iE PharmaVision

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AKOCTI

Product name:

Hazea npodyxmy:
Pharmaceutical form,
package type and size:

Aixapcoka gopma, mun ma
PO3MID YNAROEKH.!

Dosage / patency:

Hoza / cuna oit:
Registration certificate:
Peccmpayitime nocsiouwenns:
Batch no.:

Manufactured by PharmaVision San. ve Tic, A.S.

Location: Davutpasa Cad. No.145, Zeytinburnu, Istanbul, Turkey

License: TR/AUY/2020/4-1

Bupotareno: ®apmaBimu Can. se Tims. AL

Micuesnaxomprenns: lapyrnama [xan. Nel4$, 3eifrinbypsy, Cravbyn. Typeususa

Jhiuensia: TR/UY/2020/4-1

No. 2501009

ROTACEF
POTAILIE®
powder for solution for injection 1 g,

1 glass vial with powder complete with 1 ampoule of solvent (1%
lidocaine hydrochloride solution) in 3,5 ml in a carton box

AOPOWIOK O7R po3quny oax in'exuiii no 1 2,

I cknanuit gnaxon 3 nopowikom y xKommiexkmi 3 1 amnyaow pos-
YUHHUKG (po3uun nidoxainy zidpoxaopudy 1%) mo 3,5 mn y

Kapmowuriit Kopooui
Ceftriaxone (in the form of cefiriaxone sodium) 1 g
Hedmpuaxcony (v gpopmi yegpmpuaxcony nampiio) 1 &

UA/14808/01/01

Ne cepii: 2501009
gg;g:;g;ﬁ? 152 957 packages/ynarxosox
Manufacture date:
Hama supodnuymsa: 05.2025
Expiry date:
Tepmin npuoamuocmi. U8
TEST LIMIT RESULT
Hoxasnuxu sikocmi Hopwyeanns Pesyromam
Appearance Almost white or yellowish coloured, partially hygro- | Conform
3osniunii sueand scopic, crystalline powder. Bionoeioae
Kpucmaniunuit nopowtox, Hacmross 2iepockonivuuil,
Maiizice Bin02o abo JHCOSMYBAMOZ0 KOALOPY
| Identification Conform
| ceftriaxone Retention times of main peaks which are obtained from | Bionosidae
sample and standard chromatograms should be similar.
loeumughivain Snauennsi 4Oacy YMpUMySaHHS OCHOGHUX HiKie na
yegdhmpuarcon XpoMamozpamax  sunpobyeanozo I CMandapmHozo
POUUHIG Maiome GV CXONCUMU.
Average weight 1073.6 - 1312.2 mg (m2) 1196 mg (me)
Cepedus maca
Uniformity of weight Not more than 2 of the individual weights deviate from | Conform
Oowopiowicns vacu the average weight by more than 10.0% and none devi- | Bidnosioac
ates by 20.0%
He Ginvwe 2 inougioyanshux mMac mMaionts iOXIANUCS
8i0 cepednvoi macu Oinvus niowe na 10,0% i acodna 3
Hux we nogunna gioxuasmucs wa 20,0%
Clarity of solution The solution should be clear or not more opalescence | Conform
Iposopicmp pozuuny than reference suspension I Bionosioac
Posuun  mae  Oymu  npozopuwm  abo we Oitbut
OHEICCYCHMHUNM, HINC CVEneH3ig HOPIHIHER 1 .
Colour of solution The solution should not be more i ‘ Conform
Cmynins 3abapeienns pozuuny than reference solution Ysor BYs. /o) Bionosioae
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ii PharmaVision

Manufactured by PharmaVision San. ve Tic. A8,

Location: Davutpasz Cad. No.145, Zeytinburnu, Istanbul, Turkey

License: TR/UY/2020/4-1

Bupebaeno: GapmaBimn Can. se Tima AL

Micuesnaxomkenna: [lasyrnama Txaz. Nel45, 3esrinGypny, Crandya, Typeuuusa

Thuersis: TRAUY/2020/4-1

Posuun mae 6ymu sabapeaenuii ne 6itbw inmencueno,
#igic posyun nopiensuns ¥s abo BYs

Reconstitution time of powder | < | min (xg) 0.3 min (xs)

Yac gidnosrenns nopowy

pH of solution 6.0-8.0 6.5

PH posuuny

Specific optical rotation from -155° to -170° (on anhydrous substance) -164°

Creyugiune onmuune 8i0 -133° 0o -170° (bezeoona peyosuna)

obepmanns

Water content 8.0%-11.0% 9.4 %

Buicm godu

Particulate contamination

Mexaniuui exmiovenna > 10 pm: < 6000 particles/vial 17 particles/vial

- sub-visible particles: = 25 pm: < 600 particles/vial 17 wacmor/gha.

- HeBUOUMI wacmKU: 2 10 mxw: < 6000 wacmor/ga, 0 particles/vial
2 25 mxm: < 600 vacmor/gha. 0 vacmor/gha.

- visible particles: Should be absent Conform

- BUOUMI HGCMKU, Maroms 6ymu eiocymui Bionosioae

Related substances

Cynposioni Oomiwuxu

- any impurity

- yOb-ka domina <1.0% 0.2%

- total impurities Conform

- cyMa dagz‘wox =4.0% Bionosioae

Assay ceftriaxone

Kinvricue eusnavenns 95 % -105 % (0.95-1.05 g (2)) 101.6 % (1.02 g(z))

yedhmpuarcon

Sterility Should be sterile Conform

Cmepuiwnicme Mace Gymu emepursrun Bionosicae

Bacterial endotoxins <0.08 IU/mg (MO/mz) <0.08 IU/mg

baxmepiareni endomorcunu (MO/xe)
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Menufactured by PharmaVision San. ve Tic. AS.
Location: Davutpasa Cad. No.145. Zeytinburnu, Istanbul, Turkey
License: TR/UY/2020/4-1

Bupoetireno: ®apmaBimun Can. se Tiam. AL
Micuesnaxomenna: Jasymama [bxan. Nel45, 3efirinfypuy, CramSyn, Typeswunna
Jlinensis: TR/UY/2020/4-1

Solvent for Iyophilizate: 1% LIDOCAINE HYDROCHLORIDE SOLUTION
1 ampoule of solvent (1% lidocaine hydrochloride solution) in 3,5 ml in a
carton box
Posuunnux o1a aioginizamy: 1% PO3YHH TIJOKAIHY I'TPOXTOPHAY
1 amnyaa posuunnuxa (posuun yidoxainy ziopoxnopudy 1% ) no 3,5 may

KapmonHIil Kopobui
Batch no.:
Ne cepit: 503001352
g:;f::pszzﬁ? 195 257 packages/ynaxosox
Manufacture date:
Hama supotuuymea: RIS
Expiry date:
Tepmin npudamuocmi: 022030
TEST LiMIT RESULT
Toxaznuxu axoemi Hopnyysanun Pesyavmam
Appearance Colourless, odourless and clear solution Conform
3oguiwmin guensio Besbapenuii npozoputi pozyun bes 2anaxy Bidnosioae
Identification lidocaine 1. The retention time of the main peak on the chroma- Conform
Ioenmugpixayia aidoxainy togram of the tested solution must correspond to the Bionogioac
retention time of the main peak on the chromatogram
of the standard solution obtained during the quantita-
tive determination
1. Yacu ympumyeauws OCHOSHO20 RIKY, HG
Xpomamozpami - GUnpoGYeano2y  poINuUHY  NOGUHEH
8iONoGidamu 4acy YmpuMyeaHisi OCHOSHO20 RIKY HA
| Xpomamozpammi CaHOAPMHO20 POYUHY, OMPUMAHUX
g 8 X00F KiTbKICHOZ0 BUIHAYEHHA
' 2. Reaction for chloride Conform
2. Pearyis na xnopuou Bionosioae
Volume > 3.5 ml (Gua) 3.5 ml
06 em
pH 50-7.0 59
2,6-Dimethylaniline <400 ppm <400 ppm
2, 6-Huvemunaninin
Particulate matter 2 10 pm: £ 6000 particles/amp. 13 particles/amp.
sub-visible particles > 25 pm: < 600 particles/amp. (vacmox/an.)
Mexaniuni exuovenns > 10 mrn: < 6000 wacmor/avn, 0 particles/amp.
HeeuouM! Hacmxiu > 25 s < 600 yacmox /aun. {nacmox/avn.)
Sterility Should be sterile Conform
Cmepunsnicme Mae Gymu cmepuaern Bionosidae
Bacterial endotoxins < 1.1 IU/mg (MO/wmr) <0.1 TU/mg (MO/me)
Baxmepiareni endomorcunu
Assay
Kinsricne susnavenns 35.0 mg/3.5 ml (95 %-105 %) 36.5 mg/3.5 ml(99 %)
- lidocaine 35.0 m2/3.5 ma (95 %-105 %) . 4T . 36.5 m2/3.5 mn (99 %)
- ridoxain 3 X
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Manufactured by PharmaVision San. ve Tic. A.S.
Location: Davutpasa Cad. No.145, Zeytinburnu, Istanbul, Turkey
License: TRAUY/2020/4-1

i PharmaVision
Bupobaens: ®apwaBixs Can. se Timx. AL
Micuesnaxomxesmns: Janyrname ran Nel43, efirinGypny, Crambyn, Typeusima

Jlnensia: TR/UY/2020/4-1

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 manufactur-
ing site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as
well as with the specification and control methods of the analytic-normative documentation, registered in
Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is
established.

Lun 51 3acsiouyro, wo nepepaxosana euye ingopmayia € docmosiproio i mounow. 1 cepis npooykyii Gyna
GUOMOBNEHA (BKAIOYAIONU RAKYBAHHA | MAPKYGAHHS) 3 NPOBEOSHHAM KOHINPOTIO AKOCHI HA Buesrazaniil
euUpOOHUYI OinbHuyi 6 noenili 6idnosionocmi 3 eumocavu GMP, ecmanosnenum PEYIAMOPHUM OP2AHOM
Typewaunu, a maxexc y eionosionocmi 3 cneyucpixayicio i memodamu xoumpoa  axoemi (MK,
sapeccmposanuvy 6  Yipaini. Ilpomokosu eupobnuymea, ynakoexu ma awnaiizie Gymu nepezianymi ma
sCmanoeaeHo ionoeionicms GMP.

Surname and position of person, approving batch release to market
Ipiseuye ma nocada / 36amns ocobu, axa 6UGATIQ O036IN KA EURVCK cepil
Signature and date, stamp
ITionuc ma deina nionucanns, nevamea / wmamn

15.05.2025

PharmaVision
. ﬂ"‘ﬂt P
S&ﬁ&}y% wE rg‘;{: al
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JEPXJIIKCIIVKEA
AEPKABHA CJIY)KBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPO,TIO
3A HAPKOTHKAMM Y YEPHIBEUBKIIT OBJIACTI

BYJL. FoanHa, 29, M. Yepinuwj, 58008, 0-372-52-22-60 Ten./daxe 0-372-55-39.93
e-mail: dls.cv@dls.gov.ua, Koz €APIIOY 37032279 .

BUCHOBOK
PO SIKiCTH BBE3eHOro B Ykpainy gixapcskoro 32c00y

22.10.2025 - Ne53064/25/24

POTALIE®D
(malivMenysanns nikapcrkoro 3acoby 3riniko 3 peectpauiiimm NOCBiA4eHHAM)
TIOPOIOK /1St posymHy fuist in'exmiii 1o | r; 1 cxasnuit guaxon 3 OPOIMKOM y KoMILTeKT] 3 1
AMITYJI010 PO3YUHHHKA (Po3yunm JaoKaiHy rixpoxaopuay 1 %) no 3,5 M y kaprouniii
Kopooi

(dbopma BHUILYCKY, NO3YBAHHS, BUII NaKyBaHHg MKapeLKoro 3acoby)
Houep peecrpaniiinoro mocsigucrns UA/ 14808/01/01 crpox i peectpauitinoro moceintenns 01.01.2099
Cepia sikapeskoro 3acoby Ne 2501009 Kinskicrs Baeseroro nixapesioro saco0y 43 200

Bupo6auk DapmaBixu Can. e Tipk. AL, Typeuunna
(naiMenypanug BHPODHHKa mikapchkoro 3acoby, kpaila NOXOMKEHHN )

Beeseno B Vkpaiuy Tosapucreo 3 o6mesxeno Bixnopinansuicrio «BJIYC DPAPMAY,
inenT. xox: 43821180

(naliMenyBaHus Ta koa 3a €JIPITOY sopunuunof ocoby abo npissuwe, iM's, o 6atsxop; thizuunof
0C00bu - nignpuemns, i micie NpOHBAHHA Ta peecTpanifiHuHA Homep a6mikoBoi kapTicn nnaTiuka
nonarxis afio cepis Ta Homep nacnopra)

Mporoxon Bisyansroro konTpoio six 26.09.2025 X2 310/01.25-25/4.

Jlaboparopuuii anamnis sxocri JKaPCEKOTO 3acoby 3pitickenmit:

JlaGoparopist - papmaxomeiiroro aHamizy JlepxaBHe MiIPHEMCTBO «YKpaiHCBKuif Haykopmit
_apmakoneitnmit LCHTP AKOCTI JIKApCHKHX 3ac06iBy (M. Xapkis, Byu, ACTpOHOMi4Ha, 33)
(naiimenyranus Ta MICHC3HAX O e HHS naGoparopii, uo nposena naboparopuuii ananis AKOCTI)

BucHoBoK moxno skocri nikaperxoro 3acoby, Bupaunii naGoparopieio six 20.10.2025 No 1034/112325

Pesyastatu Ja6oparoproro aHamisy sikocti TiKapebKkoro 3aco0y 3a mepesipeHuMu NOKa3sHHKaMH BiANOBiga0TH
BHMOTAM METOJIB KONTPOJIFO AKOCTI (aHaNITHIHO-HOPMaTHBHOT NoKyMeHTanii),

3a  pesynsratamu ACPKABHOIO  KOHTPOJIO BCTAHOBNCHO, WO JiKapcekmii  3aci
AOTPHMAHHSAM BuMOr 3aK0HOXaBCTRA oo 3abe3nedenns sxocti JikapchKux 336
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