Cepruduxkar anaansa
Canodu Aentuc C.A. Mcanus
Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09
Tenedon 93.864.19.00 dakc 93.864.19.50
1740404 Riells i Viabrea (GIRONA) SPAIN

S

SANOFI

Ipouss. miomanka: RIELLS

InakBenna 200 mr Tadjerku daucrep 4x15 S2 M36 PY

Oo6bekt: RIE_497344
Cepus: 9R2VN

Hata nmpoussozctea: 20-CEHT-2019 00:00:00.00
[Hara ucreuenust cpoka rogHoct: ABI-2022

Howmep cepun 3akazuuka: OF nomep: RR03649009
Merton B coorBetcTBuu: RIE-MET-00369 v.19.0
Bepcus ceprudukara: 10
TECTbI CIIEHUDOUKALIUN PE3YJbTATDBI
XAPAKTEPUCTUKHA
Onwucanue Kpyribie 1BOSIKOBBIYKIIbIE TaOIETKH, CooTBeTcTBYyET
MOKPHITHIC TNICHOYHOH 000JI0YKOH, €
rpaBupoBkoit «HCQ» Ha oHO# cTOpOHE U
«200» — Ha Apyroi cTOpoHe.
[Ber Benprii CooTBeTCTBYET
NOJJIMHHOCTD
I'mapokcuxopoxuna cynsdar (UK) CoOTBETCTBYET CoOTBETCTBYET
['uapoxcuxnopoxuna cynbdat (BOXKX) CooTBeTCTBYET CooTBeTCTBYET
HCIIBITAHUSA
Cpennsis Macca Ot 298,9 o 330,3 mr 311.9 mr
OIHOPOAHOCTH MACChI EBp. @. CoOOTBETCTBYET
OOHOPOAHOCTE TO3UPOBAHUS CooTBeTCTBYET CooTBeTCTBYET
(paccuuThIBaETCS IO Macce)
PACTBOPEHUE
PacTBOpUBIINIICS THAPOKCUXIIOPOXHUHA CoOTBETCTBYET 99
cyabsdat nocie 30 munayT (Q=75 %) (YD)
MMPOAYKTHI PA3JIOXKEHU S
- mpuMech SSR 24772 - He 6oxee 0,5 % 0.0%
- mpumech SSR 10022 - He 6onee 0,5 % 0.0%
- MO00i HEUICHTUDUITPOBAHHEII - "He 6omee 0,2 % CoOoTBEeTCTBYET
MPOJIYKT Pa3IOKEHHUS
- CyMMa MPOIYKTOB PA3I0KEHHUS - He 6oxee 1,0 % 0.0%
MUKPOBUOJIOTUYECKASA YNCTOTA CooTBeTcTBYyET
O011ee 9nciio a3poOHBIX He 6onee 10° KOE/r
mukpoopraauzmos (TAMC)
OO0111ee YMCIO TUIECHEBBIX U APOXKIKEBBIX He 6omnee 102 KOE/r
rpubos (TYMC)
E. coli OrcyrtcrBue/r
KOJIMYECTBEHHOE OINMPEJEJTEHUE
I'uapoxcuxnopoxuna cynbdat (BOXKX) Ot 190,0 1o 210,0 mr/Tad 194.9

JlaHHasi cepusi MPOU3BEIEHA COOTBETCTBUU C JACHUCTBYIOIIUM JI0Che U ¢ TpeboBanusiMu Hamnexarein

POU3BOACTBEHHOM mpakTuku (GMP).

Pemenue ynonHomoueHHOro auua: BeimyneHo
22 nosi6opst 2019 14:20:23.00
Antonio Martin, ynoxHOMOYEHHOE JTHI0

Jannblii cepTudukar ananusa nposepeH LIMS u noanucan 3JaeKTpOHHO.

AO «Canodu Poccusi»

Anpec: 125009, Mocksa, yi. TBepckas, 22. Teu.: (495) 721-1400. ®akc: (495) 721-1411. WWW.SanO-Li..U_ iy :
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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: 20-SEP-2019 00:00:00.00
Batch: 9R2VN Expiry date: AUG-2022
Customer batch: OF number: RR03649009
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 311.9 mg
UNIFORMITY OF MASS Ph. Eur. COMPLIES
UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES
(CALCULATED BY MASS VARIATION)
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES 99
SULPHATE AFTER 30 MIN (Q=75%) (UV)
DEGRADATION PRODUCTS:
IMPURITY SSR24772 NMT 0.5 % 0.0 %
IMPURITY SSR10022 NMT 0.5 % 0.0 %
ANY UNESPECIFIED DEGRADATION PRODUCT NMT 0.2 % COMPLIES
TOTAL DEGRADATION PRODUCTS NMT 1.0% 0.0 %
MICROBIOLOGICAL QUALITY: COMPLIES
-Total aerobic microbial count (TAMC) NMT 103 CFU/G

NMT 102 CFU/G

ABSENCE/G

190.0 210.0 MG/CPR
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SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric)
Tel. 93.864.19.00 Fax. 93.864.19.50
17404 Riells i Viabrea (GIRONA)

CERTIFICATE OF ANALYSIS

63,09

SANOFI 7

Site: RIELLS

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU

Item: RIE 497344

Batch: 9R2VN
Customer batch:
Method reference:

Certificate version: 10

Manufacturing date:
Expiry date:
OF number:

RIE-MET-00369 v.19.0

20-SEP-2019 00:00:00.00
AUG-2022
RR03649009

Qualified person decision:

Released
22-NOV-2019 14:20:23.00

Antonio Martin, Qualified Person

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