mefar

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTI

Product name:

Haszsea npodyxmy:
Pharmaceutical form,
package type and size:
Jikapevra dopma, mun

Ninoviox Ne2357035_Cropitka_1.jpg

Manufactured by Mefar llac San. A, 5.
Location: Ramazanogiu Mah. Ensar Cad. No: 20,

34906 Kurtkoy ~ Pendik/Istanbul, Turkey
License: TRAUY/2020/34-2

Bupoéaeno: NMegap Inas Can AL
Micuessaxopxenua: Pamasanorisy Max. Eucap Jacat Ne 20,
34906 Kyprxofl - IMerwmnd/Cramoya, Typeuuna

Jlinensis: TRAJY/2020/34-2

No. 2023006589

LIPOTION

JIHTOTIOH

solution for injections, 600 mg/50 mi, 50 mlin a flacon ; 1 flucon
each in a light-proof case; 1 light protective case in a cardboard box
pozuun Ons in'exyiti, 600 m2/50 mn, no 50 mn y haakoni; no I aarony ¢

ma po3Mip YRAKoGKU: ceimaozaxucnomy Qymaapi; no 1 cgimaosaxucnomy gymaspy 6
kapmonniti kopotyi
Dosage / potency: Thioctic (0. - lipoyeva) acid 600 mg/50ml
Hosa / cuna oii: Tioxmoea (o - ninoesa) xucroma 600 ymz/50 st
Registration certifi-
cate: X
Pecempayiiine UA/18943/01/01
ROCGIOUeHL:
Batch o
?Z;II;ICL;” 10 639 packages/ynaxosox
Maanacture date: 10.2023
Hama supobruymea:
Expiry date: 092026
Tepmin npudantiocmi:
TEST LIMIT RESULT
Horasnuru strocmi Hopmysanns Pesyavimam
Description A clear light yellow solution Conform
3osuiwniii guznad IIposopuiti po3uuH CGINIO-JACO8INOZ0 KONLOPY Bidnogidac
Identification The retention time of the principal peak in the | Conform
chromatogram obtained from sample solution
should correspond to that of the standard solu-
Ioenmudbirayin tion in the assay Bidnosioue
Yac  ympumysaiis, — OCHOBHO20  NIKY  HA
XpoManiozpami gunpotyEanozo posuuny Ade
gionogioamu yacy  Ympumyeanis na
XPOMAUROZPAMT CHIGQUOADIMHO20 POIUUNY.
Clarity and degree of tubidity | Should be solution Conform
IIposopicmy i cmynine Mae 6ymu nposopum Bidnosioae
kanamyvnuiocmi
Coloration Solution is not more intensely colored than | Conform
Cmynine sabapenenrs reference solution GY: Bionogidac
Mae 6ymu zabapenenum He  INMEHCUBHTUIE
nioic emanonnuil posuun GY ; ~
Extractable volume Not less than 50 ml S0ml w0
OB €M, W0 GUINS2ACTBCA He menue 50 an e R
pH 7.8-8.8 182 e
Relative density 0.95-1.05 g/ml "‘1 "01'(;/"1“‘(‘7‘ ;AIT,)'~ S
Bionocua aycmuna 0.95-1.05 a/mn G SRR
Osmolality 250 — 320 mosmol/kg <\ 253 mosmel/kg -
R 1)

/)(( Cl.si P g')v/?@ &

NG s e oz ()(
A ! ({ -



mefar

TEST
Hoxashuxu sixocmi
Ocmonspviicne
Particulate contamination:
Mexaniuni SKAIOYCHIS

- visible particles

- UOUMT yacmixy

- sub-visible particles

- HeGUOUMT ey

Related substances
Cynposioni domiumy
6,8-epitrithiooctanoic acid
6,8-enimpumiooxmanosa
KUCHOING

Single unknown impurity
Odununna neidenmugivosana
ooMitra

Total impurities

Cyua dortihuon

Sterility
Cmepunsiticmy
Bacterial endotoxins

baxmepianoni eHOOMOKC LY
—_— ]

Assay

Kl./lblx'l'(,‘//e GUIHAYUCHN S

L

Ninotiox N92357035_C70piHKa_2‘jpg

Manufuctured by Mefar Hac Sanm AL S,
f.ocation: Ramazanoglu Mah. Ensar Cad. No: 20
34906 Kurtkoy ~ Pendik/Istanbul, Turkey
License: TRAUY/2020/34-2

Bupoéueno: Medap Lnay Cair ALILL
Micueznaxomxenus: Pamazaioray Max, Encap Joxan Ne 20,

34906 Kyprroii - Menank/CramGys, Typeuusna
Jivensis: TR/UY/2020/34-2

LIMIT
Hopyyeans
250 — 320 mocrons/ne

Should be free from visible particles.

Mae 6ymu eirviun 6id euounuy YACMIOK
2 10 um: not more 6000 particles/ampoule
210 mra: we Ginvwe 6000 HACHIOK/ YNy,
2 25um:not more 600 particles/ ampoule
223 mrm: ne Ginvute 600 HACMOR/ trnyny

Conform
Bionosioae
419 particles/amp.
119 vacmor/aun,
6 particles/amp.

6 HACIROR/ axn.

<L.OQ
<Meoica kizvricnozo
GUIHANCHHS

Not more 0.2%
He Ginvue 0,2%

Not more 0.5% <LOQ

He Ginvie 0,5% “Meoiwca kinericnoeo
GUIHUY IS

Not more 2.0% <LOQ

He 6invue 2,0% <Meaica xinoricnoso
BUIHAYCHILS

Solution should be sterile, Conform

Posuun ymae Gymuy CmepuiIbHIAL Bidnosioac

Not more 7.0 EU/in|
He 6invie 7.0 EO/wr

<7.0 EU/m!
<70 EOQ/ vy

12.0 mg/ml (mr/sun)y £5% (11.4- 12,6 mg/ml
{ma/sn)

11.9 mg/ml (vo/viay

1 do hereby certify that the
tured 0)(10k(1ging//ﬂbel[ing
conformity with the

abovementioned data are
included) under the quality

GMP requirements, established by the regulatory agency of Turkey as well as with the specifica-
tion and control methods of the analytic-normative documentation, registered in

trustworthy and accurate,
control on the

This product barch is manufuc-
abovementioned manufucturing site in full

Ukraine. The protocols af munu-

Jacture, packaging and analysis are reviewed; conformity with the GMP is established,

Lt s 3aceiduyro,

8IOnosidnocmi 3i cneyuhicayicro |

WO nepepaxosana uuye
BUSOIMOGNCHA (BITI0YIOY I naKysanns /
Oinvinuyi 6 nogniii GIOROGIOHOCINI 3 guM

ingopmayis ¢ doenosipnow i moynon. L cepis npodyKyil Gyaa

MAPKYBQIHS) 3 nposedensa KOHINPONIO AKOCHI Ha quugesrasaiin SUPOTHUYIT
oeantu GMP, semanoenenimu pecynamoprium opearos Typevwinnu, a maroxe ¥
MEmodasy Koumpono sxocmi (MK, sapecemposannm o Ypaini. Npomoroau

BUPOOHIYMEA, ynakosku ma ananisie Gynu nepeaasiymi ma semanosieno sidnocionicme GAP,

Surname and position of person,

approving batch release to market

Tpissiye ma nocada / 3sanns 0cobu, sra sudana dossin na BURYCK cepil

Signature and date, stamp

Tionue ma dama nidnucanns, nevamig / wimann

ilog pitA-R
Dty Qulfed P




