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COOTBETCTBUS MPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM MPABUJT HALJEXXALLEV NPOU3BOACTBEHHOW MNMPAKTUKA
EBPA3UIACKOro 3KOHOMUYECKOIO COIO3A

Ne GMP/EAEU/BY/00431-2025

Cpoxk neiictus ¢ 8 anpens 2025 r. no 7 anpens 2027 r. Q

BbigaH Mo WTOraM NpOBeACHHS (DapMALEBTHYECKOH HMHCIEKLMM B COOTBETCTB Hp@»}amu
npoBezieHUs (apMaleBTHUECKUX HHCIEKLMH, YTBep>KICHHBIMU PerieHu fickoii
3KOHOMHUECKOH koMuccuu OT 3 Hos10ps 2016 r. Ne 83.
MuHHKCTEPCTBO 3aApaBooxpaHenns Pecry6nuxu benapychb %

0 Ofprana)

*

(HOJIHOC U COKpalllCHHOC HAUMEHOBaHHS YNOJIHOMOYCHH

MIOJITBEPIKIAET ClIeayIolee: ’\\,
nposelieHa (hapMaleBTUYECKAs HHCTIEKLMS 6\
pecnyOIMKAHCKOrO YHUTAPHOTO MPOU3BOJICTBEHHOO TPe o «EEQ\/IEJIHPEHAPATBI»
* (monHOe HaUMEHOBaHHE PO A1) O
Pecniy6sinka benapyce, r. MuHCK, yi1. ckore,d71 (uex Ne 5)
(ampec MpoU3BOACTBEHHO az[m%Q\

Ha OCHOBaHMHU: Q)

npykaza MuHucTepcTBa 3apaBooxpaHeHus Pec %} Be@&}ycs ot 13 mapra 2025 r. Ne 265 «O6

OpraHM3allH UHCTIEKTUPOBAHHUY. @ o2

Ha ocHoBaHuM cBeaeHUi, MOJy4YEHHBIX IT ene #chexmposaﬂm, TIOCIIe/IHee U3 KOTOPbIX

6bu10 mpoBeaeHo ¢ 31 mapra 2025 r. r., ¢ 7 anpens 2025 r. no 8 ampens 2025 r.,

YCTaHOBJIEHO, YTO AaHHOe ¢apmaue ’ 3BOJICTBO COOTBETCTBYeT TpeboBaHuam [lpapui
EL@ MICKOr0 SKOHOMHYECKOrO COK03a, SKBUBAJIEHTHBIX

010

HaJJiexxaed Npou3BOACTBEHHOM U
Ilpunuunam u PykoroactBy c qg) 3a M0 HajJiexalledl MpPOU3BOACTBEHHON MpPaKTHKE
JIEKAPCTBEHHBIX CPEACTB AJIst H;cﬁ; W BETEPUHAPHOro MpuMeHeHus U npuHuunam Crctemsl

coTpyAHH4ecTBa hapma ueckux Hretiekuuit (PIC/S).
Hacrosumit ceprudu @KaeT ©TaTyc NMPOM3BOACTBEHHON MIOWIAAKA HA MOMEHT TPOBEIEHHS
(apMaleBTHYECKO e HOTEK %} McTeYeHHH Gosiee 3 JIeT OT AaThl MOCAEAHEro AHS MOC/IeIHEro
MHCIIEKTHPOBAHKA \HE MOXKET &TaTI:CH JOKYMEHTOM, CBUZIETEILCTBYIOLLMM O CTATyCe COOTBETCTBHSI.
Cpok peticTB pTHdUKATa MOXKET ObITh COKpAlLleH MpH HCHOJB30BAHWM COOTBETCTBYIOLIMX
BJICHU®) PHUCKaMH TIPH HAJIMYMM COOTBETCTBYIOLIEH 3amMcH 00 3ToM B roje
wg;g CHHUTENbHbIE 3aMETKH, Kacaroluecs oO0JacTU MPUMEHEHHS HACTOSLIEro

».
Ceprudukar &TCH JNCUCTBUTESIbHBIM B Clly4yae NPeICTaBICHHs BCEX €ro JMCTOB (Kak OCHOBHBIX
JIUCTOB, TaK NOJIHUTETBHBIX JIUCTOB).

AyTeHT, ‘éc\)cn (MOJIMHHOCTH) HACTOAIIEro cepThdUKaTa MOXHO TNPOBEpPUTh B 0aze MaHHBIX
Mun ,Qpcma 3apaBooxpaHeHus Pecriybnuku  benmapych, pacnonokeHHOW mo  anpecy:
httpSsAninzdray .gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-

F

trébovaniyam-gmp.php (Peectp ceptupuxaros GMP. EADC).
Ecnu  ceptudukar He mnpexcraBieH B fase JaHHBIX, ClieAyeT oOpaTUThCsS B
YIOJIHOMOYEHHBIH OpraH, ero BbIAABIINH
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-

R

A

[: IMPOU3BOJACTBEHHBIE OITEPALIMH — JIEKAPCTBEHHAH MMPOAYKLMA
1.1.1 IlponsBoaumas B aCENTHUYECKUX YCIOBUSIX (OmepaLin 00paboTKu AJs ClIe Y IOIHX

JIEKapCTBEHHBIX (hOpM)
112 IMonBepraemas ¢GUHUIIHON cTepuM3aluu (onepauuu 00paboTKH AJ1s CASAYHOIHX

exapcTBeHHbIX GOpPM)
1.3.1.6. ITponyKuus, BbiEIEHHAs U3 )KHUBOTHBIX HCTOYHHKO

1.1.1.2. XKunkue nekapcTBeHHbIe HOpPMbI Majoro oobema
1.1.2.2. Xupkue nexapcteeHHsie GopMbl Masioro ob6bema
1.1.3. Beimyckarommuii KOHTPONb Ka4ecTBa (BBIMYCK CEpPUH)
1.3.1. buonoruyeckas nekapCTBEeHHas MPOLYKLIHs

1.3.2. Beinyckaromui KOHTpostb (cepTuduKaLus cepun)

1.3.1.2. UIMmyHOGHONOrHYECKas POAYKLIUS
1.3.1.5. brorexHosornueckas mpoayKIus

1.3.2.2. ImmyHoGHoOsIOrMY€ecKas PO TyKIHS
1.3.2.5. BuotexHonoruyeckas npoayKius

1.3.2.6 Ilpomykuus, BeiIeSIeHHAs U3 SKHBOTH
XpaHEHHEe MaTepHaJIOB U MPOAYK

71, 7/6-2, 7/6-4, 7/11, 7/12

KOHTPOJIb KayecTsa — . M

1.4.3. Hpouee

2

.1

uyca, 30, nep. ®abpuumyca 3/11

y

2

BIIIYCK cepuu) — . MuHcK, yi1. Maskosckoro, 1.

>

@qecme HCTIBITAHMSA

oGuon
1.6. Muxpg@v@t

5
KaiecTB

vy

yi. Masikoeckoro, 1, 1/10
BBIITYCKAIOIINH KOHT]

CTEPHIILHOCTD
MHUKpoOUoIoruyecKas YucToTa

OTHYCCKHUE UCIIBITAHHUA:

0

1.6.3. anﬁbcxue (busHUECKHE) UCTILITAHKA
£,
.k&omqecxne UCTIBITaHUS

1.6.4

o

1.3 |buonoruyeckas JekapcTBEHHas TPOAYKLIUS
1.4 [[Tpoyas nexkapcTBeHHas NPOAYKIHS HIIA

1.1 |CrepunbHas npomyKius

/] JlekapcTBeHHbBIE MpeNapaThl AN KIMHUYECKMX UCCNEN0BaHHH (MCIIBITAHMI)

] .HeKapCTBeHHbIC CcpeacTBa Ajid MEAULIUHCKOrO NpUMEHEHUSA

1.6 KOHTpth

OFpaHI/I‘{eHI/IH WU NMOSACHUTECJIBHEIC 3aMCTKH,

Kacarolyecs o0nacTu mpuMeHeHus ceprTudukara
TU(HKATa PaCPOCTPAHSETCs Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPEJCTB B

Yy4acCTOK HNPHUroTOBJICHHA PAacTBOPOB M PO3JIMBA IpEenaparoB, y4acTOK YIAKOBKH

Yy4aCTOK IMPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB B IMPEAHANOJHEHHBIX INMPHLIAX.
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