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Observation on the Therapeutic Effect of Zishen Jianpi Quyu Formula
in the Treatment of Migraine Without Aura of Kidney Deficiency

and Blood Stasis Type
FANG Hao—Tao", YE Yu—Xuan’®, HUANG Ru—Cheng’,

KONG Jie*, ZHANG Zhi-Ru', LIANG Huan—Huan’

(1. The Seventh Clinical Medical School of Guangzhou University of Chinese Medicine, Shenzhen 518000 Guangdong, China;

2. Dept. of Encephalopathy, Shenzhen Bao’an Traditional Chinese Medicine Hospital, Shenzhen 518000 Guangdong, China)
Abstract: Objective To investigate the clinical efficacy and safety of Zishen Jianpi Quyu Formula in treating
patients with migraine without aura in the postmenstrual period of kidney deficiency and blood stasis type. Methods
A total of 104 patients with migraine without aura of kidney deficiency and blood stasis type were randomly divided
into the control group and the trial group, with 52 cases in each group. The control group was treated with
Flunarizine Hydrochloride Capsules, and the trial group was treated with Zishen Jianpi Quyu Formula on the basis
of treatment for the control group. One menstrual cycle constituted a course of treatment, and the treatment covered
a total of two courses (eight weeks ). The changes of traditional Chinese medicine (TCM) syndrome score, migraine
attack frequency, duration of migraine headaches, visual analogue scale (VAS) score of migraine headache
intensity, Headache Impact Test—-6 (HIT—6) score and hemorheology indexes in the two groups before and after
treatment were observed. Moreover, the efficacy for TCM syndrome and clinical safety in the two groups were
evaluated. Results (1) After two courses of treatment, the total effective rate of the trial group was 90.38%(47/52) ,
and that of the control group was 69.23% (36/52), the intergroup comparison (by chi—square test) showed that the
efficacy for TCM syndrome in the trial group was significantly superior to that of the control group (P <0.05).
(2) After treatment, the TCM syndrome scores of the patients in both groups were significantly lower than those
before treatment (P <0.05), and the reduction of TCM syndrome score in the trial group was significantly superior
to that in the control group (P <0.05). (3) After treatment, the migraine attack frequency, duration of migraine
headaches, VAS scores of migraine headache intensity in the two groups of patients were significantly improved
compared with those before treatment (P <0.05), and the improvement of migraine headache parameters in the
trial group was significantly superior to that in the control group (P <0.05). (4) After treatment, the HIT-6 score
in the two groups was decreased significantly compared with those before treatment (P <0.05), and the decrease
of HIT-6 score in the trial group was significantly superior to that in the control group (P<0.05). (5) After
treatment, hemorheology indexes (including plasma viscosity, whole blood high—shear viscosity, whole blood
low—shear viscosity, fibrinogen, and hematocrit) in the two groups were improved compared with those before
treatment (P <0.05) , and the improvement of each of hemorheology indexes in the trial group was significantly
superior to that in the control group (P <0.05). (6) During treatment, no serious adverse events occurred in the
two groups, which was of high safety. Conclusion Zishen Jianpi Quyu Formula exerts remarkable clinical efficacy
in treating patients of migraine without aura in the postmenstrual period of kidney deficiency and blood stasis type.
The formula is effective on improving the TCM syndromes and migraine attacks of the patients, achieving the
efficacy of milder headache, lower attack frequency and shorter duration, more stability hemorheology indexes
and higher safety.

Keywords: Zishen Jianpt Quyuw Formula; migraine without aura; kidney deficiency and blood stasis syndrome;

postmenstrual period; clinical efficacy; safety
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b I R O B4 e PR AR R A S AR LB,
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WA, Sty T AT 4k TG S Ik A Sk e B HE AT 2
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1 R575%

1.1 HARMSERSE HEH2022 42 H £ 2023 4F
6 H iz TURYIT 54 X B2 Be IF 612 Lot T 5
JEOm kI, £ B HEUE R B i e HoR 28 R 4
RITEREE, 1044, WRAERZEENY, RH
Bifi A1 55 o 3% 1K AR B BE AL 43 S 0 BR AL A g0 4
BELA5 52 0 o X HEZH 2R FH 1 i v 2 3 TR e A
JEAEVRYY , IR 2 AE X IR A 1 SR AT 10 IR
B g AL T H 25697 . ARG R F R A
BRI AN LR X P EGEEE T RS
BAZAAE (PR UHES . KY-2022-049-01), [A]i}
JA AN B E Y ZE TR R =S,

1.2 SHitRAE

1.2.1 ®ESHicE SH20184FEFEPRH S
Hil T 5 3 M Sk R R e 0 [ BR 4 28 ) (The
International Classification of Headache Disorders,
3rd edition, ICHD-IIT)™ b JG 5 JK i <k 9 19 12 Wi
FRifE

1.2.2 TE#HEFHiERE SB (OPEHNBHR

U2 W7 R0hs ) b A OGSk 2 Wb it s =
B (R 2 3 251 R WT 5 46 S B0 GRAT) )W & Gk
AU UE 12 Wi s o )18 e B I8 14 B IE 43 B AR
Weo FHE: KWK, SWARARE, 978
JEIELESONTE ; YOIE: DB, MR, %
FHN TR WIKS B AL E R IR
UG, ARER A, FEMASE, &K
T 5, BB g,

1.3 WMASHRRIRE

1.3.1 wantrk OFFE LIRVGEI2 W b Bt
PR E ; QER 18 ~ 45 B & tk, HFH
A& ; OmmpmL >34, Adli
1AN AP A FH A i 24 /a1 5 3% 1 2 25 ) B A
K25 HIFNARYT 3 @RIBEA R IE I 2 IF 4% Al
T FE B EE,

1.3.2 #HArk OANFFE LR RS Wi
(R s Q& I HAh I & P Sk T (a5 8 S0
INAE SR 45 ) RNk & v Sk i (B e Sk L 2y
Yy s e S VR T M ot T SR R AR ) Y AR
H OIEaERENEE; @FIFIALEER
BHE OFIFATENRER . SEREAS.
A iR 8™ RS AR 1 BB @ A CT Bk
MRI A 25 B DA AT H i i e i 5kt B At g 72 1) A6
H; OANRERLS . BRI B .

1.4 BFFAHZE

141 TR 45T 5 AP 245 (ER 1R A R Wk G
FORIT . I B EEERIER (PR, 7Y
LR ZA RA R A, S FZhfET
H10930003), Rk, &FHE1K, BFKSmg. LL1A
AR AR, R 247 R (B8 ) .
1.4.2 R¥ FEX A H HLVE 2536 7 22 a1
FTAIEW(H S TH RS 2 KITIR) 48T 05 5 s
WEIRIT, AT . B 15, INER
10g, IZ520g, ML T 10g, 2T 10g, %2
10g, IRE10g, HAR10g, T 10 g, FREZ
10g, BEFME10g, JLLEHI10g, HE10g, #HS
10g, HEKiSg, NE20g, HIH10g, HlEEE 10 g,
AEH20g, WEE2 g, FRPZGEHIEYIT S
X P EREh A AL, BH R, BE 2k, dt
FIHC400 mL, 40 FLM6 2 Yl ik, B8k 200 mL, 3%
fR7d, RKEET—HLMM, D1AA%EN
LANTPRE, AT 2 AP RE (L8 1) .
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1.5 WMBIEHR MR 2B FIRITHTSIRITL

SRR BEIE AT D ST AR | RRgEmf(a] |
IR . SLJm A i I 4 1 3R 6 (Headache Impact
Test=6, HIT-6)Fr . ML HAL =S54 bR A2 LT
B, IFHEATIT R IPAL R A 1) 73 A

1.5.1 FwEiEERs S (PAHA IR
i 3 JE N G ) )7 B €Sk KU TIE 468 12 W A )11,
K ARk, B BRI ™ E R SR
T, BE. hE. BRI, TRRATE
TSR, BIEFRREIR A, PERRA
R, EERREH R ESIFSAATE. TAE LR
MG LA AR | FRELita] . PR AR 3 5T 0,
2. 4. 64F, YOETLOBHA . ERR . B, B
AT T 0. 1, 2, 347, WmmERa
h 3301 UEMRB B, R Sk O R IR 4E
ARBGHE

1.5.2 fmskmEAREL  ORIMEWR: fHidk24
HFB 5 A RAERE QFFLERS ) 38 K00 TF 16
RERRLEMITHENA; ONFMRE . KM
B B4 B 52 (visual analogue scale, VAS) 4315 F
i, 04rFRonTohdm, 100 FoRERIZIN Tk %
SOPLST

1.5.3 HIT-6 8% (%t RNk If R i 1 o7
i TRZ —, JEET b X 4 8 8 5 A 1 1] a5t 1]
&, WFR . A MmaThfe, WAIIRE. LR
W AT 355 5 T 25 VEAN Sk TR AR G Y A 3 R
AT Sl RS T AL A5 T R 36 ~ 7853, 1%
7388 1 U B S T 0 R A 3 Jo B ) e R R BRRC
1.5.4 Mg ZFHAF S0 TIRIT TG REE R
H A G AN E BRI S mL, i 4 [ 3 il i A o
B AR I AR G 48 bR, B 4E I 2K &6 JE (plasma
viscosity, PV) . 4= Il U] % £ (whole blood low-
shear viscosity, WBLSV) . 4 1M = I EL ) (whole
blood high—shear viscosity, WBHSV) . 214k R
(fibrinogen, FIB). ZL4HMflFF (hematocrit, HCT),
1.5.5 Zawiri WE2HBFIRITHIE M
PR RAE B LSS D ae . O i TR AR AR A% O

O 2 A BA A R &AL, TG 2 43077
TR EZ e,

1.6 HEIEETFHIFNRE S (P22
PRAFE G4 T S50 G T) Y7 B R A7 24
bR, SR JE S ik F 37 s $ (O B R A R
IV R) - SRR (%) = (G B I AR
4y = VRIT Ja BRI AR 43 ) AR YT HI P BEE R AR A X
100% . EARTFHOFNARE: BEA: IRAREERIE R,
JTRUAE = 90%; S &% e DR AE AR AT %
70% < J7TALAEEL <90%; AR I R R ol 3
30% < JTRUARE < 70%; Tl W RAE R TC 5 5
JNEE, JPAFR L <30%. EAHMF (%) = (Bl
B+ BRI + A BB LRI BT X 100%
1.7 SitAsE W SPSS 27.0 Gk i kA T s
GBI o T BORE (BIFF & IE 4310 F T 2555
PEZR) LAYEL + bRifi s (x + ) Fom, 4L LR
FHWG ST AEAS (K50, AR YT A IS F AR X
FEA KT s THECROR R S i e, 4 fA) B
BRI RIS o SRR, LA P <0.05 %R
ERH G EE L,

2 4R

2.1 2ABREFELZEMEE R14588mxm: 24
BEWAER . W HLRW I H & HR 4%
Bk, 2R TLHRITFEL(P>0.05), £
2 B IR IE A — B, HA T i,

2.2 2HABEFBTAIEPEIEZERSILR £245
RN JRITHT, 24 0 B R R
ERLGHFEL(P>0.05), BAWLEE, EI7
S5, 2 2H BB I B AR R B AR T Tt R AT
(P<0.05), H e 41X o B ik s B 43 i) B AR i
IR TX R, ZRAGIHEX(P<0.05),
2.3 2HEBEREIERITHLEER R3IGGRERN:
BIF 2P RIS, B 4L B RN 90.38%
(47/52), XF ML N 69.23% (36/52), #HIH] 48 (2
Rroe ), B0 AL B v B UE AT R B AR T X IR,
ZFAGIEE (P <0.05),

F1 2ALHETERRLBEEELZBILE
Table 1 Comparison of baseline data between the two groups of female patients of migraine without aura  (x +s)

2H 5] %515 A % SRR A Ha HZWd
et | 52 33.79 + 8.30 20.79 + 9.37 27.67 + 3.81 5.85+1.53
popiietEl 52 34.19 + 7.59 21.25+8.18 26.92 + 3.95 5.88 + 1.81
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F2 2LHERERRLBEERTAGE
R EIEIRFR 5 b
Table 2 Comparison of traditional Chinese medicine
syndrome scores between the two groups of female
patients of migraine without aura before and

after treatment (x£s, 4%)
215 %551 BT T
I 4 52 33.79 + 8.30 20.79 + 9.370@
X AR 2 52 34.19 £ 7.59 21.25 + 8.18Y

H. OP<0.05, HiEIraitbE; @P<0.05, Hxliag
IR

2.4 2ABFRTAIERIURLBIEIRILE K4
BRI IRITET, 2 2R B D Sk AR

RAERFE] . PR VASTE A b8, 2ZRH %
TR E X (P>0.05), HAMHHE. wi7FE, 24
FEOE I Sk R R AR R AERTE] L R TR
VAS P4 Y3867 B B B (P < 0.05), HAitE
2%t Sk TR AR A . AR ] . R E VAS
VA 0 SO i B 3 I TR, 2R A%
3 L (P<0.05),

2.5 2BBEFBITAIEHIT-6RA0tbE £S5L4ER
o RITET, 24 E N HIT-6 BU LA, 225
TG E L (P>0.05), BAMHYE, BIFE,
2 2 B H ) HIT-6 B ¥ BB T At B i R (P <
0.05), HiX 4% HIT-6 FL40 1Y T B0 BE B AR
TR, ZRAEGI=E L (P<0.05),

®3 2HELMTEIIRELFBEEPEIERTHLLE

Table 3 Comparison of traditional Chinese medicine efficacy between the two groups of

female patients of migraine without aura (511 (%)]
5 {1%5 15 PEAT T2 e AR Tk B
W e 52 4(7.69) 11(21.15) 32(61.54) 5(9.62) 47(90.38)"
popicEiel 52 1(1.92) 6(11.54) 29(55.77) 16(30.77) 36(69.23)
E: OP<0.05, S5X 4%

F4 2HELMTEIRLRFEERE BTG SR KL BIEIRILER

Table 4 Comparison of the headache indexes between the two groups of female patients of migraine without

aura before and after treatment (xxs)
20 531 Fisf ] BE ) KA/ (K- H ) KA /h SRR VASTTEAM53
B AT 52 11.54 +3.67 8.63 £2.77 6.75 £ 1.45
B IR 52 3.98 + 1.95"2 5.65 325" 1.61 +0.90"
X HE 2] AT 52 11.04 +3.68 8.71 +3.42 6.59 + 1.11
WBITIG 52 6.44 +2.407 7.13 + 3.547 3.25+0.817
. OP<0.05, HiHFFaibE; @P<0.05, SxEAIATTE LK

*5 2AHZMELENBLBEEERTIELFEYI
MEER-6(HIT-6)FR 5o tbiz
Table 5 Comparison of Headache Impact Test—-6
(HIT-6) scores between the two groups of
female patients of migraine without aura

before and after treatment (x+s, 4%)
2151 %5 RIT T TR
84 52 62.79 + 3.29 41.88 + 6.467?
PO EEE 52 63.25 £2.55 54.06 +9.79

H: DP<0.05, SiAITATHE; @P<0.05, SXTAE4
IRITIE e

2.6 2ABREFRFIIEMBERETFIERLER Ko
SERLWOR : IRITHT, 241 BTN R R AR 2 1
b CELHE ML . 2 m VIR . K2
JE . AR, AAERD i, 2RTEsT
FEN(P>0.05), HAWHM, wrE, 2485
1) 45 TN Y U A8 2 F R R S BRI T T (P < 0.05)
LR 6 2 X A% 0 I VL I A 2 4 s 114 T R 44
BALTXIRA, ZRHEGIT#E L (P<0.05),

2.7 REWIEM B ES, 2dBENAR
R Z RVERE . etE . IR MARSE, AR RN
RAGIECRh s, Hoiehd 26, xR 36, H
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R6 2HELMIERELFBEERTIEMRREFERLR

Table 6 Comparison of hemorheology indexes between the two groups of female patients of migraine without aura

before and after treatment

(x£5s)

AU WE B B (mPars) AU YIEEE/ (mPars) A MARYIELE/ (mPars) FHEE S/ (g L) LLA0M0EAY%

WA BRI 52 5.72 +0.88 4.98 +0.82 11.93 £2.19 4.14 +1.42 53.97 +6.38
wIYE 52 3.59 +0.98%2 3.38 +0.5202 6.97 +2.1202 1.98 £0.87°%  36.04 +5.3192

XL JRITHT 52 5.71+0.97 479 +0.84 11.66 +2.99 4.06 + 1.07 54.35+5.78
WrkE 52 450 + 1.207 4.09 +0.797 9.16 + 1.917 3.1+ 1.407 45.27 +5.98"

" OP<0.05, S5iAIFATHE; @P<0.05, 5% B4R )G Lk

AR BRSO R H 2 R FH AL |
JR o ORAE H BRI g . O A AE 2R LI
W5 W PRARUER 2 AR S 34 H BETT
S QUM AR SRy G E TN 7Sy Y =

3 ik

RS PR B2 S SRR
GG, FHVLRT (HANG), PR
Jg, WEBEST . LI L S 0 3 AT BL, 7Y
SR AR . S 0 E A . 4R
RS, PR S 005 2 T L
BFSREA L LS | Bt L, L
IR, KB I, B RN,
WP 2, T T BREC. B LI
PR, SORSUELZIE, M URIE, W
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TR ML IR RAER ) e T
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Tho MBI, OSSP, B g
ISR PO 6, B R
HOCRRZAT ZOMM, A CRRERT 2
?2[11—13]0

MDA, Sk R M IS . i
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CHEBIRT AL, LA, SR,
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W W U2 AL TR, R,
SR, LR LR, S TR
SRR, SR . HRERZA, T
IR RO R 2, R D A

PAARA: I B 98 AR (AL 2 5 LU SE SR o i
2, B EAEAERE, ARREMAL, SpEEA
T, BRI, K HA, WREEER SR B
THRE, R AL, e S S SUREL, i
L, ek, WH EHZ AT,
e MAM” . XHZ A &84 58 % A ]
Gy (HFELR) = "R THE” “gKilik
B AL TS, m'E IS A RS, 4
PR, BARRNREE, HFRUNT., &
R A, R, KA, FHECR
FESRM e, WIS, MIPLETR,

pse Rl L, L E SR A, Ttk
R AR, - R 5 - -
B BB A T i - R - B SR A A 0
P, AT PP B AR R AR 45 3L, ]
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B AR, BRIAGHE, MOfom ik, WesiEml.

5 AR AL O v LA B Ll P L il 2l
MRS SR SEELEOK . SRE BT, U LA i
BUEHE . AMEEPI. XS RKE . BAR H
ORI AR, R MAT MK SE . 5128 AT,
RGeS PEIATR R, A U I A
Fri, VI E MR 2 L. e BRBZ . R



2942 POHE A

2024 55 4145

ST, AWML, XATpiiE T
P SEHMEM AR, BIEA BTk H, IR
ffd, AT, BT /N A RR LA
Bk, MEEE, DIEmSHL. mE i mh i
BRI, AEWITE R, MG .
A, EAaREKUEE . R EE, MR,
g E s HiE, ME A, WRARK. B
SR, SRR, R, ESFIRAN
1)) BTN BT N R R 1 P o = S I 111
IR THE . WiES . mgs . FEmiEE, It
25 ORI AR 2R,

AREFFREER R, WIT2NALENE, 24
BEN P EIEER . SR R MR . Regk it
] . PR Sk R ) i -6 (HIT-6) A1
g3 MR AR “F 48 bR A XA T R B 0 (P <
0.05), H 3560 21 1) o 35 1 5 35 B S £ 1 X IR A
(P<0.05). MU, X 6 s 8 I 5 JE
SR PR, AR R U AR R e 8 B b TR A
T ) R s 20 R v 2 3 A A R O IR B IR T A
B, HIBRAIRITIT ORI AL O v A
BN A B IR ML 78 T ST R A S 2k B Y Sk O
RAETAE | FREemf i) JOAm R, ks R
(R BE TR, HESRIG RI TR, P A T i
AR, geathe, (AR H .

(EARBFGEH D Ll | KERAR B IE B5 245
P, RAP T 2 W & A AR . Y REEA
FIE K [ 7 I 18] 45 () TR PR IF 9, DA B A 2 B~
200y T — 2 R A ST, DT Ry it =k g A8
BB T B E 2 5%

S k-

(1] rhE B2 N B 525, b I BIF ST R B B 2 2% 3k T
SR et Bl 22 51 2x b MR SR 2 A HE R (2022 /0O [T, o
[El g P22 as, 2022, 28(12): 881-898.

[2] W8, Bide. LS WiE e S k. (EbRLm S =
)y MR ], ERERIR S, 2021, 46(7): 773-776.

[3] CAMARA-LEMARROY C R, RODRIGUEZ-GUTIERREZ R,

MONREAL-ROBLESR, et al. Gastrointestinal disorders associated

with migraine: a comprehensive review[J]. World J Gastroenterol ,

2016, 22(36): 8149-8160.

GBD 2016 NEUROLOGY COLLABORATORS. Global, regional,

and national burden of neurological disorders, 1990-2016: a

[

[4

systematic analysis for the Global Burden of Disease Study 2016 [J].

Lancet Neurol, 2019, 18(5): 459-480.

HEADACHE CLASSIFICATION COMMITTEE OF THE INTERN-

ATIONAL HEADACHE SOCIETY (IHS). The International

Classification of Headache Disorders, 3rd edition[]J]. Cephalalgia,

2018, 38(1): 1-211.

KRS WK by 28 | RO E —— P AR AR AL

HEHAT AR (P ENEPRIEZ BT SORME) (ZY/T001.1-

94) [J] AL TP B2 A4, 2016, 18(10): 165,

KRR BT . 2 25 R o S JE0 A7) [ ). de st

B= 2R L, 2002: 106-109.

(8] I = 2445 JLR ks S i RHOF DMV 2 . Sk KU IIE A 12 Wi b

HEL) ] AERUPBEZG 4], 1997, 20(4): 48-49.
(9] HEE, Pogdvr, X%, 5.k iy b BEEmilm R ]
AL PEEZ, 2017, 37(6): 27-30.

[10] @ik, WAEF, JAMRIT, . AR08 A By o 2 e A A i
i HIF-1 o, VEGF., iNOS. BDNF ({52 Wi [J]. S b =,
2018, 33(24): 3650-3652.

[11] BRR, Bk, 22030, 5. “RRENG” e I A
AJGIT R I RIS [T ], Wiirp BE 2R 2= 24k, 2021, 45
(11): 1218-1222.

[12] YK, Smhk, #ER, % T “MRENG” Sisieih
BRI ] B EE, 2024, 56(4): 173-178.

[13] 2y, e, sk, 4 T “MRENGE" eih R
TRARLIST SN A L) ] RER P B 2GR e, 2023, 46(3):

[5

[

[6

[

[

[7

76-80.
[14] MHEESE . (i SkJi MR M REIEA () ], #TE P PR B2 4R, 2000,
24(2): 57-58.

[15] F/hE, ML iz B ERER “FNE L BRI 817 k08
R UMT]. Wb R Z2eE, 2021, 37(10): 90-91.

[16] BEWERE, BhonA . A" BIg/E 2 R00H5510Eh
SEo R R )] PR 2GR 2%k, 2023, 35(10): 1868-
1871.

(s RER]




 
 
    
   HistoryItem_V1
   TrimAndShift
        
     范围： 所有页
     适应页面： 8.268 x 11.220 inches / 210.0 x 285.0 mm
     Shift： 无
     高级选项：旧版
      

        
     32
            
       D:20200511151308
       807.8740
       A4
       Blank
       595.2756
          

     Tall
     1
     0
     No
     845
     445
    
     None
     Up
     0.0000
     0.0000
            
                
         Both
         113
         AllDoc
         165
              

       CurrentAVDoc
          

     Uniform
     824.8819
     Bottom
      

        
     QITE_QuiteImposingPlus3
     Quite Imposing Plus 3.0
     Quite Imposing Plus 3
     1
      

        
     0
     280
     279
     280
      

   1
  

 HistoryList_V1
 qi2base





