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

50829 KenbH, ['epmanus

SANOFI .7

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen
NPOU3BOACTBEHHOW MPaKTUKKU

3akas Ne: McnbitaHne Ne: 290097 09.06.2022
Matepuan: AcceHuuane ®opte H kancynbi 300mr, 90 kancyn

Homep maTepuana: 361943

Ne cepuu 2K4011

Ne GMID: 768933

Pasmep cepuu: 51.768

[ata nponsBoacTBaa: Man. 2022

[aTta okoH4YaHWs cpoka Anp. 2025 CrtpaHa

rOAHOCTU: HasHa4YeHus:

HopmaTvBHasi JoKyMeHTaums:
Homep peructpaumoHHoro

M NO11496/01-270421
M NO11496/01

yOOCTOBEPEHNS
[aHHbI npoaykT cogepxuTtca B: 1 kancyna
MokasaTtenu Hopmbl npu Bbinycke Pe3ynbTaTthbl
XapakTepucTukm
Onucanwne TBepAble XenaTuHOBbIE HEMPO3paYyHble  COOTBETCTBYET
kancynbl Ne1 KOpMyHeBOro LBeTa,
cofepxalume MacnstHUCTyr
nactoobpasHyro Maccy XKenToBaTto-
KOpPUYHEBOrO LiBETA.
TexHUYeckue nokasartenu
CpepHsia macca 451,4 - 524,6 508,9 mr
CpepaHee 3HauyeHue macchbl cogepxumoro  374,6 - 435,4 4255 mr
OpHOpPOAHOCTL COAEPXKMMOro [onyckaeTcst Hanuyne He Gonee 2 COOTBETCTBYET
kancyn n3 20, MMetoLwmnx 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
MoanuHHOCTL
docdatnannxonuH Bpems yoepxuBaHus OCHOBHOIO nvka COOTBETCTBYET
Ha Xxpomartorpamme UCnbITyemMoro
pacTtBopa, NMPUroToBNEHHOro Ang
KONMYECTBEHHOIO ONpeaeneHns,
[OJIKHO COOTBETCTBOBATL BPEMEHM
yOepXnBaHnst Nuka
dochaTmannxonmHa Ha
Xpomartorpamme KanmbpoBOYHOIO
pactBopa
JInsodocaTnamnxonuH Bpems yoepxuBaHus OCHOBHOIO nvka COOTBETCTBYET
Ha Xxpomartorpamme UCnbITyemMoro
pacTBopa, MPUroTOBIIEHHOIO AN
KONMYECTBEHHOIO ONpeaeneHns,
[OJIKHO COOTBETCTBOBATL BPEMEHM
yOepXnBaHnst Nuka
nusodocaTnamnxonnHa Ha
Xpomartorpamme KanmbpoBOYHOIO
pacTtBopa
KonuuectBeHHOe onpepeneHue
docconunuapl coeBbix 60608 258 — 343 303 mr
dochaTnannXonuHbI 208 — 276 244 wr
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«A. Harrepmans 311 Cue. ['M6X» S A N O F I J

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

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen
NPOU3BOACTBEHHOW MPaKTUKKU

3akas Ne: McnbitaHne Ne: 290097 09.06.2022
Mukpobuonornyeckasa yncrora
Ob6wwee yncno aapobHbIx He 6onee 1000 MposepseTcs
MukpoopraHuamos (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:

[aHHasa cepusa oTBevaeT TpeboBaHusaM cneundukaumm HopmaTneHon gokymeHTtaumm M N011496/01-
270421
OToen KOHTpONs KavyecTBa

Wolfgang Hermanns

MeHe[pxep oTgena KoHTpons
KayecTBa
[ata Bbinycka: 09.06.2022 12:25:49 by Ulrich Kontny

CcbINKuU:

[aHHbIM NpoayKT GbIN MPOKOHTPOSIMPOBAH B COOTBETCTBUM C HOPMATUBHOWM JOKyMeHTauuven I
NO011496/01-270421

3asiBneHue o cepTudmkaumnm:

HacTosiwum s noaTeepxaato, 4To NpeacTaBnNeHHas Bbllle nHopmaums SBNseTca NoANTMHHOM U TOYHOM.
OTa cepus npenaparta NpousBeaeHa, BKoYas ynakoBKY M KOHTPOJb Ka4eCcTBa, Ha yKa3aHHOW Bbille
nnowagke (-ax) B NOSIHOM COOTBETCTBUM C TpeboBaHMAMM Hagnexallen npon3BoACTBEHHOM NPAKTUKN
(GMP) mecTHOro perynsitopHOro opraHa u B COOTBETCTBUM CO crneundmrkaumsamm, ykasaHHbIMU B
PerncrpaunmoHHoOM ygoCTOBEPEHMM CTPaHbI-MMMopTepa. 3anncu no npon3BOACTBY, YNaKOBKE U aHanmay
cepum ObINM NPOBEPEHDI U MPU3HaHbBI COOTBETCTBYOLWNMN TpeboBaHuam GMP. MapkupoBka B NOSTHOM
COOTBETCTBMM C NOCNeAHNUMN 0000PEHHBIMIN BEPCUSIMU MaKeTOB YNaKOBOYHbIX MaTepuarnos 1
WHCTPYKLUUKN MO MEOULIMHCKOMY NPUMEHEHWIO.

Dr. Bettina Glombitza

YNONHOMOYEHHOE NNLLO
[aHHbIA JOKyMEHT Bbin co3aaH B 3NeKTpoHHOW dhopme 1 aencteuTteneH 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: 290097 Issued: 09.06.2022
Material: Essentiale Forte N capsules 300mg, 90 capsules

Material No: 361943

Batch No: 2K4011

GMID-No: 768933

Batch Yield: 51.768

Manufacture Date: May 2022

Expiry Date: Apr 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 - 524,6 508,9 mg
Average fill mass 374,6 -4354 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 - 343 303 mg
Soya bean phospholipids, containing 76 % 208 - 276 244 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: 290097 Issued: (09.06.2022
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:  09.06.2022 at 12:25:49 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 docur”nent has been produced electronically and is valid without signature.
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NMPUNOXEHUE K CEPTUDGUKATY AHAJIN3A (conpoBoauTesibHOE NUCbMO)

Product name / HanmeHoBaHue npoaykTa: Essentiale ® Forte N / 3cceHuunane ® ¢doprte H
GMID: 768933
Batch number / Homep cepuu: 2K4011
Manufacturing date / Jata npoussoacTea: Mai 2022
Expiry date / l'oneH go: April 2025
Reference number to MA registered in Russia / Homep PY, 3aperucrpupoBaHHoro B Poccumn: P N011496/01 / I
N011496/01
ND number / Homep HA: P N011496/01-270421 / 1 N011496/01-270421
Storage condition / Ycnoeusi xpaHeHusi: at temperatures not exceeding 21°C / npu TemnepaType He Bbllle
21°C
Shelf-life / Cpok rogHocTK:
e For capsules packaged in blister packs from PVC and aluminium foil — 3 years. / [ins kancyn,

ynakoBaHHbIX B 6nuctep u3 MNBX u antoMmHueBolt donbru - 3 roaa.

API name / HanmeHoBaHue A®U: Soybean phospholipids containing 80% phosphatidylcholines /
dochonunuapl n3 coesbix 60608 cogepxalume 80 % docdaTnanxonmHoB

API manufacturer / NMpoussoautens AOU: Phospholipid GmbH / ®ochonmnuna rMé6X

API manufacturer “s address / Aapec npoussoautens A®U: Nattermannallee 1, 50829, Koln, GERMANY /
HaTttepmanHanne, 1, 50829, KenbH, MepManusi

API batch number / Homep cepun A®U: 20000626

Packaging / YnakoBka:
10 capsules per blister pack from PVC and aluminium foil 9 blister packs with the package insert per cardboard
package. / Mo 10 kancyn B 6nucrep u3 MNBX 1 antoMuHneBoi donbru Mo 9 6nncTepoB BMECTE C UHCTPYKLUMEN

MO NMPUMEHEHMNIO B KAPTOHHYIO MayKy.
Labelling / MapkupoBka:

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 pycckom s3blke ykasaHO: TOPrOBOE HauMMeHOBaHWe mpenapaTa C npeaynpeanTenbHon

MapK1poBKOA ® mocsie C1oBa ScceHumarne, ekapCTBEHHYIO (OPMy B COCTaBE yKasaHmsi «2 Kancy/bl X 3 pasa B
A€Hb», COAEPXaH1e aKTUBHOrO KOMMOHEHTa B 0AHO kancyne (300 Mr EPL), Ha3BaHue hvpMbI-npoussoauTens,
CTpaHy MpOW3BOACTBA, HOMEP CepuM, CPOK roAHOCTU (ToAEH A0:), AOMYCKAETC HaHeCeHUe UHANBUAYabHBIX

KOAOB YNaKOBOYHOro MaTtepuana.

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 estrengthening
srestoring ¢ increasing the protection of liver cells”, "3 actions eincreasing the elasticity of cell membranes,
helping to strengthen them sembedding in damaged cells, helping to restore the integrity of their membranes
scytoprotective 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 kapToHHOM nayke/kopobke (kpome Nayku, KOTOpasi BKNAAbIBAETCA B KAPTOHHYK KOPOOKY) YKa3blBatoT:

TOproBoe HauMMeHOBaHWe nmpenapaTa C MpeaynpeanTenbHON MapkupoBKkoii ® nocne crosa ScceHumane (Ha
PYCCKOM W @HIJIMACKOM A3blKe), [AO03MPOBKY (HAa PYCCKOM M @HIMIACKOM $i3bIke), rpyMMMpPOBOYHOE
Ha“MEHOBaHMe, KONMYECTBO Karcys B YNakoBKe W JIeKapCTBEHHYIO (JOPMy, COCTaB C yKa3aHWeM Ha3BaHus 1
COAEPXaHWs aKTUBHOIO KOMMOHEHTa B OAHOM Kancyne, TeMaTUueCkue PUCYHKH, «3 AENCTBUS ANS $yKpPenieHus,
#BOCCTaHOB/IEHWS!, #MOBbILIEHNS 3aLLMTHI KIETOK NEYEHM», «3 AECTBUS #MOBbILIEHME 31aCTUYHOCTU MeMBpaH
KNeTOK, ~CMocobCTByloliee  UX  YKPENeHWIo ¢BCTpauBaHMe B MOBPEXAEHHbIE KNETKM, Crioco6CTBYS
BOCCTAHOB/IEHMIO  LIENIOCTHOCTU  MX MeMOpaH, ¢LIMTONPOTEKTUBHOE AeiicTBue (MOBbILEHME 3aWuTbl OT
TOKCMHOB)», YCNOBMSI XPaHeHWsi, YCnoBus OTrycka, «[enaTonpoTeKTopHOe CPeACTBO», Croco6 MpUMEHEHMs:
(«[ns npuema BHYTPb: M306paXkeHne AByX Kancyn X 3 pasa B AeHb»), «Tlepen NpUMEHEeHWeM BHUMATENbHO
MPOYMTaiiTE MHCTPYKUMIO», «XPaHWTb B HENOCTYMHOM ANS AeTell MecTe», HOMEp pervcTpaLMOHHOr0
YAOCTOBEPEHWSI, aipecC CaiiTa B UHTEpHeTe, Ha3BaHWe (UPMbI-NPON3BOANTENS, CTPaHy MPOU3BOACTBA, IOFOTHNM
KoMMaHun (naTuHckuMmn Gykeamn), HoMep cepum, AaTy Npou3BoACTBa (MPOM3BEeAeHO:), Cpok roaHocTH (MoaeH

FO:), WTPUXOBOW KOA, HaAnMUCb «ScceHumane opte H» wpudToM Bpaiins. Bo3MOXHO HaHeceHue




WHANBUAYaTIbHBIX  KOAOB YNaKOBOYHOTO MaTepuana, 2D-Koda, AOMONHUTENbHO MOXeT 6bITb HaHeceHa
WHGOPMaLNS ANl MOHUTOPUHIA ABMXEHUS JIEKApCTBEHHbIX NpenapaToB OT MPOU3BOAUTENSI 40 KOHEYHOro
noTpebuTens. Bo3MOXHO HanMumMe OAHON WMAM HECKOMbKUX 3aLUMTHBIX Hakeek C rosorpammont u/wnm 6es

rosIorpammsl.

The following information is indicated on the cardboard package inserted in the cardboard box 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, the storage conditions, the legal
classification, “Hepatoprotective agent”, “For oral use”, “Please read the package insert carefully before use",
"Keep out of the reach of children”, the number of the Marketing Authorization, 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:). It is possible to apply individual codes of packaging
material, 2D code. /

Ha KapToHHOi1 nauke, KOTOpas BKNAAbIBAETCA B KADTOHHYIO KOPOBKY, Ha DYCCKOM SI3bIKE YKa3blBaKOT: TOProBoe

HanMeHoBaHWe npenapata ¢ NpeaynpeauTeNbHONM MapKuUpoBKoii ® nocie cnosa ScceHumane (Ha pycckoMm w
aHITNIACKOM  S13bIke), [O03MPOBKY (Ha PYCCKOM UM aHrMiickoM A3blKe), rPyNnMPOBOYHOE HaMMeHOBaHMe,
KO/IMYECTBO kancyn B ynakoBKE W NeKapCTBEHHYIO (OpMY, COCTaB C YKa3aHWeM HasBaHWsl W copepxaHus
aKTMBHOTO KOMMOHEHTA B OAHOW Kancyne, ycnioBus XPaHeHus, ycnoBus oTnycka, «lenaTonpoTeKTopHoe
CPEACTBO», «[Insl NpueMa BHYTpPb», «[lepea NPUMEHEHUEM BHUMATENBHO NPOYNTAITE MHCTPYKLMIO», «XPaHUTb
B HEAOCTYMHOM Ana [eTeli MecTe», HOMEp PerucTpaLMoHHOro YAOCTOBEPEHWS, HasBaHWe UPMbI-
MPOMSBOAUTENS, CTPaHy NPOM3BOACTBA, NIOTOTMM KOMMAaHUM (MaTMHCKUMM OykBamm), Homep cepum, paty
nponssoacTea (MpousseseHo:), cpok rogHocTn (MopeH F0:). BO3MOXHO HaHeceHWe MHAMBMAYaNbHBIX KOZOB

YNakoBOYHOro Matepuana, 2D-koaa.

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. /

Hactosiwmm noateepxaaetcs, yro ata NapTna COOTBETCTBYET BCEM TPebOBaHWSAM, ykasaHHbIM B HOpMaTUBHOM
AOKYMeHTauumn (4acTu perucrpaumoHHOro AOCbe), 3aperncTpupoBaHHOTO B HacTosiee BpeMs B Poccuiickor

<Deaepauuu, Mo NepevyncneHHbIM KPUTEPUSIM KayecTBa.

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




Hacrosumm MNOATBEPXAAETCA, 4TO 3Ta napTmsa COOTBETCTBYET TpeboBaHuAM pasgenoB «YnakoBka» U

<<MapKMDOBKa>> cneundmkaumm HOPMaTUBHOIO /10KYMeHTa, 3aperncTpupoBaHHoOro B HacTosilee BpeMs B

Poccuiickoit ®enepavmm.

Signature / Moanuce:
Date / AaTa: 09. June 2022

Printed name / UMs neuaTHbIMM Byksamu: Dr. Bettna Glembitze

Aming  Alledoxr

Title / JomxHocTb: Qualified Person / YnonHoMoueHHoe nuuo

Dabte Clreek - 105
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