Cepruduxkar anaausa /
AHAIUTHYECKUH MACIOPT CePUHU

SANOFI 7

Ceprudukar ananausza
Canodu Apenrtuc C.A. Ucnanus
Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09
Tenedon 93.864.19.00 daxc 93.864.19.50
17404 Riells i Viabrea (GIRONA) SPAIN

[Tpouss. mnomanka: RIELLS

InakBenna 200 mr taderku daucrep 4x15 S2 M36 PY

OOBeKT: RIE_497344 JlaTa mpon3BOACTBA: 17-MAP-2021 00:00:00.00
Cepust: 1R457 [Jata ucteuenus cpoka MAI1-2023
TOJTHOCTH:
Howmep cepuu 3akazuuka: OF Homep: RR03641004
MeTox B COOTBETCTBUU: RIE-MET-00369 v.19.0
Bepcus ceptudukara: 10
ITOKA3ATEJIb CIIELITUDOUKATIA PE3VJIbTAT
XAPAKTEPUCTUKU
Onucanue Kpyriibie TBOSIKOBBITYKJIbIE CooTBeTcTBYET
Ta0JICTKH, TIOKPBITHIC TUICHOYHOM
00on0uKoi, ¢ rpaBupoBkoit «HCQ»
Ha OHOU cTopoHe U «200» — Ha
JIPyTOi CTOPOHE
[ser Benprit CooTBeTCTBYET
MNOJJJIMHHOCTD
I'uapokcuxiopoxuna cyinbdar (MK)  CooTBeTcTByET CoOTBETCTBYET
lunpokcuxiopoxuHa cynbdar CooTBeTCTBYyET CooTBeTcTBYET
(BOXX)
UCIIBITAHWA
Cpenusisg Macca Ot 298.9 10 330,3 mr 313.4 mr
OIHOPOAHOCTH MACCHI Egp. @. CooTBeTCTBYET
OIHOPOTHOCTE TO3UPOBAHUS CooTBeTCTBYyET CoOTBETCTBYET
(paccumMThIBaETCS IO MacCe)
PACTBOPEHUE
PacTBopuBIImiics CooTBeTCTBYET 97
THJIPOKCUXJIOPOXUHA CYlb(dat mocie
30 munyT (Q=75 %) (YD)
MMPOAYKTHBI PA3JIOXXEHUA
npumech SSR24772 He 6onee 0.5 % 0.0%
npumecs SSR10022 He Oonee 0.5 % 0.0%
0001 HEUICHTUPUITUPOBAHHEII He 6onee 0.2 % CooTBETCTBYET
MPOJIYKT PA3IIOKEHUS
CyMMa NPOAYKTOB Pa3IOKEHUS He 6omee 1.0% 0.1%
MHUKPOBUOJIOI'MYECKA CootseTcTBYET o
YUCTOTA o

Oo01ee YnciIo a3poOHBIX
mukpoopranuzmos (TAMC)
OO11ee 9nCio TIECHEBBIX U
nposxkeBbIx rpuoos (TYMC)
OmnpenenéHHple MUKPOOPTaHU3MBI
(E.Coli)

KOJIMYECTBEHHOE
OITPEAEJIEHUE
I'MapOKCUXITOPOXHHA CYNIb(haT
(BOXX)

He 6omnee 10° KOE/r
He 6onee 10° KOE/r

OtcyrcrBue/r

Ot 190,0 g0 210,0 mr/Tad

197,8

JlanHast cepusl MPOHM3BEICHA CChUIAsCh HAa JCHUCTBYIOIIEE IOCKE M B COOTBETCTBHHM C TEKYIICH
Hannesxareii npon3BoacTBeHHO# pakTrkoii (cGMP).
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Cepruduxkar anaausa /

AHAJIMTHYECKHI MACTOPT CEPHHU SA N O FI. Y 4

PemeHHe yl'IOJ'IHOMOIIeHHOFO JIMIIA. BbIHyH_[eHO
23-ATIIP-2021 16:18:50.00
Monica Fornes

JlaHHbI# cepTU(UKAT aHAIN3a TOIMTUCAH YJICKTPOHHO! MOAMUCKHIO C UCIOIb30BAHUEM BAJTUAUPOBAHHON
cuctembl LIMS.
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SANOFI AVENTIS S.A Spain
Ctra. C-35
Tel. 93.864.19.00 Fax.
17404 Riells i Viabrea (GIRONA)

(La Batlloria-Hostalric)
93.864.19.50

CERTIFICATE OF ANALYSIS

SPAIN

Km.

63,09

SANOFI .2

Site:

RIELLS

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU

Item: RIE 497344 Manufacturing date: 17-MAR-2021 00:00:00.00
Batch: 1R457 Expiry date: FEB-2024
Customer batch: OF number: RR03641004
Method reference: RIE-MET-00369 v.19.0
Certificate version: 10
L J
~
TESTS SPECIFICATIONS RESULTS
CHARACTERS
APPEARANCE ROUND BICONVEX FILM COATED TABLET COMPLIES
ENGRAVED WITH "HCQ" ON ONE SIDE
AND WITH 200 ON THE OTHER SIDE
COLOUR WHITE COMPLIES
IDENTIFICATION
HYDROXYCHLOROQUINE SULPHATE (IR) COMPLIES COMPLIES
HYDROXYCHLOROQUINE SULPHATE (HPLC) COMPLIES COMPLIES
TESTS
AVERAGE MASS 298.9 330.3 MG 313.4 mg
UNIFORMITY OF MASS Ph. Eur. COMPLIES
UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES
(CALCULATED BY MASS VARIATION)
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES 97
SULPHATE AFTER 30 MIN (Q=75%) (UV)
DEGRADATION PRODUCTS:
IMPURITY SSR24772 NMT 0.5 %
IMPURITY SSR10022 NMT 0.5 %
ANY UNESPECIFIED DEGRADATION PRODUCT NMT 0.2 %
TOTAL DEGRADATION PRODUCTS NMT 1.0%
MICROBIOLOGICAL QUALITY:
-Total aerobic microbial count (TAMC) NMT 1032 CFU/G
-Total combined yeasts/moulds NMT 102 CFU/G
microbial count (TYMC)
-Specified micro-organisms (E.Coli) ABSENCE/G
ASSAY
HYDROXYCHLOROQUINE SULPHATE (HPLC) 190.0 210.0 MG/CPR 197.8

This batch has been manufactured in reference to the dossier in force and according to the cGMP
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SANOFI AVENTIS S.A Spain
Ctra. C-35
Tel. 93.864.19.00

17404 Riells i Viabrea

Fax.

(La Batlloria-Hostalric)
93.864.19.50
(GIRONA)

CERTIFICATE OF ANALYSIS

Km. 63,09

SPAIN

SANOFI .2

Site: RIELLS

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU

Item:
Batch:
Customer batch:

1R457

Method reference:

Certificate version: 10

RIE 497344

Manufacturing date:
Expiry date:
OF number:

RIE-MET-00369 v.19.0

17-MAR-2021 00:00:00.00
FEB-2024
RR03641004

Qualified person decision:

Released

23-APR-2021 16:18:50.00

Monica Fornés

This certificate of analysis has been electronically signed from a validated LIMS
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