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

S6: £4/2017/XNQC-QLD Ha N¢i, ngay. L4 thang. 0%, ndm 2017

GIAY XAC NHAN NOI DUNG QUANG CAO THUOC

Tén t6 chiic, ¢4 nhan: Van phong dai dién GlaxoSmithKline Pte. Ltd tai TP. Hé
Chi Minh

Dia chi: Phong 701, lau 7, Toa nha Metropolitan, 235 Pong Khdi, Quan 1, TP.
Ho6 Chi Minh

Dién thoai: 08 3827 5929 Fax: 08 3827 5927
STT Tén thuoce So dang ky thuoc
1 Otrivin VN-15561-12

Phuong tién quang cao: Trén sdch, bédo, tap chi, to roi, bdo dién tu, trang thong tin
dién tl, bang, bién, dp phich, man hinh chuyén quing cdo (khong dit ngoai troi,
khong ¢6 4m thanh) cho cong ching.

Noi dung quang cdo: Theo noi dung gém 01 trang (ma code: CHOTRI/0004/16)
dong dau xdc nhan cua Cuc Quan ly Dugc dinh kém Gidy xdc nhan nay.

Vin phong dai dién GlaxoSmithKline Pte. Ltd tai TP. H6 Chi Minh ¢6 trach nhiém
quang cdo ding ndi dung da dugc xdc nhan.
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Thanh phan: 0,1% Xylometazoline hydrochloride. 1 lan xit tir binh xit dinh liéu tuong (mg véi 0.14 mg xylometazoline
hydrochloride. Tac dung: Otrivin lam giam pht né ¢ niém mac miii ya cac vung xung quanh hong gitp cho viée th qua mi
duoc dé dang tropg cac truong hop nghet mii. Otrivin chira thanh phén té duoge gitip ngan ngira kho niem mac miii. Tac dung
cua Otrivin bat dau trong hai phut va kéo dai &i 12 gio. Chi djnh: Nghet miii do nhiéu nguyén nhan khéc pliau. Tro gitip thai
cde dich tiet khi bi ton thuong ving xoang. Ho trg dicu tri sung huyet mui hong trong viém fai gitra. Tao dicu ndi soi mili
Li¢u lwgng va ciach ding: Chi ding ¢ho nguoi I6n va tré em 12 tudi hode 16n hon. Mot lan xit vao nivi bén mai, 3
1y (gilr khoang cach 8 - 10 gio giira céc licu). Khong vurot qua toi da 3 Ian xit/ngay vao moi 16 mii, Cach ding dang xit
mili: Lam sach mii. Thido,nap bgo vé. Trude khi str dyng lan dau, moj bom bang cach xit vai lan cho dén khi m§t man suong
min thodt vag khong khj. O cac lan sau bom xit dinh liév an sang dé sir dung ngay. Can than khong xit vao ma. | .odc migng.
Giir chai thude ¢ the thang dimg véi ngon cé udi day va ong phun & giira hat ngon tay. Ci nhe ve phig truéc va dua ong
phun yao 16 mii. Xit va tho nhe phang qua mii cing mot luc. Lap lai véi 16 mii kia. Lam sach va lau khd 6ng riun trude khi
day nap lai ngay sau khi dupg. D¢ tranh lay lan nhiem khuan c6 the co, chai thude chi nén dung béi mot ng '.hong nén ding
Otrivin lay hon I tuan. Chong chi dinh: Nhu cic thuoc co mach khae, Otrivin khong nén duge str dung & benh nhan phau thuat
cit bo tuyén yén qua xuong buém hodc phau thuat ngoai mang cimg. Bénh nhan g bénh tang nhan ap (Glocom) goc hep. Bénh
nhan bi viém mii khd hodc viém miii teo. Qua man voi 1etazoline hodc vaéi bat ky thanh phéan ta duge nao cua thudce. Canh
bao va thin trong khi sir dung thuoc: Nhu véi cic thuoc cuong giao cam khéc, Otrivin nén duge sir dung mot each than trong
trén nhimg bénh nhén ¢ biéu hién qué nhay cam véi cac hoat chat adrenergje, biéu hién qua cac day hiéu nhu mat ngu, chong
mit, run, roi loan nhip tim hodc ting huyet ap. Xin tham khjo ¥ kién bac si néu nhiing tac dung nay rat gay hai, chimg cam lan
ctia ban kéo dai hodc tro nén ning hon hodc xuat hién cac van dé khac. Phai than trong khi dung Otrivin trong truong hop: Tang
huyeét ap, bénh tim mach, cudng giap trang hodc bénh dai thao duong, bénh y t€ bao wra crom. bénh phi dai tién liét tuyén, dang
dung chat ire ché monoamine ase (chat (rc ché MAO) hoiic di dung chat (rc ché MAO trong vong hai tuan vira qug. Nhur
cac thuoc co mach tai cho khac, khong nén ding Otrivin hon | tuan lién tuc vi sau mét thoi gian dai sur dung, €6 the xuat hién
sung huyét niém mac miii hoi timg va/hodc viém mili teo. Kha niing sinh san, phu nir ¢6 thai va cho con bi: Thoi ky mang
thai: Do ¢6 (h¢ ¢o tac dupg co manh toan than, nén than trong khéng ding Otrivin trong thoi ky mang thai. n by:
Khong ¢6 bang chimg vé bat ky tac dung bat loi nao doi vai tré dang b stra me. Tuy nhién khong biet xylometazoline ¢6
vao stta me hay khong, do do trong thai ky cho con bt nén than trong khi sir dung Otrivin va chi nén st dung dudi su hudng
cua nhan vién y t¢. Poe ki hwiomg dan sir dung trwée khi ding. Nha san xuat: Novartis Consumer ﬁealth S.A Route de

I'Etraz, CH-1260 Nyon, Switzerland. Nha nhap khau: Cong ty TNHH MTV Vimedimex Binh Duong — S6 18 L1-2 VSIP 11,
dyong so 3. Khu Cong nghiép Viét Nam — Singapore 2, Phuong Hoa Phi. TP. Thu Dau Mot, Tinh Binh Duong.

S0 giay xac nhan ndi dung quang cao thuog cua Cuc Quan Ly Duoc: /XXXX/XNQC-QLD, ngay ... thang ... nim ....
OTRIVIN I3 nhan hiéu so hitu béi hodc cap phép cho Tap doan GSK. |
Kich thuege 101 thiéu: « 1:1voi cdc hinh thire: in scch bdo, tap chi, (o roi, viit pham in an: khay, k¢, trén bdg dién i & cdc trang thong tin dién
tr démh cho cong ching. = 1:2vdi hinh thite bang bién, dp phich, poster; decal (dén & mdt trieoc quay thuoc hodc trong khuviee trumg bay cuia
nha thuoc) va man hinh chuyén quang cdo (khong ddit ngoai tron, khong co am thanh) danh cho cong chimg. CH VN/CHOTRI/0004/16



