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Kusum Healthcare Pt Ltd .

CEPTHPIKAT AKQCTI
CERTIFICATE OF QUALITY

AR N2 11108G 24000700
Toven £ Dt 11,06.2024

Jirapenicnii saeit: 301111C (Ramcys Taepii e 150 vr, we 14 kaueys y Gaivrepi; o 2 Gaicreps y kaproudii yuaroesui)
Medicipal product; ZONIK® (hard expyules 150mpg, 14 capsules are in it blister; 2 Dlisters nre ina earion package)
Hitora pevosnnn: TperaGaniny 150 s
Active ingiredien(: Prepetialin 150 mg.
Pecerpuuiiine nocsinvennn; MNe UA/IG350/01/01 Bigt 22.04.2024, reparin AT pecerpaniiinore HOCHA NS tenfareace i
Registration Cerfificate: Ne UA/16350/01401, 22.04.2U24; Registration Certilicate valid is unbimiicd
Jirewsin na supobnaurmo N Raj/2354 ‘
Ceprndirar GVMP Ny 042/2024/GMP
Bupobme: Kyeys Xenrxicep Thiy Jist, Lty ]
Ajpect mrpofinnin: CII-28% {A), PHKD Innaerpion apea, Yonnusi, Bxinani, Bicr, Ansap (Pajiracran), Imin
Manufactured by: Kiusum: Healtheare Pve Led, India
Address of manufacturer: SI-28% {A), RIICO Industrial areg, Chopunki, Bhiwndi, Dist, Alwar (Rajasthan), ludia
Cepin: Mz 1003989 Panip eepii: 17857y Jara inr 0572024 Aidternii g 0472026
Batch: Batch Size: DLz Expiry date:
N Hayun norasnmra Busorn PeiyastaTie
Nante Tngei Requiremends amaiin
Result of annlyses
1 | Onne Tucpai acehumitonf kpncinn M2 3 gopnycom Ta Ipiuliko nenpozopore | Biartamiac
Ginoro wonsopy, wo Micrat nopomok win Binore 1o maitee Gisoro
KoABOpY..
Descriplion Hurd gelatin size *3* capsulg, with opaque whiie capr and bady cuntaining Complies
white 1o off while powder. )
2 | laewrudirain Yac. yrprsynanng, OCIOBIIOre hiky Ha Npomarorpami doesidacvacyoze | Bimtonigac

cnmudapnmoza pDB'HlﬂfB! OTIRALZHIX B Ynronax Kfllb!{il:l!Ol'u B3sia ey
TiomIte): chipnagar,
The. retention time of the major peak jn-the chromatogram of sample

Tdentification solution- corresponds 1o that of ihe major peak in the chromatogram of Complies
standerd solulion s obtained under asBay,
3| Cepepas saca BMiciy 300 w1 & 5% (Rin 285,0 a0 33,0 M) J0LY Nr
l\'iillﬁ}’-ﬂl!
Average Weight 300my 4 5 % (2850 mg o 315.0 mg) 301.9 my
4 ¢ Oanopiuricrs AV <Ll ueLl=150 Binnonizac
AWSCEHINS DREUNLL AV=L2; ae L2=30,0
Uniformify of dosage AY 2L, where L1=15.0 Complies
Lnit AY = 1.2, where L2=30.0
53 | Posunpanmin He Ginbwe 30 xa 9 xu 34 eox
Disintem-aiion Not more than 30 minues 9 min 34 see
G | VPozpimenis He sienme 80 % (Q)2a 30 xn 99.51% - 100,04%,
Dissolution Dot 1ess {han 80% (O) in 30 minutes 99.51% - 100.04%
7 | Riasgicue suanasonin T ernyeny:
Bin 42,5 M1 g0 157,8 510 1542 mr
Bin 93% np 105 % nperabaztiny o karcyni (nia sumierel kimwkocri ). 102.3%

Fla mepasin npudanuocind:
Biz 135,00 no 165,0.mr
Bia 90,0 % a0 110,0 % nperadaniny s xkaneyni (ain samenenof Kiapxoeri)

Assuy At release:
142.5'mg 10 152.5 my. 154.2 mg
95.0% 10 105.0% presabialin in eapsule (of Tabel claim) 102.8%
Shelf lifes

135.0 mg 10 163.0 mg
90.0% to 110.0% pregibalin in capsule {of lnbet clnim)
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TFactory : SP 289 (A), RIICO indl. Area, Chopanki, Bhiwadi, Dist. Alwar, Rajasthan (indin), Ph : +9]. 1493-298232/33/34/35
Email : info@kusum.com, Websilc : wwiwkusumhealthcare.com
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Climapewindi saciis JQMIN
Medicinal produet: ZONINKE
Cepin: Mo 1003989
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(resitteyinnc sepi uo 150 sty o 14 kaueyn y Ghievepi; na 2 taietepn y wapronniii ¥naxosni}

(hard eapsules 150 my, 14 capsules wve in n blistor;

2 hlisters are in & cavton pacleage)

Barch;
8 | Cyuponiui gomintss-

Related substinces

Haterans sonibina - ne Ginnio 0,2%:
Cyvia nomintog - e Ginnne 1,0%
Luctam impurity: Not more thun 0.2%

Individual inknown impurity: Not-more.thau 0.2%
“Fotal imprities: Not fore thin 1.0%

Inanuigyanin deineemudikanann towimea - we Ginsme 0,3%:

He sinnieno
Thiteae sreaki irtopysaims
Hisae siexi inepysann

Not Deecled
Belaw disregard limit
_Below disrcaurd bimit

9 | MicpoeGionerinua
nhergra®

Microbinlogicnl purity*

10° KYO/hy

Bineyritiers Bscherichincolin 1 - npenapary.

CFU/g

Escherichia coll: Must be Absenife

3aramusm winskicrs acpofiix Mixpoopranisde (T, AMCY): nte dinnine
3avanuun wiMLRiETh Spimtkonix 1a dalcerem muGin (TYMC): ne
| Siane 102 Ky Oy

Total Acrobic Microbial Couny. (TAM C): Notwmase than 10° CFU/g
Tolal Combined Yensts/doulds Caunt (TYMC): Not more than {02

Not required

* Kowrrposs siispofioaeriutiol wictorm NROBOIATE 20 ngpiimx 3 cejili,
* Microbial purity will be performed on 1irst.3 commercial batches

Cepist Ne 1003989

BHCIHOBOK:

CONCLUSION:

Kosentrapi: nevae

Comments: no

Bateh Ne 1003989

AHAN BUKOHA B%ﬁ"h‘\“ Me\enay
(ANALYSED BY) ~f\ok Zang,

noTiar A keachol 10-cepii ad0 omm pai b pik.
therzafiee at every H" batch er ance in o year.

sipnosinae suMoras MKS PIT Ne UAJI 63 50/01/01

tomplies with the reguirements of MQC RC Ne UA/16350/01/0)

{J}in \T%\\\%»\l“ 2y

3aama npo ceprudivauio: wiftenmn a IACBIAMYI0, 16 Huneaeny BHuge indopmanis ¢ gacronipian i rouner, Iis cepin
Py il Gyna surorossena {(BrnYRGun ynakonry / nia PRysSanun) i nposeaeno KOWTpOus W axoeri aa
BuUmesragadony ninnprerersi s wosnif nignonimioeri 3 BINORaMR, 3nstavenime » wtnnfii naetaiont GM P,
areepenti Miniereperoom oxopoimt anopon’s ¥rpaiim, i3 susorasm Pecerpalifinore moene wpatnn aprnng e,
{paroraan nupobunnrea, YOARBBIAL T Anakiziv Oyan neperasmysl i seraonaen ix siandsimticrn BsoTaa Givl Py,

Certification statement: «On this Iccrﬁfy that the abuve-mentiuned information is true and aceurate. This product bateh
was produeed (including packaging / iabeling) and conducied for its tpuality conteol at the above-wentioned manubaefurer
fecording to specified in the current GiMP guidelines, approved hy the Ministry of Health of Ukraine, and with the

regunirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis
were reviewed and determined foy theiy tomplinnee with the GMP requirementsy,

Kepigati rpynn konrpoaw mroet
Quality control protp maniiger
Ia"n Ta npisume

(Name) Ny lege e /Q“"

Vhanie. (.

{Signature) -

Hara wiancamms

(Dafe of signature] t2fa u’/ 2 2.4
Kepimute rpynn ourpomo axoerd

Quality control group manager

Factory : SP 289 (A}, RICO Ind. Aren, Chopunki, Bhiwadi, Disu, Alw

Einail tefof@kusum.cony,
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Quatilicd Person cerlifying tlm'y_:_ucl;.:__
Int's T2t upiansane - "
{MName)
Iignue
(Signature)
Hara nizmscanus
(Date of sighature) TN
Meheame) sijuing 3uﬁc3uc&clg‘1 3
Quaollty Assurance Lroup manage

aniifenror
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i ar, Rajasihan {Indig), Ph ; +21-1493.298232/33/34/35
Website : \\-'\\'w.kusumlwnIlhcarc.com




