JEKJIAPAITUA O COOTBETCTBHUUA

JEKJIAPAHT, IPHHUMAIOIIHHA TEKJAPAIIMIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenua o pezucmpayuu opzanusayuy: Mexcpationnan uncnexyus edepanvroti nano208eoti cayxcbor No 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, yr. Teepckas, 0. 22. Tenepon/chaxc: 8 (495) 721-14-00/721-14-11

B auye: enepanvuwiti Oupexmop Monc O.A.
Hoeepennoe auyo: Cmenanos C.C., dosepennocms 6/m om 01.12.2017

3AABJISIET, UYTO

nexapcmeaenioe cpedcmeo: Iccenyuane popme H, kancynor 300 mz 10 wim., ynaxosxu avelikogbie KOHmMypHbie
(3), nauxu kapmonnvie, PY Ne IT1 N011496/01 om 10.08.2010 (dama nepeogpopmaerun 28.04.2016), cepus
9K8061, napmus 158976 ynaxoeox, 2oden do 01.09.2021, npouseoocmea A. Hammepmarnn sud Cue. I'mbX,
T'epnanus, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany, xoo oKIa2
21.20.10.114, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085335223 om 29.05.2019

COOTBETCTBYET TPEBOBAHHAM
IT N011496/01-220911 usm. Ne 1-5,7

JEKJAPAIIASA ITIPUHSTA HA OCHOBAHHH
npomoxon ucnvimarnuii Ne 15320 om 06.06.2019 HJI OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC DE.®M08.C41538 om 06.06.2019

__CTenaHon C.C.
d.HU.0

CBEJAEHMHS O PETUCTPALIIHN

OPTAH 110 CEPTUO®HKAIINHA, SAPETHCTPHPOBABIINN JEKJIAPALIMIO
RA.RU. 11 M08 OPTAH I10 CEPTH®HKALHH ITPOJYKIHH OBI{ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJI KAYECTBA",
adpec opeanusayuu.: 115280, 2. Mocxea, yr. Macmepxoea, 0. 4, sm. 3, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pe.
JEKJIAPAITHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-DE. DPM0O8.A.26290/19
JATAPESFETPALIMH 06.06.2019
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Harrepmannane 1

«A. Harrepmanh sua Cue. I'M6X»
Komnarus «Canobun»

50829 Kenpn, I'epmanus

SANOFI vg

Ceprnduxar ananusa/cooTBercraus Tpebosannam Texymeii Haanexameii

NpPOR3IBOACTBEHHON NPAKTHKH

3akasz Ne: Henvitanue Ne; 249502 Brinymeno: 20.05.2019
Marepuan: Sccenunane gopre H Kancy.nel, 30
WTYK
Howmep matepnana: 361907
Ne cepum 9K8061
Ne GMID: 605453
Pasmep cepum: 158.976
Hara nponssoncrea: Map.2019
Harta okoHuanus cpoka Cen.2021 C1pana
TORHOCTH: HasHAYEHHA:

Cremmduranys 11.233763/3
Ne/Bepeus:
Jannsii npoaykT 1 xancyna

COlEPHHTCA B:

IorasaTent
XapakrepicTrkn

Omcanue

Onmcanne conepxumoro

Texungeckne noxasarenn

Cpennas macca

Cpennee sHadenne Macck coaepxmMoro
Oanopoaxocts coaepanmoro
PacnagaeMocts

Topanunocts
(3-sn-Docdaruamn)xomnsn
(3-sn-JInsodocharuann)xonuu
Keomiuecteennoe onpenenenne

Coesrix 60608 docdomuminb,
conepxanue 76%
(3-sn-Pocdarnamn)xonun

(3-sn-DocdaTuamn)xomun
(3-sn-JImodochatuaun)xonun
Mukpobuonornueckas uncrora

Obmee ancno aspobHLIX
MBEpoopragusMoB (TAMC)

OBmee THCHO APOXGKEBBIX W IU1ECHEBBIX
Tpubos (TYMC)

" Hopmbl npH Bbinycke

Taepawie kancyau xenarunoBbe
HETIpO3pauHLe Kancymui Nel,
CONEpHALHE MACTAHNCTYI0
nacToobpasHyIo Macey sKeNToBaTO-
KOPMIHEBOIG 1IBETA,

4514 -5246
374,6-4354
COOTBETCTBYET

B TeueHue 30 MunyT

COOTBETCTBYET

COOTBETCTBYET

Ipubnusurensuo 300

208,1-248.9
He 6onee 18,0

He 6onee 1000

He Gomee 100

PesynvTati

COOTBETCTEYET

COOTBETCTBYET

510,7 Mr
426,7 Mr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

301 mr

228, 7 mr
5,7wmr

< 10 KQE/r

< 10 KOE/gs iy,
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«A. Hatrepmann sup Cue. T'M6X» L)
Komnanus «Canodu» SANOFI ., s

Harrepmannane 1
50829 Kenvn, I'epmanus

CepradHKaT ananusa/cooTBeTCTRUS TpebosannsM Texymeit Hapaexameii
IPOM3BOJACTBEHHO OPAKTHKH

3akaz Ne: Hembitanwe Ne: 249502 Brinymero: 20.05.2019
VcToiuuBbIEe K 3Kemy He Gonee 100 <1 KOE/r
FpaMOTpHUATENbHbIE GakTepuu

Escherichia coli OTCYTCTRYETRB 1 1 COOTBETCTBYET
Pseudomonas aeruginosa OTCYTCTBYETB 1 1 COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYETB 1 T COOTBETCTBYET
Salmonella oTcyTcTBYET R 10T COOTBEFCIBYET

Kommenrapun:

Hannas cepus cooTseTcTBYET
cnenuduKamy,
—OTHeN KOHTPOJIA KAYECTBA — = e

Bomsgraur XepMannc
Havanernk oTAena KonTpons kauectsa

Jara BblTyCKa: 20.05.2019 B 13:54:56 noxroTonneno HoxTopom
Terpuerta Ougenax

Ceblka:

JaHHLI IPOXYKT 6B MCHBITAK B COOTBETCTBHH Co 11.233763/3
cnetindukanyeit;

3asieeHNte 0 cepTH(IKANNM:

Hacrosunm a noateepsnaro, uTo npeficTasierAas Boime MH(OpMaLHA ABNseTCs NOMIAHHON ¥ ToTHOH. DTa cepus
npenapara GkIjia M3rOTOBNICHA, BKIIOYAS YNIAKOBKY U KOHTDONL kavecTsa, Ha YKa3aHHLIX BbIIE MOMmAnkax B
TIONHOM COOTBETCTBHH ¢ TpeboBaruaMy Hagnexamelt mponssoncTse nol npaxrirs (GMP) Mectioro
KOHTPONHPYIOWIETO Opraka U k COOTBETCTBHHU CO CIEUH(HKAMIMH, YKa3aHHLMH B PErHCTPalOHHOM
YAOCTOBCPEHHM CTPaHEI-AMIIOpTepa. OTIeTEI 1o 06paboTxe, ynakoske u aHANH3Y CeprH GBI HPOBEPEHE! H
TIpH3HAHBI COOTBETCTBYIOMMUMH TpeGoBanuaM npasir GMP,

HAokvop Berruna Hnom6una
YnonHoMoYeHHOE Lo

Hanusift RokyMeHT 6bU1 cO30aH B AMEKTpoHHON dopme U eficTBHTeNEH Ge3 NoamICH
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A, Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOF! v g

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 249502 Issued: 20.05.2019
Material; Essentlale forte N Capsules, 30 pieces

Material No: 361907

Batch No: 9K8061

GMID-No: 605453

Batch Yield: 158.976

Manufacture Date: Mar 2019

Expiry Date; Sep 2021 Destination:

Specification No./Version; 11.233763/3
This product contains in: 1 Capsule

Parameter
Characters

Appearance ey =
Appearance of filling mass
Technical Tests

Average mass

Average filling mass

Uniformity of filling mass
Disintegration

identification

(3- sn-Phosphatidyl)choline
(3-sn-Lysophosphatidyl)-choline
Assay

Soya bean phospholipids , containing 76 %
(3-sn-Phosphatidyt)choline
{3- sn-Phosphatidyt)choline

(3-sn-Lysophosphatidyl)-choline
Microbiological Purity
Total aerobic microbial count (TAMC)

Total combined yeasts and moulds count
(TYMC)

Bile-tolerant gram-negative bactaria
Escherichia coli

Pseudomonas aeruginosa
Staphylococeus aureus

Salmonella

ExCertReleaseE(_nat.xml

Btk bty B SIS O
S Bosracras, D43 e, T

Release limits

khaki-opaque-oblong,-hard-capsule

honeylike, pasty mass

451.,4 - 524,6
374,6-4354
conforms

within 30 minutes

conforms

conforms

ca. 300

208,1-248,9
max. 18,0

max. 1000
max, 100

max. 100

absentin1g
absentinig
absentin1g

absentin 10g

RU, MN

Result

—conforms-

conforms

510,7 mg
426,7mg
conforms

conforms

conforms

conforms

301 mg

2287 mg
5,7 mg

<10 CFUfg
<10 CFUfg

<1 CFU/g
conforms
conforms
conforms

conforms




A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI vz

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 249502

Issued:

20.05.2019

Comments:

This batch conforms to the specification.
Quality Control

Wolfgang Hermanns

QC Manager

Release date:  20.05.2019 at 13:54:56 by Dr. Henriette Fidelak

Reference:

This product has been tested according specification:

Certification statement:

11.233763/3

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above-mentioned site(s) in full compliance with the GMP requirements of the local

Regulatory Authority and with the specifications in the Marketin

packaging, and analysis records were reviewed and found to b

Dr. Bettina Glombitza
Qualified Person

e in compliance with GMP.

This document has been produced electronically and is valid without signature,
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g Authorization of the importing country. The batch processing,




