NEKJIAPAIIVSI O COOTBETCTBUM

JEKJIAPAHT, IPHHUMAIOIHHA JEKJAPALIHIO O COOTBETCTBHHA

AO "Caroghu Poccun"

Ceedenus o pezucmpayuu opeanuzayuu: Mexcpaiionnan urcnexyua @edepanbroii nano2o6ot cayxcbvr No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucsoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teneghon/harc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvruiii oupexmop Mowoc O.A.

Hoeepennoe nuyo: Cmenanog C.C., dosepennocme 6/n om 01.12.2017

3ASABJIAET, UTO

nexapcmeennoe cpedemeo. Inaxeenun, mabnemxu noxpstmbvie nienounov obonouxos 200 mz 15 wm., ynaxoexu
Avelixosvie Konmyprute (4), nauxu kapmonnwie, PY Ne IT N015606/01 om 03.03.2009 (Oama nepeoghopmaerun
08.12.2015) evioarno Canogpu-Cunmenabo JImo., cepus 8R503, napmusa 5327 ynaxoeox, 200ex 00 30.09.2021,
npouzeodcmea Canogu-Asenmuc C.A., Henanus, Sanofi-Aventis SA, Cira. C35 La Batlloria a Hostalric, km
63,09 17404 Riells | Viabrea (Girona), Spain koo OKII/[2 21.20.10.241, koo TH B3/ 3004900002, xonmpaxm
Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085319199 om 08.01.2019

COOTBETCTBYET TPEEOBAHHUSIM
II N015606/01-151209 uam. Ne 1-3

JEKJAPAIIAA ITIPUHATA HA OCHOBAHHH
npomoxon ucnvimanuii Ne 1060 om 18.01.2019 HJT OO0 HL] "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmucpuxam POCC ES.@M08.C31774 om 18.01.2019

JATA IIPHHSATHS JEKTAPALIMH /8.01.2019
REWTAPAITMS JEACTBUTEIBHA 1O 30.09.2021

Vi, | /

dexaapannt <©.H.O

Crenanos C.C.

CBEJAEHHS O PETHCTPAIINN

OPTAH IO CEPTHUOUKAIAH, 3APETHCTPUPOBABIIUIA JEKJIAPALINIO
RA.RU.11®M08 OPTAH 1O CEPTH®HKALIMH PONYKLIHH OBLECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPV)KHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, aopec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, geb-
catim: oyxx.pe.
JEKJAPAIIYA O COOTBETCTBHU 3APETUCTPUPOBAHA % POCC RU J-ES.®M08.A.12957/19
JIATA PETHCTPAITUH /8.01.2019
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SANOFI

Ceprudukar ananna
Canodu Asentuc C.A. Hcnauus
Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09 ITpouss. nnowmaaxa: RIELLS
Tenedon 93.864,.19.00 daxc 93.864.19.50
1740404 Riells i Viabrea (GIRONA) SPAIN

ILnaxsennn 200 mr Tabaerku Gancrep 4x15 S2 M36 PY

Obvexr: RIE 497344 Aara npowssoactea;: 03-OKT-2018
Cepns: 8R503 Jara ucreuenns cpoka rogHocti: CEH-2021
Homep cepum 3akazumka: OF nomep: RR03648002

Merton B cootBercreuu: RIE-MET-00369 v.16.0
Bepcus ceprudmxara: 8

TECTBI CIEITHOUKALTHH PE3YJIbTATBI
XAPAKTEPUCTHKH
Onucanne Kpyriibie ABoakoBhIMykIbie TaGNETKH, CootBercTByeT
NOKPHITEIE MIIEHOYHOH 000n0UKOi, ¢
rpaBHpoBkoi «HCQ» Ha omHO# cTOpOHE 1
«200» — Ha #pyroii cropoNe.
eT Benpii CoOOTBETCTBYET
HOJJIMHHOCTD
I'mapoxcixnopoxuna cynbtar (UK) CootBercTeyer CooTBeTcTBYET
Tnapokcuxnopoxusa cynbhar (BOXKX) CooTBeTcTRYET CoorBeTcTBYET
HUCIILITAHNA 3111 mr
Cpennas Macca Ot 298.9 no 330,3 mr
OnHopoaHOCTE Macchl Esp. ®. He npumensercs
OnHopoaHOCTb NO3HPOBAHKA CootBercTByeT CootBeTcTRYET
{paccuYMTHIBaETCA 1O MACCE)
PACTBOPEHHE
PacTsopusiniica rUZpoOKCHXA0POXHMHA CootsercTByeT 95
cyandat nocne 30 MuHYT (Q=75 %) (Y®)
IMPOYKThI PA3JIOXXEHUS
- nipuMeck SSR 24772 - He 6onee 0,5 % 0.0%
- npuMech SSR 10022 - He Gonee 0,5 % 0.0%
- moboii HeUAeHTHPHIHPOBAHHBINA - He Gosntee 0,2 % CootseTcTBYET
MPOIYKT pa3snoxeHus
- CyMMa NPOAYKTOB Pa3ioxeHHs - He bonee 1,0 % 0.0%
MHKPOBHOJIOTHYECKA S YUCTOTA
Ob1wee yucno aspobHbIX He 6onee 10° KOE/r
MHKpoopranusmos (TAMC) CooreeTcTBYeT
O6ee yKcno IIecHeBHIX U ApoiokeBeiX  |He Gonee 102 KOE/r
rpubor (TYMC)
E. coli Orcyrersue/r
KOJIMMECTBEHHOE OINPEJEJIEHHE 195.3
I'uapoxcuxnopoxuHa cynbdar (BIXX) Ot 190,0 no 210,0 Mr/Tab

Hanuas cepus MpOH3BeIeHA COOTBETCTBHH C AGHCTBYIOUIMM JOCHE H C 'rpeﬁoB
IPOH3BOJCTBEHROHA npakTHKH (GMP). f e
Pemenne ynomiomoueHHoro muna: Beorymeno 11-JJEK-2018 15:30:23.00 !5

Pilar Flores , ynonnoMouennoe muio w
JaHHs1i cepmtpmca'r aHamu3a nposeped LIMS u nommucan snexTponso. =/ .c:

AQ «Canody Poccras
Aapec: 125009, Mockpa, yn. Teepcxan, 22, Ten.: (495) 721-1400. daxc: 495) 721- ]4![ i

Crpannua 1 13 1



CERTIFICATE OF ANALYSIS

&,
SANOFI| g

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 BLAX15 82 M36 RU

Item: RIE 497344 Manufacturing date: 3-0CT-2018 00:00:00.00
Batch: BR503 Expiry date: SEP-2021
Customer batch: OF number: RRO3648002

Method reference: RIE-MET-00369 v.16.0
Certificate version: 8

SPECIFICATIONS  RESULIS

TESTS

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 311.1 mg
. UNIFORMITY OF MASS Ph. Eur. Not applied
. UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES
[CALCULATED BY MASS VARIATION)
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES 95

SULPHATE AFTER 30 MIN (Q=75%} (OV)

DEGRADATION PRODUCTS:

IMPURITY S8R24772 NMT 0.5 % 0.0 %
IMPURITY SSR10022 NMT 0.5 % 0.0 %
+ ANY UNRESPECIFIED DEGRADATION PRODUCT NMT 0.2 % COMPLIES
. TOTAL DEGRADATION PRODUCTS NMT 1.0% 0.0 %
. MICROBIOLOGICAL QUALITY: COMPLIES
=Total aerobic microbial count {TAMC) NMT 10® CFU/G
=Total combined yeasts/moulds NMT 10? CFU/G

microbial count {TYMC}

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

ASSAY

« HYDROXYCHLOROQUINE SULPHATE (HPLC) 190.0 210.0 MG/CPR T%. "
—————— — - -
This batch has been manufactured in reference to the dossier in force and according tg%i EHEEMP /
e =2 0= rr ; %.'_ .

tap coa_resultats v5



CERTIFICATE OF ANALYSIS

SANOFI

Site: RIELLS

SANCFI 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

PLAQUENTL 200MG TABCO BL4X15 S2 M36 RU

Item: RIE 497344 Manufacturing date: 3-0CT-2018 00:00:00.00
Batch: BR503 Expiry date: SEP-2021

Customer batch: OF number: RR03648002

Method reference: RIE-MET-00369 v.16.0

Certificate version: 8

Qualified person decision: Released
11-DEC-2018 15:30:23.00

Pilar Flores

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

rap_coa_resultats v5




