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Fexofenadin hydroclorid 60 mg

HOP 1 vi x 10 VIEN NEN BAO PHIM
BOX OF 1 BLISTER x 10 FILM-COATED TABLETS

FINEWA 60 o
Hoép 1 vi x 10 vién nén bao phim

FINEWA 60

DERJELE]

10 hutng din sit dyng thudc kém theo.
8AO QUAN : Noi kho, nhiét 60 STORAGE : Keep in a dry place,

khong qué 30°C. Trénh dnh séng. do not store above 30°C. Protect from light.
miéu cvukn : usP SPECIFICATION : USP

SOK / Reg. No.: READ CAREFULLY THE LEAFLET BEFORE USE
00C KT HUONG DAN ST DYNG TRUDC KHI DUNG KEEP OUT OF REACH OF CHILDREN

DE X TAM TAY TRE EM
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TO HUGNG DAN SU DUNG THUOC
FINEWA 60

Dé xa tém tay tré em
Doc kj hudng dén sir dung truede khi ding

THANH PHAN CONG THUC THUOC

(Cho 1 vién nén bao phim FINEWA)

Thanh phan duge chdt:

Fexofenadin hydroclorid...........cccceeerrrerrrrennene. 60 mg
Thanh phan td dwgc:

Natri croscamellose, tinh bot bién tinh, cellulose vi tinh
thé 101, lactose monohydrat, polysorbat 80, silic dioxyd
keo, talc, magnesi stearat, opadry AMB pink.

DANG BAO CHE

Vién nén bao phim.

MO TA SAN PHAM

Vién nén dai bao phim mau hdng, mét mit c6 vach
ngang('), m@gt mat c6 chit SVP.

C)C6 thé bé doi vién thuéc theo vach ngang trén vién dé
chia liéu.

CHi PINH

Fexofenadin dugc chi dinh ding diéu trj triéu ching trong
viém mii di ing theo mua, may day man tinh vo cin &
ngudi 16n va tré em trén 6 tudi.

LIEU DUNG, CACH DUNG

Liéu ding

Viém miii di ung:

- Liéu thong thuong dé diéu trj triéu chimg cho ngudi 16n
va tré em trén 12 tudi 12 60 mg x 2 1in/ngdy hozc 180
mg x 1 l4n/ngay.

Liéu cao hon liéu thong thuong (240 mg x 2 lan/ngay)
khéng 1am ting thém tic dung diéu tri.

- Liéu théng thudng cho tré em tir 6 dén 12 tudi 1a 30 mg
x 2 lAn/ngay.

May day man tinh vé cdn:

- Liéu thong thudng cho ngudi 16n va tré em trén 12 tudi
14 60 mg x 2 l4n/ngay.

- Liu cho tré em tir 6 dén 12 tudi 1a 30 mg x 2 lan/ngay.

Nguoi gia va suy thén:

- Ngudi 16n va tré em trén 12 tudi bj suy thén, ngudi gia:
Bét ddu dung tir lidu 60 mg x 1 l4n/ngay, didu chinh
liéu theo chirc ning thén.

- Liéu dung cho tré 6 dén 12 tudi bj suy thén 14 30 mg x
1 1An/ngay.

Nguoi suy gan: Khong cin diéu chinh liéu

Céch dung

Thudc ding dudng ubng, thai diém uéng thudc khong phu

thudc vao bita 4n.

Déi véi lidu 30 mg/lan, c6 thé bé dbi vién thudc theo vach

chia trén vién.

Néu quén uéng I ldn thuéc:

Néu quén khéng ding 1 lidu thubc, bé qua lidu da quén,

ubng lidu tiép theo theo lich théng thudmg. Khong dugc

ubng gép d6i liéu dé bu lidu quén udng (hoc hoi y kién
béc si hay dugc si).

CHONG CHi PINH
Qué mén v6i fexofenadin hoc bét cir thanh phén nao cua
thuéc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Tuy thudc khéng c6 doc tinh trén tim nhu duge chit me
terfenadin, nhung vin cin phai than trong theo ddi khi
dung fexofenadin cho nguoi d& c6 nguy co tim mach hodc
da c6 khoang QT kéo dai tir trudre.

Cén khuyén bénh nhén khong ty ding thém thuéc khang
histamin nao khéc khi dang sir dung fexofenadin.

Cén than trong va didu chinh liéu thich hop khi dung
thuc cho ngudi gidm chirc ning than vi ndng d6 thubc
trong huyét twong ting do thdi gian béan thai cia thudc
trong huyét twong kéo dai. Cin thén trong khi ding thubc
cho ngudi cao tudi (trén 65 tudi) thudng c6 suy gidm sinh
ly chirc nang thén.

D6 an toan va tinh hiéu qua cua thudc & tré em dudi 6 tudi
chua xac dinh dugc.

Cén ngimg fexofenadin it nhét 24 - 48 gid trudc khi tién

hanh céc thir nghiém khéng nguyén ti€ém trong da. o \
Ding fexofenadin 1am bénh vy nén nang lén. L S
San phim c6 chira t duqc lactose monohydrat. Bénh '
nhén c6 céc van dé vé di truyén hiém gip nhu khong dung. - - -:g;:
nap galactose, thiéu hut Lapp lactase hofic kém hép thu - .- {
glucose-galactose khong nén dung san phim nay. b o L*

SU DUNG THUOC CHO PHY NU CO THAI VA
CHO CON BU

Thoi ky mang thai

Do chua c6 nghién ciru ddy du trén ngudi mang thai, nén
chi diung fexofenadin cho phu nit mang thai khi lgi i
cho me vugt trdi nguy co dbi véi thai nhi.

Thaoi ky cho con bu

Khéng rd thubc c6 bai tiét qua sita hay khéng, vi
than trong khi dung fexofenadin cho phu nit dang
bu.

ANH HUONG CUA THUOC LEN KHA NANG
XE, VAN HANH MAY MOC

Tuy fexofenadin it giy budn ngi, nhung vin cin than
trong khi l4i xe hodc van hanh mdy méc doi héi phai tinh
t4o.

TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia thuéc

Erythromycin va ketoconazol lam ting ndng dd
fexofenadin trong huyét trong nhung khéng lam thay adi
khoang QT.

Ndng d6 fexofenadin c6 thé bj ting do erythromycin,
ketoconazol, verapamil, cac chét trc ché p-glycoprotein.




Khong ding ddng thoi fexofenadin véi céc thube khang
acid chra nhdm, magnesi vi s& lam giam hédp thu
fexofenadin.

Fexofenadin c6 thé 1am tang ndng 4 cbn, céc chét an
thdn hé than kinh trung wong (TKTW), cic chét khang
cholinergic.

Fexofenadin c6 thé 1am giam ndng d¢ cac chéit rc ché
acetylcholinesterase (& TKTW), betahistin.

Céc chdt wc ché acetylcholinesterase (6 TKTW),
amphetamin, cdc chdt khang acid, nuéc ép qua budi,
rifampin c6 thé 1am giam ndng d6 ciia fexofenadin.
Tuwong ky ciia thudc

Nuéc hoa qua (cam, budi, t4o) c6 thé 1am gidm sinh kha
dung cua fexofenadin téi 36%. Tranh dung fexofenadin
v6i cdn ethylic (nrgu) vi 1am ting nguy co an than (ngu).

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)
Ngung udng thudc va gdp bdc si hodc dén cdc co sé y té
ngay néu gdp bit ky tri¢u chirng nao sau day:
Sung mit, méi, ludi, cd hong hoic khé thd vi day c6 thé
1a d4u higu ctia phan tmg dj tmg nghiém trong.
Tém tit cic ADR:
Trong cé4c nghién ciru 14m sang c6 kiém sodt, ti 1é gap tac
dung khoéng mong muén & nhém bénh nhin ding
fexofenadin tuong ty nhém dung placebo. Cac tdc dung
khéng mong muédn cia thubc khéng bj anh hudng bdi lidu
dung, tudi, gidi va ching tdc ciia bénh nhan.

Thuong gdp, ADR >1/100
Thén kinh: Budn ngl, mét moi, dau diu, mat ngu, chéng
mat. )
Tiéu hoa: Budn ndn, kho tiéu.
Khéc: Nhiém virus (cam, cim), dau bung kinh, nhiém
khuén hé hép trén, ngira hong, ho, sbt, viém tai giita, viém
xoang, dau lung.

It gap, 1/1000 < ADR <1/100
Thén kinh: S¢ hai, rbi loan gidc ngy, 4c mong.
Tiéu hod: Kho miéng, dau bung.

Hiém gdp, ADR < 1/1000
Da: Ban, may day, ngtra.
Phan mg qua min: Phi mach, tirc ngyc, khé thd, do
bing, choang phén vé.

Huéng dén cdch xir tri ADR
Cac tac dung khong mong muén cia thubc thudng nhe,

chi 2,2% bénh nhan phai ngimg thubc do c4c tac dung

khéng mong muén cia thubce.

QUA LIEU VA CACH XU TRi

Tri¢u chirng

Théng tin vé doc tinh cép clia fexofenadin con han ché.
Tuy nhién, budn ngu, chéng mit, khé miéng da dugc béo
céo.

Céch xir tri ;

Sir dung céc bién phap théng thuomg dé loai bé phin
thubc con chua dugce hép thu & éng tiéu hod. Didu tri h3
trg va diéu trj triéu chimg.
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Thim phan m4u lam giam néng 46 thubc trong méu
khong dang ké (1,7%). Khong c6 thudc giai doc dic hiéu.

DUQC LUC HQC

Mai ATC: R0O6AX26

Loai thubc: Khéng histamin thé hé 2, d6i khang thy thé
H,.

Fexofenadin 1a thuéc khang histamin thé hé hai, c6 téc
dung dbi khang dic hiéu va chon loc trén thy thé H, ngoai
vi. Thubéc 1a mot chit chuyén héa cé hoat tinh cua
terfenadin nhung khéng con doc tinh d8i véi tim do
khéng rc ché kénh kali lién quan dén sy téi cyc té bao co
tim. Fexofenadin khong c6 tac dung dang ké déi khang
acetylcholin, d6i khang dopamin va khéng cé tic dung trc
ché thu thé alpha,- hoic beta-adrenergic. O liéu diéu tri,
thuéc khong gy ngi hay anh huéng dén than kinh trung
wong. Thubc c6 tic dung nhanh va kéo dai do thudc gin
cham vao thy thd H,, tao thanh phirc hop bén vimg va
tach ra chdm.

DUQC PONG HQC

Hip thu

Thubc hép thu tt khi ding duong uéng. Sau khi uéng 1
vién nén 60 mg, néng @ dinh trong méu khoang 142
nanogam/ml, dat dugc sau 2 - 3 gid. Néu udng
fexofenadin 60 mg, 2 l4n mot ngay, ndng d6 dinh trong
méu & trang thai c4n bing khoang 286 nanogam/ml, dat
dugc sau khoang 1,42 gid. Thirc an lam giam néng d¢
dinh trong huyét twong khoang 17% va kéo dai thoi gian
dat ndng d6 dinh cia thudc.

Phén b

Ti 18 lién két v6i protein huyét twong cia thube 1a 60 -
70%, chii yéu 12 vi albumin va alpha;- acid glycoprotein.
Thé tich phan bd 14 5,4 - 5,8 lit/kg. Khong 15 thudc c6 qua
nhau thai ho#c thai trir vao sita me¢ hay khéng, nhung khi
dung terfenadin d& phat hién dugc fexofenadin la chét
chuyén héa cia terfenadin trong sita me. Fexofenadin
khéng qua hang rdo mau - néo.

Chuyén héa

Khoang 5% liéu ding cua thudc dugc chuyén hoa.
Khoang 0,5 - 1,5% dugc chuyén hod & gan nho hé enzym
cytochrom Pys, thanh chét khéng c6 hoat tinh. 3,5% dugc
chuyén hoa thanh din chét este metyl, chu yéu nho hé vi
khuén ru6t.

Thai trir

. Thoi gian ban thdi clia fexofenadin trong huyét twong

khoang 14,4 gid, kéo dai hon & ngudi suy than. Thubc
thai trir chi yéu qua phan (xfp xi 80%), 11 - 12% lidu
ding dugc thai trir qua nuéc tidu dudi dang khong ddi.
Cdc ddi twegng dic bigt

Tré em: Nghién ciru so sanh cit ngang cho thiy, sau khi
ding lidu uéng 60 mg fexofenadin hydroclorid, dién tich
duéi dudng cong & bénh nhan tir 7 — 12 tudi 16n hon 56%
so v6i ngudi truéng thanh. Néng d6 thubc trong huyét
tuong & tré em dung 30 mg fexofenadin hydroclorid



tuong duong v&i ndng do thudc trong huyét twong &
ngudi truong thanh ding lidu 60 mg.

Nguoi cao uéi (> 65 tuoi): Nong do dinh trong huyét
twong cao hon 99% so voi ngudi binh thuong (< 65 tudi).
Thoi gian ban thai trung binh 1a tuong duong giita hai
nhém nay.

Suy gan: Dugc dong hoc cua fexofenadin hydroclorid
khéc nhau khong déng ké giita bénh nhan suy gan va bénh
nhan cé chirc ndng gan binh thuong.

Suy thdn:

Cl; 41 — 80 ml/phut: nf)ng do dinh cao hon 87%, thoi gian
ban thai dai hon 59%.

Cl, 11 — 40 ml/phut: ndng d6 dinh cao hon 111%, thoi
gian ban thai dai hon 72%.

Cl; < 10 ml/phat (& nguoi dang thuc hién tham phan):
ndng do dinh cao hon 82% va thoi gian ban thai dai hon
31% so va&i nguoi khde manh.

Gidi tinh: Khong c6 su khac biét dang ké lién quan dén
gi6i tinh vé duoc dong hoc ciia fexofenadin hydroclorid.

U0, CUC TRUONG
rRUGNG PHONG

v
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QUY CACH PONG GOI
Hop 01 vi x 10 vién.

PIEU KIEN BAO QUAN
Noi kho, nhiét do khong qué 30 °C. Tranh anh sang.

HAN DUNG
36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG
Tiéu chuén USP.

SAN XUAT TAI

TRACH NHIE M TRON VEN

CONG TY CO PHAN DUQC PHAM SAVI
(Saviipharm ] §.C)

L6 Z.01-02-03a Khu Céng nghiép trong Khu Ché xuét
Tan Thuén, phuong Tan Thuan Pong, quan 7, thanh phé
H& Chi Minh.

Dién thoai: (84.28) 37700142-143-144.

Fax: (84.28) 37700145.

Tp. H5 Chi Minh, ngay 2% thing £ nim 207
KT. Tong Giam Poc

ng Giam Pdc (CL-KHCN)
235 29




