TEKJAPAITSI O COOTBETCTBUM

MEKJAPAHT, MIPHHAMAIOINAH JEKJIAPAITAIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyun Gedeparsioti Kanozogou cayxcbivr Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22. Tenegpon/dpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanouuiii oupexmop Movoic O.A.

Loeepennoe auyo: Cmenanoe C.C., dogepennocms 6/n om 01.12.2017

3ASIBJISIET, UYTO
nexapcmeennoe cpedcmeo. ITnaxeenun, mabremxu noxpoimsie nrenounol obonouxoi 200 M2 15 wm., ynaxoexu

Aveiikogvie KoumypHuiE (4), nauxu xapmonruie, PY Ne I N015606/01 om 03.03.2009 (dama 3amens:
08.02.2019) evtoano Canoghu-Asenmuc Hpnandun Jlumumed, cepus IR1XA, napmus 35455 ynaxosok, 200en 0o
30.06.2022, npouseodcmea Canogu-Aeenmuc C.A., Henanus, Sanofi Aventis S4, Ctra. C35 La Batlloria a
Hostalric, ki 63,09 17404 Riells | Viabrea (Girona), Spain, ko0 OKIT[2 21.20.10.241, xo0 TH B3]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Mo 9085346626 om 11.09.2019

COOTBETCTBYET TPEBOBAHH M
IT N015606/01-151209 usm. Ne 1-4

JAEKJIAPAITMS IPHHATA HA OCHOBAHHH
npomoxon ucnsimanuti Ne 28639 om 23.09.2019 HJI OO0 HI] "®PAPMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC ES.PMO8.C49005 om 23.09.2019

Crenanos C.C.
Chb U0

CBEAEHNSI O PETUCTPAITUH

OPI'AH 10 CEPTHOHUKAIAH, 3APErHCTPHPOBABINUIA JEKJIAPAITAIO

RA.RU.11 OMO8 OPTAH ITQ CEPTHOHKALIHH IMTPONVKIMH OBILLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJI KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxoéa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, aeb-
caiim: oyxx.pg.

JEKJIAPAITUSA O COOTBETCTBUAM 3APETHCTPUPOBAHA M POCC RU J-ES.OM08.A.37464/19

PAIRAH 24.09.2019

@,‘ﬂ_ Hunenro H.B.
noamvds | Pyxoromutens OC




SANOFI

CepTudukar aHanuza

Cano¢u Asentuc C.A, Henanua

Ctra. C-35 (La Batlloria-Hostalric) Km. 63,09

Tenedon 93.864.19.00 daxc 93.864.19.50

1740404 Riells i Viabrea (GIRONA) SPAIN

Ipouse. nnowanxa: RIELLS

Ilnaksenun 200 Mr Tabnerkn 6ancrep 4x15 C2 M36 PY
Hara nponzsoactea: 03-UI0JI-2019 00:00:00.00
Hara ucreyenns cpoka roanoct: HIQH-2022

O6wext: RIE 497344

Cepusa: SR1XA
Homep cepuu 3akazumka:

OF Homep: RR03649004

Mertoa B cootBercTBuM: RIE-MET-00369 v.17.0

Bepcud ceptudukara: 9

TECTBI CIHIEHH®HUKAITHHA PE3YJbTATHI
XAPAKTEPUCTHKH
Onucanue Kpyrneie nBoAKoBBINYKIbE TAGNETKH, CootseTcTBYeT
HOKPBITBIE MIEHOYHOH 000N0YKOI, ¢
rpasupoBkoii <HCQ» Ha ogHo¥H cTopoHe M
«200» — Ha apyroi CTOpoHe.
Liger Benwiii CooTBeTCTBYET
MNoAJIMHHOCTD
uapokcuxnopoxuna cynsdat (UK) CooteercrByer CootsercTByeT
["mapokcuxnopoxuda cynbdat (BIKX) CoOTBETCTBYET CoOTBETCTBYET
HUCIIBITAHUA 314.7 mr
Cpeanssa Macca Ot 298,9 5o 330,3 Mr
OAHOPOIHOCTH MAcChl Eep. @. CooTtBeTCTBYET
OpHOpOIHOCTD AO3HPOBAHHA CootsetcrByeT CootsercrByer
(paccunThIBaeTCA MO Macce)
PACTBOPEHHE
PacTsopHBILHiiCcS rMIPOKCUXIIOPOXHHE CootBeTcTRYET 101
cynbtar nocne 30 MuryT (Q=75 %) (YD)
MPOOYKTHI PA3JIOXKEHHA
- npumecs SSR 24772 - He bonee 0,5 % 0.0%
- npumeck SSR 10022 - He Gonee 0,5 % 0.0%
- mobo# HeuaeHTH(PHULIHPOBAHHBIH - He Oonee 0,2 % CootBercTByeT
NPOAYKT PasNoKeHHs
- CyMMa NPOAYKTOB Pa3/okeHHs - He bonee 1,0 % 0.0%
MHKPOBHOJIOTHYECKAA YUCTOTA
Ob1wee yucno aspobHEIX He 6onee 10° KOE/r
mukpooprauusmos (TAMC) CooteeTcTBYET
O6uee uncno nnecuersbix u apoxokeesix  |He Gonee 102 KOE/r
rpubor (TYMC)
E. coli OTcyreTBue/r
KOJIMYECTBEHHOE OINPEAEJIEHHUE 193.9
I'napokcuxsopoxHta cynsdar (BOXX) Ot 190,0 no 210,0 Mr/Tab

JanHas cepus NpoH3BeICHa COOTBETCTBHH C ACHCTBYIOIHM A0CHE M ¢ TpeGoBanuaMu Hagnexainei

[IpOU3BOACTBEHHOH npakTHky (GMP).

Pewrenne ynonHoMouenHoro nuua: Bemymeno 03-CEH-2019 12:23:27.00
Mabel Degado - ynmoisomMoueHRoe JIHIIO
Jannsli cepTHgHKaT aHamH3a mpoeeped LIMS u moanucaH 31eKTPOHHO.

AQ «Canodm Poccuan

Anpec: 125009, Mocksa. yn. Teepcekan, 22. Tenw: (495) 721-1400. dakc: (495) 721-141 1. www.sanofi,fu
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CERTIFICATE OF ANALYSIS

&,
SANOFI 7
SANOFI AVENTIS S.A Spain

Ctra. C-35 (La Batlleria-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 82 M36 RU

Item: RIE 497344 Manufacturing date: 3-JUL-2019 00:00:00.00
Batch: 9R1XA Expiry date: JUN-2022

Customer batch: OF number: RR03649004

Method reference: RIE-MET-00369 v.17.0

Certificate version: 9

e —— s e ———————

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
HYPROXYCHLOROQUINE SULPHATE (HPLC] COMPLIES COMPLIES
TESTS
AVERAGE MASS 298.9 330.3 MG 314.7 mg
UNIFORMITY OF MASS Ph. Eur. COMPLIES
UNIFORMITY OF DOSAGE UNITS COMPLIES CCOMPLIES
{CALCULATED BY MASS VARIATION)
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES 101

SULPHATE AFTER 30 MIN {Q=75%) (DV]

DEGRADATION PRODUCTS:

+ IMPURITY SSRZ4772 NMT 0.5 & 0.0 %
IMPURITY $SR1J022 NMT 0.5 & 0.0 %

. ANY UNESFECIFIED DEGRADATION FPRODUCT NMT 0.2 % COMPLIES

+» TOTAL DEGRADATION PRUDUCTS NMT 1.0% 0.0 %
MICROBIOLOGICAL QUALITY: COMPLIES

=Total aerobic microbial count (TAMC) NMT 10° CFU/G

-Total combined yeasts/moulds NMT 102 CFU/G

microbial count {TYMC)

-~Specified micro-organisms (E.Coli} BBSENCE/G

ASSAY
HYDROXYCHLOROQUINE SULPHATE {HPLC) 190.0 210.0 MG/CPR 193.9

e -

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 v g
SANOFI AVENTIS $.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 S$2 M36 RU

Item: RIE 497344 Manufacturing date: 3-JUL-2019 00:00:00.00
Batch: 9R1XA Expiry date: JUN-2022

Customer batch: OF number: RR03649004

Method reference: RIE-MET-00369 v.17.0

Certificate version: 9

Qualified person decision: Released
3-SEP-2019 12:23:27.00

Mabel Delgado, Qualified Person

e

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