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MAU NHAN HO

1. MAU NHAN HOP
2. MAU NHAN GOI

P, GOI PANG KY

Ghi chu: sb 16 SX, ngay san xudt,
han diing dap ndi trén géi.

a
10

f
|

~

H{EV
ndoo

INY
9L A Og

-
.
o~

And Jq

—

YOl

B

ATy 5y nep ey

Ly
[ - P
A

|
|
|
|

/12

Rxrusc ean e eon

Terbutalin sulfat 1,5mg + Guaifenesin 66,5mg

ma v c8 PHAN 8PN

. pm . com.va
| Wﬂ Budng e5 2, KCN Tan Tao,
én Tgo A, Q. Binh Tén , Tp. HCM, Vidt Nam.

P.T
S P Mo Gov)srsorios - Fax wairoarTion

Dung djch udng
hép 30 géix 5 mi

HRd sidn sukl dgt 0Bu chufln.
S AMP - WHO

@180 800t 2008
@[S0 1400+ 2004

CONQ THUC: MBI gél Bmi dung dch udng
Te sulfat 1,5mg
(c} 88,5 mg
Té augs ... it L vUada 1 qowml
Cich Ding, meu Chl Imn.nnaw chl B,
Tung Yé Thuks TacDynig Khéag Marg Mun, T hn
wa\| VACAsThing Tin nuxnwmd&uam

mu Ghuln 1TCCE
noam + Nol kh rao, hidt 44 knong qud 30°C, wanh
dnh sdng.

BE XA TAM TAY TRE EM

KHONG DONG THUGC QUA HAN 8 DYNG
wﬁu mlumd«"ﬁ"ﬂu.m

BOC K§ ll.}!‘n nu'ra
mudu NAY cu oima r#som

KHI DUNG
BAC 8l

CONG THUC: M8 931 Bmil dung dich udng

Rxnusonin THEOD BON

Terbutalin sultat ......
Guaifenesin

Dung djch uéng
G6l § mi

P mdes i}

CONG TY €0 Pl aew
e
SRS T o v
P Thn T304,
SPM o7 57507 - Fec D) #7700

Oral solution

R X prescrierion DRUG
Box of 30 Sachets x 5ml

Terbutallne sulfate 1.5mg + Guaifenesin 66.5mg

r BPM m-mﬂu Manufacturer's achieves
(e .0k 8 GMP - WHO
B Lasi, s&nu Tan Tao industrief Park ,
Tén Teo A Ward, Binh Tan bis1, HCM Cify, @150 6001: 2008
IS0 14001 2004

S5 P IR Tek (+84-28) 37507406 - Fax:(+84-28) 38771010

SE168X:
(Baich No.):

Nghy Sx:
{Ml‘g date):

Han SD:
{gr"p.daf.s):

COMPOSITION : Each ucrm of §ml contalns:

Ti iné sulfate 1.5mg
at 68.5 mg
EXCIDIONT wusoenienmicmsnocaniosnse q.s 1 sachat of 5mi

Dosage,

Adverse and Other
Information : Pleass soad the leafiel.

Mlmm:mmn-
Storaga: Store I B 0ty place, 81 lemparature not excaeding 30°C,
presect from light.

READ THE CAREFULLY BEFORE USE
USE THS MEDICINE WITH PRESCRIPTION OF DOCTOR ONLY,

Tp. HCM, ngay 2? théng 4 nam 204%
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RXIZIPAS

DBoc ky hudng din sir dung truée khi ding
Dé xa tAm tay tré em
Théng béo ngay cho bac sy hoiic dugc sy
nhimg tdc dung khong mong mudn gap phai khi st dung thu
Thuéc nay chi ding theo don cia béc sy

Thanh phan, him lirgng ciia thubc

Terbutalin sulfat ( Mot phay nam )
Guaifenesin (Sdu muroi siu phdy nam)
Ta dugce vira du Sml

(Dung dijch Sorbitol 70%, Glycerin, Acid citric monohydrat, Natri hydroxyd, Natri benzoat, Dinatri
edetat, Natri saccharin, Tinh ddu cam)

M ta san pham: Dung dich uéng
Quy cich déng géi: Hop 30 géi x 5 ml dung dich ubng

Thubc diing cho bénh gi:
Diéu trj tri¢u chimg con hen phé quan va dgt kich phét cda viém phé quan man tinh, bénh phéi tic ngh&n man tinh,
phé thiing khi co thit phé quan va tié dich I3 yéu tb ting ning ciia ctia bénh

Nén dimg thude nay nhu thé nio va lidu lugng:

Ngueoi lm: 10-15 mL (2-3 g6i) 2-3 lan/ngay.

Tréem: 0,25 mi/kg 3 ldn/ 24 gio, néu khéng cd ddp ting ddy du khi dung mire liéu nay thi dung liéu gdp dsi voi
dieu kién khéng c6 ghi nhan phan wng ngoaqi y

Khi niio khéng nén ding thudc nay:
Man cam véi bt ky thanh phdn ndo ctia thube,

Tac dyng khéng mong mubn
Mirc d§ tac dung ngoai y tily thuge vao lidu lugng va dwong sit dun g Viée dinh liéu khéi diu thich hop thuong ~
lam gidm céc tac dung ngoai y. Céc téc dung ngoai y dd dwgc ghi nhan, nhur run co, nhire dau, vop bé va ddnh .
tréng nguc, 14 cée diic tinh chung ctia cac amine cudng giao cam. Mot khi da xay ra, phan 16n cic tac dung 3
ngoai y nay thudmg tir bién mét trong vong 1-2 tufin didu tri. C6 thé gap hién tuong ndi mé day hodc ngoai ban.
0 tré em ¢6 thé c6 céc réi logn v& hanh vi va gidc ngu.

THONG BAO CHO BAC STNHONG TAC DUNG KHONG MONG MUON XAY RA KHI SU DUNG THUOC
Nén tranh ding nhimg thudc hoiic thye phdm gi khi dang sir dung thudc nay

Céc thude trc ché thy thé béta, dic bigt véi cdc loai khéng chon loc, ¢6 thé (e ché mét phin hay toan bé tac
dung ciia cac chit chu vén béta.

Ciin 1am gi khi mt 1in quén khéng diing thude
Néu quén ding thude, ding liéu d6 ngay khi nho ra. Tuy nhién, néu gin nhur 1a thai gian cho liu tiép theo thi
b6 qua liéu ban bj mét. Khéng diing gp doi lidu lurgng cuia thube nay.

10) Cén bao quin thubc nay nhu thé nao

Doéng gdi trong bao bi kin, tranh 4m va anh sdng, bdo quan & nhiét d§ khong qua 30°C

11) Nhiing diu hiéu va trigu chiimg khi ding thudc qua liéu

Trigu chitng va déu higu c6 thé gp: nhire diu, lo A, run, vop bé, hdi hop, réi loan nhip tim. Dbi khi xay ra ha
huyét 4p.

Xt Iy diéu tri qua lidu:
Trutmg hop nhe dén trung binh: Giam liu, sau dé ting lidu chim hon, néu chua dat hiéu qua chdng co thit.

Trudng hop ning: Rira da day, than hoat tinh. Kiém tra can bing kiém toan, dutmg huyét va dign gidi. Theo doi
tén sb, nhip tim va huyét 4p. Can didu chinh Kip thoi cdc thay ddi vé chuyén héa. Nén ding thude e ché thy
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RXIZIPAS

thé béta chon loc tim (nhu metoprolol) dé diéu tri nhing tridmg hop loan nhip tim gyt 2h hid Crddng hge.
Cin thin trong khi stir dung c¢éc thude (e ché thu thé béta vi ching c6 kha nang g So-thit phé qune Neu sur

giam sirc can ngoai bién qua trung gian thy thé bita-2 gép phan déng ké ddn dénfur yEQP Ghl Ein Nalhooi
hoan thé tich huyét twong. . :

12) Cin phai lAm gi khi ding thuc qua lidu khuyén cdo
Trong trudng hgp diing qua lidu, nén thong bdo cho bic s§ hodc dugc sy cua ban,

13) Nhing diéu cin thin trong khi dung thubc nay
IZIPAS nén dugc ding thin trong trong truémg hgp tang nhay cam vdi cdc amin cudng giao cam, nhu & céc
bénh nhén cudng gidp chua duge diéu tri ding mirc.

Cn theo ddi thém cdc xét nghiém duéng huyét déi véi nhitng bénh nhan hen ddng thdi méc bénh tidu dudng
khi bét ddu diéu tri véi IZIPAS, do nguy co ting dudng huyét bdi cac chit chi van béta-2.

Cic chit chu vén béta-2 da dugec sir dyng thanh cdng trong diéu trj cp ciru suy tim do thiéu méu cuc bd ndng,.
Tuy nhién, céc thug‘)c loai ndy c6 kha niing gy loan nhip nén cin phai can nhéc trong diéu tri cho mdi bénh
nhén mic bénh phoi.

Do tac dong kich thich co bép co tim cua cdc chét chi van béta-2, khéng nén dung loai thube nay & nhirng
bénh nhin mic bénh co tim phi dai. . )

Ha Kali huyét c6 thé xay ra do chét chi vin béta-2 (Xem Qué liéu) va c6 thé nang thém néu didu tri dong thoi
véi cdc dan xudt clia xanthine, steroids, thuc lgi tiéu hodc do tinh trang thiéu oxy mau. Vi vy cin theo doi
kali méu trong nhitng trudmg hgp nay. .

Trong thanh phén cua thubc c6 chira sorbitol c6 thé gy nhudn trdng nhe .

Néu bénh nhén khéng hap thu dudmg fructose, khong nén sir dung sdn phdm Lzipas

Phy nit dang mang thai va cho con bi
Khéng quan sat thiy ¢6 tac dung gdy qudi thai & ngudi hay sic vat. Tuy nhién, cin thin trong khi ding trong
ba thing dAu cua thai ky.

Nguéi ldi xe va véin hanh may mée:

Thudc khdng anh hudng 1€n kha ning I4i xe va véin hianh may méc.
14) Khi nito ciin tham vén béc s, duge sy

Khi bgnh nhan gip nhitng téc dung phu khéng mong muén da ghi hodc chua ghi & myc 7
15) Han ding ciia thudc: 36 thang ké tir ngdy san xudt.
16) Tén, dia chi ciia co' sé san xudt:

Céng ty C6 phdn SPM

Dia chi: L6 51, Pucong s6 2, KCN Tén Tao, Q.Binh Tdn, TP.HCM, Viét Nam.

S6 dién thoai:  08.37507496
Fax: 08.38771010

17) Ngiy xem xét sira ddi, cip nhét lai ni dung huéng dén sir dung thude
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1) Thanh phin, ham lugng cia thude

Terbutalin sulfat (M4t phiy nam miligam)

Guaifenesin (Sau muoi sdu phiy nam mili

Ta duge vira du

(Dung dich Sorbitol 70%, Glycerin, Acid citric monohydrat, Natri hydroxyd, zoat, Dinatri

edetat, Natri saccharin, Tinh ddu cam)
2) M@ ta sin phim: Dung dich ubng

3) Céc dic tinh duge lyc hoc, duge djng hoc:

3.1 Dic tinh dwye liec hoc
- Terbutalin sulfat 14 chit chu van giao cam kich thich chon loc trén thy thé béta 2, do d6 1am gidn co tron phé
quan, (e ché sy phéng thich cac chit gay co thiit nfi sinh, (tc ché phan (ng phit né do céc chit trung gian hod
hoc ngi sinh, 1am téng sy thanh thai cua hé théng van chuyén chéit nhdy.
- Guaifenesin lam cho chat nhay & dudmg hé hip it dinh hon, 1am dé& khac dam va do dé 1am giam ho.
3.2.  Djc tinh dwge djng hoc:
- Terbutalin sulfat chuyén héa déng ké & giai dogn diu qua thanh rut va gan. B9 kha dung sinh hoc khoang 10
% vi c6 the tang dén 15 % néu dung thudc khi ddi. Nong d¢ t6i da terbutalin sulfat trong huyét twong dat dugc
sau 3 gid. Terbutalin duge chuyén ho4 chu véu bang phan (g lién hop véi acide sulfuric va ddo thai duéi dang
phirc hop sulphate. Khéng c6 dang chuyén héa ¢6 hoat tinh nao dugce tao thanh,

- Guaifenesin hﬁp thu nhanh qua dudng tigu héa. Sau khi ubng tir 15-20 phat, thude cé tac dung kéo dai tir 6-8
git Théi gian bén hiy 12 3,5 - 4 gidr. Lién két véi protein huyét tuong 20-30%. Thai trir qua thdn dudi dang céc
chiit chuyén héa sulfoxyd (70-80%) sau 48 gion.

4)  Quy cich déng géi: Hop x 30 gbi x 5 ml dung djch udng

5)  Chi dinh, liéu ding, cich dung, chéng chi djnh:

5.1 Chidinh
Diéu tri triéu ching con hen phé quén va dot kich phat cia viém phé quan man tinh, bénh phdi tic ngh&n man
tinh, phé thiing khi co thit phé quan va tiét dich 1a yéu t8 ting niing cita cia bénh

5.2 Liéu ding, cich ding

Ngueoi lon: 10-15 mL (2-3 géi) 2-3 I?m/'ngay. . . o ey
Tréem: 0,25 mi/kg 3 lan/ 24 gis, néu khdng c6 dap ing ddy di khi dung muec liéu ndy thi dung liéu gap doi -
Vi diéu ki¢n khong c6 ghi nhgn phan ting ngoai y ‘ %

3.3 Chéng chidinh
Man cam véi bt ky thanh phdn nao cia thuée.

6) Ciic trudng hop thin trong khi ding thuéc
IZIPAS nén dugc ding than trong trong truémg hop ting nhay cam véi cdc amin cudng giao cam, nhu & cdc
bénh nhén cudng gidp chua duge didu trj ding muec.
Cén theo d3i thém céc xét nghiém duodng huyét déi v6i nhitng bénh nhén hen dong théi méc bénh tiéu duong
khi bat dau diéu tri véi IZIPAS, do nguy co tang dudng huyét bai céc chét chi vén béta-2.
Cac chit chu vén béta-2 da dugc sir dung thanh cong trong diéu tri cip ctru suy tim do tf‘liéu mau cuc bd ning.
Tuy nhién, c4c thu_(‘()c logi nay c6 kha niing gdy loan nhip nén can phai cin nhéc trong diéu tri cho méi bénh
nhin méc bénh phbi.
Do tac dong kich thich co b6p co tim ciia cac chét cha vén béta-2, khong nén ding loai thuc nay & nhitng
bénh nhin mic bénh co tim phi dai. . .
Ha kali huyét c6 thé xay ra do chét chi vén béta-2 (Xem Qua lidu) va c6 thé nang thém néu diéu trj ddng thoi
Vi céc din xudt cia xanthine, steroids, thudc lgi tiéu hodc do tinh trang thiéu oxy méu. Vi viy cin theo dai
kali mdu trong nhitng truong hgp nay. .
Trong thanh phén cua thudc ¢6 chira sorbitol 6 the gdy nhudn trang nhe )
Néu bénh nhan khéng hép thu dudng fructose, khdng nén sir dung san phim Izipas
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Phuy nix dang mang thai va cho con bii

https:// vnras.com/drug/ HUGNG DAN SU' DYNG THUOC DANH CHO CAN BO Y TE
X

Khéng quan sat thiy c6 tc dung gdy qudi thai & ngudi hay sic vat. Tuy nhién, cin ¢
ba thang du cua thai ky.

Ngudi lai xe va vin hanh may méc:
Thuéc khéng anh hudng 1én kha nang 14i xe va van hinh may méc

7) Tuwong tic ciia thude véi cac thude khdc va cde loai twong tic khace

Céc thude i ché thy thé béta, d3c biét véi cdc logi khdng chon loc, ¢6 thé (e ché mt phin hay toan bé tac
dung ctia cdc chit chi vin béta.

8) Tac dung khong mong muén

Mirc d§ tic dung ngoai y thy thudc vao lidu lwong va dudng sir dung. Viéc dinh lidu khoi dAu thich hop thudng
lam giam cdc tdc dung ngoai y. Céc tic dyng ngoai ¥ d3 dugc ghi nhdn, nhu run co, nhirc d4u, vop bé va danh
tréng nguc, 1a cée dic tinh chung cua cdc amine cudng giao cam. Mot khi da xay ra, phan 16 céc tic dung
ngodi y ndy thudng ty bien mét trong vong 1-2 tudn diéu tri. C6 thé gap hién twgng ndi mé day holic ngoai ban,
O tré em c6 thé ¢6 céc rdi loan vé hanh vi va gide ngu.

THONG BAO CHO BAC STNHUNG TAC DUNG KHONG MONG MUON XAY RA KHI SU DUNG THUOC

9) Cic ddu hiéu cAn luu ¥ va khuyén cio:

Can thin trong khi sir dung cac thude tre ché thy thé béta vi ching c6 kha niing gdy co that phé quan. Néu sy giam
stre ¢in ngogi bién qua trung gian thy thé béta-2 gép phin ding ké din dén tut huyét dp. thi ¢én phai bdi hoan thé
tich huyét trong.

10) Qua li2u va cach xir tri

Triéu chimng va dau higu cd thé gép: nhirc dAu, lo du, run, vop bé, hdi hop, réi loan nhip tim. Déi khi xdy ra ha
huyet ap.

Két qua xét nghiém: dbi khi 6 tinh trang ting dudng huyét va nhiém acid lactic mau. Céc chét chi vén béta-2
c6 thé gay ha kali huyét do sy téi phan bd kali, nhung thuéng khong cin phai didu tri.

X tri:

a) Trudng hgp nhe dén trung binh:

Giam liéu. Sau d6 tAng liéu chdm hon néu chua dat hi¢u qua chéng co thit.

b) Trudng hgp ning:

Rira da day, than hogt tinh. Kiém tra cin bing kiém toan, dudng huyét va dién giai. Theo ddi tan sb, nhip tim
vi huyét 4p. Cin didu chinh kip thoi cac thay @i vé chuyén héa. Nén diing thude ire ché thy thé béta chon loc
tim (nhu metoprolol) dé diéu trj nhitng trudng hgp loan nhip tim gay réi loan huyét dong hoc.

Cin than trong khi st dung céc thude (e ché thu thé béta vi chiing ¢6 kha nang gdy co thit phé quan. Néu sy
gidm strc can ngoai bién qua trung gian thy thé béta-2 gép phén dang ké din dén tyt huyét 4p, thi cAn phai bdi
hoan thé tich huyét twong. N

11) Didu kién bao quén: Déng gbi trong bao bi kin, trinh 4m va 4nh sang, bio quén ¢ nhiét d6 khdng qua 30°C
12) Han ding ciia thudc: 36 thang k& tir ngdy sdn xuét
13) Tén, dja chi ciia co' s& sin xuit

Céng ty Cé phin SPM

Dia chi: L6 51, Puong s6 2, KCN Tén Tao, Q. Binh Tdn, TP.HCM, Viét Nam.

S6 dién thoai:  08.37507496
Fax: 08.38771010

14) Ngay xem xét sira ddi, cip nhit lai ndi dung hwémg dén sir dung thude
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