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Munufactured by WORLD MEDICINE ILAC SAN, VE TIC. AN,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:30 Gunesli Bageilar Istanhul, Turkey
License: TRAUY2019/12-0

Bupaiiaeie: YOP/LLMEIIIIE LTAY CAIL BE TLEK. AL
Mictie nuxomsenns: 13 Temays Maxwrein Jlikasi Hoay Jissaaee
NoA0 osemai Baraaaunap/Crandya, Typeawinm

Jligensin: TRAIYZ201912-0

CERTIFICATE OF ANALYSIS No 40000035741
CEPTH®DIKAT AKOQCTI
Product name: CHOLUDEXAN
Hazea npodyrmy: XOAYINEKCAH
Pharmaceutical form, capsules hard 300 mg, 10 capsules in blister, 2 blisters together
package type and size: with a leaflet in a carton box

Hixapcora hopaia, mun ma

’ rkancyrn meepoi no 300 wve, no 10 meepdux xancy y xicmepl, no 2
PO3MID YROKOGKU,

Guicmepu paszom 3 Incmpykyicio 018 MeQuUNO20 30CMOCYGANIS Y
Kegnmonnitl xopooyi

Dosage / potency: ursodeoxycholic acid 300 mg
Hoza / crera oii: Ypeodesorcuxoneea xucroma 300 e
Registration certificate:

Pecempeniitine noceiduenis: Ua/14162/01/01

Batch no.: 402300750

N cepil:

Batch size:

Pozaip cepii:
Manufacture date:

45 526 packages/ynarosor

Hama aupobGuuymea: 02.2024
Expiry date: 01.2027
Tepatir danmocmi: .
AT RN m
TEST LIMIT RESULT
floxaznury sixoemi Hopayeanns Pezyaomain

Description Hard gelatin capsules, opaque, with pink body and red- brown cap, { Conforms
Onuc contain white or alimost white powder. Bionogidae

Henposzopi, meepdi  aceramunosi  Reiicyii, ROPAVE podicesoso

KONBORY. KPUMEUK REPRONO-KOMIIHESar0 KOTOPY. M0 Micmunty

nopowok Oiveo ufio Muiisce 6i1020 Koabop.
Identification
Toemmuipinain Conforms
- ursodeoxycholic acid Retention time of the major peak obiained in the chromatogram of | Bidnesidac
- ¥peodezorcuNnieed the sample solution should be concordant to that of the standard
KHciond solution in the assay.

Hae  ympusyeauns — ocnesuoo  niky  na  xpemamorpavi

GUAPDEVEUNO20 POIUUHY MG GIOROGIOGNTM NaCy YRIPIAYBANNA

OCHOBHOD NIKY NG XPOMEMEPAMI candapmieeo pony ¢ Xooi

KIRBKICHOCO GUIHIYCHIR. Conforms
- titantum dioxide Orange red colour shiould be obtained. Bidnovaioar
- mumany diorcudy Mae crocrepicanies opansKeso-wepaie 3aiupeIenns.
Average mass 345.0mg (Mr) 2 7.5% 340.05 mg (v
Cepeona naca (319.13 .- 370.88 mg (we))

Not more than 2 of the individual masses deviate from the average | Conforms
Uniformity of mass mass by more than 7.5% and none deviates by more than 15%. | Bionesidae
Odnoplonicins macu He Biteue 2 hdugioyvarbuuy sac ¢idxwsnombes gid cepednvol

Macu Gisenr niye na 7,5%, i scedna 3 nux ne gioxwancmoes bl

nioe me 1.5%,
Uniformity of dosage units | Acceplance value {AV) should meet the requiremenis. Conforms
Qonopiduicnn dvzoeatux Fipuiismne mavermn (A1) vae gionosivunn suacau., Bionogiouc
oot
Disintegration « 30 min. / "“" 8 min rxa.)
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e Mannfuctired by WORLD MEDICINE ILAC SAN. VE TIC, A5,
WORLH MEDICINES Location: 15 Temmuz Mahullesi Cami Yolu Caddesi
Frannacrita ol Lompory No:50 Gunesli BageilarIstanbul, Turkey

License: TRAUY2019:12-0

Bupedaens: YOPLL MEUIIE LTA CAH. BE TIUR. AL
Micucamsomremen 15 Temsys Maxnziewi Jixani Fony Jikaanec
NoSO Donenn harasnmap/CravBya, Typeating

Jiensin: TRAUY2019/12-0

Diissolution > 85.0% of label ¢laim in 30 min. (Q=80.0%) 93.0%
Poszvunennn =830 %% eid 3uneaenol Kizekoomi npomssov 30 xawnm.
(=800 Y}
Related substances
Cynpogioni dositurn
-impurity A < 1.00% Not detected
- Qoatiuexa A He susaneno
-unknown impurity <0.10% <Reporting limit
- neidermupivesana <Meaici guanrenis
doafuka
-total impurity < 1.50% Conforms
- ey doatitiior Bionasioue
-impurity C (TLC) <0.10% <0.02 %
- dontitura C(TCKX)
Assay 99.8 %
Kinvkicue auzntauenns 95 % - 105 % {283 mg (na) — 315 me (weh) {299.4 mg fuz))
Microbiologieal purity
Mirpedioaneivna yncmoma;
-TAMC < 103 KYOIT <1 CFU/g (KY Oz
- IR@IBIG KinbRICHTD S IPCFUAg
gepofine sHrpoepratizic
(TAMC) .
~TYMC < 10° KYOir <1 CFUf (KV (i)
- JaALteid RiNbKICIE < M- CFUrg
OPEXCONCOBNX I ILTiceneux
2pubia (TYMC)
-Eschierichia coli Should be absent/g Absent /g
Bigeymiil 2 Bideymnif 2

I do hereby ceriify that the abovementioned data are trustworthy and accurate. This product batch is
manufaciured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requivements, estublished 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; conformity with the GMP is established.

Luvt 2 zacaiouyro, 1o nepepaxosana ue ingopmarin ¢ docmiosipnoi | mowon. s cepin upedvilil Oyaa
GURONMOGHENA  (BRAONAIQUN MURYEUHNSL / MAPKYGQINA) 3 NPOGROCHNANM KOWNPONO AKGCHT RO SUIeaKasaiiln
aupobnwtilt diwengi ¢ nocuiii sionosionocmi 3 sumoeavu GMP, ecmanosnenuani pesyasmopiiun opeanoM
Typeyuunu, a marode y eionesionoemi  3i enenuhiayicrs | smemodavu wonmpoano  saxkocnn (M),
sapeccmposarusty 6 Yepaivi. Hpomoroin aupobuumea, ynaxoskh ma  andtizic Gyau nepeautnymi  ma
soemanoatenc gionosionicns GAMP.
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Surname and position of person, approving batch release to market \

Tipizsye ma nocadd 7 3seanns ocoGu, axda udai Q0BT Ha GUIVCK cepif
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Signature and date, stamp
Hionue ma dama nidnucanns, neycmza 7 lmavn
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