AEKJAPAIIHA O COOTBETCTBUH

JEKJAPAHT, NIPHHUMAFOIAH NEKTAPAIIHIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenus o pezucmpayuu epzanusayuy: Mescpationnan uncnexyus Gedepanvuoii nanozoeol cayxcher Ne 46 no
2. Mockae 01.01.2008, OI'PH 1027739079940, dama npuceoesun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepexan, 0. 22. Teneghorn/garc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepansuuii Oupexmop Mowowc O.4.

Hosepennoe nuyjo: Cmenanos C.C., dosepennocms 6/ om 01,12.2017

3ASIBJBIET, UTO
Rexapcmeentoe cpedcmeo: Snouw, pacmeap ONA GHYMpUMBILENHO20 éeedenus SO MIMa 2 ma, amnyits (6),

YNarosKu KoHmypuse macnurogeie (noddonsy) (1), nawxu kapmonnwe, PY Ne 1T N012589/03 om 30.03.2011
(dama samer 28.02.2017) svidano CAHOPH-ABEHTHC ®OPAHC, cepus GYI11, napmun 19414 Ynaxosox,
2odex do 30.11.2021, npoussedemea Jengpapm Juocon, Opanyun, Delpharm Dijon, 6, Boulevard de | ‘Europe,
21800, Quetigny, France xod OKITH2 21.20.10.235, kod TH B 3004960002, KoHmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085323170 om 12.02.2019

COOTBETCTBYET TPEEOBAHW SV

I1 N012589/03-3003 11 usm. Mo 1

HEXJTAPATIHST IIPMHATA HA OCHOBAHAH

npomokon ucnvimanuti No 457¢ om 20.02.2019 HJT 000 HI] "©®APMOEOPOHA", ammecmam arxpedumayun
POCC RU.0001.214J140, Cepmughurcam POCC FR.OMO08.C34323 om 20.02.2019

JATA IPBHATHA JEKJIAPAITAM 20.02.2019

uuuuuuuuu
Suy

Crenanos C.C.
O.HN.0

OPTAH ITO CEPTHOHKAIAH, 3APEMCTPHPOBA BITHI HEKIAPAITAIO
RA.RU. 11 ©M08 OPTAH 110 CEPTHOHKALHH TPONYKIIHH OBLECTBO C OIPAHHYEAHOH
OTBETCTBEHHOCTBIO "OKPYIXHOM I[EHTP KOHTPOJIT KAYECTRA",

adpec opzanusayuu; 115280, 2. Mocxea, ya. Macimeproea, 0. 4, am. 5, noss. I, xam. 1, adpec opzana rio
cepmudpukayuu: 115280, POCCHA, 20ped Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ge6-
caiim: oyxx.pe.

AEXJIAPATIHASL O COOTBETCTBHHU 3APETACTPHPOBAHA M2 POCC RU I-F;i 08.4.16430/19
JAFAREFACTPAITEAN 20.02.2019 c

ADKYMENTOB
RINHOMD CKAaaa




Delpharm

6, Boulevard de I'Europe
21800 QUETIGNY - France
Tél : 03 80 48 30 30

Fax ;03 80463617

Certificate of Analysis
and Conformance

Description

: EGLONYL 100MG 6X2ML VT RU

Cade T 42295 Customer code 592574

Batch number : (2086 Customer Batchn® :  GYIII

Expiry date : November 2021 Manufactoring date : 13 December 2018

e _

TESTS SPECIFICATIONS RESULTS

CHARACTERIZATION

Crgancleptic Characters Transparent liquid, colourless or practically . Complles, = <= . ° 3
colourless, odorless or practically adorless soe

IDENTIFICATION

Sulplride Identification / TLC Posltive ~ Posltive - - o .

Sulpiride / UV : MaxImum absorpticn 289{}9_393 nm ) ST zgz nm N e, )

Sulpiride / UV : Minimum absorptlon 264 t6268' nm ° - 267 hm, - "1. -

Sulphates Postti\{e . Positive ) )

Chlorides identification Positive - Ptl:'s.ltive-. -

TESTS

Number of particles >= 10 pm <n§000 /émp - 6 famp

Sterility test Co'ljnp!_r?s

&

j1]




4 Description : EGLONYL 100MG 6X2ML VT RU N
Code 1 42295 Customer code 592574
Batch number ¢ G2086 Customer Batchn® :  GY11l
Expiry date ¢ November 2021 Manufacturing date @ 13 December 2018

. J

Number of partkles >:= 25 ym

Bacterlal endotoxins

Absorbance at 450 nm

pH

Extractable volume

ASSAY

Chlorides Content / Argentimetry

Sulpiride Content /7 UV

<=600 famp .. *, -

<=0.4 Ul/mg -
<=0.030

3.5t05.5

>=20ml .

5.5 to 6.1 mg/amp

95.0 to 105.0 mg/amp

‘1jamp L

2amb v e T

<0.1 Ulfmg
0.003

4.3

5.6 mg/famp

98.3 mg/amp

-

= ANR waeHTDB
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('Descripﬁon : EGLONYL 100MG 6X2ML VT RU \
Code 1 42295 Customer code ;592574
Batch number : G2086 Customer Batchn® :  GY1l1
Expiry date : November 2021 Manufacturing date : 13 December 2018
\. J
Certificate of conformance
- ——_— S——

This batch has been manufactured in campliance with the GMP requirements and with the specifications of the relevant
Marketing Authorization,

\_ w,
Decision
(Decislon : A - Accepted )
Date 31 January 2019 - 10:51 AM
Name Estelle PINARDON Qualified person
\_ S

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

6, Boulevard de L'Europe
21800 QUETIGNY -France

Ten: 03 8048 30 30
®daxe: 03 804636 17

CEPTMOHKAT AHAJNH3A H COOTBETCTBHA

T,

=y

SANOF!

Onucauue: Srnonun 100 mr 6x2 Mn VT PY

Kos: 42295
Homep cepun: G2086

Jara ucreuenns cpoxa roguoctn: HoaGps 2021

Kox 3aka3zuuxa: 592574

Homep cepun 3axazuuka: GY111
Hata npomnssoucrea: 13 Jlexabps 2018

Teernt Crenndukannn - PesyanTarss
Onucamune
Oprauonentrgeckue Ilpo3paynas xuAKOCTS, GecUeTHAn MK CootsercrByer
XapaKTepUCTHKH npaxTHuecky GecuBeTHas, Oe3 3anaxa Hin

npaKkTayecky 6e3 zamaxa.
HoaxuunrocTs
Cynbrmupug/TCX HMonoxuensuo HonoxurtensHo
Cynenupun YO: Maxcumym Ot 289 10 293 uM 292 gM
NOrJI0WEHHA
Cynennpua V®: Muaumym Or 264 no 268 um 267 um
NOrNOUIEHUS
Cynndars [Tonexurensyo IonoxuTensHo
Xnoprasl [TonoxuTensyno [Tonoxutensto
Henstranua
Yueno gactuy > 10 MKM < 6000/ammyna 6/ammyna
CrepHnbHOCTD CooreeTcTBYET CooTBercTByeT
Uncno yactum > 25 MM < 600/amnyna l/ammyna
BakrepHanbHBlEe 3HZ0TOKCHHE] <0,4 E3/ur <0,1 E9/mr
Abcopbuus npu 450 uM <0,030 0,003
pH Or3,57805,5 4,3
HasnexaeMplii 00beM =2,0wMn 2,1 un
Komuuectrennoe onpeaenenue
Copepxanne xnopunos/ Ot 5,5 a0 6,1 Mr/famnyna 5,6 Mr/amMnyna
apreHTOMeTpHA
Conepxanue cynsnupua/y o Ot 95,0 no 105,0 Mr/amnyna 98,3 Mr/amnyna

AQ «Canothut Poccnas

AR p.o‘yMEHTO‘B

anTEuHOrD cxnd3

Anpec: 125009, Moexea, ya, Teepekan, 22. Ten.: (395) 721-1400. dasce: (495) 721-141 1. www.sanoliqu
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Delpharm

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

hakc: 03 8046 36 17

CEPTHO®HKAT AHAJM3A 1 COOTBETCTBHSI

Onucanue: 3rnonun 100 Mr 6x2 Mn VT PY
Kog: 42295

Howmep cepun: G2086

Jara ncreueHus cpoka rogdoctH: Hoabpr 2021
Kon 3axa3ynxa: 592574

Howmep cepun 3axazunka: GY 111

Hara npounssouctea: 13 exaGpa 2018

CepTndukar cooTBeTCTBHA
JlanHas cepus MpoH3BesieHa B COOTBETCTBUM ¢ TpebosaHuamu Hamexaieit NPOH3BOACTBEHHOH
npaktuky (GMP) i cnenudukauusmMyu HOPMATHBHON TOKYMERTALNN.

Peirenne
Pemenue: I1 - npunsro
Hara 31 Susapa 2019 - 10:51
Hma Estelle PINARDON

HaHuEH cepTHduKar anann3a nposeped LIMS 1 noanucan snekTponHo.

AR AOKYMENTOB

anTEUHOTD CKNaaa

AO «Caliodur Poccitrs
Aapeet 125009, Mocksa., yn, Tecpekan, 22, Ten.: (495) 721-1400. ®axc: (495) 721-1911. wivw.sanofia
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