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Deslora

PYMEPHARCO JOINT STOCK COMPANY
166-170 Nguyen Hue Str,, Tuy Hoa City,
Phu Yen Prov., Vietnam

Deslora

CONG TY ¢ PHAN PYMEPHARCO
166-170 Nguyén Hug, Tuy Hoa,
Phd Yén, Vit Nam
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10 x 10 film-coated tablets
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COMPOSITION - Each film-coated tablet contains Desloratadine Smg

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION - Read the leaflet inside.

STORAGE - In a dry, cool place (below 30°C). Protect from light.
SPECIFICATION - In-house.

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USING

10 x 10 vién nén bao phim

KHANG HISTAMIN

Deslora

Desloratadin 5mg

Giam céc triéu chung dj ing theo mua
va viém mii di dng
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THANH PHAN - MBi vién bao phim chia Desloratadin 5mg

CHI BINH, CHONG CHI BINH, LIEU DUNG, CACH DUNG
Xem & hutng dén sir dyng

BAO QUAN - Nai kho, mét (duéi 30°C). Tréinh énh séng.
TIEU CHUAN - TCCS.

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHI DU

HUYNH TAN NARM
TONG GIAM BGC
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3 x 10 film-coated tablets
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INDICATIONS, CONTRAINDICATIONS, SPECIFICATION - In-house.
DOSAGE, ADMINISTRATION Keep out of reach of children
Reod the lecflet inside. Read the leafet corehully befors using

lﬂiuﬂ |‘ & Deslorotadine Smg Protect from light.

HI I ‘R COMPOSITION - Each film-coated fablet contains STORAGE - In o dry, cool ploce (below 30°C)
Bl9360140583753

3 x 10 vién nén bao phim

KHANG HISTAMIN

Deslora

Desloratadin 5mg

Giam cac tridu chung dj ling theo mua
va viém mi dj ung
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DesIOro THANH PHAN - MBI vitn bao phim chio BAD QUAN - Mot khs, mat [dusi 30°C)
Desloratodin Smg Trdah énh stng.

CONG TY O PHAN PYMEPHARCO : TIEU CHUAN - TCCS,

166-170 Nguydn Hus, Tuy Hoa, CHI BINH, CHONG CHI BINH, LIEU DUNG, g g 1ém tay Iré em

Pha Yén, Vigt Nam CACH DUNG - Xem ti hutng diin sir dyng Doc kg husng déin sir dyng truse khi ding

UYNH TAN NAM
TANG GIAM P&C
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HUGNG DAN SU DUNG THUGC .

Néu cén thém théng tin, xin hdi y kién bac si.
Boc ki hudng din s dung trudc khi ding. D€ xa tdm tay cua tré em.

DESLORA

(Desloratadin 5 mg)

THANH PHAN - MGi vién nén bao phim chifa

Desloratadin 5mg

T4 duge: Calci dibasic phosphat dihydrat, microcrystallin cellulose, tinh bt ngd, natri croscarmellose, povidon, pregelatinized
starch, magnesi stearat, talc, opadry Il white, indigocarmin, opadry clear.

DUQC LUC HOC

Desloratadin Ia chat chuyén héa c6 hoat tinh clia loratadin, c6 tic dung ddi khang chon Igc véi cac receptor-histamin H, ngoai bién.
T4c dung clia desloratadin do (¢ ché sy gn k&t clia histamin trong vong tudn hoan vao cac vj tri receptor. Thudc khdng ngdn can sy
gidi phong histamin. Desloratadin (fc ché sy co thdt co tron clia hé hé hdp, hé tudn hodn, hé tidu héa, lam gidm sy tiét histamin hoat
hda tif tuy&n 18 va tuy&n nudc bot va do dé c6 tac dung khang viém, Thudc con lam gidm tinh thim mao mach nén lam gidm ngia va
viém do dj ing. Vi desloratadin khéng di qua hang rdo mau ndo va c6 tac dung chon loc cac receptor-histamin ngoai bién, nén tac
dung an thdn va khang giao cdm clia desloratadin thap.

DUGC BONG HOC

Hap thu: Sau khi cho nhiIng ngudi khde manh tinh nguyén udng 5 mg desloratadin 1 14n/ngay, nbng do 6i da trong huy#t tuong dat 3
gidy sau khi ubng va néng dd t6i da trong huyét tuong & trang théi 6n dinh trung binh 1a 4 ng/ml, dién tich dudi dudng cong (AUC) dugc
quan sat 13 56,9 ng.gid/ml,

Thiic &n va nudc ép budi khdng dnh hubng dé&n sinh khd dyng clia desloratadin.

Phén bo: Desloratadin va 3-hydroxydesloratadin gdn v6i protein huy8t tuong xip xi 82% - 87% va 85% - 89% tuong (ing véi titng o
chdt. Nhiing bénh nhan bj suy than, i 18 nay khong thay ddi.

Chuyén hda: Desloratadin (chdt chuyén héa chinh cla loratadin) dugc chuyén héa manh thinh 3-hydroxydesloratadin, mot cht

chuyén hda c6 hoat tinh va sau d6 dugc glucuronic héa. Céc enzym c6 vai trd trong viéc tao thanh 3-hydroxydesloratadin chua dugc

xac dinh.

Théai trir: Thii gian ban thi trung binh clia desloratadin 14 27 git. N6ng d6 t6i da trong huy&t tuong va AUC tdng I&n theo ti I& cin d6i -
véi lidu ubng tir 5-20 mg. Néng d6 tich iy sau 14 ngay diéu tri tuy thubc véi thdi gian bén thdi va khodng cch liéu dung. Mot nghién
cllu di phdt hién 87% liéu "“C-desloratadin dugc bai xudt déu trong nubc tifu va phan 12 sin phdm chuyén héa.
CHI DINH

B&nh viém mi dj ing: 1am gidm cac triéu chiing clia bénh viém mi dj ng (theo mila va man tinh) & b&nh nhan 12 tudi trd 1&n: hit
hai, nhay mi, ngfa, nghet miii, k&m kich itng mét, chdy nudc mat va do mit.

B&nh may day ty phat man tinh 1am gidm céc tridu chiing ngta, ban dd cho bénh nhén tif 12 tudi tré 18n mic bénh may day ty phat || , |
man tinh.
LIEU DUNG VA CACH SU DUNG

Vi thifc &n khong anh huBng dén sinh kha dung cia thudc nén bénh nhan c6 thé udng vién desloratadin ma khong phy thudc vao bila
an,

Liéu khuy&n céo cho ngudsi I6n va tré em tir 12 tudi trd 1&n 1a 1 vién x 1 14n/ngay.

Pai véi nhiing bénh nhan bj suy gan, suy than liéu dung khdi ddu la 1 vién/ngay, udng cach ngay.

CHONG CHI BINH

B&nh nhan man cim véi loratadin, desloratadin ho4c bt ¢ thanh phin nio clia thudc.

THAN TRONG

Thén trong khi sif dung cho ngudi suy gan, suy than ning, ngudi cao tudi.

Phu ni c6 thai va cho con bd.

Tré em dudi 12 tudi.

TUONG TAC THUGC

Khong ¢ tuong tac vé mit 1am sang khi cho dung thudc k&t hgp vdi erythromycin hodc ketoconazol. Tuy nhién, cac enzym giif vai tro
chuyén héa desloratadin vin chua dugc xdc dinh, do d6 khéng thé loai trif hodn todn nhilng tuong téc c6 thé xdy ra véi céc
thudc khdc,

POD%
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Trong m6t phép thir dugc 1dm sang khi cho desloratadin dung k&t hgp véi rugu, k&t qua thudc khong lam ting tac dung clia rugu.

Trong céc nghién citu 1dm sang co kiém sodt, dung d6ng thdi desloratadin véi fluoxetin (chat ¢ ché téi hdp thu chon loc serotonin)
hodc véi cimetidin (ch&t khang thy thé histamin H,) ghi nhin thdy c6 sy ting ndng d clia desloratadin va 3-hydroxydesloratadin
trong huyét tudng, nhung khéng thy co sy thay déi v& mat 1am sang trong h6 soan toan cia desloratadin.

PHU NU CO THAI VA CHO CON BU

Phu nif ¢6 thai: Cac dif liéu trén phy nii mang thai (hon 1000 phy nit mang thai) cho thdy khéng c6 dj dang cling nhu khdng ¢ doc
tinh trén bao thai/tré so sinh khi sif dyng desloratadin. Nghién cifu dgng vat khong thdy téc hai tryc ti€p hogc gidn tiép lién quan dén
ddc tinh sinh san. D& phong ngifa, nén tranh sir dung desloratadin trong khi mang thai.

Phu nil cho con bu: Desloratadin da dugc fim thdy & tré so sinh dugc nudi bing sila me clia phy nit dang dugc diéu trj bing
desloratadin. Chua rd sy &nh hudng clia desloratadin trén tré so sinh. Do d6 nén quy8t dinh ngifng cho con bl hay ngitng sif dung
desloratadin sau khi c&n nhéc Igi ich clia viéc cho con b va Igi ich clia viéc diéu tri cho ngudi me.

TAC DONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY mOC

Desloratadin c6 thé gy ra mét s6 tac dung khdng mong mudn 1én hé than kinh trung uong nhu dau ddu, chdng mit, budn ngli vi vy
cin than trong khi sif dung thudc cho cdc bénh nhan khi dang I4i xe va vin hanh may méc.

TAC DUNG KHONG MONG MUGN

Tdm tit hé n

Trong cac thif nghiém 1am sang déi véi céc chi dinh gdm viém mii dj ting va may day ty phat man tinh, véi lifu dung khuy&n cdo Ia
5mg hang ngay, tic dung khéng mong muén cia desloratadin dugc béo cdo & 3% b&nh nhan nhigu hon so vai nhém ngudi duge diéu
trj bing gid dugc. Tac dung kh6ng mong mubn thudng gip nhit dugc bdo cdo nhiéu hon so véi nhém diing gid dugc 1a mét moi
(1,2%), khd miéng (0,8%) v dau d4u (0,6%).

Iréem

Trong mét thir nghiém 1am sang v6i 578 bénh nhan vj thanh nién, tir 12 d&n 17 tudi, cac tic dung khdng mong mudn thuting gip
nhat 1a dau ddu; xdy ra & 5,9% bénh nhan dugc diéu trj bdng desloratadin va 6,9% bénh nhan dung gid dugc. Cc téc dung khdng
mong mudn khac da dugc bao cdo trong qua trinh luu hanh thudc & tré em vdi tan sut khong ro bao gém kéo dai QT, rdi loan nhip tim,
nhip tim chdm.

Cdc tdc dung khdng mong muén (ADR) \
Tan sudt dugc xdc dinh nhu sau: rat thuting gdp (ADR 21/10), thudng gp (1/10 > ADR >1/100), it g4p (1/100 > ADR >1/1000), h"l{
g4p (1/1000 > ADR > 1/10000), r4t hifm gip (ADR <1/10000) va khéng r (khong thé udc tinh tir dif ligu c6 sin).
R6i loan t&m than: R&t hiém gdp: Ao gidc.

R67 loan hé than kinh: Thutng gdp: dau ddu. R4t hi€m gap: chong mit, budn ngl, mat ngli, tm than higu dong thai qud, co glat

R6i loan tim: R4t hi&m gdp: nhip tinh nhanh, ddnh tréng ngyc. Khdng rd: kéo dai QT,

RGi loan tiéu hda: Thudng gip: khé miéng. RAt hiém gip: dau bung, bubn ndn, ndn, kho tidu, tiéu chay.

R6i loan gan mét: R4t hiém gip: ting enzym gan, ting bilirubin, viém gan, Khéng rd: vang da.

R6i loan da va cdc md dudi da: Khoing rd: nhay cdm &nh séng.

R61 loan co xuang khdp va mé lién két: R&t hiEm gap: dau co.

R6i loan chung: Thuding g&p: mét moi. Rt hi€m g&p: phan (g qua man (nhu sdc phan vé, phit mach, kho thd, ngifa, phét ban va néi
may day). Khéng rd: chifng suy nhugc.

Théng béo cho thdy thudc tac dung khdng mong mudn gip phdi khi sir dung thudc.

QUA LIEU VA XU TR

Théng tin vé hién tugng qué liéu cdp tinh con bj gidi han. Trong mot phép thit véi liéu dung khoéng tir 10-20 mg/ngay, hién tugng ngil
ga da dugc bdo cdo.

Trong trutng hop xay ra qué liéu, phai loai bd ngay phdn thubc chua duge hdp thu ra khdi co thé. CAn diéu i tfiéu chitng va trg sifc.
Trong mt phép thit Iam sang khi dung desloratadin 45 mg nhiéu 14n (g&p 9 14n liéu trong 14m sing) khong thdy c6 tic dung phu.

HAN DUNG 36 thang k8 tir ngay san xud

BAO QUAN Nai kh6, mét (du6i 30°C). T nnarf{sing
TIEU CHUAN TCCS. 4
TRINH BAY Hop 03 vi, vi 10 vién.

Hop 10 vi, vi 10 vién,

PHAN PYMEPHARCO
166 -170 Nguy8n Hué, Tuy Hoa, PhEILY&N, dl@t"!muoNG TONG GlAM DOC
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