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(l’llblished by Authority)

PART I: SECTION (I)— GENERAL

Government Notifications

. LD.B. 9/2016
THE NATIONAL MEDICINES REGULATORY AUTHORITY ACT, No. 5 OF 2015

by the thster of Health Nutrition and Indigenous Medicine under paragraph (u) of Subsection{)cbna

REGUI.ATIONS made
Authority Act, No. 3 of 2015.

(2) of Section 142 read together with Sections 59 and 63 of the National Medicines Regulatory

Dr. RAJITHA SENARATNE,
Minister of Health,
. Nuirition and indigenous Medicine.
£ ‘Colombo,
;' 05th January, 2018. '

Regulations

e egulations, No. 2 of 2017 published in the
ded by the substitution for the Schedule thereof, of the

7:‘

The Regulations for Registration and Licensing of=
Gazette Extraordinary No- 7{)23/30 of Iune 14, 2017 is hereby
fOﬂO‘;ﬁng: - .

l%:h?

ette Extraordinary-can be downloaded from ywww.documents.gov. Hc
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| SCHEDULE (Contd.) |
Bvi) Fees for other approvals (Contd.)
Column 3 Column 1 . Column 2 Column 3
Yee (USD) S " Type. : Fee (USD) .|\

100 A - 2 Approval for Packaging/Rep'ackaging‘ ] | . 50 L,}’(”

100 (5 Approval for waiver crf registration. Invoice Value . : 5. ‘

100 : -for the government sipplies. ", | (USD) 2000 orbelow _ '
(i) Application for wawerof ' . Tovolce Valie | - : wo
regist:atiqnfor the pr_i'{ate'_.;upplies 1(UsD) 2,000-15,000 , LA "

: - | Invoice Value ' Sy
‘ 1 (UsD) 15,000 or sbove e
4 ' Any Clarification Lettery ' ' ‘\\\ .
. . . -t
5 WHO GMP certificate 100
6 Certificate of Pharmaceutical Product (COPP} 50 .
7 Free Sale __Certiﬁcate 50 Y7
____ 8 AgencyTr_ansfer Manufacturer 1,000
50 | | _ -
- Fach new marketingauthorization holder 1000 o
Tees for Analysis
100 Column 1 - Columa 2. Column 3
]yi)e ‘ Fee (USD)
) 1 | Biological test o o ' ' ‘\(
r 2 \ Microbiological test | m \

} r .3 \A'ssay (Chemical,"Microbiological, Biological) “ N :
fumn 3 | -4 | Lt test (performed using malytical Bquipment: HPLC, AAS efc) \
%U‘SD.L_ L s | Dissolution test ' . \ |

5 L ' 6 Three or less than three tests (1) If all three tests comprise from items 1,2, 3.4 ‘

—_— " e c}i_ in Column 1 ! 750
| | ) Otherwise 500 A4
7 Four tests or more than four tests | (D 1f all fopr tests comptise from iterns 1,2, 3 4 M
| and 3 in Column 1 e 1,500
(11) Otheryyise 1,000 N
‘oots other than items 1,2, 3, 4 and 510 175

Single test.

1Columnl 7




