Rx: Thudc nay chi dung theo don thuéc

Zensalbu nebules 5.0

Salbutamol 5,0 mg/2,5 ml
Déxatdm tay tré em
Doc kj huéng dan sii dung truge khi ding
Thanh phan
Mai 6ng 2,5ml chifa:
Thanh phdn hoat cht:
Salbutamol (dang salbutamol sulphat) 5,0mg
Thanh phdn td dugc: Natri clorid, acid sulfuric, nudc cét pha tiém ..., vifa dd 2,5ml
Dang bao ché: Dung dich dung cho khi dung
Duong dung: Hit qua mdy khi dung
M ta: Dung dich khong mau dén mau vang rét nhe.
pH:3,0-5,0
Chi dinh
Thudc dugc chi dinh trong céc trudng hgp sau:
- Kiém soat thutng xuyén co that ph€ quan man — khong dap tng véi diéu tri quy udc.
- Diéu tri hen nang cdp tinh (con kich thich hen néng va kéo dai khong dap ting véi diéu tri chudn).
Liéu diing va cach dung
Liéu diing:
Ngui I6n va tré em: Liéu khdi déu thich hgp cta salbutamol dung dich khi dung la 2,5mg.
(9 thé tang liéu 1én 5Smg. (6 thé dung dén 4 1an/ngay. Khi diéu tri tdc nghén dudng dan khi ndng & ngudi
16n, liéu dung ¢6 thé cao hon, 1én dén 40mg/ngay, dudi su gidm sat nghiém ngat cta bac si tai bénh vién.
Hiéu qua 1am sang cia Zensalbu nebules 5.0 & tré em dudi 18 thang tudi la khdng dugc biét rd rang. Nén
¢an nhéc dung liéu phap bG sung oxy do ¢6 thé xudt hién thiéu oxy huyét thodng qua.
Khi duing liéu qua cao c6 thé gy ra tac dung ngoai y do d6 chi nén tang liéu hodc ting tn sudt st dung khi
0 chi dinh clia bac si.
Néu liéu dung hiéu qua trudc day to ra kém dap iing trong vong it nhat 3 gid, can dén bac si
ngay.
Cdch diing:
Khéng dugc tiém hoac udng dung dich khi dung.
Zensalbu nebules 5.0 dugc st dung véi mdy khi dung theo hudng dan cta bac si.
Dai v6i hau hét bénh nhan, thi gian tac dung ctia Zensalbu nebules 5.0 tif 4-6 gi6. Zensalbu nebules 5.0
dugc thiét ké dé st dung dudi dang khong pha loang. Tuy nhién, néu mudn kéo dai thai gian phan phéi
thudc (hon 10 phit) thi ¢ thé can pha lodng bdng nuéc mudi vd tring thong thudng.
Sirdung ngay cang nhiéu cac thudc chii vén beta-2-adrenergic cd thé lam bi€u hién cda bénh hen nang 1én.
Trong nhitng trudng hop nay cd thé tién hanh viéc danh gia lai phéc d6 diéu tri ca bénh nhan va nén xem
xét viéc diéu tri két hgp dong thai véi glucocorticosteroid.
Dung dich thuéc Zensalbu nebules 5.0 dung d€ hit qua mdy khi dung. Cach chuan bj thudc cho méy phun
khi dung:
1. B&é mt 6ng Zensalbu nebules 5.0 ra béng céch xoay mgt 6ng xudng phia dudi va tach ra trong khi van
gitt chdc phan con lai cda vi Zensalbu nebules 5.0.
2. Giit chdc mét dau ciia ng Zensalbu nebules 5.0, xoay phan than 6ng dé mé nap.
3. Dua dau hd cla 6ng Zensalbu nebules 5.0 vao trong chén dung dung dich cia may phun khi dung. Bop
tir tir 6ng Zensalbu nebules 5.0 d€ rot dung dich thudc vao trong chén. Chi y rét hét dung dich thudc
Zensalbu nebules 5.0 vao trong chén.
4. Chudn bi mdy khi dung va sit dung theo chi dan.
5. Sau khi st dung xong, can b6 hét dung dich con thifa trong chén dung ctia may khi dung, sau d6 lau sach
méy phun khi dung theo nhu huéng dan trong mdy.
(6 thé sir dung mat na, thiét bi chr “T” hodc qua 6ng ndi khi quan dé phan phdi thudc. (6 thé st dung
thong khi p luc duong ngat quang nhung hiém khi Ia can thiét.
(Can cho th oxy khi c6 nguy co thiéu oxy huyét do gidgm thong khi.
Do nhiéu loai may khi dung hoat dong trén nguyén tac dong khilién tuc, co thé thudc khi dung sé dugc giai
phdng vao mdi trudng xung quanh. Do d6, nén st dung Zensalbu nebules 5.0 trong phong cé thong khi tét,
nhét la  bénh vién khi c6 nhiéu bénh nhan st dung may khi dung ciing mét liic.
Chéng chi dinh
Chdng chi dinh dung salbutamol dang khi dung & nhitng bénh nhén cd tién st qud méan véi bat ky thanh
phén nao cta thudc.
Chéng chi dinh duing salbutamol dang khi dung dé x tri chuyén da s6m, doa sinh non hodc doa say thai.
Canh béo va than trong khi diing thuéc
(nhiing bénh nhan hen ndng hoic hen khang 6n dinh, khong nén diéu trj hoic khong nén diéu tri chd yéu
bang thudc gian phé quan.
Than trong khi diing véi bénh nhan nhiém dc gidp.
Da c6 bdo cdo hién tugng glaucom goc dong cdp 6 mot s6 bénh nhan dung két hgp véi ipratropium
bromide. Do dd, than trong khi duing véi céc thudc khdng cholinergic khi dung khac.
Khéng dugc dé dung dich hodc suang khi dung bay vao mat.
Diéu tri bang chét chd van beta-2-adrenergic chd yéu bang duang tiém va khi dung cd nguy co gy gidm
kali huyét néng. Dac biét than trong ¢ nhiing bénh nhan hen nang do tac dung phu nay cé thé tang Ién khi
dung cling véi céc dan chat xanthin, thudc lgi ti€u va khi thiéu oxy huyét. Can theo ddi lugng kali huyét &
nhiing trudng hgp nay.
Salbutamol ¢ thé gay ra céc thay ddi vé chuyén hda 6 hoi phug, vi du nhu téng lugng dudng trong méu.
Bénh nhan déi théo duong c6 thé khéng bu trir dugc nhiing thay ddi vé chuyén héa nay va da ¢ béo cao vé
nhiém toan xeton. Tac dung nay ¢6 thé tang Ién khi dung kém cac corticoid. Than trong khi duing liéu cao &
nhiing bénh nhén dang diéu trj can hen kich phét cap tinh, theo ddi sy tang nong do lactate huyét thanh
va tinh trang nhiém toan chuyén hoa.
St dung thudc cho phu nif c6 thai va cho con b
Thai ki mang thai:
Salbutamol da dugc chiing minh gdy quéi thai & chudt khi tiém dudi da vdi liéu tuong ting gdp 14 lan liéu
khi dung & ngui. Chua ¢6 cong trinh nghién ctiv quy mo nao & ngudi mang thai. Khng nén dung thudc &
ddi tugng nay khi chua biét rd méi lién quan gitia salbutamol va di tat.
Thdi ky cho con bii
Salbutamol dugc bai tiét mot lugng nhd vao sita me. Tac dong clia thudc trén tré b sita me chua dugc biét
dén, nén than trong khi dung thuc & phu n cho con ba.
Trong céc truging hop can thiét thy thudc phai can nhéc gitta loi ich va nguy ca 6 thé gap phai.
Anh huéng dén kha nang lai xe va van hanh may méc
Salbutamol cd thé gay ra cac tac dung thudng gap nhat la bit ritt, run hay nhic ddu, chéng mat. Do d6 lam
dnh hudng dén kha nang Iai xe va van hanh may mac.

Tuanng téac, tuong ky ctia thuéc
Tranh ding két hgp véi céc thudc chd van beta khong chon loc nhut propanolol, isoprenalin, dobutamin, vi
1am tang tdc dong trén tim mach.
Khdng dung cho nhitng bénh nhén dang diéu tri bang cdc IMAO (thudc tic ché enzym monoamine oxydase)
hay cac thudc chdng trdm cdm ba vong: Tac dung cda salbutamol Ién hé théng mach mau co thé bj anh
hudng.
Khi chi dinh salbutamol can phai giam liéu thudc kich thich beta khac néu dang dung thudc do dé diéu tri.
Cac thudc chen thy thé beta va salbutamol tfc ché tac dung cia nhau lam mét hiéu qua diéu tri va c6 thé
1am bénh cdnh nang hon.
Tac dung khdng mong mudn
Tac dung khong mong mudn ctia Zensalbu dugc phan nhom theo tan suat: rdt thudng gdp (ADR = 1/10);
thuong gdp (1/100 < ADR < 1/10); it gdp (171000 < ADR < 1/100); hiém gdip (1710000 < ADR < 1/1000);
rdt hiém gdip (ADR < 1/10000), hodic khdng rd (khdng thé udc tinh dugc tir dit lidu hién cd).
Nhin chung, thudc dugc dung nap tét va cic tac dung doc nguy hiém la hiém gap.
Céc phan (ing hét lgi clia thudc néu 6, tuong ty nhu véi céc thudc cudng giao cdm khdc, tuy nhién tac dong
ctia salbutamol trén tim mach thap hon cac thudc kich thich khong chon loc beta giao cdm. Nhin chung, cac
phén ting phu chi thoang qua va thudng khong can phai ngung diéu tri véi Zensalbu nebules 5.0.
Phé bién (1/10 > ADR = 1/100):
Run, dau dau, nhip tim nhanh
Khéng phd bién (1/100 > ADR = 1/1000):
Danh tréng nguc.
Kich ting hong va miéng.
Chudt rit.
Hiém gdp (1/1000 > ADR > 1/10 000):
Ha kali huyét.
Gidn mach mau ngoai bién.
Rdt hiém (1/10 000 > ADR = 1/100 000):
Céc phan ting qua man bao gdm phl mach, may day, co that phé quan, ha huyét ap va truy tim mach.
Nhiém toan lactic, & nhiing bénh nhan dung salbutamol khi dung dé diéu tri con hen kich phat cap tinh.
Tang hoat dong hé than kinh.
Loan nhip tim bao gom rung nhi, nhip tim nhanh trén that, ngoai tam thu.
(o that phé quan nghich Iy, ¢ thé xudt hién véi viéc ting tiic thi triéu ching kho khe sau khi dung thudc.
Nén dugc diéu tri ngay bang dang thudc khac hodc hit thudc gian phé quan tac dung nhanh khac. Ngiing
st dung Zensalbu nebules 5.0 ngay, danh gia bénh nhén va thay thé bang phuong phdp diéu trj khac néu
can thiét.

Théng bdo ngay cho bdc i hodc dugc si nhiing tdc dung khéng mong muén

gdp phdi khi sir dung thuéc

Qua liéu va cach xi tri
Triéu chuing: Trong truding hop dung thudc qua liéu gay ngé dc, tly theo mitc 46 ndng nhe 6 thé biéu hién
mot s cac triéu chiing nhu: Kho chiu, nhtic déu, hoa mat, chéng mét, buén nén, bon chdn, run cac dau chi,
tim dap nhanh, loan nhip tim, bién déi huyét ap, co giat, cd thé ha kali huyét.
Xir tri: Ngling dung salbutamol ngay. iéu tri cac triéu chiing. Cho thudc chen beta (vi du metoprolol
tartrat) néu thay can thiét va phai than trong vi c nguy co dan dén co that phé quan. Viéc diéu tri nhu trén
phéi dugc tién hanh trong bénh vién.
Dac tinh dugc luc hoc
Nhom dugc Iy: Thudc adrenergic dung toan than
Ma ATC: RO3AC02
Salbutamol ¢d téc dung chon loc kich thich cac thu thé beta2 adrenergic (c6 & co tran phé quan, co ti cung,
cotron mach mau) lam tang tdng hop AMPy, lam gidn ca tran khi phé quén, ti cung, mach mau; kich thich
Covan va it tic dung tdi thu thé betal adrenergic trén co tim it tac dung trén tim.
Tac dung gian co tron tly thudc vao liéu dung va dugc cho rang xdy ra thong qua hé thong adenyl
cyclase-AMP vong, vdi viéc thuGc gan vao thu thé beta-2-adrenergic tai mang té bao gay ra su bién dai ATP
thanh AMP vong Iam hoat hda protein kinase. Diéu nay dan dén su phosphoryl héa cac protein va cudi cling
1am gia tang calci ni bao loai lién két; calci ngi bao ion hda bj gidm bét gay Gic ché lién két actin-myosin,
do d6 1am gidn co tran.
La mot thudc chti van beta 2-adrenergic, salbutamol cd tac dung chdng di ting bang cach tac dung lén
du@ng bao lam (ic ché su phang thich céc hda chat trung gian gdy co that phé quan nhu histamin, yéu t6
héa (ing dong bach cau da nhan trung tinh (NCF) va prostaglandin D2.
Zensalbu nebules 5.0 1am gian phé quan & ca ngudi binh thudng lan bénh nhan suyén hay bénh phéi tic
nghén man tinh (COPD) sau khi udng. Thudc con Iam gia tang su thanh thai tiém mao nhdy (da duc chiing
minh & bénh nhan COPD Ian & ngudi binh thutng).
Thudc kich thich thu thé beta-2-adrenergic gay ra cic tac dung chuyén héa lan rong: Tang lugng acid béo
tu do, insulin, lactat va dutng; gidm ndng do kali trong huyét thanh.
Dac tinh dugc dong hoc
Salbutamol dugc thai trir chii y&u qua phan. Phan I6n liéu salbutamol dung theo dung hit dugc dao théi
trong vong 72 gic. Salbutamol dugc gan két vdi protein huyét tuong téi mic 10%.
Sau khi duing dudng hit, khoang 10 dén 20% liéu dung dén dugc dudng dan khi thap hon. Phan con lai
duoc gitt trong thiét bi khi dung hodc lang dong tai viing miéng hau, noi thudc dugc nudt vao. Phan ling
dong trén dudng dan khi dugc hdp thu vao mé phéi va vong tuan hoan nhung khong dugc chuyén hoa &
phdi.
Dén vong tuan hoan, salbutamol dugc chuyén héa tai gan va dugc dao thai chd yéu qua nudc tiéu dudi
dang khdng ddi va dang phenolic sulphate.
Phan nuét vao tir liéu hit dugc hdp thu tir dudng tiéu héa va dugc chuyén hoa dang ké budc dau thanh
phenolic sulphat. Ca phan thudc khong bién ddi va phan lién két dugc dao thai chd yéu qua nudc tiéu.
Quy cach dong goi:
Gng 2,5ml
Hop 02 tiii nhom x 01 vix 05 6ng .
Bao quan: Noi kho, trénh dnh séng, nhiét do dudi 30°C.
Han dung:
36 thang ké tirngay sén xudt, 3 thang ké tlr ngay mé tdi nhom.
Tiéu chuan chat lugng: Tiéu chudn co's6.

Nha sén xudt
cpC1HN

Cong ty cd phan Dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, xa Van Binh, huyén Thugng Tin, Thanh pho Ha Noi

T6-14-221125-T02368-C00270

Kich thudc: 95 x310 mm
Thay déi nha in




