Bio Medical Technology Wing

Sree Chitra Tirunal Institute of Medical Sciences and Technology

(An Institute of National Importance under Govt. of India)

Poojapura, Thiruvananthapuram, Kerala, INDIA — 695 012

Tel: 91-471-2340801, 2520307,2520309 e-mail: csc@sctimst.ac.in

Régulatory Service Charges

(w.e.f 1 st November 2025 )

Regulatory service

Test Charges —in Rs
External - Industry

Test Charges - External - in Rs
Academic/Govt Laboratories

Test Charges —inRs |
TIMed/TT Licensee

Package 1- Regulatory Strategy Development- All
class devices

Gap Assessment

Standard Mapping

Classification

Predicate device identification
Regulatory requirements mapping
Regulatory Road map

18000

14400

12600

Package 2: Non-Notified Device (Only if
applicable)
Registration with CDSCO - All class devices

12000

9600

8400

s>y




23000

devices
¢ Clinical Trial License Application
® Regulatory Dossier Preparation
* Commercial License Application

o

Package 3: Regulatory Strategy Development & 18400 16100
Preliminary Registration - All class devices
* Comprehensive Regulatory strategy
¢ CDSCO Portal Registration
Package 4: Test License — Class A& B devices 15000 12000 10500
® Application for test license
* Follow Up
® Addressing Queries
Package 4: Test License- Class C& D devices 22500 18000 15750
® Application for test license
* Follow Up
® Addressing Queries
Package 5: Licensing & Approvals - Class A& B 40000 32000 28000
devices :
® Clinical Trial License Application
® Regulatory Dossier Preparation
¢ Commercial License Application
Package 5: Licensing & Approvals - Class C&D 600000 480000 420000
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Head BMT Wing
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