MMPABUTEJIbLCTBO POCCUMCKON ®EJAEPALIUN
ITOCTAHOBJEHUWE

ot 30 nexabps 2022 r. No 2537

MOCKBA

O BHeceHNU U3MeHeHUIl B mocTaHoBJieHne IIpaBuTebcTBa
Poccuiickoii ®eaepaunu ot 3 anpeys 2020 r. Ne 441

IIpaBurenscTBO Poccuiickoi Oenepaiii mn0 CTAaHOBJI A€ T ¢

l. YTBepauTe  mpuiaraeMbleé = HW3MEHEHMs,  KOTOpPbIE  BHOCSTCSA
B noctaHosyieHue [IpaButensctBa Poccuiickoit ®enepaunu ot 3 anpens 2020 r.
Ne 441  "OO6 ocobeHHOCTAX  oOpamieHus  JIEKQPCTBEHHBIX  IPENapaToB
U1 MEIULMHCKOTO TMPUMEHEHMS, KOTOpbIE MPEIHA3HAYEHBl Uil MPUMEHEHUS
B YCIOBHAX YrpO3bl BO3HUKHOBEHUS, BO3HUKHOBEHHA M JIMKBUIALUU
Ype3BbIYAMHOM CUTYALUU U JUI OPraHU3aluy OKa3aHUA MEIULIMHCKONW IMOMOIIN
JvIaM,  TNOCTPaJaBIIMM B PE3yJbTaT€  YPE3BBIUAMHBIX  CUTYalUid,
NPEeAYNPEeKICHUS YPE3BBIUAWHBIX CHTyaluid, NTPOPHIAKTHKA ¥  JICUEHUS
3a00J1€BaHMM, MPEACTABJISIOMMX OMACHOCTh JUISl OKPY’KAIOIIUX, 3a00JieBaHUMN
U TOPAXEHWM, TOJYYEHHBIX B pe3yjbTare BO3ACUCTBUS HEOJIArompUsATHBIX
XUMUYECKUX, OWONOrMuecKkuX, pamuanuoHabix  ¢akropoB"  (Cobpanme
3akoHomarenscTBa Poccmiickoit ®enepammu, 2020, Noe 15, cr.2295; No 37,
ct. 5711; Ne 48, ct. 7718; 2021, Ne 47, ct. 7864; 2022, Ne 2, ct.526; Ne 31,
ct. 5718).

2. YCTaHOBUTH, UTO:

PErUCTPAllMOHHBIE  YJIOCTOBEPEHUA  JIEKAPCTBEHHBIX  IPEMApaToOB
co cpokom peiictBusi 10 1 auBaps 2023 r., BbIJAHHBIE B COOTBETCTBUU
¢ nocradHoByieHueM lIpaBurenbctBa Poccuiickoit ®denepaunun ot 3 ampens
2020 r. Ned441 "OO ocoOeHHOCTSAX OOpamieHusl JICKAPCTBEHHBIX MPENapaToB
U1 MEIULMHCKOTO TMPUMEHEHUs, KOTOpbIE MPEIHAa3HAYEHbl ISl IPUMEHEHUS
B YCJIOBUAX YrpO3bl BO3HUKHOBEHUS, BO3HUKHOBEHHA U JIMKBUIALUU
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YpPE3BBIYANHONW CUTYaLUU U ISl OPraHUu3alii OKa3aHUs MEIULMHCKON OMOIIN
JvnaM, — IOCTpagaBIIMM B PE3yJjbTare  YpE3BBIUANMHBIX  CUTYalUM,
NPEeAyNPEeKICHUA YPE3BbIYANHBIX CHUTyallUid, NPOPWIAKTUKA U JICUCHUs
3a00J1€BaHMI, MPEACTABJISAIOMNX ONACHOCTh VISl OKPY’KAIOIIUX, 3a00JIeBaHUMN
U TOPAKEHHM, TMOJYYEHHBIX B PE3YyJbTAaTe€ BO3ACUCTBUS HEOIArompUsITHBIX
XUMUYECKUX, OWOJOTWYECKHUX, paJAMalMOHHBIX  ¢akTtopoB"  (mamee -
noctaHoBjeHue [IpaBurennbctBa Poccutickoit @enepanuu ot 3 ampens 2020 r.
Ne 441) nmo nmHA BCTYIDIEHWSA B CHJIYy HACTOAIIETO ITOCTAHOBIICHHS,
nerictButenbHel A0 1 saBaps 2024 r. m momyiexar 3aMeHe MHMHUCTEPCTBOM
3npaBooxpaneHuss  Poccuiickoii ~ ®@enmepanuu o 15 saBapa 2023 1.
0€3 MPOXOXKAEHUSA MPOUEAYPhl TOCYIAPCTBEHHON pPETHCTPALMM B OTHOIICHUU
COOTBETCTBYIOIIHNX JIEKAPCTBEHHBIX npenapaTon c BHECEHUEM
COOTBETCTBYIOIIMX 3aMUCEe B TOCYJIAPCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX
CPEACTB ISl MEAUIIMHCKOTO TPUMEHEHMUS,

paspenieHnss Ha BpeMeHHOe oOpaieHue cepun (apTHH) JISKAPCTBEHHOTO
npenapara, He€  3aperucTpupoBaHHoro B Poccuiickoii ~— denepanuu
U Pa3pelIEeHHOr0 [Ji1 MEAMIMHCKOrO TNPUMEHEHHS Ha TEpPpPUTOpUU
MHOCTPAHHBIX TOCYJAPCTB YIOJHOMOYEHHBIMH OpPTraHAMH COOTBETCTBYIOIIUX
MHOCTPAHHBIX TOCYJIAPCTB, BBIJAHHBIE B COOTBETCTBUM C MOCTAHOBJICHHUEM
[TpaButensctBa Poccuiickont ®@enepanuu ot 3 anpensa 2020 r. Ne 441 no s
BCTYIUJICHUS B CHJIy HACTOSIIETO MOCTAHOBJICHHMS, NEMUCTBUTENbHBI 10 | AHBaps
2024 r. u mojyiexkar 3amene 10 20 suBapsa 2023 r. mo 3asABJICHUIO FOPUINYECKOTO
JUIa, JACUCTBYIOIIETO B COOCTBEHHBIX HMHTEpPECax WM YHOJHOMOYEHHOTO
MPEACTABIATh WMHTEPECH JAPYroro IOPUAMYECKOTO JIMIA, HAa UM KOTOPOTO
BBIJJAaHO COOTBETCTBYIOIIEE pa3pelieHre, MpeacTaBjIeHHOMY B MHUHUCTEPCTBO
3npaBooxpaneHusi Poccuiickoit ®enepauuu B cpok no 15 suBapsa 2023 r.,
¢ BHeceHueM MunHuctepcTBOM 3apaBooxpaHeHus Poccuiickoit ®depepanun
COOTBETCTBYIOIIMX U3MEHEHUHN B PEECTP BBIJAHHBIX pa3pelIeHU Ha BPEMEHHOE
oOparieHne yka3aHHOU cepuu (TTapTUH) JIEKapCTBEHHOTO Tperapara;

pelIeHus 0 TOCyAapCTBEHHON PEerucTpaluy MpeaeabHbIX OTIYCKHBIX IEH
MPOU3BOJIUTENIC HA JIEKAPCTBEHHBIE IMPENapaTrhl, BKIIOYEHHBIE B IEPEUCHb
KU3HEHHO HEOOXOJMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IMPENapaTos,
MPUHATBIE B COOTBETCTBUM C mocTtaHoBiieHWEM llpaBurenscTtBa Poccuiickoi
Oenepau ot 3 ampenst 2020 r. Ne 441, cpok neWCTBUSA KOTOPBIX HCTEKAET
no 1 suBaps 2023 r., aeiictBuresnbhbl 10 1 suBaps 2024 r.

3. MunuctepcTBy 3apaBooxpanenus Poccuiickoit @eneparuu 1o 15 sHBaps
2023 r. BHECTH B COOTBETCTBHHU C a03alleM YETBEPTHIM MYHKTA 2 HACTOSIIETO
MOCTAHOBJICHUS] U3MEHECHMUS:
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B TPHUKa3bl O TOCYJAPCTBEHHOW PETMCTPAIMHA TPEISTbHBIX OTITYCKHBIX
IIEH MMPOU3BOIUTENICH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIIOUYESHHBIC B MIEPEUYCHD
KU3HEHHO HEOOXOAWMBIX W BAXHEWINIUX JICKAPCTBEHHBIX IPErmapaToB
(BmamenbiiaM  (Jep)karensiM) — PETHCTPAIMOHHBIX — YAOCTOBEPEHHH  TaKUX
JICKAPCTBEHHBIX TPenaparoB (YIOJHOMOYCHHBIM WUMH JIMIaM) MUHUCTEPCTBO
3apaBooxpaHenus Poccuiickoit @enaepariny Hanmpap/seT BBITUCKA U3 YKa3aHHBIX
MIPUKA30B);

B pPEECTPOBBIE 3alUCH TOCYJAApCTBEHHOTO peecTpa  MPEeaesTbHBIX
OTITYCKHBIX IIEH MPOU3BOIUTENICH HA JICKapCTBEHHBIC MPENapaThl, BKIIIOUCHHBIC
B TMEpPEUYCHb IKM3HCHHO HEOOXOJMMBIX M BaXHEHIIHMX JIEKAPCTBEHHBIX
npernaparos.

4. HacTosimiee mocTaHOBJIEHUE BCTyMaeT B cuily ¢ 1 siuBaps 2023 r.

IIpencenarens IIpaBurenscTBa ROKYMEHT IORTIACAR
Poccuiickoit ®enepanyuu 22 b L M.Muinyctun

CBEJEHUA O CEPTU®UKATE 3I1

4DCBYSDOSB2AADBE3067B22BF1D3CE444BD 2E 2EB
MocTasuwmk: PefepansHoe KasHayeilcTso
MNpasuTenscTso Poccuiickoit Gegepauuu

[leiicteutenen ¢ 10.12.2021 no 10.03.2023
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YTBEPXJIEHDBI

noctaHosyienneM I IpaBurenscTBa
Poccuiickoii @enepanun
ot 30 nexabps 2022 r. Ne 2537

M3MEHEHMU 4,

KOTOpPbIe BHOCATCS B mocTaHoBJieHUe IIpaBurenncTBa
Poccuiickoii ®enepannu ot 3 anpess 2020 r. Ne 441

1. B mpeambyne cioBa "B cooTBeTcTBUU ¢ myHKTOM 2 yactu 1 ctateu 17
®denepanbHOro 3akoHa "O BHECEHMHM M3MEHEHUH B OT/EIbHBIE 3aKOHOIATEIIbHbBIC
akTbl Poccuiickoit ®enepanun 1Mo BONpPocaMm MPERyNpexACHU U JIMKBUAALNU
Yype3BbIUAHBIX CcUTyalui', dacteto 8 crtareu 13 u wacteio 9 crateu 61
®enepanibHOro 3aKoHa "O0 0OpaleHNY JIEKAPCTBEHHBIX CPEJICTB" UCKIIOYUTD.

2.B nynkre5 cmoBa "mo 1 samBaps 2023 r." 3amMeHUTH cClOBamMu
"no 1 auBaps 2024 r.".

3.B  ocobenHocTsx ~ oOpamieHuss  JIEKAPCTBEHHBIX  IPENaparoB
JUISI MEJULIMHCKOTO TPUMEHEHMS, KOTOpPbI€ MPEIHA3HAYEHbI ISl MPUMEHEHUS
B YCIOBHAX YrpO3bl BO3HUKHOBEHUS, BO3HUKHOBEHHA U JIMKBUIALUU
YPE3BBIYANHONW CUTYyalWU U ISl OPraHU3aluu OKa3aHUs MEIULIMHCKON TOMOIIN
JvIaM,  T[OCTPaJaBIIMM B PE3yJbTaT€  YPE3BBIUAMHBIX  CUTYalHUi,
NPEeAyNPeKICHUS YPE3BBIYAWHBIX CHUTyaluid, TPOPWIAKTUKH W JICUCHHS
3a00J1€BaHMM, MPEACTABIISIOMIMX OMACHOCTh YISl OKPY’KAIOIIUX, 3a00JieBaHUMN
U TOPAKEHWM, TMOJYYEHHBIX B pE3yJbTaTe BO3ACHCTBUS HEOIArompUsTHBIX
XUMUYECKUX, OMOJIOTUYECKUAX, PaJUAMOHHBIX (DaKTOPOB, YTBEPKICHHBIX
YKa3aHHbBIM [MOCTAHOBJICHUEM:

a) B ab3are TperbeM myHkTa 14 crmoBa "mo 1 smBaps 2023 r." 3aMeHHTH
cinoamu "no 1 suBaps 2024 r.";

0) ab3aIrl mepBbIi MyHKTA 17" pomosnHuTs croBaMu ", 33 HCKIIOYCHHEM
ciyuaeB, yeraHoBneHHbIX myrkramu 17 - 17" nacrosmero nokymenTa";

B) momouuth myHkTamu 17" - 17" cnemyromero coneprxanus:

"17"!. Jlnn  BHECEHHS W3MCHCHMH B JOKYMEHTBI, COAEPIKALINECS
B PErUCTPALIMOHHOM JIOCh€ Ha HWMMYHOOHUOJIOTUYECKUN JIEKAPCTBEHHBIN
npemnapar, NPUMEHSEMBbI a1 TPOPUIAKTUKA HOBOM KOPOHABUPYCHOMU
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WH()EKIMN, B 4aCTH CMEHBl AHTUTCHHOTO (IITAMMOBOTO) COCTaBa JAEP KATENb
WIM BIIQJENICI] PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara
npeacTapiisieT B MUHHUCTEPCTBO CIIEIYIONTNE JOKYMEHTHI:

a) 3asBJICHUE O BHECEHUU W3MEHEHUU B JIOKYMEHTBI, COJEp KaIIuecs
B PETMCTPALMOHHOM JOChE€ HA 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
JUTST MEIWIIMHCKOTO TPHMEHEHHUs, 1o ¢dopMe, MPEAyCMOTPEHHOW dYacThio 1
cratbu 30 denepanpHoro 3akona "O0 oOpalieHUH JIEKApCTBEHHBIX CPEJICTB'

0) CKOPPEKTHUPOBAHHAS HOPMAaTHUBHAs JOKYMEHTAIH
HAa UIMMYHOOMOJIOTUYECKUN  JIEKAPCTBEHHBIN  mpemapar,  MNPUMEHSEMbIN
TS POUITAKTUKA HOBOW KOPOHABUPYCHOW MH(EKIIHNH,

B) PE3yJIbTATHI JTOKTMHUYIECKUX WCCIIeTIOBAHMIMA IPOTEKTUBHOM
3 PeKTHBHOCTH U OE30IMACHOCTH,

T) pE3ybTaThl  OIEHKA  PEAKTOTeHHOCTH W WMMYHOTE€HHOCTH
UMMYHOOHMOJIOTHYECKOTO  JIGKQPCTBEHHOTO  Tpemapara,  HIPUMEHSEMOTO
TSt MPOUITAKTUKA HOBOW KOPOHABHPYCHOW WH(EKINH (C YJaCTHEM HE MEHEE
50 3mOpoBBIX AOOPOBOJBIEB), KOTOPHIE MOTYT OBITh TOJMydYeHB O€3
YTBEPKIICHUS MTPOTOKOJIA I MTPOBENCHUS KIIMHUYECKUX MCCIIEIOBAHMIA,

1) TApAaHTUIMHOE MHCHMO O TMPOBEACHUM KIMHUYECKOTO WCCIIEIOBAHUS
c IEJTBIO JIEMOHCTpPAIIAH s dexTuBHOCTH " 0€30macHOCTH
UMMYHOOHMOJIOTHYECKOTO  JIGKQPCTBEHHOTO  Mpemapara,  IPUMEHSEMOTO
U1 TPO(UIIAKTUKH  HOBOM KOPOHABUPYCHOM WH(MEKIIMM MPOTUB HOBOTO
mTaMMa BHUpPYCa, B TMEPUOJ TOCJE YTBEPKICHUS W3MEHEHHMs, KacaroIerocs
HOBOT'O @aHTUT€HHOTO (IIITAMMOBOI0) COCTaBA;

€) cBeAeHUs 00 YyIUlaTeé TrOCYJapCTBEHHON TMOLUIMHBI 32 BHECEHHE
B JTOKYMEHTBHI, coJiep KaIimecs B PETHCTPAITMOHHOM JIOChE
Ha 3apETUCTPUPOBAHHBIA  JICKAPCTBEHHBIN mpemapar il MEIUIIUHCKOTO
MIPUMEHEHUS, W3MCHEHU, TpeOyIOmux MIPOBEACHUS HKCITEPTHU3HI
JICKAPCTBEHHBIX CPEACTB B YACTH OKCIEPTHU3Bl KadyecTBa JIEKAPCTBEHHOTO
cpencTBa M (WJIH) SKCIIEPTU3bI OTHOMICHHS 0KUIAEMOU TMOJIb3bI K BO3MOKHOMY
PUCKYy TIPUMEHEHUWs JIEKQPCTBEHHOTO Tpermapara Uil  METUIIUHCKOTO
NPUMEHEHUSI (COOTBETCTBYIOMIMA JOKYMEHT, TOATBEPKIAIOIUN  yIIjIaTy
roCyJapCTBEHHON MONLINHBI, KOTHS TAKOTO JOKYMEHTA WU UHOE).

17'2. B teuenme 3 pabouux JHEH cO MOHA MPUHATUS JTOKYMEHTOB,
ykasaHHbIX B myHKTe 17" HacTosmero nokymenTa, MUHHCTEpPCTBO:

a) MPOBOJAWT  TPOBEPKY  TMOJHOTHI  CBEIEHUH,  COACPIKAIIUXCS
B TIPE/ICTABJICHHBIX 3aSBUTENIEM JOKYMEHTAX;

0) IpUHUMAET peIIeHue O TPOBEICHUU WM 00 OTKa3e B MPOBEICHUU
SKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHBIX CPEJCTB U (WJIN) SKCIIEPTU3BI OTHOIIEHUS
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0’KMJIA€MOM TIOJB3bl K BO3MOXKHOMY pPHUCKY MPUMEHEHHsS JIEKAPCTBEHHOTO
npenapata. B ciaydae nNpuHATHA pelieHus O MPOBEICHUH SKCIEPTU3bl KAa4eCTBa
JIEKAPCTBEHHBIX CPEACTB U (MJIM) SKCHEPTU3BI OTHOIICHUS OXKUIAEMOU MOJIb3bI
K BO3MOXXHOMY PHCKY NIPUMEHEHHS JICKAPCTBEHHOIO TMpemnapara BbIJAET
AKCHEPTHOMY YUPEKICHHUIO COOTBETCTBYIOIICE 3a/I1aHUE;

B) YBEAOMJIIET B NMHUCbMEHHOUW (opMe M (W) B (GopMe DJICKTPOHHOTO
JOKYMEHTA 3asBUTENII M SKCIEPTHOE YUPEKIACHHUE O TPUHATOM PEIICHUU.
B cnydae mpunsaTHs penieHus 00 OTKa3e B MPOBEIECHUM SKCIEPTHU3bl KauecTBa
JICKAPCTBEHHBIX CPEACTB W (WJIHM) SKCIEPTHU3BI OTHOIICHUS OXKUTAEMOU IOJIH3BI
K BO3MO>XHOMY PHUCKY MPUMEHEHUS JIEKApCTBEHHOTO npenapata MUHUCTEPCTBO
yYKa3bIBAET MPUUUHBI TAKOTO OTKA3a.

17"°. B ciyuae BBISIBICHHS HEJOCTOBEPHOCTH H (HIIH) HEIOCTATOYHOCTH
uHdoOpMaIK, conaepKameics B TPEACTABICHHBIX 3asBUTENIEM JTOKYMEHTaX,
MMHHUCTEPCTBO HAMPABJISIET 3asABUTENIO 3anpoc OO0 YTOYHEHUU YKa3aHHOMU
uHdopmarm. 3anmpoc MuHUCTEPCTBA MOXKET OBITH TIEPEAAH YIIOTHOMOYSCHHOMY
MPEACTABUTEIIIO 3asBUTENISI JIMYHO TOJA PACHUCKYy, HANpaBi€H MO MOYTe
3aKa3HbIM MUCbMOM 15810 nepeaaH B ANIEKTPOHHOMI dbopme
M0 TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBSI3U. B ciyuae HampaBieHHUs 3ampoca
MuHHUCTEPCTBA MO MOYTE 3aKAa3HBIM TMHCbMOM OH CYUTACTCS IMOJYYEHHBIM
10 UCTEYEHUHU 6 JHEH CO IHS HalpaBJIEHUS 3aKa3HOTO MHUChMA.

17", 3asBurens 06s3an MPEACTaBUTh OTBET Ha 3ampoc MuUHHMCTEpPCTBA
B CPOK, HE MpeBbImaonmii 3 pabounx nHed co AHsA ero moiydeHus. Cpok,
yKa3aHHBIH B TyHKTe 17'° HACTOSIIEro OKYMEHTA, NPHOCTAHABIMBAETCA
CO JIHS HANpaBJICHHs 3asABUTENIO 3ampoca MUHHUCTEPCTBA 10 AHSA MOJIYYECHUS
UM COOTBETCTBYIOIIIETO OTBETA M HE YYUTHIBACTCS TPU MCUUCICHUH CPOKa
BHECEHUS U3MEHEHUN B IOKYMEHTBI, COJIEPKAIIUECA B PETUCTPAIIMOHHOM JI0ChE
Ha UWMMYHOOMOJIOTUYECKHI  JIGKAPCTBEHHBIM  mpemapar, MNpUMEHSEMbIN
TSt TPO(UIIAKTAKA  HOBOW KOPOHABHPYCHOW WH(MEKIIMM, B YaCTH CMEHBI
AHTUTE€HHOTO (IITaMMOBOT0) COCTAaBA.

17"°. OcHoBaHHeM s OTKa3a B MPOBEJCHHH OSKCIEPTH3bI KauecTBa
JIEKAPCTBEHHBIX CPEACTB U (WJIM) SKCHEPTHU3BI OTHOIICHUS OKUAAEMOU TIOJTB3bI
K BO3MOJKHOMY pHUCKYy HPUMEHEHHS JIEKQpCTBEHHOrO IpernapaTra sBJISIETCA
MPEACTABICHHE [OKYMEHTOB, VKa3aHHBIX B myHkre 17" Hacrosmero
JOKYMEHTA, B HETIOJIHOM 00BheMe, OTCYTCTBHE WH(OPMAITUH, TTOATBEPKIAIOIIICH
dakT ymIaTel TOCYJAPCTBEHHON TMONUIMHBI 32 BHECEHHUS W3MEHEHUH
B TOKYMEHTBI, coJiepIKaIInecs B PErUCTPAlluOHHOM JIOChE
Ha 3apEerUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Tpenapar uisi MEOULUHCKOTO
MIPUMEHEHMUS, U3MEHEHUN, TpeOyrOmuxX MIPOBEICHUS AKCTIEPTU3BI

6000820 ¢

(AT




JIEKaPCTBEHHBIX CPEACTB B YACTHM OKCIEPTHU3bl KA4yeCcTBa JIEKAPCTBEHHOIO
CpelncTBa U (WJIM) SKCIIEPTU3bI OTHOIICHHS OKUAAEMON TMOJIb3bI K BO3MOKHOMY
PUCKYy TNPUMEHEHUs JIEKapPCTBEHHOrO Ipemapara Uil  MEIUIMHCKOIO
MPUMEHEHHS, MO0 HENpPEACTABJICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIA CPOK
OTBETa HA yKa3aHHbI# B myHKTe 17'7 HAcTOSIIEro MOKYMEHTa 3ampoc
MuHuCTEepCTBA, a Tak)Ke OTCYTCTBHE B YKa3aHHBIX JOKyMEHTaX WHMOpMarww,
KOTOpas JOJDKHA ObITh B HUX OTPa’KEHA.

17"°. Dkcreprrsa KadecTBa JIGKAPCTBEHHOTO CPEICTBA U (W) SKCIEPTH3A
OTHOWIIEHUS OXKHUJAEMON TMOJb3bl K BO3MOXXHOMY PHUCKY TPUMEHCHUSA
JIEKapCTBEHHOTO Tpernapara Jjisi MEJULIMHCKOTO NPUMEHEHUS B LEISAX BHECCHUSA
W3MECHEHUI B JOKYMEHTBI, COJEPKAIIMECS B PETUCTPALMOHHOM JOCHE
Ha UMMYHOOMOJIOTUYECKHI  JIEKAPCTBEHHBIM  mpemapar, MNpUMEHSEMbIN
I TPO(UIIAaKTUKKA HOBOW KOPOHABUPYCHOW WH(MEKIIMH, B YACTH CMEHBI
QHTUTEHHOTO (IITaMMOBOTO) COCTaBa TMPOBOJUTCA KOMHUCCHEH OKCIIEPTOB
SKCMIEPTHOTO YUPEKACHUSA B CPOK, HE MpeBblmaromiuii 10 pabounx nHeEn.

17".B cayd4ae€  HEIOCTaTOYHOCTH  IPEACTABJIEHHBIX  3KCHEPTY
MATE€pUATIOB ISl aud 3aKIIIOUEHHS HKCIEPT OOpaliaeTcss K PYKOBOIUTEIIO
AKCHEPTHOTO YUPEKIAEHUS O MPEIOCTABJICHUH €My HEOOXOJIUMBIX MaTE€pUAJIOB.
PykoBoauTenb 3KCHEPTHOrO YUPEXKACHHS OOpamaercs ¢ COOTBETCTBYIOLIUM
3anpocoM B MuHucTepcTBO. B TeueHue 2 pabouux OHEW CO AHS MOCTYIUICHUS
3ampoca PyKOBOAMTENS SKCIEPTHOTO yUpekIeHUs MHHUCTEPCTBO HANpPaBIIsACT
3aBUTEIIIO 3apOC O MPEACTABICHUM HEOOXOAMMBIX MaTEPHAIOB, KOTOPBIN
MOXKET OBITh NEpPeAaH YMOJHOMOYEHHOMY IPEACTABUTENIO 3ASBUTEINS JIMYHO
MOJ PaCIUCKy, HAMpPaBJEH IO TMOYTE€ 3aKa3HbIM IHChbMOM WM TNEPEIaH
B JJICKTPOHHOH (hopMe IO TEIIEKOMMYHHKAITMOHHBIM KaHalaMm CBs3H. B ciydae
HampaBJjIeHUs 3amnpoca MHMHHCTEPCTBA MO TOYTE 3aKa3HBIM MHCHbMOM
OH CUUTAETCS TMOJYYEHHBIM IO HCTEUeHMH 6 JHEH CO JHA HalpaBJICHUS
3aKa3HOT0 MUChMA 3aABUTEITIO.

17"®. 3asBurens o6s3an MpEeACTaBUTh OTBET Ha 3ampoc MwuHHCTEpCcTBa
B CPOK, HE MPEBBIMAOMIMN 5 pabounx AHEH CO JHSA MOJYYEHUS YKA3aHHOTO
3anpoca. MUHUCTEPCTBO B TeueHWEe 3 paboumx AHEH €O OHS MOCTYIUICHUS
OT 3asABUTENIA OTBETA HAa 3anmpoc MUHHCTEPCTBA HANPABISAET O3TOT OTBET
B DOKCHEPTHOE YUYpEeKICHHE. B cilyyae HENpencTaBICHUS MO HWCTECYEHUH
5 pabouux pAHEW 3asBUTENIEM OTBETAa HA YKa3aHHBIA 3anpoc MHHHCTEPCTBO
B TeueHHe S5 pabouux [AHEH HaAMpaBiA€T B OSKCIEPTHOE YUPEKICHUE
YBEIOMJIEHME O HENPEIACTABJICHUWH  3asBUTEJIEM OTBETA HA  3ampoc
MunucrepcTBa. Bpems co nHs HanpasiieHHs 3anpoca MuHHCTEpPCTBA 00 JIHS
IOJIy4YE€HUsA SKCIEPTHBIM YUYPEKICHHEM OTBETA Ha 3alpOC WM YBEIOMIICHUSA
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O HEMpPEJCTABJICHUN OTBETA HA 3aMpPOC HE YUYUTHIBACTCS MPU UCUUCIIEHUU CPOKa
MPOBEACHUS SKCIIEPTU3bl KAYeCTBA JICKAPCTBEHHBIX CPEACTB M (WJIM) SKCHEPTH3BI
OTHOILLIEHHS OXHAAEMON TOJNb3bl K BO3MOXXKHOMY PHCKY MPUMEHEHUS
JIEKQpCTBEHHOTO IMpernapara.

17"°. B cpok, He mpeBbmarommii 3 paboumx MHEH CO AHS MOTyYCHHUS
3aKJIIOUCHUST KOMHCCHHU JKCIEPTOB MO pe3yJibTaTaM SKCHEPTU3bl KadyecTBa
JICKAPCTBEHHBIX CPEACTB W (WJIHM) SKCHEPTHU3BI OTHOIICHHS OYKUIAEMOM TOJTB3bI
K  BO3MOXHOMY  PHUCKYy  TNPHUMEHEHUS  JIGKAPCTBEHHOrO0  Ipernapara,
MUHHCTEPCTBO:

a) OCYIIECTBIIACT OIEHKY OSTOTO 3aKIIOYCHHUS YIS  ONPEACIICHUS
€ro COOTBETCTBHS 3aJJaHUIO HA MPOBECHNE YKA3aHHOW SKCIIEPTHU3HI (YKA3aHHBIX
AKCIEPTHU3);

0) IpUHUMAET pENIeHHEe O BHECEHWW W3MEHCHUH B JIOKYMEHTHI,
COJEpIKalllUecs] B PETUCTPALIMOHHOM JOCh€ HAa HMMYHOOUOJIOTUYECKUI
JICKapCTBEHHBIN  Tpemapar, TMPUMEHSEMbI i NpO(UIAKTAKH  HOBOU
KOPOHABUPYCHOM WH(EKINUA, B YaCTH CMEHBI AHTUTEHHOTO (IIITaMMOBOTO)
COCTaBa Wiu 00 OTKAa3e BO BHECEHUH YKA3aHHBIX U3MEHEHHIA,

B) BHOCHUT NPH MPUHATUN PEIICHUS O BHECEHUU U3MEHEHHI B JOKYMEHTHI,
COJEpIKaIlMECs] B PETUCTPALIMOHHOM JOCh€ HAa HWMMYHOOMOJIOTUYECKUI
JICKapCTBEHHBIN  Tpemapar, TPUMEHAEMbI i NpOodUIAKTUKH  HOBOU
KOPOHABUPYCHOW WH(EKINWH, B YAaCTH CMEHBI AHTUTEHHOTO (IITAMMOBOTO)
COCTaBa CBEICHHUS B TOCYJAPCTBEHHBIM pEECTpP JIEKAPCTBEHHBIX CPEACTB
Y BBIJAET 3afBUTEIO0 PETUCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO
npernapara, B ClIydae €CJId YKa3aHHble WM3MEHEHHs 3aTparuBarOT JTAHHbBIC
PETUCTPAIMOHHOTO YAOCTOBEPEHMUS.

17""°. OcHoBanmem mmst OTKa3a BO BHECEHHH MHHHCTEPCTBOM
U3MEHEHU B JIOKYMEHTBI, COJEpXaIIUecss B PETUCTPALMOHHOM JIOChE
Ha UMMYHOOMOJIOTUYECKHI  JIEKAPCTBEHHBIM  mpemapar, MpPUMEHSEMbIN
Ui TPO(MIIAKTHKYA HOBOW KOPOHABUPYCHOW WH(EKIMH, B YaCTH CMEHBI
AHTUTEHHOTO (IITaMMOBOTO) COCTaBa SBJISETCSA 3aKIIOYEHUE OKCIIEPTHOTO
VUPEKIECHUST O  BO3MOXKHOCTH  CHWIKEHUS  O€30MaCHOCTH,  KayecTBa,
3 (PEKTUBHOCTH JIEKAapCTBEHHOTO CPEACTBA B ClAydae BHECEHUS TaKHUX
M3MCHCHHUN. "

r) B myHkre 177 ciosa "1 aexaGpst 2022 r." 3amennts croBamu "1 nexadpst
2023 r.";

n) B mynkte 18 ciosa "1 suBaps 2023 r." 3amenuth cioBamu "1 sHBaps
2024 r.".
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