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PHAN I. TONG KET BAO CAO ADR NAM 2025

Tir thang 01/01/2025 dén 31/12/2025, khoa Duoc bénh vién da khoa Tay Ninh da
ghi nhan duoc 21 b4o céo phan ng cd hai cua thuéc (ADR) ting 4 b&o c4o (23%) S0 Vi
nam 2024, cu thé nhu sau:

1. Théng tin vé @i twong tham gia bao céo

Ty Ié dbi twong nhan vién y té tham gia bao cao dwgc thé hién tai bang 1.1. Trong
d6, bac si 1a nhom tham gia bao cao nhiéu nhat voi 9 bao céo (43%), tiép theo Ia dugc si
véi 7 béo céo (33%), va diéu dudng véi 5 béo céo (24%).

Bang 1.1. Péi twong tham gia bao cdo ADR

STT Poi twong S6 lwong bao céo Ty 18 %
1 Bac si 9 43%
2 Duoc si 7 33%
3 Diéu dudng 5 24%
Tong cong: 03 khoan 21

2. Cac khoa phong tham gia bao cao ADR
C6 05 khoa phong da tham gia gui bao cado ADR trong nam 2025, trong d6 khoa
Noi B c6 s6 luong bao céo nhiéu nhat (11 béo céo, 52%). S6 luong khoa phong tham gia
bao cao ADR dugc tong hop trong bang 1.2.
Bang 1.2. Cac khoa phong cé bao cao ADR

STT Tén Khoa Phong Sbﬁég“’é";g TV 18 %
1 Khoa Noi B 11 52%
2 PTGMHS 4 19%
3 Khoa Noi A 3 14%
4 | Khoa Ngoai Tong quat 2 10%
5 Khoa CTCH 1 5%

Téng cong: 05 khodn 21

3. Théng tin vé thudc nghi nge gay ADR
Phan loai thudc nghi ngo gdy ADR theo dudng dung thude duoc tong hop trong
Hinh 1.3. Trong d6 duong truyén tinh mach chiém ty 1 cao nhét (62%), tiép dén 1a duong
tiém tinh mach vé&i 29%, duong udng va duong giy t& dam rdi than kinh canh tay c6 1
truong hop (5%).



2

Hinh 1.3. Phan loai b4o c4o ADR theo duong dung thubc

B Truyen tinh mach
ETiém tinh mach
® Udng

w Gay té dam rdi than
kinh canh tay

Phan loai thudc nghi ngo gay ADR theo thube va nhom duoc ly cu thé tai Hinh 1.4.
Nhom thudc khang khuan tic dung toan than (JO1) chiém ty 1é cao nhat v&i 85% truong
hop. Trong d6 khang sinh nhém cephalosporin dugc ghi nhan nghi ngd gdy ADR véi ty 1€
cao nhat v6i 11 bao cdo chiém 57% ADR. Bén canh d6 c6 02 trudng hop ADR nghi ngo
do thudc giam dau va 01 trudng hop (5%) ADR nghi ngd do thude té.
Hinh 1.4. Phan loai bdo cdo ADR theo nhém dugc ly
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4. Théng tin vé ADR

Théng tin vé c4c biéu hién caa ADR, xir tri, mtc do nghiém trong, két qua sau khi
Xt tri phan tng va danh gia mdi lién quan gitta thuéc va ADR dugc téng hop trong bang

1.5.
Bang 1.5. Thong tin vé ADR
Phin Micdg |, | Danh
. - Két qua | gia moi
Tén thube | " noNiEM - cukhi | tien
MiBC | nghings | ‘U Biu hién ADR Xir tri rong | i eri quan
gay ADR hi¢n cu? phan giira
sau phan . A os
bao 1au img ung thuoc va
ADR
1-2025 | Tenamyd- | 15 phat | Bénh nhan thiy hdi | Vinsolon 40mg Khéng Hoi phuc | C6 kha
ceftriaxone hép, danh tréng nguc, nghiém | khéng cé | ning
2000 kho tha, ho khan trong di chimg | (thang
nhiéu, ngira tay chén, WHO)
nbi man do khip
nguoi
2-2025 | CIPROBID | 30 phit | Sung mi mit, ndi Vinsolon 40mg Khong Hoi phuc | C6 kha
400mg mAn rai rac ving (TMC), Dimedrol nghiém | khéng co | niang
mong, nglra nhidu sau | 10mg TB x 2, theo | trong di chimg | (thang
khi truyén dugc 2/3 | ddi sinh hiéu WHO)
tai thude ciprobid
3-2025 | Itamekacin 15 bénh nhan nén nhiéu, | 6/1/2025-- Nhép Khéng ré | Co6 kha
1000 1g/4ml | ngay an ubng kém, tang >8/1/2025: giam vién/Kéo | (chuyén | ning
creatinin mau, giam lidu thude theo chirc | dai thoi vién) (thang
eGFR: 24/12/2024: nang than, gian nim WHO)
creatinin: 112 pmol/l, | 8/1/2025: ngung vién
eGFR thudc. Bu dich, dién
60ml/phat/1.73m2; giai, nang dd tong
6/1/2025: creatinin: trang, theo ddi chirc
363 umol/l, eGFR nang than chat ché.
15ml/phat/1.73m2.
4-2025 | Tenamyd- 5phdt | Bénh nhan ndi ban d6 | Ngung thudc dang Khoéng Hbi phuc | C6 kha
ceftriaxone khip mit va canh tay | truyén, oxy mask nghiém khdng c6 | nang
2000 2 bén, cam giac kho 10l/phat, adrenalin | trong di chung | (thang
thd, budn ndn, ning Img/ml 1/2 éng WHO)
nguc Sp0O2 90%, HA | (TB), Vinsolon
130/80mmHg 40mg 1 lo (TMC),
dimedrol 10mg 1
ong (TB), NaCl
0.9% 500ml 1 chai
XXX giot/phut
5-2025 | Bupivacaine | 5 phat Sau gay té cung 5 bat ndi khi quan Pedoa | Hoiphuc | Co6kha
Aguettant phut, bénh nhan mé, gitp tho, truyén tinh khéng c6 nang
5mg/ml ngung tho, dong tir lipid 20% 700ml mang di chiing (thang
100mg/20ml dan to, khong dap WHO)




Phin Micdg |, | Panh
. . Két qua | gia moi
Tén thube | ‘o nohiem | “caukhi | lien
M&BC | nghingy | " Biéu hién ADR Xir tri reng | i eri quan
gay ADR hi¢n cu? phan giira
sau phéin , PR
bao lau img ung | thudc va
ADR
Falipan ung anh sang
200mg/10ml
6-2025 | Tenamyd- 5-7 Bénh lo mo, glasgow | Thé oxy mask De doa Hbi phuc | C6 kha
ceftriaxone | phut 14 diém. Bénh bt 101/phat, nam dau | tinh khéng c6 | niang
2000 rat, khoé thé, dau thap. adrenalin 1Img | mang di ching | (thang
bung, chi 4m mach 1/2 6ng tiém bap WHO)
quay yéu, tim mo, mdi 5 phut (3 14n).
phoi khong ran, bung | Methylprednisolon
mém, mach 50 40mg 1 lo (TMC).
lan/phuat, HA 80/50 Dimedrol 10mg 1
mmHg, SPO2 70% dng TMC, ventolin
2.5g 2 6ng x 2 phun
khi dung
7-2025 | Tenamyd- | 4 tiéng | Bénh nhén ndi mé vinsolon 40mg 1 lo | Khéng Hoi phuc | C6 kha
ceftriaxone day, hong ban toan TMC, fexofenadin | nghiém khdng c6 | nang
2000 than, nglra, HA 60mg 1 vién x 2 trong di chimg | (thang
140/80mmHg, mach | (ubng) WHO)
84l/p
8-2025 | Cefoxitine | 5h30 Bénh nhan néi man | Vinsolon 40mg 1 lo | Khéng Hbi phuc | C6 thé
Gerda 29 phat d6 toan than, ngira (TMC), Dimedrol nghiém khdng co (thang
Nelcin 300 sau khi | ngay sau khi thyc 10mg 1 lo (TB) trong di chirng WHO)
tiém hién y 1énh thudc
khéang
sinh
(7/7-
13/7)
9-2025 | IDOMAGI | Ngay | bénh nhan khé the Ngung thude dbi Pedoa | Panghdi | Cokha
(linezolid) tha 5 nhiéu, kho khé, kém | véi linezolid tinh phuc - nang
str sOt. Xét nghiém lactat mang Hbi phuc (thang
dung mau tang: lactat mau: khongcé | WHO)
thubc | 1.7 (26/6) - 2.1 (1/7) - di ching
6.2 (14/7) - 6.1(15/7)
-6.5(16.7). Tién
sir:Hen phé quan, dau
thit nguc khong on
dinh, bénh than man
gd3
10-2025 | Thermodol | 15 phit | Bénh nhén ndi sin, Ngung thudc, Khéng Hoi phuc | Co kha
ngira khip tay chan cetirizin 10mg 1 nghiém khdng c6 nang
vién ubng trong di chiing (thang
WHO)




Phin Micdg |, | Panh
. . Két qua | gia moi
Tén thube | ‘o nohiem | “caukhi | lien
M&BC | nghingy | " Biéu hién ADR Xir tri reng | i eri quan
gay ADR hién cu? phan giira
sau phéin , PR
bao lau img ung | thudc va
ADR
11-2025 | Tenamyd- 5phdt | Khi dang truyén Ngung thude, Khong Hbi phuc | C6 kha
ceftriaxone thudc, bénh nhan ndi | vinsolon 40mg 1 1o | nghiém khdng c6 ning
2000 san d6 nhiéu hon, TMC, fefasdin trong di chung | (thang
ngira nhidu toan than, | 60mg 1 vién ung 3 WHO)
n6i nhidu ving dui, lan/ngay
cam thay nang mait,
mét nhiéu. HA
130/80mmHg, Sp02
98%, mach 1o
12-2025 | Thermodol | 30 phdt | Sau khi truyén Ngung thudc, Khéng Hbi phuc | C6 kha
Thermodol khoang Dimedrol 10mg 1 nghiém khdng co nang
30 phut sau bénh ong TB, vinsolon trong di chiing (thang
nhan xuét hién man 40mg 1 lo TMC WHO)
do ngoai da, ngua
nhiéu viing dau mat
¢d, HA 110/70mmHg
13-2025 | Tenamyd- | 40 phit | Ngira, ndi mé day adrenalin 1/2 6ng Nhap Hbi phuc | C6 kha
ceftriaxone toan than, kho thd TB, vinsolon 40mg | vién/Kéo | khéng c6 nang
2000 nhiéu, mach nhanh 1 1o TMC, dimedrol | dai thoi di chiing (thang
140 lan/phut, HA 10mg 1 ng TMC gian nim WHO)
110/80mmHg vién
14-2025 | Tenamyd- 60 phit | Bénh nhan ndi mé Ngung thudc, Khéng Hbi phuc | C6 kha
ceftriaxone day, ngira khip mat, vinsolon 40mg 1 1o | nghiém khong co nang
2000 sinh hiéu 6n, HA TMC, Dimedrol trong dichimg | (thang
110/80 mmHg, khéng | 10mg 1 ng TMC WHO)
kho tho
15-2025 | Levofloxaci | 60 phit | Bénh nhan néng Ngung thudc, Khéng Hbi phuc | C6 kha
n/cooper phing, d6 vung than | vinsolin 40mg 1 lo | nghiém khong co nang
solution for trén, diu mit ¢, TMC, dimedrol trong dichung | (thang
infusion ngira, t& rAn mat lung | 10mg 1 éng TMC WHO)
500mg/100 ¢d, HA 110/70mmHg
ml
16-2025 | Tenamyd- 5phdt | Sau khi tiém thude Vinsolon 40mg 1 lo | Khdng Hoi phuc | Co kha
ceftriaxone ceftriaxon 2g bénh TMC, Dimedrol nghiém khdng c6 nang
2000 nhan dot ngot nén 6i, | 10mg 3 dng TMC, | trong dichimg | (thang
khong khé thd, khong | NaCl 0.9% TTM WHO)
phét ban, HA
150/80mmHg, Sp0O2
98%. Sau d6 15 phut
HA 140/80mmHg,
SpO2 98%, ndi sin
hong ban rai rac ¢
mat P, sau tai, nguc,




Phin Mécdd | . . | Danh
. .~ | Ketqua | gia moi
Tén thube | 5 nohiem - cukhi | tien
M&BC | nghingy | " Bibu hi¢n ADR Xi tri treng | e | quan
gay ADR hién cufl phan giira
sau phéin , PR
bao lau ung ung thude va
ADR
khong ngtra.
17-2025 | BACQURE | 2 tiéng | Bénh nhan b apxe Ngung imipenem Khoéng Hoiphuc | C6kha
500MG (6/9- quanh than, dang sir nghiém khéng co nang
18/9) phéc db khang sinh trong di ching (thang
imipenem 0.5gx 4 WHO)
lan/ngay tir 6/9/2025.
Pén 18/9/2025 bénh
nhan than ngu kém,
khé ngu. BS chin
doan réi loan giic
ngi, chi dinh thube
rotundin, diazepam
ubng budi tdi.
22/9/2025 DLS hoi
chan nghi réi loan
giac ngu do tac dung
phu trén TKTW cua
imipenem.

18-2025 | Merovia 2 tiéng | Bénh nhan viém phdi | Ngung st dung Khéng Hbi phuc | C6 kha
(23/9- sir dung phac db thudc meropenem, nghiém khong co nang
26/9) meropenem + vinsolon 40mg 1 lo | trong di ching (thang

amikacin, dén ngay | TMC, fexofenadin WHO)
thir 14 stir dung 6mg 1 vién x 2
meropenem, bénh

nhan xuét hién ban,

ndi man d6 toan than,

khong sét. Hoi chan

bs da liéu, chin doan

may day, diéu tri 3

ngay khong giam, ndi

nhiéu mang hdng ban

rai rac toan than.

Theo ddi phan vé d9

1 nghi do

meropenem.

19-2025 | Tenafotin 30 phit | Bénh nhan ndi nhiéu | Ngimg thudc, Khéng Hoi phuc | Co kha
n6t man do ving tay, | vinsolon 40mg 1 1o | nghiém khéng c6 nang
ngtra nhiéu, phtt mém | TMC, dimedrol trong di chiing (thang
mi mét 2 bén 10mg 2 6ng TMC WHO)

20-2025 | Tenamyd- 15 phdt | Sau khi tiém thudc 15 | vinsolon 40mg 1 1o | Khéng Hoi phuc | Co kha

ceftazidim phat bénh nhan ndi TMC, dimedrol nghiém khong cé nang
2000 san d6 nhiéu kém 10mg 2 6ng TMC trong di ching (thang
theo ngtra WHO)




Phin Micdp | . . | Danh
) n nghiém Két qua | gia moi
Tén thude | ° agt ron sau khi lién
M&BC | nghi ngé ” Biéu hién ADR Xir tri ong i tri quan
A hién cua . .
gay ADR Ny . phin giira
sau phin , O
bao lau img ung | thudc va
ADR
21-2025 | Tenafotin 10 phat | Sau khi tiém thudc 10 | Lap thém duong Pedoa | Hoiphuc | Cokha
phut, bénh nhan co6 truyén, tho oxy, tinh khdng c6 ning
biéu hién ngtra, ndi adrenalin Img/ml mang di chiing (thang
mén tir ddu matdén | 1/2 éng TB, WHO)
chan, than mét, tho dimedrol 10mg 1
kho, huyét ap kho do, | dng TMC, vinsolon
spO2 76%, dau dau, | 40mg 1 lo TMC
vd mo hoi. Khong rit
thanh quan.

Téng céng: 21 khodn

Céc phan ¢ng chu yéu lién quan dén khang sinh, dac biét 1a ceftriaxone (Tenamyd-
ceftriaxone 2000) Vi tan suat xuat hién nhiéu nhat. Ngoai ra con ghi nhan ADR cta mot s6
khang sinh khac nhu ciprofloxacin, linezolid, meropenem, ceftazidim, levofloxacin.

Thudc giam dau, ha sét: Thermodol (Paracetamol) ghi nhan 2 trudong hop gay di ¢ng
da (man do, ngira).

Thudc gay té: Trudng hop nang nhat lién quan dén Bupivacaine, gay ngung tho va
gidn dong t ngay sau 5 phut sir dung.

Thoi gian xuat hién phan tng kha da dang, tuy nhién da s6 ADR xay ra som sau khi
dung thudc, dic biét trong vong 5-60 phut sau khi tiém/truyén. Mot sb truong hop xuat hién
mudn hon nhu sau vai gio dén vai ngay hoic sau nhiéu ngay sir dung thudc (vi du: suy than
nghi do amikacin sau 15 ngay, tang lactat mau nghi do linezolid sau 5 ngay).

Biéu hién ADR chu yéu la cac phan tng di ang va qua man, thuong giap nhu: Noi
man do, mé day, ngaa toan than, phi mi mét, ban do da, khé tha, hoi hop, danh tréng nguc.
Mot s6 truong hop ¢é biéu hién nang hon nhu phan vé, tut huyét &p, giam SpO:, ngung thé
hoac réi loan y thirc. Ngoai ra ciing ghi nhan mot sé ADR Kkhac nhu suy giam chirc ning
than (do amikacin), ting lactat mau (do linezolid) va rdi loan giac ngu nghi lién quan
Imipenem.

X tri: khoa phong d3 tuén thu tt phac d6 xu tri phan vé cua Bo Y té.

o St dung Adrenalin tiém bap kip thoi cho cac trudng hop c6 biéu hién ho
hap/tuan hoan.

o St dung phd bién Corticosteroid (Vinsolon/Methylprednisolon) va Khang
Histamin (Dimedrol) cho cac truong hop nhe.

o Truong hop nghi ngd doc thude té duoc xur tri dung bang Lipid 20%.
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Két qua: Pa sb bénh nhan (19/21) hoi phuc khéng dé lai di ching. C6 01 ca khong rd
két qua do chuyén vién va 01 ca dang trong qué trinh hoi phuc.

Danh gia mbi lién quan (Thang WHO): Hau hét cac bao cao (20/21) duge danh gia ¢
muc "C6 kha ning" (Probable). Piéu nay cho thay cac biéu hién 1am sang rat phi hop voi
thoi gian dung thudc va cai thién rd rét sau khi ngung thudc/xt tri. C6 01 truong hop danh
gid & muc "Co thé" (Possible) do c6 thé giai thich bang bénh Iy ning kém theo cua bénh
nhan.

5. Panh gia chit lwgng bio cio ADR theo thang diém VigiGrade caa Té chic Y
té thé gigi

Diém chét luong bao cao ADR theo thang diém VigiGrade cho thdy 100% béo céo
ADR c06 chat luong tét.

6. Kétluan

Trong nam 2025, khoa Duoc di tiép nhan va bao céo 21 truong hop phan ng c6 hai
cua thuéc (ADR) vé Trung tim DI & ADR Quéc gia, ting 4 bao céo (23%) so v4i nim
2024. Cac ADR ghi nhan cha yéu 1a phan ¢ng di tng lién quan dén khang sinh, thuong xuat
hién sém sau khi sir dung thudc va da sé bénh nhan hoi phuc tét sau khi dugc xir tri kip
thoi.

Bén canh cac ADR thuong gip nhu rdi loan toan than va cac biéu hién trén da, tim
mach, hd hap, can bo y té can tiép tuc ting cudng theo ddi, phat hién va béo céo cac bién cb
bat lgi lién quan dén cac nhom thude khéc, dac biét la cac thude cd nguy co cao giy ADR
hoac thudc c6 pham vi diéu tri hep. Pong thai, can chl y phét hién cac ADR trén nhiing hé
co quan khac, ciling nhu cac bién ¢ bat loi chi c6 thé phét hién thong qua cac tham do chic
ning chuyén sau hoic xét nghiém can 1am sang, nhiam nang cao hiéu qua hoat dong canh
giac duoc va dam bao an toan trong st dung thudc.

Khoa Dugc xin tran trong cam on sy hop tac cua cac khoa phong da tham gia bao
c4o ADR va mong mudn tiép tuc nhan duoc su phdi hop dé trién khai hiéu qua hoat dong
giam sat ADR. Moi yéu cau vé hd trg cong tac bao cdo ADR xin lién hé Pon vi Théng tin
thudc - Duoc 1am sang — Khoa Dugc.
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PHAN I1: MOT SO LUU Y TRONG THU'C HANH TIEM TRUYEN KHANG
SINH CEFTRIAXON

Tém tit

Ceftriaxon 13 khang sinh cephalosporin thé hé ba, duoc sir dung phd bién trén 1am
sang do pho khang khuan rong, hiéu lyc manh va c6 vu diém thoi gian ban thai dai cho
phép giam sb 1an sir dung thudc trong ngay [1]. Gan day, sé luong bao céo bién cb bat loi
lién quan dén ceftriaxon tir mot s Co sd dir liéu bao cdo ADR ludn chiém ty 1¢ twong dbi
16n so v&i cac khang sinh ciing nhom. Cu thé, theo bao cdo tong két ADR cia Trung tAm DI
& ADR Qudc gia trong 3 niam trd lai day (2022-2024), ceftriaxon 13 thudc nghi ngd c6 sb
luong bao cao nhiéu nhat, chiém ty 1& khoang 8 - 9% tong s bao cao tir cac co s& kham,
chita bénh. Trong d6, da sé bao cdo mo ta phan Umg qua man xay ra & nhiéu mirc d6 khac
nhau tir nhe (nhw mén do6, ngtra, may day, pht mi mat, ...) dén nghiém trong hon (nhu séc
phan vé, tut huyét ap, tim tai...), c6 thé dan dén tir vong nhanh chong trén ngudi bénh [2],
[3], [4]. M&i day, mot nghién ctru dua trén hé thong dit lidu bao co bién cd bt lgi ciia Co
quan Quan 1y Duoc pham va Thuc pham Hoa Ky (FDA) ciing ghi nhan duoc ceftriaxon 1a
khang sinh c6 sd luong bio cdo cao nhat (chiém khoang 46%) trong nhom khéang
sinh cephalosporin thé hé ba [5]. V&i muc tiéu ting cudng nhan thirc vé an toan khi sir dung
khang sinh pho bién nay, bai viét sau day tap trung nhic lai cac luu ¥ quan trong trong thuc
hanh tiém truyén ceftriaxon.
Dung méi pha dung dich tiém truyén

Mot sb truong hop tir vong do hinh thanh két tia & phdi va than & tré so sinh non
thang hodc so sinh du thang (dudi 1 thang tudi) da dwoc ghi nhan khi st dung dong thoi
ceftriaxon va dung dich cho chtra canxi (nhu cac dung dich Ringer) [1], [6]. Dya trén cac dix
liéu hién co, khong cé bao cdo nao vé két tia ndi mach duogc ghi nhan ¢ nhiing doi tuong
bénh nhan khac, ngoai tré so sinh. Do d6, chong chi dinh ceftriaxon cho tré so sinh (dudi 28
ngay tuéi) can diéu trj bﬁng canxi duong tinh mach hodc cac dich truyén chira canxi, dac
biét 1a tré sinh non [1], [6]. O cac ddi tugng khac, khong tron 13n ceftriaxon va cac dung
dich chtra canxi trong cing 1 duong truyén, tuy nhién cé thé sir dung 2 thudc theo 2 dudng
truyén tai 2 vi tri khac nhau hodc sir dung lan lugt tirg thudc khi da trang rira dudng truyén
bang dung méi trong hop sau mdi 1an truyén dé tranh két taa [1],[6].
Liéu lwong va cach dung

Liéu dung cua ceftriaxon dugc chi dinh phu thugc vao muc do nhiém khuén, vi trf va
loai nhiém khuan cling nhu do tudi va chirc nang gan, than cua bénh nhan [6]. Mtic lidu cao
nhat duoc khuyén cao d6i v6i khang sinh ceftriaxon 13 4g/ngay [1], [6]. Ceftriaxon ¢ thoi
gian ban thai dai khoang 8 gio trén bénh nhan ngudi 16n khée manh, nén thuong dugce su
dung v&i tan sut 1 lan/ngdy, ngoai ra ché d6 liu 2 1an/ngay c6 thé duge can nhic khi lidu
cao hon 2g/ngay.

Ceftriaxon c6 thé dugc str dung tiém bap sau, tiém tinh mach cham, truyén tinh mach
[1], [6]. Tuy nhién, chi nén cin nhic tiém bip khi duong tinh mach khong kha thi hoic
khong phu hgp véi bénh nhan va véi muc lidu ding < 2g. Doi voi duong tinh mach,
ceftriaxon duoc khuyén cdo tiém tinh mach cham trén 5 phut hodc truyén tinh mach trong it
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nhit trong 30 phut. Theo Duge thu Quéc gia Viét Nam 1an thtr 3 (2022) va huéng dan st
dung thude duoc phé duyét tai Anh, tiém tinh mach cham trén 5 phit mac du co thé sur dung
tuy nhién day khong phai 1 cach dung vu tién cta ceftriaxon, dic biét khi dung & liéu cao.
Theo d6, v6i cac mirc lidu > 50 mg/kg (& tré so sinh va tré dudi 12 tudi) [6] va >2 g (O
ngudi 16m), wu tién stir dung thude qua duong truyén tinh mach [1]. Can lvu ¥, tai Hoa Ky,
truyén tinh mach trong 30 phut 1 cach ding duy nhat cua ceftriaxon dugc khuyén céo khi
st dung thudc nay theo duong tinh mach, khéng phu thudc vao liéu dung [7]. Trong thuc
hanh 14m sang, mot sd trudng hop tiém tinh mach nhanh tir 1-5 phut da duoc bao cdo co thé
lién quan dén céc triéu chirng nhu danh tréng nguc, nhip tim nhanh, bon chdn, v md hdi,
gidn dong tir sau tiém thudc [8]. Co ché phan tng chua rd rang, tuy nhién gia thuyét lién
quan dén téc do tiém thudc qua nhanh duoc dit ra do bénh nhan dung nap tét & nhiing liéu
thudc duogc truyén tinh mach sau d6 [8]. O tré so sinh, viéc truyén tinh mach ceftriaxon
trong vong 60 phut c6 thé lam giam nguy co tiém an bénh nio do bilirubin [6], [7].

Tir d6, hudng din tiém truyén ceftriaxon véi cac mic liéu cu thé c¢6 thé ap dung nhu

sau [1], [6], [7]:

- Liéu ceftriaxon 1g/ngay: c6 thé dung mot trong cac duong dung sau: tiém bap sau,
tiém tinh mach cham 5 phut hodc truyén tinh mach trong it nhat 30 phut.
- Liéu ceftriaxon 2g/ngay: dung 1 lan/ngdy, dung dudng truyén tinh mach trong 30-60
phut.
- Liéu ceftriaxon 4g/ngay (liéu tdi da): c6 thé chia 2 1an/ ngay (mdi 12h), dung duong
truyén tinh mach 2g/1an trong 30-60 phit.
Dy phong va giam thiéu nguy co phén vé lién quan ceftriaxon

Phan (g quéa man, bao gém sb¢ phan vé 1 phan ing c¢6 hai hiém gip, nghiém trong
tuy nhién gan nhu khong thé dy doan trude. Do d6, viéc du phong bang cach khai thac k¥
tién sir di img va chuan bi sin bo cip ctru séc phan vé theo 13 bién phap quan trong dé giam
t6i da céc tai bién, tir vong do phan vé gay ra khi sir dung ceftriaxon [9].Kha niang di ung
chéo véi cac penicilin va giita cac khang sinh trong nhom cephalosporin ciing 1a mdi lo ngai
khi str dung cephalosporin & bénh nhan c¢6 tién st di tng. Do nguy co ndy, theo thong tin
clia cac to hudng dan str dung thude, ceftriaxon bi chdng chi dinh & cac bénh nhan qua méan
v6i khang sinh cephalosporin hodc c6 tién sir di ng ning (vi du: phan vé) véi bat ky khang
sinh ndo thudc nhom B-lactam (penicillin, monobactam, carbapenem) [1], [6].

Trén thyc té, kha ning di tmg chéo giita ceftriaxon voi khang sinh penicilin duoc xac
dinh rat thap chi khoang 1% [10]. Piéu nay duoc 1y giai do ceftriaxon it twong dong véi cac
penicillin vé cau trac chudi bén (gin v6i khung beta-lactam chung) [10]. Trong khi do,
trong cung nhém cephalosporin, kha nang di ing chéo gitra ceftriaxon véi cac khang sinh
khidc nhu cefotaxim, cefditoren, cefpodoxim, cefepim, cefpirom cao hon so vd&i céc
cephalosporin con lai do ¢6 1 chudi bén giéng nhau [10].

Tém lai, cho dén hién tai, chua c6 dii bang ching vé méi lién quan gitta nhiing sai sot trong
str dung thudc (nhu duong dung, tbe do tiém truyén, dung méi pha truyén, ...) v6i cac phan
mg ¢6 hai do ceftriaxon, tuy nhién, viéc tuan thi khuyén céo trong thyc hanh tiém truyén
ceftriaxon van ludn duge coi 13 nguyén tic co ban trong du phong va giam thiéu nguy co
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dbi véi ceftriaxon ndi riéng va cac khang sinh cephalosporin néi chung. Viéc khai thac k¥
tién st di tmg, lvu ¥ nguy co di tmg chéo ciing 13 bién phap quan trong dé giam t6i da céac
tai bién, tr vong do phan vé khi sir dung thudc.
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PHAN I11. ESCMID 2026: HUONG DAN VE PANH GIA VA QUAN LY
BENH NHAN DI UNG KHANG SINH

Khéang sinh beta-lactam, dac biét la cac penicillin, 1a nhém khang sinh dugc ké don
phé bién nhat do nhitng uu diém vé hiéu qua, do an toan va phé tac dung. Tuy nhién, cac
beta-lactam ciing 13 nguyén nhan gy di tng dugc bdo cdo nhiéu nhat. Tuy nhién, dit liéu tir
mot sd nghién ctru tong quan va phan tich gop hién nay chi ra ty 1& dj tmg khang sinh beta-
lactam thuc té thdp hon dang ké so v6i nhitng gi dwgc ghi nhan tir hd so bénh an cua bénh
nhan. Cu thé, chi khoang 1 - 2 trong mdi 20 canh bao “di tmg” 14 chinh xAc.

Viéc ghi nhan tién st di tmg khong chinh x4c dan dén viéc bac si tranh ké don cac
khang sinh ddu tay mic du viéc nay 1a khong can thiét, tir 46, gy ra hau qua nhu lua chon
phac d6 thay thé kém téi wu, thoi gian nam vién kéo dai, chi phi y té cao hon, gia ting viéc
sit dung cac khang sinh pho rong. Nhiing yéu t6 nay déu gop phan lam gia ting tinh trang
khang khang sinh trén toan cau. Thyc té nay nhan manh tinh can thiét cua viéc danh gia lai
tién sir di tng khang sinh d3 duoc bao cdo, tir d6 thuc viée quan 1y va str dung khang sinh
hop 1y. Trudc tinh hinh d6, Hoi Vi sinh 1dm sang va cac bénh Truyén nhiém chau Au
(ESCMID) d3 ban hanh Huéng dan danh gi lai va quan 1y di ing khang sinh nham hd tro
tiép can cac truong hop di tng khang sinh mét cach théng nhat va hiéu qua hon tai Chau
Au.

Noi dung tom tit cac khuyén céo chinh trong huéng din cia ESCMID 2026 vé danh
gia va quan 1y bénh nhan dj tng khang sinh duoc trinh bay cu thé trong cac phan dudi day.
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1. Poi véi truwong hop di ing khang sinh beta-lactam

=3 ESCMID DIJADR

Bénh nhéan tw khai hoac dwoc ghi nhan di wng khang sinh beta-lactam

Y

Khai thic tién st di *ng va cdc thdéng tin lién quan khic tir bénh nhan, ngudi
chdm séc / ngwei nha, hde so bénh dn (néu cd) dé phén tang nguy co

J

A

Nguy co rat thap

= P3d dung nap dwoc voi khang
sinh nghi ngd di &rng truedec do

= Thé canh bdo di &ng chi dya trén
tién sir gia dinh hodc tdm Iy e
ngai vé di ong

=  Trigu chiérng khéng phu hop v&i

di rng
v

v
Nguy co thap

=  Phan &rng mirc d nhe > 5 nam trudc

- Phat ban nhwng khong co thém
théng tin chi tiét

. Khong nh& rd cac trigu chirng di &rng
ban d3u

_— .

Y

Nguy co cao

e~

= May day (tdc thi
hodac mudn)

« Phan @&ng mic
d6 nhe trong < 5

= Phan vé ndng

= SCAR?

= Phan @ng mudn
nghiém trong khac

nam

¥

Khéng can test di @ng

Néu khéng phi
hop thwe hién
CcDCT?

CDCT! vé&i khang
sinh nghi ng&r

Bo Thé canh bido di Zng

v

Am tinh

Kham chuyén
khoa di &rng
Méu can digu tri

truwrdic, xem bén dudi

Kham chuyén
kheoa di i*rng

Néu can dieu tri
trwroc, xem bén dundi

1

Ap dung d8i v&i khang sinh nghi
ngd va cac khang sinh khac cung
nhom nghi ngér

Can nhac thay thé bing cac cephalosporin hoic monobactam

coO nhom thé R khdc, tdt cd ciac carbapenem
Can nhic hdi chan chuyén khoa di &rng

Sir dung cac khang
sinh khong thudc
nhom beta-lactam

1SCAR: céc phan ¢ng cd hai nghiém trong trén da ( TEN, SJS, ...)

2CDCT: Test tai sir dung thuc cé kiém soét (Controlled Drug Challenge Test)
3}hodng phit hop thuc hién CDCT d5i wéi céc trurdmg hop: phu ni¥ cé thai, b&nh nhin cé bénh ly tim mach, hd hip ning hoic dang mac cac
bé&nh Iy cdp tinh hodc tinh trang I&m sang khéng 6n dinh, dang si¥ dung corticosteroidf khang histamin ligdu cao

Hinh 1: Panh gia va quan ly bénh nhan di rng khang sinh beta-lactam
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Quy trinh thwe hién Thir di &ng ¢6é kiém soat (Controlled Drug Challenge Test - CDCT):

1. Thong bao cho bénh nhan, dong thdi danh gia xem bénh nhan c6 phit hop dé lam thyc hién CDCT hay khong.

2. CDCT céan duoc thyc hién tai cac co s y té c¢6 kha ning theo ddi va xir tri cac phan tmg di Gmg c6 thé xdy ra va trén cac déi tugng bénh
nhén phu hop.

3. Co thé sir dung phuong phap CDCT liéu don hoic CDCT liéu ting dan

- CDCT liéu don:

+ Str dung 100% liéu day du cua khang sinh nghi ng.

+ Tt nhat dung dudng udng, hodc duong dung khac (néu can).

+ Néu nghi ngo di tmg véi penicillin, thudng sir dung amoxicillin 500 mg & ngudi 16n.

- CDCT liéu ting dan:

+ Str dung 10% liéu khang sinh nghi ngd (vi du 50 mg amoxicillin & ngudi 16n) va theo ddi trong 30 phut

+ Tiép tuc cho 50% liéu (vi du 250 mg amoxicillin) va theo ddi trong 30 phut

+ Pua phan liéu con lai dé da 100% liéu day du (vi du 200 mg amoxicillin) va theo ddi trong 60 phit

4. Néu triéu ching nghi phan vé xuat hién trong qua trinh test, can xtr tri bénh nhan theo huéng din vé xur tri phan vé.
5. Bénh nhan phai dugc theo ddi it nhét 1 gio sau khi dung lidu cudi cung.

6. Cung cip huéng dan rd rang cho bénh nhan dé theo ddi cac triéu chimg xudt hién sau khi xuét bénh vién.

7. Tu van bénh nhan vé két qua test va y nghia ctia két qua test.
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2. Pdi véi trweomg hop di ing cic khang sinh KHONG thudc nhém beta-lactam

<" ESCMID DISADR

Bénh nhéan tw khai hodc dwoc ghi nhan dj wng khédng sinh KHONG thudc nhém beta-lactam

Y

Khai théc tién sir dj irng va céc thong tin lién quan khac tir bénh nhén, nguwei
chdm séc / ngweri nha, hd sorbénh én (néu c¢é) dé phén ting nguy co’

\J

Nguy co rat thap

. P38 dung nap dwugc vdi khang
sinh nghi ng& dj &rng trurdrc do

= Thé canh bao di &rng chi dyra trén
tien sir gia dinh hodc tam Iy e
ngai vé di &rng

v
Nguy co thap

- Phan &¢ng mirc ddnhe > 5 ndm trudc
- Phat ban nhwung khdéng <6 thém

théng tin chi tiét

. Khong nhé rd cac triéu chirng di rng

[ 4

Nguy co cao

= May day (tdrc thi hodc mudn)
= Phan ng mirc 46 ndng:
QO SCAR?
QO Phanwvé
QO Phan ng mudn nghiém
trong khac

= Triéu ching khong phu hgp v&i ban d3u
di irng
Khéng can test dj irng CDCT?! vé&i Néu khéng phi
khang sinh nghi ho'p thwc hién
1 ngo coDcT?
Duong
Bo The canh biao di rng -— tinh
Am tinh

v

l

Kham chuyén
kheoa di trng

1

Ap dung d8i v&i khang sinh nghi
ngd va cac khangsinh khac cang
nhém nghi nger

Cén nhéc héi chan chuyén khoa di rng

Tranh tdi si¢ dung khédng sinh nghi nger
va cdc khang sinh khéc cing nhém

Khi thye hién Test tdi sir dung thudc cé ki€m soét (Controlled Drug Challenge Test - CDCT) d8i vé&i céc khdng sinh nhw vancomycin, teicoplanin,
quinolon, amphotericin B cdn nhic truyén chidm, theo d8iva cé thé sir dung phéic d5 dw phéng (premedication)

2CDCT: Test tdi sir dung thudc cé kiém sodt (Controlled Drug Challenge Test)
#Khoéng phi hep thye hiégn CDCT d8i vw&i cac trwrdmg hop: phu ni¥ cé thai, bénh nhin cé bénh Iy tim mach, hé hip ning hodic dang mic céc
bénh Iy cdp tinh hodc tinh trang 1dm sang khéng &n dinh, dang sir dung corticosteroid/ khdng histamin liéu cao

Hinh 2: Panh gia va quan ly bénh nhan di trng khang sinh khong thuéc nhém beta-lactam
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3. Nguy co di tng chéo gitra cac khang sinh nhom beta-lactam

Beta-lactam
Antitwolic

EEGITY
DullIrnuag
Aul|oiueg
uljjisexojany
ulj2neuay
ujjioeiedy
umafejey
uljozejag
uiyioe|es
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BlOpUBWLER}AD
olidajen
[030:8p00

Amoxacillin
Penicillin G
Penicillin V
Flucloxacilliny
Feneticillin
Fiperacillin
Cafalexin
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L4855 5888
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Cefuroxme
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<
4§
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<
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X
b
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4

Ceftaroline
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L8 48848 448888888888 S S S S woednig

Ceftolozane

Imipenem

L4 8 585 48 48 5 8 4
LS55 5 S 58 K 58 K

o ' 4
v ' v
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Aztreonam

<
<

Trung tadc nhan gay di ong
Nguy co di rng do hinh thanh phirc hop Penicilloyl-poly-L-lysine (PPL)
Nguy co di 'ng chéo do twong ddng vé cidc nhém thé R1, R2 va/hodc c6 bing chirng trén 1am sang
MNguy co difrng chéo do nhém thé€ R1 hodc R2 giGng hét nhau
« | Khong ¢é nguy co divng chéo

Hinh 3: Nguy co di &rng chéo giira cac khang sinh beta-lactam
Ngudn: https://www.clinicalmicrobiologyandinfection.org/article/S1198-743X(26)00069-8/fulltext
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PHAN IV. NHIEM TOAN LACTIC LIEN QUAN BEN LINEZOLID: CAP
NHAT NHUNG BANG CHUNG MO

Linezolid 13 khang sinh tong hop thudc nhém oxazolidinon, c6 hoat tinh cha yéu trén
vi khuan Gram dwong. Linezolid c6 co ché tac dung khac biét, it khang chéo véi cac khang
sinh khéc, sinh kha dung dudng udng xap xi 100%, tham nhap t6t vao cac moé va khong
phai hiéu chinh liéu trén bénh nhan suy gan va suy than. Bién cb bét loi thuong gip khi sir
dung thudc bao gdm tiéu chay (8,9%), budn non (6,9%), non (4,3%) va dau dau (4,2%), voi
ty 1¢ bénh nhan phai ngimg diéu tri do tac dung khong mong mubn 13 3% [1]. Nhiém toan
lactic 1a tac dung khong mong mudn hiém gip nhung nghiém trong cta linezolid, c6 thé dan
dén tir vong néu bénh nhan khong duogc phat hién va diéu tri kip thot [2, 3].

Nhiém toan lactic duoc dinh nghia khi nong d6 lactat huyét thanh cao hon 4 mmol/L
(ngudng binh thudng 0,5 - 1,5 mmol/L) [4]. Hau nhu cac trudng hop nhiém toan chuyén
hoa c6 kém theo ting khoang tréng anion, tuy nhién nong do lactat mau c6 thé tang ké ca
khi khoang trong anion binh thuong, dic biét néu bénh nhan c6 tinh trang giam albumin
mau [4, 5].

Dich t& va triéu chirng 1am sang

Ty 1& ghi nhan bién cd nhiém toan lactic lién quan dén linezolid dao dong giira cac
nghién ctru, tir 2% dén 33%, trong d6 ty 18 tr vong twong dbi cao, 1én dén 26% [3, 6]. Cac
triéu chimg 1dm sang cta nhiém toan lactic do linezolid thuong khong dic hiéu, nhu rdi
loan tiéu hoa, thay ddi trang thai tAm than, khé tho; trong truong hop nghiém trong c6 thé
suy tuan hoan, dap img kém voéi catecholamin, co tim giam co bop din dén tir vong [2, 3, 6,
7].

Co ché gay nhiém toan lactic

Co ché tac dung cua linezolid 13 &rc ché téng hop protein cta vi khuin théng qua viée
gan vao tiéu don vi 508 cua ribosom, tir d6 e ché su hinh thanh phtc hop khoi dau cua qua
trinh dich ma. Pong thoi linezolid lién két v4i ribosom té bao ctia nguoi, trc ché cac phirc
hop chudi ho hap ty thé, dan dén tinh trang thiéu oxy mé cuc b [2, 3, 8]. Piéu nay goi ¥ da
hinh di truyén c6 thé 1a mot yéu t6 nguy co nhiém toan lactic do linezolid, tuy nhién dit liéu
hién c6 tir cac nghién ciru con han ché [6, 9].

Yéu t6 nguy co

Thoi gian st dung linezolid 1a mot yéu té nguy co da dugc ghi nhan trong nhiéu
nghién ctru. Nguy co ting 1én khi thoi gian sir dung linezolid > 4 tuan, tuy nhién thoi gian
khoi phat c6 thé ngan hon (trong vong 7 ngay dau dung thudc) trén nhiing bénh nhan cé suy
giam mién dich va c6 bénh mic kém [10, 11].

Nguoi cao tudi co nguy co cao hon va thoi gian khai phat bién ¢b sém hon, c6 thé do
tinh trang 1am sang ning hon va mac nhiéu bénh 1y nén [3, 11].

Mot s6 nghién ctru chi ra méi lién hé giita ndng do linezolid tich liy v6i doc tinh ctia
thudc, dic biét trén bénh nhan suy giam chic ning than [12]. Theo ddi diéu trj thong qua



18

ndng d6 day linezolid trong mau (TDM) 1a hudng tiép can giam thiéu nguy co gip doc tinh
trén cac bénh nhan c6 nguy co cao. Ngudng ndng do day linezolid 2-7 pg/mL dugc dé xuit,
tuy nhién chua c6 dong thuén trén thé gi6i, va phuong phap nay chua ap dung rong réi trén
lam sang tai Viét Nam [12, 13].

Linezolid chil yéu dugc chuyén hoa qua gan, do viy bénh nhan suy giam chiic ning
gan c6 nguy co gip doc tinh cao hon. Mot nghién ctru chi ra néng do linezolid trong mau
trén bénh nhan suy gan cao hon 4-6 1an [3].

Mot sd yéu td nguy co khac da dugc dé cap trong cic nghién ctru quan sat bao gom:
diém SOFA cao, nong d6 glucose mau > 8 mmol/L, dang sir dung thudc trc ché bom proton
(PPI), amiodaron, amlodipin [3, 11].

Theo do6i va xir tri

Khéng c6 xét nghiém chan doan dic hiéu nhiém toan lactic do linezolid, tuy nhién
nong do lactic mau cé thé dinh hudng chan doan sau khi d loai trir cdc nguyén nhan bénh
ly [2].

Bién phéap xir tri dau tién 1a ngimg str dung linezolid. Hau hét cac truong hop hoi
phuc trong vong 1-15 ngay sau khi ngtng thudc [2, 3]. O nhitng bénh nhan ning, tién lugng
tir vong cao, c¢6 thé can nhic truyén bicarbonat dé can bang pH ndi bao [3]. Ngoai ra, lidu
phap thay thé than c6 thé cai thién tinh trang nhiém toan lactic thong qua thai trir linezolid
tich Iiiy. Can loai trir cac yéu td co thé din dén nhiém toan lactic khac nhu thiéu hut
thiamin, ha oxy mau va cac thudc trc ché ty thé (cyanid, rotenon va metformin) [2, 3].

Du phong

Trong qua trinh diéu tri bang linezolid, khéng nén sir dung cac thude anh hudong dén
chtrc nang ty thé. O bénh nhan c6 nguy co cao, nén theo ddi sat nong do lactat mau, it nhat
mdt tudn mot lan. Viée theo ddi khi mau dong mach giup phat hién sém va xtr tri kip thoi
bién ¢b nhiém toan lactic [2, 3,11, 14].

Két luin

Nhiém toan lactic mau 1a tic dung khong mong muén hiém gip nhung nghiém trong
cta linezolid, c6 thé dan dén tu vong. Bénh nhan c6 tri€u chung va dAu hiéu cta nhiém toan
lactic bao gdm budn non, ndn, dau bung, tang thong khi can dugc hd trg y té kip thoi. Trong
truong hop c6 nhiém toan lactic lién quan dén linezolid, can nhic k¥ nguy co - loi ich coa
viéc tiép tuc diéu tri va kha ning thay thé linezolid bang khang sinh khac dap tmg yéu cau
diéu tri.
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PHAN V. PIEM TIN CANH GIAC DUQC

1. Cap nhit thong tin tir cic co’ quan quén Iy dwoc pham trén thé gioi vé viée sir dung
paracetamol cho phu nir cé thai

Ngay 22/09/2025, Co quan Quan 1y Thuc phdm va Duoc pham Hoa Ky (FDA) da
dua ra phan hdi trude thong tin vé nguy co tu ky khi str dung paracetamol trong thai ky.
Theo d6, FDA quyét dinh khoi dong quy trinh sira doi thong tin san pham cia cac thude
chtra paracetamol tai Hoa Ky, trong d6, khuyén céo bd sung thém céc bang chimg vé viée
st dung paracetamol lién quan dén sy gia ting nguy co cac rdi loan than kinh nhu tu ky, rbi
loan ting dong giam cha y & tré em. Pong thdi, FDA ciing d3 gui thu canh bao dén nhan
vién y té vé viéc nhiéu bang chimg gan day cho thiy viéc sir dung paracetamol trong thai ky
c6 lién quan dén sy gia ting nguy co rdi loan than kinh & tré em. Mot sb nghién ciru cho
thidy nguy co ndy rd rét nhat khi paracetamol dugc sir dung kéo dai trong sudt qua trinh
mang thai dén khi sinh. Méi lo ngai cang dang chi y hon bai thuc té gan cua tré nhoé dang
trong qué trinh phat trién, do d6 kha ning chuyén hoa thudc con rat han ché. Tuy nhién,
FDA ciing nhdn manh rang mic du da dugc mo ta trong mot sd nghién ctru nhung mébi quan
hé nhan qua giira paracetamol va ty ky van chwa duogc thiét 1p va cac bang chung trong y
van con ton tai nhiéu mau thuin. FDA khéng dinh day van 1a mot van dé con tranh cii, do
d6, cac bac si 1am sang can luu ¥ trong qua trinh diéu tri va cAn nhic han ché sir dung
paracetamol trong thai ky ddi v6i cac trudng hop sét nhe thong thudng. Cho dén hién tai,
FDA nhan dinh réing paracetamol van 1a lya chon an toan nhét trong nhoém thube giam dau,
ha sot khong ké don danh cho phy nit mang thai.

Ngay 23/09/2025, Co quan Quan 1y dugc pham Chau Au (EMA) ciing vira dua ra
tuyén bd vé nguy co cac rdi loan phat trién than kinh ¢ tré khi me st dung paracetamol
trong thai ky. EMA ciing khang dinh cho dén thoi diém hién tai, chua c6 bang ching méi
nao cho thiy can thay ddi cac khuyén co vé viéc str dung paracatamol hién tai & Chau Au.
Theo EMA, trong truong hop can sir dung, paracetamol nén ding & liéu thap nhat c6 hi¢u
qua, trong thoi gian ngan nhat c¢6 thé va véi tin sut it nhat c¢6 thé. EMA sé tiép tuc theo ddi
d6 an toan ctia cac thude c¢6 chira paracetamol, tién hanh danh gia khi c6 dit liéu méi va dua
ra cac bién phap quan 1y nguy co can thiét dé bao vé sirc khoe cong dong.

Sau quyét dinh tir FDA va EMA, T6 chitc Y té Thé gi¢i (WHO) ciing nhan manh
rang hién nay chua c6 bang chimg khoa hoc thuyét phuc nao xac dinh mdi lién quan giira ty
ky va viéc sir dung paracetamol trong thai ky. Theo WHO, c6 gan 62 triéu ngudi trén toan
thé gi6i (twong dwong 1/127 ngudi) méc rdi loan phd tu ky. Mic du nhan thirc va kha ning
chan doan vé tinh trang nay da dugc cai thién, nhung nguyén nhéan chinh xac cua ty ky van
chua dugc xac dinh. Hién c6 nhiéu yéu t6 nguy co khac nhau co6 thé lién quan tinh trang
trén. WHO khuyén céo tat ca phu nit mang thai nén tiép tuc tuan thu cac khuyén cdo cua
béc si hodc nhéan vién y té khi sir dung paracetamol hoidc bat ky loai thudc nao trong thai ky,
dic biét 1a trong ba thang dau thai ky.
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2. Canh béo twong tac giiva cotrimoxazol va metformin trén bénh nhan suy than:
Thong tin tir tap chi Australian Prescriber
Calam sang

Mot bénh nhan nit, 78 tudi, phai nhap vién cip ctu do tut dudng huyét. Thoi diém
nhdp vién, bénh nhan c¢o tinh trang budn nén, nodn kéo dai trong khoang 3 tuan tro lai day.
Két qua xét nghiém ndng do glucose mau 1a 2,2 mmol/L, bénh nhén sau d6 dugc chi dinh
glucose duong udng.

Mot thang trude do, bénh nhan dugc diéu tri viém phéi va nhiém trung huyét. Sau
mét dot diéu tri khang sinh duong tinh mach tai bénh vién, bénh nhan xudt vién va duge ké
don cotrimoxazol (sulfamethoxazol va trimethoprim) hai 1an mdi ngay trong 3 thang. Ngoai
ra, bénh nhan c6 bénh Iy man tinh nhu dai thao duong tuyp 2, bénh than man giai doan 2 va
tang huyét ap, dang diéu tri bang metformin 1000 mg, amlodipin 5 mg, aspirin 100 mg,
perindopril 10 mg va atorvastatin 20 mg, uéng ngay mét 1an, phdi hop cung semaglutid 0,5
mg tiém dudi da mdi tudn mot lan.

O lan nhap vién dé diéu tri viém phé)i va nhiém trung huyét trude, mie loc cau than
udce tinh (eGFR) cua bénh nhan 1a 64 mL/phat/ 1,73 m?, hién tai & lan nhap vién nay, eGFR
cua bénh nhan 1a 7 mL/min/1,73 m?. Tinh trang lam sang hi¢n tai lo mo, kho danh thue,
huyét 4p cta bénh nhéan 14 60/30 mmHg, nhip tim 64 lan/phat, nhip thd 22 1an/ phat va nhiét
d6 36°C, Sp0O2 96%, giam thé tich tuan hoan nghiém trong. Xét nghiém méu tai giudng cho
thiy bénh nhan nhiém toan lactic ning, suy than cip va ting kali mau.

Cic bién c6 bat lgi trén bénh nhan

Bénh nhan dugc mo ta trong ca 1am sang nay xudt hién tinh trang chan an, budn non,
ndén mura va suy gidm chuc nang than trong qua trinh str dung cotrimoxazol. Cotrimoxazol
cling da dugc ghi nhan c6 lién quan dén ton thuong than phu thudc lidu, dic biét & bénh
nhan cao tudi va tién sir bénh than. Budn nén va mét nude ciing ¢ thé da g(’)p phén lam
tram trong thém tinh trang suy than trén bénh nhan. Ngoai ra, tuy tan suat hiém gap,
cotrimoxazol c6 thé gy ha duong huyet dic biét trén bénh nhéin cao tudi va cé cac yéu td
nguy co nhu suy than va sir dung dong thoi cac thude gay ha duong huyét. Bén canh do,
tinh trang nhiém toan ning cé thé do ngd doc metformin. Cotrimoxazol va metformin la
nhitng thudc duoc sir dung rong rii trong 1am sang. Tuong tic gitta trimethoprim (c6 trong
thanh phan cia cotrimoxazol) va metformin c6 thé da gép phan vao céc triéu chimg 1am
sang clia bénh nhan nay. Co ché duoc 1y giai do trimethoprim c6 kha ning trc ché sy thai
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trir metformin qua than thong qua tc ché cac chit van chuyén metformin ¢ 6ng than (nhu
MATE1/2-K, OCT2), tir d6 giy ting phoi nhiém metformin khoang 37%; tuong tac nay dic
biét c6 y nghia 1am sang trong trudng hop mat nudce va suy thian. Su két hop cua suy than
tién trién, mat nudc va twong tac thudc giira trimethoprim va metformin khién nong do
metformin ting cao dd dan dén nhiéu bién cb nghiém trong trén bénh nhan..
Két ludn va khuyén cdo

Viée st dung dong thoi trimethoprim (trong thanh phin cua cotrimoxazol) va
metformin c6 thé gay doc tinh nghiém trong, dic biét khi bénh nhan c6 yéu té nguy co nhu
tinh trang mat nudc va suy than. Do d6, khuyén céo cac nhan vién y té c6 ké hoach giam sat
chit ch& cac ddu hiéu 14m sang va can 1am sang khi phdi hop hai thudc nay.
Nguon: https://australianprescriber.tg.org.au/articles/near-fatal-reaction-associated-with-cotrimoxazole-
metformin-and-kidney-impairment.htmi

3. ANSM: Cap nhat canh bdo nguy co nhiém toan ceton va hoai tir Fournier khi sir
dung cac thudc e ché SGLT-2

Canagliflozin 1 thudc thir 3 thudc nhom gliflozin dugc cip phép lwu hanh tai Phap,
bat dau tir thang 1/2024. Tuong tu dapagliflozin va empagliflozin, cic thudc co chira
canagliflozin ciing lién quan dén nguy co nhiém toan ceton va hoai tir Fournier (hay viém
can hoai ttr viing tang sinh mén).

Trude do, thong qua danh gia céc bao cdo ca trong co s& dir li€u Canh gidc Dugc,
EMA d3 chi ra ¢6 mdi lién quan giira nguy co nhiém toan ceton dai thao dudng va hoai tir
Fournier ddi véi viéc st dung céc thude e ché SGLT-2 trong nam 2016 va 2018.

Do d6, nhan vién y té can canh bao cho bénh nhan vé cac nguy co nay khi ké don cac
thudc rc ché SGLT-2, bao gdm canagliflozin.
Nguy co' nhiém toan ceton

Can luu ¥ nguy co nhiém toan trong truong hop bénh nhan xuat hién nhimng tridu
chtng khong dic hiéu nhu: budn ndn, nén, chan an, dau bung, khat nhiéu, kho thé, 14 1an,
mét moi bat thudng hodc budn ngu.

Néu cac triéu chimg nay xuat hién, cin ngay 1ap tirc kiém tra tinh trang nhiém toan
ceton trén bénh nhan, bat ké mic duong huyét.

Bénh nhan can ngay 1ap tic dén co so y té dé thim kham trong truong hop xuét hién
du hiéu va triéu chirng nhiém toan chuyén hoa.

- Can phai ngimg diéu trj véi thude e ché SGLT-2 ngay trén bénh nhan c6 nghi ngd
hodc chan doan nhi®m toan ceton.

- Khong khuyén cdo tai diéu tri véi thudc trc ché SGLT-2 trén bénh nhan c6 tién st
nhiém toan ceton khi dung thubc nay, trir truong hop co yéu té khoi phat khac da
dugc xac dinh rod rang va xu 1y.

- Can ngung diéu tri trén bénh nhan nhép vién dé thuc hién cac can thiép phau thuat
16n hodc diéu trj bénh 1y cép tinh nghiém trong. Trong hai trudng hop ndy, c6 thé can
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nhic tai diéu trj voi gliflozin khi ndng d6 ceton di tré vé binh thudng va tinh trang

bénh nhan da 6n dinh.
Nguy co hoai tir Fournier

Hién di c6 cac truong hop hoai tir Fournier (viém can hoai tr ving tang sinh mon)
dugc bao cao co lién quan dén viéc diéu trj v6i thude e ché SGLT-2. Hoai tir Fournier 1a
mdt tinh trang nhidém trung hiém gdp, nhung nghiém trong va c6 kha ning de doa tinh
mang. Bénh nhan cé thé xuét hién mot nhiém trung duong ni¢u - sinh duc hodc ap-xe téng
sinh mon trudc viém can mac hoai tir.

Bénh nhan cin ngay 1ap tirc dén co s6 y té dé tham kham trong truong hop xuét hién
cac triéu chung sau: dau dir dg1, nhay cam khi cham vao, dé hodc sung tai vung sinh duc
hoac téng sinh mon, kém sot hodc mét moi.

Néu nghi ngd hoai tir Fournier, can ngimg diéu tri voi gliflozin va sém thuc hién cac
can thiép xur tri, bao gdm st dung khang sinh va phau thuat cit loc.
Nguon:https://ansm.sante.fr/informations-de-securite/forxiga-r-10-mg-dapagliflozine-xigduo-r-

dapagliflozine-metformine-recommandations-pour-prevenir-les-risques-dacidocetose-diabetique-et-de-
gangrene-de-fournier-fasciite-necrosante-perineale

4. EMA: Nguy co soc tuan hoan khi sit dung khang sinh cotrimoxazol
(sulfamethoxazol va trimethoprim)

Cotrimoxazol 1a mét khang sinh ké don, dugc chi dinh trong diéu tri nhiém khuan do
nhiéu loai ching vi khuan.

Trén lam sang da ghi nhan nhiing truong hop xudt hién sdc tuan hoan, thuong kém
theo s6t va khong dap ung v6i phac do tiéu chuan dé xir tri cac phan ung qua man khi su
dung cotrimoxazol. Hau hét, cic trudng hop nay dugc bao cio & bénh nhan suy giam mién
dich.

Sau khi danh gi4 cac bang ching hién c6 tir y vin va CSDL EudraVigilance, Uy ban
banh gia Nguy co Canh giac Dugc (PRAC) ctua Co quan Quan 1y Dugc pham Chau Au
(EMA) khuyen cao bo sung tic dung khong mong muén la soc tuan hoan (circulatory
shock) voi tan xuit khong 1d vao thong tin san pham d6i thudc khang sinh cotrimoxazol
(sulfamethoxazol va trimethoprim). Pong thoi, khuyén cdo bénh nhan lién hé ngay véi co
sO y té gan nhat dé duoc xir tri kip thoi khi ¢6 nhitng dau hiéu cua sdc tuan hoan nhu sét,
huyét ap tut hay ting nhip tim sau khi st dung cotrimoxazol.

Nguon: https://iris.who.int/bitstream/handle/10665/382839/9789240115521-
eng.pdf?sequence=1&isAllowed=y
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PHAN V: CANH BAO THUOC GIA, THU VH(‘")I LIEN QUAN PEN CHAT
LUQNG THUOC

1. Quyét dinh sé 184/QD-QLD ngay 02/04/2026 ciia Cuc Quan Iy Dugce vé viée thu
hdi do vi pham mikc dd 2 ciia thude Aceclofenac Stella 100mg (S6 gidy ding ky lwu
hanh: VD-20124-13)

Can ct Cong van sb 01/VKNTTW-KHTH ngay 05/01/2026 gtri kém phiéu kiém
nghiém s6 0358B/VKN-KT-2025 va Cong vin sb 317/VKNT-KHTH ngay 25/02/2026 giri
kém phiéu kiém nghiém s 0138/VKN-YC2026 va 0139/VKN-YC2026 ngay 24/3/2026
ctia Vién kiém nghiém thuéc TPHCM, Cuc Quan 1y Dugc théng bao Thu hdi trén toan quéc
16 thudc Aceclofenac STELLA 100mg. Thong tin cu thé vé 16 thudc nhu sau:

Thudc thu hdi: Thu hoi trén toan qubc 16 thudc Vién nén bao phim Aceclofenac
STELLA 100mg (Aceclofenac 100mg), S6 GPKLH: VD-20124-13, S6 16: 070423, NSX:
070423, HD: 070426 do Cong ty TNHH Lién doanh Stellapharm san xuat

Ly do thu hoi: Khong dat tiéu chuan chat lugng vé chi tiéu tap chét lién quan.

2. Quyét dinh s6 152/QDP-QLD ngay 23/03/2026 ciia Cuc Quan ly Dwoc vé viée thu
hdi do vi pham mirc d9 2 ciia thude Aclon (S6 gidy déing ky luu hanh: VD-18521-
13)

Can cir Cong van s6 1327/VKNTTW-KHTH ngay 21/11/2025 gui kém phiéu kiém
nghiém s 0384/VKN-KT-2025 va Cong van s6 287/VKNT-KHTH ngay 19/03/2026 gui
kém phiéu kiém nghiém s6 0047/VKN-YC2026; 0048/VKN-YC2026 va 0049/VKN-
YC2026 ngay 18/3/2026 ciia Vién kiém nghiém thuéc TPHCM, Cuc Quan ly Dugc thong
bao Thu hdi trén toan qudc 16 thubc Aclon. Thong tin cu thé vé 16 thude nhu sau:

Thudc thu hodi: Thu hoi trén toan qudc 16 thudc Vién nén bao phim Aclon
(Aceclofenac 100mg), S6 GPKLH: VD-18521-13, S6 16: ACT3003, NSX: 28/4/23, HD:
27/4/26 do Cong ty TNHH Duoc phim Shinpoong Deawoo san xuit

Ly do thu hdi: Khong dat tiéu chuan chat lugng vé chi tiéu tap chat lién quan.

3. Quyét dinh s6 46/QD-QLD ngay 23/01/2026 ciia Cuc Quan ly Dugc vé viéc thu hoi
do vi pham mirc d 3 cia thudc Diacerin 50 (S6 gidy ding ky lwu hanh:
893110447024)

Cin cir cong vin s 1668/VKNT-KHTH ngay 30/12/2025 giri kém phiéu kiém
nghiém s6 1551/VKN-YC2025 va 1552/VKN-YC2025 ngay 30/12/2025 ctia Vién kiém
nghiém thudc Tp. H6 Chi Minh, Cuc Quan 1y Duoc thong bio Thu hdi trén toan quéc 16
thudc Diacerin 50. Thong tin cu thé vé 16 thude nhu sau:

Thudc thu hdi: Vién nang cimg Diacerin 50 (Diacerein 50mg), S6 GDKLH:
893110447024, S6 16: 0125 NSX: 200425 HD: 200428 do Chi nhanh Céng ty c6 phan
Dugc pham va Sinh hoc Y té san xuat
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Ly do thu hoi: khong dat tiéu chuan chit luong vé chi tiéu Ham luong nudc (vi
pham mtrc do 3).

4. Quyét dinh sb 735/QD-QLD ngay 10/12/2025 ciia Cuc Quan 1y Dwoc vé viéc thu
héi do vi pham mirc d 2 ciia thudc Diclofen (So gidy ding ky lwu hanh: VD-
25150-16)

Cin c Cong van s6 1384/VKNT-KHTH ngay 03/12/2025 giri kém phiéu kiém
nghiém sé 1351/VKN-YC2025 ngay 01/12/2025 cua Vién kiém nghiém thubc Tp. HO6 Chi
Minh, Cuc Quan 1y Dugc thong bao Thu hdi trén toan qudc 16 thude Diclofen. Thong tin cu
thé vé 16 thudc nhu sau:

Thudc thu hdi: Vién nén bao phim tan trong rudt Diclofen (Diclofenac natri 50mg),
S6 GPKLH: VD-25150-16, S6 16: 0040724; NSX: 26/7/2024; HD: 26/7/2027 do Cong ty
cd phén duoc ph'flm duoc liéu Pharmedic san xut.

Ly do thu hdi: khong dat tiéu chudn chit luong vé chi tiéu Tap chat lién quan (vi
pham muc do 2).

5. Cong vin s 2667/SYT-NV1 ngay 16/03/2026 ciia S¢' Y té TAy Ninh V/v thuc
hién cong tic kiém tra kiém soat chat lwong, nguon goc xuit xir ciia thuodc cd
truyén
Can cr Cong van s6 1628/CSKT ngay 13/02/2026 ciia Co quan canh sat diéu tra

cong an tinh Thanh Hoéa V/v cung cip thong tin vé cac san phdm hang gia 13 thudc chita
bénh kém theo danh sach céc loai thudc lién quan dé cac don vi, co sd biét va thyc hién.
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DANH SACH CAC LOAI THUOC LIEN QUAN

TEN LOAI THUOC
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