M/s. TherDose Pharma Private Limited, Sy. No. 342, Road No. 6ALEAP Industrial Estate, Pragathi Nagar, Hyderabad, 500090 - Products List

SL NO. |GENERIC NAME COMPOSITION BRAND NAME PACK [NAME OF THE INSPECTED |REMARKS
MANUFACTURING FIRM OR NOT
INSPECTED
1 TPGS DOCETAXEL Each 2mL contains Docetaxel Trihydrate INOVOTAXEL 20 |EACH M/s. TherDose Pharma Private INSPECTED
SOLUTION FOR INFUSION |IP Equivalient to Docetaxel Anhydrous Limited, Plot No.118, 119 & 120,
20MG/2ML 20mg Excipients. Sy. No. 342, Road No. 6, ALEAP
Industrial Estate, Pragathi Nagar,
Medchal — Malkajgiri District—
500090, Hyderabad, Telangana
TPGS DOCETAXEL Each 8mL contains Docetaxel Trihydrate [NOVOTAXEL 80 |EACH DO INSPECTED
SOLUTION FOR INFUSION |IP Equivalient to Docetaxel Anhydrous
80MG/8ML 80mg Excipients.
TPGS DOCETAXEL Each 12mL contains Docetaxel NOVOTAXEL 120 |EACH DO INSPECTED
SOLUTION FOR INFUSION |[Trihydrate IP Equivalient to Docetaxel
120MG/12ML Anhydrous 120mg Excipients.
2 AMIFOSTINE 500 MG INJ  |Each Lyophilized vial contains Amifostine| AMFOSTED 500 |EACH DO INSPECTED
USP (Equivalent to Amifostine
anhydrous) 500 mg
3 CABAZITAXEL 60MG INJ |Each mL contains Cabazitaxel 10 mg CABAZIRIX 60 EACH DO INSPECTED
Excipients g.s.
4 FLUDARABINE 50MG INJ [Each Lyophilized vial contains FLUDARITHER50 |EACH DO INSPECTED
Fludarabine Phosphate IP 50mg
Mannitol IP 50mg Sodium Hydroxide IP
q.s
5 FULVESTRANT 250MG Each mL contains Fulvestrant USP 50 |FULVETHER 250 |EACH DO INSPECTED
INJ mg Alcohol IP qg.s Benzyl Alcohol IP g.s
Benzyl Benzoate IP q.s Castor Oil IP q.s
6 PLERIXAFOR 24MG INJ Each mL contains Plerixafor IH20 mg |PLERIXA 24 EACH DO INSPECTED
Sodium Chloride IP 4.92 mg Water for
Injections IPg.s. to 1 mL
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250mg Excipients g.s. Colour Approved
colours used in capsule shell ,

SL NO. |GENERIC NAME COMPOSITION BRAND NAME PACK [NAME OF THE INSPECTED |REMARKS
MANUFACTURING FIRM OR NOT
INSPECTED
7 TEMOZOLOMIDE 100MG [Each Lyophilized vial contains TEMOZORIX 100 (EACH M/s. TherDose Pharma Private INSPECTED
INJ Temozolomide IP 100 mg Mannitol IP Limited, Plot No.118, 119 & 120,
600 mg Polysorbate 80, IP 120 mg Sy. No. 342, Road No. 6, ALEAP
Sodium Citrate IP 235 mg, Hydrochloric Industrial Estate, Pragathi Nagar,
Acid IP 160 mg Medchal — Malkajgiri District—
500090, Hyderabad, Telangana
8 THIOTEPA INJ 15MG Each Lyophilized vial contains Thiotepa |THEROTEPA 15 |EACH DO INSPECTED
IP 15mg, Excipients-qg.s
THIOTEPA INJ 100MG Each vial contains Thiotepa IP 100mg THEROTEPA 100 [EACH DO INSPECTED
9 LENALIDOMIDE 10MG CAP|Each capsule contains Lenalidomide 10 |LENATED 10 1*10 M/s. TherDose Pharma Private INSPECTED
mg Excipients q.s Colour Approved Limited, Plot No.-92A, Road No. 8,
colours used in capsule shell ALEAP Industrial Estate, Pragathi
Nagar, Gajularamaram (V),
Quthbullapur (M), Medchal —
Malkajgiri District— 500090,
Hyderabad, Telangana
LENALIDOMIDE 25MG CAP|Each capsule contains Lenalidomide 25 |LENATED 25 1*10 DO INSPECTED
mg Excipients q.s Colour Approved
colours used in capsule shell
10 TEMOTHER 20 Each capsule contains Temozolomide IP |[TEMOTHER 20 1*5 DO INSPECTED
20 mg, Excipients g.s. Colour Approved
colours used in capsule shell,
TEMOTHER 100 Each capsule contains Temozolomide IP [ TEMOTHER 100 |1*5 DO INSPECTED
100 mg Excipients g.s. Colour Approved
colours used in capsule shell
TEMOTHER 250 Each capsule contains Temozolomide IP [TEMOTHER 250 |1*5 DO INSPECTED

Imdabatuni Mahindra Dev
Chief Operation Officer- Director
M/s. TherDose Pharma Private Limited

IMADABATHU

VENKATES
WARLU C

Digitally signed by
VENKATESWARLU CK
Date: 2023.09.26
11:11:46 +05'30'

Pr.CMD/SCR



		2023-09-22T08:30:25+0530
	IMADABATHUNI MAHINDRA DEV


		2023-09-22T09:39:48+0530
	IMADABATHUNI MAHINDRA DEV


		2023-09-26T11:11:10+0530
	VENKATESWARLU C K


		2023-09-26T11:11:46+0530
	VENKATESWARLU C K




