JAEKJIAPAIINSI O COOTBETCTBHUA

JEKJAPAHT, MPHHAMAIONIHIH NEKJAPAIIHMIO O COOTBETCTBUH

AC "Canodgu Poccus”

Ceedenua o pezucmpayuu opeanusayuu. Mexcpationnan uncnexyus Qedepanvroit nanozoeoi cnysxchor Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OFFPH 19.08.2002,

Aodpec: 125009, 2. Mockea, yn. Teepckan, 0. 22, Tenechon/paxc. 8 (495) 721-14-00/721-14-11

B nuye: lenepanvnuniil dupexmop Mousic O.4.

Hosepennoe nuya: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3ASBJSIET, UTO
nexapemeentoe cpedcmeo: Jccenyuane H, pacmeop Ons enympueennozo esedenun 250 m2/5 ma 5 mn, amnyol

{(3), ynaxoaxu xonmypuuvie nracmuxogeie (1), nauxu xapmonnsie, PY Ne [T N016326/01 om 27.04.2010 ( dama
zamenut 12.12.2016) svidano AQ "Canopu Poccus”, cepus 1547004, napmus 9065 ynaxoeox, 200en 9o
01.01.2022, npouzeoocmea @amap Xenc Kea Cepsucez Madpuo C.A. V., Henawun, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, ko0 ORKIT[2 21.20.10.114, koo TH B3
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9485062562 om 03.04.2019

COOTBETCTBYET TPEBOBAHHSIM

I NO16326/01-190511 uam, Ne 1-5

JAEKJAPATIITHA IIPHHATA HA OCHOBAHH

npomoron ucrstmanui Ne 10120 om 10.04.2019 HIY 000 HI] "OAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC ES.@MO8.C37900 om 10.04.2019

HATA ITPHHATH A AEKJIAPAIIUH 10.04.2019
}IEK%@_AM&J_IEP‘ICTBHTEJIBHA A0 01.01.2022
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OPTAH 10 CEPTU®HKAIINH, 3APETVICTPHPOBABINHH NTEKJIAPAITHIO

RA.RU.11M08 OPIAH IO CEPTH®HKALIHH ITPONYKIIHH OFI[ECTBO C OT'PAHUYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuy. 115280, 2. Mockea, yn. Macmepwroea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, seb-
caiim: oyxr.poh.

AEKJAPAIIAS O COOTBETCTBMM 3APEI'MCTPHPOBAHA M POCC RU JI-ES.®@M08.4.21090/19
JATA PETRCTPAITAN /0.04.2019

‘ /i/ Kauan E.B.
-/ TIGHIHCE 3aM. pyxosomurens OC
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Cepruduxart coOTBETCTBHSA

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

Kon matepuana sakasumnxa: 595126
Cepus: 154700A
Hata npouseozactea: 28.01.2019

Beimymensoe kosmuecrso: 9 065 EJl
Jata oxoHdaHuA cpoka roaqocTtH: 01.2022

Hcnosb3osanHbie cepisl dapmaueBTiueckoii cyGeTannun

Kon Onucanue Ne cepuu No cepui DOCTABIIHKA
10500280 PUBOPIABHH BHTAMHKH B-2 1801295 UQ71110196
10500852 POCDPATHIAMII XONHUH PPC-P 1803784 3180529
10500852 DGOCPATHAWI XOAHMH PPC-P 1803785 3180530
10500852 DOCPATHANI XOJIMH PPC-P 1804524 3180531
PE3YJBTATHI AHAJIN3A
NOKA3ATEJIH HOPMBI IT1PH BbITTYCKE PE3YJIBTATBI
OIMHCAHHE Hpo3pauHslit xenThIi pacTsop, CooTreTctByer
NPAKTUHECKU HE COOEPAHT
MEXaHHYECKHX BKIOMCHHH
IMPO3PAYHOCTD Crenens I MakcuMy™ CooTteetcTBYET
IIBETHOCTE Kenroiii CooTBercTayer
ITnoTHOCTE 1,007-1,012 1 009
[loaAuHHOCTE SCCEHLNANBHEIX CooTBeTCTBYET CTAHAAPTHOMY CooTReTcTBYET
¢oconrminos (EPL) obpasiy
Noaaunaocts mzodocdaruaunxonuua CooTBeTCTBYET CTAHIAPTHOMY CooTreTcTBYET
(LPC) obpaziy
NMOANHUHHOCTL 3TAHOMIA CooTReTCTBYET CTAHNAPTHOMY CooTBeTtcTRYET
obpasiy
NMOANMHUHHOCTL BEH3UIIOBOFQO CooTBeTCTBYET CTAHOAPTHOMY CooTBeTcTBYET
CITHPTA obpasny
NMOJJIUHHOCTL PUEO®IIABHHA HKenrtoparo-3enesnit nog YO CooTpeTcTBYET
“3InyyeHHeM
OBbEM =50mMn 5.2 Mn
PH 7,5-9,5 8.8
Conepxanue EPL 261,3-288,8 mr/5 Mn 265,4 mr
Conepsxatue 6eHIUNOBOTO CIAPTA 42,8-47,3 Mr/5 mn 439 mr
Jnwmsodocharuamwmxonun (LPC) < 20,0 mr/5 Ma 6,3 mr
3TAHOA <25.1 mr/5 mn 25,1 mr
BAKTEPHAJIBEHBIE DHIOTOKCHHBI (,00-35,00 E3/Mn < 2,50 ED/Mn
CTEPHUJIBHOCTB CootBercrBYET CooTeeTcTBYET
MEXAHHYECKHE BKITIOUEHUSA (> umn 0-6000 436
= 10 MuKpOH)
MEXAHHYECKHE BKIIFOYEHHWS (> unn 0-600 4

= 25 MHKpOH)

Orxnonenua: HET [x] 1A | | Ecnd oTknosesus CyuIecTBEHHBI (KOTOPbIE MOTYT IOB/IMATE Ha KAYECTRO IPOAYKTa).

Onucanke gBIeHHIA:

PNT:

AUNL YLRVIQES

Hauuelfi npenapaT npoaHanu3upoBan B cooteetcTauu ¢ COIL: 2189-3051

«Pamap XKC, C.AY.» — Apennua Jleranec 62-28923-Anopxon-Manpun-Ucnanns 172
www . famar.gr

JInuensua va npoussoactso 648 1E/Ne ceprudurara GMP ES/OTOHVI/18*
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Ceprunduxar coorBercTBMSI

05502351 Dccenunane H 250mr/5ma. 5 AMITL. (PY) SCSL
Koa marepuana zakasuuxa: 595126

Cepusi: 154700A Brinyuexnoe xommectao: 9 065 EX
Hara npoussoactea: 28.01.2019 Harta okoHuaHus cpoka rogHocTH: 01.2022

Henoakiesadubie cepin apmanestiyeckoil cyGoramimu

Kon Onucaxne No cepuu No cepHH NoCcTABILMKA
10500280 PHBO®JIABHH BUTAMUMH B-2 1801295 UQ71110196
10500852 QOCOPATHAMI XOJIHMH PPC-P 1803784 3180529

10500852 GOCOATHIMI XOJIHH PPC-P 1803785 3180530

10500852 QOCPATHIHIT XOJIUH PPC.-P 1804524 3180531

3asisneuie o cepruduraunn:
Hacrosimuy 3 HosTeepxaar, 4ro NPeACTARICHHAS BRIUE HA(OPMALHA ABIACTCA NOLAHHHON K TOUHOH.
Haunas cepust npenapara Oblta NPOU3BEAEHA, BK/HOYAR YNAKOBKY U KOHTPOAE XaueCTRa, B OAHOM
COOTBETCTBMH ¢ TpebopaHMAMH Npasia Hamnexame! npou3BoACTREHHON NPAKTHKH, YCTAHOBASHHBIMH
MECTHRIMH PETYAATOPHBIMH OPTaHAMY, @ TAKKE B COOTBETCTBHH €O CHELMDUKALHAMH,
NPeAYCMOTPEHHBIMH PErMCTPALIHOHHBIM YAOCTOBEPEHUEM CTpaHsl-uMniopTepa. OtueTs no o6paboTke,
YTIAKOBKE H aHAIH3Y CEPHH ObLTH NPOBEPEHE! B NIPH3HAHB COOTBETCTBYIOHIMMH TPeGOBAHKAM NPaBHIL

GMP,
Beiaan: MAPHS JIOJIOPE3 KABAHEHPO Tlonnucs:
{YnonHoMoueHHOE IHLIO) Monnucy/ 21 Map.2019
«Pamap XKC, C.A.Y.» — Areraua Jleranec 62-28923-Anopron-Manpun-Henanus 2/2

www.famar.gr

JluueHaua Ha npouzsonctBo 648 IE/Ne ceprudmikata GMP ES/Q7TOHVI/18*



«A. Harrepmand sun Cue. 'MGX»
Kommauus «Canodu»
Harrepmannane |

50829 Kenen, I'epmanns

SANOFI g

Ceprunduxar anaansa

Ne zakasa: Ne wenprranma: 240943 Buimymeno: 17.10.2018
Marepuain: PPC-P

Ne Marepuana: 228004

GMID: 673987

No cepui: 80001258

No cepuu nocTaBIKKa: 3180530

Hara npowssoacTsa: 29.08.2018

Hara nosropaoro 29.02.2020 Crpana

KOHTpPOJIS: Ha3HAYCH M

Ne cieuMpuKaunH.

CGN-SPEC-RM-000185 /2.0

TMoka3zarTen:s

XapaKkTepHcTHKR

Onucanne

HopansazocTs

HopnunuocTs (xpoMartorpaduueckuii

METOA)

Hoanuuuocts
(nuzodocdaTnawixoniH)

[MonnuunocTs {hochaTh ANIXONIHH)
Koauuecrrennoe onpeneexue
Tokothepon

DochaTunnaxoruH (B nepecyeTe Ha
Oe380AHOE BELIECTBO)

Jimoocdarnannxonun (B nepecyere

Ha 0e3B0/1HOE BEINECTRO}
Yucrota

Ceunent

P1yTh

Kammuii

Honanoe ukco
[TepexncHoe uncno
Conyrtereytomae doconunuan
DTaHon
STHIMETHAKETOH

Bona

KucnotHocTs

ExCertReleaseEl_nat.xml

TMocaeguue wiMenenia: 16,09.2013 11:41
Cren Lilymaep. cryxda xoHTposT xavecrsa. Tes. 2028

Hopmsi npH BeInycke

KEnToBaTas niacrHvHas Macca c
0peX01'10)106HblM 3anaxom

COOTBETCTBYET CTAHAAPTHOMY 00pasiy

COOTBECTCTRYET

COOTBETCTBYET

0,10-0,30
96,0 - 96,0

0.0-6,0

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

0-10

HE ONPEAEnHMO
4,0-8,0
0500
1,0-3.0
0.0-05

PeayanTatsl

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYECT

COOTBETCTRBYET

0.21% (macc./macc.)

93,6% (macc./macc.)

2,0% (Macc./macc.)

[lepnon.rect
[Tepion.tecr

Tlepuoa.tect

3

COOTBETCTRYET
7,0% (macc./macce.)
< 30 ppm

1,1% (macc./macc.)

<0.1

Crpauuna | u3 6




«A, Harrepmans 3na Cue. I'm6X»
Komnasua «Canodu»
Harrepmannane 1

50829 KenwH, 'epManus

SANOFI

Ceprnduxar anajmia

No zakasa:

Ne ucnopitanus: 240043

Brimymeno: 17.10.2018

MukpoSnosornyeckas HHCToTa

Obmee YHCNO a3pobHBIX

MHuKpoopranuiMmos (TAMC)

DHrepobakrepun " Apyrue

rPamMoTpHLATETbHbIE OaKTEPHH
Escherichia coli

Pseudomonas aeruginosa

Staphylococcus aureus

0-100

OTCYTCTBYeT B I I

OTCYTCTRYETB | T
OTCYTCTRYETB I T

OTCYTCTBYETR I T

<10 KOE/r

Ilepuon.tect

Ileproa.tect
[epunon.tect

[Tepron.Tect

bakTepuankHele 2HIOTOKCUHB 0-10 T EU/r

JlanHaa cepus COOTBETCTRYET

cnelHpHKaLHH.

OTaen KOHTPOIA KAYECTRA Onepanun no
obecnedeHNI0 KAMeCTRA

Bonsdraur Xepmaunne I-p Bertuna UinomGuna

HauansHHK oTHeNa KOHTPONA KadecTsa YI0IAOMOUYEHHOE NIHLIO

aTa srinycka: 08.10.2018 8 16:50:45 Aiix Iletepc

Jannetit noxyment 66l co3aaH B 3eKTPOHHOI BopMe W feficTBuTeneH 63 TOANHCH.

ExCertReleaseEl_nat.xml

Tocaeanne nsMesesna: 16,69.2013 1E:4]
Csen IHymaep. caymxOa kORTPOIR KavecTsa, Ten. 2078

Crpannua 2 13 6




«A. Harrepmann 213 Che. I'MOX»
Komnanus «Canodu»
Harrepmanuane |

50829 Kennn, 'epManus

SANOFI

CepTudukar ananmza

Ne saxaza: Ne uenuitansn: 240042 Buinywmieno: 17.10.2018
Marepnan: PPC-P

Ne marepuana; 228004

GMID: 673987

Ne cepu: 86001257

Ne cepun noctasuruka: 3180529

Hata npoussoacrea: 28.08.2018

Hara noeTopHOrO 28.02.2020 Crpasa

KOHTpOJA: HA3IHAYCHHA:

Ne ecretmdukanmu,

CGN-SPEC-RM-000185 /2.0

Hokazatean

Xapaxrepucruxki

Onucanue

TNoaaun"OCTE

[MoanuuHocTs (xpomarorpaduueckuii

METOT)

[TonnunxocTs
{(muzodocharuanxonui)

TToanunnocTs (pocdaTuauixosH)
KomtuecTeenHoe onpenenenne

Tokothepon

DochaTHNHIKOAKH (B AIepecyeTe Ha

0e3B0OAHOE BEILECTBO)

KonukecTseHHOE onpenenexse macaa

(B nepecyeTe Ha Oe3BoaHoE
BELLECTRO)

Jlmodocharuninxoniu (B nepecaere

Ha Be3BOJHOE BELIECTRO)
Yicrora

Ceunen

Pryrs

Kanmuii

Hoawoe uncao

INepekucHoe yncno
ConyTeryioutue (ocdonunumst
JraHon

DTUAMETUAKETOH

ExCertReleaseEl_nat.xml

IMocaearie iavenemits: 164092013 211:4
Coes [ystaep, enywdd KOHTPOIA Kavecysa. Te, 2028

Hopme! npn BLINYcKe

KEeAToBaTas ruiacTHyHaA Macca ¢
OpEXOI'EOI{OGHbEM 3anaxoM

COOTBETCTBYET CTAHAAPTHOMY ofpa3zuy
COOTBETCTBYET

COOTBETCTBYET

0,10-0,30
90,0 - 96,0

0,0-4,0

00-6,0

0-5
.6-01
00-02

0-10

He ofpeae/inMo
4,0-8,0
0-500

Pelyabrarst

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

Hepuoa.Tect

93,7% (macc./Macc.)

IMepuon.tect

2,0% {macc./Macc.)

Itepnon.recr
[Tepson.TecT
Mepuon.tect
Hepuon.tecr

3

COOTRETCTRBYET

6.9 % (Macc./macc.}

< 30 ppm

Crpannua 3 u3 6




«A, Harrepmann ana Cue. Im6X» i,
Komnauna «Canodm» SA N O F I : J
Harrepmannane |

50829 Kenbn, lepmanns

Cepruduxar anannsa

Ne jakaza: Ne ucnpiTanus: 240942 Bruinyweno: 17.10.2018
Bona 1,0-3,0 1,1% (macc./Macc.)
KucnorHocTh 0.0-0,5 Hepuon.recr

MirxpobnoorHyeckan wicToTA

Obuee HUCHD aspobubix O - 100 [epuon.tect
MHKpoopraduiMoB (TAMC)

3urepobaxTepuu L npyrue orcyrcteyers I r IMepuon.tect

rpaMoTpHLATeibHbIE DaKTEpHH

Escherichia coli OTCYTCTBYEeTEB | T [Tepuoa.tecr

Pseudomonas aeruginosa OTCYTCTRYETB | T [epuon.tect

Staphyviococcus aureus OTCYTCTRYETR | T {lepuon.tect
0-10 [Tepuon.Tecr

EaKTepHaﬂthlC JHAOTOKCHHBI

JlaHHas cepHs COOTBETCTBYET

cneurdHKaLui.

OTaest KOHTPO/IS KavecTBa Onepannn no
ofecnedeHHI0 KaYecTRA

Bonbraur Xepmauhc H-p berrina HlnomOGuTna

HavanbHuk oTAena KOHTPOAsA KauecTsa YNoAHOMOUEHHOE JTHUD

Jara Beinycka: 08.10.2018 B 16:51:48 Ajix lNetepe

Harusiil 10KYMERT Obint CO38aH B 31eKTPoHHOH BopMe U aelicTBuTeNeH Ge3 GOAMUCH.

ExCertReleaseE]l_nat.xml
Crpannna 4 u3 6

Tocaemue mvenesm: 16.09.2083 11:41
Caen lilymaep. cayxOa konTpean xavecrsa. Tea. 2028



«A. Hatrepmaund sun Cue. FM0X»
Komnanus «Canopu»
Harrepmannane |

50829 Kensh, I'epmanns

SANOFI

Cepraduxar anaausa

Ne zakaza: No ycrwitanus: 243739 Beinymeso: 11.12.2018
Marepran: PPC-P

Ne MaTepuaia: 228004

GMID: 673987

No cepuu: 80001264

Ne cepuu nocTasIHKa: 3180531

Hara npoinBogacTea: 23.10.2018

Jlata nosTopHOTO 23.04.2020 Crpana

KOHTPONS: Ha3HAYEHHA:

Ne cneunduranmi,

CGN-SPEC-RM-000185 /2.0

MNexazaren

XapakTepHCTHRH

Onucanue

MMoanunuocTs

Homnunaxocts {(xpoMarorpaduueckuii

METO)

[ToTHHHOCTL
(mrzodochaTHARNXOANH)

[MoanuaHocTs (pocdaTHaHnXonMH)
KoandecTrenHoe onpeneneHie
Toxogepon

PocdaTHaHAXOAHH (B NEpecyeTe Ha
He3B0HHOE BEIHECTBO)

Konnuecteennoe OnNpcac/iEHHE Macna

(B nepecuere Ha Ge3sodHOE
BELIECTRO)

Jimzodocharununxonun (B nepecuere

Ha 6e3B0IHOE BEIHECTBO)
YucroTa

CauHen

Pryts

Kanmzii

Hoanoe uucio

[epexucHoe uncio
Conyrcrayowme focdonununs
Stanon

DTHAMETHIKETOH

ExCertReleascEl_nat.xmi

Tlocaeanne wanmenenna: 16.09.2013 [1:41
Coen Ulymaep. cnyxda konrpors kawectea. rea. 2028

Hopmet npi Beimycke

WeATOBATaA NAACTHYHAA Macca ¢
OpexXonoaoOHEIM 32MaX0M

COOTBETCTRBYET CTAHAAPTHOMY 00pasiy

COOTBCTCTBYET

COOTBETCTBYET

G,10-0,30
90,0 - 96,0

0,0-40

0,0-6,0

0-5
0,001
0,0-0.2

0--10

HE OTIPSIENTUMO
4,0-8,0

0- 500

PesynbTaTsl

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

[Mepuon.Tect

94.,6% (mMacc./Macc.)

ITepron.rect

1,3 % (macc./Macc.)

{lepuon.tect
[Tepuon.tect
[tepuon.tect
[fepuon.tect

2

COOTBETCTBYET

7,9 % (macc./macc.)

< 30 ppm

Crpannua 5 3 6




«A. HartepmanH »1a Cure. ['MOX»
Komnauus «Canogpu»
HarrepMannase 1

50829 Kenoh, Nepmanus

SANOFI g

Cepruduxar ananuza

Ne zakaza: Ne ucnzitanus: 243739 Beinymeno: 11.12,2018
Bona 1,0-3.0 1,8% (mMacc./macc.)
KucaorHocts 0,005 [tepuoa.Tect
MuxpobHonornyeckan YHETOTA
Obmee HHCIIO arpobupx 0 - 100 Ileproa.tect
Muxpoopranussmos (TAMC)

DHrepobakrepry " Apyr#e oTCyTcTByeTB I T ITepuon.tect
rpaMoTpHLarTensHele GaKTepHu

Escherichia coli OTCYTCTBYSTB I T Ilepron.tect
Psenelomonas aeruginosa OTCYTCTBYeT B | 1 llepuont.tect
Staphylococcus aureus OTCYTCTBYETB 1 T [tepuon.Tect

BaxtepranbHble 3HI0TOKCHHbI 0-10 Tepuon.tect
Jlanuas cepis COOTBETCTBYET
cnenuduxanm.
OTaen KOHTPOIs KauecTBa Omnepamn no

ofecneueHHIo KaueCTA

Bonedranr XepmaHac J-p bertuna LllnomGutua
HauansHHK OTACNa KOHTPONS KauecTsa Y NOoHOMOUEHHOE THLO
Jara soinycka: 05.12.2018 8 10:16:22 Amuna AnxartyT

Hauusti noKkyMeHT Oblil CO3AaH B MEKTPOHHOIT GopMe u peficTBHTENEH Ge3 NOANKCH.

ExCertReleaseEl_nat.xml

Tocaeanne namenenns: 16092013 ti:41
Csen IHywmaep. cnyw0a KONTpOan KaswecTsa, Tea. 2028

Crpanuua 6 w3 6




HEANMLTH CARLD SERVIOESN

Certificate of Conformity

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

Customer material code: 585126
Batch: 154700A Quantity released: 9.065 UN
Date of manufacture: 28.01.2019 Expiry Date: 01,2022

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT, B-2 18012985 UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1803784 3180528
10500852 FOSFATIDIL COLINA PPC-P 1803785 3180530
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 1,007-1,012 1,009
EPL IDENTIFICATION Simifar to standard Conforms
LPC IDENTIFICATION Simitar to standard Conforms
ETHANOL IDENTIFICATION Similar to standard Conforms
BENZYL ALCOHOL IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
VOLUME »>=50mi 52ml
PH 7.5-9,5 88
ERL TITLE 261.3-2888mg/5mi 2654 mg
BENZYL ALCOHOL TITLE 428-473mg/oml 43,9 mg
LPC <=20.0mg /5 mi 6,3 mg
ETHANGOL <=25.1mg/5mi 25,1 myg
BACTERIAL ENDOTOXINS 0,60-35,00 EU/MmI < 2,50 EL/mid
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns)} 0-6000 436
PARTICULATE MATTER (> or = 25 microns) 0-600 4

Deviations: NO QO] YES [ 1 Ifsignificant deviations (which may have an impact on the qualily of product).
Description of the event:

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

Famar HCS, 8.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.gr 112

Manufacturing License 6481E / GMP Certificate Number ES/078HVI/18*
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\[{il Akl SLRVIOCRS

Certificate of Conformity

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

Customer material code: 595126

Batch: 154700A Quantity released: 9.065 UN
Date of manufacture: 28.01.2019 Expiry Date: 01.2022

APl Batches used

Code Description Batch Nr Sunplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1803784 3180528
10500852 FOSFATIDIL COLINA PPC-P 1803785 3180530
10500852 FOSFATIDIL 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 control in fult compliance with the GMP requirements of the iocal 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. -

Released by:

. . ) - g - Signature:
{Qualified person) HOLD Octodss CASCuMELe g8

QL (5

Famar HCS, 8.A Ll - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.gr 2i/2

Manufacturing License 6481E ! GMP Ceriificate Number ES/078HVI/18*



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

50829 Cologne / Germany

SANOFI 3

Certificate of Analysis

Order No: Test No: 240943 lssued:  17.10.2018

Materiak PPC-P

Material No: 228004

GMID . 673987

Batch No: 80001258

{_Supplier Batch No: 3180530 }
Manufacture Date:  29.08.2018
|_Retest Date: 29.02.2020 | Destination:

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

Parameter Release limits Resuit
Characters
Appearance a faint yellow malleable mass of nutlike odour  conforms
Identification
ldentification (chromatographic test) conforms to reference conforms
Identification (Lysophosphatidyl-choline) conforms conforms
Identification {Phosphatidylcholine) conforms conforms
Assay
Tocopherol 0,10 - 0,30 0,21 % (m/m)
Phosphatidylcholine (dried substance) 50,0- 96,0 93,6 % {m/m)
Lysophosphatidyicholine {dried substance} 0,0 6,0 2,0 % {mim)
Purity
Lead 0-5 periodically tested
Mercury 0.0-01 periodically tested
Cadmium 0,0-02 periodically tested
Peroxide value 0 10 3
Accompanying Phospholipids not detectable conforms
Ethanof 4,0-8,0 7.0 % {mfm)
Ethyimethyiketone 0 - 500 < 30 ppm
Water content 10-3.0 1,1 % (m/m)
Acid value 0.0-05 <01
Microbiological Purity
Total asrobic microbial count {TAMC) 0-100 < 10 CFUlg
Enterobacteria and certain other gram.neg. absendinig conforms
bacter
Escherichia coli absentin1g conforms

ExCertStartingGMIDE!_nat.xmi
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A. Nattermann & Cie. GmboH
A Sanofi Company
Nattermannallee 1

SANOFI %

50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 240943 tssued:  17.10.2018
Pseudomonas aeruginosa absentin1g conforms
Staphylococcus aureus absentin 1g conforms
Bacterial endotoxins 0-10 <1 EUgG
This batch conforms to the specification.
Quality Control Quality Operations

Woifgang Hermanns
QC Manager

Dr. Battina Glombitza
Qualified Person

Release date:  (08.10.2018 at 16:50:45 by Heike Peters

This document has been produced electronically and Is valid without signature.

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

50828 Cologne / Germany

SANOFI 3

Certificate of Analysis

Order No: Test No: 240042 fssued:  17.10.2018

Materlal: PPC-P

Material No; 228004

GMID : 673987

Batch No: 80001257

(Supplier Batch No: 3180529\
{ Manufacture Date:  26.08.2018
| Retest Date: 28.02.2020.} Destination:

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

Parameter Release limits Resuit
Characters
Appearance a faint yellow malleable mass of nutlike odour conforms
|dentification
identification (chromatographic test) conforms to reference conforms
identification (Lysophosphatidyl-choline) conforms conforms
ldentification (Phosphatidyicholing) conforms conforms
Assay
Tocopherol 0,10-0,30 periodically tested
Phosphatidylcholine {dried substance) 80,0 - 96,0 93,7 % {(m/m)
Lysophosphatidyicholine {dried substance) 0,0-8,0 2,0 % (m/m)}
Purity
Lead 0-56 periodically tested
Mercury 00-01 periodically tested
Cadmium 00-02 periodically tested
Peroxide value 0-10 3
Accompanying Phospholipids not detectable conforms

Ethanol 40-8D 6,9 % {m/m)
Ethytmethyiketone 0-500 < 30 ppm

Water content 1,0-3,0 1,1 % (m/m)

Acid value 0,0-05 periodically tested
Microbiological Purity

Total aeroblc microbial count (TAMC) 0-100 periodically tested
Enterobacteria and certain other gram. neg. absendinig periodically tested
bacter

Escherichia coli absentin1g periodically tested

ExCertStartingGMIDE|_nat.xm!
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A, Nattermann & Cie. GmbH
A Sanofi Company
Nattermannaltee 1

50829 Cologne / Germany

SANOFI

Certificate of Analysis

Qrder No:

Tesi No: 240942

Issued:  17.10.2018

Pseudomenas aeruginosa
Staphylococcus aureus

Bacterial endotoxins

absentin1g
absent in 1g

0-10

petiodically tested
pericdically tested

petiodically tested

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release dale: 08.10.2018 at 16:51:48 by Heike Peters
This document has been produced electronically and is valid without signature.

Quality Operations
Dr. Bettina Glombitza
Qualified Person

ExCertStartingGMIDE!_nat.xml
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A. Nattermann & Cie. GmbH A i,
A Sanofi Company SA N O F l %_ﬁ
Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis

Order No: TestNo: 243738 Issued:  11.12.2018
Material: PPC-P

Material No: 228004

GMID : 673987

Batch No: 80081564

Supplier Batch No: 3180531

Manufacture Date:  23.10.2018

Retest Date: 23.04.2020 Destination:
Specification Na. CGN-SPEC-RM-000185 /2.0

Parameter Release limits Result
Characters
Appearance a faint yellow malleable mass of nutlike odour  conforms

Identification

ldentification {chromatographic test) conforms to reference conforms
identification {Lysophosphatidylcholine) conforms conforms
Identification (Phosphatidylchotine) conforms conforms

Assay

Tocopherol {dried substance) 0.10-9,30 periodically tested
Phosphatidylcholine {dried substance) 80,0-96,0 94,6 % (m/m)
Lysophosphatidylcholine (dried substance} 0,0-86,0 1.3 % (m/m)
Purity

Lead 0-5 periodically tested
Mercury 0,0-01 pericdically tested
Cadmiurmn 00-0.2 ' periodically tested
Peroxide value 0-10 2

Accompanying Phospholipids not detectable conforms

Ethano! 4,0-80 7,9 % (mim)
Woater conteny 1,0-3,0 1.8 % {m/m)

Acid value 0,0-05 periodically tested
Ethytmethylketone 0-500 < 30 ppm

Microbiologicai Purity

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

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

bacter

Escherichia colf absentinig periodically tested
ExCertStartingGMIDEI_nat xmi Page 1 of 2
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A. Nattermann & Cie. GmbH

SANOF| .7

A Sanofi Company
Nattermannallee 1
50820 Cologne / Germany
Certificate of Analysis
Order No. Test No: 243739 issued:  11.12.2018
Pspudomonas aeruginosa absentinig periodically {ested
abseniin1g periadically tested

Staphylococcus aureus

Bacterial endotoxins

0-10 periodically tested

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Cuality Operations
Dr. Bettina Glombitza

Cualified Person

Release dale: 05.12.2018 at 10:16:22 by Amina Alkatout

This document has been

produced electronically and is valid without signature.
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