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10 HUGNG DAN SU DUNG THUGC GMP-WHO
RicThuic bén theo don
Farica® 120
Dé xa tdm tay cia tré em.
Doc kit hudng dén st dung trudc khi ding.

1, THANH PHAN, HAM LUONG CUA THUGC
M1 vién nén bao phim chia:
Hoat chat: Fexofenadin hydroclorid ............ 120 mg
Ta dugic: Cellulose vi tinh thé, lactose monohydrat, natri croscarmelose, povidon K30, natri docusat, magnesi
stearat, hydroxypropyl methylcellulose (606, 615), polyethylen glycol 6000, titan dioxyd, talc.
2. DANG BAO CHE: Vién nén hao phim :
3.CHIDINH
Thudc dudc chi dinh & ngudsi 1n vA tré em 112 wéi td lén dé gldm cée fridu ching lign quan dén viém mii
diing theo mila.
4.CACH DUNG VA LIEU DUNG
CACH DUNG: Udng nguyén vién ciing vdi nugc. Thai diém udng thudc khang phu thuge vao bia an. Khing
uéng thudc vii nudc hoa qua.
LIEU LUONG:
« Negudt o vt e em £ 12 {udl tritén: Liu khuyn cdo 061 vl ngui 16n 12 120 mg x 1 ldn/ngay (udng ngay
1 vién x 1 lin/ngay) truéc bia an.
I em i 12 tud: Chuia c6 i difiéu vé an toan - hiéu qud da thudc khi sif dung cho tré dudi 12 tufi.
« Bénh nhin cao tdi, nguidi suy thin, suy gan: Knéag cin didu chinh Jiéu 3 nhimg bénh nhan nay.
5. CHONG CHi DINH
Ngudi bénh c6 tién st di Gng/qué min vi hoat chit hediccic thanh phin nao cia thudc.
6. CANH BAO VA THAN TRONG KHI DUNG THUGC
« Can thn trong va diéu chinh liéu thich hop khi diing thuic cho ngui <6 chit ndng thn suy glim vindng
a9 thudc trong huyét tueng tang do ndia 8o thj trirkéo dai. Can thén trong khi diing thude cho ngubi
cao tudi {trén 65 tudi) thuing 6 suy gidm sinh I chiic nng thin.
« Bd an taan va tinh hidy qud cia thudc & tr em duei 12 tudi chira xac dinh duoc.
+ Cdn ngiling fexofenadin it nkdt 24-48 gid trudc khi tién hanh cic thil nghiém khdng nguyén tiém trong
da. Diing fexofenadin lam banh vy nén ning 12,
+ Bénh nhan 6 tién st bénh tim mach hoac dang bi bénh tim mach nén duge canh bio ring thudc khing
histamin 6 lién quan dén cac phin ting phu nhy nhip tim nhanh va danh tring ngut,
+ Thudc ¢6 chida lactose vi do d6 khang nén diing cho nhiing bénh nhan <8 vin 8€ di truyén hiém gap nhu:
khong dung nap galactose, thisu hyt lactase nang hodickém hap th glucose-galactose.
7..50 DUNG THUGC CHO PHU NU' C6 THAI VA CHO CON BU
Théi ky mang thai
Chifa €6 nghién ciju day da trén ngubi mang thai, nén chl ding fexofenadin cho phu nd mang thai khi loi ich
cho me vugt tri nguy co déi vél thai nhi,
Théi ky cho con bii
Khéing rd thudc o bai tit qua siia hay khang dii ring chuia thy téc dung khang mong mudn & tré so sinh khi
bé me cho.con bii ding fexofenadin, vi vay cin thin trong khi ding fexofenadin cho phy nif dang cho con bi.
8. ANH HUONG COA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudic it gay buin ngt, nhung vin ¢in thin trong khi t4i xe va vin hanh may méc ddi hai phai tinh tio,
9. TUONG TAC, TUONG KY CUA THUGC
Erythromycin va ketoconazol lam ting noing dd fexofenadin trong huyét tuang nhung khang lam thay 46i
khodng Q1. Néng @3 fexofenadin 6 thé bi ting do erythromycin, ketoconazol, verapamil, cic chdt iic ché
p-glycopratein.
Khéng diing déng thai vdi cac thude khing acid chyga phom, magnesi vi 8 1m gidm hdp thu fexofenadin,
Fexnlenadin ¢6 the Tam ting ndng 48 edn, cic chit an thin hé TKTW, cac chit khing cholinergic.
Fexofenadin c6 th lam gidm ning a6 cic chat acetylcholinesterase (& TKTW), belahistin,
Fexafenadlin ¢ 1he bi gidm ndng a6 bis cie chit e ché acotylcholinesterase (A TKTW), amplietinin, cae chit

13XT00590
khang acid, nudic ép qud budi, rifampin,
Tuong ky: Nudc hoa qua {cam, budi, 1do) <o thé lam gidm sinh khd dung ol fexofenadin tdi 36%. Tranh ding
fexofenadin vai con ethylic {rugu) vi lam ting nguy coan than (ng).
10. TAC DUNG KHONG MONG MUGN
Cac tac dung khdng mong mudn cia thudc khing bi anh huéing bdi liéu ding, tudi, gidi, ching tc
clia bénh nhdn,
Thuitmg gdp, ADR > 1/100: Thin kinh: Budn ngd, mét mdi, dau dau, mat ngd, chéng mat. Tidu hia: Budn ndn,
kho tiéu, Khic: DE bi nhiém virus (cim, cim), dau bung trong ky kinh nguyét, dé bi nhiém khudn ho hdp trén,
ngita hong, ho, sot, viém tai giifa, viém xoang, dau lung,
It gdp, 1/1000 < ADR < 1/700: Than kinh: S¢ hai, réi loan giac ngt, & mong. Tiéw hoa: Kho miéng, dau byng.
Hiém gdp, ADR < 1/1000: Dia: Ban, may day, ngia. Phan (ing qua man: Phi mach, tic nguc, kha thd, 46 bimg,
choang phan vé.
Mudng dan cach xi' tri ADR;
ADR ctia thube thudng nbve, chi 2,2% nguisi bénh phdi ngitng thudc do ADR clia thude
11.QUA LIEU VA CACH XU TRI
Trigu chmg: Thimg tin it dc tinh cap cia fexofenadin con han ché. Tuy nhién buda ngd, chdng mat, khb
miéng da dude bao cdo.
Cdch xar trf: S dung cac bign phdp thang thubing dé loai bd phan thude con chia dugc hap thu & dng tiéu
hoa. Diéw Ui h (g va didu tri tiéy ching. Tham phan mau 13m gidm ndng @6 thudic trong mau khéng déng
K& (1,79). Khong <o thudc gidi doc dac hidu,
12. DACTINH DUOC LUC HOC
Fexafenadin 1y thudc khang histamin thé hé hai, 6 tic dung doi khang dic hiéu va chon loc trén thy thé
H, ngoai vi. Thude 1a mit chit chuyén hoa 6 hoat tinh ol terfenadin, ciing canh tranh vdi histamin tai cic
thy thé Hi 6 duing tidu hoa, mach mau va duong 1o hap, nhung khang con ddic tinh d6i véi tim do khéng
Ue ché kinh kali lién quan dén sy 3 ey t bao cotim. Fexofenadin khong ¢d tic dung ddng ké d6i khing
acetylcholin, d6l khang dopamin va khang 6 tc dung tic ché thu thé alpha1 hodc beta adrenergic. (1 iéu didu
tri, thudc khang gdy ngit hay anh hung dén thn kinh trung wwng. Thudc o tac dung nhanh va kéo dai o
thudic gdn cham vao thu thé H , tao thanh phik hop bén viing va tach ra chim.
13. DACTINH DUQC DONG HOC
Thudt hip thu tét khi diing duing udng va bit ddu pht huy tac dung sau khi udng 60 phit. Nang dd dinh
trong mdu dat uoe sau 2-3 gid. Thiie dn gidu chdt béo lam gidm néng db dinh trong huyét tuang khodng
17% va kéo dai thdi gian dat néng a6 dinh cia thudc (dén khodng 4 gis). Tc dung khdng histamin kéo dai
han 12 gici T i lién ket vdi protein huyét tuang cia thudc 15 60-70%, chi yéu vai albumin va alphat-acid
glycaprotein, Fexofenadin khang qua hang rao mau-nau. Fexofenadin rat it bj chuyén héa (khoing 5%, chil
yéu & niém mac rudt. Chi <6 khodng 0,5 - 1,5% duoc chuyén héa ¢ gan nhé hé enzym cytochrom P450 thanh
chit khang c6 hoat tinh). Khoang 3,5% liéu fexafenadin chuyén hoa qua pha Il (khang lién quan dén hé
enzym cytachrom P450) thanh din chét methyl este. Chat chuyén héa nay chi théy trang phan nén c6 thé 6
suf tham gia ctia ce vi khudn dubng rudt vao chuyén héa nay. Nira déi thai tris cda fexofenadin khodng 14,4
gid, kéo da hon (31 - 72%) & ngui suy than, Thude thii trr chik yéu qua phan (xap xi 80%) va nudc tiéu (11
-12%) duti dang khong ddi.
Durge #6ng hoc & ngurdd suy thdn
Cler 41 - B0ml/phut: Nong 43 dinh cao hon 87%, ntia doi thai bl dai hon 5004,
Cler 11 - 40mi/phat: Nong 46 dinh czo hon 111%, nefa doi thai tris dai han 720,
Cer < 10mi/phit (¢ ngudi dang thuc hién thim phan): Néng d6 dinh cao hon 82%, nifa dai thai trir dai hon
319% so vdi ngudi khée manh.
14. QUI CACH DONG G601
Hap 1 vi (alu-alu) x 10 vién. Hap 3 vi, 10 vi, 20 vi (PVC-nhdm) x 10 vién nén bao phim,
15.DIEU KIEN BAO QUAN, HAN DONG, TIEU CHUAN CHAT LUONG ClIA THUGC:
+ Bao quén: Noi kho mt, nhiét 03 dudi 30°C, tranh dnh sing, i
« Han ding: 36 thang ké tirngay san xudt.
» Tiéu chudn chat ligng: Tieu chudn 56
16. TEN DIA CHI CUA €O SG SAN XUAT THUGC:
CONGTY CO PHAN DUGC PHAM Cliy LonG
Dia chiz 56 150, Buima 14/9, Phuting 5, Thanh phé Vinh Long, Tinh Vinh Long
Dién thoai: 0270 3822533 Lax: 0270 1822120



