FAMAR

CepTuduKkaTt COOTBETCTBHUS

05502351
Howmep marepuana:

Cepust:
JlaTta npou3BoacTBa:

Cepust AOU
Kon:
10500852
10500852

HaumenoBanue
npoussoautesisi AOU
dochomumua, 'moX,
Nattermannalee 1,
D-50829, Koln, (Germany)

Accenuuaje H 250mr/5ma. S amn. (RU) SCSL

595126 Peructpannonnoe 1 N016326/01
ynoctoBeperuneNe:

198790A BrimymenHoe Koau4ecTBo: 8.951 mr

29.05.2020 CpOK TOAHOCTH: 05.2023

Ornucanmue: Howmep cepuu: Howmep cepun

PPC-P 2000863 MTOCTABIIHKA:

PPC-P 2000865 3190578
3190578

AHAJIMTUYECKHUE JAHHBIE

Ioxka3aTenn Hopmbl 1py BbINyCKe PesyabraThl
Onucanue IIpo3paunblii pacTBOp XKENTOTO LBETA, O€3 CooTBeTcTByET
MOCTOPOHHUX BKJIIOYEHHH
IIpo3paunocts Maxcumym ypoBHs [ CooTBeTCTBYET
Lser Kenrbrit CooTBeTcTBYyET
OTHOCHUTETbHAS TUTOTHOCTh 1,007-1,012 1,009
IHopmunocts EPL CoOOTBETCTBYET CTaHAAPTY CooTBeTcTBYyET
Iomnmuunocts LPC COOTBETCTBYET CTAaHAAPTY CooTBeTCTBYET
IoamMHHOCTB 3TaHOa COOTBETCTBYET CTaHIAPTY CooTBeTcTBYET
IMoanuHHOCTH GEH3HMIIOBOTO CIIUPTa COOTBETCTBYET CTaHIAPTY CooTBeTcTBYyET
[MomnuuHOCTH pUbOGhIaBHHA Slpkast hiroopeceHIus )KEeNTO-3eICHOr0 [IBETa CooTBeTcTBYyET
W3BiiekaeMblii 00beM He menee 5,0mn 5,2 M
pH 7,5-9,5 8,9
KonuuecrsenHoe onpenenenre EPL 261,3-288,8 mr/Smia 268,3 mr
KonuuecTBeHHOE onpeeieHue 42,8- 47,3 mr/5mn 45,6 mr
OCH3HMIIOBOTO CIHPTA
KonnuectseeHoe onpenenenrne LPC He 60mee 20,0mr/5m 6,3 mMr
KommuectBeenoe onpenenenue sTaHona He 6omee 25,1Mr/5mn 22,5 mMr
BakTepuanbHble 9HIOTOKCHHBI He 6Gosee 35,00 ED/Mn <2,50 ED/mi
CTepuIbHOCTE CooTBeTcTBYeT CooTBeTCTBYET
Mexanuueckue BKIItOYeHUs (>10MKM) <6000 72
MexaHuueCcKHe BKIFOUCHHUS (>25MKM) <600 1
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FAMAR

CepTuduKkaTt COOTBETCTBHUS

05502351
Howmep marepuana:

Cepusi:
Jarta npou3BojcTBa:

Cepusn AOU
Kon:
10500852
10500852

Accenuuaje H 250mr/5ma. S5 amn. (RU) SCSL

595126 Peructpannonnoe
ynoctoBeperreNe:

198790A BrInymeHnHoe KOJTM4ecTBO:

29.05.2020 CpoK roJJHOCTH:

Ornucanmue: Howmep cepun:

PPC-P 2000863

PPC-P 2000865

HaunMenoBanme MPOU3BOAUTEJISAA

ADHU

®dochomunun, I'moX,

Nattermannalee 1,

D-50829, Koln, (Germany)

T N016326/01

8.951 mr
05.2023

Howmep cepun
MOCTABIIHKA!
3190578
3190578

Orknonenns: Het [X | Hda [ ] Ecniu 3HaunTeIbHBIE OTKIOHEHUS (KOTOPBIE MOTYT OKa3aTh BJIMSHUE HA Ka4eCTBO
npoaykra). OmrcaHue OIeHKN:

SOP:

Jlannblit penapar ObL1 poananmsuposan o GMP_QAM _00780/GMP_QAM 00164

3asiBiienue o ceprudukanuu:

HacTosmum 51 moaTBep K Iato, 9T0O MpeACTaBICHHAs BBIIIE HH(GOPMAIHS ABISACTCS TOIMHHON W TOYHOW. JTa cepust
mpemnapaTa OblTa M3rOTOBJICHA/TIPOM3BEACHA, BKIIIOYAs YITAKOBKY M KOHTPOJIb KadeCTBA, B MMOJHOM COOTBETCTBHU C
TpeboBanmsmu Hamrexameid npownsBoacTBeHHOH mnpakTtukd (GMP) mecTHOro perymsTopHOTO OpraHa W B
COOTBETCTBUHM ¢ TpeboBaHMAMH HopMaTHBHON MOKyMEHTanmWd (KaKk dYacTH PerncTpammoHHOTO —I0Che),
3aperuCcTPUPOBAHHOM B HacTosMee Bpems B Poccuiickoit denepainu, 1o nepeyucieHHbIM OKa3aTeNsM KauecTBa B
PeructpanmoHHOM Y IOCTOBEpEHHM CTpaHbI- WUMIIOPTEpPA. 3alKCH MPOWU3BOJICTBY, YIAKOBKH W aHAIHM3y OBbLIH
MPOBEPEHBI U MIPU3HAHBI COOTBETCTBYONIUMHE TpeOoBaHusiM rpaBuia GMP.

YnakoBka 1 MapKupoBKa (B cooTBeTcTBUHM ¢ HopMaTuBHON HOKyMeHTalMei)

Kon

11505823-00
11503451-02
11503327-01

Bobinyuieno:
(YTonmHOMOYCHHOE JIUIIO)

Marepuan

KapTonnas mauka
WHCTpYKIHS IO IPUMEHEHUTIO
DTUKETKA

Moanuce:
01 Urons 2020
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FAMAR

Certificate of Conformity

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

Customer material code:595126

Batch: 198790A

Date of manufacture: 29.05.2020

API Batches used

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

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

Manufacturing Auth. N°: P N0O16326/01
Quantity released: 8.951 UN
Expiry Date: 05.2023

Batch number: Supplier Batch number:
2000863 3190578
2000865 3190579

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 1.009
EPL IDENTIFICATION Similar to standard Conforms
LPC IDENTIFICATION Similar to standard Conforms
Similar to standard C
ETHANOL IDENTIFICATION ) ' a onforms
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 268.3 mg
BENZYL ALCOHOL ASSAY 42.8- 47.3 mg/5 ml o : 45.6 mg
LPC ASSAY <20.0 mg/5 ml 6.3 mg
ETHANOL ASSAY £251mg /5 ml 22.5mg
<35.00 EU/mi .
BACTERIAL ENDOTOXINS 5.00EU/m <2.50 EU/ml
Complies Complies
STERILITY TESTING
<6000 72
PARTICULATE MATTER (210 microns)
<600 1

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/026HVIAG
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FAMAR

Certificate of Conformity

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

Customer material code: 595126
Batch: 198790A
Date of manufacture: 29.05.2020

API Batches used

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

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

Manufacturing Auth. N°: P N016326/01
Quantity released: 8.951 UN

Expiry Date: 05.2023

Batch number: Supplier Batch number:
2000863 3190578
2000865 3190579

Certification statement:

| herehy certify that the above informatio

n is authentic and accurate. This batch of product has been fabricated/manufactured, including

packaging and guality 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: L—(/_{’L—l E’A MIRET

(Qualified person)

Signature:

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