JAEKJIAPAITASA O COOTBETCTBHNA

JAEKJAPAHT, IPAHUMAIOII AN JEKNAPAITAIO O COOTBETCTBHH

AO "Canogu Poccun"

Ceedenua o pezucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus @edepanvroii nanozoeot cayacbvi Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, 6ama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mocxea, ya. Teepexasn, 0. 22. Tenepon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: enepanonbrii Oupexmop Mowac O.A.

Hosepennoe nuyo: Cmenanos C.C., doeepennocme 6/n om 01.12.2017

JAABJBIET, UTO
Aexapcmeenroe cpedcmeo. Jccenyuane H, pacmeop Ona eympugennozo egedenus 250 ma/S ma 5 mn, amnynot

(5), ynaxosxu xonmyprsie nnacmuxoesie (1), nauxu xapmonnsie, PY Ne IT N016326/01 om 27.04.2010 ( dama
samenwl 12,12.2016) evrdano AO "Canogpu Poccun", cepus 1478704, napmus 8803 ynakoeox, 200ek do
01.11.2021, npoussodcmea Pamap Xenc Kea Cepeuces Madpuod C.A.Y., Henanun, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain xod OKITJ2 21.20.10.114, xo0 TH B3
3004900002, xormpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9485061086 om 09.01.2019

COOTBETCTBYET TPEEOBAHHSIM

T N016326/01-190511 wsm. Ne 1-4

AEKJIAPATIUA ITPHHSTA HA OCHOBAHHAH

npomoxon uchvimanui Ne 950 om 17.01.2019 HJT OO0 HL "®PAPMOBEOPOHA", ammecmam axxpedumayuy
POCC RU.0001.21DJ140, Cepmughuram POCC ES.OM08.C31678 om 17.01,2019

JATA IIPHHATHAS NEKJIAPAYIUA 17,01.2019
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BEEHWS O PETUCTPAITNHA

OPTAH IO CEPTHOHKAIINH, 3APETHCTPUPOBABIIHIA JEKJAPALTHIO

RA.RU.11OM08 OPI4H 110 CEPTHOHKALIHH ITPONYKIMH OBHIECTBO C OI'PAHHYEHRHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxosa, 0. 4, am. 3., men.:(495)788-02-88, e6-
caiim: oykx.pgh.

AEKJAPAITHA O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU JI-ES.OM08.A4.12874/19
JATA PETUCTPAIINNA 17.01.2019
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CepTudukaT COOTBETCTBHSA

AL SERVIIES

05502351 Iccesunane H 250mr/Smn. 5§ AMIN. (PY) SCSL

Kon matepuana 3akazuuka: 595126
Cepus: 147870A
Jata npouseogctaa: 13.11.2018

Beinyuiennoe konnyecteo: 8 803 EJI
Jata okoHYaHua ¢poka rogHocth: 11.2021

HcnoneiosanHble cepuy GapmaueBTHYecKOl cyGeTaHUHH

= 25 MHKpOH)

Kog Onucanue Ne cepuu Ne cepHH OCTaBUIHKA
10500280 PUBO®JIABUH BUTAMHH B-2 1801295 UQ71110196
10500852 DOOCDHATHANI XOJIHUH PPC-P 1803769 3180513
PE3YJBTATDBI AHAJIM3A
NMOKA3ZATEJIH HOPMBI ITPH BBINTYCKE PE3YJIBTATDI
OTMUCAHHE [po3spaunslii xenTolit pacTaop, CootseTcTBYET
MPAKTHYECKH HE COAEPMKHT
MeXaHUYeCKHX BKAIOYEH S
MNPO3PAYHOCTH CreneHs I MakcHMYM CooTseTcTBYET
HBETHOCTD HKenteiii CooTteetcTByeT
TInoTHOCTD 1,007-1,012 1010
TMoanHHHOCTE 3CCEHLIHANBHBIX COOTBETCTBYET CTAHIAPTHOMY CooTtBeTcTBYET
tdocdonunumos (EPL) obpazwy
IMopnuuHOCTL NH30POCHAaTUAHIXONHHA CoOTBETCTBYET CTAHAAPTHOMY CooTBeTCTBYET
(LPC) obpasiy
MOJTUHHOCTE 3TAHOJIA CooTBeTcTBYET CTAHAAPTHOMY CootsercTByer
obpasiy
NMOJTHHHOCTE BEH3UJIOBOI'O CoOTBETCTEBYET CTAHAAPTHOMY CootsercTByeT
CIIHUPTA obGpasuy
[NNOoAJIMHHOCTE PHBO®JIABHHA Xentopare-3eneHstit non YO CootseTcTBYET
H3NYy4YeHHEM
OBBEM =50mMmn 5,2 mn
PH 7.5-9,5 8,6
Conepxatune EPL 261,3-288,8 mr/5 mn 272,0mr
Conepxanne HeH3HJIOBOTO CNHPTa 42,8-47,3 Mr/5 mn 44,5 mr
Jinuzodocharununxonud (LPC) = 20,0 Mr/5 mn 6,7 mr
STAHON = 25,1 Mr/5 ma 23,7 mr
BAKTEPHAJIBHBIE DHAOTOKCHHEI 0,00-35,00 E9/mn <2,50 E3/mn
CTEPHJIBHOCTD CoorseTcTBYET CootBeTcTBYET
MEXAHHYECKHE BKJIFOUEHUA (> unu  0-6000 194
= 10 MUKpOH)
MEXAHHYECKHE BKJIFOYEHHA (> win  0-600 4

Otrnonenns: HET (X] A [ ] Ecnn oTKIOHEHHA CYILECTBEHHB (KOTOPEIE MOTYT NOBAUATE HA KAYECTBO NPOAYKTA).

OnucaHKe ABNEHHA:

PNT:

JauHelii npenapar npoaHanu3upoeaH B cootBeTcTBHH ¢ COIT: 2189-3051

«Pamap XKC, C.A.Y.» — Asernma Jleranec 62-28923- Anopkon-Manpua-Hcnanus

www.famar.gr

Jluuensna Ha nponssoncTso 648 1E/Ne ceprpuxata GMP ES/079HVL/18*
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1 B | CARL SERVIOCES
CepTHdHKAT COOTBETCTBUSA

05502351 ecennnane H 250mr/Sma. 5 AMIL. (PY) SCSL
Kon matepuana 3akasuuka: 595126
Cepus: 147870A BrinmymenHoe konuvectso: 8 803 EJN
Jarta npomssoactea: 13.11.2018 Jlata oxoH4aHuA cpoka rogHoctH: 11,2021
Henoab3oBanable cepun papmMaueBTHUeCKol cyGeTaHun
Kon OnucaHne Ne cepun Ne cepuH nocTaBIKKA
10500280 PUBO®JIABHH BUTAMHH B-2 1801295 UQ71110196
10500852 POCPATHINUN XOJHH PPC-P 1803769 3180513

3aageHHe 0 cepTHRHKALMN:
Hacroaium s noaTeepkaalo, 4TO MpeAcTaBIeHHAR Bbille HHOPMALUS ABANETCA NOLTHHHON U TOUHO#,
JanHan cepus npenapara Ob11a NpoM3Be/ieHa, BKIIOYAA YNAKOBKY H KOHTPOIbL KAYeCTBa, B MOJHOM
COOTBETCTBHH C TpeGoBaHHAMH NMpaBun Haanexaiueii npou3IBoACTBEHHON NPAKTHKM, YCTAHOBIEHHBIMH
MECTHBIMH PEryNSTOPHBIMH OPraHaMH, a TAKKE B COOTBETCTBHH CO CMCUHPHKAUNAMH,
NpeAyCMOTPEHHBIMH PETHCTPALIHOHHBIM YIOCTOBEPEHHEM CTpaHbl-uMnopTepa. OTveTh o obpaboTke,
YNaKOBKE K aHAIM3Y cepHi ObITH NPOBEPEHBl H MPH3HAHBI COOTBETCTBYIOWHMH TPEGOBAHHAM NPABHI

GMP.
Bbipan: JAYHC PAMHPE3 [Momnuce:
(Y nonHoMO4EHHOE THLO) Moanucs/ 19 pexabpsa 2018 r.
«Pamap XKC, C.A.Y.» — Asenana Jleranec 62-28923-Anopxon-Maapua-Hcnauns 212

www.famar.gr

JIuueHsna Ha npoussoacteo 648 | E/Ne cepTudukara GMP ES/Q79HVI/18*



«A., Harrepmand 31a Cue. [MOX»
Komnanna «Canodu»
Harrepmannane 1

50829 KenbH, lepmannn

SANOFI g

Ceprudurar anannza

Na zakaza: Ne ucnuitanua: 240577 Beinyueno: 17.10.2018
Matepuan: PPC-P

No maTtepuana: 228004

GMID: 673987

Ne cepun: 50001210

Ne cepu nocTaBLiMKa: 3180513

Hara npoussoacTea: 14.08.2018

Hara nostopHoro 14.02.2020 Crpana

KOHTpONA: Ha3HAYEeHHA:

Ne cneundmkaunn.

CGN-SPEC-RM-000185 /2.0

TMekazaTenn

XapakTepHcTHKH

Onucanue

MoANMHHOCTE

[ToanuHHocTs (XpoMaTorpaduuecknit

MeToa)

MoanuHuoCTL
(nu3othochaTHANNXOJINH)

IMopauHHocTe (dochaTHAHNKXONNH)
Konn4ecTBenHoe onpeaeneHne

Tokodgiepon

®ocdatnaunxonnH (B nepecueTe Ha
6e3B0AHOE BEWECTBO)

JluzodochaTuaunxonu (B nepecuere

Ha 6e3BONIHOE BEILECTBO)
UYucrtoTa

CeHHeU

PryTb

Kaamnii

Honuoe uvcno

MepexucHoe uncno
ConytcTrytonipe (pochonHIHLbL
JTaHon

OTHNMETUNKETOH

Bona

ExCcrtRelcascEl_nat.xml

1tocnennse wiMenenna: 22.03.2018 11:4E
Coen 1Hymacp. cny#Ga KonTpond kasccTea. Ten. 128

HopMme! npH Beinycke

KeToBaTtada nnacTHYHaA Macca c
OPEXOI'IOJlOﬁHI:IM 3anaxom

COOTBETCTBYET CTAHAAPTHOMY 00pasLy

COOTBETCTBYET

COOTBETCTBYET

0.10-0,30

90,0 - 96,0

0.0-6,0

0-5
0,0-0,1
0,0-0,2

0-10

HE OMpenenHMo
4,0-8,0
0-500
1,0-3,0

PeayakTatbl

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

[lepnoga. Tect

95.3 % (macc./macc.)

1,3 % (macc./macc.)

Tlepuon.tect
Mepuon.tect

[Mepnon.tecT

2

COOTBETCTBYET

6,9 % (macc./macc.)
< 30 ppm

1,0% (macc./macc.)

Crpanuua 1 us 2




«A. Harrepmann 3ua Cre. [MGX»

Komnakua «Canodm» SA N O F l J
Hartrepmannane |

50829 Keabh, Nepmanns

Cepraduxar ananmnza

Ne zakaza: Ne wenvitanun: 240577 Beinyweno: 17.10.2018

KvcnoTthocTs 0,0-0,5 [Mepuon.tect
MukpoGnonoriieckan YHeToTa

Obuee yueno aypobHeix 0 - 100 [ephon.tect
muxpooprasnimos (TAMCQC)

JurepobakTepru H ApyrHe OTCYTCTBYeT B | T Mepuon.Tect
rpaMoTpHUaTenbHLIE BakTepUH
Escherichia coli oTCyTCTBYEeTB 1 T IMepuon.tect
Pseudomonas aeruginosa oTcytcTByeT B I 1 Mepuon.tect
Staphylococcus aurens oTcyTcTByeTB I 1 MNepuon-rect
BakTepHansHble HAOTOKCHHBL 0-10 MNepuon.tect
Ianwana cepua COOTBETCTBYET
cneunpHKaLIH,
OTae KOHTPONA KAYecTBa Onepaunn no
ofecneveHHI0 KAYECTBA
Bonwranr XepMmaHHe J-p berruna lllnoméurua
HauanbHux oTAENa KOHTPOA KavecTBa YnonHoMoUueHHOE NHLO
Harta Beinycka: 27.09.2018 B 16:36:18 itk [Tutepc

HauHbtii aokyMeHT Gbin co3naH B 3MeKTPOHHOH dopMe H AelicTBHTENEH €3 NOANUCH.

ExCertReleascEl_nat.xml
CTpannua 2 u3 2

TlocaeaHne iasenena; 22033008 1141
Cren [llymacp. caywba konmpona kaycctsa, Tea. 2028



a FAMAR

\l TH CARL SRV

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL
Customer material code: §95126

Batch: 147870A

Date ©of manufacture: 13.11.2018

APl Batches used

Quantity released:

8.803 UN

Expiry Date: 11.2021

Code Description BatchNr  Supplier Batch Nr
10500280 RIBOFLAVINA VIT, B-2 1801295 UQ71110198
10500852 FOSFATIDIL COLINA PPC-P 1803769 3180513
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 1,010
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
ETHANOL IDENTIFICATION Similar to standard Conforms
BENZYL ALCOHOL IDENTIFICATION Similar to standargd Conforms
RIBOFLAVINE IDENTIFICATION Green yeliowish at LIV light Conforms
VOLUME =50 ml 52ml
PH 7,595 86
EPL TITLE 261.3-288.8mg /5 ml 2720 mg
BENZYL ALCOHOL TITLE 428-473mg/5ml 44,5 mg
LPC <=20.0mg /5 mi 6,7mg
ETHANOL <=251mg/5ml 23.7mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/mI < 2,50 EUmI
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns) 0-6000 194
PARTICULATE MATTER (> or = 25 microns} 0-600 4

Deviations: NO [ YES

PNT:

This product has been analized by SOP: 2189-3051

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

Manufacturing License 6481E / GMP Certificate Number ES/079HV)/18*

[ 1 If significant deviations (which may have ar impact on the quality of praduct).
Description of the event:

1/2



m FAMAR

l ALTH CARL SERVIOCES

Certificate of Conformity

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

Customer material code: 595126
Batch: 147870A Quantity released: 8.803 UN

Date of manufacture: 13.11.2018 Expiry Date: 11.2021

AP} Batches used

Code iptio Batch Nt Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1803769 3180513
Certification statement:

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricatad/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 analysls records were reviewed and
found to be in compliance with GMP.

Released by: Signature:
{Qualified person)

N\

UL > ﬂ—@w’uﬂc@
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Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar.ge 212

Manufacturing License 6431E / GMP Certificate Number ES/07SHVI/ 8*



A. Nattermann & Cie. GmbH 53
A Saarllofi Cg:'1r1pany"3 " SA N O F I ‘::ﬁ
Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 240577 Issued:  17.10.2018
Material: PPC-P
Matarial No: 228004
GMID : 673987
Batch No: 80001210

Supplier Baich No: 3180513

Manufacture Date:  14.08.2018

Retest Date: 14.02.2020 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) conforms to reference conforms
Identification (Lysophosphatidyl-choline) conforms conforms
Identification (Phosphatidylcholing) conforms conforms
Assay
Tocopherol 0,10-0,30 periodically tested
Phosphatidylcholine (dried substance) 90,0 - 98,0 95,3 % (mim)
Lysophosphatidylcholine {dried substance} 0,0-6,0 1.3 % {(m/m)
Purity
Lead 0-5 periodically tested
Marcury 0,0-0,1 periodically tested
Cadmium 00-0,2 periodically tested
Peroxide value 0-10 2
Accompanying Phospholipids not detectable conforms
Ethanol 40-8,0 6,9 % (m/m}
Ethylmethylketone 0-500 <30 ppm
Walter content 1,0-3,0 1,0 % (m/m)
Acid value 0.0-05 periodically tested
Microbiological Purity
Total aerobic microblal count (TAMC) 0-100 periodically tested
Enterobacteria and certain other gram. neg. absendin 1g periodically tested
bacter
Escherichia coli absentin1g periodically tested

ExCertStartingGMIDEL_nat.xmt

ZUARA hibaint 21 ELIAIE V1 41
o Deh il OAR. 1 X010

Page 1 of 2



A. Nattermann & Cie. GmbH

SANOFI g

A Sanofi Company
Naftermannallee 1
50829 Cologne / Germany
Certificate of Analysis
Order No: Test No: 240577 Issued:  17.10.2018

Pseudomonas aeruginosa
Staphylococcus aureus

Bacterial endotoxins

ahsentinig
absent in 1g

0-10

periodically tested
periodically tested

periodically tested

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date: 27,09.2018 at 16:36:18 by Heike Pelers
This document has been produced electronically and is valid without signature.

ExCertStarlingGMIDEI_nat.xml
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Quality Operations
Dr. Bettina Glombitza
Qualified Person

Page 2 of 2




