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dYNOHXI4

MAU HOP 11060 ml

3, motextoor SIRO

FIXHOKAP

Terbutalin sulfat
Guaifenesin

Sttt _
CONG IV €6 PHAN DU PHM TRUNG YOG 2
127, KCH Qacg Minh, M L, Hi W

Hop 1 lo 60 ml

FIXHOKAP

Thinh phin:

Mal 5ml siro chifa:

Terbutalin sulfat...... . 1,5mg
Guaifenesin, ...66,5 mg
Ta duigge vira @i imisssne T

Chl gnh:

Di&u trj duy td bénh hen phé
quén, viém phé quian man tinh,
khi phé thing va cic bénh duding
hé hip khéc ¢é tinh trang ting
tiét nhéy va co thit phé quan,

DE XA TAMTAY TRE EM
POCKY HUGNG DAN SU DUNG
TRUGC KHI DUNG

R woteatoon SIRO
Terbutalin sulfat
Gualfenesin
Sttt
CONG Y (6 PHEN DUGC PHEMTRUNG UG
1827, KCH Quang Mink, Mé Link, Hi i

Hop 11060 ml

FIXHOKAP

Céch diing, ching chl 8nh vd cdething
tin khdc:

Xem trong t¥ hudng din st dung
thudc kém theo.

Blo qudn:
Noi khd, nhigt d6 dudi 30°C, trdnh
dnh sdng.

Tidu chudn dhdt lugng cla thuBe: TCCS.

NSX:
SOl Sk
HD:
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NHAN DAN TREN L0 75 ml

( ke
Thanh phdn: M3 Sml siro chifa:
R THAKAE 00N SIRO Terbutalin sulfat.. ... 1,5 mg

FIXHOKAP e e J I——
T4 dugre vira di Smi e
Chi djnh, chch diing, chéng chl dinh vd cic thing tin 1= PR

Terbutalin sutfat khic: Xem trong t& hudng din sif dung thudc bl
Guaifenesin kém theo. ;
Bdo quin; Nai khé, nhiét dd dudi 30°C, trd

anh séng.
{ Tiéu chun chatIugng clia thudc; TCCS.
DEXATAMTAY TRE EM
BOC K¥ HUONG DAN ST DUNG TRUGC KHI DUNG.

Sdn oudl tai;
@ CONGTY 5 PHAN DUGC PHAM TRUNG UONG 2
Lo75mi

NSX:
S&165%:
HD:

L 27, KCH Quang Minh, M& Linh, H3 N
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dVM0HXH

MAU HOP 110 75 ml
(TY LE 90%)

R THUGC K€ DON

FIXHOKAP

Terbutalin sulfat
Gualfenesin

Sdnomdt tak
CONGTY € PHAN DUGKC PHAM TRUNG TG 2
1037, KCN Quang Mind, M2 Linh, Ha B

Hop1 lo 75 ml

SIRO

FIXHOKAP

Thanh phén:
Mai Sml siro chifa:
Terbutalin sulfat...mmmm. w155 MG
Guaifenesin....... f

Té dugc vira di

Chidjnk:
Biéu trj duy ti bénh hen phé quan,
viém phé qudn man tinh, khi phé
thiing va cic bénh duding hd hip
khéc c6 tinh trang ting tiét nhdy va
co thdt phé quan.

DE XA TAM TAY TRE EM
B0C KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

[, muscxeoon SIRO

FIXHOKAP

Terbutalln sulfat
Gualfenesin

St i
CONGTY (O PHAN DUGC PHAM TRUNG UONG 2
1827, KCH Qusang Minh, W& Linh, H3 Ngd

Hop 11075 ml

Tt

Iigla £ )
61/

FIXHOKAP

Cdch ding, chéng chi djnh va cdcthing
tinkhée

Xem trong t& hudng dan st dung
thutic kém theo.

Bdoquin:
Not khé, nhiét dd dudi 30°C, trénh
dnh sdng.

Tiéu chudn chdt lugng clia thufe TCCS,

NSX:
SA1B5X:
HD:
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MAU TO HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

1. TENTHUBG:
Rx

FIXHOKAP

2. GAG DAU HIEU LUU Y VA KHUYEN GAO KHI DUNG THUGC:
DE XATAMTAY CUA TRE EM

BOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG

THUGC NAY CHI DUNG THEO BON THUGC

3. THANH PHAN CONG THUC THUGG:

Wbi 5mi siro chira:

Thanh phdn hoat chét

TarbualN SUIAL .. ..o v versr e s e s snens sasee st csmmsneons 139 (VG
Guaifengsin....ooo....

Tddugc:

(sorbiiol, glycerin, acid citric manohydrat, natri benzoat, nalri saccharin, hureng
dau [dng, Ponceau 4R, nudetinh KRIBY......cocveecrens BN 1V 1+ 1 K111

4. DANG BAO CHE: Siro udng mau dé, thom mui dau, pH tir 4,0 dén 4,8, duge
chira trong lo thiy tinh mau nau,

5.GHI DINH:

Biéu triduy trl b&nh hen phé quan, viém phé quan man tinh, khi phé thiing vé cac
bénh dudng hé hap khde cé tinh trang lang iet nhay va co that phé quan,

6. CACH DUNG VA LIEU DUNG:

Siro Fixhokap durgc diing theo dudng udng

Nguwéién: 10-15 mi (lwong duong 3 - 4,5 mg terbutalin sulfat) x 3 3n/ngay

Tré em: 0,25 ml (luong duong 0,075 mg terbutalin suifat) x 3 laningay, cé hé

ding thao bang sau:

Cén ndng (kg) Liéu lvgng Can nang (kg) Liéu lwgng
4 1 mix 3 laningay 18 4,5 ml x 3 lningay
(] 1,5 ml x 2 1Aningay 20 5 mlx 3 Aningay
a 2 mlx 3 laningay 24 6 mlx 3 lAningay
10 2,6 ml x 3 [&ningay 28 7 mlx 3 laningay
12 3 ml % 3 Anfody 32 8 mi x 3 l3aningay
14 3,5 ml x 3 lAningay 36 9 mix 3 lAningay
16 4 ml % 3 lAnmgay 40 10 ml x 3 lanfngay

Né&u khéng co dap tmg vai thube theo lidu khuyén céo, cb thé tang lidu t6i gdp

dai, v dieu kign khong ghinhan phan tng batloirdrang

7. GHONG CHIBINH:

Chdng chi dinh néu quéa mAn véi bAt ky duec chétha;,r t4 duoe ndociathude.

8. CANH BAO VA THAN TRONG KHIDUNG THUOC:

- Tuong ty cac Thude kich thich B, khéc, ¢An ddc biét than igng rén bénh nhan o I

nhidm djc tuyén gidp va bénh nhan c6 bénh im mach nghiém trong nhu bénh=—

timdo thidu mau cye bo, nhiptim nhanh, suy tim néng syl

- Theo ddi chi sé duding huyét duge khuyén cdo trén bénh nhan dai thao dudng -~

sl dung Fixhekapdo nguy co l3ng duding huyét do tac dung kich thich B/ -7 ¢ oy

- Thuég kich thich f, c6 thé gay ra ha kall mau nghigm trong, can dackiét|han _ -

trong véi bienh nhéan bj hen nang vi tng nguy co da thiéu oxy. Nguy ¢eind kallt 0

méu c6 thé gia 1ang khi siv dung déng théi véi mot s thude khac, trohy naﬁngn e

truong hgp nay can phaitheo doi vakiém sodtchisd kali méu. P

- Déi véi van dong vién, Fixhakap ¢6 thé gay ra phdn (g duang tin ‘.‘\'f_@'i\xl‘éi\im-

nghig¢m doping. A2
i

- Fixhokap chiva sorbitol, b&nh nhan khdng dung nap fructoseditruyén, ha
kién bacsitrudc khiding Fixhokap.

-Sorbilol c6 thé gay tacdung nhuan trang nhe.

9, SUDUNG THUGC CHO PHU NU CO THAI VA CHO CON BU:

- Khéng IhAy co tac dyng gay qual thai lrén bénh nhan hay dong val Tuy nhién,
vannénthantrong trong 3 thang dauthai ky,

-0 tré sinh non, co'n ha duréing huyét thodna qua d3 ducge ghinhan khi nguti me
dugedibutribing thube kich thich ..

-Terbutalin co thé [iétqua sira me, nhung dnh hudng cia lidu didu tri 1 rdt thap.
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MAU TS HUGNG DAN SU DUNG THUOC 'H'

(MAT SAU)
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10. ANH HUBNG CUA THUGGC LEN KHA NANG LAI XE, VAN HANH MAY
MOC: Anh hudng cia thudc 161 khd nang 1] xe va van hanh may moc 18 khang
cO hodckhdng dang ké. ,

11. TUONG TAG, TUONG KY CUATHUOC! ;

- Thubc chen B, (ké c& thude nhd mat), ddc bigt1a thude khéng tac dung chen lgc,
b {hé (o ché hoan toan hodc mot phan tac dung clia thude kich thich B,

“Thube kleh thich B, c6 18 gay ha kali mau, nguy co c6 hé ting néu ding déng
theyi véi xanthin, steroid va loi iéu.

Twrong ky:

Do khong c6 cac nghign ciu vé tinh tuong ky cua thube, khang tron 1&n thubc
nay voi cac tnudc khéc. .

12. TAC DUNG KHONG MONG MUGN CUATHUOC (ADR)

Mire dd tac dung khong mong mubn phi thugc vao dudng ding va lidu rgng,
Tac dyng khéng mang mudn co thé duge han ché hodc phéng ngira bang cach
ang dan lidu didu trj khi bt dAu st dung thube. TAt ¢ tac dung khong mong
mudn 43 ghi nhan déu 13 tic dungédac trirng cua cac thube chl van giao cam,
thurdng sé L hél sau khi batddu diéu I 1-2 tudn,

Thudnggdp (1/10> ADR=21/100):

Tim mach: nhip im nhanh, danh tréng nguc

Coxuong khépva mélian két chubtrit

Thén kinh dau du, run

Hidm gdp (1/1000>ADR 21710 000):

Tim mach: loan nhip tim, rung nhi, nhip nhanhthat, ngoailam thu

Tigu héa: budn non -

Tam Ihan: thay ddigidc ngd va hanh vi, nhu d& kich dong, tang dong, bonchdn
Héhap: cothal phé quan

Dava mé dudida: ndimay day, phal ban.

13. QUALIEU VA CACH XUTRI: )
Trigu chirng: Tuong ty cAc tac dyng khong mong mudn nhu; dau déu, lo ling,
run, budn non, chuft rit, danh 1réng ngwre, nhip tim nhanh, loan nhip tim, doi kNi
¢4 thé xay ra hg huyélap. Vécan 13m sang: lang dudng huyét, nhi&m toan lactic
6 thé xay ra & vai lruong hop, thude kich thich B, co thé gay ha kali mau do1al
phan bAkali trong co thé.

X0 tel: Thuding thi qua liku khéng cén didu tr, nbu nghi ngd lugng terbutalin
ubing vao 1a qud [&n, nén 4p dung c&c bign phap sau’ Rira da day, cho udng than
hoat tinh; xac dinh can bang acid-base, nong d6 glucose wa cac chat dién giai
trong mau; thea doi nhip tim va huyét ap. Thubc giai déc qua lidu Terbutalin phi
herp nhdl 1 thuée chen B chon lge trén tim mach, thude chen B nén duoc sirdyng
than trong vl 66 thé gay lacnghén phé quan. Trong trudng hop gian mach ngoal
vi do kich thich B, gay tut huy&t dp, cn chidinh truyén dich keo d& 1am ting thé
tich uén hoan.

14. DAC TiNH DUGC LUC HOC:!

NRém duge 1j: Thude kich thich chon lpe ; giao cdm; thubce gian phaquan.

M3 ATC: RO3CCEI,

Terbutalin I thudc chi van hé giao cam, trong 06 chi y&u tée dung trén thy hé B,
nén cé lac dung glan co tron phé quan; tic ché gidi phéng céc chatngi sinh gay
co co ron: tic ché phil né do céc chél trung gian hda hoc ndi sinh; tang cudng
kha nang ly fam sach chat nhay va lam gidn ¢o fron lircung

Guaifenasgin cé lac dung lam lo3ng dom, lao didu kign long dm dé déng,
Fixhokap c& tac dung gian phé quan 1618 iéng.

15, DAC TINH DUJC DONG HOC:

Chuyén hoa budc 1 xdy ta chi yéu tei thanh rudt va gan. Sinh kha dung
terbutalin vao khodng 10% va tang 161 15% néu uong khi da day rBng. Néng do
trong huyét trong datdinh sau khi ubng 3gid.

Terbutalin chti yéu chuyén hba bang con dudng lién hop voi acid sulfuric, dang
sulfat nay 58 bithi trir, 14t ca cdc dang chuyén hda déu khong con hoattinh.

16. QUY CACH DONG GOI: Hép 1l G0ml, hgp 1 1o 75ml.

17, DIEV KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG cUA -

THUGC: G

Pigu kign bao quan: Noi khé, nhigtdd dué| 30°C, ranh anh sang kx/ : N\
A AONG TY N

Han diing: 36 thang ké tir ngay sdn xudl
Tiéu chuan chitluong chathude: TCCS

18. TEN, DJACHI CUA CO S8 SAN XUAT: x| UGG PHAM
3G PHAN

cONG TY ¢0 PHAN DUGC PHAM TRUNG UU G‘zww{? 5
o

9 Trén Thanh Téng - Q, Hal Ba Trung - Ha Noi - VIET NAMN,

Sdn xudl tal:
L& 27, KCN Quang Minh - Mé& Linh - Ha Ngi - VIET NAM
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