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s.0% (Dry eye) RRAABRMRFTLAEF/Z— > ARRRARY
HERFPREFHAEME P » ZREE  BEBK - RERERR  MES
TRTEBRE B L BMERGRE - Ay i BHHER T8
LR BHWREHBRATEY » A RERERS —ERRANRITIA
Fo o SLERJE 5 SRR SBERAEE X - RBREAEAEE £ 48791
R EFANKF 1440 > B 11496 > Rtk 16.7%H IR © $ARIE 695
AES  FERED ARk EHA - BALETHE  REFeEETAL
ERANEMG - ABEP BHALTALRE  XILBBEARBEGE

(4w : cyclosporine ) » RA A FHIAFRE B OMAE » ERREFGEBRA
BTk R EHER - HENL PREEZSRMZBRTRIR
BRAHEE A AT TP B RIS S, AR AT RE A B H
FREBREREZRETF RO FTARTRARSBREANTREA S
B2 BATEAA MR YT ARG RSE -

AHRBMARET ORBFATEAGARBEESL  FRA20RKE
2% M#srbh—f8 —ASESALRE  E2EREESTE (LHH
FA) HBEHETRAER > E4HRIEHNEBREZ AL FREHRLLE -
PR ¥ B74% 4 schirmer’s test, rose bengal test, fluorescein stain, tear break up
time A& P} &R > 3£ A schirmer’stest fE A8 R0 £ £ A HIER - THEA L
MREFIE  BITORIERY—HRAEILEE ARAMREZZALRLFR
RERME - '

AR RAEREZ G EIRA two independent £ test RAE S » &R H
MAAEMARFRE > FEIEZ — BABRLESABHSKITER - 12 rose
bengal test & % — 18 £ ¥4 LA & tear break up time /& 3 wo {8 E 789 £ R LH T
EAGRF L LN EREETH A 004, 0.04) > HERALEREL DA
BRBENEL - AAFTBEHRLIRFAGTRRALERZ I NP BRIRTKL
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Clinical Evaluation of the Traditional Chinese Prescription
“Chi-Ju-Di-Huang-Wan” on Dry Eye

Yung- Hisen Chang
Chinese Medicine College Hospital

ABSTRACT

Dry eye is a very common disease in the modern society owing to the
long-time staying in the air-conditioned environment, the dry air, decreasing
humidity and fast vaporization of tears. Moreover, the state of air pollution,
the aging of society, over-using of drugs, increasing the popularization of
personal computers and terminals as well as the fashion of contact lens all make
the symptom of dry eye getting even worse. Dry can easily causes
inflammation of eyelid, conjunctiva and cornea. Dry eye had become a very
popular disease in modern civilization. The incidence of dry-eye in the
population aged from 48 to 91 is about 8.4%, among which male is 11.4% and
female 16.7%. They are suffering from eye dryness, pain, intrusive foreign
body sensation and photophobia. If the condition is getting worse, it will
influence the patient’s normal life and social relationship. Medicines used now
include artificial tear and immunosuppressive medicine such as cyclosporine.
As for operations, they seal the putums of canaliculi in order to keep tears
staying for a longer time in the eyes, but the effects are limited. Therefore, the
Department of Chinese Medical Science and Ophthalmology in the China
Medical College Hospital are planning to do a research on the therapeutic effects
of Chinese herbal pharmaceutical treatment for dry-eye patients.
Chi-Ju-Di-Huang-Wan is the commonly used Chinese herbal medicine for eye
therapy but there are no therapeutic reports on the effect of
Chi-Ju-Di-Huan-Wan so far.

In our study, 40 dry-eye patients were enrolled. The patients randomly
divided into two groups. The experimental group treated with topical eye
drops and Chinese herbal medicine (Chi-Ju-Di-Huan-Wan). The control group
dealt with topical eye drops and placebo. Both groups observed and the results



were compared to find the therapeutic effects of the different medical treatments.
The testsof dry eye included schirmer’s test, rose bengal test, fluorescein stain
teat break up time and questionaries. The schirmer’s test was used as the
primary end point of this study. Besides, all patients received routine and
biochemisty tests of blood and urine in order to detect the adverse changes in the
body.

The two independent ¢ test was used to evaluate the results between two
groups. There were no significant differences in the “primary end point” —
shirmer’s test between two groups. But there were significant differences in the
* data of rose bengal test at the second weeks and data of tear break up time at the
forth months. (p=0.04, 0.04, individually) There were no significant differences
noted between two groups in the other tests at any time point.

Chi-Ju-Di-Huang-Wan used in the experiment to conform its therapeutic
effects ever recorded in the Chinese medical books. Besides, we also establish a
study model of dry eye in Chinese herbal drugs.

Key Word: Dry eye, Chi-ju-di-huang-wan, Schirmer’s test, Rose bengal test,
Sjogren syndrome
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ARAAEEESRPMBHD > B - BB~ REAKE - #EAD
A BWREERBEEZRE SRHARMAILTE > JREHAE
Bt DEALBREZBEER  TIHREBREZRELAT—T5% -
0 38R B % — 48/ X (Symptom ) » fE Bl FR & % 4 %8 ICD-9 B 7 375.15
» M B F o L 48 3] 91 R EF ALK 14495 0 R 60 K1k 8.4%
KH 80 H45 19.0% 0 @ B 1149 0 4otk 16796 8k - £BAT T
HEEMBARS > FHARED RE EWR - RAFETE RELT
BEREATRAEHG £BEY BATRARLPALRR  RLAME
BREE % (4 cyclosporine) -+ HA A FHREH IMEE > BREREK
AR ARG ERENAR BT EROBRAREZS P £
AATRABERUATEENFTATRIIMAELRSTE? BARTHR
BRIE &) R BB — ARGk Nk -

—  HREREZBRTM

BRI AR BBEADZRAK R—BEFEZRE (Tear film) - L7
B 6575um H—HEa KL G BYHTorR=R RAEZHER
& (Mucin) B » #2824 & (Agueous) AR Z B A5 (Lipid) &
s I RziE—RBEAME T RRBEZARE  ERmIlARLEK -

SR R B B R R KRS 7] A2 2 # ek ( Agueous-deficient induced dry
eye) o BAZ b RBRE = HARH RS EF 2 &M (Lacrimal
gland) 43 > B A #e 45 B £ 2 8% 8% (Accesory lacrimal glands of Krause
or Wolfing) it - w REAMNEHE Rz X E 4 > EEMA bRk
EFZ RN o B S EEL $ERKE  BR2HE X (inflammation)
— AR B SR RAS SRR EASHBELRERYA o LBRE P
£ % R2H T A% K (Sjogren’s Syndrome ) » ER# A KYITRE > K
SIBAEAE AR RZEERE - uRZIEEES - FIAA - AR
£ WA A - UM E (Anticholinergics) ¥ & B H R R 8RR
2 BESRKREE  BEBEIRAREFLREREGRAZ—
 HB P R BERAARMERBEFT ALY ARALZANEE  Hi
KBRS M REZ A -
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ENHAER RIER 5 a2 %8k (Lipo-dificient dry eye) » BBE&R & X
ihAS 0 A BIRERR A Z ik g (Meibomian gland) A7aikd) o SLIRE A K
f5h% (Sebaceous gland) 2 —#E% E 88 > s A RIAR G SR - B E B2 R
B RIFERAREARRE > R EZ i R A 210 X A5 0 BIBBE &4
(32-33.8°C) > HE& § - MABER oy SH S8 IEEE - 8 db
B > AR B S - ZRIEZ it HRRERZEREE > H4AME » o
i 88 8 % ( Staphylococcal blepharitis) ¢ 5B & B X &4t 2 Rax X (
Seborrheic dermatitis associated blepharitis ) * 4z & (Rosacea) 3|42 By
. ARBR X - zpaR (Trachoma) 5|42z BRBR A H L AAL » RYBRARAR A5 7 A7 7
BRHEA > —F IR RS AR ET  RAEBTHE LMK
P RIRABBE  RARZIRBERBERMBZ Y FIAREBRERK - KRR
KZBER N A 30246 mOsm » AF R RAK » @ REERAKZ AR §HESR
B 2-3mOsm » ph— EF ZABEHE 4% 4.0720.4x107g/em’/s » % A5
BMERXMAY > BEXRERE  AERMIAEFRE  H—2BEH
Rl AR @BERATREGEAESZ AR ~KHE - AMAZERE
Bmia g SR EEGLRBAY  ABREATIL RV SEZSH
b EHRELRBERBREFERREE  HALHEE  BRANER
TR SR ZJEHK o

BBz EZR 5% 4Rk (Mucin layer)» W EREF » LEHRLR
EoREaBEEZRIK@ (Gobletcells) Z 4% BHIEFKER L=
BB 43 i 2 MEM ( Mucosal epithelium associated mucin-like glycoprotein )
EXZHRAAKEZERARBEABR R L alRBZE /N - ER — PR
Z R REITHEG I HENAREAD  UAARBEBHZBE - MAL
Bt — g P ik o AT T R Bk A 4w (Ocular Surface) 4 b K #
HEVERTAR wE LS MERM 4% (Cicatricial pemphigoid ) ~ 1t
24 54945 (Chemical burn )~ i £ 2 #V8% ~ 44 ¥ A #:% (Avitaminosis A
) - —B AR  HBERDABTR R AR BREEI NS
Mzt % AR SBEERAAIRERRELIHRY  BEZRE - X
RmpRECE Rz BE > BEMBETHE BLERBRTZABRFEH
SL BRI B R BGRE

S HBEA-RBHAREARET

(=) BAAIRR " BAA-—BABRBALR ARNZAHLS%



G mptREE RHEE - BASRERHMFLEATRR  BUR
SHEE o —R—HRZARE > ESmARBEZREME (Viscoelastic
material ) Bt TEHITREZALERSASER -

(=) BEB kAN LeFREE > BAFERBRD  eFERK
B bs AR E AT LRGSR E & Utk L4 T B L % F & Duratear
eye ointment » [EE ABEATER > RV B R F LBRBFZRETHEHR

(Z) iz HFX RATEGETRIEREBRTHE — NN E
REAL > BTHA T T8  REEHFX > FERAMER - &8
FE o REABERELEXEPEZRAT -

(m) BE@2Z LR ABRGBapZAR b ALXHTAR
(Estrogen) BR#% % A A & o5 &4 HAEH L hormone replacement
therapy @ HSREF LY - LA FAFTOTERGLLEFAZET T
MEERABEAA eBEZIEEME BIBRERBDZI AR B HF
RICEREL -

(B) BRI 248 —RBRZ BB FBHIRRKRZIH L -
w3 5% ¥ (Aureomycinoint) TR VBB Z mFH L R W EBMA
k2 ATRS By BB & (Lipase) 48R » M) Asassk (Free fatty acid) 2 &
v k8 B R ER M AR SR R B - .

$RERTA-FEK A BRHANKREELEE - AT THTE
AP L EEHERERAMRAOMWE PRHBRELGHLER FENAER
PHRIAEAT T BRI BRI LR AR RE SRR K
ERBAEZBRBE  AEEHHBRKES O BAR0KRE T2 RBEER
X TEEL 2R 0LBREDHORA  MEBFA B —ABHEIAT
Bk B FERaESPE (RHREL) HREEZTREE - THaER
% 4% BEARAZIR DA% RERAWE; HRALTRAFTR
ANEREM BAMRA3I R £ 1204 ERMAWE > BEHRBELRA
EANBEFEHANE HHHBARTREHFHNELRE (Dry eye) 2
BB R BE=MEA -

ARBREEPEALSF 2 "RYFTAHERERLITSL, HATF
BEEARBOE S 2E2ARAAFREZ AN ERBRBAHTFHER
Bt EEBHLMBRERAMASIHEZEIHE - ARBTCRLTT
BEERRBR T THYAZTER A A KM EFFOERBERARMA
% (GCP) YW BES KRB > NP B R B AHFTRER T BRAMHTR -



FARGBFAHEBREANBERTY  RBAFREBNET o HZR
BRBEFNGFABFAERMERERTALRARR - PEBE2AKARR
HABRTHFHEARLEHR PEERHELRERMNBBBEZ L
BARERILY RERRBT S BHYTRAXITER A A4HETHS
ERERRBNAE (GCP) ey P BEERBR » UPEBREAEH PR EL
FHBAHEE FPEBAEYZEARBATURNSZ T EREBLEAL
F R BEERASM (Safety) ~ & 24 (Efficacy) #2— % ( Consistency
)e |
SRE R RRABRFARTRAOERZ— » GNBEFELTHEL > K
THEFTEREEZRAALARBRAHTEZ AHER RARARNKTALA
PREBHEMET  EREECBERMG RRABR EHERFH
BRE FRARBRALEEE BEEEEEHRMER > Biv L EWMeF
REREE > RAHETHROERREKBIR HRANHGEER R B
CBEMERBR EREHERE  AlEAUHRL BHHER > EREL
AL R BHRENRTEE  HHBERRERBE —BRARAG AT
X

FIr s e S ER E T 5 AR BF &Rk i T 88 » R AE3 4 o /B M MR & & AT
R EEER EERBRAMNBETERASLENRL L TRETNK
% IRBBAEFREFGADOLEBEXARE THAE EFGRFRER
Dbtk o MEERE AR ABASBZAYA—BRFGREH > FiE
BFAFRERECHGFL ERXA-BERRRELE THMA  AMELGEKRT
REBLHATEFALEE  BRABEE -

PREKELHEREHHLEERSAAI BERERBLRY F
BEFR o FRESR T -[FR) wihk: dzg T8 [#HERES
Baz) s TaREam s [mste)] A TERGI C[EARS
A aREHLHE -

—ARE K AR A A~ LR E C RBRER CMMARR - BRAFRE
PR EARRE S FRBRERERBGRAGAE - REARBRAZEE o
S BRERECAREERE  SRBERSERE S ARBERATFEHD
A4 B EMG ke PRSAYTA TR EL, BZ o

REWFLEE (NRLBEAR) xR BEHTHERY
BB ERREE  AEEmA L LEESENE  WEELA L&
e RosERE - BR AATY ZH - ARFLFHRQERFTK
B RBHAKBRE RRKTHZE - aNATUHAE H=ZRBEEY



Ak - £ (BR) ikt~ Hit - BRI FAL RBHATE &
BIAEAL  HEFBR  RABE - LRI EILELANFTEE 294k (
HFHRKR) RAPRELRBN) MERE > B THL BT £
B KRR ARG AR MAEH BE BT HE - AH
KB AT AHAEZT L PERLREFIT 2z — -

TRAEKESBESZATERE  RUAFREAREFTORGF
R By i Bt T B o

=~ BRRAT 5 W A

(=) FHHEENE (EFHLEATH) AR ETBEWE B ALK
 BHAEWHR TRFF G AT MET8 - BT o A7 RAT
BT % M R RB AR A B IR ENEE KA ER
B8 o | |

(=) ARk L2 B 4 (ERERE) il “LREAAZMKER R >
@Y RAMRAALHEE LB -

(Z) Hehamish  HEZL  BAEBER > AHLEHAE -
BAEBAMZAASLETE 2 A2 E HABWEEAZT L
UM a#EEAEE Ak (FMEBARE) 5E “FHEomEeR -

() FRETE A gt BAADABRELAOINE AL D
» AT 0 BRI BRRBRAMESY - (FRIKEER) B A
FBETH HARMEBEBALEL” - BHBATRAANAFEE  RA
AR EY  HHBE - '

(R) FEARR&F2RR  BolE  BARE » TRANELEALX
KL ZE °

v~ BRI

BRAR B  (EFREBMR) R "AEREL > FUARD
CBEGBRE REASE UEGAL WwRABRLE S RABZE
B ERBER2EAE BRALEFAT > AFURALRAT > WKEA
B BHAL BAMA > FHREE  AMWEL GEERELHF) A
BN OAME BAEARZAML BARTE  KRTH  GEREFE



AEEBRZEAFE T RIHE L HSRE 6B RB G #ATH
%o Al SA GCP #ib ey P BE R BRETRERAE I Bar s

L& P RATT R e R o & BILR AT ~ B A X Keh MW
HBRELABESRARKSERERBEREFRBRER I REE
HAMBLRARRBREFERE  CRIGERARBI Y > FERKL
HBRESATEE  BAMEHKABAN  FEAHM BEFNF ekl
Wk A By e FR e T B -
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N~ #RRT &
—RXEEHE

00 LEDEERHLRERL  KBMEsE—8  —AHBE  —
HERE  HRASEHRFELAR PRSP RRE YR L0 LR RA
placebo A Ko &4 -

Sample size & FARE T 7] 4 K

r —]2
(ZI—E +Zl_ﬁ]_0'
N=2 2 |

()

N: AfmifA#

P HEB gAY SE

o B EAFHEHE

(- po=2mm A E R o BpiG R K

o mANEGHIFER[EL > LB/ 2mm > K 3 mm - Power R K > TAT
: » 48 4 mm » Power X/Js « ( & computer &R > 0=5,=5;)

a=0.05 » type I error

{1-B=Power=0.99686 v 4w R 0 =2 mm=S,=5,; » N=45 -
1- 3=0.87868 » 4o £ 0 =3 mm > N=45 -

12 1- B=0.6504 » o % 0 =4 mm » N=45 -

P L B8 BBy Sample size 3HE c MHBAAE 45 A BREbB
45 A A HOA BAMETAR 40 A(TREFHBEEL 20 A)-

Z s MARE

(—) ERHE220KL<72% -

(=) 8ILEE T LR ERE B4 » 4F schirmer’s test 5 448/ 7 5
mm  BHABERF AR Bemdk 2D —MBA A WE -

( Z.) % fluorescein test /A B & & & #%3R * 4F Rose bengal test 5 % &,
4l 4%+ 4F Tear break up time (BUT) % %% (Dry spots) 23,/ 7 10
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(m) BTk HAE T ERIEL -

() BRARESLFAEE  ARRELEE) 12 B58HE 0 #X
& BREH -

(X)) —BHUEFLBRENRA ARBEFH—REATROH R -

=~ e

()R BAARE BAEAR AFOBARCZMBMANARRKRERL
CHREE B2 N3 EA NIRRT aE -

(=) ERAGHERLCRE  REBHPERAS > LHFZHER

( =) # % A4 fluorescein stain 4~ A 7 4~ B rose bengal test 45-2 X
77 4% 0 X tear break time B AN T o > RIHHKEY
DRBERIREN 2 54

(m) BEERERFH -

W BMRRRRAER

FBRAE MR T @ 4 F L T (NG RATRERE A - millfr=
18R » £vgRPME)

(—) x8#£:

Schirmer’s test : 4§ filter paper A ABRF I 13 TR EERBE R L 44
B (REMEMEBEL) KIBRERL  BRAZHASZEA mm 315 » XK
BEN—BIANLRTE -

(=) REHL:

1.Rose bengal test : (I UM EH G AR L Rt ) - A HBEMER
Rl IR B ~ SMuleR sk BE R A B v rose bengal 89538 K - IRE &M
BEB-TME3I S (RHEREID) THRE 2 TpENRLS -

2 Fluorescein Stain (6% & ) R AKX o948 304 o R B A B
o ERBIEFL IR0 IS (0RREEFN INPRAENARL
RERIE) -

3.Tear break up time (BUT) : tAB & &% 69 % 5 £ (tear dynamics ) > #F
fluoresscein stirp CA S B ey AR BAMBL bR ADTEREBER (
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palpebral conjunctiva) » Z 44 E AL SR LT 245 L2 - BUMTR
Bty cobal blue 454 E » €% —1@2 2 (Dry spot) BB TR
UHAHHEEE X BAG A (10-X) FRFERELBIHRS -
LPAEEE  MABEREH ML (LT EASE) AEa S
HE-—HMyB 0845 0REXRY 1 AFEET 25— FRe 3
BRI 455 A RS E > £ 258 0 LR 100 4 o (Fsk)
SAEL BRI EHMARE—T  BEBRENRAEMETE -

B~ HRF®E

(—) MR AHREHAEY &AL EE S @%b % (Random
Assignment) * S AHBREH 48 RO PEREFT AR B
A A=MBA -

HEE ATALRRREEAE -
Ty S FALERAETE (REMTAR)
(=) B A% :
lLRBER RENHT BB AU BREMARNARM A

BEERAE  BALANE BREANRZ AR EERAWHE - FITFFR
I EHYFER 016994 % - B 12 N EFAEE

MieF 2.0 0% HHIIL 2004 ibF 80K
LESE 400% L BEi4000%H X300

AR 3005 % B I3.040%

U BHREZET 68 L (ABMFFLH2:68 = 43:1) &K
w52 0%

2.ALRRE - £ F Altelac va /) #F— =R (Dr. Gerhard Mann Chem-Pharm,
Fabrik GmbH Berlin Germany / Alemania) & 8# &7 Duratear eye ointment (
EHAE  LAIF)

3B F L

TG LFREMETREZ R BRORELE I N7 > AT 30 o4
B MAKERE TR EERA WA - -

HBOLTEHE LEESERORI NN HEAZB -

4.8 B REZARA

LRABRBHNBMGESEEEMA 4 RORA] > HERREANRK
A& % —fx4 & > GOT ~ GPT ~ BUN & Creatinine & fk## & ( &4 pH

24
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- FEARBOREMR) BNEY2E N_ERMRRERBRENA
AEHBE-~R BABRTRENENE BT —ROB—BBE  REAR
BE > UBRABALLTENET  FHRRELINBE -

BABAR - RARIBRNEAGELFLRE -

5.% B E#4 (Adverse events ) t4% -

HEEARFHAEMRELLBARMG AESRERARFHGIFE
MERETRAEEAMG FEARARFHRTAMES - HNEBm T H
BROFAREHEIHRARE  ARBRPHRAETMENERK B8 FRE
BESER Btk RBEE - PERFEFRE - RN IAF&ER
BRAE BT AMEE  EEER - AREFRRE  RAE —LEHE
g (04) 2205-9265 T BIRIERF - RN MEL 24 NNEERIE LA
BRBREBEC (ARARRBREE ¢ (04) 2205-2121 ext 4298) > & AR
ReLEedoELE -

N e

(=) A L&A Random Assignment (RS AFE)  # 4
ERIHBELTRE & 00 LR EH%bERd 01-90 3% BT (
computer ) # 44 & & 45 18 Random Numbers (L&) (R EEF ) Kk
45 1B # B # 01-90 3% P44 45 ML WA S BB TR » LR 45 W2 RAER
SEBHB A -

( =) & Schirmer’s test 4% 2 &5 outcome data ( & £ 24 ) % continuous
variable (GE M 8 ) 547 F k3R A v 4278 3L AR 1 4 8& (two independent
sample ttest) * R X R AEF R KZHE G EAT AN B ARBHRKEZH
S -

( Z) &ty 43t & change from the baseline * Z#F X &€ FHER
change from the baseline #9iE 3t o 474 &) & X & “total” change from the
baseline #y {8 fE tb ¥ » & AHE HE “BA" #Y change from the baseline
G EAEHELLE - 2 48 &) time point & — 24 M AER BHLIEEAREEE
2E8118A8 ~ A3 @A ERK -

(w) HEAEEE R datar B0 100 5 AREEE » TFEL two

independent samples ¢ test 4~ ¥ 4% & R &1 °

() ARBRBNFHaRBELRELOBERHLARARE

BEAEFRRBEEHLER -
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£ -EX

LENgti L BA A FESH & 0 £ X &4 schirmer’s test
» @ Table ] fu Table 2 TR Z|RE—_FH - w 2K —AARA=MEA
Z-# 5% A + schirmer’s test #9/ELACAR B AT39E #¥ ho (change from baseline
MEERAEME) ATRBROSEHAERLE BRABDA_BRART URSY
By (PHEXEHB) S ERAALRRSGE -ERTHR ALY EY
BMEEA ST L LHELEE=0.02), L ERT L LAES - ZF7R
A — 18 A A2 e A E N SRR 3B 8 AR R KBS A AT -

4t rose bengal test k- g3 Table 3 #v Table4 7] L2 TR H R Aty #
{8 34 bb B B 48 AT #0448 & /) ( change from baseline ##t A% Af4) ZiF~=%
WmE#Y > MATHRAALAF _HBAF-_EANERAHE p A5 HNA 001
B 003 ER#Ba AEARTHEEE _BR0BHERRETHESR
HRLEHER CHIARARAARZIERZHR -

4 fluorescein test £ » & Table 5 v Table 6 T R, * Eshéafe & —18 2 £
» B BB R F =18 A 8% - #4435 L K % A7/ change from baseline ##{&
XA RmERAMEE  EHREINAHELNERL  HBERFU
£ (change from baseline #9# 8% Lfa) LA FHIFLLHER -

£ tear break up time &38]3% k. > & Table 7 #v Table 8 HINTRA BT
BB ALE—BHMBESA TR  RAFRENEYE ekt d
g  HHBENEABEORATHR > EXEN8Y  LEGKIHEL
HER -

MAEAEGEME KM 100 2% 0 &K EE & Table9 v Table 10
TR, o HER R S 01 4 34 th B 8 AT s (change from baseline &5 #( {4 %
alE) RrmaMERE  ERATREY p AAES—ERHESAEERD
BAEA/ e ATHMNEREASE wB - BARZMEAFALE
LEzE nRbkThagiRtzdEdE  EhakesnitEa -

1o B B 4 B 488 48 2 ] o Lh 8 35 14 change from baseline 34 t-test R 3+ &
gy Table 2, 4, 6, 8, 10 %340 » rose bengal test f& Ak % — 2 43 & 4k tear break up
time AREL W EMEAR LERHARA 2 LHT R E S5 % 0.04,0.04)

EvmpbaREEREAZHNERABHEE -

# 1% change from baseline BA t-test & 3HHE (Table 11-15) - T B %

rose bengal test £JR#E% M A F p A4 0.04 K% FELHER - M tear
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break up time ZR %4 B ENR=BA pEAH IN 005 FRITZLHE
o HReHALRESLHEZHMBHABENEER -
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B3

AR ERAMFTALREE SRR — Schirmer’s test &54 R £ 3 &0
B BRI ERN  THREBOAETEHZE : F—RATHRARAFRHTE
T AEBERARABRA—BAL  FREY  RTBBRARLEER > HBREH
BAFRIFRE ERARYTEZREANM  Bi—EAGRAH
Th B BEE P HBEY R EA R P BN AR EEN 45 A mm
AE BEBREHEREReM BEARABRYER  RILRAMNARALE
BB B UBRBEHER - FZ AR RATR
AALRE > @ THEeEy AL EFHeibilafriisx
BF  BROMRT > BARZLBERATIRER -

H A R & R BT 0 403 e A4 ¥ tear break up time ° rose bengal
test & schirmer’s test 892 % F » AT X HRBRENEE - MABMFER
BABRER » R E@— B REMAER » BRRRABFABRGME - fkke
5 M — & & muscin layer S35 & 8948 CRA B E BB RRAEE tear break
up time> &1 4t 7T 4042 § o3 AU M 34 3t lipid layer & muscin layer #4% 3% 1%
AKX # aqueous layer 9 EB A M > EHELEHAEREARETLAEMN
HTeRikit — 4 4E o M rose bengal test I BLAMREBRK KA BE LN fa
B iE¥ AR E & Y 2 &M £ 30 4 8 schirmer’s test & fluorescein test #(%k

 MBAHEHRRAOLEBG N B(ARBRE AR B TRRBRROBEEN
B ELE2e A e » B ikrose bengal test a2k #HkE 68 EF IR
HEReEL - |

A& E ST (Quality of Life) M ARE L » —aM AR E » EAR
A @MEBATLERR  ERANEEENHBE ST ETRAL
EELYIASE ERAEHBEZRIAGAERARGHE > wBRARE
AESEHBE BB rauusd  HRAFRRAE -

BARBZATRRE B2 ok ERBEBRE  ERFBAY
S hlsHE®  GRHEEEY RENSHLEABRGLEE  ZEAA
LEARARRBEH LA
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PEHEBREZARBEAR L c hAARLERBET RATESE B
BB AT EARE BURKAALRR  BHBRE RFTAFLEX -
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Table 1. EABK B EH  (Raw data of Schirmer’s test )

AB B AT — i w2 H# =18 H =B A
Control
2.18+1.70 2.9242.13 3.18+2.13 2.41+1.90 3.4343.09
N=20
Study
N=20 2.14+1.99 3.07£3.10 3.1443.0 2.961+3.58 3.28+2.57

Table 2. Change from the baseline in schirmer’s test

Group = 2weeks 4 weeks 2 months 3 months P value®

MeantSD MeantSD Mean+SD MeantSD 2 weeks 4 weeks 2 months 3 months

Control 0741232 15256 023£241 1258400 006  002¢ 066 011

it;‘;g 0.9343.62 14336 0.82+2.52 1.14#332 013  0.08  0.14 0.82

0.79 1.0 0.43 0.27

*p<0.05 **p<0.01  ***p<0.005

# p value in row | and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 3. Rose Bengal R 369 & 4 & # ( Raw data of rdse benag] test)

AR SR AT —E# ™ E 4 =18 A ZA
Comwol  Jo7rig2 2244189 186:133  195:130 188120
S 270:205 173145 1955109 1794125 202+L17

Table 4. Change from the baseline in rose bengal test

Group 2weeks 4weeks 2months 3 months p value'

Mean+SD MeantSD MeantSD MeantSD 2 weeks 4 weeks 2 months 3 months

Cr?zztgo] -0.03+1.67 -0.41£1.99 -0.32£1.94 -0.39+1.71  0.92 0.22 045 023
Study . .
n=p -0-97#2.19 -0.76+230 -0.91+1.87 -0.68+2.09 0.01 0.05  0.03 0.10

0.04* 0.49 0.31 0.58

*p<0.05 **p<0.01  ***¥p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 5. A AAZBALENRGEHLEH  (Raw data of fuorescein stain )

AR 2 AT —EH g £ 3R =18 A =18 A
Control
1=20 0.78+1.22 0.97+1.45 0.97+0.93 1.12+1.14 0.96+0.88
Study
n=20 1.27+1.50 0.89+1.02 1.08+1.21 0.95+0.77 1.66+1.71

Table 6. Change from the baseline in fluorescein stain

Group 2weeks 4weeks 2months 3 months p value'

Mean+SD MeantSD MeantSD MeantSD 2 weeks 4 weeks 2 months 3 months

Conttol 019+1.78 0.19+1.39 0324170 0.18£156 052 041 039 055
Study
S0 0388123019151 0324152 039£1.79 007 045 034 026

0.12 0.27 0.20 0.64

*p<0.05 **p<0.01  ***p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 7. HZAREBREGMRRH AL EH  (Raw data of tear break up time )

i % 3T) —E#H w E —@A Zf@A
Cl‘l’j;r(;’l 3384234 3464231  3.864219  3.83t191  4.5244.88
Study
B 3.65¢2.62 273179 278420 2924187  3.04%191

Table 8. Change from the baseline in tear break up time test

Group 2wecks 4 weeks 2months 3 months p value*

MeantS5D MeantSD Mean+SD MeantSD 2 weeks 4 weeks 2 months 3 months

Commol 0.08£2.75 0.49:2.69 0454331 1.14540 086 028 053 027

if,jg -0.92+2.98 -0.86+2.99 -0.73+3.53 -0.61+2.44 0.07  0.09 035 0.20

0.14 0.04* 0.26 0.13

¥ p<0.05 **p<0.01  ***p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 9. M AHEELE2HRLEERN  (Raw data of questionaries )

AR 8 AT —E 3 w £ 11 =18 A =18 A

C{g‘g’l 36.24+14.57 33.57+16.70 30.05+17.42 42.74%55.06 28.88+16.46
Study
Sy 35.03£1552 270841420 26.00+16.61 22.17+17.33  22.67+15.67

Table 10  Change from the baseline in questionaries

Group 2weeks 4 weeks 2months 3 months p value®

Mean+SD MeantSD MeantSD Mean+SD 2 weeks 4 weeks 2 months 3 months

C:f;gd 2.68+10.66 -6.1949.45  -6.5:9.67 736820  0.04  0.003%**  0.0021%** 0.0001***
Study ** %k * *kE * &k
D hg T95E1617 -9.03t1644 -12.86£1845 -1236£1673 0005  0.0020**% 0.0037***  0.0006

0.10 0.37 0.16 0.17

*p<0.05 **p<0.01 **¥p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 11 % change from the baseline in schirmer’s test

Group 2 weeks 4 weeks 2 months 3 months p value

Mean+SD MeantSD  Meant+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

C:f;’g’l 29.76£97.99 16.37+95.48 -4.38+126.44 20.75+14336

0.03* 0.41 0.48 0.28

Study -18.93£58.8

N -3.10+£73.48 23.67+85.41 -19.12+74.04
n=20 3

*p<0.05 **p<0.01 ***p<0.005

Table 12 % change from the baseline in rose bengal test

Group 2 weeks 4 weeks 2 months 3 months p value

MeantSD MeantSD Mean+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

Control

1=20 3.41£70.16 -12.72+64.29 69217241 -13.82155.91

0.19 0.93 0.04* 0.83

S
nt:gg -22.36+82.22 -14.15£66.31 -39.54+60.58 -9.71+72.64

*p<0.05 **p<0.01 ***p<0.005
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Table 13 % change from the baseline in fluorescein stain test

Group 2 weeks 4 weeks 2months 3 months p value

MeantSD MeantSD MeantSD MeantSD 2 weeks 4 weeks 2 months 3 months

Control

=20 25049931 -6.79166.46 149417576 -9.69+61.10

0.12 0.53 0.11 0.29

it:zdg -35.52441.04 -18.71+£59.41 -33.53164.53 19.47+83.57

*p<0.05 **p<0.01 ***p<0.005

Table 14 % change from the baseline in tear break up time

Group 2 weeks 4 weeks 2 months 3 months p value

Mean+SD MeantSD MeantSD MeantSD 2 weeks 4 weeks 2months 3 months

Cl‘]’:;)"i 42.16+144.89 68.85£177.40 49.92+154.64 78.43:202.17
0.14 002¢ 034 0.03*
itz“gg -645£107.03 -14.84+86.19 2.71+127.41 -20.20£69.47

*p<0.05 **p<0.01 ***p<0.005
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Table 15 % change from the base line in questionaries

Group 2weeks 4weeks  2months 3 months p

MeantSD  MeanzSD Mean+SD MeantSD 2 weeks 4 weeks 2 months 3 months

lef;)"l -5.47£32.74 -19.05£28.29 -21.04+27.32 -24.31427.83

0.48 0.50 0.50 0.78
Study

=20 -7.95+16.17 -9.03+16.44 -12.86+18.45 -27.74+56.87

*p<0.05 **p<0.01 ***p<0.005
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