JAEKJIAPAIIASI O COOTBETCTBUM

JEKJAPAHT, MPHHUMAIOIIWHA JEKJAPALIAIO O COOTBETCTBHHA

AO "Canoghu Poccur”

Ceedenus o pezucmpayuu opzanwsayuu: Mexcpationnan uticnexyus Pedepanvroii Haro2060t cayxcbot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, 0ama npuceoernus OI'PH 19.08.2002.

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

B nuye. Ienepanviiviii oupexmop Moo O.A.

Hosepennoe auyo: Cmenanos C.C., dosepenrocmy 6/w om 01.12.2017

3AABISIET, UTO

nexapcmeennoe cpedcmeo: Dccenyuane H, pacmeop dna sHympugennozo éeedenun 250 m2/5 ma 5 ma, amnynol
(5), ynaxoexu xonmypute naacmuxogvie (1), nauxu kapmonnvie, PY Ne I1 N016326/01 om 27.04.2010 ( oama
samensi 12.12.2016) svidano AQ "Canogpu Poccun”, cepun 1558504, napmus 7820 ynaxoeox, 200eH 0o
01.02.2022, npouseoocmea ®amap Xenc Kea Cepeuces Madpuo C.A.Y., Henanua, Famar Health Care Services
Madrid, S.4.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, koo OKIIJ2 21.20.10.114, ko0 TH B3I
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9485062918 om 30.04.2019

COOTBETCTBYET TPEBOBAHMAM

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

JEKJIAPAITASA ITPHHATA HA OCHOBAHHUH

npomoxon ucnstmanuii Ne 12200 om 07.05.2019 HJI OO0 HL] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC ES.®M08.C39575 om 08.05.2019

A Ny :
w
FETer) .

quﬂa.c;m'
«Canog/Wdbccna

Crenanos C.C.
.10

CBEJAEHMS O PETUCTPAIINHU

OPTAH IO CEPTHOHKAILIUH, 3APETHCTPHPOBABIIHI JEKJIAPAIIHIO

RA.RU.11®M08 OPTAH IO CEPTHOHKAIIHH TPONVKIJHH OBLECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTBIQ "OKPY)XHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzara no
cepmudpurayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, 6e6-
catim: oyxkx.pgh.

,I[EAI[PIH O COOTBETCTBHYH 3APETHCTPHPOBAHA M POCC RU J-ES. ®M08.4.23442/19

Kavan E.B.
3am. pykosomurens OC
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HEALTI AL SERVIUES

CepTudukar cooTBeTcTBHS

05502351 Sccennnane H 250mr/Sma. 5 AMIL (PY) SCSL
Kon Marepnana 3akasumka: 595126

Cepus: 155850A

Jarta npouseoactsa; 06.02.2019

Brinymientoe konyugecrso: 7 820 EJ[
Jlara oxoH4aHMA cpoka rogHocTh: (02,2022

Henonrsosannbie cepin dapmanesTHYeckoil cyGeTanumn

Kon Onucanue Ne cepun Ne cepMH nocTaBLIMKa
10500280 PUBODJIABHH BUTAMHH B-2 1801295 UQ71110196
10500852 GOCOATHANN XOJHH PPC-P 1804532 3180541
PE3YJBTATHI AHAJIM3A
NMOKA3ATEMHU HOPMbLI ITPH BBITTYCKE PE3YJLTATHI
OITMCAHHE Tpospaunniil sxenteill pacTBop, CootsetcTBYeET
MPaKTHYECKH He CONEPHHT
MeXaHMHECKUX BKMOYeHui
[TPO3PAYHOCTL Crenens | MakcHMyM CooTBeTcTBYET
OBETHOCTB Xentriit CooTtBeTCTBYET
IMnotHOCTE 1,007-1,012 1,009
ToanMHHOCTE 3cCeHUNATBHBIX CoOTBETCTBYET CTAHAAPTHOMY CooTtBeTCTBYET
tdochomunuaos (EPL) obpasiy
Hoaaunnocts nm3odocharnamwixonsna CoOTBETCTBYET CTAHAAPTHOMY CooTBeTCIBYET
(LPC) obpasiy
IMNOJJIMHHOCTL 3TAHONA CooTBeTCTBYET CTaHAaPTHOMY CooTBeTCTBYET
ofpaziy
TNOJJIMHHOCTE BEH3WJIOBOT'O CooTBeTCTRYET CTAHAAPTHOMY CootBeTcTRYET
CIIHPTA obpaziy
NOANMHHOCTL PUBO®IIABHHA XKentosaro-3enensiii nog Y& CooteeTcTBYET
H3Ty4eHHeM
OBBEM >5,0mMn 52mMn
PH 7,5-9,5 8,7
Conepxanne EPL 261,3-288,8 Mr/S mn 2724 mr
Coneprxanue GeH3UNOBOTO CIMPTA 42,8-47.3 Mr/5 ma 45,9 Mr
Jimmedocharnauixonus (LPC) <20,0 Mr/5 Mn 6,1 mr
3TAHON <251 Mr/5 Mn 23,5 wMr
BAKTEPHUAJIBHBIE SHAOTOKCHHbBI 0,00-35,00 E3/mn <2,50 E3/Mn
CTEPMNBHOCTD CooTBeTcTBYET CootBercTBYET
MEXAHHWYECKHME BKJIIOUEHHSA (> win ~ 0-6000 78
= 10 MuKpoH)
MEXAHWYECKHE BKNIOYEHHA (> wan  0-600 0
= 25 MHKPOH)

Orxnonenus: HET [x] JJA [ ] Ecii OTIJIOHEHHS CYIIECTBEHHB! {(KOTOPEIE MOTYT NIOBJHATS Ha KAYECTBO NPOAYKTa).
OmicaHue SBNEHAS:

PNT:
HJanHelil npenapar npoaHaaM3UpoBaH B cooTeeTcTBHM ¢ COIT: 2189-3051

«®@amap XKC, C.A.Y.» — AseHznua Jleranec 62-28923-Anopkon-Manpun-Henanus
www.famar.gr

Jinuensus Ha npouspoacTBo 6481E/Ne ceprudpmxara GMP ES/079HVI/18*
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HNEALLTH ¢CCARE SERVIUCRES

CeptuduxaTt cooTBeTcTBHS

05502351 Iccenanane H 250mr/Smn. § AMIL. (PY) SCSL
Koz mMateprana 3akazunka: 595126

Cepus: 155850A BrinyuwiesHoe konmiectso: 7 820 ENT
Jara npomseoactaa: 06.02.2019 JaTta okoHwaHuA cpoka rofgHocTy: 02,2022

Hcenons3oBannbie cepil papmaueBTHYECKol cyGeTanumn

Kon Onucanue Ne cepuu Ne cepHM NoCTABUINKA
10500280 PUBODMNABHH BUTAMHH B-2 1801295 UQ71110196

10500852 SOCPATHHHUI XOJIHH PPC-P 1804532 3180541

3anpaenne 0 cepTHMKALMI:
HacTtosluum s noaTeepknal0, 4To NpeacTaBiAeHHAs BLE HHPOPMALHS ABAAETCA NOMIHHHOK H TOWHOH.
HanHan cepus npenapara GbLia NMPOH3BENEHA, BKIOYAs YNAKOBKY H KOHTPOJIb KA4ECTRa, B MONHOM
cooTBeTCTBHH ¢ TpeGoBaHHAMMU Npapun Haanexaniedh Npou3BOACTBEHHOMN MPAKTHKMY, YCTAHOBIEHHBIMM
MECTHBIMH PETYNATOPHLIMH OPTAHAMH, 8 TAKKE B COOTBETCTBHH CO CNIEIIMHKALIHAMH,
NpeyCMOTPEHHBIMH PETHCTPALMOHHEIM YIOCTOBEPEHHEM CTpatb-nMnoprepa. Otuers no obpaborTke,

yNakoBKe H aHATH3y cepHH GLLY MPOBEPEHE! H NPK3HAHK COOTBETCTBYIOLIMMH TPeBOBAHMAM TIPABHI
GMP.

Brioan: Jlyne Pamupes Moannce:
(YnomHoMo4YeHHOE JHLIO) Moanucs/ 12 Anp.2019

«®amap XKC, C.A.Y.» — Apennua Jleranec 62-28923-Anopxon-Maapun-Henanus
www.famar.gr

Jluuensus Ha nponseoncTeo 6481E/Ne ceprndukara GMP ES/079HVI/18*




«A. Hatrepmann 3ua Cue. I'm6X»
Komnanus «Cavodmn
Hatrepmannane 1

SANOFI g

50829 Kennn, FepManua
Cepruduxar anaansa
Ne zakasa: Ne enbitanus: 243746 Brimymeno: 11.12.2018
Marepnan: PPC-P
Ne marepuana: 228004
GMID: 673987
Ne cepun: 80001571
Ne cepny nocrasinuka: 3180541
Jata npoussoacTea; 30.10.2018
JlaTa noeTopHOro 30.04.2020 Crpana
KOHTpONS: Ha3HaYeHHA:

Ne cnennduranyn.

CGN-SPEC-RM-000185 /2.0

Noxazatenn

XapakTepucTukH

Onucanue

TopnnHHOCTL

ITomminaOCTE (XpOMaTOrpadMyeckuii
MeTo.)

[MopnmHHOCTL
(msodocaTuaunxonnn)

INomnunnocTs (pocdaTumwnxonun)
KonnuecTpeHHOR OnpeneeHne

Tokodepon

QocharunnmixonuH (B nepecyere Ha
6eaBosiHOE BelileCTBO)

Juzodocharuannxonnt (8 nepecuere
Ha Ge3BonHOE BEILECTRO)

YuctoTa

Ceuney

Poyms

Kanmuti

Hopwoe yucno

I[TepexncHoe 9ucio
Conyrcreyromne Gocdoamnu s
3raHon

STHIMETHAKETOH

Bona

ExCertReleaseEl nat.xml

NMocneaniie vamenenna 22.03.2018 11:41
Caen Lllymaep, cnywba koNTPOAA xayecTa, Ten 2028

HopMmel npu BbINycKe

WEATOBaTad NIAaCTHYHAaA Macca ¢
OPEXOI'IOII.OGHBIM 3anaxoM

COOTBETCTBYET CTAHAAPTHOMY 06pasiy
COOTBETCTBYET

COOTBETCTBYET

0,10-0,30

90,0 - 96,0

0,0-6,0

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

0-10

HE onpeennmMo
4,0-8,0

0 - 500
1,0-3,0

PeayabTatnl

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

95,7 % (macc./'Macc.)

1,4 % (macc./Macc.)

ITepnon.tect
Tepuon.tect

Neprop.tect

2
COOTBETCTBYET
7,2 % (macc./Macc.)

<30 ppm

1,5 % (macc./Mace.)
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Harrepmannane |

50829 Kenen, Mepmannn
Cepridukar anaansa
Ne 3akaza; Ne nenbiTanng: 243746 Brimymeno: 11.12.2018
KucnotHocTs 0,0-0,5 Iepuoa.tect

MukpoGiosornueckan 4HCTOTA

Obuwee YUCTIO aspobueix 0 - 100 Flepnon.rect
MHKpoopraninaMos (TAMC)

OHrepobakTepHu H Ipyrue OTCYTCTBYeTB T I[lepuon.tect
rpaMoTpHLAaTEILHEE fakTepuu

Escherichia coli OTCYTCTBYETB 1 T Tlepuon.Tect
Pseudomonas aeruginosa OTCYTCTRYET B 1 T Tlepnon.tect
Staphylococcus aureus oTCyTeTByeTB 1 1 MNepron.Tect
BakTepHanktHEIe 3HIOTOKCHHEI 0-10 Mepuon.tect

JlaHHas cepus COOTBETCTBYET

cneudduKanm.

OTaen KOHTPOA KavecTsa Onepauun no
ofecneyenyio KavMecTea

Bonbgranr Xepmamnc J-p Berrina LlnoMGuTua

HauanbHHk oTAENa KOHTPONA Ka4yecTsa VoAHOMOYEHHOE UL

JlaTa Beinycka: 05.12.2018 B 09:09:23 AMuua Ankatyp

Haunuiit aoxymeRT GBI CO30aH B 31eKTPoHHOT (opMe H nelicTBuTeNIeH Ge3 noamucH.

ExCertReleaseEl_nat.xml

Flocaennve HameHennn: 22.03.2018 11:41
Coen [lymaep, crysta kOHTPONR ka4ecTea, Ten. 2028

Ctpa Hi2



am FAMAR

NEALTH CARL SLRVIUES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL
Customer material code: 595126
Batch: 155850A

Date of manufacture: 06.02,2019

Quantity released: 7.820 UN
Expiry Date: 02.2022

AP] Batches used

Code Description BatchNr  Supplier Batch Nt
10500280 RIBOFLAVINA VIT. B-2 1801295  UQT1110198
10500852 FOSFATIDIL COLINA PPC-P 1804532 3180541

ANALYTICAL RESULTS

RESULTS

TEST RELEASE
SPECIFICATIONS
APPEARANCE Claar, 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 o standard Conforms
BENZYL ALCOHOL IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
VOLUME >=5,0ml 52ml
PH 7,595 8.7
EPL TITLE 261.3-288.8mg /5 ml 2724 mg
BENZYL ALCOHOL TITLE 42.8-47.3mg/5ml 459 mg
LPC <=20.0mg /5 ml 6,1mg
ETHANOL <=25.1 mg/5ml 23,5 myg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/mi < 2,50 EU/mI
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns) 0-6000 78
PARTICULATE MATTER {> or = 25 microns) 0-600 0

Deviations: NO 9(] YES

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

Manifacturing License 6481E 7 GMP Certificate Number ES/079HV1/18*

[ 1 ifsignificant deviations (which may have an impact on the quality of product),
Description of the event:

112




m FAMAR

Il] ALTH CARE SERVIHES

Certificate of Conformity

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

Batch: 155850A Quantity released: 7.820 UN
Date of manufacture: 06.02.2019 Expiry Date: 02.2022
API Batches used

Code Description Batch Nr  Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801285  UQ71110196

10500852 FOSFATIDIL COLINA PPC-P 1804532 3180541

Certification statement:

I'hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured, including

“packaging and quality control in full compliance with the GMP requirements of the local Regulatory Authorily and with the specifications
in the Marketing Authorization of the imposting country, The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Released by: Signature:
{Qualified person)

L Uls A mcaen

AL APA 15

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

Manufacturing License 8481E / GMP Certificate Number ES/079HVI/18* L



A. Nattermann & Cie. GmbH G
A Sanofi Company SANOFI LY
Nattermannalies 1
50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 243748 Issued:  11.12.2018
Material: PPC-P
Material No: 228004
GMID : 673987
Batch No: 80001571

Supplier Baich No: 3180541
Manufacture Date: 30.10.2018
Retest Date: 30.04.2020

Destination:

Specification No. CGN-SPEC-RM-000185 /2.0

Parameter Release limits Resuit
Characters
Appearance a faint yellow malleable mass of nutfike odour  conforms
Mentification
Identification {chromatographic test) conforms ta reference conforms
Identification (Lysophosphatldylchollne) conforms conforms
Identification (Phosphatidylcholine) conforms conforms
Assay
Tocopherol {dried substance} 0,10-0,30 periodically tested
Phosphatidylchoiine (dried subsfancs) 90,0 - 96,0 85,7 % (m/m)
Lysophosphatidyicholine (dried substance) 0,0-6,0 1,4 % (m/m)
Purity
Lead 0-5 periodically tested
Mercury 0,0-01 periodically tested
Ladmiurm 0=0:2 periodically tesied
Peroxide value 0-10 2
Accompanying Phospholipids not detectable conforms
Ethanol 40-8,0 7.2 % (m/my)
Water content 1,0-3,0 1,5 % (m/m)
Acid value 00-05 periodically tested
Ethyimethylketone 0-500 <30 ppm
Microbiological Purity
Total aerobic microbial count (TAMC) 0-100 parlodically tested
Enterobacteria and certain other gram. neg. absentin1g periodically tested
bacter
Escherichia coli absentint g perlodically tested’

ExCertStartingGMIDEI_nat.xmi
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A. Natterma n & Cie. GmbH e,
A Saano% r‘C1>t')'t:l\'1pany| S A N O F | & _ﬁ
Nattermannaliee 1

50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 243746 Issued:  11.12.2018
Pseudomonas aeruginasa absentini g periodically tested
Staphylococcus aureus absentinig periodically tesied
Bacterial endotoxing 0-10 petiodically tested

This batch conforms to the specification.

Quality Control Quality Operations
Wolfgang Hermanns Or. Battina Glombitza
QC Manager Qualified Person

Release date: 05.12.2018 al 09:09:23 by Amina Alkatout
This document has been produced electronically and is valid without signature.
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