FAMAR

Cepruduxar cooTBeTCTBHUS

05502881 Accennuaie H 250mr/5mi. 5 amn. (RU) - HoBbiid

Howmep marepuana: 813747

Cepust: 261520A BbrinyienHoe KoJau4ecTBo: 8 376 wr

Jlata npousBoacTBa: 10.06.2022 CpoOK roJJHOCTHU: 31.05.2025

Cepusi AOU

Koxa: Onucanue: Howmep cepun: Howmep cepun nocrapiuka:

10500280 Pu6ognasun But.B2 2001505 UQ91110297

10500852 Docharuaunxosmua PPC-P 2200620 228004-322
AHAJINTUYECKHUE PE3YJIbTATHI

IoxkasaTenn Hopmbl 1py BbINyCKe PesyabTaThl

Onucanne IIpo3pauHblii pacTBOP XKENTOTO L[BETA, O€3 ITOCTOPOHHHX CooTBeTCTBYET
BKITIOYCHHI

IIpo3paunocts He 6onee crenenn I CooTBeTcTBYyET

Lser Kenrorit CooTBeTcTBYyET

OTHOCHUTETbHAS TUTOTHOCTh 1,007-1,012 1,009

IMomnuuHOCTH (hochaTHAUIXOTHHA COOTBETCTBYET CTAaHAAPTY CooTBeTCTBYET

TomnmuHHOCTH TN30(hOCHATHIMITXOTHHA COOTBETCTBYET CTAHIAPTY CooTBeTCTBYET

TToUTHHHOCTB 3TaHOJIa COOTBETCTBYET CTAaHAAPTY CooTBeTCTBYET

IMoanuHHOCTH GEH3HMIIOBOTO CIIUPTA COOTBETCTBYET CTAaHAAPTY CooTBeTCTBYET

[MomnuuHOCTH prbOhIaBHHA Slpkast hiroopeceHIus )KEeNTO-3€ICHOr0 [IBETa CooTBeTCTBYET

W3BiiekaeMblii 00beM He menee 5,0 M 5,2 M

pH 7,5-9,5 8.8

KonnuectBeHHoe onpeenenie 261,3-288,8 mr/Smia 276,9 mr

dochaTuannxonuna

KonnuectBeHHoe onpeenenue 42,8- 47,3 mr/5mn 45,2 mMr

OEH3HIOBOTO CIHPTA

KonuuecTBeHHOE onpeeieHue He 60mee 20,0 mr/5mn 8,2 mr

n30(ochaTHANIXONTNHA

KommuectBennoe onpezaenenue sTaHona He 6omee 25,1 mr/5mn 22,5 mr

BaxTepuanbHbie YHIOTOKCHHBI He 60mee 35,00 ED/Mn <2,50 ED/min

CTepuIbHOCTE CooTBeTCTBYeT CooTBeTCTBYET

Mexanndeckue BKIIOYeHHS (>10MKM) 0-6000 81

MexaHuuecKue BKIIIOYCHUS (>25MKM) 0-600 5

Orknonenns: Her [X] [a [ | Eciin 3HauuTeNnbHbIE OTKIOHEHHUS (KOTOPBIE MOTYT OKa3aTh BIUSHUE HA Ka4eCTBO

npoaykra). OmrcaHue OeHKN:

Jannsnii npenapat Os11 mpoanammsuposad mo COIly: GMP_QAM 00780-00021-00164
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FAMAR

Cepruduxar cooTBeTCTBHUS

05502881

Howmep marepuana:
Cepust:

JlaTa npousBojacTBa:

Cepusi AOU
Kox:
10500280
10500852

Accennuaie H 250mr/5mi. 5 amn. (RU) - HoBbiid

813747
261520A
10.06.2022

Omnucanue:
Pubodnasun Bur.B2
Docharuaunxosmua PPC-P

BelnymeHHoe KOJIM4ECTBO: 8 376 wr

CpOK TOAHOCTH: 31.05.2025

Howmep cepun: Howmep cepun nocrabumka:
2001505 UQ91110297

2200620 228004-322

3asiBjieHHE 0 COOTBETCTBHH:

Hacrosimum s moATBep:kato, 4To NpecTaBICHHAs BbIIe HHPOPMaNKs SBISETCS HOAIMHHON U TOYHOH. DTa cepus
npenapara Oblla NPOM3BEJEHA, BKIIOYAs YNAKOBKY/MapKHPOBKY M KOHTPOJIb KadyecTBa Ha BBIIICYKa3aHHOM
IJIOMIA/IKe, B TIOJHOM COOTBETCTBUHU ¢ TpeOoBaHusMH Hamiexarieir mpousBojacTBeHHOW mpaktuku (GMP)
MECTHOTO PETYJIATOPHOTO OpraHa, PerncTpanmoHHOTO Y IOCTOBEPEHMs CTPaHBI-MMIOPTEpA, W YTO Ipenapar
cooTBeTcTBYeT TpeboBanmsaM ['@ PO wmmm B ciydae OTCYTCTBHS COOTBETCTBYIOIIEH CTaThH, TPEOOBAHUSAM
peryasaropaoro gfokymenrta (HopMmaTuBHO# qOKyMeHTaIN).

Beinyiueno: CARLOS DEL RIO

(YTonmHoMO4eHHOE JIHIIO)

IMoanucek:
13 urosst 2022
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FAMAR

Certificate of Conformity

05502881 ESSENTIALE N 250MG/5NML 5 AMP. (RU') - New
Customer material code: 813747
Batch: 261520A

Date .of manufacture: 10.06.2022

Quantity released: 8.376 UN
Expiry Date: 31.05.2025

AP| Batches used

Code Description Batch Nr Supplier Batch Nr

10500280 RIBOFLAVINA VIT. B-2 2001505  UQ91110297

10500852 FOSFATIDIL COLINA PPC-P 2200620  228004:322

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS:

APPEARANCE Clear, yeliow solution, practically Confarms
free from patticles’

CLARITY ‘Degree | faximiun Gonforms-

COLOUR Yellow Cenforms

DENSITY 1,007-1,012 1,008

EPL IDENTIFICATION Simila_r fo standard Conformis

LPC IDENTIFICATION Similar to standard. Conforms

ETHANOL IDENTIFICATION Similar to standard Conforms

BENZYL ALCOHOL IDENTIFICATION Similar ta standard Confornis

RIBOFLAVINE IDENTIFICATION. Green yellawish at. UV light Conforms

VOLUME >= 5,0.-ml. 5,2 ml

PH 7.5-9.5 8.8

EPL TITLE 261.3-288.8 mg /5 ml 276,9 mg

BENZYL ALCOHOL TITLE 42.8.-473.mg /5 mi 45,2 mig

LPC <=20.0mg /Bmil 82 ing,

ETHANOL <=25 1.mg { 5 ml 225mg

BACTERIAL ENDOTOXINS Max. 35 EUfml < 2,50 EU/mi

STERILITY TEST Complies. Conforms

PARTICULATE MATTER ( or = 10 miicrons) 0-6000 81

PARTICULATE MATTER {> or = 25 microns) 0-600: 5

Deviations: NO 2(] YES
Description o

PNT:.

This product has begn analized by SOP: GMP_QAM_00780-00021-00184
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[ 1 Ifsignificant deviations (which may. have an impact on the quality of product],
the event:




FAMAR

Certificate of Conformity
05502881 ESSENTIALE N 250MG/5ML. 5 AMP. (RU) - New
Customer material code: 813747
Batch: 261520A Quantity released: 8.376 UN
Date of wmanufacture: 10.06.2022 Expiry Date: 31.05.2025

API| Batches used

Code Description Batch Nr Supplier Baich Nr
10500280 ‘RIBOFLAVINAVIT. 8-2 2001505  LQ91110297
0500852 FOSFATIDIL COLINA PPC-P 2200620  226004-322

Compliance statement:
1 hereby certify that the abiové-information is authentic and accurate. This batch of product has been manufactured, including packaging
{ labailing and quality coritral at the above mentioned site(s) in full compliance with the GMP requirements of the__loca_lﬁi':{'eg'u["a_tory
Authority, with Marketiag Authorization of the importing county, -and-that the product complies with lhe:'(equirementa-of' the Russian
Fharmacopoeia monograph df if absent, with the requirements of the regulatory document (Normative Document).

Released byi
{Qualified person)

Signature:

OGS DR P
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