|
NMRA Mnnthmy fee for Medmal Dem{:e Effectlve irom 01/09/2026 to 30/09/2026

Dollar rates are converted at ﬂs& wlhnw rate on fasi w {,msz% {Em e)i tiw prev w*ng mmgih (‘§i 08, 21}26; 'sfa im,h way pzshhshtd b*s the Central Bank of Sri
fanla.

Daily Exchange Rates N | - 2026/08/31| | ;
. : ' . | Selling
Currency ' o Buying Rate (Rs.) Rate (Rs.)
Dollar (USD) " 3234208 332.4895
(I) Processing fee | o
N | _Amount " VAT|  Stamp| SSCL (Rs.)
Type Fee (USD . - , Total (Rs.
7P ceUSD) . Re)l (Rs) @ 18%)| Duty Rs)|  2.5% otal (Rs.)
. Foreign . 1000]  332,489.50 61,344.31 - 8,312.24 402,146.05
New Application Local - Category A 750 249367.13 | 46,008.23 _ 6,234.18 | 301,609.55
' Local - Category B~ -~ ©250 83,12238 ) 15336.08] - 2,078.06 |  100,536.52
Aoplication for Registration Foreign ' - 750 249,367.13 46,008.23 . - 6,234.18 301,609.55
ppice rRes Local - Category A | -~ 500 16624475 | .. 30,672.16 | ] 4,156.12| 201,073.03
renewal after five years — ; . - . .
Local - Catepory B |~ 200 6649790|  1226886'| - 1,662.45 80,429.21
Application for M::mufacturmgD x Plant (MP) approva] Fme1g 1500 498734251 9201647 . - 12,468.36 603,219.08
(II) Fees for additional data evalua_tmn = _ e | _
 ' . | I7 TAmount] . VAT| - Stamp| SSCL (Rs.)
T valuat .
_ ype of evaluation - | Fee(USD) (Rs)| (Rs.) @ 18%)| Duty (Rs.) 2.5% Total (Rs.)
Additional data evaiuation - |Foreign : N 500' 166,244:75 | -30,672.16 - 4,156.12 201,073.03
_Local-("ategory A S 2000 .66,497.90 12,268.86- - 1,662.45 80,429.21
' 1Local - Categ,ory B N 10'0__‘_ 33,248.95 ' .6,13:_4'.43 ' - 831.22 40,214.60
Additional data for Manufactuung:, y Plant (MP) Evaluatlon B 300 99,746.85 . 18,403.29 - 2,493.67 120,643.81
Variations that require review _ : - 200 6 6,497.90 ' 12,268.86 - 1,662.45 8042921 | |
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NMRA Meonthly fee for Medical Device - Effective from §1/09/2026 to 30/09/2026

(I11) Processing fees for Clinical Trial

e - “Amount|  VAT]|  Stamp| SSCL (Rs.) |
Type of Evaluation Fee (USD D
ypeo ? ce (USD) (Rs))| - (Rs.) @ 18%] Duty (Rs.)|  2.5% Total (Rs.)
Industry Sponsored 10001  332,489.50 61,344.31 ' - 8,312.24 402,146.05
Local Investigator Sponsored : o : Free of Charge
Academic with International Sponsorshin 250 83,122.38 15,336.08 - 2,078.06 100,536.52
Amendments that require review ‘ 250 . 83,122.38 15,336.08 - 2,078.06 100,536.52
(IV) Fees for Certificates of Registration )
. . g _ | “Amount VAT Stamp| SSCL (Rs.)
Types of Registratfon Certificates Fﬂee_, (USD) U (Rs)|  (Rs)@18%)| Duty (Rs.) 259, Total (Rs.)
- - 1 an
Certificate of Registration for five Foreign 400 132,995.80 2_.,537.73 2,000.00 3,324.90 162,858.43
years Local Category A 2001 - 66,497.90 12,268.86 | 2,000.00 1,662.45 82,429.21 |
. ALocalb Category B 100[ 1. 33,245.95, - 6,134.43 | 2,000.00 831.22 42.214.60
Provisional Registration (meay be |Foreign - 23 66,497.90 12,268.86 1 2,000.00 1,662.45 82,429.21
issued for a maximum of two |Local Category A - 100]  33,248.65 6,134.43 | 2,000.00 831.22 42,214.60
years) o Local Category B - 50 -16,624.48 3,067.22 1,662.45 415.61 21,769.76
Duplicate Copy of Registration Certificate - 2507 . 83,122.38 15,336.08 | 2,000.00 2,078.06 102,536.52
Amendement of Registration Certificate - 100} \ 53,248.95 6,134.43 | 2,000.00 831.22 42,214.60
(V) Fees for License
T T Amount VAT|  Stamp| SSCL (Rs.)
Types of licenses fes (USD: IR B - ) .
ypes of licenss Fe= (US . )  (Rs)| (Ks) @18%] Duty (Rs) ™ Total (Rs.)
Sample Import license 100 33,248.95 6,134.43 | 2,000.00 831.22 42,214.60
Import License 100 33,248.95 6,134.43 | 2,000.00 831.22 42,214.60
Manufacturing License |Local Category A 100] = 33,248.95 © 6,134:43 | 2,000.00 831.22 42,214.60
Local Category B 59 16,624.48 3,067.22 | 1,662.45 415.61 21,769.76
Ammendment of License 100 55,248.95 6,134:43 1 2,000.00 831.22 42,214.60
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NMRA M&)nthﬁy fee for a/ﬁedwal Dew“e i* Hﬁ **we fﬁ"om G %;’%"2@26 to 30/09/2026

(VI) Fees for Other Appr(}vals : : : o
o Lo | Amount - VAT|  Stamp| SSCL (Rs.) |
| Type oi-fpmv.ﬁﬂ | ' Fee (USD)! _ (Rs) (Rs.) @ 18%] Duty (Rs.) 5 859, Total (Rs.)
Formulation Approval for local manufacturer o : - -\‘__ - - Free of charge ]
Approval for Packaging / Repackaging ' 50 16, 62+ 48 3,067.22 - 415.61 20,107.31
o ' Invoice value 1S3 2000 or _ . - '
below 50 1'6,624.48 3.067.22 - 415.61 20,107.31
Invoice vabie USD 2,000- _ . .
USD 10,000 : : : 100t 33,24895 | - 6,134.43 - 831.22 40,214.60
Submission/ Approval fee for Inveice value USD 10,000- : B o
waiver of registration USD 15,000 200 65,497.90 | . 12,268186" o - 1,662.45 80,429.21
Inveice value USD 15,000- : _ o o , "
USD 20,000 560 166,244.75 30,672.16 - 4,156.12 201,073.03
tvoice value 1JSD 20,000 or | | o ‘
-  labore b sl oaDae7A3 - 46,0083 o - 1 623418 301,609.55
Any clarrification letter 7 10 3,324.90 613.44 - 83.12 4,021.46
WHO GMP certificate 100 33,248.95 - 6,134.43 2,000.00 831.22 42.214.60
Free Sale Certificate o ' - 50 16,024.48 13,067.22°1 1,662.45 415.61 21,769.76
Agency Transfer per each party  |Manufacturer 1000 332,489.50 - 61,344.31 E 8,312.24 402,146.05
e - |Each new marketing - ‘- BE | | ' :
 anthorization holder 10000 33048950 | - 61,344.31 - 8,312.24 |  402,146.05
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NMRA Monthlw fee for Medna}i Dew.m

(VII) Fees for Analysis

B

Effective from 01/09/2026 to 30/09/2026

i

VAT

BN T Amount] “Stamp| SSCL (Rs.)
nalvais ! o ! '; . ‘
| Amalyzis Eme (USD). . (Rs)l (Rs) @ 18%] Duty (Rs. 259 Total (Rs.)
| {a){Biological test 2501 ksﬁ 122.38 15,336.08 - 2,078.06 100,536.52
2 () [Microbiological Test 250] 63,2238 15,336.08 . 2,078.06|  100,536.52
3 (c)|Assay Test (Chemical, MlCI‘OblOIO{DICdI Blologlcal) 250 §3,122.38 15,336.08 - 2,078.06 100,536.52
4(d) Limit Test (performed using Analytlcal }:,qmpment HPLC AAS _ R B _ _
etc.) : 250 "R3.122.38 15,336.08 - 2,078.06 100,536.52
). Ifall three tests are in i L
. categories (a), (b}, (c).& (d) ; '
3 reet T less than tn i3 N - ‘
(¢) Three tests or less than (ree Tests | e cified above 750 249367.13 45,008.23 | 623418 301,609.55
(i), Otherwise 500]  166,244.75 30,672.16 - 4,156.12| 201,073.03
(1). tall fourtests or more : o
_ |than four tests me inthe
6 (f) |Four tests or more than four tests categorles (), (b), (¢) & () o .
specified above 1500 498,734.25 92,016.47 - 12,468.36 603,219.08
(i) Otherwise 1000 | 332489.50-|  61,34431 ; 831224 |  402,146.05
‘_ ‘Test other than the categories R ' :
7(0)[Single test [(@). (b (. & (d) specified. | N ER
above i75]  58,185.6€ 10,735.25 . . 145464 7037555
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NMRA Monthly fee fm Medﬁcaﬁ Dewce Effemlve fmm @1/09/2026 to 30/09/2026

: i .’

(VIII) Fee for Good Manufdcturmg Prautl% lmpectmn (GMP) Local | | B

‘.' ' 3 '. t '.“-Stamp SSCL (Rs.)
Type Fes (US mount) .Y
ype L es { ) - (Rs)|  {Rs) @18%] Duty (Rs.) .59, Total (Rs.)
A Manufacturing site Category A 300 09,746.85 18,4(03.29 - 2,493.67 120,643.81
g,_ Caregory B~ 100{ 3324895 6,134.43 - 831.22  40,214.60
A Packaging/ Repackaging site R B 100f - 33,248.95 6,134.43 - 831.22 40,214.60
(IX) Fee for Good Manufacturing Practice Inspg?lﬁ:ibﬁ,l(GMP) - E_or;:ign _
s : R ' N Amount. _ ‘ VA‘T. Stamp| SSCL (Rs.)
Country .. @ .. Fee (USD 3 . T .
ountry. Free (USDYy (Rs)| . (Rs.) @ 18%)| Duty Rs)|  2.5% otal (Rs.)
SAARC Countries 15900| 4, 987 342,50 - 9_.-207,"{64.69- o - 124,683.56 | 6,032,190.75 |
Other Countries _ : o o ll : ')0 1;3 5 649 790. OO 1,226,88626 . ' - 166,244.75 8,042,921.01
* Air Tlckets Visa fees and Tranﬂporf cost Wlthm 1hat country should be home by tiwe Aophcam e
(X) Fee for sample import license for clmlcal trmis : : 'l '
TS SRR b ;?;A'mﬂunt " VAT| = Stamp| SSCL (Rs.)
Category . .. . oo . Fee (USD)! . SRR _ .
1ieg ;,”’y- % ee (USD): } ‘(Rs)| () @ 18%) Duty Rs)|  2.5% Total (Rs.)
Fee for sample import license for cliniéal irials 100} 33 248, 95| 613443 | 2:000.00 83122  42214.60
(XI) Fee for Advertisement ' _iéi.f L
' o S T B Amount g VAT .. Stamp| SSCL (Rs.)
Ad t y t @ 51 : : .
fvertisemen | Fee (O Ry (Rs.) @ 18%! Duty Rs)|  2.5% Total (Rs.)
Processing fee for Advertlsement (All catcgoues) g IOOO - 8,312.24 402,146.05

* Separate Apphca‘uons shoulc‘ be subn 1Lted or each adwrtlsn’-‘ment
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