MVMHVCTEPCTBO 37PABOOXPAHEHVS PECITYEJIVIKY BEJTAPYCh
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CEPTUOUKAT

COOTBETCTBUS TIPOMBIIIJIEHHOI'O TIPOU3BOACTBA
JEKAPCTBEHHBLIX CPEJACTB TPEBOBAHUSIM
HAJUIEXXAIIEN ITIPOU3BOJCTBEHHOU IPAKTUKHA

Ne 260/2024/GMP
Cpok naeiicteus ¢ 5 anpenst 2024 r. no 4 anpens 2026 r.

BblgaH 1O WTOram TpoBeJeHHMs HWHCMEKTHPOBaHMS ((apMaLEeBTUYECKOH HWHCMEKLMH) B
COOTBETCTBMU ¢ [lojioxkeHHEM O TOpSAAKE M YCIOBHSX HWHCIEKTUpOBaHMA ((papmalgBTHYECKOM
WHCIEKLHMH ) IPOMbILIIEHHOTO MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE 4@ DOBAHHUAM
Hajnexaieli npou3BOACTBEHHON NPaKTHKM, YTBEPXKAEHHBIM [OCTAHOBJIEHHEM nfiicTepcTBa
3apaBooxpaHenus Pecny6auku benapych ot 18 Hos6ps 2020 r. Ne 102.

MuHucTepcTBO 3apaBooxpaHenus Pecnybnuku benapych

(HOHHOC W COKPAILICHHOC HAUMEHOBAHUS YITOJTHOMOYECHHOI0 Oprat,
NOATBEPIKAAET CIELYOLIEe: Qj\‘
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OTKPBITOrO aKLMoHepHoro obiectra «bopucosckui 3aBos MeJL nx np%ams»
(monHoe HAaMMEHOBAHWE TIPOU3BOAUTEIS)

222518, Pecny6auka benapycb, MuHckas o61., p-H bopucosc . ’ ,
(uex Ne | npouszeoacTeeHHble yuacTku Ne 7, Ne 10, Ne 11); nex BeHHbIe yuacTku Ne 1
No 2, Neo 3); uex Ne 3 (npousBoacTBeHHbIH ydacTok Ne 3); 2 , Pec uka benapyce, MI/IHCKaH
i %??
ex

0051., p-H bopucopckui, r. Bopncos yn. Yanaega, 64A 18, Pecny6nuka benapyces,
Ne 5 (HpOI/ISBO)J,CTBeHHblM
yuactok Ne 1) 7 \Q)
(aapec Npou3Bo e
Ha OCHOBAaHUM: MpuKa3 MunHMUcTepcTBa 34p g @kﬂywum benapych ot 23 despans
2024 r. Ne 246 «O06 opraHu3aLii UHCIEKTURO 4
Ha ocHoBaHMU cBefeHUil, NONyYyEHHbIX MpH BEJIEHUH WHCIEKTHUPOBAHUS, MOC/EHEE U3
KOTOPBIX ObLIO NMPOBEACHO C 25 MapT, 2 r. o @\MapTa 2024 r., ¢ 1 arnpens 2024 r. o 5 anpens
2024 r. ycTaHOBJEHO, YTO JJaHH CKOC NPOM3BOACTBO COOTBETCTBYET TPeOOBAHUAM
Hapnexaue# i  nmpousBoacTBe , 3KBuBaneHTHou [Mpunuunam W PykoBoaCTBY
EBponeiickoro cotoza no Haine meu 3BOJICTBEHHOM TPAKTUKE JIEKAPCTBEHHBIX CPEACTB s
MEJUUUHCKOTO M BETE MeHeHuss W npuHuMnam CHCTeMbl COTPYJHHMYECTBA
thapmalleBTHUECKUX U
HacTosumii Q‘ paxcaeT CTaTyc TNPOM3BOJCTBEHHOW TMJIOLIAAKH Ha MOMEHT
npoeeaeHus dap BTHYEC WHCNEKLIMK W N0 UCTeYeHHH OoJiee 3 NeT OT AaThl NOCIEAHErO JHA
nocnezmero pOB HE MOXET CUMTAThCS JOKYMEHTOM, CBUAETEJbCTBYIOLIMM O CTaTyce
COOTBeTCT TBUSL CcepTUdUKaTa MOXKEeT ObITb COKpalleH TMpPH HCIOJb30BaHHUH
COOT nx n MIOB YIPaBJICHWs] PUCKAMU MPH HAJTUYHH COOTBETCTBYFOLLEH 3aIUCH B M0J1€
«OrpausueHns v;g&‘noacnmenbnue 3aMETKM, Kacaroluuecs 0O0JacTH MPUMEHEHHMs HACTOALIETO
ceptud Ta»é
ar sBisgercs AEUCTBMTENbHBIM B Cilydyae MPEACTABIEHHS BCEX €ro JIMCTOB (Kak
CTOB, TaK W JOMOJHUTEIIbHBIX JIUCTOB).
€HTHYHOCTD (MOAJIMHHOCTDB) HACTOALIErO CepTHhUKATA MOXKHO MPOBEPUTHL B 0ase JaHHBIX
Mu%’repcma 3npaBooxpaHeHuss PecnyOnuku  benapych,  pacnoniokeHHOW 1O azpecy:
ht%e minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-gmp.php (Peectp ceprudukaros GM_)_
Ecnu ceprudukar He npeacTaBlIEH & i 0ase JaHHBIX, CleqyeT oOpaTHUTbCA B
yMOJHOMOYEHHBIH OpraH, ero Bbl}laBLUI/II/I.(ii\‘?\“ =
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MMHNCTEPCTBO SHPABOOXPAﬁEHMH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

Ne 260/2024/GMP

e e e

M JlekapcTBeHHbIE CpeacTBa AJ151 MEAULIMHCKOrO MPUMEHEHUS
M JlekapcTBeHHbIE NpenapaThl A1 KIMHUYECKHX UCCIIeA0BaHU (MCIIbITaHNH)

Kon l HaumenoBaHue

1. [TIPOU3BOJACTBEHHBIE ONEPAIIMHU - JIEKAPCTBEHHAS IMPOAYKITHA

1.1 CrepunbHas NpoayKLUs

1.1.1. [MpousBoaumas B acENTHUYECKUX YCIOBHsIX (Onepalny o6paboTkn s cile
JIeKapCTBEHHBIX opM):

1.1.1.2. XKuakue jiekapcTBeHHble HOpPMbI MAJIOro 0obeMa

1.1.1.4. TBepable JekapcTBeHHbIE GOPMbI U MMIUIAHTATLI: MOPOLIKH g

JIeKapCTBEHHBIX GopM):
1.1.2.2. XKuskue nekapcTBeHHble HOpMbI MaNOro oobema

R B R B

1.1.3. Boinyckaroluii KOHTPOJib KayecTBa (BbIMYCK CEPUH)

HecrepunbHas npoaykuus A~

CleyoLMX JeKapCTBEHHBIX Gopm): O

1.2.1. HecrepunbHas npoaykuus (Texuonomqecrcgf\vepau%g}mﬂ MOJIyYeHUs
/

1.2.1.1. KancyJibl B TBEp/10H 0607104Ke Q X

1.2.1.5. )Kunkue nexkapcTBeHHble GOpPMBbI AMs Ha <HOro n}@&gﬁe}mx

1.2.1.6. Xunkue nekapcTBeHHble GOPMbI &r CHH\QL@Y?pI/lMCHeHMﬂ

PR

1.2.1.11. Msirkue jiekapcTBeHHbIE GOPMBI (C_)\'

1.2.1.13. Tabnerku \lib'\

A
1.2.2. Brinyckarouini KOHTPOJb K M’(cegﬁ@ﬁxaum cepun)
\

IIpouast iekapcTBeHHas TTPOLY Kldidst NPOHBBOCTBEHHAs ASTENBHOCTD

r. bopucos, yn. Hanaesa, 64727 ( oJsioruueckue naboparopum);
THY nadoparopun);

yJ1. Hanaena, i@ TpouTeneH, 24/4 (XxpaHeHHe HCXOAHBIX MATEPHATIOB),
ap

222518, Recnybhuka
yi. CtpSiTehen, 24@pal-leﬂne rOTOBOM MPOAYKLIMH)

1.4.3. Tlpouee: 222518, P OJjinka ’@E{pyCh, MuHckas 061, p-H bopucosckui,
222518, Pecnybauka (benapych \&IMHCKaﬂ o6is., p-u bopucosckuii, r. bopucos,
- ben , Munckas o6n., p-H bopucoBckuil, r. bopucos,

yCb, MuHckas 001., p-H bBopucosckuid, r. bopucos,

.

Ynamw

Q
. INH€pBuyHak ynakoska:

ok Kgn@y‘nu B TBepAO# obonouke

.15, JKvnKue niekapcTBeHHbIe POPMbI [UTsi HAPYHKHOTO NPUMEHEHHS

1.5.‘1\{.\%(14111(% JieKapCTBEHHbIE ()OPMBbI A71sl BHYTPEHHEIO MPUMEHCHUS

J\@‘l 1. Msirkue jiekapcTBeHHblEe OPMbI

\1,\3 1.13. Tabnerku

<1.5.2. BTopuuHas ynakoBka

Kontposnb kauecTsa
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1.6.1. MukpoOuonoruyeckrue UCnbITaHUs: CTEPUIIbHOCTD
1.6.2. Mukpo61onoruyeckie UCIbITaHUs : MUKPOOHOJIOrMYECKas YUCTOTa
1.6.3. Xumuyeckue (pusuyeckre) CTbITaHUS
1.6.4. buosoruueckue HCMbITAHUS
OrpaH1YeHUs WK TTOSCHUTENbHbIE 3aMETKH,
Kacatouiyecs oblacTH NpUMEHEHHUs cepTudUKaTa:
AelcTBUe cepTMdMKaTa B OTHOLICHUM JIEKAPCTBEHHbIX Mpenaparos A  Kil
MCCIIEOBAHMH (MCTIBITAHMI) PACMPOCTPAHAETCA Ha JIEKAPCTBEHHbIE Mpenaparsbl LEX
JiekapcTBeHHOoM dopme Tabnerkn — 1.2.1.13. S ‘
Crapogoiitos A.T"., P
3aMECTHTEND =
MuHucTpa 31paBoOXpaHeHHs

Pecny6nuku benapych

(damunus, COOCTBEHHOE UMS, OTYECTBO (€C/IH TaKOBOE
UMeeTcs), 10JUKHOCTb CJ1yXKallero)

12 aBrycra 2024 r.

(nara noanucaHus)
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