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PLIVA Hrvaiska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreh, Croatia

TEHBA Xpaamcra .00,
Hpinaz Bapysa Divinoewa 25, 10660 3acpeh, Xopsamin

CERTIFICATE OF QUALITY

DRUG PRODUCT
AIKAPCAKHET SACIE

Active ingredient
Awxmnsint jnzpedicnm

Batch number

Hoep cepir

Buatch size

Puzsip cepit

Release guantity

Burviyeny rizerioms

Date ol numufasture

Homa eupoinnmea

LIxpiry date

fpudaniii do

Specitication

Cneyudghivayin

Balch Release Site

Brnyox cepii

Certificate of GMP compliance of a
manufacturer

Lepmudhivam sidnosionoeni GMP
erpolng

Nunther of manufacturing license
Hoven wupoiinuoi A eHsiy

Bulk manufacruring site, primary and
secondary packaging, quality contro]
Bupoduuynisn nepnaacoaanod
NPOAYRYH. nepeunna ma BINOPURFA

VROROGRG, KOWmposn cepll
Certificate of GMP complianee

Cepmurfizanm sidnosionacmi GAP

Number of mauufacturing license

Hoven GUPGOHUYGE aiyen3iT
Marketing Avthorization License
Pecctnpeayifine rocsidvenns

Imporing Country
Kpain d-funopen

CEPTHQIKAT HKOCTT
Ne 1

Pregabalin-Teva, hard capsules 75 mg, Ne28 (14 capsules x 2
biisters)

Ipecadarin-Tesa, xancyau MEepoi ko 75 Mz, Ne28 (14 kancya x 2
Ericmepu)

Pregabalin 75 mg

Tipezadanin 75 ue

3128014
3128014

32 600 boxes
32 600 xopebox

32600 boxes
32 600 ropatox

01.2024
01.2024

(1.2027
012027

SDRAQ61626
SDRAOGI626

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TLidIB4 Xpsamexa 0.0.0.

fpiaas bapyna Sininoenva 23, 10060 Bazped, Xopsamin

530-10/23-07:06; 381-13-08/310-24-08

Ne UP/I1-530-10:22-03/1 1; 381-13-08/243-22-07 {previous)
530-10/23-07/06; 381-13-08/310-24-08

M UP/A-530-10/22-03/11- 38113 ~08/243-22-07 {previous)
Ne UPA-5330-01/13-03/08

Ne UP/L-530-01713-03/08

PLIVA Hrvatska d,o.0.

Prilaz baruna Filipovica 23, 10000 Zagreb, Croatia

HAIBA Xpsumexa 6.0.0,
lpiras 6apyua Dininosuua 25, 10000 azpeb, Xopeamin

530-10/23-07/06; 381-13-08/310-24-08

No UPA1-530-10/22-03/11; 381-13-08/243-22-07 {previous)
330-10/23-07/06; 381-13-08/310-24-08

N UP/E-3306-10/22-03/11; 381-1 3-08/243-22-07 (previous)
No UP/I-330-01/13-03/08

Ne UP/E530-01/13-03/08

No UA/13629/01/01

Ao UA/13629:01/01

Ukraine
VYepaiua

Crop. 133
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TESTS
BLEITPOBYBAHHRA

CONHC (Bisvarsna)

" DLSCRIPTION OF CAPSULES

CONTENT
OfTHC BMICTY KAIICY)

DENTIFICATION (UVY*

. Pregabalin

IDENTIFICATION (HPLC)*

LHEHTHBIRALIH | Ygh)¥

Hipicationiy

| Pregabalin

Wi, KALLEH (BEPX)*

D lipeccSani

UNIFORMITY OF DOSAGE

| UNITS*

i Maxs variation

L CUTHOPETEICTH AOBOBAHKEY
O

Bapiayia vwacu

ASSAY
Each capsule should contain:
Pregabalin

- KIABIICHE BHIHAYERHS

o Kooria gancyas nosunng aticmumi:

CIMPURITIES (HPLC (MPCO09410-AP]

Jieeadanin

TEVAR

Pregabalin Lactam

Any unspecified degradation impurity
Total degradation impurities
HOMILIRH (BEPX (MPCO09410-AD]
TEV4),

Hperataainy raxmay

© BYOb-sRUH npodyrm posnady
- Juraunnia cyva npodvimis posnady

REQUIREMENTS ; RESULTS
BHMOIH PEIVARTATII
i e _

Opaque capsules with pink cap and ivory body imprinted © satisfactory

by black sign 75 i

Henposopi kancyau 3 kprweurcon POdNCCBOZO KOTbOPY | . sidnosidac

ROPRYEOM KOROPY CIOHOGOT KiCIIKN, Ha AKL haneceruli |

qopHui wmavn 75

White {0 off white, granulated powder with possible satisfactory

presence of lumps

biauit abio satince Giaui SPUHYPABOEMHHE ROPOULOK 3 gidnosidae

MONCTHBOIO APUCYIIHICINI0 2pYioK

The UV spectrum of the main peak in the satisfactory

chromatogram of the sample for assay determination

corresponds o the UV spectrum of the peak of Pregabalin

in the chromatogram of the Standard for assay

determination

YO-cuexmp 2onosnezo niva na XPOMAMOZPAM] sidnoaidae

BURPOBYGARO20 POSHUNY D5 KITOKICHOZ0 SUIHGHEHNA

gidnogidue Yb-cnexmpy nika Hpezabaainy e

APOMAMOZPA CManoapmuoeo poswuny das kiaskicinozo

GHIHAUEHHA .

The retention time of the peak of Pregabali | satisfactory

in the chromatogram of the sample solution corresponds (o

the retention time of the peak of Pregabalin in

the chromatogram of the Standard solution

Hac ympuvysanns nixa npezabariny na XPOMAMOzZpami | gidnosidac

GURPOGYEaOz0 posuuy sidnosidge YUCY VIRPUMVEEriNsE ’
! nixa npecabaring na APOMAMOZpANT CHIaNAapmanzc

pUsuusy E
| Corresponds 1o the . satisfactory

Ph, Bur. 2,940, :

Bioroeidoe | sioHagidaC

Eop. ¢h. 2.9.40 ’

95.0 - 105.0 % of the label claim F102.1 % ’

93,0 - 1050 % 102,1 % !

G0 3a8emenol Kiabkocmi |

|

NMT (.2 % Not performed

NMT 0.2 % Not performed

NMT 1.0 % Not performed

fle Givoe 0,2%
He iwe 0.2%
He Gitvine 7,0%

i He nposoduscn

L He nposoduscn

He nposoducca

e}

IMPURITIES (HPLC (MPC023918-AP]
Huahai))

Pregabalin Lactam

Any unspecified degradation impurity
Toral degradation impuritias
AOMIIKH (BEPY (MPCO239]8-A4D]

 Huahaiis

Hpeeadaiing raxmew
byde-sicud npaiyim posruady
daecinng cysea npodyrmia posnady

NMT 0.2 %

NMT 0.2 %
NMT 1.0%

He Bixsiue ¢.2%
He Giabe 0,2%

He Sinvwe 1,0%

<0.1%
<0.1%
<Q0.1%
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: DISSOLUTION |
| At 30 minutes NLT 75 % (Q) 100 %
: of the label claim of Pregabalin
U POSYIIHEHHS
| Wepes 30 xaumn He stenwe 75 % () 100 %
60 3aa6nenol Kitekocmi npezabaniny

MICROBIAL PURITY (Ph, Eor. 2.6.12,
| 2.6.13)**
| MIKPOEIOIONTHHA YHCTOTA

(Pl Fur. 2612, 2.6.13,%%

Total serobic microbial count NMT 10° CFU/g <5CrlUig

Faraien kinokicmy aepobnug He Binvwe 107 KYO/2 < 5 KV
‘ Mikpoopeanizuis

Total yeast and mold count NMT 162 CFU/ i <5 CFU/g

Jacqania kireKicms Opincoucoux | He biavuee 109 KYOrz L5 KV

HRECENBGUX 2pruiie

Escherichia coli in 1g Absent Absente

Escherichia coli e Io Bivcymus Bidcymusiz

* not tested during stability study
¥ He KONMpPOLIOIOMS 1O Yge suayeinm cmabinenocmi

** {irst three production batches and every tenth batch thereafter, or at least one batch per vear if less than 10

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

*E piepief mapu apostuerosi cepit { daal koxcua decnma cepin abo, wonaizMene, odna cepis na piv, Axyo BUPGCAREMBCR
weniie 10 cepiii na pin; nics wac susvenns crmabinmiocmi KOHMIPORIOIONT HA ROVANTIY § Hapuringi mepatiny npudansecmi

Certilication statement; | hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, ncluding packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Iocal 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 10 be in compliance with GMP.

Sasva npo ceprmndivanio: Jiicum a FAMBEPONCYI0, 140 RAGCAENn BUe IHopyain € G0CmosipHOI0 tha mourow, L cepin BPedYRL:
Ovad supofaera, srTOuQOYY NAKVBAHNAMADKYVEANHR g KORMPOIL AKOCH NG euye Sruzaniti Oizbniyi (Mabwuynx) 6 nosuis
sidnosionocmi oo sustoa GMP, W0 Goinanocagn Miciesuy pezyasmoprity opeanon, ma cheyughixayily Pecompayitmozo rocsidvens
Kpaidu-istnopmepa. Hpomoroiu supobruymea, RAKy6anns | anarizy cepii Gyao nepesipenc i auznano maxin, o widnogidamomns GMP,

Note:

The initied dase of certificate signature is 23.02.2024. Current date of signature is the date of cerdficale re-issued, due to a technical
mistine in the Impurities section, 7 Hepaunua dama nidnucanna cepinnpivama 23.02.2024. Homowna dama HORECY — te dama
nepesucadl cepinaghinume, 6 3g RIKY 3 MEXKIMHOIO ROMUTKOIC 8 poiain Jowviuox,

Date:
Aama:

Approved by:
SamaepOneein: o
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