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Efficacy of Wash Gel Containing Pueraria Mirifica Root Extract on External Genital Care

of Vulvovaginal Atrophy Bearing Postmenopausal Women
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Abstract

Objective: To investigate the efficacy of a wash gel containing Pueraria mirifica root extract for external genital
care in postmenopausal women bearing vulvovaginal atrophy. Methods: The study was a double-blind, randomized
controlled trial with 72 participants, evenly divided into an experimental group and a control group. The experimental
group used a wash gel containing Pueraria mirifica root extract and aloe vera at a daily dose of 20 milligrams of Pueraria
mirifica, while the control group used a wash gel containing aloe vera. Both groups used the wash gel for external genital
care twice a day for a 12-week period. The researchers conducted face-to-face interviews to assess the condition of
external genital skin, vulva symptoms and vaginal symptoms before and after the use of the wash gel for at 4 and 12
weeks. Results: At the end of the study, both groups experienced a statistically significant reduction in symptoms
associated with vulvovaginal atrophy, including dryness and erythema of the external genital skin, itching/irritation, and
dyspareunia, compared to those at the pre-study period (P < 0.05). Moreover, the experiment group demonstrated
significantly greater improvements in external genital skin and symptoms associated with vulvovaginal atrophy compared
to the control group (P < 0.05). However, there was no statistically significant difference between the two groups
regarding vaginal soreness (P =0.10). Both the experimental and control groups expressed satisfaction with the product
and reported only minor side effects, such as slight irritation during applying. Conclusion: Use of the wash gel containing
Pueraria mirifica root extract and aloe vera, at a daily dose of 20 milligrams of Pueraria mirifica, is a safe and effective
approach to enhancing the health of external genital skin and relieving symptoms linked to vulvovaginal atrophy in
postmenopausal women. This approach proves more effective than utilizing the wash gel containing only aloe vera
without the extract.

Keywords: postmenopausal women, vulvovaginal atrophy, feminine hygiene wash, Pueraria mirifica, aloe vera
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score) waza1MsluTainaea (vaginal symptom score)
14 The most bothersome symptom score Fa10u3s
ﬂi:Lﬁu'ﬁLﬂummgmua:ﬁﬂml%mnﬁqﬂum‘sﬂs:Lﬁu
o MIALAATRINN 4 07703 T ust (dryness) WU
At (itching/Irritation) Wudaa (soreness) Lazlduandl
LWAFUWUT (dyspareunia) uaze1n13ALABITa laun
@N21" (vaginal discharge) uaziaunIadranandasne
(dysuria) lasufindayaidu 4 vzdu wait 0= "aid
21113, 1 = Jamvites Lsunmudiadsediiig, 2= 4
01M3tunaNs TUNREIaUszdTwduasinTa uas

3= oM ITulsd sumudiadszdrinann (19, 20) M3

vindayanadsneladanazesnisldiaarinainu
R201AABILILWANILUDN lAUA ANNEZENA (clean)
mmqu'u%u (moist) ANNATETU (firm) AINEZAIN LY
m31997% (comfort) waznaw (odor) vuiindayaiu 3
52U Ao 0 = lidswala, 1 = 1a8 9 uaz2 = Aewale

mMshAsIzHdoya

mMyaNeidayad slUsunsa R version 4.1.1
lasunadd MyaTzAmANUFUNBIvaINIIEiaa
MANMUFZOIANUINTNAILII DI ICINANIHAN LA
mMiztngednsentaztainaeatannd lasSoufioy
ananana1saaudsdatiaslugisnannsise naans
ab 4 dUand uaz12 dlanineluudaznguld paired
ttest uazmaiIouifivusznitangulasldnsiiamed
U1 generalized estimating equations (GEE) &2%n13
Wisuifisuanuuanaswasandslidefiasszning 2

n qu: yle chi-squared test %38 Fisher's exact test 1@l

aad

fNUAIAURERIAYNINRDGEN 0.05

s
Nan13lve

ﬁLﬂwiawIﬂﬁmﬁﬁ'ﬂﬂ”\mm 72 awldIUNIY
UTz AW NN NI IR LT IR LN NN IR A BN

Lﬁwiauimdmﬁaﬁbmﬂ;ﬁaﬁ"ﬂ AN3UN 1 ;ﬁaﬁ“g”l,ﬁm

Assessed vulvovaginal atrophy bearing postmenopausal women (n = 72)

Randomized (n =72)

Allocated to Cleansing gel with Pueraria mirifica (n=36)

Follow up at 4 wk (n =36)

Withdraw at 12 wk (itching) (n =1)

Completed (n =35)

Allocated to Cleansing Gel without Pueraria mirifica (n=36)

Follow up at 4 wk (n =36)

Lost to follow-up at 12 wk (cannot contact) (n =1)

Completed (n =35)
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didrinlasimaidvlasnagadu 2 ngu da 1) ngw
NAABY LATUIIAYINANURZEIABILILLNAN U WANNEN
FIFNATINNINILATDVIILASITURIIITED S1I% 36
A% UAz2) NguAILAN ldsuaariauszainainig
LNANTEHENHENIINNA19932L 87 L Fensanasin
N17121A38277 91 36 AL DIEIFNATNNAKTEINNT
Pa3nMzintasnasauaztainaaadanis adndtay 1
913 UWATEINIOLNUTBYAATUTIRARDAITTUZINT 12
faW nquaz 35 A ﬂ“’d;&ﬂﬁ 1
”agaﬁug’mmaaﬁ"aazha

a13799 1 ﬁaga‘ﬁﬂﬂLLazﬁa;&aﬁﬁwa@iama:
Undasnssausztasnnaalaurivadidniiniae
p1aadasany 45 - 739 dnvsvaniellvasszg

fadanu 1 - 22 U auhauIanie 16.0 — 36.8 km/m2 §13
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Uszden laun lsalviuluifeags (Fawaz 50) l3a
mwm”uiaﬁqu (Fowar 25) wazlIAluInIG (FoBaY
12.5) uazdszidmadidaludadinmuanuinludes
Ao N1IHIAANARN (hysterectomy), AnsHNaaTs e
(ovarian surgery) LLazmim@'mf‘:aaaﬂﬁu@Qﬂ
(myomectomy) In&1&ssriy n1srndaLiiaseniisely
(cystectomy) WU N U VBION TN T AT 2 naja laid
AULANAIAUDEINRFIATYNIIRDG
aR1IRuATNYIz AN T ITNRaA M UT I m
a3tazwe a9it naaRuenlTdulrinaeuiiuas
lrvanuszanaalsisiwaneuan 3 S1GULIN Aa it
fiaw J08as 45.8 §1JLWA7 (liquid soap) Tauaz 38.9 LAz
ABNENLTN (shower cream) Y888z 9.7 FIUHAAS AT
1 amNzUSIIUTBILINA 3 S1AULIN AB WAAN AHIHN
ANNUFZDINDTLILNANTLUAN (feminine liquid wash)

Sauaz 38.9 Nﬁmﬁ‘mm‘lﬁmﬂuﬁu%umu’%nmﬁaama@

Characteristics Pueraria mirifica Control Total P*
group (N=36) (N=36) (N=72)
Age, year, mean (SD) 59.1 (4.9) 60.3 (6.4) 59.7 (5.7) 0.36
Menopausal, year, median (IQR) 9 (3.8,14) 9.5 (4.8,12) 9 (4,12.2) 0.87
Body mass index (BMI, km/m?) 0.13
Underweight, BMI <18.5 3 (8.3) 0 (0) 34.2)
Normal weight, BMI 18.5-22.9 15 (41.7) 14 (38.9) 29 (40.3)
Overweight, BMI 23-24.9 3 (8.3) 7 (19.4) 10 (13.9)
Obesity class 1, BMI 25-29.9 13 (36.1) 9 (25) 22 (30.6)
Obesity class 2, BMI 2 30 2 (5.6) 6 (16.7) 8 (11.1)
History of cigarette use 0 (0) 1(2.8) 1(1.4) 1
Underlining disease
Diabetic Mellitus 4 (11.1) 5(13.9) 9 (12.5) 1
Hypertension 8 (22.2) 10 (27.8) 18 (25) 0.79
Dyslipidemia 15 (41.7) 21 (58.3) 36 (50) 0.24
History of pelvic surgery
Hysterectomy 5(13.9) 3(8.3) 8 (11.1) 0.71
Ovarian surgery 4 (11.1) 1(2.8) 5 (6.9) 0.36
Myomectomy 2 (5.6) 0 (0) 2 (2.8) 0.49
Cystectomy 1(2.8) 1(2.8) 2 (2.8) 1
Sexual activity, time/year, median (IQR) 18 (3.5,24) 18 (7.5,24) 18 (4.5,24) 0.52

All values listed as n (%) unless otherwise indicated. * Student ¢ test

SD = standard deviation; IQR = Interquartile range
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Products Pueraria mirifica Control group Total P*
group (N=36) (N=36) (N=172)
General cleansing products
Soap bar 13 (36.1) 20 (55.6) 33 (45.8) 0.16
Liquid soap 17 (47.2) 11 (30.6) 28 (38.9) 0.23
Shower gel 3 (8.3) 3 (8.3) 6 (8.3) 1
Shower cream 2 (5.6) 5(13.9) 7(9.7) 0.43
Other products 9 (25) 4 (11.1) 13 (18.1) 0.22
Specific products for genital area
Feminine liquid wash 17 (47.2) 11 (30.6) 28 (38.9) 0.23
Vaginal douche 1(2.8) 2 (5.6) 34.2) 1
Vaginal lubricant 7 (19.4) 5(13.9) 12 (16.7) 0.76
Vaginal moisturizer 0 0 0 -

All values listed as n (%). * Student t test

(vaginal lubricant) 0882 16.7 LAEHIUTHIURITO
Aaaq (vaginal douche) Y888z 4.2 WUINOERNATNG 2

' ~ [N v a @ ed a Y &
ngu duszidnisldufadueinuiinmeioazinans

a o
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a

UANGIINUBLNIRBFATYNIIRDA Q9613191 2
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fowd3ulassmMIIsuRUnaINIINAaen 12 slans
WU ;JLﬂTwiuwﬁﬁ'uvﬁluﬂajuﬂ@aaoua:ngiwmquﬁﬂﬁ
sraofasuinmfisaatainifisdaynissiaie
U3zt d%ana1n1IRILRAY (P < 0.001) uazTasuad (P =
0.004 LazP = 0.013 ANU&19aL) uaﬂmﬂf:mjumaadﬁ
sopdianaaadaddngdaynesna (P = 0.011)
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af@ laund a1n13uws (P <0.001 LazP = 0.002
ANNEIAU) 8INITURLAY (P = 0.009 waz P =0.014
AUFIAL) WATEIMTLILIATINATFUNBS (P = 0.001
LazP < 0.001 1ud16y) nguAIuANdieIn1Ian112
aasdadIlkpEaaNIEna (P = 0.01) uanmnftn&jw
naassuaznguauguiiomIdasiziasnadadned
wpE1AYN1IEDa (P = 0.003 wazP = 0.008 MURIAL)
MIUIBUNILANNUANANTNTNAIVII D TIIZLNG
mMawan 1M IVadnNznTadnaeauazTainaaars
WIT 890N RIENATAOULAZNEITNITINNINARDIT 4
Flad uaz12 dla1 szwdnangunasatuazngy
URRTGRY lasold generalized estimating equations
LﬁaamnQL“LT’]Immnﬁﬁbmﬂmiaﬂmwé‘aL°zj”'13"sumi
nanaslugLaiil 12 $199m% 2 AN wEAIFIANISN 4
PINMIFNHINLIT REIMITNARBIN 12 Flanw
NI RILTN MW I HENYBINFUN AR
amamnndmg’wmuquamaﬁﬁfﬂém”zymmﬁﬁLfia
U3z1d131N01N1THIURAY (P < 0.001) sa8Uad (P <
0.001) U2 (P = 0.037) aan (P = 0.036) uaziauda (P
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mmi"uadma:mﬂ*’ﬁaaﬂaa@ﬁaLLﬁwaamju
NANBIAANININNIINFUAI LA TRLIATYNIEDA
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Clinical Pueraria mirifica group (N=36) Control group (N=36)
characteristics Week0 Week4  Week12* P Week0 Week4  Week12* P
External genital skin irritancy score
Dryness 9(0.9) 0.6 (08" 02(058 <0001 15(1) 05(0.7* 02(04)?® <0.001
Erythema 0.4 (0.8) 0(0.2* 0.1(03) 0.004 0.3(0.6) 001" 0 (0) 0.013’
Edema 0.1 (0.4) 0 (0) 0 (0) 0.128 0.1 (0.4)  0(0.1) 0 (0) 0.184
Desquamation 0.2 (0.5) 0 (0) 0 (0) 0.069 0 (0.2) 0 (0.1) 0 (0) 0.324
Scratch 0.3(0.7) 0(0.2* 01(0.3) 0011 0.1(04) 0(0.1) 0 (0) 0.103
Vulva symptom score
Dryness 1.3(1.2) 0.4(0.6)" 0.1(05)% <0.001" 0.9 (1.1) 0.4 (08" 0(0.2° <0.001
ltching/Irritation 1.1 (1.1) 0.1 (0.4* 0.1 (0.5) <0.001° 1(1)  0.2(0.5"* 0.1(03) <0.001
Soreness 0.1 (0.5) 0 (0) 0 (0) 0.134 0.2 (0.6) 0 (0) 0 (0) 0.109
Dyspareunia* 2509 1.2(1.1* 05(0.78 <0001 19(1.3) 06(1)* 03(05) <0.001
Vaginal symptom score
Dryness 0.9 (1.1) 02(05" 0B <0001 06(1) 0.3(0.8)" 0(0)° 0.002’
Itching/Irritation 4(0.8) 0.1(0.2"* 0(0.2) 0.009° 0.4(08) 0.1(04)" 0.1(0.2) 0.014
Soreness 1 (0.5) 0 (0) 0 (0) 0210 0.1 (0.3) 0 (0) 0 (0) 0.324
Dyspareunia* 2(1.3) 14 (1.1 06(0.7® 0001 19(14) 1(1.2* 04(06)® <0.001
Vaginal discharge 0.2 (0.6) 0.1 (0.3) 0 (0) 0.069 0.4 (0.8) 0.1(04) 0(0)? 0.010°
Dysuria 0.4 (0.7) 0 (0P 0(0.2) 0.003 04(0.7) 0(0.2" 0 (0) 0.008"

All values listed as mean (SD). *Sexually active, *N = 35

Paired t test: * Week0 VS Week4; P< 0.05, ® Week4 VS Week12; P< 0.05, * Week0 VS Week12; P< 0.05

(P = 0.023) uazliunafiwasunwsuS MG
ARaq (P < 0.001) 81NIVBINIZTEIARAANBLAIVD
NFUNARIAANINNNNIINANAILANBENIAIREEATYNII
A6 a9il TasnnaauRs (P < 0.001) UFLAUTEIAREA (P
< 0.001) uazldULIAAINATUNUS IUTaIRRER (P <
0.001) uaNINHETMIANIILAzaNMITasITaTes
NFUNARBIAARIIINNINGNAILA BT RBER NN
§fians 2 81m3 (P < 0.001)
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Clinical Week 4 Week 12
characteristics Coefficient 95% Cl P Coefficient 95% ClI P
lower upper lower upper
External genital skin irritancy score
Dryness -1.153 -1.420 -0.881 <0.001 -1.505 -1.750 -1.264 < 0.001*
Erythema -0.292 -0.452 0132 < 0.001 -0.292 -0.457 -0.126 < 0.001*
Edema - 0.008 -0.169 0.002 0.057 -0.009 -0.175 -0.006 0.037*
Desquamation -0.083 -0.169 0.002 0.055 -0.091 -0.175 -0.006 0.036*
Scratch -0.194 -0.334 -0.055 0.006* -0.188 -0.334 -0.041 0.012*
Vulva symptom score
Dryness -0.694 -1.007 -0.382 < 0.001* -1.000 -1.279 -0.720 < 0.001*
Itching/Irritation -0.889 -1.155  -0.622 < 0.001* -0.929 -1.193 -0.665 < 0.001*
Soreness -0.1528 -0.284  -0.021 0.023* -0.1527 -0.284 -0.021 0.023 *
Dyspareunia -1.288 -1.809 -0.767 < 0.001* -1.736 -2.154 -1.319 < 0.001*
Vaginal symptom score
Dryness -0.472 -0.757  -0.188 0.001 * -0.751 -0.992 -0.509 < 0.001*
Itching/Irritation -0.2917 -0.491 -0.093  0.004* -0.347 -0.535 -0.158 < 0.001*
Soreness -0.083 -0.183 0.017 0.10 -0.084 -0.184 0.017 0.10
Dyspareunia -0.849 -1.426  -0.272 0.004 * -1.507 -1.967 -1.047 < 0.001*
Vaginal discharge -0.1874 -0.372  -0.003 0.046 * -0.2840 -0.452 -0.116 < 0.001*
Dysuria -0.35764 -0.519  -0.196 < 0.001* -0.35749 -0.519 -0.196 < 0.001*

*Generalized estimating equations, P< 0.05

M13197 5. ANNNINDLIAINAVBILIRTINANNURZDIABTLILNANILREN RAINILTHRAA N 4 Uaz12 FUa%

Satisfactory Week4 Week12

Pueraria mirifica Control group P Pueraria mirifica Control group P

group (N=36) (N=36) group (N=36) (N=36)

Clean 3(91.7) 36 (100) 0.24 35 (97.2) 3(97.1) 0.74
Moist 31 (86.1) 27 (75) 0.22 33 (91.7) 3 (97.1) 0.62
Firm 2 (61.1) 19 (52.8) 0.47 26 (72.2) 9 (85.3) 0.30
Comfort 35 (97.2) 35 (97.2) 1 32 (88.9) 2 (91.4) 1
Odor 35 (97.2) 32 (88.9) 0.12 34 (94.4) 3(91.7) 0.49

All values listed as n (%). * Student f test
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Use of product Pueraria mirifica  Control group P*
group (N=36) (N=36)

Total times of use (twice a day)

Week4 (total 56 times) 52.0 (8.9) 53.6 (6.5) 0.39

Week12 (total 112 times) 98.5 (25.2) 104.0 (16.1) 0.29
Total amount of use during experiment, g 390.1 (132.2) 375.0 (141.8) 0.65
Amount of use, g per time 2.6 (0.9) 2.4 (0.9) 0.25
Side effect, n (%)

Week4 10 (27.8) 5 (14.3) 0.27

Week12 3(8.3) 3(8.6) 1

All values listed as mean (SD) unless otherwise indicated. * Student { test
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S LRGERK (douches)mﬂiﬁﬁﬁﬁ'@nﬁu (deodorant
sprays) uHBLTainauRzaNA (wipes) wils (powders)
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