CrpaBka 0 TOCYJapCTBEHHOUW pErHCTpalyy MPeAebHBIX OTITYCKHBIX IIeH pousBoauTenel Ha JKHBJIC

CnpaBka 0 rocy1apCTBEHHOM perucTpaivu NpeAesibHbIX OTIYCKHBIX 1IeH npousBoautesneid Ha JKHBJIC

['ocynapcTBeHHbBIN peecTp NpeaeabHbIX OTIYCKHBIX 1IEH MPOU3BOAUTEINICH HA JTEKAPCTBEHHBIE
npenaparsl, BKItoueHHbIe B iepedueHsb JKHBJIIT

Cum. Undopmanuio u3 ['ocpeectpa npeaenbHbIX OTIIYCKHBIX [IEH Ha JIEKaPCTBEHHBIE MPEnaparhl,
BKIItoueHHBIC B niepeueHs JKHBJII, B penakrope MS-Excel

®denepanbubiit 3akoH oT 12 anpens 2010 1. N 61-D3 "O6 oOpaneHnu JeKapcTBEHHBIX CpeacTB" (r1aBa
12 "T'ocynapcTBEHHOE PETyJIMpOBAaHUE LIEH HA JIEKAPCTBEHHbIE IPENapaThl A1l MEAULIUHCKOIO
npuMeHeHus ")

[Tepeuenb )KM3HEHHO HEOOXOAUMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MIPENapaToB Uil MEAULMHCKOTO
pUMEHEHHUs, yTB. pacropsukenueM [IpaBurensctBa PO ot 12 okta6ps 2019 r. N 2406-p

[lepeuens )KM3HEHHO HEOOXOAUMBIX M BAXKHEHIIINX JIEKAPCTBEHHBIX MPENAPATOB I METULIMHCKOTO
npumenenus Ha 2019 r., yTB. pacniopsbxenuem IpaBurensctBa PO ot 10 nexadpst 2018 r. N 2738-p

[Tepeuenb )KM3HEHHO HEOOXOAUMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX MTPENapaToB sl MEAULIUHCKOTO
npuMmeHnenus Ha 2018 r., yTB. pacriopsixenuem IlpasurensctBa PO ot 23 oktabpst 2017 r. N 2323-p

[lepeuens )KM3HEHHO HEOOXOAUMBIX M BAXKHEHIIINX JIEKAPCTBEHHBIX MPENAPaTOB I METULIUHCKOTO
npumenenus Ha 2017 r., yTB. pacniopsbkenuem IpaBurensctBa PO ot 28 nexadps 2016 r. N 2885-p

[Tepeuenb )KM3HEHHO HEOOXOAUMBIX U BXKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB Il MEAULIMHCKOTO
npuMmeHnenus Ha 2016 roa, yTB. pacnopsikennem [IpaButensctBa PO ot 26 nexadps 2015 r. N 2724-p

[lepeueHb )KM3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB AJs MEAUIIMHCKOTO
npumMeHenus Ha 2015 roa, yTB. pacniopsuxenuem IIpaBurenscta PO ot 30 nexadps 2014 r. N 2782-p

[TpaBuiia rocy1TapCTBEHHON PErUCTPALMU IPEEIIBHBIX OTIIYCKHBIX LIEH IPOU3BOANTENEH Ha
JIEKapCTBEHHBIE NPENapaThl, BKIIOUYEHHBIE B IEPEUEHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX
JIeKapCTBEHHBIX IpenapaToB, YTB. nocranosieHneM [IpaBurenscta PO ot 29 oktabps 2010 r. N 865

[TpaBuiia BeieHUS rOCYAapCTBEHHOTO PEECTPa NPEIEIbHBIX OTIIYCKHBIX 1IEH IPOU3BOJUTENEH HA
JIEKapCTBEHHBIE MPENapaThl, BKIIOUYEHHBIE B IEPEUEHb KU3HEHHO HEOOXOIUMBIX U BaXKHEUILINX
JIeKapCTBEHHBIX IpenapaToB, YTB. nocranosienneM [Ipasurenscta PO ot 29 okta6ps 2010 r. N 865

[TpaBuia ycTaHOBJIEHUS OpraHaMH UCIIOJIHUTEIHHON BiIacTu cyOnekToB Poccuiickoit denepanmu
MIPEACIbHBIX Pa3MEPOB ONMTOBBIX HAT0ABOK M MPEAEITBHBIX Pa3MEPOB PO3HUYHBIX HAJ0ABOK K
(haKTUYECKUM OTITYCKHBIM I[€HaM, YCTAaHOBICHHBIM MTPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MPEmapaToB, Ha
JIEKapCTBEHHBIE TTPENapaThl, BKIFOUCHHBIC B TIEPEUYCHD )KU3HEHHO HEOOXOIMMBIX M BAXKHEHIIINX
JIeKapCTBEHHBIX IpenapaToB, YTB. nocranosienneM [Ipasurenscta PO ot 29 okta6ps 2010 r. N 865

[Tocranosnenune IlpaButenscrBa PO ot 31 nexadpst 2010 r. N 1221 "O nopsiake Bbliauu opraHam
WCITOJTHUTENIbHON BIIacTu cyOnekToB Poccuiickoit deneparuy nmpeanucaHuii 0 MpUBEICHNN B
COOTBETCTBHE € 3aKOHOAaTeNbcTBOM Poccuiickoit denepanuu penieHnit 00 yCTaHOBICHUH MTPEISIbHBIX
pa3MepoB ONTOBBIX Ha0ABOK U Mpe/IeIbHBIX pa3MEPOB PO3HUYHBIX HaJ0aBOK K (PAKTHUECKUM
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CrpaBka 0 TOCYJapCTBEHHOUW pErHCTpalyy MPeAebHBIX OTITYCKHBIX IIeH pousBoauTenel Ha JKHBJIC

OTIIYCKHBIM ILICHaM HpOHBBOIIHTGJIGfI Ha JICKApCTBCHHBIC MMPLCIIAapaThl, BKIIFOYCHHBIC B ICPCUCHDb
KHN3HCHHO HCO6XOI[I/IMBIX H BOXKHEHIIINX JICKapCTBCHHLIX npenapaTOB"

AJIMUHUCTPATUBHBIN periiaMeHT MuHUCTEpCTBA 3ApaBooxpaneHus Poccuiickoit denepanuu mo
IIPEIOCTABIIEHUIO TOCYIaPCTBEHHON YCIYTrH M0 TOCYJapCTBEHHON pEruCTpaluy NPEAeIbHbBIX OTITYCKHBIX
IIEH Ha JIEKapCTBEHHbIE MPEnapaThl, BKIIIOUEHHBIE B IIEPEUCHb )KU3HEHHO HEOOXOJUMBIX U BaXKHEHIIINX
JIEKapCTBEHHBIX IIPENapaToB, YTB. NIpuka3oM MuHUCTEPCTBA 3paBooXxpaHeHust oT 24 urong 2012 r.

N 42u

dopma mpeanucaHus o MPUBEIECHUH B COOTBETCTBHE € 3aKOHOAaTenbcTBOM Pocculickoit deneparun
pelIeHHl OpTraHOB UCIIOJIHUTEIBHON B1acTh cyObekToB Poccutickoit denepaiinu 00 ycTaHOBICHUH
IpelebHBIX Pa3MEPOB ONTOBBIX HAaJ0ABOK U MPEEIbHBIX pa3MEPOB PO3HUYHBIX HAJ0aBOK K
(baKTHUECKUM OTIYCKHBIM IIeHaM MPOU3BOIUTENICH Ha JIEKaPCTBEHHBIE MPEMapaThl, BKIIIOYCHHBIC B
nepeyeHb JKU3HEHHO HEOOXOANMBIX U BaKHEHIIINUX JIEKAPCTBEHHBIX MPENapaToB, YTB. IPUKA30M
®DenepanbHOil cyxO0bl 1o Tapudam ot 4 mast 2011 r. N 182-x

MeTo1MKa yCTaHOBJICHUS TPOU3BOIUTEISIME JICKAPCTBEHHBIX MPENApaTOB MPEACIbHBIX OTITYCKHBIX IICH
Ha JICKApCTBEHHBIC MPENapaThl, BKIFOYCHHBIC B TIEPEUCHb )KU3HEHHO HEOOXOIUMBIX U BAKHEHIIINX
JICKapCTBEHHBIX MPENapaToB, YTB. MPruka3oM MUHUCTEPCTBA 31PaBOOXPAHCHHSI H COIIMATTLHOTO Pa3BUTHS
P® u ®enepanphoii cimyx06s1 o Tapudam ot 3 HosiOps 2010 r. N 9611/527-a

dopma npeacTaBIeHUs JaHHBIX 00 yCTaHOBJICHHBIX B cyObekTax Poccuiickoit denepannu npeaenbHbIX
ONTOBBIX U MPEIETbHBIX PO3HUYHBIX HAJ0aBKaX K IIEHAM Ha KU3HEHHO HEOOXOUMBbIC M BaXKHEHIIINE
JIEKapCTBEHHBIE CPEICTBA, YTB. Npukazom DenepanbHOi ciy:x0bl 1o Tapudam ot 11 mapra 2010 1. N 73-
a

MeTo/1Ka ycTaHOBJIEHHS OpraHaMH MCIIOJIHUTEIbHON BiIacTH cyObekToB Poccuiickoit denepanuu
IpeeNbHBIX Pa3MEPOB ONTOBBIX HaJOABOK U MPEJIEIbHBIX Pa3MEpPOB PO3HUUHBIX HaJJ0aBOK K
(aKkTUYECKUM OTITYCKHBIM LIEeHaM, YCTAHOBJICHHBIM IIPOU3BOJUTENSAMU JIEKAPCTBEHHBIX MTPENapaToB, Ha
JIeKapCTBEHHbIE MIPENapaThl, BKIOUYEHHBIE B IEpeUeHb )KU3HEHHO HEOOXOJUMBIX U BasKHEHIINX
JIEKapCTBEHHBIX MpenapaToB, yreepxaeHHas rnpukazoM @AC Poccun ot 9 centsiops 2020 r. N 820/20

OcobeHHoCTH TOCYJaPCTBEHHOTO PETYIMPOBAHUS MPEETHHBIX OTIYCKHBIX I[€H TPOU3BOAUTENEH Ha
JIEKapCTBEHHBIE MPEnapaThl, BKIIOUYEHHBIE B IEPEUeHb KU3HEHHO HEOOXOIUMBIX U BaXKHEUIITIX
JIEKapCTBEHHBIX MPEMapaToB, yTBepKAeHHbIe nocTanorienneM [IpaBurensctBa PO ot 31 oktsa0ps
2020 r. N 1771

[Tucemo denepanbHOi aHTUMOHONOIBHOM ci1yxkO0bI 0T 30 mapta 2021 r. N TH-24271/21 o

COTJIACOBAHUU MPEAEIIBHOM OTITYCKHOM LIEHBI Ha JIEKapCTBEHHBIN npenapat "OnuBakKopona Bakuuna
Ha OCHOBE MENTUAHBIX aHTUTEeHOB JuId podmiaktuku COVID-19"
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