«A. Harrepmans 311 Cue. 'MOX»

Kommanus «Canodpu»
Hartrepmannamiee 1
50829 KenbH, ['epmanns

SANOFI .7

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen
NPOU3BOACTBEHHOW MPaKTUKKU

3aka3s Ne: WcnbiTanne Neo: 280783 BoinyweHo: 02.12.2021
Matepuan: AcceHuuane ®opte H kancynbl, 180 kancyn
Homep maTepuana: 361945
Ne cepuu 1K2271
Ne GMID: 768935
Pasmep cepuu: 25.725
[ata nponsBoacTBaa: Asr 2021
[aTta okoH4YaHWs cpoka Uionb 2024 CrtpaHa Poccus
rogHOCTU: Ha3HayeHus:
HopmMaTtuBHas gokyMmeHTauums: M N011496/01-270421
Homep perncrpaumoHHoro M N011496/01
yOOCTOBEPEHNS
[aHHbI npoaykT cogepxuTtca B: 1 kancyna
MokasaTtenu Hopmbl npu Bbinycke Pe3ynbTaTthbl
XapakTepucTukm
Onucanve TBepAble XenaTuHOBbIE HEMPO3paYHble  COOTBETCTBYET
kancynbl Ne1 KOpMyHeBOro LBeTa,
cofepxalume MacnstHUCTyr
nactoobpasHyro Maccy XKenToBaTto-
KOpPUYHEBOrO LiBETA.
TexHMUYecKkune nokasarenu
CpepHsia macca 451,4 - 524,6 509,9 mr
CpepaHee 3HauyeHue macchbl cogepxumoro  374,6 - 435,4 426,0 mr
OpHOpPOAHOCTL COAEPXKMMOro [onyckaeTcst Hanuyne He Gonee 2 COOTBETCTBYET
kancyn uns 20, UMeloLLmX OTKIOHEHNE
MaccCbl COAEPXXUMOTO OT CpeaHero
3HayeHus bonee * 7,5 %; He AOMKHO
ObITb Kancyn ¢ OTKIOHEHWEM Macchbl
COAEPXXMMOrO OT CPpeAHEero 3Ha4yeHuns
oonee £ 15 %.
PacnapaemocTtb B TeueHve 30 MUHyT COOTBETCTBYET
MoanuHHOCTBL
docdatnannxonuH Bpems yoepxuBaHus OCHOBHOIO nvka COOTBETCTBYET
Ha Xxpomartorpamme UCnbITyemMoro
pacTBopa, NPUroTOBIIEHHOIO Ans
KONMYECTBEHHOIO ONpeaeneHns,
[OJIKHO COOTBETCTBOBATL BPEMEHM
yOepXnBaHnst Nuka
dochaTmannxonmHa Ha
Xpomartorpamme KanmbpoBOYHOIO
pactBopa
JInsodocaTnamnxonuH Bpems yoepxuBaHus OCHOBHOIO nvka COOTBETCTBYET

Konun4yectBeHHOe onpegeneHue

docdonunmabl coeBbix 60608
dochaTnannNXonNuHbI

Ha XxpomaTtorpaMmme UCMbITyemMoro
pacTtBopa, NPMroTOBNEHHOro Ans
KONNYECTBEHHOrO onpeaeneHns,
AOIMKHO COOTBETCTBOBAaTL BPEMEHN
yaepXnBaHus nvka
nusodocaTnamnxonnHa Ha
XpomaTorpaMmme KanmbpoBOYHOTO
pacTsopa
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«A. Harrepmans sua Cue. 'm6X» S A N O F I J

Kommanus «Canodpu»
Hartrepmannamiee 1
50829 KenbH, ['epmanns

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen
NPOU3BOACTBEHHOW MPaKTUKKU

3aka3s Ne: WcnbiTanne Neo: 280783 BoinyweHo: 02.12.2021
Mukpobuonornyeckasa yncrora
Ob6wwee yncno aapobHbIx He 6onee 1000 MposepseTcs
mMukpoopraHuamos (TAMC) nepuvoanyeckm
O0Lee YnCno OPOXOKEBBIX U MITECHEBbIX He 6onee 100 MpoBepsieTca
rpubos (TYMC) nepuoanyeckm
YCcTon4ymBbIE K XXenyun He 6onee 100 MpoBepsieTca
rpamoTpuuaTenbHbie bakTepun nepuoanyeckn
Escherichia coli oTcyTcTByeTB 11 MpoBepsieTcsa
nepuoanyecku
Staphylococcus aureus oTcyTcTByeTB 11 MpoBepsieTcsa
nepuoanyecku
Salmonella otcytctByeT B 10T MpoBepsieTcs
nepuoanyeckn

KommeHTapuu:

Cepusa A®W: 10000726, 10000731, 10000743, 10000745, 10000755

[aHHasa cepus oTBevaeT TpeboBaHUAM cneumdukalmm HopMatueHon gokymeHTtauum N N011496/01-270421
OTaen KOHTPONSl KayecTBa

Wolfgang Hermanns

MeHemxep oTaena KOHTPons kKayecTsa

[Harta Bbinycka: 23.11.2021 at 17:46:37 by Dr. Henriette Fidelak

CcbInKu:
[aHHbIN NpoAyKT OblN NPOKOHTPONUPOBAaH B COOTBETCTBUM C HOpMaTMBHOM AokymeHTaumer M N011496/01-270421
3asBneHue o cepTudmkaumm:

HacToswumm s noaTBepxaato, YTo NpeacTaBrneHHas Bbille MHOpMauus ABNAETCA NOANVHHON 1 TOYHON. 3Ta cepus
npenapara npov3BeaeHa, BKIOYas YyNakoBKY M KOHTPOSb Ka4ecTBa, Ha yka3aHHOW Bbille nnowaake (-ax) B NosIHOM
COOTBETCTBUM C TpeboBaHuAMM Hagnexaluen npom3BoacTBeHHON npakTuku (GMP) MecTHOro perynaTopHOro opraHa
1 B COOTBETCTBUM CO crneuundmrkaumnsiMum, ykasaHHbiMy B PernctpaumoHHOM yAOCTOBEPEHUN CTPaHbI-UMnopTepa.
3anucum no NponsBoACTBY, YyNakoBKe U aHann3y cepum Gbinm NpoBepeHbl U NPU3HaHbLI COOTBETCTBYOLLUMUN
TpeboBaHuam GMP. MapknpoBka B NOSIHOM COOTBETCTBUM C NOCNEAHNMU 0400PEHHBIMU BEPCUSIMU MaKETOB
YNaKoBOYHbIX MaTepuarnoB 1 MHCTPYKLMMW NO MEAULIMHCKOMY MPUMEHEHMIO.

Dr. Bettina Glombitza

YNonHOMo4YeHHOE NnUo
[aHHbIN AOKYMeHT Obln co34aH B 3NEKTPOHHON hopMme u aencTeuteneH 6e3 nognucu

ExCertReleaseEl.xml

Zuletzt bearbeitet: 02.11.2021 15:30
Sven Schumacher, QAS, Tel. 2028

Crpanurna 2 u3 2

Poccus



A. Nattermann & Cie. GmbH

SANOFI .

A Sanofi Company
Nattermannallee 1
50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 280783 Issued: 02.12.2021

Material: Essentiale forte N Capsules, 180 capsules

Material No: 361945

Batch No: 1K2271

GMID-No: 768935

Batch Yield: 25.725

Manufacture Date: Aug 2021

Expiry Date: Jul 2024 Destination: Russia

Normative Document No: P N011496/01-270421

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 - 5246 509,9 mg

Average fill mass 3746 - 4354 426,0 mg

Uniformity of fill mass Not more than two capsules out of 20 may conforms
have an individual contents weight deviating
from the mean weight by more than +/- 7,5%;
no capsule should have an individual contents
weight devating from the mean weight by
more than +/- 15%

Disintegration not more than 30 minutes conforms

Identification

Phosphatidylcholine The retention time of the principal peak inthe  conforms
chromatogram obtained with the test solution
prepared for assay should correspond to the
retention time of the phosphatidylcholine peak
in the chromatogram obtained with the
calibration solution.

Lysophosphatidylcholine The retention time of the second peak should  conforms
correspond to the retention time of the
lysophosphatidylcholine peak in the
chromatogram obtained with the calibration
solution

Assay

Phospholipids from soya-beans 258 - 343 307 mg

Phosphatidylcholines 208 - 276 248 mg

Microbiological Purity
Total aerobic microbial count (TAMC)

Total combined yeasts and moulds count
(TYMC)

Bile-tolerant gram-negative bacteria

Escherichia coli
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A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I _l
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 280783 Issued: 02.12.2021
Staphylococcus aureus absentin1g periodically tested
Salmonella spp. absentin10g periodically tested
Comments:

API Batch 10000726, 10000731, 10000743, 10000745, 10000755

This batch meet the requirement of the normative document P N011496/01-270421

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  23.11.2021 at 17:46:37 by Dr. Henriette Fidelak

Reference:

This product has been tested according normative document P NO11496/01-270421

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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