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M5i 1 vién c6 chifa: Desloratadin 5,0 mg anh séng, nhiét dé dudi 30°C.
Chi dinh, chéng chi dinh, tdc dung khéng mong muén, liéu Quy céch: Hép 1vi % 15 vidni;
diingcéch diing va céc théng tin khac: Xin xem trong t& HDSD Tiéu chudn: TCCS

kém theo.
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Cym cdng nghiép Ha Binh Phuong, X& Van Binh, Huyén Thutng Tin,
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DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
TRANH XA TAM TAY TRE EM
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Thanh phan: 2
M&i 1 vién c6 chifa: Desloratadin 5,0 mg tranh anh sang, nhiét dd duéi 30°C.
Chi dinh, chéng chi dinh, tac dung khéng mong muén, Quy céch: Hop 2 vi x 15 vién,
liéu diingcach diing va cac théng tin khac: Xin xem Tiéu chudn: TCCS

trong t& HDSD kém theo.
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'DESLORATADINE 5 MG _

Nh3 sin xuit:

CONGTYCOPHAN DUQC PUANMCPCINA N DI

Cum céng nghigp Ha Bink Pheong, X8 Vi Bish, Huyén Thuang Tin
CPCIHN TRy 4 N i, Vil Nam

SBK:
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG LSX:

TRANH XA TAM TAY TRE EM NSX: dd.mm.yy
HD: dd.mm.yy
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Cym céng nghiép H & Binh Phirong, X4 Vin Binh, Huyln Theng Tin
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Thanh phén:

Moi 1 vién cé chifa: Desloratadin 5,0 mg

Chi dinh, chéng chi dinh, tac dung khéng mong muén, Tiéu &

liéu diing, cach diing va céc théng tin khac: Xin xem SBK:

trong t& HDSD kém theo. LSX:

Bao quan: Bao quan trong bao bi kin, tranh dm, trdnh dnh NSX: dd.mm.yy
séang, nhiét d6 dudi 30°C, HD: dd.mm.yy

Quy cach: Hop 4 vix 15 vién.
POC KY HUONG DAN SU' DUNG TRUGC KHI DUNG
TRANH XA TAM TAY TRE EM

loitadine
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Cum chng nghifp H & Binh Phreay, ¥ Vin Bioh, Hugin Theang T,
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Composition:

Storage: Store in tightly contain-
Each soft capsule contains:

ers, protect from moisture, protect

Desloratadine...........5.0 mg from light, at temperature below
Indications, contra-indications, precautions, 30°C,

dosage and administration, Other information: p, jage: 4 Blisters x 15 capsules
Please see in the leaflet inside.
Specication: In house

per box.

Read leaflet carefully before use 4
Keep out of reach of children Y
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Thanh phan:
M&i 1 vién c6 chita: Desloratadin 5,0 mg
Chi dinh, chéng chi dinh, tic dung khdng mong muén,  Tiéu chyd
liéu diing, cach diing va céc théng tin khac: Xin xem SBK:
trong t& HDSD kém theo. LS
Béao quén: Bio quan trong bao bl kin, tranh &m, tranh dnh
sang, nhiét do dudi 30°C.

Quy céch: Hop 6 vix 15 vién.

DOC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG
TRANH XA TAMTAY TRE EM

I0|tad|ne

3__/ /’-—\ Nang Mém 2N\

Hoép 6 vi x 15 vién

DESLORATADINE 5 MG

Nha sin xuit:
CONGTYCOPHAN DUQC PRAMCPCIHA NOI

Cam céng nghigp H & Binh Phuong. Xi Vin Bioh, Huyén Thuirng Tin,
CPCIHN TP H & N oL, Vidt Ham

Composition: ; Storage: Store in tightly containers,
Each soft capsule contains: protect from moisture, protect from
Desloratadine.............5.0 mg light, at temperature below 30°C.

Indications, contra-indications, precautions, package: 6 Blisters x 15 capsules per
dosage and administration, Other informa- 5y

tion: Please see in the leaflet inside.
Specication: In house

Read leaflet carefully before use
Keep out of reach of children
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Hop 6 vi x 15 vién

DESLORATADINE 5 MG

Nhis win wuit: ’
CONGTYCOPHAN DUQC PHAMCPCYI HA N QI =
Cum céng nghiép Ha Bink Phaong, YA Vin Binh, Huyén Thuang Tin,
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LOITADINE
(Desloratadin 5,0 mg)

Doc kj hudng din sir dung trude khi ditng

LOITADINE

[Thanh phan]MJdi 1 vién nang mém c6 chira:

Hoat chdt: Desloratadin 5.0 mg.

Ta dwoc: Sap ong, dau co, lecithin, diu dau nanh, gelatin, glycerin, sorbitol, methylparaben
natri, propylparaben natri, titan dioxid, vanillin, mau socola nau, nuéc tinh khiét vira du.
[Dang bao ché]

Vién nang mém

[Pwong dung]

Puodng ubng

[Quy cich dong géi]

15 vién/vi

Hop 1 vi, 2 vi, 4 vi, 6 vi.

[Pic tinh dwoce lue hoc]

Sau khi uéng, desloratadin ¢ ché chon loc thu thé histamin H, ¢ ngoai bién do thude hoan
toan khong thim vao hé than kinh trung wong (CNS). F

Véi lidu didu tri 5 mg/ngdy, ty 1¢ budn ngu khong cao hon so véi gia dugce (placebo). Trong
mdt nghién ctru don lidu, desloratadin 5 mg khong anh huong dén cac danh gid chudn muc vé
kha ning gay budn ngu.

Viém mii di img dugce phan thanh 2 loai: Viém mii di Umg theo mua va quanh nam. co the
phén loai viém mii di img theo cach khac nhu viém mii di ing khong lién tuc va viém mii
di tmg kéo dai tiy theo thdi gian xudt hién triéu chimg. Viém mili di img khong lién tuc dugc
xéc dinh khi cdc triéu chimg xuét hién < 4 ngay/tun hodc <4 tuan. Viém mii di tmg kéo dai
duoc x4c dinh khi céc triéu ching xudt hién >4 ngay/tuin va kéo dai > 4 tuan.
Trong hai thir nghiém 4 tudn & nhitg bénh nhan viém miii di img theo mua kém theo hen,
desloratadin ¢6 hiéu qua trong vi¢c giam cac tri¢u chimg cua viém mii di img theo mua va
hen, va giam sir dung céc thude déi khang beta, khong anh huéng bat loi dén thé tich khi tho

ra t6i da trong gidy déu tién (FEV1).

-
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O nhimg bénh nhan viém mii di tmg (Allergic rhinitis - AR), desloratadin ¢6 tac dung giam

cac triéu chiung nhu hat hoi, sé mii va ngira mili, sung huyét/ngat miii, ciing nhu nglra mat,
chay nuée mét va do mit, ngira hong.

[Dic tinh dwge dong hoc]

Hip thu

C6 thé dinh lugng duoc ndng do trong huyét tuong cua desloratadin trong vong 30 phut dung
desloratadin. Desloratadin duoc hép thu tét véi nong do tbi da dat duoc sau khoang 3 gio. Sinh
kha dung cua desloratadin ty 1& thuan véi liéu diing 5 mg dén 20 mg.

Phin b

Desloratadin gén két vira phai (83% - 87%) véi protein huyét twong. Khong ¢6 bang chimg vé
viée tich lily thude trén 1am sang sau khi udng lidu hang ngay (5 mg dén 20 mg) trong 14 ngay.
Chuyén héa

Chua xac dinh dugc men chiu trach nhiém chuyén hoa desloratadin, do do chua loai trir hoan toan
mdt vai trong tac cta desloratadin véi cac thudc khic. Nhirng nghién ctru in vivo voi chit (e ché
dac hiéu CYP3A4 va CYP2D6 da chimg minh ring nhitng men nay khong quan trong trong viée
chuyén hoa desloratadin. Desloratadin khong trc ché CYP3A4 hoac CYP2D6 va ciing khong phai
Ia chét nén hodc cht e ché P-glycoprotein.

Thai trir

Thoi gian ban thai giai doan cudi khoang 27 gid. Mirc d¢ tich liiy cua desloratadin phii hop voi
thoi gian ban thai cta thude (khoang 27 gidy) va liéu ding mét lan/n

2y,
[Chi dinh] /z'/

- Lam giam nhanh céc triéu ching lién quan dén viém miii di ing nhu hat hoi. s6 mii va ngia
miii, sung huyét, nghet miii, cling nhu ngira, chay nuéc mit va do mat. ngira hong va ho.

- Lam giam nhiing triéu chung lién quan dén may day nhu giam ngira. giam kich ¢ va .0

luong ban.

[Liéu lwgng va cdich dung)

- Nguoi 16n va tré em trén 12 tudi: Udng 1 vién (5,0 mg) x | lan/ngay. Udng cung hoic
khong cing véi bita an, dé giam céc tri¢u ching lién quan dén viém miii di Gng (bao gom
viém mili di ung khong lién tuc va viém miii di img kéo dai) va may day.

Viém mii di img khong lién tuc (tri¢u ching xuat hién < 4 ngz‘lyﬁtuﬁn hodc < 4 tuan) nén
duoge diéu tri phi hop dua trén danh gia tién sir bénh ctia bénh nhan va nén ngimg dicu tri khi

hét triéu chimg va tai diéu tri khi tai xuat hién triéu chimg. Trong viém mii di img kéo dai
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(tri¢u chimg xuat hién > 4 ngay/tuan va kéo dai > 4 tudn), c6 thé diéu tri lién tuc trong thoi

gian tiép xuc véi di nguyén.

[Chéng chi dinh]

Nguoi bj man cam véi bat ki thanh phan nao cua thude.

|Thén trong]

LOITADINE chira 5,0 mg desloratadin khéng ding dugc cho tré dudi dudi 12 tudi do khong pha Iy
hgp vé ham lugng. 1
St dung Loitadine thdn trong trong truong hop cdc bénh nhén suy than nang, bénh nhan khong ;f;
dung nap vé1 duong fructose. A
E
[Tidc dung khéng mong mudn]
Mot sb tac dung bat 1oi ¢6 thé xay ra la mét moi, khé miéng, va nhuc dau
Tén sb duoc xac dinh 1a rat phé bién (= 1/10), thuong gap (= 1/100 dén <1/10), it gap (= 1/1000
dén <1/100), hiém gip (> 1/10000 dén < 1/1000). rat hiém (<1/10000) va khéng duoc biét dén
(khong thé dugc ude tinh tir dir lidu co sin)
Tac dung khong mong mudn ’I:?m srf; _Tac dung phu th?l;\:’ \Lé&Qgilgratgt[In_j
R0i logn tdm than Rat hiem Ao giac - |
) . Pho bién Dau dau . '
Roi1 loan hé than kinh Rat hiém C]}éng mat, buon ngu, mat ngu. tam than
hicu dong thai qua, cogiat 5
T T r——— Rat hiém Nhip tim nhanh. danh trong nguc |
: Khong biét QT kéo dai ] 5
Phé bién Kho miéng | ;
Ro6i loan tiéu hoa Rat hiém Dau bung. budn non. non, kho tiéu, ticu | F
chay ] <
Rat hiem D§ cao cua cac enzym gan. tang } e

R&i loan gan mat

bilirubin, viém gan

Khong biét Bénh vang da S
Da va cdc roi loan mo dudi da Khong biét nhay cam anh sang _
Co xuong khép va roi loan mo £ pek " .
el . ; Rat hiém Nhirc moi xwong khop
lién két o ) -
Pho bién Mét moi

£ Rét hiém
Roi loan chung

Khéng biét

Phan tmg qua man (nhu soc phan v¢. phu
mach, kho tho, ngira, phat ban, may day)
Chimng suy nhugc

Théng bdo ngay cho bdc sy hodc dwoc sy khi gip phai cdc tdac dung phu cua th ube

q/ cpciHn
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[Twong tic thube]

Khong quan sat thdy tuong tac c6 y nghia 1dm sang voi desloratadin trong céc thu nghiém lam
sang.

Thic an hoac nudc budi khong anh huéng dén duge dong hoc cua desloratadin.
Trong céc thir nghiém 1am sang, udng desloratadin cung voi ruou khong lam tang nguy co suy
giam hanh vi hay budn ngu do rugu. Khéng c6 su biét déng ké nao duge tim thay trong cac két
qué thi nghi¢m tam ly gifta cdc nhém sir dung desloratadin va gia duge, cho du ding mot minh

hodc dung vai ruou.

[Thoi ky mang thai va cho con bi]

NS =T Y

Thoi I’df mang thai | P/\’F
\/ Mot sO luong 16n céac dir liéu sir dung desloratadin trén phu nir ¢6 thai cho thay khong ¢6 doc tinh

& tré so sinh. Nghién ciru trén dong vat khong cho thay téc hai truc tiép hodc gian tiép lién quan

dén doc tinh sinh san /V

Khong quan sat thy tac dung gy quai thai hodc dot bién gen trong cdc thir nghiém trén dong vit

dung desloratadin. Do chua c¢6 dir li¢u 1am sang vé viée sir dung desloratadin trong thai ky nén

chua xac dinh dugc tinh an toan cua Loitadine trong thot ky mang thai. Khong su dung Loitadine

trong thai k¥ trir khi lgi ich vuot trdi nguy co.

Thoi ky cho con bi

Desloratadin duoc tiét vao sira me, do d6 khong sir dung Loiradin cho phu nir dang cho con bi trir .

khi lgi ich vt tri nguy co. )
\/ [Anh huéng dén khi niing ldi xe va vAn hanh may méc] jd

Mot s6 téac dung khong mong mudn ctia thude nhu nhie dau ¢6 thé xdy ra do do ¢ thé anh huong

lén kha nang lai xe va van hanh may moc.

[Qua lidu va xir tri]

Triéu chirng

Céc tac dung phu lién quan dén quéa lidu twong tu nhu tac dung phu khi sir dung ¢ liéu dicu tri,
nhung & mic d§ cao hon. Trén mot nghién ciru lam sang da lidu & nguoi 16n va thanh thi¢u nién
si dung desloratadin 1én dén 45 mg (cao gdp 9 lan liéu 1am sang) da khong quan sat thdy biéu
hién 1am sang ctia qua liéu.

Xur tri

crciun
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Khi ¢6 qua liéu, can nhéc dung cac bién phap chuén dé loai bo phan hoat chét chua duge hap thu.
Nén diéu trj triéu chimg va diéu trj hd trg. Desloratadin khong duge bai tiét qua tham phan mau:

chwa rd liéu ¢6 dugce bai tiét qua thim phan phiic mac hay khong.

|Bao quén]

Trong bao bi kin, tranh 4m, tranh dnh sang, nhiét do dudi 30°C.

[Han dung|
24 thang ké tir ngay san xut.
PE THUOC TRANH XA TAM TAY TRE EM

Nha san xuét .
Céng ty ¢6 phan dwge phim CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, Xa Van Binh. Huyén Thuomg Tin.

Thanh ph6 Ha Noi. Viét Nam.

TuQ.cuc TRU@NG
P.TRUONG PHONG

G Mink, Hing ;

cerciuN
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