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PR e P Dy it (3 B ALEYS . 2020DZMEC-
132-02),
1 IR FE #
1.1 Witk

S IKBES 2 WibR i S B (b i A v ot A
R R AR A N e Y BBk P R
(IMT) =1.5 mm, J#BRER N 1 Tl kN, 5
Joy PR P R TR v R 1 IMT B9 50% B5F - mT5E N
S KBEERIE A

RS KPR ES IR (h 2577 38l ik
FE B Ak I PR B AL T BE 3 56 352 11 5 PF A 3 R B
(2021 Jx) ) 2 H s s ok ok A A Ak P8 25 IE 12 Wi
KHERRAE . EAE: WAMR, KE, L&, K
fE: MR, B, B, 2 Wik HRE, B
JA, BOEBIRLL . AW, WKk, B bk
FE+UCRE 18250, 2% &k, RInTi2li.
1.2 At

1) 4 LRzl KFHERRE; 2) Bk
I AR BT H It B s 3) AR 40~85
%, PRI 4) BERRHIIRE; 5) Bishhkpk
FEIR<50%; 6) Tk NEERIBAR (CEA) Al
APk T AR (CAS) F81E; 7) H3 J1E [H)
BB ISR E 1
1.3 #HekArk

D) AR E I T2, 2) Bk
Jig s s 5 3) B IF TR Bk I 9 KA S A
A IR FHAEE 245 1 An A8k bR K SR 70 1l /MR 245 90
4) FIFEEMOARE . WL, Ol 5) A
HE IR (EAEMIE A . 0 S S A
fmPIER A LR L SAELL R . Bk [l
B (Cr) W TIERE], SIFEMRSE. NaWR
4. PRGN 6) MR FLINE L,
SO A EIRITI  E s 7) SRR 8) AIF
A ) At ™ 1) S A A B . AN RE S8 AR 24 JF]
BT 9) KM Fes; 10) U4 JE N2t Hhzy
Pyl R
1.4 BLEARE

1) WFFE e B O N s AN R F A, 25
HHIWAE G AL IR 2505 2) 2 E P i
HAth s B E A 3) ZIE RN, Kl
FHF G 25 sloR A B TR Ay, S I sE it
FLYA MR L 2T W 4) ZilE 2K
BHFTE; 5) ANBRFE K.

1.5 —f&FH

WL 55k [ 2021 4 1 H 21 H—9 H 30 H 4t
P BEARER A TE B —FH 12, SRS
PEBEHLGT BGRIE 77, AR AT I RS 25 S i1 7
FEARRAG . ZERTIA R IG RS2 R B, IRk
2 S TT 225 8 ] LA 551 50 bk B b A 1) J5E
SRR 129%~25%, B0 FH N T BObk % 2 5 AT
LA 251 2y [k e 78 Bt He pok U ) B SF- BT R AIK 89%~15%
Pi b e A7 22 A, «=0.05, B=0.20, % &
10% 7% %, RIGFEA E A Y 35, W
HALTTNAZIKH 36 6. R X AR 7%,
F Bl SAS 9. 4 Ge it BF, e R T, 7k 36 Bl

Qi AR R 521805 P2 A P BEHL 2 HE,
RIZ H 3 7K 52 01—36 FIr X i IR Y7 70 il (BEAL
A

AW IE LA 2 36 61, Hid 7 4l ot
MR A 18 0, JRITAL P 9B, hEofl; i
45~68 %, V1 (58.89+10.72) % JEFET N H~
114E, P8y (52.3+47.1) A5 BR800, K
BEofl, AR 6H, MHE6fl, XA b B
B, Lotk T Bl AR 42~85 %, 1 (58.61=+
6.10) % ; WFE8 M H ~184F, T4 (54.1+46.6)
ANH; B R, BT, IRABES K, BT
fil . Wil E L TR LR EZES LA 2B X
(P>0.05), BAALME,

2 HiE
2.1 BHF*

IRITULYS T NI Bk 2 SRR (Fdb st RE
a2l A RA R ik, wds. A2
30g, XZ15¢, JIZ15g, Wik9g, WillHL9g,
A9 e, MIH9 g, HIFLAF9 g, W9 g,
H 1, AKopiiz, #H2WK, B BREER.

X B AE 25T PIH AR k7 2 5 J0RE R 141 IR 4 [+
BF, A TRIHERMiTE5 R (B 20 mg, SRl 25
ArE, EZGAET . H20133127) HIR, %K 20 mg,
BHI1XK.

WAL R I SR YT 24 )8 o IR BRI 4
BHHADA I LG TCRR ], Xt B AT A 25434
TEAHIE SR IF I ATE
2.2 MERIRARF T ik
2,21 ERITHIRAF IBITHIIG R 2
2 79 2 A8 5 e KB HR b D) JEE A O 3 T Ak A
Bro ASBFSE BT S8 DKol AR A i fEdb i rh R 2)
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KR HTTEROE ARG, HIFR—2 B8 1EmK
R 11 2 Ui 1 ] — 75 #4524 PHILIPS EPIQ7 98
PRI T E S0 5 . SRR A AR
BT A 2B B SR A B (B R
FEE AR SC ARG AR, B U A I B 0 28 2
N )/ S < A B ) 7 2 S Tl s A T
SRR S A R AL A, Rl — 2 RE R
R, AR R S IR AR R S RT3
DAVS/ I R i 2 o RAb, Skl G 7 It A9 N 1R
2, ARWFFERE S R TR A .
2.2.2 REFHIEAF 1) IRITRIIG R L i
RS 251 B ok e KBTI, 135 30 By ik A s e
B, kER= (FREFER-BREETEER) R
B E ELAEX100% . 2) YA 97 TS A i B 7K F-
JRA s R AR F Kk M, >R A BK-200 4= A 8l A4k 53
M ASCRs DU 1l 3 S IR E R (TC) . Hh =R (TG) .
% AR R A AR B (LDL-C) | /&% B s 8 (A
[ fE (HDL-C) /K.
2.2.3 ZAWRAF RITHERNTFIRE [
WRREIL B (ALT) | &R RE I
(AST) J. BHZhae [AHFimIREE (BUN). Crl.
TRIT AR BN R =R Bl A R T 5%
2.3 FRFEIFE

S (P 2Ry S h Kok AR R AL I PRI AL B
RIS E AR (2021 ki) ) ™ il ,
DIVATT 1 e RS D) S R D o idis . A
B KRB EEBIGI TR A W TRk
REEHE TS B2 R T AR D D s JZ B, A4k
F (%) =ABUNE EBIE}100%
2.4 %itFEiiE

K SPSS 20. 0 e i3k #4740 by o AU R

DMl (%) Fows, WESRH K. T 5ORIR A
IEBS A (72s) FoR, WECSRH % ARk
MIEZBSAGI M (P, P, FEs, HLESRMAE
SHBAIGL . LI P<0.05 WESAHGITFEX.
3 #R
3.1 WAERFIERIT LK

WHITA 18, ARL124, TRk 6pl, ARCE
H66.67%; XTHAZL 1815), A&k 144, Jo 4,
AN T 18%, MAARCR LK S TG 1T+
B (P>0.05),
3.2 WUABEBFTNEANRRRARMEIEE
1ot

TR, PR FE IR YT 0S80 bk 5 K B Hps V)
JEEREZRLGRIT¥E X (P>0.05). AITE
A2 B 1) 35 80 ik e R BE R 1) JBL B Y AR IR 9 7
AR T RE (P<0.05). W44 f5 R BE B ) JE 3
BITHT G 2 E A L 22 R g it L (P>
0.05).
3.3 MHLAEFHEIT RS BB bk K B d AR LA

T 2R, WA B FIRITHE D80 Ik RS
UM T g 2=E L (P>0.05), 5K
MIRITRI LA, 67 I W2 891 8 ke K B e
HESINLG I 2FE L (P>0.05) . 4 % 5 fk
I RBES R BNAYTT AT G 2 (E 41 R 22 R e g i+
B (P>0.05),
3.4 WAEBEETT G RN F R

3R, PHALREIRYT T 8N kope 7 SR 4[] LE
BESIGIHFEX (P>0.05). SAKR4EITH]
LLE, TRYT S L B E Bl ke s e L 25 7 4t
2R (P>0.05) . P48 sl ko 25 Kih
SR G ZE IR 22 R g it L (P>0.05),

R LB ok R A IRE DR B UE R R Y7 AT 8 Dk R BESRAE DR E LE#L [mm, x+s/M (P, P,) |

20 51 1%k TRITHT BIT IR A P1H TRITHI S 248
JRITAUL 18 2.97+0. 82 2. 650. 90 2.454 0.025 -0. 320. 55
Xof B2 18 2.15 (1.69, 2.60) 1.96 (1.50, 2.67) -2.535 0.011 -0. 47+0. 95
tZ A8 -1. 141
P1H 0.254
F2 AN KRR LB B A5 R FRTT AR A ke KRB AR L [mm®, M (P, P,,) ]
20531 gk TRITTHT BIT IR AL P IRYT R 2
BITdl 18 14.84 (11.16, 43.88) 14.32 (9.75, 44.00) -0. 909 0.363 0.25 (-6.54, 1.80)
it BB 4 18 27.15 (17.84, 44.59) 33.70 (13.89, 46.89) 0. 000 1. 000 1.44 (-4.82, 7.79)
A -0.672
PE 0.502
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T3 PILLS S kR R AL BEE R T 450 IR T IS S oz 2R L g (%, x+s)
2531 ik TRITHT HZA8 PlE TRITHIG 2518
IRITHL 18 36.70«13. 10 35.52+15. 85 0.216 0.296 -1.18+6.75
XF R ZH 18 27.23+8.37 25.52+8. 08 1. 094 0.541 -1.70+5. 61
Uz Al 0.216
P{a 0. 831

3.5 WLLEA G YT A i FE AT LA
FAm, MABREIRITHIE LDL-C. HDL-C,
TC. TGV 2ERHTL i #E L (P>0.05),
T4 WS KA A L BE B8 bS5 IE R
IRIT RS MARFEPR LA (mmol/L, #xs)
i miE flE TG TC HDL-C  LDL-C
VRITHL JRITTT 18 1.38+0. 72 4. 46+0. 87 1. 41+0. 48 2. 48+0. 69
VAIFIE 18 1. 170. 54 4.29+0. 83 1.47+0. 47 2. 4020. 65
STREAL VAITRT 18 1.33+0.71 5.00+1.53 1.44+0.08 3.01+1.25
VRIFIE 18 1.5540.57 4.45+1.40 1.45+0. 18 2.49+1. 13
e TG, H AR TC, BRREEE; HDL-C, MEEIEEA
JEEEE; LDL-C, A% 0G24 1 IR s

3.6 WABFEETANEH AR, Bhikigirti

F58, P BHIRITHI ALT. AST. BUN,
CrAF B 2R g it L (P>0.05). 5
ARAHITRTELEL, RITIREPI4LALT, BUN, Cr/KF
2R TG 243 L (P>0.05), XFHR4] AST
KFEFE (P<0.05).
3.7 AARELSFAASRREFHLAER

WALE I L8, JRyrdal 4] (fEG
JERR B DRI 1 ) B2 . 57 R PE T
B, XHHRZH 44 (B3EA I IRAFERIE 1 6], KIS
KL, FREWW L F, HBEZEIF]), SR
AT T A M AR 5 i R 95 25 90 350
LRPERITEM . WALRFEHZG BRI R EEAR
FE, WO ALT, ASTA B Tbe, (HI Rt
IEE VO HEF I AT, BORMERA RS,
4 itig

SR BEHUR N | IR, I RAE G RRIE A
WL F B “pEE” Sk PR il

;O AR R IEEEAS R YR, Bk
22 A R B TCRE IR 14 35T Sl ok B B s 2 0 A i
Ko FATAT, CASFRALIAENK, SIAX, MHZ
AT KT, HSBEhIORREr BT AFT
— Ry IR, MR R
ARTF R &, REE—F “HIBZHRT,
MRIHIE | bR mR . A S oY), R = A
GFgEok) gt “AH b T AHE, §IK
W7, “GEREAETT, FES, 7R TR B HLEAL,
ANLARAEAN, ZIBEEAR . dit
AU, BRAZ IR Fh A5 T AP T HE L 114 S T 9
FUEA—F AR BRI . FRICAEAT], FRE R, n]
W B IR, SRR RE AL RIE A% 25 T 1
BRETEC, B “PRADERAZ” ™ HORCS MRS KAy
fefl, sty TRk, ASRCZER s AR A s, R
EER RN, BORK— BB, SRR LRs AT
SCRAF MG B, e 20 e
ARG RAZ K A SR i, IR 22 4
M TP LR AL, K S KB o S A R A
B (AP E R | R E R (U@ BE]) |
PAZ ALK (BESRESIEH)) . R Al (B
B L REE A (RRBUZ ) L R A
(PEARZEll]) JEo5a) =, HpR e E il (FasE
BEPI) R R B ] B B BE, 32 AL
IR, ARG, WIRBAWE R, X
SPEROPKIE A ZE s BV, EAIGIK T, 51k
HROXVEENA o BRI A R R TE AT IS R A0
BL, DA EES R T RUEmAs A7, YRS AL
PRIE A E . AT PO, BRI R I K
Wk 25 DL K NI RObK 3 2 55 I BT FEARAB T T 55

RS SN FEAE AL BEHPR L AL B F IR RIS P IIRE . B IIREIEAR AR [mes/M (P, P, ]

45 ] % ALT/U-L AST/U-L! BUN/mmol -1 Cr/mmol - 1!
WITAE  RITHT 18 18.80 (15.95, 31.25) 24. 74+4. 87 5.50 (4.30, 6.93) 53.25 (47.00, 75.03)
BIT IR 18 18.90 (13.50, 31.05) 24. 80+5. 61 4.91 (4.12, 6.02) 66.50 (50.05, 74.92)
XPHRLL ORI 18 19.30 (10.50, 27.70)  22.70 (18.00, 28.40) 4.97+0. 46 57.12+7. 41
BIT IR 18 34.40 (15.70, 40.20)  29.40 (24.90, 47.10) ¥ 5.08+0. 61 59.58+13. 26

W ALT, NWREREASLRM; AST, AR REILLRM; BUN, JREA; Cr, M.

a) SARYUAITATILES, P<0.05.
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WATIRITIF AP RO L, LA R IGYT S AL 0EIE
A

MBI 2 ST E A Z AR 2y, BT
SRz, FIRHENE SRR PRENER, BhgE
sfl, g2 05 DiAgtG . Wil X5 h
B, DATEBALPR | SRS, MBI 251k pe st ;
PAZIROIAERK, Z AR AL, AT, BORMIEAL,
KA A, e, SR—BIBR, 2w
ik, FEBKEEZ®, WA ME ., . FREZ
B, WAEDFS . ME . 2E . B2 LTS AR
g, DIEEEIRT. S EmAeY, EERFH,
AP Z 3

H5WERAITAL, R RAPREE 4. —
N—T W, AT TP 252 7 i BTG G55 AF
FEBT, RS EIEBMEILE S, HX T
HKevh, SZARHE KWNAIT RN PR . SRR R
FH S P BEATLAT BRI A s, e B B i Ji rp
BRZGIRYT I ESLIAEE, 5 REHLA IR A LA 1S
TEAMEYE . AT G0 A 36 191 5B Ik B £ 3
HriRIT A 5% A4 4 B IFR 28, (B& s
BT T B 245 00 G BIF 5 45 SR ) ) TR o B4 5 T
by B S AT 8 A B P2 N I R, ASBIFSE
T L BEALAY 7 A D B AR, A ORAS R s
Jpa ), ] Fsf 30 A R4S e R HEVBR 118 7 B Uil el FH [
— G ML PEATIR YT 5 P BERRASIN , X 7 B Uil
PHTIRE, USRI REN DRGSR 22 A B (i 7

AT R B, RIT RN 3BTRS bR D
PR B e R BRE A U JEE B 4 I N, mT DLy
TH BRI 2 5 36 97 20 8h ik B B 5 A7 A0 X 0 &E 1 97
B, BTN TS sh BkBEs g A BE, o AR
B E TS T RGN 523, Z R R
RITEBEZ —. AW NIE K 2 55 IFBTHE
AT S F ¥Ry T e 2308 AST b, AEATS A MY IF
TR, HOW T 850 20 kBB R 3 7 A AP Ah XU S5 i
#, XFFRFDRE R B 5 H SR 32 Ath 7T 2251
A B, AR TR T AL ZHEED
LDL-C/KFIC i b, Hsr s A i Bk
FHBERRZS, [FIRRGYT IR, XLy n] fEsgm 24
YIRERR SOH IR BEH A RCR, SRR IR TR
MRS TR IR A =L AR, [l — &5 it
RN T RIF RO, UISGRILTT 28259 &
IE 22 A5 20 I A b 3 T R A S Bl DK B AR
AP AL, MR .

M, ARG RIS 24516 97 S 8h K BE

Bl TG RIEDE , [RIETAL T 78 th 25 566 T i
MBTTREGRIOLH S A, AT Bl PR I A D7 771
I EAT G B ERE . TR — D IRRE MR
I, [R) I A A A 2 S AT T A . R R
TEAEBTT R EINER, SEWIEA RN
LG R BATSEANE o BEAh, ABIFSE AU T AL
5 250 51 Jk i R SREBR T AR B S B0 JDk e 7 AR T FR 44
ARV Rk, R I 1 e 8 R AR 5
a7 RN AT O
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Neixiao Ruanmai Decoction 1l (Pii#% k% 2%, NRD-1 ) in the Treatment of Carotid Atherosclerosis
Plaque with Binding of Phlegm and Stasis Syndrome: A Pragmatic Randomized Controlled Trial
LIHe'?, WU Shengxian', JI Hanrui', FAN Qinhua', SHI Naixin', DU Yawei', GAO Shubiao'
1. Dongzhimen Hospital, Beijing University of Chinese Medicine, Beijing, 1007005 2. The First Clinical Medical College of
Shandong University of Traditional Chinese Medicine
ABSTRACT Objective To evaluate the effect and safety of Neixiao Ruanmai Decoction Il (Wiis#khkiz 2, NRD-1I )
and its combination with statins in the treatment of carotid atherosclerotic plaque with binding of phlegm and stasis
syndrome. Methods In a pragmatic randomized controlled trial design, 36 carotid atherosclerotic plaque patients
with binding of phlegm and stasis syndrome were divided into treatment group (18 cases) and control group (18
cases). The treatment group was given NRD- Il granule, 1 bag for twice a day, and the control group was additionally
given oral atorvastatin calcium tablets, 20 mg each time, once a day, both for 24 weeks. The cross-sectional thick-
ness, plaque area, stenosis rate and clinical effect were evaluated before and after treatment. Blood lipid indica-
tors including total cholesterol (TC ), triglycerides (TG ), high-density lipoprotein cholesterol ( HDL-C) and low-
density lipoprotein cholesterol (LDL-C) , the safety-related liver function indicators including alanine aminotransfe-
rase (ALT) and aspartate aminotransferase (AST) and kidney function indicators including blood urea nitrogen
(BUN) and serum creatinine (Cr) were assessed, and the adverse events were recorded. Results The effective rate
was 77.78% (14/18) in the control group, higher than 66. 67% (12/18) in the treatment group, but with no signi-
ficant difference between groups (P>0.05). The cross-sectional thickness significantly decreased in both groups
after treatment (P<<0.05). The maximum plaque area of the carotid artery, the carotid stenosis rate, the LDL-C,
TG, TC, HDL-C, ALT, BUN and Cr levels were not significantly different in both groups after treatment (P>0. 05).
The AST level in the control group increased after treatment (P<<0. 05). There were no adverse events in both groups
during medication period. Conclusion Both NRD- I alone and its combination with statins can effectively reduce
the thickness of carotid atherosclerotic plaque, but the combination of statins may be associated with the increase of
AST level.
Keywords carotid atherosclerosis; plaque; phlegm node; Neixiao Ruanmai Decoction (ii%lki% ) ; pragmatic ran-
domized controlled trial
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