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The Thai Red Cross Society

Freeze - dried Antivenin (Equine)

This Antivenin is of cquine origin, which has been refined by salt precipitation of e enzyiie

digested serum to give the specatfic immunoglobufin. The product then has to he freeze-dricd undet

vactunl.
Direction for use

When reconstitute with 10 mi of distilled waler. cach mi will have newtralizing capucity

as lollows;

Cobra Antivenin ncutralize 0.60 mg of Cobra venom

King Cobra Antivenin newrlize 0.80 mg of king Cobra venom
Randed Kmit Antivenin ncuiralize 0.60 mg of Bamled Krait venom
Russell's Viper Antivenin neutralize 0.60 mg.of Russell’s Viper venom

Malayan Pit Viper Antivenin neutralize 1.60 mg of Malayan Pit Viper venom .

Green Pit Viper Antivenin neutralize 0.70 wg of Green Pit Viper Venom

Dosage and Administration
Each vinl of the freeze-dricd Antivenin is (o be dissolved in 10wl distillled water

hefone usc,

Tnitinity, 20-40 mi of the dissolved Antivenin shoutd be given slow intravenously. (approx. 2 mi/min )

Subsequently 10 more md may he pgiven every 0-64) minuies unil symploms improve.

Storage
Antivenins should be stored in the dark-cool (2-8 0) place. Freere dricd antivening renuin
polent Tor at least S years from the date of preparation. Loss of potency is negligible when antivenins

are exposed to o higher iemperature durng a short ficld ip.

Warning

This antivenin should not be given 1o individuals scnsitive to horse proteins. In order to
avoith scrions anaphylaetic reaction, it is recommended that appropriate skin lest shouldd be carried
ont prior o the administration of this antivenin {hy injcction of 0.1 mi of dilution 1 2 10 antivenin

pueadernaliy).
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NATIONAL INSTITUTE FOR THE CONTROL OF .. NATIONAL KESEARCH CENTER FOR THE
PHARMACEUTICAL AND EIGLOGICAL PRODUCTS NICPBP STANDARDIZATION OF PHARMACEUTICAL

MINISTRY OF PUBLIC HEALTH AND BIOLOGICAL PRODUCTS
THE PEGPLE'S REPUBLIC OF CHINA MINISTRY OF PUBLIC HEALTH

THE PEOPLE'S REPUBLIC OF CHINA

CERTIFICATE OF FREE SALE

DATE: FEB. 23, 1995

.PRODUCTS NAME: AGKISTRODON HALYS ANTIVENIN (PURIFIED)

THE NATIONAL INSTITUTE FOR THE CONTROL OF PHARMACEUTICAL
AND BIOLOGICAL PRODUCTS, PEOPLE’'S REPUBLIC OF CHINA FURTHER
CERTIFIES, THAT ABOVE MENTIONED PRODUCT IS MANUFACTURED BY
SHANGHAI INSTITUTE OF BIOLOGICAL PRODUCTS, MINISTRY OF
PUBLIC HEALTH, 1262 YAN AN ROAD (W). SHANGHAL 200052, P.R.
CHINA, WHICH IS UNDER CONTROL TO SECURE, THAT THE PRODUCT
IS FREELY SOLD IN CHINA AND CAN BE EXPORTED TO OTHER
COUNTRY.

R S
NAT:ONAWNSHT,;JIE\FOR THE

NICPRP Temple of Heaven Beijing 100058 P, R. China Telephone; (01)7017755  Fax (0107013755 Cable,9328
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SHANGHAI INSTITUTE OF BIOLOGICAL PRODUCTS
MINISTRY OF HEALTH

Test Reports

' Manufacturer ~ Shanghai Institute of Riological Products.
: Ministrv of Health

APPLICANT . Address 1262 Van An Road (W), Shanghai

. Liscense No. . (Hu Wei A-95) Wei Yao Sheng Zheng Zi No. 069

* Production

 Department Manager LI Sheng-cai
gzglaltryt/men?ssurance Manager ZHANG. Ya-da
Name of Product : Agkistrodon halvs Antivenom Batch No. 981201
Quantity of Batch _ © 19500 (mi) ~ MFG Date Dec 1998 | EXP.Date! Dec.2001 |
Date of start tests Dec.17.1998 " Date of finish tests Jan.05,1999
Records : Pass i } "
No. Test ltems ©  Chinese Specification Results ~ Judgment .
1 pH | pHE0 — 7.0 ; 7.0 © PASS |
2 . Protein Content <17% : 8.07% . PASS
3 . Sterility Test : —_— | PASS : PASS
4 - Safety Test : _— ' PASS . PASS
5 . Pyrogen Test : _— PASS . PASS
8 Potency Test >500U/ml 630U ml PASS |
ZHANG, Ya-ga
Manager of Quality Assurang
Date of Report: Feb%
i, LiRE D 1262F I . 200052 3k, 021392303180 & A (021)G2E0LSCT

1262 VAN AN ROAD(W)Y., SHANGHAIL 200052, CRINA TEL 1021362813189 FA X, 0212801807



Copy

1. Exporter

SHANGHAI INSTITUTE OF BIOLOGICAL
PRODUCTS MINISTRY OF PUBLIC HEALTH

1262 YAN AN ROAD(w)
HANGEAL 200052 CHINA

2. Consignee

BORAN PHAMACEUTICAL COQ,
3FL KORLO ACADEMITEL 1 437-3 A
HYUN DONG MAPO GU SEOUL KOREA

Certificate No. - - -~ -
380895167+
CERTIFICATE OF ORIGIN

OF
THE PEOPLE' S REPUBLIC OF CHINA

3. Means of transport and route

FROM SHANGHAI AIRPORT TO
KIMPO SECUL AIRPCRT, KOREA
BY' AIR

4. Country / region of destination

KIMPO SEOUL AIRPORT, XOREA

5. For certitying authority use only

6. Marks and numbers l 7. Number and kind of packages:description of goods & H.S.Code 9. ‘Quantity 1:adN;;ebe;f
invoices
N/m AGFIST SRRL, HALY'S ANTIVANOMN 202 GR WP 990901
144 ,00KG S | da ted
FOUR (4) CASES J AN .11
DOC, CREDIT NUMBER: 1999
M1966812K000018
T TS LIS T

11. Declaration by the exporter
The undersigned hereby declares that the above details and statements

are correct, that all the goods were preduced in China and that they comply
with the Rules of Origin of the People's Republic of China.

12. Centification

Itis hereby centified thatihedaclaration by the exporter s correct.

SHANGHAT JAN,.11,1999 /

Place and date, signature and stamp of certifying authority
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SHANGHAI INSTITUTE OF BIOLOGICAL PRODUCTS
MINIETRY OF HEALTH

Test Reports

Shanghat Institute of Biological Products.

Manufacturer \finistry of Health
APPLICANT Address 1262, Yan An Road (W), Shanghat
- Liscense No.  (Hu Wei A-935) Wei Yao Sheng Zheng Zi No. 069
Production L
Department Manager I Sheng-ca
Quality  Assurance - Manager ZHANG, Ya-da
Department
Name of Product Agkistrodon halvs Antivenom: Batch No. - 981201 ;
Quantity of Batch 19300 {(mly = MFG.Date = Dec.1998 EXP Date’ Del.2001
Date of start tests . Dec.17.1998 : Date of finish tests Jan. 03, 1999
Records Pass _
No. Test ltems ‘ Korea Specification ‘ Results Judgment
1, pH | pH6.8 — 7.4 7.0 - PASS
- 207 3000 '
2 . Protein Content <30mg/300Unit " (88"3%0 WL pass
. . o)
3 . Sterility Test _— ' PASS . PASS
4 Safety Test  — PASS PASS
5 . Pyrogen Test _ _— PASS PASS
"~ Anti-Lethal ' : o i
6 Toxicity Test” > 6350 U fml 11653 U ‘'mi PASS
2 Anti-hemorrhagic

Activity Test

iy LA EHRI262F ML MG eA; IDONRD 2k, 102112303190 fi (021362801867

252 YAN AN ROAD(W)., SHANGHAT 260052, CHINA TEL, 1921 62233180 FAX 02! 34801807

> 650 U iml 1200 U ml PASS




Dr. Zhu Wet February 9, 1999
Deputy Director,

Shanghai Institute of Biological Products

Ministry of Public Health

1262 Yan An Rd. (W)

Shanghai, China

Z1p code: 200052
FAX: 0061-86-21-62801807

Concerning the purchase of below antivenom.

I would like to order for below biological product .
Please make Proforma Invoice send to me by fax.
The payment will be done the bank specified.

Product Quantity

1. Mamushi Antivemon 80
(A.b.brevicaudus or A. blombhofti)

Takeshi Kurata M.D.

T lewale

Director, Department of Pathology
NATIONAL INSTITUTE OF INFECTIOUS DISEASES
1-23-1, TOYAMA SHINJYUKU-KU,
TOKYO, 162-8640, JAPAN
Phone:+81 3 5285 1111(ext.2602)
Fax: +81 3 5285 1189 or 81 3 5285 1150
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SHANGHAL INSTITUTE OF BIOLOGICAL PRODUCTS
MINIZTRY OF HEALTH

INVOICE

TO: BERE AT INVOICE NO: 890227

R RES

SE % DATE: APRIL,12.1999
Tel: 0081-425-610771°544
Fax:0081-425-653315

- Quantity | Unit Price | AMOUNT

PRODUCT NAME
. CIF Tokyo !

1 HEElE R S A | ; i
Agkistrodon Halys Antivenin(Purified) © 40 Amps 15000 | B00000YEN

| 5000 | 5000YEN

Freight : ‘ |
TOTAL : | ~ 60S000YEN

Paying Bank: Bank of China
Shanghai Hong Qiao Sub-branch

Account No. 05170200580

gCT

P TR i ) 20000 Lo Q212R0R

TE2 VAN AN ROADW. SEANGHAT UGrs OHINA TREL 02 Is0NEIsy TAN,

[
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Health Certificate

Exporting Country: the PEOPLE’S REPUBLIC OF CHINA

To be sealed by: FENG X1aN COUNTY ANIMAL FIUSBANDRY & VET STATION
OF SHANGHAI

I. Description of the Products:

(a) Product Name: AGKISTRODON HALYS ANTIVENIN(6000IU A \IPOULE)
(b) Batch No.981201

(c) Quantity:1.000 AMPOULES

1. Crigin of products

(ay Name and address of exporter: SHANGHAI INSTITUTE OF BIOLOGICAL PRODUCTS
MINISTRY OF HEALTH
1262 YAN AN ROAD (W)
SHANGHAL P.R.CHINA

III. Destination of products

(a) The product was despatched from P.R.China to: Japan

(b) Name and address of consignee: NATIONAL INSTITUTE OF INFECTIOUS DISEASES
4-7-1 GAKUEN, MUSASHIMURA YAMA-SHI.
TOKYO 208, JAPAN

(c) Means of transportation: By Air

I'V. Health Information:

We, Feng Xian County Animal Husbandry & Vet Station of Shanghai
certify that:

The plasma for preparing the Agkistrodon Halys Antivenin is collected from the
healthy horses of Shanghai Institute of Biological products Ministry of Pubilic
Health. These horses( Horse No. 4031, 4077, 4084, 4015, 4120, 4211, 4218,
4226 and etc) are under our veterinary supervision at Feng Xian County of
Shanghai. Now we performed the quarantine to these horses according to the
Chinese Requirement for Biological products, and find these horses have no
horse infectious anemia, maliasmus, brucellosis, horse abortion caused by
paratyphoid and other infectious diseases.

Certified to be true gnd corfect: ™,

Feng Xian County Animat Husbandry& Vet Station
Date: Frp.3. 1999 = -
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A
h l PURIFIED ANTIVENIN

This antivenin is purified from the venin immunized horses and is used to treat snake-bite
patients. Agkistrodon halys (Pallas) is also effective for bites by Trimersurus mucresquamatys
{Cantdr) and Trimeresurus stejnegeri schmidt. Prompt injection of the products is highly desirable
after the bites,

" The products appear colorless or light yellew transparent liquid, containing thimerosal as
antiseptic, Precipitate may bhe seen afler a long period of store but it could be dispersed after
shaking,

Usaqge
1 Administration: intravenous injection is the common route; intrarmuscular and subcutaneous
injections are also permitted,
2 . Dosage: One injection of 6000 U for Agkistroden halys {Pallas) bite; Cne injection of 8000U
for Agkistrodon acutux (Guenther) bite; Cne injection of 10000U for bungarus multicinctis bita; One
infection of 2000U ijor Naja naja (Linnaeus) bile; One injection of 6000U for Frimeresurus
mucrosquamatus (Crntor) bite; One injection of 6000V for Trimeresinus stejnegeri schmidt bite;
One injection of 5000U for Vipera ruseli (Shaw); One injection of 5000U for bungarus fasciatus bite;
One injection of 10000U for Ophiophagus hannah (Cantor}

The above dosage is subjected to increase according to the particular cases.
3 The dosage remains the same for children as for adults.
4 Hypersensitive test is required before injecticr: which can onty bae used for nagatives

Hypersensitive Test

C.1ml antivenin is mixed with 1.9ml sodi.m chioride, 0.1ml of the mixtute is injected
intracutaneously onto the forearm patmaris. 20 - 3¢ minutes later, if the papula in the sits are within
2cm and no areclae and acromacria-like are found around the site, then it is considered negative.
For dubicus cases, 10mg chliorpheniramine maleats is preinjected {the dosage could he decreased
for children) and 15 minutes later, the injection of the products can be given. Desensitizing should
be used for positives

Desensitizing

The products are diluted by sodium chloride up to 20 times. Multi-injections ate given with
the intervai of 10 - 20 minutes starting from G.4mt. If no reaction, the dosage can be innreased, 3
times of injection are needed and if n abnormal reactions; it is permitted to start intravenous,
intramuscular or subcutaneous injection. Before inlection, the preducts should be put in water bath
of 37T for several minutes. The speed of injection should be slow, less than 1ml within 1 minute at
legining up to less than 4mi. Stop injection while abnermal reaction is found during the injection.

Precautions’

1 Chlorpheniramine maleate is administered iniramuscularly for serolegical allergie reaction. |If
necessary, adding Smg dexamethasone into 20ml 25% ({or 507%) glucose =aline or 135mg
hydrocortisene sodium succinate or 100mg hydrocertisons into 40ml 25% (or 50%) glucose saline
for intravenous injection or instillation.

pi 1500 - 3000U tetanus antitoxin should be given to those who have severe wounds.

Storage
To be stored in darkness at 2 - 8T

Expiry Date & License No.
Refet to label
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0 AL, Vipera ruselli(shaw) 23t LT 5,0 O O Bfif, Bungarus faschiatus (&%
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