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Insulin Porcine Formulation
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EZERDETR > Insulin Porcine Formulation
D EFE : CANINSULIN (A007401)

CANINSULIN INSULIN FOR DOGS AND CATS (37255)
CANINSULIN VETPEN INSULIN FOR DOGS AND CATS (65973)

HieEosHaH. EMAUVERES

HBEEOEHA : MSD

eSS : 1-13-12, Kudan-kita, Chiyoda—ku, Tokyo, Japan
BiEES : 03-6272-1099

BFA—IT LA : EHSDATASTEWARD@msd. com

REREBEES © +1-908-423-6000

HERFAER UER_EOFIR

i Po . BE#A

£/ _EDOFIR DOIERRE

2. ERAEFEORN

L&D GHS 7758

GHS D ¥REEEICEZE LY,

GHS S RILESR

NF—FERTEY TS L, FBBMEDEE., N\F—FRT— AV b, FERESETE,

GHS 7 MEICERY L BE WM DEREFEFH
MREL,

3. HRR U ER

LEME - ESYMDORS : IBEY
B4
(A2 CAS S 8= % w/w BIRATRER
£S5
llinsuline (porcine) 12584-58-6 >=0.1-<1
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Insulin Porcine Formulation

&S HWETA: BEES BIEIRETH: 2025/04/14
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Il
4. BREE
WA LHE RWAATZISE . FIBEEIDER~BET 5.

REIZHELBE
RICA-=5H&

RAAATZGE

AMERRVCEREERDR

HEEGHIRER
BREEET SEDRE

EEI Y HHAEREE ¢

RV BN DS ICIXEREETERERIT 5,
FOHEEE LT, KEBBRTHES,

ERD BN DS ICIXEREETERERT 5,
FOHEEE LT, KTIRZ®RFET 5

RFHH Y RGET HHEICITERBETERERIT5,
RARAATGE. BEITHEMELZL,

RV BN DS ICIXEREETERERIT 5,
KTOz&E<TT

HMELZL,

HEMRLICHT DA ERELDIREFLEHY FH A
XEHERES I URMEREZERTH &,

5 KKFDIEFE

)73 K

12 TIX7E 5 AR LVH KH
HEOBIRAEM
HERGEIED
BHEDHENAE

HREITSBEDRE

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H A F

HELZL,
RIBERY~DBREIREICEERETEENH D,
BERBRERDITE SN TR,
WIGOIKIR & BHAREICIE C CHEYGHENFRZRA S,
RAHDBRERINT D=OICKEEET 5.
RETHNIERBEI VT FERKBEN BT,
RN BRESED &,

HIEBRICIREICIE LT BRATFREEZEEY 5.
REEZERT .

6. WHFFDIEE

AMKIZHT HEEFE. RE

BERUVEAREE

RERICHT HFEFER

ZEGRMYFZLDT 4R (HB 1 258) . BAARE

BoHERRICEN B8 ZE3H) .

RIE~OBHZEEITLH &,
REZEHRELTHLG, bNPIEFENELEDS,
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Insulin Porcine Formulation

&S WETB:
8.0 2025/06/16

BEES HIERET H: 2025/04/14
27407-00027 #EYERH: 2014/11/03

HLRAODRUVREDFERD

2

LEFHICIEEDIDEHSC GFLRAHEIEFAILN)TIHE
12& %),

FBRINEEKEREL, UnT B,

FEAZ L K BERTEHVESIE., A BERKIERT 5,

TEERRIM TRIRE & S,

ZEICCENTIBE. MRIRZEZECEOHEYLH LADFHE
EHELT. GABBVELSITT ST E, kRRICERLEE
MERDITRVEFLIENTEZEHHEEICIE. BURLEY
B EY G RHNRET 5.

REYME B TRIRFITRET S5 &,

AEMZERE. BETDIERICE. A EERESIUVEOR
Bt~ TRET S &, TOMBICERSAEHMEICON
THLRHETHD. EORUNERSINLENEHET DLEDN
H%

ASDSDIEB 13ELV152ENT, ABBREIUVED
ERFDEEDY .

1. BEVWRURELDOEE

&Ly

53010
BFr#R, RS
ZERREIRFER

e ok ] 3
BAERE

rRE
RERRESH

EMELEYE

I EBEBLERVRERBEDEDR ENERESE,

B HBREBDT CTOHMERT %,
BISBERAEOKRICEDE, EXEHORBESLUREHD
EITHREICHVERYIES 2 &

RNUCEEYEHLEL. RENOBREZR/NMRICT 5L 5F
B9 %,

[ &1l

BEOERAPICIEEZME~DIEIL EDURENHDHE L.
FEEBROELIZTA ISV VI VATLAELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERUVBREEZILT D,
FERINF-KRREBERT SENEET S &

27U TADPRMEARL—aVClF, ToP2=7a
vho—)L, BULGEARESRE. BULKRRLES K VE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Ea—%8T0ELNHYET,

BYESRILDDWVEERRBIZANTE
ZEDREICK-TRET S,
ROBEFEEE V- L LITEE LA
EER AL F
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&S WETB: BBES:
8.0 2025/06/16 27407-00027

BIEIRETH: 2025/04/14
#EYERH: 2014/11/03

REGRHBRAEMH BSGEVME: FMRGL,

8. (F<HMMIERUVREHE

ERRBICHE T IRAHNRBRE/FHFRRE

5 CAS &S 512 (BRER | EERE/REE | HA
&) #E/HFERRE
I Insuline (porcine) 12584-58-6 | TWA 3 ug/m3 (OEB 4) | M&p
Bl 1 5K D RHPREZEETLHICREVLGI T YV ITEEL LU
ERMEERALEY (B, BBRN/HGVI 1 v 7 iRER
1) o

2. REEPLVRBEZRET S0, 20T
TEBIIREHRETICIVYERESN, WP EZICHULEESL
SLELHYET,

BETOIHSLUVEETELVIY 7ADEAYDBE %
Br<¢S5 AT, BEYOERISEUGIIFIEMABEELLY F
T ., A—TF T4 RMEIT A R),
A—Tono Ry E&IMELET,

RER
IR F{RER D EE. FRAREREIVELL,
FORER
o= D EAEFE
e D FRAECETERATAIEERHLEL LS,
IRDRER YA RU— L R EREREL LET—VILEBERT 5,
EEIEEL LCIIEZERICROSVVMRE, S X+, T7AY
L ENRET ZBEEIE, BYLHAIT—SILEBERT S,
BLA. SR, 3LKEFI7OVICENERES LIRS
AREMA HDIEEIE. 7T —RP—IL R LLIEFDIELID
INITz—RBOTOTFIoavEBRALEL LS,
EERUVEBADZRER AZT74—LEHELIFERERI—MEBEALEL LS,

MEENBELLEZWVWESIC, EESNDIFZRVIZEDE, K

EBOSA—AVbrFEMLTERALELLS B, RU—T

|/J‘J IJ0y, RFR. FOMETR—YRE)
ZINF-AREHED HEHKRRER CIHEXBEY L AETIT-

’C (&L,
9. MEKHRMERMNEE
YIEIR BAR
& FIHRTA4 b
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&S HETA: BEEE BIEIRETH: 2025/04/14
8.0 2025/06/16 27407-00027 PE{ERA: 2014/11/03
=N mE
BELoLE0E)E T—AHL
s ERE A T—ARHL
530 5 X HBE A R U 5ohe & ] 100 ° C
AT (BA. &K L
aERE GRIR) FT—AHL
IBETEARWER LRR . AIARR
IRREFEDOLER/AIRER @ T—42%4L
&
IREGHEDOTR/ AIRTRE : T—427%4L
&
5l K= F—AHL
NERE FT—AHL
pH 7-1.8
BRERE F—AHL
BAFENEE F—AHL
FhE
EFE (BhELMEER) F—AHL
BRE
KBt i
n-A49 4%/ —)L/ KNERIZRH Y
(log &)
RRE FT—RHEHL
BERV/ XIIHEANZFE
HE 1.004 - 1.007
BE T—ARIL
R T REBE T—ARIL
IRFEEM IBEMETL
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Insulin Porcine Formulation

wES  ®ETA: BEES: AIEETE: 2025/04/14
8.0 2025/06/16 27407-00027 #EERLB: 2014/11/03

BAL S ARSFBIENE E LTEHES AL,

578 F—8%L

ML

S F—8%L

10. REMRURGH

Rt RIGHBRE LTRABEALL,

fLspm Rt EEORETIHRE.

BIREER G TR BUOBIERERET 52 E6B 5,

BB E &M KR L,

BRARNE B AL

BIRAEL HBERY BRAELHBRERDIFHEATLAED,
1. HEHEHR

AIREMED % S REZBOFER

sk

A

RIS

{EH
RIZA-=-1H&

FAMRELERICEDCRYDETELL,

5% 8

Insuline (porcine):
"%ﬁ%ﬁ(%@%@ﬁ%)

RREEE Rkt

LD50 (T v F): > 36 mg/kg

FIAREAERICEDCRYDETELL,

H5:

Insuline (porcine):

lli#=

F—RHL

RIcxd 5 ERGREE RRIRKE
FIRARREABRICE ISR Y NETEALL,
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oA

Insuline (porcine):

[l L T—anL

FOR 2% REAE 14 I3 B2 8 At

BB

FIRAATRELIERICE DR Y DFETEALY,

MR 2R R 1

FIRARRERIERRICEDCBR Y DETEAHL,

SiEMREREAY

FIFAREERICE D KRB YSDETELLY,

B4

Insuline (porcine):

in vitro TOEEE%E D HERAA T MEYERWSEIREALT EHER (AMES)

TABMURT L Salmonel la typhimurium
7% OECD RERAHA FS4 > 411
R 2%

REEA A 71 in vitro 2BAEEHRER
TRAMRTL: FrA4 Z—XNLRY—fifHiE
Hi%: OECD SHERA A K54 > 473

R 2

in vivo TOEESHE © HERA A T in vivo /IMEEER
ety &8
Fi%: OECD HE&E A A K54 > 475
R 2

HEMRERRNE - 7TEAA 0 BEAASECEREAREARATERE L THET S LIETER

vk LY,

EHAHE

FIFAARE R ERICE DK R Y NETELLY,

B5:

Insuline (porcine):

2 Iy b

B ERER KT

i 25 i R D28

LOAEL : 180 pg/ke
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Insulin Porcine Formulation

IREE WETA: BEES BTEETH: 2025/04/14
8.0 2025/06/16 27407-00027 PE{ERLA: 2014/11/03

"%ﬁ&ﬁ-?txxyh L EHMOEEMEMSLTEHE . RAAMMEL LTHEIAEND

HEEE

FIFATATREERICE SR Y DETEHL,

7%

Insuline (porcine):

BERICRT T e . RERA A T 2HEEES / WHIRERE

B ovhk

52 BER
4 5EH: NOAEL Mating/Fertility: 360 ug/kg
fEK: ZREICHEREL,

FERNESREN (BEIETCER)
FATRELGERICEDCRYDETELL,
FERNESREE (RETCER)
FATREGERICEDCRYDETELL,

RERSEH
B4
Insuline (porcine):
i DT w b

. 5.8 mg/kg
BREERK CORA
g 25 A 6 58
fiEAR D EmEE
2 . P1%

. 0.64 mg/ke
BREZ® O RA
iR & A 648
fiEAR D EmEE
i Iy bk
NOAEL : 0.085 mg/kg
BREER KT
A% 55 o ] 1 #A8
2 N
NOAEL :0.07 mg/ke
BE5ZK KT
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IREE WETA: BEES BTEETH: 2025/04/14
8.0 2025/06/16 27407-00027 PE{ERLA: 2014/11/03
||i2=esrs 1 78
BzAEEN
FIFATATREERICE S CBY DETEHL,
ARz T 2RBHE
5%

Insuline (porcine):

“wx

fEIK: EMAE, &EH, RS T, BEE HES DEFE ST
&, EBh, BMREOLE, WFREH

12.

RERCEER

EREEE
F—a1L
B - SR
F—a1L
RN
F—a1L
e Loloted
F—a#L

T VE~ADREL

=
toEERE
F—BHL

13.

BELOIE

BEFE
BRBEED

BRBRRRUVAE

75 BB AEDREHE WL T B,
REMETKABFH L TGS,

EOBEHRE. UHAILFEEEZEDEHIZ, BRI
BEEDUEREICRTT 5.

FIHEEANEWMES, RERAGRELTHEET 5.

14.

WX EDTE

El IR
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&S HETH: BEES: ATEIZRETH: 2025/04/14
8.0 2025/06/16 27407-00027 #E{ERRB: 2014/11/03
f=_E #m3% (UNRTDG)
EEES A
EE#%4 (Proper shipping JEsH Y
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) L
A EE#, (Packing group) LS
S AR)L (Labels) LS
REAEH JEzY
finZ2#65% (IATA-DGR)
UN/ID &S (UN/ID number) LS
EE#ix%4 (Proper shipping el
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) el
A EE ) (Packing group) LS
S X)L (Labels) JEEL S
WaEr (EYH) (Pack- S
ing instruction (cargo air-
craft))
WalER (REH) (Pack- JEEH
ing instruction (passenger
aircraft))
i _E #iz% (INDG-Code)
EEES |
EE#i% 4% (Proper shipping JEER L
name)
[E#E 5> $8 (Class) el
BlRfERRE |
BRFR e
NI JEEH
EmS a—F o JEERY
BETEME L - kD) ¢ EREXG

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FICX A [XBAME S HEEME (BN - EFZY)
s SN REBORERICIFIEKSH,

E R

EnHEDERF L. BHE 15 22HT 5,
DR EER

[
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15, BAZES

B kR

HBEE

B, IBERRMICEZS LAL,

LE&

HELEME. BRILEVE. BAFELFMECKL LA,
HERLR/EE

BESKZBUEZIhIEED

EHE

BEDHAEZHIREHEY

EHE

REEER LR ARME

EHE

ZERMORO Shi-tEME (BFLEmhHE)
EHE

EZRREOBOShI-EEME (FHREHIEEHE)
EHE

AMELENMITREBRMRVEEY

EHE

BMEERTIREERVRUVEEY

EHE

BEREEELFYE GGEBRSMERDIE 59450 2)
JEEZ Y

NARMEME (BEBRLSHERAELTT£D2)
JEEZ Y

HEILFMEREEFHRA

JEELY

P HZ TR

JEELY

M7 ILE)LendhE TR A

JEELY

FRBHPEFRRA

JEEZ L

11/13



REF—5y— b

Insulin Porcine Formulation

€3 MSD /) e

hR&E= HWETH: BHEES ATERETH: 2025/04/14
8.0 2025/06/16 27407-00027 #EYERH: 2014/11/03

FBMREMEZXETE - ARE— BIRY)
e

B R URIYERSEE

JEER

LB HEE TR REE

e

EBEHARRE

JEER Y

R RIFEHE

JEERY

iR eiE
fEEME L TRE SR TUOVED

mziE

fEEmE LTREIShTOAEN
BESEERVBLLEONLICEY 5&F

(£ 5 FE A% : EHIAMBE(ZIEEZ S LA
ERRLITpeS DOBEFEMEICIEZY LG

R B UMl f S ER ik

FREE MG (B - BAGFA)

JES% Y

HEMEREEHERE E@E - @A)

JES% Y

BEVOLEBRVERICEAT 5%E

EEREY
CHEBORSIZDOVWTEEA RV M) —~DEREIFR :
AICS CORE

DSL N

IECSC LR

16. EDfthtER

5| B >Rk D BHEHT—4. EAME SIS IZE DI T—% . 0ECD eChem
R—R2ILE X UERMIEEMER http://echa. europa. eu/ DR

FRIER
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hR&E= HWETA: BEES BIEIRETH: 2025/04/14

8.0

2025/06/16 27407-00027 #EYERH: 2014/11/03

LEIN—=U 3 U ERSNHEBFIAXE T 2 KR TRART SN TLET,

Bit7+r—<v k . #/HB/H
ZDDIEEEDE X

AlIC - =R FSUTDIEFERSA AU RY; NTIT - TS DILEREHEME, ASTM - K
E#HERFS bw - KE OR - A, ZEFRHE. £EEELIHLESNHYWE: DIN -
FAYRKRHEELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDIERESE, InS - REKOR TP
—JL; ENCS - (LT EDEEFLEME )R b ErCx - FED XWDOREERIFTEEZEZ ONDHK
RE; ERG - BRMICOF5|E; GHS - HRAFM AT L GLP - HERERRE: [ARC - ER
NATREME, IATA - EEMEEERS, IBC - BRIEFERKDESHEEEXD-HOMMDIEE
EUREICEY 5 ERRHRAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE: 1ECSC - hEIHR
BleEYELE: INDG - EfELAERYRE IN - EBRESHE: ISHL - FsBRE2/EE
(BX); 1S0 - ERR#E{LH#E:. KECI - BERFLFEMESRE, LC0 - 50%EHILRE: LDS0 -
50%EStE (FHESLE)  MARPOL - MM & BB DMILD=HDEFRERI: n.o.s. - I
MBNATSIN TSI DZEFRC: Neh - FUREI NOAEC - |EEZMHZEIRE, NOWEL -
BEEMRZELAL, NOER - BEEEUHZEAF/EIS NN - A5 a2XRA NTP - RKEER
REMTOTFL; NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiHHFFKEE, OPPTS
- LEMEREN - AFEWHLLE; PBT - #oRMENE - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) HBEFEMEE, REACH - LEMEDEF
#%. &Tfi. B WH KL UEEHE (REACH) (ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5#Z
mE; DS - R&T—42— b, TECl - 2 A ICEEREDOIEEMED A RN K1) TCSI - BE{E
EFMEA R M) —; TDG - EIEYE#E, TSCA - HEMERASE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRVIIERICESERNE. WIS - EXSEKRE
EUEMERR AT L

CORET—HI— FQUT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BEOREDHH. FH. RMESDLETEETHLLHHLIEZLDTT,
AEHRIT. HROZEGHREV. FA, LE, KE. #@X. BEERVRRICETSIAIFURE
LTOAEHESNTEY . WHEIRAREHEREELT LOTEHY FEA, RIERIE.
SDS DEEFZICTR SN TV ARHESNEHAICETILOTHY . AZARMN/MORGZ LBAE
HET, XETOERPTHEASADIEE, AXRITERNGVRY .. BRICEIES A VATRESE
AHYET . AEGOFEABESFMICEVTIE, AERRVHEFHEZERT 551, FRES
HMOFBRHEMIIE T L5XURBOBEINLEMEEH T, FRAERMUOERY 5HETORENIKR
[CHEFEARBRDEK, FH, WE, RCREICOVT, BREVET,

JP / JA
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