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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phic
S6: 453 /2017/XNQC-QLD Ha Noi, ngay.0S.. thang..06. ndm 2017~

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC
Tén 8 chiic, c4 nhan: VPPD Bayer (South East Asia) Pte Ltd

Dia chi: 106 Nguyén Van Tréi, P.8, Q. Phia Nhuan, TP. HCM

Pién thoai: 08 36029139 Fax: (S6 fax)
STT Tén thudc So dang ky thuoc
1 Clarityne Syrup VN-11320-10

Phuong tién quang cdo: Trén tap chi, to roi, dp phich cho cong ching.

Noi dung quiang c4o: Theo noi dung gém 1 trang c6 dong ddu x4c nhéan cta Cuc
Quan 1y Dugc dinh kém Gidy xdc nhan nay.

VPDD Bayer (South East Asia) Pte Ltd ¢ trdch nhiém quing cdo ding noi dung da
duoc x4c nhén.

KT. CUC TRUONG
PHO CUC TRUONG

{cuyén Tat Dat



https://nhathuocngod

)71

Clarit

Loratadine

[Z] May day va cac bénh da do dj ing™
Cho tré em tir 2 tudl tré lén

D B bl i Che ik em i 2 tub 1ré
26 /5747

CLARITYNE SI RO DIEU TRI HIEU QUA

CAC TRIEU CHUNG DI UNG CUA BE:

[Z] viém moi di ong™

Ti 1€ so véi kich thude that: 1:1, 1:5, 1:10, 1:500, 1:1000

kéo dai. haa .

A

THONG TIN SAN PHAM Byt aletey = 3
: Ml Ll :

i¢t dugc cua loratadine.

TOM TAT
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Clarityne

Vién nén va 5ird

Khéng Histamine tac dung kéo dai’

To huéing ddn st dung ndy chi cung cdp nhimg théng tin ké toa
¢d ban. Cudn sdch chuyén khoa sé cung cdp thém théng tin cho
bdc si khi c6 yéu cdu.

TRINH BAY: Mdi vién nén Clarityne® chifa 10 mg loratadine va
cac té dugc: tinh bdt ngd cdc, lactose va magnesium stearate.

M3i 5 ml sird Clarityne® chia 5 mg loratadine va céc ta dugc:
propylene glycol, glycerin, axit citric anhydrous, natri
benzoate, duéing, huong vi dao va nudc tinh khiét. Chat bao
quan la natri benzoate 0,1% w/v.

TAC DUNG: Loratadine la mét thudc khang histamine 3 vong,
hiéu qua tac dung kéo dai véi hoat tinh d6i khang chon loc thu
thé H1 ngoai bién. 5 B2

Loratadine 1a mét thudc khéng histamine thé hé thi hai c6
hoat tinh chen chon loc thu thé H1 ngoai bién. Loratadine va
san pham chuyén héa clia nd khdng dé dang xam nhép vao
hang rao méu nao, do d6 khdng géy anh huéng dang ké dén hé
than kinh trung uang va khdng biéu hién tac dung khéng
cholinergic. Trong céc nghién c(tu lam sang ¢6 d6i chiing ty &
buén ngl dugc bdo cao b&i nhém déi tugng udng loratadine
ném trong khodng 1%-2% so véi ty 1& budn ngti dugc bdo cao
bdi nhom placebo, va cao hon rat nhiéu (1én dén 47%) doi vai
nhém diéu tri béng céc thudc khang histamine thé hé thit nhat.

CHi DINH VA SU DUNG: Clarityne® duoc chi dinh dé gidm triéu
chiing do viém miii di ting, nhu hét hoi, s6 mi, nguia mdi, ngtfa
va chdy nudc mét. Cac ddu hiéu va triéu ching & mii va mat sé
gidm nhanh sau khi uéng thudc.

Clarityne® duoc chi dinh dé gidm triéu chiing clia may day man
tinh va céc bénh da do di ting khac.

LIEU LUQONG VA CACH DUNG:
Ngudi lon va tré > 12 tudi:

Clarityne® vién nén: 1 vién [10 mg] - ngay 1 lan.
Clarityne® sird: 2 thia ca phé ddy [10 mg] - ngay 1 lan.
Tré tir2 dén 12 tudi:

Can ndng > 30 kg: 10 mI [10 mg] (hai thia ca phé ddy) Clarityne®
sird-ngay 11an.

Can nang < 30 kg: 5 ml [5 mg] (mét thia ca phé ddy) Clarityne®
sird - ngay 1 lan.

TUONG TAC THUGC: Dya trén nhitng nghién ctu dugc tién

trén tam than.

Trong céc thi nghiém lam sang c6 kiém soét, da thdy tang ndng
do loratadine trong huyét tuang khi st dung déng thdi véi
ketoconazole, erythromycin hodc cimetidine, nhung khong thay
thay d6i dang ké cé y nghia lam sang (ké c dién tam dd). Cén
than trong khi phéihgp véi cac thudc khac da biét ¢6 tic dung
tc ché su chuyén héa & gan cho dén khi nghién ciu vé tuong tac
thudc dugc hoan thanh déy du.

Tuong tac thuéc/Xét nghiém: Nén ngling sif dung Clarityne®
48 gidstrudc khi tién hanh cac thir nghiém trén da vi céc thudc
khang histamine c6 thé ngan ngita hodc gidm cc phan (ing
duong tinh & da.
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TAC DUNG NGOAI Y: Khong gy budn ngli mét céch dang ké véi
liéu 10 mg moi ngay.

Céc tac dung phu dugc bao cdo phé bién nhat bao gom: mét
mdi, dau dau, lo mo, khd miéng, réi loan da day ruét nhu buén
ndn, viém da day, va ciing gap céc triéu ching dj ting nhu ndi
ban.

Trong qué trinh Iuu hanh sén pham Clarityne®, hiém c6 béo cdo
rung tc, qua man bao gém phui mach, chiic nang gan bét
thudng, nhanh nhip tim, danh tréng nguc, chdng mét va co giat.

Tuong tu nhu vay, ti 1 tac dung ngoai y lién quan dén Clarityne®
sird la tuong duang vdi placebo. Trong nhiing nghién cdu lam
sang 6 kiém soat trén bénh nhi, i 1é dau ddu, lo mo'va hét
hoang lién quan dén viéc dung thuéc hiém khi dugc bao cdo,
tuong ty vdi placebo.

Théng bdo cho bdc si nhitng tdc dung khéng mong muén gdp
phai khi ding thuéc.

CHONG CHi DINH: Céc ché pham Clarityne® chdng chi dinh cho
nhitng bénh nhan qué man hodc dac ing véi cac thanh phéan
ctia thudc.

THAN TRONG: Nhiing bénh nhan suy gan ndng nén sit dung
liéu ban dau thap hon do gidm thanh théi loratadine. Liéu khdi
dau dé nghi & nhitng bénh nhan nay la 5 ml hodc 5 mg/ngay
hodc 10 ml hodc 10 mg dung céch ngay.

__ Chuaxaclip hidu qua clia Clarityne® & tré duci 2 tudi. Tuy nhién

QUA LIEU: Lo ma, danh tréng nguc va dau dau da dugc bdo cdo
khi dung qua liéu. Udng mét Ian 160 mg loratadine khong gay
tac dung phu. Trong trudng hop qua liéu nén Iap tuc diéu tri
triéu ching va diéu tri h6 trg. :

Diéu tri: Xem xét céc phuong phép chudn dé loai trir thudc chua
hap thu ra khoi da day, nhu dung than hoat tinh dé hap thu,
dung dudi dang hén dich véi nudc. Nén can nhac dung phuong
phap rirta da day. Dung dich dugc chon la nuéc mudi sinh Iy, nhat
I3 véi tré em. O ngudi I6n c6 thé dung nudc thudng, tuy nhién
phai thdo ra cang nhiéu cang tét trudc khi bom rita dgt khéc.
Thudc tdy mudi dan nudc vao rugt va tham thau, do dé né con
¢ tac dung pha loang nhanh céc chat chifa trong ruét.
Loratadine khdng dugc thai qua thdm phan mau & bat ky thai
gian nao. Sau khi diéu tri cap ctiu, nén theo ddi sat bénh nhan.

TRINH BAY: Clarityne® vién nén 10 mg - hop 1 vix 10 vién.
Clarityne® sir6 - lo 60 ml.

BAO QUAN: Bio quén dudi 30°C. Vi chifa vién nén phai duoc
bao quan tranh dm. Giif thu6c ngoai tam tay tré em.

HAN DUNG: Clarityne® vién nén: 36 thang ké tir ngay sn xuat.
Clarityne® sird: 24 théng ké tlf ngay san xudt.
Khong diing thudc da qué han sif dung.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU CAN
THEM THONG TIN XIN HOI BAC STHOAC DUQC SI.

ditliéu dugc dong hoc clia loratadine & tré tir 1 dén 2 tudi sau
khi dung liéu duy nhat 2,5 mg Clarityne® siré la tuong tu nhu tré
I6n tudi hon va ngudi I6n.

THAIKY VA CHO CON BU: Chua xéc dinh tinh an toan khi dung
cac ché pham Clarityne® cho phu nit ¢ thai; do d6 chi ding
thudc khi lgi ich vuot trdi nguy co d6i véi thai.

Do loratadine dugc tiét vao sita va do nhitng nguy ca khi ding
cac thudc khang histamine tang 1én & tré em, déc biét tré sa sinh
va sinh non, nén ngling cho con b hodc ngling thudc.

San xuat bdi: PT Merck Shgfp Dohme Pharma Tbk, JI.Raya
Pandaan Km 48, Pandaan, Pasuruan, Jawa Timur, Indonesia

Bayer
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