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~Boxof 1 vial 1.0 mi

- Indications, dosage and method
of administration, contraindications,
other information: please refer to
enclosed package insert

+ Store at 2-8°C in tight container.

- Waming : Do not freeze.

- % out of reach of dhildren.
Read enclosed package insert
beforeuse. -

Manufactured by

Berna Blotech Korea Corp,

(Songdo-dong) 23, Harmony-ro,

303beorn-gil, Yeonsu-gu, Incheen,
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Rx Presaiption Medidne Rx Thudc.bdn theo ddn
Hepavax-Gene® TFinj. | Hepavax-Gene®TFinj. | Hepavax-Gene®TFinj. | Hepavax-Gene® TF in].
_ - 1 vial contains - - M8ilpchua
Hepaits B Vaccine (ONA) Hepatitis B surface antigen, Vilc-xin viem gan B 14i 6 hp Khéng nouy&n bé m3t virus viem
Thimerosal-Free purified 20 pg Khéng thimerosal | gan B tinh khiét: 20 mog
1mL (20 ug - 1adult dose) Aluminium hydroxide gel 1 mi. (20 meg-11idu cho ngudi 16n) | - hdp phy véi gel nhom hydraxit
05mgasAl ) 0,5mg {dang Al)
« Inject intramuscularly, - Dung dich tiém bip

~Hép 11p 1ml,
. Chfdinh, péch diing, chng oh!
dinh vé ¢4 thdng tin khac: xin doc
trong 6 hitdngd&n st dyng kém theo,
-Bloquannhiét 43 2-8°C,trong
bao bikln.
-Luu §: Khdng dé dong lanh,
D4 xa tAm tay trd em. Boc kf
hudng dan sit dyng trude khi
diing.
SXtai: Berna Biotech Korea Corp.
{Songdo-dong} 23, Harmony-ro,
303beon-gfl, Yeonsu-gu, Incheon,

406-840 Korea / 406-840 Han Quéc
Berna 3B~ Berna 3B~
1434-200-56-

DNNK:

SBK:

868 16 SX/LOT:
NSX/Mfg. Date:
HD/Exp: Date:




Artwork of primary packaging

Hepavax-Gene® TFinj.  Storeat28'C Dorotfecze.  |.M

Hepatitis 8 Vaccine ({DNA), Thimerosal-free Lot No.
1 mL (0pg - 1 aduit dose) »

Purified Hepatitis B surface antigen 20 g
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DAY ene TF inj. 1a véc xin viém gan B tai td hop khéng géy nhigm do cong ty
Berna Biotech Korea nghién clru va san xuét. San pham c6 chita khang nguyén bé
mat viém gan B tinh khiét, duge san xuét tir dang bién d01 cla virus virus Hansenula
polymorpha bing k¥ thuét tai t6 hop DNA phat trién bdi cong ty Berna Biotech
Korea. HBsAg dugc tinh khiét qua c4c buéc sinh héa nhu: siéu li tim, sic ky cot .
rdi hip phu trén gel nhém hydromt trong didu kién smh ly, sau d6 duogc pha ché vo
tring. Pic biét Hepavax-Gene® TF inj. thudng chi c6 nong d6 protein nm men dudi
5%.

THANH PHAN

M?3i lidu 1,0ml chira 20 pg HBsAg hdp phu v6i khoéng 0,5 mg nhom hydroxit.

Ché phim dwoc xir Iy bang formaldehyde trrée khi hép phu véi nhém hydroxit va
khong c6 chat bao quén.

T4 duge: Aluminium hydroxide gel; Potassium "‘phosphate, monobasic; Sodium
phosphate, dibasic; Sodium chloride; Hydrocloride acide; Nuéc pha tiém.

DANG BAO CHE: Dung dich tiém bip

CHi PINH

Hepavax-Gene® TF inj. dugc chi dinh dé tao mién dich chii dong phong chéng nhiém
trung géy ra bdi virus viém gan B. Do viém gan D (géy ra do virus delta) khong

x4y ra néu khoéng bi viém gan B nén co the cho ring tiém Hepavax- Gene TF inj.
ciing ¢6 thé phong duoe viém gan D. Loai véc xin nay khéng phong chong dugce cac
nhiém tring do céc tdc nhén khéc gly ra nhu virus viém gan A, C hodc céc virus
khic da biét c6 kha ning gy nhiém trén gan.

Hepavax-Gene TF inj. ding dugc cho bét ky ltra tubi nao, tir lac méi sinh cho dén
khi truong thanh. Tiém phong vic xin dugc khuyen c40 cho tht ca cac dbi tugng
dang hodc cd nguy co nhiém virus viém gan B, bao gom:

Nhin vién y té:

Béc sT phau thust vung miéng, nha 31 béc s7 va phiu thuit vién, y t4, nha td, nhin
vién chidm séc ring m1eng, trg y tiép xuc thudng xuyén v6i bénh nhan, nhan vién
thim phan mau, nhin vién huyét hoc va ung buéu, nhin vién phong xét nghiém
huyet hoc va céc xét nghiém 14m sang khdc, nhén vién nha xdc, nhan vién ngan hang
mau va nhédn vién phan doan huyét tuong; ngudi chuyén chita bénh chén, nhan vién
vé sinh trong bénh vién, nhén vién cip ciru va so ciu, d6i ciru thuong.

Bénh nhan
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Bénh nhén thudng xuyén phéi truyén méu ho#ic cdc sén phém tir mau nhu bénh nhan
dang chay thén nhan tao va bénh nhén khoa ung thu, bénh nhan thiéu mau , thiéu
méu hdng ciu lidm, bénh xo gan va bénh nhin mic chung mau khong dong ...

Nhan vién va cw din cia cdic to chirc:

Ngudi thudng xuyén. tiép xtc gan v6i nhitng nhém ngudi c6 nguy co lay nhiém cao,
th nhan va nhén vién géc tl, cur dan va nhén vién 1am viéc trong cic vién tAm thén.
Nhirng ngudi ¢6 nguy co' mic bénh cao do quan hé tinh duc

Nhiing ngudi quan hé tinh duc bira bii, ngudi dong tinh luyén 4i (nam), gai mai dim.
Ngudi sir dung bat hop phap cac thubc giy nghién dang chich.

Khich du lich @én cac cl‘mg Iwu hanh bénh cao va tiép xic gfin giii cida ho

Cic thanh vién gia dinh tlep xic véi nhém trén va cé tiép xdic v6i bénh nhin
mic bénh viém gan siéu vi B cAp va min tinh.

Tré so sinh ¢6 me mang mam bénh.

Cac nhom khic:

Cénh sat, nhan vién ciru héa, lyc lugng v trang va bét cir ngudi ndo ma cbng viée
ctia ho va 16i séng c4 nhan ¢6 phoi nhifm véi virus V]em gan B.

Nhiing vimng c6 ti 16 méc bénh cao nén tiém phong vic xin cho tré em va tré so sinh
ciing nhu ngudi 16n ¢6 nguy co 1y nhidm cao boi vi hiu hét dan sé du c6 nguy co
nhiém viém gan siéu viB.

Viéc tiém phong vac xin viém gan siéu vi B cin duge thue hién trong thoi gian dai
khong chi dé giam tAn sudt chung clia viém gan siéu vi B ma con céc bién chirng man
tinh nhir viém gan man tinh hoat d6ng va xo gan. Viée ndy ciing lam giam ty 1& ung
thu t€ bao gan nguyén phét.

CACH DUNG & LIEU DUNG

Cdch dang

Hepavax-Gene® TF inj. phai dugc tiém bip. Khong tiém tinh mach, tiém trong da.
Ngudi lon: tiém vao co delta.

O tré so sinh va tré nhé: tiém vao bép dui ngoai thi tdt hon vi co delta ¢6 kich thuée
nhd.

Trudong hop ngoai 1€ véc xin ¢6 thé tiém dudi da & nhitng bénh nhin c¢6 khuynh
hudng chay méu (nhu bénh va chdy mau).

Nén lic k§ vic xin trude khi dung.

Liéu dimng

-Mbt lich tiém co ban gbm 3 1idu tiém bip nhw sau:

L‘iéu khéi dau : vao luc lua chon.

Liéu thir hai : 1 théng sau khi tiém lidu thir nhét.
Lidu tht ba : 6 thang sau khi tiém lidu thir nhét.

Lidu lugng tiy thude vao ting trudng hop, cu thé:
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Nhém Cong thirc Liéukhoiddu  1théang 6 théng

Ngudilon, tré 20 ug/1,0 ml 1,0 ml (20 pg) 1,0 ml (20 pg) 1,0 ml (20 pg)
em trén 10 tuoi

Dot chiing nglra so khéi s& tao dwoc mién dich trong khodng vai nim.

Bm véi tré so sinh c¢b me nhlem HBV hodc di ¢6 hodc c6 thé ¢6 phoi. nhiém virus
gin dAy thi lich tiém khuyén cdo1a 0,1 va2 théng. V&i lich tiém thay thé nay thi liéu
tiém tang cuong dugce khuyen c4o ltc 12 thang dé tao mién dich l4u daj.

Vé6i nhitng bénh nhan cin thdm tach médu khi tic dung bao vé& clia vic xin khong
duge diy du, lidu ting cudng nén duwoc dua ra khi mirc d6 khang thé thép hon 10
miU/mL bang xét nghiém khang thé hang nam.

- Tiém nhéc lai

Lidu ting cudng s& dirge yéu cin mdi vai nim khi mire d6 khang thé giam dudi
10mIU/mL.

C6 thé dung Hepavax-Gene® TF inj. ddng thdi véi Globulin mién dich viém gan B,
nhung phai tiém & hai noi khac nhau.

CHONG CHI PINH

Bénh nhan man cadm véi ndm men hoic bit ¢ thanh phén ndo cia vic xin.

Cling nhu tAt c4 c4c vac xin khéc, Hepavax—Gene TF inj. khong dugce tiém cho cac
dbi trong nhidm khuén ning c6 s6t. Tuy nhién, khong chéng chi dinh tiém phong
trong nhitng trudng hgp nhiém tring théng thuwdng.

THAN TRONG

Trude kh1 tiém phong, nhan vién y t& nén kiém tra tién sit tiém phong cia bénh nhén
vé sy mén cam voi véc xin va cc phan ing ngoai y ¢6 lién quan dén Vac xin trude
day. Nhur tit ca cdc ché phdm sinh hoc, epinephrine nén luén ludn c6 sin dé str dung
ngay 14p tirc trong trudng hop ¢d phan ung phén vé hiém.

CANH BAO

Viém gan siéu vi B ¢6 thoi gian 0 bénh kéo dai. Tiém ching c6 thé khéng ngan ngira
nhiém viém gan B & nhiing ngudi d4 bi viém gan B chua 6 bidu hién lam sang tai
thai didm vac xin.

Khéng nén tiém Hepavax—Gene TF inj. & ving mong hay duéi da vi céc dudng ti€m
nay cé thé khong dua dén mot dép tmg mién dich 81 wu. Khéng tiém véc xin vao
tinh mach. Cén dic biét leu ¥ khong tiém vao mach miu.
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0 nhimg bénh nhén loc mau va ddi twong suy giam hé théng mi&n dich, ndng o
khéng thé ddy du co the khong dat dwoc sau qué trinh tiém ching thong thudmg va
nhimg bénh nhan nay cn phai tiém ching lip lai.

TUONG TAC THUOC
Dung chung Hepavax—Gene® TF inj. voi cac véc xin bit hoat khdc hdu nhu khéng

anh huéng t6i ddp Ung mien dich cia cic véc xin nay. Khi dimg chung véi cac vic
xin tiém bip khac nén ding khéc kim tiém va tiém & vi tri khac nhau.

PHU NU CHO CON BU

Cho dén nay van chura duge biét Hepavax—Gene TF i an c6 bai tiét qua sita me hay
khong. Do rit nhiéu thubc cé bai tiét vio sita me, vi vy cin thén trong khi ding vic
xin cho d6i twong nay.

PHU NU' MANG THAI

Chua 13 liéu Hepavax-Gene® TF inj. dung cho phu nit mang thai ¢6 thé gay hai cho
thai nhi hay dnh huéng 161 kha néng sinh sén hay khong. Chi nén dung cho phy nir
mang thai néu that sy cén thiét.

ANH HUONG TOI KHA NANG LAI XE VA VAN HANH MAY MOC

Chua c6 nghién ctru ndo vé anh hudng 1én kha ning 14i xe va vén hanh mdy méc
dugc thue hién.

TAC DUNG PHU

Tuong tw nhu cde véc xin hdp phu khac, cdc phan tng phu tai chd thuéng gap nhat
bao gdm dau nhirc, ban d6, sung tai chd tiém. Nhitng tri¢u chimng néy thudng nhe va
giam khoang 2 ngay sau khi tiém. M6t vai triéu chimg khé chiu xay ra nhu sét, nhire
diu, bubn ndn, hoa mit, mét méi cling da duge béo céo trong mot vai truong hop
nhung hién vén chua biét duoc 1a do vac xin hay khong. Hiém gap cic phén Gng qua
mén nhu ngtra, phat ban, may day, phu né, phi mach, khé thor va co thit phe quén.
Thong bio cho bac sy nhiing tic dung khéng mong mudn gip phii khi st dung
vic xin.

QUA LIEU

Chua ¢6 bdo cdo nao vé trudng hop ding qua Jidu trén ngudi. Khéng ¢6 tac dung
ngoai ¥ nghiém trong nao dugc cho 1a c6 thd x4y ra khi ding qua lidu Hepavax-Gene
TF.

HAN DUNG : 36 thang k& tir ngay sén xut khi béo quan & 2 - 8°C.
Han ding dwoc ghi trén nhan thube.
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BAO QUAN : Trong tii lanh & 2 - 8°C, trong bao bi kin. Khéng dé déng lanh.
PONG GOI : Liéu don 20pg/ 1,0 ml/lo. Hop 1 lo.

Chi ding theo don ciia bc sy. Pé xa tim tay tré em.
Poc k¥ huo‘ng din sir dung truéc khi dang. Néu can thonc thém thong tin xin
héi ¥ kién béc s§.

San xuét béi:
Berna Biotech Korea Corp.,
(Songdo-dong) 23, Harmony-ro 303beps LT ¥eonsu-gu, Incheon, 406-840 Korea

PHO CUC TRUONG
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