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

50829 KenbH, ['epmanus

SANOFI .7

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit

NPOU3BOJACTBEHHON NPAKTHKH

3aka3 Ne: Ucnbrranue Ne: 267200

Marepuai: Accennuage @opre H, 180 kancy.a

Howmep marepuana: 361945

Ne cepun 0K0301

Ne GMID: 768935

Pasmep cepuu: 24.915

Jlata npousBoacTBa: Wron.2020

JlaTa OKOHYaHHS CpOKa Hos.2022 Crtpana

TOJIHOCTH: Ha3HAYCHUS:

HopmartusHas TTNO011496/01-220911

JIOKyMEHTALUS:

Howmep 011496/01

pEerucTpanoHHOrO

yIOCTOBEPEHHUS

JlaHHBIH TpOAYKT 1 xancyna

COJIEPHKUTCS B!

IHoxka3aTenn Hopwmbl npu Beinycke

XapaKTepHCTHKH

Onucanne TBepZ[LIe KCJIIaTUHOBBIC HENPO3pavHbIC
Kancynsl  Nel KOPDUYHEBOIO  IIBETA,

TexHuueckune NoxKa3zaTeju

Cpennsist Macca

CpenHee 3HaUCHUE MACChI COJICPIKIMOTO
OIHOPOTHOCTD COACPIKUMOTO
Pacnagaemocts

IMopmuHOCTH
(3-sn-Docdaruami)xonuH
(3-sn-JInzodocarumun)xouH
KoJsimyecTBeHHOE onpesesieHHe

CoeBbix 60008 (ochommmupl, coaepraHne
76%
(3-sn-DochaTuanm)xoanH

(3-sn-JInzodocdarumum)xouH
MukpooHosiornyeckas YucToTa

OO0r11ee 4nco adpOOHBIX MUKPOOPTaHM3MOB
(TAMC)

OO0111ee YHCIIO0 APOXOKEBBIX M IIIECHEBBIX
rpubos (TYMC)

VeToiunBbIC K KEMYH IpaMOTPULIATEIbHBIC
GakTepun

coJieprKalliie MacIsIHUCTYIO TaCTO00pa3Hy1o
Maccy JKeITOBaTO-KOPHYHEBOTO [BETA.

4514 - 524.6
374,6 - 4354
COOTBeTCTByeT

B TeueHue 30 MUHYT

COOTBETCTBYET

COOTBETCTBYET

208,1 - 2489

He 601ee 18,0

He 60mee 1000

He 6o1ee 100

He 6omee 100

Beiyueno: 13.08.2020

Poccus

PesyabTaTsl

COOTBETCTBYET

509,1 mr
425,4 Mmr
COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

227,6 mr

7,6 mMr
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«A. Harrepmans sua Cue. 'm6X» S A N O F I J

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

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit
NPOU3BOJACTBEHHON NPAKTHKH

3aka3 Ne: HUcnerranue Ne: 267200 Beimymieno: 13.08.2020
Escherichia coli oTCyTCTBYeT B 1 T COOTBETCTBYET
Staphylococcus aureus oTCyTCTBYeT B 1 T COOTBETCTBYET
Salmonella orcytcTByeT B 10 T COOTBETCTBYET

KommenTapuu:

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

Cepusi: 00000365, 00000372, 00000776

JlanHas cepust oTBeUaeT TpeOOBAHUSAM ClielUpUKAIMA HopMaTuBHOU mokymenTtanuu I1 NO11496/01-220911

OT1/e1 KOHTPOJIS Ka4yecTBa
Wolfgang Hermanns
Menexep oT/e1a KOHTPOJIsSI Ka4ecTBa

Jlata Bhimycka: 13.08.2020 B 08:50:44 Dr. Britta lven S5 }% ‘.\ ‘

—~
CchlIKH: :?}';

JlaHHBI NPOAYKT ObLI NPOKOHTPOIUPOBAH B COOTBETCTBHU ¢ HOPMATHBHOI noxf' qwn&ﬂ JNQ%:1M4j9 (01 ‘1
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3asiByieHuUE O ceanq)uKauun

rpenapara npou3Be/ieHa, BKIII0Yask yIaKOBKY M KOHTPOJIb KauecTBa, HAa YKA3aHHOW BBIIIE omaKe” -ax) B MOJIHOM
COOTBETCTBUH ¢ TpeOoBaHmsAMH Hammexameil nponsBoacTBeHHON mpakTukud (GMP) mecTHOrO peryiasTopHOTO
opraHa M B COOTBETCTBHH CO CHCHU(DHUKALUSIMHU, YKa3aHHBIMU B PerucTpanvoHHOM YJOCTOBEPEHHU CTPaHbI-
uMmIroprepa. 3amucd 10 TMPOU3BOACTBY, YHNAKOBKE H aHAJIM3y CEpPUH ObLIM IPOBEPEHbI W  MPH3HAHBI
cooTBeTCTBYIOIMMH TpeboBaHusM GMP. MapkupoBka B MOJHOM COOTBETCTBHH C MOCICTHHUMHU OI0OPCHHBIMU
BEPCUSMHU MAaKETOB YIIAKOBOUHBIX MATCPUAIOB ¥ MHCTPYKIIUH 110 MCTUIIMHCKOMY TIPUMCHEHHUIO.

Dr. Bettina Glombitza
Y1I0JIHOMOYEHHOE JIUI0

JlaHHBII JOKYMEHT OBbLI CO3/1aH B DJICKTPOHHOI (hopMe U JeiCTBUTENCH Oe3 MOAMUCH
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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: 267200 Issued: 13.08.2020
Material: Essentiale Forte N Capsules, 180 capsules
Material No: 361945
Batch No: 0K0301
GMID-No: 768935
Batch Yield: 25.170
Manufacture Date: Jun 2020
Expiry Date: Nov 2022 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 - 524,6 509,1 mg
Average filling mass 374,6 - 435,4 425,4 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 - 248,9 227,1 mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 7,6 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 conformgy"}’o//

Salmonella

ExCertRelease_EssentialeEL.xml

Zuletzt bearbeitet: 04.12.2019 09:23
Sven Schumacher, QAS, Tel. 2028
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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: 267200 Issued: 13.08.2020

Comments:

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

Batch 00000365, 00000372, 00000776

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date: 13.08.2020 at 08:50:44 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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