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MMHNCTEPCTBO BHPABOOXPAHEHMH PECITYBJIVIKV BEJIAPYCb

CEPTUDOUKAT

COOTBETCTBUS ITPOMBIIIJIEHHOI'O IIPOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUsIM
HAJUIEXXAIMEW TPON3BOJACTBEHHOU ITPAKTHUKHA

Ne 0288/2025/GMP
Cpox aeiictus ¢ 21 anpenst 2025 r. no 20 anpens 2027 r.

BbimaH 1O WTOraM TNpPOBEAEHHS WHCIEKTHPOBaHUs ((apMaLeBTHUECKOH MHCMEKLHH) B
cooTBeTcTBUU ¢ [loNoKeHHEM O TOpAAKE M YCIOBMSAX MHCNEKTHpOBaHMA ((apMaLgBTHUECKOH
MHCIEKLIMK) MPOMBILLIICHHOTO MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB Ha COOTBETCTBHE @ DOBAHMSIM
Hapnexaleif NpoOW3BOACTBEHHON MpPaKTHKM, YTBEPXKAEHHBIM TOCTAHOBJICHHEM wlincrepcTBa
3apaBooxpaHeHus Pecry6iuku benapycnb ot 18 Hos6ps 2020 r. Ne 102.

MunucTepCeTBO 3ApaBooxpaHeHus Pecnybnuku benapychb
(l'lOJ'lHOC M COKpallCHHOC HAMMEHOBAHHUA YITOJTHOMOYEHHOTO OPraHa

<
TIOATBEPIKIAET ClleIyoLIee: Q:\*
npoBeaeHa (papMaLleBTHIeCKast MHCISKLHs 6
rocynapeTseHHoro Hay4Horo yupexaenus «MHCTHUTYT BHUOO QS%\XI/IMI/H/I
HALIMOHAJIBHOM AKAJIEMUHM HAVK B

(noHOe HAMMEHOBAHHE MPOU3BOAUTEDSL)
Pecnybnuka benapyce, r. MuHCk, yi. Aka, &Kynpe@q
(aapec NpoOU3BOACTBEHHO
Ha OCHOBaHHH: §

npukaza MuHucTepcTBa 3apaBooxpaHeHus Pecryon % apycb@‘ 13 mapra 2025 r. Ne 265 «O6

OpraHu3alu UHCTICKTUPOBAHUSA Y.
Ha ocHoBaHuu CBeﬂeHl/lﬁ, NOJIYUYCHHbBIX poae I/I HHCIMECKTUPOBAHUA, TMOCJIEAHEE W3

KOTOpBIX ObLIO MpoBeneHo ¢ 14 anpens 2025 5 r., 21 anpens 2025 r., ycTaHOBJEHO,
4YTO JaHHOe (apmaleBTUYeCKOe Tpo, TBETCTBYET TpeboBaHUsM Hannexamei
MPOU3BOJCTBEHHOH MPAKTHKH, SKBUBAJI naM u PykoBonctey EBponeiickoro corosa no
HaJIeKalleH HpOH?»BO,Z[CTBeHHOI/I pCTBeHHbIX CpeNcTB Al MEAMLMHCKOro M
BETEPUHAPHOTO npumeHeHm 1%&5 Cucremsl COTPY/IHHYECTBA dapMaLieBTHUECKHX
uHcnekuuii (PIC/S).

Hacrosumit  ceptudu 0Tpa)|®=r CTaTyc TMpPOU3BOACTBEHHOW IUIOWIAAKH HAa MOMEHT
nposesieHus dapMaleBT KoM I/IHC MU ¥ N0 UcTeueHuu Gosee 3 neT OT JaThl MOCJIENAHErO JHA
TMIOCJIETHErO WHCTIEKT, Pl H BOIKET CUMTATHCA JOKYMEHTOM, CBUIETEBCTBYIONUIMM O CTaTyCe
cootBetcTBUi. Cpdk epTUdHrKaTa MOXKET ObITh COKpalleH INpPH HCIMOJb30BaHUH
COOTBETCTBYIO n I/lHLlId ynpaBneHuﬂ PUCKaMHU MPU HATMYHUHU COOTBETCTBYIOLLEH 3aIMCH B 10JIE
«OrpaaneHu 2 no&c €/IbHbIE 3aMETKH, Kacaroluecs 00JacTH TMPHUMEHEHHs HACTOALLEro
cepTu

KaT ﬂ%emﬂ JENUCTBUTENBbHBIM B Cilyyae TPEACTAaBIEHHS BCEX €ro JIMCTOB (Kak
OCHOB J'IHCTO K 1 JIOTIOJIHUTENBHBIX JIMCTOB).

AyTeHT, OCTL (MOATIMHHOCTB) HACTOAILErO CEPTU(HUKATE MOXKHO MPOBEPUTH B 0a3e JaHHBIX
Munucre 3paBooxpaHeHns Pecrybnuku  Benapych, pacmofoKeHHOHW MO ajpecy:
https://mihzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovz&n\yam -gmp.php (Peectp ceprudukaros GMP).

\’\',QECJIH cepruduKaT He TMpeACTaBieH B ykasaHHOW Oa3e AaHHBIX, crefyer oOpaTUTLCS
JIHOMOUEHHbIM OpraH, ero BblIaBIIHH. :
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MVHNCTEPCTBO SHPABOOXPAEHVIH PECITYBJIVIKM BEJIAPYCb

CEPTUDOUKAT

Ne 0288/2025/GMP
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M JlexapcTBeHHBIE CpeaCTBa A MEAULIMHCKOTO NPUMEHEHHS
I JlekapcTBeHHbIE MpeNapaThl i KIMHAYECKUX UCCII€A0BaHUH (MCTIBITaHNI)

Kog | : HaumeHoBaHue
1. [TPOU3BOJACTBEHHBIE OMNEPAIIUHU - JEKAPCTBEHHAS ITPOAYKLIMA
1.1 CrepunbHas npoayKLHUs
1.1.1. IpousBoanMas B aceNTHYECKUX YCIOBUsX (onepaluu o6paboTku A Ciej
JIeKapCTBEHHBIX HopM):
1.1.1.2. XKuaxue nekapcTBeHHble HOpMbI Masioro oobema
1.1.1.3. JInodunuzaTtsl
1.1.3. Boinyckatouiyiit KOHTPOJIb Ka4ecTBa (BbIMYCK CEPHH)
HectepuibHas npoayKuus
1.2.1. HecrepunbHas npoaykuus (T€XHONIOIMYECKHE Orepa
CJIeIYIONIMX JIEKAPCTBEHHbBIX HOpM):
1.2.1.1. Kancysisl B TBepaoii 060siouke
1.2.1.13. Tabnetku
1.2.2. Beinyckatomuii KOHTPOJb kadyecTa (CepTHRHUK e HH)A}QV
IIpouas nexapcTBeHHast IPOAYKLIMS WIH IPOU3BOACTBEHHAS NesFAIbHOCTD
1.4.1. Ilpoussoacrao: ,\Q‘o' ’
1.4.1.3. IIpouas npoayKLMsl: LUTOCTATUKH, )
1.4.3. TIpouee: c’?
XpaHeHHe MaTeprasIoB ¥ NPOAYKLHY — w_@xanemnka Kynpesuua, 5/2, 5/6-2
(om. 2-1,2-4); Q
KOHTPOJIb Ka4ecTBa — I'. MUHCK, yil. % LleMM.Q\ ynpeBu4a, 2-34, 5/2;
BbIITYCKAIOHIMH KOHTPOJIb (cepTudrKaLus ce; —r. MuHck, yi1. Akanemuika Kynpesuua, 5/2.
VnakoBka 0.4\ AN
1.5.1. TlepBuunas ynakofkar=® o\
1.5.1.1. Kanicynisl B TBephoif 0603d8Ke
1.5.1.13. Tabaer N
1.5.2. Bropuu OB‘K@A(O'
KoHTponb W‘e\CT ‘\6\ ?
1.6.1. Wono@xue UCTILITAHHS: CTEPUIIBHOCTD :
1.6.2,&@)6140;@&14\4601046: MCTILITAHHS . MUKPOOHOJIOrHY€ECKas YUCTOTA
anec@é (du3nueckue) ucnplTaHUd
4. Bnon@'@lie.c’:lme UCTIBITAHUS
3.11P 3B@@TBEHH}>IE OINEPALIMU - DAPMALIEBTUYECKWE CYBCTAHLIMH
d)apmaueBTwQQ/\(aﬂ cybcTaHums  (CyGCTaHUMHK):  a3auMTHAMH, OopTesoMub, Kilodapabum,
JlanaTHHYQA AUTO3MIIAT MOHOTHPAT, JeHKIIaINH, IEMETPEKCEaa IMHATPUeBas COMb renraruipar
3.1 T1Pon3BoACTBO (BapMaLeBTHHECKHX CyOCTaHLMIA METOIOM XHMUYECKOrO CHHTe3a
,{’\%11 .1. TIpou3BOACTEO NPOMEKYTOUHBIX MPOAYKTOB (papMalieBTHUECKOH CyOCcTaHLMH
AN ENF) [Tpon3BOACTBO HEOUHILEHHOH dhapMaLeBTHUECKOH CyOCTaHUMM
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MVHVICTEPCTBO SZIPABOOXPAHI/IH PECITYBJIVIKV BEJIAPYCh

CEPTUOUKAT

Ne 0288/2025/GMP

3.1.3. ConeobGpa3zoBaHue (OUUCTKA): MEPEKPUCTAIU3ALIUA

3aBepLIAIOLIME CTA/IMM MPOU3BOACTBA (hapMaleBTHHeCKHX CyOcTaHuMA

3.5.1. Craguu dusnueckoi o0paboTku: cyuika

3.5.2. llepBuuHag ynakoBka

3.5.3. BropuuHas ynakoBka

3.6 KoHTposb KauecTBa
3.6.1. ®usnueckue (XUMHYECKUE) MCTILITAHUS
3.6.3. MuKkpoGHOIOrHYecKHe UCTIbITaHus (MCKIIoYas UCTIbITAHWE HA CTCPHIIBHO

dapmaveBTHUecKas cy6eTanLms (CyOCTaHLMK): HMATHHIOA Me3HIIaT, HUWJIOTHHMOA
MOHOTH/IPAT, Na3onaHuba ruApPOXIOpHA, CYHUTHHHOA ManaT -~

3.1 T[Tpou3BOACTBO (hapMalleBTUIECKHX CyOCTaHLMH METOA0M XHUMUUECKOTD C 3a
3.1.1. TIpon3BOACTBO NMPOMEXKYTOUHBIX NPOAYKTOB dbapmaileBTUYECKOH aH

3.1.2. [Ipon3BOACTBO HeOuMLIEHHOM PapmalleBTHUECKOH CyOCTaH
3.1.3. ConeoGpa3zoBanue (OUMCTKA). KPUCTAJUTH3ALMS, BbIACIIC

3aBepma}ou1ue cTaJjuy NNpou3BOACTBA (bapmaueBTuqecmx

3.5.1. Craaun dusrdeckoi 06paboTku: cylika, U3MeIbYeHn

3.5.2. [lepBuyHas ynakoBka

3.5.3. BropuuHas ynakoBka

KOHTpOJ'lb KayeCcTBa

Y 'I'V'v'r‘v' VVVVIVIV“V‘V Yvy

3.6.1. ®usnueckue (XUMHUYECKHE) UCTIBIT

N
3.6.3. MUKkpoOHOJIOTUYECKHE UCTIBITAHU qaﬂ,&cﬁbrraﬂue Ha CTEPUJIBHOCTb)

dapmaueBTHYecKas cyOcTaHLms (cyOcTaHuAn); yb4-Tosunar, bnyaapabuna pocdat

3.1 [Tpou3BOACTBO (bapmaueBTuqéCKu@c HUMIAMETOI0M XMMUUECKOTO CHHTE3a
3.1.1. IIpou3BOACTBO NPOMENK bIX TIPO, ¢KTOB (hapMalleBTHUECKO# CyGCTaHUMA

3.1.2. TIpon3BOACTBO HEOUMMI® (bap&iéﬂesmqecxoifl cyOcTaHUMH

3.1.3. Coneo6pa303aﬂue,b@a ? Kb&?annmaum, NpOMbIBKa

3aBepluaroliye CTaauu r@soncv’}-"‘&)apmauesmqecmx cyOcTaHUMH
KH: CyLIKa

ecme\(\g&)mquecxue) YCHbITaHUA

Kp06l/ke@Fl/l'{eCKl/le HCIbITAHUA (I/lCKJ’IlO‘-laﬂ UCTIbITAHUEC HA CTepl/IIILHOCTb)

CKaﬂAG%t;‘lzaHuldﬂ (cy6eTaHLMK): AeLMTabKH

3B0¢TBO (apmalieBTHUECKHMX CyOCTaHLMH METOLOM XHMHUUECKOTO CHHTE3a

NJ° ~ o
3.1.2. m@I/BBOHCTBO HEOUMILEHHOM dapMaleBTHUeCKOH cyOcTaHnH

3{1,6\§Coneo6pasosaﬂue (ouncTKA): KPUCTAJLIM3ALIUS

3Q\a§pma}oume CTaJAVM NMPOU3BOACTBA (bapmaueBanecxnx Cy6CTaHHHﬁ

.5.1. Craguu dusnueckoii 00paboTku: CyllKa

3.5.2. [lepBruyHas yrnakoBKka

Crpanuua 3 uz 4
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MUHMCTEPCTBO 3JIPABOOXPAHEHVSA PECITYBJIVIKV BEJIAPYCb

CEPTUDOUKAT

Ne 0288/2025/GMP

3.5.3. BropuuHas ynakoBka

KOHTpOJ’lb Ka4yeCTBa

3.6.1. ®duznueckue (XUMHUYECKHNE) UCTBITAHUS

3.6.3. MuUKpOGHOIOrMYECKHE MCTIBITaHUs (MCKITFOYas UCTIbITAHHE HAa CTePHIIbHOCTB)

DapmaueBTHueckas cyOcTaHius (cybcTaHiMM): KapOOIUIaTHH, JISHAIMAOMHUIA TeMMIUpaTr,
JIeTPO30J1, MOJIHYIUPABUP, puOaBHPUH

3.1 ITpousBoacTBo (hapMaLeBTHUECKHUX CyOCTaHLMI METOIOM XMMHYECKOr0 CUHTE

3.1.3. ConeobpazoBaHue (OYHCTKA): KPUCTATIIM3ALMS

3.5 3aBepluarolIMe cTaJ|1 POU3BOACTBA papMaLleBTHUECKUX CyOCTaHUMH
3.5.1. Craguu ¢uzuueckoii 06paboTku: cyuika

3.5.2. IlepBuyHas ynakoBka

3.5.3. BropuuHas ynakoBka

KoHTposb kauecTBa

3.6.1. ®usnueckue (XUMHUYECKNE) UCTbITAHUS

N
3.6.3. MukpoOHoenoruueckie HerbiTaHust (MCKJIKoUast uen ac JILHOCTbD)

OrpaHuveHus WK NOSACHUTENbHBIE 4 ) >
Kacaroluecs 00J1aCTH PUMEHEHHSI KaTg%'
¥ BHYTPEHHEr O prcKa,
OGH}OHGHHGI}VQTpe6OBaHI/Iﬁ
GMP (nmo pe3ynpTataM MHCIEKTUPOBAHHUS ). /

CraposoiitoB A.T.,
3aMECTHUTEIb
MuHucTpa 31paBoOXpaHeHHs!

Pecry6auku benapych
(pamunus, cobcTBEHHOE MMS, OTHECT
HUMEEeTCs), NOKHOCTD CJl

13 aBrycra 2025 FQ
(nata moarnucaHus)
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