AEKJIAPAIIMA O COOTBETCTBUHA

AEKJIAPAHT, IPHHUMAIOILIAH JEKJAPALIMIO O COOTBETCTBYIH:
AQ "Canogu Poccun”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus dedepanvroti Hano20801i cayorcbvr Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucecenus OTPH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'eviepanonutii dupexmop Monc O.4.

Hoeepennoe nuyo: Kysneyosa H.JO Josepennocmy: 6/u om 20.08.2019

3AABJIAET, YTO

nexapcmeennoe cpedcmeo: Jccenyuane® popme H kancyner 300 mz 10 wm., Grucmepui (9), nauxu
xapmonnsie, pez.yo. Ne I N011496/01 om 10.08.2010 (0ama nepeoghopmnenus PY 22.07.2019) ,evidano
A. Hammepmann 3nd Cue. I'm6X, cepus 9K9101, napmus 42948 ynaxosox, z00en do 01.03.2022,
npouseodcmea A, Hammepmann and Cue. I'm6X / A. Nattermann and Cie. GmbH, Nattermannallee i,
30829 Koln, Germany, lepmanus, ko0 OKITJ2 21.20.10.114, koo TH B3] 3004900002, kowmpaxm
Ne348/40056192/HU-2 om 20.10.2010, unsotic Ne 9085353701om 15.11.2019

COOTBETCTBYET TPEBOBAHHAM
11 N011496/01-220911 usm. Ne 1-8

AEKJIAPAITHMS IPHHATA HA OCHOBAHHHA
npomoxon ucnsimanut Ne 14120/] om 22.11.2019 HIT 000 "Llenmp xonmpons xavecmsaa Buonaiigh”,

ammecmam axxpedumaijuu RA.RU.211JKOI om 22.07.2015 2., cepmugpuxam ananusa A.Hammepmann
a0 Cue. I'm6X om 28.10.2019, Cepmugpuxam POCC DE.®MVS.C11222 om 22.11.2019

JATA IPUHATHS AEKJAPALMH: 22.11.2019 2,
,I[EKJIQ(BA;IIH&LHEHCTBHTEJIBHA JIO: 01.03.2022 2.
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CBEJEHMS O PETUCTPAIITUUA

OPT'AH IO CEPTHOMKAIIUM, 3APETHCTPHPOBABIINI JEKJAPALIAIO

Opezan no cepmugpuxasuu npodyiyuu

Obwecmaa c ozparnuuernotl omeemcmeeHHOCMbI0 «Oxpyxcnoii yenmp cepmugpuxayuur»,
adpec: 620014, POCCHA, Ceeponoeckas obnacms, Examepunbype, Xoxpaxoea, 74, 1706,
mea: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaruu Ne RA.RU. 11 OMO5

M POCC RU JI-DE.®M05.4.52209/19

YuuepuHa A.A.

PykoBonuTens opraxa o
cepTHHHKALMH NPOAYKLIKK




«A. Harrepmans 3uax Cue. 'M6X»
Komnanus «Canodn»
Harrepmannane 1

50829 Kensn, 'epmanns

SANOFI g

Cepraduxar ananansa/cooTBercrBus TpeGoBannam Tekymei Haanexamei

MPON3BOACT BeHHO#H NMPAKTHKH

Brimymeno: 29.10.2019

3aka3 Ne: Hensiranue Ne: 255742
Marepnan: Jccenunane Gopre H kancynsi, 90
WITYK
Homep matepuana: 361916
Ne cepuu 9K 9101
Ne GMID: 643775
Pasmep cepun: 53.028
[JlaTa npouspoacTea: Cen.2019
JlaTa OKOHYaHMA CpOKa Map.2022 CrpaHa
FOAHOCTH: Ha3HaYeHNA:
Creunprxauns CGN-SPEC-PR-000066/2.0
No/Bepcun:
Hanusiit nponykr 1 kancyna
COMCPIHTCH B:
Ioxa3aTenn Hopme! npn Beinycke PeayanTaThi
XapaxkTepHCTHKH
Onucanue TBepabte Kancyibl dKeNaTHHOBbLIE COOTBETCTBYET
Henpo3pauHsie kancynst Nel,
COAEPKALINE MACTIAHHCTYIO
OnucaHue conepKHMOro nacTooGpasHyHo Maccy XenToBaTo- COOTBETCTBYET
KOPHUHEBOTO LBETA.
Texnu4eckne noxkasaTesnH
Cpeanas macca 4514 - 5246 509,3 mr
Cpensee 3HaueHne Maccel conepkumoro  374,6 - 4354 424,7 mr
OnHOpoAHOCTE COAEPAHMOrO COOTBETCTBYET COOTBETCTBYET
Pacnanaemocts B TeteHHe 30 MUHYT COOTBETCTBYET
ITonnHHHOCTL
(3-sn-GochaTvanwn)xonuH COOTBETCTBYET COOTBETCTBYET
(3-sn-JInzodocarnaun)xonuu COOTBETCTBYET COOTBETCTBYET
Konun4yecTBennoe onpenenenne
Coespix 60608 pocdonunuast, NMpubnmsurensto 300 302 mr
conepxkaHue 76%
(3-sn-QochaTuann)xonHu
(3-sn-QochaTHaun)xonuu 208,1 - 2489 2294 mr
(3-sn-JInzodochatnann)xonuu He Gonee 18,0 10,3 Mr
Muxpobnonornueckan uncrora
O61ee uncAo a3pobHBIX He Gonee 1000 < 10 KOE/r
MHKpoopraHiuiMoB (TAMC)
Obuiee yucio ApoXcKeBbIX M WIeCHeBbIX  He Gonee 100 < 10 KOE/r

rpubor (TYMC)
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«A. Hatrepmann sug Cue. 'M6X» S A N O F I ,l

Komnauus «Canodu»
Harrepmannane 1
50829 Kensn, N'epmanus

Ceprdnxar anaausa/cooTBercTBus TpeGoBanuam texymei Hapnexameii
OPOH3IBOACTBEHHOM NPAKTHKH

3aka3 Ne: Hemuitanne Ne: 255742 Beinyweno: 29.10.2019

YcToAUHBbBIE K XKeNun He 6onee 100 < 1 KOE/r
rpaMeTpHLaTeNbHbIE GaKTepHH

Escherichia coli OTCYTCTBYETB 1 T COOTBETCTBYET
Pseudomonas aeruginosa OTCYTCTBYETB I 1 COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYETB | T COOTBETCTBYET
Salmonella oTcyTcTBYeT B 10 T COOTBETCTBYET

KommenTapun:

JlaHHas cepus COOTBETCTRYET
cneuHpHKALHN.
OTaen KOHTPOAR KAYecTBA

Bonbpraur XepmaHuc
HauaneHHK 0TResa KOHTPONS KauecTss

Jlara Beinycka: 28.10.2019 B 17:58:34 noaroroenexo Ji-p Menpur
Dunenak

Cenunka:

Hauneiii npoayxt Guin HenbiTan B cooTBercTBHA co CGN-SPEC-PR-000066/2.0
cneuHdHkauueit:

3anBJente 0 cepTHOUKALNHN:

HacTosumm 2 noATEepxkaal0, 4TO NPEeACTABNEHHAA BhIIE HH(OPMALNS ABAZETCA NOMNHHHON H TOUHON. JTa cepua
npenapata Okiia H3rOTOBAEHA, BKJIIOYAA YNAKOBKY H KOHTPOAB KaUeCTBa, Ha YKA3aHHBIX BHILIE MIOINANKAX B
NONHOM COOTBETCTBHH € TpeGoBanHaMu Haanexameit nponssoncteenyoit npaktukd (GMP) MecTHOTO
KOHTPOIHPYICIIErO OPraHa H B COOTBETCTBHH CO CEUNDHKALUMAMH, YKa3aHHBIMH B PETHCTPALHOHHOM
YAOCTOBEPEHUH CTPaKkl-HMNopTepa. OTueTs! no 06paboTke, yNakoBKe M aHANH3Y CEpHH GBUNHM NTPOBEPEHD U
APH3HAHBI COOTBETCTRYIOIUMMH TpeGoBaHuAM npasun GMP.

Joxrop berruna lllnom6uua
YHONHOMOUYEHHOE JTHLIO

HatHetil ZoKyMeHT GbLT CO3aaH B 3NEKTPOHHOR GOopMe W AeHCTBHTENEH Ge3 MOANHCH
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A. Nattermann & Cie. GmbH

SANOFI «z

A Sanofi Company

Nattermannaliee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 255742 Issued: 29.10.2019
Material: Essentiale forte N Capsules, 90 pieces
Material No: 361916
Batch No: 9K9101
GMID-No: 643775
Batch Yield: 53.028
Manufacture Date: Sep 2019
Expiry Date: Mar 2022 Destination:

Specification No./Version: CGN-SPEC-PR-000086 /2.0

This product contains in: 1 Capsule

Parameter
Characters

Appearance

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
Microbiological 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.xm|
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Release limits

Brown hard gelatin opaque capsules No. 1
containing a yellowish-brown oily paste-like
substance

451.4 - 524.6
3746 -4354
conforms

within 30 minutes

conforms

conforms

ca. 300

208,1- 2489

max. 18,0

max. 1000
max. 100

max. 100

absentin1g
absentin1g
absentin 1 g

absentin 10 g

Result

conforms

509,3 mg
4247 mg
conforms

conforms

conforms

conforms

302 mg

2294 mg
10,3 mg

<10 CFUIg
<10 CFU/g

<1 CFU/g
conforms
conforms
conforms

conforms
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A. Nattermann & Cie. GmbH -
A Sanofi Company SA N O F ' h_'
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No; 255742 Issued: 29.10.2019

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  28.10.2019 at 17:58:34 by Dr. Henriette Fidelak

Reference:

This preduct 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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