BOY TE CONG HOA XA HOI CHU NGHTA VIET
CUC QUAN LY DuUQC NAM DBoc 1ap - Tw do - Hanh phac

S6: /QLD-BK Ha Noi, ngay £ 4§ thang Y nam 2017
V/v cap nhat thong tin dugc ly doi voi
thudc chira hoat chat hydroxyzin

Kinh gti:
- S& Y té cac tinh, thanh pho tryc thudc trung uong;
- Cac bénh vién, vién c6 givong bénh tric thudc BO Y té;
- Cac co s& dang ky lwvu hanh thudc tai Viét Nam.

Trong thoi gian qua, Co quan quan ly Duoc Chau Au (EMA) di tién hanh
danh gia lai dd an toan cla thudc chra hoat chat hydroxyzin va dwa ra cac bién
phap m¢&i nham giam thiéu nguy co lién quan dén nhip tim khi st dung cac thuéc
chtra hoat chat hydroxyzin.

Tiép theo cong van s6 20391/QLD-TT ngay 02/11/2015 cta Cuc Quéan ly
Dugc vé viéc cung cap cac thong tin cho can bd y té vé do an toan cuia cac thudc
chira hoat chat hydroxyzin va can ct vao két luan ctia H6i dong Tuv van cdp sb
dang ky lwvu hanh thudc - Bo Y té, dé dam bdo muc tiéu st dung thudc hop ly, an
toan va hiéu qua, Cuc Quan ly Dugc yéu cau:

I. BG6i v6i S& Y té cac tinh, thanh ph6 trwc thudc trung wong va céac
Bénh vién, Vién cé giwvong bénh truc thudc Bo Y té:

Tiép tuc thdong bao cho cac co s& kham chita bénh, cac don vi kinh doanh
dwgc pham trén dia ban cac thong tin lién quan dén khuyén cao cia EMA da néu
tai cong van s6 20391/QLD-TT ngay 02/11/2015 cla Cuc Quan ly Duwgc va ndi
dung hudng dan tai Phu luc kém cong van nay; dong thoi ting cudng thuc hién
viéc theo ddi tdc dung khéng mong muén cla thudc trong qua trinh st dung va
lvu hanh; gri bdo cao ADR (néu c6) vé Trung tam Qudc gia vé thong tin thudc
va theo ddi phan (ng c6 hai cla thuéc (13-15 Lé Thanh Téng, Ha NOi) hoac
Trung tdm khu vuc vé thong tin thudc va theo ddi phan (ng cé hai cla thuéc TP.
H6 Chi Minh (201B Nguyén Chi Thanh, Quan 5, TP. H6 Chi Minh).

Il. D6i véi cac co s& dang ky lwu hanh thudc tai Viét Nam:

1. B6i voi cac thubec chra hoat chat hydroxyzin da dugc cip s6 dang
ky:

1.1. Trong vong 03 thang ké tir ngay ky céng van nay, yéu cau co s dang
ky thuoc thuc hién viéc cap nhat, b6 sung thong tin trong muc: Liéu lvong va
cach dung, chdéng chi dinh, canh bao va than trong khi s&r dung thubc, twong
tac thudc véi cac thudc khac va cac dang twong tac khac, tac dung khong



mong muén trén nhan, t& hudng dan st dung thuc cac ndi dung theo Phu luc
dinh kem cbng van nay.

1.2. Hinh thrc cap nhat: Co s& dang ky thudc thuc hién viéc tv cap nhat
theo quy dinh Khoadn 4 Diéu 9 Thong tv s6 44/2014/TT-BYT ngay 25/11/2014
cla B0 Y té quy dinh viéc dang ky thudc.

2. Do6i vbi cac hd so dang ky thudc chira hoat chat hydroxyzin dang

cho xét duyét tai Cuc Quan ly Dugc:

Cuc Quan ly Duwoc chi xem xét trinh Hoi déng tv van cap sd dang ky sau
khi co s& dang ky thudc ndp tai lieu cap nhat, bd sung ndi dung muc: Liéu lvgng
va cach dung, chéng chi dinh, canh bao va than trong khi st dung thudc, twong
tac thudc véi cac thudc khac va cac dang tuong tac khac, tdc dung khéng mong
mudn theo Phu luc dinh kém cdéng van nay vao cac phan co6 lién quan cuta ho so
va duoc tham dinh dat yéu cau.

Cuc Quan ly Duoc théng bao dé cac don vi biét va thwc hién /.

Noi nhan: KT.CUC TRUONG
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- Nhw trén;

- BT. Nguyén Thi Kim Tién (dé b/c);

- Thit trvdng Trueong Qudc Cudng (dé b/c);

- Cuc QLKCB, Thanh traBYT (dé phdi hop);
- Téng Cuc Hai quan - Bd TC;

- Cuc Quan Y - BQP; Cuc Y té - BCA; Cuc Y té Giao Thoén
van tai - B0 GTVT;

- BHXH Viét Nam;

- Téng cong ty Dwgc Viét Nam;

- Trung tdm DI & ADR Qudc gia;

- Bo mdén Dugc ly - Trwong DH Y Ha Noi;

- Céc chuyén gia thdm dinh ho so dang Ky thudc;

- Phong QLKDD, Phong QLTTQC (dé thuc hién);

- VPC (dé dwa lén Website); TC Drgc&MP;

- Luu:VT, bKT




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Poc 1ap - Tw do - Hanh phuc

PHU LUC

Céac ndi dung thay doi/ bd sung doi véi thudc chira hoat chat hydroxyzin
(Dinh kém theo cong van s6 .JT/.ST/QLD-DK ngayy
ctia Cuc Quan ly Duoc)
1. Liéu lvong va cach dung
[can bd sung cac ndi dung sau:]
-
[Tén thudc] can duoc s dung & liéu thap nhat c6 hiéu qud va trong thoi gian
ngan nhat co thé.
O ngudi lo6n va tré em co can nang trén 40kg, lidu t8i da hang ngay la
I00Omg/ngay.
& ngudi cao tudi, khéng nén st dung hydroxyzin, néu bt budc phai ding, liéu
dung tdi da hang ngay la 50mg/ngay (xem muc 3).
O tré em c6 can nang dwdi 40kg, lidu t6i da hang ngay la 2mg/kg/ngay.
[...]
2. Chdng chi dinh
o
[can b6 sung cac ndi dung sau:]
Bénh nhan co kéo dai khoang QT mac phai hodc bam sinh.
Bénh nhan cé yéu t6 nguy co kéo dai khodng QT bao gém bénh tim mach, ml\5
loan dién gidi nghiém trong (ha kali mau, ha magie mau), tién s gia dmhc
nguoi dot t& do nguyén nhan tim mach, cham nhip tim nghiém trong hoac
str dung céc thudc cé nguy co kéo dai khoang QT hodc gay xoan dinh (xem muc
3vad).
[..]
3. Canh béao va than trong dac biét khi st dung
[can b6 sung cac ndi dung sau:]
[...]
Tac dung trén tim mach
Hydroxyzin c6 lién quan dén tac dung kéo dai khoang QT trén dién tdm do.
Trong qua trinh giam sat thu6c sau khi duoc cap phép luu hanh trén thi truong,
da ghi nhan duwoc cac trudng hop kéo dai khoang QT va xoan dinh & bénh nhan
st dung hydroxyzin. Ba s6 bénh nhan nay déu c6 cac yéu t6 nguy co khac nhu
r6i loan dién giai hodc cac bénh mac kém co thé 1a nguyén nhan gop phan gay ra
bién co.
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Hydroxyzin can dwgc st dung & lieu thdp nhat cé hiéu qua va trong thoi gian
ngan nhét co thé.

Can ngirng hydroxyzin néu xudt hién dau hiéu hay triéu chi*rng c6 thé lién quan
dén loan nhip tim va bénh nhan can dén kham y khoa ngay lap ttc.

Can dan do bénh nhan thong bao ngay bat ky triéu chirng tim mach nao xay ra
trong qua trinh st dung thudc.

Bénh nhan cao tudi

Hydroxyzin khéng duoc khuyén céo si dung & nguoi cao tudi do hydroxyzin bi
gidm thai trlr & quan thé bénh nhan nay so véi nguoi 16n tredng thanh, dong thoi,
tdng nguy co xay ra phan ¢ng co hai (nhuv tac dung khang cholinergic) (xem muc
1va b).

4. Twong tac thu6c véi cac thube khac va cac dang twong tac khac

[can b6 sung cac ndi dung sau:]

[n] ,
Twong tac chdéng chi dinh

St dung hydroxyzin dong thdi véi cac thudc gay kéo dai khoang QT hodc gay
x0é&n dinh 1am ting nguy co loan nhip tim: cac thudc chéng loan nhip nhém IA
(nhu quinidin, disopyramid) va nhém Il (nhv amiodaron, sotalol), mot s6 thudc
khang histamin, mot sé thuéc chéng loan than (nhw haloperidol), mo6t s6 thudc
chdng tram cam (nhuw citalopram, escitalopram), mot sé thu6c chdng sét rét (nhw
mefloquin), mot s6 thudc khang sinh (nhw erythromycin, levofloxacin,
moxifloxacin), mot s6 thuéc khang ndm (nhu pentamidin), mot sé thudc tac dung
trén hé tiéu hoa (nhu prucaloprid), mot s6 thu6c dugc st dung trong ung thu (vi
du toremifen, vandetanib), methadon. Vi vay, chéng chi dinh két hop cac thuéc
nay v@i hydroxyzin (xem muc 2).

Twong tac can than trong khi st dung

Than trong khi st dung hydroxyzin cuing cac thuéc lam cham nhip tim va gay ha
kali mau.

[can b6 sung ndi dung sau:]

Twong tac can than trong khi st dung

Hydroxyzin dwgc chuyén hoa bdi enzym alcol dehydrogenase va CYP3A4,
CYP3A5. Khi sir dung dong thoi hydroxyzin véi cac thudc cd khad nang trc ché
nhirng enzym nay cé thé lam tang ndng dd hydroxyzin trong mau.

[w]

5. Tac dung khong mong mudn

[can bo sung cac ndi dung sau]

[ ,

Chua rd tan sudt xdy ra: Loan nhip that (nhv xoan dinh), kéo dai khodng QT
(xem muc 3).

[..]



