@ién nén bao phim

FEFASDIN 180

DE THUGC XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THANH PHAN CONG THUC THUOC: 1vién
Thanh phén dugc chat: Fexofenadin hydroClorid..........c.oeeveveueeriveieieeisieieeeereienns 180mg
Thanh phéan ta dugc gém: Lactose, tinh bot mi, avicel M101 (microcrystallin cellulose),
arbocel 80 (powdered cellulose), natri croscarmellose, povidon K30, magnesi stearat,
hydroxypropyl methylcellulose (HPMC) 2910, polyethylen glycol (PEG) 6000, talc, titan
dioxyd, mau dc’)o’xyd Y- | AR VHRAU s oo svvesssvsipassameni 1viénnén baophim
DANG BAO CHE: viénnén bao phim

MO TA SAN PHAM: Vién nén bao phim mau héng, mét mit cé gach ngang, mét mat tron,
canhvathanhviénlanhlan

CHIiBINH:

Fexofenadin dugc chi dinh dung diéu tr triéu chiing trong viém mi di Ging theo mua, may
day man tinh vé c&n & ngudi I6n va tré em trén 12 tusi.

CACH DUNG, LIEU DUNG:

* Ngudi I6n va tré em trén 12 tudi:

- Viém mii dj ting: Liéu théng thudng: 1vién/ngay, uéng trudc bia &n.

- May day man tinh v6 cén: Liéu théng thudng: 1vién/ngay, uéng trudc biia &n.

* Tré em dudi 12 tudi: Hiéu qua va an toan cla fexofenadin hydroclorid 180mg chua dugc
nghién ctiu & tré em dugi 12 tudi.

- Ngugdi gia va suy than, suy gan: khong cén thiét diéu chinh liéu cla fexofenadin
hydroclorid cho nhém bénh nhan nay.

Khong cé yéu cau dac biét vé x{ Iy thudc sau khi sl dung.

CHONG CHiBINH:

Qué mén vdéi fexofenadin, terfenadin hodc véi bat cli thanh phan nao clia thude.
CANHBAO VA THAN TRONG KHI DUNG THUGC:

Tuy thudc khdng cé ddc tinh trén tim nhu terfenadin, nhung van can than trong dgi véi ngudi
da cé nguy co tim mach hoac da cé khoang Q — T kéo dai tit trudc.

Khéng ty dung thém thudc khang histamin nao khac khi dang s dung fexofenadin
hydroclorid.

Thantrong khi dung thudc cho ngusi cé chiic nang than suy giam, ngudi cao tudi (trén 65 tudi).
D an toan va tinh hiéu qua clia thudc & tré em dudi 6 tudi chua xac dinh dugc.

Can nguing fexofenadin it nh&t 24 — 48 gid trudc khi ti€n hanh cac thii nghiém khang nguyén
tiém dudi da. Dung fexofenadin lam bénh vy nén ning lén.

Thudc c6 chia ta dugc lactose, bénh nhan méc céc réiloan ditruyén hiém gép vé dung nap
galactose, ching thi€u hyt lactose lapp hoac réi loan h&p thu glucose-galactose khéng nén
sidung thuéc nay.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

S dung thuée cho phy ni ¢é thai: Chua c6 tai liéu nghién cliu ddy di trén ngudi mang thai
nén chi dung fexofenadin cho phu nit mang thai khi Igi ich cho me vugt trdi nguy co déi véi
thainhi.

Sii dung thudc cho phu ni cho con bu: B4 cé béng chiing cho thdy thuéc dugc bai tiét qua
sitame, vivay khéng dung fexofenadin cho phu nit dang cho con bu.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Tuy fexofenadin hydroclorid it gay buén ngli, nhung van can phai than trong khi lai xe hodc
diéu khién may méc doi hdi phaitinh tao.

TUONG TAC, TUONG KY cUATHUOC:

Erythromycin va ketoconazol lam tang néng do fexofenadin trong huyét tuong nhung
khéng lam thay d8i khoang QT.

Néng do fexofenadin c6 thé bj tang do erythromycin, ketoconazol, verapamil, cac chét tic
ché p-glycoprotein.

Thuéc khang acid chita nhém, magnesinéu dung déng thdi véi Fexofenadin hydroclorid s&
lam gidm hé&p thu thudc, vi vay phai diing cac thudc nay cach nhau khoang 2 gid.
Fexofenadin c6 thé lam tdng néng dd cén, cac chét an than hé TKTW, céc chét khang
cholinergic.

Fexofenadin c6 thé lam gidm néng dd cac chat tic ché acetylcholinesterase (& TKTW),
betahistin.

Fexofenadin c6 thé bi gidm ndng do bdi cac chat ic ché acetylcholinesterase (& TKTW),
amphetamin, cac chat khang acid, nudc ép qua budi, rifampin.
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Do khéng c6 cac nghién ctiu vé tinh tuong ky cla thude, khong tron 1an thudc nay véi
thudc khac.

TAC DUNG KHONG MONG MUGN CUA THUOC:

- Thuéng gap, ADR > 1/100

Than kinh: Budn ngli, mét méi, dau ddu, matngli, chéng mat.

Tiéu héa: Buén ndn, khé tiéu.

Khéc: D& bi nhi&m virus (cAm, ciim), dau bung trong thdi ky kinh nguyét, dé& binhi@m khuén
ho hadp trén, ngtia hong, ho, sét, viém tai gilia, viém xoang, dau lung.

- ftgap, 1/1000 <ADR < 1/100

Than kinh: S¢ hai, rdiloan gidc ngl, 4&c mong.

Tiéu héa: Khd miéng, dau bung.

- Hiém gap, ADR < 1/1000

Da: Ban, may day, ngia

Phan ing qua man: Phi mach, tlic nguc, khé thd, dé bling, choang phéan vé.

*Hudng dan cach xd' tri ADR:

Céc tac dung khong mong mudn clia thude thudng nhe, chf 2,2% ngudi bénh phai ngiing
thudc do cac tac dung khéng mong mudn clia thudc.

QUA LIEU VA XU TRI:

- Théng tin vé doc tinh cdp clia fexofenadin hydroclorid con han ché. Tuy nhién, buén ngd,
chéng mat, khd miéng da dudc bao céo.

- X0 tri: St dung cac bién phap thong thudng dé loai bd phén thuée con chua duge hé&pthud
&ng tiéu hoa. Diéu tri hd trg va diéu tri triéu chiing.

- Th8m phan mé&u lam gidm ndng do thudc trong mau khoéng dang ké (1,7%). Khong co
thudc giai doc dac hiéu.

PAC TiNH DUGC LUC HOC:

Nhém dugc ly: thudc khang histamin thé hé 2, ddi khang thu thé H,. Ma ATC: RO6AX26
Fexofenadin HCI Ia thusc khang histamin thé hé hai, c6 tac dung d6i khang dédc hiéu va
chon loc trén thy thé H, ngoai vi. Thudc 1a mét chat chuyén hoa c6 hoat tinh clia terfenadin
nhung khong con doc tinh déi véi tim do khéng tc ché kénh kali lién quan dén sy tai cyc té
bao co tim. O liéu diéu tri, thudc khong gay ngli hay &nh huéng dén than kinh trung udng.
Thudc cé tac dung nhanh va kéo dai do thudc gan cham vao thu thé H,, tao thanh phtc hop
bén viing va tach racham.

PAC TINH DUGC PONG HOC:

Fexofenadin hydroclorid h&p thu tt khi diing duding uéng va bat ddu phat huy tac dung sau
khi uong 60 phut. Néng do dinh trong mau dat dugc sau 2-3 gid. Thuc &n glau chatbéolam
giam néng dd dinh trong huyét tuong khoang 17% va kéo dai thai gian dat néng do dinh clia
thudc (dén khoang 4h). Tac dung khang histamin kéo dai hon 12 gig. Ty 1& lién két véi
protein huyét tuong clia thudc 1a 60-70%, chli y&u véi albumin va alpha,-acid glycoprotein.
Khéng rd thudc c6 qua nhau thai hoac bai tiét vao sita me hay khdng, nhung khi dung
terfenadin da phat hién dugc fexofenadin la chétchuyén héa cla terfenadin trong siia me.
Fexofenadin khéng qua hang rao mau - ndo. Fexofenadin rat it bi chuyén héa (khoang 5%,
chti y&u & niém mac rudt. Chi cé khodng 0,5-1,5% dudc chuyén héa & gan nhd hé enzym
cytochrom P, thanh chat cé hoat tinh). Khoang 3,5% liéu fexofenadin dudc chuyén héa
qua pha Il (khéng lién quan dén hé enzym cytochrom P.s) thanh dan chat methyl este.
Chét chuyén héa nay chi thdy & trong phan nén c6 thé c6 sy tham gia clia cac vi khun
dudng rudt vao chuyén héa nay. N{ra doi thai tri clia fexofenadin khoang 14,4 gid, kéo dai
hon (81-72%) & ngudi suy than. Thudce thai tri chli yéu qua phan (xap xi 80%) va nudc tiéu
(11-12%) dudi dang khdng déi.

Duogc déng hoc 6 ngudi suy than:

Cl, 41-80 ml/phdt: néng dd dinh cao hon 87%, nlia ddi thai trir dai han 59%

Cl,, 11-40 ml/phdt: ndng d6 dinh cao han 111%, ntia ddi thai trir dai hon 72%

Cl,, < 10 ml/phdt (6 ngudi dang thuc hién thdm phan): ndng dd dinh cao hon 82%, nlra doi
thai trii dai hon 31% so v6i ngudi khde manh.

Loaibd thdm phan mau khong hiéu qua.

QUY CACH BONG GOI: Hop 1 vix 10 vién nén bao phim, Hop 10 vix 10 vién nén bao phim.
BAOQUAN -HANDUNG:

Bao quan: Dudi 30°C. Ndikhd réo, tranh anh sang.

Han dung : 36 thang ké tf ngay san xuét.

Tiéuchudn: TCCS.

San xuat tai:
1 CONG TY G PHAN DUGC PHAM KHANH HOA
WHo GMp  Budng 2/4, P.Vinh Hoa, TP Nha Trang, Tinh Khanh Hoa
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