Cepruduxkar anaausa /

AHAJIMTHYECKMH MACTIOPT CEPUHU SA NOFI Y 4

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

InakBenna 200 mr taderku daucrep 4x15 S2 M36 PY

OOBeKT: RIE_497344 JlaTa mpon3BOACTBA: 14-AT1P-2021 2020
00:00:00.00
Cepust: 1R616 JlaTa ncTedeHus cpoka MAP-2024
TOJTHOCTH:
Howmep cepuu 3akazuuka: OF HoMmep: RR03641008
MeTox B COOTBETCTBUU: RIE-MET-00369 v.19.0
Bepcus ceprudukara: 10
[MTOKA3ATEJIb CIHEHUO®UKALINA PE3VYJIbTAT
XAPAKTEPUCTUKU
Omnucanve Kpyriibie 1BOSKOBBITYKJIbIC CooTBeTCTBYyET

TaOJICTKH, TIOKPBITHIE MIIEHOYHON
00oouKoi, ¢ rpaBrpoBkoi «HCQ»
Ha o1HOH cTopoHe 1 «200» — Ha
JIPYToil CTOpOHE

et benprit CoOTBETCTBYET
MNOJJIMHHOCTD

I'mnpoxcuxnopoxuna cynbpat (MK)  CoorBeTcTByeT CooTBeTCTBYET
I'unpokcuxiiopoxuHa cyibhar CooTBeTCTBYyET CooTBeTCTBYyET
(BOXX)

HUCTIBITAHUA

Cpenusisg Macca Ot 298.9 10 330,3 mr 313.1 mr
OIHOPOAHOCTH MACCHI Egp. @. CooTBeTCTBYET
OIHOPOTHOCTE TO3UPOBAHUS CooTBeTCTBYyET CoOTBETCTBYET
(paccuuThIBaETCS 1O Macce)

PACTBOPEHHUE

PactBopuBIHiics CooTBeTCTBYET 96

THIAPOKCUXJIOPOXHHA CYIIb(haT mocie
30 munyT (Q=75 %) (YD)

IMPOJIYKTHI PA3JIOXXEHU S

npumech SSR24772 He 6onee 0.5 % 0.0%
mpumech SSR10022 He 6onee 0.5 % 0.0%
0001 HEUICHTUPUITUPOBAHHEII He 6onee 0.2 % CooTBETCTBYET
MPOAYKT Pa3I0KEHHSI

CyMMa IPOAYKTOB Pa3IOKCHUS He 6omee 1.0%
MUKPOBUOJIOTUYECKAS

UUCTOTA

OO1ee 9ncio a3poOHBIX He 6onee 10° KOE/r

mukpoopraauzmos (TAMC)

OOmiee 4nCIo MIECHEBBIX U He 6onee 10 KOE/r

apoxokeBbix rpudos (TYMC)

OmnpenenéHHble MUKPOOPTaHU3MBI OtcyrcrBue/r

(E.Coli)
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KOJIMYECTBEHHOE
OITIPEJEJIEHUE

I'uapoxcuxnopoxuna cynbpaT 190.0 — 210.0 mr/Ta6 196.6
(BOXX)

JlaHHas cepusi NPOM3BEAECHA CChUIAACH HA JICHCTBYIOIIEE JOCh€ M B COOTBETCTBHM C TEKyLIEH
Hannesxanieit mpou3BoICTBEHHOM pakTukoi (cGMP).

Pemenue ynosHOMO4YEHHOTO JIUTIA! Brimymeno
27-MA-2021 20:42:36.00
Monica Fornes

JlaHHbIM cepTudUKAT aHATH3a TOAMNKICAH JIEKTPOHHOM MOMUCHIO C HCTIOIB30BAHUEM BATHIMPOBAHHON
cuctemsl LIMS.
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CERTIFICATE OF ANALYSIS

SANOFI AVENTIS S.A Spain

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

63,09

SANOFI .2

Site: RIELLS

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU

Item: RIE 497344 Manufacturing date: 14-APR-2021 00:00:00.00
Batch: 1R616 Expiry date: MAR-2024
Customer batch: OF number: RR03641008
Method reference: RIE-MET-00369 v.19.0
Certificate version: 10
L
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 313.1 mg
UNIFORMITY OF MASS Ph. Eur. COMPLIES
UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES
(CALCULATED BY MASS VARIATION)
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES 96
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%
MICROBIOLOGICAL QUALITY:
-Total aerobic microbial count (TAMC) NMT 1032 CFU/G W2
-Total combined yeasts/moulds NMT 102 CFU/G A,«nHQQA*‘ialfw )“J
microbial count (TYMC) ﬁ RU“S ia AL }}X.;
-Specified micro-organisms (E.Coli) ABSENCE/G
ASSAY
HYDROXYCHLOROQUINE SULPHATE (HPLC) 190.0 210.0 MG/CPR 196.6

This batch has been manufactured in reference to 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
(GIRONA) SPAIN

17404 Riells i Viabrea

SANOFI 7

Site: RIELLS

Item:
Batch:
Customer batch:

Method reference:

Certificate version:

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

1R61l6 Expiry date:
OF number:
RIE-MET-00369 v.19.0

10

14-APR-2021 00:00:00.00
MAR-2024
RR03641008

Qualified person decision:

Released

27-MAY-2021 20:42:36.00

Monica Fornés

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