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Insulin Porcine Formulation

RS WETA: BEES: AIERET A: 2023/12/07
1.0 2024/09/28 27407-00025 #MEERCA: 2014/11/03

1. (2R 2 USSR
{EZERDETR : Insulin Porcine Formulation

fth D E F R . CANINSULIN (A007401)
CANINSULIN INSULIN FOR DOGS AND CATS (37255)
CANINSULIN VETPEN INSULIN FOR DOGS AND CATS (65973)

B0t 4H. EFRRUEHEES

HisEDLRM . MSD

=30 . BER REAT™ fask 810 MSD #kX=tt FEIEIH
BEES : 048-588-8411

BFA—LTFLAR . EHSDATASTEWARD@msd. com

RRERERES : +1-908-423-6000
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HERE D BERM

EALDOFIR ST

2. BRAFHOEN

L2 D GHS 55

GHS D ¥EEZIZEZA LALY,

GHS 5~ LER

NF—RERTES RIS L, IBBMBOSE, NHF— RRTF— F4Y b, IEEEEFRE,

GHS BT LT LMt fERB EtE
R Lo

3. MRRURSER

EZME - EEYMDOX . REY

5

[d=2E CASEE A= % w/w BRATRER
ES

Insuline (porcine) 12584-58-6 0.137 -
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RS WETA: BEES: AIERET A: 2023/12/07
1.0 2024/09/28 27407-00025 MEERBE: 2014/11/03
|
4. HRBE
A LI5S RWAATZIGE ., HIBEEIDER~ABET 5.

REIZHELI-5E
RICA-T=-&H&

RAAATEGE

AMERRUCEBRMEERDORK

LERGHIRER
WRHEZY 2EDRE

EEICx Y SFATIEEE ¢

EERDBENDISEEICEERMETERERT 5,
FHHEEE LT, KERBRTHES,
FERABRENDISEICEERMBETEREZIT 5,
FHEEE LT, KTRZ®REFT 5.

RN DY MG T 2BEICIIEREETERERTS,
A AATIEE . BEBICHAERZL,
ERANBENDISEEICEERMETERERT 5,
KTeOzk<TT

R L,

HEMGLITHT SR LGRELDIBERIDEHY FEA,
XEHREBSSUMEREZERITAH &,

5. KKBDIEE

B Y73 H K F

2> TIXR R LVE KA
HEORIREEN
HERZERIEY
BEDHXAE

HRETSEDRE

JKIE5E

it 7 )L a—ILiasH K
ZBtixZ%x (C02)
R H KA

HMEGZL.
RBEEBRM~DBRBEIREICEERETEENH D,
BEERBEERYIEE 5TV,
BIGOIRR & BHDIREKICE C CEYIGHEKFRZR LS,
RABHDBERERANT D=DIZKEEET S,
RETHNIEREEI VT T2 NKBEI ST,
REghoBESED L,

HAEFBRICEBERISELT BIEXMTREEZEET 5.
REEZERT .

6. RHFFOEE

AMEIZHT HEEER. RiE

BERUVREREE

REBRICHT HFEER

ZEERYFZLNDOT kN4 R (HB T 258) . BEARE
BnREFEICEY (HE8ESH) .

RE~OBHZEITLHZ &
REZEHERALTHDL, ENPIEFERZLED D,
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Insulin Porcine Formulation

RS WETH:
1.0 2024/09/28

BEES: AIERET A: 2023/12/07
27407-00025 #MEERCA: 2014/11/03

HLRADRTRHEDAERDY

2

GEHEICIEEAIDESC FHERADEREFANN)TRHRE
I2&3),

FRINF-REKEREL, Und 5,

TRHEMNE L CEUIRTELZWGE X, A BBREKISERT 5,

REMEGRINAS TRIREE S,

ZEICCENIEE. WREZELFOEULGH CADFE
FELT. BALHBWVEKSICTEHIE, BHRBEICERALEZE
MERDITTRVWEIFRIENTEEESICIE, BURLT=
BEEULRBNIZRET S,

REYE EEYRRIEITRET S &,

ABSEHRE., BETDHEICIK. SMAFEEAEREIUVEDR
B> THIETZ &, FORBICERSIAEDEIZON
THLRBETHD, EORUNERAINEIINEHEET H2HLEN
Hbd,

ASDSDIERB 13HELVLI5ZHENT, ABEABAAERSLIUVED
ERFIOEEHY .

1. BEVWRURELDIE

v E A

Pt E xR
BFrgR, £HBK
ZERREIEER

e ok ] 3¢
A K

rRE
REGREEH

EMEZEIEYME

F<EHLEERVRERBDEDRFENRESE,
BULBREEEO T TOMXMEAT 5,
BISBRERAEOHKRICE DS, EXEHOFESLUREHD
EITHREICHEVERYES &

FNOREMZHLEL. BEAOKREZ&H/NMRIZTEEL5:E
295,

E& 1L %
BEOFEAPIIEEDE~DIE EOTRESENH I BEIE.
TEEBOELICTA ISV VI VRATLELUREV ¥
D—%BREBELTLEELY,
FRPIEISBERUVEEEZZILT S,
BEIN-KRISBFERT IANCEKET S L,
27T 4 DHBHEARL—avICFk, ToP=F7a
vha—)L, BULEEANERE. BUGKROLES X UE
ZEFIE. EXGLEER. EZERLEERTOEROL
Ea—%80ELHYET,

BUESRILODNERRIZARTE <,
ZEOREICH>TRET 5,
ROBIFEFAE V-S> L LITEE LA :
BB L F
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Insulin Porcine Formulation

RS WETH: BEBES:
1.0 2024/09/28 27407-00025

AIERET A: 2023/12/07
#MEERCA: 2014/11/03

RERBFHRVEMH BSGRVWME MRGL,

8. [F<EMILRURHEIEE

ERBREBIZE T IR BRERR/HFERE

5%) CAS &S IR (RBER | EERE/REE | H#A

i) B | FRRE

I 1nsuline (porcine) 12584-58-6 | TWA 3 ug/m3 (OEB 4) | K&B

R 3R D RHREZEEYSICRENLGIOCTY VIERBLY
SERMEEALTT (B, BESHLGWVI A v 7 RER
1)
B, KXEBFIUVRRERET SO, £T00=7 )Y
TERBIRFREICEI YRS, GIP BRICHVERS L
SRENHYET,
RETOMFES L VEEBTEGVIY T ADEEHNOBHZ
ECOAT. BAEVOERISEYGHNFRMADELGY F
¥ Bl. =TT A RWEIT /A R),
F—Tonor)oyERIMELET,

RER
IR FRRER BE. FRAREEIVELL,
FNRER
e 3R FR
&% FRAEAETCERIAIEERIFLELLS,
IRDRER Y4 Fo—IL A EREREL LLFT—YILEFRAT S,
FEEEREL LFEERICROSIMRE, S X, T70OY
W ERRET IR, BRI —JILEFRT S,
MLA. SR, HLLEI7RYVILIZENEESLSIND
AEEEAHIBEEIE. JT—RXL—ILFE LLIZFDIEHLD
ILTz—REOTOTFo o avEBERLELLES,
RERVEARDR A=ZT74—LB LLIEEBREAI—LEFALEL LS,

MEEANBELLEZWVWESIC, EESINDIFZRVIZEDE, K
FEOH— AU rZEEMLTERALELLS (Bl. RY—T
Lyy, 270>, RFR, FIMETR—YRE)
BEINAEEDOHIKRER CEEITEY L AETIT
TLESELY,

9. PEMARTLENEE

WK RE BAR
& FIHRTA b
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RES HETA: BEES BIEIRETH: 2023/12/07
7.0 2024/09/28 27407-00025 #EERKR: 2014/11/03
=R me
BL\oLEWEDE T—R%EL
BhE S EE A T—R%EL
36 m LH) B8 B UN5Hb i & ] 100 ° C
Al (BAR. &IK) JEZY
AR GRIA) T—R%EL
BETRARVERLEBR AIHRER
IRFEFEDO LR/ aAIRER @ T—4274L
{[E]
IRREGHEDO TR/ aIATE : 7—4274L
&
5l KR T—R%EL
DERE T—RL
pH 7-7.8
EFEIRE T—ARL
HARFEIMEE T—R2%L
FHE
EFE (BhRAMEER) T—R2%EL
BRE
KB M A
n-A49 %/ — )L/ KHERIZRK JEZY
(log &)
ERE T—R27%L
BERUV/XIFHEANZE
tb=E 1.004 - 1.007
BE T—R%EL
XA REE T—87%GL
IR IERMELL
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Insulin Porcine Formulation

BES A EEES: RIEKET B: 2023/12/07
1.0 2024/09/28 27407-00025 #MEERCA: 2014/11/03
B AL L ABREBEDEL L TRABIARL,
$FE i
ML
HFHA X i

10. REHRURIGHE

RIS D R E LTIEREIAAL,
LR EMS D BEDORETERE,
ERAERIGATHENE D BOVRBIERIERIGT A EL DS,
BETBHREEH DORRAL,
RERERYE D BRI
fEREE LN HRERY D RBRESLSBERMIEIEM SN TULVEL,
1. EFHEEH

AREMED H 5 RBRFEDEFER © |A

RS &

EH

RBICA-=5H&

AlStE
FIARTRELERICEDCRY DETER,

B4

Insuline (porcine):
"%’E%’l‘i (Z Dt DFFER) © LD50 (v k):> 36 mg/kg

REREE /R
FIATRELERICEDCRY DFETELL,

B
Insuline (porcine):

Ilis= D F—akL

RBIZx9 5 ERGBRETEIRRIBE
FIARTRELERICEDCRY DTSR,
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Insulin Porcine Formulation

&S METH: BBEERE: AIEIZRETA: 2023/12/07
7.0 2024/09/28 27407-00025 #EERLB: 2014/11/03

B

Insuline (porcine):

"ﬁﬁ%‘ D T—A1L

PO 258 R 1 T (3 B2 8 TR 1

RERES

FATBELIBERICEDOCKRYDETERLY,

PO 25 B 1

FIFAATRE A IERICE DR Y D ETEAL,

4ATEMRRERRMY

M ATRELIERICEDOCRYSETERLY,

B4

Insuline (porcine):

in vitro TOEEGEHE D HERA A T MEMERA VS EIRRARETESER (AVES)

TR MR T L Salmonel la typhimurium
7% OECD HER A A K54 > 411
ER 2

SRERA A T in vitro ZBEEERER
FAMRTL: FroA4 Z—ANLRE—[HifElE
A% OECD HER A A K54 > 473

R 2

in vivo TOEEEM . ERERA A T in vivo /IMZEER
fmpa R 588
Hi%: OECD HEEH A K54 > 475
R =

HIEMRRERRE - TR A ¢ BASNECABERREARAZTERE L TRET S LIETER

vk LY,

BHAM

FIATTRESIERICE DR Y RETEHLY,

D%

Insuline (porcine):

L D 2wk

BE5Z®R . KT

IR E= A% A

LOAEL 180 pg/ke

7/13



R&T-—%—t CIMSD /A
Insulin Porcine Formulation

RES ETH: BEES: BiIEkETA: 2023/12/07
7.0 2024/09/28 27407-00025 #YIEYERLR: 2014/11/03
"%ﬁ/u'l‘i STERAV K D HHMMDEEMEN ST R E. ENAMMEL LTHEI AL
EhESEY
FIATTEEIERICE DR Y DETEAELLY,
5%
Insuline (porcine):
HIRICK 4 D5 E D HERAa 4 T ZREEN / VHIERE
B Sy bk

BB BIER

45 F3: NOAEL Mating/Fertility: 360 pg/kg

fEIK: ZRBERICEEEL,

HR EESIUVNEERE~NDEZEN TN EAHIBAL 1=,

FERMBSBSTE (BEEIXCE)
FIARTRELERICEDSCRY DETER,
FERMBSBESTE (REFICHE)
FIRATRELRERICESCRY DETER,

REREEN
By
Insuline (porcine):
T2 A

: 5.8 mg/kg
BE52% O RA
YA 6 48
JiE 4K D {Emn¥E
2 YL

. 0.64 mg/kg
BE5Z2% o RA
i 22 B R . 6 ~H
JiE 4K D {Emn¥E
Fi:d RV S
NOAEL . 0.085 mg/kg
BE5Z% . KT
A 1 #A8
T2 N
NOAEL . 0.07 mg/kg
BEZ2% . KT
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Insulin Porcine Formulation

€ MSD [} e

e WETA: BEES BTEIHRETA: 2023/12/07
7.0 2024/09/28 27407-00025 #E4ERKAR: 2014/11/03
RS 1 %8
BzAEEM
FIFATRE A ERICE SR Y HETEAL,
AMEIZHT B2 RTHER
5% 0

Insuline (porcine):

“wx

K EMAE KH, RR RBTF BB HER BEF ST

& EBh, BREOLL, HRkEH#

12.

BRIEEER

£ it
F—a#HL
BE - SR
F—aHL
CL S 310
F—aHL
L OB B
F—a#iL
*V UBAOEEYE
IRy
moEERE
F—aHL

13.

EELOIE

BEFHE
EREEY

FRARBRUDE

A BB AEDREF I WNLST B,
BREMET KA LT GE 5L,

ZEORBE. VHAIILEREIREO-OIZ. BRIZZIT1-

REYDEREICRET S,

FIHEEANEIMES., RERAGRELTREYT D,

14.

BELDIE

B AR
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Insulin Porcine Formulation

€ MSD [} e

&= HETH: BEES: AIEIZRETH: 2023/12/07
7.0 2024/09/28 27407-00025 #EERB: 2014/11/03
fes_E #43% (UNRTDG)
EEES El
EE#x 4 (Proper shipping ey
name)
=& 5 %8 (Class) |4
B fE& T (Subsidiary risk) |4
AEFEMR (Packing group) EZY
S AR )L (Labels) Y
RIEAEN A
fin 22k (IATA-DGR)
UN/ID #% (UN/ID number) e
EE#% 4 (Proper shipping ey
name)
E&E 5 58 (Class) %S
B fER&E T (Subsidiary risk) %S
B 285 M, (Packing group) Y
S AR)L (Labels) JERZE
waEr (%) (Pack- FEFH
ing instruction (cargo air-
craft))
WatEr (REH) (Pack- FEFH
ing instruction (passenger
aircraft))
& E#g11% (IMDG—Code)
EEES e
EE#i% 4 (Proper shipping JEZE
name)
E&E5 48 (Class) e Y
Bl RERE FEEH
BHRER FEERH
NI FEERH
EmS a—FK JERZE
BEEEME Y - FZD) E|3 7

MARPOL 73/78 MiRE I1 XU IBC a— FICK A X S5BAMEShHBAME (Y - EZY)
s S REBOHMIZITIEZS,

& AR

E0REDERF L, HE 15 23HT 5,
FAHDREHNE

JEERY
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Insulin Porcine Formulation

RES WETA: BEES: AIERET A: 2023/12/07
1.0 2024/09/28 27407-00025 #MEERCA: 2014/11/03

15, BRAZS

BEE AR
HRAE
fErEY. IBERARMICHZE LAV,
L%
BELEYE. ERLENE. BAFMIEFEMEICKE LA,
HERLBEE
HEENRZILSIZEEY
El
HEDHAZRITEIRETHEY
JEELY
EEEEN LR ARYE
El]
ZFRERMEOBHoh-LEVE (BRFLEDHE)
JEELL
ZRREOBH oM=LYW E FHREHEEDE)
JEELL
EMELTENTREIBRVRVEEY
I
EMEERTIREERVEVEED
JEELY
“ EEERELFYE FEEHOKEESOFEARBEYE FBHRLFERAE 594 &0 2)
JEELY
NARMEYE (FBRLMERAESTT &0 2)
I
RECEVEREFHRA
JEELY
sahEFRERA
JEELY
M7 ILF I EFRRA
JEELL
ARBHIPZS PR
JEELL
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Insulin Porcine Formulation

€ MSD [} e

RS WETA: BEES: AIERET A: 2023/12/07
2024/09/28 27407-00025 #MEERCA: 2014/11/03

1.0

FBMEEWHEERBTE - WRE— (BIEWY)
JEEX Y

YR CRIYAHEE

JEERY

tEMRHFHINEERRER

JEEX S

BEHRARRE

[

DE 008 e A

L

R 2%

e E LTHREISh TGN

zik

e e LTHRElSh TUL RGN
BEFRERVBLKEOMILICEY 5i&E

(X 5 EAHEE ; EREAMEICIETZY LGN
EETETBES DOBAEBEMEICEEELAN
FREE R U W S SE &
FRERFEMHERR (&L - #MAZF)
JEZY
WERMERBEHERE EE - @A)
| ]
BEEVMONEBRVERICET 5%
EEREY
COHBOBBICODVWTEEAS URY M) —~ADERIHER :
AICS N
DSL 3
IECSC N
16. ZDHDIHEHR
5| A3k D BHE#MT—42. EME SIS ICTEH DI F—4. O0ECD eChem

R—2ILE I CRRIMNEFEYER http://echa. europa. eu/ D&

FRIER
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Insulin Porcine Formulation

&= WETA: BEES: AIERET A: 2023/12/07

1.0

2024/09/28 27407-00025 #MEERCA: 2014/11/03

URIN—=C a3 U ERSNEHRBRFANETE 2 AR THRARTINATLES,

BI7+—<wv bk . #/B/H
T DDREEEND £

AlIC - A—R FSYTOIEELERA AR, WNT - IS O)ILEREHEHRE], ASTM - XK
EMFRERGE, bw - AE; O - HHUH, ZERME. £EBESHELHLI LN DIME . DIN -
RAVRKIGaEE, DSL - EAMEY R+ (hF4); ECx - FED XWORIEERIFT EER
SNDEE: ELx - FED XWOREZERIZT EEZONDATEES, EnS - BEABORT D2
—JL; ENCS - {EZZEDEEFIEEME Y X b ErCx - 50 XORGERIFTEEZONDEK
K%, ERG - BEXIEDFF|E; GHS - HREFAM AT L GLP - HAEREMEIRES, [ARC - HE
NATFEHES; TATA - ERMEEEGS; IBC - BRILFZZDESEEZED-OHDMMDIEE
RUHREICET 2EBAEE; 1650 - 50%EERE; ICA0 - EEERMMZEMES, [ECSC - hEIR
HitEWaEL%, ING - EEELERYRIE; IN0 - EEBEME,; ISHL - $BRLEE %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBIFILEYME AR, LC50 - 50%EFERE,; LD50
50%E5tE (FEEBBEE) . MARPOL - MMAIC K BB DHIED=HDEKRER: n.o.s. - Iz
RBDBTREINTWSEHEDZERRC: Neh - FUEE] NOAEC - BESHFEEE. NOWEL -
BEEMFZELAN)L, NOELR - EEEUHZEESREIE, NOM - A X anKRAI NTP - KEE
REMTOS S L NZloC - Z2—S—F 2 FIEEWE AR, O0ECD - &FFiH AR, OPPTS
- tEMEREME - AFILR, PBT - #oRuM - £HREREN - A5 WE)  PICCS - 7
1A EVIEEMEA RV R)—: Q)SAR - (E=H)) #E:E&EFMEHERS, REACH - {LEHEDE
$%. FTff. 2 WH KL UEER (REACH) IZBH3 S3#RAI (EC) No 1907/2006; SADT - HCMMEDfE
BE, DS - ET—2L—F; TECI - 2 A IZERTFEDIEEMED A >R 1), TCSI - &1t
EMBEA R R)—; TDG - fEEEE; TSCA - HEEWMERSE CGKE) ; UN - Es&; UNRTDG
- EEAERYEEENIS . VPVB - ERICHAMBRUVIETICEHERME, WHNIS - EXIERIKREA
EUMERRRT L

CORET—RI—FUUT TSDS) &0V5) TRIMT HFEM (LT TRFEHR £V D)X, KxEHR
BERICENT, BEOREOMH. FHR. RPEIDLETEETHLEHHLIZEDTY,
AERT. REOXREGEREL., FA. LE, RE, #@X. BERVRRICETIIAI TR E
LTOAMERSNTEY . WHELIRARIIHERKRZELTLDOTEDHY TEA. RIFHIL.
SDS DEREFICRESNTLARESNEHBICETILOTHY . ABRAELGA/MORR EBAE
HET. XETOERPTHERASNDEGEE. AXPITERNGVRY . ARICIETH oG VAETEES
AHYFET. ARGOFEABESMICENTIE, AERERVHREEZERT 5812, FRES
MDRBEGBICHE T EARADBEYLGHMESHT. FAEBFLOERT 52HETORENINRT
CHETHERHGBDEEKL, FH, VB, ROREICDOWVT, HERBLET,

JP/JA
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