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Py Prescription Drug

Axofen Oral Suspension

Fexofenadine Hydrochloride 30mg/5mi

Oral Suspension

Marmdactured by

ARISTOPHARMA LTD.
Plot #21, Road 4 11, Shamgur-Kadamiail ifA.
Chaka: 1304, Bangladash.

Ry Preseription Drug

Compaosition:

Eadh 5 mi suspension contains:
Feunfanadine Mydrochlardde
SR Mg

Dosags & Adminisirations

Precautionw§ide ENects:
Pieate See inset nside.

4 Ta be dispensad donly on or
by the prescrpbion e a
ragistered phyaician.

Oral Suspansio

= Hiore 10 a cool and dry placa,
balgw 3070, pratected from light
Mamacturnd by
4 Feen oul al thae reach of
children.
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Dl 2. 1104, Raicplistoch
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Axofen Oml Suspension
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Axofen Oral Suspensmn

Fexatenadine Hydrochlaride 30mg/Smi

Compaosition:

Each 5 ml suspension containg:
Fexofenadine Hydrochloride
USP 30mg

Dosage & Administration/
Indications/Contra-Indications/
Precautions/Side Effects:
Please see insert inside.

Specification: In House.

Read leaflet carefully before use.

Shake the bot‘lle weII before use

* To be dispensed only on or
by the prescription of a
registered physician,

* Store in a cool and dry place,
below 30°C, protected from light.

= Keep out of the reach of children.

isa Mo

Batch No

Mfg.Date . dd/mmiyy
| Exp.Date  : ddimimiyy
s (et b b P e e A b b i L.
50 mi

Read lagfiet camefully balere usa.

| Shake the boﬂla weell befnla uss |

Spacificalion: In Housa

Bifg. Lic. Ne

Batch Mo
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Ry Thuoc ké den 50 ml

| Axofen Oral Suspension

Fexofenading Hydrochionde 30me/smi

Hén dich udng

San wuit b

ARISTOPHARMA LTD.

Plot #27, Aoad ¥ 11, Shampu -Kadarmeali /4.
Dhaka-1 24, Bangladesh.

MahoCe

L1941~ by

Axofen Oral Suspension

Fesofenading Hydrochionde 30mgi5ml

SBK:

Thanh phan:

Mbi 5ml dung dich chira:
Fexofenadine Hydrochlaride
USF 30mg.

Dang bao ché: Hén dich udng.
Qui cach dong gdi: Hip mdt chai
50mil hén dich udng.

Liéu dung va cach diing/

Chi dinhiChéing chi dinh/

Cac théng tin khac:

Xem budang dan sie dung kém theo.
Doc ki hirerng din sir dung trieoe
khi ding.

Léc k trroe khi sir ayng

s Chi dung thude nay theo su ke
don coa thay thudc.

* Bao quan ne khd va mat,
durési 30°C, tranh anh sang.

« D8 xa tam tay cla tré em.

54 |65 SX. NSX, HD: Xem “Balch No'
“Mfg. Date”, "Exp. Date” trén bao bi.

Nhap khéu bét:

Mig. Lic. No.
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Poc kf hurdng dan sw dung trudc khi dung. / ‘97
Néu cén thém thong tin, xin hoi y kién thdy thuoc.

Chi diing thudc nay theo sy ké don cuia thdy thudc.

Dé xa tdm tay tré em.

AXOFEN ORAL SUSPENSION

THANH PHAN:
M3i 5 ml hén dich chira
Hoat chit
Fexofenadin Hydrochlorid 30 mg
T4 dwoc : Sucrose, disodium edetat, methylparaben, propylparaben, xanthan gum, natri clorid,
poloxamer 407, sodium dihydrogen phosphat dihydrat, disodium hydrogen phosphat dihydrat,
polysorbat 80, manitol, saccharin natri, huong mit ong, mude tinh khiét.

DUQC LUC HOC

Fexofenadin hydrochlorid 1a mét thubce khang histamin H,; khong gdy budn ngd. Fexofenadin 14 chat
chuyén héa ¢6 hoat tinh duge Iy cfia terfenadin. q&/

Cac nghién clru vé ndi quing may day do histamin & ngudi, dung fexofenadin hydrochlorid mot lan
va hai 1an/ngay cho thiy: thudc thé hién tic dung khang histamin trong vong 1 git, dat mire d6 t6i da
sau 6 gidr va tac dung kéo dai trong 24 git. Khong ¢6 bang chimg vé su dung nap doi véi cée tac dung
nay sau 28 ngay ding thude. Céc nghién ctru 1am sang & bénh viém miii di wng theo mda cho thfiy
lidu ding 120 mg 1 du cé hiu qua trong vong 24 gidr. Khong ¢6 su khac bidt dang ké & doan QT &
cac bénh nhan viém mfii di vimg theo mua dung fexofenadin hydrochlorid & lidu 1én dén 240 mg x 2
lAn/ngay x 2 tudn so véi gia duoe. Cling vy, khong ¢6 su thay dbi dang k& & doan QT & cdc ngudi
khée manh dung fexofenadin hydrochlorid & ligu 60 mg x 2 1an/ngay x 6 thang, 400mg x 2 lan/ngay x
6,5 ngay, 240 mg/lan/ngay x 1 nam so vdi gia duoe.

Fexofenadin hydrochlorid (5-10mg/kg dudmg udng) tre ché su co thét phé quéan do khdng nguyén &
chudt lang va tre ché s phéng thich histamin tir dudng bao php W,Q dug db trén ndng d6 didu tri

AN\
(10-1003M0) S
4 KI ) ™
DUQC PONG HQC N 61'/

Fexofenadin hydrochlorid dwoc hdp thu nhanh véao co thé béng\;'@@g; v&i thei gian dat néng 46
t6i da khoang 1-3 gir sau khi udng. Néng d6 t6i da trung binh 14 khoang 427 ng/ml sau khi ubng lidu
120 mg/lan/ngay va khoang 494 ng/ml sau khi ubng lidu 180 mg/lan/ngay.

Fexofenadin gin két v&i protein huyét twong khoang 60-70%. Fexofenadin duoc chuyén hoa khong
dang ké (qua gan hodc khéng qua gan), vi fexofenadin la hop chit chi yéu duoe tim thdy trong nudce
tiéu va phin cta ddng vAt va ngudi. Ndng d6 huyét tvong cua fexofenadin giam xubng theo mot ham
mii, v&i thoi gian ban thai cudi ciing khoang 11 — 15 gi¢y sau khi udng nhiéu lidu 1ap lai. Duge ddng
hoc ciia fexofenadin 14 tuyén tinh khi udng mot lidu va nhiéu lidu 1én dén 120 mg x 2 lan/ngay. Ding
lidu 240 mg x 2 lAn/ngay 1am tang nhe (khoang 8,8%) viing dudi dudng cong ndng do & trang théi én
dinh, cho théy trén thuc té duge ddng hoc cua fexofenadin 1a tuyén tinh & khoang lidu ding tir 40 ~
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240 mg /ngay. Duong thai trir chinh 14 qua sy bai tiét mat, khoang 10% liéu ding duoc bai tiet qua

nurée tiéu & dang khong bién d6i.

CHI PINH

Viém miii di éng theo mua : Fexofenadin duge chi dinh dé lam giam céc triéu chimg do viém miii di
ung theo mua cho ngudi lon va tre em > 6 tubdi. Céc triéu chimg nhu 13 hét hoi, s6 miii, ngita mit, miii
va ¢b hong, mit d6 va chay nude.

Chitng may day man tinh hay tw phat: Fexofenadin ciing dugc chi dinh dé didu tri cac bidu hién
trén da khong cé bién chimg cda bénh ndi may day tu phat man tinh. Lam gidm nglra va may day

dang ké.

LIEU DUNG VA CACH SU DUNG

Chi dinh Nhom bénh nhin Litu diing

e .. | 60mg x 2 lan mdi ngdy hay
; A . , Ngudi lon, tré em > 12 tudi i
Viém miii di Uing theo mua & Chimg 180mg x 2 lan mdi ngay.

ay day man tinh hay tu phat . 5 30 mg hay 1 thia ca phé x 2
Ee b 2R THd e 06 6 051 12- i = 08y P

lan mdi ngay

Ngudi 16n 60 mg x 2 ldn mdi ngay.

Chimg may day man tinh hay ty phat 30 mg hay 1 thia ca phé x 2

Tré em tir 6 dén 12 tubi

[an mdi ngay

. R~
CHONG CHI PINH Y=
Chéng chi dinh cho bénh nhin min cam véi Fexofenadin hay bat ki t4 duoe nio cta thudc.

LUU Y PAC BIET VA CANH BAO KHI SU DUNG

Nhu hiu hét cac thudc méi, chi cé rat it s6 liéu vé ngudi cao tudi, bénh nhan suy gan hodc suy than.
Nén diing Fexofenadin hydrochlorid cén than & nhitng nhém bérh nhan dic biét nay.

Tinh an toan va hiéu qua cta Fexofenadin 1én bénh nhén nhi duéi 6 tudi chira duoc nghién et

TUONG TAC THUOC

Dung ddng thdi Fexofenadin Hydrochlorid véi ketoconazol hay Erythromyecin cé thé lam ting ham
hrong cita Fexofendin trong huyét tuong. Thude khdng acid ¢6 chita nhém hay magié ¢6 thé lam giam
su hép thu Fexofenadin. Nudc ép trai cly budi, cam va tao ¢ thé lam giam sinh kha dung ctia
Fexofenadin.

TAC DUNG PHU

Céc tac dung phu ctia Fexofenadin gin nhir 14 nhimg tac dung nhén thiy durge tir gia duge.

Céc phan tng phu thudng duge nhan thdy nhu nhire diu, kho tiéu, met 1 budn ngil, budn nén, dau
thét nguc, khé thé. ..

*.‘--..
SU DUNG G PHU NU CO THAI VA CHO CON BU
Phu nir cé thai
Khéng cé diy du sb lidu vé sy sit dung fexofenadin hydrochlond o 6 thal. Khong nén dung

thude trong thai k¥, ngoai trir triromg hop thét sur cin thiét va d6 an toan véi thai nhi duge dam bao.
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Ba me cho con b
Khong c6 s6 liéu ve sir dung fexofenadin & phu nit cho con bi. Can than trong khi dung Fexofenadin

cho phu nir cho con bu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Fexofenadin hydrochlorid khong c6 tac dung dang ké trén chic ning cla hé than kinh trung uong.
Tuy nhién, d& nhan biét bénh nhan nhay cdm c6 phan (g bat thuong vai thude, nén kiém tra tinh dap
tng cuia mdi bénh nhan trude khi 141 xe hay thuc hién céc thao tac phirc tap.

QUA LIEU, TRIEU CHUNG VA GIAI POC

Di c6 bao cdo vé tinh trang chéng mit, ngi gi, mét moi va khd miéng khi st dung qué liéu
fexofenadin hydrochlorid. Cho céc ngudi khoe manh ding & 1idu 1én dén 800 mg/lan va 690 mg/lan x
2 14n ngay x 1 thang hodc 240 mg/lin/ngay x 1 nam: khong c6 tic dung phu dang ké trén lam sang so
voi gia duge. Chua c6 liéu dung ti da ¢6 thé duge dung nap ctia fexofenadin hydrochlorid.

C6 thé can nhic cac bién phap chuén dé loai trir thude chua duoce hip thu khoi co thé. Khuyén nghi
diéu tri triéu chirmg va diéu tri hd trg. Loc than nhan tao khong ¢é hiéu qua trong viéc thai trir
fexofenadin hydrochlorid ra khoi mau. ?/

PONG GOI: Chai 50 ml hdn dich udng.
HAN DUNG: 36 thang ké tir ngay san xuét trude khi mé ndp. Str dung thude trong vong 30 ngay sau
khi mé& nép.
BAO QUAN: Bio quan noi khd, mat, dudi 30°C. Trénh 4nh sang.
TIEU CHUAN: Theo tiéu chuin Nha san xudt.
. SAN XUAT BOI:

Pl ARISTOPHARMA LTD.

Plot # 21, Road # 11, Shampur-Kadamtali I/A,
Dhaka-1204, Bangladesh

Mahboob Hassan
(Managing Director)




