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THANRAHER-ENBITHUG THUGT
Thanihg hd’l

madln druclond

* 120 mg
0t bién tinh, microcrystalline cellulose M101, natri croscarmellose,
se 2910 (6cp), polyethylen glycol 6000, titan dioxyd, oxyd sdt dé, mau

an pham: V:en nén bao phim dai, mau hdng nhat, mgt m4t tran, mgt mat cé vach ngang,
canh va thanh vién lanh [dn.
CHi BINH
Telfor 120 dugc chi dinh d8 lam gidm céc trigu chiing lién quan d&n viém mii dj Ung theo mua & ngudi
16n va tré em tif 12 tudi trd [8n.
CACH DUNG, LIEU DUNG
Nagudi ldn
Lidu khuy8n cdo cla fexofenadin hydroclorid cho ngui Idn 1a 120 mg mdi ngay mét 14n trudc bija dn,
Fexofenadin 12 mt chdt chuy&n hda ¢ hoat tinh dugc Iy cila terfenadin.
Tré em
Trd am 1ir 12 tudi Ird 1én: Liu khuyén céo cla fexofenadin hydroclorid cho trd em tir 12 tui tré I8n 12
120 mg mdi ngay udng trudc bia n.
Tré em dudi 12 tudi: Hidu qui va d an toan cla fexofenadin hydroclorid 120 mg chua dugc nghién
ciu d tré em dudi 12 tusi.
@ tré em tir 6 d&n 11 twdi: vién nén 30 mg fexofenadin hydroclorid 13 cong thilc va lidu lugng thich hgp
sif dyng & ddi tugng nay.
C4c a4i twgng 03¢ higt
Céc nghién ctiu trong cdc nhém ddi tugng diic biét (ngudi caa tudi, banh nhan suy gan hoic suy thin)
chi ra rling khdng cdn thigt phdi didu chinh liéud nhiing bénh nhan ndy.
Hodc thea chi dan clia Thiy thudc.
CHONG CHI BINH
Min cim véi bt ky thanh phdn nao clia thudc.
GCANH BAO VA THAN TRONG KHI DUNG THUGC
Do chi c6 diI lidu han ché khi sif dyng thudc cho ngudii gia, bénh nhan suy gan hadc suy than,
fexofenadin hydroclorid nén dugc st dung thin trong trong céc nhém dic biét nay.
B&nh nhan cd tién sif bdnh tim mach ¢dn dugc cinh bdo ring thudc khang histamin 13 mot nham
thudc cd lién quan d&n cdc phin Ung bat Igi, nhu nhip tim nhanh va ddnh tréng ngyc.
Lién quan dén td dugc
Maucam E110: cd thé gy phn Ung dj ing.
Thudc ndy chia it hon 1 mmol natri (23 mg) mdi vién, ¢6 nghfa 1 “khéng c6 natri”.
sU DYNG THUGC CHO PHY NO CG THAI VA CHO CON BU
Phy nif cd thai
Chua c6 nghién citu ddy di vé viec sit dung fexofenadin hydroclorid & phy nil mang thai. Cdc nghién
citu han ché trén ddng vit khang chi ra céc tic ddng co hai tnyc tiép hodc gidn ti€p lidn quan dén cdc
téc dng ddi véi thai ky, sy phét trién clia phoi thai/ thai nhi, sy sinh san hodic sy phét trién sau sinh.
Fexofenadin hydroclorid khdng nén dugc s dyng trong khi mang thai trir khi that sy ¢dn thist.
Phy nif cho con b
Khéng c6 di ligu v& ham lugng thudc trong sla me sau khi diing fexofenadin hydroclorid. Tuy nhién,
khi terfenadin dugc duing cho céc ba me dang cho con b, fexofenadin d duge tim thy trong siia me.
Do dé, fexofenadin hydroclorid khéng dugc khuy&n cdo cho cic bd me cho con bi.
Kha ndng sinh san
Khang cd dif ligu trén ngudi vé tac dyng clia fexafenadin hydroclorid dai véi kha nang sinh san. §
chudt, khong cé dnh hudng d&n khd ning sinh sdn khi diéu tri bing fexofenadin hydroclorid.
ANH HUGNG cUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Trén co sd hé so duge lyc hgc va bdo cdo cdc phan Ung bat Igi, khdng chdc chdn ring vién nén
fexofenadin hydroclorid s& gdy dnh hudng dén khd ning 14i xe hodc si dung may mdc. Trong cac thir
nghigm khach quan, két qud la khéng cd tdc dung dang ké déi vai chitc ndng hé thdng than kinh trung
udng. Didu ndy ¢6 nghia 12 bénh nhdn cd thé Ii xe hodc thyc hign cic nhigm wy ddi hdi sy tap trung.
Tuy nhién, d8 x4c dinh nhilng ngudi nhay cim cé phin (ing b4t thudng vai cac san phdm thudc, nén
kigm tra phin itng cd nhan trudc khi I4i xa hoc thyc hién cdc cang vige phic tap.
TUONG TAC, TUONG KY CUA THUC
TUONG TAC THUGT
Fexofenadin khéng bi chuyén héa sinh hoc tai gan va do do s& khong tudng téc vdi cac san phim
thudc khac chuyén hda qua gan.
Dung dbng thdi fexofenadin hydroclorid véi erythromycin hodic ketoconazol lam ting ndng d§
fexaofenadin trong huyét tuong gdp 2 - 3 Idn. Nhilng thay déi ndy khdng kém theo bt ky dnh huding
ndo dén khodng QT va khdng lién quan dé&n bat ky sy gia tang cdc phin dng bat Igi so vdi cac san
phdm thudc duge sif dung don 18.
Cac nghién ciu trén ddng vat cho thiy c6 sy gia ting ndng d fexofenadin trong huyét tusng sau khi
dung chung véi erythromycin hodc ketoconazol, dubing nhu 1 do sy ting hdp thu qua duding tidu héa va
do gidm bai ti&t qua dudng m4t hodc duing tiéu héa.
Khang ¢6 tuong tdc gitta fexofenadin v omeprazol. Tuy nhién, viéc st dung thudc khing acid chita gel
nhdm va magnesi hydroxyd trudc khi ding fexofenadin hydroclorid 15 phat 1am gidm sinh khd dung,
rt c6 thé 1 do gén két trong duding tiéu hoa. Nén diing fexafenadin hydroclorid va cic thudc khang
acid c6 chia nhém va magnesi hydroxyd cach nhau 2 gid.
TUONG KY THUGC: Do khdng cd céc nghién ctu vé tinh tuong ky ciia thuc, khdng trdn 1an thudc nay
vdi cdc thudc khc.
TAC DYNG KHONG MONG MUGN CUA THUAC
Cac téc dyng khang mong mudn duge phan loai theo tn s6 sau: Rat thuting gip (2 1/10); thuting gap
(>1/100, < 1/ 10); khdng thudng gdp (> 1/ 1000, < 1/ 100); hiém g4p (= 1/ 10000, < 1/ 1000); rat
hi€m géip (< 1/ 10000), khang rd (khang thé udc tinh tir i ligu cd sin).
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Trang mdi nhém tdn sd, céc tic dung khdng mong mudn dugc sép x&p theo thir ty gidm ddn mic do
nghiém trong.

& nqutsi 16n, cdc téc dung khdng mong mudin sau ddy da dugc bao cda trong cac thil nghiém 1am sing,
vdi ty 18 mic tudng ty nhu da thay véi gia dugc:

Rdi loan hé thdn kinh

Thuding gap: nhdc ddu, budn ngli, chéng mat.

Rdi loan tigu hda

Thuéing gap: budn ndn.

Rdi loan chung va tai chd diing thudc

Khdng thudng gdp: mét méi.

& nguaii 16n, cdc tic dung khdng mong mudin sau ddy di dugc bio ca trong gidm sét sau tip thi. T4n
sudt ma ching xay ra khong rd (khong thé udc tinh tif 4T liéu cd sén):

Rdi logan h@ thdng mifn dich: phan (ng qua min véi c4c bigu hién nhu phis mach, tic nguc, kho th,
db birng va sdc phin vé todn than.

Rdi loan tam thdn: mat ngl, hdi hop, rdi loan gide ngl hodic gdp dc mong.

Rdii loan tim: nhip tim nhanh, dénh tréng nguc.

Rdii loan tiéu hda: tigu chy.

Rdi loan da va md dudi da: phat ban, ndi may day, ngila.

Thong bdo cho bdc sTnhing tic dyng khdng mong mudn gap phdi khi sif dung thudc.

QUA LIEU VA CACH XU TRI

Chdng mit, budn ngl, mét mdi va khd miéng dd dugc bdo cdo khi diing qud lidu fexofenadin
hydroclorid. Ding liéu dan 18n t6i 800 mg va liéu 690 mg hai 14n mdi ngay trong 1 thing hoc 240 mg
mot 14n mi ngay trong 1 ndm cho nhiing ngudi khde manh ma khang cd phan dng bat Igi dang ké vé
mit |am sing so véi gid dugc. Lidu dung nap tdi da clia fexofenadin hydroclorid chua dugc x4c dinh.
Cach xif tri: SU dung cac bign phdp thang thudng dé loai bd phan thudc cdn chua dugc hip thu.
Khuy&n cdo diéu tri triéu ching va diéu trj hd trg. Thdm tich m4u khong thd loai bd fexofenadin
hydroclorid khdi méu.

PAC TINH DUGC LYC HOC

Nhém dugc ly: Thudc khdng histamin H1, ding todn thin. M3 ATC: ROBA X26.

Ca chd hoat dgng

Fexofenadin hydraclarid |4 thudc khdng histamin H1 khdng ¢4 tac dyng an thdn. Fexofenadin 13 mgt
chat chuydn hoa cd hoat tinh duge Iy clia tertenadin.

Hiéu qud va an todn 1am sing

Céc nghién clu v8 mé day va phan (ng ban dé do histamin gay ra & ngudi sau khi udng fexofenadin
hydroglorid lidu duy nhat va hai Idn méi ngay cho thdy thudc cd tac dyng khang histamine sau 1 gid,
dat hidu Iyc cao nhat sau 6 gids va kéo dai 24 gid. Khong thdy c6 d4u higu 1on thudc sau 28 nqdy ding
thudc. Tdn tai méi quan hé ddp (ng liéu gida cdc liéu ulng 10 mg dén 130 mg. Trong mé hinh hoat
tinh khdng histamin, ngudsi ta thdy réng cdn liéu tdi thidu 130 mg d& dat dugc hidu qua nht quin duge
duy tri trong khodng thai gian 24 gid. Sy Uc ché t8i da & viing da mé day va viing ban dd 14 trén 80%.
Céc nghién ciiu [am sang dugc thyc hign trong bénh viém mii dj ing theo miia da chi ra ring lidu 120
mg 12 dd cho hidu qua trong 24 gid.

Khdng c6 sy khic bigt dng k& vé khodng QTe dugc quan sat thdly & nhiing bénh nhin viém mii dj
{ing theo mia dugc cho ding fexafenadin hydroclorid 1&n dén 240 mg hai 4n mdi ngay trong 2 tuin
khi s0 sénh véi gid dugc. Ngoai ra, khéng c6 sy thay déi dang ké vé khodng QTc & nhilng ngudi khoe
manh sif dyng fexofenadin hydroclorid 18n d&n 60 mg hai 14n mdi ngay trang 6 théng, 400 mg hai 14n
mai ngdy trong 6,5 ngdy va 240 mg mot 14n mdi ngay trong 1 ndm, so vdi gid dugc. Fexofenadin &
ndng do 16n hon 32 14n so vdi ndng dd tr lidu khdng gdy chim déng dién qua kénh K+ & tim ngudi.
Fexofenadin hydroclorid (5 - 10 mg/ kg dudng udng) Uc ché khang nguyén gdy co thit phé quin &
chudt lang nhay cdm va dc ché gidi phong histamin & nng d0 tri ligu cao (10 - 100 wM) tif céc t€ bao
mang byng.

DAC TINH DUGC BONG HOC

Hap thu

Fexofenadin hydroclorid dugc h&p thu nhanh vao ca thé sau khi udng, vdi Tmax dat dugc sau khodng 1
- 3 id. Gid trj Cmax trung binh 1 khodng 427 ng/ ml sau khi diing liu 120 mg mdi ngay mat 14n.
Phan ho'

Fexofenadin g4n k&t khodng 60 - 70% vdi protein huyét tuang.

Chuyén héa

Fexofenadin dugc chuyén hda khdng déng k& (tai gan hofc khdng tai gan), vi ddy 1a hgp chit chinh
duy nhat dugc xdc dinh trong nudc tidu va phn ciia dong vat va con ngudi. Néng dg trong huyét tuong
clia fexofenadin gidm theo mdt ham s& mi véi thesi gian bdn hily cui ciing ti 11 d&n 15 gid) sau khi
dung nhiéu lidu. Dugc ddng hoc clia fexofenadin tuyén tinh khi udng liéu dan va nhidu liéu 8n tdi 120
mg 2 idn mgt ngay. Ding lidu 240 mq 2 14n mot ngy IAm tiing nhg (8,8%) dign tich dudi dubing cong
a trang thdi dn dinh, cho thdy dudc ddng hoc cla fexofenadin tuy&n tinh & khoang lidu tir 40 mg dén
240 mg udng méi ngay.

Thai trir

Duding thi trif chinh [a bai tigt qua mét, trong dé t6i 10% lidu udng duge bai tist dudi dang khdng di
qua nudc tidu.

QUY CACH BONG GOI: Hop 2 vix 10 vign. HYp 5vix 10 vign.

HAN DUNG: 24 théng ké tir ngdy san xudt.

BIEU KIEN BAQ QUAN: Noi kho, nhigt dg kndng qué 30°C, trénh dnh sdng.

TIEU CHURN: TCCS.

Cd sd san xuit:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhdnh nha mdy duge phdm DHG tai H4u Giang
L& B2 - B3, Khu cdng nghiép Tan Pha Thanh - giai doan 1, xd Tan Phd Thanh, huyén Chdu Thanh A, tinh Hau Giang, Viét Nam

DT: (0293) 3953454 e Fax: (0293) 3953555
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E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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