Kusum Healthcare Pot. L1d .

JHikapesri tacit: 3O
Medicinal product: ZONIK®
Hirorm pevonnna:

Active ingredient:
Pecerpaniiine nocsiguennn:
Registration Certificate:
[liisensia na supoGamnrne Ne:
Ceprudicar GMP No:
BapoGun:

Ajtpeca sUPAGIHKA:
Manufactored by:

Address of manufacturer:

Cepin: Mo 1004069

Poauip cepil: 17857ym.
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Joara / Date 31.05.2024

(eancysy vaepad ao 73 mr, 1m0 14 xancya y Gricrepi; no 2 Gaicrepr y kapToanii yaaxosni}
(hard capsuales 75 mg, 14 capsules are in a blister; Z blisters are in s carton packige)

Hperabaniny 75 arr
Pregabatin 75 my

e UAZLG350/0102 pin 22.04.2024, Tepsin il pecerparitinoro nocsignenn neafsescenuii
Ne UA/16350/01/02, 22.04,2024; Registration Cortificaie validity is unlimited

Raj2354

042/2024/GMP

Eycrar Xearexeep Ilor JIta, Tuain

CT1-289 (A), PILKO Tnjracrpian apen, Yonansei, Bxisan, Jicr. Anwap (P
Kusuim Iealiheare Pvt Lid, India

agisacTai}, kngin

8-2892 (A), RIICO Industrial area, Chepanki, Bhivadi, Dist. Alwar (Rajasihan}, lndia

Harre gur.:03/2024

Aisicemii po: 04720246

Bateh; Batch Size: D/M: Expiry date;
M
Ne Wassa nowissunga Bantorm Pesyanrari
Name Index Reguirements auaaizis
Result of analyses
1 Onne Trepui wenwennoni xancymi poasipoy Ned 3 kophiycom 1a kpuinxow | Bimreninac
OLIDI0 KOis0DY, 10 MICTHTE nopomar vin Guore Ao maiwe Ginoro
KOILOPY
Deseription Hard gelatin size ‘4" vapsule, with white cap and white body containing | Complies

white to off whilc powder.

2| Lperrsudinanix

GAc YIPHMYRAHHA OCHONHOIO UKy Bd XPUMATOrpami ACCIUTEYREH0rD
CTRHZUPTHOTO POIMMHIE, GTPHMAHUX B YMOBAX KilbKICHOrO REIHOMEHHN
TIRHEICH, CRIBINETH

Biunroninae

Identification The refention time of the major peak in the chromalogram of sample Compiies
solution corresponds fo that of the majer peak in the chromatogram of
standard solution as chlained under assay.
3 | Cepenmsrst Maca Baicty 150 Mr+ 5% (142,53 ar -~ 157,5 mr) 153.6 mr
K&RCYITH
Nel [ilLweight 150mg + 5% (142.5 mg 10 157.3my) 153.6 my

4 | Ponanaman

Bisintegration Time

Fle Bianwe 30 xoomun

Not more (han 30 minules

R am 43 cex

& min 43 see

5 | Oauopiguicrs AVZLL ae LI=15,0 Bijrosiac
ABZOBAHHX GLHHILI
Uniformity of Dusage | AV<L), where LI=15.0 Complies
Liniis
6 | Podmucins He memue 80 % {Q) 3a 30 xunmiu 99.69% - 100.10%
Dissolution Not less than 80 % (Q) in 30 minules 99.69% - 100.10%
7 | Kiasxicue suznascunn Hpst qunyexy:
71,3 mr— 18,8 sy | raneyni 7583 mr
(95,0 % - 105,0 % nperafaniny aia aaspienoi kinpcocTi) 101.1%
Ha mepain apudamiiocmi:
67,5 mr— 82,5 Mry | xancyhi
(900 % - 110,0 % uperaBayiny Bi saumacaot wismrocTi)
Assay At refease!
7.3 mg 1o 78.8 mg per | capsule 7583 mg
95.0% to [035.0% pregabalin of lakel ¢laim 161.1%

At shelf tife:
67.5 mg to 82.3 mg per | cupsule
90.0% 10 110.0% pregebalin of label claim
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Factory : SP 289 {A), RIICG Indl. Area, Chopanki, Bhiwadi, Distl. Alwar, Rajagthan (India), Ph : +91-1493-298232/33/34/35
Email : info@kusum,com, Website : www.kusumbhcalthcare.com
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ligapeswuit sacid: JOLIK {iancyau teepai 1o 75 ar, 1o 14 kageyn y Gnicrepl; wo 2 GaicTepi y £apTounii yreaoni)
Medicinad product: ZONIK® (hard capsules 75 mg, 14 capsiles are tn 4 blister; 2 blisters ave in a carton package)
Cepix: Ne 1004909
Bach: 0
8 | Cynponinni posimmn Jlueran momirka -~ ne Gimnwe 0,2%; He sianietio
Iniumsigyansua reienTuhikonans momita — re Giasme 0,2%; Hirseue meski irpopysanns
Cyna goMinsox — He Giase 1,0% Histoue Mo iriiopysasie
Related Substarice Lactam impurity: NMT 0.2% Not Detected
Indtvidual unknown impurity: NMT 0.2% Below disregard Hinit
Tulal impurities: NMT 1.0% Below disregard limit
9 | Mixpofitonorimn JaransHa wWnskics acpobiux Mikpooprasimis (TAMC): Be Siwure 107
wnerora® KYQir,

Juranuia kinpgicre APDRIKOBHX 1 nbicenernx tpubin {TYMO): ne
Ginpire 107 KYO/T;
Escherichia coli: pigcyrrifr

Microhiological Purity* | ‘Total Aerobic Microbial Count (TAMOC): Nel mare than 107 CFUlp, Mol required
Total Combined Yeasts/Moulds Count (TYML): Not more than 10°
CFl/g,

Lxcherichio cofi absenlper 1 g

* lourposs MixpaGionorivind YncroTi NpoBOAITH 1A NEpmIX 3 cepiii, NOTIM iia kool 10 cepii abo 0ARH pat & pik.
* Microbial purity will be performed on first 3 conumercial batches thereafier at every 10% batch or ouce in a year.

BHCHCBOK: Cepin Ne1004009 sianosigae susoras MKS P11 Ne UFA/163350/01/02

CONCLUSION: Batch Nal 004009 complies with the requirements of MQC RC No UA/16350/01/02
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(ANALYSED 1Y) (DATE)
Komenzapl: nemae
Comments: no

3aapa npe cepradixauiio: «/lificanm 1 3acsingyio, we nasegena Bxuge i hopyauin e gocrosipaowo i reurnes. s eepis
Bpoay KUl dyna BEroTORALHA (BKNIOSAIOUN YAAKOBKY [ MAPKYBaHIs) | NpoBeyeilo KORTPOSE 1T AKoeT 1A
BIHILEITAARHOMY HIRIPHEMOTRI B 1081 BinnosinocTi 3 BUMOTRMEA, 3ATHAYCHNMH & ERHNI nacTANOR] GMP,
sarpepaceniii Minicrepersom oxopenn spopos's Yupaing, i 3 suMorama pecerpaniiiitoro gocke kpaiun EPH3LAMCHHS,
flporokaenst RupobfHENTEA, YHAKRICH Ta ananizin Gy mepernstyril BeranosFeno X pimorianicTs vuntoray GNPy,

Certification statement: «On this I certify that the above-mentioned information is true and aceurate, This product batch
was produced (including packaging / Inbeling) and condueted for its quality control at the above-meutioned
manufacturer according te specified in the current GMP guidelines, approved by the Ministry of Health of Ukraine, and
with the requirements of the registration dossier of the destination country. Records of manulacturing, packaging and
analysis were reviewed and determined for their compliance with the GMP requirementss.

KepisMK Ipyln KOHTROMIO AKOET Ynosuosanena ocoda, 1o 4iHCRIoE ceprHdikarin
Qualily control group manager cepii
Qualified Person certitying the baich
In's 78 ApisBAIIE Int'st 8 npizpMILe
(Name) 74 - A {Name) o
Tinmue D Iliznnc

{Signature) ia;) (Signature)
Jara uiakcanns eDa Jara niuimcanns
(Dale of signalure) ;é’ i l 0_5'{')--09—\7 {Date of signature)
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Factory : S 289 (A}, RITCO Tnd. Area, Chapanki, Bhiwadi, Dist. Alwar, Rajasthan (India), Ph : +91-1493-208232/33/34/35
Entail : info@kusum.com, Website : www.kusumbealthcare.com
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