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m Manufactured by WORLD MEDICINE ILAC SAN. VE TIC.:A.S:
“ WORLD MEHICINE Location: 15 Temmuz; Mahallesi Cami Yolo Caddesi
Pharmoceutical Comgarty Not50 Gunesli Bagditar/Istanbul, Turkey

Licénse: TRAUY/R2019712-0

Bupodnenny’

PJII( ME, l,l.lillll]l TIAYMCAH, BE TUDK. A Hl
chucsunxq : : M, ) i Ho

No;40000033920

Pharmacent al_lfor;m, 'mg 14 capsules in a blister;

package type and size: 1 blister t ,géf ér with # Ieaflet in a carton box.

Jlixapeska hopma,mun ma Kancynu meepdz o 75 M2, no 14 xancyn y 6Jucmepl no 1 Gaicmepy pasom 3
POIMIp yRaKosKU: IHEMPYRYIEI0-ONS:MEOUNHOZ0 3ACHIOCYSAHHS Y KAPIMOHH L Kopobyi,

Dosage/ potendy: pregabalin 75 mg

Hosa( cuna dis; npezabaniny 75 mz

Reglstratxon certificate:
Leecmpayiiine nocgiduenns: UA/16529/01/01

- 310100802
Batch sxze.

Posniig cepi: 136 906 packages/ynaiosox
Manufacture dateé: S
Hama enpobuuymea: 10.2023
Expiry date: 19,2026
Tepmitt npudaniocini: b,202%6
Jdoxasnuru srocmii’ j Hopmyeafmﬂ __Pesynomam
Appearance Hard gelatin capsules; size No.d, opaque red-brown | Conform
3osniuimii-guzinsid colored cap and opaque. white colored body, | Ridnosidae

containing white.or almost white powder

Teepoi oicenamunosi kancynu, posmip Ne 4, Henposopa
KPUMKA 4EPBOHO-KOPUIHEE020 KOIbOPY | Henposopuil
xopnye binozo xomwopy, wo micmame Ginuii abo
Maice Ginuil nopowox

- pregabaA n

‘Tlle retention ‘time: of ‘the principal peak in the | Conform
- npezabaniny 1:

tatogram obtained from sample: solution: should | Bionogidae

. e that:of the standard solution in the-assay
l{ac ympzm an A.0CHOBHOS0: i HE XpoMamozpami.
¢ B¢ ac: G1onesIoamu maxony.

Ui ‘CmandapmHoz0. posuUy € X0Di

KINBRICHOZ0 BUSHAHENHS

~ titgnium dioxide { Amnvorangg-yellow-color is appeared Conform

- mumany dioxcudy 3'agnsemuis: opandiceso-oicoame hapbyeanis Bionosioae

- red-iron:oxide | A dark blue precipitate is formed Conform

- OKCUD sanisa wepeonuii Yinsopioemves memno-cune 3a6apenenns Bidnosioae
Uniformity of dosage uiits Acceptance value should meet the requirements Conform
Oonopidnicmy 0630éanyx Ipudinamue snavenus (4V) mac sionosidamu eumozam | Bidnosioae
OonHIYE
Disintegration. < 15 min 6 min (xs.)
Paznadauns: =15 x6.

1/2

6\( PR (LS



% WDRLD MEUIDINE
Mwm.ucmc& Company

I YOPIA MEJMUHEH LIAM CAN. BE T[ID!C AL
M:cuunaxowkemm 15 Twmys Maxanneii Toxami Moy Tkazaeci
Ne30 Troneui’ Bdr,mmlap/craméyn‘ Typeyunna

Jinensis: TRAUY/2019/12-6

v <30% 0%
_Brticm-godu ‘ }
‘Dissolution 99.9 %
Po3uunermﬂ
e : 76.28 mg/capsule
Kinsxicte gushauenii (mz/xane,)
npezabaniny :
.Rélated substances
Cynpogioni domiwu.
- unknown impurity <0.2% Not detected
- negidoma Oomiuica He susegnero
- lactai impurity |'<0.2% Not detected
(tmpurujy D) He euseneno
- HQARMAMHA QOMimEa;
(Qomiwxa D)
- total impurtities < 1.0% Conforin
- CyMa QOMimoK: ' Bidnoeidae

Reisomer [<0.15% ' 0.012 %

<1 CFUlg (KYOrz)

- fotal fungi count

(TEMC) <1 CRUlg (KVO/z)
- 3qeansHa Kitskicne
OpioicOxcosux ma
‘nnicuneux epubie (TYMC) | .~ )
- Escherichia coli Absent/g Absent/g
Bidcymuile Biocymnilz

I do hereby cert:fy that the abovementioned data are trustworthy and accurate. This product batch is
‘(packa lng/labellm . _included) ‘under the -quality control on the abovementioned

1§ h MP requirements, established by the regulatory agency of
of_the: analytxcmormatlve documentation,
g and analysis are reviewed; conformity with

HOK 1 moynow. L cepis npodyxyii yna
it KOHMPONIO AKOCHI Ha Glujeskasdniii

:  GMP, IHOGKEHUMU  PEeYIAOPHUM  OP2AHOM
i neyupixayicio i Menodat Konmponio sikocimi  (MKS),
:cpaim; Hpomoszu BUPOBHUYMEA; YRAKOBKU MK QHAaNiZie By HEPE2ATHYIMI-MA CCIMAHOGNENO

cimposdiini g 3
i naatamcma GMP.

Surname-and position:of persony approving batch release fo:market
Hpissuuje ma'nocadq ! seannn oeob; ska sldntn Sosein na: sunycr oepii

ISZl %natnre a(;ul dati; Sta.m i % 1D MEDICINE L S?)N‘ e
onue ma gama nionucanus, . nevamry wm‘&’u siniuz g, o xS,, )3

Bagedar ¢ ISTANBUL

Glinanii WD 81

Nersis No. 0316 ¢
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