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sewcnt sacifi; 3OHIIC

Medicinal product; ZONIKY
Hitous perosnna;

Active ingredient:
Pecctpauiiine nocsinseims:
Registration Certificate:
JEnensisn e pepobiernn Ne:

Cepmi

et GVP Ne:

Bupobmis:

Aapeen sitpoGnika;
Manufacturel by:
Address of manufacturer:

Cepin: e 1004280

Pozmip cepit: 14285yn.
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CEPTHDIKAT SKOCTI
CERTIFICATE OF QUALITY

AL N 1LT0PGZ4000882
Hara/ Date 23.07.2024

(e enepl no 59 ary no 4 xameyr y. Gaierepi; no 2 Gafcrepn y kapronuii ynaxonni)
(hard capsules 50 mp, 14 capsules are in 4 blister; 2 blisters are it 4 cartun puckape)
Mperatrminy 50 e

Pregubnlin 50 mg

Ne UAI19526/01/02 uip 22.04.2024, veparin it peccrpiuiiinory sacainacunn; 07.07.2027 poxy
Ne UA/I9526/01/02,22,04,2024; Registration Certificate valid 1ill: 07.07.2027

Rajf2354 :

042/2024/GMP

Iyeys Xenrxrep M Jaz, Inpise

CI1-289 (A}, PIKO Tianevpine apen, Yannned, Brivoa, Hier. Aausap (Pagsrcaeran), i
Kusum Healtheare Py Ltd, India

8§P-289 (A}, RICO Mdustrinl area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan); India

Hara nir. 0672024 Hilicnni no: 652026

Bately: Batcl Size: /M Expiry dale:
Ne I3a3pn nokusunien Luarorn. Paynwrary anaaiis
Name Todex Requirements Result of analyscs
1 | Ouxe Tuepai aenariioni xancyns loamipom MNed 5 Kopriycos Ta kpiikolo | Bianoninae
Gifor'o KONLopy, 16, MictsTh HOPOLLOK Rl Ginore so sathxe Gikaro
- KOaMopy
Deseription Mard gelatin size '4° capsule, with white cap and white bedy | Complics
. containing while Lo off whitc powder.
2 | Ltesrrndiranin Hae yrprsynaning ociupvero niky na Xpomarorpami prnpodysanore | Birnoninac
i ereogaprnoro poswmin, orpuManns o ymonax  ninskicnoro
HIGHAMCHHA QGAITHEN CINRSAATI
1dentilication “The refention tine of the major peak inthe chrommogram ol sample
solution correspends 1o that of the major peak in the chronvatogram of Complics
stundivd solution g obtuined under sssay.
F} Cepeaomy ataca sasicry 100 &= 5 % (95,0 = [05,0 w1 193.4 s
raneyan '
Net fill weight 160 mg £ 5% (95,0 mg ta 105,0 mp) 103.4 mp
4| Pesnaganng He Ginbire 30 xaumi 6 xn 40 cex
Disintegration Tinte Mot mare than 30 minutes 6 nrin 40 sec.
5 | Onuopinuicrs AVsL], ne-L=15,0 Binnosigue
BUUBAMIX OANMNIUL
Uniformity of Dosape - AVzL, where L1=]5.0 Complics
Units
6 | Puamnnennn He eitrire §0 % (Q) 2a 15 xipnn 100.5% -~ 101.9%
Dissplution Not less 1lan 80 % (Q) in 15 minutes 160.5% - 104.9%
7 | Kinnxicne nsmanuemin 47,5 mr- 52,5 wry 1 kancyni :
(95,0 % - 105,0 % nperaBaniny vip sansnciyi kiankoeti) 3145 mr
H02.91%
Assay . 47,5 mg1o 52,5 mg per 1 capsule 3145 mg
| 93.0%6 1o 105.0% pregabalin of label claim 102.91%
8 | Cynposiani pomittticn Hagras qomiunea - te Ginwe §,2%; Hizgye Meni icnopyuao
Inabwiayaasva neipemenhiconaua posimgn — gre Ginpe 0,2%: Heumere mcsxd iritopyunien
Cysa goatimok ~ we Gimure 1,0% Husewe seai irnopysinnim
Lactam impurity: NMT 0.2% Below disregard limit
Relitied Substance Individual unknown impurity: NMT 0.2% Below disrepard limit
Total inyrisies: NMT 1.0% Below disregard limil
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Ktsusm Healthcare Por. Litd . 5\ comions

Hixapennnii ancig: 30HIC (Eeaneyny Toepai no 50 mr, no 4 saneys ¥ Gaicrepi; no 2 fiierepi ¥ Kapron i yiasoaui}
Medicinal product: ZONIKE (haril enpsules 50 mig, 14 capsules ave in a blister; 2 blisters are ju  tarlon package)
Cepis: Ne 1004280
Batch;

9 | MirpoGiomorinm arainin sisukicTn agpodmix stixpaoprauiaatn (FAMC) - ne Binpue 105

vuereTa*t KYO/i: -
’ Baraiwin KRGt APIRAKOBUX | HTicenennx rpiGin (TYMC): e Ginsine
10° KYOny;

Escherichia coli: nincyroife

Microbiclogical Purity* | Total Acrobic Microbial Count (TAMC): Mot more than 103 CFU/e; Nof required
Total Combined YeastsMoulds Count (TYMC): Not more thar 102 CFU/g;
Escherichio colf absent per | g

* Konrpask mixpoGionorisiel unerom OPOADAATE JUIA Nepiix: 3 cepilt, noTiM Wt kool 10 ccpit alo oy pas i pix.
" Microbial purily will be performed on first 3 commercial batches thereafter al every 10 bateh ar once in o yoar:

BHCIOBOK: Cepia No 1004280 nianosinag snMoran MIC PIT Ne UA/19526/01/02

CONCLUSION: Batch Ne 1004280 complies with the requirements.of MQC RC Me UA/T9526/01/02

\ ' '
Cz%\l’l\ﬁo?‘f Jetiped

AHAII3 BHKOHAR IIATA23JQ. 24
(ANALYSED BY) (DATE) :

Wosmeirrapi: nesac

Comments: no

3aspa npo ceprisdiiicatio: ¢Riitermmm n 3RCBIANYI0, WO HABEACHA Biile inqropranis € noeroripiow i rounmg. Ly cepin
upogykuil Oysa nuroToBiena (Blnoynzotn ynaconxy / Maprysanun)} i IIpoBEKeiie KOILTOAB 1T nicoeTi un
BHesraaanomy ninrpencrsl B sogiii sigosinnoert 3 BHMOTanM, 3a3UATCHIMA B aitnuiii nacranos} GMP,
sirsepikenii Minicrepernom oxopann 3aopon's Yrpainw, 13 ssmoramy peeeTpaniiinore gecse kpatinu npranasens.
Mpotorenn BRPOGHIITEA, YNAKOBKY ‘T ananizls Gysm neperasunyti i neranognen ix signonianicTs B orast G Py,

Certification statement: «On this | certify that the above-mentioned information is true and accorale, This product bateh
was praduced (inchuding packaging / labeling) and conducted for its quality control at the above-mentioned manufacturer
according to specified in the current GMP guitlelines, approved by ihe Ministry of Heatth of Ukraine, and with the
requirements of the registration dossicr of the siestination country. Records of manufaceuring, Packaging and analysis
were reviewed and determined for thelr complianee with the GMP requirementss.

Kepisuui rpynw contpaine sxocti Yuomuosameha  acobn, mo  aaificmoe
Quality cantral group manager eeprHdikaiito cepii
Qualificd Person certifying the batel;.

Isd'st T2 npizomme - st To utpiaspne

(Name) . (Nama)

lianne [\\,\*{‘aﬁ&&\/ = K&D Timnne @

(Signature) ( . (Signature)

JData nignneainy " _"’__D_ Hata viannecannn

(Dawe of signaturc) u'lg[ 0:}7(-10_7_‘,7 (Date of signalure)
Kepisting rpynn kowipone skoori Menesep silniny suGetteienns skogt
Quality contro? group manager Quality Assurance group manager
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