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MAU TOA HUONG DAN 

TEL-GEST 180mg 
2/ CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHI DUNG THUOC: 

Dé xa tam tay tré em 

Doc ky huring dan sir dung trugc khi ding, 
Néu cén thém théng tin xin héi y kién Bac si. 
Théng bao cho bac si nhimg tic dung khéng mong mudn gap phai khi sir dung thudc 

3/ THANH PHAN CONG THUC THUOC: Cho mét vién nén bao phim. 

1/ TEN THUOC: 

Fexofenadine hydrocloride..... bs Get ..180 mg 
Ta dugc (Tinh bét mi, Lacione: Dicaki cory foviden K30, Tale, ‘lagen steaett, Colloidal nhs i dilica, Sou nee glycolat, 

Hydroxypropy! methyl cellulose, Polyethylen glycol 6000, Titan dioxyd, Miu Jaune orange’s, Mau Erythrosin) vd... rere bl 

4/ DANG BAO CHE; vign nén bao phim. 
5/ CHi BINH: 

- Fexofenadine ding digu tr triguchimg trong viém mii dj img theo mia, miy day man tin vo cn 6 nguti Kin va tré em trén 12 tudi 

6 CACH DUNG - LIEU DUNG: 
-Cach ding: Thuong ding duémg uéng, thoi diém ung thudc khong phy thudc vio bita an, 

-Liéu ding: 

+ Ngudi lin va tré em trén 12 tudi: Ligu thutmg ding fexofenadin 180mg x | lan/ngiy. 

+ Higu qua an toan cia fexofenadin 180 mg chua duge nghién ciu 6 tré em dudi 12 tudi 

* Neudi suy gan: Khong cn diéu chinh ligu 

_ | 7/CHONG CHI BINH: 
| - Nguti 6 tign-sit qué man v6i fexofenadine hodc bat cir thanh phan nio cia thudc. 
| -8/CANH BAO VA THAN TRONG KHI DUNG THUOC: 

- Than trong theo ddi khi ding Fexofenadine cho nguai da cé nguy co tim mach. 
- Can khuyén ngudi bénh khng oy diing thudc khang histamin nao khdc khi dang sit dyng Fexofenadin. 
- Than trong ding thudc trong Kh léi xe hoe diéu Khien may méc doi hoi phai tinh tdo. 
- Than wong 461 v6i nguii cao tuoi va ngubi suy gidm chic aang than. 
vigryriyeaieirrabaplebarren rai 3 pAaRRE RE mec oor 

bode kém hap thu glucose-galactose. 

- Tang hiu dng thai qué 43 duge béo cio trong mit vii truing hgp, ciing nhu-o6 thé lién quan dén dt bién gen. Erythrosin gay ra nhay cim 
anh sing tang lén 6 ning ngudi nhay cm véri anh sing mit toi. O ndng d6 cao erythrosin cn to sy trao doi chat i-bt, Nong 46 cho phép hang ngiy 
0, | mg/kg trong lugmg co the. 

- Thudc 6 chita té duge tinh b6t mi: Khéng nén ding cho bénh nhin bj img voi lia mi (khdc vai bénh celiac). 

9/ SU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU; 
- Khéng diing Fexofenadine hydrochloride néu ban dang mang tha, tris khi cin thigt. 
- Thdi ky cho con bi: Khong duge khuyén hich ding Fexofenadine cho phy nit dang cho con ba (do d& ¢6 bing chimg cho thay thude bai tie 

qua sia mg). 
1 TAC DONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC; 

~ Do thude gy nite dau, buba ngi, chong mit nén cin thén trong khi Idi xe hoe dieu khién may mée 4di hoi phai tinh tao. 
I/ TUONG TAC, TUONG KY CUA THUOC: 

- Erythromycin vi Ketoconazol lam ting nng 46 va dign tich dudi duimg cong ning 0 - thoi gian cia Fexofenadine wong mau do kam tang 
hap thu va giaam thai tri Ichi ding thude nay. 
nh ning Mn ni wes Sg ing wi Fenton ogni. Vi vay phai dling cdc thude nay cach 

20 
12/ TAC DUNG KHONG MONG MUON CUA THUOC: 

* Trong céc nghién ciu lam sing cé kiém sodt, ti \é gip tic dang khang mong mun 6 whém ngudi bénh ding Fexofenadin tong ty nhdm ding 
SE mene tateltee Ahan i i ty, gS hit taht 

* Thuimg 
- Thin kinh: Buon ngi, mét moi, dau dim, ching mit. 
~ Thu hoa: Bude non, kho teu. 
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eit gap: ; Looe 

Than kinh: So hai, roi loan giac ngu, ac mong. 

- Tiéu hoa: Kho miéng, dau bung. 

* Hiem gap: 

- Da: Ngira, may day, ban do. 
- 

- Phan img qua mn: Chodng phan vé, phi mach, tite nguc, kho tho. ; 

“Thang béo cho bic si mhieng tic dung khig mong mudn gip phi khi sit dyng thudc 

13/ QUA LIEU VA CACH XU TRI: oe ; . a | 

"Thing tin vé dbc tinh cép cia Fexofenadine cin han ché. Tuy nhién cdc biéu hign qué liu nhu budn ngi, chong mat, khd migng 48 duge bdo 

~ - Ch xit tr: Sir dung cdc bign php th6ng thuimg dé loai bé phan thudc cin chva dugc hap thu & Ong tiéu héa. Dieu thé trg va dieu tr trigu 
chimg. Thim phn mau lam gidm néng 46 thude trong miu khéng dng ké khoding 1,79. Khéng o6 thud gii dc dc hiéu, 

14/DAC TINH DUQC LYC HOC: ; 

| Nhiom duge ly: Nhom thudc khing histamin thé hé 2, 66i king thy the H, 
Ma ATC: RO6AX26 oo ; 
Fexofenadine li thudc khing histamine thé hé hai, e6 tic dung di Khang dc higu va chon loc trén thy thé H, ngoai vi. Thudc la mot chat 

chuyén 6a cé hoat tinh cia Terfenadin nhung khéng cin 46¢ tinh d6i voi tim do khong irc ché kénh Kali lién quan dén sy tdi cy t€ bdo co tim. 

Fexofenadine khéng oé tic dung dng ké déi khding acetylcholine, di Khving dopamin va khéng o6 tic dung ite ché thy the alpha, hoc beta-adrenergic. 

6 ligu digu tr, thud khéng gy ngit hay anh huring dén thin kinh trung wong, Thude o6 tée dung nhanh va kéo dai do thud gin chim vao thy the 

H,, tao thanh phire hop bén vimg va tich ra chim. 
15/DAC TINH DUQC BONG HOC: ~~ 

| - Thudc hap thu tt khi ding dung ung va bit dau phat huy téc dung sau khi wong 60 phut. 
- Nong 46 dinh trong mau dat duge sau 2 - 3 gid. : : ee 

- Thite &n gidu chat béo Jam gidm néng 46 dinh trong huyét twong khoang 17% va kéo dai thoi gian dat nong 49 dinh cla thudc (den khoang 4 h). 

- Tac dung khang histamine kéo dai hon 12 gid. f 
- Tile lién két v6i protein huyét tuong cia thudc la 60 - 70%, chi yéu voi albumin va alpha,-acid glycoprotein. a 
- Khng 16 thudc 06 qua nhau thai hogc bai tiet vio sita me hay khéng, nhumg khi diing terfenadin 4 phat hién fexofenadin la chat chuyén hoa 

- Fexofenadin kh6ng qua hing rio mau - no, 
- Fexofenadin rat it bj chuyén héa (khoang 5%, chit yéu 6 niém mac rudt. Chie6 Khodng 0,5 — 1,5% duge chuyén hoa ¢ gan nbd he enzyme 

eytochrom P,,, thanh chat khong 06 hogt tinh), 
- Khoang 3,5% liu fexofenadin chuyén h6a qua pha II (khong lién quan 4én hé enzyme cytochrom Py. ) thank din chat methyl este. 
- Chat chuyén ha nay chi thdy 6 trong phén nén o6 thé c6 sy tham gia cia cic vi khudn duimg ru6t vio chuyén hoa nay. 
- Thi gian ban thai cia fexofenadin khoang 14,4 gids, kéo dai hon (31 - 72%) 4 ngudi suy thén, 

} - Thudc thai tri chi: yéu qua phan (x4p xi 80%) va nude tiéu (11 — 12%) durdi dang khang adi, 
- O ngwii suy than: 
+ Cl, 41 - 80 ml/phit: nong 49 din cao hon 87%, thoi gian bn thai dai hon 59%, 
+ Cl, 11 - 40 ml/phit: pong 4 dinh cao hon 111%, théi gian bin thai dai hon 72%, 

magi; =< }0ml/phit (6 ngudi dang thyc hign thdm phén): néng 46 dinh cao hon 82% va thoi gian ban thai dai hon 31% so vdi ngudi khog 

+ Logi bé bing tha phn mau khéng higu qua. 
16/ QUY CACH DONG GOI: 

Dong trong vi, bop 01 vi, 5 vi, 10 vi x 10 vién nén bao phim hoje dong chai 100, 200 vién nén bao phim. C6 toa hudng dan kém theo, Dong 
trong thung carton. 
17/ DIEU KIEN BAO QUAN, HAN DUNG, THEW CHUAN CHAT LAUQNG CUA THUOC: 

Diu kign bio quan: 
Bao quan thudc & mbit 46 dudi 30°C, Noi kd mat, trinh inh sing, 
Han diung: 36 théng ké tr ngiy sé wut 
Khéng ding thubc qua han, 
Tiéu chun chit lugng cia thude; Thude SX theo TCCS, 

18/ TEN, DIA CHI CUA CO SO SAN XUAT THUOC: 

GD CTY CO PHAN DUGC MINH HAI 
322 - Ly Van Lim - P.1 - TP, Ca Mau - Tinh Ca Mau 

MIPHARMCO 


