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Tiéu chuan: Hiu gid ctia khang thé khéng sgi phai khéng

dwge nhé hon S 1U/ml globulin min d

dic higu.

té bao;
0 vé va

ich nguoi khong

Ham luegng globulin mién djch G (1gG)

ng dinh ham lugng IgG bang ky thuat dién di (Phy lyc
5.6). '

Tiéu chudn: Khong nhé hon 90 %
Tinh tan

Globulin mién dich ngudi dong khé phai tan hoan toan
trong vong 20 min & nhiét d§ 20 °C dén 25 °C sau khi

dugc hoan nguyén theo huéng din ghi trén nhén cta sén
pham.

ham luong protein tdng.

An toan chung

Phu luc 15.11.

Chit gay sbt

Phu luc 15.12.

Vo trung

Pat yéu céu vo tring (Phu luc 15.7).
Nito toan phéan

Phu luc 15.18.

Thimerosal
Khéng 16n hon 0,012 % (Phu luc 15.29).

pH

6,4 dén 7,2 (Phuy luc 15.33).

Béo quén

Tuy theo nha san xuat, trong céc lo thiy tinh khéng mau,
tranh anh sang.

Nhin N

Nhimg thong tin dbi véi nhan, hop, t& hudng dan st dung
phai dap img nhing yéu cau cua céc quy dinh hién hanh.

HUYET THANH KHANG BACH HAU
Immunoserum diphthericum

Huyét thanh khang doc t6 bach héu la ché phim chira
globulin khang ddc t6, c6 kha ndng trung hoa dic higu
ngoai doc td cua Corynebacterium diphtheriae.

Nhén dang ) ‘ -
Huyét thanh khang doc t0 bach hau trung hoa dgc to cua

HUYET THANH KHANG DAI

Corynebacterium diphtheriae lam cho dgc tb nay tré nén
khong dgc, vo hai dbi voi dong vat cam thy.

Céc thir nghi¢m kiém dinh

Huyét thanh khéng bach hiu phai dap (g céc thir nghiém
kiém dinh ghi trong chuyén ludn "Huyét thanh mién dich
dung cho ngudi" va cac yéu cau sau day:

Cong hi¢u ) ‘ ,
Cong higu ctua huyét thanh khang dgc to bach hau dugc the
hién bing sb don vi quéc té trong 1 ml (IU/ml).

Tiéu chudn: Khdng nho hon 500 [U/ml. ,

Xé4c dinh cong hiéu cua huyét thanh khang doc t6 bach hau
duoc thye hién bing phuong phép trung hoa trong da tho
hoic bing phuong phap trung hoa trén chudt lang c6 cén
ning mdi chudt tir 250 g dén 350 g (Phu lyc 15.15).

Bio quin

Huyét thanh khang bach héu can dugc biao quan trong diéu
kién lanh, & nhiét do tir 2 °C dén 8 °C, khong dé déng
béng.

Nhan

Céc thong tin ghi trén nhiin phai dp Gng nhing yéu ciu
cua quy dinh hién hanh.

HUYET THANH KHANG DAI
Serum antirabicum

Huyét thanh khéang dai 14 ché phim c6 chita globulin mién
dich khéng virus dai, c6 kha néng trung hoa dic higu virus
dai.

Nhéin dang

Huyét thanh khéng dai trung hoa virus dai lam cho virus
mét kha niing gay bénh, tré nén v hai ddi voi dong vat
cam thu.

C#c thir nghiém kiém dinh

Huyét thanh khéng dai phai dap (g céc thir nghiém kiém
dinh ghi trong chuyén luan "Huyét thanh mién dich dung
cho ngudi" va cac yéu cdu sau day:

Protein ngogi lai: Khong dugc co trong thanh phim.
Cong hiéu

Céng hiéu cua huyét thanh khéng dai dugc thé hién bang
s6 don vi quéc té trong 1 ml (IU/ml).

Tiéu chudn: Khoéng nhé hon 150 TU/ml.

Phuong phap x4c dinh s6 IU/ml ctia huyét thanh khang dai
duge thyc hién bang phuong phap trung hda trén chudt
nhét (Phy luc 15.17). Phan img nay dya trén sy trung hoa
mot lidu cb dinh hiéu gia virus dai thir thach véi cac d§ pha
loAng khéc nhau ciia huyét thanh.

Bio quan

Huyét thanh khang dai cin dugc bao quan trong diéu kién
lanh, & nhiét d6 tr 2 °C dén 8 °C, khéng dé dong bing.

Nhin
Cdc théng tin ghi trén nhén theo quy dinh hién hanh.
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