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HUGNG DAN SU DUNG
Doc k§ hudng dan st dung trrde khi ding
Hoi Béc s§ hoac Duoc sy dé biét thém thong tin chi tiét

INFLEX 120
(Vién nén fexofenadin hydrochlorid 120 mg)

PHAN LOAI PIEU TRI: khang histamin, d6i khang thu thé H;, khong gy ngu.

THANH PHAN:

M4i vién nén bao phim chira: /

Hoat chat: Fexofenadin hydrochlorid. ..., Ao 120 mg

Ta duge: Hoén hop phun khé cua microcfystfiin cellulose va lactose. croscarmeilose natri. tinh
bot tién-gelatin hoa, colloidal silicon dioxid, magnesi stearat, opadry mau héng.

DANG BAO CHE: vién nén bao phim

PONG GOI: mbi vi 10 vién; 03 vi duge déng trong 1 hdp carton va t& hudng din st dung.

DUQC LUC HQC:

Fexofenadin 1a thude khdng histamin thé hé hai, cé tac dung d6i khang dic hidu va chon loc trén
thu thé H, ngoai vi. Thudc |4 mot chat chuyén héa c6 hoat tinh cta terfenadin nhung khéng ¢on
dde tinh dbi véi tim do khdng e ché kénh kali 1ién quan dén sir tai cuc co tim. Fexofenadin tac
dung khong dang ké dbi khang acetyl cholin, doi khang dopamin va khong c6 tac dung trc ché
thu thé alpha; hozc beta- -adrenegic. O lidu didu tri, thude khong gay buon ngu hodc tac dung [én
hé thén kinh trung wong. Thube ¢6 tac dung nhanh va kéo dai do thude gin cham vao thy thé H,.
tao thanh phuic hop bén viing va tach ra chim.

DUQC PONG HOC:

Fexofenadin hydrochlorid diroc hip thu tét sau khi udng. Dat ndng d6 tbi da trong huyét trong
trung binh khoang 2.6 gi¢. Sau khi udng 60mg, nong dé dinh trong mau la 142 ng/ml. Néu ubng
dung dich fexofenadin hydrochlorid 60mg x 2 14n / ngay, néng d6 dinh trong mau la o trang théi
can bang khoang 286 ng/ml, dat duge sau khoang 1,42 gid, Thire &n lam giam néng d6 dinh P
trong mau khoang 17% nhung khong lam giam thoi gian dat nong dd dinh cua thude. Duoc
dong hoc cua fexofenadin tuyen tinh voi ]1eu 161 120 mg x hai lan mbi ngay. 60-70%
fexofenadin gan vai protein huyét tuong, chu yéu véi albumin va ay-acid glycoprotein. Thé tich
phéan b 1a 5.4 — 5,8 lit / kg. Khong rd thude ¢ qua nhau thai va sira me khéng. nhung khi dung
terfenadine da phat hién duge fexofenadin 14 chat chuyén hoa ciia terfenadin trong sita me. e
Fexofenadin khdng qua hang rao mau nio.

Xap xi 5% cuia tbng lidu diing cua thube duge chuyén héa. Khoang 0.5 — 1.5% ¢ gan nho hé

enzym cytochrom Pasy thanh chat khéng ¢6 hoat tinh. 3,5 % duoc chuyén héa thanh dan chat

ester methyl, chi yéu nhd hé vi khudn rudt. Nira doi thaj trir cua fexofenadin khoang 14,4 gio,

kéo dai hon & ngudi suy than. Xdp xi 80% liéu dung duge phat hién trong phan va 11% - 12%

lidu dung duoc dao thai qua nude tidu dudi dang khong bién doi.

CHI PINH:
Fexofenadin dugc chi dinh diéu tr1 cac triéu chung cua viém miii di ing theo mua, may day man
tinh vO can ¢ nguoi lom va tre em trén 6 tudi.

LIEU LUONG VA CACH DUNG:

Thude duoc dung dudng udng, thoi diém udng thude khéng phu thude vao bira an.

. Diéu tri triéu chitng lién guan viém miii dj wng theo mua : Liéu dé nghi cho ngudi lon la
60 mg x 2 1an mdi ngay hodc 120 mg — 180 mg, 1 1an mdi ngay. Liéu cao hon co thé ting tGi
240 mg x 2 1in / ngay nhung khong lam tang thém tic dung.

. Diéu tri mé day man tinh vé can: Liéu dé nghi cho ngudi 16n va tré em trén 12 tubi 1a 60
mg x 2 lan mai ngay.

Liéu lwong cho ngwdi suy than: Lidu khoi ddu didu tri 1a 60 mg mét lan mdi ngay.

« Tré em dwéi 12 tudi: Khong chi dinb vi dang bao ché nay khé phan liéu,

Nguwii suy gan: Khdng cin diéu chinh liéu
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CHONG CHI PINH:

Nhirng bénh nhan dugc biét c6 min cam voi bat ky thanh phan nao cua thudc.

Khong diing vién ¢é ham lugng 180 mg cho ngudi suy than.

Tre em dudi 12 tudi vi khé phén liéu

CANH BAO VA THAN TRONG:

Tuy thude khéng cé doc tinh trén tim nhu chit me terfenadin, nhung van can phai than trong
theo doi khi ding fexofenadin cho nguti dd c6 nguy co tim mach hoac da ¢é quang Q-T kéo dai
tr truoe.

Can khuyén cdo ngudi bénh khong ding thém chit khdng histamin nao khac khi dang sir dung
fexofenadin.

Ciing gidng nhu hdu hét cic loai thudc mdi, chua cé du nhimg dir Jiéu an toan trén bénh nhén
cao twdi (trén 65 tudi), suy gan, do d6 phai sir dung fexofenadin hydrochlorid mét cdch than
trong cho nhitng bénh nhan nay.

D6 an toan va tinh hiéu qua coa thude & tre em dudi 6 Iu(")'i chua xac dinh dugc.

Can ngimg fexofenadin it nhat 24 — 48 gior trude khi tien hanh cac thu nghiém khang nguyén
tiém trong da.

THOI KY €O THAI VA CHO CON BU: (v /

Sir dung cho phy nir ¢6 thai: Khong c6 du kinh ni, vé sir dung fexofenadin hydrochlorid cho
phu nit ¢é thai. Vi cling glong nhu céc thude khéc, chi dung fexofenadin cho phu nir cé thai khi
loi ich cuia ngudi me hon han nhitng nguy co ¢6 thé ¢é cho thai nhi.

St dung cho cdc ba me dang cho con ba:

Khéng o thude cé bai tiét qua sira me khong, vi vay cin than trong khi dung fexofenadin cho
cac ba me dang cho con ba.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Tuy fexofenadin it giy budn ngii, nhung van can than trong khi 1ai xe hodc van hanh may méc
dadi hoi phai tinh tao.

TAC DUNG KHONG MONG MUON (ADR)

Céc nghién ctru 14m sang ¢o kiém tra d3 ghi nhén cac tac dung khdng mong mudn & nhém nguoi
dang dung fexofenadm cling tuong tu nhu duge quan sat trén nhom placebo. Cac  tac dung
khéng mong mudn cua thude khéng bi anh huong boi liéu dung, tudi. gidi va chung toc cua
bénh nhén.

Thuong gdp. ADR > 1100

Thén kinh: Bubn ngu, mét moi, dau dau. mit ngu. chéng mat.

Tiéu héa: Buén nén, kho tidu.

Khac: Nhiém virus (cam, cim), dau bung kinh, nhiém khuin hd hép trén. ngira hong. ho st
viém tai gitta, viém xoang, dau lung.

It gap, 171000 < ADR < 1/100

Théan kinh: Sg hii. réi loan gidc ngu, ac mdng.

Tiéu hoa: Khd miéng, dau bung.

Hiém gap. ADR < 1/1000

Da: Ban. may day, ngua.

Phan {mg qua man: Phi mach, tirc nguc. kho thé. do bimg, chodng phan vé.

Bao cho bic s¥ tmng truromg hop xay ra bét cir tic dung phu nao ¢é lién quan dén sir dung thuée
Huéng din cich xir tri ADR

Cac tac dung khong mudn thuong nhe, chi 2,2% ngudi bénh phai ngimg diéu tri do cac tac dung
khong mudn cua thube

TUONG TAC THUOC:

+  Khi ding ddéng thai fexofenadin hydrochlorid v&i erythromycin. ketoconazol lam tang nong
do fexofenadin trong huyét tuong 2-3 1an, Can theo ddi bénh nhan do c6 kha ning ting 1ac
dung phu cua fexofenadin

. Khong co sy tuong tac gitta fexofenadin va omeprazol. Tuy nhién, ding thube khang acid co
chira nhém va magnesi hydroxid 15 phit trude khi udng fexofenadin hydrochlorid sé lam
giam hap thu thude o duong tiéu héa. Nén sur dung fexofenadin hydrochlorid trude cac thude
khéng acid ¢6 chira nhém va magnesi it nhét 2 gio.
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QUA LIEU: .

Chua c6 truong hop qua liéu cap tinh nao cua fexofenadin hydrochlorid dugc thong bao. tuy
nhién, budn ngu, chéng mét, khé miéng dé dugc bao cao. Xur ly cac truong hop qua liéu 1a can
phai loai bo phan thuoc chua duge hap thu o duong tiéu héa. Tham tach mau lam giam nong do
fexofenadin hydrochlorid trong mau khong dang ké (1,7%). Khong c6 thudc giai doc dac hiéu.
HAN DUNG: 36 thang ké tir ngay san xuat.

Khéng dung thudc khi qua han cho phép

TIEU CHUAN: Tiéu chuén ctia Nha san xuét

BAO QUAN: Pé & nhiét do dudi 30°C. Tranh 4m va anh sang

DE THUOC XA TAM TAY TRE EM

Tén va dia chi nha sin xuat:
IND — SWIFT LIMITED (Global Business Unit) N~
Dia chi: Village Jawaharpur, Off. NH-21, Derabassi, Dist S Nagar (Mohali), An Do '
Pién thoai: 91-1762-522288, 89, 90 3
Fax: 91-1762-285178 )
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