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Certificate of Conformity
05502054 ADENOCOR MG/2ML 6 VIALES (XE 84)
Customer material code: 487508
Batch: 1'38'590% Quantity released: 7.404 UN
Date of mamifactire: 22.01.2020/ Expiry Date: 12, 2-‘0,2}/
APlBatches used _
Coda Desgription BafchNr  Supplier Batch Nt
10501281 ADENOSINA (FARMAK) 1903023 02030718
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE A dlearcolourless solution in Gariforms:
colourless vial
TLC IDENTTY. . ‘ Conforms to. refetente Conforms
HPLC1 IDENTIFICATION Retentlon tithe 9f $ample.corresponds Goriforms:
. to retehtion tinie of reference ( 5%}
LEAK TEST/ TIGHTNESS Conforms o reference Conforms
EXTRACTABLE VOLUME >=2,0 21
PH ' 6373 7.0
ADENINE DEGRADATION 0,00-0,20 % 0,00% -
INOSINEDEGRADATION 0,00-0:10 % 0,00 %
ANY NON SPECIFIED IMPURITY 0,00-0,50 %. , 0,00 %
DEGRADATION TOTAL IMPURITIES 0;0:1,0% 0.0%
ADENOSINE TITLE (mgA00m) - 285-315 mg/100m) 29g-
STERILITY TEST Comiilies Canforms
BACTERIAL ENDOTOXINS ((Ulmg) <=5,985 U mg <0.63.
PARTICULATE MATTER (> or %10 migrons} 0-1000 36
PARTICULATE MATTER {>or = 25 mkrong) 0-100 0
Deviations: NO [)4 YES [ 1 (Fsignificant deviations {which may have an lmpact ‘ofi the quality of produtt).
Descoription. of the event:
PRT: Q\;‘
This praguct fidsbeen anallzed by :SOP; GMP_QAM-00857-00608-00896" . ﬂq\ﬂf‘
; AR
. @\ \
2330
‘Certification statement:
1 hereby certify that the above information is authéntic arid-ateurate, This batch of product has been Tabricated/manufactured, including
packaglng and-quallty cantrol in full compliance'with the GMP requirerhents of the'local Regulatory Authority and wnh the specifications
in the Marketing Authorizatich of the ifhporting country, The batch processing packaglng and snalysis recards were reviéwsd and
found to be T compliance with GMP.
5332707830

Famar HCS, S,.A.U. .~ Avenida L.éganés 62-268923-Alcorcon-Madiid-Spatn www.famar-troun.aom- 119
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