NMRA Monthly fee for Medicines - Effecﬁlv_ej from 0_1/09/2026 to 30/09/2026

Doltar rates are converted nf the selfing rate on last working day of the preceding moth (3‘-‘]1;(}8.2{&6) which was published by the Central Bank of Sri Lanka.

Daily Exchange 2026/08/31 .
Rates . _ \
Currency Buying Rate (Rs.) Sclling Rate A
. ) . M (Rs.)
Dollar (USD) 323.4208]  332:4895
(DProcessing fee for applications for registrations.of medigines |
Type of evaluation Fee (USD}| Amount (Rs)| . R s) @ ‘1/;;/ ngmp ]()Illlst}; SS(;I; 0/( S.) Total (Rs.)
. . ] L B C JAS, 1 ‘o 0 . /0
" |New Molecule Entity |Part 1 | T ' Ly
(A chemical moiety Apphcatlon for lnllldl decision on - . | AR
Wh]c_h has not b cen |Malecule.(process o decline) A 500 :".'1;1_'66‘,2:44‘.75 30,67216 - 4,156.12 201,073.03
previously registered : — A —
H " T Pﬂl‘t 2 . : : R X .
in _Sn Lanka, Eval ¢ ed
including a new salt, V_a uation (1 a(,cep e()
an ester or complex L
of a previously
approved Chemical : RN RE L R
moiety) 1500 498,734.25 92,015.47, - | 12,468.36 603,219.08
New Dosage Form ) o o
(Any physical form of a registered medsuan in Sri Ldnkd a S %‘! T
other than the available registered forms} ' ':;100-0 33248é 501 61 244 31 5‘ i g 3%4 402.146.05
- Qu;;‘ aﬂ? i

Ra,mlam Y patharity,




NMRA Monthly fee for Medlcmes Effectlve from 01/09/2026 to 30/09/2026

New Combination Product
(A new combination product is a forn: uidi icn of two or
more medicines in a single do_s_age form which has not been
previously registered in Sri Lanka.) : 3 a S .
o S 1500 498,734.25 92,016.47 12,468.36 603,219.08
New Product -
(Any new product |Foreign 750 249,367.13 46,008.24 6,234.18 301,609.55
of an already (Local) Category A- '
registered medicine (1) Medicines to be ¢ administered
in Sri Lanka.) internally :
|(e.g. cral, injectable, inhalational)
(i} Medicines to be administered
through other body cavities (e.g.
ophthalmic, otological, nasal, rectal,
vag,mdn) '
(iii) Anti-infective and steroidal . ‘ J
products fo be applied locally. soo| 16624475 | 30,672.16 4,156.12 201,073.03
Category B- : ' ' ' '
Dosage forms applicable on skin
other than anti-infective dr S‘.ieroidal : .
products. : 200 66,497.90 12,268.86 1,662.45 80,429.21
Therapeutic Biological and BlOtCChHOlOgI( 10 mduct 2000 664,979.00 | 122,648.63 | 16,624.48 804,292.11
Medicines required for rare diseases and medicines u,cluued o ‘ 3
in small quantities (List of products in this categery - Free of Charge
published in the NMRA Official Website.) :
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NMRA Monthly fee for Medlcmes

Effechve from 01/09/2026 to 30/09/2026

@ :

Application for
renewal of

registration after five

years

Fyreign

750

249,367.13

46,008.24

6,234.18

301,609.55

(Local) Category. A-

(i) Medicines to be adminis tereci
internally

(e.g. oral, injectable, inhalational)
(i) Medicines to be administered
through other body cavities (e. g
ophthalmic, otological, nasai rectal,
vaginal}

(iii) Anti-infective and steroidal
products to be applied localty.

500

166,244,753

30,672.16

- 4,156.12

201,073.03

Category B-
Dosage forms applicable on skin
other than anti-infective or steroidal

66,497.90 |

- 1,662.45

80,429.21

nroduct,

200

- 12,268.86
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NMRA Monthly fee for Medicines -

Effective from 01/69/2026 to 30/09/2026

(II) Processing fee for applications for licenses and others

VAT

Type of evaluation Fee (USD)|  Awmount (Rs)| pos o fou, Stamp ?I;‘Stf; SS(;_I;O/TS‘) Total (Rs.)
| Application for Sample Import License ‘ 50 16,624.48 3,067.22. - 415,61 20,107.31
2{Application for Manufacturing Premises (M P) applovdl 2000 6564,979.00 122,688.63 - 16,624.48 - 804,292.11
Renewal application for Manutacturing Ptumlseb (MD)
3 |approval - Foreign 500 166,244.75 30,672.16 - 4,156.12 201,073.03
4|Application for Licenses for licensed Importer of Medicines | 600 199,493.70 36,806.59 - 4,987.34 241,287.63
5|Renewal for Licenses for licensed Importer of Medicines 200 66,497.90 12,268.86 - 1,662.45 80,429.21
Application fee for appointment ei New Market o . o _
6| Authorization Holder - 500 166,244.75 30,672.16 - 4,156.12 201,073.03
Application fee for | Category A-
preliminary (i) Medicines {0 be administeced
approval of a local | internally
manufacturing plant| (e.g. oral, injectable, inhalational)
(ii) Medicines to be ¢ administered
through other body cavities {e.g.
ophthalmic, otological, nasal, rec tal,
7 vaginal) :
(iily Anti-infective cmd steroidal
products to be applied locally. 100 3324895 6,13443 ! §31.22 40,214.60
Category B- SN - '
Dosage forms applicable on skﬂn
other than anti-infective or steroidal
product ' ' 50 15,624.48 3,067.22 - 415.61 20,107.31

ol {"ch';ii{“ti’%élma 24
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NMRA Monthly fee ior Medlcmes Effective ﬁrom 01/09/2026 to 30/09/2026

Application fee for
rencwal of a local
manufacturing Plant
approval

Category A-

(i) Medicines to be admmlstcred _ '
internally ' ‘

(e.g. oral, injectable, mhalatmnal)
(ii} Medicines to be’ admmlste;_g,d

* through other body cavities (e.g.
opdithalmic, otologi_ca’l, nasal, rec_:tal,

vaginal) ,
(iii) Anti-infective and \telotdal
products to be applied localiy.

| 133,248.95 6,134.43 - 831.22. 40,214.60
Category B- '
Dosage forms applicable on skin
other than anti-infective or steroidal
product - : . .
' 50 16,524.48 3,067.22 - 415.61 20,107.31
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NMRA Monthly fec for Medlcmes }_tffect ive from 01/09/2026 to 30/09/2026

(LIT) Fees for additional data evaluatlon

, -
Type of eva!uatiqn B I | Fee (USD) Amount {Rs.) (Rs.) @Yg,z ___\Stamp ]()l;lst))’ SS(;-I;O/E‘RS') Total (Rs.)
Additional data Foreign o o 500 166,244,75 30,672.16 | - 4,156.12 - 201,073.03
Evaluation for (Lozal) Category A- o o BRI
medicine (1) Medicines to be aam:mstcned
registration. internally - -
(e.g. oral, vuu,lab'c mndlatwndl)
(ii) Medicines to be cafimnmtervd
through other body cavitics (e. o.
I ophthalmic, otological, nasal, rectal,
vaginal)
(ili) Anti-infective and steimdai
pmducts to be dpph(,d localiy ' T
: 200| 66.497.90 | © 12,268.86 - 1,662.45 80,429.21
Categmy B- _ e o S
Dosage forms applicalsic on skin other : ‘
than anti—infecti\_fe or st:er'oidal_ product 100 '73.3,2.46”.9.5 6, 13143 o 831.22 40214.60
Additional data evaluation for Medicines 10qL1uui for rare ‘ I '
diseases and medicines required in Small quantlllcs (List of Free of(ﬁhargé
products in this category is published in the NMRA ()ff"ud‘ :
2| Website). . | o '
3|Additional data for MP Evaluation - Forelgn _ R . 500 166,244,75 | . 30,672.16 ‘ - 4,156.12 201,073.03
Variations that Notification R - . e b Freeof Chargc
require review Minor Variations = T 100 - 3324895 1 - 6,134.43 . 831.22 40,214.60
(except for medicines| Major Variations _ . ' R o -
4required forrare - - - . N R
diseases and - ' ; | | B
medicines required in o ; R _ o .
small quantities) e : 250 83,122.38 15,336.08 ' 2,078.96 100,536.52
S Any variation for medicines required for rare diseases : and - ' Free of Charge { 7
1 o~

medicines requ:red in smdl] quanlllles

i
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NMRA Monthly fee for Medicines - Effective from 01/09]'3@26_ tb 30/09/2026

(1V) Processing fees for Clinical Trial

Mo nt Tvaluati vAT| Stamp Duty| SSCL (Rs.) _
1sype of .Evaluatlon Fee (USD) Amount (Rs,) (Rs.) @ 18% (Rs.) 2.5% Total (Rs.)
1|Industry Sponsored 1000 332,489.50 61,344.31 - 8,312.24 402,146.05
2|Academic with Interrational Sponsorship 250 - 83,122.338 15,336.08 | - 2,078.06 100,536.52
3|Local Investigator Sponsored s Free of Charge
Industry Sponsored 250 83,i22 38 15,336.08 - 2,078.06 100,536.52
Academic with International - ' :
Amendments that ' ’ ;
mEndments at | sponsorship 50 16,624.48 3,067.22 - | 41561 20,107.31
require review : .
- ’ Free of Ch
I.ocal Investigator Sponsored . reeo arge.




NMRA Monthly fec for Medicines - Effectwe from 01/09/2026 to 30/09/2026

(V) Fees for Certificates of Registration

Types of Registration Certificates -

Fee (UST)

Amounf- (E%’.s )-'

VAT
(Re.) @ 18%

Stamp Duty
(Rs.)

SSCL (Rs.)
2.5%

Total (Rs.)

Full registration

(issued for five years)

Foreigh

400

3 995 80

 04.537.73

"~ 2.000.00

3,324.90

. 162,858.43

(Local)

Category A- -

(i) Medicines to be administered
internally (e.g. oral, injectable,
inhalational) '

(i) Medicines to be adm;mste ed
through other body cavities (e.g.
on!zthalmrc otvlogical, nasal, rectaf
vaginal) _

(iii) Anti-infective and steroidal
products to be apptied locally.

R

200

12,268.86"

2,000.00

1,662.45

82,429.21

Category B- _ .
Dosage forms applicable on skin other

than anti-infective or steroidal product.

66,497.90

33,24895 |-

' 6,134.43

- 2,000.00

831.22

42,214.60

|Medicines required for rare disease

and medicires aeaumd 1n Small

|quantities . -

Free of Charge :

Provisional
Registration
(issued for a

maximum period of

two years)

Foreign

200

66,497.90

12,268.86 -

82,429.21
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NMRA Monthly fee for M edicil

(Local)
Category A-

inhalational)

(i) Medicines to be admlmstered
internally (e.g. oral, zn}»byta_ble? S

(i) Medlunes to be admlmstercd
through other body. cavities (e.g".
ophthalmic, otological, nasal rectal,

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

vaginal) ,
(iii) Anti- infective and Stermdal .
products to be applied locally. 100 33.24895|  6,13443 |  2,000.00 831.22 42,214.60
Category B- : - ' | '
Dosage forms applicabi on skin other
than anti—inf‘ective"cbr steroidal product | oo o
- 50 16,624.48 3,067.22 1,662.45 415.61 21,769.76
Medicines required. for rare dlseases ' _ s
and medicines required in Small ' Free of Charge
quantities S iy : ,
Approval for a foreign mapnfacturing premises B 5 1 L
- | Z | 250] 83,1238 | 1533608  2,00000| 2,078.06 102,536.52
GMP Certificate for forelgn manuiactm ng premzqes (Ul’l O R R
request) R 2s0] - 83,1238 [5,336:08 | ~ "2,000.00 | 2,078.06 102,536.52
Duplicate Copy of Certificate ¢f Registration 250 83,122.28 15,336.08 2,000.00 2,078.06 102,536.52
Amendement of Certificate of Registratiori/ Approval - 1008 -~ 33,248.95 6,134.43 2,000.00 831.22. 42,214.60

[ i2T
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NMRA Monthiy fee for Medicines - Effective from 01/09/202'6 to 30/09/2026

product,

'wi: 7

(VD) Fees for License
Types of licenses Fee (USD)| Amount: (Rs) (Rs) @ E‘,z Sta"_‘p ?1;';’)’ ss;:g o/iRs') Total (Rs.)
Sample Import License , 50 B 16,624.48 3,067.22- 1,662.45 | 415,61 21,769.76
Import License for 1 year 100 33,248.95 6,134.43 2,000.00 - 831.22 42,214.60
for 2 years 200{ - 66,497.90 [2,268.86 2,000.00 1,662.45 82,429.21
License for licensed Importer of Medicines 400 132,995.80 24,537.73 2,000.00 3,324.90 162,858.43
Manufacturing Category A- ' S o -
License (Local) (1) Medicines to be administered
internally (e.g. oral, injectable,
inhaiational) e _ _
(if) Medicines to-be a_.dm-n_n:,_stere-:dx 100 33,248.95 2.000.00
through _ : : Ay
other body cavities (e.g. ophthalmic, )
otological, nasal, rectal, vaginal)
(iif) Anti-infective and steroidal .- *
products to be applied locally. 6,134.43 831.22 42,214.60
Calegory B- s .
Dosage forms applicabie on skin . SR
other than anti-infective or steroidal 30 ' 1‘6"52‘:4'48 ' o | ll_’662'45
‘ ' D 3,067.22 415.61 21,769.76

eanganda BEe AP MM

A Lt Arsountant
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License for licensed
local manufacture
of medicine

Category A — .

1 Medicines to be administered
internally (e.g. oral, injectable,
inhalational) :

(ii) | Medicines to be administered
through other body cavities (e.g.
ophthalmic, otological, nasal, rectal,
vaginal)

(i) Anti-infective and steroidal
products to be applled IObady

300t

| 99,746.85

18,403.29

2,000.00

NMERA Monthly fee fm* Meawmeg Effectlve fmm 01/69/20626 to 30/09/2026

2,493.67

122,643.81

Category B -
Dosage forms applicable on ﬂkm otiier
than anti-infective or stercidal product

200

66,497.90

- 12,268.86

2,000.00

1,662.45

182.420.21

Duplicate copy of the License

250

83,122.38

15,336.08

2,000.00

2.078.06

102,536.52

Amendment of License

100

33,248.95 -

6,134.43

2,000.00

831.22

42,214.60

1- ﬂ;ccwﬂtant
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NMRA Moithly fee for Medicines - Effective from 01/09/2026 to 30/09/2026
(VII) Fees for Other Approvals ' ' ‘ C o R .-

Type of Approval Fee (USD)|  Amoust (Rs)| (g o ?1 g;: Stamp ?ﬁg SSS-I;_D/E‘RS') Total (Rs.)
Application for Formulation Approval (local Manufacturing) | 25 8,312.24 1,533.61. - 207.81 10,053.66
Application for Formulation Approval (local Manufacturing) ' :
of medicines required for rare diseases and medicines Free of charge
required in small quantities ., '
Application for Approval of Repackaging Sites 50 16,624.48 3,067.22 - 415.61 20,107.31
(i)  Approval for |Invoice Value 50 : > ' . 1
waiv- er of (USD) 2,000 or below 16,624.48 3,067.22 - 415.61 20,107.31
registration for the  |Invoice Value (USD) 2,00¢-15,000 100 33,248 .95 6,134.43 . 831.22 40,214.60
government supplies [} == 70 o | '
(iiy  Application for | ;5133 15 000 or above
waiver of registration _
for the private : ‘
supplies 200 66,497.90 1 12,268.86 - 1,662.45 80,429.21
Any Clarification Letier 10 3,324.90 613.44 - 83.12 4,021.46
GMP certificate for a-local menutacturing site ) T 100 3124895 6,134.43 2,000.00 831.22 42.214.60
Certificate of Pharmaceutical Product (COPP) 7 -

' R 50 16,624..48 3,067.22 - 1,602.45 415.61 21,769.76
Free Sale Certificate 50 16,624.48 3,067.22 1,662.45 415.61 21,769.76
Appointment of New [From Manufacturer -
marketing o 1000 332,489.50 61,244.31 ; 8,312.24 402,146.05
Authorization Holder — "
From Each new marketing - . :

(Agency Transfer) 1.\ orization holder | 500 166,244.75 | 30,672.16 - 4,156.12 201,073.03

e Anpoiriant
ocicines Rpgulatory Authorsy.




NMRA Monthl} fee for Me(ﬁmmw - Lffwtlve gmm @}/09/2@26 m 30/09/2026

(VIII) Fees for Analysis

- p
Analysis Wee (USD) Amnunﬁt‘“‘(Rs.) Re) @} éﬁ Stamp I()l';;y) SS(;_I;O/E’RS) Total (Rs.)
! () |Biological Test 250 %2.122.38 15,336.08 - | 207806 | 100,536.52
2(b) {Microbiological Test .~ : 250 83,122.38 15,336.08 - 2,078.06 100,536.52
3© |Assay Test (Chemical, Microbiological, Blologlml 250 83,122.38 15,336.08 - - 2,078.06 100,536.52
A(d) Limit test {performed using Analytical Equipment- HPLC, AAS efc.’} 250 83,122.38 15,336.08 - 2,078.06 100,536.52
5 (e) |Dissolution Test -
250 83,122.38 15,336.08 - 2,078.06 - 100,536.52
Three or less than  |(I) If all three tests comprise from ' o o
6 three tests items [, 2, 3,4 and
® 5 in Column 1 750 249,367.13 46,008.23 - 6,234.18 301,609.55
(1Y Ctherwise 500 166,244.75 30,672.16 - - 4,156.12 201,073.03
7(g) (D If all four tests comprise from 1tuns '
[,2,3,4an05 "
Four tests or more |11 Columr | - o o
than four fests : 1500 - 498.734.25 _ 92,016,47 - 12,468.36 603,219.08
() Otherwise tests Gther than 1tems 1. B R
2,3, 4and51n ‘ v N iy s '
Column 1. 1000 332,489.50 61,34431. .. - 8,312.24 402,146.05
Single Test tests other than items | 2, 5, 4 and 5in N o )
8(h) : 175 58,185.66 10,735.25 | - 1,454.64 70,375.55

Column |

iic;mummf
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NMRA Monthiy fee 10}' Puiedmnes Lffectiw ﬁ"mm 01/@;9//”2{) to 30/09/2026

(1X) Fees for Licenses to deal in medicines in Retail Phairmacies. Whoiesale Establlshments and Tram*)ortmﬂt of
Medicines. R S
o S S VAT| Stamp Duty| SSCL (Rs.)
1 I (( ) b . . - »
ype Fee (USD)| Amgcant m (Rs.) (Rs) @ 18% (Rs.) 550, ~ Total (Rs.)
| [Wholesale License | - 60 1.9,949.37 3, 680 66 1994.94 498.73 26,123.70
2 |Retail License a5 14,962.03 7,760, /10‘ 1496.20 374.05 19,592.77
3 |Transport License 10 3,324.90 613.44 332.49 83.12 4,353.95
4 |Duplicate of License 50 16,624.48 .3,067.22 1662.45 415.61 21,769.76
5 |Amended License 30 5,974.69 1,840.33 997.47 249.37. _ 13,061.86
6 TELE Pharmacy (Home Dellvery) License (Penod of one .
Year 16U 33,248.95 6,134.43 2000.00 831.22 42,214.60
Processing Fee for application for Licenses and oilers g SR
‘ B Feol o (RS') " 'VAT| ° Stamp| SSCL (Rs.) Total
Type. sy R (Re) @ 18%) o+ Duty]  2.5% (Rs.)
I | Application fee for Wholesale License 120 19.808.74 | 736132 . 997.47 48,257.53
2|Application fee for Retaill License 90 29,924.06 5,520.99 - 748.10 36,193.15
3| Application fee for Transport License for thf‘l dpeut:c goods 20 6,5649.79 1,226.89 - 166.24 8,042.92

[
[
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NMRA Monthly fee for Medm:mes }Lifectlve from 01/‘!9/2026 to 30/09/2026
(X) Fee for Pharmacy and Good Distribution Prachce Inspectmn ((IDP) o

Type IR . ~ var| Stamp Duty| SSCL (Rs.)
. Fee (USD) -Amount_: mi :(Rs.) (Rs} @ 18% (Rs.) 550, Total (Rs.)
1 |Good Distribution Practice Inspection 100 33,248.95 6,134.43 . 20001 831.22 42.214.60
2 |Pharmacovigilance Inspection 100 33,248.95 €,134.43 2000 831.22 42,214.60
(XI) Fee for Good Manufacturing Practice l_n,.'s_;_pectig'm {GMP) - Local
- . o _..VAT| - Stamp Duty| SSCL (Rs.)
.‘”’:l"ype Fee (USD) Amount (Rs.)| (Rs)@ 18% e (Rs) 2.5, Total (Rs.)
A Manufacturing site {Category A- - '
Manufacturers whose product: rangﬂ‘ -
Jinclude: - :
(i)  Medicines to b2 administeted
internally (e.g. oral, injectable, |- RS T TSR ST
|inbalational) | 3000 99,746.85 |  18,40329 - | 249367 120,643.81
(i) Medicines.to be adm:mslered i BRI S
I through other body cavities (e.g. .
ephthalmic, otolugual ndsal ‘vectal,
vaginal) .- L s
(iii) Anti- mfectwe and s‘mrmdal
products to be apptied locally. - | ‘,
Category B- - \ ‘m |
Dosage forms appllcable on skm ()the:_‘ o A5 ] ¢ ]%4 43 83192 0.214.60
than anti- infective or steroidal - | _ﬁOO 2] 23 i i . 40,214.
product, , ' o l AT N
2 A Repuckaging site iy ‘.‘33,25}‘8.957 ‘ 6,134.43 - - 83422 | 40,214.60
R s e ﬁ\a,r:uunta“t
¥ K 'uaual ivtedmmpa Regulaary Aushee iy




' NMRA Monthly fec for Medicines - Effective from 01/09/2026 to 30/09/2026

(XII) Fee for Good Manufacturing Practice Inspectio'ﬁ"(GMP) — Foreign
S o e vat| Stamp Duty| SSCL (Rs.)
_ Cou.ntry Fee (UbD? Amounf (RsJ (Rs) @ 18% (Rs.) 2.5% Total (Rs.)
[ [SAARC Countries 135000 4.0987,5472.50 020, T04.0Y - 124,683.56 6,032,190.75
2 |Other Countries 20000 6,649,790.00 | 1,226,886.26 -] 166,244.75 8,042,921.01
Follow up inspection (All countries) 5000 1,662,447.50 306,721.56° - 41,561.19 2,010,730.25
* Air tickets, Visa fees should be borne by the Applicant: o
(X111) Fee for advertisement . e
L - Py vAT| Stamp Duty| SSCL (Rs.)
Advertisement Fee (%.TSD) Amﬂuntr E(Ra.) (85) @ 18% (Rs) 2.5% Total (Rs.)
L Processing fee for the application of an Advertisement (All categories) 700 - 232,742.65 42,94 102 - 5,818.57 281,502.24
2| Approval of Advertisement (All categorics) 300 09.746.85 | 12,403.29 ; 2,493.67 120,643 81

* Separate Applications should be submiﬁad for each-advertisement.
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