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LUNGTEC TABLETS 10MG S/ VAN PHONG

g’ DAIDIEN
Beoc kv hiréng dan st dung triwoc khi ding. Dé xa téim tay tre em. A]I pHo CHIMINH
B\
1. THANH PHAN CONG THUC THUOC: N\
Mot vién nén chﬂ:a: ' St
Thanh phén dugc chat: Bambuterol hydroclorid 10 mg.

Thanh phén ta duge: Lactose Monohydrate, Corn Starch, Povidone K-30),
Microcrystalline Cellulose, Magnesium Stearate.

2. DANG BAO CHE:
Vién nén hinh thuén dai, mau trang aén trang nga, duge khéc chir “SY | Bm™ trén mdt mat va
khic duong ranh trén mit con lai. C6 thé bé doi vién thude.

3.CHIPINH: _ ‘
Hen phe quan, co that phé quén va/ hodc tac nghén duong dan khi ¢6 hoi phuc.

4. CACH DUNG, LIEU DUNG:

Liéu chi dinh 1 1an/ ngay, ding ngay trude khi di ngi. Cén diéu chinh lidu phl hop timg cé nhén.
Bénh nhan phai diing liéu phap khang viém t6i wu (nhu corticosteroid hit. thude ddi khang thu
thé leukotrien) khi sir dung Lungtec Tablets 10mg dé diéu tri duy tri trong bénh hen.

Natrgi {én: Liéu chi dinh khéi dau 10 - 20 mg. C6 thé tang liéu tir 10 mg dtn 20 mg sau -2 tudn,

tuy theo hi¢u qua lam sang. O nhiimg bénh nhén truée day da dung nap tot cac chit chu van B2,
liéu khoi ddu khuyén dung ciing nhur liéu duy tri 1a 20 mg.

Ngueoi Iom tuoi: Khong can diéu chinh lidu.

Bénh nhén roi loan chite nang gan: Khong khuyén cdo ding cho bénh nhan rdi loan chirc nang
gan vi khong du doan dugc cac chuyen hoa thanh terbutalin.

Bénh nhan suy chirc nang than tr tng hinh dén nang (GFR < 50 ml/phut): Khuym cao dung
Lungtec Tablets 10mg liéu khai dau bang nira liéu dung o nguai 1om.

Tre em: Khong ding Lungtec Tablets 10mg cho tré em cho dén khi c6 day du dit liéu lam sang.

5. CHONG CHI PINH:
Min cam véi terbutalin hay bat ky cac thanh phin nao khac cua thudc. Khéng khuyén céo dung
Lungtec Tablets 10mg cho tré em do dit liéu lam sang han ché trén nhom déi tuong nay.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Do terbutalin duge bai tiét chu yéu qua than, cin giam phan nira lidu & nhitng bénh nhan tén
thuong chirc ndng than (GFR < 50 ml/phut).

O nhimg bénh nhan xo gan, va ca nhirg bénh nhan co tén thuong chirc nang gan nang do
nguyen nhan khac, liéu dung hang ngay phai duoc diéu chinh thich hop cho timg ¢4 nhan, cin
danh gia kha ning chuyén héa bambuterol thanh terbutalin & nguoi bénh c6 bi suy giam hay
khong. Do vdy, dya trén quan diém thuc hanh, sir dung truc tiép chat chuyén hoa hoat tinh,
terbutalin, thi thich hgp hon ¢ nhimng bénh nhan nay.

Ciing nhu ddi voi tét ca céc chit chi van B, can sir dung than trong ¢ nhimg bénh nhan nhiém
dgc giap.

Anh huéng 1én hé tim mach €O thé duge ghi nhin ¢ cic thude cuong giao cam, bao gom
Lungtec Tablets 10mg. C6 mot 56 bang chimg qua qua trinh luu hanh thude trén thi trudng va y
vin vé sur hiém khi xdy ra thiéu mau co tim cuc bo lién quan t6i cac thude chu van béta. Nhiing
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bénh nhin bi bénh tim nang (bénh thicu mau tim cyc bd, loan nhip hodc suy li:n(f@}_‘ﬁ1g] Rk E N
ding Lungtec Tablets 10mg, nén thong béo cho béc si néu cam thiy dau thét ngt_ré}_ﬁa&_;{m@wﬁgH[M]NH
triéu chimg cta bénh tim tién trién xdu di. Nén chi y dénh gid cac tri¢u chimg nlur"“:l_;‘{};{?.'_ tho va

dau that ngure vi ¢6 thé do nguyén nhan tir bénh ho hép hay tim mach. T

Du Lungtec Tablets 10mg khéng ding diéu tri doa sinh non. cting nén luu y bambuterol ?ﬁa_ &
hoa thanh terbutalin va khong nén diing terbutalin nhu thude chdng co thit & bénh nhan ¢6 tién
str thiéu mau tim cuc bd hogc nhitng bénh nhén ¢6 nguy co thiéu méu tim cuc bo.

Do tac dung lam tang dudng huyét cua cac c:hfit chii van B2, can kiém soat duong huyét t6t hon
nita & nhimg bénh nhén dai thio duemg khi bat dau diéu tri.

Giam kali huyét nang co thé xay ra khi diéu tri v&i chat chu viin Bo. Can thin trong dac biét
trong con hen ning cdp tinh do nguy co ha kali huyét tang cao khi giam oxy méu. Tac dong
giam kali huyét o thé xay ra khi diéu trj phéi hop (Xem 'Tuong tae, twong ky cta thude'). Can
theo ddi ndng do kali huyét thanh trong cac truong hop nay.

Ha kali huyét ¢6 thé lam tang khuynh huéng loan nhip tim. Péc bi¢t than trong & bénh nhan diéu
tri véi digitalis glycosid do ha kali huyét ciing lam tang nguy co nhiém doc digitalis.

Nhimg bénh nhan bi hen suyén kéo dai yéu cau diéu tri duy tri voi chét chu vin Ba, ciing nén
dieu trj khang viém t0i vu nhu corticosteroid hit, thudc ddi khang thu thé leukotrien. Nhing
bénh nhén nay nén dugc tu vén tiép tuc didu trj véi khéng viém sau khi dung Lungtec Tablets
10mg tham chi dén khi triéu chimg da giam. Néu céc triéu chimg vin ton tai hodc can tiang liéu
diéu tri voi chu véan B2, didu ndy cho thay co sy tién trién x4du di cua bénh 1y nén va cin dugc
danh gia lai viéc dicu tri. Khong ding khai ddu hodc ting liéu Lungtec Tablets 10mg khi diéu trj
con hen cép kich phat.

Canh bdo ta duoe: Lungtec Tablets 10mg ¢6 chira lactose. Bénh nhin khéng nén dung thuoc néu =

¢6 cac van dé di truyén hiém gap: khong dung nap galactose, thiéu hoan toan enzym lactase hoac
kém hap thu glucose-galactose. A
Than trong khi dieu tri cho bénh nhén ting nhin ap goc hep.

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: ‘
Mic du chua thiy co tic dong gay quai thai ¢ ddng vt sau khi st dung bambuterol, can than K

trong trong 3 thing dau thai ky. Than trong khi sir dung thudc chii van B2 phéng thich cham =

dang uong ¢ giai doan cudi cia thai ky vi téc dong chong co thit. Ha duong huyét thoang qua
dugc ghi nhan ¢ tré sinh non c6 me duoc diéu trj béng chit chu vén B,

Ngui ta chua biét bambuterol hodc céc dang chuyén hoa trung gian c6 di qua stra me hay khong.
Terbutalin di qua stta me nhung khong thay c6 anh huong dén nhii nhi 0 licu diéu tri. Viéc
ngung cho con b hay ngung diéu tri bang Lungtec Tablets 10mg duge quyét dinh dua trén loi
ich cua viéc cho tré b me va diéu tri cho ngudi me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Lungtec Tablets 10mg khéng c6 anh hudng Ién kha nang lai xe va van hanh may.

9. TUONG TAC, TUONG KY CUA THUOC:

Bambuterol kéo dai tac dong gidn co cua suxamethonium (succinylcholin). Tac dong nay do
cholinesterase trong huyét tuong, 1a enzym bat hoat suxamethonium, bi trc ché mot phan boi
bambuterol. Sy i ché tity thude liéu lugng va c6 thé hdi phyuc hoan toan sau khi ngung diéu tri
v6i bambuterol. Su twong tic ndy cling cdn duge xem xét véi cée chat gidn co khac duogc chuyén
hda bai cholinesterase,

Cac thude tre ché thu thé béta (ké ca thudc nho mat), dic biét 1a cac chét tte ché khéng chon loc,
¢6 thé i ché mot phin hay hoan todn tac dung cia chét kich thich thy thé B.

Céc thude gay mé halogen:

Tranh dung thudc giy mé halothan khi diéu tri vé&i chat chu vdn B2 do tdng nguy co loan nhip
tim. Théin trong khi sir dung céc thuoc gy mé halogen khic cing véi chit chu vén Pa.

[§]
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Céc thude thai kali va gay ha kali huyét: ( g'r
Do tac dong giam kali huyét ctia cac chat cha van P2, thin trong khi ding dong thiﬁ\é@\(
thai kali trong huyét thanh dugce biét lam ting nguy co giam kali huyét, nhu thudeNdis
methyl xanthin va corticosteroid, sau khi dénh gia cén than loi ich va nguy co cua vié
nguy co loan nhip tim do ha kali huyét.
Dung Lungtec Tablets 10mg thin trong trén bénh nhan dang diéu tri bing cac thude kich thich
than kinh giao cam khac. Trén Iy thuyét, ndng do bambuterol bi giam boi quinidin do quinidin
(re ché enzym cholinesterase ngay ca o lidu diéu tri.
C6 sau truong hop duge bdo cdo khi ding dong thoi véi salbutamol va ipratropium trong diéu tri
hen (phun khi dung), gdy ra tang nhan ap goc hep. Terbutalin duodng nhu tuong tac vai
ipratropium twong ty nhu salbutamol khi dung thudc bing méy phun khi dung. Phoi hgp nay
khong khuyén khich dung cho bénh nhan ¢6 kha niing mic phai.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Hau hét céc tac dung ngoai y 1a bi¢u hi¢n dic trung cua cac amin cudng giao cam. Miic d6 nang
cua cic tac dung khong mong muon phu thude vao lidu. Cac tic dung ngoai ¥ nay s& mat din
trong vong 1-2 tuan diéu tri.

Loan nhip tim nhu rung nhi. nhip
nhanh trén that va ngoai tam thu,

Tan sua“i,t khong
biét*

Ro1 loan tim mach

Thi¢u mau co tim cuc bo

Roi loan tiéu hoa

Budn noén

RAi loan tam théan

Choéng mat, qua hiéu dong

R6i loan hé mién dich

Phan img qua man bao gém phu
mach, me day, ngoai ban, co that phé
quan, ha huyét ap va suy kiét

R6i loan chuyén hoa va dinh
dudng

Ha kali huyét, tang dudng huyét

R6i loan ho hzip, 10ng nguc va
trung that

Co that phé quan nghich thuong

Phin logi tin suat T4c dung ngoai ¥
Hé co quan (SOC) Lip lai hon (PT)
Rat thuong gap | Réi loan hé thin kinh Run co . dau dau

21710 R&i loan tam thin R&i loan hanh vi nhu bén chon
Thuong gap R6i loan tim mach Panh trong nguc 7':'5“;‘?“"‘4‘\)r
<1/10vaz1/100  ["R&;i 1oan hé co xuong, md lién két | Vop bé .
va xuong P;gxﬂ
R&i loan tdm than R&1 loan giac ngu 5CHIMI
it gap Roi loan tm than R6i loan hanh vi nhu lo au o
<l ;; 1?80‘0&1 = R&i loan tim mach Tim dap nhanh, fj}j

* Khong thé udce tinh tir dit liéu hién co.

11. QUA LIEU VA CACH XU TRi:

Quié licu c6 thé din dén nong d¢ terbutalin cao trong mau va do dé xuat hién céc triéu chimg va
dau higu twong ty nhur khi ding qué lidu terbutalin: Nhirc ddu, o léng, run co, budn non. vop beé,
danh trong ngue, nhip tim nhanh va loan nhip tim.

Ha huyét 4p d6i khi xay ra sau khi dung qua lieu terbutalin. Cac ddu hiéu cén lam sang: tang
duomg huyét, nhidm acid lactic mau d6i khi xay ra. Liéu cao chdt chu van B2 6 thé gay ra giam
kali huyét do sy tai phan b kali.
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Qua lidu Lungtec Tablets 10mg c6 thé gy trc ché dang ké cholinesterase huyét tuong. ¢6 thé
kéo dai trong vai ngay (xem "Twong tdc. tuong ky cua thude').

Diéu tri qua liéu

Thuong khong can diéu trj, Truomg hop qua liéu nang, can tién hanh cac phuong phép sau:

Rua da day, than hoat tinh. Panh gia can bing kiém toan, dudng huyét va dién giai. Theo ddi tan

s0, nhip tim va huyét dp. Chét giai ddc thich hop khi qua lidu Lungtec Tablets 10mg la chét e
che thu thé B chon loe tim nhung cac thude tre ché thu thé B can duoc sir dung than trong &

nhitng bénh nhan ¢é tién st co that phé quan. Neu sy giam ste can mach mau ngoai bién qua
trung gian 32 gop phan déng ké gay giam huyét ap, can phai bdi hoan thé tich huyet tuong,

12. PAC TINH DUQC LUC HQOC

Nhom duoc ly: Chat chu van B2 c6 chon lge, bambuterol.

Ma ATC: R0O3C C12.

Lungtec Tablets 10mg chira bambuterol 14 tién chat ciia terbutalin, chat chu van glao cam trén
thu thé béta, kich thich chon loc trén B2, do do lam gidn co tron phé quan, tc ché phong thich
céc chit gay co thit noi sinh, trc ché cdc phan ung pht né gay ra boi cic chét trung gian hoa hoc
ndi sinh va 1am tang sy thanh thai ctia hé théng long chuyén nhay.

13. PAC TINH DUQC PONG HOC

Khoing 20% li¢u bambuterol uéng vio duge hap thu. Sur hip thu thude khong bi anh huong khi
sur dung dﬁng thot vi thire an. Sau khi hdp thu, khoang 90% bambuterol dugce chuyén hoa chdm
bing phan ing thuy phan (boi enzym cholinesterase trong huyét tuong) va oxy hoa thanh
terbutalin ¢6 hoat tinh. Khoang 1/3 liéu bambuterol hap thu durge chuyén hoa & thanh rudt va &
gan, chu yéu thanh cac dang chuyén héa trung gian.

O nguwi 16m, khoang 10% bambuterol uéng vio bién déi thanh terbutalin.

Nong do t5i da trong huyét tuong cua terbutalin, chat chuyén héa c6 hoat tinh, dat duge trong
vong 2-6 gio. Thoi gian tac dung kéo dai it nhit 24 gio. Pat trang thai héng dinh sau 4-5 ngay
diéu tri. Thei gian ban huy cua bambuterol sau khi udng khoang 13 gid. Thoi gian ban hay cua
chat chuyén héa co hoat tinh 1a terbutalin khoang 21 gid.

Bambuterol va cic dang chuyén héa cua no ké ca terbutalin duge bai tiét chu yéu qua than. do
d6 bénh nhan suy thin (49 thanh thai creatinin < 50 ml/phut) phai ding liéu khoi dau thap hon.
Khéng c6 kinh nghiém diéu tri trén bénh nhéan co do thanh thai creatinin < 30 ml/phat. O bénh
nhén xo gan, chuyén héa cia bambuterol co thé thay doi khong thé du doan dugce ddi voi timg
cd nhan.

14. QUY CACH PONG GOI: Hop 10 vi x 10 vién,

15. PIEU KIEN BAO QUAN: Dugi 30°C, tranh anh sng.
16. HAN DUNG: 36 thang ké tir ngdy san xudt.

17. TIEU CHUAN CHAT LUQNG: Tiéu chuin co s6.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
U-Liang Pharmaceutical Co., Ltd.
No.10, Kuang-Fu Rd., Hu-Kou Hsiang, Hsin Chu Hsien, Dai Loan.



