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FAMAR

Cepruduxar cooTBeTCTBHUS

05503032 ICCEHIUAJIE H 250mr/5mu. 5 amn. (RU) — HoBbrii2

Howmep marepuana: 854686

Cepust: 364000A Boinymennoe koinuuectso: 8 790 mwir.

Jlata npousBoacTBa: 28.11.2025 CpoK roJJHOCTH: 10.2028

Hcnoan3yembie cepuun AOU

Kox: Onucanue: Cepust Ne  Cepus IIpousBoaurenn Crpana
nocraBuyka Ne

10500280 Pubodrasun But.B2 2401689  UQ30610712 JACM Wcnanus

10500852 ®ocharumunxonun PPC-P - 2501168  228004-325 ®ochommnun TMBX  T'epmanus

AHAJIMTUYECKHUE PE3YJIbTATBI

IHoka3zaTenn HopMbl npu BeIyCcKe PesyabTarhl
Omncanne Ipo3padblii pacTBOP HKEITOTO BETA, O€3 CooTBeTCTBYET
MMOCTOPOHHUX BKIFOYCHUI
IIpo3pauHocTs He Gonee crenenn | CooTBeTcTBYET
Iset Oxpacka | M1 npenapaTta, pa3BeJeHHOTO B 150 M CooTBeTCTBYEeT

BOJIBI JIOJDKHA OBITH He 00JIce MHTEHCHBHOM, YeM

3TanoHHbIH p-p GY4
OTHOCHUTEbHAS TUIOTHOCTh 1,007-1,012 1,010
ToammuHOCTE ochaTHaAMIXONHHA COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET
ToamuunoCcTs MH30(MOChHATHIIIXOTHHA COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET
IloanuHHOCTE 3TaHONA COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET
IloanMHHOCTE GEH3HIOBOTO CIHPTA COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET
ToamuuuOCTE pHbOdIaBHHA SIpkast GpiIroOpecLeHIMs HKENTO-3eTICHOrO [IBETa CooTBeTCTBYET
U3Brekaemblii 00beM He menee 5,0 v 5,2 Mt
pH 7,5-9,5 8,7
KonuuectBenHoe onpenenenue 261,3-288,8 mr/5mi 2774 mr
(docharuannxonna
KonunuectBennoe onpenenenue 6ensmwioporo  42,8- 47,3 mr/Smi 45,82 mr
crupTa
KonuuectBeHHoe onpenencHue He 6osee 20,0 mr/5mi 7,9 mr
nu3odochaTuANIXONHHA
KonmuecTBenHoe onpezeneHne dTaHosia He 6omee 25,1 mr/5mi 23,4 mr
BaxTepunanbable 9HI0TOKCHHBI He 6osee 35,00 ED/mn < 2,50 ED/mn
CTepuIbHOCT CooTBeTCTBYET CooTBeTCTBYET
MexaHnueckue BKIOUeHHs (>10MKM) 0-6000 77
MexaHHYECKHEe BKIFOUCHHS (>25MKM) 0-600 3

Otknonenns: Her [X] Ha [] EcTe 3HauuTENbHBIE OTKIOHEHHUS (KOTOPHIE MOTYT BIUSATH Ha KaU4eCTBO MPOJYKTA).

Omnucanue COOBITHS:

Jannblit npenapar Obi1 npoananmsuposad o COIT: WIN-0002044/ WIN-0018516

Ceprudpuxatr GMP No: GMP/EAEU/RU/01306-2024

®damap XKC, C.A.Y.- Avenida Leganes 62-28923- Alcorcon-Madrid-Spain www.famar-group.com
Jlunensus Ha npomsBoacto 6481E / Homep GMP Ceptuduxara ES/115HV1/24
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FAMAR

Internal
Cepruduxar cooTBeTCTBHUS
05503032 ICCEHIUAJIE H 250mr/5mu. 5 amn. (RU) — HoBbrii2
Howmep marepuana: 854686
Cepusi: 364000A BeimymenHoe konuuectBo: 8 790 mt.
Jlata npousBoacTBa: 28.11.2025 CpoK roJJHOCTH: 10.2028
Hcnoan3yembie cepuun AOU
Kox: Onucanue: Cepusa Ne  Cepus IIpoussoauTens Crpana
nocraBuyka Ne
10500280 Pubodrasun But.B2 2401689  UQ30610712 JACM Wcnanus
10500852 ®ocharumunxonun PPC-P - 2501168  228004-325 ®ochommnun TMBX  T'epmanus

3asiBjieHHE 0 COOTBETCTBUM:

Hacrosium st moATBEPIKAaI0, YTO BCE MPOM3BOACTBEHHbBIE ITAMbBI JJIsl JaHHOH cepun ObUIM MTPOBEICHBI B MOJIHOM
cooTBeTcTBUH C TpeboBanusmu Hamrexameil npomsBoacTeennoi npaktuku (GMP) EC u (ecnm BryTpu EC) ¢
TpeboBaHMsIMU PerucTpaliioHHOr0 Y JOCTOBEPEHUS! CTPAHbI/CTPaH HA3HAYCHUSL.

Boinymeno: LUIS RAMIRES IMoanucek:
(Yno,itHOMOYeHHOe JIHII0) 02 ®EB 2026
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FAMAR

Certificate of Conformity

05503032 ESSENTIALE N 250MG/5ML 5 AMP (RU) - New2
Customer material code: 854686 C=XT— RET AZAZSS
Batch: 364000A Quantity released: 8.790 UN

Date of manufacture: 28.11.2025 Expiry Date: 10.2028

=y OstERrI20

APl Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10500280 RIBOFLAVINA VIT. B-2 2401689 UQ30610712 DSM ES
10500852 FOSFATIDIL COLINA PPC-P 2501168 228004-325 PHOSPHOLIPID GMBH DE

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE Clear, yellow solution, practically Conforms
free from particles

CLARITY Degree | maximum Conforms

COLOUR A dilution of 1ml of Essentiale N in Conforms

150 ml of water, is not more intensely col
ored than GY4

DENSITY 1,007-1,012 1,010

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
VOLUME >=5,0ml 5,2 ml

PH 7,5-9,5 8,7

EPL TITLE 261.3-288.8mg/5ml 277,4mg
BENZYL ALCOHOL TITLE 428-47.3mg/5ml 45,82 mg
LPC <=20.0mg /5 ml 7,9 mg
ETHANOL <=25.1mg/5ml 23,4 mg
BACTERIAL ENDOTOXINS Max. 35 EU/ml < 2,50 EU/mI
STERILITY TEST Complies Conforms
PARTICULATE MATTER (> or = 10 microns) 0-6000 77
PARTICULATE MATTER (> or = 25 microns) 0-600 3
Deviations: NO [ YES [ 1 Ifsignificant deviations (which may have an impact on the quality of product).

Description of the event:

PNT:
This product has been analized by SOP: WIN-0002044 / WIN-0018516

Russian GMP certificate number: No. GMP/EAEU/RU/01306-2024

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 1/2

Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24



FAMAR

Certificate of Conformity
05503032 ESSENTIALE N 250MG/5ML 5 AMP (RU) - New2

Customer material code: 854686
Batch: 364000A Quantity released: 8.780 UN
Date of manufacture: 28.11.2025 Expiry Date: 10.2028

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10500280 RIBOFLAVINA VIT. B-2 2401689 UQ30610712 DSM ES
10500852 FOSFATIDIL COLINA PPC-P 2501168 228004-325 PHOSPHOLIPID GMBH DE

Certification statement:
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP
requirements of the EU and (when within the EU) with the requirements of the Marketing Authorization(s) of the destination
country/countries.

Released by: Signature:
(Qualified person)
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Manufacturing License 6481E / GMP Certificate Number ES/115HV1/24



