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Elidel® 1% Cream
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&8 10 2589 pimecrolimus(F55F & “BRZHE E59).

ik
RBNARIE. HASABE. K TEEECERSERNES,

BREARIBEAULRE, FLFERAARMMERE XK CERREHRERREE,

RiEHE

AZE2/R R EEED R 5

FRMRER Elidel 1% ENEE £, WEEMZFYS,

Elidel 1% FLERIUERARN IFIEE. B, B RERITRAIFTE K& EB L,

REFAEEMMEM R EXES, MEEEE —EEEREARHIRE, BIBAGER Elidel 1%3LE, LU
RAERBA,

QABEFERBLEK, PESFEHRMAK Elidel 1%ILER B, NBEER, B—ERER, EHE
—E2I5 05, BNEHTEA Elidel 1%3E, UREMKRBE,

£ Elidel 1%F 8%, mILOIEMERREREE, A, k&%, REHETE Elidel 1% E/1E
Ao

Elidel 1% A B2 S MHRMERE, RILAERGESRFERNVERE. SREREFEAIESS
FHAR, MNEEFHER, FEH LA

NRIEAE I BRIBENLARESIHERL, BIESELLFER Elidel 3 345AEEAT,

MR TEAE B T EAAZER, R NEESHHERRAEESR,

SREER
8252(3-23 11 B). RE(2-11 %) AT P FE(12-17 m1) W EE EFM AR,

EFNER
RAMERERIRD AR 6551 K 65 BLA ERIZE A, LLElidel 1%FL B ETHRR R SR I I
FERHBA, ENEEYEEZF AL Elidel LA BN X ERTEFFm AMER,



¢l

i

& pimecrolimus Sk AZE MR BIE—R B ERILFER, GREEEER9)

BRIEEREIESEE

RHAER topical calcineurin inhibitor 2R &M iMKEIL, HMARRBERRMAKEIL, B7EER
topical calcineurin #P#IEI(&$E : pimecrolimus B tacrolimus)iGEBEZBA S, FIEDHEEIEE
(malignancy, #U40 : REEFIMHEEF) NRGERE, B, EAEHERAERZERBYE
BREERIAGER, BEREERANEAMYERE % (atopic dermatitis)imkEEBL,
HRRIEAHBIRERERERSZERETHEZNERRA, FEEEEEEESEEN
HAR R B RIS AFESEF Elidel 1%03LE,

Elidel 1%L E R FEAE AR B H 214 B 8 iR &5 B RIERMIL

MEBEMERRSERE RS, BERAEENRHEDRE, BANBRRERERHER, RFE
{SH Elidel 1%3.8, EERRTLHIZFIE,

Elidel 1%ZLE R Netherton FEMZE RS HHMBAN LT EMRKREIL, Netherton FEIRE
B8 B E R R M RIEE R A (FIANFIBHE) A ER Elidel 1%3LE, EWHEEMNEERIRIL,
Elidel 1% 2 EERANREEERANRZE MR B MR RIEIL lﬁtﬁf?ﬁirl\TL &EH,
Elidel 1%%LE & % #RI8EZ (cetyl alcohol) FIFE RS EZ (stearyl alcohol), BIRIEES | kR EB R IE I FE (5
NIERGIERZ %), T benzyl alcohol BIRTRES | 2B BUR FEMIRERIRBEBRIH, Elide B SR _E
(E 1520), EFJREE5|HER EHRIAL,

RI% s IERITREBMENER, EEMEED, RENBE pimecrolimus TRRTEIENEMNE
EXEEESEENRR, W, ETEETH PEER BRMEEMERMR MRIZEEMZIBET
pimecrolimus i hN£ &4 B4 RERE B (FINM EBEXEEE).

BREREE, (EF Elidel 1%0ZLEH 14/1544(0.9%) R EMBIRRHAIEFIRE, ELREMNCIRRE
MEFIBEMZLEHM, BLLEENRERBEEREKER. £E 14 EAXRMP, KSHEHEN
fRE KA EIHBR, £ Elidel 1% ERBEMBIRFIRABERELZENBIRNKERE, #
RBEEHBRFBERH, BFE2MERLEEZANKIESIER, EER Elidel 1038, BAES
A B BRR R FE T LB RI LU RE SR M BB B IR BR,

EEERRED, T'A;Ji‘i"‘ﬁﬁiﬁ?i”ﬁﬁklE%E@ﬂiﬂﬁgﬁfﬁigﬂ’\]o IR Elidel 1% ERIEE
HENRMEE T REEE N RENDRMGE RBRITRASBzZEEER D), EMA Elidel 1%
E, —Iﬁ‘éﬁr BHOESOM5 | ERMEETHRIE, FaNRERSVKOMMNRE, MRBERIPA
MRERBE, BLHASRKEEMAZE,

FE/vDvE So 22 iR AR B AR A AL R, BN EEGBIELNA, BRILTELRE, WABEKH
o



EYMREER

Elidel 1%} FRECEMCEANBEER, #REKFEE, ANAERERANBRKRBE,
LLElidel 1% FRECLSHFRAEM BB EER, UFFRTEZEGER-EWBHE

BR), R—IETE 70 BBRRMIEER, LLEldel 1% AEREE_F, KABFREHHRENRE

REREZETE, BalREER Elidel 1% ENEREFIEEBLINARE, BWAEREATERR
R EEERERAL,

EEEY L E

®Z

€% Elidel 1% 3 EERANRFFAERMDAR, UBYREER Elidel 1% FRRRP, WHHEEE
N Elidel 1%} E G EEXMEEHER, KR/ARRET. sREREREEERBRIERN
HERZ REHE R D),

E{EM Flidel 1%Z.ERZ2EE, KE+2/vb ; i, B pimecrolimus 7E/R &R {E R FIRIL
MR NGEREMEH B ER), HERARTTRERENERIEFR,

EA

REBEF Elidel1% L BHRMHIAL P REM B R ETIB, FEILBERFMER pimecrolimus &
FEFRELTH, EAFZEMHEIBEANBITH, FFEILIRZER Elidel 1%IEhs
Btodud. A, BHRBERER Elidel 1% BERGER“EMIH 2 E0) HEMBD
pimecrolimus FIRYE R/, FHABERGERETFR,

HILIR L RFEE R Elidel 1%L ENIE L,

LIES

% pimecrolimus ¥ B R LM EEHZENBRREHNGER EEFRITEA B2 REHE R LB
19)o

RIEBWMAEERDNEE
WG RIBER Elidel 1% E 2R EEHRIZESFHAEEN,

g

Elidel 1% Z E#IZ L4

Hi8i8 2000 (I BEBR(ANRER=M/AKX). RE. FLERKA, 2 Phase Il & Phase 111 i
FRAEREBA R, HAP#8iA 1500 ifw A, M Elidel 1%L EHARE, MHEIE 500 fim A Rz
BRfHARE, B0 Elidel ZLEEBI R/ FHEPAERERE, LRREREHBPRE RWEIERAERER



IH R FE, EF Elidel 1% BRI BHERKIZALT 19%K 16%, EL/ERE BB LRI
BiaER, KZEEMPERELEN,

BIfER (R DIRBEERYF, BATHAREERES, REERNERAT  @ERE110),
ER(>1/100, <1/10), RER(>1/1000, E<1/100), FER(>1/10000, <1/1000), HRZEER
(<1/10000), SIEBILEIRIRE.

=1
REREEBAHBES
BER (ERIBGIGER

BR EREBAIR BRI, AR, fI3). RERR(BEX)

FER  MRER. EREE. BERERED. EMEREPRBER(EEINED). FRER
®. ERPUER(SELD. &R, BREE. BK. k. KE. REILHEMH
&, 7).

THHLEHREAMZENRIFRAERS, EREERMBHRBRAN. HRELRIFAZHRY
EX/NMUREEEEHR, HBEERERRBEEME.

RERRER

BER BEHERE

RAREERTE

ZR EAEAMHE 1)

RERREABES

ZR BEREGIRE. ERPE. MEKE). REEENEENELE. EENER
)

DAZERERBRERERN, FREWL. BB, B BESOKENFER,
ZHAEANER pimecrolimus 2L EREBMBENORFIIRE, SIEREREMIEMNCEMLE
7, SESAERBARIDKHEI(GRRSHIEZERETER D).

BE
E5HABEBEFER Elidel 1%ILERIEES,

BN

FEf b SRS

Pimecrolimus 2 — E#188 AEFARZE 3%k B NERiZ (ascomycin macrolactam) T4, ] LUEE4E
HOHDH T A8 A K AR R Ao 2 A R BT 3 X B BR Y- HifR R RV E

Pimecrolimus &2 marophilin-12 2 I EfRARIFRF S, IRAIIDEREE 4 S5EEERES calcineurin, Rt
BEER T M8 A MTERS T helper type | cell (THL) X T helper type 2 cell (TH2)A98E 8% & FE A ES 25 141



f@#40 interleukin-2, interferon-gamma, interleukin-4, interleukin-5, interleukin-10, alpha fE#Z 5L K 7
% granulocyte macrophage colony-stimulating factor, #>Z{i 57 & &5 AR K8 9 B H 3 A58
T-helper A # £, pimecrolimus 1 tacrolimus ¥4 E1EHU R R FERIEDH 2B HHLL,  Pimecrolimus 7R
RIFEBH AR R K R EE & R Y E B HLR/IgE RIEAIAE MMM L 3K, Pimecrolimus & f228
AEME, EHARRESRRERREENER, BETRNERE, AMAEEE Langerhans 2R A
FEZMREITENBIRERNE R, 28 NekEFTERZNE, RUEBEREMEEREREE
RITERA,

LR BB Fr#aostE, 2 pimecrolimus $LE & tacrolimus 808, 7EBeslstEa T,
pimecrolimus #2723 S F14E[E B2k tacrolimus 2818, B2 ARERIER S, AR pimecrolimus 2
4 B IREE 8 8 tacrolimus K IEEERE,

rEEYEETS, BEskE 5 pimecrolimus REBARERT, EERENNBAER. BB
5/ pimecrolimus 2R /8% BB BB BB /7 8 2 (ACD)Y5%, HHE 7 48[ EZ clobetasol-17-
propionate % fluticasone —#xB %%, Pimecrolimus 75~ ]3| R H) 45 | o rIEE 26 = IE, Fla0—IELL
SR BEITRORIS B R 8 AR ERRI AR S, WA, BEBRCIAREEA pimecrolimus & ]
BRHBEC R BRI A RBEER, UTEEERENEMEREERZR R CABRES FEY
HBRIER, WIERRBLIEMEREXBMER, DR pimecrolimus #0H) K SR@ B EAB 14 5 &
2%(ACD)HI1E A4 cyclosporin FIPA{E, FEER tacrolimus i@ W {E,

EA clobetasol-17-propionate INEHIE, pimecrolimus BEABRE SN EERE, CHETMGR
clobetasol-17-propionate X fluticasone —fi%, &HHEAIE BB SR K EEBNIET.
Pimecrolimus BERANA AT EE F R K Langerhans flfig, 18, LUZENBIEREEEAE, SE
hydrocortisone, 3524 Langerhans A28 2 40 96-100%, =T —IEE N4 E 495 A U] A # &Y
W2 588 LU corticosteroid B-methasone 0.1% 5% 338, M3ELL Elidel 1%ILE /A%, 2FE
Langerhans #if2, {EMZEYEPZRBEERE T M2, Eitt, U ERERLENRBIETR,
pimecrolimus /BERAAANBI Be T8 Langerhans/&BiikHHAZRITNEE, {E3THY T #HEADSRERY, T MR E)
3, WAEERRRR AR BRI EZEINEE, 1BEH pimecrolimus £ K8 A& A HERA
BUER, EAERELERREREAENREN, E25HEENHIEFREAREIEHEKT, BRL
tacrolimus % cyclosporin A 7\, ERTER T E5 pimecrolimus £, HiDHIZEEIEBNIER, Zib
tacrolimus /) 48 52 %, MEFE T E5T cyclosporin A & tacrolimus, FTELMIBEYEINE T X
F&%> 5% pimecrolimus # 8 & & 66 f&, HHEN cyclosporin A X tacrolimus, ARFGZETF
pimecrolimus /NEER, T &5|E@BUIEEEE L8 A (ACD)EANRE X E BAgRIMEENE
2R H MRS,



EREERBEBSME pimecrolimus/Elidel #1572 &6 =@ EMERI LA XA EA B BRI IR, E2%E
EEERE 2 R4 nLEEEER T M RAEKHMAE, ~E18F Langerhans MBS, NAEEE
FEEE B2ARENERYD, B tacrolimus FRIZEHEZARBHNER YD, BEHL5REX
JER R ERIK,

YL EEER T, BE—REIER pimecrolimus NI K& O fEIhEE, WA E R4
PIBFRIS R RN R (BIINERSER, WABER. BREER. EATKKEE), RE
pimecrolimus SIEEMEENG) T M8 R AC AR E £ RIEME X R RY M= RN BHIEAEE, ©
FEFETHRE-ETER-B LIRE(HPA axis) e,

3

i

i 3=

TEE M =TT EH 2,000 £ %Jm AT T Elidel 1% I ERFA R LM E, HpaEe
S(3MEA). RE. FLEMBA, HAPFE 1,500 8rEmAER T Elidel 1%FLE 6%, M 500
BRBWAER THBHEARE, BEAN/SBE KR EAEEE,

SEHEEDERA AT S L) EF

SEHRENF  MERN6E, BMAEEEE iR, N 403 2 Fi5 2 £ 18 2 /NEH}
BAo WABF BT =R Elidel 1%35., ZMEHARCEREME,

BRI BR B ARV ER RS ST (BN ST B 1R ES S E 35k IGA F19) R e B HAFN & i Ba A
RIS ERERE, TRIIET IGA DEEER A,

W 3o BB ST £ 3% (Investigator Global Assessment; IGA) %> 1 Ed 257 BA

S Bt

0=35kx BB RN BRI RFIE

1= ¥ 5k RS EERLPEAN m] BR 52 o /N LR P

2=88 R SREEALIE R R/ N 5%

3= RN P ER/ N R

4=FRE BB RESEN/ N TSIRE

S5-I B ERE B EHL I K BB/ LR B2 RS

EHEHBNTERWEERES 6 BEIER AT ER(IGA 0 1), FEMERKE, 131
% MR N BBEEEB(GA =2), 59%MEAEHEFEERB(GA =3)H 8% IR ABERELER
(IGA =4), ZEENFIIEEEMBE(BSA)EDLLE 26% (B2E 5-96%), I 75% WA BH EM
HRENK, FEmMEM/IERESE, EELHTF, HWAFRWMRZELR Elidel 1%IL B S RAEE
AE, RE6E, K66 BHARE, X Elidel BENEATE 34.8%HEAHBREMMEREX
ERFR S TER NS, MAREEAENRATRE 184%, HERBAERKA(33.8




%)1ELL, BZEER Elidel 75 (56.6%)1E 6 BB E sk BRERE, RENIEERMMELSE
RRBAERNIS BRI E,

8852 © ¥ 186 4 3 Fl 238 B RAUE AT TRELI 6 BHIZE, EEHE, SLB/AFE=SZZ
LBEREERRIGA=3), M=o —RBEEREER(IGA=2), 7£ 6B, HEZELEIEHE
(23.8%)18Lt, Elidel SAEEHE(54.5% ) RALIE K G 298 A PR TS 2 B R 3 4T85 B i L BR SR
Em, b4, HEESEEHZERRAGBII%R)EL, BELES Elidel FIEA (72.4%)7E 6 B
RAE BRI EREER,

EEZIEA 6 BHRE, BYGHEIEZMNERNT ¢

BERELE 885
SEIEE | 6 Eldel 10 iﬁﬁ;ﬁ;ﬂ pvalve | ElIGel” 6 ﬂﬁiﬁ pvalue
(IGA)* BEBERIOATELF ! 34.8% 18.4% <0.001 54.5% 23.8% <0.001
BB e =] 56.6% 33.8% <0.001 72.4% 33.3% <0.001
EASI® AERI (PSR %) -43.6 0.7 <0.001 -61.8 +7.35 <0.001
EASI® B ER/SE ER (T %) -61.1 +0.6 <0.001 -74.0 +31.48 <0.001

*|nvestigator Global Assessment (IGA)#T %2 & #2882 574

°Eczema Area Severity Index (EASI)'ZRPEER EEIEE @ BRKRERE L R BEEENFIHE%), PINKIEE. 2B, ZEHR, &
B,

1: P ELEREBEM I ER CMH AR A K,

2: WEMTTE: IGA L EFIRHE,

3: PELLEASI FAEE 43 REHEIZEN ANCOVA R AR, RBBMLAERAEHAFERR, MELR(E RN EASI A —HE
E#(covariate),

eI EARET, 4NNRENET D FRAK 70%HEE B BEEREERNE —BREE
AIFRRY S,

ZEHEELFRALRER

EMERAARRMUMERBANETHE, HWAT TRBURERS D FHEA(2-17 5%) & 251
2R HAB-23EAK), il Elidel 1%HEE/FHE —MRERGREMIR, bk TREEILL
S\, Eldel ‘BRHETERE R BALAVEE —EEAR HIRKS, BIAG T Elidel 1%FLE, LAByiERAIMERE 2%
BRNJE—IRRBAZE, RE7E Elidel 1%FL SN EEEFIE LRBACRBELE, F R TEFERR
FER R B REEE ARG,

HRMENZEZIREN RSN, EEEERPUNBEBREREER GFER, HIRHEER
Elidel ELEIZRERA Elidel 1%HE, UM RENE L.

A ERIIEE, LLElidel 1%ILEEME —FUEE, FILIBRHIR D AEARIERAY R A K
(p<0.001) ; 55 —H#xfEM Elidel 1% I EEAMARENMEIEE F(REEEREREIEH. TRERE
A R EEEL), BEAVERTECER Elidel 1% A E—BARBIZEFHE, Elidel 1%FLEHE5TH 6 &



BAER ABERREER L E IR E % (52  Elidel 1%3LEHA 61%, MEIEEA 34% ; 285  Elidel
1%FEHA 70%, MEBES 33%),

Elidel 1%FLEE5EAK 12 18 A /ABEM AR L B RIEREZE 12 (52 | Elidel $8%4 51%, MEEHEA
28%), BEFEAEZEIEMIER., 7E81 6 18 B /A%, Elidel 1% AR LB ERKEFHREENA
%, PAEEMbLLEIIRIEZ (2% | Elidel 1% FLE M 65%, #I08#H 37% ; 8258 : Elidel 1% ILEE

70%, #SHEHE 39%), 7E 12 18 B ;AEEEAR Elidel 1%48;%2 5 (£ F f S FEE B2 ) A BN AR A D LL #7308
0% (52 E : Elidel 1%F 5185 57%, #8BHH 32%), Elidel 1% EHEN—EIHEE, LITEHR
AL BB ERIEM

PETITE &8

—IEAM5F, M. PE. SEMERBRPREMRE 2418 2 3EAE 12 EAUTHERER
PEEMNMEREX(AD)ERTET, TEENREERLZLM, REBNEFER Elidel WRIAE
B, BERINNEREMRENRETEEHA O(ZL2BER) LR TTLER), BREkEES
7 Elidel 1%FLE#(n = 1,205 ; 52 HAE AR E EIEEEE TCS /A EREF)SE/F X HE K E1E
EES#E(TCS; n = 1,213),

TERFZERatARSE, &85 3 E 128 B EEZEFE AD B A Elidel 1%L ENMHZ LR, Em{E
BEAT, RREAVBLRMZBAEEERBL, BEZ Elidel AIEXRE. BINZ. 2WA KK
EMERENREREEN TCS AFH, KRRE25HRETMTZIE, X Elidel 1%FLE sk TCS A&
M ADBARBHERNRERIES, wEAESEREETRESR, SRZBEAELEE
BT RUE,

Elidel 1%FLEH TCS #A9 BB IRERLIAMIEA, T 38K, XN 50%H0E AES T RIA
&, ™5&EE, FHEDRIE KRN 85%F 95%IH AR TR MRES L2 IhAaE, EmER
EAE, TBSAMAMEZEBRITENS 16%, ZE 3BRFEE 5% T, 1.5 F%, TBSA
IR NIES AD RAMEZERE 0%, —BHFEE—/KFER AFHABRER,

PEER FZF#&&#% PEER &R —EFFEEITH. AR, BREFREM 10 FHEEMEM
&, AR 25 E 17 BRMERE X/ % A(ER Elidel 1%3LE)N4E 5B HEEENER.,
£ 8015 2N A Z B (B 3740 &, K 4275 %), HAF 3675 2 E%F 608 8 (5 F)MWEIR, m
2490 % EH 12018 B (10 F)MEIE, #E 2020F 6 B, EEMFTMELRET 46,271.0 A-F 2L,
FRANLLERZETHAREAALTLEE, LTRLEHBERSEZEMERNAEZIHEDR
HIREE M Elidel 1 %A E#BRERBIEMNELEA R,

FERFEMERNVEBIRES, HF 8EMITHREN IR (SIEBIE 600 BRI AD & A) et TR E R,
SAFEEER TCI R BB KSR, TET(AI%E PSR ER pimecrolimus JARE TS A 2 IR LM
2 YE sk K e R AR R RO i RS g AN,



MRFARERWRA L HIERIEE,

HFEIFZ

MY 5214 (tolerability) if 5228 & Elidel 1%L E &5 ERIZRE, HEBMEUR. SEMHSBURMEZ
R FE,

B DL 16 (fRRZ AT Elidel 1%FLE FIEs KB EMAIMTR, LIPS &R E B2
(betamethasone-17-valerate 0.1%%LE. triamcinalone acetonide 0.1%3LB) &M I EEHET AR 438
ZUBMME, LA mEEEREREASRENERE, ARSI RAEH, M Elidel 1% E &
AEERTERIEENEE,

EmEBhR

ALEER

I5IN: LT

G 12 (R AN B Z K Elidel 1%ILEMR, BEEFEA=E, REZEE pimecrolimus ¥ A%
2HMHNTEE, EERARMEREACED)NESEELHE E%ﬁ%(Body Surface Area, BSA)Z
15-59%, 77.5% pimecrolimus Il 4 B8 E RN 7547 (assay) B B ZEHE R E 2 (LOQ) 0.5 ng/ml, 1M
FrERam 99.8%H9 2 M+ pimecrolimus 2 /IR L ng/ml, EAHE - ARAIHRSHN
pimecrolimus 1 F 2% 1.4 ng/ml,

40 B AR HEERETE 2 14~62%HIRL AR A, L Elidel JBER&RE 1 F, HH 98%AE A AIH 2
pimecrolimus mAREREIE, KEOLEREEFEIEEELOQ) EFE, RB 2mWAER
B 68, AHESHMAERE 0.8 ng/mL ; BEERFE ARG pimecrolimus J2EEAER
12 8 B R EIBINIEN, 13 MLEEFEREXIEA, = HEKElidel MR, EEAE I B(F
ERFENRAZRE SE, WEBESEEKREXH), AEINESAVMAF pimecrolimus EE % 0.91

ng/ml,

BERTEAERIREER, KEBHmA LS pimecrolimus JEE L REERE B EEE(LOQ) =K, Bl th#
AR T EA(AUC)EREIE D B ER AN M FREEFTE R, 8 AIfEBREAIERERATEA,
MREFREZERGEDANH=MNMFEE, BIEfRTEEAUCH: )% 2.5 E 11.4
ngxh/mL,

SREMRIL

58 i FHnE 31E A 14 mEERMMKLEX(RD), BBEMLHEREERREE 10~92%1 R ER
A, B2 H pimecrolimus & B MHERICAIA R, ELREF R Elidel 1A EMR, EEEE 3
B, BEdE 5 UEER“WARE NREMEE ERE—F, TwLaEIBHEEREZATR
EHMEZ R, WOELREERHAYMF pimecrolimus JEERAVE, MMI69EE &5 E HE(E B R



EEA AR AL, EHi 60%5 E M pimecrolimus J2EER 0.5 ng/mL (LOQ), H 97%HIERE
A ZBEER 2mgimL, RBE2MI8EAE 14RNRE, HAHCESEES 2.0ng/mL,
BNBAGE 23MEA)+F, E—2mMANENESMARER 2.6 ng/ml, 5&Z7EEE 1F,

M EERRE, FRlENEsSMFEES 1.94mg/m (1 4B AN). & 5LFALE 12 @A 1A
B, MAPRENREZERFFMEN, E8ABREIZEXRHENME=RIFRERN 25 14
RRERA, HAFETEBEAUC. )5 5.4 E 18.8 ngxh/mL, MNEER BIFETE<40% BSA HY
A, E AUC EHLEARETEE 40% BSA HIRAEE,

EBOREGZERIFILLE

CERAGTER—RERSZER, EFRMRKETR 30 25K pimecrolimus, EAEAE 48, F
BERAEEEEE pimecrolimus 198 RIFT S, EEQRBERABIENRA, R LEHENE
TEARE, HNEBRE, EHFRKERIER(SEEVEE) T2 MENTH2E8UNE B RENN
#, RSEIEZ AUCo B2 294.9 (ngxh)/mL, ILEE L EE EAMREXBRARAEE 3
B, FREE Elidel MRHY AUCoa2 s - 11.4 (ngxh)/mL BE S %) 26 15, INEEEEER & R
fRZE 5 AR ERA(AUCo12 15 © 18.8 (ngxh)/mL)S#0 16 2,

Lok

K% pimecrolimus ¥1 7 /8 B #EM, R BAERIFEAE, HIL pimecrolimus 2EIEFHIE,
Fir LA pimecrolimus FICEH7EF SRR BR G ZER R o

B2/ MR E RS BB R pimecrolimus RIMIFELE B EAFE S XA 99.6%, KEBMHHY
pimecrolimus 7£ M3 P AR ERI R E B &

ar

EERORG FrRESHE B RS pimecrolimus £, H & & F BEZE B BRI ARl
#H9 pimecrolimus, & A H-Z= B &1L (0-dermethylations) 81 E 1L W FEE £ HIFF % BB P EMRE
(polarity) KR Z R

ARG g/l R R B2 Y R EER.

/74

SR YRR D T EREEREOH(78.4%), EH /NG BEREFREEE(2.5%), BETHER
RIS 80.9%, FREFEERHFERI(CEY), FEHIMER H ARSI pimecrolimus
IR 1% IS 1A,

ERARRIEEN Bz REHER



KGR G E T

BURREYETEBREER pimecrolimus L ER&MNER, EBEFBBERHESGSERIBR
OB, BEske NS,

—IERE29F, FBTER Elidel %3 E, BREZEE5|EKEERBNMRH, BRET
pimecrolimus =3 10 25/ T/RK 3k 110 Z252/FAARKEIE, HHE AUCos 4% 125
ngxhimL(AEERERARE TR R ERAMBRERIIESOFREN 33 EE, TEEERESIESEE
MRER, —IBERERESURMERIE, R pimecrolimus SERER AR THAZE, EMERFRA
B8 4 =R/ TIR 12 27/ FARRIR, HEE AUCo2s 4545 1040(ngxh)/mL (18 E MR ERAR LR
PREFAFMRZIESNFREN 27(E), TIAEENEESHEEREEBNRERE,
ERBHBURMERERS, NEE/NSZEKEldel 1% 38, MEKREFNSYLE, HESE
10 /A sk 30 BRIFARNRIK, HHER AUCoz .75 2100 (ngxh)/mL FERERAR S5 T R &R
ARABRESR 55 15), KEABUEENIER,

EEBABHHES, EMEURSEIE 10 2R/AF/RK 110 ER/IFANRIKEFER R 10 =
Sl TIRE 36 252/ FARNRIKEFRF, JNESEIR pimecrolimus ¥ AR BREE S, ¥

MEBEFME, H AUCoz s 24.8 (ngxh)/mL, BZ2EFH AUC BRI EFTEH,
ORBEEZETE

T ERT, REABBARBRANKE, SRERKSARTLERENEIER, SLE
FAr]getibG R R AR, ERABEIERAMMES, B FEROAR pimecrolimus B £ 53E 45 5%/
INFTIRS 490 2R/ RNRIR, UANEESE)FHER T EBE AUCo. . 1448 (ngxh)/mL (1B
REABARS LT RER 6315), SRHIETEMNSMEIER, RI5:8HAERERENERR
KRB B )

—IEL AR A AAZEAE BAETEN KRR B R H, R 45 25/ T/RE S AUC fELLEME
ENABRAREREN 38 %) BRBXEEHER. ZEREMERRALNER SR NIRER,
10 2RINTIREIZ. R 10 2R/ FROBEIE( AUCELLBIREER AR KEZEIEN
12 %), RBEREMBETHHOTE,

MEZIEORA RGZENEZREE N REBEEHRH, R 45 Z2T/AT/REE(LAUC fELE
B, HFEHSEENRAERAEZREEN 12314, HWERHEEENRABRAREHEN 192 13),
ZEHBRNEARMEESFE, SABRELTPNERRY, ERERIESEMHER. S8R
b FRRERARTERENERR, R 10 Z2EZ/A2F/ROBECAUC KK, HERABRKES
BEIEM 51%), RERHMRETENOFE, N2 =Z2=/DT/ROLAUCTELLE, HENAEERK
EEEISM 07 15), REREMRETHEHOTE,



FE—EUORAREFRFHEBIERAHARS, $6F 20 2R/ T/IREK 72 250/ FHARIR &
REIE, UIMEESEIFEY AUCo 1B % 147 (ngxh)/mL (FBER AR AR S MFEEHZE D
613), HEARAENSERIE, 226 FREARSESIERERHRME,
FE—IEORA RGN/ NERBURMEMRF, #5F 45 25/ TR 135 27/ FH R RIKHIE
2, ALUEH AUCo 184 9821 (ngxh)/mL FEERRAREFHERIIZERARS DT EERN
Z 4 258 1F), BREFUHREEIIMEKLEIRARS 13%, BHtE & RFEIFIRIER,
m%@%ﬁgﬁWVM%xﬁ%ﬁﬁﬁﬂR&mmg,ﬂuﬁﬁAmxmﬁﬁ£Mww
(ngxh)/mL (B EREERAB P RRIBERAFSOFTEERN 13315), ATNZEENEBIEE
RERGHIER, E—HORAGENZEBRBURMMR, HEE m%%mﬁﬁﬁmm%ﬁ/
EHERNRIR, B8 TRAUBTZNEIZ, H AUCo B2 1550 (ngxh)/mL (18 &M EGK SR+
BRITEF/ARSMPEER 41 ), RERIREBUBENIEH.

E—IEAH 39 BB FOREEMES, K15 2R/INF/ANEIERRK, BR2ERSHEM
IRLD (£ 5= 5 048 B RO 18 £ R (EEEE M BB RE S (LCV) R TR A B, HENTF
YR RF IR IR T & AUCo24B 5 1193 Z2MTex/NEH/ZF (HE BN ERKR AR/ N R RYE A FRT
BRIFGAREEN 3LE), 45 ER/LA/ANEET, FHNREREEIRTEE AUCeER
3945 ZMEx/NRIZF(FEENERARERI/NZEEAPIMERIEAZEZEN 104 1%), IRLD
HEER A AR R RIGIRERNECR/ERR, B ERSMNEERYD, MREE
b, F=IERER, HRERISYNEET BURER/SED BB TE,
—RIBEAMBENNERE SR, SIE Armes D7, /NEFMERE L5178Y 947, LU V79 FE
KEFETEEREET oI R \%BBMETTE@%M&EK%@\EP, A 258 pimecrolimus B 2K 224 K
ERBZM A EEM,

Btz
Triglycerides, oleyl alcohol, propylene glycol, stearyl alcohol, cetyl alcohol, mono- and diglycerides
sodium cetostearyl sulphate, benzyl alcohol, citric acid, sodium hydroxide, purified water,

EE1£ = ll..;\
ARNIEAARESEEME R FMORB IR, ERAERFBLTEEEMARNERFA,

REEI R E Elidel 1%L E—k(ER, (BR-BEHE)

i
BFERUR 25°C LU,
Elidel 1%# & /AR 22 FFrEl 2 B 3HA R A ER,



ERERIREREE
IR Elidel A EEENRREERINRENENHS, HERRBHEEER, 2HEEMGAER
SRR E AL AR,
BB RERMSEERNMIE ~MERAE R, BRI AEENS L,
Elidel 1%ILERMEARTASMINEE, SIFEEE. MES. EEREENSIER,
Elidel 1%L E{E Al B HRN & £,
LLElidel 1%3L B ERE RMIMERBEAERESR, FEREBMNESR,
RO UHER L EMEERL
BIREBTIAAERARESR !
o HIRRFEEF,
 FIHME (B — R ERRKLERE FIERNAITBRIERO),
o I EHEBRNFIE L,

I]

o K —SEE MY Elidel 1%L TR 2BENKE BB

o BERESHLIRIR,

-TE%?W@@\%

AEE fﬁﬁﬁﬁﬁd\ fFlan @ B R E R —X, FEREI(Emollients) RILARZEEE Elidel 1%

FLERIANGER ; AT, WG REIE LA RS (Emollients), 2K Elidel 1% A&,

ek 6 BRERDARSE, FHaATNEM, FREGNEERRBINEUMEEXAELERIRE
1L,

R ERBNERSEEYIRBEMEDRIEL,

REEm—BIRITHIG, EE—FRFERA,

Al 7S 1 202102V2/CCDS20200819

BU3ERR - MEDA Manufacturing

JBAE © Avenue JF Kennedy 33700 Merignac, France
2 AEERARAR (EELER A )

ot - LT[R RAEERER 7R 160 5% 8 122 3
B4 1 02-66031688

HE 1 02-27910928
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