Ceprudukar ananusa

SANOFI v g
Cano¢u Asentuc C.A. Vcnanus

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 Ipowuss. miomaaka: RIELLS
Tenedon 93.864.19.00 dakc 93.864.19.50
17404 Riells i Viabrea (GIRONA) SPAIN

IlnakBenna 200 mr TabaeTkn 6aucrep 4x15 S2 M36 PY

O6wekt: RIE_497344 Jlata npomssozctsa: 20-OKT-2021 00:00:00.00
Cepus: 1IR2KA Jara ucreuenus cpoka rogaoctr: CEH-2024
Howmep cepun 3aka3uuka: OF momep: RR03641011

Merox B coorBercTBun: RIE-MET-00369 v.21.0
Bepcus ceprudukara: 11

TECTbI CIEIMPUKAIIUN ' PE3YJIBTATHI

XAPAKTEPUCTUKU

Onucanne Kpyribie IBOSKOBBIIMYKIIbIE TAONETKH, MOKPHITHIC CooTBercTBYyeET
IJICHOYHOW 000J109KOM, ¢ TpaBupoBKoi «HCQ» Ha
omHO#M cropoHe u «200» — Ha APYTOit CTOpOHE

IIBer Benbrit COOTBETCTBYET
MNOJIMHHOCTD

I'mapokcuxinopoxuna cynsdar (UK) CooTBeTCcTBYET CooTBeTCTBYET
I'mapokcuxnopoxuna cynbdar (BIXKX) CooTBeTCTBYET CooTBeTCTBYET
UCIIBITAHUA

Cpennsist Macca Ot 298.9 10 330,3 mr 309,8 mr
OIHOPOTHOCTH MAaCChI EBp. ®. COOTBETCTBYET
OIHOPOHOCTH JO3UPOBAHUS CooTBeTCcTBYET CooOTBETCTBYET

(paccuMTBIBAETCS IO Macce)

PACTBOPEHUE
PactBopuBmmiics rugpoxcuxyiopoxuna cyibdar CooTBETCTBYeT 97
mocie 30 munyT (Q=75 %) (YO)

MMPOAYKTHI PA3JIOXEHU A

- mpumMeck SSR 24772 - ue 6oxaee 0,5 % 0,0%
- mpumeck SSR 10022 - ue 6oxaee 0,5 % 0,0 %
- mo00¥ HeNAeHTH(MUITMPOBAHHBIA IPOIYKT - "He 6omee 0,2 %

pasnoxeHust

- CyMMa TIPOAYKTOB Pa3JI0KCHHUS - He 6onee 1,0 %

W\ - |

i

u 2otk w R\ Lot 3
—CoorB(rCiByeT
—sia AO|

MUKPOBUOJIOI'MYECKAS UMCTOTA . G
OO01iee yncio a3poOHBIX MUKPOOPTaHU3MOB He 6onee 10° KOE/r nof gsid !
(TAMC) A

OO6l1ee YMCIIO MIIECHEBBIX U APOsokeBhIX rpubos He Gosnee 102 KOE/r
(TYMC)
E. coli OtcyrtcTBHE/T

KOJIMYECTBEHHOE OIIPEJIEJTIEHUE
T'uapokcuxiaopoxuta cynbhat (BOIKX) Ot 190,0 10 210,0 mr/Tad 192,6

JlaHHast cepusi IPOM3BE/ICHA CChUTACh HA IEWCTBYIOLIEE I0ChE U B COOTBETCTBUH C TeKyllei Haanexamiel mpon3BoACTBEHHOM npakTukoii (cGMP).
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Cepruduxar anaamnsa

SANOFI v g
Cano¢u Asentuc C.A. Vcnanus

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 Ipowuss. miomaaka: RIELLS
Tenedon 93.864.19.00 dakc 93.864.19.50
17404 Riells i Viabrea (GIRONA) SPAIN

IlnakBenna 200 mr TabaeTkn 6aucrep 4x15 S2 M36 PY

O6next: RIE_497344 Jlara npounssozctsa: 20-OKT-2021 00:00:00.00
Cepus: 1IR2KA Jara ucreuenus cpoka rogaoctr: CEH-2024
Howmep cepun 3aka3uuka: OF momep: RR03641011

Meron B coorBerctBuu: RIE-MET-00369 v.21.0
Bepcus ceprudukara: 11

Pemenne Onobpeno
Jara: 3-JIEK-2021 16:47:11.00
Y0 HOMOYEHHOE JIHIIO HJIH MPEICTABUTENb: Monica Fornes

JlanHblii cepTrduKaT aHaIM3a HOAMCAH JIEKTPOHHON IOAMKICHIO C UCTIONb30BAaHUEM BaJUUPOBaHHON cucTembl 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: 20-0CT-2021 00:00:00.00
Batch: 1R2KA Expiry date: SEP-2024

Customer batch: OF number: RR03641011

Method reference: RIE-MET-00369 v.21.0

Certificate version: 11

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 309.8 mg

UNIFORMITY OF MASS Ph. Eur. COMPLIES

UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES

(CALCULATED BY MASS VARIATION)

DISSOLUTION

DISSOLVED HYDROXYCHLOROQUINE COMPLIES 97
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% 0.1 %
MICROBIOLOGICAL QUALITY: COMPLIES

-Total aerobic microbial count (TAMC) NMT 1032 CFU/G

-Total combined yeasts/moulds NMT 102 CFU/G

microbial count (TYMC)

-Specified micro-organisms (E.Coli) ABSENCE/G

ASSAY
HYDROXYCHLOROQUINE SULPHATE (HPLC) 190.0 210.0 MG/CPR

~

I hereby certify that this batch is tested for all quality tests indicated in the be£§%su§ngﬁ//;n“f;pec1flcatlon
(except for tests which are not controlled at the plant, e.g. periodically controlled“@esm 0 @ ¥ #ﬂ,jy

e
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CERTIFICATE OF ANALYSIS

. SANOFI .2

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: 20-0CT-2021 00:00:00.00
Batch: 1R2KA Expiry date: SEP-2024

Customer batch: OF number: RR03641011

Method reference: RIE-MET-00369 v.21.0

Certificate version: 11

—\(
—/\

Qualified person decision: Released

3-DEC-2021 16:47:11.00

Monica Fornés

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

du 9095“,1;\'??3
Russia AD |3
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