JEKJIAPAIIMSA O COOTBETCTBUHA

NEKJAPAHT, IPHHAMAIOIIAN JEKJTAPAITAIO O COOTBETCTBHA

AQO "Canogu Poccun"
Ceedenun o pezucmpayuu opzanusayuu; Mexcpaiionnan uncnexyus Pedepanvroti Ranozoeot cysichvr Ne 46 no

2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoernus OI'PH 19.08.2002.
Aodpec: 125009, 2. Mocksa, yn. Teepckasn, 0. 22. Teneghon/axc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrotii oupexmop Mowoic O.A.
Hosepennoe nuyo: Cmenanoe C.C., dogepennocms 6/n om 01.12.2017

3AABJIAET, 4YTO

nexapcmeentoe cpedcmeo: Sccenyuane H, pacmeop Ona enympugenrozo eeedenus 250 m2/5 M 5 mn, amnynbt
(5), ynaxoexu xonmypHuie nracmuxoevie (1), nauxu xapmonnsie, PY Ne IT N016326/01 om 27.04.2010 ( dama
samennt 12.12,2016) evtdarno AO "Canoghu Poccun”, cepun 1479304, napmun 8695 ynaxoeox, 200ex 60
01.11.2021, npouseodcmea Pamap Xenc Kea Cepeuces Madpuo C.A.Y., Henanus, Famar Health Care Services
Madrid, 8.A.U,, Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain xod OKII/]2 21.20.10.114, k00 TH B3J]
3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485061767 om 27.02.2019

COOTBETCTBYET TPEEOBAHHSIM
1 N016326/01-190511 usm. Ne 1-4

HEKJAPAIIASA IIPHHATA HA OCHOBAHHNH
npomoxon ucneimaruii Ne 6230 om 06.03.2019 HJT 000 HI] "@APMOBOPOHA", ammecmam akkpeoumayuu

POCC RU.0001.21DJ140, Cepmughuxam POCC ES.DM08.C35538 om 07.03.2019

JIEKJIAPAITSRIEACTBUTEIBHA JO 01.11.2021
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CBEJEHMS O PETUCTPALITN

OPI'AH N0 CEPTUOHKAIMH, 3APETYICTPUPOBABIIHI JEKJIAPAITAIO
RA.RU.11 ®M08 OPTAH ITO CEPTHOHKALIHH ITPORVKI[HH OBFLECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",
adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 35, nom. I xom. 1, adpec opzana no
cepmucpuxayuu; 115280, POCCHA, 20pod Mocxksa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-

caim: oyxx.pd.
NEKJIAPAITASI O COOTBETCTBHUM 3APETHCTPHPOBAHA N2 POCC RU J-ES.®M08.4.18051/19

M%?%TPM 07.03.2019
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EARL SERVIOCES

CepTHdHKAT COOTBETCTBHUS

05502351 Jeccenunane H 250mr/5mn. 5 AMIL. (PY) SCSL
Kon MaTteprana saxkazvuka: 595126

Cepun: 147930A

Hata nponseoactea: 14.11.2018

BrimyuteHHoe xonuyectso: 8 695 EJ|
Hata okoHwaHus cpoka rogHocti: 11.2021

Hcnonb3osanbeie cepuu dapmanesTiueckofi cyberanumun

Kon Onucanue Ne cepun MNe cepHH nocTaBulHKa
10500280 PUBODJIABHWH BUTAMUH B-2 1801295 uQ7i110196
10500852 GOCOATHIAWIT XONHH PPC-P 1803768 3180512
10500852 BOCDATHANWII XONKH PPC-P 1803769 3180513
10500852 POCOATHINII XONHUH PPC-P 1803781 3180526
PE3YJBTATDHI AHAJIN3A
NOKA3ZATEJH HOPMOBI INPH BbINTYCKE PE3YJILTATDI
OIMUCAHHUE [1po3paunsiit xenTeIii pacTeop, CooTBeTcTBYET
NpaKTHUECKH HE COAEPKUT
MEXaHHYECKUX BITHOUEHMI
[MPO3PAYHOCTD Crenens I MakcuMyM CooTBETCTBYET
IIBETHOCTB YKenthbtii CoOTBeTCTBYET
[TrnoTHOCTL 1,007-1,012 1010
[MoANHHHOCTE 3CCEHLHANBHBIX CoOOTBETCTBYET CTAHAAPTHOMY CooTBeTCTBYET
¢ocdonununos (EPL) oGpazuy
[oanHHHOCTE NH3ohOCHATHAHIXOANHE CoOTBETCTBYET CTAHAAPTHOMY CooTpetcTBYET
(LPC) obpasuy
NOJNHMHHOCTB 3TAHOJA CooTBeTCTBYET CTAHAAPTHOMY CootBeTcTBYET
obpasuy
NOANMHHOCTL BEH3WJIOBOI'O CoOTBETCTBYET CTAHAAPTHOMY CooTeeTCTBYET
CINKUPTA obpasuy
NOANMHHOCTE PUBO®JIABUHA X enrtopato-3eneHsiii noa YO CooTteeTcTBYST
H3ydYEHHEM
OBBEM =5,0mn 5.2 Mn
PH 7,5-9,5 8,6
Conepxanne EPL 261,3-288,8 Mr/5 mn 265,9 mMr
Conepxanne OeH3HIOBOTO CMHPTA 42,8-47,3 Mr/5 mn 44,8 mr
Jinmzotocdaruounxonun (LPC) = 20,0 Mr/5 mn 7.3 mr
3TAHON < 25,1 MF/5 MR 23,8 Mr
BAKTEPHAJNIBHBIE DHAOTOKCHHBI 0,00-35,00 E3/mn < 2,50 ED/mn
CTEPHUJIBHOCTL CooTBeTCTBYET CooTBercTBYET
MEXAHWYECKHME BKNIQYEHHA (> unu ~ 0-6000 364
= 10 MHKpOH)
MEXAHHYECKHE BKJIIOYEHHA (> unu  0-600 16
= 25 MHKpOH)

Otknoneuna: HET [x] JIA [ ] Ec/n 0TKAGHEHHS CYLIECTBEHHB (KOTOPBIE MOTYT NOBAHATE HA KAYECTRO MPOAYKTA).
Onucanue ABNEHHA:

PNT:
Haunueifi npenapar npoaHanW3HposaH B cooTBeTcTBHH ¢ COIT: 2189-3051

«Pamap XKC, C.A.Y.» - Apennua Jleranec 62-28923-Anopkon-Magpua-Ucnannsa 12
www.famar.gr

JTnuen3na Ha npon3BogcTeo 648 1 E/Ne ceptudukara GMP ES/O79HVI/18*
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HY ALTHE ARL SERVIUERES

CepTudgmukaT cooTBeTCTBUSA

05502351 Jecenumane H 250mr/5mu. 5 AMIL. (PY) SCSL
Kon marepuana saka3zunxa: 595126

Cepus: 147930A BrinyuieHHoe konuyecteo: 8 695 EJf
Hara npomseoacrea: 14.11.2018 Jara okoHuaHuA cpoka rogHocTH: 11.2021

Henons3oBaHHbIE cepHi papMaueBTHYECKoH cybcTaHUHM

Kon OnucaHue Ne cepuu Ne cepuM nocTasuIvka
10500280 PUEO®JIABHH BUTAMHH B-2 1801295 UQ71110196
10500852 OOCOATHINI XOJIHH PPC-P 1803768 3180512

10500852 OOCOATHUANI XONHH PPC-P 1803769 3180513

10500852 OOCDLATUINWN XONHH PPC-P 1803781 3180526

3ansaenne o ceprudHKaninm:
HacroAwum 7 noaTBepKaaro, 4To NpecTaBieHHas Bollie HHPOPMALWA ABNACTCA MOLTHHHOA H TOMHOM.
JaunuHas cepus npenapata Obina MPoM3BEAEHA, BKIIOYAA YNAKOBKY Y KOHTPOJIE KA4€CTBa, B MOJIHOM
COOTBETCTEHH € TpebGoBanuaAMY npaeun Hamnexawel npor3BoACTBEHHOM NPAKTHKH, YCTAHOBAEHHLIMH
MECTHBIMH Pery/ITOPHbIMH OPraHaMH, a TAKKe B COOTBETCTBUH CO cneLHdHKaLMAMH,
NpeaycMOTPEHHBIMH PErHCTPAUMOHHBIM YA0CTOBEpEHHEM cTpaHbl-HMnopTepa. OTueTht No 0GpaboTke,
YNAKOBKE M aHATH3Y CepUH ObLIH NpOBepeHbl H IPH3HAHBI COOTBETCTBYIOIUMMHE TpeGOBAHHAM NpaBHN

GMP.
Beigan: JYHUC PAMHPE3 [Moanuce:
(YnonHoMoO4EHHOE MHUO) Moanucs/ 13 ®es.2019
«@amap XKC, C.A.Y.» — Apernna Jleranec 62-28923-Anopkon-Maapun-Henanus 212

www.famar.gr

Jlnuen3na Ha npoussoactBo 648 1E/Ne ceptuduxara GMP ES/079HVI/18*



«A. HattepmanH 3na Cue. FMOX»
Komnanus «Canodu»
Hatrepmannane |

50829 Kenbh, I"'epmanus

SANOFI .2

Cepruduxar anajimsa

MNe zakasa: Ne wcneiTaHusa: 240939 Beinymeno: 17.10.2018
Marepuan: PPC-P

Ne matepuana: 228004

GMID: 673987

Ne cepuu: 80001254

Ne cepyH nocTaBLIMKa: 3180526

Jara npou3BoacTsa: 23.08.2018

Jara nosTopHoro 23.02.2020 CrpaHa

KOHTPONA:

Ne cneumndmraunu.

HalHA4YCHHA:

CGN-SPEC-RM-000185 /2.0

Moxkazarenu

XapakTepHCTHKH

Onucanue

MoanuuHocTe

[MoannAHOCTL (XpoMaTorpaduyeckuii

METO/1}

[MoanuHHOCTE
(nu3odochaTHAHNXCAKH)

Moanunnocte (GocaTuanmxonun)
KeanvecteeHHoe onpeaeneine
Toxkodepon

@ocharnannxonuH (B nepecueTe Ha
6e380QHOE BELWECTBO)

Jlwzodocharnaunxonun (B nepecuete

Ha 0e3BOMHOE BELLIECTEO)
Uncrora

Ceuaen

PryTh

Kanmuii

HonHoe uncno
[MepekncHoe uucao
ConyTcTByrowHe (Pochonunuas
Ortanon
DTHAMETHIIKETOH

Boaa

KHEnoTHOCTD

ExCertRelcascEl_nat.xml

Hocacrnue wysenenns: 16.09.2013 11:41
Coew [Uymacp, ¢ny:wda konrpoas kasccrea. e, 2028

HOle:l NMpH BeIYCKE

KENTOBATAR NNACTHYHAA MACCA €
OpBXOI'IO..'}.OﬁHI:IM Janaxom

COOTBETCTBYET CTAHLAPTHOMY 0Bpa3uy

COOTBETCTBYET

COOTBETCTBYET

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

0,0-60

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

0-10

HE ONPEALNUMO
4,0-80

0 - 500
1,0-30
0,0-0,5

PeayabTarel

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

[epuon.tect

93, 4% (Macc./macc.)

2.0% (macc./macc.)

[lepuon tect
[Mepuon.tect

Tepuoi.Tect

3

COOTBETCTBYET
7.3% (macc./macc.)
< 30 ppm

1,19 {(macc./macc.)

epuon.tect

Crpannua 1 u3 6



«A. Harrepmans aua Cue, T'MOX»
Komnaumns «Canogpu»
Harrepmannane 1

50829 Kenbh, I'epmanus

SANOFI g

Cepruduxar anammsa

Ne 3akaza:

Ne uenbltavus: 240939

Botnyweno: 17.10.2018

M nkpoﬁuo.noruqecxaa YHCTOTA

Obuee YHCNO a’pobHbIX

MHukpoopranuimos (TAMC)

JutepobakTepHu H apyrune

rpamMoTpHUATENbHLIE DaKTEPHi
Escherichia coli

Pseudomonas aeruginosa

Staphvlococcus aureus

0- 100

orcytcrByeTB I r

OTCYTCTBYETRB | T
otcyTcTBYeTB I I

otcyrcreyers | r

lepuon.Tect

[Mepuon.tect

[epron.tect
[Mepuon.Tect

[Tepuon.tect

Bakrepuanbhble JHAOTOKCHHEI 0-10 Mepuon.tect

Januas cepua COOTBETCTBYET

cnenrpUKanus,

OTaesn KORTPoOAA KavecTBA Onepaunn no
obecneyeHH 0 KaYecTsa

Bonbdraur Xepmannc J-p Berruna lllnom6uua

Hauanshuk 0TACHA KOHTPONA KaYyecTra YHOAHOMOUEHHOE IHLO

Hara Beinycka; 01.10.2018 B 15:29:04 Alfik I'lerepe

JaHHbiil foKyMeHT ObIn co3aaH B anekTporHeil Gpopme u neiictuTeien He3 noanucH.

ExCertReleascEl_nat.xml

Tlocaemine mimenc: 16092013 11:41
Cach Hlymacp. ¢ayxta sonTpoas KauecTsa. Tea. Wi2g

Ctpanrua 2 u3 6




«A. Hattepmann 3ua Cue. [MOX»
Komnauus «Canogu»
Harrepmannane |

50829 Kenbh, Nepmanus

SANOFI .7

CepradukaTt aHanausa

Ne jakaza: Ne ucnwitanua: 240576 Boinymeno: 17.10.2018

Marepuan: PPC-P

Ne matepuana: 228004

GMID: 673987

Ne cepuu: 80001209

Ne cepun nocTaelmka: 3180512

Hara nponseoacrsa: 13.08.2018

Hara nosTopHoro 13.02.2020 Crpana

KOHTpONS; Ha3HAYEHMUA:

Ne crretndmrauim. CGN-SPEC-RM-000185 /2.0

TMoxkazaTenn HopMmbl npu Beinycke Pe3ynbTathl
Xapakrepueruxkn
Onucanue HENTOBATAA MIACTHYHAA Macca C COOTBETCTBYET

opexononctHeEIM 2anaxom

MoanuHHOCTE
MoanunHocTe (xpoMaTorpaduyeckiii  COOTBETCTBYET cTaHAAPTHOMY o0pasly  COOTBETCTBYET
METOJI)
IToanuntocTb COOTBETCTBYET COOTBETCTBYET
(nusoocharnannxosnm)
TMoanunuocTb {(pochaTHANNXONHH) COOTBETCTBYET COOTBETCTBYET
KosnuecreeHHoe onpeaenerne
Tokodepon 0,10- 0,30 [Mepuon.tecT
QochaTtHoniXoN|H (B NnEpecyeTe Ha 90,0 - 96,0 94.7% (macc./Macc.)
6e3B01HOE BEWLECTBO)
BELIECTBO)
JNuzodocatuannxont (s nepecuere 0,0 - 6,0 1,3% (macc./macc.)
Ha 6e3BOZHOE BELIECTBO)
Ynerora
Caunen 0-5 [Mepuon.Tect
PryTh 0,0-0.1 [leproa.tect
Kanmnii 0.0-0.2 [epuon.teer
Honnoe uncno Mepwoa.tect
IlepekicHoe yncno 0-10 2
Conytcteyrowne gocdonunuib HE OMpe/eiHMO COOTBETCTBYET

Dravon

DTHIMETHIKETOH

ExCertRelcascEl_nat.xml

ITocncanise wamensienn: L6090 2L | 141
Cocn 1llymaep. €nywba KOsFp0a8 KaUCCTRa. Té IOTH

4,0-80
0-500

6,9 % (macc./macc.)

< 30 ppm

Crtpavuua 3 3 6




«A. Harrepmanu 3un Cue, 'M0X»
Komnauua «Canogu»
Harrepmanuane 1

50829 Kenen, epmannia

SANOFI .7

Ceprudukat anaansa

Ne zaxaza: No wenwiranuns: 240576 Beinyweno: 17.10.2018
Boaa 1,0- 3.0 1,0% {macc./macc.)
KucnoTHocTb 0,0-05 DNepuon.tect
Mukpobionornyeckas yncToTa
Obwee YKo adpobubix 0 - 100 Ilepnoa.tect

Mukpooprannimos (TAMC)

JuTepodakTepuH H apyrue

rpaMoTpHUATENbHBIE BakTepti
Escherichia coli

Pseudomonas aeruginosa

Staphylococcus aureus

orcyTcTByeTB | r

OTCYTCTBYETRB I T
otcyTcTByeTB I T

OTCYTCTBYCT B Ir

Hepuoa.tect

[Tepnon.tect
[Tepton.tecr

INepuoa.tect

BakTepnasnbHble 3HAOTOKCHHbI 0-10 Mepuon.tect
Jlannas cepus COOTBETCTRYET
cneundrkauu,
OTaen KOHTPO/A KAYCCTBA Onepaunn no

ofecneyeHHI0 KaYecTBa

Bonbtraur Xepmannc N-p Berthna LLnomGuTuUA
HauanstMk oTAENa KOHTpONA kavecTsa YnonHoMoueHHOE JIHIO
Jarta Beinycrka: 29.09.2018 B 16:38:06 Aiik Ilerepc

Janubiit nokymeHT ObiT co3ma B aneXTPoHHOH dopme n aelicTBHTENEeN §e3 NonnMcH.

ExCertReleaseEl_nat.xml

ocneanne wntetenna: 16.409.2013 11:41
Ceen Hlysaep, cnywda kowrpons saqectsa, Ten. 228

Crpanuna 4 u3 6




«A, Hattepmans ong Cue. MmMBX»
Komnanua «Canodm»
Harrepmanuane |

50829 KensH, 'epmanns

SANOFI g

CepTuduxar anannia

Ne ucnwmtanus: 240577

Bruinywewo: 17.10.2018

Ne zakaza:

Marepuan; PPC.-P

Ne matepuana: 228004
GMID: 673987

Ne eepin: 80001210
Ne ceprm noctaswyKa: 3180513
Jlata npou3soacrsa: 14.08.2018
Jlata nosTopHoTO 14.02.2020

KOHTpORA.

Ne cneundukanus,

Crpana

Ha3HAuYCHHA,

CGN-SPEC-RM-000185 /2.0

IMoxa3zatenn

XaparTepHeTHKN

Onucanne

MoaaHHHOCTL

[MoannnHocTs (xpomarorpaduueckuit

MeTO}

[MoanuHuocT
(hm3odocdarnannxonun)

[MoanunHocTs (pocdaTHANNKOAUH)
Kosxnuecreennoe onpenenetiie

Tokodepon

MocdaTnanaxonuH (B nepecueTe Ha

0e3B00HOE BEWECTBO)

KonuuecteerHoe ONpeacneHHe macia

(B nepecueTe Ha OeiBonHOE
BELLECTRBO)

Juszodocharnaunxonuu (B nepecuere

Ha De3BOIHOE BELIECTBO)
YucroTa

CeuHel

PryTh

Kanmuii

Honnoe wucno

ITepexucHoe uncno
ConyTterylowmne Ghochonunuast
STtanon

DTHAMETHAKETOH

ExCertReleaseEl_nat.xml

llocreamne m3senenna: L6V 11:4]
Coen [lymaep. cnyx6a xontpona kasectea. e FIZE

Hopmer npy Beinycke

HEnropaTan nnacTHUYUHaA Macca c
OPEXOI'IO.'lOﬁHbIM 3anaxom

COOTBETCTBYET CTaHAApTHOMY ofpasuy

COOTBETCTBYET

COOTBETCTBYET

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

0,0-4.0

0,0-6.0

0-35
0,0-0.1
0,0-0,2

0-10

HE QNpeaeiuMo
4.0- 8,0
0-500

PesynnTaThbl

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

[Tepuon.Tect

95,3% (macc./macc.)

[Mepnon.rect

1,3% {Macc./macc.)

[Mepnoa.TecT
[leproa.Tect
[Mepnoa.tect
INMepuoa.Tect

2

COOTBETCTBYET

6,9 % (macc./macc.)

< 30 ppm

Crpanuua 5 u3 6




«A. Harrepmaun sua Cue. TMEBX»

Komnauua «CaHodni» S A N O F I J
Hatrepmanuane |

50829 KenbH, 'epManus

Ceprudukar anainza

Ne 3akaza: Ne ucnvitanus: 240577 Brinyweno; 17.10.2018
Boaa 1,0-3.0 1,0 % (macc./macc.)
KucaotHocTh 0.0-035 Hepuon.rect

M nxpoﬁuo.nonwecxaﬂ YACTOTA

Obuiee YHCHO apobHeix 0 - 100 [Mepuon.Tect
MHKpoopradHwimoB (TAMC)

3utepobakTepHu H LNpyTHe OTCYTCTBYETB | r Tepuon.tect

rpamMoTpHuaTensHeie GakTepHn

Escherichia coli OTCYTCTBYeTB | I IMepuon.Tect

Pseudomonas aeruginosa oTcyTcTBYeTB | 1 lepuon.tect

Staphylococcus aureus otcytetayers | r flepuoa.tect
0-10 llepnon.tect

Bamepuan BHBIC IHAOTOKCHHB]

Jlannan cepys cooTBeTCTBYET

creuHpHKALNHH.

OTaen KOHTPOs KavecTBa Onepaunn no
oflecneueHHI0 KavyecTBa

Bonedranr XepMaHuc H-p Berruna lilnoMourua
HauaneHux oTaena KouTpons KauecTna YNoAHOMONEHHOE THLIO
Jara seinycka: 27.09.2018 B 16:36:18 Alik INerepe

Hauubiii nokyMeHT Obi/t CO3AaH B MEKTPOHHOI QopMe H aeficTBHTENEH §e3 NOAIHCH.

ExCeriReleascEl_nat.xmi
Crpannua 6 u3 6

llocaeamie wiseanemia: 16.09.3013% 11:41
Ceen Llyvacp. caya0a konTpona kauecrpa, Ter. 2028
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\llll ARL SERVIOCES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/SML.. 5 AMP. (RU) SCSL
Customer material code: 595126
Batch: 147930A

Date of manufacture: 14.11.2018

Quantity released: 8.695 UN
Expiry Date: 11.2021

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 uQ71110198
10500852 FOSFATIDIL COLINA PPC-P 1803768 3180512
10500852 FOSFATIDIL COLINA PPC-P 1803769 3180513
10500852 FOSFATIDIL COLINA PPC-P 1803781 3180526

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow solution, practicatly Conforms
free from particles
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,012 1,010
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar 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 >=5,0ml 52 mi
PH 7,595 86
EPL TITLE 261.3-2888mg/5ml 265,9 mg
BENZYL ALCOHOL TITLE 428-47.3mg/5ml 44,8 mg
LPC <=20.0mg/5mi 7.3mg
ETHANOL <=251mg/5ml 23.8mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/mI < 2,50 EU/m)
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns) 0-5000 364
PARTICULATE MATTER (> or = 25 microns) 0-600 16

Deviations: RO [yl YES [ ] Ifsignificant deviations (which may have an impact on the quality of product).
Description 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 112

Manufacturing License 6481E / GMP Certificate Number ES/Q79HVI/18*



7 FAMAR

AL P N | ARL SERVIGES

Certificate of Conformlty

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

Customer material code: 595126

Batch: 147930A Quantity released: 8.695 UN
Date of manufacture: 14.11.2018 Expiry Date: 11.2021

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1803768 3180512
10500852 FOSFATIDIL COLINA PPC-P 1803769 3180513
10500852 FOSFATIDIL COLINA PPC-P 1803781 3180526

Certification statement:
| hareby 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-Autherization-of the importing country. The batch processing. packaging and analysis records were.reviewed.and ..
found to be in compliance with GMP.,

Released by: Signature:
{(Qualified person)

P
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A. Nattermann & Cie. GmbH i
A Sanofi Company SANOFI 5 /5
Nattermannallee 1

50829 Cologne / Germany

) Certificate of Analysis
Order No: Test No: 240939 Issued:  17.10,2018
Material: PPC-P
Material No: 228004
GMID ; 673987
Batch No: 80001254

Supplier Batch No: 3180526

Manufaciure Date:  23.08.2018

Retest Date: 23.02.2020 Destination:
Specification No. CGN-SPEC-RM-000185/ 2.0

Parameter Release limits Result

——Cimaracters

Appearance a faint yellow malleable mass of nutfike odour  conforms

Identification

identification (chromatographic test) conforms fo reference conforms

Identification (Lysophosphatidyl-choline) conforms conforms

identiftcation (Phosphatidylcholing) conforms conforms

Assay

Tocopherol 0,10 -0,30 periodically tested

Phosphatidylcholine (dried substance) 90,0 -96,0 93,4 % (m/m)

Lysophosphatidylcholine (dried substance) 0,0 - 6,0 2,0 % (m/m)

Purity

{.ead 0-5 periadically 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 7,3 % (m/m)

Ethylmethylketone 0-500 < 30 ppm

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

Acid value 00-05 periodically tested

Microbiological Purity

Totat aerobic microbial count (TAMC) 0-100 perlodically tested
Enterobacteria and certain other gram. neg. absend In 1 perlodically tested
bacter l vb I ﬁ L(’;
Escherichia coli absentintg pettodically tested g }
140078
ExCertStartingGMIDEI_nat.xml Page 1 of 2
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A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannaliee 1

50829 Cologne / Germany

SANOF! s

s

Certificate of Analysis

Order No:

Test No: 240939

1ssued:  17.10.2018

Pseudomonas aeruginosa
Siaphylococcus aureus

Bacterial endotoxins

absentinig
absent in 1g

0-10

periodically tested
periodically tested

periodically tested

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release dale: (1.10.2018 at 15:29:04 by Heike Peters

— Y

ExCeriStartingGMIDEL_nat.xmt

Tabvaw bposhatot T2 00 IO 141
o Buharkcitap, 543, oL 1030

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

Quality Operations
Dr. Bettina Glombitza
Qualified Person

Page 2 of 2




A. Nattermann & Cie. GmbH ¢ : g
A Sanofi Company AT Iy of
Nattermannallee 1
50828 Cologne / Germany
Certificate of Analysis
Order No: TestNo: 240576 lssued:  17.10.2018
Material: PPC.-P
Material No: 228004
GMID : 673987
Batch No: 80001209
Supplier Batch No: 3180512
Manufacture Date:  13.08.2018
Retest Date: 13.02.2020 Destination:
Specification No. CGN-SPEC-RM-000185 /2.0
Parameter Release limits Result
Characters
Appearance a faint yellow malleable mass of nutlike odour  conforms
Identification
Identification (chromatographic test) confarms to reference conforms
Identification (Lysophosphatidyl-choline) conforms conforms
identification (Phosphatidylchcline) conforms conforms
Assay
Tocopherol 0,10-0,30 pericdically tested
Phosphatidylcholine (dried substance) 80,0-96,0 94,7 % (m/m)
Lysophosphatidylcholine (dried substance) 0,0-6,0 1,3 % (m/m)
Purity
Lead 0-5 periodically tested
Mercury 0,0-0,1 periodically tested
Cadmium 00-02 periodically tested
Peroxide value 0-10 2
Accompanying Phospholipids not detectable conforms
Ethanol 4,0-8,0 6,9 % (m/m)
Ethylmethylketone 0-500 < 30 ppm
Water content 1,0-30 1,0 % (m/m)
Acid value 0,0-05 periodically tested
Microbiological Purity
Total aerobic microbial count (TAMC) 0-100 periodically tested
Enterobacteria and certain other gram. neg. absendin1g periodically tested
bacter
Escherichia coli absentin1g petiodically tested

ExCertStarlingGMIDEI_nat.xml
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A. Nattermann & Cie. GmbH :
A Sanofi Company Sl | S ST P _
Nattermannallee 1
50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 240576 Issued:  17.10.2018
Pseudomonas aeruginosa absentin1g periodically tested
Staphylococcus aureus absentin 1g periodically tested
Bacterial endotoxins 0-10 periodically tested
This batch conforms to the specification.
Quality Control Quality Operations
Wolfgang Hermanns Dr. Bettina Glombitza
QC Manager Qualified Person
Release date:  27,09.2018 at 16:38:06 by Heike Peters
This document has been produced electronically and is valid without signature.
ExCertStartingGMIDE!_nat.xm! Page 2 of 2
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A. Nattermann & Gie. GmbH AR e B
Sl v

A Sanofi Company

Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis

Order No: Test No: 240577 Issued: 17.10.2018
Material: PPC-P
Material No: 228004
GMID : 673987
Batch No: 80001210
Supplier Batch No: 3180513
Manufacture Date:  14.08.2018
Retest Date: 14.02.2020 Destination:

Specification No.

CGN-SPEC-RM-000185/ 2.0

Parameter

Characters

Appearance

Identification

identification (chromatographic test)

Release limits

a faint yellow malleable mass of nutlike odour

Identification (Lysophosphatidyl-choline) conforms
Ideniification (Phosphatidylcholine) conforms
Assay

Tocopherol 0,10- 0,30
Phosphatidylcholine (dried substance) 90,0-96,0
Lysophosphatidylcholine (dried substance) 0,0-6,0
Purity

Lead 0-5
Mercury 0,0-0,1
Cadmium 0,0-0,2
Peroxide value 0-10
Accompanying Phospholipids not detectable
Ethanol 4,0-8,0
Ethylmethylketone 0-500
Water content 1,0-3,0
Acid value 0,0-05
Microbiological Purity

Total aerobic microbial count (TAMC) 0-100

Enterobacteria and certain other gram. neg. absendintg

bacter
Escherichia coli

absentinig

ExCertStartingGMIDE!_nat.xml

Tt MRt 17903048 1341
Bovn fohen . 043, Toe D0

conforms to reference

Result

conforms

conforms
conforms

conforms

periodically tested
95,3 % (m/m)
1,3 % (m/m)

periodically tested
periodically tested
pericdically tested
2

conforms

6.9 % (m/m)

< 30 ppm

1,0 % (m/m)

periodically tested

periodically tested

perlodicaily tested

periodically tested

Page 1of 2



A. Nattermann & Cie. GmbH

A Sanofi Company w i ik 5,
Nattermannallee 1
50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 240577 Issued:  17.10.2018

Pseudomonas aeruginosa
Staphylococcus aureus

Bacterial endotoxins

absentin1g
absent in 1g

0-10

periodically tested
periodically tested

pericdically fested

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date: 27 00.2018 at 16:36:18 by Heike Peters
This document has been produced electronically and is vatid without signature.
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Quality Operations
Dr. Bettina Glombitza
Qualified Person
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