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Cach dung: Xem HDSD
Bdo quan: 2-8°C
Khéng lam déng bang
Léc ky trudc khi ding
TCCL: TCCS

1mlx 10 vials

Dosage: Please read the leaflet
Store at: 2-8°C

Do not freeze
Shake well before use

Spec.: Manufacturer
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VACXIN VIEM GAN B TAI TO HOP - Gene-HBvax
Thanh phén mét liéu 1 mi chia:

- Khang nguyén bé mat virit viém gan B tinh khiét . ... ... ... .. ~20 g
- Hydroxyt nhém (tinh theo nhdm) ......................... .. <600 pg
-Thimerosal................oooiiiiiie . <0,012 %(whv)

Nha san xuat va dang ky

CONG TY TNHH MTV VACXIN VA SINH PHAM SO 1

S6 1 Yersin, Ha Noi, Viét Nam

PANTONE 7732 C

PANTONE 2116 C

SPK/Reg. No.:

L6 SX/Lot:
NSX/MFG. Date:
HD/EXP. Date:
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RECOMBINANT HEPATITIS B VACCINE - Gene-HBvax
1ml of dose contains:
- Purified Hepatitis B surface antigen

..................... =20 ug
- Aluminium hydroxide (as Aluminium).................... <600 ug
“TTIONOTOBRY. - +.v0irs soaryiinass sipsisn “6sie 5 HEHHE Batessin sie <0.012 %(w/v)

Manufactured red by
COMPANY FOR VACCINE AND BIOLOGICAL PRODUCTION No. 1

1 Yersin Street, Hanoi, Vietnam
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yaexin viem gan B dugc san xudt bing cach nuoi ca'y 18 bao nm men
duuc d|éu che' béng cong nghé di truyén c6 mang gen ma hoa sinh tdng hop HBsAg, sau
d6 dugc tinh ch& va bt hoat bing ky thuat hoa Iy: siéu ly tim, sic ky cft va xit Iy véi
formaldehyde.

THANH PHAN

1 ml vécxin chia:

- Khang nguyén bé mat virdt viem gan B tinh khigt . . . .............. =20 ug
- Hydroxyt nhém (tinh theonhdém) .. ............. ... .......... < 600 pg

& TINTHRIORAL i e oo v el 5 5155008 ¢ £ oiE e 4 VR % S eron s & B <0,012 % (wh)

0,5 mi véexin chia:

- Khéng nguy&n bé mat virdt viém gan B tinh khigt . . .. .. .. ... ... ... = 10 ug

- Hydroxyt nhém (tinh theonhGém) . .............. ... ... ......

-Thimerosal . . ........ ... <0, 012 % (w/v)

CHIBINH

Tuan thii céc quy dinh hign hanh vé khdm sang loc trong an toan tiém chiing.
Gene-HBvax dugc chi dinh dé gay mién dich chi dong phdng bénh viém gan virit B. Loai
vécxin nay khong phong dugc cac bgnh viém gan do cac tAc nhan khac nhu virit viém
gan A, virit viém gan C hoc cAc vir(t d bigt khac c6 kha nang gdy nhiém t& bao gan.
w Nhdm ngudi khée manh c6 nguy co cao
- Nhén vién y t& (b4c ST, nha sT, phiu thudt vién, y t4, ho Iy...);
- Nhan vién bénh vién thuding xuyén phai tiép xic véi mau;
- Nhan vién phong thi nghiém;
- Gia dinh ¢6 ngudi bj nhiém virGt viem gan B, dc biét 1a céc chdu bé sinh ra tif
nhiing ba me mang HBsAg va HBeAg.
w Nhom bénh nhan
- Bénh nhan thubng xuy&n phai truyén méu hoic c4c san pham clia médu c6 thé da
bj nhi&m virdt viém gan B;
- Bénh nhén suy giam mién dich;
- Bénh nhan phai chay than nhén tao.
w Céc nhém khae
- Nhén vién hanh chinh, bd di, ti nhan;
- Nhitng ngui ddng tinh luyén &i, nghién va tiém chich ma tiy;
- Dén cu va nhiing ngudi di du lich vao nhilng viing 6 ti 18 mic bénh cao nhu Dia
Trung Hai, Trung Au, Nam My, chau Phi va c4c nutc chau A.
CHONG CHi BINH
m Khdng tiém Gene-HBvax cho nhiing ngui qué nhdy cdm v6i bat ci thanh phdn nao
clia vdcxin;
m Méc cc bénh bdm sinh;
m Mét mdi, st cao hogc phan (ing toan than véi bat ky mot bénh nhifm tring dang
tign trién;
= Bénh tim, bénh than hodc bénh gan;
m Bénh tiéu duding;
= Bénh ung thu mau va céc bénh dc tinh ndi chung;

TAC DUNG PHY
Nhiing phan (ing thubing hay gap nhét 1a dau, sung va ban dé tai chd tiém gidng nhu bat
ky loai vdcxin hdp phy nao khac. Nhiing phén (ng nay thubng 12 nhe va s& hét trong
vong 2 ngay sau khi tiém. Nhitng phan (ng toan than it gip nhu s6t, dau ddu, bubn nbn,
chéng mat v mét mdi ciing c6 thé xay ra & mot vai ngudi sau khi tiém, song nguyén
nhan dé n6ila c6 lién quan d&n vacxin hay khang thi vin chua dugc xac dinh.
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU
DUNG THUGC.
TAC DONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC:
Khongco dif liéu nao cho thdy Gene-HBvax cd téc dong I&n kha ning |4i xe hodc van
hanh méy méc.
THAN TRONG, LUU Y
u Théntrong
Ciing nhu d6i v6i t4t cA céc loai sinh phdm, bao gid cling phai cé s&n epinephrine
@8 sii dung trong cac truting hgp han hitu c6 shock phan vé c6 thé xdy ra.

Khi tiém cho nhiing d6i tugng bi suy dinh dung -
w D4i vdi phy nif c6 thai va dang cho con bi

Téc dyng clia khang nguyén nay d6i véi sy phét trién clia thai nhi chua dugc bist,
song n6i chung 12 khuy&n cdo khdng nén tiém cho phy ni ¢ thai. Tuy nhién,
nhiing phy nif ¢6 thai ¢6 nguy cd cao bi nhim virit viém gan B ciing c6 thé tiém
dugc vdcxin ndy. Chua c s6 liéu nghién citu vé viéc tiém vécxin viém gan B cho
phy nii dang cho con bi, nén khdng chi dinh tiém cho ddi tugng nay.

Pantone 7732 U

e
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gan B vao thdi diém tiém ma chua c6 bidu hién 1dm sang. Vicxin khong bio vé
dugc ngudi tiém trong cdc trudng hop nhu vay.
Khdng dugc tiém Gene-HBvax vao ving mdng hodc trong da vi duding tiém nay
khdng cho k&t qua dap ing mién dich t6i wu.
Khong dugc tiém vdcxin nay vao finh mach.
] nhiing b&nh nhén th&m téch mau va d6i tugng c6 h& mién dich khdng c4n bing
thi mot ham lugng khéng thé di dé bao vé co thé khong cd duge sau khi tigm cac
lidu vdcxin co ban nhu binh thuting, vi vdy nhiing b&nh nhan nay c6 thé phai tiém
céc mili bd sung.
LIEU TIEM, BUDNG TIEM
u Dudng tiém:
Khdng dugc tiém dudng finh mach hodc trong da. Gene-HBvax dugc chi dinh tiém
vao bip. O ngudsi 16n thi tiém vicxin vao viing co delta, song & tré so sinh va tré nhd
thi nén tiém vao viing dui ngoai thi t6t hon vi co delta con nhd. Ngoai 1§ c6 thé tiém
vdcxin theo dubing dudi da cho nhiing bénh nhén ua chdy mau.
L4c ky lp vAcxin trudc khi tiém.
w Lidu tiém: Ngudilon: 20 po/lidw1 mi (trén 10 tudi)
Tré em: 10 po/lidw0,5 ml (10 tui trd xubng)
w Ljchtiém: Khoang c4ch gilia c4c mili tiém cach nhau t6i thigu 12 4 tuan
Mt lich tiém co ban gm 3 liéu tiém bdp nhu sau:
(1) Lich tiém 0-1-2 ( thdng)
Mii tiém thi nhdt: Lan dén tiém ddu tién. D6i vdi tré so sinh, ot
nhat 1a tiém trong vong 24 git ddu sau khi sinh.
Mi tiém thit hai: 1 thang sau mii tiém ddu
Mitiém thirba: 2 thdng sau mi tiém ddu
Mi tiém nhéc lai: 1 ndm sau mii tiém ddu

Hodc (2) Lich tiém 0-1-6 (thdng)
Mui tiém thir nhdt: Ldn dén tiém ddu tién. DGi voi tré so sinh, tot
nhat 12 tiém trong vong 24 gi d4u sau khi sinh.
MUi tiém thit hai: 1 thdng sau mii tiém ddu
Mi tiémthiba: 6 thang sau mii tiém ddu
Mi tiém nhéc lai: 5 ndm sau mii tiém ddu
TAC DYNG TUONG TAC V61 CAC VACXIN KHAC

m Gene-HBvax c6 thé tiém ciing véi globulin mi&n dich khdng virit viém gan B nhung
vao nhiing vi tri khac nhau. Globulin mién dich phai tiém cling véi vicxin viém gan
B trong nhiing truding hgp sau:

- Nguy cd bi nhidm mau c6 virit viém gan B (kim tiém, dao, v.v...);
- Nhiing ba me mang HBsAg va HBeAg duong tinh nén tiém cho con (t6t nhét 1a
trong vong 24 gid d4u sau khi sinh).

m Gene-HBvax c6 thé tiém ciing v6i cAc loai vacxin khéc (bach hdu - ho ga - udn vén,
bai ligt, BCG) méa khong lam anh hubng dén dap ing mién dich clia cac loai vdcxin
nay. Song phai sir dung bom kim tiém khéc nhau va tiém vao nhiing vi tri khac nhau.
N&u dang sif dyng bat ky loai thudc khdc, cdn tu van clia btc :1

QUA LIEU VA XU TRi R

m Nghién cifu vé vigc sif dung vdcxin qua liéu 12 khdng kha thi, curm c!
chinh thifc nao tif phia ngudi sif dung v vigc diing qué liéu. Tuy nhlen
cé c4c loai vacxin khac nén trénh diing qué liéu. p

BAO QUAN g
BAo quan va van chuyén & +2°C dén +8°C. Khong lam dong bing. ! ¥
HAN DUNG e
36 thang ké tir ngay san xudt.
TRINH BAY

Hop10lgx 1 mi

Hop 1019 x0,5ml

TIEU CHUAN AP DUNG

Tiéu chuén co sd.

***CHOY: LAGKY LQ VACXIN TRUGC KHI DUNG.
KHONG SU DUNG KHI VACXIN DA B| DONG BANG.
DE XA TAM TAY TRE EM.
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SYV.

*** Moi khigu nai vé vdcxin ndy phdi dugc béo céo tryc ti€p, kém theo céc
thdng tin vé sd loat, han dung va cc béng chiing lién quan (néu c6) d&n nha
san xuét: Cong ty TNHH MTV Vécxin va Sinh phdm S8 1, s6 1 Yersin, Ha Noi,
Viét Nam. Dién thoai: (84-4) 3971 7719 - Fax: (84-4) 3971 7711.

® CONG TY TNHH MTV VACXIN VA SINH PHKM s 1
1 Yersin, Ha N§i, Viét Nam. Tel: (84-4) 39717710
www.vabiotech.com.vn
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