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(Fexofenadine HCI 120mg) Film Coated Tablet

1mxm.ﬁ Tablets

(Fexofenadine HCI 120mg) Film Coated Tablet

Each film-coated tablet contains:
Fexofenadine HCI...120mg
Mfg. Lic. No.: 000284 120mg
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Khéng histamin va chéng di vng
Vién nén bao phim
FEXET TABLETS 60mg, 120mg, 180mg

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

KHUYEN CAO KHI DUNG THUOC

- DPoc ky hwéng din si dung trieée khi diing.

- Néu ciin thém théng tin, xin héi ¥ kién bdc si hoic dirge si.
- Déxatim tay tré em.

THANH PHAN CONG THU'C THUOC:

FEXET TABLETS 60mg

MBi vién nén bao phim c6 chiea:

Hoat chat: Fexofenadin HCI ...

Ta dwgc: 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).

FEXET TABLETS 120mg

MBi vién nén bao phim c6 chiea:

Hoat chdt: Fexofenadin HCI .. 120mg

Tt dige: Lactose, Avicel PH- 10” (1\[1('1'0(‘1'ysta]1m ce].lulose) tinh bét

tién gelatin hoa, natri croscarmellose, magnesi stearat, methocel E-5

(Hypromellose 5CPs), titan dioxyd, PEG 6000 (Macrogol).

FEXET TABLETS 180mg

MBi vién nén bao phim c6 chiea:

Hoat chdt: Fexofenadin HCI .. e ..180mg

Tt dige: Lactose, Avicel PH- 10” (1\[1('1'0(‘1'ysta]1m ce].lulose) tinh bét

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 tl'éng, mét mat co in ky hién “GETZ”, mébt

mat trom.

FEXET TABLETS 120mg

Vién nén bao plum mau trang, moét mit c6 1 ky hiéu “GETZ”, mot

mét co ranh o grita.

FEXET TABLETS 180mg

Vién nén bao phim mau tréng, hinh thuén dai, mdt mat co m ky hiéu

“GETZ”, mot mat co ranh o gitta.

CHI DINH i

Fexet Tablets dwoc chidinh dé lam giam cac triéu chimg co6 lién quan

dén bénh-

- Viém mii di tng theo mua bao gom hat hoi, s6 mfii, nga miii,
miéng, cb hong, c‘ha}r nude mat, do mat.

- May day man tinh vo cin & ngudi 16m va tré em trén 6 tudi.

LIEU LUGNG VA CACH DUNG

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

cho tré em trén 12 tudi.
* Viém mii di ing theo mia:

- Nguwdi 16m va tré em tir 12 tudi trér 1én- 60mg fexofenadin HCl1x 2
lan/ngay, hodc 120mg fexofenadn HCl x 1 lan/ngay.

o May day man tinh v6 cdn & ngum 16m va tré em trén 12 tudi:

- Nguoi lon va tré em tir 12 tudi tro 1én: 60mg fexofenadm x 2
1a11!11gay hoacl180mg fexofenadin HCIx 1 lan/ngay.

Doi twgng dic biét

Liéu dung cho ngwoi lon tudi va bénh nhan suy than

Tré em tix 12 tubi tro 1én va ngwedn 16n bi suy thin: ngwoi gia: Bit déu

ding tir lidu 60mg uong 1 lan/ngay, diéu chinh lidu theo chitc ning

than.

Treemtir6-11 tudi: Nhilng tré em giam chitc nang than, liéu khuyén

dimg bat dau 14 vién fexofenadin HCI 30mg mdi ngay.

Liéu diing cho bénh nhén suy gan

Dic tinh duoe déng hoc cuia fexofenadin hydrochlorid déi véi bénh

nhan suy gan khéng khac biét so vér ngum khoe manh. Viv ay khong

cén thiét diéu chinh lidu st dung di vér nhlrng bénh nhan nay.

Liéu dung 6 thé deoc diéu chinh theo tudi va triéu chimg.

CHONG CHI PINH

Bénh nhén bi qua man véi fexofenadin, terfenadin hodc bét o thanh

phén nio cua thube.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nhuw nhitng thude khac, dit liéu vé sit dung thube déi véi bénh nhan

lén tuot, suy giam chite nang than va gan rat han ché Do vay, phai

thén trong khi st dung fexofenadin hydrochlorid trén nhimg nhém

dbi tuong nay.

Bénh nhin c6 tién s hodc dang tién trién bénh tim mach nén dwor

canh bao khi st dung thudc khéng histamin bao gdm nhém thude nay

co lién quan dén nhimg tac dung khéng mong muén nhu ching mach
nhanh va danh trong nguc.

Cén than trong khi si dung thude cho ngudi 1én tudi (trén 65 tudi)

thwong co suy giam sinh 1y clnte nang than va nén theo doi chic nang

than.

Cén ngimg fexofenadin it nhat 2448 giér trude khi tién hanh céc the

nghiém khang nguyén tiém tr ong da.

Dung fexofenadin 1am bénh vay nén nang lén.

Thuodc Fexet Tablets c6 chiralactose, vi vay, khéng nén st dung thude

nay cho nhitng bénh nhin méc di truyén hiém gip khéng dung nap

galactose, thiéu hut men Lapp lactase hodc kém hip thu glucose-
galactose.

SU DUNG THUOC CHO PHU NU CO THAI

Do chua co nghién ctu day du trén ngwot mang thai, nén chi ding

fexofenadin cho phu nit mang thai khi lo1 ich cho me vuot tré1 nguy

co dbivai thai nhi.

SU DUNG THUOC CHO PHU NU CHO CON BU

Khéng 15 thudc co bai tiét qua sita me hay khong dii rang chua thiy

tac dung khéng mong mudn & tré so sinh khi ba me cho con b ding

fexofenadin, vi vay can thén trong khi ding fexofenadin cho phu nit
dang cho con bi.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN

HANH MAY MOC

Dua vao dit héu dwoc lue hoc va nhitng ghi nhan vé tic dung khong

mong mudn, thude chita fexefenadin hydrochlorid duomg nhw khéng

gdy ra nhitng tic dung khéng mong mudn 1én kha nang Iai xe va vin
hanh méy méc. Trong nhimg thit nghiém khéch quan, thudc Fexet

Tablets cho thiy khong c6 anh huéng c6 ¥ nghia lim séng trén chite

nang ciia hé than kinh trung wong. Nghia 14 bénh nhan c6 thé 14i xe

v hoan thanh nhiém vu doi hoi phai tap trung. Tuy nhién, ddi vl

nhu'ng ngum nhay cam thucmg co nllu'ng phan tmg khong 1ong mubn

véi thude, nén kiém tra dap Gmg cd thé trede khi 14 xe va van hanh
mAay moc.

TUONG TAC CUA THUOC

1) Fexofenadin khéng b1 L'lu_lyén hoa qua gan do do khong trong
tac véi nhitng thube chuyén hoa qua gan. St dung dbng theri v
erythromycin hay ketoconazol s& lim téng nong d6 fexofenadin
myét twong lén gap 2-3 lén do tang su hip thu qua bng tiéu hoa.
S dung ddng théi fexofenadin véi erythromycin va ketoconazol
khéng gy ra bt o anh Inromg nao 1én khoang QT va khéng lam
ting tac dung phu so voi viée st dung riéng mét minh
fexofenadm.

2) Ubng fexofenadin gin véi thi gian udng thube khéng acid c6
chita nhém va magnesi (15 phit) co thé lam giam sinh kha dung
cua fexofenadin Nén dl'mg fexofenadin va cac thude khang acid
co chita nhom, magnem cach nhau 2 heng

3) Fexofenadin co the lam ting néng dé con, céc chat an thén hé
thén kinh trung vong, cac chat khang choliner gw

4) Fexofenadin cé thé lam giam ndng dd cic chit tc ché
acetylchohnestel ase (& thén kinh h'u.ng uwong) va betahistin.

S) Fexofenadin c6 thé bi giam nong d6 boi cac chat &c ché
acetylcholmesterase (& than kinh tlung vong), amphetamin, céc
chét khang acid, nuée ép qua budi va rifampicin.

TAC DUNG KHONG MONG MU ON

Nhimg tic dung khong mong mudn sau duge phdan nhom theo tin

sudt: rdt thiweng gap (ADR > 1/10), thuomg gap (1/100 < ADR <

1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/1000 < ADR <

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

Trong céc nghién ciru 14m séng, ti 18 gap tic dung khong mong mudn

o nhom nguor bénh ding fexofenadin twong tw nhom dung placebo.

RGi logn thén kinh trung wong

Thuromg gép: Dau dau, budn ngd, chéng mit.

Roi logn rugt-da day



Thuong gap: Non.

R6i loan khdc

It gap: Métmoi

O nguoi 16m, nhimg tac dung khéng mong muén duoe ghi nhan sau
khi thude lvu hanh. Tan suétxéy ra van chua duwoc biét (van chuea thé
danh gia dya vao nhitg dit iéu luén nay)

Roi logn hé mién dich: Phan tmg qua man véi nhimg biéu hién nhu
phtt mach, tic ngwe, kho th, do bimg va choang phan vé.

Roi loan tam than: Ching mat ngu, lo lang, ro1 loan giac ngi hodc ac
mong.

R6i loan tim mach: Ching mach nhanh, d4nh tréng nguc.

Réi loan da ddy-rudt: Tiéu chay.

R6i loan da va mé dwéi da: Ban, may day, ngla.

Théng bio cho bic sicac tic dung phu gip phai khi ding thubc.
QUALIEU VA CACH XU TRI

- Qua lidu fexofenadin HCl c6 n.hl‘mg triéu chimg nhw tic dung phu
do 1a chéng mit, mét mo1, khé 1meng Dung fexofenadin HC1 vor
lidu 1én dén 601ng x 2 lin mbi ngay trong xong 2 tudn & tré em;
800mg 1 1dn mbi ngay 6901ng x 2 lan mdi ngay tl'ong vong 1 thang
hay 240mg 1 1in méi ngay trong vong 1 nam & ngwdi tredmg thanh
khoé manh cho thiy khéng 1am ting céc tic dung phu so véi gid
duoc.

Trong treong hop qué lidu, viée didu tri hop 1y 14 gdy nén ngoai trir
bénh nhan bi mét ¥ thirc (dung swd ipeca), hep theo 1a dung than
hoat tinh & hép thu phan thude con lai Neu viéc gay non khong
thanh céng, hoac 1a chéng chi dinh, viée rira da diy nén duoc tién
hanh vé&i dung dich mede mudi sinh 1.

Fexofenadin HCI khong bi thai tri béi qué trinh thim tach mau.
Bénh nhin nén duoc theo ddi lién tue sau klu 43 duoc cép clm.
DPAC TINH DUGC LUC HQC ) )
Nhom dwge Iy: Thube khang histamimn the hé 2, abi khang thu the H;.
Mi ATC: RO6AX26.

Co ché tic dung:

Fexofenadin HCI 13 chat khang histamin khéng gay budn ngi, cé tic
dung ddi khang chon loc & thu thé H; ngoai bién.

Fexofenadin hydrochlond 14 chat chuyén hoa chinh cia terfenadm
cling canh tranh v&i histamin tai céc thu thd H,. Ca hai déng phén ctia
fexofenadin hydrochlorid déu cé tic dung khang histamin nhw nhau.
Fexofenadin hydrochlerid trc ché co thit phé quan do khang nguyén
& heo va phong thich histamin & mang té bao phiic mac & chugt Y
nghia lm sang cta nhimg phat hién nay van clua dwoc bit 1d.
Nhimg thir nghiém trén déng vat cho théy khéng co tac dung ding ké
déi khang acetylchohn hodc rc ché thu thé alpha,-adrenergic. Ngoai
ra, thude ldlon.g gy n.gu hoac anh hucm.g dén than kinh frung wong,
Nghién céu trén mé gin déng vi phéng xa & chudt cho thay
fexofenadin khéng qua hang rdo mau nio.

PAC TINH DUGC PONG HOC

Hip thu

Fexofenadin hip thu nhanh chéng qua duong udng dat néng d6 dinh
2-3 g1&v. Saukhi ubng lidu don vién 601ng va 180mg & nam gidi khoe
manh, nong d6 Cmax lan lvot 14 142 va 494 ng/ml. Duoc ddng hoc
duong udng cia fexofenadin hydrochlorid tuyén tinh lén dén téng
libu mAi ngdy 240mg (120mg hai lin moi ngay) Uong Vién
fexofenadn hydrochlorid 180mg cung vé1 bita &n gidu chét béo 1am
gidm dién tich duéi dudng cong (AUC) va ndng dé dinh trong huyét
trong (Cmax) cua fexofenadn 1an Iwot 13 21% va 20%.

Phén bb

Ty 18 gan két véi protein huyét trong ciia fexofenadin HC1 dudmg
ubng 13 khoang 60-70%, chii yéu gan két véi albumin va acid o
glycoprotein.

Chuyén hoa

Khoang 5% thudc bi chuyén héa qua dvong udng, hiu nhw qua niém
mac ot non, khoang 0,5 dén 1,5% dwoc chuyen hoa qua gan.

Thai trir

Théi gian béan huy khodng 14 gid, thoi gian ban hiy ¢ thé kéo dai &
nhlmg bénh nhan suy thin. Dao thai chinh quaphén, khoang 10% liéu
uong duoce dao thai qua mude tiéu.

Doi nirgng dic biét

Duoc dong hoc @bi véi bénh nhan suy than, suy gan va nguoi lon
tuot, voi lieu don 80mg fexofenadin hydrochlorid, so sanh vé1 ngrol
khée manh & nghién ciu riéng biét véi cing thiét ké.

Bénh nhan suy than

Pbéi véi bénh nhan suy thin nhe dén trung binh (46 thanh thai
creatinin 41 — 80 ml/phit) va suy thin ning (46 thanh thai creatinin
1140 m]fphilt), névng d6 dinh huyét trong cua fexofenadin lan Iwot
1a 87% va 110% va niza don ban thai trung binh lan lwot 1a 59% va
72% cao hon va dai hon so v61 nhom ngwdt khoe manh. Néng db dinh
trong huyét trong d6i véi bénh nhén thim tich méu (46 thanh thai
creatinin < 10ml/phiit) 14 $2% va mira do1 ban thai 14 31% cao hon va
dai hon so vé1 do1 teong khoe manh. Do ting sinh kha dung va thot
gian ban thai, khuyén cdo sit dung liéu khoi dau cho ngudi 1on suy
giam chite nang thin 14 60mg mdi ngay.

Pbi vol fré em suy giam chiic nang thén, khuyén céo st dung liéu
khon dau 12 30mg moi ngay cho bénh nhén tix 2 — 11 tudi va 15mg
médi ngay cho bénh nhan tir 6 thang dén duéi 2 tudi.

Bénh nhan suy gan

Pac tinh droc déng hoc ciia fexofenadin hydrochlorid déi véi bénh
nhén suy gan khong khac biét so voi nguedi khoe manh.

Bénh nhdn lom tuoi )
Dbi voi nguoi 1én tudi (i 65 tudi trer 1én), nong do dinh trong huyét
teong cia fexofenadin 13 99% cao hon so véi ngudi dudi 65 tudi.
Théi gian ban thai gitta 2 nhém d6i tuong 13 teong dwong nhau.

Tré em

Phan tich dwoc dong hoc dua trén dit iéu ctia 77 bénh nhi (tiz 6 thang
den 12_tu51')_bi viém mii di tmg va 136 ngudi 1on Danh gia d6 thanh
thai biéu kién dvong udng riéng biét trung binh lin hrot 13 44% va
36% & bénh nhi tir 6-12 tdi (n=14) v& 2-5 tudi (n=21) thip hon so
vo1 ngeol lon. St d.ung liéu 151ng fexofenadin hyd.l ochlorid déi véi
bénh nhi 6 thang va dudi 2 tudi va lidu 301ngdm vo1 bénh nhi tr 2 —
11 tudi trong dmmg voi lifu 60mg & ngudi lom.

Anh Tueong ciia giéi tinh

Nhiéu nghién ctu cho ﬂlay khong co su khac nhau co ¥ nghia lam
sang lién quan dén gid1l tinh trén didc tinh dwoc dong hoc cua
fexofenadin hydrochlororid.

QUY CACH PONG GOI:

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

PIEU KIEN BAO QUAN: Bio quan thude & noikhé rio, tranh anh
sang, nhiét dé khong qua 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUGNG THUOC: BP

SAN XUAT TAIL:

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



