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ORALEGIC

(Fexafenadin hydrodorid 6 mg/ 1ml)
Boc ky huéng dan sir dung trirde khi ding
Néu cdn thém théng tin xin hoi y kién bdc si, duocsi.
Thanh phan
M8) 1 ml dich thude cé chifa:
Hoat chét: Fecofenadin hydreclorid: 6 mg.
Jd duor] Trinatri citrat difydrat, acld citrle monehydrat, sucralose, ghycerin, gom xanthan, tween 80, kali sorbat,
huang hea qud, nudc tink khiét via 00
Dang bao ch&: Hén dich wing
Quy cach 86ng gél: Ong nhua 5 ml. hip 10 éng. hip 20 dng. Ong nhwa 10 ml. hap 10 dag. hip 20 Gag.
Déc tinh dugc lvchoc
Fexolenadin |4 thudc \(Mng histamin c@ heal tinh d6l khing chon loc vai thu thE H1 ngeal bién. Fexefenadin 13
chdt chuyén hda eo heat tinh cia terfenadin nfumg khong con dde timh vdi tim do khdng Uc ch¥ kéah kali liém quan
@&n su (3l auc t€ bde co tim. Feofenadim khéng co tdc dung khiing chelimergic hodc dopamimergic va kheng ed tdc
dung dc ché thu thé alpha -1 hedc beta adrenerglc 0 liéw diéu tri thuéc kivbng g&y buén pgd hay dah huéng dén
hé thin kinh trung womg, Thude co téc dung nhanh va kée dal.
Pactinh duec dong hoc
Hdp thu: Fexoferadin hip thu 6t khi dung duong uing. Saw khi vdng mok liéu 30 mg @ nguel lén khee mamh,
trung binh Cman |3 118,0 ng/ml va xdy ra khodng 1 gld. SU dung déna thel 30 mq fewelemadin it bila 3n ch ch#
bée cae 13m gidm AUC va (max trung bimh khedng 30% va 47% 461 vdi ngui [6n khoe mat
Phdn b4 Khodng 60-70% fexofenadin gdm két vl protein huydt tuang, chu yéu 3 albwmin va slpho - acid
glycoproteln. Thé tich phdn b6 la 5,4-5 8 |1t/ kg. D lidu thude qua nhau thai hedc bal Uét vae s0a me chua dusc
biét dén. Fexofenadin khéng qua hang rao mdu nde
Chuyén hda: Khodng 5% liéu ding clia thuéc dusc chuyén héa. Fexofemadin diac chiryén hoa khong 6ang ké qua
gan (0,5-1,5% léu ding) nho hé eazym cytochrom P450 thamh chdi khomg 6 heat tinh. 3,5% dugc chuyén héa
thanh ddn chét ester methyl, chi yéu nha hé vi khudn ruét,
[hdi trir: Théi gian ban thai cla fexofenadin 13 11- 15 gié & nguel blnh thueng va thuomg kée dai han d nguol sty
than. Thudic duot thai tris dudi damg khoeg d8) chi yéu qua phan (khedng 50%) va khedng 11% qua nuek Héu.
Dai tugng dac biét:
Duox déng hec & nhime bénh nhan suy thim va suy gan va ngudl (én Twbl, sau khi ding mai fiéw duy nhdt 80 mg
fexofenadin hydrochlerid. duoc se sanh véi nhing AUt Ehée menh treng mat pghién alu riéng bt vé thist k4
tuong t:
Suy thdn: B& vai suy than nhe én trung bimh (4 thamh thai creatinin 41-80 mi/phul) va suy thir rang (d0 2
thdi ereatinin 11-40 mL/phut), nong o inh tromg huyét tueng cia femfenadin dn lugt 3 87% = 1133
gian ban thdi I3 59% va 72%, dai hen so vdi nhimg ngudi khde manh. Nong 86 dimh trong Fuyit tin
nhdn lec mdu (85 thanh thdi creatinim <10 mL/ phut) cae hion 8296 va thill gian bdn thal da: |
ngu@i khée manh. Dya trén sy gia tang sinh kkhd dung va thoi glam bdm thdl. eén dung by bat i o
ngdy & nhimg bénh nhdn suy gldm chit ndng than. DOl val tré em bi suy gidm chuc aang )
khuyén co cla fexofenadin 13 30 mg x 1 18n / ngdy dé) véi bénh nhdn tir2 dém 11 wdbiva 15mex | 14 4o
vdi bénh nhan tif 6 thang dén duai 2 tudi.
Suy gan; Duoc ddne hec cla fecofenadim & nhitng bémh nhdn suy gan khong khac nhiéu se vl nhung nguol kheé
manh.
Naudi [dn tudi: O phimg nguoi idn tudi (=65 twdi), ndng d6 fexefenadin trong huyét tuomg ae hom 99% so voi
nhitng ngudi tré tudi (<65 tuéi). Thal gian bin thil trung binh ca fexofenadim tuong tu nhu @ tré phé
Jré em: Mot phan tich duoc ddng hoc dvert thyc hién 6 77 tré em (6 thang tudi dén 12 tubi) bi viém mal di tng va
136 nguii Ién. Uoc tinh @0 thanh thal dueng udng ca fexofenadin trung binh 13 44% va 36% & tré em tir6 dén 12
tudi (n =14) va tir 2 dén 5 tudi (n = 21) so véi 461 tueng ngui [dn.
Diing fexefeaadin hydrochlerid li¢u 15 mq cho tré tif 6 thing dém dudi 2 tubl va liéu 30 mg 46 wai tré tu 2 dém 11
tudl sé che két qud tueng dufang vdi liéu 60 mg cho nguioi I6m,
Anh huting ctia @idi i/nh; Trong mét s6 thil nghiden, khong co sy khdc bkt ding ké vé mat Iam 5ang ve giel dugc J
quan sdt thdy trong duge ddmg hoc cla fexefenadin hidrechlorid.
Chi @inh
Viém mii di ting thee mua (cac tridw ching mhw hdt hoi lién tuc ngla mil, chdy auec moi va nghet mii) @ ngudi
[6m va tré em trén 2 tubl.
May day vo can man tinh: C3c biéu hisén ngodi da (nhu ngua, nél cdcndt sén phia theo dam hedc rdi rdc) khog bién
chiing cia may day vo can man tinh (kée dai trén 6 tudn) @ ngudi 1én va tré em trén 6 thang tuél. Thudc ldm gidm
ng(a va s6 lugng may day.
Liéu lvgng va cach ding
Uéu vong:
Viém mai di ing:
+Tré em LU 2- 11 tdk Liéu khuyén cdo [a 30 mg (S ml)/1dn x 2 [3n/ngay. O6] vl bénh ahan suy gidm ehife nang
than. liéu khdi dau duec khuyén cdo 13 30 mg (5 mi)/Idn x 11an/ngdy.
+MNguol |6 va tré em tu 12 tudl trd Ién: Liku khuyén cdo 1a 60 mg (10 ml)/ldn x 2 13n/ngay. D4l vai bémh nhda suy
gidm chuic ndng than, liéu khé dau duec khuyeén @e 12 60 ma (10 ml)/1an/ngay.
May day vd can man tinh:
+1Tré tU 6 thang @én 2 tuai: Liéu khiyén cde 13 15 mg (2,5 mI)/1dn x 2 1dn/ngay. Dol véi bérh nhan suy gidm chit
ndng thin, li€u khéi ddu duoe khuyén cdo 13 15 mg (2.5 ml)Adn/ngdy.
+1re em tur 2- 11 tudk: Liéu khuyén cdo 18 30 mg (S mi)/1dn x 2 [§n/ngéy. D4l vai bénh nhan suy giam chie nang
thdn. hEu khdi dSu duec khuyén cdo 13 30 mg (5 ml) mdl ngdy mét fén.
+Hguoi I6n va tré em tif 12 tubl trd Ién: Litu khuyén cde 18 60 mg (10 m)/1dn x 2 [§n/ngay. OSi vai bémh nhdn suy
glam chic ndng thim, liéu khét d3u duet khuyén cdo 13 60 mg (10 ml) mdi ngay mdt [dn.
Nguai suy gan: Khémg can diéw chinh liéw.
Nguoi cae tubi: Khdmg en diéu chinh lidw. ngoai trif 6 suy gldm chc ndng thin.
(dch dong;
Ldc kj trurdc khi ding
Thuéc ding duémg uing, ¢ thé wang e ne hay doi
Ch&ng chi dinh
Chéng chi dinh trén bénh nhan o tién su d| dng vl bt ki thinh phan Ade cla thubc
Than trong
Than trong khi sir dung thudc che bénh nhdn suy gan, thdm, nguti cao tuéi,
khang tu § diing thém thwdc khing histamin H1 khac khi dang sit dung fexefenadin.
Béah nhin ¢d tién sU bénh tim mach cin duox cnh bde thubc khang histamin 18 mdt leai thude 6 lién quan dén
cécphan tng phu mhw nhip tim nhanh ¥3 danh trdng ngu.
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Tae dung Ichong mong muon

thoi @lam dal hon hal tuén.

bl ngd @ ted dur: diéa ti vel fezofienadin va phan Ung phu tuang tu nhir ord Br hon va nguei 16n,

weng ty rhu reimy hop gla cise

Ké thn kmh:

Thwong gip (= / 100 dén <1/101: Bau dau; buém ngé, chéng mat.
16 tibu héo:

Tuéng gép (=1/ 100.dén <1/10): Buan mon.

(lurg:

Khéng thumng gap =1/ 1.600 €6n <1/100): MéL oi.

%3y 13 khéna duute blét (khéng thé ude lueng duoy 1T dT1lé ¢6 wdn):

He théog micn dich: Padm tng qua mdn vl cdc bifu hitm nhu phis mach, kké.thd, 40 bimg va she phan vt
1dm thidn: W31 nglk, cang thang, r6i lean gidc ngd hede dt mong.

Timi hiip im nhanh, dénl g ngut

Tiév ndw. Tidy hdy.

Da vo (d chuft duoi da; Pnat ban. nél m3y day, noia.

Twrong tic thuéc

pnai ding cacthuéc ray cach nhaw khedng 2 g &.
Tyang tdc thuer vei erythmmyon i kelocenasol

(16ng 1€u 240 me méi ngay| duvc diing aing vai erythemyan 500 mgmal & eid hedc kesosemars! 400
ngay mét |an trong dice kién trang thai en dinh che (3t ddi tuwng knee manh (n—24 mei nghien eiu) ¥
s\ khae bigt vé e phan tng bdt [ot hedc khodng Ui gian QTe Bwor guan sdi théy bhi G A8 o & e -
6 fesolenedin hydrochiond heat ket hop vai erythremyein hede ketoconzze . (de phdt hifa iz v ongr
N3y dut tom 3t trong bng saur

12 g0 (hai 1dn 1K€ kiuyén ede hai lan mai ngay) @ nhing nguai khvee manh (n=24)

Treng cdc thornghiém ldm sdng co kiém seat d tre em tu 6 dén 11 tuel tdc dung khong mang muén thuorg g3p
rh8t lién quan dén fexefenadin hydrochlor d theo diéu tra (8 dau dde. T7 1€ daw ddu trong dil liéu téng hep tu cdc
thir nghiém [3m s3ng 13 1% 851 vdi bénh nhdn ding 30 mg facefenadin hydroclosid (673 tié em v3 bénh nhan
dng gia duwe (700 teé em). Khdng co dirligu l3m sang vé d an tain eda tré ding fexodenadin hyerechlorid treng

Troma cax thii nghlém Km sdne co a6 chwima wony 345 L em (iF 6 Uning dén § (udl bl viém miii d} ung, 41; tre
duat dng foreferadin hydrochlend 15 mg hedc 32 mg va 430 tré duee dng gid duge. Kleing cd phan ung bat lol

Thang bdo ngay che bac si hedc dugcsi khi gap phidi cic tde dung khong mong mudn eda thudc.

8dmg 1 |ar dang len dvar dong hoc fewofenadim sau 7 ngdy dmg déng tha feverensdin hydmachlorid 720 mg 17

0 rguedi In; nhiing t:c dng khing mong. muan s @3) @3 disms baoe cho trang (Ae thil nghlém Km sang, var tj (8

O @it ldn, cae phin tna khong mong mudn @il 1y 3 durat bao rdo Trang glien <3t hain mal. Tdn sat ma chilng

Thuoc khang acid ehia nhém vd magnes| néu ding dénq thol v fexefenaein sé [3m giam hép thu thuee, vi vdy

Fexefenadin chuyén héa thap (khedng 5%) Tuy nhién. dung chung fexelenadin i ketaconazol hadc erythromy:
@n da [am fang néng €@ fexafenadin treng huyét tuang. tewfenadin khéng dnh huiing @n dudr dong hac o
epthreyan neac keteeonazel. Trang 2 nghien cfu riéng bldt, fexofenadin hydrochlorid 120 mg hzi fin mo 0o
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Thuoc Cmow AUC RPN
Erythromycln +19%
(500 mg mé 8 gie) L080
Ketecenazol
S0 e Q
408 g i wdy) +135% 64%

J

da ddy ruir. tromg khi erythromyein eumg co the [3m gidm b Gt mdt.
Tieng tde vd) nudc hoo gud:

toc dung cia fexofenadin. nén dung thudc ding vl nuc
Thoi ky mang thai va ehe con b
oV ki mang thai:

3y @) uen ngJei meng tnal.
Thai ky cho con bu

Anh hutng dén kh3 nang iai ne va vin hanh may méc

Qué lléu va xirtri

mat, khd miéng 33 duor baa do.

Attt 5k dung cac beén phap théne lwing @€ logl bo phin thudechua 6.1ee hip the.
BIEu tri riéu hdng vd 1ane wav 1hf trang

Locmiu lam g/dm néing dd thuét treng méu khdng Fang ke (1,7%)

Khcng co thaoe gidt doe dac hieu

Bde quan

Imng\m bi ka, tranh am, tranh dnh <ang, ahiét do duai 30°C.
~ Handing
~ 24thang k? 1 ngdy sonaust.
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BEXA TAM TAYTRE EM
\ \ha &dn Kudt
(ang ty cé phan dior pham CPCT HA N
Cum cong nghiép 43 Binh Fhueng, Thuong Tin, Ha Nai.

Canthan tromg khl duna ferefenadin ehe phu nii che con bi de dT | éu thude Bl tIét qua s0a chua Buoc biét .

(u ché cia tvemg tdc nay da duigu donn gld treng cde md hinh 8wy wi in vitro va in vive, Hhane nghién ciu nay
chira rdng phéi hep ketotonazel nea erythromyan lam 1mg hidp thu da 6ay-rudi ala ferafemseir Sugle Bng khs
dung sinh hoe cia (exefenadin ed thé 1a do nhing dnh hutng lién cuian dén van ewyén, nhu p-glyeepratein. Gic
nghlén e rén dong vat in vive cing cho thiy ngeal v &< tdng asomg hip thu, ketoconazel ztn 3m giam fiét dich

ot tréi cdy nhu budi, cam va tde o thé [3m gidm kshd dumg sinh hoe cds fevefenzdin. Biéu ndy duwt dus trén bé:
qud tir3 ngkiém ciu 13m sang sir dyng thél kich thich da de histamin gdy 12 cing vai phan tich drer dang hoc
Sumg va dd & da Aéng <€ khidiine fezofenadin hydrochlorio wfl i hode nwde cam ep se 96! nude. Dva trén cac 1
liéw co thé ngoai suy val cac foai narde trai céy khac nhu nuo tda ¥ nghla 13m sdng cida nhitme ouan <3t nay khéng
dugcbist Ngeairs, dva trén phan ((ch duex ding hoc két hgp durlidu tl nghién cou nudeép budi v cam véi d0lidu
tU rghlén v tuong duang sinh hac, tinh khd dung sinh koc cia fewofenadin @3 glim 36%. Do do, dé 18] ¢a hoa

Chi ding fexnfenarin rha phi) nifmang thai ki lci (eh eho me vuettrdi nguy co vé: thai nhi de chia 6 nahién aiu

Thuoc cd thé gay met méi. daw d5u chong mat vi vay can thdn treng khi @bng che naufi I3i <e, v3m hanh mar méc,

Bdo cso vé qui lIéu fexofenadin it g3p va thang tin vé ddc tinh c3p con han eé Cec tiléw ehdny buén nyd, ching




