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THANH PHAN:
Méi vién nén bao phim chua:
| Desloratadin.....
| T4 dugc via dd

....mbtvién

DE xa tim tay tré em.
Poc ky hudng ddn si dung
trude khi ding.

| Chidinh, cach dung, liéu
| dung, chéng chi dinh va céac

Bé&o quan & nhiét dd dugi
30°C, noi kho rédo, tranh anh

théng tin khéc: Xin doc trong sang.
té huéng dan sl dung |
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|
COMPOSITION: Keep out of reach of children. |
Each film coated tablst contains: | Read carefully the enclosed |
Desloratadine.................. 5mg | insert before use.
Excipients q.s.........one tablet
| Indications, administration, Store at temperature below
| dosage, contraindications 30°C, in a dry place, protect |
| and other information: See trom light. |
| the insert.
i OPV PHARMACEUTICAL JOINT STOCK CO. l
Lot No.27, Street No.3A, Bien Hoa Il Industrial Zone, 1
Bien Hoa City, Dong Nai Province, Vietnam {
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DESLOTID® 5
Desloratadin 5 mg
,%“WJU“ \\. Vién nén bao phim
CONGTY
/ cd PPAN "rl }
)chua
Hoat chét:
Desloratadin
T4 dugc: Dicalci phosphat dihydrat, tinh bot tién hd hoa, cellulose vi tinh thé PH 101, cellulose vi tinh
thé PH 102, talc, magnesi stearat, dicalci phosphat khan, silic oxid dang keo khan, opadry Il white.
MO TA SAN PHAM:
Vién nén bao phim, hinh tron, mau trdng d&n trdng nga, hai mat vién tron va 16i, canh va thanh vién
lanh [3n.
DUGC LUC HOC:
Desloratadin 14 chdt d6i khang v6i histamin c6 chon loc & thu thé Hy ngoai bién, tic dung kéo dai, khdng co
tac dung an than.
Sau khi uéng, desloratadin phong bé& chon loc céc thu thé histamin H; & ngoai bién, vi thudc nay khong
thdm dugc vao than kinh trung uong.
Nhiéu thr nghiém in-vitro da chitng minh desloratadin ¢6 tac dung chéng di (ng. Nhitng nghién ciiu nay
cho thdy desloratadin (ic ché cdc hién tugng gdm: Su gidi phong cac cytokin tién-viém nhu IL-4 : IL-6 :
IL-8 va IL-13 tif duGng bao va bach ciu ua bazo; va sy bdc 16 cac phan ti két dinh nhu P-selectin cla
cac t& bao ndi mo.
DUJC BONG HQC:
C6 thé tim thdy c4c ndng dd desloratadin trong huyét tuong sau khi usng thudc 30 phat. Desloratadin hdp
thu tot, dat ndng do dinh trong huy&t tuong sau khodng 3 gid; thdi gian ban thai cudi cing khodng 27 gid.
Po tich Ity cla desloratadin phu hgp v6i thoi gian ban thdi (khodng 27 gid) va véi tdn sudt liéu mot 1an
duy nhat trong ngay. Sinh kha dung clia desloratadin ty 18 thudn véi liéu lugng trong pham vi 5 —= 20 mg.
Desloratadin lién k&t viia phai v6i protein huyét tuong (83-87%). V& 1am sang chua nhan thay o su tich Ity
thudc sau khi udng liéu duy nhat 5-20mg mdi ngay, kéo dai 14 ngay khi dung cho ngudi I6n va thanh nién.
Enzym chiu trdch nhiém cho viéc chuyén héa desloratadin van chua dudc xac dinh, vi thé mot s tuong
tdc Vi cac loai thudc khac khdng thé dugc loai tri hodn toan. CAc nghién clu trén in-vivo di chi ra ring
desloratadin khéng Gc ch& CYP34A. Nghién clu trén in-vitro cho thdy thudc khong Gc ché CYP2D6 va
cling khéng phai 1a chat nén hay chdt Gc ché cic P-glycoprotein.
Khodng 87% '“C-desloratadin duoc tim thdy trong phan va nudc tiéu. Desloratadin va 3-hydroxydesloratadin
khong bi loai bd bang loc mau.
CHi DINH:
DESLOTID® duge dung 1am giam triéu ching lién quan:
- Viém mii di ung
- May day man tinh vo can. /
CACH DUNG - LIEU DUNG: o/
Ding dudng uéng
Ngudi I6n va tré em to 12 tudi trd 18n: Liéu thudng dung 12 udng 1 vién, 1 14n/ngay.




Tré em dubi 12 tudi: Su an todn va hidu qué cla desloratadin & tré em dudi 12 tudi chua dugc thiét
lap. Tham khao y ki&n bac s trudc khi dung.

CHONG CHI BINH:

Man cam v6i thanh phan nao cla thudc hodc véi loratadin.

LUU Y VA THAN TRONG:

Qué liéu va nhiém doc (bao gom cé tii vong) da dugc bdo cdo 6 tré nhd dudi 2 tudi ding cic ché
pham khong k& don chiia thudc khdng histamin, gidm ho, long dom va chéng xung huy&t mii don
thudn hodic phoi hop dé gidm céc triéu ching cla dudng hd hip trén.

Ciing chua ¢ béng chiing cho thdy hidu qué rd rang clia cac chd phdm nay 6 do tudi dudi 2 tudi va
liéu thich hop ciling chua dugc céng b6. Vi vdy, nén than trong khi diung cac thudc khong k& don
(don thu&n hodc phodi hop) chia thudc khdng histamin, gidm ho, long dom va chéng xung huyét mii
dé gidm ho, gidm triéu chiing cdm cim cho tré dusi 2 tudi.

D6i khi ¢6 nhiing bdo cdo vé co gidt xudt hién & nhiing b&nh nhin dung thudc khadng histamin, do dé
cling c4n thin trong khi dung desloratadin cho nhiing bénh nhan cd tién sl dong kinh.

Desloratadin thdi tri qua than dudi dang chdt chuyén hoa con hoat tinh, do do cdn luu y gidm liéu
trén bénh nhan suy than. Tuong tu, cling can giam liéu desloratadin trén b&nh nhan suy gan.

Phu nif cé thai:

Do chua cé nhitng nghién ctiu ddy dii va cé kiém ching t6t, desloratadin chi nén st dung cho phu ni
mang thai khi that su can thigt va dudi su hutng dan clia bac si.

Phu nif cho con bii:

Desloratadin qua dugc sia me, vi vdy nén ngung cho con bl hodc khong nén ding thudc.

Anh huéng 1&8n kha ning l13i xe hodc vdn hanh may mée: Bénh nhan nén duoe cinh bao vé kha
nang mét méi, ngll ga, chong mat va khuyén khong nén Idi xe hodc van hanh may maéc néu céc
triéu chiing nay xay ra.

TAC DUNG KHONG MONG MUON:

Thuong gép, 1/100 < ADR < 1/10

Hé than kinh: Dau dau

Tiéu hda: Khd miéng

Toan than: Mét moi

Rat hiém gdp, ADR <1/10000

Tam than: Ao gidc

Hé than kinh: Chéng mat, budn ngli, mat ngd, ting hoat dong tdm than van déng, co giat

Tim: Nhip tim nhanh, ddnh tréng nguc

Tiéu héa: Pau bung, budn ndn, ndn, kho tiéu, tidu chay

Gan mat: Enzym gan tdng, tdng bilirubin, viém gan

Co xuong va mo lién két: Pau co

Toan than: Phan Gng qua man (nhu s8¢ phdn vé, phii mach, khé thd, ngda, phat ban, may day)
Chua biét ty Ig:

Tim: QT kéo dai

Gan mét: Vang da

Da va md dudi da: Nhay cam &nh sdng 11'4/
Toan th&n: Suy nhudc.

Thong bdo cho hac si nhirng tac dung khdng mong mudn gap phai khi sit dung thudc.
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TUONG TAC THUGC:

Nong do desloratadin trong méu ting khi dung chung véi erythromycin.

Than trong khi ding chung v6i cdc thudc barbiturat, benzodiazepin ethanol, déi khang thu thé
histamin Hy, thubc ngd, thudc chéng trAm cam 3 vong, thudc chong loan than.

QUA LIEU VA XU TRi:

Khi gdp quéd liéu, cAn c6 cac bién phap chudn dé loai bd phdn hoat chat chua dugc hap thu ra khoi
co thé. Péng thai cling phai cé céc bién phap diéu tri triéu ching va hd trg.

Desloratadin khong dugc thai trir bang loc mdu; chua rd ¢d dugc thai trii bing thdm phan phic mac
hay khong.

TRINH BAY:

Hop 1 vi x 10 vién nén bao phim

Hop 10 vi x 10 vién nén bao phim

BAO QUAN: & nhiét do dudi 30°C, noi kho rdo, tranh anh séng.

HAN DUNG: 36 thdng ké tif ngay sén xudt. Khang diing thudc khi qua han sit dung

THOI GIAN XET LAI T0 HUGNG DAN SU DUNG:

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi DINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
Nha san xuat:
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L6 27, Budng 3A, Khu Cong Nghiép Bién Hoa 11, Thanh phd Bién Hoa, Tinh Déng Nai. ~ 45/
DT: (061) 3992999  Fax: (061) 3835088 5%
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