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Ref No.

Plot No. Z &3, Survey Nb 27?111
Uimaraia 364005 (Mamss),
Dist. Bhavnagar, Gugarst. india,

Date:
Dng license # u/?\%}
TR
ot . __CERTIFICATE OF M\AI YSIS "
NAME OF THE PRODUCT BERU-~ | MFG.DATE | "EXP.DATE AR NO.
TPABT Y oo o _ TR
Ath‘mnhne Tmmm EP 0216/123 )t FEB.-2016 | . JAN.-2019 FPOS/I/15-16
. MFG NAME SAMPLEDQTY - | DATEOPRECEIPT. | DATEOF COMPLETION'
MEDINEX LABORATORIES Co o i R
BYT.LTD. 10_,03‘. _ 08-.0.2-2@16 13-02-2016.
TEST _GBSERVATION' STANDARD
Appesrance White, crystailine, powder. A white:of gruyish-white,
" erysialling, powder,
Sohubility Freely soluble in water, slightly soluble in cthanol | Freely soluble in watcr, Slightly
(96 %). soluble in ethanol (96%).
Tdentification A 2 ) .

{A) SOR Test (A) SOR: -50.10° (A) -50° to -§3.5° (adrenaline

o | best)

(B) By IR Test (B) Complies by IR {B) The IR apmg}xould
concord with the refecence
specten of, Aﬁmmlluctannne

R S o WS,

(C) Terfrate Tast (€) Complies (©) A darkblue cologr detelops.

Appéassisice of solution Complics “The sclutipn i not fore

- opelescert then teference. . .
. xuspmsim 1 znd is not more -
“intensely coloured then efizence
solution BY
Related Substaces Impurity-A ; Nil Trpucity-A : NMT 03 %
i [By HPLC] Impurity-B : 0.01 % Impurity-B: NMT 0.2 % .
Impuriy-Ce NI Impurity-C : NMT 0.2 %
Impurity-D ; Nil . Impurity-1) : NMT 0.1 %
Impurity-E ¢ Nil .| Impurity-E: NMT.0.1 %
Total Unspecifiéd Impurities :0.07 % Unspecified mpurity : Emh,
NMTO0.10% -

Total Tmpurify : 0.08 % .| Total impurity : NMT 0. 3 %

Los< o Deying 0.09 % Maxfmum 0.8 %

Sulphated Ash 007 % Maximum 0.1 %

Assay - 99.89 9% 98.5 %o 1010 %o

; . o {on dried basis)

Residuul Solvesits (By GC| |

[Mefitanol] 0.08% NMT 0.3 %

‘Microbisi Limit Test .

Total aerobic bagterial counit <10Cfi/g < 100Gt/ g

Toral Yeast & mold count <i0Chi/g 2100CH g.

Pathogen Test ‘ L

Bstherichia coli Absént Absent

Stapinilococeus aureus Absent Absent

| Salmonella Spp. . Absét’ Abseat
Pseudomonas aeruginpsa Abmt :Absent
Opinion: The samplc submitted conform with the r“qumem ofEP )
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_Approved Chemist,

Phong:91-22-2678 7933t415 Fax : 91-22-2278°2111. Email :medin Jx@vsn{ com



