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PIEM TIN AN TOAN THUOC

CANH BAO VE CAC TAC DUNG KHONG MONG MUON
TREN TIEU HOA KHI SUDUNG THUOC CHU VAN THU THE
GLP-1: THONG TIN TU CO QUAN QUAN LY DUQC PHAM
NEW ZEALAND (MEDSAFE)

Thudc chi van thu thé GLP-1
duge chi dinh trong diéu tri dai thao
duong typ 2 va kiém so&t can ning.
Cac thudc chu van thu thé GLP-1 co
co ché tac dung tuong tu hormon
GLP-1, gay kich thich tang tiét insulin,
tic ché tiét glucagon va lam cham qua
trinh thao réng da day. Nhom thudc
nay cé thé duoc st dung don tri liéu
hozc két hop voi cac nhom thude khéac
trong diéu tri dai thao duong typ 2.

R6i loan tiéu hoa 1a cac phan tmg
O hai thuong gép, nhu:ng it nghiém
trong lién quan dén cac thubc chu van
thu thé GLP-1. Tuy nhién, trong mot
s6 truong hop cé&c triéu chu:ng nhu
budn ndn, nbn va tiéu chay c6 thé kéo
dai vai ngay trong qua trinh diéu tri,
dic biét 1a ¢ giai doan khoi dau diéu
tri. C4c bién c6 bat lgi trén hé tiéu hoa
kéo dai c6 thé din dén tinh trang mat

Khuyén céo danh cho nhan vién y ¢

Nudc, nguy co ton thwong than cép
hodc lam trAm trong thém cac bénh
than man tinh.

Tu thoi diém cac thude chi van
thu thé GLP-1 duogc cip phép tai New
Zealand vao thang 5/2007 dén ngay
31/03/2025, Medsafe da ghi nhan duoc
111 béo céo rdi loan tiéu hoa lién quan
thudc chu van thu thé GLP-1. Trong
d6, 63 bao cao vé dulaglutid, 38 bao
céo vé liraglutid, 5 bao céo vé
semaglutid (hién khong duogc luu
hanh) va 5 béo cao vé exenatid (da hét
han hru hanh). Cac phan ung duoc bao
c4o thuong xuyén nhat bao gdbm budn
non (29 bao céo), ndn (24 bao cao) va
tiéu chay (20 bao cao). Ngoai ra, 11
bdo c4o ghi nhan tén thuong thén,
trong d6 thuéc nghi ngd bao gom:
dulaglutid (7 bao céo), liraglutid (3
bé&o céo) va exenatid (1 bao cao).

- Khuyén c40 bénh nhan can bo sung di nude trong sudt qué trinh diéu tri

bang cac thube chu van GLP- 1.

- Canh b&o bénh nhan vé cac nguy co tiém an cta tinh trang mat nudc va
thong béo cho nhan vién y té ngay khi cac bién cd trén

tiéu héa nghiém trong hodc kéo dai dai dang

- Can nhic tri hodn viéc ting liéu thudc chu van thu
thé GLP-1 theo ké hoach, tham chi giam liéu duy tri khi |
bénh nhan xuét hién cic bién cd nghiém trong trén tiéu ®

hoa.

- Can nhéc tri hodn sir dung thudc cha van GLP-1
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trong truong hop bénh nhan co6 cac tinh trang tiéu hoa

cap tinh vao ngay du kién ding thudc.
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NGUY CO BENH THIEU MAU PAU THI THAN KINH
KHONG DO VIEM PONG MACH (NAION) LIEN QUAN DEN
SEMAGLUTID: THONG TIN TU CO QUAN QUAN LY
DUQC PHAM CHAU AU (EMA)

Semaglutid 1a thudc chu van thu
thé GLP-1, dugc chi dinh trong diéu
tri dai thdo duong va béo phi. Bénh
thiéu mau dau thi than kinh khéng do
viem dong mach (Non-arteritic
anterior ischemic optic neuropathy -

NAION) la tinh trang mat thi lyc do
giam tudi mau dau thi than kinh.

Uy ban Panh gia Nguy co Canh
giac Dojoc caa EMA (PRAC) di tién
hanh danh gid moi quan hé giita thudce
semaglutid va NAION dua trén cac
dir liéu hién c6, bao gdm: nghién ctu
tién 1am sang, thir nghiém 1am sang,
di liéu gidm sat hau mai va tai liéu y
van. Sau khi hoan tit viéc danh gia,
PRAC két luan rang NAION 1a mot
tac dung khdng mong mudn rét hlém
gap cua semaglutid (cu thé tan suét
xuat hién cia NAION 13 1/10.000
bénh nhan st dung semaglutid). Két
qua tir mdt s6 nghién ciru dich té 16n
cho thay viéc sir dung semaglutid trén
bénh nhan ngudi 16n mic dai thao
dojong typ 2 1am ting gap d6i nguy co
NAION so véi nhdm bénh nhan
khong str dung semaglutid. Ty I¢
NAION dojoc ghi nhan khoang 1 ca
trén 10.000 nguoi-nam st dung
semaglutid (trong do, 1 nguoi-nam

Semaglutide
(Wegovy) Injection
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Tuong du’O’ng 1 nguoii dicu tr1 bang
semaglutid trong vong 1 nam). Cung
véi do, dir liéu tur cac thir nghiém Iam
sang ciing chi ra nguy co NAION cao
hon khi str dung semaglutid so voi su
dung gia duogc.

Do d6, EMA khuyén céo cap
nhat théng tin vé bénh thiéu méau dau
thi than kinh khéng do viém dong
mach (NAION) vao muc tac dung
khdng mong mudn (tan suat rat hiém
gip) trong thdng tin san pham cla cac
thudc chia semaglutid. EMA ciing
lvu y bénh nhan can théng béo ngay
cho nhan vién y té khi xuat hién tinh
trang glam hodc mét thi luc dot ngot
trong qua trinh didu tri  voi
semaglutid. Pong thoi, can ngimg
semaglutid ngay khi bénh nhan dugc
chan doan NAION.
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HOQI CHUNG BRASH LIEN QUAN PEN PHOI HQP CAC
THUOC UC CHE DAN TRUYEN QUA NUT NHI THAT:
THONG TIN TU MEDSAFE

Co so dir liéu vé Canh giac duoc
cia New Zealand gan dday di nhan
duoc béo c4o vé mot truong hop bénh
nhan gip hdi chimg BRASH khi st
dung propranolol va diltiazem.

Hoi chimg BRASH déc trung boi
cac biéu hién 1am sang bao gom: nhip
tim cham, suy than, block nhi that, sdc

va tang kali mau. Trong do, “BRASH”
la tén viét tit gom chir cai dau dau cta
cac triéu chirng dac trong: Bradycardia
— nhip tim cham, Renal Failure — suy
than, AV Blockade — block nhi thét,
Shock — sbc, va Hyperkalemia — ting
kali mau. Pang chu y, trong héi chimng
BRASH, tac dung hiép dbng gitra

thude trc che dan truyen qua nat nhi
that (AV blockers) va ting kali mau co
thé 1am trAm trong hon triéu chung
nhip tim cham. Tiép d6, cung hrong
tim giam gay tén thuong than, tao ra
vong xoan bénh ly gay tang kali mau
nghiém trong hon, cd thé tién trién
thanh suy da tang.

Yéu té ‘nguy co lién quan dén hoi chirng BRASH:

Cac yéu tb nhguy co lién quan hoi
chtmg BRASH bao gdm: giam thé tich
tuan hoan do bénh Iy, khéi dau diéu tri
hodc ting lidu c4c thudc uc ché dan
truyén N0t nhi that. Bénh nhan cao tudi
dang mic c4c bénh Iy nén nhu bénh

tim mach hodc suy than, dac biét, bénh
nhan dang sir dung nhiéu loai thude tc
ché din truyén nGt nhi that la déi
tugng Nguy co cao0 mac hoi ching
BRASH.

Biéu hién 1am sang ciia héi chirng BRASH:

Hoi chimg BRASH c6 thé xuat
hién nhiéu triéu ching ¢ cac muc do
khac nhau, tir nhip tim cham khong
triéu chimg cho dén suy da tang. Can
chan doan phan biét véi ting kali mau
don doc. O nhimng bénh nhan ting Kali
mau don ddc, nhip tim cham thuong la
hau qua cua tang kali mau nghiém
trong. Trong khi d6, ¢ hoi chimg
BRASH, nhip tim cham thuong xuét
hién ngay ca khi kali mau tang ¢ muc
d6 trung binh. Tham chi, trén dién tam
d6 (ECG), bénh nhan BRASH c6 thé

chi ¢6 nhip tim cham ma khéng c6 cac
d4u hiéu cua tang kali mau. o

Ngoai ra, nong do thudc ché dan
truyén qua nit nhi thit ¢ nhimg bénh
nhan mac hoi ching BRASH thudng
nam trong gidi han diéu tri, cho thay
bénh nhan di duoc st dung dung liu
khuyén céo.

Mefsafe khuyen cao nhan vién y
té can luu y dén hoi chung BRASH &
nhimg bénh nhan dang st dung thudc
trc ché din truyén nhi that c6 biéu hién
nhip tim chdm va/hoac tang kali mau.

Nhitng thuoc lién quan dén héi chu"ng BRASH: o
Nhom thude chen kénh calci va chen beta giao cam c6 tac dung wc ché dan

truyén qua ndt nhi tht va thuong
lién quan dén hoi chimg BRASH. Dac

biét, nguy co méic hoi chimg BRASH
O thé tang l1én ¢ nhitng bénh nhén suy



giam chtrc nang than do than giam thai
trir cac thudc chen beta. Cac nhém
thudc gay ton thu’ong than cip, tang
kali mau hodc giam cung lugng tim
la yeu t6 gop phan ting nguy co
xuat hién hoéi chimg

BRASH. Mbt sb thudc va nhém thude
cu thé bao gom: thudc e ché enzym
chuyén (ACEi), thudc d6i khang thu
thé  angiotensin Il (ARBs),
spironolacton, digoxin va amiodaron.
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CANH BAO VE CAC SAN PHAM

CHUA PHENYLBUTAZON

KHONG RO NGUON GOC: CANH |

BAO TU CUC QUAN LY DUQC

Ngay 18/08/2025, Cuc Quan Iy
Dugc ¢6 ¢ong van sé 2391/QLD-CL vé
canh bao lién quan dén cic san pham
chia phenylbutazon khdng ré ngudn
gbe.

Cu thé, theo thdng b&o cua Bénh
vién Bach Mai, trong thoi gian qua,
Bénh vién di tiép nhan, xtr Iy mot sb ca
bénh di tmg nang do tu y st dung san
pham cO chira phenylbutazon theo céc
quang cao trén mang x& hoi va gap
nhing bién chang nghiém trong nhu sot
cao, phat ban, xuat huyét, suy gan cap,
cd truong hop da t¢ vong. CA&c san
pham ndy dwgc mua trén mang,
khdng rd nguon gbc, khdng phai
thudc dugce cip phép luu hanh. Cac bién
ching duoc ghi nhan hau hét déu khoi
phat muén, it nhat 1 tudn ké tir khi bat
dau dong san phdm c6 chua
phenylbutazon, tham chi c6 thé sau 1
- 3 thdng moi xuit hién triéu chimg,
gay kho khan trong viéc khai thac tién
st dé& tim nguyén nhan gay di tng.
Bén canh d6, tén san pham thojong 1a
tiéng nudc ngodi, nguoi bénh khong thé
nhé hodc doc lai dung tén san phim
hosic hoat chat di dung. Nhimng triéu
chtng ban dau c6 thé gy nham

1an voi nhitng triéu ching do bénh ly
nhiém tring, do d6, ngudi bénh c6 thé
dén kham tai cac chuyén khoa khéc.
Vi vay, thoi gian chan doan bi kéo dai
dan dén khong duoc can thiép diéu tri
som.

Tra ctru co so dit liéu cap phép
tai Cuc Quan ly Duoc, dén nay tai
Viét Nam khéng c6 thudc chta hoat
chét phenylbutazon c6 gidy ding ky
loju hanh con hi¢u lyc. Cyc Quan ly
Dojoc khong cip phép nhap khau
nguyén liéu phenylbutazon cling nhu
thanh  pham  thuéc c6  chima
phenylbutazon. Do d6, Cuc Quan ly
Dojoc Yéu cau cac So Y té va cac co
quan lién quan ting cuong phdi hop
dé tuyén truyén, van dong ngojoi dan
khong tu y mua, ban hodc sur dung cac
thudc chaa phenylbutazon, dong thoi,
tich cuc ra soat, kiém tra, xac minh xur
ly nghiém cac truong hop mua ban
thudc khdng rd ngudn gdc xuit x.
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Théng tin thuéc méi

1. SALRES 100mcg

Hoat chat: Salbutamol dudi dang salbutamol sulphat

. SALRES ‘
Ham lweng: 100 mcg vt

Sabetacrao

Biét duge: Salres

M4 thuée BV:  G2025.1252 e ] ol
Nhém dwge ly: THUOC TAC DUNG TREN m
DUONG HO HAP

Dang bao ché: DANG XIT

Chidinh: _ T4 1oh&n duong the ¢d thé phuc hdi trong bénh hen phé quan.
- Bénh phéi tic nghén man tinh (COPD)
- Ton thudng duong thd vinh vién trong bénh khi phé thiing.
- Viém duong h6 hap kéo dai nhu viém phé quan man tinh.
- Ngin ngira triéu chimg biét dugc do con hen suyén nhu tiép xUc chat gay di
g, tap thé duc.

Chong - Nguoi dj ung vé6i salbutamol bat ky ta dugc nao c6 trong Salres 100meg
chidinh Aerosol Inhaler.
- Khong dung dé diéu tri chuyén da sém, doa say thai.
Liéu ding va cach sir dung

Ngudi 16m va tré >12 tudi:

- Cat con: xit 1-2 liéu khi can thiét (t5i da 8 1an xit/ngay).

- Phong ngra: xit 2 1an trude khi van dong hodc tiép xtc di nguyén (10-15 phut).
Tré <12 tudi:

- Cat con: xit 1 lidu khi can, c6 thé ting 1én 2 néu can thiét (t5i da 8 lan/ngay).

- Phong ngtra: 1-2 1an xit trude 10-15 phat.

- Chua du dit liéu dé khuyén nghi liéu & tré dudi 4 tudi.

Céach dung

- Dung qua dudng hit bang dung cu dinh liéu.

- Can lic k¥ binh xit trudc mdi 1an dung va hit dung ky thuat.

- Tré nho hodc ngudi kho str dung ¢ thé dung kém budng dém (spacer).




Thong tin thudc méi

2. Melanov - M
Hoat chat: Gliclazid + metformin hydrochlorid

Ham lwgng: 80+500mg
Biét dwoc: Melanov - M
Ma thuée BV: G2025.1080

Nhom dwgre Iy: Hocmon va céc thudce tac dong
vao h¢ thong noi tiét

:
$
\
g
:

Dang bao ché: Bot pha tiém

Chi dinh:

- Piéu trj dai thdo dudng khdng phu thudc insulin type 2, ngudi ma da dung
litu phap phdi hop gliclazid va metformin vi khong kiém soéat duoc duong
huyét bang ché d6 an kiéng, tap thé duc hoic bang liéu phap don doc gliclazid
hay metformin

Chéng chi dinh:

Thudc Melanov-M chéng chi dinh trong cac trudng hop sau:
- bai thao duong phu thudc insulin, suy gan hay suy than, nghién rugu, dai thao
duong khong phu thudc insulin ¢ bién ching nghiém trong do nhiém ceton
hoic acid, hdn mé hodc tién hon mé do dai thao duong.
- Bénh nhan vira trai qua phau thuat, chan thuong hay nhiém khuan, bénh phoi
ngh&n man tinh, bénh phoi thiéu oxy man tinh, bénh mach vanh, suy tim, bénh
mach ngoai Vi, cé thai, cho con bu.
- Bénh nhan duoc biét c6 man cam véi bat ky thanh phan ndo ctia ché pham.

Liéu lwong va cach ding:

Céach dung
- Thuéc Melanov-M dung duong udng.

Liéu ding
-- Liéu khuyén cdo: 1 - 2 vién nén mot 1an hodc hai lan mdi ngdy trong bita dn
v6i liéu toi da 4 vién nén mdi ngay.
- Luu y: Liéu dung trén chi mang tinh chat tham khéo. Liéu dung cuy thé tuy
thudc vao thé trang va mirc do dién tién ctia bénh. Dé c6 lidu dung phu hop, ban
can tham khao ¥ kién bac si hoic chuyén vién y té.
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