NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
ot 28 Hos16ps 2020 . N 1963

O BHECEHVU U3MEHEHUI
B ITIOJIO’KEHUME Ob OPTAHM3ALIMM OBECITEYEHNS JIML, MTHOWUITVPOBAHHBIX
BMPYCOM UMMVHOJE®UINTA YEJIOBEKA, B TOM UMCJIE B COYETAHUN
C BUPYCAMU TEITATUTOB B 1 C, AHTBPYCHbIMU JIEKAPCTBEHHBIMU
[TPEITAPATAMMU IJI1 MEOVITMHCKOT'O ITPUMEHEHVS

[TpaBuTtenbcTBO Poccuiickoi @emepaiiiy IOCTaHOBIISIET:

1. YTBepauTh IpuiaraeMblie M3MeHEeHMsI, KOTOpbIe BHOCSATCS B [TososkeHne 06 opraHusaimy ooecreuyeHus
i, THGUIIMPOBAHHBIX BUPYCOM MMMYHOAedUIIMTA yeJloBeKa, B TOM UMC/ie B COUeTaHUM C BUpycaMu
rernatutoB B 1 C, aHTUBUPYCHBIMM JIEKAPCTBEHHBIMM ITpernapaTaMu Ojis MeAUIIMHCKOTO IIpUMeHeH s,
yTBepkAeHHOe nmoctaHoBaeHueM [IpaBuTenbcTBa Poccuiickoit @enepanyin ot 28 mekabpst 2016 . N 1512
"06 yrBepskaeHuy ITososkeHust 06 opraHusaiuy obecreueHus auil, MHOUIIMPOBAHHBIX BUPYCOM
MMMYHOAedUIIMTa yeJloBeKa, B TOM UMC/ie B COUeTaHUM ¢ Bupycamu rernaTutoB B u C, aHTUBUPYCHBIMU
JIeKapCTBEHHBIMM TIperapaTaMu JIJisl MeIULIIMHCKOro mpuMmeHeHus u [TososkeHMsT 06 opraHmMsainm
obecrieueHMst K1, 60JIbHBIX TyOEPKYI€30M C MHOXEeCTBEHHO JIeKapCTBEHHO YCTONUYMBOCTbHIO
BO30yAMTesIs], aHTUOAKTepUATbHBIMU U TIPOTUBOTYOEPKY/I€3HBIMM JIEKAPCTBEHHBIMM TTperapaTaMu JJIsi
MenuiHCcKoro mpumeHenust” (CoopaHue 3akoHoAaTenbcTBa Poccuiickoit ®emepaunu, 2017, N 2, cT. 344;
2019, N 1, cT. 38; N 35, cT. 4975).

2. HacTosiee mocrtaHoB/IeHe BCTyIaeT B cuily ¢ 1 auBaps 2021 r.

IIpencenarens [IpaBuTe/ibCTBA
Poccuiickoi @enepaninmu
M.MUITYCTVH

YTBepKOeHbl

MoCTaHoB/ieHMeM [IpaBuTebCTBA
Poccuiickoit @enepanyin

oT 28 Hos16pst 2020 1. N 1963

N3MEHEHNW{,

KOTOPBIE BHOCATCA B ITOJIOKEHUE Ob OPTAHM3AIIVIM OBECIIEYEHW A
JINL, THONIIMPOBAHHBIX BUPYCOM UMMVYHOIE®ULINTA YEJIOBEKA,
B TOM YMCIJIE B COYETAHNU C BUPYCAMMU T'EIIATUTOB B U C,
AHTVBVPYCHBIMU JIEKAPCTBEHHBIMU ITPEITAPATAMU
JJIA MEOMLIMHCKOI'O ITPUMEHEHU A

1. ITynkT 1 nmocse cyioB "®enepaibHOMY MeOMUKO-0MOIOTMYE€CKOMY areHTCTBY," TOMOJHUTD CJIOBAMMU
"demepasbHOI CITY3KOE MCITOJIHEHMS HaKa3aHuUii, "

2. B myHKTe 5:

a) ab3air rmepselIii mocsie ¢oB "demepaabHOE MeIVKO-010JIOrMYecKOe areHTCTBO" JOIOJHUTD CJIOBAaMM ",
denepasibHas C1YK6a MCIIOTHEHMS HaKa3aHMi1";

0) B ab3a1ie BTOpoM ¢JIoBa "a Takke PefepanbHOe MeAMKO-OMOJIOrMUECKOe areHTCTBO" 3aME@HUTDb CJIOBAMU
"®enepaabHOE MeAMKO-0M0JIOrMYeCKoe areHTCTBo, deepabHasi CTy>k0a MCIIOTHEH ST HaKa3aHuit".

3. AbG3al1 BTOPOIi MyHKTA 6 TTocsIe ¢IoB "cyobekToB Poccuiickoit ®enepanyin” JOMOJTHUTD CJIOBAMM ",
denepanbHOI CTY>KOBI MCTIOTHEHUST HAaKa3aHMit "

4. ITyHkT 8 mocsie ¢JioB "B cepe OXpaHbl 370POBbS" TOMOTHUTH cjioBamu ", eepaabHOI CITYKO07



MUCIIOJTHEHMS HaKa3aHUt".
5. ITyukT 10 mocse cyioB "demepasbHOMY MeINKO-010JIOTMIECKOMY areHTCTBY" AOTIOJHUTD CJI0OBAMMU "1
denepasibHOI CITyskKOe MCTIIOTHEHMSI HaKa3aHuit".

6. B mynkTe 11 cioBa "u ®epepanbHOe MeIMKO-0M0IOTMUYECKOe aTeHTCTBO" 3aMEHUTh CJI0BAMM
"®enepaabHOE MeAMKO-010IOTMYecKoe areHTCTBO U deflepanbHYI0 CTYKOY MCITOTHEeHMS HaKa3aHuit".

7. IIyukTsl 12 1 13 mocste cyioB "YIOJHOMOUYEHHbIE OpraHbl’ JOMOJHUTE cjioBaMu ', PemepanbHast crykba
VCIIOJTHEHMS HaKa3aHUii .

8. ITyHKT 15 1mmocsie cJIoB "yIIOJTHOMOYEHHBIX OPTaHOB" TOMOJHUTS cJioBaMy ", DemepasbHOI CITYsKOBI
MCIIOJTHEeHMS HaKa3aHMi1", rocyie cJioB "MexXay cyobekTamu Poccuiickoit @emepaiium” TOMOTHUTD CIOBAMMU
", deepasibHOI CITY3KO0¥ UCTIOIHEHMST HaKa3aHuit".

9. A63a11 BTOpOi1 TyHKTa 16 M3/I0KUTD B CeAyIOlIeil peJakiumn:

"Tlepemaua jekapCTBEHHBIX ITPeIapaToB Mexay cyobekTamu Poccuiickoit @emepanym, @epgepanbHoii
CTY>K0071 MCTIOTHeHMS HaKas3auuii 1 ®emepaybHbIM MeIMKO-0MOJOIMYECKUM ar€HTCTBOM OCYIIeCTBIISIETCS
Ha OCHOBAaHMM COOTBETCTBYIOIETO PACIIOPSAUTENBHOIO aKTa YIIOJTHOMOUYEHHOI0 opraHa, ®enepanbHoil
CJTY3KOBI MCITOJTHEHMS HaKa3auuit uiay degepaabHOr0 MeIMKO-O0MOIOrMUeCcKOro areHTCTBa O rmepegave
JIeKapCTBEeHHBIX IIpelapaToB, U3BelleHNs O TOCTaBKe JJeKapCTBeHHbIX IIpelapaToB U akTa npueMa-
nepegaun. MMHMUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoi @emepaiiiy yBegoMIIsSIETCS O Iepemaye
JIeKapCTBEeHHBIX IperapaToB B 10-IHeBHBIN CPOK ITOC/Ie NOANMCAHMS aKTa IIpueMa-rnepeaaun
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM opraHoM, ®emepasbHON CJTY>KO00i1 MCITOJTHEHUST HaKa3aHMii U
denepaIbHBIM MeAMKO-0M0JIOTMYECKUM areHTCTBOM. ".

10. TIyHkT 17 mocJie cJioB "yIIOJHOMOYEHHBIM OpraHaM" JOIOJIHUTH cjioBamu ", demepaabHOI CITy:ROe

VCIIOJITHEHMS HAaKa3aHUI", TI0C/Ie CJI0B "YITOJTHOMOYEHHBIMM OpraHaMu” TOTMOJHUTD CJIOBAMMU ",
denepasibHOI CITy>KO0¥ MCITOTHEHMS] HAKa3aHUL "

11. HomoaHuTb MyHKTOM 22(1) cienyroiero cogepskaHms:

"22(1). Opranusauus oka3aHusI MeIULMHCKOM MTOMOILM JIULAM, 3aK/IIYE€HHBIM MO, CTPaXKy U
OTOBIBAIONIMM HaKa3aHMe B BUIe JUIIEeHNSI CBOOOIbI, B TOM YMC/Ie Ha3HAUeHMe U IIpMMeHeHMe
JIeKapCTBEHHBIX IIPEIapaToB, OCYLIECTBIISIETCS B MOPSIKe, YCTAHOBIEHHOM MUHMCTEPCTBOM HOCTULIUA
Poccuiickoit @enepanun.”.

12. IOTIOTHUTD ITYHKTOM 26 CIeIYIONIEero CoAep>KaHmsI:

"26. OpraH UCIIOJIHUTEIbHO BJIaCTU B cpepe oxpaHbl 30pOBbs cyobeKTa Poccuiickoit demeparuy, Ha
TEPPUTOPUM KOTOPOTO MPOKMUBA 60TBHOI, i PefepasbHOe MeAMNKO-610I0rMYeckoe areHTCTBO (B
cJydae Bble3/1a 60IbHOTO C 006CTYKMBaeMOt UM TepPUTOPUM) TIpeICTaBseT (B TOM UMCIIe C
MCIOJIb30BaHMeM MH(POPMAaIMOHHO-TeJIEKOMMYHMKALIMOHHBIX TEXHOJIOTMIA) 110 3anpocy PenepanbHOIi
CJTY3KOBI MCITOJTHEHMSI HaKa3aHU i CBeIeHMSI O KOJIMUECTBe Ha3HAUEeHHbIX UM (aKTUIeCKU
TpeIoCTaB/JIeHHBIX 60JbHOMY JIeKapCTBEHHBIX ITpeIapaToB.

denepanpHasi CYX0a UCIIOMHEHNS HaKa3aHUit 110 3aIpoCy OpraHa UCIIOJIHUTENbHOI BJIaCTy B cdepe
OXpaHbI 3M0POBbs cyobeKTa Poccuiickoit ®enmepariyiu, Ha TEPPUTOPUIO KOTOPOTO BbeXasl 60JIbHOI, 1N
depnepanbHOTO MeIVKO-610IOTMUECKOTO areHTCTBA (B CJlyyae Bbe3za 00JIbHOTO Ha 06CIyKMBAaeMYI0 UM
TePPUTOPUIO) TIPEICTABIISIET (B TOM UMC/Ie C MCII0/Ib30BaHMeM MHGOPMaLMOHHO-TeJIeKOMMYHMUKALMOHHBIX
TeXHOJIOTHIT) CBeIeHNsI O KOJIMYeCTBe Ha3HAUeHHbBIX MU (haKTUYeCKu MpeoCcTaBlIeHHbIX 60JIbHOMY
JIeKapCTBEHHBIX IIperapaTos.”.



