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Box of 02 blister x 10 tablet 

Each film coated tablet contains 5 mg of daslt di 
Exciplents: Titanium dioxide (E171), yellow iron oxide 

(E172) and indigo carmine lake (E132) as coloring agents. 
Store below 30°C, in its own pack. 
Keep out of the reach and sight of children. 
Consult your doctor if you notice an undesirable effect. 
See leaflet before use, 1
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Sold with medical prescription. 

KHANG HISTAMIN _ 
KHONG GAY BUON NgU | 

Ri muéc ké don 

Lordes 5.. 
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Desloratadine 5 mg 

Hép 02 vi x 10 viên 

Lordes 5mg FILM COATED TABLET I0] Lordes 3mg FILM COATED TABLET 

Desloratadine NOBEL Desloratadine 

Manufactured in Turkey by: NOBEL ILAC SANAYIIVE TICARET A.S. Manufactured in Turkey by: NOBEL ILAC SANAYIIVE TICARET AS. 
NOBEL 

B Each film coated tablet contains 5 mg of desloratadine. k Each film coated tablet contains 5 mg of desloratadine. 

NOBEL 

Batch No: Mig. Date: Exp. Date: Batch No: Mfg. Date: Exp. Date: 
ddimmlyyyy ddimmyyyy ddimmlyyyy ddimmiyyyy 

Lordes 5mg FILM COATED TABLET I0] Lordes 51mg, FILM COATED TABLET 
Desloratadine NOBEL Desloratadine 

Manufactured in Turkey by; NOBEL ILAC SANAYIIVE TICARET A.S, Manufactured in Turkey by; NOBEL ILAC SANAYIIVE TICARET A.S. ` 
Each film coated tablet contains 5 mg of desloratadine, B Each film coated tablet contains 5 mg of desloratadine. 

Batch No: Mfg. Date: Exp. Date; Batch No: Mfg. Date: Exp. Date: 

dd/mmiyyyy ddimmiyyyy ddimmlyyyy ddimmiyyyy 
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LORDES 5 mg FILM COATBD TABLET
(Vi0n n6n bao phim desloratadin 5 mg)

cAc uAu Hryu LuU V vA xrrurnN cAo KHr DrrNG rrru6c:
Dq" ty hudng ddn s* dqng *tdc khi dilng
D€ xa tdm tov trd em

ltdng bd9 igay cho bdc si hodc drqc sT nhihng tdc dqng hh6ng mong mu6n grtp phdi khi sft
dung th*ic

THAIIH PIIAN cONG TIffc TIIU6c:
Irrt6i vi6n q6n bao phim c6 chrla:
Thanhphiin hoat cfuit: Desloratadin .................5 mg
Thdnhpkdn td du.oc: calci hydro phosphat phosphat dihydrat), cellulose vi tinh
thc PH 102, tinh bQt ng6, talc, tri duo.c (opad.y II Blue g5F2057s) (chria
qglwinvl alcohol, polyethylene glycol (E 1451), titanium dioxide 1b tzt;, talc (E 553bi, FD &
C Blue #2 Aluminium Lake (E 132), iron oxide yellow (E 172)).

DANG nAO Cnn
vi6n n6n bao phim mdu xanh da hoi, hinh trdn, khfc logo Nobel d mQt m{t

cni oprn:
Desloratadin tluo. c chi dinh d nguoi lon vd thanh thi6u ni€n tu 12 tu6i trd l6n tl€ gi6m c6c tri6u
chimg sau:
- Vigm mfli di img
- Md <lay

LNU DUNG vA cAcn uirNG:
Li€u dirng:
Ngudi lonvdthanhthiduniAn firin I2 tu6i)
LiCu dA nghi cria desloratadin ld mQt vi6n n6n mQt ngdy.

c (triQu chfng xu6t hien ft hon 4 ngdy trong m6t

Ddi voi ni em
C6c thri nghiQm ltu t"q ue Y"dpng cua thu(5c desloratadin h€n tr6 em thanh thi6u ni€n trong
d0 tu6i tir 12 <tiin 17 cdn han chti. -
D0 an toan vd tic dgng cria vi€n n6n bao phim desloratadin 5 mg d ff6 em duor 12 tu6i chua
tlu-o. c tlAm bdo. C6c dii liQu cq th€ vhn chuailuo. c nghi€n crlu.
Cich dirng:
Vi6n n6n ding th
C6 the uting thuti i no.

CIIONG Cni OAIH:
M6n cdm voi desloratadin, v6i Uft ty thdnh phdn ndo cta thu6c ho4c voi loratadin.

CANH BAo VA TI{AN TRo. NG KHI DIING TIIUoC:
Trong truong hgrp suy thfn n{ng, desloratadin n6n tlugc sr? dr,rng crin ttran.

th$n trqng bi ttOr-rg kinh, vd chri yi5u
kinh khi d c6 th€ xem xdt ngrmg sti

enh nhen b
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srl DUNG TTruOc cHo pHU wrf co rHAr vA cHo con nu:
Phy nfr cd thai

g thai nOn h4n chtl st dung thui5c desloratadin
trong su6t thai kj..
Phqt nft cho con bfi

9 d nhfrng phq nt ttang nu6i tr6 so sinh/tre nh6 bing
6c dgng cria desloratadin tr€n hd so sinh/tr€ nh6 v6n
con bri haykh6ng tit5p qrc/tnlnh sri dlmg desloratadin

phg thuQc vdo lo. i ich cria viQc cho con bri vd loi ich tli6u tri.
Khd ndng sinh sdn
Khdng c6 sEn dfr IiQu vd t<ta ndng sinh san cria nam vd nt.

ANH riltoNc cirA THUoc r,tN rcrA NANG LAr xE, vAN HANH vrAv u6cs:

[foNG TAc, Trtof{c Ky cuA rsu6c:
Kh6-ng quan sit th6y tuong t6c c6f ngtfialAm sang khi dr)ng kiit trqrp vidn n€n desloratadin v6i
erythromycin ho4c ketoconazol hong c6c thr? nghiQm l6m sang.
Vbi nd em
c6c nghi€n crfu vA tuong tric thu6c. chi rluo. c thgc hiQn t,6n ngudi lon.
Trgng mQt thri nghiQm ldm sdng vd du-o. c ddng hgc, desloratadin khi u6ng cing v6i rugu kh6ng
c6 hiQu qu6 ldm gi6m nhiOn, c6c trudng hqp kh6!g dung npp vd ngo t1oc
rugu tlfl du-o. c b6o c6o dgng sau khi luu hdnh thu6c. Vi lC d6;n6n firuy6n
c6o khi dirng desloratadin cirng voi ruou.

TAc Dlrr\rc rcrONc MoNG vru6x ct^l ruuoc:
TOm tit hd scran toin

img vd chr?ng mdy day
kh6ng mong muSn cria
td bdng gi6 du-o. c. Tfc

ld mQt mbi (l,2Yo), kh6 midng (O,tyd) vd ilau

D6i tnqng tr6 em 
m ldm sang v6i 57g bQnh nh6n 12 d€n r
ld nhfc dAu; diAu ndy xiy ra d 5 6u tri v6i

6,9Yob5.rrhnhdn dDng gi6 duo. c.
fln lo4i vd
ct0,a c6ctt ldm sang tlugc on nh6m dl)ngvitcfictdrc v6n dugc b6o oi gian sau kh-i

bang sau.
bitin (> l/100 d6n.<l/10), kh6ng ph6 bi6n (> 1

<1 / 1.000), rlit trii5m gap (<l I fb.OOO) vd chua

'ffi,,6^
i,icH ilHl

nor rtt
Duqc

vtE'
,,,b
N
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Phfln lo4i hQ th6ng ca
quan

TAn suflt Tic dgng kh6ng mong mu6n cfra Desloratadin

ROi loan tfim thf,n Rdt hi€m sdp 4.o siSc
Rdi lo4n hQ thin kinh ?h6 bi€n

t6t hii5m gpp
Dau tlZiu

FIoa m6t, tinh trpng ngu lo mq pAt ngra vgn tlQng

hen kinh qu6 mfc, tl0ng kinh
R6i loln tim mgch Rdt hi6m g4p Nhip tim nhanh, tfrffi fr6ng nglrc

Khoine OT k6o dai
ROi lop tludtng ti0u hod Ph6 bi€n

n6t hitim san
Kh6 miQng
Dau bune. bu6n n6n. ndn. kh6 ti€u. ti€u chiv

ROi logn gan m$t Rdt hi€m gflp
lhuarO

Jnzymcria gan vd nOng ttQ bilirubin ting, bQnh vi€n
ran Jamdice

Rdi lo4n mO da vir md
lucli da

lhuarO Nh4y cam 6nh s6ng

ROi lo4n mO coxuongvir
m0liGn k6t

Rdt hi€m gflp Dau co

ROi lo4n chung Phd bi€n
r6t hi6m g6p
lhua rd

MQtm6i
Phan rmg qurim6n (nhu qulmln, phir m4ch, kh6
hO. nefa phdt ban vd ndi me dav). hen suy6n

trd emDAt Mo. ng tre em
C6c phan img khdng mong mu5n khfc cluo. c biio c6o trong su5t thoi gian sau khi tlua ra th! trudng
e benh nhi voi ten suAt khdng rd bao g6m k6o ddi khoing QT, loan nhfp tim, vd chdm nhlp tim.

euA Ldu vA cAcH xUTRi:
Tdc dpng kh6ng mong mu6n li6n quan <I6n viQc stl dUng qu.{ lidu, quan srit duo. c trong quri trinh
srl dgng sau khi luu hanh thuiSc tr6n thi truong ld tuong tu nhu voi li6u gidu tri, nhung d mrlc dQ

inh hudng cao hon.
TriQu chtfrng
Dga vdo mQt thri nghiQm lim sang da liAu, trong d6 c6 sir dgng 45 mg desloratadin (giLp9 Dn so
voi li6u ldm sang), khdng gdy rulic dgng li6n quan trdn l6m sdng.
Di6u tri
Trong fiudng hqrp qu6 lidu, hfly cdn nhfc c6c biQn phrip chu6n tI6 loAi b6 hopt ch6t chua tlu-o. c
h6p thU. Khuy6n s6o diCu tri triey churlS vd h6 trq.
Desloratadin khdng bi loai tru bdng thdm tdch m6u, kh6ng bi6t rO ld co tluo. c lo4i b6 b[ng thdm
phdn phric m4c khdng.
T16 em
T6c dgng kh6ng mong muOn li€n quan d6n vi€c sri dgng qu.{ li€u, quan s6t duo. c trong quf trinh
sri dgng sau khi luu hanh thu6c tr€n th! truong ld tuong tU nhu vdi liOu tlidu tri, nhmg d mrtc tIQ
anh huong cao hon.

DAc TINH D[IO. c.Lr/c rrec:-
Nh6m duo;c li: thutlc l'hang histamin-thuOc 06i kh6ng Hl.
Mfl ATC: R06A X27
Ccr ch6 tfc dgng
Desloratadin ld thu6c O6i rurang histamin tic dgng k6o ddi, khdng gdy budn ngri v6i hopt tinh
eOi khrAng chgn lgc v6i thq this Hl. Sau khi udng, desloratadin fc chiS chgn lgc cric thU th6
histamin Hl ngoai vi vi hopt chft nAy kh6ng thi5 vdo tlugc hQ thdn kinh trung uong.
Desloratadin tl6 tluo. c chfmg minh L{c dgng chting di ung f6n nghiOn ctru in-vitro. Bao gdm rlc
ch6 sg ph6ng thfch c6c cytokin nhu IL-4, IL-6, IL-8 vd IL-13 tu c6c du0ng bdo vd b4ch cdu ua
base cria nguoi, cflng nhu ric chi5 s1r brim dfnh cria phdn tu P-selectin tr6n c6c ti5 bao ndi m6. Su
li6n quan lAm sang cria nhihrg quan s6t ndy v6n chua du-o. c xfc nh$n.
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D+C rir.u{ Dr.Iqc DQNG HQC:

sloratadin trong huyi5t tuong c6 th6 ttugc ph6t hiQn sau 30 phrit u6ng thui5c.

dugc hAp thu t6t voi n6ng dO dinh d4t du-o. c sau khof,ng 3 gid. Thdi gian bdn thai
ld krhodng,2T gid. |aric_ilQ tich lfiy cta desloratadin phir hqp vdi thoi gian b6n thai ($9anq.lZ
gid) vdi liAu mQt Dn m6i ngdy. Sinh khi dung ctia desloratadin la q? lQ thuin trong khoang liOu

tu 5 mg tl€n 20ng.
Phffn bd
Desloratadin li€n kiit vira phdi (83% - 87%) 66ivoi protein huyi5t tuong. Khdng c6 bdng chung

vd sU tfch lfiy thutic li6n quan tttin l6m sang s khi-dung thuiSc desloratadin m6i ngdy mQt Dn
(5 mg d}n2}mg) trong 14 ngdy.

esloratadin chua duo. c x6c dinh, vd do d6, mQt

hoan toan.
o, vd cdc tr6n c6c thr? nghiQm in-vitro cho th6y

thu6c khdng rlc ch6 CYP2D6 vd kh6ng phni h chAt ric ch6 P-glycoprotein.
Thii trir
Trong mQtthri nghiQm liAu don 167,5 mg tfc etQng

cao, bta s6ng nhi6u calo) tl6i voi viQc stl ng mQt n
6p buoi khdng c6 6nh huong <liin viQc sr? dgng desloratadin.
BQnh nhffn suy thfn
Du-o. c dQng hgc cria desloratadin d benh nhdn suy thfn m4n tfnh (CRI) ilugc so sdnh v6i c6c <16i

tugng kh6e mpnh trong mgt nghiOn cr?u don li6u vd nghi€n cr?u tla li6u. Trong nghiOn cr?u ilon
li€u, s1r tiiSp xric voi desloratadin ld cao g6p 2 vd2,5ldn tuong rtng cv nhtng benh nhan co CRI
nhg t16n trung binh vd C
6n dinh tlpt dugc sau n
desloratadin g6p 1,5 lfln
bQnh nhdn 

"O 
Cru nflng. Trong c6 hai nghiOn cfu, sg thay it6i mric dQ titip xric (AUC vd Cmax)

cria desloratadin vd 3-hydroxydesloratadin ld kh6ng c6 li6n quan l6m sdng.

QTIY CACH D6NG GOI:
HQp 2 vi x l0 vi€n

DrEU KrEN nAO QUAN:
Bio quin duoi 300C, trong bao bi ban dAu, tr6nh rlnh s6ng.

rfr,u CHUAN cnAr LTIQI\IG:
Tidu chudn nhd san xu6t

I;TAN DUNG:
24 th6ng kC tu ngdy sdn xudt.
SO tO san xu6t leatctr No.), ngdy sin xu6t (Mfg. date), h4n ding @xp. date): xin xem trOn nhin
hQp vd vi.

Sdnxutit tqi Thi; NhT Kj, boi:
NOBEL ILAC SANAYII VE TICARET A.S.
Try s0: Saray Mah. Dr. Adnan Buyukdeniz Cad. No: 14 (34768) Umraniye / ISTAI\BUL/
TTJRKEY
Nhd mov: Sancaklar Mah. Eski Akcakoca Cad. No: 299 81100 DAZCE / TIIRI(EY.
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