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ié PharmaVision

CERTIFICATE OF ANALYSIS
CEPTH®OIKAT AKOCTI

Product name:

Haszea npodyxmy:
Pharmaceutical form,
package type and size:

Jikapcora ghopma, mun ma
DPOIMID YNaKosKu,

Dosage / potency:
Loza/ cuna oir:
Registration certificate:

Manufuctured by PharmaVision San. ve Tie, A,

Location: Davutpasa Cad; No, 145, Topkapi, Istanbul; Turkey

License; 2002/12

Bupotneno: dapmaBixw Can, e Thos, AL

Micueanaxomxenns; Havyrnama Jcan, Nel45, Tonkan, Cranbyn, Typgusine

Tluensis: 2002/12

No.21110068

ROXIPIME
POKCHITIM

1.0 ¢ 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 acarton box

nopowox Ons posuuny Ons in'eryti, no 1,0 2, 1 dnaxon 3 nopoukom 6

xommnexmi 3 1 amnynoio posvuniuka (6ooa Ons in'exyii) no 10 mn y
Kapmouniil Kopobyi pasom 3 IHCIPYKYIEID ONst MEOUUHO20 3ACIMOCYBANHS
Cefepime (in'the form of cefepime dihydrochioride monohydrate) 1 g

Leghenimy (v dopmi yegheniny dueziopoxnopudy monoziopamy) 1,0 2

LBudricmoe posuuHenHs

Pecempayitine noceiouenns: CA/LSISR AR
Batch no.:
Necepl: 21110068
g?j;}: p?i:ze(;i‘r; 92 092 packages/ynaxosox
Manufacture date: :
Hama eupobnuymea: 03.2021
Expiry date: -
Tepmin npudamuocmi: 02,2024
TEST LIMIT RESULT
Hoxasnuru sxocmi Hopmysanus Pesynemam
Appearance White to pale yellow powder Conform
3o6nivniil 6uznsd Hopouiox: 810 6inozo. 0o Grido-3C08MOE0 KONLOPY Binnosinae
[Identification The retention time of the major peak obtained in the
cefepime chromatogram of the sample solution should be concord- | Conform
Idenmudpinayis ant to that of the standard sclution in the assay Binnosinae
yeghenimy Hae YMpUmyGaHHs OCHUGHO20 NIKY HA . XPOMAMOZpai
BUNPOBYBAND20 POZUUHY MUE GIONOGIOGIYU MAaKOMY: Ha
XPOMAMOZpAME  CMAnOapmHo20  posuuny 6  X00i
KINbKICHO20 GUIHAUEHHS
Uniformity of dosage units Acceptance value (AV) should meet the requirements 3.2
Odnopionicms Qo306anux 0OUHIYY IIpwiinammne snauenns (AV) vae sidnosioamu eumozonm
Water content <4.0% 34 %
Bumicm godu .
Clarity of solution The recovered solution should be clear Conform
Hposopicme: Bionoenenyiii po3uun nogurey OYmy nposopum Binnosinae
pH of solution 4,0-6.0 44
pH posuuity
Dissolution rate £ 2:min (x8) 1 min. (x8.)

- Particulate matter/Mexaniuni eruovenns

~sub-visible particles

> 10 pm: <3000 particles/vial

87 particles/vial

- HesuOuMl uacmeu 2 25 pm: €300 particles/vial (vacmor/n.)
2 10 miem: < 3000 wacmor/ghn. 21 particles/vial
_ > 25 miom:. < 300 wacmor/dn. (uacmor/gn.)
- visible particles should be-absent Conform
- GUOUMI Ydemicu marots OyTH BizcyThi Bianosinae
N-methylpyrrolidine <1.0% ' 0.12 %




Mariufactured by PharmaVision San. ve Tic. AS:
7 Location: Davutpasa Cad. No.143, Topkapi, Istanbul; Turkey
: ) License: 2002/12
‘PharmaVision
Bupoineno: ®apmaBixn Can, ne Timx, AL

Micuesnaxojpceitit: Nanyrrigita [oxan, NeldS, Tonkani, CranGyn, Typesuita
Tinenais: 2002/12

Nememunniponioun I l

Related substances/Cynpogioni domimxu

Pozuunnur onsrioghinisamy:

Batch no.:

- impurity A <0.5% 001%

- QomiuKa A

~ impurity C <05 % 0.02%

- domiruxa G

- unknown single impurity 205% 0.2 %

- HelOeHmupiko6ana oOuHuHa

domiuika

- total impurities <22% Conform

= cpMa Qomiutox ‘ Binnosinac

Assay cefepime 950.0-1050.0 mg/vial (e/gn.) ; ’

Kinskicie susnauenna yegeniny (95-105 %) ¢ o T8 tighiial Quatin,)

Residual solvents

Banuuirosi posUUHHUKY £0.3 % (3000 ppm) 0.03 %

<methanol

“~MEMAaHOoN

- acetone <0.5 % (5000 ppm) 0.20 %

- Qyemon

Sterility Should be sterile Conform

Criepunvrichs Mae Gymuy cmepunpruil Biarosinae

Bacterial endotoxins . i

Baxmepiansni endomoxcunu < 0.06 EU/mg (OB/me) 0.06 BU/mg (OF/uz)
Solvent for lyophilizate: WATER FOR INJECTIO

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

BOJA JIA IH'EKLITN

1 aMuynG po3HUHHIKA, 600@ OnA in’ekuith, no 10.may KapmorHitt Kopooui

Ne cepi: 0661005
Manufacture date:
jEZama BUPOEHUYMBA. 03:2021
xpiry date:
Te;?./vzgl HpUOAMHOCIL: 0?'2026
TEST LiMIr RESULT
Tloxasnux sxoemi Hopmysanuus Pesynoman
Appearance Clear colourless liquid ' Conform
3oeniwmnitl euenad Iposopuii Gesbapsruti pozuul Binnosigae
Volume >10.0 ml (mn). 10,2 m)/ (vor)
06’ em
Acidity or alkalinity Complies with the test Conform
Kucnomuicms abo nysenicnty Bionosidae mecmy | Binnosinae
Conductivity <25 pSrem™ (MkCmeem™) 3.2 uS-cm™!
Tumoma nposionicme ‘ (MkCymem™)
Oxidisable substances Complies with the test. Conform
Bidwpeniowui pevosunu Bionosioae mecny Bignosinae
Chlorides £0.5 ppm 0.5 ppm
Xnopudu . '
Nitrates <0.2 ppm 0.2 ppm
Himpamu




Manmifacturéd by PharmiaVision San. ve Tic. AS.
@ Location: Davutpasa Cad. No:14S, Topkapi, Istanbul, Turkey
e License: 2002/12
PharmaVision

Bupotnerno; OapmaBiay Can. ve Tiga, AL
Mictiesnaxomienna: Jasyrnama Iag, Nelds, Tonxart, CranGya, Typguunna
Jinewsis: 2002/12

Sulfates Complies with the test ' Conform
Cynsghamu Bionogidae mecmy Binmosinae
Ammonium <0.6 ppm 0.6 ppm
Amoniil '

Calcium and magnesium Complies with the test Conform
Kanvyiit | mazniil | Bidnosioae mecmy Binnosinae
Residue on evaporation <0.004% (4 mg (mr)) 0.000 %

3anunuor nicis UNApPIOGAHHA

Particulate contamination
Mexaniuni ermoyeHns

2 10 pnvampule < 6000 units (OOUHUIE) 78 units (OMUHILE)
= 10 mxm/amryny

225 pm/ampule <600 units (onuHKIE) 1 units (onuHuLE)
225 Mrm/amnyny

Sterility The solution is sterile Conform
Cmepunoricms Mae Gymu cmepuivHull Binnosinae
Bacterial endotoxins <025 TU/ml (MO/w1) 0.25 TU/ml/(MO/ws1)

Baxmepianoil eHOOMOKCUHY

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured
(packaging/labelling included) under the quality control on the abovementioned manufucturing site in full conformity with
the GMP requirements, established by the regulatory agency of Turkey as well as with the specification and control meth-
ods of the analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and analysis
are reviewed; conformity with the GMP is established,

Lune s 3ac6i04yio, 1o REpepaxosana guwye inpopmayin € QOCMOGIPHOIO 1 MOYROIO, L cepis npodyrkyii Oyna
GUZ0MOGIENA (BRIIOYAIONY NGKYGAHHA / MUPKYGAHHA) 3 NPOBEOEHHAM KOHMPOMO Akocmi Ha GuueaKazanit eupoBHuYil
Qineruyl 6 noeHi ¢idnogionocmi 3 eumoeamu GMP, ecmanosneiumu pegyramopuum opeanom Typeyuunt, & morojc y
sionosionoemi 3i cneyubicayiero i memodamu xoumponio sxoemi (MKS), sapeccmposanumu. 6 Vipaini. Ipomorony
eupoBHUYMEa, Yrakosky ma aranizie Gynu nepezasnymi ma semanoeneno sidnogionicmu GMP.

Surname and position of person, approving batch release to market Quality Control Manager: Gamze Erdenog
[piseuye ma nocada 36anHs 0coby, Axa eudana o3ein na sunyek cepil Menedoicep BKA: Tamse Epdenas
Signature and date, stamp G&W Erdendz
ITionue ma 0ama niORUCANIs, ReHAMKA /S Wmamn ngﬁ,@ i
20,03.2021 PharmaVision
Sanayive Ticaret AS.
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