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San xuét tai CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM
43 dudng sb 8, KCN Vigt Nam - Singapore, Thuén An, Binh Duong, Vigt Nam.

Manufactured by BOSTON VIETNAM PHARMACEUTICAL JSC
No.43 street No.8, VSIP, Thuan An, Binh Duong, Vietnam.

BOSTON

FexoBoston

Film - coated tablets
Fexofenadine hydrochloride 180 mg
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CUC QUAN LY bUQC

~ BOSTON

PA PHE DUYET

Landan:L7.0.90..04]..

u Thuédc uéng
Oral route
BOSTON PHARMA Hop 3 vi x 10 vién nén bao phim

Box of 3 blisters x 10 film - coated tablets

M&i vién nén bao phim chira 180 mg fexofenadin hydroclorid

T4 dugc vira QU ChO eevevcnicneiecieiens 1 vién nén bao phim
Each film - coated tablet contains 180 mg fexofenadine hydrochloride
Excipients q.s. for film - coated tablet

Tiéu chudn/Specification: TCCS/In-house
SPK/Reg.No. :

FexoBoston 180
boston 1o

Vién nén bao phim

-
= Fexofenadin hydroclorid 180 mg
“—
=
== Chi dinh, chéng chi dinh, lidu dung, cach dung va cc thong tin

BOSTON o khac xin doc trong t& hudngdgségg:u' dyng. and athor

mforma!lon see the package insert.

Bdao quan noi khd, duéi 30°C, tranh anh sang
Store in a dry place, below 30°C, protect from light

DE XA TAM TAY CUA TRE EM

DOC KY HPONG DAN SU DUNG TRUO'C KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

Hdp 3 vi x 10 vién nén bao phim
BOSTON PHARMA Box of 3 blisters x 10 film - coated tablets

S6 16 SX / Batch No.
Ngay SX / Mfg. Date:
HD / Exp. Date:

Thiét ké P. KD (kiéu dang) P. QA (ndi dung)
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HUONG DAN SU DUNG CHO CANBO Y TE

FEXOBOSTON 180
THANH PHAN
MBbi vién nén bao phim c6 chira:
—  Hoat chdt: Fexofenadin hydroclorid....................... 180 mg

— Ta dugc: 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 sat do, oxid sit vang.

DANG BAO CHE

—  Vién nén bao phim.
DUQC LUC HQC

— ATC: RO6A X26.

—  Fexofenadin la thudc khang histamin thé hé hai, c6 tac dung dbi khang dac hi€u va chon
loc trén thu thé H, ngoai vi. :

— Fexofenadin 12 mot chét chuyén hoa cé hoat tinh ciia terfenadin nhung khong con doc tinh
d6i véi tim do khong tre ché kénh kali lién quan dén su tai cuc té bao co tim.

— Fexofenadin khong c6 tac dung dang ké dbi khang acetylcholin, dbi khang dopamin va
khong c6 tac dung wrc ché thu thé alpha; hodc beta - adrenergic. O liéu diéu tri thudc khong gay
ngu hay anh hudng dén than kinh trung uong. Thudc c6 tac dung nhanh va kéo dai do thudc gin
cham vao thu thé H,, tao thanh phuc hop bén virng va tach ra cham.

DUQC PONG HQC

Hép thu

— Fexofenadin hép thu tét khi dung duwong udng va bit ddu phat huy tac dung sau khi uong
60 phit. Nong do dinh trong méu dat dugc sau 2 — 3 gio. Thirc an giau chét béo lam giam nong
d6 dinh trong huyét twong khoang 17% va kéo dai thoi gian dat ndng d dinh cia thudc (khoang
4 gi0).

Phan b

— Ti 18 lién két vdi protein huyet tuong cua thudc 1a 60 — 70%, chu yéu vé6i albumin va
alpha-acid glycoprotein. Khong ro thudc c6 qua nhau thai hodc bai tiét qua sita me hay khéng,
nhung khi dung terfenadin da phat hién dugc fexofenadin la chét chuyén hoa cua terfenadin trong
sita me. Fexofenadin khong qua hang rao méau — nao.

Chuyén hoa

—  Fexofenadin rét it bi chuyén hoa (khoang 5%, chu yéu & niém mac rudt. Chi c6 khoang 0,5
- 1,5% duogc chuyen hoa & gan nhd hé enzym cytochrom Pyso thanh chat khéng c6 hoat tinh).
Khoang 3,5% liéu fexofenadin chuyen hoéa qua pha II (khong lién quan dén hé enzym cytochrom
Py4so) thanh dén chét methyl este. Chét chuyen hoa nay chi thdy & trong phan nén c6 thé co su
tham gia cia cac vi khuan dudng rudt vao chuyén hoa nay.

Thai trur | V

—  Thudc thai trir chi yéu qua phan (x4p xi 80%) va nude tiéu (11 — 12%) duéi dang khong
doi.




— Thoi gian ban thai cua fexofenadin khoang 14,4 — 14,6 gid, kéo dai hon (31 — 72%) & bénh
nhan suy than.

Duwoc dong hoc ¢ nguoi suy than
—  Cl, 41 — 80 ml/phiit: néng dd dinh cao hon 87%, thoi gian ban thai dai hon 59%.
—  Clg 11 — 40 ml/phat: néng d6 dinh cao hon 111%, thoi gian ban thai dai hon 72%.

—  Cl, < 10 ml/phut (& ngudi dang thuc hién thim phan): ndng do dinh cao hon 82%, thoi
gian ban thai dai hon 31% so véi ngudoi khée manh.

— Loai bo bang tham phan mau khong hiéu qua.
QUY CACH PONG GOI: Ep vi A/AL Hop 03 vi x 10 vién nén bao phim.
CHI PINH
FEXOBOSTON 180 dugc chi dinh dé:

— Diéu tri triéu chirng bénh may day man tinh vo cén ¢ ngudi 16n va tré em trén 12 tudi.

2 0y ’ By \A %
LIEU LUQGNG VA CACH DUNG e

Cdch ding: FEXOBOSTON 180 dugc dung dudng ubng. Khong udng vé6i nuée hoa qua. Thoi DLC,,O
diém udng thubc khong phu thudc vao bira an.

Liéu dimg: \,VQ:

—  Ngudi 16n va tré em tir 12 tudi trd 1én: 180 mg x 1 1an/ngay.

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

CHONG CHI PINH

—  Bénh nhan qua mén véi fexofenadin hay bat cir thanh phan nao ciia thudc.

—  Tré em duéi 12 tudi.

— Bénh nhan suy thén.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC
% Cac tinh trang cin thén trong khi dung thudc

— Thanh phén c6 chira lactose khong nén sir dung cho bénh nhan c6 van dé vé di truyén hiém
gdp khong dung nap galactose, thiéu hut lactase hodc kém hap thu glucose-galactose.

— Cén thén trong khi dung fexofenadin cho nguodi da c6 nguy co tim mach hodc da cé
khoang QT kéo dai tir trude. Khong nén dung thém thude khang histamin nao khac khi dang st
dung thuoc.

— Cén than trong va diéu chinh lidu thich hop khi dung ngudi cao tudi (trén 65 tudi) thuong
c6 suy giam sinh ly chirc ning thén.

— Cén ngung dung thudc it nhit 24 - 48 gio truéc khi tién hanh cac thir nghiém khang
nguyén ti€ém trong da.

< Céc khuyén cdo cho phu nit cé thai va cho con bu

—  Phu nit ¢6 thai: Do chua c6 nghién ciru ddy du trén phu nit mang thai, nén chi dung

fexofenadin cho phu nitr mang thai khi 1gi ich cho me cao hon nguy co doi véi thai nhi.



—  Phu nit cho con bit: Khong rd thudc c6 bai tiét qua sita me hay khong, nhung khi ding
terfenadin da phat hién dugc fexofenadin la chat chuyén hda c6 hoat tinh cua terfenadin trong sita
me, vi vay khong nén dung fexofenadin cho phu nit cho con bu.

% Anh hudéng cia thuoc doi véi ngudi van hanh may moc, dang lai tau xe, nguwoi lam
viéc trén cao va cac truwdmg hop khac

— Tuy fexofenadin it gdy budn ngii, nhung van c4n than trong khi 1ai xe va diéu khién may
moc doi hoi phai tinh téo.
TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC
< Céc twong tac cia thudc véi cac thude khac

— Erythromycin va ketoconazol lam tang ndéng d6 fexofenadin trong huyét twong nhung
khong lam thay doi khoang QT.

= Nong d6 fexofenadin c6 thé b ting do erythromycin, ketoconazol, verapamil, cic chit trc
ché p-glycoprotein. =

3700

— Khéng ding dong thoi fexofenadin véi cic thudc khang acid chira nhom, magnesi vi s& @
giam hip thu fexofenadin. PHAN
C PHAI

—  Fexofenadin c6 thé lam tang nf‘mg dd céac chat an than hé than kinh trung uong, cac chat3TO
khang cholinergic. . | T NAM
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— Fexofenadin c6 thé lam giam nong d cac chat &rc ché acetylcholin-esterase (& than ki L
trung uwong), betahistin.

—  Fexofenadin c6 thé bi giam ndng do béi cac chat irc ché acetylcholinesterase (¢ than kinh
trung uong), amphetamin, cac chat khang acid, rifampin.

% Cac loai twong tac khac

— Nudc hoa qua (cam , budi chum, tdo) co6 thé 1am giam sinh kha dung ciia fexofenadin t6i
36%.

— Tranh dung fexofenadin véi rugu vi lam tang nguy co an than.
TAC DUNG KHONG MONG MUON
Thuong gap, ADR > 1/100
—  Thén kinh: Budn ngu, mét moi, dau dau, mét ngu, chong mat.
—  Tiéu héa: Budn nén, kho tiéu.
'~ Khiac: D& bj nhiém virus (cam, ctim), dau bung thdi ky kinh nguyét, d& bj nhiém khuan ho
hap trén, ngira hong, ho, sot, viém tai giira, viém xoang, dau lung.

It gap, 1/1000 < ADR < 1/100

—  Than kinh: S¢ hai, ri loan gic ngu, 4 mong.

— Tiéu hoa: Khd miéng, dau bung.

Hiém gap, ADR < 1/1000

— Da: Ban, may day, ngta. '
—  Phan ung qua man: phu mach, titrc nguc, khé thé, do bung, choang phan v€. 31/



QUA LIEU VA CACH XU TRi
OQud liéu:

— Céc bdo cao vé qué liéu fexofenadin thuong it gdp va co thong tin rt han ché. Tuy nhién
c6 thé gap mot sb trudng hop nhu choang vang, lo mo, budn ngu, khdé miéng da dugc bao cao.

X tri:

—  Trong truong hop qua lidu, can ap dung cac bién phap loai bé phan thudc chua hip thu ra
khdi co thé. Diéu tri triéu chirng va di€u tri ho tro.

—  Thim phan mau lam giam nong d6 thudc trong mau khong dang ké (1,7%).
— Khoéng c6 thubdc giai doc dic hiéu.
—  Tich cuc theo doi dé co6 bién phéap xir tri kip thoi.
PIEU KIEN BAO QUAN
— Noi kho, dudi 30°C, tranh anh sang.
HAN DUNG CUA THUOC
— 36 thang ké tir ngay san xuit. Khong ding thubc qua thoi han sir dung.
TIEU CHUAN: Tiéu chuén co sé.
TEN, PIA CHI CUA CO SO SAN XUAT
_ Tén nha san xuét: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

VL)’/
— Dia chi: S6 43, Puong sé 8, Khu cong nghiép Viét Nam - Singapore, Thuan An, Bi :
Duong, Viét Nam. S

— DT: 02743 769 606, FAX: 02743 769 601.
NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUONG DAN SU DUNG THUOC
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HUGONG DAN SU DUNG CHO NGUOI BENH
FEXOBOSTON 180

_ Poc kj hwong din sik dung truée khi ding.

Dé xa tam tay tré em.

Thong bdo ngay cho bdc si hodc dwgc si nhitng tic dung khong mong muén gdp phadi khi sw
dung thuoc.

THANH PHAN, HAM LUQNG CUA THUOC
—  Hoat chat: Fexofenadin hydroclorid............c.cccecueuene... 180 mg

— Ta duogc: 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 sit vang.

MO TA SAN PHAM: Vién nén bao phim. Vién ng:n Qal, bao phim mau hong dam, hai mat
khum, mét mat c6 khac chit BOSTON, mot mat c6 khac s0 180, canh va thanh vién lanh 1an.

QUY CACH PONG GOI
—  Ep vi AI/AL Hop 03 vi x 10 vién nén bao phim.
THUOC DUNG CHO BENH Gi
FEXOBOSTON 180 duoc dung dé:
— Diéu trj triéu chitng bénh may day man tinh v6 cin & ngudi 16n va tré em trén 12 tudi.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Cdch dimg: FEXOBOSTON 180 dugc ding dudng udng. Khong uong véi nuée hoa qua. Thoi
diém udng thuoc khong phu thudc vao bita an.

Liéu luong:
—  Ngudi I6m va tré em tir 12 tudi tré 1én: 1 vién x 1 lan/ngay.
—  Bénh nhdn suy gan: Khong can diéu chinh liéu.
KHI NAO KHONG NEN DUNG THUOC NAY
—  Bénh nhan qua min véi fexofenadin hay bat ky thanh phan nao cua thudc.
~  Tré em dusi 12 tudi.
— Bénh nhan suy thén.
TAC DUNG KHONG MONG MUON
Thuong gap:
—  Théan kinh: Budn ngu, mét mai, dau dau, mét ngu, chong mat.
—  Tiéu héa: Budn non, khé tiéu.
= Khac: Dé bi nhiém yirus (cam, cum), dau bung thoi ky kinh nguyét, dé& bi nhiém khqén ho
hap trén, ngira hong, ho, sot, viém tai giira, viém xoang, dau lung.
Trgap:
— Than kinh: So hai, rdi loan giéc ngu, a&c mong. Q/



— Tiéu hoa: Khé miéng, dau bung.
Hiém gap:
— Da: Ban, may day, ngua.
— Phan iing qua man: phu mach, tirc nguc, kho tha, dé bung, choang phéan vé.
NEN TRANH DUNG THUOC Gi HOAC THU'C PHAM Gi KHI PANG DUNG THUOC NAY
% Cac tuong tac cia thudc véi cic thude khac

— Erythromycin va ketoconazol lam tang ndéng dd fexofenadin trong huyét twong nhung
khong lam thay doi khoang QT.

— Nong do fexofenadin c6 thé bi ting do erythromycin, ketoconazol, verapamil, cac chat {rc
ché p-glycoprotein.

— Khong dung dong thoi fexofenadin véi cac thudc khang acid chira nhom, magnesi vi s&
giam hap thu fexofenadin.

—  Fexofenadin c6 thé 1am ting nbng d cac chét an than hé than kinh trung wong, cac chit
khéang cholinergic.

—  Fexofenadin c6 thé 1am giam ndng d6 cac chit rc ché acetylcholin-esterase (& than kinh
trung wong), betahistin.

—  Fexofenadin c6 thé bi giam ndng d béi cac chat e ché acetylcholinesterase (& than kinh
trung wong), amphetamin, cac chat khang acid, rifampin. '

% Cic loai twong tac khac

—  Nu6c hoa qua (cam, budi chum, tao) c6 thé lam giam sinh kha dung ctia fexofenadin téi -
36%. ‘

— Tranh dung fexofenadin véi rugu vi lam ting nguy co an than.
CAN LAM Gi KHI MQT LAN QUEN DUNG THUOC

e ,U(")ng ngay khi nhé ra. Néu d‘én thoi gian cho lidu tiép theo thi bé qua liéu da quén va ding
liéu tiép theo. Khong dugc dung 1 1an 2 liéu.

CAN BAO QUAN THUOC NHU THE NAO

— Noi kho, dudi 30°C, tranh 4nh sang.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Triéu chung:

—  Céc bao céo vé qua liéu fexofenadin thudng it gip va thong tin con han ché. Tuy nhién c6
thé gdp mot so trudng hgp nhu budn ngu, chong mit, khé miéng da dugc bao cao.

CAN LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Diéu tri:

— Trong truong hop qua lidu, can ap dung céc bién phép loai bo phin thudc chua hép thu ra
khéi co thé. Didu tri hd trg va diéu tri triéu ching.

— Thim phén mau lam giam ndng d6 thudc trong mau khong déng ké (1,7%).
—  Khéng c6 thudc giai doc dic hiéu.
NHUNG PIEU THAN TRONG KHI DUNG THUOC NAY V



< Cic tinh trang cin thén trong khi ding thudc

—  Thubc c6 chira lactose, nén nhitng ngudi khdng dung nap galactose, thiéu hut lactase hodc
kém hip thu glucose-galactose khong nén dung thubc nay.

— Cac truong hop sau can phai than trong va héi y kién bac s truée khi dung thudc:
+ Ngudi méc bénh tim mach.

+ Pang sir dung thudc khéc.

+ Ngudi cao tudi (trén 65 tudi).

+ Phu nir ¢6 thai va cho con bu.

— Cén ngung dung thubc it nhit 24 - 48 giy truée khi tién hanh cac thu nghiém khéang
nguyén ti€ém trong da.

% Cac khuyén cao cho phu nit c6 thai va cho con bu

—  Chua c6 nghién ciru ddy du vé tinh an toan clia thudc ddi véi phu nit ¢6 thai va cho con bu,
can héi y kién béc si trudc khi dung thude.

< Anh huéng cia thudc ddi véi ngudi van hanh may méc, dang lai tau xe, ngwdi lam
vié€c trén cao va cac trueong hop khac

— Tuy fexofenadin it gdy budn ng, nhung van cén than trong khi lai xe va diéu khién may
moc doi hoéi phai tinh tio.
KHI NAO CAN THAM VAN BAC SI, DUQC ST

— Khico bat ky dAu hiéu bat thudng nao trong qué trinh st dung thudc hodc khi phéi hop -
diéu tri vai cac thuoc khac.

— Néu cin thém théng tin xin héi y kién bac si hodc dugc si.
HAN SU DUNG CUA THUOC

— 36 thang ké tir ngay san xuit. Khong ding thudc qua thoi han st dung.
TEN, PIA CHI, BIEU TUQNG CUA NHA SAN XUAT

Céng ty Cb phan Duoc phim Boston Viét Nam.

BOSTON  S§ 43 dudng s6 8, khu cong nghiép Viét Nam— Singapore, Thuan An, Binh Duong, Viét Nam~

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG TH{OC
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