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VIv eung d.p thong tin lien quan d~n tinh
an toan cua thuoc chua Azithromyein,
Clozapin, Myeophenolate mofetil hoac

Clopidogrel

CONG HOA xA HOI CHU NGHiAVIETNAM. . .
DQc l~p - TV do - H~nh phuc

Ha NQi,ngay.t! thang 7 nam 2016

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

Ngay 04/7/2016, Cue Quan ly Diroc - BQY tS co Cong van s6 12597/QLD­
TT v@viec cung c~p thong tin lien quan dSn tinh an toan cua thu6c chua
Azithromycin, Clozapin, Mycophenolate mofetil hoac Clopidogrel (Cong van
125971QLD-TT kern Phu luc duoc ddng tai tren Website cua C1:lc).

DS dam bao sir dung thuoc hQ'Ply va an toan, Cue Y tS GTVT yeu cfiu cac
dan vi:

1. Thong bao thong tin lien quan dSn tinh an toan, hieu qua cua: thucc chua
Azithromycin, thuoc chua Clozapin, thuoc chua Mycophenolate mofetil, thuoc
chua Clopidogrel trong toan dan vi.

2. Ra soat, kiem tra viec hru hanh, sir dung loai cac thu6c tren trong dan vi,
Tang cuong thea doi, phat hien, xu tri cac tnrong hQ'Pxay ra phan img co hai cua
cac loai thuoc nay (neu co). Gui bao cao ADR vS Cvc dS Cvc tAng hQ'P,bao cao
Cvc Quan ly duQ'c, Trung tam Qu6c gia v@thong tin thu6c va thea d5i phan Ung
co h~i cua thu6c.

Cvc thong bao dS cac dan vi biSt va thvc hi~n./. U~

Nui nlllin:
- Nhu trSn (Qua website e\le Y t~GTVT);
- Luu: VT, NVYD & TTBYT.

Vii Van Tri~n
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VIv cung cap thong tin lien quan den tinh
an roan cua thu6c chua Azithromycin,
Clozapin, Mycophenolate mofetil hoac

Clopidogrel

Kinh giri:

CQNG HOA.XA HQI CHU NGHIA VI¢T NAM
DQc l~p - TV do - H~nh phiic

Ha N9i, ngay 0.4. thdng frr:-C-=-.--,.m:"'_":;UUA.__
~ -,I l ~hONGVAN TA

CO)\TC V,'\_N T) r~N
1 B -07- 2016

~,'" Al<_\ ...: SaY te cac tinh, thanh ph6 tnrc thuoc Trung
- Cac benh vien, vien c6 giirong benh true thuoc B¢ Y te

Hoi dong Tir van cap s6 dang ky hru hanh thu6c - B¢ Y te hop dot 153 - d6i v6'i
thuoc trong mroc va dot 93 - d6i voi thuoc mroc ngoai da thong nhat cap nhat cac
thong tin v~ tfnh an toan cua: thu6c chua Azithromycin, thuoc chua Clozapin, thucc
chua Mycophenolate mofetil, thu6c chua Clopidogrel.

Thong tin cap nhat chi tier v~ tfnh an toan, hieu qua doi voi cac thuoc neu tren
diroc ghi trong Phu luc "Cap nhat thong tin lien quan den tfnh an toan thuoc" dinh kern
thea cong van nay, dong thai diroc dang tai tren cdng thong tin dien tir cua C\lc Quan
19Duqc thea dia chi http://www.dav.gov.vn trong rn\lc "Thong tin thu6c" de cac can
b¢ y te c6 the tra CUu,c~p nh~t thong tin.

De dam bao sir d\lng thuoc an toan, hQ'p19, Cl;lCQuan 19DuQ'cyeu cgu S6 Y te
cac dnh, thanh ph6 tIVc thu¢c Trung uong, cac b~nh vi~n, vi~n co giuang b~nh tIVc
thu¢c B¢ Y te:

1. Thong bao cho cac co s6 kharn benh, chua benh, cac don vi kinh doanh duoc
pham tren dia ban cac thong tin lien quan· den tinh an toan, hi~u qu·a clla: thu6c chtl-a
Azithrornycin, thuoc chua Clozapin, thu6c chua Mycophenolate rnofetil, thu6c chua
Clopidogrel.

2. Hu6'n&dAncac co s6 kharn b~nh, chua b~nh tren dia ban tan~ cuang thea d5i,
phat hi~n va xu tri cac truang hqp xay ra phan U'ngc6 h~i (ADR) cua cac thuoc neu
tren (neu c6). Giri bao cao ADR v~: Trung ta.rn qu6c gia v~ Thong tin thuoc va Theo
d5i phan U'ngc6 h~ clla thuoc (13-15 Le Thanh Tong, Qu~ Hoan Kiern, Ha N¢i) ho~c
Trung ta.rn khu V\!cve thong tin thuoc va thea d5i :ehan U'ngc6 h~i clla thuoc TP. He>
Chi Minh (201B Nguyen Chi Thanh, Qu~n 5, TP. Ho Chi Minh).

Cuc Quan 19 DuQ'c se ti€p t\lC c~p nh~t cac thong tin lien quan tinh an toan va
hU6'ngdan xir tri d6i v6'i cac ADR clla cac thuoc neu tren de yeu cau cac co s6 dang k9
thu6c c~p nh~t vao nhan va to' hu6'ng dan sir d\lng thuoc trong thai gian t6'i.

C\lCQuan 19DuQ'cthong bao de cac don vi biet va thgc hi~n./.

Noi nhtJ.n: KT. elJe TRU'ONG
- Nhu tren; PHD elJe TRU'ONG
- B¢ wang B¢ Y te (de b/e) ;
- cae Thuwang B¢ Y te (de b/e);
- Cl;lewang Cl;leQuim 19Duqe (de b/e) ;
- Cl;leQuan 19Kham chua b~nh;
- Cl;leQuan Y - B¢ Qu6c phong ;
- Cl;leY te- B¢ C6ng an ;
- Cl;leY te - B¢ Giao thOng v~n tai;
- Trung tAm Dr & ADR Qu6e gia;
- Trung tftm Dr & ADR khu V1.JeTP. HCM;
- Website C1,leQuan 19 Duqe;
- PhOng DKT, QLKD, QLCL - Cl;leQuan 19Duqe;
- LUll : VT, TT.



PHVLVC
Cap nhat thong tin lien quan den tinh an toan ella thuoc

(Dfnh kern thea Cong van s91c259rngay 04 thang r nam 2016)
1. Thuoc chua Azithromycin:
Co quan quan 19 diroc Canada (Health Canada) khuyen cao v6 cac tnrong hop di

tmg thuoc voi trieu chrrng tang bach cau tra eosin va cac trieu chtrng toan than (hoi
chirng DRESS) co lien quan den viec su dung Azithromycin, cu th~:· °

- Theo dtt lieu bao cao cua WHO va Vigibase v6 phan trng co hai cua thuoc
(ADR), co 14 tnrong hop bi hoi chimg DRESS co lien quan den su dung Azithromycin,
trong do co 3 ca tir vong.

- Du lieu ADR tai Canada cho thay co 1 ca benh nhan Canada va 2 benh nhan tre
em mroc ngoai co hoi cluing DRESS co lien quan den sir dung Azithromycin.

2. Thuoc chua Clozapin:

Co quan Quan 19 Dircc va Thirc pham Hoa Ky (US. FDA) khuyen cao c~n thea
doi giam bach cau trung tfnh lien quan den Clozapin.

3. Thuoc chua Mycophenolate mofetiI:

Co quan Quan 19 Dtroc pham va cac Siin pham Y te Anh (MHRA) da c~p nh~t
thOng tin: Mycophenolate mofetil va ch~t chuy~n hoa co ho~t tfnh - acid mycophenolic
lien quan den m¢t ty l¢ cao di t~t bam sinh nghiem tr9ng va tang nguy co say thai tv
nhien cling cac khuyen cao cho can b¢ y te va b¢nh nhAnd~ giam thi~u nguy co tren.

4. Thuoc chua ClopidogreI:

Co quan quan 19 dUQ'cva thvc pham My (US. FDA) da ra thOng bao vi¢c danh gia
cac du li¢u thu lAmsang di den ket lu~n vi¢c su d\lng dai ngay thuoc chong dOngmau
Clopidogrel (tren 1 nam) khOng lam tang hay giam nguy co tu vong b b¢nh nhAn da
mi1c b¢nh tim m~ch ho~c co nguy co tim m~ch. US. FDA da giri thOng tin nay den
b¢nh nhAn va can b¢ y te; d6ng thm, yeu c~u cac nha san xu~t c~p nh~t thOng tin tren
mAunhan va huang dAnsu d\lng thuoc.

US. FDA cling khuyen cao b¢nh nhAn khOng nen dUng su dvng Oopidogrel ho~c
cac thuoc chong ket t~p ti~u c~u khac VI vi¢c nay co th~ tang nguy co dau tim ho~c t~o
C\lCmau dOng. can b¢ y te c~ cfin nhi1cgiua nguy co va lQ'ifch cua thuoc chong dOng
mau tru6'c khi bi1td~u li¢u trlnh di6u trio
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