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BAMTOLIN® 10MG

Bambuterol hydrochlorid 10 mg, vién né

Thudc nay chi ding theo don thude.

Pé xa tam tay tre em.

Poc k§ hwéng din sir dung trwée khi ding.
Néu cin thém théng tin xin héi y kién béc si.

THANH PHAN CONG THUC THUOC

MOi vién nén chira:

Thanh phdn hoat chdt: Bambuterol hydrochlorid 10 mg.

Thanh phén td dirge: Lactose, avicel-101, corn starch, polyvinyl pyrrolidone, sodium
starch glycolate, magnesium stearate.

DANG BAO CHE

Vién nén.

M5 ta: Vién nén thuon dai mau tring, hai mit 16i, mot mit co khic vach ngang va mit
con lai khic ST | 339.

CHI PINH ' _ ‘
Diéu tri hen phé quan. co that phé quan va‘hoac tac nghén duong ho hap ¢o hoi phuc.

LIEU DUNG VA CACH DUNG

Liéu ding:

Bambuterol dudi dang vién nén, lidu chi dinh 1 lin/ngay, ding ngay trude khi di ngu.
Can diéu chinh liéu phu hop tirmg ca nhén.

Bénh nhéan phai dung liéu phap khéng viém t6i wu (nhu corticosteroid hit, thude dbi
khéng thy thé leukotrien) khi st dung bambuterol dé diéu tri duy tri trong bénh hen.
Ngudi lon: Liéu chi dinh khai ddu 10 mg-20 mg. C6 thé tang liéu tir 10 mg dén 20 mg
sau 1-2 tudn, tiy theo hi¢u qua lim sang,

8] nhitng bénh nhin trude diy di dung nap t6t cac chat chii van Bz, liéu khai dau khuyén
dimg ciing nhu lidu duy tri 14 20 me.

Nguoi 16n tudi: Khong can diéu chinh lidu.

Bénh nhan rdi loan chirc ning gan: Khéng khuyén cédo dung cho bénh nhan rdi loan
chire ning gan vi khéng dy dodn duoc cce chuyén hoa thanh terbutalin.

Bénh nhan suy chirc niing thin trung binh dén ning (GFR < 50 mL/phut): Khuyén cdo
ding bambuterol liéu khéi dau bang nia litu dung & nguoi lon.

Tré em: Khong diing bambuterol cho tré em cho dén khi cé ddy du dir liéu 14m sang.

CHONG CHI PINH

Min cam véi hoat chét hay bat ky céc thanh phan ta dugc nao cua thude. Hién nay
khong khuyén cdo str dung bambuterol cho tré em do dir liéu 1am sang han ché trén
nhém dbi tugng nay.
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Do terbutalin duge bai tiét cht yéu qua than, cin giam phéan nia lidu & nhitng bénh nhan
ton throng chire ndang thin (GFR < 50 mL/phut).

O nhirng bénh nhan xo gan, va ca nhirng b¢nh nhén c6 ton thuong chirc ning gan ning
do nguyén nhén khac, liéu ding hang ngay phai dugce diéu chinh thich hgp cho tirng ca
nhén, cin danh gi4 kha ning chuyén hoa bambuterol thanh terbutalin & ngudi bénh ¢o
bi suy giam hay khong. Do vdy, dya trén quan diém thyc hanh, st dung truc tiép chit
clmyen hoa hoat tmh terbutalin (Bl‘lLdl‘ly ), thi thich hgp hon & nhitng bé¢nh nhén nay.
Ciing nhu déi véi tat ca cde chit chi van Ba, cin sir dung than trong 6 nhitng bénh nhin
nhiém doc giap.

Anh huéng 1én hé tim mach ¢o th¢ duge ghi nhan & cac thude curdng giao cam, bao gom
bambuterol. Co mot sO bing chimg qua qué trinh [uu hanh thude trén thi truong va y
viin vé sur hiém khi x4y ra thiéu mau co tim cuc bo lién quan t&i cde thude chit vin béta,
Nhitng bénh nhan bi bénh tim ning (bénh thiéu mau tim cye bo, Ioan nhip ho@c suy tim
nang) dang ding bambuterol, nén thong bio cho bic s néu cam thdy dau that ngye hay
¢6 cdc tri¢u chimg ciia bénh tim tién trién xdu di. Nén chu y danh gia cac triéu ching
nhu khé thé va dau thit ngye vi ¢o thé do nguyén nhén tir bénh hé hép hay tim mach.
Du bambuterol khong duge chi dinh dé diéu tri doa sinh non, cling nén luu y bambuterol
chuyén hoa thanh terbutalin va terbutalin nay khong dugc sir dung nhu thude diéu tri
doa sinh non & san phy ¢6 tién sir thiéu mau tim cuc b hodic san phu ¢6 nguy co thiéu
mau tim cuc bo.

Do tac dyng lam téng dudng huyét ctia cée chdt chi van Ba, céc bién phap kiém sodl
duong huyét bd sung duoe khuyén cdo khi bit diu diéu tri cho nhitng bénh nhén bj tiéu
dudng.

Do tic dyng 1am tim co bop manh hon ciia chét chii van o, khong nén ding cac thude
nay cho bénh nhén bi bénh co tim phi dai.

Céc chét chi vén B> ¢6 thé gdy loan nhip tim, nén cin nhic khi didu tri cho ddi tugng
bénh nhan nay.

Khéng thé dur dodn duoc sy thay dbi voi tirng ¢4 nhan trong su chuyén héa bambuterol
thanh terbutalin ¢ nhitng bénh nhén bj xo gan. Vige st 1ung mot thudc thay thé chét
chit van P2 duge khuyén co & nhitng bénh nhan bi xo gan va ¢o cdc dang khac cua suy
giam chtre ning gan ning.

Giam kali huyét nang co thc xay ra khi diéu tri v6i chdt chu vén Ba. Can than trong dac
biét trong con hen nang cip tinh do nguy ¢o ha kali huyet tang cao khi giam oxy mau,
Tac dong giam kali huyét c6 thé xay ra khi dreu tri phdi hop (xem phin TUONG TAC,
TUONG KY CUA THUOC). Cén theo dai ndng dé kali huyét thanh trong céc truom g
hop nay.

Nhimng bénh nhén hen can diéu tri vai bambuterol phai duoc diéu tri khang viém tdi wu,
nhu dung corticosteroid dudng hit, thude ddi khéng thu thé leukotrien. Nhirng bénh
nhén nay nén duge tr van tiép tyc lidu phap khang viém ctia hg sau khi bit diu diéu tri
bambuterol, thdm chi dén khi tri¢u ching hen di giam. Néu ché d6 lidu hiéu qua trude
day khong con lam g giam trigu chimg tuong ty nhu trude nira, diéu nay cho thdy bénh
Iy nén dang tién trién xdu di. Bénh nhén cin dugc tr vin y khoa ngay va danh gia lai
viée didu tri. Than trong khi sir dung thém céc li¢u phdp diéu trj khac (bao gom vige
ting lidu cac thudc khang viém). Khéng dung bambuterol khoi dau hodc ting lidu
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bambuterol trong khi diéu tri con hen cz’ip. Con hen kich phat ning nén dugc diéu tri
cp ciru nhur hwéng din thuong ding.

Than trong khi diéu tri cho bénh nhan ¢6 khuynh huéng bi tang nhan ap goc hep.

Vién nén Bamtolin” 10mg ¢6 chira lactose. Bénh nhin khong nén dung thude néu co
cac van dé di truyén hiém gip: khong dung nap galactose, tinh trang thiéu enzym Lapp
lactase hodc kém hép thu glucose galactose.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢ thai

Miic dui chua thdy ¢6 tac dong gay quéi thai & dong vét sau khi str dung bambuterol, ¢in
thn trong trong 3 théng dau thai ky.

Cac thude chi vin fa dé diéu tri hen va cac bénh phm khéc nén duge sir dyng thén trong
& giai doan cudi ctia thai k¥ vi tac dong chdng co thit.

Ha duomg huyét thodng qua da duge béo cdo & tré sinh non ¢6 me duge diéu tri bing
thude chi vén Ba.

Phu nii cho con b

Chua biét bambuterol hoic cac dang chuyén hoa trung gian ¢6 di qua sira me hay khong.
Terbutalin, chét Lhuycn héa ¢d hoat tinh cua bambuterol di qua stta me¢ nhung khong
théy co anh huang dén nhii nhi ¢ lidu diéu tri.

Viéc ngung cho con bu hay ngung liéu phap bambuterol duge quyét dinh dua trén loi
ich cta viée cho tré bu me va diéu tri cho nguoi me.

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

Bamtolin® 10mg khong c6 hogic anh hudong khong dang ké 1én kha nang lai xe va vén
hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic véi cic thude khac va cac dang twong tic khac

Cdc thude gdy mé nhom halogen héa

Trénh ding thude giy mé halothan khi didu tri vai chét cha véan B2 do tang nguy co loan
nhip tim. Thén trong khi st dung cac thube gy mé nhom halogen héa khéc cling véi
chét chu van ..

Bambuterol kéo dai tac ddng gidn co cla suxamethonium (succinylcholin). Téc dong
giin co ciia suxamethonium kéo dai gp 2 Ian da dugc quan sat thay o mot s6 bénh nhén
sau khi dung bambuterol 20 mg vao budi toi trude khi phdu thuat. Sy trc ché tuy thuge
liéu lwgng va ¢o thé hdi phyuc hoan toan sau khi ngung diéu tri véi bambuterol. Tac don g
nay do cholinesterase trong huyét twong, I enzym bat hoat suxamethonium, bj tr¢ ché
mét phan béi bambuterol. Cac nghién ciru vé tac dong 1én cholinesterase trong huyét
twong cho thiy bambuterol e ché hoat dong, nern;, ¢6 hoi phye. Tuy nhién, trong
nhlmg, truong hop nghiém trong, twong tic ¢o thé din (]‘en kéo dai thoi gian ngung tho,
co thé co v nghia lam sang. Sy tuong tac ndy cling can duge can nhic véi cac thude
gidn co khac dugce chuyén hoa béi cholinesterase.

Céc thude tre ché thu thé béta (ké ca thudc nho mit), dic biét la cac thude da we ché
khang chon loc, ¢6 thé trc ché mat phéan hay hoan toan tde dung cuia chét kich thich thy
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thé B. Vi vdy, thong thuong khang nén dimg dong thoi bambuterol va cac thude tre ché
[ khong chon loc.

Céc thuoce gay giam kali va ha kali quf.e_;r

Do tac dung ha kali huyét ciia céc chat chit van pa, thin trong khi dung déng thoi cac
thuée lam giam kali trong huyet thanh di duoc biét [am trAm trong thém nguy co ha
kali huyét, nhur cée thude loi tiéu, methyl xanthin va corticosteroid, sau khi danh gia cin
thin loi ich va nguy co cua viée tang nguy co loan nhip tim do ha kali huyel (xem phan
CANH BAO VA THAN TRONG KHI DUNG THUOC). Ha kali huyét ciing d& dén
dén ngd doe digoxin.

Than trong khi ding bambuterol trén nhitng bénh nhin dang ding cac thudce kich thich
thin kinh giao cam khac.

C6 séu truong hop duge bdo cao khi ding dong thoi voi salbutamol va ipratropium
trong diéu tri hen (khi dung), gy ra ting nhan ép géc hep. Terbutalin cling c6 thé tuong
tac voi ipratropium, twong ty nhu salbutamol, khi dung thude bang may phun khi dung.
Phdi hop nay khoéng khuyén khich ding cho bénh nhn ¢6 nguy co giip phai twong téc
nay.

Twong ky ciia thudc
Do khéng c6 cac nghién ctru vé tinh tuong ky, cia thuoc, khéng trdn lan thude nay véi
cac thuoe khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Hiu hét cac tac dung ngoai v 1a bicu hién dic trung cua cac amin cudng giao cam. Mire
do ndng cua cac tac dung khong mong mudn phu thude vao lidu. Céc téc dung khong
mong mudn nay s& mat dan trong vong 1-2 tudn diéu tri.

Céc tac dung khong mong mudén li¢t ké sau day duge phén logi theo tan suat mac phai
va hé co quan. Phan nhom theo tin sudt: Rat thuong gip (= 1/10), lhmmg gip (2 1/100
dén < 1/10), itgdp (> 1/1.000 dén < 1/100), hiém gap (> 1/10.000 dén<1 000) rat hiém
gip (<1/10.000), khong ro tin sudt (khéng thé ude tinh tir cae dit liéu 6 sin).

H¢ co quan (SOC) | Phan loai tian Téc dung khdng mong mudn
suat B
Hé mién dich Khéng 16 Phan mg qud man bao gom phu mach, ngogi
ban, n6i may day, co thit phé quan, ha huyét
ap va ngat -
Chuyén hoa va dinh | Khong ro Ha kali huyét
dudng | Tang duong huyét
Rit thuong gdp | Ri loan hanh vi, nhu bon chon
Thuong gip R&i loan gide ngu
TAm thén It gap R&i loan hanh vi, nhu kich dong
Khong ro Chong miit
Tang dong
Hé thankinh [ Rat thuémg gip | Run co, dau dau
Tomomesh Thutng gap 1—)‘z'mh_ Eréng nguc
It gdp | Tim dép nhanh
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R6i loan nhip tim nhu rung nhi, nhip nhanh
trén thét va ngoai tim thu
Khong rd Thiéu méu co tim cuc bd (xem phan CANH

BAO VA THAN TRONG KHI DUNG
THUOC)

Hoé hap, 16ng ngue | Khéng xéc dinh | Co thit phé quan nghich thuong

Tiéu hoa Khong ro Buon nén

Co xuong va mo | Thuong gap Chudt rat

lién két

Thong bio cho béc si nhitng tic dyng khong mong mudn gap phai khi siv dung
thudc.

QUA LIEU VA CACH XU TRi

Tri¢u chitng

Qué lidu 6 thé din dén ndng do terbutalin cao trong méu va do do xudt hién céc triéu
chimg va dau hiéu tuong ty nhu khi ding qua liéu Bricanyl: Nhirc dau, lo Iﬁng run,
budn nén, chudt rat, danh trong ngure, nhip tim nhanh va loan nhip tim.

Ha huyet ap déi khi xdy ra do qua liéu terbutalin,

Cac déu hiéu cin 1am sang; Téang dudmg huyét, nhiém acid lactic mau déi khi Xay ra.
Lidu cao chit chi van pa ¢o thé gdy ra giam kali huyét do su tai phan b6 kali.

Qua liéu bambuterol co thé gay tre ché dang ké cholinesterase huyel trong, ¢6 thé kéo
dai trong vai ngay (xem phfm TUONG TAC TUONG KY CUA THUOC).

Xir tri

Thuong khong can diéu tri qué liéu. Truong hop qua liéu ning, cac phuong phap sau
nén duge can nhic dya trén ting truong hop cu thé: Rira da day va dung than hoat tinh.
DPénh gia can bang kiém toan, duong huyct va di¢n giai. Theo doi lan 56, nhip tim va
huyét ap. Thube giai dge vu tién cho roi loan nhip tim 6 ¥ nghia vé mat huyul dong la
mot thude irc ché thu thé béta chon loc tim nhung cic thude e ché thu thé béta can
duge st dung thin trong & nhitng bénh nhéin ¢é tién st co that plm quan. Néu su gmm
stre can mach mau ngoai bién qua trung gian f2 gop phan dang ké gay giam huyét ap,
can phai boi hoan thé tich huyét twong.

PAC TINH DUQC LU'C HQC

Nhom duge ly: chii vin 32 ¢6 chon loc, bambuterol

Ma ATC: RO3C C12.

Co ché hoat dong

Bambuterol 1a tién chat ¢6 hoat tinh ctia terbutalin, chat chi van giao cam trén thy thé
B, kich thich chon loc trén Bo. Bambuterol 1a din chét bisdimethylcarbamat cua
terbutalin va ton tai & dang racemic 1:1.

Tdc dong droe Iy

Cac nghién ciru duge lre hoe cho thay sau khi cho chudt lang uong bambuterol, da dat
dugce tac dung, bao v¢ chong lai sur co thit phé quan do histamin. O liéu twong dwong,
thoi gian gidn phé quan kéo dai hon so vaoi sau khi ding terbutalin don thuan.
Bambuterol, hofic monocarbamat este, khong ¢6 dac tinh gidn co tron. Céac tic dung bao



https://trungtamthuoc.com/

vé chong co thit phé quan duge thiy sau khi udng bambuterol ¢6 lién quan dén viée tao
ra terbutalin, cing nhu céc tac dung khac (tac dong lén cac co quan khac).

Céc nghién ciru dugce luc hoc da duogc thuc hién & bénh nhdn hen va nhimng ngudi tinh
nguyén khée manh, Céc tdc dong quan sat dugc la gidn phé quan, run va ting nhip tim.
Céc tdc dong chuyén hoa bao gdm sir gia ting nhd lvong glucose trong mau, trong khi
tac dong Ién kali huyét thanh la khéng dang ké. Trong cic nghién ciu ngan han vé
chuyén héa lipoprotein, sy taing HDL cholesterol da duoc ghi nhan. Tom lai, tat ca cac
tac dung dugce lue hoe duge quan sat thdy c¢6 thé duge cho 1a do chat chuyén héa cé
hoat tinh terbutalin.

PAC TINH DUQC PONG HOC

Hap thu:

Trung binh, 20% mot liéu udng ciia bambuterol duoc hip thu. Khodng 70-90% su hép
thu dién ra trong vong 24 gid dau.

Chuyén hoa:

Bambuterol duge chuyén hoa & gan tao thanh terbutalin bing ca hai phan (mg thuy phén
va oxy hoa. Sau khi duge hip thu & rut, khoing 2/3 terbutalin tham gia chuyén hoa lan
dau, bambuterol thi khéng. Khoang 65% lugng hdp thu s& vao vong tudn hoan. Vi vy,
bambuterol ¢6 sinh kha dyng khoéng 10%.

Phén bo:

Bambuterol gin két vai protein huyét tuong thap, khoang 40-50% & ndng dé tri lidu.
Thai trir:

Thoi gian bén thai sau cuing cta bambuterol sau khi uéng mot liéu la 9-17 gio.

Bénh nhan suy gan:

() tat ca cac nhom ddi twgng nghién ciru, terbutalin déu ¢6 thé duge hinh thanh theo con
dudng du dodn trude ngoai trlr bénh nhan xo gan.

DU LIEU AN TOAN TIEN LAM SANG

Bambuterol khéng cho théy bt k¥ tac dung phu nao gy rii ro cho ngudi ¢ lidu diéu tri
trong cdc nghién ctru doc tinh,

Bambuterol dugc st dung dudi dang racemic: (-)-bambuterol chiu trach nhiém vé tac
dung duogc luc hge thong qua viée tao ra (-)-terbutalin. (+)-bambuterol tao ra (+)-
terbutalin khéng ¢6 hoat tinh dugce lyc. Ca (+) va (-)-bambuterol déu ¢6 hoat tinh nhu
chit (rc ché men cholinesterase trong huyét trong. Sy tic ché nay ¢é thé dao nguge.
Céac nghién ciru doc tinh cho lhay bambuterol ¢6 tac dung kich thich B, biéu hién bing
dc tinh trén tim ¢ cho, va & liéu cao., duoc quan sat thdy trong cac nghién ciru doc tinh
cdp, ¢o cac tac dung cholinergic.

Khéng c6 bang chimg tir dir liéu an toan tién 1am sang dé chi ra raing bambuterol khong
thé duge sir dung & ngudi cho cdc chi dinh di dwa ra véi mire do an toan day du.

QUY CACH PONG GOI
Lo 30 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

N S S
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Bio quin: Béo quan & nhiét dd khong qua 30°C.
Han ding: 36 thang k¢ tir ngay san xudt.
Tiéu chuin chit hegng: Nha sin xudt

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Taiwan Biotech Co., Ltd.
No. 22. Chieh-Shou Rd., Taoyuan Dist.. Taoyuan City, Taiwan, R.0.C. (Dai Loan)




