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

So6: 34/2017/XNQC-QLD Ha Néi, ngay.R.5. thang.© 3. nam 2017

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC
Tén 16 chuc, cd nhan: Van phong dai dién Cong ty Merck Sharp & Dohme (Asia) Ltd.

Dia chi: Lau 16, Toa nha Kumho Asiana Plaza, 39 Lé Duan, Quan 1, TP. Hé6 Chi Minh

Dién thoai: 08-39155800 Fax: 08-38278101
STT Tén thuoc S6 dang ky thuoc
1 Aerius VN-18026-14

Phuong tién quang cio: Trén bdo, ké ding trung bay cho céng ching.

Noi dung quang cao: Theo noi dung gébm 01 trang c6 déng déu xdc nhan cia Cuc Quan
1y Dugc dinh kém Gidy xdc nhan nay.

Van phong dai dién Cong ty Merck Sharp & Dohme (Asia) Ltd. c6 trdch nhiém quang
cdo ding ndi dung da duoc xac nhan.
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Tai lidu danh cho cdng ching

HIEU QUA TRONG BDIEU TR|

TRIEU CHUNG VIEM MUI D] UNG

NGUA MUI
THONG TIN KE TOA

MO TA: Aerius vién nén la vién dap ndi hinh trén, mau xanh nhat, méi vién
chira 5 mg desloratadine. THANH PHAN: Mdi vién nén Aerius chira 5mg de-
sloratadine. CHI BJNH: Aerius dugc chi dinh dé giam nhanh céc trig¢u chimg
lién quan dén viém mai dj ung, nhu hat hoi, s§ mii va ngia mii, sung
huyét/nghet mii, ciing nhu ngira, chay nudc mat va d6 mét, ngia hong va
ho. Aerius ciing dugc chi dinh d& gidm nhanh cac trigu chimg lién quan dén
may day nhu giam ngira, giam kich cd va 8 lugng ban. DUQC LUT HQC: De-
sloratadine dc ché& chon loc thy thé histamine H1 ngoai bién do thudc hoan
toan khong tham vao hé than kinh trung uong. Vi ligu diéu trj 5 mg/ngay, ty
1& budn ngt khong cao hon so véi gia dugc (placebo). Trong cac thir nghiém
lam sang sir dung Aerius vién nén vai lidu 7,5mg/ngay khéng thay cé anh
hudng dén hoat dong tam than van dong. DUQC PONG HQC: Cé thé dinh
lugng dugc ndng dd huyét tuong cha desloratadine trong vong 30 phit ding
desloratadine. Desloratadine dugc hap thu t3t véi néng do tai da dat dugc
sau khoang 3 gig, thoi gian ban thai giai doan cudi khoang 27 gio. LIEU
LUQNG VA CACH DUNG: Ngu®i 16n va thanh thiéu nién (212 tudi): Mét vién
nén bao film Aerius 5 mg, uéng 1 lan/ngay udng cung hodc khong ciing bira
an. dé giam cac triéu chimg lién quan dén viem mai dj (mg (bao gom viem
mdi di ing khong lién tyc va viém mai di img kéo dai) va may day. Chi dung
dudng udng. TUONG TAC THUGC: Khang quan sat thay tuong tac co y nghia
lam sang voi Aerius vién nén trong cac thir nghiém lam sang. Thuc an hodc
nuoc budi khong anh hudng dén duoe dong hoc cua desloratadine. Uong
Aerius cung voi ruou khong Iam tang nguy co suy giam hanh vi cta rugu. (X-
em dic tinh dugc luc hoc). TAC DUNG BAT LOI: Trong nhimg thir nghiém lam
sang vai cac chi dinh vé viém mii di ing va may day tu phat man tinh, véi
liéu dé nghj 5 mg/ngay, nhimg tac dung bat lgi thudng gap nhit véi tan suat
cao hon placebo 1a mét méi (1,2%), kho miéng (0,8%), va nhuc dau (0,6%)
Trong qua trinh luu hanh desloratadine trén thi truong, rat hiém co bao cao
vé phan (ng qua man (ké ca phan vé va phat ban)
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CHAY NUGc MOI NGUA MAT

nhanh nhip tim, danh tréng nguc, tang hoat dong tam than van dong, con
ddng kinh, tdng cac men gan, viém gan va tang bilirubin. CHONG CHi DINH:
Quéa man vdi hoat chat hodc véi bat ky thanh phan nao cla thuéc. THAN
TRONG: Chua danh gia tinh an toan va hiéu qua cla Aerius vién nén & tré dudi
12 tudi. ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC: Khong
quan sat thdy anh hudng dén kha nang lai xe va van hanh may méc.(Xem dic
tinh duge lyc hoc). THAI KY VA CHO CON BU: Do chua co dirliéu lam sang vé
viéc sir dung desloratadine trong thai ky nén chua xac dinh dugc tinh an toan
ctia Aerius trong thai ky mang thai. Khong sir dung Aerius trong thai ky trir
khi lgi ich vugt tri nguy co. Khong ding Aerius cho phu nircho con bu do de-
sloratadine dugc tiét vao sira me. QUA LIEU: Khi c6 qua lidu, can nhac dung
cac bién phap chuén dé loai bo phan hoat chat chua dugc hap thu. Nén digu
tri triéu chimg va diéu trj nang do. Trén mot nghién ciu lam sang da ligu &
nguwi I6n va thanh thigu nién sir dyng desloratadine lén dén 45 mg (cao gdp
9 [an liéu lam sang) da khong quan sat thay biéu hién lam sang cua qua liéu.
Desloratadine khdng dugc bai tiét qua tham phan mau; chua 16 liéu cé duge
bai tiét qua tham phan phiic mac hay khdng. HAN DUNG: 24 thang k& tirngay
san xuat. BAO QUAN: B2o quan tir 2 dén 30°C, tranh dm. SAN XUAT VA DONG
GOI B : Schering-Plough Labo N.V., Industriepark 30, B-2220
Heist-op-den-Berg, Belgium

Xin théng bdo cho bdc s§ nhimg biéu hién bat lgi trong
théi gian dang thuéc.

Xin vui long dgc ky théng tin san phdm day du bén trong hép thuéc
trudc khi sir dyng.

NGAY DUNG 1 LAN

b9 MSD

VPDD MERK SHARP & DOHME(ASIA) LTD.
TP HO CHi MINH. L16. Ku - 28

L
y. M Trh, Q. Tir Liém
0 Fav 84-4-38178415




