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RS WETH: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 42888-00029 #MEERH: 2015/01/07
H373 REAICH -5, RIIREEFLE BO) ITLIEHFOE
EoHTHh (MR, #HER),
HA02 KEEMIZHE.
=2
P260 #} CAZWRA LGN &,

P264 Bx ik WVRIIREE KBS C &,
P213 IRIE~ADKH Z#ETH &
P280 REF R MREREK RE@DZERIT S &,

HREE:

P302 + P352 RIEICHE LGS : ZEDKTHES Z &

P305 + P351 + P338 + P10 ERICA o =156 : KTHOBEEE
BCES e, RZavE I PLUXEBFERALTWTESIZH
BAEEIEINT L, TORILEXFERTDHI L, BELIZER
[TERTDHI &,

PIIA RN BENEEIL, EEOZR FHTEZITHI L,
P332 + P13 HEFIHMNE LI5S : EEIDZR FLUTEF
F5Z¢&,

P362 + P364 B IN-KELEIRE, BERATHIGEICITREE
45,

BE:
P501 MY, BEERBIN-NEHERICEET L&,

GHS BT LT LMt BB EtE

ERLGHERVEESNDE

BEEEOME

MI. N FY2THLLEZEDEIDREDREIC, FHEED
MLAZRZRAT AEETNLHY FT,

3. MRERUHSER

LEME - BEYDRF BAY
|57%)
(==X CAS HBS ZE= (b w/w) BEIRAREE
&S
Insulin Glargine 160337-95-1 >=90 - <= 100 -
||m—7 LY—I 108-39-4 4 3-499, 4-57
4, CRABE

— BB T RN R

EHDBE®. [ANT CMBVWEERELICEENDZEZE
215,
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&S A BEES: AEERET B1: 2024/04/06
11.0 2024/09/28 42888-00029 MEMER H: 2015/01/07
ARSI CBE. ELEEMAH B, EROETE
2113,
BA LTSS RORALSE, FREZSOBHBHT 5.

REIZHE LSS

RICA-=&H&

RAAATZGE

AMERRVCERMEERDR

LERLGHIRER

WEHEZY 2BDRE

EEICX Y SFATIEEE ¢

FERDBEN DG EICIXIERMETERERI(T5,
EfML-158. BELICZENKTHLECEL 16 DEKREZR
FOWRLENS, FELEKREHZER C,
EELEZEZ(T5,

BERADORIZKREES,

HEBERIT DHICELITEKS.

EML-15E8. BEBICZENKTOLECEL 156 HEEEE
LR,
BEHEIZTEBREAICE. a4 FLUXERYNT,
EbLICEMOFUETERZITS,

RARAATZIHE . BECHANAELL,

FERNBN DGR ICIIERMEETEREZ(T5,
KTOEKLTT L,

RIERIH

BEERRDIES,
RELTHIVIERHICHZYBMAAATZISE. BRICES
DEIETNLH S,
HABEAESIELDREITEEFLL., HREINATLSR
EREFEHRTHLE, BEOTURMELAHDIHSIL. EESD
BULEANREEAXSEBEOC L (JBH 8 23MH) ,
IHBEEBLURMEREEZTDHI L,

5. KKBDFEE
Y73 5H K F

2> TIXR R LVE KA

HEORIREEN

HERERIEY
FHEDHEXAE

HRETSEDORE

KB

it 7 )L a—ILiasH K
ZBtixZ%x (C02)
R A

HMEGZL.

BLADERZEEITH, ZEXFI+HBEDHMYN CANS
BLTRBYBKRENFET SEMLABRRDBIRAH D,
RRERP~NDOBREBEIRRICEERETEENH D,

REFRERILY

WZORR & FIREICIE C TEYGERFRZANS,
RAHDBRENENT 2=DICKEEET 5.
ZETHNERBIEI D THERKEEA BT,

R oRBESED &,

KEFFICIE, BIeXTREBEZERT 5,
REEZERT .
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&= WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 42888-00029 MEMER H: 2015/01/07
6. MHFDIEE

AEIZHT 2 EEEH, RE @ REEZERT S,

BRURIFHEE

RECHT HFEEE

HLRADRTRHEDAERDY

22

REGBYKZLDT 4R (HBTZ22R) ©. BARE
BR#RERICEN (RE 8 E23H) .

RE~DHBHZEREITS &,

REZHERLTHDL, EAPIERZILED D,
BRINERRBKEREL. BHT 5.

REMNE L CEIRTELRWMERIE, A BEBEKICERYT 5,

CENBDEF, TFELDMERETROERY . BYLRSR
L. BEY S,
BLADERHADREZETS (THHE, BLADETHEL
EREOEEZERICKSER .
BMLANZERHICHALBRETHRESN S EBEREDEEY
EMRTHNT., REICHLAZERSE TG LA,
AEREHRE. BETHRICIE, EMABEAAREITVEDR
At TEBEY S &, TDOHRBICERSAEYEIZON
THLRKETHD. EORAUABEREINLINEHRT 2RLEDN
Hdo

AKSDSDIEB 13H LW 15 ITHWT, HABEBKRELUVED
ERHEOREDY

1. BEVWRURELDIE

1§ A
Pt E xR

BFTHER, IS
RERFEREFEE

HESMNEEL. BHESAXMIBINLERESISEEII L
n"Hd,

BRMGET, EE, FREREESER G EDOEN LT
BEZHET S,

YU HBRSEENO T TOMXMEART 5,

RIEXVOKRIZA T,

MLAZRALEWNI &,

RARAELLN,

AREDIEALERIT D,

WMFWNEIEIREEZELCHES &,
BISBEREOERICEDE, EEHOFERLURENED
RITHREICHVERYES Z &

BBRZZFHALTHC L,
MLADEREEBEEZBAEITS,
FALLZWNEEICIEBRRZROTH <,
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&S ;ETA: BEES: RIEIZRET B: 2024/04/06
11.0 2024/09/28 42888-00029 #EER R 2015/01/07
BHOEMENSESITS,
HESHMEICH LTFHLUEFEEZLES L,
RBNOEREVEHLEL. RE~NOBREZR/NMRICTSL5F
Ed 5,
e fih [0 8% i g |1l
AEXE BEOFAPICIEEME~ADIE EOTFEEELH HHE (.
EEGRDELIZTA ISV VIV RTLELIUREY Y
D—%#FJ/ELTLIEELY,
FRAFIISRBERUVEREEZZILT S,
FERINEKRRIIBERT SRIICEET S &,
®RE
REGREEN WELESRILODNEBRICANRTE <,
BELoMNYED S,
BZEOREICHE>TRET 5,
BMEZIrYE ROBEFEFEE VLD L LITRELAEL
RER{LH
RELRB[AEMH W VWME: MR L,
8. X< EHLERUREEE
EXRBICE TR IRERR/HFERE
53 CAS &= BiE (REF | EERE/REE | HA
&) B | R EE
Insulin Glargine 160337-95-1 | TWA 3 pg/m3 (OEB 4) RER
m-Cresol 108-39-4 ACL 5 ppm REE (BEE
=)
OEL-M 5 ppm BAEX®SE
22 mg/m* 2L r5iE
)
FEHRIEER: #2RIRUN
TWA (IR AR 20 mg/m* ACGIH
=)
BRI R ¥IZ, AT+ GBRSOBRISABE,
EEXBICBTABREREZZERICNAZ S &
MLABRELECHEZET 5,
MLARYFENWI R TLHSRSY b, BLARBEEE. ¥
CARSH. BIUMLARBEELE) TIE. HLALNERE
BARNESIBWOGEEHEEENSDRNHLALY) &K 555
HEHEREIZTS,
RER
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&= WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 42888-00029 MEMER H: 2015/01/07
MR ARER D BYERBAPFREENAFATELWNMES, FEIE < EFE

THEENA RS54 D OHEEND IS BNRENHEE, F
RRERBEZEZFERALEL LS.

TANE—51T D METRCARESROESE ST
FORER
& D HEAETFS
L D BRMEORECEISLY. FEBICE L NERET

RHEESNZE, COEMMNFREZBTBT HERIEIMN-T
WAL, FREERICRYEBZS, HHREECERTSE
EOFROMEEMEREZFROUETICHLNEDLED I L
EHRT D, KREBRTCKRERICEIFEERS.
TRBEMREFS

IRORER . ROBAREEZEFRTS
Mt ERMEDRERFEZ VLT ERT 5,
REHDERIYZESHIBEIZER
T4 AY—ILK

EERUVEBARDRER D LM T —2 B LK UVBRFICE T S BRER RO F@EICE
DWTHEHY L REREEIRT D&,
TRBHOREKR (FL, AT, BRHGE) 2RI S

ETRE~DEMEET,
9. MEHRTLEHER
IR RE D REEBR
= =]
R D T—87%L
Ko LEVEDE LT AL
B R E R LT AL

BRRXFVNEBRRVHEERE @ T—-%74L

AIATE (BlR. UA) DMIL AV RYVTHLLEZEDEADLREDREIC, EREM
DHLABZHRT H2EENLHYET,
AIAE GRIK) L T—REL

BRETRARVIEFE LRFAIRER
BEGHEO LR/ AMRER @ T—24L
B

BERGEOTR/AIATR © T—2%4L
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RES HETH: BEES: RIEIZRET A: 2024/04/06
11.0 2024/09/28 42888-00029 ¥IE4ERLA: 2015/01/07
&
Bl R T—3%L
SRS F—aHL
pH T—R%L
ARFERE F—a1L
BAFENEE T—ARL
$EFE
FFE (BhFhEER) T—RIL
AR
Kt F—aHL
n-A%4 %/ —IL/ KSEFREK T—3%L
(log fE)
ERE T—R%L
BERY/ XITHENEE
=R T—A1L
MR H RBE T—A1L
BRI IBRMETL
v 3[R = AHLITBREEME L LTIEOEI NG,
$FE F—aHL
FF4FE
HFYA X F—81L
10. KEMRURGHE
RIGTH RIGHERZRE LTIEREI ALY,
LR E BEDRETEEE,
fEREE R ATHEE I, N R UTHLLIEZFDEADNEDORIZ, 1BF M4

DMLAZEERRT 2EENLAHYFT.
BRUOBILRIERIET 5 ENH D,
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&= WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 42888-00029 #MEERH: 2015/01/07
BT HNEEY B, K. NTE
MLADREZEITS,
EMERME B H
ERAE LG RERY RRAEGCOBERMIIHM N TGN,
1. HEMEHER

AREMED H DS REZBOFER

S

FIRATTRELERICESCRY 2

o
SMEE #&n)

2HET BR)

B4

Insulin Glargine:
SMsE o)

2nEE RA)
AnEE BR)
m-2 LY —IL:

AansEE #0)
2MENE (RA)
AnEE BR)

REREBYE /73
AR
5%

Insulin Glargine:

®A

R rE &

EHY
RBICA-=5H&

TERL,

aMEMHTEE > 2, 000 mg/kg
Bk HEIZEDAE

SMEMHEEE > 2,000 mg/ke
HiE HEICKDAE

LD50 (T v k): 121 mg/kg
fmE: AT 2MEI/FON-T—2ICE DL
TERAAV M HFREBEICERETHS,

LD50 (74 F): 301 mg/kg
#E: BT HIMEI /LT —FIZE DL
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&S ;ETA: BBEERE: AIEIZRETH: 2024/04/06
11.0 2024/09/28 42888-00029 #EER R 2015/01/07
lli#s D T84kl
m-42 LYJ—)L:
"@ S E S
HER D 3o~ BREEMT S LEERELADH D
RIZx 3 5 BEEGEEN BRI
EELRIRDES.
%
Insulin Glargine:
lli#s D T84l
m=4- LYJ—I:
| i S
fER D RIS A AR HFE
FEOR 35 BRVE 1 SIS R S 11
RERAEM
FIATTRETIERICE DR Y RFETERELY,
PR 25 R E 1
FIATTEEIERICE DR Y DETEAEL,
5
Insulin Glargine:
lliws L TFauL
SEMRERRYE
FIATTRETIERICE DR Y RFETERELY,
%
Insulin Glargine:
in vitro TOEEE%E D BB T MEMERA NS EIRRAREEHER (AVES)
R =

#E: BT sMEMTONT—RITEDL

B2 4 T in vitro BELBYHIERFERAR
BER e
#E: BT HIMEI /LT —FIZE DL

SRERA 4 71 in vitro 2 EIAERFERER
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RES ;ETA: BEES: BiIEIZRETA: 2024/04/06
11.0 2024/09/28 42888-00029 ¥IE4ERLA: 2015/01/07
fEERfEM
BE AT A2YEIBFON-T—FIZE DL
m=4- LYJ—I:

invitro TOEEEM

in vivo CTOEEGEEM

HMANK

HERZ A Fin vitro 2BAKEERR
7% OECD FRERAA K54 > 413
R B

HERA A T EYME AN EIRRAREEHER (AMES)
F55%: OECD ERH A K54 > 471
R 2

HERA A T EERM (in vivo BELEBHMAMEEFNR
E&. LBARDH)

B:vHR

BERE SRADAATEIEE

75i%: OECD RE&H A FS 4 > 475

R e

FIARTRELERICEOCRY DTSR,

%2

Insulin Glargine:

12

PR 25 s ]
NOAEL
R

2

iR 5 B
NOAEL
HER

m=> LJ—):
&

BRER®

B 22 B P

fER

e

12
RE5 R
iR 55 BF

7Yk

2 F

0.455mg/kg AE
(=45

YTOR

2 &

0.455 mg/kg AE
(=23

YOR, R

RAAATIEE

105 58

TEA%E

LT A2MELILBONT—RICEDL

TIOR, AR
A AALTEEE
106 — 107 @
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e WETA: BEES BIEETH: 2024/04/06
11.0 2024/09/28 42888-00029 #E4YERA: 2015/01/07
"ﬁ% (R
e BT AMENSBOINET—42I28]5<

HENAE-TERAAD R

“Es
FIRATREGERICEDRYPETERL,

H5:

Insulin Glargine:

FIRICK T 5 E
oy bk
BEEZK KT

SHLOEEMA LT HE. ENAMYE L LTHES AL

HERE 4 T 2HEEEH / OHMERE

L 5E F3: NOAEL: 0. 36 mg/kg {AZE
R TREICEEEL,

HERE A T ZHEEEH / OHERE

FE: oYX
BRERE KT

457 NOAEL: 0. 072 mg/kg {KE
HBR ZRERICEEEL,

B oy hk
BRI’ KET

HEBRY AT ZRME L UVRRERE

FA =1 NOAEL: 0. 36 mg/kg AE
R BEORE~DEZETLTL,

B ooy x
BERE KT

FAEEZM: LOAEL: 0.072 mg/kg {AE

HR: RS,

m-2 LY —IL:
EIRICx S B &

5 EAEFIIE FTREE NGV EEZ DN D,

RS 4 T A ESERER

B oy bk
BERE RAAALEBE
R fat

W\

HES 4 T RIRHIR RS AR IR
E: Sy bk

BERE RAAAEEE

R fE
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RS WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 42888-00029 #MEERH: 2015/01/07

FERMBSRSTE (BEEIECR)
FATREGERICEDCRYDETELL,

FERMESRSE (REECR)
R#iICh-5. REREFCE Q) ICL2BHEOBEEOSTA (MK #ER).

%

Insulin Glargine:

RO IFH D BRAIAATESE
IE R gz D MR, #HERR
TEAAU R D REICHh-5. XIREFLKBIZEIBEHRDOEEDS E1,
RERESN
B
Insulin Glargine:
L D Zvhk
NOAEL ;0.5 mg/kg
LOAEL : 1.5 mg/kg
BE5#2% . KT
i 22 B R : 30d
IZ R 25 D MR, R
m= LY—I:
T2 D Iy bk
NOAEL . 150 mg/kg
BRERR D BMRAHRAATEGE
IR EEEERE 13 8
Hik : OECD HE&HA K4 > 408
BiAHEE
FIATTEESIERICE DR Y DETEAELL,
MEICHT DRBIRER
B5:
Insulin Glargine:
A D ErfESS: MK
fEAK: (KIMAE, BEfE, T, R X
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Insulin Glargine Formulation

RS WETH:
11.0 2024/09/28

BBEERE:
42888-00029

€ MSD [} e

AiIERET B: 2024/04/06
#MEERH: 2015/01/07

12. RERERR

AREE

5

m= LYJ—I:

[x9 =M
BEL (BEST)

-
=
~

v
X9 HF T (BHESM)

BB - SR
5

m-2 LY —IL:
EofRME

ERHERNE
%2

m=4s LYJ—):
EREREN

n-4%4 %/ —IL/ KDERFH

(log &)

TEPOBEIE
T8

SOVAFOKEBREHRBY ¢

DUAFEQKEBETHRDY

LC50 (Oncorhynchus mykiss (=< X)): 8.6 mg/|
BREERFE: 96 h

EC50 (Daphnia pulex (22 >3)):> 99.5 mg/l
RREERFMA: 48 h

AESCERE (Pimephales promelas (77 v kAy K2/

r7)): 1. 35 mg/|

BREERE: 32 d

& BT 2MEMHTON-T—FITE DL
RARESZLEEE Daphnia magna (A2 >3)): 1 mg/l
BREEREAE: 21 d

#E: BT HMEIR/ONLT—FIZE DL

ER: HHEME,

HofE: 90 %

RREERSME: 28 d

7i%: OECD :RE&RH A K54 > 301D

F&: Leuciscus idus (T4 O—7&)
EMEHERF (BCF) 17 - 20

log Pow: 1.96
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€ MSD [} e

&= HETH: BEES: ATEZRET H: 2024/04/06
11.0 2024/09/28 42888-00029 #EMERKR: 2015/01/07
T UE~ADEEN
FEEH
thoEEEE
F—a#L
13. RELDZE
BEEFE
THREEY A BBAEOREIHENLSTT B,
BEEYZ KA L TIEGE 54,
BRERBRUAE TEORFBIX. UM IIILFELIEEDEOHIC, BAIEZIT1=
REYVLEEZIZEZFET 5,
HIIEENENVSES, REARELTEET S,
14, X EDER
E R
R _E ¥fii% (UNRTDG)
EEES Y
EE#X 4% (Proper shipping e Y
name)
E:&E 5 #8 (Class) JESK Y
BIRfERR M (Subsidiary risk) JEEZH
AREE MR (Packing group) Y
S5 ARJL (Labels) JEFZH
RIERAEMH FEEZH
fi 22k (IATA-DGR)
UN/ID ZS (UN/ID number) JEEZH
EE#% 4% (Proper shipping e Y
name)
E&E 5 $8 (Class) JEEK Y
BIRfERE M (Subsidiary risk) JERZE
B2 (Packing group) JES%Y
S~ L (Labels) JEFZH
WwHanEr (%) (Pack- EZE
ing instruction (cargo air-
craft))
WHaEr (REH) (Pack- FEEH
ing instruction (passenger
aircraft))
7 L #g% (IMDG—-Code)
EEES EZE
EE#iX 4 (Proper shipping JEZH

name)
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€ MSD [} e

IRES WETH: BEES: ATERETH: 2024/04/06
11.0 2024/09/28 42888-00029 #EER R 2015/01/07
[E&E 5 48 (Class) |
Bl R B ]
BERER o OJEERS
SN D OERRE
EmS a—F o JEERY

BEBEME RS - FZH) 0 FEH

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBARME (Z - EZY)

s IREBORMICFTIEZS,
P il

EOREDERG L. HE 15258 5,
R DR EXE

JFEZ Y

RERLRRERHES SR

15.

BRER

BEEN

HRE

fElRY. EERBMICERS LG,
L&&

Bt FME

[ ex4

=
=

lorv—n

156

HEBRE/EE

BEENBELESIIEEY

JEERY

WEDHFRAIZRITEIREREY

JEERH

REEEN LiEHARYME

JEER Y

ZEREOEH oh-LEYE (BIFLEDHE)
JEE%H

ZEFAEORBH oI -LFME FEHIEFEMEHE)
JEEZY

AMEZENI RELRVRVESY

EE ST ED 2 (BITHRIRE 9
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Insulin Glargine Formulation

€ MSD [} e

&S WETH: BEES. BiEKET H: 2024/04/06

11.0 2024/09/28 42888-00029 MEERLE: 2015/01/07
[ ex4 EHE (%) BE
[pLy—n >=1-<10 -
EMFERTINELRVRVEED
EESTE HEITHE 185)
b4 BE
lorv—n -

REFEELEVE FREHOREEFOEREFENE (FBREMERRE 594 £ 2)

EZ3

n—5Lv—n

NARMEME (FEBREHERAE STT D 2)
JEEX S

HELFEMEREFIHHHRA
S

sechHE AR

IR

{7 IILE IV ETRHRAI
EHE

BREFPES PR
EHE
FERLWEEETS - NRE— (EEY)
JEELY

BB URIMEHE

JFEZ Y
JEERY

fEEMERR BT R %
|| -mmerrnn

[ ex4

EERS 2HE (W)

| 86

4.0

BEARBRRE

JEEZ Y

KSR

JFEZ Y

R EiE

fERMmE L TRHESh TLEW
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Insulin Glargine Formulation

&= WETA: BEES: AiIERET B: 2024/04/06

11.0

2024/09/28 42888-00029 #MEERH: 2015/01/07

=k
fEEmE LTHREISh TULEW
BEFRERUVBLIEEOMILICEY 5i&E

(£ 5 FE A : ERAEMBIZIFZLE LA
ERRESRES DOEEEEMEICEZY LN
FREE R U I FE ph SRR %
FRERFBEMERE (E@E - @A)
E| ]
BEREMBAERE @L - @A)
e Y
BEEVMONEBER VERICET 55
EXREY
COEFOHEBITDODNWTEEA YRV M) —~DEREIESR :
AICS CORE
DSL N
IECSC CFRE

16. ZDhD1HEHR

ASS [CENWTHBRERBEZDBHNHAZNEDRENMERTDERIL. EXMETHIEEE
BHET

5| R cHk D B#E#IT—4. EHMESDS [2EDILF—4. O0ECD eChem
R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

URIN—C 3 UL EESNERBRFANETE 2 KR THRARTEINATVETS,

Bfit72+—<v k . #/A/H

ZDHDBEEED X

ACGIH : KE, ACGIH[RFREAME (TLV)

L (BHEEE) D FREIRBITMERE. BEESMHLES

BAEZGLEYS GfrRE | BAEZGERS HREREZ0HE -1 tEWEOHBRE
)

ACGIH / TWA D 8 HEMH. BREIMET

RENE (BHERBE) /ACL D BHRE, RERE

BAEEGERS GFRE © HREE
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Insulin Glargine Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 42888-00029 #MEERH: 2015/01/07
FE) /OEL-M

AlIC - A—X FSUTDIEILFERASA AV RY; NTT - TS D)ILEREEMES, ASTM - K
EMHRRGS, b - KE R - EH M. TERME. EEEUELSHLESNHYE: DIN -
P URBHaEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZRIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFTEE, EnS - BERHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWDOREZEZRIFTEEZONDRL
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