YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JIAMEHT

aIMUHUCTPATUBHOU MPOLIE Y PHI,
OCYUIIECTBIIIEMOU B OTHOIIICHUU
CyOBEKTOB X035 CTBOBaHMS, 1o
NOAIYHKTY 9.12.3 «Ilomyuenune
ceptudukara (hapMaleBTHYECKOTO
OpOAYKTa,  IPEAYCMOTPEHHOTO s

MEXTYHAPOAHOU TOPTOBIIV

1. OcoGeHHOCTH OCYIIECTBIEHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHKE YNOJIHOMOYEHHOTO oOpraHa (M0JIBeIOMCTBEHHOCTb
aIMUHUCTPATUBHOM TIpoIeayphl) — MUHUCTEPCTBO 3PaBOOXPAHCHUS;

1.2. HOpMAaTHBHBIC TIPABOBBIE AaKTHI, PETYIUPYIONINEC TTOPSITOK
OCYIIIECTBIICHUS aIMUHUCTPATUBHOMN MPOIEyPHI:

3akon Pecnyonuku bemapycs or 20 wurons 2006 r. Ne 161-3
«O0 oOpallleHUH JIEKapCTBEHHBIX CPEJICTBY;

3akon Pecnyonuku bemapyce ot 28 oktsaops 2008 r. Ne 433-3
«O0 oCHOBax aAMUHUCTPATUBHBIX MPOLEAYPY;

Vka3 IIpesunenra Peciyonuku benapyce ot 25 uronst 2021 r. Ne 240 «O6
aJMUHUCTPATUBHBIX MPOIIEAYpaxX, OCYIIECTBISIEMbIX B OTHOILIEHUHU CyOBEKTOB
X035 CTBOBAHUS»;

noctanoBienne  CoBera  MwunuctpoB  Pecnyonuku — benapych
ot 18 centsiopsa 2020 r. Ne 545 «O Bwimaue ceprudukara ¢hapMaleBTHUIECKOTO
IPOJIYKTa»;

noctanoBienne  CoBera  MwunuctpoB  Pecnyonuku — Benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpONEAypax,
OCYIIECTBIIIEMbIX B OTHOLIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

1.3. UHBIC UMEIOIIHECS 0COOEHHOCTH OCYIIIECTBIICHUSA
aJMUHUCTPATUBHOMN MPOIIETYPHI:
1.3.1. Bbimaue  ceptuduxara  (HapMalEBTUUECKOTO  MPOJIYKTA,

OPEeyCMOTPEHHOTO  JUIsl  MEXAYHapOJHOW  TOPTOBIH,  MPEALIECTBYET
IPOBEJIEHUE  OKCIEPTU3bl  COOTBETCTBUS  HH(OpMAMM  3asiBUTEIS,
IPEJICTABJICHHOW B 3asBJCHUM CBEACHUSIM, COACpPXAIIMMCS B JOKYMEHTAaX,
ykazaHHblx B nyHkTe 4 [lonoxeHuss o mnopsiake BblIauM cepTudukara
(apMalieBTUYECKOr0 MPOJAYKTa, NPEIyCMOTPEHHOTO il MEXIyHapOIHOU
TOPIOBJIM, YTBEPKACHHOIrO nocraHoBieHueM CoBera MunuctpoB PecryOnuku
benapych ot 18 centsa0ps 2020 r. Ne 545;
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1.3.2. B coorBerctBUU ¢ NyHKTOM 10 Ilomoxkenust o mopsjke BblIaYu
ceprudukara (papMareBTUUECKOro TMPOAYKTa, MPEAYCMOTPEHHOTO IS
MEXIyHApOTHOW TOPTOBJM, CEePTHU(UKAT BBIJACTCS HAa OJHO HAWUMEHOBAHHUE
JIEKapCTBEHHOT'O CPEJICTBA i KOHKPETHOM CTPAHBI-UMIIOPTEPA.

2. JIokyMeHThl W (WJIM) CBEACHUSA, HEOOXOIMMBIC ISl OCYIIECCTBICHUS
aIMUHUCTPATUBHOMN TIPOIIETYPHI:

HanmenoBanne nokymeHTa TpeboBanus, dopma 1 MopsAI0K
u (W1n) cBeaeHUI IIPEABSBIAEMBIE IIPEACTABICHUS TOKYMEHTA
K JTOKYMEHTY U (UIn) CBEACHUM

U (UJIK) CBEACHUSIM

3asiBICHUE MIPOU3BOJIbHAS B MHUChbMEHHOU (hopme:

dbopma
10 T0YTE;

BaKJIIOYEHUE peciyonuKanckoro | ¢opma, cormacHo
VHUTAPHOTO TIPEITPUATHUS MPHIOKCHUTO HApOYHBIM (KypbepoM)
«IleHTp PKCTIEpPTH3 ¥ UCTIBITAHUH
B 3/IpaBOOXPAHCHHUI O
BO3MO>KHOCTHU (HEBO3MOKHOCTH)
BBIJIaun cepTUdUKaTa
(hapMareBTUYECKOTO

MPOAYKTa, IPETYCMOTPEHHOTO
TUIS MEXKAYHAPOIHOM TOPTrOBIH

3auHTEPECOBAHHBIM  JIMIIOM  MPEACTABISAIOTCA  CIEAYIOIIME  WHBIC
JOKYMEHTBI, MPEIYCMOTPEHHBIC B YaCTH NEPBOM IMYHKTA 2 cTarthu 15 3akoHa
Pecny6nuku benapycs «O0 0CHOBax aMUHUCTPATUBHBIX MPOLELYP»:

OpU HAMpaBICHUM MO MOYTE Ui OPUAMYECKOrO JIMIa — CBEJCHUS
O PYKOBOAMWTENE IOpuUadyeckoro Juua (paMunusa, CcoOCTBEHHOE WM,
OTYECTBO (€CJIM TaKOBOE HMEETCs), JaHHBbIE IOKYMEHTA, YAOCTOBEPSAIOIIETO
JUYHOCTh, a TakkKe JOKyMeHTa (ero KOMuH), MOATBEPKAAIOIIETO
€ro TMojHoMouus (MpUKa3 O HA3HAYEHUU HA JIOJDKHOCTb PYKOBOIUTEIS
WJIM BBIMTMCKA U3 pEIIeHUs 00IIero coOpaHus, MpaBjieHUs MO0 MHOTO OpraHa
yIpaBiACHUS IOPUIUYECKOTO JIMIA, WIA TPYJOBOM JOroBop (KOHTPAkKT),
WM TPaXIaHCKO-TIPABOBOM J10rOBOP);

IPU JTUYHOM NIPEICTABIICHHUH:

JTOKYMEHT, YAOCTOBEPSIOIINI JIMYHOCTh, U JIOKYMEHT, MOATBEPKIAFOITNAN
MOJIHOMOYHST PYKOBOAUTENS IOPUIMYECKOro juia (MpuKa3 O Ha3HAYEHUU Ha
JOJKHOCTh PYKOBOJAMTEIIS, WJIM BBIMHUCKA W3 PEIIeHUs OoOIIero coopaHus,
mpaBjeHusT JUOO0 WHOTO OpraHa yIpaBJieHUs OPUIAYECKOro JIUIA, WM
TPYJIOBOM JOTOBOp (KOHTPAKT), WM TPaxAaHCKO-TPAaBOBON JOTOBOp), —
PYKOBOJIUTEIIEM HOPUINYECKOTO JHIA;

JOKYMEHT,  YAOCTOBEPSIOIIMI  JIMYHOCTh, —  HWHIUBHAYaAIbHBIM
IpEeAIPUHAMATETIEM;
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HOOKYMCHT, YI[OCTOBepHIOIHI/Iﬁ JIMYHOCTD, u HJOBCPCHHOCTD —
YIOJIHOMOYCHHBIM IIPCACTABUTCIICM 3asIBUTCIIA.

3. Csemenus o0 cropaBke

HJIX HMHOM JOKYMCHTC, BbldBACMOM

(IpUHMMAaeMOM,  COIJIACOBBIBAEMOM,  YTBEPKIAEMOM)  YIOJIHOMOYEHHBIM
OpraHOM IO pe3yJIbTaTaM OCYIIECTBICHUS aIMUHUCTPATUBHON NPOLETYPHI:

HaumenoBanue Cpok dopma
JIOKyMEHTA JENUCTBUS MpeACTaBICHUS
cepTudukat hapmMaleBTHIECKOTO I ron MUCbMEHHAs
MPOJIYKTa, MPETyCMOTPEHHBIN IS
MEKTYHAPOIHOM TOPTOBJIU

4. Iopsimok mogayu (0T3bIBA) AIMUHUCTPATUBHON JKAJIOOBI:

HaunmMenoBaHue rocy1apcTBEHHOTO OpraHa
(MHOM OpraHu3aIly), pACCMaTPUBAIOIIETO
aIMUHUCTPATUBHYIO JKaJI00y

dopma momaun (0T36IBA) AIMUHUCTPATHBHON
XKasoObl (3NIEKTPOHHAS U (WITH)
nucbMeHHast hopma)

CoBeT MUHUCTpPOB
Pecnyonmuku benapych

IMUCbMCHHAasA, 3JICKTPOHHAA




[Ipunoxenue

K perjamMeHTy aJMUHUCTPAaTUBHOMN
MPOLEAYPHl, OCYLIECTBISIEMON B
OTHOUIEHUU CyOBEKTOB
XO3SUCTBOBAHUS, MO  MOJIYHKTY
0.12.3 «llomyuenue ceprudukara
(dbapmareBTH4eCKOro OPOJIYKTa,
IPETyCMOTPEHHOTO TUTST
MEXKTYHApOIHON TOPTOBIIVD)

dopma

3AKJIFOYEHUE
0 BO3MOXHOCTH (HEBO3MOXKHOCTH) BbIJIauu cepTudukara papmMaleBTHIECKOTro
MPOAYKTA, MPETYCMOTPEHHOTO JJISI MEXKIYHAPOAHON TOPTOBIH

r. MuHCK

Hacrosimiee 3akitodeHwe MOATOTOBIEHO IO  pe3yJibTaTaM  3KCHEPTHU3BI,
OpenlecTByloneil  Beiaye  ceprudukara  (apMaleBTUYECKOTO  MPOAYKTA,
PEeyCMOTPEHHOTO JJII MEXKTYHAPOAHOU TOPTOBIH:

(HamMeHoBaHME JIEKAPCTBEHHOT O TIperapara, JJIeKapcTBeHHas (hopma)

(HanMeHOBaHME 3aIBUTEISN)

(HanMeHOBaHME IMPON3BOANTENS)

PesynpTaThl  9KCHEpTH3bl  COOTBETCTBHS  WHGOpPMAIMU  3asiBUTEIS,
NPEJICTABICHHON B 3asIBJICHUH, CBEICHUSIM, COJICPKAIUMCS :

B PETUCTPAIIMOHHOM JOCh€ W PETUCTPAIMOHHOM YyIOCTOBEPEHHH Ha
JIEKapCTBEHHOE CPEICTBO, BKIOUEHHOE B ['OCyJapCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX
cpenctBs PecnyOnmku benapych (mamee — ['ocymapcTBeHHBIM peecTp) (IpH HX
HAJTUIHH)

B PETMCTPAlMOHHOM JIOChE IS PETUCTPALMU JIEKAPCTBEHHOIO IIpernapara
B CTpaHe-UMIIOPTEPE, BKJIIOYAIOIEM CBEJICHUSA 0 HalMEHOBAHUU
(0  MEXIyHapOJHOM HEMATEHTOBAHHOM HAaWMMEHOBAaHWU — TMPU  HAJTUYHH)
JIEKapCTBEHHOTO TMpernapara, JEKapCcTBEHHOW (opme, cOoCTaBe Ha JIEKApPCTBEHHYIO
703y WIW EIWHUILY Macchl JuO0 oObeMa (s HEJO03WPOBAHHBIX JICKAPCTBEHHBIX
npenapaToB), TMEpPBUYHOM  YMaKOBKE — [ JIGKApCTBEHHOIo0  Ipemnapara,
MPEIHA3HAYEHHOTO ISl MPOMBIILUICHHOTO MPOU3BOACTBA TOJBKO HAa DKCHOPT U HE
BKJIFOUEHHOTO B ['0Cy/1TapCTBEHHBIN peecTp
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B JIOKYMEHTaX, NOATBEPKIAIOIIAX COOTBETCTBUE YCIOBUW NPOU3BOJCTBA
JIEKapCTBEHHOTO cpejicTBa TpeboBanusM Hamnexaieir nporn3BOACTBEHHON MPAKTUKH
(GMP)

3AKJIFOYEHHNE
JIuist JIekapCTBEHHOTO Tpernapara

(HanMeHoOBaHME JIEKApCTBEHHOT' O TIpernapara,

JieKapcTBeHHas Gopma)
NpCaAHA3HAYCHHOT'O JIJIA MG)KHyHaPOI[HOﬁ TOPTOBJIX, BO3MOKHA (HCBO?;MO)KHB,)>l<
BbI1aua cepTudukara papMaleBTUYECKOro MPOAYKTa.

JlaTa BhIAYM

(TOMKHOCTH CITyXAaIlIero (ronmucs) (vHUIMANBI (MHUIIAAT
YIOJTHOMOYEHHOT'O JOJKHOCTHOT'O COOCTBEHHOTO UMEHH ),
JIATIA 3asTBUTENS ) haMuis)

* Hy»HOE€ MOT4EPKHYTE.
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