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Kinh 
- Cac don vi kham chira benh; 
- Trung tam ,Y to 	phong cac huyen, thi xa", thanh ph6 ; 
- Phong Y to cac huyen, thi xa, thanh phO; 
- Cac Cong ty disc trong tinh. 

Can cir Cong van sO 5750/QLD-DK ngay 27 thang 4 nam 2017 cua Cuc 
Quart ly dirge - Bo Y to ve vice cap nhat thong tin duvc 1Y/, doi v(ri thuoc chira hoat 
chat hydroxyzin; 

D6 darn bAo sir dung thuO'c an toan, heap 1y, So Y to sao girl Phu 1uc "Cac Heil 
dung thay doi /bO sung doi voi thuoc chira hoat chat hydroxyzin" va you cau: 

- Cac don vi kham chcia benh thong bao, rOng 	cho can be vien 	cac 
khoa phong, 	ph5n biet thong tin lien quan den tinh an toan cua thuoc chira hoat 
chat hydroxyzin; 

- Trung tam Y to du phong cac huyen, thi xa, thanh pho thong bao cho cac 
tram y t6 xa, phLrong, thi trAn tren dia ban biet thong tin lien quan den tinh an toan 
cita thuoc chira hoat chat hydroxyzin; 

- Phong Y to cac huyen, thi xa, thanh phe; thong bao cho cac nha thuOc ttr 
nhan va cac co so hanh nghe y ttr nhan tren dia .ban biet thong tin lien quan den tinh 
an toan cua thuoc chira hoat chat hydroxyzin; 

- Cac Cong ty duvc thong bao cho cac chi nhanh, quay thuOc, dal 1,"/ trona he 
thOng ph5n phOi cua minh biet thong tin lien quan den tinh an toan cUa thuoc chira 
hoat chat hydroxyzin; 

- Cac don vi kinh doanh, sir dung thuOc tang cuang thuc hien vice theo doi 
tac dung khon.g mong moon cua thuoc trong qua trinh sir dung va Jiro hanh.,  Giri 
bao cao ADR (neu co) dm thuoc ve:,Trung tam quoc gia 	Thalia tin thu(7)c va 
Theo doi cac phan Ling co hai 	thuoc (13-15 LO Thanh Tong, Quan [-loan Kiem, 
1-la Nei) va Phong Nghiep 111 duot - So. Y 

Nal nh(in: 
- Nhutren: 
- Website So Y te; 
- Ltru: VT,P.NVD. 
Gai van ban gidy va di•@1 



BO Y 	 CONG Hem XA HO! CHU NGHTA VICT NAM 
CUC QUAN LV DLIVC 	 130c lap - 'Ft! do — Hanh philc 

PHU LUC 

Cac OA dung thay del/ bO sung dOi vai thmic ehira boat ehAt hydroxyzin 
(Dinh kern then cong van se; 	/QLD-DK ngay,q- ?f 

caa Cuc Quan 13, Duvc) 

1. Lieu lurqng va each dimg 
[can ba sung cac not dung soul 

1.-.] 
[Ten thu6c] can duce sir dung et lieu thdp nhAt c6 hieu qua va trong thei gian 
ngan nhat c6 the. 
6 ngtroi 16-n va tre em c6 can n:ang tren 40kg, lieu t6i da hang ngay la 
1 00mgingay. 

nguai cao tuoi, khong nen sir dung hydroxyzin, neu bat buOc phai dimg, lieu 
clUng toi da hang ngay la 50mg/ngay (xem mix 3). 
CS tre em c6 can nOng dtrai 40kg, Iieu t6i da hang ngay la 2mg/kgingay. 

1...] 
2. Chiing chi dinh 

[can IA sung cac nOt dung sau: 
Benh nhan co keo dai khoang QT mac phai hoac bArn sinh. 
Benh nhan co yeu to nguy co keo dai khoang QT bao g6m benh tim mach, rei 
loan dien giai nghiem trQng (ha kali matt, ha magie mau), Wen six gia dinh CO 
nguoi det tir do ,nguyen nhan tim mach, chain n.hip tim nghiem trong hoac dang 
sir dung cac thulic c6 nguy co keo dal khoang•QT hoac gay xoan dinh (xem mgc 
3 va 4). 

[..] 
3. Ctinh him va thin treng cac b.* khi srar Ong 
f yin ho sung ccie nisi dung sau: 

lac china trot) tim mach 
Hydroxyzin co lien quan den Lac dung keo dal khoang QT tren dien tam do. 
Prong qua trinh giam sat thuoc sau khi duoc cap phep Itru hanh tren thi trueng, 
dd ghi nh4n duyv cac truang hyp keo dai kfioang VT va xodn dinh a benh nhan 
u dung hydroxyzin. Da so Penh nhan na) deu, co cac yeu nguy co khac nhu 

rci iodn dien 	hoac cac benh mac kern co the Id nguyen (than gop phan gay ra 
rien 
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