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Medicinul product:

LOGUIEN®

Aiowa pesonuna:

Active ingredienr;
Pecerpauiiine nocuiiennn;
ltegistration Certilicare:
Alinensist itn nupoGinnrne N
Ceprudinyy GMP No:
Bupobone;

Aapeea nupoisnea;
Manulactured by:

Adidress of manufacturer:

Copier: Nz 10053286
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CERTIFICATE OF QUALITY

AR N FHIEG2IRN0N 1622
Aara f Divte 22,01.2025

‘Tflirevion, nrpe naisconme ofonouioe, na 500 sy,

uo 10 ralirevon y Guicrep, uo 6 ricrepin y wapronndi ynswa i

film conted tablets S00 mg, 10 tublets in a blister, & Tlisters fn carton patldng
Heperapanerany 560 mr

Levetiracetam S00 mg

Ne UAITHL1/01/62, vin 2242024, tepatiu nit peeerpaniitiore seafiseerennit

No UASTT4I 101402, 12.04.2024, Registration Certificete validity iv unlimited
Rajraisd

MIS2025/GMP

Ryeys Xesrrxcep Use STy, Tupia

CIL-282 {A), PUKO Injaerpiaz apea, Yonamsi, Bxinaai, et Asoa p (Pmskacran), Inain
Kusumt Healtheave Pyt Led, India

§P-28% (A), RIICO Indusirial arey, Chupanki, Bhiwadi, Dist. Alwny (Rajasthan), India

Jirra e 1112024 Jlidicnrii no: 10/2026

Baigh. Baich Size: . Expiry date:
| Ay MNogaumn meacri Buastoru Pessstnrati anaaizin
} Tesls Requivements Resuits
|
Pl Onne Oeameni ToGAeTiy, WK LHGKORMO  OGOSOHRMIO AONTOIO Bisoriasr
) IFOIILOPY, T POIIORINLIOI0 PHCKOIN 3 GAHOIL GoRy
i
! Description Yeltow color, oval shepe, flm coaled tablets, with break line on Camplies
: one side,
2 Lrewrndiuauin seserupageramy Hue yrpumymiimn iy AERCTRPAIETAMY 1R XpomaTorpasi | Biaoninae
: AOCAGEYLAIOTO POTRHHY Bnonimg nucy YIDUNYRUITL kY
NEBCTURIIETAMY M XPOMATOIDANT  CTANJAPTHOMG  poImInY,
: OTPAMANIONN ¥ YMORAX KiALKICHOTO N3 RUTCHIS
; Identification of Levetivacetam The retention time of the Levetiracetam peak in the chromatagram | Complies
; of sampie solution carresponds to that of the Levetitacetam peak
in the chrematogrm of standard solution ns obiained under assay.
C3 lagsromieanin Sapemika
] A Turany aiovena Nonna smonvore saGapuncrs Biimonitac
L. 3acniv oxena sonrnii lonui neprortoro subapaienn Bisposiu:
Hlentification of volorant
AL Tilaniunt Dioxide Appemnce of yellow color Complies
B. lvon oxite yvellow Appearance of red color Complies
4 Cepeana wacn S0 ar £ 3 % (562,4 ar - 621,6 M) 589.06 ar
Averape Weight 392 mp & 5% (362.4 ma 10 621.6 mp) 4 5$89.06 my
3 | O:uropiuticrs tnonanny AV=LL, e 1150 Biboninae
| wanpnne
Lnifurmity of dosage unit AV<LL where L1=15.0 .| Complies
[ Putiaaay He Stnaie 30 xmawm 2 %830 cer
Disintesration Mot more thin 30 hdinules o 2 min 30 see
7 ] Posumnemmn He memue 70,0 % (Q) o2 13 xonanut v, 96.38% - 99.04%
[ Dissoluljun Mot less that 70.0% () in 15 minute _].9688% - 900H |
H Kinpicicne mmsnatenny I wirnyen:

475,00 - 323.0 sifmtaeriy

B5.0 % - 105,0 % nenernpuue vy 8 siEmIciore wic y
Hu mepain npudarnnoeni:

450,0-- £50.0 srfradineviy

90,0 % ~ 11,0 % nueue tumme tasy 1i Saas:etiorg MicLy

505773 mefabaerxy
101.153%

Paue | of 2

c bators D SP 2RO AL RUCO Tadl. Arc, Chopanki, Bhivwadi, Digit, Kisirthal- Tijara, Rajastlan (India), Ph 0 291 1493.208232.33. 3435
T Eoail - infogegkusinmcom, Website @ vavw kusumhealtheire, com
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Talaerin, s rainkonem ofonomko, no 300 MY

no 1Y rabaeror y faierepd, ne 6 Guiciepin v o Jronnii ynason i ”
filin coated tuhlets 500 myg, 10 (ablets in o Difster, 6 blisters in earton paeking ="

Medicinal product: LOGUFEN®

Cepir: N [0N3286
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At redense:
475.0 10 325,0 mftablet
95.0 % 10 105.0 % ot levetirnceton of label claim
At xheff tife;
45000 1o 3530.0 mghnblet
$0.0 % 10 110.0 % ol levetiracetam aof fabel claim

503.73 myiablel
100.15%

¥ 1 Cyupeaine oatimrn Alostinza A: e Gismne 0,30 9%;

Byi o gz ianiy neizennuiconsia osimsa: ite Ginpioe
0.10 %;

Cyam goximog: ne Gianwe 0,60 %

Reluted Snbstances Impurity A NMT 0,50 %;

Any individual Unknmvsn impurity: NMT 0,10 %;
Tatal impurity: NME Q.60 %

1le mumsacno
Hugite seeait irnopynanon

Ele wmnene
Nol Detecied

Below disregard limit
Not Detected

0 MHkpudieror i ancrar 3arsanna kimgicn. wepoGinx stikpooprasins  (TAMCY: uc
: Ginene J0% 1KV Or:

l BariaLu KiARKICTs JPERLKOBNS 13 Nicenes rpnGis {TYRE;
e Gifmane 10? KYOrr;

Biney nuicr Eschierichia cofin | v npenupRTy.

Aticvnbiologival Parity® The wotal serobic microbial count (FAMC): NMT 105 CFliig

The tolal combined yeasishnoulds count (TYMC); NMT I0?Criyzn
Escherichia coli: Shonld be absent/g

Nal required

* Bunpofiyimuniy suiepobioiorinnel WMtcio i 5 UPRTEDATI NPOBOIIGH ViSKEI 2T HEPIINN 3-X cepift, aovint 2 woxi 10-1 cepil, ulie o Pt

Wi ik,

* Testof Microbiologival purity sill be performed un fivst 3 commercial batehes and  thereafier on every FO™ biteh or ance in a year whichever

is earlivr.
BHCHOBOK:  Cepin N 1005286
CONCLUSION: Haich Ne 1005286

\‘,{\\‘{\\“\ n.\u\\?m'lS

ERANSSINGES Y R&\\N‘/\
ATANIZ BHKOIAR
(ANALYSED 1Y)

BEAOREAAC sasoram MICA PTL Ne UAZL 741 1/Q 102

Nusieniapiz
Comments:

complies with the requirements of MQC RUC Me UAH 74 101402

jata 2ad ey
(NDATE)

Sz o ceprinhizanin: & liilenny s BCLIaTHy Hta panein saoe Indiopaands € ABCTURIDIO § rannonn ({3 cepin npeL i G
BIYDLOL NS (BRONGINMN YHUROAKEY [ MapRysanist) § upoue,teno R posts 1 me0eri A nmesrananesy wianpuesersi nonomaiit
slutosiineeii 3 wiaraas GMP, sermuowienusm Micieni POUFUCEOPIUM QPVATILOM, & TIRGER Biinosiann (o cnemikanii, ma
sHConLen 1 peccrpaniiicemy e Kpain Doraprept, Hpovoxoan BRPAGHUITEN,. YKoRen T Anrivin fyarn neperonnai i

BeEtrbt e I siositicts mvorast GMPs

Certiflication statement: o0 n this 1 certify, that the above mentioned information s (rue und neeurate. This product batch was produced

{including packasing / Tabeling)

and canducted for its quality control at the above mentioned munulaciurer acenrding to af)

relevant GMP requircments, esfablished by Local Health Auibority, and siccording te the specification, contained in fhe regisfeuting of
the dossicr imparting country. Records of nhanufieturing, packnging and avalysis were veviewed amd determined for thefe rompliance

with the GMP reghirenentss.

Kepitised 1Py i KOy n ssacti
Quality comral proup manager
2

Vauostonaxena  ocaba,
ceprsidrenio cepi

o eLiiteno

Qualified Person cerlilying the batch.

I F BRI

Isv'a ra npizenme

A

(Nume) - 7’_‘,—' (I\'Jmne) “T ey 65 )
24 o) Elipumse e
and (Signature)
N watea ¢ we Jlvra ey %
Date ol signature) ! {3ate of signatare) 2

Fackory 0 8P 289 000, RUCO tndl, Ares, Chopanki, Bhiwadi. Disiw Rhuirthad-Tijara, Ryastn Clnde), Phz +91-1493.095717. RETRREX

Lmail : infoid kusum.com, Website ' www.kuswnhealtheare.com

Page 1/1

/"C{} .
—30h,
A
r

[
N
Aty ot

Page2of 2

s




JEPIKABHA CIYKBA 3 MIKAPCHLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHXXAMMA y m. KMEBY

npos. Faaii Ceimtaanol, 3, 02099, Ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kop €PIIOY 37079055

BHCHOBOK
APOo AIKICTH BBE3EHOTO B YKpainy Jixkapcbroro 3acody
13,03.2025 ‘ Ne 12815/25/26
JIOTYDLEH®

{nnfimenyrninig Aixapekkore 3acofy 3rinHO 3 peEcTpPALIHNIA nocRinuEIIAN)
Tadaerien, srpuTi ainxorow ofonoincoio, 110 500 amr, o 10 rabneror y Gaicrept, mo 6
fnicTepin y kaprommiii ynaxonid

(opara msy Ky, JOIYBAHHA, BIUL HAKY BAIRR nimipc’bkoro aacoBy)
Hownep peeetpauiiinors noceinuenss UA/17411/01/02 crpox aif peeeTpauiiinoro nocsinvenns HeOBMeKeHMH
Cepis nikapcukoro sacofy Mo 1005286 KinukicTs peeaenoro nikapcsxoro sacofy 777

Bupoink IKYCYM XEJTXKEP NRT JIT/, Inuis

(naitsrenysanng mipoSnnxa fikapenkore 3acoly, Xpaing noxoL#eNA)

Bueseno n Ypaiy Tosapuerso 3 oGmexenore vinnosinansiicrio "Tneadapm JTI,
incu. won: 20075891

{maimeirynanag Ta kod aa CAPTIOY iopininot ocofu 6o npizninie, ta'n, to Garnxoni
thianmiol ocoGH - nianplenss, 17 micue apoxtunanis 7a peecrpauiiiunil nasep oGnikonoi
KA NATHK nOLNTRIB 450 cepis TR noMep nacnopra)

Tiperocos sisywmuore wosrpomw nin 25.02.2025 xe 526/01.10-25/6.
JtaGoparoprril ananis groeTi atkapebroro 3acody snificnenii:

JUT “Llenrpansua nafoparopis 3 ananizy skocti nikapebenx 3aco6in i Meanunol mpoay ki
(m.Kuin, nys1. Kynpancera 10r s Kuis, syn. Kyapancera 8B Kutsesra obnacts, c. Honi
TeTpinmi, nyn. Inana Bpanka, 19)

(nafisenynins T Micieanaxourein nalopatopil, e nposean naBopaTopnuil anania skocri}

BHCHOA0K WORO RKOCT AlikapeLkoro sacoBy, nunansii naGoparopico nin 12.03.2025 Na 0326
PeaynumaTs #aGopaTopHoro anadizy axocTi niknpenkore 3acoby 3a nepenipenyMi noxaznuaMy BIATOBIAAIOTL
HUMOTaM METORIR ROHTROMOG 2K0CT (AUAAITITHO-HOPMATHBHOT AORYMCIFTALIT).

32 pesyshTATAMM ACPAARIONG  WONTPORIO BCTAHOWNEND, WD Jikapcpynit 3aciG  wuencno v Yupafiy 3

JOTPHMANIISIM s1MOr 30K0I0RINCTES 1MORD 3aGe3nedenys aeocti Jriiapeyiry sacobin.
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