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MAU PANG KY TO HUGNG DAN SU DUNG THUOC
Vién nén MEYERBUROL 10

* MEYERBUROL 10

P& xa tdm tay tré em

Doc ki huéng dén sl dyng trudc khi diing
Thuéc nay chi ding theo don thudc

Thanh phén céng thic thudc: MSi vién chua:

- Thanh phdn dugc chat:
Bambuterol hydroclorid 10 mg
- Thanh phdn td dugc:
Lactose, Natri starch glycolat, PVP K30,

Microcrystallin cellulose 101, Colioidal anhydrous
silica, Magnesi stearat.

Dang bao ché:

- Vién nén.

- Vién nén dai, thudn hai ddu, mot méat tron, mot
mit ¢6 khic chil MEYER, mau trdng.

Chi dinh:

Thudc dugc sit dung cho tré em, thanh thi€u
nién va ngudi Idn.

- Ngugi i6n va thanh thigu nién (12 - 18 tudi):
Phong va diéu tri c4c b&nh dudng hd hip co lién
quan dén hep dudng hd hdp do co thit co phé
quan (bénh tic ngh&n duging hé hip).

-Tré em (2 - 11 tudi): Didu tri co thit ph& quan
(tdc nghé&n dudng thd cé thé hdi phue) trong hen
phé& quan.

Céach dung, liéu ding:

Bé&nh nhan phai dugc diéu trj khang viém t8i uu
(vi dy nhu corticosteroid dang hit hodc thudc ddi
khang thu thé leukotriene) khi diing bambuterol dé
didu tri duy tri trong b&nh hen.

Thufc dugc uéng mot IAn mdi ngay ngay trude
khi di ngl. Li€u lugng va thdi gian cén diéu chinh
phu hdp tiing ca nhan.

- Ngudi idn va thanh thiéu nién (10 12 tudi):

+ Liu khdi ddu khuyén cdo la 1 vién méi ngay
(10 mg). C6 thé ting liéu ken 2 vien mdi ngay
(20 mg) sau 1 — 2 tudn, tdy theo hiéu qua lAm sang.

+ Nhiing bé&nh nhan hen nhe, nén ding liéu
khdi ddu % vién mbdi ngay (5 mg).

- Ngudi cao twéi (> 65 tudi): Dung theo liéu
ngugi lén.

- Tré em t 2 — 6 tudi:

+ Liéu chudn la % vién (5 mg) mét lAn mdi
ngay. Co thé tang liéu Ién 1 vién mdi ngay
(10 mg) sau 1 — 2 tudin, tiy theo hidu qua 1am sang.

+ Do sy khac biét vé dugc ddng hoc, tré em
Chau A nén ding t6i da % vién (5 mg bambuterol
hydroclorid).

-Tré em t 6~ 11 Wi

+ Liu khdi ddu khuyén cdo 1& 1 vién (10 mg)
m&i ngay mot 1&n. NEu dung nap t8t, liéu co thé
tang gdp doi sau 1 — 2 twédn (20 mg bambuterol
hydroclorid), tiy theo hiéu qua Iam sang.

+ Do sy khac biét vé dugc dong hoc, tré em
Chau A nén dung t6i da 1 vién (10 mg bambuterol
hydroclorid).

- Bénh nhdn bj suy gidm chde nang thédn: Vi
terbutalin (san phdm chuyén héa clia bambuterol)
dugc thai trii chl y&u qua than, nén giam mot nla
liéu ¢ bénh nhan suy thdn (GFR < 50 ml/phdt)
(5 mg bambuterol hydroclorid mot I&n méi ngay).

- Bénh nhdn bi suy gidm chuc ndng gan: Sy thay
ddi khong dy dodn truéc dugc trong qua trinh
chuyén hoa bambuterol thanh terbutalin & nhing
bénh nhan bj xd gan va ca nhiing b&nh nhan suy
giam chic ndng gan ning do moi nguyén nhan. Do
do, nén sif dyng tryc ti€p chat chuyén héa cé hoat
tinh terbutalin & nhing bénh nhan nay.

Chéng chi djnh: -

- Qua man vdi bambuterol, terbutalin ho3ic cac
thudc kich thich giao cam khac hay bat ky cac
thanh phan nao cla thudce.

- Suy gan nang.

- R&i loan nhip tim.

- Hep dudi van dong mach chi phi dai, vé can.

- Tré em dudi 2 tudi.

Canh bao va thén trong khi ding thude:

- Do terbutalin dude bai tiét chi yéu qua than,
cédn giam phan nla liéu & nhiing bénh nhan tén
thuang chuc nang than (GFR < 50 ml/phat).

- O nhiing bénh nhan xd gan va ca nhing bénh
nhan ¢é tn thuong chic nang gan ning do nguyén
nhan khac, liéu ding hang ngay phai dudc diéu
chinh thich hgp cho tiing ¢d nhan, cdn dénh gid kha
ndng chuyén héa bambuterol thanh terbutalin &
ngudi bénh cé bj suy giam hay khéng. Do vay, dya
rén quan diém thyc &, sif dung tryc ti€p chét
chuyén hoéa c6 hoat tinh terbutalin thi thich hgp hon
& nhiing b&nh nhan nay.

- COng nhu d8i véi tt ca cAdc chat chl van
béta-2, can sii dyng than trong 6 nhiing b&nh nhan
nhiém doc giap.

- Anh hudng én hé tim mach c6 thé dugc ghi
nhdn & cadc thudc cudng giao cam, bao gbém
bambuterol. C6 mdt s& bang ching qua qué trinh
luu hanh thuBc trén thi trudng va y van vé cdc
trudng hop hi€m gép thiéu mau co tim cyc bo lién
quan tdi cdc thubc chil van béta. Nhdng bénh nhan
bj bénh tim n&ng (nhu bénh thi€u mau tim cyc bo,
loan nhijp hodc suy tim ndng) dang duing
bambuterol, bénh nhan nén théng bao cho béac si
néu cam thdy dau thit ngyc hay ¢6 cdc triéu chiing
clia bénh tim tién trin x&u di. Nén chid ¥ danh gia
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cac tridu chiing nhu khé thd va dau that nguc vi c6
thé do nguyén nhan tif b&nh ho hdp hay tim mach.

- DU bambuterol khong diing diéu tri doa sinh
non, cling nén luu y bambuterol chuy&n héa thanh
terbutalin va khong nén dung terbutalin nhu thudc
chéng co thdt & bénh nhan cé tién sif thiu mau tim
cuc bd hodc nhing bénh nhan cd nguy cd thiéu
mau tim cuc bd.

- Do tadc dung lam tang dudng huyét cla cac
chat chii van béta-2, cin kiém sodt dudng huyét t3t
hon nda khi bit ddu diéu tri & nhdng bénh nhan
méc bénh ti€u dudng.

- Do tac dung 1am ting co bop cd tim cla céc
chdt chil van béta-2, nhiing thuc nay khong nén
dugc sl dyng & nhilng bénh nhan cd tim phi dai.

- Céc chdt chil van béta-2 c6 thé gay loan nhip
va can dugc xem xét khi diéu tri cho ting bé&nh
nhan.

- Sy thay d8i khéng thé dy dodn dugc trong sy
chuyén héa bambuterol thanh terbutalin § nhing
bénh nhan bj xo gan. Viéc sU dung thudc thay thé
cho chét chii vAn béta-2 dugc khuyén cdo & nhing
bénh nhan bi xd gan va t8n thuong chuc ndng gan
ning.

- Giam kali huy&t nang c6 thé xay ra khi diéu tri
vdi chét chi vAn béta-2. C&n than trong dac biét
trong con hen ndng cdp tinh do nguy cod ha kali
huyét tang cao khi giam oxy mau. Tac ddng giam
kali huy8t ¢ thé xay ra khi di€u tri phdi hgp. Cén
theo ddi ndng dd kali huyél thanh trong cac trudng
hgp nay.

- Bénh nhan hen suydn cédn diéu tri vdi
bambuterol phai dugc diéu tri khdang viém t8i uu, vi
du nhu corticosteroid dang hit, thudc d&i khang thy
thé leukotriene. Bénh nhan phai duge hudng dén
tiép tuc dung thudc chéng viém sau khi bat dau
diéu tri véi bambuterol, ngay ca khi triéu ching hen
suy giam. N&u ché dd liéu lugng hiéu qua trudc day
khong con lam giam triéu ching, diéu nay cho thdy
cdn bénh da wd nén trdm trong hdn. Bénh nhan
cén hdi ¥ ki€n béac sTdé dugc danh gia lai viéc diéu
trj hen suy&n. Can can nhéc cédc liéu phap b8 sung
(bao gdm ca tang liéu thudc khang viém). Khong
dugc bt ddu diéu tri véi bambuterol hodc tang liéu
Ién trong dgt tang nang cla bénh hen. Sy gia ting
trdm trong con hen nén dugc didu tri nhu mot
trudng hgp khén cép.

- Cén than trong khi diéu tri cho bénh nhan bi
bénh glécdm géc déng.

- Thanh phan ta dugc clia thudc c¢é chia
lactose. Bénh nhan cé cac vdn dé vé di truyén
hi€m gép nhu khéng dung nap galactose, thi€u huyt
men Lapp lactase ho#c r6i loan hdp thu glucose -
galactose khong nén ding thudc nay.

SU dyng thudc cho phy nii ¢é thai va cho con
bu:
- Thai ky mang thai:
M&c di chua c6 ghi nhan tadc ddng gay quai
thai 8 ddng vat sau khi st dung bambuterol, cdn

than trong trong 3 thang ddu thai ky. Than trong khi
stt dung thudc chl van béta-2 dudng udng & giai
doan cudi cla thai ky vi tdc dong chéng co thit. Ha
dudng huyé&t thoang qua dudc ghi nhan & tré sinh
non cé me dugc diéu tri bAng chit chil van béta-2.

- Thai ky cho con bu:

Ngudi ta chua bi6t bambuterol hoic cédc
dang chuyén héa trung gian co di qua siia me hay
khéng. Terbutalin, chdt chuyén hoa c6 hoat tinh
clla bambuterol, di qua siia mg nhung khéng thdy
¢6 anh hudng dén nhi nhi & liéu diéu tri. Tuy nhién,
vén cén than trong va can nhéc gida Igi ich cho me
va tac hai cho con. Mudn ding thudc ma khéng
anh hudng dén con, thl nén nglng cho con bu.

Anh hudng clia thudc 1én khad nédng lai xe, vén
hanh may mée:

Thudc khdng ¢é hodc &nh hudng khong déng
ké 1&n kha nang lai xe va van hanh may.

Tudng téc, tuong ky cla thudc:

- Thuéc gdy mé chda halogen: Tranh ding thudc
gay mé halothan khi dang diéu tri vdi chat chii van
béta-2, do lam tang nguy co loan nhip tim. Than
trong khi ding dong thdi cac thuéc gay mé chia
halogen khac vdi chdt chii van béta-2.

+ Bambuterol kéo dai tac dong gian co ciia
suxamethonium (succinylcholin). Pa ghi nhan tac
ddng 1&n dén 2 1&n & mdt s& bénh nhan sau khi
dung bambuterol 20 mg vao budi t6i trudc khi giai
phéu. Sy dc ché tay thudc liéu dung va c6 thé héi
phyc hoan toan sau khi nging diéu tri bing
bambuterol. Tac ddng nay do cholinesterase trong
huyét tudng, la men bat hoat suxamethonium, bi ¢
ch& mdt phdn bdi bambuterol. Tuong tac nay eling
can dugc xem xét vdi cdc chit gian cd khac dugc
chuyén héa bdi cholinesterase.

+ Céc thudc Uc ché thy thé béta (k€ ca
thudc nhd mat), dic biét 1a cac chal uc ché khong
chon lge, ¢6 thé dc ché mdt phdn hay hoan toan
tdc ddng clia chéat kich thich thy thé béta. Do do,
khong st dung déng thdi bambuterol va thudc uc
ché thy thé béta.

- Céc thudc lam gidm kali va kali huyét: Giam
kali huyét c6 thé xay ra khi diéu tri v6i chat chll van
béta-2 va c6 thé ndng thém khi diéu tri déng thoi
véi cac thudc Igi tiu, din xudt cla xanthin va
corticosteroid. Nén si dyng than trong sau khi danh
gid cdn than gida Igi ich va nguy cd, dic biét luu y
ha kali huyé&t c6 th€ 1am tang nguy cd loan nhip tim
va cling co thé gay nhiém doc digoxin.

+ Nén sl dyng bambuterol cén than & nhing
bé&nh nhan diing cdc thudc giao cAm khéc.

+ DA c6 bao cdo 6 trudng hgp st dung déng
théi salbutamol va ipratropium dé diéu tri bénh hen
suyén (khi dung) gay ra b&nh gldécom géc hep.
Gidng nhu salbutamol, terbutalin ciing ¢6 thé xay ra
tudng tac tudng tu véi ipratropium khi ding thubc
khi dung. Su k&t hgp nay khdng duge khuyén cdo &
nhing bénh nhan da ting co tWong tac nay.
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* Tuong ky cua thuée: Do khdng co cdc nghigén ciu
vé tinh tuong ky cla thude, khdng tron 1An thubc
nay vdi cac thudc khac.

Tac dung khéng mong muén clia thudc (ADR):

H&u hét cdc tac dung ngoai v 1a biéu hién dic
trung clia cac amin cudng giao cAm. Céc tac dung
ngoai y nay s& mat dan trong vong 1 — 2 tuén diéu
tri.

Phén loai tdc dung phy theo tdn sudl nhu sau:
R&t thudng gdp (ADR > 1/10), thuéng gdp (1/100 <
ADR < 1/10), It g4p (1/1.000 < ADR < 1/100), hiém
g4p (1/10.000 < ADR < 1/1.000), rt hiém gap (ADR
<1/10.000), khéng biét (khéng thé€ udc tinh tr diF liéu
¢ sén).

H& cd quan (SOC) PM’::;"' " | vesisaai
Phan dng qua médn
bao gém pho né, ni

:‘g:’:‘::‘ théng Khéng bist mé day, xufit huydt,
co that ph& quan, ha
huyét 4p.

Rél logn chuyén hda Ha kali mau.

vé dinh duing fnang bt Tang ghicoss huysL
R hanh vi nh

RO 090 | o cne
_Thuong gap Réi loan gide ngll.
A6l logn tdm thén i RGi loan hanh vi nhy
t gép lo &u.
2 Chéng méat, qué hidu
Khéng bt .
;‘n::”" M thiln Rat thuding gap Run cd, dau ddu.
Thuting gap Béanh tréng nguc.
Tim dap nhanh
Loan nhip tim nhu
It gap rung nhi, nhip nhanh

Réi logn tim mech wén th&t va ngoai
1am thu.

Khéng bist Thiffu mau od tim cyc
bo.

R4l logn hé hé hip Khing bt Co thiit phé quén,

R4l logn tidu hda Khéng biét Budn non.

Réi logn hé co | Thudng gap

Xuing vé mé lén kit Vi .

* Xu trl ADR: Trudng hgp bi phan dng qua man,
hady ngifng uéng thudc va lién hé vdi bac si ngay
lap tuc.
Thdng bao ngay cho bdc sT hodc dudc s nhiing
phan ding c6 hai gdp phai khi st dung thuée

Quaé liéu va cach xd tri:
- Triéu chung:

+ Quad liéu c6 thé dan dén néng do terbutalin
cao trong mau va do dé xudt hién cdc triéu ching
va ddu hidu tuong ty nhu khi diung qua lidu
terbutalin: Dau dau, lo ldng, run cd, budn nén, vop
bé, danh trdng ngyc, nhip tim nhanh va loan nhip
tim.

+ Ha huyé&t ap doi khi xay ra do qué liéu
terbutalin. Céc ddu higu cén lam sang: Tang dudng
huyét, nhiém acid lactic mau ddi khi xay ra. Liéu
cao chit chl vAn béta-2 co thé 1am gidm kali huyét
do sy tdi phan bd kali.

+ Quéa liéu bambuterol cé thé gay uc ché
dang k& cholinesterase huyét tudng, ¢6 thé kéo dai

trong vai ngay.
- XU trl

Thudng khéng can diéu tri. Trudng hgp qua
liéu n&ng, cdn ti€n hanh c4c phudng phép sau: Rila
da day, ding than hoat tinh. Danh gid can bang
kiém toan, duéng huyé&t va dién giai. Theo doi tin
s8, nhip tim va huyé&t 4p. Chat gidi doc thich hgp khi
qua liéu bambuterol 1a chét dc ché thy thé béta
chon lgc tim nhung cdc thudc dc ché thy thé béta
can dugc sif dyng than trong & nhing bénh nhan
c6 tién st co thit phé quan. N&u sy gidm suc cin
ngoai bién qua trung gian béta-2 gép phan dang ké
gay giam huyét 4p, cdn phai bdi hoan thé tich
huyét tudng.

Péc tinh dugc lyc hge:

Nhém duge Iy: Thudc dc ché thy thé béata-2
chon Ige.

Ma ATC: RO3CC12.

Cd ché tic dong:

- Bambuterol Ia tién chdt clia terbutalin, chat
chll van giao cam trén thy thé béta, kich thich chon
loc trén béta-2. Bambuterol 1A dan chét
bis-dimethylcarbamat cua terbutalin va tén tai &
dang racemic.

Tac déng dude luc:

- Cac nghién cdu dugc Iyc trén chudt lang cho
thdy bambuterol ¢é tac dyng bao vé chéng co that
phé& quan do histamin gay ra. Vdi liéu tudng dudng,
thdi gian gian phé quéan cla bambuterol dai hon
terbutelin. Bambuterol khéng gay gian cd trdn. Tdc
dung bao vé phé quan co lién quan dén sy tao
thanh terbutalin.

- Céc nghién ciu dugc lyc trén bénh nhan hen
suyén va c4c tinh nguyén vién khde manh cho thdy
bambuterol cé tdc dyng gidn ph& quan, gay run va
tang nhip tim. Cac tdc dung chuyén héa bao gém
ting nhe dudng huyét, &nh hudng dén kali huyét
khong dang ké. Trong céc nghién cdu ngédn han
trén chuyén héa lipoprotein cho thdy ting HDL
cholesterol. Toém lai, tdt ca cac tAc dyng dugc lyc
quan sat dugc cd thé do chat chuyén hda cd hoat
tinh la terbutalin.

Péc tinh dugc déng hoc:

- Hdp thu: Khoang 17,5% liéu bambuterol uéng
vao dugc hdp thu. Khoang 70 — 90% sy hdp thuy
xay ra trong 24 gi§ dau tién,

- Phédn b6: T1 1€ gan két protein huyét tudng cla
bambuterol thdp, khoang 40 - 50%.

- Chuyén hda: Bambuterol dugc chuyén hoa &
gan va tao thanh terbutalin nhd qua trinh thiy phan
va oxy héa. Sau khi hap thu & rudt, khoang 2/3 liéu
terbutalin dugc chuyén héa lan dau, bambuterol
khong bj chuyén héa 1&n diu. Khoang 65% lugng
thudc hdp thu vao dugc hé tudn hoan. Vi vay,
bambuterol ¢cé sinh khd dung khoang 10%.

- Thai tr: Théi gian ban hiy cla bambuterol
sau khi ung khoang 9 — 17 gid.
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* Pi tugng dic biét: Han ding cia thudc: 36 thang ké W ngay san

Bénh nhan suy gan: T4t ca cdc d6i tugng nghién  Xudt.
ciu, terbutalin déu c6 thé dugc hinh thanh theocon . .
Ouding A Ao&n 1500, Migoal rly benh il o an. Tiéu chuan chét lugng cia thudec: TCCS
Tén, dia chi clia cd s& san xuat thudc:

Qui cach déng géi:
-HOp 3 vi x 10 vién nén {o\
-Hop 10 vi x 10 vién nén —tN\

Diéu kign bdo quan cla thudc: Bao quan thudc CONG TY LIEN DOANH MEYER-BPC

ndi khd, nhiét d khéng qua 30°C, tranh 4nh sang. S8 6A3 qubc |15 60, phuéng Phu Tan, thanh phd Bén Tre, finh
Bén Tre, Viét Nam

TONG GIAM POC

DS. Huynh Thién Nghia




