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JAEPKIIIKCITY XBA VKPATHU
JAEPKABHA CIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KMIBCHKIH OBJACTI

npocnext Banepin JloGanoscwkoro, 51, u, Kuis, 03110, Ten/Qake: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog CHIPIIOY 37078774

BHUCHOBOK
PO SIKICTh BBE3eHOro B Ykpainy JIKapCbKOro 3acoby

02.01.2020 Ne 85187/20/10

AJIBTEPIKA
(nafimenypanus nixapcexoro sacoby it 3 PCECTPALIHENM 1I0CRIANCIM)
Kancyiu reepai o 150 mr, no 14 Kaneya y Gaicrepi; mo 1 Gaicrepy v xopobui
(popma Buuycxy, DO3YBAHRS, B NAKYBAHHY JHKAPCHKOTO 3acofy)

Homep pecctpauiitnoro nocriauenss UA/13629/01/02 CTpOK Al peectpanilinoro nocrinuem 01.01.2096

Cepis nikapepkoro sacoGy Ne 6666109 Kinpxicrs ssesenoro nikapeskoro sacoGy 2000
Bupo6anik ITIBA Xprarcka 1.0.0., Xopparis
(Hakvenysanng aupoGimka Mikaperkoro sacoly, kpaina HOXOIKeHNA)
Baesero B Vpainy Torapucrso 3 06mexenor BimoBiTaTbHicTIO "Tepa Yikpaina", izenr.
xop: 34770471

(maltmenyranng ta xoz sa CHPTIOY OpuARHOT ocobn aGo npizsunte, iM'a, 10 GaTbreR] dizuanol
ocam - nianpuemis, i micte [POKUBALINA Ta peeCTpaliiingi Hostep oGnikopot KAPTKH NEATHHEKA
nonarkis abo cepig Ta noMep nacnopra)

peroxon Bisyansnore konrposmo six 20,12.2019 Ne 4886/3.

3a  pezynbraTamu ACDEBROIO  KOHTPOJIO  BCTANOBNCHO, IHO nikapebkuit  3aci6  BBezemo & Vrpainy 3
A0Tpumal Iﬂiﬂﬁiwe_[ksakoszﬂancma LWOAC 3ale3neuenns kocTi NiKapeLKIX 3aco6p.,
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@rLIVA

PLIVA Hrvatska d.0.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT

JIEKAPCTBEHHOE CPEJJCTBO

Active ingredient
Axmuannifi unzpeduenm

Batch number
Hoxep cepuu

Batch size
Pazavep cepyy

Release quantity
Boinywennoe konuvecmean

Date of manufacture
Hama npoussodemsa

Expiry date
Cpor codnocmu

Specification
Creyuguxayun

Batch Release Site
Beinycx cepuu

Certificate of GMP compliance of a
manufacturer

Cepmughuxam coomaememeus GMP
npoussodumens

Number of manufacturing license
Hoxep npoussodemaennot
NUNeHIUY

Bulk manufacturing site, primary and

secondary packaging, quality control

lpouseodemeo nepacgpacogannon

npodykyuy, nepauynan 1 8MOPUYHAR

ynaxogka, kowmpone cepun
Certificate of GMP compliance
Cepmughuxam coomaememeus
GMP

Nuraber of manufacturing license

Hostep npowseodcmeennoii

CEPTHDUHKAT KAYECTBA
Ne |

ALGERICA, hard capsules 150 mg, Nel14 (14 x 1) in blisters

1AHABA Xpeamexa d.o.0,
Hpunas 6apywa Orurunoawva 25, 10060 3acpe6. Nopeamus

AJIBIEPHKA, kancyns: meepovie no 150 mz, Nel4 (14 x 1) g

bnucmepax
Pregabalin 150 mg
Hpezabanun 130 mo

6666109
6666109

2 000 boxes
2 000 xopobox

2000 boxes
2 000 kopobox

09.2019
09.2019

09.2022
09.2022

SDRA061626
SDRA061626

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIIHBA Xpsamcxa d.0.0.

lipuras apyna Gununosuva 25, 10000 3acpeb, Xopeamus
Ne UP/I-530-10/16-03/04; 381-10-05/24 -16-11

Mo UP/I-530-10/16-03/04; 381-10-05/241-16-11

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

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TIITHBA Xpeamexa 9.0.0.

lTpuaaz 6apyna Gurunvsuua 25, 10000 3azpeé, Xopaamus

Ne UP/1-530-10/16-03/04; 381-1 0-05/241-16-11
N UP/I-530-10/16-03/04; 381-10-05/241-16-11

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

nutjensuu
Marketing Authorization License Ne UA/13629/01/02
Pecucmpayuonnoe coudemensemso Ne U4/13629/01/02
Importing Country Ukraine
Cmpana umnopmep Yepauna
TESTS REQUIREMENTS RESULTS
HA3BAHHE MTOKA3ATELS] L TPEEOBAHHA PE3VABTATSHI
i
DESCRIPTION {(Visually) ivory opaque capsules imprinted by black sign 150 on atisfactory
capsule body e
Cmp. [l
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OITHCAHHE (Busyansun)

HENPO3PAUHbIe KANCYAbL HEEMA CAOHOGOTI KOCMI ¢ YepHbIAM
wmamnom 150 na kopnyce

COOMmBememayen

DESCRIPTION OF CAPSULES
CONTENT

OITHCAHHE COOEPY HMO)
KAICYA

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

Gensiii unu noymu Geavil 2panyAuposanHsili ROPow oK ¢
BOIMONCHBIM NPUCYMCIMEHEM KOMKOE

satisfactory

Cagmaeememayem

IDENTIFICATION (UV)*
Pregabalin

HAEHTHOHKALHA (V) *
Mpecatarun

the UV spectrum 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

Y@-cnekmp cnagnozo nuka na xposamoepamse
UCHBIMYEMOC0 PACMEOPA OIS KOTNYECMBEHH 00
onpedenenus coomaememayem Y @- cnexmpy nuxkq
npecabantuna Ha XPOMAMOZPaMMe CMandapmmozo
PLACHMBYPA 018 KOAUYECEEHHO20 ONpedenents

satisfactory

coomeemoemayem

IDENTIFICATION (HPLC)*
Pregabalin

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

satisfactory

HAEHTHOHKALIHS (BOXCX)* BDEMIL YOEDHCUBAHUA MIKA Ape2abanund ia coomaeemcmayem
Tpecabarun XPOMAmMOzpamMme UCHbIMYEMO20 pacmeopa
COOMBEMCMEYENt 8PEMENt YOCPHCUBAHUR NUKA
npezabanuia ia xpoMamospamMme CmanoapmuHoo
pacmeopa
UNIFORMITY OF DOSAGE corresponds to the AV=3.0
UNITS* Ph. Eur. 2.9.40,
Mass variation
OHUHOPOAHOCTE JO3HPOBAHHBIX coomeaememeyem AV=3.0
ENQHHIEL* Esp. ¢b. 2.9.40 |
Bapuayus sacew ‘
ASSAY | 95.0 - 105.0 % of the label ¢laim I 101.0 %
Each capsule should contain: 1
Pregabalin -
KONHYECTBEHHOE OITPEJIESIEHIE 95.0-105,0% | 101,0 %
Kascoas kancyaa donxcna codeprcame: OM 3AABNEHHOR0 KOAUYECEA
Tpecabaun 1
IMPURITIES ]
Pregabalin Lactam NMT 0.2 % [ <0.1%
Any unspecified impurity NMT 0.2 % <0.1 %
Total impurities NMT 1.0% ' <0.1%
NPHMECH ‘ :
Hpecabaruna raxmans - ne Gonee 0,2% <01%
Joban newssecmnas npumecs ne bonee 0,2% <01 %
Obwue npusecu ne Gonee 1,0% <07%
DISSOLUTION
At 30 minutes NLT 75 % (Q) 99 %
of the label claim of
Pregabalin
PACTBOPEHNE
Yepes 30 munym e ateree 75 % ((}) L 99%
OMm IARGALHN020 KOAuYecmaa npezabanuna |
MICROBIAL PURITY (Ph. Eur. 2.6. 12;
2.6.13)**
MUKPOBHOIOTHYECKAS YHCTOTA
(Ph. Eur. 2.6.12, 2.6.13)%%
Total aerobic microbial count NMT 10*CFU/g <5 CFU/g
Obugee konuvecmeo aspodrsix He Gonee 10° KOE/> <35 KOE/;
MUKDOODSAnaMog
Total yeast and mold count NMT 102CFU/g <5 CFU/g
Obujee konuvecmas OPOHCHCEGHIX U He Bonee 10° KOE/> I <5 KOFE/
ATeCHessx apubos
Crp.2u33
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Escherichia coli in Ig Absent/g Absent/g
Escherichia coli g 1» Omcymemayem/» Omeymemeyem/>

* not tested during stability study
* ne konmponupyiom 6 xode usyvenus cmabuwinocmu

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

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

** nepBbie TPH MPOMBLLNEHHBIE CCPHM M Janee Kaxnas ACCATAN CEPHA WK, [0 MEHbLLE MEpe, OQIHA CepHA B FOA, eciH
npok3BoauTes Menee |0 cepuil B ros; B Xo4e H3yyeHHs cTabHLHOCTH KOHTPOAHPYIOT B Ha4aNe W KOHLE CPOKA roaHOCTH

Certification statement: hereby 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 batch processing, packaging and analysis records were reviewed and found 1o be in compliance with GMP.

3aagnenue o cepmupurayuu: Hacmosuqum 5 yoocmosepao, umo npusedennas goiue uIOPMayUR AGIAEMER ROOTUNIOT U MO0,
Sma cepus npodykma Guia npoussedena, GxAvas YRAKOBKY/MAPKUPOBKY U Konmpons xavecmea na aoiue YRAIAUROM Yyacmie
(yuacmrax) & nomiom coomeememeuu ¢ mpebosanusmu GMP, yemanosaennsisu  secmuoin PECYARMOpNGIN  Opeanoy, u @
coomsememenu co creyupuxayuaru Topeogoi JuRensuU cmpansi-wsnopmepa. fipomoxons: npowssodcmaa, YAAKOGKN # ah@mzos
cepui buino pacesompeno u npusnano coomaememane ¢ GMP.

The original CoA was issued on 05-1 2-2019. The current signature date is the date of CoA correction: number of manufacturing
license was corrected.

Opuzunar cepmuthuxama o seiyugen 95-12-2019. Texywan dama nodnucandt — smo dama Koppekmuposku cepmugpuxama; Gen
ucnpagnen nosep npoussodcmaenon nuyensun,

Date:
Adama: A%D ?-C’l% : PLIVA CROATIA Lic
Quality Zagreb

alified Person
Ymaepacoeno: \\&QM g 9! A Sanja Peters Ptife

Crp. 333
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