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Rx  Prescription only medicine

Ventolin® Rotacaps™ 200 meg
Salbutamol 200 mcg (as sulphate)

Inhalation powder, hard capsules

Ventolin Rotacaps capsules are for inhalation use only,
using a Veentolin Rotahaler inhaler.

Do not swallow Ventolin Rotacaps.

Ventolin® Rotacaps™ 200 meg
Salbutamol 200 meg (dang sulphate)
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Venthm@ Rotacaps™ 200 mcg
Salbytamol 200 mcg (dang sulphate)
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Vidn nang Ventolin Rotacaps chl diing d& hit
qua dudng migng, sl dyng dyng ey hit Vantolin Rotahaler.

Khéng duge nullt Vantolin Rotacaps.
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Ventolin® Rotacaps™ 200 mcg
Salbutamol 200 mcg (dang sulphate

MBi vidn nang chia 200 mcg salbutamal
{dang sulphate).
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Rx
VENTOLIN® ROTACAPS™

Salbutamol

Thudc bén theo don

THANH PHAN

VENTOLIN ROTACAPS chtra hén hop salbutamol sulphate min va lactose cé kich thuwéc tiéu phan
Ién hon trong cac voé gelatin clrng. Méi Rotacap chira 200 microgram salbutamol (dang sulphate).

Ta duoc: Lactose (chira protein sira).

DANG BAO CHE

Thubc bét hit qua dwéng miéng déng trong vién nang cirng (Rotacap).
QUY CACH BONG GOI

Hop 10 vi x 10 vién.

CHi PINH

Salutamol v&i khéi phat tac dung nhanh, thudc dac biét thich hop dé kiém soat va phong ngira con
trong hen nhe va diéu tri con kich phat cap trong hen vira va nang.

O nhirng bénh nhan hen ning hoidc hen khéng 6n dinh khéng nén chi diéu tri hodc diéu tri chi yéu
bang thuéc gian phé quan. Bénh nhan hen ning nén duwgc danh gia y khoa thuéng xuyén do cé
thé xdy ra t& vong. B&nh nhan hen nang cé cac triéu chirng lién tuc va nhitng con kich phat
thwong xuyén, véi kha nang thé Iwc gi¢i han va gia tri lwu lwong dinh thi thé ra (PEF) dwéi 60%
gia tri dw doan lGc ban dau véi gia tri bién thién trén 30%, thwfng khong tré lai hoan toan binh
thwong sau khi dung thuéc gian phé quan. Nhitng bénh hhad ndy odn dwoc diéu tri bang
corticosteroid hit liéu cao (nhw beclomethasone dipropionatem /géy) hodc corticosteroid
dwong udng.

Véi diéu tri nén co ban bang corticosteroid nay, VENTOLIN cung cép thubc cap clru can thiét cho
bénh nhan hen néng trong diéu tri con kich phat cdp. Bénh nhan can di kham va diéu tri khan cép
néu khéng dap (rng tirc thi hodc day dl véi thube cap cliru nay.

Salbutamol Iam gidn phé quan trong th&i gian ngan (4 gi®) véi khdi phat tac dung nhanh (trong
vong 5 phut) trong bénh tdc nghén dwéng dan khi cé hdi phuc do hen, viém phé quén man tinh va
khi phé thiing. Thudc thich hop cho s dung lau dai dé Iam gidm va ngan ngira cac triéu chirng
clia bénh hen.

Nén str dung VENTOLIN dé lam gidm céc triéu chirng khi cé triéu chirng va ngén ngtra triéu chirng
trong moét s6 trwdng hop bénh nhan nhan thay cé thé co con hen (vi du trwde khi tap luyén hoidc
phoi nhiém khéng tranh khoi véi di nguyén).
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VENTOLIN dac biét cé ich khi lam thube cap ctru trong hen nhe, hen vira hodc hen nang, mién 14
sty tin cay vao st dung thudc nay khéng lam cham tré viéc bt dau siv dung liéu phap corticosteroid
hit thwérng xuyén.

LIEU LPONG VA CACH DUNG
Dbi voi hau hét bénh nhan, thevi gian tac dung cia VENTOLIN tir 4 dén 6 gic.

Ting str dung céc thudc chll van beta-2 c6 thé 1a biéu hién ciia bénh hen nang I&n. Trong nhirng
triryng hop nay co6 thé can danh gia lai phac d6 diéu tri cla bénh nhan va nén xem xét viéc didu tri
két hop déng théri véi glucocorticosteroid.

Khi diing liéu qua cao c6 thé gay ra tac dung ngoai y do do chi nén ting lidu hodc tang tan suat st
dung khi ¢6 chi djinh cla bac sT.

Vién nang VENTOLIN ROTACAPS chi diing dé hit qua duwéng miéng, bang cach st dung dung cu
hit VENTOLIN ROTAHALER™.

GIAM CO THAT PHE QUAN CAP

o Nguweilon

200 hodc 400 microgram.

o Tréem

200 microgram.

PHONG CO THAT PHE QUAN DO DI NGUYEN HOAC DO GANG SUC

e Nguw&i lon

400 microgram triedre khi tiép xiic véi dj nguyén hodc gang strc.

e Tréem

200 microgram tredre khi tiép xic véi di nguyén hodc gang surc.

DIEU TR| MAN TINH

¢ Ngweilén

400 microgram x 3 ho4c 4 |an/ngay.

« Tréem

200 microgram x 3 ho#c 4 ian/ngay. r__ |
Slr dung VENTOLIN theo nhu cdu khéng nén virot qua 4 1an/ngay. S;\hn'l: gy /éo viéc sl dung

> |
liéu phap bd sung nhw vay hodc swr ting lidu dot ngdt cho thay bénh hen Ea’ng/xéu di (xem Cénh
bao va Thén trong).

CHONG CHi BINH
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Chbng chi dinh ding VENTOLIN & nhirng b&nh nhan cb tién sl qua man véi bat ky thanh phan
nao cla thudc (xem T4 duoc). Mac di salbutamol dung dwéng tinh mach va ddi khi VENTOLIN
dang vién nén va VENTOLIN dang thudc dat dwoc sir dung dé kidm soat chuyén da sé'm khéng
phai la bién chirng clia nhitng tinh trang nhw rau tién dao, xuat huyét trede khi sinh hodc nhiém
ddc thai nghén, cac ché phdm salbutamol dang hit khéng thich hop trong kiém soat chuyén da
s&m. Khéng nén sir dung salbutamol cac dang cho nhirng frirdng hop doa say thai.

CANH BAO VA THAN TRONG

Théng thirédng nén kiém soat bénh hen theo chuwong trinh bac thang va nén theo d&i dap (rng cla
b&nh nhan trén 1Am sang va bang cac xét nghiém chirc ning phbi.

Viéc tang s dung cac thude gian phé quan tac dung ngan, dic biét 1a chat ch van beta-2 d& 1am
giam triéu chirng cho thay tinh trang kiém soat hen x&u di. Khi 36 nén danh gia lai phac db diéu tri
bénh nhan.

Tinh trang kiém soat bénh hen x4u di ddt ngdt va gia tang co thé de doa tinh mang bénh nhan va
nén can nhac dé bat dau st dung hodc ting liéu corticosteroid. Cé thé cin bat dau kiém tra lwu
Igng dinh hang ngay & nhirng bénh nhan dwec xem la cé nguy co.

Nén st» dung VENTOLIN than trong & nhirng b&nh nhan nhiém dbc giap.

Nguy co gidm Kkali huyét nang co6 thé 1a két qua cla viéc diéu tri bAng chat ch( van beta-2 chi yéu
bang dwirng tiém va khi dung. CAn than trong dic biét dbi véi hen néng cap tinh vi ¢ thé cb tac
dung phu nay khi diéu tri két hop v&i cac dan xuét xanthine, steroid, thude loi tiéu va khi thiéu oxy
huyét. Nén theo ddi nong do kali huyét thanh & nhirng truéng hop nay.

Trong trwéng hop lidu hiéu qua trede day cla salbutamoi dang hit khdng con 1am gidm triéu chirng
trong it nhat 3 gi®, bénh nhan nén di kham bac s§ dé c6 thé duge ding nhivng buwdc bd sung can
thiét.

TUONG TAC

Thuwéng khbng nén ké toa VENTOLIN dbng thévi vidi nhivng thude chen beta khéng chon loc, nhw
propranolol.

Khéng chéng chi dinh dung salbutamol cho nhirng bénh nhan dang diéu tri bing thubc (¢ ché
monoamine oxidase (MAOIs).

THAI KY VA CHO CON BU
Chi nén can nhéc sl dung thudc trong thai ky khi lei ich didu tri cho me vuwot trdi nguy co b thé cd
trén phbi thai.

Suébt trong qua trinh Iy hanh thude trén toan thé gidi, hiém c6 bao cao vé cac di tat bém sinh khac
nhau bao gdm hé& vdm hau va cac di tat chi & con cai clia nhirng bénh nhaﬁw\ du-o-c diéu tri bang
salbutamol. Vai nguwdi me da str dung nhiéu loai thudc khac nhau trong\tnoti mang thai. Do
khéng phan biét dwoc dang nhat quan ciia nhirng di tat, va ty 1& cac di tat bam sinh thwwdng gap la
2 dén 3 % nén chuwa xac dinh dwoc méi lién quan véi viée siv dung salbutamol.

3
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Do salbutamol cé thé dwoc bai tiét vao siva me, khong khuyén cao st dung salbutamol & nhirng
ba me cho con bu trir khi loi ich mong doi vwot trdi nguy co ¢ thé xdy ra. Chwa biét ligu
salbutamol trong sira me cb gay ra tac dung béat lgi cho tré se sinh hay khong.

ANH HIPONG DEN KHA NANG LAI XE VA VAN HANH MAY mOC
Khbng cé bao cao.
TAC DUNG KHONG MONG MUON

Cac bién cb bét loi liét ké didi day dwoc phan loai theo hé co quan va tn sudt. Tan suét duoc
xac dinh nhw sau: rat phd bién (=1/10), phd bién (>1/100 dén <1/10), khéng phd bién (=1/1.000 dén
<1/100), hiém (=1/10.000 dé&n <1/1.000) va rat hiém (<1/10.000) bao gbm nhirng bao cao rigng I&.
Nhin chung céc bién cé rat phd bién va phd bién dwoc xac dinh tir dif liéu thtr nghiém Iam sang.
Cac bién cd hiém va rat hiém thwdng droce xac dinh tir cac dir liéu tw phat.

Réi loan hé mién dich

RAt hiém: Cac phan (rng qua man bao gdm phl mach, may day, co that phé quan, ha
huyét ap va truy mach.

Réi loan chuyén héa va dinh dwéng
Hiém: Ha kali huyét.
Ha kali huyét nghiém trong co thé 13 hau qua cla viéc diéu tri bing chét chil van beta-2.

Réi loan hé than kinh

Phd bién: Run, dau dau.

R4t hiém: Tang hoat déng.

Réi loan tim

Pho bién: Nhip tim nhanh.

Khéng pho bién: Banh tréng ngurc.

Rat hiém: Loan nhip tim bao gém rung nhT, nhip nhanh trén thét va ngoai tam thu.

Réi loan mach

Hiém: Gidn mach mau ngoai bién.
Réi loan hé hap, ngwe va trung thit

Ré&t hiém: Co that phé quan nghich ly

Ciing nhwr didu tri dang hit khac, co that phé quan nghich Iy ¢ thé xuét hién véi vige tang tirc thi
triéu chivng kho khé sau khi diing thube. Nén duwoc didu tri ngay bing dang thufic khac hoac hit
thude gidn phé quan tac dung nhanh khac. Nén ngirng sir dung VEM@IN}QOTACAPS ngay,
danh gia b&nh nhan va thay thé bing phirong phap didu tri khac néu cin thidt”
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Réi loan tiéu hoa

Khéng phd bién: Kich rng heng va miéng.

Réi loan co xwong va mo lién két

Khéng phd bién: Chuét rit.

Théng bao cho bac si nhirng tic dung khéng mong muén gap phai khi ditng thuéc.
QUA LIEU

Cac dau higu va triéu chirng phé bién nhét clia qua liéu VENTOLIN Ia cac bién cd thoang qua qua
trung gian duoc Iy clia chat chii van beta (xem phan Canh béo va Thén trong va Téc dung khong
mong mudn).

Co6 thé xuét hién gidm kali huyét sau khi ding qua liéu VENTOLIN. Nén kiém tra néng dd kali huyét
thanh.

O nhirng bénh nhan ¢cé triéu cheeng trén tim (vi dy nhip tim nhanh, danh tréng ngwe), nén can nhiac
dén viéc nglrng diéu tri va ding liéu phap diéu tri triéu ching thich hop nhw cac thubc chen beta
chon loc trén tim. Nén thén trong khi dung céc thude chen beta cho b&nh nhan cé tién sl co that
phé quan.

DAC TINH DUQC LY

Duwoc lwe hoe

Salutamol 1a chat chil van chon loc trén thy thé beta-2 adrenergic. Véi lidu didu tri, thubc co tac

dung trén cac thu thé beta-2 adrenergic clia co tron phé quan, it tac dung hodc khdng ¢ tac dung
trén cac thu thé beta-1 adrenergic cda co tim.

Dwoc déng hoc
Hap thu

Sau khi dung duéng hit, khodng 10 Gén 20% liéu dung dén dwoc duong dan khi thap hon. Phan
con lai dwoc gilr trong hé théng phan phéi hodc Iang dong tai ving miéng hau, noi thubc duroc
nudt vao. Phan lang dong trén dwdng dan khi duoc hap thu vao mé phdi va vang tudn hoan nhung
khéng dweoc chuyén hoa & phdi.

Phan bb

Salbutamol dwoc gan két voi protein huyét tiong téi mive 10%.

Chuyén hoa

Dén vong tudn hoan toan than, salbutamol dwoc chuyén héa tai gan \rr\éﬁucc)/dao thai chd yéu qua
nwée tiéu dudi dang khéng déi va dang phenolic sulphate. \q

Phan nudt vao tir lidu hit dugc hap thu tlr dwong tiéu héa va duwoc chuyen héa bwéc dau dang ké
thanh phenolic sulphate. Ca phan thudc khéng bién ddi va phan lién két dwoce dao thai chi yéu qua
nwéce tidu.
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Thai triv

Salbutamol dung dwéng tinh mach coé théi gian ban thai 4 dén 6 gi& va dwoc thai mot phan qua
than, mét phan chuyén héa thanh chat chuyén héa khéng hoat tinh 4'-O-sulphate (phenolic
sulphate), chat chuyén héa nay cling dwoc bai tiét chi yéu qua nwéc tiéu. Phan la dwéng thai trie
th(r yéu. Phan I&n lidu salbutamol diing theo dudng tinh mach, ubng hodc hit dwoc dao thai trong
vong 72 gid.

TINH KHONG TU'ONG THICH

Khoéng co bao cao.

HAN DUNG

36 thang ké tir ngay san xuét.

THAN TRONG DAC BIET KHI BAO QUAN

Pé gilr Rotacaps trong tinh trang tét, diéu quan trong la Rotacap phai dwoc bao quan & noi kho,

khéng tiép xtc véi nhiét do cao va nén bao quan dwdi 30°C.

HUONG DAN SU DUNGIXU LY

Chi nén dwa Rotacap vao trong Rotahaler ngay trieéc khi st dung. Khéng tuan tha hwéng dan nay
sé anh hwdng dén viéc phan phéi thudce.

SAN XUAT BO'
GlaxoSmithKline Australia Pty Ltd ®
o . GlaxoSmithKline
1061 Mountain Highway, Boronia VIC 3155,
Australia

DE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUO'C KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

VENTOLIN la nhan hiéu thwong mai da dang ky cia GlaxoSmithKline gf“bugﬁof dgmpanies.

ROTACAPS va ROTAHALER |4 cac nhan hiéu thuo'ng mai cla Glé;(oSmlthKIme group of
companies. ik
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