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FEXOCINCO

‘exofenadin hydroclorid 6 mg/ml.)
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Tén thuoc

FEXOCINCO

Céc dau hiéu lwu ¥ va khuyén ¢io khi dung thude
Doc k¥ hudng dan sir dung truéde khi dung.

Dé xa tAm tay tré em.

Khong dugc ti€ém

Lic ky trude khi st dung

Thanh phén cong thire thude
M&i mL chira:
Hoat chdt: Fexofenadin hydroclorid ..................ccceeee..e. 6 mg

Ta diroc khdc: Propylen glycol, natri edetat, propylparaben, methylparaben, gém xanthan,
hén hop cellulose vi tinh thé va natri carmellose, titan dioxyd, natri hydrophosphat
heptahydrat, natri dihydrophosphat monohydrat, dudng kinh, sucralose, huong hoa qua,
nuGe tinh khiét.

2\ A
Dang bao che
Hén dich udng

Hén dich sanh, hwong thom, ¢6 vi ngot, dong nhat sau khi lic.

Chi dinh

Fexofenadin dwoc chi dinh dung diéu tr1 tri€u chirng trong viém miii di img theo mua, may
day man tinh v cén.

Viem miii dj irng theo mia

Giam cac triéu chirng lién quan dén viém miii di (g theo mia & tré em tir 2 dén 11 tudi
nhu la hat hoi, chay nuée miii, ngira miii hodc vom hong, ngira hodc chay nude mat, do
mat.
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My day man tinh vé can

Diéu tri cac biéu hién da khong bién chimg cua tri¢u chimg ngira man tinh & tré em tir 6
thang tuodi tro 1€n.

Cach ding, li¢u dimg

+ Liéu dimg:

Viém miii dj irng theo mia

Tré em tir 2 dén 11 twdi: Udng lidu 5 mL/lan, ngay 2 lan,

Ngudi 1on va tré¢ em 12 tudi trd 1én: Udng lidu 10 mL/lan, ngay 2 lan.
V&i bénh nhan suy thin: Liéu giam mot nira.

May day man tinh vé cin

Tré em tir 6 thang dén duéi 2 tudi: Ubng liéu 2,5mL/ lan, ngay 2 lan.
Tré em tir 2 dén 11 wdi: Ubng lidu 5 mL/Ian, ngay 2 lan.

Nguoi lon va tré em 12 tudi tré 1én: Udng lidu 10mL/1an, ngay 2 lan.
Véi bénh nhan suy than: Liéu giam mot nira.

+ Cach dung:

Lic déu trude khi stir dung, khéng uong véi nude hoa qua.

V6i timg bénh nhan va theo timg liéu dung, nén chon quy cach déng goi cho phur hop:

* V§i quy cach dong goi da liéu (chai): Sir dung coc dong chia vach dé co thé lay duoc
dung lrong thudc twong tng véi licu can sir dung.

* Vi quy cach dong goi don lieu (6ng): Moi ong trong (mg véi mot liew/ mot lan dung.
Néu cén chia liéu, phai dung dung cu chia li€u (nhu coc dong ¢6 vach chia hodce xi lanh dé
c6 thé lay duge ding lugng thude twong (g voi licu can st dung), phan thude con lai nén
bo.

Chdng chi dinh

Bénh nhan ¢6 tién str di ing véi bat ky thanh phin nao cua thudc.

Canh bdo va thin trong khi sir dung thude

Cin than trong va di¢u chinh liéu thich hgp khi dung thude cho ngudi ¢6 chirc nang than
suy giam vi ndng dd thudc trong huyét trong ting do nira doi thai trir kéo dai. Can thin
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trong khi dung thudc cho nguoi cao tudi (trén 65 tudi) thudong cd suy giam sinh ly chirc
nang than.

D4 an toan va tinh hi¢u qua cta thudc ¢ tré em duéi 6 thang (uoéi chua xac dinh dugce.

Can ngurng fexofenadin it nhat 24 - 48 gio trde khi tién hanh cac thir nghiém khang nguyén
tiém trong da.

Tuy fexofenadin it gay budn ngu, nhung van can thin trong khi lai xe hoac di€u khién may
moée doi hoi phai tinh téo.

Dung fexofenadin lam bénh viy nén niing lén.

Canh bdo ta dirge: Thuoc cé chira methylparaben, propylparaben, cé thé gy ra cac phan
tng di tng (c6 thé xay ra cham).

Sit dung thuodce cho phu ni¥ ¢6 thai va cho con bu
Phy niv co thai

Do chua c¢6 nghién ctru day du trén nguoi mang thai, nén chi dung fexofenadin cho phy niv

N\

mang thai khi lgi ich cho me vuot tri nguy co dbi véi thai nhi. 0/19’
Phu nit dang nudi con b(fng sita me ;g’:
Khong 13 thude ¢6 bai tiét qua sita hay khong du rang chua thiy tac dung khéng mong mudn HA
¢ tré¢ so sinh khi ba me cho con bu dung fexofenadin, vi viy can thin trong khi dung o
fexofenadin cho phuy niv dang cho con bu. i’f{

T - - A A P v , A ‘ r r
Anh hwong ciia thudc 1€n kha nang lii xe, viin hanh may méce

Tuy fexofenadin it gdy budn ngu, nhung van céan thin trong khi lai xe hodc di¢u khién may
moc doi hoi phai tinh tao.

Twong tac, twong ky ciia thudc

Nong d¢ fexofenadin c6 thé bi ting do erythromycin, ketoconazol, verapamin, cic chat e ché
p-glycoprotein.

Erythromycin va ketoconazol lam tang n(‘”)ng dod fexofenadin trong llll}’él trong nhung khong
lam thay doi khoang QT. Co ché cua twong tac nay da duoc danh gia wén in vitro, in situ, va
in vivo. Nhitng nghién ctru chi ra l'fmg, str dung, dong thoi thude véi erythromyein hodc
ketoconazol lam ting cudng hip thu fexofenadin qua da day-rudt. Sy gia ting nay ¢6 thé 1a do
hiéu trng lién quan dén vin chuyén nhu p-glycoprotein. Nghién ciru in vivo trén dong vt con
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chi ra rang, ngoai viéc tang cuong hap thu, ketoconazol lam giam tiét fexofenadin qua duong
ticu hoa, trong khi erythromycin cting ¢6 the lam giam bai tiét thude qua dudong mat.

Khong dung dong thoi fexofenadin véi cac thude khang acid chira nhom, magnesi vi s€ lam
giam hap thu fexofenadin.

Nude trai cdy nhu budi, cam va tao ¢6 the lam giam sinh kha dung cta thudce Ién 6 36 %. Vi
viy, nén tranh sir dung thudc cuing nude hoa qua.

,

Fexofenadin ¢6 the lam tdng nong do con, cac chét an than hé than kinh trung wong, cac chat
khang cholinergic.

Fexofenadin c¢6 thé lam gidm nong dd cac chét e ché acetylcholinesterase (trung tam),
betahistin.

Fexofenadin ¢6 thé bi gidm nong dd bdi cac chat (e che acetylcholinesterase (trung tam),
amphetamin, cac chat khang acid, nuée ép budi, rifampin.

Téac dung khéong mong mudn ciia thube

Nhirng thuit ngit sau diy duge dung dé phén loai cac phan g bt loi dya trén tan suat:
Rat thudng gip: > 1/10;

Thwong gap: = 1/100 va < 1/10;

it gap: > 171000 va < 1/100;

Hiém gip: > 1/10000 va < 1/1000

RAt hiém gap: <1/10000

Trong cac nghién clru 1am sang c6 ki€m soat, ti 1€ gip tac dung khong mong mudn ¢ nhom
nguoi bénh dung fexofenadin twong tw nhom dung placebo. Cac tac dyng khéng mong
muon cua thuoc khdng bi anh hudng boi liéu dung, tudi, gidi va ching tdc ciia bénh nhén.

Thirong gdp, ADR >1/100
Than kinh: Buén ngu, mét moi, dau dau, mét ngu, chong mat.
Tiéu hoa: Buon ndn, kho tiéu.

Khac: Nhiém virus (cam, ciim), dau bung kinh, nhiém khuéin hd hap trén, ngira hong, ho,
sot, viém tai gitra, viém xoang, dau lung.

It gap, 171000 < ADR <1/100
Than kinh: S¢ hai, r6i loan gidc ngh, ac mong.

Tiéu hoa: Khoé miéng, dau bung.
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Hiém gép, ADR < 1/1000

Da: Ban, may day, ngira.

Phan (mg qua man: Phi mach, tire ngwe, khé the, do bung, choang phan vé.
Thong bdao ngay cho bidc sy hodic dwgc sy

khi gap phii cdac tac dung khong mong muon ciia thuac.

Qua liéu va cach xir tri

Thong tin v€ dgc tinh cap cua fexofenadin con han ché. Tuy nhién, budn ngu, chéng mit,
khé miéng da dugce bao cao.

Xt tri: Str dung cac bi€n phap thoéng thudng d€ loai bo phéan thuoce con chua dwoe hap thu
¢ ong tiéu hoa. Dicu tri ho trg va dicu tri tri¢u chirg.

Tham phan mau lam giam nong d§ thudc trong mau khong dang ké (1,7%). Khong ¢é thude
giai dgc dac higu.

Trong trudng hop qua li€u, tim ngay dén sy trg gitp cla y €. Chiam soéc y (€ ngay rit can
thiét cho nguoi 16n ciing nhu tré em ngay ca khi ban khong nhan thay bat ky dau hiéu hodc
tri¢u chirng.

Piic tinh dwoe lye hoe

Nhom duoc ly: Thude khang histamin tac dung toan thin
Ma ATC: RO6AX26

Co ché:

Fexofenadin la thudc khéng histamin thé hé hai, c6 tac dung ddi khang dic hiéu va chon
loc trén thu thé H1 ngoai vi. Thude 1a mot chit chuyén hoa c¢6 hoat tinh cua terfenadin,
ciing canh tranh vai histamin tai cac thy thé 11 ¢ duodng ti€u hoa, mach mau va dudng ho
hﬁp, nhung khong con doc tinh ddi véi tim do khéng tic ché kénh kali lién quan dén sir tai
cyuc té bao co tim. Fexofenadin khong cé tac dung dang ké ddi khang acetylcholin, déi
khang dopamin va khéng ¢é tac dung trc ché thy thé alpha hodic beta adrenergic. O lidu
diéu tri, thudc khong gay ngti hay anh huéng dén than kinh trung wong. Thudc ¢6 tac dyng
nhanh va kéo dai do thude gin cham vao thu thé H1, tao thanh phirc hop bén vitng va tach
ra chim.
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Dic tinh dwoe dong hoce

Dugc dong hoc cua fexofenadin hydrochlorid & nhitng ngudi bi viém mii di ing theo mua
va nhirng ngudi bi n6i may day man tinh twong ty nhw nhirng ngurai khoé manh.

Hcfp thu:

Mot lidu 5 mL hdn dich uéng chira 30 mg fexofenadin hydrochlorid trong duong sinh hoc
v6i mét lidu 30 mg dang thude vién nén. Sau khi udng lidu 30 mg hdn dich udng cho nguoi
16n khoe manh, ndng do dinh trong huyél trong trung binh (Cpax) 18 118,0 ng/ mL tai thoi
diém khoang 1,0 gid. Thirc An giau chat béo lam giam dién tich dudi dudng cong (AUC)
va nong do dinh trong huyét twong (Cumax) khodng 30% va 47%, twong (g trong cac ddi
trong nguoi 1on khoe manh

Phdn bé:

Ti 1& lién két vai protein huyét tuong cua thude 1a 60 - 70%, chu yéu véi albumin va alphal -
acid glycoprotein. Khong 15 thude ¢6 qua nhau thai hogc bai tiét vio sita me hay khong,
nhung khi duing terfenadin da phat hién duoc fexofenadin la chit chuyén hoa cua terfenadin
trong stta me¢. Fexofenadin khong qua hang rao mau —néo.

Chuyén hoa:
Khoang 5% tong liéu fexofenadin hydrochlorid dugc chuyén héa qua gan.
Thai trir:

Thai gian ban hity trung binh cuia fexofenadin 13 14,4 gio. Thudce thai trir cha yéu qua phan
(x?'lp xi 80%) va nude tiéu (11 — 12%) dudi dang khéng doi.

Duge dong hoc & nhdom doi tuong dic biét

Bi suy giam chire nang than:
Thanh thai creatinin 41 — 80 ml/phut: Nong dg dinh cao hon 87%, nira doi thai trir dai hon
59%.

Thanh thai creatinin 11 — 40 ml/phut: Nong do dinh cao hon 111%, nira doi thai telr dai
hon 72%.

Thanh thai creatinin <10 ml/phut (& nguoi dang thye hién tham phan): ndng do dinh cao
hon 82% va nira doi thai trir dai hon 31% so véi nguoi khde manh.,

Suy gan: Dugce dong hoc cua fexofenadin ¢ nhitng bénh nhén bi bénh gan khong khac biét
dang ké so vGi quan sat thay ¢ nhitng nguoi khoe manh.

Doi tirgng ngurdi cao tudi: O nhitng nguoi cao tudi (> 65 tudi), ndong dd dinh fexofenadin
trong huyét tuwong la cao hon 99% so véi nhitng nguoi (ré hon (<65 tuoi). Thoi gian ban
thai trung binh cting tvong (v nhu thoi gian ban huy cna nguoi tré,
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Poi firong tré em. Mot phan tich duge dong hoc duge thue hién véi di liéu (i 77 dbi tugng
tré em (6 thang dén 12 tudi) bi viém mii di ing va 136 nguoi 16n. Thanh thai trung binh
ciia fexofenadin & tré em tir 6 dén 12 tudi (n = 14) va tir 2 dén 5 wdi (n = 21) thép hon 44%
va 36% so véi dbi tuong ngudi 16n.

Dung liéu fexofenadin hydrochlorid 15 mg cho tré tir 6 thang dén dudi 2 tudi va dung lidu
30 mg doi véi tré em r 2 dén 11 tudi la twong dwong véi licu 60 mg cho ngudi 16n.

Anh lueéng ciia gidi tinh: Trong mét so thir nghiém, khdng c6 su khac biét dang ké vé mit
lam sang vé gidi duge quan sat thay trong duge dong hoc cua fexofenadin.

Quy cach dong goi
Hop 1 lo x 60 mL, kém cdc dong chia vach 1,25 mL.

Hop 10, 20, 30, 40 éng x 10 mL.

A oA > P \ o A A > A
Diéu kién biao quin, han ding, tiéu chuan chit lwgng ciia thuoc
Bao quan
Noi khé rdo, tranh anh sang, nhiét do duéi 30°C.

D¢ xa tam tay tr¢ em.

Han diing

24 thang ké tir ngay san xudt. 24 ngay ké tir khi ma nép.

KHONG DUNG THUOC KHI QUA HAN SU DUNG IN TREN BAO Bi
Tiéu chuan chat hrong ciia thudc

TCCS

Tén, dia chi co' s san xuat
CONG TY CP DUQC VAT TU' Y TE HA NAM
Cum CN Hoang Dong, phuong Hoa thi xa Duy Tién, tinh Ha Nam
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