Rx Thudc bén theo dan

Gene-HBvax
VACXIN VIEM GAN B TAI TG HOP
RECOMBINANT HEPATITIS B VACGINE

MO TA
Vdcexin viem gan B téi t6 hop, Gene-HBvax Ia mot vécxin virit ti€u don v téi t6 hop bat
hoat khong gay nhigm, HBsAg tinh khit tif t& bao ndm men da dugc ma héa bang cong
nghd tai to hgp ADN. Day 1a mot san phdm dang hdn dich. Sau khi Idc, vécxin c6 mau
trang hoi dyc. Vdcxin viém gan B dugc sin xudt biing cach nudi cdy té bao nam men
dugc didu ché bing cang nghé di truyén cé mang gen ma hoa sinh téng hgp HBsAg, sau
dé dugc tinh ch& va bat hoat bing ki thudt hoa Iy: siu ly tam, sdc ky cbt va xir ly véi

formaldehyde.

THANH PHAN

1 ml vdcxin chifa:

- Khdng nguyén b& mat virdt viém gan B tinh khiét . .. .. ............ = 20 yg
- Hydroxyt nhém (tinh thee nhdm) . ...........cccoviviioaion e < 600 pg
S TITTITETORE] oo T A <0,012% (w/v)
0,5 ml vdexin chifa:

- Khang nguyén b& mat virdt viém gan B tinh khiét . . ... ............ =10 g
- Hydroxyt nhém (tinh theo nhdm) . ........... oo < 300 Hg
SDIerOSalme s bar s oo € 8 aytti® 8 8630 5 4§ § Do & 2T Gromm <0,012% (w/v)
CHI BINH

Tuan thii cdc quy dinh hién hanh vé khdm sdng loc trong an todn tiém ching.
Gene-HBvax dugc chi dinh dé gay mién djch chdl ddng phong bénh viém gan virdt B. Loai
vdexin nay khdng phong dugc cac bénh viém gan do céc tac nhan khac nhu virit viem
gan A, viriit viem gan C ho3c cc vir(t da bigt khac c6 kha ning gdy nhiém t& bao gan.
= Nhdm ngudi khde manh ¢ nguy ¢o cao
- Nhan vién y t& (b4c s, nha s7, phiu thuat vién, y t4, hg ly...);
- Nhan vién bénh vién thudng xuy&n phai tiép xic véi méu;
- Nhan vién phong thi nghiém;
- Gia dinh c6 ngudi bj nhidm virit viem gan B, dic bigt 1a c4c chéu bé sinh ra W
nhiing ba me mang HBsAg va HBeAg.
B Nhdm bénh nhan
- Bénh nhan thuting xuyén phéi truyén méau hogc c4c san phdm clia mu co thé da
bj nhiém virat viém gan B;
- Bénh nhan suy gidm mién dich;
- B&nh nhan phai chay than nhan tao.
8 C4c nhdm khdc
- Nhan vién hanh chinh, b doi, ti nhén;
- Nhiing ngudi d6ng tinh luy&n &i, nghién va tiem chich ma tdy;
- Dan cu va nhing ngudi di du lich vao nhilng viing c6 ti 1§ mAc bénh cao nhu Dja
Trung Hai, Trung Au, Nam M¥, chau Phi va c4c nutic chau A.

CHONG CHIBINH
® Khong tiém Gene-HBvax cho nhing ngudi qué nhdy cam vai bat ¢l thanh phdn nao
clia vacxin;
m Mic c4c bénh bim sinh;
m Mat mdi, sot cao hoc phan ing ton than vdi bat ky mft bénh nhiém tring dang
tign trién;
® Bénh tim, bénh than hodc bénh gan;
m Bgnh tiéu duding;
m Bénh ung thu mau va cdc bénh ac tinh néi chung;
TAC DUNG PHU .
Nhitng phan iing thubing hay gap nhat 12 dau, sung va ban do tai chd tiém gidng nhu bat
ky loai vicxin hap phu nao khac. Nhing phan (ng nay thudng 1a nhe va s& hét trong
vong 2 ngay sau khi tiém. Nhiing phan (ing toan than it g@p nhu sdt, dau ddu, budn ndn,
chéng mat va mét moi ciing c6 thé xay ra & mdt vai ngudi sau khi tiém, song nguyén
nhan dé noi 12 ¢6 lidn quan dén vacxin hay khong thi van chua dugc xdc dinh.
THONG BAQ CHO BAC SY NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU
DUNG THUOC.
TAC DONG CUA THUDC KHI LAI XE VA VAN HANH MAY MOC:
Khong ¢ dif liéu nao cho thdy Gene-HBvax cd tac dong Ién khd nang I4i xe hodc van
hanh may méc.
THAN TRONG, LUU Y
B Than trgng y
Cling nhu d6i vdi tat ca cac loai sinh phdm, bao gid cling phai cé sdn epinephrine
dé sif dung trong céc truong hgp han hilu c6 shock phan v co the xay ra.
Khi tiém cho nhifng doi tugng bj suy dinh duBng.
B Pdj vdi phu nif cd thai va dang cho con bi
Téc dung clia khang nguy&n nay ddi véi sy phat trién cia thai nhi chua duge biét,
song noi chung |a khuy&n cdo khdng nén tiém cho phy nl c6 thai. Tuy ghién,
nhing phu nil c6 thai cé nguy cd cao bj nhiém virat viem gan B cing cd thé tiém
dugc vacxin nay. Chua co sb ligu nghién citu vé vigc tiém vdcxin viem gan B cho
phu ni dang cho con b, nén khong chi dinh tiém cho dai tudng nay.
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LINT(18%

Vi thi ky U bénh clia viem gan B 1a dai, vi vay ¢ thé da co céc nhidm triing viém
gan B vao thdi diém tiém ma chua cé biéu hign 1dm sang. VAcxin khong bao vé
dugc ngudi tiém trong céc truang hgp nhu vay.

Khong dugc tiém Gene-HBvax vao ving mdng hodc trong da vi duding tiém nay
khdng cho ket qua dap (ng mién dich t6i wu.

Khdng dugc tiém vacxin nay vao tinh mach.

0 nhizng bgnh nhan tham tach mau va dgi tugng ¢6 hé mién dich khong can bng
thi mgt ham |ugng khang thé dli dé bdo vé ca thé khang cd dugc sau khi tiém céc

li8u vdcxin cd bAn nhu binh thuting, vi vy nhirng b&nh nhan nay c6 thé phai tiém
céc mi bd sung.

LIEU TIEM, BUONG TIEM
5 Dugng tiém:
Khéng dugc tiém duing tinh mach hodc trong da. Gene-HBvax dugc chi dinh tiém
vao bap. O ngudi I6n thi tiem vécxin vao viing cd delta, song @ tré sd sinh va tré nhd
thl nén tiém vao viing dui ngoai thi t6t hon vi cd delta cdn nhd. Ngoai I8 ¢6 thé tiem
vdcxin theo duding dudi da cho nhiing bénh nhan ua chdy mau.
L4c k¥ lp vdcxin trute khi tigm.
m Ligu tiém: Ngudilon: 20 pg/lidw1 ml (trén 10 tudi)
Tré em: 10 pg/iéw0,5 ml (10 tudi trd xuing)
B Ljchtiém: Khodng céch giTa cac mii tiém cAch nhau t6i thidu 13 4 tudn.
M0t lich tiém co ban gm 3 liéu tieém bip nhu sau:
(1) Ljch tiém 0-1-2 (théng)
Mi tiém thit nhdt:  L4n dén tiém d4u tién. BGi vai tré sa sinh, tot
nhat I3 tiém trong vong 24 gity d4u sau khi sinh.
Mi tiém thd hai: 1 thang sau mai tiém d4u
MU tiém thi ba: 2 théng sau mui tiém ddu
Mi tigm nhdc lai: 1 nim sau mi tiém ddu

Hodc (2) Lich tiem 0-1-6 (thadng)
Mi tiém th nhat:  L4n dén tiém ddu tién. D6i vai tré sd sinh, tot
nhat 1a tiém trong vong 24 git ddu sau khi sinh.
MGi tiém th( hai: 1 thang sau mi tiem ddu
MUitiémthdba: 6 thang sau mii tidm d4u
MUi tiém nhic lai: 5 ndm sau mi tiém d4u
TAC DYNG TUONG TAC V61 CAC VACXIN KHAC

u Gene-HBvax cd thé tiém cling véi globulin midn dich khang viriit viem gan B nhung
vao nhiing vj tri khac nhau. Globulin mi&n djch phai tiém cling véi vdcxin viem gan
B trong nhiing trugng hgp sau:

- Nguy cd bj nhiém méu c6 virat viém gan B (kim tiém, dao, v.v..);
- Nhiing ba me mang HBsAg va HBeAg duang tinh nén tiém cho con (t6t nhat 1a
trong vong 24 gid d4u sau khi sinh).

B Gene-HBvax c6 the tiém ciing véi cc loai vdcxin khac (bach hdu - ho ga - ubn vén,
bai liét, BCG) ma khdng lam &nh huting dén dép tng miln dich cla céc loai vcxin
nay. Song phai sU dyng bom kim tiém khac nhau va tiém vao nhiing vi trl khéc nhau.
N&u dang sir dung bat ky loai thudc khac, cdn tw van clia bac sT.

QUA LIEU VA XU TRI

= Nghién cifu vé vigc sif dung vicxin qué ligu 1 khdng kha thi, cling chua ¢6 bio céo
chinh thifc nao tir phia ngudi st dung vé viéc dung qué liéu. Tuy nhién, cling nhu t4t
¢4 c4c loai vacxin khdc nén tranh ding qué liéu.

BAD QUAN

Bao qudn va van chuyén & +2°C dén +8°C. Khdng am déng bang.
HAN DUNG

36 thang ke tir ngdy sin xuat.

TRINH BAY

Hop 101p x 1 ml

Hop 1019 x 0,5 ml

TIEU CHUAN AP DUNG

Tiéu chudn cd s8.

***CHOY: LACKY LQ VACXIN TRUC KHI DUNG.
KHONG SU DUNG KHI VACXIN DA B| DONG BANG.
DE XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEUCAN THEM THONG TIN XIN HOI Y KIEN BAC SY.

*** Moi khigu nai vé vdcxin ndy phdi dugc bao cdo tryc tiép, kem theo céc
thang tin vé s loat, han dung va céc bing ching lign quan (néu c6) dén nha
san xuit: Céng ty TNHH MTV Vécxin va Sinh phdm S& 1, s6 1 Yersin, Ha Noi,
Vigt Nam. Di€n thoai: (84-24) 39717719 - Fax: (84-24) 3971 7711.

® CONG TY TNHH MTV VACXIN VA SINH PHAM S0 1
VAGICMIEes]  q versin, Ha Noi, Viet Nam. Tel: (84-24) 39717710
www.vabiotech.com.vn
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