FAMAR

Cepruduxar cooTBeTCTBHUS

05502351 Accennuaie H 250 mr/5ma. 5 amn. (RU) SCSL
Howmep martepuana: 595126 PerucrparuonHoe TIN016326/01
ymoctoBepeHue No:
Cepus: 209780A BelmyieHHOe KOJTUUECTBO: 8.477 mr
JlaTa mpou3BoICcTBA: 03.09.2020 CpOK TOJHOCTH: 08.2023
Cepust AOU
Kona: Onucanue: Howmep cepuu: Howmep cepuu
10500852 PPC-P 2002388 IMOCTABIIAKA:
3200597
HaunmenoBanue
npousBoautenass AU
Dochomumua, 'MOX,
Nattermannalee 1,
D-50829, Koln, (Germany)
AHAJIMTUNYECKHUE JTAHHBIE
IoxkasaTenn Hopmbl npu BbInycKe PesyabTaThl
Onucanue IIpo3pauHblii pacTBOp KENTOrO 1BETA, €3 MOCTOPOHHUX CooTBeTCTBYET
BKJIIOYCHUH
IIpo3paunocts MakcumyMm ypoBHst [ CooTBeTCTBYET
Lser Kentbrii CooTBeTCTBYET
OTHOCHUTETbHAS TUIOTHOCTh 1,007-1,012 1,009
Hoamuunocts EPL COOTBETCTBYET CTAHIAPTY CooTBeTcTBYeT
IMommuHOCTE LPC COOTBETCTBYET CTAHAAPTY CooTBeTcTByeT
IToutMHHOCTB 3TaHONA COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET
IMomMHHOCTH GEH3MIIOBOTO CITHPTA COOTBETCTBYET CTAHAAPTY CooTBeTcTByET
IMoumHHOCTE prOO(IaBUHA SIpkast pII0OpECIICHIINS JKEITO-3EICHOTO 1{BETA CooTBeTCTBYET
M3Brekaemblii 00beM He menee 5,0 v 5,2 M
pH 7,5-9.,5 8,7
KonunuectsenHoe onpenenenue EPL 261,3-288,8 mr/5min 273,6 mr
KonuuecTBeHHOE OnpeieieHue 42,8- 47,3 mr/5mn 45,1 mr
OEH3MIIOBOTO CIIHPTa
KommuectBeenoe onpenenenue LPC He 6omee 20,0 Mr/Smn 6.8 mr
KommnuectBeenoe onpeaenenne He 6omee 25,1 mr/5mi 23,0 Mmr
3TaHoJNa
BaxTepuanbHble YHIOTOKCHHBI He 6omee 35,00 ED/mn <2.50 ED/mn
CrepriibHOCTh CooTBeTcTBYyET CooTBeTCTBYET
Mexanndeckue BKIIOYeHHS (>10MKM) <6000 40
MexaHuuecKue BKIIIOYCHUS (>25MKM) <600 5

®damap XKC, C.A.Y.- Avenida Leganes 62-28923- Alcorcon-Madrid-Spain www.famar-group.com
JIunensus Ha npomsBoacto 6481E / Homep GMP Cepruduxara ES/026HV1/19

Crpannna 1 u3 2


http://www.famar-group.com/

FAMAR

Cepruduxar cooTBeTCTBHUS

05502351 Accennuaie H 250 mr/5ma. 5 amn. (RU) SCSL
Howmep martepuana: 595126 PerucrparuonHoe TIN016326/01
ynocroBepenne Ne:

Cepus: 209780A BelmyieHHOe KOJTUUECTBO: 8.477 mr

JlaTa mpou3BoICcTBA: 03.09.2020 CpOK TOJHOCTH: 08.2023

Cepust AOU

Kona: Onucanue: Howmep cepuu: Howmep cepuu

10500852 PPC-P 2002388 IMOCTABIIAKA:
3200597

HaunmenoBanue

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

Orknonenns: Her [X] [a [ | Eciiu 3HauuTeNnbHBIE OTKIOHEHHUS (KOTOPBIE MOTYT OKa3aTh BIUSHUE Ha Ka4eCTBO
npoaykTa). Onucanue ONeHKH:

SOP:
Jlannblit penapar ObL1 npoananmsuposan no GMP_QAM 00780/GMP_QAM 00164

3asBjieHue 0 cepTHOUKALMH:

Hacrosmum st HoATBEpKIat0, YTO MPeCTaBICHHAS BbIIIEe HHPOPMAIIUS SBISETCS MOATMHHON U TOYHOH. DTa cepust
npenapara ObLia H3rOTOBJICHA/IPOU3BE/ICHA, BKIIIOYAs YIIAKOBKY U KOHTPOJIb KAYECTBA, B IOJHOM COOTBETCTBHH C
TpeboBannsamu Hamnmexameir mpomsBoncTBeHHOW mpaktukn (GMP) MecTHOTO perymsaTopHOro opraHa W B
COOTBETCTBUHM C TpeOoBaHMsiMu HopMaTuBHON JoKyMmMeHTalmu (KaK YacTH PerucTpaloHHOTO J0ChE),
3aperUCTPUPOBAHHOM B HacTosiee Bpems: B Poccuiickoit denepariyu, Mo nepeyrcicHHBIM MMOKa3aTesIM KauyecTBa
B PerucrpanuonHom YI0CTOBEpCHHH CTPaHBbI- UMIIOPTEPA. 3alMCH MPOU3BOJICTBY, YIIAKOBKU U aHAIU3y ObLIA
MIPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOIIUME TpeOoBaHusM mpasuit GMP.

YnakoBKka 1 MapKHpoBKa (B cOOTBeTCTBHU ¢ HopMaTHBHOMN TOKyMeHTaIe)

Kon Marepuan

11505823-00 Kapronnas nauka

11503451-02 MucTpyKuuys 1o NpUMEHEHUI0

11503327-01 DTHKETKA

BpinyuieHo: HANNA ZINIEWICZ IMoanuck:

(Y10 IHOMOYEHHOE JIUIIO) 11 Hosbps 2020
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FAMAR

Certificate of Conformity

05502351 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) SCSL
Customer material code:595126 Manufacturing Auth. N°: P N016326/01

Batch: 209780A Quantity released: 8.477 UN
Date of manufacture: 03.09.2020 Expiry Date: 08.2023

API Batches used

Code: Description: Batch number: Supplier Batch number:
10500852 PPC-P 2002388 3200597

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

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE Clear, yellow solution, practically Conforms
free from particles
CLARITY Degree I 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 Simifar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
EXTRACTABLE VOLUME >50ml 5.2 ml
pH 7.5-9.5 8.7
EPL ASSAY 261.3 - 288.8 mg/5 ml 273.6 mg
BENZYL ALCOHOL ASSAY 42.8- 473 mg/5ml 45.1mg
LPC ASSAY $20.0mg/Sml 6.8 mg
ETHANOL ASSAY £25.1mg/5ml 23.0mg
BACTERIAL ENDOTOXINS <35.00 EU/ml <2.50 EU/ml
Complies Complies
STERILITY TESTING <6000 o
PARTICULATE MATTER (210 microns) =
<600 5

PARTICULATE MATTER (2 25 microns)

Deviations: NO[X] YES [ ] If 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
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FAMAR

Certificate of Conformity

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

Customer material code : 595126 Manufacturing Auth. N°: P N016326/01
Batch:209780A Quantity released: 8.477 UN
Date of manufacture: 03.09.2020 Expiry Date: 08.2023

API Batches used

Code: Description: Batch number: Supplier Batch number:
10500852 PPC-P 2002388 3200597

AP1 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: S — Signature: f
Qualified person Fe) i
( person) i Lo [
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