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Levothyroxine Formulation
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RES ETH: BEES: BIEIRETH: 2023/12/05
9.0 2024/09/28 1130660-00019 #YIE4ERLR: 2016/11/30
1. (2R 2 USSR
{EZERDETR Levothyroxine Formulation
hDEEFE Leventa (A010426)

HiaEOSt4T. ERRUBESES

HIEEDSHETH
X/
EEES

BEFA—ILFKLR

MSD

BER REA™ @ 810 MSD #X=t EEIH

048-588-8411

EHSDATASTEWARD@msd. com

RRERERES +1-908-423-6000
SRR R UMEA L OFIR
HE RS BERM
ERLEOHIR JEEZ Y

2. ERAEEOEN
LA D GHS 5348
EIP S 3% X5 3
AhEEM X5 2

HEFMEREE (RERKL

=)

GHS SRILEZHE
BRRXIED VR

FEMERE
ERAEMLER

X5 1 (FIRER, DEEIME R, PREMHER)

yeX 53

H226 5| X MEBRIAR VR

H361 £EREXR (LR RADEZEDE TN DEEL,
H372 REICH =5, RIFRERTICL HlERz (FRIR, OE

MmE%R, PRAER OESF,
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RS WETA: BEES: AIERET B: 2023/12/05
9.0 2024/09/28 1130660-00019 #MEERCH: 2016/11/30
=
FEES R

P201 = AATICEIRERBAZE X AF T H &,

P202 £ THREIEEZHAHERTHETHMY HFEbHIEN &,
P210 2., EBEDEHLD. KTE. BARUVMDEKEMN HES(F
bk, BIE,

P23 BREFFHILTHLCZ &,

P21 [HIEE D [EXHESS MREE RIAKES #R] =&
|22l - R

P242 KIEZ=HESELHWIEZFERATHZ &

P243 BESMEICK T HHEZFET D &,

P260 = X F " ERERALHBEWNI &,

P264 EIRLMEISRIEZ K <KD 2 &,

P270 CHOE R ZFERT HEEIC, SRENITEELZ LN

&O

P280 REEFR REKR RERE REBMEBERTH &,

BaEE:

P303 + P361 + P353 & (XIFE) IZfAELE-BE  EbIC
FREINEREFE2THCIE, BEEK [RIEFPV¥T7—] T
FHZE,

P308 + P13 [EK BRIFIEK BN BN HDHIHE | ERDILE
SEREHETERITHI L,

RE:

P403 + P25 MR D BIMERTTRET S L, IELWVE T AIC
BLCZ L,

PA0S fESE L TRET H &

BE

P501 AAY). BRERBIN-NEERICEET S &,

GHS AR L E LMD ERE T

EEGHERVEESNDE
BEEREOME

ARIEREBRMREAMERA TSI ELH D,

3. MRRURBSER

LEME - EEYORR EEY

5%,

=22 CAS &= EHE (% w/w) BN REE
B

IR/ —Iit 64-17-5 >=10-<20 2-202
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RS WETH: BEBES: AIERET H: 2023/12/05
9.0 2024/09/28 1130660-00019 #MEERCH: 2016/11/30
55-03-8 >=0.1-<1 9-1088

"Levothyrox ine

#EERTSINTLSYE

4. HREE

—fRET7 KN4 R

WA L-EE

REIZftE LI=5E

RICA-=5&H&

RAAATZGE

RMERRVEREERDOR

LERLGHIRER
BREEZY 2EDRE

EEICX Y SFATIREE ¢

EHDBHE®. [T KBV EERELICEENDZE L
2%

EERAREICIBE. FLERMAHIERIL. EMMDIERE
215,

RWAATZIGE ., HIBEEIDER~ABET 5.
ERLEEZITS,

EMLEE, BELICREBZRAITAESEDKTEVNRY.
BERLERBRESUV#HZR <.

ERLEZRITS,

BERADHIIZKRRZERES .

HEBFERT HRICERISHKS.

FIHEEE LT, KTIRZ®RSET 5,

FIELH YRGS DEEICITERKEBTEORELZ(T5,
RARAATZISE, BEICHENME G,

Eﬁﬂﬁé%ﬁéo

KTcOz&E<TT
ATEREXIBREADEBEZEDEENDE,

R#IZH=5. RIFREF L BIZK HEHBDORESE,
ﬁmﬁ%%E@EBwtékiniﬁu~%ﬁéhfhéﬁ
EREZERAITS L, BEORRERUEAHHIESE. HESD
ﬁ@&@kﬁ%ﬁéﬁﬁw & (HBE8%3H]) .
XEREBSSIUMEREER TS &,

5. KEBDFEE

B Y73 H KA

182> TIXAR R LVE KA
HEDRIREEN

HERGEEIEY

KIEEE

it 7 JL 3 —JLiasE K Hl

ZBkixZ%x (C02)

3R H A

KE KD K

BIRKICKDHEMIF, KEABLLE2EYRTALEZY T
DT, ToTIXEBHLY,
MNEYDEBICHh-YFERAEZOEND,

ARFEREREELTERERICLEDIZEND D,
RBREERM~DBRBIRECELERIFTEENH D,

REERILY
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KAHOBRERAT H=DIZKEEET S,
RETHNEREEI VT FEZRNKBEEI BT,
R o RBESED &,

HRETS>BEDRE DORKFICIE, BRRATRSBEEERT S
REEEERT 5.

6. WHFFDIEE

AMEIZHT HEEFE. RE | TEORKNREGDILDEMYRKRLS,

BRURIFHEE REEZEERT 5.
REGBYKZLDT 4R (HBTZ22R) v, BARE
BR#fRERICEN (RE 8 Z23H) .

REBICHT 5FEEE D BREAOKREEEITSH L,
REFHRALTH L, INOIENZLED S,
LERICIEERIDEHSC HLRADERLIEAAIWNYTRE
12k 3),
FRINTRFKEREL, LHT 5,
RHEMNELCEIRTELGVGE(X. A BBKISERT 5,

HLRAHDERVHEDFERY @ MERIEZEALLZTNEELE,

2 FEEGRIM TRIRESE D,
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ZEICCENIGE. WRIEZZELZEDEYGH CADFEE
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BlIciE>THIETZ &, FORBICERSIAEDEIZON
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Levothyroxine Formulation
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9.0 2024/09/28

BEES: AIERET H: 2023/12/05
1130660-00019 #MEERCH: 2016/11/30

ZERRIRER

e ok ] 3¢
A K

EMEZIEYE

RENBRDEHY

HiIRE O [EX#ss. BREE. BIAKSKILTEOKER) =&
A¥dZ¢&,

SRAMERERALGWLNI &,

RAAFEIZLN,

AR&DiEfREET S,
RE~DRHDF-IIREEMEET S,
BikWRIIEREZ L <ES 2 &,
BISBRERAEOHKRICEDE, EEHOFESLUREHD
EITRTEICVERYIES &
HIEATEZFER LG FNIEL S,
BREFHALTHECIE,

B BREOLO., KE. BARUVBOBEXNENSESITEC
Eo BIE,

BESMEICHLTPHLEFERELED &,
CHEREFRATHIEEIZ, MBRIIREFX LN &,
RBNOEREYMEHILEL. RE~NOBREZR/NMRICTSL5F
B9 5,

E& 1L A

7]

BEOHERAPIZEEMEADIEI EOTRENHZBEIE.
FEEBROELIZTA ISV VI VATLAELUREY ¥
D—%#FJEBLTLIEELY,
FRAPISRERUVEEZZILT 5,
BEREINF-KRITBFERAT HAICEKET S L,
27T 4 DHEMEARL—avICEk, ToP9=FO
vho—)L, BUGEANERE. BULGKRLESKVE
EBREFIE. EXFLEER. EXERLEERANOERDOL
Ea—%28ORENHYET,

BULESRILODNEEBEBIZANKLTEL,
ML TRET D&,
BELOMNYED S,

HELL, BMROBWMEITRET 5,
ZEDHREICH->TRET S,
BOENEMNSESITD,
ROBEFTEEE VL LITHEE LA
ER bt E R

ER bt RAR

BESEOME: FRGL,

8. E<EMILRUVREEE

ERRBEIZE T IR MNRBERR/ HFERE

EZ
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Levothyroxine Formulation

&S ;ETA: BBEERE: AIEIZRETH: 2023/12/05
2024/09/28 1130660-00019 #EER R 2016/11/30
fE) BE | HREE
I45/—I)L 64-17-5 STEL 1,000 ppm ACGIH
Levothyroxine 55-03-8 TWA 0.1 pg/m3 (OEB RER
5)
HERYHIR | 1 pg/100 cm’ i

B POk

iR
MR FRRER

TJANE—RA4T
FORER

ME

&%

RRORER

RERVEHFDRER

BAMICEEL (B, Fyo—J%FR. #2%) . FERE~DE
EYORNEHLET BICFE, VO—XTAEX DR T LMD
FEMEERALEY

B, KRXEBFIVRREERET D, 2T 0027V
TERBIHRFREICEIYEES A, GIP BRICHVERS L
SRENHYET,

F—TUoNV RO TEHERTENTVER A, .
BENGHATOERAE L UVRMDER S AT LNBELY
YEI,

FRL—2 3 VIZREEBISEEYMORNOIEFZEME L
EEYGHIHETOERELELLES,

HREO [EX#s. RREE. BIAKSKILTEOMKER) =26
BAd3Z¢&.

BYEBAPFIEENFATELG MG, FEIEXEE
THENA PS4 D OBEENDE L BATRSAIBEE, T
RREFREEEALEL LS,
WHFREARAIAOES 17

GESAEE

FRE_ETERTAIELEEZRFILELLS, HRMIAHR
T, FOREEDERICEEZRIIZTAESELAHY FT,
Y4 Fo—IL FHEREREDL LLXT—V I EFRAT 5,
FEEEL LIIEZERICEROSVMRE, S X+, =70Y
W ELRRET BHIGEF. BRI —YILEEFRT 5,
MLA., SR, 3LLKIEI7RYVILICENEESLEIND
ATREMEMNH BIEEIE. 7 —RAV—IL KL LLIFFDIFEFLD
L7 z—RBEOTIOTFU a3 vEFRALELES,

A= T74—LHELLEEBRZEHRHI—FEERALELL S,
MEREAZBELEVWLSIZ, EEINDIZIRVICEDE, &
FEOSH— A rZEEBMLTERALELLS (Bl, RYU—T
Lyy, 270>, RFR, FIMETR—YRE) .
BEREINAREEOHIKRRELR CEEIXEY L AETIT
TLEELY,

9. MEARLEHER
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MIRIK AR LOKBR
=) D Ef
=R )
R0 LEVEDE L T—8GL
Al R E R L T—8GL

BRAXGMBRARVBEEE @ T—274L
ARtE (BER. =K) o JFERY
AIATE GRIK) o JFERY

BRETRARVEFELRF AIRER
BREGHEO LR /MR ER @ T—24L

&

IBRRGEEDO TR/ AIATE : 7—427%4L

[l
k| 44 ° ¢
DERE T—REL
pH 9.7 - 10.7
RFEIRE D T—4A7%L
BHARFEIMEE D T—A7%L
FHE

EFE (BhRAMEER) D T—A%L
BRE

KB M |
n~#A4o 4%/ —IIL/KSEFZRE - JEEZH
(log &)
ERE D T—A7%L

BERV/X(FHEMEBEE
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Levothyroxine Formulation

&S HETA: BEES BIEIRETH: 2023/12/05
9.0 2024/09/28 1130660-00019 #YIE4ERLR: 2016/11/30
=E : 1.05 g/em®
BT RBE D T—A%EL
IRFEEHE COERMAEL
L4 O AREGIETEBIEEYME L L TIEREINEL,
P45
fFHA4 R o JERRY

10. REMHRURGHE

R D RISHERE LTRESESI NG,
LR E M DOBEORETERE,
fElRAE R RENE DB MRERUEAS.

AREIEIEBREMEGMERR TSI ENH D,
BUOBRIERIERIST S ENDH D,

RET BN EEY OB R. NTE,
BfERYE D ERMEH
%]
BRAEELIBRERY D RREELGSBERBDIIAMSN TG,
11. EEMHE®R
AR H I RERBOER © B’A
BRI HE i
E235)1

RBICA-=5H&

ast

FIAMTRELIBIRICE DK B Y RETERL,

B

anENE #&no) D RMEMHTEE > 2,000 mg/ke
HiE HEICKBAE

5%

Is/)—):

AanENE #n) D50 (5 k): 10,470 mg/kg
Hi%: OECD SRERH A K541 > 401
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Levothyroxine Formulation

MBS ETA: BEES: ATEZRET A 2023/12/05
9.0 2024/09/28 1130660-00019 #EERLB: 2016/11/30
2EE (RA) : LC50 (5w b, AR): 116.9 mg/|

BREERME: 4 h

AERIREE: &K

SMEE BR) : LD50 (24): > 15,800 mg/ke

Levothyroxine:
SMsEE @O : TDLo (E k): 10 mg/kg

TDLo (X): 10 mg/kg

LD50 (5« k): > 1,000 mg/ke

aMEE BR) D50 (T v k):> 50 mg/kg
AMEE (ZOthOREE) : LD50 (5w k): 20 mg/ke

BEHE: BBRERN

LD50 (Z v k): 50 mg/kg

BER®K BT
REREN. /R
FIATTRETIERICE DR Y RFETERELY,
%
IARJ)—):
& A =
Ak : OECD HERAHA Ko 4 > 404
fER D RIERIEA L

RIZXd 2 EELTEGE RN
FIRTEE R IEMICE DR Y HETELLY,
By

IR/—):

2 s
HER . BBAORE. 21 BUAIZEE
Ak : OECD HERHA K54 > 405

FEIR AR A R (S B A1

RERESE
FIATRELERICESCRY DETER,
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Levothyroxine Formulation

RES RETA: BIBRE: BTEIZRETH: 2023/12/05
9.0 2024/09/28 1130660-00019 #YIE4ERLR: 2016/11/30
PF 0% 25 BEE 1
FIATREAIERMICE D RY HETELLY,
5%
Is/)—):
HER R A T . YO REERKER (MEST)
REOER D RISEM
2 DONTIR
HE R DBt
4EMRERRYE
FIATTRELIBRICE DK B Y HETERLY,
By
IR/—):
in vitro TO&EEEM D BB T MEMERA NS EIRERE R (AVES)
Hi%: OECD SRERH A K541 > 471
R e

HERZ A T in vitro MELBYHIEGFERHR
7% OECD HERA A K51 > 476

R e
SRERA A T in vitro ZBEEERER
R fE

in vivo TOEEGEEM D RERA 4 T HELEYHRMmMER/ N LERER (in vivo MifRE R
E®)
B Sy bk
BRERE SRAAATEBE
R e

BHEAM

FIFARTREAIEMICE DR Y D ETEAL,

4=t

ETEREXZBRADEEED S TNDEEL,

B5:

IR/)—):

EIRICHK T 528 D HERA 4 T LRSS
E:T9X
BERE SRAAALTEEE
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Levothyroxine Formulation

RS WETA: BEES: AIERET B: 2023/12/05
9.0 2024/09/28 1130660-00019 #MEERCH: 2016/11/30
R

Levothyroxine:
RRORBE~DZE

AREEE-TEXADE

FERMESRSE (BEEIXCR)

HEBYa T HE

B Sy bk

BE£K #0

F A= LOAEL: 0. 25 mg/kg (AE

HEA A T B

B YvOR

BE&K 0

FeHFEME: NOAEL: 3mg/kg AE

HEga A T B

& oYy x

R EFEEE L,
HEA A T HE

B EILEY

MR EIFEEE L,

BRADEZEDEThDREL,

FIRATRE L ERICESCRY DETER,

FERMBSRSTE (REICR)

RHIch=5. RIRERTICLSESE (FRR OROER PRGER) OEE.

%2

Levothyroxine:

AR 3S
TERAAL b

REEESME
0%

IR/—I:
12

NOAEL

LOAEL

RE5 R

iR 55 BF

FIRER, DEEMER, SREHER
REICH=5. REREFLEBICEDBHOES.

AR

1,730 mg/kg
3,200 mg/kg
BRIAATEIEE
90 Days
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Levothyroxine Formulation

RES HETH: BEES: BiIEIZRETA: 2023/12/05
9.0 2024/09/28 1130660-00019 #YIE4ERLR: 2016/11/30
BAABEEN
FIRAREIBRICE DR Y DETEALLY,
ANEIZHT 2 REBHER
By

Levothyroxine:
A IAATEIGE

Brfigas: FIRER
ErgaE DRmE R
Rl PIRARER

K BifE, EME, RE EEE, ROIEE, T OEH, T
#, FE, 2B, KERD

[Tx9 HFM%

REME (BES)

X9 HFE (BHESE)
WMEMIZHT HSEMN

SUOVIAFOKEESTHDY ¢

A KEEYICHT HEN

SOVIAFOKERESTHDY ¢

LC50 (Pimephales promelas (77w kAw K2/ )): 14,200
mg/ |
REEERFME: 96 h

EC50 (Cer iodaphnia dubia (X< >3)):5,012 mg/l
BREERFR: 48 h

ErC50 (Chlorella vulgaris G#7K3)): 275 mg/|
REFEERE: T2 h

EC10 (Chlorella vulgaris (i#%7K)): 11.5 mg/|
BEERFME: 72 h

RRESZEERE (Oryzias latipes (F1AZH)):>= 79 mg/|
RREERERE: 100 d

RAREZEREE (Daphnia magna (A4 22>3)):9.6 mg/l
BREERFR: 9 d

EC50 (Protozoa (JR4EEH#)): 5, 800 mg/|
RREEEER: 4 h
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Levothyroxine Formulation

RS WETH:
9.0 2024/09/28

BBEERE:
1130660-00019

AIERET B: 2023/12/05
#MEERCH: 2016/11/30

BB - S
0%

IR/ —):
EofEM R Sk,
EnfiR: 84 %

RRERRER: 20 d

EHREREE
B

I&R/—I:

"miba/—»/*ﬁﬁ%ﬁ:
(log &)

TiEDOBENE

F—AHL

AV UBAOEFEEM

JEK Y

fthoHEEZE

F—aHL

log Pow: -0. 35

13. BELOEE

BRRSE
ERREEY A BRAEDRF VLTS B,
BEEMZE TKRABEL L TIEE LA,
BRBEHRVAE ZOBRE, VA VIVFELEEZEDEOIC, RBAIZ 211

BREMNEEEICRTRET S,
BREBYDEIEDEBIIBRLTREEADY £9.
CHDEIBBERBIZEAZHTEY., Y102V, [FAFEHFITFL
=Y., BofIFLizY, FULTREZHITE=Y., #IF=Y.,
BOK, KELLLIZZFDEIDATBREDEIZS S KT
KIZaL, BREOREGEEHESIZRCITARELAHYET,
BFICHEENEWNEES., XEARELTEET S,

14, WELDOEE

[ e A5
R L #i3X (UNRTDG)

E:&E&S (UN number)
E:&E#i£ 4 (Proper shipping

UN 1170
ETHANOL SOLUTION

13/17



RET—HRI—F

Levothyroxine Formulation

&= WETA:

9.0

2024/09/28

BBEERE:
1130660-00019

€ MSD [} e

AIERET B: 2023/12/05
#MEERCH: 2016/11/30

name)

[E#E 5 48 (Class)
BEE M (Packing group)
Z X)L (Labels)
REAEH

fin 22 (IATA-DGR)

UN/ID &% (UN/ID number)
E:&E#i% 4 (Proper shipping
name)

#4548 (Class)

BEE M (Packing group)
AL (Labels)

HWeter (E%H) (Pack-
ing instruction (cargo air-
craft))

HWetEr (REH) (Pack-
ing instruction (passenger
aircraft))

& _E &% (IMDG-Code)
EEZES (UN number)
E:&#i% 4% (Proper shipping
name)

E&E 448 (Class)

B ER (Packing group)
Z~N)L (Labels)

EmS 31— F (EmS Code)
BEFEME RY - FED)
(Marine pollutant)

3

IT1

3
el

UN 1170
Ethanol solution

3

IT1

Flammable Liquids
366

355

UN 1170
ETHANOL SOLUTION

3

I11

3

F-E, S-D
Ky

MARPOL 73/78 MiRE I1 XU IBC a— FIC& A X SBAMEShHBAME (Y - EZY)
s S REBOHRMIZITIEZS,

& P

EDREDERG L. HE 15258 5,

A DREHE

CCICR#EESA TV SEESEE, BFHROBNETOROT, XRET—2— FOHRTHHRS
NEELS ICHABSNMBOREDHCEDINTVET, EEDEE. ZEFE. N\vsr—oY%

A X EMFOMBORAUDEEICLY . EESNLAEELAHY T,

RERLIFERHES

127

15.

#RER

BEER
HRE
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Levothyroxine Formulation

RES WETA: BEES: AIERET B: 2023/12/05
9.0 2024/09/28 1130660-00019 #MEERCH: 2016/11/30

SEPULE, A, KRR, (2000 1y bIL), EEREFR 111
L&&

HELFHE. BERILEYE. BAFMEEMEICKAE LG,
HERER/EE

REFNBLEShLIHED

JEEX S

WEDHFAIZZITEIREREY

[

REEEN LEHARME

L

ZRREDOBH o =L FYE (BFLFHE)

JEERY

ZRRAHORBH oW EFYE FHREHEFHE)

JEERY

BREZENTRERRVRVEEY

EEOTED 2 (FRITHRIRE9)

EZ3 EHE (%) BE
l=5/—0 >=10 - <20 -

BMFERTIRERBRVRVEEY

EEST & FEITHHE 18K

23 %

x5/ —n

RESEELFEVE TEEHORBEFNERARHEYVE GFBHREMERE 594 50 2)
JEERH

NARKEDE (FERLEERUNELTTEN2)
JEEZY

BHECEYMEEEFRRA

JEEZY

b B\ FRHRA

JES% Y

W7 L)L EFRFE A

e Y

BERBADSFRHER
JEZY
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Levothyroxine Formulation

&=
9.0

BBEERE:
1130660-00019

;ETA:
2024/09/28

€ MSD [} e

AIERET B: 2023/12/05
#MEERCH: 2016/11/30

FMREMEZETS - WRE— (EEW)
SIREDY

YR CRIYAHEE

JEERY
eEMESHEEERREE
JEEX S

BEHRARRE

JERZY

DE 008 e A

JERZY

R 2%

BIRAIE 2.3 RERMETHURE 11 3IKIERIKE

&

TEATHRAISE 194 KERMERARE 11 51 RE&REK

BEFRERVBLKEOMILICEY 5i&E
[E 5 T A%

EETETRES

FR3E B LN 4R SR N i
MERBHREY (@ - @A)
JEERY

FEMBEFRBHAREN G - AR
JEE& S
BEEVORBECERICET SR
FRlEEEXREED

ERIEME( )
BESEYEICEZE LN

COEFOHEBITDODNWTEEAS YRV M) —~DEREESR :

AICS N
DSL L RE
IECSC N
16. ZDiOER
AKDS ICEVWTHBREBELEDBIHNXNEMEDRENBRTDGEEE. EXWETHIGEE
BHET
IR
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Levothyroxine Formulation

&S HETH: BIBRE: HTEKETH: 2023/12/05
9.0 2024/09/28 1130660-00019 #YIE4ERLR: 2016/11/30
5| FscHk D B#E#IT—4. EHMESDS [CEDILF—4. O0ECD eChem
R—2ILE I VRRIMNEEYER http://echa. europa. eu/ D&

URIN—=C 3 UL EESNERBREANETE 2 KR THRARTEINATVETS,

Bf#72+r—<v bk . #/A/H
ZDHDREEEND £

ACGIH © [E, ACGIHRHBAME (TLV)
ACGIH / STEL D EEMRERR
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