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Rx Prescription only medicines |
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Thanh phin:

MBi Sml sird huang cam
chifa 1mg Salbutamol
{dang sulphate} va 50mg

Guaifenesin.

Chi dinh, chdng chi dijnh,
céch diing va cac thdng tin
khic: xin doc trong té
huéing din s dung

DOC KV HUONG DAN
sU DYNG TRUGC KHI DUNG
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Mdi Sl sird huong cam chifa 1 mg Salbutamal
tdang sulphale] v3 50mg Guaifenesin.
Thing tin k& toa ddy dis
xin xem 10 hudng din «f dyng kém theo
BE XA TAM TAY TRE Em
Bia quin & nhidl df khang qua 10°C

] Trinh dnh sing
VENTOLIN & nhan hig¢u thuong mai da ding ky
ciia GlanoSmithKline group of companins
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Salbutamol sulphate-guaifenesin (4'?
Thube BanHeo don /(i//

TRINH BAY
Sird6 VENTOLIN Expectorant | dich sanh trong, khdng mau dén mau vang nhat véi hwong cam.
MGi 5 ml sird chira 1 mg salbutamol (dang sulphate) va 50 mg guaifenesin.

Téa duopc: Hydroxypropyl methylcellulose, Na benzoate, Saccharin Na, Lactic acid, Na hydroxide,
Hwong vi cam IFF, nwéc tinh khiét.

Quy cach déng g6i: Hop 01 chai 60ml.
CHI BINH

Salutamol |4 chat chii van chon loc trén thu thé beta-2 adrenergic. Véi lidu diéu tri, thude cé tac
dung trén cac thu thé beta-2 adrenergic clia co tron phé quan, it tdc dung hodc khéng co tac
dung trén céac thu thé beta-1 adrenergic ciia tim. Phéi hop salbutamol véi guaifenesin nhdm lam
giam sy tic nghén dwéng hé hap va cai thién thong khi phéi.

O nhirng bénh nhan hen ning hodc hen khong én dinh khéng nén chi diéu tri hodc diéu tri chd
yéu bing thudc gidn phé quan. Bénh nhan hen n3ng nén dwoc danh gia y khoa thudng xuyén
do c6 thé xay ra tir vong. Bénh nhan hen ndng cé céc triéu chirng lién tuc va nhitng con kich
phat thudng xuyén, véi kha nang thé Iyc gidi han va gia tri Ity lwgng dinh thé ra (PEF) dudi
60% gia trj dir doan lic ban dau véi gia tri bién thién trén 30%, thwéng khdng tré lai hoan toan
binh thwdng sau khi diing thudc gian phé quan. Nhirng bénh nhan nay can duoc diéu tri bang
corticosteroid hit liéu cao (nhw beclomethasone dipropionate > 1 mg/ngay) hodc corticosteroid
dudng udng. Néu cac triéu chieng bénh xau di dot ngdt co thé cén téng lidu corticosteroid nhung
phai giam sat can than.

Réi loan dwéng hd hap bién chirng do co thét phé quan va tang tiét cac chat nhdy dinh nhw
trong hen phé quan, viém phé quan man tinh va khi phé thiing.

LIEU LPONG VA CACH DUNG .
Déi véi hau hét bénh nhan, théi gian tac dung cla salbutamol tir 4 dén 6 gio.

Tang s dung cac thudc chii van beta-2 co thé 1a biéu hién ciia bénh hen n&ng Ién. Trong nhitng
treong hop nay co thé can danh gia lai phac d6 diéu tri cGa bénh nhan va nén xem xét viéc diéu
tri két hop ddng théri véi glucocorticosteroid.

Khi diing liéu qué cao c6 thé gay ra tac dung ngoai y do dé chi nén téng liéu hodc ting tan suét
st dung khi c6 chi dinh cla bac sT.

Dbi treng bénh nhan



Lwong sird dwa ra dya trén ham lweng cong thire 2 mg salbutamol trong 10 ml sir6.
o Ngwo&ilén

10 dén 20 ml sird long d&m (2 dén 4 mg salbutamol) 2 @én 3 I&n méi ngay.

¢« Tréem
2 £ £ [7(‘
2 dén 6 tubi: 5 dén 10 ml sird long dom (1 dén 2 mg salbutamol) 2 hay 3 1an méi ngay. }

6 dén 12 tudi: 10 ml sird long d&m (2 mg salbutamol) 2 hay 3 [An méi ngay.
Trén 12 tubi: 10 dén 20 ml sird long dom (2 dén 4 mg salbutamol) 2 hay 3 Ian méi ngay.
CHONG CHI BINH

- Chéng chi dinh sird VENTOLIN Expectorant cho nhirng b&nh nhan c6 tién st qua man
véi bat ky thanh phan nao cla thude.

- Maéc du salbutamol ding dwédng tinh mach va d6i khi salbutamol dang vién nén duwoc sir
dung dé kiém soat chuyén da sém khong phai la bién chirng clia nhirng tinh trang nhw
rau tién dao, xuat huyét trerde khi sinh hodc nhidm dac thai nghén, khéng nén st dung
salbutamol cac dang cho nhirng trrorng hop doa sdy thai.

CANH BAO VA THAN TRONG

Théng thudng nén kiém soat bénh hen theo chuwong trinh bac thang va nén theo déi dap (rng
ctia bénh nhan trén 1am sang va bang cac xét nghiém chirc ndng phéi.

Viéc tang st dung cac chat chi van beta-2 tac dung ngan dang hit dé kiém soat triéu chirng cho
thay tinh trang kiém soat hen xau di. Khi d6 nén danh gia lai phac db diéu tri bénh nhan.

Tinh trang kiém soat bénh hen xau di dét ngét va gia tang c6 thé de doa tinh mang bénh nhan va
nén can nhic dé bt dau s dung hodc ting lidu corticosteroid. C6 thé can bat dau kiém tra lwu
lwgng dinh hang ngay & nhirng bénh nhan dwoc xem la c6é nguy co.

Nén nh&c nh& bénh nhan khéng duwoc tang liéu diung hay tang tan suét st dung khi gidm dap
*ng hay gidm thoi gian tac dung ma phai hdi y kién bac sy.

Neén sir dung salbutamol than trong & nhirng bénh nhan nhiém ddc giap.

Nguy co giam kali huyét nang c6 thé la két qua cla viéc diéu tri bang chéat chil van beta-2 chi

yéu bang dwong tiém hay khi dung. Cén than trong déc biét déi véi hen nang cap tinh vi c6 thé

c6 tac dung phu nay khi diéu tri két hop véi cac dan xuét xanthine, steroid, thudc loi tiéu va khi «
thiéu oxy huyét. Nén theo dai néng dé kali huyét thanh & nhirng treéng hop nay.

Gibng nhu cac chat chi van thu thé beta adrenergic khac, salbutamol va guaifenesin c6 thé lam
thay dbi chuyén héa c6 hdi phuc, vi du ting lwong dwdng trong mau. Da tirng cé bao céo hién
twong méat bu dan dén nhiém xeton toan huyét & bénh nhan dai thao dwérng. St dung dong thoi
véi corticosteroiod c6 thé gay tang qua mirc dnh hwdng nay.



TUONG TAC THUOC

Thuong khdng nén ké toa salbutamol ddng thevi véi nhivng thude chen beta khdng chon loc, nhuw
propranolol.

Khéng chéng chi dinh ding salbutamol cho nhitng bénh nhan dang diéu tri bang thude trc ché
monoamine oxidase (MACIs).

THAI KY VA CHO CON BU
Thai ky

Chi nén can nhéc st dung thudc trong thai ky khi lgi ich diéu tri mong doi cho me vurot trdi nguy
co ¢t thé co trén phéi thai.

Sudt trong qua trinh Ivu hanh thude trén toan thé gidi, hiém cé bao cdo vé cac di tat bAm sinh
khac nhau bao goém hé vom hdu va cac dj tat chi & con cai clia nhirng b&nh nhan dwoc didu tri
bang salbutamol. Vai ngudi me da sir dung nhiéu loai thubc khac nhau trong théi ky mang thai.
Do khong phan biét dwoc dang nhét quan cla nhibng di tat, va ty 1& cac di tat bAm sinh thwérng
gaplaz2 dén 3 % nén chuwa xac dinh dwoc méi lién quan v&i viéc str dung salbutamol.

Cho con bl

Do salbutamol cé thé dwrgc bai tiét vao sita me, khéng khuyén cao sit dung salbutamol & nhivng
ba me cho con bu trir khi lgi ich mong dei vt tréi nguy co cé thé xay ra.

Chuwa biét liéu salbutamol trong siva me cé gay ra tac dung bat loi cho tré so sinh hay khong.
ANH HUGNG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Cac tac dung khéng mong mudn da biét nhw run hodc dau dau khi st dung cac thube chil van
beta cé nguy co anh hwéng dén cac hoat dong trén.

TAC DUNG KHONG MONG MUON

Siré VENTOLIN Expectorant c6 thé gay run nhe co van thiwéng quan sat thay & ban tay. Tac
dung phu nay lién quan dén lidu dung va phd bién & tat ca cac thude kich thich beta adrenergic.

Mbt vai bénh nhan cam thay cang thang; dé ciing 1a Anh hwdng trén co van nhung khéng phai
do kich thich truc tiép hé than kinh trung wong.

Dai khi c6 bao cao dau dau.
C6 thé gap gian mach ngoai vi va tang nhip tim nhe con bu & mot vai bénh nhan.

R4t hiém bao c4o phan (rng qua man bao gbm phi mach, may day, co that phé quan, ha huyét
ap va truy mach.

Rat hiém bao cao chudt rit.

Nguy co gidm kali huyét nghiém trong c6 thé |a két qua cla viéc diéu tri bing chét chii van beta-
2

Nhuw phan I&n chat ehi van beta-2 khac, hiém khi cé bao céo tang hoat dang & tré em.
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Nhip tim nhanh cing c6 thé gap & mét vai bénh nhan.

D4 cod bao cdo vé loan nhip tim (bao gdm rung nhi, nhip nhanh trén that va ngoai tam thu),
thweérng & nhirng bénh nhan nhay cam.

Céac tac dung khéng mong mudn trén da day-rudt bao gébm budn ndn, ndn va khoé chiu viing bung Z/ '

dbi khi duwoc bao cao khi sl dung guaifenesin, dac biét khi dung liéu lvong lon.

Théng bao cho bac sy nhivng tac dung khéng mong muédn gap phai khi st dung thudec.
QUA LIEU

Triéu chirng va Dau hiéu

Co thé xuat hién gidm kali huyét khi qué lidu salbutamol. Nén kiém tra lwong kali huyét thanh.
Biéu tri

Thubc gidi d6c thwdrng dung khi qua liéu salbutamol [a thudc chen beta chon loc trén tim.

Tuy nhién, nén s dung than trong thude chen beta & nhitng b&nh nhan c6 tién st co thét phé
quan.

DUQC LY LAM SANG
Duwee lwe hoco
Co ché tac dung

Salutamol la chat chi van chon loc trén thu thé beta-2 adrenergic. V&i ligu digu tri, thude co tac
dung trén cac thu thé beta-2 adrenergic clla co tron phé quan, it tAc dung hodc khong cé tac
dung trén cac thu thé beta-1 adrenergic clia co tim.

Guaifenesin c6 thé |am 18ng dich nhay & duéng hd hap va do d6 1am dé khac dom va giam ho.
Dwoc ding hoc

Salbutamol

Hap thu

Sau khi ubng, salbutamol duoc hép thu tir dwdng tiéu hoa va trai qua chuyén hoa budc dau
dang ké thanh phenolic sulphate. Ca phan thude khong bién dbi va phan két hop dwoc dao thai
chil yéu qua nuée tiéu.

Phén bé

Sinh kha dung ctia salbutamol dang uéng khodng 50%. Salbutamol lién két véi protein huyét
tirong khoang 10%.

Chuyén hoéa

Salbutamol diing dwdng finh mach co thei gian ban thai 4 dén 6 gitr va duoc thai moét phan qua
than, mot phan chuyén hoa thanh chéat chuyén hoa khéng hoat tinh 4-O-sulphate (phenolic
sulphate), chat chuyén hoa nay cling dwoc bai tiét chi yéu qua nwdrc tiéu.
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Thai tror

Phan I&n liéu salbutamol diing theo dwéng tinh mach, ubng hodac hit dwoc dao thai trong vong
72 giér. Phan 1a dwérng thai triv thir yéu.

Guaifenesin / /

Trén nguwoi tinh nguyén khde manh
Hap thu

Mac di théng tin vé dwoc dong hoc clia guaifenesin eoén han ché, Guaifenesin hap thu tét tor
dwérng tidu hoa sau khi ubng. O ngudi Idn tinh nguyén khde manh sau khi udng liéu 600 mg
guafenesin, ndng do dinh Cpa dat khodng 1.4 mgiml véi thévi gian 16i da tma [@ khodng 15 phat
sau khi uéng thubc.

Chuvén hoa va thai triv

Khodng 60% lidu guaifenesin dwoc chuyén héa trong vong 7 gidr. Guaifenesin xuat hién duwdi
dang oxy hoa va demethyl hba. Chét chuyén héa 14 acid beta-2-methoxyphenoxy-lactic. Trén 3
ngwoi dan 6ng tinh nguyén khde manh, sau khi udng mét lidu 600 mg guaifenesin thei gian ban
thai (11/2) 1a khodng 1 gi¢y . Guaifenesin thai trir qua nworc tiéu.

HAN DUNG

18 thang ké tir ngay san xuat.

BAO QUAN

Bao quan & nhiét dé khoéng qua 30°C. Tranh anh sang.
TiNH KHONG TIYONG THICH

Khéng nén pha lodng sird VENTOLIN Expectorant v&i sird BP hoac dung dich Sorbitol do cé thé
gay két tha chat [am day dic cellulose.

Khéng nén trén [an sird VENTOLIN Expectorant véi cac ché phdm dang 18ng khac.
SU’ DUNG VA XU LY
Pha loang:

C6 thé pha lodng siré6 VENTOLIN Expectorant v&i nwéde tinh khiét BP. Hn hop sau khi pha phai
dwoc bdo quan tranh dnh sang va st dung trong vong 28 ngay.

Dung dich pha lodng 50% thé tich/thé tich cla sird VENTOLIN Expectorant da dwoe chirng minh
Ia d0 kha nang chéng nhiém khuén. Tuy nhién, dé tranh kha nang nhiém khuan qua mirc, nén
st dung nwéc tinh khiét BP méi dugc didu ché hodc nén dun s6i va [am ngudi ngay trudc khi stk
dung dé pha lodng.



DE XA TAM TAY TRE EM

POC KY HUONG DAN SU* DUNG TRUOC KHI DUNG / éé/
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NEU CAN THEM THONG TIN XIN HOI BAC SY HAY DUQC SY. /

SAN XUAT BOI
()
SmithKline Beecham GlaxoSmithKline

Don Celso Tuazon Avenue, Cainta, Rizal,
Philippines

VENTOLIN Ia nhan hiéu thwong mai da dang ky clia GlaxoSmithKline group of companies.
Dwa trén GDS 15, ngay 05 thang 02 nam 2013.
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