AEKJIAPAITNST O COOTBETCTBUH

AEKJIAPAHT, IPUHUMAKOLH I AEKJTAPAIIMIO O COOTBETCTBHU

340 "ThaxcoCyumKasiin Tpeiiounz"

3apeaucmpuposano : Meacpaiionnas uncnexyus MHC Poccuu Ne 39 no 2.Mocxee OI'PH 1027739011486 om
24.07.2002

Aopec: 119180, 2. Mockea, Axumanckan na6., 9. 2. Tenechon:8(495)777-89-00.

B nuye. lenepanvuerii Oupexmop Buwmuyxuii J].A.

Hosepennoe nuyo: Kysneyos A.A., Ooeepennocmy 46-24/05/2017 om 24.05.2017 .

3ASIBJISIET, UTO

Aexapemeennoe cpeocmeo: Popmym nopoutox dns npuzomoeienus pacmeopa ons unvexyuii 2 2, ghnaxonst (1),
nauku kapmonnwie, PY Ne IT N0O15707/01 om 25.05.2009 » cepus EX8U, napmus 11009 ynakoeox, 200en do
31.08.2020, npoussodcmea I'iaxcoCymumKusiin CUIILA., Hmanus, GlaxoSmithKline S.P.A., Via A.Fleming, 2 -
Verona 37135, Italy, koo OKII/2 21.20.10.1 91, k00 TH B3] 3004200002, Hucmpuboiomop. coznawenue 6/n
om 01.01.2013, uneotic Ne 1020026069 om 19.03.2018

COOTBETCTBYET TPEBOBAHUSIM

HIT 42-6934-03 uzn. No 1-2

AEKJIAPALIMSI IIPUHSITA HA OCHOBAHUH

npomoxon ucneimanuii Ne 1934 s om 03.04.2018 HIT OO0 HI] "OAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D@JI40, Cepmugpuxam POCC IT. ®MOS.C10882 om 04.04.2018

Kysneuos A.A.
HORH%I: D.H.0

Trading
adexi apey

Zragrct

CBMH}M O PETUCTPALINU

OPTAH IIO CEPTUDOUKAIIMH, 3APET'HCTPUPOBABIINI AEKJIAPAIIUIO
RA.RU.119PMO8 OPT'AH ITO CEPT, HOHKALIHH ITPONVKILHH OBLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [EHTP KOHTPOJIA KAYECTBA"

adpec opeanuzayuu: 115280, 2. Mocrea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, aopec opzana no
cepmuchuxayuu. 115280, 2. Mockea, yn. Macmeprosa, 0. 4, 5, men. :(495)788-02-88, se6-caiim: OYKK.pGh.

AEKJIAPAITMST O COOTBETCTBUH 3APETHCTPUPOBAHA N POCC IT. DPM08./096939
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Homep cepun
Balch No.

Hara npoussogcrsea
Manufacture Date

Cpok ronHocTy
Expiry date

Onucanue
Appearance

MognunnocTs Uegrraznauma
Identity of Ceftazidime

NoanuHRoCTL raza, 2anonHNIoWero

cBoBoaHLIft oBuem
Identily of Headspace gas

pH pacrsopa
pH of aqueous solution

Copepxanne nupunmraa (BIXX) - % sle

Pyridine content (HPLC) - Y%ow/vs

OAHOPOAHOCTE MACCHI
Uniformily of weight

Copepxanue Uedhrasuauma
- cpenHee(% OT 2anBneHHoro)

Ceftazidime Content

- mean (% of claim)
CrepunesHOCTL

Sterility

Bakrepuanstble 3HA0TOKCHHbI
Bacterial endoloxins

NMoanuce

Signature

JAon#HoCTE

Position

[ara
Dale

DOPTYM nopowok Ansi npuroTosnenun
pacTROpa ANA WHLeKUWN 2 r
FORTUM powder for solution for injection 2 g

EX8U

09-2017

08-2020

TPEBOBAHWA

SPECIFICATIONS

Min Max

Mopowok or Benoro A0 CBETNO-KENTOro
ueerTa

A white to cream powder

Brigep:xuBaeTt UenbiTaHWe
Passes lost

BuigepmvsaeT vcneitaHue

Passes test
5,0 7.5
50 7.5

He Gonee 0.15 %
Not more than 0,75 %

BuigepivBaeT nenoitative

Passes tast
90 110
90 110

CooteeTcTByeT TpeboBaHnaM
Complies with PhEur

He Gonee 0,1 ED/mr
Not more than 0.1 EU/ng

.'_!

Menenxep no nposepke kascTHa
Quality Assurance Manager

PESYINLTATHI
RESULTS

Complies

Complies

6,19

0,02

Complies

99,4

Complics

<0,005

Kon
Code
531308
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GlaxoSmithKling
Manufacturing S.p.A.
unipersonale

Sede lagale
Direzione e Uffic
Via A. Fleming, 2
37135 Verona - alia

Tel. + 39 045 9218111
Fax + 32 045 9214280

wiw.gsk.it

Stabilimento di Virena
Via A, Fleming, &
37135 Verona - italia

Tel. + 38 045 9213111
Fax + 39 045 0212288

Stabilimento di Farma

Strada Provincialz Asclana, 80
43056 S. Polo diTarrile (PR)
ltalia

Tel. + 390521 G511
Fax + 39 0521 525118




