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A & MS: 02.0600
1I/TEN THUOC:

TEL-GEST 60mg

2/ CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Dé xa tam tay tré em

Doc ky hurdmg dan sir dung tirdge khi ding

Néu can thém théng tin xin hoi v kién Bic si
3/ THANH PHAN: Cho mdt vién nén bao phim.

FFexofenadime hydrocloride . ..60mg

T4 duge (Tinh bot mi, Dics ||Ll phmphm anlmc Powdon KJO F.lh. Magnc‘u stcarat, (uII(nd.ul
anhydrous silica, Sodium starch glycolat, Hydroxypropyl methyl cellulose, Titan dioxyd, Polycthylen
glycol 6000, Mau Jaune orange’s) VA AU ..cooeieieeieeiosccre s sse st sasnssssesssaesns e e | vién
4/ DANG BAO CHE: Vién nén bao phim
S/ CHI DINH:

- Fexofenadine dung didu trj tri¢u chimg trong viém mii dj img thco mua, may day man tinh vo
can o ngudi 1om va tré em trén 6 tubi.
6/ CACH DUNG - LIEU DUNG:

- Cach dung: Thuong dung dudomg uéng thori diém udng thude khong phy thude vio bira an.

- Licu dung;

+ Nguoi 16m va tré em trén 12 tudi: Licu thudng dung 60mg x 2 1in/ ngay hodc 180mg x | lan/ngay.

* Ngud suy than:

+ Nguoi 1ém va tré em trén 12 tdi b suy thin hay phai thaim phin méu: Liéu ding 60mg x 1 lan/
ngay.

* Nguoi suy gan: Khong cén diéu chinh liéu.
7/ CHONG CHI DINH:

- Ngudi ¢o tién sir qua man fexofenadine hodc bét ky tthanh phén nao cta thude.
8/ CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Than trong theo ddi khi dung Fexofenadine cho ngudi da ¢6 nguy co tim mach.

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

- Than trong ding thude trong khi i xe hodc diéu khién may méoc doi hoi phai tinh tao.

- Than trong d6i vdi ngudi cao tudi va ngudi suy giam chirc nang than.

- Thude ¢6 chira ta duge lactose khong nén dung cho bénh nhan ¢6 van dé di truyén hiém gap
khong dung nap galactose, thiéu hut lactase ning hozic 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.

- Thoi ky cho con bu: Khong dugce khuyén khich dung Fexofenadine cho phu nir dang cho con bu
(do da cé bang chimg cho thiy thudc bai tiét qua sira me).
10/ TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

- Do thude gay nhirc dau, buon ngt, chong mit nén cin thin trong khi lai xe hoac diéu khién may
moc doi hoi phai tinh tao.
11/ TUONG TAC, TUONG KY CUA THUOC:

- Erythromycin va Ketoconazol lam tang nong d¢ va di¢n tich dudi dudng cong nong do — thoi
gian cua Fexofenadine trong méau do lam tdng hap thu va glém thai trir khi dung thude nay.

- Thuéc khang acid chia nhoém, magneS| néu dung dong thoi voi Fexofenadine sé lam giam hap
thu thude. Vi vy pha1 dung cac thude nay cach nhau khoang 2 gio.
12/ TAC DUNG KHONG MONG MUON:

*Thuong gap, ADR > 1/100

- Théan kinh: Budn ngu, mét moi, dau dau, chong mit, mat ph01 hop (dic bigt & liéu cao va & tré em
hodc nguai gia), suy giam tim than van dong.

- Tiéu hoa: Budn nén, non, kho tiéu, dau viing thuong vi, tang trao ngugc da day
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- Khac! Ngira hong, ho, sot, viém tai gitra, viém xoang, dau lung,

* [t gap, 1/1000<ADR < 1/100
- Than kinh: S¢ hai, roi logn gidic nga, dc mgng, I lan,

- Tim mach: Hoi hop, loan nhyp.

- Ticu héa: Khé mig¢ng, dau byung.

* Hiém gap, ADR < 171000

- Da: Ngura, may da) ban do.

- Phan timg qua man: Chodng ph’m v§, phi nwc.h itre nguc, co thit phL quin, khé tha.

- Mau: Roi loan mau, giam bach cau, giam tiéu L'Ill thiéu mﬁu tan huyLl

“Thing bdo cho bac si nhitng tdc dung khing mong mudn gdp phai khi sie dung thuic”.

13/ QUA LIEU VA CACH \U TRI:

- Théng tin v¢ dc tinh cip cua Fexofenadine con han ché. Tuy nhién cic biéu hi¢n qua licu nhur
budn nga, chong mat, khé mi¢ng da duge bao cdo.

- Cach xar tri: Su dung cac bién phap thong thurdmg dé logi bo phin thude con ChlId dugce lup thu o
ong tiéu hoa. Diéu trj ho trg va didu tr tricu chimg. Tham phan mau lam giam ndng do thude trong
méu khong dang ké khoang 1,7%. Khong ¢6 thube gidi doc dic hi¢u.

14/ DAC TINH DUQC LU'C HOC:

- Fexofenadine la thude khang histamine thé hé hai, cé tac dung d6i khang dic hi¢u va chon loc
trén thy thé H, ngoai vi. Thude 1a mt chit chuyén hoa cé hogﬂ tinh cua Terfenadin nhung khong con
doc tinh doi vl tim do khong e ché kénh kali lién quan dén syr tdi cyuce té bao ca tim. Fexofenadine
khong ¢6 tac dung dang ké d6i khang acetylcholine, d6i khang dopamin va khong c6 tac dung (e ché
thu thé alpha, ho.tac beta-adrenergic. O liéu diéu tri, thudc khong gy ngi hay anh hucng dén thin kinh
trung uong. Thude ¢6 tac dung nhanh va kéo dai do thude gin chdm vao thu thé H,, tao thanh phirc
hop bén vimg va tach ra chim.

15/ DAC TINH DUQC DONG HQC:

- Thudc hap thu tét khi dang dudmg uéng. Sau khi uéng m@t vién nén 60mg, nong do dinh trong
trong mau khoang 142 nanogam/ml, dat duge sau 2 - 3 gio. Néu udng dung dich Fexofenadin 60mg,
2 lan mgt ngay, nong do dinh trong mau & trang thai cin bing khoang 286 nanogam/ml, dat dugc sau
khoang 1,42 gio. Thirc an lam giam nong do trong huyét tuong khoang 17% nhung khéong lam cham
thot gian dat nong d9 dinh cua thude,

- Ti I¢ lién két voi protein huyet tuong cta thudc 1a 60 — 70%, chi yéu 1a voi albumin va alpha, -
acid glycoprotein. Thé tich phan b la 5,4 - 5.8 livkg. Fexofenadin khéng qua hang rio mau - ndo.
Xiap xi 5% liéu dung cua thudc duge chuyén héa. Khoang 0,5 - 1,5% dugc chuyén héa & gan; 3,5%
duge chuyén héa thanh din chat este methyl chi yéu nhé hé vi khudn duong rugt.

- Théni gian ban thai cua fexofenadin khoang 14,4 gid, kéo dai hon & ngudi suy than. Thude thai
trir chii yéu qua phan (80%), 11 — 12% liéu dung dugc thai trir qua nude tiéu dudi dang khong doi.
16/ QUY CACH PONG GOI:

Poéng trong vi, vi 10 vién x hop 1 vi, 5 vi, 10 vi. Hodic dong chai 100, 200 vién nén bao phim. Co
toa hudéng dan kém theo. Déng trong thing carton.

17/ PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC:

Piéu kién bao quan:

Bao quan ¢ nhiét d¢ dudi 30°C, noi khé mat, tranh anh sang.

Han dung: _

36 thang ké tir ngay san xuat

Khéng ding thuoc qua han.

Tiéu chuan chét lugng thude: Thude sx theo TCCS
18/ TEN VA DIA CHI CO SO SAN XUAT:

CTY CO PHAN DUGC MINH HAI
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