YTBEPX/IEHO

IlocTanosnenue

MuHuCcTEpPCTBA 3/IPABOOXPAHEHUS
Pecnybnuku benapych

o

PEI'JTAMEHT

aIMUHUCTPATUBHOMN MPOLIEAYPHI,
OCYILIECTBISIEMON B OTHOILIEHUU
CyOBEKTOB X0341ICTBOBAHMUS, o
MOJIIYHKTY 9.12.1 «ITonyuenue

(mpojieHHe CpoKa JEUCTBUSI, BHECCHHE
W3MEHEHMI) JOKyMeHTa (cepTtudukara),
MOATBEPKIAOIIETO COOTBETCTBUE
MPOMBIIIEHHOTO IPOU3BOJICTBA
JIEKapCTBEHHOT'O CPEJCTBA TPEOOBaHUSIM
[IpaBun HaIeKaAEN TTPOU3BOACTBEHHOU
npaktuku (GMP)»

1. Oco0eHHOCTH OCYIIECTBICHUS aIMUHUCTPATUBHON MPOLIETypHhI:

1.1. HauMeHOBaHHE YIIOJIHOMOYEHHOTO oOpraHa (MO0JBEIOMCTBEHHOCTb
aJMUHUCTPATUBHOM NIpoLEeypbl) — MHUHUCTEPCTBO 3APABOOXPAHEHUS;

1.2. HOpMaTHWBHBIE MPABOBBIE AaKThI, PErYJHUPYIOLIUE HOPSIIOK
OCYLIECTBJIECHUS aIMUHUCTPATUBHON MPOLEAYPHIL:

3akon PecnyOnuku benapycs ot 20 wurons 2006 r. Ne 161-3
«O0 oOpaleHUH JIEKapCTBEHHBIX CPEJICTBY;

3akon Pecnyomuku benapycs ot 28 oxtabps 2008 1. No 433-3
«O0 ocHOBax aJIMMHUCTPATUBHBIX MPOLEAYPY;

Vka3 [Ipesunenta Pecny6nuku benapyce ot 25 utonst 2021 1. Ne 240 «O6
aIMUHHUCTPATUBHBIX MPOIEAYypaxX, OCYIIECTBISIEMbIX B OTHOIIEHUH CyOBbEKTOB
XO03SIICTBOBAHUSY;

noctaHoBiienne  CoBera  MunuctpoB  Pecnybmuku — benapych
or 24 centsaOpsa 2021 r. Ne 548 «O0 aaMUHUCTpaTUBHBIX MpoUEAYypax,
OCYUIECTBISIEMbIX B OTHOLIEHUU CYyObEKTOB X0O35IICTBOBAHUSY;

[TonoxxeHnue 0 MOPSJIKE U YCIOBUSIX MHCIIEKTUPOBAHUS
(papmaneBTHUECKON WHCTICKIINH ) MIPOMBIIJICHHOTO MIPOU3BOJCTBA
JIEKApCTBEHHBIX CPEJICTB Ha COOTBETCTBUE TpeboBanusaMm Hannexaieit
MIPOM3BOJICTBEHHON MPAKTUKU, YTBEPKIAECHHOE MMOCTAHOBJICHUEM
MunucrepcTBa 3APaBOOXPAHEHUS PecnyOnuku benapycp
ot 18 Hosi6pst 2020 1. Ne 102;

1.3. WHBIE UMEIOLINECS 0COOEHHOCTH OCYILIECTBJIECHUS
aIMUHUCTPATUBHOUN IPOLETYPHI:

1.3.1. BbIIAUE nokyMeHTa (ceptudukara), MOATBEPKIAIOIIETO

COOTBCTCTBUC IIPOMBINUICHHOI'O IIPOUM3BOACTBA JICKAPCTBCHHOI'O CPCACTBA
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TpeodoBanusM [IpaBun Hamexanieid Mnpous3BoJcTBeHHON TmpakTuku (GMP)
MPEAIIECTBYET MIPOBEJICHHE (dapmaneBTUYECKUM WHCIIEKTOPAaTOM
MuHucTepcTBa 3apaBOOXpaHEHUs HMHCHEKTHUPOBaHUs  ((hapMaleBTHUECKOM
WHCIICKIIMM) TPOMBIIIJIEHHOTO TMPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB Ha
cooTBeTcTBUE TpeOoBanusM Haaexaineil mpon3BOACTBEHHON MTPAKTHUKY;

1.3.2. mpu omnpenereHUHM CpoOKa, HA KOTOPBIM BBITACTCA JOKYMEHT
(ceptudukar), MIOJITBEPKAAOIIU I COOTBETCTBUE MPOMBIIIJIEHHOTO
IIPOU3BOICTBA JICKAPCTBEHHOI'O cpeAcTBa TpeOoBaHusM [IpaBun Hamexaieit
npou3BOACTBEHHOW NpakThKu (GMP), yuuThIBalOTCA NPUHUHUIBI YIIPABICHUS
pUCKaMH B COOTBETCTBMM C  JOKYMEHTaMM  CHCTEMbl  KaudecTBa
dbapmaneBTHUECKUM HHCIIEKTOpaToM MUHUCTEPCTBA 3IPaBOOXPAHEHHUS.

2. JlokymMeHThl M (WJIM) CBEACHUS, HEOOXOJUMBIE JJISI OCYIIECTBIICHUS
aIMUHUCTPATUBHOU MPOIETYPHI:

HanmenoBanue noxkymeHTa TpebGoBanus, dopMa 1 Nopsa0K
U (WIK) CBeACHUI IpeIbsBIsIEMbIE Mpe/ICTaBIEHUs JOKYMEHTA
K JIOKYMEHTY U (Waun) cBeIeHUM

U (W1K) CBeACHUSIM

3asBIICHUE IPOU3BOJIbHAS B IUCbMEHHO (opme:
dbopma
0 TMIOYTE;
1151 BHECCHMSI HU3MEHEHUH — IPOU3BOJIbHAS
3asBJICHUE dbopma HapOYHBIM (KypbepoMm)
CrIpaBKa-000CHOBAaHUE BHECEHUS IIPOU3BOJIbHAS
M3MEHEHUN B IOKYMEHT dbopma

(cepTuduKar), moATBEPKAAFOIIUNA
COOTBETCTBUE MTPOMBILIJIEHHOTO
MPOU3BOICTBA JIEKAPCTBEHHOTO
cpencTBa TpeOOBaHUSM
Hannexaiei mpon3BoACTBEHHOMN
npaktuku (GMP), ¢ npunoxenuem
KOIUI JOKYMEHTOB,
MOATBEPKIAFOIINX
HEO0O0XO0IMMOCTh BHECEHUSI
M3MEHEHUH

3auHTEPECOBAHHBIM  JIMIIOM  NPEIACTABISAIOTCS  CIEAYIOIIME  HHBIC
JOKYMEHTBI, TPEYCMOTPEHHBIE B YaCTU MEPBOM ITyHKTA 2 cTarthu 15 3akoHa
Pecny6mmmku benapych «O0 ocHOBaxX aIMUHUCTPATHUBHBIX MPOTIIEAYP:

NPy HAMNpaBJICHUU IO TOYTE ISl IOPUAMYECKOTO JIMIla — CBEICHUS
O pYyKOBOAMTENE ropuauueckoro juna (damuiaus, COOCTBEHHOE UM,
OTYECTBO (€CIM TAKOBOE HMEETCs), JaHHbIC JAOKYMEHTa, yJAOCTOBEPSIOIIETO
JUYHOCTh, a TakXke JIOKyMeHTa (ero KOIHH), IOJITBEPKIAOIIETO
€ro MOoJIHOMOYHMs (MpHKa3 O HA3HAYEHUU Ha JOJDKHOCTh PYKOBOIUTENS
WJIM BBITIUCKA M3 pPEIIeHUsT 00IIero coopanusi, mMpaBJICHHs MO0 MHOTO OpraHa
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YOpaBJICHUS IOPUAUYECKOTO JIHMIA, WIA TPYIOBOM JOroBOp (KOHTPAKT),
WM TPaKIaHCKO-TIPABOBOM I0TOBOP);

IPY JINYHOM TIPE/ICTABIICHUH:

JIOKYMEHT, yJ0CTOBEPSIOMINN JTUYHOCTh, U JOKYMEHT, MTOJTBEPKIAFOIITNI
MOJTHOMOYMSI PYKOBOJMTENS FOPUAUYECKOrO Jinila (MpUKa3 O HAa3HAYECHUM Ha
JOJDKHOCTh PYKOBOJUTENS, WJIM BBINKMCKA W3 PEHICHUs] 00mIero coOpaHus,
MpaBjieHUs JMOO WHOTO OpraHa YHOpaBJiCHUS HOPUIUYECKOrO JUla, WU
TPYJOBOM JOTOBOp (KOHTPAKT), WU TPaKIAHCKO-TIPABOBOM JIOTOBOp), —
PYKOBOJIUTEIEM FHOPUIUYECKOTO JIUIIA;

JOKYMEHT,  yJOCTOBEPSIOMIUA  JIMYHOCTh, —  WHAUBUIYAIbHBIM
IpeANnpUHUMATENIEM;

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

3. CBemeHuss O CHpaBKE WIM HWHOM JIOKYMEHTE, BbIJIaBAEMOM
(IpyHUMAaEMOM,  COTJIAaCOBBIBAEMOM,  YTBEPXKJIA€MOM)  YIOJHOMOYEHHBIM
OpPraHoOM I10 PE3YJbTATAM OCYIIECTBIEHUS aIMUHUCTPATUBHON MPOLEAYPHI:

HaumenoBanue Cpok dopma
JTIOKyMEHTA JEeNUCTBUS MpeACTaBICHUS
MOKYMEHT (cepTudUKar), He Oojee 3 net MUChbMEHHAas

MOATBEPKIAIOIINI COOTBETCTBUE
MPOMBIIIJIEHHOTO MPOU3BOJICTBA
MEeKapCTBEHHBIX CPEJICTB TPEOOBAHUSIM
Hannexaieit npon3BoACTBEHHOM

npaktuku (GMP)
Nnble neicTBus, COBEpPIIAEMBIE YIIOJHOMOYEHHBIM OpPraHoOM IO
HUCIIOJITHEHUIO AJMUHHUCTPATUBHOT'O PEHIEHUS — CBEACHHWA O BBIIAHHBIX

ceprupukarax U ceprudukarax, B KOTOpPbIE BHECEHH HM3MEHCHWS,
pasMemarTcs Ha Oo(UIMANbHBIX calWTax MUHHCTEPCTBA 3pPaBOOXpaHEHUS,
pecnyOIMKaHCKOTO  yHUTapHOTO mpeanpustusi «llenTtp okcmeptus wu
UCTIBITAHUH B 3IPAaBOOXPAaHCHHHM» H TOCYAApPCTBEHHOTO  YUPEIKICHHUS
«T"ochapmHaazop» B 1I100aTLHON KOMIBIOTEPHOM ceTn HTEpHET.

4. Tlopsimok mogauu (OT3bIBA) AIMUHUCTPATUBHOM JKAJIOOBI:

HaumenoBaHue rocy1apcTBEHHOTO ®opma nojaum (0T3bIBA)
oprata (MHOI OpraHu3aium), aJIMUHHCTPATUBHOM 7kaio0bl (371€KTPOHHAs
paccMaTpUBAIOLIEr0 aIMUHUCTPATUBHYIO U (1n)
xKanooy nucbMeHHasi opma)
CoBeT MuHHCTpPOB NUCbMEHHAs, JIEKTPOHHAs
Pecnybnuku benapych
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