NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 26 uiousa 2021 r. N 1025

O BHECEHMU MU3MEHEHUI
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ITO BOITIPOCAM COBEPIIEHCTBOBAHNMA
JIEKAPCTBEHHOI'O
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Poccuiickoi ®epepanun
M.MUITYCTUH

YTBepKOeHbI

rocTaHoB/ieHeM [IpaBuTe/nbCTBA
Poccuiickoit @enepaiiumn
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M3MEHEHNMA],
KOTOPBIE BHOCATCA B AKTBI IIPABUTEJIbCTBA

POCCUIICKOM ®EIEPALIAU
ITO BOITPOCAM COBEPIIEHCTBOBAHNMA
JIEKAPCTBEHHOTI'O
OBECIIEYEHV I'PAJKIIAH

1. B noctanosnenuu [IpaBurenbcTBa Poccuiickoin
@enepanyum ot 11 mapra 2011 1. N 156 "O6
MICITOJIb30BaHMM OIOMKE THBIX aCCUTHOBAHMIA
(dbenepanbHOro 610/IKETA, TPEIOCTABIEHHbBIX Ha
3aKyIKy MMMYHOOMOIOTMUECKUX JTeKapCTBEHHbIX
rpernapaTroB AJis UMMYHOITPOGMIaKTUKM B paMKax
HAI[MOHAJIbHOTO KajeHaaps MpoQuiakTUueCKmux
MIPUBUBOK JIJ1s1 Tiepefaun eaepaabHbIM
yUYpeskaeHUsIM, OKa3bIBAIOIIMM MeIULIMHCKYIO
IOMOILIb, ITOJIBELOMCTBEHHBIM MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit ®engepauiu, u
denepaJbHOMY MeIMKO-OMOJIOrMUECKOMY areHTCTBY,
a TaKke B COOCTBEHHOCTh CYyOBEKTOB PoccuiicKoii
®denepalivu ¢ MOCJAeOYIONIEN UX Mepegaveii mpu
HeOOXOAMMOCTH B COOCTBEHHOCTbh MYHUITUIIATbHBIX
obpasoBaumit”" (CobpaHne 3aKOHOIATETbCTBA
Poccuiickon ®@enepanyu, 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 MCIOIb30BaHMS GIOIKETHBIX






accUrHoBaHMIi emepasbHOro OI0IKeETA,
MpeI0CTaBJIeHHbBIX Ha 3aKYIIKY

MMMYHOOMOJIOTMUECKIX JIEKAPCTBEHHBIX MTPEIapaToB
IJ1S1 UMMYHOTIpOMW/IaKTUKY B paMKax
HalMOHAJIbHOTO KaJleH1apsi MpOodUIaKTUUeCKUX
MIPUBUBOK, YTBEP>KIEHHbIX YKa3aHHBIM
MOCTaHOBJIEHNEM

B IIYHKTe 2 cJIoBa "MMHMUCTEPCTBO 3paBOOXPaHEHUS
Poccuiickoit ®egepauyumn”’ 3aMeHUTD CJIOBAMU
"emepanbHOe Ka3eHHOe yupexaeHue "denepaabHblit
LIEHTp IUIAaHMPOBAHMS U OpraHu3aLun
JIeKapCTBEHHOI0 obecrieyeHus rpakgan’ (majee -
®enlepabHBIN IEHTP)";

ITYHKT 3 U3JI0KUTD B CJ'IE,E[YIOI.L[GVI pedakumnnm:

"3. ®emepanbHBIN LIEHTP pacCMaTpUBaeT
MpeACcTaBJIeHHbIe 3aIBKM Ha COOTBETCTBUE
yCTaHOBJIEHHOJ hopMe, Ha ITpeaMeT
000CHOBAHHOCTY 3asIBJIEHHBIX 00€MOB MMYIIIECTBA,
MIpY HeOOXOIMMOCTY KOPPEKTUPYET UX U
COTJIaCOBBIBAET C BbIHECEHMEM COOTBETCTBYIOLIETO
peleHus.

He nmo3gHee 15 ceHTSIOpPS TEKyIIero roaa
@enepasibHbIl LEHTP MPeACTaBsIeT YKa3aHHbIe
3aBKM B KOMMUCCUIO MMHUCTEpPCTBA
3apaBooxpaHeHus Poccuiickoit @emepaiun 1mo






pPacCMOTPEHMIO 3asIBOK (Jlajiee - KOMMUCCHS) IJIST UX
pPacCMOTpPEeHUSI C yYacTUeM IpeicTaBuUTesnein

®denepanbHOIO LIEHTPA, OPTaHOB UCIIOJIHUTE/IbHON
ByIacTu cyobekToB Poccuiickoit ®emepanum,
(benepanbHbIX YUpesKAEHMI, OKa3bIBAIOLIMUX
MeIULMHCKYIO [IOMOIIlb, IO Be0MCTBEHHBIX
MuHucTepcTBy 34paBooOXpaHeHyss Poccuiickoi
Oenepanyu, OeepasibHOTO MeIVKO-
610I0TMYeCKOr0 areHTCTBa (B TOM UKCIe C
MCI0JIb30BaHMeM MHGPOPMaLMOHHO-
TeJIeKOMMYHMKALIMOHHBIX TEXHOJIOTUIA) Ha MpeIMeT
060CHOBAHHOCTY 3asIBJIEHHBIX 00'b€MOB MMYIIIECTBA,
MX KOPPEKTUPOBKU MPU HEOOXOAMMOCTU U
yTBepKIeHUsI 06beMOB ITOCTaBOK MMYILIeCTBa.
[TosokeHMe 0 KOMUCCUM U ee COCTaB YTBEPXKAATCS
MuHucTepcTBOM 34paBooxpaHeHus Poccuitckoin
denmepanyn.

PaccmoTpeHMe 3as1BOK, YTBEPsKAeHe 06'beMOB
IIOCTaBOK U IpefcTaBiieHue B eiepajibHbIN LEHTP
CBeIeHM I 00 YTBEPKIEHHbIX 00beMaXx IMOCTABOK
OCYILECTBJISIIOTCSI KOMMCcHeii B TedeHue 30 gHeli co
IHS TTOCTYIIeHU S 3as1BOK OT DelepanbHOTrO LeHTpa.

CBeneHMs 00 yTBepXKIeHHbIX KOMUCCHel 06bemMax
MTOCTAaBOK MMYIIECTBA HaTpaB/sioTcs enepasbHbIM
LIEHTPOM B (eJiepabHbIe YUPEXKIEHNUS,
OKasbIBaIoOIIie MeIUIIMHCKYIO ITOMOIIb,






MoABeAOMCTBEHHbIE MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit ®enepainu, B

denepanbHOE MeAMKO-6MOIOTMUECKOe areHTCTBO, a
TaKXe B YIIOJTHOMOYEHHbIe OpraHbl UCIIOJTHUTETbHOMI
BJacTU cy6bekToB Poccuiickoii @enepaiium B
TeueHye 3 pabounx OHel CO THS MOCTYILIEHUS
CBeJleHUI OT KOMUCCUN.";

B ITyHKTe 4 cjioBa "MMUHMCTEPCTBO 34paBOOXpaHEeHUS
Poccuiickoi ®epgepauyumn”’ 3aMeHUTD CJIOBAMU
"DenepalibHbIN [IEHTD";

6) B [IpaBuiax mepegauu MMMYHOOMOTOTMYECKUX
JIeKapCTBEHHBIX Ipernaparos IJIst
MMMYHOIIPOOUIAKTUKY B paMKaxX HallMOHAJIbHOTO
KaJieHAaps MpoMIaKTUYeCKUX MTPUBUBOK
(denepasbHBIM yUpeXXaeHUSIM, OKa3bIBAIO UM
MeIULMHCKYIO IOMOIIlb, ITOABEeI0MCTBEHHbIM
MuHucTepCcTByY 34paBoOXpaHeHyst Poccuiickoii
®enepauyu, u denepajibHOMY MeOUKO-
0110JIOTMYECKOMY areHTCTBY, a TaKKe B
COOCTBEHHOCTD CyOobekTOB Poccuiickoit deneparuu ¢
noc/eayomiei ux nepegadeit mpy HeO6GXOAMMOCTH B
COOCTBEHHOCTh MYHUIIUITIAJIBHBIX 00pPa30BaHMI,
YTBEPXKIEHHBIX YKa3aHHBIM ITOCTAaHOBJIEHUEM:

B ITYHKTE 2:

c0Ba "MMUHUCTEPCTBOM 34paBOOXPaHEHMS






Poccuiickoit @egepanin’ 3aMeHUTD CJIOBAMM
"(emepanbHBIM Ka3eHHBIM YUpeskaeHeM

"@eepalibHbIN LEHTP [IJIaHUPOBAHUS U
OpraHu3alum JieKapCTBEHHOTO obecrieueHus
rpaxman” (ganee - ®egepaibHbIN LIEHTP)";

IOITOJIHUTH ab63a1eM CJIeAYIOLIero ComepsKaHms:

"MuHMCTEPCTBO 3paBOOXpaHeH st PocCuiickoin
denepanyy €XKeroqHo U3aaeT akT O COTJIaCOBAHUU
nepenauy PesepajibHbIM LIEHTPOM 3aKyIIJIEHHOTO
umyIniecTBa geaepaJbHbIM YIPEXKISHUSIM,
OKa3bIBAOIIUM MeIUIIMHCKYI0 TIOMOIIb,
MOABEIOMCTBEHHBIM MUHUCTEPCTBY
3apaBooxpaHeHus Poccuiickoit ®emepainn,
denepasibHOMY MeAMKO-O0MOJIOTMUYECKOMY areHTCTBY,
cyobekTam Poccuiickoit Pepgepanyn.”;

B ITyHKTax 4 1 5 cjioBa "MMUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®enepanmmn”
3aMeHUTH cJioBaMmu "DeepasibHbIN LIEHTP";

B IYHKTax 6, 7 1 9 cioBa "MuHMUCTEPCTBA
3apaBooxpaHeHus Poccuiickoit ®enepaummn”
3aMeHUTH cjioBaMu “"DefepajsibHOTO IIeHTpa";

monosHuTh nyHkTamu 10 - 12 cnepyroiiero
CcomepsKaHus:






"10. ®emepasibHbIN LEHTP B YCTAHOBJIEHHOM
MuHUCTEPCTBOM 34paBoOXpaHeHuns Poccuiickoi

depepaliviy mopsiike OCYIECTBISIET MOHUTOPUHT
IBVKEHMS M y9eTa MMYIIeCTBa B CyObeKTax
Poccuiickoit ®enmepaiiviv, JOBOOUT 10 CBeIEHUS
YIIOJITHOMOYEHHbIX OPTaHOB UCIIOJTHUTEIbHO BJIaCTU
cyobekToB Poccuiickoit @egeparny, hemepanbHbIX
yUYpeskaeHuli, 0Ka3bIBAIOIIUX MeAUIMHCKYIO
MOMOILIb, ITOJIBEJOMCTBEHHBIX MUHUCTEPCTBY
3IpaBooxpaHeHus Poccuiickoit @enepanmu,
denepasIbHOTO MeINKO-0MOIOTMUECKOTO areHTCTBA
MOJIydYeHHbIe 110 pe3yJIbTaTaM MOHUTOPMHTA JaHHbIe,
B TOM 4MCJie CBeIeHMsI 0 HOMEHKJIaType, KOJIMYeCTBe
¥ CTOMMOCTU UMYIIECTBA, 00 OTCYTCTBUM
MOTPEOHOCTY B MUMYIIIECTBE MO0 O TIOSIBJIEHUA
IOTIOJTHUTEIbHOM IMTOTPEOHOCTY B UMYIIECTBE U
COIJIaCOBBIBAET IepepacIiipeseseHye UMyLecTBa
Mexay cyobekTamu Poccuiickoii @enmepariinm,
(henepasbHBIMU YIPEKIEHUSIMM, OKa3bIBAIOIMMU
MeJUIIMHCKYI0 TOMOIIb, MOABEA0MCTBEHHbIMU
MuHucTepcTByY 34paBoOXpaHeHyst Poccuiickoii
®enepauyn, u OenepajibHbBIM MeIVNKO-
610JIOTMYECKUM areHTCTBOM.

11. ITepemava umMyIecTBa MeXay Cy0ObeKTaMm
Poccuiickoit ®emepaunn, pegepasbHbIMU
yUpeXIeHUsIMM, OKa3blBaIOIIUMM MeOUIIMHCKYIO
MOMOIILb, TTOJIBEJOMCTBEHHbIMU MUHUCTEPCTBY






3apaBooxpaHeHust Poccuiickoit ®enmeparium, u
denepaJbHBIM MeAVKO-0MOTOTMYECKMM areHTCTBOM

OCYILECTBJISIETCSI HA OCHOBAHMM COOTBETCTBYIOIETO
pacnopsiAuTe/bHOTO aKTa YIIOJHOMOYEHHOTO OpraHa
MCIIOJIHUTEILHOM BJIACTU Cy0beKTa Poccuitckoit
@enepanyy, MMHUCTEPCTBA 3 paBOOXpPaHEHMS
Poccuiickoit ®enepatyiu i @emepajibHOTO
MeIOMKO-010JIOTMUEeCKOro areHTCTBA O Iepemave
MMYILeCTBA, U3BelIeHMs O TOCTaBKe UMYILeCTBa U
aKkTa rpyuema-repenaun.

®denepanbHBI LIEHTP YBEIOMIISIETCS O Tlepegayde
umyuiecTBa B 10-1HeBHbIN CPOK MOC/Ie AHS
MOAIMCaHMs aKTa IpueMa-Iepegaun
YIIOJIJHOMOYEHHbIM OPraHOM MUCITOJTHUTETbHON
BJIacTU cyobekTa Poccuiickoit @emepanyn,
dbemepanbHBIM YUpeKIeHMEM, OKa3bIBAIOIIM
MeJIULMHCKYIO0 TOMOIIb, TOABEA0MCTBEHHBIM
MuHUCTEPCTBY 3 paBOOXpaHeH st POCCUIiCKOIM
Oenepanyn, u emeparbHbIM MeINKO-
610JIOTMYECKMM areHTCTBOM.

12. ®enepasnbHbBIN LIEHTP €KeKBApPTaabHO, 10 10-TO
yucsIa Mecsa, CJieAyoero 3a OTYeTHBIM
KBapTaJioM, IIpeiCTaB/IsIeT CBeleHUS O Iiepemade
mUmyImiecTBa cyobektam Poccuiickoit Demeparium,
dbenepasbHBIM yUpeXIeHUSIM, OKa3bIBAIOLIIUM
MeAUIIMHCKYIO TOMOIIb, ITOIBEJ0OMCTBEHHBIM






MuHMUCTEPCTBY 3ApaBoOXpaHeHus Poccuiickori
Oenepanyuu, OerepayibHOMY MeUKO-
610IOTMYECKOMY areHTCTBY M COTJIaCOBAaHHBIX
nepepacrpeaegeHusIX UMYIIeCTBa, B TOM UMUC/ie
Mexny cyobekTamu Poccuiickoit @enmepartinm,
denepanbHBIMU YUpEKIEHUSIMM, OKa3bIBAIOLIMMU
MeJUIIMHCKYI0 TOMOIIb, MOABeA0MCTBEHHbIMU
MuHucTepcTByY 34paBoOXpaHeHyst Poccuiickoii
®enepanyn, PegepasbHbIM MeIUKO-0MOIOIMUECKUM
areHTCTBOM, B DeiepabHYIO CJTYSKOY 10 HaI30pY B
cdepe 3apaBoOXpaHeHUS B LeJISIX OCYIIeCTBIEHUS
KOHTPOJISI 34 LieJIeBbIM MCIIOJIb30BaHMEeM UMYIIeCTBa,
a Takke B MMHUCTEPCTBO 3ApaBOOXpPaHeHUST
Poccuiickoit ®enmepaunn.”.

2. B moctanosnenun IIpaBurtenbctBa Poccniickoii
®enepanyu ot 28 gekabps 2016 r. N 1512 "06
yTBepskaeHuu ITonoskeHnst 06 opraHu3anumn
obecrieueHust NI, UHPULIVPOBAHHBIX BUPYCOM
MMMYHOAeduIMTa yeloBeKka, B TOM UMC/Ie B
coueTaHUM C Bupycamu renatutos B u C,
QHTUBUPYCHBIMM JIeKapCTBEHHbIMM TIpelapaTaMu
IJISI MeIVIIMHCKOTO TTpuMeHeHust 1 ITooskeHust 06
opraHusauyyu obecriedeHust JInil, 60JIbHbIX
TyOepKyJIe30M C MHOKECTBEHHO JIeKapCTBEHHO
YCTOUMBOCTbIO BO3OYOMUTEIS,
AHTMOAKTEPUATbHBIMU U ITPOTUBOTYOEPKYJIE3HBIMMU
JIeKapCTBEHHBIMM TIperapaTamu Ajis Me IUIMHCKOTO






npuMeHenus:" (CobpaHyue 3aKOHOIATE/TbCTBA
Poccuiickoit ®epgepauyu, 2017, N 2, ct. 344; 2019, N

1, ct. 38; N 35, cT. 4975; 2020, N 49, cT. 7936):

a) B [TosioxkeHnu 06 opraHm3ainuy obecrieueHust Jnil,
MHOUILIMPOBAHHBIX BUPYCOM UMMYyHOAeDuUIuTa
yej0BeKa, B TOM UMCie B COUeTaHUM C BUPyCaMu
renaTuToB B u C, aHTMBMUPYCHBIMU JIeKAPCTBEHHBIMMU
rperaparamu IJisi MeIUIMHCKOTO NPUMeHeHMs],
YTBEpPXIEeHHOM YKa3aHHBIM [IOCTAHOBJIEHUEM:

IIYHKT 2 NOIOJIHUTD CJI0BAMM "M IlepeuncisieMble
(dbeneparbHOMY Ka3eHHOMY yUpesKIeHUIO
"@eepalbHbIN LEHTP [IJIaHUPOBAHUS U
OpraHu3alum JieKapCTBEHHOTO obecrieueHusI
rpaxgaH” (ganee - ®egepabHbIN LEHTP) AJ1S
OpraHmM3aluu U MPOBeeHNs 3aKyIIOK
JIeKapCTBEHHBIX IIpernapaToB’;

B IIyHKTe 4 cj10Ba "MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®emgepaummn”
3aMeHUTH cj1I0BaMy "deflepaIbHbIM LIEHTPOM";

B ab3alle BTOPOM MYHKTA 5 ¢JioBa "B MUMHUCTEPCTBO
3apaBooxpaHeHus Poccurickoit ®emepaiim”
3aMeHUTH CJIoBaMu "B DeepanbHblil LIEHTP', CJIOBA
"yKazaHHbIM MMHUCTEPCTBOM" 3aMEeHUTD CJI0BaMU
"MuUHMUCTEPCTBOM 3ApaBOOXpaHeHus: Poccuiickoit
Qenepanyn’;






ITYHKT 6 U3JIOXKUTD B CJIeAYIONIel pegaKkInm:

"6. ®eepanbHBIN LIEHTP pacCMaTpPUBaeT
MpeCcTaBJIeHHbIe 3a9BKM Ha COOTBETCTBME
yCTaHOBJIEHHOJ (popMe, Ha TIpeIMeT
000CHOBAHHOCTM 3asIBJIEHHBIX 00'b€MOB
JIeKapCTBEHHBIX ITPeIapaToB, TPy HEOOXOAMMOCTH
KOPPEKTUPYET UX U COTJIaCOBbIBAET C BHIHECEHMEM
COOTBETCTBYIOILIETO pPelleHus.

He nmo3gHee 15 ceHTSI0pPS TEKyIIEro roaa
depnepanbHbIN LIEHTP MPeACTaBIsIET YKa3aHHbIE
3asIBKM B KOMMCCHI0O MMHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoit @emepanum mo
pPacCMOTpPEHMIO 3asIBOK (fajiee - KOMUCCUS) IJIsT UX
pacCMOTpPEeHMs € y4aCTUEM MpeACTaBUTeeN
depnepanbHOTO LIEHTPA, OPTAaHOB UCIIOJHUTEIbHON
BJIaCTU Cy6BeKTOB Poccuiickoit @enmepaliium,
denepasbHOTO MeAMKO-0MOIOrMYECKOTr0 areHTCTBA,
denmepanbHOI CITYKOBI MCITOJTHEHNST HAaKa3aHMIA (B
TOM YMCJIe C MCITOb30BaHMeM MHGOPMAIMOHHO-
TeJIEKOMMYHMKAIIMOHHBIX TEXHOJIOTUIT) Ha TpeMeT
000CHOBAHHOCTM 3asIBJIEHHBIX 00b€MOB
JIeKapCTBEHHBIX MIperapaToB, UX KOPPEKTUPOBKU MPU
HEeOOXOAMMOCTY U YTBEPKAEeHMS 00beMOB ITOCTAaBOK
JIeKapCTBEeHHBIX IperapaToB. [TonoxeHue o
KOMMCCUM U ee COCTaB yTBePKAAI0TCs
MuHucTepCcTBOM 34 paBoOxXpaHeHust Poccuiickoin






®enepan.

PaccmoTpeHne 3asBOK, yTBEPXKIeHEe 00beMOB
MOCTaBOK U IpejcTaB/ieHe B DeepanbHbIi IEHTP
CBeJIeHNI1 00 YTBEPKIEHHBIX 00'beMaxX IMOCTaBOK
OCYIIECTBJISIOTCS KOMUCCHUEN B TeueHue 30 gHeit co
IHSI IOCTYILIeHMST 3asiBOK OT PefiepaibHOTO LIeHTpa.

CBeneHMs 00 yTBePKIEHHbBIX KOMMCCHEl 06beMax
MOCTAaBOK JIEKAPCTBEHHBIX IIPenapaToB
HanpasJsiioTcs PeepaibHbIM LIEHTPOM B
denepasbHYIO CITYSKOY MCITOTHEHMST HaKa3aHUIA,
denmepaibHOE MeAMKO-0MOJIOrMUECcKoe areHTCTBO, a
TaKKe B YIIOJTHOMOY€EHHbIe OpraHbl UCIIOJTHUTETbHO
BJIacTU CyobekToB Poccuiickoit demepanum B
TeueHue 3 paboumx JHEN CO THS MOCTYIUIEHUS
CBeJleHUI OT KOMUCCUN.";

B ITyHKTe 8:

cnoBa "MMHUCTEPCTBO 34,paBOOXPaHeHM S
Poccuiickoit @enepauin” 3aMeHUTh CJIOBAMU
"MenepabHbIN LIEHTP";

JIOITOJIHUTH ab63a1eM CJIeAYIOLIero ComepsKaHms:

"MMHMCTEPCTBO 34paBOOXpaHeHys Poccuiicko
@enepanyy exerofHoO M34aeT akT O COIVIaCOBaHUU
nepenauy @enepasbHbIM LIEHTPOM 3aKyIJIEHHBIX B






COOTBETCTBUM C HacTOSIIUM [lo105)keHMemM
JIEKapCTBEHHDbIX ITPEIIapaTOB OpraHaM

VICIIOJTHUTEIbHOJ BJIACTU CYyOBEKTOB Poccuitckoii
@enepaiuu B chepe oxpaHbl 3T0POBbS,
denepasibHOI CITy>kOe MCIIOTHEeHMSI HaKa3aHuit U
denepasbHOMY MeIMKO-OMOJIOTMUECKOMY
areHTCTBY.";

B yHKTax 9 1 10 cjioBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®engepaummn”
3aMeHUTD cjI0BaMy "Dellepa/ibHbIN LIEHTP";

B nyHKTe 11 ciioBa "MuUHMCTEPCTBO
3apaBooxpaHeHus Poccurickoit ®emepaiin”
3aMeHUTh cjioBamu "denepasibHbIN HEHTP", CJIOBA
"yKazaHHbIM MMHUCTEPCTBOM" 3aMEeHUTH CJI0BaMU
" IUPEKTOPOM (YIIOTHOMOUYEHHBIM JIUIOM)
®denepasbHOrO IeHTpa";

B yHKTe 12 c1oBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emgepaummn”
3aMeHUThb cjI0BaMy "dDellepa/ibHbIN LIEHTP";

B ITyHKTe 15 cyioBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccurickoit ®emepaiium B
YCTaHOBJIEHHOM UM MOpSAAKe" 3aMEeHUTDb CJI0BAMU
"®emepasibHbIN LEHTP B YCTAHOBJIEHHOM
MuHMCTEPCTBOM 3[1paBOOXpaHeHUs PocCcuiicKom
Oenepanuu nopsake”;






B IyHKTe 16 c1oBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®enepaummn”

3aMeHUTD cj1I0BaMy "Dellepa/ibHbIN LIEHTP";
MYHKT 17 U3JIOKUTDH B CJIeyIOlL el pesakinn:

"17. ®emepanbHbIi LEHTP eXXKeKBapTaJIbHO, 10 10-TO
Yyycia Mecsa, Cegyuero 3a OTYeTHbIM
KBapTajaoOM, IpeJCTaB/sIeT CBeLeHMs O Ilepefaue
JIeKapCTBEHHBIX MPernapaToB YIIOJHOMOYEHHbIM
opraHam, ®eqiepasbHO¥ CITyskO€ MCTIOTHEHUST
Haka3aHuii, PegepajibHOMY MeAUKO-
610I0TMYeCKOMY areHTCTBY U COTJIaCOBAaHHBIX
repepacnpezeeHusIX 1eKapCTBEeHHbIX IIpenapaToB, B
TOM UMCJIe MeXIY YIIOJTHOMOUYEHHbIMY OpraHaMMu,
denepasibHOI CITY3KO0I MCTIOTHEHMS] HAKA3aHUA,
denepasbHBIM MeAMKO-0MOJIOTMYECKUM areHTCTBOM,
B DeiepasbHYIO CAYKOY 0 HAJ30pY B cdhepe

34, pPaBOOXPAHEHMS B LIEJISIX OCYILeCTBIEHMS KOHTPOJIS
3a LieJIeBbIM MCII0JIb30BaHMEM JIEKAPCTBEHHBIX
rperaparos, a Takke B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®engepaumn.”;

6) B ITosmoskeHuu 06 opraHm3anuy obecrneueHus JInil,
O0JIbHBIX TYOEpPKY/I€30M C MHOXXECTBEHH O
JIEKapPCTBEHHOJ YCTOMUMBOCTHIO BO30YIMTEIIS,
aHTUOAKTepUaIbHBIMU U IPOTUBOTYOEPKYJIE3HBIMMU
JIleKapCTBEHHbIMM TIperapaTaMu AJisl Me IUIMHCKOTO






IIpUMEHEeHHNs, YTBEPKAECHHOM YKA3dHHBIM
ITIOCTAaHOBJ/IEHNEM

IIYHKT 2 JOTOJHUTD CJI0BAMU "M TIepeuncisieMple
dbenepasbHOMY Ka3eHHOMY YUpesKIeHUIO
"®eepalibHbIN LIEHTP [IJIAaHUPOBAHUS U
OpraHu3alum JieKapCTBEHHOTO obecrieueHusI
rpaxmaH” (ganee - ®egepabHbIN LEHTP) AJ1S
OpraHu3aluu U IpoBeeHs 3aKyIIOK
JIeKapCTBEHHBIX TIPernaparos”;

B IYHKTe 4 cjioBa "MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®enepaummn”
3aMeHUTH cj1I0BaMy "Dellepa/IbHbIM LIEHTPOM";

B ab3aille mepBOM ITyHKTa 5 cjioBa "B MMHMUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaiim”
3aMeHUTH CJIoOBaMI "B DeepanbHblil LIEHTP", CJIOBA
"yKazaHHbIM MMHUCTEPCTBOM" 3aMEeHUTH CJI0BaMU
"MuUHMUCTEPCTBOM 3ApaBOOXpaHeHns1 Poccuiickoin
®Genepauyun’”;

ITYHKT 6 U3JIOXKUTD B CJIeAYIONIel pegaKkIInm:

"6. ®emepanbHBIN LIEHTP pacCMaTpUBaeT
TMpeCcTaBJeHHbIe 3a9BKM Ha COOTBETCTBUE
yCTaHOBJIEHHOJ (popMe, Ha TIpeIMeT
000CHOBAHHOCTM 3asIBJIEHHBIX 00'b€MOB
JIeKapCTBEHHBIX ITPeIapaToB, TPy HEOOXOAMMOCTH






KOpPPEKTUPYET UX U COIJIaCOBBIBAET C BbIHECEHMEM
COOTBETCTBYIOIIETO PEeIIeHMS.

He nmo3nHee 15 ceHTA6GPS TeKylero roaa
@enepabHbIN LEHTD NPeACTaBsIeT yKa3aHHbIe
3asBKM B KOMMUCCUIO MMHMUCTEpCTBA
3apaBooxpaHeHms Poccuiickoit @emepanum mo
pacCMOTPEHMIO 3as1BOK (Jajee - KOMUCCUS) IS UX
paccCMOTpeHMs C ydyacTueM IpefCcTaBuUTeeii
®enepanbHOTO LEHTPA, OPTraHOB UCIIOJHUTEIbHOM
BJacTU Cy6bekToB Poccuiickoii @enepaiiuu, (B TOM
yycJie C UCMOMb30BaHMeM MHAOPMALIIOHHO-
TeJIeKOMMYHMKALIMOHHBIX TEXHOJIOIUIA) Ha IpeMeT
000CHOBAaHHOCTY 3asIBJIEHHBIX 00'b€MOB
JIeKapCTBEHHBIX MIPernaparoB, UX KOPPEKTUPOBKY IIPU
HEeO0OXOAMMOCTU U YTBePsKAeHMsI 00beMOB MTOCTaBOK
JIeKapCTBeHHBIX Ipernapartos. [IonoxkeHue o
KOMMCCUHA U ee COCTaB YTBEePKIalTCs
MuHUCTEPCTBOM 3ipaBooOXpaHeHus Poccuiickoi
denmepanyn.

PaccMoTpeHMe 3asiBOK, YTBepKIeHe 00beMOB
IIOCTaBOK U IpefcTaBiieHe B PeepaibHbIi LEeHTP
CBeIeHM i 00 YTBEPKIEHHBIX 00beMaXx IMOCTAaBOK
OCYILECTBIISIIOTCSI KOMUCCHeil B TeueHue 30 nHeit co
IIHS TIOCTYIIJIEHU S 3as1BOK OT DeiepaabHOTO 1IeHTpA.

CBeneHMs 00 yTBepXKIeHHbIX KOMUCCHel 06bemMax






ITIOCTAaBOK JIEKaPpCTBEHHLIX ITpeIapaToB
HaIIpaBJIAIOTCA CDeI[epa)'[beIM IEeHTPOM B OpraHbl

VICIIOJTHUTEIbHOJ BJIACTU CYyOBEKTOB Poccuitckoii
®enepanyu B cdepe oxXpaHbl 300POBbSI B TEUEHME 3
pabounx mHel co JHS MOCTYIIEHUS CBeIeHMIt OT
KOMUCCUN.";

B ITyHKTe 8:

coBa "MMHUCTEPCTBO 34 paBOOXPaHeHM S
Poccuiickoit ®enepauyn” 3aMeHUTh CJIOBAMU
"MenepabHbIN LIEHTP";

JIOITOJIHUTH ab63a1eM CJIeAYIOLIero ComepsKaHms:

"MMHMCTEPCTBO 34paBOOXpaHeHys Poccuiicko
depnepaliy eXXeroqHo U3L4aeT akT O COTJIaCOBAaHUN
nepenaun GenepajibHbIM LIEHTPOM 3aKyIIJIEHHBIX B
COOTBETCTBUM C HACTOSIIMM [losioskeHMeM
JIeKapCTBEHHBIX ITperapaToB OpraHam
MCIIOJIHUTETbHO BJIACTU CyO'beKTOB Poccuitckoin
®enepanyu B cdepe 0XpaHbl 300POBbSL.";

B IyHKTax 9 u 10 ciioBa "MuUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaim”
3aMeHUTD ciioBaMy "DemepasibHbIl LIEHTDP";

B iyHKTe 11 c1oBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaim”






3aMeHUTH cjioBaMu "®DemepasibHbIi LIEHTP", CJIOBA
"yKazaHHbIM MUHUCTEPCTBOM" 3aMEHUTD CJI0BAMU

"IMPEeKTOPOM (YIIOTHOMOYEHHBIM JIULIOM)
®enepasbHOrO IeHTpa";

B IyHKTe 12 ci1oBa "MUHMCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepanm”
3aMeHUTb ciioBaMmu "DenepasibHbIl LEHTDP";

B ITyHKTe 15 ¢yioBa "MMUHUCTEPCTBO
3apaBooxpaHeHMs Poccuiickoit ®emepaiin B
YCTaHOBJIEHHOM UM IOPSIAKe" 3aMEHUTh CJIOBAMU
"DenepalibHbIN IIEHTP B YCTAHOBJIEHHOM
MuHucTepcTBOM 34paBooxpaHeHus Poccuitckoin
®epepauyu nopsgke”;

B IYHKTe 16 ci10Ba "MUHMCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepanm”
3aMeHUTbD ciioBaMmy "DenepabHbIl LEHTDP";

MMYHKT 17 U3JIOKUTD B CJIAYIONLeN pegaKIInn:

"17. ®enepanbHbIii LIEHTP €KeKBapTalbHO, 10 10-r0
Yucaa Mecsa, CJeAyIoero 3a OTYETHBIM
KBapTaJioM, MIpeJICTaB/IsSIeT CBeIeHNS O Iiepeaye
JIeKapCTBEHHBIX ITpernapaToB B COOCTBEHHOCTh
cyobekTta Poccuiickoit @emepaiium 1 COTIaCOBAHHBIX
repepacripeiesieHUsX JIEKAPCTBEHHBIX ITPenapaToB
Mexny cyobektamu Poccuiickoit @enepanym B






denepasibHYIO CJIYKOY IO Ha30py B chepe
3[paBOOXpPaHEHMS B LESIX OCYIeCTBIAeHMS KOHTPOJIS
3a 1ieJIeBbIM MCIIOIb30BaHMEM JIEKapPCTBEHHbIX
Mpenaparos, a Takke B MMHMCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaninn.”.

3. B [IpaBunax BeneHus ®@enepasibHOTO pernucTpa
Jull, MHOUIIMPOBAHHBIX BUPYCOM MMMYHOAeduTa
yejioBeka, 1 deepasbHOrO perucTpa Jnil, 60JIbHbIX
Ty6epPKyIe30M, YTBEPKIEHHBIX ITOCTAaHOBIEHEM
[TpasutenbcTBa Poccniickoii @epepanyu OT 8 anpens
2017 r. N 426 "O6 yrBepskaeHun IIpaBui BegeHms
denepasibHOTO perucTpa Jauil, MHOUIIMPOBAHHBIX
BUPYCOM MMMYyHOIe(bUIINTA YeTOBeKa, U
denepaIbHOTO PETUCTPA JIUII, OOJTbHBIX
Ty6epkyne3om" (CobpaHye 3aKOHOIATeIbCTBA
Poccuiickoit ®enepauyn, 2017, N 16, cT. 2421):

a) MMyHKT 3 IOIMOJHUTH ab3alleM C/IeIyIOIIero
comepskKaHus:

"MMHMCTEPCTBO 3paBOOXpaHeHMs Poccuiicko
denepanyum obecrneunBaeT denepasbHOMY
Ka3eHHOMY yupexaeHunto "denepanbHblii LEHTP
IUIAHUPOBAHUS U OPraHMU3aluK JIEKAPCTBEHHOT'O
obecrieueHus TpaskaaH" JOCTYII K CBeIEHMSIM,
comepkauumcs B peepasbHbIX permcTpax.”;

6) myHKT 11 mocste cjioB "MMUHUCTEPCTBO






3apaBooxpaHeHus Poccuiickoit ®emepaiuny,”
IOMOJIHUTD cI0BamMu "denepanibHOe Ka3eHHOe

yupexxgeHue "denepajibHbIN [IEHTP IVIAHVUPOBAHUS U
OpraHu3alum JieKapCTBEHHOTO obecrieueHus

rpaxmaH",".

4. B moctaHoBnenun IIpaBurtenbcTBa Poccuiickoi
@enepanyy ot 26 Hos16pst 2018 1. N 1416 "O mopsigke
opraHmsauyyu obecrieueHus JeKapCTBeHHbIMU
rpernapaTamu Jinii, 60JbHBIX reMopuInei,
MYKOBUCIIMI030M, TUTTO(PM3apHBIM HAHM3MOM,
6ose3HbI0 ['O11I€, 3/TOKAUECTBEHHBIMMU
HOBOOOpa30BaHMSIMM JIMMOOUTHO, KPOBETBOPHOI U
POJICTBEHHBIX UM TKaHE, pacCesIHHbIM CKJIEPO30M,
reMOJIMTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOIIIECKMM apTPUTOM C CMCTEMHBIM HauyaJaoM,
mykornoaucaxapuzosom I, II u VI Tunos,
aruIacTUYeCcKoi aHeMueil HeyTOUHEHHOI,
HacJieICTBeHHbIM HebuiinTomM paktopos II
(pubpuHOreHa), VII (mabunpHoro), X (Ctioapra -
[Ipayapa), muti 1ocjie TpaHCIJIAaHTALMM OPTaHOB U
(M) TKaHe, a TaKKe 0 MPU3HAHUU YTPATUBIIUMU
CUJTy HEKOTOPBIX akTOB [IpaBuTenbcTBa Poccuiickoi
@enepanun’ (CobpaHue 3aKOHOATEIbCTBA
Poccuiickoit ®enepauyu, 2018, N 49, ct. 7620; 2020,
N 14, ct. 2101):

a) B [IpaBwiax opranu3saiyu obecrieueHmst






JIeKapCTBEHHBIMM TIperapaTaMu JIUI, 60TbHbIX
remodnnneii, MyKOBUCIUI030M, TUTIODU3aPHBIM
HaHM3MOM, 60Jie3HbIO ['Ol1Ie, 3/10KaUeCTBEHHBIMMU
HOBOOOpa30BaHMSIMM IMMOOUTHO, KPOBETBOPHOI U
POLCTBEHHBIX M TKaHE, pacCesIHHbIM CKII€EPO30M,
reMOJIUTUKO-YPEMUUECKUM CUHIPOMOM,
IOHOILIECKMM apTPUTOM C CUCTEMHBIM HAa4aIoM,
mykornoaucaxapugosom I, I u VI tunos,
aryIacTUYecKkoi aHemMueli HeyTOUHEeHHOI,
HacaeCTBEHHBIM aAebuiinTom dhakTopos Il
(dubpunorena), VII (mabunbHoro), X (CtroapTa -
[Ipayapa), 111 oc/ie TpaHCIUIAHTALUMM OPTaHOB U
(Mnn) TKaHel, yTBeP>XKAeHHbIX YKa3aHHbBIM
IOCTaHOBJIEHMEM

IIYHKT 2 JOINOJHUTD CJI0BaMU "M IlepeunuciasieMble
(denepambHOMY Ka3eHHOMY YUpesKIEeHUIO
"MenepalbHbBIN LIEHTP IJIAHUPOBAHUS U
OpraHM3aIum JeKapCTBEHHOTOo o6ecreyeHust
rpaxman” (gaynee - ®egepajibHbIN LEHTP) AJ1S
OpraHu3aluu U IIpoBeeHs 3aKyIIOK
JIeKapCTBEHHbIX IIperapaTroB”;

B IYHKTe 4 cjioBa "MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®emepanm”
3aMeHUTH cJioBaMu "DefepaibHLIM IIEHTPOM " ;

B ITyHKTe 5 cj10Ba "MMHMCTEPCTBO 34 paBOOXpaHeHUS






Poccuiickoit @epgepaniin’ 3aMeHUTD CJIOBAMM
"DenepalibHbIN LIEHTP", CJI0BA "YKAa3aHHBIM

MuHuCTEpCTBOM" 3aMEeHUTD CJI0BaMU
"MuHMCTEPCTBOM 3paBooxXpaHeHus Poccuiickorii
®enepauyun’”;

IYHKT 6 U3JIOXKUTD B CJIEYIOIIEl pegaKIIum:

"6. @eqepasbHBIN IIEHTP pacCMaTpUBaET
MpeiCTaBlIeHHbIE 3aIBKM HAa COOTBETCTBUE
yCTaHOBJIEHHOJ hopMe, Ha TpesMeT
000CHOBAHHOCTM 3asIBJIEHHBIX 00b€MOB
JIeKapCTBEHHBIX MTPernapaToB U Mpy HEOOXOIUMOCTH
KOPPEeKTUpPYeT UX U COTJIaCOBbIBAET C BbBIHECEHMEM
COOTBETCTBYIOILIETO PelIeHMSsI.

He mo3gHee 15 ceHTSIOPS TEKYIIEro roga
®denepanbHbI IEHTP MpeACTaB/sIeT YKa3aHHbIE
3asiBKM B KOMUCCUI0O MMHUCTEPCTBA
3apaBooxpaHeHus Poccuiickoit @enepaiu 1o
pPacCMOTpPEHMIO 3asIBOK (fajiee - KOMUCCUS) OIS UX
pacCMOTpeHMs C y4acTeM MpeacTaBUTeNei
®depnepanbHOIO LIEHTPA, OPTaHOB UCIIOJHUTEIbHOMN
BJIacTU cy6BeKTOB Poccuiickoit @emepatinut (B TOM
YlcJie C MCIOAb30BaHMeM MHMOPMAIMOHHO-
TeJIEKOMMYHMKAIIMOHHBIX TEXHOJIOTHMIT) Ha MpeMeT
000CHOBAHHOCTH 3asiBJIeHHbIX 00b€MOB
JIeKapCTBEHHBIX MPeIapaToB, UX KOPPEKTUPOBKU MIPU






HEO6XO,ZLI/IMOCTI/I U YTBEPXKOEHUA 00beMOB ITOCTaBOK
JIEKapCTBEHHbIX ITPEIIapaToOB. ITonoxeHue o

KOMMUCCUHU U €e COCTaB YTBEPKIAITCS
MuHucTepCcTBOM 34 paBooxpaHeHms1 Poccuiickoin
®denepainn.

PaccmoTpeHne 3asBOK, YTBEPXKIeHe 00beMOB
MOCTaBOK U IpeacTaB/ieHe B ®eepanbHbIi LIEHTP
CBeJIeHMi1 00 yTBePKIEHHBIX 00'beMaxX IMOCTAaBOK
OCYIIECTBJISIOTCS KOMUCCHUEN B TeueHune 30 gHei co
IHSI IOCTYILJIeHMST 3asiBOK OT PeflepaibHOTO 1LIeHTpa.

CBezeHMsI 06 yTBepsKIeHHbIX KOMUCCHEN 06beMax
MOCTAaBOK JIEKAPCTBEHHbBIX NTpenapaToB
HanpassoTcsa OegepanbHbIM LIEHTPOM B OpraHbI
MCITIOJTHUTEIbHO BJIACTU Cy6OBeKTOB Poccuiickoii
@enepanuu B chepe OXpaHbl 3T0POBbS B TEUEHME 3
pabounx IHeN CO THS MOCTYIIEHUS CBEIeHUIA OT
KOMMCCUN.";

B IIYHKTe 8:

cJioBa "MMHMCTEPCTBO 31paBOOXpPaHEHU S
Poccuiickoit ®epgepauymn”’ 3aMeHUTD CJIOBAMU
"@enepalibHbIN IEHTD";

IOTIOJIHUTH ab3a1eM CJIeAYIONIero CoIep KaHms:

"MuHMCTEpPCTBO 3paBoOOXpaHeHMs Poccuiickoin






dbenepaul/m €KerogHo n3aaeT akKT O COTJIaCOBaHUN
rnepegadymn d)e/:[epaanbIM LHEHTPOM 3aKYIIJIEHHBIX B

COOTBeTCTBUMU ¢ HacTosimyumu [IpaBunamm
JIleKapCTBEHHBIX MPernapaToB OpraHaM
rocynapCcTBeHHO BlIacTu cyobeKToB Poccuiickoit
®depnepauyu B chepe 0XpaHbl 340POBbSL.";

B myHKTax 9 u 10 ciioBa "MUHUCTEPCTBO
3IpaBooxpaHeHus Poccuiickoit ®enepaummn”
3aMeHUTH cJioBaMmu "DeepasbHbIN LIEHTP";

B nyHKTe 11 c1oBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®engepaummn”
3aMeHUTH cj10BamMiy "Dellepa/ibHbIN LIEHTP", CJIOBA
"yKa3aHHbIM MMHUCTEPCTBOM" 3aMEeHUTH CJI0BaMU
" IUPEKTOPOM (YIIOTHOMOYEHHBIM JIULLOM)
®enepasbHOrO LIeHTpa";

B IMyHKTe 12 cjioBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®enepanmmn”
3aMeHUTH cJioBaMmu "DeepasbHbIN LIEHTP";

B ITyHKTe 15 cj10Ba "MUHMCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @enepanu B
YCTAHOBJIEHHOM UM MOPSIKe" 3aMEeHUTDb CJIOBAMU
"MenepalibHbIN [IEHTP B YCTAHOBJIEHHOM
MuHMUCTEpPCTBOM 3ApaBooxXpaHeHnss Poccuiickoii
®enepauyu rnopsake”;






B IyHKTe 16 c1oBa "MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®enepaummn”

3aMeHUTH cj10BaMy "Dellepa/ibHbIN LIEHTP";
MYHKT 17 U3JIOKUTD B CJIeAyIolL el pesakinn:

"17. ®emepanbHbIi LEHTP eXXKeKBapTaJabHO, 10 10-TO
Yyycia Mecsia, Caeayouero 3a OTYeTHbIM
KBapTajaoOM, IpeJCTaB/sIeT CBeLeHMs O Ilepefaue
JIeKapCTBEHHBIX MpenapaToB cyobeKTy Poccuitckoii
®depnepalviy U COIJIACOBAHHBIX IepepacrpeneieHusx
JIeKapCTBEHHBIX MTpernapaToB MeXIy CyObeKTaMu
Poccuiickoit @enepauyu B GefiepabHYIO CIYKOY 110
HaJ30py B cdepe 30paBOOXpaHEHMS B LIeJISIX
OCYIIeCTBI€HUS KOHTPOJIS 3a 1ieJIeBbIM
MUCII0/Ib30BaHMEM JIeKapCTBEHHBIX IIperapaTos, a
TaxKke B MMHUCTEPCTBO 34paBOOXPaHEHUS
Poccuiickoin @enepaiun.”;

6) B IIpaBuiax BegeHus demepaabHOTO PermucTpa
JIU1I, O0JIbHBIX reMOoQuIMeit, MyKOBUCLIVIIO30M,
runogu3apHbIM HaHM3MOM, 060J1e3HbI0 T'o1le,
3JI0KaueCTBeHHbIMIM HOBOOOpa30BaHUSIMU
nuMGbOUIHON, KPOBETBOPHOM U POJCTBEHHbBIX UM
TKaHe, pacCesSHHbIM CK/I€PO30M, T€MOJIUTUKO-
ypeMUUeCKUM CUHAPOMOM, FOHOIIIECKMM apTPUTOM C
CUCTEeMHBIM Ha4yajaoM, MyKoIoaucaxapugosom I, IT u
VI TuIos, amiacTuyeckoi aHemMueil HeyTOUHEeHHOM,






Hac/leICTBEHHbIM AeduiutoM pakTopos II
(dubpuHOTeHa), VII (mabunpHoro), X (Ctoapra -

[Tpayspa), muil mocae TPaHCIJIAHTALUU OPTAaHOB U
(Mnn) TKaHel, yTBeP>XKAeHHbIX YKa3aHHbBIM
IOCTaHOBJIEHMEM:

MOAIYHKT "a" MyHKTA 2 LOIOJHUTD CJI0BAMU "U
repeunciisieMbix GenepajbHOMY Ka3eHHOMY
yupexaeHuio "denepanbHblil eHTpP IVIaHUPOBAHUS U
OpraHM3alym JeKapCTBeHHOTo 06ecreyeHust
rpaxnaH” (gasnee - ®egepaibHbIN LEHTP) AJ15
OpraHu3aluu U IpoBeeHMs 3aKyIIOK
JIeKapCTBEHHbBIX IIpernaparos”;

IIYHKT 3 JTOMOJHUTH ab3a1eM CIeayIouiero
comepsKaHus:

"MMHMCTEPCTBO 3paBOOXpaHeHys Poccuiicko
depnepauun obecrneunBaet PefepanbHOMY LEHTPY
IOCTyT K MHGOpMaLuu, cofepskalieics B
®denepasbHOM perucrpe.”;

IIYHKT 6 T10CJIe CJIOB "MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®enepanmmn”
JIOTIOJIHUTB cyioBamy *, DenepaibHbIN [IEHTP".

5. BIIpaBunax Begenus @emepasbHOTO peructpa
IpakIaH, MMEIIINX IIPaBo Ha obecrieyeHye
JIeKapCTBEHHBIMM IIperapaTamMmu, MeaUIIMHCKUMU






n3aejansamMin 1 Crieiajan3mpoBaHHbIMU ITPOOYKTaMMU
J1Ie4e6HOTO MUTAHMS 34 CUeT 6IOI[)K€THBIX

acCUrHoBaHMIi pemepaabHOro Or10IKeTa U GI0KETOB
cyobekToB Poccuiickoit @enmepaiinm, yTBepsKAeHHBIX
rocTaHoBJieHMeM [IpaBuTesibcTBa Poccuiickoi
@enpepanyu ot 12 oktsa6ps 2020 r. N 1656 "006
yTBepXkaenun [Ipasun segenuss degepajibHOTO
perucTpa rpakiaH, UMeIIMX paBo Ha
obecrieueHue JeKapCTBEHHbIMU TIpernapaTamiu,
MeOUIMHCKUMU U3OeNUIMU U
CIIenaaM3UPOBAHHBIMM ITPOAYKTAMM JIEUeOHOT O
MIUTAHMSI 3@ CUET OIOAKETHBIX aCCUTHOBAHMIA
dbenepanbpHOro 61075KETA U OI0/IKETOB CYOBEKTOB
Poccuiickoit ®egepaunn” (Cobpanue
3aKoHomarebcTBa Poccuiickoit ®epgepanym, 2020, N
42, cT. 6621):

a) MyHKT 5 IOMOJHUTD ab3a1ieM CIeyIoIero
cofepskKaHus:

"MuHMCTEpPCTBO 3ApaBooxXpaHeHMs Poccuiickoin
depnepauny obecrneunBaet dhegepasbHOMY
Ka3eHHOMY yupexxaeHnio "denepaabHblil LEHTP
TUIAHMPOBAHUS ¥ OPraHM3alyy JIEKapCTBEHHOTO
obecrieueHMs TpaskAaH" JOCTYII K CBeIeHMSIM,
cozepxkauuMmcs B @efiepaibHOM perucrpe.”;

0) B myHKTe 7 ¢JioBa "MMUHUCTEPCTBO






3apaBooxpaHeHus Poccuiickoit @enmepaun
obecrieunBaeT" 3aMeHUTH CJI0BaMu "MUHUCTEPCTBO

3apaBooxpaHeHus Poccuiickoit @emepaiium u
dbenepanpHOe KazeHHOE yupexaeHne "demepaabHbIi
LIEHTP IUIAaHMPOBAHUS U OpraHu3alun
JIeKapCTBEHHOT0 obecrieueHus TpaskaaH"
obecrieunBaioT".






