TEKJIAPAITVISA O COOTBETCTBHU

NEXJTAPAHT, IPHHEMAIOIIIA JTEKJIAPALIIIO O COOTBETCTBPIH

AO "Canodpu Poccun"

Japezucmpuposano : Mesxcpationnas uncnexyui MHC Poccu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocxea, ynr. Teepexan, 0. 22. Tenedon/haxc: 8 (495) 721-14-00/721-14-11

B auye: I'enepanvuutti Qupexmop Adavan H.B.

Hosepennoe nuyo: Cmenanoe C.C., gogepernocihs 6/n om 01.12.2017 2.

3AMABJAET, UTO

aexapcmeennoe cpedemeo: Sccenyuane H, pacmeop oasn snympugennozo eeedenun 250 m2/5 mn 5 mn, amnynor
(3), ynaxoexu xonwmypHvie naacmurogsie (1), nauxu xapmonnvie, PV Ne 1T N016326/01 om 27.04.2010 ( oama
samene 12.12.2016) ewrdano A0 "Carnogu Poccus”, cepus 1359504, napmus 8625 ynaxoeox, 2o0eH 00
01.07.2021, npouseodcmea Pamap Xeac Kea Cepsuces Madpuod C.A. Y., Henanun, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, kod OKII[[2 21.20.10.114, koo TH B3[]
3004900002, xoumparm Ne 250/40056192/F-2 o 20.10.2010, unsoiic Ne 9085306426 om 19.09.2018

COOTBETCTBYET TPEEOBAHHAM

IT N0O16326/01-190511 usm. Ne 1-4

JEKJAPATINAA IIPMHATA HA OCHOBAHHWA

npomoxon wcnoimanuti Ne 2770 0 om 27.09.2018 HJI Q00 HI] "®APMOEQOPOHA", animecmam
arxxpedumayuu POCC RU.0001.21DJ140, Cepmughuram POCC ES. @M08.C23841 om 28.09.2018

iH.G(b"‘ POCC
sin AD

Crenanos C.C.
(419 D.N.0

CBEJAEHHA O PETHCTPAIINM

OPTAH IO CEPTU®UKAIIUHA, SAPETICTPHPOBABIIHAN AEKJIAPAITHIO )
RA.RU. 11 PM08 OPTAH IO CEPTHOHKAIIHH ITPOIVKIIHH OFHIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHITPOJIA KAYECTRA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 3. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugurayuy: 115280, POCCHA, zopod Mocrea, yn. Macmepkosa, 9. 4, sm. 5., men.:(495)788-02-88, geb-
caim: OYKK. qu

,I[EKJ;[@{’ JI0) COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU JJ-ES.DM08.A.02485/18

AATA ,?Emcﬁmgm 28.09.2018

_— 7 Hugenxo H.b.
HOANMCH Pyxosoautens OC




SANOFI
®amap Xenc Kea Cepsuces Magpua C.A.Y., Ucnanus
CEPTHOHKAT AHAJIH3A

Jccennmane® H, pacreop ajisi BHYTPHBEHHOTO BBeIeHHS AMITYJIBI TEMHOFO CTEKJIA
250 mr/SMa N5

Cepus: 135950A

JlaTta npoussoactea: 05/07/2018

T'oged no: 07/2021

HJLITNO016326/01-190511

MOKA3ATEJIHN HOPMBI PE3VYJIBTATbHI
OnucaHue ITpozpaynplif KENTHIH pacTEop CooTBetcTBYeT
ITpozpautocTe* Hpernapar Jo/mKeR BBLIEPKUBATE CpasHeHHe co | COOTBETCTBYET
CTaHJapTHOH cycnieHsueii 1.
HoammHHOCTE:
-pocarnauixomuna u Rt (0bpazna) = Rt (crangapr). CootBercTyeT
m3odochaTIIXOMIHAA
- 3Ta”Hoj1a Rt (obpazua) = Rt (crangapt). CootgreTcTBYET
- CIHPTa GCH3UIIOBOTO Rt (o6pasua) = Rt (craamapr). CootBercTByYer
- pubodnaguHa Spxas dbmoopecuennys xearo-3enenoro usera. | CooTBETCTBYET
pH 7,5-9,5. 8.8
H3pnexaeMsiit 00beMm He menee 5,0 ML 5,2 Mn
OTHOCHTENIbHAS IUTOTHOCTD 1,007 —-1,012. 1,009
CTepHUnbHOCTE Ipenmapat foJpkeH GBITh CTEPUIILHBIM. Cootrercreyer
baktepranpubie 3H0TOKCHHEI** | e Gonee 35 DE/ML. <2,50 E3/mn
MexaHnyeckne BKIIOYEHHS ™
- BUAMMBIE YACTHIBI JNOJKHEl 0TCYTCTBOBATS. CoorsercTBYeT
- HEBUIMMBIE HACTHIE] pasmepoM > 10 MxMm He Gonee 6000/ammyny 273
pasMepom > 25 MM He Hosee 600/ammyny 6

Toxcnunocre* INpenapat nomken ObITH HETOKCHYHBIM, CoorBercTBYET
Coznep:xkanue sranona* He Gonee 25,1 Mr/5mu 23,5 Mr
KonuuectBeHHOE copepxanne®**:
- rocaTuguIXoNHHA 261,3 — 288,8 Mr/5mn 277,0 Mr
- nu3odochaTux oA - e 0onee 20,0 Mr/Sma 5,4 Mr
- cnupTa OEH3UIOBOTO 42,8 — 47,3 mr/5mn 46,3 Mr

* - nokazatelb BBEieH To TpeSoBanuo PapMakoneHHOro KOMHTETa, BHpPMa FrapaHTHPYET KA4€CTBO [0
JaHHOMY NI0Ka3aTello.

*¥ - npenennHOE cofepKanie OGaKTEPHANLHBIX S3HAOTOKCHHOB cHIKeHO ¢ 50 EU/Mn no 35 EU/M oo
Tpebopanuio ®apmMakorneiiroro KOMHUTETA.

F¥*% - HopMb! yKaszaHpl Ha KOHEIL CPOKA FOIHOCTH, OHM OTJIMYAIOTCA OT HOPM, IIPE/ICTABIEHHBIX B
CEePTHQHKATE aHAIK3A,

YxazanHas cepus IIPOU3BeICHA BKIOYAs YIIAKOBKY H KOHTPOb KAUECTBa B COOTBETCTRHH C
ACHCTBYIOINAMH TPeOOBAHUAME PETHCTPAIIOHHOTO AOChE H IIPABUAAMHE HAIeKAILeH NPAKTHKY
TIPOH3BOACTBA JIEKAPCTBEHHEIX cpeacTs (GMP).

Pemenne: Bemymen 10/09/2018 YnonHoMouenHoe uno: Maria Dolores Cabornero

AQ «Canodin Pocens»
Asapec: F25009, Mockpa. yn. Teepegan, 22 Ten: (495) 721-1400. axe: (495) 221-14 11, www.sanoli.su



CARL SERVIOCES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. {RU) SCSL
Customer material code: 595126
Batch: 135950A

Date of manufacture: 05.07.2018

Quantity released: 8.625 UN
Expiry Date: 07.2021

APl Batches used

Code Description Batch Nr Supplier Bateh Nr
10500280 RIBOFLAVINA VIT, B-2 1801295 uar1110106
10500852 FOSFATIDIL COLINA PPC-P 1705007 3170491

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS
APPEARAMNCE Ciear, yellow solution, practically Conforms
free from parnicies
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,012 1,000
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Simjlar to standard Conforms
ETHANOL IDENTIFICATION Simillar to standard Conforms
BENZYL ALCOHOL IDENTIFICATION Simitar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowlsh at UV fight Conforims
VOLUME »= 5,0 mi 52ml
PH 7,5-8,5 8,8
EPL TITLE 261.3-288.8mg/5mi 277.0mg
BENZYL ALCOHOL TITLE 42.8-47.3mg/5ml 46,3 mg
LPC <=20.0mg /5 ml 54 mg
ETHANCL <=251mg/6mj 23,5 mg
BACTERIAL ENDOTOXINS 0.00-35,00 EU/mI < 2,50 EU/mI
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns} 0-6000 273
PARTICULATE MATTER (> or = 25 microns) 0-600 8

Deviations: NO DM YES

PNT:

This product has bgen analized by SOP: 2189-3051

Famar HCS, 5.A.U. - Avenida Leganés 62-28523-Alcorcon-Madrid-Spain www.famar.gr

Manufacturing License B481E / GMP Certificate Number ES/079HVI/B*

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

142
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HEALTH CARL SERVIUCES

Certificate of Conformity

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

Customer material code: 595126

Batch: 135950A Quantity released: 8.625 UN
Date of manufacture: 05.07.2018 Expiry Date: 07.2021

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801285 uQ71110186
10500852 FOSFATIDIL COLINA PPC-P 1708007 3170491
Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured, inciuding
packaging and quality control in full compliznce with the GMP requirernents of the local Reguiatory Authority and with the specifications
in the Marketing Autherization of the imparting country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Released by: AN DOLORES CARORNWERD Signature:
{Qualified person) i
ST
P W
losep (B
Famar HCS, S.A.U. - Avenida Leganés 62-28823-Alcorcon-Madrid-Spain www.famar.gr 212

Manufacturing License 6481E / GMP Certificate Number ES/O79HVI18*




A. Natt & Cie. GmbH o
A'Sanofi Company SANOF! . g
Nattermannallee 1

50829 Cologne / Germany
- Certificate of Analysis
Order No: Test No: 220707 Issued:  11.07.2017
Material: PPC-P
Material No: 228004
GMID : 673987
|_ Batch No: 70000525 § 6“:‘5

| Supplier Batch No: 3170481

Manufacture Date:  08.03.2017
Retest Date: 08.09.2018 Destination:
Specification No. 11.228004 / 16

Parameter Release limits Result
Characters
Appearance a faint yellow malleable mass of nutlike odour  conforms
Identification
ideniffication {chromalographic test) conforms to reference conforms
Identification (Lysophosphatidyl-choline) conforms conforms
Identification (Phasphatidylcholine) conforms conforms
Assay
Tocopherol 0,10-0,30 petiodically tested
Qil assay (dried substance) 0,0-4,0 periodically tested
Phosphatidylcholine (dried substance) 90,0 - 86,0 95,8 % (m/m)
Lysophosphatidyicholine (dried substance) 0,0-8,0 1,0 % (m/m)
Purity
Lead c-5 periodically tested
Mercury 0,0-01 petiodically tested
Cadmium 0,0-0,2 periodically tested
lodine value periodically tested
Peroxide value 0-10 2
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 1,0 % (m/my)
Acid value 0,0-05 periodically tested
Microbiological Purity
Total aerobic microblal count {TAMC) 0-100 periodically tested
ExCertStatingGMIDE!_rat.xml Page 1 of 2

Tt ot 454 200 1Y
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A. Nattermann & Cie. GmbH
A Sanueﬁ Comnpany]e " , SA N O F | '::}

Nattermannaliee 1

50829 Cologne / Germany
- Certificate of Analysis
Order No: TestNo: 220707 Issued:  11.07.2017

Enterobacteria and cerfain other gram. neg. absentin 1g periodically tested

bacter

Escherichia coff absentin 1g periodically tested

Pseudomonas aeruginosa absentinig periodically tested

Staphylococcous aureus absentin1g periodically tested
——Bacteriatendotoxins— 048 pedodically tested

This batch conforms to the specification.

Quality Control Quality Operations
Walfgang Hermanns Dr. Andrea Giillmann
QC Manager Qualified Person

Release date: 27.04.2017 at 06:26:22 by Anja Heinrichs
This document has been produced electronically and is valid without signature,

ExCertStariingGMIDEI_nat.xml

Dt bastowmt: $£90.8013 $10) Page 2 of 2
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