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HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

FEXFED
(Vién nén Fexofenadin hydroclorid USP)
THANH PHAN
M&i vién nén bao phim chira:
Fexofenadin hydroclorid USP 180 mg
Tet chegre: croscarmellose natri, magnesi stearat, cellulose vi tinh thé, tinh bt tién gelatin hoa, colloidal silica
khan, td duge bao phim duge trjn siin chira titan dioxyd

DANG BAO CHE @1

Vién nén bao phim.

DUGC LUC HOC .

Fexofenadin hydroclorid 13 thude khing histamin thé hé hai, ¢6 tée dung ddi khing djic higu va chon lge trin
thy thé Hy ngoai vi. Fexofenadin 1 mt chit chuyén héa ¢6 hoat tinh ctia terfenadin.

PUQC BONG HOC

Héip thu

Fexofenadin hydroclorid hip thu tét khi ding duémg udng, ndng d§ dinh trong mau dat dwge sau 2-3 gidr
ubng thubc. Néng dé dinh trung binh cia thudc trong huyét trong khodng 427 ng/ml, khi ding lidu 120 mg
hodic 180 mg 1 lin/ngay.

Phéin b

Ti 1¢ gin két vdi protein huyét wrong ciia thude khodng 60- 70%.

Chuyén héa vi thai trir

Fexofenadin chuyén hoa khing ddng ké (qua gan hay khéng qua gan), né 14 hgp chit chi yéu duge tim thiy
trong phin v nirde tidu cia ddng vt va ngudi, Nong do cia fexofenadin trong huyét irong giam din theo
ham s& mii visi thisi gian ban thai cudi ciing tir 11 dén 15 gitr sau khi diing nhiéu lidu p lgi. Duge dong hoc
ciia lexofenadin 13 tuyén tinh khi udng mdt liéu va nhiéu lidu 120 mg x 2 Fn/ ngay. Ding lidu 240 mg x 2
léin/ ngay lam tang nhg (khoiang 8,8%) di¢n tich dudi dutmg cong néing 4 theo thisi gian & trang thii 6n dinh,
cho thiy trén thyc 1€ duge dgng hoe ctia fexofenadin 1 tuyén tinh & khodng liéu dimg tir 40 - 240 mg/ ngay.
Dudmg thai trir chinh 1 qua sur bai tiét mdt, khodang 10% lidu ding duge bai tiét qua nude tidu & dang khing
hién doi.

QUY CACH PONG GOI
Hép 1 vi x 10 vién

CHI PINH
Thude duge chi dinh dé lam giam céc triéu chimg lién quan dén viém miii dj img theo mita & ngudri lém va iré
em tir 12 tudi trér [én.

CHONG CHi BPINH !
Qué min vdi fexofenadin hydrochlorid hojie bit cir thanh phin nio ciia thude.,

LIEU LUQNG VA CACH DUNG

Liéu lwrgmg )
Tré em tir 12 tudi trér lén va nguedi lim:
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Liéu khuyén cdo ciia fexofenadin hydrochlorid cho ngudi lom 13 120 mg hodic 180mg x | ln/ngdy vio trudc
bira an. Fexofenadine 1 chit chuyén hda ¢6 hoat tinh ca terfenadin,

Tré em dedd 12 tudi

Higu qui vi an todn cia fexofenadin hydroclorid chua duge nghién i é tré dudi 12 i,

Pai fiepmg e bice

Céic nghién ciu trén nhom bénh nhiin c6 nguy co cao (nguin [dn tdi, bénh nhin suy gan hay suy thin) cho
théy khing cin thidt phai diéu chinh lidu o nhimg bénh nhin niy.

Céch dung
Thude ding dirdmg uﬁng ufmg trudre bita fin. @‘[
CANH BAO VA THAN TRONG 2

Nl hiiu hét che thude moi khde, o6 vit it di lige nghién e trén ngudt 1om Wi, binh nhdn suy gan hodc
suy thiin, Nén thin trong khi sir dung fexofenadin hydroclorid ddi v&i nhém bénh nhin djc bigt nay.

Nhur héiu hét ede thube khang histamin khie, hude c6 thé gay ra cde phin tmg kKhdng mong mudn nhu: nhip
tim nhanh va héi hop. Vi vy, cin thin trong khi sir dyng thudic cho bénh nhiin ¢6 tién sir hode dang b bénh
lim mach.

PHY NI €O THAI VA CHO CON BU

Phy nir ¢é thai , .
Chua ¢& nghién eiu ddy di vide sir dung fexofenadin hydroclorid & phy nir 6 thai. Céc nghién ¢ini rit han
ché trén ding vit khong cho thiy tic hai tryre tiép holie gidn tidp dnh hudng khi mang thai, sy phat tridn cia
phdi thail thai nhi, qua trinh sinh d¢ va sau khi sinh. Fexofenadin hydrocloride chi nén dimg cho phy nir ¢
thai khi lgi fch eho me vargt trdi nguy co déi véi thai nhi,

Phy nir cho con bi

Khang rd thude cb bai 1iél qua sita me hay khdng. Tuy nhién, khi ding terfenadine & cde ba me dang cho con
bil, fexofenadin duge tim thiy trong sta me. Do vy, khong khuyén cdo sit dung fexofenadin hydroelorid
cho cée b me dang cho con b,

LAl XE VA VAN HANH MAY MOC

Trén co sév dupe Iye hoe vit cie bio cho phan fmg khing mong mudn, chua xdc dinh rd fexofenadin
hydroclorid €6 dnh hudmg dén khd nding 18 xe hode vin hanh méy mée hay khong,

Trong mijt s6 thir nghigm, fexofenadin hydroclorid di duge chimg minh 1a khdng c6 the dyng ding ké trén
chire ning clia h§ thiin kinh trung wong. Vi viy. bénh nhin cd thé 14i xe hode lAm cde cong vige doi hoi sy
tap trung. Tuy nhicn, dé nhin bict bénh nhan nhoy cam ¢6 phan img bit thirdng véi thude, nén kiém trw tinh
dip img cua maoi bénh nhin trude khi 1l xe hay thire hign cde thao tae phire tap.

TUONG TAC VO CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Fexofenadine khong whi qua bién i sinh hoe & gan va do d6 8 khong twong tic voi cie thube khie thing
qua co ché gan. Ding ddng thiri fexofenadin hydrochlorid vai erythromyein hoge ketoconazol [dm ting ndng
40 fexofenadin trong huyét rang tir 2 dén 3 Hin, Cac thay 461 ndy khong kém theo bit e tic dung ndo tién
khoang QT vit khing lam tang cie tie dung khing mong mudn so véi khi diing thude ridng 12,

Ciie nghién etru trén dfng vt chi ra ring ning d§ fexofenadine trong huyét tuong tng 1én sau khi ding dong
thiri véi erythromyein hofic ketoconazol ¢6 thé 1 do tam ting hip thu irong dudmg tidu hoa va gidm thai trir
qua mit hodc bai tiét qua dwdmg tiéu hoa, wrong img.

Khing tim thiy sir iwrong e ndo gifra fexofenadin vt omeprazol, Tuy nhién, khi ding véi thutc khing acid
chira nhom va gel magnesi hydroxyd trwde khi udag fexofenadin hydroclorid 15 phit lim giam sinh kha

dung cua thude. chi yéu 13 do thube dinh g"-‘:ﬁﬁ-{-'ﬁf‘- tidu héa. Khuyén cio  nén udng fexolenadin
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hyvdroclorid va cde thude khang acid chita nham va magnesi hydroxyd edch xa nhau 2 giér,

TAC DUNG KHONG MONG MUON

Réi logn h¢ thiin kinh

Thurdmg gip: dau dau, budn ngi, chong mit.

Réi logn tiéu hoa

Thurdng gip: budn nén. @‘(
Céc rli logn khic
it gip: mét moi.

€3 ngudi I6m, nhitng tic dung khong mong mudn sau diy di duge bdo cdo sau khi dua ra thi trdmg. Tin suil
xdy ra 13 khong bit dén (khong thé udc tinh duge tir dir ligu sin c6):

Réi loan h¢ théng mién dich

Phén img qud mén véi cde bidu higu nhu phit mach. dau thit ngye, khé thé, dé bimg mit va choang phén v
R&i loan tAm thiin

Mt nga, bin chdn, rdi loan gidc ngii vi dc mng / mo qud mic

Rdi loan tim mach

nhip tim nhanh, ddnh tréng ngyre,

Rdi logn tigu hoa

Tiéu chay

Cée rli loan & da vi md dudi da

Phit ban, néi mé day, ngira

-

QUA LIEU VA CACH XU TRI

D3 e bio cdo vé tinh trang chong mdl, ngi 2, mét moi va khd migng khi sir dung qud licu fexofenadin
hydroclorid. Cho nhimg ngudi khde manh ding & lidu 1én dén §00 mg/ lin vi 690 mg/ lin x 2 lin/ ngdy x |
thang hode 240 mg/ lan/ ngay x | nam: khéng c6 tae dyng khang mong mudn ding ké trén lim sang so vii
g dugre. Chua xde dinh duge lidu dung nap 15i da eia fexofenadin hydroclorid. €6 thé ¢in nhiic cdc bign
phip chudn dé logi trir thude ehwa dirge hip thu khai eo thé. Khuyén nghi di¢u tri tridu chimg va diu tri hd
trgr. Tham phin méu khéng c6 hi¢u qua trong viée thai trir fexofenadin hydroclorid ra khéi mau.

BAO QUAN s
Bio quan & noi khi thodng, nhiét dj dudi 30°C, trdnh dnh sdng. DE xa tim tay tré em.

TEN VA DIA CHI CO SO SAN XUAT

¢ Bk%p UE

BAROQUE PHARMACEUTICALS PVT.LTD. .
192/2&3, Sokhada-38% 620, Ta. Khambhat, District: Anand, Gujarat State, An D)

Mgy xem xét, sir dbi, cip nhit lai ngi dung huimg dfin sir dyng thudc:

Byi dign co 56 diing ky thufic
(K3 tén & ding deiu)

ZCEUTICALS PVT. LTD
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HUGNG DAN SU DUNG THUOC CHO NGU(I BENH

FEXFED
(Vién nén fexofenadin hydroclorid USP)
Doc ki hurdmg dén sir dung triede khi dimg
Dé xa tém fay fré em
Théng bdo ngay cho bde sy hodic dwge si¥ nhitng tde dung
khéng mong mudn gdp phai khi sir dung thud.,

Thanh phin (D_r
M&i vién nén bao phim chira: i
Fexofenadin hydroclorid USP 180 mg

T4 duge: croscarmellose natri, magnesi stearat, cellulose vi tinh thé, tinh bit tién gelatin hoa, colloidal s
silica khan, t4 dugc bao phim duge tréin siin chira titan dioxyd

M té san phim
Vién nén bao phim mau tring, hinh caplet, mt mit ¢6 vach ngang, miit kia nhin.

Quy cich déng goi
Hgp 1 vix 10 vién.

Thube diing cho binh gi? ; ]

Fexofenadin hydroclorid duge xép viao nhém thude khéng histamin.

Thude duge ding dé lam gidm cde triéu chimg nhu dé bimg, phii né va ngira, xay ra lién quan vdi cic tinh
trang da bj dj (mg goi 1a mé day vé cin man tinh.

Nén sir dung thudc nay nhur thé ndo va liéu lrgng

Ngwoi lom vé iré em trén 12 i

Liéu khuyén cdo cia fexofenadin hydroclorid 12 180 mg x 1 1in/ ngay trude bira fn. Fexofenadin 1a mét
chit chuyén héa o6 hoat tinh ciia terfenadin.

Tré em dirdri 12 tudi .

Higu qua va an toin cia fexofenadin hydroclorid 180 mg chwa duge nghién ciru & tré dudi 12 tudi

Poi twgng diic bigt i m
Céc nghién ciru trén nhom ¢6 nguy co cao (ngudi Ién tudi, bfnh nhin suy gan hay suy thén) cho thay ring
khéing cin thiét phai diéu chinh liéu & nhimg bénh nhan ndy.

Ciich ditng: thube ding dutmg udng, ubng véi nude loe.

Khi nio khing nén ding thube nay .
Néu ban di img (qua min) véi fexofenadin hydroelorid hojc bét cir thanh phén nio cta thube.
Khéng khuyén cdo sir dyung thudc cho tré em dudi 12 i,

Téc dyng khing mong mudn
Réi loan hé théin kink

Thuémg giip: dau déu, budn ngi, chéng mét.
Réi logn tiéu hba P
Thuémg gip: budn nén.
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Cdc réi loan khde
it gap: mét moi,
(3 ngardsi Iém, nhimg tic dung khong mong mudn sau diy di dige bio cdo sau khi dua ra thi trwdng. Tén
sufit xay ra la khang biét dén (khong thé wde tinh dwge tir dir ligu sin cd):
Risi loan hé rini'ug mién dich
Phan fmg qua min vdi cae bidu higu nhu phit mach, dau thit ngire, kho they, d6 bimg mt va chodng phan
vé.
Rdi foan tdne than
Mt ngi, bén chdn, réi loan gifc nga va 4c mdng / me qud mirc
Réi foan tim mach
nhip tim nhanh. ddnh tréng ngyre.
Risi logn tiéw hoa G)‘]
Tidu chiay =
Ciic rdi foan o da vér mé diedri da
Phit ban, ndi mé day, ngim

Nin trénh ding nhirmg thudic hodc thye phim gl khi dang sir dyng thude nay

Néu ban dang diing thudc irj dau dg day ¢6 chira nhdm hofic magnesi, khuyén cdo nén ding cée thube nay
cdich nhau khodng 2 gitr. St dyng ddng thii ¢ thé lam giam hip thu fexofenadin hydroclorid. tir d6 dnh
hudmg dén tae dung cia thude..

Néu ban dang ding déng thiri fexofenadin vii erythromycin hodie ketoconazol, hoe vai mit lidu duy nhél
ctia phdi hgp lopinavir va ritonavir, ning d¢ fexofenadin trong huyét twong ciia ban c6 thé tang. Pidu nay
6 thé lm ting ciic tae dung khéng mong mudn cia thude,

Ciic xét nghiém dj img: Néu ban dang thue hign xét nghiém di (mg. phii ngung sir dung thude ba ngiy
trnde khi thye hién xét nghigm.

Théng béo cho bie s§ hofe duge s? bit ki logi thude ndo ban dang hojc da sit dyng gin ddy, bao gdm ci
nhitmg thude khéng ké don.

Cin lam gi khi ban quén sir dyng thude?

Néu ban quén ufing mdt liéu, hay uéng ngay khi nh ra trir khi quéd gén vai lidu tiép theo cia ban Khong
nén dimg lidu gdp d6i dé bi cho lidu da quén.

Néu ban ¢o bit ky thic mic ndo vé vide sir dyng thude ndy, hily hoi bic 51 hojic duge sicia bgn,

\"pﬁ_ Sy

Ciin bio quin thude nay nhw thé nao?

Bio quin & noi kh thodng, nhigt d§ dudi 30°C, trdnh dnh sang. D xa tm tay tré em.

Khong sir dung fexofenadin hydroclorid sau ngﬂy hét han duge ghi trén bao bi. Han sit dyung 1 ngay cudi
cing cua thang d6. Thude niy khang di hoi didu ki¢n bao quin nio dic 'mu Thude khong nén duge !n;-
b qua nirde thai hodic chéit thai hi gia dinh. Hoi dwge s eia ban lim thé nao dé xir 19 cdc logi thude
khang con chn thiét. Nhimg bi¢n phdp ndy s@ c6 ich cho bao v§ méi trudng.

Nhitmg dfiu higu vi trigu chiing khi ding thude qua lidu?

BA o6 bio cdo vé tinh trgng chong mit budn ngd, mét méi vi khd miéng khi sir dyng qud lidu
fexofenadin hydroclorid. G ngum khae manh, diing lidu 1én dén 800 mg/lin v 690 mg/linx 2 Inm’ngﬁy
Imng I théng hofic 240 mg/lan/ngdy trong | nam cho T.ha;. khng ¢6 tic dyng khing mong mudn ding ké
vé mit lam sang so véi gia dwge, Chira xde dinh duge litu dung nap toi da cia fexofenadin hydroclorid,
C6 thé cin nhiic céc bign phap chufn dé logi trir lhu:‘n: l:llu'a duge hiip thu khai co thé. Khuyén céo diéu tri
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tri¢u chimg va didu trj h) trg. Thim phin mau khéng higu qua trong vige logi bé fexofenadin hydroclorid
ra khoi méu.

Ciin phai lim gi khi ding thude qud lidu Khuyén cdo?
Lién hé ngay lip tire véi bic 59 holic duge s§ néu ban ding lidu fexofenadin hydroclorid nhitu hon so véi
lidu ghi trong huémg dén sir dung hoge liéu do bic s§ ké don,

Nhirng didu céin thin trong khi dimg thube nay? (D:l

Nhur hiin hét nhimg thude méi khéc, ¢ rit it diF ligu nghién cirg trén ngurdi I6m wdi, bénh nhin suy thin
hofic suy gan. Nén thin trong khi sir dung fexofenadin hydroclorid A6 véi nhom bénh nhin djic bigt nay.
Nhr hdu hét cde thude khing histamin khic, thudic e6 thé giy ra céc phan (mg khong mong mudn nhu:
nhip tim nhanh va hdi hijp. Vi viiy, cin thin trgng khi sir dung thube cho bénh nhin 6 tidn sir hoje dang
bi bénh tim mach.

Phy nir c6 thai v cho con ba: hiiy héi bic s hofie dupe sicia ban dé duge tr vin tnrde khi diing bt cir
logi thude néo.

Phy nir cb thai: fexofenadin hydroclorid ¢hi nén ding cho phy nir ¢ thai khi Igi ich cho mg virgt trgi
nguy co dbi vai thai nhi. )

Chao con bii: fexofenadin hydroclorid khing duge khuyén cdo sir dyng cho cde bd me dang cho con bi.
Ldi xe vii viin himh may mée

Trén co s duge lyre hoe vi cde bio cdo phin img khdng mong mudn xdy ra, chua xée dinh rd fexofenadin
hydroclorid ¢ ghy anh hwréng dén kha niing 14i xe holic vin hinh mdy méc hay khong. Tuy nhién, c6 thé
6 nhimg ngogi 1§ hiém hoi, vi viy hily ddm bio ring ban tinh 140 trrde khi 1 xe hofic thye hién cdc thao
tde ddi hoi sir tdp trung cao.

Khi nio ciin tham viin béc s§, duge 577

Néu gdp bit ki tde dyng khdng mong mudn nghiém trong hojic khdng duge li§t ké & ddy. xin vui long
théng bido cho bic s§ hojc duge s,

Théng béo cho béc s hojic duge s§ cdc lgai thude ban dang diing holic da sir dyng gln diy.

Han diing ctia thube?
24 théng ké tir ngay sian xufit

TEN VA ng. CHi CO 50/ SAN XUAT
D BAROQUE

BAROQUE PHARMACEUTICALS PVT.LTD. X
192/2&3, Sokhada-388 620, Ta. Khambhat, District: Anand, Gujarat State, An B

Negiy xem xét, sir A8, cip nhit lgi ndi dung hudmg dfin sir dyng thube:

Pai dién co sir diing ky thude
Ky tén & ding dddin)
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