«A. Harrepmans 311 Cue. 'MOX»
Kommanus «Canodpu»
Hartrepmannaie 1

50829 KenbH, ['epmanus

SANOFI <7

Cepruduxar aHaam3a/co0TBETCTBUA TPEOOBAHUAM
Texkyweil Hanpjieskamei Npou3BoACTBEHHOM NPAKTHKHU

3axka3 Ne: Ucnbrranue Ne: 260152 Beimymeno: 21.02.2020
Marepuain: Accennnaie ¢popre H kancyanr, 30 mryk
Howmep marepuana: 361907
Ne cepun 0K9601
Ne GMID: 605453
Pa3zmep cepuu: 157.570
JaTa nmpomsBoacTBa: B 2020
JlaTa OKOHYaHHS CPOKA TOJTHOCTH: Wronn 2022 Crtpana
HazHaueHus: Poccus
HopmatuBHbIi 1oKyMeHT No: 11 N011496/01-220911
Perucrpanuonnoe yaocroseperne Ne:  I1 N011496/01
JlaHHBIH IPOAYKT COAEPIKUTCS B:
1 xancyna
Ioka3aTesn Hopmb! npu BeInycke PesyabTaThl
XapakTepHCTHKH
Orncanue TBep/bIc JKENaTHHOBBIC HEMPO3PAYHbIC KANCYIbl  COOTBETCTBYET
Nel kopHUHEBOTO LBETA, COAEPIKALIHE
MACIIIHUCTYIO [TACTOO0Pa3HyI0 MacCy JKeITOBaTO-
KOPHYHEBOTO L(BETA.
TexHHYEeCKHE MTOKA3ATETH
Cpennsist macca 451,4 - 524,6 507,3 mr
CpezHee Macca COICPKUMOTO Karcyn 3746 -435,4 424,2 mr
OIHOPOJHOCTb COASPIKMMOTO Karcyt COOTBETCTBYET COOTBETCTBYET
PacniagaemMocTh B Teuenue 30 MUHYT COOTBETCTBYET
HopmuunocTh
(3-sn-Dochatuann)xoann COOTBETCTBYET COOTBETCTBYET
(3-sn-JIuzopocharnmmn)xonns COOTBETCTBYET COOTBETCTBYET
KoanuecTBeHHOE Onpe/ieieHne
CoeBbix 60008 dochonumubl, coaepxanne 76% Ipubnmsurensuo 300 308 mr
(3-sn-®ocharuama)xonnH
(3-sn-Mocharummn)xonnH 208,1 - 248,9 233,8 mr
(3-sn-JIuzopocharummn)xonnu He 6onee 18,0 9,9 Mr
Muxpodnoaoruyeckasi Y4HCTOTa
Oo11ee yrcno a3pOOHBIX MUKPOOPTaHH3MOB He 6osee 1000 <10 KOE/r
(TAMC)
O011ee YKciIo JPOKIKEBBIX U IIIECHEBBIX TPUOOB He 6omee 100 <10 KOE/r
(TYMC)
YcToiunBBIE K KETYH IPAMOTPULIATEIbHBIE He 6onee 100 <1KOE/r
OakTepuu
Escherichia coli orcyTcTBYeT B 1 T COOTBETCTBYET
Pseudomonas aeruginosa oTCyTCTBYET B 1 T COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYeTB I T COOTBETCTBYET . s
Salmonella orcyrctByer B 10 T COOTBeTCTBy:?if:r';.;_ ..'-&-_t,:' K i r \
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«A. Harrepmans sua Cue. 'm6X» S A N O F I J

Kommanus «Canodpu»
Hartrepmannaie 1
50829 KenbH, ['epmanus

Cepruduxar aHaam3a/co0TBETCTBUA TPEOOBAHUAM
Texkyweil Hanpjieskamei Npou3BoACTBEHHOM NPAKTHKHU

3axka3 Ne: Ucnbrranue Ne: 260152 Beimymeno: 21.02.2020

KommenTapunu:
AU npou3BOAUTENb: Docdomumuasl coeBsx 60608, conepxamue 76 % (3-sn-Pochatnmmn)xomm (228.00
wmr) @ochomunug 'M6X, Nattermannalee 1, 50829, Koln, Germany

Cepust: 90001562, 90001576, 90001578, 90001596, 90001599,

JlanHas cepust cooTBeTCTBYET TpeboBanusM HopmaTtusHoii jokymentammu [1 N011496/01-220911
OT/1es1 KOHTPOJISI KaYecTBa

Bonbdranr Xepmannc

HauanbHuK OT/Ie1a KOHTPOJIS KauecTBa

i 19.02.2020 B 18:08:09 noarorosneno Jlokropom Auert Mayap
aTa BBIITyCKa:

Ccbuika:

JlauHbIi npoyKT ObLT MCTIbITaH B cooTBeTcTBUM ¢ HopMartuBHO# nokymenTarmu [1 N011496/01-220911

3asiBiienue o ceprudukanuu:

HacrosmuMm s moaTBepsk/iato, YTo MpeCTaBICHHAs BbIlIe HHPOPMALMS ABISACTCS MOJUIMHHON U TOUHOM. DTa cepust npenapaTa Oblia
U3rOTOBIICHA, BKIIIOYAsk YIIAKOBKY U KOHTPOJIb KA4€CTBA, HA YKAa3aHHBIX BBIIIE ILUIONIAIKaX B IIOJHOM COOTBETCTBUH C TPEOOBAHUAMNI
Hannexarmeii npousBoacTBenHoi npakTuky (GMP) MecTHOTo peryiIaTopHOro OpraHa ¥ B COOTBETCTBUH CO CIIECNU(PUKAIIAMHE, yKa3aHHBIMH B
PErUCTPALIOHHOM YI0CTOBEPEHHH CTPaHbI-MMIIOPTEPa. 3aIkCH M0 POLeccaM IPOM3BOCTBA, YIIAKOBKH U aHAJIM3Y CEPHHU OBbUIH IIPOBEPEHBI U
IPU3HAHBI COOTBETCTBYIOMUMH TpeboBanuaM npasui GMP. MapkupoBka B OJIHOM COOTBETCTBHH C TIOCICAHUMH O00PEHHBIMU BEPCHAMU
YIAaKOBOYHBIX MAaTePUaIOB U HHCTPYKI[HHU [0 MEIUIIMHCKOMY IPUMEHEHUIO.

Joxrop Berrnna I'momonna
VIOJIHOMOYEHHOE JIMIIO

JlaHHBIIT JOKYMEHT OBLI CO3/1aH B 3JIEKTPOHHOI (hopMe U JieiicTBUTENICH 0e3 MOINUCH
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI| g

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 260152 Issued: 21.02.2020
Material: Essentiale forte N Capsules, 30 pieces
Material No: 361907
Batch No: 0K9601
GMID-No: 605453
Batch Yield: 157.570
Manufacture Date: Jan 2020
Expiry Date: Jun 2022 Destination: Russia
Normative Document No: P N011496/01-220911
Marketing Authorisation No: P N011496/01
This product contains in: 1 Capsule
Parameter Release limits Result
Characters
Appearance Brown hard gelatin opaque capsules No. 1 conforms
containing a yellowish-brown oily paste-like
substance
Technical Tests
Average mass 451,4 - 524,6 507,3 mg
Average filling mass 374,6 - 435,4 424,2 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. 300 308 mg
(3-sn-Phosphatidyl)choline
(3- sn-Phosphatidyl)choline 208,1 - 248,9 233,8 mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 9,9 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 absentinlg conforms
Pseudomonas aeruginosa absentinlg conforms
Staphylococcus aureus absentinlg conforms. P Aol *

Salmonella

ExCertRelease_EssentialeEL.xml

Zuletzt bearbeitet: 04.12.2019 09:23
Sven Schumacher, QAS, Tel. 2028

absentin 10 g

; ,,--. _fi'."..-. S
confoiyng s #%

I.'.-'

i “Page 1 of 2


I0398200
Stamp


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: 260152 Issued: 21.02.2020

Comments:

API manufacturer: Soybean phospholipids* containing 76% (3-sn-phosphatidyl)-choline (228.00 mg) Phospholipid GmbH,
Nattermannalle 1; D-50829 KéIn, Germany

Batch 90001562, 90001576, 90001578, 90001596, 90001599,

This batch meet the requirement of the normative document P N011496/01-220911

Quality Control
Wolfgang Hermanns

QC Manager

Release date:  19.02.2020 at 18:08:09 by Dr. Anette Maurer

Reference:
This product has been tested according normative document P N011496/01-220911

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. Labelling is in full compliance with the last
approved version of packaging and leaflet artworks.

Dr. Bettina Glombitza
Qualified Person
This document has been produced electronically and is valid without signature.
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