TEKJIAPAIIMSA O COOTBETCTBHHA

NEKJAPAHT, IPHHEMAIOIMINHA JEKJIAPAITNIO O COOTBETCTBHH

AO "Canoghu Poccun”

Ceedenus o pezucmpayuu opzanusayuu; Mexcpationnan uncnexyus Oedepanvroii nanoz080i cayxcbor Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

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

B nuye: I'enepanvuuiii dupexmop Monxe O.A.

Hosepennoe nuyo: Cmenaroe C.C., dosepennocmv 6/w om 01.12.2017

3AABJMET, UTO

nexapcmeennoe cpedemso. Iccenyuane H, pacmeop dns erympusennozo esedenusn 250 mz2/5 M 5 Mn, amnynol
(5), ynaxoexu konmypHvie naacmuroesie (1), nauxu xapmonnvie, PY Ne IT N016326/01 om 27.04.2010 ( dama
samenvt 12.12.2016) awdano AO "Canodpu Poccur”, cepus 1547104, napmun 9004 ynaxoeox, 200ex 00
01.01.2022, npouseodcmsa Pamap Xenc Kea Cepsuces Madpuo C.A.Y., Henanus, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, o0 OKIT/[2 21.20.10.114, xod TH B[]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485062547 om 03.04.2019

COOTBETCTBYET TPEEOBAHHSIM

IT N016326/01-190511 uam. Ne 1-5

AEKJIAPAITHA IIPHHATA HA OCHOBAHHH

npomoxon uchuimanuti Ne 10080 om 10.04.2019 HJT 000 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuram POCC ES.OM08.C37927 om 10.04.2019

JATA IIPHHSATAS JEKJIAPALIMH 10.04.2019

M’ PeTRL= 1Y
LShnodm Pocty

A RO ) o Crenanos C.C.
Simoh(f‘el;\f:qdpay g: ®.H.0
‘ MO Qos‘
P CBEJEHMS O PETUCTPALIIA

OPTAH IIO CEPTH®HKAITMH, 3APETHCTPAPOBABII UM JEKJIAPAITAIO

RA.RU.11PM08 OPTAH IIO CEPTHOHKALIHH ITPOLVKIIHH OBIIJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYIKHOH IJEHTP KOHTPOJIA KAYECTBA",

aodpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmudgpuxayuu: 115280, POCCHS, 20pod Mockea, yn. Macmepxoéa, 0. 4, am. 5., men.:(493)788-02-88, seb-
catim: oyxx.pe.

JEKJIAPAITASI O COOTBETCTBHM 3APEr'ICTPUPOBAHA N POCC RU J-ES.®DM08.A.21102/19
JATA PETMCTPAIIAY 10.04.2019

Kauan E.B.
HCB~ 7 3am. pyxosogutens OC
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CepTHduKaT cOOTBETCTBHSA

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

Kon matepuana 3aka3uuka: 595126
Cepus: 154710A
Jara nponspoactea: 28.01.2019

Brinmywernnoe xonmuectso: 9 004 EJT
Hata okoHuaruA cpoka rogHocTH: 01,2022

HenonbzoBaHHbIE cepHn apMaLeBTHYECKOI cyfeTanmMK

SERVICES

Koa OnucaHue Ne ceprud Ne cepuu mocTaBUWHKA
10500280 PHBO®JIABUH BUTAMHH B-2 1801295 UQ71110196
10500852 COCDATHIWI XOJNHUH PPC-P 1804524 3180531
PE3YJBTATHI AHAJIN3A
NMOKA3ATEJIH HOPMBbBI ITPH BBITTYCKE PE3YJIbTATDI
OIMUCAHHE ITpo3spaunstil xkenToiii pacTBOp, CoOTBeTCTBYET
TIPAKTHYECKH He CONEPIKHT
MEXaHHYECKHX BKIIOUeHHH]
IMMPO3PAYHOCTD Crenens I maxcuMyM CooTBeTCTBYET
LHBETHOCTb Kenterii CooTBeTCTBYET
[TnoTHOCTE 1,007-1,012 1 009
[TeanHKHOCTE 3CCEHLMAABHBIX CooTBeTCTBYET CTAHAAPTHOMY CoOTBETCTRYET
dochonunugos (EPL) obpaziy
MoanunrHocTe nu3odocdarHaUIXonHHa CooTBETCTBYET CTAHAAPTHOMY CooTBeTcTRBYET
(LPC) ofpasiy
NMOJJNIHHHOCTD 3TAHOJIA CoOoTBETCTBYET CTAHAAPTHOMY CooTBeTCTBYET
ofpasiy
MOMTHHHOCTD BEEH3HUJIOBOT'O CooTBeTCTBYET CTAHAAPTHOMY CooTBeTcTBYET
CIIMPTA ofpasuy
NOAMUHHOCTbL PHEO®JIABHHA XKentopato-3eneHsiit nog Y@ CooTBeTCTBYET
H3/TYHEHHEM
OBBEM =50wMmn 5,2 Mn
PH 7.5-9.5 8,8
Conepxanne EPL 261,3-288,8 Mr/5 mn 271,8 mMr
Conep:xaHie GeH3IHAOBOTO CTHPTA 42,8-47.3 Mr/5 mn 44,0 Mr
JNnmsodocharnminxonnn (LPC) < 20,0 Mr/S Mn 5.4 mr
OTAHOJ < 25,1 Mr/5 Mn 22,5 mr
BAKTEPHANBHBIE JQHAOTOKCHHEI 0,00-35,00 E2/mn < 2,50 E3/mn
CTEPUJILHOCTE CootseTcTBYET CooTeercTBYET
MEXAHHWYECKHE BKJIIOYEHHA (> unw  0-6000 555
= 10 MukpoH)
MEXAHHYECKHWE BKNIOYEHHUA (> mn 0-600 4

= 25 MHKDOH)

Orknoxenns: HET [x] JA [ ] Ecti oTknoHeHHA CyIIeCTBEHHE (KOTOPbIE MOTYT [IOBIHATH HA KA4ECTBO MPOAYKTa).

OnucaHue gBAEHUA:

PNT:

JaHubtil npenapaT npoaHanu3upoeaH B cooTseTcTBHH ¢ COIT: 2189-3051

«Pamap XKC, C.A.V.»
www.famar.gr

ApenpgHa Jleranec 62-28923-Anopkon-Maapun-Hcenanus

JInuensua Ha npoussoacTo 648 | EfNe ceprudnkata GMP ES/079HVL/18*
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a FAMAR

I.( TH GCARL SERVIUES
CeandeaT COOTBECTCTBUA

05502351 3ccenunane H 250mr/5Sma. 5 AMIL. (PY) SCSL
Kon Marepuana sakasumka: 595126
Cepun: 154710A BrinyuieHroe xonuectso: 9 004 EJX
Hara npowssonctea: 28.01.2019 Hara okoHuaHus cpoka rogvocti: 01.2022
HenonsloBaHHble cepid papmaneBTHYeckol cyGcTanuun
Kopn OnucaHue Ne cepun Ne cepHR nocTaBUIKka
10500280 PHBO®IIABHUH BUTAMHH B-2 1801295 UQ71110196

10500852 DOCTATHANT XOJIWH PPC-P 1804524 3180531

3anBneHHe 0 cepTHHHKALIMHS
HacTosiym 1 noATBEPXKAAIO, UTO NPEACTABISHHAS BhILIE HHpOPMALUA ABNAETCA NOMTHUHHON M TOYHOI,
HanHas cepua npenapata Gbina NpoH3BeeHa, BIUTIOMAsA YIAKOBKY ¥ KOHTPONE KAYECTBA, B [TOMHOM
COOTBETCTBHH ¢ TpeboBaHUAMH npain Hamnexaulel npouzBonCTBEHHOMN NPAKTUKK, YCTAHOBICHHBIMH
MECTHBIMH PETYNATOPHBEIMH OPTaHaMH, d TAKXKE B COOTBETCTBHH CO crieluduKanuamu,
NpenyCMOTPEHHEIMH PErHCTPaLMOHHBIM YAOCTOBEPeHHEM cTpaHbl-uMnopTepa. OTueTh! Mo o6pafoTke,
YNAKOBKE W AHANH3Y CEPHH ObIIH NMPOBEPEHDbI H NPHIHAHE COOTBETCTBYIOIHMH TPEGOBARUAM NPaBHI

GMP,
Brigau: Jlyuc Pamupes IMoanuce:
(Y NonHOMOYEHHOE AHLIO) fTloanuce/ 08 Map.2019
«amap XKC, C.AY.» — Apengua Jleranec 62-28923-Anopkon-Manpun-Henanus 212

www.famar.gr

Jlnuensna na npoussoactso 648 1E/Ne ceprudukata GMP ES/079HVL/18*



«A. Harrepmann sua Cue, F'm6X»
Komnanus «Canogpu»
Harrepmannane |

50829 KennH, l'epmarna

SANOFI .z

Ceprudukar ananusa

Ne 3akaza: Ne ucnbitanua: 240937 Beinyuieno; 17.10.2018
Marepuan: PPC-P

Ne maTephana: 228004

GMID: 673987

Ne cepun: 80001252

Ne cepun nocTaBlIHKa: 3180524

Jara npownspoacTea: 20.08.2018

Jara nosTopHOro 20.02.2020 Crpana

KOHTpONS: Ha3HAYEHHS:

Ne creiHHKaUmH.

CGN-SPEC-RM-000185 /2.0

MMokazarenu

XapakTepucTHKH

OnHcanue

MoanHHHOCTL

MopnunHocTs (xpomaTorpadmueckuit
MeTona)

[MoanuuHOCTE
(mzodochaTUINNXONUH)

Monnunnocts {dhochaTnannxonnH)
KoanvecrsenHoe onpegeserne

Tokodepon

Dochatnarnxonut (B nepecyere Ha
Ge3poaHOE BEUIECTRO)

JluzodochaTHanunxonrH (B nepecuete
Ha 0e3BOAHOE BELIECTRO)

YueroTa

CeuHen

PryTe

Kaamuit

Hoawoe uncno

[lepexucHoe yucno
ConyTcreyrowie docdonunuas
DraHon

S3THNMETHIIKETOH

Boaa

ExCertReleaseEl_nat.xml

Mocnenie mmenenna 22.03.2018 1141
Caen Wymaep. cayxGa koHTPONA KasiscTea, Ten. 2028

Hopmsi npu euinycke

HENTOBATAA INIACTHUHAA MAcCa C
0PEXONOAODHBIM JANAXOM

COOTBETCTBYET CTaHAAPTHOMY obpasily

COOTBETCTBYET

COOTBETCTBYET

0,10-0,30

90,0 - 96,0

0,0-6,0

0-5
0,0-0,1
00-0.2

0-10

HE OTPENENTHMO
4,0-8,0

0 - 500
1,0-30

PesyabTathl

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

Iepuoa.tect

92.8 % (macc./macc.)

1,9 % (macc./macc.)

Hepuon.tect
[Tepnoa.Tect

[Tepuon.tect

3

COOTBETCTBYET

7.1 % (macc./mMacc.)
< 30 ppm

i,1% (Macc./Macc.)

Crpannua 1 m3 2




«A. Hattepman 3 Cue. FM6X»
KomnaHua «Carodu»
Harrepmannane 1

50829 Kenun, Fepmanus

SANOFI .z

Cepraduxar ananmsa

Ne zakaza: Ne menbitanus: 240937 Brinyweno: 17.10.2018
KucnotHocTs 0,0-0,5 Ilepuon.Tect
MukpobHoorHuecKas YHeTOTA
Obuee YHCIIO apobHbIx 0 - 100 [Mepuon.tect
muxpoopraHusmoB (TAMC)

JurepobakTepnn 7} Ipyrue oOTCyTCTBYeTB I T [lepnon.tect
TPaMOTPHUATENILHEIE GaKTepiHH
Escherichia coli OTCyTCTBYeTB I T Iepuon.tecr

Pseudomonas aeruginosa
Staphylococcus aureus

BakTepuansHble 3H10TOKCHHEI

orcyTcTeyerB 1 r
OTCYTCTBYETB I T
0-10

[Tepwon.tect
[Mepuon.tect

[epuon.tect

JlaHHaa cepHA COOTBETCTBYET
cneurbHKALH,
OTaen KOHTPONA KAYECTBA

Bonwdraur Xepmanuc

Onepaunn no
ofecnevyeHNn0 KavecTBa

JI-p bertuna HinomGurua

HauansHuK OTAea KOHTPONA KaYecTBa VNoaHOMOYEHHOE JIHLIO
Jlara Boinycka: 08.10.2018 B 16:56:58 3tk [Tutepc
Jannblii nokyMeHT GbLT cO38aH B INEKTPOHHOH hopMe 1 aeHcTBHTENEH €3 MoaNKCH.
ExCertReleaseEl_nat.xml
Crpannua 2 w3 2

Mocnennne iavenenna: 22.03.2018 11:41
Cren llymacp. cnysba koHmponn xayecres, Ten, 2028




m FAMAR

ti'.\llll(\Rl SERVIOGRES

Certificate of Conformity

05502351 ESSENTIALE N 250MGI5ML 5 AMP. (RU) SCSL

Customer material code: 595126

9.004 UN

Batch: 154710A

Date of manufacture: 28.01.2019%

API Batches used

Quantity released:

Expiry Date: 01.2022

Code Description BatchNr  Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 uQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1804524 3180531
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow solution, practically Conforms
free from particles
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,042 1,009
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
ETHANOL IDENTIFICATION Simiiar to standard Conforms
BENZYL ALCOHOL. IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
VOLUME >=50ml 52ml
PH 7,595 8.8
EPL TITLE 261.3-288.8mg/5ml 271,8 mg
BENZYL ALCOHOL TITLE 428-47.3mg/5ml 44 0 mg
LPC <=20.0mg /& mi 54 mg
ETHANOL <=25.1 mg /5 ml 22,5 mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/mI < 2,50 EU/ml
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns) 0-6000 555
PARTICULATE MATTER (> or = 25 microns) 0-600 4

Deviationa: NO fpf YES
Description o h

PNT:

[ 1 tfsignificant deviations {which may have an impact on the quality of product).
e event:

This product has been anallzed by SOP. 2189-3051

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.gr 1/2

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




m FAMAR

\II![ CARIL SERVIUHRS

Certificate of Conformity

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

Batch: 154710A Quantity released: 9.004 UN
Date of manufacture: 28.01.2019 Expiry Date: 01.2022
APl Batches used

Code Description Batch Nr Supplier Baich Nr
10500280 RIBOFLAVINA VIT, B-2 1801295  UQ71110196

10500852 FOSFATIONL COLINA PPC-P 1804524 3180531

Certification statement:
| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured, including
packaging and quality contro! 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.

Releaged by: Signature:
(Qualified person)

éuia LA e

Ol AR LS

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 @B
A Sanofi CompanyI SAN OFI LY
Nattérmannallee 1

50828 Cologne / Germany
Certificate of Analysis
Crder No: Test No: 240937 Issued:  17.10.2018
Material: PPC-P
Material No: 228004
GMID : 673987
{ Batch No: 80001252 |

{ Supplier Batch No: 3180524 )
Manufacture Date:  20.08.2018

\ Retest Date: 20.02.2020 | Destination:
Specification No. CGN-SPEC-RM-000185 / 2.0

Parameter Release limits Result
Characters
Appearance a faint yeflow mallsable mass of nutlike odour  conforms
ldentification
Identification (chromatographic test) conforms to reference conforms
Identification (Lysophosphatidyl-choline) conforms conforms
Identification (Phasphatidylchofine) conforms conforms
Assay
Tocophero! 0,10- 0,30 periodically tested
Phosphatidylcholine (dried subslance) 90,0 - 96,0 92,8 % (m/m)
Lysophosphatidylcholine (dried substance) 0,0-86,0 1.9 % {m/m)
Purity
Lead 0-5 periodically tested
Mercury 0.0-0,1 periodically tested
Cadmium 0,0-02 periodically tested
Peroxide value 0-10 3
Accompanying Phospholipids not detectable conforms
Ethanol 4,0-8,0 7.1 % {(m/m)
Ethylmethylketone 0-500 < 30 ppm
Water content 1.0-3,0 1,1 % (mim)
Acid value 00-05 pericdically tested

Microbiological Purity

Total aerobic microbial count (TAMC) 0-100 periodically tested

Enterobacteria and cenain other gram. neg. absend in 1 g periodically tested

bacter

Escherichia coli absentin1g periodically tosted
ExCeriStardingGMIDE|_nat.anl Page 1 of 2

Iumme T PP SO CUE




A. Nattermann & Cie. GmbH

SANOFI p

A Sanofi Company
Nattermannallee 1
50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 240937 Issued:  17.10.2018

Pseudomonas aeruginosa
Staphylococcus aureus

Bacterial endotoxins

absentin 19
absent in 1g

0-10

periodically tesled
periodically tested

periodically tested

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release dale: 08,10.2018 at 16:56:58 by Heike Peters
This document has been produced electronically and is valid without signature.

Quality Operations
Dr. Bettina Glombitza
Qualified Person

ExCerlStaringGMIDE]_nat.xml
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