mefar

Manufactured by Mefar Ilac San. A. S.
Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupooneno: Medap Lnau Can A

Micuesnaxomkenns: Pamasanorny Max. Encap [hxan. Ne 20,

34906 Kyptoii - [lenaux/Crambyn, Typerunna
Jinensia: TR/UY/2020/34-2

CERTIFICATE OF ANALYSIS No. 2022001310

CEPTH®IKAT AKOCTI

Product name:

Hassa npodyxmy:
Pharmaceutical form,
package type and size:

JMixapcvra gpopma, mun ma

DO3MID YNAKOBKU:
Dosage / potency:
Hoza / cuna oii:

Registration certificate:

Peeccmpayiiine
noceiouenHs:
Batch no.:

Ne cepii:

Batch size:

Posmip cepii:
Manufacture date:

LEVOXIMED
JIEBOKCUME]]

solution for infusion, 500 mg/100 ml, 100 ml in flacon Nel, 1 flacon together with a leaf-

let in a carton box

poszuun 0na ingysit, 500 me/100 mn, no 100 mn y gnaxoni; no 1 gnaxowny pazom 3
incmpyxyieio O MeOUUHO20 3aCMOCY8ANHA Y KAPMOHHIT Kopodyi

levofloxacin (as levofloxacin hemihidrate) 500 mg/100 ml

nesoghnoxcayuny (v gopmi nesopnoxcayuny cemiziopamy) 500 mz/100 mn

UA/14634/01/01

2232022

5662 packages/ynaxosox

. 02.2022
Hama eupobruymaa.
Expujy date: ) 01.2025
Tepmin npudamuocmi.
TEST LIMIT RESULT
Tloxasnuxu axocmi Hopmysanns Pezynemam

Description A clear greenish-yellow solution Conform
Onuc 1Ipozopuii po3uun 3en1eHY8aMO-2CO8MO20 KOILODY. Bigmoginae
Identification The retention time of the principal peak in the chromato- Conform
Ioenmugpixayin gram obtained from sample solution should correspond to

that of the standard solution in the assay

Yac ympumyseanHs 0CHO8HO20 NIKY HA XpOMAmozpami Bionogidae

6UnpobY8aH020 PO3uUHY MAE §iONnosioamu yacy

YMPUMYEAHHA OCHOBHO20 NIKY HA XPOMAMOo2pami

CMAHOAPMHO20 POIYUHY NPU NPOBEOEHHT KITbKICHO20

BUBHAYEHHS
Clarity The solution should be clear Conform
IIposopicme Posyun mae bymu nposopum. Bionosidae
Colour A greenish-yellow solution, not more intensely colored than | Conform
Cmynine 3abapenenns Reference solution GY;

3enenysamo-oicoemuii pozuun, He GinbuL IHMEHCUGHO

sabapsnenuti, nioe emanon GY. Bionosidae
Relative optical rotation -0.29--0.26 -0.28
Iumome onmuyne obepmanns
pH 43-53 4.8
Osmolality 280 — 320 mosmol/kg 312 mosmol/kg
Ocmonansricme 280 — 320 mocmon/xe 312 mocmon/xe
Extracted volume Not less than 100 ml 101 ml
Bumsaaysanuii 06’'em He mernue 100 mn 101 mn

Particle contamination
Mexaniuni exmoyenns

Sub-visible particles:
Hegudumi vacmru:
2 10 pm: maximum 6000 particles/flacon

993 particles/flacon




Manufactured by Mefar Ilac San. A. S.
Location: Ramazanoglu Mah. Ensar Cad. No: 20,

34906 Kurtkoy — Pendik/Istanbul, Turkey

License: TR/UY/2020/34-2
Bupodneno: Medap Inau Can AIIL
Micuesnaxomxenns: Pamaszanorny Max, Excap [Txan. Ne 20,
34906 Kyprxoii - Ilennux/Crambyin, Typeaunna

Jinenszia: TR/UY/2020/34-2

2 25 pm: maximum 600 particles/flacon 27 particles/flacon

2 10 mxm: maxcumym 6000 vacmox/naxon 993 uacmor/gnaxon

= 25 mrm. maxcumym 600 vacmor/praron 27 wacmor/gnaxon

Visible particles: absent Al;sent .

Buoumi yacmru: BiICYTHI il
Related substances Single impurity: not more than 0.2% Not detected
Cynposgioni oomiuiku Qdunuuna domiwra: He binvue 0,2% He sussneno

Total impurities: not more than 0.6% Not detected

Bevozo domimox: He binvue 0,6% He susagneno
Chiral impurity Not more than 0.2% Not detected
Xipanvna domiuuka He binvute 0,2% He susneneno
Density 0.907 — 1.109 g/cm’ 1.007 g/cm?
Tyemuna 0,907 — 1,109 2/cw’ 1,007 2/em’
Sterility Should be sterile Conform
CmepunvHicme Mae bymu cmepunvrum Bionogidae
Bacterial endotoxins Not more than 3.5 EU/ml <3.5 EU/ml
baxmepianvni enoomoxcunu | He binvute 3,5 OE/mn <3,3 OE/mn
Assay 475.0 — 525.0 mg/100 ml 501.1 mg/100 ml
Kinvricne susnauenus 4750 —525,0 m2/100 mn 501,1 m2/100 ma

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufac-
tured (packaging/labelling included) under the quality control on the abovementioned manufacturing site in
Sfull conformity with the GMP requirements, esta%lisked by the regulatory agency of Turkey as well as with the
specification and control metho gf the analytic-normative documentation, registered in Ukraine. The proto-
cols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Hum s 3aceiduyio, wo nepepaxosana suwe ingopmayis € docmosiprolo i mounoio. Lla cepin npooykyii Gyna
BU20MOGNIEHA (BKIIOUAIONY NAKYEAHHA / MApKy6anHs) 3 NPOGEOCHHAM KOHMPOMO AKOCMI HA 6UYeEKa3aHill
supobnuuiit Oinvnuyi 6 noewiil eionogionocmi 3 eumozamu GMP, ecmanoeneHumy pezyiAmopHUM OpP2aHOM
Typewyunu, a makoxc y 6ionogionocmi 3i cneyugixayicto i memodamu xouwmponio sxocmi (MKA),
sapeecmposanumy 6 Yxpaini. Ilpomoxonu eupobHuymeq, Ynaxkoeku ma awanizie Oynu nepeziaHymi ma
6CIANOGNEHO 6i0nosionicme GMP.

Surname and position of person, approving batch release to market
Ipizeuwe ma nocada / 36anus 0cobu, axa eudana 0036 HA 8UNYCK cepii

Signature and date, stamp

ITionuc ma oama nionucanns, nevamxa / wmamn 22.07.2022




JIEPXJIIKCJTY)XXBA YKPATHU
NEPXKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

ByJ1. Bepesuskinebka, 29, Kuig, 02098, ten. (044) 295-26-85 Ten. (044) 205-26-82
E-mail: dls.kyiv@dls.gov.ua, Koa €JPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpainy JikapchKoro 3aco0y

15.03.2023 Ne 12140/23/26

JIEBOKCUME/]

(HaHMeHyBaHHs ikapcLKOro 3acoby 3riiHo 3 peecTpaliin1m MOCBILA4EHHAM)
po3unn aas indysiii, 500 mr/100 ma; mo 100 may ¢axoni; mo 1 guakony y kapTonHii
KopoO i

((hopma BHIYCKY, /103y BaHHs, BHIL NAKYBaHHA 1iKapcLKOro 3aco0y)

Homep peecTpallifHOro MOCBiAYEHHS UA/14634/01/01 ctpok aii peectpauiiisoro nocsinueHHs HEOOMEKEHHH

Cepis nikapebkoro 3acoGy Ne 2232022 KinbKicTh BBE3EHOTO Nikapchkoro 3acoby 5593
BHpoOHHK Medap Lnau Can. A.Ill., Typeuunna
(nalfiMeHyBanHs BUpOGHHKa JIIKAPChKOTO 3acoly. KpaiHa NOXOAKCHHHA)
Beeseno B Ykpainy ToBapHCTBO 3 00MEKEHO10 BILNOBIANBHICTIO " BJIYC ®APMA",
inent. kon: 43821180
(nafimenysanns Ta koa 3a €JIPTIOY ropuantnoi 0co6H abo npizpuiLe, iM'S. 110 GaThKoBi (izHuHoT

0coGM - nianpuemus, il MicUC NPOKHBAHHA TA peccTpauiiinuii Homep 00NiKOBOT KAPTKH IIATHHKA
nosatkis aGo cepis Ta HoMep nacnopra)

Jla6opaTopHuii aHasli3 AKOCTi Jlikapcbkoro 3acoby 3nifcHEHHI:

JlaGoparopis dapmakoneiinoro ananizy Il "Yk alHChLKHi HayKOBHi (apmakonefiHui HEHT
p

axocTi Jikapchkux 3aco0iB" (M.Xapkis, ByJl. AcTpoHOMiuHa, 33)
(HaliMeHyBaHHS Ta MICLUC3HAXO/KCHHA naGoparopii. 1o nposena naboparopHui aHaniiz sKocTi)

BHCHOBOK L1010 AKOCTI likapckkoro 3acoBy, BUaaHuii 1abopaTopieto Bill 13.03.2023 Ne 100/14523
Pe3y/bTaTH JIa0OPATOPHOrO aHallisy SKOCT nikapcbkoro 3acofy 3a nepeBipeHHMH NOKa3HHKaMH Bi/ANOBIAAKTH
BHMOIaM METOIiB KOHTPOJIO AKOCTI (AHANITHYHO-HOPMATHBHOT JOKYMeHTauil).

3a pesy/ibTaTamMu JepKaBHOr0  KOHTPOJIO BCTAHOBAEHO, WO Jikapcbkuit  3acid  BBE3CHO B VKpainy 3

JOTPHMAaHHS HOZABCTBA 110/10 3a6e3neueHHs AKOCTi JNikapchKiX 3aco0is.

'PoIIIO) (nianuc) (ininiand Ta npi3BHLLIE)




mefar

Manufactured by Mefar Ilac San. A. 8.
Location: Ramazanoglu Mah. Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

BupoGneno: Megap Lnau Can A.IIL

MicuesHaxomkenns: Pamazanorny Max. Encap [ixan. Ne 20,

34906 Kyprxoit - [Tenaux/CramGyn, Typequnna
Jinensia: TR/UY/2020/34-2

CERTIFICATE OF ANALYSIS No. 2022002027

CEPTH®IKAT AKOCTI

Product name: LEVOXIMED

Haszsa npooykmy: JEBOKCHME/

Pharmaceutical form, solution for infusion, 500 mg/100 ml, 100 ml in flacon Nel, 1 flacon together with a leaf-
package type and size: let in a carton box

Jixapcoxa Gopma, mun ma  posuurn 01 iHQysit, 500 m2/100 mn, no 100 mn y ¢naxoni; no 1 graxony pazom 3
PO3MIp YNAKoGKU: IHCMPYKYIEIO 0Nl MEOUUHO20 30CIMOCY8AHNA Y Kapmonuiii kopobyi

Dosage / potency: levofloxacin (as levofloxacin hemihidrate) 500 mg/100 ml

Hosa / cuna 0ii:

Registration certificate:

Peecmpayiiine
nOCGIOUEHHA:
Batch no.:

Ne cepii:

Batch size:

Po3smip cepii:
Manufacture date:

negognoxcayury (v opmi nesoproxcayuny cemiziopamy) 500 m2/100 mn

UA/14634/01/01

2232025

5497 packages/ynaxosox

_ 03.2022
Mama supobruymsa.
Expiry date ) 02.2025
epMIH NPUOATHOCTIL
TEST LIMIT RESULT
IoxasHuku sxocmi Hopmyeannsa Pesynvmam

Description A clear greenish-yellow solution Conform
Onuc ITpozopuii po3yuH 3e1eHy6amo-dic06IMmo20 KOIbopy. Bimnoginae
Identification The retention time of the principal peak in the chromato- Conform
Ioenmugbixayis gram obtained from sample solution should correspond to

that of the standard solution in the assay

Yac ympumy8aHHs OCHOBHO20 HIKY HA xpomamozpami Bionogidae

sunpobysanozo PoUUHY Mae 6iON0GIOam 4acy

YMPUMYBAHHSA OCHOBHO20 NIKY HA xpomamozpami

CMaHOapPMHO20 POUUHY NPU NPOEEOEHH] KiTbKICH020

GUIHAYEHH
Clarity The solution should be clear Conform
IIposopicmp Po3zuun mae dymu npo3opum. Bionogidae
Colour A greenish-yellow solution, not more intensely colored than | Conform
Cmynins 300apenenns Reference solution GY}

3enieHyeamo-scosmuii po3HUH, He Oinbul iIHMEHCUSHO

sabapenenuti, nisic emanon GY. Bionosidae
Relative optical rotation -0.29--0.26 -0.26
ITumome onmuune 0bepmanns
pH 43-53 4.8
Osmolality 280 — 320 mosmol/kg 309 mosmol’kg
OcmonanvHicme 280 — 320 mocmon/xz 309 mocmon/xe
Extracted volume Not less than 100 ml 101 ml

He menue 100 mn 101 mn

Bumszysaruii 00'em

Particle contamination
Mexaniuni exnioyerHs

Sub-visible particles:
Heguoumi vacmxu:
> 10 pm: maximum 6000 particles/flacon

227 particles/flacon

1




Manufactured by Mefar Ilac San. A. S,
i Location; Ramazanoglu Mah, Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2
Bupoéneno: Medap Lnau Can A.IIL
Micuesnaxomkenns: Pamazasormy Max. Encap Jxan. Ne 20,

34906 Kyprkoit - Ienmax/Ctambyn, Typeyusa
Tinensia: TR/UY/2020/34-2

> 25 pm: maximum 600 particles/flacon 0 particles/flacon
2 10 mxm: maxcumym 6000 yacmor/pnaxon 227 wacmor/graxon
> 25 mxm: marcumym 600 uacmox/@raxon 0 uacmor/naxon
Visible particles: absent Apsent .
Budumi vacmxu: BIACYTHI Biceymi
Related substances Single impurity: not more than 0.2% Not detected
Cynpogioni OomiwiKu Odunuyna domiwxa: He binvue 0,2% He gusgneno
Total impurities: not more than 0.6% Not detected
Bewozo domiwox: He Ginvute 0,6% He sussneno
Chiral impurity Not more than 0.2% Not detected
Xipanvrna domimxa He Ginvue 0,2% He susagneno
Density 0.907 — 1.109 g/cm? 1.006 g/cm’
TI'yemuna 0,907 — 1,109 2/cm’ 1,006 2/cm’
Sterility Should be sterile Conform
Cmepunvricms Mae 6ymu cmepunbHUM Bionogidae
Bacterial endotoxins Not more than 3.5 EU/ml <3.5 EU/ml
FBaxmepianeHi eHOOMOKCUHU He 6invwe 3,5 OF/mn <3,5 OE/mn
Assay 475.0 — 525.0 mg/100 ml 493.0 mg/100 ml
Kinexicue 6usHaQ4ueHHs 475,0 — 525,0 m2/100 mn 493,0 m2/100 mn

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufac-
tured (packaging/labellin included) under the quality control on the abovementioned manufacturing site in
full conformity with the GMP requirements, esta%lished by the regulatory agency of Turkey as well as with the
specification and control methods of the analytic-normative documentation, registered in Ukraine. The proto-
cols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Ium 2 30c6104yI0, WO hepepaxoeana suuje ingpopmayis € OOCMOGIPHOIO | MOUHOIO. IJn cepis npodyxyii byna
GUOMOBNENA (GKIIOYAIOYY NAKYSAHHA / MAPKYGAHHA) 3 nposedenHIM KOHMPOMIO AKOCMI HA 6UIUYCEKABAHITI
eupobHUNil OinbHuyi 6 NOGHIl_GIONOBIOHOCTI 3 EUMOZAMU GMP, ecmanosleHuMu peyiimopHum Op2anom
Typeuquny, a maKodHC Y gionosionocmi 31 cneyugpixayielo i memooamiu KOHMPONIO axocmi  (MKA),
sapeecmposanumy 6 Yipaini. IIpomoxonu GUPOBHUYMEA, YNAKOBKU ma ananisie Oyau nepeziaHymi ma
scmanoenero 6ionogionicme GMP.

Surname and position of person, approving batch release to market
Hpiseuye ma nocada / 36anus 0co0u, AKa guoana 0036iNn HA GUNYCK cepil

Signature and date, stamp
ITidnuc ma dama nionUcaHHs, nevamra / wmamn 25.07.2022




JIEPXJIIKCJIVXXBA YKPATHU
JAEP/KABHA CJHAY7KBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUEBI
By!1. bepesusikieceka, 29, Kuie, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyivi@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK

Npo AKICTH BBE3CHOT0 B YKpaiHy JiikapchbKoro 3acody

15.03.2023 Ne 12143/23/26

JIEBOKCHUME/]

(HaliMeHyBaHHA NiKapcbkoro 3acody 3riJHo 3 peecTpaliliHUM MOCBIIHCHHSIM )
posunH aas indysiii, 500 mr/100 mu; mo 100 ma1 y garakoni; mo 1 ¢paaxony y kapronuii
Kopooui

((hopma BUITYCKY. 103YBAHHSA, BW/L MAKYBAHHA TIKAPCHKOTO 3aco0y)
Homep peectpauiitioro nocsimuenns UA/14634/01/01 crpok aii peectpauiiinoro nocsinuenns HCOOMEKEHUH
Cepis nikapebkoro 3acoby Ne 2232025 Kinbkicts BBe3enoro mikapebkoro 3acoby 5428

BHpo6HHK Medap Lray Can. AL, Typeuunna

{HalimeHyBaHHs BUPOOHHKA NiKapChkoro 3acody, Kpaiia noxomenHs |

Beescro B Yipaiiy TosapucTro 3 oomexenolo BianosinaabuictTio "bJAYC ®APMA"Y,
inent. kon: 43821180

(nailimenyranns Ta kon 3a EJIPTIOVY jopranynoi ocobu abo npizsuie, iM's. no Garsbkori (iznunol
ocobu - mianpuemus, i MiCLE 1IPOKHBAHHS Ta peecTpalilinui Homep 00:1iKOBOT KAPTKH NIATHHEA
roaarkis abo cepis Ta HOMep nacnopra)

Jlaboparopuuii ananis AKOCTI JikapcbKoro 3aco0y 3MIHCHEHHI:

JlaGoparopis dapmaxoneitroro ananizy JIIT "Vkpaiucnbkuii HaykoBuit papmakoneinuii uentp
SIKOCTI JIIKAPCHKHX 3ac00iB" (M. XapKiB, ByJl. AcTpoHOMi4Ha, 33)

(nadiMenyBanus Ta Micue3HaxoKeHHs naGopatopil, 1o nponeia gafopatopunit ananis aKocTi)

BuCHOBOK 111010 AKOCTI Nikapcbkoro 3acoby, Buaanuii nabopatopieto gia 13.03.2023 Ne 103/14823

PesyanTaTu 1abopaToOpHOTo aHali3y AKOCTI JikapchKOro 3aco0y 3a NepeBipeHNMH 10Ka3HUKaM i BLAIIOBLIAOTH
BHMOTaM METOJ1iB KOHTPOJIIO AKOCTi (aHaniTHYHO-HOPMATHBHOT AOKYMEHTaLIi).

3a pesyabTartamMu  AEPHKABHOrO KOHTPOMK BCTAHOBJCGHO, IO Jikapchkuil  3acid  BBeseno B Ykpainy 3

,EIOTpPIMa_l_;ilﬂﬁ‘[_f;jnut}fr“aamﬂonanmaa 10710 3a0e3neueHHst AKOCTiJIIKapChKUX 3aco0iB.

Havatbiiwd | [y /1] | ¥, Mukona XOJIOJEHKO

(nofz__;{iiona ocoba ugmuy 'zlep'd}ﬁm@g KOHTPOJIIO) (niznme) (ininiamy Ta npizeuiLe)
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