TEKJIAPAITASI O COOTBETCTBHM

JEKJIAPAHT, MIPUHUMAIOIIWI AEKJAPAIINIO O COOTBETCTBHH
| AO "Canoghu Poccun"
| | Ceeoenun o pezucmpayuu opzanusayuu: MesjcpaionHas UHCHeXyun DedepanvHoil Hano2o6oi cayxchor Ne 46 no
| | & Mockae 01.01.2008, OI'PH 1027739079940, oama npuceoenus OrPH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Teneqpor/haxc: 8 (495) 721-14-00/ 721-14-11
B nuye: Ienepanvruiii Oupexmop Mowoic O.A.

Hosepennoe nuyo: Cmenarog C.C., dosepennocmy 6/n om 01.12.2017

3ASIBJAET, UTO

nexapcmeennoe cpedcmeo: Jccenyuane H, pacmeop ona eHympusennozo egedenun 250 m2/5 ma 5 ma, amnynvt
(5), ynaxoexu xowmypHusie naacmuxoevie (1), nauxu xapmonnste, PY Ne I N016326/01 om 27.04.2010 ( oama
samenor 12.12.2016) svidano AC "Caroghu Poccus"”, cepusn 1551904, napmun 8343 ynawxoéox, 200en 00
01.02.2022, npouseoocmea Pamap Xenc Kea Cepsuces Madpuo C.A.Y., Henanus, Famar Health Care Services |
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, k00 OKII42 21.20.10.114, ko0 TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485062918 om 30.04.2019

COOTBETCTBYET TPEBOBAHHMSIM
IIN016326/01-190511 uzm. Ne -5

- JEKJIAPAITHSI TIPHHSTA HA OCHOBAHHH
npomoxon ucnuimaruii Ne 12190 om 07.05.2019 H/I OO0 HL "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC ES.OM08.C39574 om 08.05.2019

Crenanos C.C.
b & U0

CBEJEHHS O PETUCTPALIMHA

OPT'AH 110 CEPTH®HUKALIUH, 3APETMCTPUPOBABLIHI JEKJIAPAITMIO

RA.RU. 11 ®M08 OPTAH 10 CEPTH®HKALIMH ITPOLYKIJHH OBLJECTBO C OTPAHHYEHHOH
. OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA",
adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxoea, 0. 4, am. 5., men.. (495)788-02-88, eeb-
caiim: oykx.po.
J.[EKJIAPAI.[PI}I O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU /I-ES.PM08.4.23441/19
APREHCTPAIIUHA 08.05.2019

%;E:% Kauan E.B. )
@ R 3am. pyxoBogutens OC
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CepTudukat cooTBeTCTBHA

05502351 3ccenunane H 250mr/5mn. 5 AMIL (PY) SCSL

Koun MaTepnana zaka3uuka: 595126
Cepns: 155190A
Hara npomseoncrea: 01.02,2019

BoimymeHnHoe xonuuectso: 8 343 EJT
Hata oxorvanuA cpoxa roaHocry: 02,2022

Henonssosanueie cepun GapmanesTHueckoi cybeTanuun

=25 MUKPOH)

Kon Onucanpe Ne cepun Ne cepMH noCTABIIHKA
10500280 PHUBOMJIABHH BUTAMMH B-2 1801295 UQ71110196
10500852 GOCOATHANI XONUH PPC-P 1804527 3180536
PE3YJIBTATHI AHAJIM3A
NOKA3ATEJHN HOPMbI ITPHU BHINYCKE PE3YJIbTATBI
OIIMCAHME Tpo3pansslit xenTwiil pacTBOp, CooTreTCTBYET
NPaKTHYECKH He COAESPKHT
MEXaHHYECKHX BKMOYEeHHH
NMPO3PAYHOCTB CreneHt I MakcuMyMm CootserctByeT
HBETHOCTB HKentuiit CootBeTcTBYET
IInoTHOCTE 1,007-1,012 1,009
TNoANMHHOCT 3CCEHLUMANBHBIX CeoTBeTCTBYET CTAHAAPTHOMY CooteercTBYeT
toconnuaos (EPL) ofpa3ny
HoanunrocTh NEsodochaTanIXonHa CooTBeTCTBYET CTARAAPTHOMY CootsercTByeT
(LPC) obpasuy
[TOAIHMHHOCTL STAHOJIA CoOTBETCTBYET CTAHIAPTHOMY CootsercTBYeT
obpaswy
MOINHUHHOCTL BEH3WIIOBOTO CooTBETCTBYET CTAHAAPTHOMY CooreercTBYET
CIIHUPTA obpasiy
NOJANMHHHOCTL PUBO®IIABHHA HKenroBaro-seneHsiit noa Y@ CooTrercTByeT
HITyYEeHHEM
OBBEM >5,0mn 5,2 Mn
PH 7,5-9,5 8,6
Conepxanne EPL 261,3-288,8 Mr/5 mn 2759 mr
Conepixanue GeHIUAOBOTO CIHPTS 42 ,8-47,3 Mr/5 mn 44,2 Mr
Jinmsodocdaruanrxonun (LPC) <20,0 Mr/5 mn 6,0 Mr
3TAHOJ <25,1 Mr/5 mn 232 Mr
BAKTEPHAJILHBIE 3HAOTOKCHHBI 0,00-35,00 E3/mn < 2,50 E3/mMn
CTEPUJILHOCTD CooTseTcTBYET CooTeeTcTBYyeT
MEXAHWYECKHME BKJIIOYEHHA (> wiu  0-6000 107
= 10 MHKPOH)
MEXAHUYECKHE BKMIOUEHHA (> wm 0-600 10

Orxknonenns: HET [x] TA [ ] Ecni OTKIOHEHHA CYIECTBEHHDI (xOTOpLIe MOTYT OBIMATE Ha KAYECTBO MPOAYKTA).

Onucanye ABIeHUS;

PNT:

Jaunsili npenapat npoaHANM3UPOBaH B COOTBETCTBHH ¢ COIL: 2189-3051

«@amap XKC, C.A.Y.» — Apernna Jleranec 62-28923-Anopkon-Magpua-Hcnanus

www.famar.gr

JInueH3ua Ha npou3poacTso 6481E/Ne ceprudmkara GMP ES/079HVI/18*
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Cepruduxar coorsercreus

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

Kon matepuana 3akasumka; 595126

Cepus: 155190A Brimymennoe koamectso: 8 343 EJl
HJara nponseoacrsa: 01.02.2019 Jlata oxoHuaHmus cpoka rognocty: 02.2022

HcenonbioBannbie cepul papmanesThyeckoll cyGeranumn

Kon OnHcaHve Ne cepun Ne cepHH NOCTaBILHKA
10500280 PUBO®JIIABHUH BUTAMUH B-2 1801295 UQ71110196

10500852 DOCPATUINI XOMHUH PPC-P 1804527 3180536

3asisnenne o cepradukanun:
Hactoawum A NOATBEPKAAID, YTO NPECTABICHHAS BbILIE HH{opMaIA ABNSETCA NOLNUHHON M TOYHOI.
HaHHan cepus npenapaTa 6b11a NpOH3BENEH], BKMIOYAN YNIAaKOBKY M KOHTPOJb KauecTRa, B NONHOM
COOTBETCTBUH C TpeboBanuAMH mpasun Hamnexawe NnpousBoCTBEHHOM NPAKTHKH, YCTAHOBIECHHEIMH
MECTHBIMH PETYIATOPHLIMH OPraHaMH, a Takike B COOTBETCTBHH CO CELM(HKALMAMH,
NpeayCMOTPEHHBIMH PETHUCTPALIMOHHBIM YAOCTOBEPEHHEM CTpaHbi-UMnopTepa. OTueTh o obpaboTke,
YNAaKOBKE H aHATH3Y CEPUH ObUIM POBEPEHD! U NPHU3HAHB COOTBETCTBYIOLIMMU TPeGOBAHHAM MpaBHI

GMP.
Brigan: Jlync Pamupes TMoamuce:
(YnonHoMoueHHOE TULIO) Mlopnucs/ 12 Anp.2019
«®amap XKC, C.A.V.» — Apennna Jleranec 62-28923-Anopkon-Manpra-Henauns 2
www.famar.pr

Jluuensna va nponssoncTeo 648 1E/Ne ceprudpuxata GMP ES/079HVI/18*



«A. Harrepmann ana Cre. TMG6X»
KomnaHnus «Canogup»
HarrepmarHane 1

SANOFI g

50829 Kennn, l'epmannn
Ceprudukar anannza
Ne 3akaza: Ne HenbiTanua: 243741 Beinyweno: 11.12.2018
Marepuan: PPC-P
Ne Matepuana: 228004
GMID: 673987
Ne cepuu: 80001566
Ne cephH nocTaBlHKa: 3180536
Jarta npou3eoacTsa: 28.10.2018
Jata nosTopHoro 28.04.2020 Ctpana
KOHTpONs: Ha3HauYeHH:

Ne cnenudikaumun,

CGN-SPEC-RM-000185 /2.0

Tlokasarenw

XapakTepncTHKH

Omicanune

IMoaAMHHOCTD

IMoannurocTe {(XpoMaTorpaduueckuii

MeToxn)

NoanuHHOCTL
(ausodocdaTuannxomuu)

Hoanunnocts (hochaTumwmxonun)
KonndeeTBenHoe onpeaeienne

Toxodepon

Pocharnannxonnt (B nepecuere Ha
6e3BoIHOE BellleCTRO)

JinsodochaTnnnxonnu (B nepecuere

Ha 6€3BOIHOE BEWECTRO)
YucToTa

CruHell

PryTb

Kapmuit

Hoanoe uncno

TlepexncHoe qHeno
Comyrereyrompe docomumnab
3raHon

STUAMETHNKETOH

Bona

ExCertReleaseEl_nat.xml

Tecneanue wamMenenna 22.03.2018 11:41
Coen Ilymacep, cnyx0a KONTPONA xatecTea, Ten. 2023

Hopmel npu eoinycke

WENTOBATAA MUIACTHYHAA Macca ¢
OpexononoGHbLIM 3anaxoM

COOTBETCTBYET CTAHAAPTHOMY 06pasiy
COOTBETCTBYET

COOTBETCTBYET

0,10-0,30

90,0 - 96,0

0,0-6,0

0-5
0,0-0,1
0,0-0,2

0-10

He ONpeAeRUMO
4,0-8,0
0-500
1,0-3,0

PesyanTarel

COOTBCTCTBYET

COOTBETCTBYET
COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET

94,2 % (macc./Macc.)

1,5 % (macc./macc.)

Iepuoa.tect
Mepron.tect

Ilepnon.Tect

2

COOTBETCTBYET

7,6 % (Macg./macc,)
<30 ppm

1,7% (mace./Mac

Crp 132




«A. Harrepmanr 3ua Cre. TM6X»
Komnanus «Canodu»
Harrepmannane 1

50829 KenbH, l'epmaHus

SANOFI « g

Ceprudukar anainnza

Ne zakasa: Ne ueneiranua: 243741 Boimymeno: 11.12.2018
KncnotHocTs 0,0-0,5 Tepuon.tect
Mukpobuonorideckan YHCTOTa
Obwee Yucao apobHbix 0 — 100 Tepuon.Tect
MHKpooprannimos (TAMC)

OHTepobakTepHn H Ipyrue oOTcyTcTByeTB 1T Ilepnon.Tect
rpaMoTpHuaTesibHble fakTepuu

Escherichia coli OTCYTCTBYETB I T flepnoa.tect
Pseudomonas aeruginosa OTCYTCTBYETB 1 1 Iepnon.Tect
Staphylococcus aureus oTCYTCTBYETB I T MNepuroa.tecr
BakrepnaibHbie SHAOTOKCHHBL 0-10 Tepron.tect

Hannas ceplis cooTBETCTBYET
cnensHKaLHy.
OTnes KOHTpOJA KaYecTBa

Boabdranr XepmanHc

HauansHuk oTaena KOHTpOJ% KayecTBa

Jara Brimycka: 03.12.2018 B 10:31:29 AMura Ankatyp

Onepannn no
ofiecneyeHHI0 KauecTBa

H-p berruna Hinom6urua

VnoaHoMoueHHoe JNLO

Haunbtit noxymeHT Gbin co3aaH B anekTpoHHOMN opMe R AelcTBHTENEH Ge3 NOAMICH.

ExCertReleaseEl_nat.xml

Tlocnennue mnenenyn: 22.03.2018 11:4]
Ceen Wlymaep. cnymba koHtpona xavectse, Ten. 2028
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HEMLTH CARL SERVIUES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL
Customer material code: 595126

Batch: 155190A Quantity released: 8.343 UN
Date of manufacture: 01.02.2019 Expiry Date: 02.2022
APl Batches used

Code Description BaichNr  Supofiey Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801285  UQ71110196
10500852 FOSFATIDIL COLINA PPG-P 1804527 3180538

; ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow solution, practicafly Conforms
free from parlicles
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 Simitar to standard Conforms
BENZYL ALCOHOL IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
VOLUME >=50ml 5,2 ml
PH 7.5-9,5 86
EPL TITLE 261.3-2888mg/5ml 2759 mg
BENZYL ALCOHOL TITLE 42.8-47.3mg/5ml 442 mg
LPC <=20.0mg /5 ml 6,0 mg
ETHANOL <=25.1 mg /5 ml 23,2 mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/m < 2,50 EU/mi
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> ar = 10 microns) 0-5000 107
PARTICULATE MATTER (> or = 25 microns) 0-600 10

Deviations: NO [¥] YES [ 1 ifsignificant deviations {which may have an impact on the quality of product).
Degecription of the event:

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

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.gr 112

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




m FAMAR

REAMLTIN CARL SERVICES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5§ AMP, (RU) SCSL
Customer material code: 595126

Batch: 155190A Quantity released: 8.343 UN
Date of manufacture: 01.02.2019 Expiry Date: 02.2022
API Batches used

Code Description BatchNr  Supplier Bajch Nt
10500280 RIBOFLAVINA VIT. B-2 1801295  UQT1110196
10500852 FOSFATIDIL COLINA PPC-P 1804527 3180536

Certification statement:

| hereby certify that the above information is authentic and accurate, This batch of product has been fabricated/manufaciured, including
packaging and quality control 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.

Released by: Signature:
{Qualified person)

(s flamcue

i ’ZA’PFL--&,H

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.gr 212

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



A. Nattermann & Cie. GmbH .
A Sanofi Company SANOFI| Y
Nattermannallee 1

50828 Cologne / Germany

Certificate of Analysis
Order No; TestNo: 243741 Issued:  11.12.2018
Material: PPC-P
Materlal No: 228004
GMID : 673987
Baich No; BCD01566

Suppiier Balch No: 3180538

Manufacture Date:  28.10.2018

Retest Date: 28.04.2020 Destination:
Specification No. CGN-SPEC-RM-000185 / 2.0

Parameter Release Jimits Resuit
Characters
Appearance faint yellow malleable mass of nutlike odour  conforms

ldentification

ldentiication {chromatographic test) conforms to reference conforms

Identification (Lysophosphaiidylcholine) conforms conforms

Identification (Phosphatidyicholine) conforms conforms

Assay

Tocopherot (dried substance) 0,10-0,30 periodically tested

Phosphatidylcholine {dried substance) 90,0-96,0 94,2 % {m/m)

Lysophosphatidylcholine (dried substance) 0,0-6,0 1,8 % (m/m)

Purity

Lead 0-5 periodically tested

Mercury 0,0-0,1 pericdically tested
—Eadmium: 0,662 “penoaically tested

Peroxide value 0-10 2

Accompanying Phospholipids not detectabls conforms

Ethano! 4,0-8,0 7.6 % (m/m)

Water content 1,0-3,0 1 ,.7 % {m/m)

Acid value 0,0-05 periodically tested

Ethylmethylketone 0-500 < 30 ppm

Microbiological Purity

Totai aerobic microblal count (TAMC) 0-100 periodically tested

Entercbacterla and certaln other gram. neg. absentinig periodically tested

bacter

Escherichia coll absentin1 g periodically tested

ExCertStarting@MIDE!_nat.xmi
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

SANOF| §

50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 243741 Issued:  11.12.2018
Pseudomonas aeruginosa absentin1g periodically tested
Staphylococecus aureus absentin1g periodically tested
Baclerial endotoxins 0-10 periodically tested
This batch conforms to the specification.
Quality Control Quality Operations
Wolfgang Hermanns Dr. Bettina Glombitza
QC Manager Qualified Parson

Release date: (3.12.2018 at 10:31:29 by Amina Alkatout
This document has been produced electronically and is valid without signature.

ExCertStartingGMIDEI_nat.xml
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