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Bixofen 120

Sbiister x 10cap AL-PVC

Box: 112 x 65 x 37 mm

Blister: 102 x 50 mm

Bixofen

Fexofenadin hydroclorid

120mg
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Bixofen
30 MG

Oral route
Box of 5 blister x 10 film coated caplets

COMPOSITION: Fexnfenadine hydrochloride 120 mg and excipients

5q. for 1 film coated caplet.

INDICATION, ADMIMESTRATION, CONTRAINDICATIONS AND
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Bixofen 120

Ablimter x 10cap AL-AL

Bixofen

Box: 130277217 mm

Fexofenadin hydroclorid

Blister: 125 x 72 mm

120mg

: Thudcudng
Wl 6VPHARMA Hop 1 vix 10vién nén daibao phim

THANH PHAN: Fexofenadin hydroclord 120 mg va céc t4 duge wia 40 1 vién nén ddi bao phim. 5618 S¥Aat No
ol DM, CACH DUMNG, 400G CHl D VA CAC THOMG TINKMAC: Boc tshudng din s dyng thuc.  NSKMId

| | BACQUAN: Nhitd) khiing qus 30°C. tranh dm. HOMExp
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HUONG DYNG TRUGC 108 DUNG. e xudlt tai: CONG TY CG PHAN BV PHARMA
Dokt ol e WHO - GMP Apz.le;g:ﬂmhfh.umncé'gmw.nﬁmmm.

Bixofen

Fexofenadine hydrochloride

120mg

Oralroute
PHARMA Box of 1 blister x 10 film coated caplets
N |
COMPOSITION: Fexofenadine hydrochloride 120 mg and exclpients sq, for 1 film coated caplet. SDKAisa:
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' Bixofen 120 chai 50 vién
Carton box: 75 x 42 x 42 mm
i Label: 120 x 28 mm

| | Bixofen
120mg

Bixofen

COMPOSITION: Fexofenadine
hydrochloride 120 mg and exxciplents

Bixolen | rosmse e
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sq. for 1 film coated caplet. daibao phim,
130 MQ | INDICATION, ADMINISTRATION, 120MQ | od emm, chcn pime, cioue ol
CONTRAINDICATIONS AMD FURTHER DP VA CAC THONG TIN MHAC: Boc i
INFORMATION: Refer to package insert. hudng ddn sirdyng thudc.
STORAGE: Temperature nat exceeding BAO QUAN: Nhigt 40 khdng qud 30°C,
30°C, protect from humidity. trdnh dm.
KEEP QUT OF REACH OF CHILDREN. oéxATAMTAY ClA TRE B
READ PACKAGE INSERT CAREFULLY 90C K¥ HUGNG DAN s1) DUNG TRUGC
BEFORE USE. KHIDUNG.
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| |
. Bixofen

S S

sl WAL

A\

hydrochioride
120mg

H A Ap: Feuote s 120 mg ¥a cic th
Bixofen vl T imananasyote
R = e DN, CACH DUMG, CHOMG Ol BPH VA CAC THimG
LTI flefer Lo packane insort Lomg TIM IMAC: Do by huaing din ) g st
minperatine pol pxcending Y0, proteet from WAD QUAN: Hree ) kg qus 300 e dem
hasmidiry. oo e Tt T Ol T .
KEEP QUT OF REACH OF ORLDWEN. e ,
. D 8418 BNt Ho:
x ) WHO - GMP
SOKMsx N WHO - GMP HDMERp: y

Hambat 2, Tan Thanh Tay Vilings, Cu Chi District, Ho ChiMinh City. Ol 34 vl s il eo phes K 2,28 T Thgesh Thy, Huyn Cl OV, TP, MO Chi ek,



(o) Fexofehidin hydroclorid 120 mg
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HANH PHAN: Fexofenadin hydroclorid 120 mg va céc t4 dugc gom Cellulose vi tinh the, Tinh bét hé ho4, Povidon,
Croscarmellose Natri, Magnesi Stearat, Opadry héng, Titan Dioxyd, Opadry trong suét, Ethanol 96% v Nuéc tinh khiét vira
di 1 vién nén dai bao phim.

DANG BAO CHE: Vién nén dai bao phim.

QUI CACH PONG GOI: Hop 1 vix 10 vién, Hop 5 vi x 10 vién, Hop 1 chai 50 vién

DUQC LYC HQC: Fexofenadin la chat chuyén hoé ciia Terfenadin, 1a mét chét khang histamin thé h§ méi c6 téc dung dbi
khang chon loc & thu thé H1 ngoai bién. Fexofenadin (rc ché sy co thit phé quan do céc khéing nguyén gy nén & chudt lang va
trc ché sy tiét histamin tir dudng bao mang bung cia chuét cong. Khéng c6 tic dung khang cholinegic hay irc ché céc thy thé 1
adrenergic. Thudc c6 hiéu lwc 1 gidr sau khi ubng va kéo dai 12 gid, thudc khong di qua hing rdo méau ndo nén khéng c6 cic
dung an thin hay céc tic dung khéc trén hé thin kinh trung wvong. Thir nghiém trén ché va trén ngudi cho thiy thuéc khong c6
tac dung kéo dai khoang Q-T.

DUQC PONG HQC: Fexofenadin dugc hﬁp thu nhanh chéng qua dudmng ubng. Ndng d6 dinh dat dugc trong 2 - 3 gid, ty 1§
gén két protein 60 — 70%. Khoang 5 % téng liéu duge chuyén hoa chii yéu béi mang nhay rudt, chi 0,5 — 1,5 % lidu bj gan bién
ddi. Thoi gian béan thai khoang 14 gid va kéo dai hon & ngudi suy than. Sy bai tiét chu yéu qua phén, chi 10% bai tiét qua nudc
tidu. Fexofenadin khong di qua hang rdo méu nfo. Fexofenadin dugc phat hién trong sita me.

CHi DINH PIEU TRI: BIXOFEN 120 la thudc khang histamin thé hé méi it gdy budn ngu ding dé diéu tri céc triéu chimg
di img cho ngudi 16n va tré em trén 12 tudi bao gom: ‘

- Viém mili dj img theo mua, hét hoi, s& mii, ngira vom hong, ngira mit , chay nudc mit,
- N6i mé day, céc di img ngoai da khac.

LIEU LUQNG VA CACH DUNG: _

- Ngudi 16n va tré em trén 12 tudi: Ubng mdi lan 1 vién, 1 14n m&i ngay.

- Trudng hop suy than: Udng liéu khai dau 1a 1/2 vién, 1 14n mdi ngay.

- Ngudi gia va bénh nhan suy gan: Khong cin gidm liéu, ding liéu nhu ngudi binh thudng.

CHONG CHI DINH: )
Qua mén cim véi Fexofenadin hay mét trong céc thanh phan cua thube.

CANH BAO VA THAN TRQNG KHI DUNG THUOC :

- Diing thudc than trong cho ngudi cao tudi, ngudi suy gan, suy than ning.

- Tinh an toan va liéu dung cho tré em dudi 12 tudi chua dugce xéc lap.

- Nén diing cach xa it nhit 2 gir ddi véi cac thube khang acid c6 chira Nhém hay Magnesi hydroxid

TU'GNG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TACKHAC.

- Fexofenadin khong qua chuyén hod & gan nén khéng tuong tc véi cac thude qua co che gan.

- Diing ciing lic Erythromycin, Ketoconazol 1am ting nong d¢ Fexofenadin trong huyét twong gép 2 - 3 lan nhung khdng anh
hudng dén khoang Q-T. Sy ting ndy c6 thé do syr ting hdp thu hojic giam bai tiét.

- Céc thubc khang acid chira Nhém hay Magnesi hydroxid lam giam sy hép thu Fexofenadin.

- Khéng c6 tuong tic gitra Fexofenadin va Omeprazol.

TRUGNG HQP CO THAI VA CHO CON BU : i _ '
- Khéng ding thudc cho phu nir mang thai trir phi lgi ich diéu tri vugt trdi cic nguy co c6 thé xay ra doi véi thai nhi.
- Khéng ding thuéc cho phuy nif trong thdi ky cho con bu.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC :
Thude it gdy anh hudmg trén kha néing 14i xe va van hanh may méc. Tuy nhién dé phat hién nhimg trudng hop qui man cém c6
phén {mg bét thuong vei thudc nén kiém tra phan img c4 nhén trude khi cho lai xe hay thyc hién céc cong vige phirc tap.



ghi¢m trén ngudi tinh nguyén voi liéu duy nhét 800 mg va liéu 650 mg, 2 14n m&i ngay trong 1 théng khéng
dang ké trén 14m sang. Trén loai chuét véi lidu 5000 mg/ kg ciing khéng c6 gy tir vong.

ué Jieu cdn loai phan thudc chua dugc hip thu bing céc bién phap co ban, didu tri triéu chimg vi diéu trj h3
6 méau chi loai duge khoang 1,7% Fexofenadin.

TAC DUNG KHONG MONG MUON: .
Thudc khong gy budn ngui déng ké trén lam sang, céc tic dng phu thudng gip gbm:
- Pau dau, ngira hong, mét moi.

- Budn nén, kho tiéu, dau thugng vi, tiéu chay.

Thong bdo cho bdc sT nhitng tdc dung khdng mong mudn géip phai khi sic dung thudc.
BAO QUAN: Noi nhiét d khéng qua 30°C, tranh 4m.
HAN DUNG: 36 théng ké tir ngay san xuét.

DE XA TAM TAY TRE EM. _
DQC KY HUONG DAN SU DUNG TRUOC KHI DUNG. s
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC ST |
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NHA SAN XUAT: CONG TY CO PHAN BV PHARMA A%
Dia chi: Ap 2, X4 Tan Thanh T4y, Huyén Ci Chi, TP. HCM. %
Dién thogi: 08 — 37950.611 / 957/ 994, o
Fax : 08 - 37950.614
Email: info@bvpharma.com.vn
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