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S6: 7150 /QLD-BK Ha No¢i, ngay 1+ thdng 4 ndam 2017
V/v cgp nhét thong tin duoc 1y d6i voi
thudc chira hoat chit hydroxyzin

Kinh gtri:
- S&'Y té céc tinh, thanh pho tric thudc trung wong;

- Céc bénh vién, vién c6 giudng bénh truc thudc Bo Y té;
- Céc co s dang ky Iuu hanh thubc tai Viét Nam.

Trong thoi gian qua, Co quan quan Iy Dugc Chau Au (EMA) da tién hanh
danh gia lai 6 an toan cua thudc chira hoat chét hydroxyzin va dua ra céc bién
phép méi nhdm giam thidu nguy co lién quan dén nhip tim khi sir dung céc thudc
chira hoat chét hydroxyzin.

Tlep theo cong vin s6 20391/QLD-TT ngay 02/ 11/2015 ctia Cue-Quan ly
Duoc vé viée cung cap cac thong tin cho cén bd y té vé& d6 an toan cla cac thuoc
chira hoat chét hydroxyzm va cin cir vao két luan cia Hoi déng Tu van cap sb
dang ky Iuu hanh thubc - Bo Y té, dé dam bao muc tiéu st dung thuoc hop ly; an
toan va hidu qua, Cuc Quan ly Dugc yéu cau:

I. Poi véi S& Y té cac tinh, thanh ph6 trwc thudc trungxirong va cac
Bénh vién, Vién c6 giwong bénh truc thugc By Y té: o

Tiép tuc thong bdo cho céc co s¢ kham chira bénh, cac don vi kinh doanh
dugc phim trén dia ban céc thong tin lién quan dén khuyén cdo cia EMA d3 néu
tai cong van s6 20391/QLD-TT ngay 02/11/2015 cta Cuc Quan ly Dugc va ndi
dung huéng dan tai Phu luc kém cong Vén nay; ,d(kmg thoi ting cuong thuc hién
viéc theo ddi tac dung khong mong muon ctia- thube trong qua trmh st dung va
luu hanh; giri bdo cao ADR (neu ¢6) v& Trung tdm Qudc gia vé thong tin thudc
va theo ddi phan ung c6 hai coa thudc (13-15 Lé Thdnh Téng, Ha Noz) hodc
Trung tam khu vuc vé thong tin thudc va theo ddi phan ung co6 hai cua thubc TP.
H Chi Minh (201B Nguyén Chi Thanh, Quén 5, TP. Hb Chi Minh).

IL P5i véi cac co s& ding ky lwu hanh thude tai Viét Nam:

1. Pbi véi cac thube chira hoat chat hydroxyzin da dwoc cap so diing
ky:

1.1. Trong vong 03 thang ké tir ngdy ky cong van nay, yéu cau co s ding
ky thudc thuc hién viéc cép nhit, bd sung thong tin trong muc: Liéu lwo’ng va
cdach dung, chéng chi dinh, canh bdo va thin trong khi st dung thubc, twong
tic thudc véi cdc thube khdc va cdc dang twong tdc khdc, tdic dung khong



mong muébn trén nhan, to huéng din sir dung thubc cic ndi dung theo Phu luc
dinh kém cong vén nay.

1.2. Hinh thirc cip nhét: Co sé ding ky thudc thuc hién viée tu cip nhat
theo quy dinh Khoan 4 Diéu 9 Thong tu s6 44/2014/TT-BYT ngay 25/11/2014
ctia Bd Y té quy dinh viéc dang ky thude.

2. Pbi véi cac hod so ding ky thude chira hoat chat hydroxyzin dang
cho xét duyét tai Cuc Quan ly Dwoc:

Cuc Quan Iy Dugc chi xem xét trinh Hoi déng tu vin cip sb ding ky sau
khi co s& ding ky thube ndp tai liéu cap nhét, bd sung ndi dung muc: Liéu luong
va cach dung, chéng chi dinh, canh bao va than trong khi st dung thube, tuong
tac thudc véi cac thude khac va céc dang twong tac khéc, tic dung khdng mong
muén theo Phu luc dinh kém c6ng vin ndy vao cac phan c6 lién quan ciia hd so
va duge thim dinh dat yéu cAu.

Cuc Quaén ly Dugc thong béo dé céc don vi biét va thyuc hién /.

Noi nhin: KT.CUC TRUGNG
- Nhir trén: _-PHO CUC TRU()'N G
- BT. Nguyén Thi Kim Tién (dé b/c); b f’? . ° 3
- Thir truéng Truong Qudc Cudng (dé b/c); f ot

- Cuc QLKCB, Thanh tra BYT (dé phéi hop); .l

- Téng Cuc Hai quan — B4 TC;

- Cyc Quan Y - BQP; Cuc Y t — BCA; Cuc Y té Giao Thél’gé:,

vén tai — BO GTVT; _

- BHXH Viét Nam; “Quin N

- Téng coéng ty Dugc Viét Nam; .

- Trung tAm DI & ADR Qubc gia;

- B4 mén Dugc ly — Truéng PH Y Ha N6i;

- Céc chuyén gia thAm dinh hd so dang ky thudc;

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

- VPC (dé dua 1én Website); TC Dugc&MP;

- Luu:VT, BDKT.




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

PHU LUC

Céc ndi dung thay d6i/ bd sung d6i véi thudce chira hoat chit hydroxyzin
(Dinh kém theo cong van 56 575L..../QLD-DK ngay2- /¢ s 1
cua Cyuc Quan ly Duoc)
1. Liéu lwong va cach ding
[cdn bé sung cdc nji dung sau:]

[.]
[Tén thuoc] can dugc sir dung & lidu thip nhét c6 hiéu qua va trong thoi gian
ngén nhét co thé. “

O nguoi 16n va tré em cé cin ning trén 40kg, lidu tdi da hang ngay la
100mg/ngay.

0] nguoi cao tubi, khong nén sir dung hydroxyzin, néu bét budc pha1 dung, lidu
ding ti da hang ngay 1a 50mg/ngay (xern muc 3).

O tré em c6 cin ning du’m 40kg, 1idu t61 da hang ngay 13 2mg/kg/ngay

[-] |
2. Chong chi dmh has¥
Jifu! \ .

[can bo sung cdc ngi dung sau: |

Bénh nhan c6 kéo dai khoang QT méc phai hogc bam sinh.

Bénh nhén c6 yéu t5 nguy co kéo dai khoang QT bao gdm bénh tim mach, rdi
loan dién giai nghiém trong (ha kali méu, ha magie mau), tién st gia dinh cé
nguoi dot tir do nguyén nhén tim mach, chém nhip tim nghiém trong hodc dang
str dung cac thuodc co6 nguy co kéo dai khoang QT hodc giy xodn dinh (xem muc
3va4d).

Fuiad

3. Cinh bao va thin trong dic biét khi st dung
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[can b6 sung cdc ndi dung sau: |

Fosd |
Téac dung trén tim mach

Hydroxyzm c¢6 lién quan dén tac dung kéo dai khoang QT trén dién tdm do.
Trong qud trinh gidm sat thubc sau khi dugc clp phép luu hanh trén thi truong,
dd ghi nhan duge cac truong hop kéo dai khoang QT va xoan dinh ¢ bénh nhén
si dung hydroxyzin. Pa s6 bénh nhén nay déu c6 cac yéu td nguy co khac nhu
rdi loan dién giai hoc cac bénh mic kém c6 thé 1a nguyén nhan gép phén gy ra
bién cb.




Hydroxyzin can duogc st dung & lidu thip nhét c6 hiéu qua va trong thdi gian
ngén nhét co thé.

Cén ngimg hydroxyzin néu xuét hién d4u hiéu hay triéu chimg c6 thé lién quan
dén loan nhip tim va bénh nhén cin dén kham y khoa ngay 14p tirc.

Can din do bénh nhan thong bao ngay bét ky triéu chimg tim mach nao xay ra
trong qué trinh st dung thube.

Bénh nhan cao tudi

Hydroxyzm khong duoc khuyén cdo st dung & ngu:(n cao tubi do hydroxyzin bj
giam thai trir & quén thé bénh nhan nay so v6i ngudi 16n truéng thanh, dong thoi,
tdng nguy co x4y ra phan Ung co6 hai (nhu tac dung khang cholinergic) (xem muc
1vas).

4. Twong tic thude véi cac thude khac va cac dang twong tic khac

[cdan bo sung cdc noi dung sau. |

Fonal]

Tuong tic chdng chi dinh

St dung hydroxyzin dong thoi véi cac thube gy kéo dai khoang QT hodc gy
xodn dinh 13m ting nguy co loan nhip tim: cc thuc chéng loan nhip nhom TA
(nhu quinidin, disopyramid) va nhém III (nhu, amiodaron, sotalol), mot so thube
khang histamin, mot s0 thubc chéng loan than (nhu haloperidol), mét smthuoc
chéng trAm cam (nhu citalopram, escitalopram), mét so thudc chong st rét (nhu
mefloquin), mét.. sO thube khang sinh (nhu erythromycm levofloxacin,
moxifloxacin), mdt sé thubc khang nim (nhu pentamidin), mot SO thuoc tac dung
trén hé tiéu héa (nhv prucaloprid), mét sé thudc duogc sir dung trong ung thu (vi
du toremifen, vandetanib), methadon. Vi vy, chéng chi dinh két hop céc thube
nay v6i hydroxyzin (xem muc 2).

v

Tuong tac cin thin trong khi sit dung

Than trong khi sir dung hydroxyzin ciing céc thudc 1am chiam nhip tim va giy ha
kali méu.

[cdn b6 sung ndi dung sau:]

Tuong tac cAn thén trong khi st dung

Hydroxyzin duogc chuyén héa bdi enzym alcol dehydrogenase va CYP3A4,
CYP3AS. Khi sir dung dong thoi hydroxyzm v6i cac thube c6 kha ning tc ché
nhing enzym nay c6 thé 1am ting ndng do hydroxyzin trong mau.

[.]

5. Tac dung khong mong mudn

[cdn bo sung cdc ndi dung sau]

Focd
Chua rd tin sut xay ra: Loan nhip thit (nhu xofn dinh), kéo dai khoang QT
(xem muc 3).
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