NMRA Monthly fee for Borderline Products - Effective from 01/06/2026 to 30/06/2026

Dollar rates are converted af the selling rate on last working day of the preceding month (2%}5.2{}2(5) which was published by the Central Bank of Sri Lanka.

@

Daily Exchange Rates 2026/05/29
o - Selling Rate
Currenc Buying Rate (Rs.
Y ying (Rs.) (Rs.)
Dollar (USD) 324 455 334.2444|
Processing Fees .
. - VAT| Stamp | SSCL (Rs.)
Type of evaluation Fee (USD)| Amount (Rs. Total (Rs.
Y ¢ (USD) unt (Rs) | pe) @ 18%] Duty (Rs.) 250, Total(Rs)
New Application - Part 1-Initial  |Foreign 500 167,122.20 30,834.03 . 4,178.06 202,134.31
decision on application (process or
. Local Free of charge
decline)
New Application - Part 2 - Foreign 1000 334,244.40 61,668.09 - 8,356.11 404,268.60
Evaluation (If accepted) Local 750 250,683.30 46,251.07 - 6,267.08 303,201.45
Application for Registration Foreign 750 250,683.30 46,251.07 - 6,267.08 303,201.45
renewal after five years Local 500 167,122.20 30,834.05 - 4.178.06 202,134.31
Application for Manufacturing Foreign Manufacturing :
Plant (MP) approval plant 1500 501,366.60 |  92,502.14 - | 12,5347 606,402.91
(1Y) Fees for additional data evaluation
. ' VAT| Stamp | SSCL (Rs.)
Type of evaluation Fee (USD)| A . .
ype o i ee ( )| Amount (I.j{s ) (Rs.) @ 18%] Duty (Rs.) 2.5% Total (Rs.)
Additional data evaluation Foreign 500 167,122.20 30,834.05 - 4,178.06 202,134.31
Local _ 200 66,848.88 12,333.62 - 1,671.22 80,853.72
Additional data for Manufacturing plant (MP) Evaluation 300 100,273.32 18,500.43 - 2,506.83 121,280.58
Variations that require review 200 66,848.88 12,333.62 - 1,671 22 80,853.72
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NMRA Mohthly fee for Borderline Products - Effective from 01/06/2026 to 30/06/2026

(ITT) Processing fees for Clinical Trial

' » ' VAT| Stamp | SSCL (Rs.)
T f Evaluat Fee (USD . Total (Rs.
ype of Evaluation ee (USD)| Amount (Rs.) (Rs.) @ 18% | Duty (Rs.) 5 59, otal (Rs.)

Industry Sponsored 1000 334,244.40 61,668.09 - 8,356.11 1  404,268.60

Local Investigator Sponsored ' ' : Free of Charge _

Academic with International Sponsorship ‘ 250} - 83,561.10 15,417.02 - 2,089.03 101,067.15

Amendments that require review o 250 83,561.10 15,417.02 - 2,089.03 101,067.15

(IV) Fees for Certificates
' - : VAT| Stamp SSCL (Rs.) :
Types of Registration Cer_tlﬁcates Fee (USD)| Amount (Rs.) (Rs.) @ 18%| Duty (Rs.) a5, Total (Rs.) - |

| Certificate of Registraﬁdn for five Foreign 400 133,697.76 24,667.24 2,000.00 3,342.44 163,707.44

years ' Local 200 66,848.88 | - 12,333.62 2,000.00 1,671.22 82,853.72

Provisional Registration; {(may be |Foreign 200 66,848.88 12,333.62 2,000.00 1,671.22 82,853.72

issued for maximum period of two Local ' . '

years) oca - 100 33,424.44 6,166.81 |  2,000.00 835.61 42,426.86

Duplicate Copy of Registration Certificate ' 2501 7 83,561.10 15,417.02 2,000.00 2,089.03 |. 103,067.15

Amendement of Registration Certificate 100 33,424.44 6,166.81 2,000.00 835.61 - 42 426.86

- (V) Fees for License .
- : . ' VAT| Stamp | SSCL (Rs)|
Types of licenses Fee (USD)| Amount (Rs.) (Rs.) @ 18%| Duty (Rs.) 2 5% Total (Rs.)

Sample Import License ' - , - 100 33,424.44 6,166.81 2,000.00 " 835.61 42.426.86 |

Import License : . . 100 33,424 .44 6,166.81 2,000.00 83561 | - 42.426.86
|Manufacturing License _ o ‘ 100 33,424.44 6,166.81 2,000.00 83561 . - 42,426.86

Ammendment of License .. ... = | 100 33,424.44 6,166.81 2,000.00 835.61-| 42,426.86
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NMRA Monthly fee for Borderline Products - Effective from 01/06/2026 to 30/06/2026

(V1) Fees for Other Approvals for Borderline Products

VAT| Stamp SSCL (Ré.) :
Type of A al Fee (USD)| A t (Rs. Tot .
ype pprova ee ( )| Amount (Rs.) (Rs.) @ 18%| Duty (Rs.) 2 5% otal (Rs.)
Formulation Approval of local manufacturer 200 66,848.88 -12,333.62 - 1,671.22 80,853.72
Approval for Packaging/ Repackaging 50 16,712.22 3,083.41 - 417.81 20,213.44
Subrmission/ Approval fee f Invoice value USD 2,000 or below 50 16,712.22 3,083.41 - -417.81 20,213.44
ubmission roval fee for
S tnvoice value USD 2,000-USD 15,000 100 33,424.44 6,166.81 - 835.61 40,426.86
waiver of registration
. Invoice value USD 15,000 or above 200 66,848.88 12,333.62 - 1,671.22 - 80,853.72
Any Clarification letter 10 3,342.44 616.68 - . 83.56 4,042.68
WHO GMP certificate . , 100 33,424.44 6,166.81 2,000.00 835.61 42,426.86
Certificate of Pharmaceutical Product (COPP) 50 16,712.22 3,083.41 1,671.22 417.81 21,884.66
Free Sale Certificate _ 50 16,712.22 3,083 .41 1,671.22 41781 21,884.66
Manufacturer 1000 334,244.40 61,068.09 - 8.356.11 404,268.60
Agency Transfer per each party  |Each new marketing
: : authorization holder 1000 334,244.40 61,668.09 - 8,356.11 404,268.60
(VII) Fees for Good Manufacturing Practice Inspection (GMP) - Local
T T | VAT| Stamp | SSCL (Rs.
Type Fee (USD)| A t (Rs. 1 (Rs.
yp ee ( ) mount (Rs.) (Rs.) @ 18%| Duty (Rs.) 550, Total (Rs.)
A Manufacturing site 300 100,273.32 18,500.43 - 2,506.83 121,280.58
A Packaging / Repackaging site 100 . 33,424.44 6,166.81 - 835.61 40,426.86
(VIID) Fee for Good Manufacturing Practice Inspection (GMP) - Foreign R
' o | VAT| Stamp | SSCL (Rs.) ({1
Count Fee (USD . t .
| ry ee (USD)| Amount (Rs.) (Rs.) @ 18% | Duty (Rs.) 2.5% Total (Rs.)
SAARC Countries 15000 5,013,666.00 925,021.38 - 125,341.65 [ - 6,064,029.03
Other Countries _ : 20000 6,684,888.00 | 1,233,361.84 - 167,122/2 8,085,372.04
* Ajr Tickets, Visa fees and Transport cost within that country should be borne by the Applicant S
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NMRA Monthly fee for Borderline Products - Effective from 01/06/2026 to 30/06/2026

(IX) Fee for sample import license for clinical trials

VAT; Stam SSCL (Rs.

Category Fee (USD)}| Amount (RS‘). (Rs.) @18%| Duty (Rps ) 2(50/3 Total_(Rs.)

Fee for sample import license for clinical trials 100 33,424.44 6,166.81 |  2,000.00 835.61 . 42.426.86
(X) Fee for Advertisement
. - | VAT| Stamp | SSCL Rs)| . .
Ad t . . .

vertisemen Fee (USD)‘ Amount (Rs.) (Rs.) @ 18%] Duty (Rs.) 7 50, Total (Rs.)

Processing fee for an Advertisement (All categories) 1000 334,244.40 61,668.09 - 8,356.11 404,268.60

~ * Separate Applications should be submitted for each advertisement.
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