JEKJIAPALIMASA O COOTBETCTBHH

JEKJIAPAHT, IPHHEMAIOIHI TEKJAPAIIHIO O COOTBETCTBHH:
AO "Canoghu Poccus”

Ceedenus o pecucmpayuu opzanusayuy: Mescpaiionnan uricnexyus Qedepanvroil Hanozoaodl cayiucher Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocksa, vi. Teepckas, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B ruye: enepansnvtit Oupexmop Monxc O.A.

Hosepenroe auyo: Kysneyoea H.JO Joeepennocms: 6/4 om 20.08.2019

3ASB/IET, UTO
nexapenigennoe cpeocmeo: Icceruane® gopme H xancyrer 300 vz 10 wim., 6aucmepet (3), naixu

Kapmonnete, pez.y0. Ne IT NO11496/01 om 10.08.2010 (dama nepeogpopmnenusn PY 22.07.2019) ,ee10ano
A. Hammepsiann smd Cue. InbX, cepun 9K9201, napmus 146664 ynaxosox, 2odew do 01.04.2022,
npouzeoocmea A. Hammepsans snd Cue. IméX/ A. Nattermann and Cie. GmbH, Nattermannallee 1,
50829 Koln, Germany, Fepmanusn, koé OKIIL2 21.20.10.114, koo TH B3/ 3004900002, xonmpaxm
Ne250/40056192/F-2 om 20.10.2010, uneotic Ne 9085354391 om 21.11.2019

COOTBETCTIBYET TPEEOBAHHAM
I NOI11496/01-220911 uzm. Ne 1-8

JEKJAPAIIUA ITIPUHATA HA OCHOBAHHHU
nponioxon ucnvimanuti Ne 145481 om 28.11.2019 HJI 00O "Lenmp xounipons xavecmea buoraiigp”,

ammecmam axxpedumayun RA.RU.21LIKOI om 22.07.2015 2., cepmugpuxam ananuza A.Hammepsanu
0 Cue. Tn6X om 19.11.2019, Cepmugpuxam POCC DE.PMOS5.C11622 om 28.11.2019

JATA OPUHSTHA AEKJTAPAIAN: 28.11.2019 2.
JEKJIAPAHUS AEACTBHTEJIBHA JO: 01.04.2022 ..

Mk | % Kysneuosa H.IO

der1apanin MOJITHCE ©.H.O

CBEJAEHMSA O PETUCTPAIIMA

OPT'AH 110 CEPTH®HKAIAH, 3APETHCTPHPOBABIIHA JEKJIAPAITHIO

Opean no cepmugbuxayuu npoovKyuu

Obujectniaa ¢ 0Zpantiyentoll OMGemCcINGeHHOCbI0 «OKPYNCHON YeHnp CepmuguKanin»,
adpec: 620014, POCCHA, Ceeponosckas obracne, Examepunbype, Xoxpaxoaa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaiuu Ne RA.RU. 11 DMO5

JEKJAPAIIHA O COOTBETCTBIIJII M POCC RU /I-DE.®@M05.4.53693/19
; : 28.11.2009 .

UnaephHa AA.
nox c‘ PyxoBoauTens opraxa no

CepTH(}HKAIHHE DPOTYKIHH




«A. Harrepmann 311 Cue. I'M6X»
Komnanus «Canopu»
Harrepmannane 1

50829 KenbH, ['epmanus

SANOFI g

CeprudgukaT anann3a/cooTBeTcTBHS TpeGopanuam Texymei Hagnexamei
NPOM3IBOACTBEHHOH NpaKTHKH

3axaz Ne: Heneitanue Ne: 256891 Beinymeno: 19.11.2019
Marepuan: Iecenunase popre H kancynwi, 30
WITYK
Homep marepuana: 361907
Ne cepun 9K9201
Ne GMID: 605453
Pazmep cepun: 155.304
Hara nponisoncrea: OkT.2019
JlaTa okOHYaHUA CpOKa Anp.2022 Crpana
TOOHOCTH: Ha3HAYECHHA:
Cneundukauus CGN-SPEC-PR-000066/2.0
Ne/Bepeua:
Janunit npoayxr 1 kancyna
COISPHHTCA B:
Hoxaslatenn Hopmei npx BeINyCKe PesyabTaThi
XapaKkTepucTHKH
Onucanne Treparie Kancyns! xenaTHHOBLIE COOTBETCTBYET
Henpo3pauHbie Kancyisl Nel,
coepKalllie MACTAHHCTYIO
Onucanne coaepKUMOro nactoofpasHyl0 Maccy KenToBaTo- COOTBETCTBYET
KOPHYHEBOTO LIBETA.
TexHHYeCKHe NOKAIATENN
Cpennnas Macca 451,4 - 5246 5100 Mr
CpenHee 3Ha4eHHE MacChl conepikuMore  374,6 - 4354 424,2 mr
OnHOPOAHOCTH CONEPKUMOTO COOTBETCTBYET COOTBETCTBYET
Pacnanaemocth B Tevyekue 30 MunyT COOTBETCTBYET
HMoanuHHoCTL
(3-sn-PocaThann)xonuH COOTBETCTBYET COOTBETCTBYET
(3-sn-Jluzodocdatuann)xonun COOTBETCTBYET COOTBETCTBYET
KonnuecTeennoe onpenentenne
Coeszix 6060 docdonunuis, HNprGauzurensuo 300 312 mr
coaepxanre 76%
(3-sn-QochaTraunxonuHH
(3-sn-DochaTHAHN)XOAMH 208,1 - 2489 2371 mr
(3-sn-JmzodocdaTHann)xonuu He Gonee 18,0 8,6 Mr
MukpobHONOTHYECKAR YHCTOTA
O6wee yKcno a3pobHBIX He 6onee 1000 < 10 KOE/r
MHuKpoopranisMoB (TAMC)
O6uiee YHCHO APokKKEBHIX K TWiecHeBblX  He Gonee 100 < 10 KOEfr

rpubos (TYMC)
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«A. Harrepmann sux Cue. TM6X» . |
Komnasuus «Canopu» SA N O F I .’
Harrepmanuane 1

50829 KenwH, ['epmanus

CepTuduxar anannza/coorBercreun Tpebosanuam texymeii Hapnexameit
NPOH3BOACTBEHHOH NPAKTHKH

Jaxas Ne: Hcnebitakne Ne: 256891 Beinymeno: 19.11.2019
YcToluuBbIe K ey He Gonee 100 <1KOEr
rpaMoTpHLATENbHEE GaKTepHH

Escherichia coli oTCyTCTBYETB I T COOTBETCTBYET
Pseudomonas aeruginosa OTCYTCTBYETRB I T COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYETB I I COOTBETCTBYET
Salmonella orcyTeTBYeT 8 10T COOTBETCTBYET

KommenTapumu:

JlaHHas cepHa COOTBETCTBYET
crieuMpHKaLEn,
Otaen KOHTpPOAS KaMecTBa

Bosbgraur XepMatac
HayanbHuk oTAena KOHTPONA KauecTsa

Jlata Bbinycka: 19.11.2019 B 11:28:02 noarotoeneHo Jloktopom
Bpurta Heeu

Ccbuka:

Hauustii npoaykT 6bIN HCMBITAH B COOTBETCTBHH CO CGN-SPEC-PR-000066/2.0
cneumpHKanuei:

3anpnenne o cepruduxaunn:

Hacroawmm 1 noaTBepsiaalo, YTo MPECcTaBNeHHaA Bullle HHPOPMALWMA ABAAETCA NOMTHHHON K TOYHOH, JTa cepus
npenapata Gbl1a U3rOTOBJIEHA, BKOYAA YNAKOBKY H KOHTPO/Ib KA4€CTBA, HA YKA3aHHBIX BHIILE IUIOIMAAKAX B
NONHOM COOTBETCTBHH ¢ TpeGosaHuamu Hannexawedt npoussoncteenHod npaktikn (GMP) mecTHoro
KOHTPOHPYIOLIETO OPraHa H B COOTBETCTBHH CO CnenH(pHKaLHAMH, YKa3aHHBIMY B PETHCTPALIHCHHOM
YAOCTOBEPEHHH CTPaHbi-UMNOpTepa. OTueTe! N0 06patoTke, ynakoBKe H aHANH3Y Cepiy GBI NPOBEPEHB H
TIPH3HAHBI COOTBETCTBYIOLUMMYE TpeboBatuAM npasni GMP.

Joxrop Berruna Llnom6nua
YHONHOMOYEHHOE JIHLIO

JaHHbI i TOKYMEHT G511 CO3/1aH B 3NEKTPOHHOM dopMe H melicTBHTENEH 6e3 NOAMMCH

ExCertReleaseEl_nat.xml
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A. Nattermann & Cie. GmbH O,
A Sanofi Company SA N O F I L) _’
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 256891 Issued: 19.11.2019
Material: Essentiale forte N Capsules, 30 pieces

Material No: 361907

Batch No: 9K 9201

GMID-No: 605453

Batch Yield: 155.304

Manufacture Date: Oct 2019

Expiry Date: Apr 2022 Destination:

Specification No./Version;: 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 gily paste-like
substance

Technical Tests

Average mass 451,4 - 524,6 510,0 mg
Average filling mass 3746 -435,4 4242 mg
Uniformity of filling mass conforms conforms
Disintegration within 30 minutes conforms
Identification

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

Soya bean phospholipids, containing 76 % ca. 300 312mg
(3-sn-Phosphatidyl)choline

(3- sn-Phosphatidyl)choline 208,1- 2489 237,1mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 8,6 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 absentin1g conforms
Staphylococcus aureus absentinig conforms
Salmonella absentin 10 g conforms
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A. Nattermann & Cie. GmbH o,
A Sanofi Company S A N O F | . J
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 256891 Issued: 19.11.2019

Comments;

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  19.11.2019 at 11:28:02 by Britta Iven

Reference:

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

Coertification 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 spegifications 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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