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D xa tm tay trd em.

Boc kj hidng ddn s dyng trude khi ding.

THANH PHAN CONG THUC THUGE

Tharh phd n hoat chat

Fer0Tenadin ApArOChOIL......eeusescevsesees s recreerecsscrensscrecsscnee 30 MG

Tharh phin 1§ dugc: Polacrilin potassium, D-mannitol and com starch granules, bt huong nho, aspartame,
crospovidone, colloidal silicon dioxide, magnesium stearate.

DANG BAD CHE: Vign nén phan tn trong migng.

Ma 13 sdn phdm: Vien nén, hinh tron, maw tedng, hai mat tngn, canh va thanh vignlanh IEn.

GHi BINH

Ding riéng cho tré e ti1 6 dén 11 i,

Wilm mii df tng;: Biéutrj vi#m mii djdng theo mia.

Méy day v8 cin man tinh: Diu tri céc bifu hign ngodi da khong bi€n ching cia méy day vd clin man tinh. Thulc
Fam giim nglfa v 56 ugng ddt may day mit cich ddng kE.

CACH DUNG, LIEU DONG

Céch diing

Thudic nén dilng loc bung doi wa khdng nhai vién thelc. Khiing uling thuc vii nudc hoa qué (nhu cam, budi, tio).
Nén wing thudc wdi nude Ige. S dyng 1 trong 2 cdch sau

- B3t vidn thudc phia trén i 08 thuc tan, saudd c6 thé nudt xulng vii midc hedic khing cén nude.

~Thufie efinm et duse ofinn neB nvisn eiing wi me—

Lidu diing

Tré em tif 6 d&n 11 tudi: Lifu khuyén ding 2 1 vitn 30 mg x 2 in mbi ngay.

Tré em bi suy thin: Lifu khai ddu khuyEn ding 13 1 vign 30 mg mBi ngdy.

Bénh nhi suy gan: Khing cdn difu chinh iy,

Tinh higu qué coa fexotenadin trién tré dusi 6 tuli vin chua dudc xc dinh.

Hodc theo chi diin oia Thiy thudc.

CHONG CHI DINH

Chiing chidinh trén bgnh nhan cb tign s dj dng wi bt cirthinh phdn ndo cla thusc.

Khisng khuy@n disng cho tré dudi & tudi vi nguy cd b hife

CANH BAD VA THAN TRONG KHI DUNG THUGT

Gdn thin trgng va difu chinh lifu thich hop khi ding thubic cho nguli cd chilc nAng thin suy gidm vi néng o thusc
trong huy#t tuong ting do this gian ban thii kéo dai,

Chua ob di [i§u xdc djnh dugc tinh an todn vi hiduqu cla fecfenadin iydroclorid 4 tré suy thin hodc suy gan.

Gdn thin trpng khi diing cho nguii bj binh tim, vi thulle ndy e the din dén nhip tim nhanh hodc bt thugng.

B8 an toin va tink hifu qui clia fexofenadin chua dugc dénh gid trén tré em dudi 6 tdi. Khing ty ¢ ding them
thudc kiing histarmin H1 khac khi dang sif dyng fexofenadin.

C4n npung fexafenadin it nhit 24 - 48 gids trutic khi fién hinh cdc thit nghigm khdng nguyén tiém trong da.

Ding fexofenadin lm bénh vey nén ting 180,

Lién quan d&n ta duge

Aspartame: Thulic ndy chita 4 mg aspartame trong mdi vién. Aspartame & mt ngudn phenylalanin. C5 thé
¢ hai néfu ngudi s dyng méc bdnh phenylkaton nigu (PKL), mdt ching rdi loan di truyén hifm gép, trong
06 phenylalanin tich ty do co thi khing 1n€ 1ogi bd ding cich.

U DYNG THUGEC CHO PHY NO ¢ THAI VA CHO CON BU

Phy nif cb thai

Khong cd dif ligu ddy di i vibic st dung fexofenadin hydroclorid & phy nd cb thai. Ce nghién ciu han ch& trin

d6n0 vat khong chi ra cic t4c Abng o hai tryc tigp hodc qidn tigp lién quan dén dnh hubng dén qué tinh mang

thai, phat triéin phii’ thai, sinh con hodc phdt trifn sau khi sinh, Fexofenadin hydreclorid khiing nén duic si dyng
trang khi mang thai trif khithat cdn thidt.

Phy nif cho con bi

Khng ch bt ky ol liéu ndo vE thinh phiin sla me sau khi ding fexofenadin hydroclorid. Tuy nhign, khi ding
terfenadin cho cdc ba me dang cho con b, fexofenadin ¢3 duge tim théy 1 o6 khil nng di vio sia me. Vi viy,
fewofenadin ydrockorid khdng duge khuyn cio cho cic B3 me dang cho con bi.

Kha nang sinh sén

Khang cdb dif lidu ndo én con nguli cho thiy dnh hubing cia fexafenadin hydroclorid 441 vai khd nding sinh ednd
ngudi. Trong nahién citu & chudt. cho thily ket qué khing cd dnh hung d&n kha nding sinh sin khi diu ri bing
fewofenadin hydrockrid.

ANH HUGNG COA THUBC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Trén co sd hd so duc e hoc va cic phin (g cd hai duge bdo cdo, vien nén fexofenadin hydrockorid it oo khi
ndng gay dnh huing din khd nAng 141 xe hodc difukhifn miy mic,

Trong cdc thif nghigm khich guan, fexofenadin hydrociorid 03 dugc chiing minh khdng co &nh hudng dang ké 0én
chiic: ning he thin kinh trung uong. Bifu ndy cb nghla 12 b&nh nhin cb th t 14i xe hodc thye hikn cdc clng vide
ddl hdl sif tp trung. Tuy nhign, d€ x4c dinh nhilng nguii nhay cim o6 the co phin (ng bAt thubng vai cde sin
phim thudc. nén kifm tra ddp (ng cd ahdn tridc khi i xe hodc thic hién cic cong vide phic tap cdn sutip tng

a0,

TUONG TAC, TUONG KY COA THUGC

TUONG TAC THUGT

Cdt nghign cu vé tuong tac chi dugc thyc hign & ngudi in,

Fexofenadin khong tri gua qud trinh chuyén hda sinh hos 8 gan vA do d6 s& khting liong tc véi cdc sin phdm
thulic kise chuyEn hoa théng qua co chE gan.

Diing ¢fng thii fexafenadin hydroclorid vai erythromycin hoflc ketoconazal d3 lm t3ng ndng nd fexofenadin trong
husy8t tucing 2 - 3 1&n. Nhitng thay 88i nay khbng kim theo B&t ky nh hifing néo trén khodng OT v khéng lign
nquan a&n bat ki sirgia ting phin Gng phy ndo so vi cic sin phim thubc dugc s& dung don 8.

GAc nghién ciu trén dong vat & ehi ra ring ct sy gia tang ndng o fexofenadin trang huy8t udng duge guan sat
thy sau khi ding dbng thi erythromycin hodc ketoconazol, 13 do ting hop thu dubing titu hta va gidm bai figt mat
hogic bal gt duing tidu héa ang ing.

Khiing quan s&t thdy cé sy iuong tac gila fecodenadin hydroclorid vi omeprazol. Tuy nhifn, vige sif dung cdc thutic
antacid e chila nhdm vi magnesi hydroxid dang gel 15 phat tude khi ding fexafenadin hydroclorid cd th gy ra
gidm sinh kha dyng, rit cb thi 1 do cic thult nhdm v magnesi hydroxid t3o cic lign ket trang duling tigu héa,
gidm khd ndng hip thu cc chit khic. Nén wlng diing fexofenadin hydroclarid cich 2 gith whi cdc thuic cb chita
nhém va magnesi hydroxid hodc wii cdc thuSc antacid.

TUGNG KY THUGE: Khing 4p dung.

TAC DUNG KHONG MONG MUGN COA THUGC

Banh gid tin sudt xust hign sau 02 dugc sit dyng: RAt thubng gap(= 1/ 10), thuting gip = 1/ 100 dén < 1/ 10),
khng thung gip (= 1/1.000 dén < 1/100), higm g3p (= 1/ 10,000 a8 < 17 1.000), £t hism gap (< 1/10.000) va
tn'sudt cdc tic dyng khidng mong mudn chua dugc xdc dinh (kdng thé Uoc tinh tEn sut 1 od leu ca sin).

Trong mdi nhom tan sult, cc the dung khdng meng mudn dugc trinh by theo thi ty mic d nghidm trgng gidm
dén. Trong cdc thif nghilm 15m sing c d8i ching & tré em tir 6 d&n 41 tudi, phin dng ngodi ¥ mubn duge bio clo
ohd bidn nhit duge nha nghién cilu cho 13 o6 thé len quan dé faxofenadin hydroclorid 1 dau ddu T 18 dau ddu

Telfor 30

Fexofenadin hydroclorid 30 mg

trong A0 liéu tng hop i cac thi nghigm [3m sang 1,0% Ai wi Bnh nhan oing fexofenadin hydroclorid 30 mg
(673 trie) va adi wii bénh nhdn diing gid dugc (700 tré). Khdng of dil ligu an todn [dm sang o tré em dugc didu tr
bding fexofenadin hydroclorid trong thii gian déi hon 2 ndn,

Trong c4c thit nghigm 14m sang o ddi ching & 845 tré em tif & thing dén 5 twi bj vigm mii dj ing, 415 tré duge
0 dyng 15 my hode 30 mg fexofenadin hydroclorid (him lugng vign nang ric 1&n phusng tign dinh luong) va 430
1ré duge sl dung gid duge. Khong o tic dyng phy khdng mang mudn & tré em duge didutr] béng fexofenadin vi hd
sotdc dung ngoal ¥ tugng 1Y nhu @ tré In hdn va nguli 1gn.

{0 ngudi 14n, eic tic dung khting mong mudin sau dhy di dugc béo cio trong cdc thir nghitm [4m sang, wi t) 18
fugng ty mhu 1 18 dugc quan st thaly voi gid dugc:

A foan fif thin kinh

Thuing gap: Nhire ddu, budn ngd, ching m3t.

R logn tisu hda s
Thuing gdp: Bulin nfin,

Cdc £ logn ehung vl trang thii phy cia co the

Khiing thuting gdp: M&t mbi.

O ngudi Idn, edc the dung khbng mong muln dudi ddy g4 duge bio cho trong qud trinh gidm s4t sau lw hanh, Tin
sudt cdc tdc dung khBng mong mudin xdy ra viin chia duge xdc dinh (khing thi udc tinh i dif 1igu cb s8n);

RAi fogn h thang mign dich

Phén dng qué min vi céc biu hign nhu phil mach, tic ngys. khd thi, ¢ bimg va sbic phén vé fodn thin.

Rl ogn tim thdn

Mt ngi, bo Au. ri loan gide ngh hadic giip 4¢ mOng md qud nhiu (paroniria).

Rl foan v tim rmach

Nhip tim nhanh, dénh triing nguic.

Rél logn tidu hda

BN tigu chay.

Rl ipgn vé da vd mg dud da

Phat ban, may day, ngla.

Thédnp bdo ngay cho bic sThodc duge i nhifng phén dng cb hai gdp phai khi sif dung 1hudc.

QUA LIEU VA EACH XU TRI

Céc trifu ching ching mat, budn ngl, mét mdi va kho miling 03 dure bdo cdo khi s dung gud ifu texotenadin
hydroclorid, Liéu 1&n dén 60 mg hai tn mdi ngay trong 2 tudn 03 duge sir dung cho tré em, va lifu duy nhat 1n dén
800 mg va lidu ken g0 690 my hai 10 mdi nody trong 1 thdng hodc 240 mg mit 1in mdi ngay trong 1 nam d3
dugc sif dung cho cde ¢6i tuging nguli 18n khde manh mé khiing ¢t sy gia ting clia e philn dng phy bt Igi ob
nghia trén lam sang so i gia dude. Lidu i da dung nap dugc ciia fexatenadin hydroclorid vin chua duc thigt I3p.
Cdc bign phap tituchudn cin duge xem xét a8 logi b bat kj sdn phdm thulic ndo khiing dugc hap thu. Khuyén cio
il tri tridu chiing w4 b tra. Thim tdch méu khbing loai b hidu qui fexofenadin khéi méw

DAC TINH DUDC LYC HOC

Mhdm dugc Iz Thude khang histamin H1, ding todn thiin. Ma ATC: RO6A X26.

Coché hogt djng

Fexofenadin hydroclorid 13 thufic khéng histamin H1 khdng gdy bulin ngil. Fexcfenadin 12 chit chuyén hda co hoat
tinh dugc 1y ciia terfenadin.

Hiéu qué 13m sang vé an fodn

G tré em 16 dén 11 e, téc dyng tic ché histamin clia fexofenadin hydroziorid trén phdn dng sung va dét ¢ duge
cho la tuong duong voi i€p xGe fuang & & ngudi 18n. Sy Gc ch¥ phidn dng sung va dat db do histamin gdy ra duge
quan st thdy sau 1 gi sau khi diimg lidu duy nhit 30 vi 60 mg fexofenadin hydroglorid. Tic dyng e ché dinh clla
fiezndenadin thuting xdy ra sau 3 - 6 gity sau khi ging gy,

Trong mt phén lich téng hap gdp cba ba nghitn cliu pha 11 mi 081 cd ddi chitng vai i dude, & 1369 tré em bi
viém mii dj éing theo mia tif & d&n 11 i, fexotenadin hydrociorid & iy 30 my hai 1§n mi ngdy 16t hon déng ke
50 vdi gidl duge trong vige gidm tdng difm trigy ching (p = 0,0001). T4t ca cic triéu ching ddn 18 bao gim s8 mii
(p = 0,0058), hdt hei (p = 0,0001), ngda/ chdy nudc mAL mAt 43 (p = 0,0001), nglta miif vdm heng vi ef hong
(p = 0,0001) v nghet misi {p = 0,0334) duwge c3i thign dang kd bl fexofenadin hydrockord.

0 trd em i 6 980 11 tudi, khbng o6 sy khic bkt ding kE vé OTc sau khi ding 1iéu tEp theo 18n tai 60 mg
fexafenadin hydroclorid hal 14n mdi ngay trong 2 tudn so i gid dugc.

Khng cd sif khde bigt ding ké wé khodng OTc dude quan s4t thiy @ d8i tugng nguis 1n vA thanh thifu ridn bi viem
mili di Gng theo misa khi dizng fexofenadin hydroclorid 1&n dEn 240 mg x 2 Mn/ ngdy trong 2 twlin khiso séinh voi gid
dugc. Npodi ra, khang b thay ddi dang ké trong khodng OTe dugc quan sat thiy & nhing dBi tudng ngul! bn khde
mianh dugic cho diing fexafenadin hydroclorid Kn dén 60 mg hai 14n mBi ngay trong & thing, 400 mg hai 14n mBi
ngdy trong 6,5 ngdy va 240 mg mdt 1n méi ngdy trong 1 ndm, khi so sanh wii gié dugc. Fexafenadin & ndng a4 in
hioin 32 tn so vii ndng d0 didu inj & dandng khiing dnh hubng dén kEnkh K* chinh s chm tir tim ngubi.

DAG TiNH DUJC DONG HOC

H&p thu: Fexefenadin hydroclorid dugc hap thu nhanh chéng via oo the sau khi ulng, wii Tmax xdy ra khodng 1- 3
gitr sau ding hifu. O ted em, gid tr Cmax trung binh 13 khodng 128 ng/ ml sau khi wing lifu duy nhat 30 mg
fexofenadin hydroclorid.

Li#u 30 mg 2 Mn/ ngay duge xdc dinh d€ cung edp nBng 69 trong huyét tuang (AUC) & nhiing bénh nhi, luong dusng
vioimie dat dugc & nguidi 1n ol chE do liéu danh cho ngubi I6n da duge phe duydt i 120mg mot n mbi ngay.
Phdn bi: Sau khiuling thwdc & nguli ion, fecofenadin hydrockorid lign ket wai protein huy8t tuong 60 - 70%.

Chuyéin hia va thai ri:

Fexofenadin trii qua qua trinh chuyén hoa khiing ddng k& (G gan hodc khing qua gan), vl thulic I hop chat chinh
duy nh#t dugc xée dinh trong nube tifu va phin clia ddng vatva ngul.

Néng 4 trong huyét tugng cla fexsfenadin gidm theo cp s& nhin wéi khodng théi gian bin thii cui la 1 11 dén
15 ity sau khi ding liéu nhifu 1n. Duge ddng hoc 1ifu don va da ligu cla fexofenadin 13 tuyén tinh dii i lifu uing
16n dEn 120 mg 2 ' ngdy. LiEu 240 mg 2 IEn/ ngdy tao ra in han mit chit so vii mic ting theo t 18 (8,6%) &
trang thal dn dinh didn tich dudi duling cong, cho thily duge ddng hoc ciia fexafenadin thyc B 14 huyén tinh & nhing
liBu néy trong khodng 40 mg d&én 240 ma ding hang ngdy. Con duting thii trir chi yEu duge cho 1 qua bi tigt qua
mal, trang khi cb 131 10% lifu wing duge thai tris duti dang khong ddi qua nusc 1igu.

QUY CACH DONG GOI: Hop 2 vix 10 vikn,

HAN DUNG: 24 théing kd tir ngay s3n .

BIEU KIEN BAD QUAN: Nai kho, nhigt d0 khiing qué S0°C, trénh &nh séng,

TiEw CHUAN: TCCS.,




