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Jhikapesiii 3acit; JEGHO®

Medicinal product: LEFNQ®
Abhoya pegonnra;

Active ingredients:
Peectpaniine nocoigsensis:
Registration Certificute:

CEPTHOIKAT SIKOCTI
‘CERTIFICATE OF QUALITY

AR Ne 1119FG230600639
-Hava /Date; 04.07.2023
rafmeTin prpiti afononkown wo 20 mr, no 17 TafireTok: ¥y Gmicrepi; wo -3 Gaicrepr ¥

KapTogHiif ynakopui

‘coated tablets 20 mg; 10 tablets in a blister; 3 blisters in 1 carton package.

Jdedpaynominy 20 M
-Leflunmutde 2{1 mg

-.N' UA!ﬁBG’?.*’BI!(}I 28, {}4 2{}1'? Rtgiﬁtl ation Certificate ‘\ra]tdlf}’ is unlimifed

Hinensin na supobmimrao No: Rajl2354
Ceprudivar GMP No: 042/2020/GMD
Bupobim. Hyeym Xearxsep ot Ao, ligia
Appeca BEpobHIKA; .CYI-289 (A), PIIKO Innacrpian aped, Yonangi, biisuni, Jicr, Aasap (Padxacran), Inaiic
Manufactured by: .. Kusum Healtheare Pyt Ltd, India
Address of manufactiarer: SP-28% (A), RIICO Industrial area, Chopanki, Rhivwadi; Dist. Alvar (Rajasthan), India
‘Cepia: Ne 2007616 ‘Posmip cepit: 13333yn. Hata sur.:04/2023 Hisicsii no' 03/2026
Batch:- .Batch Size: DiM: ‘Expiry date:
No Hazga noxazuuka Bumorn Pesynnrayn
Name Index Requircments ananizis
_ ___|__Result of analyses
1 | Onec Opazrni upcomyini TaBaeTs SiNoro koaLopy, BKPATI 060I0HKOI. Bianoninae
| Description ‘Wiite, oval, bicanvex, coated 1ablets, Complies
2 | luenyudixauis Hac yTpUMYRAHUA 0CHOBHOrG nm}? HA  XPOMATOrpaMi ﬂncm}:mc} ranoro | Bianosimae
DOo3uHny, OTPHMARO! B YMOBAX KiAEKICHOI0. BHIHAYCHHR, MAE CUIBMARATH 3
HACOM YTPHMARHA IKY JeQnyHOMINY Ha xpoMaTorpami (teduaywomiz).
Identification Inthe assay, the prmmplc peak in the chromatogram obtained with sample | Complies
solution has the relention time as the principle: peak in the chromatogram
i obtained with standard preparation (Leflunomide). .
3 | Onnopigyicrs mososanux | Bimjosinae usoram. Binrosipae
OMITHHELD s |
hs e P ALy : "*-}“Qx
. L . R - ; . N T e "-\ -
Uniformity of dosage Complies to requirements. S SN Complies
units . L %, -
4 | Posnananus He Ginvwe 30 xe. F s/ ‘“f’gf;!f’f?f’*"”- \‘”:i’; ‘\\l 02 xn 55 cex
' [ 2 fr Lasrigg T{t ,r 5 : {:
Digintegzation ‘Not more than.30 minutes Eﬂ; ! Ko P00 7 qu]mm } 1 02 min 55-sec
5 | Cynpopiani oMy Fomitoxd A — ue Biasiue 0,1 %; x\j\ A /i' - /'; He prasneno
Hominxa B ~ e Ginvue 3.3 %: VRN CEPTHbKAT A / 0.502%
2 b AN o
Aomimxa C — ue Ginsiue 0,2 %; q"“'xf};’\ - i‘b*\‘?*:jr_f He siasneno
[osua n¢pinoMa fominka — ae Gimsine 0,2 %; Ml (TIPS He sunsneno
Cywma pomiitox -- e Simune 4,0 %. e e 0.502%
Related substances _
Impurity A — Not more than 0;1 %: ‘Not detected
Tmpurity B~ Not more than 3.5 %, 0.502%
Impurity C — Not more than 0.2 %: 'Not deiected .
Any unknown impurity — Not morc than 0.2 % ‘Not detected.
1 Total impurities — Not mare than 4.0 % 1.502% L
6 | PosunueHns He menme 75 % (Q) 1a 30 xs ©4.57% - 86.97%
Dissoiution Not less than 75 % (Q) af 30 minutes 94.57% - 96.97%
7 | Kinskicse rusnaveHys TIpu sunycry: 95,0-105,0 % BiR 3agR:cHOTO BAICTY 101.70%
__ Ha mepativ HPH(]HH?HULHH 90,0-110,0 % Bix sansaenoro puMicry
’ ‘iﬁﬁ oy
Ny / g @Wm 3;%# N Release: 95.0-105.0 % of 1he Jabel claimi. 101.70%
Y- Ly ‘w Shelf life: 90.0-110.0 % of the Jabel claini
#E. 7 "
{9 °\o ﬁ% |
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Jliscapessit saci6: JLRGHO® vabrericn ' skpr1i obononxoo me 20 mr, wo 10 rabnerox y ‘Gaievepi; wo 3 Gaicrepn y
kapronniit ynagopul |
Medicinal product; LEFNO® -toated tablets 20 mg; 10 tablets in a blster; 3 blis{ers {n a carton package
Cepin: No 2007616
.._Baich:'_‘ L , L
8 | Mikpobioaoriuna 3aranera xiabgicTs aepobunx mikpoopragiamis {TAMC): He Bhwme 107
4UCTOTAY KYO/ir;

3aranspHa KIARKICTL APDEIKORMX Ta mricesenux rpy6is (TYMCO): ve Gianme
102 KYO/ir

Bigcyrnicts Escherichia coli v 1 r npenapary.

Microbiological prrity* Total aerobic microbial count (TAMC) - NMT 103 CFUre. Nat required
Total-combined yeast/mould count (TYMC) — NMT 102 CFU/g,
Escherichia coli should be absent per 1 g,

* Tecr sukonyeTsest AN mepsx 3 cepiit, noriv wma xomknoi 10 cepil a60 oM pa3 Ha pix..
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10" batch or once in a year,

BUCHOBOK:  Cepis Ne 2007616 Bianoniac sHMorav MK PIT Ne UA/6367/01/02

CONCLUSION: Batch Ne'2007616 complies with the requiréments 6f MQC RC Ne UA/6367/01/02

— "5753?/ 2623

AHAJIZ BUKOHAB. s | A aata 04 iy
(ANALYSED BY) PV ﬁg’fw (DATE)

Komenrapi: HeMae.

Comments: no

Sasasa npo cepridixauiio: «JHifemum a 3nesinuyio, w0 waseeua Biure HGoPMaiin € .Aocrosiproio 1 rossiow. a cepia.
gpoxyxuil Oyiaa BArOTOBICHA (BKMIOVANYH YHRKOBKY / MapKyBausu) i opoBeaeHd KOHTDOAL TT SKOCTE na
BHIELSITARAIIOMY IHANpHeMeTsl B sroBuifi  Blawesiaunocri 3 BumoraMs, zaznauenums B GHHHIN naerausoni GMP,
savseppaxeni MinicTeperrom oxopornu 3gopon's. Vipalum, § 1 sumoramu peecTpagiinore gocue Kpa¥ opHInageins..
IpoToko/ BupodHOUTEA, YHAKOBKA T3 AEANI3ES yan neperasuy i § BeTaNoBIena IX BIATORIKIICTE BRMoTarn CMPy.

Certification statement: «On.this 1 certify, that the above mentioned information is true and accurate, This product batch.
was produced (including packaging / Iabeling) and conducted for its quality control at the above mentioned manofacturer
aceording to specified in the current GMP guiidelines, 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 reviewed and determined for their compliance with the GMP requirements».

Kepisuuk rpyny KOETPOMO SKOCT Viosnosakena  0co0d; 110 3pilicHioe
| P _
Quality control group manager ceptydikaniro cepii
| Qualified Person certifving the batch
Ii'n 2 npissine ou\vrfra 3 i
(Name) | o Im's Ta npisBne TSN
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