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CEPTUOUKAT

COOTBETCTBMS ITPOMBIIIJIEHHOI'O ITIPOU3BOICTBA
JEKAPCTBEHHBIX CPEJICTB TPEBOBAHUAM
HANJIEXAIMEA ITPOU3BOACTBEHHON MMPAKTUKHA

Ne 0289/2025/GMP
Cpox peftcteus ¢ 29 urons 2025 . o 28 mrons 2028 T.

Beinan no wroram npoBelCHMA MHCTEKTHPOBAHMS (hapmaveBTHYECKOM MHCIEKUMH) B
coorsercTBuM ¢ TlonoxkeHHEM O MOPAAKE M yCIOBHAX HMHCHIEKTHPORAHHS ((apMaleBTHUECKOH
MHCMCKLMH) MPOMBILLIEHHOTO TIPOH3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB HA COOTBETCTBUE TPEOOBAHMAM
Hajuiesxaime npousBoACTBEHHON NPAKTHKM, YTBEPKIEHHBIM [OCTAHOBIEHUEM Munuctepersa
3npaBooxpaHeHns Pecry6nuky Benapycs ot 18 noa6ps 2020 r. Ne 102.

MunucTepeTBo 3npaBooxpanenus PecryGuuku Benapycob

(nonHOE H COKpallCHHOS HAMMEHORAHKSA YIOMHOMOYEHHOTO opraHa)
MOATBEPAIACT ClEAYIOLIES:
NpoBeeHa hapMaleBTHYECKas MHCIIEKIHS

pecnybIMKaHCKOro YHHTAPHOTO IPOM3BOACTBEHHOTO npennpuatus « BEJIMEJTTPETTIAPATEI»
(nonHOE HAMMEHOBAHHE TIPOKM3ROIUTENH )

Pecnybmuka Benapycs, Buretekas o6, BermeHKkoBMUCKuii p-H, .01 bewenxorrum, yi1. Crpowrenei, 3 (1iex No 12)

(anpec NPOU3ROACTREHHOHR MIOLWATKH)

Ha OCHOBAHHH:
npukasa MuumcTepeTsa 3apaooxpanenus PecriyGauku Bemapych ot 7 mions 2025 r. Ne 789 «O6
OpraHU3alMK HHCIIEKTHPOBAHHSAY,

Ha ocHoBanuu ceenenui, momyueHHbIX npu npoBegeHun WHCIIEKTUPOBAHHSA, MOCIIENHES M3
KOTOpBIX ObIT0 mpoBenieHo ¢ 28 mions 2025 r. mo 29 wmrons 2025 r., YCTaHOBIIEHO, YTO JIaHHOE
dapmalLleBTHYECKOE MPOU3BOACTBO cooTBeTCTBYeT Tpebosanuam Hamiexkamedl npousBoncTBeHHOMN
MpaKkTHKH, IKkBUBaeHTHOW [lpunuunam u PykoBomctBy EBponeiickoro cowsa no Hamiesxalieii
NPOH3BOICTBEHHON MPAKTHKE JIEKAPCTBEHHBIX CPEACTB U MEQMLMHCKOTO M BETEPHHAPHOIO
NIPUMEHEHHSA W NpUHLHIIaM CHCTeMBI COTPY IHHYECTBA hapMalleBTHYECKHX HHCTIEKLIME (PIC/S).

Hactoswmii cepruduxar orpakaer cTaTyc npousBOACTEEHHOM MJIOMAZKH HA MOMEHT
NpOBEICHHs! (apMalleBTHYECKON HHCIIEKLMU | TI0 UCTEUEHHH Gonee 3 JIeT OT JaThl MOCIeaHero AHs
MOCAENHETO MHCIIEKTHPOBAHKSA HE MOXKET CUMTaThCs JOKYMEHTOM, CBHAETENBCTBYIOIMM O CTATYyCe
cooteeTcTBHd. Cpok peHCTBHA cepTHMKATa MOKET OBITH COKPALIEH [PH HMCTIOMB3OBAHHH
COOTBETCTBYIOLIMX NPHHLIMIIOB YIIPABIEHHS PHCKAMK MPH HATHYKMH COOTBETCTBYIOLIEH 3aIIMCH B TTOJe
«OrpaHuyeHus WIH TOSCHUTENbHbIE 3aMETKH, KACaroulkecs oB6NacTH NPHMEHEHHA HaCTOALIErO
ceprudukaray.

Ceprudukar sBiseTcs NefCTBHTENLHBIM B CIyuae NPE/CTaBIEHHA BCEX €ro JIMCTOB (Kak
OCHOBHBIX JIUCTOB, TaK M JONOMHUTENBHBIX JIHCTOB).

AYTEHTUYHOCTH (HOMNMHHOCTH) HACTOSLIErO cepTH(HKATa MOXKHO MPOBEPUTEL B Ga3e JAHHBIX
Munnctepersa  3apaBooxpanenus  PecryGiuku Benapyce, pacnomoxenHoidt mno  agpecy:
httns:.f’r’minzdrav.,qov.bv/ru/dlva-spetsialistov/lekarstvennava—poIitikafinspektirovanie-na—sootvetstvie-
. trebovaniyam-gmp.php (Peectp cepruduraros GMP).

Ecin ceprudukar He mpexcTanen B ykasaHHON Gase JaHHBIX, ClleflyeT oOpaTUThCA B
I YNONHOMOYCHHBII OpraH, ero BbIIABLIMIA,
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CEPTH OUKAT

Ne 0289/2025

] JlekapcTBeHHbIE CPEACTRA A1 MEAMIMHCKOrO IIPHMEHEHHS
| O JlexapcTBeHHble mpenapaThl Ul KIMHHYECKUX HCCIeIOBaHMi (MCTIBITaHHIT)

Kon | HaumeHnoranue
1. ITPOU3BOACTBEHHBIE OTTEPAITUH - IEKAPCTBEHHAS MTPOIVKIIMA
1.2 HectepuisHas npoaykims
1.2.1. HectepunbHas TNpoAyKuMs (TEXHONOTHYECKHE OMEpauMd s MOMydeHHs
CJIEIYFOILIHX JIEKAPCTBEHHBIX (hopM):
1.2.1.1. Kancynisl B TBEp/0# 060nouke
1.2.1.13. Tabnetku
1.2.2. Belmyckaromui KOHTPONb KayecTsa (cepTHdHKaLs CeprH)
[Ipouas nexapcTBEHHas NPOAYKLMS WM MPOU3BOICTBEHHAS AEATEIBHOCTh
1.4.1. Tlpou3BOACTRO:
1.4.1.3. Tlpouas npoayKLus: HTOCTATHKH
1.4.3. Ipouee:
XpaHeHHe MaTepHasioB U MPOIyKUMH — I. Musck, Betonnsiii mpoesy, 7/1, 7/6-2, 7/6-4,
7/11, 7/12; nep. @abpuumyca, 3/6;
KOHTpOnb KauecTBa — . Munck, yn. @abpuiinyca, 30; nep. @abpuumyca, 3/14;
vi1. Masikosekoro, 1;
BRIy CKAMOIIMHA KOHTPOb KauecTBa (ceprudukaims cepun) — r. MUHCK,
yi. @abpunnmyca, 30; yi. Maskosckoro, 1.
Ynakoeka
1.5.1. TTepBuunas ynakoska:
1.5.1.1. KancyJibl B TBepao# 060104ke
1.5.1.13. Tabnetku
1.5.2. BropuuHas ynakoeka
KonrpoJis kauectna
1.6.2. MuKpoOHONIOrHYeCK e HCTBITAHNS: MEKPOGHOIOrHHecKas YHCTOTA
1.6.3. Xummdeckue (Gpusnueckue) HCILITAHUS
OrpaHHYeHHs WITH TIOSCHUTE/IbHbBIE 3aMETKH,
Kacatolyecs obnacTi NpUMeHeHHs cepTUdHUKaTa:

AeHCTBUE JaHHOTO CepTH(HKATA PACIPOCTPAHAETCS HAa MPOM3BOICTBO nexapcmey@? CPEICTB B
uexe No 12, yuacTOK 110 POH3BOACTBY JIEKAPCTBEHHBIX npenaparoa

Craposoiitos A.T.,

3aMECTUTEIIb

MunncTpa 31paBoOXpaHeHus

Pecnybnuku Benapycn

(tpamunus, cOGCTBEHHOE HMS, OTUECTBO (ECIIH TAKOBOS
HMEETCH ), NONAKHOCTD CIYAAILEro)
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