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Phan vé lién quan dén thudc can quang chira iod: Phén
tich tin hi€u twr co’ s& dir liéu bao cao ADR Quoc gia trong
giai doan 2015 - 2019

Anaphylaxis to iodinated media contrast: A signal analysis from the
National Pharmacovigilance database (2015 - 2019)
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Nguyén Hoang Anh

Tom tat

Muc tiéu: Khao sat dac di€m va phan tich sy hinh thanh tin hiéu phan vé lién quan
dén thuéc cdn quang chia iod trong giai doan 2015 - 2019. Péi tuong va phuong
phép: Nghién clru mo ta, cat ngang thong qua héi ctru dir liéu bdo cdo ADR tu nguyén
tai Trung tdm DI & ADR Quoéc gia t&r nam 2015 dén nam 2019. Két qua: Da ghi nhan
468 (35,9%) truong hop phan vé trong téng s6 1305 bdo cdo ADR lién quan dén thudc
can quang ch(ra iod. Cac thudc dugc ghi nhan nhiéu nhat bao gom: lobitridol (50,1%),
iohexol (21,7%) va iobromid (20,5%). Da s6 phan (ng (88,2%) xuat hién sau tiém
thuoc tur vai phdat dén 1 gio. Bi€u hién cha phan vé thudng gap la cac réi loan tim
mach, hd hap, da/niém mac va tiéu hda vGi > 70% truong hgp bi€u hién trén tim
mach va hé hap. 241 (51,5%) trudng hgp phan vé dugc phan loai tir do Il tré [én trong
dé cd 9 (1,9%) ca tir vong. Tin hiéu phan vé cla thudc can quang chia iod hinh thanh
trong giai doan khao sat véi iopamidol (ROR = 2,61 [1,05 - 6,51] nam 2015), iohexol
(ROR = 2,21 [1,30 - 3,75] nam 2016) va iobitridol (ROR = 1,39 [1,04 - 1,85] nam
2018, ROR = 1,43 [1,13 - 1,80] nam 2019). Két ludn: Nguy co phan vé cla thudc can
quang ch(ra iod dugc thé hién ré thong qua viéc phan tich co sé dir liéu ADR. Cac
danh gid dinh ky phan tich nguy co tir dé thidc day tang cuong nhan thidc cho nhan
vién y té déng vai tro quan trong trong quan ly nguy cg va gidm thiéu hau qua do
phan vé gay ra bdi nhdm thudc nguy ca cao nay.

Tl khod: Thuoc can quang ch(a iod, phan vé, phan Ung cé hai cta thuoc, bdo céo
tu nguyén.

Summary

Objective: To investigate the clinical characteristics and to identify the signals of
anaphylaxis related to iodinated contrast media (ICM) in the period from 2015 to 2019.
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Subject and method: A cross-sectional retrospective study of spontaneous ADR reports
registered at the National DI & ADR Center from 2015 to 2019. Result: Out of 1305 ADR
reports with iodine-based contrast media as suspected drugs, 468 (35.9%) reports were
selected as anaphylactic cases. lobitridol was the most reported (50.1%), followed by
iohexol (21.7%), and iobromid (20.5%). The majority of the cases (88.2%) occurred
within minutes to 1 hour after exposure. Symptoms of anaphylaxis were observed in
cardiovascular, respiratory, dermatologic and gastrointestinal systems, both of
cardiovascular and respiratory reactions were the most common (> 70.0%). 241
(51.5%) cases were classified at severity level 3 and above, and 9 (1.9%) cases led to
fatal outcome. Anaphylactic signals were detected including iopamidol (ROR = 2.61
[1.05 - 6.51] in 2015), iohexol (ROR = 2.21 [1.30 - 3.75] in 2016), and iobitridol (ROR =
1.39 [1.04 - 1.85] in 2018, ROR = 1.43 [1.13 - 1.80] in 2019). Conclusion: The risk of
anaphylaxis attributed to ICM was demonstrated by this analysis of the
Pharmacovigilance database. Routine evaluation so as to raise awareness among

healthcare professionals
consequences of ICM-induced anaphylaxis.

Keywords:
spontaneous reporting.

1. bat van dé

Chan doan hinh anh da va dang tiép
tuc déng vai tro quan trong trong thuc
hanh lam sang nho khd nang giup phéat
hién sém cac bénh trong giai doan cé thé
diéu tri dugc, xac dinh chinh xac hon tinh
trang bénh dé co6 tac dong truc ti€ép va tich
cuc dén ké hoach diéu tri cling nhu liéu
trinh diéu tri cu thé cda bénh nhan. Do
vay, khi ty 1& mac céc bénh ly man tinh
ngay cang tang lén, nhu cau vé cac ky
thuat chan doén hinh anh c6 st dung thudc
can quang cling lién tuc gia tang vdi thi
truong toan cau vao nam 2025 udc dat
khoang 5,3 ty d6 la My [6]. Tuong tu cac
loai thudc khéac, thudéc can quang ciling
tiém an nguy co vé phan Gng c6 hai (ADR)
tlr nhirng roéi loan sinh ly 3 mic dd nhe téi
cac phan Ung cé thé gay de doa tinh mang
nhu phan vé, mac du day la loai phan ung
cé tan suat hiém gap nhung dién bién
nhanh va mdc d6 nghiém trong cla né cé
thé dan dén ti vong cho ngudi bénh néu
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is crucial for

lodinated contrast media,

detecting signals and preventing the

anaphylaxis, adverse drug reactions,

khong dugc phat hién va xt tri kip thai [5].
Trong khi van dé ddm bao an toan trong su
dung thudc can quang chua dugc quan tam
dung muc véi it dit liéu nghién clu, viéc
phan tich dr liéu trong hé théng bao cao
ADR tu nguyén cla cac quoc gia la mét
nguon tham khao h{tu ich gitp du dodn cac
nguy co cé lién quan dén loai thu6c nay
[1]. Trong nhitng nam gan day, Trung tam
DI & ADR Quoéc gia ti€p tuc nhan duogc
nhiéu bdo cdo vé thubc cadn quang chia
iod, bao gbm mot so truong hgp tir vong do
phan vé nghi ngd c6 lién quan dén nhém
thudc nay [4]. Nhan thay day la mét nhém
thuéc cé nguy co cao, can dugc theo dai,
danh gia dinh ky vé do an toan, ching toi
thuc hién dé tai nay véi muc tiéu: Mo ta
dac diém phan (ng cé hai va su hinh
thanh tin hiéu vé phdn (ng phan vé va
séc phdn vé lién quan dén thudéc can
quang chtra iod trong co so dir liéu bao
cao ADR giai doan 2015 - 20109.

2. Poi tuong va phuong phap
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2.1. Déi tuong

Tat ca bao cdo tu nguyén (bdo cdo ADR)
dugc ti€ép nhéan, thdm dinh va luu tri tai
Trung tam DI & ADR Quéc gia tUr ngay
01/1/2015 dén ngay 31/12/2019.

Tiéu chudn lua chon: Cé thuéc nghi ngo
la thudc can quang chira iod.

Tiéu chuan loai trir: Bdo cdo khéng ghi
nhan vé bién c6 bat lgi (bdo cdo vé chat
lugng thubc...); bdo cdo dugc tham dinh la
khéng cé6 moi quan hé gilra thu6c va bién
cO bat loi.

2.2. Phuong phap

Thiét k&€ nghién cdu: M6 ta cat ngang
thong qua héi cGu dir liéu tu céc bdo cdo
ADR.

Déanh gia va lua chon bdo cdo phan vé
lién quan dén thudc can quang chia iod:

Quy trinh phéan loai dé€ xac dinh cac béo
cdo phan vé (case) va cac bdo cdo con lai
(non-case) lién quan dén thudc can quang
ch(ra iod dugc trinh bay & Hinh 1. Trong dé,
cac tiéu chuan dé xac dinh phan vé (case)
va danh gid mic d6 nang dugc dua trén
bi€u hién triéu ching dugc can ci theo
huéng dan phong, chan doan va xu tri
phdn vé cha BO Y té ban hanh nam 2017
[2].

Toan bo bio cao trong CSDL bao cao ADR
tw nguyén giai doan 2015-2019

Bdo cdo ¢d thude
nghi ngo khong phai

-«

- Bdo cdo khéng phdi vé bién
¢6 bat loi (chat lirong thrfcfc.../

- Bdo cdo cd két qua tham dinh

khéng ed moi quan hé giita
thuoc va bién co bat loi

thuée can quang
chita iod L 4
Cac bao cao ADR c¢o thuoc nghi ngo 1a thuoc
can quang chira iod
., X
o ADR dwgc mo ta la soc phan vé/phan \ing

phan vé
. A 4

Khong

Biéu hién ADR c6 it nhit 1 triéu chitng trén it nhat 2 trong 4 hé co' quan bao gom:
‘ da/niém mac, hé hép, tiéu héa va tim mach, hodc cé ha huyét ap nghiém trong [

Khong

‘ v

Co

l

Cé ADR xuat hién trong vong 1 ngay tinh tir lan ding
thuoc cuoi cing

Khéng

Non-case

Hinh 1. Quy trinh phan loai bao cdo case, non-case trong nghién c(u

Moi lién quan gilra thudc va bién co bat
loi dugc danh gid dua trén thang quy két
moi quan hé nhan qua ctda T6 chic Y té
Thé gi6i (WHO).

N&i dung nghién ctu

Thong tin vé bdo cdo lién quan téi
thu6c can quang chila iod: S6 lugng va ty
& phdn vé theo thoi gian, s6 lugng va ty |é
phan vé cla tung hoat chat.

Thong tin chung vé bénh nhan gap
phan vé: Tudi, gidi, tién s di ing.

Théng tin vé ADR: Bi€u hién phan vé
theo hé co quan, thoi gian tiém tang xuat
hién phan vé, muiac d6 nghiém trong, doé
nang, bién phap xu tri.

Pénh gid hinh thanh tin hiéu phan lUng
phan vé cla cac thuéc cdn quang chira iod
theo tung giai doan tir 2015 dén 2019.

X ly dit ligu
D liéu dugc nhap liéu va xi ly bang
phan mém Microsoft Office Excel 2013.

Théng ké mé ta bang gid tri trung binh +
do 1éch chuédn (SD) hoac ty 1é %.
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Tin hiéu vé moét thudc can quang chia
iod - phdn vé: Si dung ty suat chénh bao
cao ROR (Reporting Odd Ratio) théng qua
phan mém SPSS 22. ROR dugc xac dinh
theo cbng thic:

ROR = (a/c) : (b/d)
véi a, b, ¢, d dugc dinh nghia nhu sau
[10]:

Non-
Case

case
S6 bdo cao lién quan
dén thubéc cadn quang a b
ch@a iod A
S0 bdo cdo khong lién c d
quan dén thudc A

Tin hiéu phan vé clda mdt thubéc duoc
hinh thanh khi: Cé it nhat 2 bdo céo lién
quan téi thudc doé trong khodng thoi gian

danh gia; can dudi khodng tin cay 95% cua
ROR > 1 [10].

3. Két qua

Dua trén quy trinh Iluya chon
bao cdao case va non-case nhu da trinh
bay trong Hinh 1, két qud chon loc béao
cdo phan vé dugc trinh bay trong Hinh 2.
Nhu vay, trong téng s6 129692 bao cdo
ADR dugc ghi nhan trong giai doan 2015 -
2019, 1305 bdo cdo c6 thudc nghi ngo la
thuéc cadn quang chta iod. Sau khi loai trur
40 bdo cédo khong dat tiéu chudn va danh
gid theo tiéu chudn xac dinh phan vé,
chlng toi da thu dugc 468 case (bao gom
27 bdo cdo dugc can bd y té€ mo ta la
phdn Ung phdn vé/séc phan vé va 441
bdo cdo c6 cac bi€éu hién mo tad dat tiéu
chudn chan doan phan vé) va 797 non-
case dé dua vao phan tich.

N =129692

Béo cao ADR tw nguyén giai doan 2015-2019:

Loqi 128387 BC ¢6 thuée nghi ngo khéng phdi la

h J

TCO chira iod

N=1305

Bao cdo o6 thude nghi ngd 1a TCQ chrra iod:

Loqi 40 BC, trong do:

A 4

Case/ Non-case: N = 1265

Bao cdo co day du thong tin dé danh gia

Y Y

+ 1 BC trung

+ 4 BC thiéu mo ta ADR

+ 33 BC thiéu thoi gian tiem tang

+ 1 BC thiéu ca mé ta ADR va thoi gian tiém
tang

+ 1 BC chira théng tin mau thudn nhau

- 27 BC duwoc mo ta la phan tmg phan vé/ soc

468 Case. trong do: 797
Non-case

phan vé _
- 441 BC dat tiéu chuan xac dinh phan vé

Hinh 2. So d6 lua chon béo cdo phan vé lién quan dén thudc can quang chira iod
trong CSDL bdo cdo ADR (giai doan 2015-2019)

Trong giai doan 5 nam (2015
- 2019), c6 khodng 1/3 sé bao cédo lién
quan dén nhém thudc cdn quang chta iod
la cac truong hgp phan vé. S6 lugng béao
cdo phan vé theo thai gian lién quan dén
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cac thuéc cu thé trong nhém dugc trinh
bay tai Bang 1 cling cho thay cé su tang
dan ké tir nam 2018. Ty |é case phan vé
trén téng sO bdo cdo case va non-case
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theo tung nam dao dong trong khodng
23,7% dén 47,2%.

Trong 6 thu6c can quang chia
iod dugc ghi nhan, bdo cdo phan vé lién
quan dén iobitridol chiém sé lugng nhiéu
nhat (235 bdo cao), tiép dén la iohexol
(102 bdo cao) va iopromid (96 bao cdao).

Céac thuoc khéac c6 s6 lugng bdo cdo phan
vé tuong doéi thap la iopamidol, acid
ioxaglic va iodixanol. S6 lugng ca phan vé
cla iobitridol va iopromid cling tang dan
gua tung nam, ngugc v4i xu hudéng ghi
nhan véi acid ioxaglic (khong con ghi nhan
trudng hop nao véi hoat chat nay tir nam
2017).

Bang 1. S6 luong bdo cdo phan vé cua cac thuéc can quang chua iod (giai doan

2015 - 2019)
Sé luong
Hoat chat 2015 2016 2017 2018 2019 (%)

(n = 469%)
lobitridol 21 23 25 74 92 235 (50,1)
lohexol 11 23 19 42 102 (21,7)
lopromid 8 9 11 25 43 96 (20,5)
lopamidol 10 1 7 9 28 (6,0)
Acid ioxaglic 4 2 0 0 6 (1,3)
lodixanol 0 0 0 1 2(0,4)
S6 case theo nam
(% trén téng s6 case 54 57* 45 125 187

(26,1) | (35,0) (23,7) (40,5) (47,2)

va non-case)

*1 bdo cdo case bénh nhan duoc chi dinh ca iobitridol va iohexol

Vé dac diém cua bénh nhan
trong bdo cdo phan vé lién quan dén thudc
can quang ch@ra iod, tudi trung binh cla
bénh nhan la 51,4 = 18,5 (nam) va nit gidi
chiém 54,1%. Trong s6 468 bao cdo, cé 41
(8,8%) truong hgp c6 ghi nhan tién si di
Uing do thudc va/hodac cac di nguyén khac.
Trong dd, 9 bénh nhan co tién st di ing Vi
thuéc can quang, nhung chi cé 1 truong
hop khai thac dugc thong tin cu thé vé
hoat chat (iobitridol).

Phan vé dugc ghi nhan cha
yéu vdi cac bi€u hién tim mach (75,0%),
trong dé, cé 138 (29,5%) trudng hop cb
bi€u hién ha huyét ap nghiém trong. Bén

canh dd, bi€u hién trén ho hap cling chiém
ty & cao (70,7%). Triéu ching trén
da/niém mac va tiéu hda chiém ty lé thap
hon véi ty Ié 1an lugt la 43,4% va 36,1%.
Ngoai cac bi€u hién dac trung cta phan vé,
c6 47,2% truong hgp co xuat hién cac biéu
hién roi loan toan than nhu rét run, va mo
hoi, sot cao, co cliing co... V& thoi gian tiém
tang (dugc xdac dinh la khodng thai gian
tinh t&r khi tiém thubéc cdn quang dén khi
bénh nhan xuat hién phan (ng), két qua
cho thay phan vé thuong xay ra rat nhanh
sau khi dung thuéc véi 63,6% s6 truong
hop c6 thoi gian xuat hién dudi 10 phut va
24,6% truong hop khac cing dién bién
trong vong khoang 1 gid sau tiém.

Bang 2. Mot sé dac di€ém chinh vé phan vé lién quan dén cac thuéc can quang
chua iod
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. g S6 luong (%)
Pac diém (n = 468)
Biéu hién phan vé theo hé co quan*
Hé tuan hoan (ha huyét ap, mach nhanh, nhip tim nhanh, loan nhip, mach 351 (75,0)
cham khoéng bat dugc, dai ti€u tién khéng tu chad, ngat)
Hévhc“) hap (su¥ ho \héip, kAhéEhé, co that p,hé' q\gén, \thc’x I.<hé, tha rit, thanh 331 (70,7)
quan sung, phu dudng hé hap, ho khan kéo dai, khan giong)
Da/niém mac (ban dd, mé day, phu mach, nglra da, dé mat, nglra mat) 203 (43,4)
Hé tiéu hda (dau thugng vi, tiéu chay, non lién tuc, dau bung dir d6i) 169 (36,1)
rBr:?tJ) hién khac (rét run, sét cao, vd mo héi, co cling co, dau dau, chdéng 221 (47.2)
Thoi gian tiém tang xuat hién phan vé
< 10 phat 298 (63,6)
> 10 phut va < 60 phut 115 (24,6)
> 60 phat 14 (3,0)
Xay ra trong vong 24 gig, nhung khong ghi nhan dugc thoi gian chinh xac 41 (8,8)
Murc do nghiém trong

Ta vong 9(1,9)
Pe doa tinh mang 233 (49,8)
Nhéap vién/Kéo dai thoi gian nam vién 94 (20,1)
Tan tat vinh vién/nang né 2 (0,4)
Khong nghiém trong 101 (21,6)
Khéng ré/Khéng dugc bao cao 29 (6,2)

Muc dé nang cua phan vé
Do Il (nang) 227 (48,5)
Do Il (nguy kich) 230 (49,1)
Do IV (nglng tuan hoan) 11 (2,4)

Bang 2. M4t s6 dac di€ém chinh vé phan vé lién quan dén cac thuéc can quang
chura iod (Tiép theo)

Pac diém 56 luong (%) (n =
Bién phap xu tri**
Corticosteroid 299 (63,9)
Adrenalin 280 (59,8)
Khang histamin H1 177 (37,8)
Truyén dich 150 (32,0)
HOi sc co ban (tha oxy...) 132 (28,1)

*Thuong ghi nhén bi€u hién trén = 2 hé co quan khdc nhau; **Phan Ung duogc xu tri bang nhiéu
bién phép khéc nhau
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Trong téng s6 468 bdo cdo vé
phdn vé lién quan dén thudc can quang
cha iod, c6 khoang 80% so truong hop
dugc ghi nhan & cdc mdc do6 nghiém trong
khac nhau tu nhap vién/kéo dai thoi gian
nam vién trg 1én, trong d6 c6 233 (49,8%)
trudng hgp de doa tinh mang, 2 trudng hop
dé€ lai di chirng/hau qua trén bénh nhan va
9 truong hgp cé hau qua gay ti vong. Theo
phan loai mdc d6 nang cda phan vé trong

Hudng dan cta BO Y té€ nam 2017, 100%
trudong hop la phan vé do Il tré [én (48,5%
do Il, 49,1% d6 lll va 2,4% do IV). Vé xu tri
phan Ung, corticosteroid dugc st dung phé
bién nhat (63,9%), ti€p sau la adrenalin
(59,8%). Nhitng bién phap khac cling dugc
st dung phoi hgp bao gom khang histamin
H1 (37,8%), truyén dich (32,0%) va mét so
bién phap hoi stic co ban khac (28,1%).

Bang 3. Tin hiéu vé phan vé cua thudc can quang chua iod qua cac giai doan tu

2015 dén 2019

. ROR [CI 95%]
Hoat chat
) 2015 2015 - 2016 | 2015 - 2017 | 2015 - 2018 | 2015 - 2019
lobitridol 1,13 (0,60 - 1,12 (0,70 - 1,23 (0,84 - 1,39 (1,04 - | 1,43 (1,13 -
2,17) 1,80) 1,80) 1,85) 1,80)
lohexol 1,29 (0,58 - 2,21 (1,30 - 1,55 (0,99 - 1,11 (0,78 - 0,98 (0,74 -
2,85) 3,75) 2,42) 1,59) 1,29)
. 0,63 (0,27 - 0,45 (0,25 - 0,52 (0,33 - 0,67 (0,47 - 0,73 (0,56 -
lopromid
1,49) 0,81) 0,83) 0,95) 0,97)
lopamidol 2,61 (1,05 - 1,86 (0,81 - 1,76 (0,83 - 1,43 (0,79 - 1,36 (0,82 -
P 6,51) 4,27) 3,75) 2,62) 2,27)
Acid 0,40 (0,13 - 0,42 (0,17 - 0,48 (0,19 - 0,39 (0,16 - 0,76 (0,32 -
ioxaglic 1,21) 1,05) 1,16) 0,94) 1,31)
. 0,27 (0,06 -
lodixanol +++ +++ +++ +++ 1.23)

+++: Co < 2 bao cao trong giai doan phan tich.

K&t qud phan tich ROR hiéu
chinh theo tudi, giéi va nam béo cdo tich
Iy qua cac nam cho thdy cé 3 thudc can
quang chta iod cé hinh thanh tin hiéu vé
phan vé. Cu thé, iopamidol cé ROR = 2,61
(1,05 - 6,51) nam 2015; iohexol c6 ROR =
2,21 (1,30 - 3,75) nam 2016; trong khi dé,
dén nam 2018 iobitridol méi hinh thanh tin
hiéu v6i ROR = 1,39 (1,04 - 1,85) va duy tri

sang nam 2019 véi ROR = 1,43 (1,13 -
1,80).
4. Ban luan

Thong qua viéc ra soat va
danh gid trén 129692 bao cdo ADR duogc
ghi nhan trong giai doan 2015 - 2019, c6
1305 bao cdo vé phan Ung cé hai véi thuodc
nghi ngo la cac thudc cdn quang chia iod.
Sau qua trinh tham dinh va danh gia theo
cac tiéu chi vé phan vé, nhdm nghién clu
da xdac dinh dugc 468 (35,9%) trudng hogp
phan (ng phan vé/soc phan vé lién quan
dén 6 hoat chat khac nhau bao gom
iobitridol, iohexol, iopromid, iopamidol,
acid ioxaglic va iodixanol. C6 thé thay, ty 1é
phan vé dugc bdo cdo tai Viét Nam la kha
cao, dac biét la khi so sdnh hé thong béao
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cdo tu nguyén tir moét sé qudc gia cd hé
thong Canh gidc Dugc phét trién nhu Han
Quéc véi 4,1% truong hop phadn vé trén
tong s6 43623 bdo cao lién quan dén thudc
can quang chira iod trong khoang thai gian
2014 - 2016 [9]. Diéu nay c6 thé phan nao
dugc giai thich béi su tap trung trong giam
sat phan ang cé hai cta thudc & cac co sé
kham, chira bénh tai Viét Nam van chu yéu
hudng téi cac loai phan Gng typ B, dan dén
c6 su chénh léch trong dit liéu bdo cao tu
nguyén. Ngoai ra, cac tiéu chi xac dinh
phan vé khac nhau trong tung nghién clu
cling c6 thé dan dén sy khong tuong dong
vé ty |& ghi nhan phan vé.

SO lugng bdo cdo phan vé
trong giai doan gan day da tang lén dang
k& so vGi mot tong két dugc thuc hién trén
nhém thu6c can quang chla iod véi téng
s6 58 bao cdo vé phan vé trong giai doan
2006 - 2012 [3] va 189 truong hop phan vé
trong giai doan 2010 - 2016 [7]. M6t diéu
dang chu y 1a, acid ioxitalamic la thuéc can
quang ion hda va c6 ap luc thdm thau cao
dugc bdo cdo phd bién nhat trong giai
doan trudc dé (2006 - 2012), da khéng con
dugc ghi nhan trong giai doan 2015 - 2019,
c6 thé do hoat chat nay khong con dugc st
dung phd bién tai Viét Nam. Cac thudc can
quang dugc ghi nhan trong khuén khé cla
nghién ctu nay déu la cac thuéc khong ion
hda va cé ap luc tham thau thap. Diéu nay
ciing phan anh dung xu huéng su dung
thuoc cdn quang hién tai trén thé gidi,
trong dod, cac thudc can quang cd ap luc
tham thau cao rat hiém (thadm chi khong
con) dugc dung bdi nguy co xdy ra ADR
cao hon so véi nhém cé ap luc tham thau
thap [5].

Trong s6 41 bdo cdo vé phan vé cé ghi
nhan dugc vé tién st di ing cla bénh nhan
do cac loai di nguyén khac nhau, c6 9
(22%) truong hop ting gap di ang khi sa
dung thuéc cdn quang. Pac biét, 1 trudng
hop bénh nhan cé tién s di Ung vai
iobitridol van tiép tuc dugc tai si dung
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thuéc nay va sau do da gap phan vé. bay
la mot trong nhiing vi du dién hinh dé cho
thay tdm quan trong cla cong tac tham
khdm ban dau va khai thac tién s& bénh
nhan, t dé, gilp sang loc nhiing bénh
nhan cé nguy co cao nham gidm thiéu toi
da nhiing dnh hudng tu viéc st dung thudc
can quang ch(a iod c6 thé gay ra.

Da s6 cac truong hop phan vé lién quan
dén thubc can quang chla iod xay ra rat
nhanh véi khodng 2/3 sO trudong hop xuat
hién trong vong 10 phut sau khi tiém thudc.
Diéu nay cho thay viéc gidm sat bénh nhan
trong suét thai gian chup dé€ phat hién va xi
tri kip thoi phdn Ung la rat quan trong. Tuy
vay, van con mét ty 1& nhat dinh phan (ng
xuat hién mudn hon, do dé, khong loai tru
nguy co xuat hién phan vé lién quan dén
thuéc cdn quang cha iod khi bénh nhan da
dugc chuyén ra ngoai phong chup.

Bi€u hién cla phan vé lién quan dén
thuéc cdn quang chla iod xuat hién chu
yéu trén hé tim mach (75,0%) va hd héap
(70,7%), trong khi bi€u hién trén da/niém
mac khoéng phai lGc nao cling xuat hién
(chi chiém 43,4%). Két qua nay c6 diém
tuong déng vGi moét nghién clu tai Han
Quéc, theo dé, trong s6 104 trudong hop
phan vé, cac triéu ching trén tim mach
chiém ty 1& ph6 bién nhat (84,6%). Tuy
vay, bi€u hién trén da cling chiém ty 1é cao
hon (66,3%), sau d6 méi dén cac biéu hién
hé hap (48,1%) [8]. C6 thé thay, viéc theo
déi moi dién bién 1dm sang trong va sau
qua trinh s dung thudc can quang chia
iod la rat can thiét dé kip thoi phat hién
cac truong hop phdn vé lién quan dén
nhém thudc nay.

Bao cdo phdn vé déu dugc xac dinh can
clr vao biéu hién trén cac hé co quan
(da/niém mac, tiéu hod, ho hap, tim mach)
va tinh trang ha huyét ap nghiém trong cla
bénh nhan (néu cd), do dé, 100% truong
hop dugc luya chon trong nghién clu nay la
phan vé dé Il tré |én. Dac biét, cac phan Ung
3 muc do nguy kich va nging tuan hoan (do
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Il - IV) da chi€ém dén moét nira s6 truong hop
(51,5%). Tuy vay, theo ghi nhan tir bao cao,
ty 1& x(r tri bang adrenalin van con chua cao
(59,8%) va chua tuong xing véi muc dé
nang cla phan Gng khi doi chi€u véi Hudng
dan da ban hanh cta B6 Y té nam 2017,
theo dé khuyén cdo adrenalin la Iuya chon
dau tay dé xu tri cac truong hop phan vé tu
dé Il tré 1én [2]. Diéu nay cé kha nang lién
quan dén viéc danh gid chua dang muc vé
dbé nang cua phan vé, cling nhu su tri hoan
trong viéc si dung adrenalin & cac truong
hop phan vé do Il khi biéu hién triéu chimg
trén tim mach dang & giai doan tang huyét
ap dot ngoét, chua c6 xuat hién ha huyét ap.
Phan vé cla thu6c can quang chira iod, néu
dugc phat hién sém va x{ tri ding cach thi
cé tién lugng tét va ty Ié hoi phuc cao. Do
vay, viéc dao tao lién tuc va dinh ky sé gilp
nhan vién y té tai cac co sd kham, chira
bénh c6 du kién thic va ky nang can thiét
dé theo doi, phat hién va x tri phan vé kip
thoi, giam thi€u t6i da nhiing hdu qua do
phan vé gay ra.

Khi phan tich trong nhém thuoc can
quang chira iod, tin hiéu phan vé da xuat
hién trén 3 thudc iobitridol, iohexol va
iopamidol, cu thé, tin hiéu cla iopamidol
dugc hinh thanh ngay tu nam 2015 vdi
khoang tin cay 95% khéa réng (ROR = 2,61
[1,05 - 6,51]); tin hiéu phan vé cua iohexol
dugc hinh thanh tU giai doan 2015-2016
(ROR = 2,21 [1,30 - 3,75]); con tin hiéu
phan vé cua iobitridol bat dau xuat hién &
nam 2018 (ROR = 1,39 [1,04 - 1,85]) va
nam 2019 (ROR =1,43[1,13 - 1,80]). Phan
tich vé phadn vé trong co sé dir liéu ADR
Quéc gia trudc dé trong giai doan 2010-
2016 da xac dinh nhém thudc cadn quang
chlra iod cé nguy co cao vé phan vé so Vi
cadc nhom thuoc khac (ROR = 2,43 [2,04 -
2,88]) [7]. Xét v4i tung hoat chat, bén canh
iobitridol, iopromid, iohexol va iopamidol,
tin hiéu phan vé cling dugc hinh thanh véi
acid ioxitalamic (ROR = 2,65 [1,35 - 4,86]),
trong khi & nghién clru nay, khéng con ghi

nhadn phan vé lién dén acid

ioxitalamic n{ra.

Nghién clu clia chdng téi van con moét
s6 han ché nhat dinh bdi dac thu cta viéc
khai thac trén mot co sé dir liéu vé bao cdo
ADR tu nguyén la théng tin khong day du,
khé khan trong viéc xac dinh cac yéu toé
nguy co va tién st bénh nhan. Thém vao
dd, mac du nhan thdc cla nhan vién y té
v3i cong tac bdo cdo dang dan cai thién,
thé hién & sé lugng bdo cdo ADR phan vé
tang dan theo thoi gian, nhung van chua
phan anh dugc tinh hinh s dung thudc
trén thuc té Iam sang. Tuy nhién, nghién
clu nay da tiép néi dugc véi dir liéu tu céc
phan tich truéc dé véi xu hudng s dung
thuoc cdn quang chla iod ngay cang gia
tang dé nham thé hién dugc hinh dnh ngay
cang ro rét cda phan vé - moét loai phan
ng c6 hai nghiém trong va dang luu y cla
nhém thub6c nay.

quan

5. Két ludn

Viéc phan tich co sé dit liéu clda bao
cao ADR ty nguyén tai Viét Nam trong giai
doan 2015-2019 da cho thay hinh anh cép
nhat va chi tiét hon vé phan vé lién quan
dén thuoc cdn quang chia iod tir s6 lugng
ghi nhan téi cac dac diém lam sang, thoi
gian tiém tang, hau qud cua phan vé va
bién phap xU tri tai cac co s diéu tri, cling
nhu phat hién sy hinh thanh moét s6 tin
hiéu phan vé trong nhém thudc cdn quang
ch@ra iod. K&t qud nghién cGu mot lan nira
gilp khang dinh hé théng bdo cdo tu
nguyén van luén la moét trong nhing
phuong phdp h{u hiéu va can thiét cho
hoat dong gidm sat an toan thuéc ké tir lic
thuéc bat ddu dugc luu hanh trén thi
truong, gilp phat hién nhiing tin hiéu méi
trén mot quan thé rong, cling nhu bé sung
nhiing thong tin hitu ich cho dit liéu vé an
toan cla cac thu6c néi chung va nhém
thudc cdn quang chia iod néi riéng.

Tai liéu tham khao
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