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Materiod : LEVOTHYROKINE S80ODIUM
Beichno.: 1510882

Meterialno,  §106700
Page: 1of3

USP impurities N-Formyl-T4, Té-Acstamide, N-Acelyl-T4, T4-Acafic Acld, Menochioroiriodothyronine,
Lev. N-methwiamlde, T3-Acstic acid, T8- and T4-amine O-methyl are conbrolled under the parameter

‘unknown single’ with "Related Compounds LT’ method.
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Sodium (28)-2-amino-3-f4-{d-hydrony-3,5-dllodophenoxy)-3,6-

dilodephanylipropancate

Tested socording :  CQKO0/80/08/30

Relessedate: 24.Aug 2018 Retsstdute : D3.Nov2018

Packeging : Fibradrum with PE-bag in Ali bag
Manfesturng dele :  08.Nov2016

CAS-No. : 26416-65-3

Mol, waight : 768,86

borograph USP , Ph.Eur.

Cheracleristics:  &n almost white or siightly brownish-yeliow hygroscoplc powder

Quantly : 0.500 kg

Remarks The materis! mests the requiremanis of the Pharmeacoposlal monographs USP <487> and
EP 5.4 "Resldus! Soivents”. Soivenis llksly b be present are lfeted In the specification and
reported on the CoA. Loss on drying will comply to the Ph.Eur. and USP If tested. Loss on
drying Is not parfame on a routine bass because svery batoh I tasted routinely for water

{KF) and resldus! solvante (GC).
Retest date based on dais for siorage condition +8°Cl
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Maintel s LEVOTHYROMNINE SODIRIM

Matwisine. 9108700

Baghnoo.: 1610882 Page: 2of3
{Peramater Unit nlLt namt Result |
Charecteristics
Colour conf, pass
identlty
IR epacirum oonf, pase
identity HPLG conf, pass
Sodium conf. pase
lodine conf, pass
Gharectaristic valuss
Spscific rofation » 1600 20.00 16.60
Speoific rotation (USP) ¥ 8.0 -B.0 5.5
Purlty
Heavy melals ppm 10 <{0
Colour of solution (sol. BY) 3 7
Water (KF) % 800 11.00 8.82
Helated sempounds LC
Listhyronine % 1.0 0.1
Téd-Hydroxyacstic acid/l-Hydroxy-T4 % 0.30 0.04
Td-Aldehyds % 0.18 0.01
T4-Benzole acld % 0.1 0.01
unknown single % 0.10 0.06
iatel % 1.0 0.3
Ralaied compounds LE 2
Liothyronine % 1.0 0.1
&-Hydroxy-T4 % 0.18 v.02
Td-Hydroxyacetic acld % 0.15 «0.02
unknown single 2 W 0.10 0.06
fotal 2 % 20 0.2
Wierobicloglenl purity
Total Asroble Mioroblal Count (TAMO) CFUlg 100 <100
Tolal Yeast end Mould Count {TYMC) CFUig 10 <i0
Escherichia ooll CFUfg 0 ]
Endotowina (LAL) EUlug 0.8 <0.1
Resldual solvents
Ethano! ppm 5600 415
Isopropano! ppm 000 ]
Methano! pom 3000 «B
N-Buiylamine ppm 300 <1§
Pyridine ppm 200 <4
Trichiorosthylene ppm B0 <§
Acsione ppin 1000 <3
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Mutorial ; LEVOTHYROXINE SODIUM Masriaino. $106700
Bachne.: 1510082 Page: dof3
|Parameter Unlt abt. Resul |
fAanay
HPLE % g7.0 1020 69.3
cont. = conforms to reference standard or tasting instruction, Info = for information only
Summary This materisl was produced and tesisd under curmrent GMP requirements,
This material was testad according to the current tast procedure, all rasuits meet the
spacification. This material complies with the reguired quality.
Printing date
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