006 yTBep>xxaeHuu MopapKa ocyL,ecTB/IEHUA MOHUTOPUHTA
ABUXXEHMUA U yyeTa B cybbekTax Poccunckon depepauum
AHTUBUPYCHbIX SIeKapPCTBEHHbIX NpenapaToB AJI1 MeAULUHCKOro
NPpUMEeHeHUs, BKJIIOYEHHbIX B Nepe4yeHb XXM3HEHHO He0DXoAUMbIX
M Ba)XKHEULUUX JIeKapCTBEHHbIX NpenapaToB, NpeaHa3Ha4YeHHbIX
ana obecneyeHua nuu, UHGULUPOBAHHBIX BUPYCOM
MMMYHOAoeduuUTa YesioBeKa, B TOM YUCJie B COYEeTaHUM C
BMpycamu renatutoB B u C, nosepeHus o ceefeHuUs OpraHos
MCNOJIHUTENIbHOM BNAaCTU cybbekToB Poccunckon Pepepauum,
onpepesieHHbIX BbICLUMMU AO0JDKHOCTHBIMU ML, AMKU CYOBbEKTOB
Poccunckon dPepepauum (pyKoBoauTeNnaMu BbiCLLUUX
MCNOJIHUTENbHbIX OPraHOB rocyAapCTBEHHOM B1aCcTU CYObEeKTOB
Poccuuckon depepauuun), PepepasnbHoro Meauko-
©uonornyeckoro areHTcTBa, PepepanbHON CNY)XObl MCNOJIHEHUA
HaKa3aHUW NOJIYYEHHbIX MO pe3ysibTaTaM MOHUTOPUHIA AaHHbIX U
corjiacoBaHus nepepacnpenesieHus yKasaHHbIX JieKapCTBEeHHbIX
npenapatoB Mexay cydobekramm Poccunckon depepauum,
depnepasjibHbIM MeAUKO-OMONIOrM4EeCKUM areHTCTBOM,
depepanbHOM CNY)XOON MCNOJIHEHNA HaKAa3aHUM

Mpukas - Ne 912H - o1 08.09.2021 - MMHNCTEPCTBO 34PaBOOXPaHeHUs - [lencTeyeT 6e3 n3MeHeHUn

MWHWCTEPCTBO 3PABOOXPAHEHISA POCCUACKOW ®ELEPALIAN
MPNKA3
MOCKBA

8 ceHTsa6ps 2021 r. Ne 912H

06 yTBEpPXAEHUM

Mopsiika OCYLLECTBIEHNS MOHUTOPUHIa ABVXEHUS U y4eTa B cybbekTax Poccuiickon ®egepaumm
AHTUBUPYCHbIX IEKAPCTBEHHbIX NPenapaToB Aas MeANLMHCKOr0 NPUMEHEHUS, BKIIOYEHHbIX B MepeYeHb
YKN3HEHHO HEOOXO0AMMBIX U Ba)XKHEMLLNX NEKAPCTBEHHbIX NPenapaToB, NpeAHa3HavYeHHbIX 015 obecnevyeHns
JiML, MHPULIMPOBAHHLIX BUPYCOM MMMYHO4edhULNTa Ye/l0BEKa, B TOM YMCJIe B COMEeTaHuMK C BUpycamu
renatmutoB B n C, noBeaeHUs o CBeeHWsS OpraHoB NCMOAHUTENbHON BNacTu Cy6bekToB POCCMINCKON
depepaumm, onpeneneHHbIX BbICLUMMI LOMKHOCTHLIMK NnLamMu cybbekToB Poccuiickon ®egepalmm
(pyKkoBOAMTENAMU BbICLIMX UCMOJIHATENbHBLIX OPraHOB roCyAapCTBEHHOW BNacTu cybbekToB Poccuinckon
®epnepauunn), PegepanbHOro Mmegmko-bmonornyeckoro areHTCTea, PegepansHon Cnyx0bl UCMOHEHNS
HaKa3aHWI NONYYEHHbIX NO pe3yabTaTaM MOHUTOPMHIA AaHHbLIX U COrlacoBaHMA nepepacnpeneneHms
yKa3aHHbIX IeKapCTBEHHbIX NpenapaToB Mexay cybbekTamu Poccuinckon Gegepauun, degepasbHbiM
MeOnkKo-bnonornyeckm areHTcTeoM, ®efepanbHon ciyxb0ol NCNONHEHNS HaKa3aHWI

3apeructpupoBaH MuHiocTom Poccum 18 okTabpsa 2021 r.
PernctpauunoHHbin Ne 65456

B cooTBeTCTBUM C NyHKTOM 15 MonoxeHus 06 opraHunsaumm obecnevyeHns numu, MHOULMPOBAHHbLIX BUPYCOM
UMMyHoLeuULmMTa YesoBeka, B TOM Y/C/e B COYETaHUM C BUpycamm renatutos B n C, aHTUBUPYCHbLIMK
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JleKapCTBEHHbIMY NMpenapaTamMn gas MeanLMHCKOrO NPUMEHEHUS, YTBEPXKAEHHOIO NOCTAHOB/IEHNEM
MpasuTtenscTBa Poccunckon ®epepauum ot 28 nekabpa 2016 r. Ne 1512 (CobpaHue 3akoHoLaTeNbCTBA
Poccuinckon ®egepaumm, 2017, Ne 2, 1. 344; 2021, Ne 27, cT. 5408), nprKa3biBato:

YTBEpPAUTL Npunaraembii Mopsaaok OCyLeCTBAEHNS MOHUTOPUHIA ABUXKEHNS 1 y4eTa B CybbekTax
Poccuiickon ®efepalimm aHTUBUPYCHbIX IEKApPCTBEHHbIX NpenapaToB 419 MeAULUHCKOrO NPpUMEHEHNS,
BKJIOYEHHbIX B MePEYeHb XXN3HEHHO HEODXO0AMMbIX N BaXXHENLLMX JIEKAPCTBEHHbIX MPENapaTos.,
npefHasHaveHHbIX 4as obecnevyeHns Anu, MHGOULMPOBAHHbLIX BUPYCOM MMMYHOAEMULTA YESI0BEKA, B TOM
yucne B CO4ETaHUM C BMpycamu renatutos B n C, noBeaeHus 4o CBeeHns OpraHoB NCMOAHUTENbHON
BnacTn cybbekToB Poccunckon depepauny, onpeaeneHHbIX BbICLIMMU AOJHKHOCTHBIMU MLaMn Cy6bekToB
Poccuiickon ®epepalimmn (pyKOBOAUTENSMA BbICLLNX NCMOSHUTENbHBIX OPraHOB roCyapCTBEHHON BAaCTu
cybbekToB Poccuiickon Pepepaunn), PenepanbHOro Meamko-6Monornyeckoro areHTCTea, PegepasibHomn
cnyX6bl UCMONHEHUS HAaKa3aHWI NOJTYYEHHbIX MO pe3ynbTaTaM MOHUTOPUHIA AaHHbIX W COrNacoBaHMA
nepepacnpenenieHns yKasaHHbIX JIEKAPCTBEHHbIX MPenapaToB Mexay cybbekTamu Poccuinckom
®epepaunmn, defepanbHbiM MeANKO-6MONOrMYeCKMM areHTcTBOM, PefepanbHon cnyx6oi ncnonHeHns
Haka3aHui,

MuHncTp M.A.MypaLuko

YTBEPXKIEH
npuka3omM MyHucTepcTBa 3LpaBooxpaHeHuns Poccuinckon ®epepauum
0T 8 ceHTA6ps 2021 r. Ne 912H

Mopsapok

OCYLLEeCTBJIEHNS MOHUTOPUHIA ABMXXEHNA 1 ydeTa B cybbekTax Poccminckon depepauum aHTUBMPYCHbIX
JleKapCTBEHHbIX NMpenapaToB AN MeAULUUHCKOro MPUMEHEHNS, BKIIOYEHHbIX B MepeYeHb XU3HEHHO
HeobX04MMbIX N BaXXHENLLMX IEKAPCTBEHHbIX MPenapaToB, NpeAHa3HavYeHHbIX Ans obecnevyeHns an,
WNH(ULMPOBAaHHbLIX BUPYCOM MMMYHOAedUUUTa YenoBeKa, B TOM Y1C/Ie B COMETAHUN C BUpYCaMn renaTUToB
B n C, noBefeHns [0 CBeAEHNS OPraHOB UCMONHUTENLHON BNacTh cybbekToB Poccuiickon ®epepaumm,
onpeesieHHbIX BbICLUIMMU AOJKHOCTHBIMY AuuaMm cybbekTos Poccuinckon ®efepaunm (pykKoBoaAUTeNs Mu
BbICLUMX MCMOIHUTEbHBLIX OPraHOB roCyAapCTBEHHON BNacTu CybbekToB Poccminckon depepauun),
depepanbHOr0 MeAMKO-6M0N0rnyeckoro areHTcTBa, PefepanbHoOn CyXObl UCMONHEHUS HAaKa3aHWUN
NONYYEHHbIX MO pe3ysibTaTaM MOHUTOPWHIa faHHbIX U COrj1acoBaHWA rnepepacnpeneneHms yKasaHHbIX
NEeKapCTBEHHbIX NpenapaToB Mexay cybbekTamu Poccunckon ®epepaunn, PenepasbHbiM MeANKO-
Bbuonornyecknm areHTcTBoM, ®efepasibHon Cnyx6o NCNONHEHNS HaKa3aHWi

1. HacTosiwuin MNopagok oCcyLLeCTBIEHUS MOHUTOPUHIA ABVXXEHNS U yyYeTa B cybbekTax Poccuinckon
depepaumm aHTUBMPYCHBIX JIEKapPCTBEHHBIX MPenapaToB AN MeAULMHCKOro NPUMEHEHNS, BKJIIOYEHHbIX B
nepeyeHb XXN3HEHHO HEOOXOAMMBIX U BaXXKHEMLLMX IEKAPCTBEHHbLIX NPenapaToB, NpeAHa3HaYeHHbIX 414
obecneyeHns nuy, MHOULMPOBAHHBLIX BUPYCOM MMMYHOLEMULMTA YENOBEKA, B TOM YMCE B CONETAHUN C
BMpyCamu renatutoB B n C, noBeneHuns 0o CBeAeHNS OpraHoB UCMOJIHUTENbHON BIACTW CybbekToB
Poccuinckon ®epepalmmn, onpeeneHHbiX BbICLLUMMIK OOMXHOCTHLIMY AnamMmn cybbekToB Poccuinckon
depepaumm (pPyKoBOAUTENAMN BbICLUNX NCMOJHUTENbHBIX OPraHOB roCy4apCTBEHHON BAacTu cy6bekToB
Poccuinckon ®epepaummn), enepanbHOro Meanko-bMonorniyeckoro areHTcTea, ®PenepanbHon ciyxbeol
NCNOJIHEHUS HaKa3aHW NOoyYeHHbIX NO pe3yJ/ibTaTaM MOHUTOPWHIA AaHHbIX 1 COr1acoBaHMs
nepepacnpeneneHna ykasaHHbIX IeKapCTBEHHbIX NMpenapaToB Mexay cybbekTamm Poccminckom
depepaumnn, PegepanbHbiM MeanNKO-61ONOrNYeCKUM areHTCTBOM, PefepalibHol CyX60M MCNoNHeHMs
Haka3aHui (ganee - MNopagoK) peryampyeT BONPOCh OCYLLECTBEHUS peaepasibHbIM Ka3eHHbIM
yuypexaeHuem "®enepasibHbli LEHTP MNJAHWPOBAHMA N OpraHn3aLny NeKapCTBEHHOro obecneyeHmns
rpaxkgaH" MnHucTepcTBa 34paBooxpaHeHns Poccunckon ®epepaumnm (ganee - defepanbHblil LEHTP):
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a) MOHMTOPWHIa ABMXEHUS 1 y4yeTa B cybbekTax Poccuiickon ®enepaumnm aHTUBUPYCHBIX IEKAaPCTBEHHbIX
npenapaToB Aas MeAMLMHCKOr0 NPUMEHEHUS, BKJTIOYEHHbIX B NMepeYeHb XXN3HEHHO HEOBXOAUMBIX 1
BaXXKHEWLLMX JIeKapCTBEHHbIX NPenapaToB, NpefHa3HavYeHHbIX 415 obecneveHns nuy, MHOULUPOBAHHbIX
BMPYCOM MMMYyHOZehMLNTa YE/I0BEKA, B TOM YWCSIE B COYETaHMM C BUpYyCaMu renatutos B n C (ganee -
MOHUTOPWUHT, JIeKapCTBEHHbIE NpenapaThbl, 60/bHbIE);

6) noBeneHMsa 0o CBeAEHNS OPraHOB UCMOJIHATENbHON BlacTu cybbekToB Poccuiickon denepaunn,
onpefeneHHbIX BbICLIMMUK LOMKHOCTHLIMY iniaMun cy6bekToB Poccuinckon ®depepaunn (pykoBoanTensamm
BbICLLWNX MCMOJIHATENIbHbIX OPraHoB rocydapCTBEHHOM BnacTu cybbekToB Poccuiickon ®enepaumn) (ganee -
YMO/HOMOYEHHbIE OpraHbl), PefepasibHOro MefnKo-61MoIornyeckoro areHTcTBa, PegepanbHON Cyxosbl
NCNOJIHEHUS HaKa3aHW NOoyYeHHbIX MO pe3yJibTaTaM MOHUTOPWUHIA AaHHbIX, B TOM YMCae CBEAEHU O
HOMEHKIaTYpe, KOJIMYECTBE U CTOMMOCTW JIEKAPCTBEHHbLIX NMpenapaTos, 06 oTCyTCTBMM NoTpebHOCTH B
OTAENbHbIX JIeKapCTBEHHbIX NpenapaTtax Jimbo o0 NosBAEeHUW LONOAHUTENLHOW NOTpebHOCTY B
JIeKapCTBEHHbIX NpenapaTax B CBA3U C U3MEHEHNEM YUCAEHHOCTW BONbHbBIX, U3MEHEHNAMW B Ha3HA4YeHMAX
MeONLUHCKMUN paboTHMKAMM IeKapCTBEHHbIX NpenapaToB 60bHbIM;

B) COrsacoBaHua nepepacnpeneneHns AekapCTBEHHbIX NpenapaToB Mexay cybbekTamu Poccuinckon
®epepaunmn, defepanbHbiM MeANKO-6M0N0rMYECKM areHTCcTBOM, PefepanbHon cnyx00i NCnonHeHNns
HaKa3aHui.

2. OpraHn3aunoHHO-TEXHNYECKOE COMPOBOXAEHNE OCYLLECTBAEHNA MOHUTOPUHIa obecneynBaeTcs
depnepanbHbIM LLEHTPOM.

3. MOHMTOPUHT OCYLLECTBASAETCA B OTHOLLEHNN IeKapCTBEHHbIX NPenapaToB, 3aKyneHHbIX PegepasibHbIM
LEHTPOM 1 NepepaHHbIX B COBCTBEHHOCTbL CybbekTOB Poccuinckon Pepepaunn, PepepalbHOMY MeLNKO-
Bronoruyeckomy areHTcTBy, ®efepancHon Cny>k6e NCNONHEeHNS Haka3aHWUn B COOTBETCTBUN C
Mono)xeHnem o6 opraHusaumm obecrnevyeHna nnu, MHOULMPOBAHHLIX BUPYCOM MMMYHOAEMMLMTA YENT0BEKA,
B TOM YMCJIe B COYETAHUN C BMpYyCaMu renaTuToB B n C, aHTUBMPYCHBLIMW IeKapCTBEHHbLIMI NpenapaTamu
AN MeANLUNHCKOrO MPMMEHeHNs, YTBEPXXAEHHbLIM NoCTaHOBeHUeM MpaBmTensCcTBa PoccMnckon
®epepaumnm ot 28 aekabps 2016 r. Ne 1512 .

4. YNonHomo4eHHble opraHbl, PegepanbHoe Megnko-brnonornyeckoe areHTcTBo, ®PefepansHas cnyxba
NCMNOSIHEHUS HaKa3aHWI He Mo34Hee 5 Yncna KaXkaoro Mecaua pasMeLLaoT B MHPOPMaLIMOHHOM pecypce
"Mapyc-bloaxeT" (oanee - HOOPMALIMOHHbBIA Pecypc) CBEAEHUS O JIeKapPCTBEHHbIX NpenapaTax
(pekomeHayeMmbin 0bpasel npuBeneH B NpuoxeHun Ne 1 K NMopsiaky).

5. ®efepanbHbIi LLEHTP OCYLLECTBASET pacCMOTpeHme 1 0606LLeHe pa3MeLLeHHbIX YIOAHOMOYEHHbIMY
opraHamu, ®epepasibHbiM MeANKO-BMONOrNYeCKNUM areHTCTBOM, PeaepanbHON CNyXH60M UCNONHEHNS
HakKa3aHWI CBEAEHWIN O NEKAPCTBEHHbIX NMpenapaTax 1 He no3gHee 20 Yncia KaXxaoro Mecsua pasMellaeT
B MH(HOPMALMOHHOM pecypce NoyyYeHHble Mo pe3ybTaTaM MOHUTOpUHra obobLleHHbIe faHHbIe O
JleKapCTBEHHbIX NpenapaTtax.

6. YnonHomo4eHHble opraHbl, ®efepanbHoe Meanko-bnonornyeckoe areHTcTso, PefepanbHas cnyxba
NCMOJIHEHUS HaKa3aHW pacCMaTPUBalOT pa3MeLleHHble PeaepabHbIM LLEHTPOM 0606LLEHHbIE AaHHbIE O
JIEKAPCTBEHHbIX NpenapaTax 1 Npy Haan4mm NoTPebHOCTM B OTAESbHbLIX IEKAPCTBEHHbIX NpenapaTax
hopMMpYIOT B MHGOPMALIMOHHOM pecypce 3as8BKY 0 nepepacnpeneneHnn nekapcTBeHHbIX NpenapaTos
(nanee - 3aaBKa) (pekomeHayembin 0bpasel, NprBeneH B NpuoxeHun Ne 2 K Mopsaky).

7. PacCcMOTpeHue 3a8BKM OCYLLEeCTBASETCA NyTeM CONOCTaB/EHUS 3a5BAEHHOM0 KOIMYeCTBa
JIeKapCTBEHHOrO npenapaTa C NoJyYeHHbIMI N0 pe3yabTaTaM MOHUTOPMHIa AAHHLIMKU YNOJHOMOYEHHOI0
opraHa, ®efepansHOro Meauko-brnonorm4eckoro areHTCTBa,

denepanbHoOn cNyXXbbl MCNOMIHEHNS HaKa3aHW, NepealolW X JIeKapCTBEHHbIM Npenapar,
NoATBEPXKAAOLWMMN OTCYTCTBME NOTPEOHOCTM B NepepacnpesensiemMoM NeKapCTBEHHOM npenapaTe.
MpUHATKE peLleHns o CoriacoBaHUK 3a8BKM B0 ee OTKNOHeHWM ocyLlecTBaseTca PeaepasbHbIM
LEHTPOM B TeYeHMe Tpex paboynx AHeN Co OHA pa3MeLLeHUs 3as9BKK B MHDOPMALIMOHHOM pecypce.

8. OCcHOBaHMEM 0151 OTKNOHEHNS 3a8BKMN ABASETCA YCTaHOBMIEHNE N0 pe3ysibTaTaM NpoBeLEeHHOr0
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MOHWTOPWHIa OTCYTCTBMNA NOTPEeBHOCTY B 3a8BEHHbIX IEKAaPCTBEHHbIX NpenapaTax.

9. B cnyvae yKasaHus B 3asBKe JleKapCTBEHHOr 0 rnpenapaTa B KOJIMYECTBE, HE COOTBETCTBYIOLLEM
aKTYanM3npoBaHHbIM CBEEHNSAM YMOJHOMOYEHHOro opraHa, ®efepanbHOro MeamKko-61Monornyeckoro
areHTcTBa, PepepanbHON CyXObl CMOMHEHUS HAaKa3aHWi, NepefatoLLMX NEKAPCTBEHHbIN Npenapar,
3a5BKa NOAJIEXMUT KOPPEKTUPOBKE, MOBTOPHOMY pa3MeLLeHMo B MH(OPMaLIMOHHOM pecypce 1
nocsiefytoLemy coryiacosaHunio PenepasibHbIM LEHTPOM.

10. B cnyyae npuHATUS pelleHus o6 0TKase B cornacoBaHumn 3aasku ®enepanbHbiil LLEHTP OTKIOHAET
3a5BKY B MH(OPMALIMOHHOM pecypce C YKasaHueM NpuynH 0TKasa.

11. NepepacnpeneneHne nekapCTBEHHbIX NPenapaToB Mexay cybbekTamu Poccuinckon ®epepaumn,
®epepanbHbIM MeANKO-61MoOrnyeckM areHTCTBOM, PefepasbHON CyXB0M NCMOAHEHUS HaKa3aHWI
OCYLLLeCTBJIAETCSA NOC/Ie COrlacoBaHUA 3aaBkKu PefepasibHbIM LEHTPOM.

12. ®epepanbHbI LEHTP eXeKBapTanbHo, A0 10-ro Ynucna mMecsua, ciefyoLlero 3a 0TYETHbIM KBapTaioMm,
npeacTaBnseT CBeAeHWS 0 nepefaye ekapCcTBEHHbIX NpenapaTos cybbekTam Poccuinckon ®epepaumu,
depepanbHOMY MeAMKO-61MONOrnyeckomy areHTCcTBy, ®efepanbHon Cy>kbe NCMONHEHNS HaKa3aHWUn Un
COrnacoBaHHbIX NepepacnpenenieHnax NeKkapCTBEHHbIX NpPenapaTos, B TOM Yucie Mexay cybbekTamu
Poccuiickon ®epepaummn, degepanbHbelM MEANKO-OMONOrM4eCKMM areHTCTBoM, ®efiepasibHON CNy>X6ow
MCNONHEHUS HakKa3aHui, B PefepanbHyto cnyxby no Hag3opy B cpepe 34paBoOOXPaHEHUS B LLeasX
OCYLLLeCTBJIEHNS KOHTPONSA 3@ LieJIeBbIM NCMOJIb30BaHNEM JIEKAaPCTBEHHbIX MPernapaToB, a TakXe B
MWHNCTEpPCTBO 34paBooxpaHeHuns Poccuinckon ®epepaumm.

MpunoxeHune Ne 1

K MopsiaKy OCYLECTBIEHNA MOHUTOPUHIa ABUXEHUS 1 yYeTa B cybbekTax Poccuiickon depepaunmu
AHTUBUPYCHBIX JIEKAPCTBEHHbIX NPenapaToB A MeANLMHCKOr0 NPUMEHEHUS, BKIIOYEHHbIX B MepeYvyeHb
YKN3HEHHO HEOBXOAUMBIX 1 Ba)XKHENLUNX NEKAPCTBEHHbIX MPenapaToB, NpeaHa3sHavYeHHbIX A8 obecneyeHuns
SN, MHULMPOBAHHLIX BUPYCOM MMMYHOAe(MLUMNTa Ye/IOBEKA, B TOM YMCJSIE B COYETAHUN C BMPYCaMu
renatutoB B n C, noBeaeHUs 00 CBeAEHMS OpraHoB NCAOAHUTENBHON BnacTu cybbekToB Poccminckonm
depepaummn, onpeneneHHbIX BbICLLUMMMK OOKHOCTHLIMK Nnammn cybbekToB Poccuinckon ®epepaumm
(pyKoBOAMTENAMU BbICLUMX UCMOJIHATEbHBIX OPraHOB roCyAapCTBEHHOWN BNacTu cybbekToB Poccuinckon
depepaumnn), PenepanbHOro Meanko-6monornyeckoro areHTcTea, PegepanbHoin Ciy»0bbl UCNONHEHNS
HaKa3aHWI NONyYEHHbIX MO pe3ysbTaTaM MOHUTOPMHIa AaHHbIX U COrJlacoBaHWS nepepacnpeaeneHns
yKa3aHHbIX JIEKapCTBEHHbIX MpenapaToB Mexay cybbekTamn Poccuiickon ®eaepaumnmn, PegepanbHbiM
MeOnko-bnoNornyecknm areHTcTBoM, ®enepanbHon cnyx6oi NCNONHEHNS HaKa3aHW, YTBEPXKAEHHOMY
npvkKasoMm MuHucTepcTBa 34paBooxpaHeHuns Poccuinckon Genepauun

oT 8 ceHTs6ps 2021 r. Ne 912H

PekomeHayemebln 0bpaseL

CBepeHus

00 aHTMBUPYCHbIX IEKAPCTBEHHbIX NpenapaTax A8 MeANLNHCKOro NMPUMEHEHNs, BKJIKOYEHHbIX B NepeyeHb
YKN3HEHHO He0BX0AUMBIX 1 BaXKHENLUNX NeKaPCTBEHHbIX MPenapaToB, NpeAHa3HavYeHHbIX A1 obecnevyeHuns
JML, UHPULMPOBAHHBIX BUPYCOM MMMYHOOe(hMLNTa Ye0BEKA, B TOM YMCJIe B COMETAHMM C BUpyCaMu
renatutos Bun C

(HaumeHoBaHMe opraHa UCNOJHUTENbHOW BNacTn cybbekTa Poccuiickon denepaunn, onpeneneHHoro
BbICLUMM AOJKHOCTHbIM NnLoM cybbekTa Poccuiickon Pegepaunm (pyKoBoAUTENEM BbICLLIErO
NCMNOJIHATEIbHOr0 OpraHa rocyaapCcTBEHHON BnacTu cybbekTa Poccuinckon ®enepauun) (nanee -
YMO/HOMOYEHHbIN OpraH UCMOAHUTENIbHOW BNacTu cybbekTa Poccuinckon depepauun), PenepansHoe
Meanko-buonornyeckoe areHTcTBo, PegepanbHasn cnyxba NCNONHEHNS HaKa3aHWi)

33 20_ .

(oTYeTHbIN Nepuog)

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 4136



Tabnuua 1. CeBefeHNs 0 HOMEHKNATYPE N KOMYECTBE NIEKAPCTBEHHbIX NPenapaTos

MexxayHapo4Hoe HenaTeHTOBaHHOE WM IPYMNMpPoBOYHOE, MU XMMUYECKOe, a B C/ly4asX UX OTCYTCTBUS -
TOProBOe HauMeHoBaHMe NekapCcTBEHHOro npenapaTallekapcTBeHHas opmallosnposkaEanHuua
N3MepeHns B COOTBETCTBUM C EAMHBIM CIPaBOYHMKOM-KNACCU(UKATOPOM NEeKAPCTBEHHbIX NpenapaTos*
(manee - ECKJIM)4YncneHHOCTb NaLMEHTOB Ha OTYETHbIN NepnofOCTaToOK NEKAPCTBEHHOro NpenapaTa B
efnHMLAX N3MePeHNs Ha 0TYeTHbIN NepnodOCTaTOK JIeKkapCTBEHHOMO NpenapaTa B MecsLlax no COCTOAHUIO
Ha OTYeTHbIN NepuoalprMeyaHme

12345678

* MocTaHoBseHUe MpaBmTenbcTBa Poccunckon ®epepaumm ot 5 mas 2018 r. Ne 555 "O eguHon
rocyoapCTBEHHOW MHGOPMaLIMOHHOM cnucTeme B chepe 3apaBooxpaHeHmnsa” (CobpaHne 3akoHoaaTeNbCTBA
Poccunckon ®epgepaumm, 2018, Ne 20, cT. 2849; 2021, Ne 25, cT. 4814).

Tabnnua 2. CeeneHnsa 06 oTCYyTCTBUM NOTPEOHOCTN B OTAE/bHbIX JIEKAPCTBEHHLIX MpenapaTax B CBA3M C
N3MEeHEeHNeM YUCIEHHOCTUW L, MHPULMPOBAHHbLIX BUPYCOM MMMYHOLedULMTa Ye0BEKa, B TOM YUCIE B
coyeTaHun C Bupycamu renatutos B n C

MexxayHapoAHoe HenaTeHTOBaHHOE WM FPYNMNMPOBOYHOE, MM XMMMNYECKOE, a B Cly4asX UX OTCYTCTBUS -
TOprosoe HanMeHoBaHMe J1IeKapCTBEHHOI 0 npenapaTaEu,MHmua n3mMepeHna B COOTBETCTBUN C
ECKMNOaHHble 06 0bpa3oBaHMM LOMNOAHUTENBHOMO 3anaca IeKkapCTBEHHOro NpenapaTa

Konn4ecTso B eAnHMLAX n3MepeHnsKonmyecTso B ynakoBkaxCpok rogHoctuCronMmocteCepuslipumeyanme
12345678

Tabnnua 3. CBegeHna 0 NoABAEHUN OOMOAHUTENbHOW NOTPEOHOCTN B IeKapPCTBEHHbIX NpenapaTax B CBA3U
C U3MEHEHMNEM YNCNEHHOCTU NnL, 60NbHBIX MHDULNPOBAHHBLIX BUPYCOM UMMYHOAE(MMLMTA YEI0BEKA, B TOM
yucne B coyeTaHun ¢ Bupycamu renatutos B n C

MexxayHapoAHoe HenaTeHTOBaHHOE WM FPYNMNMPOBOYHOE, UM XMMUYECKOE, a B ClyvasX UX OTCYTCTBUS -
TOProBO€ HaUMEHOBaHME NeKapCTBEHHOro NpenapaTaEaAnHULA N3MEpPEHNs B COOTBETCTBUMN C
ECK/TMOaHHble 0 NoABAEHUW OOMOAHUTENLHON NOTPEOHOCTN B IeKapCTBEHHOM MpenapaTe

KonnyecTtBo
B eANHULAX n3MepeHnaKonnyecTso B ynakoskaxlpumeyaHue
12345

WNcnonHnTtenb

(DOMKHOCTB)

(appec aN1eKTPOHHOIM MOYThI, KOHTAKTHLIN HOMep TenedoHa)

PykoBoauTe/b YNOJHOMOYEHHOIr0 OpraHa UCMOSIHUTENBHON BNAacTU cybbekTa
Poccuiickon ®epepaummn, egepansHOro Meanko-61onornyeckoro
areHTcTBa, ®efepansHon CnyXbbl UCMOMHEHUS HaKa3aHWA

(3neKTpoHHas NoANUCh)

MpunoxeHune Ne 2

K Mopaaky ocyLecTBeHNA MOHUTOPUHIa ABWKEHNA 1 yyeTa B cybbekTax Poccuinckon ®epepaunm
AHTUBMPYCHbIX JleKapCTBEHHbIX NpenapaTos A8 MeAnLMHCKOr0 NPUMEHEHUS, BKIOYEHHbIX B NepeYveHb
YKU3HEHHO HEOBXOAMMBIX 1 BaXKHENLWNX IEKapCTBEHHbIX NPenapaToB, NpefHa3Ha4YeHHbIX 4514 obecrneyeHus
JINL, MHPULMPOBAHHbLIX BUPYCOM MMMYHOLedULMTa Ye/l0BEKa, B TOM YKCJIe B COYETaHUN C BUpyCcaMu
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renatntoB B n C, noBeaeHns 00 CBEAEHNS OPraHOB UCMONHUTENBHON BlacTU CybbekToB POCCMIACKON
depepauunm, onpefeneHHbIX BbICLLUMMK LOMKHOCTHLIMK nnLamMu cybbekToB Poccuiickon ®epepalmm
(pyKoBOAMTENAMU BbICLUMX UCMOJIHATE/bHBIX OPraHOB rOCyAapCTBEHHOWN BNacTu cybbekToB Poccminckon
depepaumnn), PenepanbHOro MeauKo-6Monornyeckoro areHTcTea, PegepanbHon Ciny>bbl UCNONHEHNS
HaKa3aHWI NOYyYEeHHbIX MO pe3ysbTaTaM MOHUTOPWHIa AaHHbIX U COrnacoBaHWUsa nepepacnpeneneHums
YKa3aHHbIX JIeKapCTBEHHbIX NpenapaToB Mexay cybbekTamu Poccniickon ®epepaummn, degepanbHeiM
MeLMKO-61onormyeckmm areHTcTeoM, PefepasnbHoN Cy>X60 NCNONHEHNS HaKa3aHWI, YTBEPXKAEHHOMY
npuka3om MnHMCTEpCTBa 34paBooXxpaHeHmnsa Poccninckon degepaunm

0T 8 ceHTsA6pa 2021 r. Ne 912H

PekomeHayembint 0bpasel

3asBKa

0 nepepacnpeneneHnn aHTUBUPYCHbIX JIEKAaPCTBEHHbIX NMPenapaToB AJ19 MeANLWHCKOro NpUMeHeHus,
BKJIIOYEHHbIX B MepeyeHb XN3HEHHO HEOBX0ANMbIX N BaXKHENLLMX NIeKapCTBEHHbIX NpenapaTos,
npefiHa3Ha4YeHHbIX a5 obecnevyeHns nuu, MHOULMPOBAHHbLIX BUPYCOM MMMYHOAEMULMTA YENOBEKA, B TOM
yucne B coyeTaHun ¢ Bupycamu renatutos B n C

(HaumeHoOBaHMe opraHa MCNoNHNTENbHOW BNacTn cybbekTa Poccuiickon depgepaunn, onpeneneHHoro
BbICLUMM AO/KHOCTHBIM NnLoM cybbekTa Poccuiickon degepaunm (pykoBoguTeNeM BbICLLIEr0
NCMNOJIHNTEIbHOr0 OpraHa rocyaapcTBEHHON BnacTu cybbekTa Poccuinckon ®enepauunn) (nanee -
YNOJIHOMOYEHHbIA OpraH NCMONHUTENLHON BNacTu cybbekTa Poccuinckon ®enepauunn), PegepasibHoe
Menunko-buonornyeckoe areHTcTBo, PegepanbHasn cnyxba NCNONHEHNS HaKa3aHWi)

HanmeHoBaHMe nuua, NnepepatLero NeKapCcTBEHHbIN nNpenapaT (YNoJHOMOYEHHbIA OpraH UCMOJIHUTEIbHON
BnacTu cybbekTa Poccunckon ®epepaumnmn, PegepansHoe Meamko-brnonornyeckoe areHTCTBo,
depepansHas cnyxba NCNONHEHNS HaKa3aHU)MeXXayHapoAHOe HeMaTEHTOBAHHOE MK FPYNMUPOBOYHOE,
NN XUMUYECKOoe, @ B C/Ty4asiX UX OTCYTCTBUS - TOProBoe HaMMeHOBaHUE JIeKapCTBEHHOMO
npenapataToproBoe HaMMeHOBaHWe JIeKapCTBEHHOrO npenaparTa, ekapcTBeHHas (opMma,
[031MPOBKaKoNM4eCTBO YNaKOBOK JIEKapPCTBEHHOMO NpenapaTa, Cepusi, iaTa OKOHYaHUSA CPOKa roAHOCTH
1234

WNcnonHnTtenb

(4OKHOCTB)

(appec aNeKTPOHHOIM MOYThI, KOHTAKTHLIN HOMep TenedoHa)

PykoBoanTenb YNOJHOMOYEHHOr0 OpraHa NCMOJHUTENbHON BNacTh cybbekTa
Poccuiickon ®epepaummn, PegepanbHOro Meauko-61onornyeckoro
areHTcTBa, ®efepanbHol CnyXObl UCMNOMHEHUS HaKa3aHW

(3nekTpoHHaa NoANuCh)
[laTa cocTaBneHus 3aasku "_" 20_ .

CornacoBaHo AMPEKTOPOM (IMLOM, NCMOSIHAOWMUM ero 0643aHHOCTY) eepasibHOro Ka3eHHOoro
yupexaeHus "®enepasbHbiil LLEHTP MNJAHUPOBAHMA 1 OpraHn3aLny NekapCTBEHHOro obecneyeHmns
rpaxkgaH" MnHncTepcTBa 3a4paBooxpaHeHns Poccunckon ®epepaumm

(3neKTpoHHas NoANUCh)
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