Jlikapesknit 3aci6: JJEO®HO®

Medicinal product: LEFNO®
JMiro4a pewopuna:

Active ingredients:
Peecrpauiiine nocsizyenns:
Registration Certificate:

Jlinensist Ha BHpobHuuTBO No:

Cepradikar GMP Ne:
Bupo6rnk:

Azpeca BRpoOHMKa:
Manufactured by:
Address of manufacturer:
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Kusum Healthcare Pot. Lid . CorTeSItAS
CEPTRPIKAT AKOCTI
CERTIFICATE OF QUALITY
AR, Ne FG/1290/20
Mara /Date: 19,10.2020

TaBaeTku BKpHTI obenonkow o 20 mr, no 10 TaGaerok y Gaicrepi; mo 3 Gaicrepu y

KAPToMHi# ynakosui

coated tablets 20 mg; 10 tablets in & blister; 3 blisters in a carton package

Jledpaynomiay 20 mr
Leflunomide 20 mg

Ne UA/6367/01/02 sin 28.04.2017, vepmin ail peccTpauilinoro nocsigveHns neobmenennit

Ne UA/6367/01/02,
Raj/2354
001/2018/GMP
Kycym Xenarxxep IIsT JlTa, Innist

28.04.2017, Registration Certificate validity is unlimited

CII-289 (A), PIIKO Tupactpian apea, Yonauxi, Bxinaai, [licr. Ansap (Pamxacran), uxin

Kusum Healthcare Pvt Ltd, India

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepin; Ne 2002931 Po3mip cepil: 13333yn. Jara Bxr,:09/2020 Hificunit no: 08/2023
Batch No.: Batch Size: D/M: Expiry date:
N | Hoxaszarean kayecTsa TpeboBanus PesyarTaTst
Name Index Requirements AHANNIOB
Result of analyses
1 | Onucanue Osancume  asosxommnyknpie Tabietku Genoro umera, nokpuTHe | CooteeTeTBYyer
0b60n03KOM.
Complies
Description ‘White, oval, biconvex, coated tablets.
2 | Unenrnduxauus BpeMa yRepXuBaHUS OCHOBHOFO IIHKR HA XPOMETOTDaMME UCHLIMYEMO20 Coorsercrayer
pacmeopa, TONyHeHHod NPH KONMYECTBEHHOM ONpPCHCNCHHH, AOMKHO
COBNQJATE C BPCMEHEM  YAGDKMBAHMN NHMk3  JedrysoMuias Ha
XpoMarorpamme cmukdupmuozo pacmeopa (NehayHoMu).
Identification In the assay, the principle peak in the chromatogram obtained with sample | Complies
solution has the retention time as the principle peak in the chromatogram
obtained with standard preparation (Leflunomide).
3 | Oauopoasocrs CooTBETCTRYET TPEGOBAHHMSM Cootsercrayer
LO3APOBAHHEIX EAUHHALY
Uniformity of dosage Complies to requirements Complies
units

4 | PacnagaemocTs

He 6onee 30 mun

02MuK  25cex

Disintegration Not more than 30 minutes 02min _ 25sec
5 | Comyrcryromue Ipamecs A — uc 6onee 0,1 %; He o6sapyxeno
NpHMEcH TIpumecs B — ue Gonee 3,5 %; 0.381%
TIpumecs C — ue 6oaee 0,2 %; He o6uapyxeno
Kaxnan HenssecTHas npuMecs — He Soaee 0,2 %; 0.033%
Cymma npemece! — ne Gonee 4,0 %. 0.434%
Related substances Impurity A — Not more than 0.1 %; Not detected
Impurity B — Not more than 3.5 %; 0.381% )
Impurity C — Not more than 0.2 %; N‘.’t detected
Any unknown impurity — Not more than 0.2 %; gggi:’/"
5 (]

Total impurities — Not more than 4.0 %.

6 | Pactsopenue

He menee 75 % (Q) 33 30 Mun

99.3% - 99.9%

Dissolution Not less than 75 % (Q) at 30 minutes 99.3% -~ 99.9%

7 | Konnuecraennoe IIpu euinycexe: 95,0-105,0 % oT 3a9BNEHHOTO KOMHIECTRE 99.50%
OTIpCACHCHHE Hra cpoxa zoduacmu: 90,0-110,0 % 0T 3aABACHHOTO KOHYECTRA o
Assay Release: 95.0-115.0 % of the label claim 99.50%

Shelf life: 90.0-110.0 % of the label claim

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph
Email : info@kusun..com, Website : www.kusumhealthcare.com
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Kusurm Healthcare Pot. Ltd.

Jlikapeoknii 3aci6: JEQ@HO® Tabaerkn BKPUTI 06ononkoe0 mo 20 mr, no 10 Tabnerox y Gnicrepi; mo 3 Gxicrepn y
KapToHHi#l ynakosui
Medicinal product: LEFNO® coated tablets 20 mg; 10 tablets in a blister; 3 blisters in a carton package
Cepia: Ne 2002931
Batch No.:
8 | Mukpobuonornyecxas Obmee amchno a3pobHeIX Mukpoopraunamos (TAMC): ke 6onee 10° KOE/r. | <10 KOE/r
qucrora* Ofwmee uncno mpoxokessix u 1ecHessix rpubos (TYMC): ne Gonee | <10 KOE/r
10?2 KOE/ 1,
Orcyrcreue Escherichia coli B 1 r nipenapara. Orcyrcrsue /t
Microbiological purity* Total aerobic microbial count (TAMC) — NMT 10° CFU/g. <10 CFU/g
Total combined yeast/mould count (TYMC)— NMT 102 CFU/g. <10 CFU/g
Escherichia coli should be absent per 1 g. Absent/g

* Tect BUKOHYETRCA Ans nepuruxX 3 cepiif, noTiM i koxkHoT 10 cepil abo oauu pas Ha pik .
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10% batch or once in a year.

BHCHOBOK: Cepis Ne 2002931 BianoBinae Bumoram MKA PIT Ne UA/6367/01/02

CONCLUSION: Batch Ne 2002931 complies with the requirements of MQC RC Ne UA/6367/01/02
2 e .

AHAJII3 BUKOHAB JATA MoV

(ANALYSED BY) M,()vi’% (DATE)
M Kuwior—

Komenrap: Hemae
’ Comments: no
3asma npo ceprudixaniio: «Jlificunm a1 3acsinuyio, Wo HaBenena BHie iHPOpMANIA € ROCTOBIPHOW i TOYROI. Iis cepis
npoaykuil Oyna BHroTosieHa (BIUNIOMAWMH YNAKOBKY / MapKyBaHHs) i NpOBENEHO KOHTPoIb W wmkocTi ma
BHULEIraJaHOMY MiANpHeMcTBi B nosaiil Blanosignocti 3 Bumoramu GMP, BCTEAHORIEHUMA MICUEBHM DPEryIsTOPHMM
OpraHoM, a TaKkox BiAHOBIAHO A0 cneundikauil, mo MicTHTECA B peecTpanilinoMy foche kpalnu iMmoprepa, Tporoxonu
BHPOOHHUTEA, YNAKOBKH Ta aHAABIB Gy nepernsinyTi | BeranosneHo Ix BignosinsicTs sumoram GMPy».

Certification statement: «On this I certify, that the above mentioned information is true and accurate, This product batch
was produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and according to the specification,
contained iu the registration dossicr of the importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

Wrﬂ\wlmo

KepiBHHK rpyny KOHTPOO AKOCTI
Quality control group manager

A-TDahe
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Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
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HAEPAUIIKCITY XBA
HAEPKABHA CJYXBA 3 JIIKAPCBKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

Byn. Bepesnskiscrka, 29, Kuis, 02098, Ten./cbal«_:: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
MpO SIKiCTH BBE3CHOTo B YKpainy Jikapchkoro 3aco6y

30.11.2020 Ne 65693/20/26

JEOHO®

(HalimenyBansa nikapcrkoro 3acoby 3riHO 3 peecTpanitinm TOCBINYEHHIM)
TabJeTkH, BKpATi 060101K010, 110 20 M, 10 10 TabneToK y 6nicrepi, no 3 Gaicrepn y
KapTouHiii ynakoBui

(hopma Bumycky, Ao3ypanHA, BUA NAKYBAHHA NiKAPCHKONO 3acofy)
Homep peectpaniittoro nocsiauenns UA/6367/01/02 ctpox nif peecrpauiiisoro nocsinvess HeoOMeKeHu
Cepin nikapcukoro 3acoby Ne 2002931 Kinskicrs BBe3eHOro nikapeskoro 3acoGy 240

Bupobauk Kycym Xewrrxxep s Jirg, Taiia

(uaiimenyBanHs BupoGHHKa Nikapcekoro 3acoby, kpaina TIOXOJUKEHHS)

Bseseno B Yxpainy TorapucTro 3 06mexenolo BinnoBinamsuicrio "I'nendapm JITA",
inenr. xon: 20075891

(nafiMenysansx Ta xon 3a CIPTIOY sopunynoi ocobu abo npissume, iM's, 1o Garsxoni diznmol
0cobu - mianpuemy, TV Micue MpoXMBERHA Ta peectpaniituni Homep 06nikoBoY xapTXH MnaTHNKE
noJarkia aGo cepin Ta Homep nacnopra)

IIpoTokon Bisyansuoro kourpomo six 16.11.2020 Ne 3554/9,

JlaGoparopuuit aHatis AkocTi nikapcekoro 3acoBy 3xificHcHuH:

A "Uentpansha nabopatopis 3 ananisy skocti TKapchKux 3acoBiB i MequIHOT HpoAyKuii"
(m.Kuis, syr.Kyapsscexa 10r)

(natimenyBanns Ta MicuesHaxomxenHs NaGOPATOPII, 1110 NpoBe/a naboparophult ananis skecri)

BiicHoBoK 10210 AKoCTi nixapeyxoro sacofy, aynannt nabopatopicio six 24.11.2020 Ne 3276

Pesynvratu naboparoproro ananizy skocti Jikapcrkoro 3acofy 3a nepeBipeHAMM NOKAIHHKAMH BiANOBIARI0TE
BHMOT'aM METOAIB KOHTPOMNIO AKOCT] (BRANITHYHO-HOPMATHBHOT ROXymeTauii).

32 pe3yNbTATAMH EPXKABHOTO KOHTpOMIO  BCTAHOBNEHO, WO JiKApCKMH 3aci6 BBeseHo B Vipainy 3
AOTPHMAHHSAM BuMOT 3aKOHOJARCTBA OO 3a(e3ne4eHHs AKOCT] IIKAPCHKUX 3a¢06in,

Jliommuita CTOPOXXEHKO

(iniuiany Ta npiznnmc)
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Kusum Healthcare Pot. L1d.
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CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

Jlixapcsknit 3aci6: JEOHO® Tabuerkn prputi ofononkoe -no 20 mr, o 10 TaGierox y Galerepl; wo 3 Gaicrepu y
xapronniii ynakosai
Medicinal product: LEFNO® coated tablets 20 mg; 10 tablets in a blister; 3 blisters in a carton package
Jitous pevosnna: Jedaywominy 20 mr :
Active ingredients: Leflunomide 20 mg
Peectpaniiine nocsinyenus: Ne UA/6367/01/02 sin 28.04.2017, Tepmin aif peccrpauiiisiore nocsiguenns neobuexennii
Registration Certificate: Ne UA/6367/01/02,  28.04.2017, Registration Certificate validity is unlimited
Jlitiensin ua supobunnrso Na: Raji2354
Ceprudiixar GMP Ne: 001/2018/GMP
Bupotiux: Kycywm Xesrxwep Isr Jlvg, Ingia
Aapeca BupoGruKa: CI1-289 (A), PIKO Iunacrpisn spea, Yonauxl, Bxisani, dict. Ansap (Pamracran), Ingis
Manufactured by: Kusum Healthcare Pyt Ltd, India
Address of manufacturer: SP-289 (A), RTIICO Industrial ares, Chopanki, Bhiwadl, Dist. Alwar (Rajasthan), India
Cepis: Ne 2003149 Posuip cepil: 13333yn. Hars suri:10/2020 Hiticaiit a0: 09/2023
Batch No.: Batch Size: . DM: Expiry date:
Ne' | IToxasarenu kauecrna Tpebobanus PesyasTaTsl
Name Index Requirements AHANN30B
Result of inalyses
1 | Onmucanue OBanbHS  JBOSKOBKITYRMEC Ta0NETKM GENOTO NBETA, NOKPHITHE Coorsercrayer
oGonouxoit. K
Description White, oval, bieonvex,.coated tablets. Complies
2 | Hpenrndukanas Bpems yXepKHBAHEA. OCHOBHOMO MHKA HA XPOMETOTDAMME NCHOIMYEeM020 | COOTBETCTRYET
pacmeopa, NONyieHHOH NPH KONHYCCTBEHHOM ONPEAENCHUM, JOIDKHO
CORNARATE ¢ BpPCMEHEM  YASPRKMBAMM nHKA JaohryHOMuZa Ha
XpOMaTorpamMMe cmandapmnozo pacmeopa {Hednyromun).
Identification In the assay, the peinciple peak in the chromatogram obtained with sample | Complies
solution has the retention time as the principle peak in the chromatogram
obtained with standard preparation (Leflunomide).
3 | Ozsopomsocrs Coorsercrayer Tpefosannam Coorsercayer
AO3BPOBAHHBIX GANRHIY
Uniformity of dosag Complies:to requirements Complies
units : ) »
4 | Pacrazaemocts He Gonee 30 Mun 03mm 25¢ex
Disintegration Not more than 30 minutes O3min_25sec
5 | Conyrcrayoume JTIpumecs A — ne Gomee 0,1 %; He:obuapyxeno
npuMecH Hpuiecs B — ne Gonee 3,5 %; 0.520%
TTpumecs C— ne Gonee 0,2 %; He ofuapyxeso
Kawnas reuanecrran npumecs — ne Sonee 0,2 %; 0.034%
Cymma npamecell —ue Sonee 4,0 %. 0.562%
Related substances Impurity A~ Not more than 0.1 %; gg;f,j‘““’"
Impurity B — Not more than 3.5 %; IEL 70
Tmpurity C — Not more than 0.2 %; Not-detected
.Any unknown impurity — Not more than 0.2 %; 0'0_342"'
Total impurities — Not more than 4.0 %. 0.562%
6 | Pacrsopeine He menee 75 % (Q) 3a 30:mun 97.6% ~ 102.2%
Dissolution Not less than 75 % (Q) at 30 minutes 97.6% - 102.2%
7 | Komauecraennoe {Ipu evinycxe: 95,0-105,0 % OT 38ABRCHHONO KONHILCTEA 102.00%
onpeacicHUE Az cpoxa 200ucemu: 90,0-110,0 % ot 3sspnentioro kommecrsa
Assay Release: 95.0-105.0 % of the label claim 102.00%
Shelf ife: 90.0-110.0 % of the labe! claim .
Page No. 1 of 2
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Jlikapenxuft 3aci6: JEGHO® vabaervu BKpuvi obosonkero no 20 mr, no 10 Tabaerow y Guicvepl; no 3 Gnicrepn y
KapTonniit ynaxosui
Medicinal product: LEFNO® conted-tablets 20 mg; 10 tablets in a blister; 3 blisters in & carton package
Cepin: Nz 2003149 .
Batch No.:
8 | MexpoSuonormieckas Obwee uncno 83pobusix Mykpooprauusmos (TAMC): se Gonee 10° KOE/r, | 10 KOEr
1 wncrora* Ooﬁamqe YHCRO JAPOAOKEBLX W fUrcHemIX rpnBos (TYMC): me Gomee | <10 KOE/r
1P KOE/r.
Orcyrersue Escherichia coli B 11 npenapars. Orcyrersue /r
‘Microbiological purity* Total aerobic microbial count (TAMC) —NMT 10° CFU/g. 10 CFU/g
Total combined yeast/mould count (TYMC) — NMT 102 CFU/g, <10 CFU/g
Escherichia coli should be sbsent per 1 g, Absent/g

* TecT BUKOHYETHCH N nepwinx 3 cepi, notiM am koxkHoT 10 cepil-abo oz pad Ha pik.
* Microbisl purity will be performed on first 3 commercial batches thereafter at every 10" batch or once ifi a year.

BUCHOBOK: Cepin Ne 2003149 pinnosinae BrMoram MICA PIT Ne UA/6367/01/02
CONCLUSION: Batch Ne 2003149 complies with the requirements of MQC RC Ne UA/6367/01/02

G ol
AHAJII3 BUKOHAB ' IATA _ 23 )ihstne

(ANALYSED BY) (DATE)
KomeHTapi: nemae
Comments: no

3usBa npo ceprudikanito: «/ificHuM st 3acBinyylo, mo Hapegens puue indopmanis € Aocrosipuoto § Touudio. Us cepln
mpoaykuil 6yna Burorossena (BKAKMAOMA YnakoBKy / mapkysamms) 1 mpomeneHo xouTpons W gxocri HA
BUIHEsrafaHoMy nianpuemcrsl B nosuill Binnosianocti 3 BuMoramu GMP, BeraHOB/IeHNME MicHeBHM pPeryasTopHuM
opraHoM, a Takox Blanosinuo xo cnemndivanil, wo MicTETRCHE B pecerpanlitnomy Koche Kpatun immoprepa, Tporokem
BHPOGHHITSA, YNaKkOBKY Ta aBaiisis Gyau nepernauyTi i Beranosneno x.sinnosingicrs sumoram GMPy,

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This preduct batch
was produced (including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer
according to all relevant GMP requirements, established by Local Health Authority, and according to the specification,
contained in the registration dossier of the importing country. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

Tl

32112 D20

KepiBEHK IpyImH KORTPOMO IKOCTI
Quality control group manager ﬁ - 5 b
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JEPXJOKCITY)XBA _
NEPKABHA CJIYXPBA 3 JIKAPCHEKHAX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
By:1. Bepesnsxiscnka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua https://www.dls.gov.ua, Koa €IPIIOY 37079055

BUCHOBOK
npo sKicTL BBE3eHOro B Ykpainy .uilcapcbxoro, 3acoly

10.02.2021 | Ne 5616/21/26

JEPHO®

(HaliMeryBanHs nixapchkoro 3acofy srinro 3 peecrpanifiHuM nocsiayeHnsM)
TabneTku, BkpuTi 060/10HK010, Mo 20 Mr, mo 10 Tabnerox y baicrepi, no 3 6aicrepn y
KapTOHHi# ynaxosui : :

(hopma Bunycky, aosysauns, suz naxyaaHis aikapchkoro 3acoby)

Homep peecrpauifinoro nocsizsenns UA/6367/01/02 crpox it peesrpanitincra nocsizuenrin HeOOMERCHHH

Cepis nixapcsxkoro sacoby Ne 2003149 KinsxicTs Beesenoro Aikapckord sacoby 140
Bupo6unx Kycym Xenrxxep It Jitn, Iagia | . .
(1nftmeryBanHs SHPOGAWIA TIKAPCEKOro 35C0Gy, Xpalia NOXOLKEHHR)
Baeseno B Vipalny ToBapucrBo 3 06Mexkenomw Binnopizansaicro "I" saengapm JTA",
imenT. kox: 20075891 :

(rafiMcHyBaHRX Ta kox 38 €IPTIOY lopunuquoi‘ ocobu 360 npiixume, iM%, 110 Garuxoni-diziranol ‘
ocou - nianpuemsus, T micue npoxueanus Ta peecTpalgiitanii soMep o6mikosol KapTKH ONSTHHKA
moxatkis a6o cepia T8 ROMep nacnopra) ,
IlpoTokon sisyansnoro kourpomo six 14.01.2021 Ne 20/4.

JlaGopaTopunit ananis sxocTi Mivapcskoro 3acofy sxilicHeHmi

®inis 11 "Lientpansua naGoparopis 3 ananisy SkocTi TiKAPCEKHX 2ac06iB i'menminoi‘ npoAyKIii"
y M.JIsBiB (M.JIbBiB, Byn.Kymsuapkisceka,131)

(nafinenysauus ta micuesnaxomenta maboparopil, mo nposena naGopatopHnit ananis mocti)

BucHoBoK 10710 sxocTi nikapeskoro 3acoly, Buaunit naﬁqua‘rqpitilo 8in 09.02.2021 Ne 38
Pesynurarit naGopaTopHOro aHaNisy 2KocTi Mikapeskoro 3aco6y 3a NepesipenuMu nokasaukamy BiAIOBIXAIOTS
BHMOTAM METONB KOHTPOMO AKOCTi (BHANITHYHO-HOPMETHBHOT AOKYME: -~ '

3a pesyibTaTaMm ACPABHOTO KOHTPOMO BCTAHORNEHO, IO JIKBDELRMM 3aci6 Bsezeno Vkpalny 3
AOTPHMAaHHAM suMOL RETTIIONNGI B i":’-- bKHX 3ac00iB.

Hananmssux Mukona XOJIOZEHKO

* (isiagiaxi Ta npiseRime)

(nocazpsa ocola
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