MNoctaHosneHwue MpasuTtenscrea PO ot 05.04.2022 N 593
(pen. ot 28.12.2024)
"06 0cobeHHOCTSX 0bpalLeHunsi NeKapCTBEHHbIX CPEACTB. ..

NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALIMA

NMOCTAHOBJIEHUE
ot 5 anpensa 2022 r. N 593

Ob OCOBEHHOCTAX
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB AJ1A MEAMUMHCKOIO NPUMEHEHUA
B CNYYHAE OE®EKTYPbI UM PUCKA BO3HUKHOBEHUA OEDEKTYPbI
NEKAPCTBEHHbIX NMPEMAPATOB B CBA3U C BBEOEHMEM B OTHOLLEHUA
POCCUNCKON ®EQEPALUN OTPAHUYUTENbHBIX MEP
OKOHOMMYECKOIO XAPAKTEPA

CIucoK U3MEHSIOUINX TOKYMEHTOB
(8B pen. I[locranoBnenuii [IpaButensctBa PO ot 05.04.2022 N 593,
ot 14.11.2022 N 2056, ot 27.05.2023 N 824, ot 21.12.2024 N 1851,
ot 28.12.2024 N 1964)

B cootBerctBuUM ¢ wacThio 8 crtathu 13, yacteio 3.2 cratbu 47 ®DenepambHoro 3akona "OO
oOpaIleHuH JICKapCTBEHHBIX CPeCTB" U MMyHKTOM 3 yactu 1 cratbu 18 denepanbHOro 3aKoHA OT 8 Mapra
2022 . N 46-®3 "O BHeceHMH H3MEHEHHUH B OTHEJIbHBIE 3aKOHOHATEIbHBIE aKTHl POCCHHCKON
Oenepanun" [MpaButenscTBo Poccuiickoit denepaninu moCcTaHOBIISET:

1. YTBepauTh mpuiaraeMble 0COOEHHOCTH OOpaIlEeHUs JIEKAPCTBEHHBIX CPEACTB Il MEAULIMHCKOTO
MIPUMEHEHHUS B cllydae Je(QEeKTypbl WM PUCKAa BOZHUKHOBEHUS JeQEKTYpbl JIEKAPCTBEHHBIX MPENapaToB B
CBA3U C BBEIECHHEM B OTHomeHuu Poccuiickoil Penepauyiyi OrpaHUYUTENBHBIX MEP YKOHOMUYECKOIO
Xapakrepa.

2. YCTaHOBUTb, UYTO MO 3asBJICHUIO IOPUAMYECKOTO JIMIA, JEHCTBYIOIIErO0 B COOCTBEHHBIX
MHTEpEecax WIM YIOJIHOMOYEHHOTO TPEJACTAaBIATh HMHTEPECHl JIPYroro IOPUAWYECKOro JHIA MU
3asBJIAIOIIETO JIEKAPCTBEHHBIE MpEnaparbl A MEAMLIMHCKOIO IPUMEHEHHS Ha TOCYIapCTBEHHYIO
PErucTpanmio, OJJaHHOMY B YCTAHOBIICHHOM IOpsiAKe B MHUHHCTEPCTBO 3/1paBooxpaHeHus Poccuiickoi
@enepauy 10 OHSA BCTYIUIEHUS B CHJIy HACTOSLIETO IIOCTAHOBJIEHMs, B CIIy4ae HEBO3MOXKHOCTHU
MIPOBEJICHUS SKCIEPTU3bI KaueCTBa JIEKAPCTBEHHOI'O CPEJCTBA B SKCIIEPTHOM YUPEKIECHUH, YKa3aHHOM B
cratee 15 ®enepanbHoro 3akoHa "OO oOpalleHuH JEeKapCTBEHHBIX CPEACTB" (B TOM YMCIe MO MPUYUHE
OTCYTCTBHUSI OOOpYyIOBaHUS M (MJIM) KOMIUIEKTYIOIIMX K HEMY, PAacXOJHbIX MaTepuajoB, 00pa3lioB
¢bapmarieBTHYECKONH CyOCTaHIIMM, TECT-IITAMMOB MHKpPOOPTaHU3MOB, KYJIbTYphl KIJIETOK, OOpa3LoB
BEIIECTB, IPUMEHSAEMBIX JJIs1 KOHTPOJS KauecTBa JIEKAPCTBEHHOI'O CPEACTBA IYTEM CpPaBHEHUS C HUMH
HCCIIEyeMOr0 JIEKAPCTBEHHOT'O CPEJICTBA, B KOJMUECTBAX, HEOOXOAMMBIX JJIsi BOCIIPOU3BEACHUSI METO/I0B
KOHTpPOJISI KadecTBa) JOIMYCKaeTcs MpPOBENEHUE OHKCIEPTHU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB C
HCIIOJIb30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aMMOJICHCTBUSA, B TOM YHUCJE MOCPEICTBOM ayJuo- WIIU
BUJICOCBSI3H, MOPSIIOK U (POPMBI KOTOPOTO OIMPEAEISIOTCS SKCIEPTHBIM YUPEKICHUEM 0 COTJIaCOBAHUIO
C YKa3aHHBIMU 3asBUTEIISIMHU.

(B pen. [locranosnenus IlpasurenscrBa PO ot 14.11.2022 N 2056)

3. Hacrosmiee mocTtaHoBieHHe BCTYHa€T B CUIIy CO OHA €ro O(I)I/IL[I/IaJ'IBHOFO OHY6JII/IKOBaHI/I$I n
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nericteyer mo 31 nmekabps 2027 r., 3a HCKIOYEHHEM TIYHKTa 65 0COOCHHOCTEH oOpalieHus
JICKApCTBEHHBIX CPEACTB JJsl MEIUIIMHCKOIO TPUMEHEHUs B ciaydae JAe(eKTypbl WM pucKa
BO3HUKHOBEHHUS Je(EeKTypbl JIEKAPCTBEHHBIX IIPENapaToB B CBS3U C BBEJIEHUEM B OTHOUICHHUH
Poccuiickoit ®@enepanyu  OrpaHUYUTENBHBIX MEP HOKOHOMHYECKOIO XapaKTepa, YTBEPKIACHHBIX
HACTOSIIUM ITOCTAaHOBJICHHEM, KOTOPBIN JeicTBYeT 10 1 deBpans 2024 T.

(B pexn. IlocranoBnennii IIpaBurenscrBa PO ot 14.11.2022 N 2056, ot 27.05.2023 N 824, ot 21.12.2024
N 1851)

[Ipencenarens [IpaBuTenbcTBa
Poccuiickoit enepanuu
MMHUITYCTHUH

YTBEpKACHBI

nocranoBiieHueM [IpaBurtenscTBa
Poccuiickoit @enepanuu

ot 5 anpens 2022 r. N 593

OCOBEHHOCTH
OBPALLUEHUA NEKAPCTBEHHbLIX CPEACTB AnA MEANUMHCKOIO NPUMEHEHUA
B CITYYAE OE®EKTYPbI UM PUCKA BO3HUKHOBEHUA OE®EKTYPbI
JNNEKAPCTBEHHbIX NMPENAPATOB B CBA3U C BBEOAEHUEM B OTHOLLEHUU
POCCUNCKON ®EQEPALIUN OTPAHUYUTESNIbHBIX MEP
OKOHOMMYECKOI'O XAPAKTEPA

Crnycok U3MEHSIOIUX JOKYMEHTOB
(B pexn. ITocranosnenuii [IpaBurenscra PO ot 05.04.2022 N 593,
ot 14.11.2022 N 2056, ot 27.05.2023 N 824, ot 21.12.2024 N 1851,
ot 28.12.2024 N 1964)

|. O6wme nonoxeHuns

1. Hacrosimumii JOKYMEHT ompenensieT 0COOEHHOCTH 00pallleHus JIEKapCTBEHHBIX CPEJICTB B cliyyae
ne(eKTypbl WIN prCcKa BOSHUKHOBEHMS J1e(EKTYphl JEKapCTBEHHBIX MPENapaToB B MEPUOJ BBEICHHS B
otHowmeHnn Poccuiickoit denepanuy OrpaHUYUTENBHBIX MEP 3KOHOMHYECKOTO XapakTepa IpH YCIOBUU
COOTBETCTBUS JIEKAPCTBEHHBIX IIPENapaToB TpPeOOBaHUSAM, YCTAaHOBJIEHHBIM IpPH TOCYJapCTBEHHOM
perucTpanmm, 3a UCKIOYEHHEM TpeOOBAHUN K MEPBUYHOM YMaKOBKE, BTOPUYHOU (MOTPEOHTENHCKOM)
YIaKOBKE M MapKHPOBKE, a TaK)Ke NMPH HATMYUHM HAa BTOPUYHOH (MOTPEeOUTENHCKON) U TIEPBUYHOM (eciu
MIPUMEHMMO) YIAaKOBKE CaMOKIIESAIeCs JTUKETKH, cojJepkailied HHQOopMaluio O JIEKapCTBEHHOM
Ipenapare Ha pyCCKOM S3bIKE, B TOM YHUCIIE:

FOCY}IapCTBeHHOI‘/II peructpainu JICKAPCTBCHHBLIX IMpE€HaparoB A MCIUIHUHCKOIO IMPUMCHCHUA
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(manee - mekapCTBEHHBIN Mpemnapar);

BHECEHHS U3MEHEHUU B JJOKYMEHTBI, COJIEPKAIUECS B PETUCTPAITMOHHOM J0ChE Ha BKIIOYEHHYIO B
rOCy/IapCTBEHHBI PEecTp JIEKApCTBEHHBIX CPEACTB (papMaleBTUUECKYIO CyOCTaHIMIO, POU3BEICHHYIO
JUI pealln3aliu;

MOATBCPKIACHUA W  OTMCHBI FOCYHapCTBeHHOﬁ peructpanmu JICKApCTBCHHOI'O IIpfriapara,
3apCTUCTPUPOBAHHOTO B COOTBETCTBUH C HACTOAIIUM JOKYMCHTOM,

BBO3a HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTroB, HMX IEPEBO3KY, peaau3alHuIo,
nepeAaydy, 10 OKOHYAHHS CPOKAa TOJAHOCTH XPAaHEHHE, OTIYCK, PO3HUYHYIO TOPTOBIIO (B TOM YHCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM), TPHUMEHEHHE B YMAaKOBKaX, MpEJHA3HAUYEHHBIX [UIsi OOpalleHus B
WHOCTPAHHBIX FOCY/IapCTBaX.

2. JlepexTypa MIM PUCK BO3HHUKHOBEHMS J1€(EKTYphl JICKAPCTBEHHBIX MpENapaToB C yKa3aHUEM
HanMEHOBaHHUH (MG)KIIYHaPOI[HI)IX HEIIaTCHTOBAHHBIX, HJIM XHMHYCCKHUX, HIIN I‘pynHI/IpOBOLIHBIX), ux
¢dbopM, 103UPOBOK, HAIMYME TEPAEBTUYECKUX aHAJIOTOB U B MHBIX CIIydasix OOpalleHUs JIEKApCTBEHHBIX
IIpenapaToB ONPENEISAIOTCS MEKBEIOMCTBEHHOM KOMMCCHEM, IIOJIOKEHHE O KOTOPOM M COCTaB
yIBep)KIatoTcs ~ MMHHCTEpCTBOM  3apaBooxpaHeHuss — Poccuiickoit ~ @epepauum  (mamee -
MECXKXBEIOMCTBCHHAsA KOMI/ICCI/Iﬂ). Pemenne MC)KBCI[OMCTBCHHOﬁ KOMHUCCHU O(i)OpMJI?IeTCFI 3aKJIIIOYCHHUEM,
(dopma KOTOpOro yTBepkaaercsi MUHUCTEPCTBOM.

B memsix Hacrosiiero JOKyMEHTa IO TePareBTHUYECKUM aHAJIOrOM MOHUMAETCS JIEKapCTBEHHBIN
npenapar, MEXIYHapOJHOE HEMNAaTeHTOBAHHOE HAaUMEHOBAaHME KOTOPOrOo 3aperucTpUpOBaHO B
Poccuiickoit denepannu, B TOM 4UCe KOTOPBIM paHee 3apeructpupoBaH B Poccuiickorn denepannu U B
OTHOIICHUH KOTOPOTO MPUHATO PElIeHHE 00 OTMEHE TOCyIapCTBEHHOW PETHCTPAllMU B COOTBETCTBHH C
nyHkramu 2 - 8 crateu 32 ®enepanbHOro 3akoHa "OO oOpalieHUH JIEKapCTBEHHBIX CpeACTB',
OTHOCSIIIMICA K TOU K& (hapMaKoTeparneBTHUECKOW TpyIIe, BO3ACHCTBYIOMIMM HAa Ty e OHOMHIIEHb
(w1 ee penenTop) M MPUMEHSEMBIH N0 OJHOMY M3 IMOKa3aHWUW, YTO U JICKAPCTBEHHBIM Ipemnapar, B
OTHOIIEHUH KOTOPOTO MEXBEIOMCTBEHHOM KOMHCCHEH YCTaHOBIeHa JAe(eKkTypa WIM pUCK ee
BO3HUKHOBEHMsI. TepaneBTUUecKasi aHAIOTMYHOCTh YCTAHABIMBAETCSI MEXKBEIOMCTBEHHON KOMUCCHUEH.

CBeneHMs O PpEIICHUSAX MEXBEIOMCTBEHHOW KOMHCCHU pa3MeLaloTcs Ha O(QUIMAIBHOM caiiTe
MunuctepcTBa 31paBooxpanenust Poccuiickoit denepanny B ”HGOPMAITMOHHO-TEIIEKOMMYHHUKAITMOHHOMN
cetu "Unrepuer" (nanee - cets "MHTepuet").

B cocraB MeXBEJOMCTBEHHOM KOMHCCHM BKIIIOYAKOTCS IpeAcTaBUTENM MuHucTepcTBa
NPOMBIIIIEHHOCTH U ToproBiau Poccuiickoit ®eneparun, @DenepanbHO TaMOXEHHOW —CITyKOBI,
@enepanbHOl  CIyx’Obl MO HaA30py B cdepe 3ApaBOOXpAHEHUS M JAPYTUX 3aUHTEPECOBAHHBIX
(benepanbHBIX OPraHOB MCIIOTHUTEIHHON BIACTH.

Il. OcobeHHOCTU rocyaapCTBEHHOW permcTpauum
NneKapCcTBEHHbIX NpenapaToB

3. I'ocymapcTBeHHas: perucTpaius JICKAPCTBEHHBIX MPENnapaToB OCYIIECTBISIETCS MUHHUCTEPCTBOM
3apaBooxpanenus Poccuiickor denepanumu.

4. Jlma TOCYIapCTBEHHOW PErucTpalyy JEKApCTBEHHOrO IMpenapara PUAUYECKOe JHIO,
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JeicTByIoNee B COOCTBEHHBIX HHTEpPECcax WM YIOJIHOMOYEHHOE MPEJCTaBIsITh HUHTEPECH JIPYroro
IOPUANYECKOTr0 JIMIIA, 3asBIIAIOIIEE JIEKAPCTBEHHBIHM Mpenapar Ha rocy1apCTBEHHYIO pEerucTpaluio (Jaiee
- 3asdBUTENb), MPEACTaBiIsieT B MHMHHCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit @enepanuu B dopme
9JEKTPOHHBIX JIOKYMEHTOB, TOJMUCAHHBIX JJCKTPOHHOW TOJIMUCHIO, CIEAYIOIINE JTOKYMEHThl U
CBEICHHUS:

a) 3ajgBJICHME O TOCYIJapCTBEHHOM perucrpauMy JEKapcTBEHHOIO IIpernapara, B KOTOPOM
YKa3bIBaIOTCS:

HAaMMCHOBAHUC, aApeC MECTa HAXOKIACHHUA 3adBUTCII W IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O
npernapara, CBeJICHUsI 00 MX PErHCTPallMy B KAU4eCTBE HAIOTOIUIATEIBINNKA B CTpaHEe peructparuu (s
pOCCI/II\/JICKI/IX HOPUIUYCCKUX JIUI] - I/IIIGHTI/I(l)I/IKaIlI/IOHHI)If/'I HOMCPp HaJIOTOINIATCIIbIIWKA, JJI1 HHOCTPAHHBIX
IOPUINYECKUX JIUI] - CTPaHa PErUCTPaIlii, HANMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, pEerucTpaluOHHbINA
HOMEp, KOJI HAJIOTOIIATENbIINKA B CTPAHE PETUCTpalMi (MHKOPIOPAIMM) WIM €ro aHajor) U ajapec
MeCTa OCYIIECTBICHHS IPOU3BOJICTBA JIGKAPCTBEHHOTO Mpernapara (B Cllyyae HaJIM4YUs HECKOJIbKHX
YYaCTHUKOB TIPOIIECcCca €ro MPOU3BOJICTBA HEOOXOIMMO yKa3aTh Ka)JIOTO YYaCTHHKA B COOTBETCTBHH C
OCYIECTBIISIEMOM CTaMel IPOU3BOJICTBA);

HaMMCHOBAaHUC JICKApCTBCHHOT'O Ipemnapara (MC)KILYHapOIIHOC HCIIaTCHTOBAHHOC, I
IrpynmnupoBOYHOC, HIIN XI/IMI/I‘ICCKOG) H €Iro TOProBoOC HAMMCHOBAHUC,

MEpCUCHDb I[CﬁCTB}HOHIPIX U BCIIOMOI'aTCJIbHBIX BCIICCTB, BXOOAIIUMX B COCTaB JICKAPCTBECHHOI'O
Ipernapara, ¢ YKa3aHUCM KOJIHNYCCTBA KAXKIOTO U3 HUX;

JeKapcTBeHHass (opma, TO03UPOBKA, CHOCOOBI BBEIEHHUS U TPUMEHEHMs, CPOK TOJIHOCTH
JIEKapCTBEHHOTO Mpernapara;

dbapmakoTepaneBTUYECKasi TPyNIa, KOJ aHaTOMO-TEPareBTHYECKO-XUMUUYECKON KiacCU(UKaIuH,
PEKOMEHIOBaHHOM BcemupHO oOpraHu3anuend 3ApaBOOXPAHEHMS, 3asdBJSEMble IIOKa3aHUA IS
MIPUMEHEHUS JICKAPCTBEHHOTO TTpEIapara;

HeoOXouMocTh o(opMiIeHHs pa3pelleHuss Ha BBo3 B Poccuiickyto ®Penepanuio KOHKPETHON
MapTUM  3apPETUCTPUPOBAHHBIX M (WJIM)  HE3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
MIpEAHA3HAYEHHBIX I IIPOBEACHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LEIAX I'OCYIapCTBEHHOU
perucTpanyu;

CBCIACHUA 00 ymiarte FOCYIlapCTBeHHOfI IOIIIIHNHBI;

0) 3aBepeHHass B YCTAHOBJIEHHOM TMOpPSAKE KOMUA JOKYMEHTAa Ha PYCCKOM  SI3BIKE,
MIOATBEPKIAIOIIET0 PaBOMOYHOCTh 3asiBUTENSA IIOJABAaTh 3asBJICHUE O I'OCYJApCTBEHHOM PETHUCTpalUu
JIEKapCTBEHHOI'O MpernapaTa (JOBEpEHHOCTbD);

B) CBEJECHMS O Jare INPENOCTaBICHHUS M PETMCTPALMOHHOM HOMEpE JIMIIECH3UU Ha IIPOM3BOJCTBO
JIEKAPCTBEHHBIX CPEACTB, WM KONUS 3aKIIOYEHUS O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMSIM MpaBWII HaJIeKallled MPOU3BOACTBEHHON MPaKTHKH, WM KOMUS cepTu(UKaTa
COOTBETCTBHS MPOU3BOJUTEINSI JEKAPCTBEHHBIX CPEACTB U MEAMIIMHCKOIO MPUMEHEHUs! TpeOOBaHUAM
[IpaBUJI HAJUICKALEH IPOUM3BOJCTBEHHON NPAKTUKU EBPa3sUiCKOro 3KOHOMHYECKOIO COK03a, BBIIAHHBIX
MUuHHCTEPCTBOM  NMPOMBINIIEHHOCTH W ToproBiau  Poccuiickor  ®enepauuym B OTHOLIEHUHU
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MIPOU3BOJCTBEHHON IUIOIIAJIKM PErMCTPUPYEMOro JIEKapCTBEHHOI'O IIpernapara, B Ciydae, €cliu
MPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara OCyLIeCTBIseTCs Ha TeppuTopun Poccuiickon denepaunu;

I) KOMNMS BbIIAHHOM YIOJIHOMOYEHHBIM OPraHOM CTPaHBI-MPOU3BOAMTENS JIMIICH3UM Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO MpemapaTa (JIn0o CBEACHHS O JaTe BBIAAYM M PETUCTPALMOHHOM HOMEpE
JUIEH3UU) U €€ MEepeBOJ] Ha PYCCKHUIl S3bIK, 3aBEPEHHbIC B YCTAHOBIIEHHOM MOpPSAKE, a TaKKe KOMUs
3aKJIIOYEHUST O COOTBETCTBUU MPOU3BOJIUTENS] JICKAPCTBEHHBIX CPEJICTB TPEOOBaHUSIM IPABUI
HaJyIeKallel MPOU3BOJCTBEHHON MTPAKTUKH, BBIIAHHOIO MHUHHCTEPCTBOM MIPOMBILIIIEHHOCTH W TOPTOBIIU
Poccwuiickoit ®enepanuu, WM KOMUs CepTU(UKATA COOTBETCTBHUS IMPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB i MEAMIMHCKOIO MPUMEHEHHs] TpeOOBaHUSM MpPaBHJI HaJJeXkalleld IPOU3BOJCTBEHHON
MPaKTUKU EBpazuiickoro 3KOHOMHUYECKOTO CO03a, BBIJAHHOTO YIIOJHOMOYEHHBIM OPTaHOM TOCYyJapCcTBa
- uneHa EBpa3uiickoro SKOHOMHYECKOIO COI03a B OTHOUIEHUMM NPOWU3BOJACTBEHHOM IUIOLIAIKU
PETUCTPUPYEMOIO  JIEKAPCTBEHHOI'O  Ipenapara, T[OCYJApCTBEHHAs  pErucrpauuds  KOTOPOro
MOATBEPXKIAETCSA, WIM KOIMUS pelieHuss MHUHHCTepCTBa MPOMBILUIEHHOCTH W TOproeiu Poccuiickoit
Oenepanue 0 TPOBEACHUH (apMAIEBTUYECKOW WHCIICKIIUM MPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB B
cllyyae, eClM IPOU3BOJACTBO JIEKAPCTBEHHOT'O Ipenapara OCyLIECTBIsETCsA 3a mnpeaenamu Poccuiickoi
®denepanuu;

(B pen. ITocranornenus [IpaButensctBa PO ot 14.11.2022 N 2056)

1) IPOEKT MHCTPYKLKHU 10 MEAULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOI'O IIpenapaTa, cojepxalien
CJIENYIOILHE CBEICHHUS:

HaMMCHOBAaHUC JICKApPCTBCHHOT'O Ipemnapara (MC)KILYHapOIIHOC HCIIaTCHTOBAHHOC, I
IrpynmnupoBOYHOC, HIIN XI/IMI/I‘ICCKOC) " €0 TOProBOC HAMMCHOBAHUEC,

JeKapcTBeHHas (opma C yka3aHHEM HAaUMEHOBAaHUN M KOJMYECTBEHHOI'O COCTaBa JEHCTBYIOLIMX
BEIIECTB U KaUeCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEHIECTB (IIPU HEOOXOJUMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTaTENbHBIX BEIIECTB);

OINMCAHNE BHEIIHETO BH/IA JIEKAPCTBEHHOIO NIpemnapara;
(bu3NKO-XMMHUYECKHE CBOMCTBA ()1 painodapMalieBTUUECKUX JIEKAPCTBEHHBIX MPENapaToB);

(dapmakoTepaneBTHUeCKas rpyImna, KOJ JIEKApCTBEHHOIO npenapara 1o
aHaTOMO-TEparneBTHUECKO-XUMHUYECKON Kilaccu(pUKallui, peKoMeHA0BaHHON BcemupHol opranusanuei
3/IpaBOOXPAHEHUS, WM YKa3aHUE 'TOMEONaTUUECKNUH JIEKapCTBEHHBIN Npenapar’;

dapmakoguHaAMUKa U GapMaKOKHMHETHKA,
[IOKa3aHus Il IPUMEHEHUS;
IIPOTUBOIIOKA3aHUs JIJIsl IPUMEHEHUS;

MepBI NIPEAOCTOPOKHOCTH IIPU IPUMEHECHNH;

yKa3aHHE BO3MOXHOCTH U OCOOCHHOCTEH NMPUMEHEHHS JICKQpCTBEHHOTO Tpernapara OepeMeHHbIMH
KEHIIMHAMH, SKCHIIUHAMH B TEPUOJ TPYAHOTO BCKAPMIIMBAHWS, IETHMHU, B3POCIBIMU, HUMEIOIIMMHU
XpOHUYECKHE 3a00I€BaHMUS;
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PEKUM JTO3UPOBAHMS, CIIOCOOBI BBEACHHS W NPUMEHEHHUS, IIPH HEOOXOJUMOCTH BpeMs IpHeMa
JIEKApCTBEHHOTO Tpernapara, MpoJ0KUTEIIBHOCT JICUCHHUS, B TOM YHUCJE Y JAETeH M0 M IMOCJIE OJHOTO
roja;

BO3MOJKHBIE HEKEJIATEIbHBIE PEAKIMHU IIPU IPUMEHEHUHU JIEKApCTBEHHOIO Iperapara;
CUMIITOMBI IEPEAO03UPOBKHU, MEPHI 110 OKa3aHUIO IIOMOIIM TP NIEPENO3UPOBKE;
B3aMMOJIEICTBHE C APYTUMHU JIEKApCTBEHHBIMU MpenapaTtaMu U (Uu) NUIIEBBIMU IPOAYKTaAMU;
(bopMBl BBIITyCKa JIEKApPCTBEHHOTO NIpenapara;

yKa3zaHue (Ipu HeoOX0IUMOCTH) OCOOEHHOCTEN NEHCTBHUS JIEKapCTBEHHOIO Mpenapara rnpu nepBoM
IpueMe W IIPU er0 OTMEHE;

onucanue (Ipu HEOOXOIMMOCTH) JACHCTBHI Bpada ((enpamiepa) u (MiIH) MAUEHTa TP MPOITYCKe
MpreMa OJHOM WM HECKOJBKHX 703 JIEKaPCTBEHHOT'O IIperapara;

BO3MO)KHOE BJIMSIHUE JIEKQpPCTBEHHOIO IIpernapara Ha CIOCOOHOCTb YIpPaBISITh TPaHCHOPTHBIMU
CpeACTBaMH, MEXaHU3MaMU;

CpPOK T'OJHOCTH M YKa3aHUC Ha 3alpCT MNPUMCHCHHA JICKAPCTBCHHOI'O IIpf€riapara MmO HCTCUYCHUU
CpOKa roJHOCTH;

YCJIOBUSA XPaHCHUA,

yKa3aHHe Ha HEOOXOAMMOCTh XpaHEHUS JIEKapCTBEHHOTO Ipernapara B MecTax, HeIOCTYMHBIX s
JIeTelt;

YKa3aHue (HpI/I HGO6XOI[I/IMOCTI/I) CIICHUAJIBHBIX MCP MPCAOCTOPOKKHOCTH MPHU YHHYTOKCHHUU
HCHUCIIOJIB30BAHHBIX JICKAPCTBCHHBIX IMPECIIapaToOB;

yCJ10BUS OTITYCKa,

HAaUMEHOBAHMS W aJpeca MPOU3BOJCTBEHHBIX IJIOLIAJAOK HPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara;

HalIMEHOBAaHME, aJpec OpraHu3allld, YIOJHOMOYEHHOW Jep)KaTeleM WIH  BIaJeibleM
PETUCTPALIMOHHOIO  yJOCTOBEPEHUS] JIEKAPCTBEHHOI'O IIpernapara Ha [PUHATHE MPETEH3UH OT
MOTpeOUTENs;

€) MHCTPYKUUS IO MEIULMHCKOMY NPUMEHEHHIO WM KpaTKas XapaKTEPUCTUKA JIEKAPCTBEHHOIO
npenapara, yTBEp>KICHHbIE B CTPAHE MPOU3BOAUTENS (€CIH IPUMEHUMO);

)K) IIPOCKTHI MAKCTOB l'ICpBI/I‘-IHOI\/'I YIIaKOBKH U BTOpI/I‘-IHOﬁ YIAaKOBKH JICKAPCTBCHHOTO IIpCIiapara,

3) TPOEKT HOPMATHBHOW JOKYMEHTAIIMH WJIA HOPMATHBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIN
Ipernapar;
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M) JIOKyMEHT, COJepKalluil MHPOPMAIUIO O HAJUYUU WM 00 OTCYTCTBUU (DAKTOB pErucTpanuu
JIEKapCTBEHHOT O Ipernapara 3a npeaenamu Poccuiickoit Oenepanmu;

K) KONHH JOKYMEHTOB, 3aBEPEHHBIX 3asBHUTEJIEM, MOATBEPKAAOIINUX (PAKT TroCyJapCTBEHHOM
perucTpalvy JICKapCTBEHHOTO TMpenapara ¢ TaKUM K€ MEXKIyHapOAHBIM HENaTEHTOBAaHHBIM
HauMeHoBaHueM B Poccuiickoit denepanuu B kauecTBe Op(haHHOTO JIEKAPCTBEHHOTO Mpenapara;

J1) IIJIaH YIpaBJIEHUs PUCKaMHU JUIsl OMOJIOTMYECKUX NIPENApaTOB;

M) JOKyMEHT O cucreMe ¢apMakoHaa30pa JepKaTells WIM BIafeliblia PEruCTPaluOHHOTO
YJIOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara;

H) IOKyMEHT, TTOJITBEP>KIAIOIINI Ka4eCTBO JIKAPCTBEHHOTO Mpenapara 3 cepuii (IpOTOKOI aHAIIKU3a
Wi cepTUUKAT aHAIM3a), OJHA U3 CEPHUM KOTOPOro JO/DKHA COBIAJAaTh C CepUei oOpasma
JIEKapCTBEHHOI'O Tperapara JUisi MEIUIUHCKOTO MPUMEHEHUs, MPEJCTaBIEHHOT0 Ha TOCYAapCTBEHHYIO
perucTpalumio;

0) KOIHUS TOKYMEHTA, COAEpIKAILEro cIeAyIolyo nH(OopMalno o0 GpapMaleBTUIeCKoi cyOCTaHIIuN
wi  (apManeBTHUECKUX CYOCTaHIUSAX, BXOAAIIMX B COCTaB JIEKAPCTBEHHOTO IIpemapara, 3a
UCKIIIOUeHneM uHpopMaiuu o (apMaleBTHUYECKUX CyOCTaHIMSAX, BKIIOYCHHBIX B TOCYIapCTBEHHBIH

peecTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU cO crathell 34 denepanpHoro 3akona "OO0 oOpamieHuu
JIGKapCTBEHHBIX CPEJICTB":

HaMMEHOBaHHE (PapMarleBTUUECKON CyOCTaHIINM, €€ CTPYKTYypa, OOIIiue CBONCTBA;
HAaMMEHOBAHME U aJIPEC MECTA HAXOXKJACHUS IPOU3BOAUTEIS;

TEXHOJIOTHA MPOU3BOACTBA C OIMMCAHUCM CTaI[I/Iﬁ IPOU3BOACTBA WU MCETOJOB KOHTPOJA Ha BCEX
CTagudgX IMPOU3BOACTBA,

onKcaHue pa3pabOTKH Mpoliecca IPOU3BO/ICTBA;

ONMCAHUE KOHTPOJISI KPUTUUYECKUX CTAANI MPOU3BOJICTBA U MPOMEXKYTOUHOU MPOAYKIIUH;
JIOKYMEHTaJIbHOE MOTBEPKICHHE (BaJIUIAIMs) TTPOLIECCOB U (MJIM) UX OIICHKA;

CBOMCTBA U CTPYKTYypa ACHCTBYIOLIUX BEIIECTB;

XapaKTepUCTUKA TPUMECEH;

cnenuduKanys Ha papMaleBTUIECKyI0 CyOCTaHIIUIO U eée 000CHOBaHUE;

AQHATUTHYECKUE  METOAMKH, HCIIONb3yeMble TIpM  OCYIIECTBICHWH  KOHTPOJS  KadecTBa
(bapmMareBTHUECKON CyOCTaHIIUM;

JOKYMCHTAJIBHOC TIOATBCPIKIACHUC (BaJ'II/II[aI_[I/IH) AHAIIUTUYCCKUX METOJAUK, MCIIOJIB3YyCEMbIX IIpU
OCYHICCTBJICHUU KOHTPOJISL KAY€CTBa (I)apMaI_ICBTI/I‘{CCKOI‘/JI CY6CTaHI_II/II/I, HJIn CBCACHM, IMMOATBCPIKAAOIINC
IMPUTOAHOCTE UCIIOJBb30BAHHBIX aHATUTUYCCKUX MCTOOUK,
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pe3yJIbTaThl aHAIM3a Cepuil apMalleBTUYECKOM CyOCTaHIIUY;

NEpCUCHb CTAHAAPTHBIX 06p33L[OB HJIM BCHICCTB, UCIOJIB3YCMBIX IPHU OCYHICCTBJICHUHU KOHTPOJIA
KadecCTBa,

ONHMCaHUE XaPAKTEPUCTUK U CBOMCTB yIIaKOBOYHBIX MAaTEPUATIOB U YKYTIOPOUHBIX CPEJICTB;
JaHHbIE O CTAaOMIILHOCTH (hapMalleBTHUECKON CyOCTaHIINM;
CPOK T'OHOCTH;

) B OTHOIIICHUHU (hapMaleBTHUCCKUX CYOCTAHIIU, BXOASAIIMX B COCTAB JEKAPCTBEHHOTO MpernapaTa
U BKJIIOYEHHBIX B IOCYJapCTBEHHBIM pEecTp JEKApCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaTbhel 34
denepanpHoro 3akoHa "OO oOpalleHUH JEKapCTBEHHBIX CPEICTB'", - KOMHS JOKYMEHTA, COJCPKAIIETO
CIISTYFOIIYI0 HH(OPMAITHIO:

HauMeHOBaHUE (hapMalleBTHUECKON CyOCTaHIINU, €€ CTPYKTYpa, 00I1e CBOWCTBA;
HAaMMEHOBAHHE U aJIPEC MPOU3BOJIUTEIIS;

pe3yNbTaThl aHAIKM3a cepuil apMalleBTUYECKOM CyOCTaHIIUY;

CPOK I'OJTHOCTH;

P) IOKYMEHT, COJIEp KaIIHii CIeAYIOLINe CBEIEHUS O JIEKAPCTBEHHOM IIpernapare:
OIMCAaHNE U COCTaB JIEKAPCTBEHHOTO Mpenapara;

onucaHue (papmaneBTH4eCKoil pa3paboTku (000CHOBaHME BHIOOpA COCTaBa, MEPBUYHON YIIAKOBKH U
HHOTO0);

TEXHOJIOTHS ITPOM3BOJCTBA C OINKUCAHUEM CTAJAMM IPOU3BOJACTBA U METOJOB KOHTPOJS Ha BCEX
CTaJusAX MPOU3BOJACTBA;

OINMMCAHUEC KOHTPOJISI KPUTUYICCKUX cTaguit mnmponecca npon3BoACTBa 1 HpOMe)KYTOLIHOI‘/’I MMPpOAYKIIHUU;

HAUMEHOBAaHHE W aJpec MeCTa OCYIIeCTBICHHUS TPOU3BOJICTBA JIEKAPCTBEHHOTO IMpemnapara Jis
MEIHUIIMHCKOTO TMPUMEHEeHHs (B cllydae HalM4Yusi HECKONbKHUX YYaCTHHKOB IIpoliecca MPOU3BOJCTBA
HEOOXOAMMO yKa3aTh KaKI0TO U3 HUX);

dapmarieBTHYECKast COBMECTUMOCTD;

MUKpPOOHOJIOTUYECKUE XapaKTEPUCTUKH;

MaTepHaIbHbIN OanaHc A7 POU3BOACTBA CEPUU TOTOBOTO MPOIYKTa;

ONMCaHUE XAPAKTEPUCTHUK U CBOMCTB YIIAKOBOYHBIX MATEPHUAJIOB U YKYIIOPOUHBIX CPEJCTB;

JAOKYMCHTAJIbHOC IMOATBCPKACHUC (BaJ'II/I,Z[aI_II/I}I) MponecCoB MPOU3BOACTBA U (I/IJ'II/I) X OLICHKA,
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TpeOOBaHUS K KayecTBY BCIIOMOTaTellbHbIX BemlecTB (ceprtudukar, crenudukanus Ha
BCIIOMOTATENIbHBIC BEI[ECTBA M KX 00OCHOBaHUE);

AHAJIMTHYCCKHUC METOJHKH, HCIIOJIb3YCMBbIC IIpu OCYHICCTBJICHUA KOHTPOJIA KadecTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

JOKYMCHTAJIBbHOC IIOATBCPIKIACHUC (Ba.]'II/II[aHI/IH) AHAIIUTUYCCKUX MCETOIUK, HCIIOJIIB3YEMBIX IIpU
OCYHICCTBJIICHUU KOHTPOJII Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

I/IH(l)OpMaHI/IH 00 HCIIOJB30BAaHUHM BCIOMOIaTEIbHBIX B€IICCTB YCJIOBCYCCKOIO H KHBOTHOI'O
MMPOUCXOKIACHUSA

I/IH(1)OpMaI_II/I$I 00 HCIIOJIb30BAHNH HOBBIX BCIIOMOTraTeIbHBIX BCIICCTB,

TpeOOBaHMSI K KayecTBY JIEKapCTBEHHOro rmpemapara (ceprudukar, cnenudukanus Ha
JIEKapCTBEHHBIN Mpernapar u uX 000CHOBAHHE);

AHAJIMTUYCCKHUC MCTOJHKH, HCIIOJIb3YyCMbIC npu OCYHICCTBJICHUN KOHTPOJIA KadeCTBa
JICKaApCTBCHHOI'O IIpCIIapara,

JOKYMCHTAJIbHOC TIOATBCPIKIACHUC (BaJH/II[aIII/IH) AHAIIUTUYCCKUX MCTOJUK, HCIIOJIIB3YCMBIX IIpPU
OCYHICCTBJICHUU KOHTPOJIAA KA4YCCTBa JICKAPCTBCHHOI'O IIpcIiapara, HWJIW CBCACHUA, NOATBCPIKIAAIOIINC
IMPUTOAHOCTH UCIIOJb30BAHHBIX aHAJIUTUUCCKUX MCTOAMK,

pe3yJIbTaThl AHAIIM30B CEPUM JIEKAPCTBEHHOT'O MPEIapara;
XapaKTepPUCTUKA TPUMECEH;

NepevYeHb CTAHJAPTHBIX O00pa3IOB, HUCIOJNB3YEMBIX IPH OCYIICCTBICHUU KOHTPOJSI KauyecTBa
JICKapCTBEHHOTO Iperapara;

JaHHbIE O CTAaOWUIBPHOCTU JIEKAPCTBEHHOTO IMpermapara JTuOO0 IUlaH (TporpamMma) HUCCIETOBAHHS
CTaOMIILHOCTH;

C) pa3acit Q)apMaKonoquecxoﬁ, TOKCHUKOJIOTHYECKOH JOKYMCHTallUH, BKJIIOYAIOIINI B ce0s OTUeTHI
0 pe3yJibTaTax JOKIIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ JICKAPpCTBCHHOT'O CPCACTBA, B TOM YHCJIC:

0 (hapMakoAMHAMHYECKUX HCCIETOBAHUSX;
0 apMaKOKMHETHYECKUX UCCIIEIOBAHUAX;
0 TOKCHUKOJIOTUYECKUX UCCIIEN0BAHUSAX;

T) pasaci KIMHUYIECKOMN JOKYMCHTAIlMH, BKJ'IIO‘—IaIOH_[I/Iﬁ B ce0s OTYETHI O pe3yiibTaTax KIMHUYCCKUX
I/ICCJ'IC,Z[OBaHI/Iﬁ JICKApCTBCHHOTO IIpfmiapara, MpPOBCACHHBIX B Poccuiickoit (I)e;[epaum/l, NN OTYECTHI O
pe3yjipTaTaXx MCEKAYHAPOJAHBIX MHOTOLHCHTPOBBIX  KIMHUYCCKHUX I/ICCHC}IOBaHI/Iﬁ JICKApCTBCHHOT'O
npemapara, 4aCTb U3 KOTOPBIX IIPOBCJACHA B Poccuiickoii (I)e;[epaulzm, B TOM YHCJIC:

OTYCTHI O CbapMaKOKI/IHeTI/ILIeCKI/IX HUCCICOOBAHUAX,
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OTYeTHI O (hapMaKOANHAMUYECKUX UCCIIECOBAHMSAX;
OTYETHI O KIIMHUYECKUX UCCIEAOBAHUAX IPPEKTUBHOCTH U O€30IIaCHOCTH;

y) CBEICHHUA O 3aKIYEHUH MEXKBEJOMCTBEHHOH KOMHUCCHUM O HAJIWYUM B OTHOUICHHH
JIEKapCTBEHHOTO Tpernapara q1eeKTyphl WM PUCKa €€ BOSHUKHOBEHUS;
(B pen. ITocranornenus [IpaButensctBa PO ot 14.11.2022 N 2056)

¢) mUCbMEHHOE TMOATBEP)KACHUE 3asBUTENSI, YTO PETHCTpalvs JIEKApCTBEHHOTO Iperapara He
HapyIlaeT [PaB TPEThUX JIULl HA HHTEIUIEKTYyalIbHYI0 COOCTBEHHOCTb.
(mm. "¢" BBenen Ilocranosnenuem [IpaBurensctBa PO ot 14.11.2022 N 2056)

5. Ilpu perucrpanuu BOCIPOU3BEAECHHBIX JIEKAPCTBEHHBIX MIPENAPATOB JIOMYCKAeTCs MPEICTABICHHUE
B pasjiese JOKJIMHUYECKOW JOKYMEHTAIUH, IPEeIyCMOTPEHHON MOAYHKTOM "c" MmyHKTa 4 HacTOSIIEro
JOKYMEHTa, BMECTO OTYETOB O pe3yJibTaTax COOCTBEHHbIX JIOKIMHUYECKMX  MCCIEJOBaHUMN
JIEKapCTBEHHOTO CpeACTBa 0030pa HaydHBIX pabOT O pe3yibraTax AOKIMHHYECKHX HCCIEAOBaHUN
OpPUTHHAIBHOTO (peepeHTHOr0) JEKapCTBEHHOT'O Mpernapara.

OTHeceHue JEeKapCTBEHHOIO IIpenapaTa K OpuruHaabHOMY (pedepeHTHOMY) AJIsl Lieel IPOBeIeHUs
WCCIIEIOBAaHUM OMOAKBUBAJIEHTHOCTH WM TEPANEBTUYECKON HKBUBAJICHTHOCTH BOCIPOU3BEIECHHOTO
JIEKApCTBEHHOT'0 TMperapaTa OCYIIECTBISETCS B COOTBeTCTBUU ¢ pemienneM Cosera EBpaswmiickoit
SKOHOMHYECKON Komuccuu oT 3 HosiOps 2016 r. N 85 "OO6 yrBepxaenuu IIpaBun npoBeneHHs
UCCIIEIOBaHUM  OMO3KBUBAJIEHTHOCTH  JIEKAPCTBEHHBIX IIpernapaTtoB B  paMkax EBpasuiickoro
SKOHOMMUECKOTO COr03a".

(a03an BBeneH Ilocranosnenuem Ipasutenscta PO ot 14.11.2022 N 2056)

6. Ilpu peructpanum BOCIPOU3BENCHHBIX JEKAPCTBEHHBIX NPENaparoB B BHJAE TBEPABIX
MepOpaIbHBIX JIEKAPCTBEHHBIX (POPM HEMEIJICHHOTO BBICBOOOXICHUS OIMYCKACTCS MPEICTABICHUE B
paszene KIMHMYECKOW JOKYMEHTAlMM, NpPEeIyCMOTPEHHOM MNOANYHKTOM "T" MyHKTa 4 HacCTOSIIEro
JIOKyMEHTa, pe3yJIbTAaTOB HCCIECOBAaHUNA OMOIPKBUBAJIEHTHOCTH, TMPOBEJACHHBIX B Poccuiickoi
®denepalyu, MOIYYSHHBIX B YCIOBHUSX in Vivo, ¢ TPUIIOKEHUEM OTYETa O BAIUAIIUU OMOaHATUTHYECKOTO

METoJa.

Jlomyckaercss TNpoBeJeHHE UCCIEIOBaHMNA OHMOJKBUBAJEHTHOCTH B YCIOBUSX In  Vitro B
cooTBeTCTBUM C mpuiokeHneM N 4 k IlpaBunmam mnpoBeneHus HccieloBaHUN OHOIKBHUBAJIEHTHOCTU
JIEKapCTBEHHBIX IIPENapaToB B paMkKax EBpa3niiCKOro 3KOHOMHYECKOIO CO03a, YTBEPKICHHBIM
pemienueM Coera EBpasuiickoit skoHOMHYeckoil komuccun oT 3 HosiOps 2016 r. N 85 "O6
yTrBepxkaeHun [IpaBui npoBeneHus uccieoBaHUi OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B
pamkax EBpa3uiickoro 3KOHOMHUYECKOI0 COr03a", C MPEACTaBIEHUEM B COCTABE PETUCTPALUOHHOTO J10Che
B TOM UYHCJIE CIETYIOIINX JOKYMEHTOB:

(B pen. [locranosnenus Ilpasurenscrea PO ot 14.11.2022 N 2056)

NUCbMEHHOE O0OCHOBaHHUE 11€1eco00pa3HOCTH BbIOOpa OHOBEBepa B KadecTBE MOATBEPKICHUS
OMOPKBHUBAJIEHTHOCTU pehepeHTHOMY JIEKAPCTBEHHOMY Ipenapary;
(B pen. Ilocranosnenus IlpasurenscrBa PD ot 14.11.2022 N 2056)

AQHAIUTUYECKUH OTYET O MPOBEJCHUHM TEcTa CPaBHUTENIbHON KHHETHKH PacTBOPEHHS in Vitro,
BKJIIOYast IPOTOKOJI UCCIIEI0OBAHMsI, CBEJICHUS 00 MCCIIeyeMbIX CEpUIX U CEpUsAX CPAaBHEHMS, OAPOOHOE
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OIMMCAHUE OKCIICPUMCEHTAJIBHBIX YCHOBHﬁ, PE3yJibTaTbl BaJIMAAIIMU  HUCIIOJIB30BAHHBIX MECTOIOB,
HHAUBUAYAJIBHBIC U CPCAHNEC 3HAUCHU A, d TAKIKC COOTBECTCTBYIOIIIUC O606H_IaIOH.II/Ie CTaTUCTHUKH.

7. Tlpu rocyaapCTBEHHOM pErucTpaluid BOCIHPOU3BEIECHHOIO JIEKApCTBEHHOrO mpernapara ajis
MEIUIIMHCKOTO TPUMEHEHUS JOMYCTUMO TIPEJCTaBIIeHHE 0030pa HaydHBIX pabdOT O pe3ysbrarax
KJIIMHUYECKUX MCCIIeI0OBAaHUN BMECTO OTYETa O PEe3yJIbTaTaX COOCTBEHHBIX KIMHHUUYECKUX HCCIIETOBAHHM
JIEKApCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO TPUMEHEHUS1, KOTOPHIE:

IpeJHAa3HAYeHbl JJIs MapeHTEpabHOro (MOAKOMXKHOIO, BHYTPHUMBIIIEYHOTO, BHYTPUBEHHOIO,
BHYTpPHUIJIa3HOI'O,  BHYTPHIIOJIOCTHOIO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAapHOI'O) BBEAEHUSA W
IIPEJCTABISAIOT cO00I BOAHbBIE PACTBOPHI;

IPEJICTaBIISIIOT COOOM pacTBOPHI AJisl HEPOPATILHOTO IPUMEHEHUS;
IPOM3BEEHBI B (hOpME MOPOLIKOB WU JTUO(UIN3ATOB JUIsl IPUTOTOBJIEHUS] pACTBOPOB;
ABJIIOTCS Fa3aMu;

SBJISIIOTCSl YUIHBIMM WJIM TJIa3HBIMHU JIEKAPCTBEHHBIMHU IIperapaTraMH, MPOU3BEICHHBIMU B (opme
BOJIHBIX PaCTBOPOB;

npeaHa3Ha4YCHbl IJI1 MCCTHOI'O IIPUMCHCHUS U IIPUTOTOBJICHEI B (bopMe BOJHBIX paCTBOPOB;,

MIPEJICTABISIFOT CO00I BOJHBIC PACTBOPHI JUIS MCHOJIB30BaHUS B ()OPME HMHTAIAINHUNA C TTOMOIIBIO
HeOymaii3epa Ui B KaueCcTBE Ha3aJbHBIX CIIPEEB, MPUMEHSEMBIX C IIOMOIIBIO CXOTHBIX YCTPOUCTB.

Ecnu coctaBel BCHOMOTATENBHBIX BEIIECTB PA3IMYAIOTCS, 3asgBUTENb JODKEH TMIPEICTaBUTh
JI0Ka3aTesIbCcTBa TOTO, YTO HCIIOJIb3YEMbIE B TAaKMX KOHIIEHTPALMSAX BCIOMOTraTeJIbHbIE BEIIECTBA HE
BIUAIOT Ha Oe3omacHOCTh M (WiH) 3¢ (EKTUBHOCTh JIEKAPCTBEHHOTO TMpemnapara ajisi MEAUIIMHCKOTO
MIPUMEHEHUS.

8. Ilpm peructpanuu OHOAHATIOTHYHBIX JIEKAPCTBEHHBIX IPENapaToB TpeOyeTcs MpeacTaBICHUE
pe3yiabTaToB  COOCTBEHHBIX  KIMHMYECKMX  MCCIEJOBAHUH  CO  CpPaBHHUTEIbHOH  OIIEHKOM
(bapMaKOKMHETHYECKHX, (hapMaKOAMHAMUYECKUX TOKa3areieid, MMMYHOT€HHOCTH, O€30MacHOCTH W
3G EeKTUBHOCTH B COOTBETCTBHM ¢ pemeHrneM CoBera EBpa3suiickoll 5KOHOMHYECKOM KOMHUCCHM OT 3
HosiOpst 2016 r. N 89 "OO yrtBepxkaenuu IlpaBun mpoBeAeHHS HCCIEIOBAHUNA OHOJOTUYECKUX
JIEKapCTBEHHBIX CpeAcTB EBpa3uiickoro 3KOHOMUYECKOTo coro3a'.

(B pen. [locranosnenus IlpaBurenscrea P® ot 14.11.2022 N 2056)

JonyckaeTcs TmpeAcTaBlIeHHWE B pasleiie  KIMHUYECKOW JOKYMEHTAalMW, IPEAYyCMOTPEHHON
MOJAMYHKTOM "T" TmyHKTa 4 HACTOSIIEr0 JOKYMEHTA, HEMOJHBIX KIMHUYECKUX [JaHHBIX C UX
MOCJIEIYIOIIUM TMPEICTABIIEHUEM B IMOCTPETHCTPAIMOHHOM MEPHOJIE B COOTBETCTBUU C IyHKTOM 10
HACTOSIIMNX 0COOEHHOCTEN.

(B pen. Ilocranosnenus Ilpasurenscrea PD ot 14.11.2022 N 2056)

HCO6XO,HI/IMO MpEaACTaBUTH PE3YIBTATHI COOCTBEHHBIX CpPaBHHUTECIBbHBIX JOKIIMHUYCCKUX
WCCIIEIOBaHHM, MOATBEPKIAAOMINX AHAIOTHYHOCTh (PU3UKO-XMMHUYECKUX M (YHKIIMOHATBHBIX CBOICTB
pedepeHTHOMY Mperapary.
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OTHeceHue JeKapCTBEHHOTO MpenapaTa K OpuruHajibHOMY (pedepeHTHOMY) AJIs Lelei MpoBeIeHus
KIIMHUYECKUX HCCJEI0BAHUM OMOaHAJIOTMYHOIO JIEKAPCTBEHHOrO Ipenapara OCYIIECTBISAETCS B
cootBeTcTBUH C pernieHueM CoBera EBpasmiickoit s3KkoHOMHYECKOM KoMHccHH OT 3 HOs0pst 2016 1. N 89
"O6 ytBepxkacHuu IlpaBunm mpoBeneHUs HCCICIOBAHUN OHOJOTHYECKUX JIEKAPCTBEHHBIX CPEICTB
EBpa3zuniickoro 3KOHOMUYECKOro coro3a'.

(a63an BBeneH [loctanosnenuem Ipasutenscta PO ot 14.11.2022 N 2056)

9. Ilpu rocynapcTBeHHON perucTpanuu oppaHHOro JEKapCTBEHHOTO Npenapara A1 GOpMUPOBAHUS
pasfena KIMHUYECKOM JTOKyMEHTAllUW, MPEAYCMOTPEHHOrO MOAIMYHKTOM "T" IyHKTa 4 HacTOALIETro
JOKYMEHTa, B PErHCTPALMOHHOM JIOCbE€ NPEICTABISAIOTCS OTYETHl O pe3yJbTaTax KIMHUYECKUX
UCCIIeJOBaHUH Op(AaHHOTrO JICKapCTBEHHOIO IpenapaTa, UMEIoIIecs Ha MOMEHT IOAA4M 3asBICHUS O
rOCyJJapCTBEHHOI perucTpaluy, B TOM YHCIIe BBIIOJHEHHBIX 3a npeaenamu Poccuiickoit denepaunu, B

COOTBETCTBHUU C MTPABUJIAMU HAJJIEKANEH KIMHUYECKOW MPAKTUKHU, BKIIOYAIOIIUE:
OTYeThl 00 UCCIIEIOBAHUSIX OMOJOCTYITHOCTH;
OTYETHI 0 (PAPMAKOKMHETUICCKIX UCCIICIOBAHUSIX;
OTYeThI 0 (papMaKOAMHAMUYECKUX HCCIETOBAHUSAX;
OTYETHI O KIIMHUYECKUX UCCIIeNOBAaHUAX (D (HEKTHBHOCTH U 0€30MIaCHOCTH.

10. MunucrtepctBo 3apaBooxpaHeHus Poccwuiickoit  ®Denmepanuu  Opu  OCYLIECTBICHUU
TOCYJJapCTBEHHOM PETUCTPAIlU JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUM C HACTOSIIIUM JOKYMEHTOM
yCTaHABIUBAET MPU HEOOXOJUMOCTH OJTHO WU HECKOJBKO CIEAYIOIINX YCIOBUH:

a) BBEJCHHME OIPAaHUYEHUI 10 NPHMEHEHHIO JICKapCTBEHHOIO Ipernapara Al ero 0e30macHOro
MIPUMEHEHMS;

0) 00s13aTEIBHOCTh MPOBEACHUS MMOCTPErUCTPALIMOHHBIX KIMHUYECKUX HCCIEOBAaHUM, pPe3yIbTaThl
KOTOPBIX SBIIAFOTCS. OCHOBAHUEM JUISl OLICHKHM OTHOIICHHS OKMIA€MOM IOJIb3bl K BO3MOXXHOMY PHUCKY
IIPUMEHEHHsI JIEKAPCTBEHHOTO IperapaTa Ipy MOATBEPKICHUH €ro rOCYJapCTBEHHON pEruCTpanuy;

B) TpeOOBaHUs K MapKUPOBKE JIEKAPCTBEHHOT'O Mpenapara;

r) npeacTaBieHue B deaepanbHylo Ciyk0y 1Mo Haa30py B chepe 3ApaBOOXpPaHEHMs], B TOM YHUCIIE C
UCMOJIb30BaHUEM caiiToB B ceTu "MHTepHET" M MOOWJIBHBIX NMPUIIOKEHHUH, COOOIIEHUH O MOOOYHBIX
HeﬁCTBHﬂX, HCXKEIATCIbHBIX PCAKIUAX, CEPHE3HBIX HEXKEIIATCIIbHBIX U HCIIPCABUACHHBIX HEXKEIATCIIBHBIX
peakiMsxX MpU NPUMEHEHUH JIEKapCTBEHHOro IpemnapaTra, 00 OCOOEHHOCTSX €ro B3aUMOACUCTBUS C
JIPYTMMH JIEKapCTBEHHBIMHU IperapaTamMH, WHIMBUIYaJbHOW HENEPEeHOCUMOCTH, a Takke 00 MHBIX
(akTax U 00CTOSATENBCTBAX, MPEACTABISIONIMX YIPO3Y KHU3HH WM 3/I0POBBIO YEJIOBEKAa MJIM BIIUSIOMIMX
Ha HU3MCEHCEHHC OTHOIIICHUA O)KI/I)I&CMOﬁ IOJIB3BI K BO3MOKHOMY PHCKY HNPHMCHCHUSA JICKAPCTBECHHOI'O
npernapara, BbISIBJIEHHBIX Ha BCEX 3Tanax oOpalleHusl.

11. 'ocynapcTBeHHast perucTpaius JeKapCTBEHHOTO Ipenapara OCylecTBIsAeTcs MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoir ®denepanmuu B cpok, He mpeBblmamomuil 60 pabounx aHed co THS
ITOCTYIUICHHs] TOKYMEHTOB U CBEJICHUM, YKAa3aHHBIX B ITyHKTaxX 4 - 9 HACTOAIIEro JOKyMEHTA.
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12. MunuctepcTBO 3apaBooxpanenust Poccuiickoit denepanuu B TeUeHUE 5 pabodux JHEH cO JTHS
MOCTYIUICHUSI JIOKYMEHTOB M CBEJCHUMU, MPEAYCMOTPEHHBIX MYHKTaMu 4 - 9 HaACTOSIIEro JOKYyMEHTa,
OCYIIECTBIISET CICAYIOIINE MEPOTIPHUSITHS:

a) MPOBOJUT MPOBEPKY KOMIUIEKTHOCTH U JOCTOBEPHOCTH (B TOM 4YHCIE B YacTH HAJIUYHS
3aKJIIOYEHUs MEKBEIIOMCTBEHHOW KOMHCCHM O HaJIM4YMM B OTHOLIEHUM JIEKaPCTBEHHOTO IIpernapara
nedEeKTyphl WU PUCKA €€ BOSHUKHOBEHUS ) MPEICTABICHHBIX IOKYMEHTOB;

0) IpUHMMAeT peIIeHHEe O BbIJA4e SKCIEPTHOMY YUYPEKICHHIO, YKa3aHHOMY B cTatbe 15
DdenepanbHoro 3akoHa "OO 00palIeHHUU JIGKApCTBEHHBIX CPEACTB" (Jlanee - IKCIEPTHOE YUPEXKIICHHUE),
3aJJaHUs Ha TMPOBEJCHHUE HKCIEPTU3bI KAYECTBA JIEKAPCTBEHHOTO CPEIICTBA M IKCIEPTH3BI OTHOIICHUS
omnnaeMoﬁ ITOJIB3bI K BOBMOXHOMY PHUCKY ITPUMCHCHUS JICKAPCTBCHHOI'O IpcIiapara,

B) B ClIydasx, MpeAyYCMOTPCHHBIX ITYHKTaMU 5, 8u9 HACTOAIICTO JOKYMCHTA, IPUHUMACT PCUICHUC
O NPOBCACHUU 3THYCCKOM 9KCIICPTUEI,

r) yBeAOMJISIET 3asBUTeNss B (GopMe DIEKTPOHHOTO JOKYMEHTa O MPUHSATOM pELIIEHUHd U O
IIPE/ICTABJICHUM B OKCHEPTHOE YUYpPEXKIEHHE O0pa3loB JIEKAPCTBEHHOrOo Ipemnapara, oOpas3loB
(dapmaiieBTHUECKOIl CyOCTaHIIMU, TECT-IUTAMMOB MHUKPOOPTaHU3MOB, KYJIBTYPBl KJIETOK, OOpaslioB
BelecTB (IpU HEOOXOAUMOCTH);

1) HaIpaBJIIET COOTBETCTBYIOIICE 3aJaHUE B JKCICPTHOC YUPCSIKACHHE M COBET MO 3THKE (TIpH
HEOOXOIUMOCTH).

13. B cinyuyae BBISBIECHHS HEIOCTOBEPHOCTU M (WJIM) HEMOJHOTHI CBEJIEHHM, colepXkaluxcs B
MIPEACTABIICHHBIX 3asABUTENIEM Marepuanax, MUHHCTEpCTBO 3apaBooxpaHeHust Poccuiickon @exnepannn
HaIpaBJII€T B BUJAE DJIEKTPOHHOIO JOKYMEHTA, MOJANHCAHHOIO 3JIEKTPOHHON MOIIMUCHIO, 3asBUTEIIIO
3anpoc 00 yTOYHEHUH YKa3aHHBIX CBEICHUM.

(8 pen. IlocranoBnenus IIpasutenscrea PO ot 14.11.2022 N 2056)

14. 3asBuTens 00s3aH NPEICTaBUTh OTBET B BUJE BJIEKTPOHHOTO JIOKYMEHTa, MOJNUCAHHOIO
JJIEKTPOHHOM IMOANMCHIO, Ha 3arpoc MuHUCTEpCTBa 34paBooxpaneHus Poccuiickon denepannu B CpoK,
He mnpesblmaronmi 20 pabounx OHEH co JHS MOMy4YeHHs] yKazaHHoro 3ampoca. Cpok, yKa3aHHBIM B
a03ale mepBoM MyHKTa |2 HacTOsIIEro AOKyMEHTa, NPUOCTAHABIMBAETCS CO [HS HAalpaBJICHUS
3asiBUTEIII0 3aIpoca, MPEeAyCMOTPEHHOro IMyHKTOM 13 HacTosmiero JOKYMEHTa, 10 JHS IOJIY4YEeHHUS
MuHHCTEPCTBOM COOTBETCTBYIOLIETO OTBETA.

15. DkcnepTussl JEKAPCTBEHHOTO IMpernapara MPOBOISITCS KOMHUCCHEH JKCIEPTOB JKCIEPTHOTO
yUpexACHUs, KOTOpas Ha3HAYAEeTCs €r0 PyKOBOJIUTENEM (J1ajiee - KOMUCCHS HKCIIEPTOB).

16. DxcriepTHOE YUYpEXKICHHE B CPOK, HE TpeBbImarmmii 50 paboyux JHEW CO IHS TOTyYEeHHS
3amaHus MuHMcTepcTBa 3/paBooxpaHeHus Poccuiickoin ®Denepanuu, ykazaHHOro B MOAMYyHKTe "1
myHKTa 12 HacTosIero JOKyMeHTa, 00eceunBaeT:

a) MMPOBCACHUC DJOKCIICPTHU3bI KAYCCTBA JICKAPCTBCHHOTO CPEACTBA U JOKCICPTHU3bI OTHOIICHUA
O)KHﬂaeMOfI ITOJIB3BbI K BOBMOXHOMY PUCKY ITPUMCHCHUA JICKAPCTBCHHOI'O IpcIiapara,

6) O(bOpMJ'ICHI/IC KOMHCCHEN 9KCICPTOB 3aAKIIIOYCHUA MO PE3YyJIbTaTaM MPOBCACHHBIX 3KCIICPTU3BI
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KauecTBa JIEKAPCTBEHHOTO CPEACTBA W HKCIEPTHU3bl OTHOIICHUS OKHUIAEMOW MOJB3bl K BO3MOXKHOMY
PUCKYy TIPUMEHEHHUs JIEKAPCTBEHHOTO TMpemapara 1o ¢GopMe, YTBEpkKACHHOH MUHHCTEPCTBOM
3apaBooxpanenust Poccuiickoit denepainiu, 1 €ro HanpasieHHe B MUHHUCTEPCTBO.

17. B cinyuyae HEZOCTATOYHOCTH IIPEICTABICHHBIX MAaTEpUANOB JUIsl IPOBEIACHMS 3KCIEPTHU3
SKCHEPTHOE YUPEKICHHE HalpaBigeT COOTBETCTBYIOIIMH 3ampoc 3asiBUTENI0 O IIPEACTaBICHUU
HEOOXOIMMBIX MaTepHUajIoB B (hopMe AIIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO AJIEKTPOHHOMN MOIHCHIO.
3asBuTeNb 0053aH MPEJICTABUTh OTBET B (hOPME HIIEKTPOHHOI'O JOKYMEHTA, ITOAINMCAHHOTO 3JIEKTPOHHON
IIOJIKCHIO, HA 3aIIPOC IKCIEPTHOTO YUPEKACHUS B CPOK, HE IpeBblaromuii 20 pabounx AHEH co JHS ero
HOJIyYECHHUS.

B cinyyae HenpeacTaBieHHUs 3asgBUTENIEM OTBETAa HA YKa3aHHBIM 3alpOC B YCTAHOBIICHHBIN CpPOK
SKCIIEPTHOE YYpEeXkJICHHE BO30OHOBIISAET JKCIEPTU3Y U B CPOK, HE MPEBBIIAIONINN 2 pabouux THEH,
HamnpasiasieT B MHUHHUCTEPCTBO 3ApaBooxpaHeHuss Poccuiickonn ®enepanuu 3aKiIFOUEHUE KOMHUCCUH
JKCIEPTOB.

BpeMﬂ CO JIHA HAIIPpaBJICHHA 3alIpOCa SKCICPTHOI'0 YUPCKACHUA A0 AHA ITOJYUCHUA HAa HCI'O OTBCTA
3asBUTEJIS HE YYUTHIBACTCS MPH UCUMCIICHUH CPOKA MPOBEACHUS IKCIIEPTU3 JIEKAPCTBEHHOI'O Mperapara,
yYKa3aHHOTO B a03alie mepBoM MyHKTa 16 HACTOSAIIETO JOKYMEHTA.

Cpok mpeacTaBiIeHMs 3asBUTENEM OOpa3lloB B SKCIEPTHOE YUPEXKIEHUE B COOTBETCTBUU C
noAnyHkroM '"r" myHkTa 12 HacTosmero JOKYMEHTa HE BXOIUT B CPOK IMPOBEACHUS 3KCIEPTHU3bI,
IIPEYCMOTPEHHOM IMMyHKTOM 16 HACTOSIIEro JOKyMEHTa.

B cinydyae HEBO3MOXXHOCTM NPOBENEHHUS HKCHEPTHU3bl KauecTBa JIEKAPCTBEHHOTO CpPEJICTBA B
HKCHEPTHOM YYPESKJIEHMH (B TOM 4YHCI€ [0 TNPUYMHE OTCYTCTBHS OOOpYyJOBaHUS U (WJIM)
KOMIUIEKTYIOIIMX K HEMYy, pPAacXOJHBIX MarepuasoB, oOpa3loB (apMaleBTUUECKON CyOcTaHIUH,
TECT-IITAMMOB MHUKPOOPTaHU3MOB, KyJbTYphl KJIETOK, 00pa30B BELIECTB, IPUMEHSEMBIX IS KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOT'O CPE/ICTBA IIyTEM CPAaBHEHMS C HUMU HCCIIEyEMOTr0 JIEKAPCTBEHHOIO CPEJICTBA,
B KOJHMYECTBAaX, HEOOXOIMMBIX MJsi BOCIPOMU3BEICHHS METOJ0B KOHTPOJS KayecTBa) IOIMYyCKaeTcs
MIPOBEJIEHUE  DKCHEPTU3bl KadecTBa JIEKAPCTBEHHBIX CPEACTB C  HCIOJIb30BAaHHUEM  CPEJACTB
JUCTAHIIMOHHOTO B3aUMOJEHCTBHS, B TOM YHUCIE IMOCPEICTBOM ayIHO- WM BUACOCBS3H, MOPALOK U
(GopMBI KOTOPOTO OHpPENEINSAIOTCS HKCIEPTHOW OpraHM3aldedl IO COIVIACOBAaHUIO C  3asBUTEIEM
(YNOJTHOMOYEHHBIM UM IOPMJIMYECKHM JIMIOM), a TaKKe MPOBEJECHUE DSKCIEPTU3bl KauecTBa
JIEKapCTBEHHOT'O IIpenapaTa B MeCTe IIPOM3BOJICTBA TAKOT'O JIEKAPCTBEHHOTI'O MpenapaTa ¢ BO3MOKHOCTBIO
UCIOJIb30BaHUS 000PYIOBAHUS IPOU3BOIUTEINS.

(B pen. [locranosnenus IlpasurenscrBa PO ot 14.11.2022 N 2056)

18. MuHucrepctBo 3apaBooxpaHeHus Poccuiickoii denepaunu B CpOK, HE MPEBBIAOMUN 3
pabouux AHEH co JTHS MOMyUYEHUs 3aKJIFOUEHUS] KOMHCCUU SKCIIEPTOB U 3aKIIIOYEHHS COBETA M0 ATHKE:

OCYHICCTBJISAACT OLCHKY 3aKIIOUCHUN O OIMPCACIICHUS UX COOTBETCTBUS 3aJaHUAM Ha IIPOBCACHUC
OKCIIEPTHU3 JICKAPCTBCHHOI'O IIpC€Iiapara,

IIpumeyanue.
Brimannsie 10 26.12.2024 peructpaiuoOHHbIE YAOCTOBEPEHHUSI CO CPOKOM aeictBus mo 31.12.2024
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neiictButenbHbl 10 31.12.2027 6e3 3amensl (Iloctanosnenue [IpaButensctBa PO ot 21.12.2024 N
1851).

NPUHUMAET peIIeHHe O TOCYAapCTBEHHON PEruCTpalliy JEKapCTBEHHOTO MpernapaTa uin 00 oTkase
B TOCYJApCTBEHHOM perucTpaluy JIEKapCTBEHHOro Ipernapara ¢ OOOCHOBAaHMEM TaKOIo OTKa3a,
YBEAOMIISIET 3asIBUTEJI O MPUHATOM PELIEHUH B BHJIE DJIEKTPOHHOI'O JOKYMEHTa U (WiIM) Ha OyMa)KHOM
HOCHUTEJIE, BBIIAET 3asBUTEII0 PETUCTPALMOHHOE YAOCTOBEPEHUE CO CPOKOM JaeiictBus mo 31 nexabps
2027 r., cornacoBaHHbIE HOPMATUBHYIO JOKYMEHTALMIO, MHCTPYKIMIO 110 MEAUIIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOT'0 IIpenapaTa U MaKeThl IEPBUYHON YIAKOBKHM U BTOPUYHOM (IIOTPEOUTENIBCKOI) YIIAKOBKH
C YKa3aHHEM Ha HUX HOMEpa PErUCTPALlMOHHOIO YA0CTOBEPEHUS JEKapCTBEHHOI'O IIpernapaTa U AaThl €ro
rOCYJJapCTBEHHOHN perucTpanum.
(8 pen. [locranoBnenwuii [IpaButenscrea PO ot 27.05.2023 N 824, ot 21.12.2024 N 1851)

3a BblJA4y PErMCTPALlMOHHOIO  yJOCTOBEPEHUS JIEKapCTBEHHOIO IIpenapara B3UMAaeTcs
rocyJapCTBEHHAas IIOIUINHA B COOTBETCTBUH € 3aKOHOAaTenbCcTBOM Pocculickon denepanuu.

19. OcHoBaHMsIMU I OTKa3a B FOCYHapCTBeHHOﬁ peructpanun JCKApCTBCHHOI'O IIpCIiapara
SABJIAKOTCA:

a) HeMpeICTaBlIEHUE 3asBUTENIEM JTOKYMEHTOB U CBEICHUM, 3alpolieHHBIX MUHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit deneparuy B COOTBETCTBUU C TyHKTOM 13 HACTOSIIIETO TOKYMEHTA;
(mm. "a" B pen. [locranosnenus [Ipasurenscrsa PO ot 14.11.2022 N 2056)

0) HempeICcTaBlIeHNWE 3asBUTENIEM B CPOK, YCTAHOBJICHHBIA IMYHKTOM 14 HACTOSIIETO JTOKYMEHTA,
OTBETA Ha 3aIpoc;

B) OTCYTCTBHUEC 3aKJIIOUYCHUSA MG)I(BGI[OMCTBGHHOI\/JI KOMHUCCHMHM O HaJIW4YUHU B OTHONIICHUHU
JICKApCTBCHHOT'O IIpeIiapaTa z[e(beKTypH HJIM pUCKa €€ BOSHUKHOBCHUS

I) HaJIWYME 3aKJIIOUYEHUS KOMHCCHUHM DOKCIEPTOB M (WIM) 3aKJIIOUEHHUS COBETa IO JTHKE O
HEBO3MO>KHOCTH F'OCYJapCTBEHHOM pErUCTpalvy JEKapCTBEHHOTO TIpernapara.

20. CsenmeHuss 0 TrOCYJapCTBEHHOH perucTpanuy JIEKapCTBEHHBIX IIPENapaToB BHOCATCS B
rOCYJJapCTBEHHBIN peecTp JeKapCTBEHHBIX CPEACTB B COOTBETCTBUM C TPEOOBaHMSIMHU 3aKOHOATEIbCTBA
Poccutiickoit deneparuu 06 oOparieHuu JIEKapCTBEHHBIX CPE/ICTB.

21. MunucrepctBo 3apaBooxpaHeHus Poccuiickoit ®denepanuu B TeueHue 3 paboumx IgHEH
MpPUHUMAET pelieHne o0 OTMEHE TOCyAapCTBEHHOM perucTpanuy JIEKapCTBEHHOro Mpernapara o
HCTEYEHUSI CPOKA JIEUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHMS IIPU NMOCTYIIEHUM B MUHUCTEPCTBO OT
YHOJHOMOYEHHBIX (e/lepalIbHbIX OpPraHOB MCIIOJIHUTEIBHOW BJIACTH CBEJCHUMN, MOATBEPKIAIOUINX (DaKT
HECOOJIIOJICHNs Jiep)KaTeleM, WM BIaJeiblleM PETUCTPAlMOHHOTO YJIOCTOBEPEHUS JIEKApCTBEHHOTO
rpenapara, WM YIOJIHOMOYEHHBIM WM JPYTMM FOPHIWYECKHM JIMIOM YCJIOBHH, INPETyCMOTPEHHBIX
PErUCTPAllMOHHBIM ~ yIOCTOBEPEHUEM, a TakKe IIpU I[oAade JepiKareleM, WM BIAACIbLEM
PErMCTPAlMOHHOTO YJIOCTOBEPEHHUs JIEKAPCTBEHHOI'O IPENapara, WiIW YIOJIHOMOYEHHBIM UM JIPYyTUM
IOPUIMYECKUM JIMIIOM 3asBJI€HHS 00 OTMEHE TOCylapCTBEHHOW pEeTruCTpaliy JIEKapCTBEHHOTO
mpernapara.
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lll. OcobeHHOCTN BBO3a U OOpaLLeHns He 3aperMcTpupoBaHHbIX
B Poccuinckon ®epnepaumnm nekapcTBeHHbIX NpenapaToB

IIpumeyanue.
Breimanneie 1o 26.12.2024 paspenieHus Ha BpeMeHHOE oOpaleHrue AercTBUTeNbHbI 1o 31.12.2027 u
MOJJIeXkKAT 3aMEHE IO 3asBJICHUIO IOp. JIMIIA, Tpe/cTaBlieHHoMy B MunsnpaB Poccun, ¢ BHeceHUEM

n3MeHeHud B cootBeTcTBYytomui peectp (IlocranoBnenue IlpaBurensctBa PD ot 21.12.2024 N
1851).

22. Pa3pemienne Ha BpeMeHHOe oOpamenue 1o 31 gexabps 2027 r. cepum (IMapTun)
JIEKApCTBEHHOI'0 IIpemapara, He 3aperucTtpupoBaHHoro B Poccuiickoi @Pexepanuu, HMEOLIETO
3apeructpupoBaHHbie B Poccuiickoit @enepalyiyl aHAIOTH MO MEXIyHAPOJIHOMY HENAaTEHTOBAHHOMY
HAaUMEHOBAHMIO U PA3PEUIEHHOIO JJs MEIUMLMHCKOTO INPUMEHEHHs Ha TEPPUTOPUU HHOCTPAHHBIX
rOCy/apCTB YIOJIHOMOYEHHBIMH OpraHaMHU COOTBETCTBYIOIIMX HHOCTPAaHHBIX TOCYyIapcTB (manee -
paspelieHue Ha BPEMEHHOE oOpalleHHe), BbIIaeTcs MHHHCTEPCTBOM 3apaBooxpaHeHus Poccuiickoii
@denepalli Ha JIGKAPCTBEHHBIC MpeENaparbl, B OTHOUICHHH KOTOPBIX MEKBEJOMCTBEHHON KOMHCCHEH
yCTaHOBJIEHA J1e()EKTypa UM PUCK €€ BOSHUKHOBEHUS.

(B pen. ITocranornenwnii [IpaButenscrBa PO ot 27.05.2023 N 824, ot 21.12.2024 N 1851)

Paspemenue Ha BpemMeHHOE oOpalieHue BelgaeTcsi MUHUCTEPCTBOM 3/ipaBooxpaHeHus: Poccuiickoit
Oenepannu 1o dopme, yrBepxaeHHol Pemennem Komnerun EBpasuiickoll 5KOHOMUYECKOW KOMHCCUU
ot 16 mas 2012 r. N 45 "O enunoii popme 3axiroueHus (pa3pelIuTeabHOr0 JTOKyMEHTa) Ha BBO3, BBIBO3 U
TPAH3UT OTIEJIBHBIX TOBAapOB, BKJIIOUYEHHBIX B €IMHBIN IEPEYEHb TOBAPOB, K KOTOPHIM MPUMEHSIOTCA
Mepbl HETApU(HOTO PEryIUPOBAaHUS B TOPTOBJE C TPETbUMU CTPAHAMHU, U METOJAMYECKUX YKa3aHHSX IO
€e 3aloJIHeHUI0" B OTHOLIEHWM cepuu (MapTuu) JIEKapCTBEHHOIO IpernapaTa, MMEIOIIEro aHajloTd
3aperucTpupoBaHHbIX B Pocculickoin denepanny JIEKapCTBEHHBIX MPENAPAaTOB C OJHHUM JCHCTBYIOIINUM
BEIIECTBOM JIMOO paHee 3aperucTpupoBaHHbIX B Poccuiickoil ®enepanuu, B OTHOLIEHMH KOTOPBIX
MIPUHATHI pelIeHns: 00 OTMEHE rocyAapCTBEHHOM PErUCTpallii B COOTBETCTBUH C IIyHKTaMu 2 - 8 cTaTbu
32 ®depepanbHoro 3akoHa "OO oOpallleHuM JEKapCTBEHHBIX CpeACTB", B OTHOLIEHHH KOTOPBIX
MEXBEJOMCTBEHHOM KOMUCCHEN YCTaHOBIIEHA 1e(PEKTypa UM PUCK €€ BOZHUKHOBEHHUSI.

23. Paspemenne Ha BpeMeHHOE oOpallieHue BblAaeTcs MHUHHCTEPCTBOM 3APaBOOXPAHECHUS
Poccuiickoit denepaniii Ha OCHOBAHHMM 3aKJIFOYEHUS MEKBEJOMCTBEHHON KOMHUCCHHM O BO3MOXKHOCTH
(HEBO3MOXKHOCTH) BBIIaYM pa3pelieHHus Ha BpeMEHHOe oOparieHue, (GopmMa KOTOPOTO YTBEpPKAAETCS
MuHHCTEPCTBOM.

24. Jna nonmy4yeHHs pas3pelleHuss Ha BpeMEHHOe oOpallleHne I0pHINYecKoe JUI0, ACHCTBYIOIIEE B
COOCTBEHHBIX MHTEpECAX WJIH YIOIHOMOYEHHOE MPEICTaBIsATh UHTEPECH! IPYToro I0pUANYECKOro JINIA,
npeacrasisier B MUHHCTEPCTBO 37apaBooxpaHeHus Poccuiickoit ®enepanuu B (popme 37IE€KTPOHHOTO
JIOKYMEHTA CJIETyIOIUE JOKYMEHTBI U CBEJICHUSA:

a) 3ad4BJICHUC O BbIAAYC PaA3pCHICHUA Ha BPCMCHHOC 06pameHI/Ie, HOAIIMCaHHOC 3J'IeKTp0HH0171
IMOATIMCBI0, B KOTOPOM YKa3bIBArOTCs:

HAaNMMCHOBAHUC, aIPCC MCCTA HAXOXKACHUS 3adBUTCIIA U IPOU3BOJUTCIIA JICKAPCTBCHHOT'O ITpCIiapara
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JUIS METUIIMHCKOTO TpPUMEHEHHS, CBelleHUsT 00 MX perucrpanuy B KadecTBE HAJOTOILIATENbIIMKA B
CTpaHe perucTpanuu (sl POCCUUCKHX IOPUAMYECKUX JUI[ - UICHTH(PUKAIMOHHBIA HOMEP
HAJIOTOIIATEeNbIINKA, Ui MHOCTPAHHBIX IOPUAWYECKUX JIMI[ - CTpaHa pPErUCTpallid, HaWuMEHOBAHHE
PETUCTPUPYIOLIETO OpraHa, peruCTpalMOHHbBII HOMED, KOJ| HAJIOrOIUIaTeNbllliKa B CTPAHE PErUCTpaluu
(MHKOpIIOpanMy) WM €ro aHajor) W aJpec MecTa OCYIIECTBICHHUS IPOU3BOJCTBA JIEKAPCTBEHHOIO
npernapara (B cily4ae HaJM4YUsi HECKOJBKUX YYaCTHHUKOB IIpoIlecca €ro IMPOU3BOJICTBA HEOOXOIMMO
yKa3aTh Ka)KJIOro y4acTHUKA B COOTBETCTBUH C OCYLIECTBIIIEMOI cTaqueil Mponu3BOICTBA);

HaMMCHOBAHUC JICKApCTBCHHOTI'O Ipemnapara (MC)KI[yHapOI[HOC HCIMaTCHTOBAHHOC, Ui
I'pynImupOBOYHOEC, HJIM XUMHUYCCKOC U TOProBOC HaI/IMeHOBaHI/IH);

MEpCUCHDb I[CﬁCTB}HOHIPIX U BCIIOMOTI'aTCJIbHBIX BCUICCTB, BXOAANIUMX B COCTaB JICKAPCTBECHHOI'O
Ipemnapara, ¢ YKa3aHueM KOJIMNYCCTBA KAXKIOTI0 U3 HUX;

JeKapCcTBeHHAss (opma, JJO3MPOBKA, CIIOCOOBI BBEACHUS H TPUMEHEHUS, CPOK TOJHOCTH
JIEKapCTBEHHOT'O MIpernapara;

dbapmakoTeparneBTUYECKasi TPyMma, KOJ aHaTOMO-TEPAleBTHUYECKO-XUMUYECKON KilacCHU(pUKAIIIH,
pEeKOMEeHJI0BaHHOM BceMupHO#l opranuzanued 34paBOOXpaHEHUs, 3asBIsi€Mble [OKa3aHWUsS Ui
MIPUMEHEHUS JIEKAPCTBEHHOTO ITPEIapara;

PEKBHU3HUTBHI cepuH (TMApPTUH), 3asABICHHOW IS LEJCH MOJYYeHHs paspelicHHs Ha BPEMEHHOEC
oOparenue npu AePUITe;

0) 3aBepeHHas B YCTAHOBJIIEHHOM IIOpAJKE KOMHMS JOKYMEHTa Ha pPYCCKOM  S3BIKe,
MTO/ITBEP>KIAIOILET0 MMOJTHOMOYHNE 3asiBUTEIIS Ha M0J1ady 3asBJICHMS O Bblaye pa3pelIeHus] Ha BPEMEHHOE
oOpalleHre JIeKapcTBEHHOI 0 IpenapaTa (J10BEpeHHOCTh);

B) KOITnA BI)IJIaHHOﬁ YIOOJIHOMOYCHHBIM OpraHOM  CTPAaHBI-IIPOU3BOAUTCIIA JIMOCH3UKW HaA
MNPpOU3BOACTBO JICKAPCTBCHHOI'O IIpCriapara MW €€ IMEpeBOJ Ha pYCCKI/Iﬁ S3bIK, 3aBCPCHHBIC B
YCTAaHOBJICHHOM MOPAIKE,

F) KOIKMAg BBIJAAHHOTO YIOJHOMOYCHHBIM OpPTraHOM CTPAaHBI-IIPOU3BOIUTECIIA HeﬁCTBYIOHleFO
AOKYMCEHTA O COOTBETCTBUH MMPOU3BOAUTECIIA JICKAPCTBCHHBIX CPEACTB Tp€6OBaHI/I$IM IpaBuJI Hannemameﬁ
HpOH3BOI[CTB€HHOI>i IMMPAKTHUKU U €ro NCPeBOA HaA pYCCKI/Iﬁ SA3BIK, 3aBEPCHHBIC B YCTAHOBJICHHOM ITOPAIKE;

}1) 3aBC€PCHHBIC B YCTAHOBJIICHHOM IIOPAJAKE KOIMMK OJOKYMCHTOB, MMOATBCPNKIAAOIIUX (1)aKT
peructpanuu  JIEKapCTBEHHOTO  Mpemapata 3a  mpenenamu  Poccuiickoit  ®Denmepauuu B
CTpaHe-POU3BOIUTENE W (WIM) CTpaHe - BIAJENblle (IepKaTese) pPEerucTParmOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara;

€) KOIUsI MHCTPYKIIMHU TI0 MEJIUIIMHCKOMY TIPUMEHEHUIO JIEKApCTBEHHOTO Tperapara, 0J00peHHON
YIOJIHOMOYEHHBIM OPraHOM CTPaHbI-IPOM3BOAMTENS M (WIM) CTpaHbl - Biajenblia (IeprKares)
PETHCTPAIIIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara, ¢ AaTOH MOCIEIHETo MepecMoTpa U ee
NIEPEBOJI Ha PYCCKUH SI3bIK, 3aBEPEHHBIC 3asBUTEIIEM;

k) uHpopManus O QapManeBTUYECKOW CyOCcTaHIMM Wik (apMalleBTHUECKUX CyOCTaHIUsX,
BXOJISILIIMX B COCTAB JIEKAPCTBEHHOI'O IIPENapara;
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3) KOMNUsl JOKYMEHTa, YCTaHABJIMBAIOMIETO TPEOOBAaHHA K KOHTPOJIIO KadyecTBa JIEKAPCTBEHHOI'O
npemnapara (CoaepXkamero CrenupHuKaluio U ONUCAHWE AHATMTUYECKUX METOJMK M HWCHBITAHUN WU
CCBUIKM Ha HUX, & TAKXE COOTBETCTBYIOLIME KPUTEPUHM MPUEMIIEMOCTH JUIsl YKA3aHHBIX IOKa3zarenen
KauecTBa), OJOOPEHHOIO YIOJHOMOYEHHBIM OpPraHOM CTPAHBI-IIPOU3BOAUTENS M (WJIM) CTpaHbl -
BIIaJIeNbla (ZIepiKaTensl) PEerucTpPalioOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOrO Ipemnapara, C J1aTou
IIOCJICHETO MTEPECMOTpPA U €r0 NIEPEBOJ] HA PYCCKUM A3BIK, 3aBEPEHHBIE 3asIBUTEIIEM;

1) KOIUS TOKyMEHTa O cucTeMe (hapMakoHa[30pa OpraHu3alui, OTBETCTBEHHOH 3a OCYILECTBICHHUE
MOHUTOpPHUHra O€30MacHOCTH BBE3EHHBIX JICKAPCTBEHHBIX CpeAcTB B Poccuiickoit ®enepanuu, U ero
KpaTKHI NIEPEBOJ] HA PYCCKHUM SA3BIK, 3aBEPEHHBIC 3aIBUTEIIEM;

K) IJIaH YIPaBICHHUS] PUCKaMU I OMOJIOTHYECKOTO JISKApCTBEHHOTO IMperapara U ero nepeBoJl Ha
PYCCKU SA3BIK;

1) oTueThl (JINOO 0030PBI) PE3yNHTATOB JOKIMHUICCKIX MCCIICIOBAHUNA JICKAPCTBEHHBIX CPEICTB H
KIIMHAUYECKUX HCCIICIOBAHUN JICKQPCTBCHHOTO TMperiapara, BKJIKOYas IMPU HaIMYUH 0030p OIbITa
MMOCTPETHCTPAIIMIOHHOTO PUMEHEHHUSI.

25. JlonyckaeTcsl UCIOJIb30BaHUE MAKETOB MEPBUYHOM U BTOPUUHOM (MIOTPEOUTENBCKOI) YIaKOBOK
Ha SI3bIKE CTPAHBI-NIPOU3BOAUTENS NPU HAIWYMHM HA BTOPUYHOU (IIOTPEOUTENHCKOI) U NMEPBUYHOM (ecnu
IPUMEHUMO) YIAKOBKaX CaMOKJIESIIECHCS 3TUKETKH, COJAeprKalledl COOTBETCTBYIOLIYIO HH(OPMAIUIO O
JIEKapCTBEHHOM IIpENnapaTe Ha PyCCKOM S3BIKE.

Kaxnas ynakoBka cepuM (MapTHM) HE3aperUCTPUPOBAHHOIO JIEKApCTBEHHOIO —Ipernaparta,
BBe3eHHOTO B Poccuiickyro ®enepariio Ha OCHOBAaHWUHW pa3pelieHUss Ha BPEMEHHOE OOpalleHue,
COINIPOBOXAAETCS IEPEBEACHHON Ha PYCCKUM SA3bIK MHCTPYKIHMEN MO MEAMIMHCKOMY IPHUMEHEHUIO
JIEKapCTBEHHOI'O Mpernapara, 0400peHHON YIMOJIHOMOYEHHBIM OpraHOM CTPaHBI-IIPOU3BOAUTENS U (WIIN)
CTpaHbl BJIaJieNIbla (AeprKaTelis) perucTPalMOHHOTO YI0OCTOBEPEHMS JIEKapCTBEHHOTO ITpernapara.

(a03an BBeneH Ilocranosnenunem IpaButensctBa PO ot 14.11.2022 N 2056)

26. MunuctepcTBO 31paBooxpanenus Poccuiickoit @enepannu B Teuenue 10 pabounx qHE# co qHs
MOCTYTUICHUS TOKYMEHTOB U CBEJICHUH, YKAa3aHHBIX B MMyHKTE 24 HACTOSIIETO JOKYMEHTA!

a) MPpOBOAUT MMPOBCPKY MOJIHOTHI U JOCTOBECPHOCTHU ITPEACTABIICHHBIX JOKYMCHTOB,

0) mpuHUMAET pelieHne 00 OTKa3e B BblJadye pa3pelieHHs Ha BPEMEHHOE OOpallleHHue B Ciydae
BBISIBJICHUSI HEMOJIHOTHI UJIM HEJJOCTOBEPHOCTH IMPEACTABICHHBIX JOKYMEHTOB M CBEJEHUN C yKa3aHUEM
IIPUYHUH OTKa3a;

B) HAmpasJIEICT OOKYMCHTBI M CBCACHUA, YKA3aHHBIC B ITYHKTC 24 HACTOAIICTO AJOKYMCHTA, B
MCKBCIOMCTBCHHYIO KOMUCCHUIO,

I) OpraHu3yeT IIPOBEJIECHUE 3acelaHusl MEXBEJOMCTBEHHON KOMHCCHM, IO HMTOraM KOTOPOTO
oopmiisieTcss MPOTOKOJN €€ 3acelaHus M 3aKI0YeHHE O BO3MOXKHOCTH (HEBO3MOXHOCTH) BbIJIaUM
paspelieHrs Ha BpeMeHHoe oOpalieHre npu aedeKkType Uil pucke BOSHUKHOBEHUS 1e(DEeKTypHI;

J) IpU TPUHATAN MEKBEJOMCTBEHHON KOMHCCHEH pelIeHHs O BO3MOKHOCTU (HEBO3MOXHOCTH)
BBIJIaUM pa3pelleHus] Ha BpeMEeHHOe 00pallleHre, B TOM YHCIIe 0 HEOOXOJMMOCTH NMPOBEICHUS UCTIBITAHUN
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KayecTBa JIEKapCTBEHHBIX IPENapaToB, HAIPABISAET 3asBUTENIO B (pOopMe 3JIEKTPOHHOIO JOKYMEHTa
paspelieHre Ha BpeMEHHOe oOpalleHue, MOANMMCAHHOe YCHJICHHON KBAIM(UIIMPOBAHHOM 3IIEKTPOHHOMN
MOJIMCHIO, M BBIIMCKY M3 3aKIIOYCHMs, B TOM 4YHCJIE COJCPXKALLYI0 CBEICHHS O HEOO0XOAUMOCTH
IIPOBEACHUS UCIIBITAHUM Ka4eCTBA JIEKAPCTBEHHOTI'O IIpenapara.

27. OcHOBaHUSIMH IJIs1 OTKa3a B BbIJA4YC pa3pClICHNA Ha BpEMCHHOC o6pameHI/Ie SABJIAKOTCA:

a) BBIABJIICHHUC HCIOJHOTBI WM HCAOCTOBCPHOCTH MNPCACTABICHHBIX JOKYMCHTOB U CBCI[GHHfI,
YKa3aHHBIX B IIYHKTC 24 HACTOAICTO JOKYMEHTA,

0) BBIHECEHHE MEXBEJOMCTBEHHONM KOMUCCHEM 3aKJIIOYEHHS] O HEBO3MOXXHOCTU BBIJIaYU
paspelleHus Ha BpeMEHHOE OOpalleHHe.

28. Pemenne 00 oOTka3ze B BbIJa4e pa3pelIeHUs HAa BpPEeMEHHOE oOpalieHue IO OJHOMY H3
OCHOBaHUH, YyKa3aHHbIX B MYyHKTe 27 HACTOSIIET0 JOKYMEHTa, MpUHUMaeTcs MUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoit ®denepanuu B TeueHue S5 paboyumx AHEH €O [HA YCTAaHOBIICHUS
COOTBETCTBYIOIIETO (paKTa WM MOCTYIJICHUS! COOTBETCTBYIOIIETO 3aKIIOYEHUS. Y BEJOMIICHUE 3asiBUTEINs
O MIPUHATOM PEUICHUH OCYIIECTBISIETCS B (hOpMe DIIEKTPOHHOTO JOKYMEHTa, MOIIMCAHHOTO yCHUIICHHOM
ANEKTPOHHON KBaTU(DUIUPOBAHHOMN MOAMKCHIO.

29. MunuctepctBo 3apaBooxpaHeHust Poccuiickoii denepauuu  BeIeT peecTp BbIAHHBIX
paspelleHuii Ha BpEeMEHHOe oOpalieHue npu JeeKType HIM PHUCKE BO3HMKHOBEHHs JAe(eKTypHl,
KOTOPBIN pa3Meliaercs Ha ero ouimanbHoM caiite B cetu "MHTepHeT" ¢ coOM0IeHeM OrpaHUYeHHH,
YCTaHOBJIEHHBIX 3aKOHOJATENbCTBOM Poccuiickoil @enepanyy 0 NEpCOHAIBHBIX JaHHBIX, KOMMEPYECKOU
U (UJIM) rocyJapCTBEHHOM TaliHe.

30. Ha teppuropun Poccuiickoit @enepannu pa3zpemaercs nepeBo3ka, peanusanus, nepeiaya u a0
OKOHYaHHA CpOKa IOAHOCTHU XpaHCHHUEC, OTIIYCK, PO3HHUYHAA TOPTOBJIA (B TOM 4YHUCIIC AUCTAHIITMOHHBIM
crocoboMm), TpPUMEHEHHE HEe3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPEMapaToB, BBE3ECHHBIX B
Poccuiickyro ®@enepariio Ha OCHOBAaHUU pa3pelieHus] Ha BpEMEHHOE o0paliieHue.

31. B OTHOIIEHUHM JIEKAPCTBEHHBIX IPENapaToB, BBEACHHBIX B OOpalleHHe Ha OCHOBaHWUHU
paspelnieHus Ha BpeMeHHOe oOpallieHue, He IPUMEHSIOTCS MOJ0KEeHHs yacTu 7 ctaThu 9 u cratbu 52(1)
®enepanbHoro 3akona "O6 oOpallleHUH JTeKapCTBEHHBIX CPEICTB".

(B pen. [locranosnenus IlpasurenscrBa PO ot 14.11.2022 N 2056)

31(1). IlpousBoauTeny JEKApCTBEHHBIX CPEICTB HAHOCSIT Ha MEPBUYHYIO YIAKOBKY (B OTHOIICHUHU
JIEKapCTBEHHBIX IPENapaToB, JUIsl KOTOPBIX HE MpPEeIyCMOTpPEHa BTOPUYHAs YMAaKOBKa) U BTOPUYHYIO
(MOTpeOUTENbCKYIO) YIMAKOBKY JICKAPCTBEHHBIX IPENaparoB CpeACTBAa HWAGHTH(QHUKAIUKA B  BHJE
JIBYXMEPHOT'O HITPUXOBOT'O KO/A.

CBeneHus, coaepKaliecs B CpeICTBE UASHTH(PHUKAIINN, HAHOCITCS METOAaMHU MeYaTH Ha YIaKOBKY
JIEKapCTBEHHOI'0 Iperapara WM MeyaTH Ha MaTepuajbHbId HOCHUTENb (3THUKETKY), HE JOMYCKAIOIIMMHU
OTJENCHHUsI CpeICTBAa WACHTHU(PHUKAIMKU U (WIM) MaTepHaJbHBIX HOCHTENEH, COJepiKaluX CpelcTBa
UICHTUQUKAIUN, OT YMAKOBKHM JIEKapCTBEHHOro IpermapaTa Oe3 moBpexiaeHuil. B cimydae BBO3a B
Poccuiickyto ®@enepauuio Tpu  Opou3BOACTBE BHe Tepputopuu Poccuiickoit ®enepanuum (3a
HCKJIFOYEHUEM JIEKaPCTBEHHBIX IIPENapaToB, BBO3MMBIX M3 TOCYJApCTB - WIEHOB EBpasmiickoro
HSKOHOMHYECKOT0 COI03a) MapTHUU JIEKAPCTBEHHOrO Ipernapara JOIMYyCKaeTcsl HaHECEHHE JBYXMEPHOIo
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HITPUXOBOTO KOJAAa METOJOM I€4aTh Ha MaTepHalIbHbIII HOCHUTENb (STUKETKY), HE JOMYyCKAOIIUM
OTJICICHUS] MATEPUATTLHOTO HOCUTEIIS (3TUKETKH ), COJIEPKAIIETO CPEACTBO UACHTH(PUKAIIUH, OT YIIAKOBKH
JIEKapCTBEHHOT'O Mpernapara 6e3 MOoBpeKICHH, ¢ MOCIeyIOINM HAaHECEHHEM MaTepUaibHOIO0 HOCUTEIS
(3THKETKH) Ha BTOpPUYHBIEC (IMOTPEOUTENHCKUE) YMAaKOBKH JIEKAPCTBEHHOIO Mperapara (B cCiiydyae HX
OTCYTCTBHSI - IIE€PBUYHBIC YMAKOBKU JIEKAPCTBEHHOI'O Mperapara) Ha TaMOXXEHHOM CKJIaJe, aJipec
KOTOpOrO YKa3aH B KadecTBE ajJpeca MecCTa OCYILECTBICHHUS JEATEIbHOCTH B JIMIEH3UM Ha
(bapMaleBTUYECKYI0  JI€ATEIbHOCTh  OpPraHW3allid,  OCYILIECTBISIONMIEH  ONTOBYHD  TOPTOBIIIO
JIEKApCTBEHHBIMU CPEACTBAMU.

Brecenune nHpopManuu o JIeKapCTBEHHBIX IMperapaTax U 000 BCEX OMepanusixX, MPOU3BOJIUMBIX C
JIEKApCTBEHHBIMU TIperapaTaMd, B CHUCTEMY MOHHMTOPHHTA JIBIDKCHMS JIEKQPCTBEHHBIX IIpPENapaTroB
OCYIIECTBISIETCS B COOTBETCTBUU C [lookeHHeM O crcTeMe MOHUTOPUHTA JBUKECHHS JIEKApPCTBEHHBIX
mpenaparoB Uil MEAMIIMHCKOTO TPUMEHEHHUs, YTBEPXKIECHHBIM TocTaHOBIeHHeM [IpaBuTenncTBa
Poccuiickoit ®enepauuu ot 14 nmexadpst 2018 r. N 1556 "O6 yrBepxaenun IlomoxkeHuss o cucreme
MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHBIX MPEMApaTOB JAJISI MEIUIIMHCKOTO TPUMEHEHUs".

(n. 31(1) BBenen [locranornenuem IlpaButensctBa PO ot 14.11.2022 N 2056)

32. ®apmakoHaA30p JIEKAPCTBEHHBIX IIPENapaTroB, BBEACHHBIX B OOpallleHHME HAa OCHOBAHUU
paspelieHrs Ha BpEMEHHOE 00pallleHue, OCYIIECTBIISETCS B COOTBETCTBUU CO CTaThell 64 denepaibHOro
3akoHa "OO0 o0palleHnr JTEeKapCTBEHHBIX CPEICTB".

33. VcnblTanus KadecTBa JIGKAPCTBEHHBIX IPENapaToB, BBEJCHHBIX B OOpalleHHe Ha OCHOBAHUU
paspellieHuss Ha BPEMEHHOE oOpalleHue, MPOBOJIATCS AKKPEAUTOBAHHBIMU B COOTBETCTBUU C
3akoHojaTtenbcTBOM  Poccuiickoit  denepanuu 00 akkKpeiuTalMM B HAllMOHAJIBHOM  cHCTEME
AKKpeIUTALNHU (benepanbHbIMU roCyJapCTBEHHBIMHU O10’KETHBIMU YUPEKIACHUAMM,
MIOABEAOMCTBEHHBIMU MUHHCTEPCTBY 3apaBooxpaHeHus Poccuiickon ®Penepauuun u  dDenepaibHOU
ciry’k0e 1o Haa3opy B cepe 34paBOOXPAHEHUS, C MPEACTABICHUEM B 3TU YUPEKIACHUS HEOOXOAUMOIro
KOJINYecTBa 00pa3lioB JIEKAPCTBEHHBIX MTPENapaToB, CTaHIAPTHBIX 00pa3loB, PEaKTUBOB U MaTepHAaJIOB.

IIpoBeneHME UCIIBITAHNN YKa3aHHBIX JIEKAPCTBEHHBIX IPENAapaTOB JOMYCKAETCS C UCIIOIb30BAHUEM
CPEICTB AMCTAHI[MOHHOIO B3aMMOJEUCTBHS, B TOM YHUCJIE IOCPEICTBOM ayauO- WIM BHUIEOCBA3HU, B
peXUME PEATBHOIO BPEMEHH ITOCPEACTBOM BUICOCBSI3H.

IV. Ocob6eHHOCTU BBO3a U OOpaLleHUst 3apermcTpMpoBaHHbIX
B Poccuinckon Penepaumm nekapcTBeHHbIX NpenapaToB B ynakoBKax,
npeaHasHaYeHHbIX A4NA obpaleHMsa B MHOCTPaHHbIX rocyaapcTBax

34. Yrparuiu cuiy. - [loctanoBnenue [IpaBurenscta PO ot 21.12.2024 N 1851.

34(1). do 31 mexabps 2025 r. momyckatoTcst BBO3 Ha Tepputoputo Poccuiickoit @enepanun 6e3
CHelMabHOTO paspemnieHus U oOpamenue B Poccuiickoit @enepanuul  3aperucTpUPOBAHHBIX
JICKApCTBEHHBIX INIPENapaToB B YNAaKOBKaxX, MNpPEJHA3HAYCHHBIX M OOpalleHuss B HMHOCTPAHHBIX
rocyapcTBax, B ciydae JeeKTypbl JIEKAPCTBEHHBIX MPENapaToB WK PUCKA €€ BOSHUKHOBEHUSI B CBSI3H C
BBeJIeHMEM B OTHOoLIeHMH Poccuiickoil denepanny orpaHUUUTENBHBIX MEP YKOHOMHUUYECKOTO XapakTepa
IIPU YCIIOBUU COOTBETCTBUS BBO3UMBIX JIEKAPCTBEHHBIX MPENapaToB TPEOOBAHUSAM, YCTAaHOBIEHHBIM NPU
UX PErucTpaluy, 3a UCKIIYEHUEM TpeOOBaHHUH K MEPBUYHON YIaKOBKE, BTOPUYHON (OTPEOUTEIHCKON)
yHOaKkoBKE, a TakKe MpH HAJIWYMM Ha BTOPUYHOM (TOTPeOUTENHbCKOW) YyMaKOBKE JEKAapCTBEHHBIX
MpernapaToB, HAXOAALIMXCS B OOpAIEHUH, CaMOKJIEAIIENHCS ITUKETKH, cofeprkailed uHdopManumo o
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JIEKapCTBEHHOM IIperapaTe Ha PyCCKOM SI3bIKE.
(n. 34(1) BBexen Ilocranornenuem IlpaBurensctBa PD ot 27.05.2023 N 824; B pexn. [locTtanoBnenus
[IpaBurensctBa PD ot 28.12.2024 N 1964)

IIpumeyanue.

3aKIIIOYEeHUs, BbIJIAHHBIE B COOTBETCTBUU C JIAHHBIM JIOKYMEHTOM (B pex., JeiCTBOBaBIIEH 10
01.01.2025), nefictButenbhbl o 31.12.2025 u noanexar 3aMeHe 110 3asBJICHUIO0, IPEJICTABICHHOMY B
Munszapas Poccun, ¢ BHECEHHMEM COOTBETCTBYIOIIMX M3MEHEHHMH B PEECTP BBIAAHHBIX 3aKIIOYEHUHN
(ITocranosnenue [IpaBurensctBa PO ot 28.12.2024 N 1964).

35. IlepeBo3ka, peanu3anus, Mepenadya M JO OKOHYAHUS CpPOKAa TOJHOCTH XpaHEHHE, OTITYCK,
PO3HUYHAs TOProBis (B TOM YHMCIE AUCTAaHLUOHHBIM CIIOCOOOM), IPUMEHEHUE 3aperuCTPUPOBAHHBIX B
Poccuiickoit @enepanuu iekapcTBEHHBIX MIPETIAPaTOB B YIIAKOBKAX, MPEIHA3HAYCHHBIX JIJISl OOpaIieHus B
HHOCTpAaHHBIX TIOCydapCTBax, OCYHCCTBIAIOTCA Ha OCHOBAHUW 3aKIIOYCHUA MGX(BGHOMCTBGHHOﬁ
KOMHCCHH, (hopMa KOTOPOTO YTBEpKaaeTcsi MHUHUCTEPCTBOM 3lipaBooxpaHeHus Poccuiickori denepanuun
(manee - 3aKJIIOUYEHHUE).

Kaxnas ynakoBka cepun (mapTHM) JIEKapCTBEHHOTO IIperapaTta, BBE3EHHOro B Poccuiickyro
Qdenepaniio HAa OCHOBAaHMM 3aKIIOUEHHS, CONPOBOXKAACTCS TEPEBEACHHOM HAa PYCCKHHA  SI3BIK
MHCTPYKIIMEH 10  MEAMUMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOIO  Iperapara, O0J00peHHOM
YIIOJIHOMOYEHHBIM OPTraHOM CTPaHBI-IPOU3BOAMUTENS W (WJIM) CTpaHbl Biaaenbla (JeprKaTess)
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MTperapara.

(a03an BBeneH IlocranoBnenuem Ipasurenscta PO ot 14.11.2022 N 2056)

36. Jlnsa modydeHus 3aKIIOUeHHs IOpUAMYECcKOoe JIUIO, JEHCTBYIOLIee B COOCTBEHHBIX MHTEpecax
WIM YHOJHOMOYEHHOE TPEJCTABIATh HHTEPECHl JIPYroro MOPUINYECKOro JHIA, MpPEeICTaBiIseT B
MunucrepcTBO 3apaBooxpaHeHus Poccuiickoit ®epepaunu B (QopMe 3IEKTPOHHOIO JIOKyMEHTa
CIIEyIOIINEe JOKYMEHTHI U CBEACHMUS:

a) 3asBJEHHE O MOJYYEHUH 3aKJIIOYCHMs, MOJMMCAHHOE 3JIEKTPOHHOH MOJINMUCHIO, B KOTOPOM
YKa3bIBaIOTCA:

HAauMEHOBAHUE, AAPEC MECTA HAXOKACHUS 3asBUTENS U IIPOM3BOAUTENS JIEKapCTBEHHOTO Iperapara
JUIS METUIIMHCKOTO TpPUMEHEHHs, CBeleHUs 00 WX perucrpaiuy B KadecTBE HAJOrOIIaTeNIbIUKa B
CTpaHe perucrpauuud (Uis POCCUHCKUX IOPHIMYECKHUX JIMI - UIACHTU(QUKAIMOHHBIA HOMEp
HaJIOTOIJIATEeNbIINKA, Ui MHOCTPAHHBIX IOPUAWYECKUX JIMII - CTpaHa pPErUCTpalid, HauMEHOBaHME
PETUCTPUPYIOLIETO OpPraHa, peruCTPalMOHHBIN HOMED, KOJ HAJOrOIUIATENbIINKA B CTPAaHE PETUCTPALNU
(MHKOpIIOpanMK) WIX €ro aHajor) W aJpec MecTa OCYLIECTBICHHS IPOM3BOJCTBA JIEKAPCTBEHHOI'O
npernapara (B cilydyae HaJM4YUsi HECKOJBKHMX YYaCTHUKOB IIpoIlecca €ro IMPOU3BOJICTBA HEOOXOIMMO
yKa3aTh Ka)kJI0r0 y4aCTHUKA B COOTBETCTBUU C OCYILIECTBIISIEMOM CTa/luel IPOU3BO/ICTBA);

HAauMEHOBAHME JIEKAPCTBEHHOI'O IIpenapaTa Ha A3bIKe HHOCTPAHHOTO FOCyAapCTBa (MEKIYHApOIHOE
HENMaTeHTOBAaHHOE, UJIM TPYIIIHPOBOYHOE, WM XUMHUYECKOE) U €r0 TOProBO€ HAMMEHOBAHUE C TIEPEBOJIOM
Ha PYCCKHUH SI3BIK;

MEPCUCHDb )I@f/iCTB}HOHH/IX U BCIIOMOTI'aTCJIBHBIX BEIICCTB, BXOAANIUMX B COCTaB JICKAPCTBEHHOI'O
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mpemnapara, ¢ YKa3aHHuEM KOJINYCCTBA KAXKXI0I'0 U3 HUX;

JeKapCcTBeHHass (¢opMma, JJO3MPOBKA, CIOCOOBI BBEACHUS H TPUMEHEHUS, CPOK TOJHOCTH
JIEKapCTBEHHOI'0 IIperapara;

dapmakoTepaneBTHUECKas TPYIa, KOA aHATOMO-TEPAIeBTHUYECKO-XUMUYIECKONW KiTacCu(DUKAIIHH,
peKoMeHIoBaHHOM BcemupHoi opraHuzanuell 31paBOOXpaHEHUS, 3asBlsieMble TOKa3aHUS IS
MIPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara;

PEKBU3UTHI cepuu (TapTUH), 3asIBJICHHOMN JJIsl TOy4EHUs 3aKJIIOUEHUSI HA BO3MOKHOCTb OOpaIlieHUs
B Poccuiickoit denepanun IeKapcTBEHHOTO IMpemnapaTa B yIIAKOBKE, MPeIHA3HAYCHHON ISl OOpaieHus
Ha TEPPUTOPUU MHOCTPAHHBIX I'OCY1apCTB;

0) cBenenus o 3apeructpupoBanHoM B Poccuiickoit deneparuu gekapcTBEHHOM Ipenapare:

I/IH(l)OpMaI_II/ISI 0 BJIAACIIBLC, MACPIKATCIC PCrUCTPANMOHHOTO YIAOCTOBCPCHUSA, HOMEP U JaTa
PEruCTPpaiuOHHOTIO YAOCTOBCPCHUS,

KOMUSI MHCTPYKILHUHU M0 MEIUIIMHCKOMY PUMEHEHHIO JICKAPCTBEHHOTO Mpernapara, yTBepkKJACHHO! B
Poccuiickoit ®enepanuu;

KOIUM MAaKeTOB NEPBHUYHOM M BTOPUYHOH (MOTPEOUTENBCKOW) YIAKOBKH, YTBEP)KIECHHBIX B
Poccuiickoit ®eneparnuu;

yTBep)kAcHHbIE B Poccuiickoit denepanum HOpMaTHBHAas JOKYMEHTAalUs WIM HOPMATHBHBII
JIOKYMEHT Ha JIEKapCTBEHHBIN Ipernapar;

B) 3aBEpeHHas B YCTAHOBJICHHOM TOpSJAKE KOMMA JIOKyMEHTa Ha PYCCKOM  SI3BIKE,
MOATBEP)K/IAIOLIET0 TIOJHOMOYME 3asBUTENss Ha MoJady 3asBJICHUS O BblJade 3aKIIOYECHUS
(1OBEPEHHOCTH);

(B pen. [locranosnenus IlpasurensctBa PO ot 14.11.2022 N 2056)

F) KOIIMSA BBIJJAaHHOM YHOOJIHOMOUYCHHBIM OpraHOM  CTPAHBI-IIPOU3BOAUTCIIAA  JIMICH3HWKU HA
IMPOU3BOJACTBO JICKAPCTBCHHOI'0 IIp€rapara W €€ TIEpPCBOJ HaA pyCCKI/II\/JI A3BIK, 3aBCPCHHELEIC B
YCTAHOBJICHHOM IIOPAIKE;

}1) KOIIMAg BBIJAHHOTO YIIOJJHOMOUYCHHBIM OpPraHoOM CTPaHBI-IIPOU3BOAUTEIIA HeﬁCTBYIOHICFO
AOKYMCHTA O COOTBETCTBUHU MMPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/IHM mpaBuJI Ha;[nexcameﬁ
HpOI/ISBOJICTBeHHOI\/'I IMMPAKTHUKU U €0 IIEPEBO/ HA pyCCKI/II\/II A3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IOPAIKE;

€) 3aBepeHHbIE B YCTAHOBICHHOM TIOPSAKE KOIMWUU JIOKYMEHTOB, MOATBEPXKAAOIMUX (DakT
perucTpauu  JIGKAPCTBEHHOro  mpemapata 3a  npenenamu  Poccmiickoir  ®enepaunu B
CTpaHe-Tpou3BoANTeNe U (WIHM) CTpaHE - BIAJENbIE (IepKaTelie) PerucTPAlMOHHOTO YIO0CTOBEPEHUS
JIEKapCTBEHHOTO MperapaTa, ¥ uX MepeBoj] Ha PyCCKUM S3BIK;

) KOMHSI WHCTPYKIMU MO METUIIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOT0 Mpernapara, 0100peHHOM
YIOJHOMOYEHHBIM OPTraHOM CTPaHbI-MPOU3BOAMTENS M (WJIM) CTpaHbl - Biajenblia (Aep:karens)
PEruCTPAallMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOI'O IIpenapara, ¢ AaTod IOCIEAHETO MEpecMOTpa U ee
IIEPEBOJ HA PYCCKUH SA3BIK, 3aBEPEHHBIE 3aBUTEIIEM;
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3) KOMHU OJOOPEHHBIX YIMOJHOMOYEHHBIM OPraHOM CTPAHBI-IIPOM3BOIUTENS M (WJIHM) CTpPaHbI -
BIIQJICTbIA (JEpKATellsl) PErUCTPAIMOHHOTO YIOCTOBEPEHHS MAaKETOB TIEPBUYHOW UM BTOPUYHOM
(MOTpeOUTENBCKOI) YITAaKOBOK;

M) KOMHs JIOKYMEHTa, YCTAaHABJIMBAIOIIETO TPEOOBaHWs K KOHTPOJIIO KadecTBa JIEKAPCTBECHHOTO
npenapaTta (CoAEpKalero Crnenu(pHUKanulo U OMUCAaHUE AHAJUTHUYECKUX METOAMK M HCIBITAHUNA WIH
CCBUIKM HAa HHUX, a TaK)KE€ COOTBETCTBYIOIIHME KPHUTECPUHU IMPHEMIIEMOCTH JJIsi YKa3aHHBIX IOKa3aTesen
KauecTBa), OJOOPEHHOIrO YIOJHOMOYEHHBIM OPraHOM CTPAHBI-IPOU3BOAUTENS M (WJIM) CTpaHbl -
BJaseNbla (JepxKaressl) PEerucTPAllMOHHOTO YIOCTOBEPEHMS JIEKApCTBEHHOTO IIperapara, C JaToi
MIOCJIEHETO MEPECMOTpPa U €ro MEPEBO/] Ha PYCCKUM A3bIK, 3aBEPEHHBIC 3asiBUTEIIEM;

K) KpaTKas XapaKTepUCTHKA CUCTEMBI (papMaKOHa30pa BiIajielbla (IepaKaresis) perucTpaluOHHOTO
yJIOCTOBEpEHHs JICKapCTBEHHOI'O Mpernapara, epeBeieHHast Ha PyCCKUM S3bIK;

7) TUTaH YIIPaBJICHHUS PUCKAMH IS JICKAPCTBEHHOTO TperapaTa U €ro MepeBOj] Ha PYCCKUH S3BIK
(npu HaTMYUN).

37. MexBenoMcTBeHHasi Komuccus: B TeueHne 10 pabouymx THEH paccMaTpuBaeT MOCTYIHBIIUE B
COOTBETCTBUH C MyHKTOM 36 HACTOSILEro JTOKYMEHTa JHOKYMEHTBI U CBEIEHHUS, MPUHUMAET PEIICHHE O
BBIJIaue 3aKIIOYCHUS JIN0O0 00 OTKAa3e B BhIJAYC 3aKJIFOUCHUS, B TOM YHCJIC O HEOOXOIUMOCTH TTPOBEICHHS
WCIIBITAHUH KadecTBa JIGKAPCTBEHHBIX IMpEnaparoB, H HANpPaBJISICT 3asBUTCIIO  IOJAIMHMCAHHOE
ANIEKTPOHHBIMU TOANKUCSIMH 3aKJIFOYCHUE WM MOTHBUPOBAHHOC YBEIOMJICHHE 00 OTKa3e B BBIIade
3aKJIIOYEHHUS.

38. OcHoBaHUAMH IJIS1 OTKA3a B BBIIAYE 3aKIIIOUYEHUS SIBIISTFOTCS:

a) BBIABIICHHE HEMOJHOTH WM HEIOCTOBEPHOCTH IPE/CTABICHHBIX JIOKYMEHTOB U CBEJICHHIH,
yKa3aHHbBIX B MyHKTE 36 HACTOSIIETO JOKYMEHTA;

6) BBIHECEHHE MEKBEIOMCTBEHHOM KOMHCCHEH 3aKIIOYEHHMS O HEBO3MOXKHOCTH BbIJA4Hd
3aKJIFOYCHUA.

39. MunucrepctBo 31paBooxpaHeHus Poccuiickoii ®exepanuu  BENET PEECTp BBIIAHHBIX
3aKJIIOYEHUH, KOTOPBIA pa3MeniaeTcsi Ha ero opuuuaabHOM caiite B cetu "MHTepHeT" ¢ coOmoaeHuemM
OTrpaHUUYEHUH, YCTAaHOBIEHHBIX 3aKOHOJATENbCTBOM Poccuiickoil Denepanuu 0 NEPCOHAIBHBIX JaHHBIX,
KOMMEpPUECKOH U (MJIM) rOCy1apCTBEHHOM TaiiHe.

40. McnplTaHus KauecTBa JEKapCTBEHHBIX NpEnapaToB, BBEACHHBIX B OOpallleHHEe Ha OCHOBAaHUH
3aKJIIOYEHUH, Ha COOTBETCTBHE TPEOOBAHUSAM, COJEPXKALIUMCS B PETUCTPAlMOHHOM JOChe Ha
JIEKapCTBEHHBIN Ipenapar, IPOBOAITCA AKKPEIUTOBAaHHBIMU B COOTBETCTBHUM C 3aKOHOAATEILCTBOM
Poccuiickoit denepannn 00 akkpeauTalMM B HAallMOHAJIBHOM CHCTeME akKpeAuTauuu (enepanbHbIMU
rocy/1apCTBEHHBIMU OIOJUKETHBIMU  YUPEXKIACHUSIMH, [OJIBEJOMCTBEHHBIMM  MUHHCTEPCTBY
3npaBooxpaHeHusi Poccuiickoit ®epepanuun u  DenepanbHoil cimyxk6e 1O Hagzopy B cdepe
3/IpAaBOOXPAHEHMsI, C TMPEJICTABICHHEM B 3TH YUYPEXKACHUS HEOOXOAMMOro KOJUYeCTBa OO0pasloB
JIEKapCTBEHHBIX IpEnapaTroB, CTaHJAPTHBIX OOpa3lOoB, pEaKTUBOB U MaTepuajoB B oOBeMe,
YCTaHOBJIEHHOM ME)KBEIOMCTBEHHONH KOMHUCCHEM.

IIpoBeneHME UCTIBITAHNN YKa3aHHBIX JIEKAPCTBEHHBIX IPENAapaToB JOMYCKAETCS C UCIOIb30BAHUEM
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CpCaACTB JUCTAHLIMOHHOI'O BSaHMOHeﬁCTBHH, B TOM 4YHCJIC IOCPEACTBOM ayano- HJIHW BUACOCBA3U, B
PEKUME pCAIILHOI'O BPpEMCHHU TOCPCACTBOM BHACOCBA3HU.

41. B oOTHOLIEHHMM JICKApCTBEHHBIX IpENapaToB, BBEJCHHBIX B OOpalleHHE Ha OCHOBAaHHUU
3aKJIIOYCHUS, HE MPHUMEHSIOTCS MoJoXkeHus cratbu 52.1 dexpepanpHoro 3akona "OO obOparieHuu
JIEKaPCTBEHHBIX CPEJCTB".

42. B cinyuae BBO3a B Poccuiickyro ®@enepanuio mpu Npou3BOACTBE BHE Teppuropun Poccuiickoit
@enepanyn (32 MCKIIOYEHHEM JICKApPCTBEHHBIX IPENapaToB, BBO3UMBIX U3 TOCYHApCTB - YJIEHOB
EBpasuiickoro 3KOHOMHYECKOTO CO03a) TMAapTUMU JICKAPCTBEHHOIO Ipernapara B YIAaKOBKE,
IpeJHa3sHAuYeHHON JuId OOpalleHuss B HMHOCTPAaHHBIX TOCYJapCTBaX, MPOU3BOAMTENH JIEKAPCTBEHHBIX
CPEJCTB HAHOCAT HA YKA3aHHYIO YIIaKOBKY CPEJICTBA MAECHTU(UKALIMU B COOTBETCTBUH € IMyHKTOM 31(1)
HACTOSILEro I0KyMEHTa.

(. 42 B pen. Ilocranosnenus [Ipasutenscta PO ot 14.11.2022 N 2056)

V. Oco6eHHOCTN BHECEHUA U3MEHEeHUN B JOKYMEHTbI, coaepxawmecs
B perMcTpauMoHHOM JOChbe Ha BKIHOYEHHYI0 B roCyAapCTBEHHbIN
peecTp nekapcTBeHHbIX cpeacTB hapMaLeBTUYECKYHO CyOGCcTaHLMIO,
npousBeAeHHYIO ANs peanu3auuu, B crniy4dyae AedeKkTypbl UM pUcKa
BO3HMKHOBEHMUA AedeKTypbl NIeKapCTBEHHbIX NpenapaToB
B CBfI3U C BBeieHUeM B oTHoLweHun Poccumnckon Pepepauum
OrpaHU4MTENbHbIX MEP 9KOHOMMYECKOro xapakrepa

43. BHeceHue W3MEHEHMH B JOKYMEHTBI, COJEp)KAlllMecsi B PEruCTPAlMOHHBIX JIOChE Ha
BKJIFOYEHHBbIE B T'OCYJApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB (hapMaleBTHUECKUE CYOCTaHIUH,
IIPOU3BEICHHBIE JUIS pEeAIU3alii, B OTHOIIEHUH KOTOPBIX MEKBEIOMCTBEHHON KOMUCCHEH YCTAHOBJICHA
nedexTypa WM PUCK BO3HUKHOBEHUH NE(QEeKTYpbl B CBSI3U C BBEAEHUEM B OTHOLIEHMH Poccuiickoit
denepanuy OrpaHUYUTEIBHBIX MEP IKOHOMHYECKOT0 XapaKTepa, OCYIIECTBIAETCS:

a) oe3 MMPOBEACHU SKCIICPTU3BI KAYECTBA JICKAPCTBCHHBIX CPCACTB B CICAYIOMIUX CIIyYasaX:

3ameHa U (Wiau) Ao0aBlieHHEe MPOU3BOIUTENEH U (MJIH) TIOCTABIIIMKA UCXOIHBIX M BCTIOMOTATEIIbHBIX
MaTepUasoB U (UJIM) TAKUX K€ UCXOTHBIX M BCIIOMOTATEIbHBIX MAaTePHANIOB, HCIOIb3YyEMBIX B IIPOIECCEe
MTPOU3BOJICTBA (hapMAIIEBTHUECKOMN CyOCTaHIIMH (PEAKTHBBI, TPOMEKYTOUHBIC MMPOTYKTHI, KYIbTYPAIbHBIC
Cpelbl U UX KOMITIOHEHTHI, (PUIBTPHI, COPOCHTHI, PACX0IHbIE MAaTEpUAaIbl, MEIIKH, IIUTAHTH, HHOE);

3amMeHa W (win) AoOaBieHHE MPOU3BOAUTENEH W (WIM) MOCTaBIIMKA OOOpYIOBaHUS M (WJIH)
aHAJIOTHYHOTO 000pYy/NOBaHMs, HCHOJIB3YEeMOro B IpOLIECCe MPOU3BOJACTBA  (hapMaleBTHUECKOM
CY6CTaHHI/II/I, a TaxKXe€ HU3MCHCHHA B IIPOLECCC IMPOU3BOACTBA, CBA3aHHBIC C HCIIOJIB30BAHUCM
aJIbTEPHATHBHOTO 000PYI0BaHMSI,

3aMeHa U (Win) aoOaBieHHE MPOU3BOJAUTENEH U (WJIM) MOCTaBIIMKA aHAJIOTMUYHBIX CTaHAAPTHBIX
00pa3loB, aTTECTOBAaHHBIX B COOTBETCTBUH C TOCYJapCTBEHHOH (apmaxorieeil, peakTuBOB, MaTEpUAIIOB,
00OpYyIOBaHUS, WCIOJNB3YEMBIX B  TPOIECCax  AHATUTHYECKOTO  KOHTPOJS  MOJYMPOAYKTOB
¢dapmarieBTHYECKOH CyOCTaHIIMM, a TakXKe HW3MEHEHHE AaHAJUTUYECKMX METOJHK, CBS3aHHBIX C
BKITIOYCHHEM, U3MEHEHHUEM WJIH JI00aBJICHHEM aJbTePHATHBHBIX MaTEPHAIIOB, PEAKTUBOB, 000PYAOBaHUS
U CTaHAAPTHBIX 00PA3II0B, UCIOIb3YEMbIX B aHATUTUYECKHX METO/INKAX;
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M3MEHEHHE pa3Mepa cepuu (BKIII0Yas 1Mana3oHbl pasmepa cepun) papMaleBTHUECKON CyOCTaHIINN;
M3MEHEHUE KaKOU-TMO0 COCTaBIIOIEH YIIAaKOBKH (YIIAKOBOYHOI'O MaTepuaa);
0) ¢ mpoBeZeHUEM IKCIIEPTU3bI KaueCTBa JIEKAPCTBEHHBIX CPEJICTB B CACAYIOIINX CIydasK:

3aMeHa M (WiaM) Jo0aBlIEHUE TPOM3BOIUTENCH BCIIOMOTATENbHBIX BEHIECTB W (WJIM) TaKHX XKe
BCIIOMOTATENIbHBIX BELIECTB, BXOASIIUX B cocTaB (papmarneBTudeckoil cyoOcranuuu. CornocTaBUMOCTh
KauecTBa IPEUIaraéMblX K BKJIIOYEHHIO BCIIOMOTIATENIbHBIX BEIIECTB U pPAHEE YTBEP)KJIEHHBIX JOJDKHA
OBbITh M3y4€Ha 3asiBUTEJIEM HAa OCHOBAHUU I1OKa3aTesei MOAIMHHOCTY U (WJIN) YUCTOTHI;

3aMeHa ® (wiM) J00aBJICHHWE NPOM3BOMUTENCH TEPBUYHONW YIAKOBKHA (hapMaleBTHIECKOM
cyOcTaHIuH;

3aMeHa M (uiau) A00aBI€HHE OJHOIO MM HECKOJIbKMX YYacCTHHMKOB IIpolecca MPOM3BOACTBA
(dapmaiieBTHUECKOI cyOcTaHIINU (MECT OCYIIECTBIICHUS TPOU3BO/ICTBA);

u3MeHeHne W (W) no0aBiIeHME TIOKa3aTesell KadyecTBa, METOIOB OIPENEICHUs IOKa3aTenen
KauecTBa u (win) gobasieHue (ynaieHue) albTepHATUBHOTO METO/1a OTIPEICTICHHS KaueCTBa.

44. B nensx BHECEHUS U3MEHEHUH B JIOKYMEHTBI, COJIEPKAILUECS B PETUCTPALIMOHHOM J0ChE Ha
BKJIFOYEHHBIE B TI'OCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB (apMaleBTHUECKHE CyOCTaHIMH,
IIPOU3BEICHHBIE JUISl pEAJM3aluy, 3asiBUTENb MPEACTaBIsieT B MUHHUCTEPCTBO 31paBOOXPAHEHUS
Poccuiickoit deneparnyu B popMe 3IEKTPOHHBIX JTOKYMEHTOB, MOJANUCAHHBIX 3JIEKTPOHHON MOAINHUCHIO,
WK Ha OyMa)KHOM HOCHTEJNE CIEAYIOUINE JOKYMEHTHI:

a) 3asBJICHUE O BHECEHUU M3MEHEHMH B JOKYMEHTBI, COJIepKaIllMecs] B PETUCTPALIMOHHOM J10Che Ha
BKJIIOUEHHBIE B TOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB (papMalleBTUYECKUE CyOCTaHIUH,
IIPOU3BEICHHBIE I PEalN3alliy, U IPUJIaraeMble K HEMy U3MEHEHMS B YKa3aHHbIE JOKYMEHTHI,

6) MNPEAIOXKCHUA O BHCCCHUN W3MCHCHHI B JOKYMCHTBI, COACPKAIUECCA B pETUCTPAIMOHHOM JJOCHE
Ha BKJIIOUYCHHBLIC B FOCY,Z[&pCTBCHHBIfI peecCTp JICKAapCTBCHHBIX CPEACTB (l)apMaI_IeBTI/ILICCKI/Ie CY6CTaHL[I/II/I,
IMPOU3BCACHHBIC IJIA pCan3al, C MOTUBUPOBAHHBIM 000CHOBAaHHEM TaKHX H3M€H€HHI71;

B) CBEICHUS O 3aKIIOUYEHUU MEXKBEIOMCTBEHHON KOMHUCCHM O HalUYMM B OTHOIIECHUH
JIEKApCTBEHHOT'O0 TIperapara, B COCTaB KOTOPOTO BXOJUT 3asiBisieMas ¢apmarieBTU4YeCKass CyOCTaHIIHS,
nedeKTypbl UITU pUCKA €€ BOSHUKHOBEHHUS;

I') PEKBU3UTHI TOKYMEHTOB, MOATBEPKIAAIOMIMX YIUIaTy TOCYJAapCTBEHHOM IMOILIMHBI 32 BHECEHUE
U3MEHEHUH B JIOKYMEHTBI, COJCpJKallUecs B PETUCTPAMOHHOM [JOChE Ha BKIIOYCHHBIE B
roCy/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB (papMalieBTHUECKHE CyOCTaHIIUH.

45. TlpuHsATHE peUIeHUs O BHECEHWM W3MEHEHMH MM 00 OTKa3e BO BHECEHHMH H3MEHEHUH B
JOKYMEHTBI, COJAEPKAIINECS B PETMCTPALIMOHHOM JOChE Ha BKJIKOYEHHBIE B I'OCYJIAPCTBEHHBIN PEECTP
JIEKapCTBEHHBIX CPEACTB (hapMalleBTUYECKHE CyOCTaHIIMH, MPOM3BEACHHBIC JUIs peaju3alii, B CIydae
HE0OXOUMOCTH TPOBENEHUS 3KCIEPTU3bl KauecTBa OCYIIECTBISETCS B CPOK, HE MPEBBIIANOIIMA 25
pabouux JHEW, B MHBIX CIy4asX - B CpPOK, He npeBblmaromuii 10 pabounx qHeH co AHS MOCTYIJICHUS B
MununcrepcTBo 3apaBooxpaneHus Poccuiickoit denepanuy NOKYMEHTOB M CBEACHUM, YKAa3aHHBIX B
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MyHKTE 44 HACTOSIIIErO IOKYMEHTA.

IIpoBeneHre 3KCIEPTU3bl KAYeCTBA BKJIIOUEHHOM B TI'OCYJAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX
CpencTB  (apMaleBTUYECKON cyOCTaHIMU, TPOU3BEACHHON JJs peanus3alid, OCYLIECTBISETCS
HKCHEPTHBIM YUPEKICHUEM B CPOK, HE MPEBIIAOMUK 15 pabounx aHEH co AHA NOCTYIUICHUS 3a/1aHUs
MunucrepctBa 3apaBooxpaneHusi Poccuiickoir ®@enepanuu. [lomyckaeTcss mpoBEAEHUE SKCIEPTU3BI
KayecTBa  (papManeBTUYECKOM  CyOCTaHIIMM C  HCIIOJB30BAaHHEM  CPEICTB  JAMCTAHIIMOHHOTO
B3aNMOJICICTBUS, MOPANOK U (OPMBI KOTOPOIO OIPEACNSIOTCA OJKCHEPTHBIM YUPEKICHHEM IO
COIJIACOBAHUIO C 3asBUTEJIEM.

Cpok mpoBeJIeHus! SIKCIIEPTU3bl KaUeCTBa BKIOYEHHON B TOCYJapPCTBEHHBIN peecTp JIeKapCTBEHHBIX
cpencTB (apMameBTHUYECKON CyOCTaHIMH, MPOU3BEACHHON /I pealiu3alid, MOJYyYEeHHOW W3 KPOBH,
IJIa3Mbl  KPOBU YEJOBEKa WM JKMBOTHBIX (32 MCKIIOUYEHHEM IIeIbHOM KpPOBHU), OMpelesieTcs
JUTUTEIIbHOCTBIO TPOBEJCHUS HCIBITAHUA B COOTBETCTBUUM C METOJUKAMHU, NPEIyCMOTPEHHBIMU
HOPMAaTUBHOM JOKYMEHTAIlMel, BKIIOYEHHONW B TOCYJapCTBEHHBIN peecTp JEeKapCTBEHHBIX CPEICTB
(dhapmareBTHUECKON CyOCTaHIINK, TPOM3BEICHHON ISl pealn3alui, ¥ MOXKET ObITh MPOJyIeH. B cirydae
MPOJUICHHUS CPOKAa MPOBEICHUS OSKCIEPTU3bl KadyecTBa BKIIOUYEHHOW B TOCYNAapCTBEHHBIH peecTp
JICKaPCTBCHHBIX CPEICTB (hapMalleBTUYCCKOW CYyOCTAHIIMU, TPOU3BEICHHON JIUIS pean3aluu, SKCIIEPTHOES
yUpEKIEHUE 0 UCTEUCHHs YCTAaHOBJICHHOTO CPOKa €€ MPOBeACHUS HHPOPMUPYET 00 3TOM 3asgBUTENS IO
aZpecy AJIEKTPOHHOM MOYTHI, YKa3aHHOMY UM B 3asBJICHMM O BHECEHWHM HM3MEHEHUU B JOKYMEHTBHI,
coJiep>Kallrecs B pEruCTPAllMOHHOM J0Che Ha BKJIIOYEHHBIE B TOCYJapPCTBEHHBIN peecTp JeKapCTBEHHBIX
CPEICTB (papMalleBTUYECKUE CYOCTaHIIMU, TPOU3BEICHHBIE Ui PeATU3allUu.

46. IIpn nmocTyniueHuu JOKYMEHTOB U CBEICHUH, YKa3aHHBIX B ITyHKTE 44 HAcTOSALIETO JOKYMEHTA,
MununcrepcTBo 3apaBooxpaneHus Pocculickon @enepanuu:

a) B TeyeHHe S5 pabouyMx JAHEH NPOBOJUT IPOBEPKY IOJHOTHI M JOCTOBEPHOCTH CBEICHMIA,
COJIEp’KaIMXCS B MPEJCTABICHHBIX 3asBUTENEM JTOKYMEHTAaX U CBEICHUSX, U NMPUHUMAET PELIECHUE O
HEOO0XOIMMOCTHU MPOBEJICHUS HKCIEPTU3bl KadecTBa (apMalleBTUYECKON CyOCTaHIMM (€ 3asiBIEHHbIE
W3MEHEHHUs MPeayCMOTPEHbl MOAMYHKTOM "O" myHKTa 43 HAcTOAILIEro JAOKYMEHTa) WU OTCYTCTBHH
HEO0XO/IMMOCTH €€ IPOBE/ICHUS;

0) B cinydae MNpPUHATHS PEHICHUS O HEOOXOAMMOCTH TPOBEICHMSI DKCIEPTU3Bl KadecTBa IS
BKJIFOUEHHOW B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKON CyOCTaHIUH,
MIPOU3BEICHHOMN /I pean3allii, B TE€UeHHE 2 pabouMx JHEH HampaBliI€T B SKCIEPTHOE YUPEKIICHUE
COOTBETCTBYIOIIIEE 33JaHHE U YBEJIOMIISIET 3asBUTEISI O IPUHATOM PEIICHUH, a TaKkKe 0 HEOOXOIMMOCTH
MIPEACTABJICHUS B DKCIIEPTHOE yUPEXKICHHE 00pa3IoB (hapMaleBTHUECKOW CYyOCTaHIIUHU ISl IPOBEIACHUS
JKCIEPTU3bI KAUECTBA;

B) B cllyyae OTCYTCTBHSI HEOOXOJIMMOCTHU MPOBEIEHUS 3KCIEPTU3bl KauecTBa JJIsi BKIIOUYEHHOW B
TOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB (apMaleBTUYECKON CyOCTaHIMM, MPOU3BEIECHHOMN
JUIS pealli3alvy, B TeYeHue 5 pabouux JHEH NPUHUMAET pelleHne O BHECEHUU U3MEHEHH B TOKYMEHTHI,
coJieprKallyecs B PETUCTPALIMOHHOM JIOChE Ha BKIIOYEHHYIO B TOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX
cpenctB (apMareBTUYECKYI0 CYOCTAHIIUIO, TPOU3BEIACHHYIO JUIS pealu3alud, WId 00 OTKa3ze BO
BHECEHUU U3MEHEHUH B IOKYMEHTHI M YBEJOMIISET 3asBUTENS O IPUHATOM PELICHUH;

r) B TeuyeHue 3 paboumx IHEH cOo JHS MOCTYIUICHUS 3aKJIIOUEHHUS SKCIEPTHOTIO YUPEKIEHUS IO
pe3yabpTaTaM JKCIEPTU3bl KayeCTBa BKIIOUEHHON B IOCYJAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEICTB
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(dapmaleBTHUECKO CyOCTaHIIMK, MMPOU3BEACHHON AJs pealu3alid, TPUHUMAeT pEelIeHHe O BHECEHHH
W3MEHEHUH B JIOKYMEHTBI, COJIepKalllhuecsi B PETUCTPAlMOHHOM JIOCh€ Ha BKIIOUYCHHYIO B
rOCy/IapCTBEHHBIH PEecTp JIEKapCTBEHHBIX CPEACTB (apMaleBTUUYECKYI0 CyOCTaHIMIO, MPOU3BEICHHYIO
JUISL peayh3aliiy, Wid 00 OTKa3e BO BHECCHHHM H3MEHEHWH B JOKYMEHTBHI U YBEIOMIISICT 3asBHUTEIS O
MIPUHATOM PELICHUH;

47. B cny4ae BBIABIECHUS HEJOCTOBEPHOCTH CBEACHUN, COAEPKAIIUXCS B IPEACTABICHHBIX
3asBUTENIEM JOKYMEHTaX M CBEICHUsIX, MHHHCTEpCTBO 3ApaBooxpaHeHus Poccuiickoin ®denepauuu
HaNpaBJsIeT 3asgBUTENIO 3alpOoCc 00 YTOYHEHHWH YKa3aHHBIX CBEJICHMI, HAa KOTOPBIM 3asBUTENb 00sS3aH
MIPE/ICTaBUTh OTBET B CPOK, He MpeBblnaromuil 20 pabounx nHel co AHs HampasieHus 3amnpoca. Cpok co
JTHSI HaIpaBJIeHMs 3ampoca 10 JHS MOJy4YyeHUs Ha HEro OTBETA HE YUUTHIBAECTCSA IPHU MCUUCIEHUU CPOKa
MIPUHATHS PEUICHUSI O BHECEHUU U3MEHEHUU B IOKYMEHTBHI, COJIEpKaIlUeCs] B PETUCTPAIMOHHOM J1I0ChE Ha
BKJIIOYCHHBIE B TOCYJAPCTBEHHBIN pEecTp JIEKaPCTBEHHBIX CPEICTB (apMaleBTHUECKHE CyOCTaHIINH,
MIPOU3BE/ICHHBIE JJI peaTn3allH.

48. B teuenue 10 pabouux gHEH co JHS MosydeHus pemieHuss MUHUCTEpCTBa 31paBOOXPaHEHUS
Poccuiickoit denepannu o MpoBeISHUN yKa3aHHBIX B MOAMYHKTe "0" MyHKTa 43 HACTOALIEr0 JOKYMEHTa
IKCIEPTU3 3aABUTENb MPEJICTABIACT B AKCIEPTHOE YUPEKACHHUE ISl IPOBEICHUS IKCIIEPTU3BI KaueCcTBa
BKJIFOUEHHOM B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB (hapMmalleBTHUECKOH CyOCTaHIUH,
MIPOM3BEICHHON IS peanu3aniu, o0pasibl TakoW (hapMareBTHUECKON CyOCTaHIIMH, TTPOU3BEICHHOW B
COOTBETCTBUM C TPEOOBAHUSMHU MPOU3BOACTBEHHON pElEnTyphl U (MJIM) MPOMBIIIICHHOTO periiaMeHTa,
YTBEP)KICHHBIMA PYKOBOAMTEIEM TIPOU3BOAMTENS (apMaIleBTHUECKON CyOCTaHIIMM, a TaKXKe B
COOTBETCTBYIOIIUX CIIy4asX OOpaslpl TeCT-IITaMMa MHKPOOPTaHU3MOB, KYJIbTYPbl KIIETOK, OOpa3Ilbl
BEILIECTB, MPUMEHSIEMBIX JJII KOHTPOJIS KadecTBa JICKAPCTBEHHOTO CPEJCTBA IMyTEM CPAaBHEHUS C HUMHU
uccienyeMon (apmareBTHYeCKOW CyOCTaHIIMU, B KOJNUYECTBAX, HEOOXOIUMBIX IJI BOCIIPOU3BEACHUS
METOI0B KOHTPOJISI Ka4eCTBa.

49. B cmydae HENOCTaTOYHOCTM IPEICTABICHHBIX OJKCIEPTY MAaTEPUAIOB AKCIEPTHBIM
YUpEeXKJIEHUEM HaIpaBisIeTCsl 3alpoc O TPEACTABICHWHM HEOOXOAMMBIX MaTepuanoB B  (opme
3JIEKTPOHHOTO JOKYMEHTa, IOANUCAHHOTO 3JEKTPOHHOM MOANUCHIO, MM Ha OyMaXHOM HOCHTEIE.
3asBuTENb 0053aH MPEICTaBUTh OTBET HA 3alPOC B IKCIEPTHOE YUPEXKJEHUE B CPOK, HE MPEBBILIAIOIINH
20 paboumx AHEN co JHs MOJIydeHHUs yKa3aHHoOro 3ampoca. Cpok co JHs HampaBieHMs 3arpoca 10 JHS
MIOJIy4YEHHUS Ha HETO OTBETA 3asBUTEIISI HE YUUTHIBACTCS IPU UCUUCIIEHUU CPOKA IIPOBEACHUS SKCIIEPTH3BI.

B cinywyae HenpencrtaBieHUs 3asBUTEIIEM OTBETa HAa YKa3aHHBIM 3alpOC B YCTAaHOBJICHHBIM CPOK
AKCIIEPTHOE YUpEeXkJIEeHHE BO30OHOBIIAET 3KCIEPTU3Y U B CPOK, HE MpEBBIIAONINK 5 pabouux HEH,
HampasisieT B MMHHUCTEPCTBO 3ApaBooxpaHeHMs Poccuiickonn ®Penepauuu 3aKIIOYEHUE KOMHUCCUU
JKCIIEPTOB.

50. OcHOBaHUSAMH AJI1 OTKa3a BO BHCCCHUH YKA3aHHBIX B ITYHKTC 43 HaCTOAIICTO AOKYMCHTA
H3MCHEHUI B AOKYMCHTBI, COACPXKAIIHUECA B PETUCTPAIMOHHOM JOCBE€ Ha BKIIOYCHHBIC B
FOCYI[apCTBCHHBIﬁ peeCTp JCKAPCTBCHHBIX CPCACTB (I)apMaI_[eBTI/I‘-ICCKI/IC CY6CTaHLII/II/I, ITPOU3BCACHHLIC
AJid pe€ajin3aluu, sSABJISAFOTCA:

a) HEMpeACTaBJICHUE 3asiBUTENIEM B YCTAHOBJIEHHBIM CpPOK OTBeTa Ha 3ampoc MHHHCTEpCcTBa
3apaBooxpanenust Poccuiickoit denepanmy;

6) OTCYTCTBHUC B IMPCACTABICHHLIX HOOKYMCHTAX JOCTATOYHBIX CBC)IGHHIZ, MOATBCPIKAAIOIIUX
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HEOOXOUMOCTh BHECEHHS HW3MEHEHUH, wWin uHbopManuu, TMOATBepkKAaomed (akT  yIUIaThl
rOCyIapCTBEHHOM IMOLIJIUHBIL;

B) 3aKJIIOYEHHE DKCIEPTHOTO YUPEXKIEHUS O BO3MOXHOCTH CHIKEHHUS KauecTBa BKJIIOYEHHOH B
rOCy/IapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEACTB (hapMarieBTUUECKOW CyOCTaHIIMH, MPOWU3BEICHHOM
JUISl peaju3aliy, B CJIy4ae BHECEHUS TAKMX U3MEHEHUM.

VI. MoaTBepxaeHne rocyaapcTBEHHOM perucrpauum
NneKapcTBEHHOro npenapara, 3apermcTpupoBaHHOro
B COOTBETCTBUUN C OCOOEHHOCTAMM OOpaLLeHUA NeKapCTBEeHHbIX
cpeacTB ANA MeAULMHCKOro NpuMeHeHus B criyvyae aedekTypbl
WUnn pucka BO3HUKHOBEHUS AedeKTypbl NeKapCTBEHHbIX NpenapaTos,
B CBAI3N C BBeAeHMeM B OTHowweHun Poccunckon depgepaumm
OrpaHNYUTENbHbIX Mep 3KOHOMUYECKOro xapakrepa

51.  TloaTBepkaeHHME  TOCYJApCTBEHHON  pEruCTpaluu  JIGKQpCTBEHHOTO  IIperapara,
3apETUCTPUPOBAHHOTO HA YCIIOBUSX, YKA3aHHBIX B MyHKTE 18 HACTOSIIETO HOKYMEHTA, OCYIECTBISCTCA
MunuctepctBoM 3apaBooxpaHenusi Poccuiickoit denepanuu B cpok, He mpebimanomui 20 pabounx
JTHEW CO JHS MOCTYIUICHUs] TOKYMEHTOB M CBEJICHUM, YKA3aHHBIX B IMYHKTE 52 HACTOSIIETO TOKYMEHTa U
Mpe/CTaBICHHBIX He mo3aHee | gexkabps 2027 1., mpu BBINOJHEHUU 3asBUTENIEM YCIIOBUH,
YCTaHOBJICHHBIX TP TOCYIAPCTBEHHON PErUCTpaIliy JEKapCTBEHHOTO MIpenapara.

(B pen. ITocranosnennii [1paButensctBa PO ot 14.11.2022 N 2056, ot 27.05.2023 N 824, ot 21.12.2024
N 1851)

52. K 3asBJIEHHIO O TOATBEPKIACHUM I'OCYJIapCTBEHHOW PErMCTpAlMy JIEKAPCTBEHHOIO Ipenapara
IIPUIIAraroTCs:

a) JOKYMEHTBI, COJEp)Kalllue pe3ysbTaTbl MOHMTOpUHIa 3(ddekTuBHOCTH M Oe30macHOCTH
JIEKapCTBEHHOI'O IIpenapara, IPOBEIECHHOIO JAEpXKaTeleM WM BIAACIbLEM PErHCTPALMOHHOTO
yJIOCTOBEpEHHsI JIEKAPCTBEHHOI0 Mpernapara 100 YMOJIHOMOYEHHBIM WM HOPUIAMYECKUM JIMLIOM, I10
¢dopme, yTBepkIeHHOM MuHuCTEpCcTBOM 31paBooxpanenus Poccuiickoit ®denepanuuy;

0) cBeneHus O JaTe MPEAOCTABICHHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha MPOU3BOACTBO
JICKaPCTBEHHBIX CPEJCTB WM KOIHMS 3aKIOYEHHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBAHUAM MPABHI HAAJNEXKAIIEH MPOU3BOJACTBEHHOMN MPAKTUKU, BBIIAHHBIX MHHHUCTEPCTBOM
MPOMBIIIUIEHHOCTH U Toprosiu Poccuiickoii denepanrii B OTHOIMIEHUH MPOU3BOJICTBEHHON IUIOMIAAKH
JIEKapCTBEHHOTO Ipernapara, rocyJapCTBEHHAsl PETUCTPALUs KOTOPOro MOATBEPKIAAETCA B Cllydae, eCiu
MPOU3BOJCTBO JIEKAPCTBEHHOTO Mpemnaparta ocyuiectisieTca B Poccuiickoir Denepanuu, WM KOIHUS
cepTu(duKaTa COOTBETCTBUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB ST MEAUIIMHCKOTO MPUMEHEHUS
TpeOOBaHUSAM NPaBUJ HaAJEXallell NPOM3BOACTBEHHON NpPaKkTUKH EBpa3uiickoro »KOHOMHUYECKOTO
COH033;

B) KONUS BBJIAHHOM YIOJIHOMOYEHHBIM OPIraHOM CTPaHBI-MPOM3BOAMUTENS JIMIIEH3UM Ha
MIPOU3BOJCTBO JICKAPCTBEHHOI'O IIpemapara M €€ IepeBOJ Ha pPYCCKUH A3bIK, 3aBEPEHHBIE B
YCTAHOBJIEHHOM MOPSAJKE, a TAKKE KON 3aKIFOYEHUS O COOTBETCTBUH MPOU3BOJUTEINS JIEKAPCTBEHHBIX
cpeAcTB TpeOOBaHUSAM MPaBHJI HAAJIEXKAIIEeH MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHOTO MUHHCTEPCTBOM
MIPOMBIIIJIEHHOCTH W Toproeiu Poccuiickoit denepanuu Wi Komusl cepTU(UKaTa COOTBETCTBUS
MPOU3BOIUTENSL JICKAPCTBEHHBIX CPEACTB JUISI MEAULMHCKOTO TPUMEHEHHUS TpeOOBaHUSAM IPaBHI
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HaJUIeXKalled IPOU3BOJACTBEHHONW IPAKTUKUA EBpPa3suilCKOr0 3KOHOMHMYECKOIO COH03a, BBIJAHHOIO
YIIOJIJHOMOYEHHBIM OPraHOM I'OCyAapCTBa - WwieHa EBpa3suiiCKOro 3KOHOMHUYECKOI0 COX03a B OTHOLLIECHHUH
IIPOU3BOJCTBEHHON IUIOMIAJKU JICKAPCTBEHHOI'O IIpenapara, IOCyJapCTBEHHAs PETUCTPALAS KOTOPOTro
MIOATBEPKIACTCSA, WIM KOIHs pelieHuss MMHHCTEpCTBA IPOMBILUIEHHOCTH M TOprosiu Pocculiickoi
@enepanyu 0 NMpoBeAeHUN (DapMaLEBTUUECKOM MHCIEKIUH NPOU3BOJCTBA JIEKAPCTBEHHBIX CPE/ICTB B
Cllyyae, eCliM IIPOMU3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara OCYLIECTBISAETCsA 3a IpenesnaMu Poccuiickon
denepanuu;

(B pen. [locranosnenus IlpasurenscrBa PO ot 14.11.2022 N 2056)

I) B OTHOLICHMHM OMOJIOTMYECKUX JIEKAPCTBEHHBIX IIPENapaTroB - pPe3ylbTaTbl MEPONPUSITHH,
MIPEyCMOTPEHHBIX IIJIAHOM YIIPaBJIEHUsI PHUCKaMH, pa3pabOTaHHBIM JepiKaTeleM WU BIaJelbleM
PETUCTPALIMOHHOIO yAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa WU YIHOJHOMOYEHHBIM MM JIPYI'MM
IOPUANYECKUM JIMLOM IS pealu3alluy YCJIOBUM, MPENyCMOTPEHHBIX IYHKTOM 12 HacTosLIero
JOKYMEHTA;

1) TOKYMEHTBI PETUCTPAIMOHHOTO JIOChE, TPEOYIOIINEe BHECCHHSI H3MEHEHUH B CBSI3U C TIPOIIEAYPOi
MOATBEPKIACHHS TOCYJapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOIO IIpenapara;

C) KOIIMA OOKYMCHTA, IMOATBCPIKAAIOUICTO YIIATYy FOCy,I[apCTBeHHOﬁ IMOUIJIMHBI 3a MOATBCPKACHUC
FOCYHapCTBeHHOﬁ perucTtpanuu JCKapCTBCHHOI'O ITpCIiapara.

53. B teuenue 5 pabouyux AHEW CO JHS MPUHATHUS 3asABJICHUS O MOATBEPKIACHUM IOCYAapCTBEHHON
pEerucTpalny JIEKapCTBEHHOT o npernapata MunuctepcTBo 3apaBooxpanenus Poccuiickoit denepanun:

a) TMPOBOJMUT TPOBEPKY MOJHOTHI CBEIEHUM, COJEPXKAIIUXCSA B TPEICTABICHHBIX 3asBUTEIEM
JIOKYMEHTAaX;

0) mpUHUMAaET pelieHue O MPOBEAECHUU WM 00 OTKa3e B MPOBEIECHUU DKCIEPTHU3BI OTHOIICHUS
0’KMJAEMOM I10JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTI'O IIpenapara;

B) YBEJIOMJISIET B 3JIEKTPOHHOM WJIM NMHUCbMEHHOW (popMe 3asiBUTENS U 3KCHEPTHOE YUPEKICHHE O
NPUHATOM pellleHuH. B ciaydae npuHsTHA pemieHuss o0 OTKa3e B MPOBEIEHUH SKCIEPTU3bl OTHOIIECHUS
0’KMJIa€MOM TIOJIb3bI K BO3MOXXHOMY PHCKY IPUMEHEHUs JIEKapCTBEHHOIO Ipenapara MHHHCTEPCTBO
3npaBooxpaneHus Poccuiickoit denepanuu yka3slBaeT MPUYMHBI TAKOIO OTKA3a.

54. B cnyyae BBISBJIEHHMS HEJIOCTOBEPHOCTH CBEJIEHUHM, COJEP)KAIIMXCS B TMPEICTABIECHHBIX
3asBUTENIEM JOKYMEHTaX, VYKa3aHHbIX B NYyHKTe 52 HACTOSUIEr0 JOKyMEHTa, MUHUCTEPCTBO
3apaBooxpanenus Poccuiickoit denepanuy HampapiseT 3assBUTENIO 3aMpOC 00 YTOYHEHWH yKa3aHHBIX
CBEJICHUI B BUJIE PJIEKTPOHHOTO TOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM MOAMHUCHIO.

55. 3asBuTeNb 00513aH NPEICTaBUTh OTBET Ha 3apoc MuHHCTEepCTBa 3/1paBooxpanenus Poccuiickoit
denepany B CpoK, He MpeBbIatomuid 3 pabounx aAHed co aHs ero nomyudeHus. Cpok, ykazaHHBIH B
IIyHKTE 53 HACTOSIIETO0 JOKYMEHTa, IPHOCTAHABIMBACTCA CO [HSA HAIPABICHUS 3asABUTEIIO 3alpoca
MuHucrepeTBa 10 JHS MOJIYYEHUsS UM COOTBETCTBYIOLIETO OTBETA U HE YUUTBHIBACTCS IPU MCUUCICHUU
CpOKa MOJATBEPKACHUS TOCYJAPCTBEHHONW PETMCTPALMY JIEKAPCTBEHHOTO Iperapara.

56. OcHoBaHHEM JJI1 OTKa3a B MTPOBCACHUH OSKCIICPTU3bI OTHOIICHUA O)KI/II[aCMOﬁ IIOJIB3bI K
BO3MOXHOMY PHUCKY MPUMCHCHHUA JICKAPCTBCHHOI'O IIpf€rapara ABJIACTCA MPEACTABICHHUC NTOKYMCHTOB,
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yKa3aHHBIX B TYHKTE 52 HACTOSIIETO JOKYMEHTa, B HEIOJIHOM O0BeMe, OTCYTCTBHE HH(MOpMAIIHH,
MOATBEpKAatomel (akT ymiaTel TOCYJApPCTBEHHON MOIIIMHBI 32 IMOATBEPIKICHUE TOCYAapCTBEHHOM
perucTparyu JIGKapCTBEHHOTO TpenapaTa JIM00 HENpeICTaBICHUE 3asBUTEIIEM B YCTAHOBIICHHBIN CPOK
OTBETa Ha YKa3aHHBIA B MYHKTE 54 HACTOAIIETO MOKyMEHTa 3anpoc MUHUCTEPCTBA 3paBOOXPAHCHHS
Poccuiickoit denepannu, a TAKKE OTCYTCTBUE B YKa3aHHBIX JIOKyMEHTaX WH(POPMAIIUHU, KOTOpas JOKHA
OBITh B HUX OTpPa)KCHA.

57. DkcnepTH3a OTHOLICHUS OXXHIAAEMOM TIOJIB3BI K BO3MOXXHOMY PHCKY HPUMEHEHHS
JICKApCTBCHHOTI'O IIpcrapara i1 MCAUIUHCKOTO MPUMCHCHUSA B HCIIAX TOATBCPIKIACHUSA FOCYI[&pCTBGHHOﬁ
pETHCTpaiK JIEKApCTBEHHOTO TperapaTa MPOBOJUTCS KOMUCCHEH SKCIIEPTOB B CPOK, HE MPEBBIIAIOIINN
10 pabGouux nHEH.

58. B ciyyae HEOOCTaTOYHOCTH MPEACTABIEHHBIX JKCIEPTY MAaTEpUAJIOB  3KCIEPTHBIM
YUpEXKJIEHUEM HaIpaBJIsIeTCsl 3allpoc O MPEACTABICHUM HEOOXOJMMBIX MaTrepuajoB B (opme
3JIEKTPOHHOIO JIOKYMEHTA, IOJIMUCAHHOTO JIEKTPOHHON MOANUCKHIO, M HAa OyMa)KHOM HOCHUTEJIE.

59. 3asgBuTenb 00s13aH MPEACTaBUTH OTBET HA 3alpOC HKCIEPTHOIO YUPEKACHUS B CPOK, HE
NpEeBBIIIAIOIMNANA 5 pabouynx [HEW co JHS TONyYeHHs 3ampoca, NPETyCMOTPEHHOTO ITYHKTOM 58
HACTOSAIIETO TOKYMEHTA.

BpeMH CO IOHA HaIpaBJICHUA 3aIlpoCa JKCIICPTHOI'O YUYPCKACHUA OO AHA IMOJTYYCHHSA 3KCIICPTHBIM
YUPCIKACHUEM OTBETAa Ha 3allpOC HEC YYMUTBLIBACTCA IIPHU HCYUCICHUN CPOKa HNPOBCACHUSA SKCIICPTHU3bI
OTHOLICHUA O)KHﬂaeMOﬁ ITOJIB3bI K BOBMOKHOMY PUCKY IPUMCHCHUS JICKAPCTBCHHOTI'O IIpeIiapara.

B cinyyae HenmpeacTaBieHHMs 3asgBUTENIEM OTBETAa HA YKa3aHHBIM 3alpOC B YCTAHOBJICHHBIN CpPOK
AKCIIEPTHOE YUpEeXkKICeHHE BO30OHOBISET JKCIEPTU3Y U B CPOK, HE MpEBBIMAIONUN 5 pabouymnx IHEH,
HampasiasieT B MUHHUCTEPCTBO 3ApaBooxpaHeHuss Poccuiickoil ®enepanuu 3akiIFOYEHUE KOMHUCCUH
JKCIIEPTOB.

60. MunuctepctBo 3apaBooxpaHeHusi Poccuiickoit ®denepanun B CpoK, HE MPEBbILIAIOMUN S
pabouux JHEH co AHS MOJyuyeHHs 3aKIIOUEHHs KOMUCCHM 3KCIEPTOB IO pe3yjbTaTaM 3KCIEPTH3bI
OTHOIICHU S O)KI/I)IaeMOI\/'I ITOJIB3bI K BO3SMOXHOMY PHUCKY IIPUMCHCHU JICKAPCTBCHHOI'O IIpCriapara:

a) OCYIIECTBIISIET OIEHKY STOTO 3aKJIIOUEHHUs NJIs ONpPENENICHUS €ro COOTBETCTBUSA 3aJaHHI0O Ha
MPOBEACHUE YKAa3aHHOW IKCIIEPTHUBHI;

0) NpUHMMAET pelieHHe O MOATBEPKIECHUH TOCYJapCTBEHHON perucTpalyy JIeKapCTBEHHOTO
mpernapata Wid 00 OTKa3e B TOATBEPKIECHUM TOCYIAapCTBEHHOM PETUCTpAallMM JIEKApCTBEHHOTO
npernapara;

B) BHOCUT TMpH TMPHUHATHM pELIEHUS O TMOATBEPXKACHUU TOCYJapCTBEHHON perucrpanuu
JIEKapCTBEHHOI'O IIperapaTa CBEIEHUS B IOCYAAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEJICTB M BBIIAET
3asIBUTEIII0 PETUCTPALMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOTO IperapaTa co CPoKoM jaelctBus mo 31
nexabdps 2027 r.

(B pen. [locranosnenus Ilpasurenscrea PO ot 21.12.2024 N 1851)

61. OcHoBaHueM aJi1 OTKa3a B MOJATBEPKACHUU TOCYJAPCTBEHHON PETUCTPAIMU JIEKAPCTBEHHOTO
npemnapara siBjigercsi pemenne MuHucTepcTBa 3apaBooxpaneHus Poccuiickont denepanui 0 TOM, 4TO
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PHCK NpPUYMHEHUS Bpena 3/10POBBI0 YEIOBEKa BCIIEACTBHE NpUEMa JIEKapCTBEHHOIO IIperapara
npeBbIIacT 3P (HEKTUBHOCT €T0 MPUMEHEHHS.

62. J[lomyckaercsi 10 HCTEYEHMs] CpoKa TOJHOCTH oOpallleHue JIEKapCTBEHHOro IIpernapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBUU C paznenoM Il Hacrosimero AOKymMeHTa, MPOM3BEICHHOIO B
teuenue 180 KameHIapHbIX JHEHW MOCie JaThl NPUHIATHSA MUHHUCTEPCTBOM 3paBooxpaHenusi Poccuiickoit
@denepanuy pelIeHust 0 MOATBEPKIACHUU FOCYJapCTBEHHON PErucTpalliy JIKApCTBEHHOTO Ipenapara B
COOTBETCTBUM ¢ UHGOpMAIMeil, colepkamieiics B JOKYMEHTaX pETrUCTPallMOHHOTO JOChe Ha
JIEKApCTBEHHBIN Mpenapar J10 AaThbl IPUHATHUS TAKOTO PEIICHHUS.

VIl. BBoA B rpaxgaHCKMM OOOpPOT NeKapCTBEHHbIX NpenapaToB
ANnsa MeAULMHCKOro NpuMeHeHus

63. B mepuoa neicTBUS HACTOSILEro JAOKYMEHTa BBOJ B I'PaXIAaHCKHH 00OpOT JIEKapCTBEHHOI'O
npernapaTa, 3a MCKJIIOYEHHEM MMMYHOOMOJIOTMYECKUX JIEKApCTBEHHBIX IIPErapaTroB, a TaKxKe
JIEKapCTBEHHBIX IIPenapaToB, yka3zaHHbIX B pa3zaenax Il u IV HacTosmero qokymMeHTa, OCyecTBIseTcs B
COOTBETCTBUM ¢ 4acTsaMu 1 u 2 crateu 52.1 ®enepanpHoro 3akoHa "OO oOpalieHHWH JIEKaPCTBEHHBIX
cpeacTn".

64. Beox B rpaxkgaHckuil o0OpOT MEpBBIX 3 cepuil WM MapTUM JIEKApCTBEHHOrO Ipemnapara, 3a
UCKITIOYEHMEM UMMYHOOHOJOTHYECKHX JIEKAPCTBEHHBIX MPEMapaToOB, OCYIIECTBISETCS B COOTBETCTBUU C
qacTeio 4 crarer 52.1 denepanpHOro 3akona "O6 oOpalIeHNn JTeKapCTBEHHBIX CPEICTB'.

[TpoBeneHne mpeaycMOTpEeHHBIX 4yacThio 4 ctathu 52.1 denepanpHoro 3akoHa "OO obparneHun
JIEKApPCTBEHHBIX CPEACTB" HCMBITAHUN YKa3aHHBIX JICKAPCTBEHHBIX TIPEMapaToB JIOMyCKaeTcs C
WCIIOb30BAHUEM CPEJCTB JUCTAHIIMOHHOIO B3aWMOJEHCTBUS, B TOM YHCIIE MOCPEACTBOM ayJIuoO- WIIHU
BHJICOCBSI3H, B PEKUME PEaTbHOTO BPEMEHHU MOCPEICTBOM BHJICOCBSI3H.

65. Yrpatun cuny ¢ 1 despans 2024 roaa. - Ilynkr 3 nannoro [TocranoBneHwus.

66. BBoxg B rpaxkagaHckuil 0o0OpOT MMMYHOOMOJIOTMUYECKHMX JIEKapCTBEHHBIX IIpenaparoB, 3a
HCKJIIOUEHHEM JIEKapCTBEHHBIX MpenapaToB, yKazaHHbIX B pasaenax III m IV Hacrosmero n1okyMmeHTa,
OCYIIECTBIISIETCS B COOTBETCTBUU C 4YacThio 7 ctathM 52.1 ®enepanbHoro 3akoHa "OO obOpaiieHun
JIEKapCTBEHHBIX CPENCTB".

[IpoBenenune mpeaycMOTpeHHBIX 4YacThio 7 ctaThu 52.1 denepanpHoro 3akoHa "OO0 oOpareHUn
JIEKApCTBEHHBIX CPEACTB" WCIBITAHUM YKAa3aHHBIX JICKAPCTBEHHBIX MPENApaTOB JIOMYCKAETCA C
HCIIOJIB30OBAHHUEM CPEACTB AUCTAHIMOHHOI'O B33PIMOJIGI710TBH$I, B TOM YHCJIC MOCPECACTBOM ayauoO- HIIN
BHJIEOCBS3H, B PEIKUME PEATLHOTO BPEMEHU MTOCPEICTBOM BHUIEOCBSI3H.
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