«A. Harrepmann su Cue. [MOX»

Kommanus «Canodm»
Harrepmannane 1
50829 Kenbh, ['epmanus

SANOFI .7

Ceptudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekylen Hagnexawen

NPOU3BOACTBEHHOMN NPAaKTUKK

3akas Ne: McnbiTaHmne Ne: 279674 BoinyweHo: 09.11.2021
Martepuan: AcceHuuane Popte H kancynbl, 180 kancyn
Homep maTepunana: 361945
Ne cepun 1K2251
Ne GMID: 768935
Pa3mep cepun: 26.145
[arta npousBoacTtBa: Asr 2021
[aTta okoH4aHusa cpoka Uionb 2024 CtpaHa Poccus
rogHOCTU: Ha3Ha4yeHus:
HopmaTuBHasa AoKkyMeHTauums: M N011496/01-270421
Homep pervctpaunoHHoro M NO011496/01
y10CTOBEPEHNS
HaHHbI npoaykT cogepxutca B: 1 kancyna
MokasaTenu Hopmbl npu Bbinycke PesynbTaTthbl
XapakTepucTuku
OnucaHne TBepable XenaTUHOBbIE HEMPO3payHble  COOTBETCTBYET
kancynbl Ne1 KopMyHeBOro LBeTa,
cofepalume MacnsiHUCTYHo
nacTtoobpasHyr Maccy enToBaro-
KOpPWYHEBOrO LIBETA.
TexHu4Yeckue nokasartenu
CpeaHsasa macca 451,4 - 5246 507,8 mr
CpenHee 3HavyeHue macchl cogepxumoro  374,6 - 435,4 4255 mr
OQHOPOAHOCTL COAEPXKMMOro HonyckaeTcsa Hanuune He 6Gonee 2 COOTBETCTBYET
kancyn n3 20, MeloLMX OTKIOHEHNe
MaccCbl COAEPXUMOro OT CpeaHero
3HayeHus bonee = 7,5 %); He OOMKHO
ObITb Karncyn ¢ OTKIOHEHNEM Macchl
COAEPXKMMOrO OT CPeaHEro 3Ha4YeHust
oonee + 15 %.
PacnagaemocTb B TeveHve 30 MUHyT COOTBETCTBYET
MoanuHHOCTL
doccaTnamnxonuH BpeMms yaepxuBaHus OCHOBHOIO nvka COOTBETCTBYET
Ha XpomaTtorpamme UCMbITyeMOro
pacTBopa, MPUroToBNEHHOIO AN
KOMNMMYECTBEHHOrO onpeaeneHuns,
OOJIMKHO COOTBETCTBOBATb BPEMEHU
yOepXnBaHus Nuka
docchaTmannxonmHa Ha
Xpomartorpamme KarnmbpoBOYHOIO
pacTBopa
JInsogocchaTmannxonuH BpeMms yaepxuBaHus OCHOBHOIO nvka COOTBETCTBYET
Ha XxpoMaTtorpamMmme UCMbITyeMOro
pacTBopa, MPUroTOBNIEHHOIO AN
KONMMYECTBEHHOIO ONpeaereHuns,
OOJMKHO COOTBETCTBOBATb BPEMEHU
yAEPXKNBAHUA NKa
nuaodochaTnannxonmHa Ha
XpomaTorpaMmmMme KanmbpoBOYHOro
pacTBopa
KonuuectBeHHOe onpeneneHue
docdhonunmabl coeBbix 60608 258 — 343 303 mr
dochaTnanMnXonNnHbI 208 — 276 244 wr
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«A. Hatrepmans 3111 Cue. 'MOX» S A N O F I J

Kommanus «Canodm»
Harrepmannane 1
50829 Kenbh, ['epmanus

Ceptudukar aHanusa/cooTBeTCTBUA TpeboBaHMAM Tekylen Hagnexawen
NPOU3BOACTBEHHOW MPAaKTUKKU

3akas Ne: McnbiTaHmne Ne: 279674 BoinyweHo: 09.11.2021
MukpobGuonornyeckas yncrora
Ob6Lwee uncno asapobHbIX He 6onee 1000 MpoBepseTcs
MukpoopraHuamos (TAMC) neprnoan4ecku
OO6Lee YnCno APOXOKEBBIX U NITECHEBbIX He 6onee 100 MpoBepsieTca
rpnbos (TYMC) nepruoanyvecku
YcTonumBble K xXenyun He 6onee 100 MpoBepsieTca
rpamoTpuuaTenbHble bakTepum nepuoan4eckm
Escherichia coli oTcyTcTByeTB 11 lMpoBepsieTca
nepuoan4eckm
Staphylococcus aureus oTcyTcTByeTB 11 MpoBepsieTca
nepnoanYeckm
Salmonella otcytctByeTB 10T MpoBepsieTca
nepuoan4eckm

KomMmeHTapuu:

Cepust A®M: 10000716, 10000729, 10000732, 10000742

[aHHas cepus oTBevaeT TpeboBaHMAM cneundukaumm HopmatmeHon gokymeHTauumn N N011496/01-270421
OTgen KOHTpONS KayecTBa

Wolfgang Hermanns

MeHenxep oTaena KOHTPOns KadyecTsa

[arta Bbinycka: 03.11.2021 at 15:19:37 by Dr. Henriette Fidelak

Ccbinku:
[aHHbIN NpogyKT 6bin NPOKOHTPONMPOBAH B COOTBETCTBUM C HOPMaTMBHOW AokyMeHTaumen M N011496/01-270421
3asaBneHue o cepTudmkaymm:

Hactoswmm 5 nogTBepxaato, YTo NpeacTaBneHHas Bbille MHOPMaLMs ABNAETCS NOANMHHON U TOYHOW. OTa cepust
npenaparta Npou3BeAeHa, BKIoYas ynakoBKy M KOHTPOIMb KayecTBa, Ha YKasaHHOW Bbllue nnowjajke (-ax) B MOSHOM
cooTBeTCcTBUU C TpeboBaHMAMM Hagnexalye npon3BoacTBeHHOW npakTukm (GMP) MmecTHOro perynsiTopHoro opraHa
1 B COOTBETCTBUM CO cneumndmrkaumsamm, ykasaHHeiMu B PerncTpaunoHHOM YA4OCTOBEPEHUM CTpaHbl-MMnopTepa.
3anncy no NpousBoACTBY, yNaKoBKe U aHanu3y cepun 6b1nmM NpoBepeHbl U NPU3HaHbl COOTBETCTBYOLWLUMN
TpeboBaHuam GMP. MapkupoBka B NONIHOM COOTBETCTBUM C MOCNEAHUMMN 0400PEHHBIMY BEPCUSIMUA MAKeTOB
YNaKOBOYHbIX MATEPUArnoB Y UHCTPYKLMU NO MEANLIMHCKOMY NMPUMEHEHMIO.

Dr. Bettina Glombitza

YNonHoMo4eHHoe NuLo
[aHHbIN JOKYMEHT Obln co3faH B 3NEKTPOHHON hopMe 1 AencTBuTENeH 6e3 nognucu
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI .7

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 279757 Issued: 09.11.2021
Material: Essentiale forte N Capsules, 180 capsules
Material No: 361945
Batch No: 1K2261
GMID-No: 768935
Batch Yield: 25.605
Manufacture Date: Aug 2021
Expiry Date: Jul 2024 Destination: Russia
Normative Document No: P NO11496/01-270421
Marketing Authorisation No: P N011496/01
This product contains in: 1 Capsule
Parameter Release limits Result
~haracters
Appearance Brown hard gelatin opaque capsules No. 1 conforms
containing a yellowish-brown oily paste-like
substance
Technical Tests
Average mass 451,4- 5246 509,8 mg
Average fill mass 3746 -435,4 426,6 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 Ho
3T
Assay s
Phospholipids from soya-beans 258 - 343 305 mg \:9
"_'én‘
Phosphatidylcholines 208 - 276 246 mg 3

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
Nattermannallee 1

50829 Cologne / Germany

SANOFI .7

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 279757 Issued:  09.11.2021
Staphylococcus aureus absentin1g periodically tested
Salmonella spp. absentin 10 g periodically tested
Comments:

API Batch 10000730, 10000743, 10000746, 10000758

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

Quality Control
Wolfgang Hermanns
QC Manager

‘elease date:  03.11.2021 at 17:00:37 by Dr. Henriette Fidelak

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 fabric

ated/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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