AEKJIAPAITASI O COOTBETCTBHHA

AEKJAPAHT, MMPHHHUMAIOIITHI AEKJIAPAIIUIO O COOTBETCTBUM

AO "ThaxcoCrmumKasiin Tpesidunz"

Ceedenusn o pezucmpayuu opeanuzayuu: Medicpaiionnasn uncnexyus Pedepanvioii Haro2060i cmyoicout Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739011 486, oama npuceoenun OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxksa, Jlenunzpadcxuii npocnexm, 0. 374, kopnyc 4, smaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuwiii Oupexmop JJybsncxruii Onez

Hosepennoe muyo: Kysneyos A.A., dosepenrocme 60-13.09.2018 om 13.09.2018 .

3ASIBJSIET, UTO

Aexapemeennoe cpedemso: unayed, nopouox ons npuzomoenenua pacmeopa ons BHYMpUBeHHo20 u
sHympusbiuenozo esedenun 750 mz 1 wm., gaaxons (1), nauxu kapmounnvie, PY No IT NO15538/01 om
15.05.2009 (0ama samenw: 28.09.2011) suidano 340 "ThaxcoCmumKnsiin Tpeiidunz", cepus DBSS, napmus
18133 ynarosox, 200en do 01.01.2021, npouzeodcmea IaxcoCuumKnniin Mbausiogaruypunz C.n.A., Hmanus,
GlaxoSmithKline Manufacturing S.p.A. Via A. Fleming, 2, Verona, 37135, Italy, xoo OKIIJT2 21.20.10.191, k00

TH B3] 3004200002, Huempubviomop. coznawenue 6/u om 01.01.201 3, unsoiic Ne 1920027458 om
27.03.2019

COOTBETCTBYET TPEBOBAHUSAM

HJ 42-6933-03 uam. Ne 1-3, usm. Ne 4 om 21.05.2014, uzr. Ne 4 om 29.07.2014, uzm. Ne 5-6
AEKJIAPALIUSI IPHHATA HA OCHOBAHUHA o
npomoxon ucnoimanuii Ne 2144y om 19.04.2019 HJT Q00 HI] "®PAPMOBOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmucpuxam POCC IT.OMO8.C38702 om 22.04.2019

Kysneros A A.

Kno;}.%cs O.H.0

J
CBEJIELHI’IH O PETUCTPALTNU

OPTAH IO CEPTUO®HKAIIUH, 3APETHCTPUPOBABIIHI AEKJAPAITNIO
RA.RU.11DMO8 OPTAH 110 CEPTHOHKAIIHH IIPOJVKIIHH OBL]ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJISI KAYECTBA "

adpec opzanuzayuu: 115280, 2. Mocksa, yn. Macmepxoea, 9. 4, sm. 5, nom. I, xom. 1, adpec opeana no

cepmupurayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmeprosa, 0. 4, am. 5., men..(495)788-02-88, se6-
caim: oyxx.pe.
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3UHALIE®®, nopowok ans npurorosnesus PaCTROPA AfA BHYTPUBEHHOIC W BHYTPUMbIIEYHOrO

ZINACEF powder for solution for injection 750 mg

Homep cepun
Balch No.

Hara npouzsogcrea
Manufacture Date

CpoK ropHocTy
Expiry date

Omucanme
Appearance
TMoanuHHOCTEL
Identity

pH

pH

KonuuectaeHHoe cogepxatine
(e Bupne Liedbypokcuma Hatpus B

nepecyeTe Ha GesmsoaHLIE) - % BiB

Assay (as Cefuroxime sodium on
anhydrous basis) - % wiw

Boaa (% e/n)
Water (% wiv)

CrepunbHOCT
Steriilty

MpoxogumocTs 4epes urny
Syringe test

BakrepuanbHbie 3HAOTOKCHUHBE
Bacterial endotoxins

NMognuck
Signature
LOMKHOCTL

Position

Hara
Dale

BBeaeHun, 760 Mr

DB8s

01-201¢

01-2021

TPEBOBAHUA
SPECIFICATIONS

Min Max

Mopoutox o Bentoro go ceerno-

KenToro yeera

A white to cream powder
BLigepiuBaeT venkitTaHue
Passes lest

6.0 8,0
6.0 85
80,0 103,0
40,0 1030

He Gonee 3,5 %
Not more than 3.5 %

Cooreetcrayer rpebosatusm
e Xi
Complies with PhEur

Buinepuusaer ucnkiraine
Passes Test

He Gonee 0,06 E3/mr
Not mare than 0.06 EU/ng

Wi 157

Meneprep no nposepxe kavecrTea

Quality Assurance Manager

g‘[g’ GADRISLE cog)
PALFICY 76C 500

25-Mar-2019

PE3YNbLTATHI

GlaxoSmithKline
Manufacturing S.p.A.
unipersonale

Sede legale
Direzione e Uffici
Via A. Fleming, 2
37135 Verona - Halia

Tel. + 39 045 9218111
Fax + 39 045 9218388

RESULTS www.gsk.it
Stabilimento di Verona
Via A. Fleming, 2
37135 Verona - ltalia
" Tel. + 38 045 9218111
Complies Fax + 39 045 0218388
" Stabilimente di Parma
Compites Strada Provinciale Asolana, 90
43086 S. Polo di Torrile (PR)
ltalia
7.20 Tel. + 39 0521 526111
Fax + 39 0521 526118
101,2
22
Complles
Complies
<0,004
' Kog
Code
531194
Page 1of 1

Cap. Sar, €82.243.000 ink. Versala
Seriold soMnnosia 4l alivd

i dimzions ¢ coonlinaments

di GlaxoBavihidine ple:

Req, Improse Vemna N, 03392200231
Cod, Fise, & Pant, IVA 03207260231
R.EA, 325375
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