«A. Harrepmann 351 Cre. 'MOX»

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

50829 KenbH, ['epmanus

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit
NPOM3BOJACTBEHHON NPAKTHKHU

3aka3 Ne: Ucnbrranue Ne: 278417 Brimymeno: 20.07.2021
Marepuan: Accennuajie ®opre H
KkancyJbl 300 mr, 90 kancya
Howmep marepuana: 361943
Ne cepun 1K1931
Ne GMID: 768933
Pazmep cepum: 49.536
Jlata npousBoacTBa: Wron 2021
Jlata okoHuaHus cpoxa rogaoctu:  Hos. 2023 Crpana Poccus
Ha3HAUCHUS:
HopmatuBHas noxyMeHTanus: ITN011496/01-220911
Howmep peructpaiuonsoro ITN011496/01
YAOCTOBEPEHUS
JIaHHBII TPOAYKT COAEPIKUTCS B: | Karcyna
Iloxka3artenn Hopmbl npu Binycke PesyabTarsl
XapaKTepHCTHKH
Onucanne TBepZ[I)Ie JKCJIaTHHOBBIC COOTBCTCTBYCT

HeIpo3pauHble Karcyisl Nel
KOPUYHEBOTO 1IBETA, CO/IEpIKaLIMe
MAaCJISTHUCTYIO TacTOO00pa3HyIo Maccy
JKENTOBATO-KOPUYHEBOTO I[BETA.

Texnuyeckue noxkazareiu

Cpennsis Mmacca 451,4 - 524.6 508,3 mr
CpezHee 3HaU€HHE MacChl COIEP)KUMOTO 374,6 -435,4 426,0 mr
OHOPOIHOCTE COAEPKUMOTO COOTBETCTBYET COOTBETCTBYET
Pacmayraemocts B TeueHne 30 MUHYT COOTBETCTBYET
HopsmmuHoCTHL

(3-sn-Docdaruamin)xonuH COOTBETCTBYET COOTBETCTBYET
(3-sn-JInzodocarumun)xouH COOTBETCTBYET COOTBETCTBYET

KosmmuectBeHHoe onpejeieHue
(3-sn-Docdaruamin)xonuH 208,1 - 248.9 239.1 mr
(3-sn-JInzodocarumum)xoun He 6outee 18,0 6,2 Mmr

Muxkpoouooruieckas YHCTOTa

Oo6miee unciio a3pooubIx mukpoopranmmoB (TAMC)  He 6omee 1000 <10 KOE/r
O011ee YUCIIO APOKIKEBBIX U TICCHEBBIX TPHOOB He 6omnee 100 <10 KOE/r
(TYMC)
YcToiunBbIe K )KeTud rpaMOTpULaTEIbHbIE He 6onee 100 <1 KOE/r
GakTepun
Escherichia coli OTCYTCTBYeT B 1 T -f(ﬁi" *%A TFICTBYET
Staphyl 1 AR
taphylococcus aureus OTCYTCTBYeT B 1 T nKAg CToN
,&g T f\ 3
Salmonella orcyrcreyer 8 10r COOTB@T&\FQ{L{
3&“ «CaHogpu F occwq;,\\‘\]i%
M ®
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«A. Harrepmann 351 Cre. 'MOX»

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

50829 KenbH, ['epmanus

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit
NPOM3BOJACTBEHHON NPAKTHKHU

3aka3 Ne: Ucnbrranue Ne: 278417 Brimymeno: 20.07.2021

KommenTapun:

Iponzsogurens ADU: Coesslit dpocdommmun, cogepxamuii 76% (3-sn-phosphatidyl)-choline (228.00 mr) ®ochommmmg
I'm6X, Nattermannalee 1; D-50829 Koln, Germany

Cepusi: 10000590, 10000594

Jlarnas cepust oTBeyaeT TpeOOBaHUAM clieruKanny HopMaTHBHOH nokyMeHTanuu [1 NO11496/01-220911
OTaes KOHTPOJIA KayecTBa
Wolfgang Hermanns

MeHemKep OTAC]Ia KOHTPOJIA Ka4eCTBa

JlaTa BbITycKa: 20.07.2021 13:36:46 by Dr. Anette Maurer

CchLIKH:

JlaHHBI MPOAYKT ObLT MPOKOHTPOJIMPOBAH B COOTBETCTBUHU ¢ HOPpMaTUBHOM nokymeHTanueid I1 N011496/01-
220911

3asiBiieHHe 0 cepTHPUKAIIUN:

Hacrosimm st HOATBEp/1at0, YTO Mpe/CTaBlIeHHAs Bblllle HHOOPMALUS SIBISICTCS TTOUTMHHOM M TOYHOH. DTa cepust
npemnapara npou3Be/ieHa, BKIII0Yas yIaKOBKY M KOHTPOJIb KauecTBa, HA YKA3aHHOM BbINIE MUIOMIA/KE (-aX) B OJIHOM
COOTBETCTBUM ¢ TpeOoBaHusiMu Hasexamieidt mnpousBojacTBeHHON mnpaktuku (GMP) MecTHOro peryiasiTopHOro
OpraHa W B COOTBETCTBHH CO CICIM(DHUKANUIMYU, YKa3aHHBIMA B PerucTpariioHHOM YJIOCTOBCPCHHH CTpaHbI-
UMIOpTEpa. 3amuCH 10 NPOU3BOJACTBY, YIAKOBKE U aHAJIM3y CEpUU OBUIM TPOBEPECHBI W IMPHU3HAHBI
cooTBeTCTBYIOIMMH TpeboBaHusM GMP. MapkupoBka B MOJHOM COOTBETCTBHH C TMOCICTHHUMHU OIOOPCHHBIMH
BEPCUSIMHU MAaKETOB YIIAKOBOUHBIX MATECPUAIOB M HHCTPYKIIUH 110 METUIIMHCKOMY TIPUMCHEHUIO.

Dr. Bettina Glombitza
VII0IHOMOYEHHOE JHUI0

JlaHHBI JOKYMEHT OBLT CO31aH B DJICKTPOHHOI (hopMe U JeiicTBUTENeH Oe3 ITOAICH
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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: 278417 Issued: 20.07.2021
Material: Essentiale forte N capsules 300mg, 90 capsules

Material No: 361943

Batch No: 1K1931

GMID-No: 768933

Batch Yield: 49.536

Manufacture Date: Jun 2021

Expiry Date: Nov 2023 Destination: Russia

Normative Document No:

This product contains in: 1 Capsule

P N011496/01-220911
Marketing Authorisation No: P N011496/01

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

(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
Staphylococcus aureus

Salmonella
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Sven Schumacher, QAS, Tel. 2028

Release limits

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

451,4 - 524,6
374,6 -435,4
conforms

within 30 minutes

conforms

conforms

208,1 - 248,9
max. 18,0

max. 1000
max. 100

max. 100
absentinlg
absentinlg

absentin 10 g

RU

Result

conforms

508,3 mg
426,0 mg
conforms

conforms

conforms

conforms

239,1 mg
6,2 mg

<10 CFU/g
<10 CFU/g

<1 CFU/g
conforms
conforms

conforms
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A. Nattermann & Cie. GmbH
i SANOFI

A Sanofi Company
Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 278417 Issued: 20.07.2021

Comments:

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

Batch 10000590, 10000594

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

Quality Control
Wolfgang Hermanns
QC Manager

Release date: 20.07.2021 at 13:36:46 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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