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Literature Analysis on Case Reports of Adverse Drug Reactions Induced by Safflower

637000; 2. MR BT

Yellow Pigment for Injection
WU Li'?,SONG Liangyu'?,ZHANG Hui'?,TANG Zhili'?,TANG Jie'* ,HU Xiaoyan'*
(1. Department of Pharmacy,Nanchong Central Hospital-Department of Pharmacy,The Second Clinical Medical College of North Sichuan Medical
College , Nanchong , Sichuan , China - 637000 ;
Abstract: Objective
reports of adverse drug reactions (ADRs) induced by Safflower Yellow Pigment for Injection in CNKI, VIP and WanFang database

2. Nanchong Key Laboratory of Individualized Drug Therapy,Nanchong,Sichuan ,China  637000)
To provide a reference for the clinical safe use of Safflower Yellow Pigment for Injection. Methods The case
were retrieved from January 1st, 2003 to June 2nd, 2021. The occurrence characteristics of ADRs were counted and analyzed.
Results A total of 22 related reports were retrieved and 40 cases were identified. Most of the ADRs occurred in patients aged
60 — 74 years (40.00%) ,the patients’ primary diseases were heart diseases (62.50%) and orthopedic related diseases (25.00%),
the reasonable rate of drug dose was 70.00%,and the reasonable rate of solvent selection and dosage was 70.00%. ADR, especially
severe ADR, occurred within 30 min after drug administration,and ADR involved multiple systems/ organs, most commonly the skin
and its accessories (28.71%). Conclusion The Safflower Yellow Pigment for Injection should be used according the indication,
usage and dosage listed in the drug instructions, intensive care should be given within 30 min after administration, immediate
measures should be taken in case of ADR to reduce the risk of medication and improve clinical efficacy.
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®1 BEEHH(n=40)

Tab.1 Distribution of patients’ age(n = 40)

s mlE Hmit(%) | R Bl HRt(%)
22~44% 4 10. 00 60~74% 16 40. 00
45~59% 9 22.50 75~90% 11 27.50

*2 BERBEREBER
Tab.2 Patients’ original diseases

Ve H& B (A Bl (%)

SREF AHk(15), Besh CBAQ), Bom, 25 6250
JiAR L (2), (1), S8R (1), e mbh
S (1), &b Az (1), B
H(2)

FREAR  FRAEGS), FRRQ), R, B 10 25.00
AEEH(1), BB

I BRAQ), REREE) FRK(), 5 12.50
KRB (1)

2.2 AAFERTREAFEREGRY

TE A P21 A48 0 (0 2% 25 5l U WD 45 P P 4 O Bk
100 mg, P4 0. 9% A ALHN T 5 Wk 250 mL # I i Dk T
T .40 151 J8 35 35 S d K 2 245 24, B 4 K 22 R 4 A il
VE B AR VRS F 20 AE v (5 52 25 5 d 1 43 v B9 )
S H 100 mg, 15 28 5 FH 25570 55 B2 (55 A7 2 91550 B A
TE) o TR LR 3,37 (9111 770 2 il e 1 1E 4 , (LA 28 f5il 4 24
an LB T RIC L (O3 A7 2 I 25 300 AT, Tk 5
WEE) TE LR 4T L0 AE B (R B ] 34 5], 55 HAt
iy e et , Kb 572 RJeiT S & M 341, 548
M 2 154 2 T VR FH 2461, 55 0 3 3 S o A4
SHCE H 1L

*3 BERAFE(n=40)
Tab.3 Dosage of drugs for patients (n =40)

RAE Bl HR(%) AE  #Hla HR(%)

50 mg 1 2.50  [300mg 1 2.50
100mg 28 70.00 | R 2 5.00
150mg 8 20. 00

120

x4 BREERBE(n=40)
Tab.4 Selection and dosage of solvent (n =40)

3 RHAE BEARE RERE _ # RS
(mg) (mL) (mg/mL) (%)

0. 9% A4 50 100 0.5 1 2.50

EHHR 100 250 0.4 28 70. 00

150 250 0.6 4 10. 00

150 150 1.0 1 2.50

300 250 1.2 1 2.50

Rt 250 2 5.00

5% H) # 45 100 100 1 2.50

EHR 100 150 1 2.50

150 250 1 2.50

2.3 ADREZ4RE.ERZS/FERIGKRTKI
ADR ZAERTAI LR 5. I REBRIMW M2 RG 4
B UL R SCFC R A LR, R BRI S
JEEE, TEILER 6
&5 ADRELEMIES % (n=40)

Tab.5 Distribution of ADR occurrence time(n =40)

B Ig] Bl M (%) | BFE BlE MRk (%)
0~0.5h 25 62.50 [>48h 4 10. 00
>0.5~1h 2 5.00 |#rik)E 4 10. 00
>1~48h 3 7.50 | Ri# 2 5. 00

&6 ADRIGERM (n=101)
Tab. 6 Clinical manifestations of ADR (n =101)

ZRAG B e F A R HRIL(%)
BB E: 4 BA(14) B H(9), FRA(2), 29 28.71
RA(1), S8 ¥R, L T4
Sk (1), 88 X (1)
AR ASMR *Z(3),KH0), AERF( 9 8.91
LEEY Bs(1), e (1)

LY M (8), R AMR(5),FREAEQR) 15 14.85
A g&()wmﬁn ), 24Z2A703), 15 14.85
WEHBR L), A MR (1)

RERR WB%Q()u% E(D),BHEA 12 1188

w(1),RERAL), REBEX

Fe (1), IRIELLIP (1), FB3RARF (1),

g kKB (L), TARGIRAKM (L), &

AR BRI BA(1)
N Y wﬁ%)w@ ), fEHE (1) 10 9.90
B A% (3),"Bet(2), Mg (1) 6 9.52
E mﬁn)mﬂﬂ%()@%% 5 4.95

(1), wRai(1)
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40 {91 7B oA 25 BIRE IR AR 15 25 0 X Ak A BiLS
AR 22 it 5 13 {51 1 BN ] e 8% R Sk A Jie S5 AR
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3.1 ADR 5FE&KR

TS 2146 3 €822 25 b U B 5 030G B T b B BEIE
SRy U 1 5 BEL i 350 o B 78 55 R 0 09 - 40 1911
B A 15611 (37. 5% ) FH T30 97 5609 0800 LA Y
Ho At , J B 24 it a5 FH 24 B AT i o ds B TR X
25 FH 0T oA | PR g 8 R R o UE 5

FE MPECE O RE ALO SR P B2y R R ),
3 TARN ST S B o BTN 117 T S 1 RS 1T 7 S |
RELIE | FEEEC DKAIE SR I UE B PR R IE L B ) R
UE OB BH B IE , 1 5 FH T AL B €00 38 24 i 136 BH 5 {2 B
A T H b A0 I R IE IR T o 8 7Y ADR iR
P2 RIS A 2N NHIE S T2 ADR,, R G EHE R I
MR A5 o A2 G B FH v e 24 .

3.2 ADR 5H#HFAE(RE)

22. 50% 1 S E 2R K (534 5% ) 3 24
FIFEANTE) , FH 2570 2w R B2 Wk BE A K, 2 i 25 )7
IRINEFL, FEADR &4
3.3 ADR 5&%|

S RPZTRE 70 11 7 W =R o 3 5 B N T I R
W pH i 25 5 i MR RO £, FH s ADR kAR
A0 ) B A 3L 5% AR SRR 8
R REA Y AH SO IR R B RS AR 5
5% AT SR LTS 7E 8 h N AN . pH FN 24 I 75 1
YITCH B AR ANV OR B A A 2 LR e L (H B A
G PR VZ N, i g iF— 20 25 42 124 H i)y st il e He 2
s U0 I A R SRR 7 (BRI BE HT 0. 9% S AR ST o
3.4 ADR 5H%L4RE

62. 50% 1Y % 125 )5 30 min IR T ADR, 14
PEOR T M Sk A | P 087 DD 25 4 7™ i ADR B33 & A= 7
I B L PRt B AP N B3 Rl IR 245 i g R Bt 4 R A8 25
SRR R 255 TR th LR ADR, 4n & A5
RSB ER 388 FH 24 30 min AR A T 5 W s B
3.5 ADREERZSG/BE

AMHFFEH TS HLIAE I R ADR EMEAN RS/ 4%
B Im RR B AR, 33X 5 2 i R AR SRR G
A E AR, TRt iR 2N EIEIRITER
EAS 10 1 25 2 A AR AR i R S8 4V 48, R 4%
YEFHA U8 B AT BB 2 30 ADR 19 2257, Afii 5
EERENRYGE B ADR, A R e gek— 158
S 2% 30k
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