* % 201841 9 AT (BB120R)
*20184F 1 HYGT

TSRS (R — M D
WHFETEIOHERTZ L)

ok iR
FEFMIR ¢ 34 (AERUIIMEICRLED

[Z2 B (ROEBHBICIFIEELEZWNZE)]

1. AFIORKIITH U BOE O BEERE D & 5 B
2. MR SRR U TV 2 THENE D & B I N K UMRFL i
(Mh, pEM, RAWENORE] OEHBH)

[[RAIZZ (ROBHICIIBE LAV EEZFRERET
B0, BICKHELTRBAICIIEEICHRETSL)]
BHEASIC BT 2 BRI 12 B AR 5N B BFIT,
AR ET 4 T5— NREAEDHTDHAICIE. B LED
DEERNEHNINIBEICOBRIAT S 2 &, BT
BIMRFEN B 5 DN T W, ] (THEMER] OEBR)

(4ERY - 1%1K]

TSNRYF NagE
5mg[NS]

HAIER T INAYF > | AR/ TINAYF >
F U A10mg

TS5 NRY F Nask

AR7e 10mg NS

LR 0%

oy | FRUT L Bng

(18)

FLBkFY. Foeoa |FKR,. hUEDa
FUT U RREINV IS TF T BRI
O—2Z, ERoFIJo|o—X, eRoFxI 7o
Eltivo—2Z, #KY | Elbilo—R, kY
UB—KFEFRVTL, | VBE—KEF YT L,
FIWAOA—=ZHIV TN | IV AT—=ZA BT A,
AFTV VBRI TR | T ®ksk. AF7 U
I [/ AT NN

- 2| % L Jlip ¥
a0 % FrifiiZ BB A > 7L

BOFEE
= —
SEPE : 6.0mm

$Ef% 1 7.0mm
* k| KEZ $e/= 2 1. 9mm FEJE 2 2. 4mm
Hig: T0mg

i o 120mg
TINAZF > 5NS

75310
TINAZF5NS | TINAZF > 10NS
(hEE - FHR]

e I I E
Fietke 3 L A5 0 —)VIiE
(A% - AE]
WH, RAIIETINAYFoF U LAELT. 1 H10ng

Z 13 2 M RN G9 5, 7B, il - EIRITKD
RS 5, BEIEOSHAIE 1 H20mgE THRTE %,

(ERALDFEE]

1. HE#HRES (ROBEICHEEICHETSH L)

(1) HERATEE 32 OWHER O & % 8%, 7)La—)Lih
HOEH (AFIRIICHIEICBYTRE# SN, EHT50D
THEEZELEE2BENNH D, £ TIVa—)ip
ﬁ?ﬁﬁ%bi‘ HUTHRMBIEN & 5 DN TN EOW|ENDH
5,

(2) BEEXIZOMARED H 2 BH RO RMIRIE O Wi
Bl < HNEHREERE AT 2BETHD, £z, HEUTH
FRURIE I PF > TR B BEOBLNRD 5N TN 5, ]

(B) T4 TIT—FREH RNTFT 4 T5— 5%, wEHH
#l 70 ZARY V%), ZaFUBERSTOBEH (K
BUHRMEEN B Sbhed W] (HHEMEH] OEESH)

@ FERIERE TRE OB, BIAEOMiKE (oA hno

EAYIIEY]

% R

5 R

&6 RE
R HE

HMG-CoAE TTEE SRFHEH|
= B8 MfE A AR )
BAERS TSNRIFF MU D Ak
J + P Pravastatin Sodium Tablets
JSINIAFFINazz5mg'NS.
JSINA3FINas10mg NS.

H A EHERG M 0 B
872189
5mg 10mg
IR | 22700AMX00082 | 22700AMX00081
SEAMG IR 20154: 6 A
R 7 B i 2015426 A

T4 —%) XIZFOFREEOH 2 HBHE., EAHME:OMEED
WAROH 5 EE (BBIIRRIEN D S5 b T nE DR
LD 5, ]

() @mmE ((EREAORY] OESR)

2. EELERNEE

1) EHOIC FosmEEEEL., SEME. KEESa
VRATFO—-JVIMEETH S Z & 2R L 7= L TARK O A 2
EEITHZE, AANTIEI L AT O—)VIIEN FE/R R T
H B ENBIMAEIC & < KIST 5,

2 HoMUHRIBMIEDHEATH ZRBEBHEEZITH, EIC
EBENEEC ST - BRSO L EEBROY A7 T 7
¥ —DRBEL T EET S &,

(3) FLHPIInPIEEEZEHMICREL. BT DK
JERED ENBNERICIIRGE2RIET S 2 &,

* () SEfrfEliS. CK (CPK) @&, RIEZ Eb kit o
B8, HIHMG-CoA i@chssE (HMGCR) HifkBRIkss 2 i
T BRIENTEIEESENE I ANF =B 5 b, K5Hhik
BOLEHETAHNHRESIN TS DT, BEFEOIREZ +5
BRI B2 &, B, EMHARGICXOSEENAS
NEEOWMERND D ([HAREWER] OESH),

3. #HE#EHR

(1) REGRAEZ (RAIELTHALZWI L)

BHEREIC B B R IIC B DR 5 N B BE T
FHIE LU T LN EET 30 mFE LD Z2ELN
EHIWIEINBGEICOREEICHAT S Z &,

EHEE | BHER - BESE W - ERET
T4 75— b | ABURERAEEAL & S B | BN T B REIC R
I KUBRARIEDS B 5 DAL T | T BRI R

NFT 4T |0 [EBER WA B | 2580 5h 5 %

S— 1% | 8 O%EB. CK (CPK)

B b RO X
DY BRI L
7F = EREOHHED
B E RO BB I
BHENET B2 &,]

2 fAFE (HAICEETSCL)

EHBEF BRI - 1EEAE HF - BRET
74 75— b | ABRTHRREEAL & 5 B | BHE R 4 B
RAEH HOBRARIED B 5 DILRT | MD 5T, Wi & b

NET 4T |0 (AR (A, B | 512 & O B

S—1% |18 ORBl. CK (CPK) | REEAHE SN TS,
I | B et | L T

Joms o |EBICEEERILET ST
—aFom | <
4. EIER B

ASFV A Aol A5 D IR ] SE BUBAE S e & 75 % S AL
ZHEREL TWIRN,

(1) EAGZEER (BUEAH)

* 1) REUEHBARREE - Wi, DIV, CK(CPK) E5. it

RORPIA70E Y B 2R &9 2 BH0% B
Ho5DON, TN TR BRES O EE R B EEN

HoONBIENBHZDT,

BE5E2PIETHIE,
2) FFREE : #H., ELUWAST(GOT) - ALT(GPT) D |57
LEESITEEND SDNDZENHDDT. BLET

ST,

4 = -

1ol
3) M/MRED - INMIEDRHD S5bNDZ ENHBHDT,

ZOESBEIEEE 2L UEbaliEz1r > 2 &,

[4RBE., B R HIMAE 2 1 5 BEAEM S MBI N TN 5, ]
4) FEMRR - FEMERHRERD 5HDNE Z ENHBHDT,

COXIBHFIFEBIC

ZOX S RS2k Uiy s iliEz

R GTH > TH, FEEA, sk, W, ik X
WEENGED S NGB I3 52k U, BIEEESIVE
SHIDEGE DY EZTTD T &,

(EEAN)



5) SHANF— I IANF—DHEDONLLEOWMEND S,
6) SRENTEMHEIEME S ANF — @ ENTEMEESEE I A

NF—1HBEbNSZ ENHHDT, MEE TN,

REMRD SNEHFICEEE 2L, EYR0LEE
152 &,
7)) REAERE | REREEEDN D 5 bk L OWEN
b5,
8) BEREER : )V — T ABGEMAE, M S5 O BBUEIRAY
HoONEEOREND S,

(2) ZofhoEIERA

M E T B

B B FE5. WB. SRS, £ DFE. ALBE BB, YRR

HiEzs WS Wi, SERR, I D, FHADUR. DN,
HAEARE, IR, SRR, &%

& AST(GOT) k5. ALT(GPT) k5. AFPES. LDHE
5. r-GTPLA. NFHkResR¥E, EVILEC LR
g B BUNLES. MG Ly F=> kL5

B B | CK(CPK) L5, Wirvm. Woes, milbis

BMMER | O, TR DFEL

m & FHERIRA, i/, £

ZDfth JREEMT B, PR, R, IR, Lo, B
WAL, EUS, BUE, RS

H1) BE5EPIETsZ &,

T 2) HEBUT RRIE O RiE R O TREEDY B B DT, Bk e+
WZITWREIZ IR U G2 hIEd 5 2 &,

5. BmENDERE
FERE T, NI X 2RI I EEE L. ElIizim

WREZITHY, BHEOREZBIRL NS, HEIIREGTS

Z & [RERUT AAE DS B D2 < WBEHREEEZH L T

5,]

6. EiFE. ElR. RILFESFADRSE

(1) IR SOIEIR U TW S RO & B NI G- Lz
Z &, ULiRP DGR T BRI U TN,
it OHMG-CoAE iR BHEANC B W T, iR cHiZE
WEROWAD., £ - REICHTEHEKR OB EOEERD
KT ERBFMHRBRESINTNYS, E2tOHMG-CoAiE
TR FERCBNT, Ty MIREERG L EEEITKRE
DOEBFE., b NTIRME 3 » H X TORICIRHA L =856
IR DIEREFTEN D SHONEZEDREND 5. ]

@) BRAPOWANIREGTDZE2lT, POEGTHRET
LR AEPIEEIRB & [Ty P TAITRANOB
INHSEINTNS,]

7. NREADEZRE
ARV, B, 2R, SRSOINRITHT 5 %4

PEIREST. L TR,

8. BALDIEE

(1) ARFEE : ANOVEOESRIIEBICTUET 5 2 &
HINTWBDT, EHICHEZ->TIE. 1HI1EERGDY
f. ABRBEREETDZENET LN,

(2) FEHIZHTES - PTPREOHEANIPTPY — SO L
TIRAT2ESFETHZ & PTPY— FOEKICKD,
N EIATA BEREEARIA U, B3l E 2 U THE
bl R EDOEERAIEEIFET I ENHEIN TN
3),

9. ZNDDEFE

(1) SDFRTY MZTINAZFUFRUTLERE LR
B (10 - 30 - 100mg/kg/ HIEfHI G 245 AR 1IZBNWT,
100mg/ke/ H ¥ 58 (R KEEKRHED2506%5) DHEIZDANF
B D AE DK IR EE & Ll U THRICERD 5N TNDN,
HEIZIZRED 5 TN,

@2 AR TINAYFoFRUTLERG LU FE (12,5
50-200mg/kg/H 5 FEOKT12.5+25+50+100mg/ke/H
1338 ##0) IZTBWT. 100mg/ke/ HR5-EETIRO UMM
BRI SENED 5N TN 5D,

(FEWEhRE]

1. $YFHNEEERR"

(1) FTSNRHF UNafe 5mgINS] & fEHERHK 2, O R
F—N—ICk0ZENEN1EE (TINAYFUF YD
LELUT5mE) R A S FIcH AR B ERR OS5 L Tl
IR RE(LRBEEZE L, BoN-EWEEINS X—%
(AUC, Cmax) IZDWTI0%1E%E X M2 TR EHIEMT 2
fro 724538, log (0.8) ~log (1.25) OMPHNTH 0. Wi
KD EP A R FVEDHER S Nz,

HIEINT A—F BEINT XA—F
AUCo s Cmax Tmax T
(ng+hr/mL) | (ng/mL) (hr) (hr)

TSNREF
Nag# 5 maNS 29.08+15.96/10.30+6.67 | 1.4*1.0 3.9+1.2

PRIERUT 107.46+10.44) 0.08+3.84| 14403 | 41%12

K. 5me)
(Mean£S.D., n=23)
20 ¢
15}
ﬁ ——TS5/NABF U NafE5mglNS |
i —o— FEHERLA ($E7, 5mg)
10 | Mean=*S.D., n=23
-4
*+
&
= 51
0 ‘ ‘ ‘ ‘
0 2 4 6 8
¢ (hr)

1MAEPIREENNCAUC, CmaxS5 D)X T A—F 13, #lp& O
P RIR O LRI « BFRISE DRBRA AT K > TH72 % nlhett
NdH5.

(20 FZSNREYF Nafe10mgNS] & @A 2, 7 O X
F—N—FEICEDENFNLEE (FSNAYFUFRUY
L ELT10me) fdEEm A B I AR B EIRR 8 5 U Ciln
R R (LREEZRIE L, SoNZEYTRENT XA—%
(AUC. Cmax) DWW TI0% 15 %8 X 31 THEsHibT 2
fro =% %8, log (0.8) ~log (1.25) DOHPHNTH O, Wi
BN D AP E IR EVED SR S N 7,

HIEINT A—4 SEINT XA—F
AUC s Cmax Tmax T
(ng+hr/mL) | (ng/mL) (hr) (hr)

TSNREF
Nag#10maNS| 47.98124.61(18.24+ 9.84| 1.2%0.3 43*1.8

PEIEBLAL 159 58+30.2819.0741157] 13404 | 3.7+14

(&e#l, 10mg)
(Mean£S.D., n=20)
30 -

—o—J5/\RAF 2 Nafig10mglNS ]
20 | —o— HEVERLA (FEAI, 10mg)
Mean=®S.D., n=20

M AEFIELE (ng/mL)

Afi] (hr)

IMAEPIREENNCAUC, CmaxS5 D)X T A—F 13, #lifd 0
P RIRO LRI « BRSSO RS K > TH72 % lheft
Nd5.

2. Bl
TSNRYF UNagg 5mgINSI e XTS5 N R & F Nase
10mgNSIiZ. N ZENHAE R HFIERERBRITED B NE T
INAFFF R LAEOBRHBEBICEGL TWD I EN
HRINTNWS,



€331

TINAZFF U AZT L AT O— VSRR O HLEE
FTHHHMG-CoAfE e FE 2B INMICHET S EICX-> T
L ZAFa0—=)VOEEHRENHTT 5,

(B ICE Y 5EEFNMR]

—i% : SINAYFF bU L (Pravastatin Sodium)

{b244 : Monosodium (3R,5R)-3,5-dihydroxy-7-
{(15,25,6S,8S5,8aR)-6-hydroxy-2-methyl-8-[(2S) -
2-methylbutanoyloxy]-1,2,6,7,8,8a-hexahydro-
naphthalen-1-yl1} heptanoate

ﬁ?iﬁ : Cu3HisNaO;

1 446.51

FEE ¢

CO:Na

2R ARIZAB~TFEBAORASUIRHHIEOR K TH 5.

KAL) =)VIZHETF T T8 =)V (99.5)
IZRREITRI N,
ABIIRIRIETH B

(Exik L LDEE]

REMSR®
TSINRYF NagE 5 mgINSI e XTS5/ R & F > Nage 10mg
INSIIZ., il 2 =gtk (40°C, HRHEBETS %.
61 H) DR, BIRMEFEIIBNWT SEMEETH S 2 EMHER
SNz, Tz BRERAERNE RN ERNIGRFAR (BREE
34E) OFER, FMER OGRS IIFKOMMNTH D, SihiiE
2B % 3HEMOLEENTR I Nz,
(@ %]
7S5 INRZ F NagiE 5mgINS]
(PTPEZ%) 10082 1405z (148EX10)
100088 7008 (148¢ X50)
ONZa2k) 10008
7S5 INRHF NagiE 10mgINS]
(PTPEZ%) 10082 14082 (148£X10)
100082 7008 (145 X50)
ONZ k) 10008

€349

D HFdsEpkalatl  AhNERL A ARSI B 2 Bk
2) B HLYUENARFTfESE, C-4560, JEIIFIE (2016)
3)  HFREERASH  HNER eI S Bk

(3CkEEk %]
TR REROANERHC D E X L TH Fitic TaiR F &,
Hprdskpk At LB
T994-0069 PR KHEGEMH - TH3H1 5
TEL 023-655-2131 FAX 023-655-3419
E-mail : d-info@yg-nissin.co.jp

B 3G Wk 52 o

cangEstien

BRI S s ~ TH 3 & 195

51911F



