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Ha Ne

IOpummIecKyM JTHIEM
(o crrucky)

O KOHTpoOJIe KadecTBa JiEKApCTBEHHBIX
CpEeNCTB

B cB#A3y ¢ BCTyIUIeHMeM B cuuly u3MeHeHui B Ilonoxenue o mopsyxe
YCHOBHSAX XpaHEHHS, TPaHCIOPTHPOBKY, IIPHOCTAHOBIEHUS pealM3aldd H
MeIULITHCKOI 0 pHMEHEeHMS, M3BATHs U3 obpalleHus, BO3BpaTa NPOU3BOJUTEIIIO
UNH [OCTAaBIUKY, YHHYTOXXEHHS JEKAPCTBEHHBIX CpENCTB, YTBEPXKIEHHOE
HOCTaHOBIICHHEM Cogerta Munuctpor PecmyOmiaxu Benapyce
oT 22 nexabpsa 2009 r. Ne 1677 (B penaxmu nocranosnenus Cosera MuHuCTpoB
Pecrybnmku benapyck ot 19 centsbps 2022 r. Ne 625) (nanee — Ilonoxenue),
MHHICTEPCTBO 3APABOOXPaHEHHMS COODIIAET CeAYIOIIEE.

"B coorsercTBHM ¢ uyacTeio BTOpoH craTh 26 3akona PecmyOiuku
Bemapycs ot 20 mrona 2006 r. Ne161-3 «O6 obpamennn JeKapcTBEHHELX
cpenactBy (B pemaxumm 3akoHa PecmyOmwkum Bemapyes ot 13 mas 2020 r.
No 13-3) (manee — 3akoH) B Cilydae BBISBIICHHS INPH IMPOBENCHHH KOHTPOIA
Ka9ecTBa JIEKApCTBEHHOTO CPEINCTBa HECOOTBETCTBHUH pErHCTPalliOHHOMY
HOCBE IPHOCTAHABIMBAIOTCA pealn3alis W MeIUIHUHCKOe IpUMeHEHUe
JAHHOI'O JISKapCTBEHHOI'O0 CpeiCTBa. PelieHHe O BO3MOXKHOCTH HaibHeHIeH
peanuzali¥i H MEIUIMHCKOTO IIPUMCHEHHS JIEKapCTBEHHOI'O CpelCTBa
npuHEMaeTcs MHUHHUCTEPCTBOM 3IpaBOOXPAHEHUS IIPH YCIOBHH OTCYTCTBHUA
pucKa IV 340pOBbsA NALMEHTOB IPH €ro NPHMEHEHWH [ocie IOMYYEHHSI H
paccCMOTpEHHs] NHCBMEHHOTO OODBICHEHHS IPOH3BOIUTENS O MNPUYHHAX M
BBEIBOOaX IIO pe3yJibTaTaM NPOBEZEHHOIO pacCIefOBAHE  BBLIBJICHHBIX
HECOOTBETCTBHUH.

CormnacHo ab3ana BTOporo myskra 6 u ab3aleB BTOPOro M YETBEPTOTO
yacTH IepBoM myHKkTa 15 Ilonodkenws, NIPUOCTAHOBICHHIO peallH3alliHd U
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MEAUIMHCKOrO IpPHMEHEHHs IOJJIeXaT JIeKapCTBEHHLIe CpejcTBA IIPH
BESIBIIEHMH  MCHBITATeNbHOW — naboparopued, — akKpeIMTOBaHHOW B
Hamwonansuoii cucteme akkpenutanuy PecryOnuxu benapych i HCIBITAHKH
JIEKapCTBEHHBIX CpPEACTB (Hamee — WUCHBITATENbHAS JabopaTopus), Ipu
IPOBENIEHHM KOHTPOJS KadecTBa JIEKAPCTBEHHOTO CPEJCTBA HECOOTBETCTBHIA
PETHUCTPaLIHOHHOMY JIOCEE.

Pemenne 0 BO300HOBNEHUN peany3aiiud W METUIIMHCKOrO IPHMEHEHHS
JIEKapCTBEHHOI'O CPEACTRa, peali3alil 1 MEJHIMHCKOE IIPEMEHEHHE KOTOPOro
OBIMM IPHOCTAHOBNEHBl B COOTBETCTBMM ¢ IyHKToM 6 Ilosmoxkenms
npunuMaeTcs MuHucTepcTBOM 34paBOOXpaHeHHs Ha OCHOBAaHUH OLEHKH
CIIEAYIONIMX 3aKJIFOUEHNS IPON3BOANTENSI 00 OTCYTCTBHY PUCKA I 3J0POBbS
MalMeHTOB IpH MEIHUIHMHCKOM IIPUMEHEHHMH JEeKapCTBEHHOIO CpeIcTBa II0
pe3yspTaTaM IIPOBEACHHOIO pacCHeNOBaHHMSI C BBLABICHUEM H YCTpaHEHHEM
HPUYMH HECOOTBETCTBUMA PETMCTPAIlHOHHOMY JOCBE C  IPHIOKEHHEM
MAaTepHaloB PacciIeIOBAHM, TPOBENEHHOIO TPOU3BOANTENIEM B COOTBETCTBHHI
c TpeboBanuamu Hannexameil gporsgoncTBeHHON npaktuky ¥ (wam) [Tpapun
Hajuexamel Npou3BONCTBEHHOM IPakTHKKH EBpasmilcKoro SKOHOMHYECKOro
coro3a.

IlocranoBnenue  Comera  Munuctpor  Pecnybmuxu — Benapyce
oT 19 cemTsa6ps 2022r. Ne 625 «O6 wmsmeHeHMH mocTaHOoBIeHus CoBera
Munnctpos Pecmybnuxku benapyce ot 22 gexabps 2009r. Ne 1677»
OIlyOJIMKOBAHO HAa  HALMOHANBHOM  IpaBoBoM  moprame  «Pravo.by»
21 cenTabpsa 2022 r.

HononauTensHo coolmiaeM, YTO B COOTBETCTBHH ¢ TpeDOBaHHSIMH
nommyHkra 1.4 (ix, xiv) myHkTa 1 pasgena 1 «Ympapnenue kagectsom» Hactu I
TEXHUYECKOTO  KOAEKca  ycTaHOBHBIIekcs — mpaktuku  TKII1030-2017
«Hamnexamas IIPON3BOACTBEHHASL IIPaKTHKAY, YTBEPIKNEHHOIO
noctaHorneHueM MuHucTepeTBa 3apaBooxpaneHus Pecrybmuxu benapyck ot
19 miors 2017 r. Ne 64 (manee — TKII 030-2017), 1 noamynxra 1.4 (ix, Xiv)
myHkra 1 rmaBel 1 «@apmaneBTudeckas cucrema kauectBa» Yactu I Ilpasun
HaJUIeXXallled IIpOM3BOACTBEHHOH NpakTHKH EBpasmiicKoro 3KOHOMHYECKOTrO
coto3a, yrBepaeHHoro PemennemM CoBera Eppasmiickoit sxoHOMHUeCKOH
komuccH OT 3 Hosbps 2016r. Ne77 (mamee - GMP EA3C),
dbapMalieBTH9ecKas CHCTeMa KauecTBa JOJDKHA  TapaHTHPOBaTb, HUTO
PEe3yJIETATE MOHHTOPHHIA MPOLECCOB B KauecTBa MPONYKIIUY IPHHUMAIOTCS BO
BHHMAHME MpH BEUIYCKE CEepUH, NP pAacClefOBaHWH OTKJIOHEHWHM Hu Ind
MPUHATHA — NPEXYIpPEeKIarolMx Mep Bo u3bexaHWe ITOTEHIWAIBHBIX
OTKJIOHEHHUH, KOTOPEIe MOTYT MPOU3OHTH B OyIyIIeM.

Bo Bpems paccnegoBaHus OTKIOHEHWH, IpeAnoNaraeMbelX Ae(eKToB
OPOMYKIMM W APYTHUX TpoOlleM HOJDKEH IIPUMEHSTHCS COOTBETCTBYHOMIMM
VPOBEHb aHAJIM32 OCHOBHEIX IIPHYMH JAHHBIX HECOOTBETCTBHM, KOTODBIH
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MOXET OBITL ONpENeneH ¢ HCIONb30BaHHEM IPUHIMIIOR YIIPABIECHHS PHCKAMH
IS KagecTBa.

PaboTa ¢ mpeTeH3HAMM, JedeKTAMH Ka4ecTBa M MO OT3BIBY IPOAYKIHH
OOoJDKHA OBITE OpraHM30BaHa INPOM3BOAMTENEM COIIIACHO TpeCoBaHmaM
pasgesia 8 TKII030-2017 u rnasel 8 GMP EADC «Ilpetensum, nedexTrl
Ka4eCTBA M OT3BIBBI NPOIYKIIHI.

Yautsipas BBIIIEH3JIOKEHHOE, [IpeAOCTaBIEHHEIE B aznpec
I'Y «l'octhapMHan3op»  NOKYMEHTHI [0  pACCIHENOBAHHMIO  BLIABIEHHOIO
HECOOTBETCTBHS PErHCTPAlHOHHOMY JOChe JOIDKHEI COAEPKaTh HH(OpMAIHIO
IO OLEHKEe HaIM4YMs HECOOTBETCTBHA B JPYTHX CepHAX, OTPKATh
AOCTOBEPHOCTH IMPOBEACHHOH INpPOM3BOAUTENEM JIGKApCTBEHHOIO IIpelapara
paboTEl M0 HASHTHQHKAME IPHIMH OTKIOHEHMSA, COOTBETCTBYIOIIMX
KOPPEKTHPYIOWMX H INPEOYIPeNIAOIINX NeHCTBHH, a Talkke OLECHKH HX
pe3yNBTaTHBHOCTH 110 aHaNH3y OCHOBHBIX NPHWYHH BBISBICHHOIO OTKJIOHCHUI
OT PETHCTPAHUOHHOIO Ioche AN oOecriedyenys 6e30macHOCTH KayecTBa H
3 PEKTHBHOCTH NPOM3BOAUMEIX JIEKAPCTBEHHLIX IPENapaToB.

ITucemo MunucrepeTa 3apaBooxpaHenus or 29 mekabpa 2020 r.
Ne 5-1-12/21165 «O mnpemocraBnenud HHGOOPMAIMW» CYWTATh YTPATHBIIHEM

CHITY.
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