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[Abstract] Objective To investigate the distribution pattern and characteristics of adverse drug reaction (ADR) induced
by direct—acting antiviral agents (DAAs) based on Sofosbuvir. Methods Case reports of ADR with DAAs based on Sofosbuvir
were retrieved from PubMed, Embase, Web of Science, CNKI, Wanfang and VIP databases, from the inception to June 30,
2021. We summarized and analyzed the ADR. Results A total of 55 literatures were included in the literature, and 69 ADRs
were collected, including 43 males (62.32%), 26 females (37.68%) , the age of the patients is mainly from 50 to 70 years
old, the median time of ADR was 4 weeks; the main systems or organs involved were hepatobiliary system (26.98%), gastro-
intestinal system (12.70%) , systemic system (11.90%), immune system (11.11%) , and skin system (10.32%). Conclu-
sion ADRs induced by DAAs based on Sofosbuvir involve multiple systems or organs, clinically applied should be combined
with the patient’s own situation to enhance ADR monitoring. Early diagnosis and timely treatment will ensure the drug safety.
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B AT NS P S S R4 22 (B A Ah sk
Z bl JE 25 5O R O (adverse drug reaction,
ADR) WA o ABIEFE 38 1 K2 5 L SOF 2 ZE itk (1) DAA
16T 75 % ADR SCERHE IF i LR B0 07, B 7E N H
I R 22 42 FH 24 51 22 ik 4 ™ B ADR &A=
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K& [ NS ADR#IE , #5040 A2 45 PubMed \Em-
base .Web of Science . H[EHI/ 7 )5 Bl 4k 5l
J o SCEHE R & 3R] R “HCV” “hepatis C” “So-
fosbuvir” “case report” F1“ADR” ; H1 SCRLHE 2 K 2R 1]
RCNRIE R NSRRI AR R CRAE
A B AR RN K I ) O P 2 2021 4 6
H30H.

9 A\ p o : O3 1 FH SOF =k L SOF Ay L itk (1)
DAA ; Qa5 (911458, AH G I PR R 768 s @B FH 1Y)
ADR %t 525 M5C , £F G A SR W bn o . HEBR AR
e OIS 1Sk, SCIRZE R Ry 2538 5% 2l P 52 56 5 @R
I7 7 LA SR YT T R Bk s BI04 SR SCHK ;
@DADR &R R A .
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e BRI 5 HE R s XA 6 7 1 1) SCRR 547 157)
B WA BRI AR R A 91 FH 2 LADR R
B R R Ge/anE  ERIG IR R I IR TT 1t e
VA S, I X A A8y Y SCRR A Tt . S ADR
RERG/EE KRB HCWHO 245 5 A B O
A4 ) (the WHO Adverse Reaction Terminology,
WHOART) #:4 7 MEAL .
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ADR %4 % 1 SPSS 26. 0 8K A #E 47 S8 1 H 43 #7 o
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TR,
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2.1 XEHWERGER
R SCHR 48 A S HEBR A o 07 18 SCik | 2ok R
497 ke 3CCHk . HEBRZEAR S SL oY 179 5,

SSCHR 192 5 16977 AW sk 2k 58 i, AR AR
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2.2 BENEXRER

AHIF 5 38 3 07 e 48 A4 55 5 A G HRGE L 3615 69
1) ADRE ], HoA B8 43 4] (62. 32%) , Lok 26 4
(37.68%) , BYER) ADR K R JE L PEAY 1. 65 1% .
K ADRAE I Fe /N 25 % AR e K 82 %, S AR Ik
H1(59+11) % . 50~60 % ¥ 1) ADR il # i £ , 4t
27 411(39.13%) , Hitk i 60~70 % (17 4], 24. 64%) .
% ADR JEE AR K A B DL L2 1

1 LIRBEATES HIEAAIEIT R RN 0B AR
JAER 53 A
I () g (B /%) FIRGHE (%)
<40 3(1/2) 4.35
41~50 9(9/0) 13.04
51~60 27(18/9) 39.13
61~70 17(9/8) 24.64
71~80 12(6/6) 17.39
>80 1(0/1) 1.45
it 69(43/26) 100.00

JERRCBE I A TN I 1 A A AR R U R A 4R 19 47
(27.54%) , RACEEIAIFRE AL 5 411 (7. 24% ) , FRE A AR
J 611(8. 70%),9 5] (13. 04%) JCHTHEAL , HoAth H 12
WA M. 69 il v, A 1 784 32491 (46. 38%) ,
Hor1aZi 1041, 1b %18 4, A S 7Y 4 5] 5 FL A 2
RIS (7. 25%) 5 FE A 3 78 3 5 (4. 35%) 5 B[] 4 U 4
(5. 80%) ;2511 (36. 23% ) A4 Fz FLpI 7
2.3 ARRREE4RE

69 i 1] , B J I ADR J2 FHZ5 )5 23 min, %
KIRFEfE 2505 39 J , i ) A 4 ] . ADR & A1)
WI7EFHZG 5 1~3 1961 (27. 54%) , Hitk Ky 4~7 J& 17
#1(24.64%),8~12 J5 105 (14. 49%) , ADR i BL#E
1R HZY 5 106 (14. 49% ), ADR % A= s [a] 23 A 5 1
W32,

2.4 REFRRNMEEADEARERRS/ZE

69 1] ADR % ] H SOF+ >k it Jk 55 (Ledipasvir,
LDV) fir 5 |2 1) ADR fil5ids 2 , 3 18 4] (26. 09%) , H
K A SOF+ ik $iI fih 35 (Daclatasvir, DCV) 15 4
(21.74%) , SOF+V4 3 %y = (Simeprevir, SMV) 11 {41
(15.94%) , SOF+LDV+F| L 5 A (Ribavirin, RBV) FlI
SOF+RBV £ 8 ] (11. 59%) , NIlJHY7 5 % ADR & 4=
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F2  DIRBATE AERIEIT T A BN A & A R4 £33 LIREATE HER ARG T A R RN K AR
A KRR & A st () Bk FIREHE (%) UE S =2 BT R Blge (%)
1Em 5 7.25 1 SOF+LDV 18 26.09
1~3 19 27.54 2 SOF+DCV 15 21.74
4~7 17 24.64 3 SOF+SMV 11 15.94
8~12 10 14.49 4 SOF+RBV 8 11.59
13~24 6 8.70 5 SOF+LDV+RBV 8 11.59
525 )5 10 14.49 6 SOF+SMV+RBV 3 4.35
AN B[] 2 2.90 7 SOF+DCV+RBV 2 2.90
At 69 100.00 8 SOF+VEL 2 2.90
9 SOF 1 1.45
RO 3. 10 SOF+ VEL + VOX 1 1.45
ADR B R ZN ARG/ E 2 WEFHARS A &t 69 100.00
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URIESS i AR (1) e S A (1) 2(1.59) 1.3
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LB 8% R 4 AT (1) 1(0.79) 4

FUEZEN2 JR & (1) 1(0.79) 4
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3 Tt
3.1 II§KR¥A

AN 69 Il LA R WA 5 BRI DAATRYT TN IT
O KRN B9 48 AT B Mo b . S5 kB,
ADR &4z FEAETIE 50~70 % (441 ,63. 77%) , i
HBRLHBI R 651, BIEBREWH R T LB,
Al g5 BYERTG HOV BYFER: R 2 A 0, 53
HRARIE — B0 . A B E TE 2505 0~12 J8
Al L ADR, (I BUIF R B iR 46 (2019 J) ) HE#E
DAA FHZ5Y7 R o0 8~12 &, i LAAE FH 25 11924 Ji 3
Wi BV B IR T A sl kAT
1524 J5 1) ADR 22295 K BT HEFN B 9k 22 e a0 , $2R
i AR I U 1 %5 BT O 452 24 I HH B AR DG IR
3.2 ADREXRZRG/EEEMIGKRRTIN

AT ADR B R ZA RS/, EEgEd
FERFIR R Ge B9 | I R IR £ T %8995 B2 (hepatitis
B virus, HBV) HELTE , W M 2 MR IT % . 2016 4
2 E & 5 25 5 #1)5 (Food and Drug Administra-
tion, FDA) & Aii | FAHESE S  $E/R #2558 i HCV 4L
W EEIRIT (LR 52 HBV IR B IR YT IR, T RE &
B HBV FRELTG . HBV IOE F AL 1T E 5 HCV
FEA AR R A OG, FE I DAA BEATIRYT I T4 &
ARV T B, HBY £ 33k W [a] R &2 il I 3R 30 R 2, 78
TR PEIT R () B PRS0 AR SCHRAE 95 161 K
W R ATy bl R R T, A IR B
fii I DAA [ IF R A B 28 25 W7 I HBV, (12 1
ZHIAF R B iA 4 (2019 i) ) (BT 2 B 16 48
(2019 Rz ) )" 472 20 I3 T B s BH v ek F A%
(1R) 2P BB HBY BRI o ARWFIE & B, #5552
F i /] SOF+LDV , SOF+LDV+RBV , SOF+SMV+RBV
TBYT O A B T FOE T RE R T TR OK
SRR AR TN R A b e] BE b
HCV s T &, X200 2 5 A B APE 0 TR s
FE R, 3 S

AWE5E &I, 2 6 FH SOF+DCV /97 J5 il i
RO R AR DG 6], 5 SR SOF 5 e il (4 41
HAEMSIE . ML 5 SOF 74 ADR ) BARPLH 4
KT AWM, Back 45— AN A AT RESE

« 29 .

T e a0 1) P— B 2K 11 (P—glycoprotein, P=gp) , )
1M U P—gp JEE 4 SOF F4 W St ifin 24 e J3 438 o, [ bt
FE LR (9 7 R, SOF RE MR P—gp A4 HIL I iE A
O LEIHE . 2015 4F FDA XFAH 2 ADR #2131 ™ 5 (1)
R, SOF 2 S i W 137 2 B A bR , 2018 4F
KA BT R BB DU 5 25 W0 0 v R 25 A B
VA B L R AL il s 7 Tl A R .
A ST IR A 1 & A= T TR, R A 2 S
SZAEH HIGHERAE . [ % B Nirei 25 i3 1 2 491
et I LRSS 25 9, (EL M B0 hasd o ) 2 ) BRR
i J SOF+LDV AJ fE 23 1 it JIE AH 5& ADR B9 XU
DAL I A5 )+ 7 2 1) 56 1 1 0 I 9 A G ADR
3.3 ARITHEREET

ANBIGE K BT 25X RETG T SS9
DAA 25911 )7 ¥ AL ADR Ji , 3% 52 1) (75. 36%) ,
FET-241(2.90%) o

JHFRR 22 G S A F 5 v B i UL ADR B2 5 &
S5, HBV [ PR35 A1 D R S 8% 2 LI R R B, 7E
Ak S f FH DAA 1 TR A R R 35 sl i 4 5 B
Rl ADR, 5 BUA (1 (18 1 2 B 5% B 36 48
(2019 R ) "R — 5. AW &I, K45 H DAA
THBT HBV 1697 24 4 (4 16 it AR 5 HL b 33 977 15 il -
A5 191 658 v LA BB T3 9], R 18U IR & B0 ADR
SR8 DAA FFEXTREIRYT

Dyson 55" iz i T 1 41 { F§ SOF+LDV+RBV it
AT B, B BT B I AT b
J% 2 (human immunodeficiency virus, HIV) &%t 2
Wi A P9 PB4 R AR I 3R 97 15 d B AR H IR 5
Uy FE B, 37 RIS 25 91 R HRE VR YT S R E R TS R e Ak,
BEF 4k & B o X T AFRFRE AL e AR s, (R
R 9 B 16 46 78 (2019 [ YRR 167 I 384
T SOF, I 47~ 1l F DAA B H] & A= ADR 19 XU A% 155
7] IF 45 48t HCV T & HIV IR i 7] % i 0 T 5
Uy, DALMY T 3 0 B S L DX 32 95 0 1) 2 i
JEZYI N R AR . R Ak S A2 300 5 2 17 DAA
BF, N 1A T %% U0 A W, R & A 7 5 Y ADR. Hel-
mers 25V IE 1B 61 2 BIEIF ARG B 1%
2% SOF+SMV IR 77 Ji H B 5 1) Bt 452 43 14 P AL e 8
7 B 258 AT A RIRYT L9 d R R PET S R B
SE AR 2 HE T 4545 , 5 1 SOF+SMV Jirgk . H il
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ST R X T SOF+SMV U 445 1) 2 A= B ot A
HH A, 128 B 0 ADR 75 5 2 I R T

Zi bR AR B ST i 6 SOF S F45 () DAA R
J7 7 8 T £ ADR ZEA7 5 B34 , A B T4 56 B2 455
TAEFREGS TN T i LA SOF L hil 1 DAA VAT 7 %
fIE A5 8. T ABEIE 9 AT B 24 R 9SSRk,
KHBSr ADRHE R A T2 A E K Z AR, Hoh
P B B A A /D, AT e TR R R Y B S I IR
TG0 —E 225 AR R . L Z gk sl e o
Z [F N AHSE ADR A , LI RENS A lfe R AR (I 58 Jin v
ST A EEL, U/ ADR & A4 IE RS B 22 4
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