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Recombinant Bovine Somatotropin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015

1. IIG T4 HHH! Bt Uga=

et A :  Recombinant Bovine Somatotropin Formulation

fFratansmyfdeat

ST MSD

adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207

ERIraGH © +1-908-740-4000

IR Salh I TR © +1-908-423-6000

3-0d BT Udl :  EHSDATASTEWARD@msd.com

7T U Rywerieer v ufadey

ReuTss yam ;oY) Fafdrear Sa@rg

JUNT R gfdsy L U Rl

2. W 9t ugg

fmfor, WsrRYr 3R & ST WaRTE I FrauTae, 1989

CUIC|

STgA-1 & T | B FufRd THes ¥ SUR WaRAS & &9 8§ FHifed T8 §

Sit. U vg-affeeor

iR 3 efasae : faumR

| |c—cla1 CIRSUING] : fqum e

DI (Vad) Tl WeRT - fAUmTR
@I (o) S @ ¢ faumT 3

SI.T9.UY. d9d dd
Sl CIREENEE]

REGRIEH © JargHt
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Recombinant Bovine Somatotropin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015

BT Tl e D H317 @ Tl et wfafshar Iaw R Wl g
H319 3iFEl § eftaT S I Rl g
H401 STeTeR Sita & fore fasa|
H412 STeTeR Sila TR o RIRH UHTT 3R 91U g BiFeRaS |

EERISRCICPIERCRIR] N

P261 SHIgR1 1 1T I A H o J o o
P264+P265 THTT o FTg g1 1 3l aRg ¥ €Tl | il 1 Hf
B

P272 fagid HUS! & HRIRW I R o O &1 SgAfd A ¢
P273 ARl H BISH I URER |

P280 I&TeTh S 31K 311a T/ &0 U |

3R:

P302 + P352 3R @dl R 8 dl Gd IR ! ¥ o Sref

P305 + P351 + P338 3R 3@ A Il S| Ps fHe d& urit 9
IR (RE) B | 3R Hicae & T & Ot 3 Apra

M B dl R 2
;33+P317WWWWHTW@:%WWW
|
;37+P317&W&W@ﬁwa1ﬁ¥%ﬁmmmw
|
;zgzwssﬁgﬁams’fﬁg@aw%ah?wm@mﬁ
|
e
?ﬁsm / f&s8 P FueRT Wigd de Svid HREH A
|
3=g g1t et uftomg Wy qeffesvor 981 giani
S{IATd
3. 3AUq] BT HITASTHBRY
e/ AREEY
3qYq
=S 9 T (FY) - TR | ST (HEIRH) (%
w)
Recombinant Bovine Somatotropin T8} FAfdee fovar mar >= ;A(/)W< 30
af<Ta soee 120-51-4 >=10 - < 20
EIES NS AN 100-51-6 >=10 - < 20
4. Tyfire fafeer & ur
THRT A8 © 3R gHedT 81 U1 delgd 3id 9 & dl AfShd With A Jellg B

TIq &0 T¢ g 1 T i &R fRUf # st gams o
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd:

5.0

28.09.2024

TY.31.0Y. F:
402551-00017

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugdl! IR SIRT &34 &t dRIG: 11.12.2015

SFRUNMGRITBUI GG UfS W gRT U501 3= fordn &Y, ot arell Gl g1 & of S|
&I Tehe B WR il 9ganT o |

3R 1 ¥ HUH Bl AT L S g W, A @dl Bl A1 3R Tgard U I I B
TS % U4 Sd SAR <
fafdcdia ggan d|
G ¥ Usd 9 Ui |

. QIR § UG 9 o B 3] e Uit

3R 3G I HuH gl ST  gd BH WR, A G B HH J HH 15 e IF X IR U
I UM Y 9B DR
3R HIALIT A~ UG 8, 3R S9! IARAT 3T 81 IaR |
fafecdia ggan o

3R e foran smg : gfg fATTe S, a5 ORd 7 B
0T Yebe B W fafeheita Jgan o |
Ui & 1Y g 3wl ae Pl hRd|

"ﬂ@ﬁ%@gﬁﬁ&ﬂﬁ? D g1 Tl e ufdfohar S B gahdT g |

UG, A1 g 3R o 3irat o Gofler ST s Hdl ]

e fafdren & TRemor : Ui fafdrea e a1l BT ST YR&M TR &I AT afey, quT
SNRET &t JUTTT B TR T T JAfFadh GRETHD SUBRUT
BT ITINT BT A1eT (TS 8 ¢ )|

[EERE A ANC R CRll L et 3R WA ¥ SURR HR |

5. SRR IUN

Iuged =T Hifear Lo
YAPRIa-UfaR e ST
D SRHHIRS
/T T

ST (T IR S HEH ¢ IF

AT H SRFA R TR g8 IAE! BT JUH WY F AT Th W1 8 Jhell g

GRATD &g TGl . PR RSy

(3TT) G & Oy adids . 98 3 I T 3 S g R 3R Srg-urg
qIATaRYT & 3Hd Bl |
§< fSeall Bl ST HRA & o SA-BoR BT YANT R |
AR TN AT GRIEA B < ST &F &3 F &ifdgH dHeR Fapra o
EURCIRCINIERE !

NI & U IRV TG N @ o W, Wd-HafAd 419 SuHRor ugH |

JUHIU TSI TP IYSIUT TRART e |

6. THIA® f¥elier Sura
Jafads QU RETAS ¢ Aol &fTeTd SUSHRT T I |

JUSHUT AT SMUTIBTA

R gfeiT R (Ws 7 <1 ) 3R AfadiTd JRem ISR
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
ufshamg & GAG! (TS 8 T ) BT U B |
ygfaRuiig graunar © IR0l H B ¥ URER 3|

e HRAT QRIEf, SR 31 g a1 Saera &l A |

S &7 d B o J A (ISTeR0T: gz a1 dat e

Ggd 4 T U 1 g1 Td FApTerT |

%@g{ﬁwmms‘rﬁjﬁwmﬁ
|

THTs P IR B AP © 3R v Terf F TG |

& yarf id s g8 Trard & forg ST a1 3 Iuged AHUTH USH R dlfds
aﬁlwsﬁ?:rat%mﬁ@%aﬁnéwﬁﬁwmmwﬁ
dl 3 ITGad ek S IR TR P
IUYFd TEREC & 1Y hald &) AN AR Pl 9% |
R a1 YT fafam 59 vard & fagf ok AueH &4 &
forT @] &) Tohd 7, Iy & I IERIgey 9k Sgeriy W o oY
@9 Uer F) Refier 3 9w & Iui A 9R 9 21 S B

fofa 31 BT 6 P fariom a8 €
39 THSITH & 3HIT 13 3R 15 $© ®IFI I P Reprgvie
¥ IR H TFBR! UgH Hd 3
7. AT 3R HSROT

THID! U™ ;AU (THRIUER) § §o1 & FEF0nel 991a SIuRT & dgd
SN IUg 3 |

g / o dfeawE Rt Iuged ardra § wa &

qRT&rd gTue & g D A g HUs WATRA I

BICEIRR DI AT UG B! GG H a1 I § |
BUEEG]
3ffEt 7 7 oM 1

TATA & 916 @l B 3B de Uyl
3BT M Taasdl 3R YRET TU13f & SR TUTS, o

PRIV THIUIGR STHT TR TR B
TAD, gae B T A B AU T, 3R TR0 H HH
HH O Q|

PRI verU Bt uRfRUfar  © 33t TR IV A9 fHU gu fesal o 3|
faiy ISt fafoml & SR HeR 1|

39 yerf @ & e R & Uisae & 9 7 37
da siirfieulig woiey

8. Sty famror / fAft JRam
HRIRE =0 & AFS] & A1y 3aad

IECEE | fvwg &) | g ver | e/ YR
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
5.0 28.09.2024 Ugdl! IR SIRT &34 &t dRIG: 11.12.2015

TY.31.0Y. F:
402551-00017

B Frong (SI&IUT DT PHERIEK]
UHR) HYTCIM

Recombinant Bovine
Somatotropin

et A TWA OEB3(>=10< | 3fidRe
[ERIRIEI 100 pg/m3)

goltfrafir Ao

foreht T &t areht
o dael sarg

BT gaeht sara

Tarf

3Ta) geeh s=mg

91 Ud YRR Iael F91d

s dl Sadt U

. grg-aTe! Uigar (o, feu-fed @Rd saeem) Fafa a3 &

?ﬁusﬁasﬁﬁﬁw fyd=ror 3R fafamfor vrenfiet &1 seum
|

Tt Zofifafe Ao &1 iR fese gr1 srffad g1
TR 3R Iaure), wial, 3R yafarur &t 3em & o GMP &
Rygidl & SR Hanferd fasan ST arfgul

Fid W a0 e 3R SFERd &3 (S, 3Nu=-%g AUt
fEarg) # AfTeT BT RIFTR A & oY IuGeRt AebUTH
el st B

G GUTA Dl GAdH DR

L IR Ui R Ry dfeeeH Iudsy el 8 a1 TeuieR

3T SRR -t & aTex ToyuoR Uefid #rdr g,
ol 4T GR&M BT SUANT B |

D Oge U SR FTeH® T THR

D A g

D S99 I WR fdaR $)
L TS E ites a1 TINTG & T IR IRAT U |

3R HTH & ATEI a1 Tiafafey F ¢a o fRufaat, o a1 TR
Tfvet g, ol Iferd TTed ug |

3R Y, Y, T TR & ITHT A1 AU ! FHTaT 71,
TORITeS a1 X 98RBT 3T IREUT U |

© gcl g1 YANTRIE Hie H B B |

ISR &1 1 Jdg! § §91d & fo1U 1 off ! P P YR W
f&oEd o) |

TuTfad giid sus Merar & e Ifad Sifeit da-ie! &1
ST PR

© 3R JHFI IUTNT & SR I & U | 3 B! JHET 2,

@ PTH P P WM S B9 3G ¢ B qonferar 3R Jrem
MR T&H BRI

TRINT 3 SR, ST, Y41 1 Y5 Hd BR |

fagd HUS! B FRIT T TR o STH Bt AR T 2
Tgivd HUS! Bl UM & 91E g R I SXaITe IR |

gy & THIdT Tared d eiifan oo ot wten, 3faa
AT TR IUTHRUT, I SHMfehT iR ul=ied ufesarat,
N Tl AR, fafden FIRFT 8iR FaRimes
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
Il P71 ST TR ST TR
9. Wifa® vd Iamaf® Tur
fewmae I CIGIC|
[T : 3ORexf, e
iy . wREgen
Tie) BT ggareT : 3l Judas gl
iR . Zel Judasy gl
fOgem/ds &1 duaH : 82T U ol
IR I &1 g/ Iaem  © SeT Iuas gt
ARSI
o fig : el IUAsy el
ITRFR B &R ;ST IUNS TRl
SIAIdT (319, 19 ) . UANg TR
SIRIEdT (@vd e : 8T U gl
I fawple dmr/ IEdR : 3l Judasy gl
SR HHT (TR
Hanfaferdt forte)
&Y fawpie dar / et : 3l Judsy gl
SATHRITAdT ST (TSR
THadfafae! ferie)
e I I L ST IS gt
BIPERERE L ST IS gt
I : 3Tl Uy gl
N
o & faergar © 32T U gl
ELISRRIVICERCS] D STl U g
RNCEEIG I B))
3SR HT argaH 3Tl udsy gl
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 28.09.2024 402551-00017 gl IR SR A &I aRIE: 11.12.2015
3 BT ATgHH ;ST U TRl
Wﬁv% ;e Iudsy gl
fawnIRyct BreAfes ST IREREIE ]
fawpics URayE : fawmies T8t
SHIRABN & ORIUTT . g uerd a1 iy & ShiefieRe aiffdd gt fasan T g |
3MUfad YR ST LR EIE
B faRward
U1 B AT DS Uy Bl

10. fRRar aur ufaferaar

PIREIN - Siffspareiiddr & @R & ¥U A Fifed el
TG FRRAT g W A RR B
URTheHy Ufafsharait C Ao SHRiIBRS Teicl & I Ufafhar i Jbdl gl
39 yRfRufaal @ o< . 3
SR AT : SNRfieruiig Teleq
3qge yardf ¥ shifegw . SIS @R aId (FoRSd) 3uge yard J1d el
11. fwrdsnfaa @
T 3REJUT (TEUISR) H aR © I1Y GRT TG0 AT
A TR 1 ¥ qudh
BRG]
i ¥ Tuh
GIERCLICSG
|| 3uers St wR affera =&
gard:
GIER:ITED : Sfferareft fasTerrar $FHM: > 5,000 mg/kg
TWIPT: AT RIBT
GEECEIRACRICSGI : Sfcrardt fasTeddr SE: > 5,000 mg/kg
TWIPT: AT RIBT
3{dUd:

Recombinant Bovine Somatotropin:

7116



ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
GIEENERELICSEII © LC50 (F8T XT)): 30,000 mg/!
Ww%%ﬁwmﬁwwm 1h
URI&0T ITTaRUT: Yel/Haiar
aﬁam
GIEREICEACLIEREI] . LD50 (Y& (HA139), R (Bd)): 3,253 mg/kg
GERCEIRAERIESGII © D50 (@RIRI): > 2,000 mg/kg
I srepia:
g M fawreddr . LD50 (JgT (¥2)): 1,200 mglkg
GIEEGEACEIESEI © LC50 (8T RT)): > 5.4 mg/l
o T o fordl T (TodiIoRy) gaim: 4 h
URI&0T ATATaRUT: Yel/Hgial
TRIbT: OECD TRtefur fe=mAd=r 403
3ficper: el a1 fiyeur Y I AR ey fawrerie el @
91 & oY eeReed
|| 3uers St W arffera =&
3dyd:
Recombinant Bovine Somatotropin:
|uG1Ti%r DR
feuguft YISt STe
e deiee;
EEIIG] GRS ||
GREZ] © OECD Ti&mr fa=miasr 404
BRI G R:AC R |
s sremiga:
EEIIE] GRS ||
GREZ] : OECD Usieur fa=mfasr 404
BRI G R:AC R |
TR A7 gfarsae
|| st & Tohter S Soa HRaT gl
3d4d:
Recombinant Bovine Somatotropin:
EEIIG] R CEE ||
feuguft D YIS I STe

8/16
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
aﬁﬁaﬁﬁﬂf
|1;|G|Ti%f D
gfomg 3G H e A8t
aﬁﬁﬁfﬁﬁ?ﬂ
EKIIG] R GER | 1|
GRE :  OECD WRtefur femmfder 405
o D 3fE @ ofer, 3% fal o iR e
4T T THST AT DRI
AT B gITR AT
|| = warsH Tesdt ufafrar Sas ax T §1
YT-UYT F TS
|| 3uersy STt wR arffera =8|
3(d4d:
If<ra defiee:
T80 Bt fobed Y s 18 IR (LLNA)
U (TRIUIER) & I T ¥ gudh
EIIG] ¢ HYD (HI3N)
GREE] . OECD W& fe=nfcer 429
gRome L BUTHS
a’%lﬁalﬁﬁ?ﬁ
Tdtermr of fre : BgA RUIC $8ce U9 S (TR IMEUIE -l & dagadmial
o YRIE fabr BT gfY &1 uierm
U (TRTORR) & a4
EIIG] . HEd
gRome . gRdid®
ieHa O H @l & SACRORM & Y I A &R B JUIEA
CICEIRICRIKE
SHaTY] A RereHRidt
|| 3ucs st W ariferd &
3AdYUd:
f<ra dee:
ISBIEERIREERRTEH TR 3t fe: dadifear Teeh fawta ufvads &t S (AMES)
iU HUTH®
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023
5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
TRI&UT Bt fheH: IRR & S8R T UIRAT B BRI BT S
IaRad e
URumH: FumdES
U&7 ot fob e hiHTelH TaRTH ¢ 34 fagt
URumH: FUmEG
SRS 3 faar  TRie o fhe: i DNA T=WoI(UDS) TRi&N TRR &
TR TWHYUR] forar & PifRrepTaff afed
goTfar: 8T (<)
TEAIHYH & I AT a1
URuMH: FUTEG
fewgult: ue S IEfE & e W smuRd
a’%ﬁ@lﬁﬁ%ﬁ
eIt 37 fagr L TR 3t few: Sadifear Teeh fawdta ufad= &t oifg (AMES)
URUMH: FUTEG
fICIBARICT 3 faar D ORIEIuT ot fohe: SHYTRAT & RIS YA usiarn
(Shfad ol § Argeionic® uvwa)
DT HH (H13H) '
TEIH & I FeUReTd FoiaeH
oM HUTd®
RSP AT
|| 3uers St wR affera =8|
3dYUd:
< deiue:
oY L 98I Re)
TAIH I & I o
gRome D BUTHS
femuit © T o IR & el R uTiRd
a’%‘lﬁﬁlﬁﬁ?ﬂ
ENIIGI L HYSD (HISY)
TAIHRA & T I E R G Rl
fham gHg & ford Iudh 103 I8
(TEUISR) g3
GRIGA :  OECD URteur femnfadsr 451
gRome . BUTHS
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd:

Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
3 fauTadr
|| Suersy STt W affera =&
3{dqd:
aﬁam
3Rl & YHTT : uﬁwﬁ%_f &l Ut greare fauTadar s
TEAIHYH & I AT AT
gRom: Hund®
fewgult: ue S a1 W smuRd
miw Ry & e uvE) uﬂmﬁ%m Yor-miwy R faem |
TEAIHYE & I AT a1
R HUnd®
a’%ﬁm:
(Al & UHTG : Ol B frw: et / SR &1 T fawsrg
goTifar: 8T (<)
TEAIHYE & I AT a1
R e
feuoh: v S it & Se1 W nutia
MR RY P AP RG] Ge0 $ e yor-mie Rig faem
TIfd: G (T139)
TEAIHYE & I AT a1
R HUTHS
STOT - Ushd SIf@H
|| 3uers St wR affera =&
STOT - I3[ SifaH
|| 3uers St wR affera =&
U G fawraar
3d4d:
Recombinant Bovine Somatotropin:
EEUN] , L IR
fham gHg & ford Iudh © 90d
(TUISR) g3
et . ot Hewyul ufagd UHTE &t gemT et e
sf<ra deie:
[ [rsirfer L EE (X9
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
NOAEL > 100 mg/kg
TEAIHTH & T e o
forda 97 & ford Tudh 13 Weeks
(TRIUTSR) g3l ‘
femof C T o JrEEl & e IR SyTiRd
BIEII] L e (X9)
NOAEL . 781 mg/kg
LOAEL : 1,250 mg/kg
TAIBIH & I D O 9ud
ford= aHg & ford Tusdh : 4 Weeks
(TRIUISR) g
R SrepiET:
BRI L 98I Re)
NOAEL © 1,072 mg/l
T@IhRH o IR AN ST (YE e o)
fra gHg & ford dud . 28 Days
(URTATSR) T
GREE] . OECD W& fe=nfcer 412
AT GRT
|| 3uers St wR arffera =&
12. TIRfRUfa@ T ==
TRfufas fauredar
S CRCH
If<ra deiue:
EENIEARCNIESEII : LC50 (Danio rerio (fTsTT fthRT)): 2.32 mg/!
fordm g & ford Tudh (TaRTUioR) 3 96 h
T Fdwr 67/548/3 3.0, THa o, &t 1.
ST TG 3 Je-Ied . EC50 (Daphnia magna (d1cR Til)): 3.09 mg/l
ENERSELIESE] fordm g & ford Tudh (TaRTUioR) g3 48 h
1 a3 4 S e fAdw 202
Qara/ser ael &l fauieaar ¢ $3RTue ( Raphidocelis subcapitata (Y658 Sid g1 Q1dTd)):

0.475 mgl/l
foram g & ford Tudh (TaRTdioR) g3 72 h

1 3N 3 € e Adw 201

NOEC ( Raphidocelis subcapitata (Y9 SI¢] &R QEI'IFI')): 0.247
mg/l
fram T & o) Tudh (TaIUIsR) g3 72 h
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Recombinant Bovine Somatotropin Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR FRA P dRRG: 30.09.2023
5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015
T 33 4 S e fAd=r 201
TH-Uraexy (SMfaurd! SR 1
[ERIESED
BICLUEIRAERICSE] : EC50 (Sfshgu SIS (¥a)): > 10,000 mg/!
febe Twrg o ford Hueh (TRIUISR) §31: 3 h
RIS 1SO 8192
HIe ®I f[auedar (RR&ffae © EC10: 0.032 mg/I
IGRIETGI) foram g & ford Tudh (TaRdioR) gam: 35 d
USIfd: Danio rerio (ﬁ:l@ﬂ fﬁﬂ’[)
It 83418t & fAdw 210
AT Td 3 HeIfed : NOEC: 0.258 mg/|
SR fsTedar (RRepfers foram g & ford Tudh (TaRUioR) gamm: 21 d
[ERIESED] USTd: Daphnia magna (dTeR U<l
el SNE.H.S. T FAdw 211
I srepiga:
EENIKCIRELIESEII : LC50 (Pimephales promelas (Fegs fHdN): 460 mgll
fordm g & ford Tudh (TaRTUioR) 3 96 h
ST Td 3 Je-ed . EC50 (Daphnia magna (dTcR Teil)): 230 mgl/l
ENERCLIESEI fordm g & ford Tudh (TaRUioR) g3 48 h
R 32 . e Rz 202
AT/ gt Bl fasmadarn EC50 ( Pseudokirchneriella subcapitata (81 RidTaT (Testt)): 770
mg/I
fohdm Tg & ol Tudh (TaRdioR) M 72 h
R 33 . 2w [ 201
NOEC ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬁ)):
310 mgl/l
febert Tw o ford Hueh (TRUISR) §3T: 72 h
ader: ot $.3.21. 2 Fdw 201
SR T 3 Seed : NOEC: 51 mg/l
ENEELICSCINGEIEAINED fordm g & ol Tudh (TaRTdioR) e 21 d
[ELIESGD) USTTfdl: Daphnia magna (dTex Uil
Rt 3N g . e [ 211
T 3R SraspHforEar
3(d4d:
s a\_rﬁ'QE'
|[Sfa® samauar &t e OROMH: JHAT & 1Y WTHTad diid I SHaHHUGR]
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Recombinant Bovine Somatotropin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015

CRIEEEEEEREISN

SAHHUCT: 94 %
foram g & ford Tudh (TaRdioR) gam: 28 d
I e 67/548/3 3.9, T df, T.4D.

é%raeraﬁw:

fad SfamHUT ST &A1 UROTH: AT & 1Y WP aRidh o SHahHuGR
CRIERESERRIS]
W SAHHUET: 92 - 96 %
foram THg & o) Tueh (THRIUIGR) §o: 14 d

TyTfaa wifde J=9u

3(d4d:

aﬁﬁﬁ\‘:ﬁﬂ?

ELISERIICCS] : log Pow: 4

sha%q‘lam( ?R‘m 313 4.3 e Fdwr 117

I sremiET:

fqUTST TuTieh: (T : log Pow: 1.05

g HId/am)

IEEE RIGRIGE

3T Iuas gl

3= yfagpd yHTa

3T Iuas gl

13. fuer= Hifgard

fAueR & e

/N F 51 e (e . FHo P AR A AT B |
R fafFadt sy s |

FEERIER ;T Sl @) A ) TS R aTell hdftelel A Sgrgae A
T & fold @ e
SRR 3T fafafdy =18t fasar . sirRged SaTg & = u o
fAueq

14. gRag ga=n

SieRfga fafraw

UNRTDG

WA IRl & ¥U H fafafig 78t
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Recombinant Bovine Somatotropin Formulation

TXHIT TNy &t fafd: TY.31.0Y. F: 3ifaH IR SR} FHA BI IRRG: 30.09.2023
5.0 28.09.2024 402551-00017 UBell IR SR} R Bl dRRG: 11.12.2015

31ms T & T-31 St 3R
WRATS It & TU & fafafid T8t

1S T St H-wis

GRATH U & =9 § fafafia 8t

IMO JUBRUN & ATNIR b | UiRag B¢
3f1yfcf fobw 71T Urgee & forg Ay Tet
Il & e faRiw araenfrai

Ay T8t

15. faframme gaar

gerdf ar firgror & fore JRam, Wy, iR wafavur & fafaw/fasm
39 IATeH & 3rayq fAwfafaa sa<iiy § gia €

AICS - Fuffea T8
DSL o fAeffa T8t
IECSC o fAeffa T8t
16. =9 AT
TN o fafy :28.09.2024
Sifaf¥ad SeRY
3l Xiie & b & ford . %= HId SDSs, OECD eChem ¥ 3{idlke ddb-ie! Sel, Il
TIRT fhd T G TIcd TSt TR a1 FRITEA I T,

http://echa.europa.eu/

%amg%ﬁﬁwﬁwmw%ﬁmﬁﬁ%g@mﬁﬂwwaﬁmw
TR

fei® TRey : ferogad
3= e & ot a1

AIIC - Sl Ol &1 Siefemms g, ANTT - S1ford &1 P Y oRag Tl ASTM -

et TR Tteror TR bw - S &1 I9H; CMR - HIRAOH, TS a1 Ui+ favar; DIN -
THT AASHIHR0 TRIM & U 7F; DSL - aiqqatfajﬁ(m ECx - x% Wldfshar ¥ JeT

THe; ELx - x% TRIPAT T S QT &R, EmS - HUKHTA JSIT: ENCS - lﬂm;cnaﬁwqq
INAA® Terd (JUF); ErCx - x% Jfa & Ufdfehar § &1 e, ERG - SMTuasra- Ufdfshar
MES; GHS - dffd TR TR 77 ReH; GLP - 3=t YANTRITET UT; IARC - iR TR SFHYH & fag
SRIPT Toidll; IATA - RIS 9y uRaed TEIRNEM; IBC - 4R AET § WaRAD 9GH! ardl

agTGﬁQSﬁﬂfmsﬁTW%m&raﬁgWH%m IC50 - 31T 3ifIHaH FRIUTHS Hoba; ICAO -
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Recombinant Bovine Somatotropin Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.0

28.09.2024 402551-00017 UGl dR SR} &34 P aRIG: 11.12.2015

RIS AR 3= 16, 1IECSC - 99 # Higal IMrHe yerdl & $ded); IMDG - SRl
TS WaRATS A1E; IMO - SIeRTSR Sl T6T; ISHL - S R 3R WA S (STUH);
ISO - AFSIHRUT & Y SR WTS; KECI - HINAT HIS[GT TR Sde; LC50 - TRI&T et
BT 50% DI Uldd Hdba; LD50 - URIEUN &Gl BT 50% &I Uldd WRIH (I °dd GRIP);
MARPOL - STgTsil & UgNUT &1 JAHUM F T SRS THe; n.o.s. - 3T Y 78T, Neh - faredt
708, NO(A)EC - 3@didd = faar mar (ufded) Uy ddhad; NOA)EL - 3@didb- = foar man
(% d) T WR; NOELR - TR-3[GA%-911 YHId daM ax; NOM - 3MfiwIRe Bfade faw;
NTP - J¥T fIu-faq™ SRIsH; NZIoC - 8! B el o $des); OECD - 3id FedT 3R
a1, OPPTS - IS IREM 3R UGHUT AHUM HHATET; PBT - RITR, Hg-THAIH0T 3R
faured uer; PICCS - T 3R I yerdf Bt ety gde); (Q)SAR - (WD) TREAT
TfAfafy Tee; REACH - TRIUR TG 3R IATI Uolirvl, Hedid, WIHR 3R Ufdsy uikee &1
fafaw (EC) F. 1907/2006; SADT - W-<itadT 3qgc dqHH; SDS - YR&T el 2ie; TCSI - aaH
RS gerd 3dest; TDG - WavATd Ad &1 URag; TECI - U3As TR gdext; TSCA -
fauTert waref iz siifam (Fged sy smReT); UN - §ga X1F; UNRTDG - BIH®GRS JHH &
URaET W UgH Y ST RABIND; vPvB - Fgd VIR 3R Jgd Sa-THAPU AFF; WHMIS - HT-
Rfe WARATD AUt =T Jomet

3 TR 3T e H 59% YHRH &I dRRG B! &} T THHR AR I, THGRT 3R [y &
3R TEI & BRI B QA& &1 W JHTTH, T B, Uiehal A, Teg B4, TRTEH B,
fAe™ &1 quT BlsA & fo Had Arfex= & wu H feomad foar mar § qur fordht yeR &t arel ar
TG T fAFGRT 8T T STE | Iuds St TR TSR 39 SDS 3 XY R ggart TRt had
TRy Tl @ Wefid € qur sps Il &1 farddt s et & oo | Ot fesht o ufhar B, o
IH UTed H =1 ST T 8, YA $H3A WR Y e 81 Thd! ¢ | It uaadisit & ] 8 W, Taie
¥ oifaw Iare H SDS-TH &t ST HT BT I Tled 88d B, TN HA, Ufehar A
TUT T FxA & 30 3Ty &1 & fafkiy Tee! & THeRT iR Rim1iei o weiten &= a1y |

IN/HI
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