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DRUG PRODUCT

JIKAPCBKHE 34CIE

Active ingredient
Armusnuit inzpedicm

Batch number
Hoatep cepif

Batch size
Povip eepit

Release quantity
Bumyena xinvricms

Date of manufacture
Hama supabiymea

Expiry date
TTpudamuuii oo

Specification
Creyuehinenyia

Ratch Release Site

Bunycr cepit

Certificate of GMP compliance of a

manufacturer

Cepmudbinam sidnosionocmi GMP

sUPOANIKE

Number of manufacturing license

Honep supobuunor niyensiv

Bulk manufacturing site, primary and
secondary packaging, quality control
Bupobuuymso neposacosanay
nRpOGYKYIT, nepeunna na GIROPUNHKT

Jnarogra, xonmpons cepit

Certificate of GMP compliance

PLIVA Hrvatska d.c.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TUTIBA Xpgamera d.0.0.
Tipinas Gapyna Giginosuva 25, 10000 3azpes, Xopaamin

CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCTI

Ne2

Pregabalin-Teva, hard capsules 75 mg, Ne28 (14 capsules x 2
blisters)
Iipezabanin-Tesa, xancynu meepdi no 75 mez, Ne28 (14 kancyn x 2

Onicmepry)
Pregabalin 75 mg
fipezabanin 75 sz

6910025
6910025

66 770 boxes
66 770 xopobox

66 770 boxes
66 770 xopobox

02.2025
02.2025

02.2028
02.2028

SDRAD61626
SDRA061626

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TTIIBA Xpeamera 8.0.0.

IIpinaz 6apyna Gininoauua 25, 10000 3azpeb, Xopeamin

530-10/23-07/06; 38 1-13-08/310-24-08

Ne UP/1-530-10/22-03/11; 381-13-08/243-22-07 {pravious)
330-10/23-07/06; 381-13-08/310-24-08

Ne UP/I-530-10/22-03/11; 381-13-08/243 -22-07 (previous)
Ne UP/I-530-01/13-03/08

Ne UP/[-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

[IJITIBA Xpeamexa d.0.0,
Ipinas Gapyna dininosuua 25, 10000 3azped, Xopsamin

530-10/23-07/06; 381-13-08/310-24-08
Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)

Cepmugbinam aidnosiduacmi GMP 330-10/23-07/06; 381-13-08/310-24-08

Number of manufacturing license
Honep eupobutmor niyensiv

Marketing Authorization License

Pecempayiiine nocalduenns

Importing Country
Kpaina-innopmep

Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07 (previous)
Ne UP/I-530-01/13-03/08
Ne UP/AI-530-01/13-03/08

Ne UA/13629/01/01
Ne UA/13629/01/01

Ulaaine’
Yrpaina

Crop. 133
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IAEHTHOIKALILS (Yb)*

[ TESTS " REQUIREMENTS RESULTS
BHIIPOBYBAHHN BHMOrE PE3YITATATH
E§CMPTION (Visually) Opaque capsules with pink cap and ivory body imprinted salisfactory '
by black sign 75
OfHC (Bispansno) Henpozopi kancymi 2 xpumenroio poxcesozo Konbopy | aidnosidae
KOpRYyCOM KORbOPY CRONOBOT KICMIKY, Ha AKUT Hanecenuti
wopuuil wmamn 75
'DESCRIPTION OF CAPSULES White to off white, granulated powder with possible satisfactory B
-CONTENT ) presence of lamps
ONHC BMICTY KAICYII Binuii abo aaiioice Gimui apanynvosmil nOpOIULIOK 3 gidnogioae
MONCAUBOIO NPUCYIITCING EDYOoK
IDENTIFICATION (UV)* The UV spectrum of the main peak in the satisfactory )
Pregabalin 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

Y-cnexmp zonosnozo nixa Ha Xpomamozparti

eidnogidac

Bazanena cyma npodykmia posnady

pezaGaniy 6UNPOGYBAN020 POIUHY OIS KITLKICHO20 GUaNaRens

sidnesidae Y®-crexmpy niva npezaBaniny na

EPOMAOZPAMI CIIANOaPINIOZ0 POINUNY 0%t KinbKicH020

GUINAUEHIR
IDENTIFICATION (HPLC)* The retention time of the peak of Pregabalin satisfactory
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
AEHTHDIKALIS (BEPX)* Yae ympunyeanns nira npezataniny na xpemamozpami Gidnogidac
{Ipeaabanin sunpobyeanozo posvuny aidnagioac UACY YIMPUMYCAHHSL

nika npezabaniny na xpomamozpani CIAHOaPIHOZO

posuuwy
UNIFORMITY OF DOSAGE Comesponds to the satisfactory
UNITS* Ph. Eur. 2.9.40.
Mass variation
OOHOPITHICTS ZO3OBAHHY Bidnogidae eidnosidae
OINHHMIB* Cap. gh. 2.9.40
Bapiayia sacu .
ASSAY 95.0 - 105.0 % of the label claim 100.0 %
Each capsule should contain:
Pregabalin '
KIUTLBKICHE BHIHAYERHST 95,0-105,0% 100,0 %
Kooicna kancyna nosunma aicmumus 6id 3ananenor kinvkocmi
Hpeea&auin
IMPURITIES (HPLC (MPC009410-AP]
TEVA))
Pregabalin Lactam NMT 0.2 % Not performed
Any unspecified degradation impurity NMT 0.2 % Not performed
Total degradation impurities NMT 1.0 % Not performed
HOMILUIKH (BEPX (MPC009410-AT
TEVA))
Ipeeadaniny aakman He Ginviue 6,2% He nposoduecn
Bydo-aruli npodykm poanady He binsue 0,2% He npogoduaca

He binvtue 1,0%

He nposoduaen

IMPURITIES (HPLC (MPC023918-AD]
Huahai))

Pregabalin Lactam

Any unspecified degradation impurity
Total degradation impurities -
HOMILIKH (BEPX (MPC023918-Ach]
Hueahai))

fIpezabaniny naxmaw

Bydv-axuii npodyem posnady

Jazansna guata npodymia posnady

NMT 0.2 %
NMT 0.2 %
NMT 1.0 %

He 6invtue 0,2%
He binvrue 0,2%
He Ginvine 1,0%

<0.1%
<0.1%
<0.1 %

<01%
<01%
<0,1%

Crop. 233
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DISSOLUTION
At 30 minutes NLT 75 % (Q) 98 %
of the label claim of Pregabalin
POIYHHENHS
Yepes 30 xeunun He meinue 75 % (Q) 98 %
8i0 3anenenof kinokocmi npezabaniny

MICROBIAL PURITY (Ph. Eur. 2.6.12,
2.6.13)¢=
MIKPOBIONOINTYHA YHCTOTA

i
|
|
f
i

{(Ph. Eur. 2.6.12, 2.6. [3)**
Total acrobic microbial count NMT 10 CFU/g <5 CFU/g
3azansua kinskicnie agpobiux He binvue 10° KVO/2 <S5 KYO/z
Mixpoopzaniaatia _
Total yeast and mold count NMT 10?CFU/g <35 CFU/g
3azanvua xinoxicms dpincoxcosux i | He 6inswme 1P KYO/z <5 KYO/z
imicenvanx epubie .
Escherichia coli in 1g Absent | Absent/g
Lscherichia coli ¢ Iz : Bidcymus Bideymnsnlz

* not tested during stability study
* He xoumponorons nid wac guauenisn emabinpiiocmi

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

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

*& neprii mpu nposucnogi cepii i dani komena decma cepin abo, wonativenue, oona cepin na pix, Ao supobIACHLER
Merwe 1) cepili na pix; nid vac susyens cmabinonecmi xonmpontooms ia nouamiy [ nanpusinyi mepminy npudamnocmi

Cerfification statement: Lhereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.
The bateh processing, packaging and analysis records were reviewed and found o be in compliance with GMP. )
3asweanpo cepmudhiranio: Hisicim 5 3ameepdicyio, wo nagedena sl inghopmayis ¢ docmogipuoio ma mowitow. Lin cepin npodywmy:
Oma supobnena, ecmovaionn RAKYSAUHM ADEYEGINA Mg Kommpoite axocmi na euwge exasaniii Qinvrayi (Dinvurynx) 3 noenin
aidnocidnocmi do eumoe GMP, UfQ sCmanoenent sicyesun pezynamopnin opzanom, ma cheyudivayitt Peecmpayifinoze nocaidvens
Epainu-innopmepa, iTpomosonn supodIHIINGa, naiyeannia i ananisy cepii 6yno nepesipeno i susnane marumy, uo gidnosidaions GMP,

Date: O . 202<% ) )
Huwma: 20.038.2 PLIVA CROATIA Ltd -

’ Quality Zagreb
Approved by: ? ejl‘ck) v = Qua_hﬁe(} Persu_lg:
amacpdnceno: Qe Sanja Peters Ptidelk
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HEPXKABHA CJIIYIKBA 3 JUKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCHKIN OBJACTI

npos. Ceitnuunoi Hapii, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €HPIIOY 37078774

BHCHOBOK

PO AKICTH BBE3EHOro B YKpainy JKAPELKOro 3ac00y
09.05.2025

Ne 21550/25/10
IIPECABAJITH-TEBA

(Haityenynanug nikapenkoro 3acoby arimo 3 peccTpaitiitiiat mocsinyemnmane)
KancyJut Tepai o 75 mr o 14 kancysn y Gaicrepi;

1o 2 6aicrepn y xopobui
(dropya nrnyexy, moaysanii, sug NaKyBalH Nikapcrkoro 3acoby)

Howtep peecrpaniiinoro noceinuenns UA/13629/01/01 CTpok Aii peectpauiituoro nocsinvenns 01.01.2099

Cepis nixapesxoro sacofy Ne 6910025

Kinekicrs nreaenoro nikapcskoro sacody 66770
BupoGHux

IIIIBA Xpsarcka 1.0.0., Xopsaris

Bseseno 5 Vipainy

(naiixenynatnes BHPOGHNKa nikaperkoro zacoBy, kpaiua NOXOILKEH HT)

Torapucrio 3 o6menenoro BigmoRBin
wom: 34770471

(naifsenysanns ta koj 3a CIPIIOV 10

anpiictio "Tesa Yxpaiua", inenr.
ocobu - ninnprems,

putiniol ocobu aGo npizsume, is's, o GaTskoni (izuunol
ii micue nposkubamms -ra peecrpauiitimiii nosmep oGnikosoi KapTKH IAaTHAKD
nonarxis afo cepis ta Homep nacropTa)

IIporoxon sizyansnoro xonrtponso nin 06.05.2025 N 1394/1.

3a PesyibTaTaMu JACpXKaBHOIQ KOHTpOJIIC BCTAHOBACHO,
HOTPUM

mo Jjikapcekuit zaci6  peeseno
AHHAM BUMOr 32KOHOAABCTRA OO 3a6e3Mney ety AxoCTI NikapebKHx 3acobin.
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