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(AEs
TABRM IO ALADESRBENPOEREICET 5FMYBERES

1. mB%A
TABANLSDH L
#4L : Calcium Silicate
R : Y1 ECa
CAS &5 : 1344-95-2

2. #EX. 2FRXRUSFER
Bt AL (Ca0) EZBET A F (Si0) &XKEIPKRALEIEGTHS
L= MOLFF T, UTHEDILEBEMAHMOINTINS,

s AR AL BN L (Calcium metasilicate) CaSiO; (X & 116.17)

- AL T A BHIL 9 L (Calcium orthosilicate) Ca;Si0s (KB 172.25)
EEXTOERRBS “1B-RIK

A B=HIL DL (Trcalcium silicate) Ca;SiOs (RE 228.32)
EXTOERE Y1B=RK

3. A&
B #ERs L FIF

4. BERUVRIBETOEAKR

TABANSIALZ, YA BESED1DODTHY. TOBERSTHITA
FRXFLAELELZTOEFEYVRUKIZEERTINS, ENETIE. Y1 BIESE
ELT. ZBIETMFRELFRICRAFMYPE LTEES A TS,

FAO/WHO S RIB A FEMYMEMEREE (JECFA) Tlk. E29EIEE (1985 )
CEWT. ZBETAFRRUTMBIER (TABALIOLESED) [2D0W
T. ADI & THEELZLY (not specified) ] EEEEEhTLVS,

KETIE. GRAS E (—RIZKELALEINEIME) & LTEBHLED
BMTHEESERRE (GWP) O L. SELEITHL 2%LUT. R—F2 5/
A—|Zx L S%BLUTORECRIZTHEAMNEOLNTEY ., £, EERBERF
MPELTEH 2B UTOREIZRSETERADERANEOHLNL TS,

BrsES (EU) TIE. TADI BELAL) EF@fShTHEY. XSM1AXIE

H#ELETRERF—X, AR F—-XFURKEVF—XHABRICHLT



10g/kg. BERUREIEIZ® LT 10g/kg. dietary food supplement [Z3fL
THEE*SEOREICESE, FALBOHLATIS,

5. BRFENYE L TOAUERUEHAER
(1) ZaEE
Q)37 R
BEMa—T1 0% 7REY) VAN BEA : BEFI=1: 2 :
1OERHLOBEEY (400mg) Z4THE (3TEE 100MPa) L. ¥)5kef DE
EOFERZRI-DIBEGITERELTNEL-, TOHR. BEEHIELT
TABAILDDLERAWEEEICE 2 ELITHRENMES . RIFGRHEE
~L7=

R WERE (kgf) | #T&RIE (MPa)
TABAIL DL 5.9+0.17 6.8=+0.07
BRE FOZLYA b 6.0=0.28 46.9=+0. 06
HRtrn—2x 5.2+0. 21 49.9+0. 05
ARTA BTNV VBT R | 54014 56.2+0.12
VN
FRKBIETILE =D LT 5.5+0.32 74.7x0.23
A—2RE—F 5.0%0.58 | 100.5%0.05
K1 H5kef OREOTRHNEIETS S-HICBDELTITERE
O% & ?

HMRMEELTIZLEBEDS TFILERT JIS K-6220, 26 (1977) DA
RICKY., T BALLOLEMORBER (SBHEO7IBIEE. Rt
Ma—R, A=Y RE—F, YUB—KEFEANLIIL) OREREREL
o "ABHANLLOLOREEIIBEOHN 7HETHY. BEBKT(B
R OBEHOH A~ 1 4 EEOBRGEREBENETRLE,

*EEREREEE LA, L, AEMEREICHL. ERENEERT IOICHELREL IS

B, FEHREERBT 58 ThM G 0E.

Y Yuasa, H., Takashima, Y., et al., Studies on Stress Dispersion inTablets II. Suppression of Fracture of Coated Film
by an Wxcipient During the Preparation of Tablets Containing Coated Particles, S.T.P. Pharma Sciences 11(3),
00.221-227, 2001

2 Yuasa, H., Asahi, D., et al., Application of Calcium Silicate for Medicinal Preparation. I. Solid Preparation
Adsorbing an  Oily Medicine to Calcium Silicate. Chem. Pharm. Bull. 42(11), pp.2327-2331, 1994
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H1 S4BHALIHILEMOREBAOEEREED

(2) BRE~OFERARE

XETE. PARFA4—. 9Y—LR—TF, 2a7LHEORKREED, K
—HRARAAR, PFEY, R—=9 5L E—LEDRY ., HEME. 7
LTF—LGEOHKEICH L TEESBLLRE LTRLLATINS Y, £H-. &
k. R EETILNG. BEBKES4IVTHIES S EHF DY
FREH., FEHLEH. FHOBREHE L TEEROSFTERNTHLERIAT
W39, -

6. BRREERRICBTSFMERICONT
BRARLEXEZ (TRISEZREBE) FULE 1 RHE1 BOREBICESD
% FR1T48 A 15 BEESMERBLRE 0815002 BIcLYBRRLERS
HTERERDIEYAMBHALHILICRIBHBERCERMICOVLTIE, FRE
19428 28H.3A238. 48 1TBRU58 29 HIZBAK Sh-FNHEMHA
SDBBEREZ. LTOMNMERERENER 1947 B 26 BT TERINT
3,

TABAINY D LBEEME L TEDICER SN HE. TEEBRENZ
WeEZ b, ADI ZFHET DLEITRVEFHE LT,

3) Advanced Solutions for Food Additives, HUBR A& 0%
Y EEFAENMER CEEREN) 1994 &



BE. TOHMETREDOEYTHS.

FABANT T AMZHONWT, BREESNEHRBRRESEISLT LLERNR
HDOTIZRWA, BEICObRETERORD LN TS ZEb s A4 BEDOHARK
BERAWTREHICFHMET S Z L IXTTeE & HikT L7,

ENERBICETARBRERNS ., ZPEIIT LA EERNIZRIRENRNEE
Zbh, EMPMIRRENTTABIE, ANV M ABE LTHFEL, EOKEY
BRPICHREN D, £, b FEED—REW T, . BE~0OKER
ERiTRE WML,

FABINTY T DR OB A FEORBRBE 5T U= R. FALE.
BEEME, BHPEERCEREBEEZAIRNEEZOLND, £, RERSE
HRB T, ZeHIBS2E LI BBEOBMHERSIED LT, AHE
EEOBEVHE THDI LEZ LN,

2B, BBEIZBNTIE., BT ARROTABINT T LAOMEYH TH
BEBLAN Y THIIZOWTIEH, BRI E LTOERARRXHY, ZhET
IZE2MEICE L TR ORBBEIXEE Sh Ty, JECFA Tix, “BL7 1R Kk
By ABER (FABINVY Y LEET) IZOVWT, 1970 4EiZ TADI Z#¥EL
72V (not specified)] &FEEL TW5,

PLEMNS, ZABINLVTLREMpE L TESICER AN BE. B2
IZRRENRNWEEZ LN, ADI Z2BETHILEITRWEFEEL =,

7. EEREOHE
(1) BHRCEHHSERAKREE—B¥ERRE
ItRORGRRLEEASODIAMRRICISLLUTOHEY THS,
@ kEiz#iT 5 NAS/NRC £EBRRE®RE (1979 4) Tik. FHESEICHK
Z—AERESKRO L IICEER TS,

TABANS T b (TABZAINTT L) 3 mg/t b/ B
bAB< IR IL EXAB~T X T7A) 0.5 mg/E /A
(BL) TAMI ) TABF R UL 18 mg/t +/H

* FEF—ZX. 1975 FE5 . AQ2.15EBAL LTEHEN-ETH S,

@ HEEIZRITHI>ELTNHOBRERE CREBABHKERES. 1984
- 1986 £FE) TiT. FESHBIBRDZ F A BEFEO—BERENSUTO
IogEINTWS, (B F— A% D OEEIT 60 kg)



T ABHNT T A 9.8 mg/t ~/H
TrAB< TN (V7 &) 7.3 mg/t b/R
(B&) TV A48T rV A 0.5 mg(Al &L T)/t /B

Q HEOEEZEL LEEFEFETIIBVLTE, BENLDFAFED1
A OBREIX. B30 K33 mg. ZME24 K25 mg WO #HE
B bH,

@ EUIR. BEHFZOEBREIZE L TIE, 19871999 FEIZERMES DK
ENERLZAELMTNYOBREREICBWT, FABINVYY LET
AR AT DI 2R ELRV KRoORGHRMHTHDZ L
»h, EERBEEOEFRIBEMITEVEHFELTWS,

(2) BRICETS—HiEEERE
IROBESGREEADOFMBRICKIEUTOREY THS.

FABBEEOBARIIBITABERERVRELN OO A ZEREOREIX
RV, ERE 16 EEEARIFEHZ T, RARTHNEEZEIC, M "L
FAEOE FP—BYUEDOBERES 0.31 mg LEEL WD, B, KE
KEEAEIT2VH, DREDOFIIKDOEHNEAEIL 20 ng/l BEL SN
TW5,

8. HFHREEICOWNT
HABALLOLEBRBEEE 0RICES(HREMME LTHEET S &
FELXZLGWL, FFEL. AEENEE 1 HORRBICESE, ROBEYHHE
BELAEHIENBLETHS.

(EREER)
BRRLERAICLAMEHERVENEICS T 2EENHEOEREE

@4 % (MBI 4 EE2BR<)  2BRFHOBMNTERT L ELNEERLTRESAL.
BRESOTEMICBRELZITAIEGE S,

HE R4 R BARBRRUMABRICHERLTERLHL, ZBIELY(FRELT. BRD 2.0%
UFTHRIThIEES AL,

EtEEt. AU, RUbFA b, ALY B AU E RUNS—FA FHETITTHhGICEMY
AREMLDEDE  ARORERIMI LS EFIRGBEUNEIERICEBLTRELEN. B
BEhORERIZ. 2HELLERTIEETH-TH. BRD 0.50% (Fa—o Y HLIZZLIDH
#FEATHBEITE. 5.0%) UTTHRIThIELZ LA,



EFREA. LTOLSICHETHENBEHTH S,

SA4BHALLHOLIE, BAREBRRUBIBRICERAL TEG 54,

SA4BHANHLDEREIZ. BRD 2. 0%LTTHITNIELZLEL, 1=
L. REZBLESYIREGRTLHIBEE. ThThOERAEONNESR
D 2. 0BT TRITAIZESALY,

. FABALSHLOBEAZEE LROEBYTHZOIZHE, B
SR EOEBEEELTOLS CHE (FTESBSEER) T30
BEETHS.

R BTy FRE, BRARERRUBEBRICERAL TIIG L4,

WA —BETr/ROERARE. ZBIEY M RELT. BRD 2.0%LTFT
BHRIEELEWN, EEL, SABALSOLEBRTHHER. ThE
hOERAROHNAEBSED 2. 0% LT THIThIEL S AL,

(RIRER)
BABBENBI1DEBYBRET S ENBEETHDS, (BRERRIFIH2.
JECFAREF L DOHMERIAMEIDELY )
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(AlEs1)
TABINT T A
Calcium Silicate

Calcium Silicate [1344-95-2]

OB KR, CBSAREBLEILS Y ADLAMTH B,

g 8 AREPFEHBELELOE, 2Bt 1 % (510:=60.08) &£ L T50.0~95.0%,

ik (Ca0=56.08) & LT3.0~35.0%%2tr,

R AR B~KEAOHKET, REMEXH S,

FERHEE (1) XRB05g2BEAKREBET MY UL 2gRVEKIREBES Y U L2gLBE
T5, TOREYWEAEEIII=v 7 VRO BZOIFTICAN, TLICHMBETIET
mMET 2, Kk, KsmlEx, H3oMHEBE L%, 2 2E0EZ5HBMEAL,
BB EZ IR L, ARS50mlEZ AN TE—F—IZB8 T, 2NIC@EBE LR RDET,
DBTOHEBEMZ D, BT, HBRIOmIZMx, KB ETRREETH, B,
ZHIZAK20mIEMATESHL, ABT S, PELONKOBREBYERAEILICE
L, 7y bARESmlEZMA 5L EWITH, ZOWREMBLEYES, V7 A&
DOEIZAKIFTEATILLOEFOEKPIIAND L X, KFIIES,

2 NoABBIZAFLLy FRIE2EEZMZ, TVE=TRRETHFRLE%E, &K
BEETLTIBMELTS, ZhiTva BT v E=U ABRT—-20002 M2 5 L
&, ARBENROEBREZELS, KREZDBEL, ZO—HMICEREZMAD L EE
TRV, tho—EIcEBREMZ S & EET D,

PEERE (1) & pH8.4~12.5 (A%EEEIK)

2) & 5.0pg/gbh T A&50gZEREICERY, U= —iC AN, EE (1—4) 50ml
EMATHEAT S, BHITEY, BONCI5oMBE I 2%, EEST
HAA# (5fEC) 2AVWTHIIA®L, 50mlDART7F XAl And, E——
BEUAKLEOBEY BB CTHY, K2 ARICADLY, %, KEMX TERE
IZ250mle L, RiKE T35, HBKRIZ, $hiEERnIZEY, BB (1—4) 21
T100mle T3, RBERUHBIKIZOE, KOBERHCRFEEEEELED L—
LAFRNCIVBAELZRETHLE, RBEOBRKERIHBBROBRKEUTTH S,
BESM

KBTS ShPERET T
SFHER 217nm
TR R
AT R TEFL Y
(3] BE As,0,& L T4.0ng/ghhF
QORESMIZ EREICEY, RKLT5, EEBZHAWVWD,

11



4) 7 vik® 50npg/gbh T

Aiu2gx EREICEY, RV zFLoBe—b—iZ AN, K4OmlEMZ 5, =
DEEZ15FM P ITA L7tk, BBEEOMIO AR 7T R TBL, k&ML
T50mle 9%, ZTOREZRLOBEL, LBE30MIZERICEY, RV=FL
We—b—IiCAh, EDTA- F ) XRKISmIEZ ML, BRELT5, B LK
BBERVPT v RA A BB ERE L BAEHFTRET S L &, REDOEBLI,
HBBEOBAMIUETH D, HBKIZ, KIZXVEANT S,

HoNLHII0CTRMER LT vibTF FY 7 52210 g2 EREICEY, K
YxF L BE—b—iZANh, K200 mlZ M2 THhERBERELEN, -0
BREARTZ77RaZAN, KEMALTL000ml: L, RV =F L BAERICA
NTHBREL 5, AR, EBRFER2ZmlZERICEY, KE2MX TER
IZ1000mlE § 5, ZOK3ImIZERICEY, RYVxFLoBEy—h—icAh,

_ EDTA - bV XAKISmIZMZ, LKL T5,

EMEE 10.0%LL T  (105°C, 2B/

MEE 5.0~14.0% (1000°C, fEE, ®&®H)

EEE (i) ZBEI/AF AREPERL, 20804z BEICRY, E—b—iC
AR, A5 mlkiBERMEIOmIEMEL, AEZELSECMRTS, C—b—%
RS TV, EIC155MMBAT 5, %, K30 ml2Mx TEESHTAAK (5
fiC) TAHBL, BEPLRLE200mITE S, ARLEREZES LAKRET S, A
HMLEOBRBYMEAREFICAEGHMOEIDIFIZANRNT Y- D MB35, AHEN
RAGLI-%EWHAL, MBEEBZMZTHL300CTHEEICRD ETHRAL, 20
HEWERZES, BEYCHEBESHE L 7 L AkE®R15 miz Mz, $1,000CTE
BIIRZ2ETMEAL, Fo7r— P THARTOEEWRZEY, KRICXV S
Bk 5,

_ . _ W(g)—w(g)
- F (Si02) @ = 00(%
Bitr 1% (Si02) mER REOEREQD x 100(%)

(i) B vs (1) THEAKRZKELET MY U ABK (1-25) THM
L, »<iZA L7228 50.05 mol/L EDTABEM3 0 mIZ =Ly FE2HWTMEL
B, IHICAKRRIET MY U LABEK (1-25) 15 mIRU'NNIERFE0.3g2 Mz, &
t20.05 molV/L EDTABTHET 5. ¥AIX, BROFECRELIIHEEALTHEFR
k&t s,
0.05mol/L EDTA%# 1ml = 2.804 mg CaO

12



RE - Rk

EDTA- PV AREK =FL o7 I NEBE-F Y o L 18.6gk2- 73 /-2-&
FaxiAFrra ot —n 6.05g FRIZEY, 250mit—F—IZ Ah, BE
200mlZE M. T, BT BETHITAT D, KBEF F Y ¥ AEK(1—5) TpH 7.5~
TOICHET D, Mk, |z, KEBLT Y v AEK(1—5)CpH 8.0I2FE L, 250ml
AARATZZA2ZBL, KEMZXT250mle 45, X<BEL, 7IRF v I RKBIZE
BT 5,

13



(BlEE2)
TABEANT T ADOBRERE DR

EiZ, JECFARBEUFCCHREZ2BEL L, EUNARGTEMHEERV
NF(National Formulary)24i B b B ZILENBRBEREL .

4R JECFATiX TA very fine, white or off-white powder with low bulk
density and high physical water absorption] , FCCETREU Tt [White to off
white, free-flowing powder that remains so after absorbing relatively large
amounts of water or other liquids.] ¥ L TW3a I ¢tnd, TBE~KBGBOMKY
KT, REMRDHD, | &Lk, |

ERHRBR T7AERVAINI T LE JECFA, FCCTrARORBRENLVLER
5., BFEHEMPOIZY v (RADERKTABTALI=UL) ODIFARORRE
LT, JECFALEHRDRBRRENREAIN TS Z b, JECFAORREL
AL,

FLEERBR

(1) #itE JECFARUEUIZIZAV A, FCCODescriptionk XNFO#lEERER I
BERH D L5, FCCOHMIZE DY, pHS.4~12.5 (G%RBIE) & L1,

(2) $¢ JECFATiI2mg/kgtlF, FCCXU'EU Tiibmg/kgih T, NFTI1¥0.001%

- (10ugllhl T LRzoTWB, SADHEKIZEAL TiX, FCCRUEUIL X o7,
HEEIX, FCCOFETIE, BEICRKRMBE»»Y, £, BEEOHNEE
NTWiELTY, REFOBEN025ug/mlEiEL, 7L—AFKORF
W T, +ORBERBONLRWVWIEDNLL, PBFEZRSIABIZEEL,
BBREELSOmlIE L7z, 7238, JECFATIIBICRBREZHEL TV,

(3) t#¥ JECFARUFCCIIZZV\A, EUICAsE LT3mg/kgll T &\ 5 HE M
HHZEDD, BFEOHBIIBITIHELEET 254 T, [As:03& LT
4.0puglgblh Tl & L7,

(4) 7yt HEMEIL, FCCOHKE TiL10mgkgll T Th %43, JECFARUEU
DREB50mg/kgll T THDHZ Eb, 50ug/gbl T& Lz, JECFATHE
LTV AREEEL, BENEETHD - L 2B L, BB, EAMICFCC
DFEICEHZ L E LD, EIEY EiF572HI12, ImoVLERBROFEMI
D, 15EOMBDORLVICISHBONITAZITI FEBRIZEET S L E b,
BEBEZELOE L LBREZAVIFEICERELE,

ERBERUVHEABE JECFARUFCCIZIIABERBREIN TV, EU

THRESNTVWAZ Ehb, EURKICL 72,
BREEVCERE JECFAIZIIEEREN 2L, TERELE&IHL TV 2w, FCC

14
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OHEEIL, SERENRR2VLOO, EREXSEHINTRY, MEKIIZER
ENHHbDOLEEZOND, —F, EUTIHEERRESNLTWVSEA, REEIX
BHEanTnizy, 22T, aBRBEREUILY, EEERFCCILL T,

JECFAS 2 RFCCHILREIh, KRB CIIRA Lo H
NFICIZ IRy A R/ BIEIN Y T BHORENRSH 525, JECFA, FCC, EU
Wi, RE Ledo T,

JECFATIX, T(@figtE] LT, Tk, =#/)—LICRE) ELTWAR, ERER
BLLT, BRECEARETALERRVEEX RS, AEKETIRERE
ERAEBRIIBALRVWZ E L LR,

FBIZIDTINVERIE, RREXTHAOLD, BELRP o7,

NFIZIZESROBRENH DM, JECFA, FCCTEERBOREZHIBRL, $hiE%
EFHRELTWDZ E¢0b, KEBRETLEA L1,

EURKIZIE, 7 MY Y ARKBROREMMN H 523, JECFA, FCCIT{y,
HELELo T,

JECFABIBIZIZ, AREBRHLARVWI L LWVWIEERENHIN, REE (8
FEMEE) KOWTOERBIF+STHD, —FH TFCC, EU, NFIZHERR
W=, RELE»oT,
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BI&E3)
rABHONL DL
A DR L DX R
AP JECFA FCC EY NF24
TIREAMR (AXIEr«
W) EXRDAN DAL
AW (RAIE, MAUBET [BILAVDLEZRILY
T RLDLED LSO (RO CHEOIKRIT |[aZREORIEHILY
SEXEACER) ORALR|BKOYMETHD, KIC|LEZRILY I R AL T
BIZ&->TRAShI SRS |BTULORBICEVSLE [ KUTRKOr 1B TH =0 ﬂ:‘%{ht‘&‘ z
= RAEDW I LEZ LT A | KT ABRANS I LEIIATBRT D, 1: 200K BEE |D, Caloium Silicate i
ROESWTHS U4, R, A5ic, |RADPHIZB4~125TH  |Calcium siicats is a hydrous |2 oum d';f I't" ide
DD LRI 1 % | . (description) or anhydrous silicate with “;"’fl’_”" tca d"'“"‘ oxi
&, ISARE. B, It is a hydrous or anhydrous |varying proportions of Ca0  [2Nd Silicon dioxide.
10X KBMADpH, HEE  |silicate with varying and Si0,
B, KRS, B, H{{EWI [proportions of CaO and Si0,
DT, HRNEHLNET
555, ‘
rIRANS D LDD R
I ERUR{EAILLY
LODIR— TS, BT
DY0.0%~110.0% X I3 2RI
R anhydro basis R IR—ETF—DDORRIC
S | Si0, 50.0~95.0% - - S$i0, 50~95% .
CaD 30~350% CaD 3~35% Si0, 45.08kL.E
Ca0 40%5LE
HEiE, MiLhLL LB
FUZREr I ROAH A
SONLLE
Emtfr‘ra&/mnmwm. BELALY _ _ _ 1320
BE~F 7RISR K |A8~F7hT7(F 8K
ETHMDLY, BFELIRAD g :
- ’ A .20, | (free—flowing powdaer) (free—flowing powder)
= S T
° Vithad = ey 1)) =
WRNCRALLE. |4k TLS, (desoription) |$HMoTL'S,
RS
WWr1XKOQRE B (JECFAR IR ) ; }:3 [ ] [ 33 =3
@I LEDERL MMt (JECFAREIZR) L1 L s [
BRI BRELGLY K, T8/—)IZFR - - -
| BRTINELER BRELALY - 1% 1% (DESCRIPTION) Bt -
f 2400
; - R pH 8.4~12.5 (SR _ - s
Fi3c3 pH 84~125 (5% (DESCRIPTION) pH 8.4~10.2 (SNEE %)
| #8 5.0 g/gEl F(FCCE AR AR) 2mg/kg AT Sme/kgElF Sma/kgll T 0001RLIT(10ue/g) |
[ ] As;O5¢LT 400 g/gll T - - 3mg/kgl F -
Zyit¥ S0ug/gRlT & ;g%gtzr - 193%1;51'3? S0mg/kgEl T 10y g/gbLF
. BTl Say DRELL .
RN 10.0%ELF (105°C, 2B8%M) Y. (mgg ZHEEML 10%EUF (105°C, 2850 -
ARAOBREIL 20085 F
EMRR 50~140% (1000°C, ) (P CHEBEENETME \iooorc, R, BB |s~1ax (1000°C, G [(105C, 266MIARER.

. (BH1gE105CE2BNE 900°C, ERET) .
| &R BELLLY - - = 00g/glT
| FhUL B2y - - 3XLLT -

] BELLLY - l_ - - 1mg/kgbl T -
s . (RFREN _ -
FARARRM BELLLY (Tentative) -
1R BRLALY meets the reguirements
. _ RIS 1 % —1300°CIR N .
EiE BSE(FCCARA) BEHILL™ L— R FCCERL
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