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Abstract

Objective: To investigate the clinical efficacy and safety of elemene injection combined with Len-
vatinib Mesilate Capsules for primary liver cancer. 78 patients were randomly divided into the con-
trol group and the observation group. The control group was given oral lenavatinib, the observation
group was given elemene injection (250 ml of 0.9% NS solution) Intrav infusion, once on 1 day, and
1 course for 3 weeks. A total of 2 courses were treatment. To compare the recent efficacy and quality
of life before and after treatment. TNF-q, IL-6, IL-1 and CRP were detected by ELISA. CD3+, CD4* and
CD4+/CD8* were determined by flow cytometry. The adverse reactions in both groups was observed.
After treatment, the total response rate of the observation group was 41.03% and the control group
was 30.77% (P < 0.05). Compared with the control group, the quality of life score increased signifi-
cantly (P < 0.05); the serum levels of CD3+, CD4* and CD4+/CD8* in the observation group increased
significantly (P < 0.05); and the serum levels of TNF-q, IL-6 and IL-1 were significantly decreased (P
< 0.05). In terms of the incidence of adverse reactions, the incidence of adverse reactions in weight
loss, fatigue and appetite loss was significantly lower than that of the control group (P < 0.05). Con-
clusion: elemene injection combined with Lenvatinib Mesilate Capsules for primary liver cancer very
well, which could improve quality of life, improving body immunity, reducing inflammatory level and
adverse reactions, and being worth clinical promotion and use.
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2. AREFZE
2.1. —f%ER

EEUERBE 2023 4 1 H~2025 4F 6 IR 78 Bl A5 & M e B fE A At B, IRIRIZ Wi &
CJRENEIFRE 297 IRTE(2019 4EAR)) [8]. LR FLEk 5 MG AR 2 N IR R VT . AL — IR
EHHIEL, TE4iit2 2 7P >0.05). WA 1. AR 7R BB B 22 A 2 A IE(IE B IL 5 2023-1148),
[F] B I FE AR TR 7T

NBRE: @ IGRIZWIARG, FFIhAE Child-Pugh 7324 A Z0F1 B 24(<7 47); @ i > 18 A%, Tl
TAEGFH >3 MH: ©® ECGO Wy 0~2 45 @ BFREHORA RIF, BARERH BB AR5 .
HeprbritE: © AIFEMEAE I, S Mg @ MARMIER. IR, S0l MRS
Mg @ AIFmENG. MNEREE: @ (FERERERSAL: © AL EBEMRE; © FHEY
Yt BRI .

Table 1. Comparison of general data between the two groups

F 1. RARE—MRERER

%51 NUEE4H (39 Bi) Xt HR4H.(39 Bi)
PERI(3/ %) 22/17 25/14
SERFER(D) 552+6.8 572+7.1
Child-Pugh 7% A 2/B % 29/10 31/8
AFP 7KF(>400 pg/L/<400 pg/L) 26/13 25/14
FFShae R4k /HE FF 4k 24/15 22/17

2.2. i@fr ik

SR 5 T A% e (A 25Mb A5 IR /A ] Eisai China Inc fit#E S5 : H 20180052, #it%: 4mg/ki). X
TARE <60 kg MEE, AMMEFHFENS mg, 1 W/H; XFHAE >60 kg HEE, RMEFEHTIE
N 12mg, 1%/H.

WEHAE XTI AL b, 25 PRI G FLIRE SR (B 2517 H 10960114, #iA%: 20ml: 88 mg)4 3L
AN 0.9%FMANES 250 ml 1, 1 k/d, di~d14, EpkiEE. PABLL21d 8 1ATRE, HEr 2 4
JH . P EFAERIT RIS THAMB R 1B E ISR A RE VR IT

2.3. MEIBHR

© J7 R AR WHO SARRETT RO R0, 5E & MR(CR): IR SE A Kk, YEFrrS (R KT 4
J, BARBBUERM; S0 EMEPR): MRAERRGE/N 50%0L L, F/4ERE 4 F, REIUHL. Ehfa
SE(SD): IR RFGR /N INT 50%BHE K AR 25%; il 2 (PD): S i KR 2 RIE /D1 >20%,
s ELER AL . SUE SR (ORR) = (CR + PR/ S BIEL *x 100%.

@ RAE L IEIREIE R TIRIT R EEEE K 5 ml, A KH22R A v B DML R ILIE) LA
4500 r/min #5010 min, F#E 2 min W2 MG R G2 0 B 2 IR g VR I e if i IL-
6+ IL-1. TNF-a /K°Fo SKFIES G L ikykill 52 CRP. KM Attune 3 204N AU 4% (Thermo Fisher) & T i#k
E4HAE(CD3". CD4"F CD4"/CD8"tL.f7l).
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2.4. EFERETESY

Bt Karnofsky YErbRAEIEAT , 27 ¥E N EE TG BIHE 77 A2 0% B BERE BE DL ROGH H 8 2B 3% 1000 14 45
JHAT A E. TFOVEEER AN 0 B 100 4, 9 HGE R R ARG R LT, R I BRI kR
EH K
25. ARERM

Z: 8 2009 32 [E E 52 i 7T T (NCD) A R FAFPEH[10], EH5 N 0~IVE, Folim R HA K
IS5 1 T B, ) WA B A VR T I AR AR AN R B R AR

2.6. G FEAE

KM SPSS 19.0 B AFiAT G vt 220, THEBURI LA E 0 R (%) &, Sl X2 it o THE BRI DA +
PREZE(x + $)&ow, Wil ¢ k. BLP<0.05 R AGi 5 ER.

3. &R
3.1. FEERE TR

5% BRI HAYT 3K 30.77%AH B, W2 H T T R0N 41.03% B EF S, EFRIFFERP<0.05). T
%2,

Table 2. Comparison of short-term efficacy between the two groups

2. MERE T TR

A n CR PR SD PD ORR (%)
X HEH 39 1 11 15 12 30.77
MEEH 39 3 13 16 7 41.03*

5xtHR4AHE, P <0.05,

3.2. REBREEEREITHELS

VEITETA F BRI ETE ML, B 2ERE (P > 0.05). V8975, SXTIRAMEL, WERHAARE
FEVE BT E, BASFE L(P <0.05). W% 3.

Table 3. Comparison of quality of life between the two groups (X £ s, points)
%3 MEBELEFRELRE s, 9)

A n YRYT R WBITIE
STHEH 39 66.2+6.5 712 +73%
MERH 39 66.4 +7.0 842 +8.1*

S5ARMBITHTHE, P <0.05, SXBAMLE, *P<0.05.

3.3. AR ERRINEELLE:

P FIGITRT CD3Y. CD4Yif%, LM CD4Y/CD8 LU, TEgiit# & (P >0.05). ¥HIT )G, SXt
FRZHAREL, WMEE4] CD3*. CD4%. CD4"/CDS /KR T &, HEit% = (P <0.05). W% 4,
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Table 4. Comparison of immune function between the two groups (x £ s)

F 4. MABEREINEELR (x £5)

CD3* CD4* CD4*/CD8*
4H5 n - - -
MEp Rl w7 R MED R W7 R MEpRdl| MEbEd s
STHEH 39 4921+6.07 5931+4.68" 28.11+596" 34.35+5.12% 1.12+0.03 1.32 +0.28*
WL EZ2H 39 50.23+530 66.53+5.08% 29.63+6.95% 4021 +6.03% 1.09 £0.21 1.78 +0.09*
t 0.365 4.259 1.862 4.947 0.465 4.186
P 0.693 0.016 0.157 0.008 0.628 0.010

5RMEBITRTELE, P <0.05, #P<0.01.

3.4. BEBERERTFRFHR

P2 BB #E G AT IL-1. IL-61 TNF-a & CRP /K°F, L4ihm X (P> 0.05). &iiairiE, SxiA
AL, M IL-1. IL-6. TNF-a J2 CRP /KPR, H4i#E (P <0.05). W% 5.

Table 5. Comparison of IL-1, IL-6, and TNF-a levels between the two groups (x + s)
5. FAERE IL-1. IL-6. TNF-a KFHE(x £5)

IL-1 (pg/ml) IL-6 (pg/ml) TNF-a (pg/ml) CRP (mg/L)
WEN WTRE WTN WTE WEN WTE wrw wrR
WA 39 44.29+4.52 3821+497F 6021 £537 52.38+4.39% 45.15+7.63 34.14+4.42% 751 +128 721+ 1.06"

HAH  n

WELsH 39 43.97+6.02 33.72+542% 59.01+6.92 4321 £5.09% 4529 +5.68 2641 +5.01* 721+1.19 542+1.11%
¢ 1.566 4.772 0.912 2.871 0.827 5.213 0.909 4.017
P 0.231 0.010 0.403 0.058 0.391 0.005 0.398 0.020

i SARAEITETE, *P<0.05, #P<0.01,

35. B ETFNRRNRELLHE

P R ARV T I RE R AR I AN R NN R L« B0 ORI 2 = J7 . R E BRI
BRRIR S . ZidiGyT 5 50T I, WERAHIEARE PR 7= BRE0R A R MR AR 5 I BRI,
Bt R (P <0.05). MAEMIME . B0 875, HERGMALLE, TRi-2E (P > 0.05).
7% 6.

Table 6. Comparison of adverse reactions between the two groups (x = s)

Fo. MABENRRMER(x+5)

B8 i i iR EE L] HEREK Bz BHHE HLWKE S
158N V1 25 AN &5 | S 1159 AN 55 GRS | 165 AN &5 | B |1 55 A I~

XA 39 14 6 12 6 15 4 18 4 17 18 14

Mg 39 9 3 10 7 7 1 13 0 10 20 16

7 1324 1371 4910 1588 1328 6459 5307 5864 5912 0.060  0.909

P 0342 0205 0531 0206 0.032 0.001 0.006 0.025  0.027 0.942  0.405
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BN, A%
4. THe

JFa 2 LT A TE T R, 7 N SR A R R . o TER R 2 B mE R S U
PE R R RO RS R 1A B BB B e — Pl IR 2 2 A 2% BRBE(RTRO A7, AT ik £
) M5 P R AR A DR T S AR v M, ) MR AR B A LA AR . R R AR AN S 5 iR B B 1
ML A A ORI SO AS SR [11]. (H2 S5H e MG —F, B e EnEmt. BiE. GOt
AR, VARV 2R T HRRE . RIS RAESIUEIESAZ . WAIRE, AU
7, WMEEEIIEEN CBER” L CBEK” L BT . R SRV IR RIAER IR AR, is AL,
WA RN T TR, EREART R 2R T EERER, e E TG aRpUMR SO, R Eim
PRITR[12]

M AT I ST ) h SR s M 2R A &4, FEEEH - i 55 2 B U i& 1 o[ 13]. BAREY
HWFFCIESE, JLREHNH R A AN S BAREN G2-M M, HdIR AR A K, SRR, g
B Xt 40 Bel-7404 400 14]. HepG2 #HMI[15]. AT /KSR Hea-F25/CL-16A3 1613445 W 11401
ER, H5HESIACHE . IR SR, MOE I SRR A BT A W R a8 2, nl i e
2P 2, BB RN S T BRA S NIRIT I A D e VI R s VR AR, BGE IRE IIR
SR, fem RS R . AR RA R RN, O B SRR IR SRS NS RN 41.03%, RES
T R S 2 30.77%, SEoRERG FZA U RIS RNPE - SR dT e PR AL AR T L E VR R T
FeRIBE 2 Re W] TR B AR TS PR . UK S RBAETUNR R A 2R, SRR DIRICT
(0 bR e 2 HH S R A R o T 4 PR T T K P i R T S LA HR AR s 5 55 B S4B [ 170 MRS MR A
KPR ZE, KIHAWIBIT W % R g A — e ifh. AR RER, BEHEHKECMRE BTk
W RO ENLAR I S Thfg, 677 )5 CD3*. CD4%. CD4*/CDS /KW THa, $RBa 25 RESR M AL dR
TANARIIRE /7, YESRGE J) o WA E I BRI D R 0 P G s SR R FOWLAR N T Wbk R4 A D e . BB v
SHRAEIR RN 248, o Baiisl, S DhRedits fkiE, AZOEMNFA[18]. RIEH TS S5EN
GERE LIRS PRI, E I R TR B A B AR TS 1 o TR IR Z PR B T RE, BV EERI, A
I 0 o T e 9 v SR A 19] 0 RE DR - (R0 BE T vk, o I i A i ) 365 | AR 2R ST R . AT A
REIR, BCE MR RIFMES TNF-a KV, FRACMIRERSEERRR, FHWME S KA . TNF-a
A B . B RS =2, BER R IR 4, W90 WoR MoR B AR N TNF-o Ri5 & T 1E
WN[20] [21]0 IL-1. IL-6 i BRI AE MR EAR N AW R I . BB Ry B1[22]. ARHALRER, WIT)E
BCE I 90E K IL-1. IL-6. TNF-a M CRP /KPR ZERL, $nBia HARBRME KRk, §iikiz
WERL AR . CARE B WA R EE. B0 . = 0%, Ma I e i meA B B8 PR AR s i %
EEIK. =277 BB A R RBIRAESR, RRKEGHARRZ e, (B2, A RAE—ENR
FRAE, RORWFFEPTZEABE DT A, RGiid s B ot R A E A S A A e, DL mvP kB & H 2
S EFE KA FR, AR AFEAREMEXNEUN, TRAAEER WA, BT REZ RO, KR
APBEALN TS, P IR UFBRA VR IT 7 R A A E AR E

i ERTIR, WA RSN S O A SR iR T W S JE R MR T e R RO BLF,  RE W) R 53 R 1
Ihie, $emBE ARSI, FARIMTE T AE 7K REE R 2R B E R - (E1FIR IR - AE AR T M
JR R MRS E TR —

EHEWH

BEFH: BN
R ER AR SRR L I Bh R S (R 5. 320.6750.2023-10-1)
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