Ceprudukar ananmnsa

Canodu Asenrtuc C.A. Mcnianus

Y

SANOFI

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 [powuss. mnomanka: RIELLS

Tenedon 93.864.19.00 daxc 93.864.19.50
17404 Riells i Viabrea (GIRONA) SPAIN

MnaxBenna 200 mr Tadaerkn damcrep 4x15 S2 M36 POCCHSA

Meron B coorBerctBun: RIE-MET-00369 v.19.0
Bepcust ceprudukara: 10

Obwekt: RIE_497344 [Hara npoussoactsa: 14-ATIP-2021 00:00:00.00
Cepust: 1R615 Jata ucreuenus cpoka rogHoct: MAP-2024
Howmep cepun 3akazuuka: OF momep: RR03641006

MHKPOBUOJIOTMYECKAA UUCTOTA

OO6mee 9rciio adpoOHBIX MUKPOOPTaHU3MOB He 6onee 10° KOE/r
(TAMC)

OOl1iee YKCII0 IECHEBBIX K APOXOKeBHIX rpudos He Oonee 102KOE/r
(TYMC)

E. coli Orcyrcrue/r

KOJIMYECTBEHHOE OIIPEJIEJIEHUE
T'mapoxcuxnopoxuHa cyibdar (BOXKX) Ot 190,0 10 210,0 mr/Tad

TECTBI CIIEHUOUKAININA | PE3VYJIBTATHI
XAPAKTEPUCTHUKU
Onwucanue Kpyriibie NBOSIKOBBIMYKIIbIE TaOJIETKH, MOKPBITHIC CoOTBETCTBYET
IUIEHOYHOU 00017104KOH, ¢ rpaBupoBKoit «HCQ» Ha
oHOM cropoHe u «200» — Ha APYroit cTopoHe
Iser benbrit CooTBeTCTBYET
[NOJIMHHOCTD
T'mapoxcuxnopoxuna cynbdar (UK) CoOTBETCTBYET COOTBETCTBYET
T'mapoxcuxnopoxuna cyibdar (BOKX) CoOoTBETCTBYET COOTBETCTBYET
NCIIBITAHUA
Cpenmnsis macca Ot 298.9 1o 330,3 mr 311,7 mr
OIHOPOIHOCTD MACCHI Egp. @. COOTBETCTBYET
OHOPOAHOCTD JO3UPOBAHUS CooTtBeTcTBYyET CooTBeTCTBYET
(paccumThIBaETCS IO Macce)
PACTBOPEHUE
PacTBopuBIIHiicsS rHIpOKCUXIOpOXHHA Cyibdar COOTBETCTBYET 92
nocie 30 munyT (Q=75 %) (YD)
MMPOAYKTHI PA3JIOXXEHU A
- mpumMeck SSR 24772 - e 6onee 0,5 % 0,0%
- mpumeck SSR 10022 - e 6onee 0,5 % 0,0%
- M000# HEUACHTUPUIIUPOBAHHBIN MPOIYKT - He Oonee 0,2 % CootBeTcTByET
Pa3IoKECHUSA
- CyMMa MPOAYKTOB Pa3JI0KEHUS - He 6onee 1,0 % 0,0%

He npumeHnsietca
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Cepruduxar anaamnsa

Canogu Asentuc C.A. Ucnanus

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 Ipowuss. miomanaka: RIELLS
Tenedon 93.864.19.00 dakc 93.864.19.50

17404 Riells i Viabrea (GIRONA) SPAIN

IlnakBenua 200 mr TabJaeTkn 6aucrep 4x15 S2 M36 PY

O6next: RIE_497344 Jlata npoussozctsa: 14-ATIP-2021 00:00:00.00
Cepust: 1R615 JlaTta ucreyenus cpoka rogHocti: MAP-2024
Howmep cepun 3aKka3uuka: OF nomep: RR03641006

Meron B coorBerctBuu: RIE-MET-00369 v.19.0
Bepcus ceprudukara: 10

Pemenue Ono6peno
Jara: 27-MAWM-2021 20:41:32.00
Y1oJHOMOYeHHOE JIMI0 WIH MPEACTABUTEND: Monica Fornes

JlaHHBI cepTU(HUKAT aHAIN3A TOANKCAH MIEKTPOHHON MOANKCHIO C HCIIOIh30BaHNEM BaJHIUPOBAHHOM cucteMsl LIMS.

3A0 «Canodwu Poccus»
Agnpec: 125009, Mocksa, yi1. Teepckas, 22. Ten.: (495) 721-1400. ®axc: (495) 721-1411. www.sanofi.ru
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http://www.sanofi.ru/

SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric)
93.864.19.50

Tel. 93.864.19.00 Fax.
17404 Riells i Viabrea (GIRONA)

CERTIFICATE OF ANALYSIS

SPAIN

Km.

63,09

SANOFI .2

Site: RIELLS

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU

-Total combined yeasts/moulds

microbial count (TYMC)

ASSAY
HYDROXYCHLOROQUINE SULPHATE

-Specified micro-organisms (E.Coli)

(HPLC)

Item: RIE 497344 Manufacturing date: 14-APR-2021 00:00:00.00
Batch: 1R615 Expiry date: MAR-2024
Customer batch: OF number: RR03641006
Method reference: RIE-MET-00369 v.19.0
Certificate version: 10
L J
2
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 311.7 mg
UNIFORMITY OF MASS Ph. Eur. COMPLIES
UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES
(CALCULATED BY MASS VARIATION)
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES 92
SULPHATE AFTER 30 MIN (Q=75%) (UV)
DEGRADATION PRODUCTS:
IMPURITY SSR24772 NMT 0.5 % 0.0 %
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

NMT 102 CFU/G

ABSENCE/G

190.0 210.0 MG/CPR

196.2

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:

1R615

Method reference:

Certificate version: 10

RIE 497344

Manufacturing date:
Expiry date:
OF number:

RIE-MET-00369 v.19.0

14-APR-2021 00:00:00.00
MAR-2024
RR03641006

Qualified person decision:

Released

27-MAY-2021 20:41:32.00

Monica Fornés

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