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Rx Thudc nay chi dung theo don thuéc .

Bamstad

1. Tén thudc
Bamstad N
2. Céac ddu hidu lwu ¥ va khuyén cao khi ding thubc
Bé xa tam tay tré em
Doc ky hwréng dan sl dung trudc khi ding
3. Thanh phan céng thirc thudc
Thanh phan hoat chat:
Bambuterol hydrochlofide ...,
Thanh phén té dugc:
Lactose monohydrate, maize starch, microcrystalline cellulose, povidone
K30, magnesium stearate.
4. Dang bao ché
Vién nén.
Vién nén hinh caplet, mau trdng dén tréng nga, hai mat khum, mét mat co
khéc chiv “B”, mdt mat khac vach.
Vién cé thé bé dai.
5. Chidinh
Diéu tri hen suyén, co thit phé quan va/hodc tic nghén dwéng hé hép co

héi phuc & nguei I&n. 11.

6. Cach dung, liéu dung
Bamstad dugc dung bang duwéng ubng, ngay mot 1an ngay trude khi di 4
ngu.

- Ngudi lén: Lidu khéi dAu khuyén cdo 1a 10 — 20 mg. Lidu 10 mg c6 thé tang
I&n dén 20 mg néu can thiét sau 1 — 2 tudn, tuy thudc vao hiéu qua lam
sang. _
O nhirng bénh nhan da dung nap tét véi chét chu van B, lidu khoi dau va
lidu duy tri khuyén cdo 12 20 mg.

- Nguoi cao tudi: Khéng can Giéu chinh liéu.

- Suy gan: Khong khuyén cao cho bénh nhan rdi loan chire nang gan dang
ke vi sw chuyén hoa thanh terbutaline khéng dw doan duorc.

- Suy thén: Liéu kh&i dau giam mét niva déi véi bénh nhan suy than vira dén
nang (GFR < 50 mi/phat).

- Tré em: Khong khuyén cao vi di¥ liéu 1am sang chwa day do.

7. Chéng chi dinh N

- Qua mén vé&i bambuterol hydrochloride hodc bét ky thanh phan ta duoc
nao clia thudc

- Tréem. )

8. Canh bao va than trong khi diing thudc

- O bénh nhan xo gan va ca bénh nhan suy giam chirc nang gan nang do &
c&c nguyén nhan khac, liéu hang ngay phai dwec didu chinh tly tirng bénh
nhén, can lwu v ring mdi bénh nhan cé mue suy giam khac nhau trong sy
chuyén hoa bambuterol thanh terbutaline. Do d, si¥ dung terbutaline tripc
tiép thich hg'p hon cho nhikng b&nh nhan nay.

- Ciing nhuw cac chét chl van B; khac, cén than trong khi sir dung bambuterol
cho bénh nhan nhiém doc giap. -

- Téac dung trén tim mach cé thé dwoc thay khi ding thuéc cuéng giao cam,
ké ca Bamstad. Da co bang chirng cho thdy tac dyng thiéu mau cuc bd co
tim hiém gap lién quan dén chat chu van B. Nhirng bénh nhan dang cé
bénh tim nang (nhw bénh tim thiéu mau cyc bd, loan nhip hodc suy tim
nang) diéu tri v¢i Bamstad cin dwoc canh bao rdng hg nén gdp bac si
ngay khi thdy dau nguc hodc bat ky d4u hiéu ndo nang hon clia bénh tim.
Nén chu y va danh gia cac triéu chiing nhw kho thé va dau ngwe, vi cd thé
c6 ngudn gée tir bénh hd hp hay tim mach.

- Méc du Bamstad khong dugc chi dinh trong diéu trj doa sinh non, ciing
can Iwu y rdng bambuterol s& chuyén hoa thanh terbutaline va khong nén
ding terbutaline nhu mot thube chdng co that tir cung & nhitng bénh nhan
cd tién s hodc cac yéu td nguy co dang ké dbi vai bénh tim thiéu mau cuc
bd.

- Do tac dung lam t&ng glucose huyét clia cac chat chi van Bz, can kiém soat
hon niva glucose huyét khi bat dau didu tri déi v&i bénh nhan dai thao
dwdng

- Do tac dung dwong tinh & sy co thét co tim cla cac chat cha van B,, cac
chét nay khéng nén ding cho nhirng bénh nhan bj phi dai co tim.

- Cac chat chi van B; cé thé gay loan nhip va diéu nay can duge xem xét khi
diéu tri di v&i tirng bénh nhan.

- Khéng thé dy doan duoc si thay ddi & tlrng bénh nhan trong chuyén hoa
bambuterol thanh terbutaline déi véi nhirng bénh nhan xo gan va cac dang %
khac clia suy gidm chire ndng gan nang. Khuyén cao st dung chéat thay thé -
chu van B, cho nhirng bénh nhan nay.

- Bidu tri véi chat chd van B, cé kha ndng gay ha kali huyét nghiém trong. -
Cén dac biét than trong trong hen nang cp tinh vi nguy co ha kali huyét co -
thé tang cao khi gidm oxy huyét. Tac dung ha kali huyét co thé xay ra khi -
diéu trj phdi hop (xem muc Twong tac, twong ky cla thubce). Nong do kali
huyét thanh nén dwgc theo déi trong nhikng trrdng ho'p nay. -

- Bénh nhan hen suyén cn didu tri véi Bamstad phai duoc didu tri khang _
viem téi wu, nhw ding corticosteroid dwong hit, chat dbi van thy thé
leukotriene. Bénh nhan can dwgc hwdng dan tiép tuc dung thude khang
viém sau khi bat dau diéu trj v&i Bamstad, ngay ca khi céc triéu chirng hen -
suy giam. Néu ché d6 liéu hidu qua trede day khong con lam gidm triéu
chirng twong tw, diéu nay cho thay bénh da tré nén xau hon. Bénh nhan "
c&n khén trrong gap bac sT va can danh gia lai viéc didu ti bénh hen "
suy&n. Cng can xem xét cac digu tri bd sung (bao gbm ca tang liéu thude R
khang viém). Khéng nén bét dau diéu tri hodc ting lidu Bamstad trong dot .
hzn cap tinh bung phat. Dot bung phat ning clia con hen nén duoc diéu tri B
cap ctru.

10.

12.

Can than trong khi diéu tri cho nhi*rng bénh nhan dé& méc bénh tang nhan
ap goc hep. .

Bamstad chira lactose. Khong nén dung thudc nay cho nhirng bénh nhan
c6 vé&n dé di truy&n hiém gap khong dung nap galactose, thiéu hut enzyme
lactase toan phan hoic kém hap thu glucose-galactose.

Str dung thuéc cho phu ni¥ ¢6 thai va cho con ba

Phy ni¥ cé thai ) )
Mac du tac dung gay quai thai chwa thay trén dong vat sau khi uong
bambuterol, c&n than trong Gdi v&i phy ni trong 3 thang dau thai ky

Cac chét chi van B can duoc sir dung than trong dé diéu tri hen va cac
bénh vé phdi khac cho phu nir & giai doan cudi thai ky vi tac dyng gidm co
that tlr cung.

Ha glucose huyét thoang qua da dwoc bao cdo & tré sinh non sau khi me
diéu tri véi chat cha van B,.

Phy ni¥ cho con by

Chua biét lieu bambutero! hodc cac chat chuyén hoa trung gian co bai tiét
vao sita me hay khéng. Terbutaline, chat chuyén héa co hoat tinh cﬂa/

bambuterol, bai tiét véo sira me, nhung & lidu diéu trj co thé doan trudg < cél
dugc terbutaline khéng gay ra tac dung nao trén tré bl me. Can quyét difh <\l
ngwng cho b hodc ngwng dung thubc sau khi can nhéc gitra lgi ich buy Tt
cla tré va lgi ich dung thubc clia me. ( | | ,(N
Anh hwéng cua thudc 1én kha nédng lai xe, van hanh may moc |
Bamstad khong cé hodc anh hudng khéng dang ké Ién kha nang lai x ‘CT{;’\

van hanh may méc. i
Twong tac, twong ky cua thuoc
Twong téc cua thude

Thubc gy mé duwong hé hép:
Péi véi bénh nhan dang diéu tri v&i chét chil van B2, tranh dung halothane |
vi 1am tdng nguy co loan nhip tim, nhitng loai thuéc gay mé dwdng hd hdp |
khac nén dung than trong. |
Thube gién co: |
Bambuterol kéo dai tac dung gién co' clia suxamethonium (succinylcholine).
Tac dung nay la do bambutercl (rc ché mét phan cholinesterase huyét
twong, enzyme bat hoat suxamethonium. Sw (rc ché phuy thudc vao ligu va
hdi phyc hoan toan sau khi ngirng diéu tri véi bambuterol. Tuy nhién, trong
nhi*ng trrdng hop nghiém trong, twong tac nay cb thé din dén kéo dai thoi
gian ngung thé, cé thé cé y nghia lam sang. Twong tac ndy cing can dwgc
xem xét v&i cac thude gidn co khac chuyén héa bdi enzyme cholinesterase
trong huyét twong.

Thubc chen thy thé j:

Nhirng thude chen thy thé B (bao goém ca thudc nhd mat), dic biét 14 nhirng
thuéc tre ché khong chon lgc, ¢o thé (e ché mét phan hodc hoan toan tac
dung clia cac chét kich thich thy thé B. Vi vay, Bamstad thiéng khéng nén
dung ddng thei véri cac thube chen thu thé B khéng chon loc.

Thubc gay mét kali va ha kali huyét;

Do tac dung ha kali huyét ctia chat chl van B, can than trong va chi s
dung ddng thi cac chat nay véi cac thube gay mét kali huyét nhu thudc loi
tiéu, methy! xanthine va corticosteroid sau khi da ganh gia can than gitra i
ich va nguy ceo, dac biét 1a sy gia tang nguy co loan nhip tim. Ha kali huyét
cing dé dan dén ngd dac digoxin.

Céc thubc cuong giac cadm khéc: ‘
Bamstad can duwoc st dung than trong cho nhitng bénh nhan dang diéu tr
v6i cac thude kich thich than kinh giao cam khac. )

Sau treéng he'p tang nhan ap goc hep da dwgc bao céo khi st dung dong
thei salbutamol va ipratropium (dang éng phun) cho bénh nhan hen.
Terbutaline ciing twong tac véi ipratropium khi sir dung dang éng phun,
trong tw nhe salbutamol. Sy két hop nay khéng duwoec khuyén khich cho
nhing bénh nhan ¢ nguy co mic phai twong tac nay.

Twong ky cua thuéc

Do khéng ¢6 cac nghién clru vé tinh twong ky cla thube. khéng tron 13n
thuéc nay véi cac thude khac.

Tac dung khéng mong muén cla thudc

H&u hét cac tac dung khéng mong mubn la bidu hién dac treng cla cac
amin cwong giao cam. Mikc @6 clia cac tac dung khéng mong muén phu
thudc vao liéu. Cac tac dung khéng mong mudn nay thwéng mat dan trong
vong 1 - 2 tudn didu trj.

Céc tac dung khéng mong muén liét ké sau day dwec phan loai theo tan
suét méc phai va hé co quan. Phan nhom theo tan suat: Rat thudng gép
(ADR = 1/10), thwong gép (1/100 < ADR < 1/10), it gap (1/1.000 < ADR <
1/100), hiém gdp (1/10.000 < ADR < 1/1.000), rat hiém gap (ADR <
1/10.000), chwa ré tan sudt (khong thé woc tinh tir cac di liéu co sin).

Rét thwong gdp

T&m thén: Rbi loan hanh vi nhw bdn chén

HE thén kinh: Run, dau dau.

Thuong gap

Tam than: Réi loan gidc ngl.

Tim: Déanh tréng nguc.

Co xuong, mé lién két va xwong: Chudt rut.

Itgdp _

T&m thén: Réi loan hanh vi nhu kich déng.

Tim: Nhip tim nhanh, loan nhip tim, vi du nhw rung nhT, nhip nhanh trén that
va ngoai tam thu.

Chuwa ré tan suat

Hé mién djch: Phan &ng qué mén bao gbém phu mach, may day, phat ban,
co that phé quan, ha huyét ap va ngat.

Chuyén héa va dinh dudng: Ha kali huyét, tang glucose huyét.

Tam than: Hoa mét, hiéu dong.

Tim: Thiéu mau co tim cuc bd.

H6 hép, 16ng nguc va trung that: Co that phé quan nghich thurong.

Tiéu héa: Budn nén.
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14.

Qua lidu va cach xu tri

Triéu ching

Qua liéu dén dén ndng do cao cia terbutaline gay ra cac triéu chirng: Bau
dau, lo au, run, budn ndn, chuét rat co bap, danh tréng ngwc, nhip tim
nhanh va loan nhip tim.

Tyt huyét ap thinh thodng xay ra khi qué liéu terbutaline.

Cac dau hiéu can l1am sang: Téng glucose huyét va nhiém toan lactic thinh
thoang xay ra. Dung liéu cao cac chét chd vén Bz c6 thé gay ha kali huyét
do s\ tai phan bd kali.

Qua lidu Bamstad c6 kha ndng gay (rc ché Gang ké cholinesterase huyét
twong, co thé kéo dai trong nhidu ngay.

X tri

Thwong khong can didu tri. Trong nhirng trudng hop qua lidu dac biét
nghiém trong, cé thé rira da day va dung than hoat tinh.

Xac dinh sw can bang acid-base, glucose huyét va dién giai. Theo ddi tan
sé, nhip tim va huyét ap. Thudc chen thy thé B chon loc trén tim 1a chét giai
dac thich hep cho tridrng hep loan nhip tim nang, nhwng c&n than trong déi
v&i nhng bénh nhan cé tién st co that phé quan. Néu sy tut huyét ap chu
yéu do gidm khang lwe mach ngoai vi qua trung gian thu thé B, thi can lam
tang thé tich tuadn hoan.

Pdc tinh dwege lyec hoc

Nhém duge ly: Chét cht van chon loc thy thé Bs.

M3 ATC: RO3C C12.

Bambuterol I& tién chéAt cé hoat tinh clia chét chl van chon loc thy thé giao
cam P, terbutaline. N6 co tac dung chéng lai sy co that phé quan do
histamine gay ra. O lidu twong duong, tac dung gidn phé quan khi ubng
bambuterol kéo dai hon so v&i khi dung triec tiép terbutaline. Bambuterol
hodc ester monocarbamate khéng cho thdy bét ky tac dung lam gian co
tron nao. Tac dyng bao vé phé quan thdy dwegc sau khi ubng bambuterol 1a
nhé& sy tao thanh terbutaline.

Cac nghién ctru dugce lyc hoc dugc tién hanh trén cac bénh nhan hen
suyé&n va tinh nguyén vién khde manh. Cac tac dyng quan sat duec la gian
phé quan, run va tang nhip tim. Tac dung chuyén héa la ting nhe glucose
huyét, trong khi kali huyét khéng bi tac ddng dang ké. Trong nhirng nghién
clu ngdn han trén sy chuyén hoa lipoprotein, da thdy cé sy gia tang cla
HDL cholesterol. Tém lai, tat ca cac tac dung dwoc lwe quan sat duoc déu
la nher chét chuyén hoa cé hoat tinh terbutaline.

16.
17.
171
17.2.
17.3.
18.

Pac tinh dwee dong hoc
Hap thu: Trung binh, 17,5% mét lidu uéng cla bambuterol dugc hap thu.
Khoang 70 - 90% s hap thu dién ra trong 24 gie dau.

Phan phéi: Bambuterol gan két véi protein huyét twong thap, chi khodng
40 - 50% & ndng @4 trj liéu. Chat chuyén héa cé hoat tinh terbutaline qua
dugce hang rao nhau thai va khuéch tan vao siva me.

Chuyén héa: Bambuterol dwoc chuyén héa & gan tao thanh terbutaline
bing ca hai phan (g thity phan va oxy héa. Sau khi dwoc hép thu & rudt,
khoang 2/3 terbutaline tham gia chuy&n héa I&n dau-bambuterol thi
khong. Khoang 65% lwgng hap thu sé& vao véng tu‘a‘n-p/ 3

bambuterol ¢é sinh kha dung khoang 10%. N
Théi trie: Thvi gian ban thai sau cing cla bambuterol.‘s}au( i<
liBu 14 9 — 17 gid. Sw thai trir chi yéu qua nwéec tidu, 2,
Bénh nhan suy gan: O 14t ca cac nhom abi tong nghién clru, & r'Qu\
géu co thé dwoc hinh thanh theo con dwdng dy doam tiwge
bénh nhan xo gan. *
Quy cach déng goi T %{AU/J-/
Vi 10 vién. Hap 3 vi. e
Vi 10 vién. Hap 5 vi. NS
Diéu kién bao quan, han ding, tiéu chuén chét lweng clia
Diéu kién bao quan s
Trong bao bi kin, noi khd. Nhiét ¢ khdng qua 30°C.

Han ding

24 thang ké tir ngay san xuét.

Tiéu chuén chét lwgng

Tiéu chudn co s¢.

Tén, dia chi cua co' s& san xuét thudc

Chi nhanh céng ty TNHH Lién Doanh STADA-VIET NAM
Sé 40 Pai 16 Ty Do, KCN Viét Nam-Singapore, Phwdng An Phu, Thi xa
Thuan An, Tinh Binh Dwong, Viét Nam.

Bién thoai: (+84.274) 3767470-3767471 — Fax. (+84.274) 3767469

goat tri

Pl1280718

-~ ) ..
a S &
~ &A'

TUQKUCTRUQNG
vTRUGNGPHONG

?/ Vgﬂﬂygxﬁ/ﬂ -’ﬂ%@(‘ e

KT. TONG GIAM POC
P. TONG GIAM POC,,;_




