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Ds Tr0in Kim San

Ngay 27/12/2016 d0n v théng tin thulc nhOn d00c cbng van 24812/QLD-TT v villc cung clp
théng tin lién quan di n tinh an toan cl a thul ¢ giD m dau nhém opioid; thul ¢ dil u tr0 dai thao
di0ng typ 2 chila metformin; thul ¢ chl a saxagliptin; alogliptin; thul ¢ khang sinh nhém
fluoroquinolone va thull ¢ chil a ketoconazole vién nén di ng ul ng.
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B0 dim blo sO ding thulc an toan, hip ly, B0n vd Thdng tin thul ¢ bl nh vil n théng bédo cac
théng tin lién quan dl n tinh an toan, hilu qul cla cac thul ¢/nhdédm thul ¢ néu trén va dl nghl
cac khoa phong téang cl0ng theo doi, phat hidn, x0 tri cac tri0ng hIp x0y ra phOn 0ng cé hOi
(ADR) (nOu cé) va gli bao cao vl diin vl théng tin thul ¢ t0i Khoa D00 c bl nh vidn.




COp nhit théng tin lién quan d0n tinh an toan thulc

Viot bdi Bién tOp vién
ThO sau, 06 Thang 1 2017 20:08 - LOn cOp nhit culi ThO sau, 06 Thang 1 2017 20:18

Cl p nhi t théng tin lién quan di n tinh an toan cl a thul ¢ (dinh kem theo Céng van sli 24812
ngay 21 thang 12 nam 2016)

Thul ¢ gil m dau nhém opioid:

- Ngay 22/3/2016, cl quan Quln ly DOOc va Thic phim Hoa KO (US FDA) dla ra cOnh bao vl
mOt s vindl an toan lién quan di n nhém thul ¢ gilm dau opioid. Nhi ng nguy cl an toan nay
bao gdm: nguy cl t00ng tac c¢6 hii vOinhidu lo0i thul c khac, cac viln d0 vii tuyl n thd0Ong thO n
va giim nOng di hormon sinh dic. US FDA cling yéu clu thay dli nhan clatitcl cac thulc
gil m dau nhém opioid d0 cOnh bao v nhi ng nguy cl nay, c0 thO:

- Cac opioid c6 thD t00ng tac vii cac thulc ching trim cim va thulc dilu trd dau nla diu va
gay ra mit phln 0ng nghiém tring cla hi thOn kinh trung 00ng d00c gOi la hUi chO ng serotonin,
difcddctring blindng dd cao cla chit hoa hic serotonin tich t0 trong ndo va gay ra di c tinh.

- Khi ull ng cac opioid ¢6 thi din din mOt tinh tr0 ng hid m g0 p nhi ng nghiém trl ng: tuyln
th0 0 ng thO'n khéng sin xul't A0 100 ng hormon Cortisol. (Cortisol 1a mOt hormon gitp cU thD phOn
Ong IDi vOi cac stress).

- SO d0ng lau dai cac opioid c6 thi lién quan tli vil ¢ gil m nd ng d0 hormon sinh dd ¢ va cac trifu
ching nh gidm ham muln tinh dic, li0t dd0ng hol ¢ v sinh.

Bl ng thii, ngay 22/3/2016, US FDA cting théng bao: Trong mdt n I0c lién t0c d0 clnh bao
ngl0i ké diin va bl nh nhan v nhing rliro titm On lién quan din vidc sO ding céc thulc gilm
dau nhém opioid, US FDA da yéu clu thay dli thong tin v an toan thul ¢ trén nhan cho cac
thul ¢ gid m dau nhém opioid di ng gili phdng t0 ¢ thOi. Trong sU nhing thay dii, US FDA yéu
clu cd mit hip cOnh bao (a boxed warning) trén nhan thull ¢ vl nhll ng nguy ¢l nghiém trl ng:
I0m di ng thuO ¢, gay nghiln, qua lilu va t0 vong.

Thul ¢ dilu tr0 dai thao di0ng typ 2 chla metformin:
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- Ngay 08/4/2016, US FDA da thong bao yéu clu thay dili nhan thul ¢ dilu tr0 dai thao di0ng
c06 chl a Metformin lién quan din cac khuyln cao dl mQ rIng sO di ng Metformin cho mOt s

bl nh nhén suy gidm chic ning thin. Yéu clu nay dic dia ratrén cl sO xem xét cac di liDu
nghién cOu lién quan tinh an toan cla vilc sU di ng Metformin 0 bl nh nhan suy gil m chl ¢ nang
thOn t0 mOc d0 nhD d0n via (Nhan thul ¢ hil n thOi khuydn cao mOnh m0 khéng s dU ng
Metformin 0 cac bl nh nhan cé bl nh thi n).

US FDA sau kh i xem xét da k't lul n: Metformin c6 thd di0c sU ding mdtcach antoan( cac
bl nh nhén suy gidm chic nang thin mic d0 nh0 va mOt sO bl nh nh&n suy gidm chi ¢ nang
thOn mOc a0 vl a. US FDA dang yéu clu thay dli vil ¢ ghi nhan thul ¢ Metformin d0 phOn anh
thong tin mOi nay va cung cl p cac khuylln cdo cl thD v0 vilc sO ding thulc nay 0 bl nh nhan
suy thin mic dd nhi d0n via.

ThuUc chla holt chit saxagliptin, alogliptin:

- Ngay 05/4/2016, US FDA chinh thO ¢ cllnh bao vill ¢ s dllng cac thullc cé chi a saxagliptin va
alogliptin ¢é thd lam tang nguy cl suy tim, dic bilt 0 nhi ng ngl0i dang c6 bl nh tim hol ¢ bl nh
thOn. COnh bao nay sl dlc cUp nhitvao nhan thulcvatl hi0ng din s dOng.

- Nguy ¢l suy tim lién quan t0i saxagliptin va alogliptin d00c xac ddnh t0 hai thO nghidm lam
sang I0n ti0 n hanh trén bl nh nhan c6 bl nh tim. MJi th0 nghil m d0 u cho thOy sO bl nh nhan sO
di ng thul ¢ c6 chl a saxagliptin hoU ¢ alogliptin cOn nhip vil n didu tr0 suy tim nhidu hn so vOi
sl bllnh nhan sO ding placebo.

- Do dé, US FDA da yéu clu bl sung thong tin vl khD nang lam tang nguy cU suy tim vao mic
“COnh bdo va Thin trl ng” trong nh&n cl a cac thull ¢ c6 chil a saxagliptin va alogliptin. US FDA
ctng khuyl n cao bl nh nhan dang s di ng cac thul ¢ nay cl n théng bao ngay cho can bl y 10
khi xuC't hiln cac dl u hil'u hol ¢ tri0u chd ng suy tim nhi: thD ngdn b0t thD0ng trong sinh hi at
hang ngay, kho thi khi n0 m nghl, yOu, mOt, tang can kém theo sling mit ca chan, ban chan,
clng chan. B0 nh nhén khéng nén t0 y ngl ng thul ¢ khi chl a tham khi o y kil n bac sf.

- US FDA ciing khuyl n cao bac si nén can nhil c ngll ng thulc nay 0 nh ng bl nh nhé&n c6 dlu
hil u suy tim va kil m soat tinh trdng bl nh cla bl nh nhan. NO u khéng kil m soat dilc dilng
huyt b0 ng thul ¢ dang sU ding, c6 thD can nhic si ding cac thull ¢ diDu trl dai thao di0ng
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khac.

Clcquinly DOOc-B0O yt0 sO ¢é cébng van gii cac din vl dang ky, siin xult thulc yéu clu va
hiOng ddn vilc cOp nhit cac thong tin ¢l nh bdo nay vao nhan va td hilng din sl dingcla
cac thull ¢ ¢6 lién quan.

Thul ¢ khang sinh nhém fluoroquinolone:

- Ngay 12/5/2016, US FDA da khuyl n cao: cac tac ding phd nghiém tring cé lién quan diln cac
thul ¢ khang sinh nhdm fluoroquinolone da I0n hOn I0i ich ma thudc dem 10i 0 cac bl nh nhén
viém xoang, viém phl qul n va nhil m khull n d00ng ni0 u khéng biln ching ¢ cac lDa chin dilu
tr0 khac. BUi vli cac tinh trl ng bl nh trén, fluoroquinolone chl la thulc dU tr0 cho nhl ng bl nh
nhan khéng cé I0a chin didu trd khac thay thi.

- MOt danh gia va xem xét vl tinh an toan do FDA ti0' n hanh da cho thl'y cac fluoroquinolone khi
s ding di0ng toan than (nhU: vién nén, vién nang va thul c tiém) cé lién quan vli cac tac dil ng
phd nghiém tring c6 thO kéo dai vinh villn, gdy mit kh0 nang lao ding va cé thi x0y ra ding
thOi. Cac tac ding ph0 nay c6 thi lién quan d0n cac gan, cl, x00 ng, day thd n kinh va h0 thlng
th0 n kinh trung 00 ng.

- US FDA yéu cllu cllp nhO't cac thong tin an toan thull ¢ néu trén vao nhan thullc va t0 hilng
dindilutrd clatltcl cac fluoroquinolone. US FDA dang ti0 p t0c xem xét cac hi s an toan
cl a céc fluoroquinolone va sl cUp nhitthéng tin din ¢l ng ding.

COcQuinly DOOc—BO ytl sO c6 cong van glicac diin vl dang Ky, sin xult thulc yéu cOu va
hiOng din vilc cOp nhit cac thong tin ¢l nh bdo nay vao nhan va td hilng din sl dingcla
cac thull ¢ cé lién quan.

Thul c chia holt chit ketoconazole vién nén ding ul ng:
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- Ngay 19/5/2016, US FDA da cllnh bao cac can bl y t0 khong ké diin thulc chda
ketoconazole, d00 ng ulng, ding vién nén dl dilu trd nhil m n0 m moéng va nl m da.

- Vil c sU ding thull ¢ chl a ketoconazole, d00 ng ul ng, ding vién nén din dl n nguy cl t0n
th0 0 ng gan nghiém tring, cac viln d0 vO tuyl n thO0ng thO n, cac t00ng tac thulc cé hoi. Cac
nguy cl nay I0n hOn 10§ ich ma thul ¢ dem I0i trong cac tinh trl ng bl nh néu trén. Vi vy, nam
2013, US FDA da lodi b0 chD dinh didu trl nOm mong va n0m da ra khi nhén cla cac thulc
nay.

- Ngay 24/4/2016, Clc Quin ly DO0c da cé céng van sl 5869/QLD-BK vl vilc nglng tilp nhin
ho sO, ngdng cOp sO dang ky dii vii thull ¢ c6 chll a ketoconazole ding ull ng.
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