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HUONG DAN SUT DUNG CHO CANBO Y TE

FEXOBOSTON 180
THANH PHAN
M&i vién nén bao phim ¢6 chira:
~  Hoat chat: Fexofenadin hydroclorid.............coo....... 180 mg

— T dwge: Lactose monohydrat, avicel PH 101, pregelatinized starch, natri croscarmellose,
polysorbat B8O, tale, magnesi stearat, silicon dioxid, hydroxypropyl methylcellulose 606,
hydroxypropyl methylcellulose 615, macrogol 6000, titan dioxid, oxid sat do, oxid sit vang,

DANG BAO CHE

—  Vién nén bao phim.
DUQC LYC HOC

- ATC: RO6A X26.

—  Fexofenadin 14 thubc khang histamin thé hé hai, 6 tic dung dbi khing dic hiéu va chon
loc trén thy thé H, ngoai vi.

— Fexofenadin Ia mgt chiit chuyén héa 6 hoat tinh cia terfenadin nhung khéng con dée tinh
dbi v tim do khong tre ché kénh kali lién quan dén sy tai cyc té bao co tim.

~ Fexofenadin khing cé tic dung ding ké ddi khang acetylcholin, dﬁl khiing dopamin va
khdng co tic dung e ché thy thé alpha; hogc beta - adrenergic. (3 liéu diéu trj thubc khong gdy
ngl hay anh hudmg dén thin kinh trung uamg. Thube ¢b téac dung nhanh va kéo dai do thude gin
ch@m véo thy thé H,, tao thanh phirc hop bén vimg va tach ra cham,

DUQC BONG HOC
Hip thu

- Fexofenadin hép thu tt khi ding duémg uéng va bat diu phat huy tic dung sau khi uéng
60 phiit. Néng dé dinh trong mau dat duge sau 2 - 3 gw Thirc &n giau chit béo lam gidm néng
dd dinh trong huyét trong khoang 17% va kéo dai thoi gian dat ndng dé dinh cia thuoe (khodng
4 gidr).
Phén bé

— i 1& lién két véi protein huyét wong cia thude 1a 60 - 70%, chu yéu véi albumin va
alpha-acid glycoprotein. Khong rd thudc e6 qua nhau thai hofic bai tiét qua sira me hay khong,
nhung khi ding terfenadin di phit hién duge fexofenadin la chét chuyén hoa ciia terfenadin trong
sira me. Fexofenadin khéng qua hang rdo miu — nio.

Chuyén hoa

—  Fexofenadin rit it bj chuyén hoa (khodng 5%, chi yéu & niém mac rujt. Chi c6 khodng 0,5
— 1,5% dugc Lhuyén hoa & gan nhir hé enzym cytochrom Pysg thanh -:hat khong cé hoat ﬂnh]
Khodng 3,5% liéu fexofenadin chuyén héa qua pha I (khing lién quan dén hé enzym cytochrom
Pyso) thanh din chit methyl este. Chit chuyén héa nay chi thiy & trong phin nén ¢ thé co su
tham gia ciia cdc vi khudn dudng rudt vao chuyén hoa nay.

Thii trir Y
—  Thube thai trir chil yéu qua phén (xdp xi 80%) v& nude tiéu (11 — 12%) dudi dang khéng
doi.

L5Auz
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—  Thin gian ban thai cua fexofenadin khodng 14.4 — 14,6 gidr, kéo dai hon (31 — 72%) & bénh
nhan suy thén,
D dong hoc o ngwdai suy thdan

- Cl, 41 - 80 ml/phit: néng dé dinh cao hon 87%, théi gian ban thai dai hon 59%.

~  Clg 11 — 40 mUphit: ndng d dinh cao hon 111%, théi gian ban thai dai hon 72%.

~  Cl, < 10 m/phit (& ngudi dang thye hién thim phan): ndng 3 dinh cao hon 82%, thii
gian ban thai dai hon 31% so véi ngudi khoe manh.

~  Logi b bing thim phén mau khéng hidu qua.
QUY CACH PONG GOI: Ep vi AVAL Hip 03 vi x 10 vién nén bao phim.
CHI DINH
FEXOBOSTON 180 duge chi dinh dé:

—  Piéu trj tri¢u chimg bénh may day man tinh vé cin & ngudi 16m va tré em trén 12 tudi. =
LIEU LUGNG VA CACH DUNG Ve
Cdch ding: FEXOBOSTON 180 duge ding dudmg ubng. Khéng uéng véi niée hoa qua. Thii wcﬂ
diém udng thude khéng phy thudc vio bira an. BOEI
Lidu divig: . . éﬁ;

—  Nguidni 16m va tré em tir 12 tudi tré [én: 180 mg x 1 lin/ngay.

—  Bénh nhdn suy gan: Khong cin diéu chinh liéu.

CHONG CHI PINH

—  Bénh nhin qua min véi fexofenadin hay bt cir thanh phén ndo cia thube. P

—  Tré em dudi 12 tubi. ;

— Bénh nhan suy thén.

CAC TRUONG HOQP THAN TRONG KHI DUNG THUOC t‘
% Cic tinh trang ciin thin trong khi diing thube :_'
-

—  Thanh phin c6 chira lactose khéng nén sir dung cho bénh nhén cd viin dé vé di truyén hiém
gap khong dung nap galactose, thieu hyt lactase hodc kém hap thu glucose-galactose.

— Cin than trong khi ding fexofenadin cho ngudi d3 ¢ nguy co tim mach hodc d& cé
khoiang QT kéo dai tir trude. Khong nén ding thém thude khang histamin nao khac khi dang sir
dung thude.

—  Ciin thin trong va diéu chinh liéu thich hop khi ding ngudi cao wdi (trén 65 tudi) thudmg
co suy gidm sinh 1y chirc ning thin.

—  Cin ngung dung thude it nhdt 24 - 48 gior trude khi tién hanh cac thit nghiém khang
nguyén tiém trong da.

% Cic khuyén cdo cho phy ni ¢é thai vi cho con bi

~  Phy nir ¢6 thai: Do chua ¢ nghién ciru diy du trén phy nir mang thai, nén chi ding
fexofenadin cho phu nir mang thai khi lgi ich cho mg cao hom nguy co doi véi thai nhi.




https://trungtamthuoc.com/

—  Phy nir cho con bii: Khong o thude cd bai Liét qua sita me hay khong, nhung khi ding
terfenadin di phat hién duge fexofenadin li chat chuyén hoa ¢é hoat tinh cta terfenadin trong sira
meg, vi vay khong nén ding fexofenadin cho phy nir cho con bi.

% Anh huéng cia thubc d6i véi ngudi vin hanh miy méc, dang lii thu xe, nguii lam
viée trén cao va cac truong hop khac

—  Tuy fexofenadin it giy bubn ngi, nhung vin cin thin trong khi 14i xe va diéu khién mdy
maée doi hoi phai tinh tho.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC
& Cic twong tic cia thube véi cde thube khie

—  Erythromycin va ketoconazol lam ting nong do fexofenadin trong huyét twong nhung
khdng lam thay d6i khoang QT,

—  Noéng db fexofenadin c6 thé bj ting do erythromycin, ketoconazol, verapamil, cic chit irc

ché p-glycoprotein. ﬁ-ﬁ
—  Khéng dimg déng thai fexofenadin véi cac thude khang acid chira nhom, magnesi vi 5& nc 1y
giam hép thu fexofenadin. ::,f"
—  Fexofenadin c6 thé lam ting ndng dd céc chat an thin hé thin kinh trung womg, cdc chitsTO]
khang cholinergic. _:;‘-':%J

—  Fexofenadin cé thé lam giam ndng do céc chit e ché acetylcholin-esterase (& than kinh=—=
trung wong), betahistin.

~  Fexofenadin ¢6 thé bj giam néng 46 bai cdc chit ire ché acetylcholinesterase (& thin kinh
trung wong), amphetamin, cac chat khang acid, rifampin,

% Cic loai twong tic khic

—  Nude hoa qua (cam , budi chim, tio) ¢6 thé lam gidm sinh kha dung cia fexofenadin 16i
36%.

—  Trénh ding fexofenadin v&i nugu vi lam tng nguy co an thin.
TAC DUNG KHONG MONG MUON

Thirdng gdp, ADR = 1/100

~  Thin kinh: Buén ngl, mét moéi, dau diu, mit ngd, chéng mat.

—  Tiéu héa: Budn non, kho tiéu,

—  Khic: D& bj nhiém virus (cam, cim), dau bung thoi ky kinh nguyét, d& bj nhiém khuén hé
hép trén, ngira hong, ho, sbt, viém tai gilra, viém xoang, dau lung.

It gap, 171000 < ADR < 1/100

—  Thén kinh: S¢ hii, rdi loan gide ngu, 4c mong.

—  Tiéu hoa: Kho miéng, dau bung.

Hiém gap, ADR < 1/1000

- Da: Ban, may day, ngira. 3‘/

~  Phén img qua mén: phit mach, tirc ngure, kho thé, do bimg, choéng phin v¢.
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QUA LIEU VA CACH XU TRi
Qua liéu:

~ _ Cdc bdo cio vé& qua liéu fexofenadin thudmg it gip va co thong tin rat han ché. Tuy nhién
6 thé gip mot s truémg hop nhu chodng ving, lo mo, budn ngu, khé miéng da duge bao cio.

X tri:

— Trong truémg hgp qué liéu, cin ap dung céc bién phdp loai bo phiéin thude chua hap thu ra
khoi co thé. Diéu tri triéu chimg va diéu tri hd tro.

—  Thdm phéan mdu lam giam ndng dé thude trong mau khéng ding ké (1,7%).
—  Khing cd thude giai dic dac hidu.
~  Tich cyc theo di dé c6 bién phép xir tri kip thoi.
PIEU KIEN BAO QUAN
—  Nuoi khé, dudi 30°C, wanh anh sdng.
HAN DUNG CUA THUOC
~ 36 thang ké tir ngay sn xudt. Khéng ding thudc qua thai han sir dung,
TIEU CHUAN: Tiéu chuan ca sé.
TEN, PIA CHI CUA CO SO SAN XUAT
—  Tén nha sin xuit: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM. v"f;

—  Pia chi: $6 43, Duimg sé 8, Khu céng nghiép Viét Nam - Singapore, Thuin An, Bln
Duong, Viét Nam.

-  DT: 02743 769 606, FAX: 02743 769 601.
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HUGNG DAN SU DUNG CHO NGUGI BENH
FEXOBOSTON 180

Dye ki huwdng diin siy dung tricde khi ding.
Dé xa tim tay tré em.

Théng bdo ngay cho bde st hodc dwege si nhitng tde dung khdng mong muin gdp phdi khi si
dung thudc.

THANH PHAN, HAM LUQNG CUA THUOC
~  Hoat chdt: Fexofenadin hydroclorid..............ccooevuvevennn. 180 mg

— Td dwge: Lactose monohydrat, avicel PH 101, pregelatinized starch, natri croscarmellose,
polysorbat 80, talc, magnesi stearat, silicon dioxid, hydroxypropyl methylcellulose 606,
hydroxypropyl methylcellulose 615, macrogol 6000, titan dioxid, oxid sit do, oxid st vang.

MO TA SAN PHAI}".I. Vién nén bao phim. Vién nén dai, bao phim mau héng dam, hai mat
khum, mdt mat ¢ khic chir BOSTON, mdt mit co khic s6 180, canh va thanh vién lanh 1an.

QUY CACH PONG GOI
—  Ep vi AVAL Hop 03 vi x 10 vién nén bao phim.
THUOC DUNG CHO BENH Gi
FEXOBOSTON 180 duge ding dé:
~  Diéu trj triéu chimg bénh may day man tinh vé ¢iin & ngudi 16m va tré em trén 12 tudi.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Cdch dimg: FEXOBOSTON 180 duge ding duémg udng. Khong uéng véi nuée hoa qua. Thoi
diém udng thuoc khing phy thuge vao bira in.

Liéu legng: _
—  Ngwiri 16m va tré em tir 12 tudi tré 1én: 1 vién x 1 lan/ngay. ﬁ

—  Bénh nhén suy gan: Khong cin diéu chinh liéu.
KHI NAO KHONG NEN DUNG THUOC NAY

—  Bénh nhin qud min voi fexofenadin hay bt ky thanh phén nao ciia thudc. >

~  Tré em dudi 12 téi.

—  Bénh nhén suy thin.
TAC DUNG KHONG MONG MUON

Thwdng gap:

—  Thin kinh: Budn ngi, mét méi, dau déu, mét ngy, chéng mat.

~  Tiéu héa: Budn non, kho tiéu.

—  Khéc: DE bi nhim virus (cdm, cim), dau bung thiri ky kinh nguyét, dé bi nhiém khuin ho
hép trén, ngira hong. ho, s6t, viém tai giira, viém xoang, dau lung.

It gap:

—  Thiin kinh: S¢ hii, rbi loan gidc ngd, 4c méng. V
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—  Tiéu héa: Khd miéng, dau bung,
Hiém gap:
— Da: Ban, may day, ngia.
—  Phan {mg qua mén: phit mach, tirc ngye, kho thé, dé bimg, chodng phan vé.
NEN TRANH DUNG THUOC Gi HOAC THUC PHAM Gi KHI PANG DUNG THUOC NAY
% Cic twong tic cia thube véi cée thube khic

— Erythromycin va ketoconazol lam ting nong do fexofenadin trong huyét twong nhung
khong lam thay d6i khoang QT.

= Nfing do fexofenadin cé thé bj tang do erythromycin, ketoconazol, verapamil, cic chét irc
ché p-glycoprotein.

— Khéng ding déng thoi fexofenadin véi cdc thude khing acid chira nhém, magnesi vi sé
giam hap thu fexofenadin.

—  Fexofenadin ¢6 thé 1am ting ndng 49 cic chét an thin hé thin kinh trung uong, cdc chit
khang cholinergic.

—  Fexofenadin c6 thé lam giam néng dd cac chat irc ché acetylcholin-esterase (& thin kinh
trung wong), betahistin,

—  Fexofenadin ¢d thé bj giam ni'ﬁng d6 b cde chit irc ché acetylcholinesterase (& thén kinh 29
trung wong), amphetamin, cac chat khang acid, rifampin. pisd
& Cic loai twong tic khic ’SC;E

~  Nudc hoa qua (cam, budi chim, tdo) cé thé lam giam sinh kha dung cia fexofenadin t&i T NAj
36%. STl

—  Trinh ding fexofenadin véi nrgu vi lam ting nguy co an thin.
CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC

~ Ubng ngay khi nh ra. Néu dén thoi gian cho liéu tiép theo thi bo qua lidu da quén va ding
liéu tiép theo. Khéng dugce ding 1 lin 2 liéu.

CAN BAO QUAN THUOC NHU THE NAO }
—  Noi khé, dugi 30°C, tranh anh sing. d
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Triéu chiing:
—  Céc bdo cdo vé qua lidu fexofenadin thuimg it gép va thong tin con han ché. Tuy nhién cé
thé gip mét s6 truomg hgp nhu budn ngy, chéng mit, khé miéng di dugce béo céo.
CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Didu iri:

"

~  Trong trudmg hgp qué liéu, cin 4p dung céc bién phap loai bé phin thude chua hip thu ra
khoi ca thé. Diéu trj hé trg va diéu tri tri¢u chimg,

—  Thém phin méu lam giam nong dé thudc trong méau khong déng ké (1,7%).
—  Khong ¢ thudce giai doc dac higu.
NHI'NG PIEU THAN TRONG KHI DUNG THUOC NAY v



https://trungtamthuoc.com/

% Cic tinh trang cin thin trong khi diing thude

~  Thube cé chira lactose, nén nhimg nguii khéng dung nap galactose, thiéu hyt lactase hodc
kém hip thu glucose-galactose khéng nén ding thudc nay.

- Cde trirong hop sau cn phai thin trong va hoi y kién béc sT trrdc khi ding thude:
+ Ngudi mic bénh tim mach.

+ Pang sir dung thuée khac.

+ Ngurdri cao tudi (trén 65 tudi).

+ Phy nir ¢6 thai va cho con ba.

- Cén ngung diing thubc it nhit 24 - 48 gitr trrGe khi tién hanh cdc thir nghiém khéng
nguyén tiém trong da.

% Cic khuyén cdo cho phu nik c6 thai vi cho con bi

—  Chura o nghién ciru dily dii vé tinh an toan cia thude déi véi phu nir ¢o thai va cho con bi,
cn hoi ¥ kién bac s trude khi ding thude.

4 Anh hwrémg ciia thube ddi véri ngurd vin hanh miy moc, dang lii tau xe, ngwéi lam
viée trén cao va céc troromg hgp khac

- Tuy fexofenadin it gy budn ngd, nhung viin cin thin trong khi l4i xe va diéu khién méy
moc dai hoi phai tinh tao.

KHI NAO CAN THAM VAN BAC SI, DUQC Si
~ Khicéd bit ky déu hi¢u bat thuémg nio trong qua trinh sir dyng thudc hodc khi phdi hop
diéu trj vdi cac thuoe khac.
~  Néu can thém thong tin xin hoi ¥ kién bac si hodic duge si.
HAN SU DUNG CUA THUOC
~ 36 thang ké tir ngdy sén xuét. Khéng ding thudc qué théi han sir dung.
TEN, PIA CHI, BIEU TUQNG CUA NHA SAN XUAT

ﬁ Céng ty C6 phin Duge phim Boston Viét Nam.
BOSTON 88 43 dudmg sb 8, khu céng nghiép Viét Nam~— Singapore, Thuin An, Binh Duong, Viét N

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUGNG DAN SU DUNG THHOC




