IEKJIAPAIIAS O COOTBETCTBUMA

JEKJAPAHT, IPUHAMAIOINHANR JEKJIAPAITAIO O COOTBETCTBHH:
| AO "Canoghu Poccun”

Caedennn o pezucmpayuu opeanusayun: Mesxcpationnan urcnexyus Pedeparvtioit Ha102060it cayicoer M
46 no 2. Mockee 01.01.2008, OIPH 1027739079940, dama npuceoenusn OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, va. Teepcras, 0. 22. Tenegpon/dhaxc: 8 (495) 721-14-00/ 721-14-11

B muye: Ierepanonuiii dupexmop Mownic O.A.

Hoeepenroe mnyo: Kysneyosa H.IO [ocepennocmo: 6/1 om 20.08.2019

3AABJIET, UTO

nexapcmgerroe cpeocmeo: Icceniyuane® popme H xancyast 300 a2 10 wam., drucmepur (9), navuxu
Kapmonnvie, pez.vo. M IT NO11496/01 om 10.08.2010 (0ama nepeoghoprnenun PY 22.07.2019) ,get0aro
A. Hammepatarn 3md Cue. I'nbX, cepun 9K8791, napnia 36000 ynaxoeox, 2oden oo 01.02.2022,
npouzecocmea A. Hammepyann 310 Cne. InoX/ A. Nattermann and Cie. GmbH, Nattermannallee 1,
50829 Koln, Germany, I'epmarnua, ko0 OKITA2 21.20.10.114, xoo TH B3/ 3004900002, xonmparm
Ne250/40056192/F-2 om 20.10.2010, uneotic Ne 9085350181om 15.10.2019

COOTBETCTBYET TPEBOBAHHAM
1T NO11496/01-220911 uzar. Ne 1-8

JAEKJIAPAIIHSA ITPHHATA HA OCHOBAHHH
npomoxon wcnvtmarnuii No 1137517 om 25.10.2019 HIT OOQ "Llenmp xoumpoas xkauvecmea Buoaaiigh”,

animnecmam arxpedumanui RA.RU.21L[KO1 om 22.07.2015 2., cepmugpuxam anarusa A. Hammeparann
w0 Cue, I'n6X om 10.10.2019, Cepmugpuxam POCC DE.@MOS5.C10169 om 25.10.2019

JAATA IPHHATHA AEKJIAPATTAH: 25.10.2019 .
MEKJAPAIIASA NEVCTBHTEJLHA J10: 01.02.2022 2.
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CBEJEHUS O PETUCTPAIIIN

OPI'AH 10 CEPTHOHKAIIAH, 3APETACTPHPOBABIUHA JEKJIAPAITHIO
Opean tio cepmugpuxayui npoovEyuy

Obuecmea ¢ 02panuyennoilt omeemcmeerHHocoi0 « OKPYJICHOT teHmp cepmuurayi,
adpec: 620014, POCCHA, Caeponoscras obaacms, Examepunbype, Xoxparoea, 74, 1706,
mex: (343) 380-27-55, www.ekbocs.ru, ammiecman arxpedumantiu Ne RA.RU.11 OMOS

AEKJAPAIIAA O COOTBETCTB M POCC RU J-DE.®#M05.4.47959/19

QuuepuHa A.A.

PyxosoguTesis oprana mo
cepTHOHKANHE BPOXYKITHA




«A. Harrepmans sua Cue. I'M6X»

Komnarus «Canodu»
Harrepmannane 1
50829 KensH, I'epmanus

SANOFI .7

CepruduxaT anann3a/cooTBercTBUA TpeGoBanuam Texymeii Hapnexameit
NMPOH3BOACTBEHHOH NPAKTHKH

3axas Ne;

Hcneitanre No: 255010
Marepuan: Jecenunane gopre H kancynnl, 90
ITYK
Homep matepuana: 361916
Ne cepun 9K8791
MNe GMID: 643775
Pa3mep cepun: 51.804
JlaTa npox3BozcTea: ABr.2019
JlaTa oxoHuaHHA Cpoka DeB.2022
POAHOCTH:
Cneundukauus CGN-SPEC-PR-000066/2.0
Ne/Bepcus:
JaxHbii npoayKT | kancyna

COACPXKHUTCA B!

Beinymerno: 27.09.2019

Crpana
Ha3HAYEeHMA:

IMokazaTenn

XapakTepHcTHKH

Onucauue

Onucanue coaepkHMoro

Texnudveckme NOKAIATEIH

Cpeanss Macca

Cpennee 3HaueHHe MacChl COIEPKHMOTO
OAHOPOAHOCTE COOEPKUMOTO
Pacnanaemocts

HoanuHHOCTE
(3-sn-DPocaTHarm)XonHH
(3-sn-Jinzodocarnanmxonuu
KoanyecTBeHHoe onpeaenenue

Coepbix 60608 docdonunuasl,
cozepxanue 76%
(3-sn-DochaTHnHn)XOMHH

(3-sn-®ocdaTupun)}xonvs
(3-sn-JInzodocaTHann)Xonun
Mukpouoaornyeckan YHcToTa

O6uiee yncno a3polGHBIX
MHKpoopraiHiMoB (TAMC)

Obiuee YHCIO APOAOKEBLIX U IIECHEBBIX
rpubos (TYMC)

Hopmeb! nph BbInycKe

TBep,’lble Kancynbl XKEJIATHHOBBIE

PesynntaTh

COOTBETCTBYET

HEMpO3payHbIe Kancyns Nel,
coepHKaLUHE MACTAHHCTYIO

nacToobpa3Hy Maccy KelTOBaTo-

KOPHYHEBROI'O LIBCTA.

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

B TedeHue 30 MHHYT

COOTBETCTBYET

COOTBCTCTBYET

[Tpubnusurensro 300

208,1 - 2489
He Gonee 18,0

He 6onee 1000

He 6onee 100

COOTBETCTBYECT

5073 mr
423,7 mr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYCT

301 mr

229,0 mr
9.8 Mr

< 10 KOE/r

< 10 KOE/r

ExCertReleaseEl_nat.xml
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Coen Liymaep, crywba koHTpona kavecrsa, Ten. 2028
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«A. Harrepmann aup Cue. I'M6X» S A N o F I J

Komnauuna «Canopu»
Harrepmannane 1
50829 KenbH, I'epManus

Ceprudnkar anannsa/cooTsercrusl TpeGosanusm Texymeit Hagnexameis
NPOH3BOACTBCHHOH NMPAKTHKH

3aka3 Ne: Hcneitanne Ne: 255010 Brinymeno: 27.09.2019
YeToluMBEIE K KEaYH He 6onee 100 < 1 KOE/r
rpaMoTpHUAaTenbHble faKkTepHK

Escherichia coli OTCYTCTBYETEB | T COOTBETCTBYET
Psendomonas aeruginosa oTcyTcTBYETB I T COOTBETCTBYET
Staphylocaccus aureus oTcyTCTBYETB | I COOTBETCTBYET
Salmonella oTCYTCTBYET B 10 COOTBETCTBYET

KoMMeHTapun;

HaHHas cepua cooTBeTCTBYET
cneumdrKaLnm.
OTaen KOHTPOAA KAYECTBA

Bonegraur Xepmanue
HauanbHHK 0TheNa KOHTpONs KayecTea

Hara Bbinycka: 26.09.2019 B 15:12:04 noarotoenenc [I-p Fenpuerta
Dunenak

Cceninka:

Jlanusiéi npoayxT 66Ut HCOBLITAH B COOTBETCTBHH c0 CGN-SPEC-PR-000066/2.0
cneunpukauneii:

3anBaenne o cepTHHHKALUNM:

HacTosiiam 51 noaTeepxknaio, 4To NpeAcTaBAEHHAs Bbiue HRPOPMALMA ABAAETCA NOLTUHHON U TOUHOH. DTa cepus
npenapara 6si1a HIrOTOB/ICHA, BKITIOYAs YNIAKOBKY M KOHTPO/b KAYECTBA, HA YKA3AHHBIX BBILIE IOWAAKAX B
TOIHOM COOTBETCTBHU ¢ TpebGoBauuamMu Haanexkauleli nponssoacteenHoil npaktuky (GMP) mecTHOrO
KOHTPONMPYIOLIET0 OPraHa H B COOTBETCTBHM CO CieUM(HKALMAMH, YKa3aHHBIMH B PETHCTPALHOHHOM
YAOCTOBEPEHHH CTpaHbI-uMNopTepa. OTueTH! N0 06paboTKe, ynakoBke H aHANH3Y CEPHH GbLTM MPOBEPEHBI H
MPH3HAHBI COOTBETCTBYIOWINMH TpeboBaHHAM npasan GMP.

JoxTop berruna LUlnom6uua
YnoaHoMouYeHHOE NHLO

JauHbiit AOKYMEHT Gbin cO3aH B 3MEKTPOHHOI dopMme u aclicTBHTENEH Ge3 NOANHCH

ExCertReleaseEl_nat.xml
Crpanuna 2 u3 2

Mocnennee namenenue: 04.10.2018 09:50
Coen Illymaep, cnysta xoHTpPOAR kayecTa, ren, N8



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

50829 Cologne / Germany

SANOFI g

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 255010 Issued: 27.09.2019
Material: Essentiale forte N Capsules, 90 pleces
Material No: 361916
Batch No: 9KB791
GMID-No: 643775
Batch Yield: 51.804
Manufacture Date: Aug 201¢
Expiry Date; Feb 2022 Destination:;
Specification No./VMersion: CGN-SPEC-PR-000066 /2.0
This product contains in: 1 Capsule
Parameter Release limits Result
Characters
Appearance Brown hard gelatin opaque capsules No. 1 conforms
containing a yellowish-brown oily paste-like
substance
Technical Tests
Average mass 451,4-5246 507,3mg
Average filling mass 374,6 -4354 423,7 mg
Uniformity of filling mass conforms conforms
Disintegration within 30 minutes conforms
{dentification
(3- sn-Phosphatidyl)choline conforms conforms
(3-sn-Lysophosphatidyl)-choline conforms conforms
Assay
Soya bean phospholipids, containing 76 % ca. 300 301 mg
(3-sn-Phosphatidylicholine
{3- sn-Phosphatidylicholine 208,1 -2489 2290 mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 9.8 mg
Microbiological Purity
Total aerobic microbial count (TAMC) max. 1000 <10 CFU/g
Total combined yeasts and moulds count max. 100 < 10 CFU/g
(TYMC)
Bile-tolerant gram-negative bacteria max. 100 <1 CFU/g
Escherichia coli absentin1g conforms
Pseudomonas aeruginosa absentin 1g conforms
Staphylococcus aureus absentin1g conforms
Salmonelia absentin 10 g conforms

ExCertReleaseEl_nat.xml
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A. Nattermann & Cie. GmbH [
A Sanofi Ct::'lnpany| SA N O F I LY _‘
Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 255010 Issued: 27.09.2019
Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  26.09.2019 at 15:12:04 by Dr. Henvriette 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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