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N DE LOTE:

Q280523

o LERTH'I(‘ATI" OI'* -’-\N ALY SIS
Name of the Material TFWO?OLO‘VEIDE EP
Commercial Batch No. : TP C230005

Production Batch No. : TPM2220050 | Drug License No. : KTK/25/256/89
Batch quantity 12059 Kg o i Dis;;atch Quantity: 100 g T
Mfg. Date : SEP-2022 - | Approvedon 30092022
Retest Date t AUG-2025  [RefLARNo. _ :40000074975
S.No. Tests | Results Specifications i
01. | Appearance Ph.Eur.1.4 Slightly pink powder | White or slightly brown or slightly pink powder. -
7 ' ' Slightly soluble in water, soluble in dimethyl sulfoxide
02. | Solubility Ph.Eur.] 4 Confirms very slightly soluble in ethanol{(96 percent) and

practically insoluble in toluene.
03. Identification

= By FTIR Ph.Eur.2.2.24 Confirms The 1nfrai£€i—aissorp1ion spectrum of the Temozolomide
should concordant with the spectrum obtained from
S Temozolomide standard.

= By HPLC Ph.Eur2.2.29 Confirms The principal peak in the chromatogram obtained with the
test solution (b) is similar in retention time and size to the
principal peak in the chromatogram obtained with
o ‘ N ) reference solution (d) in the assay.

= By XRD In-house Confirms The X-ray dlffractoszram of the sampit., should confirm

E with pelymorph form 1A.
4. Relatud Suhstance-r. By HPLC Ph.Eur.2.2. 29

= Impumv-A(Sum of the peaks) Not detected Not more than 0. 15% wiw
= [mpurity-B )  Not datectedrr | Not more 1 th:m 0 15% w Iw .

= ] ié{pumy-D ~ . _ ~Not detechdr , ‘Not more than 0.10% w/v«'r ---- - i
= Irﬁpunty-]:, - '  Not detected Not more than 0.10% wiw

_® Each unspecified lmpurrtv _ Not detected | Not more  than 0. 0.10% wiw )
= Total ! impurities ] Not detected No: lot more than 0.5% wiw

_E]S_._ ; W\ﬁVater content Ph. Ez_n: 2532 O 0.11% B ‘Not more than 0.4% w/w i
06. | Sulphated Ash Ph.Ewr.2.4.14 | 0.05% Not more than 0.1% w/w

- 07. | Assay By HPLC On anhydrous ~ay o
tances Ph.Eur.2.2.29 100.3% Between 98.0% wiw to 102.0% w/w

m&i%@‘ °C to 8°C, protected from light and moisture.
marks: The Amaterial complies with the respective specification EP/IH.
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Name of the Material : TEMOZOLOMIDE L:p

| Commercial Baich No. : TP 230005
TPM2220050

Production Batch No. :

~ CERTIFICATE OF ANALYSIS

[ o .

Drug License No. : KTK/25/256/89

#  Acetlonitrile

o Ethyl acetate

*  Acetone

®  Total residual solvents

09. | Microbial Enumeration tests
n

Total acrobic microbial count
* Total yeasts and molds count

8 Escherichia coli

®  Pseucomonas aeruginosa

® Staphylococcus aureus

v Salmonella

® Bile-Tolerant Gram negative
Bacteria

s Clostridia

*  Candida albicans

Below LOQ
Not detected
70 ppm
70 ppm

A)Total viable aerobic count Ph.Eur.2.6.12

Less than 10 cFu/g
Less than 10 chwg

B) Specified Microorganisms Ph.Eur.2.6.13

Absent
Absent
Absent
Absent
Absent

Absent
Absent

Batch -quanlity_ 2059 _li_g o » Dispmcl_q Qu'antit_v: 100 ¢

- Mfg. Date  ISEP2022 - Approved on 130092022
Retest Date : AUG-2025 Ref AR No,  : 40000074975 B
S.No. Tests o Results Specifications

08, | Residual Solvents By GC In-house o

Not more than 150 ppm  (LOQ: 35 ppm)
Not more than 1000 ppm (LOQ: 31 ppm)
Not more than 2000 ppm (LOQ: 40 ppm)
Not more than 2000 ppm

Not more than 1000 cfu/g
Not more than 100 cfu/g

Should be absent
Should be absent
Should be absent
Should be absent

Should be absent

Should be absent
Should be absent

Storage: Store at 2°C to 8°C, protected from light and moisture.

Remarks: The above material complies with the respective specification EP/IH,

* LOQ : Limit of Quantitation
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