TEKJIAPAIIISI O COOTBETCTBHM

JEKJAPAHT, MPHHUMAIOINANA JEKJIAPAIIAIO O COOTBETCTBHH

AO "Canogu Poccua”

Ceedenus o pezucmpayuu opeavuzayuu: Mexcpationnan uncnexyun ®edepanvroii anozoeoii caysicbvt Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mocksa, va. Teeperas, 9. 22. Terechon/gaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvuuiii dupexmop Monoic O.A.

Josepennoe nuyo: Cmenanoe C.C., dosepenriocms 6/ om 01.12.2017

SAABJSIET, UTO

nexapcmeennoe cpedcmeo: Iccenyuane H, pacmeop 0nn enympusernnozo esedenun 250 m2/5 mn 5 mn, amnynu
(3), ynavosru konmypnvie naacmuxosuie (1), nauxu kapmounwie, PY Ne IT N016326/01 om 27.04.2010 ( dama
zamennt 12.12.2016) svidoano AO "Canogpu Poccun”, cepun 1546804, napmua 8791 ynaroeox, 200en 0o
01.01.2022, npouseodcmea Pamap Xenc Kea Cepsucez Madpud C.A. Y., Henanun, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, xod OKIIJ2 21.20.10.114, xod TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485062562 om 03.04.2019

COOTBETCTBYET TPEBOBAHHUAM
IT N016326/01-190511 usm. MNe 1-5

JEKJTAPANTAA IPHHATA HA OCHOBAHHMH
npomowxon ucnutmanuii Ne 10110 om 10.04.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedoumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC ES.PM08.C37899 om 10.04.2019

JIATA TIPAHSTTHS JEKJIAPAITAH 10.04.2019
REK J&PEITRs TEHCTBUTEILHA O 01052022

Crenanos C.C.
HCh O.H.0

T

OPTAH IO CEPTHOUKAITNM, SAPETHCTPHPOBABII U TEKJIAPAIIHIO

RA.RU. 11®OMO08 OPIAH ITO CEPTHOHKAIHH ITPONVKIHH OFL[ECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOM IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yr. Macmepxoea, 3. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmupurayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyKK.pg.

JEKJNAPAITASI O COOTBETCTBHM 3APETHCTPFUPOBAHA M POCC RU T-ES.DPM08.4.21089/19

Kayan E.B.
3am. pyxoBoauresa OC
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CepruduKaT COOTBETCTBHS

05502351 Iccenunane H 250mr/5ma. 5 AMIL (PY) SCSL

Kon marepuana zakasuuka: 595126
Cepun: 154680A
Jara npoussoacTea: 25.01.2019

BrimymeHHoe konuuectso: 8 791 EX
Hata oxoHuanua cpoka roaHocty; 01.2022

HcnonsiopanHsie ceput hapmanesTHyeckodi cybeTanmmun

Kon Onucanue Ne cepun Ne cepuu MoCTaBIIHKA
10500280 PUBO®NABHH BUTAMHH B-2 1801295 UQ71110196
10500852 COCPATHIHII XONHH PPC-P 1803785 3180530
PE3YJIBTATBHI AHAJIN3A
NMOKA3ATEJIH HOPMBI INPU BBIITYCKE PE3YJILTATDI
OIMUCAHHE [Mpo3pavustii xenThiil pacTeOp, CootBercTBYET
MPAKTHYECKH HE COAEPIKHT
MeXaHHYECKUX BKNOUEHUH
IMPO3PAYHOCTB Crenensb I MakcuMyM CootBeTcTBYET
UBETHOCTB HKentriit CooTBeTCTBYET
ITnoTHOCTE 1,007-1,012 1009
[TOANMMHHOCTE 3CCEH IHANBHBIX CooTBETCTBYET CTAHAAPTHOMY CooTBeTCTBYET
tocdomunuaoe (EPL) o0pasuy
[MoonuHHoCcT NH30GochaTHANNXONHHE CoOOTBETCTBYET CTAHAAPTHOMY CooTBeTCTBYET
(LPC) obpasuy
[MOJIMHHOCTL 3TAHONA CoOTBETCTBYET CTAHAAPTHOMY CooteeTcTBYET
obpasiy
NoAJIMHHOCTD BEH3UJIOBOI'O CoOTBETCTBYET CTAHAAPTHOMY CooTBercTBYET
CITUPTA obpasuy
[MNOAJIMHHOCTL PHEODJIABHHA Kentoparo-3enensiii noa Y@ CoortBetcTBYET
HINy4eHHeM
OBLEM >50mn 5,2 Mn
PH 7.59,5 8,6
Conepxanue EPL 261,3-288,8 Mr/s mn 267.6 Mr
Conep:xanre GEH3IIOBOTO CIHpPTA 42,8-47,3 mr/5 mn 44,3 mr
Jinuzodocdarrannxonus (LPC) < 20,0 Mr/S Mn 7,2 Mr
3TAHON < 25,1 Mr/5 mn 23,4 mr
BAKTEPHAJBHBIE SHAOTOKCHHEI 0,00-35,00 E3/Mn < 2,50 E9/mn
CTEPHUJILHOCTDb CooTtBeTcTBYET CootBercTByET
MEXAHHYECKHE BKJIIOYEHHSA (> wnn 0-6000 357
= 10 MHKpoOH)
MEXAHHYECKHE BKJIIQUEHHA (> unn 0-600 4

= 25 MHKpPOH)

Orknonenns: HET [x] JA [ ] Ecnn OTKNOHEHH: CYLIECTBEHHBI (KOTOPbIE MOTYT MOBAHATE HA KAYECTBO POAYKTA).

OnucaHue ABIEHUA;

PNT:

Hatiubifi npenapaT npoaHain3HpoBaH B cooTBeTcTBHH ¢ COIT; 2189-3051

«®amap XKC, C.AY.» — Apennua Jleranec 62-28923- AnopxoH-Maapua-Hcnauus

www.famar.gr

Jlnuensna Ha npouseoactso 648 1E/Ne ceprudurkara GMP ES/079HVI/18*
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MEALTHE CARL SERVIQES

Ceprudukar cCooOTBETCTBHA

05502351 3ccennnane H 250mr/5mn. 5 AMIL. (PY) SCSL
Kon marepuana sakazuuka: 595126

Cepun: 154680A BuinymenHoe konuuectso: 8 791 EJf
Jarta npouseoactea: 25.01.2019 Jarta okoHuaHuA cpoka rogHocti: 01,2022

Henonn3osaunsie cepun gapmaneBTHYecKoi cy6GeTaHHH

Kon Onucanue Ne cepum Ne cepum nocTaBmKKa
10500280 PUBODJIABUH BUTAMHH B-2 1801295 UQ71110196
10500852 DQOCPATHANIT XOJIUH PPC-P 1803785 3180530

3aaBnenne o ceprudurkannu:
Hactoamum a nonTeepxnaalo, 4To NpeAcTaBReHHasA Bbile HHAOPMAUNA ABNSETCA NOLAMHHON H TOUHOIL.
Jaunan cepua npenapata 6bina NpoM3BEACHA, BKOYAA YNAKOBKY H KOHTPObL KAYECTBa, B IIOJHOM
COOTBETCTBHU ¢ TpeGoBaHHAMH npasui Hamnexaieit npou3BoACTBEHHON NPAKTHKH, YCTAHOBIEHHBIMH
MECTHBIMH PEryJ/IATOpHBIMH OPTaHaMH, & TAKXKE B COOTBETCTBHH CO CMELH(HKAUHAMH,
NPeoyCMOTPEHHBIMH PETHCTPAUMOHHBIM YAOCTOBEPEHHEM CTpaHbl-uMnopTepa. OTyeTh o obpaboTke,
YMAKOBKE H aHAAU3Y cepHH ObLIH MPOBEPEHD] H MPU3HAHL] COOTBETCTBYHILMMH TPEDOBAHHAM NpaBi

GMP.
Beinan: Mapus Nonopez Ka6oneiipo [Moamnmcs:
(Y nonHoMoO4eHHOE NHLIO) Monnuce/ 21Map.2019
«Pamap XKC, C.A.Y.» - Apenngna Jleranec 62-28923-Anopkox-Manpun-Henanua 22

www.famar.gr

JIuuen3na Ha npoussoacteo 648 1E/Ne ceprudpukara GMP ES/079HVI/18+



«A. HartepmanH 3Ha Cue. I'MOX»
Komnanus «Canogpu»

SANOFI .7

Harrepmannane |
50829 Kennn, T'epmanus
Ceprudukat anaauza
Ne 3akaza: Ne wcneitanns: 240943 Brinyweno; 17.10.2018
Marepnan: PPC-P
Ne maTepuana: 228004
GMID: 673987
Ne cepum: 80001258
Ne cepHH nocTaBiHKa: 3180530
Jata nponseoacTea: 29.08.2018
Jara noeropHoro 29.02.2020 Ctpauna
KOHTpPONA: Ha3HAYEHUS:

Ne eneundukaumn.

CGN-SPEC-RM-000185 /2.0

IMoxazaTenn

XapakTepHcTHKH

Onucanue

MogTHHHOCTD

[MoanuHHOCTL (XpomaTorpadudeckHii

MeTon)

TMoanHHOCTE
(mn3odocaTHAMNXONHH)

IMoanunnocTs (hocdatnanaxonnu)
KoanuecTeeHHOE onpeaenenne

Tokodepon

dochaTuaunxonuH (B nepecyere Ha
6e3B0HOE BEILECTBO)

JInsodocharnannxonud (B nepecuere

Ha 6e3BOAHOE BELIECTBO)
Yucerora

CBHHel

Pryte

Kaamuii

Honnoe uncno

TMepekucHoe YHCO
ConytcTByiome GocorHnuabl
JtaHon

DTHAMETHAKETOH

Bona

ExCertReleaseEl_nat.xml

Mocneanie wimeneHia; 22.03,2018 11:41
Ceen Hlymacp. cryaGa konTpona kadecrea. Ten. 2028

Hopmei npr Brinycke

FenropaTaa NJacTHYHaA Maccac
OPCXOI'IOHOGHHM 3anaxom

COOTBETCTBYET CTaHOAPTHOMY 0Gpa3uy

COOTBETCTBYET

COOTBETCTBYET

0,10-0,30

90,0 - 96,0

0.0-6,0

0-5
0,0-0,1
0,0-02

0-10

HE OMpeacnHMo
4,0-8,0
0-500
1,0-3,0

PesyabTaThl

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

0,21 % (macc./macc.)

93,6 % (macc./Macc.)

2,0% (macc./macc.)

ITepuon.Tect
epnon.tect

[lepron.tect

3

COOTBETCTBYET

7.0 % (macc./Macc.)
< 30 ppm

1,1% (macc./mace.)

Crpanuua 1 13 2




«A. Harrepmann 311 Cue. [MGX»
Komnauus «Canodu»
Harrepmannane 1

50829 Kennn, Cepmanns

SANOFI « g

Cepruduxar anaausa

Ne zakasa:

Ne ycnibiTanua: 240943

Brinyweno: 17.10.2018

KucnotrHocThb

Mikpo6uonornieckan UHCToTA

Ob6iee HHCTO a3pobHBIX
MukpoopradniMos (TAMC)
DurepodakTepnuy H Apyrue

rPaMOTPHUATENbHbIE GakTepHH
Escherichia coli

Pseudomonas aeruginosa

Staphylococcus aureus

BaKTepHaJ'[I:HbIC IHAOTOKCHHBL

00-0,5

0-100

OTCYTCTBYET B | I

OTCYTCTBYET B I I
oTcyTcTByeTB I I
OTCYTCTBYETB |
0-10

<0.1

10 KOE/r

Tlepron.Tect

Tlepuoa.Tect
Mepuon.tTect
Mepuon.tect
1 EU/r

JlauHas cepus COOTBETCTBYET
cneunuKaLHn.
OTaen KOHTPONA KavecTRa

Bonbthranr Xepmanue

Havanehuxk otaena KOHTPONA Ka4yecTea

JlaTa Bhifycka: 08.10.2018 B 16:50:45 Jiik [Turepc

Onepauun no
obecneveHn10 KavdecTBa

I-p Berrina HnoMGuTua

YNonHOMOYEHHOE JIHMLIO

Jauubiit aokyMenT Obin co3gaH B JMEKTPOHHOM GopMe U ACHCTBHTENEH He3 NOAMHCH.

ExCertReleaseEl_nat.xmi

Mocneanne wamenerna: 22.03.2018 11:41
Coen Hlymaep, cnywba kowtpoan kauectea. Ten. 2028

CrpaHuua 2 u3 2




FAMAR

LTH GARL SERVICES

AA

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL

Customer material code: 595126
Batch: 154880A

Quantity released: 8.791 UN

Date of manufacture: 25.01.2019 Expiry Date: 01.2022
API Batches used
Code Description Batch Nr  Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1803785 3180530
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow solution, practically Conforms
free from particles
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,012 1,009
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
ETHANOL IDENTIFICATION Similar to standard Conforms
BENZYL ALCOHOL IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish al UV light Conforms
VOLUME >=5,0ml 52 ml
PH 7,595 86
EPL TITLE 261,3-2888mg/5ml 267,6 mg
BENZYL ALCOHOL TITLE 42.8-47.3mg/5ml 443 mg
LPC <=20.0mg/5ml 7.2mg
ETHANOL <=25.1mg/5ml 234 mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/m < 2,50 ELim|
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns} 0-5000 557
PARTICULATE MATTER (> or = 25 microns) 0-800 4

Deviations: NO YES
Description of the event:

PNT:
This product has been analized by SOP: 2189-3051

Famar HCS, 8.A.U. - Avenida Leganés £2-28923-Alcorcon-Madrid-Spain www.famar.gr

[ 1 Ifsignificant deviations (which may have an impact on the quality of product).

Manufacturing License 6481E / GMP Certificate Number ES/079HVI/18*




a FAMAR

\l!ll(\l\. SLRVIUES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5§ AMP. (RU) SCSL

Customer material code: 595126

Batch: 154680A Quantity released: 8.791 UN
Date of manufacture: 25.01.2019 Expiry Date: 01.2022

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 uQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1803785 3180530

Certificatlon statement:
| hereby cerfify that the above information is authentic and accurate. Fhis batch of product has been fabricated/manufaclured, including
packaging and quality control in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Autharization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Signature:

Released by:

(Qualified person) MAZN  Dearoas Ca3oilnelo

DS

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.gr 22

Manufacturing License 64B1E f GMP Cedtificate Number ES/O78HVI/18"
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A Sanofl Company SANOFI vg
Natteemannailee 1
50829 Cologne / Germany
Certificate of Analysis
Crder No: Test No: 240943 Issued:  17.10.2018
Material: FPC-P
Material No: 228004
GMID : 673987
Batch No: 80001258
(Supplier Batch No: 3180530 |
Manufacture Date:  29.08.2018
{_Retest Date: 29.02.2020 | Destination:
Specification No. CGN-SPEC-RM-000185/ 2.0
Parameter Release Iimits Result
Characters
Appearance a faint yellow malleable mass of nutlike odour conforms
Identification
Identification {chromatographic test) conforms to raference conforms
tdentification (Lysophosphatidyl-choline) conforms conforms
Identification (Phosphatidylcholine) conforms conforms
Assay
Tocopheral 0,10-0,30 0,21 % {m/m)
Phosphatidylcholine {dried substance) 90,0 - 96,0 93,6 % (m/m)
Lysophosphatidylcholine (dried substance) 0,0-6,0 2,0 % (m/m)
Purity
Lead 0-5 periodically tested
Mercury 0,06-0,1 periodicaily tested
Cadmium 00-02 periodically tested
Peroxide value 0-10 3
Accompanying Phospholipids not detectable conforms
Ethanol 4,0-8,0 7,0 % (m/m)
Ethylmethylketone 0-500 < 30 ppm
Water content 1.0-3,0 1.1 % (m/m)
Acid value 00-05 <0,
Microblological Purity
Total aerobic microbial count (TAMC) 0-100 <10 CFU/g
Enterobacteria and cerlain other gram. neg. absendin1g conforms
bacter
Escherichia coli absentin1g conforms

Page 1 of 2




A. Nattermann & Cie. GmbH i,
A Sanofi Company SANOF | B
Nattermannallee 1 s
50829 Cologne / Germany

Certificate of Analysis

Order No: Test No: 240943 lssued:  17.10.2018
Pseudomonas aeruginosa absentin1g conforms
Staphylococcus aureus absentin tg conforms
Baclerial endotoxins 0-10 <1 EUlg

This batch conforms 1o the specification.

Quatity Control CQuality Operations
Woelfgang Hermanns Dr. Bettina Glombilza
QC Manager Qualified Person

Release date:  08.10.2018 at 16:50:45 by Heike Peters
This document has been produced electronically and is valid without signature.
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