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so: 7-4 /SYT-NVD 
V/v cung cap thong tin lien quan den tinh 
an toan,cila thuoc giam dau nh6m opioid; 

thuoc dieu tri DTD tujp 2 chira metformin; 
thu6c chira saxagliptin, alogliptin; thuoc 

khang sinh nhom fluoroquinolone va,thuoc 
chira ketoconazol vien nen dung uong 

1-16 Tinh, ngay14 thong 01 nom 2017 

Kinh giri: 
- Cac dan vi kham chira benh; 
- Trung tarn,Y t6 	pilot-1g cac huyen, thi xa, thanh phei ; 
- Phong Y to cac huyen, 	xa, thanh pho; 
- Cac Cong ty duce trong tinh. 

Can cu Cong van so 24812/QLD7TT ngay 21 thong 12 narn 2016 dm Cvc 
Quan 1)",  dugc - Bo Y to ye viec cung cap thong tin lien quan den tinh an toan cua 
thuoc giam dau nhom opioid; thuOc dieu tri DTD t4p 2 chira metformin; thuoc 
chira saxagliptin, alogliptin; thuoc khang sinh nhom fluoroquinolone NIA thuoc chira 
ketoconazol vien nen clang uong; 

Thong tin cap nhat chi tiet ve tinh an toan, hieu qua deii 	thuo'c giam dau 
nhom opioid; thuoc dieu tri DTD tuj,p 2 chira metformin; thuoc chira saxagliptin, 
alogliptin; thuoc khang sinh nhOm fluoroquinolone \fa thuoc chira ketoconazol vien 
nen clang uong,dugc ghi trong Phu lvc "Cap nhat thong tin lien quan den tinh an 
toan thuoc", &rig theri duvc clang tai tren cung thong tin dien tir cua Cyc Quan ly 
Duvc theo dia chi http: //www.day.gov.vn  trong inkic "Thong tin thuoc" de cac 
can bo y to có the tra ciru, cap nhat thong tin. 

De dam boo sir dung thu6c an toan, hgp ly, Sir Y t6 sao girl Phu lyc "Cap 
nhat thong tin lien quan den tinh an toan cua thuoc" va yeu cau: 

- Cac dun vi kham chira benh thong boo remg rai cho can bO vien chide cac 
khoa phong, bo phan biet thong tin lien quan den tinh an toan cua cac thuoc neu 
tren; 

- Trung tam Y to dkr ,phOng cac huyen, thi xa, thanh ph6 thong boo cho cac 
tram y to xa, phtremg, thi tran tren dia ban biet thong tin lien quan den tinh an toan 
cua cac thuoc neu tren; 

- Phong Y to cac huyen, thi xa, thanh phe) thong boo cho cac nha thu6c to 
nhan vA cac ca sey hanh nghe y nhan tren dia ban biet thong tin lien quan den tinh 
an toan cua cac thuOc neu tren; 
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- Cac Cong ty dupe thong bao cho cac chi nhanh, quAy thu6c, d4i ly trong he 
thong phan phoi ciaa minh blot thong tin lien quan den tinh an toan caa cac thuoc 
neu tren; 

- Cac dun vi kinh doanh, sir dyng thuoc tang ctrong thirc hien yiec theo dai 
tac dyng khong mong muon ctaa thuoc trong qua trinh sir dyng va 	hanh;  Giri 
bao cao ADR (neu co) dm thuOc ve:.Trung tam quoc gia ye Thong tin thuOc, va 
Theo deii cac phan tang có hqi cCia thuoc (13-15 Le Thanh Tong, Qu4n Hoan Kiem, 
Ha N'Oi) va Phong Nghiep vu &rye - So Y 

Nal shun: 
- Nlitr tree; 
- Website 	Y ce; 
- Ltru: VT,P.NVD. 
Girl van ban giay va din ten ekk 



PHU LUC 

C4.p nh4t thong tin lien quan d6n tinh an toan cua thu6c 

(Dinh kern theo Cling van s6;2442 new „2.4 thong 	nam 2016) 

1. Thu6c giam dau nhOm 
* Ngay 22/3/2016, Ca quan Quan ly Dube va Thtre phtm Hoa KY (US FDA) 

citra ra earth bao ve mOt s6 van a an town lien quan den nhOm thu6c giam dau 
opioid. Nhitng nguy ca an town nay bao g6m: nguy ca twang lac co hai vai nhieu 
loaf thu6c khac, cac van a voi tuy6n thuvng then va giam Wing dO hormon sinh 
dyc. US FDA cling yeu cau thay dbi nhan cita tat ca ca.c thu6c giam dau nhOm 
opioid de canh bao ve nhimg nguy ca nay, cu the: 

- Cac opioid co the arcing tac vii cac thu6c ch6ng tram dun va thu6c diet' tn 
dau nira dau va gay ra mOt phan ring nghiem trong cita 4 than kinh trung yang dtrqc 
goi iii hOi chung serotonin, dtrqc dee trung b&i nong d6 cao cita chat Ma hoc 
serotonin tich to trong nao va gay ra dQc [firth. 

- Khi u6ng cac opioid co the an den mOt tmnh aan.g hiem gap nhang nghiem 
trong tuyen thuqng then khOng san xuat dU lucmg honnon Cortisol. (Cortisol la.mOt 
hormon gall) ca the phan ting lai vai cac stress). 

- Sir dung lau dai cac opioid cO the lien quan tcY.i viec giam n6ng dc) hormbn 
sinh chic \IA cac trieu chang nhu giam ham mu6n tinh dyc, het dung hoae. vO sigh. • 

* DCing th&i, ngay 22/3/2016, US FDA cling thong bao: 'Iron& mOt ltre.lien 
tuc de canh bao ngutii Ice dan va benh nhan ve nhfing riti ro Bern an lien quan,den 
viec sir dung cac thu6c giam dau nhOm opioid, US FDA cid yeu cau thay dei thong ' 
tin ve an town thu6c tren nhan cho cac thu6c giam dau nhOm opioid clang giai phOng 
tcrc th ri. Trong s6 nhang thay d6i, US FDA yeu du co mOt hOp canh bao (a boxed 
warning) tren nhan thu6c ve 	nguy ca nghiem trong: lam dyng thu6c, gay 
nghi.en, qua lieu .va tit vong. 

2. Thu6c dieu tri dal thao throng tuyp 2 chilli metformin: 
* Ngay 08/4/2016, US FDA cid thong bao yeu cau thay dbi nhan thu6c dieu tri 

dai thao du'an.g co chira Metformin lien quan den cac khuyen cao de m& Ong sir 
dung M.etformin cho mOt s6 benh nhan suy giam chtic nang then. Yeu cau nay duqc 
dua ra tren ca s& xem xet cac drr lieu nghien ctiu lien quan tinh an town cua viec sit 
dung Metformin & benh nhan suy giam chirc nang then tit mdc clO 'the den via 
(Nhan thuCic hien thbi khuyen cao manh me khOng sir dung Metformin 6 cac benh 
nhan co benh then). 

US FDA sau khi xem xet da ket luen: Metformin co the dtrqc sir dung mOt 
each an town & cac benh nhan suy giam chtrc nang then mdc dO nhe va mOt s6 benh 
nhan suy giam chirc nang than auk dO vita. US FDA clang yeu cau thay dbi viec ghi 
nhan thu6c Metformin de phan anh thong tin mai nay va cung cap die khuyen cao 
cu the ve viec sir dung thu6c nay & benh nhan suy then mix dO nhe den visa. 

3. Thu6c chtla boat ch6t saxagliptin, alogliptin: 
Ngay 05/4/2016, US FDA chinh thCrc canh bao viec sir dung cac thu6c co 

china saxagliptin va alogliptin CO the lam tang nguy ea suy tim, clec biet a nhang 
ngubi clang co benh tim hoec benh then. Canh bao nay se clucic cep nhet vao nhan 
thu6c va ter htrang dan sir dung. 

- Nguy ca suy tim lien quan toi saxagliptin va alogliptin &rot xac dinh tU• hai 
thir nghiem lam sang Ion lien hanh tren benh nhan co benh tim. Moi thir nghiem deu 



cho thgy s6 benh nhan sir dung thuoc CO club saxagliptin hoc alogliptin can nhdp 
vien dieu tri suy tim nhieu hon so veil s6 benh nhan sir dung placebo. 

- Do do, US FDA d5 yeti cdu b6 sung thOng tin ve 	ming lam tang nguv co 
suy tim vao muc "canh 	va Than trong" trong nhan cua cac thuoc c6 chua 
saxagliptin va alogliptin. US FDA ding khuyen cao benh nhan clang sir dung cite 
thu6c nay can thOng ha° ngay cho can bO y tc khi xuat hien cac dgu hieu hoc then 
chting suy tim nhtr: tha ngan hgt tinging trong sinh hoat hang ngay. khO tht'l khi nam 
nghi, yeu, met, tang can kern t.heo sung mat a chan, ban chin, cang attn. Both 
nhan khOng non ty y ngirng thude khi chua thane khtio y kidn bac si. 

- US FDA ding khuyen cao bac si nen can nhac agirng thu6c nay if nhimg 
benh nhan c6 dgu hieu suy tim va kidm soat tinh 'rang henh cita benh nhan. Nett 
khOng kiem seat ducx duting huyet bang thu6c clang sir dung, CO the can nhac su 
dung cac thudc diet' u-i dai thao clueng khac. 

Cuc Quiin .1)", Duqc - BO Y to se co cOng van giri cac don vi clang kv. san xuat 
thu6c yeu cAu va fluxing dan viec cap nhat cac thong tin canh hao nay vao Whin \ 1:,  
huang dan sir dung cird cac thu6c c6 lien quan. 

4. ThuOc khang sinh nhOm fluoroquinolone: 
- Ngay 12/5/2016, US FDA-45 khuyen cao: cac tac dung phu nghiem trong cO 

lien quan den cac thu6c khang sinh nhOm fluoroquinolone dti lan ham lot ich ma 
thu6c dem lai cr cac benh nhan viem xoang, viem phe quart va nhiem khutin throng 
nieti khOng bidn chtrng co cac lua chun diet.] trj khac. Dt7i viii cac (nth trong benh 
tren, fluoroquinolone chi la thudc du nit cho nhung benh nhan khOng c6 lira chun 
dieu trj khac thay the. 

MOt danh gia va xem xet ve tinh an toan do FDA tien harth da cho thay cac 
fluoroquinolone khi sir dung dueng toan than (n.hu: vidn nen, vien nang va thu6c 
tient) co lien quan v6i cac tac dung phi nghiem trong c6 the kdo dal vinh vien, gay 
mat kha nang lao dQng va c6 thd xay ra dOng theci. Cac tac dung phy nay cO thd hen 
quan den cat:-  gan, Ca, xuong, day thdn kinh va he th6ng than kinh 'rung uong. 

- US FDA yeti can cap nhat cac thOng tin an toan thu6c net, nen vat) [than 
thu6c vii cac huO'ng dan diet' trj cita tat ca cdc fluoroquinolone. US FDA clang 110 
tuc xem xet cac ho so-  an toan cita cac fluoroquinolone vii se cap nhat thong tin den 
cOng (long. 

Cuc Quail 1. /Dtroc - BO Y to se c6 Ong van gin cac don vi dang 	s5n xuat 
thu6c yeu cdu va huong dan viec cap n.hat cac thong tin canh brio nay vacs [than \ 
huang dan six dung dia cac thudc co lien quan. 

5. Thu6c chlra hoot chat ketoconazole vien nen dong 
Ngay 19/5/2016. US FDA da canh h5o cac can hO y khOng Ice don ttmeic 

chCra ketoconazole, &Ong using, clang vien nen de: (lieu trj nhiern team inOng va Warn 
da. 

- Viec sir dung thu6c chtia ketoconazole, during u6ng, ding vien nen dan den 
nguy ca t6n thtrang ga.n nghiem trong, cac van de ve tuydn thucmg than. cac tirong 
tac thudc CO hair Cac nguy ca nay ion bon loi ich ma thu6c dem lai trong cat.' tinh 
trong benh neu tren. Vi vdy, nam 2013. US 'FDA (15 loci hit chi Binh diCti tri Flaw 
mong va nam da ra Ichei nhan cita cac thuoc nay. 

- Ngay 24/4/2012, Cuc Quan ly Duot da.  cO Ong van s6 5869/QLD-UK ve 
viec ngimg tit p nhan 116 set, ngimg cgp s6 clang kvJ d6i v6i thudc co club ketoconazol 
clang uong. 
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