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THANH PHAN: M8i vign nén bao phim chia: Chl dinh, céch ding, liu ding, ching chi dinh va céc thing
Faofenadine hydrochloride ..................60 mg tin khae: Xin doc trong td huing din i dung,
TR AU WA s iz mit vign Bio quin & nhigt b dudi 30°C, noi khd rda, tednh dnh sang.
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BOX OF 1 BLISTER x 10 FILM COATED TABLETS WHO-GMF

Tinifast°60

Fexofenadine hydrochloride 60 mg

0é xa tdm tay tré em. Co $8 sin xust: CONG TV &8 PHAN DUGC PHAM oPY
Bgo ki hwdng dn s dyng frude khi ding. 58 27, Bung 3A, Khu Cong Nghiép Bién Hoa I,
Tigu chudn; TCCS Phusing An Binh, Tp. Bidn Hda, Tinh Béng Nal,
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Fexofenadine hydrochloride 60 mg
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HOP 2 Vi x 10 VIEN NEN BAQ PHIM WHO-GMP
THANH PHAN: N
MBi vién nén bao phim chiia: .G_hT d[nr.l.. cacﬁ du n_g. li¢u dung, chdng chhl
Fexofenadine hydrochloride. ... ... 60mg  GinN Vé cAc théng tin khde: Xin doc trong 19
T4 dUGE VA d0.......oooooeroco MOt vign UGN 43N 8T dyng.
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Tinifast°60

Fexofenadine hydrochloride 60 mg

. Pharmaceuiicals
BOX OF 2 BLISTERS x 10 FILM COATED TABLETS WHO-GMP

88 xa tém tay tré em. Tiél;ﬂ chtfsn: TgG{:S-

Boe ky hudng dan sii dung trude khl dimg. Cd sd gan yuat:

Bkt B ARIBEAS: U H0RC sl W CONG TY ¢O PHAN DUGC PHAM OPY
doquédn ¢ nhigt do dudi 30°C, ndi khd rao.  gg a7 pyang aA, Khu Cong Nghigp Bién Hoa I,

s Phusng An Binh, Tp. Bién Hoa, Tinh Bang Nai.
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TINIFAST® 60 Pba;rmeceuricals

WHO-GMP

Dé xa tAm tay tre em

Poc k hmmg dan? i du “ﬁ“’c khi diing

THANH PHAN Cﬁﬁ G THW C THUOC: Mbi vién nén bao phim chira:

Thanh phan hoaf chit: Fexofenadine hydrochloride .vosviiines 60 mg

Thanh phin ti dwee: Lactose dip thing, natri croscarmellose, tinh bot tién hd héa, cellulose
vi tinh thé 102, magnesi stearat, opadry II white, opadry II orange.

DANG BAO CHE:

Vién nén bao phim, hinh oval, mau cam.

CHi PINH:

Viém mii di tmg: Tinifast 60 dugc chi dinh dé diéu tri viém mii di tng theo mua & ngudi lén
va tré em tir 12 tudi trd 1én.

May day v cin man tinh: Tinifast 60 dugc chi dinh dé diéu tri c4c biéu hién ngoai da khong
bién chimg ciia may day v6 cin man tinh & ngudi 16n va tré em tir 12 tudi tré 1én. Thude lam
giam ngira va sb lugng dat may day mét cach dang ké.

LIEU DUNG, CACH DUNG:

Liéu dung:

Nguwoi Iém va tré em tir 12 tudi tré Ién; liéu khuyén ding 14 60 mg x 2 lan/ngay.

Nguoi suy than: 1iéu khoi ddu duoc khuyén ding 13 60 mg mdi ngay.

Nguwroi suy gan: kKhong can diéu chinh liéu.

Nguoi cao tudi: khong can diéu chinh liéu; ngoai trir ¢6 suy giam chirc ning than.

Cach dung:

Thubc ding dudng udng véi nrde va trrde bira an. Khong udng thube véi nude hoa qua (nhu
cam, budi, tao).

CHONG CHi PINH:

Bénh nhén c6 tién sir di émg voi bat cir thanh phan néo ciia thube.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nhu véi hdu hét cac san ph'flm thube méi, chi ¢ dir liéu han ché & ngudi cao tubi va bénh
nhén suy than hodic suy gan. Fexofenadine hydrochloride nén dwoc sir dung cin than trong
nhimg nhom dac biét nay.

Bénh nhan ¢6 tién sir hoic dang méc bénh tim mach nén duge canh bao ring thubc khéng
histamine 12 mdt loai thudc c6 lién quan dén céc tac dung khéng mong muén nhu nhip tim
nhanh va danh trong nguc.

Cén than trong va diéu chinh lidu thich hop khi ding thu6c cho ngudi cé chitc ning thn suy
giam vi ndng d6 thudc trong huyét twong ting do thoi gian ban thai kéo dai.

Cén than trong khi ding thudc cho ngudi cao tudi (trén 65 tudi) thudmg cb suy gidm sinh ly
chirc ning than.

Db an toan va tinh hiéu qua cua fexofenadine chua dvoc danh gi trén tré em duéi 12 tudi.
Khéng tr y ding thém thude khang histamine H; khac khi dang sir dung fexofenadine.

CAn ngung fexofenadine it nhat 24 - 48 gid trudce khi tién hanh céc thir nghiém khang nguyén
tiém trong da.
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Dung fexofenadine 1am bénh vy nén ting 1én.

Thuéc nay cé chira lactose. Bénh nhan c6 van dé vé di truyén hiém gip khong dung nap
galactose, thiéu hut lactase toan phan hoic kém hip thu glucose-galactose thi khong nén ding
thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sir dung thudc cho phu nir ¢6 thai:

Chua c6 nghién ciru ddy da trén nguoi mang thai, nén chi ding fexofenadine cho phu nir
mang thai khi lgi ich cho me vuot tréi nguy co déi véi thai nhi.

Sir dung thude cho phu nir cho con bi:

Khong 13 thube ¢ bai tiét qua sita hay khong, vi vy cén than trong khi ding fexofenadine
cho phu nir dang nudi con bfmg sira me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Bénh nhan nén dugc canh béo v& nguy co budn ngi, dau dau, chong mit,... Do d6, cn thin
trong khi 14i xe hoZic diéu khién may méc doi hoi phai tinh tdo.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic thude:

Fexofenadine khong trai qua qua trinh chuyén héa ¢ gan nén khong twong tac véi cac thube
chuyén héa qua gan.

Dung ddng thoi fexofenadine hydrochloride véi erythromycin hozic ketoconazole 1am ting
ndng d6 fexofenadine trong huyét twong gép 2-3 1dn nhung khéng 1am thay d6i khoang QT.
Khong c6 su khac biét vé tac dung khoéng mong mubn duge bao cdo khi cac thude ndy duoc
ding riéng 1¢ hoic phéi hop.

Céc nghién ciru trén dong vat da chi ra ring su gia ting nong do fexofenadine trong huyét
tuong dugc quan sat thiy sau khi diing ddng thiri véi erythromycin hoic ketoconazole durdmg
nhu 12 do s gia ting hép thu qua dudng tién héa va giam bai tiét qua mat hodc dudng tiéu
hoa.

Sir dung thudc khéng acid chira gel nhdm va magnesi hydroxide 15 phit truéc khi ding
fexofenadine s& 1am giam sinh kha dung, c6 thé do gén két trong dudmg tiéu hoa, vi vay phai
diing cac thudc nay céch nhau khoang 2 gid.

Khong ghi nhén c6 tirong tac gitra fexofenadine va omeprazole.

Ndng 5 fexofenadine c6 thé bi ting do verapamil, cic chit trc ché p-glycoprotein.
Fexofenadine c6 thé lam tdng nc"‘mg dd cdn, cic chét an thin hé than kinh trung wong, cac chét
khéng cholinergic. Tranh ding fexofenadine véi ruou vi 1am ting nguy co an thin (ngi).
Fexofenadine ¢6 thé 1am giam ndng do céc chit (rc ché acetylcholinesterase (& thén kinh trung
uong), betahistine.

Fexofenadine c6 thé bi giam ndng d6 boi cic chit trc ché acetylcholinesterase (& thin kinh
trung wong), amphetamine, c4c chit khang acid, nudc ép qua budi, rifampin.

Nuéc hoa qua (cam, budi, tho) c6 thé lam giam sinh kha dung cua fexofenadine dén 36%.
Twong ky, thudc: khong 4p dung.

TAC DUNG KHONG MONG MUON CUA THUOC:

Cac nghién ciru lam sang c6 db6i chimg véi gia duoc cho thiy ty 18 tic dung khong mong
mudn & nhém ngudi bénh ding fexofenadine twong tur nhu & nhém ding gia duge. Céc tac
dung khong mong mubn ctia thudc khong bi anh hudng bai liu ding, tudi, gidi tinh va ching
tdc cua bénh nhan.
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Thurong gdap (>1/100):

Thén kinh: budn ngi (1,3 - 2,2%), mét moi, dau ddu, mat ngi, chong mit.

Tiéu héa: budn ndn, khé tiéu.

Khac: d& bi nhiém siéu vi (cam, cim), dau bung kinh, d& bi nhiém khuin hé hép trén, ngira
hong, ho, s6t, viém tai gifra, viém xoang, dau lung.

It gap (> 171000, < 1/100):

Thén kinh: s hai, réi loan gi4c ngii, 4c mong.

Tiéu héa: khé miéng, dau bung.

Hiém gap (< 1/1000):

Da: ban da, may day, ngira.

Phan tmg qua min: phi mach, tirc nguc, khé thé, d6 bimg, choang phan vé.

Khéng ré tan sudt (khéng thé woc tinh tir dit liéu hién co):

Tim mach: ting nhip tim, hdi hop.

Tiéu héa: tiéu chay.

Théng bdo ngay cho bdc st hodc duwoc st nhitng phan vng cé hai gdp phai khi si dung thuée.
QUA LIEU VA CACH XU TRi:

Triéu chimg:

Céc bao cao vé qua lidu cia fexofenadine it gip va thdng tin vé doc tinh cip con han ché. Tuy
nhién, budn ngt, chéng mit, kho miéng di duoc bio cio.

Cach xir tri:

Sir dung céc bién phap thong thudng d& loai bé phén thudc con chua duge hdp thu & dng tiéu
hoa. Pidu tri triéu chimg va ning d& tdng trang. Loc mau lam giam ndng dd thubc trong méu
khong dang ké (1,7%). Khong c6 thudc giai doc dic hiéu.

DUQC LUC HOC:

Nhém duege Iy: thude khang histamine tic dung toan than

Ma ATC: RO6AX26

Fexofenadine 12 thudc khang histamine thé hé hai, c6 tac dung d6i khéng d3c higu va chon loc
trén thy thé histamine Hj ngoai bién. Fexofenadine 13 chit chuyén héa cé hoat tinh cia
terfenadine nhung khdng con doc tinh dbi véi tim do khong e ché kénh kali lién quan dén sy
tai cuc té bao co tim. Fexofenadine khong c6 tic dung ding ké khang cholinergic hoic
dopaminergic va khong c6 tic dung trc ché thu thé alpha-1 hoZic beta adrenergic. O lidu diéu
tri, fexofenadine khong gy budn ngi hay anh hudng dén hé than kinh trung wong. Thubc ¢6
tac dung nhanh va kéo dai.

DUQC DPONG HOC:

Ht’fp thu:

Fexofenadine dugc hép thu t6t khi ding duong udng va bét diu phat huy tac dung sau khi
ubng 60 phit. Nong d dinh trong huyét twong dat duoc sau 2 - 3 gid. Viée sir dung dong thoi
fexofenadine véi ché d6 an nhidu chit béo 1am gidm AUC va Cmax ctia fexofenadine 14n luot
1a 21% va 20%.

Phén bé:

Khoang 60 - 70% fexofenadine gén két v&i protein huyét twong, chi yéu voi albumin va
alpha-1 acid glycoprotein. Khong 18 thubc c6 qua nhau thai hodc bai tiét vao sita me hay
khong. Fexofenadine khong qua hang rao mau néo.
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Chuyén héa:

Fexofenadine rét it bj chuyén hoa (khoang 5%, chil yéu & niém mac ruét. Chi khoang 0,5 -
1,5% lidu ding duoc chuyén héa & gan nhd hé enzym cytochrom P450 thanh chét khéng c6
hoat tinh).

Thai trir:

Thoi gian béan thai trung binh cia fexofenadine khoang 14,4 gid, kéo dai hon (31 - 72%) &
ngudi suy than. Thude duge thai trir dudi dang khéng dbi chii yéu qua phéan khoéng 80%, va
11% qua nudc tiéu.

QUY CACH PONG GOI:

Hop 1 vi x 10 vién, hdp 2 vi x 10 vién, hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bao quan: & nhiét d6 dudi 30°C, noi khé rao, tranh 4anh séng.

Han diing: 36 thang ké tir ngay san xuit. Khong dung thudc khi qua han dung.

Tiéu chuin chit hrong ciia thudc: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S6 27, Pudmng 3A, Khu Cong Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh
Pdng Nai.

DT: (0251) 3992999 Fax: (0251) 3892344
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