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Insulin Glargine Formulation
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Insulin Glargine Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04

9.0 2023/09/30 42888-00027 MEMER H: 2015/01/07
H373 REAICH -5, RIEREEF<LE (BO) ITLHEHFOE
EoHTHh (MR, #HER),
HA02 KEEMIZHE.

=2
/I =] % ?é*‘j‘%

P260 #} CAZWRA LGN &,

P264 Bx ik WVRIIREE KBS C &,
P213 IRIE~ADKH Z#ETH &
P280 fREEF R MRERE REMEZERIT S &,

HRaEE:

P302 + P352 RIEICHE LGS : ZEDKTHES Z &

P305 + P351 + P338 + P10 ERICA o =156 : KTHOBEEE
BCES e, RZavE I PLUXEBFERALTWTESIZH
BAEEIEINT L, TORILEFERTDHII 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 fERB EtE

ERLGHERVEESNDE
BEEEOHME

MI. N FY2THLLEZEDEIDREDREIC, FHEED
MLAZRZRAT AEETNLHY FT,

3. MRERUHSER

LEYME - BEEYMDXF BEY
5
(==X CAS HBS ZE= (b w/w) BEIRAREE
&=
Insulin Glargine 160337-95-1 >=90-<=100
m-2 LY—IL 108-39-4 4 3-499, 4-57
4. HRWE

— RO RN R

EMDBHE®. [ANT KBV EERELICEENDSEZ
2T,
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Insulin Glargine Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 MEMER H: 2015/01/07
ERMNREICIHEE. FREARBIHIERIE. EMDIERE
215,
WA LT-5HE RUGAATZISE . I EIDISEI~BET 5,

REIZHE LSS

IRICA-T=-5H8

RAAATZGE

AMERRVCERMEERDOR

LERLGHIRER

'L: T *ﬂ-%é—d—é%@{%

r&#ﬁhé%Alwgﬁﬁﬁr SEEZIT5,
EfML-15E8. BELICZENKTHLECEL 16 DEIKREZR
HEUNTR u:;fﬁfo BRELEKRIREHZER C,
EBRLEZERI(T5D,

BERADOBIZKREES,

HEBFERIT DHICELITES.

EML-158. BELICZENKTHLECEL 15 HEEEE
LR,
BEHIZTEBREAICE. a4 FLUXERYNT,
BELICEMODFLUTERITS,

BARAATIES. BEICTHAELL,
r&#ﬁhé%Alwgﬁﬁﬁr SEEZIT5,
KTcOEKLTT L,

RIERIH

BEERERDIES,
RELTHLIWERHICH-YBBAALIGE. BBICES
DEIETNLH S,

M THAZEIELDREITTEFLL., HEINL TSR
EREFEHATLHLE, BEOTHMELAHDIEEIE. EESD
ﬁwmﬁxﬁéﬁéﬁﬁw & (IEB 8 %#38HW) .

EERICHT ARAIEEE © IHRESLUCNEREERIHL,
5. MKEDIEE
S 15 A KIEE

2> TIXR R LVE KA
BREORKRASE

HERERIEY
RHEDHEXAE

HRETSEDRE

Wit 7 )L 3 — L5 e

—EERE (C02)

B3RS A

MR L,

BULADERERTS, ZRHAIC+HAHTEOMEN LA
HLTHYENELBRET B L8 LARROBRAS S,
PRIEE R~ DBRELREICEERIZTBEHH 5.,

REERILY

RIGOIRIR & BDREICE C CEYGHENFRZRAL S,
RABOBERERHANT DDITKEEZET %,
ZETHNERBIEI D THERKEEA BT,

R o RBESE D &,

KKBFIZIE, BIRXMTRHBEERT 5.
REEZERT 5.

6. IRHFDEE
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RS WETH: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 MEMER H: 2015/01/07
AMEIZHT HEEER. RE @ REBREZERT .

BRURIFEE

REICHY 2FEFEHR

HLRADEVHEDHERDY

2]

REGWYFZLDT FR( R (HBTZ22R) ©. BARHE
Bn#REERICEN (IRE 8 23] .

RE~DBHZEREITH &,

REZHRALTHDL, EAPIEFERZILED D,
FBRINERRFKEREL. LHT 5,

MHAZE L CERTEZWMERIE, A BBKICERT 5

ZENEDEF, BELDINERBETROERY ., BYLES
IZFBL. BET D,
BLADESHADREZR TS (Thbb, BLADETEL
EREADEEERICLDER .
BLANESRPICTHALEETHRESN D EEREDREY
ZHEHRTH5DOT, RAICHLAZEBEIETIEESEL,
A ERE., BETLIEICE. EHFEEABLUVEDR
B> TRIEFT DL, ZORBICFERASN=HEIZDL
THRHTHD, ENORANBEREININEHET IHEMN
Hb,

ASDSDEBE 13BLVI5(2HBLT., HABEBKRSLUVED
ERFOTHEHY

1. BEEVWERUVRELOER

5§/ {)
AT EI R

BFrgR, £HBK
ZERREIEER

FEfih [a] 5

BESHNZEL. BlFRXMIBIALIERESISRIT &
n"H5,

BRI ER, B, FRETEESES S EDOEY LT
WBEZHET D,

WU HBRKEBEDT CTOHMERT 5,

RIEOKRICH TN,

MLAZMALLGILN &,

BRAAFEILLN,

ARE D xR TS,

BikWVRIIREZ L <KD 2 &,
BISRERAEOKRICEDE, EEHOFAESLUREHD
ETRTEICVERYIES 2 &

BRFERHALTHELCI L,
MLADEREERTEZBAET S,
FRLENVEEICEBEZEHADTE L,
BOFENENSESIT S,
BESBREICHLTFHLEFERZELED &,
RBNOEREVMZEHLEL. RE~NOBREZR/DMRICTSL5F
295,

v 3| &1
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€ MSD [} e

&S ;ETA: BBEERE: AIEIZRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #EER R 2015/01/07
BEXER BEOFEAPICILEME~NDIEI EDOTREELA H S IHE (X,
EEGRDELIZTA ISV VIV RTLELIUREY Y
D—%#HJELTLIEELY,
FRPIISRBERUVEEEZZILT S,
BRINERKRITBERTHENEET S &,
B®RE
TELGRESEH BUESRILDDWVEREBICANRTE L,
BELoANAYEADS,
ZFEOHREIZK-TRET 5,
EfEZIEYE ROBBFEFEEOLVHD L LIZRELEL .
RER L H
RENGRBAEMH WIHEVME: IR L,
8. F<EMHLRUVRERE
EEREICETOIRDHNRERF/HFRRE
5 CAS = BiE (RER | EHEE/EER | HA
fE) EIHREE
Insulin Glargine 160337-95-1 | TWA 3 pg/m3 (OEB 4) RER
m-o LyYJ—IL 108-39-4 ACL 5 ppm REE (BEE
=)
OEL-M 5 ppm BAEX®SE
22 mg/m’ 22 B8R
)
SEMIE SR 2R IRUR
TWA (IR A B 20 mg/m° ACGIH
=)
BRI ¥IZ, AT+ G BRSOBERSADE,
ERGICEBITRBIEEZRERICHNZA S &,
MLABRREHCHEZET 5,
MLARYFENWI R TLHSRSY b, BLAREEE. ¥
CARZR. BLUMLCARBEELE) TIX., HLANMEE
BARNESGW G EhEEENLDRNMLLY) &K 5 G5
HEHEREIZTS,
RER
R ARERE BYEBFAHEKEENFIEATERWMES. £-XIE < EFTM
THRAA FSA4 D OERANDIE BN TEIN-HEX, FF
RREREFFERALEL £,
T4NWE—24F WA FRAEEREASADESE2M4 T
FORER
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&= WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 MEMER H: 2015/01/07
#E DO MEGEFR
iw%E D BERMEORECEICLY., ERGICEHILFEYEETF

REESZE, COERHAFRZEZBBT HEREIEIN-T
WEL, FREZJ\EICMYEBZ D, FHREXRICERT S L
AOFROMEEMEEZFROBETICHAIVEHLESZ &
FHRET LD, KREATOKRERFICIEIFZES.

IRDFRER . ROEAGREEZERT S :
b ZERMEDORERFEZLTERT 5,
REMNEIYZSHIEEITER :
T RI—JLF

EERUVEBADGFRER D ALEMTHE T —2 B L UVBICHE 1T HEE TR O THE &
DVWTHEL LG REKREZRIRT S &,
FTEEMHOREKR (FL. AT, B4 L) #EHATSS

ETRE~DEMERTD,
9. MERHRMLEHER
YIERIK 8 L REERIEMA
= =]
R D T—87%L
B LEVEDE D T—AIL
AR EE R D T—AIL

BRARXFMBRRVHEERE @ T—274L

AIATE (BMR. A DMIL AV RY VT LLEZEDEADREDREIC, BN
DHLAZZHRT H2EENLHYET,
AR GRIK) L T—8AL

BRETRARVERLRRE AIARR
BERGHEOLR/AMRER @ T—2%4L

&

BREEDTR/AAHTR @ T—27%4L

&
51K = T—H2%GL
DRRE T AIL
pH T—AR1IL
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MBS HETH: BIBRE: BIEIZRETH: 2023/04/04
9.0 2023/09/30 42888-00027 #EERAB: 2015/01/07
RFEEE FT—21L
BAFEANEE FT—2L
FhHEE
EALEE (BhELTESR) T—R%EL
BERRE
KBt T—21L
n-A49 4%/ —)L/ KNEIZRK T—EIL
(log 18)
AERE T—R2%L
BERV/XIZHENZE
#E FT—2L
HXHRARE T—R%EL
IRFAEE JEIRF S
ERib st ABDFEIEEMEE LTIEIDEINEGL,
SFE T8kl
BT
FFHA4 R T—REL
10. REHRUVREGHE
RIS RGHEEERE LTIESESI NG,
LR EM BEORETIEIRE,
fERAE RIGAIREME MI. N RYUTEHLLIFZFDEIDREDEIZ, EHM%
DMLAEZEEZHBRTHETNANHY FT,
BUOEILRIERIST D2 ENH D,
BT BN EEH B, K. NTE,
MLADHKEZEITS,
REREIRYE E&1E &
fERAEE LN EERY BREELGAHFEERMITHMOEN TV,
1. FFHEER

AN H LS REZBOFER

A
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RS WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #MEERH: 2015/01/07
R & A
1:3:)1

RBICA-E=BE

sk
FATBELIERICEDOCKRYSETERLY,
K
2EEE @&0O) D RMEMHTEE > 2,000 mg/ke
ik StEIZK D AE
SMEN 8BR) D AMEMHEEE > 2,000 mg/kg
Hik HHEICKDAE
B4
Insulin Glargine:
2EEE @&0O) D EET—41L
2EEE RA) D EE T4 L
2EETE 8BR) D EE T—41L
m=2 LYJ—I:
2EEE &0O) : LD50 (v b): 121 mg/kg
fEE AT A2YEI/TON-T—FICE DL
2EEE RA) D TEAAV N HRREICEBETH S,
SMENE 8BR) : LD50 ("4 %): 301 mg/kg
BE AT A2YEIBON-T—FIZE DL
EREEMERBE
RERIH,
B
Insulin Glargine:
|li&= L F—AKL
m=- LYJ—I:
| i L =S
fER D 3o~ BREERT S EERELADHD
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Insulin Glargine Formulation

RS WETH:
9.0 2023/09/30

BEES: AIEZRET B: 2023/04/04
42888-00027 #MEERH: 2015/01/07

RIZHT S ERGIRENE RRHE

EELRIRDES.
5%,
Insulin Glargine:
&=
m=4s LYJ—I:
|&
fER
PR 25 R 1 X1 B2 Il T4 1
REREM

A e
RICxT S F AT EpzE

FIRATRE L RERICESCRY DETERL,

PROR AR REAFIE

FIARRELERICEOCRY DTSR,

%2

Insulin Glargine:

ll#=

AEMRERRYE

F—a1L

FIRATRE L RERICESCRY DETER,

%

Insulin Glargine:
invitro TOEESEME

m-2 LyY—IL:
in vitro TOEEGEM

HEBRY A T WAENMERANSERBAZEHER (AES)
R e
&5 BT SMEILR/ONT—FIZE DL

HERA A T in vitro HEBYHRECTERRR
BER e
#E: BT IMEI /LT —FIZE DL

SRERA A 71 in vitro 2 EIAERFERER
R fatt
BZ BT E3MEMIBOoN-T—2IZE DL

HERA A T in vitro 2BEAREEHER
7% OECD HEBRAA K54 > 473
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RS WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #MEERH: 2015/01/07
R B

in vivo CTOEIEEMS

M A

HERY A T WAEMERAVNSERBALEHER (AES)
7% OECD HERA A K51 > 411
R e

HERA A T TEEM (in vivo BELEBHMMEEFHR
E&. ZBADH)

B voR

BERE RAFRAATEEE

7% OECD :RERH A K54 > 475

R e

FIRATREGERICEDRYPETERL,

H5:

Insulin Glargine:

2

PR 5% B ]
NOAEL
LEES

12

RgR 25 e ]
NOAEL
UEES

m= LJ—I:
&

BERK®

iR & B

fER

-k

2

B 5 RERg
iR & B
HER
%

HENAE-TEAADF

vk

2

0.455 mg/kg AE
(=45

YR

2 4

0.455 mg/kg AE
(=45

YR, R

RAIAATZIHE

105 5@

T BR%E
BUTIMEISEONT—RIZE DL

YOR, AR

RARAATHE

106 — 107 ;@

&4
BUTIMEIMSEONT—FIZE DL

D EZEMALT HE. ENAMYEL LTHESIAGN
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Insulin Glargine Formulation

&S METH: BBEERE: AIEIZRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #E4ER R 2015/01/07
4HESY
FIFAATRE A IERICE DR Y D ETEAL,
5
Insulin Glargine:
FIRICxT S SR E . HERA 4T 2REEeh / VERERLE
oy bk
BRERK KT

45 73: NOAEL: 0. 36 mg/kg {AE
HBR ZRERICEEEL,

HER4 4 T 2HEEe S / VIHIRERE
& oYy x

BRER®K KT

H5EA: NOAEL: 0. 072 mg/kg {AE
EE IERICPEEL,

BROEBE~DEE D BREBA4A T ZRINBLUVRREXRE
Sy bk
BERK KT

FEAE S NOAEL: 0. 36 mg/kg AE
R BREOERBE~DZETEL,

& oyx

BERK KT

Fe4EEME: LOAEL: 0. 072 mg/keg KE
ER BRREMN,

&% EAEFEIE FTREENGVNEEZOND,

m= LY—I:
IERICX 3 B2 D RERA 4 T A EE R
B Sy bk
BERE: SRAAALTEEE
R E
BROEBE~DEE D HERA 4 T BRRRESHRER (TR
Sy bk
BERE: SRARAATESE
R fE

FERMRSBSTE (BEEIECE)

FIATRGERICED(RYSETERL,

FERMBHRSTE (REFICR)

REIICH-5. REREFCE Q) CLBROEEOSTA (MR, #ER).
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Insulin Glargine Formulation

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #EER R 2015/01/07

B

Insulin Glargine:

EAOES 230 D BRAHRAATEGE

HZ R i 25 D MR, R

TEAA R D RECh-5. XIIREFCBIZE2BHRDOEEDS F1,

RERSEMN

B4

Insulin Glargine:

L A

NOAEL . 0.5 mg/kg

LOAEL : 1.5 mg/kg

BEZK . KT

r3Alied | : 30d

IZ R i 25 D MR, R

m-42 LY —IL:

L D Zvhk

NOAEL ;150 mg/kg

BE5Z% D BRHAHIAATEEE

A 13 8

Hik : OECD HAEB&HA K> 4 > 408

RAABEN

FIATRERIERICE DR Y RETEHL,

AMEITHT 5 REEAHER

5

Insulin Glargine:

A D ZMREES: MR

fEIK: IKIMAE, BB, T, RE LS

llasi : LG50 (Oncorhynchus mykiss (=< < X)):8.6 mg/|

12/18



RET—HRI—F

€ MSD [} e

Insulin Glargine Formulation

BBEERE:
42888-00027

AIEIRET B: 2023/04/04
#MEERH: 2015/01/07

RS WETH:
9.0 2023/09/30

RRERRER: 96 h
SOVAEOKEETHEY © EC50 (Daphnia pulex (2¥>2)):> 99.5 mg/l
IZx3 %&EH MREERFRE: 48 h
AEN (BHESEN) BRREZEERE (Pimephales promelas (77w kAY KI/
“)): 1.35 mg/|
REERFME: 32 d
BE BT IMEIEONET—2IZEDL
SUOVIOEQKEESHSY © RAXEEZERE (Daphnia magna (A4 32 >23)): 1 mg/l
IZx3 &M (IBHESH) RREERR: 21 d
BE BUTIMEIEONT—FIZEDL
REMY - SR
B4
m LY—IL:
RS R SofEk,
HEOE 90 %
RREERSME: 28 d
75i%: OECD :RE&H 4 K54 > 301D
EHEEY
5
m= LY—I:
HERERMN f&: Leuciscus idus (a4 O—3&)
EYiEmEEAF (BCF) (17 - 20
n-#4%2 4%/ —JL/ KHEZRE : log Pow: 1.96
(log fiE)
TEDOBEIE
T—REL
I URB~ADEEN
Y
thoEERE
T—RHEL
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Insulin Glargine Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #MEERH: 2015/01/07

13. EELODEE

BEEAE
BREEY D M BBRADBRFICEVLST S,
BREMETKABHE LT GE 5L,
BRBEHRRVAE D EDOBRBRE. UHAVLFEEFREDOIZ, BAERIT-

REVVEREICRRT S,
FICHREAEIMES., RERAGRELTREREYT D,

14 BELDOEE

I AR

R _E ¥z (UNRTDG)

EiEES M
EE#%4% (Proper shipping : JEE%Y
name)

E&E 4548 (Class) . JEER Y
BIXRfERM (Subsidiary risk)  :  JEEZH
A 285 %k (Packing group) =
Z ~NJL (Labels) o JEE%RY
#HZ28R3% (IATA-DGR)

UN/ID &S (UN/ID number) : 3EE%H
E&E#%4 (Proper shipping : JEZY
name)

E& 4548 (Class) D JEER Y
B R B (Subsidiary risk)  : JEEZHY
BB/ Z4K (Packing group) . JEERY
Z ~JL (Labels) o JEEgY
WAER (EWH) (Pack- : JEEZH
ing instruction (cargo air-

craft))

HWatET (REHK) (Pack- : JEEZH
ing instruction (passenger

aircraft))

72 L #fizx (IMDG-Code)

EEE S S
E&E#E 4 . JEERY
E&E 54 . JEERY
Bl RfERRE o JEERH
BERER . JESZY
TR S 3 £
Em$ 2—F LY

BEBEYE Y - FED) 0 EFEH
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Insulin Glargine Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #MEERH: 2015/01/07

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

Il P il

EOREDERG L. HE 15258 5,

R DR EXE

JFEZ Y

RERLREERHES SR

15, BRZES

BEEEN

HREE

fElRY. EERBMICERS LG,
L&&

BRIt FYME

[ ex4 5

lovy—n 156

HEBRE/EE

BEENBELESIIEEY

JEERY

BEDHFAIZRITEIREREY

JEERH

BEEEN LEHARYME

JEERH

ZEREDOEH oh=LEYE (BIFLEDR)
JEE& S

ZRRHEORBHoN-LFYE FHREHEEHE)
JEEZH

AMEZENI REBRVRVESY

EE ST ED 2 (BITHRIRE 9)

[ ex4 BHE (%) K=
lorv—n >=1-<10 -

BREERTIREBRVRVEEY

EEST K FEITHE 185

-+ il
b4 BE
lovy—n -

15/18



RET—F—F CIMSD A e

Insulin Glargine Formulation

RES WETA: BEES: AIEIRET B: 2023/04/04
9.0 2023/09/30 42888-00027 #MEERH: 2015/01/07

RELCFVEREFRHRA
JEERH

sehEFRRA

A

7 ILFIILahEFRRA
JEELY
ARBFIPEFHRA
JEELL
FERLWBEEEITS - WRE— (EEY)
JEELL

SR VRIMERE

JEELL

LM EEHIDEERREER

|| s-mmzirns

EZ EEES EHE (%)

lory—n 86 4.0

BEHRARRE

JEERY

K REE A

JEERY

R E%

e e LTHREISh TL RGN

=ik

e e LTRElSh TLGW
BEFRERUVBLEBEOLICEY 5i&E

(35 FEAHHE D BEREMEICEZE LGN
(EERE P DOBFEREYEICEIERG LN
iE SAONLE LR 33803

RREFFHERA (@ - @AFFAD
JEER Y

BEMEMARBHERE (@ - @A)
JEEZY
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Insulin Glargine Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04

9.0

2023/09/30 42888-00027 #MEERH: 2015/01/07

BEVOLEE CERICET %R

EEXEREY
COEFDOHEAIZONWTEEAS IRV M) —~DEEEIFR :
AICS N
DSL CORE
IECSC N
16. ZDhD1EHR
5| sk D BHE#MT—42. EME DS [H I F—4 . O0ECD eChem
R—FILE X UEIMNIEEWER http://echa. europa. eu/ D&

UERIN—C a3 U ERSNEHRBRIANE T 2 AR THRARTINATLES,

Bff7+—<v b . %/A/8

TOHDBRED L

ACGIH © FE, ACGIHFRFREIME (TLV)

RELE (BEEERE) DO EXIREBITMERE. BREESMLIES

ABAEXFLEFS GrRE | BAEZRGLEZRR HREREZ0HE -1 LEVMBEOHBTRE
%)

ACGIH / TWA . 8 HFME. BEREIMMEFEH

ZEE (EEEE) /ACL . BHEHRE. EERE

BAEXBLEZS (FRE | HEREE

&) /OEL-M

AlIC - A—RX FSUTDIEILFERASA ANV RY; NTT - TS5 D)ILEREEMES ASTM - K
E# RGBS bw - (KE; OR - AU, ZERE. EEEENHDIE SN EME; DIN -
FAURBHEEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZRIFT EEX
BNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE, EnS - BEHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIFTEEZONDL
& ERG - REWICDF5IE; GHS - HRFIM I AT L GLP - HABREMERE. [ARC - EHIR
DATRERHE, [ATA - EEMEEEHS IBC - BRIEEKOESFEEZD-HOMMOEE
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