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Insulin Porcine Formulation

RS WETA: BEES: AiIERET B: 2023/09/26
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1. (2R 2 USSR
{EZERDETR : Insulin Porcine Formulation

fth D E F R . CANINSULIN (A007401)

HiaEOSt4T. ERRUVBEES

BIaE ORI : MSD

£ D BER AT B 810 MSD #HXeit FFIS
BHEES : 048-588-8411

BFA—LTELR : EHSDATASTEWARD@msd. com

RRERERES : +1-908-423-6000

HEARR VA EOHIR

HRZME D BEHS

&R L DHIR o JERRE

2. ERAEEEOEH

{2 D GHS 947

GHS S 3EEHE(TEZ L LAY,

GHS SRIEHR

NY—RZERTEY TS L, FEREBODEE., \HF—FXT— AV, FEEZEITE

GHS IR L WMDEREEL
R L,

3. MRRURBSER

EEZYME - EEYMDOXA . BEY

533

t=4 CAS BS 8= (% w/w BiRAREE
E=5

Insuline (porcine) 12584-58-6 0.137
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4. HRBE
A LI5S RWAATZIGE ., HIBEEIDER~ABHT 5.

REIZHELI-5E
IRICA-T=-H8&

RAAATEGE

AMERRVEBRMEERDOK

LERGHIRER
LEHEZY 2EDRE

EEICX Y SFATIREE ¢

EERADBENDISEEICEERMETERERT 5,
FHHEEE LT, KERBRTHES,
FERABRENDISEICEERMETEREZIT 5,
FHEEE LT, KTRZ®REFT 5.

RN DY MG T 2BEICIIERKETEIREZITS,
A AATIEE . BEICHAERZL,
EERADBENDISEEICEERMETEREERT 5,
KTeOzk<TT <

R L,

HEM@STISHT RN LERELDIERILESHY FHA,
XEHREESIURMEREZERTAHZ &,

5. KKFDIEE

B Y73 H KA

2> TIXR R LVE KA
BREORKRASE

HERBRIEY)
BEDHEKRAE

HRETSBEDRE

JKIEFE

it 7 )L a—ILiasH K

ZBkixZ%x (C02)

R H KA

MR,
BIRERM~NOBREIIREICEERIFTEENH S,

BEMRBEERMIEE SN TULVEL,

BIGOIRR & BHDIREICE C CEYIGHEKFRZR LS,
KAHDBRERANT H=DIZKEEET S,
ZETHNIERBIEI T FHERKEEA BT
RghoBESED L,
HAEBRICEIBEICH LT BIEXMTREEZEET 5.
RERZERT .

6. WHEFDIEE
AEIZHT HEEFEH, K

BRURIHEE

REICHY FEFER

HLRADRTRHEDAERY

REGWYKZLNDT FNA R (BB T E3R) . BEARE
BnREEICEYN (FE8E23H) .

RE~OHREZEITH L,

REFHRALTHDL, INOIEFIhZELEDHS,
LEEHEICLEDIDEH S FHLRAOELIEA AN THE
I2&3),

FRINF-REKEREL, 0ndT 5,

TRHEMNE L CEURTEZVGE X, A BRKIZERT 5,

FEMEGRIM TRIRS E 5,
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2 ZBICCENIBE. BRIZEZECEOEYLH LADFE

ZELT, GADRBWVWESICTH &, BHRREICERLEE
MERTTRVWEFSZENTERHEICIE, BURLY
HBZzEYGERANITRET 5.

mEYE T EYGRRINEITRET S &,

ABMZERE. BETDIRICE, FMABRBRESIVEDOR
At TREBY S &, TDOHMBICERSAEYEIZON
THLRHETHS. EORUABEREINLENEHET 2RLEDN
Hdo

ASDSDIER 13HLV 1B ITHENT, MABRAKRELVED
ERHEOREDY .

1. BEVLRUVRELDIE

i g A

FAT RO R K ERLERUVREREDEDRFERREZSHE,

PR, £2fBRK D EYLRBREEOT CTOMERT 5,

REMIEEIE . BIEBREREOHKRICEDE, EEXEHOHERLUREMED
ETHREICHENERYIES &
FNOREVEHLEL. REAOBREEZ&HNRICTSH LI
B9 5,

i 2] ¢ D ERIERE

BRI D BEOERPICIEEMEADEL EOFAREENH DIGEE.
EEBROELIZTA ISV VI VATLELUREZV Y
D—%#FJEBLTLIEELY,
FERAFIEIRERUBREEZZIET S,
BEREINE-KRISBFERT PRNCERET DL,
27T 4 DHEMEARL—avICEk, ToP9=Fa
vho—)L, BUGEAGERE. BULKRLESKUVF
LREFIE. EXHLEER. EXERLEERHOEROL
Ea—%8ORENHYET,

RE

TELGRESH D BYIRISRNILDODODVERBICAKTEL,
BEDOHREICH->THRET S,

BRI mE D O ROBREHEEVNSL LITREELAEL
SEER LA

RERBROEME D BIEUVHME:MRAL,

8. F<EMILRURBIHE

ERRRICE T IRSANBRBRF/FRRE

5%) CAS &S 1R (RER | EERE/REER | H#
) B HRRE
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Il insuline (porcine)

| 12584-58-6 | TWA | 3 ug/m3 (OFB 4) | Pagp

B2 FSE SPEEEEETAICEIBENLEI OO T IEBELY
BEHMEFERLET B, BELBLZWNI A v U BiER
i) o
Ba. REEBSLVREZRETLH-OH. ET00=T7UY
JEBIIHRMHRETICKYERRESN, WP EIIZHRVERESL
ELELHYET,
BETOINHSLVEETELVIY 7ADEESYOREF
<S5 AT, BAYOERICEYZIMNGFHRMALEE LY E
T fl. A—F T oA REEITINA R)
A—ToNUR) UG HERIMELET,
RER
M ARER BE., TRAGREEFIVHELL,
FNRER
e & R FR
HE FRAEAZBETCERTAIEERFLELLS,
IRDREER YA RO—IL G ERERBEL LLIFT—VILEFRT 5.

FEREL LIEERICROSIMRE, S X, T70Y
IWEENRET DIHEX. BULI—YILEERT S,
MLA, SR, 3LLIEI7OVILICENEESLSND
AN HBBEIE. TJ—AP—ILEFE LLEFDIEFHLD
IL7z—REOTOTIavEFRALELLS,
RERVEADRER D AZ 74 —LELKIEEBRERI—FEFRALEL LS,
MEEANBELLEZWVWELESIC, EESNDIFZRVIZEDE, K
BN AU rZEEMLTERALELLES Bl, RU—T
Lyy, 70>, EFR, FOMETR—YRE)
FRIN-AREM D H I KIRER CIEEILEY L AETIT-

TLEEW,
9. PEMRTLEHER
W ER IR AR C BAR
& D ATRTA bR
R : ER
KOO L= (E)E LT —AIL
Al BRI R LT —AIL

BRAXIMBRIRCHESERE : 100 ° C
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6.0

;ETA:
2023/11/21

BBEERE:
27407-00023

€ MSD [} e

AiIERET B: 2023/09/26
#MEERCA: 2014/11/03

AIRATE (BR. =UA)
ATEATE GRIK)

JEER=

T—87%GL

BRETRARVERLRRE AIARR

IRAEEHED LR /AT LR

B

BREGLHEOTR / THRTR

®

BRENRE

HaE
B (EpHhTEER)

R
Kidtt

n-#449 4%/ —JL/ KSEI%E
(log &)

Rt

£

E

ﬁ
BERV/RITHENEE
tkE

RE
BT RBRE
1R

B AL
SFE

FLF 4%
HFH 14X

F—87L

T

1.004 - 1.007

T—27%L
T—27%L

FRIRFEM

AEGIEEILEME L LTESEES AL,

T2l
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10. REURVRGHE

grvyis D REHERE LTIEaEI NG,
{EZHIRE M D BEORETERE,
fEl& B E RIG AT REMSE D ORBUOBRERIERRTHIELH D,
BITHERNEEN COHRAE L,
BERYE D BERIEHE
BRAEZ LD HEERY D RBRESLLSBERMIEIEM SN TULVEL,
11. BEHEH
AREM D H L RBRROER © WA
R &
EHY
RBICA-=5H&
SMEt
FATBELRIERICE DK RYDETERELY,
%
Insuline (porcine):
"%’Iﬁ%’l’_{ (ZDD#RER) © LD50 (T k): > 36 mg/kg
REBERYE. R
FATBELIBRICEDCKRYSETERLY,
B4
Insuline (porcine):
"ﬁﬁ% D T—AKL

RIzxd 5 ERGREGEERRIBE
FIATRELERICEDCRY DFETELL,

H5:

Insuline (porcine):

|li&= L F—ARL
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PR 35 BRI B2 1l A 1
B2 AR

FIATRERERICEDRYDETERL,

PRI 3R R AE1E

FIRATRGERICEDRYDETERL,

il E R R

FIRATREGERICEDRYPETERL,

H5:

Insuline (porcine):
in vitro TOEEEHE

in vivo CTOEIEES

ATEMRRERRY - TER A

bk

M A

HERA A T EYME RN S EIRERE E R (AMES)
TR MR T L Salmonel la typhimurium

A% OECD BRER A A K54 > 471

R e

HERR A T in vitro 2BHREERER
TFARRTFL: FrA4 Z—ANLREZ—flHIRE
75i%: OECD BRE&H A FS 4 > 473

R e

RERA A 71 in vivo IMEERER
ARRE: B5

7% OECD :RERHA K54 > 475
R pEt

RAAEC ETEMBREARLERRE LTHET S LETER
LY,

FIRATRERERICEDRYDETERL,

H5:

Insuline (porcine):

&
BEER
5% 25 e P
JLOAEL

ALK -TERAD K

EEEE

7Yk
BT

2 £

180 pg/ke

SHLOEEMA LT HE. ENAMMEL LTHEShEW

FIFATTREGEMICEDCRY NEETEAEL,
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&S ;ETA: BBEERE: AIEIZRETH: 2023/09/26
6.0 2023/11/27 27407-00023 #EER R 2014/11/03
B
Insuline (porcine):
RICX 9 B2 . HERA 4T 2REEeh / VHRERLE
oy bk

BB BEER

45l 13: NOAEL Mating/Fertility: 360 pg/kg

fER: RRERICHEEL,

HR EBESIUVNETERE~NDEZEN TN EAHIBAL 1=,

FERMBSBSTE (HEEITCE)
FIATRELERICEDCRY DETERL,
FERMBHSTE (REFICR)
FIATRELERICEDSCRY DETER,

REERSSMN
5
Insuline (porcine):
T2 D 2wk

. 5.8 mg/kg
BRERR ©RA
A% 55 B 6 48
JiE 4K D Em¥E
& |

. 0.64 mg/kg
BE5Z2% O RA
i 22 B R . 6 ~H
JiE 4K o {Emn¥E
2 D vk
NOAEL :0.085 mg/kg
BE5#2% . KT
A 1 #A8
2 PN
NOAEL . 0.07 mg/kg
BE5ZR . KT
IREREERE 1 45H8
RAABEM

FIARTRELERICEOCRY DTSR,
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&S ETA: BEES: HTEETH: 2023/09/26
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MEIZH T 2 REKER
5%

Insuline (porcine):

“D&A

K EMAE ES, RR RT OBEE HER BEFE ST
& EBh, BREOZL, WHRkEH#

12.

BRIEEER

B
F—aiL
BEE - SR
F—aiL
R
F—atL
RO
F—a1L
TV UBADEEM
R
toaERE
F—a#L

13.

EELOIE

BEFHE
ERREEY

BREHRVAE

75 BB AEDRH IR WNLST B,

BREMET KA L TG 5L,

ZEOBEBE. VA VILELEIEZEDEOIC, BAIZ 2T
REYVEREICRTET S,

BICHEENMENMES. REAMELTEET S,

14.

BELDIE

B AR

R _E #6i3% (UNRTDG)

EEES

E&E#i% 4 (Proper shipping
name)

EE 545 (Class)

JEEXY
JEEZY

JEEZY
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&= WETA:

6.0

2023/11/21

BBEERE:
27407-00023

€ MSD [} e

AiIERET B: 2023/09/26
#MEERCA: 2014/11/03

BRfER M (Subsidiary risk)
B2 (Packing group)
Z ~NJL (Labels)

finZ2 gz (IATA-DGR)

UN/ID &% (UN/ID number)
EE#X 4% (Proper shipping
name)

[E#E 548 (Class)
BIRfEE M (Subsidiary risk)
B E M (Packing group)
Z X)L (Labels)

HWetEr (BE%H) (Pack-
ing instruction (cargo air-
craft))

HetEr (REH) (Pack-
ing instruction (passenger
aircraft))

7@ L#i% (IMDG-Code)
EEES

EE# x4

EEN$E

Bl fErE

BaER

X)L

EmS o—F
BIEFLEYME GZA - EEZD)

L]
L]
JEEX S

JEER Y
JEER Y

JEERY
JEER Y
LA
JEERH
JEERH

JFEZ Y

JEEZH
JEER Y
JEER Y
JEER Y
JEE&H
JEE&H
JEEZH
JEER Y

MARPOL 73/78 MiRE 11 U IBC 23— FIZ& A X oRAMESh I RAEME (ZY - FZY)
Hia s nIREBORMICIFTIEZS,

& P52

EnREDERG L, 1]BE 15 238 T 5,

FHDREXE
JEE& S

15.

BRER

BEER
HRE

fElRY. EERBMICERI LG,

L&&

BELEME. EREFHE. BRFMIEEMEICKILEL,
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RES WETA: BEES: AiIERET B: 2023/09/26
6.0 2023/11/21 27407-00023 #MEERCA: 2014/11/03

SR LB&E
WESNEILShZEED

%y

WEDHALERITEREEEN

%y

EERES L EHARDE

%y

ERRHOED Shi-tEPE (BELEDNE)
%Y
FEFREOED M- LENE (FREHILEDE)
%y
ZHEEBANTRERBRMRUVESY
JEiny
ZHEERTTRERRURUVEEY
%y
EHEERTTRERBRNRUVESY
%y

NRARMYE (FBRSEHERESTTED2)
|EEE

RELEERE TR

%y

Sieh 3 F 535 Al

%y

M7 ILFE IR EFRERA

%y

HHBH ST A

%y
HWMREMERETS - NRE— (BRY)
Jsny

B E VB

Jsny

e e S IR R Ak

%Y
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RS WETA: BEES: AiIERET B: 2023/09/26
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6.0

BEARGRRE
JEEX Y
K EEATEHEE
JEERY
MR EiE
fElRMmE L TRHESh TGN
2E ik
el e LTREISh TGN
BESEERVBLKEDORLICEY 5k

(£ 5 FE A ; EHAMBEICIEEZY LA
18 S Eak DOEEEEMEIZEEZY LN
FR3E R Ul ¥ PR SR I
FREERFEMERE @@L - @A)
e Y
HEMERBMHERE EE - @A)
JEEZY
BEEZEVONEBE VERICET ik
EXREDY
COHBOFEAICDODVWTEEAS AV M) —~ADRBEIRR :
AICS N
DSL N
IECSC N
16. ZDHOIEHR
5| FscHk D B#E#IT—4. EMESDS [CETILF—4. O0ECD eChem

R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

LEIN—2a U o EBESNEEBRAXETH 2 AR TRARTINTVET,

B Z7+—<wv b . #/A/H
FDDREEEND £
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&= WETA: BEES: AiIERET B: 2023/09/26

6.0

2023/11/21 27407-00023 #MEERCA: 2014/11/03

AlIC - A—X FSUTDIEILFERASA AV RY; NTT - TS D)ILEREEMES, ASTM - K
E# PRGBS bw - KE; OR - AU, ZERE. EEEUENHDIE SN EME; DIN -
FAURBHaEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBFLFEME IR b, ErCx - FED XWDORIEEZRIZFTEEZONDA
R&R; RG - RERLOFEIE; CHS - HRFM X T L GLP - HEREMHERE. 1ARC - EFR
DATRRHE, [ATA - EEMEEXHS IBC - BRIEFEKOESFEEZD-HOMMOEE
RURBICET 2ERMRA; 1650 - 50%EFRE: 1CA0 - EFRERHEMEMRES . [ECSC - hER
HeEYELE: INDGC - ERELEKRMBRIE. IN0 - ERESHE, ISHL - FBRefEE
(BF): IS0 - EFRECHE. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%HEE (FHEHEE) | MARPOL - MAAICK DFRDMHILD-HDERER: nos. -
MBAMARSNTNEELEDZERC: Noh - FURAL NOAEC - BEEMFZERE, NOAEL -
BAESMHSZEL AL NOELR - EHEEMLEERFES NOM - A28 NP - XEE
REMTOT S L NZIoC - Za—2—F v MEEWMEARIR: O0ECD - EFH NHEAFMME, OPPTS
- LEYMEREM - AEBILER: PBT - #oOMRMM - ARSBHEN - HHME WE) © PICCS - 7
1 VELEMEA AR P = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
. FHE. B WHEKUEHE (REACH) IZBI¥ 5#RAI (EC) No 1907/2006; SADT - BHEINES#E
BE: SIS - RET—8T— I TECI - 2 A ICRRFDILENED A R R TCSI - &1L
EMEA R M) —; TDG - fEEYE@E; TSCA - HEMERSE CKE); UN - E:&E: UNRTDG
- BRESERYMEEES. vPB - FEICHIBRUFEICSEEME WIS - ERSRIRE
EUMERR AT LA

ZDRET—AI—FUAT TSDS] ELVS) TRET HHEHRULAT TRFEHR) E0V3) E. KEHE
BEERIZE T, BHOREOME. FHR. RUEESNDHLETERTHS I EHHLEZEDTT,
AERIE, HEORLAGIEKL. FH, LB, RE. @E. BEERVRRICETIIHNM TR E
LTOAHMEE I TEY . OHESRIEXIIHREREEZLITEDTIEHY FHA. RIERE.
SDS MEBEICRINTVAIHESN-HRICHATIENDTHY . YZAERI/MEOER EHEAE
HhET, XFTORFTHEASINSIGE. AXFICERNLZVEY .. B4 S AU aEEE
NHYET, REROFERABFRMALICELTIE, REREVHEZEZEAT 5812, FHES
MDERBRMUZIZETHRUEOBEINLIMEZEH T, FHERLOERT 2HETOEREDKR
IZHITHAREZOEEKL, FH, LB, RUREICOWT, BEREVNET,

JP/JA
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