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Liéu lrgng va cach dung:
a Tré tir 2 dén 12 tudi:

Can nang<30 kg: 5 ml ngay 1 1dn
Can nang>30 kg: 10 ml ngay 1 14n
Ngudi I6n va tré > 12 tudi: 10 ml ngay
114n

San xuét bdi:

PT Merck Sharp Dohme Pharma Thk

JI. Raya Pandaan Km. 48, Pandaan, Pasuruan,
Jawa Timur, In-d6-né-xi-a

Bayer 930003

Bayer (South East Asia) Pte Ltd
63 Chulia Street
OCBC Centre East, 14™ Floor
Singapore 049514
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Biét duoc cla loratadin. Floor

Khang Histamin tac dung kéo dai.

T hu'dng dan s dung nay chi cung cp nhiing théng tin ké toa co ban. Cudn séch chuyén

khoa sé cung cap thém théng tin cho bac si khi cé yéu cau.
TRINH BAY:

Mé&i 5 ml sird Clarityne* chra 5 mg loratadin va cac ta duodc: propylen glycol, glycerin, acid
citric monohydrat, natri benzoat, dudng, huong vi dao va nudc tinh khiét. Chat bdo quan la

natri benzoat 0,1% wi/v.

DUQC LUC HOC

Nhoém tac dung dugc ly: thude khang histamin tac dung toan than
Ma ATC: RO6AX13

Co ché tc dung:

Loratadin 1a mét thuéc khang histamin 3 vong, hiéu quéa tac dung kéo dai vdi hoat tinh d6i

khang chon loc thu thé H1 ngoai bién.

Loratadin la moét thudc khang histamin thé hé thd hai cé hoat tinh chen chon loc thu thé H1
ngoai bién. Loratadin va san phadm chuyén héa clia né khéng dé dang xam nhap vao hang
rao mau nao, do dé khéng gay anh hudng dang ké dén hé than kinh trung uong va khéng
bi€u hién tac dung khang cholinergic. Trong cac nghién clu lam sang cé ddi ching ty &
budn ngu dugc bao céo bdi nhém déi tuong udng loratadin nam trong khoang 1%-2% so Vdi
ty 1& budn ngl dudc bao cao bdi nhém placebo, va cao hon rat nhiéu (1én dén 47%) déi véi

nhom diéu tri bang cac thudc khang histamin thé hé thir nhat.
Hiéu qua Iam sang va an toan:

Trong cac nghién cltu lam sang so sanh, tac dung an than cua loratadin vai liéu 10 mg mot
lan/ngay la tuong duong véi gia dudc. O cac nghién cltu déi vai vién nén loratadin st dung
liéu cao hon 2-4 [an liéu khuy&n cao 10mg, cé quan sat thdy viéc tang ti 1& budn ngl lién

quan dén liéu st dung.
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Trong mét nghién ctu khi st dung vién nén loratadin vdi liéu cao hon gép 4 lan so vdi ligu
trén Iam sang trong 90 ngay, khéng thdy lam tang khoang QT c6 y nghia Iam sang dang ké
trén dién tdm do (ECGs).

DUQC DONG HOC

Hép thu:

Loratadin dugc h&p thu dé dang va nhanh chéng sau khi uéng. Si dung thudc cing thirc &n
c6 thé lam cham mét chit su hép thu loratadin nhung khéng anh hudng dén hiéu qua 1am
sang. Cac thong s6 sinh kha dung cla loratadin va chat chuyén héa coé hoat tinh ty 1& vdi liéu

st dung.

Phan bé:
Loratadine co ti I& gan cao (97 ~ 99%), chét chuyén héa cé hoat tinh c6 ti 1& gan trung binh
(73 ~ 76%) vdi protein huyét tuang.

Déi voi nhitng ngudi khée manh, nlra thdi gian phan bé huyét twong cla loratadin va chat
chuyén héa cé hoat tinh tuong ‘ng x8p xi khodng 1 gid va 2 gid.

Sinh chuyén héa

Sau khi udng, loratadin dugc hdp thu dé dang va nhanh chéng, sau dé dudc chuyén hoa
nhiéu & budc dau chu yéu qua CYP3A4 va CYP2D6. Chat chuyén héa quan trong —
desloratadine (DL) c6 hoat tinh dudc ly va déng gép phan Ién hiéu qua lam sang cla thudc.
Loratadine va DL dat néng dé dinh trong huyét tuong (Tmax) tuong (ng vao khodng gita
1~1,5 gio va 1,5 ~ 3,7 gid sau khi uéng.

Thai trur
Khoang 40% liéu dung dugc bai tiét qua nudc tiéu va 42% qua phan trong khodng thdi gian

10 ngay va chu yéu dudi dang chét chuyén héa lién hop. Khoang 27% liéu dung duoc thai
trir qua nudce ti€u trong vong 24 gid dau tién.

it han 1% hoat chat duoc bai tiét dudi dang khéng bién dsi, co hoat tinh nhu' loratadin hoéc
DL.

Thdi gian ban thai trung binh cua loratadin & ngudi trudng thanh khdée manh la 8,4 gio
(khoang = 3~20 gid) dGi vdi loratadin va 28 gid (khoang = 8,8~92 gid) déi vdi chat chuyén

héa c6 hoat tinh chinh.

Suy than
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O nhitng bénh nhan bi suy than man tinh, ca dién tich dudi dudng cong (AUC) va noéng do
dinh trong huyét tuong (Cmax) clia loratadin va chat chuyén héa co hoat tinh déu tang so véi
AUC va Cmax ctia bénh nhan co6 chiic nang than binh thudng. Thai gian ban thai trung binh
cua loratadin va chat chuyén héa c6 hoat tinh khéng khac biét dang ké so vdi bénh nhan co
chirc nang than binh thudng. Tham tach mau khéng anh hudng dén cac théng sé dudc dong

hoc cuia loratadin va chat chuy&n héa cé hoat tinh trén bénh nhan bi suy than man tinh.
Suy gan

O nhiing bénh nhan bi bénh gan do rucu man tinh, dién tich dudi dudng cong (AUC) va
nong doé dinh trong huyét tuang (Cmax) cla loratadin tang gép d6i, trong khi théng s dudc
dong hoc cua cac chat chuyén hoa co hoat tinh khéng thay déi dang ké so véi nhitng bénh
nhan cé chiic nang gan binh thudng. Thai gian ban hly cua loratadin va chat chuyén héa co
hoat tinh tuong (’ng la 24 gid va 37 gid va tang theo mdc dé nghiém trong cltia bénh gan.
Ngudi gia

D@ liéu dudc dong hoc cua loratadine va chat chuyén héa co6 hoat tinh 1a twong duong gitra
nhing ngudi tinh nguyén trudng thanh khée manh va nhitng ngudi tinh nguyén cao tudi khoe

manbh.

CHI BINH: Clarityne* dudc chi dinh dé giam triéu chiing do viém mdi di ing, nhu hat hoi, s6

mai, nglra mii, nglra va chay nudc mat.

Clarityne* dugc chi dinh dé€ giam triéu chirtng cla may day man tinh va cac bénh da do di
Ung khac.

LIEU LUONG VA CACH DUNG: Ngudi I6n va tré > 12 tui:

Clarityne* sirb: 2 thia ca phé day [10 mg] - ngay 1 lan.

Tré tir 2 dén 12 tudi:

Cannang > 30 kg: 10 ml [10 mg] (hai thia ca phé day) Clarityne* sirdé - ngay 1 lan.
Cannang <30kg: 5 ml [5 mg] (m6t thia ca phé day) Clarityne* sird - ngay 1 Ian.
Bénh nhan suy gan, suy than:

Bénh nhan suy gan nang nén dung liéu khdi dau thdp hon do do thanh thai loratadin & nhirng
bénh nhan nay co6 thé da giam. Liéu khdi dau la 10ml (10 mg) s dung cach ngay dudc
khuyén cao cho ngudi I6n va tré em can nang hon 30 kg; va 5ml (5 mg) st dung cach ngay

dudc khuyén céo cho tré em can nang tur 30 kg trd xudng.
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Khoéng can diéu chinh liéu cho bénh nhan suy than.

TUONG TAC THUGC: Dua trén nhitng nghién ciru duoc tién hanh khi st dung chung véi
ruou, loratadin khéng anh hudng trén tam than.

Tuong tac tiém tang co thé xdy ra vdi cac chat ic ché CYP3A4 va CYP2D6, dan dén tang
nong dé loratadin, theo dé tang nguy co xay ra cac tac dung phu.

Trong céac thtr nghiém lam sang cé kiém soat, da thdy tang ndng dé loratadin trong huyét
tuong khi st dung dong thdi véi ketoconazol, erythromycin hoac cimetidin, nhung khéng thay
thay déi dang k€ co y nghia lam sang (k€& ca dién tam dd). Can than trong khi phdi hop véi
cac thudc khac da biét co tac dung Uc ché su chuyén hda & gan cho dén khi nghién cliu vé
tuong tac thudc duoc hoan thanh day du.

Tuong tac thudc/Xét nghiém: Nén ngirng str dung Clarityne* 48 gid trudc khi ti€n hanh cac
thtr nghiém trén da vi cac thuéc khang histamin c6 thé ngan nglra hodc gidm cac phan (ng
duong tinh & da.

Tré em: Nghién ctu vé tuong tac thuéc mdi chi duoc thuc hién trén ngudi Ion.
TAC DUNG NGOAI Y: Khéng gay budn ngli mét cach dang ké vdi lidu 10 mg méi ngay.

Céc tac dung phu dugc bao cao phé bi€n nhat bao gébm: mét moéi, dau dau, lo mo, khd
miéng, réi loan da day ruét nhu budn nén, viém da day, va ciing gap céc triéu chirng di (*'ng

nhu ndi ban.

Trong qua trinh Ivu hanh san pham Clarityne*, hi€ém cé bao céo rung téc, qua man bao gém
phu mach, chiic nang gan bat thudng, nhanh nhip tim, danh tréng nguc, chéng mat va co
giat.

Tuong tu nhu vay, ti 1é tac dung ngoai y lién quan dén Clarityne* sird la tuang duong vai
placebo. Trong nhitng nghién ctu lam sang cé ki€ém soat trén bénh nhi, ti I1& dau dau, lo mo
va hét hoang lién quan dén viéc dung thuéc hi€ém khi dugc bao céo, tuong tu vai placebo.

Théng bao cho bac si nhing tac dung khéng mong mudn gap phai khi dung thude.

CHONG CHI PINH: Cac ché phdm Clarityne* chéng chi dinh cho nhitng bénh nhan qua man

hodc dac Ung vdi cac thanh phan cla thudc.

THAN TRONG: Nhitng bénh nhan suy gan nang nén st dung liéu ban dau thap hon do giam
thanh thai loratadin. Liéu khdi dau dé nghi & nhitng bénh nhan nay la 5 ml /ngay hoac 10 ml

dung cach ngay.
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Chua xac lap hiéu qua cta Clarityne* & tré dudi 2 tudi. Tuy nhién, di liéu dudc déng hoc cla
loratadin & tré t&r 1 dén 2 tudi sau khi dung liéu duy nhat 2,5 mg Clarityne* sir6 la tuong tu
nhu tré 16n tudi hon va ngudi I6n.

Thubc c6 chita dudng sucrose, nén can nhac digu nay khi st dung thuéc cho bénh nhan dai
thao dudng

THAI KY VA CHO CON BU: Chua x&c dinh tinh an toan khi ding cac ché phdm Clarityne*
cho phu ni ¢6 thai; do d6 chi dung thudc khi lgi ich vuat tréi nguy co déi vdi thai.

Do loratadine dugc tiét vao sita va do nhitng nguy co khi dung céc thuéc khang histamin

tang Ién & tré em, dac biét tré so sinh va sinh non, nén nglring cho con bu ho&c ngirng thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Loratadin
khong cé anh hudng hodc anh hudng khéng dang k€ I1én kha nang lai xe va van hanh may
moc

QUA LIEU: Lo mo, danh tréng nguc va dau dau da dudc bao céo khi dung qua ligu. Udng
mét [an 160 mg loratadin khéng gay tac dung phu. Trong trudng hop qua liéu nén lap tirc

diéu tri triéu chirng va diéu tri hd tro.

Didu tri: Xem xét cac phuong phap chuén dé loai trir thudc chua hap thu ra khdi da day, nhu
dung than hoat tinh d& hap thu, ding dudi dang hén dich véi nuéc. Nén can nhac dung
phuong phap rira da day. Dung dich dugdc chon & nudc muéi sinh ly, nhét la véi tré em. O

ngudi I6n cé thé dung nudc thudng, tuy nhién phai thdo ra cang nhiéu cang tét trudc khi bo
rifa dot khac. Thudc tdy mudi dan nudc vao rudt va thdm thau, do dé né con cé tac dung phd
lodng nhanh cac chat chla trong rudt. Loratadin khong duoc thai qua thdm phan mau & b

ky thdi gian nao. Sau khi diéu tri cap clu, nén theo doi sat bénh nhan.
TRINH BAY:
Clarityne* siré - 1o 60 ml.

BAO QUAN: Bao quan dudi 30°C. Gii thudc ngoai tam tay tré .

HAN DUNG: Clarityne* sird: 24 thang ké tir ngay san xuét. Q.CUC TRUJNG
P.TRUONG PHONG
Khéng duing thuéc da qua han st dung. s Ml Hand
“ Pham b Vin Ha -~
POC KY HUONG DAN sU DUNG TRUOC KHI DUNG. NEU CAN THEM THONG TIN XIN or

HOI BAC ST HOAC DUOC SI.

San xuét bdi: PT Merck Sharp Dohme Pharma Tbk, JI.Raya Pandaan Km 48, Pandaan,

Pasuruan, Jawa Timur, Indonesia
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