YTBEPX/IEHO

IlocTanosnenue

MuHuCcTEpPCTBA 3/IPABOOXPAHEHUS
Pecnybnuku benapych

o

PETJIAMEHT

aAMUHHUCTPATUBHOU IPOLENYPHI,
OCYLIECTBIISIEMOM B OTHOLLIEHUU
CyOBEKTOB XO0351ICTBOBAHMS, o
IOJITYHKTY 9.12.4 «ITonyuenue

(mpojieHHe CpOKa JEUCTBUSI, BHECCHHE
W3MEHEHHs) JOKyMeHTa (cepTudukara),
MTOJTBEPKIAIOIIETO COOTBETCTBUE
MTPOMBIIIJIEHHOTO IIPOU3BOJICTBA
JIEKapCTBEHHOTO CPEJICTBA TPEOOBaHUSIM
[IpaBun HaIeKAEN TTPOU3BOACTBEHHOU
MIPAKTUKHU EBpasuniickoro
’KOHOMHYECKOro coro3za (GMP)»

1. OcobeHHOCTH OCYIIECTBIEHUS aIMUHUCTPATUBHON NPOLEAYPHI:

1.1. HauMeHOBaHME YMOJHOMOYEHHOTO oOpraHa (I0JBEIOMCTBEHHOCTD
aIMUHUCTPATUBHOU NMPOLEYyphbl) — MHUHUCTEPCTBO 3APABOOXPAHCHUS;

1.2. HOpMAaTWBHBIE TIPABOBBIC AaKThl, PETYJIUPYIOLINAEC MOPAIOK
OCYIIECTBJICHUS AAMUHUCTPATUBHON TPOLEYPHI:

3akon PecnyOnmuku benapyce ot 20 wurons 2006 r. Ne 161-3
«O0 obOpailieHnu JTEKapCTBEHHBIX CPEICTBY;

3akon PecnyOomuku bemapycs ot 28 oxtadps 2008 1. No 433-3
«O0 ocHOBax aIMUHUCTPATUBHBIX MPOIEAYP»;

Vka3 [Ipesunenta Pecy6nuku benapyce ot 25 utonst 2021 1. Ne 240 «O6
aIMUHUCTPATUBHBIX MPOIIEAYpPaX, OCYIIECTBISIEMbIX B OTHOIICHUU CYOBbEKTOB
X031 CTBOBAHUSY;

Peuienne CoBera  EBpasuiickoii AKOHOMUYECKOU KOMHCCHUU
or 3 Hos0ps 2016 1. Noe 83 «OO6 ytBepxaenuu IlpaBun mnpoBeneHus
bapmareBTHUeCKUX HHCTIEKIIHI;

noctanoBienne  CoBera  MwunuctpoB  PecnyOmmku — Bemapych
or 24 centsops 2021 1. Ne 548 «O0 aaMUHUCTpPATUBHBIX MPOIEAYpax,
OCYILIECTBIISIEMBIX B OTHOIIIEHUH CYOBEKTOB X03SIMCTBOBAHUS;

1.3. WHbIC UMEIOIINECS 0COOEHHOCTH OCYIIECTBJICHUS
aIMUHUCTPATUBHOUN IPOLETYPHI:

1.3.1. Beimaue  gokymeHTa (cepruduxara), MOATBEPKAAIOIIETO
COOTBETCTBUE IPOMBIIIJICHHOTO MPOU3BOACTBA JIEKAPCTBEHHOIO CPEACTBA
TpeOOBaHMUAM [TpaBun HaJJIeKaIen MIPOU3BOJCTBEHHOM MIPAKTUKHU
EBpasuniickoro sxoHomuueckoro coro3a (GMP) npeamecTByeT NpoBeCHUE
dbapmareBTHUeCKUM  WHCIIEKTOpaToM  (hapMalleBTHYECKUX  MHCIEKITHMA
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MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBHE TpeboBaHusaM [IpaBui
HAJICKAIIEH ITPOU3BOACTBEHHONW MPAKTUKU EBPa3zMuUCKOro 3KOHOMHUYECKOTO
COIO3a.

2. JlokymMeHThl W (WJIM) CBEACHUS, HEOOXOAUMBIE JIsI OCYIIECTBIICHUS
aAMUHUCTPATUBHOU MPOLETYPHI:

HanmenoBanue noxkymeHTa TpebGoBaHus, dopMa 1 NopsaoK
U (W1K) CBeACHUIN IIPEbSBIISIEMBIC IIPEJICTAaBICHUS TOKYMEHTa
K IOKYMEHTY U (UIn) cBeACHUI

U (W1K) CBEICHUSIM

3asIBIICHUE MIPOU3BOJIbHAS B MUCbMEHHOU dopme:
dbopma
10 M0YTE;
TUTs] BHECEHUSI K3MEHEHUHN — MIPOU3BOJIbHAS
3asiBIICHUE dbopma HapOYHBIM (KYyphEPOM)
CIpaBKa-000CHOBAHUE BHECEHUS MIPOU3BOJIbHAS
W3MEHEHUI B TOKYMEHT dbopma

(cepTrduKar), mMoATBEPIKTAFOITUI
COOTBETCTBUE MPOMBIIIJIEHHOTO
MPOM3BOJICTBA TPEOOBAHUSAM
[IpaBui HagIEKaIIEH
MMPOU3BOJACTBEHHON MPAKTUKHU
EBpa3uiickoro 5kOHOMHYECKOTO
CO103a, C MIPUJIOKEHUEM KOIHI
NTOKYMEHTOB, MTOATBEPKIAFOIINX
HEOOXOIUMOCTb BHECEHUS
N3MEHEHUN

3aMHTEPECOBAHHBIM ~ JIMIIOM  MIPEACTABISIOTCS  CIEAYIOIIME  WHBIE
JOKYMEHTBI, TPEAYCMOTPEHHBIE B YACTH MEPBOM MyHKTa 2 crathu 15 3akoHa
Pecnyonuku benapych «O0 ocHOBaxX aJIMUHUCTPATUBHBIX MPOLIETYP»:

IIpM HAIMpaBJICHHWU MO TMOYTE I IOPUAUYECKOrO0 JIMIA — CBEACHUS
O pyKOBoAMTENE ropuauyeckoro Jmuua (damunus, CcOOCTBEHHOE UMH,
OTYECTBO (€CIIM TAKOBOE HMEETCs), JaHHbIC JAOKYMEHTa, yJAOCTOBEPSIOIIETO
JUYHOCTh, @ TakKXke JIOKyMeHTa (ero KOIWM), TMOJTBEPKIAOIIETO
ero mnoJHoMouus (IpUKa3 O HAa3HAYEHUU HA JOJDKHOCTh PYKOBOJMTENA
WJIM BBIUCKA U3 pelIeHus: 00IIero coopanusi, mpaBieHus IMO00 MHOTO opraHa
yOpaBICHUS IOPUJIMYECKOTO JIMIA, WIH TPYJOBOM JOroBOp (KOHTPAKT),
WJIU TPAXKJIaHCKO-TIPABOBOM 10TOBOD);

MIPU JTUYHOM TIPEJCTABIICHHUMU:

JOKYMEHT, YAOCTOBEPSAIOIINI JTUYHOCTh, U JOKYMEHT, MOJATBEPKAAIOLTUN
MOJIHOMOYUSI PYKOBOJUTENS IOPUAMYECKOro Juia (MpUKa3 O HAa3HAUYEHUM Ha
JOJKHOCTh PYKOBOJAMTENISA, WM BBIHCKA W3 pelleHus oOIero coOpaHus,
npaBjieHusT MO0 HHOrO OpraHa yOpaBji€HUS IOPUIMYECKOro JUlA, WIH
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TPYJAOBOM JOTOBOp (KOHTPAKT), WM TPa)kKJaHCKO-TIPABOBOM JOTOBOp), —
PYKOBOJMTEINIEM IOPUINYECKOTO JINIIA;

TOKYMEHT,  yJOCTOBEPSIOMMA  JUYHOCTh, —  HHAWUBUIYaJIbHBIM
peaIpUHUMATEIEM;

JOKYMEHT,  yJOCTOBEPSIOMIUA  JUYHOCTh, U  JOBEPEHHOCTh  —
YIOJTHOMOYEHHBIM MPEACTABUTENIEM 3asIBUTEIIS.

3. CBemeHuss O CHpPAaBKE WIM HWHOM JIOKYMEHTE, BbIJIaBAEMOM
(IpyHUMAaeMOM,  COTJIaCOBBIBAEMOM,  YTBEP)KJIaeMOM)  YIIOJHOMOYEHHBIM

OpPraHoM II0 pe3yJIbTaTaM OCYILECTBICHUS AAMUHUCTPATUBHOU IPOLEIYPHI:

HaunmenoBanune Cpok dopma
JIOKYMEHTa JEUCTBUS MIpeACTaBICHUS
NMOKYMEHT (cepTudukar), MoATBepKAAOMINK | He Oojee 3 et MMCbMEHHAas
COOTBETCTBUE ITPOMBILIJIEHHOTO
npou3BoicTBa TpeboBaHusaM [IpaBun
HaJjIeXalle Mpou3BOJACTBEHHON IPAKTUKU
EBpa3niickoro 3KOHOMHYECKOr0 COK3a
NHple 1meucTBUs, COBEPILIAEMBIE  YIOJIHOMOYEHHBIM OpPraHoM IO
HUCIIOJIHCHUIO AaJMHUHHUCTPATUBHOI'O pCHICHUS — CBEACHUSA O BbIJAHHBIX,
OTO3BaHHBIX  cepTU(ukarax ©  cepTudukarax, JEHUCTBUE  KOTOPBIX
NPUOCTAHOBIICHO WM  MPEKpalleHO, pa3MellalTcs B 0aze  JTaHHBIX

ynonHoMmoueHHoro oprana (Peectp cepruduxkatoB GMP EADC nHa caiite
pecnyOIMKaHCKOTO — yHUTapHOTO mpeanpustusi «llenTtp okcmeptus wu
UCIIBITAHUN B 3PaBOOXPAHCHUN») M B WHTETPUPOBAHHONW HHEOOPMAIMOHHOM
cucreme EBpaszuiickoro skoHomuueckoro corosa (Mudopmanuonnas 6a3za
ceprudukaroB GMP, Beinannsix no IlpaBuiiam corosa).

4. Tlopsimok moaauu (OT3bIBA) aIMUHUCTPATUBHOM JKAJIOOBI:

HaumMeHoBaHue rocy1apcTBEHHOr0 OpraHa
(MHOM OpraHu3aliK), PAaCCMaTPUBAIOIIETO
aJIMUHUCTPATUBHYIO KaJI00y

®dopma nojauu (0T36IBa) AIMUHUCTPATUBHOMN
Kaslo0bl (3NIEKTPOHHAS U (MIIH)
nuchkMeHHasi hopma)

CoBeT MUHUCTpPOB
Pecniy6mku bemapych

IMMCbMCHHAs, JJICKTPOHHAA
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