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

50829 KenbH, ['epmanus

SANOFI <7

CepTuduxaTt anaau3a/cooTBeTcTBHA TpedoBaHUAM Tekylleil Hamuesxkameili npon3BoACcTBeHHOI NPAKTUKH

3axa3 Ne: Wcnbrranue Ne: 268789 Beimymeno: 02.11.2020
Marepuai: Accennuaie ®oprte H, 90 kancyn
Howmep marepuana: 361943
Ne cepun 0KO0561
Ne GMID: 768933
Pasmep cepun: 50.400
JlaTa npoM3BOACTBA: Asr. 2020
JlaTa OKOHYAHUS CPOKa STus. 2023 Crpana Poccust
TOJHOCTH: Ha3HAYCHUS:
HopmaTuBHas 11 N011496/01-220911
JIOKYMCHTAIHUS:
Homep 011496/01
PETUCTPAIIIOHHOTO
yJIOCTOBEPEHHMSI
JlaHHBIH TpoAYKT 1 xancyna
COJICPIKUTCS B:
IMoka3zarean Hopmbl nipu BbIycKe PesyabTaTthl
XapaKkTepuCTUKH
Omnmcanne TBepaple JKeNMaTHHOBBIE HEMPO3pAavyHBIE COOTBETCTBYET
Karcyiasl  Nel KOpWYHEBOTO —IBETa,
CoJIepIKaIIHe MAaCJISTHUCTYIO
rnacrooOpasHyl0  Maccy  JKeJITOBaToO-
KOPHYHEBOTO IIBETA.
Texnnuyeckne NoKa3aTean
Cpennsisi macca 451,4 - 524,6 506,2 mr
CpenHee 3HaYCHHE MacChl conepxkumoro  374,6 - 4354 425,5 mr
OHOPOAHOCTH COJEPIKUMOTO COOTBETCTBYET COOTBETCTBYET
PacnamaemocTtb B TeueHue 30 MUHYT COOTBETCTBYET
HopauHHOCTH
(3-sn-docharummn) XonuH COOTBETCTBYET COOTBETCTBYET
(3-sn-JInzodochaTrama) XoIuH COOTBETCTBYET COOTBETCTBYET
KoanyecTBeHHOE ompe/iesieHne
CoeBbIx 60008 GochOTUTIHIBI,
o
coaepxkanue 76% 208.1 - 248.9
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«A. Harrepmans sua Cue. 'm6X» S A N O F I J

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

CepTuduxaTt anaau3a/cooTBeTcTBHA TpedoBaHUAM Tekylleil Hamuesxkameili npon3BoACcTBeHHOI NPAKTUKH

3axa3 Ne: Wcnbrranue Ne: 268789 Beimymeno: 02.11.2020

VY CcTOWUMBBIE K JKETUN He 60oiiee 100 <1 KOE/r
rpaMOTpHLATEIIbHbIC OaKTepUU

Escherichia coli OTCYTCTBYET B I T COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYET B I T COOTBETCTBYET
Salmonella orcyrcTtByer B 10 T COOTBETCTBYET

KomMmeHTapum:

IMpounssoautens ADU: Coessrit hochomumum, comepxanuii 76% (3-sn-phosphatidyl)-choline (228.00 mr)
dochommun 'm6X, Nattermannalee 1; D-50829 Koln, Germany

Cepus: 00000739, 0000775

JlarHas cepusi OTBeyaeT TpeOOBaHUSIM criei(uKanun HopMaTuBHON mokymeHTaruu 11 NO11496/01-220911

OTaes KOHTPOJIA KayecTBa
Wolfgang Hermanns
Menexep 0oT/e1a KOHTPOJISI Ka4ecTBa

JlaTa BeInycKa: 30.10.2020 B 15:18:39 Dr. Britta Iven

CchLIKH:

JIaHHBIA MPOAYKT ObLI NPOKOHTPOJHPOBAH B COOTBETCTBUHU ¢ HOPpMATHBHO# qokymenTanueii IT N011496/01-
220911

3asiBiieHHe 0 cepTHPUKAIIUN:

Hacrosiumm st HOATBEpK/at0, YTO Mpe/CTaBlIeHHAs Bblllle HHOOPMALUS SIBISICTCS TOUTMHHOM M TOYHOH. DTa cepust
mpernapara Mpou3Be/IcHa, BKII0Yas YIIAKOBKY M KOHTPOJIb KAYeCTBa, HA YKa3aHHOM BBIIIE TUIOIIAIKE (-aX) B MOJTHOM
COOTBETCTBUM ¢ TpeOoBaHusiMu Hamexameidt npousBojacTBeHHON npaktuku (GMP) MecTHOro peryiasTopHOro
OpraHa W B COOTBETCTBHHM CO CICIM(DHUKANUIMYU, YKa3aHHBIMA B PerucTparioHHOM YJIOCTOBCPCHHH CTpaHbI-
UMIOpTEpa. 3amucH 10 NPOU3BOJACTBY, YIAKOBKE U aHAJIM3y CEPUU OBUIM TPOBEPCHBI M IMPHU3HAHBI
cooTBeTCTBYIOIMMH TpeboBaHusM GMP. MapkupoBka B MOJHOM COOTBETCTBHH C MOCICIHHUMHU OI0OPCHHBIMU

Dr. Bettina Glombitza
YHOHHOMO‘IeHHoe JIMO

=1 TP e
AH0QU Poeeny

JlaHHBII JOKYMEHT OBLT CO31aH B DJICKTPOHHOH (hopMe 1 IeiicTBUTENICH Oe3 ITOIIT:
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI 7

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 268789 Issued: 02.11.2020
Material: Essentiale forte N Capsules, 90 capsules
Material No: 361943
Batch No: 0KO0561
GMID-No: 768933
Batch Yield: 50.400
Manufacture Date: Aug 2020
Expiry Date: Jan 2023 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 - 524,6 506,2 mg
Average filling mass 374,6 - 435,4 425,5 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
(3- sn-Phosphatidyl)choline 208,1 - 248,9 232,4 mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 8,0 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
Staphylococcus aureus absentinlg conforms
Salmonella absentin 10 g conforms
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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: 268789 Issued: 02.11.2020

Comments:

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

Batch 00000739, 00000775

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date: 30.10.2020 at 15:18:39 by Britta Iven

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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