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Trang 21 6

ddn sa t't thu6c

Vi0n n6n bao phim APIFEXO
Vi6n n6n bao phim APIFEXO 60

Vi0n n6n bao phim APIFEXO 120

Vi6n n6n bao phim APIFEXO 180

.49
CO
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"Dgc k! hwhng din sft dqtng trudc khi dilng"

"Dd xa tim tay tr€ em"

THANI{ PltAN VA TTAI L{-iCJNG

Thanh phin t'ong I vi6n APIFEXO:

1. APIFEXO 60

- ThanhphAn duoc ch6t:

Fexofenadin hydroclorid .....

- Thanh phAn t6 duo-c:

60 rng

Lactose monohydrat 200, croscannellose natri, tinh bQt ti6n hd h6a, cellulose vi tinh th6 102, magnesi
stearate, opadry AMB II pink............ .. vua dri I vi6n.

2. APIFEXO 120

- Thenh phAn duoc ch6t

Fexofenadin hydroclorid,

- Tlidnh phin t6 duo. c:

120 rng

Lactose monohydrat 200, croscamellose natri, tinl bQt ti6n h6 h6a, cellulose vi tinh th6 102, magnesi
stearate, opadry AMB II pink..................

3. APIFEXO T8O

wa dri I vi0n.

- Thenh phAn ducrc ch6t:

Fexofenadin liydroclorid .... 180 mg

- Thdnh phin t6 duo-c:

Lactose monohydrat 200, croscarmellose natri, tinh bQt ti6n h6 h6a, cellulose vi tinh th€ 102, magnesi
stearate, opadry AMB II pink................................

L);! li G i'1.4, $ i,lt{El

1. APIFEXO 60

wa du I vi6n.

Vi6n n6n tron bao phim, mdu h6ng, rnQt m{t tron, m6t rnlt c6 vqch ngang

2. APIFEXO T2O

Vi6n n6n ddi bao phim, mdu h6ng, m6t mit tro'n, mQt mat c6 cht API

3. APIFEXO I80

Vi6n n6n dii bao phim, mdu h6ng, rnQt m{t tro-n, m6t rndt c6 v4ch ngang.

https://trungtamthuoc.com/
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Vi€n n6n bao phim APIFEXO duo. c chi dinh:

- Gidrr c6c triQu cht'ng c[ra b€nh vi€m rnfri di.irng theo mta d nguo'i l6n vd trd em tri 6 tuOi tr6'l€n.
C6c triQu chtng duo-c di6u tri hi6u qud ld hit hoi, chiy mti, ngua rnfri/vom rniQng/c6 hgng, ngua
mdt/chdy ntr6c mdtldo m5t.

^.:- Dieu tri c6c tri6u chtlg ngodi da khdng bi6n chung cta bQnh n6i md day v6 cdn rnin tinh o'nguo'i
l6'n vd ire e,, ttr 6 tuOi iro'icr. Thu6c lim giam aan! tc cim gi6c ngu'a vd s6 luo-rrg md day.

t l*ll:-i :l t ;1.*- $..;, cA {"1;:* D {'i N{.;

Lidu dilng:

Nga'di ldn vd trd em 12 tuili tr? ftn:

- Vi€tn mfii di ting vd triQu chilng rudy day man tinh: 60 mg x 2 ldnl ngdy ho{c I 80 mg, uSng 1 lAn/
ngdy.

Ngu'ai ldn vd trti em 12 tu6i t0 bn bi suy thQn vd ngu'di gid:

- git dAu u6ng 60 rng/ IAn, ngdy I IAn. Di6u chinh [6u theo chuc ndng cria thfln.

Trd em du'oi 12 tuiii:Y.hongkhuyiin c6o su dgng

C{ch dirng :

- Thudc dtng dud'ng udng, kh6ng u6ng v6'i nu6c hoa quii.

- Thd'i didm u6ng kh6ng phu thu6c vdo bta 6n,

:_
Kh6ng co 1,su cau ddc bi6t v€ x* ly thu6c sau khi sa dqng.

cH$\'G Clif *tl\Fx

Qu6 rndn v6i fexofenadin, terfenadin hoic vdi b6t cir thdnh phin ndo cria thudc.

c'anri ii,,i.{"} \,'A Tn:ii$}i'ilJt{:}i\icj KHi *ui\c TH[Jcr,c

- Mac dt kinh nghiQm ldm sdng n6i chung kh6ng cho th6y sq kh6c biqt ndo vC aap irng v6i thudc
gi['a b6nh nhAn lcrn tu6i vd tre tuOi, cAn lrru j, ring fexofenadin duo. c ddo thii d6ng k6 qua thin vi
nguy co bi t6c dung phu nghiCrn trong c6 the tang l6n d nhfllg bQnh rihdn bi suy thAn. Bdi vi nirtng
b6nh nh6n l6n tudi c6 thii bi suy.giim cliric ndng thAn, vi0c ki6rn tra chuc ndng thfn c6 the hiru ich
vd c6n thAn trong khi lg'a chon li6u dtng cho c6c b6nh nh6n ndy.

- Tinh an toirn vi hi€u qui cira fexofenadin hydroclorid chua duo.'c x6c dinh o' trd em du6'i 6 tu6i.

- Mac du fexofenadin khdng co titc dung gdy dQc tr6n tirn nhu terfenadin, nhung fexofenadin c6 li€n,^
quan den vi6c tdng khodng QTc, ng6t xiu vd loan nhip tAm thdt trdn it nhit m6t b6nh nhdn c6 nguy
co tim mach tru6c d6.

pefr $aL dyng cric ch6 phiy c6 chua fexofenadin hydroclorid phdi hqp voi pseudoepledrin
hydroclorid c6n duo-c hu6ng d6n chi dtrng thu6c. theo don cria b6c si vd khong vu'o."t,qu6 li6u quy
dinh. BEnh nhAn kh6ng n€n tu y su dpng c6c thudc kh5ng histamin khiic hodc cic thu6C th6ng mfri.
NCu lo ling, ch6ng mit, holc budn ngu xdy ra trong kii di€u tri, bQnh nhin nen ngung ,r, drng
thuoc o' dang pli6i hop vd h6i f ki6n brii si.

^:- Cdn ugtrrg f.exofenadin it nhat 24 - 48 gio' tru'6c khi ti€n hdnh c6c thu nghiCrn kh6ng nguyen ti6m
trong da.

- Dturg fexofenadin ldm bdnh uAy n0n n4ng l6n.

. 
t t .' ' :.: , ,

Phu nir c6 thai :

:
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Kh6ng co dfr' lieu SU dqng fexofenadin hydroclori d tr€n Phu 11u co thai, chi nelt dring loi ich
r,rro-t tr6i so v6'i nguy

Phu n['cho con bir :

co'

Hi€n tai v5n chua c6 nhtng nghidn cr?u dAy dri, vd dugc ki6m sorlt v6 vi6c dring fexofenadin trongthdi hji cho con b[ d nguo'i vi do nhi6u tt ro" 4""." tiet rao sta rng,'rrcn ti6n ;;ng kil il;;fexofenadi,6 phu nt cho con bir vi n€n ngung cho con bri ho{c ng.mg thu6c.

Axrx nr-icxc ctJ-A Tl{{;oc rEx xui lra\G Li.I xE, vAN HANEr MAy n,!{}c
Cdn cu vdo tl{c tinh dugc luc hqc vd c6c phan img phu d5 cluoc b6o c6o thi fexofenadin hydroclorid it
c6.kh6 ning inh huong l6n khi ndng l6i xe vd vfn hinh m6y m6c. Nhtng thri nghi€m kh6ch quan cho
th6y fexofenadin khdng c6 nhtng inh humg dang ke tr0n chirc oeng Jria ne ifrin kinh trung uong.
Di6u ndy c6 nghia ld bQnh nhan c6 tUe Ui xe holc lim cdc cdng viQc ddi h6i sU tap trung. Tuy nhi€n,
de ph6t hiQn nhimg nguoi m6n cim c6 phin img b6t thuong u6i thu6c, n6n ki6m tia dri,p img c6 nh6n
trudc khi Lii xe ho{c thuc hiQn c6c c6ng viQc phtc t4p.

TUOJ\*G TAC THUOC

- Th.uic khdng ndm, lch.dng khudn (ketoconazol, erythromyclzl: Kh6ng c6 tilc dgng phg ho{c sg thay
i16i khodng QT nio quan treng tr6n lim sang dugc b6o c5o sau $ri dung d6ng thdi erythromycr.n
ho{c ketoconazol v6i fexofenadin. Nh{n thiy c6 sg gia ting n6ng dQ fexofenadin trong huy€t
tuo:rg trong c6c nghiOn cr?u vd tuong t6c thuiic. Dt kien tu nhLmg nghi€n ctru in vitro vit in vivo d
dQng v|t clio th6yirythromycin vd ketoconazol lim teng sg hAg thu cria fexofenadin khi dring d6ng
thoi, c6 th0 do anh huong l6n co ch6 cta hQ th6ng vin chuy€n nhu p-glycoprotein. Fexofenadin
kh6ng ldm thay d6i dugc clQng hgc cria erythromycin ho{c ketoconazol.

- Thu6c khdng acid: Cic thuiic khang acid c6 chua nh6m vi magnesi hydroxyd lim gidm h6p thu
fexofenadin. Vi th6, kh6ng n6n dring fexofenadin vi c6c thuiic khang acid chua nh6m vd magnesi

gin nhau.

- Fexofenadin c6 th6 ldrn ting n6ng dQ cdn, c6c ch6t an thin h9 TKTW c6c chAt kh6ng cholinergic.

- Fexofenadin c6 thia lem giim n6ng <10 c6c ch6t ric ch6 acetylcholine-esterase (d TKTW), betahistin.

- Fexofenadin c6 thC. bi giarn ndng d9 b6'i c5c chAt uc ch6 acetytcholine-esterase (d TKTW),
amphetamin, c6c chdt l&ang acid, nu6c 6p qui buoi, rifampin.

ri.c *qrric KHONG hr$lcr; l\{{iot{ ci;l rgu6c
Trong c5c nghi€n ciru ldm sang c6 ki6m so6t, ty lp gap t6c dqng kh6ng mong mu5n d nh6m nguoi
bpnh dung fexofenadin tuorg tU nh6m dring placebo. Cic tic dgng kh6ng mong ,nu6n cta thu5c
kh6ng bi inh huong bqi liCu dring, tu6i, gi6i vd chring tdc cria benh nhan.

- Thud'ng gQp, ADR> l/100

tUan Hntr: Bu6n ngri, mQt m6i, tlau dAu, m6t ngu, ch6ng m{t.

Ti6u h6a: Budn n6n, kh6 ti6u.

Kh6c: D6 bi nhi6m virus (cim, cirm), dau bung trong ky kinh nguyet, AE Ui nniem khudn h6 h6p
tr€n, ngua hgng, ho, s5t, viCm tai gita, vi6m xoang, dau hmg.

- it Sqp, I/1000 < ADR < I/100

Thin kinh: Scr hii, r0i loan gi6c ngu, 6c m6ng.

Ti€u h6a: Khd miQng, dau bpng.

Hi6nt gdp, ADR < 1/1000.

Da: Ban, rndy day, ngrla.

Pltdn ung qu6 mdn: Phil u-rach, tuc nguc, 1d16 tho, do btlg, cho6ng phdn v€
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gue lxcu ve c,(cx -qti'rnf
Qui [du:

C6c th6ng tin hiQn c6 vd dgc tinh c6p cta fexofenadin d yguoi r6t gi6i han; tuy nhi6n,.cho6ng v5ng,
budn ngu vd kh6 miQng dE dugc biio c6o. Li€u duy nh6t fexofenadin hydroclorid d6n 800 mg vi
li6u fexofenadin hydroclorid 690 mg, ngdy 2 lAn trong I thang hoic 240 mg, ngdy I lin trong I
nim di duoc dung nap tdt d ngud'i lcm.

Cich xfr tri:

- Sri.dsng c_6c biQn n\6p thdng thudng dE loai bd phan thu6c cdn chua dugc h6p thu d 5ng ti6u h6a.
Di6u tr! h5 trq vd di€ufi triQu chring.

- Tham phAn m6u lim gidm n6ng dQ thudc trong m5u kh6ng dang ke O3%). Kh6ng c6 thu6c giii
dOc dac hi9u.

D+C riNH Dr"r$c L{.1. C Hq}C

Nh6m duoc lj,: Khdng Histamin thd he 2, d6i khdng thu thd Ht

M6 ATC: R06AX26

Fexofenadin ld thu6c Fla"g histami:r th6 he hai, c6 t6c dgng AOi mreng tl6c hiQu vd chgn lgc tr€n thu
tUii tt, ngo4i vi. Thu5c ld mQt ch6t chuy6n h6a c6 ho4t iinh cta terfenadin, cfrng c4nh tranh voi
histamin t4i cAc thu the H1 d ctuong ti€u h6a, m4ch m6u vi tluong hd hip, nhurrg khdng cdn clQc tinh
v6i tim do khdng rlc ch6 k€nh kali ti0n quan tt6n su t6i cgc tii bio co tim. Fexofenadin kh6ng c6 t6c
dsng d6ng te aOi kh,l^g acetylcholin, di5i khang dopamin vd kh6ng c6 tbc drye,ig cht5 thp th6 alphal

!9ac. beta-aarenergic. O li6u di6u tri, thudc kh6ng gdy ngu f,ay *4 hudmg aen tfrin kinh trung uong.
Thu6c c6 tac dpng nhanh vd k6o dii do thu6c gin chim vdo thq th6 H1, t4o thinh phfc hqrp bdn vfng
vi t6ch ra chfm.

D4C ri\Tr B[I#C EONG r{gc

- Hdp thu

Thu6c h6p thu khi dtng duong u5ng vd Uit Aiu ph6t huy t6c dung sau khi.u6ng 60 phut. N6ng d-6

dinh trong m6u d4t duoc sau 2 - 3 gitr. Thuc .in gidu ch6t b6o ldm gi6m ndng d9 dinh trong huy6t
tuong khoing 17% vi k6o ddi thdi gian tlpt n6ng dQ dinh ctra thudc(dtin khoang 4 gio). Tic dung
khang Histamin k6o ddi hon 12 gid.

- Phdnb6:

Ti' lQ liOn t€t vOi protein huy6t tuong cta thu5c h 60 - 7_0%o, cbt y6u boi albumin vd alphar-acid
glycoprotein. Khdng 16 thu5c c6 qua nhau thai hoic.bii ti6t vio sta mg hay kh6ng, nhung khi dting
terfenadin dd ph6t hiQn duo. c fexofenadin ld chSt chuy6n h6a cria terfenadin trong sta me.
Fexofenadin kh0ng qua hdng rio m6u - nlo.

- Chuyhnh6a:

Fexofenadin rdt it b! chuy6n h6a (khoing 5o/o, chiy6u 6'ni6m mac ru6t). Chi c6 khoing 0,5 - l,5yd
tluo.'c chuy6n h6a 6'gan nhd'he enzyrn cytochrom Poro thd"t't.ch6t kh6ng'c6 ho4t tinh). fhoang :.SX
li6u fexofenadin chuy6n h6a. qua pha II ftn6ng li€n quan d6n hQ enzym cytochrom P4s0) thenh dan
chit methyl este. Ch6t chuy6n h6i nny chi thfy d trong phdn ndn c6 thti c6 su tham gia cria c6c vi
khuin cludng ruQt vdo chuy6n h6a ndy.

- Thai n'*:

Nua doi thai tru cta fexofenadin khoang 14,4 gid, k6o ddi hon (31 - 72%) d nguoi suy thdn. Thu6c
thai tru chri y6u qua phdn (x6p xi 80%) vd nu6i ti6u Ot - t2%) du6i dqng khong o6i.'

- Du's'c d6ng hoc d'ngu'd'i sq) thqn:

. c1",41 - 80 ml/ phrit: N6ng dQ dinh cao hon87o/o,nri'a do'i thdi tru ddi hon 59%.
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. Cl", I I - 40 mV phrit:

QUY CACE D6NG GOI

- HQp 2 vi x 10 vi6n n6n bao phim.

- HQp 3 vi x 10 vi6n n6n bao phim.

- HQp 10 vi x l0 vi6n n6n bao phim.

smu KI-EFI ilA$ 6JuAN, EIAII E){ii{{;,'rd;u ct}tiAN cHA'x {-u'eric'i'}Iliiiil

- Di6u kiOn bio quin:

' EC thu5c noi khd r5o, tr6nh 6nh s6ng, xa tim tay cta tr€ em.

' Bdo quin thu6c d nhiet clQ duoi 30"C.

- H?n dtng:

36 th6ng k6 tir ngdy sin xudt.

- Ti6u chu6n ch6t lug'ng ciia thu6c: BP 2016.

CS SS $i,A.N K{i1i'i-

Cdng ty C6 phin Du-o'c APIMED

- Dia chi tru so : 26319 Ly Thuong KiQt, Pliuo'ng 15, Quin I l, thdnh ptro Ho chi Minh

- Dia chi lhh m6y : Euong Nl, cgm c6ng righi€p Phri Thanh - Vinh Thanh, xd Vinh Thanh, huyen

Nhon Trach, tinh D6ng Nai .

d0 dinh cao hon 11106, nua dcri thai tru ddihonT2oh
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