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JAEKJIAPAIIASA O COOTBETCTBHUA

AEKJIAPAHT, IPHHAMATOIIHIA JEKJIAPAITAIO O COOTBETCTBHH

{ AO "Canoghu Poccusn”
| herd el -
| Ceedenun o pezucmpayuu opearnusayuu.: Mexcpaiionnan uncnexyus @edepanvnod Hanozoeot cayxctor No 46 no

2. Mockee 01,01.2008, OT'PH 1027739079940, 0ama npuceoerus OI'PH 19.08.2002.

Aodpec: 125009, e. Mockea, yn. Teepckan, 9. 22. Tenechon/paxc: 8 (495) 721-14-00/721-14-11
B nuye: Ienepanvuotii oupexmop Mouxe O.A.

Alosepennoe nuyo: Cmenanoe C.C., doeepernrnocms 6/ om 01.12.2017

| 3ASIBJISIET, UYTO

nRexapcmeernoe cpedemeo: Iccenyuane H, pacmeop ons enympugennozo sgedenua 250 m2/S Mn 5 mn, amnynot
(3), ynaxoaxu xonmypruie nnacmuxosuie (1), nauxu xapmonnwie, PY Ne IT N016326/01 om 27.04.2010 ( dama
samenwr 12,12,2016) evidano AO "Canogu Poccua”, cepus 1568424, napmus 3359 ynaxosox, 200en 0o
01.02.2022, npouzeoocmea Pamap Xenc Kea Cepeuces Madpuo C.A.Y., Henanun, Famar Health Care Services
Madrid, S.A.U., Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, koo OKITJ2 21.20.10.114, xod TH B3J]
3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485062927 om 02.05.2019

COOTBETCTBYET TPEFOBAHHUSAM

II N016326/01-190511 usm. Ne -5

JEKJTAPAITHAS ITPUHATA HA OCHOBAHHAHA

npomoxon ucnvimanuii Ne 12226 om 07.05.2019 HJT Q00 HI] "PAPMOFOPQOHA", ammecmam
dkxpedumayuu POCC RU.0001.21 @J140, Cepmugpuxam POCC ES.DOM08.C39579 om 08.05.2019

Crenanos C.C.
chb ®.H.0O

CBEJEHHS O PETHCTPALIIA

OPT'AH IIO CEPTU®HKAITAHA, SAPETUCTPAPOBABII NI JEKJIAPAITUFO
RA.RU.11PMO8 OPIAH IT0 CEPTHOHKALIMH IPONYKIHH OBIECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTbO "OKPYXHOH [[EHTP KOHTPOJIA KAYECTBA",

i aodpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmuuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykK.p.
HAEKJTAPAIIHAS O COOTBETCTBHU 3APET'HCTPHPOBAHA M POCC RU JI-ES.PM08.A.23444/19

? g%é Kauau E.B.
3am. pyxosorurens OC
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CARLE SERVIUGES

Ceprudukar cooTBeTCTBHS

05502351 Decenunane H 250mr/5m. 5§ AMIL, (PY) SCSL

Kon mMarepuana 3akasunka: 595126
Cepun: 156842A
Hara nponssoacrsa: 13.02.2019

Beinywendoe konuuecteo: 3 359 EJT
Jlata okoH4aHHA cpoka roaHocT: 02.2022

Henonesosannsie cepun gapmaeBTHYECKOI cybeTaHumm

Koa Onucanpe Ne cepun Ne cepuu mocTaBLika
10500280 PUBO®JIABUH BUTAMHH B-2 1801295 uQ71110196
10500852 QOCPATHINI XONHH PPC-P 1804525 3180521
PE3YJIBTATHI AHAJIN3A
TNOKA3ATEJIH HOPMBI NNPH BBINTYCKE PE3YJIbTATBI
OIMHCAHHE [Ipo3paunsii xenTolil pacTeOp, CootBeTcTBYET
NpaKTHYECKH HE COAEPKHUT
MEXaHHYECKUX BKJIIOUEHMI
MPO3PAYHOCTD Crenens I MakcHMyM CooTBetcTBYET
HUBETHOCTb XKentbiit CooTeetcTRyeT
InoTHOCTE 1,007-1,012 1,009
IMomIMHHOCTE 3CCEHUHANTBHBIX CooTBETCTRYET CTAHAAPTHOMY CooTeeTcTBYET
tochonununos (EPL) obpasuy
IMoannaHOCTE MH30G0ChaTRARNXONHHA CooTBETCTBYET CTAHAAPTHOMY CooTtsercTBYET
(LPC) obpasiy
NOJUJIHHHOCTL 3TAHOJIA CooTBETCTBYET CTAHAAPTHOMY CooTtsercTBYET
obpasuy
NMOAJIMHHOCTL BEH3HUJIOBOIO CooTBeTcTBYET CTAHAAPTHOMY CooTtsercTBYET
CIIHPTA obpasny
MOAJIMHHOCTE PUBO®IIABHHA KentoBaro-3enensiii nog Y@ CootserctByeT
H3NyYeHHeM
OBBLEM =50mMn 5,2 Mn
PH 7.5-9,5 8,8
Conepxanue EPL 261,3-288,8 Mr/5 mn 270,9 mr
Copepxatue G6eH3WIOBOTO CIHPTA 42.8-47.3 Mr/5 mn 45,8 Mr
Jinusodocdarnannxonun (LPC) = 20,0 Mr/S Mn 6,5 Mr
OTAHON = 25,1 Mr/5 Mn 23,3 mr
BAKTEPHAIJIbHBIE SHOAOTOKCHUHEI 0,00-35,00 ED/Mn < 2,50 E3/Mn
CTEPHJILHOCTDb CootrseTcTBYET CootBeTtcTBYET
MEXAHHWYECKHE BKAIOYEHHA (> win  0-6000 86
= |0 MHKpOHK}
MEXAHHYECKHE BKAKOYEHHUSA (> o 0-600 3

= 25 MHKpOH}

Otknonernn: HET [x] JIA [ ] Ecni OTKNOHEHHA CYUECTBERHB! (KOTOPLIE MOTYT NORJTHATh HA KAYECTBO MpoAyKTa).

OnucaHHe SBIEHUS:

PNT:

HauHuiii npenapat npoaHanu3upoBaH B cooTeTcTBHH ¢ COIT: 2189-3051

«(amap XKC, C.A.Y.» — ABeHaua Jleranec 62-28923-Anopkon-Manpua-Hcnanus

www.famar.gr

JInuen3na Ha npouzeoacteo 648 | E/Ne ceptudukata GMP ES/O79HVI/ |8+
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CepTuduKaT COOTBETCTBHS

05502351 Sccenunane H 250mr/5mn. 5 AMIL. (PY) SCSL
Kon marepuana 3akasuuka: 595126
Cepun: 156842A

BrinyuenHoe konuuectso: 3 359 EJ]
Jara npoussoacTea: 13.02.2019

Hata oxoHyaHHA cpoka roaHocty: 02,2022

Henonnlopanrbie cepun apmauesTHYecKkoli cybeTaHuny

Kon Onucanue

Ne cepun Ne cepHH DOCTABIIHKA
10500280 PUBO®JIABHUH BUTAMUHH B-2 1801295 UQ71110196
10500852 OOCPATHINUNA XOJIUH PPC-P 1804525 3180521

3anBnenne o cepTHuKansn:

Hacroswmm s NOATBEPK A0, UTO NpEACTaBNE€HHAA Bbillle HH(I)OpMaLlHﬂ ABNAETCA NOLNHHHOH H TOYHOH,
I[aHHaH CEpHA npenapara Obina MPOH3BEACHA, BKNOUYAA YMAKOBKY H KOHTPOJIEL KA4Y€CTBA, B MOJHOM
COOTBETCTBHH € Tpeﬁosauumu npasua Hamnexatueit npousaoncrsenuoﬁ NPaKTHKH, YCTAHOBAEHHBIM K
MECTHBIMH PEryaTopHbIMH OpraHaMH, a TAKXKE B COOTBETCTBHH CO CHCHHEI)HKEHHHMPI,
NMPeqyCMOTPCHHBIMKE PETHCTPAUHOHHBIM YIOCTOBEPEHHEM CTPaHbLI-HMNIOPTEPA. OT4eTsl NO oﬁpaﬁorxe,
YNAaKOBKE H aHANU3Y CepHH Obinn NpoBEPEHBI H NPH3IHAHLI COOTBETCTRYHOUITHMH TPCGOBEHHﬂM [pasun

GMP.
Brinas: JNyuc Pamupes [Monnuce:
(YnonHoMoueHHOE 11U0) /Mloanuce/ 24 Anp.2019
«Pamap XKC, C.A.Y.» - Apennua Jleranec 62-28923-Anopkon-Manpua-Uenanua 4/4

www.famar.gr

Jlnuen3na va npousroacTeo 6481 E/Ne ceprudukata GMP ES/07T9HVI/ 18+
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LI CARL SERVIUES

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML.. 5 AMP. (RU) SCSL
Cugstomer material code: 595126

Batch: 156842A Quantity released: 3.359 UN
Date of manufacture: 13.02.2019 Expiry Date: 02.2022
API Batches used

Code Desgription BatchNr  Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801295  UQ71110196

10500852 FOSFATIDIL COLINA PPC-P 1804525 3180521

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow solution, practically Conforms
free from particles
CLARITY Degree | maximum Conforns
COLOUR Yellow Conforms
DENSITY 1,007-1,012 1,009
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 >=50ml 52mi
PH 7.5-95 8.8
EPL TITLE 261.3-2888mg/ 5 ml 270,9 mg
BENZYL ALCOROL TITLE 428-47.3mg/5mil 458 myg
LPC <=20.0mg /5 ml 6,5mg
ETHANOL <=25.1mg /5 ml 23,3mg
BACTER!AL ENDOTOXINS 0,00-35,00 EU/ml < 2,50 EU/mI
STERILITY TESTING Complies Conforms
PARTICULATE MATTER (> or = 10 microns) 0-6000 86
PARTICULATE MATTER (> or = 25 rmicrons) 0-600 3

Daviations: NO [X] YBES [ ] If significant deviations (which may have an impact on the quality of product).
Deacription of the event:

PNT:
This product has been analized by SOP: 2188-3051

Famar HCS, §.A.U. - Avenida Leganés 62-28923-Alcorcan-Madrid-Spain www.famar.gr 112
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]\IIH CARL SLRVICES

Certificate of Conformity

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

Batch: 156842A Quantity released: 3.359 UN
Date of manufacture: 13.02,2019 Expiry Date: 02.2022
APl Batches used

Code Description Batch Nr Supplier Batch Nr
10500280 RIBOFLAVINA VIT. B-2 1801285  UQ71110196

10500852 FOSFATIDIL COLINA PPC-P 1804525 3180521

Certification statement:

1 hereby 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 Markeling Authorization 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)
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