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XONATRIX

“#67 thong tin san phém nay bao gém huéng déan sit dung cho thuéc c¢é nhiéu ham

ligng khdc nhau.

THANH PHAN

Moi vién nén bao phim XONATRIX chifa:
Fexofenadin HCI.................... 60 mg.

Ta dugc: Lactose monohydrat, cellulose vi tinh thé, povidon, tale, silicon dioxyd,
magnesi stearat, croscarmellose natri, HPMC E6, titan dioxyd, PEG 4000, poly sorbat
80, dau thau ddw, mau tartrazin yellow, mau erythrosin.

M@éi vién nén bao phim XONATRIX-120 chita:

Fexofenadin HC]. ............cu... 120 mg.

Téd dude: Lactose monohydrat, cellulose vi tinh thé, povidon, talc, silicon dioxyd, natri
lauryl sulfat, magnesi stearat, croscarmellose natri, HPMC E6, titan dioxyd, PEG 4000,
polysorbat 80, dau thdu ddu, mau erythrosin lake, mau tartrazin.

MGdi vién nén bao phim XONATRIX FORTE chifa:

Fexofenadin HCI ................ 180 mg.

Ta dugc: Lactose monohydrat, cellulose vi tinh thé, povidon, talc, silicon dioxyd,
magnesi stearat, croscarmellose natri, natri lauryl sulfat, hydroxypropylmethylcellulose,
titan dioxyd, polyethylen glycol 6000, oxyd sdt nau.

Dang bao ché&: Vién nén bao phim.

Mo t4 sin phim:

XONATRIX: Vién nén dai, bao phim mau hong nhat, mdt mit c6 dap logo ﬁ, mat kia
¢6 dap gach ngang.

XONATRIX-120: Vién nén dai, bao phim mau hdng nhat, mot mit c¢6 dip logo ﬁ
mdt Kia ¢6 ddp gach ngang.

XONATRIX FORTE: Vién nén dai, bao phim méau ndu nhat, mdt mit cé dip logo gg
mdt kia ¢6 ddp gach ngang.

Quy cdch déng géi: Hop 3 vi x 10 vién.
HOp 10 vi x 10 vién. w

PAC TINH DU(C LUC HOC:

Nhém duge Iy: Khdng histamin thé hé 2, d6i khang thu thé H;, ma ATC: RO6AX26.
Fexofenadin 1a thudc khdng histamin th& hé hai, c¢6 tic dung d6i khang dic hiéu va
chon loc trén thu thé H; ngoai vi. Thudc 1a mot chat chuyén héa c¢6 hoat tinh cda
terfenadin, cling canh tranh véi histamin tai cdc thu thé H, & dudng tiéu hoa, mach
mdu va dudng ho hip, nhung khong con doc tinh d&i véi tim do khong e ché kénh kali
lién quan dén sy tdi cyc t€ bao co tim. Fexofenadin khong c6 tic dung ddng ké doi
khdng acetylcholin, d6i khdng dopamin va khong c6 tdc dung dc ch€ thu thé alpha,
hodc beta-adrenergic. J liéu didu tri, thudc khong giy ngl hay dnh hudng dén than
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kinh trung wong. Thudc c6 tic dung nhanh va kéo dai do thudc gin chim vao thy thé

H,, tao thinh phitc hgp bén vitng va tdch ra chim.
w

PAC TINH DUGC PONG HOC:

Thudc hap thu tdt khi ding dudng udng va bit diu phdt huy tdc dung sau khi uéng 60
phiit. Nong dd dinh trong mdu dat dugc sau 2 - 3 gid. Thifc dn gidu chit béo 1am gidm
ndng do dinh trong huyét tuong khodng 17% va kéo dai thdi gian dat nong do dinh ctia
thudc (dén khodng 4 gid). Tac dung khdng histamin kéo dai hon 12 gid.

Ti 1& lién k&t véi protein huyét tuong cda thudc 1a 60 - 70%, chii yéu vdi albumin va
alpha;-acid glycoprotein. Khong ro thudc ¢é qua nhau thai hodc bai ti€t vao sita me
hay khong, nhung khi diing terfenadin dd phdt hién dugc fexofenadin 1a chit chuyén
héa cida terfenadin trong sita me. Fexofenadin khéng qua hang rao mdu - ndo.
Fexofenadin rat it bi chuyén héa (khodng 5%, chi y&éu & niém mac rudt. Chi cé
khodng 0,5 - 1,5% dudc chuyén héa & gan nhd hé enzym cytochrom Pssy thanh chit
khong ¢6 hoat tinh). Khodng 3,5% liéu fexofenadin chuyén héa qua pha II (khong lién
quan dén hé enzym cytochrom Pso) thanh din chi't methyl este. Chdt chuyén héa ndy
chi thiy & trong phin nén c6 thé cé su tham gia cla cdc vi khudn dudng rudt vao
chuyén héa nay. Thdi gian bén thdi clia fexofenadin khodng 14,4 gid, kéo dai hon (31
- 72%) & ngudi suy than. Thudc thai trit chi y&u qua phin (xdp xi 80%) va nudc tiéu
(11 - 12%) dusi dang khong doi.

Dugc dong hoc ¢ nguoi suy thdn:

Clcr 41 - 48 ml/phiit: ndng dd dinh cao hon 87%, thdi gian bdn thdi dai hon 59%.

Clcr 11 - 40 ml/phiit: ndng dd dinh cao han 111%, thdi gian bdn thdi dai hon 72%.

Cle: <10 ml/phiit (& ngudi dang thuc hién thim phén): néng d dinh cao hon 82% va
thoi gian ban thdi dai hon 31% so véi ngudi khée manh.

Loai bé biing thim phin mau khong hiéu qua.

CHI PINH: |
Fexofenadin dugc chi dinh ding diéu tri triéu chitng trong viém mii di @ng theo mia,
may day man tinh v ciin & ngudi 16n va tré em trén 6 tudi.

LIEU DUNG - CACH DUNG:

Thudc ding dudng uéng. Khéng uéng véi nude hoa qui. Thdi di€ém udng thudc khong
phu thudc vao bita in, nhung khdng duge udng quéd gin (trong 15 phit) vdi cdc thude
khdng acid chita magnesi va nhom.

Viém miii dj ving:

Liéu thong thudng dé diéu tri triéu chitng cho ngudi 16n va tré em trén 12 tudi 1a 60
mg x 2 1an/ ngay hodc 180 mg, udng 1 1an/ ngay.

Tré em dudi 12 tudi: Dang bao ché khong phit hgp vdi liéu chi dinh.

May day man tinh vé cdn:

Liéu thong thudng cho ngudi 16n va tré em tif 12 tudi trd 1&én 1a 60 mg x 2 lan/ ngdy
hodc 180 mg, uéng 1 1an/ ngay.

Tré em du6i 12 tudi: Dang bao ché khéng phit hgp véi liéu chi dinh.

Ngudi cao tudi va suy thdn:

Tré em tir 12 tudi trd 1én va ngudi 16n bi suy thin, ngudi cao tudi: Bt ddu dung t liéu
60 mg udng 1 1an/ ngay, diéu chinh li€u theo chic ning than.

Tré em dudi 12 tudi: Dang bao ché khéng phit hgp vdi liéu chi dinh.
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CHONG CHI PINH:

Min cam vdi fexofenadin, terfenadin, hodc bt cif thinh phan nao clia thudc.
W

CAC TRUGNG HGP THAN TRONG KHI DUNG THUOC:

Cin thdn trong va diéu chinh liéu thich hdp khi ding thudc cho ngudi c6 chitc ning
than suy gidm vi ndng d6 thudc trong huyét tuong ting do thdi gian bdn thdi kéo dai.
Cén thin trong khi diing thudc cho ngudi cao tudi (trén 65 tudi) thudng ¢6 suy gidm
sinh ly chifc ndng théan.

D6 an toan va tinh hiéu quai cda thudc & tré em dudi 6 thang tudi chua xdc dinh dugc.
Cin ngiing fexofenadin it nhdt 24 - 48 gi® trude khi ti€n hanh cdc thi nghiém khdng
nguyén ti€ém trong da.

Diing fexofenadin 1am bénh vdy nén ning lén.

Céc thudc khdng histamin c¢6 thé giy tic dung khong mong mudn: tim ddp nhanh, ddnh
trong nguc. Thin trong cho ngudi ¢é tién si hodc dang bi bénh vé tim mach.
XONATRIX c6 chita lactose monohydrat, bénh nhén bi rdi loan dung nap galactose,
thi€u hut Lapp lactase hodc r6i loan hap thu glucose-galactose khong nén sit dung.

St dung cho phu nif ¢6 thai va cho con bi:

Thai ky mang thai

Do chwra ¢é nghién citu diy di trén ngudi mang thai, nén chi ding fexofenadin cho phu
nif mang thai khi 1gi ich cho me vugt trdi nguy cd di vdi thai nhi.

Thai ky cho con bu

Khong 16 thudc c6 bai ti€t qua sifa hay khong, du chuwa thdy tdc dung khéng mong
muén & tré so sinh khi ba me cho con bu ding fexofenadin, vi vdy cén thidn trong khi
dung fexofenadin cho phu nit dang cho con bui.

Anh huéng ciia thudc ddi véi cong viée (ngudi vin hanh mdy méc, dang ldi tau xe,
ngudi lam viéc trén cao va céc trudng hdp khic):

Tuy fexofenadin it gdy budn ngd, nhung van cin than trong khi 1di xe hodc diéu khi€n
mdy moéc doi héi phdi tinh tdo.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Fexofenadin khong chuyén héa qua gan do dé khong c6 tudng tdc véi cde thude khdc
chuyén héa qua gan.

Erythromycin va ketoconazol 1am ting ndng d6 fexofenadin trong huyét tuong nhung
khong lam thay ddi khodng QT.

Ndng do fexofenadin c6 thé bi ting do erythromycin, ketoconazol, verapamil, cdc chat
ttc ché& p-glycoprotein.

Khong thiy c¢6 tuong tic giita fexofenadin va omeprazol. Khong ding dong thdi
fexofenadin véi cdc thudc khdng acid chifa nhom, magnesi vi s& lam gidm hip thu
fexofenadin.

Fexofenadin ¢6 thé lam ting ndng do cdn, cdc chit an thin hé thdn kinh trung uong,
cédc chit khdng cholinergic.

Fexofenadin ¢6 thé 1am gidm ndng dd cdc chit e ché acetylcholinesterase (& thin
kinh trung udng), betahistin.

Fexofenadin c6 th€ bi gidm ndng do bdi cdc chat e ché acetylcholinesterase (¢ than
kinh trung udng), amphetamin, cde chit khdng acid, nu6c ép qua budi, rifampin.
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Nudc hoa qui (cam, budi, td0) ¢6 th€ 1am gidm sinh khd dung clia fexofenadin t6i 36%.
Tranh diing fexofenadin vdi con ethylic (rugu) vi lam ting nguy cd an than (ngd).
w

TAC DUNG KHONG MONG MUON:
Trong cdc nghién citu 1am sang c6 ki€m sodt, ti 1& gdp tdc dung khong mong mudn &
nhém ngudi bénh diing fexofenadin tuong ty nhém dung placebo. Cac tic dung khdng
| mong mudn ciia thudc khong bi 4nh hudng bdi li€u dung, tudi, gidi va ching toc cia
r & bénh nhan.
Thuong gdp, 1/1 00 £ ADR <1/10
| Than kinh: Budn ngli, mét mdi, dau dau, mit ngl, chong mat.
| Tiéu héa: Budn ndn, khé tiéu.
'-' Khdc: D& bj nhidm virus (cim, cim), dau bung trong ky kinh nguyét, d& bi nhiém
khudn ho hdp trén, ngita hong, ho, sot, viém tai gifta, viém xoang, dau lung.
It gap, 1/1 000 < ADR <1/100
Than kinh: S¢ hii, roi loan gidc ngl, 4c mdng.
Tiéu héa: Kho miéng, dau bung.
Toan thin: Mét mdi.
Hiém gdp, 1/10 000 £ ADR <1/1000
Da: Ban, may day, ngta.
| Phdn @ng qud min: Phit mach, tfc nguc, khé thd, d6 bing, chodng phdn vé.
‘ Chuta ré tdn sudt
L Tim mach: Nhip tim nhanh, ddnh tréng nguc.
Tiéu héa: Ti€u chay.
, Huéng din cdch xi tri ADR
; ADR ciia thudc thudng nhe, chi 2,2% ngudi bénh phi nging thude do ADR cla thudc.

QUA LIEU VA CACH XU TRIi:

Thong tin vé doc tinh cdp cda fexofenadin cdn han ché. Tuy nhién, budn ngd, chéng
mit, khd miéng di dugc bdo cdo. |
Xt tri: St dung cdc bién phdp thong thudng d€ loai bd phin thudc con chua duge hap
thu & &ng tiéu héa. Piéu tri hd trg va diéu tri triéu ching.

Th4m phan m4u 1am gidm ndng d6 thudc trong mdu khong ding k€ (1,7%). Khong c6
thudc gidi ddc dic hiéu.

Piéu kién bdo quan: Ndi kho rdo, trdnh dnh sdng, nhiét do khong qud 30°C.

Han diing ciia thudc: 36 thing k€ tif ngdy sdn xudt.

San xuit tai:

: CTY TNHH DUGC PHAM PAT VI PHU
t ' (DAVI PHARM CO., LTD.)
¥ L6 M7A, Pudng D17, Khu CN My Phudc 1, Phudng Thdi Hoa, Thi xa Bén Cat, Tinh

Binh Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét sira déi, cap Lnoi dung hudng dajs
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