TO' HU'ONG DAN SU DUNG

R,l/ THUOC KE DON

VIEN NEN BAO PHIM

Bambuterol 20A4AT"

DE XA TAM TAY TRE EM
DOC KY HUWONG DAN SU DUNG TRUG'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST HOAC DUQC Si
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI DUNG THEO PON THUOC

THANH PHAN

Hoat chat: Bambuterol hydroChlonde .................ooveeeeerersmssesoson o 20 mg
Ta dwerc: Vira du 1 vien.,

(Lactose monohydrate, Microcrystaliine cellulose 101, Povidon K30, Crospovidon,
Colloidal silica khan, Talc, Magnesium stearate, Opadry Il white)

DANG BAO CHE: Vién nén bao phim

Mb ta san pham: Vién nén dai bao phim mau tréng, mot mat tron, mét mat co
vach ngana. iy
CHi D|NH

Bieu trj hen suyén, co thét phé quan vamhosc tic nghén dudng hé hép ¢ hbi phuc.
LIEU DUNG VA CACH DUNG !

Lieu chi ginh 1 laningay nén diing ngay trudc khi di ngt. Can didu chinh lidu
pha hop véi tirng ca thé. S

Bénh nhan can dugc én dinh v& ché do didu trj khang viém (nhu hit
corticosteroid, chat dbi khang thy thé leukotriene) khi st dyng bambuterd| d&
dieu tri bénh hen suyén. y15i%
Nguoi lon ¥
Lieu khoi gau khuyén cao: 10 - 20 mg/lan/ngay. Lidu 10 mg c6 thé tang dén
20 mg néu can thiét sau 1 - 2 tuan tdy thudc vao hiéu qua Iam sang.

Nhirng bénh nhan dung nap tét voi thudc chli van thu thé B, trude do, lidu
khoi dau va liéu duy tri khuyén cao la 20 mg.

Nguoi cao tudi

Khéng can thiét phai diéu chinh liéu.

Suy gan

R6i loan chirc ndng gan nang: Khdng khuyén céo str dung bambuterol vi
khong tién doan dugc kha nang chuyén héa thanh terbutaline & gan.

Suy thén :

Suy than trung binh dén nang (GFR < 50 mUfphat): Liéu khéi dau duoc
khuyén cao giam phan nira & nhiztng bénh nhan nay.

Tré em

Vi cac tai liéu [am sang chira hoan chinh, khdng nén st dung bambuterol cho tré em.
CHONG CHI DINH

Qu& man voi bambuterol hoac bat ky thanh phan nao cia thubc.

Hién nay khong khuyén cao ding bambuterol cho tré em do dir liéu 1am sang
& nhém nay con han ché.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Do terbutaline duoc bai tiét ch yéu qua than, can gidm mét nira liéu & nhiing
bénh nhan ton throng chirc nang than (GFR < 50 mi/phut).

& nhirng bénh nhan xo gan va ca nhirng bénh nhan cé tén thwong churc
nZng gan nang do nguyén nhan khac, lidu dung hang ngay phai duoc diéu
chinh thich hgp cho ting c4 thé, cin danh gia kha nang chuyén héa
bambuterol thanh terbutaline & nguéi bénh cg bi suy gidm hay khdng. Do vay,
duya trén quan diém thyc hanh, sir dung tryc tiép chat chuyén hda hoat tinh
terbutaline thi thich hgp hon & nhirng bénh nhan nay.

Ciing nhu d6i vai tAt ca cac chat chid van B,, cin sir dyng than trong & nhirng
bénh nhan nhiém doc giap. o

Thuéc kich thich than kinh giao cm ké ca bambuterol c6 thé gay mét s6 tac
dong trén tim, da c6 bao céo vé cc truéng hep thiéu mau co tim cyc bg lién
quan én chét chii van thy thé B giao cam. Nhing bénh nhan mac cac bénh
tim mach nghiém trong (thiéu mau co tim cyc b, loan nhjp, suy tim nér}g) neu
dang st dung bambuterol cAn dugc theo déi chat ché dau hiéu dau that ngure
va cac triéu ching khéc lign quan dén tim mach. Can than trong khi danh gia
nhirng triéu chirng nhu khé thér va dau that ngye, vi ¢6 thé bat ngudn tir cac
bénh Iy vé phdi hodc tim. x

Mac dd bambuterol khéng dugc chi dinh diéu tr sinh non nhung ciing can chu
y rang bambuterol dugc chuyén héa thanh terbutaline va terbutaline khong

nén dugc sir dung nhur mét thube chéng co that tir cung & nhiing bénh nhan
c6 nguy co cao hogic da Wrng bj thidu mau co tim cyc bo.

Do bambuterol ¢4 thé gay tang dudrng huyét, cAn theo déi nbng dé dudng
huyét & nhing bénh nhan dai thao duréng trong giai doan khdi dAu didu trj v
bambuterol.

Do tac dung tang co bép cla chét chd van B,, khong nén dung & bénh nhan
phl dai co tim.

Thube chii van thy thé B, cé thé gay loan nhip tim, cAn than trong khi didu tri
cho liing banh nhan cy thé.

Giam kali huyét nang c6 thé xay ra khi diéu trj véi chat chd van ;. Can than
trong dic biét trong con hen nang cAp tinh do nguy co ha kali huyét tang cao
khi giam oxy mau. T4c dong giam kali hlyét c6 thé xay ra khi diéu trj phdi hop
(Xem phén Twong tac thudc). Can theo ddi nbng d kali huyét thanh trong
cac truong hop nay.

Bénh nhan hen suyén dugc diéu trj v&i bambuterol phai dugc diéu trj khang
viém 4n dinh (hit corticosteroid, thubc déi khang thy thé leukotriene). Bénh
nhan phai dugc huéng dn tidp tuc dung thudc khang viém sau khi bat dau
diéu trj véi bambuterol, ngay ca khi cAc triéu ching hen gidm. Néu ché dg liéu
truére day khong con hiéu qua trj liéu nhu ¢, didu dé cé thé do bénh tror nén
trdm trong. Bénh nhan cAn gap bac sT ngay va phai danh gia lai viéc diéu trj
hen. Can can nhic viéc diéu trj bd sung, bao gom tang lidu thudc khang viém.
Khéng dugc bit dAu didu trj vai bambuterol hodc tang lidu trong hen suyén
cAp. C4c dot boc phat trdm trong nén dugc diéu trj khan cap.

St dung than trong trén nhiing bénh nhan cé kha nang mac glaucoma géc déng.
Canh béo ta dwoc

Thudc co chira ta dugc lactose, khong nén st dung thude & bénh nhan cé
cac réi loan di truyén hiém gap vé khéng dung nap galactose, thiéu huyt
Lapp lactase hoac réi loan dung nap glucose-galactose.

SU DUNG THUOC CHO PHY NOF CO THAI VA CHO CON BU

Phu ni¥ co thai

Mac du chua thdy cé tac dong gay quai thai & dong vat sau khi st dung
bambuterol, can than trong trong 3 thang dau thai ky.

S(r dung cac thude chd van thy thé B cho bénh hen suyén va cac bénh Iy phoi
khac nén than trong & giai doan cudi cla thai ky do tac déng chéng co that.
Ha dudng huyét thoang qua duoc ghi nhan & tré so sinh cé me duoc diédu tr
bang chat chui van B, : ‘
Phu nir cho con ba ——

Chua xac dinh bambuterol hoac cac chat chuyén héa cé di qua sira me dugc
hay khang nhung chét chuyén héa terbutaline clia bambuterol qua dugc sira

-me. O liéu diéu trj, terbutaline khéng gay dnh huéng dén tré ba me. Quyét

dinh ngirng cho con bu hodc ngirng ding bambuterol nén xem xét dua vao
lgi ich khi str dung bambuterol & nguéi me va lgi ich cho tré.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Bambuterol khong c6 anh hudng hoic anh hudng khong dang ké lén kha
nang lai xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUO

Twong tac thude :

Thube giy mé halogen

Tranh str dung thubc gay mé halothane trong qua trinh didu trj véi thubc chu
van thu thé B, vi 1am tang nguy co loan nhip tim. Cac thuéc gay mé halogen
khac nén dugc ding than trong khi diing ciing véi chat chi van thy thé B..
Bambuterol kéo dai tac dung gian co cia suxamethonium (succinylcholine).
Téac dong nay do cholinesterase trong huyét twong, 14 enzyme bAt hoat
suxamethonium, bj trc ché mot phan béi bambuterol. Str trc ché phy thudc
liéu ste dung va co thé hdi phuc hoan toan sau khi ngirng st dung bambuterol.
Tuong tac nay ciing can dugc xem xét dbi véi cac thube gidn co khac dugc
chuyén hoa b&i enzyme cholinesterase trong huyét teong.

Céc thudc (rc ché thu thé B (k& ca thube nhd mét), dac biét 13 cac chat e ché
khéng chon lgc, c6 thé Ge ché mét phan hay hoan toan tac dung ciia chét kich
thich thy thé B. -

Thube gay méat kali va ha kali huyét -

Do tac dung ha kali huyét ctia cac chét chli van thy thé B, st dyng dbng thai
cac thudc giam kali huyét (nhw thudc loi tidu, methyl xanthine va corticoste-
roid) 1am tang nguy co ha kali huyét, can can nhéc sau khi danh gia cin than
gizra loi ich va nguy co réi loan nhip tim phat sinh do ha kali huyét. Ha kali
huyét ciing cé thé gay nhiém ddc digoxin.

Thaén trong khi dung bambuterol & nhirng bénh nhan dang str dung céc thude
kich thich giao cam khac.

Sau trvong hop da duoc bao cdo khi st dung két hop salbutamol va
ipratropium dé diéu trj hen suyén, gay ra chng tang nhan &p géc hep. Giéng
nhu salbutamol, terbutaline ciing cé thé x3y ra twong tac tuong ty vai
ipratropium khi duing thudc khi dung. Sy két hgp nay khdng dugc khuyén cao
& nhitng bénh nhan da tirng cd tuong tac nay.

Twong ky: Khong ap dung.
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TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Hau hét cac tac dung khong mong muédn [a biéu hién dac trung cua cac amin
cuong giao cam. Cudng dd cua cac tac dung khéng mong mubn toy thuoc
liéu str dyng. Céc tac dung khéng mong mudn nay sé méat dan trong vong 1 - 2 tudn
didu tni.

Cdc tac dung khdng mong mudn dugc liét ké bén dudi theo cip do va tan
suat cia hé co quan. Tan sudt dugc dinh nghia a: Rét thuong gap (ADR 2 1/10),
Thuong gép (1/100 < ADR < 1/10), It g&p (1/1.000 < ADR < 1/100), Hiém g&p
(1/10.000 < ADR < 1/1.000), Rét hiém g&p (ADR < 1/10.000) va Chusa biét (khéng thé
uoc tinh dupe tir diligu 6 san).

Hé co quan (SOC) | Nhém tan suat | Tac dung khéng mong muédn

Phan ting qua man cam bao gbm

R6i loan mién dich Chua biét | phu mach, may day, phat ban, co
: th&t phé quan, ha huyét p.
Réi loan chuyén hoa 4 Ha kali mau
va dinh dudng Chualbiet Tang glucose méu
. < Réi loan hanh vi, chang han
g4t thuong,ogp nhu kich dong
- ‘ Thuong gdp | Réi loan gi4c ngu
Réi loan tam than Réi o
an hanh i, chang han
It ggp nhu bbi rdi, lo au
v Chéng mat
Chusa biét Tang déng -

R&i loan than kinh Rét thuong gap | Run rdy, nhirc dau

Thuong gép | Danh tréng nguc

2 ! Tim dap nhanh, loan nhijp tim

Roi loan tim . ltgap nhu rung nhi, nhjp nhanh trén
that va ngoai tam thu
Chua biét Thiéu mau cyc bd co tim

R6i loan hé hép, ;
Iong nguc Chura biét Co that phé quan nghich ly
va trung that
Réi loan tiéu hoéa Chua'biét . |Budn nén
RGi loan hé . P
CcO - XUONg Thuong gdp | Chudt rat

va ma lién két :
THONG BAO NGAY CHO BAC Si HOAC DUQ'C Si NHUNG PHAN UNG
CO HAI GAP PHAI KHI SO DUNG THUOC

QUA LIEU VA CACH XU TRI

Qua liéu

Chuwa ghi nhan cé truong hop qua liéu do bambuterol. Tuy nhién, sir dung
qua liéu sé dan dén nong dd terbutaline cao trong mau va do dé xuét hién
cac triu chirng va dau hiéu tvong tw nhu khi dung qua lidu. terbutaline:
Nhtre dau, lo 1ang, run co, chudt rit, danh tréng ngwe, nhip tim nhanh.

Ha huyét ap dai khi xay ra do qua lidu terbutaline. Cac déu hiéu can lam
sang: Tang du'ong huyel nhiém acid lactic doi khi xay ra. Liéu cao chat chu
van Bz c6 thé gay ra giam kali huyét do s téi phan bo kali.

Qua lidu bambuterol co thé gay trc ché dang ké cholinesterase huyét turong,
c6 thé kéo dai trong vai ngay.

Cach xcr tri

Thuéng khdng can diéu trj.

Trwdng hop qué liéu nang, can tién hanh cac phuong phap sau: Rira da day.

bang than hoat tinh. Danh gia can bang kiém toan, dudng huyét va dién glal

Theo déi tan suéat, nhip tim va huyet ap. Chét giai déc thich hqp khi qua liéu-

bambulerol 1a chét trc ché thu thé B chon loc tim nhirng cac thudc tre ché thu
thé B can duqc st dyng than trong & nhirng bénh-nhan co tién sk co that
phe quan. Néu sy giam suc can ngoal bién qua trung glan B, gop phan dang
ké gay giam huyét ap, can phai bdi hoan thé tich huyét tuong

CAC PAC TINH DUQC LY

Dwoc lwc hoc

Nhém duoc ly: Chat cha van B, c6 chon loc, bambuterol

Ma ATC: RO3CC12

Co ché tic dung

Bambuterol |3 tién chat c6 hoat tinh cta terbutaline, chat chi van giao cam
trén thy thé B, kich thich chon loc trén B,. Bambuterol 1a dan chat
bis-dimethylcarbamate cta terbutaline va tén tai & dang racemic.

Tdc dong dworc luc

Cé4c nghién ciru duec luc trén chudt lang cho thdy bambuterol ¢6 tac dung
bao v& chdng co thét phé quan do histamine. Vi liéu twong dwong, thi gian

gian phé quan cta bambuterol dai hon terbutaline. Bambuterol khéng gay
gian co' tron. Tac dung bdo vé phé quan o6 lién quan dén su tao thanh terbutaline.
Cac nghién ctru dugc luc trén bénh nhan hen suyén va cdc tinh nguyén vién
khoe manh cho thdy bambuterol ¢6 tac dung gian phé quan, gay run va tang
nhijp tim. Céc tac dung chuyén héa bao gém ting nhe dudng huyet anh
huong dén kali huyét khong déng ké&. Trong cac nghién cru ngan han trén
chuyén héa lipoprotein cho thay tang HDL cholesterol. Tém lai, tdt ci cac tac
dung dugrc lyc quan sat dugc cb thé do chat chuyén héa od hoat tinh 1A terbutaline.
Du*qc dong hoc

Hép thu

Trung binh khoang 17,5% liéu uéng dugc hap thu qua duong tiéu hda.
Khoang 70 - 90% s\ hap thu xay ra trong 24 gid dau.

Phan bé

Bambuterol lién két voi proteln huyét tuong th&p, khodng 40 - 50% ndng dé trj lidu.
Chuyén héa_

Bambuterol dugc chuyén héa & gan va tao thanh terbutaline nher qua trinh
thily phan va oxy héa. Sau khi hap thu & rudt, khoéng 2/3 Iuong terbutaline
dugc chuyén héa lan dau, bambuterol khong bj chuyén héa 1an ddu, Khoang
65% lugng thube h&p thu vao dugc hé tuan hoan. Vi vy, bambuterol co sinh
kha dyng khoang 10%.

Thai trir

Thoi gian ban thai cua bambu(erol dudng udng khoéng 9 -17 gid.

Dwo déng hoc trén mét s6 déi twong lam sang dic bit

Bénh nhan suy gan: TAt ca cac dbi tweng nghién clru ddu cé thé tao thanh
terbutaline ngoai trr bénh nhan xo gan.

QUY CACH PONG GOI

Hop 03 vix 10 vién

Hop 06 vi x 10 vién

HJp 10 vix 10 vién

H@p 1 chai x 30 vién

HOp 1 chai x 60 vién

Hop 1 chai x 100 vién .

BAO QUAN: Noi khé rao, nhiét do khéng qua 30°C, tranh &nh sang.

HAN DUNG: 36 thang ké& tir ngay san xuét.

TIEU CHUAN: TCCS

AN THIEN PHARMA

CONG TY CO PHAN DUQC PHAM AN THIEN
314 Bong Sao, Phqbng 5, Quan 8, TP. Ho Chi Minh

San xuét tai nha may:
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L6 C16, Duong S6 9, KCN Hiép Phuérc,
Huyén Nha Be, TP H6 Chi Minh
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