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Rx Thudc ké don Lo 30 vién 

Bamtolin 10mg 

‘Thanh phan: M6i vién nén chia: La sx: 
Bambuterol hydrochlorid 410mg NSX :dd/mnvyyyy 
Ghi dinh, Gach ding, Chéng chi dinh va cae théng fin HSD_: de/mnvyyyy 
khéo: Xem to hung d&n str dung thudc kém theo. SDK ¢ 
Bao quan & nhidt 4 khong qua 30°C. 
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Tigu chudn chat lvong: Nha san xudt. San xuat bér: 
Bé thuée xa tim tay tré em. ®& taiwan Biotech Co., Led 
Boc ky huéng dan st dung truse khi dung. No. 22, Chieh-Shou Rd., Taoyuan Dist., 
DNNK: Taoyuan City, Taiwan, R.0.C. (Bai Lear) 

Enlarge 150% 

Rx Thuéc ké don Lg 30 vién 

Bamtolin’ 10mg 
a 

Thanh phan: Mi vién nén chtra: Lasx: 8 
Bambuterol hydrochlorid................ 10mg NSX : dd/mmiyyyy a 

Chi dinh, Cach ding, Chéng chi dinh va cdc théng tin © HSD_: ddimmiyyyy a 
khéc: Xem ty huéng déin sir dung thude kam theo. SBK : 
Bao quan & nhiét 46 kh6ng qua 30°C. 

Tiéu chuan chat lweng: Nha san xuat. 

Dé thuocxa tam taytréem, ® © taiwan Biotech Co.,Ltd. 
Doc ky huéng dan str dung trurée khi dung. No. 22, Chieh-Shou Rd., Taoyuan Dist, 
DNNK: Taoyuan City, Taiwan, R.O.C. (Dai Loan) 

San xuat béi: 
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Rx 

BAMTOLIN® 10MG 
Bambuterol hydrochlorid 10 mg, vién né 

Thudc nay chi ding theo don thuéc. 

Dé xa tam tay tré em. 

Doc ky hwéng dan st dung truée khi ding. 
Néu can thém thong tin xin hdi y kién bac si. 

THANH PHAN CONG THUC THUOC 
M6i vién nén chtra: 
Thanh phan hoat chat: Bambuterol hydrochlorid 10 mg. 
Thanh phan té duoc: Lactose, avicel-101, corn starch, polyvinyl pyrrolidone, sodium 

starch glycolate, magnesium stearate. 

DANG BAO CHE 
Vién nén. 

M6 ta: Vién nén thuén dai mau trang, hai mat 16i, mot mat cé khae vach ngang va mat 
con lai khac ST | 339. 

CHIDINH _ a 
Diéu tri hen phé quan, co that phé quan va/hoac tac nghén dudng hé hap co hdi phuc. 

LIEU DUNG VA CACH DUNG 
Liéu ding: 

Bambuterol duéi dang vién nén, liéu chi dinh 1 lan/ngay, ding ngay truéc khi di ngu. 
Can diéu chinh liéu phu hgp ting cd nhan. 

Bénh nhan phai ding liéu phap khang viém téi wu (nhu corticosteroid hit, thuéc déi 

khang thu thé leukotrien) khi str dung bambuterol dé diéu tri duy tri trong bénh hen. 
Nguoi lon: Liéu chi dinh khéi dau 10 mg-20 mg, Cé thé tang liéu tir 10 mg dén 20 mg 
sau 1-2 tuan, tiy theo hiéu qua lam sang. 
G nhiing bénh nhan trudée day da dung nap tét cdc chat cht van Bo, ligu khoi dau khuyén 

ding cting nhu liéu duy tri la 20 mg. 
Nguoi lén tudi: Khéng can diéu chinh liéu. 
Bénh nhan réi loan chtre nang gan: Khéng khuyén cdo ding cho bénh nhan réi loan 
chire nang gan vi khéng dy doan duge cae chuyén héa thanh terbutalin. 

Bénh nhan suy chire nang than trung binh dén nang (GFR < 50 mL/phut): Khuyén cdo 

ding bambuterol liéu khdi dau bang ntta liéu ding 6 ngudi l6n. 
Tré em: Khéng ding bambuterol cho tré em cho dén khi cé day du dit liéu lam sang. 

CHONG CHI DINH 
Man cam véi hoat chat hay bat ky cdc thanh phan ta duoc nao cua thuéc. Hién nay 

khong khuyén cdo str dung bambuterol cho tré em do di liéu lam sang han ché trén 
nhém déi tuong nay.
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CANH BAO VA THAN TRONG KHI DUNG THUOC 
Do terbutalin duge bai tiét chu yéu qua than, can giam phan mira liéu 6 nhiin g bénh nhan 
tén thuong chire nang than (GFR < 50 mL/phut). 

GO nhitng bénh nhan xo gan, va ca nhitng bénh nhan cod ton thuong chire nang gan nang 

do nguyén nhan khac, liéu diing hang ngay phai dugc diéu chinh thich hop cho ttrng ca 
nhan, cén dénh gid kha nang chuyén hoa bambuterol thanh terbutalin 6 nguoi bénh cd 
bj suy giam hay khéng. Do vay, dya trén quan diém thyc hanh, str dung true tiép chat 
chuyén héa hoat tinh, terbutalin (Bricany]), thi thich hgp hon 6 nhtng bénh nhan nay. 
Citing nhu ddi v6i tat cd cdc chat chil van Bo, cAn sit dung than trong 6 nhitng bénh nhan 
nhiém déc gidp. 

Anh huéng lén hé tim mach co thé duge ghi nhan & cdc thuéc cuong giao cam, bao gom 

bambuterol. Co mot s6 bang chumg qua qua trinh lu hanh thudc trén thi trudng va y 
van vé su hiém khi xay ra thiéu mau co tim cyc b6 lién quan téi cdc thuéc cht van béta. 

Nhiing bénh nhan bj bénh tim nang (bénh thiéu mau tim cuc bd, loan nhip hode suy tim 
nang) dang ding bambuterol, nén thong bao cho bac si néu cam thay dau that nguc hay 
c6 cae triéu ching ctia bénh tim tién trién xdu di. Nén chi y danh gia cac tri¢u ching 
nhu kh6 thé va dau that ngue vi co thé do nguyén nhan tir bénh hé hap hay tim mach. 
Du bambuterol khong duge chi dinh dé diéu tri doa sinh non, citing nén lu y¥ bambuterol 
chuyén hoa thanh terbutalin va terbutalin nay khong duge st: dung nhu thudc diéu tri 
doa sinh non @ san phy cé tién sir thiéu mau tim cuc b6 hode san phu cé nguy co thiéu 
mau tim cuc b6. 

Do tac dung lam tang dudng huyét clia cdc chat chi van Bo, cdc bién phap kiém soat 
duong huyét b6 sung duge khuyén cdo khi bat dau diéu tri cho nhitng bénh nhan bi tiéu 
duong. 
Do tac dung lam tim co bop manh hon ctia chat chi van B2, khéng nén ding cac thude 
nay cho bénh nhan bi bénh co tim phi dai. 
Cac chat cht van B2 c6 thé gay loan nhip tim, nén can nhac khi diéu tri cho déi tuong 
bénh nhan nay. 
Khong thé dy doan duge su thay d6i voi ting ca nhan trong sy chuyén hoa bambutero! 
thanh terbutalin 6 nhitng bénh nhan bj xo gan. Viée str ung mot thudc thay thé chat 
chu van B2 duge khuyén cdo 6 nhiing bénh nhan bi xo gan va cé cac dang khac cua suy 
giam chire nang gan nang, 
Giam kali huyét nang cd thé xay ra khi diéu tri voi chat chi van B2. Can than trong dac 
biét trong con hen nang cap tinh do nguy co ha kali huyét tang cao khi giam oxy mau. 
Tac dong giam kali huyét c6 thé xay ra khi diéu tri phdi hop (xem phan TUONG TAC, 
TUONG KY CUA THUOC). Can theo dai néng dé kali huyét thanh trong cdc truong 
hop nay. 

Nhiing bénh nhan hen can diéu tri voi bambuterol phai duge diéu tri khang viém téi wu, 
nhu dung corticosteroid dudng hit, thudc déi khang thu thé leukotrien. Nhting bénh 
nhan nay nén duge tu van tiép tuc ligu phap khang viém ctia ho sau khi bat dau didu tri 
bambuterol, tham chi dén khi triéu ching hen da giam. Néu ché 6 liéu hiéu qua true 
day khong con lam giam trigu ching tuong ty nhu trude nita, diéu nay cho thay bénh 
ly nén dang tién trién x4u di. Bénh nhan can dugc tu van y khoa ngay va danh gia lai 
viéc diéu trj. Than trong khi str dung thém cdc liéu phap diéu tri khac (bao g6m viée 
tang liéu cac thuéc khang viém). Khéng ding bambuterol khéi dau hoiic tang liéu 
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bambuterol trong khi diéu tri con hen cap. Con hen kich phat nang nén duoc diéu tri 

cap ctu nhu huéng dan thudng ding. 
Than trong khi diéu tri cho bénh nhan c6 khuynh huéng bi tang nhan ap géc hep. 

Vién nén Bamtolin® 10mg co chira lactose. Bénh nhan khong nen dung thudc néu cd 

cac van dé di truyén hiém gap: khong dung nap galactose, tinh trang thiéu enzym Lapp 
lactase hoc kém hap thu glucose galactose. 

SU DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU 
Phu ni? co thai 

Mac du chua thay co tac déng gay quai thai & d6ng vat sau khi str dung bambuterol, can 
than trong trong 3 thang dau thai ky. 

Cac thuéc chi van Bo dé diéu tri hen va cdc bénh phéi khac nén duge sir dung than trong 
6 giai doan cudi ctia thai ky vi tac dong chéng co that. 
Ha duong huyét thoang qua da duoc bao cao 6 tré sinh non cé me duge diéu tri bang 

thudc cht van Bo. 
Phu nit cho con bu 

Chua biét bambuterol hodc cdc dang chuyén héa trung gian c6 di qua stra me hay khéng. 

Terbutalin, chat chuyén héa cé hoat tinh cua bambuterol di qua stta me nhung khéng 

thay co anh huéng dén nhii nhi 6 liéu diéu tri. 
Viéc ngung cho con bu hay ngung liéu phap bambuterol duge quyét dinh dua trén loi 
ich cua 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 khéng cé hodc anh huéng khéng dang ké én kha nang lai xe va van 
hanh may moc. 

TUONG TAC, TUONG KY CUA THUOC 
Twong tac véi cac thudc khac va cac dang twong tac khac 

Cae thudc gay mé nhém halogen héa 

Tranh ding thuéc gay mé halothan khi diéu tri voi chat chu van B2 do tang nguy co loan 
nhip tim. Than trong khi str dung cac thudc gay mé nhém halogen héa khac cung véi 
chat chu van Bp. 

Bambuterol kéo dai tac déng gian co cula suxamethonium (succinylcholin). Tac dong 

gian co cla suxamethonium kéo dai gdp 2 lan da durge quan sat thay 6 mét s6 bénh nhan 
sau khi ding bambuterol 20 mg vao budi ti trude khi phau thuat. Sy we ché tury thudc 
liéu luong va c6 thé héi phuc hoan toan sau khi ngung | diéu tri voi bambuterol. Tac dong 
nay do cholinesterase trong huyét tuong, 1a enzym bat hoat suxametkonium, bi tre ché 
mét phan béi bambuterol. Cac nghién citu vé tac déng lén cholinesterase trong huyét 

tuong cho thay bambuterol tre ché hoat déng, nhung co hdi phuc. Tuy nhién, trong 
nhitng truong hgp nghiém trong, tuong tac cé thé dan dén kéo dai thoi gian ngung thd, 

cé thé cé y¥ nghia lam sang. Sy tuong tac nay cting can duge can nhac voi cdc thudc 
gin co khac duoc chuyén héa bdi cholinesterase. 

Cac thuée tre ché thu thé béta (ké ca thudc nhé mit), dic biét 1a cdc thude da tre ché 
khéng chon loc, cd thé tre ché mét phan hay hoan toan tac dung cua chat kich thich thy
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thé B. Vi vay, thong thuong khéng nén ding déng thoi bambuterol va cac thudc tre ché 

B khong chon loc. 

Cac thuéc gdy gidm kali va ha kali huyét 

Do tac dung ha kali huyét ctia cde chat cht van B2, than trong khi dung déng thoi cdc 

thuéc lam giam kali trong huyét thanh da duge biét lam tram trong thém nguy co ha 

kali huyét, nhu cdc thuéc loi tiéu, methyl xanthin va corticosteroid, sau khi danh gia can 
than I9i ich va nguy co cia viée ting nguy co loan nhip tim do ha kali huyét (xem phan 

CANH BAO VA THAN TRONG KHI DUNG THUOC). Ha kali huyét cing dé dan 
dén ng6 d6c digoxin. 
Than trong khi dung bambuterol trén nhiing bénh nhan dang ding cdc thuéc kich thich 
than kinh giao cam khac. 
C6 sdu trong hop duge bao cao khi ding déng thoi véi salbutamol va ipratropium 

trong diéu tri hen (khi dung), gay ra tang nhan ap goc hep. Terbutalin cing cé thé tuong 

tac véi ipratropium, tuong ty nhu salbutamol, khi ding thuéc bang may phun khi dung. 

Phéi hop nay khéng khuyén khich ding cho bénh nhan cé nguy co gap phai trong tac 
nay. 

Tuong ky ciia thuéc 

Do khong cé cac nghién ctu vé tinh tuong ky cua thudc, khéng trén lan thudc nay voi 

cac thudc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC 
Hau hét cac tac dung ngoai y 1a biéu hién dac trung cua cac amin cudng giao cam. Mu 

d6 nang cua cac tac dung khéng mong muon phy thudc vao ligu. Cac tac dung khéng 
mong mu6n nay sé mat dan trong vong 1-2 tudn diéu tri. 

Cac tac dung khéng mong muon liét ké sau day duge phan loai theo tan suat mac phai 

va hé co quan. Phan nhém theo tan suat: Rat thuong gap 1/10), thuong gap (= 1/100 
dén < 1/10), it gap (> 1/1, 000 dén < 1/100), hiém gap (> 1/10.000 dén < 1. 000), rat hiém 

gap (<1/10.000), khong r6 tan suat (khéng thé wéc tinh tir cdc dit liéu cé sin). 

Hé co quan (SOC) | PhAn loai tan Tac dung khéng mong muén 

suat 

Hé mién dich Khong r6 Phan tng qua man bao gém phi mach, ngoai 

ban, noi may day, co that phé quan, ha huyét 

ap va ngat. 
Chuyén héa va dinh | Khéng r6 Ha kali huyét 

dudng Tang duong huyét 
Rat thuong gap | Rdi loan hanh vi, nhy bén chén 
Thuong gap Réi loan gidc ngu 

Tam than It gap R6i loan hanh vi, nhu kich déng 

Khong r6 Chong mat 
Tang dong 

Hé than kinh Rat thuong gap | Run co, dau dau 

; Thuong gap Danh trong nguc 

Tin mash It gap Tim dap nhanh 
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R6i loan nhip tim nhu rung nhi, nhip nhanh 

trén that va ngoai tam thu 
Khéng ré Thiéu mau co tim cue b6 (xem phan CANH 

BAO VA THAN TRONG KHI DUNG 
THUOC) 

Hé6 hap, long ngue _| Khong xac dinh | Co that phé quan nghich thudng 
Tiéu hoa Khong r6 Buon nén 

Co xuong va md | Thuong gap Chuédt rut 

lién két 

Théng bao cho bac si nhitng tac dung khéng mong muén gap phai khi sir dung 
thuéc. 

QUA LIEU VA CACH XU TRi 
Triéu ching 
Qua liéu c6 thé dan dén nong dé terbutalin cao trong mau va do dé xuat hién cdc triéu 
chung va dau hiéu tuong tu nhu khi ding qua liéu Bricanyl: Nhtre dau, lo lang, run, 
buén n6n, chuét rit, danh trong ngye, nhip tim nhanh va loan nhip tim. 
Ha huyét dp doi khi xay ra do qua liéu terbutalin. 
Cac dau hiéu can lam sang: Tang dudng huyét, nhiém acid lactic mau déi khi xay ra. 
Liéu cao chat cht van B> c6 thé gay ra giam kali huyét do sy tai phan bé kali. 
Qua liéu bambuterol cd thé gay tre ché dang ké cholinesterase huyét tuong, co thé kéo 
dai trong vai ngay (xem phan TUONG TAC, TUONG KY CUA THUOC). 
Xik tri 
Thuong khéng can diéu tri qua liéu. Truong hop qua liéu nang, cdc phuong phap sau 
nén duge can nhac dua trén tig trong hop cu thé: Rita da day va ding than hoat tinh. 
Danh gia can bang kiém toan, duong huyét va dign giai. Theo d6i tan sé, nhip tim va 
huyét ap. Thudc giai déc wu tién cho roi loan nhip tim 6 y nghia vé mat huyét dong la 
mot thudc tre ché thu thé béta chon loc tim nhung cac thudc tre ché thu thé béta can 
duoc str dung than trong @ nhitng bénh nhan cé tién str co that phé quan. Néu su giam 
sue can mach mau ngoai bién qua trung gian B2 gop phan dang ké gay giam huyét ap, 
can phai bdi hoan thé tich huyét tuong. 

DAC TINH DUQC LUC HOC 
Nhoém duge ly: cht: van B2 c6 chon loc, bambuterol 

Ma ATC: RO3C C12. 
Co ché hoat déng 
Bambuterol 1a tién chat c6 hoat tinh cua terbutalin, chat chu van giao cam trén thu thé 
B, kich thich chon loc trén B2, Bambuterol la dan chat bisdimethylcarbamat cua 
terbutalin va tén tai & dang racemic 1:1. 
Tde dong duoc ly 
Cac nghién ctru duge luc hoe cho thay sau khi cho chuét lang udng bambuterol, da dat 
dugc tac dung bao vé chéng lai su co that phé quan do histamin. O liéu tuong duong, 
thoi gian gidn phé quan kéo dai hon so v6i sau khi ding terbutalin don thuan. 
Bambuterol, hodc monocarbamat este, khéng c6 dac tinh gian co tron. Cac tac dung bao 
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vé chéng co that phé quan duge thay sau khi uéng bambuterol cé lién quan dén viée tao 

ra terbutalin, cling nhw cac tac dung khac (tac dong lén cac co quan khac). 
Cac nghién cttu duoc luc hoc da duoc thuc hién & bénh nhan hen va nhimng nguoi tinh 

nguyén khoe manh. Cac tac dong quan sat duge la gian phé quan, run va tang nhip tim. 

Cac tac déng chuyén héa bao gém sy gia ting nhd lugng glucose trong mau, trong khi 

tac dong lén kali huyét thanh 1a khéng dang ké. Trong cdc nghién ctru ngan han vé 
chuyén héa lipoprotein, su tang HDL cholesterol da duge ghi nhan. Tom lai, tat ca cdc 

tac dung duge luc hoe duge quan sat thay c6 thé duge cho 1a do chat chuyén héa cé 

hoat tinh terbutalin. 

DAC TINH DUQC DONG HOC 
Hap thu: 

Trung binh, 20% mot liéu uéng ctia bambuterol dugc hap thu. Khoang 70-90% su hap 

thu dién ra trong vong 24 gid dau. 
Chuyén hoa: 
Bambuterol duge chuyén hoa & gan tao thanh terbutalin bang ca hai phan tng thuy phan 

va oxy hda. Sau khi duoc hap thu 6 ruét, khoang 2/3 terbutalin tham gia chuyén héa lan 
dau, bambuterol thi khéng. Khoang 65% luong hap thu sé vao vong tuan hoan. Vi vay, 
bambuterol c6 sinh kha dung khoang 10%. 
Phan bo: 
Bambuterol gan két voi protein huyét tuong thap, khoang 40-50% 6 néng dé tri liéu. 
Thai trir: 

Thdi gian ban thai sau cling cua bambuterol sau khi uéng mot liéu 1a 9-17 gid. 
Bénh nhan suy gan: 

G tat ca cac nhom déi tueng nghién citu, terbutalin déu cé thé duge hinh thanh theo con 
duong du doan truéc ngoai tri’ bénh nhan xo gan. 

DU LIEU AN TOAN TIEN LAM SANG 
Bambuterol khéng cho thay bat ky tac dung phu nao gay rui ro cho ngudi 6 liéu diéu tri 
trong cac nghién ctru déc tinh. 

Bambuterol duge sir dung dudi dang racemic: (-)-bambuterol chiu trach nhiém vé tac 

dung dugce luc hoc théng qua viéc tao ra (-)-terbutalin. (+)-bambuterol tao ra (+)- 
terbutalin khong co hoat tinh duge lye. Ca (+) va (-)-bambuterol déu c6 hoat tinh nhu 
chat tre ché men cholinesterase trong huyét tuong. Su uc ché nay cd thé dao nguge. 

Cac nghién ciru déc tinh cho thay bambuterol cé tac dung kich thich Bo, biéu hién bang 
déc tinh trén tim 6 ché, va 6 liéu cao, duge quan sat thay trong cdc nghién ctru doc tinh 
cap, c6 cdc tac dung cholinergic. 
Khéng co bang ching tir dé ligu an toan tién lam sang dé chi ra rang bambuterol khong 
thé duge str dung 6 ngudi cho cae chi dinh da dua ra voi mite dé an toan day du. 

QUY CACH DONG GOI 
Lo 30 vién. 

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

“
4
 

¢



https://trungtamthuoc.com/ 

Bao quan: Bao quan 6 nhiét do khong qua 30°C. 

Han ding: 36 thang ké tir ngay san xuat, 

Tiéu chudn chat lwong: Nha san xuat 

TEN, DIA CHi CUA CO SO SAN XUAT THUOC 

Taiwan Biotech Co., Ltd. 

No. 22, Chieh-Shou Rd., Taoyuan Dist., Taoyuan City, Taiwan, R.O.C. (Dai Loan) 


