fle—

-~ F 9 a a 36
CONG TY CO PHAN DUGC PHAM 2/9 £09¢8s4>
Tzl 200 %

MAU Vi SALBUMOL 2mg
Vi 10 VIEN NEN/ HOP 10 Vi

BOY TE
S WC OUAN T Y D inie
Salbumol 2mg CUC QUAN LY DUQC

Salbutamol 2 mg

DDA P Dyriwvim
A ol Do J;:i

Lan da uz,r}/r Cjb* v Z‘?Jj

Respecter lg dose prescrite

' §alhumol 2mg

| Salbutamol 2 mg e
' g

CTCP DUOC PHAM 2/9

Respectst o dose presciite

galbmnol 2 mg

Salbutamol 2 mg

581 8X

galbumol 2mg

Salbutamol 2 mg
CTCP DUGC PHAM 2/9

vespacher o dose prescrite

Ngay (( théang A4 nam 204§
GIAM DbOC NHA MAY,L:
g




CONG TY CO PHAN DUGC PHAM 2/9

MAU HOP Vi SABUMOL 2mg
HOP 10 Vi x VI 10 VIEN NEN

Jwyg  jownmqng
YUIW 14D OH d1 ‘2 ueny 0 AN yuey) d
"7 Wn3 ‘e 1) NOY 1D Buonp ‘v g6
6/ WYHd J0NT NYHd 0J ALONDD

COMPOSITION: Salbutimal

INDICATIONS:

img
(Egsavalent to Salbutared sulfate 2 4mg)
Exviprents gf 1 wabrlet

Symeptomatic treatment of acute axthma

Svmptomafic ireatment of parocysmal attock of axthma

et e chromic hrowehospiasm,
Prophvlaxis for exercdive-ihduced asthm
« Test for pulwonary functions to control reversible abiling

of ehroic romelos J

THE OTHER INFORMATION: Read the leaflet inside.

CONG THUC:

CHI DINH:

KELP OUTOF REACTEON CHILDREN
CAREFULLY REAR FIRE LEAFLET BEFORE USE
STORAGE: Not more than 3T C, in dry place, protect from light.
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Sulbuwtamel 2my
(Ihaesi dang Salbwtamod sulfat  2.4mg)
Tik duere wl I vién nén

~ INiw el iridn chidng com hen edp tinh.

Fhidw ird iricw eluinyg dot Kick phdi irong bénk hen
lenic bfn e phé giaan man tnk ide aghéo con phi
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CAC THONG TIN KHAC: Xem 10 hudng din sd dung ki theo.
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MAU Vi SALBUMOL 2mg
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Salbutamol 2 mg
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Respecter o dose prascrite
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MAU HOP Vi SALBUMOL 2mg
HOP 2 Vi x 10 VIEN NEN

Salbumol 2mg

Bax of 2 bliters « 10 tablets

CONG THUC:  Satbutamol 2mg
(Duadi dgng Salbutamel sulfat 2,4mg)
(-'”i DINH: Tt duswe el 1 vién nén

- Phéw ory orifu ching con hen m‘j‘a fink

- Biéu trf rigu chitng dont kich phat rong binh hen

hixic hinh phé quin man tink tde nghén cin phue

hibi duigse

- I phiong eom hen do pdng sie

- Thim dis ¢hiie ndng h hip df kidm tra tinh phue

hii ciia tde phe gudn

LIEU DUNG, CACH DUNG, CHONG CHI DINH,
THAN TRONG VA CAC THONG TIN KHAC:

Xem tir hucng ddn st dung kém theo,

BE XA TAM TAY COA TRE EM
BOC KT HUONG DAN ST DUNG TRUGC KHI DUNG
B qudn: F nhigr d khdng quit 37C, noi kb rdo,

trinh dnh sdng
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COMPOSITION: Sabbutamol 2ng
(Equivalent to Salbutamol sulfate  2.4mg)
INDICATIONS: "™ 4 B

= Symptomatic treatment of acute asthma.

- Sympromatic treatment of paroxysmal attack of axthma
or reversible ¢ hronic bronchospasm.

= Prophylaxis for exercise-induced asthma

- Test for pulmonary functions to control reversible ability
of chronic bronchospasm.

DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, PRECAUTIONS

AND THE OTHER INFORMATION:

Read the leaflet inside.

Salbumol 2mg

Ry

KEEFP OUT OF REACH OF CHILDREN

CAREFULLY READ THE LEAFLET BEFORE USE

STORAGE: Not move than 30°C, in dry plare,
protect from light,

ﬂﬁp 2 vi x 10 vién nén

Salbumol 2mg

Salbutamol
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MKU NHAN CHAI SALBUMOL 2mg
Chai 100 vién nén

CONG THUC:
Salbutamol 2mg

{Dudd dang Salbutamol sultat 24 ma)
Td duge vd 1 vién nén
CHIi BINH:

- Biéu trl trléu ching con hen
cép tinh.

-Difu tr| trigu chiing det kich
phit trong bénh hen hodc bénh
phé quan man tinh tac nghén
cén phye hél duge.

- Dy phiong con hen do ging sic
- Thism dé chidc nang hé hap dé
kiém tra tinh phuc héi cua thc
phé quan.

5

LIEU DUNG, CACH DUNG,
CHONG CHI BINH VA CAC
THONG TIN KHAC:

X 18 hudng diln sl dyng kim thea

BE XA TAM TAY CUA TRE EM
DOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

Bao quan: O nhifl 46 khéng qus 30°C,
nal khé rao, trdnh dnh sang

San xudl theo TCCS
sex

56 18 SX/ Lot No::
NSH/ Mig Date:
HOV Exp Date:
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MAU HOP SALBUMOL 2mg
Hop 1 chai 100 vién nén

b TONNATYS

COMPOSTTTON: CONG THUC:

Salhutamol Imyg Box of 1 boftle x 100 fablets B 2mg Hop 1 chai x 100 vién nén
(Equivalent to Salbutamol sulfate  2.4mg) (Dudi dang Salbutamol sulfat 2.4mg)
Excipients s.q.0 I tablet Té duige vl | vién nén

INDICATIONS:

- Symptomati af acute asth

- Sympiomatic treatment of paroxysmal atiack
aof asthma or ible chronic bronchosp
_‘l_‘ 'ITI 'h o 2k " il

- Test for pulmonary functions to control
reversible ability of chronic bronchospasm.

PDOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, PRECAUTIONS
AND THE OTHER INFORMATION:
Read the leaflet inside.

CHI PINH:

- Diéu tri rign chitng con len cip tink.

- Biéu irj triéu chiing dyt kich phdt trong

b¢nh hen hode binh phé quin man tink

ide nghén con phuc hii duge.

- D¢ phimg con hen do gilng sit. Sallutamol 2mg

- Thdm di chitc nang hé hép d€ kiém tra
tink phuc héi ciia tde phé qudn.

FCIEU DUNG, CACH DUNG,
CHONG CHI DINH, THAN TRONCG
VA CAC THONG TIN KHAC:
Xem & hudng din sif dung kém theo.

KEEF OUT OF REAUH OF CHILDREN
CAREFULLY READ THE LEAFLET BEFURE LIsE

PE XA TAM TAY CUA TRE EM
STORAGE: Nut more than 30°C, m dry placc BOCKY HUONG DANSUDUNG TRUGC KHI DUNG

' peotect fom light Bio quis: O ahiét 63 khdng qué 30C,

i kbd rdo, trdnh dnh sdng

Sén xuflt theo TCCS
SBK:

S5 10 SX/ Low Mo
NSX/ Mg Date:
HIV Exp Datec:
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HUONG DAN SU DUNG THUOC

Rx Thuéc nay chi dung theo don thube

SALBUMOL 2mg

Cic diu hi¢u lru y va khuyén cdo khi ding thuéc:
Doc kj huéng dan sir dung triede khi dimg.
Dé xa tam tay tré em.

THANH PHAN, HAM LUQNG CUA THUOC:

Thanh phén hoat chét:

Salbutamol 2 mg

(Duéi dang salbutamol sulfat 2,4 mg)

Thanh phén ta dugc: Magnesi stearat, pregelatinized starch, mau tim lake.
DANG BAO CHE:

Vién nén mau hé“mg tim, khéng mui, m6t mit tron, mot mat khic ddu thap.
CHI PINH:

Piéu tri tridu chimg con hen c4p tinh.

Diéu tr triéu chitg dot kich phat trong bénh hen hogc bénh phé quan man tinh tic nghen

con phuc hdi duoc.
Du phong con hen do géng sirc.
Thim do chirc nang ho hap dé kiém tra tinh phuc hdi cia tic phé quan.

LIEU DUNG, CACH DUNG:
Liéu dung:
Nguwoi Ién trén 18 tudi: 4 mg/ngdy (ngudi cao tudi va ngudi nhay cam véi thudc,
2 mg/ngay) ngay 3 - 4 14n; t6i da liéu 8 mg/ngay.
Tré em 1 thing - 2 tuéi: 100 microgam/kg (t6i da 2 mg/ngay), ngay 3 - 4 lan.
Tré em 2 - 6 tuéi: 1 - 2 mg/lan, ngay 3 - 4 lan.
Tré em 6 tudi - 12 tudi: 2 mg/lan, ngay 3 - 4 1an.

Tré em 12 - 18 tudi: 2 - 4 mg/lan, ngay 3 - 4 lan.

Cich dung:

Thubc ding qua dudng udng. Y\\;\,
CHONG CHI PINH:

Di (g v&i mot trong cac thanh phén cua thube.

Chéng chi dinh ding salbutamol phdi hop ¢6 dinh véi ipratropium bromid cho ngudi c6 tién
sir min cam véi lecithin dau nanh hodc thue phim c6 lién quan dén d4u nanh, d4u phong.
Piéu tri doa sdy thai trong 3 - 6 thang d4u mang thai.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Diéu tri salbutamol c6 thé gy giam kali huyét, c6 thé gay tac dung x4u dén tim
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HUONG DAN SU DUNG THUOC

Phai dung than trong salbutamol cho nguoi man cam voi cac amin giong than kinh giao
cam, cudng giap, dai thao duong, dong kinh hodc bénh tim mach bao gom suy mach vanh,

loan nhip tim, tang huyét ap.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Sir dung thude cho phu nir ¢6 thai:
Dung dugc cho phu nir ¢6 thai nhung can than trong véi nhimg tac dung khéng mong mudn
ctia thube.
Sir dung thuéc cho phu nir cho con bii:
Céc thudc kich thich beta cé bai tiét vao sita me, c6 thé 1am dira tré b me ¢6 nhip tim nhanh
va ting glucose huyét. Nén than trong khi ding thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thubc ¢6 thé gdy anh hudng cho ngudi 14i xe va van hanh may moc:
Hé tudn hoan: Pénh tréng nguc, nhip tim nhanh.
Thén kinh: D& bj kich thich, nhirc dau.

TUONG TAC, TUONG KY CUA THUOC:
Digoxin: Salbutamol ¢6 kha ndng lam giam néng d6 digoxin huyét tuong.
Céac thube khac: Acetazolamid, corticosteroid, thudc loi tiéu quai, thiazid, theophylin: Tang
nguy co giam kali huyét khi ding lidu cao thudc gidng than kinh giao cam betas.
Phai than trong khi ding phdi hop véi cac thude chdng déi thdo dudng. Phai theo doi mau va
nuéc tiéu vi salbutamol lam tang duong huyét. Cé thé chuyén sang ding insulin.

TAC DUNG KHONG MONG MUON CUA THUOC:
Thuong gdap, ADR > 1/100
Tuan hoan: Panh tréng nguc, nhip tim nhanh.
Co - xuong: Run déu ngén tay.
Hiém gap, ADR < 1/1000
Hb hép: Co that phé quan, khd miéng, hong bi kich thich, ho va khan tiéng.
Chuyén hoéa: Ha kali huyét.
Co - xuong: Chudt rt.
Théan kinh: DZ bj kich thich, nhirc du.
Phén (g qua mén: Phu, ndi may day, ha huyét ép, truy mach.
Salbutamol dung theo dudng udng hoic tiém cé thé d& gay run co, chu yéu & cac dau chi,
hdi hop, nhip xoang nhanh. T4c dung nay it thdy & tré em. Dung lidu cao c6 thé gay nhip tim
nhanh. Ciing da thdy c6 cac rbi loan tiéu héa (budn nén, non).
Hwéng din cich xir tri ADR
Muén tranh miéng, hong bi kich thich, nén stic miéng sau khi hit thubc.
Giam liéu dung hozc ngimg ding.
Dung céc ché phdm phdi hop salbutamol - ipratropium.
C6 thé giam nguy co gay co thit phé quan nghich thuong bang cach didu tri phdi hop véi
corticosteroid.

+{
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QUA LIEU VA CACH XU TRi:
Qua liéu:
Triéu chimg:Trong trudng hop dung thude qua lidu gay ngo doc, tuy theo mirc do nang nhe
c6 thé biéu hién mdt sd cac triéu chimg nhu: Khé chiu, nhire dau, hoa mit, chéng mat, budn
non, bon chdn, run cac dau chi, tim dap nhanh, loan nhip tim, thay doi huyét ap, co giat, co
thé ha kali huyét.
Cich xir tri khi dung thubc qua liéu:
Ngd doc nang: Ngimg dung salbutamol ngay. Rira da day (néu dung loai thude udng), diéu
tri cac triéu chimg. Cho thudc chen beta (vi du metoprolol tartrat) néu thdy can thiét va phai
thén trong vi c6 nguy co dan dén co thit phé quan. Viéc diéu tri phai duogc tién hanh trong
bénh vién.

THONG TIN VE DUQC LY, LAM SANG:
Nhém thude: Thudc kich thich beta, giao cam tac dung ngin.
Mi ATC: R03CCO02
Pac tinh dwoc lwe hoc:
Salbutamol con goi 1a albuterol (Hoa Ky) 1a mgt amin tong hop cé tac dung giéng than kinh
giao cam tac dung truc tiép, ¢6 trén thi truong dudi dang salbutamol sulfat.
Salbutamol kich thich c4c thu thé B-adrenergic va khong c6 hodc 6 rat it tic dung dén thu
thé o Céc chét chu vén B-adrenergic kich thich san xuét AMP vong (cAMP) bing cach hoat
héa enzym adenyl cyclase. cAMP ting trong té bao lam tiing hoat tinh cua protein kinase A -
phu thudc cAMP nén trc ché phosphoryl hoa myosin va 1am giam ndng do calci néi bao, dan
dén gidn co tron. Ting ndng d6 cAMP néi bao ciing trc ché giai phong céc chét trung gian tir
dudmg bao & dudng thé. Salbutamol c6 tic dung kich thich manh hon trén cac thy thé B-
adrenergic trén co tron ctia phé quén, tir cung va mach mau (thu thé B,) so véi tac dung trén
céc thy thé B-adrenergic & trén tim (thu thé ;). Tuy vay, s6 luong thy thé B, trén tim chiém
10 - 50%. T4c dung chinh sau khi hit qua miéng hodc udng salbutamol 14 gidn phé quan do
thu gidn co tron tir khi quan dén tiéu phé quan tan cung; thudc ciing c6 tac dung gidn mach
ngoai bién yéu va c6 thé lam gidm mot it huyét 4p tdm truong.
Dic tinh duge dong hoc:
Hap thu: \\
Thay ddi tily theo dudng dung: \
Sau khi ding mét liéu don dung dich uéng 4 mg salbutamol cho ngudi khoe manh, ndng do *
dinh trong huyét twong dat dugc 18 nanogam/ml. & ngudi khoe manh, néng do salbutamol ]
bn dinh trong huyét trong dat dugc trong vong 2 ngay khi ding vién nén thong thuong hoac __/;.-"
vién nén giai phong cham. '
Salbutamol sulfat hdp thu nhanh va t6t sau khi ubng. Sinh kha dung khi udng vién
salbutamol giai phéng cham béng khoang 80% sinh kha dung cta vién thuong khi dung lidu
don. Nong do dinh salbutamol huyét twong dat duoc trong vong 2,5 va 2 gio sau khi dung
vién thuong va dung dich udng, déi véi timg thtr. Gian phé quén bét diu trong vong 30 pht
sau khi ubng vién thudng, téc dung t6i da 2 - 3 gi&r va c6 thé kéo dai t6i 4 - 6 gid.
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HUONG DAN SU DUNG THUOC

Phan bo:
Salbutamol qua hang rao mau - ndo, nong dé & nio dat khoang 5% nong do huyét twong. O
cac tuyén ngoai hang rao mau - ndo (tuyén ting, yén), thubc dat nong do gap 100 1an nong
do trong toan ndo bd. Salbutamol qua nhau thai nhung khong rd ¢6 vao sira me khong.
Chuyén héa:
Salbutamol qua chuyén hoa budc dau & gan va c6 thé ca & thanh rudt nhung khoéng chuyén
héa & phdi; chat chuyén héa chinh la chat lién hop sulfat khéng c6 hoat tinh.
Thai trie:
Salbutamol thai trir nhanh, cha yéu qua nude tiéu dudi dang chét chuyén hoa va khong doi;
mot ty 1¢ nho thai trir qua phan. Nira doi huyét twong salbutamol dao dong tir
4 - 6 gio.
DON VI PONG GOI NHO NHAT, QUY CACH PONG GOI:
Hop 10 vi x 10 vién.
Hop 2 vi x 10 vién.
Hop 1 chai 100 vién.
HAN DUNG CUA THUOC:
36 thang ké tir ngay san xuét. K
DIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bao quan: O nhiét d6 khong qua 30°C, noi khé rdo, trénh 4nh sang.
Tiéu chuan chat lugng: TCCS.
TEN, PIA CHI CUA CO SO SAN XUAT:
| CONG TY CO PHAN DUQC PHAM 2/9
E 930 C4, dudng C, Khu cdng nghiép Cét Lai, cum 2, Phuong Thanh My
Loi, Quén 2, TP. Hd Chi Minh.
NADYPHAR DT: (028) 3742 2636 - (028) 3742 2637 FAX: 84.28.3742 2635
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