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

«A. Harrepmans 311 Cue. 'MOX»

SANOFI .7

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen

n pOVI3BO,C|CTBeHH017I NMPAaKTUKAN

3akas Ne: WcnbiTadne Ne: 170000011665 BoinyweHo: 10.12.2022
Marepuan: AcceHuuane ®opte H kancynbl, 30 kancyn
Homep matepuana: 361944
Ne cepumn 2KLG83DX
Ne GMID: 768934
Pasmep cepuu: 151.300
[aTta npounssoacTea: OkT. 2022
[laTta okoH4YaHWsi cpoka rogHOCTH: CeH.2025 CrtpaHa Poccus
HasHa4YeHus:
HopmatunBHasa goKyMeHTauus: M N011496/01-270421
nameHeHue 1
Homep perncrtpaumoHHoro M N011496/01
yO0CTOBEPEHUSI
[aHHbIN NPOAYKT COAEPXKUTCS B: 1 kancyna
MokasaTtenu Hopmbl npu BbInycke PesynbTaThl
XapaKTepucTUKn
OnwucaHuve TBepable XenaTVHOBbIE HENPO3payHbIe cooTBeTCTBYET
kancynbl Ne1 kopnyHeBoOro LgeTa,
copepkallme MacnsiHUCTY0 nacToobpasHyto
Maccy XenToBaTo-KOPUYHEBOIO LiBETA.
TexHU4eckne nokasarTenu
CpepHsa macca 451,4 - 524,6 508,7 mr
CpeqaHee 3Ha4yeHne Macchbl 374,6 -435,4 425,0 mr
COLEPXKMMOTO
OpHOPOOHOCTL COAEPXKMMOTO HonyckaeTcsa Hannyne He 6onee 2 kancyn U3  COOTBETCTBYET
20, umetoLL X OTKNOHEeHNe Macchl
COLEPXXMMOTO OT CpefHero 3HadeHusi bonee
+ 7,5 %; He JomkHo BbITb kancyn ¢
OTKINOHEHWEM MacChl COAEPXMMOro OT
cpeaHero 3HaveHus oonee + 15 %.
Pacnagaemoctb He 6onee 30 MUHYT cooTBeTCTBYET
MoanuHHOCTbL
dochatnannxonuH Bpems yoepxuBaH/s OCHOBHOIO MuKa Ha cooTBeTCTBYET
XpomaTorpaMmmMe UCMbITYEMOro pacTBopa,
NPUroTOBMEHHOTO AN KONMYECTBEHHOIO
onpeneneHus, 4OMKHO COOTBETCTBOBATb
BPEMEHM yOEPXKMBaAHNS NUKa
docaTnannxonvHa Ha xpomatorpamme
KanMbpoBOYHOrO pacTeBopa
JInsopocchatmannxonuH Bpems yoepxuBaHus BTOPOro nvka Ha COOTBETCTBYET

KonuuectBeHHOe onpegenexHve

XpomaTtorpamme MCrbITyeMOro pacteopa,
NPUrOTOBMEHHOIO A KONTMYECTBEHHOIO
onpegeneHns, 4OMKHO COOTBETCTBOBATL
BPEMEHMW yAepXnBaHus nvka
nusodocaTnamnxonnHa Ha
XpomaTorpamme KanubpoBOYHOro pacteopa

docchonunuabl coeBbix 60608 258 — 343
dochaTnannxonuHbl 208 — 276
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«A. Harrepmans 311 Cue. 'MOX»

Kommanus «Canodpu» SA N O F I J
Hartrepmannamiee 1

50829 KenbH, ['epmanus

CepTudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekywen Hapnexawen
NMPOU3BOACTBEHHOW NMPaKTUKKU

3akas Ne: WcnbiTadne Ne: 170000011665 BoinyweHo: 10.12.2022

MMKpOGMOﬂOFM‘IeCKaﬂ YyucrtoTa

O6Lwee 4ncno asapobHbIx He 6onee 1000 MposepsieTcs nepnoamyecku
mMukpoopraHuamos (TAMC)

O6LLee YMCNo JPOXKEBBIX 1 He 6onee 100 MpoBepsieTcs nepnoamyecku
nnecHesbIx rpubos (TYMC)

YcTonumBeble K Kenyn He 6onee 100 MpoBepsieTcs nepnoamyecku
rpamoTpuuatensHele 6aktepum

Escherichia coli oTcyTcTByeTB 1T MpoBepseTca nepnognyeckn
Staphylococcus aureus oTcytcTByeTB 11 MpoBepsieTca nepuognyecku
Salmonella otcytctByeT B 10T lMpoBepseTca nepnognyeckn

KommeHTapuu:

[aHHas cepusi oTBevaeT TpeboBaHUsM crneumdurkaumm HopmatusHon gokymeHTaumm M N011496/01-270421
nameHeHue 1
OTpen KOHTPONA KavyecTBa

Wolfgang Hermanns

MeHemxep oTaena KoHTpons
KayecTBa
[aTa Bbinycka: 24.11.2022 at 14:16:07 by Ulrich Kontny

Ccbinku:

[aHHbIN NpoayKT ObIn NPOKOHTPONMPOBAH B COOTBETCTBUM C HOpMATUBHOM aokyMeHTaumer M N011496/01-270421
nameHenue 1

3asaBneHune o cepTudmrkaumm:

HacToswwmm s noaTeepxaato, YTo NpeacTaBrneHHas Bbille MHopMauns ABnNaeTca NOANMHHON 1 TOYHON. 3Ta cepus
npenapaTta Npon3BeAeHa, BKIoYasa YNakoBKy W KOHTPOMb Ka4yecTBa, Ha yka3aHHON Bbllle noliaake (-ax) B MOMHOM
COOTBETCTBMU C TpeboBaHMAMM Hagnexalyen nponssoAcTBeHHON npakTukm (GMP) MecTHOro perynsTopHOro opraHa
1 B COOTBETCTBMM CO CrneumdmrKaLmamm, ykasaHHbIMn B PerncTpalmoHHOM ya0CTOBEPEHNUN CTPaHbI-MMnopTepa.
3anncu no NponsBOACTBY, YNaKoBKe U aHanunsy cepumn bbinv NnpoBepeHbl U NPU3HaHbl COOTBETCTBYOWUMMN
TpeboBaHuam GMP. Mapk1poBka B NONIHOM COOTBETCTBUM C NOCNEAHUMM 0406pEHHBIMY BEPCUSIMU MaKeTOB
YyNakoBOYHbIX MaTepuarnos Y MHCTPYKLMW NO MEAULIMHCKOMY MPUMEHEHMIO.

Dr. Amina Alkatout
YNonHOMOYeHHoe NULo

[aHHbIN AOKyMEHT Obin co3/iaH B 3NEKTPOHHON bopme 1 aencTBuTeneH 6e3 nognvcu
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A. Nattermann & Cie. GmbH
A Sanofi Company SA N O F ' LY /

Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 170000011665 Issued: 10.12.2022
Material: Essentiale Forte N capsules 300mg, 30 capsules
Material No: 361944
Batch No: 2KLG83DX
GMID-No: 768934
Batch Yield: 151.300
Manufacture Date: Oct 2022
Expiry Date: Sep 2025 Destination: Russia

Normative Document No: P N011496/01-270421 variation 1
Marketing Authorisation No: P NO11496/01
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 508,7 mg
Average fill mass 374,6 - 4354 425,0 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 +/- 156%

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 - 343 310 mg
Soya bean phospholipids, containing 76 % 208 - 276 250 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 ;%,
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 170000011665 Issued: 10.12.2022
Staphylococcus aureus absentin1g periodically tested
Salmonella absentin10g periodically tested
Comments:

This batch meet the requirement of the normative document P NO11496/01-270421 variation 1

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  24.11.2022 at 14:16:07 by Dr. Ulrich Kontny

Reference:

This product has been tested according normative document P NO1 1496/01-270421 variation 1

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. Amina Alkatout / %‘W

Qualified Person
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