TO HUONG DAN SU' DUNG

%U Thude ké don
Vién nén bao phim

Bambuterol 10 A.T

DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU’ DUNG TRUOC
KHI DUNG '

NEU CAN THEM THONG TIN XIN HOI Y KIEN

CUA BAC SI
KHONG DUNG THUOC QUA HAN SU’ DUNG GHI

TREN NHAN

THUOC NAY CHI DUNG THEO PON THUOC

THANH PHAN:
Hoat chét: _ ,
Bambuterol Hydroclorid .........ccccveescineriesasenses 10 mg
Ta dwere :vira du 1 vién

(Lactose, Tinh bt san, Magnesi stearat, PVP K30,
DST, HPMC E15, PEG 6000, Titan dioxyd, Talc)

DANG BAO CHE: Vién nén bao phim
MO TA SAN PHAM: Vién nén trdn bao phim mau tring

CHI D|NH:

Hen phé quan. Viém phé quan man tinh, khi phé
thiing va cac bénh ly phdi khac c6 kém co thét.
LIEU DUNG VA CACH DUNG: g

- Bambuterol duge ding st dung dé diéu trj trong
bénh hen va cac bénh phdi khac cé kém theo co thét.
- Lidu chi dinh 1 1An/ngay nén ding ngay trudc khi di
ngl. Can diéu chinh liéu phi hop tirng c4 thé.

+ Ngui I6n: Liéu chi dinh khéi d4u 10 mg. Cé thé
tang liéu dén 20 mg sau 1 - 2 tuln, tuy theo hiéu
qua I1am sang. O nhirng bénh nhan truedc day da
dung nap tét cac chd van béta-2 dang ubng, lidu
kh&i dAu 14 20 mg.

+ O bénh nhan suy gidm chirc n3ng than (GFR < 50
mU/phdt): Lidu khéi dau 12 5 mg, c6 thé tang dén 10 mg
sau 1 - 2 tudin, thy theo hiéu qua 1am sang.

+ Tré em 6 - 12 tudi: Lidu khéi du 4 10 mg. C6 thé
tang dén 20 mg sau 1 - 2 tudin theo két qua 1am sang.
CHONG CHI DINH:

- Min cadm véi bambuterol, terbutalin va cac thanh
phan khac coa thube.
- Khong st dyng cho trd em < 5 tudl.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Do terbutalin dugc bai tiét chd yéu qua théan, cin
gidm mdt nira liéu & nhirng bénh nhan tdn thuang
chae nang thgn (GFR < 50 ml/phat).

- O nhing bénh nhan xo gan va ca nhiing bénh
nhan c6 tén thuong chire ndng gan ndng do nguyén
nhan khéc, liéu ding hang ngay phédi dugc didu
chinh thich hgp cho tirng ca thé, cin danh gia kha
nang chuyén héa bambuterol thanh terbutalin &

ngudr benh ¢6 bi suy gidm hay khéng. Do vay, rlu".'l
trén quan dibm thuc hanh, st dung truc tidp chat
chuyén hoa hoat tinh terbutalin thi thich hop hon 6
nhirng bénh nhan nay. o
- Cling nhuwr bl v&i 1At ca cAc chAt chi van hmq;z.
¢An str dung than trong & nhiing bénh nhan nhiém
doc giap va bénh ly tim mach nang nhw hént‘r lsrn’df)
thiéu mau cyc bd, nhip tim nhanh hodc suy tim nang.
- Do tac dyng lam tang dudng huyét clia cac chit
chi van béta-2, cAn kiém soat dudng huyé‘t tét hon
n(ra & nhirng bénh nhan dai thao duérng khi bat dau
didu tri. o
- Giam kali huyét nang c6 thé xay ra khi diéu trj voi
chAt chd van béta-2. CAn than trong déc bi¢t trong
con hen nang cAp tinh do nguy co ha kali huyét tang
cao khi gidm oxy méu. Tac déng giam kali huyet co
thd xdy ra khi didu trj phdi hgp (xem tuong tac
thuéc). CAn theo ddi ndng d¢ kali huyét thanh trong
cac tredng hop nay.

- Diing trong thdi gian dai c6 thé gay quen thudc,
gidm dap (rng didu tri vi bambuterol 1a chat chi van
giao cam trén thy thé béta nén c6 thé gay hién
twong didu hda xudng trén receptor.

Canh bao ta dweec:

- Thubc cé chira lactose. Bénh nhan bj cac rbi loan di
truydn hiém gép vé& khong dung nap galactose, thiéu
Lapp lactase ho#c r6i loan hép thu glucose-galactose
thi khéng dung thubc nay. :

SU DUNG THUOC CHO PHU NO¥ co THAI VA CHO
CON BU:
- M&c du chura thay ¢6 tac ddng gay quai thai & dong

_véat sau khi s dung bambuterol, cin than trong

trong 3 thang dau thai ky.

- Ngudi ta chura biét bambuterol hodc cac dang
chuyén héa trung gian ¢6 di qua sita me hay khéng.
Terbutalin di qua sra me nhwng khéng thay co anh
huwdng dén nhi nhi & lidu didu tri.

- Ha dwéng huyét thoang qua duoc ghi nhan & tré
sinh non ¢6 me dwgc didu tri bang chat chi van
béta-2. \

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC:

Bambuterol khéng c6 dnh hudng 1én kha nang i xe
va van hanh may.

TUONG TAC, TUONG KY CUA THUOGC:
Twong tac:
- Bambuterol kéo dai tac ddng gidn co ciia

suxamethonium (succinylcholin). Tac ddng ndy do
cholinesterase trong huyét twong, A men bdt hoat

suxamethonium, bj ¢ ché mdt phdn bdi bambuterol.
Sy (rc ché thy thude lidu lugng va cd thd hdi phyc
hoan toan sau khi ngung didu trj véi bambuterol. Sy
trong tac ndy cing cdn duge xem xét voi cac chit
gidn co khac duge chuydn hda bdi cholinesterase.
- Céc thube tre ché thy thd bata (k& ca thude nhd
mat), dac biét 1a cac cht trc ché khdng chon loc, c6
thé e chd mdt phAn hay hodn toan tac dung cua
chdt kich thich thy thé béta.

- Glam kali huydt co thd xay ra khi didu trj voi chit
chd van béta-2 va ndng thém khi didu tr ddng thon v
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cac dan xult ctia xanthin, steroid va thude loi tid,

Twong ky: Do khong c6 cde nahién et vé tinh
trong ki cia thude, khdng trdn 1An thude nay vol
cac thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC:
4c dung ngoai y duge ghi nhan nhu: Run co,

ahie dau. chudt rit, danh trdng nguc 1a cac bidu

hign dac trung cla cac amin cudng giao cdm.,

Cudng dd clia cac tac dung ngoai y tay thude lidu

<0 dung. Cac tac dung ngoai y ndy s méat dan

trong vong 1 - 2 tudn diéu trj.

- May day va ngoal ban c6 thé xdy ra.

- R&i loan gidc ngdl va hanh vi nhur kich ddng, bdn

chdn 6a dugc ghi nhan.

THONG BAO NGAY CHO BAC STHOAC DUQC ST

NHUNG PHAN UNG €O HAI GAP PHAI KHI SU

DUNG THUOC.

QUA LIEU VA CACH XU TRI:

- Chura ghi nhan ob treomg hop qud liéu do bambuterol.
Tuy nhién, st dyng qua lidu sé dan dén ndng dd
terbutalin cao trong mau va do d6 xuét hién cac triéu
chung va déu hiéu tvong ty nhu khi ding qua lidu
terbutalin: Nhirc dau, lo I&ng, run co, chudt rit, danh
trong nguc, nhip timnhanh.  ~

- Ha huyét &p ddi khi xay ra do qué liéu terbutalin. -

Céac déu hiéu can lam sang: Tang dudng huyét,
nhiém acid lactic mau d6i khi xay ra. Liéu cao chét
chl vén béta-2 cé thé gay ra giam kali huyét do sy
tai phan bd kali. ;

- Qué liéu bambuterol cé thé gay ¢ ché dang ké

cholinesterase huyét tong, c6 thé kéo dai trong

vai ngay.

Diéu trj qua liéu:

- Thurdng khdng can didu tri.

- Trudng hgp qua lidu néng, can tién hanh céac
phuong phép sau: Rira da day bang than hoat tinh.
Déanh gi& can bang kiém toan, dudng huyét va dién
giai. Theo ddi tAn s6, nhip tim va huyét 4p. Chét giai
déc thich hgp khi qué lidu bambuterol 12 chét e
ché thy thé béta chon loc tim nhwng cac thubc e
ché thy thé béta cin dugc st dyung than trong &
nhirng bénh nhan c6 tién sir co that phé quan. Néu
sy giam s(rc can ngoai bién qua trung gian béta-2
g6p phan dang ké gay gidm huyét 4p, cAn phai bdi
hoan thé tich huyét twong.

CAC DAC TINH DUQC LY:

Nhém duec Iy: Thubc tae dyng trén duérng hd hip

M3 ATC:R03CC12 . ..

Dm "fc hocf_ v e R B L s 5
Bambuterol 14 tién chét cla terbutalin, ch4t chi van
giao cam trén thy thé béta, kich thich chon loc trén
béta-2, do d6 cb tac dyng gidn co tron phé quan,
ngan can phéng thich c4e chét gay co th£ ndl sinh,
c ché cac phan (ng pht nd gay ra béi cac chét
trung gian héa hoc n§i sinh va 1am ting sy thanh thai
cia hé thbng 16ng chuyén nhay.

Dwoe ddng hoc:

- Hap thu: Khodng 20% libu bambuterol ubng vao
dugc hép thu. Sy hip thu thube khéng b} dnh
huéng khi str dyng déng théi voi thae an.

- Chuydn hoa: Sau l-y'.hl hAp thu, bambuterol duege,
chuy®n hoa chim bang phan (rng thiy phan (bén
anzym cholinesterase trong huyht tueng) va oxy
héa thanh terbutalin c6 hoat tinh. KhoAng 177 litu
bambuterol hap thu dugc chuydn hoa ér thanh ruét
va & gan, chi ybu thanh cAc dang chuyhn héa
trung glan. ¢y ngudri 1n, khodng 16% bambutere)
udng vao bidn dbi thanh terbutalin

- Théi trie: Ted em o6 hés sb thanh thai cia tertbutalin
nhd hon, nhung terbutalin sinh ra clng it han s 4
ngudl 1én. Do do6, tré em 6 - 12 tudi nén duee, chi
dinh lidu cta ngudi lon, tré em nhd hon (2 - 5 tudi
thudéng ding liéu thap hon.

- Nong do lgl da trong huyét tuang cia terbutalin,
chét chuyén héa c6 hoat tinh, dat duge trong véng
2 - 6 gir. Thori gian tac dung kéo dai [t nhat 24 gi.
Dat trang thai hang dinh sau 4 - 5 ngay diéu tri. Thei
gian ban hdy cda bambutercl sau khi ubng khoang
13 gi¢. Théri gian ban hiy cda chAt chuyén héa b
hoat tinh |a terbutalin khoang 21 gié.

- Bambuterol va c4c dang chuyén héa cia né k& ca
terbutalin dwoc bai tiét cht yéu qua than.

QUY CACH BONG GOI:

- Hp 02.vi x 10 vién.

- Hop 03 vi x 10 vién.

- Hop 05 vi x 10 vién.

- Hop 10 vi x 10 vién.

- Hép 1 chai x 30 vién.

- Hop 1 chai x 60 vién.

- Hop 1 chai x 100 vién.

BAO QUAN:

Noi kho rdo, nhiét 3 kihvéng qua 30°C, tranh anin sang.
HAN DUNG: 24 thang ké tir ngay san xuat.
TIEU CHUAN: TCCS

N4

AN THIEN PHARMA

CONG TY CO PHAN DUQ'C PHAM AN THIEN
314 Bong Sao, Phudng 5, Quan 8, TP HA Chi Minh

San xudt tal nha may.
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L& C16, Budng SA 9, KCN Higp Phudc,
Huyén Nha Ba, TP HO Chi Minh
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