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HUONG DAN SU DUNG THUOC
Rx

BABUROL® 20

Thube nay chi ding theo don thube
Poc ki hwong din sir dung trwée khi ding
Pé xa thm tay tré em
Thanh phin céng thirc cho 1 vién:
Thanh phan hoat chét:
M&i vién BABUROL 20 chira 20 mg Bambuterol hydroclorid.
Thanh phan t4 duge: Lactose monohydrat, Tinh bot ngo, Povidon K30, Microcrystallin cellulose
. 101, Natri starch glycolat, Magnesi stearat.
Dang bao ché: Vién nén dai, mot mit tron, mot mit cd vach ngang, duge phép bé doi, kich thude 6,5
mm x 12,5 mm.
Chi dinh:
Diéu (rf hen phé quan, co that khi phé quan va‘hoic tic nghén dudng ho hap hoi phuc duge.

Cich dung, lidu ding:
Cich dung: Uong ngay trude khi di ngt. Nudt toan bo vién thude vai nude. Khong nhai hay nghie
thudc. Néu cén thiét cac vién thude c6 thé duoc chia d6i hodc dung dang bao ché thich hop.
Li¢u dung: Liéu chi dinh | 1n/ngay. Cén diéu chinh liéu phi hop timg ca thé.

- Nguoi lon: Li idu chi dinh khoi ddu 10 mg (nira vién 20 mg). C§ thé ting lidu dén 20 mg sau 1 - 2

tudn, tuy hi¢u qua lam sang. O nhirng bénh nhan truge day dad dung nap t6t cac chat chi vén beta-2
dang uong, licu khoi dau 1a 20 mg.

- O nhitng bénh nhin suy chite ning thian (GFR < 50 ml/phut): Khuyén cdo lidu khoi déu bang nira
liéu dang & nguoi Iém,

. Bénh nhan réi loan chirc nang gan: Khong khuyén céo ding cho bénh nhan réi loan chirc nang gan
. vi khéng du dodn duoc céc chpyén hoa thanh terbutalin.
» Ngudi cao tudi: Khdng can di¢u chinh licu.
. Tré em: Khong ding cho tré em cho dén khi co ddy do dir liéu 1am sang.
Mt s6 lwru ¥ diic biét vé xiv Iy thude trivdre va sau khi sir dung thube:
Khong c6 yéu cdu dic biét vé xir Iy thube sau khi sir dung.
Chéng chi dinh:
Qua mén vdi terbutalin hay védi bat ky thanh phén nao cua thudc. Khéng khuyén céo sir dung thudce
cho tré¢ em do dit li¢u [am sang han che trén nhém doi tuong nay.
Canh bdo va thin trong khi dung thuoc
Do terbutalin duge bai tiét chi yéu qua than, cin giam phan nira liéu & nhitng bénh nhén tén thuong
chire nang than (GFR < 50 ml/phat).
O nhig bénh nhén xo gan, va ¢ nhimg bénh nhan cé ton thuong chic nang gan nang do nguyén
nhdn khac. liéu ding hang ngdy phai duoc didu chinh thich hop cho timg ca thé, cin dénh gid kha
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nang chuyén héa bambuterol thanh terbutalm O ngudi bénh ¢o bi suy giam hay khong. Do vdy. dua

trén quan diém thuc hanh, sir dung truc tlep chat chuyén hoa hoat tinh, terbutalin. thi thich hop hon

o nhimg bénh nhan nay.

Cuang nhu dbi véi cde chit chu vin beta-2, cén su dung than trong & bénh nhan nhiém doc glap.

Tac dung tim mach c6 thé thdy véi cac thude cudng giao cam, bao gom bambuterol. Cé mot s6 bang

chimg tir cac dir lidu sau tiép thi va y vin d3 duge xudt ban vé nhimg ldn xudt hién hiém hoi cia

bénh thiéu mau co tim lién quan dén cac chét chi van beta. Nhimg bénh nhan ¢é bénh tim ning (vi

du nhu bgnh thiéu mau co tim, loan nhip tim hay suy tim nang) dang dung bambuterol nén dugce

canh bdo dé tim tu van y té néu ho cam thay dau nguc hodc céc triéu chung khdc cua bénh tim dang

ning hon. Cin cht y dé danh gia cac trigu chimg nhur kho thé va dau nguc, vi c6 thé do 14 triéu

chimg ¢6 ngudn gde ho hap hode tim mach.

Do tac dung lam tang dudmg huyét cua cac t_:hét chii van beta-2, can kiém soat dudng huyét tot hon

nita & nhitmg bénh nhan tiéu duomg khi bat dau diéu tri.

Do tic ddng co co duong tinh ctia chét chi véan beta-2 nhimg thuoc nay khéng nén sir dung cho bénh

nhan ¢o bénh co tim phi dai.

Giam kali huyét nang co thé xay ra khi diéu tri v&i chit chu vin beta-2. Can thin trong dac biét

trong con hen nang cap tinh do Jnguy co ha kali huye-, tang cao khi giam oxy mau. Tac dfng giam
kali huyét ¢ thé xay ra khi diéu tri phdi hop. Can theo doi néng dé kali huyét thanh trong céc

truomg hop nay.

Than trong khi diing bambuterol diéu tri bénh nhan ¢ kha ning méc bénh tang nhan ap goc dong.
Thude nay chira lactose. Bénh nhén c6 van dé di truyén hiém gap vé khong dung nap galactose,

thidu enzym Lapp lactase hodc kém hip thu glucose-galactose khéng nén duing thude nay.

"hr dung thude cho phu nir ¢6 thai va cho con bu:

Thoi ky ¢o thai:

Mac dii chua th.ziy ¢é tac dong gdy quai thai ¢ dong vat sau khi str dung bambuterol, can thin trong
trong 3 thang dau thai ky.

Ha duong huyét thoang qua da ghi nhan & tré sinh non ¢6 me duge diéu tri bang chat cht van beta-2.
Thoi ky cho con bua:

Nguoi ta chua biét bambuterol hoic cac dang chuyén hoéa trung gian ¢6 di qua stra me hay khong.
Terbutalin di qua stra me nhung khong ll.av co anh hudng dén nhii nhi o liéu diéu tri.

Anh hwrdng cua thude 1&n kha ning ldi xe, vin hanh miy moc:

Chua ghi nhin thude o anh huémg t&i ngudi lai xe va van hanh may méc, tuy nhién cin luu v thude
c6 thé gy tinh trang run co, nhire diu, vop bé, rdi loan gidc ngi.

' Twong tic, twong ky cua thube:

Twong tic ciia thube véi cde thube khie va cic loai twong tic khic:

Cdc thude gdy mé halogen: Tranh ding thube gdy mé halothan khi diéu tri véi chit chi vin beta-2

do tang nguy co loan nhip tim. Than trong khi st dung cac thude gdy mé halogen khac cling vai chit
chu vén beta-2.

Bambuterol kéo dai tdac ddng gidn co cua suxamethoni (succinylcholin). Tac dong ndy do
cholinesterase trong huyét tuong, 1a men bat hoat suxamethoni, bi (rc ché mot phén bai bambuterol.
Sur tre ché tuy thude lidu luong va co thé hoi phuc hoan toan sau khi ngung diéu tri vai bambuterol.
Su tuong tac nay clng can dugc xem xét véi cac chit gidn co khac dugc chuven hoa bai
cholinesterase.
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Céc thude tre ché thu thé beta (ké ca thude nhé mat), dic biét [a cac chit e ché khong chon loc, ¢6
thé tre ché mdt phz"m hay hoan toan tac dung cua chét kich thich thu thé beta.

Giam kali huyét c6 thé xay ra khi diéu tri v&i chit chi van beta-2 va ning thém khi diéu tri dong
thoi vai cée dan xuét ctia xanthin, steroids va thude lgi tiéu.

Cdc thuéc thdi kali va gdy ha kali huyét: Do tae dong giam kali huyét cia cac chit chi vén beta-2,
than trong khi ding déng thari cac thude thai kali trong huyét thanh duoce biét lam ting nguy co giam
kali huyét nhu thude 1gi ticu, methyl xanthin va corticosteroid, sau khi danh gia c¢én than loi ich va
nguy co cia viée tang nguy co loan nhip tim do ha kali huyét. Viéc gay ha kali huyet ciing dén dén
tang dc tinh digoxin.

Dung bambuterol than trong trén bénh nhan dang diéu tri bang cac thude kich thich than kinh giao
cam khéc. Trén ly thuyét, nong do bambuterol bi giam béi quinidin do quinidin (rc ché enzym
cholinesterase ngay ca & liéu diéu tri.

26 sau trudomg hop duge bdo cao khi ding ddng thoi véi salbutamol va ipratropi trong diéu trj hen
(phun khi dung), gdy ra tang nhin 4p goc hep. Terbutalin dudng nhu tuong tac véi ipratropi tuong
tyu nhur salbutamol khi ding lhuou, bang may phun khi dung. Phdi hop nay khong khuyén khich dung
& bénh nhén ¢6 kha nang dé mac bénh.

Twong ky cua thube:

Do khong c6 cac nghién ciru vé tinh tuong ky cia thude, khéng trén 1an thube nay véi céc thude khac. 3

Tac dung khéong mong mubn:

[Hau hét céc tic dung ngoai y la biéu hién dic trumg clia cdc amin cudng giao cam. M d cua cac
tac dung khéng mong mudn tuy thude liéu str dung. Cée tac dung khéng mong mudn nay s& mét dan:
trong vong 1 - 2 tudn dicu trj (xem bang).

Céc phan (g c6 hai duge phan nhém theo tin suit: Rat thudng gap (ADR > 1/10), thudng gap (1/ IOO
< ADR < 1/10), it gap (1/1.000 < ADR < l!l{}U) hiém gap (1/10.000 < ADR < 1/1.000), rét hiém gip!
(ADR < 1/10. 00{)) khong thé wéc luong tan sudt der, li¢t k& "Chura ro tan sudt".

.II&; €O quan - 'I_‘_a_n suat Tac dung khung mong muon |

Rm loan hé mién dlch Chura 1o tin sudt Phan img qud man gnm phu mach, ndi mé ‘
| dcu ngoai ban, co thit phé quan, ha huyét ap :
: 'va suy kit ,

R&i loan chuyén héa va dinh  |Chua 13 tan suat | Ha kali huyét

;duﬁmg = rTang duong huyét

;Réi loan tim than Rat thuong gap RU] loan hanh vi nhur bon chon
"I'.hu(']m, g,ép | sch tnan mac ngu - .
| it g gap Rcu lnan hanh vi nlnr lo 4 au _ o

|C iura ro tan suat

| hOng, mit, qua | hleu dong
5_qu !o_an he than k]_q_h - _Rat ter(mg gap

: Run co, dau diu
R6i loan tim Thudng gap éDanh trong nguc

it ap ;Tlﬂl dap nhanh, loan nhip tim nhu rung nhi, |
‘nhip nhanh trén that va ngoai tam thu g

Chua rd tan suat ! Thiéu mau co tim cuc by
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- Réi loan ho hap. ngue va trung  Chua rd tan sudt §(.‘.o that phé quan nghich thudng

_! fthat
:ROI toan heu héa lc hua o  tin buat Buon non
RS loan he co \uorng, mo lien Thuomg gap Vop bé

:ket va xuong

Hu'o’ng din mch xir tri &DR
Néu bi phan tng di (mg (nhu mat sung, phat ban da, ¢6 vén dé vé ho hép, huyét ap thip, suy kiét, bi
co tht phé quan), hay ngimg udng thude va lién hé vai bac sy ngay lap tic dé kip thoi x tri.

| Qui liéu va xir tri:

Qua lidu:

Str dung qua liéu s& dan dén nong do terbutalin cao trong mau va do d6 xuat hién céc tridu ching va
 déu hidu tuong tu nhu khi ding qua liéu terbutalin: Nhirc diu, lo lang, run co, budn nén. vop bé, danh
I rréng nguc, nhip tim nhanh va loan nhip tim. Ha huyét ap doi khi xay ra.
| Cac ddu hiéu can ldm sang: Tang dudomng huyét, nhiém acid lactic mau doi khi xay ra. Liéu cao chit
chti van beta-2 c6 thé gay ra giam kali huyét do sur tai phan bd kali.

Qud liéu bambuterol ¢6 thé gay (rc ché déng ké cholinesterase huyét tuong, ¢6 thé kéo dai vai ngay.
Xir tri: Thudng khong cin diéu tri. Trudng hop qua lidu néng, can tién hanh cac phuong phap sau:
Rura da day, than hoat tinh. Danh gia cin bang kiém toan, duwong huyét va dién giai. Theo doi tin s,
nhip tim va huyét ap. Thude giai doc thich hop khi qud lidu bambuterol 13 chit e ché thu thé beta
chon lge tim nhung cdc thude (e ché thu thé beta cin duoce st dung thén trong ¢ nhirng bénh nhan
¢ tién sir co that phé quan. Néu sy giam sire can ngoai bién qua trung gian beta-2 gép phin déang ké
gy giam huyét ap, cin phai boi hoan thé tich huyét tuong.

Dic tinh duwye lye hoe:
Nhém duge 1y: Chit chu van Beta ¢6 chon loe. bambuterol.
Mi ATC: RO3C C12
Baburol chira bambuterol 1i tién chat cia terbutalin, chit chi vin giao cam trén thy thé beta, kich
thich chon loc trén beta-2, do d6 lam gién co tron phé quan, uc ché phong thich cac chit gy co thit
néi sinh, tre ché cac _phan tng phu né gay ra boi cdc chat trung gian hoa hoe ndi sinh va lam tang sy
thanh thai ctia hé théng 16ng chuyén nhay.

Pic tinh duyce djng hoe:
Hip thu: Khoang 20% liéu bambuterol udng véo duge hip thu. Sir hip thu thude khdng bj anh
huong khi str dung dong theri véi thire an. Khoang 70 - 90% sy hap thy xay ra trong 24 i ddu tién.
Chuyén hoéa: Sau khi hdp thu, bambuterol duoc chuyén héa chim bing phan g thuy phan (boi
men cholinesterase trong huyét tuong) va oxy héa thanh terbutalin ¢é hoat tinh. Khoang 1/3 li¢u
bambuterol hap thu duge chuyén hoa & thanh rudt va & gan, chi yéu thanh céc dang chuyén héa
trung gian. O ngudi 16n, khoang 10% bambuterol udng véo bién di thanh terbutalin.
T1é em c6 hé sd thanh thai cia terbutalin nho hon, nhung terbutalin sinh ra cling it hon so vai ngudi
Ién. Do dé, tré em 6 - 12 tudi nén duge chi dinh lidu cta nguoi 1om. tré em nhé hon (2 - § tudi)
thuomg ding liéu thip hon,
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huyét tuong cua terbutalin, chat chuyén héa co hoat tinh, dat dugc trong vong 2 - 6 gio. Thaoi glan‘
tic dung kéo dai it nhat 24 gio. Dat trang thdi hing dinh sau 4 - 5 ngay diéu tri.
Thai trir: Thoi gian ban thai cia bambuterol sau khi uéng khoang 13 gitr. Thoi gian ban thai cta
chat chuyén héa ¢6 hoat tinh 1a terbutalin khoang 21 gio. Bambuterol va céc dang chuyén hoa ciia né
ké ca terbutalin duoce bai tiét cha yéu qua than.
Qui edch dong goi: Hop 3 vi, 6 vi, 10 vi x 10 vién nén.
Diéu kién bio quin, han ding, tiéu chuan chit lwgng cia thudc:
Diéu kién bao quan: Dé & nhiét do dudi 30°C, tranh 4m va nh sang.
Han dung cta thuée: 36 thang ké tir ngdy san xuit.
Tiéu chudn chét lugng: TCCS.
Tén, dja chi clia co sé san xuit thude:
h Cing ty CP Duge phim Agimexpharm

27 '\ suyen Thii Hoc, P. My Binh, TP Long Xuvén, An Giane
o ser s xuicit: Chi nhianh Céng ty CP Birge ph im Agimexpharm - Nha mdy san xodt Dirge pham Agimexpharmn
J\GIHIEU HARM I)mm' Vi Trong Phung. K. Thanh An, P. MP Théi, TP, Long Xuvén, A Giang

WHO-GMP

fel: (096 IRSTI0  Fax 1';;"-3_r'_;_1'-_=“.‘1li

An Giang, ngay 25 thang 07 nam 2019
_. Tong giagm doc
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