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THANH PHAN:
M&i ml dung dich chia:
Desloratadin..........ccoei.0,5 mg
T duge vita dil........coorevrnininnns 1 ml

Chi dinh, cich ding & lidu ding,
chéing chi djnh, lw ¥ & thin trong,

téc dung khong mong mufn, tuong
tac thuéic:

Xin doc trong & huéing din sit dung.

D€ xa tim tay tré em

Doc k¥ hudng din sif dyng
trudc khi ding.

Bio quin & nhiet do dudi 30°C,
ndi kho rdo, trinh dnh sing,

CONG TY €O PHAN DUGC PHAM OPV
L8 27, 3A, KCN Bién Héa I,
TP.Bién Hoa, Béng Nai, Vier Nam

58 16 SX/ Lot N%
NSX/ Mfg. Date:
HD/ Exp. Date:
NHAN CHAI
THANH PHAN: Sird COMPOSITION:
M&i ml dung dich chita: r Each ml solution contains: 03 g
Desloratadi 0.5 mg ®
EXCIPICALS G 8ccerrrinrcsicnresneee 1
Ti dutege vira dil...ooooncornnes 1 ml : S5
Chi dinh, cich ding & lidu ding, DESLOTID dosage, contraindications, wamings
chiing chi dinh, has ¥ & thin rong, B and precautions, side effects,
:m . See the insert.
Xin doc rong 1 hutng din st dung, ‘K__mguldmdm
ﬂnhwiﬁ-? wwdekni | before tse.
I:::!Hhu dyng [ r&m‘nﬁ;w&?@m=
', protect from
Bio quin & chidt 40 dudi 30°C, not
kvl trdoh ki skog. OPY PHARMACEUTICAL JOINT §TOCK CO.
. 54 14 SX/ Lot N%:
CONG TY off PHAN DUGC PHAM 0PV CHAI 60 ML A~

Desloratadine

BOY TE
CUC QUAN LY DUQC
DA PHE DUYET

Lin dau/ﬂf*y*’ﬂ%

COMPOSITION:

Each ml solution contains:
Desloratadine.........c.ccooee i 0.5 mg
EXCIDIeBES 8 uuimemiimve 1 ml

Indications, administration and
dosage, contraindications,
warnings and precautions, side
effects, interactions:

See the insen.

Keep out of reach of children
Read carefully the enclosed
insert before use.

Store at temperature below 30°C,
in a dry place, protect from light.

®

OPV PHARMACEUTICAL JOINT STOCK CO.
Lot 27, 3A, Bien Hoa Industrial Zone 11,
Bien Hoa City, Dong Nai, Vietnam
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Chi dinh, cdch ding & lifu diing,

D€ xa thm tay ré em.

DESLOTID® Iireeoms e

Bio quin & ohitt 4§ ce 30°C, nal
. kbt rio, trinh dnh sing.

chéing chl dinh, luv § & than trong, cfivG TV ol PRAN DUGe PN opv
tic dyng khing mong mudn, nrong WO-GMP
tdc thude: Xin doc trong 9 hwdng
diin =¥ dyng. 5418 5X: HID:
THANH PHAN: COMPOSITION:
Mé&i ml dung dich chiia Each ml solution contains:
Desl di 0,5 mg Desloratadine....................0.5 mg
Td duge vira di sl EXCIPIENTS Q.5 .0evvrrvevsnererrmrenned 0

Chi dinh, cich ding & liu dimg,
chéng chi dinh, lw y & thin trong,

Indications, administration and
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Xin doc rong 12 hnting diin sit dyng, See the insert.

PE xa tim tay tré em Keep out of reach of children
Poc k§ hudng diin sit dyng trude Read carefully the enclosed
khi diung insert before use.

Bio quin & nhiét d§ dudi 30°C, nai
khé rio, trinh dnh sing.

Store at temperature below 30°C, in
a dry place, protect from light,
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DESLOTID®
Desloratadin 0,5 mg/ml
Sird

THANH PHAN: M3i ml sird chifa

Hoat chdt :

Desloratadin......................... 0,5 mg

Td dugce :

Pudng, propylen glycol, sorbitol 70%, acid citric, natri citrat, natri benzoat, dinatri edetat, hudng trdi ciy,
sunset yellow, nudc tinh khiét.

MO TA SAN PHAM:

Chét 16ng sdnh, trong, mau cam, mui dic trung, vi ngot.

DUQC LUC HQC:

Desloratadin 12 chat di khdng véi histamin ¢6 chon loc & thu thé H, ngoai bién, tic dung kéo dai, khong c6
tdc dung an thin.

Sau khi u6ng, desloratadin phong b€ chon loc cdc thu thé histamin H; & ngoai bién, vi thuéc nay khong
thim dudc vao thin kinh trung wong.

Nhiéu thlf nghiém in-vitro di chitng minh desloratadin ¢6 tic dung chdng di (ng. Nhitng nghién citu

ndy cho thdy desloratadin ¢ ch€ cdc hién tugng gdbm: Sy gidi phéng cdc cytokine tién-viém nhu IL-4 ;
IL-6 ; IL-8 va IL-13 tir dudng bao va bach ciu ua bazd; va syt bdc 16 cdc phin tif k€t dinh nhu P-selectin
clia cdc t&€ bao ndi mo.

DUQC PONG HOC:

C6 thé tim thdy cdc nong do desloratadin trong huyét twong sau khi uéng thude 30 phiit. Desloratadin
hdp thu tt, dat néng d6 dinh trong huyét tuong sau khodng 3 gid; thdi gian bdn thdi cudi cing khodng
27 gid. PO tich lily ctia desloratadin phit hgp vdi thdi gian ban thdi (khodng 27 gid) va vdi tin suit liéu
mot 14n duy nhit trong ngay. Sinh khd dung cla desloratadin ty 1& thuidn vdi liéu lugng trong pham vi 5
- 20 mg.

Desloratadin lién két vira phdi véi protein huyét twong (83-87%). V& 1dm sang chua nhén thdy rd sy tich
liy thudc sau khi udng liéu duy nhat 5-20mg mdi ngdy, kéo dai 14 ngdy khi ding cho ngudi 16n va
thanh nién.

Men chiu trich nhiém cho viéc chuyén héa desloratadin vin chua duge xdc dinh, vi th€ mot s6 tl.rdng\
tic vGi cdc loai thude khdc khong thé dugc loai trir hoan toan. Cdc nghién cfu trén in-vivo da chi ra;
ring desloratadin khong c ch&€ CYP34A. Nghién cifu trén in-vitro cho thdy thudc khong c che
CYP2D6 va ciing khong phéi 1a chi't nén hay chit ic ch& cdc P-glycoprotein. B}
Khoing 87% '‘C-desloratadin dugc tim thiy trong phin va nudc tiéu. Desloratadin va 3
hydroxydesloratadin khong bi loai bd bidng loc mau. v

CHIi PINH :

DESLOTID dugc dung dé diéu tri:

- Viém mii di ®ng: Hit hoi, s6 mii, nghet mili, ngita miii hong va ngfa, chdy nudc mit.
- Phdn @ng di @ng da: May day, ngita, phdt ban.



- CACHDUNG - LIEU DUNG :

Nguoi lon va tré-em trén 12 tuéi: 2 mudng ca phé (10 ml) mdi ngay 1 1an.

Tré em tix 6. dén 11 tudi: 1. mudng ca phé (5 ml) mdi ngay 1 1an.

Tré em tix 12 thing tudi déwS tudi: Y2 mudng ca phé (2,5 ml) mdi ngdy 1 lin.

Tré em t 6 dén 11 thdng ruéi: 2 ml mdi ngdy 1 14n.

Nguwi suy gan hodc than: Liéu khdi ddu 12 2 mudng ca phé (10 ml) dugc si dung cdch ngay.
CHONG CHI PINH:

Min cdm vdithinh phan nio cla thudc hoic véi Loratadin.

LUU Y VA THAN TRONG :

St dung than trong & bénh nhdn bi suy gidm chic ning gan hoic thén.

Phu nif ¢6 thai hoidc cho con bu:

Do chua ¢6 nhitng nghién cttu day dii va c6 ki€m chiing tot, Desloratadin khng sir dung cho phu nif mang thai.
Desloratadin di vao sita me, vi viy nén quyé€t dinh hodc ngung cho con bi hoic ngung ding thudc.
TAC DUNG KHONG MONG MUON:

Budn ngii, mét mdi, dau cd, khé miéng va khé tiéu, viém hong, nhitc diu va budn non.

Théng bdo cho béc si nhitng tdc dung khéng mong mudn gip phai khi sit dung thudc.

TUONG TAC THUOC:

Erythromycin, Ketoconazol: Nong do desloratadin va chit chuyén héa ciia n6 trong mdu c6 thé ting.
Thén trong khi ding chung véi cdc thu6c nhém barbiturat, nhém benzodiazepin, ethanol, thudc khéng
histamine H1 khdc, thudc ngd, thudc chong trim cdm 3 vong va thudc chong loan than.

QUA LIEU VA XU TRI:

Khi giip qud liéu, cin ¢6 cdc bién phdp chudn dé loai bd phin hoat chit chua dugce hap thu ra khdi cd
thé. Ddng thdi cling phii c6 cdc bién phdp diéu tri triéu chitng va hd trg.

Desloratadin khdng dugc thai trit bing thim tdch mau; chua 16 ¢6 dugc thai trit biing thim phin phic
mac hay khong.

TRINH BAY:

Hop 1 chai x 30 ml.

Hop 1 chai x 60 ml.

BAO QUAN : § nhiét do dudi 30°C, ndi kho réo, trdnh 4nh séng.

HAN DUNG : 36 thang k€ tir ngdy sdn xui't. Khong diing thudc khi qud han si dung

THOI GIAN XET LAI TG HUGNG DAN SU DUNG:

PE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHI PINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
Nha sdn xudt:

PHO CUC TRUONG
7 \/_/
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