Rx: Thudc du don thu

Zensalbu nebules 5.0

Salbutamol 5,0 mg/2,5 ml
Déxatdm tay tréem
Doc kj hudng dan sit dung trirdic khi diing
Thanh phan
M6 6ng 2,5ml chifa:
Thanh phdn hoat chdt:
Salbutamol (dang salbutamol sulphat) 5,0mg
Thanh phdn td duoc: Natri dlorid, acid sulfuric, nudc cit pha tiém ........... vifa d 2,5ml
Dang bao ché: Dung dich diing cho khi dung
Dudmg ding: Hit qua mdy khi dung
Mb t3: Dung dich khdng mau dén mau vang rét nhe.
pH:3,0-50
Chi dinh
Thudc dugc chi dinh trong cac trudng hop sau:
- Kiém soét thutng xuyén co that phé quan man — khdng dap img vai diéu tri quy udc.
-Diéu tri hen nang c3p tinh (can kich thich hen nang va kéo dai khong dép ing véi diéu tr chudn).
Liéu dung va cach diing
Liéu ding:
Nauti 6n va tré em: Liéu khdi déu thich hop cta salbutamol dung dich khi dung la 2,5mg.
(6 thé tang liéu Ién Sma. C6 thé duing dén 4 13n/ngay. Kh diéu tri tic nghén duting dén khi ndng & ngudi
|6, liéu ding cd thé cao han, Ién dén 40mg/ngay, dudi su gidm sat nghiém ngét clia béc s tai bénh vién.
Hiéu qua 1am sang cila Zensalbu nebules 5.0 & tré em dudi 18 thang tudi Ia khéng dugc biét rd rang. Nén
¢&n nhdc diing liéu phap bd sung oxy do ¢ thé xuat hién thiéu oxy huyét thodng qua.
Khi diing liéu qua cao cd thé gdy ra téc dung ngoai y do 6 chi nén téng liéu hodc tang tén suét st dung khi
<6 chi dinh cia bac si.
Néu liéu diing hiéu qua trudc day té ra kém dap img trong vong it nhét 3 gid, cdn dén béc si
ngay.
(Cdch diing:
Khéng dugc tiém hodc udng dung dich khi dung.
Zensalbu nebules 5.0 dugc sif dung véi may khi dung theo hudng dan clia béc T,
96i véi héu hét bénh nhan, théi gian téc dung clia Zensalbu nebules 5.0 tir 4-6 gid. Zensalbu nebules 5.0
duoc thiét k€ dé it dung dudi dang khang pha lodng, Tuy nhién, néu mudn kéo dai thoi gian phan phéi
thudc (hon 10 phit) thi c6 thé cdn pha lodng béng nutdc mudi vé triing thong thudng.
Sit dung ngay cang nhiéu cic thudc chd vén beta-2-adrenergic c6 thé lam biéu hién ctia bénh hen nang én.
Trong nhiing truing hop nay cd thé tién hanh viéc dénh gid lai phac d6 diéu tri ca bénh nhan va nén xem
xét viéc diéu tri két hop dong thai vi glucacorticosteroid.
Dung dich thudc Zensalbu nebules 5.0 ding dé hit qua may khi dung. Cach chuén bj thudc cho mdy phun
khi dung:
1. B& mdt 6ng Zensalbu nebules 5.0 ra bing cach xoay mdt dng xudng phia dudi va tach ra trong khi vén
giil chéc phén con lai cila vi Zensalbu nebules 5.0.
2. Gill chéc mdt déu cia Gng Zensalbu nebules 5.0, xoay phdn than dng d& mé ndp.
3. Bua ddu hd cia 6ng Zensalbu nebules 5.0 vao trong chén dyng dung dich cda méy phun khi dung. Bép
tis i Gng Zensalbu nebules 5.0 dé rét dung dich thudc vao trong chén, Chd § ot hét dung dich thudc
Zensalbu nebules 5.0 vao trong chén.
4, Chusn bi méy khi dung va sir dung theo chi dan.
5. Sau khi sit dung xong, cén bo hét dung dich con thita trong chén dyng clia méy khi dung, sau d6 lau sach
méy phun khi dung theo nhu hudng dn trong méy.
(6 thé sir dung mat na, thiét bj chi “T* hodc qua 6ng ndi khi quan dé phan phdi thudc. C6 thé st dung
thong khi 4p lyc duang ngdt quang nhung hiém khi la cén thiét.
(4n cho this oxy khi 6 nguy ca thiéu oxy huyét do gidm thong khi.
Do nhiéu loai méy khi dung hoat ddng trén nguyén téc dong khi lién tyc, ¢ thé thudc khi dung sé dugc gidi
phéng vao moi trsdng xung quanh, Do d6, nén sit dyng Zensalbu nebules 5.0 trong phong 8 thang khitdt,
nhat 13 & bénh vién khi 6 nhiéu bénh nhan sir dung méy khi dung ciing mft ldc.
Chéng chl dinh
Chéng chi dinh diing salbutamol dang khf dung & nhing bénh nhan <6 tién sif qud mdn v6i bt ky thanh
phén nao cia thudc.
(héing chi dinh dung salbutamol dang khi dung dé xirtrf chuyén da sdm, doa sinh non hodc doa sdy thal.
Cénh bdo va than trong khi diing thudc
(s nhiing bénh nhan hen nang hodc hen khdng én dinh, khng nén diéu tri hodc khang nén diéu tr chd yéu
béng thudc gian phé quan,
Thén trong khi diing véi bénh nhan nhiém doc gidp.
Pa ¢ béo cdo hién tugng glaucom géc déng c&p & mot s6 bénh nhan ding két hop véi ipratropium
bromide. Do d6, than trong khi diing véi céc thudc khéng cholinergic khi dung khéc.
Khong dugc dé dung dich hodc swong khi dung bay vao mét,
Diéu trj bang chdt chi vn beta-2-adrenergic chil yéu bang duéng tiém va khi dung c6 nguy ca gdy gidm
kali huyét nang, Dac biét than trong & nhiing bénh nhan hen ngng do tac dung phy nay 6 thé tang lén khi
diing cling vdi cac dén chat xanthin, thugc lgi tiéu va khi thiéu oxy huyét. Can theo doi lugng kali huyét &
nhiing trutng hop nay.
Salbutamol c6 thé gay ra cac thay d6i vé chuyén hda c6 hdi phyc, vi dy nhy tang lugng dudng trong mdu.
Bénh nhan dai théo duting co thé khong bistris duge nhiing thay ddi vé chuyén hda nay va da c6 bdo cdo vé
nhiém toan xeton. Téc dung nay o thé tang lén khi ding kem cac corticold. Thin trong khi ding liéu cao &
nhiing bénh nhan dang diéu trj con hen kich phat c3p tinh, theo dai sy ting ndng d9 lactate huyét thanh
va tinh trang nhiém toan chuyén hoa.
Sir dung thudc cho phy ni ¢6 thai va cho con b
Thoi ki mang thai:
Salbutamol da dugc chiing minh gy quai thal & chugt khi tiém dudi da vai liéu tuang ing gdp 14 ldn lidu
khldungdnguai.(hua(OMImmWh!nchuynwnAodmuﬁmngMKMngntndungmukd
d6i tugng ndy khi chua biét rd mdi lién quan gida salbutamol va dj tat.
Thai ky cho con bi
Salbutamol dugc bai tiét mdt lugng nhd vao sita me. Téc dgng cla thudc trén tré b sa me chua dugc biét
@én, nén than trong khi dng thudc & phy nd cho con ba.
Trong cc trubng hgp cn thiét thay thuc phai can nhic gita lgi ich va nguy <o 8 thé gip phdi.
Anh huéng dén kha néing L4l xe va van hanh méy méc
Salbutamol cd thé gay ra cdc tic dyng thung gap nhat 1 bi rdt, run hay nhic ddu, chéng mt. Do d6 lam
dnh hudng dén khd nang L4l xe va vdn hanh mdy méc.




Tuanng tac, tuong ky cia thudc
Tranh diing két hap vdi cac thudc chi vén beta khong chon lo nhu propanolol, isoprenalin, dobutamin, vi
[am ting téc dong trén tim mach.

Khdng diing cho nhiing bénh nhan dang diéu tri bang cdc IMAO (thudc tfc ché enzym monoamine oxydase)
hay céc thudc chang trém cdm ba vong: Téc dung clia salbutamol Ién hé théng mach mdu c thé bj nh
hutng.
Khi chi dinh salbutamol can phai gidm liéu thudc kich thich beta khdc néu dang diing thudc d6 dé diéu tri.
Céc thudc chen thu thé beta va salbutamol i ché téc dung ctia nhau lam mat hiéu qua diéu trj va c6 thé
|am bénh canh nang han.
Téc dung khdng mong mudn
Tc dung khang mong mudn cla Zensalbu dugc phan nhom theo tén sudt: rdt thutng gdp (ADR > 1/10);
thuong gdp (1/100 < ADR < 1/10); t gdp (1/1000 < ADR < 1/100); hiém gdp (1/10000 < ADR < 1/1000);
rdt hiém gdp (ADR < 1/10000), hodc khdng rd (khong thé udc tinh dugc tir i liéu hién c6).

Nhin chung, thudc dugc dung nap tot va céc tac dung ddc nguy hiém [a hiém gap.

Céc phan tng bat o cla thudc néu ¢6, tuong ty nhu véi céc thudc cuing giao cdm khic, tuy nhién tac dong
cta salbutamol trén tim mach thap han cc thudc kich thich khong chon loc beta giao cdm. Nhin chung, céc
phan ing phu chi thodng qua va thuting khdng can phi ngung diéu trj véi Zensalbu nebules 5.0.
Phé bién (1/10 > ADR = 1/100):

Run, dau ddu, nhip tim nhanh

Khéng phd bién (1/100 > ADR > 1/1000):
Dénh trong nguc.

Kich tng hong va miéng.

Chubt rit.

Hiém gdp (171000 > ADR > 1/10000):

Ha kali huyét.

Glan mach mdu ngoai bién,

Rdt hiém (1/10000 > ADR > 1/100 000):

Cac phan ing qud man bao gm phts mach, méy day, co thét phé quan, ha huyét 4p va truy tim mach.
Nhiém toan lactic, & nhiing bénh nhén diing salbutamol khi dung dé diéu trj con hen kich phat c3p tinh.
Tang hoat dong hé than kinh.

Loan nhip tim bao gém rung nhi, nhip tim nhanh trén that, ngoai tam thu.

(o thét phé quan nghich I, cd thé xust hién véi vic tng tic thi triéu chiing kho khé sau khi duing thudc.
Nén duoc diéu tri ngay béng dang thudc khdc hodc hit thudc gian phé quén tac dung nhanh khéc. Ngimg
sir dung Zensalbu nebules 5.0 ngay, dénh gié bénh nhan va thay thé bang phuong phap diéu trj khic néu
cén thiét.

Théng bdo ngay cho bdc si hodc dufoc si nhimg tdc dung khéng mong muén
gdp phdi khi st dung thude

Qua liéu va cach xir tri

Triéu ching: Trong trutng hap diing thudc qud liéu gay ngd dac, tlly theo mic 49 néng nhe ¢ thé biu hién
mit s6 céc triéu chitng nh: Kho chiu, nhic déu, hoa mét, chdng mét, budn ndn, bon chn, run cic ddu chi,
tim dép nhanh, loan nhip tim, bién d6i huyét p, co gidt, c6 thé ha kali huyét.

i tri: Ngitng ding salbutamol ngay. Diéu trj céc triéu ching. Cho thudc chen beta (vi du metoprolol
tartrat) néu thy can thiét va phai than trong vi c6 nguy co dan dén co thét phé quan. Viéc diéu tri nhu trén
phéi duoc tién hanh trong bénh vién.

Dictinh dugelychoc

Nhém duoc I Thubc adrenergic diing toan than

Ma ATC: RO3AC02

Salbutamol c6 tac dung chon loc kich thich cac thu thé beta2 adrenergic (c6 & catran phé qudn, cotlf cung,
«atron mach méu) 1am tang tng hap AMPy, [am gian ca tran khi phé qudn, tl cung, mach méu; kich thich
<o vén va it tac dung 61 thy thé betal adrenergic trén o tim it tac dung trén tim.

Téc dung gian co tron thy thudc vao liéu ding va dugc cho rdng xdy ra thong qua hé thdng adenyl
cydlase-AMP vong, véi viéc thudc gdn vao thy thé beta-2-adrenergic tai mang t& bao gdy ra su bién déi ATP
thanh AMP vong lam hoat héa protein kinase. Diéu nay ddn dén sy phosphoryl hda cdc protein va cudi cling
lam gia tang caldi ndi bao loal lién két; calci ndi bao fon hda bi gldm bat gy tc ché lién két actin-myosin,
do dd lam gidn co tron,

La mot thudc chi vn beta 2-adrenergic, salbutamol ¢6 téc dyng chdng dj ing bang cdch tac dung lén
dung bao lam tc ché sy phong thich cac héa chit trung gian gdy co tht phé quan nhut histamin, yéu &
héa dng dong bach cdu da nhén trung tinh (NCF) va prostaglandin D2,

Zensalbu nebules 5.0 lam gian phé qudn & c& ngudi binh thudng Idn bénh nhan suyén hay bénh phdi tic
nghén man tinh (COPD) sau khi udng. Thubc con lam gia tang sy thanh tha tiém mao nhdy (da dugc ching
minh & bénh nhan COPD 1én & nguei binh thuting).

Thudc kich thich thy thé beta-2-adrenergic gdy ra céc téc dyng chuyén héa lan rong: Tang Ivgng acid béo
tu do, insulin, lactat va duong; gidm ndng d kali trong huyét thanh,

Dactinh dugcdénghoc

Salbutamol dugc thai tris chd yéu qua phan. Phén ldn liéu salbutamol dung theo dudng hit dugc dao thai
trong vong 72 gia. Salbutamol dugc gdn két véi protein huyét tuang téi mdc 10%,

Sau khi ding duong hit, khodng 10 dén 20% liéu ding dén dugc duong dan khi thap han, Phan con lai
duge it trong thiét bi khi dung hodc Ing dong tai viing miéng hdu, noi thudc duge nudt vao, Phén ling
dong trén duang dn khi dugc hdp thu vao md phéi va vong tudn hoan nhung khong dugc chuyén ha &
phéi.

Dén vong tudn hoan, salbutamol dugc chuyén héa tai gan va dugc dao thai chd yéu qua nudc tiéu dudi
dang khong déi va dang phenolic sulphate.

Phén nut vao tifliéu hit dugc hap thu tir dubng tiéu héa va duge chuyén héa dang ké budc ddu thanh
phenolic sulphat. C& phan thudc khong bién ddi va phan lién két dugc ddo thai chi yéu qua nudc tiéu,
Quy cach déng géi:

Ong 2,5ml

Hop 02 tdi nhom x 01 vix 05 dng .

Bdo quan: Noi kho, tranh dnh sang, nhit 4§ dudi 30°C.

Han ding:

36 thang ké tifngay sdn xudt, 3 thang ké tirngdy md tii nhom,
Tiéu chudn chit ligng: Tiéu chudn co sd.

Nha sdn xudt

&

Cong ty c6 phan Duge phim CPC1 Ha Nyl 3
Cym cbng nghidp Ha Binh Phuang, x4 Van Binh, huyén Thuing Tin, Thanh phd Ha NoJ i



