NEKJAPAIIVSI O COOTBETCTBHAMA

JEKJIAPAHT, MPHHUMAIOIAA JEKJAPAIINIO O COOTBETCTBHU

AO "Canogu Poccus”
Csedenun o pecucmpayuu opzanuzayun: Mexcpaiionnan uncnexyun ®edepansnoii nanozoeou cayxncbovr No 46 no

2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.
Adpec: 125009, 2. Mockea, yn. Teepcras, 9. 22. Tenegor/daxc. 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuwrii oupexmop Mouxc O.A.
Hosepennoe nuyo: Cmenanoe C.C., doeepernocme 6/ om 01.12,.2017

3ASBJSIET, UTO
nexapcmeenHoe cpedcmeo: Iccenyuane dopme H, kancynvr 300 mz 10 wm., ynaxoexu ayelixogvie KOHMYpPHbIE

(9), naurxu xapmonnwie, PY Ne IT N011496/01 om 10.08.2010 (dama nepeogopmnernus 28.04.2016), cepusn
8K7561, napmus 9864 ynaxosox, 200ex 0o 01.06,2021, npouseodcmea A. Hammepmann sud Cue. Im6X,
Tepmanun, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany, xod OKII[]2
21.20.10.114, xod TH B3O 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unaoiic Ne

9085325955 om 07.03.2019

COOTBETCTBYET TPEBOBAHMAM
11 N011496/01-220911 usm. Ne 1-5

JEKJIAPALIAA ITPHHSITA HA OCHOBAHNHA
npomoxon ucnemanuti Ne 7620 om 15.03.2019 HJ/I 000 HL] "PAPMOBOPOHA", ammecmam axkpedumayuu

POCC RU.0001.21J140, Cepmugpuxam POCC DE. OM08.C36192 om 15.03.2019

Crenanos C.C.
O N0
{
CBEJEHUA O PETUCTPALIIA

OPI'AH 10 CEPTH®HKAIIUH, 3APETUCTPHPOBABII T XEKJIAPAITHIO

RA.RU. 11 M08 OPTAH ITO CEPTH®HKAIJTHY ITPOIYKI[HH OBI[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20po0 Mocksa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-

catim: Oykx.pe.
JAEKJIAPAITMA O COOTBETCTBUM 3APETHUCTPUPOBAHA M POCC RU JI-DE.®M08.4.18851/19

JAATA PETHCTPALTMH [5.03.2019
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«A. HarrepmauH sua Cue. 'MOX»
Komnanus «Canodpu»

Hattepmannane |

50829 KenbH, I'epmanus

Ceprudukar aHannza/coorsercreus TpedoBanuam Texymeit Haanexaureii

llpOHZ!BO}_'lCTBeHHOﬁ APAKTHKH

SANOFI .2

3akaz Ne: Henwtanme Ne: 245777 Brinywewo: 08.02.2019
Marepuan: Jccenunane gpopre H kancyasi, 90
HITYK
Homep matepuana: 361916
Ne cepun 8K7561
Ne GMID: 643775
Pazmep cepun: 51.624
Jlata npon3BoACTRA: Hew.2018
Jlata okoHuaHuA cpoka Hion.2021 Crpana
TOTHOCTH: Ha3HAYEHHSA:
Creundukauns 11.233763/3
Ne/Bepcus:
Janueii npoaykT | kancyna

COACPWHUTCA B!

Moxka3zarenu

XapakTepHcTHKH

OnucaHHe

OnucanHe CORSPIKHMOTQ

Texun4yeckHe noKalaTenn

Cpennsa macca

CpenHee 3HaueHHe MACCHI CONEPKHMOTO
OnHepeAHOCTL CONEPKHMOrO
Pacnanaemocth

TMeaauHuocTh
(3-sn-DocdaTHaun) XOAHH
(3-sn-JInzodocdaTnonn)xonuu
KonnuectBenHoe onpeaenetne

Coeebix 00008 Bocdonunuast,
conepxanue 76%
(3-sn-PocdaTnann)xonHu

{3-sn-DocdaTHann)XommH
(3-sn-Jluzodocharuaun)xonux
MHukpobHoaorH4YecKan 4HCTOTa

OB6wee yucno adpobHLIX
mHKpooprainiMos (TAMC)

Ood1Lee HHCN0 APOKIKEBBLIX H MAECHEBLIX
rpubos (TYMC)

HopMms! npn BbInycke PesyanTaThi
HEMpPO3palHble, OBANLHLIE, TREPILIE COOTBETCTBYET
Kﬂﬂcyﬂbl LBECTA XaKH

MenonoaoOHasn nactoobpa3zdan Macca COOTBETCTBYET
451,4-524,6 508.9 mr
374,6 - 4354 426,5 mr
COOTBETCTBYET COOTBETCTBYET
g Teuenue 30 MuHyT COOTBETCTBYET
COOTBETCTBYET COOTBETCTBYET
COOTBETCTBYET COOTBETCTBYET
[Mpudnusntensho 300 307 mr

208,1 - 2489 2345 Mr

He 6onee 18,0 7.0 Mr

He 6onee 1000 < 10 KOE/r
He 6onee 100 < 10 KOE/r

ExCertReleaseEl nat.xml
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«A. Harrepmans sux Cre. 'MGX» S A N O F | Y |

Komnanus «Canogpu»
Hattepmannane |
50829 Kenbu, I'epmanns

CepTudukaT anaan3a/cooTBeTcTBHA TpefoBannam rexyureii Hagmemxamei
MPOH3BOJACTBEHHOI NPAKTHKM

3axa3z Ne: Hcnbitanue Ne: 245777 Beinyuero: 08.02.20149

YeToituneble K xenyu He 6onee 100 < ! KOE/r
rpaMoTpHLUaTeNbHbIE HakTepun

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

KommenTa PDHH:

JanHas cepua cooTBETCTRYET
cneundukaumn.
Otaen kouTpons KauecTsa

Bonbdrasr XepmanHc
HauansHHk oTAefa KOHTPONA KavecTsa

IlaTta Bbinycka: 07.02.2019 B 14:40:49 noarotosneHo lokropom
lenpuerta Gunenak

Cebuika:

Januelit npoaykT Gl HCMBITAH B COOTBETCTBHH CO 11.233763/3
cneuuprrauneii:

3aspneHte o cepruduKamin:

HacToalunm A noaTeEpHAAlO, YTO NPEACTABNEHHAA BhiE HHAOPMALINA ABIACTCA NOATHHHON W TOUHOH, DT1a cepus
npenapaTa ObiNa H3rOTOBMEHA, BKAKOYAA YIAKOBKY H KOHTPONb KAYECTBA, HA YKA3AHHLIX BLILIE M0IIANKAX B
NONHOM COOTBETCTBUM C TpeboBaHuaMmKu Haanexaweii npon3soactseHHoi npaktukn (GMP) mectHoro
KOHTPOMMPYIOLLETO OPFaHa H B COOTBETCTBHH CO CNEUHDHKALHAMH, YKAIAHHLIMH B PErHCTPALHOHHOM
YIOCTOBEPEHHH CTPaHbl-nmnopTepa. OTueTh No 00paboTie, ynakoBKe H aHANU3Y cepHH OLLIH NPOREpPEHbL H
MPH3HAHbL] COOTBETCTBYIOWHMH TpeboBaHHAM npasui GMP.

Joxtop Berruna Llnombiua
YnogHOMOUYeHHOE JHUO

Hawusiii nokyMeHT OBl CO3MaH B MeKTpOHHOI opme W neficTBHTENEH Be3 noanucH

ExCertReleaseEl_nat.xml
Crpanuna 2 us3 2
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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: 245777 Issued: (08.02.2019
Material: Essentiale forte N Capsules, 90 pieces
Material No: 361916
Batch No: 8K7561
GMID-No: 643775
Batch Yield: 51.624
Manufacture Date: Dec 2018
Expiry Date: Jun 2021 Destination:

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

Parameter

Characters

Appearance

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-Phosphatidyl)choline
(3- sn-Phosphatidyl)choline

(3-sn-Lysophosphatidyl)-choline
Microbiclogical 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

ExCertReleaseEl_nat.xmil

Fubetal boarimpare 3410 2018 08 50
Bear Sohumachar GiS Tal AT

Release limits

khaki, opaque, oblong, hard capsule

honeylike, pasty mass

4514 - 524 6
3746 - 435,4
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 10 g

RU

Result

conforms

conforms

508,9 mg
426,5 mg
conforms

conforms

conforms

conforms

307 mg

234,5 mg
7.0mg

<10 CFU/g
<10 CFU/g

<1 CFU/g
conforms
conforms
conforms

conforms
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Nattermannallee 1
50829 Cologne / Germany

A. Nattermann & Cie. GmbH
A Sanofi Company SA N O F I J ‘

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 245777 Issued: (08.02.2019

Comments:

This batch conforms to the specification.
Quality Control

Wolfgang Hermanns
QC Manager

Release date:  07.02.2019 at 14:40:49 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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