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(57) Abstract: The present invention addresses the problem of providing a hard capsule which can be molded by the cold
gel method, said hard capsule comprising a hard capsule film having enteric properties. Provided is an enteric hard capsule
comprising a film, said film containing a first component and a second component together with at least one component
selected from among third, fourth and fifth components, wherein: the first component is a nonionic water-soluble cellulose

compound having a viscosity value of 100-100,000 mPa's; the second component is an enteric methacrylic acid copolymer;
the third component is an enteric cellulose compound; the fourth
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component is a water-insoluble alkyl (meth)acrylate copolymer; and the fifth component is at least one member selected
from among polyvinyl alcohol, a plasticizer and a surfactant.
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W,

(i) B17THREBEXERA (UT. BICTETTRAI EWDEHH
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%A L, IHICTFFELLLIF8OBULETHD, T, HIAIE. 5B2RICHER
WREZELTHD, 4 50BOBHEEN, 75%LUE FELLIFE80%
SYBFFLLIFI0RULETHD, IHIC, AIZIE, FE2HRICEBREREZ
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—RABREFEBIFBIENTED, BEMICAFHRET, HFICEXER. BmA
BELTELTWDDIE. XFLEILO—R, EROFPTOELEZILO—
Z, BErFOF>T7OELELO—RTHD, KBEEIO—ZAI—FILOE
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!EIF. FICHRINY, BAERATREIN2E FOF 2 TOEILAF
LELO—X, AFILEiO—R, eROF>7OELEZLO—-AENER
Ihd, BIAEE ROFL FOELAFLELO—ROX NF P EOBHRE
IEFELCIEF1 6. 5~30.08E%. BICHFFELLIXF19. 0~30. 0
BE%. HICFFELIE28. 0~30. OBE%THY, ErkOoxv 7O
RESEOBHMEIIFELIZ4, 0~32. OEE%, BICFFELLIZ4
. 0~12. OBE%. HICHEFELIE7. 0~12,. OBE%THB, &
oo XFNENLO—RDOXAMFEOBRERFFLIE26. 0~33.0
BE%. BIFFELIE28. 0~31. OBE%THD, BB, ThHOD
ERER. S17RAKEHOE ROFS 7O AFILEILO-R, A F
LELO—Z, EROF>FOCLEILO-—AOBREDREREICENL
IRETRETE 3,

FTH, FRATHRINZEROF>OELAFILEZLO-RIE, KE
BRI R MEKD T TORBMBENIBENTWER T, EAat/Ilo—2X1t

EMTH B,
(1]
. N
R}f o o R = -H,-CH,
H XiE
N/ [ ¢H; ] H
R -CH,~CH-0-|,,
~ AN

ARERICBWTFERAINW E ROF> O XF LI O—RICIE,. 5
17TRATCEDLNZERESY AT (BBRES/L—K) 2910, 2906
, 2208k OxO—ANEFEN S,
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[0037]

[0038]

[3&1]
. rrodv ol
BB xR (%)
(%)

g4 -

FER HER TR it
1828 6.5 20.0 23.0 32.0
2208 19.0 24.0 4.0 12.0
2006 27.0 30.0 4.0 7.5
2910 280 30.0 7.0 12.0

gz, AERIKFZEZEROFS OB AFILEZLO—-RICIE. BAET
BRANNEE LTOFERIROONTVWE TR TFEEZET O 0—
ANEEN D,

<HDFE>

FEMRESEMN: 162, 14

EMEGEEMN 180 (B®E1T1. 19) . 210 (BHE2. 37

EAME 813, 000 (n=70) ~200, 000 (n=W10
00),

BEMICAFHRELAFILELO-IARCE ROF>TOELXFILEL
O—2& LT, BBIFEHOBAERBFMETOLOSE (BFEER) ¥
)—Z, BR&EAMPBA bO—-—X2)—-X, OvT (Lotte, [HSam
sung) BEBLZEHDANnyCoat—CHEULLLIEANnYyAddy (B8
mEE) YY) —X, 945 3IhH)N (DOW Chemical) HOMETH
OCEL (BHmEiE) v)—X, Ashland#®Benece |l (&
BE) V) —XF, BT ENTES,

ARRICBWTHKREINS L FOF 7OELEZLO-RICE,. BEXE
TERSRNFICPEERRNFE LTOEANRDLNTVWEHTENWI O
, 000 (n=#9100) ~¥1, 000, 000 (n=#2, 500) %
H¥2HPCHSEn5d (16th JECFA. Hydroxypropyl Cellulose (Revise
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[0039]

[0040]

[0041]

d Specification) .FNP52 Add 12, 2004), BaZmIC AFEREA DS HE(E]
Db ROF>7OELELO—RELTHE, Ashland#dKluce
| (BEFEE) YU —X, BAEEZEHON I SSO HPCHZBFZZ &N
T%%, HPCICDW T, FlAE, Ashland#ddKluce | (&
HEE) ¥ —X TR, RRMESA4THG, M, HOBDITHET 5,

INLOI A F VEKBEEZILO—-EEWIE. . BE. 0. 1~891
OO0 umdDA—4—D&EICHEN K BRI hcBENF & L THRIEI NS,
Frz. [3EEL] THRIZEMIFELW, T3EEE] & EO—R{E
MOBEBRBICEWVWTAABNISEAS LKIEERBET 52/ #E LTEET
Z2HWEORIMERE. IO —REWDOBEHEEZEDO RN’ EILI N
TWRWZ EEEKT 5,

AERICBWTIE. 20CICBITE2EBERKARD THEE] A 10
OmPa - sUEDI A AVHKBEEELLO—IEEMERWVD I ENFE
LW MTFTIE. COMEDEEBIC THEHE] ERRTI580H2, T
FHEME] ORIEERICDOWTIE, #B1 5FAUKE, EREMNRICEDWVWTERE
INnf, AFILELO—RRCETOAO—-ZADEICELCTAEINDS, T
Bht, [FEBE] & Kt/ O—A0O2BE2%KARD20TCTE0,
1CICBITLHEDE (mPa-s) 20D, MEEE] ORIEICIE. T
Eff] 600mPa - sKkHOBEIE. —MRERE2. 5 3MEANTEDE
1k (ORO—F3%) AV, H4EE] 600mPa - s L EDBEIL,
—EBRE2. S3MEREERDE2E. 2. 1. 2B—MHEARNOERMES
(FIvy U7 14— REUFEEED) 2RV,

Fro. THHEMED . EEMX—H—ICLDRTHE. MEJL—RE
EVWDIZEBLHDB) EFEATEHIEHTEDS, RokE. RURTHEDIE
ELTIE, BIZE, EHIELETE2OMETOLOSE (@) ) —XTik
. REHHEBOOmMP a - sKFETIE, RMED8O0O~120%. Rk
EMN600mPa - sHUEDHZEIE. RRMEEDTE~140%EI N3,
AERICHBITATRET1IOOmMP a - sICALTIE. ABROBEAELD
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[0042]

[0043]

[0044]

[0045]

BUWRYICBEWT, XR#EZT0FE MEE] ELTHAWAIENTE
%,

. Y945 3Ih) (DOW Chemical) #®OMETHOCEL
(BHEE) ) —XITHVTIE, PiEY. 20T, 2EHERREDKAR
DHEEEASTM, D1347, XiED2363IKBF3OR—TF%E
AWTWaH, JntiE (MMEJL—R) EBEHESFERVEETLED T
ECOBRIE. L. BAESIFEEREDOHZEEL>TWVWS, KFERD
BEZBADAVWERYICEWT, WIThORTHES., TOFFE MEE]
ELTRHWAZENTES,

ARRICEWT, BELW MHMEE] OTREIF100mPa - sTHY
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IRBESROBEREIE. RV E—F— BKE—9—FDZThBARLMOD
FETEETHIENTESD, FIAEERERREKE—9—5H 2 W\ IATRE—
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BHNNIVDT, FFEMN0%ULE, LYUFFELCIF80%ULETHNIE, 1F
EAEBRLBBERNME ONT,

e BRICTVEZTRT5HFOEEIE. HPS0ICH L TiE. 0.0274g/9
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T=o

(1) SEM



WO 2019/013260 77 PCT/JP2018/026216

[0230]

[0231]

[0232]

[0233]

EBERE FIEMEEIL. Carl ZeissttBULltrab5% @A L=,
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a. BICMAZD XAV )IIEIR)T—OKLFER (BEESBE3IOEEY
)« RGEBEXFITHIBIEFIY (RE22EE%) OEBRDKDEEZE
L. &RMIC. R T—BESREDN. MERE Q0EE) 5L 54
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1 Z KBV O - EYOEBFERTHRED W T D DR T
Zlco IHIC. BEFIVEANDZEIEE. HODUCOHKIBREFENRL 2
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