NMRA Monthly fee for Medical Device - Effective from 01/03/2026 to 31/03/2026

Dollar rates are

@

converted at the selling rate on last working day of the preceding month (27.02.2026) which was published by the Central Bank of Sri

Lanka,
Daily Exchange Rates 2026/02/27
. Selling
Currency Buying Rate (Rs.) Rate (Rs.) |
Dollar (USD) - 305.5642| 313.0569
(D) Processing fee
Amount VAT|  Stamp| SSCL (Rs.)
Type ot Fee (USD Total (Rs.
P ee (USD) (Rs)| (Rs.) @18%)| Duty Rs)| 25% .| . [oWI(ERs)
Foreign 1000  313,056.90 57,759.00 - 7.826.42. .- 378,642.32 |
New Application ‘|Local - Category A 750 234,792.68 43,319.25 | - 5,869.82 283,981.75
Local - Category B 250 78,264.23 14,439.75 - 1,956.61 94,660.59
Avplication for Resistration Foreign ~ 750  234,792.68 43,319.25 - 5,869.82 283,981.75
PP 8 Local - Category A T 500|  156,528.45 28,879.50 - 3,91321| 18932116
renewal after five years '
- Local - Category B ‘ 200 62,611.38 11,551.80 - 1,565.28 75,728.46
Application for Manufacturing Plant (MP) approval - Foreign 1500]  469,585.35 86,638.50 - 11,739.63 567,963.48
(I1) Fees for additional data evaluation
. Amount VAT Stamp} SSCL: (Rs.)
Type of evaluation Fee (USD : Total (Rs.
ypeotev , ee(USD) - (Rs.)|- - (Rs.) @ 18%| Duty Rs)] 25% | . H(Rs.)
< |Additional data evaluation Foreign 500 156,528.45 28,879.50 - 3,913.21 | 189,321.16
o Local - Category A 200 62.611.38 11,551.80 - 1,565.28 75,728.46
- |Local - Category B 100 31,305.69 5,775.90 - 782.64 37,864.23
Additional data for Manufacturing Plant (MP) Evaluation 300 93,917.07 17,327.70 - 2,347.93 113,592.70
Variations that require review 200 62,611.38 11,551.80 - 1,565.28 75,728.46
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NMRA Monthly fee for Medical Device - Effective from 01/03/2026 to 31/03/2026
(I1T}) Proéessing fees for Clinical Trial
. ' Amount VAT Stamp| SSCL (Rs.)
Type of Evaluation Fee (USD .
yp | ee ( ) " (Rs)| (Rs) @ 18%] Duty (Rs) 259, Total (Rs)
Industry Sponsored 1000 313,056.90 57,759.00 - 7,826.42 378,642.32
Local Investigator Sponsored ' : Free of Charge .
Academic with International Sponsorship 250 78,264.23 14,439.75 - 1,956.61 94,660.59
Amendments that require review 250 78,264.23 14,439.75 - 1,956.61 | 94,660.59.
(IV) Fees for Certificates of Registration
. . . . Amount VAT Stamp; SSCL (Rs.) :
Types of Registration Certificites Fee (USD) (Rs.) (Rs) @ 18%| Duty Rs)|  2.5% |- :i__wt[‘otal (Rs.)
Certificate of Registration for five Foreign 400 12_5,222.76‘ 23,103.60 ; 2,000.00 3,130.59--" 153,456.93
years ‘ Local Category A 200 62,611.38 11,551.80 { 2,000.00 1,565.28 77,728.46
, Local (ategory B 100 31,305.69 5,775.90 | 2,000.00: 782.64 1 - 39,864.23
Provisional Registration (may be |Foreign = 200 62,611.38 11,551.80 | 2,000.00 | 1,565.28 77,728.46
issued for a maximum of two  "|Local Category A 100 31,305.69 . 75,775.90 | 2,000.00 782.64 39,864.23
years) Local Category B 50 15,652.85 2,887.95 | 1,565.28 391.32 20,497.40
Duplicate Copy of Registration Certificate 250 78,264.23 14,439.75 | 2,000.00 1,956.61 96,660.59
Amendement of Registration Certificate ~ 100 31,305.69 { C5,775.90 | 2,000.00 782.64 39,864.23
(V) Fees for License
- | Amount VAT|  Stamp| SSCL (Rs.)| ..
| ypes of licenses Fee (USD) Rs)| (Rs) @ 18%| Duty (Rs)|  2.5% Total. (Rs.)
Sample Import license 100 31,305:69 5,775.90 | 2,000.00 782.64 39,864.23
fmport License 100 31,305.69 5,775.90 | 2,000.00 782.64 39,864.23
Manufacturing License Local Category A 100 31,305.69 5,775.90 1 2,000.00 782.64 39,864.23
|Local Category B 50 15,652.85 2,887.95 1,56528 | 391.32 20,497.40
Ammendment of License 100 31,305.69 5,775.90 | 2,000.00 782.64 |  39,864.23
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NMRA Monthly fee for Medlcal Dev1ce Effectlve from 01/03/2026 to 31/03/2026
(VI) Fees for Other Approvals

_ Amount VAT Stamp| SSCL (Rs.)
Type of Approval Fee (USD) (Rs.)| (Rs.) @ 18%| Duty (Rs) 259 Total (Rsf)
Formulation Approval for local manufacturer - Free of charge '
Approval for Packaging / Repackaging : : 50 15,652.85 2,887.95 - . 391.32 18,932.12
' Invoice value USD 2000 or '

below 50 15,652.85 2,887.95 - 39132  18,932.12

Invoice value USD 2,000- '

USD 10,000 100 31,305.69 5,775.90 - 782.64 37.864.23
Submission/ Approval fee for Invoice value USD 10,000-
walver of registration USD 15,000 200 62,611.38 11,551.80 - 1,565.28 | 75,728.46

Invoice value USD 15,000- . '

USD 20,000 500 156,528 .45 28,879.50 - 3,91321°1 189,321.16

Invoice value USD 20,000 or. _ _

|above 750|  234,792.68 43,319.25 - 5.869.82 283,981.75

Any clarrification letter T~ 10 3,130.57 577.59 - 78.26 3,786.42
WHO GMP certificate ' 100 31,305.69 _+5,775.90 | 2,000.00 782.64 39,864.23
Free Sale Certificate 50 15,652.85 - 2,887.95( 1,565.28 391.32 20,497.40
Agency Transfer per each party |Manufacturer ‘ 1000 313,056.90 S7.759.00F - | 7,826.42 378.642.32

Each new marketing

authorization holder 1000]  313,056.90 57,759.00 - 7,826.42 378,642.32
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NMRA ”Montl;l-y fee for Medical Device - Effectlve from 01/03/2026 to 31/03/2&)26"
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(VII) Fee;s for Analysis
. Amount VAT|  Stamp| SSCL (Rs.)
1 .
Analysis Fee (USD) ®s)| (Rs) @ 18%)| Duty (Rs.) 250 Total (Rs.)
[ (a)|Biological test 250 78,264.23 14,439.75 - 1,956.61° 94,660.59
2 ()| Microbiological Test 250 78,6423 14,439.75 - | 195661  94,660.59
3 {c)|Assay Test (Chemical, Microbiological, Biological) . 250 78,264.23 | 14,439.75 - 1,956.61 94,660.59
4@ Limit Test (performed using Analytical Equipment - HPLC,AAS '
ete.) : 250 78,264.23 14,439.75 - 1,956.61 94,660.59
i). If all three tests are in :
categories (8), (b), (c) & (d) _
5 tests or less than three test , .
(€| Three tests o less than three tests specified above ' 750)  234,792.68 43,319.25 - 5.869.82 | . 283,981.75
(ii). Otherwise 500 156,528.45 28,879.50 - 3,913.21 189,321.16
(i). If all four tests or more '
than fourtests are in the _
6 (f) | Four tests or more than four tests C_ateg.ories (@), (b), (&) & (d) L
specified above 1500 - 469,585.35 - 86,638.50 - 11,739.63 567,963.48
(). Otherwise 1000  313,056.90 57,759.00 - | 7.82642| 378.642.32
Test other than the categories ‘
7 (g) |Single test (a), (b), (c), & (d) specified :
above 175 54,784.96 10,107.82 -4 1,369.62 66,262.40
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(VIII) Fee for Good Manufacturing Practice Inspection (GMP) - Local

NMRA Monthly fee for Medical Device - Effective from 01/03/2026 to 31/03/2026

B g

) . Amount VAT Stamp| SSCL (Rs.)
Type Fee (US .
P | ce (USD) (Rs.)| (Rs.) @ 18%| Duty Rs.)|  2.5% Total (Rs.)
L Category A 300 93,917.07 17,327.70 | - 2,347.93 113,592.70
A Manufacturing site Category B T00]  31,305.69 5:775.90 - - 782.64 37.864.23
A Packaging/ Repackaging site 100 31,305.69 5,775.90 - 782.64 37,864.23
(IX) Fee for Good Manufacturing Practice Inspection (GMP) - Foreign
| Amount VAT|  Stamp| SSCL (Rs.)
Count . .
ountry , Fee (USD) (Rs)| (Rs.) @ 18%)| Duty Rs)|  2.5% Total (Rs.)
SAARC Countries 15000 4,695,853.50 866,384.97 - 117,396.34.|.- 5;679,634.81
Other Countries 20000| 6,261,138.00 | 1,155,179.96 - | 156,528.45.1.7,572,846.41
* Air Tickets, Visa fees and Transport cost within that country should be borne by the Applicant
(X) Fee for sample import license for clinical trials
Amount VAT Stamp| SSCL (Rs.)
Cat .
ategory Fee (USD) Rs)| (Rs) @ 18% Duty (Rs.) 2.5% Tptal (Rs.)
Fee for sample import license for clinical trials 100 31,305.69 5,775.90 |  2,000.00 782.64 39,864.23
~ (XI) Fee for Advertisement’ -
. Amount VAT Stamp| SSCL (Rs.)
Advert .
vertisement Fee (USD) ‘Rs)| (Rs.) @ 18%| Duty (Rs.) 2 5% Total (Rs.)
Processing fee for Advertisement (All categories) 1000 313,056.90 57,759.00 - 7,826.42 378,642.32
* Separate Applications should be submitted for each advertisement. . = (A
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