TO HPONG DAN SU' DUNG

DUNG DICH' uﬂNG

AT Desloratadin

DE XA TAM TAY TRE EM
POC KY HUONG DAN SUF DUNG
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% KHONG SU DUNG THUOC QUA HAN
DUNG GHI TREN NHAN

; |
L.m-. i o I i,
THANH PHAN: Chomdi 5 mi dung dich udng:
Hoat chét;
Desloratading .i.......aswsin. st csnd hmg
Tadwge: Veadu ..., i RS » i b = < B S5 mi

Mathyl paraben, Propyl paraben, Propylen glycol,
B4é erythrosin, Huong dau, Nudc tinh khidt,

DANG BAO CHE: Dung dichiubng:-
M& ta san pham: Dung dich mau 46, mii dAu

CHI BINH:
Lam giam tridqu chung trnnrg n::&'u: b-&nh: vigm
miii di trng, naira, ndi mé& day man tinh.

LIEU DUNG VA CACH DUNG:
Liéu ding:
i viti quy céch fng udngﬁm.'
- Nguwér Iém va tré em trén 12 tudi; Uﬂﬂg mbi
ngdy 2 éng.

= Tré enTiir 6 - 11 twédi: u&ngmﬁrﬁgaﬂ‘ﬁ'lr—

- Tré em tir 2 - 5 wdi: Udng mbi ngay '/, éng. -
DS vl quy céch goi:

- Ngudri ldm va tré em trén 12 tudic Ung/mdi
ngay 2 goi.

- Tré em tir 6 - 11 tudi: Ubng mbi ngay 1 goi.
- Tré em tir 2 - 5 wdi: Udng mai ngay '/, gal,
Bdi véi quy céch chai:
- Ngudi 1ém va tré em trén 12 tudi: Udng mdi
ngay 10 ml (dong béng céec dong kém theo).
- Tré em tir 6 - 11 twbi: Ubng mBi ngay 5 ml
(dong bang cbc dong kém theo). .
- Tré'em tir 2 - 5 Wwdi: Ung mdi ngay 2.5 mi
(dong béng cbc dong kém theo).
Ngudi bj suy gan hodc suy than ndng (do
thanh thai creatinine < 30 mi/phat); LIEmg hai
ngay 1 1&n véi liéu 2 dng hodic 2 g6t hodc 10 mi
. (dong bang coc dong kem theo).

Cach dung:
Udng mét 1dn duy nhét trong ngi’:y

CHONG CHI BINH: Tk
M3n cam vdi desloratadine hodc cac thanh phiin
khéac cla thube.

CANH BAO VA THAN TRONG KHI DUNG THUGC:
Thian trong van bénh nhan suy gan.
An todn va higu qua khi ding desloratadine
cho tré em dwdi 2 tudl chira dugt xac dinh,
Khi sir dyng desloratadine, cd nguy ¢o khé
migng, dic bigt & ngutr cao tudi, va tang ngly
co sdu rang. Do 86, cAn phai vé& sinh rang
migng sach sé khi ding desloratadine.
Canh bdo ta dugec:
Thanh phan thubc c6 chira sucrose, sorbitol va
sucralose, bénh nhan mic cdc b logn _di
_Eyen hiém gap nhu khang dung nap fructose,
oan hap thu g:lLLEBSE*gE]EEﬂ.D&E hoac thiéu
I“lﬂ‘t enzyme sucrose-isomattose ld'lﬁng neEn sk
@ng thudc nay.
duroe methyl paraben, propyl paraben oo
co gay phan dmg dj (mg.
5 mi dung dich thube c6 chira 1 g sucrose,
sobitol 70 %, 2,5'mg sucralose, cAn can nhéc
| st dung cho bénh'nhéin' b 48 thao duﬁng
MBI & mi dung dich thufic c6 chira 55 mg
propylen glycol, hdl ¥ kién clia bac si hofic
dirgre 8T trirdre khi cho tré nhd ding thudc, nhat
14 khi tré duoc cho diing cac’ tﬁu&n khac co

eﬁ'ﬂ propylen glycol hay aleal,

st‘r DUNG THUOC CHO PHI) NIF CO THAI
VA CHO CON BU:

Chira cd nhirng nghién ciru day dd va kidm
tra tht vé s dung 'desloratadine trong thai
ky. Desloratadine -va chit chuyén héa
descarboethoxyloratadine dirgre 1idt vao sira
me. Do dé.chi ding desioratadineicha phunie
ot thal va:cho con bd khi can thiét, voi libu
th&p va trong ihﬁrt gian, ngan

ANH HUONG cﬂumuﬁu LEN HHA NANG
LAI XE, VAN HANH MAY MOC:

O lidu dibu tri, thubc khbng dnh huéng dén kha
néng lai xe va van hanh may moée. Tuy nhién
nén luu y ring dau dau, mét mdi, ngai ngu, hoa
mét co thé xﬁy ra trong thoi gian diéu trj.

TUONG Tﬁﬁ TUONG KY cUA TH!.H:FC
Twong tac thube:. |

Dung dbng théi wii I-:ulnmmmi‘u ﬂrythmmydn
hodac cimetiding, néng d¢ desloratadine ting
trong huyét twomg.

Trong xél nghiém: Nén ngung sir dung thudc
48 gir trurdre khi tign hanh cac thir nghiém trén da.




Uéng desloratadine cing vé&i gy khéng lam
téng nguy cor suy giam hanhvi cla rugu.
Twong ky:

Do khéng co cac nghién ciu v& tinh tirong ky
cha thude, khéng tron 1@n thubc nay voi céc
thubc khac.

TAC DUNG KHONG MONG MUON:

It c6 téc dyng phy. .
Desloratadine duoc dung nap toL Desloratadine
it gay ra mol sd phan (rng phu nhur dau dau, ngai
ngl, mét mai, khd migng, kho thé, ndn nao, dau
bung, kho chiu, hoa mat, phan (mg qua man.
Trén tré em; Tac dur’tg phy thirding thay [a tieu
chéy, sot, mat ngu, dau dau,

THONG BAO NGAY CHO BAC S/ HDAL‘:;

DUQC SINHUNG PHAN UNG CO HAI GAP
PHAI KHI SUr DUNG THUOC

QUA LIEU VA CACH :Efr?‘h[: '
Qua liéu:

&) ngudi Ién khi udng qua lidu thudng cb bh.l
hién: budin ngl, nhip tim nhanh, nhire dau. O tré
em co biéu hign ngoai thap, danh tréng ngwe.
Céch xdr tri khi dung thutc qua lieu:

Bidu tri qu4 lidu desloratadine thudng 13 digy
tri triéu chirng va hd trg. Gay ndn bang sird
Ipeca, than hoat. Néu gay non khong hidu qua
hodc ¢6 chéing chi dinh (ngudi bénh ngat, co
giét, thiéu phan xa non) thi cd the tien hanh
rira da day voi dung djch natri clorid 0,9% va
dat dng ndl khi quan d8 phong nglra hit phm
dich da day.

Desloratadine khéng bj loai bing tham téﬂhﬂiu

CAC DAC TiNH DUQcC LY

Nhém duge dy: Thudce khang histamine H

Ma ATC: ROBAX27

Duwere lue hoe:

Desloratadine 1a mét thy thé khang histamine
ba vong co téc dyng kéo dai wai hoat tinh
khéng thy thé histamine H, ¢& tinh lya chon
cao. Co'sdr gén kétthy thé ehlra réing & nbng
dd 2 - 3 ng/ml, desloratadine cé fuong tac
dang k& viri thy thé histamine H, & ngudi.
Trén in vitro, desloratadine (rc ché gidi phong
histaming té bao ¢ nguidh.

Dwec déng hoc:

Két qué nghién cou phan b bﬁng dbng vi
phong ¥a trén chisdt chi ra réing desloratading
khong di qua hang rao mau nao:

Theo dudng ubng, desloratadine 5 mglan/ngay,
udng trong véing 10 nigay, thixi gian trung binh d&
dat duoe nbng d5 huyét tuong dinh xép xigan 3
gitr sau khi ubng, Thirc @n va nudic ép trai cay

khong lam dnh hudng dén sinh kha dyng cia
desloratadine.

Desloratadine chuyén hoa thanh
31+ hydroxydesioratadine, mot chat chuyén
hoa hoal tinh va sau trg thanh glucuronidal.
Gac enzyma dam bao cho vigc hinh thanh
3 - hydroxydesloratadine chua duoc xdc dinh.
Desloratadine va 3 - hydroxydesloratadine
adin két vori protein huyét tiromg xAp xi 82% - 87%
vé 85% -89%. 5S4 gén kél cia desloratadine
va 3 < hydraxydesloratading khong thay ddi
& bénh nhan suy than.

Thai gian ban thai cua desloratadine la 27 gidr.
Gia trj Co (nbing G5 dinh huyét turong) va AUC
(dién tich dudl duﬁﬂg cong) tang I&n khi diing
liduy don tr 5 - 20 ma. Téng tichuy dat duge
sau khi udng 14 ngay phu higp voi thod gian ban
thai va liéu ding thirémg xuyén. Nghién ciru &
Agudi. cho. thay, khodng - 87%. lidu,
desloratadine duoc tim théy trong'atorc tiéu va
phén dudi dang céc chit chuyén hod.

Trong cdc nghién cliru veé ndt phbng & da
ngudi v lidu don va lidgu 18p lal § mg
desloratadine chi ra réing thube (e ché khang
histamineg mdt cach hidu qué sau 1 gity va kKéo
dai 24 giér. |

QUY CACH PONG GOI:

- H&p 20 6ng nhiya ubng x 5.ml

- Hép 30 éng nhwra udng x 5 mi

- Hép 50 6ng nhira udng x 5 ml

- Hép 20 g6ix 5 ml

- HOp 30 goix 5'ml

- Hop 50 goix S mi

- Hép 1 chai x 30 'ml, kém 1 cbe dong
- Hip 1 chai x 60 ml, kém 1 cdc dong
- Hop 1 chai x 100 ml, kém 1 cbe dong
BAO QUAN:

Mo kho mm@m qua 30°C; wanh
anh sang

HAN DUNG:
24 thang ké tir ngay sdn xusl

TIEU CHUAN: TGCS

CONG TY CO PHAN DU'GIC PHAM AN THIEN
314 Bbng Sa0, Phudng 5. Qulin B, TP -Hb Chi Minh

- San xudt tgi nhad may:
CONG TTGQPH#H DU'CC PHAM AN THIEN
L& C16, Budmg S6 9, KCN Higp Phurde,
Huyén Nha B, TP HS Chi Minh
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