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Danapha = Ifa

DOC K HUGNG DAN SU DUNG TRUGC KHI DUNG - BE XA TAM TAY TRE EM

TEN THUOC: DANAPHA - TELFADIN
THAMH PHAN - HAM LUONG: Mbi vién nén bao phim chira
Thanh phan hoat chét
Fexofenadin hydroclorid 60 mg
Théanh phén t4 dwoc
Eragel, Microcrystalline celluiose 102, sodium starch glycolate, DSS granular, povidon K30, Aerosil,
- magnesi stearat, HPMC 606, HPMC 615, maltodexdrin, talc, titan dioxyd, polyethylen giycol 400, mau
sunset yellow.
DANG BAO GHE: Vién nén bao phim hinh biu duc, mau vang cam nhat, mdt mét o6 sé "06", mét
kia nhdn, canh va thanh vién lanh lan. ’
cHIDINH
- Didu 4 trigu chieng trong viém mii di &ng.
- Bidu tri cac triéu chirng cda bénh mé day vo can man tinh,
LIEU DUNG - CACH DUNG
Thubce dung dudng ubng, thori didm udng thude khong phu thude vao bira &n. Dung theo huéng dan
clia Bac sT hodc lidu trung binh 13
- Nguoi [6n va tré em tir 12 tudi ré Ién: 1 vién x 2 tin/ngay.
- Tré em duwdi 12 tudi: St dung dang bao ché khac thich hop.
- Nguwoi suy than: Nguoi 16n va tré em tev 12 tubi tré 1én bj suy than: 1 vién x 1 laningay.
- Nguoi suy gan: Khong can digu chinh lidu.
CHONG CHI DINH
Bénh nhan co tién st qua mén véi fexofenadin hodc bat ky thanh phan nao cia thuée.
CANH BAO VA THAN TRONG KHI DUNG THUOC
- Can than trong, theo ddi khi diing fexofenadin cho ngwdi da cé nguy co tim mach hodc da c6
khoéng QT kéo dai tir trude. .
- Can than trong khi ding thém thudc khang histamin khac khi dang st dung fexofenadin.
- Can thén trong va didu chinh lidu thich herp khi ding thubc cho ngudi ¢6 chire nang than suy gidm
vi ndng dd thubc trong huyét twong tang do thai gian ban thai clia thude kéo dai.
- Thubc chira ta duoc mau sunset yellow, cd thé gay phan tng dj tng.
S DUNG THUOC CHO PHY N CO THAI VA CHO CON BU
Phu nir mang thai .
Chura ¢6 nghién clru duoc kidm soat tét va day di ¢bi véi phu nir mang thai. Fexofenadin chi nén
Guge st dung trong qua trinh mang thai khi that can thiét.
Phu niv cho con bl
Fexofenadin Gugc bai tiét qua stva me. Khuyén cao cén than trong khi siv dung fexofenadin cho phy
' nlr dang trong thoi ky cho con bu. .
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Tuy fexofenadin it gay budn ngl nhung van can than trong khi dang I4i xe hodc van hanh may mac.
TUONG TAG, TWONG KY CUA THUGC
. - Erythromycin va ketoconazol 1am t&ing ndng dé va dién tich dwoi dwong cong nbng do - thoi gian
cua fexofenadin trong mau, co ché co thé do lam tang hap thu va gidm thai trlr thudc nay. Tuy nhién,
twong tac khdng co y nghia trén 1am sang.
- Thudc khang acid chira nham, magnesi néu ding déng thoi voi fexofenadin s& 1am gidm hap thu
thudc, Vi vay phai diing céc thude nay cach nhau khodng 2 gitr.
TAC DUNG KHONG MONG MUON CUA THUGC
Thuong gap (ADR 2 1/100)
- Than kinh: Budn ngli, mét moi, dau dau, mat ngl, chéng mét.
- Tigu hoéa: Budn ndn, kho tiéu.




3

- Khac: Nhiém virus (cam, cim), Gau bung kinh, nhidm khuén hé h&p trén, ngta hong, ho, sét, viem
tai gitra, viém xoang, dau fung.

Jt géip (1/1000 < ADR < 1/100)

- Than kinh: S hat, réi loan gide ngd, ac mong.

- Tidu hoa: Khd miéng, dau bung.

Hiém gép (ADR < 1/1000)

- Da: Ban, may day, ngiva.

- Phan rng qua mén: Phi mach, tkc ngue, kho thd, d6 birng, choang phan vé.

* Théng bao cho Bac si céc tac dung khéng mong mudn gap phai khi ding thude.

QUA LIEU VA CACH XU¥ TRi

Céc tridu chang cia qua lidu bao gdm budn ngl, chong mat, khé miéng. Khong cé thuée giai doc
dic hidu danh cho fexofenadin. Khuyén céo didu tri triéu ching hogic hé tro' khi qué lidu fexofenadin
xay ra. Fexofenadin khong duoc loai bd mét cach higu qua bang phwong phap thém phan.

CAC DAC TINH DUPG'C LUC HOC, DIWQ'C BONG HOC

Dwoc lwe hoc

Nhém didu trj: Thubc khang histamin thé hé 2, dbi khang thu thé He
Ma ATC: ROBAX26 .
Fexofenadin |a thudc khang histamin thé hé hai, co tac dung déi khang ¢ hiéu va chon loc trén thy
th& H.. Thubc & mét chét chuyén hoa co hoat tinh cla terfenadin nhung khong con dac tinh @bt véi
tirm do khong e ché kanh kali #én quan dén sw téi cuc té bao co tim. Fexofenadin khong cd tac dung
dang ké @81 khang acetylcholin, i khang dopamin va khéng co tac dung e ché thu thé alphas -
adrenergic hodc beta - adrenergic. O lidu didu tri, thudc khdng gay ng hay anh hudng dén than kinh
trung wong. Thudc ¢6 tac dung nhanh va kéo dai do thube gan cham vao thy thé Hi tao thanh phic
hop bén viing va tach ra cham.

Dwegre dong hoc

- Hép thu: Thuéc hép thu 16t khi ding dwong udng. Sau khi udng 1 vién nén 60 mg, ndng d6 dinh trong
mau khodng 142 ng/mi, dat Guoc sau 2 - 3 giv. Thire an 1am gidm ndng d6 dinh trong huyét twong
Khodng 17 % nhwng khong lam cham thoi gian dat ndng do dinh clia thudc.

- Phan bd: Ty I8 lign két voi protein huyét trong clia thuée 1a 60 - 70 %, chd yéu ia voi albumin va
alphas - acid glycoprotein. Thé tich phan bé 1a 5,4 - 6,8 lit/kg. Khéng ré thudc ¢6 qua nhau thai hay
bai tiét vao siva me hay khong, nhung khi ding terfenadin da phat hién dugc fexofenadin la chat
chuyé&n hoa cla terfenadin trong stra me. Fexofenadin khdng qua hang rao mau - ndo.

- Chuyén hoa: X4p Xi 5 % fidu ding ciia thubc duoc chuyén héa. Khoang 0,5 - 1,5 % duoc chuyén
héa & gan nho hé enzym cytochrom P450 thanh chét khang 6 hoat tinh. 3,5 % duoc chuyén héa
thanh dan chét ester methyl, chi yéu nhe hé vi khudn rudt.

- Thai trie: Thevi gian ban thai cla fexofenadin khodng 14,4 gity, kéo dai hon & ngudi suy than. Thube
thai trir chil yéu qua phan (xap xi 80 %), 11 - 12 % lidqu ding dwoc thai trir qua nuwdc tiéu dudi dang
khéng adi.

CAC DAU HIEU LUU Y VA KHUYEN CAO

- Khéing dung thudc qué han st dung. Khang diing thude néu thay o6 déu hiéu hu hdng, gia mao.

- Boc ky hudng dan st dung thudc truéc khi ding. Mudn biét thém thong tin, xin hdy héi y kién cia
Béc si hodc Duge st

QUY CACH BONG GOI: Thudc ép trong vi 10 vién nén bao phim, hdp 1 vi co kém theo to hudng
dan sy dung.

BIEU KIEN BAO QUAN: Noi khd thoang, tranh anh séng, nhiét @6 dudi 30 °C.

HAN DUNG: 36 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LUONG: TCCS

Ngay xem xét siva di, cap nhat ndi dung hwéng dén s dung thude: 09/01/2024

Co’sé san xuét
CONG TY €O PHAN DUQC DANAPHA
253 Ding ST Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé, TP. Ba Néng, Viét Nam
Tel: 0236.3760130/0236.3760131 Fax: 0236.3760127
Email: Info@danapha.com
Va phéan phdi trén toan qudc




