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2/ CAC DAU HIRU CAN LUU Y VA KHUYEN CAO KHL DUNG THUOC: 
Dé xa tam tay tré em 

Doc k¥ huong dan str dung truée khi ding 
Néu can thém théng tin xin héi ¥ kién Bac si 

3/ THANH PHAN: Cho mot vién nén bao phim. 
Fexofenadine hydrocloride .............. sversse - 60mg 
Ta duge (Tinh bét mi, Dicalci phosphat, Lactose, Povidon K30, Tale, “Magnesi stearat, Collold al 

anhydrous silica, Sodium starch glycolat, Hydroxypropyl methyl cellulose, Titan dioxyd, Polyethylen 

glycol 6000, Mau Jaune orange’s) vita Ai... ..cccccceeeeecscsseseseesesseecsesecssescseeeesecsseseseeesterteessere ones I vién 
4/ DANG BAO CHE: Vién nén bao phim 
S/ CHI DINH: 

- Fexofenadine ding diéu tr trigu chimg trong viém mii dj (mg theo mua, may day man tinh v6 

cin o ngudi Ién va tré em trén 6 tudi. 
6/ CACH DUNG —- LIEU DUNG: 

- Cach ding: Thuong ding dudng udng, thoi diém udng thudc khéng phy thude vao bia dn. 

- Lieu dung: 

+ Nguoi lon va tré em trén 12 tudi: Liéu thudng ding 60mg x 2 lin/ ngay hodc 180mg x | lan/ngay. 

* Nguoi suy than: 

+ Nguoi lon va tré em trén 12 tudi bj suy thin hay phai tham phan mau: Liéu ding 60mg x | 1an/ 
ngay. 

* Neudi suy gan: Khéng can diéu chinh liéu. 

7/ CHONG CHI DINH: 
- Nguoi c6 tién str qua man fexofenadine hoac bat ky tthanh phan nao ciia thudc. 

8/ CANH BAO VA THAN TRONG KHI DUNG THUOC: 
- Than trong theo déi khi ding Fexofenadine cho ngudi da cé nguy co tim mach. 

- Can khuyén ngudi bénh khong ty ding thudc khang histamin nao khac khi dang sir dung 
Fexofenadine. 

- Than trong dung thudc trong khi lai xe hoac diéu khién may moc di héi phai tinh tao. 
- Than trong déi voi ngudi cao tudi va ngudi suy giam chic nang than. 

- Thude c6 chira ta duge lactose khéng nén ding cho bénh nhan cé van dé di truyén hiém gap 

khéng dung nap galactose, thiéu hut lactase nang hodc kém hap thu glucose-galactose. 

9/ SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 
- Khong dung Fexofenadine hydrochloride néu ban dang mang thai, trir khi can thiét. 

- Thai ky cho con bu: Khong duge khuyén khich ding Fexofenadine cho phu nit dang cho con bu 
(do da cé bang chimg cho thay thudc bai tiét qua sita me). 

10/ TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC: 
- Do thuéc gay nhuc dau, buén ngu, chong mat nén can thin trong khi lai xe hoaic diéu khién may 

moc doi hoi phai tinh tao. 

11/ TUONG TAC, TUONG KY CUA THUOC: 
- Erythromycin va Ketoconazol lam tang nong do va dign tich duéi duong cong nong d6 — thoi 

gian cua Fexofenadine trong mau do lam tang hap thu va giam thai trir khi ding thudc nay. 

- Thuéc khang acid chtra nhém, magnesi néu dung déng thoi voi Fexofenadine sé lam giam hap 
thu thuée. Vi vay phai dung cac thudc nay cach nhau khoang 2 gid. 

12/ TAC DUNG KHONG MONG MUON: 

*Thuong gap, ADR > 1/100 

- Than kinh: Bu6n ngu, mét moi, dau dau, chong mat, mat phdi hgp (dic biét 6 ligu cao va & tré em 
hoac nguoi gia), suy giam tam than van dong. 

- Tiéu hda: Buon nén, non, khé tiéu, dau ving thugng vi, tang trao nguge da day 
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- Khac: Netra hong, ho, sét, viém tai gitra, viém xoang, dau lung. 

* it gap, 1/1000<ADR < 1/100 
- Than kinh: Sq hai, roi loan gidc ngu, ac mong, I lan, 

- Tim mach: Hoi hop, loan nhip. 

- Ticu héa: Khé miéng, dau bung. 

* Hiem gap, ADR < 1/1000 

- Da: Netra, may day, ban do, 

- Phan ung qua man: Chodng phan vé, pha mach, tre ngyc, co that phe quan, kho tho, 

- Mau: Roi loan mau, giam bach cau, giam tiéu cau, thiéu méu t tan huyét. 

“Thong bdo cho bac si nhitng tac dung khéng mong muon gap phai khi ste dung thudc”. 

13/ QUA LIEU VA CACH XU TRI: 
- Théng tin vé d6c tinh cAp cha Fexofenadine cdn han ché. Tuy nhién cde biéu hign qué ligu nhu 

budn ngu, chong mat, khé miéng da duge bdo cdo. 
- Cach xir tri: Sur dung cac bién phap thong thudng dé loai bo phan thudc con chua duge hap thu a 

Ong tiéu héa, Dieu tr ho tro va diéu tr trigu chimg. Thim phan mau lam gidm ndng dé thudc trong 

mau khéng dang ké khoang 1,7%. Khéng 6 thude gidi déc dic hiéu, 
14/ DAC TINH DUQC LUC HOC: 

- Fexofenadine la thuéc khang histamine thé hé hai, c6 tac dung di khang dc higu va chon loc 

trén thy thé H, ngoai vi. Thudc la mét chat chuyén héa cé hoat tinh cia Terfenadin nhung khong con 
doc tinh doi véi tim do khéng ire ché kénh kali lién quan dén sy tdi cue té bao co tim. Fexofenadine 
khéng c6 tac dung dang ké di khang acetylcholine, déi khang dopamin va khéng cé tac dung tre che 
thy thé alpha, hoac beta-adrenergic. O liéu diéu tri, thudc khong gay ngu hay anh huong dén than kinh 

trung wong. Thudc cé tac dung nhanh va kéo dai do thuéc gin chim vao thu thé H,, tao thanh phire 
hgp bén vimg va tach ra cham. 

15/ DAC TINH DUQC DONG HQC: 
- Thudc hap thu tot khi ding duéng uéng. Sau khi uong mét vién nén 60mg, nong d6 dinh trong 

trong mau khoang 142 nanogam/ml, dat dugc sau 2 — 3 gio. Néu udng dung dich Fexofenadin 60mg, 

2 lan m6t ngay, nong 46 dinh trong mau 6 trang thai can bing khoang 286 nanogam/ml, dat duge sau 
khoang 1,42 gio. Thue an lam giam nong 46 trong huyét tuong khoang 17% nhung khong lam cham 
thoi gian dat nong do dinh cua thuéc, 

- Ti lé lién két voi protein huyét tuong cla thudc 1a 60 — 70%, chu yéu 1a véi albumin va alpha, - 
acid glycoprotein. Thé tich phan bo la 5,4 - 5,8 livkg. Fexofenadin khéng qua hang rao mau — nao. 

Xap xi 5% liéu dung cla thuéc duge chuyén hda. Khoang 0,5 — 1,5% duge chuyén héa 6 gan; 3,5% 
duoc chuyén héa thanh dan chat este methyl chu yéu nhé hé vi khuan duéng rust. 

- Thai gian ban thai cua fexofenadin khoang 14,4 gid, kéo dai hon 6 ngudi suy than. Thudéc thai 
trir cha yeu qua phan (80%), 11 — 12% lieu ding duge thai trir qua nude tiéu dudi dang khong déi. 
16/ QUY CACH DONG GOI: 

Dong trong vi, vi 10 vién x hop 1 vi, 5 vi, 10 vi. Hoac dong chai 100, 200 vién nén bao phim. Co 

toa huong dan kém theo. Déng trong thing carton. 
17/ DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC: 

Piéu kién bao quan: 
Bao quan 6 nhiét do dudi 30°C, noi khé mat, tranh anh sang. 

Han dung: ; 
36 thang ke tir ngay san xuat 

Khéng ding thuéc qua han. 

Tiéu chuan chat lugng thuée: Thudc sx theo TCCS 

18/ TEN VA DIA CHI CO SO SAN XUAT: 

CTY CO PHAN DUGC MINH HAI 
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