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[Mponss. niowanaka: RIELLS

Ilnaksenns 200 mr Tabdaerku 6aucrep 4x15 S2 M36 PY
Hata npoussoactea: 22-okr-2019 00:00:00.00
Jata ncreyeHnus cpoka rogHoctH: ceH-2022

Oowbekt: RIE_497344
Cepus: OR37T

Homep cepun 3akaszuuka: OF nomep: RR03649008
Metoa B cootBercTBUM: RIE-MET-00369 v.19.0
Bepcus ceprudukara: 10
TECTbI CIHENUPHKALIUH PE3YJIBTATBI
XAPAKTEPHUCTHKH
Onucanue Kpyrnele ABOAKOBBINYKIIBIE TAONETKH, CooTBeTcTBYET
MMOKPBIThIE TIEHOYHOH 000J104K0il, ¢
rpaBuporkoi «HCQ» Ha ogHO#t cTOpOHE U
«200» — Ha 1pyroii cTopoHe.
L{BeT Benprii COOTBETCTBYET
[MOJJIMHHOCTD
['mnpokcuxnopoxuna cynedar (MK) CooTBeTcTByeT CooTBeTCcTBYET
I'uapokcuxnopoxuua cyaspar (BIXKX) CooTBeTCcTBYET CooTBeTcTBYET
HCITBITAHUA
Cpennss macca Ot 298,9 10 330,3 Mr 312.6 Mr
OIHOpPOAHOCTH MacChl Egp. @. CooTBeTcTBYET
OnHOPONHOCTE 103HPOBAHMS CooTBeTCTRYET CooTBeTCTBYET
(paccuuThIBaETCA MO Macce)
PACTBOPEHHE
PacTBopuBLUMHCS MMAPOKCHXIOPOXHMHA CooTtBeTcTBYET 98
cynbedat nocne 30 MunyT (Q=75 %) (YD)
MPOOYKTHI PA3JIOXXEHW A
- npumeck SSR 24772 - "He 6onee 0,5 % 0.0%
- npuMeck SSR 10022 - He Gonee 0,5 % 0.0%
- Mmool HeueH TU(PULIMPOBAHHBIIT - He 6onee 0,2 % CooTBeTcTBYET
MPOAYKT pazimKeHus
- CYMMa NPOAYKTOB pa3osKeHHs - e 6onee 1,0 % 0.0%
MHWKPOBHOJIOTMHECKA S YACTOTA CoO0TBeTCTBYET
OO1uee 4KucI0 a3poOHBIX He Gonee 10° KOE/r
MUKpoopranuzmos (TAMC)
Obuiee YMCIO MUIECHEBBIX U JipoXokeBbiX  |He 6onee 10° KOE/r
rpudos (TYMC)
E. coli OtcyTcTBHE/T
KOJIMYECTBEHHOE OMNPEOEJIEHHE .
I'napokcuxnopoxuna cyashar (BIXKX) Ot 190,0 o 210,0 mr/tab 194.8

JlaHHasi cepus NPOU3BE/IeHa COOTBETCTBUM € AEHCTBYIOIIMM A0Che M ¢ TpebOBaHUAMHM Ha,uﬂexcamei‘i

NPOU3BO/ICTBEHHOM npakTHKH (GMP).

Pewenue ynonHomouenHoro nuna: Beimyueno
22 Hosbps 2019 14:23:520.00
Anfonio Martin, ynoTHOMOYEHHOE JIHLIO

Hanueiit ceprudukar ananusa npoeeper LIMS u noanucan snexTpoHHO.

Axpec: 125009, Mocksa, yin. Tsepckas, 22

AQ «Canodn Poccuan»

Crpanuua | u3 1

Tem.: (495) 721-1400. dake: (495) 721-1411. www sanofi.ru




CERTIFICATE OF ANALYSIS .

SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 Site: RIELLS
Tel. 93.864.19.00 Fax. 93.864.19.50
17404 Riells i Viabrea (GIRONA) SPAIN

PLAQUENIL 200MG TABCO BL4X15 52 M36 RU

Item: RIE 497344 Manufacturing date: 22-0CT-2019 00:00:00.00
Batch: 9R37T Expiry date: SEP-2022

Customer batch: OF number: RR03649008

Methed reference: RIE-MET-00369 v.19.0

Certificate version: 10

TESTS SPECIFICATIONS RESULTS
CHARACTERS o R
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 g
AVERAGE MASS 298.9 330.3 MG 311.8 mg
UNIFORMITY OF MASS Ph. Eur. COMPLIES
UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES
(CALCULATED BY MASS VARIATION)
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES 98

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: COMPL:ES£§%i§¢$E
-Total aerobic microbial count (TAMC) NMT 10°® CFU/G
=Total combined yeasts/moulds NMT 102 CFU/G
microbial count (TYMC) ey
-Specified micro-organisms (E.Coli) ABSENCE/G Sanofi Russia AQ \;;

& \ bl

ASSAY }) \

HYDROXYCHLOROQUINE SULPHATE (HPLC) 190.0 210.0  MG/CPR 194.8 T

o

.-K,._S;".' > .‘)"' R’
This batch has been manufactured in reference tec the dossier in force and according to the cGMP %
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CERTIFICATE OF ANALYSIS

SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09
Tel, 93.864.19.00 Fax. 93.864.19.50
17404 Riells i viabrea (GIRONA) SPAIN

SANOFI .z

Site: RIELLS

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU
RIE 497344 Manufacturing date:
9R37T

Item:
Batch:
Customer batch:

Expiry date:
OF number:
RIE-MET-00369 v.19.0

10

Methed reference:

Certificate version:

22-0CT-2019 00:00:00.00
SEP-2022
RR03649008

Qualified person decision: Released

22-NOV-2019 14:23:20.00

Antonio Martin, Qualified Person

This certificate of analysis has been electronically signed
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