CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTI

Prodnct name:

Huasea npodyxiny:
Pharmaceutical form,
package type and size:
Hixapcora hopma, mun
md posMip YHAKGERU.

Dosage / potency:
Hosa/ cuna Gii:
Registration certificate:
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Munnfactured by WORLD MEDICINE 1LAC SAN.VE TIC AL,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
Nao:5¢ Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-0

Bupogneno: YOPJI MEJRLIHH 1IAY CaAH.BE THIA AL
MicuesnaxomeArs, 15 Temmys Mavannen:] Jineami Flomy [oxamaect
No30 Tomeus Barmsmmap/CranGyn, Typewunsa

Thiuensiz: TRAUY/2019/12-0

No. 46000631816

LEVOXIMED

JEBOKCUME]L

film coated tablets 500 mg, 7 tablets in a blister, 1 blister with a feaflet in a
carton box

madnemen, expummi RiAIGKOS0I0 OBOTIOHKOI, RO 500 mz, no 7 mabremox y
énicmepi; no 1 fnicmepy 6 xapmonsii KOpoeBHi pazom 3 IHCIMPYRUIEWD 0%
MEOHYHOZ0 JGCIOCYBUHNA.

levofioxacin (a5 levofloxacin hemihidrate) 500 mg

Regodaoxcayuny {y Qopmi nesogrorcayuiy renmizidpamy) 300 m2

Peccmpayliiine TA/12659/01/01
HOCBIOUEHHR!
Bateh dos 309002490
Ne cepil.
?5;:2})5?@;&? 39 581 packages/ynarxocecx
Manufacture date: _ 09.2023
Hema supobnuymsa:
xplry dates 08.2026
epmin BPUOGIMHOCTI!
TEST LT RESULT
Horaznuri Axoch Hopmysarst Pesynwrim
Appearance Light peach coloured, oblong, scored en one side film Conform
Crue coated tablets. Bidnoeioue
Joszacmi mabaemxy, GRpUmi WIIBKOBOIO DEGRONKOIO,
CEIINO-REPCUROBOZ0 KOTLOPY 3 PO3OIIOBOI0 PUCKOI0 Ha
oOuil cimoponi
Uniformity of dosage units Conform
Odnopidnicme G0208aHUY AV IS0 D
oouHIYE AV 25012 Bidrnosidae
Identification
Idenmughixayia The retention time of the Levofloxacin peak in the ; Conform
chromatogram of the test solution as obtained in the | Bidnosidae
- levofloxacin assay corresponds to that in the chromatogram of the
- IEBODAORCAUHY standard solution.
Yac ympusyeanis niKy 1e60(prorcayuiy na
XPOMATOZPAME GURPOBYSAHOL0 POSHUIY, OMPUMANOZD
anpodosae mecmy «KiaAbKicHe GUIHANERHAD, gionosidae
MAROMY HQ XPOMAIROZPEME CINAHOGPIHOZ0 POSHURY
- titanium dioxide Orange-red colour occurs Conform
- mumary dioxcuyd Hosaa opannceso-vepsoHo20 3000PEREHNA Bidnosgioae
- yellow iron oxide and red
iron oxide Green-blue colour occurs
- 3QRi3a OKCUO ACOBMUL | ITorsa seneno-Grarumnoeo 3a0apenerH
3ai3d OKCUO UePBOHHE
Loss on drying Not more than 5.00 % (w/w)
Bmpamu 6 maci npu He Giavtue 5,00 % (min)
BUCYULYGGHHI

i Gius. A OCFS ﬁf 26 XAy [P
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Manufaciured by WORLD MEDICINE JLAC SAN. VE TIC. AS.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunest Bageitay/Istanbul, Turkey
License: TRAIY/2019/12-0

Bapobneny: Y OPILE METMIUEN 1TAY CALL BE TEDK. A
Micuesuaxozorenss: 15 Temmys Maxaanetui Jokanti Hony Hxanneci
Ne30 Tioremni Barnsanap/Crasdyn, Typesuna

Tiuensis: TRAUY2019/12-0

Disintegration Not more than 30 minutes 2 minutes
Posnadanus He 6invue 30 xeunun {xBuKA)
Dissolution 1 Not less than 80.% (Q) in 30 minutes 92.5%
Posuunenns He mernme 80% (O 30 30 xewnun
Assay of Levofloxacin 500 mg (m2) * 5 %/tablet (mabnemxy)
Kinvricne gushasenns (475 mg — 523 mg/tablet (me/mabnemiy)) 511.11 mg (mr)
nesodRoKCayiHy
Related substances Tmpurity A - not more than 0.2% Not detected
Cynpogioni domiwxu Honivuxa A - ve Binerire 0,2% He gunaneno
Impurity B - not more than 0.2% g‘ﬁ detected
; . @ GUABNEHD
,E{amm‘;m B - we Sinsme 0,2% Not detected
Impurity C - not more than 0.2% He sunaneno
Jomiuxa C - ne Gimsie 0,2%
Each unknown impurity - not more than 0.2% 0.07 %
Kosicna neidenmudpixosana domiuxd - ne GIEe 0,2%
Total impurities - not more than 1.0% Conform
Cyma domiuox - He Binswe 1,076 Bidnogidae
Chiral impurity
Xipansua cominxa R () Mot more than 0.15 % 0.14 %
Impurity Jomiwxa R () He imowe 0,15 %
Microbiological control
Mixpobionozivng Hucmoma
Total serobic microbial
count
Bpzanena xinsxicmiv aepobuux | < 107 CFU/g (KYO/r) <] CFU/g (KYOIT)
MIRpOOpRAHIIMIG
Tota! yeast/mouids ¢count
Sazanona kinexicms < 102 CFU/g (KYO/) <} CFU/g (KYO/r)
Opincdacosux ma NIUECHABUX
apubie
Escherichia coli Absent/g Absent
Bigeymui/e Bigcymnui

I do hereby cerfify that the abovementioned data are trasiworthy end accurate. This product batch is
manufactured  (packagin abelling included) under the quality control on the abovementioned
manufacturing site in full conformily with the GMP requirements, established by the regulatory agency of
Turkey as well as with the specification and control methods of the analytic-normative docimentation,
registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conformily with
the GMP.is establisked.

ITum 51 3geeldupo, 1o REPEPOXOsana GUlLE inghoprcgin € GOCMOGIPHGHG | MOYRDIO, It cepin npodyxyii Gyaq
quzOMOENeNa (BKIOHAICHY NAKYEAHNA | MAPKYSaHHS) 3 BpOGeDEHHAM KOHMPORIO AKOCHL Hil GrLHEGIUSURIH
supodrNii OLbHuYl 8 nositil gionogionocmi 3 eumozamu GMP, GCinaHOGReH UMY PE2YIAMOPHUM OPEdnOM
Typewuuny, @ maxooc y eionpsionocmi 3l cneyudikayiclo 1 memodamMu ROWMPOINIO axoemi (MKZD),
sapeccmposanumy 8 Yipaini. IIpomoxomy guUpOBHUYINGS, YRAKOSKY WA QHARIZIE Oynu REpESTARYME A
scmanoeneno sionosionicns GMP,

Surname and position of person, approving batck release io market
Hpiseuye ma nocada / 36anist 6cobY, AXA SUOWIT GO3GIL HA GUIYCK cepif

Stenature and date, sfanip
Tidnuc ma dama RIONUCaRIA, ReUarra / wmamn 08.12.2023
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AEPIKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB

TA KOHTPO.IIO 3A HAPKOTHMKAMH y m. KHEBI

Tpoe. Hapii Ceitnugnoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €JIPTIOY 37079055

BHUCHOBOK
NPO SIKICTHL BRe3eHOro B Yxpainy JiKapeskoro 3aco0y

09.02.2024 Ne 5834/24/2611

JEBOKCHUME]]

(nabimenysanns nikapcekoro 3acoBy srinHo 3 peecTpayifmm TI0CBiT9eH M)
TabJerky, BRpaTi IIIBKOBOIQ 06010HK010, 110 500 Mr MO 7 TabaeTok y Gnicrepi; mo 1 Gmicrepy
B KapTouHii Kopofui

{((opma sumycky, ZO3YBBHHS, BUI NIAKYBAHHS nikapeekoro 3acoby)
Homep peccrpaniitroro nocsigwernms UA/12659/01/01 CTPOK i peecTpauiltioro nocsiguenus HeoOMexenwif
Cepis nikapcrkoro sacoy No 309002490 Kinbkicts ssesenoro nikapeskoro aacoby 30323

BupoGunk YOPJIIT MEJIMLIVH IJIAY CAH. BE TIJDK. AL, Typewunna

(HaﬂMeHyBaﬂm'nupoGﬂuﬁa nikapcrkoro 3aco0y, kpaina TIOXOJKEHHS )

BrescHo B Vipaity Torapucrso 3 06meskenoro BiINoBinaabHicTIO "Tpokac ®apma
Yxpaiua", igenr. xox: 37177201
(natiMenyBaius Ta oz oa E€APTIOV 1opuananot ocobn a6o npiasrwe, im'a, o Gatorosl (iznunoy
0colH - mianpHemuny, i Micue npoxusanms T PeECTpauiiiauii Homep o6mikosof KapTku nnatHuxa
noaarkis abo cepia Ta HOMEp macnopra)

IIporoxoa pisyansuoro KkouTpomio six 19.01.2024 N 149/3,

33 pesymbratamu AEPHABHOTO  KOHTpONHO BCTAHOBNIEHD, 1o Jikapcekuif  3acig BBE3CHO B Vgkpainy 3
ﬂOTpHMﬂHHH M Bumor 3aKOHOAABCTEA OO 3abe3neyenus SKOCTE AIKAPCLIHY 3aco0in,

Muxona XOJIOIEHKO

(ninnwuc) (iniuianu Ta npissHie)
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