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Bipotnene: Medap bnza Can AL
Micuc:sﬂamnmeﬁﬁn Pamaszasoriy Max. Encap xan, Ny 20,
34906 Kyprxo# - Ternuw/Crambyn; Typerunna

JHuenais: TR/UY2020/34-2

CERTIFICATE OF ANALYSIS No. 2022001304
CEPTH®DIKAT AKOCTI
Product name: __ LEVOXIMED
Haszea npodyxmy: JEBOKCAME
‘Pharmaceutical form, solution for infusion, 500 mg!l(}{} mi, 100 in} in flacon Nel, 1 flacon fogether with a leal-
package type and size: et in a carton box
Jlixapeoxa opma; mun ma poszuun ons inysit, 500 m2/100 mi, no-100 ma y gbﬂm«:am no I gaaxony pasom 3
POIMID YRaKoeKu: THCIPYRYIEIO ONA MEOUUHD20 3ACMOCY8AHH'Y KAPIMOHHIT Kopooyi
Dosage / potency: levofloxacin (as levofloxacin hemihidrate) 500 Mmg/100 m]
Aoza / cuna i nesognorcayuny (v gopmi nesonoicayuny zemizidpamy) 500 ma/100 san
Registration certificate:
Peccmpayitine UA/14634/01/01
HOCGIOUEHHA!
Batch no.: 2232020
N cepil.
?{?;gjpsiepu 5636 packages/ynaxosox
Manufacture date: 02,2022
Hama supobruymea:
Lxpiry date: . 012025
Tepmin npudamnocmi. :
TEST LIMIT RESULT
Hoxasuusu saxocmi Hopayeanun Pesynomam
Description A clear greenish-yellow solution Conform
Onuc IIposopuil po3vitt 3eneHYEAMOC-5C0emo20 KOABOPY. Bianosinae
Identification The retention time of the prinecipal peak in the chromato- Conform
Ioenmucpixayin gram obtained from sample sclution shoiuld correspond to.
that of the standard solution in the assay
Hac ympurysanus 0CHOGHO20 WKy NA XPOMAMOzpaMi | Bidnogioae
BUNPODYBAHOZ0 POIYUHY MAE GIONOEIOamu vacy

YIPUMYBAHHA OCHOBHOZ0 RIKY HA XPOMUMODan]
CHIAHOAPIMHOZ0 POSYUHY NPU NPOGEOEHH] KITbKICH D20

N BUINAUCHHA R o
Clarity The solution should be clear Conform
posopicms Posuun mae 6ymu npozopum. Bionogioae
Colour A greenish-yellow solution, not more intensely colored than | Conform
Cmynins 3a6apenenia Reference solution GY),
Jenenyeamo-ocosmuil posyun; He bitbul inmeNcusHOo
1 o sabapenenutl, nisic emanon GY;, . Bionovsioae
Relative optical rotation - 0.29--0.26 -0.27
TTumome onmuune obepmarnst 1
pH 4353 | 4.8
1 Osmolality 280 — 320 mosmol/kg - 305 mosmol/kg
Ocmonansricme 280 — 320 mocmon/ke 305 mocmon/re
| Extracted volume Not less than 100 ml 101 mi
| Bumseysatiuii 06'ens | He mere 100 mn - o 104 mn_
Particle contamination Sub-visible particles:
| Mexaniuni exmovenis Heeuduw rfaf:m;{u
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Manufactired by Mefar Thae San, A 8.
Lucation: Ramazenoglu Mah. Ensar Cad. No: 20,
34906 Xurtkoy — Pendik/Istanbul; Turkey.
License: TRAUY/2020/34-2

Bupotieno: Medap Liau Can A,J1,

Mictesiaxomxesny: Pavasanory Max. Excap Iokaa, No 20,

34906 KypTroit - Meruux/CramBysn, Typesuua
Jhuenzin: TRAUY/2020/34<2.

2 10 mrm: maxcumynt 6000 vacmor/Pacron
i = 25 mrow: maxcumym 600 sacmor/daaron

13 pﬁﬁicles{ﬂaﬁon
473 wacmor/praxon
13 dacmor/hraron

Visible particles: absent -:g%g__e_—nt
| Budumivacmry: sincytui .

Related substances Single impurity: not more than 0.2% Not detected
Cynposioni domiwry Oounuuna Oomiuxa: ve invwe 0,2% He gungneno

Total impurities: not more than 0.6% 1 Not detected

| Bevozo domiuox: ne Binvie 0,6% | He ¢uaeneno

Chiral impurity Not more than 0.2% Not detected
Xipanuna doriura He Binvwe 0,2% He euseneno
Density 0.907 — 1.109 g/em’ 1.007 g/em®
Tyemuna 0,907 — 1,109 2/en’ B 1,007 2/car’
Sterility Should be sterile Conform
Cmepunsricns Mae bymu cmepunviinm Bionesidac
Bacierial endotexins Not more than 3.5 EU/m! <3.3 EU/ml
baxmepianeni endomoxcunu | He Binvuee 3,5 OF/mn <3,5 OE/mva
Assay 475.0 — 525.0.mg/100 il 502.2 mg/100 ml
Kinvxicue suznauenns 4750 —525,0 m2/100 an 302, 2 m2/100 mn

I do hereby certify that the abovementioned data are trustworthy and accurate, This product bagich Is manufac-
fured @ackag;fng/?dbﬂlfng-fm{ uded) under the. %ualig) control on the abovementioned manufacturing site in

Jull conformity with the GMP requirements, esta

lished by the regulatory agency of Turkey as well as with the

specification and control methods gf the analytic-normative documentation, .mgisz‘ered in Ukraine. The proto-
i ;

cols of manufacture, packaging and analysis are reviewed: conformity with the

MP is established.

L{um 2 30c6104p10, 1o nepepaxcsana enye ingopmayis € docmosipnoro. i moynow. Lz cepin npodyryit Gyna

BUZOMOBRENA (BKMIOYAOUU HGKYSaHHS [ MADKPEAHHA) 3 HPOGEOCHNSN  KOHIIPONIO SKOCHI RO BUUIeeRA3aHil]

BUPOOHUUIY SinbHuyi 6 NOGHI 8IONOGIONOCE 3 8uUMO2aMY GMP, ecmanoerenumu pezyiamoprum OpeaHoM
Typewuunu, o maxooic y eidnosionocmi 3i creyugixayiclo i memodamy KOHmpome  axocimi (M),
3apecemposarumu 6 Yrpaini, IHpomoxonu SUPODHUYME, YVRAKOBKY ¥a ancuiizie Eyau - nepezasnymi ma’

BCmQHoOaRENO sidnoeidnicne GNP,

Surranme and position of person, approving batél release fo-market
Hpissuuge ma nocada / 36anns 0cobu; aKa GuOMRa O03ein Ha cunyer cepit

Signature and date, stamp
Llionuc ma dama nidnucanus, nevcinie / wmavn 18.07.2027
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