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Insulin Glargine Formulation

i A BT H #: SDS %75
7.0 2025/04/14 42879-00027

€3 MSD /) e

BT H#H: 2024/09/28
EW g H#H: 2015/01/07

1. AbE2 R AVARIR

FE AR Insulin Glargine Formulation
& P B BE LR AR B
) e A I 7 44 R MSD
Hhhk SO 199
LB KX, B - WiTL4 - CHINA 310018
HLE 50 +1-908-740-4000
N LR 86-571-87268110
L R A b EHSDATASTEWARD@msd. com
HEFE AR A PR 1 A i
HEPE % i 25 1
PR 1) FH id ANiE A
2. fEReMEAER
MRS PR gE R
Bt SEEN
SBR DR TR
GWATTREA . SRR . SR ERG . K SR ESE. SKEEYS
x,
GHS & K 1H: 25
SR (2 0) 25 5
2R T o/ SR ZH 2
7 i IR A 477/ AR A e ZH 1
Frathins e Rgiat: (kE 2 2
e
ar GEED KAEfE K5 3
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07
GHS I EER
FIEE :
EE
(EREALI D fak
PEN 5% A o H303 HWH AT REA .
H315 3 B RT3
H318 i B ™ E AR 452475
H373 KA Je & H A ] eI 2 o
H402 SHKAAYIH E.
155 Y8 156 1 TR
P260 ANZEG AN o
P264 VMV J5 MW e Bk o

P273 WEGRERI A .
P280 i3 FE /i P AR ER /5B T

0 B

P301 + P332 + P317 Wi AFMH B A2 R k. 7 BIR % .
P302 + P352 Wiz HkIGGy: /K E D

P305 + P354 + P338 + P317 tik NHRHG: 7B K )14
Bho WNERBSE ARG I T 7 R, B BRI IR BT, RS .
SLRIREE .

P319 W ANE, 1K EE

P362 + P364 Widsitis AR, 15U AT EOHE A .

EHRLE:
P501 K5 N & W/ 75 716 BIRLAE I RV AL R ) Ab2E

WENL IR
RIEPAE BT HT K.

RFEEE

TATTRER T GERRBRRIR. I R™ IR A B S vl e 40 T 4
HEaE

XRAEAEE H

GHS R EIEHIHAhfaE
N AbFE AT H e AR ) AT BE T BB KE R R S IR AW .

3. RA/HBER
Y/ IRE W) D OREW
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Insulin Glargine Formulation

A & H3: SDS %5 HI BT H #A: 2024/09/28
7.0 2025/04/14 42879-00027 s W4 H Az 2015/01/07
Hor
5 AR A= & kRlene) WRPE BRI (%6 w/w)
(CAS No.)
Insulin Glargine 160337-95-1 >=90 -<= 100
[i) F Py 108-39-4 >=3 <5
4. BREEHE
— ML H S EE I ANE R, LRI .
TERRRFFELECA O, R .
WA W N, B2 HEE AL,
wAERIR, k.
Bk i WIAER i, SERP KB K MR B2/ 15 43 8b, R 2535
e A AR A
s
BT AT A VA
BT A RIS Y
IR R 42 ik WIAE Bk, SEEDH KSR R ARG 220 15 4040,
RIS IR B, Wi fE, BURE A
SERIERER .
TA WA ANEgnt,

Fi T B FAREDR AT RS

xR TR 1) 8

WAREIR, s,

FHZK AT ek 1

TFIA AT REA T o

3 SR R

I ™ EAR AT o

KM B R AT RE 45 4
BRATINBEE DN NRY, ETTREAAAE BRI DL T AL ]
PR NBI P28 (S U 8 11

X B2 A AR Al B XHE S BIGTT -
5. HBHTEE
KK TR RK K F IKIE %
ETIR/SIIRZN
AR (C02)
TH
ANEIE R KA AR ILHRIE .
Rl fa kit By ik AR = S E P AR R 2R, /N AR ARIE B TR 4 IR

FZ, BRI fUKIR, XAV I R G
MR P T B R R
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07
HEBRET=W) COEAMAD
REIR KK T 1k D MR AR R R PR R F S S K K R i

WK HARITIF I A 4%
FEZEIEILT, B HRIIRN R4S .

eI .
BTN G IR IR DR 2 2 DR KER T, I A g SRS .
(O ERNDIE /A S

6. RN SALE
N AR B fn (A AR 4%

SR EREFF WR A B (S 7)) MNP R (SIS 8
)
B PR T DRGSR R

INREM TR 22 4z, AT SREUCHE Tt B 1B — 2 B ke B H
TR AL B SZ TR BEER K
AR TCIE B T A Y, O AR Y R )R

MRS R TR 0 TR R R YRR 2 AR A A AR

L P A FHI A BT R B (R ARAE A SR (e R 4R s T R AR R
M) o
B b AR AE R IR, BRI R I FE B e iR I &
AP R SIRERIEREEY/R

i B R3] R T XA R B ORI AL B, DL s R
HEFBCI A5 R R A o 18 75 B AT ) 3 T VR
A SDS FIEE 13 3 AIEE 15 354025 H T s s 3 7 B0 BRI

EESERSY
7. BIERE SR
BELE
oA it DR AR RO SRR R AR M T A R
MR TR It 0 SRR NI BRAl,  BS ERA A
Ja il G 2 T 3 X D BRI 2 T
AN BVE R FI AN R IR A A o
AN A
ANEAI
AN EEEAHR I -
PRl R IR Pe b ik -

BT TAE P B PASREE R, LI R4 R0 Tk TAE AT 22 44
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07
EAT Ab 3
PREFZES A

Kb 22 07 AR AR R B B AR S

AN I DR A 25 2 5 A

T2 AT KA

RIS 4i Tt o 1 7 FEURE T

AN BT IR B VR B IR R B LR R R A B

B 1E 4 Ak AR e A) DA

22

BB AT DFHEATE AR IR A AR
DREFE o
2 R R SR I A

AR DS TR R R A
5 S A

(AR TR DAEERARE RILRGE.

8. EMEHIAMAMERT

S 40 B R BRI B A FRAEL
oy 2SO E D | BUERRA BHISE L FER | KE
5 (CAS No.) | (BefihfE=0) J&
Insulin Glargine 160337-95-1 | TWA 3 pg/m3 (OEB 4) N E Y
[] 1y 108-39-4 PC-TWA 10 mg/m® CN OEL
HAhE B
TWA (RTIR A 20 mg/m’ ACGIH
PR A FNZE
%)
THEEH D OEROREEEIIE K, R AITE S PR
ST RE R AR By 2 Al iR B
KU 7 LA A RS
i R ARG CnHERETE . RIRIEESS . R8N Tk
%) YR AT PR 1k IR kiR B AR R X CHPAS 2 DA 150 2% i
) .
MEBT 3%
IR RS 3 D IS R R HE R, B R VA o R B R
HEF TR e, s A P LR
JURsEr it D HA MR E LR A
HIR T B 47 COFR NN AR

DAFEIFA A B
Al e AR A Rk, R
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07
[HI 58
R UNYIE A R A N A 2 1 L RN 7 S 30 % i A RS VA, IR0 2 I B
il

WAUERBTERIBF R (FE. B 8755 DU % Rk
fito

Gy N (I A, < A40)

FHi
R idh T &
% WA EV IR 550 LR e I LAES R, EFEHNF

BRI FAZNFEAFMG . HFs SR 5B B ] i A E
HFE, XTHRRAHE, BATEHTF BN R AR
FEMALZMPEA R RS RT R TAES /A 3T

DA N SRAE SR R T T B B AL b, BT LR T IR
HEHREE vk RG220 = .
R, AR SR o
15 G A ARG e Je A mT S B A .

9. HfLEFME

LADIRSEER TN gE R

it =)

LS ToHE vk}

ARERE ToH i vk

pH 1H ToE i vk

P25 15/ B ToHhE worl

T3 p R ToHhE worl

A 5 ToHhE worl

AR R ToHhE worl

TN Kb FECHEAT HE AT IR W] BT BB R IR S
.

St Gl THIR SR
JRIE RIR 1 5% TR ToHHE Bkl
PBRIE IR 1 SR TR ToHE LRt
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07

HAUE T VR

BAHE T VR

HIE Tl 7ok

AR

K HE T VR

IEF B /KA RS T VR

5 R P T VR

I AR I T VR

R

SEENH TEHCR VR

PAERFE TERAEAE

et IR BRI A AN B S A A

T TEHCR VR

BT RFHE

BifE TEHR VR

10. FasEtERUR B

JREHE A5 FN R R f 35 o

FasEtE IER A FRE.

i S T B BRAT B 5 1 T R OB M 2 5 IR
.
] 5 3 A 7 R 2 S

RS 5% e KIARIKAE
3 ) 2R PR

SN AL

S e O 53 ) REEN AR (YR

11. FHEEFR

P N

B e i
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07

A
HRR i 2 e
FH AT RE R
FEhh:
a2MgHEm SR MHAL A 3, 025 mg/ke

T3 R

2 F AL A > 5, 000 mg/kg
ik sk

Ho:

Insulin Glargine:

artg ik TR TR
SERR N R ik TR TR
S RUEY g L ik TR TR
[a] FF By

g O

LD50 (KHR): 121 mg/kg
w BT SRU HdE

SV N B PPA s 0 RIS T
S R LD50 (% %): 301 mg/kg
B TR R EE
B2 Bk B o/ R B
3 R
04
Insulin Glargine:
| ESES TEHR F R
&) FF By
| ) FHR
4k Pl B 5% 3 R 1N S, PeA
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07

T 2 AR B 4549 / R R 38
i ™ B AR ARG
4H 43

Insulin Glargine:

| 2% D AR ROR

5] A gy

Tt LR
iR D ORTHRIE A A AT

IR X B B R B

BB
WA E B LFH T2,
PR 3 B
WA E B L H T2,
ik

Insulin Glargine:

| % D EEETOR

A FE A B A
RAEIAE B ILF AT
404

Insulin Glargine:

PRAME R DR 4B R RARAES (AMES)
gh 9
v BT R E

DRI Pk S L B 2 P 22 R S A 16
g5 B
ik TR s

DREAY: R Hh Gt PR IR 5
g5 B
ik R s

] B By
||k oh e el 2 DTS A A Y R AR R G
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07

J7¥5: OECD i Z ) 473
£h B B

AR AL 418 [0 2 A6 (AMES)
7715 OECD Ml &) 471
2k H [

A PR TR B 1 DDA BORAR M (RN T FLsh Y BT B ARG, ek
0T
g R
YIRS A
7715 OECD it 5 ) 475

a5 B
BoE
WA E BT TN,
45y
Insulin Glargine:
B N
T g I (] DO24F
NOAEL ©0.455 mg/kg fRKE
gE ) 2
= R
T g I (] D24
NOAEL ©0.455 mg/kg AE
gE ) 2
I R
= AN
AT 3 N
ez N [H] © 105 A
7t DR
SR DT R I R
g AN i
PERRIBE DBA
ez N [H] © 106 - 107 J&
gk D OPHME
SR D BRT R R
o - VA DR IR R PSR Z R VA SN B Y R
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Insulin Glargine Formulation

€3 MSD /) e

&7 H #A: SDS %75 BT H#H: 2024/09/28
2025/04/14 42879-00027 Mg H 1 2015/01/07

AR
IR A (5 BT 47902
4H 43

Insulin Glargine:
Yo BB M I 5 DAL AEFH /R R E
g KR

Qergigte: fH

B e /7 NOAEL: 0. 36 mg/kg 1A

SR WA R .

MARAL: A5/ BB R E
ME: X%

Yeigie: K

E B 8 /7 NOAEL: 0. 072 mg/kg 1K

SR WAEE R .

SR LR B KIS DODRRAL: RRR-BR LR B
g KRR

Qi BN

9% B # % NOAEL: 0. 36 mg/kg {AH

gE 5L WG ) LR B LR .
ME: F %

QBRI R

9% B T LOAEL: 0. 072 mg/kg 1A EH

SRR LEE

#oik HAR AL B T fE 5 AR TR

&) B By

o S M 1Y) 5 DTSR AR R R G
g : KER
RERE B

e SR

bapi=plWoasibl -2l DODRCRR: Ak B SRR
RPN
JeRpigie: B
g5 B

A E RS EM- — kM
RIE DA E BT K.
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Insulin Glargine Formulation

fA BT HY
7.0 2025/04/14

SDS 45
42879-00027

€3 MSD /) e

BT H#H: 2024/09/28
EW g H#H: 2015/01/07

RREESRE RASE- REEM
KIP B R LAl T REAR 5 45 B -

4H 43

Insulin Glargine:

Bl
B
A

HERGEEN
Ao

Insulin Glargine:

i
NOAEL
LOAEL
PHin
T A I} (]
AR

5] A
Fhg
NOAEL
VA e e
ey A
WaRZA

WA SEE

RIEIAE BT HT K.

N RBEALL
Ao

Insulin Glargine:

"ﬂ&)\

'A
M, e RS
KM B R P REARE 48

KR

0.5 mg/kg

1.5 mg/kg

AN

30 K

M, MERR

13 A
OECD 138 5 ) 408

AR MR
SR AR ILRE, Sk, HVF, OREL B
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07

12. AFZER

ASEME
A

=) R
Xof fa 2 () 7

XA KT AR

b2

X SRIEEE (18 1R 1)

XK AE TR

LC50 (Oncorhynchus mykiss (M f#)): 8.6 mg/1
FFEHTIE]: 96 /NET

EC50 (Daphnia pulex (7K#%) ):> 99.5 mg/1

T FEITIE]: 48 /BT

NOEC (Pimephales promelas (fESk#5f)): 1. 35 mg/1
FEFRINIE]: 32 R

FvE: BT R

NOEC (Daphnia magna (7K#%)): 1 mg/1

HIEEtE (185 1) FFRfTE: 21 R
ik BT R B
S/ IS
Ao
] B
AW R A gER B RV R
HEWIREARYE: 90 %
FEFRTA]: 28 R
J51%: OECD -5 ) 301D
EYIERE T
Ao
] FA
VB F)E: Leuciscus idus (ERfEZ )
AEVIEERBBCF): 17 - 20
1E /K 5 e R 50 log Pow: 1.96
T3EPEES
ToE s 7k
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 s il H 3H: 2015/01/07

HAIREA EEH

To i vk}
13. BFAE

KBk

R T4k S i DOARNERKHEN K

Yo A LA FE
S 9AEEY) DN S R AL BV R SR A B B A AR F B E
WITC A ANEE SR : P AR P2 A2

14. BHfER

HE FriEHt

FiE (UNRTDG)

A E g COANEH

B Eis i 2 R DOANEH

5] CORE

KGR CORE

(RS DOARNEM

% DOARNEM

PUEZSREEH DR

Z21% (IATA-DGR)

UN/ID %% 5 COAEHA

B iz 4 FR COANEH

5] CORNEM

B G RTE COREA

L2251 CORNEM

bR CORNEM

AL (Tiz kKAL) COANEH

AL (i KAL) CORNEM

¥%1% (IMDG—Code)

BeA E g5 CORNEM

Ik A [ i85 4 Bk COANEH

Z CORNEM

IR G COREH

FLEER T CORNEM

PR CORNEM

EnS #5 CORNEH

WEHEB Y G2/ B

#% (MARPOL73/78 A%) FffM] IT F1 IBC LN

ANIE TN R o
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07

By

GB 6944/12268

A Pl L REH
B4 R 44 L EN
K51 L REH
WE SR L REH
R L REH
bRz L REH
WS I /) -
BRI T

&

15. EMER
B
BRI B i1
FERAL i R A

fERr LA H 3k DOWTRARIIANER, ERFEERLY
fin PR 58 SO E JEU ) o

A 2 5 B K SERYRFFN (GB 18218) DORFIN
B T SR A 4 5 1IN
R 3 A I A2 o I S DORFIN
5 il S A 2 i 44 5% DORFIN

158 P B R AL 35 T B AR 2 )
B H RS

WS E UG O R B A DR M

TP PR ) E H T PR B AL S E R DORFIAN
5 AL B A

Gy il T bt (K70 A b A H 3% DORBIN
KILRY %

LB dh T o YA & T Es et bt

15/17



tFmZEFARURHB Q MSD A"“"“”

%8 GB/T 16483, GB/T 17519 4l

Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07
HFRREEY R EE LB
B D s E R R R E R 4 % CORFIAN
A HFER A B CORFIAN
R
LS H AL 2 i 4 o CORFIAN
5SS S DORFIAN
FERBRASE FTHZXPHFLER:
AICS DORME
DSL DORME
IECSC CORME
16. HMfEE
BITHM D 2025/04/14
Hipfz 8
SR DB EE, BdEkVE T JERL SDS. OECD eChem |7/ 3k %

REER, DRI & #E 5, http://echa. europa. eu/

SCAF LM B SRR Al — RN A AT BT

H A H% =0 . F/HA/H

TSR 2 RBES

ACGTH D REBUR MY A2 K 2 (ACGTH) 2 RIFRAE  (TLV)
CN OEL D TR ERRPMEEMIRE - LFEERER
ACGTH / TWA D8 /NI, BRI IME

CN OEL / PC-TWA D IR AR

ATIC — KA TAVAL 2 SE B ANTT — B PG [E R s L, ASTM — SEE AR SZI6 P2 ;
bw - /KE; CMR - FUE. BRADHESAEBEEYR; DIN - fEEFR RS2 DSL - INERKERN
MR 45, ECx — SIS xR M ELx — 9l x%N AT Ze, EnS — MWafkiti; ENCS
- HABA R EY R 45, ErCx — 5l x%EKEMN IR E; ERG - NAaEr; GHS - 4xEkib
R AR GLP - RUFSEIG=EMNG; TARC — EFRREER NI, TATA - EFrfins
Bt 1BC - EFrEcE s el S M A iE fs & 00 ; 150 - sk, 1cA0 - H
PrECH M AL ; TECSC - FHEIA IR A 3%, DG — [HFrzs e ieyy; Mo - EfriES
ML, ISHL - HA TNz A fiks; 1S0 - EFrbrEfbd gy, KECT — #EBIA Y4 5% ;
LC50 — MR N HEIIRE; LD50 — MK ANBE R HBULE CREEUERE) ; MARPOL — EFRBE
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Insulin Glargine Formulation

i A BT H #: SDS %75 BT H#H: 2024/09/28
7.0 2025/04/14 42879-00027 Mg H 1 2015/01/07

IEARAE RS G A2 noo.s. — RAFIWAK; Neh — BFHAGE; NOAEC - BRI () 1EH
WEE: NOWEL — AW, CHE) fEFFIE; NOELR — L] WAER fAfiZe: NOM — SBPGEF 24 iAF;
NTP - [EZXEHE MR ; NZIoC - Biti 244k, OECD - &5 &/E S KB4, OPPTS -
SR ARFFEFEY R AZE,; PBT - FeAMk. AW RZPEMEBERYR; PICCS - FEHEE
S SR A3, (QSAR - GEE) 45 —iGMK R, REACH - WS B HLS T
2SR VA . RACRIFR 3k (BEC) 1907/2006 5 ; SADT - HMIE/RIREE; SDS - %4
ARV TCSI - GEELALFYREN; D6 - G teiai; TECT - & EEEA YRS
Hi, TSCA - EEAEIMFEEHNE; UN - BESHE,; UNRTDG - BES E LT G feich il B
vPvB — ERE AR AR RIS WHMIS - TAEZ T ER N E R RS

RITEH

TEBATI RN B b5, AL EBRUEHIAS (SDS) T 5 2 HARBLAUME BIMEm LR, R R AE%R
SRR ML NI, AEE 2k, EMRATITER, AR K SRIES SUR B U S
BROCARUES, HRIRALHIE R R 54 SDS TR € ke @M EHE 9%, 24 SDS P AR SAE (T
AT RHE & 68 SO TR TR, RIS BA TR MR B AR E P 5T T T (1
BB A N TTAERE T AR SCHE BRI, BRI & SDS AMPRHRGIE IR TEAS (i
EHD .

CN/ZH
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