EBPASNNCKI SKOHOMWYECKIIA COIO3
MWHWUCTEPCTBO 3[1PABOOXPAHEHWNS PECIYBNUKW BEJIAPYCbh

P

Ne GMP/EAEU/BY/00500-2026

Cpok aetictaus ¢ 26 despans 2026 r. no 25 despass

BbllaH mo wuroram MpOBEACHUA (bapMaueBaneClcoﬁ HHCINEKIHH TB

/7

npoBejeHUs (apMaLEeBTUUECKUX WHCMEKLMH, YTBEPKIEHHBIMU ue@v Cosera Espa3swuiickoii
5KOHOMMYECKOH KoMHccHH 0T 3 Hos0ps 2016 r. Ne 83, &

<
MuHucTepcTBO 3apaBooxpaHeHus Pecnybnuku Benapychb &
MO HOél‘&pFaHa)

(MoMHOE ¥ COKpALICHHOE HAMMEHOBAHHUSA YOJIH

NIOATBEPIKJAET CIIEAYIOLIEE:
niposesieHa apmaleBTHUECKas HHCIIEKLHS
World Medicine Ilac S

(roTHOE HAaWMEHOBaHHE

Ha OCHOBAaHHU:
npukasa MuHucTepcTBa 3apaBooXpaHeHus Pe
OpraHU3aly UHCTIEKTHPOBAHHUSAY.
Ha ocHoBaHuM cBeaeHMH, NONyUYEHHBIX T eu@?un MHCTIEKTHPOBAHHUS, TIOCEHEe U3 KOTOPbIX
Obl10 mposeaeHo ¢ 17 c¢espans 2026 ‘r. 26 Qespans 2026 r., YCTAaHOBIEHO, YTO JAHHOE
(dapmaleBTHYECKOE  TPOM3BOACTBO TBE (ZFByeT TpeOoBanussM  [lpaBun  Hapnexainei
MPOW3BOJACTBEHHON MpakTHKY EBpasuii 3KOHOMHYECKOr0 COK03a, SKBUBANEHTHBIX ITpHHLMNAM 1
Pykosoncty Esponefickoro coros ajlexarueii MPOU3BOACTBEHHON NMPAKTHUKE JIEKapCTBEHHbIX
CPEACTB 1 MEIMIIMHCKOrO U BE: HOFO NMpUMEeHeHUs U npuHLMNaM CHCTeMbl COTPYAHUYECTBA
dapmaueBTHueckux uHcnekuuii (RIC ).Q‘Zr
Hacrosiumii ceprudukar otpaxaer cT4TyC NMPOM3BOJACTBEHHON MIIOIIAIKH Ha MOMEHT MPOBEAEHHUS
dbapmalieBTHYECKOM HHCTIE nosucTeueHuu Gosiee 3 JeT OT AaThl MOCIEIHErO JHS MOCIEIHEro
WHCIIEKTHPOBAHUS HE MO Tg{f_z?csr JOKYMEHTOM, CBUJETEILCTBYIOLIUM O CTaTyCe COOTBETCTBHSI.
Cpok peHcTBus cepth a MOXeT ObITb COKpalleH TNpHU HCMOJIb30BAaHHH COOTBETCTBYHOLIMX
NPUHLIMIIOB  YMpaB/eHus {PUCKAMU MpPH HAJMYMM COOTBETCTBYIOLIEH 3anmucu o0 3ToM B roje
«OrpaHuueHus un m@%’nbnble 3aMETKM, Kacarolldecs OONacTH MPUMEHEHHS HaCTOALIero
ceptudukaray. & .
Cepruduxkar s ug)&mmenbﬂbm B Cllyyae NpecTaBleHHsl BCEX €ro JIMCTOB (KaK OCHOBHBIX
UTEJIbHBIX JIUCTOB).

no@mnocn) HaCTOALIEro cepTHMKaTa MOXHO TpPOBEPHUTh B 06aze AaHHbIX
Munucrepe ‘ﬁﬁaaooxpaﬂeﬁm Pecnybnuku  Benmapych, pacnoiioxxeHHOW 1o ajpecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Peectp cepruduxaros GMP EADC).
Ecnu ceptu ikaT He NPEeNCTaBleH B’ 7 i 6ase paHHBIX, cienyeT oOpaTuUThCs B
yHOHHOMO“E\/%IHblI‘/JI opras, €ro BblAaBIIMI, / "‘ ‘

&
N
N

CTp\@?xma 133
<




..o; \

'i?g,
I

1

o
o

2R
BRSECILXN
(KKK
B0,

eul

S
Q‘\v‘.'a,'.
XXX

o

===
SN

ol

i

s
oo
%l

055%
K

K

e

s
RN

QAR

7
7o

W
i
R
e
XK

X
&
X
i

A
i

e
i

7

S

s
Sos
oo;'

S
s

e
=

s

i

an
AN
KA

R

KX
XXX
XA
O
oo
SR

A

i
i

LR
0’:‘:’0‘0’0‘?}' i

50

o
5
i

AR
LRSS
51""““"3‘3’3"1'5?'29. R0

i
%

RRR

X

XX
&
A

R

XS
oo“oo %
o,»wo

Ne GMP/EAEU/BY/00500-2026

[1] JlekapcTBeHHbIe CPEACTBA YISl MEAMLMHCKOTO MPUMEHEHUS

O JlekapcTBeHHBIe Npenaparbl JJ1s KIIMHUYECKHUX UCCiel0BaHUi (MCTIBITaHUIT)

HaumeHoBaHue
1. HPOI/I3B'OIICTBEHHI>IE OINIEPALIMH — JIEKAPCTBEHHAS [MTPOJIYKLIMA

CrepuibHast MPOAYKLMS

1.1.1.2. XKunkue nexapcrBeHHble POpMbI Masioro oobeMa
1.1.3. Beinmyckarouyi KOHTPOJIb KauecTBa (BbINMYCK CEPHH)

JIEKapCTBEHHBIX (HOpM)

@Jﬂymmux

1.2.1. HecrepunbHas npoaykuus (TEXHOIOMMYECKHe Onepauyu JUld Ny YeHus C
8)
()

A\

1.2.1.1. Kancynel B TBepaoii 060mouke
1.2.1.2. Kancysbl B Marko# obonouke

JIEKapCTBEHHBIX (HOpPM)

1.2.1.5. JKvpkue nexapcTBeHHbIE GOPMBI /11 HAPYKHOTO npnmeHeHH&@\

1.2.1.3. JKeBarenbHble JiekapcTBeHHbIE (HOPMbI

N

A

1.2.1.6. J)Knunkue nekapctBeHHbIe ()OPMbI 711 BHYTPEHHEro NpuMeH

KATICYJibI

iy WHTAIALUHA, [OPOLIKH,

X
)

1.2.1.8. Ipoune TBepAble JeKapCTBEHHbiE (HOPMBI:

rpaHyJibl

b

1.2.1.9. TIlpenapatsel, HaXoJsILIKECS 110]] JABJICHUEM 4,

1.2.1.11. Msrkue nekapcTBeHHbIe GopMbl
1.2.1.12. CBeuu (cynno3utopuu)

1.2.1.13. TaOnetku

LMsl CEPHH)

%]
POHU3BOACTBEHHAS AEATEIbHOCTD

TH

1.2.2. Beinyckatouyii KOHTpoJIb kadecTsa (Cep

N

/’pc'{ﬁﬁnue rOPMOHBI

@
KOPTHUKO

> 4

1.4.1. ITpousBoncTBo
1.4.1.1. PacturensHas npoaykuus
1.4.1.3. Tlpouas npoaykius

ogie
1:5:1:3¢ }KeBaTeIleble;.He»K'ap\CTQ@\-lele dopmbl

\
|

1.5.1.1. Kancynsl B TBep10#i o

1.5.1. IlepBuuHas ynakoska

V><><

~

0o

KOH O

) O
1.5.1.6. XKunkue nekaperpeHHble ()OPMbI 1711 BHYTPEHHEr0 NPUMEHEHUS

1.5.1.5. Kupkue nexapCTBethwe (G OpMBI 711 HAPYXKHOTO MPUMEHEHHS

1.5.1.2. Kancybl B Msr

NOPOILKH,

KancyJibl AJis1 HHraJisluH,

1.5.1.9. [IpenapaTblz,g(’ﬁxonﬂmnecsx NOJ, JaBJICHUEM
1.5.1.J1. Mﬂrkneﬁapcmeﬂﬂble bopmbl
1.5.1.12% CBeqn&\c}ynnosuTopnn)

1.5.1.13. Ta6a€rku
1.5.2. BTOp\ﬁSl)Haﬂ yNaKoBKa

~J

MHKPOGHOHOFHqCCKaﬂ yucroTa

N7
1.6.2. Mukpo6uonornueckue HebITaHus

1.2 |HecrepunbHas npoayKius

1.4 |Ilpouas nekapcTBeHHAs POAYKLUS UMM

1.5 |VnakoBka

1.6 |KoHTpons’kauecTsa
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1.6.4. Brosoruyeckye UCTIbITAHUS
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1.4.1.1 — pacnipocrpansiercs Ha 1.2.1.1, 1.2.1.2
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1.4.1.3 — pacnipoctpansercs Ha 1.1.1.2, 1.2.1.5
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poK NEHCTBUS HACTOSAIIETO cepTH

(®.M.0., 101KHOCT)

19 urons 2026 r.
(nata MoAnMcaHus, JULMEC.ITrT)

CrapoBoiitoB A.l'".,
3aMeCTHTEINb

MunucTpa 31paBoOXpaHeH s
Pecny6niuku benapych

(Mo pe3ysibTaTaM HHCNEKTUPOBAHMS ).
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