JEKJIAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, IPHHAMAIOIIHAM JEKJAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccusn"

Ceedenusn o pezucmpayuu opeanuzayuu. Meoicpaiionnan uncnexyus Pedepanvroii Hanozoeot cyxcbot No 46 no
2. Mocree 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Tenegpon/paxc. 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuuiii oupexmop Morac O.A.

Josepennoe nuyo: Cmenanoe C.C., doeepennocme 6/t om 01.12.2017

| 3ASIBJIET, UTO

| nexapcmeennoe cpedcmeo. Iccenyuane H, pacmeop 0ns enympueennozo eeedenus 250 m2/5 ma 5 ma, amnynol
(5), ynaxoexu xonmypuvie nnacmuxossie (1), nauxu xapmonnvie, PY No IT N016326/01 om 27.04.2010 ( 0ama
samenwt 12.12.2016) svidano AO "Canogpu Poccun”, cepun 1550524, napmus 6884 ynawxosox, 200ex 00
01.01.2022, npoussoocmea Pamap Xenc Kea Cepeucez Madpuo C.A.Y., Henanun, Famar Health Care Services
Madrid, 8.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madvrid), Spain, xod OKIIJ]2 21.20.10.114, koo TH B3[]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485062928 om (2.05.2019

COOTBETCTBYET TPEBOBAHHAM

ITN016326/01-190511 uzm. MNe 1-5

JEKJIAPAIINA ITPUHATA HA OCHOBAHHHA

npomoxon ucnsimanuii Ne 12279 om 07.05.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC ES.PM08.C39621 om 08.05.2019

JATA FIPHHATHS JEKJIAPALIAH 08.05.2019
JEKJIAPAIIAS JEACTBUTEJIBLHA JI0 01.01.2022

-

Vi
Crenanor C.C.

deraapanni o . ®H.O

CBEJIEHWS O PETUCTPALIIM

OPTAH IO CEPTUOUKALINH, SAPETHCTPAPOBABIIHI XEKJIAPAITMIO

RA.RU. 11®M08 OPTAH I10 CEPTHOHKALIHH ITPOQYKIHH OBLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH IIEHTP KOHTPOJLT KAYECTBA",

adpec opeanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, 3m. 5, nom. I, xom. 1, adpec opzana no
cepmupuxayuu: 115280, POCCHA, z0pod Mockea, yr. Macmepxoea, 0. 4, am. 3., men. :(495)788-02-88, eeb-
catim: oyxkx.pe.

JEKJIAPAIITHSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-ES.®PM08.A.23482/19
NAE&PEFACTPALIMM 08.05.2019

4}, Kauan E.B.
ACh. .. 3am. pykosoguTens OC
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Ceprudukar coorBercTBuS

05502351 Jccenunane H 250mMr/5mn. 5 AMIL (PY)SCSL

Kon Matepuana sakasunka: 595126
Cepua: 155052A
Hara npoussoncrea: 31.01.2019

BrimymeHnnoe konnuectso: 6 884 EII
Hata okoHdanus cpoka rogHocTh: 01.2022

Hcnonbsopannsie cepan papmaneBTHYECKOH cyberanimn

Kon Omucanne Ne cepun No cepun nocrasmuka
10500280 PUBEOPJIABHH BUTAMHH B-2 1801295 UQ71110196
10500852 SOCOATHIWI XONMHH PPC-P 1804527 3180536
PE3YJIBTATHI AHAJIM3A
NIOKA3IATEN HOPMBI ITPH BLITYCKE PE3YJILTATHI
OITHCAHHUE Tpospaynbiff *enTwit pacTaop, CooTtsercTayer
MPaXTHYECKH He COREPHKAT
MEXaHMYECKHX BIIOTeHul -
NMPO3PAUYHOCTE Crenens [ makcumym CooTpeTcTBYET
BBETHOCTE ——— . —HKeneii— T ~Cootsercteyer
InotHocTs 1,007-1,012 1,009
ToAIHHHOCTL 3CCEHIIHANEHBIX Cootsetctsyer cTanpapTHOMY CooTBeTCTRYET
docdonumnos (EPL) obpasy
IMoanusHoCTh NH30GOCHaTHIWIXONIHA CootsercrByer cTaRnapTHOMY CooTBeTcTBYET
(LPC) obpasmy
NOMTHHHOCTL 3TAHOJIA CooTBeTcTBYET CTAHIAPTHOMY CootseTcTBYET
obpasuy
NOAMMHHOCTS BEEH3WIOBOTO CootsetcrByer cTaHpapTHOMY CooTseTcTByeT
CITPTA obpasny
NOAMHHOCTL PUBO®JIABUHA XKenroeato-seneunifi nox YO CooTBeTCcTBYET
HYTyTeHHneM
OBFBEM =50mn 52mn
PH 7,5-9,5 8,7
Coaepxanne EPL 261,3-288,8 Mr/5 Mmn 275,7mr
Cogepxanne GeH3Mn0BOrO CnHpTa 42,8-47,3 Mr/5 Mn 442 mr
Jbmsedocharunmwmxonur (LPC) <20,0 Mr/5 Mn 5,7 Mr
STAHOI <251 Mr/5 22,7 mr
BAKTEPUAJILHBIE S3HJOTOKCHHL] 0,00-35,00 E3/mn <2,50 E3/mn
CTEPHIILHOCTD CoorsercTayer CooteeTcTBYET
MEXAHHWMECKHWE BKJTIOYEHMA (> unu ~ 0-6000 1394
= 10 mukpor)
MEXAHMYECKHWE BKJIIOYEHHMSA (> win ~ 0-600 4

= 25 Muxpon)

Orxnorermsa: HET [x] 1A [ ] Ecim oTknOHeHHA cyml

Omicanne spnesns:

PNT:

JlaHHLIf npenapat NpoaHANH3HPOBAH B COOTBETCTBEM ¢ COIL: 2189-3051

«®amap XKC, C.A.Y.» — Asenpina Jleranec 62-28923-Ajsiopkon-Manpuz-Hcnauns

www.famar.gr

Jlnuen3na Ha mpoussoncTEO 648 1E/Ne ceprudakara GMP ES/079HVY/18*

ECTBEHHE! (KOTOPbIE MOTYT NOBJIHATH Ha Ka9ecTBO MPOAYKTA).
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EALTIL AR SERXVIOES

CepTuduxar coorsercreus

05502351 Fccenunane H 250mr/5ma. 5 AMIL. (PY) SCSL
Kox Matepuana 3axazumnka: 595126

Cepnsn: 1550524 BrinymenHoe konmaectso: 6 884 EJI
Hata npouzsoacTsa: 31.01.2019 Hata oxoH4anns cpoka rogHocTty: 01.2022

Henonb3opanukie cepun papmanesTdeckol cyberanmun

Kon Omycanwe Ne cepun Ne cepnp nocrasmuka
10500280 PHUBO®JIABYH BUTAMHH B-2 1801295 UQ71110196
10500852 ®OCOATHAWI XOJIMH PPC-P 1804527 3180536

3asenenne o cepruduanm;
Hacroamuu NOATBEPIKAAD, YT BPEOCTaBICHHAS BRIme rRbopMals SBNLETCA NOANHHHOR M TOYHOM.
Mannan cepud npenapara 6bi1a MPOM3BENeH, BKII0Gas YNAKOBKY H KOHTPOJb KauecTBa, B MOJHOM
COOTBETCTBHA ¢ TpeGOBaHUAMH NpaBun Haznexamets NPOM3BOACTBEHHON NPAKTHKK, YCTAHOBAECHHLIMH
MCCTHEIMH PEryiIaTOPHEIMH OPraHaMH, a TAloKe B COOTBETCTBHM CO cnendHKaImaMu,
NpeIycMOTPEHHBIMH PETHCTPAUMOHHEIM YI0CTOBEPEHIEM cTpaHb-uMnoprepa. OrdetH no o6paborke,

YNAKOBKE ¥ aHANA3Y CEPHU O5LIH POBEPEHL! B IPH3HAHK: COOTBETCTBYIONIAMH TPEGOBRHHAM TpaBHI
GMP.

Brinan: Jlync Pamupes HNMonmics:
(YnonsoMouerHoe nyuo) Mommicy/ 23 Anp.2019

«®amap XKC, C.A.V.» — Arenua Jeranec 62-28923 -Anopkon-Manpuga-Henarns
www.famar.gr

Jlnuenzus va npowssoacteo 6481E/Ne ceprndnixata GMP ES/079HVI/18*




«A. HartepmanH sun Cue. Tm6X»
Komnanua «Canodni»
Hatrepmanuane 1

SANOFI p

50829 KensH, lepmanns
Cepruduxar anannza

Ne 3axasa: Ne ycnbiTania: 243741 Brmymeno: 11.12.2018

Marepuan; PPC-P

Ne martepuana: 228004

GMID: 673987

Ne cepu: 80001566

N cepuy nocrapmuka: 3180536

Hata nponseoncraa: 28.10.2018

Hata nosToptoro 28.04.2020 Crpana

KOHTpONA: HA3HAYEHUR;

Ne cneundukamus.

CGN-SPEC-RM-000185 /2.0
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ExCertReleaseEl_nat.xml

Tlocnenine waMenennn. 22.03.2018 11:41
Coen Wlymaep, cryxba xoHTpons kavecTsa, Ten, 228

Hopmut nipn Beinyexe

WKEATOBATAN INACTHYRAR MACCa ¢
OpexonoaobHEIM 3anaxoM

COOTBETCTBYET CTAHAAPTHOMY 06pasiry
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 OTIpEAETAMO
4,0-8,0
0-500
1,0-3,0

PeiyabTathi

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTRYET

COOTBETCTBYET
COOTRETCTBYET
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1,5 % (macc./macc.)
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«A. Harrepmanu 3u1 Cue, T'M6X»
Komnanns «Canodun»
Harrepmannane 1

50829 Kenen, lepmanns

SANOFI g

Ceprduxat agamiza

Ne 3akaza; Ne ucnbiTanun: 243741 Brimymeno: 11,12.2018
KucnorHocTs 0,0-05 Hepwop.tect
Mukpofinonornueckas YncroTa
Obwee qUCII0 aspobuetx 0 - 100 Tlepuoa.Tect
MEKpoopranniMoB (TAMC)
OurepobakTepuu H Ipyrne OTCYTCTBYyeTB 1T Tlepuon.tect
rpaMOTpHUATENBHEIE DaKTepiH
Escherichia coli OTCYTCTBYETB 1 1 Iepuox.Tect
Pseudomonas aeruginosa OTCYTCTBYETB I T Nepnon.tecr
Staphylococcus aureus OTCYTCTBYETB 1 1 Ilepnoa.tect
BakTepHantHele 3HAOTOKCHHBI 0-10 Mepuop.tect

JlaHHas cepHsA COOTBETCTBYET
cnenmrduKaunn,
OTaen KOHTPONS KaYecTEa

__Onepauur no

obecnedenHI0 KauecTEa

ExCertReleaseEl_nat.xml

Tlocaennue wiserenna: 22.03.2018 11:41
Coen Hlyusep, cnysba koHTpOMR kauecTea, Ten 2028

Bonsgraur XepManHc I-p Berrina lnombutua
HauanbHuk oTaena KOHTpoNs kayecTea VNonHOMOYeHBOE M0
Jata BbImycka: 03.12.2018 B 10:31:29 AMuua Ankatyp
Janaifi noxyMenT Gbin co3/1aH B ANEKTPOHHOM DOpMe U AEHCTENTENEH 663 NOLIIICH.
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wa FAMAR

III\II CARL SERVIURS

Certificate of Conformity

06502351 ESSENTIALE N 250MG/5ML. 56 AMP. (RU) SCSL
Customer material code: 595126
Batch: 155052A

Date of manufacture: 21.01.2019

Quantity released: 6.884 UN
Expiry Date: 01.2022

API| Batches used
Code Description BatchNr  Supplier Balch Nr
10500280 RIBOFLAVINA VIT. B-2 1801285 uQr1110196
10500852 FOSFATIDIL COLINA PPC-P 1804527 3180536
ANALYTICAL RESULTS
TEST RELEASE RESULTS
: SPECIFICATIONS = .
APPEARANCE Clear, yellow solution, praclically Conforms
free from parficles
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,012 1,009
EPL IDENTIFICATION Simflar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
ETHANOL IDENTIFICATION Similarto standard Conforms
BENZYL ALCOHOL IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
VOLUME >=50ml 52mi
PH 7.5-8,5 87
EPL TITLE 261.3-288.8mg/5ml 275,7 my
BENZYL ALCOHOL TITLE 428-47.3mg/5ml 44,2 mg
LPC <=20,0mg /5 mi 57mg
ETHANOL <=251mg/5ml 22,7 mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/m| < 2,50 EU/ml
STERILITY TESTING Complies Conforms
PARTICULATE MATTER {> or = 10 micrens) 0-6000 1394
PARTICULATE MATTER {> or = 25 microns} 0-600 4

Deviations: NO I YES [ ] !fsignificant deviations (which may have-an Impact on the quality of product).
Description of the event:

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

Famar HCS, S.A.U. - Avenida Leganés 62-28823-Alcorcon-Madrid-Spain www.famar.gr

Manufacturing License 6481E / GMP Certificate Number ES/078HVI/18*
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MEALTI ©CARL SLRVYICES

Certificate of Conformity

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

Batch: 155052A Quantity released: 6.8B4 UN
Date of wmanufacture: 31.01.2019 Expiry Date: 01.2022
API Batches used

Cotle Description Batch Nr Supplier Batch Nt
10500280 RIBOFLAVINA VIT. B-2 1801295  UQ71110196

10500852 FOSFATIDIL COLINA PPC-P 1804527 3180536

Certification statement:
{ hereby certify that the above informatien is authentic and accurate. This batch of product has been fabricaled/manufactured, including
packaging and quality control in full compliance with the GIMP 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
founid to be in compliance with GMP,

Released by: Signature:
{Qualified person)

Z—\ L'(,l".p ﬂﬁ“\ M lacz
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Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.gr

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




A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI vz

bacter
Escherichia coli

ExCertStentingGMIDEI_nat.xmi
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Certificate of Analysis

Order No: TestNo: 243741 lssued:  11.12.2018

Material: PPC-P

Material No: 228004

GMID ; 673987

Batch No: 80001566

Suppiier Batch No: 3180536

Manufacture Date:  2B.10.2018

Retest Date: 28.04.2020 Destination:

Specification No, CGN-SPEC-RM-D00185 /2,0

: : Parameter Release limits Result

Characters o e

~Appearance & faint -y.allow malleabla?nas? :;f nutiike odour  conforms
Identification
Identffication (chromatographic test) conforms to reference conforms
Identification (Lysophosphatidylcholine) conforms conforms
Identification (Phosphalidylcholine) conforms conforms
Assay
Tocopherol (dried substance) 0,10- 90,30 periodically tested
Phosphatidylcholine (dried substance) 90,0- 96,0 94,2 % (m/m)
Lysophosphatidylcholing (dried substance) 0,0-6,0 1,5 % {m/m)
Purity
Lead 0-5 periodically tested
Mercury 0,0-0,1 periodically tesled

~—Gadmium 00=0:2 pefiodically Tested

Perovide value 0-10 2
Accompanying Phospholipids not detectable conforms
Ethanol 4,0-8,0 7.6 % {m/m)
Water content 1,0-3.0 1.7 % (m/m)

Acid value 00-0,5 periodically tested
Ethylmethylketone 0-500 < 30 ppm
Microbiological Purity
Total asrobic microbial count {TAMC) 0-100 periodically tai%;g:‘éno’“ﬂf;:
Enterobacteria and centain other gram. neg. absentinig o T

T
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A. Nattermann & Cie, GmbH B,
A Sanofi Company SA N O F | m_ﬁ
Nattermannallee 1
50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 243741 Issued:  11.12.2018
Pseudomonas geruginosa absentintg pericdically tested
Staphylococcus aureus absentinig periodically tested
Baclerial endotoxins 0-10 periodically lested
This batch conforms to the specification.
Quality Control Quallty Operations

Wolfgang Hermanns
QC Manager

Dr. Bettina Glombitza
Qualified Person

Release dale: (03,12.2018 al 10:31:29 by Amina Alkatout
This document has been produced electronically and is valid without signalure.

- Tr——

ExCerlStarlingGMIDE!_nat.xml

Do iy T3 WP Mo
e faneraic. DAL Tl BcH




