
TO HUONG DAN SU DUNG 

___.. Bivixifen 120 
BOC KY HUONG DAN SU DUNG TRUGC KHI DING. 
THANH PHAN: Cho 1 vién nén bao phim. 
Hoat chat: Fexofenadin hydroclorid 120 mg. 

Ta duge: Microcrystallin cellulase 101, maize starch, pregelatinised starch, povidon K30, croscarmellose sodium, 

Magnes] stearat, hydroxypropyl methylcellulose 6cPs, polyethylen glycol 400, talc, titan dioxid, iron oxid red, 

quinolin yellow lake. 

DANG BAO CHE: Vién nén bao phim. Vién nén dai bao phim mau héng, mét mat cé vach ngang, mét mat tran. 

CHI-DINH BIEU TR]: Thudc duge chi dinh cho ngudi én va tré em tit 12 tua tré lén dé lam gidm cdc trigu ching lién 
quan d&n viém mii di ting theo mia. 
LIEU LUGNG VA CACH DUNG: 
~ Nguiti lén: Liéu khuyén cdo la 120 mg x 1 lén/ngay, udng tridc bita an. Fexofenadin la chat chuyén héa c6 hoat tinh 
cla terfenadin. 
-Treem: 
+ Trem tit 12 tudi tré lén: Liéu khuyén céo fa 120 mg x 1 lan/ngay, uéng trudc bia an. 
+ Tré em du6i 12 tudi: An todn va higu qué cila fexofenadin hydroclorid 120 mg chua duc nghién cau 6tré dui 12 tuéi. 
+ Tr em tit 6 dén 11 tudi: Nén ding vién fexofenadin hydroclorid 30 mg. 
~ Cac d6i tugng dic biét: Nhimng nghién ctu trén nhém adi tung bénh nhan dic biét (nguéi gia, bénh nhan suy gan 

hodc suy than) cho thay khéng cn diéu chinh liéu ding fexofenadin hydroclorid. 
CHONG CHI BINH: 

Qua man cam véi fexofenadin hay voi bat ky thanh phan nao cla thudc. 
CANH BAO VA THAN TRONG KHI SU DUNG: 
- Nhu nhiing loai thuéc méi khée, d@'lidu cén han ché & nguéi cao tudi va bénh nhan suy gan hodc suy than, than 

trong khi diing fexofenadin hydroctorid trén nhimg nhom bénh nhan nay. 

~ Bénh nhén cé tin sti hodc dang mac bénh tim mach cn duge cdnh béo vé thudc khéng histamin c6 lién quan dén 
Cac phan dng trén tim mach nhu nhip tim nhanh va danh trong nguc. 
TRUONG HOP CO THAI VA CHO CON BO: 

Phu nit 6 thai: Khdng c6 dit ligu ddy di vé vide sit dung fexofenadin hydroclorid cho phu nif cé thai. 

Ccnghién citu trén déng vat khéng chi ra cdc tac hai truc tiép hodc gidn tigp lian quan dén qua trinh mang thai, su 
phat trién cia phdi/bao thai, sinh con hodc su phat trién sau khi sinh. Khéng nén sir dung fexofenadin hydrodorid 

trong thoi ky mang thai, tri khi that cén thiét, 
Phu nif cho con bd: Chufa cé dif liu vé thanh phan cia sita me sau khi ding fexofenadin hydroclorid. Tuy nhién, khi 
ding fexofenadin cho phy ni cho con bii, fexofenadin di vao sta me. Vi vay, khéng diing fexofenadin hydroclorid 

cho phu nif cho con bi. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Dua trén tac dung dugc lf va cac tac dung khdng mong mun dudc béo céo, fexofenadin hydroclorid khéng gay anh 

hung dén kha nang lai xe hodc sit dung may méc. Fexofenadin hydroclorid @& duoc ching minh khéng ¢6 anh 

huéng ding ké dén chifc nang cia hé than kinh trung wong, Biéu nay 6 nghia bénh nhan c6 thé Idi xe hodc thuc 
hign céng vigc d6i hi su tap trung. Tuy nhién, dé xac dinh nhitng ngudi nhay cdm c6 phan img bat thudng voi cdc 

sn phdm thudc, nén kiém tra phdn cng c4 nhan trudc khi Idi xe hodc thuic hién c&c cong vide phitc tap. 

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC: 
- Fexofenadin khéng trai qua qua trinh bién déi sinh hoc & gan va do dé khéng tuong tac véi cdc thuéc 

théng qua co ché gan. 
- Ding déng thai fexofenadin hydrodorid véi erythromycin hodc ketoconazol lam tang néng d6 

fexofenadin trong huyét tuong lén 2-3 lan. Nhiing thay déi nay khdng kem theo bat ky anh huang nao 
trén khoang OT va khéng lién quan dén su gia tang phan Ung cé hai nao so véi viée str dung thudc riéng lé. 

- Nhitng nghién ciu trén déng vat cho thay néng dé fexofenadin trong huyét tuong tang xay ra sau khi 
ding déng théi véi erythromycin hoc ketoconazol, duéng nhu do tang hap thu qua dudng tiéu héa va 

gidm bai tit mat hodc bai tiét qua dudng tiéu héa, tudng tng. 
~ Khéng quan sat thay tuong tac giifa fexofenadin va omeprazol. Tuy nhian viéc ding thuéc khang acid c6 

cha nhém va magnesi hydroxid gel 15 phut truéc khi ding fexofenadin hydroclorid lam giam sinh kha 

dung, c6 thé do lin két trong dudng tiéu ha. Vi vay cic thudc nay phai ding céch nhau khoang 2 gid. 

TAC DUNG KHONG MONG MUON: 
Cac phan tng phu dugc phan theo nhém co quan va tan suat: rat thuéng gap (= 1/10), thudng gap (= 
1/100 dén < 1/10), ft gap (1/1.000 dén < 1/100), hiém gap (= 1/10.000 én <1/1.000), rét hiém (< 
1/10,000), khéng r6 tn suat (khéng thé ude tinh tit difliéu c6 san). 

Trong mdi nhém tan suat, cc tac dung khéng mong muén dugc trinh bay theo mic d6 gidm dan. 
C4c tac dung khéng mong mudn sau 4a dugc béo céo 6 ngudi lén trong cdc thir nghiém lam sang, véi ty 1é 

tuong tu véi gid dugc: 

R6i loan hé than kinh: 

~Thudng gap: Nhdic dau, budn ngii, chéng mat. 
Réi loan hé tiéu héa: 

-Thudng gap: Buén nén. 
4c roi loan chung va tai ché ditng thudc: 

~fegap: Mét mdi, 
C4c tac dung khéng mong mudn sau da dugc bao céo 6 nguéi én sau khi thudc dugc lvu hanh, vai tén suat chua dugc 

16 (khdng thé uéc lugng tit dif ligu 6 sn): 
Roi loan hé min dich: Phan ting qua man nhu phi mach, tc nguic, khé thd, 46 bitng va séc phan vé toan than, 
Réi loan tam than: Mat ngd, lo lang, r6i loan gidc ngii hodc ac méng/da mong. 
Roi loan tim: Nhip tim nhanh, danh tréng nguc. 
Réi loan tiéu héa: Tiéu chay. 
R6i loan da va mé du6i da: Phat ban, may day, ngita. 

THONG BAO NGAY CHO BAC SI HOAC DUOC SI NHONG PHAN ONG CO HAI GAP PHAIKHI 

SU DUNG THUOC. 
QUA LIEU VA CACH XO TRI: 
Qud liéu: Chong mat, buén ng, mét mdi va kh miéng da duoc bao céo khi ding qué liéu fexofenadin hydroclorid. 
Liéu don 800 mg ¥a 690 mg x 2 lén/ngay trong 1 thang hoc 240 mg x 1 lén/ngay trong 1 ndm da dug ding cho 
gui khde manh ma khéng phat trién cic tic dung khéng mong mun dng ké trén lam sdng so vdi gid duge. Lidu 

dude dung nap tai da clla fexofenadin hydraclorid chua dugc thiét lap. 

Coch xit trl: Can xem xét sit dung cc bign phép tiéu chudn dé loai bé bat ky sin pham thudc khéng duoc hap thu nao. 
Khuyén khich diéu tri hé trg va diéu tr] triéu ching. Tham tach mau khéng loai bé fexofenadin hydroclorid khdi mau 

higu qua. 

DUOC LUC HOC: 
Ma ATC: ROGA X26, 

Nh6m thuée: Thudc khang histamin diing toan than, 
Coché téc dng 

Fexofenadin hydrodorid la thudc khang histamin H1 khng gay ngi. Fexofenadin [a chat chuyén héa cé hoat tinh cla 
terfenadin. 

An todn va hiéu qud lam sting 

Cécnghién edu cho thay sau khi ding fexofenadin hydroclorid lidu don va hai lan méi ngay ching minh thuée cé tac 
dung khéng histamin bat du trong vong 1 gid, dat t6i da sau 6 gitva kéo dai 24 gid. Khéng ¢é bing ching cho thay 
nhitng téc dung cia thudc sau 28 ngay ding thudc. Ba quan sét thy méi quan hé gidta lidu dung va tac dung tich cuc 
gida liéu 10 mg d€n 130 mg. Trong mé hinh téc dung khéng histamin nay, liéu dling ft nhat cén thidt la 130 mg d& dat 
duoc hiéu qua nat quan duy tri trong khodng thdi gian 24 gid. Cac nghién citu trén lam sang cho thay liéu 120 mg la 
‘il higu qué trong 24 gid trong viém mii dj ting theo mila. 

Kh6ng c6 su khdc biét déng ké vé khodng QTc d bénh nhan viém mai di cng theo mila ding fexofenadin hydroclorid 

240 mg x2 lén/ngay trong 2 tuan so véi gid dug. Ngoai ra, khang quan sdt thay suthay adi dang ké quang Ofc d ngudi 
khde manh diing fexofenadin hydroclorid 60 mg x 2 lén/ngay trong 6 thang, 400 mg x2 lan/ngay trong 6,5 ngay va 

240 mg x 1 lén/ngay trong 1 nam, khi so sénh voi gid dugc. Fexofenadin 8 néng 46 lén hon 32 lan so vot néng 6 diéu 
tri @ngudi khdng anh hung dén kénh K-+ chinh lvu cham duoc nhan ban tit tim ngudi, 

Fexofenadin hydroclorid (5 - 10 mg/kg po) ttc ché khang nguyén gay co that phé quan & chudt lang nhay cam va tic ché 
giai phéng histamin 8 ndng d6 siéu diéu tri (10-100 uM) tirté bao mast phic mac. 
DUGC BONG HOC: 
Hap thu 
Fexofenadin hydroclorid dugc hp thu nhanh vao co thé sau khi uéng, Tmax dat duge sau khoang 1-3 git diing thudc. 
Gia tr] Cmax trung binh khoang 427 ng/ml sau khi uéng liéu 120 mgx 1 lén/ngay. 
Phan bé 

Ty le lidn két cia fexofenadin vdi huyét tuong la 60 - 70%. 
Bign 4éi sinh hoat va thai trir 
Fexofenadin trai qua qué trinh chuyén héa & gan khéng déng ké viné la hop chat chinh duy nhdt duoc xdc dinh trong 

nuéc tiéu va phan ca dng vat va nguii. Néng d6 cia fexofenadin trong huyét tuong gidm theo cp sé nhan véi thdi 
gian ban thai cu6i ti 11 d&n 15 git sau khi ding nhiéu lén. Duc dng hoc lidu don va liéu da cla fexofenadin tuyén 
tinh voi liéu udng [én én 120 mg BID. Liéu 240 mg BID tao ra lén hon mat chiit so véi mifc ting tf Ié (8,896) 6 ving 
trang thai 6 dinh duéi dudng cong, cho thdy duoc d8ng hoc cia fexofenadin thuic té tuyén tinh 4 nhing liéu trong 

khodng 40 mg dén 240 mg ding hang ngay. Thuéc dude thai tris chd yéu qua mat, 10 % liéu ung dugc bai tiét qua 
nude tiéu dudi dang khéng di. 
QUI CACH DONG GOI: Hop 2 vix 10 vién (vinhém — nhom); Hop 10 vIx 10 vien {vi nhém — nhém). 
BAO QUAN: Nhiét d6 khdng qué 30°C. 
HAN DONG: 36 thang ké tirngay sin xudt, 
TIEU CHUAN: TCS 

NHA SAN XUAT: CONG TY TNHH DUOC PHAM BY PHARMA 

Bia chi: S6 18, Budng L8 Thi Soc, Ap 2A, X4 Tan Thanh Tay, Huyén Gi Chi, Thanh Phé Hé Chi Minh, Vit Nam. 

Moi thdc mac va théng tin chi tie, xin lién hé sé dién thoqi: 02822538854 
HDSD-BIVIX-XXX120-B-D220 X R100-(**}-23-A 

https://trungtamthuoc.com/


