NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHME
oT 28 Hos16pst 2020 T. N 1963

O BHECEHMU U3MEHEHUI
B ITIOJIOJKEHUME Ob OPTAHM3ALIMI OBECIIEYEHIWA JINII,
VNHOMIVPOBAHHDBIX
BPYCOM UMMVYHOJE®ULNTA YEJIOBEKA, B TOM UHMCJIE B
COYETAHUU

C BUPYCAMU TEITATUTOB B 1 C, AHTBPYCHbBIMU
JIEKAPCTBEHHbIMU

[TPETTAPATAMMU T4 MEOMLIMHCKOT'O ITPUMEHEHNA

[TpaBuTtenbcTBO Poccuiickoi @enepaniyt MOCTAHOBIISIET:

1. YTBepauTh npuiaraemMbie MU3MEeHEHMsI, KOTOpbIe BHOCATCS B [losioskeHMe
06 opranmusaiuu obecrieueHust i, UHOUIIMPOBAHHBIX BUPYCOM
MMMyHoOAedUIUTa yesloBeKa, B TOM UlMcjie B COUeTaHUM C BUPyCaMU
renatuToB B u C, aHTUBUPYCHBIMMU JIeKaPCTBEHHBIMM ITperapaTaMu IJist
MeIULIMHCKOTO MPUMeHEeHMSI, YTBEePKIEeHHOe IMOCTAaHOBIeHMEM
[TpaBuTenbcTBa Poccuiickoii ®egepanny ot 28 mekabpst 2016 r. N 1512 "06
yTBepxkaeHnu ITosoxkeHnst 06 opraHusauu obecrieueHus Jauii,
MHOUIIMPOBAHHBIX BUPYCOM MMMYyHOAeDUIMTA Ye/IOBeKa, B TOM UMCIe B
coueTaHuM C BUpycamu renatutoB B u C, aHTUBUPYCHBIMU
JIeKapCTBEHHBIMM TIperapaTamu Ajisi MeIUIIMHCKOTO IPUMeHEeH S U
[MonoxkeHns 06 opraHM3anyy obecrieueHus Jaull, 60JbHBIX TyOEPKYI€30M C
MHOXEeCTBEHHO JIeKapCTBEHHO YCTOMUYMBOCTBIO BO30OYIUTE/IS,
aHTUOAKTEePUATbHBIMMU U TIPOTUBOTYOEPKYJIE3HBIMM JIEKAPCTBEHHBIMU
rperapaTamu ajist MeaIuIMHcKoro npumeHeHus:” (Cobpanme
3aKoHOmaTenbCTBa Poccuiickoin ®epgepannm, 2017, N 2, ct. 344; 2019, N 1,
cT. 38; N 35, cT. 4975).

2. Hacrosiee rnocraHoB/ieHye BCTyIIaeT B cuiy ¢ 1 suBaps 2021 r.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi ®enepaniu
M.MUIIYCTVH

YTBepKaeHbl



MocTaHoB/eHMeM [IpaBuTenbCTBA
Poccuiickoi @enepaniu
ot 28 Hos16pst 2020 1. N 1963

V3MEHEHNY,
KOTOPBIE BHOCSITCS B [IOJIOXKEHUE OB OPTAHU3ALINN
OBECITEYEHUS
JIVLL, UHOULIMPOBAHHBIX BUPYCOM UMMYHOIE®UIIUTA
YEJIOBEKA,
B TOM UMCJIE B COUETAHUU C BUPYCAMU TETTATUTOB B U C,
AHTWBUPYCHBIMU JTEKAPCTBEHHBIMU TTPETTAPATAMU
IUTSI MEZIULIMHCKOTO TTIPUMEHEHUS

1. ITyHkT 1 mocse cyioB "®enepasbHOMY MeIUKO-O0MOIOTMUECKOMY
areHTCTBY," IOMOJHUTH cioBaMy "®enepabHOI CTyk0€e MCITOTHEeHMST
HaxKasaHMii,".

2. B myHKTe 5:

a) ab3ari rmepBbIii ocsie ¢1oB "®efepasbHOE MeIVKO-010I0rMYecKoe
areHTCTBO" AOTMOJHUTD cioBamu ", DegepaabHast CTy>K0a MCITOTHE HUST
HaKa3aHMii";

0) B ab3a1ie BTOpoM cJioBa "a Takke demepaabHOe MeOMKO-O0MOIOrMUeCKOoe
areHTCTBO" 3aMeHUTH cjioBamu "denepanbHOe MeIUKO-010IOrMYecKoe
areHTCcTBO, ®emepanbHasl CJIy>k0a UCIIOJTHEHMS HaKa3aHuUit".

3. A63all BTOPOJi MyHKTa 6 IocJie ¢jI0B "cy6beKTOB Poccuiickoit
denmepanyuu’ TOMOJHUTH cJioBaMu ', DegepasbHOM CTY>KOBI MCTIOTHEHUS
Haka3zaHuit".

4. TIyakT 8 mocsie cjioB "B cepe OXpaHbl 30POBbS" JOMOJHUTh CJIOBAMM ",
denepasnbHOI CTYKO0¥ MCITOTHEHMS HAKa3aHMi1".

5. ITyukT 10 mocse cioB "®engepasbHOMY MeIUKO-010JIOTMUECKOMY
areHTCTBY" IOMOJHUTH cioBaMu "u emepanbHOM CIyKOe MCIIOTHEHNS
HaKa3aHUI1".

6. B mynkre 11 cioBa "'u ®enepanbHOe MeIMKO-010I0TMYECKOe aTeHTCTBO"
3aMeHUTb cjioBaMu "DemepaabHOE MeIMKO-0MOI0rMYeckoe areHTCTBO U
denepalibHYIO CJIY>KOY MCITOJTHEHUST HaKa3aHMii".



7. IlyakThl 12 1 13 nocsie ¢jioB "YIIOJITHOMOYEHHbIE OPTaHbl" TOTIOJTHUTh

CJIoOBaMu ", CDe,uepaanaﬂ Cny>1<6a MCIIOJIHEHV HaKa3aHUM .

8. ITyHKT 15 mocsie ¢/10B "yIOJIHOMOYEHHbIX OPTaHOB" IOMOJHUTD CJIOBAMMU
", DemepasibHOI CTY>KObI MCIIOTHEHNST HaKa3aHMi1", ITOCJIe CJI0B "MeKIy
cyobekTamu Poccuiickoit @egepanyu” JOMOJIHUTD CJIOBAMU ",

denepaibHOI CTYKO0¥ UCIIOTHEHUS HaKa3aHMit".
9. A63aI1 BTOpOi1 MyHKTA 16 M3JI0KUTb B CAeAYIONIei pelaKin:

"Tlepenaua jieKapcTBEHHBIX ITperapaToB Mexxay cyobekTamu Poccuiickoit
denepanun, GenepasbHON CITY3KO0M UCTIOHEHMST HAKa3aHWUI U
denepaibHBIM MeIVKO-0MOJIOTMYECKMM areHTCTBOM OCYIIeCTB/ISIETCS Ha
OCHOBAHMM COOTBETCTBYIOIIETO PACIIOPSIUTEIbHOTO aKTa
YIIOJTHOMOYEHHOTO opraHa, ®emepaabHOM CJIY>KObI MCITOJHEHMST HaKa3aHM
unu @epepabHOrO MeIMKO-0M0JIOTMUECKOr0 areHTCTBA O Iepegaye
JIeKapCTBEeHHBIX IpernapaToB, U3BelleHNMs O ITIOCTAaBKe JIeKapCTBEHHbIX
IpenapaToB U aKTa npuema-rnepegaum. MMHUCTEPCTBO 34paBOOXPaHEHMS
Poccuiickoit ®enepaniyt yBeqoOMJISIETCS O Tlepeiaye JieKapCTBEHHbIX
npenapaTtoB B 10-IHeBHbIM CPOK MOC/Ie MOAIIMCAaHMS aKTa IIpuema-
repegayy COOTBETCTBYIOLIMM YIIOJITHOMOYEHHbBIM OpraHom, defiepaibHOM
CJTY3K0071 MCIIO/THEHMSI HaKa3auuii u degepaqbHbIM MeIVKO-
0610JIOTMUYECKMM areHTCTBOM.".

10. TTyakT 17 mocsie ¢jioB "yIOJHOMOYEHHBIM OpraHaM" JOMOJIHUTD
c1oBamu ", @emepanabHOI CITyskO€e MCIIOIHEHMS HaKa3aHuit", Iocsie CJIoB
"YIIOTHOMOYEHHBIMM OpraHaMM” IOIIOJHUTh cioBamu ', DemepaibHOM
CJTY3K0071 MCTIOJTHEHMST HaKa3aHmit".

11. lormomHUTL ITyHKTOM 22(1) cinemyoiero cogep>kaHusl:

"22(1). Opranmsanusi OKa3aHUs MeIUIMHCKOM MOMOIIM JTUIaM,
3aK/TIOYE€HHBIM IO, CTPAXKy WJIM OTOBIBAIOIIMM HaKa3aHue B BUAE JTUIIeHUS
CBOOO/IbI, B TOM UMCJIe Ha3HAUYEHMe U IIPUMMEHEH e JIEKapCTBEHHBIX
MpenapaTos, OCYIECTBJISIETCS B TIOPSALKe, YCTAHOBJIEHHOM MMUHUCTEPCTBOM
octuu Poccuiickoit ®epepanmn.”.

12. IOOMHUTD TYHKTOM 26 CIeIYIOIIero CoaepKaHms:

"26. OpraH UCIOJHUTEIbHO BIACTU B cepe OXpaHbl 3M0POBbsI CYObEKTa
Poccuiickoit @emepanym, Ha TEPPUTOPUM KOTOPOTO IIPOKMBA 60IBHOI,



unu ®egepanbHOe MeAMKO-OMOIOTMUECKOe areHTCTBO (B cTyvae Bble3za
60JILHOTO C 0OCTY;KMBAE€MO UM TePPUTOPUN) MTPEACTABISIET (B TOM UMCIE C
MCIT0JIb30BaHMeM MH(OPMAIMOHHO-TeTeKOMMYHMKAIMOHHBIX
TEXHOJIOT'MI) 110 3arpocy PengepasbHOI CTY>KObI MCTIOTHEHMSI HaKa3aHMit
CBeJleHMSI O KOIMYeCTBe Ha3HauUeHHbIX MM HaKTUIeCKM MpeIoCTaBIeHHbIX
607IbHOMY JIEKapCTBEHHBIX ITperapaToB.

depnepanbHas CIy>k6a MCIIOTHEHMS HaKa3aHMil 110 3aMpocy opraHa
MCTIOTHUTEIbHO BJACTU B chepe oXpaHbl 30POBbs cy6bekTa Poccuiickoit
denepalyu, Ha TEPPUTOPUIO KOTOPOTO BheXasl 60IbHOI, UK
denepasbHOTO MeIVKO-6MOIOTMUECKOTO areHTCTBA (B CJiyuae Bbe3aa
607bHOTO Ha 00CTYKMBaeMYIO UM TePPUTOPUIO) MpeiCTaBseT (B TOM UMCIIe
C UCIOb30BaHMeM MHGOPMAIMOHHO-TeJIEKOMMYHUKAIMOHHBIX
TEXHOJIOTHI1) CBeIeHUSI O KOJMueCcTBe Ha3HAaUeHHbIX Wi haKTudecku
Mpe0CTaB/IeHHbIX O0JIbHOMY JIEKAPCTBEHHBIX IIPeIapaToB. .



