Ceprudukar ananusza

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

InaxkBenua 200 mr Tadaerku o6aucrep 4x15 S2 M36 PY
Jlata mpomssozcTsa: 24-MAT1-2020 00:00:00.00
[ata ncredenus cpoka rogHoctu: AITP-2023

Oo6mwexT: RIE 497344

Cepus: O0R867
Howmep cepun 3akazuuka:

OF nomep: RR03640002

Meron B coorBeTcTBur: RIE-MET-00369 v.19.0

Bepcwus ceprudukara: 10

S

SANOFI

[Tpowmss. mwromanka: RIELLS

TECTbI CHEHNUPUKALIUN PE3YJIBTATBI
XAPAKTEPUCTUKHA
Ornucanne Kpyrieie JTBOSTKOBEITTYKJTBIC tabnmetku,| COOTBETCTBYyET
MOKPBITBIE  TUICHOYHOW  00OJOYKOW, ¢
rpaBupoBkoii «HCQ» Ha omHOW CTOpOHE H
«200» — Ha TpyTOH CTOPOHE
[Ber Benprii CooTBeTCTBYET
MNOAJIMHHOCTD
I'mapokcuxopoxuna cynbsdar (MK) CoOTBETCTBYET CoOTBETCTBYET
I'mapokcuxopoxuHa cyibdhar (BIXKX) COOTBETCTBYET CoOOTBETCTBYET
UCTIBITAHUA
Cpennsiga Macca Ot 298.9 1o 330,3 mr 310,2 mr
OIHOPOAHOCTH MaCChI EBp. @. COOTBETCTBYET
OxHOPOAHOCTH JO3UPOBAHUS CoOTBETCTBYET CoOTBETCTBYET
(paccumThIBaeTCs MO Macce)
PACTBOPEHUE
PacTBOpUBIIHIACS THAPOKCUXIIOPOXHHA CoOTBETCTBYET 94
cyabdar nocne 30 munayT (Q=75 %) (YD)
MMPOAYKThBI PA3JIOXKXKEHUA
- mpumech SSR 24772 - "e 6omee 0,5 % 0,0%
- mpumech SSR 10022 - "He 6omee 0,5 % 0,0%
- M000i HEUACHTUDUITPOBAHHEII - He 6oxee 0,2 % CooTBeTCTBYET
MPOAYKT PA3JIOKCHUS
- CyMMa MPOJTYKTOB PA3I0KEHUS - He 6oxee 1,0 % 0,2%
MUKPOBUOJIOIT'NMYECKASA YNCTOTA CoOTBETCTBYET
O011ee 9nciio a3poOHBIX He 6onee 10° KOE/r
mukpooprann3mMoB (TAMC)
OO6w1ee 9nCIIo TIECHEBBIX M IpoXkeBbix  |He Gonee 102 KOE/r
rpuboB (TYMC)
E. coli OtcytcTBHE/T
KOJIMYECTBEHHOE OINMPEJJEJTEHUE
I'mapokcuxnopoxuna cyibdhar (BOXKX) Ot 190,0 10 210,0 mr/Tad 195.,4

HaHHaH CCpus IMPOU3BCACHA CCbhUIASACh Ha I[GI/ICTBYIOH_IGG JOCBC U B COOTBeTf’m"ﬂ‘gy C TGKYH.IGI/I

Hannexxameii mpousBoicTBeHHON nTpakTukoit (cGMP).

Pemenue ynonHomoueHHOro auua: BeimyneHo
16-MHOH-2020 18:19:03.00
Monica Fornes

JlanHblii cepTruKaT aHaTN3a MOANUCAH JIEKTPOHHON MOIMKUCHIO C UCTIEH,

cucrteMsl LIMS.
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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 S2 M36 RU

Item: RIE 497344 Manufacturing date: 24-MAY-2020 00:00:00.00
Batch: OR867 Expiry date: APR-2023

Customer batch: OF number: RR03640002

Method reference: RIE-MET-00369 v.19.0

Certificate version: 10

TESTS SPECIFICATIONS RESULTS ]
CHARACTERS
APPEARANCE ROUND BICONVEX FILM COATED TABLET COMPLTES

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 310.2 mg

UNIFORMITY OF MASS Ph. Eur. COMPLIES

UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES

(CALCULATED BY MASS VARIATION)

DISSOLUTION

DISSOLVED HYDROXYCHLOROQUINE COMPLIES 94
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% 0.2 %
MICROBIOLOGICAL QUALITY: COMPLIES
-Total aerobic microbial count (TAMC) NMT 1032 CFU/G
-Total combined yeasts/moulds NMT 102 CFU/G
microbial count (TYMC) %
e . ) ) o %
-Specified micro-organisms (E.Coli) ABSENCE/G -{1
\u 3
ASSAY HZ\ Sanofi Russia AO |3
HYDROXYCHLOROQUINE SULPHATE (HPLC) 190.0 210.0  MG/CPR 4 =\o5.4 INYe
"’\é /\2‘) i
AL i
t\.)-\ /Quf-. '
This batch has been manufactured in reference to the dossier in force and accordin@ggg\u\‘ CGMP ?‘(ﬁ
i N Ve o
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CERTIFICATE OF ANALYSIS

SANOFI AVENTIS S.A Spain

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

63,09
Fax.
(GIRONA)

SANOFI 7

Site: RIELLS

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

OR867

Item:
Batch:
Customer batch:

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

Certificate version: 10

24-MAY-2020 00:00:00.00
APR-2023
RR03640002

Qualified person decision: Released

16-JUN-2020 18:19:03.00

Monica Fornés

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