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¥ PharmaVision

CERTIFICATE OF ANALYSIS
CEPTHDIKAT AKOCTI

Product name:

Hersea npogyrmy:;
Pharmaceutical form,
package type and size:

likapeska dopara, nap pic
POBMID YROKOGRN,

Dosage /' potency:

Ausa 7 o i
Registration certificafe:
Pevempayiinie noceidvens:
Batch no.:

Ne cepir:

Batch size:
Posaip cepitt
Manufacture date:

Pokcunim Ne2411001B_307500571_Crpannua_1.jpg

Minufactured by PharmaVision Sap. ve Tie. ALK,
Locavon: Davatpasa Cad. No. 143, Tophapi, Istanbal Tarkey
Liwcense! TRAUY 202040

Bupodiens: DapsaBiwen Can. s T, AL

AICHR RO, BRI Jiamyvaanr oxan. Nel S Tongani, CavOva, Tyvpesaiaa
Jhuenna: TRAY 20204 -0

No. 24118618
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1.0 g powder for solution for injection, 1 vial of powder complete with 1
ampoule of solvent (water for injections) of 10 ml together with a leaflet
in a carton box
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KOMRACKIE 3 1 «aviyaome posauniiry (600a O urcug;zu ne 10 v
KAPMONHIE KOPOOHT PU3oM 3 IHCIPYRYICIO 05 MEOUMHOO 3aCIOCYSULINS
Cefepime (in the form of cefepime dihydrochloride monohydrate) g
Uedberntig (v iopsi yedheniaty Queiopoxaopucy sonociopamyy 1, 0 ¢

LUA/IS288/01/01
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_ 01.2024
Aama eupotinuined:
Expiry date: 12,2026
Tepsin npuoamnochi.
TEST LIMIT RESULT
____ Horazmury siwocmi Hopyyeanus L  Pesvasnan _
Appearance . White to pale vellow powder ( onform
Joeniunil euciang i Hopowtor gic G020 00 OAIDO-HCOBMOS0 ReIbOpy b Bionogidac
Identification . The retention time of the major peak obtained in the | Conform
cefepime i chromatogram of the sample sofution should be concord- | Bionosiduc
1denmugh icayis aut to that of the standard solution in the assay
Hegheniry Hate ympusysanis OCHOSHOSO NIRY G XPOSIGROpAA |
BUHPODYBUNOCO POTHUNY MAC SIONOGIOURMI MGrOMY #Ha |
L xponamoepasi — cmanoapmnoco  possuny 5 xodi|
___________ | KLIOKICHOCO QUIHACTTS 5 o
mearmm nf dosage urits Acceptance value (AV) should meet the requiremnents - 4.8
LIdnopionicnts JORUGMUX GOUHLID Hpuimsimue snagennst (AY) svae gionosioamu ewwoeayi |
Water content <40 % 2.4 %,
Baticnr eoou _ -
Clarity of solution ! The recovered solution should be clear Conform
Iiposopicme L Bivnosrenudt posyun noswnen Gvnad nposopioy Bidnosioac
pH of solution 0 4.0-6.0 4,2
P poswany - i ,,,,,,,,, X
Dissolution rate l <2 min r’ ve) meaee} ) MiNL (XG.)
Lguoricmes posduneniis P . L na T e ]
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Manufactured by PharmaVision San, ve Tie. AN
Loeation: Davutpasa Cad No TS, Topkapd, lstanhul. Turkey
License: FRAUY 262040

i Pharmavision

Bupediens: dapmaBiki Cad. ve Tigk, AL
Macuesnavoicrenms: Manvriame [Uass Nol45. Todigan: Cravdya, Typevauni.
Shiatensin: TRAUY 202040 '
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- impurity A
- goaiuere A

. Not detected
- He susieagno

| - impurity €
- oonhiika C

- <LOQ
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CRHSHEN M

..........

- unknown smgie impurm 0.1 %
- Heldenmuhinogand oouHLa
CQOMINKA .
- total impurities 2.2 9% Conform
- CVNI SOMIMOK Bionosjoue

.....

Assayv cefepime

Kimwicue ewsnauenns yeopenivy

| _. 950.0-1050.0 m g/vial (vedgh)
1(93-105 %%)

Residual solvents
AR OGT POFHHHHUKY
- methanol

« MENIHOT

£0.3 % (3000 ppm)

- acetone < 045 9% {5000 ppm) 0.10 %
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Sterility Should be sterile Conform

CHICDHABHICIG

Mac Ova cmepitibiini

973.0 mg/vial (wecha )

0.01 %

L Bionosicac

. Bacterial endotoxins
DURMEPTIbHT ¢HAOMORCIITE

< 0.06 EUlmg (OFE/ )

| <0.06 EUimg (O] |

Solvent for lyophilizate:

Posvumnur Oan adoghinizan:

Batch no.:

WATER FOR INJECTIO

1 ampoule of solvent, water for injections, 10 ml in a carton box

BOJA AIH TH'EKLITIT

1 aMny.1a pouiHEKG, 6004 08 0’ ckuift, ro 10 My kapmioniile kopooui

R 307500571
No cepli: (
Manufacture date: R
y . 07.2023
U GUPOBHEIMBU.
Expiry date: NE A
g S . (06,2028
Tepsiin BpUOamIOCng,
TEST LIMIT RESULT
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Manwtactured by PharmaVision San. ve Tic. Al
Location: Davutpasa Cad. Ne 43, Topkapi. Istanbul. Turkey
L License: TRAUY 2020:4-0
PharmaVision _ |
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AMicnewmanopkemst: Japyvenams Brad Neld3 Tonxard, O mav@n Tepeaing
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Xaopuou

Nitrates < (0.2 ppm <(.2 ppm

Himpamu i

Sulfates Complies with the test Contorm

Cyavghanni Bionogidae mecmy e | Bionosioac
Ammoninm < 0.0 ppm <0.6 ppm

Axtoniiy | o _
Calciam and magnesium Complies with the test . Conform

Kagwign i waenits i Bionvsiode mecmy Bionosiodc

Residue on evaporation <-0.004% (4 mg {a12)) 0.002 %

Jamayor niCIA GURAPIOGHES

Particulate contamination

Mexaniuni araionenis

> T um/ampule <. 6000 units fodurings) 2 units fodwainigs)

> J0 steaaninay 5 |

> 25 um/ampule < 600 uits foonnififs) 1ounits fodunuys)

2 25 wravasmvay o 3

Sterility The solution is sterile Conform
Cmepuasic CMac Hymu cimepicivii Bionosiodac o
Bacterial endotoxins <.0.25 TU/ml (MO <0.06 1U/ml
Barkmepicioni endomorcunu ! | S A |

{ do hereby certify that the abovementioned dara are trustworthy and accurate. This product batch is manu-
Jactuved (packaging/labelling included) under the quality control ou the abovementioned manufacturing site in
SJull conformity with the GMP requirements, established by the regulatory agency of Turkey as well as witlh the
specification and contral methods of the analyfic-normative documentation, registered in Ukraine. The proto-
cols of manufacture;, packaging and analysis are reviewed; conformity with the GMP is established.

Lt s saceionyio, wo nepepavosuna sune fnopyayis ¢ doemosipuo i movnow. Hs cepis npodvsnii oviy
GUZOMOCACHT  (GRICYOU L HARVEQUHA . MOPRVGHNR) 3 RPOSCOCHISIN  KOWMPONG AKOCDN Hd  8HIHESKUIHIT
supoOHIn. Qizonnyl 6 nOBHIT sionosionocmi 3 amwoeuiite GMP, «Cmanosienuyy peeysmopinuy. opadioat
Typewwunu, o maxoye v eionogionoemi 3 cneyudirayico i wemoda ropOTio  stkocnii (MK ).
supeccemposainii ¢ Yeapaini,  Tpomoxoii 6UpodHuymsda.  YHasosky  mda  auaiisie GV nepesannvi na
Gemanusieno gionocionicnn GAMP.
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