JEKJIAPAIIA O COOTBETCTBAM

| XEKJIAPAHT, I[Pi/IIIPIMAIOIHI/Iﬁ JAEKJIAPAITHIO O COOTBETCTBHHI

AO "Canodu Poccun”

3apeeucmpuposano : Mexcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mocxee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanouniii ouperxmop Mowuaic 0.4

Hosepennoe auyo: Cmenanoe C.C., Oosepennocme o/n om (01 12.2017

3ASIBJSIET, UTO

rexapemeennoe cpedemeo. Fecenyuane H, pacmsop ons eHympusernnozo eeedenusn 250 ma/S ma 3 mu, amnyivl
(5), ynaxoexu xoHmypruie naacmuxogvie (1), nauxu xapmonnuie, PY Ne IT N016326/01 om 27.04.2010 ( dama
samenwt 12.12.2016) ewdane AQ "Canodhu Poccun”, cepun 1359704, napnua 8816 ynaxosox, 200eH 00
01.07.2021, npouseodemea Pamap Xenc Kea Cepsuces Madpud C.A.Y., Henanun, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, xod ORIIZ2 21.20.10.114, xoo TH B3J
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085307890 om 01.10.2018

COOTBETCTBYET TPEEOBAHHUAM

W T NO16326/01-190511 usm. Ne 1-4

1 JEKJIAPAITHA MPHHSATA HA OCHOBAHUU

npomoron ucheimanuii No 2875 0 om 09.10.2018 HII OO0 HI] "CAPMOLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJ140, Cepmugpuxam POCC ES. DMO8.C24665 om 10.10.2018

JATA IIRHH&II/IH}IEKMAHHH 10.10.2018
AEKJTAPATIA ]
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CBEJIEHMS O PETHCTPAIIANA

OPT'AH IO CEPTHO®UKAIINHA, 3APEIICTPHPOBABINUIT TEKJIAPAITHIO

RA.RU.11 M08 OPIAH IO CEPTH®HKAITHH ITPOIYKIJHH OFIIECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH IJEHTP KOHTPOJIT KAYECTBA",

adpec opeanusayuyu: 115280, . Mocxea, yn. Macmepwosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no

| cepmugbuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
| eaitm: oyxx.pg.

§ JEKJIAPAIINAA O COOTBETCTBHU 3APETHCTPHPOBAHA M POCC RU J-ES.®M08.A4.03515/18
JATA PETACTPATIMMA 10.10.2018
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SANOFI
Mdamap Xence Kea Cepsuces Maapuia C.A.Y., Ucnanus

CEPTHOHUKAT AHAJIN3A
Jecennuane® H, pacrsop Jisi BHYTPHBEHHOI0 BBEICHES AMOY LI TEMHOIO CTEKJIa
250 mr/Sma N 5

Cepns: 135970A

Jlata npoussoacraa: 06/07/2018

lonen no: 07/2021

HJLII N016326/01-190511

TMTOKA3ATEJIU HOPMBI PE3YJIbTATH!
Onmucanue [Ipospaysbli KEATHIA pacTBOP CoorsercrByer
IIpospaunocTe* [penapat nomxkeH BeLAepKEBATEH cpaBHeHHe co | CootBeTcTBYET
CTaHIApTHOM cycnen3uei [.
IognuuHOCTE:
-(hochartHanIXOTHHE H Rt (obpazna) = Rt (crangapr). CooTBeTcTBYET
nuzodochaTHIRIXOIHHA
- 3TaHOdA Rt (obpasua) = Rt (craszapr). CootsetcTByET
- cIIHpTa OEH3IWIOBOTO Rt (o6pasua) = Rt (cranzapr). CooteercrByer
- pubodnasuna Apxkas dparoopecneHIus xKenTo-3eieHoro upera. | CooTBETCTBYET
pH 7,5-9,5. 8,8
H3BnexaeMslit 00neM He menee 5,0 M. 5,2 M
OTHOCHTENBHAS IIOTHOCTD 1,007 - 1,012, 1,010
CrepuiisHOCTB [Tpenapat fomxeH OBITH CTEPHILHEIM. CoOTBETCTRYET
baktepuanbHbie SHAOTOKCHEBIY* | He Gonee 35 DE/Ma. <2,50 ED/mn
Mexanuyeckue BKIKUeHHT*
- BH/IIIMBIE YACTHIIEI JOJUKHBI OTCYTCTBOBATD. Coorgercrayer
- HCBHJIMMBIE YaCTHHEI pa3mepoM = 10 MxMm He Gonee 6000/amnyny 316
pasMepoM > 25 MKM He bonee 600/amnyay 6

ToxenanocTs* [Tpenapat fomkeH OBITE HETOKCHYHBIM. CootBeTcTBRYET
Coaepxanue 3TaHona* He Gonee 25,1 mr/5mn 23,3 Mr
Konnuectsennoe cogepxanue***;
- hochaTuAIXOTHHA 261,3 - 288,8 mr/Smn 2790 Mr
- mu3odochaTummxonuHa® - He dosee 20,0 mMr/5mn 5,5mr
- cIIHpTa OEH3UIOROTO 42 8 — 47,3 mr/5mn 46,8 Mr

* - moKas3arens RRE/ICH 110 TpedoBanuio PapMakoIeHOro KOMUTeTa, (upMa rapaHTHPYeT KayeCTRO [Ho
JAHHOMY [TOKA3aTeIIo0.

** - npeaenpHOE coAepKanue OaKTePHANBLHBIX SHAOTOKCHHOB CHUXeHO ¢ 50 EU/Mn go 35 EU/Mia mo
TpeboBannio PapMaKoneHHOro KOMHTETA.

**%* - HopMBl yKa3zaHbI Ha KOHEI CPOKA TOAHOCTH, OHU OTJIHYAKOTCS OT HOPM, NIPEJICTaBIEHHbIX B
cepTHdHKaTe AHATH3A.

YkaszagHas cepHd OPOU3BEHCHA BKIIOYAs YIIAKOBKY M KOHTPOJIE KAYECTRBA B COOTBETCTRHH ¢
JEHCTBYIOIMMHE TpeOOBaHHAMH PETHCTPALMOHHOTO JIOChe H IPaBHIIaMH Hajulexammeil IpakTHKH
IPOU3BOJCTRA JIEKApCTREHHEIX cpeacTs (GMP).

Peiwenne: Beinymesn 11/09/2018 VnonromouenHoe nuifo: Patricia Rotas

ACQ «Canodi Pocenar
Aapec: 123009, Mocksa, vz Taeperas, 22, Tea: (4933 7211400, drare: (4933 721-141 1. www.sanoliru
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TH CARL SERVIGES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL
Customer material code: 595126
Batch: 135970A

Date of manufacture: 06.07.2018

Quantity released: 8.816 UN
Expiry Date: 07.2021

APl Batches used

Code Description Baich NI Supplier Batch Nr
10500280 RIBOFLAVINA VIT, B-2 1801295 UQ71110196
10500852 FOSFATIDH. COLINA PPC-P 1705007 704N
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yeHlow solution, practically Conforms
free from particles
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
DENSITY 1,007-1,012 1,010
EPL iDENTIFICATION Simitar 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 fight Conforms
VOLUME >=5,0mi 52ml
PH 7.5-85 588
EPL TITLE 261.3-2888mg/5ml 279,0mg
BENZYL ALCOHOL TITLE 428-473 mg/5mi 46,8 mg
LPC <=20.0mg/5mi 5,6 mg
ETHANOL <=26.1mg /5 ml 23,1 mg
BACTERIAL ENDOTOXINS 0,00-35,00 EU/mi < 2,50 EU/ml
STERLILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns) 0-6000 316
PARTICULATE MATTER (> or = 25 microns) 0-600 6

Deviations: NO I[)ﬂ: YES [ 1 Wsignificant 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/D79HVI/8*
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\ll!l BARL SHLRYVIOCRES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL
Cugtomer material code: 595126
Batch: 135970A Quantity released: 8,816 UN

Date of manufacture: 06.07.2018 Expiry Date: 07.2021

API Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801285 UQ71110196
10500852 FOSFATIDIL COLINA PPC-P 1705007 3170481
Certification statement:

| hereby certify that the abave information is authentic and accurate. This batch of product has been fabricated/manufactured, inciuding
packaging and quality confrol in full compliance with the GMP requirements of the local Regutatory Authority and with the specifications
in the Marketing Authorization of the importing countty. The batch processing, packaging and analysis recoids were reviewed and
found to be in compliance with GMP.

Released by: MLK &b& Signature:

{Qualified pexrson)
(Q et

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

Manufacturing License 6481E / GMP Cedtificate Number ES/O79HVI/18*




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

50822 Cologne / Germany
Certificate of Analysis

Order No: Test No: 220710 Issued:  11.07.2017
Material: PPC-P
Material No: 228004
GMIB : 673987
Batch No: 70000528 6 ' {
Supplier Batch No: 3170484
Manufacture Date:  10.03.2017
Retest Date: 10.09.2018 Pestination:
Specification No. 11.228004 /16
Parameter Release limits Resuit

Characters

Appearance a faint yellow malleable mass of nutlike odour  confoims

Identification

ldentification (chromategraphic test) conforms to reference conforms
Identification (Lysophasphatidyl-choline) conforms conforms
identification (Phosphatidylcholine) conforms conforms

Assay

Tocopherol 0,10 - 0,30 periodically tested
Ofl assay (dried substance) 0,0-4,0 pericdically tested
Phosphatidyicholine (dried substance) 90,0-96,0 95,2 % {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
Leadmium 0;6—6;2 perivdicaity tostert
ledine value periodically tested
Peroxide valus 0-10 2

Accompanying Phospholipids not detectable conforms

Ethanol 4,0-80 7.1 % {m/m)
Ethylmethylketone 0- 500 < 30 ppm

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

Acid value 0,0-0,5 periodically tested
Microbiological Purity

Total aercbic microbial count (TAMC) 0-100 perlodically tested

ExCenSteningGMIDE!_nat.xml

el bearsaset TUILZND 1141
Dnn Schursachar, S, tat, 2071
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A, Nattermann & Cie. GmbH e
A Sanofi Gc«mpanyIe " SANOFI| . g

Nattermannaliee 1
£0829 Cologne / Germany

Certificate of Analysis

Order No: TestNo: 220710 Issued:  11.07.2017
Enterobacterla and certain other gram, neg. absentin 1 g periodically tested
bacter
Escherichia coli absentin 1 g periodically tested
Pseudomonas aeruginosa absentini1g periodicaily tested
Staphylococsus aureus absentin1g petiodicaily tested
Bacterlal endotoxins 0-10 perlodically tested

This batch conforms to the specification.

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

Release date: 02.05.2017 at 07:17:48 by Jessica Brocks .

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