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Certificates of analysis /

Batch certificate

o %

Usine Complégne

CMP 3084

0419

ARAVA, Z0MG, FT, , 208T $7,C0 U

Lot nunber CE4%A
or coenc9zs

Presentacion HOT X 3C

TABLET,

CMER F273

2052

FILM COATED

1395p

1

Markot Hame

Version Coh

L9-MaR-20Z20
FEB~2023

Rusgian Fed.,

Specification

Results

Kethod refererce

DESCRIPTION

ICERTIFLICATION

= Leflunomide (HPLC)
= LeZlunomize (UV)
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Certificates of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
%6, Route de Cholsy-au-Dac
60205 COMPIEGNE Cadex - France

g

SANOFI

Usine Complégne

Tel : + 33 (0) 3.44.3B.44.38
Tax : + 33 (0) 3.44.490.49.49
ere 30840410
ARAVA, 20KG, T, , 308T §P,C0 RU
Lot numbaer OHEIA Manufacturing Zate L9-MAR-20UE0
CF GUOUI03Z32050 Expiry Date FEB-2023
Preosentaticn BOT %X 30
TyYpe TABLET, ¥ILM COATED Market Name Russian Fed., East Eur. Flatfc
Certificate Name THP F273139LP1 Version Coh 9
[ Tests Specification Results

-

- DISSOLUTICN

Compiies with Ph.Tur./ USSP requirerents Q= 75% in 10 minutes (81 and 52 only)
Stage 1 Number sSf units Qut 3 il
Gt 6 < g = 5 4% of lLakel claim
Min P4 %
Max 96 %
Mean LA |
RED C.B %
- UNIPORMITY OF DCOSAGE UNITS
By content unifoermity
Zomplies with Ph. EUZ/USP rejuirzemencs
. Stage 1 : Aceptance wvalue tor 10 < pr = 15.0 % 2.0 %
units (L1)
Min
Maw
Mean
REb
- WATER CONTENT <gr = 5.0%
WICRIBIOLOGICAL TEST &
'Periodical testinag)
- TAMC < gr = 1000 CEQ/g
« TYMO £ sr = 100 CFO/3 perisdic Testing
- Escherichia coll Rhserce pericdic zesting
T e,
_ ‘.’-’.' e W )
Py '\'\,\1- .-ﬂ’,_.).,.....:_‘:p-n’v, T ™

SANGFT WINTIROP IMDUSTRTE is the successsr of AVENTIS INTERCONTIRENTAL, successcr of AVENTLY A B ) RITEN
succensor of USIPHAR, FoF GNP May T
Manufacturing Buthorisatzon Number : M20/C1%. ;;d?,/ SN 3
1 hereby certify that the sbove information is authentlc and accuzate. “his batch of pxgjbe# W8y been 'é-\\»-\
manufactured, including packaging and guality control in full compliance wish GM? :equiﬁhﬁﬁﬁ’$~ Qﬁhgl;gal W=l
Regulazory Authority ek f Oncﬁf“~‘u\:3“ My I i
and with the specifications in the Marxeting Authorisation of importing country. The ba?g%\ rocessiﬂawsg;ﬁlﬁ /‘?-
and analysis records wers reviewed and found Lo be in cemplionce with GHP. A"K ‘a A Iy
Certificzate of 3MP Compliance: 2020 /7 H¥F / FR / 088 AN 74
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Certificales of analysis /

Batch cortificate ~ SANOF] g

Usine Zompiegne

SAROTY WINTHROD INDUSTRIE

56, Route de Cholsy-au-Bac
60205 COMPIEGHE Cedex - Erance
Tel : + 33 (C) 3.44.28.44.38
Fax @ o+ 31 (0) 3.44,40,49.49

[ , %

CMP BCB40410

ARAVE, 20MG, T, , 08T 5P, ZC RU
Lot numbor OHd 3A Manufacturing Date 16-MAR-2020C
or guot0s23zoso Expiry Date FEB=2023
Presentation BOT X 30
Tyne TABLET, FIlLM COATED Mariat Name Russian Fed., East EZur. Placfc
Certifizate Naws ZMP F273.33521 Varsion CoA 9
Decision Acscepté/Acecopted
Dacision Pata 27-AER~Z2020 14:08
Quality Pharmacist/Qualified porson P. Bagsire
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Ky .
& D WA
7 L :s’:.
a5 ) We A
%'::EI(" 2o Fosen 159
L ] i
2zl canati ™ =4
ﬁc\{sdnn_,l Russia ';}\j
S ,
2N ;

M
p

rap_cua_temilrate v6 Page 3/ 3




