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Rx Prescription Medidine
Hepavax-Gene® TF inj.

Hepatitis B Vaccine {{DNA),

Thimerosal-Free

0.5mL {10 jug « 1 pediatric dose)

Hepavax-Gene® TFinj.

1.vial contains

Hepatitis. B surface antigen,
purified 10 ug, adsorbed on
Aluminium hydroxide gel
0.25 mg {as Al)

« Inject intramuscularly.

» Box of 1 vial 0.5.ml

- Indications, dosage and method

of administration, contraindications,
other information: please refer to
enclosed package insert

- Store at 2-8°C in tight contalner,

~ Warning : Do not freeze.

» Keep out of reach of children.
Read endosed package insert
before use.

Manufactured by

Bema Biotech Korea Corp.

(Songdo-dong) 23, Harmony-ro,

303beon-gil, Yeonsu-gu; Incheon,

406-840 Korea

- Berna )B-

Rx Thudc ban theo don
Hepavax-Gene® TFinj.

Véc-xin vigm gan B 1410 hgp

Khdng thimerosal

0,5mI{(10 meg-1118u cho rd em)

10u

/B

Hepavax-Gene® TFinj.

M&i lo chita

Kndng nguy&n bé m3t virus viém

gan B tinh khigt: 10 mcg

hé&p phy véi gel nhdm hydrdxit:

0,25mg {dang Al)

-Dung dich tiém bép

-Hor 1o 0.5ml,

* Chidinh,cAch ding, chdng chl
dinh-va cécthing tin khéc; xin doc
frong 18 hiiéngdansd dung kém theo.

+ Bioquén dnhigt 4§ 2-8°C, trong
bao brkin.

« Luu ¥ : Khéng 46 ddng lanh,

¥ xa tAm tay tré em. Boc k§

huéng déin sit dyng truée khi

ding.

SX tai: Berna Biotach Korea Corp.

{Songdo-dong) 23, Harmony-ro,

303beon-gil, Yeonsu-gu, Inchean,

406-840 Han Quéc

Berna JB-

DNNK:

8K

S6 10 SX/LOT:
NSX/Mtg. Date:
HD/Exp. Date:

1433-200-56-




Artwork of primary packaging

Hepavax-Gene® TF inj.

Hepatitis B Vaccine ((DNA), Thimerosal-free

0,5 L (10pq - 1 pediatric dose)

Purified Hepatitis-B surface antigen 10 jig
Berna Biotech Korea Corp. Korea

Store at 2:8°C. Do not freeze.

Lot No.
Mig, Date:
bxp. Date:
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\ \ Hepavax—G‘ene® TF inj.
/) (Vic xin viém gan B t4i td hop, khong Thimerosal)

Hepavax—Gene TF inj. 12 véc xin viém gan B téi t6 hop khong gay nhi&m do coéng ty
Berna Biotech Korea nghién ctu va sén xudt. San pham cod chua khang nguyén bé
mat viém gan B tinh khiét, dwoc san xuét tir dang bién 601 cta virus virus Hansenula
polymorpha bing k§ thuat tai t6 hop DNA phét trién bdi cong ty Berna Biotech
Korea. HBsAg dugc tinh khiét qua céc budc sinh hoa nhu: siéu li tAm, séc ky cot .
11 hép phu trén gel nhém hydroxrc trong diéu kién smh ly, sau d6 dugc pha ché vo
tring. Pac biét Hepavax-Gene® TF i inj. thudng chi ¢6 ndng do protein ndm men dudi
5%.

THANH PHAN

MBbi lidu 0,5ml chira 10 pg HBsAg hép phu véi khoang 0,25 mg nhém hydroxit.

Ché phim drge xur ly bang formaldehyde trude khi hép phu v6i nhém hydr0x1t va
khéng c¢6 chét bao quan.

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

DANG BAO CHE: Dung dich tiém bp

CHI PINH

Hepavax-Gene® TF inj. duoc chi dinh dé tao mién dich cht dong phong chéng nhiém
tring gﬁy ra bdi virus viém gan B. Do viém gan D (gﬁy ra do virus delta) kh(")ng

xdy ra néu khong bi viém gan B nén cé the cho rang tiém Hepavax-Gene TF inj.
cling c6 thé phong dwoc viém gan D. Loai véc xin nay khong phong chéng durge céc
nhiém tring do cdc tAe nhan khéc gdy ra nhu virus viém gan A, C hodc cic virus
khac da biét c6 kha ning gay nhiém trén gan.

Hepavax-Gene® TF i inj. ding duge cho bt ky lira tuéi nao, tir luc méi sinh cho dén
khi truéng thanh. Tiém phong vic xin dwgc khuyén cdo cho tit ca cac dbi tugng
dang hodc co ‘nguy co nhiém virus viém gan B, bao gdm:

Nhén vién y té:

Béc sf phau thujt vung miéng, nha si, bac si va phiu thuat vién, y t4, nha 4, nhan
vién cham séc ring mleng, trg 'y tiép xtc thudng xuyén voi bénh nhan, nhan vién
thdm phén mau, nhin vién huyét hoc va ung budu, nhin vién phbng xét nghiém
huyét hoe va céc xét nghiém lam sang khac, nhén vién nha xéc, nhin vién ngéin hang
méu va nhén vién phin doan huyet twong; ngudi chuyén chira bénh chén, nhén vién
vé sinh trong bénh vién, nhan vién cip clru va so ciu, doi ctru thuwong.

Bénh nhan
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Bénh nhén thudng xuyén phai truyén mau hogic céc san phdm tir méu nhw bénh nhén
dang chay thdn nhén tao va bénh nhén khoa ung thw, bénh nhén thidu mau , thiéu
méu hdng ciu 1idm, bénh xo gan va bénh nhén méc chiing mau khéng dong ...

Nhién vién va cwr din cia cac to chire:

Nguoi thudng xuyén tiép xfic gn voi nhitng nhém ngudi ¢6 nguy co lay nhiém cao,
th nhén va nhén vién gic tl, cur dén va nhan vién lam viéc trong cac vién tAm than.
Nhitng ngudi c¢6 nguy co mic bénh cao do quan hé tinh duc

Nhitng ngudi quan hé tinh duc bira bai, ngudi d¢dng tinh luyén 4i (nam), gai mai dim.
Negwoi sit dung bt hop phip cac thube giy nghién dang chich.

Khach du lich dén cac cfmg Iru hanh bénh cao va tiép xiic gﬁn giii clia ho

Cac thanh vién gia dinh tlep xuc voi nhém trén va cé tlep xiic véi bénh nhan
mic bénh viém gan siéu vi B cip va min tinh.

Tré so sinh ¢6 me mang mam bénh.

Cac nhom khac:

Canh sat, nhén vién ctru héa, luc luong vil trang va bét ctr ngudi ndo ma céng viée
ctia ho va 16i séng c4 nha.n c¢6 phoi nhiém véi virus viém gan B.

Nhitng viing c6 ti 16 méc bénh cao nén tiém phong véc xin cho tré em va tré so sinh
cling nhu ngudi 16n ¢ nguy co lay nhiém cao béi vi hdu hét dan s6 déu c6 nguy co
nhiém viém gan siéu vi B.

Viéc tiém phong Véc xin viém gan siéu vi B can duoc thuc hién trong thoi gian dai
khéng chi dé gidm tin sudt chung ciia viém gan siéu vi B ma con céc bién chimg man
tinh nhu viém gan man tinh hoat ddng va xo gan. Viéc nay cling lam gidm ty 1€ ung
thu té bao gan nguyén phat.

CACH DUNG & LIEU DUNG

Cdch ding

Hepavax-Gene® TF inj. phai duoc tiém bép. Khong tiém tinh mach, tiém trong da.
Ngudi 1on: tiém vao co delta.

§ tré so sinh v tré nhd: tiém vio bép dui ngoai thi tét hon vi co delta c6 kich thude
nhod.

Trudng hop ngoai 1€ véc xin c6 thé tiém duéi da & nhiing bénh nhén cé khuynh
hudng chay méau (nhw bénh wa chay méu).

Nén lc k§ véc xin trudc khi ding.

Liéu ding

-Mdt lich tiém co ban gdm 3 lidu tiém bip nhur sau:

Liéu khoi déu : vao ltic Iva chon.
Liéu tht hai : 1 thang sau khi tiém lidu thir nhét.
Lidu thir ba : 6 thang sau khi tiém lidu thtr nhét.

Lidu luong tuy thudc vio timg truomg hop, cu thé:
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Nhom Congthic Lidukhdidau 1 théng 6 thang
Tré so sinh 10 pg/0,5 ml 0,5 ml (10 pg) 0,5 ml (10 pug) 0,5 ml (10 pg)
Tré<10tudi 10 ug/0,5ml 0,5ml (10 pg) 0,5 ml (10 ug) 0,5 ml (10 pg)

* Pot chiing ngira so khoi s& tao duge mién dich trong khodng vai nam.

Déi v6i tré so sinh ¢6 me nhidm HBV hoic d& c¢6 hofic ¢6 thé c6 phoi nhiém virus
ghn day thi lich tidm khuyen céol1a 0,1 va2 thang. Vi lich tiém thay thé nay thi lidu
tiém ting cudng dugc khuyen co lic 12 thang dé tao mi&n dich 1au dai.

V6i nhiimg bénh nhéan can thém tdch médu khi tdc dung bao vé ciia vic xin khong
duge diy du, lidu ting cudng nén duge dua ra khi mac d6 khéng thé thip hon 10
mlU/mL bang xét nghiém khang thé hang nam.

- Tiém nhic lai

Liéu ting cudng s& dwoc yéu cAu mdi vai ndm khi mirc do khang thé giam dudi
10mIU/mL.

C6 thé ding Hepavax-Gene® TF inj. ddng thdi v6i Globulin mién dich viém gan B,
nhung phai tiém & hai noi khac nhau.

CHONG CHI PINH

Bénh nhin méin cam véi ndm men hodc bit cir thanh phin ndo cha vic xin.

Ciing nhu tAt ca céc vic xin khac, Hepavax-Gene TF inj. khong dugc tiém cho céc
d6i twong nhiém khuin nang cd sot. Tuy nhién, khong chéng chi dinh tiém phong
trong nhiing trudng hop nhiém tring théng thudng.

THAN TRONG

Trudc khi tiém phong, nhén vién y té nén kiém tra tién str tiém phong cua bénh nhén
vé su min cam Vv6i vac xin va cdc phan tmg ngoai ¥ ¢6 lién quan dén vac Xin trudc
day. Nhu tit ca cac ché phim sinh hoc, epinephrine nén luén ludn c¢6 sin dé sir dung
ngay 14p tic trong tredng hop c6 phan tng phan vé hiém.

CANH BAO

Viém gan siéu vi B co thoi gian 0 bénh kéo dai. Tiém chung c6 the khong ngin ngira
nhiém viém gan B & nhiing ngudi di bj viém gan B chua ¢6 bidu hién 14m sing tai
thoi diém vic xin.

Khong nén tiém Hepavax—Gene TF inj. ¢ ving mdng hay dudi da vi cac dudng tiém
nay cé thé khong dua dén mot dap tmg mién dich t6i wu. Khéng tiém vic xin vio
tinh mach. Can d3c biét lwu y khong tiém vao mach mau.
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0 nhitng bénh nhén loc mdu va b1 twong suy giam hé théng mién dich, ndng d6
khéng thé ddy du c6 the khéng dat dugc sau qua trinh tiém ching théng thuong va
nhitng bénh nhan ndy ¢n phai tiém ching 13p lai.

TUONG TAC THUOC

Dung chung Hepavax—Gene® TF inj. véi céc vic xin bit hoat khéc hiu nhu khong
anh huéng t6i dap Ung mién dich cia cic vic xin nay Khi ding chung véi cic vac
xin tiém bap khéc nén ding khac kim tiém va tiém & vi tri khac nhau.

PHU NU' CHO CON BU

Cho dén nay van chua dirgc biét Hepavax-Gene TF inj. c6 bai tiét qua sita me hay
khdng. Do rét nhiéu thudc ¢6 bai tiét vao sira me, vi vy cin than trong khi diing véc
xin cho d6i tuong nay.

PHU NU MANG THAI

Chua 16 liéu Hepavax-Gene® TF inj. ding cho phu nit mang thai c6 thé gdy hai cho
thai nhi hay &nh huong t6i kha néng sinh san hay khéng. Chi nén dung cho phy nit
mang thai néu thit sy cn thiét,

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

Chua ¢ nghién ciru nao vé€ anh hudng lén kha ning lai xe v vin hanh mdy moéc
duge thuc hién.

TAC DUNG PHU

Tuong ty nhu cdc véc xin hip phu khdc, cdc phan dng phu tai chd thuong gip nhét
bao gém dau nhirc, ban d0, sung tai cho tiém. Nhiing triéu chimg nay thudng nhe va
giam khoang 2 ngay sau khi tiém. Mot vai triéu chimg khé chiu x4y ra nhir sbt, nhirc
déu, budn non, hoa mat, mét mdi cling da dugc bdo cdo trong mot vai trurong hop
nhung hién van chua biét duoc 13 do véc xin hay khong. Hiém gap cac phan Ung qua
mén nhu ngira, phat ban, may day, phit né, phit mach, khé thor va co thit phé quan.
Thong bdo cho béc sy nhing tic dyng khong mong mudn gip phai khi sit dung
vac xin.

QUA LIEU

Chua ¢6 bdo cdo nao vé trromg hop ding qua lidu trén ngudi. Khéng ¢ tac dung
ngoai ¥ nghiém trong nio duge cho 14 6 thé x4y ra khi ding qua lidu Hepavax-Gene
TF.

HAN DUNG : 36 thang ké tir ngay san xuét khi bao quan ¢ 2 - 8°C.
Han ding dwoc ghi trén nhn 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 10ug/0,5 ml/lo; Hop 1 lo.

Chi ding theo don ciia bac sy. Pé xa tim tay tré em.
boc ky huéng dfn s dung trée khi ding. Néu cin théng thém thdng tin xin
hoi y kién bic s¥.

San xuit boi:
Berna Biotech Korea Corp.,
(Songdo-dong) 23, Harmony-ro 303 1-g1 ¥ eonsu-gu, Incheon, 406-840 Korea

PHO CYC TRUONG
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