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Qgﬁ,']x, TBA JIEKAPCTBEHHbBIX CPEACTB
E‘KALL.,E/H MPOV3BOACTBEHHOW MPAKTUKW
SKOHOMWYECKOIO COHO3A

Ne GMP/EAEU/BY/00359-2024 Q
Cpoxk ne#ictus ¢ 20 ceHtadps 2024 r. no 19 cenrsi6ps 2027
BBIAGH [0 WTOTAM MpOBEACHHsS (APMALEBTHUECKON HHCIEKUHMH B COOT, aMn
npoBenieHus (apMalEBTHUECKMX HWHCIEKLUMH, yTBep)KIeHHbIMU Penienu oBera E cxon

5KOHOMHUECKOH KOMHUCCHH OT 3 HOa0ps 2016 r. Ne 83.
MHUHHCTEPCTBRO 31paBooxpadenus Pecny6anku Benapych

(HOIIHOC U COKpalllCHHOC HAUMEHOBAHUSA yITIOJIHOMOYE %13)
NOATBEPXKIAET CleayoLee: 6 ’\\,\
npoBeneHa hapmalieBTHUeCKas HHCTICKIIUS &

Sanofi Winthrop Indust ﬂ‘

(HOJ’[HOC HauMECHOBAHHUEC IPO

Parc Industriel D Incarville, Voie De L Institut, P.

(aapec NPOU3BOACTBEHH

Ha OCHOBaHWHU:
npuka3za MuHUCTEpCTBA 3ApaBoOXpaHeHus Pec 1 Ber@tb ot 22 aBrycta 2024 r. Ne 1119 «O6
OpraHu3aLiy UHCIIEKTHPOBAHHUSY.
Ha ocHoBaHuu cBeneHui, nonyquHr,Ix HcheKTnpOBaHHﬂ nocjie/Hee U3 KOTOPbIX
ObUI0 mpoBeleHo ¢ 16 ceHTsOps 2 'r516p5{ 2024 r., yCTaHOBJIEHO, YTO NAaHHOE
(apmarieBTHYeCKOe  MPOU3BOJCTB OOTBﬁ Tpe6OBaHI/lﬂM IpaBun  Hajuiexallei
NPOU3BOAICTBEHHOH NMpakTHkH EB OMqucxoro COK03a, 3KBUBaJIEHTHBIX [IpuHLUMNaM 1
PyxoBonctBy EBponeiickoro eH NPOM3BOJICTBEHHOH TPAKTHKE JIEKapPCTBEHHbBIX
CPEACTB Ul MEJULIMHCKOrO U pI/IH 0 npnmeHeHHﬂ 1 npuHImnaM CHCTeMBl COTPYAHUUYECTBA
(hapMaleBTHYECKUX MHC 74 (PIC/S&;
Hacrosmuit ceprudyka aTyC MPOM3BOJCTBEHHON IUIOIIAJKH HA MOMEHT NPOBEACHUS
(hapmaneBTH4YECKOM» HHOHEK %o ucreveHnd Gosiee 3 JieT OT JaThl MOCIEAHErO JHS TOCIEIHErO
WHCIIEKTHPOBA 0K TaThCs JOKYMEHTOM, CBUJIETE/ILCTBYIOIMM O CTaTyCe COOTBETCTBHS.
Cpok pelicTB pmd& a MOXET OBITh COKpAlleH MpPU HCIIOJAb30BAaHUU COOTBETCTBYIOLIMX
NpHH aBJie pUCKaMH MpUH HaJW4YMU COOTBETCTBYIOIIEH 3amicu o0 3TOM B Tofe
«Or eHHS U SICHUTEJIbHbIE 3aMETKH, Kacaroluecs 00JacTH NPHUMEHEHUS HACTOSALLErO
cepTudukara. (Z)'
CemebHKaT gema JICUCTBUTEJIBHBIM B Cliyyae TMpEJCTaBICHUs BCEX €ro JMCTOB (KaK OCHOBHBIX
JIMCTOB, OTIOJIHUTENIbHBIX JINCTOB).
AyTeH &CTB (MOAMIMHHOCTB) HACTOALIEro CcepTU(UKAaTaA MOXKHO IPOBEpUTH B 6asze JaHHBIX

pCTBa 3apaBooxpaneHus PecryOnuku  benapych, pacnojoKeHHOH 1O ajpecy:
lm.p& rinzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trébovaniyam-gmp.php (Peectp cepTu(buKaTOB GMP EASC)
Ecnu ceprudukar He mpeAcTaBieH B yKazaHHon 0aze [JaHHBIX, CleqyeT oOpaTuTbcs B
YNOJHOMOYEHHBIH OPraH, ero BblIaBLIHIA. |

Crpanuua 1 u3 2

|
Il




S,

0K

““\v‘
%

WS
WS
R

Y
X
Ol

.
A

e

K
A

Ne 0000618

Oy
i
AV

)
(il

o
i
Y

2
35
Q?..

HET.

L
995%e
e

&
0
X

2
°5 'M\ &
LM

3
otetat

S
&

S
i

I

S
X
R
vl

XX

S
%%

$a%

-
'

%
S5
S
X5
%

%
¢dbukara

R

N
"

HRX
X
%

i
i

%
AR

N

o
il

pHn) (IIepevyeHb BUJ

X
N

¥

o X

!
i

i
.:“\
)

<2
X
(X

5L

KRR
XK

%%

R

oo
0‘.‘ :
I

S
00
1

us ce

MHKPOOHOJIO

~ OrpaHn4eHHs WM T105Q
- Kacaromuecs ob6aacTy 11

.
.

a

HaumenoBanue
1.6.2. Mukpo6HOIOrHdeckye UCIBITAHHS
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JlekapcTBEeHHbIE npenap'aTLI JUIS KIIMHUYECKUX MCCIIeIOBaHUH (UCTIBITaHHUH)
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1.1.1 TMpousBoaMMas B ACETITUUECKUX YCIIOBUAX (OTIepaLiu 06pabOTKM ANIS CIIEAYIOLIMX

NieKapCcTBEHHBIX HOpM)
1.1.3. Boimyckarowiuii KOHTPOJIb KauecTBa (BBITYCK CEPUH)

1.1.1.2. XKunkue iekapcTBeHHbIe (HOPMBI MAJIOro 06bema
1.3 |buonoruueckast JekapcTBeHHAst MPOLYKLHS

1.1.1.3. JInodunuzatsl
1.3.1. buonoruueckas nekapcTBeHHas MPOAYKLIHsSA

1.3.1.2. IMMyHOGHOIOTHYECKAs IPOAYKIUS

1.3.2. BeImycKaromuii KOHTPOJIb (
1.3.2.2. UMMyHOGHOIOrHYeCKas TIp

1.5 |YnmakoBka
1.6.4. Buosornyeckrie UCBITAHUS
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3aMeCTUTENb :
MuHucTpa 31paBoOXpaHeHUS
Pecny6nuku Benapych
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