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MAU TOA HUGNG DAN

TEL-GEST 180m
2/ CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHI DUNG THUOC: 5
Bexatamtaytreem
Bockyhuangdansudunghwckhldtmg
Neucandncmﬂlongunxmhmy kién Bic si.
Théng béo cho béc si nhimg téc dyng khong mong mudn gip phi khi sit dung thube
3/ THANH PHAN CONG THUC THUOC: Cho mét vién nén bao phim.

1/ TEN THUOC:

Fexofenadine hydrocloride..... ..180 mg
Té dugc (Tinh bt mi, La:ﬁm. Dlulc: phos;}hal, Puwdon K.'i{} Talc, Magnw slf.:arat, Cc-llmdal anhydrous sﬂlca, Sodmm starch glycolat,
Hydroxypropyl methyl cellulose, Polyethylen glycol 6000, Titan dioxyd, M Jaune orange’s, Mau Erylhrosm) vd.. —
{ 4/DANG BAO CHE: vién 1ét bao pim.
5/ CHI PINH:

-chofemdmedmgdmmmwcl:unglmg\n&nmmd;ungﬁ&mmua,miydaymmhnhvﬁc&nﬁnguhldnv&tréemmlitum
6/ CACH DUNG - LIEU DUNG: '
-Cich ding: Thidng ding dwémg uong, thii diém udng thudc khang phy thudc vio bira an.
-Liéu ding:
+ Nguoi Iom va tré em trén 12 tudi: Lléuthumgdungfaxufenadmlsmngxllﬁnfngay
+H1¢uquaantoanuufemfeuadmlaﬂmgchmdmnghmcwutrénndumumm
* Ngudi suy gan: Khong cén diéu chinh liéu.
7/ CHONG CHI DINH:
Ngumoohéannﬁmvm&mfeuadmchoéchﬁwthmhphanmmﬂmﬁc
8/ CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Thén trong theo ddi khi diing Fexofenadine cho ngwi da c6 nguy co tim mach.
- Cén khuyén ngudi bénh khéng tr diing thudc khéng histamin nao khéc khi dang sir dung Fexofenadin.
mmgdungmcMgkmmewméuméumaymamhmpmm:m
- Thin wong 46i vGi ngudi cad twoi va ngudi suy gidm chirc nAng thin. '
chhunduwmumgmdmgdnh;nhdmoév&déd!ny&:hmgﬁ:khhgdugwmmminmmg
bofic kém hp thu glucose-galactose.
ngmmuqiamwmmmmmmgbw.mgmwmahmqmdéndahdnmﬁmaﬂymhwcm
doh sing ting én & nhiing ngudi nhay cim véi dnh sing mit roi. O ndng dg cao erythrosin cén trd sy trao i chit -6t Noog d§ cho phép hang ngay
0, 1 mg/kg trong lugng co the.
- Thube o6 chira té duge tinh bjt mi: Khéng nén dimg cho bénh nlbin bj img véi ia mi (khdc véi béah celiac).
9/ SUDUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU;

Kbongdmchmfmﬁmhy&thn&uh.ndmgmgmwkhldnm

- Thai k cho con bi: Khong duge kbuyén khich dimg Fexofenadine cho phy air dang cho con bil (do dd ¢6 bing chimg cho thiy thude bii tiet
Qua sira mg).

10/ TAC BONG CUA THUOC LEN KHA NANG LA XE, VAN HANH MAY MOC:
mmwﬂm&u.hlﬁnmdﬁﬂgmﬂnﬁlﬂuﬁhmmlimhoicdtéukhé:mﬁymmﬂhdaphﬂunhm
1/ TUONG TAC, TUONG KY CUA THUOC:

- Enythromycin vi Ketoconagel lim ting nong 4§ vi dién tich dudi duimg cong néng 4§ - thoi gian cia Fexofenadine trong miu do lam ting
hip the vi gidm thai tri khi ding thudc na
mm:ﬁﬁsmmmwmmﬂmgmmmFmMﬁhﬁhpmumum Vi viy phii ding ce thude ndy cich

R

12/ TAC DUNG KHONG MONG MUON CilA TRUOC:

* Trong céc nghién cin lim sang c6 kiém sodt, i I gip tic dung khing mong mudn & nbom ngwii béah ding Fexofenadin tuomg ty nhom ding
pmt;mmmmmmmhdmmmmmmmﬁwmﬁcmh@hm

* Thuimg

- Thin kinh: Bubn ngi, mét mai, dau din, chong mit.
- Tiéu hé: Budn ndn, kbo tiéw.
- Khac: New hong, ho. s0, viém tai gil, viém xoang, dau limg.




ps./ltrungtamthuoc.com/
*i{gz]p: , 5 B
Thin kinh: So hai, rdi loan giac ngd, & mong.
- Tiéu hoa: Kho miéng, dau bung.
* Hiem gip:
- Da: Ngira, may day, ban do. o
-Phénﬁngquﬁmﬁn:cm&ngphénvé,phﬁmach,ﬁmnguc,kbothm o )
“mnguamb&ﬁugmycdmm@mgudummmmmm& .
13/ QUA LIEU VA CACH XU TRI: : o ) . o |
 Thong tin vé 8dc tinh cp cia Fexofcnadine con han ché. Tuy nbién céc bidu hin qui liéu nhur budn ngi, chéng mit, kho ming da duoc béo

—

- »Céchxl'm'i:Sﬁdungeécbiénphip!hﬁngmuﬁmgdéloqib&pbﬁnﬂ!ﬁccbuchuaduochﬁpthu&éng_ti_&uhéa.Bié‘uuiht*m'qvﬁdiéuhiuieu
chﬁng.mmpmmlmmnéngdému&msmmsdﬁskékhmLm-Khﬁnsoéthuﬁcgléndécdichxéu
14/ PAC TINH DUQC LUC HQC: ;

Nhom duge 1f: Nhom thube khing histamin hé bé 2, d6i kbéng thy the H,

Ma ATC: ROGAX26 o ;

Fexofenadine I thude khing histamine thé bé hai, c6 tic dyng i khing dfc hiéu vi chon loc trén thy thé H, ngogi vi. Thuoe 13 mdt chit
chuyénhmmho;:ﬁnhmmmmmmwnd@cmwvﬁiﬁmdald:ﬁngfmchémmiuenqmqensuw.cunebaomm_n.
Fexofenadimkhﬁngcéticdungdﬁngkéd&ikhingmykholhe.déikhéngdqnminvikhﬁngoéﬁcdungﬁcchémuﬂ)éalpha,l}oacbeta-adrenergu::.
(1 liéu diéu t, thude khong gy ngil hay dah huimg dén thin kinh trung wong, Thude o6 tic dyng nhanh va kéo ddi do thubc gin chim vio thy the
H,, tao thanh phirc hop bén vimg v tich ra chim.
15/ DAC TINH DUQC BPONG HOC: el :

- ThuSc hap thu t6t khi diing durdng udng vé bt ddu phit huy tic dyng sau khi uong 60 phit.

- Nong dd dinh trong méu dat dugc sau 2 - 3 gid. . . . _

- Thitc &in gidu chét b4 lam giam ndng 45 dinh trong huyét twong khodng 17% va kéo dii thasi gian dat nong d9 dinh cia thue (dén khodng 4 h).

- Tic dyng khing histamine kéo dii hom 12 gio. :

-Ti J¢ lién két v protein huyét twong cia thuc 1a 60 — 70%, chil yéu véi albumin v alpha,-acid glycoprotein. o

- Khng 1o thube c0 qua nhau thai hofic béi tiét vio sita me hay khong, nnmg khi diing terfenadin da phét hi¢n fexofenadin la chat chuyén hoa
cua terfenadin trong sira me.

- Fexofenadin khong qua hing rio mau - nio.

- Fexofenadin rét it b chuyén héa (khoang 5%, chii yéu & niém mac rut. Chi'cé Khoang 0,5 —1,5% dugc chuyén hoa & gan nhér hé enzyme
cytochrom P,,, thanh chit khong o6 hogt tinh),

- Khodng 3,5% liéu fexofenadin chuyén hoa qua pha If (khéng lién quan dén hé enzyme cytochrom P, ) thinh din chit methyl este.

- Chit chuyén hoa ndy chi thdy & trong phén nén c6 thé cb sy tham gia cita cdc vi khudn dudmg rudt vio chuyén hoa ndy.

- Thai gian bén thii cia fexofenadin khoing 14,4 gid, kéo dii hon. (31 - 72%) & ngudi suy thin,

- Thude thii trir chil yéu qua phio (xdp xi 80%) va nute tiéu (11 - 12%) dudi dgng khng ddi,

- 0 ngudi suy thin: _

+Cl, 41 - 80 mUiphit: néng 8 dinb cao hom 87%, thii gian bin thii dai hon 59%.

+Cl_ 11 - 40 mi/phat: nong 49 dinh cao ham 111%, thai gian ban théi dai hon 72%.

i, 1< 10mU/phist (& ngudi dang thyc hién thim phan): ndng A9 dinh cao hon 82% va thoi gian bin thai dai hon 31% so voi ngudi khoe
+ Logi bo béng thim phin méu khéng hiéu qua
16/ QUY CACH PONG GOI:
Ddng wong vi, bop 01 i, 5 i, 10 i x 10 vién nén bao phim hofic dong chai 100, 200 vién nén bao phim. C6 toa hudng din kém theo. Dong
trong thung carton.
17/ DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUOC:
Diéu kién bio quin:
Bao quin thudc & nhiét 8 dudi 30°C. Noi kho mi, trih dnh séng,
Han dng: 36 thing ké tir ngay sin xult
Khong ding thude qué by,
Tiéu chuin chi lugng cia thude; Thue SX thea TCCS,
18/ TEN, BIA CHI CUA CO 80 SAN XUAT THUOC:

@ CTY CO PHAN DUGC MINH HAT
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