«A. Harrepmann 351 Cre. 'MOX»

Kommanus «Canodm»
Harrepmannamiee 1

50829 KenbH, ['epmanus

SANOFI <7

Cepruduxar anaansa/coorBeTcTBus TpedoBaHusaM Tekymeid Hanuexameit

NPOM3BOJACTBEHHON NPAKTHKHU

3axa3 Ne: Wcnbiranue Ne: 277967 Brimymeno: 15.09.2021
Marepwuai: Accenuuaie Dopre H, 180 kamncy
Howmep marepuaa: 361945
Ne cepun 1K1531
Ne GMID: 768935
Pasmep cepun: 24.840
JlaTa npoM3BOACTBA: Map 2021
JlaTa okOHYaHUs cpoKa Asr 2023 Crpana Poccus
TOJTHOCTH: Ha3HAYCHUSI:
HopmatuBHas 11 N011496/01-220911
JIOKyMEHTALIUS:
Homep 11 N011496/01
perucTpaloHHOrO
YAOCTOBEPEHUS
JlaHHBIN TPOYKT 1 xaricyna
COEPKUTCS B:
Iloxka3arenn Hopmbl npu Beinycke PesyabTarsl
XapaKTepHCTHKH
Onucanne TBepZ[I)Ie JKCJIATUHOBBIC HEMTPO3PAYHbIC COOTBCTCTBYCT
Karcyibsl Nel kopuuHEBOro LBeTa,
coacpiKalue MacIsTHUCTY O
HaCTOO6p83Hy}O Maccey KeJITOBaTO-
KOPUYHEBOTO LBETA.
TexHUYeCKHe MOKA3aTeH
Cpennsist Macca 451,4 - 5246 509,5 mr
CpezHee 3HaYCHHE MACChl COICPIKUMOTO 374,6 - 435,4 425,8 mr
OIHOPOIHOCTH COACPIKIMOTO COOTBETCTBYET COOTBETCTBYET
PaCHaZ[aeMOCTI) B TeucHue 30 MUHYT COOTBCTCTBYCT
HopsmmuHoCcTHL
(3-sn-®ocaruaun)XonuH COOTBETCTBYET COOTBETCTBYET
(3-sn-JIuzodpocharuamn)xouH COOTBETCTBYET COOTBETCTBYET
KoJsinuecTBeHHOE OnpesiesieHne
(3-sn-®ocharuamn)xomuH 208,1-248,9

(3-sn-JIuzodpocharuamn)xouH
Muxkpoouooruieckas YHCTOTa

O01mee 4ncio a9pOOHBIX MUKPOOPTaHI3MOB
(TAMC)

O011ee YUCII0 APOKIKEBBIX U TICCHEBBIX TPHOOB
(TYMC)

YCcTOHYMBBIE K JKETUM TPaMOTPHULIATENIbHBIE
GakTepun

He 6oiee 18,0

He 6omee 1000

He 6omee 100

He 6onee 100
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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

3axa3 Ne: Wcnbiranue Ne: 277967 Brimymeno: 15.09.2021
Escherichia coli orcyrcTByer B 1 T COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYeT B 1 T COOTBETCTBYET
Salmonella orcyTtcTByeT B 10 T COOTBETCTBYET

KommenTapuu:

IMpouseoautens ADU: Coesblii Gochonumnma, coaepxanmit 76% (3-sn-phosphatidyl)-choline (228.00 mr) ®ocd o
I'm6X, Nattermannalee 1; D-50829 Koln, Germany

Cepust: 10000278, 10000279, 10000332, 10000333

JlarHas cepusi OTBeyaeT TpeOOBaHUSIM crieiiu(uKanuyn HopMaTuBHON mokymeHTaruu 11 NO11496/01-220911
OT/1e KOHTPOJIsI KaYyecTBa

Wolfgang Hermanns

MeHe pKep oTIena KOHTPOIIS KauecTBa

Jlara BbIITyCKa: 27.04.2021 Britta Iven

CchlIKH:

JlaHHBIH NPOAYKT GbLJI MPOKOHTPOJIMPOBAH B COOTBETCTBHH ¢ HOPpMAaTHBHOI HokyMenTanueii [T N011496/01-
220911

3asiBiIeHHe 0 CepTH(HUKALNU:

HacTrosmumm 51 moaTBepkIato, YTo IpeICTaBICHHAas! BbIllle HH(OPMAIHS SBISCTCS MMOIMHHON U TOYHOW. JTa cepust
npemnapara npou3Be/ieHa, BKIII0Yast YIAKOBKY M KOHTPOJIb KAUeCTBa, HA YKA3aHHOM BbIIIE TUIOMIA/KE (-aX) B MOJIHOM
COOTBETCTBUH ¢ TpeOoBaHmMsAMH Hammexameidl mpownsBoacTBeHHON mpakTtukud (GMP) mecTHOrO peryiasTopHOTo
OpraHa W B COOTBETCTBHH CO CIeIM(HUKANNAMH, YKa3aHHBIMH B PeTrHCTpariioHHOM YAOCTOBEPEHHH CTPaHbI-
AMIOpTEepa. 3amucH 1O MPOW3BOJACTBY, YIAKOBKE W aHANU3y CEPHH OBUIM TIPOBEPEHBI M TIPU3IHAHEI
cooTBeTcTBYomMH TpeboBanmsiM GMP. MapkupoBka B TONHOM COOTBETCTBHH C MOCIECTHHMH OXOOpPCHHBIMH
BEPCHUAMH MAaKETOB YIIAaKOBOYHBIX MaTEPHATIOB ¥ HHCTPYKIIMU TI0 METUIITHCKOMY IPUMEHEHHIO.

Dr. Bettina Glombitza
YHOIHOMOYEHHOE JIMIIO

ExCertReleaseEl.xml

Tlocneauee nsmenenue: 04.12.2019 09:23
Cgen Illymaep, ciryx0a KOHTpOIIS KauecTBa, Tei1. 2028

Crpanura 2 u3 2



A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI .7

Certificate of Analysis/of cGMP Conformance

Order No: Test No: 277967 Issued: 15.09.2021
Material: Essentiale Forte N capsules, 180 capsules

Material No: 361945

Batch No: 1K1531

GMID-No: 768935

Batch Yield: 24.840

Manufacture Date: Mar 2021

Expiry Date: Aug 2023 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 -524,6 509,5 mg
Average filling mass 374,6 - 4354 425,8 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 - 2489 241,1 mg
(3-sn-Lysophosphatidyl)-choline max. 18,0 5,8 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 conforms ¢

Salmonella

ExCertRelease_EssentialeEL.xml

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

absent in 10 g

conformiy = /7.
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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: 277967 Issued: 15.09.2021

Comments:

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

Batch 10000278, 10000279, 10000280, 10000332, 10000333

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

Quality Control
Wolfgang Hermanns

QC Manager

Release date:  27.04.2021 by Britta Iven

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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