FAMAR

Cepruduxar cooTBeTCTBHUS

05502351 Accennuaie H 250mr/5ma. 5 amn. (RU) SCSL
Howmep marepuana: 595126 Peructpaunonnoe TIN016326/01
ynocroBepeHueNe:
Cepus: 215100A BelmyieHHOe KOJTUUECTBO: 9080 1.
JlaTa mpou3BoICcTBA: 29.10.2020 CpOK TOJHOCTH: 09.2023
Cepust AOU
Kona: Onucanue: Howmep cepuu: Howmep cepuu
IMOCTaBIIHKA:
10500852 PPC-P 2002403 3200612
10500852 PPC-P 2003031 3200614
HaunmenoBanue
npousBoautenass AU
®dochomunug, 'MOX,
Nattermannalee 1,
D-50829, Koln, (Germany)
AHAJIMTNYECKUE JTAHHBIE
Ioka3aTenn Hopmbl 1py BbINyCKe PesyabTaThl
Orncanue Ipo3pauHsblii pacTBOp JKENTOTO 11BETA, 6€3 MOCTOPOHHUX CooTBeTcTBYET
BKJIFOUECHU
IIpo3paunocts MakcumyMm ypoBHs [ CooTBeTCTBYEeT
Lser Kenrorit CooTBeTcTBYyET
OTHOCHUTETbHAS TUTOTHOCTh 1,007-1,012 1,009
Hopmuunocts EPL CoOOTBETCTBYET CTaHIAPTY CooTBeTcTBYyET
IMommuaOCTE LPC COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET
Mo utMHHOCTB 3TaHONA COOTBETCTBYET CTAHIAPTY CooTBeTcTBYET
IMouymMHHOCTE GEH3MIIOBOTO CITUPTA COOTBETCTBYET CTAHIAPTY CooTBeTcTBYET
IMoumHHOCTE prOO(IaBUHA Slpkas (uroopecleHIHs KEeNTO-3eICHOTO [[BETa CooTBeTcTBYET
W3BiiekaeMblii 00beM He menee 5,0 mi 5,2 M
pH 7,5-9,5 8,6
KonnuecrsenHoe onpenenenue EPL 261,3-288,8 mMr/5mi 272,6 mr
KonuuecTBeHHOE onpeieieHue 42,8-47,3 mr/5mn 45,1 mr
OEH3MIIOBOTO CIIUPTA
Konnuecrseenoe onpenenenue LPC He Gonee 20,0 mr/5min 8,0 mr
KommuectBeenoe onpexnenenne He 6omee 25,1 mr/5mn 21,8 mr
JTaHoJIa
BakTepuanbHble 9HIOTOKCHHBI He Gosee 35,00 ED/Mn <2,50 ED/mn
CrepriibHOCTh CooTBeTCTBYET CooTBeTcTByET
Mexannueckue BkaodeHns (>10mxm) <6000 181
Mexanudeckue BKIIOYeHHS (>25mkM) <600 1
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FAMAR

Cepruduxar cooTBeTCTBHUS

05502351 Accennuaie H 250mr/5ma. 5 amn. (RU) SCSL

Howmep martepuana: 595126 PerucrparuonHoe TIN016326/01
ynocroBepeHneNe:

Cepus: 215100A BelmyieHHOe KOJTUUECTBO: 9080 1.

JlaTa mpou3BoICcTBA: 29.10.2020 CpOK TOJHOCTH: 09.2023

Cepust AOU

Kona: Onucanue: Howmep cepuu: Howmep cepuu

MOCTAaBIINKA:

10500852 PPC-P 2002403 3200612

10500852 PPC-P 2003031 3200614

HaunmenoBanue

npousBoautenass AU
®dochomunug, 'MOX,
Nattermannalee 1,
D-50829, Koln, (Germany)

Otxnonenwnsi: Her [X] Hda [ | Ecnu 3HauuTeIbHBIC OTKJIIOHCHUS (KOTOPBIC MOTYT OKa3aTh BIUSHHE HA Ka4yeCTBO
npoaykTa). Onucanue OLeHKU:

SOP:
Jannsrii npenapat O0su1 mpoanammiupoBad mo GMP. QAM 00780/GMP_QAM 00164

3asBjieHue 0 cepTHOUKALMH:

Hacrosmum s HoATBEepK a0, YTO MPEACTaBICHHAS BbIIIE HHPOPMANHS SBISETCS HOAIMHHON U TOUHOH. DTa cepus
npenapara OblUIa H3rOTOBJICHA/TIPOU3BE/ICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb KAYE€CTBA, B TOJJTHOM COOTBETCTBHH C
TpeboBannsiMu Hajuiexxameit npousBojacTBeHHoit npaktiku (GMP) MecTHOro peryJsisiTopHOro opraHa W B
COOTBETCTBUM ¢ TpeboBaHusiMu HopMmaTuBHOW JoKyMeHTanuMu (Kak dYacTH PerucTpaloHHOTO J0Che),
3aperucTpUpOBaHHON B HacTosiee BpeMs B Poccuiickoit deneparyu, no nepevrcaeHHbIM MoKa3aTesIM KadecTBa
B PerucrpanmoHHomM Y0CTOBEpEeHUH CTpaHbl- MMIOPTEpPA. 3alMCH MPOM3BOACTBY, YIIAKOBKH M aHAJIN3y ObLIH
MIPOBEPEHBI ¥ PU3HAHBI COOTBETCTBYIOIIMMHE TpeOoBaHusM npaBui GMP.

YnakoBKka 1 MapKHpOBKa (B coOTBeTCTBHU ¢ HopMaTHBHOM TOKyMeHTaIe)

Kopn Marepuan

11505823-00 Kapronnas nauka

11503451-02 MucTpyKuys 1o NpuMeHEHUIo

11503327-01 DTHKETKA

BpinyuieHo: IMoanuceb:
(Y10 IHOMOYEHHOE JIUIIO) 02 JTex 2020
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FAMAR

Certificate of Conformity

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

Customer material code:595126

Batch: 215100A

Date of manufacture: 29.10.2020

API Batches used

Manufacturing Auth. N°: P NO16326/01
Quantity released: 9.080 UN
Expiry Date: 09.2023

Code: Description: Batch number: Supplier Batch number:
10500852 PPC-P 2002403 3200612
10500852 PPC-P 2003031 3200614
APl name manufacturer
Phospholipid, GmbH
Nattermannaliee, 1
D-50829 KOLN (Germany)

ANALYTICAL RESULTS
TEST RELEASE RESULTS

SPECIFICATIONS

APPEARANCE Clear, yellow solution, practically free from particles Conforms
CLARITY Degree | maximum Conforms
COLOUR Yellow Conforms
RELATIVE 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
EXTRACTABLE VOLUME 25.0ml 5.2ml
pH 7.5-9.5 8.6
EPL ASSAY 261.3-288.8mg/5ml 272.6mg
BENZYL ALCOHOL ASSAY 42.8-47.3 mg/5ml 45.1mg
LPC ASSAY £20.0mg/5ml 8.0mg
ETHANOL ASSAY <25.1mg/5ml 21.8mg
BACTERIAL ENDOTOXINS <35.00 EU/ml <2.50 EU/ml
STERILITY TESTING Complies Complies
PARTICULATE MATTER (210 microns) < 6000 181
PARTICULATE MATTER (= 25 microns) <600 1

Deviations: NO[X] YES|[ ] [f significant deviationis (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

Certificate of Conformity

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

Customer material code:595126 MaTTfECtTig ATt RPN 632670+
Batch: 215100A Quantity released: 9.080 UN
Date of manufacture: 29.10.2020 Expiry Date: 09.2023

API Batches used

Code: Description: Batch number: Supplier Batch number:
10500852 PPC-P 2002403 3200612
10500852 PPC-P 2003031 3200614

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

Certification statement:

| 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 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

Released by: (\;Qfﬁvﬁ O D5l O

(Qualified person)
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