SU DUNG NAP VA AN TOAN CUA ULTRAVIST® TRONG CHAN BOAN HiNH ANH

TOM TAT

Muc tiéu: Buéc dau tim hidu, danh gia st dung
Ultravist® thuong quy va sw dung nap trén cac bénh
nhén ngéu nhién. Phwong phap nghién ciru: Moi sé
ligu thu dugc tr bénh an mau duoc phén tich bang céc
phu’O’ng phép théng ké co ban nhw tén sé, mo ta...Két
qua: C6 18.6% cac truong hO’p ¢o tac dung khéng mong
muén, ty 1é cao nay cé thé giai thich do i I nong vung
tiém truyén cao (6 16,6% tong s6 benh nhan) Tét ca
céc triéu ching lién quan dén Ultravist® la & mirc d6 nhe
hodc vira va dugc phuc héi va g/a/ quyét tét. Chét luong
déi quang cta Ultravist® c6 thé duoc coi la réat tét do co
93.8% bénh nhén dung dat hiéu qua tr tét dén rét tot.
Két Iuan Sy dung nap chat luong déi quang cua
Ultravist® I rét tot.

Ttr khoa: Ultrawst®,

SUMMARY

ULTRAVIST® ON TOLERABILITY AND SAFETY IN
X-RAY EXAMINATION

Objectives: The primary objective was to gain
further knowledge on the routine use as well as on the
tolerance of Ultravist® in unselected patients, in routine
practice. Methods: All data obtained from the case
report form (CRF) were described with basic statistical
methods like frequency tables and descriptive statistic
parameters. For calculations of the relative frequencies,
missing values were also taken into account. Results:
The total adverse event (AE) rate was 18.6%, but this
high rate could be explained by one special event
(injection site warmth), which alone was reported for
16.6% of all patients. For all described symptoms the
intensity was conSIdered as mild or moderate, and a
relation to Ultrawst was reported. The contrast quality
of Ultravist® in total can be considered as very good as
well, because for 93.8% of all patients, the contrast
quality was judged at least as good or even
excellent.Conclutions: The observations allow the
conclusmn that the tolerance and contrast quality of
Ultravist® is very good.

dung nap, déi quang.

Keywords: Computer tomography (CT)
examinations, Ultravist™ Tolerance, Safety.
DAT VAN DE

Thubc can quang tiém dwdrng mach mau dwoc dung
nhiéu trong chan doan hinh anh (CBHA) nhw chup cét
I&p vi tinh (CLVT), chup mach (déng-tinh mach), chup
niéu d tinh mach (UIV)... C6 hai loai chinh thudng
dUng hién nay loai ion hoéa va khong ion hoa. Loai khéng
ion hoa do co it tac dung khéng mong mubn nén ngay
cang duoc dung nhigu [1]. Ultravist® thudc loai nay, da
duwoc st dung tlr nhidu nam nay [1,3] nhung trén thé
gi&i va Viét nam chwa cé mét nghién clru chi tiét nao dé
cap dén tac dung cla né trong CBHA. Chung toi nghlen
ctru d& tai nay nhdm muc tieu: Danh gia sw dung nap va
an toan ctia Ultravist® trong chén doan hinh anh.

POl TUONG VA PHUONG PHAP

Tién cu, mé ta, khéng can thiép 1980 truwo'ng hop
duwoc chon v&i chi dinh xét nghiém CBHA (ngau nhién)

BUI VAN LENH, Bénh vién Dai hoc Y Ha Noi

tai bénh vién DHY Ha ndi (1080) va bénh vién Trun(g
wong Hué (900). Bénh nhan dong y st dung Ultravist™.
Loai trlr nhirng trwéng hop hd so khéng day da, bénh
nhan rat khéi nghién ctu. Tiéu chudn lwong gia: 1a cac
dir liéu nhan ching hoc, cac bénh kém theo, tién st
duing thudc, viing tham kham, chi dinh, lwong thubc can
quang dwoc dung, cach thire tiém, mie d§ can quang
va céc tac dung mong muén va khéng mong muén.

KET QUA

1. Bic diém tudi, gi&i tinh

Nam 53.1%, nlr 46,6%, khdng xac dinh 7 bénh nhan
(mét théng tin) chiém 0.4%.

Tubi nhé nhét 1a <1, cao nhét la 103. Tudi trung binh
la 47 (+-16.7).

2. Bic diém bénh ly

43.7% trwong hop cé bénh. Trong d6 da day rudt
(10.7%), than, tiét nigéu (8.4%), gan, dwéng mat (7.4%),
phdi, ngwe, trung that (6.8%), ung thw (4.6%) va than
kinh (4.5%). Mét s6 co quan khac c6 ti 16 mac dudi
2%...Trong sb nay, chi c6 1 co' quan bi bénh (34.0%)
tiép theo la 2 (8.6%) va 3 co quan v&i 1.0%. Chi c6 1
bénh nhan c6 4 co quan bj bénh chiém 0,1%.

3. Tién str dung thuéc

Chi c6 7 bénh nhan (0.4%) cé tién s dung thuéc,
Corticoid hay dugc dung nhét véi 5 bénh nhan (71.4%),
¢6 2 bénh nhan (28.6%) dung nhiéu loai thubc.

4. Tham kham CBHA

4.1. Vung tham kham va chi dinh (bang 1)

Bung la vung thdm kham nhiéu nhat (45.7%), ndo
(21.5%), ngwc (14.5%) va mach than (13.0%). Cac tham
kham khac co ty 1& <5%.

C6 52.5% c6 khdi u hodc nghi ngé&r ¢é khéi u trén 1am
sang dwgc chi dinh, tiép theo la dau (18.9%), cac bénh

ly viém (6.1%). cac chi dinh khac (17.6%) ...
Bang 1 : Vung tham kham va chi dinh (béang 1)
Sé bénh nhan (N=1980)

Cac vung tham kham 1980 (100%)
Bung 905 (45,7%)

So ndo 426 (21,5%)

Ldng nguc 287 (14,5%)
Than — tiét niéu 257 (13,0%)

Tiéu khung 64 (3,2%)

Co 55 (2,8%)

khac 17 (0,9%)

Tim mach 5 (0,3%)

Hach bach huyét 2 (0,1%)

Chi 2 (0,1%)

Khép 1 (0,1%)
Chi dinh 1980 (100,0%)

Khdi u 1039 (52,5%)

Pau 375 (18,9%)

khac 349 (17,6%)

Viém 121 (6,1%)

Kiém tra sau didu tri 45 (2,3%)

Staging 38 (1,9%)

Chén thwong 25 (1,3%)

Xuét huyét 20 (1,0%)

Nhdi mau 9 (0,5%)
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4.2. Loai Ultravist® dwoc siv dung

Cé 1746 bénh nhan dung Ultravist®-300 (88 2%) va
234 dung Ultravist®-370 (11. 8%) Ultravist®-300 dwoc
dung v&i 88.2% con Ultravist®-370 1a 11.8%. Ultravist®-
370 dwoc st dung hdu hét cho CLVT da day (222/234
bénh nhan)

CLVT, chup tinh mach, UIV thuwdng dung dwong tinh
mach, chup tim, chup mach thwéng dung dwo'ng dong
mach. Hau hét cac truong hop thudc tiém dudng tinh
mach (99.7%) voi tiém tay 1a75.9%, tiém may la 24.1%.
Téc do tiém tir 1 ml/s dén 15 ml/s. trung binh 3.0 ml/s
(mean=3 ml/s), (3 bénh nhan khéng c6 dir liéu). Lidu
dung tw 10 - 150 ml/ bénh nhan, trung binh 50.0 ml.
Téng khéi lwong thubc trung binh tiém tay a 50.0 ml so
v&i 80.0 ml tiém may. Do vay tong lidu lodine tiém tay la
15g so v&i 24.0g tiém may.

4.3. Cac phwong tién ky thuat chan doan hinh
anh dwoc str dung

Téng s6 1980 bénh nhan, nhiéu nhét la CLVT da day
vOi 49.6%, don day v&i 37.1%), chup tinh mach 6.3%,
cac loai khac 5.3%), chup déng mach 1.6% va DSA
(0.2%). S6 bénh nhan dwoc chup béng may 2 day la
60.3%, may 6 day la 36.7% va 64 day la 3.1%. May
CLVT duwoc st dung la GE (34.8%), Siemens (22.2%)
va Philips (0.5%)...

4.4. Ket qua doi quang cua Ultravist (bang 2)

Chét lwgng dbi quang tét 1a 83.8%, rat tét 1a 10.0%.
Chi ¢6 6.2% la chap nhan dwgc, khong c6 két qua toi.

Bang 2 : Chét lwgng dbi quang trén CLVT

Ky thuat tham kham S6 bénh nhan
CLVT
Singleslice| Multislice
N=735 N=982 N=1980
Liéu iodine: >20-40
Chét lwvong déi quang
Khéng rd 0(0,0%) | 0(0,0%) 0(0,0%)
R4t tét 42 (32,1%| 0(0,0%) | 142 (28,6%)
Tét P92 (65,9%]54 (100,0%)| 346 (69,6%)
Chép nhan dwgc | 9(2,0%) | 0(0,0%) 9 (1,8%)
Kém 0(0,0%) | 0(0,0%) 0(0,0%)
Khoéng chdp nhan dwog| 0 (0,0%) | 0(0,0%) 0 (0,0%)
Téng 443 54 497
(100,0%) | (100,0%) (100,0%)
V&i moi bénh nhan
Chét lwong déi quang
Khéng rd 0(0,0%) | 0(0,0%) 0(0,0%)
R4t tét 59 (21,6%] 18 (1,8%) | 198 (10,0%)
Tét b53 (75,2%]875 (89,1%)| 1660 (83,8%)
Chép nhan dwgc  [23(3,1%) | 89 (9,1%) | 122 (6,2%)
Kém 0(0,0%) | 0(0,0%) 0(0,0%)
Khéng chép nhan dwogg| 0 (0,0%) [ 0(0,0%) 0(0,0%)
Tbng sb bénh nhan 735 982 1980
(100,0%) | (100,0%) (100,0%)

5. Tinh an toan cua thuéc

5.1. Tac dung khéng mong muédn

Téng s6 cé 368 bénh nhén (18 6%) xuat hién tac
dung khéng mong muén va&i tbng s 375 dau hiéu (co 1
d4u hiéu khéng co thong tin ré rang). Cac dau hiéu déu
litn quan d@én thubc nhung khong nghiém trong, bénh
nhan hdi phuc binh thwdng khéng can can thiép quyét
liét nao v&i 366 dAu hiéu mirc d nhe, 8 trung binh.

5.2. Biéu hién cda cac dau hiéu khéng mong
muén (bang 3)

Bidu hién toan than khé chiu 329 bénh nhan Ia
16.6%, tiép theo & rél loan tiéu héa 40 bénh nhan
(2.0%), chéng mét do réi loan hé than kinh 3 bénh nhan
(0.2%) va bieu hign & da va té chirc dwdi da, rdi loan
mach v&i 1 bénh nhan (0.1%).

Bang 3: Tdng quan céc bidu hién khéng mong mubdn

Céc déu hiéu biéu hién Sébénhnhan  [Sé dau higu
N=375
Sé bénh nhan cé ddu hiéu | 368 | (18,6%) 375
Khé chiu toan than 329 | (16,6%) 330
No6ng vung tiém 329 (16,6%) 330
Réi loan tiéu hoa 40 (2,0%) 40
Budn nén 36 (1,8%) 36
Nén 4 (0,2%) 4
Triéu chi*ng than kinh 3 (0,2%) 3
Chéng mat 2 (0,1%) 2
Dau dau 1 (0,1%) 1
Triéu chirng da 1 (0,1%) 1
N&i man ngtra 1 (0,1%) 1
Triéu chirng mach 1 (0,1%) 1
Séc 1 (0,1%) 1

Triéu chirng hay gap nhat la néng vung tiém véi 329
bénh nhan (16.6%), budn nén 36 bénh nhan (1.8%), nén
4 bénh nhan (0.2%), hoa mét 2 benh nhan (O 1%), 1
bénh nhan dau dau (0.1%). N&i man, réi loan van mach
va “shock” déu chi cé 1 bénh nhan (0.1%).

Theo gi&i tinh tac dung khéng mong mudn & nam la
15.6% so v&i ni¥ la 22.0%. Theo tudi, ti I& nay & nhém
“60-79” 1a 11.5%, “>=80 tudi’ 1a 6.7%, “40-59 tudi’ Ia
17.1%, “<18 tudi’ la 16.4%) va cao nhéat la 27.5% & I6p
tudi “18-39”. Theo liéu lodine va hinh thirc tiém. Tac dung
khéng mong muén thdp hon & nhém ding liéu lodine cao
hon (4.4%) va truyén tw dong (1.7%), so v&i nhém ding
liéu lodine thap hon (23.4%) va tiém tay (24. O%)

Téng sb 18.6% bénh nhan (368/1980) co it nhat 1
tac dung khong mong mubn (AE) (mot trwong hop bi
loai). Hau hét cac triéu ching déu & murc do tir nhe dén
trung binh. T4t ca déu hdi phuc va dwgc x tri, khéng co
truc‘mg hop nao nghiém trong. Hon nira néng vung tiém
voi ti 16 16.8% c6 thé coi la nguyén nhan chinh cho ti 1
AE tang lén. Nhung mé t& nay cho phép két luan sw
dung nap Ultravist® Ia rét tét.

BAN LUAN

1. V& tudi, gioi

Ching t6i thay rang moi Ira tudi, nam hay n& khi
tham kham CBHA dé&u c6 thé dung Ultravist® bat ky loai
Ultravist® 300 hay Ultravist® 370. Diéu nay ciing tuong
tw nhw cac y van trén thé gi¢i [2,5].

2. Vé chi dinh cac xét nghiém CDHA

Chi dinh cia CDHA 1a kha rong rai hau nhw c6 thé
&p dung cho tAt ca cac co quan trong co thé. Co thé
thye hién cing mot loai xét nghiém chan doan hinh anh
@& th&m do nhiéu co quan trong ciing mét 1an chup nhét
la & nhirng b&nh nhan méc nhiéu bénh kém theo. Céac
tac gid khac ciing dwa ra khuyén cao nhw vay [1,3].

3. Vé dwrng tiém thuée can quang

Hau hét cac trwong hop thube tiem dwong tinh mach
(99.7%), nhitng duwdrng khac hiém hon. Dleu nay cling
pht hop do tiém dwéng déng mach chl yéu trong tham
do tim- mach. Tiém tay trong nghién ctru nay chiém
75.9% trong khi tiém may ch@ cé 24.1% trwdng hop.
Céc nuwdc tién tién hau nhw khéng con dung tiém tay
diéu nay ciing d& hiéu do didu kién thwc té & nuéc ta
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cac co s& chua dugc trang bi ddng bd may tiém. Tc do
tiém t 1 ml/s to 15 ml/s. trung binh 3.0 ml/s (mean=3
ml/s) ciing twong tw cac tac gid khac trén thé gi¢i. Khbi
lwgng thudc dung ttr 10 - 150 ml/ bénh nhan, trung binh
50.0 ml v&i tiém tay va 80.0 ml v&i tiém may ciing twong
tw céc tac gia trén thé gi&i [2.4 5]

4. Ve két qua dm quang cua Ultravist®

CLVT ung thw than huyét khéi tinh mach cha, di can
gan trwde va sau khi tiém 50 ml Ultravist®>®

Chung t6i thay két qua dbi quang déu tir tbt dén rét
tbt, tuy nhién két qua & Hué cao hon mét chit so v&i &
Ha ndi(Hué: rat tét 1a 20.0%, t6t la 76.4%, chap nhan
dwoc 1a 3.6%, Ha noi: rat tét la 1.7%, tét la 90.0% va
chap nhan duwoc 1a 8.3%. Didu nay khac biét nay cé 1&
do & bénh vién Dai hoc Y Ha néi dung lwong thudc trung
binh & 50.0 ml, liéu iodine trung binh 1a 15.0g thdp hon
& bénh vién trung wong Hué (lwong thubc trung binh
duing 1a 70.0 ml, liéu iodine trung binh la 21.0g).

5. Vé tinh an toan ctia thuoc

5.1. Tac dung khéng mong muén

Nghién ctru cho thdy trong sb co 368 bénh nhan
(18.6%) xuét hién tac dung khéng mong mubdn v&i tong s6
375 dau hiéu. Céc dau hiéu déu lien quan dén thubc. Ty 1&
tac dung khdng mong muén nhw vay la cao so véi céc tac
gia khac trén thé gi¢i. Co 18 trong nghién ctru nay da xép
triéu chirng néng vung tiém v&i 329 bénh nhén (16.6%)
vao sb tac dung khéng mong muén lam ty 1& nay cao len.
Vi ly do nhuw vay chiing t6i cho rang céc tac dung khéng
mong muén la thép khong nghiém trong, bénh nhan hdi
phuc binh thwéng khéng can can thiép quyét liét nao (v&i
366 dau hiéu mirc d6 nhe, 8 trung binh).

C6 sw khac biét gitra 2 nhém theo lidu lodine va hinh

thire tiém. Ty Ié tac dung khong mong mubdn thdp hon &
nhém dung liéu lodine cao hon (4.4%) va tiém may
(1.7%), so v&i nhom dung liéu lodine thap(23 4%) va
tiem tay (24.0%). Diéu nay khuyen khich cac nha chan
doan hinh anh nén st dung lidu cao va tiém may. Cac
tac gia trén thé giéi cling khuyén cao nhw vay [4,5].

5.2. Tinh an toan

Hau hét cac triéu ching déu & murc do tlr nhe dén
trung binh. T&t ca déu hdi phuc va duoc xi tri, khang
gap trwdng hop nguy h|em dén tinh mang nao da néi lén
tinh an toan cda Ultravist® voi dung nap thubc la rat tot
Céc tac gid khac cling cé chung nhan xét nhu vay vé
loai thuéc khong ion héa trong d6 c6 Ultravist® [1,4,5].

KET LUAN

Vi 1980 trvéyng hop nghién clru chung toi két luan:

-Ultravist® thwong dwoc dung véi téng lidu trung
binh iodine 1& 15.0 g, tbc d6 tiém théng thuwong 1a 3.0
ml/s.

-Chét lvong dbi quang clia Ultravist® Ia tét (93.8%
dat hiéu qua tr tbt dén rat t6t) voi sw dung nap cla
Ultravist® 1a rat tét.

-Buwdng tiém tinh mach (99.7%) la dwdng tiém théng
dung nhét

-C6 18.6% bénh nhén co tac dung khdng mong
muén lién quan dén thubc nhwng khong nghiém trong.
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