NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

[TOCTAHOBJIEHUE
ot 26 niousa 2021 r. N 1025

O BHECEHMU U3MEHEHUI
B HEKOTOPBIE AKTBI [TIPABUTEJIBCTBA POCCUIMCKO ®EJEPALIVIN
ITO BOITIPOCAM COBEPHIEHCTBOBAHNMS JIEKAPCTBEHHOI'O
OBECIIEYEHVA I'PAJKIIAH

[TpaBuTenbcTBO Poccuiickoi denmepaliiy MOCTAaHOBIISIET:

YTBepAUTh mpuaaraeMbie U3MeHEHMS, KOTOPble BHOCSTCS B aKThl
[TpaBuTtenbcTBa Poccuiickoin @epepaiyy mo BOIIPOCam
COBEpIIEHCTBOBAHMS JIEKAPCTBEHHOI'O 0OecIieueH st IpaskIaH.

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit @enepatn
M.MUIIYCTUH

YTBepKaeHbl

MocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @enepanu

ot 26 mioHs 2021 r. N 1025

MN3MEHEHNMA],
KOTOPBIE BHOCSTCS B AKTBI IIPABUTEJIbCTBA POCCUNCKON
GENEPALIVA
ITO BOITIPOCAM COBEPHIEHCTBOBAHNMS JIEKAPCTBEHHOI'O
OBECIIEYEHV A I'PAJKIIAH

1. B mocranosneunu [IpasurennctBa Poccuiickoit @epgepauyiy ot 11 mapra
2011 1. N 156 "O6 ucronb30BaHMM OIOOKETHBIX aCCUTHOBaHUI
(benepasbHOrO GIO/IKETA, MPEIOCTABIEHHBIX Ha 3aKYIIKY
MMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX IIPEIapaToB JIJIst
MMMYHOTIPOOUIAKTUKM B paMKaxX HaIlMOHAJbHOTO KaJleHapsi
NpoduIaKTUYe CKMUX MPUBUBOK IS TTIepeaaun ¢pemnepaabHbIM
yUpeKIeHNsIM, OKa3bIBAOIIMM MeOUIMHCKYIO TOMOILb,
MoABeIOMCTBEeHHbIM MUHUCTEPCTBY 34 paBooxpaHeHus Poccuiickoit
denepanyn, u PegepaibHOMY MeIUKO-010JIOTMYECKOMY areHTCTBY, a
TaKke B COOCTBEHHOCTh CYObeKTOB Poccuiickoit ®demeparim ¢



MocJieyIoleit ux rnepemaveii mpyu HEO6XOMMOCTH B COOCTBEHHOCTD
MYHUIIMTIATbHbIX 00pasoBaHuit” (CobpaHme 3aKoHOmaTeIbCcTBa Poccuiickoit
®enepauun, 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 MCI0/Jb30BaHMSI OOIKETHBIX ACCUTHOBAHMI (e/le paIbHOTO
Or0/IKeTa, IMPeIoCTaBIeHHbIX Ha 3aKYIIKY MMMYHOOMOIOT MUeCKUX
JIeKapCTBEHHBIX ITPernapaToB IJIsI MMMYHOIPOMMIAKTUKY B paMKax
HaIIMOHAJIBHOTO KajieHaapst TpoGMIaKTUUECKUX TIPUBUBOK, YTBEPKIEHHBIX
YKa3aHHbBIM ITOCTAHOBJIEHUEM :

B ITYHKTe 2 cJIoBa "MUHMCTEPCTBO 3paBooxXpaHeHuns Poccuiickori
denepauyn’ 3aMeHUTD CIoBamMy "(eaepaqbHOe Ka3eHHOe yupexaeHue
"denepasibHbBIN IIEHTP TVIAHUPOBAHMS U OPraHMU3aluK JIEKAPCTBEHHOT'O
obecreueHusi rpaxkgan” (manee - ®enepaabHblii IEHTP)";

ITYHKT 3 U3JIOKUTD B CJIeIyIOIIei pegaKIum:

"3. ®emepasbHbIii IEHTP pacCMaTpUBaeT MpeICcTaB/IeHHbIe 3asIBKM Ha
COOTBETCTBME YCTAHOBJIIEHHOW opMe, Ha IpeMeT 060CHOBAHHOCTU
3asIBJIEHHBIX 00’b€MOB UMYIIECTBA, TPY HEOOXOAVMMOCTU KOPPEKTUPYET UX
M COIJIaCOBBIBAET C BbIHECEHMEM COOTBETCTBYIOIETO pellieHNs.

He mosgHee 15 ceHTSIOps Tekyliero roga ®emepanbHbIi [EHTP
MpeACcTaB/sieT yKa3aHHbIe 3asBKY B KOMMUCCHUI0 MUHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoit @emepaliuy 1o paCCMOTPEHUIO 3asIBOK
(manee - KOMUCCHUS) IJIST UX PACCMOTPEHMS C yYaCTUeEM ITpeacTaBuTesen
denepasIbHOTO LIEHTPA, OPTAHOB MCITOJIHUTE/IBHO BIACTU CYObEKTOB
Poccuiickoit ®enmepannm, pegepanbHbIX YUPEXKIeHNU, OKa3bIBAIOLIINX
MeJIUILIMHCKYIO0 TTOMOIIb, TOABENOMCTBEeHHbIX MUHUCTEPCTBY
3apaBooxpaHeHus: Poccuiickoit ®enepatiny, @egepagibHOro MeIUKO-
OMOJIOTMYECKOT0 areHTCTBA (B TOM UMCJIe C MCIIOb30BaHMEM
MHGOPMaILMOHHO-TeJIeKOMMYHMKAIIMOHHBIX TEXHOJIOTMIT) Ha TTpeIMeT
000CHOBAHHOCTM 3asIBJIEHHBIX 00b€MOB MMYIIECTBA, X KOPPEKTUPOBKM
TIpY HeOOXOAMMOCTH U YTBEepKAeHMsI 00beMOB ITOCTaBOK MMYIIeCTBa.
[TosnoskeHMEe 0 KOMUCCUM U €€ COCTaB YTBEPXKAAITCS MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoi @enepaiinn.

PaCCMOTI)EHI/Ie 3a4BOK, YTBEPXIEeHNE 00bEMOB ITOCTABOK U rnmpeagcraB/IeHNE
B CDe,uepaanbHZ OEeHTp CBeeHU 00 YTBEPXKOEHHbIX 0o6beMax IMoCTaBOK



OCYIIECTBJIAIOTCA KoMuccueil B TeueHue 30 ,HHEﬁ CO OHA IMMOCTYIVIEHUA
3as4BOK OT <De)1epaan0ro HeHTpa.

CBeneHMs 00 yTBepXKIeHHbIX KOMMCCHel 00beMax MOCTaBOK MMYIIeCTBa
HarpasJsioTcs: PemepanbHBIM IEHTPOM B defiepasbHble YIPEXKIeHNS,
OKasbIBaKWI e MeAUIIMHCKYIO ITOMOIIb, TTI0IBEOMCTBEHHbBIE
MuHucTepcTBY 3apaBooxpanenys Poccuiickoit @enepannm, B
denmepanbHOE MEIMKO-O0MMOTOTMYECKOE aT€HTCTBO, a TAKXKe B
YIIOJTHOMOYEHHbIe OPTaHbl MCITOJTHUTETbHO BJIACTYU CYyOBEKTOB
Poccuiickoit ®emepanuy B TeueHMe 3 pabounx JHEN CO AHS MOCTYIIEHUS
CBedeHMI OT KOMUCCUN.";

B IyHKTe 4 cjioBa "MUHUCTEPCTBO 34 paBooxpaHeHns1 Poccuiickoii
Qenepauun” 3aMeHUTh CJI0BaMU "®enepanbHblii LHEeHTP" ;

6) B [IpaBwiax mepemauy UMMYHOOMOIOTMUECKUX JIEKAPCTBEHHBIX
rpenapaToB JJ1s1 UMMYHOIIPO(UIaKTUKYM B paMKax HallMOHA/IbHOTO
KasieHapst MpoguIakTUueCKMUX MIPUBUBOK ¢ele paabHbIM YUPEKIEHUSIM,
OKa3bIBAKOIIMM MeIUILMHCKYIO ITOMOIIb, TOABEIOMCTBEHHbIM
MuHucTepcTByY 34paBooxpaHenus Poccuiickoii @epepanmu, u
denepalbHOMY MeAMKO-0M0JIOTMYECKOMY areHTCTBY, a TAKXKe B
cOoOGCTBEHHOCTD CYOBEKTOB Poccuiickoii demepaliuy ¢ MoC/IeayIoIeit ux
repegavei mpyu HEOOXOAMMOCTM B COOCTBEHHOCTh MYHMUIIUITATbHBIX
00pa3oBaHMil, yTBEPKAEHHBIX YKa3aHHBIM MTOCTAHOBIEHUEM

B ITYHKTE 2:

coBa "MMHUCTEPCTBOM 34paBooxpaHeHus Poccuiickoit ®emepaun”
3aMeHUTH cIoBaMi "deaepanbHbIM Ka3eHHbIM yUupekaeHueM
"DeepasibHbIN LEHTP [IJIAHUPOBAHUS U OPTaHM3aL UM JIEKaPCTBEHHOTO
obecrneuenus rpaxkgan” (manee - ®enepaabHblii IEHTP)";

JIOTIOTHUTH a63a1eM CIeayIoIero ComepskaHus:

"MuHMCTEPCTBO 3paBooxpaHeHmust Poccuiickoit @enepanm esxeroqHo
MU3JaeT akT O COriacoBaHuM nepenauu OemepaabHbIM [IEHTPOM
3aKyIJIEHHOTO MMYyIllecTBa delepasbHbIM yUpeXAeHNUSIM, OKa3bIBAIOIM
MeIULUMHCKYIO [IOMOIIb, TOABEeA0MCTBEHHbIM MMHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit @enepaiin, @egepajibHOMY MegUKO-
OMOJIOTMYECKOMY areHTCTBY, cyobeKkTaM Poccuiickoit ®emgepanyn.”;



B ITyHKTax 4 1 5 cjioBa "MMHMCTEPCTBO 3ipaBooxpaHeHus Poccuiickoit
Qenepauun” 3aMeHUTh CJI0BaMIU "®elepabHbIl LIEHTP" ;

B ITYHKTaxX 6, 7 1 9 coBa "MuHMUCTEPCTBA 34paBOOXpaHeHMs Poccuiickoii
Qenepauun” 3aMeHUTh CI0BaMU "@ellepaJbHOrO LIeHTpa";

IOTIOMHUTD ITyHKTaMu 10 - 12 ciiemyroniero cogepskaHus:

"10. ®emepa/ibHbIN LIEHTP B YCTAHOBJIEHHOM MMHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoi @emepaiiny MopsigKe OCyIIeCTBIAsIeT
MOHMTOPMHT IBMKEHMS U yUeTa MMYIecTBa B cyobekTax Poccuiickoit
@epepauyiu, JOBOAUT A0 CBeOEeHMS YIIOTHOMOUYEHHbBIX OPTaHOB
MCITOTHUTEJIbHOJ BJIaCTU Cy0ObeKTOB Poccuiickoii ®enmeparinm,
dbenepanbHbIX YUpexXIeHMi, OKa3bIBAIOIUX MeIUIIMHCKYIO TTOMOIIIb,
MMOABeIOMCTBEHHBIX MUMHUCTEPCTBY 34 paBOOXpaHeHMs Poccuitckoin
depepanyun, PenepasbHOrO MeIMKO-010OJIOTMUECKOTO areHTCTBa
MOJTyYeHHbIe 0 pe3y/ibTaTaM MOHUTOPUHTA JaHHbIE, B TOM YUCJIe
CBeJleHMsI 0 HOMEHKJIaType, KOJIMYecTBe 1 CTOMMOCTY UMYILlecTBa, 00
OTCYTCTBUM NIOTPEOHOCTH B UMYIIECTBE MO0 O MOSIBIEHU U
TIOTIOTHUTEIbHOM TTOTPEOHOCTY B MMYIIECTBE 1 COTJIaCOBBIBAET
repepacrpezeneHe MMyIIecTBa MeXIy cyobekTamu Poccuitckoii
denepanyn, pemepasbHbIMU YUPEXKIEHUSIMM, OKa3bIBAIOIIVIMU
MeIUIMHCKYIO [IOMOIIb, OB OMCTBEHHBIMU MUHUCTEPCTBY
3npaBooxpaHeHns: Poccuiickoit @epepaun, u @egepaibHbIM MeUKO-
OMOJIOTMYECKMM areHTCTBOM.

11. ITepegaua umyInecTBa MeXay cyobektamu Poccuiickoit @emepanyn,
dbenepasbHBIMU YUPEKIEHUSIMM, OKA3bIBAIOUIMMM MEAVIIMHCKYIO TTOMOIIb,
MoABeIOMCTBEHHbIMY MUHUCTEPCTBY 3paBOOXpaHeHusT PoCCuiicKoin
denepanyn, u PemepasbHbIM MeAMKO-0MOJIOIMIECKUM areHTCTBOM
OCYIIeCTBIISIETCS HA OCHOBAHUY COOTBETCTBYIOIIETO PACIIOPSANTETbHOTO
aKTa yIoJTHOMOYEHHOTO OpraHa MCIOJHUTEeIbHOM BJIacTU CyObeKTa
Poccuiickoi @enepanim, MUHMUCTEPCTBA 3ApaBOOXpaHeHMs Poccuiickoi
denepanyn uau OemepasbHOTO MeIVKO-0MOIOTMYECKOTO areHTCTBa O
rnepegaye MMyIeCTBa, M3BEIeHNS O ITOCTaBKe MMYILECTBA M aKTa IpuemMa-
rnepegavn.

denepaibHBINA LEHTP YBEIOMJISIETCS O Tlepefave uMyinecTsa B 10-gJHeBHbBIN
CPOK I10CJIe AHS MOAIIMCAHMS aKTa IpueMa-rnepenadyy yrioJJHOMOYEeHHbIM
OpraHoOM MCIIOJIHUTENIbHOM B1acTu cyobekTa Poccuiickoit demeparin,



benepanbHbIM yUpeskaeHMEM, OKa3bIBAIOIMM MeIUIMHCKYIO [TOMOIIIb,
MoABeIOMCTBEeHHbIM MUHUCTEPCTBY 34 paBooxpaHenus Poccuiickoit
deneparyn, u PemepaybHBIM MeAMKO-0MOJIOTMIECKUM ar€HTCTBOM.

12. ®epepanbHbIii HEHTP eKeKBapTaibHO, A0 10-ro uMcia Mecsiia,
C/IeIYI0IIEro 3a OTYETHBIM KBAPTAJIOM, TIPENICTABJISIET CBEAEHUS O Iepesaue
MMyIecTBa cyobekTam Poccuiickoit @epepatinn, hemepasbHbIM
yUpexxaeHNsIM, OKa3bIBaOLIMM MeOUIMHCKYIO IOMOILb,
MOJIBeJOMCTBEHHBIM MMHUCTEPCTBY 34 paBOOXpaHeHust Poccuiickoi
denepanyun, PenepasbHOMY MeIUKO-O0MOTOTMYECKOMY ar€HTCTBY U
COIJIaCOBAHHBIX MepepacrnpeneeHmsI X UMYIIEeCTBa, B TOM YMCIe MEXIY
cyobexTamu Poccuiickoit @enepaiiun, hemepanbHbIMU YUPEXKIeHUSIMHA,
OKa3bIBAUIMMU MeIULMHCKYIO [IOMOILb, I0ABEeL0MCTBEHHbIMU
MuHMcTepcTBY 34paBooxpaHeHus Poccuiickoit @enepauyun, ®emepajibHbIM
MeAMKO-0MOJIOrMYeCKUM areHTCTBOM, B DeepabHYIO CJTYKOY 110 HaI30py
B cdhepe 3ApaBOOXpaHEHMS B IEJISIX OCYIeCTBIEHVS KOHTPOJIS 3a 1eJIeBbIM
MCIIO/Ib30BaHMEM UMYILLECTBA, a TaAKKe B MUHUCTEPCTBO 34pPaBOOXPaHEHMS
Poccuiickoit ®enepanyun.”.

2. B nmoctranosnenun IpasurtenbcrBa Poccuiickoin @epgepamnnum ot 28
nmexkabpst 2016 . N 1512 "O6 yrBepskaeHun ITonoxkeHnst 06 opraHusaum
obecrieueHust NI, UHPULVPOBAHHBIX BUPYCOM MMMYHOAebUIIUTA
yeJioBeKa, B TOM 4yCjie B COUeTaHUM C BUpycamu renatutos B u C,
AHTUBUPYCHBIMM JIEKAPCTBEHHBIMM TIperapaTaMu JIJIsI MeIUIIMHCKOTO
npuMeHeHust 1 [TomokeHust 06 opraHu3anuy obecreueHus NI, 60JIbHBIX
Ty6epKyIe30M C MHOXeCTBEHHOI JIeKapCTBEHHO YCTOINUYMBOCTHIO
BO30yauTesIss, aHTMOAKTepUATbHBIMU U IIPOTUBOTYOEPKYI€3HBIMU
JleKapCTBEHHbIMM ITperapaTamMu IJjisi MeAUIIMHCKOTO MpYMeHeHus "
(Cobpanme 3akoHOmaTenbcTBa Poccuiickoit ®emepanym, 2017, N 2, cT. 344;
2019, N 1, ct. 38; N 35, cT. 4975; 2020, N 49, cT. 7936):

a) B [TomoskeHmm 06 opraHu3anum obecredeHnst Jui, MHPUIMPOBAHHBIX
BMPYCOM MMMYHOIebUIMTA YeJIOBeKa, B TOM UMC/ie B COUeTaHUM C
BUpycamu rernatutoB B u C, aHTUBUPYCHBIMY JIeKaPCTBEHHBIMU
rpenapaTtami IOJis MeIUIIMHCKOTO MTPUMeHeHUSsT, YTBEePKIeHHOM
yYKa3aHHbIM ITOCTAHOBJIEHMEM

ITyHKT 2 JOTMOJHUTDb CJIOBAaMM "M TlepeuncisieMblie pegepasbHOMY
Ka3eHHOMY yupexaeHuio "denepanbHblil LIeHTpP IVIAHUPOBaHUS U
OpraHM3alNM JIEKapCTBEHHOTO 0becrieueHns rpakaaH" (masee -



®enepanbHbIl LEHTP) OJ151 OpraHmU3aluy U IpoBeaeHs 3aKyIIOK
JIeKapCTBEHHBIX IIperapaToB”;

B ITYHKTe 4 cjioBa "MUHMCTEPCTBOM 34 paBoOXpaHeHus: Poccuiickoin
Qenepauun” 3aMeHUTh CjI0BaMI "®enepasbHbIM LIEHTPOM " ;

B ab3alie BTOPOM ITyHKTA 5 ¢10Ba "B MMHMCTEPCTBO 3PaBOOXPaHEHMS
Poccuiickoit ®emepaunn” 3aMeHUTh cjioBamu "B PenepabHbli LIeHTP ',
C/10Ba "yKa3aHHbIM MMHUCTEPCTBOM" 3aMEeHUTh CJI0OBaMU "MUHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @enepanm”;

ITYHKT 6 U3JIOKUTD B CJIeyIOIIei pegaKkIum:

"6. ®emepanbHblii IEHTP pacCMaTpUBaeT MpeICcTaBleHHbIe 3asIBKY Ha
COOTBETCTBYE YCTAHOBJIIEHHOI (popme, HA TTpegMeT 060CHOBAHHOCTHU
3asIBJIEHHBIX 00bEMOB JIEKaPCTBEHHBIX ITPENapaToB, P HEOOXOIMMOCTHU
KOPPEKTUPYET UX U COIJIACOBBIBAET C BBIHECEHVEM COOTBETCTBYIOIIETO
pelieHusl.

He mosgHee 15 ceHTSIOpS Tekyliero roga ®emepanbHbIi [EHTP
MpeACcTaBsieT yKa3aHHbIe 3asBKY B KOMMUCCHUI0O MUHUCTEPCTBA
3apaBooxpaHeHMs Poccuiickoit @emepaliuy 1o pacCMOTPEHMIO 3asIBOK
(manee - KOMUCCHUS) IJIST UX PACCMOTPEHMS C y9aCTUeM MpeacTaBuTesen
denepasIbHOTO LIEHTPA, OPTAHOB MCITOJIHUTE/IBHO BIACTU CYObEKTOB
Poccuiickoit ®enepanym, ®enepaqbHOr0 MeINKO-0M0JIOTMUECKOTO
areHTcTBa, ®emepanbHOl CIYKObI MCTIOJIHEHMST Haka3aHuii (B TOM uuciie ¢
MCIT0/Tb30BaHMeM MH(POPMaLMOHHO-TeIeKOMMYHMUKAI[MOHHBIX
TEeXHOJIOTHIT) Ha ITpeaMeT 000CHOBAHHOCTH 3asIBJIEHHBIX 00HEMOB
JIeKapCTBEHHBIX MPernapaToB, X KOPPEKTUPOBKY IIPU HEOOXOAMMOCTU U
YTBEPXKIEHMSI 00bEeMOB ITOCTABOK JIEKAPCTBEHHBIX ITpernapaToB. [TomoxkeHne
0 KOMUCCUM U ee COCTaB YTBEePXAAITCI MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @enepaiiu.

PaccmoTpeHne 3aBOK, YTBEPXKIEHME 00bEMOB ITOCTABOK ¥ IIpeCTaB/IeHI e
B MenepanbHbIN LIEHTP CBeleHMT 00 YTBEPKAEHHBIX 00beMaxX IMOCTAaBOK
OCYIIECTBIISIIOTCS KOMUCCHel B TeueHMe 30 THel Co THS TTOCTYIUIeHUS
3a51BOK OT ®PeqiepanbHOrO IeHTpa.

CBemeHMs 00 YTBePXKIEHHbBIX KOMMCCHEl 06beMax IMOCTaBOK
JIeKapCTBEHHBIX MpernapaToB HaIpaBisioTcs enepasbHbIM IIEHTPOM B
depnepanbHYIO CYKOY MCIIOTHEHNST HaKa3aHuii, PegepanbHOE MeIUKO-



61oIorMYecKoe areHTCTBO, a TaKKe B YIIOJTHOMOUEeHHbIe OPTaHbl
MCIIOTHUTEIbHO BacTy CyobeKTOB Poccuiickoit @enmepatiny B TedeHme 3
pabounx gHel cO THS MOCTYIIEHUS CBeIeHUIT OT KOMUCCUN.";

B ITYHKTe 8:

cioBa "MMHMCTepPCTBO 3apaBooxpaHeHns Poccurickoit ®emepann”
3aMeHUTb cjioBamiu "DenepanbHbIN HEHTP";

JIOTIOTHUTH a63a1ieM CIeayIoero ComepskaHus:

"MuHMCTEPCTBO 3/ipaBooxpaHeHmst Poccuiickoi @enepanym esxeroqHo
u3JaeT akT O COracoBaHuM nepenaun OemepaabHbIM [IEHTPOM
3aKyIUIEHHBIX B COOTBETCTBUM C HacToA UM [TosokeHeM 1eKapCTBEHHbBIX
TperapaToB OpraHaM MCIIOJHUTEIbHOI BJIacTU CyObeKTOB Poccuiickoit
denepainyuu B chepe oxpaHbl 310pOBbsi, PefepanbHOl CTYKOE MUCIIOTHEHUS
HakaszaHuit 1 PegepasbHOMY MeIMKO-61M0IOTMYECKOMY areHTCTBY.";

B myHKTax 9 u 10 cioBa "MuUHUCTEPCTBO 3[IpaBoOXpaHeHus: Poccuiickoi
Qemepauun” 3aMeHUTDb CJioBaMu "DefepasibHbIN LIEHTP";

B MyHKTe 11 c1oBa "MuUHMCTEPCTBO 3ApaBoOXpaHeHmst Poccuiickoi
Qemepanun” 3aMeHUTD cjioBaMu "DefepasibHbIN LIEHTDP", CJI0BA
"yKazaHHbIM MMHMUCTEPCTBOM" 3aMEHUTD CJI0BAMU "IUPEKTOPOM
(YIIOJTHOMOUYEHHbIM JIn10M) DeepaibHOTO IieHTpa";

B IIyHKTe 12 coBa "MMUHUCTEPCTBO 34 paBooxpaHeHus Poccuiickoi
®demepauyn” 3aMeHUTDh cyioBaMu "DenepanbHbIlN LEHTP";

B ITyHKTe 15 cyioBa "MuHMUCTEPCTBO 34paBooxpaHeHus Poccuiickoit
@denepaliy B yCTAHOBJIEHHOM UM IOpPSALKe" 3aMEeHUTH CJI0BaMU
"DenepasibHbIN LEHTP B YCTAHOBJIEHHOM MMUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @enepaiiuu ropsake”;

B ITYHKTe 16 c10Ba "MMUHMCTEPCTBO 34 paBoOXpaHeHus: Poccuiickoi
Qenepauun” 3aMeHUTh CjI0BaMU "®eepabHbIl LIEHTP";

IYHKT 17 U37I0XKUTb B CIeAYIOLLei pefakium:

"17. ®emepanbHbIi LEHTP €XXeKBapTaIbHO, 10 10-T0 uncia mecsiia,
C/IeyI0Iero 3a OTYETHBIM KBapTaJIOM, IIPeACTaBIIsIeT CBeeHMsI O Tiepeaye
JleKapCTBEeHHbIX MpernapaToB YIIOJJHOMOYEeHHbIM opraHaM, ®enepanbHoOii



CJTy3KOe McToIHeHUsT Haka3aHuii, PeepaibHOMY MeIMKO-0MOIOTMUYeCKOMY
areHTCTBY M COTJIaCOBaHHbIX IlepepaclipefeneHUsIX JeKapCTBeHHbIX
rperapaToB, B TOM UMC/Ie MeXIy YIIOJITHOMOYEeHHbIMY OpraHaMMu,
denmepanbHOI CIY>KO07 MCTIONTHEHMS Haka3aHui, @enepanbHbIM MeIUKO-
610IOTMYeCKMM areHTCTBOM, B ®efepanbHyI0 CTYKOY 110 Ha30py B cdepe
3 paBOOXpaHeHMs B 1IeJIIX OCYIeCTBIeHMs KOHTPOJIS 3a LieJIeBbIM
MCIOIb30BaHMeM JIeKapCTBEHHBIX ITperapaToB, a Takke B MMHMCTEPCTBO
31paBooxpaHeHus Poccurickoit @emepain.”;

0) B ITosokeHny 06 opraHu3aLy obecreyeHus Jnuil, 60JbHbIX
Ty6epKyIe30M C MHOXXeCTBEHHOJ JIeKapCTBEHHO YCTOINUMBOCTbIO
BO30yauTesis, aHTUOaKTepUaJIbHbIMU U IPOTUBOTYOEPKYIE3HBIMM
JIeKapCTBEHHBIMM IIperapaTaMu AJIs MeIUIMHCKOIO IIPpMMeHeHus,
YTBEPKAEHHOM YKa3aHHBIM MTOCTAaHOBIEHMEM:

MYHKT 2 JOTOJIHUTD CJIOBAMU "U TlepeunciseMblie dhenepaibHOMY
Ka3seHHOMY yupexxaeHuto "®@enepanbHblil LEHTP IJIAHUPOBAHUS U
OpraHM3alyy JIeKapCTBEHHOTO 00ecIieueHus rpaskaan’ (manee -
denepasibHBINA LEHTP) AJISI OPraHU3aUu U IMIPOBeIeHUS 3aKyTIOK
JIeKapCTBEHHBIX MperapaToB”;

B ITYHKTe 4 cji0Ba "MMHMCTEPCTBOM 3 paBoOXpaHeHus: Poccuiickon
denepauyun” 3aMeHUTDb cyioBaMy "DefepasbHBIM LIEHTPOM";

B ab3aile IepBOM ITyHKTa 5 cj10Ba "B MMHMCTEPCTBO 34 PaBOOXpaHEHMS
Poccuiickoit ®enepauyun” 3aMeHUTh CJioBamMu "B PeepanibHblIN LIEHTP ',
CJIOBA "yKa3saHHBIM MMHUCTEPCTBOM" 3aMEHUTDh CJI0OBAaMU "MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®emepaum”;

IIYHKT 6 U3JIOKUTD B CJIeyIOIeii pegakIum:

"6. ®enepanbHbIl IEHTP pacCMaTPUBAET TP CTABIEHHbIE 3asIBKM HA
COOTBETCTBME YCTAHOBJIIEHHOJ (hopme, Ha TTpeIMeT 0O0CHOBAHHOCTHU
3as1BJIEHHBIX 00bEMOB JIeKapCTBEHHbIX MTpernapaTos, Py He0OX0IMMOCTH
KOPPEKTUPYET UX U COTJIaCOBbIBAET C BbIHECEHMEM COOTBETCTBYIOIIETO
peleHus.

He mosgHee 15 ceHTsI6ps Tekyiero roga ®emepanbHbIit EHTP
MpeAcTaBisieT yKa3aHHbIE 3asBKY B KOMMUCCHUI0 MUHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoit @emepaiiyy 1o paCCMOTPEHUIO 3asiBOK
(mayee - KOMMUCCHSI) IJ1S1 UX PACCMOTPEHMSI C y9aCTUeM MpecTaBuUTeen



denepaibHOTO LI€HTPA, OPTAHOB UCIIOJIHUTEbHOI BIACTU CYObeKTOB
Poccuiickoin ®engepatniyu, (B TOM 4MC/I€e C UCII0/Ib30BaHUEM
MHGOPMaIMOHHO-TeIeKOMMYHMKAIMOHHBIX TEXHOJIOTUIT) Ha TIpeiMeT
000CHOBAHHOCTM 3asIBJIEHHBIX 00b€MOB JIEKaPCTBEHHBIX ITPeIapaToB, UX
KOPPEKTUPOBKM IPU HEOOXOAMMOCTU U YTBEPXKIEHMSI 00beMOB ITOCTaBOK
JIeKapCTBEeHHBIX IIpenaparToB. [1o/oskeHre 0 KOMMCCUN U ee COCTaB
YTBEePXKIATCI MUHUCTEPCTBOM 3[IpaBooxXpaHeHus: Poccuiickoi
demepanun.

PaccMmoTpeHue 3asiBOK, yTBepsKIAeHe 00eMOB MOCTAaBOK U MpeicTaBIeHe
B MemepasibHbIN IIEHTP CBeIeHNM1 00 YTBEPKAEHHBIX 00beMaxX IMOCTaBOK
OCYIIECTBIISIIOTCS KOMMCCHel B TedeHMe 30 mHel o THS IMTOCTYIUIeHUS
3as1BOK OT ®PefiepanbHOrO LIeHTpa.

CBeneHMs1 00 yTBEPXKIEHHBIX KOMMCCHEN 00beMax IMOCTaBOK
JIeKapCTBEHHBIX ITpernapaToB HampassiioTcst PefgepaqbHbIM [IEHTPOM B
OpraHbl UCIIOTHUTEIbHO BIaCTU CyobeKTOB Poccuiickoit demepalinm B
cdepe oXpaHbl 300POBbS B TeUeHMEe 3 pabouMX IHEN CO JHS MOCTYILIEHNS
CBedeHMI OT KOMUCCUN.";

B ITYHKTe 8:

cinoBa "MMHMCTepPCTBO 3apaBooxpaHeHus Poccuiickoit ®emepann”
3aMeHUTH cjioBaMi "DefepanbHbI LIEHTP";

IIOTIOTHUTH ab3a1ieM CIeyloero Cofpep KaHus:

"MuHMCTEPCTBO 3/IpaBooxXpaHeHmst Poccuiickoi @enepanym eskeroqHo
u3gaeT akT O COrIacoBaHUM nepenauu PemepaabHbIM [IEHTPOM
3aKyIJIEHHBIX B COOTBETCTBUM C HacTOS UM [Tos10keHreM j1eKapCTBEHHBIX
TperapaToB OpraHaM MCIOJHUTEIbHOI BJIacCT CyObeKTOB Poccuiickoit
denepanyu B chpepe oxpaHbl 34,0POBbSL.";

B MyHKTax 9 1 10 ciioBa "MUHMCTEPCTBO 34paBooXpaHeHnst Poccuiickoi
Qemepauun” 3aMeHUTDb cJioBaMu "DefepasibHbIN LIEHTP";

B MyHKTe 11 cioBa "MMUHMCTEPCTBO 3A4paBoOXpaHeHms: Poccuiickoi
Qenepaunun” 3aMeHUTh CJI0BaMU "®eaepanbHbIii IEHTP", CJI0BA
"yKazaHHbIM MMHMUCTEPCTBOM" 3aMeHUTD CJI0BAMU "IUPEKTOPOM
(YIIOJITHOMOUYEHHBIM JIU10M) DelepaibHOTO IieHTpa";



B IMyHKTe 12 cs10Ba "MMUHMCTEPCTBO 34 paBooXpaHeHms: Poccuiickoi
Qenepauun” 3aMeHUTh cjI0BaMI "®elepabHblii LIEHTP";

B ITyHKTe 15 cyioBa "MuUHMUCTEPCTBO 3paBooxpaHeHms Poccuiickoit
@epepaliviy B yCTAHOBJIEHHOM MM MOpPsIAKe" 3aMEHUTh CJIOBAMU
"denepasibHbBIN LIEHTP B YCTAHOBJIEHHOM MMUHUCTEPCTBOM
3npaBooxpaHeHns Poccuiickoit @enepauiiy mopsigke”;

B IyHKTe 16 cjioBa "MUHMUCTEPCTBO 3paBooxpaHenus: Poccuiickon
Qemepauun” 3aMeHUTDb cJioBaMu "DefepasibHbIN LIEHTP";

MYHKT 17 U3I0KUTD B CIeAYIONIei peJaKIn:

"17. ®emepanbHbIN LIEHTP eXXeKBapTalbHO, 10 10-T0 uncia mecsiia,
CJIeqyIOIero 3a OTYETHBIM KBAPTAJIOM, IIPEACTaBIISIET CBeIeHMs O Tiepegaye
JIeKapCTBEHHBIX ITPenapaToB B COOCTBEHHOCTh Cy6beKTa Poccuiickoi
denepauyu 1 COIIACOBaHHBIX MepepacIipefeeHUsX JIeKapCTBeHHbIX
rpernapaToB Mexxay cyobektamu Poccuiickoit @epepanuy B PemepaabHYIO
CJTY3KOY 110 Ha30py B chepe 3apaBOOXpaHEHMS B LIE/ISIX OCYIIEeCTBIeHUS
KOHTPOJISI 3a 1leJIEBbIM MCII0/Ib30BaHMeM JIeKapCTBEHHBIX IIpernaparos, a
TaxKke B MMHUCTEPCTBO 34 paBooxpaHeHns Poccuiickoit @epgepauun.”.

3. B IIpaBuiax BeneHust @egepasibHOTO perucTpa Jinil, MHMULIMPOBAHHBIX
BUPYCOM MMMYyHOAebUIINTa YesoBeKa, 1 @efgepasbHOTO perucTpa Jnii,
60bHBIX TyOEepKY/Ie30M, YTBEPXKIeHHbIX IMOCTaHOBIeHeM [IpaBUTeIbCTBA
Poccuiickoit ®enepauymu ot 8 anpesst 2017 r. N 426 "O6 yTBepskaeHUM
[TpaBun BemeHust denepaabHOrO peEruCTpa JInil, MHOUIMPOBAHHBIX
BUpPYCOM MMMYyHOAeduUIUTa YeroBeka, 1 OefepasbHOTO perucTpa Jnii,
60/1bHBIX TyOepKyIe30oM" (CobpaHue 3aKOHOAATEIbCTBA PoccuitcKoii
®enepauun, 2017, N 16, cT. 2421):

a) IyHKT 3 IOIIOJHUTH a03al1ieM CIeIVIONero ComepskaHus:

"MuHMCTEepPCTBO 3ApaBooxpaHenus Poccuiickoit ®emepanum obecrneunBaeT
dbenepanbHOMY Ka3eHHOMY yupeskaeHuio "denepanbHblii LIeHTP
TJIAaHMPOBAHUS U OpraHM3aluy JIeKapCTBEHHOTO obecrieueHus rpaxkaan"
IIOCTYTI K CBeIEHUSIM, cofep>kaliMcs B deiepaibHbIX perucTpax.”;

6) myHKT 11 mocie ¢ioB "MUHMUCTEPCTBO 3[[paBOOXpaHeHMsT Poccuiickoii
denmepanyu,” TOMOJHUTH cJIoBaMM "demeparbHOe Ka3eHHOE YUpPEKIeHNe
"MepepabHbBIN LEHTP IVIAHMPOBAHMS U OpraHu3aluy JIeKapCTBEHHOTO



obecrmeueHus rpaxkgan”,".

4. B nocranoBnenuu IIpaButenbcTBa Poccuiickoit @emepaunyt ot 26 HOSIOPS
2018 1. N 1416 "O mopsaKe opraHu3samnuy obecreueHus JieKapCTBEHHbIMM
rperapaTamu JInil, 60TbHBIX reModuImei, MyKOBUCLIMA030M,
runodu3apHbIiM HAHU3MOM, 60Jie3HbI0 ['o11Ie, 37T0KaUeCTBEHHbIMMU
HOBOOOpPa30BaHMSIMM TMM(OUIHOI, KPOBETBOPHO U POACTBEHHBIX UM
TKaHel, pacCeIHHBIM CKJIEPO30M, TeMOJUTUKO-YPeMUYECKUM CUHAPOMOM,
IOHOIIECKMM apTPUTOM C CUCTEMHBIM HAayaJIOM, MYKOIIOJIMCAXapua030oM I,
IT n VI Tumnos, ariacTuueCckoi aHeMuei HeyTOYHEeHHOM, Hac/leJCTBEHHbIM
neduimrom dakropos II (pubpuHorena), VII (mabmibpHOTO), X (CTI0ApTA -
[Tpayapa), nu1y 11ocjie TpaHCIUIAHTALMM OPTaHOB U (M) TKaHel, a TaKKe 0
MIPU3HAHUM YTPATUBIIMMMU CUITY HEKOTOPBIX aKTOB [IpaBuUTebCcTBa
Poccuiickoit @epepaunn” (Cob6paHme 3aKOHOAATEIbCTBA PoccuiicKoii
@epepauuy, 2018, N 49, ct. 7620; 2020, N 14, ct. 2101):

a) B [IpaBmiiax opranusanuy obecrieueHust JeKapCTBEHHbIMY IIperapaTaMu
JIn1I, GOJIbHBIX reModuIMeit, MyKOBUCIIMI030M, TUTIOGMU3aPHbIM
HaHM3MOM, 60Jie3HbI0 'olIle, 3JT0KaYecTBEeHHbBIMMY HOBOOOPAa30BaHUSIMU
TuM@OMIHONM, KPOBETBOPHOI M POJICTBEHHBIX MM TKaHEH, pacCesTHHbIM
CKJIEPO30M, TEMOJIUTUKO-YPEMUUYECKMM CUMHAPOMOM, IOHOIIECKUM
apTPUTOM C CUCTEMHBIM HauajoM, MyKoToancaxapugosom I, II u VI Tunos,
arIacTMUecKoii aHeMueli HeyTOUHeHHO, Hac/ieICTBEHHbIM e UIIUTOM
daxropos II (pubpuHorena), VII (nabuibHoro), X (CtioapTa - [Ipayapa),
JIUII TIOCJIe TPaHCIUIAaHTALMM OPTaHOB U (MJIM) TKaHel, YyTBePsKIe HHbIX
YKa3aHHBIM [IOCTaHOBJIEHUEM :

ITYHKT 2 JOIIOJTHUTD CJIOBAMM "M TIepeuncisieMble pemepasbHOMY
Ka3eHHOMY yupexaeHuio "denepasbHblli LEHTP IVIAHUPOBAHUS U
OopraHM3aluy JIeKapCTBEHHOIo obecrieueHus rpaxkaaH" (majee -
denepasibHBINA LEHTP) AJISI OPraHU3a UM U TIPOBEJIEHMS 3aKYyTIOK
JIeKapCTBEHHBIX MperapaTroB”;

B ITYHKTe 4 cj10Ba "MMUHMCTEPCTBOM 3 paBoOxXpaHeHus: Poccuiickon
Qenepauun” 3aMeHUTD cyioBaMu "DenepasbHBIM IIEHTPOM';

B ITyHKTe 5 cj10Ba "MUHMCTEPCTBO 34 paBooxpaHeHst Poccuiickoii
Qenepauun” 3aMeHUTD cjioBaMu "DefepasibHbIN LIEHTP", CI0BA
"yKa3aHHbIM MMHUCTEPCTBOM" 3aMEHUTD CJIOBaMU "MUHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @emepaun’;



ITYHKT 6 U3JIOKUTD B CIIG)IYIOH.LQIZ pegaKkunmn:

"6. ®emepanbHbIl IEHTP pacCMaTPMUBAaET IIPeACTaBIeHHbIE 3asIBKM HA
COOTBETCTBYE YCTAaHOBJIIEHHOI (popme, Ha TIpegMeT 060CHOBAHHOCTHU
3as1BJIEHHBIX 00bEMOB JIEKaPCTBEHHBIX ITPeIapaToB U MPY HEOOXOAMMOCTU
KOPPEeKTUPYET UX U COrIaCOBbIBAET C BbBIHECEHMEM COOTBETCTBYIOIIETO
pelieHus.

He mosgHee 15 ceHTSIOps TekyIiero roga ®emepanbHbIi EHTP
MpeACcTaB/isieT yKa3aHHbIe 3asBKY B KOMMUCCHUI0 MUHUCTEPCTBA
3apaBooxpaHeHust Poccuiickoit @emepaiy 1o paCCMOTPEHMIO 3asIBOK
(manee - KOMUCCHUS) OJIS1 UX PACCMOTPEHMS C yYaCTUeM IpeacTaBuTelen
denepasbHOTO LIEHTPA, OPTAHOB UCITOJIHUTE/IbHO BIACTU CYObEKTOB
Poccuiickoit ®enepatiiut (B TOM 4MCJie C UCTIOJb30BaHNEM
MHGOPMAIMOHHO-TeJIeKOMMYHMKAIIMOHHBIX TEXHOJIOTMIT) Ha TIpeIMeT
000CHOBAHHOCTY 3asBJIEHHBIX 00'b€MOB JIEKapCTBEHHbIX ITpenapaToB, UX
KOPPEKTUPOBKY MPU HEOOXOAMMOCTH U YTBEPKIEHMS 00beMOB ITOCTaBOK
JIeKapCTBEHHbIX IpernapaToB. [TosoxkeHe 0 KOMUCCUM U ee COCTaB
YTBepXKIATCI MUHUCTEPCTBOM 34 paBOOXpaHeHUsI POCCUIACKOI
Qenepaunu.

PaccmoTpeHMe 3as1BOK, yTBEPXKIeHYe 06beMOB IMTOCTABOK U MPeJICTaBIeHN e
B ®enepasbHbIi LIEHTP CBeAeHMI 00 YTBEPKIEeHHbIX 00beMax IMOCTaBOK
OCYIIeCTBIISIIOTCSI KOMUccHel B TeueHue 30 IHel CO SHS MOCTYIUIEHUS
3a8BOK OT PefiepajibHOrO 1[eHTpa.

CBeneHMs1 00 yTBEPXKIEHHBIX KOMMCCHEN 00beMax IMOCTaBOK
JIeKapCTBEeHHBIX IIpernapaTtoB HampapsaioTcsa PegepalbHbIM LIEHTPOM B
OpraHbl UCIIOTHUTEIbHOJ BJaCTU Cy0ObeKTOB Poccuitckoit demepalinm B
cdepe oxXpaHbl 300POBbS B TeUEHME 3 paboUMX IHEI CO JHS IMOCTYILIEHNS
CBedeHMI OT KOMUCCUN.";

B ITYHKTe 8:

cioBa "MuHMUCTEpPCTBO 34 paBooxpaHeHus Poccuiickoit ®egepanun”
3aMeHUTH cjioBamu "DefepasibHbIN LIEHTP";

IIOTIOTHUTH a63a1ieM CIeayoIero CoaepsKaHms:

"MuHMCTEepCTBO 3ApaBooxpaHeHnst Poccuiickoi @emepanyy esKeroqHo
M3MaeT akT O corjacoBaHuu nepenaun denepajbHbIM LIEHTPOM



3aKyIJIEHHBIX B COOTBETCTBUM C HACTOS MMM [IpaBuiaMu JieKapCTBEHHbIX
MperapaToB OpraHaM rocyIapCTBEHHO BIacTu Cy0ObeKTOB Poccuitckoii
denepanyu B cepe oxXxpaHbl 34,0POBbSI.";

B MyHKTax 9 1 10 ciioBa "MUHMCTEPCTBO 34paBooXpaHeHmst Poccuiickoit
Qenmepauun” 3aMeHUTh cJI0BaMU "®enepanbHblii LHEeHTP";

B MyHKTe 11 c1oBa "MMUHMCTEPCTBO 34 paBoOXpaHeHus: Poccuiickoi
Qenepauun” 3aMeHUTh CJI0BaMI "®eepabHbIi LIEHTP", CJI0BA
"yKasaHHbIM MMHUCTEpPCTBOM" 3aMeHUTH CJI0BAMU "IUPEKTOPOM
(YIIOJTHOMOUYEHHBIM JI10M) DelepalibHOTO IieHTpa";

B IyHKTe 12 c10Ba "MMUHUCTEPCTBO 34 paBooxpaHeHus Poccuiickoi
@epepauun’ 3aMeHUTD c10BaMu "DellepasibHbIN LIEHTD";

B ITyHKTe 15 csioBa "MMUHMUCTEPCTBO 3ApaBooxpaHeHust Poccuiickoit
®enepaliy B yCTAHOBJIEHHOM UM IOPSIIKE" 3aMEHUTD CJI0BAMM
"MepepalibHbBIN LIEHTP B YCTAHOBJIEHHOM MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®emepauiuy mopsiake”;

B ITYHKTe 16 c10Ba "MMUHMCTEPCTBO 34 paBooxpaHeHus: Poccuiickoi
®demepauyn” 3aMeHUTDh cyioBaMy "DegepanbHbI LEHTP";

ITYHKT 17 U3JI0KUTD B CJIeAYIONIEi peTaKIun:

"17. ®emgepanbHbIil LIEHTP eXXKeKBapTalibHO, 00 10-r0 unciia Mmecsiia,
CJIeAYIOIIero 3a OTYETHBIM KBapTaJIOM, IPeJICTaBJIsIeT CBeeHMs O repefaye
JIeKapCTBEHHBIX ITpernapaToB cyobekTy Poccuiickoit ®emepauym u
COTJIaCOBaHHbBIX MepepacnpeeeHNsIX TeKapCTBEeHHbIX ITpernapaToB MeXay
cyobekTamu Poccuiickoit ®eneparuu B DefepanbHYIO CIYKOY 110 HA30pY B
cdepe 30paBOOXpaHeHMS B LIEJISIX OCYIECTBIEHMSI KOHTPOJIS 3a 11e/IeBbIM
MCII0JIb30BaHMEM JIeKapCTBEHHBIX MIPerapaTos, a Takke B MUHMUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepann.”;

6) B [IpaBuiax BegeHust PemepasbHOTO PETUCTPA JINIL, OOJIBHBIX
remodunei, MyKOBUCIIMA030M, ITMITO(PM3apHBIM HAaHM3MOM, 60JI€3HBIO
T'omire, 3/10KaUeCTBEHHBIMY HOBOOOPa30BaHMUSIMM TMMGOUTHOIA,
KPOBETBOPHOM U POACTBEHHbBIX UM TKAaHE, paCCeSIHHbIM CKJIEPO30M,
TreMOJIUTUKO-YPEMUUYECKMM CUHIPOMOM, IOHOIIIECKUM apTPUTOM C
CUCTEMHBIM HayaJioM, MyKomnoancaxapuaosom I, II u VI Tumnos,
aryIacTMYecKoi aHeMMelt HeyTOUHEeHHO, Hac/ieICTBeHHbIM AeDUIINTOM



daxkTopos II (pubpunorena), VII (mabuapHoro), X (CtioapTa - IIpayaspa),
JIUII TIOC/Ie TPAHCIIAHTALMY OPTAHOB U (MJIM) TKaHe, yTBePsKIeHHbIX
yKa3aHHbIM ITOCTAaHOBJIEHUEM:

n_n

TOAMYHKT "a" MyHKTA 2 JOIOJHUTD CJI0BAMU "U IIePEUYNCIISIEMbIX
denepasbHOMY Ka3eHHOMY yupeskaeHuio "®enepaibHblii LIEHTP
TJIAaHMPOBAHMS U OpTraHM3aluy JIeKapCTBEHHOTO obecrieueHus rpaxkaan"
(manee - @emepasbHbIN [EHTP) IJIS1 OPTaHM3ALMM U IPOBEAEeHMS 3aKYIIOK
JIeKapCTBEHHBIX IIperaparoB”;

IIYHKT 3 JOIOJHUTh ab3a1eM CJIeAYIOLIero ColepsKaHms:

"MuHMCTEPCTBO 3ApaBooxpaHeHust Poccuiickoit ®enepaimn obecrieunBaeT
denepaibHOMY LIEHTPY AOCTYI K MHPOpMaIMu, ColepsKaleics B
®enepaibHOM perucrpe.”;

IIYHKT 6 I10CjIe CJI0B "MMHMUCTepCTBO 34paBoOOXpaHeHus Poccniickoi
®demepauyn” HONOIHUTD cjioBamMu ", @elepaabHbIN 1IEHTD".

5. B [IpaBuax BeneHust ®enepanbHOrO perucTpa rpaxkaaH, MMeImux
MpaBo Ha obecreueHye JieKapCTBEHHBIMM MpernapaTaMu, MeJUIIMHCKUMU
U3AeNUSIMU U CTIeLIMaIM3MPOBAHHBIMM [TPOIYKTaMU JIeueOHOTO MUTAHUS 3a
cueT 610IKeTHbIX aCCUTHOBaHM defepanbHOro 610IKeTa U 6I0/1KeTOB
cyopekToB Poccuiickoit @emepalun, yTBepskAeHHbBIX TOCTAHOBIEHEM
[IpaButenbcTBa Poccuiickoit ®enepaunm ot 12 oktsopst 2020 r. N 1656 "O6
yrBepxaeHuu [Ipasun BegeHns: ®enepasbHOTO perucTpa rpakiaH,
MMeIMX IMPaBo Ha obecrieyeHue JeKapCTBEHHbIMM MTpernapaTaMu,
MeOUIMHCKUMU U3OeNUSIMU U CIIeUaIN3UPOBAHHBIMU IIPOILYKTaMU
Je4e6GHOTrO MUTAHMS 32 CUEeT GIOKETHBIX aCCUTHOBaHMIA (peepasbHOTO
6ro/1keTa 1 6101keToB cyobekToB Poccuiickoit ®enepauun” (CobpaHue
3aKoHOmaTenbcTBa Poccuiickoit ®egepannm, 2020, N 42, cT. 6621):

a) MYHKT 5 IOMOJIHUTH ab3alieM CaeIyIoIIero ComepskaHms:

"MuHMUCTEPCTBO 3ApaBooxpaHeHust Poccuiickoit ®enepaimn obecrieunBaeT
denepasbHOMY Ka3eHHOMY yupeskaeHmio "®enepanbHblii LIEHTP
IJIAaHMPOBAHMS ¥ OpTaHM3alMM JIeKapCTBEHHOTO obecreueHus rpaskaaH”
JIOCTYII K CBeleHUSIM, cofepskalumMcs B @eepanbHOM perucrpe.”;

6) B myHKTe 7 cj10Ba "MMHMCTEPCTBO 3ApaBooxpaHeHms Poccuiickoii
denmepanyuu obecrneymrBaeT" 3aMEHUTb CI0BaMy "MMHUCTEPCTBO



3apaBooxpaHeHust Poccuiickoit @enepaniuy u pegepanbHoe KazeHHOE
yupexxaeHne "®enepaabHbIi LIEHTP TJIAHUPOBAHUS U OpTaHU3aAL U
JIeKapCTBEHHOTO obecreueHMs TpaskaaH" 0becrneunBaoT’ .



