AEPKIIIKCIIYXBA YKPATHU
AEPKABHA CIVKBA 3 JIKAPCBKHX
TA KOHTPOJIO 3A HAPKOTUKAMHI y m. KUE€EBI

BY/si. Bepesuskiscoxa, 29, Kuis, 02098, ren./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, Koa €PIIOV 37079055

BMCHOBOK
Npo SIKiCTL BBe3eHOro B Yxpainy nikaperkoro 3acoly

11.06.2020 Ne 27747/20/26

JIAHICTOP

(nHatiMeryeanis nikapcekoro 3acoBy 3rigHo 3 peecTpauifinum TIOCBi TueHRAM)
rabnerxn o 100 mr; mo 10 Tabaerok y Gaicrepi; no 6 Gaicrepis y kaprouniii yHnaxosui

(dopma punycxy, nosysanmx, BHI TAKYBAWHA MIKAPCLKOND 3acoby)
Homep peectpaitinoro nocsinuenns UA/] 7444/01/03 crpox nii peecTpauifiioro nocsigyenns 29.05.2024
Cepis nikapcrkoro sacoby Ne 2002127 KirbxicTs peesenoro nikapesxoro sacoby 2702

BupoGhuk KYCYM XEJITXKEP IIBT JITH, Innis

(naliMenyBanKA BupoBHmxa nikaperKkoro 3acofy, Kpaiva MOXOLKEHR)

Beesero & Vipainy Tosapucrso 3 06mexeno0 BilDOBiRANLHiCTIO "T'nexdapm JITI",
igenr, kon: 20075891
(naiimenysanus Ta kox 32 E/IPTIOY 1opunmysot ocodr abo npissuwe, iv's, 1o Gatexosi diznuyoi

0coby - nianpuemns, 7 micie TpOXHBANHA Ta pecoTpatiiinmii Howmep obinikoBor kapriar nnatamKa
nmoaaTkie afo cepia Ta HOMED MacropTa)

Tporoxon Bisyansoro kontpomo sig 27.05.2020 x 1598/13.
JlaGopatopumit anania akocri MiKapeBKoro 3acoly 3niiicHenui:
JII "errpansua naboparopis 3 ananisy sxocri MIKAPCHKHX 3ac0BiB | Mexmamol npoayruii”

_(M.KwiB, Byn.Kynapsscrxa 10r)

(naliMenypanss Ta MiClE3HaX0KE kS #aboparopii, wo nposena NaGopaTopuutit anania AKoCTi)

BrcHorox wono akocti nikapeskoro 3acoby, Bunannii naGopatopicio six 10.06.2020 No 1943

PeaynwraTy naBopatoproro auanisy sxoeti i KapCRKOro 3acoby 3a nepesipenumu norasHukam Bignorizaros
BHMOTAM METOJIin KOHTPOMD SKOCT (avaniTiino-RopMaTusiol HOKYMEHTALUT).

3a pesynpraTamu  nepwasmoro HOWTPONIO  BCTAHORNISHO, IO JHiKapcbkali  sacif BBE3GHO B Vkpaimy 3

AOTPHMAHHSAM rmvor 210 336e3rIeUEHHA AKOCT] NIKAPCLKAX 33C061E.

Havaneaux Mmcona XOJIONEHKO

(ininjanu 1a npispmuLe)

(nocancna ceoia op
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Kusum Healthcare Pot. [1d .

JIAHICTOP
LANISTOR®

Jlikapevsknif 3acif:
Medicinal product:
Hiroua pevyosrna:
Active ingredient:
Peecrpauiiiie nocsiffuenun:
Registration Certificate:
Jliensia ua supobunurso Ne:
Ceprudixar GMP Noe:
Bapobuix:

Anpeca BHpolnnma:
Manufactured by:

Address of manufacturer:

Cepin: Ne 2002127

Po3uip cepil: 2916yn.

CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne: FGA31820

Jara /Date: 20.03.2020
rabaeriy, no 100 #r, no 10 Tabaeror ¥ Gaicrepi, no 6 Gaicrepin y kapronniit yiraxooui
tablets 100 mg, 10 tablets in = blister, 6 blisters in cartonn packing
JaMorpumaHHy 100 mr
Lamotrigine 100 mg
N UA/1T444101/03, iz 29.05.2619, vepsiis aif peccTpauiiinore nocsixdesna no: 29,05.2024
MNe UA/1T444/01/03,  29.05.2019, Registration Certificate valid till: 29.05.2024
Raj/1354
401/2018/GMP
Kycys Xearxxep Mor Jita, Inaiz
CI1-289 (A), PITKO Innacrpian apes, Jonanki, Bxieagi, Nicr. Ansap (Pampxacran), Iugia
Kusum Healtheare Pyt Ltd, India
§P-289 (A), REICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar {Rajasthan), India

Hard sur.: 0272020 Hitichalt no: 01/2022

Batch: Batch Size: D/M: D/E:
N Haisa noxasuikin Bumoru PesynntaTi amanizin |
Name Index Requirements Resulf of analyses
i Onite Bini a0 matbxe 6lii wpyrai, mnmacki, 3i cxOWEHMMHA KPaaMH,

Bianosinae

HETTORPHT] 0GONOHKOK TalNIeTKH 3 THCHEHHAM « K‘n 3 0fiHore Bory
T FiAgKi 3 Hmoro Boky.

Description White o off white color, round, flat, beveled edge, wncoated tablets, | Complies ‘
debossed with "K 0n one side and plain on other side. . o
2 | InenTndicanis namorTpa Ay Yac yIpHMysaHEA iKY JAMOTDHIUKHHY Ha ‘XpomatorpaMi | Binnominae 3
Oocaidoiysantzo  poswuMy BIANOKIARE wAacY YTPHMYBAHHS niky
JAMOTPUIGRHEY  HA  XpOMATOIpaMi  Cmancapmyozo  pozwuny,
OTPUMEHO/) B YMOBaX KINBKICHOTO BHIHA4EHTHA !
Identification of The retention fime of the Lamotrigine peak in the chromatogram of Complies
Lamotrigine sample solution comresponds to that of the Lamotrigine peak in the
chromatogram of standard solution a5 obtained under assay.
3 Crupariers He 6inbure 1,0 % Bimosigae
Friability Not more than 1.0 % Complies
4 | Cepenna maca 280 Mr & 5 % (266,0 mr —294,0 ur) 27537 wr
Average weight 280 mg + 5 %{266.0 mg — 294.0 mg) 27977 mg
5 | Onuopiakicrs nosopanax AV<L], ne Li=15,0 Bianosinac
OANHNOE
Uniformity of dosage AV=LI1, where L1=15.0 Complies
anit

6 Poinanannsa

Disintepration

He Gimvire 15 xewmmu 08x 14 cex

Not more than 15 Minutes 08 min 14 sec

7 Porunnennn

Dissolution

He merwe 75,0 % (Q} 2a 45 xsumima 96.9%to 104.3%

Not less than 75.0% (Q) in 45 minutes 96.9% to 104.3%

8 Kinwkicie BizHasennn

Assay

98.11%
98.11 mrirabaercy

95,0 % — 105,0 % 8ix 3assnetoro nMicty
(95,0 — 105,0 mr/rabneticy)

95.0 % - 105.0 % of label claim
(95,0 mg — 105,0 mg per tab)

98.11%
98.11 mg/tablel
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Factory : SP 289 {A), RIICO Indl. Area, Chapanii, Bhiwadi, Distt. Alwar, Rajasthan (India}, Ph : +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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Jiuapcmﬁu"& 3nciG: JAHICTOP mﬁﬁemu, ne 108 mr, 10 10 TaGacrox y ﬁJ‘IiL’l'epi, no 6 Gnicrepie y Kaprouwif }llllam}Bui
Medicinal product:  LANISTOR® tablets 100 mg, 10 tablets in a blister, 6 blisters in cartoon packing
Cepim Ne 2002127

Baich:
9 | Cynpesigni nomiuwxn Jomiwka A: we 6isme G,3 %; He oGrapyxeno
Byas axa inansiayaena weinentudixosasa noMiuka; we Ginsme HIGKE
0,2 %; HEYIHTBIBAEMOTO
Cyma mominox (1 spaxosyious foMiky A): ne Sinswe 0,5 % npeaena
HAKE
REYHUTHIBAEMOTD
npensna
Reolated Substances Impurity A: NMT 0.3 % Not detected
Any Individual Unknown imp: NMT 0.2 % Below disregard limit
Total impurity (Excluding Impurity A): NMT 0.5 % Below disregard limit
18 | Mixpobioaorivna sncrora* JarasmHa KUbKics agpobHux mixpoopranismin (TAMC): ne 6Umwe | <10 KYO/T
10° K¥YO/r;
SaransHa kinskicTl ApikiKoBIE Ta maicerenux rpubin (TYMC): ke | <10 KYO/r
Gineme 102 KYOfi:
Bincymwricts Escherichic coli s | r npenapary. Bincyrni
Microbiological Purity* The tolal aerobic microbial count (TAMC): NMT 10° CFU/g <10 CFU/g
The total combined yeasts/moulds count (TYMC): NMT 10%CFU/g | <10 CEU/g
Escherichia coli: Should be absent/g Absent

*BunpoGysaia MikpobionoriuHol 4HCIOTH B IPENAPATI NPOBOIRTHCH TLTHKN 1A nepuIEx 3-X cepilt, motin mng koxmot 10-T cepil, aGo onrn pas
Ha pix.

* Test of Microbiological purity will be performed on first 3 commeryial batches and  thereafter on every 10" batch or once in a year whichever is
earlier. ]

8HCHOBOK: Cepia Ne 2002127 sinnosimae Bumoram MKST PTT Mo UA/1 7444701703

CONCLUSION: Batch Ne 2002127 complies with the requirements of MQC RC Ne UA/17444/01/03

CD) ‘@,f\nc"‘*’

R
AHAJI3 BHKOHAB M £ ata Q0! i
(4NALYSED BY) (DATE)

KoserTtapit'kemae
Comments: no

3agsa wpo cepridivaniro: «iitchum A 3acBinuyio, o Hapeleda sHule indopMauin € mocropipow i Towwow. Lig cepia |poayYELii 0y
BHIOTOB1eRA {BKASOHAONH Ynakonky / mMapKysanua) i nposereno wouTpean 1 swocsi ua BHINEIrRARHOMY NIANPHEMCTRL B nopuiif
sitnonitnoeri 3 sumoraxn GMP, seTanosicHnsu MICUEBIM PEryINTAPHHM OPrados, 3 TAKOK BLINOSiANe 20 cneundikauil, ;o Micurben
B pecerpauiitnosy socke kpaiun imioprepa. lpoToxomit BupeluiuTsa, yIAKOAKS T8 AHARDIB OyIH MEPOrAANYTI | BCTAHOBACHO it
BignosinmicTs BRMoran GMPy

Certification statement; «On this 1 certify, that the above mentioned information is true snd accurate. This product batch was produced
(including packaging / kabeling) and conducted for its quality condrol at the ahgve mentioned manufacturer according to-all relevant GMP
requirements, established by Local Heslth Authority, and according to the specification, contfained in the registration of the dossier
importing country, Records of manufacturing, packaging and snalysis were reviewed and determined for their compliance with the GMP
requirements», . .

i § 3 volu3)100
Kepinsisg rpynss KOHTPOMIO AKOCTI
Quality control group manager

A7 . Daihe

Factory : SP 289 (A), RIICO [ndi. Arca, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph ; +91-1493-298232/33/34/35
Email : info@kusum.com, Website : www.kusumhealthcare.com
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