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CERTIFICATE OF ANALYSIS

Muanufactired by Mcefnr Hae San, A, S,

Jiinotion Ne2357039_Cropinka_1.jpg

Locntion: Ramazanoglu Mali. Ensar Cad. Ne: 20,

34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TRAIY/2020/34-2

Bupotaeng: Medap Lnayu Cau AT,

Micuenaxomwens: Parniantority Max. Ewcap Mkaz, No 20,
34906 Kyprroh - Denanw/Cras6yn, Typewsuina

Hinensia: TRAUY/2020434-2

No. 2023007593

1 flacon

CEPTHWIKAT AKOCTI

Product name: LIPOTION

Haszea npodyxmy: JITOTIOH

Pharmaceutical form,  solution Jor injections, 600 mg/50 ml, S0 ml in a flacon ;
package type and size:  each ina light-proof case; 1 light protective case in a cardboard box

Hirapesra thoprma, mumn
M PO3AMIP YNaKoer:

pozuunt Oan in'exyiti, 600 a2/50 s, no 50 an Y thraxoni; no 1
ceimnozaxuckomy  gymaspi;

RAPMONHIT Kopobyi

Dosage / potency:
Hoza / cuna dii:
Registration certifi-
cate:

Pecempayiiine
Hocaiduenns:

Batch no.:

M cepii:

Batch size;

Pozuip cepir:
Manufacture date:
Hama supobuuymea:
Expiry date:

Tepmin npudamnocmi:

Thioctic (a - poyeva) acid 600 mg/50ml
Tiokmoaa (a - tinoesa) xucnoma 600 m2/50 an

UA/18943/01/01

2357039
11 353 packages/ynaxosox
11.2023

10.2026

no I caimnosaxucroay  hymunpy

ghrarony a
¢

TEST Lrr RESULT
Hoxasuury sxocmi Hopaysanus Pesynomam
Description A clear light yellow solution Conform
3oenituniii guzand Tiposopuii posuuu caimno-aicoemozo Kofbopy Bidnogidae
Identification The retention time of the principal peak in the | Conform
chromatogram obtained from sample solution
should correspond to that of the standard solu-
Benmughiayin tion in the assay Bidnosidac
Hac  ympuvyeanns  ocnoswozo  nixy  wa
xportamozpaati eunpodyeanozo posuuny mae
gionosidamu  wacy  ympumysauns  na
xpoxamozpai cimandapmHozo posuuny.
Clarity and degree of tubidity | Should be solution Conform
Ipozopicme i enynine Mae 6ymu npozopum Bidnogidac
Kanaatyimnocni
Coloration Solution is not more intensely colored than | Conform
Cmynine 2abapenens reference solution GY, Bidnosidae
Mae Gymu 3abapenemnv ne inmencuenine
iz emanonnuit pozuun G
Extractable volume Not less than 50 ml 50 ml fan)
086 'em, wo eumazacmues He memnue 50 amn
H 7.8-8.8 4 [ ——
& [ < e = EIGE BN
efative density 0.95-1.05 g/ml SRR A Bk @y
idnocna eycimung 0.95-1.05 2/ain ¥ TN et o /Q\* e v
Osmolality 250 — 320 mosmol/kg ' YAY 5754 mosmolrkg -
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mefar

Ninotion Ne2357039_Cropinka_2,jpg

Manufuctured by Mefar lac San. A. S.
Loeation: Ramazanoglu Mah. Ensar Cad, No: 20,
34906 Kurtkoy - Pendil/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupotaeno; Medup laau Can ALILL
Micueanasomrenta: Pasmsanorny Max. Encap Jixan, Mo 20,
34906 Kyprrofi - Tenans/CramByn, Typeyunua

Jliuensis: TRAJY/2020/34-2

TEST LIMIT RESULT
Horaznuku axocmi Hopayeanus Pesynomam
Ocyonsivricoms 250 - 320 vocatons/ie (ocyons/ke)
Particulate contamination:
Mexauivwi simovenns
- visible particles Should be free from visible particles. Conform
- quduMi wacmicy Mae Gymu ginorun 8id eudumuyx vacmor Bionosidac

- sub-visible particles
- neguduni vacmru

2 10 um: not more 6000 particles/ampoule
210 atkar; ne Binvite 6000 yecmor/annyay
2 25pm:not more 600 particles/ ampoule
223 arar: ne 6iavute 600 vacIor/asnyay

990 particles/amp.
990 wacmor/ann.
13 particles/amp.
13 nacmor/arm.

Related substances
Cynpogioni domiuncy

6,8-epitrithiooctanoic acid Not more 0.2% <L0OQ

6,8-enimpumiooxmanoga He Ginvie 0,2% <Mexca xinsxicnozo

RUCROMG QUIHGUEHNS

Single unknown impurity Not more 0.5% <LOQ

Odunuwna  neidenmudivosana | He dinve 0,5% <Mearca rinoricrozo

domiutra guInaennn

Total impurities Not more 2.0% <L.OQ

Cyma doatiror: He binvwe 2,0% <Mexca xinuxicnozo
SUIHAYECIIA

Sterility Solution should be sterile. Conform

Cmepunenicms Pozwun smac Gymu CHIEPUALNIUM. Bidnosidae

Bacterial endotoxins Not more 7.0 EU/m! <7.0 EU/mi

baxmepianeni endomoxcunu He dinvie 7.0 EQ/iun <7,0 EC/va

Assay
Kinvricue euzneaverns

12.0 mg/ml (mrian) £5% (11.4- 12.6 mg/m|
(r12/nn)

12.0 mg/ml (az/ain)

1 do hereby certify that the abovementioned data are trustworth ty and accurate. This preduct batelr iy manifuc-
tured (packagingfabelling includetd) under the quality control on the abovementioned manfucturing site in full
conformity with the GMP requirements, established by the regulatory agency of Turkey s well as with the specificg-
tion and controf metihods of tire anaiytic-nornative documentation, registered in Ulraine, The protocols of munu-
Jacture, packaging and analysis are reviewed; conformity with the GMP is established,

Lwy 5 zaceioumo, wo nepepaxogana awwe ingiopaanin € docinogiproio | mownoto. Iin cepis npodyrifif Gyna
suzomogkena (srmcuaioun naxyeanns / MAPKYaanis} 3 npoged enusiM Konmpono akoemi na B eCRAZANTTE 8upOGHIYiTT
Dinentayi 6 noaniit eidnoeionocmsi 3 susrozensu GMP, ecmanoenenoy peayaamopnuy opzarom Typewsunu, o maroxe y
gidnosidnoemi 3i eneyughivayico | memoda KOHMpomo arocmi (MRHA), sapecempogamon o Vipaiui. Mpomoronu
aupabinaimen, ynakosxit ma ananiziq Eynu nepezngrymi ma scmanoeneno sidnosidmicms GMP.

Surnmme and position af person, approving batch release to markef
Mpisauane ma nocada / 2aaiun 0cobu, saxka eudara dosgin na aunyck cepiy

Signature and date, stanp
ITidnue ma dama nidnueanns, newamxa / wmazn

Wos PhiciR
Depshy Gualified oy
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NEPKABHA CJIIYXBA 3 JIKAPCHKHIX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hagii Ceitnuusof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APITIOY 37079055

BUCHOBOK
po sikicTh BBe3eHoro B Yipainy jikapeskoro 3acoby

26.04.2024 Nz 22053/24/26

JINIOTIOH

{uaiimenynanua nikapeskoro 3acoby srinno 3 pecerpauiiuss nocsimenusm)
posunH An in'excuiii, 600 mr/50 st o S0 vty ¢uaraxoii, o 1 graxony B CBITIO3AXHCIHOMY
(pyTaspi, o 1 ceirmozaxucuomy Gyraapy B KapToHHIH Kopobui

{diopsa RHOYCKY, I03YBAIHS, BiL] NAKYBAIHA NIKRPCLEGTO 3acoby)
Homep peectpauiiinoro nocsinvenns UA/18943/01/01 ctpox aii peecTpauiitnore nocsiguenus 10.09.2026

Cepin nikapcbkoro sacoBy Ne 2357038 Kinpxicts BBE3C10TO Dikapebkoro sacofy 11292

Bupo6uux Medap Inau Can. AJIL, Typerinua

(nafimenysaitig nupoGHHKE JIKAPCEKOrD ancoby, kpaila noXoKCHIR)

Bresetio B Vikpaiily TosapHeTEO 3 00MexkeHol0 BixnosiganbHicTIo "Tpoxac dapma
Yxpatua", iaeur. xon: 37177201

(iraiinenysanns Ta xo/t 3a CJIPTIOY joprstiReT ocolu 800 npispuine, iv'a, No Gavekoni (hizutHoT
0coBit - NIATPHCMI, T Micle NPOXHBRNHA TA pecerpauiiiiui nomep oGnIKOROT KAPTKH NIATHHKA
nonatkin afo cepis Ta HOMCp nacnopTa)

ITpoTeKON BisyaNLHOTO KOITPOIO BIA 16.02.2024 X 512/4.
JlabopatopHuii ananis skocTi NiKapeLKOro ancoly sailicHenuii

JlaGoparopis hapmakoneiroro aHaisy JITT *VxpalHCbKHIF HayKOBHH (hapmaxoneHHui HEHTP
sxocTi aixapehkux 3acofis” (M.Xapkis, BYJL. ActpoHoMiuna, 33)

{1nilMCHYRAHHS Ta MICLC3IZXOUKCILIR naGoparopii, mo nporena nnGopatopiit ananis AKOCTL)
BieHOROK 100 SKOCTI Nixapebkoro 3acofy, sunani naoparopicio pin 12.04.2024 Ne 284/26424

PesynptaTy maboparopHoro ananisy AKOCTI NiKApCLKOTO 3aco0y 32 neperipeHUMH NOKAZHHKAMA BiANoBiKAIOTH
BHMOTAM METOMIB KOWTPONIO AKOCTL (ananiTHUHO-HOPMATHBHOT IoxyMeHTauil).

KOHTPOMO BCTAHOBAEHO, IO nikapcekuit 3acif Boeseno B Yxpainy 3

163 WOAO 3afe3neuerns AKOCTi Nikapok, 3acofib.

Mukona XOJIONEHKO

- P 3
(nijsnuc) (iniuiany Ta npizpHLC)




mefar

CERTIFICATE OF ANALYSIS
CEPTHQIRAT AKOCTI

Product name:

Hazea npodyrmy:
Pharmaceutical form,
package type and size:
Jixapcera ghopye, nun
A POIMIP YRAKOGK!

Dosage / potency:
Hoza / cuna oir:
Registration certifi-
cate:
Peecmpayiime
nocgioveHHR:
Batch no.:

Ne cepii:

Batch size:

Pozip cepii:
Manufacture date;

Ainotion Ne2357038_Cropinka_1l.jpg

Manafaciured by Mefar Tlac San. A, S,
Location: Ramazanogle Mah. Ensar Cad. No: 20,
34906 Kurtkoy ~ Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bupobrene: Medap Imau Can AL
Micuesnaxomsenns: Pamasanormy Max. Encap Jixan No 20,
34906 Kyprrofl - Henms/Craméyn, Typeudiina

flivenzia: TRAUY2020/34-2

No, 2023007595

LIPOTION

JAHroTio

solution for injections, 600 mg/50 ml, 50 mi in a flacon ; I flacon
each in a light-proof case; 1 light protective case in a cardboard box
posuun Ona in'exyidt, 600 ye/30 mn, no 50 mn y haaxoni: no 1 dnarony ¢
ceimnosaxucnony @ymuspi; no I ceimrozaxucnory ymuspy e
rapmonniii kopobyi

Thiectic (e - lipoyeva) acid 600 mg/50mt

Tiokmoea (o - ninocea) kucroma 600 y2/50 an

UA/18943/01/01

2337038

11361 paclkages/ynaxosox

Hama supobuimea: kL2023
e 102026
epmin npudamuocini.
TEST LiMrr RESULT
Ilorazniicu axoemi Hopyiysanna Pesymvmam
Description A clear light yellow solution Conform
Joguitmiii euannd IIpozopuii pozutn c@inmo-2co08mozo kKoALOPY Bidnagidae
Ideniification The retention time of the principal peak in the | Conform
chromatogram obtained from sample solution
should correspond to that of the standard solu-
Denmudgbixayin tion in the assay Bionosidae
Hac  ympunyeanus  ocnognozo niky  Ha
Xpoxamozpasi GuAPOGYSaN020 pPOINNHY Aldc
gidnogidamu  uacy  ympumyeanus Ha
XpoMamoezpaMi caHapRIieso POy,
Clarity and degree of tubidity | Should be solution Conform
IIpozopicme i coyynin Mae Bymu npozopunt Bidnoeidae
xaiamymnocmi
Coloration Solution is not more intensely colored than | Conform
Crorynine 3abapenenus reference solution GY» Bionosidae
Mae Bymu 3abaparenist we inmencucniue
Higie emanounuti posuun G¥s
Extractable volume Not less than 50 mi 50 ml (arm)
06 ‘em, wo eunnzacmuen He semue 50 atn
H 7.8-8.8 88 sl i
Relative density 0.95-1.05 g/ml A o pml e % 1.
Bionoena aycmuna 0.95-1.05 afamn qu ﬁlg%“’y'\”- 1.2
Osmolality 250 — 320 mosmol/ke ,-2;55$ﬁfosmﬁl‘[ﬁg % |-




JNinoriod Ne2357038_Cropinka_2.Jpg

Manufactured by Nefar llzc San. A. S.
Location: Ramazanoglu Mah, Ensar Cad. No: 20,
34906 Kurtkoy - Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2
Bupodneno: Medmp Linyu Can ALK
Micuesnaxomrenna: Pasimaanorny Max. Excap Iiwaz, Ne 20,
34906 Kyprwolt - Nenmuw/CranGyn, Typeniina
JMinemsia: TRAUY/2020/34-2

TEST LIMIT RESULT
Horaznuxu akocmi Hopanysannn Pesypnoman
Ocatonsipnicne 250 = 320 socmonn/nz {Mocatons/xz)
Particulate contamination:
Mexaninni exmovennn
- visible particles Should be free from visible particles. Conform
- quduMi acmxy Mae Bymu ginsnuy 6id sudiex vacmox Bidnogidae

- sub-visible particles
- neguduMi nacmxy

2 10 pm: not more 6000 particles/ampoule
210 axar: ne Binvine 6000 vacwor/amnyny
2 25pm:not more 600 particles/ ampoule
225 awnt; He binbiue 600 vacmor/armyny

1263 particlesfamp.
1263 wacmors/aun.
3 particles/amp.

3 vacmor/amn.

Related substances
Cynpogidni dominxi
6,8-epitrithiooctanoic acid Not maore 0.2% <LOQ
6.8-enimpwmiooxmanosa He binvue 0,2% <Meosca xinuxkicnozo
KUcrOMA BUIHAYEHHS

Single unknown impurity Not more 0.5% <LOQ

Qoummna  neidenmuchixosana | He invwe 0,5% <Meoica xinsricnozo
Soatiura guINaenHA

Total impurities Not more 2.0% <LOQ

Cyma doatiwox He binbuue 2,0%

<Meaica rinsxicnozo

GlINaUenns
Sterility Solution should be sterile, Conform
Crmepunsuicme Pozvun sac Bymu cmepunsinien. Bidnosidae
Bacterial endotoxing Not more 7.0 EU/ml <7.0 EW/ml
Baxmepianeni endomorcunu He dinve 7.0 EO/wvi <7,0 EO/aun

Assay
Kinokicue eusnauenns 12.0 mg/mi (mMr/mn) £5% (11.4- 12,6 mg/ml

(ae2/an)

11.9 mg/ml (rafaer)

I do hereby certify that the abovementioned data are trustworth 1y and accurate, TIis product bateh is manufue-
tured (packaging/labelling included) under the quality control on the abovementioned manufacturing site in Jull
conforimity with the GMP requirements, established by the regulatory agency of Turkey as well as with the specifica-
tion and control methods of the analytic-normative documentarion, registered in Ukraine. The protocols of mani-
Sucture, packaging and analysis are reviewed; conformity with the GMP is established,

Luae 2 zaceiduyio, wo nepepaxosana suige inopmarnin € docmosipnoio | mownor. 1fa cepin npodyryii Gyna
Gu20MOGReNa (BRIIONAIONI HaKyeaNs / AMAPKYSANHA) 3 HPOGed eI KORIMPORIO AROCHN Ha Guty eerazaniit supoduwii
Oinenuyi @ nogniii sidnosidnocmi 3 aumozamu GMP, gcmanoarenan peynamopnuy opzanos Typessumn, a nakesc y
aidnagidnocmi 3i cneyudbiaiicio | semodavu xonmpomo skocmi (MESD), sapecemposanny 6 Yipaini, lpomoron
supobnuymen, YRAKoGKY ma ananizie Byau nepeaanymi ma ecmanosneno eidnogionicms GAP.

Surname and position of person, approving batch release to market
{fIpizsuge ma nocada / 3eanns ocodu, sxa audana dosein na gunyck cepil

Wos PAAR,
Depsty Qunlifred Bson

Signature and date, stump
Hidnuc ma dama nidnucaina, nevamea / womamn
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