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MAU NHAN CHAI XIN PANG KY

EACH TABLET COHTAINS:
fexofenadine hydrochtoride...60mg
Exciplents Q5. per 1 1ablet

Indication, dosage, Instruction and
contra-indication: Sea in the leafiet.
Specification: UsP
Store In a dry place, below 30°C,
protect from lght.

Read leaflet carefully before use
Keep out of reach of chlldren
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TABSHI

Fexofenadine hydrochloride 60mg
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RABM MRHMEUM (w

HOIVIEN CHUA:
Fexofenadine hydrochloride . 60mg
Tédugeviado.. 1vita

Chl djnh, liéu ding, cich dong,
chding chi dinh va cAc thong tin khic
Xem & hudng din sirdyng.

Tiéu dhwdne Use
B4o quin: Nol kha, nhigt dg dudi 30°C
tranh dnh sdng.

Dok hudmg din st dyng trudic khl ding
4 xa tdm tay tré em

bung uey
xS Aetn
a5

MO

(Mmdmsx mmmﬁnmw
LB 2A, Dudeng S5 1A - KTH T Tga, R Tha Tgo A
@ Wk Tha - Tp. W5 O Mo - Vit Ham,

—

FACH TABLET CONTAINS:
Fexofenadine hiydrochloride..60ma
Exciplents 8 | per 1lablet

Indication, dosage, Instruction and
contra-indication: See in the leaflet.
Spedification: USP
store ina diy place, below 30°C,
protect from Hght.
llead leaflet carefully before use

out of reach of children
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FACH TABLET CONTAINS:
fexofenadine hydrochloride...60mg
Exciplents g5 per 1 tablet

Indication, dosage, fnstruction and
contra-Indication: Se In the leaflet.
Specification: USP
Store ina dry place, below 30°C,
protect from light.

Read leaflet carefully before use
Keep out of reach of dilldren

CONG NAM MANUFALTURING

TABSHI

Fexofenadine hydrochloride 60mg
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Chai 60 vién nén bao phim
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TABSHI

Fexofenadine hydrochloride 60mg

Chal 100 vién nén bao phim
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Box of 1 blisters x 10 film-coated tablets

Fexofenadine hydrochloride 60mg
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Box of 3 blisters x 10 film-coated tablets \

Fexofenadine hydrochloride 60mg
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MAU HOP XIN PANG KY

Box of 6 blisters x 10 film-coated tablets

r—
7). |
il

Fexofenadine hydrochloride 60mg

) P l{y\‘!

609 IpUOILPOIPAY UIPEU}OXDS

}ed:r:tudggmﬁ ot b 0K: SELHSXK:

exofena i _60mg i

Ta dugcviado. .. it Na3y sK:

(!\Minh 11 di hdhn i dfnh H3n Ddng:

Vi ﬂ?s’a« Yem to husng in 56 duna. dewhm

ll.!uqu;‘n Hu|k20. tﬂoduoﬂu‘(.uanhmhﬂng CONG TY €8 Ptk $X « TH OUDE Pl DONG MAM
n str dyng trude kh L8 2A, Dubr S5 1A+ i:umm.n'mwm

gg‘ntlmuytr Q. Bish Téa - Tp. HA Chl Minh - Vijt Naao.

/ Hp 6 vi x 10 vién nén bao phim

Fexofenadine hydrochloride 60mg

Fexofenadine hydrochloride 60mg

GMP - WHO
I

ol aiﬂlat!onmein 13 eanel. B
gtngﬂu on:
ore In a dry place, haofi:fio'( , proted from light. “DONG AN HANUFACTURING

K::g }:'el:t'l:ltte;(.l? (."'Ilh!lrtl‘luse TRADING PHARMACEUTICAL CORP,

e
ofe @ =
E::H nis q. r.?‘____...perlmg
1 u dosa

CTY CP SX - TM DP




"di0) TLLEDVNEVHE INIOVEL

INIENLVINNYH HYN 9N0J

URUPIRP Jo Y3224 30 N0 dd)Y
25N 2ojaq AINjased Jayed] peay
S woxy pjeud
“Jo0E Mojaq "oed Aup 2 Uy 2u038
dST UOREYIAS
0TI AR U1 295 TUCREPUl-TRUSY
pue sopongsy ‘2fesop ‘UeRepul
»A TR 5h Wdpx3
GG IpHOIPOIPAY JUJPeUd)oXIS
SNIVANGD 1318VL OV

IHSEVL

. TABSHI

Fexofenadine hydrochloride 60mg

\

< WYHd 0ghe” \C
: zs%%x.r%_zzmﬁ
Lo\ NYHd QD /&

" INVNDNOGE
dd WL-XS dO ALD

_L m___ ﬂ”,,.h.“__
T.-n _ __
e ] ey

At

HLi09 IpuUOjYPOIPAY BULPEUIIOXSS

- e ——

} G, = v
== - -
= il

S19]qE} pajend-wjy T X SI31SYq 0T JO Xog

"ESEN LA - LU LD §H 0L -uRL sag D

¥ ou) upy g "okl LR NOX - VL S Bueng vz 1

2 30X LS
ung ueH
xS Al
ASNES a5
wd 0 A wpl BX 3G

Gunp 1) 2000 Su=p s upp Sugny £ 208

“Sues yue yuen

e0€ NP 0P 2R3 U |1ON supnb opg

dSN PN AL
“Bunp 115 UZP BupnYy 03 Wax

e UR Guoya 392 gA yuip fup Gugy — - -

“Bunp Y53 Bemp PN ‘YuID 1D
UPIA T 0P BOA DD BL
Buigg™apUOPaIPAY dUIPRU3J0XDY

YAHD NJIA I0W

IHSEV1

OHM - dW9

D9 2pUOJY20IPAY SULpRURLOXRS

wiyd oeq UgU UIIA 0T X IA 0T dOH

https://trungtamthuoc.com/

A ONYANIX dOH NYIN

B9 3pLIO|Yd0IPAY 3ulpeU3joXa4

IHSAVL =




https://trungtamthuoc.com/ . ) . g .
P g TO HUONG DAN SU DUNG THUOC

TABSHI
Pé xa tAm tay tré em
Doc ky huéng din sir dung truée khi diing
THANH PHAN, HAM LUQNG CUA THUOC :
MGbi vién nén bao phim chira
Thanh phén hoat chdt:
Fexofenadin hydroclorid ....................ooooai. 60 mg
Thanh phdn td duoc:
Lactose monohydrat, Avicel 102, Tween 80, PVP K30, Talc, Silicon dioxyd, Primellose, Magnesi stearat,
Vivacoat (gom c6: Hypromellose 6, Polyethylene glycol 3350, Titan dioxyd, Polydextrose, Talc).
DANG BAO CHE :
Vién nén dai bao phim mau tring, mit tron - mat ¢6 ky hiéu “DNP”.
CHIi PINH :
Fexofenadin duoc chi dinh dimg diéu tri triéu chimg trong viém
nude mét, hit xi, ngtra mfii hosc hong.
CACH DUNG VA LIEU DUNG :
Céch dung :
Dung dudng ubng, nén udng trude bira an
Liéu diing :
Ngudi 16n va tré em tir 12 tudi trd 1én: Liéu thong thudong 13 60 mg x 2 1a ngay Khong qué 2 vién trong 1
ngay.
Cic d6i twong dic biét:
Tré em dudi 12 tudi : chua du dit liéu nghién ciru v& ding thudc cho dbi twong nay.
Ngudi 16n tir 65 tudi trd 1én va bénh suy gan, suy than : céc dit liéu nghién ciru cho thdy khong can thiét
phai chinh lidu & c4c d6i tuong bénh nhan nay.
CHONG CHIi PINH :
Qué mAn cam v6i fexofenadin hogc v6i bt cir thanh phan nio cia thudc.
CANH BAO VA THAN TRQNG KHI DUNG THUOC :
Can thén trong va diéu chinh liéu thich hop khi ding thudc cho ngudi ¢ chite ning than suy giam hoic suy
gan vi ndng do thudc trong huyét tvong tang do nira doi thai trir kéo dai. Can thén trong khi ding thudc cho
ngudi cao tudi (trén 65 tudi) thudng c6 suy gidm sinh 1y chirc néng than.
D an toan va tinh hiéu qué cta thudc ¢ tré em dudi 6 tu01 chura x4c dinh dugc.
Can ngimg fexofenadin it nhét 24 — 48 gid trude khi tién hanh céc thir nghiém khang nguyén tiém trong da.
Dung fexofenadin 1am bénh vay nén ning 1én
Tuy thudc khong c6 doc tinh trén tim nhw chét me terfenadin, nhung van can phai thin trong theo ddi khi
dung fexofenadin cho ngudi da c6 nguy co tim mach hoac ¢6 khoang QT kéo dai tir trude.
Bénh nhén c6 tién st bénh tim mach cin dugc canh béo rang cac thudc khang histamin 1a mét loai thudc c6
thé gy ra c4c phan tmg phu nhw nhip tim nhanh, d4nh tréng nguc.
Can khuyén ngudi bénh khong tw ding thém thu6c khéng histamin nao khac khi dang sir dung fexofenadin.
Trong thanh phdn thubc c6 chika td dugc:
Lactose monohydrat: Bénh nhéan méc cac rdi loan di truyén hiém gip vé dung nap galactose, chimg thiéu
hut lactase Lapp hodc rbi loan hép thu glucose — galactose khéng nén sir dung thube nay.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CONBU :
Thoi ky mang thai : Do chua ¢ nghién ctru ddy du trén ngudi mang thai, nén chi ding fexofenadin cho
phu nit mang thai khi lgi ich cho me vuot trdi nguy co dbi v6i thai nhi.
Thoi ky cho con bi : Khéng c6 dit liéu vé viéc fexofenadin bai tiét qua stra me. Tuy nhién, khi dung
terfenadin cho phu nit cho con b d4 tim thdy fexofenadin trong sita me. Vi vay fexofenadin khong dung
cho phu nit dang cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :
Dua trén duge luc hoc va bdo cdo cdc phan tmg phu, khong chic chan thube fexofenadin hydroclorid c6
anh hudng dén kha ning 141 xe hodc sir dung may méc.
Trong céc thir nghiém, fexofenadin hydroclorid da dugc bao cdo khong c6 tac dong dang ké dén hé than
kinh trung wong. Diéu ndy ¢6 nghia 1 bénh nhan c6 thé 1ai xe hojc thuc hién céc cong vide doi hoi sy tap
trung. Tuy nhién, dé x4c dinh nhimg ngudi nhay cam c6 phan ng bt thudng véi cac san pham thude, nén
kiém tra phan {mg cla timg c4 nhan trude khi 14i xe hodc thuc hién cac cong viéc doi hdi sy tép trung cao.
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TUONG TAC, TUONG KY CUA THUOC :
Fexofenadin khong trai qua qué trinh chuyén ddi sinh hoc & gan va do d6 s& khong twong tac véi cc thudc
khac théng qua co ché gan. Ding dong thoi fexofenadin hydroclorid véi erythromycin hodc ketoconazol lam
tang nong do fexofenadin trong huyét trong nhung khong 1am thay dbi khoang QT.
Nong d6 fexofenadin c6 thé bi tang do erythromycin, ketoconazol, verapamil, céc chit tc ché p —
glycoprotein.
Fexofenadin c6 thé lam ting nong d6 cdn, céc chat tc ché hé TKTW, c4c chét khang cholinergic.
Fexofenadin c6 thé 1am giam ndng d6 cac chat tic ché acetylcholinesterase (& TKTW), betahistin.
Fexofenadin ¢6 thé bi giam ndng d6 béi céc chat ic ché acetylcholinesterase (& TKTW), amphetamin, céc
chit khang acid, nudc ép qua budi, rifampicin.
Khong co su tu“orng tac glu’a fexofenadm va omeprazol Tuy nhlen viéc st dung c4c thude khang ac1d co

"' Q{;;om ngudi bénh ding

fexofenadin twong tu nhém dung placebo. Cac tic dung khong oe khong bi anh hudng
bdi lidu dung, tudi, gi6i va ching toc ciia bénh nhan.
Thweong gdp, ADR >'1/100
Thén kinh: Budn ngu, mét moi, dau du, mAt ngu, chong mit.
Tiéu héa: Budn ndn, khé tiéu
Khéc: Nhiém virus (cam, cim), dau bung kinh, nhidm khuén hé hép trén, ngita hong, ho, sbt, viém tai giita,
viém xoang, dau lung.
It gdp, 1/1000< ADR< 1/100
Thén kinh: MAt ngy, so hai, réi loan gidc ngn, 4c mong.
Tiéu hoa: Kho miéng, dau bung.
Hiém gdip, ADR< 1/1000
Da: Phit ban, ndi may day, ngira.
Réi loan nhip tim: Nhip tim nhanh, danh tréng nguc
Phan tmg qua man: Phit mach titc nguc, khé thd, o bimg, choang phén vé.
Thong bdo cho bdc s nhitng tdc dung khéng mong muon gdp phdi khi sic dung thudc
QUA LIEU VA CACH XU TRi :
Triéu chimg: Chong mét, buon ngu, mét moi va kho miéng dd dwge bao céo khi dung qua lidu fexofenadin
hydroclorid. Liéu dung nap t6i da ciia fexofenadin hydroclorid chua dugc x4c dinh.
Cdch xir tri:
Str dung céc bién phap thong thuong 8 loai bo phan thubc con chwa dugce hip thu & bng tiéu héa. Piéu tri hd
tro va diéu tri triéu chimg. Thim phan mau khong loai bd dugc fexofenadin hydroclorid. Khong c6 thudc giai
doc dac hiéu.
PAC TINH DUGC LUC HQC :
Nhém duge Iy: Thude khang histamin
Ma ATC: RO6AX26
Fexofenadin 13 thudc khang histamin thé hé hai, c6 téc dung déi khang dic hidu va chon loc trén thu thé H1
ngoai vi. Thubc 13 mdt chit chuyén hoéa c6 hoat tinh cua terfenadin nhung khéng con doc tinh dbi véi tim do
khong te ché kénh kali lién quan dén sy tai cuc t& bao tim. Fexofenadin khong c6 tac dung dang ké dbi
khang acetylcholin, d6i khéng dopamin va khong c6 tac dung e ché thu thé alphal- ho3c beta - adrenergic.
0 liéu diéu tr, thuoc khong gy ngu hay anh huong t6i thin kinh trung wong. Thudc c6 tic dung nhanh va
kéo dai do thudc gén chim vao thu thé H1, tao thanh phitc hop bén vimg va tich ra cham.
PAC TINH DUGC DONG HQC :
Hip thu: F exofenadin hydroclorid dugc hap thu nhanh chéng vao co thé sau khi udng, véi Tpax khoang 1-3
gitr sau khi udng. Gia tri Cpx trung binh xap xi 494 ng/ml sau khi dimg liéu 180 mg mot lan/ngay.
Phén bé: Khoang 60 — 70% fexofenadin gin két véi protein huyét tuong.
Chuyen héa: Fexofenadin chuyén héa khong déng ké, phan 16n fexofenadin tim thiy trong phén va nudc
tidu ctia dong vat va con ngudi.
Thdi trir: Thoi gian bén thai trir ciia thude tir 11-15 gio, thudc chu yéu dao thai qua phan 80%, qua nudc tiéu
10%.
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QUY CACH DONG GOI :
Vi 10 vién; hop 1 vi, hop 3 vi, hop 6 vi va hop 10 vi
Chai 30 vién, Chai 60 vién va Chai 100 vién
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG CUA THUOC :
Piéu kién bao quan: Noi kho, nhiét d6 dudi 30°C, tranh 4nh sang.
Han diing : 36 thang ké tir ngay san xuat
Thube sin xuit theo USP )
TEN, PIA CHI CUA CO SO SAN XUAT THUOC :

CONG TY CO PHAN SX - TM DUGC PHAM DONG NAM
. Lo 2A, budng 1A - KCN Tan Tao, P.Tan Tao A,Q. Binh Tan - TP.HCM.

CTY CO PHAN SX - TM DP PONG NAM
ong Giam Doc *
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