Rx Thudc ké don

HUONG DAN SU DUNG THUOC
SALMOLIN SYRUP, 60 mL

“+ Thudc ndy chi dung theo don thude.
* Doc ki hudng din sir dung trude khi ding. Néu can thém thong
tin, xin hoi y kién bac s7 hodc duge si.
« Thong béo cho béc si nhimg tac dung khéng mong muén gip
phai khi sir dung thudc.
+ Dé thudc xa tAm tay tré em.
« Khong ding thudc qua han in trén bao bi.

1. Tén thuéc: SALMOLIN SYRUP, 60 mL

2. Thanh phén cong thirc thudc:

MSai 5 ml dung dich chira:

Hoat chét: Salbutamol (dudi dang salbutamol sulphat) 2mg

Ta dugc: hypromellose (4000 cPs), natri benzoat, acid citric
monohydrat, natri citrat, natri saccharin, natri clorid, essence
orange no.1, nudc tinh khiét

3. Dang bao ché: Siro.
M@ ta: Siro trong subt khéng mau, vi hoi chua.

4. Chi dinh:

Salmolin syrup dugc chi dinh & ngudi 16m, thanh thiéu nién va
tré em.

Salbutamol 1a chét dong van chon loc trén thu thé adrenergic
beta-2 c6 tac dung gidn phé quan ngén (4-6 gio) trong téc nghén
dwong thé ¢o kha nang hdi phuc. Salmolin syrup duge st dung
- dé k.iél_n soat hen, co thz‘it phé quan va/hodc tic nghén dudng tho
¢6 kha ning héi phuc.

Giam co thit phé quan trong hen phé quan céc loai.

Salmolin syrup la liéu phap ding duong udng phi hgp cho tré
em va ngudi 16n khong thé sir dung thiét bi khi dung.

5. Cach ding, lidu ding:

Liéu ding

Ngudi 16n

Liéu dung 1a 2 thia ca phc (trong ung 4 mg salbutamol) (10ml
siro) 3-4 lanfngay Lidu t6i da 12 8 mg.

Ngudi cao tudi

O nhimg be,-nh nhan cao tudi hoac & nhimg ngudi duge biét 1a
nhay cam bat thuong voi thude kich thich beta-adrenerglc, nén
bit dau diéu trj véi lidu khai dau téi thiéu.

Tré em

1 thang dén 2 tudi: 0,1 mg/kg (t6i da 2 mg), 3-4 lan/ngdy

2 - 6 tudi: %-1 thia ca phé (trong img 1-2 mg salbutamol) (2,5ml
- 5ml siro) 3-4 lan/ngay.

6 - 12 tudi: 1 thia ca phé (twong mg 2 mg salbutamol) (5ml siro)
3-4 lan/ngay.

Trén 12 tudi: 1-2 thia ca phé (twong tmg 2 - 4 mg salbutamol)
(5ml - 10ml siro) 3-4 lin/ngay

Salmolin syrup dung nap tét & tré em, nén, néu cin, c6 thé ting
1én lidu t5i da mét cach than trong.

Vi lidu thap hom, c6 thé pha loding siro véi nuéc tinh khiét méi
dugc chuan bj.

Céch ding

Diing duong ubng

6. Chéng chi dinh:

Bénh nhén man cam véi bét cir thanh phan nao cua thuéc.
Salmolin syrup khéng dugc sir dung dé ngin chuyén da sém
khéng bién chimg hay doa say thai.
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7. Canh b4o va thin trong khi ding thudc:

O nhimg bénh nhan hen ning hodc hen khéng 6n dinh khong
nén chi diéu trj hodc diéu trj chii yéu bing thube gian phé quan.
Bénh nhéin hen ning nén duoc danh gid y khoa thudng xuyén
bao gom céc xét nghiém chirc nang phdi do ¢6 nguy co cua dot
kich phét va tham chi ¢6 thé xay ra tir vong. Nhirrg bénh nhan
nay cin duge cin nhic diéu tri bing cortocosteroid dirdng udng
va/hoic cortocosteroid hit liéu cao.

Bénh nhan nén tim kiém sy tr vin y t& néu didu tri bing
Salmolin syrup tré nén kém hiéu qua.

Chi ting liéu hoic tén suét sir dung thude khi c6 tr vén ciia nhan
vién y té.

Bénh nhén dang sir dung Salmolin syrup co thé ciing can sir
dung cac thude gidn phé quan dang hit 6 tac dung ngén daé giam
cac triéu chimg,

Thudng thi nén kiém soat bénh hen theo chirong trinh bac thang
va nén theo ddi dap tmg ctia bénh nhan trén 1dm sang va bang
cac xét nghém chirc nang phéi

Viée tang sir dung céc chét chu van beta2 tac dung ngan dang
hit & kiém soat triéu chimg cho thiy tinh trang kiém soét hen
xau dl Benh nhén nén tham khao ¥ kién tir van cua nhan wen y
té néu diéu tri bing cac thuoc gidn phe quan tac dung ngin trd
nén kém hiéu qua hoic ho can ting lidu thuéc hit.

Trong tinh hudng nay, bénh nhan nén dugc danh gia lai ké hoach
didu tri va can nhéc ting lidu thube chdng viém (vi dyu: ding
corticosteroid liéu cao hon hoic sir dung corticosteroid dudng
ubng). Cac dot cép ciia hen phai dugc diéu trj theo cach thong
thuong.

Nén canh bo nhing bénh nhén diéu tri bing Salmolin syrup
rang néu dap tmg thudc giam hoac thoi gian tac dung gidm thi
khong dquc ting liéu hoic ting tin suét sir dung ma nén tham
khao ¥ kién nhén vién y té.

C6 thé giip cac tac duﬁg trén tim mach khi sir diiﬁg céc thude
cuwdng giao cam, bao gdm ca salbutamol. C6 mét sb bang ching
tir it liéu sau khi luu hanh va cac y vin vé viéc xay ra thiéu mau
cuc by co tim co lién quan dén salbutamol nhung hiém gap.
Nhirng bénh nhén dang bi bénh tim nang (vi du: bénh tim do
thiéu mau cuc b, loan nhip tim hodc suy tim ning) dang sir
dung salbutamol nén dugc canh bao vé viéc can di khdm y khoa
néu ho bi théy dau nguc hodc cac triéu chimg khéc clia bénh tim
tién trién x4u di. Cén than trong khi danh gi céc tridu chimg
nhu khé thé hodic dau ngye vi cac triéu chimg d6 c6 thé c6 ngudn
gdc hé hap hodc tim mach.

Thén trong khi sir dung: salbutamol & be;nh nhén nhiém doc glap
Nguy co giam kali huyét nang ¢6 thé 1a két qua cua viée diéu tri
béng chét chu vén beta2 chu yéu bing dudmg tiém va khi dung.
Cén than trong dic biét d6i v6i hen ndng cép tinh do tic dung
phu niy c6 thé tang 1én khi diéu trj két hop véi cic din xudt
xanthin, steroid, thudc l¢i tifu va khi thiéu oxy huyét. Nén theo
d6i lugng kali huyét & nhirng trrdng hop nay.

Giéng nhu nhitng chét chi véan thu thé beta adrenergic khac,
salbutamol c6 thé gy ra céc thay déi vé chuyén héa c6 héi phuc,
vi du nhur ting néng d6 dudng trong méu. Bénh nhan dai théo
dudng co thé khong b trir duge nhimg thay déi vé chuyén héa
nay va di c6 bao cao vé nhiém toan keton. Tac dung niy c6 thé
tang lén khi diing kém cac corticosteroid.

Thudc c6 chira natri. Cin than trong khi sir dung & bénh nhan c6
ché d¢ an kiém soat mubi. Salmolin syrup khéng chira duong.
8. Sir dung thude cho phu nir ¢6 thai va cho con bi:

St dung thude cho phu nit cé thai:

Chi nén can nhic sir dung thude trong thai ky khi loi ich diéu tri
cho me vurgt troi nguy co ¢6 thé co trén phéi thai.

Ciing nhw v6i phén lon céc thude, bang chimng vé d6 an toan cia
thudc trong giai doan sém cia thai ky con han ché, nhung trén




céc nghién ctru trén dong vét, da cho thdy céc tic dung bét loi
trén phéi thai & liéu rét cao.

St dung thudc cho phu nit cho con bi:

Do salbutamol c6 thé dugc bai tiét vao sita me, cin than trong
khi sir dung thudc & phu nit cho con bu.

Chua biét liéu salbutamol c6 gy ra tac dung bt 1¢i cho tré so
sinh hay khéng, va vi vy viéc sir dung thudc & nhimg ba me
cho con bt khéng duge khuyén céo trir khi lgi ich didu tri mong
doi cho me vurot trdi bat cir nguy co tiém tang nao d6i véi tré so
sinh.

9. Anh hurémg ciia thudc 1én kha ning 14i xe, vin hanh mdy
mée

Thuoc c6 thé giy ra céc tic dyng khong mong mudn nhu run,
T daudiuva nhip tim \ nhanh, nén can than trong khi 14i xe va van
hanh may méc.

10. Twong tic, twong ky cia thude

Thudng khong nén ké don Salmolin syrup cho bénh nhén dong
thoi vdi nhimg thudc chen beta khong chon loc, nhu
propranolol.

11. Tic dyng khéng mong mubn cia thude:

Cic bién cb bét 1¢i liét ké dudi ddy duge phan loai theo hé co
quan va tin suft. Tin suit dugc xéc dinh nhu sau: rét thuong
gip (>1/10), thudng gip (>1/100 dén <1/10), it gip (>1/1000
dén <1/100), hiém gap (>1/10,000 dén <1/1000) va rét hiém gip
(<1/10,000) bao gom nhimg béo cao riéng 1¢. Nhin chung cac
bién cb rét thuomg gip va thudng gip dugc xéc dinh tir dir ligu
trong céc thir nghiém 1am sang. Céc bién b hiém gip va rat
hiém gip thuong dugc xéc dinh tir cAc dit lidu ty phat.

Rdi loan hé mién dich

Rét hiém gip: : C4c phén (mg qué min bao gdm phi mach, mé
day, co thét phé quan, ha huyét ap va truy mach

Rdi loan chuyén héa va dinh duidng
Hiém gip:  Ha kali huyét

Ha kali huyét nghiémrtrong o thé 13 hiu qua cia viée diéu trj
bing chit chi vén beta.

Roi loan hé thin kinh

Rét thuong gap: Run

Thudng gip: DPau diu

Rat hiém gap: Ting hoat ddng

- Réi loan tim

Thuéng gip: Nhip tim nhanh, danh tréng ngyuc

Hiém gip:  Loan nhip tim bao gdm rung nhi, nhip nhanh
trén that va ngoai tim thu.

Chuwabiét:  Thiéu méu co tim

Réi loan mach

Hiém gip:  Gidn mach mu ngoai bién
R4i loan co xwong va mé lién két
Thuong gip: Chugt nit

Rt hiém gip: Cam giac cing co.
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Théng bdo cho bic sy nhifng tdc dung khong mong mubn gip
phadi khi ditng thuoc

12. Qué liu va cdch xir tri:

Céc ddu hiéu va triéu chimg phd bién nhit ciia qua lidu
salbutamol 14 cAc bién c6 thoang qua qua trung gian duoc Iy chét
chu vin beta, bao gém nhip tim nhanh, run, ting hoat dong va
anh hudng trén chuyén hoa bao gdm ha kali huyét.

Ha kali huyét c6 thé xuét hién sau khi ding qua liéu salbutamol.
Nén kiém tra ndng do kali huyét thanh.

Pi ¢6 bdo cdo vé nhidm toan acid lactic cé lién quan dén viéc
diing lidu cao ciing nhu qué lidu chét dé.ng vin beta tic dung
ngén, do d6 trong céc truong hop qua liu ¢6 thé can chi dinh
theo ddi d¢ ting lactat huxg_jhanh va hiu qué nhiém toan
chuyen hoa (dac biét néu c6 thd nhanh kéo dai hoac ngay cang
xAu di mic du da hét cac du hiéu co thit phé quan khac nhu thy
kho khe).

Nausea, vomiting and hyperglycaemia have been reported,
predominantly in children and when salbutamol overdose has
been taken via the oral route.

Budn nén, nén va ting du't’mg huye( da dugce bao cao, chu yeu
& tré em va khi diing qua liéu salbutamol qua dudng ubng.

13. Diic tinh dwgc Iyc hoc:

Nhém duge 1y: Chét chii van chon loc trén thy thé adrenergic
beta-2

Mai ATC: RO3CC02

Salbutamol 12 mét chét chu van chon loc trén thu thé adrenergic
beta-2. Véi lidu didu tri, thubc ¢ tac dung trén thy thé
adrenergic beta-2 cia co tron phé quan, gy tac dung gidn phé
quan ngin (4-6 gid) trong truomg hop tic nghén dudmg thd co
héi phuc.

14. Dic tinh duge djng hge:

Salbutamol tiém tinh mach c6 thoi gian ban thai tir 4 dén 6 gio
va dugc loai bd mdt phin qua thin va mot phin bing cich
chuyén héa thanh 4-O-sulfat khéng c6 hoat tinh (phenolic
sulfat) va ciing dugc bai tiét chii yéu qua mrdc tiéu. Chi mot
phan nhé thai trir qua phan. Phin 1én liéu salbutamol tiém tinh
mach, dudng ung hoic dang hit dugc thai trir trong vong 72
gidr. Salbutamol lién két véi protein huyét twong dmire 10%. -

Sau khi udng, salbutamol dugc hip thu tir dwomg tiéu hoa va trai
qua qué trinh chuyén héa dau tién dang ké thinh phenolic sulfat.
Ca phan khéng chuyén hoa va dang lién hgp duogc thai trir chi
yéu qua nuéc tiéu. Sinh kha dung ciia salbutamol ding dudng
ubng 12 khoang 50%.

15. Quy cich déng goi: Hop 1 chai 60 ml.

16. Didu ki¢n bdo quén, hian dang, tidu chufn chét lwgng cia
thube:

Piéu ki¢n bdo quan: Bio quin noi khé mét, & nhiét 4o dudi
30°C, tranh 4nh sing va 4m. ,

Han dung: 24 thang ké tir ngdy san xuat.

Tiéu chuén chét lirgng ciia thuc: BP

17. Tén, dja chi co sé sdn xuét thude:

The ACME Laboratories Ltd.
Dia chi: Dhulivita, Dhamrai, Dhaka, Bangladesh




