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Pregabalin 25 mg
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N UANOS26/01/01, 22.04.2024; Registration Certificate valid 1il]: 07.07.2027

Rajr23sd
0422024/G NP
Kyeysr Xewrrxrep Iwe Tyg, Innin

CIT-289 (A), PLIKO Inaaceping apea, Yonamsi, Bxinapi, dier, Ancap (Pagssseran), Yugin

Kusum Healthcare Pyt Lid, Indjn

SP-289 (A), RIICO Industrial area, Chopandd, Bhiwadi, 1ist, Alwar {Rajasthan), Tndin
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Hiticnnii ao: 0412026

Ralch: Bateh Size: D/M: Expiry date:
AR ITazea norasiine Bussorn Yesyanoarn ananiin
Name Inglex Requirements Result of analyses
I [ Quwue Enepti weanvnsoni suneyin Poasipoat Ned 3 koprycom Ta ko Bianoninae
Ginory xuimopy, wo Micy nopoutox iz Ginoro no amibre Ginoro
Kannopy
Deseviption Hard gelain size *4° copsule, with white cap and white body containing Comptics
white 10 ofT while powder.
2 | Inentidieanin Uite yIpRMyB2itaR verosnoro MKY H XPOMUTOIan] WapoByrarora [ Biamoninac
CTRUAABTIONO  pozdunis,  ompRMAMIN n ymonax  xinwkicliore
BHINAYCIIM NOBUNEN CUiBRANITY
Identifieation The retention time of the nyijor peak in the chromatogram of sample
solution carresponds 1o that of the major peak in the chromatogram of Complies
standard solution a3 oblained under assay.
3 Cepexns aaca BaIiCTY SOMrd 5% (47,5 vr - 52,5 mr) 513wy
RAnCy
Net it weight F0mg £ 5% (47,5 mg t0 52,5 mg) iimg
4+ | Poruaannnn Ie Gianwe 30 xsumm 8 xu 06 ¢ex
Disintepration Time Not more than 30 minutes 8 min 06 see
5 | Oueopianicr AVELL, e LE=15,0 Bisnosinae
HOIOWALNX ONHHHIL,
Ihifirmity of Dosage | AV<L] »where L1=15.0 Cumplies
binits
6 | Poavunennst He menure 80 % (Q) 9a 15 xoimng 103.68% - 103.74%
Dissolution ot less than 80 % (€ in 15 minutes 103.68% - 103.79%
7 | Kinsxicue miznauenng 238w -263Mry ) rancyai
(950%-105.0% nperaGaminy sia snannenor kinkoeri) 2356 ar
102.6%
Assay 23,8 mg 1o 26,3 mg per 1 capsule 25.6mp
35.0% 10 105,0% prepabalin of label claim 102.6%
& | Cyuponiani agsiuren Jiarrasy postinga — we Ginome .2%; He enasneno
Inannizyansna neigenminhivonmn qosinma — ne Gizmre (3,2%; Hixne messi ivnopynannm
Cyma gomimox = e Gianne 1,0% Buarve mes ireropyeantn
Relared Substance Lzctam impurity: NMT 0,29 Not Detecied
Individual unknown impority: NMT 0.2% Below disregurd Jamit
Towal impurities: NMT [.0% Betow disrepard limi
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Kusum Healthcare Por. Lid.

Jikapereuii weif; 3OUIK (Ravcyms taepal uo 23 sy nn 14 rareyd y fnjerepi; Ac 2 Gaicrepn ¥ kapronnii YIaEanni)
Medicinul product: ZONIKP (Lard expsules 25 mg, 14 capsules are ina blister; 2 blisters are in n carfon package)
Cepin: Ne 1004133
Batch:
9 | MixpoGionoriana 3nranm KinRRICTs depobinN vikpoopraniamis (FAMC) - nie Ginswe 10°
et K¥Oir;
3arazbIia RiNWICTL APMUBKINLK i FRCeIenI: rpudin (FYMCY: ne Gianure
FO*KYO/fr;
Escherichia coli: vingyruif
!
! Microbivlogieal Purity® | Total Acrobic Microbial Count (TAMC): Not more than 10° CFU/y, Not required
i ’ Taotal Cambined YeastsMoulds Count (TYMC): Not more than 102 CFlig:
| Eschierichia colf absent per | g

* Kemmpak mispaGiosoriveol uicrori NPOBOIATE LN IRPUINK 3 cepilt, uoTiM un kool 10 cepii afio oatni pa3 b pik.
* Micrabial purity will be performed on First 3 commercial batches thereafter at every 10" baich or once g year.

BHCHOBOK: Cepin Ne 1004133 Bianosizac siaeras MICS PTT Ne UA/19526/01/0]

CONCLUSION: Pateh Ao 1004133 complies with the requiremenis of MQC RC Nz UA/E9526/01/01
e
‘a\&g Jo§/ 101

e bobh chav 9"7’1"“’{)’

AIATIIZ BUKOTIAR DATA_t g/ @6/%0L4
(ANALYSED BY) (DATE)

KomenTapi: yesae
Comments: no

3anea npo coprudivauine: «Niftenu u 30CBIlMYI0, IO HaBeAena BiUE irdiopmauis € qoeroripuow i Tounoro. st cepin
nporyruil Gy nureronmena {nemoaman yuaroeney / smapicynanns) { npoeegeno KOLTPONG i scocti Ha

BINICIraAA oMy nignpreneTsi 8 oo sinvosignoeri 3 BHMOVAMN, JAIHAMETHMA B U6 unerninon] GMP,
wraepraenii Minierepernon oxoponn :a0pos'a ¥Yrpaian, i 3 nimtorasta pecerpaniinere xoche xpatum npyynag e,
[poaToromy BHNOGHITEA, YNRKONIH T1 foaniis Oyan neperannyri i nerawongene ix signosimiicrs mymoray GM Py,

Certilication statement: «On this 1 certily that the above-mentioned information is true and accurate, This product bateh
was produced (inchrding Ppackaging / labeling) and conducted for its qualify con(rol af the above-mentioned manufacturer
according to specified in the eurrent GMP gnidelines, approved by the Ministry of Henlth of Ultraine, and with the
requirements of the registration dossicr of the destination country. Records of manufacturing, packapging and analysis
were reviewed and determined for their compliance with the GMP requirementss.

Kepisnue rpyon kowrponio seocti Yoosnonsscena ocaba, o jnificatog
Quality controf Eroup manager ceprrdtixoniia cepif
Qualified Person certifying the bateh.
In'a o npianmae R Is's Ta 1pisnige
(Name) l }\h TDZP-%\ Q (Name) g
[Minnne ) Mimme
(Signature) '_f__________ {Siznature)

HAara nianncanng /]

(Date of signature)

Jlara nigimucanng
(Date of signature)

KepisBar rpyng koutpomo sxoct ) Meneakep nluminy zabesmevens sracri
: HERDAPN ;
- ; -, i .
Quality conlrol group manager I oI Wil 2\ Quality Assurance proup manager

Inuumd,lh:awfnun.\

2 20075891
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