@ prrLiva

DRUG PRODUCT

AKAPCHKHEI! 34CIE

Acrtive ingredient
Axnenus inapedicnm

Batch number
Hoxvep cepii
Batch size
Pouuip cepii

Release quaniity
Bumayena xizvricme,

PLIVA Hyvatska d.o.0.
Prilaz baruna Filipoviea 25. 10000 Zagreb, Croatia

IABA Xpsamcko .00,
Hipinaz apyna dininoswg 75, 10000 Sazped, Nopsamis

CERTIFICATE OF QUALITY

CEPTHRIKAT AKOCTI
Ne 3

Pregabalin-Teva, hard capsules 150 mg, No28§ (14 capsules x 2
blisters) :

Ipezabanin-Tesa, Kancyau meepoi no {30 xmz2, Ne28 (14 kancyn x 2
Onicmepu)

Pregabalin 150 mg

lipezatianin 150 mo

3444024
3444024

33 800 boxes
33 800 kopodor

33 800 boxes
33 800 xopotiow

Date of manufacture 02.2024
Aanta supobnuymea 02.2024
Expiry date 02.2027
Tpudamuug oo 02.2027
Specification SDRA061626
Cm;z;nthcal;in SDRAOGI626
Batch Release Site PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25 - 10000 Zagreb, Croatia
Bunyer cepiy ; T11BA Xpsameka d.0.0,

Hpiraz 6apyna divinpsuna 25, 10000 Sazpe6, Xopsamin
Certificate of GMP compliance of 2 N UP/I-530-10:22-03/11; 381-13-08/243.22.07
manufacturer Ne UP/-530-1019-03/12; 381-10-05/241-19-07 (previous)
Cepmuhiam sidnosionocmi GMP N UPA-530-10/22-03/11; 381-13-08/243.22-07
GUPOONIK

Ne UP/E-530-10/1 9-03/12; 381-10-05/241.} V-7 tnonaspedning
Ne UPA-530-01/13-03/08
N UPA-530-01/13-013/08

Number of manufacturing license

Hoarep SHPOMINO! miyousit

Balk manufacturing site, primary and PLIVA Hrvatska d.o.0.
secondary packaging, quality control Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Bupofinyumeo nepozpacosanor HIBA Xpeamexea 0.¢.0.
AEOVKIHEH, nepeunra ma EMOPUsNG {Ipinas Gapyna dizinosuua 23, 10000 3geped, X OPEUmis
Frakacra, kGumpons cepii

Certificate of GMP compliance Ne UP/I-530-10/22-03/11; 381-13-08/243-22.07

Ne UP/1-530-1 0/19-03/12; 381-10-05/241-19-07 (previous)
Cepmudyicam sidnosionocmi GMP A UPA-330-10/22-03/1- 381} 3-08/243.22_07

Ne UPA-530-10/19-03/12- 381-1 0-03/241-19-07¢, aonepednin)
Number of manufacturing license Ne UP/I-530-01/13-03/08%

Hosep cupotivumot aigensiy Ne UP/L-530-01/13-03708
Markcting Authorization License Ne UA/13629/01/02
Pecompayiiine fioceiovenns Ne UA/T3629/01/07
Importing Country Ukraine

Kpaiua-Lunopmers Yepaina
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TESTS REQUIREMENTS RESULTS
BHIIPORYBAHHSA BHMOry ‘ PEIVILTATH
; DES_(')-{iEPjﬁON_(Visually) Ivery opaque capsules imprinted by black sign 150 on | satisfactory
f capsule body
L OITHC | Bizyaasia) Henposopi kancyi kOILOPY CAOHOBOT RICIIKIL 3 4OPIHY sidneeidas
umaxnom 150 na kopryci
| DESCRIPTION OF CAPSULES White to off white, granulated powder with possible satisfactory
: CONTENT presence of lumps
VOTHC BAMICTY KAITC Y Dinuii abe matizee Ginui EPANVABOEAUNE NOPOULOK 3 aidnosioan
i MONCAUBGIO NPUCYIHICITIO 2pydoK ;
? IDENTIFICATION (UVy* The UV specirum 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 chromatograrm of the Standard for assay !
determination
UEHTHOIKALIS (YD) * Y®-cnexmp 201081020 rika na xpomamoacpai gidnosidas
lIpeeadanin GURPOBYEaNA20 POSYIY AR KITKICHOCO GU3HAHEHIA
' gidnosidae ¥ W-cnexmpy nika npecabaring: ka
XPOMAMOCPAMT CIGHOAPIINOPG PO URY A8 KiRLKICHOM \
' o = e Lt [ — - GH3HO'I€I{?{H e e e e —— e a1, gfr‘ i e
- IDENTIFICATION (HPI.C)* The retention time of the peak of Pregabalin satisfactory
" Pregabalin in the chromatogram of the samplc solution cattesponds to
the retention time of the peak of Pregabalin in
the chromatogram of the Standard solution ;
o LHEHTHOIKALLST (BEPX)* Hac ympusyeanus nika npecabaziny na XPOMEMOI AT ¢ &idnosidac
s fTpecutanin TURPODYEAILO20 po3uuNy sidnosidac wacy VIPUMVCAHHE
: hika npezadaniny sa Xposamozpasyi CHUAHGAPINROCG :
b Dozuny . - | .
¢ UNIFORMITY OF DOSAGE Corresponds to the " satisfactory
UNITS* Ph. Eur. 2.9.40. |
: Mass variation {
i CAHOPIHICTR JOIOBAHMY Bionogioge: gionoaida:
- OITHILb* Cop. ¢b. 2.9.40 i
| Bapianiz wacu T -
P ASSAY 95.0 - 105.0 % of the label ¢laim L 99.9 5,
¢ Each capsule should conain: :
- Pregabalin _ i
KUTAKICHE BIT3HAYENHS $3,0- 1050 % 98,0 %
- Kasicna xancyag noguna wicmumy: 610 3aasienol xitbKacmi
| Apecatanin ’
" IMPURITIES (HPLC (MPC0094 [0-API
i TEVAY
| Pregabalin Lactam NMT 0.2 % ' <0.1%
Any unspecificd degradation impurity NMT 0.2 % <0.1Y%
Total degradation impurities NMT 1.0 % <0.1%
i AOMILIKH (BEPY (MPCO09410-Ad:} :
| TEVA))
flpecadering aacman He Ginvwe 0,2% <13
by(o-sucuii npodykm pozRAcY He Ginowe 0,2% <@6f%
_Jazansna (yyma npodviamis posnad e binowe 1,0% o <61%
IMPURITIES (HPLC (MPCO23918-AP]
Huahai)}
Pregabalin Lactam NMT 0.2 % Not performed
Any unspecified degradation impurity NMT 0.2 % INot performed
Total degradation impurities ' NMT 1.0 % Not performed
HOMILLIKH (BEPX (MPCO23518-A®]
P Huahai)i
| fpezataniny aaxmon He binowe 0,2% He nposaduscn
L Byas-sns apodvicm poznaly He Giuvre 0,2% He nposoduacs
Bazarena \wa npodvemie posnagy He firmwe 1,0% ’ s sl AT IS,
Crop. 213
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Al 30 minutes NLT 75 % () 102 %
of the label claim of '

! Pregabalin

C POIYHHEHHSA

¢ Hepes 30 He semine 75 % (Q) 102 %

i
MICROBIAL PURITY (Ph. Eur. 2.6.12,

[ 2.6.13)%*

L MIKPOBIOAONTYHA YHCTOTA

| (Ph Eur. 2.6.12, 2.6.13)%*

! 610 Janenenoi Kinvracmi nperaban iHy

Total aerobic microbial count NMT 107 CFUig ) <35 CFU/g
| . Bacanswa rinexicms aepotHux He Ginvie 1P KV Yz <3 KV
Mixpoopzaniziic
| Total yeasts and molds count NMT 10°CFUg <5 CFU/g
' Bezanvne kizericms OpiscOncosir He biavwe 1F KV Oz <3 K¥YO»
‘ mat siceneaus zpubia '

i Escherichia coli in 1 g Absent Absenr/g
| Escherichia coli ¢ 12 Bidcymuis Bidcynus/e

*not tested during stability study
¥ HE KOWMPONIDIOME NId YaC aUGHenHs: emadirenocmi

** first three production batches and every tenth batch thereafter, or at least one baich per year il leys than 10

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

FE nepud mpi nposuciog cepli i dani koxena decama cepis abo, HOHAUMENE, 00NQ CEPIs NG pik, Ko BUpOEIACHILA
Mesuce [ cepiit na pin; nid vac auguenys cmabiionocmi KOHIBPOIOIOME HA NOYAMRY [ Hanpuicingd mepsiy npudanioont

Certification statement: 1 hereby certify that the above information is authentic and accurate. This batch of product has heen
fabricated / manofactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP
requircments 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. -
Jaiga npo cepmudginguing: Jificum a SAMBEPINCPIO, Wo Hused end aunge iHhopvani ¢ docHasiphore ma mosio, Ha cepiit Hpodyrmy:
ayra supofinesa, axiiovaoun HERVEANHA/MADKYRanIE Mo KORIPOR AKOCHT Ka Guige axasaiii O BIMYT (ERBIYSIX] 6 BOBHT
GIHOBIOHOCH 00 aumps GMP, wo ecmanosneni MICHEEHM PEZVImOopRum GpeanoM,. ma cagughicanitt Pecompoyiinoco noecsidveis
Kpaii-issnopmepa. Hpomoxoms supobruymaa, PARYBatIAL | anaitisy cepii Dyan nepesipeno i gusnano MAaRIMY, w0 6idnosidaiome GMP

Date: 2'2 o2 ZJO 2’£’ '

Alama:

Approved by: C? e \\/\ ‘J"
3ameepooneno: Y 32 .
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L

HAEPKABHA CJIVIKBA 3 IKAPCHKITX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMU YV KUIBCHKIHM OBJIACTI

npoB. Ceitmaunol Hagif, 3, M. Kuis, 02099, Teq/harce: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koa CIPTIOV 37078774

BHCHOBOK
PO AKICTH BBE3EHOr0 B Yxpainy nixapeskoro 3acoly

08.10.2024 _ Ne 49582/24/10

IIPETABATIH-TEBA

(maitmenysam nikapoLkoro 3acoly sTimne 3 peecTpaiiinmn NOCBIAEHHAM)
kancyiru Teepni o 150 mr; o 14 xancya y Guicrepi; mo 2 Gaictepn y KopoSui
(dhopma mumyeky, mozysanus, sy RAKYBAHHS NIKAPCHKOr0 Jaco6y)

Homep peectpauiitnoro nocsinuenna UA/13629/01/02 CTpOK Al peccrpauiitoro noceinuenns 01.01.2099
Cepin nixapcekoro 3acoby Ne 3444024 Kinekicrs resenoro nixaperkoro 3aco6y 33800

Bupotuux TUTIBA Xpsarcka 1.0.0., Xopearia
(maitmenypanta BEpoOHIKa niKaperKoro 3acoby, kpaila noxXopxenns)

Baeseno B Yipainy Tosapucrso 3 06MexenoI0 BignoBigaabHicTIo "Tera Yxpaina', igenr.

o 34770471

{natinenysams ta kop 3a COPTIOY topumuenot 0coby abo npisBHe, iM'a, o 6aTeron] {iztinol

ocolu - rianpuemt, i Micue TIPGHUBANHA Ta peecTpaiiinnit Homep o6nikonof KapTKH [HATHHKA
noaatkis 260 cepin Ta Homep acnopTa) ;

Hporoxon sisyansnoro xoxrpomo six 03.10.2024 Ne 2957/1.

3a  pesyneTatamu ACPHKABHOTO KOHTPONIC RBCTAHOBIEHG, IO niKApcBKHit 3aci6  mRezeHo ® Vrpainy 3
AOTPHMAHHAM sumor SAKOHONABCTRA WOAC 3a0e3neyeHHs sKocTi JKApCEKUX 3ac06i.

G Anna KJIFOEBA

BIOTO KOHTpONi0) (ni,u,m‘_p) (iniuians Ta npissume)
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