NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

I[TOCTAHOBJIEHUE
ot 26 uiouqa 2021 r. N 1025

O BHECEHVU U3MEHEHUI
B HEKOTOPBIE AKTbI [TPABUTEJIbCTBA POCCUICKON ®ENIEPALIIN
I10 BOIIPOCAM COBEPIIEHCTBOBAHNMS JIEKAPCTBEHHOI'O
OBECIIEYEHU A I'PAJKIIAH

IIpaBuTenbCcTBO Poccuiickoit @emepanny MOCTAHOBIISIET:

VTBep,H,I/ITb IpujaaraeMbi€ M3MEHEHN, KOTOPbI€ BHOCATCA B aKThbI HpaBI/ITeJ'IbCTBa Poccuiickoit CDeL[epauMM
I10 BOIIpOCaM COBepII€HCTBOBaHMA JIEKaApCTBEHHOTIO obecreueHust rpaxgaH.

IIpencenarens [IpaBuTebCTBA
Poccuiickoi @enepaniu
M.MUITYCTVH

YTBepKOeHbI

rnocraHoB/ieHeM IIpaBuTenbCTBA
Poccuiickoit @enepayn

ot 26 nroHs 2021 r. N 1025

N3MEHEHNA],
KOTOPBIE BHOCATCS B AKTbI [TPABUTEJIbCTBA POCCUICKON ®EJIEPAITN
10 BOITPOCAM COBEPIIEHCTBOBAHVS JIEKAPCTBEHHOT'O
OBECIIEYEHU A I'PAJKIAH

1. B moctanoBnenunu [IpaButenncta Poccuiickoit ®epgepanum ot 11 mapra 2011 1. N 156 "06
MCITOTb30BaHMM OIOMKE THBIX aCCUTHOBaHMIT pegepaabHOro O10IKeTa, MPea0CTaBIeHHbIX Ha 3aKYIIKY
MMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX IIPeIapaToB IS UMMYHOIPO(PUIAKTUKM B paMKax
HAI[MOHAJIbHOTO KajeHaaps MpoguIaKTUUeCKMUX IIPUBUBOK MIJIs epenaun GegepasbHbIM YUPEKIEHUSIM,
OKa3bIBAIOUIMM MeAUIMHCKYIO IOMOIIlb, IT0BeI0MCTBEHHBIM MUHMUCTEPCTBY 31, paBOOXpaHEeHNS
Poccuiickoit ®epepaunn, u PegepaasbHOMY MeIMKO-0MOJIOTMYECKOMY areHTCTBY, a TAK)Ke B COOCTBEHHOCTh
cyobekToB Poccuiickoit @emeparnum ¢ ocieaymolneit ux rnepemadeii mpyu HeO6XOAMMOCTHU B COOCTBEHHOCTb
MyHULIMTIATbHBIX 00pa3oBaHuit” (CobpaHue 3akoHoaTeabcTBa Poccuiickoit @emepanynm, 2011, N 12, cT.
1633; N 48, cT. 6921; 2012, N 1, cT. 187; N 37, cT. 5002; 2013, N 1, cT. 54):

a) B [IpaBmIax MCIOTb30BaHMsI OIOKETHBIX aCCUTHOBAaHMII (he[lepabHOTO GI0KeTa, peJOCTaBIeHHbIX Ha
3aKyIKy MMMYHOOMOJIOTMUECKHMX JIeKapCTBEHHbIX MpernapaToB I MMMYHOIIPOOWIAKTUKY B paMKax
HaIMOHAJIbHOTO KajieHAapst MpoGMIaKTUUYECKMUX TTPUBUBOK, YTBEPKAEHHBIX YKa3aHHBIM MTOCTAHOBIEHUEM |

B IIYHKTe 2 cJioBa "MUHMCTEPCTBO 3aApaBooxpaHeHus Poccuiickoii @enepanumn” 3aMeHUTD CJIOBAMU
"(benepanbHOe Ka3eHHOe yupexkaeHue "@enepasibHblii LIEHTP IJIAHMPOBAHMS M OpraHU3aL N
JIeKapCTBEHHOTro obecrieueHus rpakaan” (manee - ®emepasbHbIil IEHTP)";

ITYHKT 3 U3JIOKUTD B CJIeAYIONIel pegaKkInm:

"3. ®enmepanbHblIl LIEHTP pacCMaTpMBaeT IpeCcTaB/JIeHHbIe 3255 BKM HAa COOTBETCTBME YCTAHOBIEHHOM
dbopme, Ha TpeaMeT 0O0CHOBAHHOCTH 3asIBJIEHHBIX 00bEeMOB UMYIIECTBA, ITPU HEOOXOAMMOCTI
KOPPEKTUPYET UX U COTJIACOBBLIBAET C BhIHECEHMEM COOTBETCTBYIOIIETO pellleHus.

He no3gHee 15 ceHTSIOps Tekyinero roga ®emepanbHblit IEHTP MPeICTaB/sSIeT yKa3aHHbIe 3asIBKY B
KoMuccuo MuHuUCTepcTBa 3apaBooxpaHenus Poccuiickoi @emepaiiiy 1o pacCMOTPEHUIO 3as9BOK (Jasee -
KOMMCCHS) IJIS1 UX PAaCCMOTPEHMS € ydacTueM npeacrapuresneit @enepaabHOro 1eHTPa, OPraHOB
MCIIOJTHUTEbHO BIAaCTU Cy6beKToOB Poccuiickoiit ®enepatiny, dpemepanbHbIX YUIpeXIeHM, OKa3bIBAIOLMX



MeIUIIMHCKYIO TIOMOIIb, TTOABEIOMCTBEHHbIX MMHIMCTEPCTBY 3[ipaBooxpaHeHust Poccuiickoit ®enmepariun,
denepaIbHOTO MeIUKO-OMOIOTMYECKOTO areHTCTBA (B TOM UMCJIe C MCITO0/Ib30BaHeM MH(POPMaLIOHHO-
TeJIEKOMMYHMKAIMOHHBIX TEXHOJIOTUI) Ha MMpeaMeT 000CHOBAHHOCTY 3asIBJIEHHBIX 00beMOB MMYIIECTBA,
MX KOPPEKTUPOBKM PV HEOOXOAMMOCTU U YTBEPKAEHMSI 06beMOB ITOCTAaBOK MMYyIecTBa. ITojoskeHue 0
KOMMCCUM U €e COCTaB YTBePXKIA0TCs MMHMCTEPCTBOM 31paBooxpaHeHust Poccuiickoit @emeparium.

PaccmoTpeHMe 3as1BOK, YTBEPKAeHME 06'beMOB ITOCTABOK U MpecTaBieHne B deqepaabHblii IEHTP
CBeJIeHMi1 00 yTBepKIeHHBIX 00'beMaxX ITOCTAaBOK OCYIECTBIISIOTCSI KOMuccueit B Teuenue 30 mHel co gHS
MOCTYTJIEHNS 3asiBOK OT PeepanbHOrO IeHTpa.

CBeneHMs 00 YTBepPXKIEeHHbBIX KOMMCCHel 06beMax IMOCTaBOK MMYIIeCTBa HarpasisiioTcss efepaabHbIM
LIeHTPOM B (defiepasibHble yUpeskIeHMs, OKa3bIBalolIie MeIUIIMHCKYIO TOMOIllb, TOABEIOMCTBEHHbIE
MuHucTepcTBY 3apaBooxpaHeHust Poccuiickoit @enepannm, B DegepanbHOe MeAMKO-6M0I0TMUYECKOe
areHTCTBO, & TaKKe B YIIOJJTHOMOYEHHbIE OPTraHbl UCIIOTHUTEIbHON B/IaCTU Cy0ObeKTOB Poccuiickoit
denepanuy B TeueHue 3 pabounx AHeN co IHS MOCTYIUIEHUS CBeleHNi OT KOMUCCUN.";

B IIYHKTe 4 cjioBa "MuHMCTEpPCTBO 3paBooxpaHeHus Poccuiickoii @enepanmumn” 3aMeHUTD CJIOBAMU
"MenepasbHbBIN LIEHTDP";

0) B [IpaBuiax mmepemauy MMMYHOOMOIOTMYECKHMX JIEKAPCTBEHHBIX ITPerapaToB /I MMMYHOIIPOMWIAKTUKI
B paMKax HallMOHAJIbHOI'O KaJeHAAps MPpo@uIaKTUIecKuX MPUBUBOK heaepasbHbIM YUPEKIEHUSIM,
OKa3bIBAIOUIMM MeAUIMHCKYIO IOMOIIb, ITI0ABeI0MCTBEHHBIM MUHNUCTEPCTBY 31, paBOOXpaHEeHNUS
Poccuiickoit ®epepaunn, u PegepasbHOMY MeIMKO-0MOJIOTMYECKOMY areHTCTBY, a TAkK)Ke B COOCTBEHHOCTh
cyobekToB Poccuiickoit @enepaliyu ¢ rocaeayiomieil ux nepegaueit mpyu He06XoaMMOCTY B COOCTBEHHOCTh
MYHUIIUITATBHBIX 00pa30BaHMIi, YTBEPKIEHHBIX YKa3aHHBIM ITOCTAHOBJIEHNEM:

B ITYHKTe 2:

cj1oBa "MMHUCTEPCTBOM 3[paBooxpaHeHMst Poccuiickoii Penepatinn” 3aMmeHUTh cjioBaMy "deaepasbHbIM
Ka3eHHBIM yupexxaeHueM "®eepaibHblil LEHTP IIJIaHMPOBAHMS U OPTaHU3aL UM JIeKaPCTBEHHOr O
obecmeueHust rpaxknan” (manee - ®enepanbHblii LIEHTP)";

OOIIOJIHUTD 8.63&L[€M CJIeAyrumero Coaep>XaHms:

"MUHNUCTEPCTBO 3apaBoOOXpaHeHMs Poccuiickoil @enepaliy exKerogHo U34aeT akKT O COrJIaCOBAaHUU
nepenauy ®enepasbHbIM IIEHTPOM 3aKYIJIEHHOTO UMYIeCcTBa dhefepalbHbIM YUpeKIeHUSIM,
OKa3bIBAKIINM MEIUIIMHCKYI0 ITOMOIIb, TTOIBEAOMCTBEHHBIM MUHUCTEPCTBY 34 PaBOOXPaHEHMS
Poccuiickoit ®epepaunm, PegepasbHOMY MeIMKO-010JIOTMYECKOMY areHTCTBY, CyobekTaMm Poccuiickoii
Qenepauun.”;

B ITYHKTaxX 4 1 5 cjioBa "MuHMCTEPCTBO 3ApaBooxpaHenms Poccuiickoit @epepanyu” 3aMeHUTh CJIOBAMM
"@enepalibHbIl LIEHTP";

B IMyHKTAax 6, 7 1 9 cioBa "MuHMcTepcTBa 3apaBooxpaHeHns Poccuiickoii @efepanumn” 3aMeHUTD CJIOBAMU
"@enepalibHOTO IieHTpa";

OOTOMHUTh ITyHKTamMu 10 - 12 cieayiomero comeps>kaHms:

"10. ®emepanbHbIN LIEHTP B YCTAHOBJIEHHOM MMHUCTEPCTBOM 3 paBooxpaHeHus Poccuiickoilt @enepannm
TIOPSIIKE OCYIIEeCTB/ISIET MOHUTOPUHT ABVKEHMS M yUeTa MMYIIEeCcTBa B cyobekTax Poccuiickoit @emepannn,
IOBOJIUT IO CBeJleHMs YITOTHOMOUY€EeHHBIX OPTaHOB MUCIIOJIHUTEIbHOI BIacTU CyobeKTOB Poccuiickoii
®enepanyun, GenepanbHbIX yUPEKIEHNI, OKa3bIBAIOIIVMX MEAUILIMHCKYIO IOMOIIb, T0ABELOMCTBEHHbBIX
MuHucTepcTBY 3apaBooxpaHeHust Poccuiickoit ®@epepaiium, @egepasbHOT0 MeIVKO-61M0I0TMYEeCKOTO
areHTCTBa IIOJyYeHHBbIe 110 pe3y/ibTaTaM MOHUTOPMHIA JaHHbIe, B TOM UMCJIe CBeJeHMsI O HOMEHKIaType,
KOJIMYeCTBe ¥ CTOMMOCTY MMYIIeCTBa, 00 OTCYTCTBUM OTPEOHOCTY B UMYILIECTBE MO0 O TIOSIBJIeH UM
IOTIOTHUTEJIbHOM MOTPeOHOCTM B MMYILECTBE U COTJIaCOBbIBAET IepepaciipeiesieH1 e UMYIIeCTBa MexKILy
cyobexktamu Poccuiickoit @emeparium, pegepaabHbIMU YUPEKIEHUSIMM, OKa3bIBAIOIIVIMY MeIUIMHCKYIO



ITIOMOIb, ITIOABEJOMCTBEHHbIMMU MI/IHI/ICTepCTBy 34paBOOXpaHeHMA Poccuiickoit CDeL[epauI/[M, n
cDe,El,e]:)c':U'[beIM Me,I[I/IKO-6I/IOJ'IOI‘I/I‘~IeCKI/IM areHTCTBOM.

11. Tlepemaua mmyIiecTBa Mexxay cyobektamu Poccuiickoit @enepaiu, deaepaabHbIMU YUPEXKIEHUSIMMA,
OKa3bIBAKIIMMM MeIULMHCKYIO TOMOIIb, MOABEIOMCTBEHHBIMY MUHUCTEPCTBY 34PaBOOXpPaHEHMS
Poccuiickoit ®epepaunn, u PegepaabHbIM MeIMKO-0MOJIOTMUECKIMM areHTCTBOM OCYIIECTBIISIETCS Ha
OCHOBAHUM COOTBETCTBYIOIIETO PACHOPSAUTENbHOTO aKTa YIIOJJHOMOYEHHOTO OpTraHa MCIIOJTHUTEe/IbHOM’
BJIacTu cyobekTa Poccuiickoit @emepauyy, MuHucTepCcTBa 3apaBooxpaHeHnst Poccuiickoir @egepaiym mim
denepasIbHOTO MeIMKO-OMOOTMUECKOTO aTeHTCTBA O Mepeaue MMYIIeCTBa, U3BELIeHMs O [TOCTaBKe
MMYyIIIeCTBa ¥ aKTa Ipuema-mnepegaumn.

@enepabHbBIN LEHTP YBeIOMIISIETCS O Ilepefaye umyllecTsa B 10-IHeBHBIN CPOK MOCJIe THS MOANUCAHUS
aKTa rpuema-rnepeaauy yroJHOMOYEHHbIM OPraHOM MCIIOJIHUTEIbHO BilacTu cyobekTa Poccuiickoii
®epepanun, henepanbHbIM yUpeXIeHMeM, OKa3bIBAIOLIMM MeIUIMHCKYIO IOMOIlb, IO/1BeJOMCTBEHHbIM
MuHucTepcTBY 3apaBooxpaHeHust Poccuiickoit @enepatinn, u @enepanbHbIM MeJUKO-O0MOIOTMYECKUM
areHTCTBOM.

12. ®enepanbHbIi LIEHTP €KeKBAPTaJbHO, 10 10-ro ynMciia Mecsiia, CIeayIoIero 3a OTYUETHbBIM KBapTalIoM,
MIpeJICTaB/IsIET CBeIeHMS O Tlepeadye UMYyIlecTBa cyobekram Poccuiickoit depepanym, dhemepanbHbIM
YUpEXIeHUSIM, OKa3bIBAUIUM MeOULMHCKYIO IIOMOIIb, ITI0JBeJOMCTBEHHBIM MUHNUCTEPCTBY
3mpaBooxpaHeHus Poccuiickoit ®enepanym, GenepasbHOMY MeIUKO-61MOIOTMYECKOMY areHTCTBY U
COTJIaCOBAHHBIX TlepepacipeeieHUsIX UMYIeCTBa, B TOM Uucie MeXIy cyobekTamu Poccuiickoii
denepanum, GpegepaabHbIMU YIPEXKIEHUSIMY, OKa3bIBAIOIIVMY MeIUIIMHCKYIO TOMOIIb,
NOJBeOMCTBEHHbBIMY MuHMCTEPCTBY 3A4paBooxpaHeHns Poccurickon @enepauun, efepasibHbIM MeIUKO-
6MOIOTMYeCKMM areHTCTBOM, B DefepanbHyI0 CTyKO0Y 10 HaI30py B cdhepe 3ApaBOOXpaHEHMS B IEJISIX
OCYLIeCTBJIEHUSI KOHTPOJIS 3a LieJIeBbIM MCIT0Ib30BaHMEeM MMYIEeCTBa, a Takke B MMHUCTEPCTBO
3apaBooxpaHeHMs Poccuiickoit ®emepannn.”.

2. B moctanosnennu [IpaBurenbctBa Poccuiickoit ®epeparinm ot 28 mekabpst 2016 r. N 1512 "06
yTBepkaeHnu [TonoskeHust 06 opraHusanum obecrnedeHust JInil, MHPUIMPOBAHHBIX BUPYCOM
MMMYHOAedUIIMTa ye/loBeKa, B TOM Ulc/ie B COUeTaHUM ¢ Bupycamu renatutoB B u C, aHTUBUPYCHBIMU
JIeKapCTBEHHBIMM IIperapaTaMy IJisi MeIUIIMHCKOro mpuMeHeHust 1 [ToyioxkeHust 06 opraHu3aium
obecrieueHMst Inil, 60JIbHBIX TYOEPKYI€30M C MHOKECTBEHHOJ JIeKapCTBEHHO YCTOMUMBOCTHIO
BO30yAMTesIsI, aHTUOAKTepUaTbHBIMU U TIPOTUBOTYOEPKY/I€3HBIMM JIEKApCTBEHHBIMM TIperiapaTaMu JJIsi
MeOuIMHCKOro mpumMeHeHus" (CoopaHne 3akoHomaTeabcTBa Poccuiickoit ®emepanynm, 2017, N 2, cT. 344;
2019, N 1, cT. 38; N 35, cT. 4975; 2020, N 49, cT. 7936):

a) B [TonmoxkeHMM 06 opraHm3anyy obecreueHust Jnil, MHPUIMPOBAHHBIX BUPYCOM MMMYyHOAehUIIUTA
yeJI0BeKa, B TOM YMCJIe B COUeTAaHNUM C BUPYyCcaMy renaTtuToB B u C, aHTUBMUPYCHBIMMU JIEKaPCTBEHHbIMU
rpenapatamu AJjisl MeIUIIMHCKOTO IIPYMeHEeHMsI, YTBePXKIeHHOM YKa3aHHbIM ITOCTaHOBJIEHVEM:

ITyHKT 2 JOIOJHUTb CJIOBAMM "M TlepeuncisieMble delepasbHOMY Ka3eHHOMY yupexaeHuio "®emepanbHblit
LIeHTP IUIaHMPOBAHMS ¥ OpraHM3alluy JIeKapCTBEHHOT0 obecrieueHus rpaxkaan” (manee - ®enepaibHblii
LIEHTP) IJIS OpTaHU3aLUU U IIPOBEIEHMS 3aKYIIOK JIEKAPCTBEHHBIX IIPeIapaToB”;

B IIYHKTe 4 cjioBa "MUHMCTEpCTBOM 31 paBooxpaHeHns Poccuiickoi denepauyin” 3aMeHUTb C/I0BaMU
"@enlepaJibHBIM ILIEHTPOM";

B a63aile BTOPOM MyHKTAa 5 cjioBa "B MMHMUCTEPCTBO 3[ipaBooxpaHeHus Poccuiickoii ®efepaiin”’ 3aMeHUTD
cnoBamu "B @epepasibHbBIN LEHTP", CJIOBA "yKa3aHHBIM MMHUCTEPCTBOM " 3aMEHMUTD CJIOBAMU
"MunucTepcTBOM 3apaBooxpaHeHus: Poccuiickoi ®emepanym’;

IYHKT 6 U3JIOKUTD B CJIeYIOIIeli pegaKIIum:

"6. ®emepanbHbIl LIEHTP pacCMaTPUBAET TPeICTABIEHHbIE 3a5IBKM HA COOTBETCTBME YCTAHOBIEHHOM
dbopme, Ha TpeAMeT 0O0CHOBAHHOCTH 3asIBJIEHHBIX 00beMOB JIeKapCTBEHHbIX ITpenapaTos, Mpu
HEOOXOAMMOCTY KOPPEKTUPYET UX U COTJIACOBBIBAET C BhIHECEHMEM COOTBETCTBYIOIETO pellleHus.



He no3gHee 15 ceHTSI6ps Tekyinero roga ®emepanbHblit EHTP MPeICTAB/sSIET YKa3aHHbIe 3asIBKY B
KoMuccuo MuHuUcTepcTBa 3apaBooxpaHenus Poccuiickoi ®@emepaiiiy 1o pacCMOTPEHU IO 3as91BOK (Jasee -
KOMMCCHS) OIS UX paCCMOTPEHMS C yuyacTuem IpencraBurtesneil ®enepasbHOTO LIeHTPa, OPraHOB
MCIIOJIHUTETbHOM BIACTy CyobeKTOB Poccuiickoit @emepanyu, @egepaqbHOro MegKO-0M0I0OTMUECKOTO
areHTcTBa, PefepanbHOi CYKObI MCTIOMTHEHNST HaKa3aHMii (B TOM YMC/Ie C MCII0/Ib30BaHMEM
MHGOPMAIMOHHO-TEeIeKOMMYHMKAIIMOHHBIX TEXHOJIOTUIT) Ha ITpeaMeT 060CHOBAHHOCTY 3asIBJIEHHBIX
00'beMOB JIEKapPCTBEHHBIX IIPEIIapaToOB, MX KOPPEKTUPOBKM TP HEOOXOIMMOCTU U YTBEPXKIEHUSI 06eMOB
TOCTABOK JIeKapCTBEHHBIX MpenapaToB. [1o/okeHe 0 KOMUCCUU U ee COCTaB YTBePXKIAIOTCS
MuHMCTEpCTBOM 3paBooXpaHeHust Poccuiickoit Pepgepaunn.

PaccmoTpeHMe 3as1BOK, YTBEPKAEeHME 06'beMOB ITOCTAaBOK U MpecTaBieHne B OemepaabHblii IEHTP
CBeJleHNi1 00 yTBepKIeHHBIX 00'beMaxX ITOCTAaBOK OCYIIeCTBIISIOTCSI KOMuccueit B Teuenue 30 IHe co gHS
MOCTYTJIEHUS 3asiBOK OT PeepanbHOrO IeHTpa.

CBeneHMs1 00 YTBepPXKIEHHbBIX KOMMCCHelt 06beMax IMOCTaBOK JieKapCTBEHHBIX MTPerapaToB HAIPaB/ISIOTCS
denepasibHBIM IIeHTPOM B DefepabHYIO CJTY3KOY MCTIOTHEHNST Haka3aHuii, DemepasbHOE MeIUKO-
010JIOrMYeCcKOe areHTCTBO, a TAKKe B YIIOJTHOMOYEHHbIE€ OPTaHbI MCIIOJTHUTEIbHOM BJIaCTU CYyOBEKTOB
Poccuiickoit @enmepatinu B TeueHne 3 paboumx JHei co THS MOCTYIJIEHUST CBeeHM OT KOMMCCUN.";

B ITYHKTe 8:

cinoBa "MMHMCTEpPCTBO 3apaBooxpaHeHus Poccurickoit ®emepanun” 3ameHUTD cioBaMu "®DegepaibHbIi
LEeHTP";

IOTIOJIHUTDH ab3a1eM CJIeAYIoUIero ColepsKaHms:

"MuHMCTEpCTBO 37IpaBooxpaHeHnst Poccuiickoit @emepany eskeroqHo U3aaeT akT O COTJIaCOBaHUMU
nepenaun GenepajibHbIM LIEHTPOM 3aKyIJIEHHBIX B COOTBETCTBUM C HacToSuM [lonoxkeHemM
JIeKapCTBEHHBIX MTperapaToB OpraHaM MCIOJHUTEIbHOI BIacTy cyobekToB Poccuiickoit ®enepaiiu B
cdepe oxpaHbl 300pOBbs, PeepanbHONM CIIy;KOe MCIIOHEeHNST HakKas3aHuii 1 demepaJbHOMY MeIUKO-
610IOTMYECKOMY areHTCTBY.";

B yHKTax 9 1 10 ciioBa "MuHMCTepCTBO 3apaBooxpaHeHns Poccuiickoi @enepanmmn” 3aMeHUTDb CJIOBaMU
"MenepasibHbBIN LIEHTD";

B yHKTe 11 ciioBa "MuHMCTEPCTBO 34paBooxpaHeHns Poccuiickoi @epepauyn’ 3aMeHUTDb CI0BaMU
"depepasibHBIN LIEHTP", CJIOBA "yKa3aHHbBIM MUHUCTEPCTBOM" 3aMEHUTD CJIOBAMU " IUPEKTOPOM
(YIIOSTHOMOYEeHHBIM uioM) @emepanbHOro LeHTpa';

B MyHKTe 12 cioBa "MuUHMCTEPCTBO 34 paBooxpaHeHns: Poccuiickoi @enepauyn’ 3aMeHUTDb CJI0BAMU
"MenepasbHbBIN LIEHTDP";

B ITyHKTe 15 ¢yioBa "MuHMUCTEPCTBO 3/ipaBooxpaHeHus Poccuiickoii @efiepaliuy B yCTaHOBJIEHHOM UM
rnopsiake" 3aMeHUTb caoBaMu "®enepanbHbIl LIEHTP B YCTAHOBJIEHHOM MIMHMCTEPCTBOM 31 paBOOXPaHEHUS
Poccuiickoit @enepauyy rmopsigke”;

B MyHKTe 16 cjioBa "MMHUCTEPCTBO 3aApaBooxpaHeHns Poccuiickoin @enepanumn” 3aMeHUTD CIOBAMU
"MenepaynbHbIN LEHTDP";

MYHKT 17 U3JI0KUTH B CIEOYIONIEN pelaKIvn:

"17. ®enmepanbHbIN LIEHTP €XXeKBAPTaAbHO, 10 10-T0 uncia Mecs1a, CaeAyIoIIero 3a OTYETHLIM KBAPTAaIOM,
MpeCcTaBIsIeT CBeAEeHMS O Iepeiave JieKapCTBEHHBIX ITPernapaToB YIIOJTHOMOYEHHBIM OpraHaMm,
denepasibHOI CITykOe MCIOMHeHMS] Haka3aHuit, degepaabHOMY MeAMKO-010IOTMYECKOMY areHTCTBY U
COIJIaCOBAHHBIX MepepacrpeneieHusIX JIeKapCTBEHHbIX ITPernapaToB, B TOM UMCIe MEXIY
YIIOJIHOMOYEeHHbIMM opraHaMu, ®enepanbHOI CJIY>K0071 MCITOTHEeHNST Haka3aHuii, ®emepaybHbIM MeIUKO-
610IOTMYECKMM areHTCTBOM, B DemepanbHyI0 CJIy>KO0Y 110 HAaA30py B cdepe 3apaBoOOXpaHEHMS B IeJISIX
OCYILLeCTBJIEHMS] KOHTPOJIS 32 LieJIeBbIM MCII0Ib30BaHMEM JIEKapCTBEHHBIX IIPeraparoB, a TAKKe B



MuHucTepcTBO 3apaBooxpaHeHns Poccuiickoit Pemepanun.”;

6) B ITosioskeHUM 06 opraHKU3aIMy 0OecIieueHus i, 60JbHBIX TYOEPKy/Ie30M C MHOKECTBEHHOI
JIeKapCTBEHHO YCTOYMBOCTHIO BO3OYAMTENS], aHTUOAKTEPUATBHBIMY U MTPOTUBOTYOEPKYIE3HBIMMU
JIeKapCTBeHHbIMM TIperapaTamu Ajisk MeAUIIMHCKOTO MpUMeHeH s, YTBepKIeHHOM YKa3aHHbIM
MOCTAHOBJIEHMEM:

ITyHKT 2 JOIOJHUTb CJI0BAMMU "U TlepeuncisieMbie delepasbHOMY Ka3eHHOMY yupexaeHuio "@enepaabHblit
IIEHTP IUIAHMPOBAHMS ¥ OpraHM3alM JTEKapCTBEHHOro obecrieueHus rpakaan” (manee - @emgepaabHbIif
LIeHTP) [IJIs1 OpraHu3aluy U IpoBeleHUsI 3aKYTOK JIeKapCTBEHHbBIX ITpernapaToB”;

B IIYHKTe 4 cyioBa "MuHMCTEepCTBOM 34 paBooxpaHeHns Poccuiickoi denepauyin” 3aMeHUTb CI0BaMU
"®epgepasibHBIM LIEHTPOM";

B ab3alle IepBOM ITyHKTa 5 cjioBa "B MMHMCTEPCTBO 3ApaBooxpaHenust Poccuiickoit ®epepanymn” 3aMeHUTD
cnoBamu "B @efepasibHbBIN LEHTP", CJIOBA "yKa3aHHBIM MMHUCTEPCTBOM " 3aMEHUTD CJIOBAMU
"MuHuMcTepcTBOM 3apaBooxpaHeHus: Poccuiickoi ®enepanym”;

ITYHKT 6 M3JIOKUTD B CJIeyIOIIel pefakiun:

"6. OeepanbHbIl LIEHTP pacCMaTPUBAET TIPeICTABJIEHHbIE 3a5BKM HA COOTBETCTBUE YCTAHOBIEHHOM
dbopMme, Ha mpeaMeT 0O0CHOBAHHOCTY 3asIBJIEHHBIX 00bEMOB JIeKaPCTBEHHBIX ITPeNapaToB, Ipu
HEeOOXOIMMOCTY KOPPEKTUPYET MX M COTJIACOBBIBAET C BBIHECEHMEM COOTBETCTBYIOIIETO PEIleHMs].

He no3nHee 15 ceHTS6ps TeKyiero roga ®emepasbHblil EHTP MPeICTaB/sIeT yKa3aHHbIe 3asIBKA B
KoMuccuio MmMHNUCTepCTBa 3ApaBooxpaHeHs Poccuiickoit demepaiiiy 1o paCCMOTPEHMIO 3asIBOK (fIasee -
KOMMCCUS) IJI1 UX pAaCCMOTPEeHMS € ydacTuem Inpencrapuresnein enepasibHOTO LeHTPa, OPraHOB
MCITOJTHUTEIBHOI BJIaCTU CyobeKTOB Poccuiickoii ®enepatiny, (B TOM UMCJIe C UCIIOIb30BaHMEM
MHGOPMAIMOHHO-TeJIEKOMMYHMKAIIMOHHBIX TEXHOJIOTMIT) Ha IIpeaMeT 060CHOBAHHOCTY 3asIBJIEHHBIX
00bEMOB JIEKAPCTBEHHBIX ITPEIapaToB, UX KOPPEKTUPOBKY IIPU HEOOXOAMMOCTU U YTBEPXKIEHNSI 00bEMOB
IOCTaBOK JIeKapCTBEHHbBIX ITpenapaToB. [1o/okeHe 0 KOMUCCUN U ee COCTaB YTBEPXKAAITCS
MuHucTEepCTBOM 3paBooxpaHeHus Poccuiickoi @egepanum.

PaccMmoTpeHMe 3asiBOK, yTBepKaeHNe 00beMOB IMOCTaBOK U MpeicTaBaeHne B @enepaibHblit LIEHTP
CBeJIeHMI1 00 YTBePKIEHHBIX 00'beMaxX IMTOCTABOK OCYIIECTBIISIIOTCSI KOMMCcHei B TeueHue 30 mHel co gHS
MOCTYIJIEHMS 3asIBOK OT PemepaabHOrO IeHTpa.

CBeneHus 00 YTBepPKIEHHbBIX KOMIMCCHel 06beMax IMOCTaBOK JIeKaPCTBEHHBIX MTPEIapaToB HATPABJISIOTCS
denepa/IbHBIM IIEHTPOM B OpraHbl MCIIOJTHUTEIbHO BJIACTH CyOBeKTOB Poccuitckoit @emepaiium B chepe
OXpaHbI 3[I0POBbS B TeUeHME 3 pabounX AHEN CO IHS MOCTYIIEHUS CBeIeHUi OT KOMUCCUN.";

B ITYHKTe 8:

cinoBa "MMHMCTEPCTBO 37paBooxpaHeHus Poccurickoit ®egepanyun” 3ameHUTD ciioBaMu "DegepaibHbIi
LEeHTP";

IOTIOJIHUTDH ab3a1ieM CJIeAYIONIero ComepsKaHms:

"MuHMCTEepCTBO 37IpaBooxpaHeHst Poccuiickoit @emepaniiy eskeroqHo U3aaeT akKT O COTJIaCOBaHUMU
nepegaun GenepasbHbIM LIEHTPOM 3aKyIIEHHBIX B COOTBETCTBUM C HACTOS MM [losokeHeM
JIeKapCTBEHHBIX MTperapaToB OpraHaM MCIOJHUTEIbHOI BIacTy cyobeKToB Poccuiickoit ®enepaiiu B
chepe oxpaHbl 3/I0POBbSL.";

B myHKTax 9 1 10 cjioBa "MuUHUCTEPCTBO 3[paBooxpaHeHns Poccuiickoi @enepanumn” 3aMeHUTh CJIOBAMU
"denepasibHLIN LIEHTDP";

B myHKTe 11 cmoBa "MuHMCTEPCTBO 3A4paBooxpaHeHns: Poccuiickoit @epgepauyn’ 3aMeHUTb CIOBAMU
"DelepasibHbIN LEHTP", CJI0BA "yKa3aHHbIM MMHUCTEPCTBOM" 3aMEHUTD CJI0BAMMU "IV PEKTOPOM



(YIIOJTHOMOYEHHBIM Tu1oM) @eepalbHOro LeHTpa”;

B MyHKTe 12 coBa "MuUHMCTEPCTBO 34 paBooxpaHeHns: Poccuiickoit @epepauyn’ 3aMeHUTDb CJI0BAMU
"MenepasnbHbIN LIEHTDP";

B ITyHKTe 15 c;toBa "MuHMCTEpPCTBO 3aApaBooxpaHenust Poccuiickoit demepanyy B yCTAHOBJIEHHOM MM
Nopsiike" 3aMeHUTDb ciioBamu "®eepaibHbli LEeHTP B YCTAHOBJIEHHOM MMHMUCTEPCTBOM 34paBOOXPaHEHM S
Poccuiickoi ®epepanyu nopsigke”;

B IIYHKTe 16 c1oBa "MuUHMCTEPCTBO 34 paBooxpaHeHns: Poccuiickoit @epepauyn’ 3aMeHUTb CI0BAMU
"®enepasibHLIN LIEHTDP";

MYHKT 17 U3JI0KUTH B CIeyIONel pegaKiuin:

"17. ®emepanbHbIN LIEHTP eXXeKBapTaabHO, 10 10-r0 uncia Mecs1a, CaeAyI0IIero 3a OTYETHLIM KBAPTaIOM,
MpeJICTaBIsIET CBeIeHMS O Tiepeiaye JeKapCTBEeHHbBIX MperapaToB B COOCTBEHHOCTh cyobeKTa Poccuiickoit
denepaliy 1 COTJIACOBAHHBIX ITepepacrpeneeHUsIX JeKapCTBEeHHbIX MTpernapaToB MeXIy CyobeKTamMmu
Poccuiickoit ®epepanny B PegepalibHYIO CIYKOY 110 Hai30py B cdepe 3apaBOOXpaHEHNS B LIEISIX
OCYIIIeCTBI€HMS] KOHTPOJIS 3a 1ieJIeBbIM MCIIOIb30BaHMeM JIeKapCTBEHHBIX ITperapaToB, a TAKKe B
MuHMCTepCTBO 3apaBooxpaHeHns Poccuiickoit @enepanun.”.

3. B IIpaBunax BeneHuss PenepaabHOrO perucTpa Jnuil, MHQUIMPOBAHHBIX BUPYCOM MMMYyHOAebUIMTa
yejioBeka, 1 ®emepaabHOTO perucTpa Jinil, 60JIbHbIX TyOEePKYIe30M, YTBEPKIeHHbIX TOCTAHOBIeHMEM
[TpaBuTenbcTBa Poccuiickoit ®epepanym ot 8 ampenst 2017 r. N 426 "O6 yTBepskaeHun [IpaBui BegeHus
denepa/ibHOTO perucTpa Jaull, MHOUIMPOBAHHBIX BUPYCOM MUMMYyHOAedMULINTa YenoBeKa, U PeepaabHOTO
perucTpa Jinii, 60JbHbIX Ty0epKyne3oMm" (CobpaHme 3akKoHOomaTebcTBa Poccuiickoit ®emepanyn, 2017, N
16, cT. 2421):

a) IyHKT 3 IOIOJHUTD ab3alleM CJIeYIOIIEero ComepskaHmsI:

"MuHMCTEPCTBO 3IpaBooxpaHeHust Poccuiickoit @emepalium obecrieunBaeT pegepasbHOMY Ka3eHHOMY
yupeskaenuio "denepaabHbIil LIEHTP IJIAHMPOBAHMS M OpPTaHM3aLMM JIEKAPCTBEHHOT'O 00eCIIeueHn st
rpaskaaH" JOCTYII K CBelIeHUSIM, Coiep>KaliuMcs B pefepaibHbIX perucTpax.”;

6) myHKT 11 mocse cioB "MuHKUCTEPCTBO 3paBooxpaHeHms Poccuiickoit ®enmepainyiu,” TOMOJIHUTD CIOBAMU
"(emepanbHOe Ka3eHHOe yupeskaeHue "®enepalbHblii EHTP IVIAHMPOBAHMS M OpraHU3aLN
JIeKapCTBEHHOI'0 obecrieyeHus rpakgan’,".

4. B nocranoBnenuu I[IpaBurenbcTBa Poccuiickoit ®epepanum ot 26 Hosi6ps 2018 1. N 1416 "O niopsnke
opraHu3auuy obecrevyeHust ieKapCTBEHHBIMMU TTperiapaTaMu Jinil, 60JbHBIX reMobuiInen,
MYKOBUCIIMI030M, TUTTOMM3apHBIM HAaHU3MOM, O0Jie3HbI0 T'o1lle, 37J0KaUeCTBEHHBIMM HOBOOOPA30BaAHMSIMU
nM@OUIHO, KPOBETBOPHO 1 POJICTBEHHBIX MM TKaHe, pacCesTHHbIM CKJIEPO30M, TeMOJUTUKO-
ypemMu4yeckKuM CMHAPOMOM, IOHOIIECKUM apTPUTOM C CMCTEeMHBIM HavyaJioM, MyKoroancaxapuzgosom I, IT u
VI TumnoB, aruiacTMYECKO aHeMMeil HeYyTOUYHEeHHO, Hac/Iie ICTBeHHBIM TeUInTOM (hakTopos 11
(bubpuHorena), VII (mabunpHoro), X (Ctioapta - [Ipayaspa), uii rmocjie TpaHCIUIAHTALMM OPTaHOB U (MJIN)
TKaHeI, a Takke O MPU3HAHUM YTPATUBIINMU CUITY HEKOTOPBIX aKTOB IIpaBuTtenbcTBa Poccuiickorii
®enepanun’ (CobpaHne 3akoHOaaTe bcTBa Poccuiickoit @emepanym, 2018, N 49, ct. 7620; 2020, N 14, cT.
2101):

a) B [IpaBwiax opranu3saimu obecrieueHnst JIeKapCTBEHHbIMY IIperapaTaMu Jinil, 60bHbIX TeMod e,
MYKOBUCIIMI030M, TUTIODM3apHBIM HAaHU3MOM, O0Jie3HbI0 ['ollle, 3710KaueCTBEHHbIMM HOBOOOPA30BaHUSIMMU
muM@onIHO, KPOBETBOPHOI U POJCTBEHHBIX UM TKaHelt, pacCessHHbIM CKJIepO30M, FeMOJIUTUKO-
ypeMu4YeCcKuM CMHAPOMOM, IOHOIIECKUM apTPUTOM C CUCTeMHBIM HadyajaoM, MyKononucaxapunosom I, II n
VI Tumos, amiacTMyecKoil aHeMueii HeyTOUYHeHHOI, HaclaeqCTBeHHbIM Jepuuutom pakTopos II
(pubpuHorena), VII (;tabunbHoro), X (Crioapra - Ilpayspa), il 1mocjie TpaHCIIAaHTAIMY OPTaHOB U (MJIN)
TKaHel, yTBePKIeHHbIX YKa3aHHbIM [IOCTAaHOBJIEHMEM



MYHKT 2 IOTMOJTHUTH CJI0BaMU "U TiepeunciiseMble peaepasbHOMY Ka3eHHOMY yupexxaeHunio "denepanbHblit
IEeHTpP TUIAHMPOBAHMS ¥ OpraHM3aIMM JIEKapCTBEHHOr0 obecrieueHus rpaskaaH” (manee - ®emgepaabHbIif
LIeHTP) [IJIs1 OpraHu3aluu U IpoBeleHUsI 3aKYTOK JIeKapCTBEHHbBIX ITpernapaToB”;

B MyHKTe 4 cjioBa "MUHMCTEPCTBOM 3 paBooxpaHeHns: Poccuiickoi @epgepauyn” 3aMeHUTh CIOBAMU
"®enepasibHBIM IIEHTPOM";

B ITyHKTe 5 cjioBa "MUHMCTEPCTBO 3apaBooxpaHeHus Poccuiickoit ®@epepaliun” 3aMeHUTh CJIOBaMU
"DemepasbHbIN LEHTP", CJI0BA "yKa3aHHbBIM MMHUCTEPCTBOM" 3aMEeHUTD C/I0BaMM "MUHUCTEpPCTBOM
3npaBooxpaHeHms Poccuiickoit @emepanun’;

ITYHKT 6 U3JIOKUTD B C/IeyIolel pegakiinn:

"6. ®emepanbHbIii IEHTP pacCMaTpUBaeT MPeACTaBIeHHbIe 3asIBKM HAa COOTBETCTBYE YCTAHOBIEHHOI
dbopme, Ha mpeaMeT 0O0CHOBAHHOCTY 3asIBJIEHHBIX 00bEMOB JIEKaPCTBEHHBIX ITPENapaToB U Mpu
HeOOXOMMOCTM KOPPEKTUPYET UX U COTIACOBBIBAET C BBIHECEHMEM COOTBETCTBYIOIIETO PEIIeHMSI.

He nmo3gHee 15 ceHTSIOps TekyIero roga ®emepaabHbIi EHTP MPEICTAB/ISET YKa3aHHbIe 3asIBKYU B
KoMuccuio MuHNUCTepCTBa 3ApaBooxpaHeHust Poccuiickoi @emepaiiiy 1o pacCMOTPEHMIO 3asIBOK (fasee -
KOMMCCHS) AJIS1 UX pAaCCMOTPEHMS € ydacTueM npejacraBureneit @enepanbHOrO LeHTPa, OPraHOB
MCIIOJTHUTEBHOI BACTU Cy0beKTOB Poccuiickoit @enmepatiny (B TOM UMCIe C UCIIOAb30BaHMEM
MHGOPMAIMOHHO-TeJIeKOMMYHMKAIIMOHHBIX TEXHOJIOTHIT) Ha IIpeaMeT 060CHOBAHHOCTY 3asIBJIEHHBIX
00beMOB JIEKapCTBEHHBIX ITPEIIapaToB, MX KOPPEKTUPOBKM P HEOOXOIMMOCTHU U YTBEPXKIAeHMUSI 06beMOB
MOCTaBOK JIeKaPCTBEHHBIX IpenapaToB. [1o/okeHe 0 KOMUCCUM U ee COCTaB YTBEPXKAAITCS
MuHMCTEpPCTBOM 34paBooXpaHeHust Poccuiickoit @epgepaunn.

PaccmMoTpeHMe 3as1BOK, YTBEPKAeHME 06'beMOB ITOCTABOK U MpejcTaBieHne B OeqepaabHblii IEHTP
CBeJIeHMi1 00 YTBepKIeHHBIX 00'beMaxX IMTOCTAaBOK OCYIIECTBIISIOTCSI KOMUccHeit B TeueHue 30 mHel co gHS
MOCTYTJIEHNS 3asiBOK OT PeepanbHOrO IeHTpa.

CBeneHMst 00 YTBepPKIEHHbBIX KOMIMCCHelt 06beMax IMOCTaBOK JIeKapCTBEHHBIX MTPeIrapaToB HAPaB/ISIOTCS
denepa/ibHBIM IIEHTPOM B OpraHbl MCIIOJTHUTEIbHOM BIaCTH CyoObeKTOB Poccuitckoit @emepaiinm B chepe
OXpaHbl 3[I0POBbSI B TeUeHMeE 3 paboUMx JHEN CO THS MOCTYIIEHNS CBeIeHUIT OT KOMUCCUN.";

B ITYHKTe 8:

cmoBa "MMHMCTEpPCTBO 37paBooxpaHeHus Poccurickoit ®emepanyun” 3ameHUTD ciioBaMu "DenepaibHbIi
LEHTP";

IOTIOJTHUTDh ab3a1leM CJIeIYIOIIEro COAePsKaHMsI:

"MuHMCTEpCTBO 3/IpaBooxpaHeHmst Poccuiickoi @emepanyy e;XKeroqHo U3aaeT akT O COTJIaCOBaHUMU
nepenaunu GemepasbHbIM LIEHTPOM 3aKyIIJIEHHBIX B COOTBETCTBUM C HacTosuMu [IpaBuiamu
JIeKapCTBEHHBIX MTpernapaToB OpraHaM rocyiapcTBeHHOI BaacTu cyobeKToB Poccuiickoit @emepaiium B
cepe oxpaHbl 300POBbS.";

B yHKTax 9 1 10 csioBa "MuHUCTEPCTBO 3ApaBooxpaHeHns Poccuiickoi @enepanumn” 3aMeHUTb CJIOBAMU
"®enepalibHbIl LIEHTP";

B yHKTe 11 cmoBa "MuHMCTEPCTBO 34paBooxpaHenns Poccuiickor @engepanymn” 3aMeHUTh CJIOBAMU
"®enepasibHLIN 1IEHTP", CJIOBA "yKa3aHHBIM MUHUCTEPCTBOM " 3aMEHUTD CJIOBAMU " AUPEKTOPOM
(YIIOTHOMOYEeHHbIM 1110M) PenepanbHOro LeHTpa";

B MyHKTe 12 coBa "MuHMCTEPCTBO 3A4paBooxpaHeHns: Poccuiickoit @epgepauyn’ 3aMeHUTh CIOBAMU
"denepasibHLIN LIEHTDP";

B ITyHKTe 15 cioBa "MuHMUCTEpCTBO 3ApaBooxpaHeHus: Poccuiickoit @emepaliyiy B yCTAaHOBJIEHHOM UM
NopsaKe" 3aMeHUTDb c10BaMy "®ellepabHbIi LeHTP B YCTAHOBJIEHHOM MMHUCTEPCTBOM 34paBOOXPaHEHM S



Poccuiickoit @enepauyy ropsigke”;

B IIYHKTe 16 ci1oBa "MMUHMCTEPCTBO 34 paBooxpaHeHnss Poccuiickoit @epepauyn’ 3aMeHUTDb CJI0BAMU
"MenepasnbHbIN LIEHTDP";

MYHKT 17 U3JI0KUTH B CAEYIONIEN peTaKIvn:

"17. ®enmepanbHbIN LIEHTP €XXeKBapTaabHO, 10 10-T0 uncia Mecs1a, CaeAyoIIero 3a OTYETHLIM KBAPTAIOM,
TIpe/ICTaBIIsIET CBeJIeHMS O Iepeade JIeKapCTBEHHBIX IpernapaToB cyobekTy Poccuiickoit @epeparum u
COTJIaCOBAHHBIX TlepepacpeeeHNsIX JIeKapCTBEHHBIX ITperapaToB MexIy cyobekTaMmu Poccuiickoii
denepanuu B GeepanbHyI0 CIYKO0Y 110 HaA30py B cepe 3ApaBOOXpaHEHMS B IeJISIX OCYIIeCTBIeHUS
KOHTPOJIS 32 11eJIeBbIM MCII0JIb30BAaHMEM JIeKapCTBEHHBIX MIPerapaToB, a Takke B MMHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoin @egepanun.”;

0) B [IpaBunax Bemenuss PemgepaabHOrO permcTpa Jmil, 60JIbHbIX TeModuIeii, MyKOBUCIIMA030M,
rurodm3apHbIM HaHM3MOM, 60j1e3HbI0 'ollle, 37T0KaYeCcTBEHHBIMM HOBOOOPa30BaHMUSIMM JIMMGOUIHOI,
KPOBETBOPHOI 1 POJICTBEHHBIX MM TKaHel, pacCesTHHbIM CKJIepPO30M, TeMOIUTUKO-YPEMUUECKUM
CMHJIPOMOM, IOHOIIECKMM apTPUTOM C CUCTEMHBIM HavajoM, Mykonoucaxapumosom I, IT u VI Turios,
aryIacTMYeCcKoi aHeMueli HeyTOUHEeHHO, Hac/ieICTBeHHbIM neduuyromM dpakropos II (pubpuHorena), VII
(mabunbHoOro), X (Crroapta - IIpayaspa), Jinij mocJie TpaHCIUIAHTAIMM OPTaHOB U (MJIM) TKAHE,
yYTBepKAeHHBIX YKa3aHHBIM MTOCTAaHOBIEHUEM

MOJIMYHKT "a" IMyHKTa 2 TOTOJHUTD CJIOBaMI "M IepeuncisieMbix GeaepabHOMY Ka3eHHOMY YUpesKIeHUI0
"®emepasbHbINA EHTP MJIAHMPOBAHMS M OpraHM3alMy JJeKapCTBEHHOro obecrneueHMs rpakaad” (masee -
®depnepanbHbIN LEHTP) AJ151 OpraHmU3alyuy U IMPoBeAeHMs 3aKyITOK JIeKapCTBEHHBIX ITperaparoB”;

IIYHKT 3 JOMOJHUTH ab3a1eM CIedyIoero ComepskaHus:

"MuHMCTEPCTBO 3IpaBooxpaHeHus Poccuiickoit ®emepaiium obecreunBaet dOeepasbHOMY LEHTPY JOCTYII
K nHpopMaium, comepkainieiics B @egepagbHOM perucrpe.”;

IIYHKT 6 I10cjIe CJI0B "MMHMUCTepCTBO 34paBooXpaHeHus Poccuiickoilt @enepanumn” JOMOJIHUTD CIOBAMY
®denepanbHbI EHTD".

5. B [IpaBunax Begenust enepasbHOrO perucTpa rpakaaH, MMeIoIX MpaBo Ha obecrieueHme
JIeKapCTBEHHBIMM IIperapaTamy, MeAUIIMHCKUMU U3TEeIUSIMU U CIIeLMan3MPOBaHHBIMU MIPOAYKTAMM
7e4e6HOTO MUTaHMS 3a CYeT OI0/IKeTHBIX aCCUTHOBaHMI deepasibHOTO OI0IKeTa 1 OI0/IKeTOB CyObEKTOB
Poccuiickoit @enepaiinu, yTBepKAeHHBIX rocTaHoBIeHMeM [IpaBuTtenbcTBa Poccniickoin @epgepannum ot 12
okTs16pst 2020 1. N 1656 "O6 yrBepskaennu [TpaBui Begenus ®eepajbHOTO PETUCTPA IPaKIaH, MMEIOIIX
IIpaBoO Ha oOecIieueHye JIeKapCTBEHHbIMM IperapaTaMy, MeIUIIMHCKUMU U3TeTUSIMU U
crienaaM3upOBaHHBIMM MTPOAYKTAMM JIeueOHOTO MUTAHMS 3a CUeT OI0KeTHbIX aCCUTHOBAHMI
(denepanbHOro 610/1KeTa U OI0AKETOB CyobeKTOB Poccuiickoit ®emepanyn” (CobpaHue 3aKOHOAATE/bCTBA
Poccuniickoit ®epepannm, 2020, N 42, cT. 6621):

a) IMyHKT 5 IOTMOJHUTD ab3alleM CJIeyIOIIero comepskaHms:

"MuHucTepcTBO 3ApaBooxpaHenus Poccuiickoit ®epepaiiny obecneunBaet dhenepajbHOMY Ka3e HHOMY
yupeskaenuio "denepanbHblil LEHTP TJIAHMPOBAHMS M OpTaHM3aLMM JIEKapCTBEHHOTO 00ecIieueH st
rpakgaH” JOCTYII K CBeIeHUsIM, cofiepramumcs B @efiepaibHOM perucrpe.”;

0) B myHKTe 7 cjioBa "MUHMCTEPCTBO 3[ipaBooxpaHeHust Poccuiickoii @emepaliiny obecrieunBaeT’ 3aMeHUTD
c1oBamy "MUHMUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit @enepaiivin u denepaabHoe Ka3eHHOe
yupeskaenue "denepanabHblil LEHTP IJIAHMPOBAHMS M OpTaHM3aLMM JIEKAPCTBEHHOTO 00ecIieueHn st
rpakaaH" obecreumBaioT".



