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Qui dinh chung
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Cac chuyén luan
HUYET THANH, SINH PHAM
VA VAC XIN
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HUYET THANH MIEN DJCH DUNG CHO NGL OF
Immunoscra ad usum humanum

Huyét thanh madn dich dimg oho nguos 1 o phim o0
chira globulin madn dich oo kha ndng trung hoa hhang
nguyén dic hidu

San xudt

Huyet thanh mudn dach thu dux 10 Sdng V8t hod 1 ngun
di duoc gy mudn dech. Huydt thanh madn dich phas S
unh ch¢ 3¢ lugmg globuln dat theo quy dinh va & o bo
cac protem khong can thait

Co the cho thom chit bao quan vao thanh phim

Trong huy& thanh maén dich dang dong kho. 3O &m 16n du
Khong duoc qua 3 % (MK

Huy&t thanh muén dich dang long phai khong co mau hode
mau vang nhat, khong 00 chn. Huyét thanh muén dich dang
dong kho pha dé hoa tan thanh dung dich khong mau hode
mau vang shat, 00 cung dic unh nhu san pham o dang long

Cac the nghi¢m kiém djnh

rH

6.0dn 7.0 (Phy luc 15 33)

Provcin ngogi lai .
Chi 0 protewn cua lods ddng vt hodc nguin ding dé sian
xult huyét thanh mién dich (Phy lyc 15.10).

Protcin tong 6

Khong qua 170 g1 (Phy luc 15.18).

Albumin . .

Chi duoc 0 dang vet khu phat hi¢n bang phuong phap dién
d muén dich.

Chirt béo quén

Thumerosal Khong qua 0,02 % (Phy luc 15.29).

Phenol Khong qua 0,25 % (Phy luc 15.28).

Vé khudn

Co theé thyc hign bing k§ thudt nudi cdy tryc tiép hodc ky
thujt nudi ciy mang loc (Phy lyc 15.7).

Tiéu chudn Khong c6 vi khun hodc vi ndm moc trén méi
truémg thich hgp sau thor gian 14 ngay & nhiét 4 30 °C
aénss-ca&h?&u&nmg‘:?mhuzowdénzvc
b1 voi kiém tra vi ndm.

Cong higu

Kiém tra cong higu dugc thyc hign theo hudmg din ddi vor
m&'lo.ihuyxuhmhmlén dich va duge biéu thy bing sb
don vj qubc 1€ (1U) trong | ml.

Don vy 1€ Dugc xic dinh theo quy dinh cia To chire

Yié :

nudmf‘ Mbi logi huyét thanh mién dich ¢6 tiéu chuln
cong higu niéng.

An todn chung

Diang § chut nhit rdng ndng 17 g dén 22 g mdi con va
2 chudt lang ning 250 g dén 150 g mbi con.

COL ORI IS MEEE ™S DM S

Todm phic mac chudt luomg buyét thanh medn dxh bing
et b dung cho nguin, nhung Kving qua | mi cho mas
chudt nhit trdng vé khing qud $ mi cho mds chadt lang
(P b 15 1))

Fidw chsin Sau 1 nhit 7 ngay theo &0, chadt khing g
cin v khing o0 bedu hafn binh Iy

Ot gdy s

T von lidw W 0.5 ml d8m 10 mil cho | kg cin ndag th
wy theo quy dinh dds y ¢ thanh msén dx b
(Phwy e 15.12)

Téw chusin. Thin nhudt ban diu phis ndem rong Lhodng
IR C dén 198 s ha e do ihing
qua 0.2 “C, thin nhi¢t ban dau galta cac thi chénh Koh
khdng qud | “C, thin nhift cao nhit cus the do dupe rong
Khoang 3 h sau kKhi uém 18 gaa i) cln wic dpsh, ot i) ndy
khong qua 0,6 “C dor von mds tho va ieg g ) cus | e

khong qua 1,3 °C (Phuy lyc 15.12)

vin tung g hy

'n\'u o) nhagt

Biao quan, han dung

Sinh phim duge gilr o dicu kign lpoh, shads & e 2 C &n
8 °C. Khong lam dong bing huyét thanh medn dch dang bag
Han ding duge tinh tir khi bat diu ksém s comg w1y
timg nha san xudt va duge co quan kiém dmh quix pa
phé chuin.

Nhiin, hjp \
Nhimg théng tin d1 vén nhin, hop, 10 huomg dla s Sumg
phai ddp img nhimg yéu cdu cua cac quy dmh haén hanh

GLOBULIN MIEN DICH NGU Ol
Immunoglobulinum humanum normale

Globulin mién dich ngudn 14 ché phim dang long hode
dong khd c6 chira cic globulin midn dich. cha véu 1 1eG
tir huyét wong nguéi binh thuong

Globulin mién dich o dang long 14 dung dich wong swit.
khong mau hodc ¢6 miu ndu-vang nhat
Globulinmi&ndichdmmub\umumw\*
nhu.eédun:kh&ixép. mjn.
Globulin mién dich nguo dic hidu dupe ot doh
dang dé diéu tr phong ngua nh Vim gan A, vidm gan
B, 501, rubella. .. holle trong céc truomg hop by thatu bt

San xult
Globulin midn dich didu ché tir huydt teong cus s
thidu 1000 ngudn. Huydt tuong ngudn oo the duoe <t

thch tryre tiép i mdu ngudi hode 1 huy & tiomg doeg by
co chirm khong it hon 0,1 dom vi Khdng dox & baoh b
hode khang doo 18 udn vin v Khdng it bhow 0% dow v
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cua

D¢ 0t dm 37 °C, § % CO, vong vong 60 min dén % ma

Nho 100 pl dung dich 1€ bdo co néng 40 2 = 107ml

Dé 0w Am 37 °C, 5 % CO; wong 7 ngay dén 9 nghy

Theo & CPE duo kinh hién vi

Tink 56 CCID /50 ul dé trung hoa trong th nghsis

Tish theo cdng thuc Karber ,
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86100 - 0.5) = log d]
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Titu chudn danh gid Hadu gid cua khang the Ahang »
phai khong duoc nho hom § U 'mil globulin nudn dich
ngum khong dic hadu

Ham lugng globulin midn dich G (I1gG)

Xac dinh ham loomg 1gG bing &Y thadt Gutn & (Phy I
S6)

Tidu chuln danh gd Khing sho hom 90 % ham luong
profem ong

Tinh tan

Globulin sucn dich ngutn ong Khd phas tan hodn 1odn
wong vong 20 mun o mladt 30 20 “C 38 28 “C sau ki duxx
hoan nguvén thoo huomg din ghi trén nhin cua san phim

An toan chung
Phy Juc 1511

Chit gy bt

Phy luc 1512

\ 6 khudn

Dat vO kKhudn (Phu luc 15.7)

\ito toan phin
Phy luc 1518

Thimecrosal
Khong lom hom 0,012 % (Phu luc 15.29).

pH
6,4 dén 7.2 (Phy lyc 15.33).

Déng g6i, bio quin
Tuy theo nha san xudt, rong céc lo thuy unh khéng mau,
tranh anh sang

Nhin, hop |
Nhimg thong un do1 vor nhin, hp, 10 huong dan sir dung
phai dap ung nhimg yéu ciu cua cic quy dinh hién hanh.

HUYET THANH KHANG BACH HAU
1 diphthericum

Huyét thanh khang dic 16 bach hiu 14 ché phidm chia
globulin khang dbc 16, c6 kha ning trung hoa dic higu
ngom dic 16 cia Corynebacterium diphtheriae.

Nhin dgng
Huyét thanh khing doc 16 bach hiu trung hoa doc tb cia
Corynebacterium diphtheriae 1hm cho ddc th ndy tro nén

khimg dde, vo hai ddi v dong vit cam thy.

Cie thir nghi¢m kiém djnh

Huyét thanh khang bych hiu phii dip img che thir nghi¢m
Kb dinh ghi trong chuyén luin “Huyét thanh midn dich
ding cho nguin® vi che yéu chu sau diy

MUYET TRAMM BIEAN DA

Cdng hifu
Cong hadu cua buydt tanh khing dix 10 bych b e et
bt blng o0 Gom v) e & rong | el (L)

Fidw o Kising o e SO0 [Lml
N dinh cong hadw cua buydt thand Ahang dox 1) bach haw
dinx thys hain bing phaong phap vung ha ong da the
hods bing phuong phap trung his trén chal kg o0 cin

ndag s chisdd 1 290 g Sdm 150 g (P e 1515)

Hao quan
Huy¢t thanh kKhang bach hiu cdn dux bao guin trong dedu
Kifn lanh, O nhadt 40 tir 2 “C dén § “C khing & ddag hing

Nhin

Cac thong tun ghi trén nhin dugc tuln the theo guy Sinh
chung ghi trong chuyén ludn "Huyét thanh mucn dich dung
cho ngun®

HUYET THANH KHANG DAl
Serum antirabicum

Huyét thanh khing dai 14 ché phim co chus globuln
mién dich khing virus dai, c6 kha ning rung bos S
hi¢u virus dai.

Nhin dang

Huyet thanh khang dai trung hoa virus da lae cho vinus
mat kha nang giy bénh, tro nén vO hat & von Sleg vt
cam thy.

Ciic thir nghi¢m kiém djnh

Huyét thanh khing dai phii dip img cac tha nghedm kdm
dinh ghi trong chuyén luin “Huyét thanh mudn dich dume
cho ngud™ va cac yéu cdu sau ddy

Protein ngogi lai: Khong duoc co trong thanh pham

Cong hi¢u

Cong higu cha huyét thanh khang das duwoc the hign bing
s dom v} quéc té ong 1 ml (IU ml)

Tiéu chudn: Khdng nho hon 150 1U mi

Phuong phap xde dinh 50 1U ml cua huyét thanh kKhing da
duge thue hign bing phuomg phip trung hoa trén chu
nhat (Phy luc 15.17) Phan tmg ndy dus trén sy rung hoa
mot lidu o dinh higu gid virus dai thir thach vor cae 80 pha
loAng khac nhau coa huyét thanh

Bio quin
Huyét thanh khang dai cdn duoe bao quan trong ddo ke
lanh, & nhigt 40 tr 2 °C dén 8 “C. khdag & doag by

Nhin

Cée thong tin ghi o nhin duos tdn th than guy doh
chung, ghi trong chuyén tudn ‘Tt ek mda dah
ding cho ngun”.
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