AEKJIAPALIMS O COOTBETCTBHUA

AEKJIAPAHRT, IPHHAMAFONHIT JEKJAPAITIO O COOTBETCTBHAN
AC "Canogpu Poccus”

3apezucmpuposano : Meacpaitonnas uncnexyus MHC Poccuu Ne39 no z Mockee OI'PH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocxea, yn. Teepcras, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansuviii Oupexmop Mownae O.A.

Hosepennoe mujo: Cmenanoe C.C., dosepennocme 6/n om 01.12.2017

3AABJISIET, YTO

Aexapemeennoe cpedemeo: Secenyuane H, pacmeop ona sHYmpugennozo seedenun 230 me/S ma 5 ma, ammms
(3), ynaxoexu xonmypuvie naacmuxoesie (1), naxu xapmoxnve, PY Ne II N016326/01 om 27.04.2010 { dama
samenwt 12.12.2016) ewoano AO "Canogu Poccus", cepun 1368504, napmua 8945 ynaxoeox, 200ew do
01.07.2021, npouseodcmea Gamap Xenc Kea Cepeuces Madpud C.A.Y., Henanun, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, xod OKITI2 21.20.10.114, x0d TH BT
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.201 0, uneoiic Ne 9085307890 om 01.10.2018

COOTBETCTBYET TPEBOBAHH M
IIN016326/01-190511 usm. Ne 1-4

AEKTAPAITHS ITIPHTHATA HA OCHOBAHUH
npomoxon uchsimanuil Ne 2680 0 om 09.10.2018 HJI OO0 HI] "$APMOEOPOHA", ammecman
axkxpeoumayuu POCC RU.0001.21DJI40, Cepmugpuram POCC ES.PM08.C24670 om 10.10.2018

JATA MPHHSATAS NEKAAPAILE 10.10.2018
i N
AAPKUVHAEACTBATENLHA 10 01.07.202]

3 Crenanos C.C.
O / 1
,’ L [y
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CBEJEHUSA O PETUCTPAIIA

OPTAH ITIO CEPTH®UKAITAH, 3APErCTPHPOBABII UL AEKJAPALIHAIO

RA4.RU.11PMO8 OPIAH ITO CEPTHOHKAIIHH HPONVKI[HH OFIIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH LIEHTP KOHTPOIA KA YECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, ya. Macmepxoea, 0. 4, sm. 5, nom. I xom. 1, agpec op2ana no
cepmupurayun. 115280, POCCHA, z0pod Mocxea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eef-
caiim: oyxr.pep. '

AEKJIAPAITISL O COOTBETCTBUHA 3APETHCTPUPOBAHA M POCC RU J-ES.®MO8.A.03520/18
AATA PETHCTPAXIAM 10.10.2018

Huaenxo U.B.
“OAAHCE Pykosopurens OC




SANOFI
®amap Xenc Kea Cepauces Magpua C.A.Y ., Ucnanus

CEPTU®UKAT AHAINU3A
Jccenunane® H, pacTBop 1,18 BHYTPMBEHHOIO BBEACHHS AMITY.IbI TEMHOTO CTeK.1a
250 Mr/Sma N 5

Cepus: 136850A

Ilara npousBojcTBRa; 13/07/2018

F'onen no: 07/2021

HI I1 N016326/01-190511

IMOKA3ATEJIN HOPMBI PE3VJILTATHI
Onucanue Ipospaunerit xkENTRIT pacTBOP CooTtretrcTBYET
Ipo3pauynocts* Tipenapar n014eH BELIEPKHBATE cpaBHeHne co | COOTBETCTBYET
CTaHJNapTHOH cycnien3ueit L.
[ToanuHHOCTE:
-ochaTumixonysa U Rt (o6pa3ua) = Rt (cTauaapr). CooTtBeTcTBYET
amzodochaTHIUIXoNHHA
- 3TAHONA Rt (obpazua) = Rt (cranzapr). CooTeeTCTBYCT
- clUpTa OEH3UIOBOrO Rt (o6pazua) = Rt (cTanmapr). CooTeTrcTBYET
- pubodnasuHa Spxas rroopeclieHIHs XKeaTo-3e1eHoTo 1BeTa. | COOTBETCTBYET
H 7,5-95. 8,7
HspiiekaeMniil 0b6beM He menee 5,0 M. 5,2 Mn
OTHOCUTEIbHAA IOTHOCTE 1,007 - 1,012. 1,009
CrepunpHOCTD Hpenapar gomxeH GBITH CTEPUILHBIM, CooTpeTcryer
baxrepnaneusie sHoTOKCHHBI** | He Gonee 35 DE/Mi. <2,50 ED/Ma
Mexanndgeckue BKAOYEHUA™*
- BUIMMEIC YaCTHIBI JAOTDKHBI OTCYTCTBOBATS. CoorsercryeT
- HeBHIMMBIE HACTHILB! pasmepom = 10 mxm ne 6onee 6000/amoyny 273
pa3MepoM > 25 MkM He Bosiee 600/ammyny 3

ToxeuunocTn* ITpenapar nomxeH 6BITL HETOKCHYHEBIM. CooTBercrByer
Copepxanue araHosna* He Gomee 25,1 Mr/5mn 22,0 mr
Konnuecrsennoe comepxanue®**:
- hocdaruamIxonmnHa 261,3 —288,8 mr/5mn 276,9 mr
- mazodochaTnmumxonuna* - ge 6omee 20,0 Mr/5Mn 5,2 Mr
- cupTa OCH3UIOBOTO 42,8 — 47,3 Mr/5mn 45,8 Mr

* - 1I0Ka3aTenb BBEIEH o Tpebopanuio PapmakonefHOro KoMuTeTa, PHpMa rapaHTHpyeT KauecTBO 110
JAHHOMY TIOKa3aTeo,

*¥ - IpeenbHOE colEPKAHUE GaKTEPHAbHBIX SHAOTOKCHHOB cHEXeHO ¢ 50 EU/Mi no 35 EU/Mi o
Tpeboranuio dapMakoneiHOro KOMUTETA.

#¥%% - HopMpl yKkasaHBl Ha KOHEIl CPOKXA TOAHOCTH, OHH OTJHYAIOTCA OT HOPM, IIPEACTABICHHbIX B
cepTurKaTe aHATH3A.

YxazauHas cepus HPOH3BEICHA BKJIIOYAs YIAKOBKY H KOHTPOJIB KAYECTBA B COOTBETCTBHH C
ACHCTBYIOWIMH TPEeOOBAHUAMH PErHCTPALIHOHHOTO OCKE U NPABIIAMH Balexaneli MPaKTHKH
NPOU3BOACTRA JIEKapCTBCHHbIX cpeacTe (GMP).

Pemienue: Bemywen 11/09/2018 YrnondomoueHHoe nuno: Patricia Rotas

AQ «Canodn Pocensn
Aspee: 125009 Mocksa, va Teeperan. 22, Ten: (4933 721-1400. @aie: (493) 721-1411. www.sanofiru
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EEMLTH CARL SERYVIORES

Certificate of Conformity

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

Customer material code: 595126
Batch: 136850A Quantity released: 8.945 UN
Date of manufacture: 13.07.2018 Expiry Date: 07.2021

API Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1705011 3170485

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow sofution, practically Conforms
free from particles
CLARITY Degree t maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,042 1,009
EPL IDENTIFIGATION Similar fo standard Conforms
LPC IDENTIFICATION Simiiar to standard Conforms
ETHANOL IDENTIFICATION Similar to standard Conforms
BENZYE ALCOHOL IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
VOLUME >= 50 mi 5.2 mi
PH 7,595 8,7
EPL TITLE 261.3-2888mg/5mi 2769 mg
BENZYL AL.COHOL TITLE 42.8-473mg/5mi 45,8 mg
LPC <=20.0mg/5mt 52 mg
ETHANOL <=251mg/5mi 220mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/mi < 2,50 EU/m|
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 rmicrons) 0-6000 273
PARTICULATE MATTER (> or = 25 microns) 0-600 3

Deviations: NO M YES { ] Isignificant deviations (which may have an impact on the quality of product).
Dezcription of the event:

PNT:
This product has been anatized by SOP: 2186-3051

Famar HCS, S$.A.U. - Avenida Leganés 62—28923-Arcorcon-Madrid-Spain www.famar.gr 112

Manufacturing License 8481E / GMP Certificate Number ES/G79HVI/18*




MEY

FALER CAaR)L SERVIGRS

Certificate of Conformity

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

Customer material code: 595126

Batch: 136850A Quantity released: B8.945 UN
Date of manufacture: 13.07.2018 Expiry Date: 07.2021

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295 uQv1110198
10500852 FOSFATIDIL COLINA PPC-P 1705011 31704095
Certification statement:

| hereby certify that the above informatien is authentic and accurate. This batch of product has been fabricated/manufactured, including
Ppackaging and quaiity control in full compliance with the GMP fequirements of the local Regulatory Autherity and with the specifications
in the Marketing Authorization of the importing country. The batch processing, packaging and enalysis records were reviewed and
found to be in compliance with GMP.

Released by: M\% &j% Signature:
(Qualified person) _
ML

Famar HCS, S.AU. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain waww.famar.gr 212

Manufacturing License 6481E / GMP Certificate Number ES/O79HVI/ 18




A. Natt & Cie. GmbH dite.
A Sa?:o?"lrrgg?nr;nany]e " SA N O F' I ‘ﬁ

Nattermannallee 1
50828 Cologne / Germany

2 Certificate of Analysis

~

Order No: Test No: 220707 lssued:  11.07.2017
Material; PPC.P
Material No: 228004
GMID ; 673087
|_ Batch No: 70000525 § <3 ‘5

| Supplier Batch No: 3170491 )

Manufacture Date:  08.03.2017
Reiest Date: 08.00.2018 Destination:
Specification No. 11.228004 / 16

Parameter Release limits Result
Characters
Appearance a fain{ yellow malleable mass of nutlike odour  conforms
Identification
Identification (chromatographic test) conforms fo reference conforms
Identification (Lysophosphatidyl-choline) conforms conforms
Identification {Phosphatidylcholine} conforms conforms
Assay
Tocopherol 0,10-0,30 periodically tested
Ol assay (dried substance) 0,0-40 periodically tested
Phosphatidylchaline (dried substance) 90,0 - 96,0 85,8 % {m/m}
Lysophosphatidyicholine {drled substance) 0,0-6,0 1,0 % (m/m)
Purlty
Lead 0-5 periodically tested
Mercury 0,0-0.1 periodically tested
Cadmium 0,0-02 periodically tested
lodine vaiue periodically tested
Perexide value g-10 2
Accompanying Phospholipids not detectable conforms
Ethanol 4,0-80 7.1 % {m/m)
Ethyimethylketone 0-500 < 30 ppm
Water content 10-30 1,0 % (mfrm)
Acid value 0,0-05 periodically tested
Microbiclogical Purity
Total aerobic microbial count (TAMC) 0-100 periodically tested
ExCertStartingGMIDEI_nat.xmi Page 1 of 2

Eaetn baahat, WWORLINE 141
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A. Natt & Cle. GmbH o
A Saano?i”gg&npanyle SA N O F I a}

Naitermannaliee 1

50829 Cologne / Germany
. Certificate of Analysis
Order No: Test No: 220707 Issued:  11.07.2017

Enterobacteria and certain other gram. neg. absentin 1g perfodically iested
bacter

Escherichia coll absentinig periodically tested
Pseudomonas aeruginosa absentin1g periodically tested
Staphylococcus aureus absentini1g periodically tested
g et totox 840 _nnrindjcaily tesied

This batch conforms to the specification.

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

Release date: 37,04.2017 at 06:26:22 by Anja Heinrichs
This document has been produced elecironically and is valid without signature,

ExCertStartingGMIDEL nat.xmi

Zuke baaabyt 1LDZ0I3 VAL
Sean Bohuradive, OAS. Tal 2020
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