«A. Harrepmann 351 Cre. 'MOX»

Kommanus «Canodm»
Harrepmannaie 1

50829 KenbH, ['epmanus

SANOFI .7

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit

NPOM3BOJACTBEHHON NPAKTHKHU

3aka3 Ne: Ucnbrranue Ne: 278885 Brimymeno: 02.08.2021
Marepwuai: Accennuaje ®opre H, 30 kancy
Howmep marepuana: 361944
No cepun 1K1981
Ne GMID: 768934
Pazmep cepum: 154.116
JlaTa mpou3BoICcTBA: Hronp 2021
JlaTa okOHYaHUs cpoKa Hos 2023 Crpana Poccus
TOJIHOCTH: Ha3HAYCHUS:
Hopmarushas TINO011496/01-220911
JIOKYMEHTalUS:
Howmep IINO011496/01
pEerucTpanuoHHOrO
YIOCTOBEPEHHMS
JlaHHBIN TPOYKT 1 xaricyna
COIEPIKUATCS B!
Iloxka3arenn Hopmbl npu BeInycke PesyabTarsl
XapakTepucTHKH
Onucanue TBepibie )KenaTHHOBbIC COOTBETCTBYET
HeIpo3pauHble Karcyisl Nel
KOPHYHEBOT'O [[BETA, COJICPIKALIINEC
MACIISTHUCTYIO NaCcTO00Pa3HyI0 Maccy
JKENTOBATO-KOPUYHEBOTO 11BETA.
TexHHYecKHe MOKA3ATeH
Cpennsis Macca 451,4 - 524.,6 509,0 mr
CpenHee 3HaUCHUE MACCHI COIEPKHUMOTO 374,6 -435,4 425,1 mr
OIHOPOHOCTH COJIEPIKUMOTO COOTBETCTBYET COOTBETCTBYET
Pacrniagaemocth B TeueHue 30 MUHYT COOTBETCTBYET
HopsmmuHoCcTHL
(3-sn-DochaTuanm)xoanH COOTBETCTBYET COOTBETCTBYET
(3-sn-JInzodocarumun)xouH COOTBETCTBYET COOTBETCTBYET
KosmmuecTBeHHoe onpe/eieHue
(3-sn-Docdaruami)xoauH 208,1 - 248.9 2349 mr
(3-sn-JInzodocaruaun)xouH He 6oiee 18,0 6,3 Mmr
Muxkpoouooruieckas YHCTOTa
Oo6miee unciio a3pooubIx mukpoopranmmoB (TAMC)  He 6omee 1000 <10 KOE/r
O011ee YUCII0 APOKIKEBBIX U TICCHEBBIX TPHOOB He 6omnee 100 <10 KOE/r

(TYMC)

YCcTOHYMBBIE K JKETUM TPaMOTPHULIATENIbHBIE
GakTepun
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«A. Harrepmann 351 Cre. 'MOX»

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

50829 KenbH, ['epmanus

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit
NPOM3BOJACTBEHHON NPAKTHKHU

3aka3 Ne: Ucnbrranue Ne: 278885 Brimymeno: 02.08.2021
Escherichia coli oTCyTCTBYeT B 1 T COOTBETCTBYET
Staphylococcus aureus orcyrctByer B 1 r COOTBETCTBYET
Salmonella orcyrcrByeT B 10 T COOTBETCTBYET

KommenTapuu:

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

Cepust: 10000587, 10000625

Jlarnas cepus oTBedaeT TpeOOBaHUAM crienduKkanny HopMaTHBHOHN noxkyMeHTanuu [1 NO11496/01-220911

OTtnen KOHTPOJIA Ka4yeCTBa

Wolfgang Hermanns

MeHepkep oTaeNa KOHTPOIIS Ka4yecTBa

JlaTa BeITyCKa: 30.07.2021 B 14:00:11 Dr. Britta Iven
Cceblikm:

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

3asiBiIeHHe 0 CepTH(HUKALNU:

HacTrosmumm 51 moaTBepkIato, YTo IpeICTaBICHHAas! BbIllle HH(OPMAIHS SBISCTCS MMOIMHHON U TOYHOW. JTa cepust
npernapara Ipou3BeIcHa, BKIIF0Yasi YIIAKOBKY U KOHTPOJIb KAYECTBa, HA YKAa3aHHOM BBIIIC IUIOMIAKE (-aX) B [TOJHOM
COOTBETCTBUM ¢ TpeOoBaHmsAMH Hammexameil nponsBoacTBeHHON mpakTukd (GMP) mecTHOrO peryiasTopHOTo
OpraHa W B COOTBETCTBHH CO CIeIM(HUKANNAMH, YKa3aHHBIMH B PeTrHCTpaIriioHHOM YAOCTOBEPEHHH CTPaHbI-
AMIOpTEpa. 3amnucH 1O TMPOW3BOJACTBY, YNAKOBKE W aHANW3y CEPHH OBUIM IIPOBEPEHBI ¥ TPU3IHAHEI
cooTBeTcTBYIomMH TpeboBanmsiM GMP. MapkupoBka B TONHOM COOTBETCTBHHM C MOCICTHHUMH OXOOpPCHHBIMH
BEPCHUAMH MAaKETOB YIIAaKOBOYHBIX MATEPHAIOB M HHCTPYKIMX IO MEIUIITHCKOMY IPUMEHEHHIO.

Dr. Bettina Glombitza
YoIHOMOYEHHOE JIMIIO

JlaHHBII JOKYMEHT ObLT CO3/1aH B DJICKTPOHHOI (hopMme u JeiicTBUTENnCH 6e3 TOJMHCH _ SOy,
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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: 278885 Issued: 02.08.2021
Material: Essentiale forte N Capsules, 30 capsules

Material No: 361944

Batch No: 1K1981

GMID-No: 768934

Batch Yield: 154.116

Manufacture Date: Jun 2021

Expiry Date: Nov 2023 Destination: Russia

Normative Document No:
Marketing Authorisation No: P N011496/01

This product contains in: 1 Capsule

P N011496/01-220911

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

ExCertRelease_EssentialeEL.xml

Zuletzt bearbeitet: 29.04.2021 13:35
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

509,0 mg
425,1 mg
conforms

conforms

conforms

conforms

234,9 mg
6,3 mg

<10 CFU/g
<10 CFU/g

<1 CFU/g
conforms

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: 278885 Issued: 02.08.2021

Comments:

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

Batch 10000587, 10000625

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date: 30.07.2021 at 14:00:11 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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