EA’ Pramsctuti o Campai

CERTIFICATE OF ANALYSIS

Xonyaexcad Ned02300750_Ctpanmua_l.jpg

Muanufactured by WORLD MEDICINE ILAC SAN, VE TIC. A.S.
Lacation: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:30 Gunesli Baggilar Istanbul, Turkey
License: TRAUY2019°12-0

Bupafiaeno: YOP/L METHININ LIAY CAJL BE TLEK. AL
Micnenixomkersn: |5 Tesays Maxataemni [xasi Hony Jisaaaec
Nedild) TNrosemai bursesisapCrandva, Typeavinm

Hlinerrsian: TRAIY201912-0

No 40000035741

CEPTH®IKAT AKOCTT

Product name:
Hazea npodyrimy:
Pharmaceutical form,

package type and size:
Sikapeora ghopara, mun ma

PO3MIp YRaKoGKL:

Dosage / potency:
Hoza / cwra Ofi:

Registration certificate;
Pecempeniitine nocaioveins:

Batch no.:

Ne cepii:

Batch size:

Pozxip cepii:
Manufacture date:
Aama gupobuuymea:
Expiry date:

Tepwin npudamnocmi:

CHOLUDEXAN
XOJNYAEKCAH

capsules hard 300 mg, 10 capsules in blister, 2 blisters together

with a leaflet in a carton box

v/

xancyr maepoi no 300 vz, no 10 meepdux xancyr v 6aiemepi, no 2

Gricmepu pazom 3 imcmpyriyicio 018 MeQuUNO20 3ACMOCYSANNN Y

Kapmonnit kopodyi
ursodeoxycholie acid 300 mg
Ypcodesokcuxoaesa kuchoma 300 ae

UA/14162/01/61
402300750

45 526 packages/ynarosor
02.2024

01.2027

TEST LIMIT RESULT
llorasnukis axoemi Hoparyeanns Pesymomam
Description Hard gelatin capsules, opaque, with pink body and red- brown cap, | Conforms
Onute contain white or almost white powder. Bionoasidae
Henposzopi, meepdi xcesamunosi kancyul  rRophyce  poscesoso
KONBOPY, KPUEURd HEPEONO-KOPUNHEBO20 KOILOPY. HID MiCHAny
nopomor Gizeco abo Malixce Di1020 KOO
Identification
Toewmupinain Conforms
- ursodeoxycholic acid Retention time of the major peak obtained in the chromatogram of | Bidnwsidac
- ¥peodeioreuratesd the sample solution should be concordant lo that of the standard
Kieon solution in the assay,
Yo  ympusyeanns  ocnogno2o  niky  itd  xposmantorpa
GUAPOEVEAND20 POFUIHY MAC GIOROBIOMMN NACY YMIPUMYBQHNR
QONUBIOAD NIKY HA XpOMAMOSpaM] CIUROAPIMIGZO PoIvy: 6 Xodi
KETLRICIOCO GUINAYENNR. Conforms
- titanium dioxide Orange red colour should be obtained. Bidnovaioar

- MIHQHY diokcuoy

Mae CHO(.'H?EDI“?CHHHGH Opaiaiceso-uepaoiy 3“6(1[JG;T€HH}1.

Average mass
Cepedun nace

Uniformity of mass
Odnepidnicnm maci

345.0mg (M) 2 7.5 %

(319.13 - 370.88 mg (vep)

Not more than 2 of the individual masses deviate from the average
mass by more than 7.5% and none deviates by more than 15%.
fle bitewe 2 ougidyarenuy mac gidxwsnonses 60 cepednsol

sacy Gisi #ixe na 7,5%, § 000000 3 1ux we gioxgcmees Binsut

miow we 15%.

340.05 mg fac2)

Conforms
Bionoaidae

Uniformity of dosage units
Qonopiduicinn doieeanix
ORI

Acceptance value (AV) should meet the requirenicnis.
Hputisimne e (A1) mae sionosidemy siaea.

Coenforms
Bionogiduc

Disintegration = 30 min. min rxa.}
"
Poznadauiin = 30 xa oo
D k

1/2




Xonygekcad Ne402300750_Crpanmua_2.ipg

Manufuctivved by WORLD MEDICINE ILAC SAN. YE TIC. A5
Lovation: 15 Temmuz Mahallesi Cami Yol Caddesi
No:50 Gunesli Bugeilar/Istanbul, Turkey
License: TRAUY2019/12-0

Bupadaeno: YOPJ| MEUILFE KTAY CAH. BE TLUAR, AL
Micuesiomserms: 15 Temyys Maxwrieun [ixasi oy Jiraaneci
No30 Noasentun Barazaunap/C rambya, Typewsmna

Hieszisn: TRIUY/2019412-0

Dissolution > 85.0% of label claim in 30 min, {Q=80.0%) 93.0 %
Poszuuienns > 85.0 % 6id 3unarenoi kiterocnti nponseom 30 xewnn.
(0=80.0 %)
Related substances
Cynpoeioni domimrn
-impurity A < 1.00% Not detected
- domitca A He guseaeno
-unknown impurity <0.10% <Reporting limii
- Heldemmutfiivoeana <Medxci gusarenns
doariira
-total impurity < 1.50% Conforms
- CPMA QOMINOR Bionasivac
-impurity € (TLC) <0.10% <0.02%
- dovtitera C (TCX)
Assay 99.8 %
Kiroricne srziaueiis 05 % - 105 % (285 mg (nvzi — 315 me (el (299.4 mg (ua})
Microbiotogieal purity
Mirpedioasaivna yucmona;
-TAMC < 10 KYOIr <1 CFU/g (K¥Y Oz
- @I KiToRICH < 1P CFUrg
gepabine MiKpoopraniziG
{TAMC) :
-TYMC < 10° KYOrr <] CFU/g (R¥V ()
- FAAWIBIU KITORICIE < I10°CFLsg
URINCOIRCOSUY BN Rafeenesiy
prbie (TYMC)
-Escherichia coli Should be absent/g Absent /g
Bigcymunif 2 Bideynmnil 2

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
mansfactuved (packaging/labelling included) under the quality control on the abovementioned manufacturing
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; conformity with the GMP is established.

Llus 5t 3aceiduyio, wo nepepaxosuna sunge inghopuayis ¢ docniosipuoio i mownow. Lin cepin npedyeyil Gyaa
GUROMOGIERA  (BRIONAIONY NaRYRunIsl / MAPRYGANNA) 3 UPOGROCHUAM RKOWMPOIO AKGCHT NG GUIHEGKU3UHITY
supodrieilt Olwwnuyl ¢ noeniit aionosionocmi 3 sustoeamn GMP, @CAHOGNERIGIN PeSVISIMOPHUM  OPeQHOM
Typeywunu, a marode y gionogiowocmi 3 enenubizanicrs | smemodan Kowmpoao  saxocni (M),
sapecomposanuviy 8 Vepaiui, Ipomoroiu eupobnuipmnea, ynurossu wa anaazic oyau nepexuanyni  ma
scemanoereno gionogionicmes GAP,

WORLD ESEDININE WAL SAN VE e AS
. . b - ffa
a7 R .

Surname and position of person, approving barch release to marker
[pizsuiye ma nocady 7 3aanns ocodu, axd suddia G0IBET Ha BINIVCK cepii Bag=wal

Signature and date, stamp
Hionue ma dama nidnucanns, nevamsa / niavn
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TEPKIIKCIIYKBA
AEPHKABHA CIIYIKBA 3 JIIKAPCHKIX 3ACOBIB TA KOHTPO.IIO
3A HAPKOTUKAMMY Y YEPHIBEBKIN OBJIACTI

ByN. lonosHa, 29, M. Yepnisni, 58008, 0-372-52-22-60 Tesr./haxe 0-372-55-39-93
e-mail; dls.cv@dls.gov.ua, Kog €HPTIOY 37032279

BACHOBOK

po AKICTH BBe3eHOro B YKpaiHy JiKapchKoro 3aco0y

20.06.2024 Ne 31657/24/24

XONXYIAEKCAH
(uakMenyBaNia NikaperKora 3acoQy 3riHO 3 peccTpanitinum FIOCBIAYCHHM)
Kancyu Teepai, mo 300 mr, mo 10 kancyn y Ouicrepi, mo 2 6nicrepu B xaprouwii KopooIi
(dropma sunyeky, nosyBanHA, B NAKYBRHHA AIKAPCRKOro 3ac0Gy)

Homep peecrpaniiiuoro noceimuennn UA/14162/01/01 crpok Aif peectpanilinoro mocsigyenns 01.01.2099
Cepis nixapcbioro sacoGy Ne 402300750 Kinbxicrs meseroro mikaposkoro sacoby 4548 1

BupoGuux YOPIII MEOMIVH INTAY CAH. BE TIIK. AL, Typeuauna

(haHmenysanns oupoBumka nikaperxoro sacoby, kpalua NOXOMIKEHHA)

Baesero 5 Vipatny TorapucTBo 3 0GMeKEHOO Bipnoeinanexicrio «BJIVC DAPMA»,
igenr. xon: 43821180
(HatiMenysanusn Ta og sa COPTIOY OpHAHYHOT 0cobu abo rpisouie, iM's, Do batbkoD: {pizrgsor

ocolu - nignpucMus, T Miclle mpoxupanHa o peectpauiitunit Hosep ofnikono] KAPTKH NaTHHKA
noaatiia ao cepin Ta Homep macnopT)

Hpotoron eisyansroro xonrpomo six 10.04.2024 N 95/ 0/01.25-24/1.

JlaGoparopnwit ananis skoeri IiKapeskoro 3acoby 3milicHeHui:

JlaGopatopis 3 koRTpOIIO AKOCT Hikapcskux 3aco6ie TORAPHETEO 3 06MeKenom0 BinmoBixampHicTIO
«TOBPOBY T-JIIKUTTAB» (M. Kuie, synr Hosropoz-Cisepceka, Oyn.3, wexHTIOB
npuMilnerHs 92)

(Halimenynanns Ta Micueanaxomrena JaBopaTopii, 1o nposeaa naboparopuuit anania AKkocTi)

Bucnoox wozo sxocti nixapcskoro 3aco6y, sumanns naboparopieio six 19.06.2024 Ne 695-24

Pesynstats naGoparoproro aHanisy srocri nixapcsxoro 3aco0y 3a nepeBipeHHMH MOKAzHMKAMM BiznmoBigaIOTL
BUMOraM METOHIE KOHTPONIO AKOCT] (amanitiuHo-HopMaTHBHOT DOKYMEHTALI),

3a pesyneTataMn ACPMABHOTO KOHTPONIO BCTAHOBNCHO, 1L(0 JNiKapehKuii 3
JOTPHMAHHAM suMor 3aKOHOHAABCTEA OO 3a0e3NeYEe NS SKOCTI TiKapeLKEx
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No:50 Gunesli Bageilar/Istanbul, Turkey
Livemse: TRAUY2019/02-0

Munnfactured by WORLD MEDICINE ILAC SAN. Y
Location: 15 Temmuz Maballesi Cami Yolu Caddest

XonygexcaH N2402300760_Crpanuua_l.jpg
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ETIC. A8,

Bupabarene: ¥ OPIJLMEATIUIE LAY CALL BE TLGK, AL
Micnesnasomkerns: 15 Tessys Maxasaeni Jlaasi Tloay Jornoiwei

Me30 Troueiuni barakuaap/Crambyn, Typewnia

Tinensis: TRAUY2019M12-0

CERTIFICATE OF ANALYSIS No 40000035742
CEPTH®IKAT AKOCTI
Product name: CHOLUDEXAN

Hazea npodyrmy:
Pharmacentical form,

package type and size:
Hixapcoka hopya, mun md

POSMID YROAKOGKH!

Dosage / potency:
Hazu/ cwaa oii:

Registration certificate:
Peccnpanfiiiie noceiouenns:

Batch no.:

ANe cepii:

Batch size:

Posasip cepil:
Manufacture date:
Hama supobuuymea.
Expiry date:

Tepatiu npudamnocmi:

XOJYAEKCAH

capsules hard 300 mg, 10 capsules in blister, 2 blisters together

with a leaflet in a carton box

kancyru meepoi no 300 ve, no 10 meepdux xancyn p Oaiemepi. no 2

Briemepu pazom 3 incmpykyiclo 014 MEQUUHOAG 3ACMOCYEANNA Y

kapmonniit kopodyi
ursodeoxycholic acid 300 mg
ypeodesoxkcuxoaesy kucnoma 300 a2

UA/14162/01/01

402300760

45 814 packages/ynaxogox
02.2024

01.2027

TEST LIMIT RESULT
Horasuuri sRGCmi Hoparyveanns Pesyiomam
Description Hard gelatin capsules, opaque, with pink body and red- brown cap. Conforms
Onte contain white or almost white powder. Bionosiouc
Henpozopl, meepdi acetgmunogi  Kanoyi, Ropaye poicesoco
KOALOPY, KPMHENRA HePEOHO-KOPUUNEAn20 KOIbOPY. Mo Micnismie
nopoiiox Binnzo abg aaitnce BiNeeo KURLOPY. ;
Identification '
Ioennnuhirauin
- ursodeoxycholic acid Retention time of the major peak obtained in the chromalogram of | Conforms
- }PCOdE3ORCUNOICea the sample solution should be concordant to that of the standard | Bionosiduc
KMcroma solution in the assay.
Yge  VIpUAIVGAQHIA  OCHOGHUCO  NIRY  Hd xpoaamoscpavi
sunpodysaioce posuHy Moe gionogidamu wucy ympiayednii
OCHORROZ NIKY HA XPOMAINOZPaNT CIIAHOUPINNQCD POSHINY 6 xooi
RINBRICIO20 GUINAUEHTIA.
- titanium dioxide Orange red colour should be obtained. Conforms
- nmmuny Diokendy Muac croeniepizaniuc OpanAces0-uepPEone 3d0apaeiig. Bidnugidue

Average mass
Cepedun maei

3450 mg (Mr) £ 7.5 %
(319.13— 37088 mg (we))

345,61 mg (g

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%. | Bidnvaiouc
Odnnpiduicing Maci He Biawwr 3 inoueioyatsnux Mac eioNwisionoot wi cepedtivol

waeu Gitaty wixe e 7.5%, § Heo0ma 3 wux we BIOXHIHCMOCR Gl

wisie wa L 5%. N
Uniformity of dosage units | Acceptance value {AV) should meet the requirements. i Conforms
Qonepionicmn 00308GHUX Apuimsinne sanenns (AV) vac sionoaiowni siiocuar. ' Bionusidue
eOuNte
Disintegration <« 30 min. 8 min (xs.)
Poznadanns < 30 xs.
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Xonyaexcad Ne402300760_Crpannua_2.jpg

o - Mannfuctred by WORLD MEDICINE ILAC SAN. VE TIC. AN,
WORL MEDICINE = Location: 15 Temmuz Mahallesi Cami Yolu Caddei
Pantononts & Comnsm No:50 Gunesti BageilnrIstanbul, Turkey

License: TRAUY 2019120

ep

Bupednene: YOPSIL METHIMN LIAM CAHL BE TLEK. A
Micncanuxomsennn: 15 Tesys Maxavemi Jikasi fleay Jlxavci
Ka50 Donetuni Barpwriop/Crasmbyn, Typewaima

Jineipis: TRAUY2019/12-0

Dissolution = 85.0% of label claim in 30 min. (Q=80.0%) 94.9 % !

Pomiunenns > 83.0 % 6id saaaienol kinexocmi npomaoy 30 xewiin, =.
(0=80,0 %) |

Related substances ‘

Cynpooidni gomien !

-impurity A = 1.00% Not detected *

- dosiura A He sunaivno !

~unknown impurity <0.10% <Reporting limit :

- neidenmughivosand < Mewel gunesreni

QoAlitka

-total impurity < 1.50% Conforms

- gpua doNMituox Bionosith

-impurity C (TLC} <0.10% <0.06 %

- Quaiiera C (TCX)

Assay 100.1 %

Kinwkicne suinayennn 95 % - 105 % (285 mg (w2) = 315 mg {vua)) {300.3 mg Owc))

Mierohiclogical purity

MirpoGionoziang auemona:

-TAMC < 10* KyOir <l CFU/g (RY ()0}

- Fu2tis i Kinbkicmb < 1P CFU/e

aepobiix sikpoopeaniaNia

(TAMC} {

-TYMC < 10° KYOIr <1 CFUm IRY 0O

- racarbna Kitoricnis < 0¥ CFUR

OPiHCONCORUX MA ITHCEREEUY

cpubig (TYMC) .

-Escherichia coli Should be absent'g Absent ‘g :
Biocymuni/ 2 Bigcynuis o

I do hereby certify that the abovementioned data are trustworthy and accurate. This product baorelr is
manufuctured (packagingflabelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, estublished by the regulatory agency of Turkey as well as
with the specification and controf methods of the analytic-normative documentation, registered in Ukraine. The
protocols af manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Ll 5 saceiouyio, uo nepepaxosana e nghopyayia ¢ ovcmaogipiolo i mounoio. L cepin npudviuyii dia
GUAOIMOBIENA  (BKAIONIONE NOKYVEUNHS [ MADRYGAIMA) 3 NPOSCOSIEN  KONMPOIR) HAKOCHIT G GUN(CERA3CIIT
aupoBnimifi oinnuyi ¢ nosuifi gionogionocmi 3 guvoeayy GMP, scmanogueiiMi peeYaimopItiN. apauinam
Typewawiy, o maxoxe v eidnogionocmi 3 eneyuireugicio | vemodaviu kommpoua  sisocti (MKH),

supecemposanunn ¢ Yxpaiul.  IIpomoxosu  aupobmupned.  yRAROGKW  Wd  arAT3IE e nepestnvnid i
geniaioaieo gionoagidnicims GMP,

Surname and position of persen, approving batch release to market
Tpisaunge ma nocada / 36ammns 0Co. ARG sHOEIA O036LT N GUNYCK Cepll

Signature and date, stamp
Iionue mea ouma RIORUCCNA, RENAMIIKA & HNN 22.03.2024
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