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EBPA3MNCKMNIA SKOHOMWYECKU COIO3
MWHWUCTEPCTBO 3[PABOOXPAHEHWSA PECNYBJINKWN BENAPYCb

COOTBETCTBUA NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM NPABWUIT HAQNEXXALLEW NPOWU3BOACTBEHHOW NMPAKTUKW
EBPA3NINCKOrO 3KOHOMMUYECKOTrO COIO3A

Ne GMP/EAEU/BY/00353-2024

Cpox peiictus ¢ 13 uions 2024 r. no 12 urons 2027 r.

Bbinan mo wuroram mpoBeneHus (apMaueBTHYECKON HHCMEKLMHW B COOTBETCTBHM ¢ IlpaBunamu

npoBefieHus (hapMaLEBTHYECKUX HHCMEKUUH, yTBepxaeHHbIMH Pewennem Corera Espasmiickoit

IKOHOMHUECKOH KOMHCCHHU OT 3 HOs0psa 2016 r. Ne 83.

MuHucTepeTBO 3paBooxpanenus Pecriybmiku Benapyces

(I'IO.T]HOé H COKpallEHHOE HaUMEHOBAHHA YIIOJTHOMOYCHHOTO opraﬂa)
NOATBEPIKAAET CIISAYIOLIEE:
nposejieHa (papMaleBTHYeCKas MHCNEKLM
pecybIIMKaHCKOrO YHUTAPHOTO MPOH3BOACTBEHHOrO npeanpusths « SEJIMEJITTPEITAPATEI»
(I'IU.J'IHOC HaWMCHOBAHHE HPOH3BO,[IHTCHH)
231286, Pecriybnuka Benapycs, 'ponnerckas o6i1., Jluackuii paiion, r. Jluaa, yn. Kauana, 19, 19/3,

19/8, 27

(anpec NpOW3BOACTBEHHOH MIOILAIKH)

Ha OCHOBAHHH:
npukasa MunucTepcTBa 3apaBooxpaHeHus PecryGnuku Benapycw ot 23 mas 2024 r. Ne 719 «O6
OpraHM3aLMH HHCTICKTHPOBAHUSAY,

Ha ocHoBanum cBeieHuH, NOy4eHHBIX NPH NPOBEJEHWH MHCIIEKTHPOBAHUS, MOCTEHEE U3 KOTOPBIX
6b110 NpoBeseno ¢ 3 uroks 2024 r. no 13 uious 2024 r., ycTaHOBNEHO, 4TO JaHHOE PapMaLeBTHYECKOE
MPOM3BOACTBO COOTBETCTBYET TpebopaHHAM IlpaBuii Hannexaleil NpPOW3BOACTBEHHOW MPAKTHKM
Eepazuiickoro skoHoMHYeCKOro ¢o103a, sKkBuBaneHTHbIX [IpuHimnam u Pykosoactey Epponeiickoro
COI03a Mo HaJuIe)Kallen NPOH3BOACTBEHHON MPAKTHKE JIEKAPCTBEHHBIX CPEACTB /i MEAULIMHCKOTO M
BETEPUHAPHOrO IpPUMEHEHHs W npuHuunam CucTembl COTpyaHHYECTBA (apMaLIEBTHYECKHX
uHcnexuui (PIC/S).

Hacrosmii ceprudukar orpaxkaer craTyc NPOW3BOJCTBEHHOM NIIOWIAJAKH HA MOMEHT NPOBEAEHHA
(hapmalieBTHYECKOH MHCTIEKLMH W 110 HcTedeHuM Gosee 3 JIeT OT JaThl MOCIENHEro [IHs MOCIENHEro
HHCMIEKTHPOBAHMS HE MOXKET CYMTATHCA JOKYMEHTOM, CBHETENBECTBYIOLIMM O CTATYCE COOTBETCTBUA.
Cpok neiicTeus cepruduKaTta MOXKET GbITh COKpalleH NPH WCHONB30BAHWM COOTBETCTBYIOLIMX
MPUHLKIIOB YMpPaBJICHUs PUCKAMW TpPH HaJH4HM COOTBETCTBYIOLIEH 3amuch 00 3ToM B 1iosie
«OrpaHuyeHns WK TOACHWUTE/IbHBIE 3aMETKH, KacaloliMecs o6NacTH TNPUMEHEHHS HACTOSIIErO
cepTHduUKaTay.

Ceprudukar spnsercs AeHCTBUTENBHBIM B CITydae MpPeICTABNEHHS BCEX €ro JICTOB (KaK OCHOBHBIX
JIMCTOB, TAK U JOTOJHUTENbHBIX JTACTOB).

AYTEHTHYHOCTL (MOANMHHOCT) HACTOAILErO CEepTU(MKATA MOKHO MPOBEpPUTh B 6asze JaHHBIX
MunuctepcTea  3apaBooxpaHeHus  Pecry6nuku  Benmapych,  pacrnonoskeHHoOH o anpecy:
https://minzdrav.gov.by/ru/dlya- -spetsialistov/lekarstyennaya-politika/inspektirovanie-na-sootvetstyie-
trebovaniyam-gmp.php (Peectp cepmq)mcqwﬁfiMP SAD

Ecnu -~ ceprudmxar we npesctasnen B/ ykazaHHOM ,‘ase JaHHbIX, clieyeT obpaTuThes B




_ Ne GMP/EAEU/BY/00353-2024
] JlekapcTBeHHbIE CPEACTBA 1S MEAMLIMHCKOTO MPUMEHEHHS

[ JlekapcTeeHHbIe nperaparsl 1Jis KTHHAYECKUX UCCIe0OBaHMH (MCTBITAHWI)
Koz |

HaumenoBanue

1. IPOU3BOJACTBEHHAIE OITEPALIUU — JIEKAPCTBEHHAA IPOAYKIIHA
1.1 |CrepuiibHas npomyKLus

1.1.1 TpoussonMas B acenTHYECKHX yCIoBUsX (onepairi o6paboTKu At clieayroImmux
JIEKapPCTBEHHBIX (hOpM):

1.1.1.4. Teepasbie nekapcTBeHHbIE GOPMBI U UMILIAHTATHI: TIOPOLIKH

1.1.3. Boimyckaroniuii KOHTposb kauecTsa (BbLIYCK CEpHH)
HecrepunbHas npoaykuus

1.2.1. HectepunbHnas npoayKims (TEXHONOMHYECKUE ONEPaLMH 1S MOJTyYEeHHs ClelyOWuX
JIeKapCTBEHHBIX (hopm):

1.2.1.5. XXupakue nexapcTeeHHBIC OPMBI 11 HAPYKHOTO NPHMEHEHUs

1.2.1.8. Tpouue TBepabie JiekapcTBEHHBIE (GOPMBI

1:2:2: ‘Bbmycxalomuﬁ KOHTPOJIb KauecTBa (CepTUdUKALUI CepHH)

buonoruueckas JeKapcTBeHHas MPOAYKLHs

1.3.1. Buonornyeckas JieKapcTBEHHAS NPOAYKLMS:

1.3.1.8. [pouas Guonoruueckas jieKapcTBeHHas NPOAYKLMA: TOTOBAS MPOAYKLHS,
MPOM3BEICHHAs C MCTIONB30BAHHEM aKTHBHBIX (PapMALEBTUYECKUX CYOCTAHLIMMN, NOJTYyYEHHBIX
METOJIOM (DepMEHTALINH.

1.3.2. Buinyckatomuii KouTposib (ceprudukaliis cepun) (nepedeHb BUJIOB NPOYKLIMK):
1.3.2.8. Ilpouas Gronoruyeckas jekapcTBEHHAs NPOMYKLMSA: TOTOBAs MPOIYKLHS,

NpOU3BEIEHHAA C UCMOIb30BAHHEM aKTUBHBIX (hapMaLeBTHUECKHX CyOCTAHUMM, MONYHEHHBIX
METO/I0M (hepMEeHTALIHH.

[Tpouas fekapcTBeHHAs IPOAYKIMS WK NPOU3BOCTBEHHAS JIEATEIBHOCTS
1.4.1. IlpousroscTro:

1.4.1.3. Tlpouas npoaykis: aHTHOMOTHKM GeTa-NnakTaMHOro psiaa

1.4.3. Ipouee:

XpaHeHue roroBow npoxykiuu — 220007, Pecnybnuka Benapyce, r. MuHCK,

nep. @abpuuuyca, 3/6;

XpaHEeHHEe WCXOHBIX MAaTEPHAJIOB W FOTOROH npoaykimu — 220036, Pecniybnuka benapychs,
r. Munck, beronnstii npoesn, 7/1, 7/6-2, 7/6-4, 7/11, 7/12; 231286, 'poaHeHckas o011,
Jluackuii paiion, r. Jluga, ya. Kavana, 19, 19/3, 19/8;

XUMHUecKas U Mukpobuonorudeckas naboparopun — 220007, Pecniy6iinka Benapycs,

r. Munck, yn. ®@abpuumyca, 30; 231286, I'poanenckas o6., Jinackuii paiion, r. Jlupa, yi.
Kauana, 19, 19/8, 27,

Guonoruyeckas naboparopus — 220006, Pecny6iuka Benapycs, r. Munck, yi. Masikoeckoro,
1/10;

BBITTYCKAIOLIHA KOHTPO/IbL KauecTea (BbINyck cepun) — ['poiHeHckas o6n., JInackui paiioH,
r. Jluna, yn. Kauana, 19.

YakoBka

1.5.1. IlepBuunas ynakoBka:

1.5.1.5. unkue nexapcrBeHHbIe HOPMBI /ISl HAPYIKHOTO MPUMEHEHMS!
1.5.1.8. Ipoune TBepabie feKkapcTBEHHBIE HOPMBI

_11.5.2. Broprunas ynakoBka

1.6 [Kontposis kauecTsa
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Ne GMP/EAEU/BY/00353-2024

1.6.1. MukpobHONIOrH4ecKue UCIbITaHKS: CTEPUIIBHOCTD

1.6.2. Mnxpoﬁnonomqecme HCIBITAHKS: MUKPOOHOIOrHYecKas YHeToTa

1.6.3. Xumuueckne (usnyeckue) UcrelTaHus

1.6.4. BHONOTHYECKHE UCTILITAHUS

OrpaHUyeHuUs WK NOACHUTENIbHbBIE 3aMETKH,
Kacatolmecs: 06/1acTH NpUMeHeHus cepTUdUKaTa:
1eiiCTBHE 1aHHOTO CepTH(HKATA PACIPOCTPAHSETCS HA MPOMBIILTIEHHOE NMPOH3BOICTBO
leKapcTBEHHbIX cpeacTs B liexe Ne 18:

—  Y4acTOK 110 NPOM3BOJICTBY HECTEPHIIbHBIX JI€KAPCTBEHHbIX MPENapaToB, OTAENEHHE
NOTYUEHHS JKUIKUX JIEKAPCTBEHHBIX NpenapatoB, 231286, Pecnybnuka benapyce,
['ponnenckas obnacte, Jlnznckuii paiion, r. Jluaa, yn. Kauana, 27;

Y4acTOK Mo NPOW3BOACTBY HECTEPUIILHBIX JIEKAPCTBEHHBIX MPENapaToB, OTAEIEHHE
nojy4enus B popme nopouikor, 231286, Pecriy6nuxa Benapycs, I'ponenckas o6nacTs,
Jlupckwii paiion, r. JInaa, yi. Kauana, 19, 19/3;
YHaCTKH CTEPHIIBHOH pacchilikk aHTHOHOTHKOB Ne 1 1 Ne 2, 231286, Pecniy6ninka Benapych,
I'ponnenckan obnacts, Jluackwuii paiion, r. Jnaa, yi. Kauana, 19/8;
1.1.1.4. nopoukwy, 1.4.1.3, 1.5.2 — yuactku cTepuibHO# pacchiniky aHTHOHOTHKOB No 1 1 Ne 2;
1.2.1.8, 1.3.1.8, 1.5.1.8, 1.52 - yuacrok no NPOM3BOJICTBY HECTEPMIILHBIX JIEKAPCTBEHHBIX
npenapaToB OTAENEHHE NOAYHEHHS JIEKAPCTBEHHBIX MPenapaToR B GopMe NopoLIKOB;
1.2. l D B IS BN ytiacmx o npousaoncmy HBCTEPHJ'ILHBIX JIEKapCTBEHABIX/ MTPEnapaTop

C'raposou'ros AL
3aMeCTHTEllh _
MuHKCTpa 31paBoOOXpaHeHHS
Pecry6mku Benapycs

(©.1.0., gomxHoCTE)

21 mapra 2025 r.

(naTa noANvCcaHus, LL.MEC.ITIT)

Crpanma 3 i 3 | Ne 0000556







