PLIVA Hivatska d.o.o.

@ D L l VvV A _ _ Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TLANBA Xpsamexe d.0.0.
Hpinaz Gapvna Oirinoguna 75, 10006 Jacped, Nopsania

CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTI
N3
DRUG PRODUCT " Pregabalin-Teva, hard capsules 150 mg, No28 (14 capsules x 2
_ : blisters) ‘
AIKAPCEKHE] 34CIE Hpezabarin-Tesa, rancyau meepoi no 150 a2, Ne28 (14 Kaneya x 2
bricmepu)
Active ingredient Pregabalin 150 myg
Axmusnud ngpedicnm Hipeaatanin 150 sz
Batch number . 3444024
Hoxep cepit 3444024
Batch size 33 800 boxes
Povip cepi 33 800 xoposon
Release quantity 33 800 boxes
Bunyigena cianicionm, 33 806 koposox
Date of manufacture : 02.2024
Aama supotuuymea 02.202¢
Expiry date 02,2027
lpudarunii oo 02,2027
Specification SDRAD61626
Cm;r; uehinayin SDRAOGI626
Batch Release Site PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Bunyex cepiy ’ _ IIBA Xpeamexa d.0.0.
fIpinaz 6apysa Biainoguua 25, 10000 Saaped, Xopsamia
Certificate of GMP compliance of 2 Ne UP/L-530-10/22-03/11; 381-[3-08/243.22.07
manufacturer No UP/L-530-10/19-03/12; 381-10-05/241-19.07 (previous)
Cepuhicam eidnosioncemi GMP e UPA-530-10/22-03/11; 381-13-08/243-22.07
fupotiuka Ne UP/L-530-10/19-03/12; 381 [0-05/24). ] 9-07(nonepeonis)
Number of manufacturing license Ne UPA-530-01/13-03/08
Hoarep BURCOIIGF Diyouzii A UP/-530-01/73-03/08
Bulk manufacturing site, primary and PLIVA Hrvatska d.o.o.
secondary packaging, quality controf Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Bupofuuymes neposhaconanaiy TLAIBA Xpeamere d.0.0,
APDOVIIE, nepewnng ma EMOPHHHG fipinas Gapyua ®izinosyug 23, 10000 3gepes, X, apsumis
FRAKOGKG, KOHMPOIS cepif
Certificate of GMP compliance Ne UP/E-530-10/22-03/11; 381-13-08/243-22.07

Ne UP/1-530-10/19-03/12; 381-10-05/241-19.07 (previous)
Ceprudbinam sidnosionoenmi GMP A2 UPA-530-10722-03/11: 381-13-08/243.22-07

N UF/1-530-10/19-03/12; 381-10-05/24 11 9-07(nonepednin)
Number of manufacturing lcenge Ne UP/1-530-01/13-03/08

Hoxep cupotnumot aigensiy No UP/-530-01/13-03768
Markeiing Authorization License Ne UA/13629/01/02
Pecompayitine ROCEIOVesns Ne UAZT3629/01102
Importing Country Ukraine
Kpata-Lsmopmen Yrpuaing
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~ TESTS
BHITPOBYBAHI

" REQUIREMENTS
BHMOTH

RESULTS
PEIVALTATH

TDESCRIPTION (Visusliy)

| ONAC (Bisyarsno)

Ivory opaque capsules imprinted by black sign 150 on
capsule body

Henposopi kancy:iy Koasopy croHoeel Kicmi 3 YOPH M
wtnasnoam 150 na kopnyei

| satisfactory

glonegitae

3 DESCRIPTION OF CAPSULES
: CONTENT
FOIHC BMICTY KATICYST

! Pregabalin

LAEHTHDIKALA (YD) *
fpecadanin

i
i
i
|
!
i
H

-White to off white, granulated powder with possible
presence of lumps

Binyic abo smotixce Gindl zpanyvabosanitiy ROPONIOK 3
MOFCAUBOIO NPUCYMHICIID 2pyAdoK

The UV speclrum of the main peak in the |
chromatogram of the sample for assay determination [
corresponds to the UV spectrum of the peak of Pregabalin |
in the chromatogram of the Standard for assay !
determination

YD-cnexmp conovnoee nika na sposamoapai
SUNPOBYBANO20 POTTHIY QAR KITBKICHOO SUINATCHHA
gidnosidae YD-crexmpy nixa npecadaning e
XPOMARORPAMT CHIandapmnoe0 posvuny 038 kiasricHor o
SugHQueHys e

CIDENTIFICATION (HPT G+~
Pregabalin

 AUEHTHOIKALLT (BEPX)*
Hpecatari

The retention time of the peak of Pregabalin
in the chromatogram of the sample solution corresponds to |
the retention time of the peak of Pregabalin in

the chromatogram of the Standard solution

Yac ympuuveanis nica npeeabaiiny na Xpomamospaui
SURPODYEANOR0 POINUNY GIONOGIDaC 4 ALy YMPUAVEANER
nika npezadaiiny ia xposamozpai CARGADIFING 20 :
Feles L ETAR N i

i

- UNTFORMITY OF DOSAGE
| UNITS*

: Mass variation

| CAHOPIAHICTS JO30BAHKY
S QIITHILLE *

i Bapvauia yacu

" satisfactory

Corresponds to the ‘
Th. Eur. 2,9.40.

Bidnosioae
Cop. th. 2.9.40

P ASSAY
' Each capsule should contain:
- Pregabalin
KUTRKICHFE BIT3HAYENHS
HI)?{(‘!!G KNSV g H()(}’UHJ{(I.111.(.‘.‘}1'1.!”111"
;_u___gg;zeméaﬁiﬂ

95.0-- 105.0 % of the label claim

95,G- 1050 %
GIQ 3aa8HeNOY KiTbKOCnTT

; IMPURITIES (HPLC (MPC009410-API
i TEVA)) :
{ Pregabalin Lactam’ _
Any unspecified degradation impurity
Total degradation impurities
i AOMILLEKH (REPX (MPCO9410-Ad]
| TEVA))
Hpecadaning aacman
By o sttt npodyvEm poznaoy
_Jazansna cvva npodviamis posnadv

NMT 0.2 %
NMT 0.2 %
NMT 1.0 %

He Ginvuie 0,2%
He Ginoute 0,2%
He binowe 1,0%

; satisfactory

]
{

. e— — .,,..:L.
EH
A

99.9

satisfactory
aidnosioac

gichiogidae

satisfactory

i gidnogidac

L gionosioac

g‘
4
‘

| 99,09,

<0.1%
<0.1%
<0.1%

<0.1%
<01 %
<01 %

IMPURITIES (HPLC (MPCO023918-AP]
Huahai)) :

Pregabalin Lactam

Any unspecified degradation impurity
Total degradarion impurities
AOMILIKH (BEPX (MPC023918-Ad]

i Huahail

" fpecataniny aacmann

" Byos-swcdi mpacvem pasrady
Bacqrvna v va npodvinis posnady

NMT 0.2 %
NMT 0.2 %
NMT 1.0 %

FHe Birvure 0,2%
He Glivrue 0,.2%
He blanwe 1,0%

Not performed
Not performed
Not performed

He nposoouacs
He nposeduacs

| Henposodusen.
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| DISSOLUTION

| At 30 minutes NLT 75 % (Q) 102 %
: of the label claim of '

’ Pregabalin

- POIYHHEHHS

¢ Hepes 30 xawnm He memue 75 % (Q) 102 %5

! 6i0 zanarenal xKirbrocmi npeeadaainy
MICROBTAL PURITY (Ph. Fur. 2.6.12,
2.6.13)%

- MIKPOBIOAON{YHA YHCTOTA

(P Lur, 26,12, 2.6.13) %%

Total aerobic microbial count NMT 10° CFU/ig : <5 CFU/g

j < Baedavna kirericns aepob He Gianute I KV (¥» < 5 K¥VOre
MIKPOOPEQHIZMIG

) Total yeasts and molds count NMT 10*CFUYg <5 CFiiig

i Sazarena kinviicms dpinconcosix He binvure 10° K¥Y OV <3 KYQ/~
ma miicenegux apubia

i Escherichia coli in 1g Absent Absentrg

; Escherichia coli e 12 Bideymun ' Bidcyinusne

*.not tested during stability siudy
¥ HE KOUMpPONionms nid 4ac auayesun emabirsocmi

** first three production batches and every tenth batch thereafter, or at least one baich per year il less than 10

batches per year are manufactured; during stability study tested at the beginning and the end of shelf life

¥ nepai mpu npovuciog cepil i dani xoxena decama cepig afo, HOHAM IS, 0OHA CENIN na PiK, FKIGO aupataacmsen
menzie 10 copiit wa DI RID wac susvenns crabiionaci KOHMPOARIOME: Ha ROYGmKY § nanpucivyi mepsivy npudanrocni

Certification statement: 1 hereby certify that the above information is authentic and accurate, This batch of product has been
fabricated / manufactured, ineluding packaging and quality control at the above mentioned site(s) in full compliance with the GMDP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country,
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. -
Jansd npo cepmudbivauin: Jiiicinm g SAMBEPINCYIO, W0 Husedena e inhopnarin ¢ docmoeipnoe ma mowuoo, Ha CEPER HPOOYKIY
byira supobiena, arvougioun RAKVBUNHA/MADKYBANHAE Mg KONRIPOML AKGCMT HA gide skasarit dizpruyi (dasnuyaxl e nosnin
sidnosionocni 0o aumos GMP, MO BCMAHOBACHT MiCYesUM peayasumopiy OpEaROM, me cneyugbicanii Pacempoyiiinoso noceiduem
kpabne-ismapmepa, Mpomokoru supobuuymea, PARYRaasiiis | anaqisy cepii Gyao nepesipeno i gusnano maicnw, w0 slonosidaons GMP

Bate: 22 o2 ,20 2(4 '

Hama:

Approved by: CP ' \ i \{ \JA
Sumecp darceno: Y 5.2 <
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