
TetrAct-HIB, tir HDSD ad nghi duyet

~ Thu5c nay chi dung theo don cua bac si

TETRAct-RIB
(Act-RIB - D.T.COQID.T.P)

VAC-XIN B~CH HAv - VON VAN - HO GA HAp PHT) vA HAEMOPHILVS
INFLUENZAE TYP b C<)NG HQP

D9c kY huong d§n sfr dung trlf(YCkhi dung. N~u cAn them thong tin xin hol y ki~n bac si.
Can thong bao cho bac si nhfrng tac dung khong mong mu6n g~p phai khi sfr dung thu6c.

THANHPHA.N
Act-HIB (Bot, trong m6i li~u tiem chung):

Polysaccharide cua Haemophilus influenzae tYP b cong hop voi protein u6n van 10 mcg
Sucrose va trometamol

D.T.COQ/D.T.P (H6n dich tiem, trong m6i li~u tiern chung (0,5 mlj):
Giai d('>ct6 bach hAu tinh ch€ khong it hon 30 LU

... d~ ;.;. ,. ;. khc it h 60Giai 9C to uon van tinh che ong It on LU
Bordetella pertussis khong it hon 4 LU
aluminium hydroxyde, thiomersal va dung dich d~m chira sodium chloride, dihydrate sodium
hydrogen phosphate, potassium dihydrogen phosphate, acetic acid va / hoac sodium
hydroxyde va rnroc pha tiem.

D~G DUQ'C pHAM f//.
Dang don li~u: h6n djch tiem co duoc khi hoan nguyen 19 chira 1 li~u vac-xin Act-HIB dang b('>t
voi m('>tborn tiem hay m('>tam-pun (0,5 ml) chira vac-xin D.T.COQ/D.T.P dang h6n djch. (

Dang da li~u: h6n dich tiem co duoc khi hoan nguyen 19 chira 1° li~u vac-xin Act-HIB dang b('>t
voi 19 chira 10 li~u (m6i li~u 0,5 ml ) vac-xin D.T.COQ/D.T.P dang h6n dich.

• .Jt1!Jfff~'~'CHI DINH .,.p~,:. ~. r:
• 't , • r<,I'._" -..,.

Dircc pham nay la mot vac-xin. ,./' .,·~_~~:Ll~:.~:l·>,
Vac-xin p~6i ~qp nay du?c chi ~!nh d~ phO~g ng~~ k€t h<£pcac ~~n~~nhi€~ ~u,!,~~m"t#n'·:~\q~\.t .
Haemophzlus influenzae typ b (VIem, man~ nao, nhiem khuan huyet, VIem mo t1i94~~-Y}:~1p10q>f,)~
viem nap thanh quan, v.v ... ), bach ?aU, uon van va ho ga. _. \~ \ ~Cfl1.~~·:,~<Vi:};'
TETRAet-HID khong bao v~ co thephong ngira benh nhiem khuan do cac tYP kh~'~;J
Haemophilus influenzae hay phong viem mang nao do cac nguyen nhan khac, It! It '.)~ r
LIEU DUNG
Tiem chung cooban: tre tir 2 thang tuoi, tiern 3 li~u vac-xin (m6i li~u 0,5 ml ), each nhau 1 d€n 2
thang.
Tlem nh~c: M('>tnam sau khi tiem mili thir ba cua dot tiem chung co ban, tiem nhac lai mot miii.

CACHDUNG
Dfng don li~u:
Vac-xin duoc sir dung sau khi hoan nguyen Act-HIB dang bot trong 19 voi h6n dich
D.T.COQIDTP chira trong born tiern hay trong am-pun.
LAc Icy cho d€n khi b('>ttan hoan toan, chu y dS khong tao qua nhieu bot khi litc. Sau khi hoan
nguyen, h6n dich co mau hoi trang due la binh thirong,

D~n~ da li~u " , , " , .
Vi vac-xin D.T.COQIDTP la vac-xin hap phu, nen dieu can thiet dau tien la lac nhe 19 de tranh
tao bot, nhung du dS bao dam vitc-xin duoc pha tron d6ng nhat,
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Dung mot born tiem 10 ml co g~n kim vo khuAn d6 rut vac-xin D. T.COQIDTP dang h6n dich
chira trong 19, hoan nguyen voi vac-xin Act-HIE dang bQt chira trong 1 19 khac, Sau khi hoan
nguyen, h6n dich co mau hoi trang due la binh thirong. Djch pha ch€ nay nrong dirong voi 10
li€u vac-xin.
Viec hoan nguyen va rut mot hay nhieu li€u vac-xin nr mot 19 da li€u thanh cong my thuoc vao
ley nang thao taco Sau khi da sat khuan n~p 19 bang dung dich sat khuan, dung born tiem 1 ml hay
0,5 ml va kim vo tnmg, rut mot lieu (0,5 ml) tir 19 da li€u. M6i khi rut mot li€u moi, lai dung
born tiem va kim vo khuan moi d6 rut 0,5 ml. Giira cac Iftn rut vac-xin, va trong b~t ky tnrong
hQ"Pnao, khong qua 5 phut sau khi rut vac-xin, .19 vac-xin phai diroc giu trong tu lanh d6 bao
quan dung nhiet dQ qui dinh la tir +2°C d€n +8°C (khong bao gio d6 trong ngan dong lanh). T~t
ca cac 19 vac-xin da diroc hoan nguyen phai duoc dung trong ngay.
Nha san xu~t chiu trach nhiern phap ly v€ san pham cho d€n khi no duoc Slr dung.
Ky nang rut tirng 1i€u v~c-xin co th6 anh huong d€n chat hrong cua san pham diroc dong 6ng
dang da lieu. Vi ly do nay, nha san xuat khong chiu trach nhiem v€ san pham khi 19 vac-xin su
dung qua 24 gio k6 ur hie rut lieu dftu tien tnr khi 19 vac-xin diroc bao quan theo dung yeu du
cua nha san xuat 6 +2°C d€n +8°C.
Phai tuan thu khuyen cao cua T6 Chirc Y T€ Th€ Gioi (WHO) trong cac rei li~u cua UNICEF va
PAHQ.

DUONG DUNG
Vi day la vac-xin h~p phu, t6t nhat nen tiern b~p d6 han ch€ cac phan irng tai noi tiem, T6t nhat
la tiem 6 m~t tnroc - ben dui (1/3 gifra),
Khong tiem vao long mach mau.

CHONG cHi DINH
Vac-xin nay KHONG DUQC DUNG trong nhtrng tnrong hop sau:

Benh ly nao ti€n trien co co gi~t hay khong co co gi~t (benh thftn kinh).
Tnroc day tirng b] phan irng manh me trong vong 48 gio sau khi tiem vac-xin: s6t 40°C hay
cao hon, hQi chirng khoc keo dai, co giat co hay khong co kern theo s6t, hQi chtrng giam dap
irng - giam tnrong lire.
Tnroc day tirng bi qua mfrn sau khi tiem vac-xin bach hftu, u6n van va ho ga,

- Bi€t bi di irng voi bM k5: thanh phan nao cua vac-xin. •...=--
N~U co gi ~blla ~o, pb~i boi y ki~n bac sl bay duoc si. 6~~2~~~~..·~·~~,
CANH BAO DAC BIET t / .:~I;:y;.~:,~;,>,
- Khong tiem ·vao lo~g mach mau: phai chac chan r~ng miii kim khong dam v:o 'l9~g~~Jih"~~:\~~

mall. t"!;~t
Nen hoan tiern vac-xin 6 nhirng nguoi dang s6t hay benh dp tinh, d~c biet l~~" '"'' '.$~'
khuan hay dot ti€n tri6n cua benh m~n tinh. r ; ~I.I~~ 'to':' 0
Truong hQ"Pnguoi duoc tiem co tien can sot cao co gi~t ma khong lien quan den ~~
vac-xin tnroc day: dn phai chu y theo doi nhiet dQ trong 48 gio sau tiern vac-xin va dung
thu6c ha nhiet d€u d~n trong 48 gio.
Truong hQ"Pbi phan irng phu n€ chi duoi sau khi tiem vac-xin co thanh phan Haemophilus
influenzae tYP b, thi vac-xin bach hftu -u6n van - ho ga va Act-HIE phai dlIQ'Ctiem 62 vi tri
khac nhau vao 2 ngay khac nhau.
Di€u tri ire ch€ mi~n dich hay bi suy giam mi~n dich co th6 lam giam dap irng mi~n dich cua
vac-xin.

N~u co gi clnra ro, bay boi y ki~n bac si bay duoc si.

TI4N TRQNG KHI SU DlJNG
Phai bao voi bac S1 n€u tnroc day sau khi tiem vac-xin ban hay con ban bi d] irng hay co
phan trng b~t thirong.
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Co nguy co bi chay mau khi tiem bAp neu con ban bi giam ti€u du hay bi r6i loan dong
mau,
Giong nhir khi tiem vac-xin khac, luon luon phai theo doi va phong ngira phan irng co hai,
co s~n adrenalin d€ xu tri phan irng phan v~ tire thi trong tnrong hop s6c phan v~ sau khi
tiern vac-xin,

N~u co gi clnra ro, hay hei y ki~n bac si hay direc si.

LA.IXE vA V~NHANHMA.YMOC
Khong ap dung. Chi su dung (y tre em.

CA.C TA. DUQC CO THE GAY TA.C DVNG KHONG MONG MUON
Thiomersal
Muoi Natri (NaCl, dihydrate sodium hydrogen phosphate)
Mu6i Kali (potassium dihydrogen phosphate)

TUONGTA.CTHuocvAcA.c TUONGTA.C KBA.C
Khong co chong chi dinh khi tiem vac-xin nay cung hie voi cac vac-xin thong thirong khac trong
cung mQt dot tiem ngira, voi di€u kien la phai dung barn kim tiem khac va tiem & cac vi tri khac
nhau.
B€ tranh cac nrong tac co th€ co gifra cac loai thuoc, dn phai bao cao mot each h~ thong cho bac
SI hay duoc SI v€ bftt ky mot di€u tri dang ap dung nao.

CO THAI - DANG CHO CON BU
Khong ap dung. VAc-xin nay khong chi dinh dung & thanh thieu nien va nguoi Ion.

TA.C DVNG KHONG MONG MUON
Cling nhir khi tiem cac vac-xin khac, & mot vai nguoi vac-xin nay co th€ gay nen nhirng tac dung
khong mong muon & mire dQ khac nhau:
Dau, quang do, n6t cirng va phu n€ co th€ xuftt hien trong vong 48 gic tai noi tiem hay t6n tai
trong nhieu ngay. Kern theo nhfrng phan irng nay, co th€ g~p n6t dum da t6n tai trong nhieu tu~n.
Hi~m g~p: ap-xe vo khuan,
S6t tren 38°C, quay khoc bfit thirong trong 24 d~n 48 gio sau khi tiem vac-xin.
Trieu chirng di irng: phat ban, may day va trong tnrong hop ngoai l~, s6c phan v~ ha
Quincke's (n6i may day kern voi sung dQt ngot vung m~t va c6). ~~~) 'y r
Rftt hi~m g~p: Cac can giam dap irng - giam tnrong lire, hQi chirng khoc keo dai ·cO.'~.(~~~-.tY.

khf 'At " /: ,~.'" ).~ ~\"\ong co so . . . i y,';' '-j,.,_ <t.," < ~

Ngo<;\il~: benh Iy nao cAp (benh th~n kinh)., \i (S~~j,~~~~~~n
R6i loan th~n kinh sau khi tiem vac-xin thirong do thanh phan ho ga. \~.,\:~~ .•~?
Phan irng phu n€ chi dum, doi khi kern theo s6t, dau va khoc, ,\, c~~...,

" , "'~J ~'tVac-xin nay co chat bao quan la thiomersal, do do co the gay nen cac phan irng d] lri'tg .~.
6 nhirng he sinh qua non thang (tu6i thai 28 tu~n hay tnroc 28 tuan), trong 2-3 ngay sau khi
chung ngira thi he co th€ bi can ngirng tho tarn thoi.
Hay bao voi bac SI hay duoc SI v€ bftt ky tac dung khong mong muon chira duoc d€ C?p d~n
trong to' huang d~n nay.

QUA-LIEU
Khong co tai lieu.

BA.OQUA.N
D~ xa tAm tay ciia tre em.

Bao quan trong tu lanh (+2°C d~n+8°C).
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Khong d~ dong bang.

QUI eACH DONG GOI
Hop mot 19 1 1i~u vac-xin Act-HIB (dang bot) + mot born tiem nap sAn 1 lieu (0,5) m1 v&c-
xin D.T.COQ (dang h6n dich).
Hop m<)t 19 10 1i~u vac-xin Act-HIB (dang bot) + m<)t 19 10 1i~u (5 ml) vac-xin D.T.COQ
(dang h6n dich).

NHA SAN XUAT / DON VJ DANG KY LUlJ HANH
SANOFI PASTEUR SA, 2, avenue Pont Pasteur, 69007 Lyon - Phap

H~N DUNG: 36 thang. Xem ngay h€t han dung "EXP" tren bao bi.
Kh6ng Slr dung sau han dung duoc ghi tren bao bl

TIEU CHUAN sAN XUAT: Tieu chuan C(J sa

Phi en ban: 04/2011

~nOFi paste~

4/4


