JAEKJIAPAITST O COOTBETCTBUHA

AEKJIAPAHT, TPUHAMAROLINI JEKJIAPAIIHIO O COOTBETCTBIH

AO "Canogu Poccus”

Ceedenun 0 peaucmpayuu opzanuzayuu; Meoicpaiionnan uncnexyun Gedepanvioil nanoz06oii cayacbvt No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npucecenun OFPH 19.08.2002,

Aopec: 125009, 2. Mockaa, yn. Teepckan, 0. 22. Teneghon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvhuii oupexmop Monae O.A.

Hosepernoe nuyo: Knoxosa 10.C, Oosepenrocms 6/ om 01.12,.2017

3ASBJIIET, UTO

Aexapecmeennoe cpedcmeo: J2nonun, pacmeop Ona eHYmMpumMsIuenHO20 eeederus 50 m2/mn 2 MA, amnynsl (6),
YhaKosku KoHmypHole nracmuxoeste (noddowsy) (1), nauku kapmonnsie, PY Ne IT N012589/03 om 30.03.2011
(0ama zamerrr 28.02.2017) emdano CAHODH-ABEHTHC ®PAHC, cepua GY108, napmus 18435 ynaxoeox,
eoden o 01.09.2021, npouseodcmea Hengpapm Juowon, Opanyus, Delpharm Dijon, 6, Boulevard de | ‘Europe
21800, Quetigny, France, xod OKII/12 21.20.10.235, ko0 TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085315872 om 04.12.2018

COOTBETCTBYET TPEEOBAHUSIM
TIN012589/03-300311 usm. Ne 1

JAEKJIAPALIMA ITPHHSITA HA OCHOBAHUH
npomoxon ucneimanuii Ne 37160 om 14.12.2018 HJI 000 HI] "®APMOEOPOHA ", ammecman
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC FR.OMO8.C3 0019 om 14.12.2018
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CBEJEHUS O PETUCTPALIUUA

OPT'AH IO CEPTU®UKAINN, 3APETHCTPHPOBABII A JAEKJIAPAITITIO 5
RA.RU. 11 ®M08 OPIAH IIO CEPTH®HKALIHH HPOAVKUHH OBI{ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIXHOH IJEHTP KOHTPOJIS KAYECTBA "~

adpec opzanusayuu: 115280, 2. Mocxaa, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom, 1, aopec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, ae6-
catim: oyxr.pgh.

AEKJAPAIIA O COOTBETCTBUHU SAPETUCTPUPOBAHA N POCC RU H-FR.DMO8.A.10414/18
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Delpharm

6, Boulevard de L Europe
21800 QUETIGNY-France
Ten: 03 80 48 30 30

®axc: 03 80 46 36 17

CEPTHOHUKAT AHAJIU3A U COOTBETCTBHSI

Onncanue: Drnouun 100 mr 6x2 mn VT PY
Koa: 42295

Howmep cepuu: G1288

Harta ncrevenns cpoka roasocty: ceHTA0ps 2021
Kon 3akaszunka: 592574

Homep cepuu 3akazunka: GY108

Hara npoussoacTaa: 28 ceHtabps 2018

CepTudnkar cooreercrens
JaHuas cepus npousBeeHa B COOTBETCTBHH ¢ TpeboBansmu Hannexaieii NPOU3BOACTEEHHOM
npaktikk (GMP) 1 ciieunduxanuamu HOPMaTHBHOH NOKYMEHTaLHH.

Pewrenne
Pewenwne: I1 - npunsrto
Hara 23 nos6Gps 2018 — 17:37
Hms Estelle PINARDON

Haunslii ceprndukar asanmsa npoBeped LIMS u noanncan NEKTPOHHO.

Crpannua 2 3 2
A «Catiadun Poceimy
Adapec: 123000, Mocsna, v Taepesan, 22, Tea {95} 721100, Make: (4933 721-141 1 www sanoliog



Delpharm

6, Boulevard de L'Europe
21800 QUETIGNY -France
Ten: 03 8048 3030

®axc: 03 80463617

SANOFI

CEPTHOUKAT AHAJIMZA N COOTBETCTBHS
Onucaune: draonun 100 mr 6x2 M1 VT PY

Koa: 42295
Homep cepun: G1288

Hlara ucrevenus cpoka rogHocTH: ceuTabps 2021

Kona 3akasuuka: 592574

Howmep cepun sakasunka: GY108
Mara npouspoactra: 28 ceHTsiOpa 2018

Tecrsi Cnenndpnranun PeayanraTei
Onucanne
Opranonentuyeckne Ilpospaunas skunkocTs, Gecuernas uny Coorsercrayer
XapaKTEPHCTHKH npakTHuecku Gecupernas, 6e3 3anaxa wiu

IPaKTHYECKH Oe3 3anaxa.
Hoaannunocre
Cynenupuy/TCX Ionoxutensuo ITonoxurensuo
Cynenupua Y ®: Maxkenmym Ot 289 10 293 um 292 um
HOIJIOIICHUA
Cynenupun VO: Munnmym Ot 264 10 268 umM 267 um
OOTTNOILIEHHA
Cyabparsr [Tonoxwurensuo TonoxutensHo
X0pHaEl ITonoxurensno IonoxuTensHo
Hcusrranua
Yncno gactin > 10 mkm <6000/amnyna 3/amnyna
Crepunprocts CoorsetcTByer CootBercTayer
Yucuo yacTui > 25 MM < 600/amnyna 1/amnyna
bakrepuaneuele sug0TOKCHHE] <0,4 ED/Mr <0,1 E3/mr
Abcopbuus npu 450 um <0,030 0,000
pH Or3,5105,5 41
M3BiekaeMbii 00beM >2,0 M1 2,1 M
Kosanvecraennoe onpenenenne
Conepsxanne xnopunos/ 015,510 6,1 MI/amMnyna 3,7 Mr/amnyna
apreHTOMeTpHS
Conepxanne cynpnupuaa/yd Or 95,0 n0 105,0 mr/ammyna 99,6 Mr/amnyna 5

Aapees 125000, Mocksa, yva. Teepes, 22, Tes - (493)

A «Canotpir Pocer

Crpannna 1 g3 2

T21-1400. dane: (493) 7214131 1. wwwsanoli



Delpharm

6, Boulevard de I'E cg= .
2,'855’5{?,‘5T,5NY”§°F‘1§M Certificate of Analysis
bt kst and Conformance

Fax:0380463617

Sterility test ;ompl!es !

?F Description : EGLONYL 100MG 6X2ML VT RU
Code 1 42295 Customer code 592574
Batch number G288 Customer Batch n° : GY108
Expiry date : September 2021 Manufacturing date : 28 September 2018
N
f
TESTS SPECIFICATIONS RESULTS
CHARACTERIZATION
Organoleptic Characters Transparent liquid, colourless or practically .Complies
colourless, odorless or practically odorless : ;
IDENTIFICATION
Suipiride identification / TLC Positive ; 'Pos]tlvg
Sulpiride / UV : Maximum absorption 289 to 293 nm 292 nm
Sulpiride / UV : Minimum absarption 264 to 268 nm 267 nm
Sulphates Positive Positive
Chlorides identification Positive Positive
TESTS
Number of particles >= 10 pm <=6000 /amp - . 3/amp

- Complres T
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£ Description : EGLONYL 100MG 6X2ML VT RU
Code 1 42295 Customer code : 592574
Batch number . G1288 Customer Batchn® :  GY108
Expiry date : September 2021 Manufacturing date : 28 September 2018
S,
Number of particles >= 25 pm <=600 famp e : ; 1 /amp
Bacterial endotoxins <=0.4 Ul/mg e <0.1 Ul/mg
Absorbance at 450 nm -:=0.030_ : - 0.000
pH 3.5t05.5 & ) : 4.1
Extractable volume >=2.0m ziE iy S 2.1 ml
ASSAY
Chlcrides Content / Argentimetry 5.51t06.1 mg_/arnp S T 5..7 ma/amp
Sulpiride Content / UV 95.0t0 105.0 mg/famp .=~ 99.6 mg/amp
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f Description : EGLONYL 100MG 6X2ML VT RU k .
Code : 42295 Customer code
Batch number : G1288 Customer Batch n®
Expiry date : September 202] Manufacturing date :

592574
GY08

28 September 2018

N /
] <o h
Certificate of conformance
- == =8 —= =S = == === =
This batch has been manufactured in compliance with the GMP requirements and with the specifications of the relevant
Marketing Authorization.
e .

Date 23 November 2018 - 5:37 PM
Name Estelle PINARDON

\,

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