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SANOFI g

CeprHdHKaT aHAIH32/CO0TBETCTBHS TPeOOBaHHAM

Tekymei Hapnexameii mpon3soacreentoii npakrukn

Brinyweno: 06.12.2019

3akaz No: HcenebiTanue Ne: 256863
Marepnan: Sccenunane dpopre H waneysl,
30 wryx
Homep mMaTepuana: 361907
Ne cepuu 9K9191
Ne GMID: 605453
Pazmep cepuit: 150.552
Jara npowsBoacTea: Ok1.2019
JlaTa oxoHUYaHHA CpOKa rOAHOCTH: Anp.2022 CrpaHa
Ha3HaAuCHUA: Poccus
HopmaTHBHBIi JoKyMeHT Ne: IT NO11496/01-220911
PeructpauronHoe yfnocroeepenue Ne:
011496/01
JaHHbIi MpooYKT CONEpHHUTCS B
| kancyna
TokasaTenu HopMb) npH BoinyCKE PesyabTarsl
XapakTepHcTHRH
Onucanue Teepasie KENATHHOBBIE HENPO3PAMHBIE KANCYAB  CODTBETCTBYET
Nel kopHuHEBOTO UBETA, COAEPKALIHE
MACTAHICTYIO NAcTOOGPAIHYIO MACCY YKEITOBATO-
KOPHYHEROTO LBETA,
Texunueckue nOKAATENH
Cpennsa macca 4514 - 524,6 509,9 mr
CpenHee Macca colepHiMoro Kancys 374,6-4354 425,1 Mr
OaHOPOIHOCTS COAEPKHMOTO Kancy 1 COOTBETCTBYET COOTBETCTBYET
Pacnanaemocts B Te4eHHe 30 MuHyT COOTBETCTBYET
MoznnunocTh
(3-sn-PocdaTHaun)xonHH COOTBETCTBYET COOTBETCTBYET
(3-sn-Jlmsodwcharnann)xony COOTBETCTBYET COOTBETCTBYET
KonsuecTBEHHOE ONpencaeHHE
Coesbix Go6oe docdonunnabl, conepranne 76% [puGnuzuTensto 300 310 mr
(3-sn-Dochamman)xonnn
(3-sn-Docammun)xonux 208,1 - 2489 2359 mr
(3-sn-JInzodocdarnann)xonisk He Gonee 18,0 8,7 mr
MukpoGHOIOrHYECKAR YHCTOTA
OBfwee uneno a’poSHLIX MHKPOOPTAHH3MOB He Gonee 1000 < 10 KOE/r
(TAMC)
Obinee YHCRO APOUCKEBBIX K MNCCHEBLIX rPHO0B He 6oaee 100 < 10 KOE/r
(TYMC)
YeToluHBbIE K HKEIYN rPaMOTPHLUATENBHEIE He Sonee 100

BakTepHH

Escherichia coli
Pseudomonas aeruginosa
Staphylococcus aureus

Salmonella

ExCertRelease_EssentialeEL.xml

[lecnennee wimereHne: 04.12.2019 09:23
Caen Ulymaxep, QAS, Ten, 2028

oTCYyTCTBYETB I I
orcyTeTByeTB I I
OTCYTCTBYETER I I

orcyTcTeyeTR 10

<1 KOE/r
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Komnanua «Canodpu»
HarrepMansane 1
50829 Kensh, I'epmanus

CepTuduxaT aHATN32/COOTBETCTBHA TPEOOBAHMAM
texkyuteii Hagnexameii npon3BoAcTBeHHOH NPaKTHKH

3akas Ne: Hcnuitanne Ne: 256863 Boinyweno: 06.12.2019
Kovmentapun:
A®H npoissoaTEAL Pocdonurnan coessix Gobos, corepwalte 76 % {3-sn-Docdarnun)xonny (228.00

mr) Pocdonnnua I'u6X, Nattermannalee 1, 50829, Koln, Germany

Cepua: 90001240

Jianuan cepua cooTreTcTEyeT TpeGosannas Hopmatneroil ackymenrauns ITNO11496/01-220911
Ornen KOHTPONA KadecTra

Bonegiranr XepsmaHHe

HauanbHig 071e18 KOHTPO/IA KAauecTa

29.11.2019 8 12:05:27 oKTOpoM Al Ma;
Sl marijosa B noaretosneHo Jokropom Anert Mayip .

Ceblaka:

JlaHHbE NpoAyKT GIT HCNBITAN B cOoTBETCTRIN ¢ HopumatHeHoli zoxysenTaw [1NO11496/01-220911

aneaeHne 0 cepTHhNKANNIL

HacToatim A NOATBECPKAAIO, Y4TO NPEACTARNEHHAA BhILIC MHGOPMAUNA ABARETCH NOLTHIHOH 1 TouHOH. 37a cepua npenapara Guina
H3rOTOB/EHE, BKIIOWAS YIAKOBKY §i KOHTPO/IL KaYECTBA, HA YKa3aHHLIX Bbill¢ NIOWAIKAX B NOTHOM COOTBETCTBHILE TPEt0REHIAMY
Hannewaweit nponssoacteetrodi npaktixu (GMP) MecTHOTO perynaTopHOro opraHa i s COOTBETCTBHH CO C .=-|a KAUMAMIL YETHEHBIMH B
PETHCTPALMOHHOM YAOCTOBEPEHHH CTPAHLI-HMNOPTEPA. 3aMicH No MPoLECcaM NPOH3BOACTEA, YNAKOBKH H 3 iy eppade Bhani REOBSDENE H
NPIBHAHEL COOTBETCTBYIOWIIMH TpeGobanHaM npasun GMP. Mapkipoeka B NONHOM COOTBETCTBIH C NOC. &b"n ;
YNAKOBOYHBIX MATEPIATOB H MHCTPYKLIHH MO MEAHUHHCKOMY [IPHMEHEHHIO. ol

OBPEHHBIMIELBENCHANH

Jokrop Berrina INzombuna
YNOAHOMOYEHROE AHLO

Hanuei 10KkymeHT 6511 cO3aaH B oneKTpoHHOTH dopae H aeAcTaITENeH Ge3 noamich
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A. Nattermann & Cie. GmbH

SANOFI «z

A Sanofi Company

Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance
Order No: Test No: 256863 Issued: 06.12.2019
Material: Essentiale forte N Capsules, 30 pieces
Material No: 361907
Batch No: 9K9191
GMID-No: 605453
Batch Yield: 150.552
Manufacture Date: Oct 2019
Expiry Date: Apr 2022 Destination: Russia
Normative Document No: P N011496/01-220911
Marketing Authorisation No: 011496/01
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 5099 mg
Average filling mass 3746-4354 425,1 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. 300 310 mg
(3-sn-Phosphatidyljcholine
(3- sn-Phosphatidyl)choline 208,1-248,9 2359 mg
(3-sn-Lysophosphatidyl)-choline max, 18,0 8,7 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
Escherichia cofi absentin1g
Pseudomonas aeruginosa absentin 1g
Staphylococcus aureus absentin1g

Salmonella
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I \)

Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 256863 Issued: 06.12.2019
Comments:

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

Batch 90001240

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

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  29.11.2019 at 12:05:27 by Dr. Anette Méurer

Reference:

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

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been fal
including packaging and quality control at the above-mentioned site(s} in full compliance with the GMPY;
Regulatory Authority and with the specifications in the Marketing Autharization of the importing countfy' 5
packaging and analysis records were reviewed and found to be in compliance with GMP. Labelling is/

approved version of packaging and leaflet artworks. i

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