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AR Ne: 11 10FG2400108]

Aarn Date: 23.08.2024
rabaers, 10 25 mr, np 16 rafineror y Baierepi, o 6 bGaicrepin y wapronniii yanoagi
talleis 25 mg, 18 tublets in a hlister, 6 bhisters in cartonn packing
Mavorpigainy 25 mr
Lamotrigine 23mp
No UAA 7444701101, nig 22.04.2024, Tepaine iV pecerpauifnors NOCBECI NS Ro! HenBM Lo 1
e UAZ 7444101491, 22.04.2024, Regisiration Certifieate valid (il Unlinnited
Raji2354
042/ 202G P
Kyeyn Xearxwep v JIv, Toais
CTE-289 (A), FIIKO hutacrpias apen, Uonanxi, Bxinani, Ficr. Asigap (Pagmacran), Ligin
Kusum Healtheare Pyt Ltk Incis
SP-28% {A), RUICO Industrial area, Chopanki, Bhivadi, Dist, Alwyar (Rajasthany, India

Cepizg: Mo 104457 Posmip cepit: 11666ya. : HAava pne: 0772024 Aillcnsti a0: 06/2026
Batch: Bawh Sizg: DA D/E:
""""" Hazna xmk:m.m::in o Baxory Pesyinraras ananivn
Namte Intdex Requirements Resulf af analyses

Description

Edentification o
Lamotrigine

“TRPpaiicT,

Friabitity
Cepeans saen

Average weight

B e
Onnopinniers nozenanny

[ HFI NS

Uniforprity of dusage
umit
Pornaaanny

Lieurndiranin SEMOTPIA Y

Bini abo waicre 65 Kpy NAAGKT, 31 cxowCHMA Kpasmmy, | Bianopingae

HenoKpUTE ohenokmo TabaeTi 1 THENCHAM «kbn 3 Gxnore Boky
TR FRAAKI 3 Uore Goky.

Complics

While 1 ofT white color, round, flat, beveled edge wncoated Latels,

debossed with "K"_ on one side and plajn on ather side.
Hac  yrpasysamig Tiky SHINOTPHDKRIY  Ha ApoMaTorpasi
SOCRID MY RaNOR0 PoO3ukIY  pianakinne ALY YIPHMynauna TRy
MOTDIILKINY g KPOMATOIPiM COMIR AN o3y,
OTPHAMANGIO B yalopax KLabKickaro BIZHAUCHHY

Binnosigge

The retention time of the Lamorrigine peak in the sirontatogeam of
sample sohiiion corresponds 1o that of the Lamotrigine peak in 1he
;:{hrm‘nnmgmm ?,t standard solutian as obtained under assay:

e Gianine 1.0 %

Complics

Bimnoninae

Not more than 1.0 9,

Complies

Mt 0% a0 g — —————

(63,0 sir-- 72,0 M) 693 M

70 mg .k 10 % (63.0 mg -77.0 mg}) 69.3 mg

T

AVELT e T1=1505 ™

Bianoninae

AYSLT, where L1=135.0

Tegmmm T r————
e Gisnme 13 oty

4 xn

05 cex

4 min 05 sec
99.3% 10 U0.89%

e gE AR T ———— e e

ke sewune 75,0% (G} 30 45 Xtz

-0t s than 75.0% (Q) in 45 minutes

95.0 % ~ 105.0 % min HUARNICHOTO ymicry
(33,73 - 26,25 MGGy}

24.82 a1

D3.0% - 105.0% of Jabe claim
g - 30,25 my e tab)

09.3%;
L2482 me
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SHwapenknii vacig: JAHKCTOP TABACTRH, 1o 25 a1, 1o 19 Iadaeron y Gaicrepi, no 6 Datcvepin y wapeon wiji Yierkonui
Medicinal produci; LANISTOR® tablets 235 mg, 10 tablets in 5 blisfer, 6 hlisters in eartnon packing

Cepin: N 1003570

Bmchr_%

D Cywponiani sorinsen

- - e e
Hostivgs A ve Giguane 0.3 %, Ne npsRie

Byvan sxa itismsizayampa velaentmlikonana oM 11g Gizbne Hisue sreaki Iropyang
0,2%:;
Cyma zonimor (ne BRANQHYTOTE 0minty A)Y: e Bismae 0.5 %

Hesue arexi Iriepynans

Not Deteered
Below disregard lmi

Betow disregard Bl e

<10 KYOr

Related Substancey Impueity A: NMT 8.5 %

Any Individua Unkngwn ip: NMT 0.2 %o

Total impurity {Excluding Impurity A): NM'T 0.5%
Sasunmna inkgicr, aepoGs Mixpeprayizay {TAMC
Gizntbure 1)} Kyoyr,

3acamnna kinniery IPHHIEORIN Ty naeenerix rpiiin [TYMCy
HE Binmwe J10* KY O/

Biaeyrivict Escherichia coli s Tt npenapary.

e
Mirposiosorinna uy croTat Y e
<10 K¥YOne

Biacyrui

Micrabiolngical Purity* The wtal aerobic microbial coumt (TAMC): NMT 109 CFlUfa
The 1010l combined yeastsimuonlils connl (TYAMCE: NMT FORCHI

Escherichia colt” Should be absentp

<0 CFUWg
<]0 CFWe
Absen|

*Buimobyn MIKpOE; i : VPEIADUTT BOUSIITEEH T nnter A PN 3-% cepifi, moriv 1 KO0} 105 cepk, aio o pai
it PiK
* Test nFMicrobin?ngiua! purity will be performed on fiest 3 conmnereial batehes and  thereafier onevery FO buleh or apee in g year whichever is
carfier, .
BHCTIOROK: Copin Ne 1904570 BIANOBEAAC wiMorayM MICS] P Ne UAZ 7444001701
CONCLUSION:  Baeh Ne 1004570 complics with the requicemnents of MQC RC ja UA/BT444/0 1401
Mot
e
iy N O Ay
YLK s L £
o _ bkffﬁ“ IR Y ety _ m\q%(\«\ﬂ.\;\
AHAJIZ BHKOHAB AATA 20 5 —
(ANALYSED BY) (DATE)

Komewrapi: nesae
Comments: go

Juapa 1po cepridivanig: «iiienn Ao 3acBimay1o, o naBeneHn pHye inopaauin « AoCTORIpNOW | Tounggy, Un eepin
Apoaywuis Sysa nurervssens (Bst0ma109y YRiaxony In:npk“yummsz) Frposenens KONTROAL ¥ nroeri g bumenamomy
niEnpHeneral p LSBT Bignoniguocyi 3 BRMOramu, A3HANCHAME B YHaR i nacTaneni GMP, IATRE DA 45 Minicrepcmo:ﬂ
OXapOTEN 30p05 "5 Yepaitn, 13 pimoran peecTpaniiinero aoen e Kpaiun npuanavenys, Hporerxony BUPoGHNRTRA, yiakonk
TR aunaizG Gy NepLramyri i BeTanvpeng ix BiLEOBiRI T, BHMoran GiviPy, '

Cartifieation statement: «On this 1 certify that the above-mentioned information is true ang accurate. This product baich was
produced {including Packaging / labeling) and conducted for jts quality control at the absve-mentioned nighufacturer
acearding tn specified iy the current GMp guidelines, approved by the Ministry of Health of Vkraine, and with the
requirementis of the Tegistration dossier of the destination cousttry, Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy,
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ixapenwnii wmcig: JArcror Talaerry, no 25 Mr, ko 1) ragaeror v faicvepi, o 6 Saicrepin y wanTORil yitakoraj
Medicinal produet; LANISTOR® tablets 23 my, 10 tablets in 2 blister, 6 blisters in cartgon packing
Cepis: Ne 1004570

Baech:
Wepiminm rpymy KOHTPOMO grocT] Ynosonsmena ccola,  mo  sgifiemos
Quality controf Eroup manager CepTHpikalin cepiy

Qualified Person certifying the baich,

s e apianue I\ Ta npisnpme
(Nane) - fg i ﬁ’k/ (Name) ﬂ k—\ \d VA
iarme e Mizrene
{Signature) (Signatare)
Aara nignucanys ﬂ é) Hare ninnucanny
(Date of signature) i S {Dute of signature)

22 /08 | nony
Kepismg rpyny KOHTPOMO axocT] Meneasep Biwnisy sa6esney
Quality contrel 8roup inanager Qualily Assuranee group manager
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