Théng bdo ngay cho bdc sp hodic duge sj nhimg'

2dp phdi khi sir dung thudc

1. Thanh phén, cdng thirc thube
Mai vién nén bao phim c6 chira:
Thanh phdn hoat chdt: Fexofenadin hydroclorid 120 mg.
Thanh phdn td dwpc: Lactose, pregelatinized starch, microcrystallin  cellulose,
croscarmellose natri, povidon K - 30, croscarmellose natri, purified talc, magnesi stearat,
colorezy white 17F580001, red oxid of iron.
Thanh phan ta dwoc colorezy white 17F580001: Hypromellose 6 CPS, purified talc, PEG
6000, titan dioxid.

2. Dang bao ché
Vién nén bao phim, hai mat tron lf)i, hinh tron, mau nau d6.

3. Chi dinh
Fexofenadin dugce chi dinh ding diéu trj céc tridu chimg cua viém miii di irng theo mua,

may day man tinh v ciin & ngudi 1on va tré em tir 12 tudi trd 1én.

4. Lidu diing, cich ding
Liéu ding
Ngurdri Iém va tré em tir 12 tudi tré lén:
Liéu ding duge khuyén cdo cia fexofenadin hydroclorid cho ngudi 16n va tré em tir 12
tudi trd 1én 13 120 mg, udng 1 1An/ngay trrée mdt bira an.
Tré em duwoi 12 tudi:
D) an toan va higu qua cia thudc fexofenadin 120 mg ding cho tré em dudi 12 tudi chua
dugc chirng minh.
Nhom bénh nhin dic bi¢t:
Nghién ciru & cdc nhém bénh nhan dic biét nhu ngudi cao tudi, suy than hodc suy gan cho
thiy khdng cén phii diéu chinh lidu fexofenadin hydroclorid & nhitng bénh nhén nay.
Cach dung
Vién nén Fexostal-120 duge dung duong udng. Udng thude trude bira in.



Néu quén uéng mét Lidu, bd sung lidu ngay khi nhé ra. Tuy nhién, ndu théi diém phat hién
quén udng thudc cach lidu tiép theo qua ngén thi bo qua lidu da quén va tiép tuc lich dung
thudc. Khong dung lidu gép doi dé bu cho 1iéu di bi b 15.

Chéng chi dinh
Qua mén voi fexofenadin hodc bit ky thanh phan t4 duge nao cna thude.

Canh bio va thin trong khi diing thude

Tuy thude khong c6 déc tinh trén tim nhu chdt me terfenadin nhimg van cin thin trong
theo d&i khi dimg fexofenadin cho ngudi ¢6 nguy co tim mach hodc c6 tién sir khoang QT
kéo dai tir trude.

Ngudi bénh khéng tr ding thém thudc khang histamin nao khac khi dang sir dung
fexofenadin.

Tuy fexofenadin it gy budn ngo nhung van cin thin trong khi lai xe hodc vin hanh may
moc doi hoi sy tap trung, tinh to.

Cén than trong khi dung thudc cho ngudi co chirc nang thin suy gidm vi thoi gian thai tnr
kéo dai dan dén ndng do thude trong huyét trong ting. Cén than trong khi ding thudc cho
ngudi cao tudi (trén 65 tudi) do thudng cd suy giam chirc nang thén.

Ngimng fexofenadin it nhit 24 - 48 gidr trede khi tién hanh cac thir nghiém khéng nguyén
tiém trong da.

Thude chira lactose. Khéng sir dung thudc ndy cho bénh nhan bi cac van dé di truyén hiém
gdp nhu khong dung nap galactose, thiéu hut lapp - lactase hay kém hip thu glucose -

galactose.

Sir dung thudc cho phu nir ¢ thai va cho con bi

Phu nir cé thai

Khong c6 dir liéu vé sit dung thube trén phy nir co thai, chi nén dung thubc néu lai ich
Vuot tr$l so vdi nguy co.

Phu nir cho con bu

Khéng rd thubc co bai tiét qua sita hay khéng. Vi viy, cén than trong khi dung
fexofenadin cho phu nit dang cho con bu.

Anh hwémg caa thubce 1én kha nang ldi xe, vin hanh may moce

Chura c6 biang chirng vé anh huéng cua thude 1én kha ning lai xe, van hanh may moéc.
Fexofenadin it gdy budn ngti nhung vin cén thén trong khi thyc hién nhiing viéc doi hoi sy
tinh tdo, tap trung nhur 14i xe hodc vin hanh may moc.

Tuong tac, trong ky ciia thude
Twong tac ciia thudce
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Str dung fexofenadin hydroclorid déng thei véi erythromycin hoiic ketoconazol 1am ting
néng d9 trong huyét twong ciia fexofenadin 1én 2 - 3 1n. C4c thay ddi nay khéng lim ting
ty 1¢ tac dung phu so v6i khi diing thudc riéng r&. Cac nghién ciru trén dong vat cho thiy
ndng dé fexofenadin trong huyét twong ting sau khi ding két hop véi erythromycin hodc
ketoconazol c6 thé do ting hip thu va/hodic giam thai trir thuée nay.

Khéng thay cé tuong tic giira fexofenadin va omeprazol. Tuy nhién, sir dung thubc khang
acid chira gel nhém va magnesi hydroxid trréc khi udng fexofenadin hydroclorid 15 phut
lam giam sinh kha dung cua thude, chi yéu 13 do thubc dinh trong dudng tiéu héa. Nén
diing fexofenadin hydroclorid va céc thudc khang acid chira nhém, magnesi hydroxid cach
nhau 2 gid.

Twong ky ciia thude

Do khodng c6 cac nghién ciru vé tinh trong ky cia thude, khong tron 1in thude nay vdi cac
thude khac.

Tac dyng khéng mong muén ciia thude

Céc tic dung khong mong mudn cia thube khéng bi anh hudng bdi lidu dung, tudi va gisi
tinh ciia bénh nhén.

Sau dédy la nhimg tic dung khong mong mudn di dugc bdo céo: rét thuomg gip (ADR >
1/10), thuéng gap (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip
(1/10000 < ADR < 1/1000), rat hiém gip (ADR < 1/10000):

Thuong gap:

Thén kinh: budn ngt, mét méi, dau du, mat ngn, chong mit.

Tiéu hoa: Budn non, kho tiéu.

Khic: Nhiém virus (cam, cim), dau bung kinh, nhiém khuén hé hép trén, ngira hong, ho,
sdt, viém tai giira, viém xoang, dau lung.

It gip:

Thén kinh: s¢ hii, roi loan gidc ngy, dc mong.

Tiéu hoa: kho miéng, dau bung.

Hiém gdp:

Da: ban, may day, ngura.

Phan (mg qua man: phit mach, tirc nguc, kho thé, d6 bimg, choang phan vé.

Quis lidu va céch xir tri

Quai lidu.

Théng tin vé déc tinh cép cia fexofenadin con han ché. Tuy nhién, budn ngn, chéng mat,
khd miéng va mét moéi da dugc bao céo.

Cich xir trf khi diing thudc qu4 liéu

Sir dung céc bién phap thong thudmg dé loai bo phin thube khéng duge hip thu & éng tiéu
hoa.

Diéu tri hd trg va didu tri triu chirng dugc khuyén cao.
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Tham tich mau lam giam ndng dd thudc trong mau khéng dang ké (1,7%). Khong co
thube giai doc dic hidu.

Dic tinh duge lye hge

Nhom dwge 1y: Thudc khang histamin.

Ma ATC: RO6AX26

Co ché tic dung:

Fexofenadin 13 thudc khang histamin thé hé hai, c6 tac dyng dbi khang dédc hidu va chon
loc trén thy thé H1 ngoal vi. Thube 13 mot chét chuyén hoa c6 hoat tinh cta terfenadin
nhung khéng con doc tinh ddi véi tim do khéng e ché kénh kali lién quan dén sy tai cuc
t¢ bao co tim. Fexofenadin khéng c6 tac dung dang ké ddi khang acetylcholin, dbi khing
dopamin va khéng c6 tic dung ttc ché thu thé alpha - 1 hoic beta - adrenergic. O lidu didu
tri, thudc khéng gay budn ngi hay anh hudng dén thin kinh trung wong. Thubc ¢o tac
dung nhanh vi kéo dai do thudc gin chdm vao thu thé H1, tao thanh phirc hep bén vimg

va tach ra chAm.

Piic tinh dwrgc djng hoc

Hip thu

Thuédc hip thu tét khi ding dudng ubng. Sau khi udng 1 vién nén 60 mg, ndng d6 dinh
trong mau khoang 0,142 mcg/ml, dat dirge sau 2 - 3 gi¢. Thirc dn lam giam néng d¢ dinh
trong huyét tuong khoing 17% nhung khong 1am chém thdi gian dat ndng d6 dinh cua
thude.

Phén b6

Ti 1¢ lién két cha thube véi protein huyét twong 1a 60 - 70%, chii yéu 1a véi albumin va
alphal - acid glucoprotein. Thé tich phan b6 13 5,4 - 5,8 /kg. Khéng ro thudc c6 qua nhau
thai hoiic bai tiét vao sita me hay khéng, nhung khi ding terfenadin da phat hién dugc
fexofenadin 1a chat chuyén hoa cia terfenadin trong sira me. Fexofenadin khong qua hang
rdo mau - ndo.

Chuyén héa

X4ap xi 5% lidu dung cua thubc dugc chuyén héa. Khoang 0,5 - 1,5% duge chuyén héa &
gan nhd hé théng enzym cytochrom P450 thanh chét khong co hoat tinh. 3,5% dugc
chuyén héa thanh din chit ester methyl, chii y&u nhé hé vi khun dudng ruét.

Thai trir

Thoi gian ban thai cia fexofenadin khoang 14,4 gidr, kéo dai hon & ngudi suy than. Thude
thai trir chii yéu qua mat (xp xi 80%), 11 - 12% liéu dung duge thai trir qua nude tidu
dudi dang khong dbi.

Quy cach dong goi
Hép 1 vi x 10 vién nén bao phim.



15. Pidu ki¢n bio quén, han dung, tiéu chuin chit lvgng ciia thude
Diéu kién bio quan: Bio quin noi khd mat, ¢ nhiét d dudi 30°C. Tranh anh sang.
Han dimg: 36 thing ké tir ngay san xuat. Khong dung thudc qua han st dyng.
Tiéu chuin chat hegng ciia thube: USP

16. Tén, dia chi ciia co sé sdn xudit thube
Co s san xuit: STALLION LABORATORIES PVT. LTD.
Plot No. C1B-305, 2, 3, 4 & 5, G.LD.C,, Kerala (Bavla), Dist. - Ahmedabad, Gujarat
State, India (An D).




