JEKJIAPAIIUST O COOTBETCTBUUA

JEKJIAPAHT, IPHHUMATOIIAI JEKJIAPALMIO O COOTBETCTBUHN
340 "ThaxcoCvmumKnsiin Tpetidune"

3apezucmpuposano : Mesicpariounas uncnexyun MHC Poccuu Ne 39 no 2. Mockee OFPH 1027739011486 om
24.07.2002

Adpec: 119180, 2. Mockea, Axumanckas nab., o. 2. Tenetpon.:8(495)777-89-00.
B nuye: I'enepanvuniti dupexmop Buwnyruii JT.A.
Hosepenroe nuyo: Kysneyoe A.A., dosepennocms 46-24/05/2017 om 24.05.2017 2.

JASIBJISAET, UTO

Aexapemeennoe cpedemeo: PopmyM nOPouLoX Oan NPu2OMOGReHUs pacmeopa Ona unvexyuii 2 2, guarons (1),
navku kapmonnvie, PY Ne I1 NO15707/01 om 25.05.2009 , cepus V62C, napmus 9441 ynaxoeox, 20en do
31.08.2020, npouseodcmesa I haxcoCmumKaniin C.I1.A., Hmanus, GlaxoSmithKline S.PA., Via A.Fleming, 2 -

Verona 37135, Italy, koo OKII/{2 21.20.10.191, koo TH B3] 3004200002, Hucmpubsiomop. coznawenue 6/
om 01.01.2013, unsotic Ne 1020101251 om 13.11.2017

COOTBETCTBYET TPEBOBAHUSIM
HJT 42-6934-03 uzn. Ne 1-2

AEKJIAPAIIASI ITPUHSITA HA OCHOBAHHHA
npomoxon ucnvimariuit Ne 7885 i om 28.11.2017 HIT OO0 HI] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC IT. ®MO8.C01571 om 29.11.2017

JATA TIPUHSTHS JEKTAPALIAH 29.11.2017
PATTISE, EHCTBHTEJIBHA )10 3;./08 2020
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CBEJEHMSI O PETUCTPALIAM

OPI'AH ITO CEPTHO®UKAIIUH, 3APETHCTPUPOBABIINN J{EKJIAPALTHIO

RA.RU.11®DOMO8 OPIAH ITO CEPTHDHKALJHH ITPONYKLHH OBL]ECTBO C OIPAHHYEHHOMH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 105062, Poccus, 2. Mockea, Dypvannwiii nepeynox, 10, 1, adpec opeana no
cepmucpuraryuu: 115280, Poccus, 2. Mockaa, yn. Macmeproea, 4, 5, men.:(495)788-02-88, ee6-caiim: oyxx. poh.

JAEKJAPALIASI O COOTBETCTBUH 3APETUCTPUPOBAHA N POCC IT.®M08. /184257
IIATEA)%I‘PIGPP%L{HH 29.11.2017

% R Kauan E.B.

MOANHCH / Pyxosopurens OC




GOPTYM nopoliok ANA NPUroToBMNeHuA
pacTEOpa ANS UHBEKUNA 2 T

FORTUM powder for solution for injection 2 g

GlaxoSmithKline
Manufacturing S.p.A.

Homep cepun Vve2C unipersonale
Batch No.
Sede legale
[ara npouasoacTea 09-2017 Direzione e Uffici
Manufacture Date Via A. Fleming, 2
37135 Verona - ltalia
gf"." i Se-202 Tel. + 39 045 9218111
iy Fax + 39 045 9218388
TPEBOBAHUA PE3YNbTAThI :
SPECIFICATIONS RESULTS bl gkt
Stabilimento di Verona
) Via A, Fleming, 2
Min Max 37135 Verona - ltalia
Onucatxune Mopowok or Genoro 40 CBETNO-XEnTOro Tel. + 39 045 9218111
ysera Fax + 39 045 9218388
Appearance A white to cream powder Complies
Stabilimento di Parma
NMopnuuHocTes Llethraznguma BoigepkuBaeT ucnbiTalue Strada Provinciale Asolana, 90
identity of Ceftazidime Passes test 43056 S. Polo di Torrile (PR)
ltalia
MoanuHHOCTL rala, 3ancnHAlwere Boigepxueaer ucnsiTaHue
cBoboaHeil obbem Tel. + 39 0521 526111
identity of Headspace gas Passes test Complies Fax + 39 0521 526116
pH pacTBOpa 50 7.5
pH of aqueous solution 50 7.5 6,19
Copepxanune nupuausxa {(BAXX) - % B/s He Gonee 0.15 %
Pyridine content (HPLC) - %w/w Not more than 0,15 % 0,02
OnHOPOAHOCTE MacChl BoinepKuBaeT uCnbiTaHue
Uniformity of weight Passes lest Complies
Copepxanue Lledhraznauma
- cpenHee(% OT 3asBNeHHOrO) 80 110
Ceftazidime Content
- mean (% of claim) 90 110 99,4
CrepunbHocTs CoorBercTByer TpeboBaHuAM
Sterility Complies with PhEur Complies
BaxrepranbHble JHAOTOKCHHLE He 6onee 0,1 E3/mr
Bacterial endotoxins Not more than 0.1 EU/mg <(,005
Moanuck Y \g{ ‘
Signature EAAE NNV e B W
|
HAorxxocTe Menegxep no npoaep}e Kayecrsa
Position Quality Assurance Manager
Kogn
Code
Rara 13-Nov-2017 531308
Date
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