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Docky hréng dan st dung trude ki ding - D8 thulc xa tm tay trd em
Thing bdongay tho Bacsinhitng tacdunglhd S gip phi i st dung thuc

THONG TIN CHO CANBO Y TE

THANH PHAN-HAM LIYONG: MGi vien nén bao phim chifa

Fexofenadin hydrociorid 180 mg
T4 dugc (Eragel, povidon K30, microcrystalline cellulose 102, magnesi stearat,
Aerosil, sodium starch glycolate, DSS granufar, HPMC 606, HPMC 615,
maltodextrin, talc, titan dioxyd, PEG 400, mau sunset yellow) vifa i ....... T vién
DANG BAO CHE: Vién nén dai bao phim, mau cam nhat, hai mat nhén béng,
canh va thanh vién lanh lan.

QUY CACH BONG 60I: Thudc ép trong vi Alw/Alu, vi 10vién, hop 1vi, kem theo
1 hudng dén s dung.

CAC DAC TINK BUGC LUC HOC, DUTC BING HOC

Duge fuic hoc ’
Fexofenadin 13 thuc khang histamin thé hé hai, ¢d tc dung d6i khang dac
higu va chon lgc trén thy thé H,. Thudc 1 mat chét chuyén héa ¢6 hoat tinh cla
terfenadin nhung khong con dc tinh ddi véi tim do khdng it ché kénh kali
fién quan dén suf i cyc t€ bao ctim. Fexofenadin khdng 6 téc dung déng ké
d6i khang acetylcholin, @6i khang dopamin, va khiing <6 téc dung tfc ché thy
thé alphay-adrenergic, hoic beta-adrenergic. G liéu diéu tri, thudc khong gdy
ngd hay anh hudng dén than kinh trung vang. Thudc c6 tac dung nhanh va
kéo dai do thuc gén cham vao thy thé H, tao thanh phiic hop bén viing va
tach ra chdm.

Duigc dibng hoc

- Hip thu: Thugc hdp thu 1§t khi diing dubing udng. Sau khiudng 1 vién nén 180 mg,
ndng d9 dinh trong mau khedng 494 ng/m|, dat dugc sau 1- 3 gid. Thifc dn lam
gidm ndng do dinh trong huyét tueng khoang 17 % nhung khong lam cham thdi
gian dat ndng do dinh ca thudc.

-Phén bo: T & lién ket vdi protein huyét tuong clia thudcla 60 % - 70 %, chit yéu
13 véi albumin va alpha, - acid glycoprotein. Thé tich phan b6 12 5,4 - 5,8 Ift/kg.
Khéng r3 thudc 6 qua nhau thai hay bai tiét vao sifa me hay khéng, rhiing khi
diing terfenadin da phat hién dugc fexofenadin |3 chdt chuyén héa clia
terfenadin trong sita me. Fexofenadin khong qua hang rao médu - ndo,

- Chuyén héa: Xap i 5 % liéu ditng clia thugc duge chuyén hda. Khodng 0,5%-1,5%
duge chuyén héa & gan nhé hé enzym cytochrom P450 thanh chét khong cd
hoat tinh. 3,5 % dugc chuyén héa thanh dan chdt ester methyl, chil yéu nhd hé
vi khudn ruft,

- Thai trir: Thist gian bén thai clia fexofenadin khodng 14,4 gig, kéo dai hon &
ngudi suy than. Thugc thai trir ch yéu qua phan (xap xi80 %), 11%- 12 % liu
ditng duge thai trif qua nude tiéu dudi dang khéng d6i.

CcHi DN

Danapha - Telfadin 180 dugc dung cho nguds Idn va tré em trén 12 tudi.

- Diéu tri triéu chifng trong viém mdi dj iing.

- Didu tri cAc triéu chiing clia bénh mé day vd cin man tinh.

LIEU DUNG - CACH DUNG

Thudc ding dudng udng, thdi diém udng thudc khang phu thudc vao bita an,
Dung thes hudng dan clia Bac 5T hodc lidu trung binh 13

- Ngudi I6n va tré em trén 12 tudi: 1vién x 1ldn/ngay.

- Tré em du6i 12 tudi: An toan va hiéu qué cda fexofenadin chua dugc nghién
cu vi tré em dudi 12 tudi.

- Ngudi 16n tudi, nguds suy than, suy gan: Khdng can didu chinh liéu.

CHONG CHEBINK

Bénh nhn co tién st qua méan véi fexofenadin hodc bt ky thanh phan nao
clia thuéc.

THAN TRORNG KHI DUNG THUGC

- (8n than trong theo dai khi diing fexofenadin cho nguii da 6 nguy cd tim
mach hodc da ¢6 khodng QT kéo dai tf trudc.

- Can than trong khi diing thém thudc khdng histamin khéc khi dang st dung
fexofenadin.

- Can thén trong va diéu chinh liéu thich hop khi diing thudc cho ngudi ¢6 chifc
nang than suy giam vi ndng 49 thudc trong huyét tutgng ting do thoi gian ban
thai cla thudc kéo dai.

THU KV MANG THAL VA CHO CON BU

Thei ky mang thai: Khng ¢d dif lidu ddy d vé viéc sit dung fexofenadin
hydroclorid & phy ni¥ c6 thai. Cac nghién cdu trén dong vat khdng chira téc ddng
6 hai trictiép hodc gidn tiép lién quan dén nhiing dnh hudng ddi véi viéc mang
thai. Vi vy khng nén diing trong thai ky mang thai trit khi can thiét.

Thii kjcho con bit: Khoing 6 dixliéu vé ham lugng fexofenadin hydrodlorid trong
sita me sau khi ding. Khéng khuyén cdo ding thudc cho céc ba me dang cho
con bil.

TAC DUNG BO1VGL Keih NANG LA XE, VAN HANH MAY MOC VA NGU01 LAM
VIECTREN CAQ

Chita ¢6 bdo cdo fexofenadin anh hudng dén khd nang lai xe hodc s dung mdy
méc. Trong cac thir nghiém khdch quan, fexofenadin da dugc chiing minh la
khéng ¢6 anh huting dang ké 1én hé than kinh trung vang. Diéu nay ¢6 nghia fa
bénh nhan c6 thé [i xe hodc thyc hién cdc cdng viéc doi hdi sif tdp trung, Tuy
nhién, d6i vdi nhiing ngudi nhay cam, <6 phén dng bt thudng d6i véi cc sén
pham thudc, nén kiém tra dap ting ¢é nhén trudc khi (i xe hodc thuc hién cc
ong viée phutc tap.

TUGNG TAC COA THUGC V1 CAC THUTC KHAC VA CACLOAN TUBNG TAC KHAC
- Erythromycin va ketoconazol fam tang néng dd va dién tich dudi dudng cong
néng do - thdi gian clia fexofenadin trong mau, o ché c6 thé do fam tang hép thu
va gidm thai trir thudc nay. Tuy nhién, tuang tac khong cé ¥ nghia trén lam sang.
-Thudc ikhéng acid chita nhom, magnesi néu ding dang thai vdi fexofenadin sé
larm gidm hap thu thudc, vi vdy phai diing céc thudc nay céch nhau khodng 2 gid.
TAC DUNG KHONG MONG MUK

Thutong gap: ADR > 1/100

-Than kinh: Budn ngd, mét mdi, dau ddu, mat ngd, chéng mat.

~Tiéu héa: Budn ndn, kho tiéu.

- Khic: Nhigm virus (cam, cim), dau byng kinh, ahiém khugn ho hap trén, ngta
hong, ho, s6t, viém tai gia, viém xoang, dau lung.

Tgdp: 171000 < ADR < 1/100

-Thén kinh; S¢ hai, réi loan gidc ngdl, cmng.

- Tiéu héa: Khd miéng, dau bung.

Hiém gdip: ADR < 1/1000

- Da: Ban, may day, ngda.

-Phan ¢ing qua man: Phls mach, tiic nguc, khé thd, dd bimg, chodng phan v,
Théng bdo cho Bdc sT cde tdc dung khéng mong mudn md ban gdp phdi
khi dimng thude,




QUA LIEW YA CACH X0 TRI

Cac triéu ching clia qu liéu bao gom budn ngd, chéng mét, khé miéng. Khong
o8 thudc gidi ddc d3c hiéu danh cho fexofenadin. Khuyén cdo diéu trj triu
chitng hodc ha trg khi qud liéu fexofenadin xdy ra. Fexofenadin khong dugc loai
bd mot cich hiéu qud bing phuang phép tham phan.

CAC DAY HIEY CAN LUY ¥ VA HUYEN o

- Khang diing thudc qua han ghi trén hop, hodc khi ¢ nghi ngd vé chélt lugng thudc.
- Doc ki hudng dan st dung trudc khi diing. Mudh biét thém théng tin vé thudc,
xin hdy hoi § kién cia Bdc sThodic Duge sT.

BIEW KIEN BAD QUAN: Noi kho thodng, tranh dnh sang, nhiét d6 khéng qua 30°C,
HAN BUNG: 36 thang k€ tlr ngdy sin xust.

THONG TIN CHO BENH NHAN

THAMH PHAN-HAM LWGNG: M5 vién nén bao phim chéa

Fexofenadin hydroclorid 180 mg
Té dugc (Eragel, povidon K30, microcrystaltine celtulose 102, magnesi stearat,
Aerosil, sodium starch glycolate, DSS granular, HPMC 606, HPMC 615,
maltodextrin, talc, titan dioxyd, PEG 400, mau sunset yellow) vifa Tvién
DANG BAO CHE: Vien nén dai bao phim, mau cam nhat, hai mét nhdn béng,
canh va thanh vién lanh [3n,

QUY CACH BONG GOI: Thugc ép trong vi Alu/Alu, vi 10vién, hop 1vi, kem theo
trhudng dan st dung.

THUGC DUNG CHO BENH Gi

Thudc Danapha - Telfadin 180 dugc st dung cho ngudi Idn va tré em trén 12 tudi
d& diéu tri tridu ching trong viém mdi di ting, lam gidm cac trigu chiing cila
bénh mé day v can man tinh nhu ngta, sung, phat ban.

NEN DUNG THUGC NAY it THE MAO VA LIEU LUONG

Diing theo liéu chi dinh clia Bac si hodc lidu dugc khuyén cdo cho ngudi lon va
tré em trén 12 tudi la 1 vién/ngay.

KH1 NAO KHONG NEN DUNG THUGC NAY

Nguti bénh c6 tién st man cdm v6i fexofenadin hodc bt cd thanh phan nao
cda thudc.

NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY

Théng bdo cho Bac sThodc Duge s7 trudc khi udng thufic néu

- (6 vén dé vé chifc néing gan hojc than.

- (6 tién sif bénh 1y tim mach v fexofenadin ¢6 thé gay nhip tim nhanh hoéc
khong déu.

- Ngudi 16n tudi.

THO KY MANG THAI VA CHO CON BU

Thoi ky mang thai: Khong ¢6 d liu ddy dd vé viéc st dung fexofenadin
hydroclorid & phu ni ¢ thai. Vi vdy khong nén diing trong thdi ky mang thai trir
khi can thiét.

Thof kyr cho con bu: Khiing <6 dirliéu vé ham lugng fexofenadin hydroclorid trong
sifa me sau khi diing. Khang khuyén cdo ding cho cdc ba me dang cho con bil.
TAC DUNG BOI VG KA NANG LAI XE, VAN HANH MAY MOC YA LAM VIEC -
TREN CAQ

Chua c6 bdo cdo fexofenadin anh hudng d&n kha ndng i xe hodc st dung may
méc. Trong cac thif nghiém khéch quan, fexofenadin da dugc ching minh la
khéing ¢6 anh hubng déng ké 1én he than kinh trung vong. Diéu n3y cé nghfa fa
bénh nhan ¢6 thé L xe hodc thyc hién cac cong viéc @i hoi sy tap trung.

Tuy nhign, d6i vdi nhitng ngudi nhay cm, ¢ phan ting bt thudng d6i véi cic
sdn pham thudc, nén kiém tra dap ing ca nhan trudc khi 131 xe hojc thuc hién
cée chng viée phiic tap.

NEN TRANH DUNG NHUNG THUGC HORC THUC PHAM &1 KHI DANG SU DUNG
THBGC HAY

Théing bdo cho Béc si néu ban dang udng hodc @ udng bét ki foai thudc ndo gan déy.
Thutic khdng acid cha nham, magnesi néu dung déng thai vdi fexofenadin s&
lam giam hép thu thudc. Phai diing cdc thudc nay céch nhau khodng 2 gid.
TAC DUNG KHOHNG MONG MUGH

Thong bde ngay cho Bc siva ngung thudc néu ban gp cic tridu ching sau:
Sung mit, mai, Ii hodc hong, khé th vi ching cé thé [a dau hiéu clia phan
ling dj ting nghiém trong.

Téc dung phy thudng gp (8nh hudng trén 1/10 bénh nhan): Bau ddy, bun
ngd, budn ndn, chong mét.

Téc dung phu hi€m gap (dnh hutdng trén 1/100 bénh nhan): Mét méi, budn ngd.
Cc tac dung phu khdc ¢d thé gap phai: Mét ngd, réi foan gidc ngdl, dc mang,
céng thang, nhip tim nhanh hodc khong déu, tiéu chay, phét ban, ngtia, néi mé
day, cic phan ting dj tng nghiém trong ¢6 thé gdy sung mét, méi, ludi hodc
hong, 40 big mét, téc ngue, khé thd.

Thing bdo ngay cho Bdc s nhitng tdc dung kihéng mong mudh gip phai khi
st dyng thude.

AN LAM 61 KH1 10T LAN QUEN KHONG DUNG THUGC

Uding ngay liéu da quén khi nhd ra. Néu thai diém nhé ra liu da quén gén véi
liéu tiép theo thi bd qua va chs d&n liéu tiép theo. Khdng dung liéu gdp doi dé
bit cho fiéu @3 quén trude do.

NHGNG DAY HIEU VA TRIEU CHONG KHI DUNG THUGC QuA LIEU

Céctriéu chidng khi diing thudc qud liéu: Chéng mat, budn ngd, mét méi, khd migng.
CAN PHAI LAM 61 Kett BUNG THUGC QUA LIEU KnuwvEN Clo

Khang cé thudc gidi doc dac hiéu cho fexofenadin. Thong béo ngay cho Bac si
hodc dén ngay trung tam y té gdn nhit.

KHI NAO CAN THAM VAN BACST, DUGC ST

Khitac dung khong meng mudn kéo dai hogc néu cn thém théng tin, xin héi ¥
kién Bac s7 hodc Dugc si.

CAN BAG QUAN THUGC MAY NHU THE HAO

DE nai khé thodng, tranh anh sang, nhigt do khong qua 30 °C.

HAN DUNG

36 théng ké tir ngay san xust.

Ngdy xem xét sita 461, cip nhdt ndi dung hudng dén s& dung thudc:
02/11/2023

Thude duge sén xudt tai
CONG TV €6 PHAN DYGC DANAPHA
253 Ding SiThanh Khé - P, Thanh Khé Tay - Q. Thanh Khé
- TP Da Néng - Viét Nam
Tel: 0236.3760130  Fax: 02363760127  Tuvan: 0236.3760131
Emait: info@danapha.com
Vé phén phéi trén tedn quéc




