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Quy trinh kiém nghiém véc xin -
Phan 11: Vic xin vé hoat phong bénh phu dau ga (coryza)

Vaccine testing procedure - Part 11: Haemophilus paragallinarum vaccine, inactevated

1 Pham viap dung
Tiéu chuén ndy quy dinh yéu clu k§ thuat dé kiém nghiém véc xin vé hoat phéng bénh phu du & ga.

2 Tailigu vién dén

Céc tai lidu vién din sau rat cn thiét cho viéc ap dung tiéu chudn nay. Déi v&i cic tai liéu vién din ghi
nam céng bd thi 4p dung phién ban dugc néu. Béi véi cac tai lieu vién din khdng ghi nim cong bé thi
4p dung phién ban méi nhit, bao gdm ca céc stra ddi, bd sung (néu co).

TCVN 8684:2011, Vi&c xin vé ché phdm sinh hoc dung trong tha y — Phép thir d5 thuén khiét.

3 L4y miu san phdm va chuén bj ddng vit
3.1 Léy midu san phim:
L&y m3u san phdm theo qui djnh trong bang nhur sau:

$6 Iwgng mau vic xin va ché phdm sinh hoc cin ldy

Quy cach déng géi (ml) S6 lvgng mau lay (sdn pham)
Cho t&i 100 Tir 7 dén 10
Trén 100 - Tir5Gén 7
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3.2 Chudn bj ddng vit

~ 10 con ga tr 5 dén 6 tudn tudi, khde manh, 4m tinh vé&i khang thd khang vi khudn Haemophilus
paragallinarum.

~ 40 con ga tir 3 8én 6 tuln tudi, khde manh, 4m tinh v&i khang thd khang vi khuidn Haemophilus
paragallinarum.

4 Céch tién hanh

4.1 Kidm tra cam quan

Véc xin phai d8ng nhét, khéng ddng vén, khdng l&ng c3in.
4.2 Kidm tra a9 thudn khiét, theo TCVN 8684:2011.
4.3 Kiém tra an toan

Tiém cho it nhét 10 con ga tir 5 dén 6 tudn tudi, mai con 2 lidu vac xin ghi trén nhan. Theo ddi ga trong
thoi gian tir 14 ngay dén 21 ngay.

Vic xin dugc coi 14 dat néu tht ca ga séng khde manh, khdng c6 bét ky cac phan ng cyc bd hay toan
than lién quan dén véc xin trong théi gian theo dai.

4.4 Kidm tra hidu lyc
4.41 Phwong phéap trong tai

o~ Tiém cho it nhit 20 con ga tir 3 @&n 6 tudn tudi, m8i con 1 lidu vic xin ghi trén nhan. 20 ga abi
chirng khéng tiém véc xin.

- Sau 14 ngay toan b ga dugc tiém mdt mi thir 2 véi lidu lwgng nhu trén.

- Tir 14 @én 21 ngdy sau mai tiém IAn 2, ga dwoc tiém va ga dbi chirng dugc thir thach véi vi khudn
cwing ddc tuong (ng.

- Theo ddi trong th&i gian 7 dén 10 ngay.
~ Véc xin duoc coi la dat néu:
+ [t nhét 70 % ga d6i chirng c6 triéu chirng bénh tich clia bénh phii dAu;

+ [t nhét 70 % g4 dworc tiém khdng c6 bt ky cac triéu chirng bénh tich clia bénh phi dAu.
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4.42 Phwong phép thay thé

— Tiém it nhét 20 con ga tir 3 dén 6 tudin tudi, khde manh, mdi con 1 lidu véc xin ghi trén nhan. 20 ga
abi chirng khéng tiém véc xin.

— 14 ngay sau, toan bd ga duoc tiém mot mai thir 2 véi lidu legng nhu trén.

~ Tir 14 4én 21 ngay sau mai tiém 1An 2, ga midn dich duoc ldy méu, chét huyét thanh lam phan ing
huyét thanh hoc (theo Phy luc A).

- Véc xin dugc coi A dat néu:
+ It nhat 70 % ga dwgc tiém cb hidu gi4 khang th& H. paragallinarum 2 4log2;

+ itnhdt 70 % ga asi chuang c6 higu gia khang thd H. paragallinarum &m tinh.
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Phy lyc A
(Quy dinh)

Kiém tra higu gia khéng thd Coryza biing phwong phéap HI

A.1 Chuln bj
A.1.1 Chuln bj khang nguyén
— CAy vi khudn Hpg vao mél trrérng thach CMI, nudi cdy trong ti &m c6 5 % CO, & 37 °C trong 24 h.

— Thu hoach khéng nguyén: Cho 1 lwgng 0,5 mi dung dich PBS (Phosphate buffered saline) vao dia
thach. Duing pipet Pasteur dwgc udn cong dé thu hoach khang nguyén. Dung pipet hut khang nguyén
vao éng.

- Ly tam véi téc a9 4 000 vong/min trong 10 min.

~ Hut bd phAn nwéc trong. Cho thém PBS vao éng hoa tan cén dé rira khang nguyén. Lam 3 1dn (1an
thiz 3 ly tam 13 000 véng/ min trong 2 min).

— LAy c#n va cho thém 0,5 ml PBS 34 dat 40 dam dic 6ng sé 5 Macfaland.
— Cho thém 0,01 % (khéi lwgng/thé tich) thimerosal.

- U & 4 °C trong 3 ngay trwére khi sir dung.

A.1.2 Chudn bj héng cdu

Héng cu ga dugc 4y vao éng fancol cé chét chéng ddng.

Ly tam rira hdng cAu 3 I&n bdng dung djch PBS.

Pha hdng cAu thanh 1 %. Cho thém 0,01 (khi Irgng/thd tich) thimerosal, 0,001 % gelatin.

Khi stz dung pha hdng cu thanh 0,05 %.

A.1.3 Chuln bj hdng cdu cé djnh bing formalin
~ Héng cdu @4 dugc rira 3 1An duroc pha thanh ndng a6 1 %.

— Cho mét lrgng twong duong dung dich formalin 8,3 % vao hdng clu. Cho vao tir tir va Iic nhe trén
méy l&c & 37 °C trong 3 h.
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— Thém formalin 8,3 % vao h&n hop trén theo ty K 1:5, & & 37 °C l&c nhe trong 20 h.

- Rira hdng cAu @ cb dinh 10 I3n bing dung dich PBS (ly t4m 200 véng/min trong 5 -10 min).

— Can dugc hoa tan thanh 10 % trong PBS.

— Thém 0,05 % albumin huyét thanh bd (BSA).

~ Thém 0,01 % thimerosal, bdo quén & 4 °C. Sir dung trong véng 2 théng.

A.1.4 Chuln bj huyét thanh chin doén

— Ly tAm méu va chét l4y huyét thanh.

— Cho hing cAu da cé dinh vao huyét thanh chén doan theo ty 18 (1 phan huyét thanh v6i 5 phén hdng
cAu a3 cb dinh 1 %), & h8n hop & 37 °C trong 2 h & didu kién I4c nhe trén may lc.

- Ly tAm chét ldy huyét thanh.

~ Khi sz dyng thi Ic nay huyét thanh chén doén dang & ndng d§ 1/5.

A.2 Céch tién hanh

A.2.1 Véi khdng nguyén Hpg A

A.2.1.1 Quy trinh cho phan (rng HA cho khang nguyén Hpg A (xem Bang A.1)

Péi chirng
Dung
dich Thi nghigm PBS Héng cdu +
khéng nguyén

Thir ty 1 2 3 4 5 6 7 8 9 10 11 12
PBS 25ul | 25l | 251 | 251 | 251 |25l [ 25l [ 251 | 25l [ 250 | 2541 | 25
Khéng 25 ul
scnién M 25l | 25
Héng clu
05% S50yl | 50pl | SOul | 50 (S50l | 50 u | S0 pl | 50 pl [ 50wl | SO pl | S0 ¢l | 50 I

Bang A.1 - So dd phan (rng HA cho khéng nguyén Hpg A

a) Cho dung dich PBS vao c4c day giéng (25 pligiéng).
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b) Thém vao giéng d4u tién 25 pl khang nguyén va pha loang khang nguyén theo co sé 2.

c) Nhd vao céc giéng 50 pl hdng clu 0,5 %.

d) Céc giéng adi chirng:

+ Déi chirng hdng cAu: 25 pl dung dich PBS + 50 pl hdng cAu 0,5 %;

+ D&i chirng khang nguyén: 25 yl dung dich PBS + 25 pl khang nguyén + 50 pl hdng cAu 0,5 %.
L&c nhe trong 20 s, @& y&n 40 min rdi doc két qua.

* Boc két qua:

+ Phén (ng &m tinh: H3ng cAu I&ng ddu & duwdi ddy giéng thanh chém tron.

+ Phan (rng dwong tinh: Xy ra hién twegng ngung két, hdng cAu ngung két thanh cym 14m tAm xung
quanh giéng.

+ Doc higu gia ngung két: Hidu gia ngung két khang nguyén dugc danh gia & A9 pha lo&ng cao nhét
con cb phdn (’ng ngwng két xdy ra.

A.2.1.2 Phian img HI cho khang nguyén Hpg A (xem Bang A.2)

Déi ching
N— L& thi nghigm Huyét thanh Khang PBS
chudn nguyén
1 2. 10 11 12
PBS 254 25 pl 25 25 pl 25 ul
::l:u:;: :t:;anh a4 dugc xtr Iy hdng 26 1l 25 25 ul
Khang nguyén 25 pl 25 i 25yl 25 pl
Héng ciu 0,5 % 50 pl 50 pl 50 pl 50 pl 50 pl

Béng A.2 - So dd phan ng HI cho khang nguyén Hpg A
a) Cho dung dich PBS vao cac day giéng (25 pl/giéng).
b) Nhd vao giéng ddu tién 25 pl huyét thanh d& dugc x ly hdng clu.

¢) Pha lo&ng huyét thanh theo co sé 2.

10
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d) Nho vao cac giéng 25 pl khang nguyén (khang nguyén & 4 don vj HA).

e) Léc nhe 20 s, a& yén 20 min.

f) Nhd vao céc giéng 50 pl hdng clu 0,5 %.

* Boc két qua

- Phan (rng &m tinh: C6 hat ngung két bdng 1&n vém.

- Phan ng dwong tinh: Hdng cAu léng xubng d4y tao chdm tron.
g) Lic nhe, d& y&n 40 min rdi doc két qua.

A.2.2 Véikhang nguyén Hpg C

A.2.2.1 Phan @rng HA cho khéng nguyé&n Hpg C (xem Bang A.3)

Déi chizng
Dung djch Thi nghiém PBS Héng cdu+
khéng nguyén

Thir ty 1 2 3 4 5 6 7 8 9 10 11 12
PBS 25l | 251 |25l {25l |25 |25l | 2541 | 25l | 25 | 25 | 25 | 25
Kha

e 25 4l 2541 | 25
nguyén
Hing oo S50ul | 50l (S0l | SOpl|50p [ SOl | 50l | S5Opl | 5Oul | 50l | S0 ul | 50ul
s | M M Ml [ 50l | S0 p M M M M W W

Bing A.3 - So 44 phédn (ng HA cho khéng nguyén Hpg C
a) Cho dung djch PBS vao céc day giéng (25 pl/giéng).
b) Thém vao giéng ddu tién 25 pl khang nguyén va pha lodng khang nguyén theo co b 2.
¢) Nhd vao cac giéng 50 pl hdng cAu cb dinh 1 %.
d) Céc giéng ddi chirng:
+ Béi chirng hdng clu: 25 pl dung dich PBS + 50 pl hdng ciu cb dinh 1 %,

+ Pbi chirng khang nguyén: 25 pl dung dich PBS + 25 pl khdng nguyén + 50 pl hdng ciu cé dinh 1 %.

11
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L&c nhe trong 20 s, d& yén 40 min rdi doc két qua.

* Doc két qua:
+ Phén trng &m tinh: Hdng cAu ldng ddu & dwéi d4y giéng thanh chdm tron.

+ Phdn (g duong tinh: X3y ra hién twong ngung két, hdng cAu ngung két thanh cym 14m tAm xung
quanh giéng.

+ Doc hiéu gid ngung két: Hiéu gid ngung két khang nguyén duwgc dénh gia & dd pha losng cao nhét
cdn c6 phén irng ngung két xay ra.

A.2.2.2 Phan irng HI cho khéng nguyén Hpg C

©éi chimg
Nouyan tigu PTG | Horkian | K0 | e
1 2. 10 1" 12

PBS 25 pl 25 pl 25 ul 25l 25l
Huyét thanh a3 dugc xir ly 25 pl 25 l 25 pl
héng cdu (1:5)
Khéng nguyén 25 pl 25 pl 25 pl 25 pl
Héng cAu cé dinh 1 % 50 pl 50 pl 50 pl 50 yl 50 pl

Bang A.4 - So dd phin rng HI cho khéng nguyén Hpg C
a) Cho dung dich PBS vao céc ddy giéng (25 pligiéng).
b) Nhé vao giéng dAu tién 25 pl huyét thanh @3 dugc xtr ly hdng clu.
¢) Pha lo&ng huyét thanh theo co sé 2.
d) Nhé véo céc giéng 25 pl khang nguyén (khang nguyén & 4 don vi HA).
e) Léc nhe 20 s, d& y&n 20 min.
f) Nho vao cac giéng 50 yl hdng ciu cd dinh 1 %.
g) Léc nhe, d& yén 40 min rdi doc két qua.

* Boc két qua

12




- Phan ng 4m tinh: C6 hat ngung két béng 1&n vén.

- Phdn (rng dwrong tinh: Héng cAu léng xubng déy tao chdm ton.
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Thw muyc tai lidéu tham khao

[11 ASEAN Standards for Aniamal Vaccines (Second Edition): Requirements for Haemophilus
Paragallinarum Bacterin (Coryza)
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