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CERTIFICATE OF ANALYSIS

- : |
Proguct Mame | Esgmenaenle Magnesium Trihydrate |
Meferense - | USP WF 2023 | Drug License Mo 1+ | ZURRSAPAAIGR

[ atch No. - | ESM220RI00 | Dawe of Menufacturing | ¢ | Awpgust, 2022
Biatch Oty : 21050 kp Date of Expiry 2 | 2uly, 2027
{ Dispatch Oy, : | 20000 kg | Dewe of Rebense | & | 23082062
fiss. Greund |ntermed iomal :
b ! i
Crisfamer Mome Trading Limited. forkecl moc: | Export
| Sterege Condition L | Prescive inosic light conteiners, pratogted from Iight. Store af roam temperature,
5 Mo, T Yen Bz | Specification =] Rusulis
1 White 1o slightly colorad SO ,
| Descripdinn | pawder. | OIT whine powder
Salubill § Solukic in motharol, Slighily Soluble in methanol, Slightly
< TRy, I seluble in water and preczienlly | soluble in weler and practically
i insolub i in hepiane. insluble in heptane.
3. | identilicgison by
uy I The infrared absorplion The infrared absorpion
speotrum of Esomeprazole specirum of Esomeprazole
Magnezivm samphe showld ke Magnesium sample is
soncurdant 1> that of the congordart to that of the
smpdand, standard. .
b Maghciairm Tee Bamabe salution in the test | The Sample solution in the test
for vareat al Magncsiom lof conlonl of Magnesium
exhibig a signifcant absoepiion | exhibits a significam absorplion
T N i1 248 0. 22882
ey HRLC The retcittion time of the mapor | The setention time of the mejor
peck of ke samphs soluties prak of the sempld solabion
corraspands o that of the correspands 1o that of the
standand solution, es obinired in | slandard solution, as ohtoined i
(e AssaY. _ the essay.
Mpg,nl,'_‘.ll:r.l cuplenl [ wiw)
" (an the anhyidrons biss) 3.3% 0 3.5 ]ﬂi?-
Cuoleur of solinon at 44 Thum "
3 (2% solution in mcihanol] MMt 02 UiA0
| 6. | Water contond by KF (% wiw) G0 8.0 1.2
Emzmisimesic pority by FPLC {%%)
T K- Ensrtiamiar . MMT ©.2 .% _Li
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| o . - i :
Bk Mo, J - i ESM/22IRIN0 ) i{j‘ummr.'. ! {S;;“;umd IR T
R [ Dwganic Imporitics by HPLC (%)
Checprisabe M- oaide M ot dedecied
Omeprazol Relvicd Compound-A | NMT 0,2 004
Moy ather vdividunl fispueity MR D, 004
Todul impLries BT 0.5 2%
g, |58 by HPLC (3 whv) NIT 98.0 and NMT102.0 99,1
(on anhydogs bisis)
*10, | Residual solvons by GC-HS (ppan) ~
| Methanol NEAT 200 | Nt detectod
i Ethanal HiAT 5000 oo defecied
i Drichlocomathans WM 400 Mot deteeted
Fakyl sceiale WRET 500 Mol detected
fozlenc WATT 500D Mol detected
i Toliecne W1 Ban B,
Adelitiaral Test . it
F. | Bulk density (grdmib)
Untapped density MLT 0.0 0.4
Tapped devstly NLT 0.20 (.27
12, | Particle Size by Mabam
MERSIEFS LT
[ 7% e | Less bhan LT jm 7.0
* In-howse Tosf - : |
| Memmirks: The material complct s per the b speciications,
Conmilad by Checked by Approved by
¥, ftamesh ﬁ,.-—*’irt | KV Sarme P G.¥.L. Marayano szﬁ""c" .
Se.Chemist = 0C szl | Menapar — QC S AGM —C £4-6)3. 2+
Farmat hoo DA DEG108 2. (R.0E.21123 Page 2 ol 1

@ Corparale Ofice: The Watamnark, 3rd & 4ih Floor, Piot ba 11, Survey Bo S Shinfalds Kradsne .-i.u



