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Composition:

Each film coated tablet contains:
Fexofenadine hydrochloride 180mg
Excipients q.s.
Colour: Titanium Dioxide

Indication, method of administration,
contraindication and other information:
Please see the package insert inside.
Storage: Store in a cool, dry place and
below 30°C. Protect from light.

Keep out of reach of children.
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i Vién nén bao phim fexofenadine hydrochloride 180mg)

THANH PHAN CONG THUC THUOC

Mai vién nén bao phim c6 chira:

Thanh phan hoat chdt: Fexofenadine hydrochloride............. 180mg

Thanh phan ta duoc: Lactose, tinh bot ngd, methyl hydroxybenzoat, propyl hydroxybenzoat, talc
tinh ché, magnesi stearat, tinh bt natri glycolat, natri lauryl sulphat, silic dioxid keo khan, natri
croscarmellose, hypromellose, titan dioxid, propylen glycol.

DANG BAO CHE

Vién nén bao phim.

MG td: Vién nén bao phim mau trfmg, hinh oval, hai mit 15i, dap ndi s "180" & mot mit.

CHI PINH

Viém miii di ing: fexofenadine hydrochloride 180mg dugc chi dinh dé diéu trj viém miii di (ng
theo mua ¢ ngu’c‘yi 16n va tré em tir 12 tudi tro 1én.

May day vd cin man tinh: fexofenadine hydrochloride 180mg dugc chi dinh dé diéu tri cac biéu
hién ngoai da khong bién chung cua mdy day vo can man tinh ¢ ngudi 16n va tré em tir 12 tudi tré
1én. Thudc 1am giam ngira va so lugng dat may day mot cach dang ké.

LIEU DUNG, CACH DUNG

Liéu ding

Nguoi 1on va tré em tir 12 tudi tré 1én: lidu khuyén ding cia fexofenadine hydrochloride 180mg
1a 1 vién mdi ngay.

Ngudi suy than: liéu khdi dau dugc khuyén dung 1a 1 vién fexofenadine 60mg mdi ngay.

Nguoi suy gan: khong can diéu chinh liéu.

Ngudi cao tudi: khong cin diéu chinh liéu, ngoai trir c6 suy giam chirc ning than.

Cach dung

Thudc ding dudng udng, véi nudc va trude bira an. Khong udng thude véi nude hoa qué (nhu
cam, buai, tao).

CHONG CHI DINH

Qua mén véi fexofanadlne hay bét ky thanh phan nao cia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Gibng voi hau hét cac thubc méi, dir liéu & ngudi cao tudi va bénh nhan suy gan hoic thin con
han ché. Fexofenadine hydrochloride nén dugc str dung than trong & nhém dbi tugng dac bi€t nay.
Bénh nhan c6 tién sir hodc dang méc bénh tim mach cin dwgc canh bao réng cac thudc khang
histamine la mét nhom thudc c6 lién quan dén cac phan ung khong mong muon, nhip tim nhanh
va danh tréng ngyc (xem phan Tdc dung khdng mong muon ciia thuoc)

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

Phu nir cé thai

Khoéng c6 dir li¢u day du vé sir dung fexofenadine hydrochloride & phu nir c6 thai.

Céc nghién clru han ché trén dong vat khong chi ra tac dyng khong mong mudn truc tiép hoic
gian tiép lién quan dén qua trinh mang thai, phat trién phoi/bao thai, sinh con hodc sau khi
sinh. Fexofenadine hydrochloride khéng nén dwgc sir dung trong khi mang thai trir khi that s cin
thiét.

Phy nit cho con bu

Khéng c6 dir liéu v& ndng d6 thudc trong sita me sau khi ding fexofenadine hydrochloride. Tuy
nhién, khi dung terfenadine cho phu nitr dang cho con by, fexofenadine c6 mat trong sita me. Do
a6, fexofenadine hydrochloride khéng dugc khuyén céo cho phu nit dang cho con b.

Kha ning sinh sin

Khéng c6 dir lidu trén ngudi vé anh hudng ciia fexofenadine hydrochloride ddi véi kha nang sinh
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san. O chudt, khong c6 anh huéng dén kha niang sinh san khi diéu tri bang fexofenadine
hydrochloride.

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

Duya trén dir liéu dugc luc hoc va cac phan ung khong mong mudn duge béo céo, vién nén
fexofenadine hydrochloride khong c6 kha ning gay anh hudng dén kha ning lai xe hodc van hanh
may moc.

Trong cac thir nghiém khach quan, fexofenadine hydrochloride 3 dugc chimg minh la khong co
anh huéng dang ké dén chirc ning hé than kinh trung wvong. Diéu nay c6 nghia la bénh nhan c6 thé
1ai xe hodc thyc hién cac cong viée doi hdi sy tap trung. Tuy nhién, dé xac dinh nhimg ngudi nhay
cam cd phan u'ng bat thudng véi thudc, nén kiém tra phan img ctia ho trude khi 14i xe hoac thuc
hién céc cong viéc phuc tap.

TUONG TAC, TUONG KY CUA THUOC

Fexofenadine khong trai qua qué trinh chuyén hoéa & gan va do d6 s& khong twong tac vdi cac
thudc chuyén hoa qua gan.

Fexofenadine la chat nén cua P- glycoprotem (P-gp) va polypeptide vén chuyén anion hiu co
(OATP). Sir dung ddng thoi fexofenadine véi cac chit trc ché P-gp hodc cam mg P-gp c6 thé anh
huéng dén ndng do fexofenadine. Dung ddng thoi fexofenadine hydrochloride véi cc cht irc ché
P-gp nhu erythromycin hodc ketoconazole 1am tang nong d6 fexofenadine trong huyét tuong 1én
2-3 lan. Nhirng thay dbi nay khéng lam thay ddi khoang QT va khong gia ting bét ky phan (g
khoéng mong mudn nao so vdi viéc sir dung cac thuoc don lé.

M0t nghién ciru 14m sang vé tuong tac thuc-thude cho thdy viéc dung ddng thoi apalutamide -

(mot chit cam tmg yéu P-gp) véi mot lidu dung dudng udng don liéu 30 mg fexofenadine di lam 206
giam 30% dién tich dudi duong cong (AUC) cua fexofenadine. AN
Khéng cé tuong tac giita fexofenadine va omeprazole dugc quan sat thay. Tuy nhién, viéc sir INHIE
dung thubc khang acid c6 chira nhom va magnesi hydroxyde dang gel 15 phut trude khi sir dung SMAI
fexofenadine hydrochloride lam giam sinh kha dung, rat c6 thé do lién ket trong duong tiéu ANG
héa. Nén sir dung céch nhau 2 gi¥ khi ding fexofenadine hydrochloride va thudc khang acid chira

nhom va magnesi hydroxyde. T
Tuwong ky: Do khong ¢6 cac nghién ciru vé tinh twong ky thudc, khong trén 13n thube nay véi cac 2 —d
thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Cac muc tAn suét sau ddy dugc sir dung khi ap dung: rét thuong gap (= 1/10), thuong gap (= 1/100
dén < 1/10), it gap (= 1/1000 dén < 1/100), hiém gip (> 1/10000 dén < 1/1000), rat hiém gap (<
1/10000) va chua r (khong thé wéc tinh tir cac dif lidu co san)

Trong mo6i nhom tAn sudt, cac tac dung khéng mong mudn dugc trinh bay theo mic d nghiém
trong giam dan.

O ngudi trudng thanh, cac tac dung khong mong muon dudi day da dugc bdo cao trong céc thur
nghiém 14m sang, vdi ty 1€ twong tu dugc quan sat ddi vai gia dugc:

Rai loan hé than kinh

Thuong gap: dau dau, budn ngu, chéng mit.

Réi loan mat

Chuea ré: nhin mo.

Roi loan tiéu héa

Thuong gdp: budn non.

Réi loan toan thén va tai ché dung thubc

It gdp : mét moi.

O nguoi trudng thanh, cac tac dung khong mong mudn dudi day da dugc bao céo trong qua trinh
giam sét sau khi luu hanh thudc. Tan suét 14 chura 16 (khong thé wdc tinh tir cac dif liéu c6 sin).

Réi loan hé mién dich

Phan tmg qua mén véi cac biéu hién nhu phi mach, tirc nguc, khé thd, d6 bimg va sbc phan vé
toan than.

Ri loan tdm than
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Mit ngi, cing thing, rbi loan gidc ngl hodc 4c méng/mo qua nhiéu (paroniria).

Réi loan tim

Nhip tim nhanh, d4anh tréng nguc.

Réi loan tiéu hda

Tiéu chay.

Roi loan da va mé duti da

Phat ban, may day, ngira.

Bio cdo cic tic dung khéng mong mudn

Théng bao ngay cho bac si hodc dugc si khi gip cac tac dung khong mong mudn nhr trén khi sir
dung thudc hoic bao céo cac phan \ng c6 hai cua thudc vé Trung tdm Théng tin thudc va Theo
ddi phan {mg c6 hai ctia thuéc (ADR) Quéc gia. Pia chi: 13 — 15 L& Thanh Téng, Hoan Kiém, Ha
Noi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

QUA LIEU VA CACH XU TRi

Chong mit, budn ngu, mét moi va khd miéng da dugc bao cao khi dung qua lidu fexofenadine
hydrochloride. Liéu duy nhit 1én dén 800mg va liéu lén dén 690mg x 2 lz‘m/ngay trong 1 thang
hodc 240mg x 1 lan/ngay trong 1 nim da dugc sir dung cho nhimg ngudi khée manh ma khong
ghi nhan céc tic dung khéng mong muébn dang ké nao vé mit 1am sang so véi gia dwoc. Lidu tbi
da c6 thé dung nap cia fexofenadine hydrochloride chua dugc thiét lap.

Céc bign phap tiéu chuén can dugc xem xét dé loai bo thude chwa dwoc hip thu. Nén diéu trj triéu
chimg va hd trg. Thim tach mau khong hiéu qua trong viéc loai bo fexofenadine hydrochloride ra
khoi mau.

PAC TiNH DUQC LUC HQC

Nhém dueoc Iy: Thude khang histamin ding toan than. Mad ATC: RO6AX26

Co ché hoat ddng

Fexofenadine hydrochloride 14 thudc khang histamine H, khong gy budn ngi. Fexofenadine 1a
chét chuyén hoa c6 hoat tinh duoc 1y cua terfenadine.

Hiéu qua va an toan lim sang

Cac nghién ciru vé may day va ban d6 do histamin & ngudi sau khi ding fexofenadine hydroclorid
liéu don va liéu hai 14n mdi ngay cho thiy thudc cé tac dung khéng histamin bit d4u trong vong 1
gio, dat t01 da sau 6 gio va kéo dai 24 glo Khong co bang ching ve viéc dung nap sau 28 ngay sir
dung thuoc Ngudi ta thiy ring c6 mbi quan hé giita liéu ding va dép (ng tich cuc trong khoang
liéu udng tir 10mg dén 130mg. Trong md hinh dénh gia hoat tinh khéng histamin nay, ngudi ta
théy gz‘?mg can lidu it nhét 130mg dé dat dwoc hiéu qua on dinh va duy tri trong 24 gio. Mirc d6 uc
che t6i da & ving may day va ban do trén da dat trén 80%.

Khéng c6 sy khac biét dang ké vé khoang QTc & bénh nhan viém miii di img theo mua ding
fexofenadine hydroclorid liéu t&i 240mg hai 1an mdi ngay trong 2 tudn so véi gia dugc. Tuong tu,
khong ghi nhén thay d6i dang ké nao vé khoang QTc ¢ nhimg ngudi khée manh dung
fexofenadine hydroclorid liéu t6i 60mg hai 14n m3i ngay trong 6 thang, 400mg hai 1n méi ngay
trong 6,5 ngay, va 240 mg mot 1dn mdi ngay trong 1 nam so véi gia dugc. O ndng d cao gip 32
14n so véi nong d6 diéu tri & nguoi, fexofenadine khong anh huéng dén kénh K+ chinh hru chim
dugc nhén ban tir tim nguai.

Fexofenadine hydroclorid (5-10 mg/kg dudng ubng) trc ché co thit phe quan do khang nguyén
gay ra trén chudt lang nhay cam va irc ché giai phong histamin & nong d6 cao hon lidu didu trj
(10-100 pM) tir té bao mast phiic mac.

PAC TINH DUQC PONG HQC

Hap thu

Fexofenadine hydrochloride dugc hip thu nhanh chdng vio co thé sau khi ubng, véi Toay dat dugce
khodng 1-3 gio sau khi udng. Gia tri Cy trung binh khoang 494 ng/ml sau khi dung liéu 180mg
mét 1an mbi ngay.

Phan bo )

Fexofenadine gin két véi protein huyét trong khoang 60-70%.

Chuyén héa va thai trir
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Fexofenadine trai qua qua trinh chuyén héa khong dang ké (qua gan hodc khong qua gan), vi day
la hop chit chinh duy nhit dugc tim thdy trong nuéc tiéu va phén cua dong vét va con
ngudi. Nong do trong huyét tuong cua fexofenadine giam theo cAp sé nhan véi thoi gian ban thai
pha cudi dao dong tir 1 1 dén 15 gior sau khi dung nhiéu lidu. Dugc dong hoc liéu don va da liéu
cia fexofenadine la tuyén tinh véi liéu uéng 1én dén 120 mg hai lin mdi ngay. Liéu 240 mg hai
lan mdi ngay, dién tich dudi duomg cong & trang thai On dinh tang nhe hon muc tuong ng
(8,8%), cho thay dugc dong hoc cua fexofenadine gan nhu tuyén tinh & trong khoang lidu tir 40mg
dén 240 mg mdi ngay. Con dudng thai trir chu yeu dugc cho 1a qua bai tiét mat, trong khi co t6i
10% liéu L ding duoc thai trir dudi dang khong d6i qua nudc tiéu.

QUY CACH PONG GOI: Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN: Béo quén noi khd mat, nhiét d§ dusi 30 °C, tranh énh sang.

TIEU CHUAN CHAT LUQNG CUA THUOC: USP.

HAN DUNG: 24 thang ké tir ngay san xuét.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

AUROCHEM PHARMACEUTICALS (INDIA) PVT. LTD.

Dia chi: Plot No. 58, Palghar Taluka Ind. Co-Op. Estate Ltd Boisar Road, Tal. Palghar, Thane
401404 Maharashtra State, India (An D).
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