«A. Harrepmans 311 Cue. ['M6X» S A N O F I J

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

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen

n pOVI3BO,C|CTBeHH017I NMPAaKTUKAN

3akas Ne: McnbitaHne Ne: 290048 23.06.2022
Matepuan: AcceHuuane ®opte H kancynbi 300mr, 90 kancyn

Homep maTepuana: 361943

Ne cepuu 2K3981

Ne GMID: 768933

Pasmep cepuu: 49.608

[ata nponsBoacTBaa: Man. 2022

[aTta okoH4YaHWs cpoka Anp. 2025 CrtpaHa Poccus
rOAHOCTU: HasHa4YeHus:
HopmMaTtuBHas gokyMmeHTauums: M N011496/01-270421

Homep perncrpaumoHHoro M N011496/01

yAOCTOBEPEHNUS

[aHHbI npoaykT cogepxuTtca B: 1 kancyna

MokasaTenu Hopmbl npu Bbinycke Pe3ynbTaTthbl

XapakTepucTukm
Onucanwne

TexHu4yeckue nokasartenu

TBepable XenaTuHoBble HenpoapayHble  COOTBETCTBYeT
karicynbl Ne1 Kopu4yHeBoro LBeTa,

coaepallme MacnsaHUCTYIo

nacTtooGpasHyto Maccy XentoeaTo-

KOPUYHEBOrO LBeTa.

CpeaHssa macca 451,4 -524,6 509,0 mr
CpepHee 3HaveHue maccel cogepxumoro  374,6 - 435,4 426,5 mr
OQHOPOJHOCTL COAEPXKNMOTO HonyckaeTcst Hannyne He bonee 2 COOTBETCTBYET

PacnagaemocTtb
MoanuHHOCTBL
dochaTnannxonuH

JInsodochatnannxonuH

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 %.

He 6onee 30 MUHYT COOTBETCTBYET

Bpems yoepxuBaHus OCHOBHOIO nvka COOTBETCTBYET
Ha Xxpomartorpamme UCnbITyemMoro

pacTBopa, NPUroToBEHHOIO AN

KONMYECTBEHHOTO onpeaeneHuns,

[OMMKHO COOTBETCTBOBATb BPEMEHM

yOepXUBaHMSA Muka

dochaTmannxonmHa Ha

XpomaTorpaMmme KanmbpoBOYHOTO

pactBopa

Bpems yoepxuBaHus BTOPOro nvka Ha COOTBETCTBYET
XpomMaTorpaMMe UCMbITYEMOro
pacTBopa, NPUroTOBIIEHHOrO Ans
KONMMYeCTBEHHOTO onpeaeneHuns,
[OMMKHO COOTBETCTBOBATb BPEMEHM
yOepXUBaHMSA Muka
nusodocaTnamnxonnHa Ha
XpomaTorpaMmme KanmbpoBOYHOTO

pacTeopa
KonuyectBeHHOe onpeneneHue
docconunuapl coeBbix 60608 258 — 343
dochaTnannNXonNuHbI 208 — 276
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«A. Harrepmans 311 Cue. ['M6X» S A N O F I J

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

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen
NPOU3BOACTBEHHOW MPaKTUKKU

3akas Ne: Mcnbitanme Ne: 290048 23.06.2022
Mukpobunonoruyeckas yncrora

Ob6wwee yncno aapobHbIx He 6onee 1000 MpoBepsieTcs nepnoamyecku
MukpoopraHuamos (TAMC)

ObLuee uncno apoxokesbIX U nnecHesblx  He 6onee 100 MpoBepsieTca nepuognyecku
rpubos (TYMC)

YCcTon4ymBbIE K XXenyun He 6onee 100 [MpoBepseTca nepnognyeckn
rpamoTpuuarenbHble 6akTepum

Escherichia coli oTcyTcTByeTB 11 lMpoBepsieTcsa nepnoanyecku
Staphylococcus aureus oTcyTcTByeTB 11 lMpoBepsieTcsa nepnoanyecku
Salmonella oTcyTcTByeT B 10 T MposepsieTcs nepnoamyecku

KommeHTapuu:

[aHHas cepusa oTBevaeT TpeboBaHuUsaM cneundumkaumm HopmaTneHon gokymenTtaumm M N011496/01-
270421
OTpen KOHTpoOns KavyecTBa

Wolfgang Hermanns

MeHe[pxep oToena KoHTpons
KayecTBa
[aTa Bbinycka: 22.06.2022 16:07:28 by Ulrich Kontny

CcbInKuU:

HaHHbIM NpoAyKT 6GbIN NPOKOHTPOMNMPOBAH B COOTBETCTBUM C HOPMATUBHOW JOKyMeHTauuen [
NO011496/01-270421

3aABneHue o cepTUdUKaLmu:

HacTtoswum s noaTeep)xaato, 4To NpefcTaBieHHas Bbllle MHGopMauus SBnseTcs NoaSIMHHOM U TOYHOMN.
OTa cepus npenaparta NpousBeAeHa, BKoYas yNnakoBKY U KOHTPOJb Ka4eCcTBa, Ha yKa3aHHOW Bbille
nnowagke (-ax) B NOSIHOM COOTBETCTBUM C TpeboBaHMAMM Hagnexallen nporM3BoACTBEHHOM NPaKTUKN
(GMP) mecTHOro perynsiTopHoro opraHa v B COOTBETCTBUM CO crneundmrkaumamm, ykasaHHbIMU B
PerncrpaunoHHoOM yooCTOBEPEHMM CTPaHbI-MMMopTepa. 3anncu no Npon3BOACTBY, YNAKOBKE U aHanmay
cepum BbINK NPoBEPEHbI U MPU3HaHbI COOTBETCTBYOWMMN TpeboBaHuam GMP. MapkupoBka B NOSIHOM
COOTBETCTBMM C NocneaHMMM 0400pEHHBIMM BEPCUSIMU MAKETOB YNAKOBOYHLIX MaTepuaros U
WHCTPYKUUK MO MEOULMHCKOMY NPUMEHEHWIO.

Dr. Bettina Glombitza

YNonHOMOYEeHHOE NnLIo
[aHHbI JOKYMEHT ObiN co34aH B 3N1EKTPOHHOM dhopMe 1 fencTBuTeneH 6e3 nognucu
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A. Nattermann & Cie. GmbH
A Saa:w?irConmnpanyIe " SA N O F | ‘%%J

Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 290048 Issued: 23.06.2022
Material: Essentiale Forte N capsules 300mg, 90 capsules
Material No: 361943
Batch No: 2K3981
GMID-No: 768933
Batch Yield: 49.608
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 - 5246 509,0 mg
Average fill mass 374,6 -435,4 426,5 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 in the =~ 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 - 343 304 mg
Soya bean phospholipids, containing 76 % 208 - 276 245 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 ' &J
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 290048 Issued: 23.06.2022
Staphylococcus aureus absentin1g periodically tested
Salmonella absentin 10 g periodically tested
Comments:

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

Quality Control
) Wolfgang Hermanns

QC Manager

Release date: 22.06.2022 at 16:07:28 by Ulrich Kontny

Reference:

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

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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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
MPUJIOXKEHUE K CEPTUOUKATY AHAJTU3A (conposopuTesibHOE MUCbMO)

Product name / HauMeHOBaHue NpoayKTa: Essentiale ® Forte N / 3cceHunane ® dopre H
GMID: 768933
Batch number / Homep cepuu: 2K3981
Manufacturing date / [laTa Npou3BOACTBa: May 2022
Expiry date / l'ogeH po: April 2025
Reference number to MA registered in Russia / Homep PY, 3aperucTpupoBaHHOro B Poccuu: P N011496/01 / T
N011496/01
ND number / Homep HZl: P N011496/01-270421 / M1 N011496/01-270421
Storage condition / YcnoBus XpaHeHnA: at temperatures not exceeding 21°C / npu TemnepaType He Bbille
21°C
Shelf-life / Cpok rogHOCT!:
o For capsules packaged in blister packs from PVC and aluminium foil — 3 years. / Ans kancyn,

yrakoBaHHbix B 6nmcTep u3 MBX u antoMuHneBoi donbri - 3 ropa.

API name / HanmerosaHne AOU: Soybean phospholipids containing 80% phosphatidylcholines /
dochonunuabl U3 CoeBbIX 6o6os copepxatume 80 % docdaTnannxonmHos

API manufacturer / Mpoussoautens AGK: Phospholipid GmbH / ®ochonmmnua mMbX

API manufacturer ‘s address / Aapec NpousBOANTENA A®U: Nattermannallee 1, 50829, Koln, GERMANY /
HattepmanHanne, 1, 50829, KenbH, MepMaHusa

API batch number / Homep cepun AGU: 20000553, 20000574, 20000615

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 6nucTep v3 MBX v anoMuH1esoit donbru Mo 9 bnncrepos BMecTe C MHCTPYKUVeN

110 MPUMEHEHVIO B KAPTOHHYIO Mauky.
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 6nMcTepe Ha pYCCKOM $i3blke yKa3aHo: TOProBoe HauMeHoBaHue npenapaTta C npeaynpeanTenbHOM

MapKupoBKoii ® mocne cfioa ScceHunane, NeKkapcTBeHHyYIo (hopMy B COCTaBe YKasaHus «2 Kancysnbl X 3 pa3a B
[ieHb», COfepXaHne akTUBHOrO KOMMOHEHTa B opHoit kancyne (300 mr EPL), Ha3BaH1e (pUpMbI-NPON3BOANTENH,
CTpaHy MpOM3BOACTBA, HOMEP Cepiy, CPOK FOAHOCTH (TopeH [10:), AOMYCKAETCA HAaHECeHNe UHANBUAYATIbHBIX

KOZI0B YNakoBOYHOIo mMaTepuana.

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 sstrengthening
erestoring ¢ increasing the protection of liver cells”, "3 actions eincreasing the elasticity of cell membranes,
helping to stréngthen 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 mauke/kopobke (KpoMe nayky, KOTopas BK/AbIBAETCS B _KAPTOHHYIO KOPOGKY) YKa3blBatoT:

TOproBoe HauWMeHoBaHWE npenaparta c npeaynpeavTenbHoOM MapkupoBkoi ® mocne cioBa cceHumnane (Ha
PYCCKOM M aHI/MACKOM  si3blke), AO03UPOBKY (Ha PYCCKOM W @Hr/IMACKOM A3blke), TPynnMpoBOYHOE
HaMMeHOBaHMe, KONMUECTBO Kancyn B YNakoBKe U JIEKaPCTBEHHYIO (opMy, COCTaB C yKa3aHWeM Ha3BaHus 1
COAEpKaHNsi aKTMBHOMO KOMTMOHEHTa B O[O KancyJie, TeMaTUYeckne pUcyHKM, «3 [eiiCTBUS ANS $YKPENNIEHNS,
#BOCCTaHOBNEHMSI, $NOBbILLIEHUS 3aLMTbI KNIETOK NEYEHN>, «3 [eiiCTBIS #MOBbILLEHWE 3M1aCTUHHOCTH mMeMbpaH
KNeToK, CrnocobCTBylolWee WX YKPenneHuto #BCTpavBaHue B NOBPEXAEHHbIE KIETKH, cnocobCcTBys
BOCCTAHOB/MIEHMIO LIENOCTHOCTM WX MeMEpaH, #UMTONPOTEKTMBHOE peiictene  (NOBbilleHME 3almTbl  OT
TOKCMHOB)», YC/IOBUSI XPpaHEHWsi, YC/IoBUA OTNYCKa, «[enaTonpoTEKTOPHOE CPEACTBO», CroCo6 MpUMEHEHNS
(«[nst npvieMa BHYTPb: M306paxeHne AByX Kancyn X 3 pasa B AeHb»), «epeA NpUMeHeHNeM BHUMATESIbHO
NpouMTaiiTe MHCTPYKUMIO», «XpaHUTb B HEAOCTYMHOM Ans  Aeteit Mecte», HOMep PerucTpaunoHHoOro
yAOCTOBEpeHHs, afipec CaiiTa B MHTEPHETE, Ha3BaHue (VPMbI-POM3BOAUTENS, CTPaHY NPON3BOACTBA, JIOTOTHN
KoMnaHuu (naTuHckuMK Byksamu), HoMep cepuu, Aaty npoussoacTea (Mpon3seeHo:), CPOK FOAHOCTH (FomeH

[0:), WTPUXOBOW KOA, HaAMWCh «3cceHumane ¢opte H» wpndpToM Bpaiins. BO3MOXHQ aceHue
151.11
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MHAMBUAYanbHbIX KOAOB ynakoBO4HOIo maTepuana, 2D-kofAa, AOMOSIHUTENIbHO  MOXET ObITb HaHeceHa
nHdopmauus ans MOHUTOPUHIa ABMKEHUSA JIeKapCTBEHHbIX npenapaToB OT npoussoautensa Ao KOHEYHOro

I'lOTpEﬁMTEJ'Iﬂ. BO3MOXHO Hanuuue OOHOM WU HECKONbKMX 3alUMUTHBIX Hakseek C l'OﬂOI'paMMOf/'I n/mnm 6e3

ronorpammbl.

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
dlassification, “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 KapTOHHOV Mayke, KoTopas BK1aAblBAETCA B KADTOHHYIO KODPOBKY, Ha DYCCKOM s3blKe YKa3blBatoT: TOProsoe

HavMeHOBaHWe npenapaTta C npeaynpeauTenbHoM MapkupoBkoli ® nocie cnosa cceHumane (Ha pycckom v
QHIMIACKOM 513blke), AO3MPOBKY (Ha PYCCKOM W @HTIMIACKOM A3blke), rPynnMpoBOYHOE HAWMEHOBaHME,
KONMYECTBO Kancyn B YNaKOBKE W fiekapCTBEHHYIO (hOpMy, COCTaB C ykasaHUeMm Ha3BaHUa W cofepxaHus
aKTMBHOTO KOMMOHEHTa B OfHOM Kamncyne, YCnoBWs XpaHeHus, YyC/oBus OTnycKa, «[enaTonpoTEKTOPHOE
CpeAcTBO», «[ins NpueMa BHYTpb», «lepe/l NpUMEeHeHNeM BHUMATE/bHO MpoYMTaNTE MHCTPYKLMIO», «XpaHUTb
B HEAOCTYrHOM Ans AeTeil MecTe», HOMep PerucrpaunoHHOro y[IOCTOBEPEHUs, Ha3BaHue (UpMbi-
NPOM3BOAMTENSs, CTpaHy MPOM3BOACTBA, NIOrOTUM KOMNAHMM (naTuHckumn GykBamu), HOMep cepuw, Aaty
npoussoacTea (MpousseaeHo:), CPOK roAHOCTH (ToaeH no:). BO3MOXHO HaHeceHne MHAMBMAYaNbHbIX KOAOB

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. /

HacTosiumMM MOATBEPXKAAETCS, YTO 3Ta NAPTUS COOTBETCTBYET BCEM TpeboBaHWsM, YKa3aHHbIM B HOpPMaTUBHOM
[OKyMeHTaLun (4acTu perucTpaumoHHOro [OCbe), 3aperucTpUpoBaHHOTO B HacToAllee BpeMA B Poccwiickon

degepaumu, no nepevyncsIEHHbIM KpUTEPUAM Ka4yecTtBa.

It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation. /




HacToawmm noaTBepxpaeTcs, 4yTo 3Ta MapTusi COOTBETCTBYET TPeGOBAaHMSM pa3denos «YnakoBka» M
«MapkipoBKa» crieumuKkaumn HopMaTUBHOMO [OKYMEHTa, 3apervCTpUPOBAaHHOMO B HacTosiliee Bpems B

Poccuiickoit ®epepaumu.

Signature / MNoanuce:

Date / [ara: 23. June 2022

Printed name / MMs nevyatHbiMu 6ykBamu: Dr. Afmina Alkatout

Title / flomxHocTb: Qualified Person / YnonHoMoueHHoe nnuo




	768933-2K3981
	768933-2K3981

