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15.05.2017 - Trung tdm Y té du phong cac huyén, thi xa, thanh pho ;

:13:42 +07: : . ‘ ;
09:13:42 +07:00 - Phong Y té cac huyén, thi xa, thanh pho;

- Cdc Cong ty dugc trong tinh.

Cian ¢ Cong van so 5750/QLD-DK ngay 27 thing 4 nam 2017 cua Cuc
Quan ly dugce - BO Y té vé viéc cap nhdt thong tin dugce ly ddi vai thude chia hoat
chat hydroxyzin;

D¢ dam bao st dung thude an toan, hop ly, SO Y & sao gui Phu luc "Céc noi
dung thay ddi /bd sung déi vai thude chira hoat chat hydroxyzin" va yéu cau:

- Cac don vi kham chira bénh thong bao rong rdi cho can bg vién chuc cic
khoa phong, by phén biét thong tin lién quan dén tinh an toan cua thude chira hoat
chat hydroxyzin;

- Trung tam Y t& dy phong céc huyén, thi xa, thanh pho thong bdo cho cic
tram y t& xa, phuong, thi tran trén dia ban bict thong tin lién quan dén tinh an toan
cua thudc chira hoat chat hydroxyzin;

- Phong Y té cac huyén, thi xa, thanh pho thong bdo cho cac nha thuoc wr
nhan va cac co so hanh nghé y tu nhan trén dia ban biét thong tin lién quan dén tinh
an toan cua thude chira hoat chat hydroxyzin:

- Céac Cong ty dugc thong bio cho cic chi nhanh, quay thude, dai v trong h¢
thong phan phéi ctia minh biét thong tin lién quan dén tinh an toan cta thude chia
hoat chat hydroxyzin;

- Cdc don vi kinh doanh, st dung thude ting cudng thue hién viée theo doi
tic dung khong mong mudn cta thuoc, trong qua trinh sur dung va luu hanh. Gui
bido cdo ADR (néu ¢6) ciia thude vé: Trung tim qudc gia vé Théng tin thude va
Theo ddi cac phan tng ¢é hai cua thude (13-15 L& Thanh Tong, Quan Hoan Kiém.
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PHU LUC

Cic ngi dung thay d6i/ bo sung ddi véi thude chira hoat chat hydroxyzin
(Dinh kém theo cong vin 56 57K0...../QLD-PK ngayiF ]« vy 2
ctua Cuc Quan ly Durgc)

1. Liéu lrgng va cach ding

/i cdn bé sung.cdc ndi dung sau:] o

[.]

[Tén thuoc] cén dugc st dung ¢ lidu thap nhét c6 hiéu qua va trong thoi gian

ngén nhét c6 thé.

O nguoi 16n va tré em c6 can ning trén 40kg, liéu téi da hang ngay la

100mg/ngay.

0 ngucn cao tudi, khong nén sir dung hydroxyzin, néu bét bude phai ding, lidu

dung ti da hang ngay la SOmg/ngé.y (xem muc 3).

O tré em c6 can niing dudi 40kg, lidu téi da hang ngdy 1a 2mg/kg/ngay.

[...]

2. Chéng chi dinh

[can bo sung cdac ngi dung sau:]

Bénh nhén ¢6 kéo dai khoang QT méc phai hoc bam sinh.

Bénh nhéan c6 yéu té nguy co kéo dai khoang QT bao gbém bénh tim mach, roi

loan dién giai nghiém trong (ha kali mau, ha magie mau), tién sir gia dinh c6

ngudi dot tir do nguyén nhén tim mach, chdm nhip tim nghiém trong hodc dang

st dung céc thude cé nguy co kéo dai khoang QT hodc gdy xoan dinh (xem muc

3vad).

[.]

3. Canh bao va than trong dac biét khi swr dung

[can bé sung cde néi dung sau:]

fac dung trén tuim mach

H\ droxyzin ¢6 lién quan dén tac dung keo dai khoang QT trén dién tam do.

Irong qua trinh giam sat thudc sau khi dugc cdp phép luu hanh trén thi truong,
da ghi nhan dugc cac trudong hop keo dai khoang QT va xoan dinh & bénh nhan
su dung hydroxyzin. Da s6 benh nhan nay déu co cac yéu td nguy co khac nhu
ro1 loan dién giai hodc cac bénh mac kém c6 thé la nguyén nhan gop phan gay ra

hién L(‘
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