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pKa,=4.40 (N7 T VBEAIVERF SV IVERR) . pKay,=5.36 (F./V VIREFRENR) 2
(6) DL
FZUER L
(7) ZDEDEIRRHE(E
et (al) 2+ 22.0~+ 245" @GAMITHBEELZHD 0.1g. K/Tt =tV )RR
(1:1). 10mL. 100mm) CEFEEETHDDRNEMIFREINTND,) V

2. BMRDDOEERHTICHITDREL
ZUER 2L

3. BYRS DESPEERE
HE TEYNNZXEF Ay LKA OWERERERIZ XL Do
(1) N AR E R HIE
(2) IRARUR AR Y R VEIEE (BIEA Y 7 L5ERIE) @ ## 3400~3300cm?, 1560cm !,
1490cm’’, 1219cm?. 1066cm™ KO 766cm™? 1A ICRINZFRD 5,
() Ay MEOEWRE : (1), (2) RO (3) #8295

4. BB DESE
HE [EYNAYF 2 H)0> 7 LKW DEEEIZX 5.
Whk 7ax 7574 —



V. HAICRI DIEH

1. ARz
(1) BIFZDXA. SMRRUMEIA
o= g | £Y/IAYTCad EYNAYF > Ca EYNAYF 2 Ca
8 lmg [JGJ 2mg [JGJ 4mg [JGJ
y Z <L DT VEREE, y y
e SN VA " YoRE, ABOERRAD
& - AW T4V —T 1 VT 5E mﬁ’g%ﬂﬁfi\gz\gw* T4V T—T 1 VT 5E

\23 \\Z
1u sJ1u

%2 A
— = —
?(m%mé) B :61 EBEx:27 BE:71 BEx:28 BEX:86 Ex:38
EEl =
( mg ) 85 127 251
(2) EHEIDYIHE
Ll L
(3) #@rld—Fr

« EYNRYF > CadE lmg [JG]

SERIAKICREE : EINRYF 1 IG

- EYNRYF > CadE 2mg [JG]

SERIAKICREE : EINRYF 2 2 TG

- EYNRYF > CadE dmg [JG]
SERIAEZZ H5ONT PTP > — b _EITE#E : JG N45

(4) pH, BBELL. #E, LE. BEOERURER pH #%E

BA=1924%

2. HAIDMHERL

(1) BMmS (B DS
t&/\X?%/Caﬁlmg [JGJ
188t HE EYNRYF2)v> 7 LKA 1.10mg

(EINRYF e A LT 1.0mg)

- EYNRYF > Cadk 2mg [JG]
1#Eh HE EINRYF AV T LKAY 2.20mg

(EINRYF e L LT 2.0mg)

- EYNRYF > CadE dmg [JG]
1#Eh HE EINRYF AV T LKAY 4.41mg

(EYNRYF e L LT 4.0mg)
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(2) #H04
- EYNRYF > CadE lmg [JG]
KA. B RaoF>ab)biva—A, BILFY 2. T8IV L, BREBREL R
o¥F>7ubibia—R, ATTYV VYR ULA e aXa—-A, JIVBN) T
. BIKZBRALT AR, JvFooNa Y
« BN F 2 Cadk 2mg [JG] RUOEY/NAY F > CasE 4mg [JGI
FEAKRY, & Raf>7oab)bbia—A, BLFY >, ZZBIgk. 71 8BAIV> 7 L,
RE#EL FoF>7obtibio—X, ATT7YVEBIY 732> A B0 Ao0—R, 7T
YEENY T, BRIZEALT AR AV Oy
(3) =Dtk
B2=192-4%

3. BEE. ABODEMHEICKHTDIER
BA=19A 4N

4. HEIDBERETFICHITDREML

EYNRF F> Ca sk lmg [JG]

O R ¢
SERRE  OPTP/7 )V ¥o—a%

OVAAIE

BRIFESEM - 40£1°C/75+5%RH
RFHIME 1 6 » H
FERIEE - MR, TERNEAER. MUEHER. WA MR BHER. cE25ER
OPTP/7 )V Eo—aidk

ABUEE | MR | BBV | WUERR | Ll | EHEER | oo
s | 0 | @ ® | @ (5) 6) )
s | me | me | ma | ms | @A @s | 1000
1,88 | @s | - | - | me ~ we | 995
3»A® | @& | - | - | m& ~ we | 993
6 nA® | me | m& | @s | EA ~ we | 1002

@\ T Ak
MBEE | R | BESUR | WUEBUR |, | Wi | CEDS
g | O | @ | ® | @ (5) (6) )
sge | e | me | as | b e W& | 1000
1 1A% | m& | - | — | @A — We | 996
snA® | m& | - | - | @& - W& | 1000
6 nA® | e | ms | ES | EH - W& | 1000




(HBae, HEOT7 )V AT —T 4 VT TH 5,

(2) LA EIHIREERIEY | WE 242~246nm ([ZRIXDERA%ETRT .

QEE /O NI T T 1 —  FRBENOEEARY MNIBEBRNSEZARY b R
EDE LU,

(4) 3ERYE BRSO YT INAY F NTH e DN RFERHEN 1.1 KO 1.5 D=7 0
EiX0.5%UTTHD, EINRYFUROLEUADE -7 DEIZ 0.1%U T THD,
Tz2e EINZRYF U PINDOE—T DEFTEIL 1.5%BUTTH 5,

(5) EEF—MHE  HIEMED 15.0% %220,

(6) 15 57, 85%LA L GK900mL. /YKL, 50rpm)

(7) FrED 95.0~105.0%

R EEREm AW IR (40°C, HHEE 75%. 6 » A) OfER. BEOHESIETIT
BT 3IFHZETH D Z EHERIE NIz,

O EmAFRETOLEMHER Y

HERSR  OIREITH I 22 EMHER : 40C/75%RH. 6 n A (B¢ - [ESE)
QIR ITH I DL EMHER : 25°C/75%RH. 6 » A
@ITHT D EMESER | #HEE 120 H1x - hr

ABRIEE MR, MESER, R, BRI BE

SBIEE MEIR HEEAER (%)
I (1) 2) (3) 4) )
SABRBRIARS e 0.01 0.03 0.05 0.12
ORE | 6 » B e 0.01 0.11 0.06 0.26
REE e 0.01 0.05 0.05 0.15
@EE

6 » B e 0.01 0.06 0.04 0.14
30 7 Ix - hr — 0.02 0.03 0.13 0.28
6075 1x « hr - 0.02 0.04 0.26 0.46

O : : i) :

\mr A 0.54

120 51x-hr | @& 0.02 004 | 225 | 094




SBEE EhaEg | cRER ) | BE M)

I B % 8)

SABABEIGH o 99.6 93

ORE | 64A% o 100.7 88
3 » B e 98.9 D)

O

6 » Bt e 99.0 D)

30 Alx - hr — — —

% 60 77 1x « hr - - -

120 7 1x - hr e 97.7 85

(HBa&e. HEO 74 )VIa—T 4 VI8 Th D,

(2) FFigE

TThd

(3) FHigE

TThd

(4) F|iEmY
(5) F|iEMY

(6) 15 97/, 85%LLE (K 900mL. /¥ K)LEE, 50rpm)
(7) FBrED 95.0~105.0%

(8) Z&{E

AERERDO EY N Y F T3 DHERNRFFRERT 1.1 OE—27 D& 0.5%

AERERD EY N Y F T3 DR REFRERT 1.5 OE—27 D& 0.5% M

AERHEROE I NAY F U RO EEEDANDE—7 DEIF 0.1%L T TH %o
HERBROEINRY F 2 PAHDE—7 DEETEIL 1.5%U T TH %,

ZEMEDFME (55 - 17 )VAID AR TOREMFHBRIEITONT (FH) Fakll &F
8 A 20 B ITEEEH I Nz FHERIEE OFHIEIE IR > 7z,

EYNAY F > CasE 2mg [JG]

O MnEREBR

SR . OPTP/7)VI o —ak

@ONTE%
TRIFSRM : 40£1°C/7515%RH
R8I 6 » A
ABRIEE - IR, fERREUER, MR, A —MEER, WHEER, EEHER
OPTP/7 )V Eo—ak

MBOEE | MR | BRAUR | MR | L | B | oo
B O | @] @ @) (5) 6) )
SEEAE | Es | Es | Ea | Ea e HE 100.6
1 »B % | @a | — | — e — e 99.9
3HB% | @a | — | - e — e 100.0
6»B% | ma | we | aEs | Ea - HE 99.8




OFAVA=IE™S
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1 »H% | Ee e — #@& | 1002
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(1) T2 TWERE, AROERAD 7 4 )V La—T 1 V7§ TH 5,

(2) AN ATHEEERIE | KE 242~246nm ([ZIRIROBKZ R .

QEE/ON NI TT 1 —  HENBEDOOB/LEARY MIEEBRNOB/RARY b R
B LW,

(4) EEYE : SRRSO E Y NRY F TR DA R 1.1 KUK 1.5 -7 D
Bl 05%UTTHD, EINRYFURULEIADE -7 DEIL 0.1% U T TH D, &
oo EINZYFUPANDYE -2 DEFTEIZ 1.5% LT TH S,

(5) BEE—MHE | HIEED 15.0%ZBA R,

(6) 15 77fE. 85%LA L OK900mL. /¥ KF)ViE, 50rpm)

(7) RH-ED 95.0~105.0%

RaZERE AW NEAR (40C, HMEE 75%. 6 »A) DR, @EOHEGE T
BWT 3 FHELZETHD I LRI NI,

O EAERETOLEHER

HERSM  OIREITN T dZEMHER : 40°C/75%RH. 6 » A (B - [EEE)
QEEITx I DR EMAE : 25°C/75%RH. 6 » A
@YeITxtd e R | HIRE 120 7 1x - hr

ABRIEE IR, MESER, EHEER, EESER,

AERIEE PEIR FEEEER (%)
ARG (1 (2) (3) (4) (5)
Gt AL EliS] HE 0.01 0.04 0.02 0.11
OE |6 »AK e A 0.09 0.07 0.23
3 A% EE 0.01 0.04 0.02 0.09
QOEE
6 » A% =] AR 0.06 0.02 0.10
@t 120 5 1x « hr EE 0.01 0.04 0.04 0.13




SABEE EhEE | eRRB (%) | EE (N

I B % 8)

BB e 101.0 78

DR 6 » Bk e 101.2 68
3 » A% e 99.9 D)

O

6 » A e 99.8 D)

% 120 7 1x - hr e 100.6 63

(1) TS TWERE, HBEOERAD 74V AT—T 1 »ITHTH %,
(2) FigmE : SRHERDE Y INAY F T4 DX RIFRER 1.1 OE—27 DE(Z 0.5%2

TTHb,
(3) FigWE : SRHERDE Y /INAY F T4 DX R RERY 1.5 DE—27 DE(Z 0.5%2
TTHb,

(4) FigmeE : FRBROEY NS F RO EERLUANDOE—T DEIF 0.1%UA T TH 2,
(5) FigmE : SRHEROEY NG F LN DE—T DEFTEIX 1.5%UTTH 5.

(6) 15 73fil. 85%LALE (K 900mL. /¥ F)LEE. 50rpm)

(7) FBrED 95.0~105.0%

(8) Z%&1E

ZEMEDFMIE [§EH - 717 )VAID B TOREMFHBRIEITONT (FH) Fakll &F
8 A 20 B IZEEEH S Nz FHUERIEE OFHIEIE IR > 72,

O EMR DR EM AR Y
HERSRM : OB TN oZEMHER : 25+2C/75+:5%RH. 6 » A GEY - BAKD
@tiTxtd 2 EM SR | #ERE 60 7 1x - hr/25C/60%RH (10001x « KiiEEeR)
ABRIEE IR, MR, B, EESER

OIEE TR T L EMFER
AEBIEE | MR fEzEER (%) wEER | EEEE (%)
jzict (D (2) (3) (4) 6)) (6) (7
AR PN YN
BHAA R EE 0.01 0.04 0.02 0.11 HE 101.0
6 nH® | #Eg | x&EH | 0.06 0.02 0.09 =] 98.9




QIR T D REMEFER

SEIEE | MR MR (%) GlliaER | R (%)
wE | O | @ | @ @) (5) ©) )
g | EE | K[ 002 | 003 | 0.08 = 100.8

200 | ma | Hmw | 004 | 014 | 062 - 98.8

bochr | EE | KB | 005 | el | 075 - D)

bR | EE | KB | 006 | gl | 122 - ELED)

(1) ZTLATWEREDT )V LT—T 1 VT TH 20

(2) FEigWE : HERNERDOE Y INAY F 1209 DM REFRRE 1.1 OE—27 O&1E 0.5%
TTHd,

(3) FEigME : HENERD Y INAY F 1203 MR 1.5 OE—27 D& 0.5% 2
TTHhd

(4) FBRWE . FREROEINRAY F U RUEEDADE -2 D& 0.1%LU T TH 2,

(5) FgME : HEBROE Y NAY F UMDY -7 DEFTEILX 1.5% LT TH 5,

(6) 1553, 85%LA L (K 900mL. /YKL, 50rpm)

(7) RRED 95.0~105.0%

QUE¥/NARYF > Cai 4mg [JIG]
© ;B ©
SRR . OPTP/7 )V Eo—a
RIFEME : 40+2°C/75+5%RH
RIFHAME : 6 # A
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U
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BB
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Masers | e | me | @e | ma | me | @& | 996
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3»A% | me | - | — | aAa | — | @& | 1002
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(D) YR, AEOERREAD 7 4 )V a—T 1 VT TH %,

(2) BN ORI ERIEE | BR 242~246nm [TRINOA 2779,

REREBIZ7U~N LT T7 1 —  HRBRNSEREARY MIFEBER»H/LARY b &
R AEDE LW,




(4) FgWE . RO EY INAY F N5 HEHRFEFREERY 1.1 RO 1.5 ¥—2
D 2iF05%UTTHD, EINRYF U RULEIHDE—T DEIF 0.1%L T TH
%o Flz. EINRYF U LUNDE—20 DEFIEIX 1.5%LUT Th b,

(5) SEF—MHBR : HIEMN 15.0% %A 722\,

(6) 15 73/, 85%LALE (K 900mL. /¥ KL, 50rpm)

(7) RHRED 95.0~105.0%

Bz AW ILEFER (40°C, BEAHEE 75%. 6 »A) OFER., @HEOTHBTE T
IZENWT IFHRETH D Z EMHEHIZNTz,

O AR AE T DL E M ER 10

aBsRt - OIREITX 2 REMEHE : 40C, 3 »A
QIR ITH 4 DR EMHER : 25°C/75%RH. 3 » A
@XITH T D EMHER | #IE 120 /5 1x - hr
ABRIEE IR, MESER, s, e, BE
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s (1) @) 3) (4) (5)
A BRBRAGHT HE AR 0.02 0.03 0.08
OFE | 3sA% | & | kB | 009 0.07 0.20
OFE | 32A% | m& | K#H | 005 0.07 015
@k |17 ma | ki | 005 0.07 0.22
SBIAE R B (%) e
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BB e 98.2 118
ORE | 3»A® e 101.1 119
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QiEE 3 # AR B 99.7 EBLBHD)
®% | 120F1x - hr e 99.3 108

(D) WA, FAEOERRAD 7 4 )V —T 4 » THTH Do

(2) FE  HRHERD E Y NAY F T3 SRR 1.1 O¥—2 D83 0.5%
IFTH 2

(3) FME : MRHERD E Y NAY F T3 DR REFIRERY 1.5 DE¥—2 D&IZ 0.5%
IFTH 2

(4) FigE : FREROEY NRY F U RO EEDANDE—2 DEIF 0.1% U T TH %,

(5) JRME : HRHBRDOEI NAY F L INDOE =T DGEFEIE 1.5%BLUTTH D,

(6) 15 fE. 85%LAE (K 900mL. /S RV, 50rpm)

(7) FTRED 95.0~105.0%

(8) Z2E(E



ZREMOFHIE (3 « 717 2)VAIDESERE TOREMEHABRIEIIONT (BFH) Fakll
F 8 A 20 B (TEEH XNz FHBRIEE OFHMEIE IR > 7z,

O B DL E R 1D
SABRS - TR T 2 RE MR © 25+ 2°C/T5+5%RH. 3 »H GEY - BIR
Sk B R - B 60 5 Ix - hr/25°C/60%RH (1000IX - KA
SBAEE - HHR. L. EREER. B
SABIEE MEIR B (%) it E %g%/j%ﬁ
- 1) ) 3) @) ) ) D
SRl | ma | Amd | 002 | 003 | 008 | @& | 982
W |3 » A% | @a | &b | 006 | 007 | 016 | @& | 983
20 5 \
205 | s | s | 004 | 010 | 053 . 98.7
. 1307 \
%o |07 | e | ks | 004 | 011 | 059 . 98.1
60 5 \ 0.19

(D) HREDT 4 )V a—T « Y TEETH Do
(2) EmeE : SRBRDOE Y INZ Y F T3 DM ERERER 1.1 O¥—27 D&Eid 0.5%LL

TTH%,
(3) FigWE : HRHBRD Y INRAY F T4 DRI 1.5 D —27 D& 0.5%2
TTH%,

(4) FJRYE  FREROE Y NRY F VRO EEDADOE -7 DEIL 0.1%LAT TH 2,
(5) FRME : FRBROEY NS F LA DE—T DEFHEIF 1.5%UT TH 5,

(6) 15 97/, 85%LAE (K 900mL. /¥ RV, 50rpm)

(7) FED 95.0~105.0%
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(BEHEF OEEM IS
Y /NRAY F> Cas lmg [JG] 12
[T FHERRDEMFREEETRERT 1 R T4 FEDO—EHRIEICONWT PRk 18 11 B 24 H
HEFEEF 1124004 9) ] ITHED,

ABTE | BAEF —MEBEELERE OVRUER)

pH1.2 | BASES EHRBRE 1 )

pH5.0 | #®»7z Mcllvaine DFEEIR
50rpm

_ [l £/ FER pH6.8 | BAEREY HEHHERSE 2%/
ABRSRAT

K HAEF FEEK

100rpm pH6.8 | BAEFS EHHERE 2 )

FBRRE  900mL  BEREE - 12 Xyl
s | Wik a5 T 1 —

- HEEME
E‘ﬁ% BV e e
pH1.2
pHS5.0
50 Heg | BRI 15 SLINICTS 85%LL T 3, U 15 izl
PHib. LB EIE| OIS HERHUZERIA| DB HE+ 1 5% DEHFHI2H 5,
7K
100 | pH6S8
- ERAS R
(50rpm. pH1.2) (50rpm. pH5.0)
100 | — o o . 100 ¢
80 - 80 |
X < 60 L
% o0 B 40 | :
3 40 ¢ o E¥/5R5F > CabtlmglJIG) B o EX/IAFF > CaltlmglJG)
Lot e EEEMA GEA. 1mg) 28 | o MENA GEF, 1mg)
0 0 5 10 15 20 25 30

0 5 1‘0 1‘5 2‘0 2‘5 3‘0
B (99)
HIERFRTH D 15 TI2HWNW T, HEREFI DN | HERRTH D 15 FITHNT, HEREFE| D
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HEHEICHOD, H1 o4 OHEREITEEL | @HICHD. 1 R4 OYEREITHEE L

725 VA
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(50rpm. pH6.8)
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0

B (%)

0 5 10 15 20 25 30
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YA H R HDMEERIE| DO SEIE R D £15% D
#HHICHD., HA RTA ORI EREITEE L
720

HERRTHD 15 DB\ T, HEBEFDE
BB HRHOEERIZ OB EERD+15% D
gFEICHD, H1 T4 OHEREITES L
726

(100rpm. pH6.8)

100 +
~ 80
x
~ 60 |
% 40 ¢ —o— E¥/3R% F > CatlmglJG]
20 | —e— FRHERIA| ($EAl. 1mg)

0 I I I I I )
0 5 10 15 20 25 30
K (59)
HERRTHD 15 7ITHNT, HEEAIDF

YIS HER DRI OSHIEHED £ 15% D
#HHEIZHD., 1 R L OHEREITEE L
f:o

BEHEEOELMEDOHE (FEEHE)

EdE HIE FHIEHEE (%)

i R A W
BRI iE3=] =P 047 )\ | R
(I' m) . I uﬂﬁ%ﬁu (E§7/\X§79"/

P (min) | EHERA @EAl. 1mg) Ca $% 1mg [JG)
pHI1.2 15 100.5 100.5 iy
50 pH5.0 15 100.6 97.0 EE
pH6.8 15 99.4 98.6 by
7K 15 100.3 99.7 by
100 pH6.8 15 100.1 99.5 EE

ERHERIA & HBRRF OB HRZHE Uz & 25, WITNOHEBRFMTHENW TS [HRREERR
DAEYZRREEHBRAT A N1 2] OHEEEITHEEGL T,
PAE& D, FHERFE & RBREA OB HES ORPME R S N,




EINREYF > Cak 2mg [JG] ¥
[MERERRBDOEMFNESEREBRS 1 K51 P FD—HWEITONWT (PR 18E 11 A 24 B
REEEAR 1124004 5)] 1ZH/ED,

BT | BAEFS —elBasEaEiE OV RUE)

pH1.2 |BA%ES BEHARS 1K

pH5.0 | E®7z Mcllvaine DfEERR
50rpm

[l %5/ FBR pH6.8 | BAER HEHHESE 2 )

SHEASlE
’ 7K A4S Rk

100rpm pH5.0 | #D7z Mcllvaine DFEEWR

SERE  900mL  FHEROIE : 12 Xy b)u

OE | Wk ax IS5 7 40—

- HIERYE
s | e R
pH1.2
pHb5.0
20 Hog | BUBBLAIS 15 HLINICFE 85%LL LT B, X 15 Tkl
b0 2 BRI O HPE H RO EERE OIGEHE 1 5% DEHEITH B
K
100 pH5.0
- ABER
(50rpm. pH1.2) (50rpm. pH5.0)
100 100 |
80
S 80}
S 60 | S
B 10 % o
i —o— E¥ N2 F > Caft2mglIG] 5 40 ¢ o UEARS T Catiomel IG)
20 ¢ —o— BEEWA (5EAl. 2mg) K9 | o e e 9 g)g
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0 5 10 15 20 25 30 O . o 15 20 25 =0
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(50rpm. pH6.8)

(50rpm. 7K)

IS HERDRHERA O FITEHERDE15% D
#HHICHD. HA P T DOHERETHESG L

100 + s ° - 100 + . ° —o
g 80 § 80 |
60 ~ 60 |
% 40 —o— E¥NRFF > Caft2mglIG] EE 40 + —o— E¥NRFF>Cafi2mglIG]
20 — o HEEBA ($EAl. 2mg) 20 + e HEEBA ($EAl. 2mg)
0 | | | | | ] O . . | | | ]
0 5 10 15 20 25 30 0 5 10 15 20 25 30
ke (59) B (99)
HIERR THD 15 TN T, HBEREFI DN | HIERR THD 15 72BN T, HEBREFI D

BB HRNEERF OFHEBEHED+E15% D
gHICHO., HA R4 OHEEEITEE L

7z o 7z o

(100rpm. pH5.0)
100 +
80
60
40 ¢ —o— E¥NRY F > Caft2mglJG]

20 + — o fEEERFE ($EF. 2mg)
0

BHER (%)

0 5 10 15 20 25 30
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S HERDRERA O IEHEDE15% D
#HHICHD, A BT DHEREEITHEEG L

f:o
BHZEEOEDMEOHIE (FEHEHE)
g HITE FEEER (%)
TN - _—
BRI iS3=] = i ° 27 )\ | HIE
(rpm) : - ABREE (EYNRYF >
pH1.2 15 98.8 95.9 =1
50 pHS5.0 15 96.7 96.3 =
pH6.8 15 99.6 979 =
7K 15 97.0 94.7 =1
100 pHS5.0 15 994 99.6 =
o ot

ERERIA| & HBRRF OFITEHER L R U7 & 2AH. WITNOHBRFITE N TE [REERER
DAEYZHRREEHRT A N1 > OHEREITHESGL T\,
PIEX D, FHERA & SHBREF OB HESH ORLME IR S Nz,



EYINRY F > Cast 4mg [JG] ¥
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8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

LIVALO is contraindicated for use in pregnant women
since safety in pregnant women has not been
established and there is no apparent benefit to therapy
with LIVALO during pregnancy. Because HMG-CoA
reductase inhibitors decrease cholesterol synthesis
and possibly the synthesis of other biologically active
substances derived from cholesterol, LIVALO may
cause fetal harm when administered to pregnant
women. LIVALO should be discontinued as soon as
pregnancy is recognized/see Contraindications (4)].
Limited published data on the use of LIVALO are
insufficient to determine a drug-associated risk of
major congenital malformations or miscarriage. In
animal reproduction studies, no embryo-fetal toxicity
or congenital malformations were observed when
pregnant rats and rabbits were orally administered
pitavastatin during organogenesis at exposures which
were 22 and 4 times, respectively, the maximum
recommended human dose (MRHD)/see Dataj.




tH g SLEHAE

M

KEDRMNE The estimated background risk of major birth defects
(20195 H) * and miscarriage for the indicated population is
unknown. Adverse outcomes in pregnancy occur
regardless of the health of the mother or the use of
medications. In the U.S. general population, the
estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is
2-4% and 15-20%, respectively.

Data

Human Data

Limited published data on LIVALO have not reported
a drug - associated risk of major congenital
malformations or miscarriage. Rare reports of
congenital anomalies have been received following
intrauterine exposure to HMG - CoA reductase
inhibitors. In a review of about 100 prospectively
followed pregnancies in women exposed to other
HMG -CoA reductase inhibitors, the incidences of
congenital anomalies, spontaneous abortions, and fetal
deaths/stillbirths did not exceed the rate expected in
the general population. The number of cases is
adequate to exclude a greater than or equal to a 3-to 4-
fold increase in congenital anomalies over background
incidence. In 89% of the prospectively followed
pregnancies, drug treatment was initiated prior to
pregnancy and was discontinued at some point in the
first trimester when pregnancy was identified.

8.2 Lactation

Risk Summary

LIVALO is contraindicated during breastfeeding [see
Contraindications (4) There is no available
information on the effects of the drug on the breastfed
infant or the effects of the drug on milk production.
However, it has been shown that another drug in this
class passes into human milk. Because of the potential
for serious adverse reactions in a breastfed infant,
advise patients that breastfeeding is not recommended
during treatment with LIVALO.

8.3 Females and Males of Reproductive Potential
Contraception

Females

LIVALO may cause fetal harm when administered to a
pregnant woman [see Use in Specific Populations
(8.1)]. Advise females of reproductive potential to use
effective contraception during treatment with
LIVALO.

X% < https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/022363s0
15Ibl.pdf > (2019/5/28 77+t R)
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to cause, an increased incidence of human fetal malformations or
irreversible damage. These drugs may also have adverse pharmacological
effects. Accompanying texts should be consulted for further details.
< https://www.tga.gov.au/prescribing-medicines-pregnancy-database >
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8.4 Pediatric Use

The safety and effectiveness of LIVALO as an
adjunctive therapy to diet to reduce elevated
TC,LDL-C, and Apo B in pediatric patients aged 8
years and older with HeFHhave been established.
Use of LIVALO for this indication is supported by
a 12-week, double-blind, placebo-controlled trial in
82 pediatric patients 8 to 16 years of age with
HeFH/see Clinical Studies (14.2)] and a 52 week
open-label trial in 85 pediatric patients with HeFH.

The safety and effectiveness of LIVALO have not
been established in pediatric patients younger than
8 years of age with HeFFH or in pediatric patients
with other types of hyperlipidemia (other than
HeFH).

* < https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/022363s0
15lblpdf > (2019/5/28 77 £X)
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