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Faxotenadin hydroclorid § mg/tml

Hén dich udng

WHO - GMP

SBK:

MAU HOP

CONG THUC: M&i Iy 60 mi chira:
Fexofenadin hydrociond... 360 mg

Thduwre vira 80 ......ocoovvon &0 mi
CHIDINH:

Fexofenadin dugc chi dinh ding
@by tri tiéu chimg trong vidm mii
dj (rng theo mda, miy day man tinh
vo can.

CHONG CHI BINH:

Qué mln v fexolenadin v chc
thinh phdin khic cia thude,

LAC K¥ TRUGC KHIDUNG

BAO QUAN: Nai khd, nhidt 86 dudi
30°C, trdnh dnh sing.
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NG 2 & chai e khi wéng

- i o theo mia:
Aeden(2 - 11 tubs: 5 mi (01 thia) x 2
My 16m v tr em 12 tubi s
10 mi (02 thim) x 2 1

Viér b nhan suy than: Libu gidm
"&“’S‘ tinh

- y g Lith:

Tids @m br 6 thing adn durdd 2 udi
2.5mi (172 thia) x 2 n/ ngdy

T om 2= 11 tudic 5 mi (01 thia)x 2

Win/ ngdy

Magurdn ki vib e e 12 tudi trér ln
10 mil (02 thia) x 2 thn/ngdy.

\éri bnh nhdin suy thin: b gidm
it nira.

Taéc dyng khéng mong mudn,
Tueng téc vai thudc khéc, Thin
trong vi cac théng tin khac:

Xin doc trong 18 hutng din s
dng b trong hip.

BE A TAM TAY CUA TRE EM
BOC KY HUGNG DAN SU DYNG
TRUGC KHI DUNG
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MAU NHAN DAN TREN LO

Hon dich udng
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& X1 doc brong 10 hutfng dén 52 dung bébn trong Rrair <

Fexofenadin hydroclorid 6 mg/imi P S O NaTUNG -
BAO QUAN: Noi khd, nhidt 80 outi 30°C trash dnh sang. =~ — 7~ -

WHO - GMP of XA TAMTAY CUA TRE EM
BOC KY HUONG DAN SUDUNG TRUGC KHI DUNG

CTCP DUGC PHAM TRUNG UONG 2
S Brﬁmrm-omm1m~mm-mm

DT: 04.39715439 FAX: 04.38211815
Sdn nsi tmi: CTCP DUGC PHAM TRUNG UONG 2
— L6 27, KON Quang Minh - Mé Linh - Ha NOI - Viét Nam
BT 04397168291 FAX: D4 35251484
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€ xA TAM TAY cUA TRE EM ]
BOC K HUONG DAN 8 DYNG TRUSC Kl DUNG lm'GMP!
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN COA BAC ST =

H&n dich udng

K_XOFANINE

TRINH BAY: Hap 1o 60m!,

CONG THUC: M3 o 80 ml chira::

(T4 duge ghm: Sucrose, sorbitol, propylen glyes!, dinatri edetat,

poloxamer, xanthan gum, methylparaben, propylparaben, dinatr

hydrophesphat, natn dihydrophosphat, simethicon emulsion, natri

saccarin, titan dioxyd, huong phic bn tir, nude tinh khidt)

DUGC LYJC HOC: T

Faxofenadin 14 chit chuyln héa ciia terfenadin, 14 chit khing histamin cf

téc dyng d4i khing chon loc & thy thé H, ngoai bién. Fexofenadin (rc ché sy

co thilt phél quén do khéng nguyén gay ndn & chudt lang nhay cém va o

ché phéng thich histamin tir dudng béo mang bung. Tﬂndﬁaﬂtml

nghidm, khiing thy tic dung khéng cholinergic hodic e ché thy thé alpha -

adrenergic. O libu didu trf, thudc khdng gdy ngd hay dnh hudng dén thin

kinh trung wong. Thudc cb tic nhanh va kéo dii do thudc gin chidm

viiothy thé H,, tao thiinh phirc hgp bén vimg va téch ra chim.

DUDC BONG HOC:

Hép thu; Sau khi ubng mdt ibu 30 mg hBn dich ubng, Cmax dat 118

nanogam / mil trong khedng 1 gid, Diing thudc cing véi bira &n nhidu chit

béo, AUC va Cmax gidm khodng 30% va 47%.

Phan bé: T1 18 lin kit véi protein huybt twong cia thube 1a 60 - 70%, chi

ybu 13 v&i albumin va alpha, - acid glycoprotein. Fexofenadin khéng qua

héing o méu - nio.

Chuydn héa: Xdp d 5% libu dimg cla thube duge chuybn hod.

Khodng 0,5 - 1,5% dugc chuyén hod & gan nhér hié enzym cytochrom P450

thanh chit khéng cb hoattinh, 3,5% duge chuyén hod thanh din chitester

methyl, chil yéu nhé b vi khudin rudt

Thii trir; Nira @i thi trir clia fexofenadin khodng 14,4 gitr sau khi ding lidu

&0 mg, 21An/ ngay. mﬂcﬂhﬁ:hﬁyiuqupﬂrﬁpﬂﬂ}%}Jﬂ%lﬂu

diing Gugc théi trir qua nurdre tibu dundr dang khiing ddi.

©éi véri bénh nhan suy thin: Gia trj nbng d8 dinh trong huybt tireng va théi

gian ban thii clia Fexofenadin hydroclorid dbu iém hon so véi ngudi khoe

manh.

CHI BINH:

Fexofenadin dugre chi dinh ding didu tr wridu chirng trong vidm mdi di (g

theo mia, may day man tinh wb cin.

LIEU LUONG - CACH DUNG: Léc ky chal tnsde khi uéng.

= Vidm mii df theo mia:

Tréem 2-11 twdi: 5 mi (01 thia) x 2liningdy.

Nourivi 16 véa tré em 12 tudi trdr 18n; 10 mi (02 thia) x 2 Bringdy.

Uﬁiﬂmmﬂnﬁmzlﬂugﬁmnﬂnﬁ:.

- Mdy day man tinh:

Tré emtir 6 thang 8bn dudri 2 tudi: 2.5 mi (172 thia) x 2 iningay

Tréam 2-11 tudi: 5mi (01 thia) x 2idn/ ngay /

Ngurri Iém v tré ern 12 twdi rd lén: 10 mi (02 thia) x 2 iningay.

Vﬁ;r:rt;ﬂinmiﬁn:ﬂlu#mnﬂinh_

CH CHI BINH:

umﬂméihmﬁmdq in vé céc thanh phiin khic cla thube,

mmuﬁmnhydmrﬁm nyth in hodic ke
X0 enythromycin

tam ting nding a8 fexofenadin trong huyét tirong, tuy nhidn sy

khéng dura dén dnh hudng trén khodng QT.

Cdc thude khdng acid chira nhém vh magnesi lam gidm sinh khi

Fexofenadin.
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THAN TRONG:

- Tuy thudc khéng cb dic tinh trén tim nhur terfenadin, nhung viin cin thin

trong theo d&i khi ding fexofenadin cho ngudi di ob nguy co tim mach hodc

44 o khodng QT kéo dii tir tnrére,

- Glin khuydn nguér bdnh khing ty ding thém thubc khéng histamin nio

khéc khidang sir dung fexcfenadin,

- Céin thin trong va didu chinh lidu thich hap khi ding thube cho ngudi cé

chire ndng thiin b suy gidm vi ndng 4 thubc trong turong ting do nira

d&i thai tnir kéo dai. Thiin trong khi diing thude cho ngudr cao twdi (trén &5

tudi) thurdmg o suy gidm chire néing thin.

- Hibu qua va an toan ciia fexofenadin hydrodlorid chura dugc thibtip & tré

em <2 tudi trong didu trj viém mai di img theo mda va & tré em < 6 thang tudi

trong dibu tri may day man tinh v ciin.

- Cdin ngirng ding fexofanadin it nhét 24 - 28 giér trurére khi tidn hanh cac thir

nghi&m khang nguyén tiém trong da.

TAC DUNG KHONG MONG MUGN:

Tén sb va mirc 48 trdm trong cia céc phin (ng phy cla Fexofenadin

hymuoridwﬂnhvﬂiﬁidwchmmdumﬂ

Tée dung phy thudrng gép: Nhire ddu (> 3%), ngl, chéng matva budn

ndn (1-3%).

Céc te dyng phy duge bdo cdo vii t M <1% bao gbm: mét mdl, mit ngd,

qmm.ﬂnﬁkmﬂ.hw.

Hiém gap: chimg phét ban, ndi t&nﬂ:vﬂpﬁnﬁmmﬂnﬂnnﬁu

phlimach, cimg ngyre, khé thé, 36 va sbc phén vé toan than.

THONG BAO CHO BAC STNHUNG TAC DUNG KHONG MONG MUON

GAP PHAI KHI SUDUNG THUSC,

s DYNG CHO PHY NU O THAI VA CHO CON BU:

Vin chua cb nhirng nghién ciru ddy dl va dugc kidm sodt vé vide ding

fexofenadin nén chi dung fexofenadin cho phy nir mang thai khi lgri ich cho

mg vugrt tri nguy co dbi véi thai nhi.

Khing ré thubc cé bai tidt qua stra hay khéng, vi vily cin thin trong khi ding

fexofenadin cho phy nir dang cho con bu.

TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC:

Cin oir viio djc tinh duge lyc hec va bdo cdo vl céc phin (mg phy thi

fexofenadin hydroclorid Itcd khé nding &nh hurdng 8n kha ndng 14i xe v sir

dyng may moc. Nhirng thir nghiém khdch quan cho thily fexofenadin khéing

b nhimg dnh hurdng ding Eunmmmﬁuﬁnmnmm_

Didu ndy ¢ nghla k& binh nhan c6 thé ki xe va lAm cic cong visc ddi hdi

t4p trung. Tuy nhidn, dé hin nhimg nguéi mn cim, c6 phin img
véri thude nén kidm tra cdc phdn img cé nhin tnrée khi i xe hodc

thic hién cdic cdng viée phirc tap. = "

QUA LIEU VA CACH XUf TRI: . ~ 0

cwtmnmﬁﬂmmmummmmnhmm g€

qui fbu fexofenadin hydrochlord. Dﬁngliiuduynlitmn'ruh

fexofenadin hydrochlorid (& 6 nguéi khoe manh), va libu 890 mg hai Bn mai

ngay trong 1 thang (& 3 ngudi khde manh) hoac 240 mg mli ngay médt in ] |

mw:f1nirn{&mruu¢ihﬁl manh) khing co cacticdyng phy 46

déng ki vé mitlam siing so véri gid duge. gL S

Trong truémg hop lidu, diing nhirmg bién phdp co by

thubc chura duge hip thu, Ngodi ra, clin didu tr tridu cho

o,
BAO QUAN: Noi khs, nhiét 3 duti 30°C, trdnh nh sang.
HAN DUNG: 24 thang ké 1 ngay sén xut

Khéing ding qué thai han ghi trén bao bi .
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