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CEPTHDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AJU AN LTIOFG24001 060
ara Mhite: 2LOR.2024

Shsapernii sacif: JEOIIQ Tafiterin nepari ofiononkee no 20 sy bo 10 TRlmerse ¥ Oaicteply ne 3 Gaicrepnt y
. gapronnili yirawonui _

Medicinal priduct: LEENQF conted (ablels 20 mg; 10 tallets in n blister; 3 blisters in n carton pckuge
Hiwaa peaoonna; Jedaynoyiny 20 s
Active ingredients: Leflonomide  20mg
Pecerpaniiine noenigyenio M UAIG3G0E/02 pin 22.04.2024, vepatin aif pecerpaniiinnnro noesttentss neaGaesennii
Registearion Certificate; Ne UAJG367M102,  22:04.2024, Regisiration Certificute vitlidity is unlimited
Jiuemsin na nirpeGnnene N Raj/2354
Ceprndiveas GMP Kar 04272024/GMID
Bupobune:; Kyeys Xearsiwep Thoer Jvp, Inpis . . -
Aupeen nupobitura: CIT1-289 (A}, PITKO Inptncvpings apen, Yonausi, Bxinaad, Licr. Anuap (Pamsscran), loain
Manulactured by Kusum Healtheare Pl L, India
Address of manufacturer: SP-289 {A), RIICO Industrial area, Chopanld, Bhiwadi, Dist, Alwar {Rajasihan), Indin
Cepin: Ne 1004508 Poanip cepin: 13333y, Jora mar 1772024 Hlidicunii o, 0612027
Bach: Batch Size; DiM: Eixpiry dine:

N Ewsua sroisaz i Bisann: BesyapTarn

Mame Index Reguirements anizin
Result of analvses
] Qe Opaaani asveiywni 1abactxn Gigors Konuopy, BEpI oGononxno. Bimsiosisac
Bescription White, oval, bigonvex, conted tablets. - Coniplics
2| Baewrisicania Hoe yTpnuvynasng ovnosaore nicy ua Xposarorpami secaimsysitiora | Bignnizac

POSTILIY, OTPHMANGT B YMODAN RILLKICHOTO BI3HAMCIEN, MAC CHiBMMIaL 3
Hacem yrpsnat niky sedisynosiny na Xpovarorpasi ey nosiz).

Jddentificaton Tn the assay, the principle peak in the clirematogram obuined with sunple | Complies
solulion has the retention lime as e principle peak in the chronniopram
abtaincd wilh standard preparation {Leflunomide).

3 | Oaropinicr aoioommx | Bianosizee simoro. Binnoniae
ST
Unitormity of dosage Cowmplies 1o requiremenls Complies
umts ' I
4 Postigun Ile Sinpane 30 xn, 3515 cex
Disinegration Not more than 30 minles e} 3 min 15 s
3 | Cynponii aossimien Hominma A —ue dinne 0,1 %:; Lle nuanneno
Hosiun B — e Gingue 3,5 %; 0.330%
Hostiwka C —ne Ginswe 0,2 %: I'te nnsnaeiro
osua nenigoma gomiutka — ne Ginhme 0,2 %:; 0.002%
Cyarn qomimoe - we Gimue 4,0 %. $.336%
Retated substimees
Impurity A - Not more than 0.1 % Nol delected
Impurity B ~ Not meore than 3.5 %; 0.330%
Impurity C = Not more than 0.2 %; s Nol detecied
Any unknown impurity = Not more than 0.2 %: 0.002%
i “Fotal fmpurities = Nol more than 4,0 %. R I £ X [
6 { Petunnchng He ssenuee 75 % (Q)3a30 xa 96.9% - 99.8%
Bigsolusion Not less Mhan 75 % (€9) af 30 minuley 16 9% - UD.8%,
T | Kianicue wirmanenus - Hpa sunyesy: 95,0-105,0 % nin annbnetioro puicty 103.35%

Ha mepyin npudumnacini: 90,0-110,0 % nia ssrsichore ety

Assay Refease: 95.0-105.0 % of the label claim 13 35%
Shell fife: Y0.0-110.0 % of the label cliim
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Factary 1 SP 289 (A), RNCO Ind). Aren, Chopanki, Bhiwadi, Disu. Alwar, Rajasthan (Indin), £h ; +9) -1493-298232433/3433
Email : infofkusum.com, Websiie - www kustimbiealihenre.com
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dligapeninit sacif: RO O Falieren wepiri oBononxes na Z¢se, ne 10 TadacTor y Saicrepi; ua 3 dnicrepn y
wiproniiit ymosnl

Medicinal prathect: LEFNO® confed tablets 20 mg; 10 fablets in o biister; 3 blisters in o carton package

Cepin: No 104568

Batche:

§ | Mixpufiionoriana 3armmia kinvkicrs acpuGmX sikpoopranissin (TAMC): ne Ginpne [0°

nhcTora® K¥YOiry

Juranuun xinnsicts ApbEAKOBNX Ta nNicenery FpnGin ITYMC): ne Gianine
102 Ky Oy

Bipcyriicrn Escherichia coliv | ©npenapary.

ivicrobiological purity® Total acrobic micrabial count (TAMC) ~ NMT 10° CFU/y, Nt required
Total combined yeast/imould count {TYMC) - NMT 102 ¢ /g,
Eseherichia eoli should be absent per i g.

“ Teer nukotycrsen s nepuins 3 cepiil, notist s kool 10 cepii aGo oaun ML Ba piK .
* Micrabial purity will be performed o first 3 commersia) buiches therenfer at every 10™ batch or onee in a vear.

BUCHOBOK:  Cepin Mo 1004568 sinnoninac uusoray MIKSE PIT Ne UA/6367/01/02

CONCLUSION: Batch M 1004568 complies with lhe requirements o MQC RC Ne LA/GI67/01/02
\r\{“‘\“ -~
} LA o%“"‘“'\'\‘
Ul“&”c._ké“(‘«:. 51\5\“ 'j\"&‘“k\“w&;

AIAJIT3 BUKOHAR JATA 23
{ANALYSED BY) {DATE}

Kosenrapi: itevae
Comnients; no

3usa npo ceprudivanio: wlilicnsnp 1 neniguyio, wo uascaena snue imopauia ¢ AveTosipnow i vousmo. W cepis
UPDUYIUW Gy ancoToBACH  (BIUTO A0 I yuuawosry [/ Mapkysanua) i nponeacito KO pois T geoceni na
mwmesrtanomy sthanpucseysi B nosnili signosinmoer! 3 BOmOramy, saguavensumn oounoniil nacranoni GMP,
AWNTHCDIAC Minievepernon oxoponn asopon's Yupainm, i 3 snmorams pecerpaniitnore aocue paine npu3ngtenng,
Hporakuan uupuﬁ:uurrqn. YUEWOBKN T ananiie Syns neperisuy i i seranosnens iy simreninicrn myoras GilPa,

Certification statement: «Omne this 1 certily, that the above mentioned information is true and accurate. This produet hateh
was praduced (including packaging / Iabeling) and conducted: for its quality control at the abyve mentioned manufactuorer
according fo specified in the eurrent GMP gidelines, approved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination country. Records of manufacturing, packaging and analysis
were yeviewed ind determined for their compliance with {he GMP requirementsy,

Kepisis rpymn kous posto sxecyi Yoomtonamein  acofa, wo  saificwoc
Quality contral group manager ceprutpiraiiio cepii
: Qualificd Person eerlifying the bach
I8 rt npiasume A
{(Name) ~t- ga/wo In"s o npisonne

Tlinnne {Name} '
(Sianature) @a‘h Plise O: f—'g )’h}'
Jato uizunicans = {Signuture)

{Date of signatere} DJ I 08‘?«{)1‘«; HMara niamncanuy

(Dale of signuiure)
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Factory : §P 280 (A), RIICO Ind). Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +41.| 493-298232/33:34435
Lmail @ info@@kusun.com, Website : wwiv kusumbealtheare.com
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