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Abstract: Objective This study aimed to evaluate the clinical efficacy of Shendan Sanjie Capsules combined with the gemcitabine
plus cisplatin (GP) chemotherapy regimen in the treatment of advanced non-small cell lung cancer (NSCLC). Methods A total of
108 patients diagnosed with advanced NSCLC who were treated at Yulin Hospital, the First Affiliated Hospital of Xi’an Jiaotong
University, from February 2023 to April 2025 were enrolled and randomly assigned to a control group and a treatment group, with 54
patients in each group. The control group received standard GP chemotherapy. Specifically, gemcitabine hydrochloride (1000 mg/m?)
was intravenously infused over 30 minutes on days 1 and 8 of a 21-day cycle, and cisplatin (75 mg/m?) was administered via intravenous
infusion on days 1 and 2 of each cycle, with four consecutive cycles of chemotherapy completed. On the basis of the identical GP

chemotherapy regimen, the treatment group received additional oral administration of Shendan Sanjie Capsules (6 capsules per time,
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three times daily) throughout the chemotherapy period. The primary outcomes included objective response rate (ORR) and disease
control rate (DCR). Secondary outcomes encompassed quality of life, serum levels of tumor markers including carcinoembryonic
antigen (CEA), squamous cell carcinoma antigen (SCCA), neuron-specific enolase (NSE), and cytokeratin 19 fragment (CYFRA21-
1), peripheral immune parameters CD3*, CD4*, CD8", CD4"/CD8" ratio, and natural killer (NK) cells, as well as the incidence of
adverse reactions before and after treatment. Results The treatment group exhibited significantly higher ORR and DCR than the
control group (P < 0.05). After treatment, the levels of CEA, SCCA, NSE, and CYFRA21-1 in both groups significantly decreased (P <
0.05), and the levels of all serum tumor markers in treatment group after treatment were significantly lower than those in control group
(P < 0.05). After treatment, the levels of peripheral blood CD3*, CD4* T lymphocytes, CD4*/CD8*, and NK cell numbers in both
groups were significantly lower than those before treatment, while the level of CD8" T lymphocytes significantly increased (P < 0.05),
after treatment, the levels of CD3*, CD4* T lymphocytes, CD4*/CD8*, and NK cell numbers in treatment group were higher than those
in control group, while the level of CD8" T lymphocytes was lower than that in control group (P < 0.05). Additionally, all subscale
scores and total scores of the Functional Assessment of Cancer Therapy-Lung (FACT-L) scale were significantly elevated in both
groups post-treatment, with the treatment group demonstrating superior quality of life improvements relative to the control group (P <
0.05). Furthermore, the incidence of adverse reactions was notably lower in the treatment group (P < 0.05). Conclusion The
combination of Shendan Sanjie Capsules and GP chemotherapy exerts superior clinical efficacy in the treatment of advanced NSCLC.
This combinatorial strategy can effectively downregulate serum tumor markers, improve patients’ immune function and quality of life,
and reduce chemotherapy-related adverse effects, serving as a safe and effective therapeutic regimen for advanced NSCLC.

Key words: Shenden Sanjie Capsule; Gemcitabine Hydrochloride for injection; Cisplatin for injection; advanced non-small cell lung

cancer; tumor markers; immune function; quality of life

B N B fitides o P 1) 85%, I . R
KNP IREES WA, MRS RAm. 552
PEERS, BIRANIERIE, HAZTEIR T 25 3K,
Fshee ™ E 245, EEATEHRE N, 5 FEFX
KT 20%, FifE AR 200, B 3 /DN 4 i e I PR
FARST  BEmRGETT EFBP, H VU (GP)
05 RN NG BAL T 5 5, W B 3 [R] 2% A8 il e 5
H B HEIT R, AIEK A IR, HiZ
T RATAEE BEIS] . HE RN EAR KB, HS
FEAETN 2P, PR F KRB, Pk e e
/NG fis VA g AR YW, AL IE A
A RIEEELE bR, JEESEICAR, JRTT DR IEAEAR
RN, MEZSITRY] @A, AR B
IR S HILGE I3 Rk R AR ), BE
aAIRIEREA, EES R, ST ReE
5 R /N A4 i g PR sRESDR RO S, ] 43 BA YT
MO, AR BES PSR EES GP LT T ER
PRI, Ay F 7 25 45 - A0 A B /0N 440 i it g 1)
TBIT 7 AR R AR -

1 #&REEE
1.1 —fRIEARZER

WP 2023 4F 2 H—2025 4 4 H U558k
35— B = B AT bR 2= e 50T 1 RS Sl /D 4 e i
& 108 BE AR G, Hod 55 81 6, 2 27 #il;
RS 45~76 %, PEIERY (57.23£5.17) %5 RIK

(KPS) P73 62~75 41, V9P (67.52+£3.83)
grs REAY. R 28 9, N 71 1, K4HMRE
9 s JREL: IIB A 62 B, IVHH 46 B MR
5080 s il S M S 41 . BT WE S AR I v
AR IR — M R B A AR = B = 22 A0 3 25 01 2
P (RS 2022-034).

PAAE: (1) % (FIRERZESEIRIKZ
JriRTE (2018 DY OIS brbriE, H 20 #ak4n i
202 (2) TNM 2081 (AJCC 5\ TIIB~1V
W (3) BAAEE VAT ERLL, HISAWNA S
i (4 RIKVED =60 7, HHEZ=3 A H;
(5) BFHRHEFEZTRITERE .

HeBpArdE: (1) AIFmEL M. BEEEN
AIREAA, BN RS RGN, BT
TEARBH G s Yy (2) IRIKERIA R, B
A 22 5 HAt G AR RS # s (3D & I HoAd S e |
PR A B R TR R s (4) B R /0 L R
(5) XA AT RS B S (6) 1A
I R R B SZ A  ER RY T . BEEAE
6 ™AW EZ I T AR e E #; (7)) P E
B ThREREAG B, (8) & HEBENLAEIIE . 2K
B, K. WRIEE . . ERRIE S .
1.2 754

VES FH 3R R 75 78 AtV HH R 5 1R R OR IS i 245 PR
NEEFE, R 0.2 g/37 (3% CoHFaN3O4 i), 72



ENBEIOH 2026494 AR & 5tk &

Drugs & Clinic

Vol. 41 No.9 September 2026 * 2623 ¢

mmdtt S 20221115, 20230625 20241017; VESS I
ST eI 28 RAF LR, MM 10mg/32, 7=
L5 20221223, 20230721, 20240923; ZFHk4
e rhifg m Wk I 256 PR A =) A2 77, Bk 0.4 g/fi, 7=
b5 20221108, 20230811, 20241126
1.3 SEMAT A

K BEMLECR V2 3 o o B RR Y7 4.
BEAL A% 54 9. RHIBLHLT 40 6], L 14 )5 SRS 45~
74 %, FHIEER (57.18+521) %, KPS iP5 62~
73 4%, S (67.4613.75) 4% REEAAL: fiw
14151, %9 35 1, K4HMudE S 95 ERsr . 1B H
31 %1, TVHA 23 f5; WRCHHSE 39 4l it 50 5L 20
Bl BITHT 41 B, L 13 Bl EE 46~76 %, F
PR (57.28+£5.19) %5 KPS 15 63~75 45, 1
BIVP4r (67.58+£3.65) 4rs JRELAL: YE 14 41,
9 36 1, KM 4 4] B8 1B #1 31
B, IVH 23 s WA S 41 505 Fides S sk 21 41
PSR E O . SRR, REEE AR W sk R fi
P SR i S S e R IE LR 2 RG22 L, B
2% Al EL 2 A

XTREZH 222 (rp [ i B e VE s 1206 1 R 3k
W (2016 F/O) Vi GP LIT %, FrlikiiiE
U R R 75 AT, 1000 mg/m? I ANAEBRER K,
PEABVE M E )y 38 mg/mL, #£4E 30 min, 7F 21 d
PRI RIAN, 26 1. 8 ReA %, HR4lE B0 5t
VI (RS 52 14 ] 25 JRAE AN B AER 1 ANE T
P BRI R Bk vy S AR, 75 mg/m?
AR ER KB 5% A B ST, TEVRTT RN RS
1. 2 K52, 82501 2~16 h A58/ 6 h 2
AT 78 0 KA ST ORAGTAT LB 2 L
WA ERER K, AT 4 AN 09T 4L E e
MR TT 7 AL B DRSPS IR, 6 Ri/iR,
3/, RIT TR R AL T TR .
1.4 I&ERITEOIFMNFRAES

SEARLRR (CRO: FTA ULt 4k, Hdk
B KL R s IR bR B A I 2 A Y 4R RE
2/ 4 R, WINTCH L. g (PR): HLJHR
Il K EAR BB T =30%, JFORFFIZIRE
/4, gRaE (SD): #UR kAL ARIA PR bR
e (/NS E 30%), TR 2 it E (PD) (3
KA 20%), HIH KWitt. PD: Mt HKE
1B FNBE YT TR 5 SR TE S I =20%,  F1/8%
H LT AR kL o

HIMMZEMRZ (ORR) = (CR+PR) /B M¥y

PR IEHIE (DCR) = (CR+PR+SD) /H#H H¥
1.5 MR
1.5 MyEMIERREY)  TIRIT TSR B
AP E K IMAEA 3 mL, Z65% B 45, LA 3 000 r/min
CEA2 10em) B 10min, EIMIERET-20 C
IREE TR ORAZ AR o SRR A 25 R 6 G G I AR 52
I & 8 IR BT CCEA D 851K 40 B 9 A1 25 Fi1 R
(SCCA). WA TR R mREALE (NSE). 4 ff
F 19 KB (CYFRA21-1D) /K7, Rl & Eilgis 5
A B A BR A mI e, R A 38 N iE
TESMI 1100 4 H 34k 22 K e 3 A
1.5.2 %% oige SRS, REEFBITIE
(40 JE EF KL 3 mL, K HA FACSCanto™ I i xi4H
M (2 E BD Biosciences A H] ) Kl T k2
A CHZ s BiE CD3T. CD4. CD8™)
MERFGLI (NKD, Fit5 CD47/CDS".
1.5.3 AEVEFE KM IEIT IREE (FACT-
L) ERCPPHE B BT i E S FE, B 6 4
e Gt 38 Nk ED, BANKHE R 5 BVEaE
(0~443): AFIRM (PW) (74, 0~2843). #k
S/F BRI (SPW) (7 %%, 0~28 7). HEAEM
KZH (ED) (2 %%, 0~8 40). HHECRAL (EW) (6
2k, 0~2470). ThEgRil (FW) (7 4%, 0~28 41
IR IE TS L (AL) (9 %%, 0~36 7). &4
YEFZ 43 5y BRI R N B B RS , F 0 iEH
0~152 77, 1540, ATE B EbE .
1.6 TREMNYZE

I #AIE], Gt R I ATE AN R OB R
AEEOIHTHRA R RS, ARG, MR,
S AN SR SV 42t R I IWANY 8 A N L 2=l
U R
1.7 GeitEFE4aE

KH SPSS 25.0 Siit 4 #fr AW 58 A i
FACT-L =3 IMLif v s bs S F Ja % DhReie
WRH] xs For, ZH 1A EL AL AIZL P B 23 3SR
SEFEA ¢ RE IR BT AEA ¢ #5505 ORR. DCR FIAS
RN KA H o tRos, AR EUBCR H 2 ke
2 #HR
2.1 PAIRARTTEEE

HIT I, RIT4LE#E ORR Al DCR 435K
64.81%- 88.89%, IR T X HRZHAT 40.74%.
66.67% (P<<0.05), W% 1.



© 2624 BAIHBEIHW 2026F9H

LR S

Drugs & Clinic Vol. 41 No.9 September 2026

2.2 PLARERREILLER

BT, Wi E¥#E CEA. SCCA. NSE &
CYFRA21-1 /KB R (P<0.05), [FREIT
JE VAT A5 T0ILIE iR b 2 A K 1) S AR o R
4 (P<<0.05), W#*2.
2.3 FWARIBINEELLER

BT, PYLEESMEIM CD3*. CD4" T #kE
a7k~ CD4*/CD8"H [ NK i &AM ik
SR E 3 PG, 1 CD8* T ik 4i /K7 22

F (P<0.05); RI7)E, 1HIT4 CD3*. CD4* T ik
B0 /K. CD4*/CD8E K NK 41 w1 %t
H84H, CD8 T kA T X 4 (P<<0.05), W
%3,
2.4 FAEFRELLR

T IRITHT, PALEFEIRIT )M FACT-L %
VP oy S B E TR (P<0.05), HiGITHA
() FACT-L &IRPE4r 5 7y 25 538 v T4t M 4 7] 40
KFE (P<0.05), WF 4.

®1 MAIRKTHEER
Table 1 Comparison on clinical efficacy between two groups
Al n/fl CR/#1 PR/f1 SD/#l PD/f5 ORR/% DCR/%
X B 54 0 22 14 18 40.74 66.67
betig 54 0 35 13 6 64.81° 88.89"

X R LR "P<<0.05.
P < 0.05 vs control group.

®2 WAMEMBIREMLE ( x+s)

Table 2 Comparison on serum tumor markers between two groups ( x+ s)

20 531 n/f WL (7] CEA/(ngmL™)  SCCA/(ng'mL™") NSE/(ng-mL™") CYFRA21-1/(ng-mL™")
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“P < 0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment.
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