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Huls 5.0 BT BRI BeE AR I T

[(HE] B URERABFTESEBR I INEFELFTFPIRT AT X (KOA) FFERE, ERZ
FEAY WG R IT B, AR BKRE137TH KOAM B RE ., FRRMIEE L, BBy T O R ARk
DABITAETON 53R 6TH . BHFATHERIGEFTERFBETR, 0 17, 22Kk, BEEBR=TF L
EFEBTERISming, BA3K, RETA4R . ARALTEREA IR, FK0.2g, FH 1R, RAI
B2 ; RS TRANHBRE IR, 4K0.24g, B3R, RA4R; LA ST HUE ST 4K 15 min,
FR3KR, REFAR, THAEN. BHA2A. BHFARARE 12 A HLEATEM (VAS) 4. B%
KegFok L LAHERFH XY L34 (WOMAC) #F4 . 2 EAL H & (SF-36) 4 [ IR KE R
(PCS) # a2l (MCS) #4]. HFAFMEZ LR (Tinetti) 45, FFEMBRT A ZAKR, E8]
1344 B E R R A KIRIE G B T Ao, MAEG6TH ., BT ANEERIER 0B, BR19HF, AX45H, L
3P, BAEFES.52%; RN ERITHE 06 . BR3H . A6 . K324, BAEFES2. 24%; 4
7GRS R T3 BA (P<0.05)., 5 AZLE7FATIE, WA EEZEF G RE I WOMACHES . VASHF
S ¥ AR, PCSHE4 . MCS#E 4 #= Tinetti 7 43 7F & (P<0.05), HFEEJ7 B 69 K SRR E LW 2
(P<<0.05). #9747, Firat, B7AEHE WOMACH5 . VASH4 . Tinetti #5348 T R BF A Af 4L (P<
0.05), WAHKREZAEAPERRFMH, TERERIF. G HBRARFTESER=ZF R EF XHETTTH
KOAFF B RE , EALIE, EZLEMBRTERER, RIVGELT Ik, REBLOAEFTRE, L7
KRS TRAANGHE, BEREMORESEFT NG F %k, LEAREsF,

[REF] BEATE; FERE; BRI, #ARAGT; BHR=FLx; MR XE

1R (keen osteoarthritis, KOA) J& 5% LT R A R DR P KB AR IR 454, SR 2
TIRATHEBN , BT, AR, WA PTG RO IR AL, 3BT LAY A
TR . OGN HE RO HA SR, P . IRk B SKAM M IRARAE , AT G 1 PR, IR I
M G AR A i 3h D R I IR R R WIRE o TEEIAYT T 0 R IR E AR AR
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BELGT R 78 8% 7 2 X o B KOA JIFEFAS A2
PRI AE BHUE B PP A OCREAR . AEVE i . 2P
BWRZM . AW M T g R R E
TR E ST R 2t (B H4 5 . 2021LCSYO
53), JFAE B R IR 58 W e 52 e 3 0
(M. ChiCTR2000036077) .
1 IGRER
1.1 ¥R PHEAFA

TEZWnES | ChEE ST RIZITIEE
(2021 4ERR) ) " Hh KOA BYIGRIZWibRAE: 1) I 1
A KZAFA B 2) XA RA BB 3)
KW EMFEBEECTR; 4) FIE=40%; 5)
RIE<30min; 6) AHEHEE. WL LA +2)
501) +3) +5) +6) (1) +4) +5) +6), HIn[iZH,

JFEASIE | PR AC BHAIE P EE I AR ES IR (o
R I RIS 4 T R0 GalAr) ) ™ B (B¢
TRPELITIEE (20204E80) ) B BUE . ImIRHE
PR EEATIRRK . Bz RS = s A TR, ST R
ORI, JEMASR] . AT R, AR RO
HRW, WIRBEEIRL . B, PRe%iE.
1.2 ARk

D) 54 Bk s W LHREAR R, RTE - 9%h
I ~ W& (A ]) ™, ST 08U KOA 44
NAER B E ) — M HEAT 0% 5 2) ARk 40~75 %,
PERIAER s 3) AALET 34 H A A R ol
WATH RBUR A, RIEZ o A CHIGYT; 4)
B AE R E A
1.3 HmArk

1) A TiFLE . IR A A IR 0 2
2) A, 3) S, B, ER
4. WHMWRG ., OIS RS, e R ™ &R
RAEBIE ; 4) G5k . HEIREGIE | Gk R i
5) WREEAT BFRIENRZY . BT 5 S 24 BORS T
$F 6) A EIRGNE AL 7) A H B
S I B M A s 8) AR MEERR | 1T AT
BEREFRRARERL S & s 9) HAB R RN H A
REN HATRIT ki B .
1.4 BLEAek

1) Do B kA SE e B I00E . IF RE BRE
PR, RNERMSES SR HE; 2) BEN
MNREFAEERESMIGIRT R E ; 3) RILE
SKMRZ, w0 [FIRHE I HABIG YT S ma T Rk W
1.5 —fFH

PR T Ll R R R e e Be . I

T T L X 2 W A i A X DA R s oy . Rifg
THIE X% AL X A RS oL . BTk
g 3 A X AR R 55 PO R T 12 B0 B Y KOA
BRI | B AC BHAE R 137 4], BEHL O iR 4
704, XTHELH 67 (. JRITEL 706 5 134, £ 57
B, W43 ~75%, P (64.25+8.11) %5 IH
L7~ 1504 K, P (264.49+36.30) K., R4
67 il B 18 4, “r49fil; iy 40~75%, Ty
(62.44+9.08) % ; H§ & 10~980 KX , F 3
(282.92+31.46) K. WIEH BRI 2ZS
WG = (P>0.05), HAA .
2 A&
2.1 HARZHEELAIG BT =

A BAAE 2019 4F- 9—12 H FF )& 1T X T AWK
I R PHAES , AT SX T BAK 02 5%, £
FLLE R R e AIEER 5] 4 JEIG 97 45 30 74 22 K Al
2 i TR R A O RAEL (WOMAC) P43
BB, SRR, R A AR LUk
1RIT 5 R A 45 G YT I WOMAC I3 i3 54y
BK80% ., 67%, A=0.2 HAELRLFE, KK
a=0.05, KIRLHE 1-B=0. 8, AV He*t HELH K FH
TR IR L G A B AP DR, 456 PR
25X BRI Y ABFRAEIE S AR IR T
KB R (GR) AgsRfebs, MR GRS A
KA A HREA G0 60 1], 5 IR 209 1 i 2 %
TR, SR - LIS LEG, BT 4S50 R 24 72 4]

3t 144 41
F RO A 2 R BENLAE . B 3641,
Hohgyrd 184, %A 186, &4 o

SPSS 21 GE 144 A= 1 36 A BEAL = 5L, K5 H M/
FIRKHATHFK R G5, BE IR A RS T2
SIEIF g5 M1 ~365; RITAME N TS 1~
185, XTHAANIILAE NF5 19 ~ 36 S H .
2.2 B E
2.2.1 I T AR BALA v R A
MeZF kTR n 1) HERERTAN. &K
30g, HIH9g, FIAT15g, JI&E15g, k{9 g, 4L
9e, F#IL12g, NFM12g, F3EF9e, Bk
9¢, Bict 12, HXHE12 g, HIEEN12g, KR
15g, Zvi¥12g, HH6g, BEM12g. LT
A2 AT FR S wI iR iy ik, & H 14, 4
QUM JrRER AN

2) BB AIUETE GEEIA S im0
BRI . (1) B2V, OFE:
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BRAEB e B BT IR N R NI ES, H
FH AN 2 = BH 26 T 320 v 1] 30 i A 7402
PR 28 30 PR AR T RO O R R AN E
FHARE T P = BA 28 [ o kv T iR . 7E
PRk fih, BRAGIRBTEOh, TES ARG kb e I
SN S NAT MR, AR PHIIZE: B R
MR . B=H,; BKMHZ: 4. Zh. K
iy BAPHZ . K, PR ERAZ: ik,
FHBE s ABHZ . A . HAFTmE . 2.
PO RGEHIR . AMIIBEHR . BHBE SR . PRI . &b, R
PG, RXfEom, @& HAEH el Rk R
/N A 2 ST 5L 45°, as FHEET /MRS )7 A
JE BB ] B OCHT I R 33k AR 39k 5 i
REFE/NBR, PR RBRRG A A R ) - KR
22757 3 38 . DRI LAR it T KR AT P9 4l K
ANBRIEM . (2) 38 P P, ORI B
SRR L, FERR R TR, RO
SRR 457, [ B 38E AR TR &
ME B v 1) H 7 26 k. Qs BEF
IR L, REH—-FH@REMBEEL, 5—FiE
AR OCHT, 38 B FH e BN e 4858 e JR el i
ek, WRTER6U, PR MICTT NAMRI 31K
AEFFUL BV FafE, RAERR S LA TR
i, R R BRI L 5 — TN 1k S B/ R
GRS At 3 B 45 G 6 Yk . DRI : REHEFELL
PIFBh1E, it 8 R m e I B K 2 R,
Pr B, A B FINERE T 6
Wo (3) =M., O REHE
638 5 48 (8] 5GBS 1R R4 HO BRI 2k ()
ACFR 0 B IR LR . # R 30 s, DIsz
RE B PIRIR K vl L2 W, RIS R
B AAT BB S MRS E . QBEHE: REWGEE
PSR P e A 3 U, DAHEYE T RBR Al 7 A 3 3t 1)
T4 3 UK, A A R R L i A L IR
HEE3IR, OFlk: BETHTRL, RE&E—F
PEFRFRMBOCTY, —FFC BB S, i T ok
EFREME3R . FIEBITRIR 15 min, BEJE 3K,
IIRIT 40 . &P O TR E N REBERT 258
— NS H# .

2,22 MBABTEREAR . AAFHBE RS
Syr 1) FEREMRRE (BR0.2g, FIES
T2 E A E, 25T H20203357) HR, HK
VR, BH LR, WERA, RA1REEZ, i
PR S A B (BRRL0. 24g, DU SUr i i 2
A IR T, 250 H20051301) AR, ARk

Uk, BEH 3K, WEIRA, A48,

2) YT R (JE TR R A BT
IUERA BRI, KX-3ARD) AW~ s b I R il A
SEE G NI, TS FEUAR U 34 R IR KR
I, N e, 8 A, BHE 15 min,
B 3~ 100 Hz, 5 F R 24718, 4R EH
PRI [ S 2 R B R T 22 T R, R
5 HRH RS A BSR4 AR PR B AR AT R
100 Hz, Wf[EIJAZE 15 min, &HE 3, I3GIF 4,
2.3 MERIRAFE Ty ik

SYTVRITET, JEAIT 2. 408, BEVINT AYF
TR 12 JAR) #EATHEPRIEAT .

2.3.1 WOMAC#4 " iz RILAFHKmWR . &
W HEIES 3, S ANEmEE ., 28
WEIH . 1749 I B E IS 8l 50 R HE R 1Y) T R
WA 2404 H, B FEBRM 109075k
HATIRSY, 53240705, ZrE08 G R G TT IKTR
MV, RO TIREZE

2.3.2 ALLAED (VAS) #F4"7  VASPERHE
1Zia T T S 8N, 00 3RoR ok
7, 100%n TR RN EIR", HEE
PRI ™

2.3.3 #EiAZM A (SF-36) #4 " SF-361F
SRR BENLEE . A ERAR . AR . — R AEERR
RO, K S, Ab&Thae . THEERRE L RS E R 8
HERE, T4 ALEEE AT 53 AR IS (8725 8 K A fit
BE (PCS) PE43, J& 4448 B 594520 AR B~ 24
E A DR (MCS) 4y, mRm e, R
R AR T BT

2.3.4 FA®EEER (Tinetti) 45 " ZEE
5 H T KOA 8% 88 ) SOV e 1 vl adEir
WBERL . RS, PR DRSS, RE
PESE, B R R B S R RE ) i
2.4 J7 RN

BETES, SR 25538 25 I PRAF 92 48 = I )
GR17T) DU PR E AR, IR IRFEH : WOMAC
FROME =95%; WA : WOMAC FRAME =70% {H <
95%; A%: WOMAC FU4rE =30% 1 <70%; &
;. WOMAC FU/MIE <30%. WOMAC F4ME= (A
JT R WOMAC P43 —377 5 WOMAC PF4Y) /ifd il
WOMAC iF43%100% .,

2.5 w%itFFix

K SPSS 22. 0 8k Ay Geat o b, i Bk
TFEES AR AR EE (vxs) Fn, RH
LR, ANFFE IR R A (DU 47 R) )



- 590 - P EZRE 20233 HE

64 #5656 B Journal of Traditional Chinese Medicine, 2023, Vol. 64,No. 6

(M (Q1, Q3) | Fow, RABAKLK; 507K
KR (R R LE) R, SRR 5 XK 95 55 Fisher
BRUIHESYE, DL P<<0.05 HZESAS ¥ E X

3 H#R

WEoE e, RYT 2 3 BB AR AR B4k st 2
SR AT, AREITIE IR, A B )
KRB IPEIRTT 0T, R BE R s — Uk Rl
Vi BCHE AT RS o AR50 B A HE A 134 B fR
(PIdL45 67 1) 58 IR
3.1 MR RIT bR

IGIT A 67 BB G R FE I 0, WAk 19
Bl (28.36%), A #4561 (67.16%), JTaxk 3
(4.48%), HEABEIS. 52%; Xf MR 67 il K $5
Hilof . W3 (4.48%) . FHEL32%] (47.76%) .
TeRL 324 (47.76%), A RCES2.24% . Wil
IRITRLLLAL, IR AL TR (P<<0.05).

3.2 MAEZEIT G R R B WOMAC #F %
VAS# % AT

L 1R, WHBFIRITHT WOMACPES3 . VAS
T i 2 R TG # 2 X (P>0.05). A&
HIRITHT LR, WG YT J AN B [H) WOMAC Y
g5 VASTEA B EREIL (P<<0.05); PIIRYT 4
J WOMAC V43 . VASPEMIK TAHIGY T 2 )8, B
VIR FALAIF 48 (P<0.05). G347 4
Jil . BV WOMAC P43 . VAS PF43 ¥R T [A] B ]
XHEZH (P<<0.05).
3.3 maEREETANE
Tinetti 7% 2 FL &

LR, MAIBITRTPCSIE ;. MCSIESY . Tinetti

B B ] SF-36 & &7 4 .

R AR PIBRE R RIS AL . B HHIE S
TRY7HTE AR [ WOMAC P43 K2 VAS P43 ek
Table I Comparison of WOMAC and VAS scores in the early
and middle KOA with liver-kidney insufficiency

and phlegm-stasis obstruction syndrome (43, x+s)
E1Z 71 I 1 TR (1144 WOMAC ¥4 VAS 4>
WAL WRITRT 70 149.04+31.26 7.011. 15
WIT2JE 67 118.33+27. 54" 5.58+1. 02
WIT4E 67 89.54+23.68V " Y 4.24+0.98" " Y

B 67 63.63+22.957 "V 3.1240.93” " P

YHRRZL RITHT 67 137.6129.44 6. 66+1.24
WIF2SH 67 119.07+29. 78" 5.72+1. 30"
BIF4E 67 103.18£30. 46" 4.96x1.21" "
BEGET 67 86.19+28.74% M 4.24x1.23Y " 9

. WOMAG, 7522 K W il 3 50 T B 4% A2 56 5 A 45 80
VAS, PSR

a) SARHIRIFATIES, P<0.05; b) SAUAEIT 2,
P<0.05; ¢) S5ARMAMBIT4FLE, P<0.05; d) XA RYT
J&i AR e, P<<0. 05,
ﬁﬁ%ﬁ%#ﬂ%%ﬁMﬁX(ﬁw0$oﬁ$@
IRITHT RS, AR YT 5 AN A [E] PCS 3F4) . MCS
ﬁ%ﬂmmﬁ%ﬁﬁ%ﬂmu<awupwﬁ
45 MCSPE43 . Tinetti WEA N LLEE, PILLIRYT 4
JEBI AW G 2 B B TR, BT IR ER YT 4
JAB BT (P<0.05). JR97 2 )8 . 4 JERIBE B
W4 B 1) PCS, MCSPE4r 2 R ¥ G245 &
(P>0.05). JRI7 4 JEABEVIRT, RY7 418 Tine-
tti PEAr 3 TR B a6 R4 (P<<0.05) .
3.4 RHAMER

AR LB, BITHILA 46 (2.9%)
BB RV o A IR v 25 0k 5 2 A

R2 AR AP ST RITE AR | AL IR 7 HS A R ] SF-36 5 3R21F 53 | Tinetti AL AIF 73 HLEL
Table 2 Comparison of SF-36 and Tinetti scores in the early and middle KOA with liver-kidney insufficiency

and phlegm-stasis obstruction syndrome (4y, x+s)
a1 it s S0 HAIY Tinet ¥4
PCSPE4Y MCS 43
TRITH IRYTHI 70 29.00+3. 99 68.20+7. 09 5.40+2. 55
RYT 2 67 36. 25+1. 76" 74.25+3. 66% 7.3742. 21"
VBYT 4T 67 44,2542, 59* ¥ 77.25+4. 95 ¥ 9.51+2. 079" ¥
12 JH BB 15 s 67 49.75+2. 40 " < 88. 60+7. 06" " 10. 84+1. 89" < ¥
it B4 VAT HIT 67 34.50£12. 07 69.45+11. 63 5.84+2.92
1RIT 2 67 41.75+9. 70% 76.25+10. 20" 7. 04x2. 74"
YRIT 45 67 44.50+11. 06" 77.50+10. 81V 8.61+2. 559"
12 JH B s 67 45.50+11. 747" 82. 80+11.59” " 9.51+2.21V "
i SF-36, fEMEMARR; PCS, SRIKMERET I MCS, OHUERETFr; Tineti, LETFAliHE.
a) SARMBITRTILES, P<0.05, b) SAR4AIF2RLE, P<0.05, ¢) SARMEIF4FILE, P<0.05, d) SxIBL4EY7)5 FE L

¥, P<0.05,
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4 g

FKATINH, KOASRALEE S8 “AIEAR L,
FIADAIE &, 5Bl , B o B 45
A, MERmW Y AR SEOF. g, B
ENEMThREZEAL . RIS TR, 4R B I
ST PN BH BRI 5 R, e 2l IS 8 Jk BEL Y
M LAY 2R 5% 1 R 25 2 AL IR AE . X F KOA iR YT,
AT P B AEARBHE SR, SR CWNAMAER, AR
AT, FEIFE, D ET MG,
WERRHEIE, IR LA . B . SR SR IR,
KLY . ALHS . HUE | BRIBAELALBRANS, &
INAEFIEEF A IE, WEILkE, PANAMAlE, $h2E
oy = ARWFGRIR T T AR IR T h B AR R
AMMATIL; BRA . 2oge . M. ISR AR A4
| A . Uk B9 Bic . i
DU TR I LR . AR NAES 125 FAT, 28R
WAL, AT BEEMERA LR, FEPEZ
Uis BEAh . R . Lol FAMNFE; A2, HE
TN, Zaukdm . WMiEZy. LA MILEST
AR, ANES AT . ARBRRS BRAELS T, AR
AT BVER X KOA QIS7 T3 = Juikix — o Tk,
MBS, O G = LA BN RG E  READ
AL R IR . ETRE A AOVE I, i R e
PR RPN . BB

AWFFE LI WOMAC PF4r . VAS 4, SF-36
W3 Tinetti P4 Ry WEESHE AR, 450 4 1T b S A8 3
EOCATHR . R . TIRERERY . A& BE T LA SO 3
fa B2 )7 T kB B Ol . S5 R BR, A& WERIT 4
W] Le#, 7EIGYT 4 . 12 FBE VIS, M4
WOMAC P75 . VASPFJ> | Tinetti V73 3G Y7 1
5097 2 R W e, PR A R A TG R
fBEE . S DIREE AL IR RIRRk ek, eSS
IRAF RN . HIRYF 408 . 12 JBEVIRY, JRYT 4l
WOMAC 53 . VASTF43 . Tinetti 3173 2l 35 5 I 2%
P Fxfiae . %R T SF-36 8 2 B i £ H.
PR, BAENNSBHS 2K, hREANE, X
1 [ B Y N A i = i Rl [l BB
%, BANRWIIEIRTT KGRI AR B, O
PRAGERR | BN AR S 4 B (M BUAT G 22 S/, S
PR AL 25 R T ge 2R

ZE AR, HOEFRRS G A=A Uk

BYRIT T SRIBI T R T KOA B A 2 . RSB
TP, WA S ORI IR , SRTHE
KTIIRE, BEERERENERE, A s TR
SEAGANE . ZORT AT O IREE S BT RRIT TR . AR
WFFEIR ST 30 K BE U5 0 I 1) B0, s 10 R AR A
R, HAUGREES Ffats L EWIE Ry F, 7E0F
PIRTTROR I B Z —E B WG IS . 4R BIBESE
e, FRATDRER B 22 2 UL R A MRT S X 2% |
TS URE LR 25 LU, DTSN AT . 000 . v
b S S 70 A0 K R 3 KOA B RS 728
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ZHANG Shuming', XU Jinhai', FANG Yabei’, JIANG Yuwen’, GUO Yanmin*, QIAO Jiaojiao*, YE Jie'’,
MO Wen'’, SHI Qi'?

1. Longhua Hospital affiliated to Shanghai University of Traditional Chinese Medicine, Shanghai, 200032; 2. The Community
Health Service Center of Pengpu Xincun Street, Jiang'an, Shanghai; 3. Lingyun Street Community Health Service Center of
Xuhui District, Shanghai; 4. Lujiazui Community Health Service Center, Pudong, Shanghai; 5. Shanghai Spinal Disease Insti-
tute of Traditional Chinese Medicine

ABSTRACT Objective To observe the clinical efficacy and safety of Qubi Yangxi Formula (¥:33: 77 ) com-
bined with three-step nine-manipulation methods for adjusting knee in the treatment of early and middle knee osteoar-
thritis (KOA) with liver-kidney insufficiency and phlegm-stasis obstruction syndrome. Methods A total of 137
KOA cases with liver-kidney insufficiency and phlegm-stasis obstruction syndrome were included and divided into
treatment group (70 cases) and control group (67 cases) according to cluster randomization method. The treatment
group was given Qubi Yangxi Formula granules, 1 dose by two times per day, and three-step nine-manipulation method
for adjusting knee, 15 minutes each time, 3 times a week, for a total of 4 weeks. The control group orally took cele-
coxib, 0.2 g per time, once a day for one week, and glucosamine capsules, 0.24 g each time, 3 times a day for 4
weeks, and received the low-frequency physiotherapy 15 minutes each time, 3 times a week for 4 weeks. The visual
analog scale (VAS) score, Western Ontario and McMaster University Osteoarthritis Index (WOMAC) score, health
survey summary form (SF-36)score including physical component score (PCS) and mental component score (MCS) ,
and gait assessment scale (Tinetti) score were recorded before treatment, after 2- and 4-week treatment, and 12-week
follow-up, and the clinical efficacy and safety were evaluated. Results A total of 134 cases completed the treatment
and follow-up, with 67 cases in each group. The total effective rate of the treatment group was 95. 52% (clinical con-
trol: 0; markedly effective: 19 cases; effective: 45 cases; ineffective: 3 cases) , significantly higher than 52. 24%
(clinical control: 0; markedly effective: 3 cases; effective: 32 cases; ineffective: 32 cases) of the control group
(P<<0.05). Compared to those before treatment, the WOMAC and VAS scores of both groups decreased at all time-
points, while the PCS score, MCS score and Tinetti score increased (P<<0.05), and more changes were found with
the time (P<<0.05). After 4-week treatment and at 12-week follow-up, the WOMAC, VAS scores and Tinetti scores
of the treatment group were superior to those of the control group measured at the same timepoints (P<<0.05). None
of the two groups had serious adverse events. Conclusion Qubi Yangxi Formula combined with the three-step nine-
manipulatioon method for adjusting knee, not inferior to oral glucosamine and celecoxib plus physiotherapy, can
significantly relieve knee pain, improve knee function, improve the quality of life and is safe in the treatment of early
and middle KOA with liver-kidney insufficiency and phlegm-stasis obstruction syndrome.

Keywords knee osteoarthritis; liver-kidney insufficiency ; phlegm-stasis obstruction; Qubi Yangxi Formula (555

77 ) ; three-step nine-manipulation method for adjusting knee ; randomized controlled trial
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