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@ PLIVA

Bunyex cepii

Certificate of GMP complianice of a

manufacturer

Cepmucpicam sidnosionocmi CMP

BUPOOHUK

Number of manufacturing license

Haowuep BUPOBRUNOT Aisenzii

Bulk manufacturing site, primary and

secondary packaging, quality control

Bupoonuymeo Heposghacosarior

NPOOYKYIL, nepeunng ma SMODUHH G

YRAKOBK G, KOHmMPOaL Cepii
Certificate of GMP compliance

Cepmugbixam aionogionocmi CMP

Number of manufacturing license
Hoxep supobruuoi aiyeusii

Marketing Authorization License
Peecmpayiiive nocaidyens

Importing Country
Kpaing- MrOpmep.

PLIVA Hrvatska d.0.0. é:f//
Prilaz batuna Filipovica 25, 10000 Zagreb, Croatia
LB A Xpeamexa d.0.v.
1lpisas 6apyna Girinosuva 25, 10000 3azpeb, Xopeamin.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

T1IIBA Xpsamexa d.0.0. o
1lpiraz bapyra Qirinoewyn 23, 10000 3azpes, X, opéaniis
Mo UPA-530-10/22-03/11 ;-381-13-08/243-22-07

N UP/T-530-10/19-03/12 ; 381-10-05/241-19-07 (previous)

Ne UP/I-530-10/22-03/11 ; 381-13-08/243-22-07 -
Ne UP/I-530-10719-03/1 2; 381-10-05/241-19-0 7 (nonepednii)

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

PLIVA Hrvatska d.o.o. -
Prilaz baruna Filipovica 25, 10660 Zagieb, Croatia

JTLTIBA AXpsameka 0.0.0. )
AIpinaz Gapyna Girinosuug 25, 10000 3azpeb, X, opsamin

No 'UP;'I:530~1Gzzz-'os,fl.1‘;,‘33‘1‘-13-03&43-22-07-
Ne UP/1-530-10/19-03/12; 381-1 0-05/241-19-07 (previousy
Ne. UP/I-530-10/22-03/1 381-13-08/243-22-07

N UPA-530-10/19-03/] 2, 381-10-05/241-19-07, {non epeduii)
Ne UP/I-530-01/13-03/08
Ne UP/I-530-01713-03/08

Ne UA/13629/01/02

Ne UA/13629/01/02

Ukraine
Yrpaina

fy G086 bip 15,0020 ¢

"l'_““:

CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTT
Ne 2
DRUG PRODUCT Pregabalin-Teva, hard capsules 150 mg, Ne28 (14 capsules x 2
o blisters) |
JHKAPCBKUY 34CIR lIpezabanin-Tesq, kancynu meepoi no 150 mz, Ne28 (14 xancyn s 2
bricmepu) N
- Active itigredient Pregabalin 150 mg
Axmuenuil inzpedicnm Alpezabanin 150 mez
Batch number 2250113
Homep cepiy 2250113
Batch size 13 920 boxes
Posamip cepii 13 920 xopobor
Release quantity 13920 boxes
Bumngena kinoricms 13920 kopobox
Date of manufacture 10.2023
Lama eupobruymea 10.2023
Expiry dato 10.2026
pudamuui; do 10,2026
Specification SDRAD61626
Creyugbivayis SDRA06162¢
Batch Release Site PLIVA Hrvaiska d.o:0.
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| DESCRIPTION (Vieualiy)

BHITPOBEYVBAHHS

| tisfnry

Ivory opaque capsules imprinted by black sign 150 on
capsule body
1 OIIHAC (Bisyarsuo) Henposopi kancymy KOALOPY C1OROEOT KicmKu 3 wopHumu 8ION0Ridae
wimannom 150 na kopnyci
DESCRIPTICN OF CAP SULES - White to off white, granulated powder with possible satisfactory
CONTENT presence of lumps o
OITHC BMICTY RAIICYVT Biruil abo maiixnce binuil epanyrvoeanuii ROPOMLOK 3 8i0nogidac
MOSACTUBOW npucymuicnio 2pydox
1 IDENTIFICATION {UV)* The UV spectrum of the main peak in the satisfactory
| Pregabalin chromatogram of the sample for assay determination
corresponds to the UV spectruni of the peak of Pregabalin
in the chromatogram of the Standard for assay
: 'dﬁtemljnati()ﬂ | | i
ATEHTH®OIKAIILS (Yo * { ¥@-cnexmp 2on06n020 nixg na xXpoziamospami | 6ionosidae
1 Ipezabaniy BURPOBYBaro20 Po3suNy dn KIIOKICHOZ0 UsHaYe s
- RiOnogINGe YV @-cnexmpy nixa npezabarivy na
XpoxMamozspami cmandapmnozo POSYURY 008 KiRbKICHOZ0
N S e _ BUH3HAY e TR TR
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 |
| ZAEHTHDIRALIS (BEPX)* Hac ympumysanus nixa npe2abaniny na XpoMamozpami 8idnoaidde
| fIpezatanin BUNPOGYBAHO20 Pozuury gionoeidac yacy Ympuryeans
| RIKQ npezabaiiny na xpomamozpami cmandapmozo
N L e 'pOEIIH}{}.f b L
UNIFORMITY OF DOSAGE Corresponds to the satisfactory
UNITS* Ph. Eur. 2.9.40.
“Mass variation.
QUHOPITHICT JOOBAHTY Bidnosgioae gidNioGidue
+ OUHHAIIE* Cep. ¢h. 2.9.40
Bapiayin sacy | e e
ASSAY 95.0 - 105.0 % of the label claim 99.9 %,
Each capsule should contain; |
Pregabalin
{ KUVIBKICHE BH3HA HEHHA 95,0-10509; 99,99
t Koocna kancyra nogunn g Micwim: 610 3asAEH O KiTEKOCHIE
Hpeeadaniy |
IMPURITIES (HPLC (MPC0O09410-APT
TEVA))
Pregabalin Lactam NMT 0.2% <0.1%
Any unspeciﬁed-degradaﬁon'imp'u'r'ity NMT 0.2-% <0.1%
Total degradation impurities NMT 1.0 % <0:1%
| HOMIOIKY (BEPX (MPCO09410- 4D
{ TEVA))
| fipezabaniny agremay He Girvtie 0,29 <@i%
bydo-axuii npodyim PO3Rady He binviwe 0,7% | _ <0,1%
3azanvna cyva npodyxmie posnady | He binvwe 1,0% AT I=<0i%
IMPURITIES (HPLC (MPC023918-AP] :
'Huahai))
Pregabalin Lactam NMT 0.2 % Not performed
Any unspecified degradation imhprity NMT 0.2 % Not performed
Total degradation impurities NMT 1.0% Not performed
HOMITIIKH (BEPX (MPC023918-A DT |
Huahai)) .
{Ipezabariny zaxnias He Giisitie 0,2% {-He npogoduscs
| Byov-sxuit npodykm posnady He 6invwe 0,2% He nposoduscs
| Jezarena (yma NPOOVKmiB poznady: He binvwe 1,0% | He nposoduscs
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DISSOLUTION | | = | B
At 30 minutes NLT 75 %{(Q) 100 % -
i -of the label claim of -
‘Pregabalin
PO3YHHEHHS - N o
1 Yepes 30 xeunun He menwe 75 % () | 1 100 %
A 8I0 30AGAEHOT KiToKOCH npezabatiny L
 MICROBIAL PURITY (Ph. Eur, 2.6.12,
2.6.13)%*
MIKPOBIOTIOT IY9HA YHCT: OTA
(Ph. Eur. 2.6.12, 2.6.13)%* |
Total aerobic microbial count NMT 10°CFU/g | <5 CFU/g
3azazona xizexicme aepobiuy | He 6izsue 10° KV /> <5 KYO/
MIKPOOp2anizMmia .
Total yeasts and molds count NMT 10?CFU/g <5 CFU/g
Jazanona kinoxicmo dpircdmncogix He binvwe 10° KV O> <3 KYO/z
ma naicenesuy epubis
Escherichia coli in 1g Absent Absent/g
Escherichia coli g 1- Biocymus Bidcymua/>

* not tested during stability study
¥ He Koumpomowoms nid wac BUBNCHHS cmabitbrocmi

NOTE: |
The initial date of certificate sighature1s 27.11.2023. Current date of siorisfie 1o

Certification 'stﬂte'ment:-_Iﬁh'eréby-certify that the above information 1s authentic and accurate, This batch of product hasbeen
fabricated / manufacmredz_including packaging and quality control at the above menﬁoﬁed-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 batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
Jaaga npo cepmudbicayio: Jiticnu s 3QmMBEPANCYI0, o Hasedenq sue inghoprsaiyia ¢ Q0CmOsIpHOK My mornoio. L cepis nPOOYKNYY -
byaa supobuena ERAIOYaFOYY RAKYBAHUS/ MapRysanua g KORIMpONe AKocmi na euye GRAZAHIU OlnbHuyi (Olronuysx) & noanis
Bi0n0GIdHOCMI do BHMO2 GMP, wo ecmancereni MICHesM pezyanmopruy OP2aKoM, ma cneyugbicayiii Peccmpayiiinozo noceidvenns
Kpainu-tmnopmepa. Hpomoroni CUpOOHUYMEa, naxyeanis i alarizy cepil 6yao nepesipeno § susnano maxumu, uio eionogioaoms GMP.
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