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TO HUONG DAN SU DUNG THUOC
FEXOPLUZ-LP

Doc kj hwdng din siv dung triée khi diing -
THANH PHAN CONG THUC: M3i vién chira:
Thanh phan dicge char: ; DUOC
Fexofenadin hydroclorid O\LIENPHONG, /
Théanh phén 1 dirgc: J =% AL

Microcel 101, Lycatab PGS, natri croscarmellose, Microcel L, magnesi stearat, HIPMC
15¢ps, HPMC 6¢ps, PVP K30, titan dioxyd, sal oxyd vang, Aerosil-200, PEG-400.

DANG BAO CHE: Vién nén bao phim.
M0 ta: Vién nén bao phim mau vang, hinh thuon dai, mot mat ¢6 vach ngang & gitva. Vach
ngang & gitra vién voi myc dich dung dé bé cho dé nudt chir khong phai chia thanh céc lidu
bang nhau.

CHI PINH:

( Diéu tr triéu chimg trong viém mdi dj img theo muia, may day man tinh vé ciin & ngudi 16n

va tré em tir 12 tudi trd 1én.

CACH DUNG & LIEU DUNG:
Liéu ding:
Nguwoilon:
Liéu khuyén cdo coa fexofenadin hydroclorid cho nguoi 16n 1a 180mg, 1 lan/ngay, udng
trude biva an.
Fexofenadin 1a chit chuyén héa c6 hoat tinh duge | y cua terfenadin.
Tré em:
Thanh thiéu nién tiv 12 tuéi tro lén:
Liéu khuyén cdo cua fexofenadin hydroclorid cho thanh thiéu nién tir 12 tudi tr¢ 1én 1a
180mg, 1 lan/ngay, ubng trude bita in.
Tré em dir6i 12 tui:
D6 an toan va hi¢u qua cua fexofenadin hydroclorid 180mg chua dugc nghién ctru & tré em
dudi 12 tudi.
Déi twong diic bigt:
Nghién ctru trén cdc nhém nguy co dic biét (bénh nhan cao tudi, suy than hogc suy gan) cho
thiy khong can phai diéu chinh lidu fexofenadin hydroclorid & nhitng bénh nhan nay.
Cich dung: Ding dudng ubng.

CHONG CHI PINH:
Man cam véi hoat chat hay véi bat ctr thanh phan ndo ctia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Nhu véi hau hét cac thude méi, chi co div licu han ché & bénh nhan cao tubi, suy gan hoac
suy than. Fexofenadin hydroclorid nén duge sir dung thén trong & cdc nhém dic biét nay.
Bénh nhén ¢6 tién st hodc dang méc bénh tim mach nén duoc canh béo ring thube khang
histamin c6 lién quan dén cac phan tmg bat loi nhip tim nhanh va danh tréng ngure.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nit ¢6 thai:
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Khong co du dit liéu vé viée sur dung fexolenadin hydroclorid & phu nir mang thai.

Cac nglnen clru han Lh(., trén dong vl lem, chi ra tac dong, ¢o6 hai trug

fexofenadin hydroclorid trong thoi ky mang thai trir khi 16 rang cin o8 PH AN

Phu nit cho con bi: ‘ DUUC
UﬂN W@Nﬁﬂ

fexofenadin hychocloud khongD dugc }\Imycn cao cho ba me dfm‘g, cho con bu

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY MOC:
Theo dit ligu duge luc hoe va cac phan tmg bét loi duge bio cdo, fexofenadin hydroclorid
khong chiic anh hudng dén kha ndng ldi xe hode sir dung may méce. Trong cdc thir nghiém
khéch quan, fexofenadin cho thay anh huong khong dang ké dén chire ning hé than kinh
trung wong. Didu nay ¢6 nghfa 14 bénh nhan c6 thé 14i xe hodc thue hién céc cong viée can
sy tap trung. Tuy nhién, dé xdc dinh nhing nguoi nhay cam ¢6 phan tng bt thuong véi
thube, nén kiém tra phan (mg ¢4 nhan trude khi lai xe hodic thue hién cic cong viée phire
tap.

TUONG TAC, TUONG KY CUA THUOC:
Twong tic ciia thude:
Fexofenadin khong chuyén hoa sinh hoc & gan va do do s& khdng tuong tac véi cac thude
khéc théng qua co ché & gan. St dung ddng thoi fexofenadin hydroclorid va erythromycin
hozic ketoconazol lam ting ndng df fexofenadin trong huyét tuong 2-3 lan. Nhitng thay ddi
do khong di kém bat ky anh huéng nao dén khoang QT va khéng lién quan dén bét ky sy
gia tang phan g bét loi ndo so véi khi céc thude dugce sir dung riéng 1é.
Céc nghién ctru trén dong vat cho thiay ndng do fexofenadin trong huyét twong tang khi
ding dong thoi voi erythromycin hodc ketoconazol, dudng nhuw do tang hdp thu ¢ dudng
tidu hoa va giam bai tiét qua mét hoic dudng ticu hoa.
Khong thiy c6 tuong tac giira fexofenadin va omeprazol. Tuy nhién, st dyng thubc khang
acid chita nhom va magnesi hydroxyd dang gel 15 phit truée khi udng fexofenadin
hydroclorid lam giam sinh kha dung, rit c6 thé do lién két trong dudng ti€u hoéa. Nén sir
dung fexofenadin hydroclorid cach thuée khing acid chia nhém va magnesi hydroxyd
khoang 2 gio.
Twong ky ciia thude: Do khéng cé cac nghién ciru vé tinh tuong ky ctia thude, khong tron
1an thude nay véi cac thube khéc.

TAC DUNG KHONG MONG MUON CUA THUOC:
Céc tac dung khong mong mudn cua thude duoe phan loai theo tan suét pap nhu sau: R4t
hay gdp (>1/10); Thuong gip (=1/100 dén <1/10); it gap (>1/1000 dén <1/100); Hiém gip
(>1/10000 dén <1/1000); Rét hiém gip (<1/10000); Khong 1 (khong thé wée tinh duoc tin
sudt tir dir liéu sén co).
Trong m&i nhém tan sudt, cac tic dung khong mong mubn duge trinh bay theo mirc do
nghiém trong giam dan.
O ngudi 16n, céc tac dung khéng mong mudn sau d duge bao cdo trong céac thir nghiém
lam sang, véi (y 1& twong ty nhu da thay véi gia duoe:
Réi loan hé than kinh
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Thuong gép: Nhre dau, budn ngu, chong mat.
Roi loan tiéu hoa

Réi loan chung va tinh trang tai ché
it gap: Mét moi. "JJONG oS
0] nglrm I6m, céc tac dung khong mong mudn sau duoc béo cdo trong giam Sat sau lwu hanh.
Tén sudt la khong 1d (khong thé wée tinh wr div liéu sin co):
Réi logn hé mién dich: Phan (mg qua man véi cic bidu hién nhu phtt mach, tie ngue, kho
thd, do birng va phan vé toan than.
R6i loan tam thin: Mat ngu, cang thang, roi loan gide ngu hodc dc mdng / mo qua nhiéu
(paroniria).
R6i logn tim: Nhip tim nhanh, danh tréng nguc,
Réi loan tiéu héa: Tiéu chay.
R logn da va mé dudi da: Phét ban, may day, ngura.
Thong bao ngay cho bic si hofic dwge si nhitng phin teng cé hai gap phdi khi siv dung
{ thuée.
QUA LIEU VA CACH XU TRi:
Chéng mit, budn ngi, mél moi va khod mi¢ng da duoc bdo cdo khi dung qua lidu
fexofenadin hydroclorid. Liéu don dén 800mg va lidu dén 690mg x 2 lan/ ngay trong 1
théng, hogc 240mg x 1 lan/ngdy trong 1 nim di duoc ding cho cac di tuong khoe manh
ma khéng c6 phan tmg bt lgi dang ké vé 1am sing so véi gia duge. Licu dung nap téi da
ctia fexofenadin hydroclorid chua duge thiét Iap.
Céc bién phap tiéu chuan nén duge can nhic dé loai bo phin thude chua duge hap thu.
Khuyén cdo diéu tri tridu chimg va hd trg. Loc mau khong loai bo fexofenadin hydroclorid
khoéi mau mot cach hiéu qua.
DPAC TiNH DUQC LUC HOQC:
Nhoém dugc ly: Thude khang histamin thé hé 2, dbi khang thy thé H,.
Ma ATC: RO6AX26
Co ché tic dung
Fexofenadin hydroclorid 1a thude khang histamin thé hé 2, ¢6 tac dung dbi khang dic hiéu
va chon loc trén thu thé H; ngoai vi. Thude khong gay budn ngi. Fexofenadin la chét
chuyén héa c6 hoat tinh dugc 1y cua terfenadin.
An toan va hi¢u qua lim sang
Cac nghién ctru vé ban do va may day do histamin & ngudi sau khi ding fexofenadin
hydroclorid liéu don va liéu 2 lan/ngay cho thay thude bt dau o tac dung khang histamin
trong vong 1 gio, dat (6i da trong 6 gior va kéo dai 24 gio. Khong ¢é bang chimg vé kha
nang chiu dung nhiing tdc dung nay sau 28 ngay dung thube. Da tim thdy méi quan hé tich
cuc lidu-dap tmg giira liu 10mg dén 130mg ding duong udng. Trong md hinh hoat dong
khang histamin nay, da thdy can ding liéu thip nhat 130mg dé dat duogc hi¢u qua duy tri
trong 24 gid. Uc ché ban doé va may day & da (6i da trén 80%.
Khong c¢6 sy khac biét dang ké vé khoang Q¢ quan st thdy & bénh nhan viém mii di ing
theo mua sir dung fexofenadin hydroclorid dén 240mg x 2 lan/ngay trong 2 tudn khi so sanh
v6i gia duge. Ngoai ra, khong co sy thay doi déng ké vé khoang QTc duge quan sat thdy &
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nhitng ngudi khée manh ding fexofenadin hydroclorid dén 60mg x 2 lan/ngay trong 6
théang, 400mg x 2 lin/ngay trong 6,5 ngdy va 240mg x 1 lin/ngay trong 1 ndm, khi so sanh

voi gia dugc.

Fexofenadin voi nong do 1én hon 32 lan nong do diéu trj & nguoi khong c6 téc dung trén

kénh K" chinh luu cham bat chude tim nguoi.

Fexofenadin hydroclorid (5-10 mg/kg dudng udng) e ché khang nguyén gy co thit phé

quan ¢ chudt lang nhay cam va e che giai phong histamin & trén nong do diéu tri (10-

100pM) tir té bao mast phuc mac.
DAC TIiNH DUQC DONG HOC:
Hﬁp thu
Fexofenadin hydroclorid dugce hﬁp thu nhanh vao co thé sau khi udng, v&i Tia khoang 1-3

gior sau khi udng. Gid tri Cpax trung binh khoang 494 ng/ml khi uéng liéu 180mg, 1 lan/

ngay.
Phéin b

Fexofenadin lién két véi protein huyét twong 60-70%.

Chuyén héa va thai trir

Fexofenadin chuyén hoa khong dang ké (6 gan hoiic ngoai gan), vi né Ia thanh phan chinh

duy nhét xdc dinh dugc (rong nudce tiéu va phan ngudi va dong vat. Nong do fexofenadin

trong huyét twong gidm theo cap so6 nhin véi thoi gian ban thai cudi cing tir 11-15 gid sau

khi dimg da licu. Duge dong hoc don licu va da liéu cta fexofenadin tuyén tinh véi lidu
udng dén [20mg, 2 lan/ngay. Liéu 240mg, 2 lan/ngay lam tang nhe (8,8%) dién tich dudi
duong cong (AUC) ¢ trang thai on dinh, cho thay duge dong hoc cua fexofenadin tuyén tinh

trong khoang liéu hang ngay tir 40mg dén 240mg. Duong thai trir chinh 1a qua mét trong khi

do dén 10% li€u uong duge bai tiét dudi dang khong doi qua nude tiéu.

|l QUY CACH DONG GOI: Hop 1 vi, 2 vi, 3 vi, 5 vi, 6 vi, 10 vi x 10 vién,

DILU KIEN BAO QUAN: Noi kho, nhiét do duéi 30°C, tranh anh sang,

HAN DUNG: 36 thang ké tir ngay san xut.
TIEU CHUAN CHAT LUQNG: DDVN V.,

Sdn xudt tai:

Dia chi: 1.6 dit CN-2, Khu cong nghiép Phu Nghia, Xa Phi Nghia,
Huyén Chuong My, Thanh phd Ha Noi, Viét Nam.

Phin phéi boi:
Céng ty C6 phin Duge Lién Phong

Dia chi: S6 21-V5A Khu Db thi méi Van Pha, Phuong Phu La,

Quan Ha Dong, Thanh phé Ha Noi, Viét Nam.
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