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Table 1. Kinds of Antivenom/antitoxin (Equine) in Japan

Products* Antigen for horse-immunizing Marketl.ng quantity
(approximately)
Botulinum antitoxin type A, B, E, & F  Bacterial toxin (genus Clostridium) 200 vials/5 years
Botulinum antitoxin type E Bacterial toxin (genus Clostridium) 300 vials/S years
Gas gangrene antitoxin Bacterial toxin (genus Clostridium) 1,000 vials/5 years
Diphtheria antitoxin Bacterial toxin (genus Corynebacterium) 1,000 vials/5 years
Habu antivenom Snake venom 200 vials/year
Mamushi antivenom Snake venom 3,000 vials/year
* All the products are manufactured by KAKETSUKEN.
Manufacturing process Operating procedure
Healthy horse
v
Toxoid/Toxin-injection Toxoid/Toxin-injection subcutaneously
\Z
Bl%)d collection Whole blood collection, plasma centrifugation

Crude antitoxin material

Purification Dilution, pH-adjustment
Digestion by pepsin
pH-adjustment
Salting-out

Dialysis Dialysis, pH-adjustment
i Filtration

Dilution and/or mixture Dilution and/or mixture
i, Aseptic filtration

Filhi/ng Filling

Lyophilization, Sealing Lyophilization, Sealing

Packaging Packaging

Ié‘

Distribution

Fig.1. Production of Freeze-dried Botulinum Antitoxin, Equine
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Table 2. Freeze-dried Botulinum Antitoxin, Equine

Item* Criterion for Judgment
Moisture content =3.0%
pH 6.8-7.4
Protein content
+ Monovalent <30 mg/500U
+ Tetravalent =160 mg/mL
Type A, B&E <140 mg/500U
Type F <140 mg/200 U
Sterility pass
Test for freedom from abnormal toxicity pass
Pyrogen test =1.3C
Potency test
* Type A,B&E = 10,000 U/vial
» Type F 24,000 U/vial

* Minimum Requirement of Biological Products in Japan.

Hospitals

A

In Emergeicies ;

1. Request of supply

/

\ 4

Prefectural Government

5. Delivery (Antitoxin)

4. Delivery £Antitoxin)

2. Application for supply

Direct delivery (Antitoxin)

Antitoxin Storage Facility
(9 locations in Japan)

e

3. Order of delivery

Ministry of Health,
Labor and Welfare

/

Fig.2. Supplying system of Botulinum antitoxin

MHLW purchases from manufacturers and
stores Botulinum type E and type A, B, E &
F antitoxin (freeze-dried)

at 9 different MHLW-contracted locations in

Japan.

Kumamoto-shi

Kanonji-shi

e

Sapporo-shi

Natori-shi

Kitamoto-shi

/ Urazoe-shi

O" / ) =

Fig.3. Botulinum antitoxin stored in Japan
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