TMEKJAPAIIAS O COOTBETCTBHHA

JEKJAPAHT, MIPHHAMAION{UN NEKJIAPAIIIO O COOTBETCTBHH

AO "Canogu Poccus”

Csedenun 0 pezucmpayuu opasusayuy. Mexcpaiionnan uncnexyus edepanvroti nanozo8o cayxchbvt No 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 9. 22. Tenegon/charc: 8 (495) 721-14-00/ 721-14-11

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

Hosepennoe nuyo: Cmenanoe C.C., dosepenrocmpb 6/n om 01.12.2017

SAABJSET, UTO
nexapcmeennoe cpedcmeo. Iinaxeenun, mabremxu noxpeimsle nieHowHoil obonovxot 200 m2 15 wem., ynaxoexu

Ayeiixoasie Konmyprole (4), nauxu kapmonnvie, PY Ne IT N015606/01 om 03.03.2009 (dama samerst
08.02.2019) svioano Canogu-Asenmuc Hpnanoun JTumumeo, cepus IRIAV, napmua 35947 ynaxosox, zoden do
30.04.2022, npouseodcmea Canogu-Asenmuc C.A., Henanun, Sanofi-Aventis S.A., Ctra. C35 La Batlloria a
Hostalric, km 63,09 17404 Riells I Viabrea (Girona), Spain, xod OKIT[J2 21.20.10.241, ko0 TH B3]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085342276 om 30.07.2019

COOTBETCTBYET TPEEOBAHMSIM

ITI N015606/01-151209 usm. Ne 1-4

JEKJIAPATIAA ITPUHATA HA OCHOBAHMHA

npomoxon ucnsimanuii Ne 24440 om 06.08.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJT40, Cepmugpuxam POCC ES.PM08.C45527 om 06.08.2019

TATATIPHHATHS TEKJIAPAIIAH 06.08.2019
2R

ATITHST l ACTBUTEJbHA 10 30.04.2022

Crenanos C.C.
cb ®.H.O

CBEAEHUA O PET'HCTPAIIMU

OPI'AH IO CEPTH®OHKAITAH, 3APETHCTPHPOBABIIMHI TEKJIAPAITUIO

RA.RU.11PM08 OPTAH 110 CEPTHOHKAIIHH ITPONYKI[HH OBLECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XXHOH I[EHTP KOHTPOJI KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JAEKJAPAIIAA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-ES.®PM08.4.32278/19

Kavan E.B.
3am. pyxosoguress OC




SANOFI
Cepruduxar ananuia

Canodu Aeenruc C.A. Mcnauus

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

Tenedon 93.864.19.00 @axc 93.864.19.50

1740404 Riells 1 Viabrea (GIRONA) SPAIN

Ilpownse. naowaaka: RIELLS

IHinakeenna 200 mr ta6aerkn Gancrep 4x15 S2 M36 PY

O6wekT: RIE 497344

Cepus: 9R1AV

Homep cepuu 3akazuuka:

Meron B cooreercTBuu: RIE-MET-00369 v.17.0
Bepcus cepTudukara: 9

OF nomep: RR03649003

Jata npoussoactea: 23-MAH-2019 00:00:00.00
Jata uctedenus cpoka rogroctu: AITP-2022

I'uapokcHxiopoxuua cynedar (BOXX) Ot 190,0 a0 210,0 mr/Tab

TECTBI CIIEHUPHUKAIIANA PE3YJIBLTATHI
XAPAKTEPUCTHUKH
OnHcaxue Kpyrneie agoskoBsIimykible Tabnerky, CooteeTcTBYET
MOKPBITLIE TUIEHOUHOH 060NoUKOil, ¢
rpasHpoBkoii «<HCQ» Ha opHo#i cTopoue u
«200» — Ha apyroii cTopoHe.
Liser Benwii CooteTcTBYET
IMOANUHHOCTD
I'napokcuxnopoxuna cynsgar (MK) CooteercTBYET CooteerctByer
I'vapokcHxnopoxHHa cyabdar (BOXKX) CooTBeTCTBYET COOTBETCTBYET
HUCTIBITAHUA 314.6 mr
Cpepnsas Macca Ot 298,9 no 330,3 mr
OnHOpoaHOCTL Macchl Egp. . CooTeeTcTBYET
OaHOpoAHOCTE RO3UPOBAHHUA CoortBercTByeT CootseTcTBYET
(paccuHTBIBAETCA MO Macce)
PACTBOPEHHE
PacTBOpUBILMHCS rHAPOKCHXIOPOXHHA CooTeeTcTBYET 98
cyabdar nocne 30 MuHYT (Q=75 %) (YD)
[TIPOAYKTbI PA3JIOXKEHWUA
- npumech SSR 24772 - He Gonee 0,5 % 0.0%
- npumeck SSR 10022 - He 6onee 0,5 % 0.0%
- moBokH HeMAEHTHDHLMPOBAHHDIR - He b6onee 0,2 % CootsetcTByYET
NPOAYKT PasnmKeHHA
- CyMMa NpOAYKTOB Pa3fioXeHHA - He bonee 1,0 % 0.0%
MHUKPOBHOJIOI'MYECKA S HUCTOTA
Ob1ee uncio a3pobHbIX He 6onee 10° KOE/r
MHKkpoopranusMos (TAMC) CooteercTByeT
O6wee yncno niecHessix U agpoxokesblx  |He 6onee 102 KOE/r
rpubos (TYMC)
E. coli OTcyTeTBHE/T
KOJIMYECTBEHHOE COITPEAENEHHE 198.2

JlanHasi cepHs IpOM3BEACHA COOTBETCTBHHU € NEHCTBYIOIIMM AOCHE M ¢ TpeGopanuamu Hapnexameit

npor3soacTBeHHol npakTuku (GMP).

Pewenne ynonnoMovenHoro ynna: Beimymeno 17-HI0JI-2019 15:03:39.00
AHnTONMO MapTHH - YIOJIHOMOYEHHOE JIHIO

Hauusiii ceprudrkar ananusa npoeepen LIMS u moanucaH 3neKTpoHHO.

AOQ «Canodn Poccnan»

Anpec: 125009, Mockea. yn. Teepekan, 22, Ten : (495) 721-1400. dake: (495) 721-1411. www sanofi.ru

Crpannua | u3 1




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
SPAIN

17404 Riells i Viabrea (GIRONA)

SANOFI

Site:

RIELLS

RIE 497344
9R1AV

Item:

Batch:

Customer batchi:
Method reference:
Certificate version: 9

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU
Manufacturing date:

Expiry date:
OF number:

RIE-MET-00369 v.17.0

23-MAY-2019 00:00:00.00

APR-2022
RRO3649003

—— 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
+ HYDROXYCHLOROQUINE SULPHATE (HPLC}) COMPLIES COMPLIES
TESTS
AVERAGE MASS 298.9 330,3 MG 314.6 mg
UNIFORMITY OF MASS Ph. Eur. COMPLIES
UNIFORMITY OF DOSAGE UNITS COMPLIES COMPLIES
[CALCULATED BY MASS VARIATION]
DISSOLUTION
DISSOLVED HYDROXYCHLOROQUINE COMPLIES a8
SULPHATE AFTER 30 MIN (Q=75%) (UV)
DEGRADATION PRODUCTS:
IMPURITY S5R24772 NMT 0.5 % 0.0 &
IMPURITY SSR10022 NMT 0.5 & D.0 %
. BNY UNESPECIFIED DEGRADATION PRODUCT NMT 0.2 % COMPLIES
+ TOTAL DEGRADATION PRODUCTS NMT 1.0% 0.0 %
MICROBIOLOGICAL QUALITY: COMPLIES
-Total aerobic microbial count (TAMC] NMT 103 CFU/G
-Total combined yeasts/moulds NMT 102 CFU/G
microbial count (TYMC)
-Specified micro-organisms (E.Coli) ABSENCE/G
ASSAY
HYDROXYCHLOROQUINE SULPHATE (HPELC) 190.0 210.0 MG/CPR 198.2

This batch has been manufactured in reference te the dessier in force and according to the cGMP
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CERTIFICATE OF ANALYSIS

&
SANOFI \7
SANOFI AVENTIS 5.3 Spain

Ctra. C-35 (La Batlloria-Hostalric) EKm. 63,09 $ite: RIELLS
Tel. 93.864.19.00 Fax. 93.864.19.30
17404 Riells i Viabrea (GIRONA] SPAIN

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU

Item: RIE 497344 Manufacturing date: 23-MAY-2019 00:00:00.00
Batch: 9R1AV Expiry date: APR-2022

Customer batch: OF number: RR0O3649003

Method reference: RIE-MET-0036% v.17.0

Certificate version: 9

Qualified person decision: Released

17-JUL-2019 15:03:39.00

Antonio Martin, Qualified Person

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