EBPA3UINCKUIA SKOHOMWYECKU COIO3
MWHWUCTEPCTBO 31PABOOXPAHEHWS PECNYBJINKU BENAPYCb

BUS MPOU3BOLACTBA JIEKAPCTBEHHbIX CP
PAB HAANEXKALLIEA NPOW3BOACTBEHH

3NNCKOIO SKOHOMMWYECKOTIO COIO

Ne GMP/EAEU/BY/00516-2026

Cpok neiicteus ¢ 13 anpenst 2026 r. mo 12 anpens 2 A
z S

Bbigan no wuroram mnpoBeaeHHs GapMaleBTHYECKONH HHCMEKLMU OTBe@zTBnu ¢ IlpaBunamu
nposejieHuss (GapMalleBTUYECKUX HMHCMEKLUH, YTBEp)KAECHHBIMU emr CoBera EBpasuiickoit
9KOHOMHUECKOi KOMUCCHH OT 3 HOs16ps 2016 r. Ne 83. O 2%

2

N

MuHucTepcTBO 3apaBooxpaHeHus Pecnybnuku benapych Pa
(moJiHOE W COKpalleHHOE HAMEHOBaHHA yNoll HHon@praﬂa)

NOATBEPKAACT CIERYIOLLEe: \,&
nposeseHa (apMaleBTHUECKAs MHCIEKLUS O\QT
COBMECTHOTr0 001IIECTBA C OrPAHHUUYEHHOMH 0 BeHHOCTBIO «JIEKDAPM»

(nosHoe HaUMEHOBaHUE [[Hcé’dfﬂ)
Pecriy6mimka benapyck, MuHckast oonacts, Jlorofi o, 1. Jloroiick, yii. MuHckas, . 2A/4

(ampec NPOU3BOJICTBEHHO ﬂ@@ﬂkl/l)
Ha OCHOBaHMMU: K2
npukaza MuHucTepcTBa 3apaBooxpaHeHust Pec 1 benapych ot 4 espans 2026 r. Ne 89 «O6
OpraHu3aLy UHCNIEKTHPOBAHHUAY. Q)&‘
Ha ocHoBaHuM cBeaeHMH, MONTyUYEHHBIX N Be[;,gfﬁnu WHCMIEKTHPOBAHUS, MOCIEHEE U3 KOTOPbIX
Obuio mpoBeaeHo ¢ 6 anpens 2026 .o 1@‘ anpens 2026 r., YCTaHOBJIEHO, YTO JaHHOE
(dapmaleBTHYECKOE  TPOM3BOACTBO TBe¥CTBYeT  TpeboBaHuaM  IlpaBun  Haanexaweh
NPOU3BOJICTBEHHON NpakTHky EBpasu %ﬁxmuqecxoro CO1034a, 3KBUBaJIEHTHBIX [IpyHLIMNam H
PykoBonctBy EBponelickoro coro3 JEKallel MPOM3BOLCTBEHHOMN MPAKTHKE JIeKapCTBEHHBIX
CPE/CTB U1l MEIHULIMHCKOrO U B H%?O npuMeHeHHs W npuHuunam CHCTEMbI COTPYAHHUYECTBA
dapmauepTrueckux uucnexuuii (PIC/S). 7
Hacrosimii ceprudukar orpaxaer caa?yc NPOM3BOJCTBEHHON TUIOIAJKK HA MOMEHT NPOBEIEHUs
(bapmatieBTHUECKON HHCTIE U no-McTeueHun 6osee 3 JieT OT AaThl MOCAEIHEr0 AHA MOCAEIHErO
WUHCNEKTUPOBAHUS HE MOXKE TaFbCS IOKYMEHTOM, CBU/IETENBCTBYIOLIUM O CTaTyCce COOTBETCTBUS.
Cpok neicTBus cepw&m Woxer ObITh COKpalleH TNpH HCIOJIB30BAHUM COOTBETCTBYIOLIMX
MPUHLMIOB ynpaseAns puc@wn MPU HAJMUMK COOTBETCTBYIOIWIEH 3armucd o0 3TomM B nose
«OrpaHuueHus Wi HUfENbHbIE 3aMETKH, Kacaroliyecs 00JacTH MPUMEHEHHMs HaCTOALLEro
ceprudukaray. y\&?\‘b‘ _ '
Ceprudukar H@ NeHCTBUTENBHBIM B Cilydyae MPEJCTaBJICHHUsS BCEX €ro JIMCTOB (KaK OCHOBHBIX

JINCTOB, Ta 0 HI/I?éeO‘}lele JIUCTOB).
no@\u—mocn) HACTOSILEro CepTU(UKATA MOXKHO MPOBEPUTH B 0ase JaHHbIX
@asooxpaﬂeﬂm PecnyGnuku  Benapych,  pacrofio)keHHOH no  azmpecy:
hittps://minzdriv.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdeavookhraneniya/index.php (Peectp cepruduxaros GMP EADC).
Ecau cepTM@%(aT HE TMpENCTaBieH B K '\‘f',\ 0aze JaHHbIX, cllefyeT oOpaTuTbcs B
ynonHOMo‘%@Hblifl opras, ero BbLAABILWHA, | -
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No GMP/EAEU/BY/00516-2026

M JlekapcTBeHHbIE CPENCTBA AJ1 MEAULIMHCKOTO TTPUMEHEHHUS
[ JlexapcTBeHHbIE Mpenaparhbl A1 KIMHUYECKUX UCCIIENOBAHWM (MCTIBITAHMH)

Kon | - ] HanmeHoBaHue
1. TPON3BOJICTBEHHBIE OITEPALIMU — JIEKAPCTBEHHA ITPOJIYKLIM A
1.1 |CrepunbHas npogyKuus '
1.1.1 Ipouzsonumas B acenTHUECKUX YCIOBUX (onepaLi o6paboTKH 1isl CIEAYIOUNX
NnexapcTBeHHbIX POpM): ‘
1.1.1.2. J)Kuakue nexkapcrBeHHble GOpMbI Manoro oobema

R

52

205

1.1.1.3. JInodunuzatsl :
1.1.2. TTonpepraemas GpUHULIHOMN CTEpUIM3ALMH (Oniepallik 06paboTKH A el
NIeKapCTBEHHBIX POPM):
1.1.2.2. XKunkue nekapcTBeHHbIe (GOPMbI MATOro oobema
1.1.3. Boimyckaromuii KOHTPoJib KauecTBa (BbITYCK CEPHH)
[Ipouas ekapcTBEeHHAs MPOAYKLMS UM POU3BOICTBEHHAS NeATeflbHOCTh
1.4.3. Tlpouee: = ' o~ (06
XpaHeHHEe MaTepHalloB M TpoAyKuuu: MuHckas 006.acTh, HOF(}?I;)KP@ paiion, r. Jloroiick,
yn. Munckas, 1. 2A (nowm. 5, 17, 63, 66, 72, 76, 166, 167, 168),2A/4 QS%M. 220);
RS N N SN

KOHTpOJIb KadyecTBa: MuHckas obaacts, Jlorockuit pan0g5f~>1§./&ﬂor01r§§lc, yi1. MuHckas, 1. 2A/4;
BBIMTYCKAIOUIMI KOHTPOJIb KauecTBa (cepTUduUKaLU ccﬁnﬁ):}My@éKaﬂ obnactb, Jloroickuii
paiioH, r. Jloroiick, yi. MuHckas, 0. 2A, 2A/4. ) Tk \{_9

o N ]
'YnakoBka Ny
1.5.2. BropuuHas ynakoBka N\ SRS

AN
KoHnTposb KauecTBa . (}y
1.6.1. MUKpoOHOAOrHYeCKHE HCITBITAHMS: CTe"r?mni;ﬁo'cai}{)U
1.6.2. Mukpo6ronoruiyeckue I/ICHHTaHMﬂZ;MﬂKpOGH%Yei\(')FHqCCKaﬂ 4YUCTOTA
1.6.3. Xumuueckue (pusnueckue) chblTé}im# <
1.6.4. Bronoruyeck1e UCIbITaHus! NS

OrpaHnyeHus m;xn i{oxg@Teanble 3aMETKH,
Kacaroluecs o6ﬁgcgﬁ-u eHeHUsl cepTU(UKara: :
neficTBMe NaHHOrO cepTHduKkaTa pacrpeCTPaHSOTCs Ha MPOU3BOACTBO JIGKAPCTBEHHBIX CPEJCTB B
Liexe Mo NPOU3BOJCTBY KHJKHX JeKa) CTBE«I-iHb& dopm; -
CPOK AEHCTBUS JIaHHOTO cepmdmxaTa’ée’GK@_ueH 10 2 NIET ¢ y4ETOM OLIEHKH BHYTPEHHErO
MpUCYLIEro NPoU3BOJCTBEHHOMH HﬂQ}IlaﬂK%QH pHcKa, CBS3aHHOro ¢ COOMOAEHH GoBaHmH
(1o pe3ysibTaTam UHCNIEKTHPOBAHMS), <& L
Craposoiitos A.T'., N \&,P'
3aMECTHUTENb s §
Munuctpa 311paBogxpaHeH14\{:)\
PecrnyGuuku Bendapyop
D U.Ouson CThb
(AR ;@0 )

20:aryé1a 2026 1.

(naranioyumcanus, UL MeC. ITTT)
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YN «bymaxuan pabpuka» lo3naka, 3ax. 1381



