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S6: 1,,273 /SYT-NVD
v /v c~p nhat thong tin diroc ly va

cung dp thong tin c~p nh~t lien quan
d~n tinh an toan cua cac thuoc

Kinh giri:

C(>NG HOA xA H(>I CHU NGHiA VI:E:TNAM
D(}c l~p - Tt,r do - H~nh Phuc

Khanh Hoa, ngay :JO thang 6 ndm 2015

- Cac don vi Y tS trong tinh;
- Benh vien 22112; Benh vien Tam tri; BV M~t-Sai

Gon-Nha Trang; Cac phong kham da khoa;
- Cac CO' sa kinh doanh diroc.

Sa Y tS nhan duoc cac van ban cua Cuc Quan ly Duce, gom co: van ban s6

8762/QLD-TT ngay 18/512015 vS viec cung c~p thong tin c~p nhat lien quan dSn

tinh an toan cua thu6c chira Ambroxol, Bromhexine, thu6c chira Hydroxyzine,

thuoc chira Hydrochloroquine, Chloroquine, thu6c clnra Topiramate va van ban s6
9234/QLD-DK ngay 25/5/2015 vS viec c?p nh?t thong tin duce ly d6i voi thuoc

clnra domperidon, Sa Y t@yeu c~u cac ca quan, don vi tai van ban tai dia chi:

vvwv1.syt.khanhboa.gov.vn dS triSn khai thuc hien,

Khi SU dung cac thu6c neu tren, dS nghi cac CO' so kham chfra benh tang

cuong theo doi, phat hien va XU tri cac truong hop xay ra phan ung c6 hai cua cac

thu6c (neu c6). Gui bao cao phan (mg c6 hai cua thu6c vS: Trung tam Quoc gia vS

Thong tin thu6c va Theo doi phan trng c6 hai cua thu6c (13-15 Le Thanh Tong,

quan Hoan KiSm, Ha N(H).

No'i nhiin:
-Nhir tren;
-Lanh dao Sa;
-NVY, Thanh tra Sa;
-Phong Y tS huyen, thi xa, thanh ph6;
-H9i HNYTTN;
-Bao Khanh Hoa (nha bao Hai Y~n);
-Luu: VT, NVD.

I.u ru Quang Chi'fng



BOYTE
Cl)C QUAN LY DUQ'C

CQNG H01 XA H<)I CHU NGHiA VI~T NAM
DC)c l~p - T9· do - Hanh phuc

S6::F-f61- I QLD-TT Ha N(}i, ngay Af thang 5 nam 2015
Viv cung cap thong tin lien quan
den tinh an toan cua thuoc chira

Ambroxol, Bromhexine, thuoc chira
Hydroxyzine, thuoc chira

Hydrochloroquine, Chloroquine,
_ . mubc jhua Topiramate

.;O Y TF T"H J\H\\11 ltll.\

---,,, 5-~t+Mf Ki h giri: - So Y t~ cac tinh, thanh pho true thuoc Trung uong;
D£N Ngi~- clJ-)$ J -Cac benh vien, vien co giuong benh true thuoc Be')Y t~.

cr0,;;r, Ngay 9/04/2015, Hoi dong Tu van cap S6 dang ky hru hanh thuoc - Be')Y
-----------r---~ , , , ,

te da hop dot 150 doi voi thuoc trong mroc va dot 90 doi voi thuoc mroc ngoai.
Tai bu6i hop, Hoi dong da thao luan cac thong tin lien quan d~n tinh an toan va

hieu qua cua: thu6c chira Ambroxol, Bromhexin, thu6c chira Hydroxyzine, thu6c

chira Hydrochloroquine, Chloroquine, thu6c chira Topiramate.

Thong tin chi ti6t v~ d9 an toan, hieu qua cung k6t Iuan cua H9i dong d6i

voi cac thuoc neu tren duce ghi trong Phu Ive "Cap nhat thong tin lien quan den
tinh an toan cua thu6c" dinh kem trong cong van nay, dbng thoi duce dang tai tren
c6ng thong tin dien nr cua C\lC Quan ly Duoc theo dia chi http://www.dav.gov.vn

trong muc "Thong tin thuoc" d~ cac bac sy, duce sy va cac can bo y tS c6 th~ tra

cuu, cap nhat thong tin.

DS dam bao sir dung thuoc an toan, hop ly, Cuc Quan ly Duce d~ nghi So Y
tS cac tinh, thanh ph6 true thuoc Trung uong; cac Benh vien, vien co giuong benh

true thuoc B9 Y t6:

1. Thong bao cho cac ca so kham chfra benh, cac don vi kinh doanh duce

pham tren dia ban cac thong tin lien quan ctsn d9 an toan, hieu qua va kSt luan cua

Hoi dong Tu v~n cap S6 dang ky luu hanh thuoc d6i voi: thu6c clnra Ambroxol,

Bromhexin, thu6c clnra Hydroxyzine, thu6c chira Hydrochloroquine, Chloroquine,

thuoc chira Topiramate.

2. Huong d~n cac ca so kham chira benh tren dia ban tang cuong theo doi,
phat hien va xir tri cac tnrong hop xay ra phan ling co hai cua thu6c neu tren (nSu

co ). Gui bao cao phan (mg co hai cua thu6c v&: Trung tam quoc gia v&Thong tin

thuoc va Theo doi phan irng co hai cua thu6c (13-15 Le Thanh Tong, Quan Hean

Kiem, Ha Noi) hoac Trung tam khu virc v& thong tin thu6c va theo d5i phan ling
I
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c6 hai cua thuoc TP. H6 Chi Minh (201B Nguyen Chi Thanh, Quan 5, T.P H6 Chi
Minh).

Cuc Quan ly Diroc thong bao dS cac don vi biSt va thuc hien.',

NO'i nh~n:
- Nim tren;
- Bo truong Bo Y t~ (d~ b/c);
- Cac thir tnrong B9 Y t6 (d~ b/c);
- Cuc tnrong C1,1cQuan ly Duce (d~ b/c)
- C1,1cQuan ly Kham chtra benh;
- C1,1cQuan Y - Bo Quoc phong;
- C1,1cY t6 - Bo Cong an;
- C1,1cY t~ - B9 Giao thong V~n tai;
- Trung tam DI & ADR Quoc gia;
- Trung tam DI & ADR khu VlTC TP. HCM;
- Website Cuc Quan ly Duoc;
- Phong DDKT, QLKD, QLCL - Cuc Quan ly Duoc;
- Luu: VT, TT.

KT. Cl)C TRUONG
PHO Cl)C TRUONG
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PI-IT)LyC
C~p nh~t thong tin lien quan d&n tinh an toan ciia thuBc

(Dinh kem theo Cong van s6: f.q-6;_ ngay ;pthang5nam 2015)

1. ThuBc clura Ambroxol, Bromhexin:
- Ngay 12/01/2015, Uy ban danh gia nguy ca Canh giac Duce cua Ca quan

Quan ly Duce pham chau Au (PRAC) thong bao da hoan thanh qua trinh danh gia
cac thuoc chira ambroxol, bromhexin. K~t qua cho thay nguy ca xay ra phan irng di
irng cua cac thu6c nay thap. Tuy nhien, nhan thuoc va ta hirong dftn SU dung (HDSD)
cua cac thuoc chira ambroxol, brornhexin c~n cap nhat thong tin vS nguy ca xay ra
phan irng tren da nghiem trong (SCAR) trong phan Tac dung khong mong mu6n.
Trong do, SCAR bao g6m hong ban da dang va hoi chirng Stevens - Johnson. D6ng
thoi, PR.AC khuyen cao nen ngirng thuoc ngay lap tire neu benh nhan co nhirng trieu
clnrng cua SCAR. Khuyen cao nay cua PR.AC duce chuyen dSn Nh6m diSu phoi
thuoc SU dung tren nguoi duce phe duyet theo quy trinh kh6ng t~p trung va thua nhan
l~n nhau (CMDh) dS dira ra quyet dinh cu6i cling.

- Sau thong bao cua PRAC, Ca quan quan ly Duce pham Phap (ANSM), 9 quoc
gia, trong do co Phap, lai dua ra quan diSm khac biet, Theo ANSM, bang clnrng vS
hieu qua cua ambroxol va bromhexin la th~p so voi nguy ca xay ra phan img di irng
hoac SCAR va khuyen cao cua PRAC chua dfiy du.

- Ca quan Quan ly Duoc pham Uc (TGA), Ca quan Quan ly Duoc pham Hoa
Ky (FDA) chua c6 thong tin gi lien quan.

Tai Viet Nam, hien co 24 sf>dang ky (SDK) thuoc mroc ngoai va 27 SDK thuoc
trong nuoc cua thuoc chira Ambroxol; 18 SDK thuf>c mroc ngoai va 42 SDK thu6c
trong mroc cua thucc chira Bromhexin.

H9i arJng Tu vein cdp SDK luu hanh thuoc - B9 Y ti hien dang tiip tuc xem xet
va se dua ra kit ludn a6i voi cac thu6c nay sau khi cdp nhdt them quyit dinh cua co·
quan Quan ly a cac mare khac co lien quan.

2. ThuSc clnra Hydroxyzine:
- Ngay 13/02/2015 Uy ban danh gia nguy ca Canh giac Diroc cua Ca quan Quan

ly Duce pham chau Au (PR.AC) da gioi thieu nhfrng bien phap moi dS giam thiSu
nhirng nguy tim mach duoc biet dSn do su dung thuoc clnra Hydroxyzine toi nho
nhat,

+ PR.AC da hoan thanh ban danh gia vs thuoc co clnra Hydroxyzine. Ban danh
gia nay duce tiSn hanh tiep theo nhirng quan ngai vs nguy ca gay ra anh huong co ths
len nhip tim khi sir dung thuoc chira Hydroxyzine.

+ PRAC th~y r~ng Hydroxyzine co lien quan toi mot nguy ca tuy nho nhung r5
rang cua hien tuong keo dai khoang QT va S\I thay d6i trong nhfrng hoat dong dien
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thS cua tim - hoat d(mg co ths dfu1dSn nhip tim b&tthirong va ngirng tim (torsade de
pointes ). Dua tren nhtrng tai lieu duce tham dinh, viec xay ra nguy ca noi tren khong
khac nhau gitra cac chi dinh, va PRAC khuyen cao r~g Hydroxyzine co thS tiSp tuc
duce SU dung neu cac bien pham dS giam thieu nguy ca cua cac v&ndS vS nhip tim
diroc SU dung, Nhfmg bien phap nay bao g6m SU dung thu6c a liSu hieu qua th~p nh~t
trong thoi gian nglln nh~t co the. Ngiroi cao tu6i dtroc khuyen cao khong nen su dung
thuoc, LiSu cao nhat hang ngay khong nen nhieu hon 100 mg a nguoi tnrong thanh
(50 mg a ngiroi cao tu6i neu khong thS tranh viec SU dung thuoc), va 2mg/ kg can
nang khi dung cho tre em co can nang dSn mire 40 kg. Viec SU dung nen duce tranh a
benh nhan da co nguy ca r6i loan nhip tim hoac dang su dung cac thuoc khac tang
nguy ca keo dai khoang QT. Benh nhan dang su dung thuoc lam cham nhip tim hoac
giam hrong K t:rong mau c~n duce chu y vi nhtrng tnrong hop nay ding tang nguy CO'

vs cac v~ ds cua nhip tim.
+ Nhimg nguy ca n6i tren c6 thS duce giam thiSu bang each gioi han viec str

dung Hydroxyzine a nhtrng benh nhan c6 nguy ca cao vs nhtrng v~n dS nhip tim va
giam tiSp xuc voi thuoc a nhtrng benh nhan nay. PRAC khuyen cao r~g ck nghien
ciru va theo doi them dS dam bao nhfrng bien phap nay co hieu qua. Thong tin san
pham cling nen ck duce c?p nhat theo do.

+ Khuyen cao nay cua PRAC se duce chuyen dSn Nh6m diSu ph6i thuoc <luge
phe duyet theo nhtrng quy trinh khdng t?p trung va thira nhan l~n nhau (Co­
ordination Group for Mutual Recognition and Decentralised Procedures) dS cha ra
dira quyet dinh cu6i cling va cung c~p huong d§:n SU dung dSn benh nhan va can b(>y,
te.

- Ca quan Quan ly Duoc pham Uc (TGA), Ca quan Quan ly Duce pham Hoa
Ky (FDA) chtra c6 thong tin gi lien quan.

Tai Vi~t Nam, hien c6 02 SBK-thu6c mroc ngoai cua thuoc clnra Hydroxyzine

H(Ji d6ng Tu vdn cdp SDK luu hanh thw5c - B9 Y tJ hien dang tidp tuc xem xet
VG Se dua ra kit ludn d6i voi CQC thw3c nay SQU khi cdp nhdt them quyet dinh CUQ CO'

quan Quan ly a cac nuac khdc c6 lien quan.
3. ThuBc chjra Chloroquine, Hydroxychloroquinc:
- Ngay 26/12/2014, Uy ban Khoa hoc sue khoe Singapore - HSA da giri thong

bao toi cac chuyen gia y tS vS nguy ca ha duong huyet khi str dung
Hydroxychloroquine va Chloroquine.

+ Hydroxychloroquine duce biet dSn tir lau vs kha nang lam ha duong huyet.
N6 hoat d<)ng nhu mot thu6c diSu tri tiSu dirong. y van da bao cao vs nguy CO' ha
duong huyet boi Hydroxychloroquine quan sat duce tren tren mot s6 benh nhan
khong SU dung d6ng thoi cac thuoc gay ha duong huyet.
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+ Ca che Hydroxychloroquine hoac Chloroquine co th@d~n toi tinh trang ha
duong huyet duoc khang dinh them nho vao cac nghien CUu tren invitro va tren dong
vat.
. - Yao thang 10/2013, H9i dong Y khoa chau Au sau khi xem xet cac thong tin

duce dua ra boi Eudra Vigilance va y van, da khuyen cao viec b6 xung thong tin vs
nguy ca lam ha dirong huyet lien quan toi viec su dung Hydrochloroquine,
Chloroquine.

- Hien nay, ca quan Quan ly Khoa hoc Sue khoe Singapore -HSA dang lam viec
voi cac cong ty san xuat va phan ph6i cac san pham tren as b6 sung thong tin canh
bao vao ta huong d~n sir dung CUa thuoc.

- Ca quan Quan ly Diroc pharn Uc (TGA), Ca quan Quan ly Duce pham Hoa
Ky (FDA) chua co thong tin gi lien quan.

Tai Viet Nam hien c601 SDK thuoc mroc ngoai va 01 SDK thu6c trong mroc

cua thuoc co chira Chloroquine, Hydroxychloroquine.

H9i a6ng Tu veincdp SDK luu hanh thu6c - B9 Y ti hien dang tiep tuc xem xet
VQ se dua ra kit ludna6i VO'i CQC thu6c nay SQU khi cdp nhdt them quyet dinh CUQ CO'

quan Quan ly cac nuoc khac c6 lien quan.

4. ThuBc clnra Topiramatc
- Theo ~n pham Medicines Safety Update, t?p 5, s6 6, thang 12/2014, ca quan

Quan ly Duce pham Uc (TGA) da them canh bao vs dS phong suy giam th! Ive vao
thong tin san pham cua thuoc chira topiramate. a benh nhan SU dung topiramate, c6
bao cao suy giam thi Ive ma khong lien quan dSn tang nhan ap, Trong thir nghiem
lam sang, sau k.hi topiramate duoc ngung sir dung, h§u hSt phan ling co hai do thuoc
da dao nguoc, Tuy nhien, trong mot s6 tnrong hop, diSu nay khong xay ra. Trong cac
bao cao disu tra hau mai, viec dao nguoc tac dung co hai cua thuoc khong duce biSt
dSn. Trong nhtrng tnrong hop c6 bao cao kSt qua, h§u hSt tac dung c6 hai cua thu6c
dSu dao ngiroc. TGA khuyen cao cac y bac si' dS cap v~n dS nay d:Snbenh nhan va
nguoi cham soc benh nhan, chi ro cac d~u hieu va trieu chtrng cua suy giarn thi Ive,
yeu c§u benh nhan lien h~ y bac si m~uco b~t cu d~u hieu nao dang nghi. NSu phat
sinh v~n dS v6 thi Ive trong thoi gian sir dung topiramate, can nhac cho benh nhan
ngung SU dung thuoc nay.

- Thang 1/2014, Trung tam tham dinh thuoc va nghien ciru (Center for Drug
Evaluation and Research - CDER) thuoc ca quan FDA Hoa Ky da thong qua thay d6i
trong huong d~n su dung cho thuoc vien Topamax (Hoat ch~t topiramate ). Suy giam
thi Ive duce bao cao 6 cac benh nhan SU dung topiramate ma khong lien quan dSn
tang nhan ap. Trong thir nghiern lam sang, h~u h6t viec suy giam thi Ive dao nguoc
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sau khi ngung sir dung topiramate. NSu phat sinh vftn dS vS thi hrc trong thoi gian sir
dung topiramate, can nhac cho benh nhan ngung sir dung thuoc,

- Ngay 2/4/2014, quan Quan ly Khoa hoc Sue khoe Singapore -HSA da c?p
nhat thong tin canh bao va dS phong cua thuoc Topamax (Hoat chftt topiramate) voi
n9i dung nhu sau:

- Janssen - cong ty con cua cong ty Johnson&J ohnson da canh bao can b9 y ts
nguy ca gay ra suy giam thi lire tu thuoc Topamax. Trong thir nghiem mu doi kiem
soat diSu tri don d9c chimg dong kinh, suy giam thi Ive duce bao cao co tk suftt 0%
toi 1.3% 6 benh nhan sir dung Topamax. Dua tren s6 li~u thong ke trong mot nghien
ciru du lieu an toan h?u mai va thir nghiem 18.msang gk day, hirong d~n sir dung
cua Topamax se duoc c~p nhst dS dira ra thong tin an toan moi va huong d~n vs v~n
dS suy giam thi hrc, Cac can b9 y tS duce khuyen cao nen xem xet ngung sir dung
Topamax cho benh nhan co vftn dS vethi hrctai bftt cu thoi diSm nao trong thoi gian
sir dung thuoc.

Cuc Quan ly Duac - B9 Y ti se c6 cong van giri cac don vi dang ky, san xudt
thu6c yeu cdu va huong ddn viec cdp nhdt eek thong tin cdnh bdo nay vao ta huong
ddn SU dung cua cdc thuoc c6 lien quan.
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BO y TE CQNG HOA XA HQI CHU NGHiA VItT NAM
Cl)C QUAN LY DlJQC D(»cl~p - Tt! do - H~nh phuc

So:CIJ jif- /QLD-DK
_,/ ~._., I

V/v cap nhat thong tin diroc ly doi v6i Ha Noi, nga» _:j..5 thdng 5 ruim 2015
thuoc clnra domperidon

Kinh ziri:
~Ii' 1( 1i,11 ~11\ vu '"-~.~-· - Sa Y tS cac tinh, thanh ph6 true thuoc trung uong;

", 56• 4~}Lf. .. - Cac benh vien, vien co giuong benh true thuoc BC)Y tS;DEN Ngay ,d5'.~.J5 - Cac cong ty dang ky, san xufitthu6c luu hanh tai Vi~t_Nam.
f:Mu .: ... N~ay 2 /10/2013, Cuc .Quan ly Diroc da co cong van sf>17560/QLI?-DK

L . y cac cong ty sira doi each ghi thong tin diroc ly trong ta hu6ng dan SU
dung d6i voi cac thu6c clnra domperidon.

Tren ca sa thong tin cap nhat tiSp theo cua Nh6m diSu phdi thuoc SU dung
tren ngiroi duce phe duyet theo quy trinh khong t?p trung va thira nhan l~n nhau
(CMDh) - Ca quan quan ly duce pham dai dien cho cac mroc thanh vien thuoc lien
minh Chau Au, ngay 26/8/2014, Cuc Quan ly Duce da c6 cong van s6
14585/QLD-TT vS viec cung cfip cac thong tin lien quan dSn tinh an toan, hieu
qua, phan irng co hai cua cac thuoc co chira hoat chfitdomperidon.

TiSp theo cong van s6 14585/QLD-TT ngay 26/8/2014 va can cu kSt luan
cua HC)id6ng tu vfin cfip s6 dang ky luu hanh thuoc - BC)Y tS d6i voi thuoc chira
domperidon; nh&mdam bao muc tieu SU dung thuoc hop ly, an toan va hieu qua,
Cuc Quan ly 1!9uqcyeu c~u:

I. DBi v&i Ser y t~ cac tinh, thanh phB tr\fC thu()c trung urrng va cac
B~nh vien, Vi~n co gill'O'ngb~nh tr\fc thu()c B()Y t~:

TiSp tuc thong bao cho cac ca sa kham chira benh, cac don vi kinh doanh
diroc pham tren dia ban cac thong tin lien quan dSn khuyen cao cua CMDh da neu
tai cong van s6 14585/QLD-TT ngay 26/8/2014 cua Cuc Quan ly Duce; d6ng thoi
tang cuong thuc hien viec theo doi tac dung khong mong muon cua thuoc trong
qua trinh SU dung va luu hanh; giri bao cao ADR (niu co) vs Trung tam Quoc gia
vS thong tin thuoc va theo doi phan irng co hai cua thuoc (13-15 Le Thanh Tong,
Ha N(Ji) hoac Trung tam khu VlJC vs thong tin thu6c va theo doi phan irng co hai
cua thuoc TP. H6 Chi Minh (201B Nguyin Chi Thanh, Qudn 5, TP. HJ Chi Minh).

II. DBiv&icac cong ty dang Icy, san xufit:
1. D6i voi thuoc chira domperidon da duce cfip phep luu hanh tren thi

tnrong: ·
1.1. Trong vong 03 thang kS tu ngay ky cong van nay, yeu c~u cong ty dang

ky, nha san xuM thuc hien viec c?p nhat, b6 sung vao nhan, ta hirong d~n sir dung
thuoc va/hoac ta thong tin cho benh nhan cac n(Hdung vs chi dinh, lieu dung, each
dung, chong chi dinh, canh bao va than trong khi SU dung thuoc, tuong tac thuoc,
sir dung thu6c cho phu nu co thai & cho con bu, tac dung khong mong muon, qua
liSuva each XU tri theo Phu luc dinh kem cong van nay.

1



1.2. Hinh thtrc cap nhat: Cong ty dang kY thuoc tu cap nhat theo huong d~n
tai khoan 4 dieu 9 Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B9 Y tS quy
dinh viec dang ky thuoc,

2. D6i voi cac hf> so dang ky thuoc chira hoat chat domperidon dang cha xet
duyet tai Cuc Quan ly Duce:

Cuc Quan Iy Duce chi xem xet c~p s6 dang ky sau khi cong ty nop tai lieu
c?p nhat, bB sung n9i dung cac muC chi dinh, liSu dung, each dung, chong chi dinh,
canh bao va than trong khi SU dung thuoc, nrong tac thuoc, SU dung thuoc cho phu
nu co thai & cho con bu, tac dung khong mong muon, qua liSu va each xir tri nhtr
da neu tai Phu luc dinh cong van nay vao cac ph~n co lien quan cua h6 so va duce
tham dinh dat yeu c~u.

3. Cong van nay thay thS cong van s6 17560/QLD-DK ngay 22/10/2013 cua
Cuc Quan Iy Duce,

Cuc Quan ly Duce thong bao dS cac don vi biSt va thuc hien ./.

- Nhtr tren;
- BT. Nguyen Thi Kim Tien (de b/c);
-TTr. Le Quang Ctrong (de b/c);
- CT. Truong Qu6c Cirong (de b/c); V
- C9c QLKCB, Thanh tra BYT (de phoi hop); \
-Tong cong ty Diroc VN; ~\--
- C9c: Quan y - B¢ QP; y te - B¢ CA; y te GTVT - B¢ '.·:, .

..,.. '' 'GTVT; ~~ .•••..
- Bao hiem XHVN;
- TT DI & ADR Qu6c gia; TT DI & ADR KV (BV Cho Ray);
- Cuc QLD: Phong QLTTQC; QLKDD, QLCL thu6c; Tap chi

Duce & :MP;Van phong Cuc (de dang tai Website);
- Luu VT, DKT (2b).

KT. ClJC TRUONG
TRUONG

Noi nluin:

Vi~t Hung
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Phuluc
Cac n9i dung thay ctai/ba sung0<1Aiv6i thufic chea domperidon

(Dinh kem theo cong van slifln.'f..IQLD-DK, ngay:ttf..l.ff.12015 cua Cuc Quan ly Duac)

1. Chi djnh

[Cim thay a6i nhu sau]

{Ten biet diroc} duoc chi dinh d~ dieu tri trieu chirng non va buon non.

2. Li~u dung va each dung
[Cdn stra a6i nhu sau]
<Ten biet diroc> chi nen sir dung lieu thftpnhftt c6 hieu qua trong thoi gian ngiin nhAt

d€ ki€m soat non va bu6n non.
[Dang dutrng u6ng]: Nen u6ng <Ten bi~t diroc> truck btra an. Neu u6ng sau btra an,

thuoc c6 the bi cham hftp thu.
Benh nhan nen u6ng thuoc vao thoi gian c6 dinh, Neu bi quen I lieu, c6 the bo qua

li€u d6 va tiep tuc dung thu6c theo lich trinh nhu cu. Khong nen tang lieu gfrpdoi de bu
cho Ii€u da quen.

Thai gian di€u tri t6i da khong nen virot qua mQttudn.

Nguoi 16nva tre vi thanb nien (tir 12 tu6i trcrlen va can nang tir 35kg trcrlen)
[Vien nen (bao phim, bao duong, vien sui, vien nhai), vien phdn tan trong mieng, vien

nang]
Vien IOmg, c6 th~ dung len den 3 IdnJngay,lieu t6i da la 30mg/ngay.
[Vien phdn tan trong mieng]
Vien phan tan trong mieng c6 the phan ra nhanh trong mieng voi sir tro giup cua mroc

bot va c6 the u6ng cung hoac khong cung nu6c. Khi khong u6ng cung mroc, nen d~t
thuoc tren luai de thucc phan ra trong mieng tru6c khi nuAt.De thuan ti~n, c6 the u6ng
mroc sau d6.

[HJn dich ulinglsiro]
IOml (hoac lmg/ml h6n dich u6ng) len den 3 lAn1ngay voi li~u d6i da la 30ml/ngay.
[Clim sid bot 5mg] .
M9t hoac 2 g6i (m6i g6i chira 5mg domperidon) len den 3 ldn I ngay voi li€u t6i da la

6 g6i m6i ngay
[Clim sid bot 1Omg]
MQtg6i (m6i g6i chira 1Omgdomperidon) len den 3 lAn1ngay voi lieu.tAida la 3 g6i

m6i ngay
[Vien dan]
M9t vien dan 30mg d~t tnrc trang 2 lAnm6i ngay

Tresa sinh, tre nh6, tre em Cdu6i12 tu6i) va tre vi thanb nien can nang du6i 35kg- ,
Hon dich uong/siro
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Li~u dung la 0,25 mg/kg. C6 th€ dung 3 lAn1 ngay voi li~u t6i da la 0,75 mg/kg m6i

ngay. Vi du, d6i voi tre c6 can nang lOkg, li~u dung la 2,5mg, co th€ dung 3 ldn/ngay voi
liSu t6i da la 7,5 mg/ngay.

Nen u6ng domperidon tnroc biia an/tnroc khi cho fut. Neu uong sau khi fill, thuoc co
th€ bi cham hApthu.

Vien nen, vien sui, vien dan
Do cAndung lieu chinh ~ac nen cac dang thu6c vien nen, vien sui, vien dan khong

thich hop cho tre nho va tre vi thanh nien can nang diroi 35kg.

Benh nhan suy gan
<Ten biet duce> chong chi dinh voi benh nhan suy gan trung binh va nang (xem philil

chong chi dinh). Khong cAnhieu chinh liSud6i voi benh nhan suy gan nhe.

Benh nhan suy than
Do thoi gian ban thai cua domperidon bi keo dai a benh nhan suy th~ nang nen neu

dung nhac lai, s6 1§.ndtra thuoc cua <Ten biet diroc> cilil giam xuong con I d~n 2
ldningay va hieu chinh lieu my thuec rmrc d9 suy than,

3. ChBng chi djnh
[Cdn siraa6i aJ bao gJm cac n9i dung sau day]
Domperidon ck chong chi dinh trong nhiing tnrong hop sau:

- Benh nhan suy gan trung binh va n~g (xem ID\lC Duce d9ng hoc).
- Benh nhan c6 thoi gian dfut truyen xung d9ng tim keo dai, d~c biet la khoang

QT, benh nhan c6 r6i loan di~n giai ro r~t hoac benh nhan dang c6 benh tim
mach nhir suy tim sung huyet,

- Dung d6ng thoi voi cac thu6c keo dai khoang QT (xem ID\lC Tuong tac thuoc).
- Dung d6ng thoi voi cac thuoc ire che CYP3A4 (khong phu thuoc tac dung keo

dai khoang QT) (xem ID\lC Tuong tac thuoc).

4. Canh bao va th'n trong khi sfr dung thuBc
[Cdn siraa6i ad bao gJm cac noi dung sau day]

Suy than
Tum gian ban thai cua domperidon bi keo dai a benh nhan suy than nang, Trong

tnrong hop dung nhac lai, tk sufrtdua domperidon ck giam xuong con I den 2 lWngay
my thuoc mire d9 suy than, C6 th€ hieu chinh liSuneu ck.

Tac dung tren tim mach
Domperidon lam keo dai khoang QT tren di~n tam db. Trong qua trinh giam sat h~u

mai, c6 rfrt it bao cao ve keo dai khoang QT va XO~ dinh lien quan den sfr dung
domperidon. Cac bao cao nay c6 cac y~u t6 nguy ca gay nhi~u nhir r6i loan dien giai hay
cac thuoc dung d6ng thoi (xem ID\lC Tac dung khong mong muon).

Cac nghien ciru dich t~ cho th~y domperidon co th€ lam tang nguy ca loan nhip thfrt
nghiem trong hoac d9t tfr do tim mach (xem muc Tac dung khong mong muon). Nguy ca
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nay cao hon d6i voi benh nhan tren 60 tu6i, benh nhan dung lieu hang ngay Ian hon
30mg va benh nhan dung d6ng thoi thuoc keo dai khoang QT hoac thuoc UC ch~
CYP3A4.

Su dung domperidon voi li~u th§.pnhit c6 hieu qua a nguoi Ion va tre em.
Chong chi dinh domperidon cho nhtrng benh nhan c6 thoi gian ddn truyen xung d9ng

tim keo dai, d~c biet Ia khoang QT, benh nhan c6 r6i loan di~n giai ro r~t (ha kali mau,
tang kali mau, ha magnesi mau), nhip tim cham hoac benh nhan dang mic benh tim mach
nhu suy tim sung huyet do nguy ca r6i loan nhip thAt(xem phdn Chong chi dinh), R6i
loan dien giai (ha kali mau, tang kali mau, ha magnesi mau) hoac nhip tim cham da duce
biet d~n la y€u t6 lam tang nguy ca loan nhip tim.

Cdn ngirng di6u tri voi domperidon va trao d6i lai v6i can b9 y t€ n€u c6 bAtkYtrieu
chimg hay dfruhieu nao lien quan d€n r6i loan nhip tim.

Khuyen benh nhan nhanh ch6ng bao cao cac trieu chirng tren tim mach.

5. Tuongtac thuac
[Cdn stca a6i ai bao gJm cdc n9i dung sau day]
Tang nguy ca keo dai khoang QT do nrong tac diroc d<)nghoc hoac diroc hrc hoc

ChBng chi dinh dung ctAngthiri v6i cac thu6c sau
Cac thuoc lam keo dai khoang QT

- Thuoc chong loan nhjp tim nh6m IA (vi du: disopyramid, hydroquinidin,
quinidin)
Thu6c chong loan nhip tim nh6m III (vi du: amiodaron, dofetilid, dronedaron,
ibutilid, sotalol)
M9t s6 thuoc chong loan thdn (vi du: haloperidol, pimozid, sertindol)
M9t s6 thu6c chong trfun cam (vi du: citalopram, escitalopram)
M9t s6 thuoc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin,
spiramycin)
M9t s6 thu6c chong nAm(vi du: pentamidin)
M9t s6 thuoc di€u tri s6t ret (d~cbi~t la halofantrin, lumefantrin)
M9t s6 thuoc da day-ruot (vi du: cisaprid, dolasetron, prucaloprid)
M9t s6 thuoc khang histamin (vi du: mequitazin, mizolastin)

- M9t s6 thu6c di6u tri ung thu (vi du: toremifen, vandetanib, vincamin)
- M9t s6 thu6c khac (vi du: bepridil, diphemanil, methadon)

(Xem muc Chong chi dinh)
Chfrtire ch~ C,.fP3A4 manh (khong phu thuoc tac dung keo dai khoang QT), vi du:

- Tuu6c uc ch~protease
- Thu6c chong nk toan than nh6m azol
- M9t s6 thu6c nh6m macrolid (erythromycin, clarithromycin va telithromycin),

/'""(T ...•.•_ .•__ - ~ ...• ,......,,_ ~ _ ~ _ 1_! A-!_ 1- '\
\.A1;1111111,1~v11u11i:; ~111uµ111J

Khong khuyin cao dung c.tAngthOi v6i cac thuAc sau
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Thu6c (re ch~ CYP3A4 trung binh, vi d-1,1: diltiazem, verapamil va mot s6 thuoc nhom
macro lid.

(Xem muc Chong chi dinh)

Sil dung than trong khi dung dang thiri v6i cac thuac sau
Thm~c cham nhip tim, thu6c lam giam kali mau va m(>t s6 thuoc macrolid sau gop

phan lam keo dai khoang QT: azithromycin va roxithromycin (chong chi dinh
clarithromycin do la thu6c (re ch8 CYP3A4 manh)

Danh sach cac chAta tren la cac thuoc dai dien va khong dAydu

6. Sil dung thuAc cho phu nfr co thai & cho con bu
[Cdn.sua aJi aJ bao gJm cac n9i dung sau tidy]

Phu nu cho con bu
Domperidon bai ti8t qua stta me va tre bu me nhan duoc it hon 0, 1% lieu theo can

nang cua me. Cac tac dung bAt loi, d~c biet la tac dung tren tim mach vfui co the xay ra
sau khi tre bu stta me. cfui can nhac loi ich cua viec cho tre bu stra me va lei Ich cua viec
dieu tri cho me de quyet dinh ngirng cho con bu hay ngimg/tranh dieu tri bfutg
domperidon. cfui th~ trong trong tnrong hop co y~u t6 nguy ca lam keo dai khoang QT
o tre bume,

7. Tac dung khong mong mu6n
[Cdn sua aJi aJ phdn dnh cac n9i dung sau]
R6i loan tim mach
Chua ro: loan nhip thAt, keo dai khoang QT, xoan dinh, d(>till do tim rnach (xem muc

Canh bao va th~ trong) .

Bao cao phan (mg c6 hai
Bao cao phan irng co hai sau khi thm~c diroc cApphep hru hanh rAt quan trong d~ tiep

We giam sat can bfutg loi ich/nguy ca cua thuoc. Can b(>y t~ cfui bao cao tAt ca phan (mg
co hai ve Trung tam Quf>c gia hoac Trung tam khu V\l"C ve Thong tin thuoc va Theo doi .
phan (mg co hai cua thuec,

8. Qua Ii~u va each xil tri
[Cdn stra aJi aJ phdn dnh cac noi dung sau]
Trong tnrong hop qua lieu, cfui thirc hien cac bien phap di€u tri trieu chirng ngay l~p

rue. Nen theo doi di~n tam d6 do co kha nang keo dai khoang QT.
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