PLIVA

DRUG PRODUCT
JHKAPCHBKHH 34CT6

Active ingredient
Axmucnuit incpedicnm

Batch number
Homep cepit

Batch size
Posmip cepii

Release quantity
Bumyyena kinbkicme

Daie of manufacture
Hama eupobunymen

Expiry date

{lpudamuui oo

Specification
Creyugbixayin

Batch Release Site
Bunycw cepii

Cerntificate of GMP compliance of a
‘manufacturer

Cepmuchixam gionosionocmi GMP
BUPOOHNKA

‘Number of manufactoring license
Homep cupotneror siyensi

Bulk manufacturing site, primary and
secondary packaging, quality conirol
Bupobmgmeo ueposehacosanoi
FAPOOVEIIT, RCPCURIA A GIHODUNEEO .
VRAROGK(, KONMPORL cepii

Ceritficate of GMP compliance

Cepminbivam vionoeionocmi GMP

Number of manufactoring license
Hosmep supoturuaoy aigen i

‘Marketing Authorization License
Pecempayiine nocgiouenns

Importing Country
Kpaina-ivnopmep

Pse pun Artey

CERTIFICATE OF QUALITY

A8

PLIVA rvaiska d.o.o.

Prilar. barsna Filipovica 25, 10000 Zagrch, Croatia

HHBA Xpeamera 0.0.0.

Hpinaz tapyria Oininosuua 25, 10000 JacpetH, Xopsamis

CEPTHOIKAT 2K

No |

ALGERICA, hard capsules 75 mg, Ne28 (14 x 2) in blisters
AJIBUEPIKA, kancynu meepoi no 75 me, No28 (14 x 2) y onicmepax

Pregabalin 75 mg
Hpecabanin 75 s

4084111
4084111

1-920 boxes
4 920 xopobox
1 920 boxes
I 920 ropobor

11.2021
I1.2021

10.2024
SDRA061626
SDRADGI626

PLIVA Hrvatska d.0.0.

Prilaz bamna Filipovica 25; 10000 Zagreb, Croatia

{LHIBA Xpeameka 0.0.0.

Hpinas Gapyua Pisinosuia 25, 10000 3a-peo, Xopeamis
Ne UP/I-530-10/19-03/12, 381-10-05/241-19-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07

-Ne UP/1-530-01/13-03/08

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

P1IVA Hrvatska d.o.o.

Prilaz barana Filipovica 25, 10000 Zagreb, Croatia’

HIHIRA Xpeameka d.0.0.

Hpinas Oupyaa Ditinosusa 235, 10000 3acpeb, Xopeamis

No UP/-S30-10/19-03/12: 381-10-05/241-19-07
Ne UP/1-530-10719-03/12: 381-10-05/241-19-07

Ne UP/1-530-01/13-03/08
Ne UP/1-530-01713-03/08

Ne UA/13629/01/01
Ne UAZE3629/01 /1

Ukraine

Yupaina

Crop. 133
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TESTS ~  REQUIREMENTS | REsuLts | !

BHIIPOBYBAHHA | BHMOI'H +  PE3VIIBTATH
| DE‘SCRIPT ION. (V Lsiirammimly u E“:Ey 'imprinled satisfactory h
by black sign 75 |
COITHC (Bizyansho) HCRPOSOIN RUNCYAY 3 KPRELCIKOI) PONCCEOO KOThopy | Gidnosioo:

KOPRVCOAS KOHOORY CHNOBOE KICIKCH, T SIKHN HaHCCeR I
SOPHNRY Himamn 75

R T

{ DESCRIPTION OF CAPSULES | white 10 ofT white, granulated powder with possible

satisfactory
CONTENT presence of lumps |
AHIHIC BMICTY KAIICV] | Binuii abo malince Gituit SPAIABOSARUI NOPORIOK 3 aionogioue
MONCIENBOR RPUCYMHICINIO 2PVOOK
IDENTIFICATION (UV)* the UV spectrum of the main peak i the satisfaciory
Pregabalin chromatogram of the sample for assay determination
| corresponds 10 the UV spectrum of the peak of Pregabalin
in the chromatogram of the Standard for assay
| determination
' IEHTHDIKALLE (YD) Yd-cnexmp conosraozo nika na xpomamozpasi sionogioac
IIpezabanin - GUNPOOYBaNOZG POIURHY OIS KINBKICHIOZ0 GU3HATCHIA

aionogioac Yd-cnexmpy nixa npezabariny na
XPOMAMOZPaME CIANOAPIMHOZO POIHIIY ONAE KIRBKICHO 0

- BUIHAYERNIA o
+ IDENTIFICATION (HPLC)* the reention 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

UTEHTHDIKALLE (BEPX)* | MUC YMPRMYCGUHA 1K DPCCCWDINY 1A XPoMamo pami ®iOHOGIOW
IIpezabanin L BRAPBOOVEGHO, 0 POIYIRY GIORORIOUC TACY VIPUMVEUIIS
§ mika npecabwiiny na APOMAIOPUME CIRUBOUPITTDCO
PORTHHY
UNIFORMITY OF DOSAGE -corresponds to the satisfactory
UNITS* Ph. Eur. 2.9.40.
Mass variation
ONHOPIHICTS JIOOBAHEN gionogidac gidnoeioac
(JTHHII L * €ep. ¢h. 2.9.40
Bapiais sacu | e |
ASSAY 95.0 - 105.0 % of the label claim 100.6 %
Fach capsule should comain: |
Pregabalin
KIJIBKTICHE BH3HAYELHST 95,0 - 105,0 % 100,69
Kaoxena kancynis noganna micmmmu: 8i0) 3086REHOT KibKOCH] |
AIpecabuanin
IMPURITIES
Pregabalin Lactam NMT 0.2 % B <(.1 %
1-Any unspecified impurity NMT 0.2 % AT <0.1%
1 Total impurities NMT 1.0 % 1 <0.1%
| TOMIIIIKH |
1 Hpezabaniny naxmam: ne Ginsure 0,2% <O %
Bydv-saxa neéiooma dominica He intte 0,2% <01 %
- Jaeanoni domimkuy ne Ginowe 1,0% < O01%
1 DISSOLUTION
| At 30 minutes NIL.T 75 % (Q) 101 %
of the label ¢laim of Pregaba
POIYUHEHHA
Yepez 30 xeunun e menme 75 %% (Q) 101 %6
610 34A6REHOT KiRbKOCMI Rpezabaiing
MICROBIAL PURITY (Ph. Fur. 2.6.12,
| 2.6.13)%*
| MIKPOBIOJIOTTHHA YHCTOTA
| (Ph. Eur. 2.6.12, 2.6.13)**
Total aerobic microbial count | NMT 10°CFUf e < SCFU/E

Crop. 233
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I annne Kinpkicmo aepolinux He Oinome 10° KV, < 3 KYO/: J
MIKPOOD. GIEIMIG

Total yeast and niold count NMT 10 CFU/p <5 CFU/g

Jacausina kirbricme opixcoxcosux i | He Gineue 10° KVO/> <5 KYO/
ruicenesux Spubic

Ischerichia coli in 1y Absent/g | Absent/g
Lscherichia coli ¢ 12 Biocymun/s Biocymnsi/:

——— T Y p———— PEEE—— Sl

* not tested during stability study

* ue xoumpeomonmn nid wac sucuenns cmabinbiroomi

** first three production batches and every tenth baich thereatier,-or at least one batch per year il less thitn 0
batches per year are manufacured; during stability study tested at the beginning and the end of shelf life

** nepuEl mpn nposMuciosi cepir | oari Kodcna- decima cepist (6o, gonaiieniee, oona cepis i JK, HKH{O GUPORSICIGCT

menute 10 cepin nu pic; niod uae: eusuenus cmabinnnocmi KOHBIIORICIOMD 110 ROYINKY | HOAPHKIRYT ICPMINY Apuoamiocmi

Certification statement: I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, inchuding packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the focal Regulatory Authority and with the specifications in the Marketing Anthorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3anea npo cepmupivauiro: liticnum s 3ameepAucyio, o nasedena cuwe inopmanis ¢ docmoriproio md. mouHow. La cepis
npodykmy Oyia cupobnena, sxnouanu HAKYBARHA/MADKVEAHHI A KOHMPOUb SKOCHE HA GUIE eXazanii Qirbityi (Oinvruysx) ¢
nosnii ¢ionosiduocmi o eumoz GMP, wo scmanoeneni MEICHEBUM. PECYNSMOPIUM OPZAHOM, ma cnequivaiii Peeempayitinozo
noceiduenns kpainu-imnopmepa. Hpomoxonu SHPOOHUYMGA, RAKYGUNNA | aualizy cepii 6vno nepesipeno | eusnono MAKUMN, 1O
gionogioaroms (GMP.

.Dﬂt(‘: ‘ § S iy Y |
Aama: 212202 % PLIVA CROATIA L
. [ ] ':.-"" . - - gﬂg E m
Approved by D i “":}" L 'gm@ﬁg;ﬁ Person

| ’ i S S Samin Peteds Plilel
3amecponcens: %@Wim g hm A i
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o *PX{HH{CHY}I{EA )
,IIEP}KAEHA CIYXBA 3 JIIRAPCBIMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KHIBCBKIN OBJIACTI

©mpocrext Banepis JloBanoscsroro, 51, m. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ughitps://www.dls.gov.ua, Kox €APTIOY 37078774

_. BHCHOBOK
PO AKICTH BBE3CHOTO B Y KpaiHy AikapesKoro 32c06y

10.02.2022 - N 3751/22/10

_AJIBIEPIKA

{Haﬁmegyaanﬂa mxapcbxum 3acoby 3rigH0 S pee&zpauimm ﬂncnmem)
___KaucyJjim Teepui no 7 5 mr; o 14 xaneyn y ﬁmt’repl, e 2 6.111ﬁ1*£p11 y Ki}pﬂﬁlﬁ

(bopMa BIOYCKY, J03YBAHNY, BIF NAKYBAHNA Hikapcekoro 3acofy)
Homep pecctpanitinore mocsimsenss UA/13629/01/01 crpox mii i pecorpanisfsiore nocsizmensa 01 01.2099

Cepig nikapesxoro sacofy Ne 4084111 Kinsxicrs Bpesenoro nikapcskoro sacody 1920

Bupobuuk. | ___II.}HBA XpBarcka 1.0.0., XOpBaris L |
| - {uatiMenyRauHs BApOOHAKE szapcamm 3acoﬁy, Kpama nﬁ};{},&me HH}E}
‘Bresero B Yxpaiay - ToRapucrBo 5 'ﬁﬁmmnm"Bizxﬁﬁaimmrﬁcm'*"’T'ena. .Yﬁpafﬁa“,'mm
_xon: 34770471

{naBMEeRyRauug Ta I{G}I 3a €I{Pﬁ€}§’ IUijiﬁ‘iHDl ncaﬁﬁ aﬁu Hpﬁ:aﬁme, iM's, 7O ﬁarsz{ﬁm tblamm{};
ocolu - nignpueMig, § Miciig NpoXMBAREA Ta peccTpaniliniil noMep 00aiKOBOT KAPTKM NAATHEKE.
HOEATRID abo cepis Ta HOMED NacnopTa)

33 DEAYNRIATAMY NEPXKARHOTO KOATDOMIO BCTAHOBNEHO, IO JHKAPCEKMI 34Ci6 BmeseHo B ~Vipainy 3
JOTPAMAHHAM BEMOr 34KCHOKIBCTER MIOR0 3a6e3IeTeHns AK0CT] NIKAPCERHKX 3300018,

e }IX 33%613
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