BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

S6:35 /2017/XNQC-QLD Ha Noi, ngay.2-2. thang. <. 2 nam 2017

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC
Tén t6 chic, cd nhan: Van phong dai dién Cong ty Merck Sharp & Dohme (Asia) Ltd.

Pia chi: Lau 16, Toa nha Kumho Asiana Plaza, 39 Lé Duin, Quan 1, TP. H6 Chi Minh

bién thoai: 08-39155800 Fax: 08-38278101
STT Tén thuoc So dang ky thuoc
1 Aerius VN-18026-14

Phuong tién quang cdo: Trén bio, t& roi cho cong chung.

Noéi dung quang cio: Theo ndi dung gom 02 trang c6 déng ddu xdc nhan cta Cuc Quan
1y Dugc dinh kém Gidy x4c nhéan nay.

Vin phong dai dién Cong ty Merck Sharp & Dohme (Asia) Ltd. ¢6 trach nhiém quang
cdo dung noi dung da dugc xac nhan.

KT. CUC TRUONG
PHO CUC TRUOGNG

en Tat Dat
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THONG TIN KE TOA

MO TA: Aerius vién nén la vién dap néi hinh tron, mau xanh nhat,
méi vien chira 5 mg desloratadine. THANH PHAN: MGi vién nén
Aerius chira 5mg desloratadine. CHi BINH: Aerius dugc chi dinh dé
giam nhanh cac triéu chimg lién quan dén viem mui di timg, nhu hat
hoi, s6 mui va ngira mii, sung huyét/nghet mii, cing nhu ngura,
chay nudc mat va dé mat, ngira hong va ho. Aerius ciing dugc chi
dinh dé giam nhanh cac trieu chimg lién quan dén may day nhu
giam ngtra, giam kich co va s6 lugng ban. DUOC LUC HOC: Deslo-
ratadine trc ché chon loc thu thé histamine H1 ngoai bién do thudc
hoan toan khong tham vao hé than kinh trung uong. Vai liéu diéu tri
5 mg/ngay, ty 1& buén ngti khong cao hon so vai gia duge (placebo).
Trong cac thir nghiém 1am sang s dung Aerius vién nén voi liéu
7,5mg/ngay khong thay cé anh huéng dén hoat dong tam than van
dong. DUCYC DONG HOQC: Co thé dinh lugng dugec nong do huyéet
twong cua desloratadine trong vong 30 phut dung desloratadine.
Desloratadine dugc hap thu tét vai nong do toi da dat duge sau

khoang 3 gio, thoi gian ban thai giai doan cudi khoang 27 gic. LIEU

LUQONG VA CACH DUNG: Nguoi Ign va thanh thiéu nién (212 tudi):
Mot vien nén bao film Aerius 5 mg, udéng 1 lan/ngay uéng cung hoac
khong cung bira an, dé giam cac triéu ching lién quan dén viém mai
di img (bao gom viem mii di ing khong lién tuc va viem mui di tng
kéo dai) va may day. Chi dung duong uéng. TUONG TAC THUOC:
Khong quan sat thay tuong tac co y nghia lam sang voi Aerius vién
nén trong cac thir nghiém lam sang. Thirc an hoac nudc buadi khong
anh hudng dén duge dong hoc ctia desloratadine. Udng Aerius cung
vai rugu khong lam tang nguy co suy giam hanh vi cda rugu.(Xem
dac tinh duogc luc hoc). TAC DUNG BAT LQI: Trong nhimg th:
nghiém lam sang vai cac chi dinh vé viem mii di irng va may day
phat man tinh, véi liéu dé nghi 5 mg/ngay, nhirng tac dung bat 17
thutrng gap nhat vai tan suat cao hon placebo la mét mai (1,2%),
kho miéng (0,8%), va nhic dau (0,6%). Trong qua trinh luu hanh
desloratadine trén thi truong, rat hiém co bao cao vé phan img qua
man (ké ca phan vé va phat ban), nhanh nhip tim, danh tréng ngurc,
tang hoat dong tam than van dong, con dong kinh, tang cac men
gan, viém gan va tang bilirubin.

CHONG CHI BINH: Qua man vdi hoat chat hoac vdi bat ky thanh
phan nao cua thuéc. THAN TRONG: Chua danh gia tinh an toan va
hiéu qua clia Aerius vién nén & tré dudi 12 tudi. ANH HUONG PEN
KHA NANG LAl XE VA VAN HANH MAY MOC: Khong quan sat thay
anh hudng dén kha nang lai xe va van hanh may moc.(Xem dac
tinh duge luc hoc). THAI KY VA CHO CON BU: Do chua co dir liéu
lam sang vé viéc sirdung desloratadine trong thai ky nén chua xac
dinh dugce tinh an toan cua Aerius trong thoi ky mang thai. Khong
st dung Aerius trong thai ky trir khi lgi ich vuot tréi nguy co.
Khong dung Aerius cho phu nir cho con bu do desloratadine dugc
tiét vao sira me. QUA LIEU: Khi cé qua liéu, can nhac dung cac
bién phap chuan dé loai bo phan hoat chat chua dugc hap thu.
Nén diéu tri triéu chirng va diéu tri nang do. Trén mot nghién cuu
lam sang da liéu & nguoi Idn va thanh thiéu nién s dung deslo-
ratadine lén dén 45 mg (cao gap 9 lan liéu lam sang) da khong

* quan sat thay biéu hién lam sang cua qua liéu. Desloratadine
 khong dugc bai tiet qua tham phan mau; chua ré liéu co dugce bai

tiet gua tham phan phuc mac hay khong. HAN DUNG: 24 thang ké
tlr ngay san xuat. BAO QUAN: Bao quan tir 2 dén 300C, tranh am.
SAN XUAT VA PONG GOI BOI : Schering-Plough Labo N.V., Indus-
triepark 30, B-2220 Heist-op-den-Berg, Belgium.
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Xin théng bao cho bac sy nhirng biéu hién bat loi trong
thoi gian dung thuéc.

Xin théng bao cho bac sy nhimg biéu hién bat
I~i trong thoi gian dung thuéc.

2 MSD

VPHD MEiin SHARP & DOHME(ASIA) LTD.

TP U SHIMINH: Lau 16, Kumho Asiana Plaza, 39 Lé Duan, Quan 1
DT: 84 &-39155800 Fax: 84-8-38278101

HA NOI: Lau 14, Keangnam Hanoi Landmark Tower, Pham Hung,
Cau Giay, Mé Tri, Quan Tir Liém.

DT: 84-4-37824360 Fax: 84-4-38378415

Code: RESP-1163235-0032




