CHROMOGENIX

CERTIFICATE OF ANALYSIS

PRODUGCT:  GOATEST Heparin___ PRODUGT # 1 25553563

EXP. DATE: 201508 i LOTa: Modazeod ]
VENDOR:  INSTRUMENTATION LARQRATORY ASSAYED PER GOM: 255539/49730004 ]
= e S %

[TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION

P MIN UNITS PASSIFAIL

A FACTOR %a (650515)

ACTIVITY 61 81 nkat/vial 74 PASS
STANDARD CURVE () 0.990 1000 - 1,000 PASS
CONTROL RECOVERY 64.9 ny nkayvial 68.0 PASS
RESIDUAL MOISTURE 0 5 % 0.4 PASS
B C.0703 FOR GOATEST HEPARIN (654008)

SUBSTRATE CONCENTRATION 14.25 62 nghai [ PASS
FREE p-NITROANILINE o 0.5 mot % 0.1 PASS

RESIDUAL MOISTURE 0 5 % 0.2 PASS
. ANTITHRONBIN 1010, FOR COATEGT
ANTITHEOMBIN ACTIVITY Wrviak 0 PASS
5. NORMAL CONTROL PLASMA (650292)

HEPARIN ANTAGONISTS 7 <0.10 7L .03 PASS
STANDARD CURVE:

regression coefliciant (%) 099 1.60 0.995 PASS
siope -6.800 -0.500 - -0.541 PASS
intercept 0.650 1.030 - 0.753 PASS
CONTROL RECOVERY 0.4 0.6 $imL o5 PASS
ABSORBANCE AT 405nm 000 0.400 0328 PASS
APPEARANCE yellowish-white, lyophitized powder PASS PASS

ETBUFFER pll 8.8 GONG.. FOR GOAI EST HEPARIN
APPEARANCE clear, colortess solution PASS PASS

H & 20 - 25°C 83 85 - 84 PASS
F, COATEST HEPARIN KIT
SLOPE 0860 050 B 0.534 FASS
INTERCEPT 0,650 1080 - 0,773 PASS
REGRESSION COEFRICIENT () 099 5.00 0.997 PASS
CONTROL RECOVERY 0.4 06 WimL 0.5 PASS
KIT COMPONENTS :

AME LOT NUMBER EXP.DATE VOLUME
F¥a N122255% 2015-06 2l (x 1Y
52222, 15 mg NO333491 2015-09 At (x 1)
ANTITHROMBIN 101U NG333606 2015-09 $mi{x 1)
NORMAL CONTROL PLASMA N0433800 2015-70 i mi {x 4
BUFFER pH 8.4 N0333700 2015-09 2 mi{x 1)

We hereby certify that the above produci(s):
- have been manufactured and tested ¢

procedures and have been found to meet all conditions set forth with these documents:

PREPARED BY:

ording to the tequirements of their Manufacluring and Qualily Control

- meet all applicable requirements of the 98/79/EC Directive according to which they are GE marked. H 2:3 oy ’5
oo - P oded
%. pdz’ef DATE: 42372013
DATE:

472372013 5//)3//3

APPROVAL SGNATURE: L0 7«34% a@% G
{ /

526 Ao

(i3, Orangeburg, New York 10962, Telephane 845-365-8000

Foutn QCM 2555396249 730504-1, Rey, 01409



