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MAU HOP

Fexofenadin hydroclorid 6 mg/iml
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CONG THUIC: M3i lo 60 mi chira: | ( x| DUGCPH ’ﬂnﬁd NG - CACH DUNG:
Fexofenadin hydroclorid... 360 mg | \.;;\ TRUNG UONE}%? chai truroe khi uéng.
Tadwocviradi .................. 60 ml J - " = A, 1 idi img theo mia:
Hbn dich uéng - | Hon dich udén \ _Ar&em(2 - 11 twéi: 5 mi (01 thia) x 2
CHIDINH: | ¢ ;

Fexofenadin dwgc chi dinh ding | -

didu tri triéu chimg trong viém mii | 10ml (02thia) x 2 lAn/ngay.

di irng theo mia, may day man tinh | Véibénh nhan suy than: Lidu gidm
vocan |

mitnira.
. | : - May day man tinh:
Fexofenadin hydroclorid 6 mg/tml | cliGnG cHipINK- . Fexofenadin hydroclorid 6 mg/iml | Tré em tir 6 thang dén duoi 2 tudi:
_ Qué min véi fexofenadin va cac | _ 2.5mi(1/2thia) x21an/ngay l
| {WHO - GMP | thanh phén khac cia thudc. { WHO - GMP | Treer;;- 11 tudi: 5 mi (01 thia) x 2
¥ TRUGC T ' Naguréri Iém va tré em 12 tudi trr lén:
LAckv KHDUNG 10 mi (02 thia) x 2 lAn/ngay. #""

| Vé&i bénh nhan suy than: lidu gidm
BAO QUAN: Noi khé, nhiét 46 dusi

:. mbtn‘}a s
30°C, tranh anh sang. | i
I Tic dung khéng mong mudn, L &
CTCP DUGC PHAM TRUNG UONG 2 | Tuong tac véi thudc khac, Than .
9Teén Thanh Téng - Q Hai Ba Trung - Ha Noi - Viét Nam | trong va cac thong tin khac: ;
DT: 04.39715430 FAX: 04.38211815 | Xin doc trong t& hudng din sif >l
Sén st tai' CTCP DUQC PHAM TRUNG UONG 2 | dung bén trong hdp.

L5 27, KCN Quang Minh - Mé Lt - Ha NGi- Vit Nam | &
BT: 04.39716291 FAX: 04.35251484 | <
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MAU TO HUGNG DAN SUDUNG THUOC

(MAT TRUGC)

DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC ST
H&n dich udng

K_XOFANINE

TRINH BAY: Hép 1o 60ml.

CONG THUC: M8i lo 60 ml chira::
Fexofenadin hydrodlonid.............cccoovvoeciiiiisiscsmeisnsc e, 360 MG
TR VIR L .o s B i 0
(T4 duge gbm: Sucrose, sorbitol, propylen glycol, dinatri edetat,
poloxamer, xanthan gum, methylparaben, propylparaben, dinatri
hydrophosphat, natri dihydrophosphat, simethicon emulsion, natri
saccarin, titan dioxyd, hwong phic bén tr, nuée tinh khiét)

DUQC LUC HOC:

Fexofenadin 1 chat chuyén héa clia terfenadin, 1a chét khang histamin c6
tac dung dbi khang chon loc & thy thé H, ngoai bién. Fexofenadin (rc ché sy
co thét phé quan do khang nguyén gdy nén & chudt lang nhay cam va tc
ché phéng thich histamin tir dufng bao mang bung. Trén dong vét thi
nghiém, khéng thdy tic dung khang cholinergic hogc trc ché thy thé alpha,-
adrenergic. O lidu didu tri, thubc khéng gy ngd hay dnh hudng dén thin
kinh trung wong. Thubc cé tac dung nhanh va kéo dai do thubc gén chdm
vaothy thé H,, tao thanh phirc hop bén vieng va tach ra cham.

DUQC DONG HOC:

Hép thu: Sau khi ubng mét lidu 30 mg hdn dich ubng, Cmax dat 118
nanogam / mi trong khodng 1 gié. Diing thuéc ciing véi bira &n nhidu chat
béo, AUC va Cmax gidm khodéng 30% va 47%.

Phan bé: TT 18 lién két v&i protein huyét twong clia thudc 1a 60 - 70%, chi
yéu la véi albumin va alpha, - acid glycoprotein. Fexofenadin khong qua
hang rdo méu-no.

Chuyén héa: Xép xi 5% lidu ding cla thudc dugc chuydn hoa.
Khodng 0,5 - 1,5% durgrc chuyén hoé & gan nhé hé enzym cytochrom P450
thanh chét khang cb hoattinh, 3,5% dugc chuyén hod thanh din chétester
methyl, chi yéu nhé hé vi khuan rudt.

Thai trir; Nira déi théi trir clia fexofenadin khodng 14,4 git‘: sau khidung lidu
60 mg, 214n/ ngay. Thubc thai trir chli yéu qua phé:éx pxi 80%), 10% lidu
diing dugc thaitrir qua nude tidu duéi dang khong dbi.

D6i vé&i b&nh nhan suy than: Gid tri néng dd dinh trong huyét tuong va thei
gian ban thai clia Fexofenadin hydroclorid déu I&n hon so véi ngudi khde
manh.

CHI BINH:

Fexofenadin dugc chi dinh ding didu tri friéu chirng trong viém mi dj (rng
theo mia, may day man tinh v can.

LIEU LUONG - CACH DUNG: Léc kj chai tnroc khi udng.

- Viém mii di img theo mua:

Tré em 2-11 tudi: 5 ml (01 thia) x 21&n/ngay.

Ngudi lém va tré em 12 tudi tré 18n: 10 ml (02thia) x 2 ln/ngay.

Vé&ibénh nhan suy than: Lidu gidm métnira.

-Mayday man tinh:

Tré em tir 6 thang dén dudi 2tubi: 2.5 mi (1/2 thia) x 2 lan/ngay /
Tréem 2-11 tudi: 5 mi (01 thia) x 21n/ ngay /
Ngudilén va tré em 12 tudi trdr 18n: 10 mi (02 thia) x 2 n/ngay.

Vé&i bénh nhén suy than: lidu gidm métnira.

CHONG CHI BINH:

Qué mAn véi fexofenadin va cac thanh phén khac clia thubc.
TUONG TAC THUGC:

Duing phéi hop fexofenadin hydroclorid véi erythromycin hoéc keto
lam ting ndng dd fexofenadin trong huyét trong, tuy nhién sy
khéng dira dén anh hudng trén khoang QT.

Céc thubc khéng acid chira nhém va magnesi lam gidm sinh kha
Fexofenadin,
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MAU TO HUGNG DAN SUDUNG THUOC
(MAT SAU)

THAN TRONG:

- Tuy thudc khéng c6 dbc tinh trén tim nhur terfenadin, nhung vAn cin than
trong theo dbi khi diing fexofenadin cho nguéi da cé nguy co tim mach hodc
da o6 khodng QT kéo dai tir tredre.

- Cén khuyén ngudri bénh khéng ty diing thém thubc khang histamin nao
khac khi dang sir dung fexofenadin.

- Cén than trong va diéu chinh lidu thich hgp khi dung thubc cho nguéi cé
chirc néing than bj suy gidm vi ndng d6 thubc trong huyét trrong ting do nira
ddi thai trir kéo dai. Thén trong khi diing thudc cho ngudi cao tudi (trén 65
tudi) thurdng co suy gidm chire ndng than.

- Higu qua va an toan clia fexofenadin hydroclorid chura dugc thiétlap & tré
em <2 tudi trong diéu trj viém mi dj img theo mia va & tré em < 6 thang tudi
trong diéu tri may day man tinh vé can.

- Cén ngirng diing fexofenadin itnh&t 24 - 28 gié trurérc khi tién hanh cac thir
nghiém khang nguy&n tiém trong da.

TAC DUNG KHONG MONG MUON:

T&n sb va mirc d6 trAm trong cla céc phan (rng phy clia Fexofenadin
hydroclorid so sanh véi gia duocla trong duvbr:%

Téc dung phy thudng gép: Nhire ddu (> 3%), budn ngl, chéng mét va budn
ndn (1-3 %).

Céc tac dung phy dugc bao cdo véi ty 1& <1% bao gdm: mét méi, mét ngu,
cang théng, réi loan gic ngd, écrrr:Sru.

Hiém gap: chimng phét ban, ndi mé day, nglra va phan (ng qua mn nhw
phi mach, cirng ngure, kho thé, dé va sée phan vé toan than.

THONG BAO CHO BAC STNHUNG TAC DUNG KHONG MONG MUGN
GAP PHAI KHI SU DUNG THUGC.

SU DUNG CHO PHU NIT ¢O THAI VA CHO CON BU:
Vin chua c6 nhirng nghién ciru ddy di va dugc kiém soat vé viéc dung
fexofenadin nén chi dung fexofenadin cho phu nr mang thai khi lgi ich cho
me vurgt trdi nguy co ddi véi thai nhi.

Khéng ré thubc cb bai tiét qua stra hay khéng, vi vy cin than trong khi dling
fexofenadin cho phy nir dang cho conbu.

TAC PONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC:

Can clr vao dic tinh duge lyc hoc va bdo céo vé cac phan Ung phy thi
fexofenadin hydroclorid itcé khé ning dnh hurdng 18n kha néng I4i xe va sir
dyng may méc. Nhirng thir nghiém khach quan cho thdy fexofenadin khéng
©6 nhirng anh hudng déng ké trén chirc nang clia hé than kinh trung wrong.
Pidu nay cb nghla 2 bénh nhan co thé I4i xe va lam céc cong viéc ddi héisur
tap trung. Tuy nhién, dé phét hién nhing ngudi man cém, cé phan (ng bt
thuéng véi thube nén kidm tra cac phén (g ca nhén trrée khi lai xe hodc
thirc hién céc cdng viéc phirc tap. = ‘]“
QUA LIEU VA CACH XU TRI: P Y
(&! mat, budn ngli va khé miéng 1a nhirng biéu hién duge ghi nhankhi - [.© °
qué lidu fexofenadin hydrochlorid. Ding li8u duy nhét 800 mg clia |
fexofenadin hydrochlorid (& 6 nguéi khde manh), va liéu 690 mg hajlan m&i
ngay trong 1 théng (& 3 ngurdi khde manh) hodic 240 mg mBi ngay mdt l4n
trong vOng 1 ndm (& 234 ngudi khée manh) khéng cé cac-tac dung phu N
dang ké vé matlam sang so véi gia duge. & B R :
Trong truéng hop qué lidu, ding nhimg bién phép co b
thubc chura dugc hip thu. Ngoai ra, cin didu trj tridu chimg

=

b o k7

tro.
BAO QUAN: Ni kh8, nhiét dé duéi 30°C, tranh 4nh sang.
HAN DUNG: 24 thang k& tif ngay san xudt

Khéng dung qué thdi han ghi trén bao bi .
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