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Khang histamin va chéng di g
Vién nén bao phim
FEXET TABLETS 60mg, 120mg, 180mg

(Fexofenadin hydrochlorid 60mg, 120mg, 180mg)

KHUYEN CAO:

- Deckjhuong dén sit dung trieéc khi ding.

- Néu cdn thém thong tin, xin héi ¥ kibn bdc st hodc dwoc si.
- Déxa tdm tay tré em.

THANH PHAN CONG THUC THUOC:

FEXET TABLETS 60mg

M3i vién nén bao phim c6 chira:

Théanh phdn hoat chdt: Fexofenadin HCL...................... 60mg
Thanh phdn td duge: Lactose, Avicel PH-102 (Microcrystallin
cellulose), tinh bot tién gelatin hoa, natri croscarmellose, magnesi
stearat, methocel E-5 (Hypromellose SCPs), titan dioxyd, PEG 6000
(Macrogol).

FEXET TABLETS 120mg

M&i vién nén bao phim ¢6 chira:

Thanh phdn hoat chdt: Fexofenadin HCL..................o.oocoo..... 120mg
Thanh phan td duge: Lactose, Avicel PH-102 (Microcrystallin
cellulose), tinh bot tien gelatin hoa, natri croscarmellose, magnesi
stearat, methocel E-5 (Hypromellose 5CPs), titan dioxyd, PEG 6000
(Macrogol).

FEXET TABLETS 180mg

M3i vién nén bao phim c6 chira:

Thanh phdn hoat chdt: Fexofenadin HCL................................ 180mg
Thanh phdn td duge: Lactose, Avicel PH-102 (Microcrystallin
cellulose), tinh bot tién gelatin hoa, natri croscarmellose, magnesi
stearat, methocel E-5 (Hypromellose 5CPs), titan dioxyd, PEG 6000
(Macrogol). _

DANG BAO CHE: Vién nén bao phim.

FEXET TABLETS 60mg

Vién nén bao phim mau tréng, moét mat ¢o in ky hieu “GETZ”, mot
mat tron.

FEXET TABLETS 120mg

Vién nén bao phim mau trang, mot mét co in ky hiéu “GETZ”, mé&t
mét co rinh & gilia.

FEXET TABLETS 180mg

Vién nén bao phim mau trang, hinh thudn dai, mét mat ¢¢ in ky hiéu
“GETZ”, mdt mat ¢ rnh & gitta.

CHI DPINH .

Fexet Tablets duoc chi dinh dé lam giém cac triéu chung c¢ lién quan

dén bénh:

- Viém mfi di ing theo mua bao gém hét hoi, s6 miii, ngura miii,
miéng, cb hong, chay nude mét, d6 mét.

- May day man tinh v6 cén & nguoi lén va tré em trén 6 tudi.

LIEU LUQNG VA CACHDUNG

Dang béo ché ciia Fexet Tablets 60mg, 120mg, 180mg chi phit hop

cho tré em trén 12 tudi.

* Viém mii di ang theo mua:

- Ngudi l6n va tré em tir 12 tudi tré 1én: 60mg fexofenadin HCl x 2
lan/ngay, hoic 120mg fexofenadin HClx 1 lan/ngay.

¢ May day man tinh v0 c&n & ngudi lon va tré em trén 12 tudi:

- Ngudi lon va tré em tr 12 tudi tré 1én: 60mg fexofenadin x 2
lan/ngay ho#dcl180mg fexofenadin HCl x 1 lan/ngay

Déi twong dic bigt

Liéu dung cho ngwoi lom tudi va bénh nhin suy than

Tré em tir 12 twdi tr& 1€n va ngudi 16n bi suy than: ngudi gia. Bt déu

dung tr litu 60mg udng 1 lan/ngay, diéu chinh lidu theo chitc ning

thén.

Tré em tr6—11 tudi: Nhitng tré em giam chire néng than, liéu khuyén

dung bét dau la vién fexofenadin HC1 30mg m&i ngay.

Liéu ding cho bénh nhin suy gan

DPic tinh duge ddng hoc cta fexofenadin hydrochlorid ddi véi bénh

nhén suy gan khéng khac biét so voi nguoi khée manh. Vivay, khdng

chn thiét didu chinh liu st dung déi v&i nhiing bénh nhén nay.

Lidu dung cé thé duoc diéu chinh theo tudi va triéu ching.

CHONG CHi PINH
Bénh nhén bi qua mAan véi fexofenadin, terfenadin hodc bit ctr thanh
phan ndo cia thude.
CANH BAO VA THAN TRON G KHI DUNG THUOC
Nhu nhing thude khac, dit lidu vé sir dung thuoc b1 v6i bérh nhin
16n tudi, suy gidm chirc ning thén va gan rat han ché. Do vy, phéi
than trong khi sit dung fexofenadin hydrochlorid trén nhitng nhom
doi twong nay.
Bénh nhan cé tidn st hoic dang titn trién bénh tim mach nén duogc
cénh béo khi sir dung thude khéng histamin bao gdm nhém thube nay
¢6 lién quan dén nhiing téc dung khéng mong muén nhu chimg mach
nhanh va danh tréng nguc. ) . .
Cén thén trong khi str dung thude cho nguwoi 16n tudi (trén 65 tudi)
thudng cé suy giam sinh Iy chire néng thin va nén theo d&i chirc nang
than.
Cén ngtmg fexofenadin it nhét 24-48 gid trude khi tidn hanh céac thi
nghiém khang nguyén tiém trong da.
Dung fexofenadin lam bénh viy nén nang lén.
Thudc Fexet Tablets co chua lactose, vi vy, khéng nén st dung thude
nay cho nhitng bénh nhan méc di truyén hidm gap khéng dung nap
galactose, thigu hut men Lapp lactase hodc kém hap thu glucose-
galactose.
SUDUNG THUOC CHO PHU NU €O THAI
Do chuza c6 nghién ciu déy dd trén ngudi mang thai, nén chi ding
fcxofenadm cho phu nit mang thai khi 1¢i ich cho me vuot trdi nguy
co do1 var thai nhi.
SUDUNG THUOC CHO PHU NU CHO CON BU
Khéng 15 thudc cb bai t1et qua sita me hay khong dii ring chua thiy
tac dung khéng mong mudn & tré so sinh khi ba me cho con bu ding
fexofenadin, vi vay can than trong khi ding fexofenadin cho phu nit
dang cho con bu. )
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA
VAN HANH MAY MOC
Dura vao dit liéu duge lue hoc va nhitng ghi nhan vé tac dung khong
mong muén, thubc chia fexefenadin hydrochlorid dudng nhu khong
giy ra nhitng tac dung khong mong mudn lén khé néng lai xe va van
hanh may méc. Trong nhfmg thix nghiém khach quan, thude Fexet
Tablets cho thay khéng c6 anh hudng c6 ¥ nghia lam sang trén chire
nang ctia h¢ than kinh trung wong. Nghia la bénh nhén co thé 141 xe
va hoan thanh nhiém vu doi héi phai tap trung. Tuy nhién, di vaoi
nhiing ngudi nhay cdm thudmg co nhiing phén tmg khéng mong mubn
vt thude, nén kiém tra dap tmg ca thé truede khi 141 xe va véan hanh
may moc. ’

TUONG TAC THUOC

1)  Fexofenadin khong bi chuyen hoa qua gan do do khéng tuong
téc v&inhiing thudc chuyén hoa qua gan. St dung dong thoi véi
erythromycin hay ketoconazol s€ lam ting nong do fexofenadin
huyét tuong lén gép 2-3 14n do ting swhip thu qua ng tidu hoa.
St dung dong thdi fexofenadin vé1 erythromycin va
ketoconazol khéng gdy ra bét ctr 4nh hwéng nao 16n khoéing QT
va khong lam téng tac dung phu so vdi viée sit dung riéng mot
minh fexofenadin.

2)  Ubng fexofenadin gin véi thoi gian ubng thude khang acid ¢é
chtra nhdm va magnesi (15 phut) ¢ thé 1am giam sinh kha dung
cla fexofenadin. Nén dfmg fexofenadin va cac thude khéng acid
¢o chira nhém, magnem cach nhau 2 tleng

3)  Fexofenadin ¢6 the lam ting nong 5 cén, cdc chit an thin he
thén kinh trung uong, cac chét khang cholmergu:

4)  Fexofenadin c6 thé lam gidm ndng d6 céc chat e ché
acetylchohnestﬂrase (& than kinh trung uong) va betahistin.

5)  Fexofenadin c6 thé bj giam néng db béi cac chat e ché
acetylcholinesterase (& than kinh trung uong), amphetamin, cac
chét khang acid, nudce ép quéa budi va rifampicin.

TAC DUNG KHONG MONG N[UON

Nhiing tdc dung khong mong mudn sau dwgc phan nhom theo tin

sudt: vt thieong gap (ADR > 1/10), thuong gap (1/100 < ADR <
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1/10), it gdp (1/1000 < ADR < 1/100), hiém gip (1/1000 < ADR <

1/10000) va rdt hiém gdp (ADR < 1/10000).

Trong céc nghién ciu 1am sang, ti 18 gip tac dung khdng mong mubn

& nhom nguoi bénh ding fexofenadin tuong tur nhom dung placebo.

Rdi logn thdn kinh trung wong

Thuromg gp: Dau dau, budn ngi, chéng mit.

Rdi loan rudt-da day

Thurong gdp: Non.

Rdz loan khdc

It gdp: Mgt moi

8 ngudi 16m, nhiing tac dung khéng mong mubn duoc ghi nhin sau

khi thudc luu hanh. Tén sudt xay ra van chua duoc bidt (van chua thé

danh gia dua vao nhiing dit liéu hién nay):

REi loan hé midn dich: Phan tmg qué man véi nhing bidu hién nhu

phu mach, tire ngur, kho thé, dé bung va choang phan ve.

RO loan tam thén: Chimg mat ngd, lo ling, rdi loan gide ngi hodic ac

méng.

R34 loan tim mach: Chimg mach nhanh, danh trong ngue.

R3i loan da day-rudt: Tiéu chéy.

Rdi loan da va mé dudi da: Ban, may day, ngira.

Théng bao cho bic si cac tac dung phu gip phai khi dung thude.

QUA LIEU VA CACH XU TRI

- Qua ligu fexofenadin HCI c6 nhﬁng triéu chimg nhu tac dung phu
do 1a chéng mét, mét moi, kho mleng Dung fexofenadin HCl vé&i
lidu 1én den 60mg 2 lan m3i ngay trong vong 2 tudn & tré em;
800mg 1 l4n m3i ngay, 690mg 2 lan moi ngay trong vong 1 thang
hay 240mg 1 14n m&i ngay trong vong 1 nim & ngudi truéng thanh
khod manh cho thiy khdng lém ting cdc téc dung phu so vdi gia
duoc.

- Trong trudng ho:p qué lidu, vide diéu tri hop ly 14 gy non ngoai trix
bénh nhin bi mét y thie (ding sird ipeca), tlep theo 14 dung than
hoat tinh d& hip thu phan thudc con lai. Néu vide gay ndn khéng
thanh cong hodic 14 chéng chi dinh, viéc rita da day nén duoc tién
hanh véi dung dich nude mudi sinh ly.

- Fexofenadin HCI khéng bi théi trir béi qué trinh thdm tach mau.
Bénh nhén nén dwoc theo ddi lién tuc sau khi dd duoce cap clru.

PAC TINHDUGC LUC HQC

NE6m diege Iy: Thube khing histamin thé hé 2, dbi khéng thy thé H,.

Ma ATC: RO6AX26.

Co ché tdc dung:

Fexofenadin HC] 14 chét khang histamin k_hong giy budn ngt, co tac

dung déi khang chon loc & thy the Hingoai bién.

Fexofenadin hydrochlorid 13 chét chuyen héa chinh cla terfenadin

cling canh tranh v i histamin tai cac thu thé H,. Caha dong phén clia

fexofenadin hydrochlorid déu ¢é tac dung khang histamin rthu nhau.

Fexofenadin hydrochlorid irc ché co thit Phé quén do khéng nguyén

& heo va phong thich histamin & mang te bao phuc mac & chudt. Y

nghia 14m sang clia nhitng phat hién nay van chun duoc bit 13,

Nhiing thi nghiém trén ddng vét cho thdy khong c6 tac dung dang ké

déi khéng acetylchohn hoic tre ché thu thé alpha;-adrenergic. Ngoai

ra, thubc khong ghy ngu hodc &nh huo*ng dén thén kinh trung

Nghién ciu trén méd gin ddng vi phéng xa & chudt cho thay

fexofenadin khong qua hang rao mau néo.

PAC TINHDUQC PONG HQC

Hap thu

Fexofenadin hip thu nhanh chong qua ducmg ubng dat ndng 6 dinh

2-3 git. Saukhi ubng heu don vién 60mg va 180mg & nam gidi khée

manh, nong d6 Cmax 1n luot 14 142 va 494 ng/ml. Duogc ddng hoc

duong uong cua fexofenadin hydrochlorid tuyen tinh lén den tong
lidu mdi ngay 240mg (120mg hai ldn m&i ngay) Uong vién
fexofenadin hydrochlorid 180mg cung v&i bifa &n giau chit béo lam
giam dién tich dudi duong cong (AUC) va nong dd dinh trong huyet
tuong (Cmax) cia fexofenadin 1an luot 13 21% va 20%.
Phin b

Ty 18 ghn két véi protein huyet trong clia fexofenadin HCl dudng

udng la khoang 60-70%, chi yeu gan kbt vdi albumin va acid o-

glycoprotein.

Chuyén héa

Khoang 5% thudc bj chuyen héa qua dudng uong, héu nhu qua niém

mac rudt non, khoang 0,5 dén 1,5% duoc chuyén hod qua gan.

Thai tru

Theri gian ban huy khodng 14 gid, thoi gian ban hiy c6 thé kéo dai &

nhiing bénh nhan suy thén. Dao thai chinh qua phén, khoang 10% lidu

ubng duge dao thai qua nude tiéu.

Déi twgng dic bigt

Duoe d6ng hoc d6i v6i bénh nhin suy thén, suy gan va ngu'b'i lén

tudi, voi lidu don SOmg fexofenadin hydrochlorld s0 sanh v&i ngudi

khée manh & nghién ctu riéng bidt véi cing thibt ké.

Bénh nhan suy thdn

Déi véi bénh nhén suy thin nhe dén trung binh (d6 thanh théi

creatinin 41 — 80 ml/phut) va suy thén nang (d6 thanh thai creatinin

11-40 mI/phut), ndng d8 dinh huyét tuong ciia fexofenadin 14n luot

13 87% va 110% vé nia doi ban théi trung binh lén luot 13 59% va

72% cao hom va dai hon so véi nhém ngudi khée manh. Néng dé dinh

trong huyét twong di voi bénh nhan thim tach méu (40 thanh thai

creatinin < IOml/phut) 1a 82% vantra doi ban théi 1d 31% caochonva

dai hon so v&i doi tu’O‘ng khée manh. Do tng sinh kha dung va thoi

glan bén thai, khuyén céo st dung lidu khai dau cho ngudi 1én suy

gidm chuc ndng thén la 60mg moi ngay.

Déi véi tré em suy gidm chic ning thén, khuyén céo str dung lidu

khéi dhu la 30mg moi ngay cho bénh nhén tr 2 - 11 tudi va 15mg

m&i ngay cho bénh nhan tir 6 thang dén dudi 2 tudi.

Bénh nhan suy gan .

Dic tinh dwoe ddng hoc ctia fexofenadin hydrochlorid ddi voi bénh

nhén suy gan khong khéac biét so v&i ngudi khde manh.

Bénh nhan lén tubi

Déi v6i ngudri 16m tudi (1 65 tudi tré 16n), ndng dé dinh trong huyét

tuwong clia fexofenadin la 99% cao hon so v&i nguti dudi 65 tudi.

Thoi gian ban thai gitta 2 nhém doi twong la twong duong nhau.

Tvé em

Phan tich duoc déng hoc dua trén dit liéu ctia 77 bénh nhi (tl‘r 6 thang

dén 12 tuél) bi viém mii di u'ng va 136 ngudt 1on. Danh gia d¢ thanh

thai bidu kién dudng ubng riéng biét trung binh lan Tuot 1a 44% va
36% & bénh nhi tr 6-12 tudi (n=14) va 2-5 tudi n=21) thap hon so

v ngudi lon. St dung lidu 15mg fexofenadin hydrochlorld déi véi

bénh nhi 6 thang va dudi 2 tubdi va lidu SOmg 51 véi bénh nhi tir 2 —

11 tudi turong duong véi lidu 60mg & ngudi 16n.

Anh  huedng clia gidi tinh

Nhidu nghién ctru cho thay khéng co sur khac nhau c6 ¥ nghfa lam

sing lién quan dén gidi tinh trén dac tinh duge déng hoc cia

fexofenadin hydrochlororid.

QUY CACH PONG GOI:

FEXET TABLETS 60mg: Hop 1 vi x 10 vién nén bao phim.
FEXET TABLETS 120mg: Hop 2 vix 10 vién nén bao phim.
FEXET TABLETS 180mg: Hop 2 vix 10 vién nén bao phim.

PIEU KIEN BAO QUAN: Bao quan noi khd, tranh anh sang, nhidt
d6 khong qua 30°C.

HANDUNG: 36 thing k& tr ngay san XU,
TIEU CHUAN CHAT LUQNG THUOC: BP

SAN XUAT TAI:

GETZ PHARMA (PVT) LTD.
29-30/27, Korangi Industrial Area Karachi, Pakistan.
1II FAX (92-21)5063100-03 — TEL (92-21)5060141



