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3 blisters x 10 coated tablets

DESLORATADI

R/;}J Marnufactured by:
R/ KHAPHARCO PHARM. CO.

Cang thic: Tiéu chudn: TCCS

DESLORATADIN

Deslomtanin . s 5mg _ . SDK/MReg.No:

Ta dugc .. vita dd... 1 vién nénbaophim  Bdo quadn: Dudi 30°C, nai khd rdo,

Chi dinh; Cich diing- Liéu diing | Xin doc tranh dnh séng. Sdn xudl tai: 5 i 4

Chdng chi dinh; Thén trgng; | rong 1 B XATAM TAY TRE EN CONG TY CO PHAN DUGC PHAM KHANH HOA

Téc dyng khongmong mudn [ PUONGOAN e MG HDG. Dung 21, P. Vinh Haa, TP. Nha Trang, T. Khinh Hoa

v céc thing tin khic: | slidung
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doint Stock

Composition:

r}eskr?r‘;?adine_ smg Specifications: Manufacturer i i

Excipient ......... Q8. for 1 coated tablet Storage: Below 30°C, in dry place, ok :':" -
Dosage - A protect from light ;

Conitra-indications; Precautions;

Adverse effects and other informations: KEEP OUT OF REACH OF CHILDREN Khanh Hoa province

Plgase sea enciosed leafiet READ CAREFULLY INSTRUCTIONS BEFORE USE

2/4 streel, Vinh Hoa ward, Nha Trang city,

"R~
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nhan hép 10 vi x 10 vién

10 blisters x 10 coated tablets

DESLORATADIN

10 blisters x 10 coaled tablels

Desloratadine 5mg

Manwrfactured by:

' KHAPHARCO PHARM. CO.

DESLORATADIN

SPK/Reg.No :

Tiéu chudn: TCCS
Bado quan: Dudi 30°C, noi khd réo, tranh anh sang.

Cong thic:
Desloratadin TR e S 5mg
Tadugec..... vidadi........ 1 vién nén bao phim

BE XA TAM TAY TRE EM
BOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG

8

Chi dinh

Cach dung- Liéu ding Xin doc
Chéng chi dinh L trong ta
g td =
P ! Sdn xdl tai:

CONG TY CO PHAN DUGC PHAM KHANH HOA

Téc dung khdng mong mudn :
Budng 2/4, P Vinh Hoa, TP Nha Trang,T. Khanh Hoa

va cdc théng tin khdc
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Specifications: Manufacturer

Storage: Below 30°C. in dry place, protect
from light

Composition:
Desloratadine. .. ...... FETPRAIRRUIEEE | . |
Excipient .......... g.5.......... for 1 coated tablet

Indications | KEEP OUT OF REACH OF CHILDREN
Dosage - Administration : AEAD CAREFULLY INSTRUCTIONS BEFORE LISE
Contra-indications .| Please see

Precautions . } enclosed Manufactured by:

Adverse effects .| leaflet Khanh Hoa Pharmaceutical Joint Stock Company

2/4 street, Vinh Hoa ward, Nha Trang city, Khanh

And other informations :) Hoa province
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3. Toa hudng dan s dung thudc:

DESLORATADIN

Vién nén bao phim
THANH PHAN: 1vién
Desloratadin...................... : s 5 MQ
Taduge.....oovnviv VTR Ao ... 1Vi&n nén bao phim

(Ta dugc gém: Lactose, Tinh bat mi, Natri starch glycolat (type A),
Povidon K30, Magnesi stearat, Aerosil, Hydroxypropyl
methylceliulose 2810, Polyethylen glycol 6000, Talc, Titan dioxyd)
DANG TRINH BAY: Hop 03 vix 10 vidn nén bao phim
Hop 10 vix 10 vién nén bao phim

CHUY: -BOCKY HUONG DAN SUDUNG TRUGC KHIDUNG.

-NEUCAN THEM THONG TIN, XIN HOI Y KIEN BAC ST,
CHIBINH:
Giam cdc tridu ching viem mi dj ung theo mua, viem mii di ing
quanh ndm nhu hét hei, s8 mii, ngda, nghet mii, kém kich ing mt,
chay nudc mét va dé mat, ngira hong va ho, Gidm céc triéu ching
may day man tinh ty phat.
LIEULUGNG - CACH DUNG:
Ngudildn va tré em trén 12 tudi:
Ligu dé nghila 1 vien 5 mg/ngay.
Béi vdi bénh nhan suy gan hodc suy than liéu kh&i ddu 1a 1 vign
DESLORATADIN dugc sif dyung cach ngay dya trén nhiing di liéu
vé dugc dong hoc.
Tré em dudi 12 tuéi:
Liéu vién nén DESLORATADIN ¢é ham lugng 5 mg khéng phi hgp
dé stf dung chotrd em.
CHONG CHIBINH:
Man cdm v6ibét cd thanh phan naocda thude,
THAN TRONG:
Cdc phan tng di ing bao gém ngiia, phét ban, ndi mé day, phit, khé
thd va s6c phan vé da dugc ghi nhan sau khi st dung desloratadin,
NEu xdy ra di ing ngung st dyng thudc va ding thude thay thé néu
canthiét.
Bénh nhdn suy gan hodc suy than:
Candiéuchinhliéu ding cho phi hdp d nhitng bénh nhan nay.
Sudyng trong nhi khoa:
Sy antoan va hiéu qua clia desloratadin & bénh nhi chua dugc thiét
lap.
Sd dung trong ldo khoa:
Lwa chon liéu lugng cho mét bénh nhan cao tudi nén thén trong, do
tang nguy ca gidm chie nang gan, than hodc tim, va bénh Iy di kém
hodc st dung thudc,
TUONG TAC THUGC:
Céc chilt dc ché Cytochrome P450 3A4: Trong céc thif nghiém lam
sang khiding déng thai desloratadin véi ketaconazol, erythromycin,
hodc azithromycin lam tang néng do desloratadin va 3-
hydroxydesloratadin trong huyét tudng, nhung khéng thdy co sy
thay ddi vé matlam sang trong hé so vé sy an todn clia desloratadin,
Fluoxetin va cimetidine cling lam tdng néng do desloratadin va 3-
hydroxydesloratadin trong huyét tudng, nhung cing khéng thay cé
sy thay déi vé mat lam sang trong hé sd vé sif an todn cla
desloratadin.
Tuy nhién chua phat hién dugc enzyme chiu trach nhiém trong viéc
chuyén héa desloratadin, do d6 chua thé hoan toan loai trir mét vaj
tudng téc vdicdc thude khdc,

SUDUNG CHO PHY NU CO THAI VA CHO CON BU:
Phy ni7 cd thai:
Khéng thdy cé tdc dong gay quai thai va dét bién gen & cdc thif
nghiém vdi desloratadin trén dong vat thir nghiém. Do chua cé
nhing dd ligu lam sang vé viéc sif dung desloratadin & phy nii cd
thainén chi diing desloratadin n&u nhu that sy can thist.
Phy ni cho con bu:
Desloratadin di qua sifa me, vith& cdn quyét dinh ngung cho con bi
mg hay ngung ding desloratadin dyatréntdm quan trong clia thudc
ddivdime. )
TACDUNG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC
Desloratadin khéng dnh hudng dang ké dén kha nang lai xe hoc
van hanh may méc. Tuy nhién cé thé xuat hién trigu ching budn
ngli & mét s8 bénh nhan, do dé phai than trong ddi véi ngudi 14i xe
hodc van hanh may méc.
TAC DUNG KHONG MONG MUGN:
Higm: cam gide mét mdi, khd miéng, nhiic diu.
Rathiém: ndimanva phan vé.
o] nhiing bénh nhén ding 5 mg/ngay, ty & tac dyng phuy tWong ty
nhu nhau giita nhitng bénh nhan dung desloratadin va nhifng bénh
nhan diéu tribang gia dugc. Phdn trdm bénh nhan ngung thude sém
do phan ung phu 14 2,4% & nhom desloratadin va 2.6% & nhom gid
dugc. Khong cd phan tng phu nghiém trong & nhiing thit nghiém
trén bénhnhén ding gia duge.
Tde dyng phy dugdc bao cdo bai mot 58 it bénh nhan (I6n hon hay
biing 2% s& bénh nhan) 1a dau dau, budn nén, mét mai, chéng mat,
viém hong, kho tiéu va dau co. Cac tac dung phy ciing dugc bdo
cdo: tim nhanh, va hiém cé cdc phan dng qua man (nhu ndi man,
ngua, néi may day, phi, khé thd va séc phdn v&) va tang cdc
enzyme cla gan ké ca bilirubin.
Luu y: Théng bdo cho béc sinhiing tic dung khéng mohg muén
gép phai khi st dyng thude. \ /ﬁ
QUA LIEU VA XU TRI; S
Thii nghiém vdi cdc liéu 1 10 mg dén 20 mge’n{éy cho thdy c6 gay
buénngd.
S0 dung lidu matlan duy nhat 45 mg trén nhiing nam nit tinh nguyén
khée manh trong 10 ngay. Trong nghién ciu nay, tdtcd két qua dién
tam dd dugc chuyén gia vé tim doc theo phuong phédp "mi®. O
nhifng ddi tugng dudc didu tri béing desloratadin, c6 sy gia lang nhip
tim trung binh 9,2 nhjp/phtit so véi nham ding placebo. Khodng QT
dugc chudn lai theo nhip tim (QT¢) bang hai phuong phdp Bazett va
Friderica. Sif dung QTc theo Bazett cd sy téng trung binh 1a 8,1
m/gidy & cac déi tugng dung desloratadin so vdi nhom ding
placebo. Sl dung QTe theo Friderica, muc tang trung binh 14 0,4
migiay & déi tugng ding desloratadin so véi déi tugng dung placebo.
Khéng thdy bdo cdo vé tde dyng ngoaiy trén lam sang.
Trong truting hop qud liéu, diing céc bién phép cd ban dé loai phian
thudc chua duge hdp thu, Cing cdn tién hanh digu tri trigu chiing va
diéu trj hé trg. Desloratadin va 3-hydroxydesloratadin khong dugc
loaitrit bdng thdm phan loc mau.
BAOQUAN-HAN DUNG:
Bdoquan:  Dudi30°C. Naikhé rdo, tranh dnh sang.

BE THUGC XA TAMTAY TRE EM,
Handing : 36 thang ké tir ngay san xuét.
Tiéuchudn; TCCS

Sdn xuidt tai:
CONG TY €8 PHAN DUGC PHAM KHANH HOA
Buding 2/4, P.Vinh Hba, TP Nha Trang, Tinh Khanh Hoa
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