Thong tin thudc quy 1/2017 Khoa Duoc - VTTTB

CAP NHAT THONG TIN LIEN QUAN PEN TiNH AN TOAN CUA THUOC

Thang 1/2017; don vi thong tin thudc nhan dugc cong van 24812/QLD-TT vé viéc
cung cap thong tin lién quan dén tinh an toan cua thudc giam dau nhom opioidl thude
diéu tri dai thao duong type 2 chira metformin; thudc chira saxagliptin; alogliptin; thudc
khang sinh nhom fluoroquinolon va thudc chira ketoconazole vién nén dang uéng.

DPé dam bao st dung thudc an toan, hop 1y, Pon vi Thong tin thudc bénh vién thong
bao cac thong tin lién quan dén tinh an toan, hiéu qua cua cac thudc néu trén va dé nghi
cac khoa phong ting cudng theo ddi, phat hién, xu tri cac tic dung khong mong mudn cua
thudc trong qua trinh st dung, luu hanh (néu c6) va gii bao cao ADR vé don vi thong tin
thudc tai Khoa Dugc — VTTTB Bénh vién.

Cap nhat thong tin lién quan dén tinh an toan cua thudc theo cong vin sé 24812/QLD-
TT:

1. Thuéc giam dau nhém opioid:

* Ngay 22/03/2016, Co quan Quan 1y Dugc va Thuc pham Hoa Ky (US FDA) dua ra
canh bao vé mot s6 van dé an toan lién quan dén nhom thudc giam dau opioid. Nhiing
nguy co an toan ndy bao gém: nguy co twong tac co hai voi nhiéu loai thude khac, cac
van dé voi tuyén thuong than va giam nong do hormon sinh duc. US FDA ciing yéu cau
thay d6i nhén cua tit ca cac thudc giam dau nhom opioid dé canh bao vé nhiing nguy co
nay, cu thé:

- Céc opioid c6 thé tuong tac voi cac thudc chdng tram cam va thude diéu tri dau nira
dau va gy ra mot phan tng nghiém trong cua hé than kinh trung wong dwoc goi 1a hoi
chimg serotonin, duoc dic trung bai ndng do cao cua chat hoa hoc serotonin tich tu trong
nao va gy ra doc tinh.

- Khi udng céc opioid c6 thé dan dén mot tinh trang hiém gip nhung nghiém trong:
tuyén thuong than khong san xuat du lwong hormon cortisol — 13 mot hormon gitip co thé
phan ung lai vai cac stress.

- Str dung 1au dai cac opioid c6 thé lién quan t&i viéc giam ndng do hormon sinh duc
va céc triéu chimg nhu giam ham mudn tinh duc, liét dwong hodc vé sinh.

* Pong thoi, ngay 22/03/2016, US FDA ciing théng bao: Trong mét nd lyc lién tuc dé
canh bao nguoi ké don va bénh nhan vé nhitng rai ro tiém an lién quan dén viéc str dung
cac thudc giam dau nhoém opioid, US FDA di yéu cau thay dbi thong tin vé an toan thudc

trén nhan cho cac thudc giam dau nhom opioid dang giai phong tuc thoi. Trong s6 nhiing
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thay doi, US FDA yéu cau c6 mot hop canh bao trén nhin thudc vé nhitng nguy co
nghiém trong: lam dung thudc, gay nghién, qua liéu va tir vong.

2. Thuéc diéu tri dai thao dwong type 2 chira metformin

* Ngay 08/04/2016, US FDA di thong bao yéu cau thay d6i nhan thudc diéu tri dai
thao dudong c6 chira Metformin lién quan dén cac khuyén cao dé mé rong st dung
Metformin cho mét s6 bénh nhan suy giam chirc ning than. Yéu cau nay duoc dua ra trén
co sO xem xét cac dir liéu nghién ctru lién quan tinh an toan cua viéc st dung Metformin
& bénh nhan suy giam chirc ning than tr mic d6 nhe dén vira (Nhan thudc hién thoi
khuyén cdo manh mé khéng str dung Metformin & cac bénh nhan c¢6 bénh than).

US FDA sau khi xem xét da két luan: Metformin c6 thé dugc sir dung mot cach an
toan & cac bénh nhan suy giam chirc ning than mic d6 nhe va mot s6 bénh nhéan suy giam
chic ning than mac d6 vira. US FDA dang yéu cau thay doi viéc ghi nhin thubc
Metformin dé phan 4nh thong tin mdi nay va cung cdp cic khuyén céo cu thé vé viéc s
dung thudc nay ¢ bénh nhan suy than mic do nhe dén vira.

Thudc chiza metformin ¢ Bénh vién Tdan Binh: Glucophage XR (750mg, 500mg);
Meglucon (1000mg; 850mg), Glucovance (Metformin+Glibenclamid).

3. Thuéc chira hoat chit saxagliptin, alogliptin:

Ngay 05/04/2016, US FDA chinh thirc canh bao viéc str dung cac thude cd chira
saxagliptin va alogliptin c6 thé 1am ting nguy co suy tim, dic biét & nhimg ngudi dang c6
bénh tim hoac bénh than. Canh bao nay s& duoc cap nhat vao nhin thube va to huéng dan
su dung.

- Nguy co suy tim lién quan t6i saxagliptin va alogliptin dugc xac dinh tur hai thi
nghiém 1am sang 16n tién hanh trén bénh nhan c6 bénh tim. MJi thir nghiém déu cho thay
s6 bénh nhan sir dung thude c6 chtra saxagliptin hozc alogliptin can nhap vién diéu trj suy
tim nhiéu hon so véi s6 bénh nhan sir dung placebo.

- Do @6, US FDA da yéu cau bd sung thong tin vé kha ning lam ting nguy co suy tim
vao muyc “Canh bdo va Than trong” trong nhin cua cac thudc co chira saxagliptin va
alogliptin. US FDA ciing khuyén cdo bénh nhan dang st dung cac thudc nay can thong
bao ngay cho can bd y té khi xuét hién cac dau hiéu hoac triéu ching suy tim nhu: thd
ngan bat thudng trong sinh hoat hang ngay, khé thd khi nam nghi, yéu, mét, ting can kém
theo sung mét ca chan, ban chan, cang chan. Bénh nhan khong nén tu ¥ ngung thudc khi

chua tham khao ¥ kién bac si.
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- US FDA ciing khuyén c4o bac si nén can nhic nging thudc nay ¢ nhitng bénh nhan
c6 dau hiéu suy tim va kiém soat tinh trang bénh cua bénh nhan. Néu khong kiém soat
dugc duong huyét bang thude dang st dung, ¢ thé can nhéc st dung cac thude diéu tri
dai thao duong khéc.

4. Thudc khéang sinh nhém fluoroquinolon

- Ngay 12/05/2016, US FDA di khuyén céo: cac tac dung phu nghiém trong c6 lién
quan dn cac thudc khang sinh nhom fluoroquinolon dé 16n hon loi ich ma thude dem lai
& cac bénh nhan viém xoang, viém phé quan va nhidm khuin duodng niéu khong bién
chtng c6 cac lya chon diéu tri khac. Pdi véi cac tinh trang bénh trén, fluoroquinolon chi
1a thudc duy trix cho nhitng bénh nhan khong c6 lya chon diéu tri khac thay thé.

- Mot déanh gia va xem xét vé tinh an toan do FDA tién hanh da cho thiy cac
fluoroquinolon khi sir dung dudng toan than (nhu: vién nén, vién nang va thudc tiém) c6
lién quan voi cac tac dung phu nghiém trong c6 thé kéo dai vinh vién, gy mat kha ning
lao dong va co thé xay ra dong thoi. Cac tac dung phu nay c6 thé lién quan dén cac gan,
co, xuong, ddy than kinh va hé théng than kinh trung wong.

- US FDA yéu cau cap nhat cac thong tin an toan thubc néu trén vao nhin thude va
cac hudng dan diéu tri cua tat ca cac fluoroquinolon.

5. Thuéc chira hoat chit ketoconazole vién nén dang udng:

- Ngay 19/05/2016, US FDA di canh bao cic can bo y té khong ké don thudc chira
ketoconazole, duong uéng, dang vién nén dé diéu tri nhiém nim mong va nam da.

- Viéc sir dung thudc chira ketoconazole, duong uéng, dang vién nén dan dén nguy co
ton thuong gan nghiém trong, cac van dé vé tuyén thuong than, cac tuong tac thudc co
hai. Cac nguy co nay 16n hon loi ich ma thudc dem lai trong cac tinh trang bénh néu trén.
Vi vay, nam 2013, US FDA d loai bo chi dinh diéu tri nAm mong va nam da ra khoi nhan
ctia cac thude nay.

- Ngay 24/04/2016, Cuc Quéan 1y Duoc di c6 cong vin sb 5869/QLD-PK vé viéc
ngung tiép nhan hd so, nging cap sé diang ky d6i véi thude co chira ketoconazole dang

udng.
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