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Salbutamol

Khéng dudng

Hop 1 chai 60 ml
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2 mg/5 ml
dang Salbutamol sulfate)

THANH PHAN:

E S ATy Tl o o S SR R 2 mg
(dudi dang Salbutamal sulfate)

TA difge s di ol S ml

Chi dinh, cich diing, lidu dung,
chéng chi dinh, va cic théng tin
khic: Xin dyc trong 15 hudng din
st dung.

PE xa tim tay tré em.

Poc ky hudng din sif dung
tritde khi ding,

Khéng diing qui lién chi dinh

Bio quan @ nhiét d§ dudgi 30°C,
ndi kho rdo, winh dnh sing.
Tiéu chudn: TCCS
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Preseription only

Salbucare’
SYRUP

Salbutamol 2 mg/5 ml
(as Salbutamol sulfate)

Sugar free

Box of bottle 60 ml

Nhan chai

THANH FHAN:
sall b} 2 myg

(dudi dang Salbutarmul sulfote)
R E RSV T, ORI £ |
Chi dinh, cich dimg, lidu ding, chihg
hi dinh ¥ ek thing tin khdc
i dpe rongg 18 hutdng din sit dung.
BE xa tm tay tré em. Do ki hudng
diin sit dung erviic Khiddog,
Khdag diing qud 1idu chi djnh.
Bio quin & nhigt dg dudi 30°C, nui
khioy rdu, winh doh sing
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Salbucare’
SIRO

Salbutam 2 mg/5 ml

(dudi salbutamol sulfate)

Khéng dudng

Chai 60 ml

COMPOSITI

Salbutamel T BIL T
(a5 Salbutaol sulfae’
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lodications, adminisraton, disage,
indications and viher inf iy

See the insen.

Keep out of reach of childeen,

Read carefully the enclosed insert before

use.
Do not exceed recommended dosage.
Store at temperature below 30, in 1 dry
place, protect from light.
Manufaerorer:

OPY PHARMACEUTICAL JOINT STOCK CO,

18X/ Lot N

HDY/ Exp. Datc:

Salbucare Syrup 60ml_DEQ1_V3.ai

LSX/ Lot N™
NSX/ Mfg. Inate:
HIY Exp. Date:

COMPOSITION:
Salbutamoli.iciiiminpna2 mg
(as Salbutamol sulfate)

Excipicits q.5.....oconiinnnd ml

Indications, administration,
dosage, contraindications, and
other information: See the insert.

Keep out of reach of children.
Read carefully the enclosed
insert before use.

Do not exceed recommended
dosage.

Store at temperature below 30°C,
in u dry place, protect from light,
Specification: Manufacturer’s
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Ph;rmaceuﬁcds
WHO-GMP

Manufacturer:

OPV PHARMACEUTICAL JOINT 5TOCK CO.

No. 27, 3A Street,
Bien Hoa 1l Industrial Zone,
An Binh Ward, Bien 1loa City,
Dong Nui Province,
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SALBUCARE® WHO-GMP

THANH PHAN CONG THU'C THUOC: M&i 5 ml sird chira:

Thanh phin hoat cht:

i [EaTs 1 () D e e SR 2 mg

(dudi dang Salbutamol sulfate)

Thanh phin ta dwge:

Hypromellose 6 cP, natri saccharin, natri benzoat, natri clorid, acid citric khan, natri citrat,
propylen glycol, hwong cam dang long, sunset yellow, nuée tinh khiét.

DANG BAO CHE:

Sird

Chét léng trong, d6ng nhit, mau vang cam, mui cam, vi ngot, khdng c6 sui bot khi, tua, vét la
hoic vang mbc.

CHI PINH:

SALBUCARE la chét chi van chon loc trén thu thé beta-2 adrenergic duoc chi dinh cho didu tri
hogc ngn ngira co thit phé quan. Thude 1am gisn phé quan tac dung ngén trong tic nghén dudng
hé hip do hen, viém phé quan man tinh va khi phé thiing.

Nhitng thude gidn phé quan khong nén 1a thube didu tri duy nhét hodc chil yéu & nhitng bénh nhan
hen dai déng. Dbi véi nhitng bénh nhan hen dai ding khong ddp g véi SALBUCARE, diéu tri
v6i cdc corticosteroid dang hit duoc khuyén céo dé dat duge va duy tri kiém soat. Khéng dap tng
diéu tri véi SALBUCARE c6 thé 1a d4u hiéu cho thdy cén 101 khuyén y khoa hay diéu tri khan
chp.

SALBUCARE dugc chi dinh cho viéc giam co thét phé quan trong moi loai hen phé quan, viém
phé quan man va khi phé thiing.

Sitd SALBUCARE la liéu phap diéu tri dang udng phu hop cho tré em hodc nhiing nguoi 1dn,
thich dung thudc dang dung dich.

LIEU DUNG, CACH DUNG:

Liéu dung:

SALBUCARE c6 thoi gian tac dung tir 4 dén 6 gio & phin 16n bénh nhan.

Gia ting sir dung cac thudc chi van beta 2 ¢6 thé 1a d4u hiéu ctia bénh hen ning 1én. Véi nhitng
trudmg hop nay c6 thé can tién hanh viée tai danh gid phac dd diéu tri cia bénh nhan va nén xem
xét viée didu tri ddng thoi véi glucocorticosteroid.

Do ¢6 thé xuét hién cac tac dung phu lién quan dén viéc ding liéu cao nén chi ting lidu hay tin
sudt sir dung khi c¢6 chi dinh cta bac s§.
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Ngwoi lon:

Liéu théng thudong cé hiéu qua 12 10 ml sir6 (4 mg salbutamol), uong 3 hoéc 4 lan/ngay Néu
khéng dat dugc tac dung gidn phé quan thich hop thi c6 thé ting dan mdi lidu don 1én dén 20 ml
sir6 (8 mg salbutamol).

(G mdt sb bénh nhan, hiéu qua gidn phé quan thich hgp dat dugc voi lidu 5ml sird (2 mg
salbutamol), ubng 3 hoic 4 lan/ngay.

Tré em:

2-6 tudi: 2,5 dén 5 ml sird (1-2 mg salbutamol), ubng 3 hoic 4 lAn/ngay.

6-12 tubi: Sml sird (2 mg salbutamol), udng 3 hoic 4 1an/ngay.

Trén 12 tudi: 5 d@n 10 ml sird (2-4 mg salbutamol), udng 3 hoic 4 lan/ngay.

Nhém bénh nhdn ddc biét:

J nhitng bénh nhan cao tudi hodc nhimg bénh nhan da biét nhay cam khac thudng véi thude kich
thich beta adrenergic, nén bit diu didu tri v6i lidu 5ml sird (2 mg salbutamol), ubng 3 hoic 4
lan/ngay.

Cach dung: Dung dudng ubng.

CHONG CHI PINH

- O nhitng bénh nhén c6 tién sir qua man voi bét cir thanh phén nao clia thude.
- Khong dung nhiing dang bao ché khong dung theo dudng tinh mach cuia salbutamol dé ngan
chuyén da som khéng bién chimg hay doa say thai.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Viéc quan ly bénh hen thuong nén tién hanh theo chuong trinh bac thang va nén theo déi su
dap ting cua bénh nhéan trén lam sang va bing cac xet nghiém chirc ning phdi. Gia tang su
dung cac thude chi véan beta 2 dang hit tac dung ngin dé kiém so4t triéu ching cho thay tinh
trang kiém soét bénh hen x4u di. Trong nhlmg truong hop do, nén danh gia lai phac dd diéu tri
bénh nhén. Tinh trang kiém soat bénh hen x4u di dot ngdt hay tién trién dan 1a nguy co de doa
tinh mang bénh nhan va nén xem xét bat ddu diéu tri hodc ting lidu diéu tri corticosteroid.
Nhitng bénh nhin dugc xem la c6 nguy co, cd thé tién hanh kiém tra luu lugng dinh hang
ngay.

- Nén khuyén céo bénh nhan khdong dugc ting lidu dung hoic ting s6 1an sir dung khi giam dap
ung hay giam thoi gian tac dung ma phai hdi y kién béc sy.

- Cac tac dung trén tim mach c6 thé xuét hién khi ding cac thudc kich thich thén kinh giao cam,
bao gdm ca salbutamol C6 bang chimg tir cac dit liéu sau khi luu hanh thubc va cic y vin
dugc cong bd vé cac trudong hop thiéu mau cuc bd co tim hiém gip, c6 lién quan dén viée
ding salbutamol. Nén canh bao nhitng bénh nhan bi bénh tim nghiém trong (vi du: thiéu méau
cuc bd co tim, loan nhip tim ho#c suy tim nang) dang ding salbutamol can dén gap bac sy khi
ho cam thdy dau nguc hodc céc triéu chimg cho thdy bénh tim dang tién trién x4u hon. Cin
chu y danh gia céc triéu chimg nhu kho thé va dau nguc vi cée triéu ching do co thé c6 cin
nguyén tir bénh ho hép hozc bénh tim.

- Nén sir dung salbutamol thén trong & bénh nhan véi tinh trang nhiém déc giap ning.

- Nguy co ha kali huyet ning c6 thé 1a hdu qua cta viéc str dung chit chu van beta 2 chi yéu
bang dudng tiém truyén hay khi dung. Nén thén trong déc biét & nhiing bénh nhén hen ning
cAp tinh vi thc dung phu ndy c¢6 thé tang 1én khi dung két hop cing vé6i cac dan xut cia
xanthine, steroid, thudc loi tiéu va do tinh trang thiéu oxy. Nén theo dai luong kali huyét
thanh trong nhiing truong hgp nay.
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- Gibng nhu cac chat chi vén thu thé beta adrenergic khac, salbutamol c6 thé gy ra cac thay
dbi vé& chuyén héa c6 hdi phuc, vi du tang lugng dudng trong mau. D timg ¢6 bdo céo hién
twong mét bu dén dén nhidm toan ceton & bénh nhén dai thio dudng. Str dung dong thoi véi
corticosteroid c6 thé gy tang qua mirc tac dong nay.

Thubc nay co chira:

- 7,5 mg natri benzoat trong mdi 5ml sird. Natri benzoat lam tang bilirubin huyét sau khi chét
nay dich chuyén khoi albumin dan dén ting chimg vang da & tré so sinh va c6 thé phat trién
thanh bénh vang da nhan ndo (bilirubin khong lién hop ling dong trong md néo).

- 5 mg Propylen glycol trong mdi 5ml sird.

- Du6i 1 mmol (23 mg) natri trong 5ml sird, vé co ban duoc xem nhu ‘khoéng chira natri’.

- Sunset yellow. Cé thé gdy cac phan g di tmg.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Kha ning sinh san:

Khong c6 thong tin vé anh hudng ciia salbutamol trong kha néng sinh san ctia con nguoi. Khong

c6 tac dung bét loi nao dén kha ning sinh san clia dong vét.

St dung thubc cho phu nit-cé thai:

- Chi cén nhic sir dung thudc trong thai ky khi lgi ich mong dgi mang lai cho nguti me vuot
troi bat ky nguy co nao c6 thé cé dbi véi phéi thai.

- Theo kinh nghiém sau khi dua thudc ra thi trudng trén toan thé gidi, cac truong hop bét
thuong bam sinh khac nhau hiém gip bao gém khe hé voOm miéng va cac di tat chi da dugce
bdo cdo & con cla nhitng bénh nhin dugc didu tri bang salbutamol. Mot vai ba me trong )
bénh nhan nay da sit dung nhiéu loai thube khac nhau trong sudt thoi ky mang thai.

- Do khong phan biét duge kidu hinh nhit quan cta di tat va ty 18 di tat bim sinh thudng gap 1a
2 dén 3% nén méi lién quan giita salbutamol va dj tit chua duge xac dinh.

Sir dung thudc cho phu nit cho con bii:

Do salbutamol c¢6 kha ndng dugc bai tiét vao sita me nén nhiig ba me cho con bu khong nén Wi
diing thude trir khi lgi ich mong doi cho me vugt trdi bat ky kha niang nguy co nao. Chua biét li¢u =
salbutamol trong sita me cé gay ra tac dung bét 1o cho tré so sinh hay khéng. | 7@@1
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: }

Khong cé bao cao. Chua co bing chimg vé& anh huéng cta thudc 1én kha ning lai xe, vin hanh j

may maoc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thude:

- Thuong khong nén ké toa dong thoi SALBUCARE sird v6i nhiing thubc chen beta khong
chon loc nhu propranolol.

- Khéng chéng chi dinh ding SALBUCARE cho nhitng bénh nhan dang diéu trj bang thudc rc
ché monoamine oxidase (MAOISs).

Twong Ky, thude: khong nén pha SALBUCARE véi Sird BP hogc dung dich Sorbitol do ¢6 thé

ody két tha chat lam dic cellulose.

TAC DUNG KHONG MONG MUON CUA THUOC:

Téc dung khong mong mudn liét ké duéi ddy theo hé co quan va tAn suétl xudt hién. TAn sudt xuét

hién duoc dinh nghia nhu sau: rat thuong gip (> 1/10), thuong gap (= 1/100 dén <1/10), it gap =

1/1000 dén <1/100), hiém gip (> 1/10000 dén <1/1000) va rat hiém gép (< 1/10000) bao gdém cac
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bao cdo riéng biét. Nhin chung cac biéu hién rat thuong gip va thudng gap duoc xac dinh tir sO
liéu thir nghiém lam sang. Nhiing bidu hién hiém gip va rat hiém gip thuong duoc xac dinh tix
bdo cédo tu phat.

Rdt thuong gdp

R6i loan hé than kinh: run

Thuong gdap

R&i loan hé than kinh: dau dau

R&i loan trén tim: nhip tim nhanh, hbi hop, dénh trbng nguc

Réi loan hé co xuong va mé lién két: chudt rit (vop bé)

Hiém gép

Réi loan chuyén héa va dinh dudng: ha kali huyét. Nguy co gidm kali huyét nghiém trong c6 thé
13 hau qua cua viée diéu tri bang chét chil van beta 2

R6i loan trén tim: loan nhip tim (bao gdm rung nhi, nhip nhanh trén that va ngoai tdm thu)

R6i loan trén mach mau: gifin mach ngoai bién

Rat hiém gdp

R&i ]02_1’11 hé mién dich: nhitng phan img qua man bao gdm phu mach, may day, co that phé quan,
ha huyét ap va truy mach

R&i loan hé than kinh: ting hoat dong

R&i loan hé co xuwong va md lién két: cam giac cing co

Théng bdo ngay cho bdc si hodc dwoc si nhitng phin virng cé hai gdp phdi khi siv dung thuéc
QUA LIEU VA CACH XU TRi:

Triéu chitng:

Céc biéu hién va triéu chimg ph bién nhit khi ding qué liéu SALBUCARE la céc biéu hién dugc
ly cuong beta thoang qua (xem muc Canh bdo va thén trong khi dung thudc va Tac dung khong
mong mudn cta thudc).

Giam kali huyét c6 thé xay ra khi ding SALBUCARE qué liéu, do d6 nén theo ddi ndng dé kali
huyet thanh.

Nhiém acid latic duge bdo cdo trong viée két hop véi liéu didu tri cao ciing nhu qua liéu trong
diéu' tri bang thuoc chu van beta técq dung ngén, do d(:) viéc theo dﬁ} su tang ndng do lactate trong
huyét thanh va tinh trang toan chuyén héa (ddc biét néu cé sy dai dang hogc té thém tinh trang thd
nhanh mic du cac dau hiéu khac ctia co thit phé quén nhu thé kho khé da thuyén giam) cd thé
dugc chi dinh khi qua liéu.

Budn nén, ndén va ting dudng huyét da duoc bao cdo, chu yéu & tré em va khi ding quéd lidu
SALBUCARE qua duong uong.

Cdch xir tri: Céac budc xir tri thém nén duge chi dinh dya trén triéu chimg 1am sang hoic dua theo
khuyén céo cua trung tAm chét doc qubc gia, néu co.

DUQC LUC HQC:

Nhém duege Iy: Thube kich thich beta2 giao cam

Ma ATC: RO3C C02
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Salbutamol 13 cht chii van chon loc trén thu thé beta 2 adrenergic. O liu diéu tri, sa]butamo]’ tac
dong trén thu thé beta 2 clia co tron phe quén tao nén tac dung gidn ph€ quin ngan (tir 4 dén 6
gi®y) trong tinh trang tic nghén dudng thé.

DUQC DONG HQC:

Salbutamol tiém tinh mach c6 thoi gian ban hity tir 4 dén 6 gio va dugc bai tiét mdt phan qua than
va mdt phin qua chuyén héa thanh 4°-0-sulfate khong hoat tinh (phenolic sulfate), chat chuyén
hoa nay ciing duge bai tiét chi yéu qua nudc ticu.

Mot phf?m nhé duge bai tiét qua phan. Sau khi tiém tinh mach, ubng hay hit, phr:”m 1én luong
salbutamol duge bai tiét trong vong 72 gid. Salbutamol lién két voi protein huyét tuong khoang
10%.

Sau khi udng, salbutamol dugc hép thu tir dudng tiéu héa va chuyén héa budc dau dang ké thanh
phenolic sulfate. Ca phan thu6c khong bién doi va phan két hop dugc dao thai chu yéu qua nude
tiéu. Sinh kha dung ctia salbutamol dang ubng khoang 50%.

QUY CACH DPONG GOI:

Hop 1 chai x 60 ml

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Bio quan: Bao quan ¢ nhiét dd duéi 30°C, noi kho rdo, tranh anh sang.

Han ding: 24 thang ké tir ngay san xut. Khong ding thube khi qué han ding.

Tiéu chuin chét lwong ciia thude: TCCS

TEN, PIA CHi CUA CO SO SAN XUAT THUOC:

CQNG TY CO PHAN DUQC PHAM OPV ‘

S6 27, Buong 3A, Khu Coéng Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh Dong Nai.
PT: (0251} 3992999 Fax: (0251) 3892344
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