
BQYTE
Cl)C QUAN LY DVqC

S6:AJa/ /QLD-DK
V/v cap nh~t~h6ngtin diroc ly doi v6i

thuoc chira cilostazol

CQNG HOA xA H(H CHU GHIA VI~T NAM
DQc h)p - Tt! do - H~nh phuc

Kinh giri: Cac cong ty dang ky, san xu§.t thu6c IUD hanh tai Viet Nam.

Ngay 23/3/2013, Co quan quan ly dtroc pham Chau Au (EMA) da ra khuyen
cao han chS sir dung cac thuoc chira cilostazol (la mot ch§.t ire chS
phosphodiesterase co hoat tinh khang tiSu c~u va gian mach, diroc chi dinh diSu tri
benh mach mau ngoai vi) do quan ngai vS cac phan irng b§.t loi nghiem trong tren
tim rnach va gay chay mau nang, ngay 31/7/2013, C1,lCQuan Iy Duoc da co cong
van s6 12352/QLD-TT giri Sa Y ts cac tinh, thanh pho true thuoc trung uang va
cac benh vien dS cung c§.p thong tin thuoc va dS nghi cac co sa kharn chtra benh
tang cuong then doi, phat hien, xu tri cac tnrong hop xay ra phan irng co hai Qua
thuoc (neu co). -

TiSp then cong van s6 12352/QLD-TT ngay 31/7/2013, can cir kSt luan cua
Hoi d6ng tu v§.n c§.p s6 dang ky 1uu hanh thu6c - B<) Y tS d6i voi thuoc chira hoat
ch§.t ci1ostazo1; nham dam bao muc tieu sir dung thuoc hop ly, an toan va hieu qua,
Cue Quan 1y Diroc yeu c~u:

1. BBi v&i cac thudc chira hoat chit cilostazol da dugc cip phep hru
hanh tren th] trtrong: .

1.1. Tron~ vong 03 thang kS tir ngay 11" cong van nay, yeu cfru cong ty dang
ky, nha san xuat thuc hien viec c~p nh~t, bo sung van muc Thiin trong va ciinh
btio (/~c bift khi su dung thuac tren nhan, to huong dan sir dung thuoc noi dung
sau:

- Chi sir dung ci1ostazo1 a nhfrng benh nhan ail thuc hien bien phap thay d6i
16i song (luyen tap, an uong diSu d<) va ngirng hut thuoc) nhung van khong cai
thien benh.

- Khong su dung cho nhfrng benh nhan r6i loan nhip tim nghiem trong
(nhip tim nhanh, r6i loan nhip), dau thit nguc khong 6n dinh, co can dau tim, benh
nhan da phau thuat bic cau d<)ng manh vanh hoac benh nhan dang sir dung tir hai
thu6c chong dong mau hoac thuoc chong kSt t~p tiSu c~u tro len nhu aspirin va
clopidogrel.

1.2. Hinh tlnrc cap nhat:
- Cac cong ty cap nhat, b6 sung cac thong tin then quy dinh tai diSm 3 khoan

2 muc II Phu luc II - Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cua B<) Y tS
quy dinh viec dang ky thuoc va chiu trach nhiem vS cac noi dung cap nhat then
dung yeu c~u tai cong van nay.

- Truong hop khi cap nhat cac n<)i dung tren co dan dSn cac thay d6i Ian then
quy dinh tai muc I Phu luc II cua Thong tu s6 22/2009/TT-BYT neu tren, cac cong
ty phai nop h6 sa dang ky thay d6i 100 then dung quy dinh hien hanh.



2. DBi vrri cac h8 so dang ky thuBc chtra hoat chAt cilostazol dang cho
xet duy~t t~i C\lC Quan Iy Dmrc:

Cue Quan ly Duoc chi xem xet cfip s6 dang Icy sau khi cong ty nQP tai lieu
C?Pnhat, b6 sung noi dung muc Than trong va canh bao d~c biet khi sir dung thu6c
nhu da:neu tai di~m 1.1 cong van nay vao cac phan co lien quan cua h6 sa va duoc
tham dinh dat yeu cau.

Cue Quan ly Diroc thong bao d~ cac don vi biSt va thirc hien .I.

Noi nhdn:
- Nhtr tren;
- BT. Nguyen Thi Kim Tien (de b/c);
- CT. Truong Quoc Cuong (de b/c);
- CI,lCQLKCB, Thanh tra BYT (de phoi hop);
- Tong cong ty DLIqc VN;
- Cue: Quan Y - B¢ QP; Y ~e'- 139 CA; Y te' GTVT - 139

GTVT;
- Bao hiern XHVN;
- sa Y te' cac tinh/I'P tnrc thuoc TW;
- Cac BV, vien c6 giirong benh tnrc thuoc BYT;
- IT D1 & ADR Qu6c gia; IT D1 & ADR KV (BV Cho Ray):
- Cue QLD: Phong QLITQC; ,QLKDD, QLCL thu6c; Tap chi

Duoc & MP; Van phong Cue (d~ dang tai Website);
- LUll VT, DKT (2b).

Nguyen Van Thanh



-
BQYTE

cue QUAN LV DUQe

s6:;f1~60 /QLD-DK
VIv cap nhat thong tin diroc ly d6i

voi thu6c chira domperidon

eONG HOA xA HOI eHU NGHIA VI~T NAM
DQc h~p - Tt! do - H~nh phuc

Ha N¢i, ngayp thang ~() ndm 2013

Kinh giri: Cac cong ty dang ky, san xu~t thuoc hru hanh tai Viet Nam.

Lien quan d@n thong tin t6ng hop vS cac phan irng co hai cua thuoc chira
domperidon (la mot ch~t d6i khang dopamin co tac dung chong non, buon non,
chong d~y hoi tai da day), ngay 31/7/2013, Cue Quan ly Duoc da co cong van s6
12352/QLD-TT giri Sa Y t@ cac tinh, thanh ph6 true thuoc trung irong va cac
benh vien dS cung c~p thong tin vS cac khuyen cao cua co quan quan Iy duoc
pharn cua cac mroc tren th@ gioi, d6ng thai dS nghi cac co sa kham chfra benh
tang cirong then d5i, phat hien, xu tri cac tnrong hop xay ra phan irng co hai cua
thuoc (neu co).

Ti@p then cong van s6 12352/QLD-TT ngay 31/7/2013, can cir k@tluan cua
H9i d6ng tu v~n cfip s6 dang ky hru hanh thuoc - B9 Y t@ d6i voi thu6c chira
domperidon; nham dam bao muc tieu sir dung thuoc hop If, an toan va hieu qua,
C\lC Quan Iy Diroc yeu c~u:

1. D8i vOi cac thu8c clnra hoat ch~t domperidon da dU'Q'c c~p phep IU'u
hanh tren th] truong:

1.1. Trong vong 03 thang kS tir ngay ky cong van nay, yeu c~u cong ty dang
ky, nha san xuat thuc hien viec b6 sung cac thong tin duoc Iy lien quan d@nchong
chi dinh, tac dung khong mong muon, liSu dung, canh bao va th~n trong khi su
dung thu6c then ~ac n9i dung quy dinh tai Phu I\lC kern then cong van nay vao
nhan, to huang dan srr dung thuoc va/hoac ta thong tin cho benh nhan.

1.2. Hinh thirc b6 sung:

- Cac cong ty b6 sung cac thong tin then quy dinh tai diSm 3 khoan 2 muc
II Phu luc II - Thong nr s6 22/2009/TT-BYT ngay 2411112009 cua B9 Y t@quy
dinh viec dang ky thu6c va chiu trach nhiem vS cac noi dung b6 sung then dung
yeu cAu tai cong van nay.

- Truong hop khi b6 sung cac n9i dung tren co dfin d@n cac thay d6i Ian
then quy dinh tai muc I Phu luc II cua Thong tu s6 22/2009/TT-BYT neu tren, cac
cong ty phai n9P h6 sa dang ky thay d6i Ian then dung quy dinh hien hanh,

2. D8i v6'i cac h8 SO' dang ky thudc chira hoat ch~t domperidon dang
chir xet duy~t tai C\lC QUaD If DU'Q'c:

. C\lC Quan ly Duoc c?i xem xet cfip s6 dang ky sau khi cong !y n9J? tai lieu
bo sung n9i dung muc chong chi dinh, tac dung khong mong muon, lieu dung,
than trong va canh bao d~c biet khi sir dung thuoc d6i voi thuoc chira domperidon



theo cac nQi dung quy dinh tai Phuluc kern theo cong van nay vao cac phi.n co
lien quan cua h6 sa va diroc tham dinh dat yeu c~u.

C\lC Quan ly Diroc thong bao dS cac don vi biSt va thuc hien .I.

Noi nhdn:
- Nhu tren;
- BT. Nguyen Thi Kim Tien (d~ b/c);
-cr. Truong Qu6e Cirong (d~ b/c);
- Q,Ie QLKCB, Thanh tra BYT (d~ ph6i hop);
- T6ng cong ty Duoc VN;
- Cue: Quan Y - B¢ QP; Y t€ - B¢ CA; Y t€ GTVT - B¢

GTVT;
- Baa hiem XHVN;
- sa Y t€ cac dnh{IP tnrc thuoc TW;
- Cac BV, vien e6 giuong benh tnrc thuoc BYT;
- TT DI & ADR Qu6e gia; TT DI & ADR KV (BV Cho Ray);
- Q,Ie QLD: Phong QLTTQC; QLKDD, QLCL thu6e; Tap chi

Diroc & MP; Van phong Q,Ie (d~ dang tai Website);
- Liru VT, DKT (2b).

I



Phl}. luc
Cac nQi dung thay d&i/b&sung d6i vOi thuec chtra domperidon

(Dinh kern theo cong van s6 ..).1:.~.o...../QLD-DK ngay .~ ..../.A0./2013)

1. Muc Ch6ng chi dinh:
- [can b6 sung-thong tin sau]

- Chong chi' dinh dung dong thai domperidon voi cac thu6c ire chS
CYP3A4 do kha nang lam keo dai khoang QT nhu ketoconazol, itraconazol,
fluconazol, voriconazol, erythromycin, clarithromycin, amiodaron, amprenavir,
atazanavir, fosamprenavir, indinavir, nelfinavir, ritonavir, saquinavir, diltiazem,
verapamil va cac chat chong non ire chS thu thS neurokinin-I (] nao

2. Muc Ttic dung khong mong mu6n:
[can b6 sung thong tin sau]

- Nguy co loan nhip th~t nghiem trong hoac d9t tu do tim mach cao hon (]
benh nhan dung liSu hang ngay Ian hon 30mg va benh nhan tren 60 tu6i.

3. Muc Liiu dung:
[can b6 sung thong tin sau]

- Lieu hang ngay t6i da cua domperidon la 80mg/ngay.
- Nen su dung domperidon voi mire liSu th~p nh~t co hieu qua (] nguoi Ian

va tre em. Trong tnrong hop c~n thiet, co thS tang liSu dung domperidon dS dat
diroc hieu qua diSu tri, tuy nhien loi ich cua viec tang liSu phai vuot tr9i hon so
voi nguy co co thS xay ra.

4. Muc Thljn trong va canh bdo tl~c bift khi sir dung thu6c:
[can b6 sung thong tin sau]

- Sir dung than trong tren nhfmg benh nhan co nguy co cao nhu:
o Co khoang thai gian dfin truyen xung dong tim keo dai (d~c biet la

khoang QT).
o Benh nhan co r6i loan dien giai r5 r~t (ha kali mau, ha magnesi mau).
o Benh nhan co benh tim mach (nhu suy tim sung huyet),



BQYTE
Cl,IC QUAN LY DUqC

s6:A1srZi /QLD-DK
vlv cap nfI~t th9dg tin diroc 19 thuoc

chira hoat chat strontium ranelat

CQNG HOA XA HQI CHU NGHIA VItT NAM
DQc l~p - TV do - H~nh phuc

na N¢i, ngay tL-Hrang 10 ruim 2013

Kinh giri:
- Les Laboratoires Servier;
- Cac cong ty dang ky, san xuatthuoc hru hanh tai Viet Nam.

,'.

'\,' Ngay 25/4/2013, Co quan quan ly diroc pham Chau Au (EMA) da khuyen
cao han chS viec sir dung thu6c chira hoat chftt strontium ranelat do tang nguy co
g~p phan irng bftt IQ'{ treri tim mach, ngay 31/7/2013, Cue Quan ly Duoc da co
cong van s6 12352/QLD-DK giri Sa Y ts cac tinh, thanh pho true thuoc trung,
uong va cac benh vien dS cung cftp thong tin, d6ng thoi d6 nghi cac co sa kham
chira benh tang cuong thee doi, phat hien, xu tri cac tnrong hop xay ra phan irng
co hai cua thuoc (neu co).

Thu5c chira hoat chftt strontium ranelat chi, co 01 thu5c da duoc cftp s6
dang ky luu hanh tai Vi~t Nam (thuoc Protelos, so dang ky VN-5007-07, dang
ky va san xuat: Les Laboratoires Servier - Phap),

, C,an cir kSt luan cua J-IQid6ng tu vftn cftp s6 dang ky luu han~ thuoc - BQ
Y te, tiep thee cong van so 12352/QLD-TT de ngay 31/7/2013; nham dam bao
rnuc tieu sir dung thuoc hop ly, an toan va hieu qua, C\-IC Quan Iy Duoc yeu c~u:

1. Cong ty Les Laboratoires Servier: Truong hop muon dang .ky lai thu6c
Protelos (chira hoat chftt strontium ranelat), cong ty phai C?P nhat thong tin cac
khuyen cao cu thS sau vao nhan, to hu6ng d§n sir dung:

i.i. M{lC chang chi dinh: Benh nhan co tien sir hoac dang bi thieumau
co tim C\lC bo, benh mach mau ngoai bien, benh mach mau nao hoac benh nhan
tang huyet ap kho kiSm soat,

1.2. M{lc th{in trong va canh bdo d(ic bi?t khi sit' dung thuoc:
- Chi su dung strontium ranelat dS diSu tri cac truong hop loang xuong

nghiem trong a phu nu sau khi sinh va nam gioi co nguy co gay xuong cao.
- C~n b~t d~u diSu tri voi bac SI chuyen khoa dj~u trj v~ loang xirong.
- Bac si' c~n danh gia nguy co tren tung d5i .tuong b911h nhan cu thS dS ke

don strontium ranelat cho phu hop. Nguy co d6i voi bcnh nhan bi benh tim
mach c~n diroc danh gia tnroc va dSu d~n trong qua trinh di6u tri bang strontium
ralenat.

- Ngirng diSu tri voi strontium ranelate neu benh nhan bi thieu mau co tim
C\IC bQ, benh mach mau ngoai bien, benh mach mau nao hoac tang huySt ap kho
kiern soat.



2., Cac cong ty dang ky, san xu~t mU6n tit~.ptuc d~g ky thu6c co clnra
hoat chat strontium rane1at tai Vi~t Nam phai bo sung day du cac thong tin
khuyen cao nhu neu trenvao to huang d~n sir dung thuoc.

Cue Quan ly Diroc thong bao dS cac don vi biSt va thuc hi~n./.

Noi nhdn:
- Nhtr tren;
- BT. Nguyen Thi Kim Tien (d~ b/c);
- CT. Tnrong Quoc CUCmg(d~ b/c);
- Cue QLKCB, Thanh tra BYT (d~ phoi hop);
- TOng cong ty DLf9cVN;
- Cue: Quan Y - B¢ QP; Y te- BQ CA; Y teGTVT - BQ GTVT;
- Baa hiem XHVN;
- sa Y te cac tinhITP tnrc thuoc TW;
- Cac BV, vien c6 giirong benh tnrc thuoc BYT;
- IT DI & ADR Quoc gia; rr DI & ADR KV (BV Ch9 RAy);
- Cue QLD: Phong QLTTQC; QLKDD, QLCL thu6c; Tap chi

DU9c & MP; Van phong Cue (d~ dang t3.iWebsite);
- LUll VT, DKT (2b).

KT. Cl}C TRUONG
ED&e~· TRUONG


