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MAU NHAN HOP, GOI DANG KY 
1. MAU NHAN HOP 
2. MAU NHAN GOI 
Ghi chu: s6 16 SX, ngay san xuat, 
han ding dap ndi trén gdi. 
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Rx tude eA THEO BON 

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

A cona vy of cbp PHAN SPM 
sme 
5) ‘2, KCN 

SPM mee en sentie ‘Tp. HCM, Vidr Nam. 
Tan T20, 

(028)37607468 - Fax: (028)38771010 

Dung dich uéng 
hép 30 g6i x 5 mi 

ina sin st 691 O8u chun 
‘GMP -WHO 
#180 900% 2008 
iSO 1400%: 2004 

CONG THUC: M&i g4I Gmi dung dich uéng 
Te ‘sulfat 

Té dug ..... oe 

Cech Ding. Lily Ding, Chi Bian, cnéng Chi Bh, 
Tung Tae Thu, Teedung Khéag Mong Mugin, Th gr 
Rog VaGéoTh ong Tle Khor Xen td huting din at? dung 

needa Toca 
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of xa TAM TAY TRE EM 
KHONG THUGC QUA WedD 

névohy THEM TH ‘ONG TN sis 

ig musa Mister 
PTube NAY CH Pouwa THEO BON BAC aI. 

CONG THUC: M&i oof Sm dung dich wong 

Tertataiin euttat ... Smg 
Guaitenesin .. .5 mR 
TA duge.. ‘vita di 1 géi Smt 

Céch Ding, Lidu Dimg, Cal Binh, Chéng 
chi pelos roong the eine ast leted 
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Rxrnuse stn Heo 00N 

Terbutalin suitat 
Guaifenesin 

Dung djch uéng 
G65 mi 

Wd ba 
cons rr cd prin era ie 
Petia cfu TM Yn. SPM oiicntsroren: an 

RX prescription prua Oral solution 
Box of 30 Sachets x 5mi 

Terbutaline sulfate 1.5mg + Guaifenesin 66.5mg 

S..M CORPORATION 
wwe.spm.com.' 
Lots, Street 2, Tan ao apeegin lien 
‘Tan Teo A Ward, ‘Tan Ofgt. Hi r, Vistnam. 

sP -~ ‘Tek (+84-28) 37507486 » Fax: puree! 38771010 

Manufacturer's achieves 
@GMP -WHO 

#180 9001: 2008 

@1S0 14001; 2004 

S610 SX: 
(Baich No.): 

Ngay Sx: 
(amg da te): 

Han SD: 
(exp date): 
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eee: €ach sachet of Sm! contains: 
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68.5 mg 
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Information : Please road tha leaflet. 

Apectication ¢ in-house 
Rego 
Storage: Store in a dry place, af temperature nat exoveding 20°C, 
Protect from light. 

KEEP OUT OF REACH OF 
WOT USE EXPIRED MEDICINE. 

1 WEEDING MORE INFORMATION, 
ff CONSULT DOCTOR 

LEAFLET CAREFULLY BEFORE USE READ THE . 
USE THIS MEDICINE WITH PRESCRIPTION OF DOCTOR ONLY. 
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RXTZIPAS 

Doc ky hudng dan sir dung truéc khi dung 
Dé xa tim tay tré em 

Théng bdo ngay cho bac s¥ hoac duge s¥ 
nhiing tac dung khong mong muén gap phai khi str dung thu 

Thuéc nay chi ding theo don cua bac sy 

Thanh phan, ham long cia thudéc 
Terbutalin sulfat ( Mét phay nam ) 
Guaifenesin (Sau muoi s4u phay nam) 
Ta duge vira du 

5 ml 
(Dung dich Sorbitol 70%, Glycerin, Acid citric monohydrat, Natri hydroxyd, Natri benzoat, Dinatri edetat, Natri saccharin, Tinh dau cam) 

Mé ta san pham: Dung dich uéng 

Quy ciich déng géi: Hép 30 gdi x 5 ml dung dich uéng 

Thuéc ding cho bénh gi: 
Diéu tri trigu ching con hen phé quan va dot kich phat cua viém phé quan man tinh, bénh phdi tic nghén man tinh, phé thing khi co that phé quan va tiét dich la yéu t6 ting nang ctia cla bénh 

Nén diing thudéc nay nhw thé nao va ligu lrgng: 
Ngiéi ldn: 10-15 mL (2-3 g6i) 2-3 lan/ngay. 
Tréem: 0,25 ml/kg 3 lan/ 24 gid, néu khéng cé dap ting déy dic khi dung mite liéu nay thi dung liéu gdp a6i voi diéu kién khéng c6 ghi nhén phan tng ngoqi y 

Khi nao khéng nén ding thuéc nay: 

Man cam véi bat ky thanh phan nao cia thuée. 
Tac dung khéng mong muén 

Mite dé tac dung ngoai y tiy thudc vao ligu lugng va dung sir dung. Vigc dinh ligu khéi dau thich hop thong a lam gidm cdc tac dung ngoai y. Cac tac dung ngoai y da duge ghi nhan, nhu run co, nhitc dau, vop bé va danh tréng ngue, la cdc dac tinh chung ctia cdc amine cudng giao cam. Mét khi da xay ra, phan Ién cdc téc dung ngoai y nay thudng ty bién mat trong vong 1-2 tuan diéu tri. C6 thé gap hién tugng ndi mé day hodc ngoai ban. G tré em cé thé o6 cdc réi loan vé hanh vi va gidc ngu. 

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON XAY RA KHI SU’ DUNG THUOC 
Nén tranh ding nhing thuéc hoic thuc pham gi khi dang str dung thuéc nay 

Cac thudc tre ché thy thé béta, dic biét vdi cdc loai khéng chon loc, c6 thé tre ché mét phn hay toan bé tac dung cia cdc chat chi van béta. 

CAn lam gi khi m6t lan quén khong ding thuéc 
Néu quén ding thude, ding liéu dé ngay khi nhé ra. Tuy nhién, néu gan nhu 1a thdi gian cho lidu tiép theo thi 
bé qua liéu ban bi mat. Khong ding gdp déi lidu lugng cua thudc nay. 

10) Can bao quan thudc nay nhu thé nao 

Dong gdi trong bao bi kin, tranh 4m va anh sang, bao quan 6 nhiét d6 khéng qua 30°C 

11) Nhémng dau higu va trigu ching khi ding thuéc qua ligu 
Triéu ching va déu hiéu cé thé gap: nhite dau, lo Au, run, vop bé, hdi h6p, rdi loan nhip tim. D6i khi xay ra ha huyét dp. 

Xie by diéu tri qua liéu: 

Trudng hgp nhe dén trung binh: Giam lidu, sau dé tang ligu chim hon, néu chua dat higu qua chong co that. 
Truéng hop nang: Rua da day, than hoat tinh. Kiém tra can bang kiém toan, duéng huyét va dién giai. Theo déi 2 £ se A & Xd 22 . sp og gas 2d 3 = . A ‘A tan so, nhip tim va huyét 4p. Can diéu chinh kip thoi cae thay déi vé chuyén héa, Nén ding thudc te ché thy 
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RX TZIPAS 
thé béta chon loc tim (nhu metoprolol) dé diéu tri nhiing tring hgp loan nhip tim ga anh dae hoc 
Can than trong khi su dung cdc thuée tre ché thu thé béta vi ching co kha nang gh At phé quant N&u sur giam strc can ngoai bién qua trung gian thy thé béta-2 g6p phan dang ké dan dénfup Gal Sin Wadi 
hoan thé tich huyét tuong. ; 

12) Can phai lam gi khi ding thudc qué lidu khuyén céo 
Trong trudng hgp ding qua liéu, nén théng bao cho bac s¥ hoac duge s¥ cua ban. 

13) Nhimg diéu can thn trong khi ding thud nay 
IZIPAS nén duge ding than trong trong trugng hgp tang nhay cam véi cdc amin cudng giao cam, nhu 6 cdc 
bénh nhan cudng gidp chua duge diéu tri dung mirc. 
Can theo déi thém cdc xét nghiém dudng huyét d6i véi nhiing bénh nhan hen déng théi mac bénh tidu dudng khi bat dau didu tr] véi IZIPAS, do nguy co ting dudng huyét béi cdc chat chi van béta-2. 
Cc chat chu van béta-2 48 dugc sit dung thanh céng trong diéu trj cdp ctu suy tim do thiéu mau cuc bd nang. 
Tuy nhién, cdc thudc loai nay cd kha nang gay loan nhip nén can phai can nhac trong didu tri cho méi bénh 
nhan mic bénh phdi. 
Do tac dong kich thich co bép co tim cia cdc chat chi van béta-2, khdng nén ding loai thudc nay 6 nhing 
bénh nhan mac bénh co tim phi dai. 
Ha kali huyét cé thé xay ra do chat cha van béta-2 (Xem Qué liéu) va cé thé nang thém néu diéu tri déng thoi 
v6i cc dan xuat cla xanthine, steroids, thudc loi tiéu hoac do tinh trang thiéu oxy mau. Vi vay can theo déi 
kali mau trong nhitng trudng hgp nay. 
Trong thanh phan cua thudéc cé chita sorbitol c6 thé gay nhuan trang nhe 
Néu bénh nhan khéng hp thu dung fructose, khong nén sit dung san phdm Izipas 
Phu nit dang mang thai va cho con bi 

Khéng quan sat thdy cé tac dung gay quai thai 6 ngudi hay stic vat. Tuy nhién, cAn than trong khi ding trong 
ba thang dau cua thai ky. 

Nguoi lai xe va van hanh may moc: 

Thudc khéng anh hudng lén kha nang lai xe va van hanh may méc. 

14) Khinao can tham van bac sy, duge sj 

Khi bénh nhan gap nhiing tac dung phy khéng mong muén da ghi hoac chua ghi 6 myc 7 

15) Han ding cia thude: 36 thang ké tir ngay san xuat. 

16) Tén, dia chi cia co sé san xuat: 

Céng ty Cé phan SPM 
Dia chi: L6 51, Dudng sé 2, KCN Tan Tao, O.Binh Tan, TP.HCM, Viét Nam. 
Sé dién thoai: 08. 37507496 
Fax: 08.38771010 

17) Ngay xem xét sita déi, cap nhat lai ndi dung huéng dan sir dung thuéc 
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IZIPAS 

1) Thanh phan, ham lugng cia thuéc 
Terbutalin sulfat (M6t phay nam miligam) 
Guaifenesin (S4u muoi sau phay nam miligsm 
Ta duge vua du 
(Dung dich Sorbitol 70%, Glycerin, Acid citric monohydrat, Natri hydroxyd, edetat, Natri saccharin, Tinh dau cam) 

2) M6 ta san pham: Dung dich uéng 

zoat, Dinatri 

3) Cac dae tinh duge lye hoc, duge dong hoc: 

31. Dic tinh duge lic hoc 

- Terbutalin sulfat la chat chu van giao cam kich thich chon Igc trén thy thé béta 2, do dé lam gifin co tron phé quan, tre ché sy phéng thich cdc chat gay co that ngi sinh, tre ché phan tng phi né do cdc chat trung gian hoa hoc ndi sinh, lam tang su thanh thai cua hé thong van chuyén chat nhay, ~ Guaifenesin lam cho chat nhdy & dug hé hp it dinh hon, lam dé khac dam va do dé lam gidm ho. 
3.2. Déic tinh duge déng hoc: 

- Terbutalin sulfat chuyén héa dang ké 6 giai doan dau qua thanh rudt va gan. D6 kha dyng sinh hgc khoang 10 % va c6 thé tang dén 15 % néu diing thudc khi d6i. Nong 46 tdi da terbutalin sulfat trong huyét tuong dat duoc sau 3 gid. Terbutalin duge chuyén hoa cha yéu bing phan tng lién hgp véi acide sulfuric va dao thai dudi dang phirc hgp sulphate. Khéng c6 dang chuy€n héa cé hoat tinh nao dugc tao thanh, 
- Guaifenesin h4p thu nhanh qua duong tiéu héa. Sau khi udng tir 15-20 phut, thudc c6 tac dung kéo dai tir 6-8 gid Thdi gian ban hay 1a 3,5 - 4 gid. Lién két véi protein huyét trong 20-30%, Thai tri qua than dudi dang cdc chat chuyén héa sulfoxyd (70-80%) sau 48 gid. 

4) Quy cach déng g6i: H6p x 30 géi x 5 ml dung dich udng 

5) Chi djnh, ligu ding, cach ding, chong chi dinh; 

5.1 Chidinh 
Diéu tri trigu ching con hen phé quan va dot kich phat cla viém phé quan man tinh, bénh phdi tic nghén man 
tinh, phé thing khi co that phé quan va tiét dich 1a yéu té ting nang cua cla bénh 

$2 Liéu ding, céch ding 
Nguéi lén: 10-15 mL (2-3 gdi) 2-3 lan/ngay. “, Tréem: 0,25 mi/kg 3 lan/ 24 gid, néu khong cé dap ung day aia khi dung mite liéu nay thi dung liéu gdp déi voi diéu kién khéng c6 ghi nhén phan ting ngoai y 

53 Chang chi dinh 
Man cam véi bat ky thanh phan nao ctia thuéc. 

6) Cac trudng hop than trong khi ding thuéc 
IZIPAS nén dugc ding than trong trong trudng hgp tang nhay cam véi cdc amin cudng giao cam, nhu @ cac bénh nhan cudng gidp chua duge diéu tri ding mirc. 
Can theo déi thém cdc xét nghiém dudng huyét 46i véi nhitng bénh nhn hen ddng thdi mac bénh tiéu dudng khi bat dau didu tri véi IZIPAS, do nguy co ting dudng huyét bai cdc chat chil van béta-2. 
Cac chdt chi van béta-2 da durge sir dung thanh c6ng trong diéu tri cap ciru suy tim do thiéu mau cuc b6 nang. Tuy nhién, cdc thudc loai nay cé kha nang gay loan nhip nén can phai can nhac trong diéu tri cho mdi bénh nhan m&c bénh phdi. 

Do tac déng kich thich co bép co tim ciia cdc chét chu van béta-2, khéng nén ding loai thuéc nay 6 nhitng bénh nhaén mac bénh co tim phi dai. . ; Ha kali huyét c6 thé xay ra do chat chai van béta-2 (Xem Qué liu) va c6 thé nang thém néu diéu tri déng thoi v6i cdc dan xuat cla xanthine, steroids, thuéc lai tiéu hoac do tinh trang thiéu oxy mau. Vi vay can theo déi kali mau trong nhitng truéng hgp nay. ; 
Trong thanh phan cua thudéc 6 chira sorbitol cé thé gay nhuan trang nhe . 
Néu bénh nhan khéng hap thu durong fructose, khon g nén sit dung san phdm Izipas 
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-_ *IZIPAS 

Phu nit dang mang thai va cho con bi 

Khéng quan sat thay cé tac dung gay quai thai 6 ngudi hay suc vat. Tuy nhién, can t 
ba thang dau cia thai ky. 

Ngwdi lai xe va vin hanh may méc: 
Thudc khéng anh hung lén kha nang lai xe va van hanh may méc 

7) Twong tac cia thudc véi cic thudc khdc va céc logi tong tac khac 

Cac thuée tre ché thy thé béta, dic biét véi cdc loai khéng chon Igc, cé thé tre ché mat phan hay toan bé tac 
dung cua c4c chat chi van béta. 

8) Tac dung khong mong muén 

Mire dé tac dung ngoai y thy thude vao liéu lugng va dudng sir dung. Viéc dinh liéu khéi dau thich hop thudng 
lam gidm cdc tac dung ngoai y. Cac tac dung ngoai y da duge ghi nhan, nhu run co, nhitc dau, vop bé va danh 
tréng nguc, la cdc dac tinh chung cila cdc amine cudng giao cam. Mét khi da xdy ra, phan Ion cdc tac dung 
ngoai y nay throng tu bién mat trong vong 1-2 tuan diéu trj. Cé thé gap hién tugng ndi mé day hoiic ngoai ban. 
O tré em c6 thé c6 cdc réi loan vé hanh vi va gide ngu. 
THONG BAO CHO BAC Si NHUNG TAC DUNG KHONG MONG MUON XAY RA KHI SU’ DUNG THUOC 

9) Cac dau higu can luu y va khuyén cao: 

Can than trong khi sit dung cdc thude tre ché thy thé béta vi chting c6 kha ning gay co that phé quan. Néu sy gidm 
sire cn ngoai bién qua trung gian thu thé béta-2 gdp phiin ding ké déin dén tut huyét Ap. thi can phai bdi hoan thé 
tich huyét tuong. 

10) Qua ligu va cach xt tri 

Triéu chieng va dau higu cé thé gdp: nhite dau, lo Au, run, vop bé, hdi hép, réi loan nhip tim. Déi khi xay ra ha 
huyét ap. 
Két qua xét nghiém: ddi khi cé tinh trang ting dudng huyét va nhiém acid lactic mau, Cac chat cha van béta-2 
c6 thé gay ha kali huyét do sy tai phan bd kali, nhung thuéng khéng can phai didu tri. 
Xt tri: 

a) Truéng hgp nhe dén trung binh: 
Giam lidu. Sau dé ting liéu cham hon néu chua dat higu qua chéng co that. 
b) Truong hgp nang: 
Rita da day, than hoat tinh. Kiém tra c4n bang kiém toan, dudng huyét va dién giai. Theo déi tan sé, nhip tim 
va huyét 4p. Can diéu chinh kip thi cdc thay déi vd chuyén héa. Nén ding thudc tre ché thu thé béta chon loc 
tim (nhu metoprolol) 4é diéu tri nhitng trudng hgp loan nhip tim gay réi loan huyét déng hoc. 
CAn than trong khi sir dung cdc thudc tre ché thu thé béta vi ching cé kha nang gay co thit phé quan. Néu sir 
gidm strc can ngoai bién qua trung gian thy thé béta-2 gdp phan dang ké dan dén tut huyét dp, thi cdn phai bdi 
hoan thé tich huyét tuong. y 

11) Didu kign bao quan: Déng g6i trong bao bi kin, tranh 4m va anh sang, bao quan 6 nhiét 46 khéng qua 30°C 

12) Han ding cia thuéc: 36 thang ké tir ngay san xuat 

13) Tén, dia chi cia co so san xuat 

Céng ty Cé phan SPM 

Dia chi: L6 5/, Dudng sé 2, KCN Tan Tao, Q.Binh Tan, TP.HCM, Viét Nam. 
S6 dién thoai: 08.37507496 

Fax: 08.38771010 

14) Ngay xem xét sira doi, cp nhat lai ndi dung huéng dan sir dung thudc 
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