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Tai liéu thong tin cho cén bd y té

Phong ngtra co that phé

quan gay ra do
hay gang suc*

-—

- : @

sentolin
Salbutamol sulphate

Phong ngira va diéu tri co that phé quan

S6 gidy ti€p nhan hd sd dang ky tai liéu théng tin thudc cia Cuc Quan Ly Dugc - B Y Té: .../.../QLD-TT, cdp ngay:.../.../....
Ngay in tai liéu: .../.../.... Code: VN/SAL/0065/16 CCNB: .../.../... Tai liéu ndy c6 22 trang. Théng tin chi tiét vé san phdm xem
VN/SAL/0065/16 & trang 11-22. Théng tin chi tiét vui lIdng doc trong td hudng dan sir dung.* Thang tin ké toa Ventolin inhaler
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Tai liéu thong tin cho can bo y té

Thdi gian khdi phat
tac dung nhanh*

Thai gian khdi phat tac dung nhanh 6)5/e201 F
trong tac nghén dudng thg cé hdi phuc*

-_—"—

- @
ventolin
‘ Salbutamol sulphate
VN/SAL/0065/16 * Théng tin ké toa Ventolin inhaler Phong ngiia vi A1y trf co thit phé quain
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Giam co that phé quan cap*

NguGi IGn
100 mcg hoac 200 mcg

Trée em
100 mcg. C6 thé téng liéu 1én dén 200 mcg néu can

_—
- lﬁ
v Entlo
Salbutamol sulphate
VN/SAL/0065/16 * Thong tin ké toa Ventolin inhaler Phong ngira va diéu trj co thit phé quan
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VN/SAL/0065/16 * Thong tin ké toa Ventolin inhaler
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VN/SAL/0065/16

* Thong tin ké toa Ventolin inhaler
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Phong nglra co that
phé quan gay ra do
di nguyén hay gang surc*

I AMof8] AT

<ento

Salbutamol sulphate
Phong ngira va diéu trj co that ph& quan
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Tai liéu théng tin cho can bo y té

ijﬁo_:q@ Thong tin ké toa <~ ™

Salbutamol sulphate

THUOC BAN THEO DON
TRINH BAY

VENTOLIN INHALER [a mét binh xit dinh liéu diéu 4p, moi
lan xit cung cap 100 mcg salbutamol (dang sulfate), dung cu
xit dugc thiét k& dic biét d€ xit vao miéng.

Binh xit ndy chifa chat ddy HFA 134a khéng cé CFC. Mdi binh
xit it nhat dugc 200 lan.

Ta dugc: 1,1,1,2-tetrafluoroethane (dudc biét véi tén HFA
134a hoac norflurane).

DANG BAO CHE

Hon dich xit qua binh xit dinh liéu diéu ap
QUY CACH PONG GOI

HOp mét binh xit 200 liéu

CHIi PINH

Salbutamol 1& chdt ddng van chon loc trén thu thé
adrenergic beta2 dugc chi dinh dé diéu tri hodc ngan ngira
co that phé quan. Thudc cd tac dung gian phé quan ngan (4
gi®) trong tdc nghén dudng thd cé kha ndng héi phuc do
hen, viém phé quan man tinh va khi phé thiing. V&i nhitng
bénh nhén hen, salbutamol cé thé 1am giam triéu chirng khi
xay ra can hen va phong ngura trudc céac tinh hudng da biét
sé khdi phat con hen.

VN/SAL/0065/16

Béi véi nhitng bénh nhan hen dai dang, thudc gidn ph& quan
khéng nén dugc sir dung nhu la thudc diéu tri duy nhat hodc
nhu la thuéc diéu tri chu yéu. B&i vdi nhitng bénh nhin hen
dai dang khdng dép ('ng véi VENTOLIN, can phai diéu tri
béng corticosteroid dang hit d€ dat dugc va duy tri kiém
soat. Viéc khdng déap (ng vdi diéu tri bdng VENTOLIN cé thé
la ddu hiéu bénh nhan can dugc danh gid y khoa hoéc diéu
tri khan cap.
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Tai liéu thong tin cho

VN/SAL/0065/16

GIAM CO THAT
PHE QUAN CAP

m‘ Thong tin ké toa
Lieu lugng va cac

/

Ngu'gi I6n
100 mcg hodc 200 mcg 2 eSS,
Tré em M0)3 /2047

100 mcg. C4 thé tang liéu 1én d&n 200 mcg néu can.

'r

<Sentoli

Salbutamol sulphate 13
Phong ngira va diéu trj co thit phé quan




uenb ayd jey3 0o 13 nip e enbu Buoyd

v 2)eyd|ns joweinges

@C _ O”_.C e "ued nau bow 0oz

£.
&= ugp Ul N1l Bugl ey 90
ons Bueb ogoy ugAnbu ip
10A 20X da13 1Yy 2913 Bow QT

Wo 341

wwaﬁ\w\q\\ .
ons bueb oeoy usAnbu ip 19A
onx dan 1yx oon43 bow 0oz

ugy 19n6N

——————

91/5900/1¥S/NA

ONS ONYO AVH NJANDN Id
Od Vi AVD NVNO JHd
LYHL 0D VNON ONOHd

=
rd

23 A 0q ued oyd un buoyy ngl| 18



Tai liéu thong tin cho can bd y té

Théng tin ké toa

PIELS TRE Meuakn :
» i v |én dé&n 200 mcg 4 lan moi ngay
BENH MAN TINH

Tré em o
lén dén 200 mcg 4 [an mdi ngay O[S/ 20AF
VENTOLIN dung khi cin nhung khéng st dung vugt qua 4 1an mot ngay. Su’ phu thugc vao > C @
viéc dung thuéc bé sung hodc viéc ting liéu dot ngét cho thdy bénh hen dang tién trién ﬂ“m 3._”0 _ _J
x8u di (xem myc Canh bao va Thén trong) >
Salbutamol sulphate

Phong ngira va diéu tri co that _._.ma&..Hm.

VN/SAL/0065/16
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Tai lidu thong tin cho can bd y té

M:ijﬁo_._j@ Thong tin ké toa

Salbutamol sulphate Tuadng tac thuoc
TUONG TAC THUOC Cho con b
Thudng khong nén ké toa cho bénh nhan dung salbutamol Do salbutamol c6 thé dugc bai tiét vao sifta me, viéc ding
dong thai véi nhiing thudc (fc ché beta khdng chon loc, nhu  thudc & nén nhitng ba me cho con bu khdng dugc khuyén
propranolol. c4o trlr khi Igi ich diu tri mong dgi cho me vugt trdi bat cif
VENTOLIN khéing ¢6 chéng chi dinh cho nhifng bénh ohan  Nguy £d tiém tang nao. Chua biét lidu salbutamol trong sifa
dang dudc didu tri bang thudc Uc ch& monoamine oxidase e gay ra tac dung cd hai cho tré sa sinh hay khong.
(MAOIs). ANH HUONG DEN KHA NANG LAI XE VA VAN HANH
Thai ky MAY MOC :

Thudc chi dudc can nhéc st dung trong thai ky khi Igi ich Khéng cd béo cdo.
diu tri cho me vugt trbi nguy cd €0 thé cb trén thai.

Trong thdi gian luu hanh thudc trén toan thé gidi, hiém gap
b4t thudng bam sinh cac loai bao gdm ché& vom miéng va
cac di tat & chi da dugc bao céo & con cua nhifng bénh nhan
da ting dugc dieu tri v8i VENTOLIN. Vai ngudi trong s6
nhitng ngudi me nay da sur dung nhiéu loai thu6c khac nhau
trong su6t thdi ky mang thai. Do khéng phan biét dudc dang
nhat quan cta nhifng di tat va ty 18 cac bdt thuong bam sinh
thudng gép 1a 2 dén 3% nén chua xac dinh dugc mdi lién
quan gilta VENTOLIN va di tat.

o)3/:201F

/
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DAl sz




8T

VOIS )Y

o0ny3 ugp uenb ugi| oeu ugnw buow
Buoyy bunp de3 Ay 3eq 3219 Is deq oyd oeq Buoyl
N 30nYD :ugiq oyd Bugyy

19 ud!| ow eA bupnx PO ueéoj 10y

"Bugiw ea Buody yojuz Yoy :uglq oud buguy

B0y NN ueoj 10y

Al yiybu uenb yd jeuyy 0D WY 1LY

eyl bunay ea onbu ‘dey oy ueoj 10y

ug1q 1eobu yoew uelo WiH

yoew ueoj 10y

Ny} wej 1eobu ea jeyy ugy
yueyu diyu ‘iyu Buns wob oeq wiy diyu ueo :waly ey
onbu bugn yueg :ugiq oyd bugyuy

yueyu wn diyn :ugiq oud

wiy ueoj 10y

uonw Buow buoyy bunp Jel

20} 2 ul buoyl

97/5900/1%S/NA

bugp 8oy buel wNY 18y

'nep nep ‘yuiw buny :ugiq Qud

yupj ueys 3y ueo 19y

“Zpyaq ueA bugp 1eyd bueq

i) naIp 231A end enb néy | y3 00 Bugu 1RANY 112 eH
12ANY 1.y BH WRlH

Bugnp yuip eA eoy ugAnyod ueoj 10y

yoew Ann ea de 39Any éy ‘uenb gyd jey 09 ‘Aep Aew
‘yoew nyd web oeq uew enb bun ueyd oeD :wgly 1eY

yoip ulw 3y ueoj 10y

1eyd M ndi Np 0ed M yuip oex d2onp bugnuy wily 18
eA w1y 92 uRiq ogD "bues we| wiybu Ay 23 eNd N9l
np N} yuip 2ex 2pnp Bugnuy ugiq oyd eA ugiq oud 384 @
u31q 287 *9] BugL opo oeq Bunyu wob oeq ‘(000°01/1>)
woiy 184 eA (000T/T> UP 000°0T/12) waw ‘(00T/1~
usp 0001/1<) ugiq oud Buguy ‘(0T/T> URP 00T/1<)
ugiq oyd ‘(0T/12) uR!q Qud 3gJ :nes nyu eybu yuip
JHNp 1eNs ugj "1ens uel eA uenb 0D @y o3y} dox des
26Nnp Aep 10np 2 131| 20Np ugnw Buow Bugyy bunp del

NONW DNOW SNOH) ONNA DY1

A,
—~—

ajeydins joweing|es
-
-
y =N

V[[SIVEY Y

21 A 6q ueo oyo up buowy ngll 1L




1"‘"

Tai lidu théng tin cho can bd y té

MM:H-@S&O_._S@ Thong tin ke toa

Salbutamol sulphate OCM lieu — cac QMO tinh .n_C_Qn _% hoc

QUA LIEU Dugc dong hoc r\  o)s \ﬁmw\. z

Cic diu hiéu va triéu chifng ph8 bién nhét cla qué lieu Hap thu: Sau khi hit, khoang 10 dén 20% lieu dung dén
VENTOLIN 1a céc bién 8 thoang qua do tac dung dugc ly dugc dudng hé hap dudi. Phan thubc con lai van & trong
clia chét dong van beta (xem muc Canh pdo va Thén trong 6ng xit hay 1&ng lai & vung miéng-hau nadi thubc dudc nubt
ﬁﬂmnut:n»a%magn muon) v30. Phan l&ng lai ¢ dudng hd hép dugc hap thu vao nhu md

6 thé xudt hién ha kali huyét sau khi ding qué Ieu Phel va vong tudn hoan nhung khéng dudc chuyén hod &

VENTOLIN. Nén theo ddi lugng kall huyét thanh. phoi.

D3 c6 bao cao vé nhiém acid lactic c6 lién quan dén viéc Phan bo: Salbutamol dudc gan két véi protein huyét tuong
ding lidu cao cling nhu qua lidu chat dong van beta tac khoang 10 %.

dung ngan, do d6 trong cac trudng hdp qué liéu cé th& can  Chuyén hda: Trong vong tuan hoan toan than, salbutamol
chi xq._:s theo doi, dd tang lactate huyét thanh va hau qua dugc chuy&n hod @ gan va dugc bai tiét chl y&u qua nudc
nhiém toan chuyén hda (d3c biét néu c6 tha nhanh kéo dai tiéu dudi dang knong bién d6i va dudi dang phenolic
hoic ngay cang ¥3u di mic du da hét cac diu hiéu co that sulphate. .

phé quan Khéc nhu thd KN khe). phan thudc nudt vao sau khi xit dugc hap thu qua dutng

cAC DAC TINH DUQC LY HOC tidu hoa va dugc chuy&n hoa budc dau mét cach dang ké
pugc luc hoc: Salbutamol 1a chdt dong van chon loc trén ﬂ:m:: .m:m:.m__n sulphate. (a ,_usw,..s thudc _m:o:m bién d6i va
thu thé adrenergic beta,. Tai liéu didu tri, thudc cé tac dong phan lién két dugc bai tiét chil y&u qua nudc tieu.
trén cac thu thé adrenergic beta, cla cd tran phé quan, gay  Thai ¢rir Salbutamol tiém tinh mach c6 thdi gian ban huay
tac dung gian phé& quan ngén (trong 4 dén 6 gid), thai gian tir 4 dén 6 gid va dugc thanh thai mdt phan qua thén va mot
khoi phat tac dung nhanh (trong vong 5 phit) trong tic phan qua chuyén hod thanh chat khong hoat tinh 4-O-
nghén dudng thd c6 hdi phuc. sulphate (phenolic sulphate) cling dugc bai tidt chu yéu qua
nudc tiéu. Mot phan nho cla thudc dugc bai tiét qua phan.
Sau khi ding mét lieu salbutamol dudng tiém tinh mach,
dudng udng hay dudng hit, da phan lugng salbutamol dudc
bai tiét trong vong 72 gid. :
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Tai liéu thong tin cho can b y té

Fentol

Salbutamol sulphate

® Thong tin

1 k
i Hudng dan

Ki€m tra binh xit cGia ban

Trudc khi sif dung [an dau tién, thdo ndp binh xit bang céch
bdp nhe hai bén ndp, 1ac k¥ binh xit, va xit 2 nhat vao khéng
khi d€ chdc chdn rang binh xit hoat dong. Néu binh xit
khéng dugc s dung trong 5 ngay trd 1€n, I&c k¥ binh xit va
xit 2 nhat vao khdng khi @€ chac chén rang binh xit hoat
dong.

St dung binh xit cia ban
1.M& nap binh xit bang cach bép nhe hai bén ctia nép.

2.Kiém tra binh xit ca bén trong va bén ngoai, ke ca chd
ngam vao miéng dé xem cé cho nao bi long ra hay khéng.

3.Lac k¥ binh xit dé dam bao céc vat la bi long ra da dudc
loai bé va cac thanh phan thudc trong binh xit dugc trdn
déu.

4.Gil binh xit thdng diing gilta ngdn tay cai va cac ngén
khdc, véi vi tri ngén tay cai & day binh, phia dudi clia chd
ngam.

5.Thd ra hét c§ dén chimng nao con cam thdy dé chiu va sau
dé dua cho ngadm vao miéng gitra hai ham rdng va khép moi
xung quanh nhung khéng can miéng binh.

6.Ngay sau khi bat dau hit vao qua dudng miéng, n xudng
vao phan dinh cla binh xit d€ phdng thich VENTOLIN trong

VN/SAL/0065/16

é toa
su’ dung, xu' ly

)

khi van dang hit vo mdt cach déu d&n va sau.

7.Trong khi nin thg, 1dy binh xit ra khoi miéng va ddt ngdn
tay Ién phan dinh cta binh xit. Ti€p tuc nin thd cho dén khi
con cam thay de chiu.

8.Néu ban ti€p tuc xit thém liéu khac, gilr binh xit thing
dirng va dgi khoang nilra phut trudc khi 13p lai cac budc tir 3
dén 7.

9. Bay ndp binh xit lai bdng cach ddy chdt ndp binh vao
ding vi tri.

CHUY

Khéng thuc hién cac budc 5, 6 va 7 mot cach voi vang. Piéu
quan trong la ban bat dau hit vao cang chdm cang tét ngay
trude khi van hanh binh xit. Hay tap luyén sir dung trudc
guong vai lan dau tién. Néu ban thay “suong” bdc ra tir dinh
cua binh xit hodc hai bén khde miéng ctia ban thi ban nén
bat dau lai tir budc 2.

Néu béc sy clia ban dua ra huéng dan st dung khac, hay
lam theo mét cach cén than. Hay ndi cho bac sy cla biét néu
ban con cd bat clr van dé khod khan nao.
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