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Adverse drug reaction (ADR) is a global problem of major concern in health care. ADRs can be accrued in any organs
or systems. However, cardiovascular ADRs could be a more serious problem if they are irreversible or severe. For this
reason, this study was conducted to analyze pattern and severity of cardiovascular ADRs, and suspicious medication.
Total 646 reports including cardiovascular ADRs reported to the KFDA between January and June 2010 were ana-
lyzed. Amlodipine besylate (36 reports, 3.3%), iopromide (29 reports, 2.7%), tramadol HCI (28 reports, 2.6%) were
most suspicious drugs that occurred cardiovascular ADRs. The most common cardiovascular ADRs were hypoten-
sion(236 reports, 33.1%), palpitation (134 reports, 18.8%), and hypertension (89 reports, 12.5%). The most frequent
ADRs were occurred in the age group of more than 60. This result could be of help to prescribers and other health-
care providers to predict and prevent cardiovascular ADRs. Also this study suggested that patients with cardiovascular
ADR risk factors should be intensively monitored during the medications

[] Key words - adverse drug reaction, cardiovascular ADRs, ADR reporting system, pharmacovigilance

ol A, A8, o] - 08 ARE-E AL, o]

T Zr)eba Qe oAl MolS YALOZ CYP4S0

gk oJofEe] AR AEH o w Frkekal Qe ey oA
oJ kel oA AT = Sl FE-fraluh-S-(adverse drug
reaction, ADRYS 3212 APl o) 24 3lAY 2 494717
£ AR 7|3, Q)82 ZA A7) 7 = g2
o)) 3 wleA oA 199413 oF 106,000 ©] 3
"—ngvﬂ‘ﬂ—oﬂ o3 APFHAL, o] At AR, o,
=%, A3k ALalel| &3t Abge| o] A Abgedgle] )
a E_Ls}z ek = g2 ATl dd B 10.8%
7} FE FE AR 94U FaL, o)k HHA 8.1%
7t e Rallabgel osk flelal 2.7%: FolEFHe R
Qs et X8 A2 B4 =LY FEfafut-ea) 3
sle] A}3]H ]l Al o] FFEkaL glom, o]e| dfs] ADRS
M}l ADRS A 3ol ohE Aoz ATehe AT

iow

: 0]%3F pharm D

o v aba ofale)at

A7\= 4] T AHF AL 5 ($)443-749
Tel: +82-31-219-3443, Fax: +82-31-219-3435
E-mail: suklee@ajou.ac.kr

Correspondence to

41

F49] Abal(superfamily), ¥ o¥] J==}
2A g A7 glgie”

TEvetel M oFfalubsa AR AT dF-Eel
18 =31 9l 20066 3709 A F=AAAE RS A=
22 AENA FEfraluks FAAAE Arlsla ol

o= A F-o] eFE<Hd A (Korea Food and Drug Administration,
KFDA, ©|3} 224 &s o] 2| ¢} kB A &5 o] A&
A vk, B wel, AloFs|AL S o2 N E AP ow
FEfaubg s i gloh ) o) ofEfauls By
AAZ 755 deleulo| Az e ofFEfalukea} A=
EA oFEol o5t frafiuk-o] Almbe] A H(signal)g 2L, ©]
£ dleolErte]d 7S o83 Aol A K b3t 9
FF AR 7| 27) H =5 =HEkarl gl w3t oFEfraiut
S s o) s i A b DRl =B b o 4 L i S I B L PR
SFEfrallukS AR A, ookF A A= A At
% oheket Aoubg o2 okE-faful-g-o] T ar gl

o3t FEfrafube2 YR FFEIF AFSIIA &

ADR®] FAE

N



< S AEE g
U2, ADRe| vehb= AIAF- = I, AR, 35
7], = A F4 5 B A7 veld $ sid 2
v FEralnbEe] AdIHA A= AT|eAM ebd o, 1
F5=7t A ko] A 2 A<l f3e] g7
w] Fo]] AYH A ADR F 7} @S uw] A9 F g FAT
Av Wk ERUEH ] 87H7E s dE &
20005 ¥]= A]15-2] 2FE<FH A (Food Drug Administration)of] A]
= 9] - A= 9FZIKHGERD, gastroesophageal reflux disease),
2313 -5l = Qlgt 7 AT F] HRA Q] A BAZ
AHEE AW cisaprideZ} 19931 A2 o] F 807 2] A, 341
7] A9 FA FE-RauRSI T e] glha wRF o,
o] I fEjutlA = AepelA] 2} TS 73t
a2, o] o)A FeAE AREER] ek 9le}. 20044 w}
o] 8- (Vioxx: rofecoxiby’} A7 2] H2t8-8 Jo7livh=
B2 AF3AR= 2P 22 VioxxS Bl T2 )
Ak 19 20109 rosiglitazone> A1 AwM|Z <13t APLE =
7h2 U, FelA el FAHAIL, vlFe M ARE-e]
u]$- Alsk FHgl e 41 sibutramine?] A-$-= AEHRA A
3] ofEfraluks-os Qs Tt U]'—‘T, FdjellA] e
2= 99519 Doxorubicing: H]53}F anthracycline”] 32] FE-
2 FA 43 Jste] A5 S o7 HEAQ FER
A=A w§ FZ 7]&o] ARgERAL Qloh Y o) g} zro)
AERA FHA T8 o 7)ol A=K ADRI ¥ s|A]
o 2l oJgks w|A 4 9lal, 7k ADRe] v|7eiA o
2 vepdeid k=2 -84l vlsl S =7t oS AR
3ol o ARl 2l 5 7|8 of siet
AT Aol BauEl ofEfauks
A ks AHE
oFE, TEE, A &

A7 Bl ekt

% A A ¢
uqaoq, &4 ADRS] <l
skt 8= gl

o7

B dgFoAE=  WHO-ART(WHO Adverse Reactions
Terminology) A Al 3] 327}1A] 7]3AE EF(SOC, System-
Organ Classes) Z=7H? 1010(cardiovascular disorders, general),
1020(myo-, endo-, pericardial and valve disorders), 1030(heart
rate and rhythm disorders)ol] 8|%d3l= A& A F= F3iat
S AR AR 20109 1958 6974
AlepAel Hargl ofE-fauks Abele B 26,2077 0192
o, o] Z 1] SOC codes 1010, 1020, 1030 sjF= =
AHE F 68371 (2.6%) 22 vtebgeh. & ATl e 2R
AR AR oFE keIt 2t A RATE sletar 3
gk 3775 A9k 6467d7te] EMEAIL, 2 I Foll oF
=] AFIA ] Hg Hrh P HAS EA T A
EFE A

Kor. J. Clin. Pharm., Vol. 22, No. 1, 2012

oMElE 22 ER

SFE-G-3uk-S-o] A1k ol B g wji= o]AlE= oFEo] A}
EH o7 W YE7| ujie] E :,-oﬂ/qb o] AFEM L A
THeE Aglsle] B g ofE-falnkEzle] A= F
i =S FA H#ﬂﬂ T AFA oA AHgs)
= FARIE=(E: M000000)S Eg-aldch =3k 142 of
SRS Hairlel] 271%] o] ko] oAl el E3E 7t
Z4zke] efE Aol daiA SR o® B

oF=ai %—3— WHO-ART =5
ADRETAoA £ 744 olabe] A7 %
A wasielebr el 0, G4, 442 shby He)
REE B4

F431o] 2439,

Ryg ‘?in-n-ﬁﬂ‘ﬂ}—‘J S o 2o AR &
73+ mild, moderate, severe. ©]3= Hartwige] Aqkst &
%Hzo)J+ Aok el # A wel R or AREH=

BFoltt Milde] AHeles & X 8A &l 54 (antidote),
% A 52 @1}7} 22 = 7%, moderatel:= FEA R
Q A A&7t 8sv 4 7]7}01 Ha 1o
o] ‘2“;75}% $5 T, severe®] 7 dTAQ &4
S A 7FsAd o] Y @T?]E(mtenswe
medlcal care)7]- I 23 7S U3t} o]2]3 ADR 5%

o] 7% A4l ADR "}Eﬂa Harst o]gqle] o)A} -“?}X}
HHS B2 3t Aot 7 95919 oAt 3ixfe] |
HAor 1 FFEE o] oHe At T B
oA A 25k

sixte| Ljo|

FEHaue Ao EAH Ao ol 104] 74

BFS}e] ol ok AR TA FEFaukS B zhe] AT

A2 248t ol AR Do) AAHe] oA ke
Ag= B4l A 95k,
ERHES DX

Aobe] obE-gaeS BIgk A= o] ApakelAl, ekl
b, 28, 23174, Zek Fislelsh el el
Aeha ool epo HAHo] i, Wel e o
N, e bz BRaA g ADRETZAS] 1Al v
202 A

%7 A

HEZH ADR HQleZ oMEl= 4= -’é—%

AFIA defranteS 427 oFE2] A 4004 A



A F) FEPAA S Bad AR FT RS 54

Sh

A 43

Table 1. Number of cardiovascular ADR reports by age, reporter, and sex

Mild Moderate Severe Total
Age (year)
Total, n 285 190 59 533
Mean agetSD 54.7+16.0 53.0£17.70 54.4+17.84 54.0+16.82
Reporter
Hospital 37 15 3 55
Pharmacist / Oriental pharmacist 58 89 29 176
Consumer 88 5 2 95
Doctor / Oriental doctor 46 13 3 62
Nurse 27 13 8 48
Pharmacy 1 0 0 1
Pharmaceutical company 42 1 46
Etc. 8 0 3 11
Total 307 138 49 494
Sex
Male 137 59 33 229
Female 157 78 28 263

R, 7P vl=7E 2 oFE-> amlodipine besylateZA %
3671(3.3%)°19 2L, L T3 2= ZdA|4l iopromide(297,
2.7%), AEAGA|] tramadol HCIQ87, 2.6%), T= ¥+ &
Folvt oz Qg FF Seol AMEEte AFAgACl
propacetamol(1771, 1.6%) %2 +A12 vehdtl. Amlodipine
besylate AFE-3ka}ol| Al A H31%l ADR 3642 AlEd, &
SATA > PEE)0) 244, AARA 671, A 34,
A9 27, &3 170l o] ko] #IIALRelA A &
37 Y= o] Aiks-0] stz ARl o] AAF o] gl
s Al E2 vehdelal AlxHe] 9l At dA)s)
= A& & 4 3ok lopromide ARE-3EAlol|A] X 7®El ADR
= A™sE 167, W9 571, ) 471, &3 27, AAEA
14, 8AIZ= 1709t} Tramadol AF&-31A}el| A E.31%l ADR
< Fsizka 127, AAIRE 87, gt 57, Wk 7t
A 1A, ANSF 1A, &£3 171°]30 ). lopromides} tramadol
AE-3kA}ol| A A S Al E WA ADRS B oFE-9] 3|7k}
oA AAIR AFol et =3k AE A ADRE| oAl oFE
Fole dubefFor FEREe] AMSEE: aspirin(167,
1.5%)2} chlorpheniramine(1371, 12%)% Zg= o] 31+
(Table 2).

AMEIH ADRe| &R/

EAE AEAA ADR 7S F 64671 0] 21} 1719]
H 6] 27}#] o]Ake] ADRe| X iixe] 3)917] w-Zel ADR
AgE F 71270194 ¢] F 7P vpIER veld ADR
2 #3838} (hypotension 23671, 33.1%)°]% X, L H2o 2=

Table 2. Number of cardiovascular ADR reports by medica-
tion ingredients

Medication ingredients ~ No. of reports (%) Rx/ OTC

Amlodipine besylate 36 33 Rx
Iopromide 29 2.7 Rx
Tramadol HCI1 28 2.6 Rx
Propacetamol HCI 17 1.6 Rx

Aspirin 16 L5 OTC
Ritodrine HCI 14 1.3 Rx

Chlorpheniramine Maleate 13 1.2 OTC
Furosemide 11 1.0 Rx
Midazolam 11 1.0 Rx
Ranitidine HCI 10 0.9 Rx

T 9 (palpitation 13471, 18.8%), 318 $}(hypertension 89
7, 12.5%), 219 @2 21} tachycardia 787, 11.0%)2] <
A2 JepPstel(Table 3).

FomlE= vehd A8 (hypotension) B 1719] 24l k&
2=, propacetamol HCI®] 1971, iopromide©] 1871 °]] 1,
tramadole] 14710]le}. & o] & A&t WAL F FAd ol
12371(52.1%)°1 %1 3L, S1A] o] o] 16571(69.9%)°l i et. FA
 (palpitation)e] Y 23471 F °|4l k& FFHE aspirin
871, amlodipine besylate 871, metoclopramide 771¢] 7}% %
UL, A Estel vla] 54 ko] TRl BEE R
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Table 3. The 10 most frequently reported cardiovascular
ADR

ADR No. of reports (%)
Hypotension 236 33.1
Palpitation 134 18.8
Hypertension 89 12.5
Tachycardia 78 11.0
Arrhythmia 45 6.3
Bradycardia 31 43
Shock 26 3.7

Blood pressure fluctuation 23 32
Cyanosis 9 1.3
Myocardial infarction 5 0.7

914 ekoteh. wEat Aol w2 ADR MMYL HAF Az} A
ol BAIE 1257 F oJAdo] 9071 (72.0%) 22 oJAd<] wl
=7F B SIA o] QA3 FelMe] ADR B} 57
71(43.8%) 22 thE ADR X} Az 22 ) veht 32
22 Aol A =Tt 2 S o 5 Uik

dFo E ME&A ADR

ADR B3 zt8 Aol d3o] F7]15A] 92 11371 A9
s F 533710 thsle] Aol wE AETA ADR W=
=2 2Ask) 614 o|AtellA 223A0 % b wWska,
o 2= 51~60417) 115722 Jepge). 51A] o] Ake] <
B Fo| A 338710] HAEe] F 5337 F 63.4%= A3}
o} =3 109 o]3fellA] Yebd AE A ADR 37 F 27
2 FF9 Aoz Yehyl

A=y AdAA ADRE FFEE 2w, mild, moderate,
severe®] SA1 2 3kzte] WF o7t 5474, 53.04], 5444 =
A G2 AT B2 FF Yo7t ¥24E o F34
Fakgo] A gicl= A0} o}2 kA2 W eIth(Table 1).
o d77F ZE kel ARl disf EAE b £
TN AERA TS B3 Abol & el Bt

st

Aol mE AEEAH ADR

BAE B o] F7)¥ AL F 623710903, o]
% #2 2777, AAA}F 34671¢]1%lHk. ADRe| FEFE FH7F
P53t 7%= 93t 22971, o421 263709l 5=} F
WA AA ADR Rl F o]Ad o] A3t B &>
55.5%2A ARG o 2d, FAe] Aol 5
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FAe] o o) AER ¥ Yepd 212 Pa o2 Ay,

N

Kor. J. Clin. Pharm., Vol. 22, No. 1, 2012

= B A7y} A3 B3 ADRERS EA3 o] g
oJof & 7o & Heloh

oo

BTX Mol mE AMEEA ADR

A8 A ADRS| B IR}Z A= FAL/FFALZ} 22471(34.8%)
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o) Ab/gRe) AL 8371(12.9%) -2 ERsttl. 1 Hlol] ZkEAL 72
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71(28.67%) -2 71 E9kal, 1L R0 2 oFAl/akeFA} 5871
(18.9%), 222 AL 4671(15.0%), Al 2F3]AL 4271(13.7%),
w09l 3771(12.0%), ZFZAF 2771(8.8%), 71E} 871, k= 1
7122 Jepsti(Table 1). 7 %52] ADRS 9|84 F71 =1}
ZR|zEe] Bl Fodgo] 55 o 4 ook v 5=
7} FE5E A, AA 1387 T FApEeA) s
ADRe| 8971(65.0%)2-2 7} whokal, Wl 1571(10.9%),
o) AbgR AL 1371, 2E3AL 137102 72} 9.4%E XA 513)
w &Rz 570l % ADRe| ¢ B auxrt %7]%
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ofake] W 1g-o] olA|= S ok 4 9lTH(Table 1).
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