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1. mBA
d-a-bFaAT7 00— /LTI RTI (FEE dFo-Fa7zo—)l)
da -Tocopheryl Acetate

b7 zA—)LEFEET R FIL (BfR: d-a-F2 7 =2 —1)

all-rac— o -Tocopheryl Acetate

razR— )LEFEET R TIL

) AB|ERICBHE NTra7zo0— BT AT &, ERERICEYEEZN
AEADIRENEEORSY (all-racemic-a-+A 7 2 O—ILOBBEIATIL) 1 3,

ﬁ\%i . C31H5203
SFE : 47274



3. Az
RERLH

4. BERUVHEMNECOEAKR

FEP L LTOEMZONTIE, BEERALDEELERAY., da-+07
TO—LBBIAFILEUFI DI O-IEBBRIAFILETIZIENELETSH
%

d-o-Fa 7z O0—LEBEBEIATIEVCFI 72z 0-LEBIATIE, B4
EVE (FaZ7zA—)L) OFBERTHA, do-taT7 0 LEBRIATIL
[ERABFED -7z A0— L EBBEOIATILTHY . Fa 7z 0—ILEEE
TRFILIFIEEEREIC LD e- a7z 0 ILEBFBEOIAFILTH D, O
ZIA—IEELTHEH, BEEFEBAREDIEET 2HEMMELT, d~a-Fa 2
O—JL., BERNY REFEMY) &LT. Ffa-+a272z0—JL, Fy-+2
2zx0—J), &6-ba2zO—J), EYyHVA+IATZO-), PRI/ —
WhiH b,

d-o-Fa 70— LEBIXTFIEV Iz 0—-EBBRIXTILIE. XE
FROEDELT, h TR ORELEOERBERDBRORHE LTHERS
NTWLWAMN, FEBEOBWTEIZDA—REE, F11Ty FRHASHE. AH—
VEEEEDERBEHEYL, Ny, =T NL I, Fro T4 —HEO—RBRIC
HLERATh TS, KELEUFETHE., BREGENESATINVD,

T, EESBHICBWTIE. EP (European Pharmacopoeia : BRMERA) RV
USP (US Pharmacopeia : KEERAH) CRBEShTHY., EERELTEARAS
nTtWd, ZFAETE., Fa2z0—-LEBIXTIVEARERAFIC., do-
P2 z0— BB IXATIEAFRERANEESAKICNELTEY. —
BRAEERRUVERAEERE LTERASATLS,

5. BERENME L TOEME .
do-Fa 70— LEBBRIATLRUY PO 7 O LEBETRATILIE, a-F
O7z0—IILD 6 HDKEERTEFIIIEIhTEY., ZRPTIEBIEEST
9. BRPCHERE 220 LOLSERBILEREELLEL. FOH.
ERAORBEHLERE LTOFERIEG . EFHEBE (E2320ER) OBMT
EREh,
ERshlzdo-baT7z0—AEBIATFART I O—LEBIRT
W GEIEBERTIAKRSESh. ¢-F3 70— L ERYMENSRIRE NS,
MREhf-e-fa7 0L, ARTHEEERZRL. BEYLIEEOER
H L THEORBCEELREERRT,



E2SVEL RERERRAORRNCETHIEENEDSNEXERS T.IE
FEE & mBIEERICEY. AROBEZBENLSTY . MiROREMER
EHITHRBETY, IEBRERTITIEDNFHFSh TN,

6. BRRLERSICHITAEMERIZOLT

RRReEXLZ (TR 5 EEZREBS)EUEEF 1 HE 1 BORRIZEIE,
ER17E 12 A 19 BEAHBARBLE 1219013 BIZLYRARREEREH T
BREZRO-EB a-Fo37z0— L (dERY IEKIZB.) IcRIBEHBEESEN
IO TIX. FRE18E 28 H. 4 A13BRU 6 A 28 BHICRHAESh-FENY
BEMREESICBLTERSN., (B o-ha2z0— )L IIZDW T T OSSR
9 A 21 HF I HFRE 7453 LY BHENI=LZATH S,

BEo-ba7z0—/L (d &RV A KICED,) VEEEERKICE>THE
Hah, hD, YZBERO—BE-YDOEREREICEENSa~-+b3T7T A
—ILDEMN 150mg FRA LGS, RERICBRISNGTLEEZI oM. ADI &4
BT DHEFL,

8. TDOFHMIILTOEYTHS,

BB o- 3 7z0—)LZDWT., BHESA-SHEBRREZEILT L HBE
BEEHOTIRAELY. BFRo-Fa 70—, £ MZEOBEL-5BE. ¥
{LBEERICE->TEB L e- a7z O—LzkSBENTHR. ARICRIIRESh
Bz, a- a7 00— LOHBREEERAVTEET A EETRTH D & ¥
W LT=, 18, BERRIZEGESTHY ., KBk~ ToBibREEKERY,
R R USSR ESHIH SIS,

ERAEEIZET IHBREEN S, ARITRIR STz ¢~ ba 7z O—/LIXEFEE
CEFEASICER r FRIhb EEHIC. —BIIRBEBRTRCERICH# S
h?, BEICERSNBETHROMCEBRAMEY (¢-CEHO) TETR
BEh, Bittahd, -, SEBOERM S, EESRESHE. BHAUM
EUBEEEIZIONTIIRETH D,

ErERSELEFRBICBVNTIE, SEBRESN-FERAOHEERICHSINTH
EFESNLSEFZEDO—HBERYORKERE (1 160 mga-TE) EETIE,
BEORERRZRESATEL, E5I12. XPERFEABICBLVTEESS
BCHEARRNHY . BUPEDe-Fa3T70—-ILY d-¢-FaT7xza—LIE
BEmEnmeE LTHERASATLEDN., ChAETICChoOTESHICEAL THE
fIRE & 1 DEREIL LY,



PEMG, BiBo-Fa7z0—)L (d KR d KIZIRS.) HERERERR
[CR->TERASh, hD, YZEHO—BELYOERBREICEZEh S 0-
Fa7z0—-LDEN 150mg ZFBI LS. BEHICBENTLEEI O,
ADI 25 ET HBEILGLY,

7. EREO#E
(1) E943VEOHFBELBRERE (UL)
LEDESRZREERLOFMBERICEDIELUTORAY THS,

EWETIE. E2EVE (e-kazzo—n) L.'DL\'C.U."Fa)t & U FEE AT
Teh, ULHARESI TS,

EAETE. TERXAOESEREE) (2005) [Z& B & . Morinobu 5D
[cEDEFa-+a 7 O0—)LO NOAEL % 800 mg/H. FHEEEZEH (UF) %1
ELT.UL%Z800mgBELTLNS, COEZEIZ. 1 BELEDOE I - FE
FESRAIZ UL BREE N TLVS, '

#E® Council for Responsible Nutrition (CRN) [&. 2002 F[Z. Gillilan 5 DER
EIcHTEINIBde-b3720—/LONOAEL % 1,600 IU/HE L. UF % 1
ELT. UL % 1,000mg/B (1,600 1U/H) & LTS,

*E D Institute of Medicine (IOM) [, 2000 £, Wheldon 5D 5w + 104 8
BOENAEABOERNS B d-o- 0 7 20— /)L OFR/MEEE (LOAEL)
% 500mg/kg FE/BH. UF#36 £ LT, 4mgkgRF/BFHT. ThITKED
EHARE (685ke) EL T, UL%E 1,000mg/HE LTS, cOEZEEIZ. 1
BULDOE FMIFHEERNIZULARESATLS,

EU @ Scientific Committee on Food (SCF) Tld. 2003 F{Z. Meydani 5 DR
[CEDEFla-Fa70O—)LONOAEL #* 800 IU/B. (540 mg/H). UF %2 &
LT. UL#%300 mg/H (270 mg ZAHT) EL TS, COEEEIZ, 1 R
Lok MIERBEHRMIZ UL PSREShTNS, .

F[E @ Expert Group on Vitamins and Minerals (EVM) (. 2003 &2, Meydani
5B U Stephens 5 DIMEICHETE dl-o- 37 T O—)L D NOAEL % 800 IU/H
(540mg/H). UFZ# 1 & LT, UL % 540mgB & LTV,

(2) HAEIZH TS EREOHE
LROBGEEEASOFMEBRICLSEUTORY THS,

TEk 15 FERER - *ERNEEROME] [T&bL. TREEOER] O
2. E222 EXFAAMAShE TRERER] 8. 5. A7,



FysoRk% L THEBR] 2802 TORBENSERENIELIVED
—BEREIX. 104mga-TE (B 10.0mga-TE, X1 108 mga-TE) TH D,
TD55 BEDBESNSDERMN 82mge-TE (B 8.6 mga-TE, &1 7.9 mg
@-TE). BItBEREUGEBRESR (LT FHERE] £0V5,) HhLDERM 22
mgd-TE (B 14mga-TE, B4 29mga-TE) & ->TLV5,

Fi-. BHEREFEL ERLTWLSE 0524 ; 88D 28%) 1 & NHERLT
WAELE (8,712 B)IANZA R E. B4 2 U EERBIXFNE4 1051 mga-TE.
83mg-TE THAN . MEDEEDRRIN S DERZILIFFERE (9.6 mga-TE.
83mga-TE) THH. BH. . HPIBESRFEERLTLSEDES = I E ERIL.
HEBESH, S DOERMAKXEL ZHDHTILVA(95.1 mga -TE FBEREDH 90%) .

Lf=A->T. Bffa-+baozR— L OFEBRNREOH L. SEOFEREEET
HOFRRBEBE~ADEREMEN 150mga-TE EBEIADERELEBE.
CHICEEOESMoDEREZMAKEST S EX S E OEREE. —H
H-UEXN 160mga-TE &4 B,



8. FREROAE, EREE () RURSHAKE () (220 T

(1) HREEOTE
Fo-ba7z0—-/LBBIXTLRC O 0—LEBIRATILE
BERHEZE 1 ORICESCHFMIE LTHERT A ERHELIZAL,
EEL, BEE11EE 1EOREICRTE, ROBYRKELERH D
CENBELTHB, -

(2) ERE#E ()
BRZEEARICLLIMERERFEA. UTOLSIIRETHIEA
BHETHD,

Dd-a-Fa7zo0—ILEBEIRATI

d-o-+a7x0—LEEBIXTIE. REBEERLUNOBRICERL
TGS,

d-a-bFa7z0—)LEEEIRATIE. YZBRO—BYSEYOEREBR
B8 Eh3a-+a 70— LOSAIMEEBAZBEEFLENES
[CLEITNIEGSELY,

@raT7zO0—)EBEET R TI

FaZzO0—NLEFRIXTIIE. REBEEESLUAOBRICERALTIE
Y A A

a7z 0—NLEFBETI XTIV, SERBGO—BELYOERBREIC
BFENDa-Fa 70— LOEMNIONgEZEBAISEEEHLANELIIZL
Adpy (A e Ag=p J AN ‘

(3) BB ()
BRARRBIZONTIE, MROBYREI A ENBEHRTH S,
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(A1)

AR ()
da- ka7 zo—LERET 2T
£ &, - ¢ ~Tocopheryl Acetate
Bt Fa-b 27 za—ib
dFa-t'H I E BiBR- 2T
CH;
CH,
H,C 0 ‘/\/Y\/\(\/YCHS
7 7
H CH3 H CH3 CH3
HO
/& CHs
H,Cc”~ 0
CaiHs204 S FE 472.74

(2R -2,5,7, 8Tetramethyl-2-[ (4%, 88 —4, 8, 12—trimethyltridecyl] chroman—6-y1
acetate

=] AL, Fa- b7 2o —AFEEET AT L (CyH,0,) 96. 0~102. 0% & &0,
R ERRT E-EEOoBREARMMEOLSEET, KBWERWRXiTh TR

TR BV YD B, .

FERREBR (1) A& 0.05g EKTZ ) —/ 10 nl (ZBEM L, FEEE2nl #0%,
15°CT 15 HffiNET D & &, IEWEW~REELET 5,

(2) X&%E, FARRALT MARIEETOBRBEEICLVFEL, KRBOR~XS b
NE haT7xo— AT AFNVDBBARS M EEBRT S L&, E—FEED L
ZAIZ[ERROBEDRINETED B,

MERR (1) HWLE E)% (284 nm) = 41.0~45.0
AL 0.01 g ZFEEICEY, k& /—AEMLTHEML, ERMRIC 100 nl
L, MAEERET S,
(2) JBITER n P =1.494~1. 499
(3) HhERE (o) ¥ (dFe-bavoo—UaEE) +24° Bk
AL 0.22¢ 2T AR T TR HEEICED, MEBOEKTS ) — VK G—
50)50ml & M0 A TEH L, BEGHZEFE T T 3BERER T 5, B, K 1000l %
mz, V=FAz—7F N 50nl ¥>T3EHMET S, V=FAn—FTNABE5SiKE
Ao, Ak 50ml BN, BT 2~3 MBS Lo, BB L, SR L - KB A

-11-



<, Eik 50ml FoT, EORIIC N TREIHIED, 3E%ES . ABER
X, ~FFUT EADES U UL 0.2 nol/L ABMLT U Y AREICENL
HE(1-10)40u] #0%, 3 S L IED BELER, KBEKR, JzFAz—
FNBEK N FoT4EE-%, ZA7 7 2alBT, sEEHIY—FL
=5, 10 nl THOT2EED, AT AaKEbED, STFLT—FLE
PR NIDATERZL, EHALTYFL—F ViR FRBIT S5
AT, BolcBilF ) VA RYTFALT—F )0 100l 0T 2 [@EEW, B
BEFTAE TS A5, H40COKBPCHET, BENT7T~8nl i3
E TR 2. T0%, B MATICHIET, BEZBEL, REBYICELHIZ 2,2, 4-
RY AFARZ 100l 2 IEREICINZ TENT, JORICDE, thhiEeEliEs:
ok D AES B,

[(I] 1[': = 1,000 x &
W xPx0.91]

2L, o RABZEGELAAE )

W BB oRRE (g)

P:HEHPDFe-haTvzn—AKBRTATLOEE (%)

0.911 : da-ha 7« — LB DKL
(4 EkE 0.952~0.966
(5) E&RB PbLLT20ug/gllT(l.0g, B4, HBUK SHIEXER 2. 0ml)
(6) bR As0, &L T20ug/gblT(L0g %3¥% ZEEB)
() e-baZzw-—L KE0.10g ZIEREIZED, ~FH 100l ZERIZMZ
THEMNL, BEE T2, lC d-a-ba7 =z o— UERER 0.05 g ZIERRIZED,
NP ATENL, EREIC100 ]l LTS5, ZORK 1ol 2ERICED, ~FP
PMACEREIC10m] &L, HBEETS, REREUCHBEZELENL 10417
DED, bz l/BEREIRE (19:1) ZEREBEEL LCEB/ e~ NP7 —%
T, EFRBRECKEFRERLI V10 cn OB ST ER L E 2EREZOD, B
B 5, ZhiciEbgk (D OFKRzZ ) —ER (1-500) 2FCEELE
%, FBita, o VY VLOEKEF ) — VB (1—200) 2HEICEELT2
~3SHHBETD L%, FBELLBEARy MIHET A2RIEO Ry M,
HMBIEOARy PL D RKEI R, OB, 7L, BERiCEAEkL L
rﬁ%7u7b¢374—ﬁvuw5w%1mtﬁ1ﬁﬁ%ﬁbt%w%ﬁ%#
B,

EEE ARERLa7 o UEEE= AT /VERRL0.05g TOBRBEICED, £

-12-



hNENEEKRTY ) —VITEMPL, EREC 50nl &L, RERMMEERL TS, B
BEUEERENEN 200 1 TORY, ROBMEEETHRE o< /77 41—
T ORI, BIED do-baT=n—AEET AT ARUEIERO =27 20—/ e
ITZFNOE—I5GE, RULZRIEL, KL VEEZ2RD S,
da-baZza—/ILEEBT AT (CH,0,) DER
Favzo—VEET AT AERELOERE (g - Hr

= X X100 (%)
RO E (g) Hs -

BrES
WibgE EAREER  (AlElE 284 nm)
BT LFTAE 5 unDBEI v I IT 4—RA EFINVY ML
VAT
BT AE AE4L6m FX 15emDAT Y LAE
715 LMRE  BCHED--EIRE
BEIFE A FJ— /KRR (49:1) _
fifE baTvzo-- LB AT VOERRRREAK 1251025 K ) ICEET 5,
HTLODBE FHERda-razzo—/EEL0. 05g To2EKLE J—
N E0ml ICEMNT, ZOW20u1ic0%, EFEOEGTRIET AL E, dl-a—
baZza—, doa-ba7za—LEBRTATAOIRICER L, TOSEE
M2 6 U EDOLOERAND, 28, LROAH TEERICSX, Ry SHE
MVIETEE, PaT7zo—AEBTATAOE-IESE OEMRERERL
0.8%LLTTH B,

fav7zn— A HBRT AT AEES  BERERF a7z o — VBBt R T SRS &
A3,

KEEET U 7 ARRHE, 0. 2mol/L: KEE(LT F Y U LB OgiTHITEBLTHALL
AKEMZTENL, 1,000nl &35, ARRERT D,
dl-e-ta7xo—VRESR : a7 ooV BERERFFEELERAVD,

-13-—-



(AL 2)

BAHRBEOBRERINL (d-e-baVzca—LEBIAFNL)
BRTERK () ik, BAERFAEELIFAME, EP, USP RUFCC OB EBEHZEL:E.

b B4
rac {ZIK'C‘%Z) Fa7zo— BB AT VoW T, BAZERG (HIKE, IQ\—F
P18)TH, (BB b a7 = m—n) pob [ 13 7= n— BT 2 7L KEEShL, .
INEEEL, KERETHE, de-ba7zu—AEEET AT/ & L.
=P
AREFITAERE LR (2002 £, LAT JPC 2002), USP29 B TRFCC 5* Edition (AT
FCCV) OIHIEEIL 96. 0~102.0% & LTV »5 . EP 5" Edition supplement 4 (ELF, EP (5. 4))
T 95.0~101. 0% & LTWA A, EP(5™ Edition) T ThE, 96.0~102.0% & L T -,
FILT, FABER Tde-ra7zu—FEBT A7/ 96.0~102. 0% & L7z
27N
JPC 2002 T, TEG~BHEEAOHMOET, HHTHLEELLTEIERHY,
BV, b ThicEERITBWESH S L, EPG.4) T, [HEEEE
WA ORETRRMEDHK], FCC V T, THE~FHBORHA, SRtk & LTn
5. Efz, JPC 2002, EP(5.4) KU FCCV TH, BRIV TRE S TVWSHA, &
TR Ci, MERICEREIIHE LR, XoT, REKREL 1E~EE0BHMR
FHEOH DHWET, BTV THICEERICBWAHD] & L.
P |
JPC2002 IZHBWTIHEBREE T IR EHE L TWA. EP(G. ) IZBWTIL, JEXE (58
FE), REUVMEZu= /574 —2HELTWA. USP29 TiE, 2GR, EXHE
(BLRECE) RUAR I a<w b 757 4 —%HELTWA. FCCV IKBWTIIEBLKM
RUHRZ 0w b 757 4 —2RELTNS. FHEETIE, MERRICHECEZH
EL, EBEBICRE < b7 74— %BALTHWS., 2079, HERR TR, £
BRSRUIR #BELE. '
(1) HBLE
JPC 2002 TH, 41.0~45.0(284nm) FLTWwW5. EP(5" Edition) THX, (41.0~
45. 0(284nm) B3 TV =23, EP(5.4) THIBR&htz. F7=, USP29 RIRFCC V ThX
ERPESTVRN. UL, RIEEE, —E0SHERET 20 0BT 0HEL

-14-



WL IR DT, AIBHIEIL JPC 2002 IZHEL T41.0~45.0(284nm) | & Lz,
(2) B = |
JPC 2002 DFIFEMELL 1. 494~1. 499 1%5755‘; EP(5.4), USP29 BTN FCC V Tl %

ED TRV, AFEREIT JPC 2002 IZHET 1.494~1.499 & L7-.
(3) HhEENCEE

JPC 2002 B ONFCC Vi3 2 +24° LAk (do-Fa7 =n—UHEIE) £ LTV,
USP29 IIMERBEABRICHEYEME (PREENEE) %#MEL TWD. EP(5™ Edition) THE, HEFREHR
Br& LC, FEEM (BBELE) MAREIN TV, BP(B.4) T, IEXE G &
Fahik, £I2C, AEBET (+24° DE(d-o-ba7-u—E@E) ) &Lk
(WHE

JPC 2002 OFEFERAETL 0. 952~0. 966 T 543, EP(5.4), USP29 RN FCC V Tid#ik%

FEH TR, AFEEIL JPC 2002 ITHEL 0. 952~0.966 & L.
(5) E&RB

JPC 2002 TiZPb & LT 20ppm BAF & LTV 5. FCCV Til, SAMREM (2me/ke) HEX
EENTWAD. EP(5.4), USP29 THIHEEED T2V, ARHMBE TrE, JPC 2002 iT
KL, Pb & LT 20pe/g AFE L= '
(6) bFE As,0, & LT2.0pg/gbhTF

JPC 2002 THI#M&% 2ppn LAT S EH TV S A3, EP(5.4), USP29 RTRFCC V THIiR#%
FEDTHWRY., dERBFEEZRADE LT 55, REMHEERT JPC2002 12 LT 12.0
pg/g AT & LT _
(1) a-ra7z=o—LHsWiiEERE

JPC 2002 Tik, Ta-tz2v=n—] 2EALCWS. HE7u~ /77 —%H
W, MEEEEROARy PLYREL 2L, 0BV ELTEY, Zhie-k=
7o u—b 0. 5%LATICHYT S, —F, EP(5.4) T, T(EEHE #BALTHS.
Haruaw 57—, Rfithé& LT RRR o -tocopherol #Ste 4 FBEHOILE
WEEY, FO&EE%E 4 0T & LTWS., USP29 RTAFCC V T, BERZED TV
V. BT, AHBER JPC 2002 [¥EL, @B < ST T7 ok, [RBRO
ARy FEDKEL AR, BoM R, | LBRE L.

EE

JPC 2002 Tik, ks n~= 7774 2L D EELTHEY, EP(5.4), USP29 R IFFCC
VT, #RZa< b7 74 —ICEDEELTWS. £IT, AFIESEIE, JPC 2002
LRUHIK ue N /57 4 —iC EAEREE LE.

—-15-



JPC 2002, FCOETHREINTWH A, AR CEHERAL -7 HA

EAVERE
USP29 R TFFCCV CIIBEIZL Y, da- b a7 x m—/VEFERx A 7)1 1. 0giZ#T L, 0. 10N
KEEL T R U 7 AMEE 1.0l AT E LT3, JPC 2002 RUNEP(5. 4) Cik, g%
EDTNRY, dFa-h2 7o —AFBATNIL, a- 27 ca—L0 6 L0OKE
ERTEF M LENTEY, BMEID b2 7 2o — /LR REINEEESSN. Lo,
[ERPEE | IZERE LR
ARERMEAMS R U BB
USP29 T, [meets the requirements. (BE#ER = 9) | LRE I TV 52, JPC 2002,
EP(5.4) RUFFCCYV TIIEBEFED T, Lo T, THAHERETMY] RO TRE
I ERE LRV
3, JP15 Tik, HRICBRESN T RLTH [EEROBEBEEINA RSV E
EEE307%5, FRI1I04E3HA30H) Iy, FREHINA RTAL VIERENT
VWAREEBEZFBLARVEISRESh TS, AR LBRBICRESLTHRLTE
BHOBEEDT, ERIDHILBANETHDEEZD.

~16—



...LL._.

(Al#R3)

fiD A EON
FIAER JPC (2002) EP{5"Edition) usP29 FCO(5 Edition) |
Jd—1{% od—{k d—i& (EP 54) Vitamin E g—ik
=k d-a-Fa7TR—ILEEE T ATIL 1350 e R e o Y T ) !
BE RRR-~Tocopheryl Acetato d- @ ~-TOCOPHEROL ACETATE RRR- @ ~TOCOPHERYL ACETATE | &% 'nggg;':gh‘fggﬂfé 42~ | PRR- @-TOCOPHERYL ACETATE
 |me~xe mwsmvoBc, sE . ' i
- S, BT =5 e CEptEL oA RE~TRGAS BUROHETGHLE RO~EEOEH, s x3mE0E
. ?ﬁﬁ%ﬁﬂ%ﬁf@g@a}iﬂ; ff\t?ii? ﬁﬁfgg,d',:ﬁgg)‘g DHTCHL. NUREALTTY, Pk |BBd-o-+37z0—/L, BEd-o -3 | THB. KISTE. FLa—LICEGR
5 BAKES /LR [E T H LRI S, BIKTA/—IL, BRRIZETHY  [7z0-AEBLasl i, Pk, 2A0RLA, STFAT—
KIZIF o Ao BT, TN TH—)UIZEET (6% FLRRMRISESGEE TS,

&R 98,0~102.0% 96.0~102.0% 95.0~101.0% 96.0~102.0% 96.0~102.0%

HE-EDEARE  |[FLHEO~#E FE~EOEHE — FRA~EVENE Fa~EOENE

. Al —E#RLECHIRHOEEQRIIE |F—KEn s DRSNS EQRRE |A—EN0eC A EEOEEQRIE
RIHRRARIIN a2, B3 T ) - -
MEFLIE(BESLIE) BmEed - +6.25’ ~+0.35° d-+24° Blk, o RedetEEREiRL. -
_ AR SRS AN Y ORAEL
MEYRTRISo0—  [BERd - B SO AN DOR BLiZEA - -
. EFLL,

HAronwhrdsoq— |[BREET - - FIFERTARS S I—R EHEHA IR RII—
BESRE

Eopik 41.0~-45,0(284am) 41.0~45.0(284nem) - - -

tRlE +24° klLE +24° Ll bk - - +24° LIk

Esi@ Pb&LC 204 e/ellTF Pb&LT 20ppmkl T — — -

B (AS0,&LT) 204 g/gEAT ZopmBL T - - -

o ~hk3a7zA—b

TLC @O AR IR R ED A vk

TLC: SRR M S/ =R v TE
ERHEhoOARybLYRELA L, D

THMRRR- ¢ -Fa7cO—ILEST)

FlA SR &UKREL, MRS, ROy, (05%ELT) EE40UT
B 1.494~1,499 1.494~1,499 - - -
E 0.952~0.968 0.952~0.966 — — -
B RERY - - - -
Btk e . _ Eﬁ)(%it*ﬁh.ogl:ﬁw.mn NaCH 1.0ml ;_TIE;%(H#S}LUEI:MLOJN NaQH 1.0mik,
& BEET — - - 2me/kell T
R BMEwT - — o e -
HEEY mEET - — HEEET —
k- ,|ETOTRT ST — BRI T 574~ HAPOTRIS574— HROOTEIS574— HAHATET 34—




(Bl#E4)

=27 o— )LfEEET 25
alil-rac— o —Tocopheryl Acetate
Bt di-a— b7 xo—
E'4# I E BEg= AT
CHs
CH,
HsC 0 CH3;

CHs CHs, CHs

0
.)§ CHs
HsC Q

CoH0, BTR 41274
2,5, 7, 8-Tetramethyl—-2-(4, 8, 12—trimethyltridecyl) chroman—6-yl acetate
[7695-91-2]
% B AREE, havxzo—EEETXTL (CyHp0) 96.0~102. 0% % E1e,
R AR, E~BEoEWREMEOBSIHET, BNy,
FESRRER (1) A5 0.05g ZEATF 2 —)L 10ml IZEML, EEE 2ml Mz, # 75°C
T 16 HEMET 5 & &, IEWEW~FREEET 5,
(2) A&E, RIMVRRASZ MRAIEEPOBRBEIZEIVRIEL, REOR27 b
NWEBRBAANT M EHEBRT S L&, A—EEO L ZAICEROBE ORI AZRD D,
(3) KFDTF ) —VEIE (1—10) X, HEkdERiRn,
MERERE (D BREEE E)” (284 nm) = 41.0~45.0
DA 0.0l g HREEICEY, K=y ) —NEMATEH,L, IEFEZ 100 ml &
L, RAEZRET D,

(2) B=E nd=1.494~1.499

(3) HE 0.952~0.966

(@) E&B Pb L LT 20ue/g LUF(L0g H48: Bl SMEMER2.0 nl)

B) a=—haTzm—i &0 10g EERICED, ~F¥4> 10n] FERCIZ T
WL, LT3, Blic dl-o-ba7 2 o—LEERER 0.05 g #IEFEICED, ~
Iz, EREIC100nl L35, 2O In BERICED, ~FP2m
ATIEREZ 10nl &L, ARIKRE T 5. MEEUHRBREENEN 101 To8D,
bvx o /EERRIR (19:1) »EREBEL LTHER /I a~v N T 7 0 —%1TH, B
PISIEOEBNER IV 10 cn DHSICER L ZBRZRD, BAET 5, 2
(kg (D oB|AxF ) —AEE (1-500) ZHFCEE LR, Eila,
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o’ -V IADEKRT S ) — VIS (1-200) 2HFCEELT 2~ 3 5HEKE
TBEE, WBEPOH/EARy MIRIETDRIED ARy MM, FHRIEORZAR Y
PO RELARL, POEL Y, EFL, EERICGEEAE LTEB/ n< b7
T4 =BV BFAE 10CTIRMERL-LOEFERT S,

E B E ARERFIIT7xo— BT AT MEERK 0. 05 TOFRBICREY, ©
NENEEATS ) —MZEP L, EREC 50ml & L, RERCERELT 5, #
BROEEREZZN TR 20 ] TOBY, ROBEESFTREI u~ 570
2115, RERUEEERD h a7 20— LB AT LOE— 7 E &, RUH 28
L, BRUTEVEEERD B, :

PR 7o a— BT AT (CHu0.) DEE

Fa 7 < ue—/LEBp A7 VEELORRE () |
— X X100 (%)

B HEOERE (2 B,

Bt

BHE RARLLES  (BlEEE 284 nm)

HSAFCAH bun DEEI o I 74 —FFI TN Y NS Y
A7 o

HFLE HE46m B ISemDRAT L LAEF

B ABE 35CHHED—ERE

BEMR A5 -/ KRR (49:1)

ME ra7zo— BT AT VOREEREAKN 12510725 &5 KRB 2,

BT ADRE KRRV d-a-h37 = o- L iEHER 0.05g 2EATY ) —L
50ml WC¥EDT, ZOW 201 iioE, LROFHUTERIFIZLE, dae-Fa
Txa—/V, ka7 zo—NVEEEATADIEICER L, TS 2.6 Lk
DHLOERAND, 28, LROFMGCERERIC %, R 5 BRI ET & &,
PR 7o AEEET AT O — 7 E S OHMEEREL 0.83% LT TH D,
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(L 5 )

AR EORTERIL (a7 o — VBT 27T )
B (B3, BAIEKSBH, EP, USP, FCC DB EREICRE LT

=g
AARREF(HERE, LLTIP 15) Tk, g baryza—n1] 26 a7z —IE
B AT CEESNE, TRESEL, ARBETR, BRERFLOBALERY,
[FaTzo—AEBEE AT L] & L.
B
JP 15, USP29 B UFFCC(5™ Edition, DAF FCCV) DRMKIEIX, 96.0~102,0%& L, EP(5*
Edition supplement 5, LA F EP(5.5) )% 96. 5~102. 0% & LT3, £ 2T, ARBEIZ
217 e m— UEEEET AT L 96, 0~102. 0% & L.
fEIR
JP 15 Tik, [BE~ZEEBHOFEEOBT, T8V, EP(.5) T, [HEE
EEHAOHERRZMMEDIE], FCC V TIL, [BE&~BENIIREZECOEN, MR MEDHE]
LTS, Fi=, JP 15, EP(5.5) RN FCC V T, BRI DWW TERHIN TS,
BSEMBHRECRE, ERICEREERREE LRV, XoT, ARREIL [E~REDOEH
RREEMED B DIRET, BN L.
FERRRAER
JP 15 BWTREARISED IR #HELTnA. EP(G.5) I2BWTIE, EXHE (IE
XE), RERUERB/n< b7 I 7 4 —%HEL TS, USP29 Tk, REAR, fEtH
ROHAIZu<w b II57 4 —2RELTND. FCCV LBWTRERARR, TAru<w
T 7 4 —ROEEME (BRFERE) #HEL TV, FEBETHE, EREICERES
B T T4—ERALTVS. ZOLD, FAERTIEERE, IRRUELEY
FERREBR L L.
FIERUER
(D) EhiR e B
JP 15 T, 41.0~45.0(284nm) & LT 5. EP(5.5), USP29 RUFFCC V Tk % &
DT, L, BREXED, —EOREERETICODEEDOHERELLRD
t@,ﬁﬁ%iﬁﬁw5ﬂ%tTMﬁ~%ﬁ@MmM<kbt
(2) B
JPB@E%E@L@%&A%T%%ﬁ,WG&LUW%&WHﬁVTMﬁ%%E@
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TRV, AT P 15 28T 1. 494~1. 499 & L7z,
(3)pbE

JP 15 DIBHAEIT 0. 952~0. 966 TH 5743, EP(5.5), USP29 RUTFCC V Tl % E
DTV, AHEEL JP 15 ICHET 0.952~0.966 & L7z,
WELE

JP 15 TiXPb & LT 20ppm AT & LTS, FCCV T, #ATRE(E (Zmg/kg) ASEXE
ERhTwa. EP(5.5), USP20 TII#AEE B T\ VeV, AEEETIE, JP 15 ICHEL,

Pb L LT 20ug/g ki FE&LE.

5) a- b 27 = Tl d BV RENE .
Jmﬁvu,ﬂr%:71u—w1%ﬁﬁbfw5.%@ﬁuv%f§74—%ﬁw,
MMEHEEBDOAR Y FLOREL 2L, 0BV, L LTEY, Zhidea-ba7
=T —/V 0. %EATFIZHEY 35, —F, EP(.5) T, [BSEHE] #BA LTS, FX
s bS5 T 4 — A, ML LT all-rac-a- b2 7 = 2—L a5 5 BED
L& EZES, Fhbiz>n T, ENORTETHOREMEEZREL TWD. USP29 R
FCC V TiX, HEEZREL TWARW, 2T, KEMKET JP 15 IZHEL, EB/u~vt
TG 74—k, THBEOARY FEYRE 2L, Do) LM LE.

[y
¥

B

EE
JP 15 T, i/~ b7 4—icL0EELTEY, EP(.5), USP29 RTRFCCY
T, FRZ v W I974—tEVEBELTWA., F20, AHEEKEEZ, JP 15 &F
L, Ero~v b7 — 2 LBEEEE L.

JP 15, FCCETHRBEINTV24, AER TIIEHA Lo 7HH
R

P15wﬁmrﬂﬁénrwéﬁ,M@é@k&?éb,ﬁﬁﬁmwwﬁﬁwﬁ%a.
EZRD* =7, EP(5.5), USP29 RUFFCC V TRBEINTWVARY, koT, AHEH
FTIE, R EERELR.

SERFIATE, BRICOVCE, MR BT 3 EEAE N BE R Y, BB
CTRETS. BREBETIHEAWNRETIARL, BAECRBERELRETHRETAZ L
o TnD (58 IRERTRNMHAEEREERERL D).

| B |

USP29 T FCCV TIHLEEIZL Y, b2 7 = v — LEE= A5/ 1.0g 2%t L, 0.10N
ABAETF MY U ATHEE LOml BT E LTWSH, JP 15 KU EPGS)TH, #igEE
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DT, B do-ravzpn—i3, ¢ b3 T72m—106MOKBERT EF
MEENTEY, BLI D b7z oA REEINWEEESEY. XoT, BEEE)
FERTE L7220V, |

BRI R RV

USP29 "TiX, [meets the requirements. (FHEZIEET)) LHEINTVDH, JP15
T, bPa7zo—AFBET AT I o2WTHE, SRTHEZEDTWARY., Fi-,
EP(5.5) BMURFCCV TIIBRELZEDTWVWARY, X-oT, [EFHEEERERHY] RO (B
B EERE LRV,

2B, JP15 Tl [EEHOBRBREN A Fo 42 EEEHE3075, FR104ES
H30H] Ty, EREHFIVA VAV CRERTWIREEEZBARNL O EE
INTWS, g, HECERESN TR THLEHOEEOT, BRI HZ
ERVETHDIEEZD.
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-y

o iREEO AR
AIPE JP 15 EP(5™Edition) USP29 FCC(5" Edition)
o~ o1& rac~{& (EP 5.5) Vitarnin E rac—{%
L1=E] Fazzo—/LEEtT 2Tl Fa7zA— LB T AT L
wE all-rac— o ~Tocopheryt Acetate TOCOPHEROL AGETATE ali-rac= @ ~TOCOPHERYL ACETATE "'“'nggggﬁsg\'&”‘fggﬂfé dm@=4 lirres- & ~-TOCOPHERYL ACETATE
mE~FE BIEDHEORT, (THL
ALY TH =L, Fhhis, HARK et s RE~REILRRBOIHN, by
s FRE RIREOET, (CHOIE|L, TTFLI—F ), ~EYErlE (IR BROBLIUIMORIgg,_ o fomzn—, fd-a-+ [ZEREORTHS, KITRE, 7)1
AR EDEBRT 5. Wokza/—nics | SRS BITESR BT, T | aorn—Lwiat PR AR AN ity
G, KIS IR A ST, HEd . RamlI=s . L DIFLI—F LR UBYAC S
i (A B&aYa.
&g 96.0~ 102.0% 96.0~102.0% 96.5~ 102.0% 96.0~102.0% 96.0~102.0%
HENCKZERBRE  (REEb-~HREe FE~TEEOE - B~ 0a Fa~ e
. RI—HEBOEZAICERROEEORER |F—EROLIACREOEENRI |B—RROLCAIcREOBEORIR
FARRAASNL [ EE : e T [Ems B - -
BEH RS ) P tEAaLy - -0.01° ~+001° d-+24" B, o EENEEESR S (005" (BEXE)
SR A GBS AR ORI
mBEOTRT— |BREET - FREEASOARYSORF BEIELA - -
EFEL
Hzoazrdoe— [BEET - - FEEMARRSIT—] FEREMARERIC—]
EfeFEit]
e e EE 41,0~45,00284nm) 41.Q~45.U(264nrn) - — -
FERESERE BEE - - - -
EHR PheLT 20u /gl T Pb&LT 200pmBl T — - -
e (AS;0;2LT) Ry — -~ - -

@ —haPzA—jL

TLC: &GO AR v E 3 B ikD ARk

TLC: B h s/ o h ARk
BEEENMSO AR bR XEFES,

all-rac— -7 0—)L:0.5%ELTF,

FhXRESE S REL DB, DALY, (0SLELF) ZO{OFH: 2040 TH
[EEES 1.494~1.499 1.494~1,499 - - -
HhE 0.952~0.966 0.952~0.966 — - -
Bk MY ErBEE b By - - -
5 75 (503H.0g/=3t L0 10N NaGH 8 (131,083 LO.IN NaOH  1.0ml
R BELY - - I.UmlﬁT) ¢ BAF)
n REET - - — 2mg/kgElF
ERRBETHS ey — - Hiergi-g -
BEEK HEey — - HAEHT-T -
EEi% BAEIOTRT T~ HEIOTR TS24~ HAZOTR S T— HAYORNTT74— HAOQTTST—

(Rl#k6)



HHE1—-1-3

HF B &5 7 4 5 &
T 184982 1H

EAFEAE Pralitii
11— ‘

B BB O R OBENT SV T

ER1I7TE12819BTELEFBHERETHE 121901 352boTEHEED
HEERSIH L TEREZROLNTEB -7 20—V dFERDJAEICRDS,)
R RLEBEEEETFMOBERIITROLBY TTOT, REELESRE (K15
FEHEEEARS) FE23&F2HDOREICESEBMLET,

BB, RERERZEFHOFMEELZ L L DI LOEFBIRO LB TT,

Ln'_ILB“

il a-tavxo—N (dBEERRJAEIZBED,) PMEBEESRICBTER SN,
Ao, HEBEHO—ALEL Y OFERAERICEEND o- b I T = m— VOB 150 mg
FEBIRWES., T2MITBERWEEL LN, ADI 2B ET A LEIX RV,
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