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Ceprudukart ananuza

Canotu Asentic C.A. Hcnanus

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
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SANOFI

[Tpouzs. nnowazka: RIELLS

Nnaksenun 200 mr rabnericn 6aucrep 4x15 S2 M36 PY
Hara npoussonctsa: 23 ceHTa6pa 2019 00:00:00.00
Jarta ucreyenns cpoka roaHOCTH: asryct 2022

Obzext: RIE_497344

Cepus: 9R2VP
Homep cepum 3aka3unka:

OF nHomep: RR03649010

Merton B coorercTBuH: RIE-MET-00369 v.19.0

Bepcns ceptuduxkara: 10

TECTBI CINIEDHOPHKALIHH PE3YJBTATBI
XAPAKTEPUCTHUKH
Onucanue Kpyraele nBoAkoBbINyKble Tabnerky, CooTtBeTcTBYET
MOKpLIThIE MAEHOYHOH 060nouKoi, ¢
rpasuposkoit «HCQ» Ha onHOH cTOpoHe M
«200» - Ha npyro# cTopone.
Liset Benwii CootBercTBYeT
NOJJIMHHOCTD
I'napokcuxnopoxuHa cynsgpar (MK) CootreercTBYET CootBeTcTByer
[MapokcuxnopoxuHa cynsdar (BIWX) CooTBeTcTBYET CooTBercTByeT
HCTIBITAHUA
Cpenuss Macca 071 298,9 no 330,3 Mmr 312.6 Mr
OAHOPOOHOCTH MACCHI Esp. @. CoOoTBETCTBYET
OaHOpOAHOCTE JO3HPOBAHHS CooTBeTCTBYET CootBeTCTBYET
{paccuMTLIBAETCA MO Macce)
PACTBOPEHHE
PacTBopuBLuMACS THAPOKCHXNOPOXHHA CootBeTcTBYET 99
cyaedat nociyie 30 MuHyT (Q=75 %) (YD)
[TPOJIYKTBI PA3JIOXKEHUA
- npuMecs SSR 24772 - He bonee 0,5 % 0.0%
- npuMecs SSR 10022 - He Bonee 0,5 % 0.0%
- moboii HeHIeHTHOHUIHMPOBAHHEIH - He bonee 0,2 % CoorsercTByer
TIPOAYKT Pa3NIOKEHHs
- CYMMa NPOAYKTOB PA3IOKEHHSA - He bonee 1,0 % 0.0%
MHKPOBHOJIOTHYECKAS YUCTOTA CootBetcTBYyET
O6Lee 4ucno adpobHbIX He Gonee 10° KOE/r
MuKpoopraiuimos (TAMC)
Ob6wee umcno miecHeBLX W ApodokeBbix  |He Gonee 102 KOE/r
rpubos (TYMC)
E. coli OrcyTeTBHe/T
KOJHYECTBEHHOE OIIPEJJEJIEHHUE
Cuppoxcuxnopoxuna cynbdar (BOXKX) Ot 190,0 o 210,0 mr/1ab 195.6

JlaHHaa cepHa MPOH3BENEHAa COOTBETCTBHM C AEHCTBYIOLMM Aocke H ¢ TpeGosannamn Hamnexaureit

NpoHU3BOACTBEHHOM npakTtHkH (GMP).

Pelenue ynonHoMoueHHOro nuuia: Beinyumeno
22 HosGps 2019 14:14:58.00
Antonio Martin, ynosiHoMoueHHOe JHLIO

Hauneii cepTudHkar anamusa npoeepeH LIMS H moanmncan anexTpoHHo.

Anpec: 125009, Mockaa, yn. Teepekas, 22, Ten.: (495) 7211400, daxc: (495) 7211411,y

AO «Canodns Poccian

Crpanuua | na |




CERTIFICATE OF ANALYSIS

SANQFI AVENTIS 5.A Spain

Ctra, C-35 (La Batlloria-Hostalric) Km, 63,09 Site: RIELLS
Tel. 93.864,19.00 Fax. 93.B864,19.50
17404 Riells i Viabrea (GIRONA} SPAIN

PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU

Item: RIE 497344 Manufacturing date: 23-SEP-2019 00:00:00,00
Batch: 9R2VP Expiry date: AUG-2022

Customer batch: OF number: RRO3649010

Method reference: RIE-MET-00369 v.19,0

Certificate version: 10

L

| TESTS B ' 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 312.6 mg
. UNIFORMITY OF MASS Ph, Bur. COMPLIES
. UNIFORMITY OF DOSAGE UNITS CCMPLIES COMPLIES
{CALCULATED BY MASS VARIATION)

DISSOLUTION

DISSOLVED HYDROXYCHLOROQUINE COMPLIES 99

SULPHATE AFTER 30 MIN (Q=75%) (UV)

DEGRADATION PRODUCTS:

IMPURITY S5SR24772 RMT 0.5 % 0.0 %
. IMPURITY SSR10022 MMT 005 % 0.0 %
. ANY UNESPECIFIED DEGRADATION PRODUCT HNMT 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% CPU/G
miecrobial count (TYMC)
~Specified micro-organisms (E.Coli) ABSENCE/G
RASSAY
. HYDROXYCHLOROQUINE SULPHATE (HPLC}) 190.0 210.0  MG/CPR 19%‘ =

Lo 9

N e

TN
[‘rhis batch has been manufactured in reference to the dossier in force and according to& PR
e
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CERTIFICATE OF ANALYSIS

SANOFI . g
SANOFT AVENTIS S.A Spain

Ctra. C-35 (La Batlloria-Hostalric: Km., 63,09 Site: RIELLS
Tel., 93.864.19.00 Fax. 93.664,19.50
17404 Riells i Viabrea (GIRCHA) SPAIN

( PLAQUENIL 200MG TABCO BL4X15 S2 M36 RU ]
Item: RIE 497344 Manufacturing date: 23-SEP-2019 00:00:00.00

Batch: GRrR2vPp Expiry date: AUG-2022

Customer batch: OF number: RR03649010

Method reference: RIE-MET-00369 v.19.0

Certificate version: 10

Qualified person decision: Released
22-NOV-2019 14:14:58.00

Antonio Martin, Qualified Person
" -

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

NPUNTIOXXEHWE K CEPTUDUKATY AHANU3A

HawnMenopaune npoaykra: [Tnaksennn

Howmep cepuu; 9R2VP

GMID: 497344

Hata npoussoncrsa: 23 centabpa 2019 r
[onen no: Asr-2022

Howmep PY, zapeructpuposansoro s Poccun: ITN015606/01

A®H (na3panne cybcTaHLNHK, HasBaHHe U azpec
NPOH3BOAKTEN CYOCTAHUMNK);

I'unpokcnxnopoxun cynsgar
XunouH 3aBon PapManeBTHYECKHX H X HMHUECKHX npoaykroe 3A0, H-1045 Budapest, To u. |-5,
BeHnrpus

51 moaTBepknalo, YTO AaHMas cepus TIpOTECTHPOBAHAE 110 BCEM napaMeTpaM, NEepPeyHCIeHHbBIM B
crnicungnkauvn HopmatueHol JloKyMeHTaUHH, 3aperucTpHpoBaHHOi B HacTodllee BpeMs B PoccHiickoii
Denepaun.

Hactoswuym noareepxaaercs, uro naprus COOTBETCTBYET TpeBOBaHHAM pasaeNor «YakoBKay |

«Mapkuposka» HopmaTusnoii AOKYMEHTALIHH, 3apErHCTPHPOBAHHOI B HacToAwee Bpems B PoccHiickoit
denepaiiuy . T

Riells i Viabrea, 23 anBaps 2019
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SANOFI

APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: PLAQUENIL
Batch Number: 9R2VP
GMID: 497344
Manufacturing Date: 23-SEP-2019
Expiry Date: AUG-2022
Reference number to MA registered in Russia: P N015606/01

APl (name of API, name and address of manufacturing site):

HYDROXYCHLOROQUINE SUPHATE
CHINOIN Pharmaceutical and chemical Works
Private Co. Ltd. - a Sanofi company

H-1045 Budapest, T6 u. 1-5

HUNGARY

| hereby certify that this batch is tested for ali quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labeliing of the
Normative Document specification currently registered in Russian Federation.

LN
Riells | Viabrea, 23th January 2019 LY.}
SANOFI
AN Nireccidn Tecnica-Calidad
;!‘ﬁ) sanofi-aventis, S.A.
J Planta de Rielis i eHR7Es:
Mabel Delgado B
Deputy qualified Persen
Sanofi-aventis, S.A
NIF 365698302
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sanofi-avantls, 8.A. Oficinas Centrales: Josep Pla, 2 - 08019 BARCELONA - Tet: 03 4858400 - Fax. 93 4858500
Delegacion Madiid: Martinez Villergas, 52 - 28027 MADRID - Tel.: 91 724 5700 - Fax; 91 7245680

PG Mect. O Bprcaica, Tor 39219, Moo 101, Hoja B-342010 Ecnpokin 1307, CLF . AOG103588, |\VA, CF: ERA-OB 183588



