AEKJIAPAIINST O COOTBETCTBUHA

JEKJIAPAHT, MPHHAMA IO A JEKJAPALIAIO O COOTBETCTBHH

AO "Canogu Poccun”

Ceedenun o pezucmpayuu opeanwzayuu: Mexcpationnasn uricnexyun Dedepansuoii Harozoeot cayxcGut Ne 46 no
& Mockee 01.01.2008, OI'PH 1027739079940, dama npucecenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mocxaa, yn. Teeperan, 0. 22. Tenegon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnviii dupexmop Monoc O.4.

Hosepennoe nwyo: Knoxosa FO.C., dosepennacms 6/m om 01.12.2017

JAABJBIET, YTO
nexapcmsennoe cpedcmso. Jccenyuane opme H, kancynor 300 mz 10 wm., ynaxoexu anelixoavie KonmypHole

(9), nauku kapmonnue, PY N I1 NO11496/01 om 10.08.2010 (dama nepeodpopmnenun 28.04.2016), cepus
8K7081, napmus 51624 ynaxosox, 200exn 0o 01.03.2021, npoussodcmea A. Hammepmarn and Cue. Im6X,
I'epmanun, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany, xod OKII2
21.20.10.114, koo TH B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsciic Ne
9085312800 om 09.11.2018

COOTBETCTBYET TPEEOBAHMSIM
I N011496/01-220911 usm, Ne 1-5

JEKJAPAITAA ITPUHSITA HA OCHOBAHHN
npomoxon ucnvrmarnui Ne 3426 o om 16.11,.2018 HJT OO0 HI] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 OJI40, Cepmugpuxam POCC DE.QM08.C27673 om 16.11.2018

ICTBUTEJILHA O 01.03.2021

% Krokosa 10.C.

Mmmcs ®.H.0
CBEJEHWS O PETACTPAITHH

OPI'AH IO CEPTH®HKAIINH, 3APETHCTPHPOBABINIIA JEKJAPALINIO

RA.RU.11OMO8 OPI'4H 110 CEPTHOHKALHH IPOIVKIIHH OFIECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTRIO "OKPYVXKHOH HEHTP KOHTPOJIS KAYECTRA",

adpec opzanusayuu: 115280, 2. Mockaa, yn. Macmepxosa, 3. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yi. Macmepxosa, 0. 4, am. 5., men.: (495)788-02-88, eeb-

catim: oyrx.pg.

AEKJIAPAIINA O COOTBETCTBUH 3APETHCTPUPOBAHA M POCC RU J-DE. ®M08.A.07334/18
AATA:: EXMCTPATIVH 16.11.2018
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«A. Harrepmans syt Cue, TMOX»

Komnauusa «Canodu»
Harrepmannane 1
50829 KenbH, ['epmanus

SANQFI

Cepruduxar anannza/coorseTcTsus TpeGosanuam Tekymeii Hapnexameii
IPOM3BOICTBEHHONH NPAKTHKH

3axas Ne; Heneitanme Ne: 241972 Boinymexo: 06.11.2018
Marepuan: Jccenunane gopre H xancyant, 90
ITYK
Homep maTeprana: 361910
No cepuu 3K7081
Ne GMID: 643775
Pazmep cepuu: 51,624
Hara npousroacTea; 09.2018
JlaTa okoH4Yanus cpoxa 03.2021 Crpana
TOAHOCTH! HA3HAYEHHUA
Crieundukains 11.233763/3
Ne/Bepeus:

HaHHbI# npoaykr I xancyna

COJCPKUTCH B!

[Moxaszarenn

XapakTepucruky

Onucanne

Omnucanie COACPKUMOTO

TexHHUECKHE TTOKA3ATEIH

Cpennss Macca

CpenHee 3HAaUEHME MACCH! COOEPKHMOro
OIHOPOAHOCTL COAEPHKUMOrO
PacnanaemocTh

Moanunnoets
(3-sn-Qocdarnaun)xoauH
(3-sn-JlmsodocdaTnanm)xonun
KoandecTBennoe onpeneienne

Coesblx 60008 dochonnnumei,
coaepanne 76%
(3-sn-DochaTrann)Xonun

(3-sn-QocharHann)XoMH
(3~sn-JInzodocdarunun)Xonun
MukpodnoaornvecKan YHCTOTA

Obutee qucH0 a3podHbIX
MHKpoopranusmos {TAMC)

O061nee UMCIIO APOHCKEBDBIX H IIECHERBIX
rpuboe (TYMC)

Hopmbl npy BLINYCKe

HEMpo3paqyHble, OBANbLHLIE, TBEPAbIEC
KancyJmbl UBCTE XaKH

Me10a0100Has nactooBpasznas macca

4514 -524.6
374,6 - 4354
COOTBETCTRYET

B TeueHHe 30 MuHyT

COOTBETCTBYET

COOTBETCTRYET

Apubauznressno 300

208,1-2489
He Gonee 18,0

He Gonee 1000

He Gonee 100

PesynbTathi

COOTBETCTRYET

COOTBETCTBYET

507,3 mr
424,0 mr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYCT

COOTBLTCTRYET

301 mr

230,1 mr
6,3 mMr

< 10 KOE/r

< 10 KOE/r

ExCertReleaseEl nat.xml

MNoecnennee usmenenne: 22.03.2018 11:00
Coen HlyMacp, crywta koH1poas xasectpa, Ten. 2028

Crpaunua 1 u3 2




«A. HatTtepmann snjg Cue. IME6X» S A {“E Q - Yy

Komnanus «Canodu»
Harrepmannane 1
50829 Kenpn, INepmanusa

Cepriduxar anannza/cooTseTcTBHA Tpebosanunay rekymeil Haaaexamei
APOH3IBOACTBEHHON NPAKTUKH

3akaz Ne: Hcnbrtanue No: 241972 BuinymeHo: 06.11.2018

VeTofyuBbIe K KeTuH He Sonee 100 < 1 KOE/r
rpaMoTpillaTenbHble Bakrepun

Escherichia coli OTCYTCTBYETRB 1 1 COOTBETCTBYET
Pseudomonas aeruginosa OTCYTCTBYETB 1 1 COOTBETCTRBYET
Staphviococcus aureus OTCYTCTBYETB I T COOTBETCTBYET
Salmonella oTcyTeTRYeTR 10 ¢ COOTRBETCTBYET

Kovmentapunu:

JaHHasa cepus cooTBeTCTBYET
creundnKalny.
Oraes KOHTPONS KauecTRA

Bonbranr Xepmansc
Hauanennk otaena KOHTPONA KavecTea

Jara Bbimycka: 06.11.2018 at 12:16:16 noarorosreHo Jokrop Anerre
Moiipep

Cceplika:

JanHbli mpOIYKT ObLI HCILITAH B COOTBETCTBUM CO 11.233763/3
cneuudukaumei:

3asiBnenne o ceprHPHKANAN;

HacTosinM 1 NOATBEPKIAID, YTO NPESACTARICHHAA BbIe HHGOPMALMA ABJIACTCA NOTMHHON W TouHOi, BTa cepus
nperapara 6biia MIrOTOBIEHA, BK/IIOUASL YIIAKOBKY W KOHTDO/Tb KAYECTBA, HA YKA3AHHBIX BLIILE MNOLIARKAX B
MONHOM COOTBETCTRAM ¢ Tpebosannamu Hamnexatiel npoyussoacreenqol npakrnxu { GMP) mecTHOrO
KOHTPONHMPYIOIEFD OPrada i B COOTBETCTEHMH €O CIICHHPNKALMAMH, YKa3aHHLIMK B PErHCTPALMOHHOM
YIOCTOBEPEHUH CTPAHBI-UMNopTepa. Or4uerthl No 06paboTke, yNaKoBKe | aHann3y cepuy GbUIH IPOBEPEHDLI H
MPH3HAHBI COOTBETCTRYIOIMHUMH TpeboBaHusM npasun GMP.

Jdoxrop betrina illnomOuua
YRoaHOMOUEHAOE THID

Haunblit LoKyMeNT Obif CO34aH B WIEKTPoHHOH dopme K aelicTeuTenen 63 NOANHCH

ExCertReleaseEl nat.xml

Tocnennee namencime. 22.03.2018 1700
Caen HIyMaep, cysiBa KOHVPONS kauecToa, Ten 2028
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannailee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 241972 Issued: 06.11.2018
Material: Essentiale forte N Capsules, 90 pieces

Material No: 361916

Batch No: 8K7081

GMID-No: 643775

Batch Yield: 51.624

Manufacture Date: Sep 2018

Expiry Date: Mar 2021 Destination:

Specification No./Mersion: 11.233783/3
This product contains in: 1 Capsute

Parameter

Characters

Appearance

Appearance of filling mass
Technical Tests

Average mass

Average filling mass
Uniformity of filling mass
Disintegration
ldentification

{(3- sn-Phosphatidyl)choline
(3-sn-Lysophosphatidyl}-choline
Assay

Soya bean phospholipids, containing 76 %
(3-sn-Phosphatidyl)choline
(3- sn-Phosphatidyl)cheline

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

Total combined yeasts and moulds count
{TYMC)

Bile-tolerant gram-negative bacleria
Escherichia coli

Pseudomonas aeruginosa
Staphylococcus aureus

Salmonella

ExCertReleaseEl_nat.xml

Zuledt bowsbienet 0 10 201,03 30
Suer Sehgmcher, CAS ol 7078

Release limits

khaki, opaque, obtong, hard capsule

honeylike, pasty mass

451,4 -524.6
374,6-4354
conforms

within 30 minutes

conforms

conforms

ca. 300

208,1-248,9

max. 18,0

max. 1000

max. 100

max. 100

absentintg
absentin1g
absentin1g

absentin 10 g

RU

Result

conforms

conforms

507,3 mg
424,0 mg
conforms

conforms

conforms

conforms

301 mg

230,11 mg
6,3 mg

< 10 CFU/g
<10 CFU/4g

<1 CFU/g
conforms
conforms
conforms

conforms
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A. Nattermann & Cie. GmbH
A Sancfi Company SA N O F E
Nattermannallee 1

50828 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No; 241972 lssued: 06.11.2018

Comments:

This batch conforms to the specification,

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  05.11.2018 at 12:16:16 by Dr. Anette Maurer

Reference:

This product has been tested according specification: 11.233763 /3

Certification statement:

i 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 slectronically and is valid without signature,

ExCertReleaseEl_nat.xml
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