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Thudc khang Histamine
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Laratadine img
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ATTACHMENT 1

Chi alnh, chéng chi 8nky, cdch
ding va cdc théng tin khéc:
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PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOU Y KIEN CUA BAC SI

SIRO LORATADINE IMG/ML

(Loratadine 1mg/ml}

Thanh phin:

M&i ml sird chita;

Loratadine . 1 mg

T4 durgee: Actd Cltnc khan Propylene G ycol Glycenn Dung cl',ch Sorbltol
70%, Natel Benzoate, Dinatri  Edetate, Natri Clorid, p-cyclodextrin,

Sucrose, Peach-essence, Aspartame, nurdrc cét.

Chi dinh:
Giam céc tri¢u ching lién quan t&i cdc chimg viém mii dj dng nhu

hat hoi, s6 mii va mén ngua cling nhu ¢ac truéng hop nong va do
mat.

Ching may day mién tinh va cdc rdi loan ngodi da do di img khac,

Lleu ding vi hwéng din sir dung:

Li¢u diing:

Negudi lén va teé em > 12 tudi:

10 ml (hai thia 3 ml} trong duong 10 mg mét lan méi ngay.

Tré em: Tir 2 dén 12 tudi

Can ning trén 30 kg: 10 ml (hai thia 3 ml) trong duong 10mg mét lin mdi
ngay

Can nang duéi 30kg: 5ml (hai thia 5 ml) nrong duong Smg mét lin méi
ngay

Puwing ding: Pudng ubng ‘_ﬁ}’i/
Chéng chi dinh:

1. Loratadine dugc chéng chi dinh cho cdc bénh nhin min cam vaéi
bét cir thanh phéq nao cua thuée

2, Tré em dudi 2 tudi

Thin trong:

I.Nhitng bénh nhdn suy gan ndng hodc suy thin (46 thanh thii
Creatinine nhé hon 30ml/phit) duge chi dinh lidu khai ddu thép
vi né ¢4 thé 1am giam sy thanh thai Loratadine. Lidu khoi diu nén
14 5 mg mot lAn/ngay hoae 10mg cho méi ngay tidp theo.

2.Cho téi nay van chua cé cic nghién cdu diy du va duyge kiém soat
vé viéc st dung Loratadine ¢ho phu nit mang thai. Do do chi sit
dung Loratadine cho phy n& mang thai khi lgi ich cia vige ding
thudce 1én hon khi ndng giy rii ro cho thai nhi,

. Tinh an toan va& hiéu qua cua Loratadine khi s dung cho tré em
duci 2 tudi chua duge xdc dinh.

4, Cin thin trong khi sir dung Loratadine cho phu it nuéi con bu vi
thude phan bo dé dang vao sita me. Do cdc tac hai cla thude
khang Histamine ting 1én déi véi tré bi me, cdn quyét dinh hodc
ngirng ding thude hodc ngimg cho con bil.

.Mac dit kha nang giy budn ngu hiém khi xay ra, bénh nhan vén
phai dugc théng bio nd cd the xudt hidn va ¢é thé anh huéng téi
kha ndng lam viéc (VD: Lai xe)

[ 2%

iy

Tuwong tic thude:

[.Khi str dung ddng thoi véi ruou, Loratadine khdng con tic dung

nhu cic nghién ciu tdm than hoe di chi ra.

2. Ketoconazotle, Erythromycin vi Cimetidine co thé lam ting néng
d9 Loratadine trong huyét trong nhung khéng lam thay doi dang
ké dac tinh lam sang (bao 00m hinh anh dién tim).

.Néng 46 cia Loratadine trong huyét twong cd thé ting bai
Amprenavir.,
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4. Nhitng thude khac duge biét cé kha nang uc ché chuyén hod cia
gan khi sir dung cung voi Loratadine cén phai thin trong cho 14i
khi cdc nghién citu vé sy tyong tac cudi cung duge hoan thanh.

Téc dyung khéng meng mubn:

Cac tic dung co hai lién quan 14 viée sir dung siré Loratadine da
duge so sdnh voi gia duge. Trong cde thir nghiém lim sang co kiém
soat & tré em, cac tac dung khong mong mudn nhu dau dau lam diu,
bon chén, bdi ¢bi hiém khi duge bdo cdo thém chi gin gidng nhu sit
dung véi gia duge.

Théng bdo cho bic sivé nhing tic dung khéng mong mudn gip phii khi
siv dung thude

Cac dde tinh duge lye hoe

Céc thube khang histamine dugc sir dung trong viée diéu trj di ung
téc dong béng cach tranh chdp v1 histamine tai v{ tri thu thé H, trén
cac t€ bao cua b phén tac dong. Cac hoat dong khing cholinergic
cia hdu hét cac thude khang histamine lam khé niém mac miil,
nhung Loratadine khéng ¢o kidu tic dung khang Cholinergic nhu
viy.

Loratadine 1a mat thude khang Histamine c6 tac dung kéo dai. No
ting dugc mod ta nhu 1a mét thude dac higu, ¢bi khdng chon loc
ngogi vi thy thé H, va ting duge nhdc dén nhu 1a mot thuoc khang

Histamine khong gdy ngu hoac thude khang Histamine thé hg 2. %
Céc die tinh dugce djng hoe

Loratddme duqc hip thu nhanh qua duéng tidu hod sau khi st dung  __cmen.
dudng udng, ndng dd huvét tuong cuc dai dat duge sau khoang 1;.-6 k.

gi. Sinh kha dung tang va théi gian dat dugc nong dé huyét tum}gf Eige s ey
cuc dai chdm lai khi sir dung cong véi thire an. Vo

Loratadine dugce chuyén hoa réng rai bai Cytochrome P450. Olw.l
chuyén hoa chinh, Descarboethoxyloratadine (Desloratadine) cé ltac: !
dung khang histamine. Thoi gian ban thai trung binh dugce bio E:éo
cia Loratadine va Descarboethoxyloratadine tuong ing 13 B.4 val 28
gidr. "\* ¢
Loratadine gdn két khoang 98% wv&i  Protein huvét tuong,
Descarboethoxvloratadine gén két it hon. Loratadine va cac chat
chuyén hod cua né dugc phat hign trong sira me nhung né khéng qua

duge hang réo mau nde vai mot lugng dang ké. Phin 16n thude duqc '._;iy\
Eﬁ:l:;: EE: ca dudng phan va nudc tidu chi yéu dusi dang ca,af)hét L UC TR1 e NG L\

PTiu“d 55\5)'5 ONG p.*}
Diéu tri qua lidu va thude gidi doc é o , e e I_ri'il
Biéu hién ciia qua lidu (Khi uéng 40-180 mg) bao gbm 4k *U?'g ‘ ‘jf("""".‘ N 4
dau déu, nhip tim nhanh. Khi xay ra qua lidu cin dvge digu 't'r] klp ;;;f
théi bae gbém diéu tri triéu chung va didu tri hé trg. Vide diéu tri [ES (M) SDN BHBﬁ
bao gom rira da day vd/hodc udng than hoat, gdy ndn bing sird NO. 192593 )
Ipeca, cén theo doi cdn than thé trang cla bénh nhan. lan P /7 , Section 13
Loratadin hau nhu khéng bi loai trong qua trinh tham tach mau. Sau frian, Handar Baru Bangi
khi ¢dp clru, bénh nhén cén duge tiép tuc theo doi cén thén. ofﬁ'angor Darul Ehsan

9251215 (5 lines)

Pidu kién bao quin 88251267 /8 /¢

Bao quan thuoc trong bao bl kin & nhigt 40 dudi 30°C, tranh anh sang va ' 03-89251298
am. DE xa tam v&i tré em.

Han ditng: ]
36 thang k& tir ngay sdn xuat.
Trinh bay:
Lo nhya 60 mli
8 Nhi sin xudt: Y.5.P, INDUSTRIES (M) SDN. BHD.
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