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Hép 10 v x 10 vién bao phim
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ROUSSEL VIE‘I’N&MA

Céng thuc / Composition:
Desloratading............ccommiinmiinsmminiieans 5mg

Té dugc v.d. m{t vién / Expicients q.s. one tablet
Sén xuét theo TCCS

San xuét tai Cong ty ROUSSEL VIET NAM
S8 1, dudng s& 3, KCN Viét Nam-Singapore,
Thuén An, Binh Dugng - Viét Nam

Manufactured by ROUSSEL VIETNAM

01, 3rd street, Vietnam Singapore Industrial Park,
Thuan An, Binh Duong - Vietnam
SBK:

Ngay ¢ thang ¢7nam 2013
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Ruradin

Desloratadin
Vién bao phim

THANH PHAN
Desloratadin ... 5 MQ
Ta dUgC e e, VUA A0 1 ViéD
(Microcystallin cellulose, starch 1500, natri croscarmellose,
PEG 6000, crospovidon, natri starch glycolat, magnesi stearat,
HPMC, titan dioxyd, tween 80, ready lycoat white, bét talc).
DANG TRINH BAY
Vién bao phim. Hop 10 vi x 10 vién.
DUQC LYC HOC
Desloratadin 14 chédt chuyén héa descarboethoxy cé hoat tinh
cla loratadin va 1a mdt thuc khang histamin 3 véong cé tac
dung kéo dai. Thudc c6 tac dung déi khang chon loc dac hiéu
trén thy thé H,, & ngoai bién. Bang ching thyc nghiém cho
thdy desloratadin ngan chan sy phéng thich histamin tur t€ bao
mast clia ngudi. Do desloratadin khé qua hang rdo mau nao,
nén thudc dugc xép vao nhém thudc khang histamin "khéng
an than” hoac thudc khang histamin thé hé hai.
DUQC PONG HOC
- Hép thu: Sau liéu uéng desloratadin 5 mg x 1 I&n/ngay trong
10 ngay trén ngudi tinh nguyén khée manh, thdi gian trung
binh dé dat néng do thudc t6i da trong huyét tuong (Tma:)
khoang 3 gid va ndéng dé dinh trung binh trong huyét tuong
dat trang thai 8n dinh (Cpmax) 12 4 ng/ml va dién tich dudi dudng
cong vé& ndng dd - thai gian ( AUC) 1a 56,9 ng.gié/ml. Thic &n
va nudc budi khéng anh hudng dén sinh khd dung (Cpmax Va
AUC) clia desloratadin.
- Phéan bé: Desloratadin va 3 — hydroxydesloratadin gan két
véi protein huyét tuong lan lugt 12 82 — 87% va 85 — 89%. Sy
gdn k&t vao protein cla desloratadin va 3 -
hydroxydesloratadin khéng thay déi trén nhiing bénh nhan
suy gidm chic nang than.
- Chuyén héa: Deslorstadin (mét chat chuyén héa chinh cla
loratadin) dugc chuy&n héa manh thanh ch&t chuyén hda cé
hoat tinh 3 — hydroxydesloratadin, sau d6 sé bi glucuronid
héa. Cac enzyme chju trach nhiém cho sy tao thanh 3 -
hydroxydesloratadin chua xac dinh.
- Thai tri: Thdi gian ban thai trung binh clia desloratadin
khoang 27 gid. C4c gia tri Crax vA AUC tang ti 1& theo liéu
uéng duy nhit trong khodng ti 5 — 20 mg. Mdc dd tich ldy sau
14 ngay dung thudc tuong ng vdi thdi gian ban thai va tan sé
liu dung.
CHI BINH

Desloratadin dugc chi dinh gidm cdc triéu ching cé lién
quan dén:
- Viém mii di tng theo mua, di ('ng quanh ndm nhu hét hoi, sé

mii, nghet mii, ngda, chdy nuéc mat va dd mat.
- May day ty phat man tinh.
CHONG CHI BINH
Qua man vdi desloratadin, vdi bat cd thanh phdn nao cla
thudc hodc vdi loratadin.
LIEU LUGNG VA CACH DUNG
Ruradin dugc dung bang dudng uéng.
- Ngudi 16n va tré em tir 12 tudi tré
Iénf’ngéy

nhd hon khéng sl dung do qun cach vi
- Liu khd&i ddu chi dinh cho ngudi I6n
mg dung cach ngay .

THAN TRONG

- Nén dung desloratadin than trong trong trudng W@U@??‘

va gan nédng.

- Khéng nén dung thuéc cho bénh nhan @W{?ﬁ
di truyén lién quan dén khéng dung nap g rﬁef C/éﬂy

khuyét men Lapp lactase ho#c r&i loan hdp thu glucose —
galactose (trudng hgp ta dugc la lactose).

PHUY NU CO THAI VA CHO CON BU

Phy nif ¢ thai: Chl st dung desloratadin trong thdi ky mang
thai khi that can thiét.

Phy na cho con bu: Desloratadin qua sia me, vi vay nén
quyét dinh nging cho con bu hodc nging s dung
desloratadin sau khi can nhic tdm quan trong cla thudc dai
vdi ngudi me.

NEN HOI Y KIEN BAC ST HOAC DUGC ST TRUGC KHI
DUNG BAT CU LOAI THUGC NAO

LAI XE VA VAN HANH MAY MocC

Trong nghién cltu dé danh gid khd ning lai xe va van hanh
may méc & bénh nhan dung desloratadin, khéng xay ra
trudng hgp nao nguy hiém. Tuy nhién, nén théng bao cho
bénh nhan biét rdt hi€ém mot vai ngudi thdy chong mat, diéu
nay cé thé &nh hudng dén kha ning lai xe va van hanh may
méc.

TUONG TAC THUGC

- Céc thudc tac dong dén men gan

Tudng tac dugc ddng c6 thé xady ra (tdng néng dd cia
desloratadin va chédt chuyén héa cé hoat tinh) khi ding
desloratadin ddng thdi vdi thudc tdc dong dén men gan (nhu
azithromycin, cimetidin, erythromycin, fluoxetin, ketoconazol).
Khéng cé nhitng thay déi Iam sang quan trong trén dién tam
do hodc trén nhiing thli nghiém danh gid, ddu hiéu nguy hiém
hay vé tac dung ngoai y.

- Nudc budi.

Nuéc budi khéng lam thay déi dugc dong hoc cla
desloratadin.

PE TRANH CAC TUONG TAC CO THE XAY RA, PHAI
LUON LUON BAO CHO BAC STHOAC DUGC STMOI THUOC
KHAC BANG DUNG

TAC DUNG KHONG MONG MUGN

- Tac dung phy thudng gap dugc bdo céo nhiéu hon so vdi
nhém ding gid dugc bao gém mét moi (1,29
(0,8%) va dau ddu (0,6%). T
- Tac dung phu ph8 bién bao gém viém hong, khb mié
nhiic ddu, buén nén, mét mdi, mat ngl, chéng m&t t
kinh, khé tiéu va dau ca.

THONG BAO CHO BAC ST HOAC DUGC ST MOI TAC DUN
KHONG MONG MUON GAP PHAI KHI SU DUN’G’TH‘
NAY A
sU DUNG QUA LIEU )
- Trong trudng hgp qua liu, xem xét nhiing bién=pRap chuén
dé loai bd phan hoat chét chua dugc h&p thu. Khuyén céo
diéu tri triéu ching va diéu tri hé trg.

- Dya trén nhiing thi nghiém lam sang khi dung liéu 1én dén
45 mq desloratadin (gép 9 14n liéu dung), khéng quan sat thay
nhing tac dung lam sang co lién quan. Desloratadin khéng bi
loai trir bAng th&m tdch mau nhung chua biét c6 bj loai trif qua
th&m tach mang bung khéng.

BAO QUAN: noi khé thoang, dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tif ngay san xuét.

San xudt theo TCCS.

DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

San xuéat tai Céng ty ROUSSEL VIET NAM
Sé 1, dudng sé 3, KCN Viét Nam Singapore, Thuan An, Binh
ong - Viét Nam 76639-A

Tp. HCM, ngay 44 thang o4 nam 2014
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