FAMAR

CepTuduKkaTt COOTBETCTBHUS

05502351
Howmep marepuana:

Cepust:
JlaTta npou3BoacTBa:

Cepust AOU
Kon:
10500852
10500852

HanmeHnoBanue
npoussoautesisi AOU
dochomumun, ['M6X,
Nattermannalee 1,
D-50829, Koln, (Germany)

Accenumaie H 250mr/5mu. 5 amm. (RU) SCSL

595126 Perucrpannonsoe 11 N016326/01
ynoctoBeperneNe:

196070A BblIIyIeHHOE KOJHYECTBO: 8,271 wr

07.04.2020 CpOK TOAHOCTH: 04.2023

Ornucanmue: Howmep cepuu: Howmep cepun

PPC-P 1903140 MTOCTABIINKA:

PPC-P 1903141 3190570
3190571

AHAJIMTUYECKHUE JAHHBIE

Ioxka3aTenn Hopmbl npu BeInycke PesyabTaThl
Onucanue IIpo3pauHblii pacTBOp KeNTOro 1BeTa, 6e3 CooTBeTcTBYET
MOCTOPOHHUX BKIIFOUCHHI
IIpo3paunocts MakcumyMm ypoBHs I CooTBeTCTBYET
Lser Kentbriii CooTBeTcTBYET
OTHOCUTENBHAS IUIOTHOCTh 1,007-1,012 1,008
IMoumunOCTE EPL COOTBETCTBYET CTAHIAPTY CooTBeTcTBYET
Hopmuunocts LPC COOTBETCTBYET CTAHIAPTY CooTBeTCTBYEeT
Mo utMHHOCTB 3TaHONA COOTBETCTBYET CTAHIAPTY CooTBeTcTBYET
IMouymMHHOCTE GEH3MIIOBOTO CITHPTA COOTBETCTBYET CTAHIAPTY CooTBeTcTBYET
IMoumHHOCTE prOO(hIaBUHA SIpkast pII0OpECIIeHIINS JKEITO-3EICHOTO 1{BETA CooTBeTcTBYET
M3BaekaeMelii 00beM He menee 5,0mun 5,2 Ma
pH 7,5-95 8,9
KommuectBennoe onpenenenne EPL 261,3-288,8 mr/Smn 279.5 mr
KonuuecTBeHHOE OnpeieieHue 42,8- 47,3 mr/5mn 45,3 mr
OEH3MIIOBOTO CIIHPTa
KonnuectseeHoe onpenenenue LPC He 6omee 20,0mr/5mi 6,8 Mmr
KommuectBeenoe onpenenenue sTaHona He 6omee 25,1mr/5mn 23,5 mMr
BakTepuanbHble 9HIOTOKCHHBI He 6ouee 35,00 ED/mn <2,50 ED/mn
CTepuIbHOCTE CooTBeTCTBYET CooTBeTCTBYET
MexaHnnueckue BKIroueHus (>10MKM) <6000 327

MexaHuueCcKHe BKIFOUCHHUS (>25MKM)

<600 10

®amap XKC, C.A.Y.- Avenida Leganes 62-28923- Alcorcon-Madrid-Spain www.famar-group.com
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FAMAR

CepTuduKkaTt COOTBETCTBHUS |

05502351 Accenmaie H 250mr/5mu. 5 amn. (RU) SCSL

Howmep marepuana: 595126 Perucrpaunonnoe  I1 N016326/01
ynocroBepeHueNe:

Cepusi: 196070A Brimymennoe 8,271 wr
KOJIMYECTBO:

Jlata npoM3BOACTBA: 07.04.2020 CpOK rOJHOCTH: 04.2023

Cepus AOU

Kon: Onucanue: Howmep cepuu: Howmep cepuu

10500852 PPC-P 1903140 MOCTAaBIIHAKA:

10500852 PPC-P 1903141 3190570

3190571
HaunmeHoBaHue MPOMU3BOAMTEJIA
AU
dochomumua, 'mMoX,
Nattermannalee 1,
D-50829, Koln, (Germany)

Ortkionenus: Her [X] Ja [ ] Eciu 3HauuTenpHbIe OTKIOHEHMS (KOTOPhIC MOTYT OKa3aTh BIMSHHEC HA KauyeCTBO
npoaykra). OnucaHue OLEHKU:

SOP:
Jlauublil npenapar ObL1 mpoananusuposad mo GMP_QAM_00780/GMP_QAM_00164

3asiBiienue o ceprudukanuu:

HacTosmum 51 monTBep ka0, 9T0 MpeACTaBICHHAs BBIIIe HH(GOPMAIHS ABIACTCS TOIMHHON M TOYHOW. JTa cepus
mpemnapaTa OblTa M3rOTOBJICHA/TIPOM3BEACHA, BKIIFOYAs YITAKOBKY M KOHTPOJIb Ka4eCTBA, B MTOJHOM COOTBETCTBHU C
TpeboBanmsmMu Hamrexameid nponsBoacTBeHHOH mpaktukd (GMP) mecTHOro perynmsTopHOrOo OpraHa W B
COOTBETCTBUHM C TpeboBaHWAMH HopmaTuBHOW JOKyMEHTamWM (Kak dYacTH PerucTparioHHOTO JI0CHE),
3aperuCcTPUPOBAaHHON B HacTosIee Bpems B Poccuiickoit denepannu, 1o nepeyucieHHbIM OKa3aTeNssM KauecTBa B
PerucrpanmoHHOM YIOCTOBEpEHHH CTpaHbI- HUMIIOPTEpPA. 3alKCH MPOU3BOJCTBY, YIAKOBKH W aHAIM3y OBLIH
MPOBEPEHBI U MIPU3HAHBI COOTBETCTBYOIUMHE TpeOoBaHusM rpaBuia GMP.

YnakoBka 1 MapKupoBKa (B cooTBeTcTBUHM ¢ HopMaTuBHON HOKyMeHTaluei)

Kon Marepuan

11505823-00 Kapronnas mauka

11503451-02 WHCTpYKIHS IO IPUMEHEHUTIO

11503327-01 DTHKeTKa

Bobinyuieno: Hoanuck:
(YnomHOMOYEHHOE JIHIIO) 09 Uromst 2020

BbINy1IeHO 28 mast 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: 196070A Quantity released: 8.271 UN
Date of manufacture: 07.04.2020 Expiry Date: 04.2023

APl Batches used

Code: Description: Batch number: Supplier Batch number:
10500852 PPC-P 1903140 3190570
10500852 PPC-P 1903141 3190571

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 | maximum Conforms
COLOUR Yellow Conforms
RELATIVE DENSITY 1.007-1.012 1.008
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
Similar to standard Conforms
ETHANOL IDENTIFICATION m e
BENZYL ALCOHOL IDENTIFICATION Similar to standard Conforms
RIBOFLAVINE IDENTIFICATION Green yellowish at UV light Conforms
EXTRACTABLE VOLUME 25.0ml 5.2 ml
pH 7.5-9.5 8.9
EPL ASSAY 261.3 - 288.8 mg /5 ml 279.5 mg
BENZYL ALCOHOL ASSAY 42.8- 47.3mg/5ml 453 mg
€200 5 mi .
LPC ASSAY mg/5m 6.8 mg
ETHANOL ASSAY £25.1mg /5ml 23.5mg
<
BACTERIAL ENDOTOXINS €35.00EU/ml <2.50 EU/ml
Complies Complies
STERILITY TESTING
. £6000 327
PARTICULATE MATTER (210 microns)
<600 10

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

Famar HCS, S.A.U.- Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com
Manufacturing License 6481E / GMP Certificate Number ES/026HVI9




FAMAR

Certificate of Conformity

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

Customer material code : 595126
Batch: 196070A
Date of manufacture: 07.04.2020

API Batches used

Code: Description:
10500852 PPC-P
10500852 PPC-P

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

Manufacturing Auth. N°: P N016326/01
Quantity released: 8.271 UN

Expiry Date: 04.2023

Batch number: Supplier Batch number:
1903140 3190570
1903141 3190571

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 Materia
11505823-00 Carton
11503451-02 Leaflet
11503327-01 Label

Released by: _z:_&:) / L AN AET

(Qualified person)

Famar HCS, S.A.U.- Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www famar-group g
Manufacturing License 6481E / GMP Certificate Number ES/028HVI/19
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Signature:
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