AEKJAPAIIMSA O COOTBETCTBUA

JAEKJIAPAHT, IIPUHUMAIOOIAH AEKJIAPAITAIO O COOTBETCTBHM

AO "Canoghu Poccuan"

Ceedenus o pezucmpayuu opeanuzayuu: Mexcpationnas uncnerxyus Qedepanvroti Hanozoeoii cryxcbol Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npucevenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepekaa, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvustii oupexmop Monxe O.A.

Hoeepennoe nuyo: Cmenanog C.C., dosepennocms 6/ om 01.12.2017

3ASBISIET, YTO
hexapcmeennoe cpedcmeo: dccenyuane H, pacmeop 0ns enympueennozo esedenws 250 ma/5 mn 5 ma, amnyno

(3), ynarosxu xonmyprvie naacmuxoevie (1), nauku kapmonnwie, PY Ne IT N016326/01 om 27.04.2010 ( dama
samenwr 12.12.2016) svidano AO "Canoghu Poccun”, cepus 1467104, napmus 7955 ynaxosox, zodex do
01.11.2021, npouzsoocmea @amap Xenc Kea Cepsuces Madpuod C.A.Y., Henanus, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain xod OKITI2 21.20.10.114, koo TH B3]
3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485061086 om 09.01.2019

COOTBETCTBYET TPEBOBAHHSIM
I N016326/01-190511 uzm. Ne 1-4

JEKJIAPAITASA ITPHHATA HA OCHOBAHHHA
npomoxon ucnoimanuti Ne 900 om 17,01.2019 HJT OO0 HL[ "©®APMOEOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21DJT40, Cepmugpuxam POCC ES. OM08.C31673 om 17.01.2019

JATA II]?I/IHHIJQ_?I JAEKJIAPATIVH 17.01.2019

Crenanos C.C.
O.H.0

CBEJEHUA O PETUCTPAITNA

OPI'AH I10 CEPTHOHUKAINNNA, 3APETUCTPHPOBABUINI JEKJIAPAITHIO

RA.RU 11®OM08 OPIAH IO CEPTHOHKAIWH TPONVKI[HH OFIECTBO C OIPAHHUEHHOH
OTBETCTBEHHOCTEIO "OKPYIKHOM! IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
caim. oyRK.peh.

AEKJIAPATIVIS O COOTBETCTBHH 3APEI'MCTPUPOBAHA M POCC RU J-ES.®M08.A.12869/19
J};ATA PEFHCTPAIII/IH 17.01.2019

N Hunenko H.B.
: %“Cb Pyxosomurens OC
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Ceprudukar coorBercTBHS

05502351 Jccenuuane H 250mr/5ma. 5 AMIL (PY) SCSL
Kon marepnana 3akasunka: 595126

Cepun: 146710A

Jara npomssogcraa: 08.11.2018

Buinywennoe konuuectro: 7 955 EJ]
Jlata oxoHuaHus cpoka roauoctu: 11,2021

HenonsioBaibie cepin gapMaleBTHYECKOi cyGeranunn

Koa Ornucanuye Ne cepun Ne cepuu OCTaBIHHKA
10500280 PUBODIABHH BUTAMUHH B-2 1801295 UQ71110196
10500852 DPOCRATHINIT XOJKHH PPC-P 1705015R1 3170499
10500852 DOCOLATHIWI XOJIHH PPC-P 1705015R1 3170500
PE3YJBbTATHI AHAJIN3A
NOKA3ATEIH HOPMbI IPHU BLINNYCKE PE3YJbLTATHI
OIIMCAHHE Tlpospaunsiii xesToiil pacTBop, CooTteercTBYET
NPaKTHYECKH HE COAEPIKHT
MEXAHHYECKHX BKAYEHHI
[NPO3PAYHOCTL Creneds I MakcuMyM CooTBeTcTBYET
HBETHOCTBL HKeatwit CootaetcTRyeT
[TnorHoCTE 1,007-1,012 1 008
[ToAAMHHOCTD 3CCEHUHANBHBIX CoO0TBETCTBYET CTAHAAPTHOMY CooTtseTcTRYeT
dochoaunuaos (EPL) obpasiy
INoamsnHocTe NH30dhoCcaTHAIXOIHHA COOTRETCTBYET CTAHAAPTHOMY CooTeeTcTRYET
(LPC) obpasiy
NOJJTMHHOCTL 3TAHOJIA CoOTBETCTBYET CTAHAAPTHOMY CooTeetcTRYET
ofpasuy
HOANMHUHHOCTE BEH3HIIOBOTO CoOOTBETCTBYET CTAHAAPTHOMY CooTeeTcTRYET
CIIMPTA obpazuy
HOJIMHHOCTB PUBO®JIABHHA HKenrosaro-sesneHsiil non Y@ CooTBeTCTBYET
H3NydeHueM
OBFLEM >50mMn 5,2 M
PH 7.5-9,5 8.9
Conepwanne EPL 261,3-288.8 mr/5 mn 277, mr
Conepxanie GeH3HIO0BOTO CIIHPTA 42,8-47.3 mr/5 Mn 44,6 mr
Jnuwsodocdarnrunxonun (LPC) < 20,0 Mr/5 ma 5,5 Mr
DTAHOJ < 25,1 Mr/5 mn 23,5 mr
BAKTEPHUAJILHBIE SHZIOTOKCHHEI 0,00-35,00 ED/mn < 2,50 ED/Mn
CTEPHJIBHOCTB CooTBeTcTBYET CooTBeTcTBYET
MEXAHHYECKHE BKJIIOYEHWA (> unr 0-6000 207
= 10 MHKpOH)
MEXAHHYECKHE BKJIIOUYEHHWS (> une  0-600 3

= 25 MHKpOH)

Orknonenns: HET [x] JIA [ ] Ecnu 0TKIOHEHHA CYIIECTBEHHB! (KOTOPBIE MOTYT MOBJIMATH HA KAYECTRO NPOLYKTA).

OnucadHe sBAeHHA:

PNT:

Jannmii npenapat npoaHanusupoeaH B cooTeeteTsri ¢ COIT: 2189-3051

«@amap XKC, C.AY.» — Apenaua Jleranec 62-28923-Anopkon-Magpua-Mcenadus

www.famar.gr

Jlnuensng Ha npouseoAcTeO 648 LE/Ne cepTudukara GMP ES/079HVI/18*
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Ceprupuxar coOTBeTCTBHA

05502351 Jecenunane H 250mr/5ma. 5 AMIL (PY) SCSL
Koa matepuana 3akazunxa: 595126
Cepua: 146710A

BeimymenHoe kosamuectso: 7 955 EX
Ilata npouszeoactsa: 08.11.2018

Jlata oxoHuaHus cpoka rogHocti: 11.2021

HenoanlosanHeie cepiy papManeBTHYECKOH CyGeTaHuMN

Kon OnHcaHue Ne cepuu No cepud mocraBuipKa
10500280 PUBEO®HABHMH BUTAMMH B-2 1801295 UQ71110196
10500852 OOCDATHJINIT XOJIHMH PPC-P 1705015R1 3170499

10500852 GQOCOATHUINUIT XOJHH PPC-P 1705015R1 3170500

3ansnense 0 cepTHRURANHH!
HacroawimM 2 HOATREPKAAIO, YTO TIpE/ICTaBAeHHan Beitie HHGOpMaLMA ABIAETCA HOMTHHHON U TOUMHOIL.
HaxHas cepus npenapata Obia IPOH3BENCHE, BIIIOYAA YIIAKOBKY H KOHTPOL KA4ECTBA, B NOIHOM
coorsereTein ¢ TpeGosannamy npasxa Hamnexamefi npousBoACTBEHHON MPAKTHKK, YCTAHOBNEHHBIMH
MECTHBIMH PErYASTOPHBIMH OPTAHAMM, 8 TAXKE B COOTBETCTBHH €O CleLHDHKALHAMY,
NPENYCMOTPEHHBIMH PEMMCTPAUMOHHBIM YAOCTOBEPEHHEM CTPaHbI-UMITopTepa. OTueTh no odpadorke,

YIaKOBKE H aHaNMH3y CEpHK OpLIH NpOBEPECHB! H HPH3HAHBI COOTBCTCTEBYOIIHUMHK TpCﬁOBaHHHM fpasun
GMP.

Bripan: ITAPTHCHA POTAC Moanmcs:
(YnosHOMOYEHHOE AKIIO) Moanuck/ 19 nexadps 2018 r.

«Damap XKC, C.A.Y.» — Arennna Jleranec 62-28923-Anoprou-Manpua-Henanus 2/2
www.famar.gr

JInuensua Ha npoussoacTeo 6481E/Ne cepTudukara GMP ES/O79HVI/18*



«A, Harrepmami 314 Cue. I'mOX»
Komnanuus «Canodu»
Harrepmannase |

50829 KeasH, l'epmanns

SANOFI

CepruduraTt anannia

Ne sakasa: Ne ucnwitauns: 220774 Brinyweno: 11.07.2017
Marepuan: PPC-P

Ne marepuana: 228004

GMID: 673987

Ne cepun: 76000541

Ne cepun Nocrasuika: 3170499

Jlara npoussoicrea:

Jlata nosropuoro
KOHTPOAA:

Ne crreundurallin,

12.03.2017
12,09.2018

11.228004 /16

Crpana

Ha3lHA4YeHHUA!

Flokaszarean

XaparTepucrHru

Omnucanne

HoaanHHocteb

Hoamennocts (Xpomatorpaduuecknii

MeT01)

MoanunHoCTh
(mu3odocdaTHAHIXOIHH)

Tloaaunnocts (pocdarnanaxonun)
KoanuecTBeHHoOe onpeaeaeHne

Tokogepon

DochaTHANAXOANH (B MEPECHETe HA

0€380HOEC BEUIECTRO)

Jluzodocdaruanaxonun (B nepecuere

Ha OE3BOAHOE BEIUECTRO}
Yucrora

CBHHEL

Pryrs

Kaamnit

Hoxuoe uncio
lepekucnoe qucno
ConyTcTeytoutne gochornmniel
DTanoa
ITHAMETHAKETOH

Boza

KycaoTuocTs

ExCertReleascEl_nat.xmi

Hecacunze wsvesenna; 093003 1141
Caen Hlysiaep. cayida xowspoos xasecrea, 1o 2028

Hopmysl npn Beinycke

FCATORATAN NAACTHYHAA Maccac
0;)6)(0“0,&06]-![:]?\1 3anaxoM

COOTBETCTBYET CTaHAAPTHOMY 00pasity

COOTBETCTBYCT

COOTBETCTRYET

0.10- 030
90,0 - 96,0

0,0 -60

0-5
0.0-01
0.0-0.2

0-10

HE ONPEeAeUMO
4,080

0 - 500
1.0-3.0
0.0-0,5

PeiyanTaThl

COOTBCTCTRYCT

COOTBETCTBYCT
COOTBETCTBYCT

COOTBECTCTBYET

[Mepuoa.Tect

95,16 {mMacc./macc,)

1.0% {(macc./Macc.)

Mepuoa.tect
[lepuoa.tecr

Mepuoa.rect

2

COOTBETCTBYET
7.1% (macc.fmacc.)
< 30 ppm

1.0% (macc./Macc.)

IMepuoa.tect

Crpannua | u3 4




«A. Hatrepmann g Cue. FmOX»
Komuanin «Canodui»
Harvrepmannase |

50829 Keann, lepmanus

SANOFI

Ceprudmicar ananusa

No sakaza:

Ne wenwiTanua: 220774

Brinyeno: 11.07.2017

Mukpolioaornyeckas 9IcToTa

Odutee Y0 aIpOOHLIX

mMukpooprannivos (TAMC)

JntepodakTephi H ApyrHe

rpamMoTpHLAaTe/lbHbIE DaKTEPHH
Escherichia coli
Pseudomonas aeruginosa

Staphvylococcus aurens

BaxTepnaﬂ BHLIC 3HA0TOKCHHLE

0 - 100

oTcyTeTeyeTB I 1

OTCYTCTBYET B 1 1
OTCYTCTBYET B | I
OTCYTCTBYET B I T

0-10

ITepuoa.tect

flepnoa.tecr

flepnog.recr
Hepuoa.tecr
Hepuoa.rect

[iepnoa.tect

Jlanuas cepiis COOTBETCTBYET
crieH KA,
OT1aen KOHTPOAS KavecTBa

Boavdraur XepMatnc

HauwannAauk oraesna KOHTPOIA KAYECCTRE

Hara seinycka: 02.05.2017 8 07:17:22 Jiwecnka Bpyke

Onepannn no
ofecneueRMI0 KAaYeCTBAa

Il-p Anapes U'yabmann

YrnoanomoueHnoe AU

Jaunpiil AoxyMeHT Obla CO31aH B ek TpoHHoi dopme 1 AelicTrirrenieH 623 NOANUCH.

ExCertReleaseEL_nat.xml]

[ocaenme wvensusm: 160632013 11041
Crest Llvvaep. cayita KOHTPOIN KauecTa. te. 2018

Crpanuua 2 n3 4




«A, Hartepmans dna Cue. I'mGX»
Komnanus «Canodui»
Harrepmannase 1

50829 Keibh, 'epmanns

Ceprudukar anaauza

Ne 3akaza; Ne ucnwitamns: 220775 Beinyweno: 11.07.2017
Marepnan: PPC-P

Ne martepuana: 228004

GMID: 673987

Ne cepuit: T0006542

No cepuH NOCTABUIMEA; 3170500

Jlata npomieojcrea:

JHara nosroproro
KOHTpOAs:

Ne crieumd HKaluH.

13.03.2017
13.09.2018

11.228004/ 16

CTpana

HAZHAYCHHAL

Hokazarean

Xapakrepueruks

Onucadue

NozannuocTrk

FloarunHocTs (XxpomaTorpadieckuii

METOd)

toannunocts
{mzodochaTHAHIXOMIH)

Hozmnnocets (bocdaruanaxonun)
Kounuecrsernoe onpeaenenue

Tokodepon

DochaTtHanAXOINN (B MepecyeTe Ha

De3BoAHOE BEILECTRO)

KoauuecTrennoe OTIPCACIHCHHE MAC/Ta

(B nepecueTe Ha Oe3BoaHOE
BEIIECTRO}

JnzoocdaTaunxoant (B nepecuere

tia DE3BOIHOE BEiLECTBO)
Yuerora

CeHHEl

PryTh

Kanmnii

l::EOHHOC HHUCTO

TtepexicHoe YHCaO
ConyTcrBytouiie Gochonauinis
Jranosn

DTHAMETHAKETOH

ExCertRceleascEl_nat.xml

flocaezmie sesenesHna. 16692083 11:41
Ceen Hlyaaep. cayinla konrpuos xadeciaa. 1o 2008

Hopsbl Apu BeInyeKe

WEITOBATAA NHACTHHHAA Macca C
OpEXOEIO,ﬂOﬁ}ib]M 3AnaxoM

COOTBETCTBYET CTAHAAPTHOMY 0Dpasiy

COOFRCTCTRYCT

COOTBETCTBYET

0,10~ 0.30
90,0 -96.0

0.0-40

0.0 6.0

0-5
0.0-0.1
0.0-0.2

0-10

HE OFPEACIIHMO
4.0-8.0
0-500

Pesyasrarsl

COOTBETCTBYCT

COOTBCTCTRYECT

COOTBCTCTBYET

COOTBETCTBYCT

0,17 % {(Mmacc./macce.)

94,0% (macc./mace.)

1,1 % (macc./mace.)

1.2% (macc./Mace.)

[Tepuoa.Tecr
Hepuon.tecr
[Teproa.tect
Iepuoa.tect

2

COOTRETCTBYET
7.0% (macc./macc.)

< 30 ppm

Crpannua 3 u3 4




«A. Harrepmanu ana Cue. 'm6X»
Komnauus «Canothu»
Harrepmannane 1

50829 Keaon, 'epmanus

SANOFI

Cepruduxar anamuza

Ne 3akaza: Ne HeneiTanus: 220775 Buinymeno: 11.07.2017
Boaa 10-3.0 1,0% {mace./macce.)
KncaotHocts 0.0-05 0.2
MitkpoGuoaornieckas uueToTa
Ooiwee HHCIIO apobubix O~ 100 < O KOE/r

mukpooprannsnos (TAMC)

DurepodaxTepiti H apyrne

rpaMoTpHuatenbtble Sakrepun
Escherichia coli

Psendomonas aeruginosa
Staphvlococeus aurens

Bai{'repa AJTbHBIC FHIOTOKCHHbE

otcyteTayer s | ¢

oTcyTersyers b r
OTCYTCTBYET B I T
OTCYTCTBYETRB I T

0-10

[leproa.rect

Hepuoa.tect
Iepuon.Tect
Hepnoatect

< | KOE/r

JlanHas ceprs COOTBETCTBYET
cTeEHPHKALHH.

Orae KONTPOA KavecTBa
Boasranr Xepmannc

HauansHiK OTAea KOHTPOIA KavecTsa

Jata Beinycka:

28.04.2017 B 11:39:15 Aups Xeupuuc

Onepaunn no
obecneueH D KAUECTBR

H-p Auapes I'viibmans

VYHOAHOMOUSHHOR JIHUO

Jarnnit 10KyMeHT Ol co3nan B 3iertponnoll gopme v aelicTsurenen 6e3 noanucn.

ExCertReleaseEL_nat.xml

Tocaeasne irsvenenya; 16092612 114t
Ceen Ulywacp. cavieda somipois sadecraa. rei 2128

Crpannua 4 u3 4
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l!]‘\i TEH CARE SERVIUCES

Certificate of Conformity

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

Batch: 146710A Quantity released: 7.955 UN
Date of manufacture: 08.11.2018 Expiry Date: 11.2021
AP1 Batches used
Code Deseription Batch Nr Suppler Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 uQ71t10196
10500852 FOSFATIDIL COLINA PPC-P 1705015R1 31704899
10500852 FOSFATIDII. COLINA PPC-P 1705016R1 3170500
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow solution, practically Conforms
free from particles
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,012 1,008
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
ETHANOL IDENTIFICATION Similar to standard Conforms
BENZYL ALCOHOL IDENTIFICATION Simitar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
VOLUME >= 50 ml 5,2 mi
PH 7,5-9,5 8,9
EPL TITLE 261.3-2888mg/5ml 2771 mg
BENZYL ALCOHOL TITLE 428-473mg/b5mt 44,6 mg
LPC <=20.0mg/5mil §5,5mg
ETHANOL <=251mg/5mi 23,5 mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/mI < 2,50 EU/mi
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 rnicrons) 0-6000 207
PARTICULATE MATTER (> or = 25 microns) 0-600 3

Deviations: NO )ﬁ YES [ ] If significant deviations (which may have an impact on the quality of product).
Degcription 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 1/2

Manufacturing License 6481E / GMP Certificate Number ES/O7SHVI/18"



AMAR

Hi TIL CARL SERVIUORKS

Certificate of Conformlty
05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL
Customer material code: 595126
Batch: 146710A Quantity released: 7.955 UN
Date of manufacture: 08.11.2018 Expiry Date: 11.2021
API| Batches used
Code Description Batch Nr Suppiier Batch Nr
10500280 RIBOFLAVINA VIT, B-2 1801285  UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1705015R1 3170499
10500852 FOSFATIDIL COLINA PPC-P 1705016R1 3170500

Certification statement:
| 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 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.

(Qualified person)

Released by: Q}E\Q&Q QE:,%@ Signature:
AN

Famar HCS, 5.A.U. - Avenida Leganés 62-28823-Alcorcon-Madrid-Spain www.famar.gr 2/2

Manufacturing License 6481E / GMP Cetificate Number ES/O79HVI/18*
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Nattermannallee 1
50829 Cologne / Germany
Certificate of Analysis

Order No: Test No: 220774 ssued:  11.07.2017

Material: PPC-P

Material No: 228004

GMID : 673987 \

Batch No: 70000541 !

L Supplier Batch No: 3170498 )
Manufacture Date:  12.03.2017
|_Retest Date: 12.09.2018 } Destination:

Specification No. 11.228004 / 16

Parameter Release limits Result
Characters
Appearance a faint yellow malleable mass of nutlike odour ~ conforms
identification
Identification {chromatographic test) conforms to reference conforms
identification (Lysophosphatidyl-choline) conforms conforms
identification {Phosphatidyicholine) conforms conforms
Assay
Tocophero! 0,10-0,30 periodically tested
Oil assay (dried substance) 0,0-40 periodically tested
Phosphatidylcholine (dried substance) 80,0 - 96,0 85,1 % (m/m)
Lysophosphatidylcholine (dried substance) 0,0~ 6,0 1,0 % {(m/m)
Purity
Lead 0-5 periodically tested
Mercury 0,0-0,1 periodically tested
Cadmium 0,0-0.2 periodically tested
lodine value periodically tested
Peroxide vaiue 0-10 2
Accompanying Phospholipids not detectable conforms
Ethanol 40-80 7.1 % {m/m)
Ethyimethylketone 0-500 < 30 ppm
Water content 1,0-3,0 1,0 % {mim)
Acid value 00-05 perlodically tested
Microblological Purity
Total aerobic microbial count (TAMC) 0- 100 periodicaliy tested

ExCertStaringGMIDEL natxmi

Totzs taasrrms SADOIOLS 114Y
Evon Bohangcher, GAS. Tel 020
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A. Naﬂermann & Cie. GmbH
A Sanofi Company SA N O F I
Nattermannaliee 1

50829 Cologne / Germany
Certiflcate of Analysis
Order No: Test No: 220774 issued:  11.07.2017

Enterobacteria and certain other gram. neg. absentinig periodically tested
bacter

Escherichia colt absentin 1 g periodically tested
Pseudomonas aeruginosa absentin 1 g periodically tested
Staphylococous aureus absentin1g periodically tested
Bacterial endotoxins 0-10 periodically tested

This batch conforms to the specification,

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

Release date: 02.05.2017 at 07:17:22 by Jessica Brocks
This document has been produced electronically and is valid without signature,

g e W
Ejg:fitfijf‘l‘:gGMlDE!_na!.xmi Page 2 of 2
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A Sanch Compny SANOF| g
Nattermannaliee 1
50829 Cologne / Germany
: Certificate of Analysis
Order No: Test No: 220775 Issued:  11.07.2017
Materiai: PPC-P
Material No: 228004
GMID: 673087
Batch No: 70000542 TiM
L Supplier Batch No: 3170500 R
Manufacture Date:  13.03.2017
{_Retest Date: 13.09.2018 | Destination:
Specification No, 11.228004 /16
Parameter Release limits Result
Characters
Appearance a faint yellow malleable mass of nutitke odour conforms
Identification
ldentification (chromatographic test) conforms {o referenice conforms
identification {Lysophosphatidyl-chofine) conforms conforms
ldentification (Phosphatidyicholine) conforms conforms
Assay
Tocopherot 0,10-9,30 0,17 % {m/m)
Qil assay (dried substance) 0,0-4,0 1,1 % (m/m)
Phosphatidylcholine (dried substance) 90,0 - 95,0 94,0 % (m/m)
Lysophosphatidylcholine (dried substance) 0,0-6.,0 1,2 % {m/m)
Purity
l.ead 0-5 periadically tested
Mercury 0,0-0,1 periodically tested
Cadmium 0,0-0,2 pericdically tested
iodine value periodically tested
Peroxide value G-10 2
Accompanying Phospholipids not detectable conforms
Ethanal 4,0-8,0 7.0 % (m/m)
Ethylmethylketone 0-500 <30 ppm
Water content 1,0-3.0 1.0 % (m/m)
Acid vaiue 0,0-05 0,2
Microbiological Purity
Total aerobic microbial count {TAMC) 0-1060 <10 CFU/g

ExCertStartingGMIDE]_nat.xmi
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A. Nattermann & Cle. GmbH
A Sanofi Company S A N O F I ‘ég

Nattermannaiiee 1

50829 Cologne / Germany
) Certificate of Analysis
Order No: TestNo: 220775 Issued:  11.07.2017

Enterobacteria and certain other gram. neg. absentini1g conforms
bacter

Escherichia coli absentin1 g conforms
Pseudomonas aeruginosa absentinig conforms
Staphylococcus aureus absentin 1 g conforms
Bacterial endotoxins 0-10 <1 EU/g

This batch conforms to the specification.

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

Release date: 28.04.2017 at 11:39:15 by Anja Helnrichs
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