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Clinical Efficacy of Compound Oleum Lithospermi Combined with Loratadine
in the Treatment of Mild to Moderate Atopic Dermatitis
Zhang Liyuan' ,Li Yuanwen',Lin Huaner’ , Tu Shaozhong® ,Peng Jing” , Liu Yongjun®,Bu Kailai’ , Xiao Fei’

(1 Beijing University of Chinese Medicine ,Beijing 100078 , China; 2 Shenzhen Hospital of Beijing University of Chinese Medicine
Shenzhen 518172, China; 3 Jianmin Group Children's Pharmaceutical Research Institute , Wuhan 430052 , China)
Abstract Objective:To observe the clinical effects of compound oleum lithospermi combined with loratadine in the treatment of
mild and moderate atopic dermatitis( AD). Methods: The effect of different therapy was evaluated through a randomized, open , par-
allel-group trial. The observation group was treated with oleum lithospermi combined with loratadine ,and the control group was giv-
en pimecrolimus combined with loratadine. The TCM syndrome types, skin lesion area and the level of erythema, papule,skin peel-
ing,leakage or scabby,scales, hypertrophy and moss of patients were observed and recorded, and the effective rate and the inci-
dence of adverse reactions were calculated. The clinical efficacy of drugs was comprehensively evaluated. Results : The therapeutic
effect of compound oleum lithospermi combined with loratadine was close to pimecrolimus combined with loratadine on relieving AD
skin lesions area,itching,skin peeling and hypertrophy (P >0.05) ,but it had limited effects on improving erythema and skin peel-
ing. The overall efficiency was 75. 8% ,which was less than 93. 3% of pimecrolimus group. But compound oleum lithospermi group
had slow action with stable efficacy. The incidence of adverse reactions was 2. 56% and recurrence rate was 6. 06% . The pimecroli-
mus group had quick action,and had a 15. 79% of incidence of adverse reactions and 6. 67% of recurrence rate. It is easy to have
adverse reactions in the application of pimecrolimus for patients with skin damage of heart-fire hyperactivity and spleen deficiency.
Conclusion ; Compound oleum lithospermi combined with loratadine can reduce skin lesion of mild and moderate level,and has sig-

nificant security advantage on patients with TCM syndrome types of heart-fire hyperactivity and spleen deficiency.
Key Words  Atopic dermatitis; Compound oleum lithospermi; Loratadine; Curative effect observation; Clinical application;
Multi-center; Randomized control

R E 4% S :R275.9 XERFRIEAD: A doi:10.3969/]. issn. 1673 —7202.2019. 06. 033

FERLPE B (Atopic Dermatitis, AD) g —FifEifi RAGFNELN , AT RET A & H 2, B
PR IDRA , 2B Bk B A2 A 1 T B Wﬁ“%ﬂiﬁﬁ”” EREREN ¥ ML N
)i A A R R A RABGRI A RO BMIER:AD B3 HAT Thl/Th2 Se 4, 1)
JEHERGBR AL, B B A I Y B B B ORIRAEIS R, 29 90% [ B E 1 5 U Ainie e o g

LG H AL B2 B R H (HX201706)
15 1 T TG (1993. 06— ) , ¢, Wi-EF9 £ 2k BFGI7 1« B WK%, E-mail :1152322679.@ qg. com
S < 1 C (1977, 11—) 53 AR, B TR B )70 M2 BRBFIOR = T S FIE , E-mail : srxbyws@ 163. com



- 1512 -

WORLD CHINESE MEDICINE  June 2019, Vol. 14 ,No. 6

XH4AER 100 24 R it 200 J7 )13 1 IR
VR, AD B T 15% ~30% 1L K
2% ~10% RN o Bz AR A0S st 7] U0 -6 3o ek iz
R MR 101, (AR P R LRI BV L T 2
Y (DA B A 3K A o 203 S ERRHE
PR, PR & A T DO RE . RN BB R B i
EIBENRE IR, 2 8 R B TR, KRR
THNE)E , R E e | BRI S vl A% 1 M 4590,
INATAFERERIL . HATIRIRIGYT A B e A
Wi R R 2 DL AH i T A I 2 4, 7
REMZ, BERARINHLEBIILEENATEERE AR
FNEHE /N Al A A B A R B A S DR
Ko 1% ML B EEE X8 P EE AD & H 25,
HIHRIEFERE IV, Z 258 & FDA it H T 2
B EILEE KRN R AD JRYT . M EORE B
R, HAS RN D R RE AR o 11 IR 2
A, ANl R B k2540 , 16 T AD |1y 1
SR RIS o (HIXZYASBEG T 35 BB 07 LA A
VI TR AL, HAEAE B — s PR
JEEEANR N o BEAN, BRI 55 BE R A7 AE 51 & J ik
FIVEEAE AU , B 38 D RE AR T BROAS 4 1Y) £8 35 9l P
%2

TR R E R 2y, R A
T A UK R, AT I A | AR LR
Kasgsz L, N HEA RIFEHE R R 1R EE
SO, U F TR B IR 1) S b i, 2 v, BE
HEZHTRZ M EUIL RS S8 iR
W B 2E A AT, AD S PRI 22 DL KO R IR, 18 1
HAZ LI R XUERIE , 35 A 2507 A& o AR B 1 IR
2RI FIT , SRS T B BRI R B AD Ryl AT
22, ARIRE X B AD, FE S e iR T
LR I, 35 PN 36 24 W) 5 52 O S5 Ry b AT Hu g, A
JEHUEAS AR R 5 et E A &
I RT3, BTGB T .
1 #RSH®
1.1 —p $EEC2018 424 H &£ 2019 4£3 H
JUm B 2 S AR I Bt B A e v I 24 2 I
Be B RH 11282 (R AD (83 77 ), Horh 55 34 4]
2 A3 ), BEM LR 2 M 43 S A2 (n =39)
XA (n =38) o 2 4L TS AE WS G T 4 (A
S REER], Z R TG i 2EE L (P >0.05) , A
Al R, LR 1,
1.2 2WitnifE
L2.1 Pzl =% AD 1 williams 2 Wits i,

RIEA B PR s, R R LU 3 28 DA B AR R
1) JE A B k32 B s, AL 8 i 68 TR 6T SR I i T 8 #5
Ji152) A N sl e fn A s (Bl 1 O JE 4 21U
FILE AL AD §2) 53) 4 B B kM s 5 4) JBA
MRT WARSZ 55)2 2 i A o

®1 2ABEFERABLEE

0 PR (B R4S : HERY (B _
% & (wxs, %) DKM il XU
WELLH (n=39) 20 19 12.09 +5.98 15 24
HRZ (n=38) 14 24 13.84 +10.97 11 27
x>/t 1 1.628 -0.873 0.412
Py 0. 202 0.385 0. 521

1.2.2 WhEIEEZE 2% 2017 FE K250
R R AT P 258 2 i PRI 4 = SR ) e g
TR B BEIZWAR . 1) O KRR IE : F25E < B2 Bk
TEL RRFERIZN, BRI 5 M5 YORE 6 PE IR K, AR B
UE RIS X RN, IR E R, PR B
2) IR KUBRAIE « FEAE i PR , B2 JIR TS, 2 5
BEREAR s YORE G M AE , 1 TR BRI FEITUR,
g, AEIE. HIRE A, T, Kz, B
F BREMVES 1 WL 3, S E BT HEAE
L3 ARHE 1D FFE AD 2WitriE. 2) 4Fi% 2
BV BAHnr, 3) HE R, RRIRFHATT, H
M2, e R e S IR R A

L4 HEBRPRUE 1) 808 R Bt 1 BRI R TH AR 10%
(UANBTFHEEBAEY T 1% RERmBIHE) .
2) K A ™ E IR B G R A B B R A
HoAth AR |05 T Sl T2 BRI B R o 3) BT IR
A IR FLI A2 . 4) A O 5 R
T IR G R AR . 5) AR R AE T
P AR PR BRI . 6) 3k 1S A NI
FRE BRI 1 ] P el ok e 4 e 245 ) sl S0 FH
R R & o 7) A TR 28 25 Wik Bk vy A B
o 8)TEIL 1A H NS A R %

LS5 JRESHERbE 1G22l E KN
PE2E RBCAIGIT SRV I 2 M 45 R . 2) 3K
6 H (A1 1 SR AL , AS BEHERR FHow 16 22 1L 51058
TeRHTMZ AR 255 . 3) HoAh & F i R S Bo7 f ok
S RN R DGR R TT A

L6 JRIT

L6 1 gy 1) &EMER Ot FifEsk
REFER 254 RA A, E 2515 H10970410) : F Ak,
P/d; N B 12 2 0L EJLEMR 1 A 1K &=
>30 kgl 2 ~12 & JLEMR 1 7, R BT <30 kg Y



RS P2y

2019 426 HE 14 5 6

- 1513 -

2~12 ZJLEMR 0.5 Fro 2) & Jy 48 Byl ([ 251 F
AR AT, (B 25 Y 720044385 ) - HGE 25t , 72 5%
PR e i 2R 10 [ IR EE 56 1 ~ 4 JH 49
HEBRAIRZT 1 IR, 3) 1% M3 S8 m] L (& T3k,
MEDA  Manufacturing, F oM aE =
H20170004 ) : B 4 24 55, 76 B Bl A 42 52 42 B8 10
B, AASEEIGC B 26 1 ~4 J R A R A R 25 1 IR,
1.6.2 B ALY R E KT
FITFAr NS S EAL, A 0 T 258 1) +2) 34
JPRI 1) +3)JRY7 S RS 4 R 2 RTE 1 IR,
RS TRERE AE SE2G A 152505 1 S H bl
VISR KA DL
1.6.3 REGWIRIFEREZER IR 7 10 fa) 3k e (o FHAT:
uT R A, S AN AT A HoAth Bz o 288 T BB 3R L 05 0
R T 177 P S 25, S0 S HOR I F
PR TG S
1.7 WEEARFR g — IR T, S
CRF 83, TERFSEIT B 500 RN &5 o ik 47 30 e it
AN, AR UTALES R A SCORAD ¥ 43 4Rk, LA
0 ~3 PUREEXS AR A (A) ™ H B (B) AT 4E AR
ST ] B R AR R AR R, i R
FEVEST BN, A0 ) 1) LSRG, DAARBBUR A5 A HL5K
T BEFE B (C) . SCORAD a4 it AR A/
5+7B/2+C, WA R &, Hie B DL Ar it
TFVEMY BRSO it , JC e A B AT 4k 22 15 7 5
R« SN I S, (B B AT 4k SR B R
NEEIEL, AN R R 26 1 E RS
L8 JrsdlEtnE VAR = [ GRITHIAS - 3R
SPIGFON) AT RTAR AT ] % 100% o IIfi A28 A« Kz 431
SRR SR BB > =90% 5 WAL : B2 A
AR AR , R B B 0 4%, 90% > U4 fH i /b =
T5% 4755 : B2 408 AR R AT ik 38, 75% > 1
MBI =50% 5 oA B2 BH AR AN B, SRR
Wl Bl AL, B AN i 50%
L9 Seib20rik  SRHA SPSS 23.0 it ity
BT TGRSR = AR S (v 25) R,
R FHBCXT ¢ 450 THECIE R A 4 b/ 3 (% ) Fow,
SKH X R, 4118 H R R 5 K8, B R A
95% ., LhP<0.05 hESAESITE X,
2 BR
2.1 2 4LBEIRIT G A AR AR LK

TRYT IR AR EYR 6 1], 52 AL 33 3] X IR
LB 8 ], 58 30 il o A T LA 301 iy R g 1 P A
BT 258 AE IR o 5 A 95 191 B 7 B

France,

W5 AT A 75 205 32 0 U R , EAf
ICR IR R — U2 IR R], I 1 OB H A SR s
TCSRAERR GRS e rb o O B BT Ot v g 091 Py L 456 ¢
XA AN 58— AT RS 73 B e W IS 1 191
BAEANALE G T7 5 ABAE L Ve Bt A

Wig.
2.1 1 RUEARImAEGETEOL WAL S IRAA)T

FilJe #E B AR A LR, 22 g A et (B P <
0.05) , LR B T ARAE 2 PG YT 7 58 T30 R ]
WEAE N TR 2 4L B W R LA, 22 5RO
G AR N(Z = -1.527;P =0.127) , LB K 05 5%
U7 /N B B A TR O T 5 P 5% B R OR G
W2,

2.1.2 RIEREIED 2 AREIRIT AR L
UL, 22 Togeit 2 S (P > 0. 05) 53677 o A4
FRPERR A BAR T X BREH (B 22 S e g8 27 L
(Z=-0.754,P=0.451) . $#/REJ7ERM 505
SR IR FERBCR A . WA 2.

R2 2HABEREHALSESEKER
REERETSILR (v +s)

2H 5 R RS R (%) RPERE ()
WML (n =33)
YEITHT 3.03 £2.08 2.03 +£0.47
BIFE 2.33 +2. 34 0.77 £0.56
XHHRZH (n =30)
YBITHT 2.73 £2.26 1.90 +£0. 55
WBITIE 1.63+1.79 0.87 +0.57

2.1.3 HB Rz 45 SCORAD 43 A 7EVAR YT HI WL 42 40
SCORAD P43 i3 F Xt R4, (H 2 R R H i 24 8 X
(P>0.05), A Al tudE, 1697 o RIRIT 458G 2
Rt SCORAD 43{H L4, 25 ¥ A Giith 22 8 X
(Z=11.569,P =0.001;Z =5.237,P =0.022) , &5
Xof BEZH 7 8% S A T B AL, T I A R IR
B 2 REAS A AR AR AL 4 2 451 SCORAD 1143, {H
HITHUR T E s ml e A A F e . D3R 3. Wis
SE TR I 95 2w R AR TG, S5 T AR T
WA RV 5 1T A2 S5 IR R R 18, o B 0 e BE
BRE. IWE 2,

%3 2 AEEGTHISHAIR SCORAD SMELLE (v +5,5%)

1] WMEEH POk
YEFTET 27.98 +8.97 25.66 +9.23
BT (2 ) 17.22 £6.27 11.74 £5.12
(e ASE] 9.39 +£5.46* 6.09 4. 86

T X BT A, * P <0.05



- 1514 -

WORLD CHINESE MEDICINE  June 2019, Vol. 14 ,No. 6

x4 2HBEBTAERGTEESTULE (v +5,45)

20 51 AR5 K/ B35 F R H w55 EHEft
WEELH (n =33)
YBIT T 2.03 +0. 64 1.73 +0. 80 0.42 +0.75 1.24 +1.00 1.12 0. 82
BITIE 1.00 £0.79* 0.39 0. 61 0 0.42 £0.56* 0.45 +0. 56
KRR (n =30)
YBITHT 1.93 £0.78 1. 60 +0. 81 0.13 £0.43 1.40 £0.93 0.83 +0.70
BIT e 0.60 +0.72 0.20 0. 41 0 0.10 0. 31 0.50 £0. 63

T X HRAL A, * P <0.05

30

25 A
20 \\
- AN

e {552
N, E e o R
10

TRIT T VEIT R VRIT IE
B 1 2A2EWRER SCORAD SEMEHE
2.1.4 A EE WP SCORAD 143 56 &
B T A N A 3 o V=L S 5 2 EA 2
KM B8 3R KRB B A5 85 B ek o
FLEL R, A I B E EEATB . R 2 4
B R Ay WP Ay B, 25 R RS TR (3
P>0.05) ;38975 2 AR B RIS B b3 1R 47
IRCERCR B2 S G2 X (¥ P>0.05) ;
Xf REAL 2T BE % 8 PP MR TSR AL, 2 598 Gl 2# i
N(Z=-2.060,P =0.039;Z = -2.676,P =
0.007) , /2 ¥ B Bz 45 7™ B B 7 A B I o A 1) D
Mo W&4,
2,15 BARSTROPAN  ARIERYTETG SCORAD
IR SR, N AL AR N AT ORI
TSR, 22 A G2 L (P <0.05), WES,
R5 2HBRERBITHER

g3 BE O BE AR KR AR
#y  (f) () () (%)
WMELLH (n=33) 2 10 15 6 75.8
X REZH (n =30) 8 7 13 2 93.3

2.2 AR KEERFTEM

2.2.1 WM 39 BE T, KU1 B, BRRRE AR
WA A B % 4 0, O RO F B 1 B
(2.56% ) , I F8 35 & O K MR IE , 24 5 B ik 2
FEFEINIR] 25 JEXT 270 13 ik 8, % 1k iR
2.2.2 XPHRAL 38 flEE T, K5 3 B, AR A
SRS 3 6, A R F 4 6 6] (15.79% ) . A
RN F 4 6 il H, 2 il K B RE E A8 3 TR 245 05

JRrHB Bl Tt g, L], 28 1K (s ) 5 7351 4
1 HR BEAS RSN, DA 24 i SR A R P — i 1k
TR AS A DR RO V& 2 R L m ai PR i A 2
—EFE L

®6 2HABETRRMILE

2153 WEELH (n=39)  XFHE41(n =38)
W& O KB 1 5
1L 1 PRI 5 3
ANRBE Dk LB 1) 4% 2)
1 RV 0 2(i#0)

RITEEHR A A G T8 T, T ff 85 7
B EEN. WEHABEEHEL L 2
(6.06% ), %F BRALA K 2 (6. 67% ) o 2 L HE, W
SN B BARMIA R KRS E LR, e
A BRI (RRAEAS B RO MR g, L0
KB RY AD Bz 451, it 0t 56 25 W) °E 5t B R
L, A7 S fE e v AR 2
3 itig

S5 M LSS B R 2, H R B RO 5
TR EA WGBTS OB I8 5 20 G 5E
SEPEFRC o TA R X A A R A T Rk
IV S IR 52 28 B3R B S 3R R 3 A n A
FAUT AT A TL-17 A 375G 10 AR Ik A TR 1 41
BEE IR AL TSR SE L AnM o iR & B
S5 SR 3 B R 5 B AL A AR AT IR A
FH i Jg k38 e 1 3855 o %0 JE — 7 1 AT B YA
T B R A A, — TR RE S SRR
AR EA G, B e (3 g/mLL) Y 58 5 3K B 0 1]
O LA B L, AR BE (1 g/ mL) H e il
IR AT o At , AT RE S 5 R R
TERIR AR O (I AR AR E B R A T A 40 i
H5 , AL T eyelin D1 Z&3A LU 40 i 4 3 2
2, [ R i Caspase-3 &3k DI 0 il 20 8 9 T,
PR B AL TERRE 5 BEANA W] 520 Rz R LT 4 4n e,
P8 LI R i mRNA Rk K7, 24855 T, (241
A



A B2y 2019 4 6 H 5 14 555 6 1Y)

- 1515 -

S5 R 2R PR R 2% AR 2 AL
Py I B AR S AL, AR A I VIR 2 AN Sy B
i 24 SO0 A, EA I S BT RO 248 o AR Ul
PRISERAS SR 7 « Wk 5 5w I S ol 7 PR 47
] B PR LT B e 858 I 7 R A DU, A P Ry i
&G AR 0 IR TR R 451 5t BUAS RN 5 Thi &
7 5 FB T S M E TR R NG (R
HHRE AD [ B A0 T AR PR EE LA B 8 R B
FIBE 5 BEALSETT A B Y13, 7622 4k T T
FRTMESETER] o M ARXT T KLY AD Al 2%
WA BRI 7 58 s , AU BEAF AR T RICR
&% 3k
[1]EBER, T i, £HE, 55 MicroRNAs : i B v 7E BT 5 i
[J]. b EZGE 3 ,2016,32(5) :616-619.
(2 JHE 5t JLTCIIRR NP I 4% o B IR TR G A AF 5 5 B o B A G
eI D] BB WL B2, 2013.
[3]Odhiambo JA, Williams HC , Clayton TO et al. Asher MI: Global vari-

ations in prevalence of eczema symptoms in children from ISAAC

Phase Three[ J].J Allergy Clin Immunol ,2009,124(6) :1251-1258.

[4]Seite S, Bieber T. Barrier function and microbetic dysbiosis in atopic
dermatitis[ J ]. Clin Cosmet Investig Dermatol ,2015 ,8 :479-483.

[5]E30K. Mhye B m S35 mlA TR it R R R G [ D]
TERg « LR R ,2009.

(612520, Bl , 48, SR 300k je kA7 1 A Ll 0F 90 30k e
[J]. sPEEZG2447,2018,46(2) :124-128.

(7 IRV, B mRaL, hmm R, 4. 200 R A pe A= (K 7 HaCaT
MBS RIBLAI [T ] PR P BE 22435 ,2017,32(11) :5129-5131.

(8 If# SRR, SKAE , XURK, 4. SR BRI N TL-17 5 A1 BUE i 40 M 14 5
Kol ¥ Rk psgmg [J]. B A2 4¢3, 2015,40 (5) : 946-
949.

[9]Chen F,Yan X, Ying D, et al. Investigating the potentiall of Shikonin
as a novel hypertrophyic scar treatment[ J ]. Journal of Biomedical Sci-
ence,2015,22.70.

(10T IR 1 20 30 A 412 0P X 1l 21 4k 40 D A= ) 2 5 1 1) 32 )
[A). B 2 A B R IAN RN 5y 2. IR 2 2ob
FIANFR b £ 2012 A2 RAE Lo ST A C . B 2 o
B SRR AN £, 20121

(2019 -03 =29 A5 FTHESE . HAH))

(k3% 1510 )

(6 ]kt 4. P 1 B AT H 3 M3 CYFR21-1 f A Kt REESCLJ .
Wil E2£,2016,38(20) :1695-1696.

(7] B bl 2 i BELUR). A 258 25 I R AT 5 4 3 J 0 (A7) [S .
AL s v ] B 2R S ik, 2002 :4547.

[8]Gao JR,Qin XJ, Jiang H, et al. Screening and functional analysis of
differentially expressed genes in chronic glomerulonephritis by whole
genome microarray| J . Gene,2016,589( 1) :72-80.

[9 ] Piyaphanee N, Ananboontarick C,Supavekin S, et al. Renal outcome
and risk factors for end-stage renal disease in pediatric rapidly pro-
gressive glomerulonephritis[ J]. Pediatr Int,2017,59(3) :334-341.

[TOTXBHE , 5Kz, i, 55 S UK A5 X0 18 14 B /N IR B 48 R B A8 iE A
BRI NRERY AN [J]. PR 224 BE 2R, 2016,47 (2)
217-221.

[ 11 ] Matsukura H, Sakakibara M, Sakamoto 1, et al. Proteinuria rebound
in IgA nephropathy associated with obesity-related glomerulopathy
[J]. CEN Case Rep,2016,5(2) :131-136.

[12] Ed . JREE A/ JIUEF 24h JRAE KB T B8 B 46000 7 18 1
TS W I R ELL T ] . o [ 2E D7 25,2016,14(3) 110111,

(I3 1IGHEH , Th iU (A8 R ok 1 2 MRS H50) | I 48 58 ol 3R e o il
7R S BRI R IR e L AR A L DR R AR E-sE e [ ]
L2 5K ,2017,20(7) :793-796.

[ 14 ]Kimura S, Sekiya-Soga Y, Kato Y, et al. Effect of the angiotensin II
receptor antagonist( ARB) , Irbesartan, on urinary markers in hyper-
tensive patients[ J ]. Nihon Jinzo Gakkai Shi, 2016,58 (2):104-
113.

(15 ] Bk SO, AR i e, S5 /N b B 200 M 2o i S AL 30 1
W [0) J5i 2 48 £k b i s B2 BL I BE 7 [ 1] b 05 244, 2016, 13
(1):103-105.

(16 1B, A7 A . 1 M e S-S5 B B W A I DG R [T ] St B
#4,2016,40(1) :97-99.

(17 J5RIRE, R B 1E TR, 5. 4 B AR T % [R] B 2T 4 Ak K B
HLREFTE A T | BRI R Rk msm [T]. Bk,
2016,57(15) :1332-1336.

(I8 AR VK, YLAIE, F 45, 55, BLT 45 )8 B (RGO \JL BT 42 25 R4
UM -1 0 eGP P ol B PR R [T ] B B (34
LRI T)) ,2017 ,4(2) .37-38.

(19 ] F Al bt Wl 28, 55 A R 1M — RN HE T30 1L b HL)
LTI RBTSEL) ] vh E S e 4R ,2017,33(4) :537-541.

(20 1 0MK , Rl . Wb 22 2% T g 2 40 s S e R ik & R A R 2
HXTHMEA T R LR S AE DR A A E R LT ] b B2,
2016,13(35) .117-120.

(2018 —05 —23 ) hs  FTAEHH A TLA)



