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Théng tin bénh nhén

BARACLUDE® (BEAR ah klude)

(entecavir)
May tinh bang

BARACLUDE® (BEAR ah klude)

(entecavir)
Dung dich udng

Poc Théng tin Bénh nhén nay trudc khi ban bét dau dung BARACLUDE va mdi 1dn ban dugc bd sung
thém. C6 thé c6 nhiing théng tin méi. Théng tin nay khong thay thé viéc trao ddi véi nha cung

clp dich vy cham séc stic khde cla ban vé& tinh trang bénh 1y hodc cach didu tri clGa ban.
Théng tin quan trong nhdt t6i nén biét vé BARACLUDE 13 gi?

1. Tinh trang nhiém vi-rdt viém gan B (HBV) cla ban cé thé trd nén trim trong hon néu ban nguiing

dung BARACLUDE. Piéu nay thudng xdy ra trong vong 6 thang sau khi ngiifng BARACLUDE.

+ Dung BARACLUDE dung theo quy dinh.

pling diing hét BARACLUDE.

+ Dlng ngiing BARACLUDE ma khéng néi chuyén véi nha cung cdp dich vu cham séc suc khde cda ban.

+ Nha cung cdp dich vu chim séc slc khée cta ban nén theo déi stc khde clia ban va 1am xét nghiém mau

thudng xuyén dé kiém tra gan ctia ban néu ban ngling diing BARACLUDE.

2. Néu ban nhiém hodc nhiém HIV ma khong dugc didu tri bing thudc trong khi ding BARACLUDE, vi-
TGt HIV c6 thé phat trién khad ning khang mot sé loai HIV nhit dinh
thubc va viéc didu tri trd nén khé khin hon. Ban nén xét nghiém HIV trudc khi bit dau dung

BARACLUDE va b&t c( 1ldc nao sau d6 khi ban cé nguy cd bi phdi nhiém HIV.

BARACLUDE c6 thé gady ra cac tac dung phu nghiém trong bao gdm:

3. Nhiém axit lactic (tich tu axit trong mau). Mot sb ngudi dd dung BARACLUDE hodc cac loai
thubc nhu BARACLUDE (mdt chit tudng tu nucleoside) da phat trién moét tinh trang nghiém
trong goi 1a nhilm axit lactic. Nhiém axit lactic 1a mét trudng hop clp cliu y té nghiém
trong c6 thé gay tu vong. Nhidm axit lactic phdi dugc didu tri tai bénh vién. Cac bao cdo
vé tinh trang nhiém axit lactic do BARACLUDE thudng 1ién quan dén nhiing bénh nhan bi bénh
nang do bénh gan hodc tinh trang bénh 1y khac.
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Goi cho nha cung cép dich vy cham séc sulc khoée cla ban ngay 1lap tuc néu ban nhan dudc bét ky d&u hiéu

hodc triéu ching ndo sau day cla nhiém axit lactic:
+ Ban cam thdy rit yéu hoac mét mdi.
+ Ban bi dau cd bat thudng (khéng binh thudng).
+ Ban kho thd.
+ Ban bi dau bung kém theo budn nén va 6i mia.
+ Ban cadm thdy lanh, dac biét 1a & tay va chan.
Ban cam thiy chéng mat hodc choang vang.
« Ban c6é nhip tim nhanh ho3c khéng déu.
4. Vin d& nghiém trong vé& gan. Mot sb ngudi dung cac loai thudc nhu BARACLUDE da phat trién cac
vdn dé& nghiém trong vé gan goi 1a nhiém doc gan,

véi gan to (gan to) va md trong gan (nhiém m3).

Gan to kém theo nhidm md 13 mot cdp cdu y té nghiém trong cé thé gay tu vong.

Hay goi cho nha cung cép dich vy chadm séc stc khée cta ban ngay 1ap tlic néu ban nhan dugc bt ky dau

hiéu hoac triéu chiing nao sau day cla cac van dé vé gan:

+ Da hodc phdn 1long trang cla mit ban chuyén sang mau vang (vang da).

+ Nuc tidu cda ban chuyén sang mau sém.

* Phén cda ban chuyén sang mau nhat.

+ Ban khéng mubn &n trong vai ngay hodc lau hdn.

+ Ban cam thdy khé chiu & bung (budn nén).

+ Ban bi dau bung dudi.

Ban c6 nhidu khd nidng bi nhiém axit lactic hodc cac vin d& nghiém trong vé& gan néu ban 1a

phu nif, T4t thifa can hodc dang dung thubc tudng ty nucleoside, nhu BARACLUDE, trong mdt thdi

gian dai.
BARACLUDE 1la gi?

BARACLUDE 1a thudc ké don ding dé diéu tri vi rat viém gan B man tinh (HBV) & ngudi 16n va tré

em tif 2 tudi trd 1én mic bénh gan dang hoat dong.
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+ BARACLUDE sé& khéng chita khdi HBV.

+ BARACLUDE c6 thé 1am gidm lugng HBV trong cd thé.
+ BARACLUDE c6 th& 1am gidm kha ndng nhan 1én va 1ay nhidm cda HBV vao cac té bao gan mdi.
+ BARACLUDE c6 thé cadi thién tinh trang gan cla ban.

+ Ngudi ta khdéng biét 1iéu BARACLUDE c6é 1am gidm nguy cd mic bénh ung thu gan hodc tdn thuong

gan (xd gan) hay khéng, cé thé do nhiém HBV man tinh gay ra.

Ngudi ta khéng biét 1iéu BARACLUDE c6é an toan va hiéu qud khi sd dung cho tré em dudi 1 tudi hay khoéng.

2 tudi.
Téi nén néi gi véi nha cung cdp dich vu chim séc slic khde cta minh trudc khi ding BARACLUDE?
Trudc khi dung BARACLUDE, hay bdo cho nha cung cdp dich vy chim séc suc khde clia ban néu ban:

+ 6 van dé vé than. Lidu lugng hodc lich trinh BARACLUDE cla ban cé thé cin phai dudc

da thay ddi.

- da ting ding thudc didu tri HBV trudc day. Mt sé ngudi, dac biét 13 nhing ngudi da dugc didu
tri nhiém HBV bing moét sé loai thubc khac, cé thé phat trién dé& khang véi BARACLUDE. Nhiing
ngudi nay cé thé nhan dudc it 1¢i ich hon tU viéc diéu tri béng BARACLUDE va c6 thé bi bénh
viém gan nang hon sau khi vi rGt khang thudc xuit hién. Nha cung cép dich vu cham séc sic

khée clia ban s& thudng xuyén kiém tra mdc d6 virus viém gan B trong mau cla ban.

+ 6 bat ky tinh trang bénh 1y nao khac.

.+ dang mang thai hodc dy dinh cé thai. Ngudi ta khéng biét 1iéu BARACLUDE c6é gay hai cho thai
nhi cla ban hay khong. Néi chuyén vdi nha cung cép dich vu cham séc stc khde cta ban néu ban

dang mang thai hodc dy dinh cé thai.

Co quan dang ky mang thai bing thudc khang vi-rGt. Néu ban dung BARACLUDE khi dang mang thai,
hdy trao ddi v&i nha cung cép dich vu cham séc slc khde clha ban vé cach ban cé thé tham gia
Co quan dang ky thubdc khang vi-rat khi mang thai ctia BARACLUDE. Muc dich cda viéc ding ky

mang thai 1& thu thap thong tin vé slic khoé cda ban va em bé.
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+ dang cho con bu sfa me hodc dy dinh cho con bl sifa me. Ngudi ta khdng biét 1iéu BARACLUDE cé thé truyén
vao sifa me hay khéng. Ban va nha cung clp dich vu cham séc slc khée cta ban nén quyét dinh xem ban s&

dung BARACLUDE hay cho con bu sita me.

Bdo cho nha cung cép dich vy cham séc sudc khde cda ban vé tlt cad cac loai thubc ban dung, bao gém thubc k& don va
thubc khéng ké don, vitamin va thao dugc bd sung.
Pic biét hdy néi véi nha cung cp dich vy cham séc slc khde cla ban néu trudc day ban da dung thudc dé didu tri

HBV.

Biét cac loai thubc da dung. Gidf danh sach cac loai thubc bén minh d& cho nha cung cép dich vy cham séc sldc khée

va dudc si cda ban biét khi ban nhan dugc mdt loai thubc méi.
Téi nén dung BARACLUDE nhu thé nao?
+ Dung BARACLUDE chinh xac nhu nha cung cdp dich vy cham séc sdc khde cta ban yéu cau.
* Nha cung cép dich vy chdm séc suc khde clha ban sé& cho ban biét 1lugng BARACLUDE can dung.
* Nha cung cép dich vy chdm séc sutc khde clha ban sé& cho ban biét thoi didm va tin suét dung BARACLUDE.

+ Ubng BARACLUDE khi bung déi, it nhit 2 gid sau bifa an va it nhdt 2 gid trudc bifa an tiép theo.
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Néu ban dang dung Dung dich udng BARACLUDE hodc cho con ban ubng, hay cin than

do 1lidu béng thia dinh lugng dudc cung cép nhu sau:

+ Gilf thia dinh lugng & tu thé thing ding
(théng ding) va tu tu cham thia vao vach do
trén thia dinh lugng dung véi liéu lugng
quy dinh. Pua thia dinh lugng ngang tam mét
dé d3m bdo muc dung dich ubéng BARACLUDE

dang & dung vach do

(xem Hinh 1).

- P& thia dinh lugng ngang tam mit, cdm thia
vdi vach do hudng vé phia ban, kiém tra xem

thia da dugc d6 diy dung vach do chua.

M3t trén cda Dung dich udng BARACLUDE trong
thia dinh lugng sé& trdng cong chd khdéng
phéng. Do 1idu dung dich udng BARACLUDE tai
thoi diém

day dudng cong. Liéu lugng cla ban

BARACLUDE ubdng Gidi phap 1a
dugc do chinh xac khi dady cda dudng cong
thédng hang vdi vach do 1iéu lugng quy dinh.
Vi dy, Hinh 2 cho thdy cach dung dé do lidu
BARACLUDE 5 mL (xem Hinh 2).

Hold spoon
upright
(as shown).

Measure the
medicine
at eye level.
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Hinh 2

Dung dich udng BARACLUDE nén dugdc nudt truc tiép sau khi dung thubc

thia.
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+ Khéng dugc tron dung dich udng BARACLUDE vdi nudc hodc bat ky chdt nao khac.

ch&t 16ng khac.
- Sau mdi 1an st dung, rda sach thia dinh lugng bdng nudc va dé khé tu nhién.

+ Né&u ban 1am mdt thia dinh lugng, hady goi cho dudc si hodc nha cung cép dich vu chdm séc sdc khée cla ban

dé dugc hudng dan.

- Dlng thay ddi 1liéu lugng hodc ngiing dung BARACLUDE ma khéng néi chuyén véi

nha cung cép dich vy cham séc suc khoée cla ban.

+ Néu ban bd 18 mét 1idu BARACLUDE, hay uéng ngay khi ban nhd ra va sau dé dung 1idu tiép theo vao thdi gian
thong thudng. Néu gin dén thdi gian ding lidu tiép theo, hdy bé qua 1idu da quén. Khéng dung hai 1lidu cing
mdt luc. H3y goi cho nha cung cép dich vu cham séc slc khde hodc dugc si cla ban néu ban khdng chic chén phai

lam gi.

Khi ngudn cung cdp BARACLUDE cuia ban bdt ddu can kiét, hay goi cho nha cung cdp dich vu cham séc stc khde hodc

nha thubc cda ban aé dudc b sung thém. bung dung hét BARACLUDE.

+ Néu ban dung qua nhidu BARACLUDE, h3y goi cho nha cung c&p dich vy cham séc sitc khde clia ban hodc dén

phong cip clu gin nhit ngay 1ap tuc.
Nhiing tac dung phu cé thé xay ra ctia BARACLUDE 1a gi?

BARACLUDE c6 thé gdy ra tac dung phu nghiém trong. Xem “Thong tin quan trong nhdt tdéi nén biét
vé& BARACLUDE 13 gi?”

Cac tac dung phu thudng gap nh&t cGa BARACLUDE bao gém:

+ dau dau

chéng mat

* budn nén

Hd@y cho nha cung cép dich vy cham séc sutc khde clia ban biét néu ban cé b4t ky tac dung phu nao lam ban khé chiu

hodc tac dung phu d6 khéng bién mat.

Pay khong phai 1a tit cd cac tac dung phu c6 thé xdy ra cla BARACLUDE. D& biét thém théng tin,

hdy hdi bac si hoac dugc si.
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Goi cho bac si aé dugc tu vén y té vé tac dung phu. Ban c6 thé bado cado tac dung phu cho FDA theo sb

1-800-FDA-1088.

Téi nén bado quan BARACLUDE nhu thé nao?

+ B30 quan Vién nén hodc Dung dich udng BARACLUDE & nhiét dd phong, trong khoang 68°F

va 77°F (20°C va 25°C).
+ Bdo quan vién nén BARACLUDE trong hop day kin.

+ B30 quan Vién nén BARACLUDE hodc Dung dich ubng BARACLUDE trong hdp dung ban du va dé hép tranh anh sang.

VGt bd BARACLUDE da 16i thdi hodc khéng con cdn thiét mdt cach an toan. Vit bd cac loai thubc khéng s
dung théng qua cadc chudng trinh thu hdi clia céng dong khi c6 sdn hodc dat BARACLUDE vao mdt thing chia

kin khé nhan dang trong thung rac gia dinh.

Gilf BARACLUDE va t&t ca cadc loai thubc ngoai tam véi cda tré em.

Théng tin chung v& viéc s dung BARACLUDE an toan va hiéu qua

BARACLUDE khéng ngadn can ban truyén vi-rat viém gan B (HBV) sang ngu&i khac qua quan hé tinh duc, ding
chung kim tiém hodc tiép xUc v6i mau cda ban. N6i chuyén v8i nha cung cép dich vy cham so6c sldc khée

cla ban v& cac thyc hanh tinh duc an toan dé bao vé ban tinh cda ban. Khong bao gid dung chung kim tiém.
Khéng dung chung cac vat dung ca nhan cé thé dinh mau hodc dich co thé, nhu ban chdi danh rang hodc 1ludi dao cao.

Hién c6 mot mii tiém (véc-xin) dé bao ve nhifng ngudi cé nguy cd bi nhi&m HBV.

Thubc dbi khi dugc ké don cho nhiing muc dich khac véi nhiing muc dich dugc 1iét ké trong t3 Théng tin Bénh nhan.
Khéng sU dung BARACLUDE cho tinh trang bénh 1y khong phu hgp

quy dinh. DPUng dua BARACLUDE cho ngudi khac, ngay cd khi ho c6 cung triéu chiing vdi ban. N6 cé thé gay hai cho ho.

T3 théng tin bénh nhan nay tom t&t nhiing théng tin quan trong nhit vé& BARACLUDE. Néu ban mubn biét thém théng
tin, hdy néi chuyén vdi nha cung cdp dich vy cham séc stc khde cda ban.
Ban c6 thé hdéi nha cung clp dich vy cham séc stic khde hodc dugc si cda minh dé biét théng tin v& BARACLUDE dugc

viét cho cac chuyén gia y té.
pé biét thém théng tin, hay truy cap www.Baraclude.com hoac goi 1-800-321-1335.
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Cac thanh phdn trong BARACLUDE 13 gi?
Thanh phan hoat chit: entecavir

Thanh phan khéng hoat déng trong vién nén BARACLUDE: lactose monohydrat, cellulose vi tinh thé,

crospovidone, povidone, magie stearat.

Vé mang cla mdy tinh bang: titan dioxide, hypromellose, polyethylen glycol 400, polysorbate 80

(chi vién @,5 mg) va oxit st dé (chi vién 1 mg).

Thanh phan khéng hoat ddng trong dung dich uéng BARACLUDE: maltitol, natri citrate, axit xitric,
methylparaben, propylparaben va huong cam.

Phan phbi bdi:
Cong ty Bristol-Myers Squibb

Princeton, NJ 08543 Hoa Ky

Théng tin bénh nhan nay da dudc Cuc Quan 1y Thuc phdm va Dudc pham Hoa Ky phé
duyét.

[Ma& in]

Stla d@di: thang 8 nam 2015
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