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Actual Size
68mm
Composition: Hc"r““‘“’k" g H
Each metered dose contains: 100mcg

Salbutamoi... 100meg
(a8 Salbutamai Sulfale)
Also contains: CFC-Free
propellant, HFA 134a
Indications, Dosage

& Contraindications:

Salhuqef

See enclosed instructions sheel

Please refer to Instructions
For inhalation use only. heet for other information. 38mm
Storage:

Do not stora abova 30°C,
Protect from direct suniight,
heal and frost,

Shake well bafore use,

The canister shouid not be broken,

punciured or burnt. even when
apparently empty.

Mig. Lic. No.: 00¢r264

a
Ask a physician or
pharmacist for more
Information,
iesd instructions carefully
e use.
Kup niﬂ of reach of children,

Manutachnd by

& e, G Getz

phatma

Unglazed BME & MRP area

-
% Scal
200% Scale
68mm 4
Composition: R(Prescription drug : B
Each metered dose contains: 200 metereddoses  100Mcg
Salbutamol...100mcg e LML
(as Salbutamol Sulfate)
- Also contains: CFC-Free a 0 e [
propellant, HFA 134a
Indications, Dosage [Salbutamol Pressurised !
& Contraindications: Inhalation 100mcg] ]

See enclosed instructions sheet.
For inhalation use only.

Storage:

Do not store above 30°C.
Protect from direct sunlight,
heat and frost.

Shake well before use.

punctured or burnt, even when
apparently empty.

Mfg. Lic. No.: 000284

The canister should not be broken,

Inhaler

SN
@ Getz /§«’

Please refer to instructions
sheet for other information.
Ask a physician or pharma-
cist for more information.
Read instructions carefully
before use.

Keep out of reach of children.

Manufactured by:

G Getz
1“ p h arm ajessaoy,

(PYT) LInMITED | Korang Industrial Area,
www getzpharma.com | Karachi, Pakistan

39mm
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Kiém tra bink xji:
Trucre khi 5t dung liin diu tién hode ndu binh xit 3 khng s dung trong véng ! tuin hodc hon,
A = thio ndp ddy dag ngdm bing cach bép nhe cAc mit cia nip, lic & binh xit, vA xit mit nhit vio
e ke R ok agatic khing khi € dim bio binh xit vin hoat ddag
Thio ridp day bng phoi. ban ra kboi binh Liy
ngh:_l:c:li_nhw binh xit ra khoi Vésinh binh xji:
v " :
sy oot Nén lim sach binh xjt it nhét mdt n mat tudn
i it dén ki ndo - Thio nip day ong ngim
e b o8t sa 46 (e - Khang duge |y binh kim loai chira thube ra khoi v boc nhya bén ngodi.
dan va siu, binh thidmg. - Lau sach mét trong va ngodi cia dng ngdm va vé boe nhya bing vii hofic khin gidy kha.
Ep;wdl;nmn&: - Bily nlip dng ngém vao ding vi .
5oy ¥ Khéng d€ binh chira thuée biing kim loai vio nidc,
iﬂg‘wx‘mm:uﬁmrl S Wbi o by o, B iudn J§Y wip hish 25
1 s, Ui b iy it v 1P o d din bio rhog afy d a - -
s b 2, 3vA 4, ﬂ;': Lm:;::m,“:“.::: e .hndqnzlhm;cdéndgnnhn chi dinh cin béc 5T hode duge
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TO HUONG DAN SU DUNG THUOC
Rx — Thuéc nay chi ding theo don thudc
Thuoc hit phan liéu
SALBOGET PRESSURISED

INHALATION 100mcg

Salbutamol (dwéi dang salbutamol sulfat)
100mcg

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI

DUNG THUOC:

- Poc kif hudng dan siv dung triede khi ding.

- Néu can thém théng tin, xin héi y kién bic st hodc dige
ST,

- Thuée rmy chi ding theo don thuic.

- Dé xa tim tay tré em.

THANH PHAN CONG THU'C THUOC:
Mai lidu xit chira:
Thanh phin hogt chit:
Salbutamol (dudi dang salbutamol sulfat)................ 100meg
Thanh phin td duge: Acid oleic. ethanol tuygt déi,
propellant khong CFC. HFA 134a.
DANG BAO CHE: Thuébc hit phin liéu

S Hinh thire: Chai nhém voi van phén lidu chira dung dich ap
lye. duoe gin voi thiét bi day mau xanh lam nhat véi nap
mau xanh lam dam.
CHI DINH
Salboget Pressurised Inhalation 100mcg (Salbutamol) dugc chi
dinh cho ngudi lén, thanh thiéu nién va tré em tir 4 — 11 tdi.
Thude duoc st dung dé giam triéu chimg khi xay ra con hen
vi phong ngira truoe cic tinh huong da biét s& khai phat con
hen (nhur trude khi ging stic hodc tiép xtic voi cdc di nguyén
ma khong thé tr anh).
LIEU DUNG VA CACH DUNG
Salboger Pressurised Inhaler 100mcg (Salbutamol) chi
duoc chi dinh hit qua dudng miéng. Liéu ding pht hgp voi
dang hit. mdi liéu xit phin phdi 100meg salbutamol.

chiimg hen
cdp  tinh
bao gbm co
thit phé

phat la  tdi
thidu 1 lidu
Xit. _

Co thé ting
lén 2 lidu xijt
néu chn thiét.

phat 1a  tdi
thiéu 1 liéu
Xit.

Co thé tang
1én 2 lidu xit
néu can thiét.

T Liéu dung Li¢u diing
Tinh trang cho ngudi lén cho tré em = | cho tréem
12 tudi < 12 tudi

Trigu Pon liéu khoi | Don liéu khoi | 1 liu xit.

Co thé tang
lm 2 liéu Mt
néu cin
thiét.

2 lidu xit Ién
dén 4 lan |1
ngay

Lén dén 2 lidu
xit 4 lan moi
ngay

Lén dén 2
liému xit 4 lin
moi ngay

bt quan
Diéu tri
man tinh
Phong
ngira Kkhi

gang  suc
hoéc tiép
xuc vai di
nguyén

2 lidu xjt 10 -
15 phut trude
khi ging siic
hodic tiép xic
véi di nguyén

2 lidu xit 10 —
15 phut trudce
khi gdng stic
hode tiép xuc
voi di nguyén

1 liéu it
trudc Kkhi
ging  sic
hoic  tiép
Xtue vai di
nLuyen

Liéu ¢o thé
tang lén 2
lidu xit khi
can thiét

Téng lidu mdi ngy khéng dugc vuot qud 8 lidu xit moi 24 gid.

Hudng din sir dung

Bénh nhan nén duoc huong din st dung binh xit phu hop.
Trong sudt qué trinh hit, tot nhat bénh nhin nén ngdi hodc
ding.

Kiém tra binh xit:

Trudce khi sir dung ldn déu tién, hoac l'lLl.] binh xjt da khong ™

sir dung tir 1 tuén hogc hon. g& ndp day dng ngam bing Laéhr (

bdp nhe cdc mit cua ndp, lac ki binh xit, va xit mot nhat vao
khong khi dé chic chan binh xit van hoat dong.
I'é sinh binh xit:
Nén vé sinh binh xit it nhét mot lin mot tudn.
- Thao nip day dng ngim,
Khong dugc ldy binh kim loai chia thuée ra khoi vo
nhira bén ngoai.
Lau sach mét trong va ngoa: cua dng ngdm va vo boc
nhua bdng vai hofc khan giay kho.
- Diy ndp ong ngdm vao dung vi tri.
Khong dé binh chua thube bing kim loai vao nudge.
CHONG CHI PINH
Chong chi dinh déi voi bénh nhin man cam véi bt k¥ thanh
phén nao cia thude.
Khong dugc st dung dé ngan chuyé én da som khong bién
chimg hay doa say thai.
CANH BAO VA THAN TRONG KHI DUNG THUOC
- Nén kiém tra ki thudt hit coa bénh nhan dé chiic chin ring
nhét xjt xay ra dong thoi véi viée hit vao dé c6 thé phan
phéi t6i wru thube dén phbi.
Truong hop lidu ding higu qua trude diy cua salbutamol
dang hit nay khong thé lam gidam triéu chung hen trong it
nhét 3 gio, bénh nhén nén di dén bac sy kham dé duge co
thém céc bude didu tri cin thiét.
Salbutamol nén dugc chi dinh thin trong ddi véi bénh nhan
bi cuong tuyén giap, réi loan co gidt, suy tim, loan nhip
tim, ¢6 khuynh hudng kéo dai khoang QT, ha huyét dp va
dai thao duong.
Nguy co giam kali huyét uz"un trong ¢6 thé xay ra khi st
dung chit déng van Pz chu yéu 1a dang dung ngoai dudng
uong va dang phun. Dic bi¢t thin trong khi bi hen suycn
cap tinh nang boi vi tdc dong khéng mong muon nay co
kha nang khoi phat khi diéu rj dong thdi vai dan chit
xanthin, steroid. thudc lgi tiéu va khi thidu oxy mo.
Khuyén cdo nén theo dai ndng do kali trong huyét tuong &
nhiing trirdng hop nay.
Bénh nhan cin phai diéu tri voi thube gian phé quan kéo
dai nén dugc giam sat thuong xuyén.
Anh huéng tim mach ¢6 thé duge ghi nhan véi nhing
thudc kich thich lhdn kinh giao cam. bao gdém salbutamol.
Bénh nhan dang mic bénh tim ndng (nhu bénh tim thidu
mdu cuc bg, loan nhip tim hodc suy tim ning) dang su
dung salbutamol nén duge canh béo phai tham van bac st
néu bi dau nguc hodc nhing triéu chimg lam bénh tim xdu
di. Luu ¥ danh gia tinh trang kho tho boi vi trigu ching
niy xudt phat tir dudng héd hap hodc tim.
Tang st dung thude dnng van [z tac dong ngan dé kiém
s0dl tri¢u chimg cd thé lam trdm trong kiém sodt hen
suyén. Nén can nhic khi bit diu hoac tang lidu
corticosteroid.
Salbutamol dang hit co thé gay co thit phé quan nghich ly
6 thé nguy hiém dén tinh mang. Néu co thit phé quan
nghich ly xay ra. nén ngung su dung salbutamol ngay lép
tire va tién hanh nhimg bién phép diéu tri thay thé thich
hop.
Néu phan (mg qua mén ldp tic xdy ra, ngung s dung
salbutamol.
Salbutamol nén dugc chi dinh thén trong ddi véi bénh nhin
nhiém doc tuw.n giap.
SU DUNG THUOC CHO PHU NU CO THAI
Thude chi duoc can nhic su dung trong thai ky khi loi ich
diéu tri cho me vuot trdi nguy co ¢6 thé ¢6 trén thai.
SU DUNG THUOC CHO PHU NU CHO CON BU
Do salbutamol ¢6 thé duge bai tiét vao sira me. viée dung
thude o n himg ba me cho con bit khéng duge khuye én cao trir
khi loi ich diéu tri mong doi cho me vuot rdi bét cir nguy co
tiém tang ndo.

#===ANH HUONG CUA THUOC LEN KHA NANG LAI XE
7 PHA VAN HANH MAY MOC

ad co bano chimg vé anh huong cla thude 1én kha nang
I4i xe: van hanh may moc.

TUUNG TAC THUOC, TUOGNG KY CUA THUOC
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- Salbutamol nén dugc st dung hét ste than trong cho nhimg
bénh nhén diéu tri voi thude tre ché monoamin dioxyd hodgc
thude chéng trim cam 3 vong hodc trong 2 tudn ngung
didu tri voi nhimg thude nay, boi vi salbutamol c¢6 kha
ning tac dong 1én hé tim mach.

Cée thude chen thy thé B“ddlLl’]tlgiC khong nhiing ngin
chan tic dong lén phon clia chét déng van iz ma con gély co
thét phé quan trdm trong dbi vai _bénh nhan hen suyén. Vi
vdy, nhitng bénh nhan hen suyén thudng khéng nén sir
dung nhiing thude chen p.

St dung salbutamol va cic chit ddng van B2 khac vdi
corticosteroid. thude loi tiéu hodc xanthin tang nguy co ha
kali mau va khuyén cio theo doi nf‘)ng dd kali dbi vai bénh
hen suyén nang thuang didu tri phdi hop niy.

Tuong ky ciia thube

Khong co.

TAC DUNG KHONG MONG MUON CUA THUOC
Nhitng tdc dung khéng mong mudn sau dwoc phan nhém
theo tan sudt: rdt thueng gap (ADR > 1/10), thucng gap
(17100 < ADR < 1/10), it gap (1/1000 <ADR < 1/100), hiém
gap (171000 < ADR < 1/10000) va rat hiém gap (ADR <
1/10000) va chua biét.

Réi logn midn dich

Rt hiém gap: Cic phan tmg qud mén bao gdm pht mach,
may day. co thit phé quan. ha huy ét 4p va truy mach,

Réi loan chuyén héa va dinh dudng

Hiém gap: Ha kali mau. Ha kali huyét ning c6 thé 1a hau qua
ctia vide didu tri bang chét ddng van Pa.

Réi loan than kinh

Thudng gap: Ring minh, dau diu.

Rit hiém gdp: Tang hoat dong.

Réi loan tim

Thucng gdp: Nhip tim nhanh.

it gdp: Pénh trong nguc.

Rét hiém gap: Loan nhip tim (bao gdm rung nhi, nhlp nhanh
trén that va ngoai tim thu).

Chua bidt: Nhbi mau co tim

Roi loan mach

Hiém gap: Gian mach ngoai bién.

Roi loan hé /?cf[). trung that vé ngue

Rdt hiém: Co thit phé quan nghich 1y.

Réi loan tiéu héa

Jt gap: Kich thich hong va miéng

Réi loan co xuong va mé lién két

it gap: Chudt rit

Théng bdo cho bidc si cde tdc dung phu gap phii khi dimg
thude.

QUA LIEU VA CACH XU TRi

Céc ddu hidu va triéu chimg pho blLﬂ nhét cia qua lidu
Salboget Inhaler 100meg la cac bién cb thodng qua do tic
dung duge ly cua chit ddng van beta bao gdm nhip tim
nhanh, ring minh. ting hoat déng va anh huéng chuyén héa
nhu ha kali mau.

Ha kali mau c6 thé xay ra khi qué liéu salbutamol. Néong do
kali mdu nén dugc theo doi. Nhiém doc acid lactic cling dugc
ghi nhan lién quan dén lidu diéu trj cao cting nhu qué liéu
thude dong vin beta tac dung ngin, do do trong cac trudmg
hop qua liéu nén theo doi do tang lactat huy ét thanh dan dén
nhiém toan chuven héa (dac biét néu cé tho nhanh kéo dai
hodc ngdy cang xdu di mic dii da hét céc déu hiéu co thit phé
quan khac nhu tho kho khe).

PAC TiNH DUQC LUC HOC

Nhém dwege [p: Thube adrenergic dang hit. Chit déng van
chon loc 18n thu thé adrenergic beta-2

Mad ATC: RO3ACO2.

Co ché tic djng

Salbutamol 1a chit dong van chon loc 1én thu thé adrenergic
beta-2. Tai libu diéu . hoat chit tac dong 1én thy thé
adrenergic beta-2 tai co cudng phéi tao ra tac dong gian phc
quan ngin (4 — 6 gidn) vai tac dong nhanh (trong 5 phut) déi
vai tic nghén dudng tho cd kha nang hoi phuc.

PAC TINH DUQC PONG HQC

Hap thi vé phan b

Sau khi hit, khoang 10% va 20% lidu dung s& dén dudmg ho
hdp dudi. Phin con lai s¢ duge gitr lai vao hé théng phan bd
hogic tai vom hong do nudt. Mot phén nho tai dudmg ho hip
& hap thu vao mo phdi va tudn hoan, nhung khong dugce
chuyén hoa boi phdi. Salbutamol gin két véi protein huyét
twong dén 10%.

Chuyén héa va thai triv

Phin dugc nu()t vio ciia lidu hit s& hfip thu tir dudng tiéu héa
va duge chuyén hoa dang ké lin ddu thanh dang phcnollc
sulfat. Phan tai phéi khong dugce chuyén héa boi phm Phin
tudn hoan s& duge chuyén héa tai gan va thai trir chu yéu qua
nude tiéu dudi dang khéng doi va dang phenolic sulphat.
Phin lén lidu dung salbutamol dudmg tiém tinh mach. duong
ubng hodc dudng hit dugce thai trir trong 72 gid.

QUY CACH PONG GOI:

Hop 1 binh xit 200 liéu.

PIEU KIEN BAO QUAN:

Bao quan ¢ noi kho rdo, tranh anh sang va lanh. nhiét do
dudi 30°C.

Lic k¥ trude khi sir dung.

Gibng nhu hiu hét cc san phim thude hit trong hép chira dp
Iwe, tic dong tri liéu cd thé giam khi binh xit bi lanh.

Binh xit khong duge lam va, dam thung hodc dot chay ngay
ca khi binh rong.

Han st dung dé chi san phim duge luu triv ¢ diéu kién cin
thiét.

HAN DUNG: 24 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG CUA THUOC: BP.

SAN XUAT TAI:

i

GETZ PHARMA (PVT.) LTD.
Plot No. 29-30, Sector 27, Korangi Industrial
Area, Karachi, Pakistan.




