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Quality Test of Kalliginogenase Preparations
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Extractability from capsule or tablet preparations, and quality test were examined on 5
commercial kalliginogenase products. In extraction from tablet or capsule preparations, we
ground them to powder with a small amount of water in a mortar. By this simple method,
kalliginogenase could be extracted from each preparation.

The amounts of protein determined by Lowry method were 10 to 100 times more than that
of the standard (1x/U), but did not correspond to the esteolytic activity measured by BAEE
method. Furthermore, one of them was contaminated with trypsin-like protein in the prepar-
ation because its esteolytic activity was repressed by a soybean trypsin inhibitor or urinastatin.

Therefore, it seems that highly purified kalliginogenase was not used for all commercial pro-
ducts.

Keywords——quality test; kalliginogenase; protein contents; extraction method; esteolytic
activity; trypsin inhibitor
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Table 1. Kalliginogenase Preparations

Sample Indicated Unit Form Lot No.
Standard 115 10" Powder
A 40 U Powder 0693s
B 10 U© Tablet Y128
Cc 10 U Capsule 601AB
D 200 U Tablet w045
E 50 U Capsule EE07B4

Fik 2 BEER UEEEY (H), {KREY (L) L
fo. (1) A v nEEH<F+t— + (Lot No. 446FA, /NEf
WEHD 100mg/V RGEWE 0.333mM kinb X 5
i 24ml OREEKCIERE, X5 10 57 M UCHRBL
%o, (@) w v+ = x5 v (Lot No.5B003, M%)
5 HF¥AL/V & KGR 16.67U/mlic /e 5 X Hic 100
ml DRSBTS, XHic 10fEF R LTHE L. )
VA4E—~v Y FvvA v Ex—(Lot No.114F8005,
Sigma #:H) BHFEUKCEML, 4w/vi RO 2w/v
SRR L.
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6. BAEE #[C &38RI XTT—EEMHRTEY
HEE 2.9ml 1 REAYE 0.1ml % fnx., 25°C 304
MIKIE X TR 253nm 1R 5 15 & & OB KEL
WE, Fhc kv 154 ) OBEEE(LERD, b
kAN D 1 HEORED FFEE  (p mol) ZRD
1o,
EU/ml(x mol/min/ml) :A%zsgég;m
7. SEIXTF5—EBEHEER LAV BAEEX
SR 0.1ml i@ GXT #%, MR, STI*+hZh

* International Unit
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Table 2. Protein Measurment by Lowry Method

Sample Protein Content ug/U
Water lOmMCaClz/saline

Standard 1.3 -

A 10.5 -

B 135.1 152.7

C 79.1 101.9

D 115.9 118.0

E 6.9 8.0
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Table 3. Esteolytic Activity Measurment with BAEE
Sample Activity(pmol/min per U)
Mean Min - Max
Standard 77.6(100)
A 88.4(107) 73.8-93.0
B 90.4(116) 88.4-92.5
Cc 31.0( 40) 19.1-45.3
D 47.9( 62) 37.4-58.0
E 31.5( 41) 13.1-58.1

Table 4. Inhibitory Effects of Gabexate, Soybean Trypsin Inhibitor
and Urinastatin on Esteolytic Activity

Activity (pmol/min per U)

Sample no addition GXT STI MR

(H) (L) (1) () (H) (L)

Standard 77.6 19.5 55.2 63.0 89.6 72.4 73.3
A 88.4 14.5 69.9 71.4 77.2 87.0 78.8

B 90.4 17.2 87.7 97.5 84.6 97.0 109.0

c 31.0 3.0 18.6 19.8 24.3 20.7 24.1

D 47.9 5.7 34.8 28.4 28.6 30.5  34.7

E 31.5 9.6 45.3 44.2 45.6 46.8 48.9
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