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Mai 1 vién c6 chita: Desloratadin 5,0 mg &nh séng, nhiét dé dudi 30°C.
Chi dinh, chéng chi dinh, tac dung khéng mong muén, liéu Quy céch: Héb 1vi x 15 vién.
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CO PHAN
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Thanh phan: kiR
MGi 1 vién cé chita: Desloratadin 5,0 mg tranh anh sang, nhiét d6 dudi 30°C.

Chi dinh, chdng chi dinh, tac dung khéng mong muén, Quy cach:Hop 2 vix 15 vién.

liéu dungcach diing va cac thdng tin khac: Xin xem Tiéu chudn: TCCS
trong t& HDSD kém theo.
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Thanh phan:
MGi 1 vién cé chifa: Desloratadin 5,0 mg
Chi dinh, chéng chi dinh, tadc dung khéng mong muén,
liéu dung, cach diing va cac théng tin khac: Xin xem
trong t& HDSD kém theo.
Bao quan: Bdo quan trong bao bi kin, trdnh 4m, tranh anh NSX dd.mm.yy
séng, nhiét do dudi 30°C. HD: dd.mm.yy
Quy cach: Hop 4 vix 15 vién.
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Composition: ) Storage: Store in tightly contain-
Each soft capsule contains: ers, protect from moisture, protect

Deslora'tadine .............. S .0 mg. from light, at temperature below
Indications, contra-indications, precautions, 3o

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

per box.

Read leaflet carefully before use
Keep out of reach of children
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Thanh phan:
M&i 1 vién ¢é chua: Desloratadin 5,0 mg

Chi dinh, chéng chi dinh, tac dung khéng mong muén,
liéu diing, cach duing va cac théng tin khac: Xin xem
trong t&d HDSD kém theo.

Bao quan: Bdo quan trong bao bi kin, tranh &m, tranh 4nh
sang, nhiét dé dudi 30°C.
Quy cach: Hop 6 vix 15 vién.

HD: dd.mm.yy

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
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Nha sén xuat:

CONG TYCOPHANDUQC PHAMCPCIHA NOI

Cuym cong nghigp Ha Binh Phuong, Xa Van Binh, Huyén Thudng Tin,
CPCTHN TPH & N 9i, Vgt Nam

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- |,y

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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Nha sin xuit:
CONGTYCOPHAN DUQC PHAMCPCTIHA NOI

Cum cong nghiép Ha Binh Phirong, Xa Van Binh, Huyén Thuong Tin,
cPCTHN TPHA N bi, Viét Nam
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LOITADINE
(Desloratadin 5,0 mg)

Doc kj huong din siv dung truwde khi ditng

LOITADINE

[Thanh phan]MJi 1 vién nang mém c6 chia:

Hoat chdt: Desloratadin 5,0 mg.

Td dugc: Sap ong, dau co, lecithin, ddu dau nanh, gelatin, glycerin, sorbitol, methylparaben
natri, propylparaben natri, titan dioxid, vanillin, mau socola ndu, nuéc tinh khiét vira du.
[Dang bao ché]

Vién nang mém

[Pwong dung]

Puong ubng

[Quy cich dong goi]

15 vién/vi

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

[Pac tinh dwge luc hoc)

Sau khi uéng, desloratadin @rc ché chon loc thu thé histamin H, & ngoai bién do thué_c hoan
toan khong thim vao hé than kinh trung wong (CNS). /

Vi liéu didu tri 5 mg/ngay, ty 1¢ budn ngi khong cao hon so véi gia duoc (placebo). Trong
mdt nghién ctru don liéu, desloratadin 5 mg khong anh huong dén cac danh gia chuan muc vé
kha ning gy budn ngu.

Viém mii di img dugce phan thanh 2 loai: Viém mii di Uing theo mua va quanh nam, c¢6 thé
phéan loai viém miii di ing theo cach khac nhu viém mii di (g khong lién tuc va viém miii
di ung kéo dai tuy theo thoi gian xudt hién triéu chimg. Viém mii di ung khong lién tuc duoc
xac dinh khi c4c tridu chimg xuat hién < 4 ngay/tudn hodc < 4 tuan. Viém mii di tng kéo dai
duoc xéc dinh khi cac triéu chimg xudt hién >4 ngay/tudn va kéo dai > 4 wan.
Trong hai thir nghiém 4 tudn & nhitg bénh nhan viém mii di tng theo mua kém theo hen,
desloratadin c6 hiéu qua trong vié¢c giam cac tri¢u chimg cua viém mii di img theo mua va
hen, va giam sir dung céc thudc dbi khang beta, khong anh hudmg bat loi dén thé tich khi tho

ra toi da trong gidy dau tién (FEV1).
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O nhimg bénh nhan viém mii di ung (Allergic rhinitis - AR), desloratadin ¢6 tac dung giam

cac triéu chung nhu hét hoi, sd mii va ngra mili, sung huyét/ngat miii, cling nhu ngira mat,
chay nuée mat va do mit, ngua hong.

[Ddc tinh dwge dong hoc]

HAp thu

C6 thé dinh lugng duoc nong do trong huyét tuong cua desloratadin trong vong 30 phut dung
desloratadin. Desloratadin duoc hip thu tt véi nong do téi da dat duoe sau khoang 3 gi¢. Sinh
kha dung ctia desloratadin ty 1& thuan véi lidu dung 5 mg dén 20 mg.

Phén b

Desloratadin gin két vira phai (83% - 87%) voi protein huyét tuong. Khong c6 bing chimg vé
viée tich Iiy thude trén 1dm sang sau khi udng liéu 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 tuong tac ctia desloratadin véi cac thude khac. Nhimg nghién ciru in vivo voi chit tre ché
dac hidu CYP3A4 va CYP2D6 da chimg minh riang nhilng men nay khong quan trong trong viée
chuyén hoa desloratadin. Desloratadin khong trc ché CYP3A4 hodc CYP2DG6 va ciing khong phai
la cht nén hodc chét e ché P-glycoprotein.

Thai trir

Thoi gian ban thai giai doan cubi khoang 27 gid. Mirc d tich liiy cua desloratadin phii hop voi
thoi gian ban thai cta thude (khoang 27 gid) va lidu dung mot lan/ngay.

[Chi dinh] /

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

- Lam giam nhimg triéu chimg lién quan dén may day nhu giam nguwa. giam kich c& va 50
luong ban.

[Liéu lwgng va cich dung]

- Nguoi 16n va tré em trén 12 tudi: Ubng 1 vién (5,0 mg) x 1 lan/ngay. Udng cung hodc
khdng cung véi bita an, dé giam cédc triéu chimg lién quan dén viém mii di tng (bao gom
viém mili di ung khong lién tuc va viém mdii di ing kéo dai) va may day.

Viém mii di Gng khong lién tuc (triéu chimg xuat hién < 4 ngay/tudn hodc < 4 tuan) nén
duoc diéu tri pht hop dua trén danh gia tién sir bénh ctia bénh nhan va nén ngimg dicu tri khi

hét triéu chung va téi diéu tri khi tai xudt hién triéu ching. Trong viém mii di (mg kéo dai
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(tri¢u chimg xuat hign > 4 ngay/tudn va kéo dai > 4 tudn), c6 thé diéu trj lién tuc trong thoi
gian tiép xuc voi di nguyén.
[Chdng chi dinh]

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

[Than trong]

LOITADINE chira 5,0 mg desloratadin khong dung dugce cho tré dudi dudi 12 tudi do khong phu
hop vé ham lugng.

Str dung Loitadine thdn trong trong truong hop cac bénh nhén suy than ning, bénh nhan khong

dung nap véi duong fructose.

[Tdc dung khéng mong mudn]

N
Mot s6 tac dung bat lgi c6 thé xay ra 1a mét moi, khé miéng, va nhte dau
Tan sd duge xac dinh 1a rat phd bién (> 1/10), thuong gip (> 1/100 dén <1/10), it gap (> 1/1000
dén <1/100), hiém gap (> 1/10000 dén < 1/1000). rat hiém (<1/10000) va khong duoc biét dén
(khong thé duoc ude tinh tir dit lidu ¢6 sin)
Tic dung khong mong muon Tan s6 Tac dung phu théy Vi Dcslor:fitadAinfj
R&i loan tam thin Rt hiém Ao giac |
Pho bién Dau dau ,
R&i loan hé than kinh Rat hiém Chéng mat, budn ngu, mat ngu. tam thén \
. hiéu dong thai qua, co giae.
Céc 161 loan tim Rat hlétp’ Nhip tim qhanh. danh trong nguc i
' Khong biét QT kéo dai |
Pho bién Kho mi¢ng 1
R&i loan tiéu hoa Rét hiém Dau bung, budn nén, non, kho tidu. ticu |
N Chéy o ‘
Rét hiém D0 cao cua cac enzym gan, tang 7
R&i loan gan mat bilirubin, viém gan
Khong biét Bénh vang da B B
Da va céc roi loan mo dudi da Khong biét nhay cam dnh sang B ]
C.? Xoag RHEE Kol doqm im0 Rat hiém Nhire moi xuwong khop 3
lién két ]
Pho bién Mét moi |
L Rét hiém Phan tmg qua man (nhu sc phan vé. phu |
Roi loan chung mach, kho thd, ngira, phat ban, may day) 4
Khong biét Ching suy nhuoc 3

Théng bdo ngay cho bdc sy hodc dwoc sy khi gidp phai cdc tic dung phu cua thubc

q'/ crciun
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[Twong tic thude]

Khong quan sat thiy tuong tac ¢ y nghia 1dm sang véi desloratadin trong cac thir nghiém 1am
sang.

Thic an hodc nudc budi khdng anh huéng dén duoc dong hoc cua desloratadin.
Trong céc thir nghiém 1dm sang, udng desloratadin cung va&i ruou khong lam tang nguy co suy
giam hanh vi hay budn ngu do ruou. Khong c6 su biét dang ké nao duogc tim thy trong cac két
qua thir nghiém tam ly gifta cac nhom sir dung desloratadin va gia dugc, cho di ding mét minh

hodc dung véi ruou.

[Thoi ky mang thai va cho con b

Thoi ky mang thai

Mot sb luong 16n céc dit lidu sir dung desloratadin trén phu nir ¢6 thai cho thay khong ¢o déc tinh
& tré so sinh. Nghién ctru trén dong vat khong cho thdy tac hai truc tiép hoac gian tiép lién quan
dén doc tinh sinh san /M‘/

Khong quan sat thay tac dung gdy quai thai hodc dot bién gen trong cac thir nghiém trén dong vit
ding desloratadin. Do chua c6 dir liéu 1am sang vé viéc sir dung desloratadin trong thai ky nén
chua xac dinh dugc tinh an toan cua Loitadine trong thoi ky mang thai. Khong sur dung Loitadine
trong thai ky trir khi loi ich vuot trdi nguy co.

Thoi kv cho con bu

Desloratadin dugc tiét vao sira me, do do khong sir dung Loiradin cho phu nir dang cho con bu tru

khi loi ich vuot trdi nguy co.

2 > A > - re \ A -\ e ,
[Anh huéng den kha ning lai xe va vin hanh may maéc|
Mot sb tac dung khong mong mudn ciia thude nhu nhire dau 6 thé xdy ra do do ¢o thé anh huong

1én kha nang lai xe va van hanh may moc.

[Qua liéu va xir tri]

Triéu chirng

Céc tac dung phu lién quan dén quéa lidu tuong tu nhu tac dung phu khi st dung & lidu diéu tri.
nhung & mic do cao hon. Trén mot nghién ctru lam sang da lidu O nguoi 16n va thanh thi¢u nién
sir dung desloratadin 1én dén 45 mg (cao gép 9 lan liéu 1am sang) da khong quan sat thdy biéu
hién 1am sang ctia qua lidu.

Xir tri

cprCiHnN
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Khi ¢6 qua lidu, can nhic dung cac bién phap chuan dé loai bo phan hoat chat chua dugce hap thu.
Nén diéu tri triéu chimg va diéu tri hd trg. Desloratadin khong duge bai tiét qua tham phan mau:

chua 3 liéu 6 duge bai tiét qua thim phan phic mac hay khong.

[Bao quéan]

Trong bao bi kin, tranh 4m, tranh anh sang, nhiét d6 dudi 30°C.

[Han dung]
24 thang ké tir ngay san Xudt.

PE THUOC TRANH XA TAM TAY TRE EM

Nha san xuat .
\ Cong ty c6 phan dugc pham CPC1 Ha Nji
Cum cdng nghiép Ha Binh Phuong, Xa Van Binh, Huyén Thuong Tin,
Thanh ph6 Ha Noi. Viét Nam.
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