBa (OonycTUMble
npeaenbl) U CCbINIOK Ha MeToAbl UCTbITaHUN.

5. UeTteepTtbIn pasgen HL nomkeH cogepxaTb onvcaHuve npouenyp BbIMONHEHNSA
MEeTOL0B M METOAMK UCMbITaHWMI NeKapCTBEHHOro npernapaTta no BCeM MokasaTenam
KadecTBa crneundukaumm co cchlfikamm Ha dhapmakonen nepsBoro, BTOPOro ypoBHeEN N
ctatbM  (MOHorpadum) apyrux dapmakonem wnu  CctaHgapTbl  NpeanpuaTun
(npounsBoautenen/paspaboTymkos).

lMokasaTenn KadecTBa JfleKapCTBEHHOrO MpenapaTta YCTaHaBnMBalOTCA Ha
nekapcTBeHHble OpMbl B COOTBETCTBUM C TpeboBaHuAMM 06LWMX hbapmMakonemnHbixX
ctaten (MoHorpacdui) dapmakonen nepBoro, BTOPOro YypoBHen KoHuenuuu
rapmMoHu3auun dpapmakonen rocygapcre-4rieHoB EBpa3nmnckoro 3SkOHOMMYECKoro co3a,
yTBepxaeHHon PeweHvem Konnermn EBpasnmnckon 3KOHOMMYECKOW KOMUCCUW OT 22
ceHTs6pa 2015 roga Ne 119, a Takke C y4eTOM OCOBEHHOCTEN KOHKPETHOW
nekapctBeHHoOM OpPMbl feKapCTBEHHOro npenapata B 3aBUCUMOCTU OT NpUpoAbl
dapmaueBTuyeckon cybectaHuun. B cnyyae ecnu  ucnbiTaHMe MO OTAESbHbIM
nokasaTensamMm npoBOAMTCS BbIOOPOYHO WM C YCTAHOBIIEHHOW MNEPUOOUYHOCTbIO, B
crneumdukaunm yctaHaBnmBaT BbIBOPOYHOCTb U NEPUOLNYHOCTb UCTbITAHUN.

6. B naTom pasgene H onucbiBaeTcsa ynakoska NnekapCcTBEHHOro npenapara:
- NepBUYHas yrnakoBka (amnyrbl, nakoHbl, 6aHKu, NakeThbl);

- KONMYECTBO €AMHMIL, MPOaYKLUNN B NEPBUYHON YNaKOBKe (KONMYECTBO TabneTok B
KOHTYPHOM SS4ENKOBOWN UM 6€3bAYENKOBON YNAKOBKE);

- MPOMEXYTO4YHadA, BTOpU4HaAA (I'IOTpGGI/ITeJ'IbCKaFI) YNaKoOBKa;

- KONWYECTBO MEpPBMYHbIX YMakoBOK BO BTOPMYHOM YMNaKkoBKe, C YyKasaHUEM
KONMYeCTBa KOHTYPHbIX SYENKOBbIX YNAKOBOK B HEW;

- Hanun4yme nornoTuTend snaru;

- WHCTPYKUMS NO MEeAMUMHCKOMY TMPUMEHEHMIO JIeKapCTBEHHOro npenaparta
(nncTok-BkNagbIWw);

- KOMMMEKTHOCTb (Mrna, KanenbHuua, 3aXum, ckoba).

7. Wecton pasgen HI nomkeH cogepxaTtb onncaHne MapKMpoBKU, BbINOSTHEHHOM
B COOTBETCTBMM C TpeboBaHMAMM K MapKMPOBKE JieKapCTBEHHbIX CPeacTs,
yTBepxaeHHbiMn PewerHnem CoBeTta EBpasvMnckon 3KOHOMMUYECKOW KOMMCCUM OT 3
HoA6psa 2016 roga Ne 76.

8. B cegbmom pasgene H[ onucbiBalOTCA YyCNOBUS XpaHEHUSA fneKapCTBEHHOrO
npenapara.

9. Bocbmon pasgen HI pomkeH copepXaTb yKasaHMe O CpPOKe rOAHOCTU
(XpaHeHuMs) nekapCTBEHHOro Npenapara.

Mpunoxexwue 3
K Mopsaky



rocyfapCTBEHHOW
permcrpauum
nekapCTBEHHbIX CPeaCcTB
Ang MeanLMHCKOro
NpPUMeHeHns

UHCcTpyKUMa No MeANLUHCKOMY MPUMEHEHUI0
neKkapcTBeHHOro rnpenapara (TMCTOK-BKNaabliLl)

MHCTpYyKUMS No MeauUMHCKOMY NPUMEHEHUNIO NIeKapCTBEHHOro npenapara (JIMCTOK-
BKNaAbllll) COAEPXKUT:

1) HaMmeHoBaHMEe [OKYMeHTa - WHCTpyKUMa no MegUUUHCKOMY MPUMEHEHUIO
nekapcTBeHHOro npenapara (MMcTok-Bknaapbiw) (ganee - HCTpykums);

2) ToproBoe HanMeHoBaHWe NekapcTBEHHOro npenapara, ¢ ykasaHueM J03UPOBOK
B BECOBbIX FpaMMax;

3) MexXxagyHapogHoe HernaTteHToBaHHOEe HanMeHOBaHWE NeKapCTBEHHOIo npenaparta
Unn npn OoTCyTCTBUN TAaKOBOIO - O6Ll_l,eI'IpI/1HFITOG (prFII'IMpOBO‘-IHOG) HanMeHOBaHNE;

4) HanMeHOBaHME neKapcTBEHHOM (POpMbI, C OMNUCAHWMEM BHELLUHEro Buaa, C
yKkaszaHnem ocobeHHOCTeN NpUMEHEHUS AN KaX40W BO3pacTHOM KaTeropmm HaceneHus;

5) coctaB nekapCTBEHHOro npenaparta, C ykadaHWeM WCMONb30BaHUSA aKTUBHbIX
BELLEeCTB B Ka4eCTBEHHOM W KOMMYECTBEHHOM 3HAaYeHWW, a TakkKe BCroMoratesbHbIX
BELECTB - TOMbKO B KA4YeCTBEHHOM BbIpaXeHun (ONA Kaxaon BblNycKaeMou
nekapcTBeHHOW (OOpMbl);

6) ykazaHue Ha hapMakoTepaneBTUYECKyo rpynny U/Unu onucaHne akTMBHOCTU, C
ykasaHWeM KoJa aHaTOMO-TepaneBTUYECKO-XMMNYECKON Knaccudukaumm;

7) B COKpaLLEHHOM W3MOXEeHUM [daHHble Mo dapMakoguHaMUKe: MeXaHU3m
AENCTBUS, OCHOBHblE ()apMaKkonorMyeckme u WHble 6Guonornyeckne CBONCTBA
neKkapcTBEHHOro npenapara;

8) B COKpalLeHHOM W3MNOXeHUW [nOaHHble Mo apMaKOKMHETUKE: CKOPOCTb
BCacblBaHWsi, pacnpefeneHnsi, a Takke MeTabonuaM W BblBeAeHMe npenapaTta u3
opraHu3ama 4ernoBeka Afisi onpeaeneHust JO3MPOBOK UM MHTepBana Mexay npuemamu
neKapCTBEHHbIX NPenapaTos.;

9) NnoKa3aHuna K MeauumMHCKOMY NpUMEeHEeHUIO NNIEKapCTBEHHOIO Mnpenapara;

10) npoOTMBOMOKA3aHUS K MEOULUMHCKOMY MPUMEHEHUID  NeKapCTBEHHOro
npenapaTa;

11) pexxum Jo3vMpoBaHKs, METOA U, NPy He0BX0AMMOCTH, NyTb BBEAEHUS, YacToTa
NPUMEHEHUS, C YyKaszaHWeM, npu HeobXOAMMOCTM, BPEMEHW, Korga neKapCTBEHHbIN
npenapaTt MOXET UM OOIMKEH NMPUMEHSTLCS; a Takke, B COOTBETCTBYIOLUMX Cry4asix, B
3aBMCMMOCTM OT CBOWCTB JIEKAPCTBEHHOrO Mpenapata B KakoW MONIOBUHE [HS,
ANUTENbHOCTb NEYEHs!, ECNN ee CneayeT OrpaHNYnTb;

12) onucaHue HexenaTesibHbIX OXMAAEMbIX NEKAPCTBEHHbIX peakuun, KoTopble

MOryT HabnogaTbcsi Npy 06bIMHOM MPUMEHEHUW NEKapCTBEHHOro cpeacTsa, U Mepbl,
KOTOpble [OOMKHblI OblTb MpPeanpuHSATbl C coaepXkaHuem npocbbbl K NoTpebuTento



obpawatbCca K MeauuUHCKOMY paboTHUKY, (hapmaueBTUYEeCKOMY pPaboOTHUKY Wnu
HaNpsiMyl0 B YMNOSIHOMOYEHHbLIN OpraH, C YKa3aHWeM pasfuyHbIX MyTenh Takoro
coobLeHuns (3NeKTpoHHOe coobLLeHe UM NOYTOBOE OTNPaBneHNe);

13) ocobble ykasaHus Npu NpUMEHEHUN NeKapCTBEHHOIo nNpenapara:

- pekoMeHaauum o HeoBXoAMMOCTM KOHCYNbTaUMM C MEOULMHCKUM pabOTHUKOM,
dhapMaueBTU4ECKMM pabOTHUKOM UMW yKka3aHne Mep NpeaoCTOPOXKHOCTH;

- yKasaHus, ecnu Heobxoammo, 06 OCOBEHHOCTM AeWCTBUS neKapCTBEHHOro
npenaparta npu NepBoM MpvemMe WUnu ero oTMeHe, Npyu HeobXoOUMOCTM, yKka3aHue Ha
Hanu4me pyucka CUMNTOMOB OTMEHbI;

- YKa3aHud, eciin Heob6xoauMo, O AENCTBUAX NauMeHTa npu nponycke npunema
OAHOWN NN HECKONbKNX 403 JIEKapCTBEHHOIO rnpenaparta,

- uHdopmaumss 06 ocobbiXx yKaszaHMAX W Mepax NpPeaoCTOPOXHOCTH,
OOYCMNOBMEHHbIX HeXenaTeNnbHbIMU  peakunsMn, KOTopble MOryT BO3HMKaTb Npwu
NPUMEHEHNN NEeKapCTBEHHOrO npenapaTta nauueHToOM, C YKa3aHMeM MeTOOO0B WX
KOHTPOMS U MOHUTOPUWHIa, Mep No NpeaynpexaeHnto n NeYeHuto;

- pekomMeHgauuMmM no cnocoby MNpUMEHEHNS §eKapCTBEHHOro npenaparta Wu
Heob6xoauMOCTM oOpalleHnss 3a KOHCynbTauuen K MeaUUMHCKOMY paboTHMKY Wnn
hapmMaLieBTUYECKOMY pabOTHUKY A5 pa3bACHEHWS;

- ocobble yKasaHus, Kacallmecsa B3anmMoaencTBus nekapcTBEHHOro npenapara ¢
ApyrmMn npenapaTtamu, Nuwen N ankoroniem, BAUSIOLWEro Ha ero a(pgeKkTUBHOCTL U
6esonacHoCTb;

- WHopmMauma 00 OCOBEHHOCTSAX MNPUMMEHEHUS JeKapCTBEHHOro npenapara
AEeTbMU, NULAMW NOXMIIOro BO3pacTa, MpU HapyWeHUsaX (OYHKUUN SMTMMUHUPYHOLLMX
opraHoB (NeYeHn N No4ek);

- CBEOEHUs O BO3MOXHOCTM MEOULMHCKOrO nNpUMEHeHUs1 GepeMeHHbIMMU,
XEHLLMHAMW, KOPMSLWUMUK Tpyabto, AeTbMU, NLamMmM NOXKMMIOro Bo3pacTa, nauneHTamm
Co cneundmyecknMmn BugamMm naTonoruu;

- CBEAEHNS OTHOCUTESNbHO BIIUSIHUSA NEKAapCTBEHHOrO Mpenaparta Ha MYXCKYH U
YKEHCKYI0 (hepTUNbHOCTb;

- CBEAEHUS O BO3MOXHOM BIMSIHUN NIEKAPCTBEHHOrO Mpernaparta Ha CnocoBHOCTb
yrnpaenaTb TPAHCNOPTHbIMU CPEACTBAMU UM MEXaHU3MamMK, Npu Heob6XoaMMOCTH;

14) cuMnTOMbI NEPESO3MPOBKM, MEPBI MOMOLLM NPU NEPeO3NPOBKE;

15) onucaHve B3anMMOOENCTBUS C OPYrMMM NEKapCTBEHHbIMW npenapartamn u
Apyrve Buabl B3anMOAENCTBMSA (HanpmuMep, ¢ ankoronem, Tabakom, nuuen), cnocobHble
NOBMUATb Ha AENCTBME NEKAaPCTBEHHOrO Npenapara;

16) ykasaHune cpoka rogHoOCTU, a Takke yKasaHue, 4TO fiekapCTBEHHbINM npenapart
MO NCTEYEHMM CPOKA MOOHOCTM HE AOSMKEH NPUMEHSTLCS;

17) onucaHue ycnoBui XxpaHeHuss (Npu HeobxooMMOCTU, Ocobble YCnoBUS
XpaHeHus1, NnpeaynpexaeHne o BU3dyarbHbIX NpM3Hakax HENPUrogHOCTU NEKAaPCTBEHHOIO
npenapaTa (ecrnu TakoBble UMEKTCS);

18) ycnoBus oTnycka NIekapCTBEHHOrO npenapaTa 13 anTexk;



19) cBegeHus 06 opraHM3auMmn-NpomnsBoaUTENE NeKapCcTBEHHOrO npenapaTa, C
yKa3aHMeM ero HaMMeHOBaHUS, PUANYECKOro N PaKTUYECKOro aapecos, a B Cny4vasix,
€CIN1 NEeKapCTBEHHbIN Npenapar 3aperMcTpupoBaH nog pasfMyHbIMM HauMEeHOBaAHUAMM
B ApPYrMX rocyagapcraax, Yka3blBaloTCA BCE HaMMEHOBaHUS;

20) cBegeHus o npeacTaBUTENe AepXaTens perMcTpaumoHHOro yagoCcToBepeHust, ¢
yKazaHneM HauMeHOBaHWA OpraHusauuu, pUANYECKOro M akTuyeckoro agapecos,
KOHTaKTHOro TenedoHa, hakca, agpeca 3feKTpoOHHOM NoYThI;

21) paty yTBEPXXAEHUSI N AaTy NocreaHero NepecMoTpa MHCTPYKLUN.

MpunoxeHwue 4
K Mopsagky
rocygapCTBeHHOM
pernctpauuu
NeKkapCTBEHHbIX CPeaCTB
ANna MeauuUMHCKOro
NPUMeEHeHNs

dopma

PETMCTPALUMOHHOE YOOCTOBEPEHUE
0 rocyAapCTBEeHHOW perncTpauum neKkapcTBeHHOro cpeacTea
HOoMep

[laTa rocygapcTBeHHOW perncrpawmu: Cpok oencreus:

ToproBoe HanMeHOBaHWE NeKapCTBEHHOIO
cpeacTsa:

MexayHapogHoe HenaTeHTOBaHHOE
HanmeHoBaHune (MHH) unu obienpuHaToe
(rpynnnpoBOYHOE), NN HoE
HaumeHoBaHwue (npu otcytcTBumn MHH):

Kog ATX Ycnosusa
oTnycka:

JlekapcTBeHHasa opma:

Hosunposka(n):

dopma(bl) Bbinycka:

[epxaTtenb pernctpaumoHHOro
YAOCTOBEPEHNS U €ro afpec:

MHpopmauna o nponssoauTene nekapcTBEHHOro cpeacTea
(HasBaHuMA 1 agpeca NPOM3BOACTBEHHbIX NOLWAA0K, y4aCTBYOLWMX B NpoLecce
NPOM3BOACTBA NleKapCTBEHHOIO cpeacTaa)




Ctagus npom3BoacTBa (BCE YH4aCTHUKM
NPOW3BOLCTBEHHOrO npouecca)

HasBaHune
opraHusauuu

Anpec
NPOM3BOACTBEHHOM
naoLwagKku

Mpon3BOACTBO rOTOBOM NEKAPCTBEHHOW
dopMbl

[MepBUYHas ynakoBka

BTopuyHasa ynakoBka

BbinyckatoLmmn KOHTPOsb KayecTsa

PykosoauTtensb
YNONTHOMOYEHHOIO

opraHa MNoanuck

MecTto neyaTun




