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(Fexafenadin hydrodoerid 6 mg/ 1ml)
Pocky hudng dan sir dung trirde khi ding
Néu cdn thém théng tin xin hdi y kién bdc si, duotsi.
Thanh phan
M8) 1 ml dich thude cé chifa:
Hoat chatl: Fexolenadin hydroclorid: 6 mg.
Td dufer; Trinatni citrat dilnydrat, aeid citric monehytral, sucralose, ghycerin, gém xanthan, tween 80, kali sorbat,
huang hea qud, nuec tinh khit via @0.
Dang bao chE: Hén dich wing
Quy cach 86ng gél: Ong nhua 5 ml. hijp 10 éng. hijp 20 dng. Ong nhya 10 ml. hip 10 éag. hip 20 Gag.
Déc tinh dugc lychoc
Fexofenadin la thudc \rhing histamin cé heal tinh d6l khing chon loe voi thu thE H1 ngeal bién. Fexefenadin |3
chdt chuyén hda e heat tinh clia terfenadim nhimg khong con dd¢ timh véi tim do khdng Ut ché kénh kali liém guan
@&n su (3l cuc t€ bae co tim. Feiofenadin khéng co tac dumg khiing chelimergic hodc dopamimergle va khona o tac
dung dc ché thu thé alpha -1 heac beta adeenergle 0 liéw diéw tri thuéc kivéng géy buén pgd hay dah hudng dén
hé than kinh trung womg, Thude co tée dyung nhanh va kée déi.
Pactinh dugcdong hoc
Hdp thy- Fexoferadin hip thu I8t khi ding duong udng. Sas khi udmg mak liéu 30 mg @ nguel len khée manh,
trung binh Cman (3 118,0 ng/mL va xdy ra khodng 1 gld. S dung déng that 30 my ferelemadin it bila 3n ch rh#
bée cae [3m gldm AUC va Cmax trung bimh khedng 30% va 47% d61 voi ngui [6n khoe mant
Phdn bd: Khodng 60-70% lexofenadin gdm két woi pretein huyét tueng, chu yéu 13 albwmin va slphe 1- 3¢d
glycoprotein. Thé tich phdn bé la 5,458 [t/ kg. Dir lidw thude qua nhau thai hedc bal llrEt_ vao 502 me ehua duec
biét dén. Fesofenadin khéng qua hang rao mdu nie.
(huyén hda: Khodng 5% liéu dimg cia thuéc duer chuyén héa. Fexofenadin dyec chieén héa khong ang ké qua
gan (0,5-1,5% lséu diing) nhis hé erzym cytochrom P450 thamh chdt khing €6 heat tinh. 3,5% duac chuyén héa
thanh ddn chét ester methyl, chd yéu nhat hé vi khudn rugt,
Thdi trir: Théi gian ban thai clia fexofenadin 18 11- 15 giér & nqueéi binh thueng va thuong kée dai han 0 ngual stry
thdn. Thusc duoe thai tris dudi dang khang d81 chi yéu qua phan (khedng 50%) va kheang 11% qua nuex By,
Dai tugng dac biét:
Duok déng hec & Ahime bénh nhan suy thim va suy gan va agudl (én Lsbl, san khi disng mi fiév duy nhdt 50 mg
fexofenadin hydrechlorid. duoc se sanh wéi nhimg nudt khée manh treng mat pghidn alu réng bist vé thist k4
tuong t:
Suy thdn: D& vai suy than nhe 8&n trung bimh (A thanh thai creatinin 41-80 miphal) v suy fhém pang (00 0
i thai ereatinim 11-40 mL/phut), néng o Sinh tremg huyét tuang cla femfenadin [3m luat (3 87% = 118
gian ban thdi 13 59% va 72%. dai hen so vii nhimg ngudl khde manh. Nong 86 dinh treng fuy it e
nhdn loc mdu (@8 thanh thdi creatinim <10 mL/ phut) cae hion 8296 va thid gian bdn thal da: | ;
nguai khde manh. Dya trén sy gia tang snh kha dung va thoi giam bdm thal. pén ding libu bat ¢
ngdy & nhing bémh nhim suy gldm chidc ndng thdn. DAl vdl tré em bi suy gidm chic aang
khuyén cdo cda fexofenadin 13 30 mg x 1 18n / ngay d6i véi bénh nhdn tir 2 dém 11 twbiva 15 mg x
vdi bémh nhan tu 6 thang dén duai 7 tudi.
Suy gon; Duoc ddng hec cla feofenadin d Ahina bémh nhdn suy gam khong khac nhiéu se vél nhiung nguoi kkhee
manh.
Neurdi Jdn tudi: O mhimg moudi ian tudi (>65 tubi), nimg 86 fexefenadin treng huyét tuong e hon 99% so v
nhiing pgudi tré twdi (<65 tuéi). Tho gian bdn thil trung binh clia fexofenadin tuong tu nhu @ tré phi
Jré em: Mot phan tich duoc ddng hoc duet thuc hién & 77 tré em (6 thdng tuéi dén 12 tubl) bi viém ml di tng va
136 ngui Ién. Uac tinh dd thanh thal dueng udng cla fexofenadin trung binh 13 44 va 36% & tré em tiré dén 12
tudi (n =14) va tir 2 dén 5 tubi (n = 21) so véi A6l tvang ngui ldn.
Diing fexefenadin hydrochlerid liéu 15 mg cho tré tif 6 thing dén dudi 2 tuél va liéw 30 mg d6i véi tré ti 2 dén 11
tufl sé cho két qua tueng duong vdi liéu 60 mg cho ngudi [dm.
Anh huing ctig gidi ifnh: Trong mét s6 thil nghiden, khang co su khae bikt ding ké vé mat Iam sang vé aiel dvoc |
[ quan 5dt thdy trong duge domg hoc ela fexeiemadin hiydrechlorid.
Chi dinh
Viém mii di tng thee mia (c3c tridw chng mhws hit hoi lién fue ngla mil, ehdy Auec mui va nghet mai) & ngudi
|6m va tré em trén 2 tudl.
May day vo can man tinh: C3c biéu hilkn ngodi da (nhu ngua, nél cdcndt sén phia theo dam hede rdi rdc) khdng bién
chimg cda may day vo can man tinh (kéo dai trén 6 tudn) 0 ngudi Ian va tré em trén 6 thang tud), Thudc lam gidm
ngda va s6 lugng may day.
Liéu luong va cach ding
Uéu lvong:
Viém mai di ing:
+1ré em tif 2- 11 twdk Liéu khuyén cao 1a 30 mg (S ml)/lan x 2 [an/ngay. O8] véi béah nhén suy gidm chilc nang
than. liéu khéi ddu duec khuyén cdo 13 30 mg (5 mi)/16n x 1 [dn/ngay.
+MNauol lom va tré em tU 12 tubl trd Ién: Liku khuyén cdo 1a 60 mg (10 ml)/1dn x 2 13n/ngay. D4l vai bémh nhdn suy
gidm chuicnang than, lieu khé dau duac khuyeén e 12 60 ma (10 ml)/laningay.
May day vé can man tinh:
+Tré 1l 6 thang dén 2 tust: Liéu khiyén cde 13 15 mg (2,5 m/1én x 2 1dn/ngay. Dol vé béeh nhan suy gidm chit
ndng than, iéu khéi ddu duoe khuyén cae 13 15 mg (2.5 ml) Adn/ngay.
+Tré em tir 2- 11 wik Liéu khuyén cdo 13 30 mg (S mi)/13a x 2 [dn/ngdy. D vai bénh nhia suy gidm ehie nang
thdn. fiEu khdi d5u duec khuyén cdo 13 30 mg (5 mi) mbl ngdy mat kn.
+Hguai Ién va tre em tif 12 bl trd |én: Lifu khuyén cde 12 60 mg (10 ml)/1dn x 2 [3n/mgay. £61 véi bénh nhdn suy
gidm chik ndng thim, liéu khai dau duec kbupén cde 13 60 mg (10 mi) mdi ngay ot [dn.
Nguai suy gan: Khamg cdn diéw chinh li. —

Ngudi cae tul: Khdmg can diéw chinh lidu. ngoal trif cd suy glim chue pdng thim. 7 <WUOC Neg
(dch ding: & e\
Lde  trudc khi diing
Thude ding dueng udng, ¢o thé wing [ic ne hay @oi . N* )« |
Chéng chi dinh
Chéng chi dinh trén beah nhin cd tién surd) dng vél bit ki thimh phan mae cla thubc .,‘r% “656'
Than trong ko

Than trong khi sir dung thudc che bémh nhin suy gan, thin, nquti cae tud,

Khng tu § diing thém thubc khing histamin H1 khac khi dang sit dung fexsfenadin.

Bémh nhén ¢d tién 5t bénh tim mach cin duoc cdnh bdo thube khang histamin 18 mét leai thude ¢6 lién quan dén
cdc phan tng phu nhw nhip tim nhanh va danh trng nguc.




Tacdung lchdng mong muon
Treng cdc thirnghiém [8m sdng eo kiém seat d tre em tu 6 dén 11 tuél tdc dung khong mamg muén thuorg gap
rhd1 lién quan dén fexsfenadin hydroehlord theo diéu tra 18 dau dde. T I daw ddu tiong dil liéu réng hep tu cdc
thir nghiém [3m 3ng B 1% @ai vdi bénh nhdn ding 30 mg fecefenadin hydroclosd (673 Wé em) va benh nhan
dlng gia duwe (700 tvé em)., Khang co dirlien [im sano vé dd an thén cda tré ding feroéenadin hyerecnloid trong
tnoii gian dal hom hal tuén.
Troma cax thi nghlém B sdne co a8 wimg wony 345 é em (0 6 Unine 6én § (udl bl viem :11ufli|ji1 (mg, 415 tre
duac dong freferadim hydrochlend 15 mg hedc 32 mg va 430 tré duoc ding gid duge Kling cd phan ung bat lel
bt nod @ trd duwe dida tri vl fewnfienadim va phan Ung phu twang tu nhr ord Br hom ve nguei lén.
0 ruai ln, nhiing téc diung khimg mong muan 20 @3y A5 disgs bao cho trang (de thit nohlém 13m sapg, vl tj (8
Wweng ty thu treemg hop gld duee
hé thén cmh:
Thwtng gip (= / 100 dén <1/101: Bau é3u, buén ngs, chémg mat
116 titu hée:
Tavang gép (= 1/ 100.dén <1/10): Buen mon.
(lsury):
Khéng thuing gap (=1/1.000 ¢én <1/100); MEL mai.
('ngedi Idn, cac phan tna khing mong mudn &l iy @ dut bdn o trng glam eit hin mal. Tin g4t ma ching
x3y 13 khéna duui blét (khérg thé ude lueng duoy 10 d011éu ¢ sdn):
He théog mién deh: Padm tng qud mdn vél cdc bifu hien nhu phitmach, kkd.thé, dd bimg «a shephan o
Tdm thdn: &\ ngl, cang thang, réi loon gide ngl heds dt mong.
Timy Nhip tlm nhanh, dénl tdng ngu
Tiév o Tieu Lhdy.
Da vo td chift dudi da; Paat ban, nél m3y Gay, ngia.

Thing bdo ngay che bac si hodc dugcsi khi gap phai cac tde dung khéng mong mudn eda thuéc.
Tuwong tac thube
Thude khang acid ehia nhém vd maanes! néw ding d6rg thol vé fexefemaein s€ 13m giam hép thu theee vl sdy
pnai diing cac thudc ray cach nhaw khedna 2 g &
Tuang fde thuer vei erythromyon i kelocenasel
Fexofenadin chuyén hda thip (khedng 5%) Tuy mhién, dimg chung fexolenadin val ketaconazel hade erythromy:
@n d3 [am fang néng €0 fexafenadin treng huyét Wang. teofenadin khéng dnh hudng @&n dude ding har 012
erythremyan neac keteeonazel. [reng 2 nghien efu riéng bldt, fexofenadin fydroch lorid 120 mg hzt [dn mor 6o
(16ng 1iéu 240 me méi ngdy) duye diing clng vai erythremyan 500 mgmai § eid hedc kespeemainl £00 mo |
ngay mét |an wong dice kién trang thai en dinh che @t ddi tueng knee manh n—24. mei 1ekien eiv) ¥
s\l khdw bigtwé e phén (g bdt [t hedc khodng Ui gian QTe ot guan sdt thay bhi e 48 Wi g G
@0 fewolenetin hydroehlend hedt ket hop vai erythremnyein hede ketoconaze . (de phd higa ol
N3y duut tom tSt trong bang sau:
Bmg 1:1ar dang len dvar dang hoc fecoferadim sau 7 ngdy ding ddng tha fesefenadin hydmachlorid 720 mg i1
12 g0 (hai 1dn Iku kimuy€n ede hai lan mai ngay) 6 nhing nguai khee manh (n=14)

T | i
Thuoc Cman ' AUl 1T
Erythromycin +1{8%
(500 mg mé & gié) Gt
Ketecenagal Lo :
(460 mg moi mgdy) 18 Bk ki

(u ché cila temg (e ndy da gt ddnh gld trang cic mi Hinh @dny wil in vitre va in vive. Hhane nghléa cou nay
chire rdng phéi hep ketoronazel ned erythmomydn lam 13ng hdp thu da e3y-rudl ala feraferamir Su gl Bng khd
dung sinh hoe cda fexofenadin cd thé \a do nhang dnh huring lién cuan dén van evwyén, nhy p-glyeoprotein. Gic
nghlén v trén dong vst in vive cing che thiy ngeal v < tdng autmg hip thu, ketoconazel ztn 3m giam fict dich
da déy ruir, tremg khi erythromiycin eing co the [3m gidm b G5t mit

Tireng (do vd) e hoo que:

Nuo trdi cy nhu budi, cam v tde ed t€ [3m gidm kchd dung sinh hoe eda fevofenzdin, Biéu ndy dvwr dus trén bé:
qud tir3 ngtiém cdu [3m sang s dung chal kich thich da de histamim ady ra cing vai phan tich duer dang hoc
Sumg vd dd & da Adng (€ khidiing fezofenadln iydrchlorio wil banii hode nwde cam ep se vé) nude. Dwa trén cac 1l
liéw co thé ngoai suy vai cac leai nafde trai céy khac nhu nuas tda ¥ nahia 13m s3ng cida nhiine euan <3t nay khong
dugubist. Hgosirs, dvatrén phin llch duee dng hoc kéthyp dirlidu tlr nghién cou nude ép budiva cam véi i lidy
tu rghlén cu tueng dwong sinh hac, tinh khd dung sinh kot cia fewofenadin 83 gldm 36%. Do do, dé 161 ¢a hoa
toc dung cda fexofenadin. nén dung thuc ding vél nuitc

Thoi ky mang thai va che eon b

oV ki mang thai:

Chi ding fexoferarin rho phy niTmang thai ko I (eh che me vuettroi nguy co vé, thai nhi de chua ¢6 nahidn ciu
3y al tren ngJei meng tnai.

Thai ky cho con bii

Can than tiong khi diing fesefenaeiin ehe phu 0 che con b do d0 | éuthusce bl tIéL gua 10a chua duee bift ra.
Anh huéng d&n kh3 nang iai ne vi vin hanh méy mac

Thuoe cd thé gay met méi, dau 83w ehdng mat vi vay can thin trona khi eUng che ngufdi13i <, v3n hanh mar mac,
Qué lléu va xirtni

Bso edo vé qui liéu fewofenadin it gap va thang tin vé déctinh ¢ip con han ené. Cec tiiew ehdny budn ngy), chong
mar, khé miéng 73 duor bas cde.

Xt bt 5k dung cac beén phap théne huing ¢ logl bo phin thudecha 6.see hip e S

BIEu bri triéw chdng vd rane tav 1hE trang ﬂuoc Nco
Locmau 13m @dmnéing do thudt weng mau khdag Eang ke (1,7%) 4 o \
Khing co thuee giat doe dac hiéu

Bie tﬁl
Trong bao bi kan. tranh dm, tranh dnh <ang, ahiét dé dvai 30°C.
Han diing

24 thang k¢ 1Ungdy sanaust.
. BEXA TAM TAYTRE EMY \%
A i g " KHGE w‘-?‘ fﬁ

(g ty ¢é phan difoe pham CPCT Ha NG =
Cum éng nghiép 42 Blnh Phuang, Thuena Tin, Ha N1 =




