AEKIJAPAIIUA O COOTBETCTBHHA

JEKTAPAHT, TPUHHMAIOIIHIA JEKJAPAIIAIO O COOTBETCTBHH:
AO "Cawoghu Poccus"

Ceedenun o pezuciipayuu opeanuzayuu: Mexcpaiionnan uncnesxijus Pedepansroii Ha102060it cayvoicbor Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Adpec: 125009, 2. Mocksa, yn. Teepcran, 0. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/721-14-11

B auye: Ieneparenuiii dupexmop Monoic O.A.

Hoecepennoe mugo: Kanycmun A.O. Joeepennocmv: 6/m om 06.11.2018 2.

3AABJIAET, YTO

Jexapemeenroe cpedcmeo; Iccenyuare® gpopme H xancyast 300 mz2 10 uom., 6aucmepur (9), nauxu
kapmonnsie, pe2.yd. No IT NOI 1496/01 om 10.08.2010 (dama nepeoghopmnenus PY 28.04.2016) ,6v10ano
A. Hammepmarin 3nd Cue. Im6.X, cepun 9K8501, napmus 5760 ynaxosox, 200en o0 01.11.2021,
npouseoocmea A. Hannnepmann sno Cue. I'moX / A. Nattermann and Cie. GmbH, Nattermannallee |,
50829 Koln, Germany, I'epmanua, koo OKIII2 21.20.10.1 14, xod TH B3/ 3004900002, xoumpaxm
Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne9085340716 om 18.07.2019

COOTBETCTBYET TPEBOBAHHAM
IT NO!1496/01-220911 usm. Ne 1-7

AEKJIAPATIAA ITPAHATA HA OCHOBAHHHA
rpomoxon wcnviniaruti No 7060/ om 24.07.2019 HJT OO0 "Lenmp rouniponn kavecmea buonatigh”,

ammecman axxkpeoumayuu RA.RU.21IIKOI om 22.07.2015 2., cepmugpuxam ananuza A.Hammepnann
ano Cue. Im6X om 17.07.2019, Cepmugpuxam POCC DE.PMOS.C08727 om 24.07.2019

JATA IIPHHATHA JTEKTAPAITAH: 24.07.2019 2,
JEKJTAPAIIS AEACTBHTEJIBHA J0: 01.11.202] -.
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CBEJEHUS O PETUCTPAIIUHA

OPT'AH IIO CEPTHOHKAIHH, SAPETHCTPAPOBABIINI IEKJIAPAITHIO

Opean no cepmugpuxayu npodyxyun

Obugecmea ¢ ozpantvenHoli omeencnieenHocbio «OKpYXICHOIT ennip cepmugpuraut»,
adpec: 620014, POCCHA, Ceeponosckan obracme, Examepunbype, Xoxpsxoea, 74, 1706,
mea: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU. 1 | DMOS5

JEKJAPAIINA O COOTBETCTBHHA A POCC RU /I-DE.®M05.4.34890/19
JATA PETHCTPAIIMHA: 24.07.2019 2.
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«A. Harrepmans sua Cue, I'M6X»
Komnanns «Canodu»
Harrepmannane 1

50829 Kenwl, I'epmanus

SANOFI g

Cepruduxar anannza/coorercrBus Tpebosannnam Texymeii Hannexameit

NPOH3BOCTBEHHOH NPAKTHKH

Buinyweno: 17.07.2019

3akaz Ne; Hcenbitanne Ne: 251765

Marepuan: Sccenunane popre H xancynei, 90
wTyK

Homep matepuana: 361916

Ne cepun 9K8501

Ne GMID: 643775

Pa3Mmep cepuu: 48,954

Hata npoussoacrea: Mait.2019

JHara okoHuaHua cpoka Hon6.2021

FOJHOCTH:

Crneundukanms CGN-SPEC-PR-000066/3

Ne/Bepcns:

HJanusili npoaykr | kancyna

COOCPIKHTCA B:

Ha3HaA4YCHHA:

MoxkazaTenu

XapakTepucTHKH

Onucanne

OnucaHue coaepxuMoro

Texunyeckne nokalaTenn

Cpeansas macca

CpelHee 3HaueHHe MACcChl COIEPHKHMOTO
OHOPOAHOCTE COAEPKHMMOTO
PacnagaemocTts

NoaannnoCTL
(3-sn-DochaTHAUM)XOAHH
(3-sn-JInzodocdarnann)xonnn
KosanvecTBeHHoe onpeaesnenne

Coenrix 6060 pocdonunnan,
conepxanme 76%
(3-sn-DochaTuawn)xonnu

(3-sn-DocaTHpun)xonun
(3-sn-JInzodocdarnaun)xonun
Mukpobuonornyeckas YHcToTa

O61ee uHcno aapobHBIX
Mukpoopraiuimos (TAMC)

OButiee 4HCNO LPOMNEBLIX H IIECHEBLIX
rprbos (TYMC)

Hopmu! npn BeINycKe

Teepasle kancynel *keaaTHHOBbIE
HeTpo3pauHLle Kancyel Nel,
COlepKaLIHE MACTAHHCTYIO
nactooOpa3Hyl0 Maccy KeAToBATO-

KOPHYHEBOrO LUBETA.

451,4-524,6
374,6-4354
COOTBETCTBYET

B TeueHue 30 MUHYT

COOTBETCTBYET

COOTBETCTBYET

Mpubnaunsntensuo 300

208,1 - 248,9
He 6onee 18,0

He 6onee 1000

He 6onee 100

Pesyanratel

COOTBETCTBYET

COOTBETCTBYET

506,8 Mr
426,0 Mr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

303 mr

230,4 mr

7.1 mr

< 10 KOE/r

< 10 KOE/r

ExCertReleaseEl_pat.xml

Nocreanee wamenemse: 4. 10.2018 (850
Coen Hlymaep, cayaba kontpons kavectea, Ten, 2028
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«A. HatrepmanH sun Cue. I'MGX» S A N O F | J

Komnanus «Canogpu»
Harrepmannane 1
50829 Keuspl, 'epmanus

Ceprudukar ananusa/cooTBeTcTBHA TpeboBanuam Texymeit Haanexameit
NPOH3BOACTBEHHOH NMPAKTHKH

3aka3 Ne: Henvitanne Ne: 251765 Buinyweno: 17.07.2019
YeToliuHBbIe K KeAuH He 6onee 100 < 1 KOE/r
rpaMeTpHHATENbHBIE BaKTepun

Escherichia coli OTCYTCTBYETB | T COOTBETCTBYET
Pseudomonas aeruginosa OTCYTCTBYETB I T COOTBETCTBYET
Staphylococcus aureus oTcyTcTByeTB | COOTBETCTBYET
Salmonella oTcyTcTBYeT B 10T COOTBETCTBYET

KomMenTtapnn;

JaHHas cepHs cOOTBETCTBYET
crneunpHKauy.
Oraen KoHTpPONA KavecTBA

Bonbranr XepmarHe
HauanbHHk OTAENa KOHTPONA Ka4ecTsa

Hata Bbinycka: 16.07.2019 B 17:07:50 noarorosneno J-p Fenpuerta
Punenak

Cenlnga:

Jaunbiii npoaykT 661A HCNBITAH B COOTBETCTBHH CO CGN-SPEC-PR-000066/3
cneuudHkaumeis:

3ansnenne o cepTHOHKALNN:

HactoAtum s nonTBepxaato, 4TO NPeACTaBIEHHaA BbILE HHPOPMALIUA ABARETCA NOANMHHOM M TOYHOH. DTa cepus
npenapara 6bijla W3rOTOR/IEHE, BKJIOYAA YNAKOBKY H KOHTPO/b KAYECTBa, HA YKa3aHHBIX Bbille MAOLANKAX B
NOJHOM COOTBETCTBHH ¢ TpeboBannamMu Haanexalueil npoussoacTeeHtoi npakTHkH (GMP) mecTHOrO
KOHTPOAUPYIOLIErO OPraHa H B COOTBETCTBHH CO CEUH(HKALMAMH, YKAIAHHBIMY B PETHCTPALHOHHOM
YZAOCTOBEPEHHH CTPaHbl-uMNopTepa. OtyeTsl N0 06paboTie, ynakoBKe H aHAH3Y CepUm BbUTH NPOBEPEHDI H
NPH3HAHBI COOTBETCTRYOWHUMH TpeGoBaHHAM ipasun GMP.

Joxrop berruna lnom6una
YnonHoMoueHHOE THLO

JauHblii A0KyMeHT ObIN co3aH B 3NEKTPOHHOT dopme U nelicreuTeneH Ge3 noamucu

ExCertReleaseEl_nat.xml

Nocneause wimeHenne: 04,10.2018 09:50
Coen Llysaep. crywGa koHTpons kavecTsa, Ted. 20128

Crpannna 2 u3 2



A. Nattermann & Cie. GmbH

SANOFI\7 |

A Sanofi Company

Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 251765 Issued: 17.07.2019
Material: Essentiale forte N Capsules, 90 pieces
Material No: 361916
Batch No: 9K8501
GMID-No: 643775
Batch Yield: 48.954
Manufacture Date: May 2019
Expiry Date: Nov 2021 Destination:

Specification No.Version: CGN-SPEC-PR-000066 /2.0

This product contains in: 1 Capsule

Parameter

Characters

Appearance

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-Phosphatidylicholine
{3- sn-Phosphatidyl)choline

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

Total combined yeasts and moulds count
(TYMC)

Bile-tolerant gram-negative bacteria
Escherichia coli

Pseudomonas aeruginosa
Staphylococcus aureus

Salmonella

ExCertReleaseE!_nat.xml

Tum armaant 04 192000 09 50
Bron Schumackye, QAR Tl 2008

Release limits

Brown hard gelatin opaque capsules No. 1
containing a yellowish-brown oily paste-like
substance

4514 - 524 6
3746 -4354
conforms

within 30 minutes

conforms

conforms

ca. 300

208,1 - 248.9

max. 18,0

max. 1000

max. 100

max. 100

absentin1g
absentint1g
absentin1g

absentin 10 g

Result

conforms

506,8 mg
426,0 mg
conforms

conforms

conforms

conforms

303 mg

230,4 mg
7.1mg

<10 CFU/g
<10 CFU/g

<1 CFU/g
conforms
conforms
conforms

conforms
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A. Nattermann & Cie. GmbH &
A Sanofi Company SA N O F I \J
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 251765 Issued: 17.07.2019

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  16.07.2019 at 17.07:50 by Dr. Henriette Fidelak

Reference:

This product has been tested according specification; CGN-SPEC-PR-000066 / 2.0

Certification statement:

| 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 Marketing Authorization of the importing country. The batch processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP.

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature.
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