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

50829 KenbH, ['epmanus

SANOFI .7

CepTudmkar aHanusa/cooTBeTCcTBUA TPpeObOoBaHUAM Tekylwen Hagnexawen
NpPOu3BOACTBEHHOWN MPaKTUKU

3aka3s Ne: WcnbiTaHne Neo: 288449 BoinyweHo: 19.05.2022
MaTtepwnan: AcceHuuane ®opte H kancynbl, 30 kKancyn
Homep maTepuana: 361944
Ne cepuu 2K3701
Ne GMID: 768934
Pasmep cepuu: 152.604
[ata nponsBoacTBaa: Anp. 2022
[aTta okoH4YaHWs cpoka Map.2025 CtpaHa Poccus
rOAHOCTU: Ha3HayYeHus:
HopmMaTtuBHas gokyMmeHTauums: M N011496/01-270421
Homep perncrpaumoHHoro M N011496/01
yAOCTOBEPEHNUS
[aHHbIN NpoayKT cogepXuTcs 1 kancyna
B:
MokasaTtenu Hopmbl npu BbInycke PesynbTaThl
XapakTepucTuku
Onwncanue TBepable XenaTMHOBbIE HENpo3paYHble  COOTBETCTBYET
kancynbl Ne1 kopnyHeBoOro LBeTa,
copepxalune MacnsHUCTYHo
nacToobpasHyto Maccy XenToBaTo-
KOpPUYHEBOrO LiBETA.
TexHU4Yeckue nokasartenu
CpepHsia macca 451,4 - 524,6 509,6 mr
CpepnHee 3Ha4eHue macchbl 374,6 -435,4 425,5 mr
COAEpPXMMOro
OpHOPOOHOCTbL COOEPXKUMOro HonyckaeTcsa Hannyne He Gonee 2 cooTBeTCTBYET
kancyn ns 20, UMeloLLmMX OTKIOHEHNEe
Maccbl COAEPXXMMOTO OT CpeaHero
3HayeHus bonee + 7,5 %; He JOIMKHO
ObITb Karncyn ¢ OTKINOHEHNEM Macchl
COAEPXMMOro OT CPeAHEero 3Ha4YeHns
6onee + 15 %.
Pacnagaemoctb B TeyeHve 30 MUHyT cooTBeTCTBYET
MoanuHHOCTL
docdatnannxonuH Bpems yoepxuBaHus OCHOBHOIO nvka COOTBETCTBYET
Ha Xxpomartorpamme UCnbITyemMoro
pacTBopa, NPUroTOBIIEHHOrO Ans
KONMMYeCTBEHHOTO onpeaeneHuns,
[OMMKHO COOTBETCTBOBATb BPEMEHM
yOepXvBaHusi Nuka
docaTnannxonmHa Ha
XpomaTorpamme KanmbpoBOYHOTO
pacTBopa
JnzopocaTnannxonuH Bpems yoep>xuBaHns OCHOBHOMO nuka

KonuyectBeHHOe onpeaeneHue
docdonunuabl coesbix 60608

Ha XpomartorpaMmme UCMbITyemMoro
pacTtBopa, NPMroTOBAEHHOro Ans
KONNYECTBEHHOrO onpeaeneHns,
[OMKHO COOTBETCTBOBATL BPEMEHM
yaepXxuBaHusa nuka
nusodocaTnamnxonnHa Ha
XpomaTorpaMmme KanmbpoBOYHOTO
pacTtsopa
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«A. Harrepmans 311 Cue. ['M6X» S A N O F I J

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

CepTudmkar aHanusa/cooTBeTCcTBUA TPpeObOoBaHUAM Tekylwen Hagnexawen
NpPOu3BOACTBEHHOWN MPaKTUKU

3aka3s Ne: WcnbiTaHne Neo: 288449 BoinyweHo: 19.05.2022

docchaTnannxonuHbl 208 — 276 243 mr

MMKpOGMO.ﬂOFM‘-IeCKaH YUCTOTa

O6wee uncno aspobHbIX He 6onee 1000 MpoBepsieTca nepnoanyeckn
MukpoopraHnamos (TAMC)

O6Lee uncno apoxokeBbIX U NnecHeBbix  He 6onee 100 MpoBepsieTcs nepnoamyecku
rpu6os (TYMC)

YcTonumBble K xxenyu He 6onee 100 MposepsieTcs nepnoamyecku
rpamoTpuLaTenbHbie bakTepun

Escherichia coli oTcyTcTByeTB 1T lMpoBepseTca nepnognyeckn
Staphylococcus aureus oTcyTcTByeTB 11 MpoBepsieTcs nepnoan4eckn
Salmonella otcytctByeT B 10T [MpoBepseTca nepnognyeckn

KommeHTapuu:

Cepus A®KM: 10000894

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

Wolfgang Hermanns

MeHemxep oTgena KOHTPOns KayecTsa

[Harta Bbinycka: 19.05.2022 at 09:55:21 by Ulrich Kotny

Ccbinku:
[aHHbIN NpoayKT Gbin NPOKOHTPONMPOBAH B COOTBETCTBUM C HOpMATUBHOM AokyMeHTaumer M N011496/01-270421
3asBneHue o cepTudmrkaumm:

HacToswwmm s noaTeepxaato, YTo NpeacTaBneHHas Bbille MHopMauns ABNAeTCa NOANMHHON 1 TOYHON. 3Ta cepus
npenaparta nponsBefeHa, BKINoYas ynakoBKy M KOHTPOSb Ka4ecTBa, Ha yKa3aHHOM BbILLE nnoLajke (-ax) B NOfIHOM
COOTBETCTBUM C TpeboBaHuAMK Hagnexaluen npom3BoacTBeHHON npakTuku (GMP) MecTHOro perynaTopHOro opraHa
1 B COOTBETCTBUM CO cneummrkaumamm, ykasaHHbiMu B PernctpaLumoHHOM YA4OCTOBEPEHNUM CTpaHbl-MMnopTepa.
3anncu no NponsBoACTBY, YNaKOBKe U aHanunsy cepumn bbinv npoBepeHbl U NPU3HaHbI COOTBETCTBYIOWUMMN
TpebosaHnsm GMP. MapkupoBka B MOSIHOM COOTBETCTBUW C MOCNEAHVMN 0J00PEHHBIMW BEPCUSIMU MaKeTOB
YMaKoOBOYHbIX MaTEPMAnoB N MHCTPYKLMKN MO MEAULMHCKOMY NPUMEHEHUIO.

Dr. Bettina Glombitza

YNonHOMo4YeHHOE NnLOo
[aHHbIN AOKYMeHT Obln co34aH B 3NEKTPOHHON hopMme u aencTeuteneH 6e3 nognucu
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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: 288449 Issued: 19.05.2022
Material: Essentiale forte N Capsules, 30 capsules

Material No: 361944

Batch No: 2K3701

GMID-No: 768934

Batch Yield: 152.604

Manufacture Date: Apr 2022

Expiry Date: Mar 2025 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 - 524,6 509,6 mg
Average fill mass 374,6 - 435,4 425,5 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 - 343 302 mg
Soya bean phospholipids, containing 76 % 208 - 276 243 mg
(3-sn-Phosphatidyl)choline
Microbiological Purity
Total aerobic microbial count (TAMC) not more than 1000 periodically tested
Total combined yeasts and moulds count not more than 100 periodically tested
(TYMC)
Bile-tolerant gram-negative bacteria not more than 100 periodically tested
Escherichia coli absentin1g periodically tested
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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: 288449 Issued: 19.05.2022
Staphylococcus aureus absentin1g periodically tested
Salmonella absentin 10 g periodically tested
Comments:

This batch meet the requirement of the normative document P NO11496/01-270421

Quality Control
Wolfgang Hermanns

QC Manager

Release date:  19.05.2022 at 09:55:21 by Ulrich Kontny

Reference:

This product has been tested according normative document P N011496/01-270421

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.

ExCertRelease_EssentialeEL.xml Page 2 of 2

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



APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NPUJTOXKEHME K CEPTU®UKATY AHAJIU3A (conpoBoguTenbHoe NMUCbMO)

Product name / HaumeHoBsaHue npoaykTa: Essentiale ® Forte N / 3cceHuynane ® cdopte H
GMID: 768934
Batch number / Homep cepun: 2K3701
Manufacturing date / [lata npovssoactea: April 2022
Expiry date / FoneH no: March 2025
Reference number to MA registered in Russia / Homep PY, 3aperncTpupoBaHHoro B Poccun: P N011496/01 / I
N011496/01
ND number / Homep HA: P N011496/01-270421 / T N011496/01-270421
Storage condition / Ycrnosus XpaHeHus: at temperatures not exceeding 21°C / Npu TeMnepaType He Bbile
21°C
Shelf-life / Cpok rogHocTy:
» For capsules packaged in blister packs from PVC and aluminium foil — 3 years. / ina kancyn,

YNaKoBaHHbIX B 6nmcTep 13 MBX 1 antoMUHUEROIH donbru - 3 roga.

API name / HanmeHoBaHue ADU: Soybean phospholipids containing 80% phosphatidylcholines /
®ochonmnuasl n3 coeBbix 60608 coaepxalme 80 % dhochatnannxonmHos

API manufacturer / Mpouseogutens AGU: Phospholipid GmbH / ®ochommnua rvex

API manufacturer ‘s address / Aapec npoussoautens A®U: Nattermannallee 1, 50829, Koln, GERMANY /
HatTtepmanHanne, 1, 50829, KenbH, MepmaHus

API batch number / Homep cepun AdU: 20000360, 20000380, 20000381, 20000382, 20000424

Packaging / Ynakogka:

10 capsules per blister pack from PVC and aluminium foil, 3 blister packs with the package insert per cardboard
package. / Mo 10 kancyn B 6nuctep 13 MBX 1 antoMUHMEBON donbru. Mo 3 6nucrepa BMecTe ¢ WHCTPYKLMENR no
MPUMEHEHNIO B KAPTOHHYIO Mauky.

Labelling / Mapkuposka:

The following information is indicated on the blister pack in Russian: the trade name of the product with the

warning labelling ® after the word “Essentiale”, the pharmaceutical form as part "2 capsules x 3 times a day”,
the contents of the active ingredient in one capsule (300 mg of EPLs), the name of the manufacturing company,




the manufacturing country, the batch number, the shelf life (Expiry date:), individual codes of the packaging
material can also be specified. /

Ha 6nucrepe Ha DYCCKOM $3blKE YKa3aHo: TOProBoe HauMMeHoBaHue npenapata c npeaynpeautensHom

MapkupoBKoi ® nocne ciosa ScceHumane, NIEKapCTBEHHYIO (hOPMy B COCTaBe yKasaHus «2 Kancynbl x 3 pasa B
A€Hb>, CoaepXaHne akTUBHOrO KOMMOHEHTA B oAHoM kancyne (300 mMr EPL), Ha3BaHue ¢MprI-ﬂp0M3BOﬂMT€I‘IH,
CTPpaHy Mpon3BOACTBa, HOMep cepuu, CPok roaHocT (FoaeH fo:), ponyckaercs HaHeceHne MHAMBUAOYyanbHbIX

KOZOB YnakoBOYHOro MaTepwuana.

The following information is indicated on the cardboard package in Russian: the trade name of the product with

the warning labelling ® after the word “Essentiale” and dosage (in Russian and English), generic name, the
number of capsules per package and the pharmaceutical form, the composition indicating the name and the
contents of the active component in one capsule, a subject-matter picture, "3 actions for ¢strengthening
srestoring ¢ increasing the protection of liver cells”, "3 actions ¢increasing the elasticity of cell membranes,
helping to strengthen them ¢embedding in damaged cells, helping to restore the integrity of their membranes

#Cytoprotective effect (increased protection from toxins)”, the storage conditions, the legal classification,
“Hepatoprotective agent”, mode of application, (“For oral use: image of two capsules x 3 times a day”), “Please
read the package insert carefully before use", "Keep out of the reach of children”, the number of the Marketing
Authorization, website address on the Internet, the name of the manufacturing company, the manufacturing
country, the logo of the company (in Latin letters), the batch number, the manufacturing date (Produced:), the
shelf life (Expiry date:), the bar code, the inscription “Essentiale forte N” in Braille type. Apply individual codes
of packaging material, 2D-code is possible, in addition, information can be applied to monitor the movement of
drugs from the manufacturer to the end user. It is possible to have one or more protective stickers with hologram
or without. /

Ha kapToHHoil nauke/kopobke (kpome Nau4kn, KOTOpas BK/IAAbIBAETCS B KapTOHHYIO KOPObKy) ykasblBatoT:

TOproBoe HauMMeHoBaHWe npenapata c NPeAynpeanTenbHOM MapkupoBkoii ® nocne ciosa ScceHumane (Ha
PYCCKOM W aHrMIACKOM  si3bike), AO3MPOBKY (Ha PYycCKOM UM aHrAMIiCKOM 13bIKE), rPYNNMpPOBOYHOE
HaWMEHOBaH1e, KONMYECTBO Kancyn B ynakoske u JIEKApCTBEHHYI0 (hOPMy, COCTaB C yka3aHWEM Ha3BaHMs U
COAEPXKaHMS aKTUBHOrO KOMMOHEHTa B OAHOM Karncyne, TeMaTuyeckue pucyHku, «3 aeiicteus gns SyKpeneHus,
#BOCCTaHOB/IEHMS, #NOBBILIEHMS 3ALUNTBI KIETOK NEYEHN», «3 AeNCTBUS $MOBbILEHUE 3NACTUUHOCTY MeM6paH
KNETOK,  crocobeTBylollee  ux — ykpenneHuio ¢BCTPavBaHMe B  MOBPEX/EHHbIE KIETKM, cnoco6cTBys
BOCCTaHOB/IEHMIO LIEMIOCTHOCTU U MeMbpaH, eLMTONpOTeKTUBHOE aeiicTBue (noBblweHne 3awmTel OT
TOKCHMHOB)», YCNIOBUSI XpaHEHMs, YCroBMs 0Tnycka, «lenaTonpoTeKTOpHOE CPeACTBO», croco6 NMPUMEHEHMS
(«Ons npuema BHyTpb: n3obpaxeHne Asyx kancyn x 3 Pasa B AeHb»), «llepen NpUMeHeHWEM BHUMATeNbHO
MPOYNTAIATE MHCTPYKUMIO», «XpaHuTb B HEAOCTYMHOM Anst petell Mecte», Homep perncrpaumoHHoro
YAOCTOBEPEHMS, ajipec caiiTa B MHTepHeTe, Ha3BaHMe bu1pMbI-npounssoauTens, CTpaHy Npou3BOACTBa, NOroTUN
KoMMaHuu (naTuHckumm Gyksamm), HOMep cepuu, aaTy npousBoacTBa (MpousseseHo:), cpok roaHocTn (FomeH

AO:), WTPUXOBOW KOA, Haanuch «3cceHumane gbToM Bpaiing. BoaMOXHO HaHecemwe




WHAMBUAYANbHBIX KOAOB YNakoBOYHOro MaTepuana, 2D-|<o.qa, AOMONHUTENIbHO MOXET 6bITh HaHecCeHa
MHd.')OpMaLlMFI AN MOHUTOPUHIra ABUMXKEHUS JNIeKapCTBEHHbIX npenapaToB oT NPOU3BOANTENS A0 KOHEYHOro
norpeburens. Bo3moxHo HanuMumne oaHon unu HECKOMbKUX 3aLUUTHBIX HaKleeKk C ronorpamMmmom n/mnn 6es

ronorpamMmel.

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of
Regulatory dossier) currently registered in Russian Federation on the listed quality parameters. /

Hacroswmm NOATBEPXAAETCSH, YTO 3Ta NapTUs COOTBETCTBYET BCEM TPe6GOBaHMSAM, yka3aHHbIM B HOpMaTUBHOM
AOKYMEHTaLmMK (4acTn perucrpaumoHHOro AOCbE), 3aperncTpupoBaHHOro B HacTosuee Bpema B Poccuiickoli
®eaepaunu, No nepeuncieHHbIM KpUTepusaM KayecTsa.

It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of
Normative Document currently registered in Russian Federation. /

Hactoswmm noateepxpaercs, uto sra MapTis  COOTBETCTBYeT TpeGOBaHWAM pasfenoB «YnakoBka» "
«Mapkuposka» creumdukaumm HOPMaTUBHOTO JJOKYMEHTa, 3aperncTpupoBaHHOrO B HacTosllee Bpems B
Poccuiickoit ®epepavmu.

Signature / Mognuce: —&%\W GQ q..x
Date / [lata: 19. May 2022

Printed name / UMsi neyaTHbIMu Byksamu: Dr. Bettina Glombitza

Title / AomkHocTb: Qualified Person / YNonHoMoYeHHoe nnuo

:DOu hleche c/fl:
A48 g5-20R* 9/../?%5/@(
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