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Munufuctured by WORLD MEDICINE TLAC SAN, VE TIC:: A.S.,;;
Lotation: 15 Temmuz Mahallesi Cami Yolu:Caddesi

No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRJUYKZOIWI 20

Bupodnen: VGPM MEARIBH WIAYCAH, BE: THR A.I,ll.

Miciiesnaxoiens: 135 TevimMys Maxanermi Tsanti Hony ﬂﬂtaﬂnecz_

M50 Tronémai Barxunap/ Cranoyn, Typewauny -

JMiuensix TRAIYI2019/12-0

No 40000019539

CEPTH®IKAT AKOCTI

Product figies
Hased npooyxiny:
Pharmaceutical form,

package type-and size;
JHKapeLRa gﬁapMa Wi e

DOSMID YRAROGKIL

A

| ;,lom / cwza @;r |
Registeation certificate:
Peecmpayifing noceiovenu.:

Batch: no.:

Ve cepzz

Batch size:

Poswip cepii:
Manufacture date:
Ldma supobruymear
Expiry-date:

Tepmin npu@amrmcmz‘

CHOLUDEXAN
XOJX _.-s:IEERCAH

capsulés hard 300 mg; 10 capsules in blister, 2 bhsters to“ether

with aleaflet in a carton box

Gnicmepy pasom 3 IHCHPYRYIEID Onsi MEOUUHOZ0 BB0MUCYEAHEA

Kapmornit kopobyi
ursodeoxycholic acid 300 mg
PPCODEIORCUXONESY KUCIOMA 300 M

UA/14162/01/01
303300330

28 145 packages/ynaxosox
02.2026

xaneynu meepdi no 300 me, no 10 msepdux kangyn y 5)ucmqu, o 2

.:f'--i,{@rcasuuxu ﬂ?coomz

LIMIT
Hopmysarns

;-.?esznbmm

| Dfscrxptiom |

fJnuc

sontain white or almost white: powdel
Henpa:eapz, meepa! JICERAMUHOBT  KANEYNY,

Hard gelédtin capsules opaque with. pink body and red- bwwn ¢ap, -.'rCenforms

| .;,Bzénam@aa
KOPHYE POSIGEE0E0
KOnbOpy; Kpiideina: tzepeorro~xopzzuﬂeaoao KONLODY, 1. Micmamy
_| mopouor 6iioze abo mdidice. 6in020 KONLOPY: ?

“Identification.
Inenvirilcattis

- ursadeowchal e deid

“ ypca@esorcca:xo.neeq
Iﬂfﬁﬂﬂﬁm

. Fitavitin. dioxide
Og mzzmarp) morcam)y

Retention tinie of the major peak obtaihed in the: chroma‘cogram of "
the sample solution .should be céncordant to that of the stanciard

| s6lution in the dssay,

Hac ympumyaamm OCHOGHOZ20  RiKYy  HA
:szmpmyaanoeo posuiy mag GIOnoeiow MLy YMPUMYGUHHR

OCHOBHOPY Y HU-XPOMATIOEPaN CIUHDAPITIHOZ0 PO3UUHY 8 X0JE

K!’JI&KIC?HOBO 631’3}?{.‘?‘13}:'}:’}1

': Qrange red colour should be obtained.

DLTIOICEG0~4epEoHE: SU00PENEHHSL

XPOMAROEpaN i

: -~Conferms
;Braﬁ@maaer

{ Conforms:
| Bionosioae;

A'-:rerage mass

P@pegnﬁ Maca
‘ 5 ; \

i

‘Uhifa ity o:f 1iass
| O;mopmmc:m Macﬂ

545, 0 mg (M[‘) +7. 5 %
. (3]9 13—370.88 mg (Guz))

Not: more than2-of the individudl masses deviate from the average
méss by more than 7.5% and noiie deviates by more than 15%.
He Ginvine 2 iHougidyanphuy mac BIOXUNSTIOMBCT 81D cepedusor
- yiaei Ginbig Hise wd: 7,5%, 1 wcaarms % HE EIOXUnEEeEn Oinbil

Hive Ha 15%;

| Bioriogioas:

| :Umfarmlt’y of: dosage inits: | Acceptance value (AV) §l muld et the requzrements -; Canfonns B
| Onnopianicts nozosanux | Hpmnmmue snauenHa (AV) iae 6ioTosIoamu-8UMO2aM. B:c)noﬁfaae:s
_ONBHUIE: 1 -
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_Dissolution:
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Manufuctared by WORLD MEDICINE ILAC SAN, VE TIC.AS:

License: TR/UY/2019/12:0

Locition: 15 Teifimnuz:Mahallesi Cani Yolu Caddesi -
No:i50 Gunesli Bageila/Istunbul, Tuikey

Brigodueno: YORNT MEAIIHE IAY CAM, BE TG AL,
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Jtinensia: TRAUY/2019712-0
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> 85,0 % ‘8i0-saasnenol kizpiocmi npomsazom 30 XeWIUH.
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Related substanices!
Cynposiii Aominiki

~unknown impurity-
~-HeldeHMUPIrosana;
oomiurag

: ;: !"' thry L, SRR PP & PR
Ftal lmpurity’
I EYMA QOMIULOK

dmpurity C(TLC)

| f0=80,0%)

<0.10%

<1.50%

< 0.10%

!
T‘

|-0i07%

<Disregard limit

| Conforms
| Bignogioae

_. <f0 *1 Q’%

< Jomimra C (TCX).
Assay
Kinsgicae BU3HAYCHHS

Microbiological purity:

- Mixpobionorigua aueroras
~ 3Q2UNBHA-KINBRICIND.
QepOBHUX. MIKDOOD2ANTIEMIG.

- = BUZONBHAKINBIICb
" ORiNcOANCOBUX A NIICEHEBUX
- epuble (TYMC).
 iEscherichia coli

S 102 KYO/r

Bigeyrsi/t
Should be absent/s: .

95.% - 105 % (285 mgi(mz) — 315 mg (mz))
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1 do liereby. certify that the above
ranufactured (packaging/labelling include er s
site in full conformity with-the GMP requirements, s

semanoaneno-gionogidunioms GMP.

m g

Sittname.and position.of person, approving batch release to market
ﬂpmeuwema hom&a’% 38QHHA-0CODY, KA BUOGNA Q036N HA GURYycK.cepli

Signatare-and date,: stamp

Iidnuc ma.0ama: nidnucanus, neiamea. /imamn

with the Specification and control wietliods of the analytic-normative documentats

profocals.of manufacture, packeging and analysis are reviewed; conforinity with th
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¢ GMP is established:
ocmosinnoio. i mounoio, Lincepis npos G
BEOCHHAM KONMPOMO AKOCMI HO BUUEBKAZAHI
GMP, &cmanognenuny peeyisimopris Opeanon
wemodamyu  koumponio. axoemi  (MKA

mentioned data. are trustworthy and accurdte. This product. batch is
lnded) under the quality control on the abovementioned manufacturing
p tablistied by the regulatory agency of Turkey das well s
' ' istered:in Ukraine.. The
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JNEPYKABHA CJIYKBA 3 m‘m PCHKHX 3ACOBIB |

TA KOHTPOJIIO 3A HAPKOTUKAMMU ¥y M KWEBL

ipos. Hagit Ceimwuror, 3, 02099, e, (044) 295-26- 85
E-mail: dls.kyiv@dls.gov.ua, Ko CIPIIOY 37079055
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