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Fexofenaderm 180 mg
Hop 03 vi x 10 vién nén bao phim
Kich thwdc: 100 x 70 x 35 mm
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Fexofenaderm 180 mg

Fexofenadin hydroclorid 180 mg
Hop 03 vi x 10 vién nén bao phim
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fexofenaderm 180 mg

Thanh phén
Fexofenadin hydroclonid. ... 180 mg

Chi dinh, cach diing, chéng chi dinh va cac
théng tin khac: Xem trong ti hudng dén str
dung thudc kém theo,

Béo quén noi khd, dudi 30°C. Tranh &nh sang.
Tigu chudnco sé.

SDK-Reg. No.:

Co s& san xuat:

CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
L5 B, Budng sé 2, KCN Dang An, Binh Hoa, Thuén An, Binh Duong, Vit Nam

Hép 03 vi x 10 vién nén bao phim

Composition
Fexofenadine hydrochlonde.............oeee 180mg
EXCIDIBOLS. oo oo emssismmnsnsne e q.s. 1tablet

Indicati istration, cc i i and
other information: Read carefully the enclosed
leaflet.
Mhamm‘wwc.wmlght
Manufacturer's specification.

Fexofenaderm 180 mg

Fexofenadine hydrochloride 180 mg

03 blisters x 10 film-coated tablets

.
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Manufacturer:

HASAN - DERMAPHARM JOINT VENTURE CO., LTD.
Lot B, Road Ne. 2, Dong An Industrial Park, Binh Hoa, Thuan An, Binh Duorng, Vietnam

Fexofenaderm 180 mg

PE XA TAM TAY TRE EM

Fexofenadin hydroclorid 180 mg
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BOC KY HUONG DAN SUF DUNG TRU'GC KHI DUNG!
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE DIRECTIONS BEFORE USE!
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fexofenaderm 180 mg

_ Fexofenadin hydroclorid 180 mg

| Hop 10 vix 10 vién nén bao phim

Cor sér sén xudt:
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
L& B, Butng sb 2, KON Béng An, Binh Hed Thisin An. Binh Duong, Vigt Nam
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64,00 mm

Fexofenaderm 180 mg
Vi 10 vién nén bao phim
Kich thwéc: 95 x 64 mm

. 95,00 mm .

xofenaderm 180 mg  Fexofenaderm 180 mg

Fexofenadin hydroclorid 180 mg Fexofenadin hydroclorid 180 mg
|[HASAN | [HASAN]
~E— ——
| - DERMAPHARM HASAN - DERMAPHARM J.V CO,, LTD. CTY TMHH LIEN DOANH HASAN
180 mg fFexofenaderm 180 mg fexofenaderm
d 180 mg Fexofenadin hydroclorid 180 mg Fexofenadin hydroclorit
[HASAN (HASAN]
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HASAN - DERMAPHARM J.V CO., LTD. CTY TNHH LIEN DOANH HASAN - DERMAPHARM
‘exofenaderm 180 mg fexofenaderm 180 mg F
Fexofenadin hydroclorid 180 mg Fexofenadin hydroclorid 180 mg
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140 % 200 mm

Fexofenaderm 180 mg
Vién nén bao phim

Dé xa tim tay tréem.
Boc ki hwdmg din sirdyng trrére khi diing.

THANH PHAN CONG THU'C THUOC

- Thanh phiin dwge chit: Fexofenadin hydraclorid 180 mg.

- Thanh phin ti dwge: Cellulose vi tinh thé, manitol, povidon
K30, natri croscarmellose, magmesi stearat, HPMC 606, HPMC
615, PEG 6000, talc, tiian dioxyd, oxyd sat vang.

DANG BAO CHE

- Viénnén bao phim

- Vién nén hinh caplet, bao phim mau ving, hai mat 161, canh va
thanh vién lanh lan.

CHIDINH
Biéu irj trigu chimg viém mili dj img theo mua hogc may day vd
cfin man tinh & ngedn Iimova tré em hir 12 tudi trirlén
Diéu trj cac bidu hién ngodi da khéng bién chimg cla may day vo
can man tinh & ngudi lm va tré em tir 12 wéi trérlén. Thude lim
gidam ngira va s6 lugng dat may day mét cich dang ké.

LIEUDUNG, CACHDUNG

Li¢u ding

= Ngwint Iw ver tré em frén 12 udi: Liku khuyén céio | vién mdi
ngay.

- Ngwedi suy than: Ligu khéi ddu duge khuyén ding la 1 vién
fexofenadin hydroclorid 60 mg méi ngﬁg;_l

- Ngudri suy gan: Khong can diéu chinh ligu,

- Npwii cao tuoi: Khéng cin didu chinh liéu, ngoai trir o suy
giam chirc nang thin.

Cichding

- Dungduong udng. Udngthude trude bora an.
Néumat lin quén ding thudc, hiy bé qua liéu do, khong ding
litugdpdoi. . )
Khong ¢d véu cau dacbiét vé xir 1y thude sau khi sirdung,

CHONG CHIiDINH

- Min cam véi fexofenadin hydroclorid, terfenadin hay bt cfr
thanh phdn néo cia thudc,

CANHBAO VATHANTRQNG KHIDUNG THUOC

- Gibng nhu hiu hét cic thudc méi khic, di ligu trén cdc déi
trong dic biét nhur ngrdi cao tudi, bénh nhin suy gan, thin con
han ché. Do do, cin sirdung thin trong & nhém dai irgng niy.

- Bénh nhan ¢6 tién sir hofic dang méc cac bénh tim mach cin
dugc canh bdo khi st dung thude khing histamin do c6 lin
quan dén cic phan img bat Igi nhir tim nhanh, danhtréng ngure.

- An toin vi hidu qua cia fexofenadin chua duge thigt 13p trong
diéu trj viém mii di fmg & tré dudi 2 mdi vimay day tr phat man
tinh & tré dirdri 6 thang tuoi.

- Chnngmg ding fexofenadin itnlid 24 dén 48 it inrde khi tién
hanh cac thirnghi¢m khdng nguyén tiém trong da.

- Ding fexofenadin lam bénh \'iiy nénngnglén,

SU' DUNG THUOC CHO PHU NI CO THAI VA CHO

CONBU

Sir dung thuéc & phy nircé thai
B tinh sinh sin cia fexofenadin o dong vt dirge danh gid
thong qua phoi nhim véi terfenadin. Khang co bing chimg gay
quéi thai duge ghi nhén trong cdc nghién ciru vé kha nang sinh
sin ciia dgng vat (chudt va tho) khi terfenadin duge udng voi
lidu 1én dén 300 mg/kg/ngdy trong sudit thai k. twong (mg vai
mitc phoi nhidm toan than cao gap 4 lin vi 32 lin so vai lidu
dimg trén 1dm sang. Gidm trong hrong va 1i 1§ song sot & chudt

con diryc quan sat théy khi dung terfenadin lidu 150 mg/keg/ngay
trong sudt qua trinh mang thai.
Khéng c6 dir lidn diy dit vé viéc sit dyung thude trén phy nir cé
thai. Chira c6 cac nghién ciru vé vige phoi nhiém fexofenadin
hodc terfenadin & phy nir mang thai, Fexofenadin khdng nén
dimg trong thési ki mang thai trirkhi thit sy cén thiét,

Sirdyng thube & phy nivcho con bi
Fexofenadin khong duge khuyén chocho phy nircho con ba trir
khi durge danh gid lgi ich lém hon nguy co tiém dn d6i vai tré so
sinh, Khong co dir ligu vé nong d¢ thuoc trong sira mg sau khi
ding fexofenadin. Tuy nhién, khi din i terfenadin o phy nir cho
con by, fexofenadin da dirge tim thiy trong sta mg. Do dé,
Kkhang khuyén cio digu tri fexofenadin @ phyntrcho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE,

VAN HANHMAY MOC :
Trén co saho so duge lee hoe va cdc phan img bat loi da dugc
béo cdo, dutmg nhur fexofenadin s& khong anh luéng dén khi
nang L& xe va vin hinh méy moe. Trong céc thirnghigm khach
quan, fexofenadin dirge chimg minh 1a khdng co anh huéng
dang ké dén chirc nang hé thin kinh trung wong. Diu ndy 6
nghtala bénh nhin co thé 14i xe hoje thyc hign cac cong vige doi
hoi sir tdp trung cao. Tuy nhién, dé xdc dinh nhimg ngwin nhay
cam cd phan (mg bat thutmg véi thude, bénh nhdn nén kiém tra
phan img trurde khi lai xe hodc thychién cac cdng vige phire tap.

TUONGTAC, TUONG KY CUATHUOC

Tuwong tic cita thude r .

- Fexofenadin chuyén hoa khéng ding ké & gan, do d6 hau nhy
Khdng xay ra twomg tic véi cac thuée chuyén hoa qua gan.

Duge déng hoc cia fexofenadin va pseudoephedrin khong bi
anh hromgz khi ding déng thi

Ding déng thii fexofenadin va erythramycin hojc ketoconazol
cho thiy nong dg fexofenadin trong méu tang 2 - 3 ldn. Nhimg
thay ddi nay khéng anh hwang dén khoang QT va khang lién
quan dén bat ki s gia ting cde phan img bat lgi nao so véi vige
dung thube dan 1¢. )

Cac nghién ciru trén dong vét cho thdy co sir giz tang nong df
fexofenadin sau khi [)lléli hop vai erythromycin holc ketoconazol
do sir ting hap thu thude & dudnyg tiéu hoa v giam thai mir qua
durémp mit hofic djch liét ditmg tiéu hda tuomg (mg,

- Khénged tuong tac gitra fexofenadin vi omeprazol. Tuy nhién,
viée st dung mét thudc khang acid cd chira nhém va magnesi
hydroxyd 15 phit tnréc khi ding fexofenadin lam gidm sink
kha dyng ciia fexoferadin, rat cd thé do sur tao phire trong duémg
tiéu héa. Do 46, khuyén cao can ding cach nhau it nhdt 2 gie khi
diéu tri déng thivi fexofenadin va thudc khang acid chira nhém,
magnesi. : <

- Nong d§ fexofenadin co thé bj tang do verapamil, cic chat irc
¢hé p-glycoprotein, : .

- Fexofenadin ¢ thé lim tang ndng ¢ cdn, cic cht an thin h§
TKTW, cic chat khang cholinergic. . .

- Fexofenadin cd thé lim gidm nong 49 cic chat (rc che
acetylcholinesterase (& TKTW), betahistin.

- Fexofenadin co thé bi giam nbng dd boi cac chdt ire ché
acetylcholinesterase (& TKTW), amphetamin, cac chat khing
acid, mrdc ép qua budd, rifumpin,

- Nudc hoa qua (cam, budi, tao) ¢6 thé lam giam sinh kha dung
ciia fexofenadin tdi 36%. Tranh ding fexofenadin vai ¢
ethylic(rucu) vi lam ting nguy ccran thdn,

Tuwong ky ciia thudc A 4
Do khong co cac nghign ciru vé tinh trong ky cua thude, khong
tron lan thude ndy véi ede thude khic.

TACDYNG KHONG MONG MUON CUATHUOC

Céic phan img cé hai duge phin nhém theo tin sudt: rit thuémg
gip (ADR > 1/10), thuimg gap (1/100 < ADR < 1/10), it gap
(1/1000=ADR < 1/100), hiém gdp (1/10000<ADR < 1/1000)
vérit hiém gip (ADR < 1/10000),

“Trong méi nhém tin suat, cac tac dung khéng mong

A
: =
be o

p== |
&

&



140 x 200 min

Tir urdme din siv dyng thudc

trinh bay theo thir ty giim dén mire 43 nghiém trong.

O niudr 16m, cdc tée dung khdng mong mudn sau ddy di duge

bao co trong cée thirnghiém ldm sang vdi ty 1§ wrong tyr nhir

e quan sat van gia diroce:

Rébiloan hi thin kinh

Tiuegmg gap: dau du, budn ngi, chéng mat

Rdiloan tiéu hoa

- Thiedng gdp: budnndn, khotiéu
Réilogn chung

- lrgap métmai
o ngirt}: feim, ede tde djmg khdng mong mudn sau ddy dge bio
cado sau khi theo ddi thude hew hanh, Tdn sudt kidng xde dinh;
Rbilogn hé mién dich

- Céc phin (mg qua min vt‘n cic bidgu hign nlu phit mach, tirc
nguc, khé thér, dd bimg va sdc phin v toan thin.

Réiloan tim thin

- Mitngi, cing thing, réi loan gide ngd, hodc dcmang.
Réiloan tiéu hoa

- Tiduchiy
Réilogn da vi mé durdi da

- Phatban, mé day, ngira.

QUALIEU VA CACH XU TRI

Quilidu
Khong ¢b kinh nghiém ldm sang | vé qué lidu fexofenadin, Céc
nghién an duge tién hanh bao gom: ding liéu duy nhit 16i dn
800 mg trén 6 doi trgng khoe manh; hode mét nghién ciru da liéu
véi lidu ding 690 mg mdi 12 gidr trong 28,5 ngay trén 3 ddi tugng
khoe manh va mor nghién ctru khac véi 40 ngurdi khoe manh
diing 400 mg méi 12 gits trong vong 6,5 ngiy. Két qua cho thiy
khing cé tac dyng phy co y nghia [dm sang nao dwgce bao cio.

Cich xirtri
Sir dung cac bién phip thong thumg dé loai bo lugng thude
clra duge Imp thu & dutmg tiéu hoa, Nén didu tri trigu chimg v
é tro. Thim phin mau lam giam nong 46 thude trong mau
khang déng ké(1,7%). Khang co thude gai dde dichigu.

DACTINH DUQC LUCHQC

Nhém duwgely: Thube khang histamin thé hé 2, ddi kiving thy thé H,,

MAATC: ROGAX26

Coché ticdyng
Fexofenadin hydroclorid Id thubc khing histamin H, khong giy
buén ngi. Fexofenadin la chdt chuyén héa cd hoar tinh e
terfenadin.

An todn vi higu qua trén lim sing

- Cécnghién cirumay day v mén do do histamin & nguin vai lidu
fexofenadin 1 va 2 lan‘ngdy cho thay thube c6 tac dung khing
histamin khoang 1 gid sau khi udng, “dat tdi da sau 6 gitr va kéa
dai 24 gi. Khéang cd 'hﬂn;, chimg vé sy dunF nap cic tic dung
nay sau 28 ngdy ding thude. Méu lignquan vé liéu - dap img tich
cyctrong khnaugllcu 10 mg dén 130 mg da duge quan sat thay.
Vi co ché hoat dong khang histamin ndy, liéu tdi thiéu 1a 130

dé dat dirgc higu qua nhit quian duy tri trong 24 gids. Sy e
:hli téi do & vimg da miy day, man dohon B0%.

- Khéng cb sy khic nhau ding ké trong khodng QTc da duge
quan sat thay & bénh nhan viém miii dj img theo mua ding
fexofenadin i&n dén lidu 240 mg » 2 lin/ngéy trong 2 tudn so véi
giaduge Ngodi ra, khéng co sirthay déi dang ké khoang QTe &
ngurini khoe manh khi dimg fexofenadin ligu 60 mg = 2 ln/ngdy
trong 6 thing, 400 mg » 2 lan/ngdy trong 6,5 ngéy va 240 mg = |
lin/ngay trong 1 ndm, khi 59 sanh voi gia duge. Khi ding
fexofenadin véi néng dj cao dip 32 lin so vei ndng 9 tr ligu &
ngudi da cho thiy khing giy dnh hwémg dén sir i hodin cia
kénh K+atim.

PACTINHDUQC DONG HQC

- Hip thu: Fexofenadin dwrgc hip thu nhanh sau khi udng, t,,,, dat

duge khoang | -3 gio, Sau khi dung lidu duy nhdt & nguin 7i tinh
nguyénkhoe manh, fexofenadin dirgc hdp thu nhanh chéng, C_,,
trung binh dat khodng 209 ng/ml; 427 ng/m1 va 494 ng/ml tiremg
img véi lidu ding 60 mg; 120 mg va 180 mg. Sinh kha dyng
tuyét doi cia fexofenadin hydroclorid khodng 33%. Khong c6
#Anh lurong déng ké trén 1dm sang d6i vai sir hap tha fexofenadin
khi diing chung v&i thire an.
Durge ding hoe don lidu va da lidu fexofenadin dat tuyén tinh
voi ligu I1én dén 120 mg = 2 linmgay. Duge dong hoc cia
fexoferadin thire té tuyén tinh trong khoing liéu 40 mg va 240
mgmoingay.

- Phén bb: Fexofenadin gn két voi khoang 60 - 70% protein
trang huyét trong.

- Chuyén hoa v thii trir: Fexofenadin chuyén héa khéng ding
k& (¢ gan va noi khic). Néng 0 thude trong huyét nuong giam
theo cp 6 nhdn voi thoi gian ban thai 11 dén 15 gity sau khi
ding nhiéu lidu. Fexofenadin duclc théi tnir chuzéu qua mat,
khodng 10% lidu dimg duge bai tiét qua nude tigu dudi dang
khong déi.

Duge ding hoc ciia fexofenadin & bgnh nhan viém mui dj (mg
theo mia nrong tr véinhimg ngwod khoe manh.
Cic nghién ciru chira ring phu nir 6 thé phoi nhidm véi néng
diy thuoc trong huye €t tuong cao hon nam gidi, wy nh:én, khong
ci diu higu cho thay sir khac bigt vé higu qua hodic tén suat cic
tac dung khdng mong ;,muﬂn dirge bio cdo, Newdi cao tudi, bénh
nhan sy gan va bénh nhan ¢6 bénh tim mach phoi nhiém vai
lin khi dul'l]z terfenadi kho::g cho thdy sy khéc bidt
déng ké vé mat thing ké cac thang sé duge dng so véi ngudi
khoemanh,
Duroe ding hoc cia fexofenadin & tré em vi ngudn 16m twomg te
nhau, bao gdm .1, vithé tich phan bb, do fexofenadin chuyén
héa khong dang ke, 80% liéu ding dm;uc thai trir durdi dgng
khong ddi qua phan. Ngwoc lai, cic chit khing thy thé H, khie
durge cI"uven lnoa ddng ké béi CYP450 nén thir gian ban thii &
tré em ngdn hon ngurilén,

QUY CACH DONG GOI
Hap 03 vix 10 vién nén bao phim. Vi bim Al -PVC trong.
Hap 10vi x 10 vién nén bao phim. Vi bim Al-PVC trong.
BAO QUAN
Noi khé, dudi 30°C. Trénh énh séng.
HANDUNG
36 thang (ké tir ngay san xudt).
TIEU CHUAN CHATLUQNG
Tiéu chuin coso.
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