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CONG HOA xA HOI can NGHiA VIE:TNAM
DQc I~p - T\f do - H~nh phuc

Ha N6i, ngay 2,q- thdng 4 nam 2016

- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y tS chuyen nganh GTVT.

Ngay 21/4/2016, C\lCQuan Iy Duoc - BQY tS co Cong van s6 6257/QLD­
TT vS viec c~p nh~t thong tin duoc ly d6i voi thu6c chua hoat chat flunarizin.
Theo do, trong thai gian qua, CO'quan quan ly Duoc pham va San pham Y tS
Phap (ANSM) da:tiSn hanh danh gia lai hieu qua va dQ an toan cua thuoc diSu tri
du phong dau mra diu (trong do co Sibelium - thuoc chua hoat chat flunarizin) va
co thong bao too can bQy tS mot s6 thong tin khuyen cao moi lien quan too huang
dan sir dung thuoc chua hoat chat flunarizin. Trong do, tac dung khong mong
muon chu ySu la: cac bieu hien ngoai thap, trim cam, met moi tang d§n ... (chi tiit
tq,iCong van 6257IQLD-TT iJu9'caang teli tren Website cua C¥c).

DS dam bao su d\lng thu6c chua ho~t chat flunarizin hQ'PIy va an toan, C\lC
Y tS GTVT yeu cAucac dan vi:

1. Thong bao thong tin tren trong toan dan vi va khuySn cao:

+ Tuan thu chi dinh, ch6ng chi dinh, th~ trQng, liSu Iuqng va cach dung,
tuang tac thu6c khi ke dan thu6c chua ho~t chat flunarizin.

+ Chi su d\lng thu6c sau khi da:kham sang IQc, phan Io~i b~nh nhan, th~n
trQng khi su dl;mg thu6c nay cho nhfmg b~nh nhan co nguy cO'cao xay ra ADR
(d~c bi~t nguai Ian tu6i).

2. Tang cuang thea d5i, phat hi~n, xu tri cac truang hQ'Pxay ra phan lIng co
h~i cua thu6c chua ho~t chat flunarizin (niu co). Gui bao cao ADR vS Cvc dS C\lC
tAng hgp, bao cao C\lCQuan Iy DuQ'C,Trung tam Qu6c gia vS thong tin thu6c va
thea d5i phan lIng co h~i cua thu6c.

Yeu cAucac dan vi nghiem tuc th\Ic hi~n././,!

Kinh giri:

Nui nhlin:
- Nhu tr~n (Qua website C\lC Y t8 GTVT);
- Luu: VT, NVYD & TTBYT.

Vii Van Tri~n
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thuoc chua heat chat flunari in C{)1'~JC v'\ N l) EN

CQNG HOA xA HQI CHU NGHIA VI~T
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2 5 -04- 2016
Kinh giri: '8

Sa' Y tet. 'C."inh h0nh' ht. th " tavct ' ; t a "'_'0_ truQ:_,UQCrung irong;
- Cac benh vien, vien co giirong benh true thuoc B(>Y tS;

Cac ca sa dang kY luu hanh thuoc tai Viet Nam.

Trong thai gian qua, Co quan quan ly Dircc pham va San pham Y tS Phap
(ANSM) da tiSn hanh danh gia lai hieu qua va d(>an toan cua thuoc diSu tri dir
phong dau mra d~u trong do co Sibelium® (thuoc chua heat chat flunarizin) va da
co thong bao gui tar can b9 y tS mot s6 thong tin khuyen cao moi lien quan dSn
huang dftn sir dung thuoc co chua hoat ch~t flunarizin.

TiSp thea cong van s6 20391/QLD-TT ngay 02/1112015 cua C\lC Quan ly
Duoc v~ viec cung c~p cac thong tin cho c{mb9 y tS vS d9 an toan, hi~u qua Clla
cac thu6c chua ho~t ch~t flunarizin va can cu vao kSt lu~n CllaH9i d6ng Tu v~n
c~p s6 dang kY luu hanh thu6c - B9 Y tS, dS dam bao m\lc tieu su d\lng thu6c hqp
ly, an toan va hi~u qua, e\lC Quan Iy Duqc yeu c~u:

I. f>8i VOl Sit Y t~ cac tinh, thilllh ph8 tqrc thuQe trung U'O'ngva cae
B~nh vi~n, Vi~n co giU'(rng b~nh tr,!c thuQe BQY t~:

TiSp t\lC thong bao cho cac ca sa kham chua b~nh, cac dan vi kinh doanh
duqc ph~m tren dia ban d.c thong tin lien quan d@nkhuySn cao clla ANSM dff
neu t~i cong van s6 20391/QLD-TT ngay 02/1112015 clla C\lC Quan Iy Duqc;
d6ng thai tang cuang thlfc hi~n vi~c thea d5i tac d\lng khong mong mu6n Clla
thu6c trong qua trinh su d\lng va luu hanh; gui bao cao ADR (niu co) v@Trung
tam Qu6c gia vS thong tin thu6c va thea d5i phan Ung co h~i clla thu6c (13-15 Le
Thanh Tong, Ha N<5i) ho~c Trung tam khu VlfCv@thong tin thu6c va thea d5i
phan Ung co h~i clla thu6c TP. H6 Chi Minh (201B Nguy~n Chi Thanh, Qu~n 5,
TP. H6 Chi Minh).

II. f>8i v6'i cae cO'si)' dang ky IU'uhanh thu8e t~i Vi~t Nam:
1. f>8i VOl cae thu8c chua ho~t eh~t flunarizin dil dIrge c~p s8 dang ky:
1.1. Trong vang 03 thang kS tll' ngay ky cong van nay, yeu c~u ca sa dang

ky thu6c thlfc hi~n vi~c c~p nh~t, b6 sung thong tin ,trong m\lc Chi ii/nit, LiJu
Ilf{J'ng va each dung, chBng chi ii/nit, canh bcio va th{in tr(Jng khi sit d1:lng
thuBc tren nhan, ta huang d§.nsu d\lng thu6c cac n9i dung thea Ph\ll\lc dinh kern
cong van nay.
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1.2. Hinh thirc C?P nhat: Co sa dang ky thu6c thuc hien viec tir c~p nhat
thea quy dinh Khoan 4 DiSu 9 Thong tir s6 44/2014/TT-BYT ngay 25/1112014
cua BO Y t~ quy dinh viec dang ky thu6c.

2. D&i vOi cac h8 SO' dang ky thudc chua hoat ch~t flunarizin dang
cho xet duy~t tai Cl}.CQuan Iy DU'Q'c:

C\lC Quan Iy Dtroc chi xern xet trinh H9i d6ng tu v§n c~p s6 dang ky sau
khi co sa dang ky thuoc n9P tai lieu c~p nhat, b6 sung n9i dung muc Chi dinh,
LiSu Iuong va each dung, chong chi dinh, canh bao va than trong khi sir dung
thu6c thea Phu luc dinhkem cong van nay vao cac phan co lien quan cua h6 sa
va duoc tham dinh dat yeu c~u.

C\lCQuan ly Duoc thong bao d@cac dan vi bi@tva thtrc hien .I.

'...-

Noi nhdn:
- Nhtr tren;
- BT. Nguy~n Thi Kim Tien (dti b/c);
- TIr. Le Quang C1.Iang,.(dtib/c);
- CT. Truong Qu6c Orang (dti b/c);
- C\lCQLKCB, Thanh tra BYT (dti ph6i hqp);
- T6ng cong ty Du<;>,cVN;
- C\lc Quan Y - B¢ QP; C1fcY te - B¢ CA; C\lCY te GTVT-
BoGTVT;
- Bao hi tim XHVN;
- TI Dr & ADR Qu6c gia; IT Dr & ADR KV (BV Ch<;>,Ra.y);
- Trung tam Dugc ly lam sang - DR Y HN;
- Thanh vien HDTV; Chuyen gia PC, DL thfun dinh hO sO';
- C\lC QLD: Phong QLKDD; Phong QLTIQC thu6c; Te
Du<;>,c& MP; Van phong C\lC (Mdang tii Website);
- LUllVT, DKT (2b). .

KT. Cl}C TRUONG
C RUONG



PHl) Ll)C

Cac nQi dung thay d8il b8 sung d&ivo'i thu&c chua hoat ch~t flunarizin
(Dinh kern thea cong van s6 £J5.f.lQLD-DK ngay02I/04-/dD1(,

cua Cue Quan If' Duac)

Chi djnh

[Sua lai chi dinli nhu saul

DiSu tri du phong coo dau mra d~u trong tnrong hQ'Pcac bien phap diSu tri khac
khong co hieu qua hoac kern dung nap,

Li~u IU'Q'ngva each dung

[Sua lai li~u luang va each dung nhu saul

Nguiti Ion < 65 tuJi vanguoi cao tuJi (> 65 tuJi):

- 5 mg/ngay, uong vao bu6i t6i, duy tri trong 4 dSn 8 tuan.
- Trong thai gian diSu tri, neu xu~t hien cac trieu clnrng tram cam, ngoai

thap hay cac biSn c6 b~t IQ'inghiem trong khac, c~n ngirng dung thu6c
(xem muc Canh bao va than trong khi su dung).

- NSu sau 8 tu~n diSu tri khong co su cai thien, benh nhan duQ'c xem nhu
khong dap ung v6i diSu tri va nen ngimg dung thu6c.

- Thai gian diSu tri khong qua 6 thang.
- KhuySn cao chi danh cho b~nh nhan :s 65 tU6i: NSu biSu hi~n lam sang

cua b~nh nhan cho th~y dap Ung diSu tri khong d~y du, co thS tang liSu
len dSn 10 mg/ngay nhung c~n can nh~c trong kha nang dung n';lp thu6c
cua b~nh nhan.

Treem

- Tre em 2: 12 tu6i, d~c bi~t trong truang hQ'pdau nua d~u chua duQ'cch~n
doan xac dinh: 5 mg/ngay, u6ng vao bu6i t6i. Thai gian diSu tri khong
qua 6 thang.

- Tre em < 12 tu6i: chua co b~ng chUng d~y du vS hi~u qua va de) an toan
cua flunarizin tren d6i tUQ'ngnay. Khong khuySn cao su dVng flunarizin
cho tre em du6i 12 tu6i.

Chang chi dinh

[Sua If;li ch6ng chi dinh nhu saul



- M~n cam voi flunarizin hay b~t cir thanh phdn ta duoc nao cua thuoc,
- Co trieu chirng cua benh Parkinson nr tnroc khi diSu trio
- TiSn sir co cac trieu chirng ngoai thap,
- Benh tr~m cam hoac tiSn Slr co h9i clnrng tram cam tai phat

Canh bao va th~n trong khi sir dung

[b6 sung cac noi dung sauJ

- Khong sir dung thuoc qua liSu khuyen cao, C~n thea d6i ngiroi benh
tlnrong xuyen, dinh ky, d?c biet trong thai gian diSu tri duy tri dS phat
hien sam cac bieu hien ngoai thap, tram cam va ngirng diSu tri kip thai.

- M9t s6 tnrong hop met moi voi mire d9 nang tang d~n da:duoc ghi nhan
khi Slr dung flunarizin. NSu tinh trang nay xay ra, c~n ngimg di@utri voi
flunarizin.!.


