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Recombinant Bovine Somatotropin Formulation

&= WETH: BEES: AIEIZET A: 2023/09/30
12.0 2024/04/06 402573-00020 #MEMERA: 2015/12/11
=E

P264 Ex ik LMEITEBE L <KD T &,

P2T3 IRIE~ADBE F#ETDHZ &,

P280 {REERRERE REMETERT 5 &,

BaEE:

P305 + P351 + P338ERICA 2 71=15E : KTHAMEEFEE
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BlEINTIE, TDRIEFERITDHII L,

P337 + P31 ERDRIFMN R BE : ERMDDR FAHATERIT
5 &,

BEE:

P501 N, BRI ERBIN-VBHERICEET DI &,

GHS IR L WMDEREEL
R L,

3. MRRURSER

LEME - BEYMDORXI . BEY
[0%)
(=2 CAS &S S8= (b w/w) BRAREHE
EH5
[Recombinant Bovine Somatotropin | ki >=20-<30
TEEFEBARODIL 120-51-4 10 3-1389
RNUD)LF7ILa—)L 100-51-6 <=10 3-1011
4, ERBE
— BB T KN4 R D BHOBEEN. RN T BV EFIELICETENDEEE
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2115,
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BEICTESHEICIE. a2 FLUXZRY ST,
ERLEZEZITS,
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402573-00020 #MEMERA: 2015/12/11

RAAATZGE
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LERLGHIRER
WREEZY 2EDRE

EENICx T AR EE ¢

RAAAGE . BEICHMEEL,
EERABENDISEICEERMETEREZIT 5,
KTcOz&E<TT

58 LR R

HAMBERBFBEODREITEEZILL, HEESNTLSEK
EREZFERATH L. BREOTFRMENHSHBEE. HESD
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XERESSURMEREERITAH &,
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RERERILY
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REEZFERT Do

6. IRHFRDEE
AMRICHT HEEEE. RE @ REEZERT D,
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2
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Recombinant Bovine Somatotropin Formulation
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BEES: AIEZRET H: 2023/09/30
402573-00020 #MEMERA: 2015/12/11
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Recombinant Bovine Somatotropin Formulation

RS WETH: BEBES:
12.0 2024/04/06 402573-00020

AiIERETA: 2023/09/30
FMEMER B: 2015/12/11

| D) B HREE
Recombinant Bovine RETE TWA OEB 3 (O= 10 < RER
Somatotropin 100 pg/m3)
NUULF7ILa—)L 100-51-6 OEL-C 25 mg/m’ BAREXFEE
2R (FER
)
FHMIER: RERREMME, F 28 AMITHLTHEZ L < REM
NhdEEZLONIYE.
Bal POk D RRREEEEYSICIEEYGIOC=T Y VTEES LU
HEFMEFERLET (. BENELGWY A v U RMER
fiir) o

. REESSUVREZRET LD, 20027
JEBIIRMERETICKYERESN., WP EZITRHRVERESL
BHENHYET,

BRETOIHESLUVEETELRLIY 7ADEEYDHBE %
<5 ZT, BEYOBRISEYGIMMFRMABEEL LY F
T fl, A—T 274 RAMEITF /AL R)
A—=ToNnUR) o T%RIMELET,

RER
IR FRRER B LBFRHERKEEAFATELAVEES. THIXELCETE
THEHA FSA UOHEEANDEL BN REIN-BEIEL,
RREREFFERALEL LS,
T4NE—247F MAFREERRSADEESEZIA T
FOHFRER
e it 2 S F %
S FREZBETERTAIEEZRELEL LS,
IRDFRER Y4 Fo—IL FHEREREL LLXT—J I EFRT 5,
FEREL LIIELERICROSVVRE, S X+, T70Y
W ENKLET ZIHEIX. BUEIT—JILEERT 5,
MLA., SR, 3LKIEI7RYVILICENEESLEIND
AN HBBEIE. TJ—AP—ILFE LLIFXFDIELID
IL7z—REQOTOTIavEFRALELLES,
EERUVEARDGZRER A= 74—LH LLIEEBREAI—FEBFERALELL S,

MEENBELLZWVWELSIC, RESNDIFZRVIZEDE, K
FEOH— A rZEEBMLTEALELLS (Bl. RY—T
Lyy, T70Y, RFR, BLMETR—YRLE) ,
BEINF-AREMOHLIKIRER CIHEEILEY G AETIT-
TLIEEL,

9. PEMARTLENEE

IR R

BAR
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Recombinant Bovine Somatotropin Formulation

&S HETA: BEES BIEIRETH: 2023/09/30
12.0 2024/04/06 402573-00020 #EERKR: 2015/12/11

& &, #&
=R MURLY
B LELGER)E T—R%EL
BhE S EE A T—R%EL
36 m LH) B8 B UN5Hb i & ] T—421L
Al (BAR. &IK) JEZY
AR GRIA) T—R%EL
BETRARVERLEBR AIHRER

IBREFEDO LR /AR ER @ F—42%L

[l

IRREGEDOTR/aIATE : 7—4274L

&
5l KR T—R%EL
DERE T—RL
pH FT—RHEL
EFEIRE T—ARL
HARFEIMEE T—R2%L
FHE

FHEE (RHEER) T—R2%EL

EFE (BhRAMEER) T—R2%EL
BRE

KiztE T—R%EL
n-A49 4% J—)L/ KHERIREK T—R%EL

(log &)

ERE F—421L
BERUV/XIZHENZE
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MBS HETH: BEES: ATEZETH: 2023/09/30
12.0 2024/04/06 402573-00020 EYERLA: 2015/12/11
HE D T4aR"L
BT RBE D T—A%EL
IR |2k
L4 O AREGIETEBIEEYME L L TIEREINEL,
NFE D F—Aa%L
BT
FFHAX D F—ALL

10. REHRURGHE

RIS D R E LTIEREI AL,
LR EMS D BEOKRETIEIRE,
fERAEERICATEES D BOVBRIERIERIGT A EL DS,
BETBHREEH DOHREL,
BMERYE D ERERE
BIRAEELDBRERY D BRAELSBERDIIHMOATIEL,
1. HEMHER

AREMDH L REZROFEHR © WA

RS &

EE

RBIZA-E=BE

AuEt

FIATTRERIERICE DR Y DETERLL,

R

2MEE ®&n) D AMSEMHERE > 2,000 mg/ke
ik SHEICkBAE

2MESE (RA) D AMEMHEETEE > 5 mg/l

RREERME 4 h
HEBRRE MLA/S X+
Hik EICKBAE

7/18



RET-H¥—+ € MSD [} e

Recombinant Bovine Somatotropin Formulation

RS WETA: BEES: AiIERETA: 2023/09/30
12.0 2024/04/06 402573-00020 #MEMERA: 2015/12/11

B

Recombinant Bovine Somatotropin:

2MEE RA) © LG50 (Z v k): 30,000 mg/|
REERE:1 h
HEBRRE MLA/ZT R+

RREBRAVD)L
attEl (@n) © LD50 (5w k): 1,700 mg/ke
SHsEt 8BR) D50 (H): > 2,000 mg/kg

RUULTILa—IL:

anEt (B0) . D50 (5w F): 1,620 mg/ke
2HEE (]RA) : LC50 (T k):> 4.178 mg/|

RRERE: 4 h
HEBRRE MLA/S X+
7% OECD RE&RH A K54 > 403

EEERYE /R
FATBELRIERICE DK RYDETERELY,

5

Recombinant Bovine Somatotropin:

"E R =

iE% D EN R
RRBRAUI):

& R =

Hik : OECD HAE&HA K4 > 404
fER D RERIEGZL
RYUDLTILa—I:

2 D oYX

ik : OECD HE&HA K54 > 404
fER D RIERIEAGZ L

BRIz S ERTRENE RREE
58 LVR R
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RES METH: BBEERE: mIEET R 2023/09/30
12.0 2024/04/06 402573-00020 MEVERLE: 2015/12/11
B

Recombinant Bovine Somatotropin:

12 DY E
et D EAERIE

RERERAV O
12 LYy
R D BRAORIBGL

RUULTILa—IL:

(E S

IR . BRAOREH. 21 BLRIZEE
WaP: . OECD :HERHA K> 4 > 405
PO B8 R 1 I B2 S et

REBRAEH

FIFATRE A IERICE DR Y B ETEAL,

W 0%, 38 B4 1

FIFATRE A IERICE DK R Y BETEAL,

B

ZREBAUIIL:

HERZ A T . BT o/ EiEREEER (LLNA)
KEDIRK D RIS

b D YIR

Bk : OECD HERAA K54 > 429
fER CEN

RUDLTFIIIA—):

HERS A T R € e D=1
RED TR D RIS

& . EILEY R

ik : OECD EERHA K54 > 406
HER D e

AR ERRYE

FIFAATRE A EMICE DK R Y D ETELLY,

D%

ZREBAR DI
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Recombinant Bovine Somatotropin Formulation

RS WETH:
12.0 2024/04/06

BEES: AIEZRET H: 2023/09/30
402573-00020 #MEMERA: 2015/12/11

in vitro TOEEGEM

in vivo TOEGEEMN

RUDITFILA—):
in vitro TOEEE%

in vivo TOEEGEEM

RMAK

HERY A T WAENMERANSERBAZEHER (AES)
R e

HERE A T in vitro HELBYHRECTFERER
BR B
#E: BT SMEILR/ONT—FITE DL

HERA A T in vitro 2BAEEHER
R e
HE EUT2MELILB/ONET—FIZEDL

HERS A T in vivo HFLEEITMARE AL S T EH DNA SR
(UDS) EXER

B Sy bk
BRI A AANTESE
R 2

BE: BT SMEI /LT —FITE DL

RS A T HEME AL D ERRAL RHE (AMES)
R It

HER 2 4 T IHE B AHRMBR/MZERER (in vivo MRS
E%)

E: 79X

RS RR: RS

R fEt

FIARRELERICESCRY DTSR,

%2

RUSLTIa—):

12
REEH
PR 55 e ]
Ak
FER

ATEE

YR

RARATEIHE

103 &

OECD EAERA A K51 > 451
(=353

FIARTRELERICEDCRY DTSR,

%
REFBARAUD):
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Recombinant Bovine Somatotropin Formulation

&=

12.0

;ETA:
2024/04/06

BBEERE:
402573-00020

€ MSD [} e

AiIERETA: 2023/09/30
FMEMER B: 2015/12/11

RUOLTILa—)L:
PEIRICH T D RE

2
RgR 25 i ]

AR T ZREIE L URERE
& v hb
RERZR RAFAATZIGE

R

(=33

R4 T 2N / VHRERE
oy
BREREK RARAAEBE

HER:

P14

BE: EUT HMEI /LT —RIZE DL

HBRE A T ZRME L VRERE

B.v9R
BEREK RAAAEEE
R fEt

HERMBEREE (EEER)
FIARTRELERICEDSCRY DTSR,

HERMBREE (RESCR)
FIATREGERICEDRYDETERL,

REHESME
0%

Recombinant Bovine Somatotropin:

ke

TREMAUOL:
2

NOAEL

bR

iR 55 BF

RYUSILTFILa—):

2

NOAEL

R 5
PR 55 e ]
Ak

@3SV
o

v

~

BAEEERAFHRESAG,N 12

~

781 mg/kg

R &
4 &

Zv
1.07
®A
28 D
OECD

il

8

2 mg/|
#BLA/ZTRMNIE)
ays

HERAA K542 412
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&=
12.0

;ETA:
2024/04/06

BBEERE:
402573-00020

AiIERETA: 2023/09/30
FMEMER B: 2015/12/11

RAAREN

FIATTRELERICESCRY 2

TERL,

12.

RECERH

4REE
B4

TRERAUOL:
sk

IZxtd 5&EMH

M-2794%— (KERERE
tt B (2% )

X9 HFE (BESE)

BEMIZHT BB

LT ILa—):

Ixtd 5&E M

SOVAFOKEBESHDY ¢

R KEEYICHT HENE

SUOVAFOKEESTHDY ¢

SOVAFOKERESTHDY ¢

LC50 (Danio rerio (€757 wa)):2.32 mg/l
BREERERE: 96 h
Fik BESHA| (EC) No. 440/2008, f1/EZE, C.1

EC50 (Daphnia magna (4= <>2)):3.09 mg/|
BREERFR: 48 h
7% OECD ERERA A K54 > 202

EC50 (Pseudokirchneriella subcapitata (f%%)):0.475 mg/|
BREEEER 72 h
7#i%: OECD HE&EH A K54 > 201

RAEEZERE (Pseudokirchneriella subcapitata (#%:%)):
0.247 mg/|

BREERER: 72 h

7% OECD FERAA K54 > 201

1

RAEEZERE (Daphnia magna (A4 =22 10)):0.258 mg/|
BERME: 21 d
7k OECD ERE&H A K54 > 211

EC50: > 10,000 mg/|
REERFE: 3 h
Hi%: 1S0 8192

LC50 (Pimephales promelas (77w kAw K2/ )): 460
mg/ |
BREERFR: 96 h

EC50 (Daphnia magna (F#4 =< >2)): 230 mg/|
BRFERF: 48 h
7% OECD ERB&AH A K54 > 202
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Recombinant Bovine Somatotropin Formulation

RS WETA: BEES: AiIERETA: 2023/09/30
12.0 2024/04/06 402573-00020 #MEMERA: 2015/12/11

S KEEWIIHT BENE -

SOVAFOKEBESHEDY ¢

EC50 (Pseudokirchneriella subcapitata (#k)): 770 mg/|
BRERME: 72 h
77i%: OECD ERERA A K54 > 201

BRARESZEEE (Pseudokirchneriella subcapitata (#%:%)):
310 mg/|

BREERER 72 h

7% OECD ER A A K54 > 201

RAEZEREE (Daphnia magna (A4 32> 10)): 51 mg/l

29 2 &M (1BHEEM) BEMR: 21 d
7% OECD SRERAH A K54 > 211
REH - SR
B
RRAEFBAUO):
EofEM R BofEM,

RUDLTFIIIA—):

E0fE: 94 %
RREEEERE: 28 d
Hi%: $84 67/548/EEC, Annex V, C.4.D.

ENfERME R HOEME,
E0fE: 92 - 96 %
PR 14 d

EREEY

%

RERBBAUD):

n-44 %/ —IL/ KDERFH

(log 1)

RUULTILa—):

n-A49 %/ —)L/ KHERIFZREE

(log fE)
TEPOBEIE
T—AR%L
TV UBADEEN
I

log Pow: 4
7% OECD HER A A K54 > 117

log Pow: 1.05
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Recombinant Bovine Somatotropin Formulation

RES %A BEES #EIRET A : 2023/09/30
12.0 2024/04/06 402573-00020 #EERLB: 2015/12/11
BoEERE
F—aiL

13. BELDIE

BESE
BREEY D WA BREDORFEICHVNLST D,
BREMZE TKABEH LTI GE5EL,
FRBHRUVEE D EZOBRHIE. VS ILFELBRED-HIC, BAER(T1-

REDWNEREICRTT Do
BICHEENEWNMES. REAGRELTERET S,

14, WX LDEE

I R FR

R _E #6ii% (UNRTDG)

EEES =
E&E#i%4 (Proper shipping : JEEZY
name)

E&E5 %4 (Class) . ey
BIXREMRME (Subsidiary risk)  :  JEEZH
285 #R (Packing group) o JERY
Z X)L (Labels) |
REREN ey
#1228 (IATA-DGR)

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

E& 4548 (Class) C JEERY
B R B (Subsidiary risk)  : JEEZHY
BB ZE4K (Packing group) . JEERY
AL (Labels) © O JEERY
WatEr (EYH) (Pack- : 3JEExH
ing instruction (cargo air-

craft))

HWafER (REH) (Pack- : JEFS
ing instruction (passenger

aircraft))

& L #g% (IMDG—-Code)

EEES S
E&E#%4 (Proper shipping : JEZY
name)

EEH %R =
BlRfER . IRy
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Recombinant Bovine Somatotropin Formulation

€ MSD [} e

wES  wilE: BEES: AEIERET A1 2023/09/30
12.0 2024/04/06 402573-00020 MEERLB: 2015/12/11
BHEER e
SR s
EmS o—F o JEERE

BEEEYME Y - FEY) ¢ IR

MARPOL 73/78 MiBE 11 U IBC 2 — FIZ& B X oWMAMESh S RAEME (ZY - FZY)

g nREBORMICIFTIEZS,
&l PR il
EnREDERG L, 1]BE 15 238 T 5,

FRDREXE
JEE& S

15.

BRAER

BEEER

HRE

ek, EERBRMICSZE LGN,
L&EX

BELCEHE. BERICEVE. BAFMEEMEICKA LG,

HEBRE/EE

BEENBELESIIEEY

JEERY

BEDHFAIZRITEIREREY

JEERH

BEEEN LEHARYME

JEERH

ZEREDOEH oh=LEYE (BIFLEDR)
JEE& S

ZRRHORBH oL FYE FHREHEFEDE)
JEEZY

AMEZENI REBRVRVESY

EE ST ED 2 (BITHRIRE 9)

[ ex4 EHE (%) Bz
REFHBAUIIL <=10 2026 £ 4 B 1 B LR
RUSLTILaA— <=10 -

BAMFERTIRERRVRVEEY

EES & BITFHE 18K
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Recombinant Bovine Somatotropin Formulation
RES METH: BBEERE: mIEET R 2023/09/30
12.0 2024/04/06 402573-00020 MEVERLE: 2015/12/11
[ ex4 BE

TEEBRUDIL

RUDNLTFILa—)L

2026 £ 4 A 1 BLARZ

RABEENE (FBRSHERAE 57T £02)
B2

RELCFMEREFRHRA
JEEEL

s EFRIRA

A

7 ILFIILahEFRRA
A
FRBEHPEFHRA
JEELY
FERE/MEEZETS - NRE— (EKRY)
El]

SR UVRIMEHEE

JEELL

LM EHINEER{REEE

F—EEELEYE

| b4 EEES

2HE (%)

TEEBA UL 583

10

BEHARARRE

LA

DE 108 e A

JEERY

R E%

el E LTREISh TGN

zik

e E LTHRElSh TGN
BEFRERVBLIEEOMHILICEAY 5i&E

(&5 A HhE D BERIEYMECH)
18 fm i DOBERRYEICEIERS LA
(iE QAL UE 3580

RREFFHERA (@ - @AFFAD
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Recombinant Bovine Somatotropin Formulation

TS HETH: BIBRE: BTEIZRETH: 2023/09/30
12.0 2024/04/06 402573-00020 #EERA: 2015/12/11
JEEZY
WEMERBMHERE @@L - @A)
JEEZY
BEEVMONBRVERICET &2
EEREY
CHOEFORBITDOVTEEAS YRV M) —~DEEEIER :
AICS N
DSL N
IECSC N
16. TDHOIEEHR

A I2EVTHBREFHEZDRBIANEZNEDRENMERTOEEE. EXWETHIEEZ
BHET

5| FscHk C BHEMT—42. EMESDS I2®HILF—%4 . O0ECD eChem
R—R2ILEIUVEMIEEYER http://echa. europa. eu/ D&
REER

URIN—=C a3 U ERSNEBRBEANETE 2 KR THRARTINATLES,

B#272+—<v bk . #/A/H

ZFDDREEEND £

BAEL£F4EFS (FFE | BAEXHAYS HBEEZOHE -1 tEPEOHREE
)

HAEZBLEZSE FBRE | RAHREE

#) /OEL-C

AlIC - A—X FSUTDIELFERASA AV RY; NTT - TS D)ILEREEMEE, ASTM - K
E# RGBS bw - (KE OR - A, ZERE. £EEUENHDIE SN EIME; DIN -
FAURBHEERE DSL - ERYMEVR L (BF %) Ex - FED XhDORIEZRIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFTEE: EnS - BERHOR T Do
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIFTEEZONDH
& ERG - REWICDF5IE; GHS - #RF/IM I RA T L GLP - HABREMERE. [ARC - EHIR
NATRREEE, IATA - EEMEEERGS, IBC - BRIEFRDESEEEZD-ODOMMOEE
RURBICET 2ERERA; 1650 - 50%AFIRE; 1CA0 - EFFRMEMEKRES: [ECSC - HER
FtEMELR INDG - BB LERYRRE. IN0 - EESE#E; ISHL - FERe/Ex
(BF): IS0 - BRI KECI - REBRFILFEMERE: LC50 - 50%HiRE LDSO0 -
50%HEE (FHEBEE)  MARPOL - MfHIC K S BRDMILD-HDERRER, no.s. - I
MBNATINA TS L DZERRC: Neh - FURR NOWEC - BEZMHLZEIRE. NOWEL -

17/18



RET—H—F EIMSD A

Recombinant Bovine Somatotropin Formulation

&= WETA: BEES: AiIERETA: 2023/09/30

12.0

2024/04/06 402573-00020 #MEMERA: 2015/12/11

BAESMHSZEL AL NOELR - EEEMLEEFES NOM - A28 NP - XEE
REMTOIT S L NZIoC - Za—D—F v MEEWMEARIR: OECD - #EFH NEAFMME, OPPTS
- LEYMEREM - AEBILER: PBT - #OMRMM - ARBHEN - HHME WE) © PICCS - 7
1 VELEMEA AR = (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
Bk, &Fffi. B WHKIUEEE (REACH) (ZB¥ H#RAI (EC) No 1907/2006; SADT - B hnEs 7
BE, SIS - RET—82Y— I TECI - 2 A IZBAFEDILENMED A VR R TCSI - BiE1L
EMEA R M) —; TDG - fEEYEE; TSCA - BEMERSE CKE); UN - E:&E: UNRTDG
- BRESRRYEEES. vPB - FEICHIMRUIFEICSEREME WIS - EXRSRIRE
EUMERRV AT L

CORET—EI—F AT TSDS) &0VD) TRRIMT HFEM (LT TREHR VD)X, KxEHR
BERICENT, BEOREOMH. FHR. RPEIDLETERTHHEHHLIZEDTY,
AERE. HEOREGEREV., FA. LE, RE, #@E. BERVRRICETISIHI TR E
LTOAMERESNTEY. WHELIRIERERERBELTLOTESHY FEA, KFEBIL.
SDS DEREIZRESNTVAIRESNHBICEHTILOTHY .. ABRAHELA/MORA EBAT
HET, XETOERPTHERASADEGEE. AXPITERNGVRY . ARICEIE S HVETEES
AHYFET. FARBOFEABFEMICENTIE, AERRVHEEEZERT 581, FRES
MOEKRERKICE THAHKOBYLGFAMEZEO T, FRAESMUOERT 52HETORENDKR
[CHITHAREBOEMEL, A, LB, ROREIZOWT, #EEEWLES.

JP/JA

18/18



