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Cdm quan
Khéng co vit thé la trong vic xin, lo vic xin duge dong
nit kin. Sau khi hodn nguyén vic xin  dong kho véi nuée
hoi chinh s& duge dung djch trong sudt voi mau theo tiéu
chudn ding ky ciia nha sén xuét.

Mycoplasma

Khéng cé Mvcoplasma moc trén mai trudmg thich hop sau
thoi glan nudi cay (Phy luc 15.36).

C6 thé sir dung phuong phap PCR.

Ovalbumfn

Thanh phan quai bj (dugc san xudt tir trimg) trong véc xin
dugc san xuat tir phoi ga yéu cau:

Ham lugng ovalbumin nho hon I pg/lidu (0,5 ml). X4c
dinh bang phuong phap héa mién dich.

Ham lirgng BSA

Ham Iuo*ng BSA nho hon 50 ng/lleu don dung cho nguoi.
Xac dinh bé’mg phuong phip héa mién dich.

Bido quin

Vic xin MMR duoc bao quan & nhiét do 2 °C dén 8 °C,
tranh anh sang.

Han ding

Pugc chap thuan theo phé duyét ciia co quan kiém dinh
quéc gia.

Nhin

Thong tin ghi trén nhan, hop phai theo quy dinh hién hanh.
Thuong bao gdm cac thong tin nhu sau:

Tén chung virus duge sir dung san xuét.

Loai té bao sir dung san xuét chiing virus.

Cang hiéu thip nhét cia virus/liéu.

Lwong khang sinh con ton du trong véc xin, cac chét bao
quan va liéu luong cia chiing (néu c6).

Lugng nude hdi chinh khi cho vao hoan nguyén vic xin
theo khuyén céo ciia nha san xut.

Bao quan vic xin va hoan nguyén viic xin trong diéu kién
tranh 4nh sang.

Nén tiém vic xin trudc khi dy dinh c6 thai it nhat hai
thang. Khong nén tiém vic xin dbi véi phy nit mang thai.

Nha san xudt nén dang ky rd thong tin thoi gian dé véc xin
dong kho tan hoan toan trong dung dich pha tiém va thoi
gian sir dung véc xin con du hiéu lyc sau khi hoan nguyén.
Ping ky rd tiéu chudn cam quan cta vic xin tir lie vic xin
hoa tan hoan toan dén thoi gian dai nht ma vic xin sir
dung van con hiéu lyc.

Liéu tiém, dwdng tiém
Tiém dudi da, liéu 0,5 ml hoic 0,7 ml.

Tiéu chuén nwéc hdi chinh

Nuéc hédi chinh phai dam bao 1én hon lidu tiém (0,5 ml
hodc 0,7 ml), trong, khong co vit thé la. C6 hd so kém theo
dugc co quan kiém dinh qudc gia phé duyét.

VAC XIN TA UONG BAT HOAT

VAC XIN TA UONG BAT HOAT
Vaccinum cholerae perorale inactivatum

Vic xin ta uong bat hoat (mORCVAX) la ché phﬁm sinh
hoc dugc diéu ché tir vi khuan ta toan té bao da bét hoat
béng formaldehyd hodic nhiét do.
MBai lidu 1,5 ml véc xin ta ung gom:
Vibrio cholerae O1, El Tor, Phil. 6973 (bt hoat bing
formaldehyd): 600 E.U. LPS.

Vibrio cholerae 0139, 4260B (bt hoat bing formaldehyd):
600 E.U. LPS.

Vibrio cholerae O1, Cairo 50 (bt hoat bang nhiét d§): 300
E.U. LPS.

Vibrio cholerae O1, Cairo 50 (bit hoat bang formaldehyd):
300 E.U. LPS.

Vibrio cholerae O1, Cairo 48 (bit hoat bing nhiét d§): 300
E.U. LPS.
Chét bao quan: Thimerosal.
San xuit
Chiing san xudt
Céc chung san xudt ¥ cholerae typ sinh hoc El Tor, typ
huyét thanh Inaba (chung Phil. 6973), V. cholerae, 0139
typ smh hoc mai (chung 4260B), V. cholerae typ sinh
hoc cé dién, typ huyét lhanh Ogawa (chung Cairo 50),
V. cholerae typ sinh hoc ¢b dién, typ huyét thanh Inaba
(chiing Cairo 48) dung dé san xudt vic xin ta udng phai
duge co quan kiém dinh quéc gia chip nhan.
Nhén dang va tinh thuan khiét ciia ching san xudt: Xéac
dinh chi c6 vi khuan V. cholerae (v6i cac typ sinh hoc
trén), la truc khuin Gram Am, ménh, hoi cong. Khuén lac
trén mai truomg thach mau cé dang tron, bong, hoi 16i.
C6 khuién lac dién hinh trén méi truong thach TCBS. Lén
men dudng saccharose va mannose, khong 1én men duong
arabinose,
Kién’z tra ching san xudt bang phdn ung ngung két
huyét thanh:
Danh dau cac vi tri trén lam kinh. Nho 20 ul khang huyet
thanh (polyvalent, Inaba, Ogawa, O139) va nudc muodi
sinh Iy (K) vao céc vi tri da duge danh diu trén lam kinh.
Nh6 20 pl canh khuan ta vao moi loai khang huyét thanh
trén. Tron déu va doc ket qua.
Tiéu chuén:

Chiing
V cholerae O, El
Tor, Phil. 6973 + + = = <

V eholerae 0139,
| 4260B , . . P
| ¥ cholerae O1,
| Cairo 48 + F - - .

K cholerae O1,
Cairo 50 + E | - .

Polyvalent Inaba Ogawa 0139 K
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Kiém tra chung san xuat véc xin ta trén thach TCBS:Lic
déu tuyp chira canh khuan ta, nhé 0,1 ml canh khuin vao
dia thach TCBS, ding que cdy cdy ria trén dia thach. U cic
dia lhach o nhiét dq") 35+ 1,0)°C trong 48 h. Theo doi syr
phat rrlen ctia khudn lac va sy chuyén mau cia méi trudng
nudi cay tai thoi diém 24 h va 48 h. Poc két qua sau 48 h.
Tiéu chuin chap thuan: Khuén lac trong, moi trrong TCBS
tir mau xanh 14 cdy chuyén mau vang.

Kiém tra tinh chat sinh vét héa hpc cuia chung san xuat:
Lic déu tuyp (ong) chtra canh khuén ta, cdy 0,1 ml canh
khuan vao nrng ong moéi truong (arabinose, mannose,
saccharose). U cac 6ng moi truong o nhigtdo (35 +1,0) °C
trong 48 h, theo doi sy chuyén mau cia mdi truong. Doc
két qua sau 48 h.

Duong tinh (+): Méi truong chuyén sang mau vang.

Am tinh (-): Mdi trudng giir nguyén mau ban dau.

Tiéu chuéan chip thuan: Tinh chét sinh vat hoa hoc cua tat
ca cac ching san xuat vic xin ta: arabinose (-), mannose
(+), saccharose (+).

Sadn xudt

Vi khuén ta duge nudi cdy trén méi truomg thich hop. Két
thiic nuéi cdy, canh khudn duge kiém tra dam d6 vi khuén.
Vi khuén ta duoc bat hoat bfmg formaldehyd hodc nhiét do
tiy timg chung. Sau bat hoat, vi khuén ta duoc thu bing
phuong phép ly tdm hoac loc tiép tuyén (TFF).

Kiém dinh vic xin ban thanh phim

Vo tring

Pat yéu cau Ve v triung (Phu lucl5.7).

Kiém tra sau bit hoat

Phuong phap tién hanh: Lic déu tuyp chira canh khuén
@ sau bt hoat, cdy 0,5 ml canh khuén ta vao dia thach
mau ngua 15 %, lang nhe, déu. M&i mau thir cy trén 02
dia thach méu. U cac dia thach mau trén vao ti am (35 +
1,0) °C trong 48 h. Theo ddi sy phat trién ctia vi khuén ta
tai thoi diém 24 h va 48 h.

Tiéu chudn: Khong thiy su phét trién clia vi khuan ta trén
dia thach mau ngua.

Do dim dj vi khuin bing bé so dj duc chuin

Phuong phép tién hanh: Tién hanh theo huéng dan ctia nha
san xudt bo so do duc.

Vi du: Tron k§ miu nude ot ta trén may tron. Ding
pipetman hat 100 pl miu thir cho vao dng thir cia b soi
d0 duc, cho dan dan xml dung dich pha lodng (PBS 0,01 M
c6 pH 7.2 hodc nude mudi sinh 1y) vao cho dén khi d6 duc
ctia dng thir bing véi dd duc cia dng chudn s6 10. Pam do
vi khuan ta duoc tinh nhu sau:

Quy d6i thanh 1 ml ta cé: (0,1 ml nudce cbt + x ml dung
dich pha loang) x 10 = X ml

Dam d cua mau can do = X ml x (a x 10 vi khuan/ml)
(trong d6 a x 10° 1a chi s6 dugc cung cap boi hang ciia ong
s0 10 trong b so dd dyc chuin twong dwong).
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Dinh lugng LPS
Sir dung phuong phap ELISA dé dinh luong ham lugng
ctia tirng LPS c¢6 trong ban thanh pham.

Kiém dinh vic xin b4n thanh phim cudi cling

Vé triung

Pat yéu cau vé vo tring (Phu luc 15.7).

Kiém djnh vic xin thanh phim

Cim quan

Miu kiém dinh cta m01 loat vic xin thanh pham s€ phai
duge kiém tra bing mit thudng. Sau khi lic déu, vic xin
tao thanh huyén dich déng nhat, mau nau nhat.

Vo tring )

Phai dat yéu cau vé vo tring (Phy luc 15.7).

pH

Nam trong khoang tir 6,8 - 7,4 (Phu luc 15.33).

Protein toan phin

Khéng dugc qua 5 % (Phu luc 15.32).

Formaldehyd

Khéng dugc qué 0,02 % (Phu luc 15.25).

Thimerosal

Khong duoc qua 0,02 % (Phu luc 15.29).

Thir nghiém cong hiéu

Nong do cua timg khang nguyén dugc xac dinh boi mét
xét nghiém mién dich, phu hop véi nong dd cua cac khéng
nguyén da dugce co quan quan ly phé duyét

Dong goi, bio quin

Dong trong lo thuy tinh trung tinh va bao quan & nhiét do
tir 2 °C dén 8 °C, khéng duoc dé dong bang,

Han diing

Han dimg cta véc xin dugc nghién ctru dya trén tinh én
dinh cta cong hiéu trén it nhit 3 loat lién tiép (duoc san
xuét tir 3 loat ban thanh phdm riéng biét).

Viic xin ta udng bét hoat c6 han ding khéng qua 2 nim ké
tlr sau ngay san xut.

Nhin

Ghi 1 nhimg théng tin can c6 dbi v&i nhan theo quy dinh
hién hanh.

Chi dinh, lidu diing

Vic xin ta udng bat hoat chi ding dudng uéng.

Liéu ding: 1,5 ml/ngudi.

Lich dung: 2 lidu, mdi liéu cach nhau 14 ngay.

VAC XIN THUONG HAN UONG
Vaccinum febris typhoidi perorale vivum

Vic xin thuong han udng, song, giam déc luc [a mét ché
pham dong khé duge chira trong vién boc gelatin; dleu
ché tir chung Salmonella typhi Ty 213 da dugc nudi cay
trén moi trudng thich hgp. Trong méi vién chira 1.10° dén
5.10° don vi séng S.typhi Ty 2la.



