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1 HANH I’HAN Mai vién nén bao phim chita

| Fexofenadin hydroclorid.............cooooiiiiiiiiiiiiiii e, _ __6031{;__

: - Ta duoce (Lactose monohydrat, Eragel, Tinh bot mi, Avicel 102, Povidon K 30,
‘ ‘ DST. Natri docusat, Aerosil, Magnesi stearat, HPMC 606, HPMC 615, Talc.
‘ ! Tween 80. Maltodextrin, Titan dioxyd. Polyethylen glycol 400. Mau sunset
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 DUQC LUC HOQC:
' - Fexofenadin la thude khang histamin thé hé hai. ¢6 tac dung déi khang dac hié¢u va chon loc trén

thu th¢ H; Thuoce la mdt chat chuyén hoa ¢ hoat tinh cua terfenadin nhung khong con dde tinh
doi voi tim do khong (re ché kénh kali lién quan dén su tai cuc t€ bao co tim. Fexofenadin khong
co tac dung dang ké doi khang acetylcholin, doi khang dopamin, va khong ¢6 tac dung te ché thu |

thé alpha l-adrenergic. hodc beta-adrenergic. O liéu diéu tri. thude khong giy ngu hay anh
huong dén than kinh trung wong. Thude c6 tac dung nhanh va kéo dai do thude gin cham vao thu
thé H, tao thanh phtrc hop bén ving va tach ra chim.

DUQC PONG HOC:

-Hép thu: thude hép thu ot khi dung duong udng. Sau khi uéng 1 vién nén 60 mg, ndng dé dinh
trong mau khoang 142 ng/ml, dat dugc sau 2-3 gio. Thirc an lam giam néng do dinh trong huyét :
twong khoang 17% nhung khong 1am cham thoi gian dat ndng do dinh cua thude. .

-Phan bd: ti 1¢ lién két vai protein huyét tuong cta thude 1a 60-70%. chu yéu la voi albumin va |
alpha;- acid glycoprotein. Thé tich phan b6 l1a 5.4-5.8 lit/kg. Khong rd thude ¢6 qua nhau thai hay '
bai tiét vao sira me hay khong. nhung khi ding terfenadin da phat hién duoc Fexofenadin 1a chat |
chuyén hoa cua terfenadin trong stra me. Fexofenadin khong qua hang rao mau - néo.

~Chuyén héa: xdp xi 5% liéu dang cua thube duge chuyén hoa. Khoang 0.5 - 1,5% duge chuyén I
hoa ¢ gan nhd hé enzym cytochrom P450 thanh chat khong c6 hoat tinh. 3.5% duge chuyén hoa |

thanh dén chat ester methyl, chu _\,-'éu nho hé vi khuan rudt.
| -Thai trir: ntra doi thai trir cua Fexofenadin khoang 14.4 gio, kéo dai hon ¢ nguoi suy than. Thuoc |
' thai trir chu yéu qua phan (xap xi 80%). 11-12% liéu ding duoc thai trir qua nude tiéu dudi dang |

' khong doi.

CHI DINH:

- Diéu tri triéu chimg trong viém mii di tmg.

- Diéu tri cac triéu chimg cua bénh mé day vo can man tinh.
LIEU LUQNG VA CACH DUNG:

Thude dung duong udng. thoi diém uong thude khong phu thude vao bira an. Dung theo hudng |

| = y i ” po y . |
dan cua bac si hoac li¢u trung binh la: /%/
- Newoi lon va tre em tir 12 tudi tro lén: 1 vién x 2 lan/ngay |

- Tre em dwdi 12 toi: st dung dang bao ché khac thich hop.

- Nguoi suy than:
| +Nguoi lon va tré em tie 12 tudi tro lén bi suy thdan: 1 vién x 1 lan/ngay.

| - Nguoi suy gan: khong « Ld!l dieu chinh licu.




CHONG CHI DINH:
' - Bénh nhin ¢6 tién sir qua man vai Fexofenadin hodc bat kv thanh phan nao cua thude.
' THAN TRONG:
! - Cén than trong theo ddi khi ding Fexofenadin cho nguoi da ¢ nguy co tim mach hodc da co
| klw‘ang Q-T kéo dai tir trude. !
| - Can than trong khi dung thém thudce khéng histamin khac khi dang su dung Fexofenadin.

- Can than trong va diéu chinh lidu thich hop khi dang thube cho nguoi ¢o chirc nang than suy
i giam vi nong d¢ thude trong huyét tuong ting do nira doi thai trir cua thude kéo dai.
' SUDUNG CHO PHU NU' CO THAI VA CHO CON BU:
' - Chua c6 nghién ctru duge kiém soat tot va day du doi vai phu niv mang thai. Fexofenadin chi nén
| duge sur dung trong qua trinh mang thai khi that can thiét.

' - Fexofenadin duoc bai tiét qua sita me. Khuyén cao can than trong khi su dung Fexofenadin cho
i phu nir dang trong thoi ki cho con ba.

'SUDUNG CHO NGUOI LAI XE VA VAN HANH MAY MOC:

' Tuy Fexofenadin it gay budn ngu. nhung van céan than trong khi dang lai xe hodc van hanh may

moc.

TAC DUNG KHONG MONG MUON (ADR): :
Thudng hay gap ADR > 1/100: i
- Than kinh: budn ngu. mét moi. dau dau, mat ngu, chong mat. |
- Tiéu hoa: budn ndn. kho tiéu. i g
- Khac: nhiém virus (cam. cim). dau bung kinh, nhiém khuan ho hap trén, ngita hong. ho, sot. | <
i viém tai gitra, viém xoang. dau lung. o8
It gap: 1/1000 < ADR < 1/100
- Thén kinh: so hai. ri loan giac ngt. &c mong.
- Tiéu hoa: khoé miéng. dau bung. 10205, -
| Hiém gap ADR < 1/1000 e
- Da: ban. may day, ngtra. PHAN
- Phan g qua man: pht mach. tire ngye. kho tho. do bimg. choang phan vé. Jgc
Th ong bdo ngay cho Bic si cdc tic dung khong mong mudn gap phdi khi ding thuéc. VAP HA/‘
TUONG TAC THUOC: Ew.o
B Erythromycin va ketoconazol lam tang nong do va dién tich dudi duong cong nong do-thoi gian .
‘ cua Fexofenadin trong mau, co ché ¢6 thé do lam tang hép thu va giam thai trir thue nay. Tuy
nhién. tuong tac khong co y nghia trén lam sang.
- Thube khang acid chira nhom. magnesi néu ding ddng thoi voi Fexofenadin sé lam giam hép thu
thude. vi vay phai ding cac thude nay cach nhau khoang 2 gid. /@
SUDUNG QUA LIEU - oanl
| Céc triéu chimg cua qua liéu bao gdm budn ngu. chong mat, khé miéng. Khang ¢o thude giai doc
dac hiéu danh cho Fexofenadin. Khuyén céo diéu tri tricu chimg hodc hd trg khi qua lidu

phan.

KHUYEN CAO :

Fexofenadin xay ra. Fexofenadin khong dugc loai bo mot cach hi¢u qua bang phuong phap tham |




- Khon;, ding thude qua han ghi trén hop, hodc thude co nghl ngd vé chat lugng cua thude nhu:

vién bi u6t. bi bién mau.
- Poc ky hwéng din sir dung thube truée khi ding. Muén biét thém théng tin, xin hay hoi
- Bac st hoac Duoe si.

TRINH BAY VA BAO QUAN :

- Thude ép trong vi 10 vién nén bao phim, hdp 1 vi ¢6 kém theo to hudng dan sir dung.

- D¢ thude noi kho thoang, tranh anh sang, nhiét d6 dudi 30'C.
DE XA TAM TAY TRE EM.

- Han dung : 36 thang kc tr ngay san xual
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CONG TY CO PHAN DUQC DANAPHA
253 - Ding ST Thanh Khé - TP. Da Na’mg
Tel : 0511.3760130 Fax: 0511.3730127 Email : info@danapha.com
S6 dién thoai tw van: 0511.3760131 .
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