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CERTIFICATE OF ANALYSIS

CEPTHDIKAT HKOCTI

Product name:
Hazsa npooykmy:
Pharmaceutical forin,
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Muanufactured by Mefar 1lac San. A, B,
1 ocation: Ramazanoglu Mah, Ensar Cad. No: 20,
34906 Kurtkoy — Pendik/Istanbul, Turkey
License: TRAUY/2020/34-2

Bupodaeno: Mepap Inaq Can AHL
Miciieanaxomress: Pavasanory Max. Excap Diaz. Ne 20,
34906 Kyptroi - [Tesaus/Crantys, Typesuna

HAivensis TRAJY/2020/34-2

No. 2023007632
LIPOTION
JIIOTIOH ) L L
solution for injections, 600 mg/50 mi, 50 ml in a flacon ;1 flacon

package type and size:  each in a light-proof case; I fight protective case in a cardboard box
Jixapcwxa gropma, mun.  pO3WUH OnA IH ‘exyitl, 600 me/50 mx, no S0 mry aaxoni;. no 1 naxony 8
ma po3MIEy YRAKOBRU! ceinosaxucromy Gynuspi; ne 1 CEIMIO3AXUCHOMY dymaspy 6
KAPIOHNIT KOPOOUI
‘Dosage/ potency: Thioctic (a- lipoyeva) acid 600 nig/50md
Aosa / cuna Oil: Tioxmosa (@ - 1inoeea) KUcaoma 600 #2/50 2n
Registration certifi-
e e TA/18943/01/01
eecinpaiine
HOCGIOHMEHHA!
Dateh no- 2357032
b cepil.
%2;;?;2;1 11208 packages/ynaxosox
-M-an ufagtufe date: 10,2023
Iama gupobuuymesa:
Expiry daie: . 092026
Tepnin - npuoOanHoCHL.
TEST LIMIT RESULT
HoxasHury SKOCH Hopryean#a Pesynemam
Description 1 A clear light yellow solution Conform
3oeniwnill 6usAA0 [Tpo30oputi posyun CEIMAG-HCO8MOZ0 KOALOPY Bionogidue
Ydentification The reteation time of the principal peak in the Conform
chromatogram obtained from sample solution
should correspond to that of the standard solution
Ioenmupicayis in the assay Bioriogicae
Yae  ympumyGanus — OCHOBHOZO  RIKY  HA
xposamozpami  GUAPOGYEaN020  POSHUHY  MAC
gionoeioaniu yacy VIPDUMYSAHNS HO
| e | XpOMAMOZPaMi CIQHOApHIHOZ0 POSHHHY. |
| Clarity and degree of tur- Should be solution Conform
| bidity | Mae 6ymu nposopum . Bidnosidne
Iposopicme i cmynins '
1 karamymHocmt - o
Coloration 1 Solution is not more intensely colored than refer- | Conform
- Cmiynino 3000p8ReHHS | ence solution GY» Bionoeidac
Mae Gymu 3a6qpeneHum He IHMEHCUsHINE HINHC
| B emaionnui posyun GY; | |
Extractable volume Not less than 50 ml 51.0 mi (ma)
06 'ent, o sUMSSHAENBCS He meniiue 50301
pH 7.8-8.8 | {ffa‘
Relative density 0.95-1.05 g/mi N IR I
| Biowocna eyemuna 095"}055’1{.& /8.7 PRI ;:ﬂ;:’zx‘__/mi {(c?/ﬁfﬂ)
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Maiidfecsired by Mefar Hac San, A5,
L ocation: Ramazarioghs Mah, Ensar Cad. No:-20,
34904 Kurtkoy — Pendik/Istanbul, Turkey
License: TR/UY/2020/34-2

Bipotneno: Medap Luay Can AL,
Micleduaxomuents: Pavasaorny Max. Excap [oxaa Ne 20,
34506 Kyprroi - Tleamu/Cramdyn, Typeuunna

Jligensia: TRAUY/2020/34-2

TEST LIMIT RESULY
Toraznuxy Axocmi Hopwmysanusi Pezyauinam
Osmolality 250 — 320 mosmol/kg 316 mosmol/kg
OCMORAALHICTE 250 — 320 mocmons/i2 1 wocatons/re)

| Particulate contamination:
Mexaniuni RIIOYCHHSE

| - visible particles Should be free from visible particies. Conform
« GUOUMIE WACTAKY Mae Gymu ¢ineHuM Gi0 GUOUMUX YACHIOK Bidnosioue
« sub-visible pgﬂffjgg >.10 pm: not more 6000 particles/ampoule 76 particles/amp.
. HeBUOUMI YACTIKU > ] 0 mra: ne Giapue 6000 wacmor/amryay 76 wacmor/amn.
> 25um:not more 600 particles/ ampoule | 1 particlesfamp.
>25 s e Binvwe 600 nacmor/amnyny I yacmox/amn.

Related substances
-Cynposioni QomIuiKy

: i 0
6.8-epitrithicoctanoic acid N{}t r?ore: 0.2% <Disregard limit
_ , He Ginvue 0,2% N
6, 8-enimpumicoxmanosa - < Meoici suigrents
KUCROIT 1 St o
1 Not more 0.5% 1 -
i i fhr ] 101%
Single unknown impurity He Ginswe 0.5% 0.1 %
Odunuuna _ o
f}&f@ﬁ;{??ﬁﬂd)fﬁ??ﬂﬂa SoMUUIXA | Nt more 2.0% 0.1%
ota mipiuritzes He insuie 2,0% |
Cyma 00minioK N S
Sterility Solution should be sterile. Conform
CmepunsHicine Pozqun mae Gyni CINEPUTLHUM. Bionoesioae
| Bacterial endotoxins Not more 7.0 EU/ml <7.0 EU/ml
Baxmepianeni endomoxcuni. | He binouie 7.0 EQ/mn <70 EQ/mn
Assay
Kinvricne gusHayeHHA 12.0 mg/ml (Mr/w) £5% (11.4- 12.6 mg/mi 11.9 mg/mi (mr/mit)
| (mr/mn))

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batcit is wani-
Factured (packaging/labelling included) under the guality control on the phovementioned manufacturing site i
full conformiity wiil the GMP requirements, established by the regulatory agency of Turkey as well as with the
specification and control methods of the analytic-normative documentation, registered in Ukraine. The protocols
of manufacture, packaging and analysis are reviewed; conforinity with thie GMP is estublished,

Flum st 3acei0uyio; WO NEPEPUXOLara GUe jnchopmayin € DOCMIOBIDHOI) | MOUHDIO. 1T cepia -upodyryii Gyna
SUZOMOBREHE [(BKIICYQIGUY HAKYEURNA / MAPKYEAHHR) 3 KPOBLOCHHAM KOHMPORIO AROCMI HA QUUEEKA3AMII
gupoBruuitl dinoHuyl & BOGHiH sidnosionocmi 3 eumvcezanu GMP, scmanoerenusy pezyIimopRus Opeanoy
Typeuuuny, G mMAKodC Y gldnogionocmi 3 cneyupikayicio i MemoOaMu  KGRMPONG arxocmi  (MFES),
sapeecmposanumy & Yipairl. 1ipomoxonu supoGHUYMSa, YRAKGEKY mad ananizsia Gyau nepezuanymi  ma
semanositeno gidnosionicme GMP,

Surname and position of person, approving butch reledse 10 murket
TIpisguge ma nocada/ 36anus 0cobY, Axa sudana Jo36in Hu BURYCK Cepil

Signature and date, stamp
TTionue. ma dama nionucanus, REYUmRa [/ wmann 13.01.2024
Tl |




