IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
oT 24 ¢espans 2025 . Ne 213

MOCKBA

O OMOTEeXHOJIOTMYECKHX JIEKAPCTBEHHBIX Mpenaparax, npeIHa3Ha4eHHbIX
JUISl IPUMEHEHUS B COOTBETCTBUM ¢ HHAMBUAYAJIbHBIM MeIUIIMHCKUM
HA3HAYECHHEM M CHelMAJbHO U3rOTOBJIEHHbIX U1l KOHKPETHOI0 MAallMeHTa
HEMOCPeACTBEHHO B MeIUIIUHCKON OPraHU3alMu, B KOTOPO MPUMEHSAeTCH
TaKoi OMOTEXHOJIOTHYECKH i JIEKAPCTBEHHbIN MpenapaT, MMeKIINX
B CBOEM COCTaBe COeIMHEHUS, CHHTe3UPOBAHHBIE 10 pe3yJibTaTaM
reHEeTHYEeCKHUX UCCJIeI0OBAHUN MaTepuaJia, MOJY4eHHOI0 OT MalMeHTa,
JJIS KOTOPOT'0 U3r0TOBJIEH TAKOW OMOTEXHOJIOTrMYeCKUil
JIEKapCTBEHHBIU Mpenapar

B cootBetrcTBUUM co cTaThelt 13 PenepanbHoro 3akona "OO0 oOpamieHun
nekapctBeHHbIX  cpenctB"  IlpaBurensctBo  Poccumiickoit ~ @enepanuu
NOCTAHOBJIAECT:

1. YTBEpauTs npunaraemeie:

[IpaBuna BblAAuM pa3pelieHUss Ha NPUMEHEHHE OMOTEXHOJOTHYECKUX
JEKapCTBEHHBIX  MPENapaToB,  NpEeIHAa3HAYEHHBIX I  NPUMEHEHUS
B COOTBETCTBUM C  MUHAUBUAYAJIbHBIM  MEIUMLUMHCKUM  Ha3HAaueHHEM
U CHENUATbHO WM3TOTOBJIEHHBIX JJI KOHKPETHOTO MAalME€HTa HEMOCPEICTBEHHO
B MEIUUMHCKOW  OpraHu3allid, B  KOTOPOM  MpPUMEHSETCS  TakKoi
OMOTEXHOJIOTMYECKUI JIEKapCTBEHHBIM MpernapaT, UMEIOIIUX B CBOEM COCTaBe
COEJIMHEHHUSI, CHHTE3UPOBAHHBIE 0 PE3yJIbTaTaM I€HETUYECKUX HCCIEAOBaHUI
Marepuana, MOJyYeHHOrO0 OT MalueHTa, Uil KOTOPOr0 H3rOTOBJIEH TaKOM
OMOTEXHOJIOTHUECKUI JIEKapCTBEHHBIN Mpenapar;

[IpaBuna oOpaieHus OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaTos,
MpeIHA3HAYEHHBIX JUIsI NPUMEHEHUS B COOTBETCTBUUM C WHIWBHUAYaJbHBIM
MEIUIMHCKUM Ha3HAYEHUEM M CIELUUAJIbHO HM3TOTOBJIEHHBIX JJII KOHKPETHOTO



MMallMeHTa HEMOCPEICTBEHHO B MEAUIMHCKOM OpraHu3alud, B KOTOPOH
NPUMEHSETCS Takod  OMOTEXHOJOTMYECKHM  JIEKapCTBEHHBIM  Mperapar,
MMEIOIIMX B CBOEM COCTaBE COCAMHEHUS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
FEHETUYECKUX MWCCIENOBAHUM Marepuana, IOJYYEHHOr0 OT IIalMEHTa,
IS KOTOPOTO M3TOTOBJIIEH TaKOW OWOTEXHOJIOTUYECKUH JIEKapCTBEHHBIN
Ipernapar, BKJIKOYas MOPANOK WX W3TOTOBJIEHHUS, IPOBEICHUS JKCIEPTU3HI,
OCYLIECTBJIEHUS ~ KOHTpOJII  KadyecTBa  TaKUX  OMOTEXHOJIOTMYECKUX
JIEKapCTBEHHBIX IIPENapaToB, NPUMEHEHHs, XPAHEHUS, TPAHCIOPTUPOBKHU
U YTWIM3AIMA TaKuX OMOTEXHOJOTMYECKUX JICKAPCTBEHHBIX TPEmapaTosB,
a Takke TpeOOBaHUS K TaKUM OHMOTEXHOJOTHYECKHM JIEKApCTBEHHBIM
mpernapataM M MEAUUMHCKMM  OPTaHU3alMsAM, WX  H3TOTaBJIMBAIOIIUM
Y IPUMEHSIIOIIHAM.

2. Peamuzanus IIOJIHOMOYHH, IIPEyCMOTPEHHBIX HAaCTOSIIAM
ITIOCTAHOBJICHUEM, OCYIIECTBIIIETCS B IIpEleNax IPENeIbHOW YHCIEHHOCTH
MunucrepcTBa  3apaBooxpaHeHust Poccuiickon — @exepanuu, a  Takke
OO IKETHBIX ACCUTHOBAHMWM, IIPEyCMOTPEHHBIX MuHucTepcTBY
Ha PYKOBOJICTBO M YIpaBJIeHUE B cpepe yCTaHOBICHHBIX (DYHKIINH.

3. Hacrosmee mOCTaHOBICHHE BCTYNAeT B CHIYy CO JHSA  €T0
opummansHOTO OMyONWKOBAaHWUS M JEHCTBYeT B Te4eHHe O JeT co JHS
BCTYIUICHHS €TI0 B CUILY.
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IHPABHUJ A

BbIIa41 pa3pelieHus HA MPUMEeHeHUue OMOTEeXHOJIOTHYeCKUX
JIEKAPCTBEHHBIX MPENapaToB, MPeAHA3HAYEHHbIX /ISl IPUMEHEeHM S
B COOTBETCTBHHU C HHAUBUAYAJIbHBIM MeIUIMHCKIUM HA3HAYEHUEM
U CIeMAJIbHO U3rOTOBJIECHHBIX VISl KOHKPETHOI0 MALIMEHTA
HeIMOCPeACTBEHHO B MEAUIMHCKON OPraHu3alny, B KOTOPOil IPUMEHSeTCs
TAKOW OMOTEXHOJOTMYEeCKUil JIEKAPCTBEHHBIN Mpenapar,
HMEIUIUX B CBOEM COCTaABE COCAUHEHUN, CHHTe3MPOBAHHbIEC
110 pe3y/ibTaTaM IeHeTHYEeCKUX MCCIeJOBAHUN MaTepHuaJa,
MOJIYYEHHOI'0 OT MAUEHTA, IJIsl KOTOPOI'0 U3rOTOBJIEH TAKOH
OMOTEXHOJIOTHYeCKHUIl JIEKAPCTBEHHbII Mpenapar

1. Hactosimue IlpaBuna ycTaHaBIMBAarOT MOPSAOK M YCIOBHS BbLAAYU
(mpenocTaBiieHus, MOATBEPKICHUS U OTMEHbI) pa3pelleHHs] Ha MPUMEHEHHE
OMOTEXHOJIOTMUECKNX  JIGKAPCTBEHHBIX  MpEenapaTroB,  MpeJHA3HAYCHHBIX
JUIi TPUMEHEHHSI B COOTBETCTBUM C WHIAWBUAYAJIbHBIM MEIULIMHCKUM
HAa3HAYCHUEM U CIICHUAJIbHO M3TOTOBIIEHHBIX [UJII KOHKPETHOIO MAalHWEHTa
HEMNOCPEACTBEHHO B MEIMIMHCKOW OpraHW3aldd, B KOTOPOM IPUMEHSAETCS
TaKOW OMOTEXHOJOTUYECKHM JIEKapCTBEHHBIN MperapaT, UMEKIOIINX B CBOEM
COCTaB€ COEJWHEHUSA, CHUHTE3UPOBAHHBIE II0 pE3yJbTaTaM T'E€HETUYECKUX
HCCIICIOBAHUM MaTepUalia, IIOJYYEHHOIO OT MalueHTa, MIsI KOTOPOTO
M3TOTOBJIEH TaKOW OMOTEXHOJOTHUECKHU JIEKApCTBEHHBIN Iperapar (majee
COOTBETCTBEHHO - MAallMEHT, MEIUIMHCKAs OpraHU3alus, WHIWBUIYAJIbHBIN
OMOTEXHOJIIOTUUECKHH JIEKApCTBEHHBIN Mpenapar, pa3pelieHre Ha MPUMEHEHHE).

2. IlpenocraBienue MEIULIUHCKOU OpraHu3anuu paspemenus
Ha IPUMEHCHHUE, MOATBEPKICHUE M OTMEHA pa3pelICHUs Ha IPUMEHEHUE,
a TaKKe BHECECHUME HU3MEHEHUUW B PEECTp pa3pelIeHUHd Ha IPUMEHCHUE
OCYIIECTBIIIIOTCA MUHUCTEPCTBOM 3apaBooxpaneHust Poccuiickon denepanun.

Pa3spemenne Ha mpuMeHeHUE JCHCTBYET OECCPOYHO TPH YCIOBUU €ro
MOATBEPKACHUSL KaXIble S JET CO JAHSA IMPEIOCTABICHUS MEIUIMHCKOU
OpraHu3alld pa3pelleHrus] Ha NPUMEHEHHUE WM IOCJIECIHETO IMOITBEPKIACHHS



pa3pelIeHus] Ha NPUMEHEHHWE, a TAKKE IPU YCIOBHM HAJW4YUA MEIULHMHCKON
OpraHM3allid B TNEPEYHE MEIWLIMHCKHX OPraHU3alMi, HUMEKIMX MpPaBO
M3rOTaBJINBATh U MPUMEHITh OMOTEXHOJIOTMUYECKHUE JI€KaPCTBEHHBIE TPENaparsl,
NpeJHa3HAYeHHbIE [JIs1 NPUMEHEHHUS B COOTBETCTBUM C WHIWBHUAYaJbHBIM
MEIUIMHCKUM HA3HAYEHUEM M CIELHHUAIBHO WM3TOTOBJIEHHBIE UISI KOHKPETHOTO
MMallMeHTa HEMOCPEICTBEHHO B MEAUIMHCKOM OpraHu3alud, B KOTOPOH
NPUMEHSETCS Takod  OMOTEXHOJOTMYECKHM  JIEKapCTBEHHBIM  Mperapar,
MMEIOIIME B CBOEM COCTABE COCIMHEHMS, CUHTE3MPOBAHHBIE 110 pe3yJibTaTaM
TEHETUYECKUX MCCIENOBAaHUM MaTepHUalia, ITOJIYYEHHOTO OT IIallMeHTa, IS
KOTOPOTO W3TOTOBJICH TaKOW OMOTEXHOJOTWYECKUI JIEKapCTBEHHBIN Mpernapar,
YTBEPKACHHOM pacrniopsbkeHueM [IpaButensctBa Poccuiickoit  ®@enepanuu
ot 13 nexabps 2024 1. Ne 3736-p (nasee - nepedyeHb MEAUIIMHCKUX OpraHu3alui).

[logTBEepKAEHNEM HamWuus pa3pelieHds Ha IPUMEHEHHE SBISECTCS
3aIIMCh B PEECTPE Pa3pelICHN Ha IPUMEHEHHE.

3. Pemenne 0 TMpemoOCTaBICEHMM  pa3pelleHHsT Ha  NPUMEHEHHE
MPUHUMAETCS HAa OCHOBAaHMM O(QOPMIIEHHOTO MO pe3yjbTaTaM 3KCIEPTU3bI
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOTO  JIEKAPCTBEHHOI'O  Iperapara,
MPOBOJMMOM  KOMHUCCHUEH JKCIEpTOB  (eaepaibHOIO  TOCyJapCTBEHHOTO
OIO/DKETHOTO  YUPEXKJIEHHUS, HAXOMNALIETOCS B BeACHWM MUHHCTEPCTBA
3npaBooxpaHeHus Poccutickoit denepanu U 00€CIEYUBAIONIETO UCTIOJHEHUE
nmoimHoMounii  MmuHHMCTEpCTBa 31paBooxpaHeHus Poccuiickon  ®depnepanumn
[0 BBIJaY€ pa3pelleHUd Ha MPOBEIACHHE KIWHUYECKUX HCCIIEIOBaHUMN
JEKapCTBEHHBIX  MpemapatoB U (WIM) TOCYJAapCTBEHHOM  perucrpauuu
(peructpanuu) JIEKapCTBEHHBIX IMpenapaToB (Jajiee COOTBETCTBEHHO -
AKCIIEPTHOE YUPEKIEHUE, IKCIIEPTU3a IKCIIEPTHOTO YUPEXKICHUA), 3aKITFOUCHUS
KOMHUCCHH KCTIEPTOB 3KCHEPTHOTO YUPEKACHHS 1O (HopmMe, MperyCMOTPEHHON
npwioxkenueM Ne4  k  IlpaBumam  oOparmeHuss  OMOTEXHOJIOTHYCCKUX
JEKapCTBEHHBIX  IIPENaparoB,  NPEAHA3HAYECHHBIX  JUI1  IPUMEHEHUS
B COOTBETCTBUM C  MHAUBUAYAJIBHBIM  MEIMLUMHCKUM  Ha3HAuCHHEM
U CIIEHMAIBHO HM3TOTOBJICHHBIX JUISI KOHKPETHOTO MAlMEHTAa HETNOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIN Mperapar, UMEIOIUX B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3yJIbTaTaM I'€HETUYECKUX HCCIEIOBAHUMN
MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOU
OMOTEXHOJIOTMYECKAN  JIEKAPCTBEHHBIA  Tpemapar,  BKJIOYas  MOPAIOK
UX HW3TOTOBJICHMS, IIPOBEICHUSI OKCHEPTU3BI, OCYIIECTBICHUS KOHTPOJIS
KauecTBa  TAaKUX  OMOTEXHOJOTMYECKHX  JIEKAPCTBEHHBIX  IMPENapaTos,
NPUMEHEHUs, XPAaHEHMs, TPAHCIOPTHUPOBKM M  YTWIU3ALMH  TaKUX



OMOTEXHOJIOTMYECKUX JICKAaPCTBEHHBIX IIpPEeMapaToB, a Takxke TpeOoBaHUs
K TaKUM OMOTEXHOJOTHYECKUM JIEKAPCTBEHHBIM rpernaparam
U MEOULUMHCKMM OpTaHH3allysAM, WX H3TOTABIMBAIOLNIMM M INPUMEHSIOIINM,
YTBEPKAEHHBbIM mnocTaHoBiIieHUEeM lIpaButensctBa Pocculickoit ®enepanuu
or 24 ¢erpans 2025 r. Ne 213 "O OMOTEXHOJOTHMUECKUX JEKAPCTBEHHBIX
mpernaparax, MNpPEeIHA3HAYEHHBIX Ui [PUMEHEHUS B  COOTBETCTBUU C
VHJMBUAYAJIBHBIM MEIWIMHCKAM HAa3HAYEHUEM M CIIELUAIBHO M3TOTOBJICHHBIX
JUIsl KOHKPETHOTO MallMeHTa HEMOCPEACTBEHHO B MEAULIMHCKON OpraHu3anuu, B
KOTOPOM MPUMEHSETCS TaKOW OMOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN Mpernapar,
MMEIOIIMX B CBOEM COCTaBE COCAMHEHUS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
FEHETUYECKUX MWCCIENOBAHUM Marepuana, IOJYYEHHOr0 OT IIalMEHTa,
IS KOTOPOTO M3TOTOBJIIEH TaKOW OWOTEXHOJIOTUYECKUH JIEKapCTBEHHBIN
npenapat”" (maizee cooTBeTcTBeHHO - IlpaBuiia oOpaieHus, 3aKIIFOUCHUE
AKCIIEPTHOTO YUPEXKICHUS).

4. Ilnara 3a mpegocTaBieHne, MOATBEPKICHUE WM OTMEHY Pa3peIICHUs
Ha IPUMEHEHHUE U BHECEHHWE M3MEHEHHMM B PEECTp pa3pelicHUd Ha TPUMEHEHHUE
HE B3UMAETCH.

5.n1 moylydeHus pas3pelieHHs Ha NPUMEHEHHE MEIULUHCKas
OpraHu3anys HampasiaseT B MMHUCTEPCTBO 3ApaBoOoxpaHeHus Poccuiickoit
@enepau B (POpME DIIEKTPOHHOTO JOKYMEHTA, MOJIMUCAHHOTO MPOCTOMN
AIIEKTPOHHON TOMIMKUCHIO, WIH YCUJICHHONW KBAIM(DUIMPOBAHHON AIIEKTPOHHOU
MOJANKCHIO, WIM YCUJIEHHON HEKBATM(DUIMPOBAHHON 3JIEKTPOHHON MOMIMKCHIO,
cepTUQUKAT  KJIOYa MPOBEPKH  KOTOPHIX CO3JaH U MCHOJIb3yeTCs
B uH(ppacTpyKkType, oOecneunBaromed HWHYOPMAIMOHHO-TEXHOIOTHIECKOE
B3aUMOJIECTBUE UH(POPMALIMOHHBIX CUCTEM, UCIIOIB3YEMBIX JUISl PEAOCTABICHUS
TOCYy/IapCTBEHHBIX M MYHHUIUNAIBHBIX yCIyr B JJIEKTPOHHOH (opme,
B ycra”HoBieHHOM IIpaBurtensctBoM Poccuiickot @enepauum mnopsake
C WCTIONB30BaHWEM (emeparbHON  TOCYIAapCTBEHHOW  HWH(DOPMAIIMOHHOMN
cucteMbl "ENWHBIA TOPTAN TOCYAApPCTBEHHBIX W MYHULHNAIBHBIX YCIyT
(bynkuuit)" (manee - enWHBIA MOPTal) WM MPEIACTaBISIET Ha OyMaKHOM
HOCUTEJNE 3asABJIICHUE O NPEAOCTABICHUN pa3pelleHUss HAa NPUMECHEHHUE
C IPWIOKEHUEM K HEMY CIIEIYIOIINX CBENCHUMN U KOIUM TOKYMEHTOB:

a) MPOEKT periiaMeHTa WU3TOTOBJIEHUS WHJMBUAYJIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara;

0) MPOEKT HOPMATUBHOIO JOKYMEHTA IO KadyeCTBY HHJIWBHUIYaJbHOTO
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO mpenapara, COCTaBJICHHOTO
B COOTBETCTBUHM C PyKOBOACTBOM IO COCTaBJICHHI0O HOPMAaTHUBHOIO JOKYMEHTA
10 Ka4E€CTBY JIEKAPCTBEHHOI'O IIpenapara, yTBEpKIACHHBIM pemeHnem Koierun



EBpazuniickoil 3KOHOMHYECKOM KoMuccun OT 7 ceHTsaops 2018 r. Ne 151
"OO6 yTBepkmeHHH PyKoBOACTBa MO COCTABJICHHIO HOPMATHUBHOTO JTOKYMCHTA
10 Ka4ECTBY JICKAPCTBEHHOI O Tipemnapara’’;

B) IPOEKT  HHCTPYKUMHU MO  NPUMEHEHUI0  WHAUBUIAYAIBHOTO
OMOTEXHOJIOTMYECKOTO JIEKaPCTBEHHOTO Tpemnapara, COAep)Kallell CBeIeHus,
ykazaHHble B pemeHur CoBera EBpa3uiicKodl SKOHOMUYECKOW KOMHCCUU
ot 3 HosOpsa 2016 T. Ne 88 "OO yTBepkaeHWH TpeOOBaHHA K HHCTPYKIIUU
M0 MEIUIIMHCKOMY TPUMEHEHHIO JIEKQpCTBEHHOTO Tpenapara W oOImen
XapaKTEPUCTHUKE JIEKaPCTBEHHOTrO MpernapaTa AJi MEIUIUHCKOTO MpUMEeHEeHUs "

T') IPOEKT WH(OPMALIMOHHOTO JIMCTKA MMAlNEHTa,;

1) MPOEKThl MAaKETOB IIEPBUYHON YMAKOBKM M BTOPUYHOM YIAKOBKH
(Tpu HEOOXOAMMOCTH) HHIANBUIYATLHOTO OMOTEXHOJIOTHUYECKOTO JICKAPCTBEHHOTO
Ipernapara;

€) IOKYMEHTBI, MOATBEPKIAI0IINE HATMYNE Y MEIULIMHCKOW OpraHu3aluu
oTHeneHus (ajaThl) MHTEHCUBHOM Tepaluy U peaHuMaliu;

) CBEACHMS O pe3yJibTaTax paHee MPOBEACHHBIX HAYYHBIX MUCCIIET0BAHUM
KJIIMHAYECKOTO0  MPUMEHEHUs  UHIAUBUIYAIBHOIO  OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOTO npenapara, IIPOU3BEIEHHOTO (M3rOTOBJIEHHOTO)
o pa3pabdOTaHHOM TEXHOJIOTMH, W (WJIM) O pe3yibTaTax paHee MPOBEIACHHBIX
HAayYHbIX  HCCIEAOBAHMM  KIMHUYECKOTO  NPUMEHEHUS  aHAJIOTHYHBIX
JIEKapCTBEHHBIX MPENapaToB (MIPU HATUYUHN);

3) OTUET O pe3yJbTaTax IMPOBEACHHOTO B COOTBETCTBUMHU ¢ [IpaBuiiamu
HaJyIeKalen 1adopaTOpHOM MPaKTUKU EBpa3suiicKOro 3KOHOMHYECKOrO CO3a
B cdepe oOpamieHus JIEKapCTBEHHBIX CPENCTB, YTBEP)KIEHHBIMH PEIICHUEM
CoBera [EBpasmiickoil 3KOHOMHYECKOW KomHccuH OT 3 Hos0ps 2016T.
No 81 "O6  yrtBepxaenuu  IlpaBun  Hajgexamed — J1abopaTOpHOM
npakTUKH EBpasuiickoro SKOHOMHYECKOTO coro3a B cdepe obpameHus
JEKapCTBEHHBIX CPEACTB", NTOKIMHUYECKOTO MCCIEJOBAHUS HHIWBHUIYaJIbHOTO
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO npenapara, COCTaBJICHHBIN
B COOTBETCTBUU C yKazaHHbIMU [IpaBunamu;

M) IOKYMEHTBI, IOATBEP)KIAIOIIME  OCYIIECTBICHHE  MEIULIUHCKOU
OpraHu3alMedl TakuX BUJOB JIEATEIbHOCTH, KaK Hay4yHad (Hay4HO-
UCCJIEIOBATENbCKAsA)  JI€ATEIbHOCTh M JEATEIBbHOCTh [0  IPOBEJACHHIO
KJIIMHAUYECKHUX UCCIET0BAHUN JIEKAPCTBEHHBIX MPENapaToOB.

6. B cinydae ecim cBeneHHs M KOIHMHM JIOKYMEHTOB, KOTOPBIE YKa3aHBI
B IMyHKTEe 5 HacTosmux [IpaBui, cocTaBiieHbl HA MHOCTPAHHOM SI3BIKE, X KOITMHU
MPEACTABIISIIOTCA C 3aBEPEHHBIM B YCTAHOBJIEHHOM TMOPSJKE IEPEBOJIOM
Ha PYCCKHM SI3BIK.



7.B 3asdBIIEHMM O TPEOOCTABICHUM pa3pelieHHs Ha TNPUMEHEHHE
YKa3bIBAIOTCS CIEAYIOIINE CBEJICHUS:

a) HAaMMEHOBaHUE VHIUBHUIYAIBHOTO OMOTEXHOJOTUYECKOTO
JIEKapCTBEHHOI'O MIpenapara;

0) TOProBo€ HAaMMEHOBAHHE WHAUBUIYATBHOTO OHOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HAJIUYuK);

B) MOJTHOE (COKpAIIEHHOE - MPY HAJIWYMK) HAUMEHOBAHUE MEIUIIUHCKOMN
OpraHu3alid, B TOM YHUCiIe (UPMEHHOE HAaWUMCHOBAHHE, WICHTU(DUKAITMOHHBIN
HOMEpP HaJOrOIUIaTeNbIINKa, aJpec, MECTO HAaXOXKICHMs, a TaKkKe HoMepa
Tene(OHOB U ajipec AIEKTPOHHOM MOYTHI (MTPU HATTUYUN);

r) CBEJICHUS O  JIMIEH3MM Ha  OCYHIIECTBIEHHUE  MEAMIIMHCKOMN
NEATEeNbHOCTH, MPEOCTAaBICHHON MEIUIIMHCKOW OpTaHU3aINK, C YKAa3aHUEM:

PErUCTPallMOHHOTO HOMEpa JTUICH3UY;

JIaThl IPEIOCTABIICHUS JTUIICH3UY;

HAaMMEHOBaHHUS JTMLIEH3UPYIOLIEro OpraHa;

pabor  (yciayr), COCTABJISIIOMIMX  MEIUIIMHCKYIHO  JIESITEJIbHOCTb,
COTJIACHO JIMIICH3WM, MPU BBHIMOJIHEHUU (OKa3aHUU) KOTOPBIX MPUMEHSETCS
VHIMBU 1Y AJIbHBIN OMOTEXHOJOTUUECKUHN JIEKapCTBEHHBIN rpenapar
(Tpu HANTMYUM);

1) MECTO  U3TOTOBJEHUS  HWHAWUBUIYATHLHOTO  OHUOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOI'O MIpenapara;

€) MoKa3aHusi K MPUMEHEHUI0 WHIWBHUIYaJbHOTO OHMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOI'O MIpenapara;

) CBEJICHHSI O HAJIMYUU y MEIUIHUHCKON OpraHu3aliu OTACICHUS
(mayiaThl) MYHTEHCUBHOM TE€panuu U peaHuMaluu;

3) pekBU3UTHl pacnopsbkenus [lpaButennctBa Poccuiickoit depeparuuy,
MOATBEPAKIAIONIETO BKIOUYEHUE MEIUIIMHCKON OpraHu3alvi B MEpPeuYeHb
MEJIUIIMHCKUX OpTaHU3aIIHi;

M) CBEACHUS O JOMyCKe K oOpamieHuio (MPUMEHEHUI0) MEIUITUHCKOTO
U3JIeTUsl, HUCIOJB3YyEMOT0 B  COOTBETCTBUM C MPOEKTOM  perjamMeHTa
M3TOTOBJICHUSI HMHAMBUYATBHOTO OHMOTEXHOJIOTHYECKOrO  JIEKAPCTBEHHOTO
mpernapara, JUisi TPOBEACHUS TEHETHMYECKUX UCCIEOBAaHUM MaTepuana,
MOJYYEHHOr0  OT  MalMeHTa, TPU  M3TOTOBJICHUU  WHIUBUAYAIHHOTO
OMOTEXHOJIOTMYECKOTO JICKapCTBEHHOTO IIpemapaTta (najgee - MEIUIUHCKOE
U3JIeTUe U1 TEHETUYECKUX MCCIIEIOBAaHUM), C YKa3aHUEM:

HAaUMEHOBAHUS MEJIUIIMHCKOTO 1713 (156 JUIi  TEHETUYEeCKUX
UCCJIEIOBAHMM, HOMEpa PErucTPalUOHHOTO YJIOCTOBEPEHHUS] MEIULIMHCKOTO
W3JIeNUS JUIsl TEHETUYECKUX UCCIEOBAHUM U JAThl PETUCTPAIIUU MEIUITUHCKOTO



W3ENNS Ul TEHETUYECKUX MCCIEAOBAaHUN COIVIACHO CBEICHUSAM €IMHOTO
peecTpa MEAUIIMHCKUX U3JIEIINN, 3apErUCTPUPOBAHHBIX B paMKax EBpasniickoro
DKOHOMHMYECKOTO COI03a, B CIIy4ae €CJIIM CBEACHUS O MEIMIMHCKOM W3JEIuU
JUISl TEHETUYECKUX MCCIIETOBAHUM BKIIFOYEHBI B YKa3aHHBIN PEECTD;

HaVMEHOBAHUS MEIULIHHCKOTO W3 JIEIINS JUIlI ~ TEHETHYECKHUX
WCCIICIOBAaHUM,  PETHCTPALIMOHHOTO  HOMEpa  MEIMIIMHCKOTO  H3JENUS
JUIST TEHETUYECKUX MCCIENOBAaHUM M JIaThl T'OCYJAapCTBEHHOM pPETHCTpaLuu
MEIULIMHCKOTO U3JENNs U TeHETUYECKUX UCCIIETOBAHUMI COTJIACHO CBEICHMSIM
rOCyJapCTBEHHOTO  peecTpa  MEAUWLUHCKUX HU3JACIUA W OpraHu3aiui
(MHIMBUAYAJIBHBIX MpPEANPUHUMATENEH), OCYIIECTBIAIOMINX MPOU3BOACTBO
U U3TOTOBJIEHUWE MEIWLIMHCKHX M3JIEINHA, B CIydae €CIu CBEICHUS
0 MEOUUMHCKOM W3JEIUA I TEHETHYECKUX MCCIEHOBAHUM BKIIFOYEHBI
B YKa3aHHBINA peecTp;

HAaMEHOBAHHs  HE3apPETMCTPUPOBAHHOTO  MEIUUMHCKOTO  W3JEIIHS
JUISL TUATHOCTUKM 1N VItro, perucTpalliOHHOTO HOMEpa U AaThl MPEJOCTaBICHUS
pa3pelIeHuss Ha TPUMEHEHWE, KOTOPO€ NPEAHA3HAYEHO JUIsl JIUAarHOCTHKHU
3a00JIeBaHUN TIyTeM MPOBEIACHUS HCCIEAOBaHUN 00pa3IoB OHMOIOTHYECKOTO
MaTepuajla 4YeloBeKa BHE €ro OpraHu3Ma, H3rOTOBJIEHO B MEIULHMHCKON
OpraHM3allid M TPUMEHSETCd B  MEIULOMHCKOM  OPraHW3alMd, €ro
W3TOTOBHUBIIEH, B CIydae €CIM U1 TNPUMEHEHUS MEIULUUHCKOTO H3IEIUs
JUTSL AMATHOCTHKY 1n Vitro IpeI0CTaBIeHO YKa3aHHOE pa3peIleHHE.

8. MunucTepcTBO 31paBooxpanenus Poccuiickont Penepanny NpuHUMAET
3asBJICHHE O IPENOCTABICHUM PAa3pEUICHUS HA INPUMEHEHUE W IIPUIIaracMble
K HEMYy CBEJCHUS M KOIMH JIOKYMEHTOB, KOTOPBIE YyKa3aHbl B IIYHKTE 5
Hacroamux lIpaBuim, a Takke yBEAOMISIET MEAMLMHCKYK) OpPTaHU3aLHI0
O MpHUEME YKa3aHHBIX 3asBJICHUSA W INPUIATAaEMbIX K HEMY CBEICHUN W KOIIMM
JOKYMEHTOB 4epe3 JUYHbIA KaOMHET Ha €IMHOM NOpTaje B ACHb IIPUEMa TaKUX
JOKYMEHTOB M Ha OyMa>KHOM HOCHUTEJIE.

9. PelieHne O mMOpenoCTaBICHUM WM 00 OTKa3e B NPEIOCTaBICHUU
pa3pelIeHuss Ha TPUMEHEHUE IPUHUMAETCST MUHHUCTEPCTBOM 31paBOOXPAHEHUS
Poccuiickoit @enepaniun B CpoK, HE MPEBBINAOMMN 3 pabodyux HHEH co AHS
IIPUHATHS PELICHHs] O Hadaje pPacCMOTPEHHMs 3asBIICHUS O MNPEIOCTABICHUU
pa3pelIeHns Ha IPUMEHEHHUE.

10. MunucrepcTBO 3apaBooxpaneHust Poccuiickoin @enepanniv He BIIpaBe
TpeOOBaTh OT MEIUIMHCKON OpraHu3allMd TNPEICTaBICHUS WHBIX CBEICHUMN
U KONMKA JOKYMEHTOB, HE MNPEIYCMOTPEHHBIX IMYHKTaMH 5 M 7 HACTOALINX
IIpaBuir.



11. MunucrepcTBO 3npaBooxpanenus Poccuiickoint @enepanny B TEUCHHE
2 pabounx JOHEW €O JHS TOCTYIUIGHHsS 3asBIE€HUS O MPEJOCTaBICHUN
pa3pelIeHus] Ha IPUMEHEHWE W TMPUJIAaracMbIX K HEMY CBEACHUM W KONUU
JOKYMEHTOB, KOTOPBIE YKa3aHbl B IyHKTe 5 HacTtosAmux lIpasuir:

a) MPOBOJMUT MPOBEPKY MOJHOTHI CBEACHHM M KOMIUIEKTHOCTH KOIUMI
TOKYMEHTOB;

0) mpUHUMAET  pelIeHHEe O  Hadajle  pPACCMOTPEHUs  3asBICHUS
O TPEIOCTABICHUM PA3PEIICHUS HAa NMPUMEHEHUE WIM B CIydae, €CIIM TaKoe
3asBiICHUE O(OPMIICHO C HapyIIEHWEM TIOJOKCHUN IMyHKTa 7 HACTOSIINAX
[IpaBun u (M) B HEM yKa3aHbl HEIOCTOBEPHBIC CBEICHUS JUOO CBEICHUS
M KOIIMM JTOKYMEHTOB, KOTOpBIE yKa3aHbl B IIyHKTEe 5 Hactosmmx lIpaswi,
MIPEICTABIICHBl HE B MOJHOM OOBEME, HAINpaBIsieT MEAUIIMHCKON OpraHu3aun
yepe3 JUYHbIA KaOMHET Ha €AUHOM NOopTaje WM Ha OYMa)KHOM HOCHUTENE
YBEJOMIICHHE O HEOOXOIUMOCTH MPEACTABICHUS TAKUX CBEICHUU W KONUU
JOKYMEHTOB B CPOK, HE MpeBbIIaroniuii 90 pabounx aHEH.

12. B cinyyae ecnu B Cpok, coctaBisitomuii 90 pabouux aHed co OHS
MOJIYYEHUS] MEIMUIMHCKON OpraHu3alieil yBeJOMIIEHHS O HEO0XOIUMOCTH
MPEACTABICHHUS] CBEIEHUA M (WIM) KONUH JIOKYMEHTOB, KOTOpPbIE YKa3aHbI
B nyHKTe 5 Hactosmwmx IIpaBui, Takue cBeleHUA W (MJIM) KOMHH JOKYMEHTOB
MEIUIUHCKOU Opra"u3anuen HE MIPEICTaBIIECHBI, MunucTepcTBO
3npaBooxpaHeHus: Poccmiickoit ®Denepanuyi MpUHUMAET pelieHue 00 OTKasze
B PACCMOTPEHHUM 3asBJICHUS O MPEIOCTABICHUHN Pa3pEIICHHUs] HA NPUMEHEHHUE
C MOTUBHUPOBAHHBIM 00OCHOBAaHUEM MPUYHH OTKA3A.

13. Ilpn VICUUCIICHUU CpOKa MIPUHATUSA MuHucTepcTBOM
3apaBooxpaHeHust Poccuiickorn Denepanuy pelieHrs O NPEeAOCTaBICHUN WU
00 OTKa3e B MPEAOCTaBICHUH pPa3peUICHUS Ha MPUMEHEHHE HE YYHTHIBACTCS
BpeMs CO [JHsS HalpaBJICHUS MEIULIMHCKON OPraHU3aluu YBEIOMIICHUS
0 HEOOXOIWMOCTH TIPEACTAaBICHHUS CBEACHUU U (MJIM) KOMHUHA JOKYMEHTOB,
KOTOpBIE yKa3aHbl B NyHKTe 5 Hactosmux [IpaBwi, 10 1IHS IpencTaBlIeHUsS
MEIUIMHCKOW OpraHu3alMed OTBETA HA YKA3aHHOE YBEIOMIICHUE.

14. MunuctepcTBO 3apaBooxpaneHusi Poccuiickoit deiepainy B TEUCHUE
OJIHOTO pabovyero AHS CO AHA TPUHATHS PEIICHUS O Hayale pPacCMOTPEHUS
3asBJICHUSI O MPENOCTABICHHM pa3pelleHHs Ha NPUMEHEHHE OCYILECTBISAET
CIEAYIOLINE MEPOIIPUATHUSA:

a) yBEIOMJISIET MEIUIMHCKYI0 OpraHu3alyi0 O MPUHITOM pELIEHUU
Yyepes JTUYHBIN KaOWHET Ha €IMHOM IMOpTaje WK Ha OyMa)XHOM HOCHTETIE;

0) HampaBJsieT B DJKCIEPTHOE YUPEXKICHHE Ha OyMa)KHOM HOCHUTENE
00 B (popme 3JIEKTPOHHOrO JOKYMEHTA, MOJIMUCAHHOTO C MCIOJb30BaHUEM



YCUWJICHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHON TMOAMKMCH YIIOTHOMOYEHHOTO
muua MunncreperBa 3apaBooxpaHeHuss Poccuiickont denepanyu, 3anaHue
Ha MPOBEJICHUE IKCIIEPTU3BI IKCIIEPTHOTO YUPEKIAEHHUs, a TAKKE B DIEKTPOHHOM
BU/JIE TIO TETIEKOMMYHHUKAIIMOHHBIM KaHAJIaM CBSI3U WJIM Ha OyMa)>KHOM HOCHUTEIEe
KOIIMIO 3asBJICHUS O TIPEJOCTaBICHWM pA3pEIICHUs Ha NPUMECHEHHUE
C NPUJIOKEHUEM K HEMY CBEJACHUM M KOIHKW JOKYMEHTOB, KOTOpPBIE YKa3aHBI
B IyHKTE 5 HacTosmux [Ipasui.

15. OkcnepTr3a  3KCIEPTHOTO  YUPEXKACHHS MPOBOAUTCA KOMHUCCHEMN
AKCIIEPTOB 3KCIEPTHOTO YUYPEXKIACHUS HA OCHOBAHWUU CBEACHHM MW KOMHUH
JOKYMEHTOB, TMpWjaraéMbIX K 3aJaHAI0 HA TPOBEACHUE IKCHEPTU3BI
AKCHEPTHOTO YUYPEXKIACHUS B COOTBETCTBUM C MOAMYHKTOM "0" myHKTa 14
HactoAmux  llpaBmi, 1npu  yCcnoBMHM — 3aKIIOYECHUS — MEIULHMHCKOM
OpraHu3alMeil € SKCIEPTHBIM YUPEXKIECHHUEM JOroBopa 00 OKa3aHWM YCIyT
[0 TPOBEACHUIO JKCIEPTHBIM YUYPEKIECHUEM ODKCIEPTU3bl WHIWBUAYAIBHOTO
OMOTEXHOJIOTMYECKOTO  JICKapCTBEHHOTO TpemapaTa (Jajsee -  JOTOBOP
00 OKa3aHUM YCIyT).

16. MenuuuHCKass opraHu3anus IIOCHE  TMOJYYEHUs  YBEIOMIICHHS
0 mnpuHATHM MuHHCTEpCTBOM 3apaBooxpaHeHus Poccuiickon ®enepauyu
peleHns 0 Hadajle pacCMOTPEHHMsI 3asBJICHUSA O INPEIOCTABICHUM pPa3peIIeHUs
Ha TMPUMEHEHHE OoO0paliaercd B SKCHEPTHOE YUPEXKIACHUE IS 3aKIFOYCHUS
aoroBopa 00 OKa3aHUHM YCIyT. 3akIOYeHHe A0roBopa 00 OKa3aHUM YCIYT,
BKJIIOUAsi COTJIACOBAaHWE YCIOBHM, OQOpMIICHME W TOJMUCAHUE JI0TOBOpa
00 OKa3aHWM YCIYT, OCYIIECTBISETCS B CPOK, HE MPEBBIMIAIOINNA 5 pabounx
THEH co THs 00paleHns] MeJUIIMHCKONW OpPTraHu3alliy B SKCTIEPTHOE YUPEKICHHE.

17. OkcnepTr3a  SKCHIEPTHOIO  YUPEXKIEHUS IPOBOAMUTCA B  CPOK,
He mnpeBblmaronmii 50 pabouux [AHEW cO JHA 3aKIIOYEHHUs JI0roBOpa
00 OKa3aHWUH yCIOyr, C TPEACTABICHUEM OSKCIEPTHBIM YUPEKICHUEM
B MuHucrtepcTtBo 3apaBooxpaHeHusi Poccuiickonn ®@enepanuu CleayrOIUxX
JNOKYMEHTOB:

a) 3aKJII0YEHNE HKCIIEPTHOTO yUPEKIEHUS Ha OyMaXHOM HOCHTENE JHO0
B (QopMe »3JIEKTPOHHOIO JOKYMEHTa, NOJANHCAHHOTO C HCIOJIb30BAHUEM
YCUJIEHHON KBAIU(PUIMPOBAHHOW DJJIEKTPOHHOM TOAMUCH BCEMHU YICHAMU
KOMMCCHUH IKCIIEPTOB IKCIIEPTHOIO YUPEKIACHUS;

0) COrNacoBaHHbIN 3KCHEPTHBIM YUPEXKACHUEM MPOEKT perjiaMeHTa
M3rOTOBJICHUSI WHJMBHYaJIbHOTO OHMOTEXHOJOTMYECKOTO JIEKAPCTBEHHOTO
Ipernapara;

B) COIJIaCOBAHHBIM AKCIEPTHBIM YUPEKACHUEM IPOEKT HOPMATUBHOIO
JOKyMEHTa 10  KauyeCTBY  HHJMBHAYaJIbHOTO  OMOTEXHOJIOTMYECKOTO



JIEKapCTBEHHOI'O IpPEIapara, COCTABIEHHOTO B COOTBETCTBHH ¢ PykKoBoACTBOM
II0 COCTABJICHUIO HOPMATHBHOTO JOKYMEHTa IO KadeCTBY JIEKAPCTBEHHOTO
rpenapara, YTBEPKIECHHBIM pelIeHneEM Komnernn EBpasniickoit
IKOHOMHUYECKON KoMuccuu oT 7 ceHtsops 2018 r. Ne 151 "OO6 yTBepxaeHun
PykoBoxcTBa 1O COCTaBIEHMI0O HOPMATHBHOIO JIOKYMEHTa II0 KadyeCTBY
JIEKapCTBEHHOI 0 Ipemnapara’;

I') COTJIACOBAHHBIN DKCIEPTHBIM YUpEKICHUEM POEKT
MH()OPMATMOHHOTO JINCTKA MALIUEHTA;

1) COTJIACOBAHHBIA AKCIEPTHBIM YUPEXKICHHEM MPOEKT HHCTPYKIHH
0 MPUMEHEHUI0 WHAUBUIYATBHOIO OHMOTEXHOJOTUYECKOIO JIEKAPCTBEHHOTO
mpernapara, Cojep)Kalied cBeleHus, ykazaHHble B pemenun CoBeta
EBpazniickoil 3KOoHOMHYECKOW KomHccuu OT 3 HosOps 2016 1. Ne 88
"O06 yTBepkIeHNU TPeOOBaHUI K MHCTPYKIIMU 110 MEAUIIMHCKOMY TPUMEHEHUIO
JEKapCTBEHHOTO TIpermapaTa M OOImed XapaKTEepHUCTUKE JIEKapCTBEHHOTO
rpenapara Juisi MEIUIUHCKOTO IPUMEHEHNS

€) COIVIaCOBAHHbIE  AKCIEPTHBIM  YUPEXKJACHHEM MPOEKThl MAaKETOB
NEPBUYHOM YMAKOBKM W BTOPUYHOW YMAKOBKH (MpU HEOOXOIUMOCTH)
MHIUBUYAIIBHOTO OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOrO Mpernapara.

18. Ilpn VICUUCIICHUU CpOKa MIPUHATUSA MuHucTepcTBOM
3apaBooxpaHeHust Poccuiickorn Denepanuy pelieHrs O NPEeAOCTaBICHUN WU
00 OTKa3e B MPEIOCTABICHUN PAa3pElICHNs HAa IPUMEHEHUE HE YUUTHIBACTCS BPEMS
CO IHsS YBEIOMJICHHMS MEIULMHCKOM OpraHu3aluyd O Hadalle PacCMOTPEHHS
3asgBIICHUS O MPEAOCTABICHUH Pa3pEUICHHs HAa TPUMEHEHHE A0 THS 00palmieHus
MEIWLIMHCKOW OpPraHU3allMd B OKCHEPTHOE YUPEKACHUE Ui 3aAKIIOUYCHUS
JA0roBopa 00 OKa3aHWU YCIYT, BpEeMs 3aKJIIOUEHHUs J0roBopa 00 OKazaHWU
YCIYT, a TAK)KE BPEMS IPOBEICHUS DKCIIEPTU3BI SKCIIEPTHOIO YUPEKICHUS.

19.B ciryvae HEJIOCTaTOYHOCTH CBEJICHHUI, COJIEpKAINXCSA
B IIPEJCTABJICHHBIX MEIWLIMHCKOM OpraHM3alyed CBENCHUAX M KONUAX
JOKYMEHTOB, KOTOpbIE yKa3aHbl B TNyHKTe 5 Hacrosammx lIpaswin,
JUISL COCTaBJICHUSI 3aKIIFOUEHHsI HKCIIEPTHOTO YUPEXKICHHSI B JTUYHBIA KaOMHET
MEIUIMHCKOW OpraHu3alid B €IWHOM TOCYyAapCTBEHHOW HMH(OPMALMOHHOMN
cucteMe B cdepe 3ApaBOOXpaHEHHMS (Hanmee - eauHAs CHUCTEMa) WU
Ha OyMaXHOM HOCHTENIE JKCIEPTHBIM YUYPEKICHHEM HaMpaBisieTcs 3ampoc
O TMPEJCTABICHUU HEOOXOJIUMBIX CBEICHHN U (WIM) KOMUU JOKYMEHTOB
W3 YHClia YKa3aHHBIX B MyHKTE 5 Hacrosmux [IpaBun cBenenuit u (win) konui
JIOKYMEHTOB (C YKa3aHHEM XapakTepa U crocoda yCTpaHEeHHs 3aMEUYaHui).

20. MegummHCcKass oOpraHu3anusi 00si3aHa HAINpaBUTh B 3KCIEPTHOE
yupexaeHne Ha OyMa)KHOM HOCHTENE WM B JIMYHBIA KaOMHET SKCIIEPTHOTO
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YUPEXKICHUS B €IMHOW CUCTEME NMOANMCAHHBINA C WCIIOJIb30BAaHUEM YCUJIEHHOMN
KBaJIM(UIIMPOBAHHON AJIEKTPOHHOM MOANMHUCHA OTBET HA 3ampoc 3KCIEPTHOTO
YUpPEXIACHUS B CPOK, HE IpeBbILamuid 90 padbouux AHEW co JHS MOIyYEHUS
DKCHEPTHBIM  YUYPEKIACHUEM YBEAOMIIEHHS O IIOJIYYEHHH MEIULHUHCKON
OpraHu3alyren 3ampoca.

B cmywae HempenctaBnenus 1o uctedeHun 90 paboumx  mHEH
MEIUIMHCKOW OpraHu3alhedl OTBETa Ha 3alpoC SKCIEPTHOE YUYPEKICHUE
paccMaTpuBaeT M MOATrOTABIMBACT 3aKIIOYEHHE OKCIEPTHOTO YUYPEKACHUS
Ha OCHOBAHMM CBEACHUM W (WIM) KOMHMM JOKYMEHTOB, HMEIOIIUXCS
B PACIOPSHKEHNH KOMUCCHH SKCIIEPTOB IKCIIEPTHOTO YUPEKIACHUS.

2]1.Ilpn wcuucineHnH CpoKa IPOBEAEHUSI OSKCIEPTU3BI IKCIEPTHOTO
YUpPEXKICHUS, YKa3aHHOTO B NyHKTe 17 Hacrosmmx [IpaBun, HE yduThIBaeTcs
BpeMs CO JHS HanpaBlI€HUs OKCHEPTHBIM YUYPEKICHUEM MEIULHHCKON
OpraHW3allid 3ampoca O TMPEJCTABICHUU HEOOXOIUMBIX CBEACHUN U (W)
KONIMM JTOKYMEHTOB IO JHS TOJNY4YEHHUs OSKCHEPTHBIM YUYPEKIECHUEM OTBETA
Ha yKa3aHHBIN 3aIpOC.

22.B cnydae ecim TpuilaraéMble K OTBETY Ha 3alpoCc 3KCHEPTHOTO
YUpPEXKIACHUS CBEAEHUS U (UJIM) KOMHUHU JIOKYMEHTOB COCTABIJICHBI WIIM COAEpPKAT
TEKCT HAa WHOCTPAaHHOM S3BIKE, OHHM MPEJICTABISIOTCS C 3aBEPEHHBIM
B YCTAHOBJICHHOM INOPSAJIKE IEPEBOJOM Ha PYCCKUU S3BIK.

23. MununctepctBo 3apaBooxpanenusi Poccuiickorn denepanuu B CpOK,
HE TpEBBILAIMA 2 padounx JHEH CO JHSA TOJYYEHHUS 3aKIHOYEHUS
DKCIEPTHOTO YUPEKICHUSA:

a) MPUHUMAET pEIIEHWE O TPEJOCTaBICHMH WIM 00  OTKase
B IIPEIOCTABIICHUM PA3PEIICHUS HAa IPUMEHEHUE;

0) yBeIOMJIIET MEIUIIMHCKYI0O OpraHU3alyi0 O NPUHSATOM PEIICHUN
Ha OyMa)>KHOM HOCHTEJIE WM Yyepe3 INYHBIA KaOMHET Ha eAMHOM TopTalie.

24. MUHHUCTEPCTBO 3npaBooxpaHeHus  Poccuiickoi denepanun
IIPUHAMAET PEUIEHUE O NMPEAOCTABICHUN Pa3peIICHUS Ha IPUMEHEHUE B CIIy4ae
MOJIYYEHHS]  3AKIFOYEHUS  DKCIEPTHOTO  YUYPEXKACHUS O  BO3MOXKHOCTH
NPUMEHEHUs  WHIUBUIYAIBHOTO  OMOTEXHOJIOTMYECKOTO  JIEKAPCTBEHHOTO
Ipernapara.

25.B cnydae nDpuUHATHS PEMIEHUS O TMPEIOCTABICHUM pPa3peIICHUs
Ha npuMmeHeHne MuHucrepcTBo 3apaBooxpaHeHus Poccuiickon denepanumn
B JICHb NIPUHATUSA YKa3aHHOTO PEIICHUS:

a) BHOCUT 3alMChb O NPEIOCTaBICHUU pa3pelieHrs Ha NPUMEHEHUE
B peecTp paspelieHul Ha TMpPUMEHEHHE (3alucCh, BHOCHMAs B PEECTp
pa3pelIeHNI Ha NPUMEHEHHE, IOJJICKUT MOANMCAHUIO C MCIOJIB30BAHUEM
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YCUWJICHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHON TMOAMKMCH YIIOTHOMOYEHHOTO
NOJDKHOCTHOrO  JiMna  MuHHCTEpCTBAa  3ApaBooxpaHeHuss — Poccuiickon
denepanyn) WM BbIJIAET pa3pellieHHe Ha IPUMEHEHNE Ha OYMa)KHOM HOCHUTEIIE;

0) HampaBiIsieT MEIMUMHCKOW OpraHu3allid Ha OyMa)kKHOM HOCHUTENE
MOCPEJICTBOM  TIOYTOBOTO  OTIPABICHUS WIM 4Yepe3 JIMYHBIM KaOWMHET
Ha €IMHOM IIOPTAJE COTJIaCOBAHHBIE IKCIIEPTHBIM YUPEKICHUEM:

IIPOEKT periiaMeHTa WU3TOTOBJIEHUS WHJMBUAYJIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara;

IIPOEKT HOPMATHMBHOIO JOKYMEHTa N0 KayeCTBY WHIWBUAYAIBHOTO
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO mpenapara, COCTaBJICHHOTO
B COOTBETCTBUHM C PyKOBOACTBOM IO COCTaBJICHHI0O HOPMAaTHUBHOIO JOKYMEHTA
10 Ka4EeCTBY JIEKAPCTBEHHOI'O IIpenapara, yTBEpKIACHHBIM pemeHnem Koierum
EBpazuniickoil 3KOHOMHYECKOM KoMuccun OT 7 ceHTsaops 2018 r. Ne 151
"OO6 yTBepkmeHHH PyKoBOACTBa MO COCTABJICHHIO HOPMATHUBHOTO JTOKYMCHTA
10 Ka4ECTBY JICKAPCTBEHHOI O Tipemnapara’’;

pOoeKT HHGOPMAIMOHHOTO JINCTKA MAIMEHTA,;

IPOEKT MHCTPYKIUHU o MIPUMEHEHUIO WHIUBUyaIbHOTO
OMOTEXHOJIOTMYECKOTO JIEKaPCTBEHHOTO Tpemnapara, COAep)Kallell CBeIeHus,
ykazaHHble B pemeHur CoBera EBpa3uiicKodl SKOHOMUYECKOW KOMHCCUU
ot 3 HosOpsa 2016 T. Ne 88 "OO yTBepkaeHWH TpeOOBaHHA K HHCTPYKIIUU
M0 MEIUIIMHCKOMY TPUMEHEHHIO JIEKQpCTBEHHOTO Tpenapara W oOImen
XapaKTEPUCTHUKE JEKAPCTBEHHOTO NPEIapara sl MEIUIMHCKOTO IPUMEHEHHUS "

IPOEKThl MAKETOB TNEPBUYHOM YIAKOBKM M BTOPUYHOM YIAKOBKH
(mpu HEO0OXOIUMOCTH) WHIUBUIYAJIBHOTO OMOTEXHOJOTUYECKOTO
JIEKapCTBEHHOI'O TIIpenapara, IPEICTABICHHBIE SKCIEPTHBIM YYPEKICHUEM
B COOTBETCTBUU C MMyHKTOM 17 Hacrosmux [IpaBuir.

26. OcHOBaHMAMHM JUIA OTKa3a B INPENOCTABICHUM  Pa3pEIICHUS
Ha MPUMEHEHUE SBIISIIOTCS:

a) HETIPEJCTAaBJICHUE MEIUIMHCKON OpraHU3alMell CBEACHUN H KONUM
JTOKYMEHTOB, KOTOPBIE YKa3aHbl B TyHKTe 5 HactoAmux [Ipasu;

0) BBISIBJICHHE B XOJE PACCMOTPEHHUSI 3asBICHUS O MPETOCTABICHUUN
pa3pelIeHus] Ha TNPUMEHEHWE M TPUIIOKEHHBIX K HEMY CBEICHUM M KONUU
JOKYMEHTOB, KOTOpbIE yKa3aHbl B TNyHKTe 5 Hacrosammx lIpaswin,
HEJJ0OCTOBEPHOI MH(POPMALINH;

B) 3aKJIFOYEHHUE KOMHUCCHHM  3KCIEPTOB  OSKCIEPTHOTO  YUPEXKJIECHUA
O HEBO3MOXXHOCTM TNPHUMEHEHHUS HHAMBUAYAJBHOTO OHOTEXHOJOTHYECKOTO
JIEKapCTBEHHOTI'O MPEIapara;
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I') OTCYTCTBHE MEIUIMHCKOM OpraHu3aluyd B IEepeYyHe MEIULUHCKUX
OpraHH3alnl;

1) OTCYTCTBUE Y MEAUIMHCKON OpraHu3anuu OTAcieHUs1 (manaThl)
MHTEHCUBHOMW TE€paruy U peaHuMallly;

€) HECOOTBETCTBUE WHIUBUY AIBHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOTO npenapara TpeOOBAHUIM K WHIUBUAY JTbHBIM
OMOTEXHOJIOTMYECKAM  JIGKAPCTBEHHBIM  TIperapaTtaM, MpeayCMOTPEHHBIM
npunoxxkenneM Ne 1 k [IpaBunam obparmienHus;

) OTCYTCTBHE B OTHOLUIEHWU MEIULMHCKOIO M3AENNS ISl TeHETHUYECKUX
MCCJIEIOBAHUM PETUCTPALIMOHHOIO YJOCTOBEPEHUSI HA MEJMIIMHCKOE WU3JEeNue,
MOATBEPKIAIOLIETO bakT  TOCYAapCTBEHHOW  PETUCTPALNU TaKoro
MEIUIUHCKOTO U3EJINS WK PETUCTPALUU B COOTBETCTBUH C MEKTyHAPOIHBIMHU
JOTOBOPAMH U aKTaMH, COCTaBIIAIOIIMMU MpaBo EBpazuiickoro 3KOHOMUYECKOTO
coro3a, JMOO paspemieHUss Ha OPUMEHEHUE  HE3aperucTPUPOBAHHOTO
MCIUIIMHCKOTO M3CIIHS I JHArHOCTUKH 1N Vitro;

3) OTCYTCTBHE Y MEIULIMHCKOW OpraHU3ally TaKWX BUJIOB AESITEIbHOCTH,
KaK HayyHas (Hay4YyHO-HCCIIEOBATENbCKasA) MAEITEIbHOCTh M JI€ATEIbHOCTh
10 MPOBEJCHUIO KIMHUYECKUX UCCIEAOBAHUH JIEKAPCTBEHHBIX IPEMAPATOB;

M) OTCYTCTBME B JIMIEH3UM Ha  OCYIIECTBICHHE  MEIULIMHCKOU
NESTENbHOCTH, MPEJOCTABICHHOW MEAMIIMHCKON OpraHu3alii, yKa3aHUs
Ha paboThl (yCIyTH), TPHU BBITIOJHCHUH (OKa3aHWHM) KOTOPHIX MPUMCHSETCS
WHIUBUAYJIbHBIA OMOTEXHOJIOTUYECKUI JICKAPCTBEHHBIN Mpemnapar.

27. lneM TpenoCTaBIEHUS MEIULUMHCKOM OpraHu3alMM pPa3pelIcHUs
Ha IPUMEHEHUE SIBIIETCA JIEHb BHECEHUS B PEECTP pa3pelieHu Ha IPUMEHEHUE
3aMKMCH O IPEIOCTABIECHUY PA3PEIICHNs Ha IPUMEHEHNE.

28. Pemenne O TOATBEpPXKACHUM  pa3pelIeHUss Ha  IPUMEHEHHE
npuHAMaeTcss MHHHUCTEPCTBOM 31apaBooxpaHeHuss Poccuiickont denepanumn
M0 pe3yJbTaTaM AKCIEPTU3bl 3KCHEPTHOIO  YUYPEXKIECHUS, MPOBOIUMOI
B cOoOTBeTCTBUU ¢ TyHKTOM & IlpaBum oOparieHusi, Ha OCHOBAaHHMM JaHHBIX
MOHHTOPUHTa  O€30MacHOCTH  WHIUBUAYATHHOTO  OMOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOr'0 TIpernapara, MPOBOJWMOTO B COOTBETCTBHUM C IIYHKTOM 15
[TpaBun oOparieHusi, a Tak)ke Ha OCHOBAaHUU OIICHKH COOJIOJICHUS TPEOOBaHUI
K MEIWOMHCKOM OpraHu3alu, MpeIyCMOTPEHHBIX npwiokeHnem Ne 2
K [IpaBusiam oOparteHus.

29. Ina TOATBEPXKACHUS pPa3pCLICHHS Ha IPUMEHEHHE MEIUIMHCKAS
opraHuzaius He paHee ueMm 3a 120 pabouux AHEH A0 HACTYIUICHHUS CpPOKa
MOATBEPKIAEHUS Pa3pellieHrs Ha MPUMEHEHHE MpeACTaBIsieT B MUHHUCTEPCTBO
3npaBooxpaHeHus: Poccuiickoit ®demeparuu Ha OyMa)KHOM HOCHUTENE WJIH
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B (hopme 37eKTPOHHOTO TOKYMEHTA, MOAMUCAHHOTO C HUCIIOIh30BaHIUEM MPOCTON
ANIEKTPOHHOM MOJINUCH, WIA YCWICHHOM KBAJIM(PUIMPOBAHHON 3JIEKTPOHHOMN
MOJANKUCH, WM YCWICHHOW HEKBATU(PUUUPOBAHHOW 3JIEKTPOHHOW IOJIHUCH,
cepTUQUKAT  KJIOYa MPOBEPKH  KOTOPHIX CO3JaH U MCHOJIb3yeTCs
B uH(ppacTpyKkType, oOecneunBaromed HWHYOPMAIMOHHO-TEXHOIOTHIECKOE
B3aUMOJIECTBUE UH(POPMALIMOHHBIX CUCTEM, UCIIOIB3YEMBIX JUISl PEAOCTABICHUS
TOCYy/IapCTBEHHBIX M MYHHUIIMNAIBHBIX yCIyr B JJIEKTPOHHOH (opme,
B ycra”HoBieHHOM IIpaBurtensctBoM Poccuiickot @enepauum mnopsake
C UCIIOJIb30BAaHUEM €AMHOTO MOpTaa 3asBJIECHUE O OATBEPKACHUHN Pa3peIICHHS
Ha IPUMEHEHHE, a TaK’K€ CBEICHUN M KOMHUM aKTyalu3HUPOBAHHBIX JOKYMEHTOB
(1pu X U3MEHEHHUH) B COOTBETCTBUU C MYHKTOM 5 HacTosiuux [Ipasui.

30. B 3asgBiIIeHMM O TIOATBEPXKIACHUH PAa3pElICHUs Ha TNPUMEHEHHE
YKa3bIBAIOTCS CIEAYIOIINE CBEJICHUS:

a) HAMMEHOBAaHHE VHJIABUAYAJIBHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOI'O MIpenapara;

0) TOproBo€ HAaWMEHOBAHME WHIWBUIYAIBHOIO OHOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HAJIUYuK);

B) MOJTHOE (COKpAIIEHHOE - MPY HAJIWYMK) HAUMEHOBAHUE MEIUIIUHCKOMN
OpraHM3alfH, B TOM 4Yucie (UPMEHHOE HaMMEHOBAaHWE, WIACHTH()HUKAIIMOHHBIN
HOMEpP HaJOroIUIaTeNbIINKa, aJpec, MECTO HAaXOXKIECHMs, a TaKXkKe HoMepa
Tene(OHOB U ajipec AIEKTPOHHOM MOYTHI (MTPU HATTUYUN);

I) CBEIEHHs O JIMLUEH3MM Ha  OCYIIECTBICHHE  MEIULIMHCKOU
JEeSTEeNbHOCTH, IPEAOCTABICHHON MEAUIIMHCKON OpraHU3alyi, ¢ yKa3aHUeM:

PErHCTPAlMOHHOTO HOMEpA JIMLIEH3UU;

JIaThI IPEAOCTABIICHUS JTULEH3HH;

HAaMMEHOBaHHUS JTMLIEH3UPYIOLIEro OpraHa;

cheppl  NPUMEHEHHS  HMHAMBUAYAJIBHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HAJIUYuK);

J1) MECTO  W3TOTOBJICHHMSI ~ MHIMBUAYAJIbHOTO  OHMOTEXHOJOTHMYECKOTO
JIEKapCTBEHHOI'O MIpenapara;

€) MOKa3aHusl K MPUMEHEHHIO HWHJMBHIYalbHOTO OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOI'O MIpenapara;

) CBEICHUSI O HAJIWYUU Yy MEIULIHMHCKOM OpraHu3aluu OTAEJICHUS
(mayiaThl) MYHTEHCUBHOM TE€panuu U peaHuMaluu;

3) pekBU3UTHl pacrnopsukenust IIpaButenbcrBa Poccuiickoit denepauuu,
MOATBEP)KIAIOLIET0 BKJIOYEHUE MEIUIMHCKOW OpraHu3alid B IEepeyYeHb
MEIUIMHCKUX OpTraHU3alNii;
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M) CBEACHUS O JOMyCKe K oOpamieHuio (MPUMEHEHUI0) MEIUITUHCKOTO
W3JENINS U1 TEHETUYECKNX UCCIENOBAHNN C YKa3aHUEM:

HaVMEHOBAHUS MEIULIHHCKOTO W3 JIEIINS JUIlI ~ TEHETHYECKHUX
HCCIICIOBAaHUM, HOMEpPA PErMCTPALMOHHOIO YIAOCTOBEPEHUS MEIUIIMHCKOTO
W3JIENNSL JUIsl TEHETUYECKUX UCCIENOBAHUN M JAThl PETUCTPALIMU MEIUIIUTHCKOTO
W3ENNS Ul TEHETUYECKUX MCCIEAOBAaHUN COIVIACHO CBEICHUSAM €IMHOTO
peecTpa MEAUIIMHCKUX U3JIEIINN, 3apErUCTPUPOBAHHBIX B paMKax EBpasniickoro
DKOHOMHMYECKOTO COI03a, B CIIy4ae €CJIIM CBEACHUS O MEIMIMHCKOM W3JEIuU
JUISl TEHETUYECKUX MCCIIETOBAHUM BKIIFOYEHBI B YKa3aHHBIN PEECTD;

HaVMEHOBAHUS MEIULIHHCKOTO W3 JIEIINS JUIlI ~ TEHETHYECKHUX
WCCIICIOBAaHUM,  PETHCTPALIMOHHOTO  HOMEpa  MEIMIIMHCKOTO  H3JENUS
JUIST TEHETUYECKUX MCCIENOBAaHUM M JIaThl T'OCYJAapCTBEHHOM pPETHCTpaLuu
MEIULIMHCKOTO U3JENNs U TeHETUYECKUX UCCIIETOBAHUMI COTJIACHO CBEICHMSIM
rOCyJapCTBEHHOTO  peecTpa  MEAUWLUHCKUX HU3JACIUA W OpraHu3aiui
(MHIMBUAYAJIBHBIX MpPEANPUHUMATENEH), OCYIIECTBIAIOMINX MPOU3BOACTBO
U U3TOTOBJIEHUWE MEIWLIMHCKHX M3JIEINHA, B CIydae €CIu CBEICHUS
0 MEOUUMHCKOM W3JEIUA I TEHETHYECKUX MCCIEHOBAHUM BKIIFOYEHBI
B YKa3aHHBINA peecTp;

HAaMEHOBAHHs  HE3apPETMCTPUPOBAHHOTO  MEIUUMHCKOTO  W3JEIIHS
JUISL TUATHOCTUKM 1N VItro, perucTpalliOHHOTO HOMEpa U AaThl MPEJOCTaBICHUS
pa3pelIeHNs Ha PUMEHEHNE MEIUIIMHCKOTO U3JENHs, KOTOPOE MPEIHA3HAYECHO
JUTSI TAATHOCTUKHU 3a00JIEBAHWM ITyTEM TPOBEICHUS HCCIICIOBAHHUN 00pPa3IioB
OMOJIOTMYECKOr0 MaTepuaja 4YeloBeKa BHE €ro OpraHu3Ma, H3TOTOBJICHO
B MEIUIMHCKOM OPraHM3allMd M IPUMEHSETCS B MEIWLIHUHCKOM OPraHU3aIuH,
€ro M3rOTOBMBIIEH, B CIIy4ae €CIW Uil IPUMEHEHUS MEIUIMHCKOTO W3JEIIHs
JUTSL AMArHOCTHUKY 1n Vitro IpeIoCTaBICHO YKa3aHHOE Pa3pPEIICHHUE;

K) CBEJICHUA O KOJMYECTBE CIy4yaeB IPUMEHEHUS WHAUBUIYAIBHOIO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO TMpemnapara co THS TMPeJOCTaBICHUS
paspelIieHuss Ha TPUMEHEHHWE WM CO JHSA TOCIENHETO NOATBEPKIACHUS
paspenieHus Ha IPUMEHEHUE, B ClIy4ae €Clid pa3pelieHue Ha MpUMeHEeHne ObLIO
MIOATBEPKIACHO paHee W [0 JAaThl IIOAAYM 3asBICHHS O HOATBEPKIACHUU
pa3pelIeHns Ha IPUMEHEHHUE.

31. MuHuCTEPCTBO 3ApaBOOXpPAHEHUS Poccuiickon denepanuu
HE BIpaBe TpeOOBaTh OT MEAMIIMHCKOM OpPraHM3allMd YKa3blBaTh B 3asBICHUHU
O TOATBEPKACHUN Pa3pelICHUs] HAa PUMEHEHUE CBEICHHUS, HE MPELYCMOTPEHHBIE
nyHKTOM 30 Hacrosmux [Ipasuir.

32. Pemienne O TpeNOCTaBICHUM TMOATBEPXKIECHUA WIM 00 OTKasze
B IIPEJOCTABICHNN MTOATBEPKIACHUS Pa3pelICcHNs] HA TPUMEHEHUE IPUHUMAETCS
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MunucrepcTBoM  3apaBooxpaHeHuss  Poccmiickon  ®Pepepanuum B CPOK,
HE MpeBbIatoNMil 3 padouux JHEH cO JHS NPUHATHSA PELIEHUs O Hadaje
PAacCMOTpPEHHUS 3asBICHUS O TNPEIOCTaBICHUM TOATBEPXKICHUS pa3perieHus
Ha IPUMEHEHUE.

33. MunuctepcTBO 3apaBooxpaneHust Poccuiickoit denepanny B TEUCHUE
2 pabouux JHEW CO JHA TOCTYIUICHUS 3aABJIICHHS O TOJATBEPKIACHUU
paspelnieHus Ha MPUMEHEHHUE, MPEeTyCMOTPEHHOro MYHKTOM 30 HaACTOSIIMX
[IpaBun, mnPOBOAUT TPOBEPKY IOJTHOTHI  MPEACTABICHHBIX  CBEJCHUU.
Ilo pe3ynpTaTaM TakOro pacCMOTPEHUs IPUHMMAETCA pELIIEHHE O Hadaje
PAacCMOTpPEHHUS 3asBICHUS O TNPEIOCTaBICHUM TOATBEPXKICHUS pa3perieHus
Ha IPUMEHEHUE.

34.B cnydae ecinum 3asgBIEHHE O IIOATBEPXKIACHUH pPa3pELICHUS
Ha MPUMEHEHHE OPOPMIICHO C HAPYIICHUEM TOJIOKEHUH MyHKTa 30 HACTOSAIINX
[IpaBun win B HEM YKa3aHbl HEJAOCTOBEPHBIE CBEIEHUS, MUHHUCTEPCTBO
3npaBooxpaHenus Poccuiickoit @enepaniun Ha OyMa)KHOM HOCHUTENIE UJIU Yepe3
JUYHBIN KaOWMHET Ha €AMHOM MOpTaJie YBEAOMIISIET MEIUIIMHCKYIO OpraHU3aInIo
00 STOM ¥ HaNpaBIsAET 3ampoc O HEOOXOAMMOCTH YCTPaHEHHS B CPOK,
He  npeBplmaromuii 20 pabounmx  JHEW,  BBIABICHHBIX  HApYLICHUI
1 (WIKn) OpecTaBICHUS CBEICHU.

35. B cinyyae ecnu B cpok, coctaBisitomuii 20 pabouux AHEH co IHS
MOJIyYeHHUs] YBEJAOMJICHUS, BBISIBIICHHbIE HAapyLIEHUS HE YCTpaHEHbl M (WJIN)
CBEJICHMS HE NpPEACTaBIeHbl, MUHUCTEPCTBO 3ApaBoOXpaHeHust Poccuiickoit
@denepanii  MPUHUMAET peIIeHHe 00 OTKa3e B PACCMOTPEHUM 3asBICHUS
O TOATBEPXKJIEHUU pa3pelieHus] Ha [PUMEHEHHE ¢ MOTHUBUPOBAHHBIM
000CHOBaHHEM MIPUYUH OTKAa3a.

36. IIpun VCUYUCIICHUN CpOKa MIPUHATHS MuHucTepcTBOM
3apaBooxpaHeHuss Poccuiickoit denepannu pemieHrusl O MOATBEPKIACHUN WU
00 OTKa3e B TMOATBEPXJACHUU DPA3pEUICHUS HA MPUMEHEHHE HE YYHUTHIBACTCS
BpeMs CO THS yBEJAOMJICHHS MEIWIIMHCKON OpTraHM3alMd O HEOOXOIUMOCTH
YCTpaHEHMsI BBISIBJICHHBIX HApYLIEHUH U (WJIM) IPEICTABICHUS CBEACHUH 10 JHS
YCTpPAaHEHHUs] MEIMIMHCKON OpraHu3aluedl BBISBJIECHHBIX HapylIeHUW W (WIH)
MPEJICTAaBICHUS CBEICHUI.

37. MuHuctepcTBO 3apaBooxpaneHust Poccuiickoit denepanny B TEUCHUE
OJTHOTO paboyero JHS CO JAHS NPUHATHS PEIIEHUS O Hadalle PacCMOTPEHHS
3asiBJIEHUS O TMOJATBEPXKACHUM pa3pelieHus] Ha NPUMEHEHUE OCYIIECTBISET
CIEAYIOLINE MEPOIIPUATHUSA:
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a) yBEIOMJISIET MEIUIMHCKYI0 OpraHu3alyi0 O MPUHITOM pELIEHUU
Ha OyMa)KHOM HOCHTEJIC WJIH C UCIOJb30BAHUEM JIMYHOTO KaOWMHETa Ha €IMHOM
ropTae;

0) HampaBIsAET B SKCIEPTHOE YUPEKIECHHE Ha OyMaKHOM HOCHUTEINE JTHO0
B (QopMe »3JIEKTPOHHOIO JOKYMEHTa, NOJANHCAHHOTO C HCIOJIb30BAHUEM
YCUJICHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHON TMOAMKUCH YIIOTHOMOYEHHOTO
muua MunncreperBa 3apaBooxpaHeHuss Poccuiickont denepanyu, 3anaHue
Ha TMPOBEJEHUE DOKCHEPTU3bl IKCIEPTHOTO YUPEKACHUS C MNPUIOKECHUEM
B DJJIGKTPOHHOM BHJI€ 1O TEJEKOMMYHUKAIIMOHHBIM KaHajdaM CBSI3U KOIUHU
3agBIICHUS O TOATBEPXKACHUU Da3pelIcHUs] Ha TpUMEHEeHHe, WHGOpMalun
U OTUETOB, KOTOpble yKa3aHbl B NIyHkKTe 15 IlpaBun oOpaieHus, 3a mepuoj
C JaTbl MpPENOCTaBIIeHWs MMHHUCTEPCTBOM 3apaBOOXpaHeHUs Poccuiickoit
@enepauuy pa3pelieHUs] Ha MPUMEHEHUE WIM IOCJIEIHET0 IOATBEPKICHHUS
paspelnieHuss Ha NPUMEHEHHWE W JI0 JaThl MOJAa4yd YyKa3aHHOTO 3asiBJICHUS,
a TakKe CBEIECHWA M KONMHM aKTyaJu3UpPOBAaHHBIX JOKYMEHTOB (IIpH HUX
M3MEHEHUH) B COOTBETCTBHUH C MMyHKTOM 5 Hactosmux [IpaBui.

38. DkcrepTr3a WHANBHIYATHPHOTO OMOTEXHOJIOTHUYECKOTO JICKAPCTBEHHOTO
npenapara MNPOBOAUTCS KOMHUCCHEW 3KCIEPTOB JKCIEPTHOTO YUPEXKIACHUS
Ha OCHOBaHUM HH(OpPMAMU U OTYETOB, KOTOPBIE MNPHUJIATAIOTCA K 3aJaHHIO
Ha TPOBEJIECHUE OHKCIEPTU3Bl HSKCIEPTHOTO YUPEKICHUS B COOTBETCTBUH
¢ moanmyHkToM "0" mynkra 37 Hactoamux [IpaBun (mpu yclioBUU 3aKJIFOUECHHS
MEIUIMHCKOW OpraHu3aled ¢ DKCIEePTHBIM  YUYPEXJIEHHEM JI0roBOpa
00 OKa3aHWH YCIYT), ¥ JAHHBIX MOHUTOPWHTA OE€30MaCHOCTH MHAWBHIyaIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara.

39. MenuuuHCKass  OpraHu3anus IIOCJHE  TMOJYYEHUs  YBEIOMIICHHS
0 mnpuHATHM MuHHCTEpCTBOM 3apaBooxpaHeHus Poccuiickon ®enepauyu
pelIeHsl 0 Hayaje PacCMOTPEHMs 3asBJICHHS O MOATBEPKIECHUU pa3pelieHus
Ha TMPUMEHEHHE OoO0paliaercd B SKCHEPTHOE YUPEXKIACHUE IS 3aKIFOYCHUS
aoroBopa 00 OKa3aHUHM YCIyT. 3akIOYeHHe A0roBopa 00 OKa3aHUM YCIYT,
BKJIIOUasi COTJIACOBAaHWE YCIOBHM, OQOpMIICHME W TOJMUCAHUE JI0TOBOpa
00 OKa3aHWU YCIyT, OCYIIECTBISIETCS B CPOK, HE MPEBBIMIAONINNA 5 pabounx JTHEH
CO JHs 00palieHus] MeIUIIUHCKOM OpraHu3aliy B IKCIIEPTHOE YUPEKICHHE.

[Ipn ucumcieHnn cpoka NpUHATUS MHHHCTEPCTBOM 3/IPAaBOOXPAHEHUS
Poccuiickont  @enepanuy  pemieHUss O IPEIOCTABICHUM  IOATBEPKICHUS
W 00 OTKa3e B MPEAOCTABICHUH MMOATBEPKACHUS pa3peieHusl Ha IPUMEHEHNE
HE YYMUTBIBAE€TCS BpeMs CO JHS YBEJAOMJIEHUS MEIMIMHCKON OpraHu3aiun
O Hayaje pacCMOTPEHMS 3asABJICHUS O MPEAOCTABICHUH IOATBEPKIACHHUS
paspemnieHus Ha MPUMEHEHHE 0 THS OOpaIeHUs MEIUIMHCKON OpTraHU3aliH
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B SKCHEPTHOE YUpEeXKJCHHE IJIs 3aKIOYEHHUS JOroBOopa 00 OKa3aHWM YCIYT,
BpeMs 3aKJIIOYEHUsI JOrOBOpa 00 OKa3aHMM YCIYT, a TaKXKe BPEMs MPOBEACHUS
AKCHEPTU3BI IKCIIEPTHOTO YUPEKICHUS.

40.B cinydyae HEIOCTAaTOYHOCTH  IPEACTABICHHBIX  MEIMLMHCKON
opranuzanuei HQOpMaIi U OTYETOB, KOTOpPhIE YKa3aHbl B yHKTe 15 [IpaBun
oOpamieHusi, 3a TEpUOA C JaThl MpenocTaBlieHUs MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickon @enepanun paspelieHuss HA TPUMEHEHUE WU
ITOCJEAHETO MOATBEPKIACHUS Pa3pelIeHNs] Ha NMPUMEHEHUE W 0 AaThl IOJa4Yu
3asBJICHUs, YKa3aHHOro B myHKTe 37 Hacroamux [IpaBwi, 3KcrepTHOE
YUpEXKIACHUE HANpaBiIseT MEIUIMHCKON OpraHu3alui Ha OyMa>KHOM HOCHUTEIEe
WIM B JHUYHBIM KaOWMHET B €AWHOMW CHCTEME 3alpoc O TMPEeACTaBICHUN
uH(POpPMAIlMU M OTYETOB, KOTOpbIe yKa3aHbl B myHKTe 15 IlpaBun oGpamieHus
(c ykazaHueM xapakTepa U crocoda yCTpaHeHUs 3aMeUYaHui ).

41. MenuuuHCKass oOpraHu3anus o0s3aHa HampaBUTh Ha OyMakKHOM
HOCHTEJIE WIN B JUYHBIA KAOMHET SKCIIEPTHOTO YUPEKIACHUS B €AUHOU CUCTEME
MMOANVCAHHBIA  YINOJHOMOYEHHBIM  JIMIIOM  MEOUIHMHCKOM  OpraHu3aluu
C HUCIOJB30BAaHUEM YCHJIECHHOW KBaJIU(PHUIIMPOBAHHOW 3JIEKTPOHHOW MOIMUCH
OTBET Ha 3alpoC JKCHEPTHOTO YUYPEXKACHUS B CPOK, HE IPEBBILAIOIIMNI
90 paboumx JHEW CO HA MOJYYEHHs SKCIIEPTHBIM YUPEKICHUEM YBEIOMIICHHUS
O TOJYYEHHWHM  MEOULUMHCKOM  opranusanuer  3ampoca. B ciyuae
HEeINpeACTaBIeHUsT 1o  uctedeHun 90 pabouumx  AHEWM  MEIUIIMHCKOMN
OpraHM3aled OTBETA HA 3alpoC JSKCHEPTHOE YUYPEXKACHUE PACCMATPUBAECT
U TOJATOTaBIMBAECT 3aKIIOUYEHUE DOSKCIEPTHOTO YUYPEXKACHUS HA OCHOBAHUU
ITPEACTABICHHBIX MEAUIMHCKON OpPraHU3aliel U UMEIOIINXCS B PACTIOPSKEHUN
KOMHUCCHH 3KCIEPTOB IKCIIEPTHOTO YUPEXKIECHUS HHPOPMALIUU U OTUETOB.

42. MunuctepcTBo 3apaBooxpaHenns Poccniickon denepannu B TEUEHUE
OfHOTO paboyero MAHS CO JHS TOIYYEHHUS 3aKIIOYCHHUS JKCIEPTHOTO
YUPEKICHU:

a) IpUHUMAaeT peleHue O TMOATBEPXKIEHWH WIM 00  OTKasze
B ITOATBEPKIACHUN Pa3pelICHUs] HA NMPUMEHEHUE U BHOCUT COOTBETCTBYIOIIYIO
3aIIMCh B PEECTp PpA3PELICHUN Ha INPHUMEHEHWE B JICHb INPUHATUSA PELICHUS
O TIOATBEPXKIACHUM Wi 00 OTKa3e B TOATBEPKICHUH pPa3pelIeHUs
Ha TNpPUMEHEHWE. 3anuch, BHOCHMAs B PEECTp pa3pelICHUM Ha NPUMEHEHHE,
MOJICKUT MOANKMCAHUIO C MCHOJIB30BAHUEM YCWICHHOM KBadu(UUHUPOBAHHOMN
ANEKTPOHHOM MOJAINMCH YIIOJIHOMOYEHHOTO JOJKHOCTHOTO Mia MuHucrepcrsa
3apaBooxpanenus Poccuiickoit @enepanuy;

0) yBEJOMJIIET MEIUIMHCKYI0 OpPraHU3AlMI O MPHHITOM pEIIEHUU
Ha OyMa)>KHOM HOCHTEJIE WM Yyepe3 INYHBIA KaOMHET Ha eAMHOM TopTalie.
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43. OcHOBaHUAMM JJI1  OTKa3a B  TOATBEPXKICHUHM  pa3pelICHUs
Ha IPUMEHEHUE SBISIOTCS:

a) BBIABIICHHE B XOJI€ PACCMOTPEHUs 3asBIEHUS O MOATBEPKICHUU
paspelnieHus Ha OPUMEHEHUE U TPHIOKEHHBIX K HEMY CBEACHHI WM KONUUI
JOKYMEHTOB, KOTOpbl€ yKa3aHbl B IyHKTe 5 Hactosmmx [lpaBuin,
HEJJ0OCTOBEPHOI MH(POPMALINH;

0) OTCYTCTBHE MEIMIMHCKON OpraHu3alyyd B TEpeYHE MEAUIUHCKHUX
OpraHH3alnl;

B) OTCYTCTBUE Yy MEIUIMHCKOW OpraHu3alMd OTHAeNieHus (IaJjiaThl)
MHTEHCUBHOMW TE€paruy U peaHuMallly;

I') OTCYTCTBHE B OTHOUIEHWU MEIMULMHCKOTO W3JAENUs JJI1 T€HETHYECKUX
HCCIIEIOBAHUM PETHCTPALMOHHOTO YAOCTOBEPEHUS HA MEIWLHUHCKOE W3JEIHE,
MOJTBEPXKIAIOMIETO (aKT TOCYJApPCTBEHHON PErHCTpaliil  MEIUIIMHCKOTO
U3JIeNUsl 111 TeHETUYECKUX MCCIEJOBAaHUN WM PETHCTPAlMU B COOTBETCTBUU
C MEXIyHapOJHBIMH JOTOBOPAMM M aKTAMH, COCTaBJISIOLIMMU IPaBoO
EBpa3uiickoro 3KOHOMHYECKOTO COM03a, JIMOO pa3pelieHuss Ha TPHUMEHEHHE
HE3apEruCTPUPOBAHHOTO MEIUIIMHCKOTO U3/AEIUA JUIsl AMATHOCTUKY 1N Vitro;

1) 3aKJIFOUEHHUE  DKCIIEPTHOTO  YUYPEXKIEHHd O  HEBO3MOXHOCTH
MOATBEP)KIAEHUSI pPa3pelieHus] Ha IMPUMEHEHHE Ha OCHOBAHWM pE3YJbTaTOB
AKCIIEPTHU3BI IKCIIEPTHOTO YUPEKICHNUS.

44. lneM TIOATBEP)KICHHUS MEAULMHCKOM OpraHu3aluy pa3pelIcHUs
Ha IPUMEHEHUE SIBIIETCA JIEHb BHECEHUS B PEECTP pa3pelieHu Ha IPUMEHEHUE
3aMKMCH O OATBEPKIACHUU PA3PEIICHNs Ha IPUMEHEHUE.

45. MuHHCTEPCTBO 3ApaBOOXpPAHEHUS Poccuiickon denepanuu
NPUHUMAET PEIIeHHEe 00 OTMEHE pa3pelleHUs Ha NMPUMEHEHHE B CIIEAYIOLIUX
CIIy4asx:

a) mojlaua MEJUIMHCKOW OpraHM3alueil, KOTOpOH MpPeIoCTaBICHO
paszpelnieHMe Ha TOPUMEHEHWE, 3asBieHuss o0 OTMEHE pa3peuieHus
Ha IPUMEHEHHUE;

0) npencraBnenne @PexnepanbHON cmyk00i 1O Ham3opy B cdepe
3npaBooxpaHeHuss — moarotoBineHHoro  Ciyx00if 1Mo  uWTOramM  aHanmm3a
uHpopMaluy, ykazaHHoi B myHkTe 15 [lpaBun oOpamieHusi, oTpUIATEIBHOTO
3aKJIIOYEHUS] O COOTHOLUEHMHM TOJB3bl M pPHCKA MpU NPUMEHEHUH
WHIUBUYAIBHOTO OMOTEXHOJIOTMYECKOT0 JIEKAPCTBEHHOT'O Mpernapara;

B) pEILIEHHE CyAa O HapYyLIEHUWHU IpaB MpaBooOIaaaTesiss Ha Pe3yiabTaThl
MHTEJUIEKTYaJIbHOM  JI€ATEIbHOCTH TNpU  OOpalleHuH  HMHJIWBHUIYaJbHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO Mpemnapara;
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I') HEMIPEACTaBICHHUE MEIUIMHCKON OpraHHu3alneH 3asBJICHUS
O TOATBEPXKACHUM pa3pelIeHUss Ha NOpPUMEHEHHWE B  MuUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit ®enepannu, dYTO TOBIEKIO 3a CcOOOH
HEBO3MOXHOCTB IOJITBEPKICHHS Pa3pEIICHNUs] HA TPUMEHEHHUE 10 HACTYIUICHUS
CpPOKa NPOXOXKACHUSA NPOLEAYPbl B COOTBETCTBUU C ITYHKTOM 2 HACTOSIIUX
IIpaBwi, wiM HENpeACTaBICHHE MEIULIUHCKON OpraHu3alMed 3asBIICHUS
O TOATBEPXKACHUM pa3pelIeHUss Ha NOpPUMEHEHHWE B  MuUHHCTEPCTBO
3npaBooxpaneHus Poccuiickorn @enepauuyn B CPOKH, HE IO3BOJIMBLIINE
OCYILIECTBUTh IPOXOXKIACHUE YKa3aHHOM NPOLEAYyphl OO0 HACTYIUIEHMS CpOKa
MIPOXO0KJICHUS MPOLIEAYPhI B COOTBETCTBUHU € MyHKTOM 2 Hactosuux [Ipasui;

1) TUKBUAAIMUS MEAUIIMHCKON OpraHu3allly;

€) MpeKpalieHue ACHCTBUS JUUEH3UH Ha OCYIIECTBICHUE MEAUIUHCKON
NEATEIBHOCTH, MMPEOCTABICHHON MEIUIIMHCKOW OPTaHU3AlINH;

) UCKJIIOYEHUE MEIUUMHCKOW OpraHu3alyy U3 MEepevHs MEIULMUHCKUX
OpraHH3alnl;

3) nmpenactasinenne DexepanbHON CciIyx00i TO Hagzopy B cdepe
3IpaBOOXPAHEHNs CBECHUN O HEMCIIOJIHEHUH MJIM HEHAJIEKAIEM HCTIIOJTHEHUN
MEAWIIMHCKOW OpraHu3anuell TpeOOBaHM, YCTAaHOBIEHHBIX IYHKTOM 15
[IpaBun oOpatienus;

1) OTMEHA perucrpauuu (rocy1apCcTBEHHOM PErHCTpALINN)
3apPETUCTPUPOBAHHOTO  MEIHWIMHCKOTO  W3AENHS  JUIl  T€HETHMYECKHX
HCCIIETOBAHUI WIIN OTMEHA pa3peleHus Ha IPUMEHEHNE
HE3apEruCTPUPOBAHHOTO MEIUIIMHCKOTO U3/AEIUA JUIsl AMATHOCTUKY 1N Vitro;

K) ipeacraBieane DenmepanpHOl cmyk00it 1o Hamopy B cdepe
3IpABOOXPAHEHUS] CBEACHUM O HECOOTBETCTBMM MEIMIIMHCKOW OpraHU3aluu
TpeOOBaHUSAM, YCTAaHOBICHHBIM ITyHKTaMu 5, 6, 9 - 16 IIpaBun obpamieHus;

J) OTKa3 B MOATBEPKIECHUHU pa3pellIeHUs] Ha IPUMEHEHNUE B COOTBETCTBUH
¢ myHKTOM 43 Hactosuux [Ipasui.

46. B ciyuae mOpekpamieHus ~— JAESTEIbHOCTH IO  HM3TOTOBJICHUIO
U TPUMEHEHUI0 HWHIUBUIYAIBHOIO OHMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO
Ipernapara MEIUIMHCKAsT OpraHW3auus BIpaBe NMPEACTaBUTh B MHUHHCTEPCTBO
3npaBooxpaHeHus Poccutickoit denepanuu 3asBiieHUE 00 OTMEHE Pa3pelICHUs
Ha NPUMEHEHUE.

3asBieHne 00 OTMEHE pa3peuIeHHs] Ha TPUMEHEHHE MPeICTaBIsSETCS
Ha OyMa)XHOM HOCHUTEJIE WM HampaBisieTcs B (opMe IEKTPOHHOTO TOKYMEHTa,
MIOANMCAHHOTO €  MUCIIOJBb30BAHUEM  IIPOCTOW  ANEKTPOHHOM  MOAIMCH,
WU YCUJICHHOW KBAIM(UIMPOBAHHOW AIEKTPOHHOM MOJNUCH, WIH YCUIIEHHOU
HEKBAM(UIIMPOBAHHOMN AJIEKTPOHHOMN TMOMINKUCH, CepTU(DPUKAT KIH0Ya MPOBEPKU
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KOTOPBIX CO3/aH U WCIOJB3yeTcs B WHQPACTPYKType, obecrneunBaromen
MH()OPMAITMOHHO-TEXHOJIOTUYECKOE  B3aUMOJAEHCTBHE  MH(MOPMAIIMOHHBIX
CUCTEM, UCIIOJIb3YEMBIX TUTSL peI0CTaBICHUS rocyJapCTBEHHBIX
U  MYyHUUUNAIBHBIX YCIyr B JJIGKTPOHHOM (¢opMe, B YCTaHOBJIEHHOM
IIpaButensctBOM Poccuiickonn ®depepannu TMOpAIKE C  HCHOJIB30BAHHEM
€JUHOTO MopTaa.

47. B 3asBieHrr 00 OTMEHE pa3pellieHHs] Ha NMPUMEHEHUE YKa3bIBaIOTCA
CIIEAYIOIINE CBEICHHUS:

a) HAaMMEHOBaHUE VHIUBHUIYAIBHOTO OMOTEXHOJOTUYECKOTO
JIEKapCTBEHHOTI'O MPEIapara;

0) TOProBo€ HAaMMEHOBAHHE WHAUBUIYATBHOTO OHOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HAJIUYuK);

B) AaTa NPEAOCTaBICHUSA pa3pelleHHss Ha NPUMEHEHWE M €ro
pPEruCTpallMOHHBIM HOMEp, JaTa TMOCIEIHEro MOATBEPXKACHUS pa3penieHus
Ha T[pUMEHEHHE (B Cly4ae €clIM pa3pelleHHe Ha NTPUMEHEHUE paHee
MOATBEPAKIAIOCH);

I') MOJHOE (COKPAIIEHHOE - MPU HAJTUYNU) HAMMEHOBAHUE MEIUIIMHCKOMN
OpraHM3alfH, B TOM 4Yucie (UPMEHHOE HaMMEHOBAaHWE, WIACHTH()HUKAIIMOHHBIN
HOMEp HAJIOTOIUIATENBIINKA, AqPEC, MECTO HAXOXKACHHUA, a TAaKXKEe HOMepa
Tene(OHOB U aipec AAEKTPOHHON MOYTHI (IIPU HATTUYUN).

48. MuHuncTepcTBO 3/1paBooxpaneHusa Poccuiickoit Denepaium HE BIpaBe
TpeOOBaTh OT MEAMIIMHCKOW OpPraHU3allii YKa3bIBaTh B 3asBICHUU 00 OTMEHE
paspelnieHus Ha NPUMEHEHUE CBEJEHUS, HE NPEIyCMOTPEHHbIE IYHKTOM 47
Hactosimux [IpaBu.

49. MunucrepcTBo 3apaBooxpaneHus Poccniickon denepannu B TEUEHUE
2 pabouux AHEH cO JHA MOCTYIUIEHHsS 3asdBJICHHS OO0 OTMEHE pa3peuieHus
Ha IPUMEHEHUE:

a) MPOBOJMUT TMPOBEPKY TOJHOTHI MPEACTABICHHBIX MEAUIUHCKON
OpraHu3alyen CBeICHUN;

0) MpUHUMAET pEIICHHE O Haydajle PACCMOTPEHUs 3asBICHUS 00 OTMEHe
paspelieHus Ha TPUMEHEHUWE WM B Cllydae, €CIHM 3asBJIEHHE 00 OTMEHe
paszpelnieHuss Ha IpPUMEHEHHE O(OPMIIEHO C HapyLIEHHUEM MOJIOKEHUN
nyHkra 47 Hactosmmx IIpaBwi, yBenoMiIseT MEIWIMHCKYIO OPTraHM3aLMI0 Ha
OyMa)XHOM HOCHUTENEe WIA Yepe3 IWYHBIA KaOMHET Ha EeAMHOM TopTale
O HEOOXOAMMOCTHM YCTPAaHEHHUS BBIABICHHBIX HApyIICHHHA B  CPOK,
He npesbimaronui 10 pabounx qHEi.

50. B cnydae eciu B cpok, cocrapisitomuii 10 pabouux JHEW co JaHA
MOJIyYEHUS] MEIMIMHCKON OpraHu3anued yBEIOMJIEHHS, IMPEeLyCMOTPEHHOTO
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noamyHkToM "0" mnyHkta 49 Hacrosmux IlpaBwi, ykasaHHblE HapyLIEHUS
HE YCTpaHEHbl, MUWHHCTEPCTBO 3apaBooxpaHeHusi Poccuiickoir dPenepanuu
NPUHUMAET pEIIeHHEe 00 OTKa3e B PACCMOTPEHHUM 3asBJICHHUA OO0 OTMEHe
paspelnieHuss Ha NPUMEHEHHWE C MOTHBUPOBAHHBIM OOOCHOBAaHHMEM HPUYUH
OTKa3a.

51. B cmywae  ycTpaHeHWs  BBIABICHHBIX  HAPYLWIEHHA B CPOK,
He mnpeBbimaronmi 10 pabounx aHEN co AHS YBEIOMJICHUS MEIUIIMHCKON
OpraHM3alii B COOTBETCTBHMHM C TOAMYHKTOM "0" myHKTa 49 HacTOsmux
IIpaBwi, MunuctepcTBo 31paBooxpanenus Poccniickonn denepanny B TEUECHUE
OHOTO pabouero THSA CO AHS TPEICTaBICHHUS MEIWIMHCKON OpraHu3anueit
HaJjIeKamM o0pa3oM O(OPMIIEHHOTO 3asBICHUS 00 OTMEHE pa3pelICHUs
Ha NPUMEHEHHE IPUHHAMAECT pEUIEHWE O Hayaje pPacCMOTPEHHUs 3asBIICHUS
00 OTMEHEe pa3pelieHHs Ha TPUMEHEHHE.

52. Ilpn VICUUCIICHUU CpOKa MIPUHATUSA MuHucTepcTBOM
3npaBooxpaHeHus Poccuiickoit denmeparuu pemeHns 00 OTMEHE pa3pernieHus
Ha NPUMEHEHME HA OCHOBAaHMM 3asBJICHUS MEIULMHCKOM OpraHu3anuu
HE YUYWTHIBAETCA BpEMs CO JHSA YBEAOMIICHMS MEIULMHCKOM OpraHu3anuu
0 HEOOXOIMMOCTH YCTPAHEHHUS BBISIBICHHBIX HapyIICHUN U 7O AHS yCTPaHEHUS
MEIULIMHCKOW OPraHU3alMel BBISBICHHBIX HAPYIICHUH.

53. Pemienrie 00 OTMEHE pa3pelieHds] Ha NPUMEHEHHWE Ha OCHOBAHUH
3asBJICHUS] MEOUUMHCKOM  OpraHuM3aluy IpUHUMAeTcss MUHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickonn @enepaunn B CPOK, HE MPEBBIMIAIONIUN
5 pabouux AHEN co IHA NPUHATHS PEIICHHs O Hayajle pacCMOTPEHUS 3asBIICHHUS
00 OTMEHEe pa3pelieHHs Ha TPUMEHEHHE.

54. Pemenne 00 OTMEHE pa3pelicHHs] Ha TPUMEHEHHE B CIydasx,
yYKa3aHHBIX B IyHKTe 45 Hacrosmux I[IpaBun, npuammaercs MuHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickonn @enepaunn B CPOK, HE MPEBBIMIAIONIUN
5 pabouux AHEN co AHSA TONY4YEHUs CBEACHWM, MOATBEPKIAIOIIUX HaJU4He
OCHOBAHHUM JUJI1 OTMEHBI pa3pelIeHrs Ha IPUMEHEHHE.

55. B cnyuae npuHATHS penieHus: 00 OTMEHE pa3pelieHus Ha MPUMEHEHHNE
MunucrepcTBO 3apaBooxpaneHus Poccniickon denepannn:

a) BHOCUT 3amuch 00 OTMEHE pa3pemieHuss Ha  TMPUMEHEHHUE
B peecTp paspelieHul Ha TMpPUMEHEHHE (3alucCh, BHOCHMAs B PEECTp
pa3pelIeHNI Ha NPUMEHEHHE, IOJUIEKUT MOANMCAHUIO C MCIOJIB30BAHUEM
YCUJICHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHON TMOAMKUCH YIIOTHOMOYEHHOTO
JOJKHOCTHOTO Jinila MUHUCTEpCTBa 3paBooxpaneHus: Poccutickoit denepaiun)
WIM BBIJAET pelieHrue 00 OTMEHE pa3pelleHus Ha NMPUMEHEHHE Ha OyMa)KHOM
HOCHUTEJIE;
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0) B CpPOK, HE MPEBBIMIAIONINI OAHOTO pabodero IHS CO IHS MPUHSATHS
pemieHuss 00 OTMEHE pa3pelieHs] Ha IPUMEHEHUE, YBEAOMIIIET MEIULIMHCKYIO
OpraHu3allil0 O TPUHATOM pELUIEHUM Ha OyMa)KHOM HOCHUTENEe WIH 4Yepes3
JTUYHBIA KaOWHET Ha €MHOM TOopTaIe.

56. JlHeM OTMEHBI pa3pelIeHUs] HA IPUMEHEHHE SIBJISIETCS JE€Hb BHECEHUS
B pEecTp pa3pelleHuid Ha MPUMEHEHHE 3amucu o0 OTMEHE pa3peuieHus
Ha MPYMEHEHHE WM BbIJA4YM PElIeHHUs] 00 OTMEHE pa3pelleHus] Ha TPUMEHEHUE
Ha OYMa)KHOM HOCHTEIIE.

57. B cimywyae peopraHu3aiuyd MEIUIMHCKOM OpraHU3aluv, WU3MEHCHUS
€€ HaMMEHOBaHUS, ajpeca M (WIM) MECTa HAaXOXKJEHHUS B PEECTp pa3pelieHUi
Ha IPUMEHEHUE BHOCSTCS COOTBETCTBYIOIINE U3MEHEHUS.

58. Jlo BHECEHHs] M3MEHEHUW B PEECTP pa3pEIICHUN Ha IPUMEHEHUE
B Ciy4dae, MpPeIyCMOTPEHHOM NYHKTOM 57 Hactosiux [IpaBui, meaunuHcKas
OpraHu3alys BIIpaB€ M3rOTABIMBATH M MNPUMEHATH HWHAWBUAYAJIbHBII
OMOTEXHOJIOTMYECKAN  JIGKAPCTBEHHBIM  TpemapaTr, Ha  HM3TOTOBIICHHE
Y IIPUMEHEHUE KOTOPOTr0 €M IPEAOCTABJIEHO Pa3pEIICHUE HAa TPUMEHEHUE.

59.B ciyuae u3MEHEHMSI HaWMMEHOBaHWs, ajapeca U (WiM) MecTa
HaXOXXJEHUS MEIULMHCKOW OpraHu3aliy WIA PEeOopraHu3allMd MEIUIMHCKON
opranm3aniii B (opme mpeoOpa3oBaHUS, CIHSHHUS WM TPUCOCIUHEHUS
COOTBETCTBYIOIIAS 3allMCh BHOCUTCA B PEECTpP pa3pElICHUN HAa NPUMEHEHHE
B aBTOMAaTHYECKOM pPEXUME Ha OCHOBAHMM IIOJIyYEHHOW W3 €IUHOTO
roCyJAapCTBEHHOTO peecTpa FPUANYECKUX JUL] HTHPOPMALIUH.

60. B cimyuyae ecnu mpeayCMOTpEeHHbIE MyHKTOM 59 Hactosimux [IpaBui
M3MEHEHUS HE BHECEHbl B PpEECTp pa3pelieHud Ha NpUMEHEHUE
B aBTOMAaTHYECKOM pPEXUME Ha OCHOBAHMM IIOJIyYEHHOW W3 €IUHOTO
rOCyJIapCTBEHHOTO peecTpa OPHUIMYECKUX JHI HH(pOpMauu, MEIUIIMHCKAs
OpraHu3allisl BIPaBE HANPABUTh 3asBJIECHUE O BHECEHHH COOTBETCTBYIOLIUX
W3MEHEHHM B PEECTP pa3pelIeHU Ha TPUMEHEHHUE.

61. BHeceHne W3MEHEHUMH B PEECTp pas3pelleHud Ha NPUMEHEHHE
B Cllydae peopraHu3aiii MEJIUIUHCKON OpraHu3anuu B (opMe BBIICICHUS HIIN
pa3feneHus, a TaKXKe B Cilydae, IPEAyCMOTPEHHOM IYHKTOM 60 HaCTOSAIINX
IIpaBui, oCyIecTBIsAETCA HA OCHOBAHNHM 3asIBJICHHUSI MEAULMHCKON OpPraHU3allNN.
3asBIICHWE O BHECCHUM HM3MECHEHUM B PEECTp pa3pelIeHH Ha NPUMEHEHHUE
npescTaBisaeTcss B MUHUCTEPCTBO 3apaBooxpaHeHus Poccuiickonn Denepanuu
Ha OyMa)XHOM HOCHUTEJIE WM HampaBisieTcs B (opMe IEKTPOHHOTO TOKYMEHTa,
MIOANMCAHHOTO €  MUCIIOJBb30BAHUEM  IIPOCTOW  ANEKTPOHHOM  MOAIMCH,
WU YCUJICHHOW KBAIM(UIMPOBAHHOW AIEKTPOHHOM MOJNUCH, WIH YCUIIEHHOU
HEKBAM(UIIMPOBAHHOMN AJIEKTPOHHOMN TMOMINKUCH, CepTU(DPUKAT KIH0Ya MPOBEPKU
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KOTOPBIX CO3MaH ¥ MCHOJB3yeTcs B WHOpACTPyKType, obecreunBaromnieit
MH(QOPMAITMOHHO-TEXHOJIOTUUECKOE  B3aUMOJIEUCTBHE  MH(OPMALIMOHHBIX
CHUCTEM, UCIIOIb3YEMbIX TSt peAOCTaBICHUS roCyJIapCTBEHHBIX
U MYHHUIMOAIBHBIX YCIYr B D3JIEKTPOHHOM ¢dopmMe, B YCTaHOBJICHHOM
IIpaButensctBOM Poccuiickonn ®depepannu TMOpAIKE C  HCHOJIB30BAHHEM
€OIMHOro TopTrana. B 3asBieHMM MEIUIIMHCKOM OpraHu3alld O BHECEHUU
M3MEHEHHUN B pEecTp pa3pelieHUuil Ha MPUMEHEHHUE YKa3bIBAIOTCS CIICAYIOIIUE
CBEJICHUS:

a) HAaMMEHOBaHUE VHIUBHUIYAIBHOTO OMOTEXHOJOTUYECKOTO
JIEKapCTBEHHOI'O MIpenapara;

0) TOProBo€ HAaMMEHOBAHHE WHAUBUIYATBHOTO OHOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HAJIUYuK);

B) JaTa TPEAOCTABICHUSA pa3pelICHHs] Ha NPUMEHEHHE U  €ro
PErUCTpallMOHHBI HOMEp, JaTa TMOCIEIHETO TMOJITBEPKICHUS pa3pelieHus
Ha T[pUMEHEHHE (B Cly4ae €clIM pa3pelleHHe Ha NTPUMEHEHUE paHee
MOATBEPKIAIOCH);

I) OCHOBaHME [JIi BHECEHHUS HW3MEHEHUH B PEECTp pa3pelieHHi
Ha NMpUMEHeHUe (M3MEHEHNE HAMMEHOBAaHUS, ajjpeca U (WJIM) MeCTa HaXOXKJICHUS
MEJIUIIMHCKOW OpPTaHU3alNK, peOpPraHu3aIus MEIUIIMHCKOW OpraHU3all|n);

1) IOJIHOE (COKpAIlleHHOE - MPU HAJIMYKMKM) HAUMEHOBAaHUE MEIUIIMHCKON
OpraHu3alid, B TOM YHUCiIe (UPMEHHOE HAaWUMCHOBAHHE, WICHTU(DUKAITMOHHBIN
HOMEpP HaJOroIUIaTeNbIINKa, aJpec, MECTO HAaXOXKIECHMs, a TaKXkKe HoMepa
Tene(OHOB U ajipec AIEKTPOHHOM MOYTHI (MTPU HATTUYUN);

€) TaHHbIC JIOKYMEHTA, MOATBEPKIAIOIIETO dakT  BHECCHHUSA
COOTBETCTBYIOIIIMX MW3MEHEHHM B €OWHBIM TOCYHAapCTBEHHBIA  PEECTP
OPUIUYECKUX JINII;

) CBEJICHHSI O  JIMIEH3UM Ha  OCYIIECTBICHHWE  MEIUIIMHCKOU
NEATeNbHOCTHU, TPEIOCTABICHHON MEIUIIMHCKON opraHnu3anuu (B cliydae
peopraHu3aui  MEIUIIMHCKOW OpraHu3aniui B (QopMe BBIACICHHS WA
pasziesieHus), ¢ yKa3aHUueM:

PErUCTPallMOHHOTO HOMEpa JTUICH3UY;

JIaThl IPEIOCTABIICHUS JTUIICH3UY;

HAaUMEHOBAHUS JIUIICH3UPYIOIIETO OPraHa;

pabot (yciyr), COCTaBIISIFOIIUX MEAUIMHCKYIO AESITEIbHOCTh, COTJIACHO
JUIEH3UM, TpU  BBINOJHEHUUM  (OKa3aHUU)  KOTOPBIX  IPUMEHSIETCS
VHIMBU 1Y AJIbHBIN OMOTEXHOJOTUUECKUHN JIEKapCTBEHHBIN rpenapar
(Tpu HANTMYUM);
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3) MECTO  UW3TOTOBJIEHHUS ~ MHAUBUAYAJIBHOTO  OMOTEXHOJIOTHYECKOIO
JEKapCTBEHHOI0 Mpemnapata (B ciIydae peopraHu3alld  MEAUIUHCKON
opraHu3anuu B popMe BEIACICHUS WIH Pa3CIICHHUS ).

62. 3asBIICHME O BHECEHMM W3MEHEHHM B PpEECTp pa3pelICHUM
Ha TPUMEHEHHE IIPEACTaBIsIeTCS B  MMHHUCTEPCTBO  3APABOOXPAHECHUS
Poccuiickoit ®@epeparuu He mnozaHee 90 pabouux [OHEW €O JHS BHECEHUS
COOTBETCTBYIOIIIMX MW3MEHEHHM B €OWHBIM TOCYHAapCTBEHHBIA  PEECTP
FOPUIMYECKUX JINII.

63. MenuuuHCKass ~ opraHu3anus  HampasisieT B MUHHCTEPCTBO
3npaBooxpaHeHus: Poccuiickoit demeparuu Ha OyMa)KHOM HOCHUTENE WIIH
C HCIIOJB30BAaHMEM €IUHOTO IIOpTaja 3asBJICHHE O BHECEHMM W3MEHECHMM
B peecTp pa3pelIeHU Ha IPUMEHEHNE.

64. MunuctepcTBO 3apaBooxpaneHust Poccuiickoin @eepanniv He BIPaBe
TpeOOBaTh OT MEAUIIMHCKON OpraHU3allly yKa3blBaTh B 3asBJICHUU O BHECEHUU
W3MEHEHU B  PEeCcTp  pa3pelieHHil  Ha  NPUMEHEHUE  CBEJICHMS,
HE MpeyCMOTPEHHBIE MYHKTOM 61 HacTtostmumx [IpaBui.

65. MunuctepcTBO 3apaBooxpaneHust Poccuiickoit denepaiuy B TEUCHUE
3 pabouux JAHEM cO JHA TOCTYIUIEHUS 3asBIEHUS, MPELyCMOTPEHHOTO
nyHKToM 61  Hactosmmx — [IpaBwi,  OpPOBOAWT  NPOBEPKY  MOJHOTHI
IIPEACTABICHHBIX MEIWIMHCKONW OPTraHU3alMEN CBEICHUH, NPERLYCMOTPEHHBIX
nmyHKTOM 61 Hacrosmux IIpasuir.

66. B cnydae ecnu 3asgBIEHHE O BHECEHUMM W3MEHEHMM B PEECTP
pa3pellieHrii Ha TnpuMeHeHHe O(QOpMIIEHO ¢ HapyIICHHEM MOJOXXEHUU
nyHkTa 61 Hacrosmux [IpaBwil Wi B HEM yKa3aHbl HEJOCTOBEPHBIE CBEICHMUS,
MunucrepcTBO 3apaBooxpaHeHus Poccuiickoit ®enepanun Ha OyMaXHOM
HOCHUTEJIC WM dYepe3 JHWYHBI KaOWHET Ha €IWHOM IMOpTaje YBEIOMIISET
MEIWLIMHCKYI0  OpPraHM3alri0, KOTOPOW  MPENOCTABICHO  pa3pelicHue
Ha NPUMEHEHHE, 0 HEOOXOJIMMOCTH YCTPAaHEHHUs B CPOK, HE MPEBBIIIAIOIINI
20 pabouunx HEH, BBIABICHHBIX HAPYIICHUN U (UJIH) IPEICTABICHUS CBEACHU.

67.B cmyuae ecnu B Cpok, cocTaBmsrommi 20 pabounx JIHEH,
BBISIBJICHHBIE HApYIIECHHUS] HE YCTPAaHEHbl U (MJIM) CBEACHMS HE IPEICTABIICHBI,
MunuctepctBO  3apaBooxpaHeHuss  Poccuiickonn  ®depepannu  MPUHUMAET
pemieHne 00 OTKa3e B PACCMOTPEHUU 3asBICHHUS O BHECEHUU W3MEHEHHA
B pEeCTp pa3pelleHHil Ha MPUMEHEHHE C MOTHBHPOBAHHBIM OOOCHOBAaHHEM
IIPUYUH OTKa3a.

68. B cimywyae OTCYTCTBHSI HApyLIEHHH IO pe3yJbTaTaMm MPOBEACHHOU
MunuctepcTBoM  3apaBooxpaHeHus  Poccuiickon  dDepepanuy  POBEPKHU
IOJTHOTBI ~ TPEJICTABIEHHBIX ~ MEAULUMHCKOM  OpraHM3alMed  CBEACHUU
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B COOTBETCTBUHM C MYHKTOM 65 Hactosmmx lIpaBunm wm  orcyrcTBUs
HEJIOCTOBEPHBIX CBEJICHHM B 3asBJICHHMM O BHECEHMM HW3MEHEHHW B peecTp
pa3pelIeHNI Ha TPUMEHEHHWE WJIM B Clly4ae YCTPAHEHUS BBISBICHHBIX
HapyIIeHWd B CpPOK, He mpeBbimaronmii 20 pabounx maHer, MuHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoit @enepanuu B TedeHue 2 pabouux JHEW co JHS
3aBEepIICHUS] TAaKOW NPOBEPKM WM MPEICTABICHHUS HaJUICKAIIMM 00pa3oM
oopMIIEHHOTO 3asfBIIEHHSI O BHECEHWM HW3MEHEHHU B PEECTp pa3peuieHuit
Ha NPUMEHEHHE IPUHHAMAECT pEUIEHWE O Hayaje pPacCMOTPEHHUs 3asBIICHUS
0 BHECEHMM U3MEHEHUN B PEECTP Pa3peIICHUI Ha IPUMEHEHHE.

69. MunucTepcTBO 31paBooxpanenus Poccuiickont @enepanny B TEUCHHE
5 pabouux AHEN co IHA NPUHATHS PEIICHHs O Hayajle pacCMOTPEHUS 3asBIICHHUS
0 BHECEHMM U3MEHEHUH B pEECTp pa3peliCeHN Ha IPUMEHEHHUE:

a) IPUHUMAET pelIeHue O BHECEHWHM U3MEHEHUHM Wi o0 OTKasze
BO BHECEHUHN N3MEHEHUH B PEECTP PA3PELICHUN HAa IPUMEHEHUE;

0) yBeIOMJIIET MEAUIIMHCKYI0 OpPTraHU3alliio, KOTOPOM MpenoCTaBICHO
paspelnieHue Ha MPUMEHEHHE, O NMPUHATOM PEHICHHH Ha OyMa’kHOM HOCHUTEINE
WM C UCTIOJIb30BAHUEM JIMYHOTO KaOMHETa Ha €IMHOM MOpTale;

B) B Cly4yae NpPHUHITHS PELICHHWS O BHECEHWU HW3MEHEHUH B PEECTp
pa3pelIeHui  Ha  IPUMEHEHHME  BHOCHUT  COOTBETCTBYIOIIYIO  3alUCh
B pEeCTp pa3pellICHUI Ha NIPUMEHEHHE B JACHb IIPUHATHS PEIICHUS O BHECEHUU
M3MEHEHHM B YKa3aHHBIM pEECTp pa3pelIeHUM Ha NPUMEHEHHE. 3alluCh,
BHOCHMAsi B pEECTp pa3pellCHHW HAa NPUMEHEHHE, IOJJICKUT NOAIUCAHUIO
YCUJIEHHON KBAIM(PUIIUPOBAHHON AJIEKTPOHHOMN MOJMUCHIO YIOJTHOMOYEHHOTO
JIOJDKHOCTHOTO Jinila MuHHCTEpCTBA 3/1paBooxpaneHus Pocculickoit @enepanuu.

70. OcHOBaHWSAMM i1 TPUHATHS MUHUCTEPCTBOM 3JPaBOOXPAHEHHUS
Poccuiickoii ®enepanuu pemieHnst 00 0TKa3ze BO BHECEHUU U3MEHEHUH B peecTp
pa3pelIeHN Ha TPUMEHEHUE SBIISTFOTCS:

a) HAIMYME B MPEJCTABICHHOM MEAUIIMHCKON OpraHu3aluel 3asBICHUU
O BHECEHHH M3MEHEHMM B PEECTp pa3pellCHUI Ha MPUMEHEHUE HELOCTOBEPHOMU
WJIM UCKaXXEHHON MH(pOpMaLINH;

0) HECOOTBETCTBUE MecTa OCYIIIECTBJICHUS NEeATEeIIbHOCTH
M0 W3TOTOBJICHHUIO HWHIWBUIYaTbHOTO OMOTEXHOJOTHYECKOTO JIEKApPCTBEHHOTO
mpermapaTa  MECTY HM3TOTOBJICHHST OHMOTEXHOJIOTHYECKOTO JIEKApCTBEHHOTO
mpernapara, yKa3aHHOMY B 3asBJICHUM O BHECEHUM HW3MEHEHMH B peecTp
pa3penieHnii Ha TPUMEHEHHE B COOTBETCTBHM C MHOAMYHKTOM "3" myHKTa 61
Hactosamux [Ipasu;

B) HAJIMYUE B PpEECTpe pa3pelieHHil Ha TPUMEHEHHE CBEICHUM,
COZIEpIKAIIMXCA B 3asBJICHUM O BHECEHWH W3MEHEHHMM B PEECTp pa3pelICHUM
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Ha TpPHUMEHEHWE, B CJIy4ae HAIIPaBJICHUS YKa3aHHOI'O 3asBJICHUS B CBA3MU
C M3MEHEHMEM HauMEHOBaHUs, aapeca U (WIM) MecTa HaXOXICHHS
MEIUUMHCKOW  OpraHu3auMd W (WIM)  peopraHu3alnueil  MeIUIMHCKON
opranuzanuu B popme npeoOpa3oBaHus, CAUSHUS WU TPUCOCTUHEHUSI.

71. MuHHUCTEPCTBO 3ApaBOOXpPAHEHUS Poccuiickon denepanuu
OCYILECTBIISIET BEJICHUE PEECTPA PA3PEUICHUN HA IPUMEHECHHUE.

72. IIpucBO€HME B PEECTPE pPaA3PEIICHWM HAa NPUMEHEHHE 3aluciaM
0 MPEIOCTABICHUM PA3PEIICHU Ha NPUMEHEHUE PErHCTPAlMOHHBIX HOMEPOB
OCYLIECTBJISIETCS C  HCIOJB30BaHMEM  (penepanbHOM  rocyJapCTBEHHOM
uHpopmManmoHHoW cuctembl "®denepanbHbBId  peecTp  TOCYAAPCTBEHHBIX
¥ MYHULUTIATBHBIX YCIyT (QyHKIWiN)".

73.B peectp paspelieHWd Ha NPUMEHEHHUE BHOCATCS CIEIYIOIIUE
CBEJICHMUS:

a) HAMMEHOBAaHHE VHJIABUAYAJIBHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOTI'O MPEIapara;

0) TOproBo€ HAaWMEHOBAHME WHIWBUIYAIBHOIO OHOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HAJIUYuK);

B) AaTa NPEAOCTaBICHUSA pa3pelleHHss Ha NPUMEHEHWE M €ro
PEruCTPalMOHHBIN HOMED;

I') HAUMEHOBAaHNUE, WICHTU(PUKAIMOHHBIA HOMEP HAJIOTOIUIATENbIITNKA
Y MECTO HAXO0KJICHHSI MEIUIIMHCKON OpraHu3alnu;

J1) MECTO  W3TOTOBJICHHMSI ~ MHIMBUAYAJIbHOTO  OHMOTEXHOJOTHMYECKOTO
JIEKapCTBEHHOTI'O MPEIapara;

€) MOKa3aHus M NPOTUBOIOKA3aHUS K NPUMEHEHUI0 HHIWBHUIYaJbHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara;

K) HAUMEHOBaHUSI  paboT  (YCIyTr), COCTABISIFONIUX  MEIUITUHCKYIO
NesTENbHOCTh, COTJIACHO JMIEH3UH, TPH BBITOJIHEHUH (OKa3aHUHM) KOTOPBIX
NPUMEHSETCS  WHIWBUIYaNbHBIA  OMOTEXHOJIOTHMYECKUN  JIEKapCTBEHHBIN
mpenapar;

3) CBeICHUsI O JIOMyCKEe K oOpamnieHu0 (MPUMEHEHUI0) MEIUIIUHCKOTO
W3JENINS U1 TEHETUYECKNX UCCIENOBAHNN C YKa3aHUEM:

HAaUMEHOBAaHUA  MEAMIIMHCKOTO u3enuss Il TEHETUYECKUX
HCCIICIOBAaHUM, HOMEpPA PErMCTPALMOHHOIO YIAOCTOBEPEHUS MEIUIIMHCKOTO
U3JIEeNUs ISl TEHETUYECKUX MCCIIEIOBAaHUN U 1aThl PETHCTPALlMU MEIULIMHCKOTO
W3ENNS Ul TEHETUYECKUX MCCIEAOBAaHUN COIVIACHO CBEICHUSAM €IMHOTO
peecTpa MEAUIIMHCKUX U3JIEIINN, 3apErUCTPUPOBAHHBIX B paMKax EBpa3niickoro
DKOHOMMYECKOTO COI03a, B CIIy4ae €CJIIM CBEACHUS O MEIMIIMHCKOM W3JEIuU
BKJIFOYEHBI B YKa3aHHBIN peecTp;
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HaVMEHOBAHUS MEIULIHHCKOTO W3 JIEIINS JUIlI ~ TEHETHYECKHUX
WCCIICIOBAaHUM,  PETHCTPALIMOHHOTO  HOMEpa  MEIMIIMHCKOTO  H3JENUS
JUIST TEHETUYECKUX MCCIENOBAaHUM M JIaThl T'OCYJAapCTBEHHOM pPETHCTpaLuu
MEIULIMHCKOTO U3JENNs U TeHETUYECKUX UCCIIETOBAHUMI COTJIACHO CBEICHMSIM
rOCyJapCTBEHHOTO  peecTpa  MEAUWLUHCKUX HU3JACIUA W OpraHu3aiui
(MHIMBUAYAJIBHBIX MpPEANPUHUMATENEH), OCYIIECTBIAIOMINX MPOU3BOACTBO
U U3TOTOBJIEHUWE MEIWLIMHCKHX M3JIEINHA, B CIydae €CIu CBEICHUS
0 MEOUUMHCKOM W3JEIUA I TEHETHYECKUX MCCIEHOBAHUM BKIIFOYEHBI
B YKa3aHHBINA peecTp;

HAaNMEHOBAHUs HE3apETHCTPUPOBAHHOTO MEIHWIMHCKOTO M3JIEIHS UL
JUArHOCTUKM In Vitro, pEerucTpPallMOHHOIO HOMEpa M AaThl MPEIOCTaBICHUS
pa3pelIeHNs Ha PUMEHEHNE MEIUIIMHCKOTO U3JENHs, KOTOPOE MPEIHA3HAYECHO
JUTSI TAATHOCTUKHU 3a00JIEBAHWM ITyTEM TPOBEICHUS HCCIICIOBAHHUN 00pPa3IioB
OMOJIOTMYECKOr0 MaTepuaja 4YeloBeKa BHE €ro OpraHu3Ma, H3TOTOBJICHO
B MEIUIMHCKOM OPraHM3allMd M IPUMEHSETCS B MEIWLIHUHCKOM OPraHU3aIuH,
€ro M3rOTOBMBIIEH, B CIIy4ae €CIW Uil IPUMEHEHUS MEIUIMHCKOTO W3JEIIHs
JUTSL AMArHOCTHUKY 1n Vitro IpeIoCTaBICHO YKa3aHHOE Pa3pPEIICHHUE;

W) 1aTa MOATBEPKACHUS pa3pelieHus] Ha IPUMEHEHHE;

K) JaTa BHECEHUS M3MEHEHHH B pPEECTPOBYIO 3allUCh, CBEJIECHUA
00 U3MEHEHWH HaMMEHOBaHMs, ajipeca U (WiIM) MecTa HaXOKICHHUS MEAULIMHCKON
OpraHM3alN, KOTOPON NPEAOCTABIEHO pa3pelIeHuE Ha IPUMEHEHUE;

J1) laTa OTMEHBI pa3pelieHus Ha IPUMEHEHHE.

74. JIroboe 3aMHTEPECOBAHHOE JIMIO BIOpPAaBE MOJYYUTh BBIITUCKY
U3 peecTpa pa3pelieHHd Ha IPUMEHEHHME, COJACPKAILYI0  CBEICHMS
O pa3pelieHUH Ha TMPUMEHEHHE, pa3MeIleHHble Ha O(HUIMaTbHOM calTe
MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepannn B nHOOPMAITMOHHO-
TEJIEKOMMYHUKaMOHHOM ceTu "MHTepHet".

Beimucka w3 peecTpa pa3pelleHM Ha IIPUMEHEHHE  BBIIAETCS
MunucTepcTBOM 3apaBooxpaneHus Poccuiickon @enepanuy no yTBEpKIAECHHON
uM ¢popmMe Ha OyMaKHOM HOCHTEJNIC WIU HAMpaBISETCS B BHJE JIEKTPOHHOTO
JOKYMEHTA, MOJANMCAHHOTO C MCIIOJIb30BAHUEM YCHUJIEHHON KBATU(UIIMPOBAHHON
JIEKTPOHHOU MOANMCH YIIOJTHOMOYEHHOTO Jinita MUHUCTEPCTBA 3IpaBOOXPAHEHNS
Poccuiickon @enepanumu.

Beimrcka u3 peectpa pazpenieHuld Ha TPUMEHEHHUE B BUJE JIEKTPOHHOTO
JOKyMeHTa (OpMHUPYETCS] U BBIJAETCS AaBTOMATHYECKUM B PEXHMME PEaJTbHOTO
BPEMEHM C  MCHOJIB30BAHUEM  IPOrPAMMHBIX  CPEACTB, Pa3MEIICHHBIX
Ha o¢uuuankHOM caiTe MuHHCTepcTBa 3/ApaBooxpaHeHus Poccuiickoit
®deneparuu B UHGOPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHOU ceT "UHTepHeT".
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Ha Beimucky u3 peecTtpa paspelieHHM Ha IIPUMEHEHUE HAHOCUTCS
QR-kon, coxmepxammii B  KOOUPOBAHHOM BHAE B  HHPOPMAIMOHHO-
TEJIEKOMMYHHUKAIIMOHHOM  cet  "MHTepHer" azapec cTpaHULBI peecTpa
pa3pelieHu Ha NOPUMEHEHHWE C Pa3MEUICHHbIMM Ha HEW 3aluCsIMU,
CoJlep KalllMMH CBEICHMS O Pa3peIleHNH Ha IPUMEHEHHE.

75. MUHHCTEPCTBO 3npaBooxpaHeHust  Pocculickon denepanuu
dbopmupyer Ha OyMaXHOM HOCHUTEIE U B DJJIEKTPOHHOW (opMe moche
HAa WHIUBUAYAJIbHBIM OMOTEXHOJIOTMYECKUH JIEKApCTBEHHBIM  Mpernapar,
Ha TIPUMEHEHHE KOTOPOro IMPEJOCTABICHO pa3peuieHue Ha NPUMEHEHUE
(mamee - mocke), BKITIOYAKOIee B ceos:

a) CBEICHHSI W KONMM JOKYMEHTOB, KOTOpBIE YyKa3aHbl B IIYHKTE 5
Hacroamux  IIpaBwi,  3asgBiIeHHE O  TPEAOCTABICHUH  Pa3pELICHUS
Ha NPUMEHEHHE, PEAYCMOTPEHHOE MyHKTOM 7 HacTosmux [IpaBun, 3asBneHue
0 MOJTBEPKICHUH PA3PELIEHUS HA IPUMEHEHNE, TPETYCMOTPEHHOE ITyHKTOM 29
Hactosimmx [lpaBun, 3asBiaeHuMe 00 OTMEHE pa3pelieHHUs Ha TPUMEHEHUE,
IIPELYCMOTPEHHOE IMYHKTOM 46 HacTtosiuux I[IpaBwil, 3asiBI€HHME O BHECEHUU
M3MEHEHUI B PEECTp pa3pelIeHNni Ha TPUMEHEHUE, IPEYCMOTPEHHOE ITYHKTOM 61
HacTosimmx IIpaBuil, a Takxe 3ampochl, YBEJOMJICHHS, CBEICHUS U TOKYMEHTHI,
npeaycMoTpeHHsble myHkTamu 19, 20, 34, 49 u 66 nactosuux [Ipasu;

0) KOMHUIO 33JJaHMsI HA MPOBEJIEHUE SKCIIEPTU3bI SKCIIEPTHOTO YUPEKICHMS,

B) 3aKJIFOYEHHE IKCIIEPTHOTO YUPEKICHUS (€T0 KOMUIO);

I') COTJIACOBAHHBIN OKCIIEPTHBIM  YUPEXKIACHUEM IPOEKT HHCTPYKLHHU
[0 MPUMEHEHUIO WHAUBUIAYAIBHOIO OHOTEXHOJOTHYECKOIO JIEKAPCTBEHHOTO
npenapara, CcojaepXalleil cBeAeHus, YyKa3zaHHble B pemeHun CoBeta
EBpazuiickoil skoHOMHYeckOoll komuccun oOT 3 HOsiOps 2016 . Ne 88
"O6 yTBepKJIeHUU TpeOOBaHUMN K MHCTPYKIMH MO MEAUIIMHCKOMY PUMEHEHUIO
JIEKapCTBEHHOTO TIpenapara © OOIIeH XapaKTepUCTHUKE JIEKapCTBEHHOTO
npemnapara Jyisi MeIUIMHCKOT0 MPUMEHEHUs "

1) COIVIACOBAHHBIA 3KCHEPTHBIM YUYPEKJIECHUEM MPOEKT HOPMATUBHOTO
JOKyMEHTa 10  KauyeCTBY  HHJMBHAYaJIbHOTO  OMOTEXHOJIOTMYECKOTO
JIEKAPCTBEHHOI'0 TIpernapara, COCTABJIEHHOINO MEIMIMHCKON OpraHu3aluen
B COOTBETCTBUHU ¢ PyKOBOACTBOM IO COCTaBIICHHIO HOPMAaTUBHOIO JOKYMEHTA
110 Ka4E€CTBY JIEKAPCTBEHHOI'O Tpenapara, yTBepKIAECHHbIM pemieHneM Koieruu
EBpasmiickoii skoHOMHUYECKOW KoMuccuu OT 7 ceHtsaops 2018 . Ne 151
"OO6 yTBepkneHun PykoBOACTBa MO COCTAaBJICHHIO HOPMATHUBHOTO JTOKYMEHTa
10 Ka4ECTBY JICKAPCTBEHHOI O Tipemnapara’’;

€) COIVIACOBAHHBIM JKCIEPTHBIM YUYPEXKJIECHUEM IPOEKT perjiaMeHTa
M3rOTOBJICHUSI WHJMBHYaJIbHOTO OHMOTEXHOJOTMYECKOTO JIEKAPCTBEHHOTO
Ipernapara;
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) COIIACOBAHHBIN AKCIIEPTHBIM YUpEKACHUEM POEKT
MH()OPMATMOHHOTO JINCTKA MALIUEHTA;

3) COTJIaCOBAaHHBIE  AKCIEPTHBIM  YUPEXKICHHEM MPOEKThl MAaKETOB
NEPBUYHOM YMAKOBKM W BTOPUYHOW YMAKOBKH (MpU HEOOXOIUMOCTH)
WHIUBUYAIBHOTO OMOTEXHOJIOTMYECKOT0 JIEKAPCTBEHHOT'O Mpernapara;

M) CBEJCHUS M JIOKYMEHTBI, IOATBEPKIAIOIINE HaJuYlMe OCHOBAHMU
Uil TIpuHATHS MuHMCTEPCTBOM 3apaBooxpaHeHus Poccuiickon denepanumn
pemieHrss 00 OTMEHE pa3pelleHUss Ha NMPUMEHEHUE, YKa3aHHbIX B IYHKTE 45
Hactosimux [IpaBu.

76. XpaneHue J0Cke 00€CIEUMBACTCS IKCHEPTHBIM  YUPEKICHUEM
B TOpPSJKE, YCTAHOBICHHOM 3aKOHOAATENbCTBOM Poccuiickoir dPenepanuu
00 wHpopManmu, WHHOPMAITMOHHBIX TEXHOJOTHUSIX W O 3amuTe WHGOPMAIIN
U 3aKOHOJIaTeNbcTBOM Poccuiickoii @enepariiyl 00 apXuBHOM Jelie.

77. CBenenusi, coaepkanifecss B J0ChE, HE TMOAJICKAT OIyOINKOBAHUIO
¥ MOTYT OBITh TIPEIOCTABIICHBI:

a) YIIOJIJHOMOYEHHBIM MPEICTABUTENIM MHHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickon ®enepanuu;

0) yIOJTHOMOUYEHHBIM IIPEICTABUTENIAM 3KCIIEPTHOTO YUPEKICHUS;

B) mpencraButersiMm  DeneparbHON  CIy)O0bI IO  Ham3opy B cdepe
3IpaBOOXPAHEHUsI U €€ TEPPUTOPHUAIBHBIX OPraHOB B ILEJAX OCYIIECTBICHUS
(benepaTbHOTO TOCYIAapCTBEHHOTO KOHTpois (Ham3opa) B chepe oOparmieHwHs
JIEKapCTBEHHBIX CPEJCTB AJII MEIULIMHCKOTO MPUMEHEHHUS;

T)B Ciydasx, ONpEICNeHHBIX (eaepalbHbIMA 3aKOHaMH W (WIIH)
0 PEUIEHUIO Cyaa.

78. MUHHCTEPCTBO 3npaBooxpaHeHuss  Pocculickon denepanuu
pa3Meraer MH(pOpMaIUIO, CBI3aHHYIO C MPEIOCTaBICHUEM, MOITBEPKICHUEM
M OTMEHOW pa3pelicHHil Ha NPUMEHEHWE, a TAKXKE C BHECEHMEM H3MEHCHUU
B pEecTp pa3peliecHuid Ha TPUMEHEHHE, Ha CBOEM O(UIHUAIBHOM cailTe
B MH(POPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTH "NHTepHeT".

79. Pemenus " NEUCTBUS (6e3meiicTBuE) MunucrepcTBa
3npaBooxpaHenus Poccuiickoii denepanyu, MOBJIEKIINE 3a COOOM HapylIeHUE
npaB MEIUMLUMHCKOM OpraHu3aluy, a TaKXkKe 3aKIIYeHHE 3KCIEPTHOTO
yupexzaeHuss (1Mo pe3yJapTaTaM MPOBEJEHHON SKCHEPTHU3bl HKCIEPTHOTO
YUpEXKIEHUsI) MOTYT OBITb 00XaJOBaHBl MEAMIIMHCKOW  OpTaHM3aIfei
B IIOPSJIKE, YCTAHOBIIEHHOM 3aKOHOAATENLCTBOM Poccniickon Penepanun.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
oT 24 ¢espaiist 2025 1. Ne 213

IHPABHUJ A

oOpanieHus OMOTEXHOJIOTHYECKHUX JIEKAPCTBEHHBIX NMPeNnaparos,
NMpPeAHA3HAYEHHBIX /JJI IPUMEHEHNS] B COOTBETCTBUM ¢ MHAMBUAYAJIbHBIM
MeJUIMHCKUM HAa3HAYEHHEM M CIeHUAIbHO H3T0TOBJIEHHBIX
JJISI KOHKPETHOI0 NMAIMEeHTA HeNOCPeICTBEHHO B MeMIIUHCKOH
OpPraHu3aluu, B KOTOPOM NMPUMEHAETCS TAKOW OMOTEeXHOJIOTrHYeCKUil
JIEKAPCTBEHHBbI Mpenapar, UMeUUX B CBOEM COCTaBe COeIMHEeHMS,
CHHTEe3MPOBAHHBIC MO Pe3yJIbTATAM IeHETHYECKUX HCCIACAOBAHNH
MaTepuaJia, MOJY4YeHHOr0 OT NAUMEeHTA, JJI KOTOPOro U3roTOBJICH TAKOH
OMOTEeXHOJIOTHYEeCKHI JIEKAPCTBEHHBIN NMpenapar, BKJIKYas NOPAI0K
UX M3rOTOBJICHHUS, MIPOBEACHHUS IKCIEPTHU3bI, OCYLIECTBJICHUS KOHTPOJIS
Ka4yeCcTBa TAKUX OMOTEXHOJIOTHYeCKNX JIeKAPCTBEHHBIX NMPeENnaparos,
NPUMEHEeHNs1, XPAHEHU S, TPAHCIIOPTHUPOBKHY M YTHIH3AIUU TAKUX
OMOTEXHOJIOrMYEeCKHUX JIEKAPCTBEHHBIX MPENapaToB, a TAK:Ke TPeOOBaHUS
K TAKHM OMOTEXHOJIOTHYEeCKUM JIEKAPCTBEHHBIM Ipenaparam
U MEeIMIUHCKUM OPraHU3alUAM, UX U3Tr0TABJIMBAKIIUM U PUMEHSIOIUM

1. Hacrosimmme  IlpaBuiia  ycTaHaBIMBAIOT  TOPAJOK  oOpamnieHus
OMOTEXHOJIOTUUECKUX  JIEKAPCTBEHHBIX  MpenaparoB,  MNpeJHa3HAYCHHBIX
JUIsT TIPUMEHEHWS B COOTBETCTBUM C WHIMBUAYAJIBHBIM MEIUIIMHCKUM
Ha3HAYEHUEM U CIIEIMAJIbHO W3TOTOBIECHHBIX [JI1 KOHKPETHOrO ITIallMEeHTa
HEMOCPEJACTBEHHO B MEIMIIMHCKOW OpraHu3alMH, B KOTOPOM NPHUMEHSAETCS
TaKol OMOTEXHOJIOTMUECKHI JIEKApCTBEHHBIN MpernapaT, UMEIOIIMX B CBOEM
COCTaBE€ COEOUHEHHUs, CHHTE3UPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
UCCIECNOBAHUM MaTepuasla, IIOJYyYEHHOTO OT IIAMEeHTa, M1 KOTOpPOTO
M3rOTOBJIIEH  TakOM  OMOTEXHOJIOTMYECKUH  JIEKApCTBEHHBIM  Mpernapar
(mamee COOTBETCTBEHHO - MEIUIMHCKAs OpraHU3alMs, WHIWBUIYaJIbHBIHI
OMOTEXHOJIOTUUECKUI JICKapCTBEHHBIM MpernapaTr), a Takke TpeOOoBaHUs
K HWHIUBUIYaJIbHBIM OHOTEXHOJOTMYECKUM JIEKAPCTBEHHBIM IpernapaTam
Y MEIUIIMHCKUM OpTaHU3alysAM, NX U3TOTABIUBAIOIINM U TPUMEHSIOLIHAM.



2. O0parmieHre WHANBUAYAIbHBIX OMOTEXHOJIOTHUYECKHUX JIEKaPCTBEHHBIX
IIpenapaToB BKIIOYAET B ce0s MX pa3pabOTKy, JOKIMHUYECKHE HCCIEOBaHUS,
W3rOTOBIICHHE WM TPUMEHEHHE, SKCIEPTU3y, KOHTPOJIb KAauecTBa, XpaHEHUE,
TPAaHCIOPTUPOBKY U YTUIIU3ALIMIO.

3. PazpaboTka WHIUBHUAYaTbHBIX OUOTEXHOJOTHYECKUX JIEKAPCTBEHHBIX
NpenapaToB MPEJACTaBIsAeT CcOO0OM TpoLecC CO3JaHHUs WHIUBUIYAIbHBIX
OMOTEXHOJIOTMYECKUX  JIEKAPCTBEHHBIX  MPEMapaToB M TEXHOJOTHIO
UX U3TOTOBJICHUS.

duHaHCOBOE obecriedueHne pa3paboTKu WHIUBUYaJIbHBIX
OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX MPEMapaTOB MOXET OCYIIEeCTBISATHCS
3a CYerT:

OIOJIKETHBIX ACCUTHOBAHUU (PeepalibHOTO OOIKETA;

OIO/DKETHBIX ~ ACCUTHOBaHM  Oro/ukeToB  cyOBekTOoB  Poccuiickoit
denepanuu;

CpeICTB  pa3pabOTUMKOB  HMHIWBHUAYaJIbHBIX  OHMOTEXHOJOTHYECKHX
JIEKapCTBEHHBIX MPENapaToB;

VMHBIX HWCTOYHHUKOB, HE 3alPEHICHHBIX 3aKOHOAATENbCTBOM Poccuiickoi
denepanum.

[IpaBa  pa3paOOTUYMKOB  WHIMBHUIYAIbHBIX  OMOTEXHOJOTHYECKHUX
JIEKapCTBEHHBIX MPENapaToB OXPAaHSIOTCA B COOTBETCTBHM C T'PakJaHCKUM
3aKoHoAaTensCcTBOM Poccniickon denepannu.

4. JIOKIIMHUYECKUE UCCIEAOBAHUS WHIUBUIYATbHBIX OMOTEXHOJIOTMUYECKHUX
JIEKapCTBEHHBIX IMPENapaTroB MPOBOAATCS NYyTEM NPUMEHEHUS HAayYHBIX
METO/IOB OIICHOK B ILIEJIAX MOJYYEHHs OKa3aTelIbCTB O€30MIaCHOCTH, KayecTBa
U 3(pGEeKTUBHOCTH HHIWBUIYATbHBIX OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX
IpenaparTos.

JIOKIMHUYECKUE UCCIEAOBAHUS MHIAMBUIYAIBHBIX OMOTEXHOJOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB MPOBOAATCA B COOTBETCTBUU cC I[lpaBunamu
HaJyIeKalen 1adopaTOpHOM MPaKTUKU EBpa3suiicKOro 3KOHOMHYECKOrO CO3a
B cdepe oOpamieHus JIEKapCTBEHHBIX CPENCTB, YTBEP)KIEHHBIMH PEIICHUEM
CoBera EBpasuiickoii s3koHOMUYECKO komMuccuu oT 3 Hosi0ps 2016 r. Ne 81
"O06 yrBepxxenun [IpaBun Hajiexameit nadopaTopHoi npakTuku EBpazuiickoro
PKOHOMHUYECKOTO COr03a B chepe oOpareHus JeKapCTBEHHBIX CPEACTB".

[lo pe3synpTaTaM TPOBEIEHHOIO JOKIMHUYECKOTO  HCCIIEIOBAaHUA
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOrO  JIEKAPCTBEHHOI'O  Iperapara
MEIUIMHCKAsT OpraHU3allisl COCTaBJIAET OTYET O pe3yibTaTax IMPOBEIECHHOTO
JOKJIMHUYECKOTO HCCIEAOBAHUS HHIMBHIYAJIbHOTO OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOI'O Mpenapara.



5. 3roToBiieHHE U MPUMEHEHHE UHIUBUIYATBHBIX OMOTEXHOIOTUHYECKUX
JIEKapCTBEHHBIX IPENAPATOB JOMYCKAETCs TP COOTBETCTBUHA WHINBUAYAJIBHBIX
OMOTEXHOIOTHYECKUX JIEKAPCTBEHHBIX IIpEIapaToB TpeOOBaHUAM
K OHMOTEeXHOJOTMYECKHM JIEKapCTBEHHBIM IIpernaparaM, MpeaHa3HaYE€HHbIM
JUIsT TIPUMEHEHHs B COOTBETCTBUM C WHIWBUAYAJIBHBIM MEIUIUHCKUM
HAa3HAYEHUEM M CHEHHUAIBHO M3TOTOBJICHHBIM JUISI KOHKPETHOTO ITallMEeHTa
HEIOCPEACTBEHHO B MEIMIIMHCKOW OpraHu3alMHi, B KOTOPOM NPHUMEHSAETCS
Takol OMOTEXHOJOTMYECKHM JIEKapCTBEHHBIM Npenapar, UMEIIIMM B CBOEM
COCTaBE€ COEOUHEHHMs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
HCCIICIOBAHUM MATEepHalla, IOJYYEHHOIO0 OT TMAalMEHTa, M1 KOTOPOro
M3TOTOBJICH TaKOH OMOTEXHOJOTWYECKUH JIEKapCTBEHHBIA Mpernapar, COTJIacHO
npuinoxeHuro Ne 1.

6. 3roToBieHre 1 NpUMEHEHUE WHIMBUIYAIbHBIX OMOTEXHOJIOTUYECKHUX
JEKapCTBEHHBIX MPENapaToB JTONYCKAETCS B MEAULIMHCKOM OpraHu3aluu,
COOTBETCTBYIOIIEH TpPEeOOBaHMAM K METUIIMHCKOW OpraHU3allid, B KOTOPOM
W3TOTABIIMBACTCS M TMPUMEHSETCS OHMOTEXHOJOTHYECKH  JIeKapCTBEHHBIN
mmpernapar, — NPEJHAa3HAYEHHBIM U1 NPUMEHEHHS B COOTBETCTBUU
C  MWHIWBUAYAJIBHBIM  MEAULIMHCKMM  HA3HAYEHHEM W CIECHHUAIBHO
M3TOTOBJICHHBIN JUII KOHKPETHOTO MAalMEHTa HEMOCPEACTBEHHO B MEAULIMHCKON
OpraHu3alid, B KOTOPOM TPUMEHSIETCS TakOW OMOTEXHOJOTHYECKUI
JEKapCTBEHHBI IIpernapar, HMEIMHUA B CBOEM COCTaBE COCIMHEHUS,
CUHTE3UPOBAHHBIE IO PE3yJIbTaATaM TEHETHYECKMX HCCIECIOBAHMM MaTepuala,
IIOJIy4EHHOTO  OT  MalWeHTa, Ui KOTOPOTrO  HW3TOTOBJIEH  TakKoM
OMOTEXHOJIOTMYECKUN JTEKApCTBEHHBIN Mpenapar, COTIacHO MPUIOKEHUI0 Ne 2,
IIPY HAJIMYUHN Y TAKOM MEIULIMHCKON OPraHU3allMM pa3penieHns Ha TPUMEHEHUE
WHIUBUATYTBHOTO OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpemnaparta (jianee -
paspelieHue Ha TPUMEHEHUE), MPEAOCTaBIEHUE KOTOPOTO OCYIIECTBISETCS
B cooTBeTcTBUH ¢ llpaBuimamMu Bblmaum paspenieHuss Ha NPUMEHEHHUE
OMOTEXHOJIOTMYECKUX  JIGKAPCTBEHHBIX  TPEMapaTroB,  MpeIHAa3HAYECHHBIX
JUIT TPUMEHEHHS B COOTBETCTBHUM C HWHIUBUAYAJIbHBIM  MEIULUHCKAM
Ha3HAYEHUEM M CIIEHHAIBHO W3TOTOBJICHHBIX JUISI KOHKPETHOIO ITallMEeHTa
HEIOCPEACTBEHHO B MEIMIIMHCKOW OpraHu3alMM, B KOTOPOM NPHUMEHSAETCS
TaKON OMOTEXHOJOTHYECKUI JIeKapCTBEHHBIN IpemnapaT, WMEIOIUX B CBOEM
COCTaBE€ COEOUHEHHWs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM TI'€HETHYECKUX
HCCIICIOBAHUM MaTepuana, TIOIy4eHHOTO OT IIalueHTa, I KOTOPOro
M3rOTOBJIEH  TAaKOM  OMOTEXHOJOTMUECKWI  JIEKAPCTBEHHBIA  Mpemnapar,
yTBEpkKACHHBIMU nocTaHoBIIeHHEeM [IpaButenbcTBa Poccuiickon @enepamum ot 24
despansa 2025 . Ne 213 "O OHOTEXHOIOTUYECKUX JIEKAPCTBEHHBIX Iperaparax,



IIPEJHA3HAYEHHbIX JUII NPUMEHEHHS B COOTBETCTBMM C WHAMBUIYAJIbHBIM
MEIUIMHCKUM HA3HAYECHUEM M CHELUAJIbHO M3TOTOBJIEHHBIX JUISi KOHKPETHOTO
MMallMeHTa HEMOCPEICTBEHHO B MEAUIMHCKOM OpraHu3alud, B KOTOPOH
MPUMEHSIETCS  Takol  OMOTEXHOJOTHYECKUM  JIEKapCTBEHHBIM  mpemnapar,
MMEIOIIMX B CBOEM COCTaBE COCAMHEHUS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
TEHETUYECKUX MCCIENOBAaHUM MaTepHUalia, ITOJIYYEHHOTO OT IIallMeHTa, IS
KOTOPOTO U3TOTOBJIEH TaKOW OMOTEXHOJIOTUYECKUH JIEKapCTBEHHBIN npenapart'.

7. DKcnepTH3a WHANBUIYAJTLHOTO OMOTEXHOJOTHYECKOTO JICKApCTBEHHOTO
mpernapara MpoBOJAUTCA B LENSAX NPUHATHS MUHHCTEPCTBOM 3APABOOXPAHEHUS
Poccniickont  ®denepanmu  pemeHuss O NPEIOCTABICHUM  Pa3peLICHUS
Ha MPUMEHEHHE M BKIIOYAET B ce0s 3KCHEPTHU3Yy, MPOBOAUMYIO KOMHCCHEHN
JKCIIEPTOB  (peepaibHOr0 TOCYJapCTBEHHOIO OIOKETHOTO  yUpEekKIACHUS,
HAaXOJAIIETOCsT B BEACHWMM MuHHCTEpCTBa 3apaBooxpaHeHusi Pocculickon
@enepany U 00ECIIEUMBAIOIIETO HMCIOJHEHUE MOJIHOMOYMM MHHHCTEpCTBa
3npaBooxpaHeHus Poccumiickonn  ®enepannu 1O BbIJAYE  paspelIeHUM
Ha TMPOBEICHHUE KIMHUYECKUX MWCCIENOBAaHUN JIEKAPCTBEHHBIX IpEenapaToB
U (WIA) TOCYIAapCTBEHHOM pErucTpaluu (perucrpanuu) JEKapCTBEHHBIX
MpenaparoB (Jajee COOTBETCTBEHHO - AKCIIEPTHOE YUYPEXKIECHHE, SKCIEpTH3a
AKCIIEPTHOTO YUPEXKICHUS).

8. DKcrepTr3a S3KCHEPTHOTO YUPEXKICHHUS MPOBOAUTCS HAa OCHOBAHUU
3amaHus ~ MwunHucTepcTBa  3apaBooxpaHeHus — Poccuiickon  depepanum
B COOTBETCTBHHM cO cTaTheil 16 @DenmepanbHoro 3akoHa "OO oOpameHun
JEKapCTBEHHBIX CPeACTB" W B cooTBeTcTBUHM ¢ lIpaBunamMm mnpoBeaeHus
DKCIEPTU3BI OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOI'O npernapara,
MIPEAHA3HAYEHHOTO JUIsl NPUMEHEHHS] B COOTBETCTBMM C WHAMBUIYAJIbHBIM
MEIUIMHCKUM Ha3HAYEHUEM M CIEHHUAIBHO M3TOTOBJIEHHOIO I KOHKPETHOTO
MMallMeHTa HEMOCPEICTBEHHO B MEAUIMHCKOM OpraHu3alud, B KOTOPOH
MPUMEHSIETCS  Takol  OMOTEXHOJOTHYECKUM  JIEKapCTBEHHBIM  mpemnapar,
MMEIOIIEr0 B CBOEM COCTaBE COCIWHEHMS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
TEHETUYECKUX MCCIENOBAaHUM MaTepHalia, ITOJIYYEHHOTO OT IIalUeHTa, IS
KOTOPOTO W3TOTOBJICH TaKOW OMOTEXHOJOTWYECKUI JIEKapCTBEHHBIN Mpernapar,
cormacHO mpuiokeHuto Ne 3. [lo pesynpraram 53KCIEpTH3BI 3KCIIEPTHOTO
YUPEXKIEHUSI COCTABIISIETCS 3aKIIOUYEHHE KOMHCCHH JKCIEPTOB (eaepaIbHOro
roCyJAapCTBEHHOTO OIOUKETHOTO YUYPEXKACHHUS IO MPOBEACHUIO 3KCIEPTH3bI
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO npenapara, COCTaBJICHHOE
0  pe3yabTaTaM  JKCIEPTU3bl  OMOTEXHOJOTMYECKOI'O  JIEKAPCTBEHHOTO
mmpernapara,  IpPeJHAa3HA4eHHOTO  JUIsi  NPUMEHEHHsT B COOTBETCTBUU
C  MWHIWBUAYAJIBHBIM  MEAULIMHCKMM  HA3HAYEHHEM W CIECHHUAIBHO



M3TOTOBJIEHHOTO JUI1 KOHKPETHOT'O NAllMEHTAa HEMOCPEACTBEHHO B MEAULIMHCKON
OpraHu3alid, B KOTOPOM TPUMEHSIETCS TakOW OMOTEXHOJOTHYECKUI
JEKapCTBEHHBI IIpenapaTr, HMEIOIIEr0 B CBOEM COCTAaBE COCIMHEHUS,
CUHTE3UPOBAHHBIE IO PE3yJIbTaATaM TEHETHYECKMX HCCIECIOBAHMM MaTepuala,
IIOJIy4EHHOT0  OT  MalWeHTa, Ui KOTOPOTrO  HW3TOTOBIEH  TAaKOM
OMOTEXHOJIOTMYECKUN JICKApPCTBEHHBIM TMpemapaT, O BO3MOXXHOCTH WJIH
HEBO3MOXXHOCTH  TPUMEHEHHS  OMOTEXHOJOTHYECKOTO  JIEKApPCTBEHHOTO
npenapara, mo GopMe COTIIACHO MPUITOKECHHUIO Ne 4,

9. U3roroBnenune WHVMBUAYAJIBHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOTO rpernapara OCYILECTBIISIETCS B COOTBETCTBUH
C  UHAWBHAYAJbHBIM  MEIWIMHCKMM  HA3HAYCHHEM  WHIWBHUIYAJIBHOTO
OMOTEXHOIOTHYECKOTO JIEKAPCTBEHHOTO perapara, W3TOTOBJIEHHOTO
M0 PEIICHUI0 BpauyeOHOW KOMHCCHHM MEAMIMHCKOW OpraHu3alud, KOTOPOH
MIPENOCTABICHO pa3pelICcHHEe Ha IPUMEHEHWE, 110 TNHUCBMEHHOW 3asBKe
MEAUIIMHCKOTO paOOTHUKA, KOTOPBINA ABIAETCS JEUallUM BPauyoOM KOHKPETHOTO
NalMeHTa M BHOCUT HWH(OpMALUI0O O Ha3HAYE€HUU HHJWBUIYaJIbHOTO
OMOTEXHOJIOTMYECKOTO  JICKAPCTBEHHOTO  Tpemapara B MEIUIIMHCKYIO
JOKYMEHTAIUIO MTAIIUEHTA.

10. U3roToBienue VHJIUBUIYaJIbHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOI'O IIpenapaTa OCyIIECTBIIIETCS B COOTBETCTBUU C YTBEPKIECHHBIM
PYKOBOIWTEIEM MEIULIMHCKONW OPTaHU3alHdH WM YIOJHOMOYEHHBIM UM JIMLIOM
pEerjlaMeHTOM  W3TOTOBJICHHMS ~ MHAMBUAYAJBHOTO  OMOTEXHOJIOTMYECKOTO
JEKapCTBEHHOI'0  Ipemnapara,  COAEpKalllUM  CBEICHHs,  BKJIIOYAEMBbIC
B PETJIaMEHT U3TOTOBJICHHUS] OMOTEXHOJIOIMYECKOr0 JIEKapCTBEHHOTO Mpernapara,
MIPEAHA3HAYEHHOTO JUIsl NPUMEHEHHS] B COOTBETCTBMM C WHAMBUIYAJIbHBIM
MEIUIMHCKUM Ha3HAYEHUEM M CIEHHUAIBHO M3TOTOBJIEHHOIO I KOHKPETHOTO
MMallMeHTa HEMOCPEICTBEHHO B MEAUIMHCKOM OpraHu3alud, B KOTOPOH
NPUMEHSETCS Takod  OMOTEXHOJOTMYECKHM  JIEKapCTBEHHBIM  Mperapar,
MMEIOIIEr0 B CBOEM COCTaBE COCIWHEHMS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
TEHETUYECKUX MCCIENOBAaHUM MaTepHalia, ITOJIYYEHHOTO OT IIalUeHTa, IS
KOTOPOTO W3TOTOBJICH TaKOW OMOTEXHOJOTWYECKUI JIEKapCTBEHHBIN Mpernapar,
coracHo mipwiioxkeHnto Ne 5, u [lpaBunamu U3roToByieHUs OUOTEXHOJIOTHUECKHUX
JEKapCTBEHHBIX  IPENaparoB,  NPEAHA3HAYEHHBIX  JUI1  IPUMEHEHUS
B COOTBETCTBUM C  MWHIWBUAYAJIBHBIM  MEIWLIMHCKMM  HA3HAYCHUEM
U CIIEHMAIBHO HM3TOTOBJICHHBIX JUISI KOHKPETHOTO MAlMEHTAa HETNOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIN Mperapar, UMEIOIUX B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3yJIbTaTaM I'€HETUYECKUX HCCIEIOBAHUMN



MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOM
OMOTEXHOJIOTHUECKHI JICKApCTBECHHBIN MPEnapar, COrJIaCHO MPHIIOKEHHIO Ne 6.

11. Kontpons Ka4yecTBa H3TOTOBJICHHOIO VHJVBUYJIBHOTO
OMOTEXHOIOTHYECKOTO JIEKAPCTBEHHOIO npenapara OCYILECTBIISETCS
IIPU TPOBEACHUU DKCIIEPTHU3BI SKCHEPTHOTO YUYPEKIACHUSA B COOTBETCTBUU
C OmyHKTOM &8 Hacrosammx [IpaBwi, HOpMATUBHBIM JOKYMEHTOM II0 KAa4eCTBY
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOTO  JIEKAPCTBEHHOI'O  Iperapara,
COCTaBJIECHHBIM B COOTBETCTBMH ¢ PyKOBOACTBOM 1O  COCTaBJICHUIO
HOPMAaTUBHOIO  JIOKYMEHTa TI0 Ka4eCTBY JIEKAPCTBEHHOIO Ipemnapara,
yTBEpKIAeHHBIM pemenueM Kosuternn EBpasuiickoil 5JKOHOMUYECKONW KOMHUCCUUT
or 7 centsiops 2018 r.  Ne 151 "O6 yrBepxkmenuum PykoBojacTBa
II0 COCTABJICHUIO HOPMATHBHOTO JOKYMEHTa IO KadeCTBY JIEKAPCTBEHHOTO
npenapata”, wu IlpaBunamm, npeaycMOTpeHHBIMM IpuiiokeHuem Ne 6
K HactoamuM [IpaBunam.

12. lomyckaeTrcsi M3TOTOBJIEHUE OTIEIBHBIX KOMIIOHEHTOB U (WJIM)
BCIIOMOTATENBHBIX  BEIIECTB, BXOMAIIUX B COCTaB HWHIWBUAYAJIBHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO TMpernapara, B HMHBIX OpTraHU3aLUAX
B coorBercTBMM ¢ [IpaBunammn, npemxycMOTpeHHBIMH npwiIokKeHHeM Ne 6
K HacrosmuM IIpaBriiam, Ipu 3TOM B MEIMIMHCKOW OpraHU3alyd, B KOTOPOMU
NPUMEHSETCS  WHIWBUIYaNbHBIA  OMOTEXHOJIOTHMYECKUN  JIEKapCTBEHHBIN
Ipernapar, JOJKHBI OCYLIECTBIATHCA T€HETUYECKOE HCCIICIOBAHUE MaTepHuaa,
ITOJIy4EHHOTO OT TAlHEHTa, [ KOTOPOTO W3rOTOBJIIEH WHAWBUIYaJIbHBIN
OMOTEXHOJIOTMYECKUN  JIGKAPCTBEHHBIM TpemapaT, U (acoBKa TOTOBOM
JIEKapCTBEHHOU (bopMbI VHJABUAYAJIBHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOTIO MpEeTapara ¢ Mociaeayoend MPOBEPKON €€ KayecTBa.

13.1lpy  W3rOTOBIEHMM  WHIWBHUIYAIBHOIO  OHMOTEXHOJIOTMYECKOTO
JEKapCTBEHHOI'O0 IIperapara Ha €ro IEPBUYHYK) YNAKOBKY W BTOPHUYHYIO
yHnakoBKy (mpu  HEOOXOJMMOCTH), a Takke MNOpu  HEOOXOJUMOCTH
TPAaHCHOPTUPOBKUA HHAMBUAYAIBHOTO OHOTEXHOJOTMYECKOIO JIEKAPCTBEHHOTO
mmpernapaTta  Ha TPAHCHOPTHYKO Tapy HAHOCATCA CBEICHMS, HAHOCUMBIE
IpU  U3TOTOBJIEHHH OHWOTEXHOJOTMYECKOTO JIEKAPCTBEHHOI'O  Iperapara,
MIPEAHA3HAYEHHOTO JUIsl NPUMEHEHHS] B COOTBETCTBMM C WHAMBUIYAJIbHBIM
MEIUIMHCKUM Ha3HAYEHUEM M CIEHHUAIBHO M3TOTOBJIEHHOIO I KOHKPETHOTO
MMallMeHTa HETMOCPEICTBEHHO B MEAUIMHCKOM OpPraHu3alud, B KOTOPOH
MPUMEHSETCS TaKOW OMOTEXHOJOTHYECKUI JIEKApCTBEHHBIA TperapaT, Ha €ro
IIEPBUYHYIO YIIAKOBKY, BTOPUYHYIO YIIAKOBKY M TPAaHCHOPTHYIO Tapy,
B KOTOPYIO NMOMEIIEH TaKOW OMOTEXHOJIOTMYECKUM JIEKapCTBEHHBIN Mpernapar,
MMEIOIIEr0 B CBOEM COCTaBE COCIWHEHMS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM



TEHETUYECKUX MCCIENOBAaHUM MaTepHUalia, ITOJIYYEHHOTO OT IIallMeHTa, IS
KOTOPOTO W3TOTOBJICH TaKOW OMOTEXHOJOTWYECKUI JIEKapCTBEHHBIN Mpernapar,
10 IEPEYHIO COIIACHO MPUITOKEHNIO Ne 7.

14. IlpumeneHne UHIUBUYaTbHOTO OMOTEXHOIOTHYECKOTO JIEKAPCTBEHHOTO
rmpernapara  OCYWIECTBISETCA B YCIOBHSAX JHEBHOTO CTallMOHapa WM
B CTAallMOHApPHBIX YCIOBHUSAX B COOTBETCTBUHM C IIPUHLMIIOM IIPHOPUTETA
MHTEPECOB IMAIlMEHTa MPU OKA3aHWHM MEAULMHCKON MOMOIIH, YCTaHOBJIEHHOTO
ctatbeil 6 DenepanpHOoro 3akoHa "OO OCHOBax OXpaHBI 370POBBSI TPaKIaH
B Poccuiickoit ®enepanmu”, mMpu HaIMYUK peUICHUS BpadeOHON KOMHCCHUU
MEIUIMHCKOW OPTaHU3ALNH.

15. MeaunuHCKass opraHu3amus HamnpasisieT B DemepanbHY0 CIyx Oy
Mo Ham30py B cdepe 3IpaBOOXpaHEHUS JiA TOATOTOBKH 3aKJIFOUCHUS
O COOTHOLIIEHWM TIOJIb3bl W pHUCKAa MpPU NPUMEHEHUH WHIUBUYaTIbHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO Tpemnapara:

uHpOpMAIIMI0O O KaxAoM (akTe TMPUMEHEHHUS WHAWBHIYaIbHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara;

UHPOPMAIIMIO O  CIyYasX pa3BUTHS  HEXENaTeNbHBIX  PEaKIuil
Ipy MPUMEHEHUU HWHAMBUAYAJIBHOTO OHOTEXHOJOTMYECKOIO JIEKAPCTBEHHOTO
Ipernapara;

OTYETBI O COOTHOUIEHMH 'MOJNb3a - PHUCK' HWHIUBHIYAIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara.

Cocras, popma, MOPSIIOK U CPOKH HATIPABICHUS YKa3aHHBIX HHPOpPMAITUU
M OTYETOB, a TAKXKE MOPSAOK aHaW3a M JOCTyHa K JAaHHBIM MOHWUTOPHHIA
0€30MacHOCTH  MHAMBHIYAIBHOTO OHMOTEXHOJOTHYECKOTO JIEKApPCTBEHHOTO
npenapara onpenenstorest DemepanbHONW CIy)KO00W MO Ham3opy B cdepe
31paBOOXPAHEHUS.

16. XpaHeHune, TpaHCHOPTHPOBKA M YTWIM3ALHUS HWHIUBHUIYAJIBHOTO
OMOTEXHOJIOTMYECKOTO  JICKAPCTBEHHOTO  Mpemapara  OCYIIECTBISIOTCS
B COOTBETCTBUU CO cTaThaMmu 58 u 59 denepanbHoro 3akona "OO oOpamieHun
JeKapcTBEHHbIX cpencts" u IlpaBuwiiaMu Haamexamen AUCTPpUOBIOTOPCKON
IIPAKTUKHA B paMKax EBpasuMHCKOro 3KOHOMHYECKOTO COI03a, YTBEPKICHHBIMU
pemerriem CoBera EBpasuiickoli 3KOHOMHYECKOW KOMHUCCHH OT 3 HOSOps
2016 . Noe 80 "OO6 ytBepxkaenuu l[lpaBwn Hamexameld IUCTPUOBIOTOPCKOM
IIPAKTUKH B paMKax EBpa3suiicKoro 3KOHOMHYECKOTO COr03a".



ITPMJIOKEHUME Ne 1
K [IpaBunamM oOpaiieHus: OMOTEXHOIOTMYECKHIX
JIEKapCTBEHHBIX MPEINAPATOB, MPEIHA3HAYCHHBIX
JUTSl IPUMEHEHUS B COOTBETCTBUU C UHIUBUIYJIbHBIM
MEIMIIMHCKAM Ha3HAuYE€HHEM M CIIeIIHaIbHO
M3TOTOBJIEHHBIX IS KOHKPETHOTO MAI[MEeHTa
HETIOCPEJICTBEHHO B MEIUIIMHCKOW OpraHu3aluu,

B KOTOPOU IIPUMEHSIETCSI TAKOW OMOTEXHOJIOTHUYECKUI
JIEKapCTBEHHBIN Ipernapar, UMEIOIINX B CBOEM COCTABE
COEMHEHUS, CHHTE3UPOBAHHBIE IO PE3YJIbTaTaM
T€HEeTUYECKUX UCCIICIOBAaHUI MaTepHrala,
MOJTYYEHHOT0 OT MAalMeHTa, JJIsl KOTOPOT0 U3rOTOBIIEH
TaKoW OMOTEXHOJIOTUYECKUH JIeKapCTBEHHBIN
Mpenapar, BKJIK0Yas NOPsSIA0K UX U3TOTOBJICHHUS,
MIPOBEJCHUSA SKCIIEPTU3BI, OCYIIECTBIECHUS KOHTPOJIIA
Ka4yeCcTBa TaKUX OMOTEXHOJIOTUUYECKUX JIEKAPCTBEHHBIX
MpenapaToB, IPUMEHEHUS, XpaHEHHUS,
TPAHCTIOPTUPOBKU Y YTUIIU3ALNU TAKUX
OMOTEXHOJOTHUECKHUX JICKAPCTBEHHBIX MPEIapaTosB,
a Takke TpeOOBaHMS K TAKUM OMOTEXHOJIOTHYECKUM
JIEKapCTBEHHBIM MpenapaTaM U MEIUIIUHCKUM
OpraHu3alyaM, UX U3TOTABIUBAIOIINM
Y IPUMEHSIOIINM

TPEBOBAHUA

K OMOTEXHOJIOTHYECKNM JIEKAPCTBEHHBIM Npenaparam, nNpeHa3Ha4YeHHbIM
JJISl IPUMEHEHHUS B COOTBETCTBUM ¢ HHAUBUAYAJIbHBIM MeIMIUHCKHUM
HA3HAYEHHUEM M CHeMAJIBbHO U3rOTOBJICHHBIM U1 KOHKPETHOI0 MAalHeHTa
HeIMOCPEACTBEHHO B MeUIMHCKON OPraHu3anuu, B KOTOPOM NMPUMEHseTCs
TaKoil OMOTEXHOJIOTHYECKH I JIEKAPCTBEHHbIN NpenapaT, UMe UM
B CBOEM COCTaBe COCAMHECHM S, CHHTe3MPOBAHHBbIE 110 Pe3yJibTaTaM
reHeTHYeCKUX UCCJIeIOBAHUI MaTepuaJia, MOJY4eHHOI0 OT NMalMeHTa,
JJISE KOTOPOT'0 M3TrOTOBJICH TAKOW OMOTEXHOJIOTrMYeCKUil
JICKAPCTBEHHBIN NMpenapar

1. Hacrosmmii JOKYMEHT yCTaHaBIMBAET TpeboBaHUs
K OHMOTEXHOJOTUYECKHM JICKapCTBEHHBIM TIpemnaparaM, MpeaHa3HauYE€HHbIM
Ul TPUMEHEHUST B COOTBETCTBUU C HMHAMBUAYAJbHBIM MEIULUHCKUM
HAa3HAYCHUEM M CIICHMAIbHO HW3TOTOBJIEHHBIM JUISI KOHKPETHOTO MalMeHTa
HEIMOCPE/ICTBEHHO B MEIMIIMHCKON OpraHu3alii, B KOTOPOM NpPUMEHSETCS



Takol OMOTEXHOJOTMYECKHM JIEKapCTBEHHBIM Npenapar, UMEOIIMM B CBOEM
COCTaBE€ COEOUHEHHMs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
HCCIICIOBAHUM MATEepHalla, IOJYYEHHOIO0 OT TMAalMUEeHTa, M1 KOTOPOro
M3TOTOBJIEH TaKOW OMOTEXHOJOTMUECKUU JIEKapCTBEHHBIN Mpernapar (naiee -
WHJIUBUAYJIbHBI OMOTEXHOJIOTUYECKUH JICKapCTBEHHBIN IIpenapar).

2. nauBuiyanbHbIl OMOTEXHOJOTUYECKUN JIEKapCTBEHHBIN mpenapar
M3TOTABIIMBAETCS HENMOCPEACTBEHHO B MEIULMHCKOM OpPraHM3alMH, KOTopas
BKJIIOYEHA B TNEPEYEHb MEIULMHCKUX OpraHu3alui, HMEMNUX IIPaBo
M3rOTaBJIMBATh U MPUMEHITh OMOTEXHOJIOITMYECKUE JI€KaPCTBEHHBIE TPENaparsl,
IIpeJHAa3HAYEHHbIE Il TNPUMEHEHHUs B COOTBETCTBHUM C WHAMBUIYAJIbHBIM
MEIUIMHCKUM HA3HAYEHUEM M CIELHHUAIBHO WM3TOTOBJIEHHBIE UISI KOHKPETHOTO
MMallMeHTa HEMOCPEICTBEHHO B MEAUIMHCKOM OpraHu3alud, B KOTOPOH
MPUMEHSIETCS  Takol  OMOTEXHOJOTHYECKUM  JIEKapCTBEHHBIM  mpemnapar,
MMEIOIIME B CBOEM COCTABE COCIMHEHMS, CUHTE3MPOBAHHBIE 110 pe3yJibTaTaM
FEHETUYECKUX MWCCIENOBAHUM Marepuana, IOJYYEHHOr0 OT IIalMEHTa,
IS KOTOPOTO M3TOTOBJIIEH TaKOW OWOTEXHOJIOTUYECKUH JIEKapCTBEHHBIN
mpernapar, YTBEPXKACHHBIM pacnopsbkeHnem  lIpaBurenscrBa  Poccuniickon
Oenepanuu ot 13 nexabpst 2024 . Ne 3736-p, m B KOTOpOW TMPUMEHSIECTCS
VHIMBU 1Y AJIbHBIN OMOTEXHOJOTUUECKUHN JIEKapCTBEHHBIN rpenapar
B coorBeTrcTBMM ¢ [IpaBunammn, npemxycMOTpeHHBIMH npwiIoKeHHEM Ne 6
Kk [IpaBunam oOpamieHus OMOTEXHOJIOTUYECKUX JIEKAPCTBEHHBIX MpPENapaTosB,
IIPEJHA3HAYEHHbIX JUII NPUMEHEHHS B COOTBETCTBMM C WHAMBUIYAJIbHBIM
MEIUIMHCKUM HA3HAYCHHEM M CHELUAIbHO M3TOTOBJIEHHBIX JUISi KOHKPETHOTO
MMallMeHTa HETMOCPEICTBEHHO B MEAUIMHCKOM OpPraHu3alud, B KOTOPOH
MPUMEHSIETCS  Takol  OMOTEXHOJOTHYECKUM  JIEKapCTBEHHBIM  mpemnapar,
MMEIOIIMX B CBOEM COCTaBE COCAMHEHUS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
FEHETUYECKUX MWCCIENOBAHUM Marepuana, IOJYYEHHOr0 OT IIalMEHTa,
IS KOTOPOTO M3TOTOBJIIEH TaKOW OWOTEXHOJIOTUYECKUH JIEKapCTBEHHBIN
Ipernapar, BKJIKOYas MOPANOK WX W3TOTOBJIEHHUS, IPOBEICHUS JKCIEPTU3HI,
OCYILIECTBIICHUS KOHTPOJIS Ka4ecTBa  TaKHUX OMOTEXHOJOTHYECKUX
JIEKapCTBEHHBIX IIPENapaToB, NPUMEHEHHs, XPAHEHUS, TPAHCIOPTUPOBKHU
U YTWIM3AIMA TaKuX OMOTEXHOJOTMYECKUX JICKAPCTBEHHBIX TPEmapaTosB,
a Takke TpeOOBaHMS K TaKUM OHMOTEXHOJOTHYECKHM JIEKapCTBEHHBIM
mpernapataM M MEAUUMHCKMM  OPTaHU3alMsAM, WX  H3TOTaBJIMBAIOIIUM
U TNPUMEHSIOMMUM, yTBEPKIEHHBIM  IOocTaHoBieHUEM  [IpaBuTenbcTBa
Poccuiickoit @eneparmu ot 24 depans 2025 . Ne 213 "O OGHOTEXHOIOTUISCKIX
JEKapCTBEHHBIX  IIpenaparax,  NPEeIHA3HAYECHHBIX  JUIA  IPUMEHEHUS
B COOTBETCTBUM C  MWHIWBUAYAJIBHBIM  MEIWLIMHCKMM  HA3HAYCHUEM



U CIIEHMAIBHO HM3TOTOBJICHHBIX JUISI KOHKPETHOTO MAlMEHTAa HETNOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIN Mperapar, UMEIOIUX B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3YJIbTaTaM I'€HETUYECKUX MCCIEIOBAHUMN
MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOM
OMOTEXHOJIOTHYECKUN JIEKapCTBEHHBIN nmpenapar”.

3. UnauBuyanbHbld  OMOTEXHOJOTHUECKUI JIEKApCTBEHHBIM IMpernapar
COOTBETCTBYET TpeOOBAHMSIM HOPMATHBHOIO JIOKYMEHTa IO KayecTBY
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOTO  JIEKAPCTBEHHOI'O  Iperapara,
COCTaBJICHHOI'O MEIUIIMHCKON OpraHHu3alneH B COOTBETCTBUU
¢ PyKOBOJICTBOM MO COCTaBICHHI0O HOPMAaTHBHOIO JOKYMEHTa IO KadeCTBY
JEKapCTBEHHOI'0  IIpernapara,  YTBEpKICHHBbIM  pemieHueM  Kosrerum
EBpa3zuniickoil skoHOMHYECKOM Komuccuu OT 7 ceHta0ps 2018 r. Ne 151
"OO6 yTBepkmeHHH PyKoBOACTBa MO COCTABJICHHIO HOPMATHUBHOTO JTOKYMCHTA
10 Ka4eCTBY JIEKAPCTBEHHOTO Ipenapara’, coriacoBaHHOIo ¢ MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit @enepanum.

4. PazpaboTka M JOKJIMHUYECKHE HCCIEAOBAHUS HWHAUBUIYAIBHOTO
OMOTEXHOJIOTMYECKOTO  JICKAPCTBEHHOTO  Mpemapara  OCYIIECTBISIOTCS
B COOTBEeTCTBHM C TyHKTamu 3 u 4 [IpaBun oOpamieHus: OMOTEXHOIOTHIECKIX
JEKapCTBEHHBIX  IIPENaparoB,  NPEAHA3HAYECHHBIX  JUI1  IPUMEHEHUS
B COOTBETCTBUM C  MWHIWBUAYAJIBHBIM  MEIWLIMHCKMM  HA3HAYCHUEM
U CIIEHMAIBHO HM3TOTOBJICHHBIX JUISI KOHKPETHOTO MAlMEHTAa HETNOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIN Tperapar, UMEIOIUX B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3YJIbTaTaM I'€HETUYECKUX MCCIEIOBAHUMN
MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOM
OMOTEXHOJIOTMYECKUN JICKApCTBEHHBIM TMpemapar, BKJIOYas TMOPSAOK HX
W3TOTOBJICHHSI, TPOBEIACHUS KCIIEPTHU3BI, OCYILECTBICHUS KOHTPOJS KadecTBa
TaKUX OHMOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX TIPENapaTroB, MPHUMEHEHHUS,
XpaHEHHsI, TPAHCIOPTUPOBKM W YTWIM3ALUUU TaKUX OUOTEXHOJIOTMYECKUX
JEKapCTBEHHBIX  MpernapaToB, a  Takke  TpeOOBaHMS K  TaKuM
OMOTEXHOJIOTMYECKAM  JICKAPCTBEHHBIM  MpemapaTaM H  MEAUIMHCKUM
OpraHM3alysAM, WX HW3TOTABIMBAIOIMNM W TPUMEHSIOMMNM, YTBEPKICHHBIX
IIOCTAHOBJICHUEM IIpaBuTenscTBa Poccniickon denepanun
or 24 ¢erpans 2025 r. Ne 213 "O OMOTEXHOJOTHMUECKUX JIEKAPCTBEHHBIX
mpernaparax, IpeJHa3HAYeHHbIX JUII  IPUMEHEHUS B COOTBETCTBUU
C  MWHIWBUAYAJIBHBIM  MEAULIMHCKMM  HA3HAYEHHEM W CIECHHUAIBHO
M3TOTOBJICHHBIX JUII KOHKPETHOTO IMAIIMEHTA HEMOCPEACTBEHHO B MEAULIMHCKON



OpraHu3alid, B KOTOPOM TPUMEHSIETCS TakOW OMOTEXHOJOTHYECKUI
JEKapCTBEHHBI IIpEnapar, HMEKIIUX B CBOEM COCTaBE COCIMHEHUS,
CUHTE3UPOBAHHBIE IO PE3yJIbTaATaM TEHETHYECKMX HCCIECIOBAHMM MaTepuala,
IIOJIy4EHHOT0  OT  MalWeHTa, Ui KOTOPOTrO  HW3TOTOBIEH  TAaKOM
OMOTEXHOJIOTHYECKUN JIEKapCTBEHHBIN nmpenapar”.

5. Pa3pemienue Ha NpUMEHEHUE UHAUBUIYAJTBHOTO OMOTEXHOJIOTHYECKOTO
JEKapCTBEHHOI'0 Mpenapara BKIOYAETCA B  COOTBETCTBYIOIIUW  pEECTp
paspemieHnii MHHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit @Denepanuu
B cooTBeTcTBUH ¢ llpaBuimamMu Bblmaum paspenieHuss Ha NPUMEHEHHUE
OMOTEXHOJIOTMYECKUX  JIGKAPCTBEHHBIX  TPEMapaTroB,  MpeIHAa3HAYECHHBIX
JUIsT TIPUMEHEHHs B COOTBETCTBUM C WHIWBUAYAJIBHBIM MEIUIUHCKUM
HAa3HAYEHUEM U CIIELUAJIbHO W3TOTOBIECHHBIX [UII KOHKPETHOIO IIallMEeHTa
HEIOCPEACTBEHHO B MEIMIIMHCKOW OpraHu3alMHi, B KOTOPOM NPHUMEHSAETCS
TaKON OMOTEXHOJOTHYECKUI JIeKapCTBEHHBIN IpemnapaT, WMEIOIUX B CBOEM
COCTaBE€ COEOUHEHHMs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
HCCIICIOBAHUM MATEepHalla, IOJYYEHHOIO0 OT TMAalMEHTa, M1 KOTOPOro
M3rOTOBJIIEH  TakoM  OMOTEXHOJOTMYECKHM  JIEKapCTBEHHBIM  Mpernapar,
YTBEPKACHHBIMU TOCTaHOBIIeHUEM lIpaButensctBa Poccuiickoit Denepanuu
or 24 deppans 2025 1. Ne 213 "O OHMOTEXHOJOTHUYECKUX JICKAPCTBEHHBIX
nmpenaparax, NpeAHa3HAYEHHBIX JUIi TPUMEHEHHS B  COOTBETCTBHUM  C
VHJMBUAYAJIBHBIM MEIWIMHCKAM HAa3HAYEHUEM U CIIELUAIBHO M3TOTOBJICHHBIX
JUIsl KOHKPETHOTO MallMeHTa HEMOCPEACTBEHHO B MEAULIMHCKON OpraHu3anuu, B
KOTOPOM MPUMEHSETCS TaKOW OMOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN Mpernapar,
MMEIOIIMX B CBOEM COCTaBE COCAMHEHUS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
TEHETUYECKUX MCCIENOBAaHUM MaTepHalia, ITOJIYYEHHOTO OT IIalUeHTa, IS
KOTOPOT'0 U3rOTOBJIEH TAKOW OMOTEXHOJIOTMUYECKUH JIEKapCTBEHHBIN npemnapart”.



ITPUJIOKEHUE Ne 2
K [IpaBunamM oOpaiieHus: OMOTEXHOIOTMYECKHIX
JIEKapCTBEHHBIX MPEINAPATOB, MPEIHA3HAYCHHBIX
JUTSl IPUMEHEHUS B COOTBETCTBUU C UHIUBUIYJIbHBIM
MEIMIIMHCKAM Ha3HAuYE€HHEM M CIIeIIHaIbHO
M3TOTOBJIEHHBIX IS KOHKPETHOTO MAI[MEeHTa
HETIOCPEJICTBEHHO B MEIUIIMHCKOW OpraHu3aluu,

B KOTOPOU IIPUMEHSIETCSI TAKOW OMOTEXHOJIOTHUYECKUI
JIEKapCTBEHHBIN Ipernapar, UMEIOIINX B CBOEM COCTABE
COEMHEHUS, CHHTE3UPOBAHHBIE IO PE3YJIbTaTaM
T€HEeTUYECKUX UCCIICIOBAaHUI MaTepHrala,
MOJTYYEHHOT0 OT MAalMeHTa, JJIsl KOTOPOT0 U3rOTOBIIEH
TaKoW OMOTEXHOJIOTUYECKUH JIeKapCTBEHHBIN
Mpenapar, BKJIK0Yas NOPsSIA0K UX U3TOTOBJICHHUS,
MIPOBEJCHUSA SKCIIEPTU3BI, OCYIIECTBIECHUS KOHTPOJIIA
Ka4yeCcTBa TaKUX OMOTEXHOJIOTUUYECKUX JIEKAPCTBEHHBIX
MpenapaToB, IPUMEHEHUS, XpaHEHHUS,
TPAHCTIOPTUPOBKU Y YTUIIU3ALNU TAKUX
OMOTEXHOJOTHUECKHUX JICKAPCTBEHHBIX MPEIapaTosB,
a Takke TpeOOBaHMS K TAKUM OMOTEXHOJIOTHYECKUM
JIEKapCTBEHHBIM MpenapaTaM U MEIUIIUHCKUM
OpraHu3alyaM, UX U3TOTABIUBAIOIINM
Y IPUMEHSIOIINM

TPEBOBAHUA

K MeJUIUHCKON OPraHU3aliH, B KOTOPO M3r0TABJIUBAECTCH
U NIPUMEHsIeTC OMOTEeXHOJIOTMYEeCKNi JIeKAapCTBEeHHBIN Npenapar,
NpeAHA3HAYEHHbIN /151 IPUMEHEHHS B COOTBETCTBHH ¢ UHAMBHUAYAJIbHBIM
MeTUIMHCKHUM Ha3HAYeHHEM M CIeNMAJbHO M3r0TOBJIEHHBIHN
JJISE KOHKPETHOI'0 NMalMEeHTAa HEeNOCPeICTBEHHO B MeAMIIUHCKOH
OpPraHu3aluu, B KOTOPOM MPUMEHAETCH TAKOW OMOTEeXHOJI0THYeCKUi
JIEKapCTBEHHBI Mpenapar, MMeIUil B CBOEM COCTaBe COeIMHEHUS,
CHUHTEe3HMPOBAHHBIE M0 Pe3yJIbTATAM IeHETHYECKUX MCCIIe0BAHUM
MaTepuaJia, MOJYYeHHOr0 OT NAUMEHTA, VISl KOTOPOro U3roTOBJIEH
TAKOW OMOTEXHOJIOTMYECKNIl JIEKAPCTBEHHBbIN Mpenapar

1. HacTostmuii TOKYMEHT yCTaHABJIMBAaeT TPEOOBAaHUA K MEIUITUHCKOM
OpraHu3aIlvu, B KOTOpPOM M3rOTaBIIMBAETCS n MIPUMEHSIETCS
OMOTEXHOJIOTHYECKUI JIEKapCTBEHHBIN npenapar, npeaHa3HaYeHHBIN
JUIl TIPUMEHEHHUS B COOTBETCTBHUM C WHIWBUAYAJIbHBIM MEIUIIMHCKUM



HAa3HAYEHUEM M CIIEUAIBHO W3TOTOBJIEHHBIM JUII KOHKPETHOrO ITallMEeHTa
HEIOCPEACTBEHHO B MEIMIIMHCKOW OpraHu3alMHi, B KOTOPOM NPHUMEHSAETCS
Takol OHMOTEXHOJIOTMUECKHI JIEKapCTBEHHBIN IpenapaT, MMEKIIHA B CBOEM
COCTaBE€ COEOUHEHHMs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
HCCIICIOBAHUM MATEepHalla, IOJYYEHHOIO0 OT TMAalMUEeHTa, M1 KOTOPOro
U3rOTOBJIIEH  TakOM  OMOTEXHOJIOTMYECKUH  JIEKAPCTBEHHBIM  Ipernapar
(manee - MEIUIIMHCKAsL OpPTraHU3ALIMS).

2. MepumHCcKass opraHu3anus JOJDKHA COOTBETCTBOBATH CIICIYIOIIMM
TpEOOBAHMSIM:

a) HAIMYME y MEIUMUMHCKOW OpraHW3alliy JIMIIEH3UU Ha OCYUIECTBICHUE
MEIUIMHCKON JIeATEeIbHOCTH, BKIIIOYAIOIIEH B ce0d mepeueHb pabot (ycmyr),
COCTABIISIFOIIMX MEIULUHCKYIO JIESITEeIbHOCTh, MPHU BBITOJIHEHUH (OKAa3aHUN)
KOTOPBIX  HW3TOTaBIMBAIOTCS U NPHUMEHSIOTCA  OMOTEXHOJIOTMYECKUE
JIEKapCTBEHHBIE Ipenaparsl, IIpeHa3HAYEeHHbIE I IPUMEHEHUS
B COOTBETCTBUM C  MWHIWBUAYAJIBHBIM  MEIWLIMHCKMM  HA3HAYCHUEM
U CIIEMAJIBHO W3TOTOBJIEHHBIE JUII KOHKPETHOIO MAlMEHTa HETNOCPEICTBEHHO
B MEIMLIMHCKOM OpraHu3alvy, HUMEKIIHE B CBOEM COCTAaBE COEAVWHEHMS,
CUHTE3UPOBAHHBIE IO PE3yJIbTaATaM TEHETHYECKMX HCCIECIOBAHMM MaTepuala,
IIOJIy4EHHOTO  OT  MalWeHTa, Ui KOTOPOTrO  HW3TOTOBJIEH  TakKoM
OMOTEXHOIOTMYECKUI JIEKapCTBEHHBIN Mpenapar;

0) HaMUKMe y MEIUIMHCKOW OpraHu3aluu  OTAeNieHUs  (TajaThl)
WHTEHCUBHOU TE€pAIlNM U pEaHUMallNH;

B) BKJIFOUEHHE MEIMIMHCKON OpraHu3alydyd B IEpeYyeHb MEIULIMHCKUX
OpraHu3aLuu, UMEIOIIMX  MPaBO U3rOTAaBIMBATh u MIPUMEHSTh
OMOTEXHOJIOTHYECKHE JICKapCTBEHHBIC Tpenaparbl, MNpeAHa3HAYCHHBIE s
MPUMEHEHUSI B COOTBETCTBUU C MHAMBUAYAJbHBIM MEAMIIMHCKAM Ha3HAUCHUEM
U CIIEMAJIBHO W3TOTOBJIEHHBIE JUII KOHKPETHOIO MAlMEHTa HETNOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEeXHOJIOTHUECKHI JICKaPCTBEHHBIN TIpemapar, UMEIOIINE B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3yJIbTaTaM I'€HETUYECKUX HCCIEIOBAHUMN
MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOU
OMOTEXHOJIOTHUECKHUH JI€KapCTBEHHBIH MpeTnapaT, yTBEP>KACHHBINA pacTIOpsHKEHUEM
[TpaButennctBa Poccuiickoii @enepanuun ot 13 nexadps 2024 r. Ne 3736-p;

I') OCYILLIECTBICHUE METUIIMHCKON OpraHu3alueil TaKUX BUAOB JIEATEIILHOCTH,
KaK HayyHas (Hay4YyHO-HCCIIEOBATENbCKasA) MAEITEIbHOCTh M JI€ATEIbHOCTh
10 IPOBEACHUIO KJIMHUYECKUX UCCIIENOBAaHUI JIEKAPCTBEHHBIX MPENapaToB.




I[MTPUJIOXXEHUE Ne 3
K [IpaBuiiam oOpamieHus OMOTEXHOIOTMUECKUX
JIEKAPCTBEHHBIX MPENapaToB, NPeIHA3HAYCHHBIX
IUIsl IPUMEHEHHSI B COOTBETCTBUM C MHIMBHyaIbHBIM
MEIULUHCKUM Ha3HAYCHUEM U CHELUAIBHO
M3TOTOBJICHHBIX JUUIsl KOHKPETHOT'O MalMeHTa
HEIOCPEACTBEHHO B MEJULIMHCKON OpraHU3allly,

B KOTOPOM IIPUMEHSIETCSI TAKOW OMOTEXHOIOTHUECKUN
JIEKapCTBEHHBIN IIpernapar, UMEIOIIUX B CBOEM COCTABE
COCIMHEHNs, CHHTE3UPOBAHHBIE 110 Pe3ybTaTaM
T€HETUYECKUX UCCIE0BAaHUN MaTepHaa,
IIOJIyYEHHOI'O OT ITAlIMEHTA, U1 KOTOPOTO U3TOTOBJICH
TaKOi OMOTEXHOIOTUYECKUH JIEKapCTBEHHBIH
npenapar, BKJII4as MOPSAOK UX U3TOTOBJICHUS,
IIPOBEJEHUS SKCIIEPTU3BL, OCYIIECTBIECHUSI KOHTPOJIS
KauecTBa TaKMX OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX
IIpenapaTroB, IPUMEHEHUS, XPaHEHUS,
TPAHCIIOPTUPOBKHU M yTHIIN3ALUHU TAKUX
OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX NIPENapaToB,
a Taxoke TpeOOBaHMS K TAKUM OMOTEXHOJIIOTUYECKUM
JIEKapCTBEHHBIM IIpenapaTraM U MEIULUHCKUM
OpraHu3alMsIM, HX U3rOTaBIMBAOIINM
Y IPUMEHSIOLUM

IHPABHUJ A

NMPOBeAeHUS IKCIEPTU3bI OMOTEXHOJIOTHYECKOTI0 JIEKAPCTBEHHOI0
npenapara, npeIHa3sHa4eHHOro JJisi IPMMEeHEeHUs B COOTBETCTBUHU
¢ HHAMBUAYAJIbHBIM MEAUIMHCKAM HA3HAYEHUEM U CHeHHATBHO
M3rOTOBJIEHHOT0 JJISI KOHKPETHOI0 MAIIMEHTA HeNOCPeICTBEHHO
B MEeIULMHCKOH OPraHU3alUi, B KOTOPOU NMPUMEHSETCH TAKOU
OMOTEeXHOJOTHYeCKHUI JIeKAPCTBEHHBII Npenapar, MMeIlero B CBoemM
COCTaBe COCAUHECHUS, CHHTE3MPOBAHHbIE M0 Pe3yJbTATAM IeHEeTHYECKUX
HCCJIeJOBAHMI MaTepHAJIa, OJYYEHHOI0 OT MAlMEHTAa, 1JId KOTOPOro
HU3TrOTOBJICH TAKOI OMOTEXHOJIOTHYEeCKHUI JIEKAPCTBEHHBI NMpenapar

l. Hactossmme  IlpaBuiia  peryiupyrOT  HPOBEAEHUE  SKCIIEPTU3BI
OMOTEXHOJIOTUUECKOT0  JIGKAPCTBEHHOTO  Mperapara, IpelIHa3Ha4YeHHOTO
JUIST TPUMEHEHUST B COOTBETCTBUU C HMHAMBUAYAJbHBIM MEIUIIUHCKUM
Ha3HAYEHUEM M CHEIUAIbHO HW3TOTOBJIEHHOTO I KOHKPETHOTO IIallMeHTa



HEIOCPEACTBEHHO B MEIMIIMHCKOW OpraHu3alMHi, B KOTOPOM NPHUMEHSAETCS
TaKoW OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIN TMpemnapar, WMEIOIIET0O B CBOEM
COCTABE COCOUHEHUs, CHUHTE3MPOBAHHBIE [0 PE3YJIbTATaM T'€HETUYECKHUX
HCCIIEA0BAHUM MaTEPHUAIIA, IOJIyYEHHOTO OT MALMEHTAa, JJI1 KOTOPOTO U3rOTOBJICH
TaKOM OMOTEXHOJOTUYECKHI JIEKapCTBEHHBIN Ipemnapar (J1ajnee COOTBETCTBEHHO -
VHIMBU 1Y AJIbHBIN OMOTEXHOJOTUUECKUHN JIEKapCTBEHHBIN mpernapar,
JKCIIEPTU3a), B LEJISIX NpeACTaBIeHHs B MMHHHCTEPCTBO 31paBOOXPaHEHUS
Poccwmiickoit ®enmepanmu  3akioueHuss 1m0 QopMme, MPEeILyCMOTPEHHOU
npuinoxkenueM Ne4 k  IlpaBunmam  oOpameHuss OMOTEXHOJOTHYECKUX
JEKapCTBEHHBIX  IIPENaparoB,  NPEAHA3HAYECHHBIX  JUI1  IPUMEHEHUS
B COOTBETCTBUM C  MWHIWBUAYAJIBHBIM  MEIWLIMHCKMM  HA3HAYCHUEM
U CIIEHMAIBHO HM3TOTOBJICHHBIX JUISI KOHKPETHOTO MAlMEHTAa HETNOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIN Mperapar, UMEIOIUX B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3YJIbTaTaM I'€HETUYECKUX MCCIEIOBAHUMN
MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOU
OMOTEXHOJIOTMYECKUN JICKApCTBEHHBIM TMpemapar, BKJIIOYas TMOPSAOK HX
W3TOTOBJICHHSI, TPOBEIACHUS KCIIEPTHU3BI, OCYILECTBIECHUS KOHTPOJS KadecTBa
TaKUX OHMOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX TIPENapaTroB, MNPHUMEHEHHUS,
XpaHEHHsI, TPAHCIOPTUPOBKM W YTWIM3ALUUU TaKUX OUOTEXHOJIOTMYECKUX
JEKapCTBEHHBIX  MpernapaToB, a  Takke  TpeOOBaHMS K  TaKuUM
OMOTEXHOJIOTMYECKAM  JICKAPCTBEHHBIM  MpemapaTaM H  MEAUIMHCKUM
OpraHM3alysAM, HUX W3TOTABIMBAIONIMM W IPUMEHSIOIINM, YTBEP/KICHHBIM
noctanoBienneM [IpaBurensctBa Poccmiickoit ot 24  ¢espans 2025T.
Ne 213 "O OnOTEXHONOTHYECKHUX JICKAPCTBEHHBIX TpenapaTax, MpeaHa3HaueHHBIX
JUIsT TIPUMEHEHHUs B COOTBETCTBUM C WHIWBUAYAJIBHBIM MEIUIUHCKUM
HAa3HAYEHUEM U CIIELUAJIbHO W3TOTOBIECHHBIX [UII KOHKPETHOI'O ITallMEeHTa
HEIOCPEACTBEHHO B MEIMIIMHCKOW OpraHu3alMHi, B KOTOPOM NPHUMEHSAETCS
TaKON OMOTEXHOJOTHYECKUI JIeKapCTBEHHBIN IpemnapaT, WMEIOIUX B CBOEM
COCTaBE€ COEOUHEHHMs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
HCCIICIOBAHUM MATEepHalla, IOJYYEHHOIO0 OT TMAalMUEeHTa, M1 KOTOPOro
U3rOTOBJIIEH  TAaKOM  OMOTEXHOJIOTMUECKHI  JIeKapCTBEHHBbIM  mpenapar”
(manee - PKCIEPTHOE 3AKIIIOUCHUE).

2. DkcnepTuza  TPOBOAMTCA B (pemepalbHOM  TOCYIapCTBEHHOM
OIO/DKETHOM  yUPEXKIIEHWH, HaxoJsmieMcss B BeIeHWH MUHHCTEpCTBA
3npaBooxpaHenus Poccuiickoit denepanuu U 00eCIEUUBAIOIIEM HCIOJHEHUE
MOJHOMOYNKM MMUHHUCTEPCTBA TI0 BBIJAYE pa3pelIeHUd Ha TPOBEICHUE
KIIMHAYECKUX  MCCJIEJOBAaHUM  JIEKAPCTBEHHBIX  MpenaparoB U (WJN)



roCyJapCTBEHHOW perucTpauuu (perucTpauuu) JIEKapCTBEHHBIX IPENapaToB
(manee - SKCIEPTHOE YUpEKACHUE).

3. OkcnepTr3a  IMPOBOAMTCA  DKCHEPTAMU  KOMHCCHUM  JKCIEPTOB
AKCIIEPTHOTO  YUPEXKICHUS, HAa3HAYEHHOW pPYKOBOIUTEIEM JKCIIEPTHOTO
yupexaeHuss (Janee COOTBETCTBEHHO - KOMMCCHSI 3KCIEPTOB, 3KCHEPT),
M OCHOBBIBAE€TCA Ha NPHUHIMIAX 3aKOHHOCTH, COOJIOJIEHHS IpaB M CBOOOJ
YEJI0BEKA U TPAXKIAHMHA, IIPaB IOPUANYECKOTO JIMIA, HE3aBUCHUMOCTH JKCIIEPTAa,
OOBEKTUBHOCTH, BCECTOPOHHOCTH M TOJHOTHI HCCIEIOBAaHUM, MPOBOJUMBIX
C  HCHOJIb30BAaHUEM COBPEMEHHBIX JOCTH)KEHMH HAyKM M  TEXHHKH,
OTBETCTBEHHOCTH 3KCHEPTHOTO YUPEXKIECHUS U €ro 3KCHEPTOB 3a COOJIIOACHUE
HacTosimux [IpaBui 1 3a KauecTBO MPOBEIEHUS SKCIEPTU3BI.

4. DKcriepTU3a 3aBEPIIAETCA COCTABJICHHEM HKCIEPTHOrO 3aKIIOUYCHUS
U TPEJCTAaBICHUEM Ha OyMa)KHOM HoOcUTene MO0 B (opme 3IEKTPOHHOTO
JOKYMEHTA, TIOAMHCAHHOTO C UCMOJIb30BAHUEM YCHIIEHHBIX KBATH(DPHUIIMPOBAHHBIX
ANEKTPOHHBIX TOJNUCEH BCEX UIEHOB KOMHUCCHHU 3KCHEPTOB, 3IKCIIEPTHOTO
3aKIIOYCHUST B MuHUCTEpPCTBO 31paBooxpaHeHus Poccuiickon ®enepanumn
B CPOK, He TipeBbIimaromuit 50 pabouux qHEN co THS 3aKII0UYEHUS MEIUIIMHCKON
OpraHM3alreN, TUIAaHUPYIOIIEH U3rOTaBIMBATh U NPUMEHATh WHIWBUIYaIbHBIN
OMOTEXHOJIOTMYECKUN JIEKApCTBEHHBIA Tpemapar (maigee - MEIUIIMHCKAs
OpraHu3alus), ¢ 3KCHEPTHBIM YUpPEXKJACHHEM JI0roBOopa 00 OKa3aHUM YCIyT
10 IPOBEJECHUIO SKCIIEPTU3BI.

5. JlHeM Hauyana NPOBEAEHUS HKCIEPTU3bl SBISAETCA ACHb, CIEIYHOLIUI
34 JHEM 3aKJIIOYECHMS MEIWIMHCKOW  OpraHu3alued ¢ JKCIEPTHBIM
YUpEKICHUEM JOroBOpa 00 OKa3aHUU YCIYT MO MPOBEIECHUIO 3KCIIEPTHU3HI.

6. DKcriepTh3a TMPOBOJUTCS HAa OCHOBAaHWMH 3ajJaHus MUHHCTEpCTBa
3npaBooxpaHeHus Poccuiickorn @enepaumyn Ha TPOBEAEHUE HDKCHEPTU3HI
C MpUaraéMbIMU K HEMY CIEAYIOIIMMH CBEIECHUAMH U KONUSMU JOKYMEHTOB
(manee - 3aj1anue):

a) 3asBJIEHUE O TMPEJOCTABICHUH pa3pelieHuss Ha NPUMEHEHUe
WHIUBUYAIBHOTO OMOTEXHOJIOTMYECKOT0 JIEKAPCTBEHHOT'O Mpernapara;

0) mpoeKT periiaMeHTa U3TOTOBJICHUS WHIUBUAYJIbHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara;

B) IPOEKT HOPMATHUBHOI'O JOKYMEHTAa MO KadeCTBY HWHAUBUIYAIBHOIO
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO mpenapara, COCTaBJICHHOTO
MEIUIMHCKOW OPTaHU3aMEN B COOTBETCTBUU ¢ PYKOBOJICTBOM IO COCTaBIICHUIO
HOPMATHBHOIO  JOKyMEHTa II0 KayecTBY JIEKapCTBEHHOIO Iperapara,
yTBEpKIAEHHBIM pemenneM Kosuernn EBpasuiickoil 5JKOHOMUYECKONW KOMHUCCUUT



ot 7 centsaops 2018 r. Ne 151 "OO6 yTBepxkaeHnn PykoBoICTBa IO COCTABICHUTO
HOPMATUBHOT'O JOKYMEHTA [0 KaYECTBY JIEKAPCTBEHHOT O Tpenapara'’;

I) IPOGKT  MHCTPYKUMM [0  NPUMEHEHUID  WHAUBUIYAJIBHOIO
OMOTEXHOJIOTMYECKOTO JIEKaPCTBEHHOTO Tpemnapara, COAep)Kallell CBeIeHus,
ykazaHHble B pemeHur CoBera EBpa3uiicKodl SKOHOMUYECKOW KOMHCCUU
ot 3 HosOpsa 2016 T. Ne 88 "OO yTBepkaeHWH TpeOOBaHHA K HHCTPYKIIUU
M0 MEIUIIMHCKOMY TPUMEHEHHIO JIEKQpCTBEHHOTO Tpenapara W oOImen
XapaKTEPUCTHUKE JIEKaPCTBEHHOTrO MpernapaTa AJi MEIUIUHCKOTO MpUMEeHEeHUs "

1) MPOEKT MH()OPMATMOHHOTO JINCTKA MAIIMEHTA;

€) MPOEKThl MAaKETOB MEPBHUYHOM YNAKOBKM W BTOPUYHOM YIAKOBKHU
(Tpu HEOOXOAMMOCTH) HHIANBUIYATLHOTO OMOTEXHOJIOTHUYECKOTO JICKAPCTBEHHOTO
npenapara;

) IOKYMEHTBI,  MOJATBEpPXKAAIONIME  HAIMYWe Yy  MEIULUHCKOU
OpraHu3alliy OTAeJIeHU (I1ajaThl) ”HTEHCUBHOM TEpANMK U pEaHUMAlNH;

3) CBEJIEHUA O pe3ysbTaTax paHee MPOBEACHHBIX HAYYHBIX MCCIIEIOBAHUM
KJIIMHAYECKOTO0  MPUMEHEHUs  UHIAUBUIYAIBHOIO  OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOT'O npenapara, IIPOU3BEIEHHOTO (M3rOTOBJIEHHOTO)
o pa3pabdOTaHHOM TEXHOJIOTMH, W (WJIM) O pe3yibTaTax paHee MPOBEIACHHBIX
HAayYHbIX  HCCIEAOBAHMM  KIMHUYECKOTO  NPUMEHEHUS  aHAJIOTHYHBIX
JIEKapCTBEHHBIX MPENapaToB (MIPU HATUYUHN);

M) OTYET O pe3ysbTaTax MPOBEACHHOrO B cOOoTBeTcTBMM ¢ [IpaBuiiamu
HaJyIeKalen 1adopaTOpHOM MPaKTUKU EBpa3suiicKOro 3KOHOMHYECKOrO CO3a
B cdepe oOpamieHus JIEKapCTBEHHBIX CPENCTB, YTBEP)KIEHHBIMH PEIICHUEM
CoBera EBpasuiickoii s3koHOMUYECKO komMuccuu oT 3 Hosi0ps 2016 r. Ne 81
"O06 yrBepxxenun [IpaBun Hajiexameit nadopaTopHoi npakTuku EBpazuiickoro
PKOHOMHYECKOTO COr03a B cdepe o0OpaimieHnus JEKapCTBEHHBIX CpPEICTB",
JOKJIMHUYECKOTO HCCIEAOBAHUS HHIMBHIYAJIbHOTO OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOI'0 Npernapara, COCTABJIEHHBIA B COOTBETCTBUU C YKa3aHHBIMU
IIpaBunamu.

7. PykoBOOUTENb 3KCHEPTHOIO YUpEXKACHHUS OOECIeurMBaeT HaJJieKallee
MIPOBEICHHUE IKCIEPTU3BI B COOTBETCTBUU C 33JJaHUEM U OPTraHU3YEeT NOATOTOBKY
HKCIIEPTHOTO 3aKJITFOYEHUS. B COCTaB KOMHCCHH AKCIEPTOB
M0 XO0JIaTaliCTBY 3KCIIEpTa Ha OCHOBAHUM PEIICHUS PYKOBOAMTEIS IKCIIEPTHOTO
YUpEXKIEHUS MOTYT OBITh BKJIIOYCHBI B KA4ECTBE OKCIIEPTOB HWHBIC JIHIIA,
B TOM uucie He paboTaromye B 3TOM SKCIEPTHOM YUPEKICHUH, €CIU
UX CIIeIUATbHBIC 3HAHUS HEOOXOAMMBI ISl IPOBECHUS SKCTIEPTU3HI.



8. Ilpu mpoBeneHMH HSKCIEPTU3bl HKCIEPT HE MOXKET HaXOAUThCS
B KaKOW-TMOO 3aBUCUMOCTH OT MEIMWLMHCKOM  OpraHu3aluu, Jula,
HA3HAUMBILETO  JKCIEPTU3Y, WM  JIPyTUX  JUL, 3aUHTEPECOBAHHBIX
B pe3yJbTaTax 3KCIEPTU3BI.

B cnydae ecnm skcmepTy HM3BECTHBI OOCTOSITENBCTBA, MPEMSTCTBYIONINE
€ro TPHUBICYCHUIO K TPOBEACHHUIO JKCIEPTU3BI, OKCIEPT  COOOIIaeT
00 yKa3aHHBIX OOCTOATEIHCTBAX PYKOBOAUTEIIO IKCIIEPTHOTO YUPEIKICHHUS.

9. Ilepen Ha4yajaom IIPOBEICHUS DKCHIEPTU3BI IPOBOAUTCS
OpraHU3allMOHHOE 3acelaHne KOMHCCHM IKCIIEPTOB, MO pe3yjbTaTaM KOTOPOTO
opopmiisieTcss TMPOTOKOJ, TOAMHMCHIBAEMBI BCEMH UIE€HAMH KOMHCCUHU
sKcrepToB. Ha ykazaHHOM 3acelaHuy 3KCHEPTHI:

a) M30MparOT M3 CBOETO COCTaBa TMpEACENaTeNss KOMHCCHU SKCIEPTOB
U €€ OTBETCTBEHHOI'0 CEKpeTaps;

0) onpenensoT MOPSAOK PabOThl KOMHUCCHUU D3KCIEPTOB UM MPUHATHS
€10 PELICHN;

B) ONPEIENSIOT OCHOBHBIE HANpaBJIEHHUS paldOThl SKCIEPTOB, a TaKKe
MOPSJIOK U YCIIOBUSI OPTaHU3aluu paOOThI 3KCIEPTOB;

) yTBEpXAAIOT KaJCHAApHBIA TIIaH paboThl KOMHCCHH 3KCIEPTOB
C YYETOM CpOKa MPOBEACHUS SKCIIEPTU3BI.

10. Ilpeacenaresnb KOMUCCUU 3KCIIEPTOB:

a) MPOBOJIUT 3aCEAaHMsI KOMUCCUHU 3KCIEPTOB U MOAMUCHIBAET MPOTOKOJIBI
TaKUX 3aCeJaHul;

0) KOHTPOJIUPYET BBIMIOJHEHUE JKCMEPTaMU IJIaHa pPabOTHl KOMHUCCUHU
HKCIIEPTOB W NMPUHUMAET PEIICHHsS O BHECEHMH B HETO M3MEHEHHH C y4eTOM
CpOKa MPOBEJEHUS IKCIIEPTU3BL;

B) GopMuUpyeT NpuU HEOOXOJUMOCTH OIKCIEPTHBIE TPYIIBI B COCTaBe
KOMHCCHH 3KCIIEPTOB [0 OCHOBHBIM HaIlPaBJIEHUSAM IKCIIEPTHU3HI;

I') IPEACTaBISET PYKOBOJIUTEIIO 9KCIIEPTHOTO YUpEKICHUS
YTBEP)KJICHHbIE Ha  3acelJaHusX KOMMCCHUM  OSKCIEPTOB  MPELJIOKEHUS
00 M3MEHEHHUH €€ COCTaBa, MOPAIKa PaOOTHl U MPUHATHUS €0 PEIICHHIA.

11. OTBETCTBEHHBIN CEKpETAPh KOMUCCUU DKCIIEPTOB:

a) OpraHu3yeT  NPOBEICHHE  3acelaHhid  KOMHUCCHHU  DKCIIEPTOB
1 opopmIIeT IPOTOKOIBI TAKUX 3ACETAHUNL;

0) MOArOTaBAMBAET JUIsI PACCMOTPEHUS] HA 3aceaHUsAX KOMHUCCHH
AKCIIEPTOB MOCTYNUBLIME MPEUIOKEHUsT 00 M3MEHEHHMHM €€ COCTaBa, IMOpsaKa
paboThl KOMUCCHH SKCTIEPTOB U MPUHSITHS €10 PEIICHU;

B) 0000111aeT MHEHHSI M BBIBOJBI SKCIIEPTOB IO PE3yJIbTaTaM 3KCHEPTU3HI
1 00ecrieurBaeT MOATOTOBKY 3KCTIEPTHOTO 3aKTFOUCHUS.



12. Dkcnept npu NpoOBEIEHNUN SKCIIEPTU3bI 00S3aH:

a) MPOBOJIMTH HCCIIEJOBAaHUE YKa3aHHBIX B MyHKTEe 6 HacTosmmx [IpaBuin
CBEIEHMH M KONUH JIOKYMEHTOB, OCYLIECTBJSATh OILICHKY MpeIiaraéMbIx
METO/ZIOB  KOHTPOJS KauyecTBa HMHAMBUAYAJbHOTO OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOI'O Mperapara, JaBaTh 3aKJIIOUYEHHE MO MTOCTaBICHHBIM NI€pe] HUM
BOIpOCAaM  C  COOTBETCTBYIOIIMM  OOOCHOBaHHMEM  WJIH  3aKJIFOUYEHHE
0 HEBO3MOXXHOCTU NMPOBEJAECHUS UM 3KCIEPTHU3BI, €CJIN MMOCTAaBIEHHBIE BOIPOCHI
BBIXOJAT 3a TpeAenbl CIeNUadbHBIX 3HAHUM OdKcmepra JubO0  eciu
MPE/ACTABICHHbBIE  CBEJEHUS W KONUMU  JOKYMEHTOB  HENPUTOJIHbI
WM HEAOCTATOYHBI JJIsl IPOBEICHHS UCCIIEI0BAHUNA U MOJATOTOBKH IKCIIEPTHOTO
3AKJTFOYECHHUS;

0) oObecrieunTh HAJJEXKalllee XpaHEHUE NPEACTABICHHBIX CBEICHUMI
Y KOIIMM TOKYMEHTOB, KOTOPBIE YKa3aHbl B MyHKTE 6 HacTosmux IIpaBuir;

B) COOOIINTH PYKOBOJIUTEIIO 3KCIIEPTHOTO YUpEKICHUS
00 00CTOATENbCTBAX, MPEMATCTBYIOMIMX €ro MPUBICYCHUIO K TPOBEICHHUIO
AKCIIEPTU3HI JINOO HE MO3BOJIAIOIMINX 00ECTIeYUTh COOMIOCHHUE €€ MPUHIUIOB,
yYKa3aHHBIX B ITyHKTE 3 Hactosmumx [IpaBuin.

13. Dkcnept He Bpase:

a) MPOBOJIMTH JKCIEPTU3Y NpHU OOpaIIEHUH HEMOCPEACTBEHHO K HEMY
IOPUIUYECKUX WA (PU3UUECKUX JINLL;

0) caMOCTOSITENIbHO COOMpATh MaTEpPHAIIbI JJI IPOBEACHUS SKCIIEPTURHI;

B) IPOBOJIUTh  KOHCYJbTalUM B 00JacTH  MPOQeCcCHOHATHHOU
JESTENbHOCTH BHE 3a1aHMUS;

) pa3riamarbk CBEAEHUS, KOTOpbIE CTaJld €My H3BECTHBI B CBS3H
C TPOBEIECHHMEM  DOKCIEPTU3Bl, A TaKXKe CBEICHHUSA, COCTABIAIOIINE
roCyJapCTBEHHYI0, KOMMEPUYECKYIO HJIM HHYIO OXPAHSAEMYIO 3aKOHOM TailHYy.

14. IIpn mpoBeAeHUM SKCIEPTHU3BI IKCIEPT HE BIIPABE CAMOCTOSITENBHO
UCTpeOOBaTh y MEIULMHCKOW OpraHU3allMM CBEJIEHUS U KOMHUHM JOKYMEHTOB,
KOTOpBIE yKa3aHbl B MMyHKTe 6 Hactosamux [IpaBui. B ciywae HemocratouHocTn
CBEJIEHUH U (WJIM) KOMUI JOKYMEHTOB, KOTOpPBIE IIPEICTABIEHBI B COOTBETCTBUH
C MyHKTOM 6 HacTtosmux [IpaBwi [uisi MOATOTOBKHM 3KCHEPTHOTO 3aKIHOYEHUS,
JKCIIEPTHOE YUYPEXKJECHHWE HaAMpaBisieT Ha OyMaXHOM HOCUTENE WU
B JIMYHBIN KaOWMHET MEIUIIMHCKOW OpraHu3allii B €IMHOW TOCYIapCTBEHHOU
uHPOPMAIlMOHHONW  cuUcTeMe B cdepe  3apaBOOXpaHEHHs]  3ampoc
O MIpe/ICTaBJICHIUH HEOOXOIMMBIX CBEIACHHUM U (MJIN) KOTIHI JOKYMEHTOB.

MenunuHcKast opranu3aiys 00s;3aHa HalpaBUTh HA OyMa)kKHOM HOCHUTEIE
WIM B DJIEKTPOHHOM BHJI€ B JUYHBI KaOWHET SKCIEPTHOTO YUPEXKICHUS
B CIMHON ToCyAapCTBEHHOW WHPOPMAIMOHHON cucremMe B  cdepe



3/IpaBOOXpaHEHUs MOANMUCAHHBIN C UCITI0JIb30BaHUEM YCUJIEHHOU
KBIM(UIIMPOBAHHON AJIEKTPOHHOW TOANUCH OTBET Ha 3ampoc B CPOK,
He mnpeBblaomuii 90 pabounx AHENM CO JHA TOJYYEHHUS HKCIIEPTHBIM
YUPEKICHUEM YBEIOMIICHHS O TIOJYYEHHH MEIUIMHCKON OpraHu3anuen
3ampoca.

[Ipu ncuncnenun cpoka NpoBEIECHUS SKCIEPTU3bl, YKA3aHHOTO B MYHKTE 4
HacTosimmx IIpaBui, HE yUYUTHIBAETCS BPEMs CO JHS HANpPaBIEHUS HKCIIEPTHBIM
YUPEKICHUEM MEOUIMHCKOM OpraHu3aluy 3amnpoca O IPEICTABICHUU
HEOOXOJAMMBIX CBEIACHUM M (WJIM) JOKYMEHTOB JIO0 JTHS MOJYYEHUS IKCIIEPTHBIM
YUpEXICHUEM OTBETA HA YKAa3aHHBIN 3a1poc.

15.B cnydae HempenctaBieHus 1o wuctedeHuu 90 paboumx gHEH
MEINIMHCKOW OpraHu3alMed OTBETa Ha 3amnpoc, YyKAa3aHHBIM B NyHKTe 14
HACTOSIIINX [IpaBun, AKCIIEPTHOE YUPEKICHHE paccMaTpuBaeT
U TOJATOTaBIMBAECT OKCIEPTHOE 3AKIIOUYCHHE HA OCHOBAHWU HWMEIONIUXCS
B PaCHOPSKEHUHN SKCIIEPTHOTO YUPEXKICHHS CBEACHUM M KO IOKYMEHTOB.

16. Kaxxnplii  3KCIIEpT HE3aBUCHMO M CaMOCTOATENIBHO  IPOBOAUT
UCCJIEI0BAHMS, OLICHMBAET PE3YJbTAThl, MOJYYEHHBIE MM JUYHO U APYTUMH
AKCIIepTaMu, U (POPMYIHPYET BBHIBOABI OTHOCUTEIHHO TOCTABICHHBIX BOIIPOCOB
B TIpeJeax CBOUX CICHUAIbHBIX 3HaHWHA. BBIBOIBI SKcmepTa JOMKHBI OBITH
OJTHO3HAYHBIMH, MOHATHBIMU U HAYYHO 00OCHOBAHHBIMH.

DKCIepT, MHEHHE KOTOPOrO0 HE COBHAAAECT C PEUICHUEM KOMHCCHH
AKCIIEPTOB, BIPAaBE BHIPA3UTh CBOE MHEHHUE, MOJAINUCAHHOE C HMCIOJIb30BAHUEM
YCWICHHOW  KBAIM(DPUIMPOBAHHOM  3JEKTPOHHOM  TOANHCH,  KOTOpPOE
nprOOIIaeTCs K 3KCHEPTHOMY 3aKJIIOUYEHHIO, COCTaBICHHOMY Ha OyMa)KHOM
HocuTene Jubo B (opMe BIEKTPOHHOrO JOKYMEHTa, MOJIMHUCAHHOTO
C MCIOJB30BaHNWEM YCHJICHHBIX KBATH()HUIIMPOBAHHBIX AJIEKTPOHHBIX MOMUCEH
BCEX WICHOB KOMHUCCHH 3KCIIEPTOB, MJIK Ha OyMakHOM HocHTeNe (TIOAMUCAaHHOE
COOCTBEHHOPYYHO).

17. B neHp cOCTaBJIEHHWS W IMOANMCAHMS B COOTBETCTBHUU C IIYHKTOM 16
HacTosimmXx [IpaBuil SKCHEPTHOTrO 3aKIIOYEHHUs SKCIEPTHOE YUPEKICHUE
HaIpaBIsIeT HA OyMa)KHOM HOCHTENE TUO0 B opMe dIEKTPOHHOTO JTOKYMEHTA,
MNOANMMCAHHOTO €  HMCHOJIb30BAaHUEM  YCHUJIEHHBIX  KBAJIM(DHUIIMPOBAHHBIX
AJNIEKTPOHHBIX MOJANKMCEN BCEX UYJIEHOB KOMHMCCHM 3KCIEPTOB, B MUHUCTEPCTBO
3apaBooxpaHeHus  Poccuiickoii ~ Dexepanum  SKCHEPTHOE  3aKIIOUYCHUE,
a TAK)K€ COTTIaCOBaHHBIE:

a) MPOEKT periiaMeHTa U3TOTOBJICHHUS WHIUBUyaIbHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO Mpemnapara;



0) MPOEKT HOPMATUBHOIO JOKYMEHTA IO KadyeCTBY HHJIWBHUIYaJbHOTO
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO mpenapara, COCTaBJICHHOTO
B COOTBETCTBUHM C PyKOBOACTBOM IO COCTaBJICHHI0O HOPMAaTHUBHOIO JOKYMEHTA
10 Ka4EeCTBY JIEKAPCTBEHHOI'O IIpenapara, yTBEpKIACHHBIM pemeHnem Koierum
EBpazuniickoil 3KOHOMHYECKOM KoMuccun OT 7 ceHTsaops 2018 r. Ne 151
"OO6 yTBepkmeHHH PyKoBOACTBa MO COCTABJICHHIO HOPMATHUBHOTO JTOKYMCHTA
10 Ka4ECTBY JICKAPCTBEHHOI O Tipemnapara’’;

B) IPOEKT MH(POPMALIMOHHOTO JINCTKA MaI[UEHTA;

I) IPOGKT  MHCTPYKUMM [0  NPUMEHEHUID  WHAUBUIYAJIBHOIO
OMOTEXHOJIOTMYECKOTO JIEKaPCTBEHHOTO Tpemnapara, COAep)Kallell CBeIeHus,
ykazaHHble B pemeHur CoBera EBpa3uiicKodl SKOHOMUYECKOW KOMHCCUU
ot 3 HosOpsa 2016 T. Ne 88 "OO yTBepkaeHWH TpeOOBaHHA K HHCTPYKIIUU
M0 MEIUIIMHCKOMY TPUMEHEHHIO JIEKQpCTBEHHOTO Tpenapara W oOImen
XapaKTEPUCTHUKE JEKAPCTBEHHOTO NPEIapara sl MEIUIMHCKOTO IPUMEHEHHUS "

1) MPOEKThl MAaKETOB IIEPBUYHON YMAKOBKM M BTOPUYHOM YIAKOBKH
(mpu HEO0OXOIUMOCTH) WHIUBUIYAJIBHOTO OMOTEXHOJOTUYECKOTO
JIEKapCTBEHHOI'O IPEINapara, KOTOPhIE pacCMaTPUBAINCh KOMUCCHEN DKCIIEPTOB
IIPY COCTABIICHUM 3KCIIEPTHOTO 3aKJIFOYECHUS.




I[MTPUJIOXXEHUE Ne 4

k [IpaBunam obpamienns 6MOTEXHOIOTHIECKUX
JIEKapCTBEHHBIX MpenapaToB, MpeaHa3HauYE€HHbIX
JUIsl IPUMEHEHHSI B COOTBETCTBUM C UHMBU]IyaIbHBIM
MEIUIMHCKUM Ha3HAYCHUEM U CHEeIHAIbHO
U3TOTOBJICHHBIX JUIs1 KOHKPETHOTO Mal[MeHTa
HEINOCPEJICTBEHHO B MEIMIINHCKOW OpraHu3alu,

B KOTOPOW IPUMEHSETCS TaKOi OMOTEXHOJIOTHYECKUI
JIEKapCTBEHHBIN Ipenapar, UMEIOIINX B CBOEM COCTaBE
COEJIMHEHHUsI, CHHTE3UPOBAHHBIE 110 pe3yJIbTaTaM
IFeHETUYECKUX UCCIIEJOBaHUI MaTepHaa,
HOJIy4YEHHOT'0 OT MAalMEHTA, 151 KOTOPOTrO U3rOTOBJICH
TaKO OMOTEXHOJIOTUYECKUH JIEKapCTBEHHBIH
npenapar, BKJIIO4asi OPSAJOK UX U3TOTOBJIEHUS,
IPOBENECHUSI SKCIIEPTU3BI, OCYILIECTBIECHUS KOHTPOJIA
KaueCcTBa TAKMX OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX
npenapaTroB, IPUMEHEHUS, XPaHEHUS,
TPAHCHIOPTUPOBKHU U yTUIIU3AINHI TAKUX
OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX NIPENapaToB,
a Taxoke TpeOOBaHUS K TAKUM OHOTEXHOJIOTUUECKUM
JIEKapCTBEHHBIM IIpenapaTtaM U MEIULINHCKUM
OpraHu3alysIM, HX U3TOTaBIMBAOIINM
Y IPUMEHSIOIUM

(dbopma)

HAUMEHOBAHUE OPI'AHU3AIINH,
BbIJIABIIEN 3AKJIFOYEHUE

YTBEPXJIAIO

(pamuust, uMs1, oTYECTBO (IIPU HATUYNH)
PYKOBOAMTEIS, HOAIUCH, I€YaTh YUPEKICHN)

" " 20 T.

SAKJIOYEHMUWE

KOMHCCHH YKCNEPTOB (eepajbHOT0 rocyAapCcTBEHHOT0
OI0IZKETHOTO YUPEeKAeHHUS M0 MPOBEAeHUI0 IKCIEPTUH3BI

OMOTEXHOJOTrHYEeCKOro JICKAPCTBCHHOI'O IIpernmapara, COCTaBJICHHOC
110 pe3yJabTaTaM IKCIICPTHU3DbI OMOTEXHOJIOTHYECKOI0 JECKAPCTBCHHOI'0
npemnapara, npeAHasHA4YCHHOT'0 AJIA IPUMCHCHHUA B COOTBETCTBUHA
C HHAUBUAYAJBbHBIM MECAUIIMHCKUM HASHAYCHUEM U CIICHHAIBHO



HU3rOTOBJICHHOT O JJISI KOHKPETHOI'0 MAIMEeHTAa HeNOCPeICTBEHHO
B MeIAMUMHCKONA OPraHu3auu, B KOTOPOil MPpUMeHsIeTCs TAKOM
OMOTEXHOJIOTHYECKHUH JIEKAPCTBEHHbIN Npenapar, MMEKIIero B CBoeM
cOCTaBe COCAUHECHUSN, CHHTe3MPOBAHHbIE 110 Pe3yJIbTATAM IeHEeTHYECKUX
HCCJIeJ0BAHMI MaTepUaJia, MOJYYEHHOI0 OT NALMEHTA, 1JIsl KOTOPOro
HU3TrOTOBJIEH TAKOW OMOTEXHOJOTNYeCKU JIeKAPCTBEHHBbIH Mpenapar,

0 BO3MOKHOCTH MJIM HEBO3MOKHOCTH NPUMEHEHHSI O0HOTEXHOJIOTMIECKOT0
JIEKapPCTBEHHOI0 Ipenapara

1. O61re noJ0KeHus:

l.1.somep w pmara 3amaHusgs MHUHHCTEPCTBA  3PaBOOXPAHEHMS
Poccuiickoii ®denepanuu, NpeaycCMOTPEHHOIO MYHKTOM 6 mpuiioxeHus Ne 3
Kk [IpaBunam oOpamieHuss OHOTEXHOJIOTUYECKUX JIEKAPCTBEHHBIX MpenapaTos,
MpPEeIHA3HAYEHHBIX JUIsI NPUMEHEHUS B COOTBETCTBUUM C WHIWBHUAYaJbHBIM
MEIULMHCKUM HA3HAYEHHEM M CIELUAJIbHO W3TOTOBJIEHHBIX IUISi KOHKPETHOTO
[MallMEHTa HENOCPEACTBEHHO B MEAULMHCKOM OpraHu3alud, B KOTOPOH
MPUMEHSIETCS  TakoW  OMOTEXHOJOTUYECKUM  JIEKapCTBEHHBINM  mpemnapar,
MMEIOIIMX B CBOEM COCTaBE COCAMHEHUS, CUHTE3UPOBAHHBIE IO pe3yJibTaTaM
FEHETUYECKUX MWCCIENOBAHUM Marepuana, IOJYYEHHOrO0 OT IIalMeHTa,
IJIE  KOTOPOTO M3TOTOBJIIEH TaKOoW OHMOTEXHOJOTUYECKUH JI€KapCTBEHHBIN
Ipernapar, BKJIKOYas MOPANOK HX HW3TOTOBJIEHHUs, IPOBEICHUS DKCIEPTU3HI,
OCYILIECTBJICHUS  KOHTPOJII  KadecTBa  TAaKHUX OMOTEXHOJOTHYECKUX
JEKapCTBEHHBIX IMPENapaToB, IPUMEHEHUS, XPAHEHHs, TPAHCIOPTUPOBKU
U yTWIM3allMM TaKuX OMOTEXHOJIOTMYECKUX JIEKapCTBEHHBIX IpenapaTos,
a TaKXke TpeOOBaHUS K TAKUM OMOTEXHOJOTMYECKUM JIEKAPCTBEHHBIM Iperaparam
U MEIWLIUHCKUM OpraHu3alusM, HMX H3TOTaBIMBAIOIIMM U IMPUMEHSIONIUM,
YTBEPKAECHHBbIM nocTaHoBiIeHUEeM lIpaBurtenscrBa Poccuiickonn ®enepanuu
or 24 depams 2025 1. Ne 213 "O OHOTEXHOJOTHUYECKHUX JIEKAPCTBEHHBIX
mpernaparax, M[pPEeIHA3HAYEHHBIX Ui IPUMEHEHUS B  COOTBETCTBUU C
WHIUBUAIYaJIbHBIM MEIWIMHCKUM Ha3HAYEHHEM U CIELHUAIBHO M3TOTOBJICHHBIX
JUIsl KOHKPETHOTO MallMeHTa HEMOCPEACTBEHHO B MEAULIMHCKON OpraHu3anuu, B
KOTOPOM MPUMEHSETCS TaKOW OMOTEXHOJIOTMYECKUH JIEKapCTBEHHBIN Mpernapar,
MMEIOIIUX B CBOEM COCTaBe COCIUHEHNS, CHUHTE3UPOBAaHHbIE
[0 pe3yibTaTaM TIE€HETUYECKUX MCCIENOBAaHUM MaTrepuana, IO0Iy4YeHHOTO
OT TAalUeHTa, Ui KOTOPOrO M3rOTOBJIEH TaKOW OHOTEXHOJOTHMYECKHUI
JeKapCTBEHHBIN npenapart" (manee - [TpaBuna oOpaiiienus):

>




1.2. nata mocTyruieHMs 3aJaHusA, yKa3aHHOro B nmoamyHkre 1.1
HAaCTOAILETO  3aKJIIOYEHUs, B  OKCHEPTHOE  YUYPEXKACHUE,  YKa3aHHOE
B IYHKTE 2 npuinoxeHus Ne 3 K [IpaBritam oOparnieHus,
Y BXOJISIINN PETUCTPALIMOHHBIA HOMED: ;

1.3. Homep u garta JOTOBOpA, YKa3aHHOTO B IMyHKTE 4 npuiioxkeHus Ne 3
k [lpaBunam oOpalmeHus, 3aKJIIOUYEHHOTO C MEIMIIMHCKOW OpraHu3aiuei,
IUIAHUPYIOIIEH ~ M3rOTaBIMBAaTh M NPUMEHATh  OMOTEXHOJOTMYECKHUI

JIEKapCTBEHHBIN IIperapar, MpeaHa3HaueHHbIN 111 IPUMEHEHHS B COOTBETCTBUU
C  MWHIWBUAYAJIBHBIM  MEAULIMHCKMM  HA3HAYEHHEM W CIECHHUAIBHO
M3TOTOBJICHHBIN JUII KOHKPETHOTO MAalMEHTa HEMOCPEACTBEHHO B MEAULIMHCKON
OpraHu3alid, B KOTOPOM TPUMEHSIETCS TakOW OMOTEXHOJOTHYECKUI
JEKapCTBEHHBI IIpernapar, HMEIMHUA B CBOEM COCTaBE COCIMHEHUS,
CUHTE3UPOBAHHBIE IO PE3yJIbTaATaM TEHETHYECKMX HCCIECIOBAHMM MaTepuala,
IIOJIy4EHHOTO  OT  MalWeHTa, Ui KOTOPOTrO  HW3TOTOBJIEH  TakKoM
OMOTEXHOJIOTMYECKUN JIGKAPCTBEHHBI TpemapaT (Janee - WHAWBHIYATbHBIN
OMOTEXHOJIOTMYECKUN  JICKAPCTBEHHBIN Tpemapar), 00 OKa3aHWH YCIYyT
M0 TPOBEACHUIO AKCHEPTU3bl  MHIAUBUIYAIBHOIO  OHOTEXHOJOTHYECKOIO
JIEKapCTBEHHOIO Mpenapara B coOoTBeTCTBUM ¢ [IpaBuiiaMu oOpaieHus (nanee -
MEIUIMHCKAs] OpraHu3alus): ;

1.4. HauMeHOBaHUE " MECTOHAXO0KIECHUE MEIUIITHCKOUN
OpraHu3alvu: ;
1.5. HauMeHOBaHUE VH]INBUTyaJIbHOTO OMOTEXHOJIOTHYECKOTO

JIEKapCTBEHHOTI'O MIpenapara: ;
1.6. ToproBo€ HAMMEHOBAHWE WHIWBUAYAIBHOTO OHMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOIO Mpemnapara (Mpyu HATMYUHN): ;
1.7. Ha3HAUEHWE UHIMBUIYATBHOTO OMOTEXHOJOTHYECKOTO JIEKAPCTBEHHOTO

npemnapara (mpodunakTuka, JIMarHOCTHKA, JIeYeHue 3a00eBaHUM
WIH COCTOSIHUM, COXpaHEHHUe OEepEeMEeHHOCTH, MEUITMHCKAs
peadmuTaInms): ;

1.8. mokazaHus K MIPUMEHEHHUIO WHIUBHIYaJTbHOIO OMOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOI'O IIpernapara: ;
1.9. kayecTBEHHBIM M KOJIMYECTBEHHBIM COCTaBbl HWHJMBUIYAJIBHOTO
OMOTEXHOJOTHYECKOTO JIEKAPCTBEHHOI'O Mperapara: ;
1.10. cBenenus 0 CTEPUIBHOCTH VHAUBUYAIBHOTO

OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO TMpernapaTa U HaTMIuu UHGEKITHOHHBIX
areHTOB B MHJWBUIyaJIbHOM OMOTEXHOJIOTHYECKOM JIEKAPCTBEHHOM Ipernapare:
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1.11. cBenenus 0 MEIULIMHCKOM W3/EIINH, HCTIOJIb3YEMOM
ULl TIPOBEACHUS TEHETUYECKHX UCCIEIOBAHUM Marepuana, IOJIYyYEeHHOTO
OT TMalMEeHTAa TPU H3TOTOBJICHUH WHJIWBHUAYAJIbHOTO OHOTEXHOJOTHYECKOTO
JIEKapCTBEHHOI'O Ipenapara (aajiee - MEIUIMHCKOE U3AENINE JUIsl T€HETUYECKHUX
HCCIICTOBAHUM ): ;
1.12. cBenenust 00 3KcrepTax, BKIOYEHHBIX B COCTaB KOMUCCHUU IKCIEPTOB

(bamunusi, uMsi, OTYECTBO (IIPU HAJIWUYUU), CHEHUATBHOCTh, YU€Hasl CTEICHb
(3BaHMe) (IpW HaIWYWM), YKa3aHHOM B TnyHKTe 3 mnpuioxeHus Ne3
k IlpaBumam oOpamenus, crTax paOOTBl, MECTO padOThI, IOJKHOCTH):
)

1.13. 00 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH CBEACHUMN, H3ITOKEHHBIX

B HACTOSILEM 3aKIFOYEHUH, IPEAYTPEKACHBI:

npeaccaarciib KOMHUCCHUHU SKCIICPTOB:

(mOMKHOCTD) (amuust, ©MsI, 0OTYECTBO (moanuce)
(Tipu HaTHYUH)

OTBETCTBCHHBIN CCKpETapb KOMHUCCHUH SKCIICPTOB!

(ToIKHOCTD) (pamuust, MM, OTYECTBO (monmch)
(pm HATTIIUH)

AKCHEPTHI (110 KOJTUYECTBY IKCIEPTOB):

(MOIKHOCTD) (bamunust, UM, OTIECTBO (moamucek)
(pu HATMYUN)

2. CopeprxkaHue IPeACTaBICHHBIX Ha SKCIEPTU3Y IOKYMEHTOB:

(M3mararoTCcs OCHOBHBIE MOJIOKEHUS MPEACTABICHHBIX TOKYMEHTORB)

3. [lepeuenn wuccienoBaHuii, 00bEM MPOBEACHHBIX KAXKIBIM IKCIEPTOM
WCCJICIOBAHMM, YCTAHOBJIICHHBIC KaXKIBIM OJKCIEPTOM (aKThl M CJICIIaHHbBIE
B PE3YJIbTATE UCCIICOBAHUMN BHIBOJIBI:

3.1. skcnepTu3a apaMeTpoB KauecTBa WH]IMBUAYJIbHOTO
OMOTEXHOJIOTMYECKOT0 JIEKAPCTBEHHOT'O TIpemapara, B TOM YHCIE€ METOOB
KOHTPOJISI Ka4eCTBA WHIUBUIyAIBHOTO OMOTEXHOJIOTHUYECKOTO JIEKAPCTBEHHOTO
npenapara: ;

3.1.1. onleHKa MPEACTABICHHBIX MEIUIIMHCKON OpraHu3alueil JaHHBIX

0 TPOUCXOXKJCHUU WHIUBUIYAITBHOTO OMOTEXHOJOTUYECKOTO JIEKAPCTBEHHOTO
npenapara: ;




3.1.2. oueHKa MpPEACTaBICHHBIX MEIWIMHCKOW OPTraHU3alMed JaHHBIX
0 CTaOWJIBHOCTH HHJIMBHUAYAJIbHOTO OHOTEXHOJOTHMYECKOr0 JIEKAPCTBEHHOTO
npenapara: ;
3.1.3. ouenka LIEJIEBOTO IpeaHa3HAYCHUS WHJMBUAYJIBHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO Tpemnapara: ;
3.1.4. oueHka omnMcaHus TEXHOJOTHYECKOTO MpoLecca HW3rOTOBICHUS
WHIUBUYJIBHOIO OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOT 0 Ipenapara: ;
3.1.5. orieHka BBIOOpa MEIWUIIMHCKOW OpraHMU3aIliell BCIIOMOTATEIhHBIX
BEILECTB, HCIIOJIb3yEMBIX pu M3TOTOBJICHUH WHIUBUYaIbHOTO

OMOTEXHOJIOTHYECKOTO  JICKAPCTBEHHOTO  Tperapara, W  NPEII0KCHHBIX
MEJIUIIMHCKOW OpraHu3alveil METOAOB MJii KOHTPOJS 3a BCIOMOTATEIbHBIMU
BEILECTBAMU: ;

3.1.6. ouleHka BBIOOpA MEAUIIMHCKON OpraHu3alueid JIeKapCTBEHHBIX
MpernapaToB ISl MEAUIIMHCKOTO TTPUMEHEHUs, (hapMaIeBTUUECKUX CyOCTaHITHI

(BKJIFOYEHHBIX B TOCYJITAPCTBEHHBIN peeCTp JIEKaPCTBEHHBIX CPEACTB), BXOISIIUX
B COCTAaB WHJUBUAYAJTHLHOTO OMOTEXHOJIOTHYECKOTO JICKAPCTBEHHOTO TMperapara
(Ipy HaTU4KH): ;

3.1.7. omeHKa MEIUITMHCKOTO MU3CSIIHS JUISI TEHETUYSCKUX HMCCIEIOBAHUMN:
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3.1.8. olleHKa TIPEUIOKEHHBIX MEIUIMHCKOM OpraHu3alluel METO/I0B
KOHTPOJISI Ka4eCTBA WHIUBUIYATHBHOTO OMOTEXHOJOTHUYECKOTO JICKAPCTBEHHOTO

Ipernapara 1 UxX BOCIPOU3BOJAUMOCTH: ;
3.1.9. onieHKa NMpeACTABICHHBIX MEAUIIMHCKON OpraHu3alieil MaTepuagoB
10 BaJUJALMHA aHATUTUYECKUX METOAO0B KOHTPOJIA Ka4eCTBA MHINBUAYAIBHOTO

OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO Mpenapara: ;
3.1.10. orteHKa AaHHBIX 0 YCTAHOBJIEHHUIO MEIULIMHCKOM OpraHU3aluei
CPOKOB TOJHOCTH HWHAMBHUIYAJIbHOTO OHMOTEXHOJOTHYECKOTO JIEKApCTBEHHOTO

npemnapara: :
3.1.11. ozenka 000CHOBaHUA MeEIUIIMHCKOUN opraHu3aluen
yCTaHaBJIMBAEMBIX YCIOBUH XpaHEeHUs HWHJIUBUAY TBHOTO

OMOTEXHOJIOTMYECKOT0 JIEKAPCTBEHHOTO MIpernapara: ;

3.1.12. oueHKa MaKEeTOB MEPBUYHON YIAKOBKM M BTOPHYHOW YITAKOBKH
(npu HE00XO0/IMMOCTH) WHJMBUAYAJIBHOTO OMOTEXHOJIOTUYECKOTO
JIEKapCTBEHHOIO Mpenapara: ;

3.2.3KkcnepTU3a JIOKYMEHTOB JUId  MPEAOCTaBICHUS  pa3peuieHus
Ha TPUMEHEHHE WHJIUBUIYAIHHOTO OMOTEXHOJIOTUYECKOTO JIEKaPCTBEHHOTO
npenapara: )




3.2.1. oueHKa COOTBETCTBUSI HA3HAYECHUS MEIUIMHCKOTO  W3ACHUs
JUIST TEHETHYEeCKUX UCCIAEJOBAHUM PEIICHUIO 3aJjadyd 10  BBISIBICHUIO
F€HETUYECKUX JIETEPMUHAHT, 3HAUYUMBIX JJIsl IW3aiiHa COEIMHEHMI, BXOAIINX
B COCTaB MHJIMBUAYAJTILHOTO OMOTEXHOJOTHUECKOTO JIEKAPCTBEHHOTO Mpenapara,
CUHTE3UPOBAHHBIX IO pe3yjbTaTaM TI'€HETUYECKUX HCCIIECIOBAHUI MaTepuaa,
MOJIYYEHHOT'O0 OT MAIlMeHTa, JJII KOTOPOTrO M3rOTaBIMBACTCS WHAWBUYaTbHbBIN
OMOTEXHOJIOTHYECKU JIeKapCTBEHHBIH Mpenapar: ;

3.2.2. OleHKa ajNropuTMa JAu3aliHa COEIWHEHUW, BXOJAIIMX B COCTaB
WHJIUBUAYAILHOTO  OMOTEXHOJIOTMYECKOTO0  JIEKAPCTBEHHOTO  Mpemnapara,

CUHTE3UPOBAHHBIX IO pe3yjbTaTaM TI'€HETUYECKUX HCCIIECIOBAHUI MaTepuaa,
MOJIYYEHHOT'O0 OT MAIlMeHTa, JJII KOTOPOTrO M3rOTaBIMBACTCS WHAWBUYaTbHbBIN
OMOTEXHOJIOTHYCCKUI JIeKapCTBEHHBIN npenapar, o0ecrieunBarOIUX
3¢ ()EKTUBHOCT,  YKA3aHHOTO JICKAPCTBEHHOTO TIpemapara, W crocoda
peanu3aluy yKa3aHHOTO aJlrOpUTMa: ;

3.2.3. OlIeHKa COOTBETCTBUSI HWHIWBUAYAIBHOTO OHUOTEXHOJOTHYECKOTO
JEKapCTBEHHOIO  Ipenapara  TpeOOBaHUIO MO  €ro  W3TOTOBJICHUIO
HETMOCPEJICTBEHHO B  MEAWIIMHCKOW OpraHuW3aliid, B KOTOpPOM  OyneT

OPUMEHATHCS ~ MHAWBHUIYATbHBIA ~ OMOTEXHOJIOTMYECKUNH  JIEKapCTBEHHBIN
npenapar, ¢ yKa3aHueM MepeyHs MHbIX OpraHU3aluid, MPUHUMAIOIINX YyYacTHe
B H3TOTOBJIEHUH HWHAMBUAYAJIBHOTO OMOTEXHOJOIMYECKOrO JIEKApCTBEHHOTO
npenapara B COOTBETCTBUU C PETJIAMEHTOM M3TOTOBJIEHHUS HWHIWBHUIYaJbHOTO
OMOTEXHOJIOIMYECKOT0 JIEKApCTBEHHOTO Nperapara: ;

3.2.4. olleHKa COOTBETCTBUSA WHAMBUAYAJbHOTO OMOTEXHOJIOTMYECKOTO
JEKapCTBEHHOIO Ipenapara TpeOOBAaHUIO [0 HAJMYHUIO B €ro0 COCTaBe
COEIMHEHUI, CHHTE3UPOBAHHBIX MO PE3yJIbTaTaM I'eHETUYECKUX HCCIEAOBaAHUI

Marepuala, MOJY4YEHHOIO OT TMalHueHTa, [Js KOTOPOro H3roTaBIUBACTCS
WHIUBUAYAJIbHBIA OMOTEXHOJIOTHYECKUH JICKapCTBEHHBIN npenapar: ;
3.2.5. olleHKa Hay4yHON OOOCHOBAHHOCTH MPOTPAMMBI JTOKJIMHUYECKHX
UCCIIEIOBAHUM, OTYET O pe3ylibTaTaX TMPOBEICHHOTO JOKIMHHUYECKOTO
UCCIIEIOBAHUSl UHAMBUIYAIBHOTO OMOTEXHOJIOTUYECKOTO JIEKAPCTBEHHOTO
npenapara: ;
3.2.6. ouleHKa BBIOOpAa JKCIEPUMEHTATBLHOM MOJEIU UCCISIOBAHUS
1 (WJIN) TECT-CUCTEM: ;
3.2.7. oueHka 00ObEeMa BBIMIOJIHEHHBIX JIOKIMHUYECKUX HUCCIEIOBAHUI

WHJIUBUAYAJIBHOTO OMOTEXHOJOTUUECKOTO JIEKAPCTBEHHOTO Mperapara: ;

3.2.8. o1lcHKa WHTEPIPETAUNA PA3padOTINKOM TOTYICHHBIX PE3yJIbTaTOB
JOKJIMHUYECKUX HCCIIEOBAaHUN WHIUMBHUAYabHOTO OHWOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTI'O MIpenapara: ;




3.2.9. oleHKa METOJIOB  CTaTHUCTHYECKOM 0OpabOTKM  pe3yJbTaToOB
JIOKIMHUYECKUX HCCIEAOBAHUNW WMHIWUBUIAYaJbHOTO OHMOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOI' O IIperapara: ;

3.2.10. oueHKa TPEACTABIEHHBIX CBEACHUW O pe3ysbTaTax paHee
NPOBEACHHBIX  HAYYHBIX  HMCCIEAOBAHUNA  KIMHUYECKOTO  MPUMEHEHUS

WHANBUAYAIbHOTO  OMOTEXHOJOTHMYECKOTO  JICKApCTBEHHOTO  Tperapara,
MIPOU3BEEHHOTO  (M3rOTOBJIIEHHOIO) IO  pa3pabOTaHHOW  TEXHOJOTHH,
U (umu) O pe3ylbTaTax paHee TPOBEACHHBIX HAYYHBIX HCCICAOBAHUN
NPUMEHEHHUS aHAIOTHYHBIX JICKAPCTBEHHBIX MpenapaToB (py HATHYUH): ;

3.2.11. oueHKa  HEXKENATENBbHBIX  pEakKUud  INpH  NPUMEHEHUH
WHANBUAYAIbHOTO  OMOTEXHOJOTHMYECKOTO  JICKApCTBEHHOTO  Tperapara,
OCHOBaHHas Ha JAHHBIX MOHHTOPHHTAa MEIUIIMHCKON OpraHU3alluu, KOTOPOi
IIPEIOCTABIIEHO paszperieHue Ha MIPUMEHEHNE WHANBUIYaTHHOTO
OMOTEXHOJIOTMYECKOTO JICKAPCTBEHHOTO TMpemnapara (MpH TOATBEPXKICHUU
pa3pelieHus): ;

3.2.12. ouleHKa OTHOWIECHMS OKHMAAEMOM IOJIb3bI K BO3MOKHOMY PHCKY
NPUMEHEHUs] ~ MHIUBUAYAIBHOTO  OMOTEXHOJIOTMYECKOTO  JIEKAPCTBEHHOI'O
Ipernapara Ha OCHOBE IPEJCTaBICHHBIX OTYETOB MEAMIIMHCKOM OpraHHu3alu,
KOTOPOM TMpEeAOCTaBICHO pa3pelleHue Ha MPUMEHEHHWE WHIWBUIYaJIbHOTO
OMOTEXHOJIOTMYECKOTO JICKAPCTBEHHOTO TMpemapara (MpH TOATBEPXKICHUHU
pa3pelieHus):

4. OO BBIBO:
4.1. MHOUBUAYAJIBHBIM OHMOTEXHOJOTHYECKUM JICKapCTBEHHBIN IIpernapar

(COOTBETCTBYET MIIM HE COOTBETCTBYET - YKa3aTh HY)KHOE)

TpeOOBAHUAM, MPEABIBISEMBIM K HWHIUBUAYAJIbHBIM OHOTEXHOJOTHYECKUM
JICKAapCTBEHHBIM IIpernaparam;
4.2. METUITUHCKOE U3eIe TS T€HETUUECKUX HUCCIIEIOBAaHUN

(HOBBOJ’I?ICT W HE TTO3BOJIACT - YKa3aThb Hy)KHOC)

BBISBJISITh TEHETUYECKUE NETEPMHUHAHTBI, 3HAYMMBIE JUI JU3aiiHa COCIWHEHUM,
BXOJISIIIMX B COCTaB MHIMBHUYAIbHOTO OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO
Ipernapara, CMHTE3UPOBAHHBIX IO PEe3yJIbTaTaM T€HETHYECKUX HCCIIENOBAHUMN
MaTepuajia, MOJYYEHHOTO OT IMalMeHTa, I KOTOPOrO H3rOTABIMBACTCS
WHIUBUYJIbHBI OMOTEXHOJIOTMUECKUH JIEKapCTBEHHBIN MIpenapar;

4.3. anropuT™M = H3aiiHa  COEQUHEHUM,  BXOJAIIMX B  COCTaB
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOTO  JIEKAPCTBEHHOI'O  Iperapara,
CUHTE3UPOBAHHBIX II0 PE3yJbTaTaM TI'E€HETUYECKUX HCCIIEIOBAHUN MaTepuaa,



MOJyYEHHOTO OT TAIMeHTa, JUIsI KOTOPOTO M3TOTAaBIMUBACTCS WHIMBUIYaIbHBIN
OMOTEXHOJIOTHYECKUN JIEKapCTBEHHBIN MpemapaT, U crocod ero peaan3anuu

(obecrieunBarOT MM HE 00SCIICUNBAIOT - YKa3aTh HY)KHOE)

MOJIyYeHUE  MHIUBUIYAIBHOIO  OMOTEXHOJOTHYECKOrO0  JIEKAPCTBEHHOTO
nmpenapara, 00J1aaronero TpedyeMoi akTHBHOCTHIO;
4.4. vHAUBUYaTbHBIA OMOTEXHOJOTUYECKUI JIEKApCTBEHHBIN IpemapaT

(COOTBETCTBYET MIIM HE COOTBETCTBYET - YKa3aTh HY)KHOE)

TpEOOBAHHUIO MO HAJIMYHUIO B €ro0 COCTaBE COEJUHEHUH, CHHTE3UPOBAHHBIX
[0 pe3yJbTaTaM TEHETUYECKUX MCCIEJOBAaHUM MaTepuana, IOIy4YEeHHOTO
OT MalMeHTa, M1 KOTOPOr0 HU3rOTaBIMBAETCS TaKOW OMOTEXHOJOTHMYECKHUI
JIEKapCTBEHHBIN TPEIapar;

4.5. mapamMeTpbl KayecTBa HWHIUBUIYAIBHOTO OHOTEXHOJIOTHYECKOIO
JIEKapCTBEHHOI'O IIpemapara, B TOM YHUCIE METOLOB KOHTPOJS €r0 KadecTsa,

(,I[OCTaTOLIHBI WA HEOAOCTATOYHHI - YKa3aThb Hy)KHO@)

IUTsl 0OECTIEYEHHSI €r0 KauecTBa;
4.6. pe3ynbTarhl JOKJIMHUYECKUX HWCCIECNOBAHUN  HWHAWBHAYAJIBHOIO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tpemnapara

(TIOATBEP)KOAFOT WIIH HE TTOATBEPIKAAIOT - yKa3aTh HYKHOE)
BO3MOXKHOCTH €I'0 KIMHUYCCKOI'O HpI/IMCHCHI/IH;

4.7. ceeneHus 0 pe3yJprarax paHee IIPOBEICHHBIX
HAyYHBIX HCCIIEJOBAHWM KIMHWYECKOTO TPUMEHEHHUS HWHAWBHIYaIbHOTO
OMOTEXHOJIOTMYECKOTO  JICKAPCTBEHHOTO  Mpemapara,  MPOU3BEACHHOTO
(M3rOTOBIIEHHOTO) MO pa3pabOTaHHOM TEXHOJOTUHU, U (UJIK) O pe3yibTaTax paHee
NPOBEACHHBIX  HAYYHBIX  MCCICAOBAHWN  NPUMEHEHUS  AHAJIOTHYHBIX
JIEKapCTBEHHBIX MPETIapaToB

(OTCYTCTBYIOT, TOATBEPKAAIOT €T0 OE30MaCHOCTh U 3(p(PpeKTUBHOCTS,
HE TOATBEPKAAIOT €r0 0€301MacHOCTh U APPEKTHBHOCTD - YKa3aTh HYKHOE)

4.8. naHHbIE MOHUTOpPHUHTA MIPUMEHEHUS WHIUBUyaIbHOTO
OMOTEXHOJIOIMYECKOTO0  JIEKAPCTBEHHOTO  Iperapara,  MpeACTaBJICHHBIE
MEJINIIMHCKON OpPTraHU3alnei,

MTO3BOJISIOT WJIHM HE MTO3BOJISIOT (YKa3aTh HYXKHOE)
I[EIJ'IBHCI\/'IH_ICC INPUMCHCHHUC WHIWBUAYAJIbHOT'O OHMOTEXHOJIOTHYECKOTO
JICKapCTBCHHOT'O IIpCIIapara.



5. BBIBOI[ KOMHUCCHUH OKCIICPTOB: IIPUMCHCHUC HHAUBUYAJIBHOT'O

OMOTEXHOJIOTHYECKOTO JICKAPCTBEHHOTO Mperapara

Komuccust skcriepToB B COCTaBE:

npeaceaarciib KOMUCCHUU SKCIICPTOB:

(BO3MOKHO WITH HEBO3MOJKHO -
yKa3aTh HY>KHOC)

(MOMKHOCTD) (amuust, ©MsI, OTYECTBO (moamnuce)
(Tipu HaTMYUH)
OTBETCTBEHHBIN CEKPETAPh
KOMHCCHUH SKCIICPTOB:
(TOIKHOCTD) (pamumst, IMsI, OTIECTBO (TTIoaTHCH)
(pm HATTIIWT)
AKCHEPTHI (IO KOJTUYECTBY IKCIIEPTOB):
(moMKHOCTD) (amumust, ©MsI, OTYECTBO (moamucs)

(pu HaTMUUM)

Hata oopmiienus 3akmodeHus " " 20




I[MTPUJIOXXEHUE Ne 5
K [IpaBuiiam oOpamieHus OMOTEXHOIOTMUECKUX
JIEKAPCTBEHHBIX MPENapaToB, NPeIHA3HAYCHHBIX
IUIsl IPUMEHEHHSI B COOTBETCTBUM C MHIMBHyaIbHBIM
MEIULUHCKUM Ha3HAYCHUEM U CHELUAIBHO
M3TOTOBJICHHBIX JUUIsl KOHKPETHOT'O MalMeHTa
HEIOCPEACTBEHHO B MEJULIMHCKON OpraHU3allly,

B KOTOPOM IIPUMEHSIETCSI TAKOW OMOTEXHOIOTHUECKUN
JIEKapCTBEHHBIN IIpernapar, UMEIOIIUX B CBOEM COCTABE
COCIMHEHNs, CHHTE3UPOBAHHBIE 110 Pe3ybTaTaM
T€HETUYECKUX UCCIE0BAaHUN MaTepHaa,
IIOJIyYEHHOI'O OT ITAlIMEHTA, U1 KOTOPOTO U3TOTOBJICH
TaKOi OMOTEXHOIOTUYECKUH JIEKapCTBEHHBIH
npenapar, BKJII4as MOPSAOK UX U3TOTOBJICHUS,
IIPOBEJEHUS SKCIIEPTU3BL, OCYIIECTBIECHUSI KOHTPOJIS
KauecTBa TaKMX OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX
IIpenapaTroB, IPUMEHEHUS, XPaHEHUS,
TPAHCIIOPTUPOBKHU M yTHIIN3ALUHU TAKUX
OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX NIPENapaToB,
a Taxoke TpeOOBaHMS K TAKUM OMOTEXHOJIIOTUYECKUM
JIEKapCTBEHHBIM IIpenapaTraM U MEIULUHCKUM
OpraHu3alMsIM, HX U3rOTaBIMBAOIINM
Y IPUMEHSIOLUM

CBEAEHMUIA,

BKJIIOYaeMble B PerJIaMeHT U3r0TOBJICHUS OMOTEXHOJIOIMYeCKOro
JIEKAPCTBEHHOI'0 Mpenapara, npeJHa3HA4eHHOI0 JIsi IPUMEHEeHUs
B COOTBETCTBHHU C HHAUBUIYAJIbHBIM MeIUIIMHCKIUM HA3HAYEHUEM
U CIIeMAJIbHO U3rOTOBJIECHHOI0 VIS KOHKPETHOI0 NMALIMEHTA
HEIMOCPEeACTBEHHO B MEIULIMHCKON OPraHu3aluu, B KOTOPOH
NMPUMEHAETCH TAKOW OHOTEXHOJIOTMYECKHUI JIeKAPCTBEHHbIN
npenapar, MMeKIIero B CBOeM COCTaBe COeIMHeHH s, CHHTe3MPOBAHHbIE
110 pe3yJabTaTaM IeHeTHYEeCKUX MCCIeJ0OBAHUI MaTepuaJa,
MOJIYYEHHOI'0 OT MALMEHTa, 1JIsl KOTOPOr0 U3r0TOBJICH
TaKOi OMOTEeXHOJIOTHYeCKHl JIeKapPCTBEHHbI Npenapar

1. HaumeHoBaHre OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO TIpernapara,
MPEJHA3HAYEHHOTO JUIsi NPUMEHEHHUS] B COOTBETCTBUM C WHJMBUIYaTbHBIM
MEJIUIIMHCKUM Ha3HAYEHUEM M CIENHAIbHO U3TOTOBJIEHHOIO JJiI KOHKPETHOTO
MalKeHTa HEMOCPEICTBEHHO B MEAUIMHCKOM OpraHu3anu, B KOTOpPOH



MPUMEHSIETCS  Takol  OMOTEXHOJOTHYECKUM  JIEKapCTBEHHBIM  mpemnapar,
MMEIOILIETO B CBOEM COCTaBE COEIMHEHHs, CUHTE3UPOBAHHBIE MO PE3yibTaTam
TFeHEeTUYECKUX HCCIEJOBAaHUN MaTepHuaa, IOJYyYEHHOIO0 OT MalueHTa, Ui
KOTOPOTO HM3TOTOBJICH TaKOW OMOTEXHOJOTHYECKHH JIEKApCTBEHHBIN IMpemnapar
(manee - MHAMBUAYATbHBIM OMOTEXHOJIOTMUECKUI JTEKAPCTBEHHBIN Mpernapar).

2. ToproBoe HaMMEHOBAaHHWE WHAMBUAYAJIBHOTO OHWOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HaJIUYun).

3. I[lonHoE U cokpallleHHOE (€CU UMEETCs1) HAaMMEHOBAHUS, B TOM YHCIIE
bupMeHHOE HaWMEHOBaHHE, MEAMIMHCKOW OpraHu3alud, B  KOTOPOH
W3rOTaBIMBAETCA M TPUMEHAETCS WHIUMBUIYAIbHBIA OHOTEXHOJIOTHYECKHUI
JIeKapCTBEHHBIN TpenapaT, WACHTH(PUKAIIMOHHBII HOMEp HaJOTOIUIATENbIINKA,
aapec, MECTO HAXOXKJICHHUS.

4. TlonHOE ¥ COKpaIlleHHOE (€C/Id UMEETCs1) HaUMEHOBAHUSI, B TOM YHUCIIE
bupMeHHOE HAMMEHOBAaHME, OpPTaHHW3alMd, B KOTOPOW H3TOTABIMBAIOTCS
OTJIEJIbHBIE KOMIIOHEHTHI WM (WJIM) BCIIOMOTATENbHBIE BEIIECTBA, BXOISAIIUE
B COCTaB MHAWBHIyaIbHOTO OMOTEXHOJIOTHYECKOTO JEKApPCTBEHHOTO IMpernapara
U HE SBIAIOMIMECS NPOU3BOJHBIMU OT T€HETUYECKOr0 Marepuaia MalueHTa,
UL KOTOPOIO  HM3TOTOBJIIEH  WHIAUBUIYAJIbHBIH  OMOTEXHOJOTHMYECKHUI
JIeKapCTBEHHBIN TpenapaT, WACHTH(PUKAIIMOHHBII HOMEp HaJOTOIUIATENbIINKA,
aZpec, MECTO HaXOXK/eHUsl (MpU HEOOXOAUMOCTH).

5.MecTo M3roTOBIEHUS HMHIUBUAYAJIBHOTO  OMOTEXHOJIOIMYECKOTO
JIEKapCTBEHHOI'O Mpenapara.

6. Bun wHANBUAYyanbHOTO  OMOTEXHOJOTHYECKOTO  JIEKAPCTBEHHOTO
npernapara B COOTBETCTBMM C KIIacCH(PUKalMEW JIEKApCTBEHHBIX CPEACTB
0 TOKCUYHOCTH, TpyHIaMm, HalpaBICHHOCTH JCHCTBUA M XUMHUYECKOMY
COCTaBy.

7. Onucanune JEHUCTBYIOIIUX BEILIECTB WHJMBUAYJIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara.

8. Onmcanue BCIIOMOTATENBHBIX  BEHIECTB, BXOJAIIMX B  COCTaB
MHIUBUYAIIBHOTO OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOrO Mpernapara.

9. Onucanue IpUHIMIIA JercTBUA WHIUBUYaIbHOTO
OMOTEXHOJIOTMYECKOTO  JIEKAPCTBEHHOTO  Tpemapara, KOTOpPOe  MOXKET
CONMPOBOXKJAATHCSI CXEMaMHU, H300paXEHUSIMU, PUCYHKAMH, JUarpaMMamMu
Y UHBIMU MOSCHEHUSIMHU.

10. [lepeuenp  maTepuanoB  (ChIphS, PpPEAreHTOB, KOMIIOHEHTOB),
UCIIOJIB3YEMBIX TPU HM3TOTOBJICHUU WHIMBHIYyaJIbHOTO OMOTEXHOJIOTMYECKOTO
JEKapCTBEHHOI'0 Tpernapara, C yKa3aHUEM HUX TEXHUYECKUX XapaKTEPUCTHK,
CYIIECTBEHHBIX  JUII  M3TOTOBJIEHUS  KAYECTBEHHOTO  WHIWBUIYaJIbHOTO



OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO Tpemnapara (jJanee COOTBETCTBEHHO -
Marepuanbl, TpeOOBaHHWA K Marepuanam), sl KOTOPBIX OCYIIECTBISETCS
MOATBEP)KJAECHUE COOTBETCTBUSA MAaTEpPHAIOB, WU KOJHMYECTBO MAaTEpHUAJIOB,
TpeOyeMbIX JJIs HW3TOTOBJIICHHMS HWHAMBUAYAJIBHOTO OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOI'O Mpenapara.

11. Onucanue MeToAoB (COCOOOB) TMOATBEPKACHHUS COOTBETCTBUS
MarepuasioB TpeOOBaHMSIM K MarepuajaM B COOTBETCTBUH C OINHCAHUEM
CTaHJAPTHBIX  ONEPALMOHHBIX MPOLEAYpP MO MPOBEACHUID YKa3aHHOTO
MOATBEP)KIAEHUSA, JIOCTATOYHBIM JUJII MX BOCHPOM3BEACHHS, C YKa3aHUEM
BO3MOKHOCTH (HEBO3MOKHOCTH) MOJTBEPKACHHUS COOTBETCTBHUSI MATEPHUATIOB
TpeOOBaHMAM K MaTepuaiaM Ha OCHOBAaHUHU MPEJCTABISAEMOI0 MPOU3BOIUTEIIEM
(u3roroBUTENEM)  Marepuansa  JOKYMEHTAJIBHOIO  MOJATBEPKACHHUS  €ro
COOTBETCTBHUS 3aBIISIEMBIM XapaKTEPUCTHUKAM.

12. O0mee omnucaHue TMporecca H3TOTOBICHUS HMHIAWBHUIYaJbHOTO
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO npenapara, cojeprkaiee
TEXHOJIOTUYECKHUE dTarbl (CTaUU) €r0 U3TOTOBICHUSI, BKIIIOYAsl dTam (CTaaulo)
BBISIBJICHUS T€HETUYECKUX JIETEPMUHAHT, 3HAUUMBIX NI JU3aliHa COCOUHEHUH,
BXOJISIIIMX B COCTaB MHIMBHYAIbHOTO OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO
npenapara, CUHTE3MPOBAHHBIX IO pe3yJbTaTaM T'€HETHYECKUX HCCIEHOBaHUI
Marepuana, IMOJYyYeHHOIO0 OT MalueHTa, Ui KOTOPOro H3rOTaBJIMBAETCS
WHIUBUAYAIbHBI  OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIM Tpemapar, JTam
(cramuro) au3aliHa COEIMHEHUH, BXOJSAUIMX B COCTaB WHIWBUIYaJIbHOTO
OMOTEXHOJIOTMYECKOTO  JIGKAPCTBEHHOTO  Mpemapara, CHHTE3MPOBAHHBIX
M0 pe3yJibTaTaM TIE€HETUYECKUX HCCIEAOBAHUM MaTepHalia, IOJIYyYEHHOTO
OT  TalUWeHTa, M1  KOTOPOTO  M3rOTABIMBACTCS  HWHAMBUAYAJIbHBII
OMOTEXHOIOTHYECKUN JIEKapCTBEHHBII npenapar, o0ecreynBaronmx
3¢(HEeKTUBHOCTh  YKAa3aHHOTO  WHAMBUAYAIBHOTO  OMOTEXHOJIOTHYECKOTO
JEKapCTBEHHOI'0 Tpemnapara, A3Tanbl (CTaAUU) U3TOTOBIEHUS OTACIBHBIX
KOMIIOHEHTOB M (MJIM) BCIOMOIaTENbHBIX BEIIECTB, BXOASMIMX B COCTaB
WHIUBUYAIBHOIO OMOTEXHOJOTMYECKOTO JIEKAPCTBEHHOIO MperapaTa, B MHBIX
opraHu3auusx u 3tan (ctaauio) (acoBKH TOTOBOW JIEKAPCTBEHHOW (POPMBI
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOrO  JIEKAPCTBEHHOI'O  Iperapara
C yKa3aHUEM CBEJCHUI 0 MEIUIIMHCKON OpraHu3aIiy JIU00 MHON OpraHu3allny,
B KOTOpPOH OCYLIECTBISAETCS U3TOTOBJIEHUE WHIUBUYaIbHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO TpemapaTa OO0 €ro OTAETbHBIX
KOMIIOHEHTOB ¥ (WJIM) BCIIOMOTAaTEIbHBIX BEIIECTB, B COCTABE €€ IOJHOTO
¥ COKpAIllEHHOTO HAaWMEHOBAaHWW (TPU HAJIMYWHK), B TOM YHUCIEe (PUPMEHHOTO



HAaMMEHOBaHHUs, HUJICHTU()PHKAIMOHHOIO HOMEpa HAJOroIulaTelNbluKa, ajapeca,
MeCTa HaXOKJIEHUS.

13. Ilepeuenbp 00OpyAOBaHMS, YCTPOMCTB U MHBIX TEXHHUUYECKUX CPEJICTB,
UCIIOJIB3YEMBIX TPU HM3TOTOBJICHUU WHIMBHIYyaJIbHOTO OMOTEXHOJIOTMYECKOTO
JEKapCTBEHHOI'0 Tpernapara, C yKa3aHUEM HUX TEXHUYECKUX XapaKTEPUCTHK,
CYIIECTBEHHBIX  JUII  M3TOTOBJIEHUS  KAYECTBEHHOTO  WHIWBUIYaJIbHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara.

14. Uadopmaruss 0  MEOUUMHCKOM  M3ACIHH,  HCIOJIB3YEMOM
JUIsI TEHETHMYECKOrO0 MCCIEIOBaHUA MaTepuala, IMOJYyYEeHHOro OT TMalMEeHTa,
[0 pe3yjbTaTaM KOTOPOTO BBISBISIOTCA T'€HETUYECKHE JIETEPMHUHAHTHI,
3HAUMMBbIE JUIsl AW3aiiHa COEAMHEHUM, BXOIAIIMX B COCTaB HMHJWBHUIYaJbHOTO
OMOTEXHOJIOTMYECKOTO  JIGKAPCTBEHHOTO  Mpemapara, CHHTE3MPOBAHHBIX
M0 pe3yJibTaTaM TIE€HETUYECKUX HCCIEAOBAHUM MaTepHalia, IOJIYyYEHHOTO
OT  TalUWeHTa, M1  KOTOPOTO  M3rOTABIMBACTCS  HWHAMBUAYAJIbHBII
OMOTEXHOIOTMYECKUIN JIEKApCTBEHHBIN Mpemnapar.

15. Uudopmaruss o0 anroputme aAu3ailHa COEAUHEHUM, BXOISIIUX
B COCTaB MHJIMBHIyaJIbHOTO OMOTEXHOJOTUYECKOI0 JIEKAPCTBEHHOIO Mperapara,
CUHTE3UPOBAHHBIX IO PE3yJbTaTaM IE€HETHYECKUX HCCIEIOBaHUN MaTepuana,
MOJIYYEHHOTO OT MAlMEHTa, JJIi KOTOPOro0 M3rOTaBIMBAETCS WHAMBHUAYAJIbHBII
OMOTEXHOIOTHYECKUN JIEKapCTBEHHBII npenapar, o0ecreynBaronmx
3¢ (HEeKTUBHOCTh YKa3aHHOTO JIEKapCTBEHHOTO TMpemapara, W O croco0e
peanu3anuy yKa3aHHOrO ajlrOpUTMa.

16. Uadopmarist o0  BadugalWu  MPOTPaAaMMHOTO  oOecreueHus,
HCIIOJIB3YEMOTO B mnpubopax U 00OpyAOBaHHH, IIPUMEHSAEMBIX
JJI M3TOTOBIICHUS WHIWUBUAYaJIbHOTO OMOTEXHOJIOTUYECKOTO JIEKAPCTBEHHOTO
npenapara, B TOM YHUCJE MEePEYeHb PUCKOB MPU IKCILIYyaTAllMH TPOrPaMMHOTO
o0ecrniedeHus1, OMMCaHne CIOcO00B yIpPaBIEHUS STUMH PUCKaMH, HHPOpMAIUs
0 Mepax mo olecmedeHnto KuOepOe30MmacHOCTH MPOrpaMMHOTO OOecTeueHUs
(B cimydae HaJIMYMS TAKOTO MPOTPAMMHOTO OOECTICUCHNS).

17. Onncanue CTaHOAPTHBIX ONEPALMOHHBIX IMPOLEAYP OCYIIECTBICHHS
Ka»J10ro JTana (cTamun) W3TOTOBJICHUS VHJIMBUTY AJIBHOTO
OMOTEXHOIOTHYECKOTO JIEKapCTBEHHOTO npenapara, JOCTaTOYHOE
JUISL UX BOCIIPOM3BEIEHUSA, a TakKe (MpU HEOOXOJIMMOCTH) OMMCAHUE METOJ0B
(cmocoOOB)  KOHTpOJIA  BBINOJHEHUS  CTaHAAPTHBIX  ONEPAL[MOHHBIX
poLenyp, BKJIFOYAs ONMCaHUE BEJICHUS 3anuce, CBSA3aHHBIX
C M3rOTOBJICHHMEM U KOHTPOJIEM KayeCTBa M3rOTABIMBAEMOr0 MHIUBUYaIbHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara.



18. Ilpemynpexnenus u (wm) MEpBI MIPETOCTOPOKHOCTH,
NPEANPUHIMAEMbIE TIE€PCOHAIIOM MEIUMLUMHCKOW OpraHu3alud, B KOTOPOM
NPUMEHSETCS  WHIWBUIYaNbHBIA  OMOTEXHOJIOTHMYECKUN  JIEKapCTBEHHBIN
npenapar, Ipd HW3TOTOBJIEHHMH HHAMBUAYAJBHOTO OMOTEXHOJIOTMYECKOTO
JEKapCTBEHHOIO  Mpemapara, COAEpXaIlero  JIEKapCTBEHHOE  CPEJICTBO
M BCIIOMOTaTeJIbHBIE BEIIECTBA, BO3MOXXHOE BBIJEICHUE WM BbIMBIBAHUE
KOTOPBIX  NPUBOAUT K  CEHCUOMJIM3AlMM,  aJUIEPrUYEeCKON  peakiuu
WIM OTPUIIATENBHO BIMSET HA PEIPOIYKTUBHYIO (PYHKIIHIO.

19. Onucanue merona CTepUiM3alKnM, CBEACHHUS O METOJaxX BallMJAlUU
B OTHOIICHMHM TMpolecca CTepwin3auuu (BKIOYas MpU HEOOXOIUMOCTH
UCIIBITAaHUST HAa  OWMOJIOTWYECKYI0  HArpy3Ky, HaJIWYUe  MHPOTEHHBIX
BEILECTB, HAJIWYME OCTATOYHOIO KOJIMYECTBA CTEPUIIM3YIOUIETO BEUIECTBA)
M O BaJWJALMU Tpoliecca YNAaKOBBIBaHUS (B Clydae €CIM WHAMBUAYAJIbHBIN
OMOTEXHOJIOTMYECKUN JIEKapCTBEHHBIN IMpemnapaT MPUMEHSETCS B CTEPHIBHOM
BHJIC).

20. CBenenust 00 YCIOBUSAX M O CpPOKE XpaHEHUS WHAUBUIYAIBHOTO
OMOTEXHOJIOTMYECKOTO  JICKAPCTBEHHOTO TMpemapaTta W MPOMEXKYTOYHBIX
IIPOJIyKTOB €r0 U3rOTOBJICHHUS.




[MTPUJIOXXEHUE Ne 6
K [IpaBuiiam oOpamieHus OMOTEXHOIOTMUECKUX
JIEKAPCTBEHHBIX MPENapaToB, NPeIHA3HAYCHHBIX
IUIsl IPUMEHEHHSI B COOTBETCTBUM C MHIMBHyaIbHBIM
MEIULUHCKUM Ha3HAYCHUEM U CHELUAIBHO
M3TOTOBJICHHBIX JUUIsl KOHKPETHOT'O MalMeHTa
HEIOCPEACTBEHHO B MEJULIMHCKON OpraHU3allly,

B KOTOPOM IIPUMEHSIETCSI TAKOW OMOTEXHOIOTHUECKUN
JIEKapCTBEHHBIN IIpernapar, UMEIOIIUX B CBOEM COCTABE
COCIMHEHNs, CHHTE3UPOBAHHBIE 110 Pe3ybTaTaM
T€HETUYECKUX UCCIE0BAaHUN MaTepHaa,
IIOJIyYEHHOI'O OT ITAlIMEHTA, U1 KOTOPOTO U3TOTOBJICH
TaKOi OMOTEXHOIOTUYECKUH JIEKapCTBEHHBIH
npenapar, BKJII4as MOPSAOK UX U3TOTOBJICHUS,
IIPOBEJEHUS SKCIIEPTU3BL, OCYIIECTBIECHUSI KOHTPOJIS
KauecTBa TaKMX OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX
IIpenapaTroB, IPUMEHEHUS, XPaHEHUS,
TPAHCIIOPTUPOBKHU M yTHIIN3ALUHU TAKUX
OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX NIPENapaToB,
a Taxoke TpeOOBaHMS K TAKUM OMOTEXHOJIIOTUYECKUM
JIEKapCTBEHHBIM IIpenapaTraM U MEIULUHCKUM
OpraHu3alMsIM, HX U3rOTaBIMBAOIINM
Y IPUMEHSIOLUM

IHPABHUJ A

HU3rOTOBJICHUS OMOTEXHOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaTos,
NMpPeAHA3HAYEHHBIX JJI IPUMEHEHNS] B COOTBETCTBUM ¢ MHAMBUAYAJIbHBIM
MeJUIMHCKUM HAa3HAYEHHEM M CIeHUATbHO H3T0TOBJIEHHBIX
JJISI KOHKPETHOI0 NMAallMEeHTAa HeNOCPeICTBEHHO B MeIMIIUHCKOH
OpPraHu3alnuu, B KOTOPOM MPUMEHSETCS TAKOH OMOTEXHOJI0TrHYeCKUii
JIEKAPCTBEHHBI Mpenapar, MMEIIIUX B CBOEM COCTABe COCAUHCHUS,
CHHTEe3MPOBAHHBIEC MO Pe3yJIbTATAM IeHETHYECKUX HCCIACAOBAHNH
MaTepuaJa, MOJYYEHHOr0 OT NAUMEHTA, IJISl KOTOPOro U3roTOBJICH
TaKOH OMOTEeXHOJIOTNYeCKHi JIeKapCTBEHHBIN Mpenapar

1. HaCTOSIHIHC HpaBI/IJ'Ia YCTAaHAaBIIMBAIOT  IIOPAOOK  H3IOTOBJICHHUA
OMOTEXHOIOTHYECKHUX JICKApCTBCHHBIX IIpCIIapaToB, MMpCAHA3HAYCHHBIX
A IMPUMCHCHH:A B COOTBCTCTBHMM € HHIAWBUAYAJIBHBIM MCIUIWHCKUM
Ha3HAYCHHUCM H CIICOHHAJIBHO M3IOTOBJICHHBIX [JII KOHKPCTHOI'O IIAIIMCHTA
HCIIOCPCACTBCHHO B MGI[PII.[HHCKOﬁ opraHu3anun, B KOTOpOﬁ IMPUMCHACTCA



TaKON OMOTEXHOJOTHYECKUI JIeKapCTBEHHBIN IpemnapaT, WMEIOIUX B CBOEM
COCTaBE€ COEOUHEHHMs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
HCCIICIOBAHUM MATEepHalla, IOJYYEHHOIO0 OT TMAalMUEeHTa, M1 KOTOPOro
U3rOTOBJIIEH  TakOM  OMOTEXHOJIOTMYECKUH  JIEKAPCTBEHHBIM  Ipernapar
(mamee  COOTBETCTBEHHO -  MHAMBUAYAJIBHBIA  OMOTEXHOJOTMYECKHUI
JIEKapCTBEHHBIN Npenapar, MEAUIUHCKAs] OpTaHU3a1us).

2.Bce omepaumMm 1O  HM3TOTOBJICHUIO W KOHTPOJI  KadecTBa
WHANBUAYAIBHBIX OMOTEXHOJOTHYECKHUX JICKAPCTBEHHBIX MPENapaToB TOJIKHBI
BBIIIOJIHATBCSL B IOMEHIEHUSIX W Ha OOOpYIOBaHWH, HCIOJb3yEMbIX
B MEIMLMHCKOW OpraHu3aliy, CHEIHaJIbHO MpeIHA3HAYEHHBIX M1 padOThI
C MHIWBHIYaTbHBIMH OMOTEXHOJOTHYECKUMHU JIEKAPCTBEHHBIMH IpenapaTaMu.
[loBepxHocTH 000OpYyIOBaHUsS, MCHOJIb3YyEMbIE MaTepHallbl pabOYMX 30H,
COIPHUKACAOIIMECS c WHVBUAYAJIbHBIMU OMOTEXHOJOTHYECKUMU
JIEKapCTBEHHBIMH IIPENapaTaMy WIM BELIECTBAMH, BXOIAIIMMH B UX COCTaB,
HE JIOJDKHBl BCTYyHaTb €  WHAUBUAYAJIBHBIMH  OMOTEXHOJOTMYECKUMH
JEKapCTBEHHBIMH  IIpenapaTaMd B  XUMHYECKYK)  PEaKUUI0, BBIICIATH
uau  abcopOMpoBaTH BEIECTBA, OKA3BbIBAIOIIME BJIUSHHE Ha KadeCTBO
WHIUBUYJIbHBIX OMOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX MTPENapaToB.

3. OIHOBpPEMEHHOE  M3TOTOBJIICHUE  PA3NIMYHBIX  WHAWUBHIYAJIbHBIX
OMOTEXHOJIOTHUECKNX JICKAPCTBCHHBIX TMpEMapaToB B OIHOW paboueit 30HE
C LENbI0  HCKIIOYEHHS  IIEPEKPECTHOTO  3arps3HEHHMs ~ KOMIIOHEHTaMH
WHIUBUIYAIbHBIX ~ OMOTEXHOJIOTMYECKUX  JICKAPCTBEHHBIX  IPENapaToB
HE JIOITyCKaeTcsl.

4.1lpyu  WBrOTOBJIIEHMH  WHIUBHUIYAIbHBIX  OMOTEXHOJOTHYECKHUX
JIEKapCTBEHHBIX MPEnapaToB JOHKHBI COOTIOAATHCS MEPHI TI0 MPEI0TBPAILICHUIO
MEPEKPECTHON KOHTAMUHAIWH.

5. UsroToBneHrne MHIUBUIYATbHBIX OHMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX
IIpenapaToB, NPEAHA3HAYEHHBIX JUISI MAapeHTEPAIBHOTO BBEACHUS, JOJDKHO
BBITIOJHATHCS B COOTBETCTBUU C TPEOOBAHUSAMHU TOCYJapCTBEHHOM (hapMaKornen,
MPEABABIIEMBIMU K CTEPUIIBHOCTH TAaKMX JIEKAPCTBEHHBIX MPENapaTos,
C COONIOICHHEM B COOTBETCTBYIOIIMX CIydasX acCENTHYECKHUX YCIOBUM
W3TOTOBJICHHSI JIEKAPCTBEHHBIX IPETMapaToB, a TaKkKe C yU4eTOM OCOOEHHOCTEH
W3TOTOBJICHHUSI ~ JICKAPCTBEHHBIX  (GOpM B ACENTHYECKHX  YCJOBHSIX
B COOTBETCTBUM C IIPAaBWIAMH MW3TOTOBJIEHUS M OTIIyCKa JIEKapCTBEHHBIX
MpEMapaToB, YCTAHOBIECHHBIMH 3aKOHOAATENLCTBOM Poccuiickont dPenepanuu
00 oOpaleHuH IeKapCTBEHHBIX CPEICTB.

6. YIIakoBKa M3rOTOBJIEHHBIX HWHIWBUIYAIbHBIX OHOTEXHOJIOTUYECKHX
JIEKapCTBEHHBIX IPENapaToB OCYIIECTBISIETCS B 3aBHCHUMOCTH OT (hOPMBI



u  cnocoba  NPUMEHEHUS  UHAUBUAYAIBHOTO  OMOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOTI'O Ipemnapara.

7.Bce omepamuu 1O  M3TOTOBJICHHKO M KOHTPOJIKO  KadecTBa
WHIUBUIYAIbHBIX ~ OMOTEXHOJIOTMYECKUX  JICKAPCTBEHHBIX  IPENapaToB
B MEIUIIMHCKOW OpraHu3aluy JOJDKHBI COOTBETCTBOBATH pa3pabOTaHHOM,
JOKYMEHTAJIBHO O(OPMIIEHHOW U YTBEPKIECHHON B MEIMUMHCKOW OpraHu3aIun
cUCTEME O0O€eCleueHHUs KayecTBa WHIMBHIYAIbHBIX OHOTEXHOJIOTHYECKUX
JIEKapCTBEHHBIX IIPENapaToB.

8. MenunuHCcKas opraHu3aius pa3padaTeIBacT U yTBEPKIaeT TPEOOBAHUS
K  CHCTEME  JOKyMEHTAlMM MO  HW3TOTOBICHHK)  WHIWBUAYAJIBHBIX
OMOTEXHOIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB.

9.B  MemuMUMHCKOM  OpraHM3aldM  JIONYCKAETCA  W3TOTOBIICHHE
WHANBUAYAIbHBIX  OMOTEXHOJNOTWYECKUX  JIEKAPCTBEHHBIX  MPEMapaTos,
JUISL KOTOPBIX B YCTAHOBJIEHHOM IIOPSAJKE MPENOCTABIECHO pa3pelicHUue
Ha WX U3TOTOBJICHUE.

10. U3roToBienue VHJIUBUIYaJIbHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOI'0 Ipenapara OCYIIECTBIISIETCS B COOTBETCTBUM C PETVIAMEHTOM
€ro  W3TOTOBJICHMS,  YTBEPKICHHBIM  PYKOBOJIWTEIEM  MEAMLMUHCKON
OpraHM3alld WM  YIOJHOMOYEHHBIM MM JIMIIOM HW  COTIJIACOBAHHBIM
MunuctepcTBOM 31paBooxpanenus Poceuiickon denepannu.

11. B cnydae ecim 3TO OPEayCMOTPEHO PEMIAMEHTOM H3TrOTOBIICHUSA
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOTO  JIEKAPCTBEHHOI'O  Iperapara,
OTJIEJIbHBIE KOMIIOHEHTHI U (WJIM) BCIIOMOTATENbHBIE BEIIECTBA, BXOISIINE
B COCTaB MHJIMBHIyaJIbHOTO OMOTEXHOJOTUYECKOI0 JIEKAPCTBEHHOIO Mperapara,
MOTYT HW3TOTAaBIMBAThCA C coONrofeHueM TpeboBanmii Hactosumx I[Ipasun
B MHBIX OpraHuM3alusaxX, YKa3aHHbBIX B  pErJaMEeHTe  H3TOTOBJIECHUS
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOTO  JIEKAPCTBEHHOI'O  Iperapara,
Opy 3TOM B MEOUIMHCKOM OpraHu3alud, B KOTOpPOW MPUMEHSETCS
WHIUBUYAJIbHBI OMOTEXHOJOTMYECKUI JIEKapCTBEHHBIM Mpenapar, IO0JKHbI
OCYILECTBIIATBCA TE€HETHYECKOE MCCIENOBaHUME Marepuala, IOJYYEHHOIO
oT NalHACHTA, JUTS KOTOPOTO M3TOTOBJIEH VHIUBUY aJIbHBIN
OMOTEXHOJIOTMYECKUN  JIGKAPCTBEHHBIM TpemapaT, U (acoBKa TOTOBOM
JIEKapCTBEHHOU (bopMbI VHJABUAYAJIBHOTO OMOTEXHOJOTHYECKOTO
JIEKapCTBEHHOTIO MpEeTapara ¢ Mociaeayoend MPOBEPKON €€ KayecTBa.

12. CobntoieHre CTaHAAPTHBIX ONEPAIIMOHHBIX MPOUEAYp Ul KaKIO0TO
sTama (CTaguu) HU3TOTOBICHUS HHIUBUAYAIBHOIO OHMOTEXHOJIOTHUYECKOTO
JIEKapCTBEHHOIO  IIpemapara  COIVIaCHO  PENNIAMEHTY  H3TOTOBJICHUS
WHAUBUAYAIbHOIO  OMOTEXHOJIOTMYECKOTO  JIEKApCTBEHHOrO  Ipernapara



OCYILIECTBJISIETCA B IEJAX  OOECMEYeHUs] KadyecTBa  M3TOTaBIMBAEMbIX
WHIUBUIYAIbHBIX ~ OMOTEXHOJIOTMYECKUX  JIGKAPCTBEHHBIX  MPEMapaTos,
OTKJIOHEHHE OT YKa3aHHBIX TPOLEAYyp MJOJKHO OBITh JIOKYMEHTAJIbHO
oopMIIEHO W TpoaHATH3UPOBAHO. JlOMKHBI OBITH YCTAHOBIIEHBI JOMYCTUMBIC
npefeiabHble  3HAYECHHS]  U3MEHEHUW  XapaKTepUCTHK  WHIUBHUAYAJIbHBIX
OMOTEXHOJIOTHYECKNX JIGKAPCTBEHHBIX ~TPEMapaToB, BKIIOYas TpeOOBaHUS
K BBIITYCKY U CPOKY XpaHEHUSI.

13. UHnuBuayaIbHBIM OMOTEXHOJIOTHYECKUH JICKapCTBEHHBIN mpemnapar
JOJKEH TPOBEPATHCS MEIUIMHCKONW OpraHM3alieil Mo MoKa3aTesiiM KadecTBa
Ha COOTBETCTBHE HOPMATMBHOMY JOKYMEHTY MO Kau€CTBY HWHIWBUAYaJIbHOTO
OMOTEXHOJIOTHYECKOTO JIEKapCTBEHHOTO npernapara, COCTaBJICHHOMY
MEIUIMHCKOW OPraHU3alueN B COOTBETCTBUH C PYKOBOJICTBOM IO COCTABJICHUIO
HOPMATUBHOTO JIOKYMEHTa TI0 KayeCTBY JICKAPCTBEHHOTO Mpemnapara,
yTBepKIeHHBIM pemeHueM Komnernn EBpa3uiickoil 3KOHOMUYECKOW KOMHUCCUU
ot 7 centsa6ps 2018 r. Ne 151 "O6 yrBepkienun PykoBojicTBa MO COCTaBICHUIO
HOPMATUBHOIO JIOKYMEHTa II0 KayecTBY JIEKApPCTBEHHOIO Ipemnapara’,
coramacoBaHHOMY MUHUCTEPCTBOM 3ApaBooxpanenus Poccuiickont @enepanmu.

14. Ha Bce omepamuu, CBSI3aHHBIE C OYUCTKOM, J€3aKTUBAIUEH,
ne3uHgeKIuen (cTrepunuzanuei), TEXHUYECKUM o0cITyKMBaHUEM
o0opy0oBaHUs, MEAMIIMHCKON OpraHu3anuedl JODKHBI ObITh pa3paboTaHBI
U YTBEPXKICHbl MHCbMEHHbIE HMHCTPYKUUU. 3alKlCH 110 OCYIIECTBICHUIO
COOTBETCTBYIOIIUX OMEpaIuii  JOJDKHBI OBITh TOJIKCAHBI  PAOOTHUKOM
MEJUIIMHCKOW OpTaHMW3allid, BBIMIOJHUBIIMNM palbOTy, C YKa3aHHEM JaThl
M BPEMEHU BBINOJHEHUS OMEpaIluu, MPU HEOOXOJIUMOCTH CJIEAYeT YKa3bIBaTh
HAaUMEHOBAHUE HWHJUBUAYAIBHOTO OHOTEXHOJIOTUYECKOTO JIEKAPCTBEHHOTO
IpernapaTa 1 HoMep 3asiBKM Ha €ro U3rOTOBJICHHE.

15. Menuuunckas OpraHH3alus o0ecrieuynBaeT HCIIPAaBHOCTh
U TOYHOCTh CPEACTB HU3MEPEHHUH, KOTOpbIE MPETyCMOTPEHbI HOPMATUBHBIM
JOKYMEHTOM 0  KayeCTBY  HWHIUBUAYAIBHOTO  OHOTEXHOJOTHYECKOTO
JEKapCTBEHHOI'0 TMpenapara, ykKa3aHHbIM B IyHKTe 13 Hacrosmux I[lpaswi,
Y TEXHUYECKOU IOKyMEHTAIMel MPOU3BOIUTEIISI, COOTBETCTBYIOT TPEOOBAHUSIM
K UX TOBepke U (WiIu) KaIHMOpOBKE, MPEIyCMOTPEHHBIM cTaTthsiMu 13 u 18
OdenepanbHoro  3akoHa  "OO  o0ecreuyeHWM  €IWHCTBA  U3MEpEHUN",
U HCHOJIb3YIOTCS MPU HU3TOTOBIICHUM W KOHTPOJIE KAayeCTBA WHIMBHUAYAJIbHBIX
OMOTEXHOJIOTHUECKNX JIEKAPCTBEHHBIX TMpEnapaToB, a TakKXKe PeryIspHOCTb
MOBEpPKH W (MJM) KaIMOPOBKMA YKa3aHHBIX CPEACTB W3MEpeHHi. DakThl
MPOBEJICHUs] NMPODUIAKTUYECKOTO TEXHUUYECKOTO OOCIIyKHMBaHUs, KaJIHUOpOBKHU
U TIOJIyYeHHBIE PE3yIbTaThl JOJIKHBI OBITh 3a(pUKCHPOBAHBI B MEAMIIMHCKOMN
OpraHU3alld JOKYMEHTAIbHO.



16. MenuuuHCcKass  opraHu3anusi JOJDKHA  OOecreyuTh  00yuyeHue
pabOTHUKOB,  JOJDKHOCTHBIE ~ OOSI3aHHOCTH ~ KOTOPBIX  MPEANOJararT
npeObiBaHUEe B 30HAaX (MMOMEIICHUSIX) M3TOTOBICHUS HWHIWBUAYAIHHOTO
OMOTEXHOJIOTMYECKOTO JIEKApCTBEHHOTO TpemapaTa (BKIIOYAss TEXHUYECKUI
U 00CIIy)XMBAIOIIMIA TMEPCOHAN, a TakKKe PaOOTHHUKOB, MPOBOISIIUX YOOPKY),
NEATENIBHOCTh ~ KOTOPBIX ~ MOXET  OKa3aTb  BIMAHME HA  Ka4eCTBO
WHIUBUIYAIIBHOIO  OMOTEXHOJOTMYECKOro  JIEKApCTBEHHOrO0  Mpernapara.
PaboTHUKKM MEAMIIMHCKOM OpraHu3alyd, OCYIIECTBISIIOUIME H3TOTOBICHUE
WHIUBUYyJIbHOIO OMOTEXHOJIOTUYECKOI0 JIEKAPCTBEHHOTO Ipenapara, JT0JKHbI
uMeTh (Ha OyMa)XHOM HOCHUTENE WM B 3JICKTPOHHOU (JOopMe) Ha CBOMX pabOUmX
MEeCTax JIOKYMEHTallUI0 10 W3TOTOBJIEHHID U OOECIEYEHUI0 KadyecTBa
MHIUBUYAIIBHOTO OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOrO Mpernapara.

17. U3roToBiieHue VHJIUBUIYaJIbHOTO OMOTEXHOJOTHYECKOTO
JEKapCTBEHHOI'0  IIpenapara OCYLIECTBIIAETCS 10 HUCBMEHHOM  3asBKE
paboTHUKA MEIUIIMHCKOW OpraHW3allid B COOTBETCTBHH C Ha3HAYCHHEM
JIe4alero Bpaya, BHECEHHBIM B MEAUIIMHCKYIO JOKYMEHTALUIO MTAIIUEHTA.

18. JlokyMeHT, MTOATBEPKIAIOIINM, 4TO WHJVBUIYAJIBHBINA
OMOTEXHOJIOTMYECKUN JIEKapCTBEHHBIN MpenapaT U3TOTOBIEH B COOTBETCTBUU
C YTBEpPKICHHOM TOKYMEHTalKEW M0 U3rOTOBJIECHUIO U O0ECIIEYEHUIO KauyecTBa
U COOTBETCTBYET TpeOOBaHUAM HOPMATUBHOTO JOKYMEHTAa II0 KayecTBY
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOTO  JIEKAPCTBEHHOI'O  Iperapara,
yKka3aHHoro B myHkTe 13 Hacrosumx IlpaBui, moamuchiBaeTcs paOOTHUKOM
MEIUIIMHCKON OpraHu3aluu, OTBETCTBEHHBIM 3a W3TOTOBJICHHE
WHIUBUIYAIIBHOIO  OMOTEXHOJOTMYECKOro  JIEKApCTBEHHOrO0  Mpernapara.
O06 sTOM B KypHaJle M3TOTOBJICHHS HHIWBHUIYaTbHOTO OMOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTI'O NPEIapaTa BHOCUTHCSA 3aIUCH.

Jlonyckaercss BeneHHE JKypHalda W3TOTOBIEHHS HWHIWBUAYAJIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara B 3JIEKTPOHHOM BHUJIC.

19. UunuBuayaibHBIM OMOTEXHOJOTUYECKUHN JICKAapCTBEHHBIN mpemnapar
MOJIBEPTraeTcs  KOHTPONIO TPU  OTHyCKe  PaOOTHUKOM  MEAUIIMHCKON
OpraHH3alH, IPU KOTOPOM IPOBEPSIIOTCS:

a) HAIMYME Ha YIAKOBKE WHAMBUIAYAIBHOTO OMOTEXHOJIOIHYECKOTO
JIEKapCTBEHHOI'0 TIpenapaTra CBEJICHHUM, YKa3aHHBIX B TIEPEYHE CBEACHUI,
npeaycMoTpeHHoM — mpuiokennem Ne 7k IlpaBumam  oOparmieHus
OMOTEXHOJIOTMYECKUX  JIGKAPCTBEHHBIX  TPEMapaTroB,  MpeIHAa3HAYECHHBIX
Ul TPUMEHEHUS B COOTBETCTBMM C HMHJIWBHUAYAJIbHBIM MEIULUHCKUM
HAa3HAYEHUEM U CIIELUAJIbHO W3TOTOBIECHHBIX [UII KOHKPETHOIO IIallMEeHTa
HEIOCPEACTBEHHO B MEIMIIMHCKOW OpraHu3alMM, B KOTOPOM NPHUMEHSAETCS



TaKON OMOTEXHOJOTHYECKUI JIeKapCTBEHHBIN IpemnapaT, WMEIOIUX B CBOEM
COCTaBE€ COEOUHEHHMs, CHHTE3MPOBAHHBIE II0 pE3yJbTaTaM T'€HETHYECKUX
HCCIICIOBAHUM MATEepHalla, IOJYYEHHOIO0 OT TMAalMUEeHTa, M1 KOTOPOro
M3rOTOBJIIEH  TakoM  OMOTEXHOJOTMYECKHM  JIEKapCTBEHHBIM  Mpernapar,
BKJIIOYass  IOPSAJOK WX  MW3TOTOBJIEHHUs,  IPOBEICHUS  DKCIEPTU3HI,
OCYLIECTBJIEHUS ~ KOHTpOJII  KadyecTBa  TaKUX  OMOTEXHOJIOTMYECKUX
JIEKapCTBEHHBIX IIPENapaToB, NPUMEHEHHs, XPAHEHUS, TPAHCIOPTUPOBKHU
U YTWIM3AIMA TaKuX OMOTEXHOJOTMYECKUX JICKAPCTBEHHBIX TPEmapaTosB,
a Takke TpeOOBaHUS K TaKUM OHMOTEXHOJOTHYECKHM JIEKApCTBEHHBIM
mpernapataM M MEAUUMHCKMM  OPTaHU3alMsAM, WX  H3TOTaBJIMBAIOIIUM
U TNPHUMEHSIOMMUM, yTBEPKIEHHBIM  IocTaHoBieHUWEM [IpaBurenbcTBa
Poccwuiickoit denepanum ot 24 despans 2025 r. Ne 213 "O OHOTEXHOIOTHIESCKIX
JEKapCTBEHHBIX  IIpenaparax,  NPEeIHA3HAYECHHBIX  JUIA  IPUMEHEHUS
B COOTBETCTBUM C  MWHIWBUAYAJIBHBIM  MEIWLIMHCKMM  HA3HAYCHUEM
U CIIEHMAIBHO HM3TOTOBJICHHBIX JUISI KOHKPETHOTO MAlMEHTAa HETNOCPEICTBEHHO
B MEAMIMHCKOM  OpraHum3aluyd, B  KOTOpPOM  IPUMEHSETCA  TaKoOH
OMOTEXHOJIOTMYECKUN JICKAPCTBEHHBIN Mperapar, UMEIOIUX B CBOEM COCTaBe
COEIMHEHNS, CUHTE3UPOBAHHBIE MO PE3yJIbTaTaM I'€HETUYECKUX HCCIEIOBAHUMN
MaTepuajia, ITOJYYEHHOrO OT IalMEHTa, I KOTOPOrO H3TOTOBJIEH TaKOU
OMOTEXHOJIOTHYECKUN JIEKapCTBEHHBIN npenapar”;

0) peKBU3UTHl 3asBKM MEIULMHCKOW OpraHu3allid Ha H3TOTOBJIEHUE
WHIUBUIYAIIBHOTO  OMOTEXHOJOTMYECKOrO  JIEKAPCTBEHHOI'O  Iperapara
Ha COOTBETCTBHE CBEJCHUSAM, YKa3aHHBIM Ha YIIAKOBKE H3TOTOBJIEHHOTO
MHIUBUYAIIBHOTO OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOrO Mpernapara.

20. PykoBoauTenb ~ MEOUIMHCKOW  OpraHu3allii U paOOTHUK
MEIUIIMHCKON OpraHH3alnH, OTBETCTBEHHBIN 3a W3TOTOBJICHHE
VHANBUAYAIBHOTO OMOTEXHOJIOTHYECKOTO JIEKapCTBEHHOTO Ipemnapara, HECyT
OTBETCTBEHHOCTh 3@  KAa4e€CTBO  HM3TOTOBJIEHHOIO  HWHIAWBHUIYAJIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara.

21. UnauBuyalibHble OMOTEXHOJIOTHYECKUE JIEKAPCTBEHHBIE IperapaThl
JNOJDKHBI XPAHUTBCA B 3aKpPBITOM 30HE C YCTAHOBICHUEM OTPaHUYECHUU
U TOpsAJIKa J0CTyna paOOTHUKOB MEIUIMHCKONW OpraHU3alMH, B KOTOPOM
JOJDKHBI OBITH 00ECIEYeHBl YCIOBUS XpPaHEHUS C YYEeTOM CHEeIH(PUIESCKUX
CBOMCTB MHJIMBHIyaJIbHOTO OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOrO Ipenapara
U HEOOXOJAMMOCTH  COXpaHEHHS  €ro  KadyecTBa, MPeIyCMOTPEHHbIE
TpeOOBAHUSIMU periiaMeHTa WU3TOTOBJICHUS WHABUAYJIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpemnapara.




[TPUJIOXXEHUE Ne 7
K [IpaBuiiam oOpamieHus OMOTEXHOIOTMUECKUX
JIEKAPCTBEHHBIX MPENapaToB, NPeIHA3HAYCHHBIX
IUIsl IPUMEHEHHSI B COOTBETCTBUM C MHIMBHyaIbHBIM
MEIULUHCKUM Ha3HAYCHUEM U CHELUAIBHO
M3TOTOBJICHHBIX JUUIsl KOHKPETHOT'O MalMeHTa
HEIOCPEACTBEHHO B MEJULIMHCKON OpraHU3allly,

B KOTOPOM IIPUMEHSIETCSI TAKOW OMOTEXHOIOTHUECKUN
JIEKapCTBEHHBIN IIpernapar, UMEIOIIUX B CBOEM COCTABE
COCIMHEHNs, CHHTE3UPOBAHHBIE 110 Pe3ybTaTaM
T€HETUYECKUX UCCIE0BAaHUN MaTepHaa,
IIOJIyYEHHOI'O OT ITAlIMEHTA, U1 KOTOPOTO U3TOTOBJICH
TaKOi OMOTEXHOIOTUYECKUH JIEKapCTBEHHBIH
npenapar, BKJII4as MOPSAOK UX U3TOTOBJICHUS,
IIPOBEJEHUS SKCIIEPTU3BL, OCYIIECTBIECHUSI KOHTPOJIS
KauecTBa TaKMX OMOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX
IIpenapaTroB, IPUMEHEHUS, XPaHEHUS,
TPAHCIIOPTUPOBKHU M yTHIIN3ALUHU TAKUX
OMOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX NIPENapaToB,
a Taxoke TpeOOBaHMS K TAKUM OMOTEXHOJIIOTUYECKUM
JIEKapCTBEHHBIM IIpenapaTraM U MEIULUHCKUM
OpraHu3alMsIM, HX U3rOTaBIMBAOIINM
Y IPUMEHSIOLUM

HEPEYEHD

CBe/JCHUM, HAHOCHMMBIX IIPH U3IOTOBJICHUHM OMOTEXHOJIOTHYECKOI0
JICKAPCTBEHHOI'0 NMpenapara, NpeAHa3HAYeHHOr 0 1JI PUMEHEeHUA
B COOTBETCTBUM ¢ HHAUBUAYAJIbHBIM MEAMUMHCKUM HA3HAYCHHEM
U CHECHUAIBHO U3TOTOBJIECHHOIO VIS KOHKPETHOI'0 NMallUeHTa
HeIMOCPeACTBEHHO B MEAUIMHCKONH OPraHU3auiy, B KOTOPOil IPUMEHSeTCs
TAKOW OMOTEXHOJOTMYEeCKHil JIEKAPCTBEHHBIN Mpenapar,

HA ero NepPBUYHYI0 YIIAKOBKY, BTOPHUYHYI0 YIIAKOBKY U TPAHCIIOPTHYIO
Tapy, B KOTOPYIO OMeIIeH TAKOH OMOTEeXHOJIOTn4eCKNH
JIEKAPCTBEHHBIN NMpenapar, MMeILero B CB0eM COCTaBe COeIMHEeHUs,
CHHTE3MPOBAHHBIC N0 PE3YJIHTATAM IeHETHYECKUX HCCIEeA0BAHNH
MaTepHaJja, MoJy4eHHOr0 OT MAlHeHTAa, 1JI KOTOPOro U3roToBJIeH
TaKOH OMOTEXHOJIOIMYeCKHH JIeKapCTBEHHbIN Npenapar

1. Ha mnepBuYHYI0 yNaKOBKY OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO
mpernapara,  IpPeJHAa3HAYEHHOTO  JUIsi  NPUMEHEHHs B COOTBETCTBUH
C  UHIMBUAYAJIBHBIM  MEAUUMHCKUM  HAa3HAaY€HHUEM U CIELHUAIBHO



M3TOTOBJIEHHOIO JIJI1 KOHKPETHOTO MAllMeHTa HEMOCPEACTBEHHO B MEUIIMHCKON
OpraHu3alid, B KOTOPOM TPUMEHSETCS TaKOHM OMOTEXHOJOTHYECKHI
JEKapCTBEHHBIA TIpenapaT, HMEIOIIEr0 B CBOEM COCTaBE COEJIMHEHUS,
CUHTE3UPOBAHHbBIE IO pe3yJibTaTaM T€HETHYECKHX HCCIEIOBAaHHUII MaTepuala,
MOJIYYEHHOr0  OT  MalMeHTa, [  KOTOPOro  HM3TOTOBIEH  TAaKOH
OMOTEXHOJIOTUUECKHUI JIEKApCTBEHHBIA Tpernapar (jajnee - HWHIWBUIYaJIbHBIH
OMOTEXHOJIOTUUECKUI ~ JIEKAapCTBEHHBIN  Ipemapar), XOpOoLIO0  YHUTaeMbIM
HIpUQPTOM Ha PYCCKOM SI3bIKE€ HAHOCSTCS CIEAYIOIINE CBEJICHUS:

a) HauMEHOBaHUE VH]IUBU]TyaJIbHOTO OHMOTEXHOJIOTUYECKOTO
JIEKapCTBEHHOTIO Mpernapara;

0) TOProBoe HaMMEHOBAHHE WHAUBUIYATBHOTO OHOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOTIO Mpenapara (Ipu HAJIUYuK);

B) HAUMEHOBAHUE MEJUIIMHCKOW OpraHu3aluu, B KOTOPON H3rOTOBJICH
WHIUBUYJIbHBI OMOTEXHOJIOTMYECKHH JIEKapCTBEHHBIN MTpenapar;

r) crioco® u KpaTHOCTb MPUMEHEHUS WHIUBUAYJIBHOTO
OMOTEXHOJIOTMYECKOT0 JIEKAPCTBEHHOTO Tpemnapara (B ciydae eciii 00beM
MEePBUYHOM yIaKOBKHU UHINBUIYAJIEHOTO OMOTEXHOJIOTUYECKOTO

JIEKapCTBEHHOI'0 TIpenapaTa COCTaBISIET MEHEe 2 MUJUIUIMTPOB, CBEACHUS,
yKa3aHHbIE B HACTOSIIEM MOJIMYHKTE, MOTYT HE HAHOCHUTHCS);

N) 1aTa  W3TOTOBJIEHUS U  CPOK  TOAHOCTU  WHIUBUIYATBHOTO
OMOTEXHOJOTHYECKOTO JIEKapCTBEHHOTO npemnapara, OTIPEICIICHHBIM
KaJeHJAapHOU Jaror. B ciydae ecid CpoOK TOJHOCTM HWHIAUBUAYAIBHOTO
OMOTEXHOJOTUYECKOTO  JIEKAPCTBEHHOT'O  Mperapara COCTaBJISIET  MEHeEe
15 cyTok, ykasbIBarOTCsSl jJaTa, Bpemsi (B 4acaXx W MHUHYTax) HU3TOTOBJICHUS
OMOTEXHOJIOTHUECKOTO  JICKApCTBEHHOTO  Tpemapara W Jara,  BpeMs
(B yacax W MHMHYTax) OKOHYaHHUS CpOKa TOJHOCTH WHIUBHUIYAIBHOTO
OMOTEXHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mperapara;

€) Haanuch "JIJist MHIUBUTyadbHOTO IPUMEHEHUS " ;

K) paMuiaus, UM, OT4eCcTBO (NIPH HAIWYWHU) TAIlMEHTa, AJIi KOTOPOTO
M3TOTOBJICH MHIUBUIYaJIbHBIM OMOTEXHOJIOTHUECKUH JIEKApCTBEHHBIH MIperapar;

3) HOMEp MEAMIIMHCKON KapThl MalUeHTa, JJIi KOTOPOro W3rOTOBIICH
WHJUBUYJIbHBIA OMOTEXHOJIOTMUECKUH JIEKapCTBEHHBIN Mpenapar.

2.Ha BropuuHyto (IOTPEOUTENBCKYIO) YIAKOBKY WHAUBUIYAIBHOTO
OMOTEXHOJIOTMYECKOI0 JIEKAPCTBEHHOTO Mpernapara XOpoIio YUTaeMbIM HIPU(TOM
Ha PYCCKOM SI3bIK€ HAaHOCSTCS CIeNyIolue cBeeHus (TP HEOOXOJUMOCTH):

a) HAaMMEHOBaHUE VHIUBHUIYAIBHOTO OMOTEXHOJOTUYECKOTO
JIEKapCTBEHHOIO Mpenapara;

0) TOProBo€ HAMMEHOBAHHE WHANBUIYATBHOTO OHOTEXHOJIOTMYECKOTO
JIEKapCTBEHHOTIO Mpemnapara (py HAITUYUKn);



B) HAMMEHOBAaHHWE MEIMIIMHCKON OpraHu3alii, B KOTOPOM H3rOTOBIJIEH
WHIUBUYJIbHBI OMOTEXHOJIOTMYECKHH JIEKapCTBEHHBIN MTpenapar;

r) HOMEp MW JaTa [peAOoCTaBIICHHUS pa3pelIieHUs Ha IPUMEHEHHE
WHAMBUIYAIBHOTO OMOTEXHOJIOIMYECKOTO JIEKAPCTBEHHOTO Mpenapara;

1) criocod U KpaTHOCTb IIPUMEHEHUS VHUBUYyaJIbHOTO
OMOTEXHOJIOTMYECKOTO JIEKAPCTBEHHOTO Npenapara;

€) YCIOBHSL ~ XpaHEHHUS  HMHAMBUAYAJBHOTO  OHMOTEXHOJIOTHYECKOTO
JIEKapCTBEHHOIO MPETAapara;

) JaHHbIE O CTEPWJIbHOCTH HWHIWBUIYAIBHOTO OMOTEXHOJIOTHYECKOTO
JEKapCTBEHHOIO  MpernapaTa W HaMYUM ~ WH(QEKIUMOHHBIX  areHTOB
B UHAMBUIAYAJIbHOM  OHMOTEXHOJOTMYECKOM  JIEKaPCTBEHHOM  Ipernapare
(Mukoriazma (o6miasi), BUPYC HUMMYHOJAEPUIIMTAa YelOBeKa Tuma l, BUpPYC
UMMYHOZEePUIINTa YeloBeKa Tuma 2, BUpyc rematuta B, Bupyc remarura C,
OneHast TpeToHeMa, WHbIE MHQEKITMOHHBIE arCHTHI );

3) JaTa  M3rOTOBJIEHUS WU CPOK  TOJHOCTH  MHAMBUIAYAIBHOIO
OMOTEXHOJIOIMYECKOT O JIEKapCTBEHHOT O npenapara, OIpEeJEICHHBIN
KaJICHOApHOW Jaroil. B ciydae ecaum CpOK TOAHOCTH HHIWBHUIYaJbHOTO
OMOTEXHOJIOTMYECKOTO JIEKApPCTBEHHOTO Mpernapara cocTaBiisieT MeHee 15 CyTok,
yKa3bIBaIOTCSA  Jara, Bpems (B Yacax W MHHYTax) H3TOTOBJICHUS
MHIUBUYAIBHOTO OMOTEXHOJIOTMYECKOTO JIEKapCTBEHHOTO Ipernapara U JaTa,
BpeMs (B 4yacax M MHUHYTax) OKOHYAHMSI CPOKa TOJHOCTH HMHJWBHUAYaJbHOTO
OMOTEXHOJIOTMUECKOT0 JIEKAPCTBEHHOTO Mpernapara;

1) Haanuch "JIist ”HIMBUAYaIbHOTO IpUMEHEHU "

K) hamMuivs, WMs, OTY4eCTBO (IIPW HATWYMH) TAIUEHTa, UISI KOTOPOTO
W3IOTOBJIEH MHIUBUIYaAJIbHBI OMOTEXHOJOTMYECKUH JIEKAPCTBEHHBIN IIpernapar;

J) HOMEp MEIULMHCKOM KapThl NAlWEHTa, I KOTOPOTrO HU3TrOTOBJICH
WHJIUBUAYAJIbHBIA OMOTEXHOJIOTHYCCKHM JICKAPCTBCHHBIN Mpemapar.

3. Ha TpaHCcnopTHyro Tapy, B KOTOPYI IIOMEUIEH WHAUBUIYAIbHbBIN
OMOTEXHOJIOTMYECKUN JIEKaPCTBEHHBIHN MIpernapaT, XOpoIlo YUTAEMbIM HIPU(PTOM
Ha PYCCKOM SI3bIKE€ HAaHOCSTCS:

a) CBeJIeHUsI, yKa3aHHbIe B moamyHkrax "a" - "B", "3", "u" myHkTa 2
HAaCTOSAILETO NEPEYHS;

0) yClI0BHSI TPAHCIIOPTUPOBKH;

B) IpEeAyNpeAUTENbHbIE  HAANMMCH WU MaHUIYJISUUOHHBIE  3HAKU
(u300paxkeHus, YyKa3bIBAIOIIME HAa CIOCOOBI  OOpamieHuss ¢ TPy30M)
("Bepx", "He xanroBats", "bepeub OT COTHEUHBIX JIydeil" U UHBIE).




