mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Recombinant Bovine Somatotropin

Formulation
TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR ORI A B dRIG: 11.12.2015

1. ITE Ud HHH! Bt Ugd=

LEREIE] - Recombinant Bovine Somatotropin Formulation
fFrafansmyfdsat

ST MSD

Udi © Briahnager - Off Pune Nagar Road

Wagholi - Pune - India 412 207

RG] ! +1-908-740-4000
JMUTARTA B TR I +1-908-423-6000
-9 BT Ul . EHSDATASTEWARD@msd.com
TR R e iR ufaey
Rpose wam ;g faferear Sarg
IUINT R Ufaay A ¥ 31 o o
2. @R B ygaH

fmfor, YesRUr 3R & SMITd WaRTS 81 frgHTact, 1989

TffHRor
SFTEE-1 & T | H Fiefd Arde & SFER @akTe & ¥4 § aiffpd 78l 8

Sit. 0. B-aeffevor
TR 37 effa/gaior : fqumTRY

HAPIID (T ST W fAUmTR
i (o)) S @aRT @ fAumT 3

SI.U9.0Y. d9d d
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Recombinant Bovine Somatotropin

Formulation

TRl T o fafd:
4.1 30.09.2023

T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
402551-00016 Ugdl! 9R ORI A P dRIG: 11.12.2015

BlicECANEER )

THohd Tsq
B Tt A=

wgfaard/gafay™ s

S GICE]
L H319 3Tl § Tolial Sia S HRar gl

H401 STeTeR Sitgd & ford fasar|
H412 STefeR Sila TR o QIR UHTd 3R 91U §) 8P RS |

" AT

P264+P265 el TG g1l 7 oreg e @ <) offdl 1
JuI
P273 QTR0 H DS J URER B |
P280 U8 311a JR&M/ T YR&T|
3TN
P305 + P351 + P338 3R 3{i@! A Il SU| s fHe db Ut I
IRHR (RE) FX | 3R Bicde o9 T 81 a1 3¢ e
MM gl @ FpTa 2|
;37 + P317 3R 3(R@l A Sa4 9RY Ve FIfdrear gradr ura
|
fraror

P501 &= &1 FuerT Wigd de SRuvd dREM A
Eadl

3= g1t foraeT ufvom ey aeffewor g} giani

S{RITd

3. 3AUQ! BT AISA/SITPTI

Tere/fAreyor : fogor
g
TTRS A H T (FY) - TR | TSI (HEAA) (%
wiw)

Recombinant Bovine Somatotropin 781 Rfde fear mar >=20-<30
EIESNENIEE 120-51-4 >=10-<20
ST 3fehigd 100-51-6 >=10- < 20

4. wyfire Rifee & sur
A GATE . 3R e g1 a1 ddigd 31 A @ dl Afewhd TIh I g H

TTd &0 T6 Xg A1 bl &1 &R fUfa H faferciia gamg o
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Recombinant Bovine Somatotropin
Formulation

TRl T o fafd:
4.1 30.09.2023

3ifdH TR SR B3 BT TRRG: 04.04.2023
Ugd! R SR} A &1 dRIG: 11.12.2015

T30y, deR:
402551-00016

3[R U §RT UgUI &1 ST . fe 919 gRT 95T o forar Y, ot rent gett ga1 § o g
&1 Uhe B W ffrcila Igai o |

IR @1 § YU g S : ygfur (TR 3 forg I iR Ui ¥ el
&1 Uhe B R il IgaiT o |

3R 3@ J AU gl oy D S gF W, A Gl B HH Y B 15 e & o IR U
U AP R
3R BIcae Al Ug g, 3R Ih! IARAT 31 8l IJaR < |
fafeita wgam o

3R e feran g : gfe fFRTa Se, 98 ORd Jd H1
U Yebe B WR TAfch ity JganT of |
Ut & 1Y 4§ 33! aRg Peall HRal |

T AUl TEUT 3R L offat & ofieT S S Rl g

TG, I g 3R &

Tt fafarem o TRem L Ui RifaseT A aTdl BT ST YR&T WR &I o1 dfey, aul
SIRIH Pt YU B TR YU T dfdads YRETHD ITHIU
PT IUUNT HAT I (WS 8 W )|

ffrcrs & o g L Qe SR HEIRT § SUAR X

5. JFI=THA IUN

Iugad SR Hifear ST GRS
YeIpIa- Ui S
FaT SRAHAZS
/T T

ARG (M IR F AT - I

A F IRARRT TR <81 ITC] BT YU WA & T T W7 81 Gbell g

GRS &g IdTa! L PR ARZSY

(31TT) T & fa= i © 98 IFRITHS I3 T o3 off R uRfRUfT $iR Smy-ury
TR & 35 Bl
T fSsdl 1 381 A & ol TA-BeR BT TIRT Y|
SR U1 1 YRIE § Al 3T & & W &ifagi= de-R Hera o
EURCARCINIERE !

IFMIH & U fRY I W A 9H W, Wd-HaHd 41 IR0 UgH |

JUHRT AT R&fTH® SUBRUT AT B |

6. ST IAT® e U

Jafddds AEYT, RETAS ¢ Aol eq1eTd ISR YA HY |

JUBRU qUT STATABTA RIEA FefeiT =l (WS 7 37 ) 3R afdaTa JRem Iuaui

PR & gTal (TS 8 ¢ ) BT fUTeH Bl |

ygfaRoit et L AR H Bie ¥ URER # |
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Recombinant Bovine Somatotropin

Formulation
TEHRT Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR SRY B &I aRRE: 11.12.2015
e BT R, SR T 19 a1 Feh1d B A |
IS dFhd § A ¥ A (IeTerur: E=01 a1 a fde)
g U T O Dl @1 U4 HepTaT |
¢ AgaYUl SAPId U 1 81 ¥, dl R WRG1RAT Hf
SERER]
TS HA IR BT AP 3R v uerf § 9|
& yerd ud dlid S g & forg ST a1 3 Iugad AU S &R dlfds
Tdrg 3R 7 93| Tfe S5 o1 78 Uerd &1 Uy fovar ST Joban &
I 3 IuGad dHeR ST B KR B |

JUYad TeHReC & 1Y Talld B AT HERNTS ) A6 B |
R 1 IS fafaw 39 yerd &1 gt ik Fuem & &
fore @y &) wehd €, Ty 8 37 IeRiaey 3R Smgeny wR ot o
(39 yerd Bt Refiel o Iwrs & ST A 91 §Id |1 39 &1

fufg 1 BT 6 SR faeitam @ 8 81
T THSITH & SFHIT 13 3R 15 F© RIH 1 I8 Rz
F IR H BRI USH Hd g
7. TETA iR HSRUT

qPp-ip! U AU (URIORR) ¥ 99 & fa=07/f o §91d 3 UM & d8d
Sofifafe o |

R / Ha dfeezE Rt Suged ot o U ®1

IRIErd gTuye & fore L UTT 97 gUR DI i GRT TG0 a3 o GRER B

graem=ar A /4|
A AT T
AT S Y I JHY T 1 IR IR U T 3 F URER I |
T & G 91 DI 31 kg Y|
3BT SHINRTD TFaT 3R GR&T TUTST & SFIR WUT,
PRI THIUIGR SHTHE TR TR B
W?ﬁ?haﬁﬁﬂﬁﬁmwﬂ@,aﬁ?mmmﬁw@r
*H |

RIS YeRU & gRfRUfcr @ 3rd! dRe ¥ dad fot gu fosal & 9|
faRy Ity fafodl & S aR HeRT &1

R CE] : Fafafed TeR & tisde & 91y 7 3
GIERERICRUIBRUT TS|

8. Sifew fArd=or / fAoft gReam
FIIY U0 & A & J1Y 39gq
3qua W T (9) | G UDHR ez U / YR

- TR (3REITT BT EREBICHS

4/16



& seT e

TAlgd gRAMISSIS WHeH & 3R

€3 MSD [} v

Recombinant Bovine Somatotropin

Formulation

TRl T o fafd:
4.1 30.09.2023

T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
402551-00016 Ugdl! 9R ORI A P dRIG: 11.12.2015

UPHR) HIACIH
Recombinant Bovine T8l Afdse TWA OEB 3 (>=10< 3dfys
Somatotropin farmar 100 pg/m3)

Solifrafe o

foreit w9 @t IRl
oI et 9=

RUIRERIEEIR]

garef

3rE) Jeeft =g

91 Td YRR Gat s

W3l g9t U™

L gTg-aTe) Wisdl (o, feu-fed @aftd waaem) afid s &

mmmmwwmmm

Hﬁs@ﬁwﬁﬂwwqﬁﬂ?%ﬁmmmﬁﬂaﬁ
IR 3R I, wifal, 3k yafaror &t &M & faw GMP &
ﬁl@?ﬁ%&ﬂﬂwﬂ'ﬁﬁaﬁmwm%m

Hd R = & 3R ififa &3 (O, Siiu=-% Ay
fEarga) # Q1! BT VIR A & o Iugat AbU™H
Menfifeal st 81

gl GUTA B gAaHd B

L 3R Ui R Py dfeds Suasy T8 8 31 TeiueR

THT SRR fE=-Fee & S18R TauieR UefRid R 8,
A 4T GR&M BT SUIN DY |

D Igad fFHUT 3R BTeG A THR

D - g E

; S9d TelfdT IR faeR B
D A1ES 2iics 1T & 1Y GRAT IR UgH |

3R HTH & HIETa a1 Tfafafy & g ot fRufead, o a1 wRie
A g, ol SR TivTed v |

TR Y, Yo, I TR & T 1Y GUh ! GHIaT 81,
ToRiies 1 IR AX BT 3= TR UgH |

. odf a1 TR Bie | B1H B

IR &1 &1 Idgl T 91 & T &1 o 38} 1 & SMUR W
S ge) |

Tyriad gitd HUs FHepTam o forg Iferd Siifet aob-ie! &1
T B

L 3R GHFY IUTNT & SR I & YU T 3 B JHGTT |,

@B A P R S B A 9 1 yonferar iR JRa
QR Y& B |

TN & SR, ST, U1 a1 ¢Ha 7d $1 |

T HUS! B U & 916 B [ I STaaTd |

gidem & gyTdl daraH § eiifaie Aasor ot aefien, Ifa

HfeTd TRET IUHRUT, I ST 3R uR=ied ufsara,
NS Tz AR, fafde FRET ok arime
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Recombinant Bovine Somatotropin
Formulation
RO =Y B faf:

U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 402551-00016 gl R SR R &1 dRIE: 11.12.2015
=01 1 ST QM ST 1T

9. Hifo® Td Iamf~® ur
fagrae : AdeE
T[T : 3roRexf, der
Y . gpal gl
Y BT g L 32T IUA el
ifer) S Td RCC G |
IEPREEEEAGICEIE] : 8T SUdsy g
RS Iga 1 g/ I e Iudsy el
@1
wiw foig © ST IUAs el
refinRor B @R SCTU KSR ]
SaeRiedr (319, 19 D TN el
SIeRITeT (dva uerd) : 3l IuAs gl
I fawpie 1/ SR SESTUIREREE ]
SaaRITadT ST (3R
ToAfafere fetdie)
%Y fawpie I/ et L ST Uy gl
Saa-RiAdn AT (s8R
THadfaferd fadie)
99 gaTd Sl IuAs TR
el A g SESTUIREREE ]
g T LS IUds el
B! L ST IudAY gl

qﬁﬁﬁgﬁ;ﬁm L ST SUAsy gl

ICHISERIVICERCE] : 82T IUds g
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Recombinant Bovine Somatotropin
Formulation

TEHRT TNy ot fafd: T9.81.u9. Fa; 3ifH IR ORY 1 Bt dRIG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR SRY B &I aRRE: 11.12.2015
3 AIe/am)
SNSRI o1 aruHE Il Judas gl
3qYe &I dIHH : ST Iudsy el
igar (e ifidh
IECIELIE Sl IuAs el
oIyt wreafes © 3T Uds gl
fapice URAUTT . fowples 6t
SIRFHIUT & TURGHTT : g uerd a1 iy &t sfafieRe ariferd T8t fvar man g
3MUIfIH HR D ST U e
Ul ] 1Y © ST ISy g
10. fRRar aur wfafssaar
PIGEIN : ARl & WaR & U 8 aifidd el |
T fRRAn D g iR A RR B
IREHeHy ufafeparaeit DAY SRIIPRS Tolel & 1Y Ufafshar o Jhdl g
g uRfyfaar 9 o< 1|
3ge yardf ¥ shied . I3 Ja} aId (FoReY) 3uge gy J1d gt
11. fwmasnfora g
TG REUN (TEIUISR) B IR |1 GRT TS0 AT
A BRI T Y YUD
foTer
Q) q Iudh
GIERGLIESG
JUAS TSR TR aFfiepd gl
uerd:
fig Mifae fasmadar : SffquTe fawTadar $H: > 5,000 mg/kg
WIBT: TUET RIBT
e Y- fasTedar ;- Sfoardt fawTear $=EH: > 10 mg/l

o Tg & ford Tudh (TaRUIoR) g3 4 h
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Recombinant Bovine Somatotropin
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR ORI A B dRIG: 11.12.2015

UY&I0T ATATaRT: Y/
TRABT: AT RIDhT

GEECEIRAELIESGI : foardt fauTedar 3=HM: > 5,000 mg/kg
WIBT: TUHT RIbT

3H{dUdq:

Recombinant Bovine Somatotropin:

GIEESERCLICSE] © LC50 (JET (}2)): 30,000 my/l
R wwa % ford o (TFUIGR) gafl: 1 h
URI&I0T ATATaROT: Y/

aﬁﬁa\?ﬁw

g Mifae fasmadar . LD50 (IIET (R)): 1,700 mg/kg

NEECEIRAELIESGII :  LD50 (JRIMRI): > 2,000 mg/kg

T Srepiea:

g e fauTadar © LD50 (JgT (X€)): 1,620 mg/kg

GIEESEACEICSEI : LCS0 (8T (RT)): > 4.178 mg/!
feper Tra & ford Tuh (TRITIoR) gamm: 4 h
URY&I0T ATATaROT: Y/
TRIHT: OECD URTEfUT fG=mAd=r 403

a1 & fore ererisad

JUAS SR TR G fiepd al|

3dgd:

Recombinant Bovine Somatotropin:

PEIIG] RG]

fewuft L YISl It S

ﬁaéwhqz

P[] ARG Re | |

GNED] . OECD Tligur fg=mfgar 404

gfvomy : 91 | ol el

e sremiga:

P[] ARG Re | |
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Recombinant Bovine Somatotropin
Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR SRY B &I aRRE: 11.12.2015
GRICa . OECD Utefur femnfader 404
IRIE G R A E |
TR A7 afaksde
i@t H Tofler Saq I BT 2|
3d4d:
Recombinant Bovine Somatotropin:
I G RO ]
femoft T AT G
aﬁ%ﬁaéﬁhqa
it G
giomH 1o R AT G e
T srepiga:
Tt G RO ]
RG] :  OECD udierur femnfad=r 405
oy L3l T ofe, 8 Tl & iR fawd
oI a1 THS! GAT DRI
a1 B gUTSIar
JUAS SHHRI R aFiiepd al|
Y- D GITSTdT

U SR R Fiffepd 78]
3aYq:

af<re deilge:

TRA&0r B T L WM fmp A1 IR (LLNA)
U (TeRTUIER) & I L gud

G| . P (T139)

SHED] . OECD URiefur fazmfAd=r 429
ko L BUTHD

T srepiga:

e B fpe : HRiHISoRE ¢

YU (TeRTUIER) & I D gud

Tt . fr o

SHED] . OECD URiefur fa=mfAd=r 406
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Recombinant Bovine Somatotropin

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR SRY B &I aRRE: 11.12.2015
oy FHUTHD
SHaTY] I "eeHid]
JUAS SR TR aFfiepd al|
3HdUdq:
sf<ra deiiee:
fSFIcIBIRIE 37 fagr TRl o) b dadifear e fausta ufvad @t &t (AMES)
gRumy: HUdS
TR B} fh: YRR & 18R WU B HIRIBT3 BT S
IaRad= udtemr
gRkomy: arafds
fewguft: ue S IEREY & ST W smuid
TRIE0T D1 feT: HIHISIH TaRRH oX¢ S fagl
RIS KD
fewuft: ver St IRt & Ser W snutid
SRt s faar © OYefur Bt fobe: YT DNA IZAWU(UDS) TRTe&r TRR &
TR TR foraR 3t PilRrew13f Ifed
Uit 8T (RT)
THBRA & I: FRTe &
TR HUTES
fewguft: uer S IR & a1 W snuTiRd
a’%l?f@lﬁﬁ?ﬁ
IEBIEERIREESIEH D Tl o) e dadifea W fausta ufvad= @t wire (AMES)
TR HUTEHS
et s faar L TRIET B o TAUTRE & TIRINITEE JEATND g URT&ur
(Shfad 9Tof # ArscioiHicd IR)
TS Ju& (H139)
TWITHRM & IR: SCARSHIT SoiaRH
TR HUndS
FERSDAI
JUAS STHHR R Figpd Tal|
3{dUdq:
T srepiga:
PTG ¢ ¥ (HISY)
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Recombinant Bovine Somatotropin

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR SRY B &I aRRE: 11.12.2015
T B R & I S EE GG
o g & ford Ius 103 9«8
(TRIUISR) g
RG] :  OECD Ustefur fe=nfdr 451
gikomy . BUTHD
3 fourar
JUAS TSR R a¥iiepd el
3dYd:
a'%lﬁaﬁﬁ@
TR RIY S AP R UHE! © G3e0r o fre: Yoy Ry faewm |
goTIfa: T (X©)
THTBRM & I: FRTd T
IR IR ED
AT el
3[Rl & UHTT ;e ! fre: B / e o1 T faer
UoiTfar: <81 (<)
TEAIHTH & ;AT a1
Ry FUdS

fewuft: ue Sift Il & et wR snerfka
TR R & AP R UG G0 o e Yoy Rig faem|

TS Ju& (H139)
TEAIHTH & I NGl
Ry FUdS

STOT - Uohd SiifaH

JUAS BRI TR afiepd al|

STOT - SIg3[T SifaH

JUAS TSR TR aFfiepd al|

U G fauTaar

3dYd:

Recombinant Bovine Somatotropin:

SN _ LRI ()

P gmg & ford Tudh © 90d

(TRTAISR) g3

fewuft . ot TRyl Ui wHTa &1 e e ot
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Recombinant Bovine Somatotropin
Formulation

TeHRT e & fafy: TY.31.49. FaR; i IR SIRT R DI dRIG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugal IR SR & &1 dRI: 11.12.2015
aﬁﬁa\?ﬁw
gt . g1 Re)
NOAEL . 781 mg/kg
TEHTE & I I U
fpam g & ford Tuds : 4 Weeks
(TSR 3T
T srepiea:
BRI L 1 (T)
NOAEL : 1,072 mg/l
UG HRH & I LI T (/e )
fpaq gmy & ford Tuds . 28 Days
(THIUIGR) g3
T ©  OECD Tligur fe=mfadsr 412
YT GeRT
U SR R Fiffepd 78]
12. wifRufaea a1
urfRUfa® faumermar
3{d4q:
a'%l'ﬁa\_rﬁ"!?
T3l B! fasTadarn . LC50 (Danio rerio (fSTsTT ftha1)): 2.32 mgl/
e Tma & ol Yudhs (TRIUISR) §3T: 96 h
@ fafaw (EC) . 440/2008, TR, C.1
SHHTT Tg 3 He-fed . EC50 (Daphnia magna (dTeX Tit)): 3.09 mg/l
ERERCLIESEI] o Tg & ford Tudh (TaRUioR) g3 48 h
T 3 3 4 St e fAdwr 202
PEIR SRR I AR CLIERG| EC50 ( Pseudokirchneriella subcapitata (Eﬁﬁ'cnﬂ (Qc_\rﬁ)):

0.475 mgl/l

o Tg & ford Juds (TaRTdioR) g3 72 h
T 3 3.4 S & fdwr 201

NOEC ( Pseudokirchneriella subcapitata (Eﬁﬁ'cnﬂ (Qc_\rﬁ)):
0.247 mgl/l

o g & o Huds (TaRdioR) g 72 h

T oft 3.0 . T Fd= 201
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Recombinant Bovine Somatotropin

Formulation
TeHRT e & fafy: TY.31.49. FaR; i IR SIRT R DI dRIG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugd! R SR} A &1 dRIG: 11.12.2015
TH-Brdexy (STl sferer 1
[ELIESED)
Sitarugsf & fawredar :  EC50: > 10,000 mg/!
febem Fr o ford Hueh (THRIUISR) §31T: 3 h
T 1SO 8192
ST TE 3 Se-3fed © NOEC: 0.258 mg/|
SR fauredar (Rraefere o= Tma & ol Hudh (THRIUIeR) g3l 21 d
ﬁ'ﬁﬂaﬂ?ﬂ) T Daphnia magna (dIc} Tﬁ’ﬂ)
Ther: 3 g . e Rz 211
a‘%l?f Glﬁ'ﬂ?ﬁ:
a3e @I fasTedar : LC50 (Pimephales promelas (Fegs fHdN): 460 mgll
o Tg & ford Tudh (TaRTUIoR) g3 96 h
SBT3 e-xfed ©  EC50 (Daphnia magna (@Tex TeM)): 230 mgl/
ERENELIESGI] o= Tma & o) Wudh (THRITISR) g3l 48 h
Tt 3N 3.4 S e Adwr 202
QAT Wel ol fawedar ¢ EC50 ( Pseudokirchneriella subcapitata ( Eff?a?ﬂﬂ (Qc_\:ﬁ)): 770
mg/|
WW%%@W (THIUTSR) §3HT: 72 h
Tt 3N 3.4 S 2 A= 201
NOEC ( Pseudokirchneriella subcapitata (B'ﬂ?ailﬂ (Qc_\:ﬂ)):
310 mgl/!
ﬁﬁﬁﬂm%ﬁﬁw (THIUTSR) §3MT: 72 h
T NS e ﬁ%m 201
BT Td 3 Sefed © NOEC: 51 mg/l
SereR fawraddr (RRep1fers fordm T & o Hudhs (TaUioR) geim: 21 d
[ELIESED) USTifd: Daphnia magna (dTex U<i)
T 3 3.4 S & fAdwr 211
TR 3R Sraspyfomdr
3dyd:
af<Te deie:
Sfa STHHUIAT B & ;RO G & A1 W idd aiid O SHThHUGRT

QRISESIESIEREINI
Sfdd ITHHUET: 94 %
o Tg & o Hudh (TaUioR) g3 28 d
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Recombinant Bovine Somatotropin
Formulation

TXHI0 T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR ORI A B dRIG: 11.12.2015

T A 67/548/3 3 41, UFa Y, Tt 4D.

aﬁﬁm:

A AU BT el ¢ RO EAT & 1Y UIHTad deid o SabHUGRI
@fsTrsiad) g aren

SIHHUCT: 92 - 96 %

o Ta & o Hudh (TaUioR) g3 14 d

Tyifaa Sfas Jaua

3dyd:

f<ra deie:

IELSE] LG . log Pow: 4

e T, AR D e B 117

aﬁﬁﬁlﬁﬁ?ﬁ

fUTS T[uriep: (WA . log Pow: 1.05

e ar)

fardt & nifor=fieran

3T IUAs Tl

3= yfagpd yHTa

3T IUA el

13. e Hifgard

fAreq & af*

/Y Y 721 T (e . P Bl AT H AT B |
Ry fafodl =y hos |

afa afd L T fSsa B A Bl A8 HRA aTll ByTare! B g ar
T & ford o S|
3R 3=yT fafAfEy =78t fava am: sioRjad Sate & U |
fAged #1 |

14. UREg a1

siaeigia fafraw

UNRTDG

GRS Il & w0 ¥ fafafid T8t
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mw éa m Public
IS ERAMSWS YRIeH & STAR e MSD A

Recombinant Bovine Somatotropin

Formulation
TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023
4.1 30.09.2023 402551-00016 Ugall IR SRY B &I aRRE: 11.12.2015
38 T TSI ot 3R
G It & w4 H fafafeg a8t
318 TH Sl sfi-@ls
WRAS it & =0 | fafafig 7gf
IMO JUHRUN & AR 4P A ufiagd o
3MYff b T Misae & forg omy et
IyRTRdl & fore faRiy grawnfaai
Tag T8l
15. faframme gaan

uere ot fargor & firg gRam, Wy, 3R wataRur & fafwfaum

39 IUTeA & 3auq fAmfrfad sHae e 4 gfua &

AICS - fyffa =gt
DSL - fifed 8t
IECSC - fuifed =8t
16. 39 AT
e 1 fafy ! 30.09.2023
Sffafvad STF®RL
3T XM & Ihad & o . %= ATd SDSs, OECD eChem I 3fidR® d@-Id! Sel, Sel
TN fohdl g et IEa Wiet aRome quT RIg IR o,
http://echa.europa.eu/
farie urey . e umad
3= Srsftdie= & ot ar

AIIC - STEfe YAl ST Sieiorrs el ANTT - Sford &t 91 Yy gikaed Tordl; ASTM -
AR Tt Tieror TR, bw - STal &I Ti; CMR - BRI, Jeol-d IT Yol favaT; DIN -
THA AF®IHR0I TRIM & T AFD; DSL - W Uard ot (H18T1); ECx - x% Wfdichdr I T
THe; ELx - x% Ufafehar ¥ &t ST &X; EmS - ATUTqHhIa- Uegd; ENCS - Aial 3R =Y
NS gerd (STAH); ErCx - x% e &X Uidfordl § T Hdhad; ERG - HTATdabTei Uidfdhar
MES; GHS - If® TR W W Red; GLP - 331 TANTRITET YT IARC - $H¥R W ¥ & oy
RIS Toldll; 1ATA - SR a1y URagH THIRURH; IBC - HRY #H1 H @Rlh [4EH! ard
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&l ser e €I MSD [ .

TAlgd gRAMISSIS WHeH & 3R

Recombinant Bovine Somatotropin

Formulation

TRl Teney= &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

4.1 30.09.2023 402551-00016 Ugall IR SRY B &I aRRE: 11.12.2015
agrsﬁéaﬁnfmﬁ?mésm ' TfgaT; 1C50 - 3T HfYHaH FARIUTHS Jbg:; ICAO -

SMRITH AR fIAMA W67; IECSC - IH H Higal I9rf® Uardf T $9es); IMDG - SidRigha
TS WARAD HI; IMO - RIS ST 916, ISHL - STeNfIe JR&T SR WA ST (STH);
ISO - AMSIHRUT & Y SRR T3, KECI - HIRAT ISRl [T $9e; LC50 - TRIEUT SHTaTel
P 50% 1 °IIdd Hdbad; LD50 - URIEUT 3METE B 50% 1 °dd QRIS (AT bl WRID);
MARPOL - STgTell ¥ UGNUT &1 AU & oY SeRigh Ta; n.o.s. - 30T A&y 76T, Neh - feredt
f78; NO(A)EC - S@dib = fdar M1 (widdd) WHE dda; NO(A)EL - 3fddid- 9 foedr T
@fdHe) THTG TR; NOELR - TR-3{JdIH-07 THTd daM &X; NOM - SMdIRe Afdye fad;
NTP - IP1 fIu-fa STIHH; NZIoC - T8R! &t ol o $desl; OECD - i edl 3R
fa™ W6, OPPTS - IS JRET 3R UG ABYUH HRTET; PBT - RIRR, Wd-THAHN 3R
fawrad uer; PICCS - @A 3R IS yerdf ot fheidia gded); (Q)SAR - (HETEE) T
TfAfAfY Feer; REACH - TRIU T¥e 3R IR Goirul, eidh, WRGR R ufady aRug &1
fafae= (EC) 7. 1907/2006; SADT - W-digdl 3{qde arudM; SDS - YR&T sl 2ie; TCSI - dIgaF
IrfAE yerd gdesl; TDG - WARATS HId &1 URdeH; TECI - YIS AT §dexl; TSCA -
fawrert uare Az siifom (e Isg sMReT); UN - B Y; UNRTDG - BIM®RS 9HH &
URaET R TG Y BT RABIRRY; vPvB - Tgd W 3R Tgd S1a-THAHROT IRA; WHMIS - HT-
RIc WeRATh AUl G Jorel

U &1 ST 2 & SUD THIRM &1 dRRG B &} T THSRT §AR I, STHHRT SR Ty &
TR T § | TSR B JRI& &1 JUTEH, TN 634, UfehaT 3, T A, URTE He,
e oA quT s & fore Faq ArfexE & wu § feumaA foar mar 8 qur fordt ueR ot adt an
TOra BT fAFGRT 8T HIFT STET | Jueis BRI TR THBRT 39 SDS & XY IR ugdar 1t bad
faRry arRh § Tefid § 9t SDS Tl &1 farsht s It & Waem § a1 fansht o ufshan H, 5|
I T3 § 9 FdTa1 T 81, TRNT &1 R 94 el 81 Taball ¢ | It vaiarsit &l @] 817 0R, Uaied
¥ 3ifaw Iare  SDS-UMT & JuYHdT HT 3Mbe B Tl 38T B, TIRT B, Ufshdr a5
TUT TG TR P 30 3iF &1 & ARy e & SHaRT SR Ry ot weften e a1ty |

IN / HI

16/16



