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15.1 XAC PINH PQ SONG CUA VAC XIN BCG

Kiém tra d sbng

Cdc vit ligu

D'ung dich Sauton loang 1/4 duge sir dung dé pha lodng
vic xin BCG.

Mf)i truomg nubi cdy: Lowenstein - Jensen.

Vic xin BCG miu thir va miu chuén.,

Hg&n nguyén va pha lodng vdc xin

Vic xin BCG duroc xéc dinh d6 song theo phwong phép sau:
Hoan nguyén it nhat 5 mg vic xin BCG vao 5 ml dung
dich Sauton loang 1/4 v6 khudn dé tao hén djch co ban
chira 1 mg vic xin BCG/1 ml. Sau khi hoan nguyén, hdn
dich nay phai dugc giir & 4 °C trong thdi gian t6i thiéu
15 min, sau d6 pha theo cong thirc sau:

1) 1 ml hén dich co ban + 99 ml dung dich Sauton
lodng 1/4 = 1/100 (I).

2) 1 ml hén dich pha lodng I + 99 ml dung dich Sauton
loang 1/4 = 1/10.000 (II).

3) 4 ml hén dich pha loang II + 4 ml dung dich Sauton
lodng 1/4 = 1/20.000 (I1I).
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4) 2 ml hdn djch pha loang I1 + 6 ml dung dich Sauton
lodng 1/4 = 1/40.000 (1V).
5) 2 ml hén djch pha loang IT + 14 ml dung dich Sauton
loaing 1/4 = 1/80.000 (V).
6) 2 ml hén dich pha lodng Il + 30 ml dung dich Sauton
lodng 1/4 = /160.000 (VI).

Nudi cdy )

Lic déu hdn dich cua méi do pha trong 20 s, cay vao moi
trrding Lowenstein - Jensen 0,1 ml/ong theo trinh tr sau:
2 d pha dAu: Mdi dg pha lodng cdy Ién 5 éng méi truomg.
D¢ pha thir 3 cdy Ién 10 éng méi trudng.

Péi voi véc xin tuoi (truée khi déng khd): Cay lén cac dng
moi trudmg Lowenstein - Jensen huyén dich vic xin BCG
tir 3 d6 pha lodng cudi IV, V, VI.

Ddi véi vic xin BCG dong khé giir & 4 °C: Cay huyén dich
viic xin BCG tir 3 d6 pha loang 11, TV, V.

Déi véi vic xin BCG déng kho i & 37 °C: Céy huyén dich
viic xin BCG tir 3 d6 pha loang 11, II, TV.

Cac dng méi truong da dugc cdy huyén dich véac xin BCG
& chc dg pha khéc nhau nhu trén s& dugc lang déu, dé kho
bé mat va u & 37 °C trong 28 ngay.

Pém khuin lac

Cac bng méi truong duge cdy huyén dich BCG va u ¢
37 °C sé& duoc dua ra dém s6 khudn lac moc trén timg Sng
sau 21 ngay va 28 ngay.
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Trong d6:

1

X, 12 s khuén lac trung binh moc trén cdc éng méi trudmg Lowenstein - Jensen khi céy huyén dich BCG & d¢ pha thir 1;
X2 1a s6 khudn lac trung binh moc trén cac (‘Jng moi truong Lowenstein - Jensen khi c@y huyc::n dich BCG ¢ d¢ pha tht'r 2;
X 12 s6 khuén lac trung binh moc trén cic éng méi trromg Lowenstein - Jensen khi cay huyén dich BCG ¢ dg pha thir 3

d la do pha loang huyén djch véc xin BCG;

v 1a thé tich hdn dich cdy trén mot 6ng moi truong Lowensti:in‘— Jensen; . _
Hing sé o twong duong véi s6 lugng t6i wu khudn lac ¢6 thé dém duge trén mt ong moi truémg Lowenstein-Jensen.
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Tinh két qud

Sé dom vj song trong | ml vic xin dugce tinh theo | trong
4 cong thirc & Bang 15.1 hodc két qua d§ séng cua mdi
loat vac xin BCG c¢6 thé dugc tinh theo chuong trinh phin
mém Whoprogram/BCG/Biofarma.

Tai nha san xual, tién hanh kiém tra do séng & 14t ca cic
loat vac xin thanh phdm (bao gém ca do song trude dong
kho, sau dong khé va sau khi 1 6n dinh nhiét).

Nhirng loat vic xin BCG c6 d¢ song khong dam bao vai
gidgi han cho phép ¢ lin kiém tra thir nhdt phai nhac lai
thir nghiém:

Néu thir nghiém d6 song 14n 1 khong dat yéu ciu nhung
thir nghi¢m co gla trj (valid test), phai nhic lai thir nghiém
vén s0 lrgng mau va s6 ong moi trrdng Lowenstein-Jensen
gap d6i so voi lan 1.

Néu thir nghiém dé song lan 1 khong dat yéu cau nhung
thir nghiém khong c6 gid trj (mvahd lesl) thi chi cin nhac
lai thir nghiém vai so lugng mau va sb ong moi trudng
bang lan 1.

Néu lan thir nghi¢m nhéc lai, 6 séng van khong dat thi
phai hiry bo loat vac xin BCG do.

Kiém tra do song cua v.’;.c xin BCG phai tién hanh song
song vai vac xin BCG mau chuin dé klem tra chal lugng
moi truong ding cho thir nghi¢m do song. D§ song cua
vac xin BCG mau chuin trong mdi thir nghi¢m phai 6n
dinh va nam trong gi6i han gia tri trung binh + 25D.

Tiéu chudn chip thugn

Dbi véi vac xin BCG phong bénh lao, gidi han do song cho

phep 14 tir | triéu dén 6 triéu don vi song trong | mg vic xin
1x10° DVS/mg dén 6710° DVS/mg vic xin BCG).

Kiém tra tinh on djnh nhigt

Sé dom vi song ciia vic xin BCG sau khi u ¢ 37 °C trong
28 ngay phai dat it nhét 14 20 % so v&i mau 0 ¢ 4 °C trong
28 ngay.

Cdc vit ligu

Dung dich Sauton lodng 1/4 dugc sir dung dé pha loing
vic xin BCG.

Mbi truomg nudi cay: Lowenstein-Jensen.

Vic xin BCG méu thir va mau chuan.

Truéc khi kiém tra tinh 6n dinh nhiét, vic xin BCG déng
khoé mau thir phai duge 0 & cac nhiét d¢ khac nhau trong
28 ngay nhu dud day:

Dang 1 mg/dng: U 10 & ong & 4 °C trong 28 ngay va 10 0 ong
0 37 °C rong 28 ngay.

Dang 0,5 mg/dng: U 20 éng & 4 °C trong 28 ngdy va 20
éng & 37 °C trong 28 ngay.

Tién hanh

Kiém tra tinh én dinh nhiét cua vic xin BCG bang cich
8ém 45 sbng cia loat vac xin nay sau khiud4°Cva37°C
trong 28 ngay. Quy tnnh dém do song duqc thuc hlcn nhu
& phén Kiém tra dj séng. Tinh ty 1¢ % s6 don vj song BCG
moc & 37 °C so vén ¢ 4 °C, theo cong thirc sau:
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Ty 1¢ % 6n dinh nhigt = < 100 (%)

Trong do:

A lasd DVS/mg vic xin BCG & 37 °C trong 28 ngay;
B lasé DVS/mg vic xin BCG ¢ 4 °C trong 28 ngay.
DVS ld don vi song.

Nhun;D loat viic xin BCG co ty 1¢ % dn dmh nhi¢t khong dat
yéu cau & |¢l|l kiém tra thir nhat phai nhac lai thir nghi¢m
theo yéu ciu nhir sau:

Néu thir n;_.,hlgm ¢ ty 1¢ % on dinh nhiét 1an | khong
dat yéu cau nhu‘n;, thir nghu.m co gia tri, phai nhic lai
thir nghi¢gm vaoi ) Iucm}_., mau va so ong moi truong
Lowenstein-Jensen gip doi 50 VO lan 1.

Néu thir nghiém c6 ty 1¢ % on dinh nhiét lan 1 khéng dat
yéu ciu nhung thir nghiém khong c6 g:a trj th: chi can
nhic lai thir nghlem voi 50 lugng mau va so ong moi
trudmg bang lin 1.

Néu lan thir nghiém nhic lai, ty 1é % n dinh nhiét vin
khong dat thi phai hiy bo loat vic xin BCG do.

Kiém tra ty 1é % on dinh nhiét cua vic xin BCG phai tién
hanh song song vai vic xin BCG méu chuan dé kiém tra
chat lugng moi trudmg dung cho thar nghlem do song. Do
song cla vic xin BCG mau chuan trong mdi thir nghiém
phai 6n dinh va nam trong gidi han gid tri trung binh + 2SD,

Tiéu chm’ffr chdp th ugn
Ty 1€ % s6 don vi séng BCG moc ¢ 37 °C so v&i ¢ 4 °C
phai khong dugc thap hon 20 %.

15.2 XAC PINH PQ CHAN KHONG CUA VAC XIN BCG

Vic xin BCG duge dong khé va han kin trong diéu kién
chan khong (0,001 mmHg) va phai dugce kiém tra do chin
khong bing thiét bi Tesla vacuum.

Kiém tra do chan khong trong cic 6ng vic xin BCG dong
kho khong sém hon 2 thang sau khi han 6ng. Khi kiém tra
chan khéng, duge phép ding nhimg dng viic xin phat ra
anh sang mau tim nhat dén tring xanh va loai bo nhimg
ong vic xin khéng phat ra anh sang hodc phat ra dnh sang
mau do hinh tén lra. Truéce khi phan phat, vic xin phai
duqc kiém tra lai vé do chan khong (do dcm vi san xuat
kiém tra). Néu phat hién thay qua 5 % so ng khong con
chan khong thi 16 véc xin ndy phai luu lai thém | thing
nira, sau d6 kiém tra chin khéng lai. Néu vin c6 hon 1 %
s6 bng khong dat chin khong thi 16 vic xin d6 phai bo di.
Nhimg s6 liéu kiém tra ndy phai ghi vao hd so cua 16 vic xin.

Tidu chudn chip thugn

Loat véc xin BCG dong kho du‘oc COI la dat d6 chan khong
khi c6 khong it hon 95 % tdng s 6ng dat tiéu chuan ve d§
chan khéng.



