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ESLOSTAD 5mg

Desloratadine 5mg

ANTI-HISTAMINE

Relief of seasonal allergy symptoms
and allergic nasal conditions

Box of 3 blisters x 10 film-coated tablets

COMPOSITION - Each film-coated inblet consaing STORAGE - In o dry, eool place (below 30°C).

Read the leafietinside. AEAD THE LEAFLET CAREFULLY
SPECIFICATION - In-house BEFORE USING

| Desloratadine Smg Prafect from light
Excipient g8 ... R | tablet
INDICATIONS, CONTRAINCHCATIONS, DOSAGE,
AOMINISTRATION AND OTHER INFORMATION  \eEp OUT OF BEACH OF GHILDREN
Blv3460141585061

ESLOSTAD 5mg

Desloratadin 5mg

KHANG HISTAMIN
Giadm cdc triéu chiing dj Ung theo maa
va viém mi dj ung

Hép 3 vi x 10 vién nén bao phim

BAO QUAN - Nai khé, mat {dwé 30°C).
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CHI BINH, CHONG CHI BINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHAG DE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG

Phu Yén, Vigt Nam TIEU CHUAN - TCCs. TRUGGC KHI DUNG

Ngay / Théng / Nam
Ngéy / Thang / Nam

SOK / VISA: XX - XXXX - XX
ABMMYY

Npay SX / Mig.:

5816 8X /Lot :
HD / Exp.
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HUGNG DAN SU DUNG THUOC

Néu can thém théng tin, xin hdi y kién béc sT.
Boc ky hudng din su dung trude khi dung. D€ xa tdm tay cla tré em.

DESLOSTAD 5mg
(Desloratadin 5 mg) L/‘H}
g

THANH PHAN: M3i vién nén bao phim chira

Desloratadin 5mg

T4 dugc: Calcium dibasic phosphat dihydrat, Microcrystallin cellulose, Tinh bdt bdp, Natri croscarmellose, Povidon,
Pregelatinized starch, Magnesi stearat, Talc, Opadry |l white, Indigocarmin, Opadry clear.

DUQC LUC HOC

Desloratadin 1a chat chuyén héa chinh c6 hoat tinh cla loratadin - mot thudc khdng histamin 3 vong thé hé 2, it co
tac dung Gc ché thdn kinh trung uong hon thé& hé 1. Thudc co téc dung khang chon lgc thy thé H, ngoai bién, lam
gidm kéo dai tridu chiing ciia di Ung, nhu: viém mii dj éing, may day. Desloratadin c6 thé ding mét minh hoic phéi
hap v6i mot sd thudic chdng xung huydt nhu pseudoephedrin sulfat.

DUGC BONG HOC

Hap thu: Sau khi cho nhitng ngudi khde manh tinh nguyén udng 5 mg desloratadin 1 1dn/ngay, néng dj t8i da trong
huyét tuong dat 3 gid sau khi udng va néng do t6i da trong huy#t tuong & trang thai 8n dinh trung binh 1a 4 ng/ml,
dién tich dugi dudng cong (AUC) dugc quan sat la 56,9 ng.gid/ml.

Thifc &n va nudc ép buGi khéng dnh huGng d&n sinh khd dung clia desloratadin.

Ph4n bd: Desloratadin va 3-hydroxydesloratadin gin vdi protein huyét tuong xdp xi 82% - 87%va 85% - 89% tudng
{ing vai ting chat. Nhiing bénh nhan bi suy than, {f 18 nay khong thay déi.

Chuyén hoa: Desloratadin (chdt chuygn hoa chinh clia loratadin) dugc chuyén héa manh thanh 3-hydroxydesloratadin,
mét chdt chuyén hoa c6 hoat tinh va sau do dugc glucuronic héa. C4c enzyme c6 vai trd trong viéc tao thanh 3-
hydroxydesloratadin chua dugc xéc dinh.

Thai trir: Thai gian ban théi trung binh clia desloratadin 12 27 git. N6ng do t6i da trong huy&t tuong va AUC ting I18n
theo ti I8 cin ddi vai lidu udng tir 5-20 mg. Néng do tich Iy sau 14 ngay diéu tri tuy thudc vai thoi gian ban thai va
khodng cach lidu ding. Mot nghién ciu dd phat hién 87% liu 14C-desloratadin dugc bai xust déu trong nudc tiéu va
phan 12 san phdm chuyén héa.

CHi BINH

B&nh viém mii dj tng: lam gidm cdc triéu chitng clia bénh viém mii dj (ng (theo mia va man tinh) & bénh nhan 12
tudi trds 18n: hit hoi, nhdy mii, ngifa, nget miii, kém kich tng mit, chdy nuc mit va dé mit.

Bénh may day ty phat man tinh Iam gidm céc tridu chiing ngira, ban dé cho bénh nhan tir 12 tudi trd 1&én mic bénh
may day ty phat man tinh.

LIEU DUNG VA CACH SU DUNG

Vi thitc an khong anh hudng dén sinh khd dung cla thuSc nén bénh nhin co thé udng vién desloratadin ma khéng
phy thudc vao bifa dn.

Ligu khuyén cdo cho ngudi I6n va tré em tir 12 tuGi trd 18n 12 1 vién x 1 ldn/ngay.

P6i v6i nhitng bénh nhén bi suy gan, suy than liéu dung khéi ddu 1& 1 vién mbi 2 ngay.

CHONG CHi DINH

Bénh nhin mén cdm v4i thanh phén cla thudc.

THAN TRONG

Than trong khi st dung cho ngudii suy gan, suy thin ning, ngudi cao tudi.

Phy ni ¢6 thai va cho con bi.

Hiéu qua va tinh an toan clia desloratadin trén tré em dudi 12 tudi van chua xac dinh.
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TUONG TAC THUOC

Khéng c6 tuong tdc v8 mat Iam sang khi cho ding thubc k&t hgp véi erythromycin hodc ketoconazol. Tuy nhién, cdc
enzyme giil vai tro chuyén hoa desloratadin vin chua dugc xac dinh, do d6 khong thé loai trir hoan toan nhiing tuong
tac co thé xay ra véi cdc thudc khac.

Trong mdt phép thir duge 1dm sang khi cho desloratadin diing k&t hgp vai rugu, két qud thuc khong lam ting téc
dung cla rugu.

PHY NU CO THAI VA CHO CON BU

Phy ni? cd thai. Chi ding desloratadin khi that cdn thiét.

Phu ni? cho con bu; Desloratadin bai tiét vao trong sifa me, do dé nén quyét dinh ngung cho con b hay ngung ding
desloratadin dya trén tim quan trong clia thudc ddi vi me.

TAC DONG CUA THUOGC LEN KHA NANG LAI XE VA VAN HANH MAY MGC

Desloratadin khéng co hodc cé anh hubng khong déng k& dén khd ning l4i xe va vdn hanh may moc dya trén céc
thit nghiém 1dm sang. Bénh nhan cdn dugc thong béo ring hdu hé&t moi ngudi khong c6 tinh trang bubn ngd. Tuy
nhién, bdi vi c6 sy thay dbi ca nhan dé dap (ng véi cac thubc, bénh nhin dugc khuy&n khéng nén tham gia vao céc
hoat dong doi hdi sy tinh tdo tinh thdn, chdng han nhu 1di xe hay van hanh mdy méc, cho d&n khi ho da thigt 1ap
phan (ing cha riéng minh d6i véi céc thudc.

TAC DUNG KHONG MONG MUGN

Gac thif nghiém 1am sang d&i véi mot loat chi dinh g6m viém mili di Gng va may day tu phat man tinh, vdi liéu dung
khuyén cdo la 5mg hang ngay, tic dung khdng mong mubn cla desloratadin dugc bdo cdo la han 3% so vdi nhiing
ngudii diéu tri bing gid dugc. TAc dung phuy thutng thdy nhdt trong bdo cdo so vdi gid duge 1a mét méi (1,2%), kho
miéng (0,8%) va dau ddu (0,6%).

Tré em

Trong mdt thir nghiém 1&m sang v6i 578 bénh nhan vj thanh nién, tir 12 dén 17 tudi, cac tac dung phy thuding gap
nhat 13 dau ddu; xay ra & 5,9% bénh nhan dugc diéu tri bing desloratadin va 6,9% bénh nhdn ding gid dugc.

Béng cdc phan tng cd hai:

Tan sudt dudc xdc dinh 1a rat thuting gép (= 1/10), thudng gdp (= 1/100 dén <1/10), it gdp (=1 /1 000 d&n <1/100),
hiém gdp (=1 /10 000 dén <1 /1 000 ), rat him (<1 / 10.000) va khdng rd (khGng thé dugc udc tinh tir dif ligu co
sin).

Hé co quan Tén suét Tac dung phu
R6i loan tdm thin Rét higm Ao gidc
: Pau ddu
R6 loan hé than kinh L';Lt"ﬂgn‘;‘f’” Chong mat, budn ngd, mét ngd, tam
thdn hiu dong thai qud, co gidt
,. ) R4t hi€m Nhip tim nhanh, danh tréng nguc
REH g0t Khong 16 Kéo dai QT
) Kho miéng
R loan tiéu hoa Thetsng gzp Bau byng, budn ndn, ndn, kho tidu,
Rét hiém : A
tiéu chay.
R4t higm Tang enzym gan, tdng Dbilirubin,
R6i loan gan mat viém gan
Khéng rd Vang da
Rdi loan da va cidc md dudi da Khong ro Nhay cdm 4nh sang
- e ; :
Eg loan co xudng khdp va mo lién RAt higm Chifng nhitt gan
Thuting gép Mét mdi
R4t hiém Ph&n (mg qud min (nhu séc phin vé)
R6i loan chung phii mach, khé thd, phat ban va ndi
may day).
Khéng 1 Ching suy nhugc

Théng bao cho thdy thubc tac dung khéng mong mudn gip phéi khi st dung thudc.
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QUA LIEU VA XU TRi

Théng tin v& hién tugng qué liéu c&p tinh con bj gi6i han. Trong mdt phép thir voi lifu ding khodng tit 10-20
ma/ngay, hién tugng ngl ga da duge bdo cdo.

Trong truting hop xdy ra qua liu, phai loai bd ngay phén thudc chua dugc hdp thu ra khdi co thd. Cdn didu trj trigu
chitng va trg sitc. Trong mot phép thir 14m sang khi ding desloratadin 45 mg nhiéu 14n (g&p 9 I4n lidu trong 1Am
sang) khdng thay co tac dung phuy.

Khéng loai dugc desloratadin ra khoi cd thé bing thdm tach mau.

HAN DUNG 36 thang k& tir ngay san xuat,

BAO QUAN Noi khd, mat (dudi 300C). Tranh dnh sdng.
TIEU CHUAN TCCS.

TRINH BAY Hop 03 vi, vi 10 vian.

CONG TY CO PHAN PYMEPHARCO
166-170 Nguy&n Hué, Tuy Hda, Phd Yén, Viét Nam




