FAMAR

CeprudHKaAT COOTBETCTBHS

05502351 Aecenuuane H 250mr/5ma. 5 amn. (RU) SCSL
Homep marepuana: 595126 Perucrpaunonnoe TTN016326/01
yaocTtosepeHHeNo:
Cepua: 196390A Briny1lieHHOE KOMHYECTRO: 8.891 wr
JlaTa npou3BONCTRA: 15.04.2020 CpoOK roIHOCTH: 04.2023
Cepust AOU
Kon: Onucanue: Homep cepun: Homep cepun
10500852 PPC-P 1903144 MOCTaBLIHKA:
3190574
HaumeHnosauue
npoussoautens APU
Doconunun, [MEX,
Nattermannalee |,
D-50829, Koln, (Germany)
AHAJIMTUYECKHE JAHHBIE
[MokazaTenn HopMeb! npu BeINycKe PesyabTaThi
Onucanne [Mpospaunbiii pacTsop xentoro usera, bes Coorsercrayer
MNOCTOPOHHHX BKNKOYeHUit
[TpospausocTh Maxkcuarysm yposns |1 CooTseTcTByeT
[lser Kemrplit CooTseTcTRYET
OTHOCHTE/IBHAA MIIOTHOCTE 1,007-1,012 1,008

[Monnunuocers EPL

Moanunnrocts LPC

[ToanunuocTs 3TaHONa
[loannnuocte GeH3unoBoro cnupra
[MoanuunoCcTh puBodraBHHa
H3snekaemelii o6nem

pH

Konnyectsensoe onpeaenenne EPL

Koanyecrsennoe onpenesienne
GeH3UI0BOro CnupTa

Konunyecrseenoe onpenenense LPC

Konnuecrseenoe QIpeaeCHHE 2TaHoIa

Bakrepnanbshbie 3H0TOKCHHBI
CTepHnbHOCTE
Mexanudeckue sraoueHns (>10Mxm)

Mexanudeckue BKIOYEHHA (225MKM)

Coorsercrayer cranjiapry
CoOTBETCTRYET CTAHIAPTY
CooTBeTCTBYET CTaH apTy

CoOTBETCTBYET CTAHAPTY

Slpras QuOopecUeHLHA KeNTO-3€/1eHOro UBeTa

He menee 5,0mn
7.5-9.5

261,3-288.8 Mr/Smn
42.8- 473 mr/5mn

He Gonee 20,0mr/5mn
He Gonee 25, Imr/5mn
He Gonee 35,00 ED/mn
CootBeTcTByeT

<6000

<600

CootseTcTByeT
CoOTBeTCTRYET
CoOTReTCTBYET
CooTBeTCTRYET
CootrseTcTByeT
5,2 M

8.8

273,0 Mr

45,3 mr

6,0 mr
22,3 mr

<2,50 ED/Mn

CooTBeTcTBYET
261
3 T

s
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FAMAR

Ceprudukar cooTBeTcTBHS ' |

05502351 Aecenunane H 250mr/Sma. 5 amn. (RU) SCSL

Homep matepuana: 595126 Perncrpaunonnoe  TTN016326/01
yaocroepenneNe:

Cepus: 196390A BrimymenHoe 8.891 wr
KOTHYECTBO:

Hara npouspoacrea: 15.04.2020 CpoK romHOCTH: 04.2023

Cepusa AOU

Kon: Onucanne: Howmep cepuu: Homep cepun

10500852 PPC-P 1903144 MOCTaBILMKA:

3190574
HaumenoBaHue NMPOH3IBOAHTEJHA
ADH
Gochonunun, 'MEX,
Nattermannalee 1,
D-50829, Koln, (Germany)

Orknonenus: Her [X | la [ ] Eciu 3HaunTesnbHble OTKIOHEHHS (KOTOPBIE MOTYT OKa3aTh BJAMAHHE HAa KaUeCTBO
npoaykTa). OnucaHue OUeHKH:

SOP:
Hannpiii npenapar 061 npoaHanusuposan no GMP_QAM_00780/GMP_QAM 00164

3anenenme o cepTAGEKANLNNT:

HaCTOHLLlHM A TIOATBEPYKAAKD, HTO NpEACTABICHHAs BbILLIC PIHE])O]JMHL[M?[ SBAACTCA TOAJHHHOI W TOYHOI. Ota cepusa
npenapara 6le'Ea H3[‘GTOBI18H3.I‘I'IPOM3B€,’IBH8, BKJIHOYAA YINAKOBKY M KOHTpPOJIb Ka4e€CTBA, B MNOJHOM COOTBETCTBHH C
TpeboBannaMu Hannexaueii npoussoncTeenHoil mpaktnkn (GMP) MECTHOro peryJisATOpHOrO OpraHa H B
COOTBETCTBMH ¢ TpeboBanuamu HopmaTuBHOH [OKyMeHTauMu (Kak 4acTH PerMcTpalMOHHOrO A0ChE),
3apernCTPUPOBAHHON B HacToAllee Bpems B Poccuniickoii denepauuu, no nepeurcieHHBIM MOKa3aTelaM KauecTsa B
PerucTpauoHHoM Y10CTOBEpeHHH CTpaHbl- HMIOPTEpa. 3amucH NPOM3BOACTBY, YMAKOBKM M aHann3y ObUIH
MPOBEPEHB! M NPU3HAHEI COOTBETCTBYIOWMMH TpeGoBauuam npasun GMP,

YnakoBka n MapKkMpOBKa (B cooTBeTCTBHM ¢ HopMaTnBHOI foKyMeHTauHeit)

Koa MaTtepuan

11505823-00 KapronHas nauxa

11503451-02 HMHCTpyKU#s N0 NPUMEHEHHIO

11503327-01 DTuKeTKa

Buinymeno: HMoanuck:
(YnonmHoMO4EHHOE JTHLO) 09 Hiwous 2020

BhinyuieHo 28 mas 2020
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FAMAR

Certificate of Conformity

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

Customer material code:595126

Batch: 196390A

Date of manufacture; 15.04.2020

APl Batches used

Manufacturing Auth. N°: P N016326/01
Quantity released: 8.928 UN

Expiry Date: 04.2023

Code: Description: Batch number: Supplier Batch number:
10500852 PPC-P 1903144 3190574
APl name manufacturer
Phospholipid, GmbH
Nattermannallee, 1
D-50829 KOLN (Germany)
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE Clear, yellow solution, practically Conforms
free from particles
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
RELATIVE DENSITY E07-1012 1.008
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
ETHANOL IDENTIFICATION Sfmf'a’ to standard Conforms
BENZYL ALCOHOL IDENTIFICATION i Gonforms
RIBOFLAVINE IDENTIFICATION Green YE}'DWiSh at Uv llght Conforms
EXTRACTABLE VOLUME 25.0ml 5.2 ml
pH 7.5-9.5 8.8
EPL ASSAY 261.3-288.8 mg/5 ml 273.0 mg
BENZYL ALCOHOL ASSAY 42.8- 473 mg/5ml 453 mg
<20, ’
LPC ASSAY SaiDmE /s vl 8.0 mg
ETHANOL ASSAY Azniom/ml 22.3mg
BACTERIAL ENDOTOXINS %553.00 EU/mi <2-S0EU/l
Complies Complies
STERILITY TESTING <6000 e
PARTICULATE MATTER (210 microns)
<600 3

PARTICULATE MATTER (2 25 microns)

Deviations:  NO [X] YES [ ] [F significant deviations (which may have an impact on the quality of product).

Description of the event:

SOP:

This product has been analyzed by GMP_QAM_00780/GMP_QAM_00164

Famar HCS, 8.A.U.- Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com )
Manufacturing License 8481E / GMP Certificate Number ES/026HVI/19
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FAMAR

Certificate of Conformity

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

Customer material code : 585126 Manufacturing Auth. N°: P N016326/01
Batch: 196390A Quantity released: 8.928 UN
Date of manufacture: 15.04.2020 Expiry Date: 04.2023

API Batches used

Code: Description: Batch number: Supplier Batch number:
10500852 PPC-P 1803144 3190574

APl name manufacturer
Phospholipid, GmbH
Nattermannallee, 1
D-50829 KOLN (Germany)

T Certification” statgmenty T T - e T T T . = ' SIS

| 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 compiiance with the GMP requirements of the local Regulatory Authority and the requirements of the
Normative Document {as apart of Regulatory dossier) currently registered in Russian Federation on the listed quality parameters in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP.

Packaging and labelling (in accordance with the Normative Document)

Code Material
11505823-00 Carton
11503451-02 Leaflet
11503327-01 Label

Z.qu-v AAmrne /

Released by: Signature:

(Qualified person)
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Manufacturing License 68481E / GMP Cerlificate Number ES/026HVI/19 i




