«A. Harrepmann 351 Cre. 'MOX»

Kommanus «Canodm»
Harrepmannamiee 1

50829 KenbH, ['epmanus

SANOFI .7

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit

NPOM3BOJACTBEHHON NPAKTHKHU

3aka3 Ne: Ucnbiranue Ne: 275953 Boimymeno: 04.06.2021
Marepmuai: Accennnane @opre H, 180 kancya
Howmep marepuana: 361945
No cepun 1K1371
Ne GMID: 768935
Pazmep cepum: 25.170
Jlata nmpou3BoACTBa: Des 2021
JlaTa okOHYaHUs cpoKa Wrons 2023 Crpana Poccus
TOAHOCTH: Ha3HAYCHUS:
Hopmarushas TINO011496/01-220911
JIOKYMEHTalUS:
Howmep IINO011496/01
pEerucTpanuoHHOrO
YIOCTOBEPEHHMS
JlaHHBIN TPOYKT 1 xaricyna
COIEPIKUATCS B!
Iloxka3arenn Hopmbl npu BeInycke PesyabTarsl
XapakTepucTHKH
Onucanue TBep/ble )KeIaTHHOBBIC COOTBETCTBYET
HeIpo3pauHble Karcyisl Nel
KOPHUYHEBOTO IIBETA, COAEPIKAIINE
MAaCJISTHUCTYIO TTacTO00pa3HyIo Maccy
JKENTOBATO-KOPUYHEBOTO 11BETA.
TexHHYecKHe MOKA3ATeH
Cpennsis Macca 451,4 - 524.,6 507,4 mr
CpenHee 3HaUCHUE MACCHI COIEPKHUMOTO 374,6 -435,4 424.1 mr
OHOPOIHOCTE COAEPKUMOTO COOTBETCTBYET COOTBETCTBYET
Pacrniagaemocth B TeueHne 30 MUHYT COOTBETCTBYET
HopsmmuHoCcTHL
(3-sn-DochaTuanm)xoanH COOTBETCTBYET COOTBETCTBYET
(3-sn-JInzodocarumun)xouH COOTBETCTBYET COOTBETCTBYET
KosmmuecTBeHHoe onpe/eieHue
(3-sn-DochaTranin)XonuH 208,1 - 248.9 229.9 mr
(3-sn-JInzodocaruaun)xouH He 6oiee 18,0 8,4 Mr
Muxkpoouooruieckas YHCTOTa
O6mee uncno a’pobusix mukpoopranusmos (TAMC)  He 6onee 1000 <10 KOE/r
O01miee YnCIIo0 IPOOKEBBIX U IIECHEBBIX TPHOOB He 6osiee 100 <10 KOE/r
(TYMC)
VYcToiuuBble K XKeI4d rpaMOTPULIATEIIbHBIC He 6osiee 100 <1 KOE/r

GakTepun

Pseudomonas aeruginosa
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«A. Harrepmann 351 Cre. 'MOX»

Kommanus «Canodm» SA N O F I J
Harrepmannamiee 1

50829 KenbH, ['epmanus

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit
NPOM3BOJACTBEHHON NPAKTHKHU

3aka3 Ne: Ucnbiranue Ne: 275953 Boimymeno: 04.06.2021
Escherichia coli OTCYTCTBYeT B 1 T COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYeT B 1 T COOTBETCTBYET
Salmonella orcyrcTByeT B 10 T COOTBETCTBYET

KommenTapuu:

IMpoussoaurens ADU: Coesblii Gpoconunua, cogepxanuit 76% (3-sn-phosphatidyl)-choline (228.00 mr) docdomaumnuz
I'm6X, Nattermannalee 1; D-50829 Koln, Germany

Cepusi: 10000120

JlanHas cepust oTBeuaeT TpeOOBaHUSIM crielu(uKan HopMaTuBHOM nokymenrtamu I1 N011496/01-220911

OTtnen KOHTPOJIA Ka4yeCTBa

Wolfgang Hermanns

MeHepkep oTaeNa KOHTPOIIS Ka4yecTBa

JlaTa BeITTyCKa: 04.06.2021 Dr. Anette Méurer
Ceblikn:

JlaHHBI NPOAYKT ObLI NPOKOHTPOIHPOBAH B COOTBETCTBHYU ¢ HOpMaTHBHOI JokyMeHTanuei I1 N011496/01-
220911

3asiB/IeHHe 0 CepTHHUKALNN:

Hacrosmmm s moaTBep:k/1ato, 4To Mpe/cTaBlIeHHas Bble MHOOpPMAaLUs sIBISETCS TOUIMHHON M TOYHOH. JTa cepust
npenapara Ipou3Be/ieHa, BKIII0Yasl yIaKOBKY M KOHTPOJIb KauecTBa, HAa YKa3aHHOW BbINIE IUIOMIAKE (-aX) B OJIHOM
COOTBETCTBMM C TpeOoBaHMsIMHU Hamnexamield npomsBojcTBeHHOH mnpaktuku (GMP) MecTHOro perynsiTopHoro
OpraHa W B COOTBETCTBHH CO CHEIU(HUKALUSIMHU, YKa3aHHBIMH B PerucTpannoHHOM yJOCTOBEPEHHH CTPAHBI-
AMIIOpTEpa. 3amucH 10 TPOU3BOACTBY, YNAKOBKE W aHAIM3y CEpUM OBIIM IPOBEPEHBI W TPHU3HAHBI
cooTBeTcTByIOmMME TpeboBaHnsM GMP. MapkupoBka B HMOJHOM COOTBETCTBHHM C TOCJIEIAHHUMHU OJI0OPEHHBIMHU
BEPCHSIMH MAaKETOB YIAaKOBOYHBIX MAaTEPHAIOB M HHCTPYKLUH MO MEJUIIMTHCKOMY ITPUMEHEHHIO.

Dr. Bettina Glombitza
YoIHOMOYEHHOE JIMIIO

JlaHHbII JOKYMEHT ObLT CO3/1aH B DJICKTPOHHOI (hopMme u JeiicTBUTENCH 6e3 TOAMMCH gy
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI .7

Certificate of Analysis/ of cGMP Conformance

Issued: 04.06.2021

Order No: Test No: 275953
Material: Essentiale Forte N capsules, 180 capsules
Material No: 361945

Batch No: 1K1371

GMID-No: 768935

Batch Yield: 25.170

Manufacture Date: Feb 2021

Expiry Date: Juli 2023

Normative Document No: P N011496/01-220911

Marketing Authorisation No: P N011496/01

Destination: Russia

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 4514 -524,6 507,4 mg
Average filling mass 374,6 -4354 424,1 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
(3- sn-Phosphatidyl)choline 208,1 -248,9 2299 mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 8,4 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 absentinl g conforms

Staphylococcus aureus

Salmonella
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Zuletz
Sven nacher, QAS, Tel. 2028

absentinl g

absentin 10 g

conforms

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: 275953 Issued: 04.06.2021

Comments:

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

Batch 10000120

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date:  04.06.2021 by Anette Méaurer

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 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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