CERTIFICATE OF ANALYSIS

CEPTHOIKAT AKOCTI

Product name:

Hewea npoodysmy:
Pharmaceutical form,
package fype and size;

Hikapeska ghopaa, nium ma
DPORMIP Yiaroar:

Dosage / potency:

Hersat 7 e it
Registration certificate:
Pecompagitine noceiovens:
Batch no.:

N cepi:

Batch size:

Pownip cepir:
Manufacture date:
Heamt supodingmea:
Expiry date:

Tepyin nprdaminocn:

Munnfactired by WORLD MEDICINE TLAC SAN VE TIC, LS.
Location |3 Temmuy Mahaltesi Cami Yolu Caddes:
No:30 Gunesh Bageib Istanbul, Turkey
License: TR L'Y 2619 12-0
Bupadaenn: Y OPLUNME T LAY CALL BE ) LLAC ALHL,
Micnenaxo.sienim: 15 Tessin s Mosaviemwi Joram Floun JGka Laeei

KeSt Nomemai Baasenp Cady o Typesing
Jdineuns TRUY 20149 120

No, 400600040585

LIPOTION

JIHOTIOH

film coated tablets, 600 mg;

10 tablets in a blister; 3 blisters in a carton box

MUDICIKH, GRpUIni RGKR080I0 0BoTONEMD, 10 500 312:
ne 1 madremor y dricmepi; no 3 aticmepu y Rupmoniii kepodui;

Thiactic (o - lipoyeva) acid 600 mg
Fioxmosea fu - 3inocea) kieona SILIRTAS

UA/20320/01/01
404201290

9795 packageshnurosor
04.2024

03.2027

17

TEST LIMIT [ RESULT
Howrasnuuru srocmi Hopansanns ~Penubnm

Description Oblong, biconvex, yellow-green coloured film Conform

Onuc coated tablets Bionacioue
Hoeeacmi dsoonvict nudaemeu, sxpumi i
NABKOBOI0 0BO10UKNIO JHCORMO-3C1CHO0 KOOI

Identification ST

{If;]‘;gg:i’:_d”m”w’ The retention time of the principal peak in the Conform
chromatogram  obtained from sample  solution | Bionosiou:

{alpha-lipoic) acid
Tiokmosa (a-tinocea)
Kucioma

Titanium dioxide

Tumany dioxeuo
Colourant identification
Ienmudbiveanyin apenura

should correspond to that of the standard solution
in the assay
Yae  ympursveunus  ocnocioso iy _,.,irgﬁi'a-"——:\
NPOMUROPANT, ompuManilc 3 suipoboeyy _}r)#);{m.\:A yk;%\t_
POSMUNY. nosunen sivnogidumu wuey v y_\(y&

4,

: R >

MK Hd XPOMAIMORPUNI, OMpUAGE

CHGnOUpIMINeo  posyuny 8 xoodi RiNBRY ':mé
e

SUIHAUCII, ARAY
An orange-yellow colour is appeared ‘%‘
Muae 2 'sgwmues opaiaicego-scogme 3aGaUpETe
Retention time and spectrums of the Ptk

obtained from sample injection should be suitable.
Yae  ympusvaeanus  ma CreRINE NiRis. 1
XPOMGMOPUNL,  OmpuManill 2 sunpoGosyeunocy
AU, nosmi v gionosicnan,

2471 Ly A




Muannfuctired by WORLD MEDRICINE I1LAC SAN, VE TIC. A,
Location: 15 Temmue Mahialtesi Cami Yolu Cadedesi
NucS Guneshi Bageilar Istanbul. Turkes
License: TR 1Y 2019 120

Bupedrere: YOPLTME UL LAY CATL BE UL, AL
Micnessaxozaeuwns 13 Tewwy o Mavasemi Jeravi (o Jbwatieci
Ne3u Dronenni Batmavmp Cravovn Typenang

Jlinensia: TRATY 20071240

Average mass and
unifornity of mass

Cepednsn saca,
Odnopiouicnre sacu,

865 mg + 5% (822 - 908 mg 864 mg (el

Not more than 2 of the individual masses deviate
from the average mass by more than 5% and none
deviates by more than 10%% i
863 me 4+ 3 % (822 - YO8 )
He oimwe 2 inowsiovamnux e MONCVHID
slONuwIsmIEs 6I0 cepeonsol vk Gitnt wive ng
3%, I o003 nux ne MoJce sioXuwIRnues it
i na 0% ‘

!
|

Uniformity of dosage units
Odnopiduicn dozosaniiy
QO I

Acceptance value should meet the requirements ~ Conform
Hpuimsme  suauenus (41 nae sionosioam | Bionogioae

|
UMY |
’ |

Disintegration Not more 15 minutes L6 min. fxa.)
Poznadanns He dirvie 13 xewnm ' i ]
Dissolution Not less 70.0% of Tabel claim in 60 minutes POS %,
Posuunernn He yenee "0.0% 6io zaseienor wkitkoemi s 61

Xeuiun 3
Water content Not more 3% ?
Baticm soon He Gianwe 3% 2 % i

Assay
Kinoricne susnauenna

600 mgitab twe maia) £ 5% (570 - 630 mg‘tab

010 mg-tab (e menda) ¢
(M i) ‘

Related substances
Cynposioni dovitre
-6.8-epitrithiooctanoic acid

- 6,8-cnimpimiooxmutioca
Ruconu

- unknown impurity

- neidenmudbivosana doviuna
- total impurities

- ey doMiuor

e e C ey

- <Reporting Himit
< Meser ausietens

Not mare 0.2%
He Glie 1.2 %,

Not moie 0.2%,

: <“Reporting limit
He ditbie .2 %

<Moo arestes ey !

Not more 1.0% ' <Reporting limit

He dirotre 1.0 %

Microbiological quality:
Mixpediosociuna vucmoma:
- total bacterial count (TAMC)
- 3uSIbid RiToRicmb
aepodnux Mikpoopeaniziec
(TAMC)

- total fungi count (TYMC)

= JUCA LI KiAbRiCmn
opixeddcosux ma nmiiceneaux
epudis (T1VAC)

- Escherichia coli

V<t Aearer aisteenns i

not more 10° CFl/g Pe O CFUg (RO
ne Girve 1V RYO. - 1 !

[JERA- T B

I =

/g,

T

not more 10° CFU/g
e ditnte 107 KY 0.

should be absent/g
MEONGL 51’1‘?1” gidevnmie

[
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Manufacured by WORLD MEDICING §1L,AC SAN, VE TIC, AN,
Location: 15 Temmuy Mahalless Cami Yol Cadidesi
Noc 30 Gunesh Bageilar Isambul, Turkes
License. TR UY 20149 124

Bupudacnn: YOP, UUME U LAY CALL BE T1L UG VL
Micae srvomrienun: 15 Tessncs Masaoenn faan flon Jeragwet
N30 IMouensai Barperap/Cravdy o, Ty pewnina

Slivensis TRAUTY 2009120

1 do hereby certify thar the abovementioned data are trustwarthy and accurate. This preduct bareh is
maiufactured (packaging/labelling inciuded) under the quality contral on the abovementioned manitfucturing
site in full conformity with 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; couformity with the GMP is extablished.

Huv 5t saceiouyio, wpe nepepavosuna suye indhomraiss ¢ oocinosiprers | mounon, s cepis NPOOVRYEE Oy
BUCORIOGICHU (GILHONGIONH RARYBWNIN * MUpRYGUIs:) 3 Iposeoennsi KO0 SROCHE I GHICHRU 2001t
SUpODIETL QLibiyi 8 nosnift sionosionoent 3 gsoew GMP. ecmanosaenusin pesvasimopiing O
Typewaumu,  «  marooe v gionosionocmi 3 cheudbisanicn | wemooae konmposio skocsi (3K,

sapecemposanian 8 Nepaind, Ipomoro.a supodutmiey, VRAROGRYU MIet et 1206 OV BCpecistiymi i cenunonieno
wichtosionicmes GNP,

Surname and position of person, approving batch release to mavket

fipissige ma nocada - seanist ocodu, sxa suowia Go6iT e GHIVUR cepil R
Signature and date, stamp S
Hlionue nw dania nionncanns, nevamra . uima 200082024
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