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HcnbITaTenbHEIM J1a00paTOPHIM
(o crmcky)

O KOHTpOJIe KauecTBa JEKAapPCTBEHHEIX
CPElCTB

B paMxax paccMOTpeHHS MaTepHanoB pacClefOBaHHS HECOOTBETCTBUIM,
BELIBIICHHBIX IIPH KOHTPOIE KayecTBa JIEKAPCTBEHHBIX CPeicTB, MHUHHCTEPCTEO
30paBOOXpaHeHus coodLaeT clemyromee.

B cootBerctBHU ¢ mocranoeneHueM CoBera MunucTpoB PecmyOmuxu
bemapyce ot 1 ampema 2015 r. Ne254 «O rocynapcTBeHHON permcTpamnyy
(mOATBEMKOEHUH MOCYAapCTBEHHON perucTpalyl) NeKapCTBEHHBIX CPEJICTBY 1
noctaHoBieHHeM MunucTepeTBa 37paBooxpaHenus oT 18 HosbOps 2020 r.
Ne 100 «O TpeboBaHMSIX K JOKYMEHTaM, COCTABILTIONIUM pPErucTpalioHHOe
JIOChE») B paMKaxXx KOMIUIEKCA MpEeNBapUTENBHEIX TexXHuueckux pabor
IPEAIIeCTBYIONIMX  [OCYNApCTBeHHOR — perucTpallid  (TIOATBEPIKAEHHUIO
roCyNapCTBEHHOH PpETUCTpallil) JIEKAapCTBEHHBIX IIPENapaToB 3asdBUTENEM
IpefcTaBIAeTCs NpoeKT obluell XapakTepHCTHKH J1eKapCTBEHHOro Ipenapara
(manee — OXJII) u DpoeKT HHCTPYKIHMH IO MENUUMHCKOMY IPHMEHEHHIO
(mIcTOK-BKJIAAEIIT) Ha OyMakHOM Hocurene opmara A4.

Okenepramu olieHuBaeTcs uHGopmanms, coxepxkawascs B OXJIOI u
JIMCTKEe-BKIIAKBIIIIE.

Tpebopanmsa 1O HMOATOTOBKE TEKCTAa MHCTPYKIHM IO MEIHLIMHCKOMY
IPUMEHESHHIO JIEKAPCTBEHHOIO Ipenaparta (JIMCTKa-BKIIAABIIIA) ONpelelleHEl B
npunoxeHun Ne 12 Pemenus Copera EBpasuiickoil 9KOHOMHYECKOH KOMUCCHH
oT 3 HosiOps 2016 r. Ne 88 «OO6 yrBepxkaeHHH TpeOOBaHMH K HMHCTPYKIMY 10
MEQUIMHCKOMY IpPHMEHEHHIO JIEKapCTBeHHBIX IpenapaToB U obmei



XapaKTepHUCTHKE  JIEKAPCTBEHHBIX  IIPENaparoB  UId  MEOHIIHHCKOTO
IPUMEHEHHUS.

B coorsercteum co cratbeli 10 3akoma Pecny6mxu Benapycs
oT 20 moist 2006 r. Ne 161-3 «O6 ofparienyiu JeKapCTBEHHBIX CPEACTEY, HA
3apETUCTPUPOBAHHEIN JIEKAPCTBEHHEIN PEITapaT BEIOAIOTCS COTJIACOBAHHLIE C
MHHHICTEPCTBOM 3PaBOOXPAHEHHS:

HOPMATHBHEIA JOKYMEHT II0 KAaYeCTRY;

WHCTPYKIHA IO MEAHIHHCKOMY IPHMEHEHHIO (JIHCTOK-BKIIABIIN);

0b1Ias XapaKTepHCTHKA JIEKAPCTBEHHOTO IIpenapara;

MaKeTEl YIIaKOBOK (IIepBHYHOM, BTOPHUHOM).

Kpome Toro, cormacHo pelneHdio  Kosuternu Munncrepcrsa
3npaBooxpanenud  or  28.01.2021 Ne2.1  pacmpocrpaHeH — IIOPSIOK
IPOMEIIIIEHHOTO TPOU3BOACTBA, BBO3a Ha TeppuTopuio Pecybnuxu Benapycs,
peayusalliy M MEAHIMHCKOTO IPUMEHEHHs JIEKapCTBEHHBIX IIperapaTos,
NPOIIEAIIMX NPOUEAYPY IIOATBEPXMIACHHUS PErUCTPAllMH ¥ (WiIH) BHECSHHS
M3MEHEHHH B PETHCTPalMOHHOE NOChe, YKAsaHHBIH B myHkre 158 Ilpasmi
PETHCTpalUM ¥ OKCIEPTH3BI JIEKAPCTBEHHHIX CPEACTB M METUIUECKOTO
NPUMEHEHU, YTBEPIKEHHBIX Pewenuem Cosera EBpazmiickoit
SKOHOMMYECKOH komuecmn oT 03.11.2016 Ne78, B cnywae NpUHATHS
TIOIOXKUTENBHOTO PEIICHHS O NOATBEPKACHHY TOCYHAPCTBEHHON PErucTparyy
JIEKapCTBEHHOI'0  cpeAcTBa H  (WIM) IIpH  BHECEHHM W3MeHeHuH B
PETHCTPaUMOHHOE JNOChE, HEe 3aTparMBalOllEX ACIEeKTOB OE30IIaCHOCTH,
3(Q(heKTHBHOCTH ¥ KadecTBa JIEKapCTBEHHOTO NpemapaTa, Ho 3aTparuBaroIuX
H3MEHEHNE MaKeTOB YNaKOBOK JIEKApCTBEHHOTO IIpellapaTa, WHCTPYKIHH IO
MEAMUMHCKOMY IIPUMEHEHUI0 (JHCTKa-BKJIAABIIA), a4 Taloke H3MEHeHui
ITPUX-KOJa WM IIBETOBOFO NM3aiiHA YNAKOBKH M MHBIX AIMHHHCTPATHBHEIX
U3MeHEeHHH, a UMEHHO:

HasBaHMS ¥ (WIM) MECTa HAXOXACHHS JepxaTeld perdcTPalMOHHOTO
YAOCTOBEPEHNS HIPH YCIOBHH, YTO OH OCTAETCS TEM K€ FOPUIMYECKUM JTHIIOM;

Ha3BaHMS W (MIM) MECTa HAXOXIEHUs [POM3BOIHUTENS JEKAPCTBEHHOTO
IIperapara, B TOM YHCJIe IIOIIAAKH, e OCYIIECTBISETCS BEILYCK ¥ KOHTPOJIE
KayecTsa, IIpH  YCJIOBHMH, UYTO  IIPOM3BOACTBEHHAas  IUIOWANKA U
IPOK3BOLACTBEHHEIE OIEpallii Y IIPOLECCH He H3MEHSIOTCS,

xoma ATX;

MCKIFOYCHV€ [IPOM3BOACTBEHHOM IUIOIIANKH MM IUIOINAZOK, IIpH
YCHOBHM, YTO COXPaHSAETCSs HE MEHEe OJHON MPOM3BOLCTBEHHON ILIOMIANKH
(IpOM3BOAMTENS), OCYIIECTBILUOIEH Te xe (YHKIHH, YTO M [OJIEHKAIITHE
HCKJIIOUEHHUIO.

Ilpn BHECeHMM IpOM3BOIMTENEM H3MEHEHMH B JOKYMEHTOOBOpOT,
0COOCHHO INpM HCIONB30BAHMHM B IPOM3BOACTBE KOMITBIOTEPH3UPOBAHHEIX
CHCTEM, MHOTHE NOKYMEHTBI, B T.4. JOKYMEHTEl, [OATBEPKAAIOLINE KAUSCTBO
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(ceprudukaThl KauecTBa) Ha NPOUBOAMMEIE JIEKAPCTBEHHBIE [IpenapaTel,
TeHEPHUPYIOTCS 8BTOMATHYECKH C HOBBIMH JAHHELIMH,

Taxum o6pasoM, 3aKOHOZATENLCTBOM 06 OOGPAINEHHH JIEKAPCTBEHHEIX
CPEACTB HE IPENyCMOTPEHLl NpPEACTaBleHHe, OLEHKA K COracoBaHHe
obopmrenus (Maxkera) HMHCTPYKHMH IO MENHULHHCKOMY IIPHMEHEHHIO
JIEKAPCTBEHHOTO IIpenapara (MUCTKa-BKNAABIIIA) | JOKYMEHTA,
NOATBEPXKIAIOMIEr0  Ka4eCTBO JIEKApCTBEHHOTO Iperapara (cepruduxara
xayecTBa). CnemosaTeNbHO, [NpY  HPOBEASHHH  KOHTPONS  KAYeCTRa
JeKapCTBEHHOI'0 CPEACTBA MO IMOCTYIUICHHS B PEAH3ALMI0O HAa COOTBETCTBHE
MHCTPYKUHH 110 MEAMLMHCKOMY  IPHMEHEHHMIO  (JIHCTKY-BKIAABINIY)
HeOOXONMMO HCCIeIOBATh TEKCTOBYIO YacTh HHCTPYKIMH IO MEIMLHHCKOMY
IPHMEHEHHIO (JIMCTKY-BKIAIHIIY), & JOKYMEHTA, OATBEPKAAIOIEr0 KATeCTBO
(cepTuduKaTa KagecTBa) — IMOKA3aTeNsIM KAYECTBA H YCTAHOBNEHHBIM K HUM
TpeGOBAHMSAM B COOTBETCTBHY CO ChHelU(MKANUeH HOPMATHBHOTO JOKYMEHTA
10 KAYeCTBY IPOU3BOIHUTEN.

IMucemo  MuHucTepcTBa  31paBooxpameHuss o Swmoms 2021 r.
Ne 5-1-10/12306 «O xoHTpone KadecTBa JeKapCTBEHHEIX IPENapaToBy CUUTATE
YTPaTHBILUM CILTY.
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