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3 fouraar
3T IR &1 811 Ug T Tahdl § | IARTUA B! 81 Uga &I gl
3dUd:
Ribavirin:

12/20



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

Ribavirin Solid Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 402609-00019 Ugall IR SRY B &I aRRE: 11.12.2015
3[Rl & UHTT © Oer ot fope: Idvan
et 96T (%2), R (7) ,
THBRA & I SeURe-ad Foia-™

34T LOAEL: < 20 Form/fs ik WR
SR: Yol &HdT H HH
gRune: ardfde

Terur ot fope: Idvar

TS J8& (H189), R (3d)
TP & K AifkdD

JdRdT: LOAEL: 35 farmm/fesTn ssiRes 4R
3R UST & H HH

gRue: ardfde

UﬁﬁmaﬁﬁFFEBéﬁﬂ

geTfa: g7 (Xe), Arel (e
TP & I Aifkdd

JdRdT: NOAEL: 10 farm/fm s UR

GIROTY: UY] TRI&01 4 IaRBdl IR PIg THG 51 gl |

Terur ot foee: Idar

gorfar: T (¥€), R (@)

TP & I AifaD

JdRdT: NOAEL: 160 farm/fasTm smifRes UR

GIROTY: UY] TRI&01 4 IRl IR PIg THIG 51 eIl |

TR & e muuEl © wiem o food: aeN
yeTfa: g7 (Xe), Al (i)
TEHHTH & I ARG
fabr T fauTeIdn: LOAEL: <= 1 forTi/fem sRiRes 4R
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famraTe® fauTaddrn: LOAEL: 2.5 iR/ IRiR® UR
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TAlgd gRAMISSIS WHeH & 3R
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Ribavirin Solid Formulation

TTHIl T o fafd:
3.1 30.09.2023

TY.31.09. FeR; i IR SIRT R DI dRIG: 04.04.2023
402609-00019 Ugdl! 9R ORI A P dRIG: 11.12.2015

3Rl & UHTE

MR RY & e muyEl

Afaforaw e
3Rl & UHTE

M R & fae muvE|

STOT - Uohd SiifEaH

%W:WMWWI,WWW/WW
|
RO T TR YOIawTdia qHTd 3R IrfuHTd o 7a|

e o1 fre: Yoy Rigy fasm |
geTifar: IeT (X€)

wwﬁww NOAEL: 0.3 firm/faet IRk YR
yor-meiey g fawraaan|: LOAEL: 1 frm/fe smiife uR
INR: Whdcd AHAHRIAY|

URUIE: Irdfdd

DU R Y T RN & STUR R Jod b 3R Uoi

&A1 IR Ufigpd UHTT T WF Hed A g1, U W f5d ™
TN & SMYR IR I R ufdgd THId &1 Wy J9d fBar 3|

Qe it fbe: Ueh-Uidt YRcTeH fauTerddr sreqg

gTIfar: T (X©)
UGB R & I: FRTe T
IR IR ED

T80T bt foper: WiEferdt / IR T Twsial fashTy
goTfa: IeT (X©)

TEAIHTH & ;AT -1

Ry HUdS

L ORI 1 e faNTaTdl YA dicH/fAdbT BhiH UIa & ary

SN S aTelt AT GRIS BT [quTaddt o1 S
UoiTfar: <81 (<)

TEAIHTE & ;AT a1

TPBT: OECD URteur fa=mAeer 422

RIS KD

fewuft: ver St Rt & Ser W snuiRd

e o1 fpe: Yoy Rigy faswm|
geTIfar: IeT (XT)
THBRA & I: FRTe T

RIS IREED

fewuft: ver St IRt & Ser W snuTid

ATY-UYTY a2 S SUd hR gbhdl g
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Ribavirin Solid Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 402609-00019 Ugall IR SRY B &I aRRE: 11.12.2015

3d4d:

Ribavirin:

b L YT Gl S ST R Jhdl g

STOT - qE[T gy

7 A W e el a1 TRIgT TeRUioR (3a) 3T & oI Ugardi g |

3d4d:

Ribavirin:

U (TRIUIER) & I S CO RG]

& 3fqdq © Y

fipa : ﬁﬁmqg\?qﬂm&rwéﬁwszﬁﬁ(ahwgﬁw
REEIG

U G fauraar

3dYd:

Ribavirin:

I TR

LOAEL 30 mg/kg

P g & ford Iuds 10d

(TRIUISR) T

A& 3gd L XA, TREIgrexersd ot

ESln] LRI (e)

NOAEL . 7.6 mg/kg

THAIHH & I L NI gRT UG AT

P g7g & ford Iudh © 90d

(TRIUISR) g

eI 3faud . Y9, s

SIS -

NOAEL : 5 mglkg

TEHH A & I . Afee

P g7 & ford gudh 1y

(TRIUISR) g

e 3fayd L, IRGIgCRC S Yurat

PRI ¢ o (HI3Y)

NOAEL . 20 mg/kg

TEHH A & I . Afee

fods g9g & ford Tusdh 18 Months

(THIUTSR) Gafl _

A& 3quq . o, gadligAl ol
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Ribavirin Solid Formulation

€3 MSD [} v

TEHRT TNy ot fafd: TY.81.u9. Fa; 3ifH IR ORY 31 Dt dRIG: 04.04.2023
30.09.2023 402609-00019 Ugall IR SRY B &I aRRE: 11.12.2015

EGGISE

gt LRI (X

NOAEL : >=9,000 mg/kg

T TH R & I S EE AGG |

faq gy & ford Tuds : 90 Days

(TRIUISR) G

Afxforaw e

Tt L 9RI Q)

NOAEL : >100 mg/kg

TEHHRE & I ;

fram gg & ford Iudh : 90 Days

(TRIUISR) g

femqoft C T S R % ST IR yTiRd

AT WD

JUAS TSR TR aFfiepd al|

U9 | & Q1Y 3gHa

3dd:

Ribavirin:

I GRT T80T Rl D INR: RRe, g9,
fewoft: A1a & oo IR 3R

GEIRESED . feugft: o) A Sa ST R It gl

. HId & YHIOT TR SR

3T J Juh . feuguft: offe) B o SUd R AT gl
G & YA UR TR

[EUNESE ;3R Iad YHTG, UfaRe Yunel UHTd, TR, Ia&y,, gl
yop1ae, RRed, JGorah, I (¥20), foraR Uil § 9eard,
TEIgCRAd Teas!

12. aikfRufasta ga=r

uri¥fRufas fasmaar

3{d4q:

Ribavirin:

T3l B fauTadarn : LC50 (Oncorhynchus mykiss (W <¢l3<)): > 119 mgl/l
fora Tma & ford Yudhs (TRIUISR) g3 96 h

SHHAT Td 3 Je-Ifed . EC50 (Daphnia magna (dTeR Tit)): > 117 mgl/l

ENERSELIESE] P gma & ford Tudh (TaRTAIoR) §31: 48 h
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€3 MSD [} v

Ribavirin Solid Formulation

TTHIl T o fafd:
3.1 30.09.2023

TY.31.09. FeR; i IR SIRT R DI dRIG: 04.04.2023
402609-00019 Ugdl! 9R ORI A P dRIG: 11.12.2015

RaTa/STey Uielf ol fauTardar

EICIEIRACEIESGI

EGGIGE
IS & fauTedar

Afforaw whe:
EENIEARELIESE

3w Ud o He-fea
SR fasTaddn

QaTa/STeg urel ol fauradar

T it .4 S e Adw 202

- EC50 ( Pseudokirchneriella subcapitata (‘e:ﬂ‘a?ﬂﬁ (Qc_vﬁ)): >

119 mg/l
o g & ford Hudh (TaRTUioR) g3 96 h
T 3 3.4 S & fAdwr 201

NOEC ( Pseudokirchneriella subcapitata (831 RiaTet (Teotl)):
6.9 mg/l

o g & ford Hudh (TaRTUIoR) g3 96 h

T 3 3.4 S & fAdwr 201

. EC50: > 1,000 mg/l

o Tg & o Hudh (TaUioR) g3 3 h
TRI&0T Dt fohed: YT-URa § T hlde
T o 3 3 S e AW 209

: LC50 (Oryzias latipes (ST HS®T)): > 100 mg/l

P gma & ford WU (TaTUIoR) §31: 48 h
fewft: T St it & a1 W nytia

: LC50 (Leuciscus idus (& 31t)): > 100 mgl/l

P Ima & ford WU (TaRTUIoR) g3 48 h
WIPT: DIN 38412
fewuft: uer S IR & a1 W snmuTiRd

. EL50 (Daphnia magna (dIcX 1?R'@ﬁ)): > 1 mg/l

o THg & ford Tudh (TaRTUioR) g3 47 h
T T S a1l yerd: ST qHTAIST SR

Wbt ew 67/548/3 3., T o, 4t 2.

fewuft: ue S IRt & a1 W snmuTiRd

facrad &1 Tar R S fauredar T8t

: EL50 ( Pseudokirchneriella subcapitata (Bﬁﬁaﬁr (Qc_\rﬂ)): >1

mg/|
o g & o Wudhs (TaRdioR) g3 72 h

T forar S 91l g S qHTAINT SR
T ot $.30 & e Adw 201

fewguft: uer S IRt & ST W muid
faciTar ot T R B AvTedar T8t

NOELR ( Pseudokirchneriella subcapitata (ER‘T@T:H?T (Qc_\rﬂ)): >
1 mgl/l
o g & ford Tuds (TaRdioR) g3 72 h
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Ribavirin Solid Formulation

TXHI T o fafd: T30y, deR: 3ifaH IR SR B34 Dt dRIG: 04.04.2023
3.1 30.09.2023 402609-00019 Ugall IR ORI 31 Bt dRIG: 11.12.2015

e a1 M a1 erd: ST gHIg s
T o 3.3 S e AW 201
fewguft: ue S IRt & IeT W snuTiRd

SHaTo[s & fosTerdd . EC10 (Pseudomonas putida (JEIHHM gfeSN): > 100 mg/l
o g & ford Tudh (TaRTUIoR) g3 16 h
X o ST STer very: ofd JHmoId SR
femoh: ue SRfY I & SeT iR 3nenid

RITRIT 3R SrapHforar

3dyd:

RGGIGE

A SAFHUAr B eaT ¢ RO EAT & 1Y UIHTad diid § SawHUGRI
(SrafSTSe) g arar

AR e

AP STHAUET P AT ¢ UROTH: SRS el @
feuoft: v St Rt & Ser W et

Tuifaa Sfae d=ua
AdUd:
Ribavirin:

fUTS T[uriep: (WA : log Pow: 0.971
e ar)

Afiforaw wave:
EEISERIVIECS] . log Pow: > 4
3faeHIa/a

frdt & nifor=fteran
3T IUA gl

3= ufded guTa
3T IUa el

13. fAger Aifgard

fge™ & afie
/N I §41 7 (e . o Bl A | AT b |
RIT fafradt &g B |
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Ribavirin Solid Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 402609-00019 Ugall IR SRY B &I aRRE: 11.12.2015
ALGRIERI] ;T el ) 3% Dl gSd B Tl Bt ? grgdHaT ar
T & ol o S|
3R =yt fafAfy =1 foran mam: srged Sare & T A
fAgem &3
14. af¥asg g
serfgia fafram
UNRTDG
G It & & H fafafeg T8t
3 T & T3t st 3R
FARAT® Il & =9 H fafafig a8l
g W S-Bs
RS Il & T u & fafafig T8t
IMO JUHRUN & AR 4P H ufiagd o
3Mgf fpu U tiede & R ang
SyURTRdl & fore faRiy grawnfaai
g el
15. faframme gaan

gerf a1 firyor & e Ren, Wy, ofR wafavor & fafu/faam

39 IATeH F 3iaquq fAmfrfad gaa= v & gfaa §:

AICS : Fyffea T8t
DSL - fyffa =gt
IECSC - fifed 8t
16. 3= AT
TNy & fafy ©30.09.2023
Sifafvad SeRY
3T XM & Ihad & o . %= ATd SDSs, OECD eChem T 3fidR® d&-Id! Sel, Sel
PRACD R GEASIGE TIce TS gROTH a1 R i Toie,
http://echa.europa.eu/
feties uReT . e ad
3= TN & quf ar
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IS ERAMSWS YRIeH & STAR e MSD A

Ribavirin Solid Formulation

TTHIl Ty &1 fafd: U9, 3149, Ja: 3ifdH TR SR B3 BT TRRG: 04.04.2023

3.1 30.09.2023 402609-00019 gl IR SR R &1 dRIE: 11.12.2015
ACGIH . YuHY| ACGIH HRET A (TLV)
ACGIH / TWA ;. g-dc, gHY- au i gd

AIIC - STEfe Il ST Sieiorrs el ANTT - Sford &t 91 Yy gikaed Tordl; ASTM -
3! ATt Uieror TR bw - Sial &1 9, CMR - BRI, Heol-d a1 Yo faveT; DIN -
THT AMSHIHR0 TR & [T AF®; DSL - IR Uard It (@18T); ECx - x% Ui I a1
IHe; ELx - x% Ufafehar § &t ST &X; EmS - ATUTqHhIe- Uegd; ENCS - Aiel iR =Y
IS gerd (STAH); ErCx - x% gl &x Ufdferdl ¥ I Ydhad; ERG - ATITdabTei Widfdar
MES; GHS - If® TR W W Red; GLP - 331 TANTRITET YT, IARC - $H¥R W ¥ & fog
;ﬁuq@?ﬁ; IATA - 3iRISIY arg uRaes THIRNEA; IBC - YR AET § WaRAD JHEA! alel

| % fmfor 3R IuaRr & forg 3 TfET; 1C50 - 31T SIS FRIUTHS Hdha; ICAO -
RIS AR faHFA W13, IECSC - IH & HieaT IF™MS Uardl & 3dedl; IMDG - SaRig™
TS TARAD HIS; IMO - RIS Tl W16, ISHL - STeNfe JR&T SR WA ST (STUH);
ISO - AF®IHRUT & I SfeRIFR T13; KECI - HINAT Hie[al IR $9es); LC50 - TRI&UT SHTaTel
&I 50% BT Gidh Jobgd; LD50 - URI&UN STETEl BT 50% b1 Glideh WRIH (A °ldd GRD);
MARPOL - STgTall ¥ UGNUI &1 AU & oY SeRigha Ta; n.o.s. - 3T Ay 76T, Neh - feredt
f98; NO(A)EC - sadib = foar M (wfddd) WHE ddha; NO(A)EL - 3fdaid- 9 foear T
Ufdpd) UHE WR; NOELR - TR-3[GdH-017 YU A &X; NOM - 3fiwiRe Bfdae faw;
NTP - I8 fau-fax SRIH; NZIoC - U $1 gelt s $dcil; OECD - e FgaNT 3R
o™ Tia; OPPTS - IMMAM® JRET 3R UGN AHUM HRATAT; PBT - RIRR, Wd-THAHN 3R
fawmad Terd; PICCS - A SR IS terdf &t fhelldia gdedl; (Q)SAR - ([EHTEE) I
TfAfAfY Fey; REACH - TR T¥e 3R IR UoiidRul, eidh, WRSR R ufady aRug &1
fafa@= (EC) . 1907/2006; SADT - W-ttadl 3{Ude dIIHH; SDS - YR&T ST /iie; TCSI - dagd™
YAHE terd 3dedt; TDG - Wa-Te Al &1 URag; TECI - Ui3ds Hiel J4A $-desl; TSCA -
fawrert uard Az s (3ged sy 3MReT); UN - §g Y; UNRTDG - NSRS HHH &
ORTET TR TG Y ST RABIRRY; vPvB - Tgd W IR Igd Sa-TUHAHRUT ARG; WHMIS - HT-
RIe WA AUl =T Jurrat

U RET ST 2N & SUD THIRM DI dRIG B &1 T THSRT §HR I, TGRSR [y &
TR Tl § | TSR B JRI&A &1 Y JUTAH, TN H3, UlchaT H3, T -, URag H,
AU FRA a1 Bie & forw Haa Anfes & wu & foma fasar man § qun fed R &t ardt an
TOTaAT T fAfERT 16T T SITET | U SR T SHeRI 39 SDS & XY IR ggar! T dad
faRry arrht @ Tefid 8 aur DS wnTht &1 farsht o arelt & TaeH H a1 fansht o ufshan °, 5|
I U1 H 7§11 71 81, TANT & R 94 a1 81 Taball ¢ | It yaiaansil &l a] 811 0, Taiad
¥ oifad Iare B SDS-URR & I BT BT B Uied eod B, TANT R, Ulchar Hx
T T B P 3T 31fiE &1 3 fafkry e o THaRT iR RGN 31 et =1 4y |

IN / HI
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