(Qién nén bao. phim

FEFASDIN 180

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THONG BAO NGAY CHO BAC 8Y HOAC DUGC 8Y NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAG Y

THANH PHAN CONG THUC THUOC:

M&ivién nén bao phim chua:

Thanh phdn hoat chét: Fexofenadin hydroclorid 180 mg.

Thanh phén t4 dugc: Lactose, tinh bt mi, avicel M101 (microcrystallin cellulose), arbocel 80 (powdered
cellulose), natri croscarmellose, povidon K30, magnesi stearat, hydroxypropyl methylcellulose (HPMC)
2910, polyethylen glycol (PEG) 6000, talc, titan dioxyd, mau dé oxyd sét.

DANG BAO CHE:

Vién nén bao phim.

Mb 1 s&n pham: Vién nén bao phim mau héng, moét mat cé gach ngang, mét mattran, canh va thanh vién
lanhlan.

CHIDPINH:

Fefasdin 180 dugc chi dinh cho ngudi I6n va tré em tu 12 tu8i trd 18n dé gidm céc tridu ching lién quan
dén may day vo can mantinh.

CACHDUNG, LIEUDUNG:

Céchdung:

Duing dudng udng, udng trudc bira &n.

Khéng cé yéu cdu dic biétvé xir ly thude sau khi st dung.

Liéudung:

Ngugilén

Liéu khuyén céo cla fexofenadin hydrochlorid cho.ngudi I6n 12 180 mg mot 18n uéng hang ngay trudc
braan.

Fexofenadin la mot chatchuyén héa c6 hoattinh dugc ly cua terfenadin.

Tréem

Tré em t 12 tudi 1rd lén: Lidu khuyén cdo clia fexofenadin hydroclorid cho tré em tif 12 tuditrd 1&n 1a 180 mg
motIa&n mdi ngay udng trudc bita &n.

Tré em dudi 12 tu6i:Higu qua va db an toan clia fexofenadin hydroclorid 180 mg chua dugc nghién cdu a
tré emdudi12tudi.

Céc dél tugng ddc bigt

Cac nghién cfu & cac nhém déi tugng dac biét (ngudi l6n tudi, bénh nhan suy than hoic suy gan) chira
r&ng khéng cn thiét phai diéu chinh liéu fexofenadin hydroclorid & nhirng bénh nhan nay.

CHONG CHI DINH:

Qua min véi hoat chit hodc vdi bat ky thanh phan nao clia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Chi c6 di litu han ch& & bénh nhan 16n tudi va bénh nhan suy thdn hodc suy gan. Fexofenadin
hydroclorid nén dugc st dung ¢an than & nhiing ddi tugng déc biét nay (xem phan C4ch ding, liéu dung).
Bénh nhan c6 tién sl ho&c dang méc bénh tim mach nén dugc canh béo rang, thuc khang histamin c6
lizn quan dén cac phan tng c6 hai, nhip tim nhanh va danh tréng nguc (xem phén Tdc dung khéng mong
muén cta thubc).

* Canh béo t4 dugc:

Thubc c6 chira lactose, bénh nhan cé van dé di truyén hi€ém gép vé khong dung nap galactose, thi€u hut
lactase toan phan hodc kém hap thu glucose-galactose khong nén diing thuée nay.

Thudc nay cé chifa 251,875 mg tinh bot mi (< 25,1875 ug gluten) cho 1 vién nén. Tinh bt mi trong thudc
chichita néng dé rat thap gluten va hdu nhu khéng gay vdn dé néu bérih nhan mac bénh coeliac. Thudc
c6 chira tinh bdt mi nén khéng diing dugc cho bénh nhén dj ting lia mi (khac bénh coeliac).

sU'DYNG THUGC CHO PHY NI CO THAI VA CHO CON BU:

Phu n cé thai: Khong c6 dif ligu ddy di vé viéc sl dung fexofenadin hydroclorid & phy nif ¢6 thai. Céc
nghién ctiu han ché trén dong vat khdng chi ra cac tac ddng ¢é hai tryc tiép hoac gian tiép lién quan dén
c4c &nh hudng d6i vdi thai ky, sy phat trién chia phoi thai/thai nhi, qua trinh sinh d& hoac phét trién sau
sinh. Fexofenadin hydroclorid khéng nén dugc sif dung trong khi mang thaitris khithat cén thiét.

Phiy nif cho con bu: Khéng cé dil liéu vé ham lugng sta me sau khi diing fexofenadin hydrochlorid. Tuy
nhién, khi dung terfenadin cho ba me dang cho con bd, ngudi ta phat hién thay fexofenadin di vao sia
me. Vivay khéng nén ding fexofenadin hydrochlorid cho phy nit cho con bu.

Khé naing sinh sdn: Khong c6 di liéu trén ngudi vé anh hudng clia fexofenadin hydroclorid ddi véi kha
néng sinh san. & chudt, khéng c6 &nh hudng dé&n kha nang sinh san khi diéu trj bing fexofenadin
hydroclorid.

ANHHUGNG CUATHUGC LEN KHA NANG LAIXE, VAN HANH MAY M6C:

Trén co s§ hé sd dugc lyc hgt va cac phan Ung cé hai dugc bao céo, khdng khing dinh réng vién nén
fexofenadin hydroclorid 85 tao ra anh hudng dén kha n&ng I&i xe hoic sif dung may moc. Trong cac thif
nghiém khéch quan, thuc da dugc chifng minh la khang c6 &nh hudng déng ké dén chuc néing he théng
thén kinh trung uang. BI6u nay c6 ngha 1a b8nh nhan c6 thé I&i xe hoac thyc hign cac cong vige doi hoi
81 t4p trung. Tuy nhién, dé xéc djnh nhifng ngudi nhay cdm cé phan tng bét thudng véi cac san phdm
thuBe hay khong, nén kiém tra phan tng cé nhan trude khi 14i xe hodc thyc hidn cdc nhigm vy phictap.
TUONG TAC, TUONG KY CUATHUBC:

Tuong téc cdathubc

Tuong tac vol cée thubc khéc va cdc dang tuong tac khéc:

Fexofenadin khong 1rél qua qua trinh chuyén héa & gan v do dé s& khong tudng téc vdi cac san pham
thuc khac chuyBn héa qua gan,

80 dyng déng thdl fexolenadin hydroelorld véi erythromyeln hotic ketoconazol déin dén tang 2-3 1dn néng
df fexofenadin trong huyét udng, Nhiing thay d8l khéng kém theo béit ky thay d&i nao trén khodng QTva
I*:EOHG lien quan aén bAt ky sy gla tang nao clia cac phan Ung cé hal so vdi cac thudc duge stf dung don

u,

Chc nghlén cdu trén dong vat da chi ra ring sy gla tang nBng do fexofenadin trong huyét tudng dudc
quan sé! théy sau khl diing déng thdl vél erythromycin hodic ketoconazol, dugng nhu I do ting hép thu
qua dueng llbu hba va glam bal 16t qua mat holic bal tiét qua dudng tidu héa.

Khtng quan edt thy luong téc gitra fexofenadin va omeprazol. Tuy nhign, sif dung cac thugc khang acid
o6 chim gol nhom vh magnoes] hydroxid 15 phat truée khi diing fexofenadin hydroclorid gay gidm sinh khd
;:'f"(:- rfit c6 thé 14 do sy llen hgp trong dudng tidu héa. Nan gitt khoang céch 2 gl gida vige sif dungd
foxo onadin hydroclorld vdl thuge khang acld ¢6 chita nhom va magnes| hydroxid.

Tuong ky cta thubc

Khong ép dyng. /,‘J
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TAC DUNG KHONG MONG MUGN CUA THUGG:
Cac tan sudtduge phan loai nhu sau: R4t thudng gap (ADR > 1/10), thuang gap (1/100 < ADR < 1/10), it
aap (1/1.000 = ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), r4t hiém gép (ADR < 1/10.000) va
khéng r6 tdn sudt (khdng udc tinh dudc tAn sudt 1 cée da ligu sén cd).
Trong m&i nhom Yan sudt, cdc tae dung khdng mong mudn dugc trinh bay theo tht ty gidm ddn muc dé
nghiémtrong.
& ngudi 16n, céc téc dung khdng mong mudn sau day da dugc bao céo trong céac thif nghiém lam sang,
v&i motty 1€ tuong W nhu quan sét thay vdl gia dugc:
Réilogn hé than kinh
Thudng gap: nhite dau, budn ngu, chdng mat
Roiloan tiéu hda
Thudng gap:budn nén
Cécréiloantoan than va taiché
it gap:métmoi
& ngudilén, cac tac dung khéng mong mudn sau day da dugc bao céo sau khi luu hanh thu€c. Khéng ro
tan suat (khang thé udc tinh tan sudt tu dir ligu sin cd):
Ré6iloan hé théng mién djch
Phan ng quéa m&n véi cac bidu hién nhu pht mach, tic ngyc, khé thd, dé birng va séc phan vé.
Réilogn tdm than
Matng, cang thdng, réiloan gidc ngli hodc gap 4c mong/md qua nhidu (paroniria)
Roiloan tim
Nhip tim nhanh, danh tréng ngyc
Réiloantiéuhda
Bé&nhtiéuchdy
Réiloan dava mé dudida
Phatban, may day, ngifa
Béaocédocdc phan ung cé hai nghingd
B4o cdo Cac phan Ung c6 hai nghi ngd sau khi cdp phép luu hanh san phdm thudc 1a quan trong. N6 cho
phép tiép tuc theo ddi can bang Igi ich/nguy cd clia san phdm thudc.
* Théng bdo ngay cho bac sy hodc dugc sy nhiing tdc dung khéng mong muén gdp phai khi si dyng
thuée.
QUA LIEU VA CACH XU TRi:
Qui liéu:
Chéng mat, bu_én ngu, mét mdi va khd miéng da dugc bao céo khi ding qua liéu fexofenadin
hydrochloiid. Liéu don I&n d&n 800 mg va liéu I&n d&n 630 mg hailan méingay trong 1 thang hoic 240 mg
mot 1dn mbi ngay trong 1 ndm da duge dung cho céc dGi tugng khde manh ma khéng tién trién cac phan
{ng c6 hai cé y nghia lam sang so vdi gid dudc. Liéu dung nap t3i da cla fexofenadin hydrochlorid chua
dugc thiétlap.
Xirtrikhidung thudc qua liéu:
Céc bign phap tigu chudn nén dugc xem xét dé loai bd bt ky s&n phdm thudc nao khéng dugc hap thu.
Piéu trj triéu ching va hd trg dugc khuyé&n cdo. Chay than nhan tao khéng loai bd fexofenadin
hydrochlorid ra khdi mau métcach hiéu qua.
PAC TINH DUGC LUC HQC:
Nhém dugc ly:Thudc khéng Histamin dung toan than. Ma ATC: RO6AX26.
Cochétdcdéng
Fexofenadin hydrochlorid |a thuc khang histamin H, khéng an thdn. Fexofenadin |a mét chat chuyén
héa cé hoattinh dugc ly clia terfenadin.
Hiéu qua Iam sang va an toan
Cac nghién ciu vé man dd va phat ban do histamin § ngudi sau khi ding fexofenadin hydrochlorid liéu
dan va hai ldn m&i ngay chiing minh réng san phdm thudc nay c6 tac dung khang histamin bit ddu trong
vong mot gid, dat ti da sau 6 gid va kéo dai 24 gid. Khong c6 bang ching vé sy dung nap sau 28 ngay
dung thudc. M&i quan hé lidu lugng - dép Ung tich cyc gia liéu lugng 10 mg dén 130 mg ding dudng
udng da dudc nghién clu. Trong mé hinh hoatdong khang histamin nay, ngudita thdy rang liéu th&p nhat
130 mg dudc sif dung cho hiéu qua duy tri trong khodng thi gian 24 gig. Uc ché 16i da & cac ving da ndi
m&n va phatban Idn hon 80%.
Khéng quan sat thdy sy khac biét dang k& vé khodng QT.d bénh nhan viém mdi dj Ung theo maa diing
fexofenadin hydrochlorid I8n d&n 240 mg hai ldn m&i ngay trong 2 tudn khi so sanh vdi gia dugc. Ngoaira,
khéng quan sat thdy thay ddi déng ké nao vé khoang QT, & nhiing déi tugng khde manh ding
fexofenadin hydrochlorid 18n d&n 60 mg haildn mdi ngay trong 6 thang, 400 mg hai ldn m&ingay trong 6,5
ngay va 240 mg mdtldn m&i ngay trong 1 ndm, khi so sanh véi gia dudc. Fexofenadin & néng dé cao hon
32 4n so véi ndng do diéu tri & ngudi khong cé tac dung d8i vai kénh K* chinh Iuu cham lién quan dén sy
taicycté baocatim.
Fexofenadin hydrochlorid (5-10 mg/kg dudng udng) Uc ché khang nguyén gay co thét phé quan & chudt
lang nhay c&m va Uc ché gidi phong histamin & ndng d¢ trén muc diéu trj (10-100 pM) tf t& bao mast phuc
mac. .
pAC TINH DUGC DONG HQC:
H4p thu: Fexofenadin hydrochlorid dugc hdp thu nhanh chéng vao co thé sau khiudng, vdi T, xay rasau
khoang 1-3 gid sau khi ung. Gia trj C,,,, x&p x1 494 ng/m| sau khi dung liéu 180 mg mat 14n mdingay.
Ph4n b6 Fexofenadin lién k&t véi 60-70% protein huyét tuong.
Chuyén héa va thal trir: Fexofenadin tral qua qud trinh chuy&n héa khdng dang ké (trong gan hoac ngoai
gan), vl né 12 hgp ch&t chinh duy nhat dugc xac dinh trong nudc tiéu va phan cia ddng vat va ngudi. Néng
do trong huyét tuong clia fexofenadin gidm theo c&p s6 nhan vdi thdi gian ban thai cui cung nam trong
khoang 1/ 11 d&n 15 gi& sau khi diing nhidu liéu. Dugc dong hoc ctia fexofenadin ddn liéu va da lidu la
tuy&n tinh d&i vdi l16u u6ng 18n d&n 120 mg 2 I&n/ngay. M4t li8u 240 mg 2 1&n/ngay tao ra milc ting 16n
haon mét chut so véi muc tang theo ty 18 (8,8%) 4§ viing trang thai 8n dinh dudi dudng cong, cho thdy r&ng
dugc ddng hoc clia fexofanadin thyc t& |4 tuy&n tinh & nhiing l8u nay trong khoang tif 40 mg d&n 240 mg
diing hang ngay. Con duding thai trif chinh thdng qua bal tigt mat trong khi c6 141 10% liéu u8ng dugc bai
1iét dudi dang khéng d8l qua nudc tidu.
QUY CACH DONG GOI: HOp 1vix 10 vien, hop 2 vix 10 vién, hdp 3vIx 10vién, hgp 10 vix 10 vién;

Chal 30 vi&n, chal 100 vi&n, chal 200 vién, chai 500 vién, chai 1000 vién
DIEU KIEN BAO QUAN: DU8I30°C, ndi kh rdo, tranh dnh séng.
HAN DUNG CUA THUGC: 36thang ké tis ngay san xuéit.
TIEU CHUAN CHAT LUGNG CUA THUBC: NSX

Tén, dja chi cia co's& sén xudt rhgé'c.-
CONG TY c6 PHAN DUGC PHAM KHANH HOA

Buding 2/4, khém Bong Bic, phudng Vinh Haa,
WHO - GMP thanh phé Nha Trang, tinh Kh&nh Hoa
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