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CER’I‘IFXCATE OF ANALYSIS

‘Name of the Product: DISULFIRA\/I Ph. Eur ~ PageNo. 1 of2 -
Batch No: MBFI—L4004A - - Analytical Report No: 1101-FP- -240053
Batch Quantity: 50.2 Kg \danuf'lcturma Date: January 2024

"Retest Date: June ”0”6

Sior*wc C‘ondmcn Preservc in w Lﬂ clo:,uj contmm.r:. Proter,.ted 1rom light.

'SIL. No. TEST T RESULT © " SPECIFICATION LIMIT

‘ T Description i Off -white powder White to off-white powder :
2. Soiubiﬁlym - ‘E reelv soluble in methylene Freely soluble in methylene chloride, |
: chlonde soluble in acctone _ soluble in acetone
3 '[&éhai'ﬁcaﬁgﬁby R L oxlnphcs - " The infrared absorptwn spa:(:trum—_ of
; sample matches with spectrum
‘1 obtained from standard L
a4 Appearancg of solution ’Solutxon is less intense than  Solution should be less intense than
most appropriate color most appropriate color reference
:: eference solution GY6 solution Y6, GY6 and BY6
5. MelingRange  710°C10726°C  700°C1073.0°C
6. Losson drying 0.056% S i*ol more th556§b"”ww T
7. Sulphatedash T 0037% - Not more than 0.10% i
8. Dxerhyldlfﬁxocarb'imate o BE)—I__' - - - Rgt‘?na:e—th_anwo pprﬁ ‘ o
i (Impunw B) by HPLC -
9. Related substance by I—IPLC‘ <.
" Diethylthiocarbamic BDL  Notmorethan0.15%
thioanhydride (Impurity A) ‘ ]
| K nspéclﬁgdlmpuﬁty rBDLM “ Not more than 0.10%
Total impurities Notdetected  Not more than 0.50%
[0 AssaybyHPLC  997%  Not less than 98.5% and not more

than 101.0% on dru,d bﬁSlS

11 Residual Solvems by GC

ISOpropyI alcohol 455 ppm Not more than 5000 ppn pput
" Ethanol I3DL Not more than JGOO ppm
Benzcne BDL Not more than 2 ppm
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e ___ CERTIFICATE OF ANALYSIS - i
fName of the Product: DI‘SULFIRAM Ph, Eur. | Page No. 2 of 2 2 '
‘Batch No: MBFH"4004A . [|Analytical RLpO!‘t No: 1107{?_1_’ "40053 |
‘Batch Quanmy 50,2 Kg o - jManutactuun,g Date January 2024 -

Retest Date: June 2026 |
Storabe Condmon 1: Preserve i m weil closcd conlazm,r:. Protec,tecl trom l;ght

[SI No. TEST 'TRE§UL'"F - J?éliITTCIFICAﬁdN‘LI'tﬁif

1 Dmthyhmmc content by GC i’ a - - :
Diethylamine BQL \ot more than 1000 ppm

{ 13 . Bulk denqjt\ - 7}&2/_&1? ; - _”;7 _I‘To—l mfo: matwn - _7 7_ __4[

14, [Tapdensity _[090gml  Forinformation —

_15 [Pqi1aclc sm.. (By M‘!!VBF& ‘L__‘ - Lo;‘_fl_af‘onnatlc_rl ]

‘ [doo _ ~ 3%50m __ Forinformation
d50 [ 170.0 hm [For information

]'_ﬂ !cllOu I —}65.78 um o [ro} Eormauon .

BQL: Below quantifiable limit, BDL: Below detectable limit
LOD/LOQ values for Disulfiram [mpurity B by HPLC

mpurity Name [ _LODGnppm) | LOQ(nppm)
!mpurztyB(Dzethy]thiocarbamate) o _{__*7__&77_,1_4_07_ N 4_4_715___'h '
LOD/LOQ values for Related substance by HPLC

ImpurityName [ gh S B 7T R
r[mpumyA(Dtethyitinocarbamlc_:) i ~ 0.003% I _ 0008%
LOD/LOQ values for ree:dual sa!vents bv GC

b_orﬂc_ﬁtﬁtme ) | LOD(npp ppm) 5 I _LOQ (in ppm)
[sopmp\lAIcohoE SRS el 1003
_Ethanol BN D\ 100.1
 Benzepe I 0.22 o0&
Dnethylamme ! 10.1 i 101.0
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