NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 28 Hos16ps1 2020 . N 1963

O BHECEHMU MU3MEHEHUI
B ITIOJIOJKEHME Ob OPTAHU3ALIMIY OBECITEYEHUSA
JINL, THONLIMPOBAHHBIX
BMPYCOM UMMVHOJE®HMINTA YEJIOBEKA, B
TOM YUCJIE B COYETAHNU
C BUPYCAMMU I'EITATUTOB B 1 C,
AHTVBUMPYCHbBIMU JIEKAPCTBEHHBIMU
ITPEITAPATAMMU 1JII MEJULTMHCKOI'O
[TPUMEHEHNS

IIpaBuTenbcTBO Poccuiickoin @enepannnu
MIOCTaHOBJISIET:

1. YTBepauTh npuiaraemMbie M3MeHeHUsI, KOTOpbIe
BHOCSTCS B [TososkeHre 06 opraHusanmum
obecrieueHust TN, UHPUIMPOBAHHBIX BUPYCOM
MMMyHoZeduIMTa YesloBeKa, B TOM UlciIe B
coueTaHMM C BUpycamu renatutoB B u C,
AHTUBUPYCHBIMM JIeKapCTBEHHbIMM TIpertapaTaMu
ILIST MeIUIIMHCKOTO TIpUMeHEeHMUSI, YTBepKIeHHOe
nocraHosyneHueMm IIpaBurtenbctBa Poccuiickoi
@enepanyu ot 28 gekabps 2016 r. N 1512 "06
yTBepskaeHuu ITomoskeHnst 06 opraHu3anumn






obecrieueHust NI, MHPUIMPOBAHHBIX BUPYCOM
MMMYHOAeduIMTa yeioBeKa, B TOM Uuciie B
coyeTaHuM C BUupycamu rernatutos B u C,
AHTUMBUPYCHBIMM JIEKapPCTBEHHBIMMU ITpernapaTaMu
IJIS MeIMIIMHCKOTO TpuMeHeHust 1 ITooskeHust 06
opraHusauuyu obecrieueHust Ui, 60JIbHBIX
Ty6epKyIe30M C MHOXKECTBEHHOI! JIeKapCTBEHHO
YCTOUMBOCTbHIO BO3OYOAUTES,
aHTMOAKTePUAIbHBIMU U TTPOTUBOTYOEPKYJIE3HBIMMU
JIeKapCTBEHHBIMMU TIperapaTamu 4jisi Me IULMHCKOTO
npumeHenust" (CobpaHye 3aKOHOIATEIbCTBA
Poccuiickon ®enepauyu, 2017, N 2, ct. 344; 2019, N
1, cT. 38; N 35, cT. 4975).

2. Hacrosiee 1ocTtaHoB/IeHye BCTyIIaeT B CUiy C 1
suBaps 2021 r.

[Tpencepnaresns IIpaBuTeIbCTBA
Poccuiickoit @enepaiyn
M.MUILTYCTUH

YTBepKaeHbl

roctaHoByieHueM [IpaBuTeNbCTBA
Poccuiickoit @egepatinn

oT 28 Hos16pst 2020 1. N 1963

W3MEHEHNMA],
KOTOPBIE BHOCATCA B IIOJIOKEHUE Ob
OPTAHM3ALIMIN OBECIIEYEHMS






JINL, THONLIMPOBAHHBIX BUPYCOM
VNMMVYHOJIEDULINTA YEJIOBEKA,

B TOM YMCIJIE B COYETAHNU C BUPYCAMUA
T'ETTATUTOB B 1 C,
AHTUBUMPYCHbBIMU JIEKAPCTBEHHBIMU
[TPETTAPATAMU
JJI1 MEIULIMHCKOI'O ITPUMEHEHN A

1. ITyskT 1 moce cnoB "®enepasbHOMY MeAUKO-
610I0TMYeCKOMY areHTCTBY," TOMOTHUTD CJIOBAMU
"®emepanabHOI CTyK6e MCTIOTHEeHNST HaKa3aHWiA, .

2. B myHkTe 5:

a) ab3air repsblit mociie coB "depepasbHOE MEIUKO-
610JIOTMYEeCKOe aTeHTCTBO" TOMOJHUTH CJIOBAMU ",
denepasibHas CIYKOa UCIIOTHEHMS HaKa3aHMi1";

0) B ab3a1ie BTOpoM cJioBa "a Takke PepepanbHoe
MeauKO-6M0I0rMyeckoe areHTCTBO" 3aMeHNUTh
c1oBamy "®deepaabHOe MeAMKO-010I0IMYecKoe
areHTCcTBO, ®emepanbHast CIy>K0a MCIIOTHEHUS
HaKa3aHuin".

3. AG3al1 BTOpOJ ITyHKTA 6 MOc/Ie CI0B "CyOBheKTOB
Poccuiickoit ®enmepauyin” JONOAHUTD CIOBAMM ",
denepambHOI CTY>KOBI MCTIOTHEHUST HAKa3aHMit".

4. IlyukT 8 mocsie c10B "B cpepe oXpaHbl 340POBbS"






IOTIOJIHUTD cioBamu ', DemepasbHO CITysKO0i1
MUCIOJIHEHMSI HaKa3aHuii".

5. ITIyukT 10 mocie cyioB "®enepaabHOMY MeINKO-
610I0TYeCKOMY areHTCTBY" IOMOTHUTD CJIOBAMU U
denepasibHOI CITysKOE MCIIOTHEHMSI HaKa3aHuit".

6. B nynkre 11 cyioBa "u @enepanibHOe MeOUKO-
610IOTMYEeCKOe aTeHTCTBO" 3aMEeHUTh CJI0BAMM
"®epepasbHOE MEINKO-0MO0JIOTMUECKOe areHTCTBO U
denmepanbHYIO CTYKOY MCIIOTHEHNST HaKa3aHMIi .

7. IlyHkTBI 12 1 13 mocsie ¢j10B "YTIOJITHOMOYEHHbIe
OpraHbl" NOIMOJHUTL ciIoBamu ', PenepajibHas
CJTy>k0a MICTIOTHEeHUST HaKa3aHuii '

8. ITyHKT 15 1mmocsie cJioB "yIIOJTHOMOYEHHBIX OPraHOB"
IOTIOJHUTD cjI0BaMu ", emepaibHO CTYKOBI
VCIIOJITHeHYS HaKa3aHui", Iocjie CJI0B "MeXIy
cyobpexkTamu Poccuiickoit @emeparium’ qOMOTHUTD
coBamy ", DemepasibHOIM CTY>KO0Ji MCITOTHEHMS
HaKa3aHWii".

9. A63ai11 BTOpOJ1 ITyHKTa 16 U3/I0KUTH B C/Ieayiolei
pemaKuum:

"Tlepenaya 1eKapCTBEHHBIX MIPEIapaToOB MEXIY
cyobexktamu Poccuiickoit @enepaim, @enepanbHoii
CITy>k0071 MCTIOJTHeHUsT Haka3aHuit u enepanbHbIM






Me,ZLI/IKO—6I/IO]IOI‘I/I‘-IeCKI/IM dI'€HTCTBOM
OCYIIECTBJIAETCSI Hd OCHOBAHMM COOTBETCTBYIOLIETO

pacIopsSANTENbHOrO aKTa YIIOJTHOMOUYEHHOTO OpraHa,
denmepanbHOI CITYKOBI MCITOJTHEHUS HAaKa3aHUI MIn
denepasbHOTO MeAMKO-0MOIOIMYECKOTO areHTCTBA O
rnepenayve JieKapCTBEHHBIX MPEIapaToB, U3BEIeHUS O
MOCTaBKe JIeKapCTBEHHbBIX MPerapaToB U aKTa
npuema-tnepenaum. MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoin @egepanun
YBEOOMJISIETCS O Tlepefave JieKapCTBEHHBIX
npernapaTtoB B 10-mHeBHBINM CPOK I10C/Ie MOAMCAHUS
aKTa npuema-repeadyyu COOTBETCTBYIOIIUM
YIIOJIHOMOYEeHHbIM opraHoM, @efiepanbHO CITysKO071
UCIIOJIHEHMS HaKa3aHui U @egepabHbBIM MeINKO-
610JIOTMYEeCKMM areHTCTBOM.".

10. ITyskT 17 1iocsie CJIOB "yIIOJTHOMOYEHHBIM
opraHaMm" JOMNOJHUTD cioBaMu ", enepanbHOM
cry>kbe MCTIOTHeHUST HaKa3aHuit", Tocsie cJIOB
"YIIOJIJHOMOYEHHBIMM OpraHaMu" TOTIOJTHUTh
cnoBamu ", DemepanbHONM CIIY>KO0¥ MCTIOTHEHUS
HaKazaHui1".

11. HommomuuTh MyHKTOM 22(1) Ciiemyroiero
comepkaHus:

"22(1). Opranusauus okasaHus MegULMHCKON
IIOMOIIV IULIAaM, 3aK/II0UEHHBIM I10J CTPaXKy UIN






0T6bIBaI0]_L[I/IM HaKa3aHMe B BUae JIMIIEeHMSA CBO60)1bI,
B TOM 4UMCJ/ie Ha3HaUYeH!e 1 IIpyuMeHeHne

JIeKapCTBEHHBIX IIperapaToB, OCYIeCTBJISIETCS B
MopsiJike, yCTaHOBJIEHHOM MUHMCTEpPCTBOM IOCTUIIUM
Poccuiickoit ®enepaunn.”.

12. IOTOTHUTD IMYHKTOM 26 CIeIyIOLIEero
comepsKaHus:

"26. OpraH MCITOJIHUTEIbHOM BIACTU B chepe OXpaHbI
3M0pOBbS cyobekTa Poccuiickoit demepaniin, Ha
TePPUTOPUM KOTOPOTO ITPOKMBAT OOTbHOM, WK
denepasbHOE MeINKO-6MOIOTMYECKOE aTeHTCTBO (B
cJIydae Bble3za 60IbHOTO C 00CTYKMBAEMOi UM
TepPPUTOPUN) ITPEACTABISET (B TOM UMCJIE C
MCIT0Ib30BaHMeM MH(POpPMaLIOHHO-
TeJIeKOMMYHMKAILIMOHHBIX TEXHOJIOTHI) 10 3aIpOoCy
denepaibHOI CITY3KOBI MCITOTHEHUS HAaKa3aHMi1
CBeIeHMsI O KOJMYEeCTBe Ha3HAUEeHHbBIX U
(akTMUeCKM mpesoCTaBIeHHbIX 00JTLHOMY
JleKapCTBEHHbIX MTpernaparos.

denepanbHas Cy:K0a MCIIOJHEHMS HaKa3aHUIA 10
3aIIpoCy opraHa MCIIOJTHUTETbHO BJIacTU B cepe
OXpaHbl 3I0pOBbs cyobekTa Poccuitckoit ®emeparinm,
Ha TePPUTOPUIO KOTOPOTO BbheXasl O0IbHOM, UIu
®enepasbHOTO MeAMKO-0MOJIOIMYECKOIO areHTCTBa
(B cyyae Bbeszia 60JIbHOTO Ha 0OC/TY;KMBAEMYIO M






TepPUTOPUIO) TIPEICTABIISIET (B TOM UMCIIE C
MCITOIb30BaHMeM MH(POPMAIIMOHHO-

TeJIEKOMMYHUKAIMOHHBIX TEXHOJIOTUI) CBEIEHUS O
KOJINYECTBE Ha3HAUEHHBIX WM (aKTUUECKA
MpeIoCTaBIEHHBIX O0JTbHOMY JIEKAPCTBEHHBIX
rperaparTosn.”.






