AEKJIAPAIIASA O COOTBETCTBHUHA

NEKJAPAHT, IPHHUMAIOIANA JEKJIAPAIIATO O COOTBETCTBUH

AQ "Canogu Poccun"

Ceedenusn o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyun Pedepanvroii Hanoz0801 caychvt e 46 no
2. Mockse 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckas, 8. 22. Teneghon/gaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansreiti Oupexmop Monxc O.A.

Hoeepennoe auyo: Cmenanos C.C., dosepenrocmy 6/n om 01.12.2017

3ASIBJIAET, YTO
RexapemsenHoe cpedcmeo.: Iccernyuane Gopme H, kancyavr 300 mz 10 wim., ynarxosxu axeiixoevie KoHMypHbie

(3), nauxu kapmounvie, PY Ne IT N011496/01 om 10.08.2010 (dama nepeogopmnerun 28.04,2016), cepun
8K7331, napmus 121608 ynaxoeox, 200en 0o 01.04.2021, npousscocmea A. Hammepmann 3ud Cue. I'nbX,
Tepmanun, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany ko0 OKII[[2 21.20.10.114,
ko0 TH B3I 3004900002, ronmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085320795 om
23.01.2019

COOTBETCTBYET TPEBOBAHMSM

TIN011496/01-220911 uzm, Ne 1-5

JEKJIAPAITHAA IIPHHATA HA OCHOBAHHHU

npomoxon ucnermanuti Ne 2290 om 29.01.2019 H/T OO0 HI] "®PAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC DE.DPM08.C32567 om 29.01.2019

Crenanos C.C.

M ®H0

CBEAEHMS O PETHCTPALIUMA

OPTAH I1I0 CEPTH®HAKAITAHA, 3BAPETHCTPHPOBABIII U TEKJIAPAITAIO

RA.RU. 11 ®M08 OPIAH ITO CEPTHO®HKAIIHH ITPONVKIHH OFIJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzara no
cepmughuxayuu. 115280, POCCHA, zopod Mockea, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ae6-
catim: oyxx.pe.

JAEKJIAPAITHS O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU JJ-DE.DM08.A.14086/19
IlATA PEI‘HCTPAU,HH 29.01.2019
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«A., Hatrepmann 311 Cue. I'MOX»
Komnauns «CaHopu»
Harrepmannane 1

50829 KensH, ['epmanus

SANOFI g

Ceprudukar anaanza/cooTBeTcTBHA TpeboBannaM Texkymeii Haunexameii
NPOH3BOACTBEHHOH NPaKTHKH

Breinywero: 11.01.2019

3akas Ne; Henbitanne Ne: 244260
Marepuan: Iecenunane popre H kancynst, 30
WTYK
Homep Marepuana: 361907
Ne cepun 8K7331
Ne GMID: 605453
Pasmep cepun: 156.168
Hata npouseoscTea: Oxr.2018
Hlata oxoHYaHHA cpoka Anp.2021 Crpana
TOJHOCTH: Ha3HauYeHUA:
Cneundmxanis 11.233763/3
Ne/Bepens:
Janubiii npoaykt 1 kancyna

COOEPXHTCH B:

TMoxasaTenn

XapakTepineTHkn

Onucanue

Onucanue coaepxHMOTO

TexnuYecKHe NOKA3ATENN

CpenHas macca

CpenHee 3HaYeHHE MACChl COOEPXHMOro
OnHOPOAHOCTE COAEPKHMOTO
Pacnanaemocth

IMoaauHHOCTE
(3-sn-@ochaTuamn)xXonuH
(3-sn-Jlnzodocharnaun)xonuu
Konu4ecTBeHHOE onpeaeneHne

Coesbix 60608 docdonunuasl,
coaepskanne 76%
(3-sn-MdochaTHIHA)XOIHH

(3-sn-DocdatHaun)xonuu
(3-sn-JluzodochaTnann)xonuu
Muxpobnonornyeckan 4HcToTa

O6wee yHcno a3poBHBIX
MHKpoopraniimos (TAMC)

Ob1Lee YHCIO APOKIKEBLIX H MIECHEBBIX
rpubos (TYMC)

Hopmel npn BeInycKke

HENpOipadHbiC, OBANLHLIC, TBEPALIC

Kancynbl UBETA XaKH

MezononodHas nactoobpasHan Macca

4514 - 5246
374,6-4354
COOTBETCTBYET

B TedeHue 30 MHHYT

COOTBETCTRYET

COOTBETCTBYET

Tpubnuzurensrao 300

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

He 6onee 1000

He 6oaee 100

PezynnTaTsl

COOTBETCTBYET

COOTBETCTBYET

508,3 Mr
4250 mr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

304 Mr

2325 mr
7.2 ™mr

< 10 KOE/fr

< 10 KOE/r
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«A. Hartepmann sua Cue. TMOX» S A N O F | Y,

KoMmnaunus «Canophu»
HartepManuane 1
50829 KenwH, 'epmanns

Ceprudmkar aHann3a/cooTBeTcTBHA TpeboBanusam Texyuleii Haanexameii
MPOU3BOACTBEHHOH MPAKTHKH

3axka3 Ne: Hensitanwe Ne: 244260 Beinymeno: 11.01.2019
VeToliuuBbie K KenqH He Gonee 100 < | KOE/r
rpaMOTpHUATENbLHEIE GaKTEPHH

Escherichia coli OTCYTCTBYeTB | 1 COOTBETCTBYET
Pseudomonas aeruginosa oTCYTCTBYETB I T COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYETB | T COOTBETCTBYET
Salmonella oTCyTCTBYeT B 10 T COOTBETCTBYET

KomMmentapun;

IlanHan cepun cOOTBETCTBYET
crietHpHKaLIHK.
OTnen KOHTpOAA KavecTBa

Bonbgraur XepMaHHc
HauansHHk OTHENA KOHTPONA KavecTsa

Jarta Butnycka: 10.01.2019 B 15:04:32 noarotoeneHo JokTopom
leupuerra Ouaenak

Ceplnka:

JaHHbIA NnpoayKT 6bIN UCMBITAH B COOTBETCTRHH CO 11.233763/3
cneurpHraLmei:

3ansaenne o cepTHQHKALHN:

HacToALmMM 5 MOATBEPs kA0, YTO NPEACTABNCHHAs Bbllle HH(OPMALIHA ABNSETCA TOLTHHHON U TOUHON. 3Ta cepHs
npenapata Obina H3roTOBMEHA, BKIIOYAS YIFAKOBKY M KOHTPO/IL KauecTBa, HA YKA3aHHbIX BbILIE [10INAAKAX B
NOJIHOM COOTBETCTBHH ¢ Tpeborannamu Hamnexaweli npoxssoacteertoll npaktuku {GMP) mecTHoro
KOHTPONUPYIOWIETO OpraHa H B COOTBETCTBHH CO CMELHPHKAUNAMH, YKA3aHHbIMH B PErHCTPALHOHHOM
YAOCTOBEPEHHH CcTpaHbl-uMniopTepa. OTuetsl no 06paboTke, ynakoBke ¥ aHANH3Y CEPHH GbUIH NPOBEPEHBI H
NpH3HaHBL COOTBETCTBYIOWNMI TpedoBannam npasun GMP.

AokTop Berruna lnombuua
Y IOTHOMOYEHHOE JTHLIO

Hannwiii gokyMeHT GbIM cO31aH B MMEKTPOHHOK opMe KW AcHCTBUTENEH Ge3 NMOANHCH

ExCertReleaseEl_nat.xml
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A. Nattermann & Cie. GmbH

SANOFI «p

A Sanofi Company

Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 244260 Issued: 11.01.2019
Material: Esgentiale forte N Capsules, 30 pleces
Material No: 361907
Batch No: 8K7331
GMID-No: 605453
Batch Yield: 156.168
Manufacture Date: Oct 2018
Expiry Date: Apr 2021 Destination:
Specification No./Version: 11.233763/3
This product contains in: 1 Capsule
Parameter Release limits Resutt
Characters
Appearance khaki, opaque, oblong, hard capsule conforms
Appearance of filling mass honeylike, pasty mass conforms
Technical Tests
Average mass 451.4 - 5246 508,3 mg
Average filling mass 3746-4354 4250 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. 300 304 mg
{3-sn-Phosphatidylicholine
(3- sn-Phosphatidyl)choline 208,1-2489 2325mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 7.2myg
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 absentin1g conforms
Salmonella absentin 10g conforms
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I h_ﬂj

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 244260 Issued:  11.01.2019

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  10.01.2019 at 15:04:32 by Dr. Henriette Fidelak

Reference:

This product has been tested according specification: 11.233763/3

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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