THONG TIN THUOC

DON VI DUGC LAM SANG VA THONG TIN THUOC
- BENH VIEN PHU SAN- NHI DA NANG

DIA CHI: CO SO 1: 402 LE VAN HIEN-NGU HANH SON- DA NANG
CO SO 2: 26C CHU VAN AN- HAI CHAU- DA NANG



s

dung

Chu bién

TS. Tran Pinh Vinh

Cac Thanh Vién

DS.CK1. Truong Thi Tuyét Huong

DS.CK1. Lé Thi Ni Na
Ths.Ds. Tran Anh Vil
Ds. Nguyén Thi Ngoc Anh
Ths.Ds. Hoang Thi Kim Quy
DS. Nguyén Lé Khanh
DS. Tran Thi Hanh Nguyén
Ds. Pham Thi Bich Diép
Ths.Ds. Lé Qui Péng ™

M Khoa Duoc, Truong Y Dugce — Pai hoc Pa Ning

THAN TRONG KHI SU DUNG THUOC 03
KHANG HISTAMIN THE HE 1 CHO
TRE EM

SU DUNG MONTELUKAST VA NGUY CO 04
BIEN CO CO HAI TREN TAM THAN
KINH 6 TRE EM

LIEU TOI DA CUA ACID, CLAVULANIC 06
KHI SU DUNG DUGNG UONG G TRE EM

QUY TRINH HIEU CHINH LIEU KHANG 09
SINH, KHANG NAM TREN TRE EM
THUA CAN, BEO PHI

VIEM KHOP CAP DO VI KHUAN 6 TRE 12
EM: HUGNG DAN MOI

A CHON CHONG DONG MAU THAY THE 16
HEPARIN KHONG PHAN DOAN 6 TRE EM
CHAY THAN NHAN TAO: HEPARIN TRONG
LUONG PHAN TU THAP

MOT SO DIEM TIN CANH, GIAC DUGC TU 17
TRUNG TAM DI&ADR QUOC GIA

TONG KET HOAT DONG BAO CAO PHAN 23
UNG CO HAI cua THUOC (ADR) TAI BENH
VIEN PHU SAN NHI DA NANG TRONG 6
THANG DAU NAM 2025

, 30
THU CAM ON



P
M= -

THAN TRONG KHI SU DUNG
THUOC KHANG HISTAMIN THE
HE 1 CHO TRE EM

ThS.DS. Tran Anh Vii

Thudc khang histamin thuong dugc
ké don ¢ tré em dé diéu tri cac triéu
ching di ung thuong gap nhu sO mil,
ngira, chdy nudc mat va hat hoi. Thudc
khang histamin hoat dong chen thu thé
HI1 cua histamin va ngan chdn sy giai
phong chét nay tir té bao mast. Dya trén
dac tinh duoc 1y, chung dugc chia thanh
2 nhom: thé hé I (gom diphenhydramin,
chlorpheniramin...) va thé hé II (gdom
loratadin, cetirizin...). Thudc khang
histamin thé hé I thuong giy ra cac tac
dung phu khéng mong muén trén hé than
kinh trung wong, bao gém budn ngu va
suy giam nhan thurc; nguyén nhan 1a do
c4u trac phan tir cla chang co tinh than
lipid cao, gitip thudc dé dang di qua hang
rio mau ndo. Pdi voi tré nhd, mot sb
thude thé hé I nhu diphenhydramin con
c0 nguy co gdy kich dong nghich
thuong, khién tré tré nén cau gat tang
dong va kho nga. Trong khi do, thude
khang histamin thé hé II voi tinh than
lipid kém hon, vi vay lam giam dang ké
kha nang xam nhép vao than kinh trung
wong tr d6 cling giam dang ké cac tac
dung an than. Thém vao do, thoi gian
ban thai cta ching dai hon, gitp dua licu
thuan loi hon vé&i chi mot hodc hai lan
moi ngay.

Mot nghién ctru doan h¢ 16m st dung
thiét ké tu ddi chung chéo (self-
controlled case-crossover) trén 3.178 tré
em tir dit liéu bao céo toan qudc & Han
Quoc vira dugc cong bd, da danh gia
moi lién quan gitta viéc ké don thuoc
khang histamin thé hé 1 va bién cd co
giat & tré em [1]. Két qua nghién ctru cho
thay: thuc khang histamin TH1 c6 lién
quan dén nguy co co git cao hon 22%

(AOR 1.22; 95% CI, 1.13-1.31). Mbi
lién quan nay dac biét ro rét & tré tir 6
dén 24 thang tudi, v6i nguy co co giat
cao hon 49% (AOR 1.49; 95% CI, 1.31-
1.70) so véi tré tir 25 thang dén 6 tudi
(AOR 1.11; 95% CI, 1.00-1.24; P = .04
cho tuong tac). Truéc do, trong nam
2024, Cuc quan 1y Duogc pham va thiét
biy té ctia Uc (TGA) va Co quan an toan
Thudc va thiét bi y té New Zealand
(Medsafe) da cung dua ra khuyén céo
chéng chi dinh cac thudc chua
promethazine hydroclorid dudng udng
cho tré duéi 6 thang tudi do nguy co gip
tac dung khong mong mudn trén hé than
kinh trung wong va tdm than [2], [3].

Céc thong tin trén cho thay tam quan
trong cua viéc ké don thude khang
histamin thé hé 1 mét cach than trong
trén co s& can nhic loi ich va nguy co
khi ké don thudc nay & tré nho.

Tai liéu tham khao:

1. Kim JH, Ha EK, Han B, et al. First-
Generation Antihistamines and Seizures
in Young Children. JAMA Netw Open.
2024 Aug 1,7(8):€2429654.  doi:
10.1001/jamanetworkopen.2024.29654.

2. Therapeutic Good Administration
(TGA). Promethazine hydrochloride
(Phenergan) not to be used in children
under 6. [Published 19 Nov 2024, cited
17 May 2025]. Available from:
https.://www.tga.gov.au/news/safety-
updates/promethazine-hydrochloride-
phenergan-not-be-used-children-under-

6.

3. Medsafe. Promethazine (oral): Do not
use in children under 6 years of age due
to the risk of psychiatric and central
nervous system side effects. [Publised 13
May 2024; cited 17 May 2025].
Available from:
https://www.medsafe.govt.nz/safety/Aler
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SU DUNG MONTELUKAST VA
NGUY CO BIEN CO CO HAI TREN
TAM THAN KINH O TRE EM

DS. Nguyén Lé Khanh

Montelukast 1 thudc dbi khang thu
thé leukotriene dugc dung rong rai cho
tré em bi hen suyén va viém miii di tmg.
Du hiéu qua, tir ndm 2008 c6 nhiéu bao
cao goi y thudc nay lién quan dén cac
blen cO tam than kll’éh gtl‘al’kl‘l cam, lo a
rdi loan gidc ngu, fir E{‘}tﬁng nam
2020, FDA da thém canh bao th den
cho Montelukast. Tuy nhién, dir liéu vé
mbi lién hé ndy, dic biét & tré em, van
con mau thuan va han ché.

Phwong phap nghién ciru

Pay la mot nghién ciru dodn hé hoi
ctru, st dung dir lidu dang ky toan qudc
tai Thuy Pién tir nam 2007 dén 2021,
nham danh gia mbi lién hé giita viéc sir
dung Montelukast va nguy co gdp cac
bién ¢6 tdm than kinh & tré em va thanh
thiéu nién.

Poi twong nghién ciru 13 tré tir 6 dén
17 tudi bat dau s dung Montelukast
hoic LABA (thubc chi véan beta tac
dung kéo dai). LABA duogc chon lam
nhom chung tich cuc vi c6 chi dinh
tuong tu trong diéu tri hen suyén.

Tiéu chi logi trir bao gom: tién sir cc
r6i loan tdm than kinh, bénh 1y man tinh
ning, hoic séng ngoai Thuy Dién trong
5 nam trudce. Cac bénh nhan duoc theo
doi toi da 1 ndm ké tir khi bat dau dung
thudc, cho dén khi xay ra bién cd, ngimg
thude, tu vong, hodc két thic nghién
cuu.

Két qua chinh 13 “bat ky bién cb tam
than kinh nd0”, bao gom lo au, tram cam,

;ﬁwuoc s6 62/2

ro1 loan giac ngu, tu ti, 161 loan hanh vi
va loan than.

Phan tich duoc thuc hién theo
phuong phap “as-treated”, nghia 1a bénh
nhan dugc theo ddi khi dang dung thudc,
chia theo cac khoang 14 ngay. Ngung
theo doi khi bénh nhan ngimg thude (co
thoi gian an han 60 ngay), d6i nhom, di
cu, tir vong hoic hét thoi gian theo doi.

Pé diéu chinh nhidu va sai 1¢éch chon
loc, nghién ctru su dung trong sO chong
lap diém xu hudng va trong s xac suat
nghlch dao cta kiém duyét, Hbi quy

ogistic gdp co6 trong s6 dugc dung dé
udc tinh hazard ratio. Ngoai ra, nghién
ctru thyc hién cac phan tich dudi nhom
va phén tich d6 nhay véi nhiéu gia dinh
khac nhau dé kiém tra do nhat quan cta
két qua.

Két qua nghién ciru

Nghién ctru bao gébm 74.290 tré em
tir 6-17 tudi, trong d6 c6 khoang 26.426
tré sir dung Montelukast va 47.829 tré st
dung LABA. Trong nhéom dugc diéu
chinh bang trong s, ty 1¢ méc cac bién
¢ tam than kinh 13 2,39 trén 100 bénh
nhan-ndm ¢ nguoi dung Montelukast va
2,41 trén 100 bénh nhan-ndam & nguoi
ding LABA. Ty sb nguy co (HR) co
trong s 14 0,99 (KTC 95%, 0,84-1,16),
cho thay khong ¢ su khac biét dang ké
gitta hai nhom.

Véi cac két qua phu, khong c6 HR
nao vuot ngudng ¥ nghia théng ké:

Lo au: HR 0,79 (KTC 95%, 0,54—
1,14)

TrAm cam: HR 1,16 (KTC 95%,
0,70-1,95)

Réi loan giac ngi: HR 0,93 (KTC
95%, 0,76-1,13)
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- Tu t&¢ va hanh vi tu ta: HR 1,31
(KTC 95%, 0,64-2,69), khong co
ca tu to hoan thanh

- Lo 1an va triéu ching giéng loan
than: HR 0,51 (KTC 95%, 0,05—
5,53)

Phan tich dwéi nhom

Céc phan tich dudi nhém cho thay két
qua nhat quan trén nhiéu dic diém nhu,
nhom tudi, gidi tinh, tién sit st dung
corticosteroid dang hit, chi dinh ban dau
(hen suyén hoic di tng), thoi diém bat
dau diéu tri (trudc/sau canh bao FDA
nam 2020).

Phéan tich do nhay

Két qua cling 6n dinh trong cac phan
tich d6 nhay khi thay doi cac gia dinh
nghién ctu (thoi gian an han khi ngung
thude, phuong phap gan trong so, dinh
nghia két qua chi diung mi chan doan
hodc chi ding thudc).

Ban luan

Két qua tir nghién ctru doan hé quy
mé 16n nay cho thay khong c6 mbi lién
hé dang ké gitta viéc st dung
montelukast va nguy co gap cac bién cb
tam than kinh bat 1gi & tré em va thanh
thiéu nién. Viéc st dung nhém so sédnh
tich cuc (LABA) — 1a thudc c6 chi dinh
tuong duong — gitp giam thiéu sai léch
do chi dinh va tang d6 chinh xac trong
danh gid hi€éu qua va an toan cua
montelukast. Bén canh do, viéc ap dung
céc k¥ thuat diéu chinh thong ké hién dai
nhu trong s6 diém khuynh huéng va
trong so klem duyét da gitp can bang
dic diém nén va xir 1y tot cac sai léch
chon loc ¢6 thé xay ra.

Két qua nghién ctru nhat quan qua
nhiéu phéan tich dudi nhém theo tudi,
gidi, tién sir str dung corticosteroid dang
hit va chi dinh diéu tri, cho théy réng

khong c6 nhém bénh nhi cu thé nao co
nguy co cao hon khi dung montelukast
so voi LABA. Ngoai ra, phan tich do
nhay khi thay ddi cac gia dinh nhu thoi
gian an han ngimg thudc, phuong phap
trong s6, hay cach dinh nghia két cuc
cing khong lam thay d01 ban chat két
qua. Piéu nay cung cd tinh 6n dinh va
dang tin cay cua két luan.

Tuy nhién, nghién ctru cling ton tai
mot ) han ché. Thir nhat, viéc xac dinh
céc bién ¢ tam than kinh chi yéu dya
vao ma chan doan trong dit liéu chim
soc chuyén khoa c6 thé 1am bo sot cac
truong hop nhe chua duwoc chan doan
hodc diéu tri & tuyén co s¢. Thu hai, gia
dinh rang thudc duoc cip phat 1a da duoc
str dung c6 thé dan dén phan loai sai viéc
phoi nhiém, mic du diéu nay di duoc
giam nhe thong qua cac ky thuat kiém
duyét. Cudi cing, mot s6 két qua hiém
gip nhu ty tir co s6 luong qua thip
khong thé dua ra két luan xac dang.

Du vay, nho thiét ké khoa hoc, quy
mo 16n, nghién ctru ndy gop phan quan
trong vao viéc lam ro ho so an toan cua
montelukast trong diéu tri hen suyén va
viém miii di rng & nhém bénh nhi, trong
bdi canh trude d6 co nhiéu lo ngai tir cc
béo cdo tu phat nhung thiéu nhat quan
trong cac bang chimg dich t& hoc.

Két luin

Nghién ctru doan hé quy mo 16n nay
khong tim thay bang chimg ung hd mdi
lién hé gitra Montelukast va nguy co cac
bién c6 tam than kinh & tré em va thanh
thiéu nién. Két qua hd tro tinh an toan
cua Montelukast va c6 gia tri tham khao
trong thuc hanh lam sang, dac bi¢t khi
can nhac loi ich — nguy co trong diéu tri
hen suyén va viém mili di tng.

(Luoc dich tir nguon: “Montelukast Use
and the Risk of Neuropsychiatric
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Adverse Events in Children” dang trén
tap chi JAMA Pediatr. 2025;179(4):418§-
427 cua cac tac gia Viktor Wintzell;
Philip Brenner, Linda Halldner va cong
su, truc tuyén tai:

https://jamanetwork.com/journals/jama
pediatrics/article-abstract/2829444).

LIEU TOI DA ijgx ACID
CLAVULANIC KHI SU DUNG
PUONG UONG O TRE EM

DS. Trdan Thi Hanh Nguyén

Amoxicilin/acid clavulanic 1a khang
sinh duoc ké don pho bién trong nhiéu
bénh 1y nhiém khuan thudng gip & tré
em nhu nhiém khuan duong hé hap,
viém mé té bao, nhiém khuan xuong
khép, nhiém khuan duong tiét niéu. Tuy
nhién, khi ké don amoxicilin/acid
clavulanic, can luu y dam bao liéu diéu
tri phit hop v6i ting loai nhiém khuan va

ddng thoi kiém soat lidu acid clavulanic
dé khong vuot qua muc lidu tbi da cho
phép, nhim han ché nguy co gip phai
cac tic dung khong mong mudn cho
bénh nhan.

Cic ché d9 liéu thwong gip ciia
amoxicilin

Amoxicillin/acid clavulanic 1a ché
pham két hop gitra amoxicillin — mot
khang sinh nhom penicillin véi acid
clavulanic — mot chat wc ché P-
lactamase, nham vé amoxicillin khoi qua
trinh thuy phan boi enzym, tir d6 giup
mo rong phd khang khuan cua khang
sinh nay. Tuy thudc vao tung bénh
nhiém khuan ma cac huéng dan diéu tri
khuyén cdo lwa chon ché pham
amoxicilin don doc hay amoxicilin phbi
hop vdéi acid clavulanic cling nhu muc
liéu amoxicilin phu hop. Huéng dan lya
chon dugc trinh bay trong bang 1 dudi
day nhu sau:

Bang 1. Ché d6 liéu amoxicilin va amoxicilin/acid clavulanic trong mdt )
bénh nhiém khuan thwong giap ¢ tré em [1]

Bénh Iv Tac nhan thwong Luya chon Liéu khuyén cao
enh ly gap thuoc (tinh theo amoxicilin)
Nhiém khuan hd hap
Viém hong S. pneumoniae Amoxicilin fgjﬁgg;%/ngay VU
45 mg/kg/ngay (chia 3
lan/ngay)
Hoac
S. pneumoniae e 80 — 90 mg/kg/ngay (chia 2
BLN?® H. influenzae — lan/ngay)
Viem xoang (liéu cao duge khuyén céo khi
ty 16 NSSP® & dia phuong >
10%)
S. pnetimom'ae Amoxicilin/ | 80 — 90 mg/kg/ngay (chia 2
MSSA clavulanat lan/ngay)
S. pyogenes
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H. influenzae
M. catarrhalis

S. pneumoniae

80 — 90 mg/kg/ngay (chia 2

) o BLN? H. influenzae Amoxicilin lan/ngay)
Viém tai giira '
cap S preumoniae Amoxicilin/ | 80 — 90 mg/kg/ngay (chia 2
H. influenzae clavulanat 1an/ngay)
M. catarrhalis g3y
45 mg/kg/ngay (chia 3
— = lan/ngay)
S. pyogenes Amoxicilin )
50 — 75 mg/kg/ngay (chia 2
lan/ngay)
Viém phoi ~ - ay (chia 2-
! é)* S. pnaeumqnzae Amoxicilin 8;0 99 mg/kg/ngay (chia 2-3
cong dong BLN® H. influenzae lan/ngay)
S. pneumoniae
H. influenzae Amoxicilin/ | 80 — 90 mg/kg/ngay (chia 2
MSSA® clavulanat lan/ngay)
Vi khuan ky khi

Nhiém khuin

da, mé mém va nhiém khuin xwong khép

45 mg/kg/ngay (chia 2-3

S. pyogenes Amoxicilin lin/ngay)
Viém mo té S. pyogenes
bio MESA Amoxicilin/ | 25 — 50 mg/kg/ngiy (chia 2-3
Pasg@iella spp. lavulanat lan/ngay)
Vi khuén ky khi & M say
miéng
S. pyogenes Amoxicilin fé(:l/zlég}?)mg/kg/ngay O/
Nhicih kh}lan L 50 mg/kg/ngay (chia 3
xwong kKhép | § pyogenes Amoxicilin/ 1an/ngay)
MSSA® clavulanat
Nhiém khuan dwong tiét ni¢u
. E. coli )= VAR 2;0 — 4? mg/kg/ngay (chia 2-3
Viém bang K. pneumoniae lan/ngay)
quang P mirabilis Amoxicilin/ | 20 — 45 mg/kg/ngay (chia 2-3
Enterococcus spp clavulanat lan/ngay)
E. coli Amoxicilin 4;5 — 59 mg/kg/ngay (chia 3
A 1R n K. pneumoniae lan/ngay)
Viém bé than . — .
P mirabilis Amoxicilin/ | 45 - 50 mg/kg/ngay (chia 3
Enterococcus spp clavulanat lan/ngay)
Khac
Trang 7
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E. coli
Viém rudt K.p newmoniae Amoxicilin/ | 45 mg/kg/ngay (chia 2
. P. mirabilis A \
thura clavulanat lan/ngay)
Enterococcus spp.
Vi khuan ky khi
Ghi chu:

“BLN (beta-lactamase negative): khong sinh men beta-lactamase
"NSSP (non-susceptible S. pneumoniae): phé cau khong nhay cam voi penicillin
‘MSSA (methicillin-susceptible S. aureus): tu cau nhay cam voi methicillin

Nhu vy, liéu khuyén cédo cua
amoxicilin dao dong trong mot khoang
rong tir mirc lidu thong thudng 25 — 50
mg/kg/ngdy dén muc lidu cao 80 — 90
mg/kg/ngay, thdm chi c6 thé tang 1én dén
100 mg/kg/ngay trong cac bénh nhiém
trung lién quan dén xwong khép.

Luwu y veé liéu toi da caa acid clavulanic

Mic du hiéu qua cta ché pham phdi
hop amoxicilin/acid clavulanic da dugc
chirng minh, tuy nhién kha ndng gap tac
dung khong mong mudn cia viéc két
hop nay nhiéu hon, dic biét 14 tiéu chay
kéo dai va nguy co nhiém khuan do
Clostridium difficile lién quan dén
amoxicilin/acid clavulanic cao hon
amoxicilin don ddc. Ngoai ra, mot doc
tinh thuong gap cua amoxicillin/acid
clavulanic 1a t6n thuong gan do thudc,
dugc cho rang co lién quan dén
clavulanat hon 1a amoxicillin. Toén
thwong gan do  amoxicillin/acid
clavulanic thuong dan dén vang da, co
thé nghiém trong va kéo dai (4 — 24
tuan), hodc giy ra hoi chimg & mat va
hoi ching 6ng mét bién mat, nhung hiém
khi din dén tir vong. Tt vong do ton
thuong gan khi dung amoxicillin/acid
clavulanic da dugc ghi nhan, nhung chu
yéu o nhimg bénh nhan mic cac bénh
nén nhu xo gan hoic c6 nhiéu lan phoi
nhiém véi thude [5], [6].

Mirc liéu t6i da cua acid clavulanic
dugc khuyén céo nhu sau: Liéu dung
mot 1an khong qua 5 mg/kg/lan (hodc

125 mg/lan) va litu ding mot ngay
khong quéa 10 mg/kg/ngay [1], [3].

Pé dam bao khong vuot qua lidu acid
clavulanic, can phai cht y Iya chon ché
pham c6 ty 1é amoxicilin : acid
clavulanic phu hop va chi dinh khoang
dua liéu phu hop. Viée lua chon duoc
trinh bay cu thé trong bang 2 nhu sau:

Bang 2. Lua chon ché pham véi ty 1¢
amoxicilin : acid clavulanic phu hop
v6i tirng ché d¢ liéu amoxicillin

[11,[71]

Liéu Ché pham Khoang
amoxicilin | amoxicilin/acid | cach liéu
can dung | clavulanic c6 | Khuyén
thé lya chon cao
o 3
Tyle 4:1 lan/ngay
Licu tiéu
chuan A 2
25— 50 TYRR71 | lanngay
mg/kg/ngay 5’3
Ty 1€ 8:1 lan/ngay
40 2-3
Ty l¢ 8:1 lan/ngay
Liéu cao 2
80 —-90 T}} 1€ 14:1 1§1’1/1’1g§1y
mg/kg/ngay
2
Ty I¢ 16:1 1An/ngay

Tuy nhién, cpé pham 14:1 hodc 16:1 ¢o
thé khong san c6 trong mot s6 trudong
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mue 1iéu 80 - 90 mg/kg/ngay, co thé thay
thé bing cach ké don ché pham
amoxicilin/acid clavulanic (ty 1€ 7:1) véi
lidu amoxicilin 45 mg/kg/ngay va acid
clavulanic 6,4 mg/kg/ngay, két hop voi
amoxicilin don doc liéu 45 mg/kg/ngay
[4].

Két luan

Can lya chon ché phém co ty 1€
amoxicilin/acid clavulanic phu hop va
chi dinh khoang dua liéu sao cho dam
bao du liéu diéu tri cua amoxicilin va
khéng vuot qua liéu acid clavulanic tdi
da dugc khuyén cdo cho tré em (5
mg/kg/lan (hodc 125 mg/lan) va 10
mg/kg/ngay).

Tai liéu tham khdo

1. Yu D, Bio LL. “Shedding Light on
Amoxicilin, Amoxicilin-clavulanate, and
Cephalexin Dosing in Children from a
Pharmacist's Perspective.” J Pediatric
Infect Dis Soc. 2022 Dec 28,11(12):594-
602. doi: 10.1093/jpids/piacl05. PMID:
36112500.

2. Huttner A, Bielicki J, Clements MN,
Frimodt-Mpoller N, Muller AE, Paccaud
JP. Mouton JW. “Oral amoxicilin and
amoxicilin-clavulanic acid: properties,
indications and usage.” Clin Microbiol
Infect. 2020 Jul;26(7):871-879. doi:
10.1016/j.cmi.2019.11.028. Epub 2019
Dec 4. PMID: 31811919.

3. Lexicomp. Amoxicillin/acid
clavulanate: Pediatric drug
information. In: Bates DW, editor.

UpToDate [Internet]. Waltham (MA):
Wolters Kluwer; 2025 [cited 2025 Jun

9]. Available from:
https://www.uptodate.com
4.  Lieberthal AS, Carroll AE,

Chonmaitree T, Ganiats TG, Hoberman

Media. In: DiPiro JI, Talbert RL, Yee
GC, Matzke GR, Wells BG, Posey LM,
editors. Pharmacotherapy: A
Pathophysiologic Approach. 10th ed.
New York: McGraw-Hill Education;
2017. p. 4780.

5. Uto LR, Gerriets V. Clavulanic Acid.
[Updated 2023 May 29]. In: StatPearls

[Internet].  Treasure Island (FL):
StatPearls  Publishing; 2025 Jan-.
Available from:

https.://'www.ncbi.nlm.nih.gov/books/NB
K545273/

6. Liverlox: Clinical and Research
Information on Drug-Induced Liver
Injury  [Internet]. Bethesda (MD):
National Institute of Diabetes and
Digestive and Kidney Diseases; 2012-.
Amoxicillin-Clavulanate. [Updated
2020 Oct 20]. Available from:
https.://www.ncbi.nlm.nih.gov/books/NB
K548517/.

7. GlaxoSmithKline. (2025). To huong
din st dung thubc ~Augmentin
500mg/62.5mg. Sé ding ky VN-16487-
13. Truy cdp thang 07 nam 2025.

QUY TRINH HIEU CHINH LIEU
KHANG SINH, KHANG NA’M
TREN TRE EM THUA CAN, BEO
PHI
ThS.DS. Hoang Thi Kim Quy

Muc tiéu

Huéng din bac si hiéu chinh licu
thudc cho bénh nhi thira can, beo phi
dam bao hi¢u qua va an toan di€u tri
Tir viét tit

BMI (Body Mass Index): chi s6 khoi
co thé
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IBW (Ideal Body Weight): can ning
1y tuong

TBW (Total Body Weight): can nang
thuc té (kg)

AdjBW (Adjusted Body Weight): can
nang hi¢u chinh
Dinh nghia

Tré thira can: BMI > bach phan vi
85th theo tudi va gidi (tra ctru phu luc 1).

Tré béo phi: BMI > bach phén vi 95th
theo tuoi va gioi (tra ciru phu luc 1).
Phu luc

‘Phu lyc 1: Bang tra ctru BMI theo

tuoi xac dinh tré thtra can, béo phi

Phu luc 2:7 Bé’u}g tra ctru Bach phan vi
50th theo tu6i dé xac dinh can nang 1y
tuong
Cong thirc tinh

BMI = Can nang (kg) / Chiéu cao?
(m?)

IBW = Bach phén vi 50th theo tudi’
x chiéu cao (m)2

"Bang tra ciru IBW theo tudi tai Phu
luc 2

TBW = Can nang thuc té ctia bénh
nhi ghi nhan lac kham

AdiBW =IBW + AF" x (TBW-IBW)

"AF: hé so diéu chinh thay doi tiy
tung loai khang sinh

Mot s6 luu y

Quy trinh chinh lidu 4p dung cho tré
tir 2- 16 tudi.

Khi chi dinh khang sinh cho tré thiura

Pbi voi khang sinh khong c,?1n7hiéu
cl}inh liéu, dung can nang thuc té dé tinh
liéu
Quy trinh 3 buéc hiéu chinh lidu

Bu’(')’c‘ 1: Xdac dinh {oai khang sinh
khong can hiéu chinh liéu

Nhom khang sinh nay xac dinh boi
bang 1=> liéu diéu tri tinh theo can nang
thuc té

Buwdéc 2: Danh gid tinh trang thua
can, béo phi

Tinh BMI = Can ning (kg) / Chiéu
cao? (m?)

Tra ctru Phu luc 1:

Néu BMI < khoang bach phan vi
85th: khong can hiéu chinh liéu,
st dung can nang thue t€ dé tinh
licu.

Néu BMI > khoang bach phén vi
85th: trg’: thira can/ béo phi, hiéu
chinh liéu theo budc 3.

Bwéc 3: Xac dinh nhom khang sinh
s dung IBW/ AdjBW dé tinh liéu

Nhom khang sinh st dung IBW:
colistin (polymycin E), ertapenem,
flucytosine, voriconazole, acyclovir,
ganciclorvir, isoniazid

Nhom khang sinh st dung AdjBW:

Aminoglycosid: AdjJBW = 0.7 x
TBW
Fluoroquinolon: AdjBW =IBW +

0.45 (TBW — IBW)

Bang 1: Cac thudc khong cin hiéu
chinh

can, béo phi, can luu y rang khong phai | Khang sinh
tat ca khang sinh déu phai hi€u chinh [ \L6m Penicillin Metronidazol
licu.
Nhom Cephalosporin | Linezolid
Trang 10

Tap san thong tin thudc s6 02/2025


ASUS
Placed Image

ASUS
Typewriter
Tập san thông tin thuốc số 02/2025


Meropenem Daptomycin

Clindamycin Vancomycin

TMP/ SMX Imipenem-
cilastatin

Khing nam

Amphotericin B Caspofungin
Fluconazol

Mt s6 thude khac

Rifampin Ethambutol
Pirazinamid

Vi du minh hoa

Bé trai, 9 tudi, 48 kg, cao 135 cm co
chi dinh ding khang sinh Gentamicin.

Bu’()’c‘ 1: Xdc dinh {oai khang sinh
khong can hiéu chinh liéu

Gentamicin khong thudc bang 1 =>
bude 2

Bwéce 2: Panh gia tinh trang thua
cdan, béo phi

Tinh BMI = 26.3, tra ctru Phu luc 1:
BMI =26.3 > BMI 85th = 20,0 => Tr¢é
thira can/béo phi => Budc 3

Buwéc 3: Xdc dinh cong thire tinh liéu

Thudc: Gentamicin thuéc nhom
khang sinh Aminoglycosid => dung
AdjBW

AdjBW = 0.7 x TBW = 0,7 x 48 =
33.6

Liéu: 7.5 mg/kg/ngdy x 33.6 = 252
mg/ngay

2.5 17.7 17.6
3.0 17.4 17.2
3.5 17.1 17.0
4.0 16.9 16.8
4.5 16.9 16.8
5.0 16.8 16.8
5.5 16.9 16.9
6.0 17.0 17.1
6.5 17.2 17.3
7.0 17.4 17.6
1.5 17.6 17.9
8.0 17.9 18.3
8.5 18.2 18.6
9.0 18.6 19.0
9.5 18.9 19.5
10.0 19.3 199
10.5 19.7 204
11.0 20.1 20.8
11.5 20.5 21.2
12.0 21.0 21.7
12.5 214 22.1
13.0 21.8 S,
13.5 22.2 £2 8
14.0 22.6 233
14.5 23.0 23.6
15.0 234 24.0
15.5 23.8 244
16.0 24.1 24.6

CDC Clinical Growth Charts — United
States, 2000.

https.://www.cdc.gov/erowthcharts/clini
cal_charts.htm

Phu luc 2: Bang tra ctru Bach phan vi
50th theo tuoi dé xac dinh can nang ly
tuong

, Tudi BMI 50th percentile
Theo ddi chirc nang than. (nim) Nam Nir
Phu luc 1: Bang tra cieu BMI theo tudi 2.0 16.6 16.4
xac dinh tré thira can, béo phi 2.5 16.3 16.1
Tudi BMI 85th percentile 3.0 16.0 15.7
i) Nam Nir 3.5 15.8 15.5
2.0 18.2 18.0 4.0 15.7 15.3
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4.5 15.5 15.2
5.0 15.4 15.2
5.5 15.4 15.2
6.0 15.4 15.2
6.5 15.4 15.3
7.0 15.5 15.4
7.5 15.6 15.6
8.0 15.8 15.8
8.5 15.9 16.0
9.0 16.1 16.3
9.5 16.4 16.5
10.0 16.6 16.8
10.5 16.9 17.1
11.0 17.2 17.4
11.5 17.5 17.7
12.0 17.8 18.0
12.5 18.1 18.4
13.0 18.4 18.7
13.5 18.8 19.0
14.0 19.1 19.3
14.5 19.4 19.6
15.0 19.8 19.9
15.5 20.2 20.2
16.0 20.5 204

CDC Clinical Growth Charts — United
States, 2000.

https.://'www.cdc.gov/erowthcharts/clini
cal_charts.htm
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VIEM KHOP CAP DO VI KHUAN O
TRE EM: HUONG DAN MOI
DS. Nguyén Thi Ngoc Anh

Khuyén nghi vé cac Panh gia va Kiém
tra Chan doan

Tai phi€n hop thuong nién nam 2024,
Hiép hoi Nhi khoa dé phé duyét Huong
dan thuc hanh lam sang moi nhat vé
viém khép cip tinh do nhiém khuan
(ABA) & tré em. Huéng dan nay duoc
xay dung béi1 nhém chuyén gia da nganh
dai dién cho Hiép hoi Bénh truyén nhiém
Nhi khoa (PIDS) va Hiép hoi Bénh
truyén nhiém Hoa Ky (IDSA).

Hudéng dan nay dugc ap dung cho tré
tir 1 thang dén 17 tudi, ABA duoc dinh
nghia trong cac huéng dan nay 1a nhiém
khuan 6 dich khép kém theo cac déu
hiéu nhiém trung. ABA ¢ thé duoc chan
doan 1a nghi ngd (trude khi duge chan
doan xac dinh), xac dinh, hodc chua loai
trir (khi két qua cua cac kiém tra chan
doan 1a Am tinh nhung trén 14m sang van
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nghi ngd ABA). Can xem xét thuat ngir
dugc cac tac gia st dung trong hudng
dan khi danh gia bang chimg. Khi ¢
ching cit manh, ho st dung cum tu
"ching to6i khuyén nghi" (we
recommended), khi la chimg cir c6 diéu
kién (bang chu’ng chua rd rang), ho su
dung cum tir "ching toi dé xuét" (we
suggest).

Ty 18 mac va vi sinh. Ty 1é mic ABA
dao dong tir 2 dén 10 trudng hop trén
100,000 tré em. Vung hong la vi tri
thuong gip nhét, tiép theo 1a dau gbi,
mat ca chan, khuyu tay va vai. Céc
chung vi khuan gy bénh pho bién nhat
1a Staphylococcus aureus, nhung ngay
cang c6 nhiéu truong hop ABA duoc
xac dinh do cac loai Kingella giy ra.
Nguoc. lai, ABA do Streptococcus
pneumoniae va Haemophilus influenzae
gy ra c6 xu hudng giam dan.

Xét nghiém chan doan. Céch hiéu
qua nhat dé chan doan ABA 1a két hop
tién sit bénh, thim kham 1am sang va xét
nghiém can lam sang. Cac tac gia
khuyén nghi nén 1ay mau mau trude khi
bat dau diéu tri khang sinh (khuyén cao
manh) vi bang ching gop cho thay ty 18
cdy mau duong tinh khoang 20%, nghia
1a ¢6 it nhat 1 trong 5 truong hop, tir d6
cac bac sT1am sang c6 thé gidi han pham
vi st dung khang sinh ti€m mot cach
thich hop.

Cac huong dan ciing dé xuat nén lay
mau nuodi cady mau ngay ca khi da lay
mau dich khép vi két qua nudi cay tir hai
nguon nay khong phai luc nao ciing
glong nhau. Néu c6 the, tat ca cac mau
nudi cay nén duoc lay trudc khi bat dau
dung khang sinh. Cac huéng dan dua ra
khuyén nghi c6 diéu kién vé viéc lam xét
nghiém CRP vi su két hop giita gia tri
CRP > 20 mg/dL (200mg/L) va triéu
chirng bénh nhan khong thé chiu duogc

trong luong c6 dd nhay > 86% va do dac
hiéu khoang 90% ddi véi chan doan
ABA so v&i viém mang hoat dich thoang
qua. Néu CRP cao, xu hudéng CRP sau
d6 c6 thé gitip danh gia dap g voi diéu
tri. Céac bac si 1am sang khong nén chi
dinh do ndng d6 calcitonin, chu yéu vi
chi s6 nay khong co gia tri du doan cao
hon CRP.

Nén xét nghiém cong thic mau
(CBC), vi ngoai viéc loai trir viém mang
hoat dich thoang qua, con gitip sang loc
cac tinh trang khac, bao gom ca ung thu.
Téc d6 ling héng cau khéng duoc
khuyén cao vi no khong c6 tinh dic hiéu.

Chan doan hinh anh. Chup X-
quang thuong quy cac khép nghi ngd bi
t6n thuong va cac xuong lién ké duoc
khuyén nghi manh mé& do c¢6 thé phat
hién tinh trang viém xuong tiy xuong
cua bénh nhan, tir 46 c6 kha nang thay
d6i huéng tiép can diéu tri.

Hon ntra, chyp X-quang thuong quy
c6 thé sang loc cac nguyén nhan khac
nhu giy xuong, khéi u, hoai tir vo khuan
& chom xwong dui va cac van dé co
xuong khép khac c6 biéu hién tuwong tu
nhu ABA. Khi khép bi anh huong la
khop hong hoac khop vai, siéu am duoc
khuyén nghi truéc khi tién hanh céc
phuong phap chan doan hinh anh chuyén
sdu hon. Tuy nhién, siéu 4m chét luong
cao c6 thé khong c6 sin & cac co sé bén
ngoai cc trung tim nhi khoa. Dbi véi
chdn doan hinh anh chuyén sdu, céc
huéng dan dé xuat wu tién chup MRI hon
cac phuong thuc khac, véi do nhay 90-
100% dé phat hién ABA. MRI dic biét
hiru ich trong viéc xac dinh viém tuy
xuong lién ké.

Can thiép xam 14n: Thu thuat choc
hat dich khop duoc dé xuat thuc hién
trude khi dung khang sinh. Viéc 14y dich
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khép bang cach choc hut c6 thé dugc wu
tién ngay ca khi c6 ké hoach dua bénh
nhan vao phong phau thuét, vi diéu nay
cho phép diéu tri khang sinh kip thoi
trong thot gian bénh nhéan cho can thiép
ngoai khoa chuyén sau. Dich khop sau
khi choc hut can lam xét nghiém té bao
bach cau va nuéi cdy vi khuan. Céc béac
si 1am sang nén thu thap va xét nghiém
cang nhiéu dich cang tét dé tang kha
nang phan lap vi khuan thay vi chi dung
tdim bong dé 1dy mau. Trén thuc té, viée
cho mot it dich hoat dich vao lo nuoi cay
mau c6 thé giup phat hién cac chung vi
khuan khé moc nhu Kingella.

Khuyén nghi diéu tri va theo doi

Thoi diém dung khang sinh: Vé
van dé tri hodn str dung khang sinh dé
lay méau dich khop xam 1an hogc dé dua
bénh nhan dén phong phau thuat, cac
hudng dan d¢ xuét rang néu bénh nhan
c6 biéu hién bénh ning (ill-appearance),
béc si 1am sang nén ldy méau nudi ciy va
bat dau dung khang sinh ngay lap tuc.
Néu bénh nhan khong co cac biéu hién
bénh nang, cac hudng din dé xuét tri
hoan dung khang sinh cho dén khi lay
duge dich khdp thong qua choc hut bang
kim. Tuy nhién, cic bang chung tong
hop cho thay hiéu qua nudi cay dich
khép s& giam dang ké néu sir dung khang
sinh trude khi 14y duoc dich dé nuoi ciy.

Luwa chon khang sinh theo kinh
nghiém. Hau hét cic truong hop ABA
(tu 42-70%) la do S. aureus gay ra.
Trong d6, mot s6 trudng hop 1a S.aureus
dé khang methicillin (MRSA), nhung
hién d3 giam tai nhiéu cong déng. Mic
d vi khuén Kingella da dugc xac dinh
ngay cang pho bién hon, nhung van
chiém ty 18 phan tram tuong ddi thap
trong tac nhan gay ra ABA. Do do, luya
chon khang sinh theo kinh nghiém nén
huéng dén viéc bao phu S. aureus va ca

MRSA khi ty 1€ luu hanh trong cong
ddng vuot qua 10-20% trén tong s6 phan
1ap S.aureus tai dia phuong.

Mot canh béo khéc doi véi tré tir 6
dén 48 thang tudi. O lta tudi nay, vi
khuan gy bénh thuong gip hon Ia
Kingella, do vay céac bac silam sang nén
thém ampicillin hodc mot cephalosporin
thé hé mot dé bao phu theo kinh nghiém.
Mot loai vi khuan khac can dugc xem
xét dén 1a Streptococcus nhém A (GAS),
chiém khoang 10% cac truong hop ABA
& moi 1tra tudi. May man thay, cac GAS
phan lap duoc rat nhay cam voi cac
khang sinh thong thuong. Neisseria
gonorrhoeae gay ra khoang 1% cac
truong hop ABA, vi vay viéc nghi ngo
vi khuan nay phu thudc rat nhiéu vao do
tudi va c6 thé ca tién str sinh hoat tinh
duc cua bénh nhan. Va di nhién,
Streptococcus pneumoniae s& tuong doi
phé bién hon & bénh nhan chua duoc
tiém vic-xin day du.

Khoéng co tiéu chuan vang thuc su
trong diéu tri ABA khi két qua nudi cy
am tinh. Cac hudng dan dé xuat dua ra
cac lya chon khang sinh va thoi gian
diéu trj theo kinh nghiém.

MRSA. Trong truong hop MRSA tai
dia phuong chiém it nhét tir 10-20% céc
chung S. aureus, cac hudng dan khuyén
nghi clindamycin 13 khang sinh dau tay.
Néu ¢6 lo ngai vé tinh hinh dé khang
clindamycin (tai dia phuong hoac xuét
hién sau khi dleu tri), cac phac do thay
thé s& bao gdm daptomycin, ceftaroline
va linezolid. Ceftaroline c6 nhugc diém
la ché phém chi c6 ¢ dang ti€m tinh
mach. Neu ngh1 ngo nhiéu dén Kingella,
hay nh¢ rang vi khuin nay thu:ong khang
c4 clindamycin va vancomycin, va nhiéu
chung cling sinh beta-lactamase.
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Piéu tri hd tro: Néu bénh nhéan can
thu thuat can thi€p, c6 nén st dung
khang sinh ndi khép hay khong? Cac
huéng dan thuong khuyén nghi 1a khong
nén dung, vi ty 1& diéu tri khoi bénh cao
khi diéu tri khang sinh toan than va lo
ngai kha nang kich tng héa hoc trong
khép khi dua khang sinh truc tiép vao
khoang khép. Cac bién phap hd trg khac,
nhu st dung corticosteroid toan than,
khong dugc khuyén cio co diéu kién.
Mic du ¢6 loi ich tiém nang, nhung viéc
bd sung corticosteroid trong diéu tri
ABA van chua chung minh duoc loi ich
trong cac nghién ctru chat luong cao.

Pap tng diéu tri. Xét nghiém duy
nhat dugc khuyén nghi dé danh gia dap
ng diéu tri 1a CRP. Thim khdm lam
sang va cac chi s6 1am sang cai thién 1a
nhimng thong so quan trong can theo dai.
Tuy nhién, chi s CRP ting cao dai dang
can dat ra cau hoi vé 6 nhiém tring chua
duoc giai quyét, diéu trj khang sinh
khong day du hodc 1a mot chan doan
khac thay thé. Cac hudng dan khuyén
nghi khong nén lam xét nghiém CRP
thuong xuyén, toi da 2 hodc 3 ngay mot
lan. Khong khuyén khich theo doi
procalcitonin hoac tde do la‘ing hé)ng cau,
cling nhu khéng c¢6 du bang chung
khuyén nghi theo ddi cong thirc mau lién
tuc.

Kém dap wng diéu tri: Bénh nhan
dugc coi 1a that bai diéu tri ban dau néu
lam sang khong cai thién trong vong 2-3
ngay sau khi bat dau dung khang sinh.
Trong truong hop that bai mudn, that bai
thur phat, hoac tai phat, cac cau hoi nén
ddt ra nhu bénh nhan da dugc diéu tri
dung khang sinh chua, liéu dung hop 1y
chua? bénh nhin co tuan thu phac do6
diéu trji hay khong, vi khuan c6 thay ddi
kha ning dé& khang khang sinh khong
hay can phai bd sung viéc dan luu

khong? nén dugc coi 1a nguyén nhan
tiém an cta cac triéu chig kéo dai hoac
tai phat. Cac hudng dan dic biét khuyén
nghi cac bac si 1am sang nén xem xét tat
ca cac nguyén nhan ¢ thé gap phai trudc
khi d6i sang khang sinh khac, vi c6 thé
c¢6 nhiéu nguyén nhan giy nén tinh trang
kém dap tng hodc tai phat mudn.

Thoi diém xuat vién. Cac huéng dan
khuyén nghi nén diéu tri cho dén khi
giam sbt, khong con ddu hiéu nhiém
trung huyét va bénh nhan co cai thién vé
lam sang vé ca tong trang 1an cac triéu
chimg tai chd. Cac huéng dan ciing
khuyén cdo mirc CRP phéi giam trudc
khi cho bénh nhan xuét vién.

Phuong thirc diéu tri khi xuat vién.
Hién chua c6 du dir li€u tu cac thu
nghiém 14m sang ngiu nhién so sanh
hiéu qua diéu tri giita khang sinh duong
tinh mach va duong udng sau khi xuat
vién, va cac thii nghiém nay chu yéu la
mang tinh chat quan sat. Tuy nhién, cac
dir liu lai cho thay diéu tri bdng dudng
ubng 1a pht hop ddi véi viem  tiy xuong.
Do d6, cac hudng dan khuyén nghi nén
chuyén sang khang sinh dudng uéng tai
thoi diém xuat vién (mic do manh). Doi
v6i nhitng bénh nhan khong thé dung
duong ubng hoic diéu tri bang duong
ubng khong kha thi, khuyén nghi nén
tiép tuc dung khang sinh duong tinh
mach ngoai tra vdi su theo doi chét ché.

Thoi gian diéu tri. Trong thoi gian
diéu tri ndi tr, néu bénh nhan khong c6
bang ching vé viém tuy xuong va co dap
Umg lam sang t6t, hudéng dan khuyén
nghi nén diéu tri khéang sinh tong cong
10-14 ngay. Khuyén nghi khong nén gia
dinh rdng viém tity xwong lién ké thuong
hay xay ra. Hién nay chua c0 tiéu chuan
rd rang vé thoi gian diéu tri ddi véi cac
truong hop ABA c6 bién chung, do do,
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liéu phap khang sinh thuong dugc ap
dung trong khoang 21 dén 28 ngay.

Theo ddi chin do4n hinh dnh. Nhin
chung, cic huéng dan khong khuyén
nghi thyc hién lai chan doan hinh anh
néu bénh nhan dudng nhu hdi phuc day
du sau khi diéu tri thich hop. Tuy nhién,
néu sau 48 gio diéu tri ban dau, bénh
nhan van chua cai thién 1am sang, cic
hudng dan c6 khuyén nghi chup lai hinh
anh mic du bang chimg van chua du
manh. Tuong tu, van con thiéu bang
chimg dé tra 10i cho cdu hoéi liéu thu
thuat din luyu lan hai hoac suc rira khép
c6 thuc su hiru ich trong qué trinh diéu
tr1 hay khong.

Thoi gian theo doi. Nguy co di

chtimg kéo dai ctia nhiém trung khép 1a
< 1%, vi vay nhiitng bénh nhan dap ung
nhanh véi diéu tri sau khi cac tri¢u
ching cai thién, co thé chi can theo doi
2-3 tuan la du. Pdi véi tré so sinh, cac
huéng dan dé xuat theo ddi trong vong 4
thang. Truong hop ABA ¢ vung hong
hodc vai nén dugc theo doi lau hon.
Nhitng bénh nhan duoc chan doan hoic
diéu tri ban ddu muon c6 thé c6 nguy co
tai phat cao hon. Cudi cing, néu nhiém
phai cac vi khuan khang thudc, cac bac
s 1am sang can nhic kéo dai thoi gian
theo doi.
(Lwoc dich tir nguon: “Acute Bacterial
Arthritis in Children: New Guidelines
dang trén Medscape cua cac tac gia
William T. Basco, Jr, MD, MS, truc tuyén
tai:

https://www.medscape.com/viewarticle/
acute-bacterial-arthritis-children-new-
ouidelines-2024al000ete).

LUA CHQON CHONG PONG MAU
THAY THE HEPARIN KHONG
PHAN POAN O TRE EM CHAY
THAN NHAN TAO: HEPARIN
TRONG LUQNG PHAN TU THAP

ThS.DS. Lé Qui Bong

Heparin Trong Luong Phan Tt Thap
(Low — Molecular — Weight Heparins —
LMWHSs) duoc phat trién nham cai thién
kha nang du doan hiéu qua chdng dong
bang cach cat nhé phan tir heparin khong
phan doan (Unfractionated Heparin —
UFH). Céc thudc nay khong phai 1 mot
hop chat don 1&, vi vay hiéu qua uc ché
yéu t6 dong mau ITa va Xa giira cac loai
LMWH c6 thé khac nhau.

So voi UFH, cac phan tich tong hop
(meta-analysis) khong cho thay sy khac
biét dang ké vé nguy co chay mau, thoi
gian chén ép mach mau, hay tinh trang
huyét khdi cia LMWHS.

LMWHs chu yéu duoc thai qua than,
do d6 thoi gian ban thai kéo dai dang ké
¢ bénh nhan suy than (vi dy, enoxaparin
c6 thoi gian ban thai dai nhat, khoang 28
g10) va khong phu hop cho cac phién loc
mau ngan han dudi 4 gid. Ngoai ra,
LMWHs c6 xu hudng tich iy ¢ nhiing
bénh nhan loc mau hang ngay (vi du: tré
nho). béi voi loc mau lién tuc
(Continuous Renal Replacement
Therapy - CRRT), LMWH c6 thé mang
lai lgi ich. No61 chung, LMWH duogc st
dung mot lidu duy nhat vao dau phién
loc mau (liéu dung cu thé tham khao
bang 1). Liéu lugng phy thudc vao loai
LMWH duoc sir dung, cling nhu tan suit
va thoi gian cda phién chay than. Mot
liéu bolus duy nhat co6 thé khong du
chéng dong mau cho céac phién loc mau
kéo dai (vi du: loc mau qua dém hodc
CRRT). Mot phan LMWH c6 thé bi mat
qua mang loc, do trong lugng phan tir
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cia LMWH thap hon UFH. Trang bé
mit mang loc bang vitamin E c6 thé giup
giam sy mat mat LMWH, tir d6 giam
duoc lidu dung can thiét.

Viéc theo doi hi¢u qua (va nguy co)
cia LMWH 14 mot trong nhiing han ché
16n trong qua trinh sir dung. Do LMWH
chi c6 tac dung nhe 1én thrombin, nén chi
c6 thé theo dbi hoat tinh khang yéu t6 Xa
(anti-Xa). Nong do dinh nén dat tir 0,4
dén 0,6 IU/mL, va nong do cudi (vao
cudi hodc ngay sau phién loc mau) nén
duoi 0,2 TU/mL.

Giam tiéu cau do heparin (Heparin-
induced thrombocytopenia - HIT) c6 thé
hiém khi xay ra véi LMWH. Do phan
ung chéo, LMWH khong nén dugc s
dung & nhitng bénh nhan c6 tién st HIT
type II. Néu chdy mau xay ra, mirc do
thuong nghiém trong hon so vdéi khi
dung UFH. Do protamine chi c6 hi¢u
qua trung binh trong trung hoa LMWH,
nén co thé can truyén huyét twong tuoi
dong lanh (fresh-frozen plasma - FFP)
trong céc bién chting xuat huyét ning.

Biang 1. Khuyén nghi liéu dung
Heparin Trong Luwong Phan Tir Thap
cho tré em trong phién lgc mau tiéu
chuan kéo dai 4 gio

30-50 kg:
5000 TU

0,6)
[U/mL

Reviparin 5 85 IU/kg

Nadroparin| 5 114 TU/kg

24-36
mg/m?

0.5-1.0
mg/kg

Enoxaparin| 27.7

*Luu y rang thoi gian ban thai thay d6i
tuy theo churc nang than

Tai liéu tham khdo

1. Nissenson, A. R., et al., Handbook of

dialysis therapy, 2022. Elsevier Health
Sciences.

MOT SO PIEM TIN CANH GIAC
DUQC TU TRUNG TAM DI&ADR
QUOC GIA

MHRA: Din chit thiopurin va nguy
co & mat trong gan thai ky

Dan chit thiopurin bao gbém
azathioprin, 6-mercaptopurin va
thioguanin (con goi 1a tioguanin), dugc
chi dinh trong diéu tri ung thu, bénh
bach cau vatrc ché mién dich trong diéu
tri cac roi loan do tinh trang viém trong
bénh viém rudt (IBD) hodc sau khi cay

Thuéc | Thoi | Liéu cho | Dich tac vy
chéng “h il & Weles: djng ghép tang. Thiopurin chi nén dugc st
dong ban dung trong thai ky khi da can nhéc loi
thai* ich va nguy co d6i véi timg ca thé bénh
(gid) nhan. Nguy co 0 mat trong gan thai ky
(Intrahepatic cholestasis of pregnancy -
Tinzaparin | 4.5 | 50 [U/kg ICP) da duogc ghi nhan qua mot sb it bao
20 1U/kg }tlizit lc)a'}o ca trf)ngAy Vfln. Cu :[hé, ICP d?1. duoc
: 40 cdo 0 mdt sO phu nir mang thai dugc
<15kg: | khang ditu tri bang azathioprin  va
Dalteparin | 5 1500 U Xye.%t(z) mercaptopurin. Tuy nhién, cac dan chat
15-30 kg: (? 4 (’__ thiopurin déu dugc chuyén hoa tuong tu
2500 TU ’ nhau, do d6 nguy co nay c6 thé xuat hién
dbi vai tat ca cac thude thudc nhém nay
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(bao gdm: azathioprin, mercaptopurin
va tioguanin).

Tan suat mac ICP do thiopurin it hon
so v&i cac nguyén nhan khac, thuong
xdy ra ¢ khoang 1 trong 150 phu nit c6
thai. Cac béo céo ca chi yéu ghi nhan
trén d6i twong bénh nhan diéu tri IBD
hodc cdy ghép tang. Trong hau hét
truong hop, ICP lién quan dén thiopurin
xuat hién sém hon trong thai ky so vé6i
ICP khéng lién quan dén thudc. Mot s6
truong hop cho thay tinh trang ting nong
do acid mat khong cai thién sau khi dung
acid ursodeoxycholic, tuy nhién, cac
tri¢u chirng nay dugc cai thién khi ngirng
st dung thiopurin. Cac truong hop duogc
bao cdo thudng nghiém trong, mot sb
gay ra to vong cho thai nhi. Tuy nhién,
thién 1éch béo céo c6 thé dan dén céc
treong hop ning c6 thé duoc ghi nhan
nhiéu hon. Viéc chian doan sém va
ngung/giam lidu thiopurin c6 thé giam
thiéu nguy co d6i v6i thai nhi. Can can
nhic can than loi ich diéu tri va nguy co
ctia thiopurin ddi v6i me va thai nhi dé
c6 bién phap xir tri thich hop dbi voi ICP.
Khuyén céo theo ddi nong do acid mat
trong huyét thanh dé dy doan cac nguy
co dbi voi thai ky, vi du: nguy co sinh
non (acid mat trong huyét thanh >40
umol/L) hodc thai chét luu (acid mat
huyét thanh khong nhin an >100
umol/L).

Bénh nhén can thao khao ¥ kién nhan
vién y té khi xuét hién cic déu hiéu va
triéu chimg ctia ICP, bao gom ngua dit
doi khong kém phat ban, budn noén va
chan an.

Khuyén cdo danh cho nhén vién y

A

te

- U mat trong gan thai ky 1a mot bién
co hiém gap lién quan dén céac thudc dan

chét thiopurin (bao gdém: azathioprin,
mercaptopurin va tioguanin).

- U mat trong gan do thiopurin c6 thé
xdy ra sém hon trong thai ky so vdi ICP
khong lién quan dén thubc, va thuong
khong dap tng diéu tri v6i acid
ursodeoxycholic.

- Ngimg thudc hozc giam liéu thiopurin
¢6 thé cai thién chiic ning gan cho bénh
nhan.

- Canh gidc véi cac dau hiéu va tridu
ching ctia ICP ¢ phu nit mang thai dang
dung thiopurin va tham khao y kién cua
béc si diéu tri va bac si chuyén khoa gan
mat khi cén thiét.

- Nhic nhé bénh nhan can thong bao cho
nhan vién y té ngay néu gap cac dau hiéu
va triéu chtng cta ICP bao gdm ngira di
doi khong kém phat ban, budn nén va
chan an.

- Ca thé héa nguoi bénh dé xac dinh
huéng xur tri phu hop khi ICP xay ra. Can
nhic lgi ich va nguy co cua viée tiép tuc
dung thudc va ngimg thude.

- Theo dbi nong do acid mat trong huyét
thanh dé xac dinh cac truong hop co
nguy co cao dan dén sinh non (>40
umol/L) hoidc thai chét luu (acid mat
huyét thanh khong nhin an >100
umol/L).

Nguon: https://canhgiacduoc.org.vn/
CanhGiacDuoc/DiemTin/5668/mhra-
thiopurin-va-nguy-co-u-mat-trong-
gan.htm
FDA: Canh bdo vé nguy co ngira
nghiém trong khi ngirng thudc khang
histamin dwong udng sau dot diéu tri
kéo dai

Tém tit

Co quan Quan ly Thyc pham va
Duoc pham Hoa Ky (FDA) canh bao vé
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nguy co ngtra nghiém trong nhung hiém
gip khi ngimg cac thudc khang histamin
duong udng sau mot thoi gian st dung
dai.

Céc thudc khang histamin bao gdém
ca nhitng thubc ké don va khong ké don
(OTC). Tinh trang ngta da dugc ghi
nhan trén bénh nhan str dung cac thude
nay hang ngay va kéo dai it nhat vai
thang dén vai nim. Cac bénh nhan nay
cling khong co tién si ngra trudc khi
khoi dau diéu tri voi cac thudc khang
histamin. Cac truong hop duge bao cio
tuy hiém gap nhung nghiém trong, bénh
nhan thuong c6 biéu hién ngira nghiém
trong, lan rong va can dén can thi¢p y té.
Do d6, FDA dang bo sung canh bao trén
to thong tin san pham vé nguy co ngira
khi ngimg thudc sau khi sir dung céc
thudc khang histamin ké don (bao gom:
cetirizin va levocetirizin) kéo dai. FDA
s& yéu cau cac nha san xuat bo sung canh
bao vé nguy co nay trén nhan thudc cua
cac khang histamin khong ké don
(OTC). Trong thoi gian chd cap nhat,
FDA tiép tuc theo ddi va canh bao cho
cong dong vé phan ung c6 hai hiém gip
nhung nghi€m trong nay.

Nguy co ngira nghiém trong lién
quan deén cetirizin va levocetirizin

Cetirizin va levocetirizin 14 cac thudc
khang histamin, ¢6 tac dung déi khang
v6i histamin do co thé giai phong trong
cac phan ung di ung. Ca hai thude déu
dugc phé duyét cho chi dinh diéu tri di
ung theo mua & nguoi 16n va tré em tur 2
tudi tr 1én, di tng quanh nam (viém mii
di tng quanh ndm va may day man tinh
quanh nim) ¢ bénh nhan tir 6 thang tudi
tro 1€n.

Trong khoang thoi gian tr ngay
25/04/2017 dén ngay 06/07/2023, FDA
da ghi nhan duogc 209 truong hop trén

thé gidi (197 truong hop & Hoa Ky) xuét
hién ngra sau khi ngung st dung
cetirizin (180 truong hop), levocetirizin
(27 trudng hop), hodc ca hai thudc (2
truong hop) trong co s¢ dir ligu cua hé
thong bao cio bién cd bét lgi FDA (FDA
Adverse Event Reporting System -
FAERS). Trong tat cd 209 truong hop,
blen cb ngira déu c6 mdi lién hé phu hop
vé thoi gian véi viée ngimg thude, cu thé
thot gian khoi phat ngtra trung vi 1a 2
ngay, dao dong tur 1 - 5 ngay. 182 truong
hop (chiém 87%) duoc bao cdo truc tiép
tir ngudi dung thude, trong d6 6 truong
hop do nhan vién y té tu bao cdo triéu
ching cua chinh ho. Trong do, 106
truong hop o6 thong tin vé thoi gian sir
dung thudc, khoang 92% (97 truong
hop) c6 thoi gian dung thubec trén 3
thang, cho thay viée sir dung kéo dai co
thé 1a mot yéu td nguy co gy bién cb
nay. Trung vi ctua thoi gian st dung
thudc trude khi xuat hién ngira sau khi
ngimg thudc 1a 33 thang, tuy nhién dao
dong rat 16n tir 1 tuan dén 23 nam. Ngoai
ra, s6 ca ngira tang khi thoi gian str dung
thudc tang, cho thay rang thoi gian sir
dung thudc cang kéo dai thi cang ting
nguy co gap bién cb bat loi nay.

Nhiéu bao cdo md ta tinh trang ngira
lan rong toan than sau khi ngimg thudc,
giy anh huong nghiém trong dén chat
luong cude séng va sinh hoat ciia ngudi
bénh. Cac bién chimg nghiém trong bao
gom: tan tat (48 truong hop), nhap vién
(3 trudng hop), xuat hién y dinh hoic
hanh vi ty sat (2 truong hop). Co6 92/93
truong hop ghi nhan duoc bién cd ngira
lai xuét hién sau khi tai st dung sau d6
ngimg thudc. Tuy nhién, viéc tai sir dung
thudc gitp giam ngia & 71/79 truong
hop (chiém 90%), sau d6, giam liéu
thudc tir tir gitip cai thién triéu ching &
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9 trong sd 24 truong ‘'hop thtr su dung
phuong phép nay (chiém 38%).

Hau hét cac thubc cetirizin va
levocetirizin dugc cap phat dudi dang
thudc (OTC). Cu thé, nim 2022, udc
tinh c6 khoang 26,8 triéu don thudc
cetirizin va levocetirizin duoc cip phat
tr cic nha thudc ngoai tru tai Hoa Ky,
trong d6, 65% (17,5 triéu don thuéc) 1a
cac ché pham OTC, 35% (9,3 triéu don)
1a thubc ké don. Ngoai ra, udc tinh 62,7
triéu goi thudc cetirizin va levocetirizin
OTC duogc ban cho nguo1 bénh tir cac co
sO ban 1é.

Mic du, co ché chua rd rang, tuy
nhién, danh gia cta FDA cho thiy c6
mbi lién quan gitta phan tmg ngtra véi
viéc ngimg cac thudc cetirizin va
levocetirizin. Nhiéu bdo cdo md ta tinh
trang ngra lan rong, can can thiép y té,
d6ng thoi anh huong dang ké va kéo dai
dén chat luong cudc séng va sinh hoat
ctia bénh nhan. Hau hét bénh nhan xuét
hién ngtra sau khi ngimg thudc déu co
thoi gian str dung thuoc kéo dai hon 3
thang, chi mdt s it truong hop xuét hién
khi dung thube dudi 1 thang. Viéc tai sir
dung thudc gitp lam giam ngtra ¢ da s6
truong hop, ngoai ra, ¢ mot s bénh
nhan, viéc giam liéu tir tir sau khi tai st
dung cting giup cai thién triéu ching.
Hién nay, FDA chua xac dinh dugc yéu
t6 nguy co nao khac din dén tinh trang
ngua sau khi ngtng thude.

FDA luu y rang tit ca cac loai thude
déu co thé gy ra tac dung khong mong
mudn ngay ca khi duoc str dung véi chi
dinh phu hop. Mdi ca thé bénh nhan c¢6
thé phan ung voi thudc theo cach khac
nhau, tuy thudc vao tinh trang suc khoe,
yéu to di truyén, cac loai thudc ding
déng thoi, .... Do d6, FDA chua thé xéc
dinh chinh xac kha ndang mot bénh nhan

gap phai phan Uimg ngtra sau khi ngung
st dung cetirizin hodc levocetirizin.

Khuyén céo danh cho nhan vién y
té:

- Nhén vién y té can luu ¥ nguy co
ngira nghiém trong khi ngimg cac thude
khang histamin (cetirizin, levocetirizin)
sau dot sir dung kéo dai. Bao cdo vé phan
ung c6 hai nay da dugc ghi nhan ¢ bénh
nhan dung thudc khang histamin hang
ngay va kéo dai it nhat vai thang, tham
chi 1a vai nam.

- Thoi gian khoi phat ngua thuong
trong vong vai ngay sau khi ngung
thude, ddi véi ca thude ké don va OTC
chtra cetirizin, levocetirizin.

- Khuyén cao bénh nhan thong bao
v6i nhan vién y té khi xuat hién ngira
nghiém trong sau khi ngling cetirizin
hoac levocetirizin.

- Hiéu qua cua cac bién phap xur tri
phan g c6 hai nay chua duge danh gia
day di. Tuy nhién, triéu chimg ngira
giam & hau hét bénh nhén khi tai st dung
thudc, va & mot s6 bénh nhan giam liéu
tir tir sau khi tai sir dung thude.

- Trudc khi ké don nhiing thudc
khang histamin duong ubng, ddc biét khi
can str dung cac thube nay kéo dai, thao
luan vdoi1 bénh nhan vé nguy co ngua
nghiém trong khi ngung cetirizin hoac
levocetirizin. Nguy co nay can duoc
thao luan ddi v6i ca nhitng bénh nhan sir
dung thuéc OTC chua cetirizin or
levocetirizin.

- B4o cdo cac bién co bat 1g1 nghi ngd
do cetirizin hoac levocetirizin.

Nguén: https://canhgiacduoc.org.vn/
CanhGiacDuoc/DiemTin/5667/FDA-
canh-bao-ve-nguy-co-ngua-nghiem-
trong-khi-ngung-khang-histamin-sau-
dot-dung-keo-dai.htm
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WHO: Canh bzio vé thudc tiém gia
IMFINZI 500mg/10ml

IMFINZI (durvalumab) dang dung
dich dé pha tiém truyén tinh mach, duoc
chi dinh trong diéu tri ung thu phdi
khong té bao nhé & nguoi 1én. Nam
2024, WHO da timg canh bao vé 1 16
thudc IMFINZI gia tai 3 qubc gia:
Armenia, Lebanon va Thé Nhi Ky. Méi
day, thang 3/2025, WHO tiép tuc phat
hién ba 16 thudc IMFINZI (durvalumab)
500mg/10ml gia tai Iran va Tho Nhi Ky.
Do d6, WHO dua ra canh bao vé san
pham  thuéc  tiém  IMFINZI
(durvalumab) 500mg/10ml gia nay.

Cach nhan biét sin pham gia mao:

Céc san pham gia nay co su sai khac
vé danh tinh, thanh phan va ngudn goc.
Hang san xuét chinh hing AstraZeneca
x4c nhan nhiing san pham trong canh
bao nay la hang gia va phat hién nhiéu
diém bat thuong trén bao bi. Cu thé:

- L6 BAZR: Day la s6 16 chinh hang
chi phan phéi tai An Po. San pham gia
c6 su khac biét trong hinh &nh minh hoa
trén bao bi, vi tri chit va thiéu mét sb
chir.

- Lo BBEG: Pay la s6 16 chinh hing
chi phan phéi tai Ai Cap. San pham gia
co su khac biét trong hinh &nh minh hoa
trén bao bi, vi tri chit, déng thoi, thiéu
mot s6 chir va gia san pham (tinh bang
don vi tién t& Ai Cép).

- L6 AVZT: S6 16 nay khong duoc
nha san xuat cong nhan. Do do, bat ky
san pham IMFINZI nao c6 s6 16 nay déu
dugc coi la gia.

Nguy co khi sit dung sin phim
thuoc IMFINZI gia

Nhitng san  pham  IMFINZI
(durvalumab) gid mao nay la khong an
toan cho nguodi bénh, trong mat sb

truong hop c6 thé de doa dén tinh mang.
Viéc str dung cac thudc tiém IMFINZI
gia co thé dan dén thit bai diéu trji hoic
cham tré diéu tri. Do d6, viéc nhan dién
va loai bo hoan toan céac thubc tiém
IMFINZI gia mao khoi thi truong 1a diéu
can thiét dé dam bao an toan cho bénh
nhan.

Khuyén cdo cho nhén vién y té

- WHO khuyén cdo cac nhan vién y
t€ phai bao c4o bat ky truong hop nao vé
tac dung khong mong muon, thiéu hiéu
qua diéu tri cua thuéc hodc nghi ngo
thudc gia cho Co quan Quan Iy Duoc
Quéc gia hoic Trung tdm Canh giac
Duoc Qudc gia.

- WHO khuyén céo cac co quan quan
1y/ co quan y t&/ co quan thuc thi phap
luat tdng cudng giam sat va canh giac
trong chudi cung Ung, dac bi€t ¢ cac
quéc gia/khu vuc c6 kha ning bi anh
huong boi cac san pham bi 1am gia va tai
cac thi truong khong chinh thirc. Pong
thoi, théng bao ngay cho WHO néu phat
hién cac san pham gia mao.

- WHO khuyén cdo nguoi bénh
khong sir dung cac san pham nay. Néu
da s dung hodc gap phai tac dung khong
mong muon, can bao cho nhan vién y té
dé dugc hd tro kip thoi.

- T4t ¢4 cac san pham y té phai dam
bao phén phéi tir cac nha cung cap dugc
iy quyén hodc dugc cap phép.

Ngudn: https://canhgiacduoc.org.vn/
CanhGiacDuoc/DiemTin/5663/WHO-
canh-bao-thuoc-gia-infinzi-
500mg10ml.htm

EMA: Khuyén ciao bién phip giim
thiéu nguy co roi loan tam than khi si
dung thuoc finasterid va dutasterid
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Sau mot danh gid dua trén cac dit liéu
stt dung thudc finasterid va dutasterid
trén toan Lién minh Chau Au, Uy ban
Canh giac dugc cia Chau Au (PRAC) da
xac nhan rr;“lng viéc xuat hién y dinh tu
sat 1a mot tac dung khong mong mudbn
khi stt dung vién nén finasterid ham
luong 1mg va 5 mg voi tan suat chua rd.

Hi¢n nay, finasterid dang vién nén
1mg dugc sir dung trong diéu tri ching
rung toc (rung toc ndi tiét td androgen) &
giai doan sém. Vién nén finasterid Smg
va vién nang dutasterid 0.5mg duoc sur
dung dé diéu tri tang san tuyén tién liét
lanh tinh.

Phén 16n cac truong hop xuat hién y
dinh tu sat dugc bao cao ¢ nhitng bénh
nhan su dung vién nén finasterid 1mg dé
diéu tri rung toc do ndi tiét to & nam giolL.
Thong tin san pham cua cac ché pham
chtra finasterid da bao gom cac thong tin
canh bao vé nguy co rdi loan tim than
nhu tram cam va c6 y dinh tu sat. Bénh
nhan nén tham khao y kién bac si va
ngimg thudc finasterid khi xuét hién cac
tri¢u chirng nay.

To thong tin san pham cua finasterid
cling s& cap nhat thong tin canh bao vé
cac tac dung khong mong mudn lién
quan dén chtrc nang sinh duc (nhu giam
ham muon hoac roi loan cuong duong),
bién cb nay ciing gop phan dan dén roi
loan tdm than trén bénh nhan

Thé thong tin danh cho bénh nhan sé
dugc bd sung trong cac ché pham
finasterid dang vién nén dé luu y bénh
nhan vé cac nguy co nay va hudng dan
cach xtr tri phu hop.

Cac khuyén co nay dugc dua ra sau
khi EMA két thiic viéc danh gia nguy co
lién quan dén xuat hién y nghi va hanh
vi tu sat khi st dung finasterid va
dutasterid. PRAC d3 xé4c dinh xuét hién

v nghi tu sat la mdt phan trng ¢6 hai cua
finasterid va dutasterid. Tuy nhién,
PRAC ciing két luan réng loi ich diéu tri
cua finasterid va dutasterid van vuot troi
nguy co & tat ca cac chi dinh dugc phé
duyét hién nay.

Dir liéu hién nay chua thé xac dinh
moi quan hé nhan qua gitra dutasterid va
nguy co xuit hién y dinh ty sat. Tuy
nhién do co ché tac dung cua dutasterid
tuong dong véi finasterid nén canh bao
vé nguy co roi loan tdm than do
dutasterid cing s& dugc bo sung vao muc
Than trong trong to théng tin san pham.

Panh gia ciia PRAC vé nguy co rdi
loan tam than lién quan finasterid va
dutasterid

PRAC tién hanh danh gia duva trén dir
liéu hién c6 vé hiéu qua va do an toan
cta finasterid va dutasterid, bao gom dit
ligu tor cac thu nghi€ém 1am sang, co s¢
dir li¢u EudraVigilance (co s& dir liéu
béo cdo vé phan tng co hai cua chau
Au), tai liu y vdn va cac nghién ciu
khoa hoc.

Co s¢ dit liéu EudraVigilance ghi
nhan duoc 325 truong hop xuat hién y
dinh tu sat, trong d6 313 trudng hop nghi
ngo do finasterid va 13 truong hop nghi
ngo do dutasterid, trong do 1 trudong hop
bénh nhan duge st dung ca hai thudc
nghi ngo. Nhiing bao cao nay dugc danh
gia moi lién quan gita thudc va bién ¢
& mirc do "c6 thé" hodc "c6 kha nang",
hau hét bénh nhén st dung thube dé diéu
tri triéu chung rung toc. Két qua nay
dugc ghi nhan trong béi canh s dung
thudc 1a khoang 270 triéu nim-ngudi
bénh (patient-year) bénh d6i véi
finasterid va 82 tri¢u nam-ngudi bénh
d6i v6i dutasterid (trong d6 1 nAm-ngudi
bénh dugc dinh nghia 1a dir li¢u st dung
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thudc trong mot nam cua mot nguoi
bénh).

Trong sudt qua trinh danh gia, PRAC
da tiép nhan va danh gia cac thong tin
lién quan tur bénh nhan, nguoi cham soc,
nhan vién y té, nha khoa hoc va cac t6
chure cia bénh nhan va nguoi tiéu ding.

Khuyén cdo danh cho nhén vién y
té

-Khuyén cdo bénh nhan dang su
dung finasterid de diéu tri rung toc (rung
toc do noi tiét td androgen) ngung thuoc
va tham khao y kién bac si diéu tri néu
xuét hién chan nan, tram cam hodc y
nghi ty sat.

- Finasterid cfing lién quan dén nguy
co r6i loan chire ning tinh duc, diéu nay
c6 thé gop phan gay réi loan tAm than
trén bénh nhan. Do d6, can tu van va can
nhic ngimg thudc khi bénh nhan co
nhimg biéu hién nay.

- M&i hop thude finasterid s& dugc bd
sung magt thé thong tin danh cho bénh
nhan dé luu y bénh nhan vé nguy co va
huéng dan cach xir tri phu hop.

- EMA d3 két thtc viéc danh gia dua
trén dit liéu trén toan Lién minh chau Au
vé cac thudc finasterid (vién nén ham
luong Img va 5 mg, xit ngoai da) va
dutasterid (vién nang 0,5mg), EMA da
ket luan mirc d6 bang chémg vé nguy co
r6i loan tAm than 13 ¢6 su khac biét gilra
céq hoat chét, chi dinh va céc dang bao
ché.

- Panh gia cho thiy chua du bang
chtng dé thiét 1ap mbi lién hé nhan qua
giita st dung dutasterid va nguy co xuat
hién y nghi tu sat. Tuy nhién, dva trén co
ché tac dung ciia nhém e ché 5-alpha
reductase (5-ARlIs), thong tin san phém
cua dutasterid cling s€ dugc cap nhat de
bd sung canh bao vé nguy co nay.

- EMA s€ guri mot van ban thong tin
vé nguy co roi loan tdm than cua
cac thudc finasterid va dutasterid t6i cac
nhan vién y té va ding tai trén trang
website chinh thuc cua EMA

Ngudn: https://canhgiacduoc.org.vn/
CanhGiacDuoc/DiemTin/5662/khuyen-
cao-bien-phap-giam-thieu-nguy-co-roi-
loan-tam-than-khi-su-dung-finasterid-
dutasterid.htm

TONG KET HOAT PONG BAO
CAO PHAN UNG CO HAI CUA
THUOC (ADR) TAI BENH VIEN
PHU SAN - NHI PA NANG TRONG
6 THANG PAU NAM 2025

DS. Pham Thi Bich Diép
S6 lwong bao cao ADR
S6 lwong bao cdo ADR theo thing
Tu thang 01/2025 dén hét thang
O6~/2025, bénh vién Phu san — Nhi Da
Nang ghi nhan dugc 103 bao cao ADR.
Trong do, thang 4 va thang 6 1a hai thang
c0 s0 lugng bao cao nhiéu nhat 12 22 béo

céo, thang 2 ¢ sb lugng bao cao it nhat
1a 11 bao cdo. (Chi tiét theo Hinh 1)
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Thang Thang Thang:, Thdn& Thcmg7 Thdn&
| 2

S6 luong

(=}

mCS1 ®mCS2 mLiy tién

Hinh 1. S6 lwgng bdo cdo ADR theo thing
S6 lwong bdo ciao ADR ghi nhan theo
khoa phong

C6 20 khoa phong (17 khoa tai CS1
va 3 khoa tai CS2) duogc ghi nhap xuat
hién ADR. Trong d6 c6 9 khoa khéi Nhi,
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8 khoa khéi Phu San, khoa Dugc, khoa
Gay mé hi strc va khoa Gay mé hoi stc
- CS2. Nhi tong hop va Ngoai Nhi 1a 2
khoa ghi nhan xuat hién ADR nhiéu
nhat, 1an luot 13 21 bao cdo va 12 bao
céo. (Chi tiét theo Hinh 2)

25 21
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Hinh 2. 86 lwong bado cdo ADR ghi nhén theo khoa
phong

T4t ca bao cdo ADR thu nhan da dugc
khoa Dugc tong hop va bao cio lén
Trung tdm Quéc gia vé Thong tin thudc
va Theo d6i phan tng c6 hai ciia thude
dé xtr Iy va tham dinh theo quy dinh cta
Bo Y té.

Khoa phong va ddi twong tham gia
bao cao ADR

S6 liegng va 1y 1¢ khoa phong tham gia
bao cao ADR

Co 20 khoa phong (17 khoa tai
CS1 va 3 khoa tai CS2) tham gia bdo céo
ADR. Trong d6, khoa Nhi Tong hop
tham gia bao cao nhiéu nhat vai 18 ca,
chiém, tiép sau la Khoa Duogc (17 ca,
chiém %). (Chi tiét theo Bdng 1)

Badng 1. S6 lwong va ty 16 khoa phong
tham gia bao cdao ADR

Ngoai Nhi 8 8,2
Nhi H6 Hap 7 7,2
Phu Ngoai 7 7,2
Ké Hoach Héa Gia 6 6,2
Pinh
Y Hoc Nhiét Déi 6 6,2
Phu San Tu 5 52
Nguyén
Gay Mé Hoi Strc 3 3,1
Nhi Ty Nguyén 3 3,1
Khoa Sinh 2 2,1
Nhi Tiéu Hoa 2 2,1
Hau San Dudng 2 2,1
Nhi
PBon  nguyén 1 1,0
phong Cap cuu luu
Nhi Hoi Strc 1 1,0
San Bénh ly 1 1,0
Tong 97 100,0
-CS2 -
Phu Ngoai — CS2 3 50,0
ggz Mé Hoi Stc — 5 333
Khoa Sinh — CS2 1 16,7
Tong 6 100,0

Ty 1é doi twong tham gia bdo cdo ADR

bicu Ho sinh vién
dudng ;
7.8% \‘

Duoc si ’

17.5%
Bac si
67.0%

Khoa phong S6 lwong | Ty 18 (%) )
Hinh 3. Ty I¢ doi twong tham gia bdo cao ADR
- CS1 - ,

Nhi Tong Hop 18 18.6 A bo1 .tAqu’ng tha}m gia b.éo‘céc; ADIA{ tai
P T s Bénh vién Phu san — Nhi Da Nang rat da

,Oa Hoe ’ dang. Trong do, doi tuong gui bao céo
Mit - TMH - RHM 8 8,2 chu y€u la bac si chiém 67,0%; dugc si
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chiém 17,5%; diéu dudng va nir ho sinh BOSA Mau va cac san | 1,0
vién chiém ty 1¢ bang nhau v&i 4,9 %. pham lién quan
B4o c40 ADR theo nhom dugc ly, hoat Hormon ~ thuy 1,0
K, o | | : : HOIB |sau tuyén yén 1
chat va duong dung (thubc thiic dé)
Ty I¢ bdo cdo ADR theo nhom duoc ly Khéng sinh 10
Cac thudc nghi ngd gdy ADR dugc J01G | nhom oo 1
thong ké theo nhom dugc 1y (theo ma AmInoglycost
, 2 e . nhoém quinolon
Bang 2. So lwong va ty 1é nhom dwoc ly i —
dwoc ghi nhan ADR J06B dGiC(L " 1 1.0
Mi , £ So [ Tyl Thud hd 1,0
Nhém thuoc ; ey N ;
ATC lwong | (%) PO2C giun san \
- CS1 - Céc 1,0
Khang sinh ROTED corticosteroid !
nhém beta —
e Khac V06D | Chat nudi dudng 1 1,0
JOID | (nhém 3 34,7 Chat can quang 1,0
cephalosporin, VO8A chtra iod 1
nhom x
carbapenem...) Tong 101 | 1000
Cac khang sinh — CSZ,'
Kkhac Khang sinh
. nhém beta
JOIX | (glycopeptid, 18 17,8 h
din chit lact?m khac
Imidazol) JO1D (l'lhOl'Il ' 4 66,7
cephalosporin,
Khéang sinh nhom
JO1C nhém beta 16 15,8 Carbapenem_ . )
lactam, penicilin ,
g GO2A | Cac thubctrode | 1 | 16,7
Khéang sinh —
JolF | mhom macrolid, | o 8.9 Thude gidm dau
%, Tt > NO02B | va ’thuoc ha sot 1 16,7
streptogramin khac
GO2A | Céc thubctrgdé | 7 | 69 Tong 6 | 1000
T_}}uéc _ khdng Két qua khao sat cho thdy trong 6
MO1A tvﬁf?mkg a chong |, 4,0 thang dau nam 2025, hau hét cac thudc
stélr]i)i dsop fon= gay ADR la khang sinh, trong d6 nhom
. — beta lactam khac (nhém cephalosporin,
B05B Elfcliltmyen tnh |, 2,0 nhom carbapenem...) chiém 34,7%, ticp
M dén la nhom céac khang sinh khac
Vitamin K va (glycopeptid, dan chat Imidazol) chi€ém
B02B rcr?;u k(l:l};?:t cam |1 1.0 17,8% va nhom khang sinh nhom beta
lactam, penicilin véi ty 1€ 15,8%. Bén
canh do, nhom khang sinh nhom
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macrolid, lincosamid va streptogramin | [ohexol 1 1,0
cling ghi nhan ADR vo1 ty 1€ cao 1a [ evofloxacin 1 1.0
8,9%. .
, Oxytocin 1 1,0
Ty l¢ bao cdo ADR theo nhom hogt chat Prednisolon 1 10
Bdng 3. 86 lwong va 1y 1é hoat chdt Vitamin k1 1 1.0
dwoc ghi nhan ADR Téng 101 | 100.0
Hoat chit So Tg’ Ig -CS2 -
lugng | (%) Cefuroxim 4 | 66,7
- CSI - Misoprostol 1 16,7
Ceftriaxon 17 16,8
Nefopam 1 16,7
Vancomycin 16 15,8 .
Tong 6 100,0
Clindamycin 9 8,9
# ceftriaxone la thudc c6 ghi nhan bao cao
Cefoxitin 6 5,9 X P X »

My : ADR nhié€u nhat, chiém ty 1€ 16,8% (17
Ticarcilin/acid clavulanic 5 5,0 béo c4o); tiép theo 1a vancomycin ¢o ty
Amoxicilin/acid 4 4,0 1¢ ADR xap xi 1a 15,8% (16 bao cdo);
clavulanic thuoc ghi nhdn ADR nhiéu thr ba la
Cefotaxim 4 4,0 clindamycin véi ty 1€ 1a 8,9%. Mot so
Diclofenac 4 4.0 KS, nhom beta lactam, penicillin; cég KS

e A nhém cephalosporin nhu cefuroxime,
PR bt 3 30 cefotaxime; thudc khang viém non —
Cefuroxim 3 3,0 steroids nhu diclofenac; misoprostol
Piperacilin/tazobactam 3 3,0 ciing ghi nhan ADR véi ty 1€ ghi rlhém tur

T A R x: 0 .
Metronidazol 7 2.0 2,9 6,9% (g 9 bacg C'flO) ’cho n,101 192_11.
\ , Céc hoat chat da s6 la cac khang sinh
Aciq amin - 1,0 duoc lya chon trong nhiéu huéng dan
Acid amin/ glucose/ dign | 1 1,0 dicu tri cua cac nhiem khuan dac biét
glal nhiém khuan ndng, phtt hop vé1 mo hinh
Albendazol 1 1,0 bénh tat va su dung thudc dac thu tai
Albumin 1 1,0 | bénhvién.
Amikacin 1 1,0 Ty l¢ bao cao ADR theo nhom dwong
Ampicillin 1 1,0 dung S ‘
Cefalotin 1 1.0 - Hau hé;[ cé:: ADR déu xayra & du’(‘)’ng?I
— 1 o tiém/ truyén tinh mach (77,6%). Sau do
clamando ’ la duong udng voi 15,0%; dat truc trang,
Cefazolin 1 1,0 dat am dao, dat hau mon véi ty 1€ bang
Cefoperazon 1 1,0 nhau la 1,9% va cu6i cung la tiém bap
\ A r.. ~ 0 . . /\’
Cefoperazon/sulbactam 1 1.0 va ngam dudi ludi (0,9%). (Chi tiet theo
Hinh 4)
Glucose 1 1,0
Immunoglobulin ngudi 1 1,0
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1.9% 0.9%

g

1.9% 0.9%

= Tiém/ Truyén
tinh mach

= Ubng

= Pt truc trang

= Pat am dao

= Pat hau mon

77.6%

Hinh 4. Ty 1é dwong ding thuéc dwoc ghi nhdn ADR

Bio ciao ADR theo biéu hién, nhém to
chirc co thé bi anh huwéng (Medra) va
mirc d0 nghiém trong

Ty Ié bao cdo ADR theo biéu hién

Cac biéu hién ADR duogc ghi nhan
trong cac bao cdo giai doan tu thang
01/2025 dén thang 6/2025 bao gdm: ban
do, ngra (74 bao cao), phan ting phan vé
(11 bao c4o), pht mi mat (7 béo cdo), so6i
tai mat (4 bao cao), tang men gan (3 bao
c40) va dau dau, sot tang Creatinin, tiéu
mau (1 bao cao mdi loai). (Chi tiét theo
Hinh 5)

20 74
%‘f 60
B 40 T
2 20 T4 3 1111
0 . | - —
> @, X [ > N X QD
& T 963\ Sl q,\@\\n &
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Hinh 5. S6 heong bdo cdo ADR theo biéu hién

Ty I¢ bao cao ADR theo nhom 16 chirc co
thé bi anh huong (MedDRA)

Cac ADR duogc ghi nhan hau hét lién
quan dén da va mo dudi da (74 bao cdo).
C6 11 bao cao ADR gay rdi loan hé mién
dich va 7 bao cdo gay rdi loan mat, 4 bao
c40 ADR dan dén bét thuong vé chi sb
xét nghiém, 4 bao cao ADR giy rdi loan
tiéu hoa (soi tai mat). Mot s ADR it gip
lién quan dén cac hé co quan nhu toan
than, than kinh va than — h¢ tiét nigu
cling dugc ghi nhan, tuy nhién chi & murc

do rai rac véi mdi nhdom cd 1 bao cao.
(Chi tiét theo Hinh 6)
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Réi loan Réi loan Roi loan  Chi s6 Réi loan Réi loan Réw loan Réi loan
davamé hé¢ mién  mat xét  tiéuhoa toan thanthankinh than va
dudida  dich va phan tiet niéu
ung tai vi
tri ding
thude

nghiém

Hinh 6.S6 lwong bdo cdo ADR theo t6 chitc co thé bi
anh hwong (MedDRA)

Ty l¢ bao cao ADR theo murc do nghiém
trong

Nhap De doa
vién/kéo tinh mang
dai thoi ‘ 2.9%
gian ndm
vién Khong
7.8% nghiém
trong
89.3%

Hinh 7. Ty I¢ bao cdo ADR theo murc do nghiém trong

Hau hét cic bao cao ADR & mirc do
khong nghiém trong chiém 89,3% (92
bao cdo), caic ADR nghiém trong gay
nhép vién/ kéo dai thoi gian nam vién 1a
7,8% (8 bao cdo), ADR nghiém trong de
doa tinh mang (phan v€ muc d0 nang)
duoc ghi nhan 2,9% (3 bao cdo), trong
d6 2 bao céo dugce ghi nhan tai khoa Nhi
cip ctu — HSTC & CP va 1 bio cao
duoc ghi nhan tai khoa Ngoai Nhi.

Tham dinh bdo cdo ADR

Chéc chin

2.9% Co thé

35.0%

Co kha
nang
62.1%

Hinh 8. Ty 1é mikc tham dinh theo thang diém Naranjo
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Tir thang 01/2025 dén thang 6/2025,
trong 103 bao cdo ADR, muc danh gia
ghi nhan dugc da phan 1a c6 kha ning
gdy ADR chiém ty 18 62,1% (64 bao
c40); tiép theo 1a c6 thé gdy ADR chiém
ty 1€ 35,0%. Ngoai ra, c6 3 bdo céo
(2,9%) duoc danh gia 1a chic chin gay
ra ADR.

Két luan

Trong giai doan tir thang 01/2025 dén
thang 6/2025, s6 luong béo cdo ADR
dugc ghi nhan tai Bénh vién Phu san —
Nhi Pa Nang 1a 103 bao céo v&i 32 hoat
chat nghi ngo.

Két qua pht hop voi mo hinh bénh tat
cua bénh vién chuyén khoa phu san va
nhi, cic nhom thudc gy ADR chu yéu
1a khang sinh va giam dau chéng viém
khong steroid (NSAIDs). Trong do,
khang sinh chu yéu gip phai 1a cac thude
dang tiém/ truyén tinh mach nhom beta-
lactam va glycopeptid. Hoat chit c6 sb
lugng bao cao ADR cao nhat la
ceftriaxone véi 17 trudong hop, trong do
cac phan tng déu phu hop voi nhimng
ADR da duogc ghi nhan trong y van, bao
gom: ban do da, ngira (ADR thuong
gap), so1 tii mat (ADR it gdp) va mot
truong hop phan v¢. Cac phan tng nay
da sb & muac dd nhe, khong nghiém
trong, va bénh nhan déu hoi phuc sau khi
dugc xur tri bang cac bién phap phu hop
nhu: st dung thudc khang histamin,
ngung thudc, chuyén sang khang sinh
khac. S6 luong bao cao ADR dugc ghi
nhan nhiéu tht hai 1a do vancomyecin,
day la thudc khang sinh khoang diéu tri
hep, st dung cho nhiém khuin gram
duong dé khang, dic biét la
Staphylococcus aureus khang
methicillin (MRSA). Vancomycin da
dugc ching minh 1a thubc co nhleu
ADR, déc biét 1a hoi ching tiém truyen
lién quan dén vancomycin (trudc day

duoc goi 13 hoi chimg ngudi do), sbt do
thudc. Dé han ché nhiing ADR nay, t6
Duogc lam sang da tién hanh theo doi,
dam bao noéng do va tdc do truyén khong
vuot qua khuyén cdo, 1an luot 1a Smg/ml
va 10mg/phat, thuc hién TDM
vancomycin dé dam bao AUC khong
quéa 600mg.h/L (ngudng gay suy than
cua thude).

Biéu hién ADR ghi nhan dugc da $6
1a khong nghiém trong, xay ra trén da va
mo dudi da nhu ban do, ngura, tuong tu
nhu y van ghi nhan vé tac dung c6 hai
thuong gip trén cac nhom khang sinh
beta-lactam, glycopeptid, NSAIDs. Co
11 bdo céo phan ung phan v¢, trong do
cO 3 ca c6 muc do nghiém trong de doa
tinh mang, tat ca cac ca déu duogc xir tri
theo quy trinh xir tri phan vé va hoi phuc
khong di chung.

Té Duge lam sang thuc hién tham
dinh toan by ciac bao cdo ADR (theo
thang diém Naranjo) trudc khi gui ra
Trung tam DI & ADR Quéc gia. Cac
phan ung gép phai dugc tham dinh da
phan 13 “c6 kha nang” hodc “ co thé” lién
quan dén thudc nghi ngd. Két qua nay
pht hop véi tinh trang thuc té nhing
bénh nhan duogc bao céo déu 1a cac bénh
nhan st dung nhiéu loai thube trong
ngay, cac biéu hién ADR thudng nhe nén
khong loai trir dugce cac kha nang di img
thtrc an, thoi tiét.

Nhin chung, cac ADR da va dang
duge thue hién bao céo va thim dinh déy
du. Trong thoi gian téi, to Dugc lam
sang tiép tuc ting cuong theo ddi chu
dong ADR trén cac thudc va bénh nhan
c6 nguy cao dé phat hién, bao cdo va xir
tri kip thoi.
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nh giri: Cac khoa lam sang, can lam sang
Bénh vién Phu san-Nhi Pa Nang

TG Thong tin thudc - Dude lam sang xin tran trong glti cac quy déng nghiép bao
cao téng hop s6 lwong bao cao ADR da dugc thu nhan tlr cac don vi khoa 1am
sang, can lam sang trong giai doan thang 1/2025 - 6/2025, chi tiét xin xem tai Bao
cao dinh kem.

Trong 6 thang dau nam 2025, bénh vién Phu sén - Nhi Ba Nang ghi nhan duoc

103 bao cao ADR vé&i 32 hoat chat nghi ngo trén téng s6 20 khoa phong gém:
8 khoa khoi Nhi, 8 khoa khéi Phu San, Bon nguyén phong Cap clitu lwu, khoa
Ph3u thuat - GM & HSTC cua cé 2 co sd, khoa Duoc. Trong dé ghi nhan 3 khoa
lam sang c6 thanh tich bao cdo nhiéu nhat 1a Nhi Téong hop, Mat - TMH - RHM,
Ngoai Nhi. K&t qua nay nhd vao su dong gop tich cuc clia cac bac si, duoc si,
diéu dudng, ho sinh va ki thuat vién trong toan vién.

Khoa Dudgc tran trong gtti 16i cdm on va mong mudn dudc ti€p tuc phdi hdp Vi
cac khoa lam sang, can lam sang thuc hién hoat ddng bao cao ADR véi muc tiéu
dam bao st dung thudc an toan, hop ly nham gop phan quan trong vao viéc nang
cao chat lwgng cham séc, diéu tri cho bénh nhan.

Khoa Dugc
T6 Théng tin thuéc- Duoc [Am sang




PHU LUC

TONG HOP SO LUONG BAO CAO ADR TU CAC KHOA GIAI DPOAN
THANG 1-6/2025 TAI BENH VIEN PHU SAN- NHI DA NANG

_ Khoaphgng  Cesil  Cosg2  Sbeaghinhin |
Nhi Tong Hop 18 18
Khoa Duoc 17
Mit - TMH - RHM 8
Ngoai Nhi 8
Nhi Hé Hap. 7
Phu Ngoai
K¢ Hoach Hoa Gia Dinh
Y Hoc Nhigt Pgi
Phu San Tu Neuyen
Nhi Tu Nguyen
Khoa Sinh
Nhi Tiéu Hoa
Hau San Dudng Nhi
Nhi Hoi Sure
Tong
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