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CERTIFICATE OF ANALYSIS

| Product MITOMYCIN Ph.Eur. A.R.No. CBL-49421005A
Batch No. 49421005 ' Mfg. Date Mar2021, ~
Batch size . - 200.0g Retest Date Feb 2024 i:‘ B v
S.N. , Tests Specifications “ Ob_serv“atio'ns
1 ° | Appearance Blue-violet cr ystals or crystalline powdel Blue-violet crystalline powder.
2| Solubility Slightly soluble in water and in Acetone, | Slightly soluble in water and in |
: freely soluble in Dlmethylacetamlde, Acetone, freely soluble in
sparingly soluble in Methanol, Dimethylacetamide,  sparingly
‘ éqlubl_é in Methanol..
3 Identifications '

Ethyl acetate

(a) By IR The infrared absorption spectrum of test ;,The inﬁa\ed absmptloh ‘spectrum
preparation should be concordant with the | of tcst preparatlon is concordant
reference / working standard preparation with the workmg standald
of Mitomyein, preparation of Mltomycm

(b) By HPLC - The retention time of the principal peak in Std. RT :8.6 min
the chromatogram obtained with the test Test RT : 8. 6 min

‘ solution concsponds to that of the | Comphes
i . principal  peak in the chromatogrant;| x
O -obtained with reference solution(a) as;
- T obtamed in the Assay.
4 | Water (By KF) Maximum 2.5 % s
% pH = 55-175
6 | Related substances (by HPLC)

Cinnamamide NMT 0.5 %

Mitomycin A NMT 0.5 %

Mitomycin B NMT 0.5 % o

Albomitomycin C NMT 0.5 % Sl

Any other impurity NMT 0.15 %

Total impurities_ NMT 2.0 %

7 Assay (By HPLC) :
[Calculated on anhydrous substance] 97.0 % to0 102.0 %
8 Bacterial Endotoxins "NMT 10.0 IU/mg
Additiong| test: i
9 | Residual solvents (By GC-HS) f L

Methanol NMT 3000 ppm i ‘180 ppm -

Isoprc‘}p)‘I alcohol NMT 5000 ppm ‘ !1828 ppm

Dichloromethane NMT 600 ppm ‘ 'iBCIOW de“*c“on"fmf ‘

3 ‘ NMT 5000 ppm [ e ppm o

Date:

L

Compiled By (QC)

(A.J.kanzariya-Sr, Manager)

I3,045202]

Checked By (QC)
Date:

(S.I{.'J]la-SIQﬂ/ ')07/\

Stonage. Pleserve in tight, light-resistant containers, Store at 25°, excursions permitted betwee
Remarks: The material complics as per Ph.Bur, and in house specification no.: SPC/QC/FP/R/
Date of Report: Apr 13,2021 o
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excursions permitted between 15°C and 30°C.

Master Label.No.f L-49-03-01

CAS No. : [50-07-7] Batch No. : 49421005
Mfg. Date : Mar 2021
Mfg. Lic. No. : G/28/1282 Retest Date : Feb 2024
Gross Wt. : 166.8 gm
Container No. : 02 of 03 Tare Wt. : 150.8 gm
- ' : Net Wt. - : 16.0 gm
Storage: Preserve in tight, light-resistant containers. Store at 25°C,




