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HEPHUIKCIIVBA YKPATHN
AEPKABHA CJYIKBA 3 JJIKAPCLKUX 3ACORBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI
ByJi. bepesusikincnia, 29, Kuin, 02098, rea. (044) 295-26-85 1o, (044) 295-26-82
E-mail: dis.kyiv@gdls.gov.ua. Koa CIPIIOY 37079053

BUCHOBOK

PO IKICTH BBE3EHOro g Y Kpainy Jikapenkoro 1acoby

15.03.2023 Ne 12143/23/26

JIEBOKCHME{
(Hadmehysanas sikapeskoro 3a¢00y SUiAHO 3 PeECTPALIHHNM (MOCBIZ4CHHIM |
posHHE At indysiii, S00 mr/100 ma; no 100 ma Y qutakoni; no 1 gpaarony y kapronuiii
ROpo6i
(opsa BHITYCRY. 203YBaHHA, BHI NaRY RaHHA ARAPCHKOFO TacoBy |

Homep peectpauilinoro nocsimienns UA/14634/01/0] CTPOK AlT PeecTPALifHOro NockiAueHHn HCOOMEKEH M
Cepis airapcakoro sacoby Ne 2232025 Kineicry ssesenoro nikapeskoro sacofy 5428

BupoSiuk Medap Inay Can. AL, Typeuunna

{mafimenypanms supolnuka aikapebicoro FACO0Y. KPATIA 1HOXO K i |

Beeseno s Vpaiiy Tosapuerso 3 obmemenoio sianosiaiannicrio "BANC d APV A
e, wou; 43821180
{naftmenysanns ta kog 3a CAPIIOY HIPHAHOT 0cofi abo uplseniie. i'g, Do Giarukori it o;
OCODH ~ MIANPHCVLS, 1T MICHE HPOKHBAHEY Ta PECCTpauiitiii nosMep ofaikonoi kapTrI 11 K
nofarkia abo cepia T HoMep nacnopra)

JlaGoparopuwii auanis axocri TiKAPCLKOro 3acoby saiitcre Hui:

Jlaboparopis papmakoneitnoro aranisy JIIT " Yipaiucukuit naykonnii bapmaxoncinuii enrp
AKOCTI JIKAPCLKHUX 3acobiR” (M. Xapkis, Byn. Acrpouomivna, 33)

(HalMenynanits 1a MiCueIHAX0LKCHHA AABOPUTOPIT. 110 11POBe.ta AAGOPATOPIKE A3 SKOCT])

Brenosox wono sixocti nikapeskoro 3acody. sinani nadopatopicio rin 13.03.2023 Ne 103/14823
Pesyasraru naGopatopuoro ananisy skocri aikapeskoro 3ac00y 3a nepesipeHUMI nokaINIKaM1 B0 BIAA O T
BUMOTAM METORIB KOHTPOMK AKOCT] (AHANITHYHO-HOPMATHBHOT AOKYMEHTALLT).

3a pesyapTaTamMin gEpKaBROro KOUTPOMIO  BCTAHOBAGHO. 1O NIKAPCHRMH  4acid  Bueseny & YRpaiey o
AOTpHMal

123aKOHORABCTRA 1010 3aBe3nCHCH NS AKOCTIJIKAPCLKHX 3acobis,

Hauay Mukona XOHOUEHIKO

(inindazn ta npisame)
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mefar

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTI

Product name:

Hassa npodyxmy:
Pharmaceutical form,
package type and size:
Jixapcvra gopma, mun ma
DOIMIp ynaroaxu.
Dosage / potency:

Hoza / cuna oit:
Registration certificate:
Peecmpayiiine
nocgioueHns:

Batch no.:

Ne cepii:

Batch size:

Posmip cepii:
Manufacture date:

NeBokcumen p-+ ann iHd Ne2232025+_00001.jpg

Muanufactured by Mefar liac San. A. S,
Location: Ramazanogiu Mah. Ensar Cad. No: 20,
34906 Kurtkoy - Pendil/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupobneno: Medap Inay Cau A.ILL
Micuesraxomienns: Pamasatory Max, Encap ixaa, Ne 20,
34906 Kyprroft - Hename/Cram6yn, Typewuma

Jlivensis: TR/UY/2020/34-2

No. 2022002027

LEVOXIMED

JIEBOKCUME]

solution for infusion, 500 mg/100 ml, 100 ml in flacon Nel, | flacon together with a leaf-
letin a carton box

posyun Ona inghysiti, 500 ma/100 mn, no 100 ma y haaxoni; no 1 gaaxony pasom 3
inempyryiro ons meduunozo 2QCMOCYBUNHA Y KAPMOHHIT KOpobYi

levofloxacin (as levofloxacin hemihidrate) 500 mg/100 m}

nesognorcayuny (v gopmi nego@roxcayuny zemiziopamy) 500 mz/100 s

UA/14634/01/01

2232025

5497 packages/ynarosox

Hama supobuuymesa: 03.2022
Expiry date: -
7 ‘eerz'?f’ npudamuocmi: 022025
TEST LIMIT RESULT
Hoxazuuxu sxocmi Hopmyeanns Pesynomam

Description A clear greenish-yellow solution Conform
Onuc IIposopuii posuun senenysamo-sicoemozo KOMbopy. Binnosinae
Identification The retention time of the principal peak in the chromato- Conform
Doenmugbixayia gram obtained from sample solution should correspond to

that of the standard solution in the assay

Yac ympumyeanus ocnosnozo RIKY Ha Xpomamozpami Bionogidac

8URPOGYEAHO20 POIUUNY MAE 8iONOBIdamu uacy

YIMPUMYBAHHA OCHOBHO20 MIKY 1A Xpomamozpami

CIManOapmuo20 posuuny npu nposedenii Kitbricnozo

SUSHAUEHNA
Clarity The solution should be clear Conform
Hposopicme Posvuun mae Gymu nposopum. Bionosidae
Colour A greenish-yellow solution, not more intensely colored than | Conform
Cmynins 3a6apenenns Reference solution GY,

3enerysamo-acosmuii pozuun, ne Ginvu iHmencuaHO

sabapenenuts, niorc emanon GY). Bidnosioae
Relative optical rotation -0.29~-0.26 -0.26
ITumome onmuune obepmanus
pH 43-53 4.8
Osmolality 280 ~ 320 mosmol/kg 309 mosmol/kg
Ocmonsnsricme 280 — 320 mocmon/iz 309 mocmon/e
Extracted volume Not less than 100 ml 101 ml
Bumsizyeanuii 06’em He mernuie 100 sn 101 sn
Particle contamination Sub-visible particles:
Mexaniuni erniovenns Hesudumi vacmcu: )

2 10 pm: maximum 6000 particles/flacon” 227 particles/flacon
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Manufactired by Mcfar llac San, A, S.
3 Location: Ramazanoglu Mah. Ensar Cad. No: 20,
me qr 34906 Kurtkoy ~ Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupobneno: Medap Laan Can A.LL
Micuesnaxonkenns: Pamasanorsy Max. Encap Duaa, Ne 20,
34906 Kyprxofi - Ienanx/Crambyn, Typeuunna

Jlinensia: TR/UY/2020/34-2

2 25 um: maximum 600 particles/flacon 0 particles/flacon

2 10 miom: maxcumym 6000 vacmor/draxon 227 wacmord/paaron

2 25 miem: maxcumym 600 vacmor/puaron 0 uacmo/dsnaron

Visible particles: absent ggsent .

Budumi wacmrcu: BigcyTHi tocymiii
Related substances Single impurity: not more than 0.2% Not detected
Cynpoeidni domivircu Oounuuna domivura: ne Ginvwe 0,2% He eusngneno

Total impurities: not more than 0.6% Not detected

Bewozo domiutor: ne 6invue 0,6% He susigaeno
Chiral impurity Not more than 0.2% Not detected
Xipanvua domiwra e Ginvwue 0,2% He suaeneno
Density 0.907 - 1.109 g/em® 1.006 g/cm?
Tycmuna 0,907 ~ 1,109 2/es’ 1,006 2/ca’
Sterility Should be sterile Conform
Cmepunericnre Mae Gymu cmepunvrum Bionogioae
Bacterial endotoxins Not more than 3.5 EU/ml <3.5 EU/mli
baxmepiansui endomoxcuny He 6invwe 3,5 OF/mn <3,5 OE/ma
Assay 475.0 - 525.0 mg/100 ml 493.0 mg/100 m]
Kinvricne susnauenns 4750 —525,0 m2/100 mn 493.0 m2/100 v

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufic-
tured (packaging/labelling included) under the uality control on the abovementioned manufacturing sife in
Jull conformity with the GMP re uirements, esta%lislze(l by the regulatory agency of Turkey as well as with the
specification and control methods ‘gf the analytic-normative documentation, registered in Ukraine. The proto-
cols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established,

Lium 5 3aceiduyio, wjo nepepaxosana suye ingopmayis € docmosipHow i mouno. L cepis npodyxyii Gyaa
GUZOMOGNEHA  (GKTIOUAIONI NAKYGAHHS. / MADKYGAHNA) 3 RPOGEOCHHAM KOHMPONIO AKOCMI HA GuI4eGrazaniii
supobnuuiti dinvruyi 8 noewnisi ¢idnosidnocmi 3 eumozamu GMP, ecmanosnenumr pezynsmopHum opaanom
Typewuunu, a makooc y eidnogionocmi  3i creyudiikayicio i memodamu  Koumpomo  skocmi (MKA),
sapeccmposcarnumu 6 Yipaini, IIpomoxonu  eupobuuymasa, YRAKOGKY ma  ananizic Oymu nepeeisuymi  ma
scmarnoanero ¢ionogidnicne GMP.

Surname and position of person, approving batch release 10 market
piseuwye ma nocada / seanns ocobu, axa eudana dossin 1ta SUNYCK cepii

Signature and date, stamp
ITionuc ma dama nidnucanns, nevamra / wmamn 25.07.2022




