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https://trungtamthuoc.com/

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim SaViFexo 60

THANH PHAN

- Fexofenadin FICL.........occoeee i, 60,0 mg
- T& duge vira du.. S .1 vién
(Natri croscar me.-'asc'. mm bpt bun .l‘Hh"I 1'5(]0 cehdcsr’ Ui
tinh thé 101, lactose monohydrat, polysorbat 80, silic
dioxyd, magnesi stearat, polyethylen glycol 6000,
hydroxypropyl methylcelulose 606, tale, titan dioxyd, st
oxyd dd)

DANG BAO CHE: Vién nén bao phim.

DUQC LY VA CO CHE TAC DUNG

Fexofenadin 12 thuée khang histamin thé hé hai, c6 tdc dung
ddi Rinng dic hlcu vd chon lgc trén thy thé H, ngoai vi.
Thude 12 mt chit chuyén héa ¢6 hoat tinh cia terfenadin
nhung khdng con djc tinh dbi véi tim do khong trc ché kénh
kali lién quan dén sy i cyc t¢ blo co tim. Fexofenadin
khéng c6 tic dung déng ké déi khing acctylcholin, déi
khing dopamin va khong co tic dl,:n_i, trc ché thy thé alpha,-
hofic beta-adrencrgic. J liéu diéu trj, thubc khong gdy ngi
hay dnh huémg dén thin kinh trung uong. Thubc ¢6 tic dung
nhanh v kéo dai do thude gin chim vio thy thé H,, tao
thinh phire hop bén virng v tiach ra chim.

DUGC DONG HQC

Thutc hip thu t6t khi ding dudmg uéng. Sau khi ubng | vién
nén 60 mg, ndng do dinh tong mdu khoing 142
nanogam/ml, dat duge sau 2 - 3 git. Néu ubng fexofenadin
60 mg, 2 lin mdt ngdy, ndng do dinh trong méu ¢ trang thdi
cin bing khodng 286 nanogam/ml, dat duge sau khoing
1,42 gid. Thire iin lim gidm nong d§ dinh trong huyét tuong
khodng 17% v kéo dai thoi gian dat nong d§ dinh cia
thube.

Tilg |ILII két véi protein huyét twong cua thube ](\ 00 - 70%,
chu yéu 1d v6i albumin va alpha- acid glycoprotein. Thé
tich phan bd 12 5,4 - 5.8 likg. Khong rd thude cé qua nhau
thai hofic thii trir vio stra m¢ hay khong, nhung khi ding
terfenadin da phdt hi¢n duge fexofenadin 14 chit chuyén héa
cta terfenadin trong sira m¢.  Fexolenadin khéng qua hang
rio méu - ndo,

Xdp xi 5% liéu ding cta thude duge chuyén hod. Khodng
0,5 - 1,5% duge chuyén hod & gan nhdr hé enzym cylochrom
P4so thinh chét khdng ¢é hogqt tinh. 3,5% dugce chuyén ho4
thanh dén chdt cste metyl, chi yéu nhdr hé vi khudn ruC)l.
Théi gian ban thai cta fexofenadin trong huyét wong
khodng 14,4 gidy, kéo dai hon & ngudi suy thin. Thube thi
trir chit yéu qua phan (x.lp Xi 80%), 11 - 12% liéu ding duge
thii trir qua nuéde tiéu duél dang khong doi.

Dicge djng hoc & cic ddi twgng dic bigt:

Tré em: Nghlt.n ciru so sanh cit ngang cho thdy, sau khi
ding liéu ubng 60 mg fexofenadin HCI, dign tich dudi
dutmg cong (AUC) & bénh nhin tir 7 — 12 lut'ii 16n hon 56%
50 vdi ngudi trudomg thanh. Néng d0 thube trong huyét twong
¢ tr¢ em ding 30 mg fexofenadin HCI twong duong vdi
ndng df thube trong huyét tuong & ngudi truéng thanh ding
liéu 60 mg.

Ngeoi cao téi (= 65 tuéi): Nong do dinh trong ‘zuyl.t tuang
cao hon 99% so v&i ngudi binh thudng (< 65 ll.lOl] Thei
gian bén thi trung binh I3 tuong duong gira hai nhdm nay.
Suy gan: Duge dong hoc cia fexofenadin HCI khic nhau
khong ding ké gitra bénh nhan suy gan vd b¢nh nhin c6
chirc niing gan binh thudng.

Suy than:

Cl 41 — 80 ml/phut: ndng do dinh cao hon 87%, thai gian
bin thii dai hom 59%.

Cl,, 11 — 40 ml/phit: ndng d§ dinh cao hon 111%, th&i gian
bin thai dai hon 72%.

Clg, < 10 ml/phit (& ngudi dang thyc hién thdm phén): néng
d¢ dinh cao hom 82% va thai gian bin thai ddi hon 31% so
véi ngudi khoe manh.,

Gidi tinh: Khang c6 syt Khic bi¢t ding ké lién quan dén gidi
tinh vé dugc dgng hoc clia fexofenadin HCI.

CHI DINH

Fexofenadin duge chi dinh ding didu trj tri¢u chimg
trong viém miii dj tng theo miia, may day man tinh vo cin &
nguoi 16n va tré em trén 6 (udi.

LIEU LUQNG VA CACH DUNG
Ciich ding:

Thube dung dudng udng, thei didm udng thube khong
phu thugc vdo bira an.
Liéu ding:
Viém miii di vng:
- Li¢u théng thudmg d¢ diu trj tricu chimg cho ngudi lon vi
tré em trén 12 tdi 1 60 mg x 2 lan/ngay hoic 180 mg, udng
1 lin/ngay.
Lidu cao hon lidu thong thutmg (240 mg x 2 lin/ngdy)
khong 1am tang thém téic dung diéu tr,
- Litu thdng thudmg cho tré em (ir 6 dén 12 i 12 30 mg x 2
lan/ngay.

May day man tinh vé cédn:

- Litu thdng thudmg cho ngurdi 1ém va tré em trén 12 i I
60 mg x 2 lan/ngdy.

- Litu cho tré em tir 6 dén 12 wdi 1d 30 mg x 2 lan/ngay,

Newoi gia va suy thdn:

- Ngudi Idn va tré em trén 12 tudi hj suy thiin, npudi gia: Bt
diu ding tir lidu 60 mg udng | ln/gdy, ditu chinh licu theo
chic ndng thiin,

- Litu dung cho tré 6 dén 12 wdbi bi suy thin 13 30 mg x |
lan/ngdy.

Ngwoi suy gan: Khong cin diéu chinh lidu.

CHONG CHi DINH ) !
Qud mén véi fexofenadin hofic bt cir thinh phan ndo cua
thude.

THAN TRONG KHI DUNG THUOC 3

Tuy thude khong c6 ddc tinh trén tim nhu duge chdt mg
terfenadin, nhung viin ciin phai thin trong theo dai khi ding
fexofenadin cho ngudi dd ¢o nguy ca tim mach hoje di ¢6
khoang Q-T k¢o dai tir trude.

Ciin khuyén bénh nhéin khong (r dung thém lhuGL khing
histamin ndo khéc khi dang str dung fexofenadin,

Céin thiin trong va diéu chinh lidu 1h|ch hop khi ding
thudc cho ngudi giam chire ning thin vi nung dg thude trong
huyét tuong li’mg do thoi gian ban thai ca lhuéc trong huyét
tuong kéo dai. Cin thén trong khi dung thudc cho ngudi cao
wbi (trén 65 luol) thudng cd suy giam sinh ly chirc ning
thin.

D¢ an toan v tinh higu qua cla thude & tré em dudi 6
tudi chua xdc dinh duge. )

Cin ngirng fexofenadin it nhit 24 - 48 gidy trudce khi tién
hiinh céc thir nghi¢m khidng nguyén tiém trong da.

Bénh nhiin ¢6 cdc vin dé vé di truyén hiém gip nhu
khong dung nap galactose, thiéu hyt Lapp lactase hojc kém
hép thu glucose-galactose khong nén diing sin phim nay.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG
TUONG TAC l{IIAC

NI
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Erythromycin v ketoconazol lam ting ndng d¢ va dién
tich dudi .dudng cong ucmg dd-thdi glan ctia fexofenadin
trong mdu, co ché c6 thé do 1am tang hdp thu va gnm thii

trir thude ndy. Tuy nhién, tuong tic ny khong c6 y nghia
trén 1am sﬁng

Thuéc khang acid chiza nhém, magnes: néu diing dong
thoi véi fexofenadin sg lam giam hdp thu thude, vi viy phai
dung céc thude ndy cach nhau (khoang 2 gitr).

SU DUNG CHO PHY NI’ CO THAI VA CHO CON BU

Thoi kp mang thai

Do chua c6 nghién ctru ddy du trén ngudi mang thai, nén chi
ding fexofenadin cho phy nit mang thai khi lgi ich cho me
vugt trdi nguy co ddi véi thai nhi,

Thaoi kp cho con bit
Khéng rd thude c6 bai tiét qua stra hay khdng, vi viy can

hfn trong khi dung fexofenadin cho phy nir dang cho con

bii.

TAC DONG LEN NGUOI LAI XE HAY VAN HANII
MAY MOC

Tuy fexofenadin it ply bubn ngd, nhung van can thin
trong khi 1di xe hofic dicu khién mdy méc doi héi phii tinh
to,

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Trong céc nghién ciru Jam sang c6 kim soat, ti I¢ gip tdc
dung khéng mong mubdn ¢ nhém bénh nhin ding
fexofenadin twong ty nhém ding placebo. Cée lic dung
khong mong mubn cua thudc khong bj anh hudng bai lidu
diing, tudi, gidi va ching toc cia bgnh nhén.

Thuéng gip, ADR > 1/100

Than kinh: Budn ngd, mét moi, dau ddu, mit ngu, chong
mil.

Tiéu hod: Budn non, khé ticu.

Khéc: Nhiém virus (cam, cim), dau bung kinh, nhiém
khudn h6 hﬁp trén, ngira hong, ho, sbt, viém tai gitra, viém
xoang, dau lung.

It gap, 1/1000 < ADR <1/100
Than kinh: S¢ hai, r6i loan gide ngd, 4c mong,
Titu hod: Kho migng, dau byng.

Hiém gép, ADR < 1/1000

Da: Ban, may day, ngtra.

Phan img qua mén: Phu mach, t&c ngye, khé thd, do
birng, chodng phan v¢.

Théng bdo cho bidc st nhitng tdc dung kk&ﬂg mong nudn
gip phdi khi siv dung thude.

Huéng diin cich xir trf ADR:
Ctc thc dung khong mong mubn ciia thude thudng nhe.

chi 2,2% bénh 11hﬁn£hm ngirng thude do cdc tic dyung khong
mong mudn ctia thu

QUA LIEU VA XU TRi

Théng tin vé djc tinh cnp cia fexofenadin cdn han ché.
Tuy nhién, budn ng, chéng miit, khd mi¢ng di dugc bio
clio,

Xt tri qud lidu:

Str dung cdc bign Phép thong thudmg d¢ logi bo ph in
thudc cdn chua duge hip thu & dng tidu hod. Didu trj hé tryr
v didu trj trigu chimg,.

Thim phin méu lam gidm ndng do thudc trong mau
khdng déng ké (1,7%). Khong c6 thudc gidi dic dic higu.

DONG GOI: Hop 1 vix 10 vién. Hop 1 chai x 100 viéa,
BAO QUAN: Noi kho, nhigt dj khdng.qud 30°C. Triah
&nh séng.

TIEU CHUAN AP DUNG: USP 38.

HAN DUNG: 36 thdng ké tir ngdy san xudt,

THACH NUIE AL TRON VLN

Dé xa tim (uy cia trd em,
Dpc ky huedng dén sir dung triede khi ding. VI
Néu ciin thém tho dng tin, xin hoi y kién Bic si.

Sin xuit tai :
CTY CO PHAN DUGC PHAM SAVI (SaWphan  J.8.C)
L6 Z.01-02-03a, Khu cdng nghip trong Khu ché xudt Tan
Thugn, Quin 7, Tp HCM.

Di¢n thogi: (84.8) 37700144-142

Fax : (84.8) 37700145

théng /¢ ndm 2071
GIAM POC
POC (KH - CN) ’H

Tp. HCM, ngay 4

TUQ.CUC TRUGNG
P TRUONG PHONG

G6 Mink Hing s



