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PART I : SECTION (I) — GENERAL
Government Notifications

L.D.B. 4/2007(1I)
THE AYURVEDA ACT, No. 31 OF 1961

REGULATIONS made by the Minister of Health under Section 82 of the Ayurveda Act, No. 31 of 1961 read with Sections
7 (g) 10, 77 and Part VI of the aforesaid Act.

Dr. RAMESH PATHIRANA,
Minister of Health.
03.04.2024,
Colombo.

REGULATIONS

1. These regulations may be cited as the Ayurveda Code for Ayurveda Medicine and Surgery Regulations, 2024 and
shall come into operation on 08th April 2024 (hereinafter referred to as the “appointed date™).

PART I
ESTABLISHMENT OF THE AYURVEDA MEDICINE AND PRODUCTION REGULATORY COUNCIL

2. (1) There shall be established for the purposes of Ayurveda Act, No. 31 of 1961 (hereinafter referred to as the
“Act”), an Ayurveda Medicine and Production Regulatory Council (hereinafter referred to as “the Regulatory Council”).
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(2) The Regulatory Council shall, by the name assigned to it by sub-regulation (1), be a body corporate and shall have
perpetual succession and a common seal and may sue and be sued in that name.

3. For the purposes of these regulations (hereinafter referred to as “the Code”) -

(a) the articles, substances or drugs as specified in Part II of Schedule I hereto are hereby declared as
“declared article, substance or drug”; and

(b) the plants as specified in the Part I of Schedule I hereto are hereby declared as “declared medicinal
plants™;

in terms of the provisions of paragraphs (a) and (j) of Subsection (1) of Section 77 of the Act.
4. The objects of the Regulatory Council shall be to -

(a) regulate all matters relating to the cultivation of declared medicinal plants and the manufacturing,
preparation, importation, exportation, purchasing, storing, distribution, sale, advertising,
transportation, supply and quality control of any Ayurveda product or any declared article, substance
or drug :

(1) which are used in Ayurveda medicine and used in Ayurveda surgery; or
(i) which may be obtained over the counter without a prescription;

(b) the regulation of all matters relating to:
(1) the cultivation of declared medicinal plants; or

(i1) the manufacturing, preparation, importation (other than Cannabis), exportation, purchase,
storage, distribution, sale, advertising, transportation, supply and quality control of Cannabis,
opium and poisons, minerals, animal matter, goods or other dangerous drugs as determined
by the Regulatory Council,

to the extent they are required in Ayurveda medicine and surgery;

(c) the regulation of all matters relating to obtaining of the registration, approval, or issuance of licences,
certificates, or permits, as the case may be, required to carry out activities referred to under preceding
paragraphs (a) or (b) subject to the provisions of the Act and, any regulations made thereunder and in
accordance with the provisions of any other written law, subject to such terms and conditions relating
to such registration, approval or as specified in such licences, certificates or permits;

(d) monitoring and overseeing of activities carried out by the persons who obtained registration, or
approval or the holders of licences, certificates and permits referred to in paragraph (c) with a view to
maintain the standards of products and services provided by them;

(e) the reference of any matter under its purview and to obtain recommendations on such matters from
any authority including-

(i) the Technical Committee on Ayurveda Medicine;

(i1) the Committee on Evaluation of Ayurveda Manufactories and Stores;

(iii) the Committee on Investigation of Ayurveda Manufactories, Stores and Markets; and
(iv) the Committee of Officials for the Evaluation of Medicinal Plants;

established under this Part;
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(f) the carrying out of the surveys on quality, safety and adverse effects of any declared article, substance,
drug or Ayurveda product available in the market;

(g) the documentation of information pertaining to all registration, approval, or issuance of licences,
certificates, or permits issued by the Regulatory Council annually.

5. The Regulatory Council shall consist of-
(a) the following ex-officio members, namely:

(1) the Commissioner-General of Ayurveda (hereinafter referred to as the “Commissioner-
General”); and

(i1) the Additional Commissioner-General (Technical) of Ayurveda appointed under Subsection
(2) of Section 3 of the Act;

(b) The following members appointed by the Minister, namely;

(1) Four Ayurveda Practitioners attached to the Department of Ayurveda, qualified in Ayurveda,
Siddha, Unani and Deshiya Chikithsa system of medicine disciplines, respectively;

(i1) Three Senior Academics who are Professors or senior Lecturers in the subjects of Materia
Medica, or Pharmaceutics in Ayurveda, Siddha and Unani disciplines in a recognized State
University;

(iii) Four Registered Ayurveda Practitioners; and

(iv) Four persons excelled in, and representing the fields of Law, Accounting, Management and
Chemistry, respectively.

6. (1) The Commissioner-General shall be the Chairman of the Regulatory Council.

(2) Members of the Regulatory Council shall elect one member among themselves as the Vice Chairman of the

Regulatory Council.

(3) Chairman of the Regulatory Council, or in his absence, the Vice Chairman of the Regulatory Council shall

preside at every meeting of the Regulatory Council.

(4) In the absence of the Chairman and the Vice Chairman at any meeting of the Regulatory Council, any member

elected by the members present shall preside at such meeting of the Regulatory Council.

7. The quorum for any meeting of the Regulatory Council shall be nine members.

8. (1) The Additional Commissioner-General of Ayurveda (Technical) shall be the Secretary to the Regulatory Council

and shall, subject to the general directions of the Regulatory Council, be responsible for the administration of the affairs of
the Regulatory Council.

(2) The officers and employees of the Technical Division in the Department of Ayurveda shall, as it may consider

necessary, assist the Regulatory Council in carrying out its functions under the Act.

9. Any person —

(a) if such person is not or ceases to be a citizen of Sri Lanka;
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(b) if such person is or becomes a member of Parliament or a Provincial Council or any Local Authority;

(c) if such person has any financial or other interest as is likely to affect the discharge by him of his
functions as a member of the Regulatory Council;

(d) who holds ownership of an institution engaged in pharmaceutical industry;

(e) who has been engaged in any employment or consultancy service in an institution engaged in
pharmaceuticals industry, other than a Government institution;

(f) if such person is under any law in force in Sri Lanka or in any other country found or declared to be of
unsound mind;

(g) if such person is an undischarged bankrupt; or

(h) if such person is serving or has served a sentence of imprisonment imposed by any court in Sri Lanka
or any other country,

shall be disqualified from being appointed or continue to be a member of the Regulatory Council.

10. Every appointed member of the Regulatory Council shall, unless he vacates office earlier by death, resignation or
removal, hold office for a period of three years, and unless removed from office shall be eligible for re-appointment, for not
more than one further term, whether consecutive or otherwise.

11. (1) Any appointed member of the Regulatory Council may at any time, resign his office by letter in that behalf
addressed to the Minister, and such resignation shall take effect from the date on which the resignation is accepted in writing
by the Minister.

(2) The Minister may, for reasons assigned therefor, remove any appointed member from office. An appointed
member who has been removed from office shall not be eligible for re-appointment as a member of the Regulatory Council
or to serve the Regulatory Council in any other capacity.

(3) In the event of the vacation of office by death, resignation or removal of any appointed member, the Minister
shall, subject to paragraph (b) of regulation 5, appoint another person to fill such vacancy and such person shall hold office
for the un-expired period of the term of office of the member whom he succeeds.

(4) Where any appointed member of the Regulatory Council is temporarily unable to perform the duties of his
office on account of ill health or any other cause or if he is absent from Sri Lanka for a period of not less than three months,
the Minister shall, having regard to the provisions of regulation 5, appoint any other person to act in place of such member
during his absence.

(5) Where any appointed member of the Regulatory Council fails to attend three consecutive meetings of the
Regulatory Council without obtaining prior excuse for such absence from the Chairperson such member shall be deemed to
have vacated his office at the conclusion of the third meeting of such consecutive meetings and the Minister shall appoint

another person to fill such vacancy in the manner provided by regulation 5.

12. (1) The Regulatory Council may subject to the provisions of the Act, make rules in respect of any matter relating
to administration of the affairs of the Regulatory Council including, to-

(a) regulate its own procedure in regard to its meetings and transaction of business at such meetings;

(b) regulate the procedure relating to any matter referred to —
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(1) the Technical Committee on Ayurveda Medicine;

(i1) the Committee on Evaluation of Ayurveda Medicine Factories and Stores;

(iii) the Committee on Investigation of Ayurveda Manufactories, Stores and Markets; and
(iv) the Committee of Officials for the Evaluation of Medicinal Plants.

(2) Every rule made by the Regulatory Council shall be subject to the provisions of Subsections (2) and (3) of Section
49 of the Act.

13. The Powers and Functions of the Regulatory Council shall be —

(a) to issue registration, approval or issuance of licences, certificates or permits, as the case may be,
relating to matters specified under section 77(1) of the Act for which a licence or a permit is required,
including —:

(i) the cultivation of declared medicinal plants and manufacturing, preparation, purchase,
storage, distribution, sale, advertising, transportation, supply and dispensing of any declared
article, substance or drug;

(i1) the importation and exportation of any declared article, substance or drug;

(iii) the cultivation, storing, distribution, transportation of Cannabis and manufacturing,
exportation, storing, distribution, transportation and sale of cannabis related declared article,
substance or drug and Ayurveda products, of which the cultivation, importation, exportation,
transportation, sale, storing and distribution has been restricted by any other Act or law;

(iv) the importation, exportation, storing or distribution, as the case may be, of any dangerous
drug, including opium, extracted Paripaka spirit, or any poisons, minerals or animal materials
of which the importation, exportation, sale, storing and distribution has been restricted by
any other Act or law;

(v) the advertising in print or electronic media including social media of any Ayurveda product
or any declared article, substance or drug which could be sold over the counter, for the
purpose of promoting directly or indirectly such Ayurveda product, or such declared article,
substance or drug.

(b) registration of-

(i) any Ayurveda product under the Act;

(i1) any Ayurveda manufactory under the Act;

(iii) an Ayurveda pharmacy under the Act;

(iv) a distributor of any declared article, substance or drug under the Act; or
(v) an Ayurveda drug store, under the Act,

for the purposes of Ayurveda medicine and surgery on recommendations of the Technical Committee
on Ayurveda Medicine and the Committee of Officials for the Evaluation of Medicinal Plants.

(c) the issuance of instructions, guidelines and rules on recommendations of the Technical Committee
on Ayurveda Medicine to the effect that any declared article, substance or drug that may be obtained
from the open market without medical recommendations is suitable for human consumption;
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(d) theissuance of instructions, guidelines and rules, on recommendations of the Technical Committee on
Ayurveda Medicine, for cultivation of declared medicinal plants and for the importation, exportation,
storage, transportation, sale, distribution and dispensing of declared article, substance or drug and
Ayurveda products used in Ayurveda medicine and surgery;

(e) the issuance of instructions, guidelines and rules, on recommendations of the Technical Committee on
Ayurveda Medicine, for cultivation of declared medicinal plants and for the importation, exportation,
storage, transportation, sale, distribution and dispensing of declared article, substance or drug and
Ayurveda products including opium, Cannabis, extracted Paripaka spirit, dangerous drugs, poisons,
minerals and animal materials, used in Ayurveda medicine and surgery;

(f) to prepare, compile and publish standards relating to declared article, substance or drug;

(g) to make guidelines, rules and recommendations relating to registration, approval or issuance of
licences, certificates or permits under this Code;

(h) to issue instructions to the Technical Committee on Ayurveda Medicine, the Committee on Evaluation
of Ayurveda Manufactories and Stores, or the Committee on Investigation of Ayurveda Manufactories,
Stores and Markets relating to-

(i) the inspection of manufactories and stores; and

(i1) the testing of the quality and standards of declared articles, substances or drugs or Ayurveda
products in the market to ensure the maintenance of quality and standards recommended by
the Regulatory Council;

(1) toissue instructions to the Technical Committee on Ayurveda Medicine, the Committee on Evaluation
of Ayurveda Manufactories and Stores, the Committee on Investigation of Ayurveda Manufactories,
Stores and Markets or the Committee of Officials for the Evaluation of Medicinal Plants relating to-

(i) the inspection of cultivation fields and stores; and

(i1) the testing of the quality and standards of fields of declared medicinal plants, crops and
the declared articles, substances or drugs or Ayurveda products made out of such crops, to
ensure the maintenance of quality and standards recommended by the Regulatory Council;

(j) to temporarily suspend or cancel registration, approval or issuance of licences, certificates or permits
in pursuance of any report of the the Committee on Investigation of Ayurveda Manufactories, Stores
and Markets;

(k) to assure public health in pursuance of recommendations made by the the Committee on Investigation
of Ayurveda Manufactories, Stores and Markets by taking measures to enquire into the safety
operation, quality and stability necessary for human consumption of declared article, substance or
drug available for sale in the open market and the advertisements made in relation to such declared
article, substance or drug without obtaining prior written approval of the Regulatory Council;

(1) issue recommendations to the Secretary to the Ministry of the Minister for releasing from Sri Lanka
Customs the raw materials, packing materials and machinery required for local production of any
declared article, substance or drug upon request made therefor by a manufactory registered under the
Regulatory Council for the importation of same;

(m) to declare the local and overseas laboratories qualified for testing the standards, safety operations and
quality of any declared article, substance or drug;



[ @00¢s : (I) e - § Co YS1053R ©@ISDE Smrdded o8 Bevs v1ed wyw - 2024.04.08 TA
Part I : Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

(n) to appoint any other committee or committees as required for effective achievement of the objectives
of the Regulatory Council;

(o) to determine, with the concurrence of the Ministry of Finance the charges for services rendered by the
Regulatory Council;

(p) to obtain relevant information and data from the manufacturers, importers, exporters, wholesale
dealers, retail pharmacists, prescribers, dispensers and any other person involved in the manufacture
or sale of any Ayurveda product in Sri Lanka or any other country who may assist in the determination
of the quality or price of a single Ayurveda product or a group of such products;

(q) torecommend to the relevant manufactories the reduction or increase in prices or the maintenance of
any existing price of any Ayurveda product or a group of such products in consultation with relevant
authorities;

(r) to monitor the price fluctuations of any Ayurveda product, where necessary;

(s) to collect data on the use of any Ayurveda product or a group of such products in Sri Lanka;

(t) torecommend to the manufactories, the methods of determining the introductory price and maximum
retail price of any Ayurveda product and price revisions of such product and, to provide advice to such

manufactories on any other matter relating to pricing of such product;

(u) to take into consideration from time to time, any Ayurveda product which shall be subject to revision
of prices;

(v) the inspection of any fields of declared medicinal plants cultivated under this Code;
(w) to make rules in respect of matters referred to in regulation 12; and

(x) generally, to do such other acts and things as authorized by the Act and by these regulations to facilitate
the proper discharge of the functions of the Regulatory Council.

14. (1) The seal of the Regulatory Council —

(a) shall be determined by the Regulatory Council and may be altered in such manner as may be determined
by the Regulatory Council;

(b) shall be in the custody of such person as the Regulatory Council may determine, from time to time;
and

(c) shall not be affixed to any instrument or document except with the sanction of the Regulatory Council
and in the presence of two members of the Regulatory Council who shall sign the instrument or
document in token of their presence.

(2) The Regulatory Council shall maintain a register in respect of the instruments and documents to which the seal
of the Regulatory Council is affixed.

(3) In issuing any registration, approval or issuance of licences, certificates or permits under these regulations, the
Seal of the Regulatory Council, the Official stamp of the Chairman and the official stamp of the Secretary shall be affixed to
such approval, permit, licence or certificate.
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15. Any Member, officer or employee of the Regulatory Council shall, before entering upon his duties, sign a
declaration pledging himself to observe strict secrecy in respect of all matters connected with the working of the Regulatory
Council and shall by such declaration pledge himself not to disclose any matter which may come to his knowledge in the
discharge of his functions, except—

(a) when required to do so by a court of law; or
(b) in order to comply with any of the provisions of the Act or these regulations.

16. (1) The Financial Year of the Regulatory Council shall be the calendar year.

(2) The Regulatory Council shall cause proper books of accounts to be kept of the income and expenditure, assets
and liabilities and all other financial transactions of the Regulatory Council.

(3) The provisions of Article 154 of the Constitution relating to the audit of accounts of public corporations shall
apply to the audit of accounts of the Regulatory Council.

(4) All expenses incurred in the implementation of the duties and functions of the Regulatory Council shall be
paid out of the Consolidated Fund.

(5) All revenue collected by the Regulatory Council shall be credited to the Consolidated Fund.

(6) The Members of the Regulatory Council shall be paid remuneration in terms of the provisions of section 45
of the Act.

17.(1) There shall be appointed a Technical Committee on Ayurveda Medicine (hereinafter referred to as the “Technical
Committee”) which shall be responsible in making recommendations to the Regulatory Council in respect of cultivation of
declared medicinal plants, importation, exportation, storage, sale and distribution and dispensing of any declared article,
substance or drug, as the case may be.

(2) The Technical Committee shall be comprised of-

(a) one ex-officio member who shall be the Additional Commissioner-General of Ayurveda (Technical);
and

(b) eight other members appointed by the Chairman of the Regulatory Council, from among the members
appointed to the Regulatory Council under regulation 5 (b).

(3) The Additional Commissioner-General of Ayurveda (Technical) shall be the Chairman of the Technical
Committee. The members of the Technical Committee shall select one member from among themselves as the Secretary of
the Technical Committee.

(4) The quorum for any meeting of the Technical Committee shall be five members.

18. The Powers and Functions of the Technical Committee shall be —

(a) to make the public aware of the required standards of Ayurveda products;

(b) to evaluate the applications referred to it and make recommendations relating to the registration,
approval or issuance of licences, certificates or permits under the Code;

(c) to make recommendation to the Regulatory Council on suspension or cancellation of such registration,
approval or licences, certificates or permits;
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(d) to obtain reports from relevant sectors relating to the standards and quality of declared article,
substance or drug and Ayurveda products and issue recommendations; and

(e) to make recommendations in respect of any other matter referred to it by the Regulatory Council for
the purposes of this Code.

19. (1) There shall be appointed an Committee on Evaluation of Ayurveda Manufactories and Stores (hereinafter
referred to as the “Evaluation Committee) which shall be responsible in making recommendations to the Regulatory Council
prior to registration or issuance of approvals, permits, licences or certificates in respect of manufactories of declared article,
substance or drug or in respect of any imported or exported article, substance or drug which is declared under this Code, on
any standards required to be complied with by such manufactory, importer or exporter of such Ayurveda article, substance
or drug.

(2) The Evaluation Committee shall be comprised of-

(a) the Additional Commissioner-General Generalof Ayurveda (Technical) who shall be the ex-officio
member who shall serve as the Chairman of the Evaluation Committee;

(b) six other members appointed by the Chairperson of the Regulatory Council on the recommendation
of the Regulatory Council including three members selected from among the members appointed to

the Regulatory Council under regulation 5 (b).

(3) The members of the Evaluation Committee shall select one member among themselves as the Secretary of the
Evaluation Committee.

(4) The quorum for any meeting of the Evaluation Committee shall be four members.
20. The powers and functions of the Evaluation Committee shall be —
(a) to carry out site inspections of the manufactories, in relation to which references of application
for registration or renewal have been made and to issue recommendations in respect thereof to the

Regulatory Council;

(b) to carry out raids and sudden inspection of licenced manufactories as instructed by the Regulatory
Council or the Technical Committee; and

(c) to report to the Regulatory Council of any misconduct of the Chief Medical Officer or any other staff
member of a licenced manufactory, which has been noticed or detected during a site visit, raid or

inspection.

21. (1) There shall be appointed a Committee on Investigation of Ayurveda Manufactories, Stores and Markets
(hereinafter referred to as the “Investigation Committee”) which shall be comprised of-

(@) the Additional Commissioner-General of Ayurveda (Technical) who shall be the ex-officio member who
shall serve as the Chairman of the Investigation Committee; and

(b) six other members appointed by the Regulatory Council on the recommendation of the Regulatory
Council including four Ayurveda Practitioners nominated by the Commissioner-General.

(2) The Members of the Investigation Committee shall elect one member from among themselves as the Secretary
of the Investigation Committee.

(3) The quorum for any meeting of the Investigation Committee shall be four members.
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22. The powers and functions of the Investigation Committee shall be:-

(a) either on its own motion or on a complaint or request made to the Commissioner-General to carry out
inspections, raids and investigations, prior to or after the registration, approval or issuance of licences,
certificates or permits -

(1) for the cultivation of any declared medicinal plant;

(i) to manufactories, stores and pharmacies;

(iii) for the distribution, transportation, exportation and importation of  any declared article,
substance or drug,

(b) for the testing of the quality of declared article, substance or drug in the market and make
recommendations to the Regulatory Council accordingly.

23. (1) There shall be established a Committee of Officials for the Evaluation of Medicinal Plants (hereinafter referred
to as the “Medicinal Plants Evaluation Committee™) —

(a) to evaluate and recommend the project report with related to the cultivation and harvesting of
Cannabis; and

(b) to coordinate with the Department of Ayurveda and the Regulatory Council concerning the matters
pertaining to provision of security to and the evaluation of, projects related to Cannabis.

(2) The Medicinal Plants Evaluation Committee shall be comprised of —

(a) the Commissioner-General who shall serve as the Chairman of the Medicinal Plants Evaluation
Committee;

(b) a Senior Assistant Secretary nominated by the Secretary to the Ministry of the Minister;

(c) the Commissioner-General of Excise appointed under section 7 of the Excise Ordinance (Chapter
52) or his nominee;

(d) the Inspector-General of Police appointed under Article 41 A of the Constitution or his nominee;

(e) Director-General of the Board of Investment, appointed under section 6 of the Board of Investment
Law, No. 4 of 1978, or his nominee;

(f) Additional Commissioner-General (Technical) of Ayurveda; and

(g) three members of the Regulatory Council who shall be nominated by the Minister.

(3) The quorum for any meeting of the Medicinal Plants Evaluation Committee shall be five members.

PART II

LICENCE TO MANUFACTORIES OF ANY
DECLARED ARTICLE, SUBSTANCE OR DRUG

24. (1) No person shall commence or continue with the operation of any manufactory to be engaged or engaged in
manufacturing any declared article, substance or drug in Sri Lanka except under the authority of a valid licence issued name
of a valid business registration by the Regulatory Council in the under these regulations.

(2) Where the name of a registered business includes the word ‘Ayurveda’, or ‘herbal’ such business is required to
be registered with the Department of Ayurveda, prior to applying for a licence in respect of such registered business.

(3) Valid Environmental Protection Licence (EPL), Environmental Impact Assessment (EIA) or Initial Environmental
Examination (IEE) permit shall be required to be obtained from relevant authorities, where necessary, in respect of such
manufactory prior to applying for a licence.
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25. (1) On or after the appointed date, every application for registration of any manufactory of any declared article,
substance or drug shall be made to the Regulatory Council in the Form A as specified in the Schedule II hereto.

(2) Every applicant-
(a) shall take all necessary precautions to ensure that his manufactory be -

(1) sufficiently spacious and ventilated;

(i1) covered with a boundary wall for the safety of production process;

(iii) completely prevented and protected from animals and birds being entering;

(iv) not located in an area vulnerable to floods and other natural disasters;

(v) not in the close proximity to open garbage dumping sites and public toilets;

(vi) away from the factories, agro-chemical sales outlets, chemical mixing stations, funeral
parlours and vehicle service stations, as determined by the Regulatory Council as unsuitable
to be in the vicinity;

(b) shall possesses a business registration certificate issued by an authorized institution in his name;

(c) shall possesses an Agreement entered into between him and a registered Ayurveda Practitioner which
is valid for not less than three years; and

(d) shall have obtained any other approval deemed necessary by the Regulatory Council in respect of the
manufactory.

(3) Every applicant who has complied with sub-regulation (2) may apply for registration accompanied by required
documents and information according to the guidelines issued by the Regulatory Council from time to time, including
the site plan, proposed building plan and details of declared article, substance or drug intended to be manufactured in the
proposed manufacturing plant and a description of the sub-units in the proposed manufactory together with a processing fee
determined by the Regulatory Council.

26. (1) Upon receipt of the application for approval of the proposed manufacturing plant, the Regulatory Council
shall, at the next meeting of the Regulatory Council to be held after the receipt of such application, either-

(a) refer the application to the Technical Committee or to any other institution approved by the said
Technical Committee, for recommendation; or

(b) reject the application assigning reasons therefor.

(2) The Regulatory Council may, upon receipt of recommendations of the Technical Committee and where it
deems necessary, require the applicant to furnish further information relating to a matter or matters specified in the said
recommendations.

(3) Upon the receipt of such recommendations and on considering such recommendations and information
furnished by the applicant and, on being satisfied that the manufacture all guidelines for Good Manufacturing Practices

recommended by the Regulatory Council have been complied with, the Regulatory Council shall -

(a) (i) issue the required licence to the applicant with a registration number on payment of the relevant
fee as specified in the Schedule III hereto; or

(i1) for reasons to be recorded by the Regulatory Council, refuse to issue such licence;

b) where a licence is issued to the applicant by the Regulatory Council under sub paragraph (i), of
PP Y g ry paragrap
paragraph (a), the Regulatory Council may issue any letter or letters of recommendations to relevant
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authorities for the purpose of obtaining or importation of any machinery and raw material required
for the manufacturing process involved in the manufacture of such declared article, substance or drug
or any of them, as the case may be.

27. Any applicant, whose application has been rejected due to the non-fulfilment of the requirement may appeal to the
Regulatory Council requesting for the issuance of a licence upon fulfilling the necessary requirements.

28. Every licence issued under regulation 26 shall be-

(a) substantially in the form specified in Schedule I'V hereto;

(b) where the manufactured item is an Ayurveda drug, in addition to requirements specified under

regulation 29, subject to such terms and conditions specified therein;

(c) valid only for the manufacture of the Ayurveda article, substance or drug in respect of which approval

was sought; and

(d) valid only for the period specified therein.

29.  Every manufactory issued with a licence to manufacture any declared article, substance or drug (hereinafter
referred to as “a Licenced Manufactory”), shall -

(a)

(b)

(©)

(d)

(e)

®

(2

(h)

(@)

have its name board to be clearly and conspicuously displayed together with the registration number
and contact details in identifiable letters and figures, at the entrance of the manufactory;

exhibit the Licence and the valid Certificate of Registration issued by the Ayurveda Medical Council
to the Ayurveda Medical Practitioner, with whom the Licenced Manufacturer has entered into an
agreement, which shall be valid for the period of the licence;

practice Good Manufacturing Practices recommended by the Regulatory Council in accordance with
the guidelines issued by the Regulatory Council;

provide and maintain such number of staff, premises, equipment and facilities as are considered
to be necessary for the manufacture of any Ayurveda article, substance or drug undertaken to be
manufactured by such Licenced Manufacturer and shall not carry out such manufacture except under
the required medical supervision and at the premises specified in the licence ;

maintain such staff, premises, equipment and facilities for the handling and storage of the raw
materials and medicines as are considered necessary;

not issue any production to the market except under the approval of the Chief Medical Officer of such
manufactory;

ensure that such declared article, substance or drug manufactured in such manufactory in commercial
scale are in accordance with the provisions of these regulations.

provide such information as may be required by the Regulatory Council in respect of any declared
article, substance or drug manufactured at such manufactory and of the operations carried out in
relation to such manufacture;

establish a product related complaint handling system inclusive of recording, analysing and taking
corrective measures;
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(j) inform the Regulatory Council before making any material alterations in the premises, plant or
machinery used under the licence, or in the operations of which they are used and any changes in any
key personnel responsible for:-

(1) the production operations; or
(i1) the quality control and quality assurance of products manufactured;

(k) preserve all records including batch manufacturing records and distribution records for a period of
five years from the date of expiry of the relevant batch of any declared article, substance or drug
prepared at the manufactory;

(I) keep readily available for inspection by the Regulatory Council or Evaluation Committee or by any
other person nominated by the Regulatory Council, all records including the details of manufacture of
each batch of every declared article, substance or drug that is manufactured at the manufactory, and

the tests carried out in respect thereof;

(m

~—

maintain the records in such manner which would enable the records to be easily identifiable from
the batch number of medicine as shown on each container in which the medicine is sold, distributed
or exported;

(n) keep all records in a manner which would facilitate the withdrawal or recall from sale, supply or
exportation of any declared article, substance or drug.

30. (1) The Regulatory Council shall maintain an updated register of every Licenced Manufacturer which shall
contain such particulars pertaining to the Licenced Manufacturers as may be determined by the Regulatory Council.

(2) Every Licenced Manufactory shall furnish to the Regulatory Council such particulars required by the
Regulatory Council from time to time and where there is any change in the particulars, inform such particulars forthwith
to the Regulatory Council.

(3) Upon the receipt of any particulars furnished by a Licenced Manufactory under sub-regulation (2), the
Regulatory Council shall make or cause to be made such appropriate alterations as may be necessary in the relevant register.

31. (1) Alicence issued under regulation 26 shall be renewable on an application made in that behalf to the Regulatory
Council in the Form A as specified in Schedule II hereto within a period of ninety days prior to the expiry of such licence.

(2) A licence shall be renewed by the Regulatory Council, only if it is satisfied that the Licenced Manufactory has
adhered to the standards in accordance with the guidelines issued by the Regulatory Council and, where the manufactured
item is a declared drug, in addition to the requirements specified under regulation 29 the Regulatory Council shall satisfy
that the provisions of the Act and any other written law and such terms and conditions specified in the licence have been
complied with.

32. (1) Upon the receipt of an application for renewal of a licence under regulation 31 the Regulatory Council shall,
within thirty days of the receipt of such application, either-

(a) refer the application to the Evaluation Committee or to any other institution approved by the said
Technical Committee, for recommendation; or

(b) reject the application assigning reasons therefor.

(2) The Regulatory Council shall, where it deems necessary may require the applicant to furnish further information
relating to a matter or matters specified in the recommendations within a specified time.
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(3) Upon the receipt of such recommendation and on considering such recommendations, and information furnished
by the applicant and, on being satisfied that all guidelines of the Regulatory Council for Good Manufacturing Practices
recommended by the Regulatory Council have been complied with, the Regulatory Council shall -

(a) renew such licence for a period of one year on payment of the relevant fee as specified in the Schedule
IIT hereto; or

(b) for reasons to be recorded by the Regulatory Council, refuse to renew the licence-

33. Where the Regulatory Council has refused to renew the licence issued to a Licenced Manufactory, the Regulatory
Council shall-

(a) strike off the name of such Manufactory from the register of manufactories;

(b) take such measures as the Regulatory Council deems appropriate, in respect of the items that have
been already manufactured but not issued to the market and the items that are still in the process of
being manufactured.

34. (1) The Regulatory Council may suspend or cancel the licence issued under regulation 26, if the Regulatory
Council is satisfied that the Licenced Manufacturer has violated the provisions of the Act or, regulations or rules made

thereunder or any of the terms and conditions of such licence.

(2) Where a licence has been suspended, the Regulatory Council shall, within fourteen days of such suspension
refer the matter to the Investigation Committee for investigation and recommendation.

(3) Upon the receipt of recommendations by the Investigation Committee, the Regulatory Council may revoke the
approval, permission, licence or certificate remove the suspension and permit to resume work of the manufactory.
PART III
REGISTRATION OF AYURVEDA PRODUCTS

35. (1) Every Ayurveda product prior to being issued to the market as an item ready for human consumption, shall be
registered with the Regulatory Council under the provisions of this Part.

(2) Every applicant who intends to register an Ayurveda product with the Regulatory Council shall-
(a) have a Licenced Manufactory registered for the purpose;
(b) make an application to the Regulatory Council in the Form B specified in Schedule II hereto;
(c) submit all such information, as may be determined by the Regulatory Council time to time.
(d) provide samples of the Ayurveda product as may be required by the Regulatory Council; and
(e) pay a processing fee as may be determined by the Regulatory Council.

(3) Registration procedure for an imported Ayurveda product shall be as specified in Part IV hereto.

(4) A separate application shall be made in respect of each Ayurveda product intended to be registered.

36. An Ayurveda product applied for registration shall be-
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(a) made by the use of one or more ingredients or medicinal items contained in-

(i) the Ayurveda Pharmacopoeia published from time to time by the Department of Ayurveda,
Sri Lanka;

(i1) Siddha Pharmacopoeia published from time to time by the Department of Ayurveda, Sri
Lanka;

(iii) Unani Pharmacopoeia published from time to time by the Department of Ayurveda, Sri
Lanka;

(iv) Pharmacopoeia of Ayurveda, Siddha and Unani approved by the Government of India; or

(v) Traditional Medicinal Systems of medicine contained in the Pharmacopeias in other
Countries as approved by the respective governments;

(b) made by the use of one or more of the pharmaceuticals considered as a botanical, mineral or zoological,
which are traditionally used in the Deshiya Chikitsa systems of medicine and surgery of Sri Lanka;

(c) referred to in the authentic or classical books accepted in the systems of Ayurveda, Siddha, Unani, and
Deshiya Chikitsa systems of medicine and surgery;

37. On receipt of an application for the registration of an Ayurveda product, the Regulatory Council shall, within a
period of thirty days of such receipt, refer the matter to the Technical Committee for recommendation and report.

38. The Technical Committee on consideration of information furnished in such application, shall inform the
Regulatory Council of its recommendation within a period of thirty days of receipt of such application.

39. Upon the receipt of such recommendation, the Regulatory Council may, either issue a Certificate of Registration
in the form as specified in Schedule IV hereto, on payment of a relevant fee as specified in Schedule III hereto or for reasons
to be recorded by the Regulatory Council refuse to issue a Certificate of Registration to the applicant.

40. Every Certificate of Registration, unless it is suspended or cancelled earlier, shall be valid for a period of three
years, in respect of a local product and for a period of one year in respect of an imported product and shall be subject to such
terms and conditions specified therein.

41. The Regulatory Council may suspend or cancel a Certificate of Registration issued under regulation 39, if the
Regulatory Council is satisfied that the holder has violated the provisions of the Act or, regulations or rules made thereunder
or any of the terms and conditions of such Certificate of Registration.

42. (1) A Certificate of Registration issued under regulation 39 shall be renewable on an application in Form B as
specified in Schedule II hereto being made in that behalf to the Regulatory Council not later than ninety days before the
expiry of the validity period of such Certificate and on payment of the relevant renewal fee as specified in Schedule 111
hereto.

(2) A Certificate of Registration issued under regulation 39 shall be renewed by the Regulatory Council, if the
Regulatory Council is satisfied that the holder of such Certificate of Registration has complied with the provisions of the Act,
regulations and rules made thereunder and the terms and conditions specified in the Certificate of Registration.

43. Packing, labelling and the contents of the brochure to be provided with an Ayurveda product shall be as specified
in the Schedule V hereto.
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PART IV
REGISTRATION OF AN IMPROTED AYURVEDA PRODUCT
44. Every imported Ayurveda product shall be registered in accordance with the provisions of this Part.

45. (1) Every Ayurveda product imported to the country shall be manufactured in a licenced manufactory of the
respective country and shall have been approved for the respective period of validity by the relevant authority of such
country which has the power to determine the quality of the product.

(2) The manufacturer of the Manufactory referred to in sub-regulation (1) shall appoint a Sri Lanka business entity
registered with the Department of Ayurveda as its local authorized agent.

(3) Where any authorized agent intends to import an Ayurveda product to Sri Lanka, he shall, through a registered
Ayurveda practitioner apply to the Regulatory Council in the Form C specified in the Schedule II hereto together with —

(a) the documents and information specified in the guidelines issued by the Regulatory Council;

(b) the samples of the Ayurveda product obtained in terms of regulation 53 and the dossier, if applicable;
and

(c) the applicable fee as specified in Schedule IIT hereto,
for a licence for such importation.
(4) Separate applications shall be made in respect of each Ayurveda product intends to be imported.

46. The Regulatory Council shall maintain a register in which every application received for the registration of an
Ayurveda product intends to be imported, shall be recorded. The particulars to be entered in such register shall be determined
by the Regulatory Council.

47. (1) Every application submitted to import an Ayurveda product shall be accompanied with following documents: -

(1) aFree Sale Certificate issued by the relevant authority of the respective country;
(il)) Performa Invoice;
(iii)  Fund Transfer document;
(iv) Commercial Invoice;
(v) Packing List;
(vi) Copy of Bill of Lading or the Airway Bill;
(vil) A document to prove the country of origin;
(viii) Material Safety data Sheet;
(ix) Relevant analytical and safety reports;
(x) any other document as are required to import the Ayurveda product or as may be determined by the
Regulatory Council;

(2) Documentary evidence to show that the relevant product contains the following accepted percentages of
constituents: -

(a) (i) wheretheproductisa fooditemand nota formula in any Code of medicine or a recognized original
edition, has herbal extracts, minerals or animal material as active component in percentage as
may be determined by the Regulatory Council from time to time;
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(i1) where the product is a cosmetic compound and not a formula in any Code of medicine or a
recognized original edition, contains herbal extracts, minerals or animal material as active
components in percentage as may be determined by the Regulatory Council from time to time;

(b) has a coating produced using chemicals and whether such chemical for coating had been extracted
naturally;

(c) where it contains one or more chemicals has been confirmed to be of good quality, performance and
soundness for human consumption with medical reports or two recognized research articles relating
to researches conducted in terms of methodology recognized by a recognized government institute
or university and published in peer reviewed journal in the country of production; and

(d) has been proved as suitable for human consumption upon testing for toxicity.

48. (1) The Regulatory Council shall within thirty days of the receipt of such application to import an Ayurveda
product, refer such application to the Technical Committee for recommendation.

(2) The Technical Committee shall within a period of sixty days of such reference submit its recommendations to
the Regulatory Council, in writing.

(3) The Regulatory Council, upon the receipt of such recommendation shall either-

(a) approve the importation of a sample of the relevant product subject to provisions of any applicable
written law; or

(b) reject such application assigning reasons therefor.

(4) The Regulatory Council may, prior to the issuance of licence and where it deems necessary, call for further
information, in addition to those submitted together with the application.

(5) Prior to the issuance of licence, the Regulatory Council shall consider whether the Ayurveda product intended to
be imported may cause an adverse impact on the local manufacturer and whether they are in accordance with the relevant
standards specified in the guidelines of the Regulatory Council.

(6) The Regulatory Council shall, on being satisfied that all the requirements for the importation of the Ayurveda
product referred to in the application has been fulfilled, issue a licence to the applicant to import the Ayurveda product in
the form as specified in the Schedule IV hereto, on payment of the relevant fee as specified in the Schedule IIT hereto or for
reasons to be recorded by the Regulatory Council, refuse to issue a licence.

49. Every licence to import an Ayurveda product shall unless it is suspended or cancelled earlier, be valid for a period
of one year and shall be subject to such terms and conditions specified therein.

50. (1) Where the holder of a licence to import any Ayurveda product has violated the provisions of the Act or,
regulations or rules made thereunder or any of the terms and conditions of such licence, the Regulatory Council shall suspend
or cancel the licence issued under regulation 48 and require the holder to withdraw the Ayurveda product imported under
such licence from the market at his own expense and in accordance with the procedure as determined by the Regulatory
Council.

(2) Where any Ayurveda product registered to be imported under these regulations has not been imported in to Sri
Lanka within one year from the date of registration for such importation, the Regulatory Council may suspend or cancel the
licence issued in respect of such product.
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51. A licence issued under regulation 48 shall be renewable on an application being made in that behalf to the
Regulatory Council not later than ninety days prior to the expiry of such licence and on payment of the relevant renewal fee
as specified in the Schedule III hereto.

52. (1) An application to import a sample of an Ayurveda product shall be made in Form D of Schedule II hereto,
together with such other particulars as may be determined by the Regulatory Council.

(2) The Regulatory Council shall, upon and within thirty days from the receipt of such application to import a
sample of an Ayurveda product, refer such application to the Technical Committee for its recommendation.

(3) The Technical Committee shall within a period of sixty days of such reference submit its recommendations to
the Regulatory Council, in writing.

(4) The Regulatory Council shall, upon the receipt of such recommendation, either-
(a) approve importation of such sample subject to provisions of any applicable written law; or
(b) reject such application assigning reasons therefor.

(5) The Regulatory Council shall issue to the applicant a letter of authority for the importation of such sample
which shall include —

(a) the name and description of the product; and
(b) the period of validity of such authorization.

53. (1) A sample of Ayurveda product imported for the purpose of submitting for registration shall not be sold in any
manner whatsoever and shall only be used for the purpose of registration of such Ayurveda product with the Regulatory
Council.

(2) Every imported sample of the Ayurveda product specified above, shall be in accordance with standards as
specified in the guidelines issued by the Regulatory Council.

(3) Any such sample imported without obtaining prior approval of the Regulatory Council shall be destroyed or
caused to be destroyed by such Council. Any person who imports such samples without a valid licence shall be dealt with in
terms of the provisions of the Customs Ordinance (Chapter 235).

(4) Where it is found that such sample or a full consignment of such Ayurveda product is not suitable for human
consumption, the Regulatory Council shall have power to order the destruction of such sample or the full consignment as
the case may be, in accordance with the applicable law and expenses incurred in the destruction of such sample or such full
consignment shall be borne by the importer.

54. The Regulatory Council shall maintain a register of letters of authority issued in respect of samples referred to in
regulation 53, in which particulars of such samples intended to be imported shall be recorded. The particulars to be entered
in such register shall be determined by the Regulatory Council.

55. Packing and labelling of and the contents of the brochure to be provided with an imported Ayurveda product, shall
be as specified in Schedule V hereto.
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PART V
EXPORTATION OF AYURVEDA PRODUCTS

56. Every Ayurveda product prior to exportation shall be registered with the Regulatory Council, in terms of the
provisions of Part III of this Code.

57. A separate application shall be made to the Regulatory Council, in respect of every Ayurveda product intended to
be exported, along with such required documents as may be determined by the Regulatory Council for the purposes of desk
review and making its recommendation to relevant authorities.

58. Upon the receipt of approval from the Regulatory Council the person who intends to export an Ayurveda product
shall apply for same to the Export Development Board established under section 3 of the Sri Lanka Export Development
Act, No.40 of 1979.

PART VI

STANDARDS FOR AYURVEDA PHARMACIES

59. No pharmacy shall sell any Ayurveda drug or any other Ayurveda product if such pharmacy has not been registered
under these regulations for the purpose.

60. (1) Every application for the registration of an Ayurveda Pharmacy shall be made by a person who has a valid
business registration with the relevant authority and who has entered into a valid agreement for at least one year, with an
Ayurveda pharmacist who has registered-with the Ayurveda Medical Council for the purpose of carrying on an Ayurveda
Pharmacy.

(2) A registered Ayurveda Practitioner shall be entitled to apply for the registration of an Ayurveda pharmacy.

(3) Every application made for the registration of an Ayurveda pharmacy shall be made to the Commissioner-
General in Form E as specified in the Schedule II hereto together with the other required documents as specified by the
Regulatory Council.

(4) Upon the receipt of documents for registration, the Commissioner-General shall inspect or cause to be inspected
the site intended for the setting up of the pharmacy prior to registration.

(5) The Commissioner-General, on being satisfied with the relevant documents submitted and the outcome of the
site inspection, shall register such pharmacy for a period of one year upon the payment of a fee as specified in the Schedule
IIT hereto and issue him a registration number.

(6) Every registration of a pharmacy shall be subject to such terms and conditions as may be specified by the
Regulatory Council and is renewable upon application made therefor three months prior to the expiry of such registration.
In the event of a renewal of its registration, the registration of the business shall be in the name of the applicant and a valid
agreement between the applicant and any Ayurveda Pharmacists registered with the Ayurveda Medical Council shall be in
existence for the period for which renewal is sought.

(7) The Commissioner-General shall maintain a register of all registered pharmacies containing information
including the names of the proprietor, address of the Business Registration and address of the location of the pharmacy and
the contact details of such pharmacy, and particulars of the registered pharmacist as required by the Regulatory Council.
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61. Every Registered Ayurveda pharmacy shall,

(a) display a name board indicating the words “Ayurveda Pharmacy” in all three languages, the registration

(b)

(©)

(d)

(e)

®

(@

number of such pharmacy, and the qualification of the registered pharmacist for selling Ayurveda
products, declared articles, substances or drugs either retail, wholesale or both;

where in any such pharmacy Ayurveda products, declared articles, substances or drugs are sold
wholesale, also have to be registered as an Ayurveda drug store;

ensure that-

(i) the Ayurveda products which are sold in such pharmacy are duly registered with the Regulatory
Council;

(i1) each category of Ayurveda products, articles, substances or drugs are separately stored to prevent
mixing up;

its Certificate of Registration as an Ayurveda pharmacy which shall contain the photograph of the
Ayurveda Pharmacist and the relevant certificate of business registration be displayed clearly in the
premises;

ensure that the pharmacist shall not engage in any promotional activity or propaganda which is likely
to motivate the consumers for the use of any particular drug or product sold therein;

ensure the advertisements, posters and papers are displayed only within the premises and the
pharmacist does not engage in promotional or advertising activity of any form therein;

ensure that where any supermarket intends to sell Ayurveda products in its business premises such
supermarket, adheres to the standards and regulations in force in respect of Ayurveda pharmacies.

62. The premises of any Registered Ayurveda pharmacy shall, -

(a)

(b)
(©)
(d)
(e)

®

(2

(h)

have considerable space and shall be fit for systematic and methodical continuance of activities of
such Ayurveda Pharmacy;

where drugs are required to be mixed, possess sufficient space dedicated for that purpose;
be compartmentalized into two separate divisions for end products and dry medicines;
be facilitated to store cosmetics and other non-medicinal materials separately, if any;

where materials and equipment required for demonology are sold, be facilitated to allocate a separate
space for the purpose;

have buildings designated in such a way so as not to expose medicinal materials to dust, smoke, sharp
sun rays and unclean air;

take steps to keep light, ventilation, temperature and humidity in conditions appropriate for pharmacies:
air condition facilities must be provided to areas requiring such facilities;

possess a minimum space of not less than 25 square feet, to be kept available as a waiting space for
consumers;
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(1) have a building structure planned in such a way so as to avoid or minimize the risk of drugs being
mixed with unnecessary substances;

(j) have separate facilities to store expired or damaged articles, substances or drugs;

(k) provide physical facilities to enable cleaning in accordance with the cleaning methodologies employed
by pharmacies;

(1) be planned with maximum provisions to prevent entrance of termites, insects, birds, rats and pet
animals by following suitable precautionary measures and standard sanitation systems shall be used
for the purpose comprised with washing and sanitary facilities established in the pharmacy and the
storing premises in a manner easy to reach;

(m) be in a building over 10 feet in height-

(1) with walls and the ceiling painted with a paint containing no heavy metal and peeling proof;

(i) with the floor properly finished without defects by applying materials easy to clean, non-
reactive to medicines and non-slippery;

(iii) with a roof permanently fixed using long-lasting material suitable for a pharmacy;
(iv) without crevices between roof cover and walls;
(v) with a heat resistant fixed to the roof to control the inside temperature;

(vi) with a ceiling easy to clean and having no adverse impact on the Ayurveda products sold;
and

(n) be equipped with fire extinguishers;
63. Every registered Ayurveda pharmacy shall be adequately staffed with Ayurveda pharmacists who work on fulltime
basis and supporting staff working under supervision of such pharmacists.

64. (1) Every member of the staff having responsibility in the issuance of drugs on a prescription in a Registered
Ayurveda Pharmacy shall-

(a) be of sound physical health;

(b) be dedicated to provide an agreeable, flexible and friendly service;

(c) wear a suitable uniform and a card for identification; and

(d) not consume liquor, cigarettes, chews of betel or narcotics during working hours.

(2) It shall be the duty of every member referred to in sub-regulation (1) to check the prescription prior to the issuance
of Ayurveda drugs to a patient;

65. (1) Utmost care shall be taken in preventing growth of microbes in Ayurveda drugs which can cause adverse
effects on such drugs.
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(2) Ayurveda drugs for internal medication and external medication shall be clearly separated from each other and
“Ayurveda drugs for external medication only” shall be written in a clearly visible manner in red colour in the area where
Ayurveda drugs for external medication are exhibited for sale.

(3) Ayurveda drugs shall be arranged neatly in the display racks according to their usage and the same Ayurveda drug
which is available in packings of different sizes, shall be placed in the same area and shall be clearly separated from each
other according to the sizes of the packing.

(4) The price marked on the packing or label of the end product of the Ayurveda drug shall not be disfigured or
changed and Ayurveda drugs of which the labels are unidentifiably disfigured or torn or the packing has been damaged or
date of expiring has passed shall not be placed for sale.

(5) A retail price index shall be exhibited for all dry, raw or crude Ayurveda drugs kept for sale in a sales center.

(6) Only the end products of Ayurveda drugs registered with the Regulatory Council shall be stored or sold.

(7) Ayurveda drugs shall be taken for sale only from suppliers registered with the Regulatory Council.

(8) A register containing information of cultivators or collectors of raw materials, including the small scale or home
garden cultivators shall be maintained and updated.

(9) Only natural, clean and sanitary dry, raw or crude materials shall be sold.
(10) In compounding medicine, a sanitary and clean process shall be followed.

(11) Ayurveda declared articles including equipment shall be obtained for sale only from manufacturers registered
with the Regulatory Council.

66. Ayurveda declared articles, substances or drugs shall-

(a) be issued only upon medical recommendations and shall be issued only against a prescription bearing
the stamp (with registration No. of the medical Regulatory Council) of an Ayurveda practitioner
registered with the Ayurveda Medical Council;

(b) where it has been prescribed by a specially qualified Ayurveda practitioner, it shall only be issued with
a prescription of such a practitioner: A separate register shall be maintained to keep record of the
issuance of such drugs;

(c) be issued with only the ingredients referred to in the prescription and in the manner prescribed therein;

(d) be handled following approved sanitation methods;

(e) not be issued in breach of the recommendations given in a prescription issued by the practitioner;

(f) be packed in packings approved for the package of food and medicines and a packing shall not be
re-used;

(g) not be issued where there is a difficulty in reading the medical prescription or when the prescription is
unintelligible or where there is a doubt about the drugs prescribed;

(h) not be substituted if the stocks are available or if the Ayurveda practitioner had underlined the drug in
his prescription;
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(1) be issued with necessary instructions written on the cover in which the drugs are contained indicating
the dosage and the manner of use in terms of the relevant medical prescription;

(j) where the practitioner has not given special instructions to follow in using a relevant drug, be issued
with standard instructions in terms of the Code of Medicine;

(k) where issuance of the drug is limited by law, not be issued on a prescription and each time of issue shall
be recorded in a register giving the details of the amount issued, name of the practitioner, registration
No. and name and age of the patient; and

(1) be issued with a detailed bill on the medicines issued.

67. Every pharmacy which intends to sell, collect or store materials restricted by any other law shall obtain registration,
approval or licences, certificates or permits required to carry on such activity or activities.

68. Every registered Ayurveda pharmacy shall maintain a separate register to keep records relating to —
(a) staff management;
(b) medical prescriptions;
(¢) bills received on purchasing stocks of medicine;
(d) Rasa drugs;
(e) the sale of drugs, Ayurveda products other than rasa drugs;
(f) sale of visha and upavisha;
(g) drug bulk purchase bills;
(h) sale of imported medicine; and
(1) any other relevant document.

69. (1) Every Ayurveda pharmacist employed in a registered Ayurveda pharmacy shall, prior to issuance of any
Ayurveda product, take appropriate measures to ensure that any requested Ayurveda product is or is not a material restricted
by-

(a) the Poisons, Opium and Dangerous Drugs Ordinance (Chapter 218);
(b) the Explosives Ordinance (Chapter 183);

(c) the Customs Ordinance (Chapter 235);

(d) Excise Ordinance (Chapter 52);

(e) the Fauna and Flora Protection Ordinance (Chapter 469); and

(f) the Penal Code (Chapter 19).

(2) Every Ayurveda pharmacist shall take every precautionary measures in respect of the issuance of any such
restricted material as required by the provisions of the respective laws specified under sub regulation (1).
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PART VII

AYURVEDA DRUG STORES

70. (1) Every Ayurveda drug store shall be operated under the authority of a licence issued by the Commissioner-
General of Ayurveda.

(2) The following institutions or persons, namely-

(a) a manufactory of medicine;

(b) ahospital registered under the Department of Ayurveda;

(c) asales outlet of medicine;

(d) suppliers of end products or dry products of declared articles, substance or drugs, Ayurveda products,
as the case may be;

(e) an importer or exporter or a distributor of medicines registered with the Department of Ayurveda;

(f) aregistered Ayurveda practitioner; or

(g) a company registered under the Companies Act, No. 07 of 2007 or any other relevant authority to
carry on a business of a drug store,

shall be eligible to obtain a licence to operate an Ayurveda drug store.
71. (1) Every applicant who intends to apply to obtain a licence to operate an Ayurveda drug store shall-
(a) possess a business registration made with regard to same, in the name of the applicant; and

(b) an agreement for a duration of not less than one year signed between the applicant and an Ayurveda
Pharmacist registered with the Ayurveda Medical Council.

(2) Activities of an Ayurveda drug store shall be carried out under the supervision of an Ayurveda Pharmacist
registered with the Ayurveda Medical Council. An Ayurveda Pharmacist shall sign an agreement only in respect of one
Ayurveda drug store.

72.(1) Every application to register an Ayurveda drug store shall be made to the Regulatory Council in Form E as
specified in the Schedule IT hereto along with the required particulars.

(2) Upon the receipt of an application for registration, the Commissioner-General shall inspect or cause to inspect
the site of the drug store prior to issue registration.

(3) The Commissioner-General, being satisfied with the documents submitted and the outcome of the site inspection,
shall register such Ayurveda drug store for a period of one year upon the payment of a fee as specified in the Schedule III

hereto and issue him a registration number.

(4) Every registration shall be subject to such terms and conditions and may be renewable upon application made
therefor three months prior to the expiry of registration.

(5) The Commissioner-General shall maintain a register of all registered Ayurveda drug stores which shall contain
information including the name of the proprietor, address and the contact details of such Ayurveda drug store.

73. Every Ayurveda drug store shall-

(a) clearly display a name board conspicuously indicating the name of the store and the registration
number, in all three languages;



[ @008 : () edees - & oz YN F @188 Smoded 88 Ddene ®ed vy - 2024.04.08 25A
Part I: Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

(b) store only the items purchased or obtained from manufactories and importers registered with the
Regulatory Council;

(c) issue items only on internal written directives of the institution which purchases or obtains same, of
which records shall be kept in registers maintained for such purpose by the store;

(d) take precautionary measures to prevent unauthorized persons entering the store premises;

(e) in the absence of instructions relating to storing, follow relevant standards prescribed by the Ayurveda
Code or consult the Regulatory Council.

74. (1) An Ayurveda drug store shall not be located in the close proximity of-

(a) yards of garbage disposal;

(b) public toilets;

(c) agrochemical sales outlets;

(d) institutions mixing chemicals;

(e) funeral parlors and morgues;

(f) vehicle service stations;

(g) factories (such as tile, plastic, fuel refineries etc.) that immethodically or carelessly emit smoke, dust,
carbon and heat unless it is covered or properly sealed; and

(h) animal farms,

and any other place in the vicinity of which the Regulatory Council determines as unsuitable to carry on a medicinal store.

(2) Where any place referred to in sub-regulation (1) is subsequently established near an Ayurveda store, such store
shall take all precautionary measures to minimize impact caused by such place to the items stored in such store.

(3) Where the premises of an Ayurveda store is located in an area identified as vulnerable to floods and other natural
disasters, precautionary and preventive measures shall be adopted by such store for the safety of items stored in such store.

75. Every premises used as an Ayurveda drug store shall-
(a) be sufficiently spacious;

(b) have separate entrances for input and output of materials as recommended by the Regulatory Council
based on the capacity and facilities for loading and unloading at such entrances;

(c) have quarantine units set up outside the store premises;

(d) keep samples of primary materials in another site under appropriate conditions or separately in the
premises itself;

(e) have two areas allocated separately to store end-products of medicine and dry medicines: In the event
where raw medicines are to be stored, a separate area shall be used for the purpose under appropriate
environmental conditions. All these areas shall have separate entrances and shall not be connected to
each other internally;

(f) be housed in a building —

(1) with walls and the ceiling painted with a paint containing no heavy metal and peeling proof;
(i1) with the floor properly finished without defects by applying materials easy to clean, non-
reactive to medicines and non-slippery;
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(ii1) without crevices between roof cover and walls;

(g) designated in a manner so as not to expose medicinal materials to dust, smoke, sharp sun rays and
unclean air;

(h) take steps to keep light, ventilation, temperature and humidity in conditions appropriate for places
storing drugs and air condition facilities must be provided to areas requiring such facilities;

(i) which has a building structure planned in a manner so as to avoid or minimize the risk of drugs being
mixed with unnecessary substances;

(j) which possesses separate facilities to store expired or damaged drugs;

(k) having maximum provisions to prevent entrance of termites, insects, birds, rats and pet animals by
following suitable precautionary measures and standard sanitation systems for the purpose comprised
with washing and sanitary facilities established in the store and the storing premises in a manner easy
to reach;

(1) with facilities to store-over active materials, radioactive materials, dangerous drugs, hazardous
materials, sensitive objects, substances that may be misused and inflammable and explosive materials

separate from each other.

76. In the storage of drugs, a quarantine unit shall be located for the purpose of te-quarantining all Ayurveda drugs
(raw materials, packing materials) prior to they being transferred to the store.

77.(1) The quarantine unit shall follow standard quarantine procedure under the supervision of a registered pharmacist.
(2) Medicines shall be stored by using packing meant for food and medicinal items only. Medicine shall be supplied

only by using the standard food or medicine transportation methodologies specified in the guidelines prepared by the
Regulatory Council.

(3) A standard, certified collection of samples applicable for identification of materials shall be maintained in every
store.

(4) Where further testing is required for proper identification of medicines at a situation of uncertainty, recommendations
shall be sought by reference of such samples to a laboratory approved by the Regulatory Council.

(5) A separate store shall be available for the temporary storage of Ayurveda drugs until they are quarantined.
(6) Quarantined medicines shall be sent to the store, only after being properly labelled and certified.
(7) Quarantine registers containing particular of the medicines quarantined shall be maintained properly at the stores.
78. (1) Every Ayurveda article, substance or drug used for the production process, intermediate products and as
packing materials of drugs, as determined by the Regulatory Council from time to time, shall be stored separately in terms

of the Model Standards for Ayurveda drug stores as specified in the guidelines prepared by the Regulatory Council.

(2) Only the raw materials received from registered suppliers or end products of Ayurveda drugs and articles of
licenced manufactories shall be stored in any Ayurveda drug store.

(3) Environmental conditions conducive for storing shall be maintained. Air conditioning and refrigeration
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facilities shall be made available to store drugs which required to be stored under air-conditioning or refrigeration.
(4) The materials stored shall be stacked in racks with shelves or stages so as not to contact with the floor.

(5) The store premises must be clean and be devoid of waste and pests. Cleaning and observation spaces shall be made
available in storing and a standard sanitation process shall be available with clear instructions on cleaning methodologies.

(6) Raw materials shall be stored only in their natural clean state and different types of medicinal raw materials shall
be labelled and stored separately

(7) All end products of Ayurveda drugs shall be categorized as botanical, mineral or zoological or the like and shall
be stored separately.

(8) Hyperactive materials, radioactive materials, drugs specified in Part IX of these regulations, hazardous materials,
sensitive objects, substances that may be misused and inflammable and explosive materials shall be stored in areas allocated
to such materials and shall be maintained with caution and subject to hazardous preventive methodologies in terms of
relevant local or international rules and regulations.

(9) Storing shall be done in a manner so as to prevent mixing of raw materials, inter contact and internal spoiling.

(10) When the same medicine is separated according to its quantity, it shall be packed in the same area marking due
separations in respect thereof.

(11) In a store, regular stock-taking shall be carried out.

(12) (a) Where a label of an Ayurveda drug contains information different from the actual information that can be
related to the drug, measures shall be taken to examine whether a mixing or an incorrect issuance had
taken place.

(b) An Ayurveda drug which is different from the information contained in the label shall be identified by
adopting the guidelines prepared by the Regulatory Council.

(13) After an issuance of a medicine making a portion of such medicine to remain, the remaining portion of the
medicine shall be stored in such a way so as not to be spoiled and decomposed, and shall be safely packed and labelled. The
raw material of which a portion remains shall be first issued at the next issuance.

(14) Under any circumstance, any material with a damaged-packing shall not be issued. Where required, such material
shall be referred to Quality Control Unit for necessary testing of its condition. All actions taken in that respect shall be
recorded and registered.

(15) Proper precautionary measures shall be taken to prevent issuance of outdated materials. Expired, damaged,
rejected or re-called medicines shall not be kept in the store. Such materials shall be stored in a separate place till they are
disposed of and a separate register shall be maintained to keep records of such items and monthly reports shall be sent to the
Regulatory Council in that regard. Expired or damaged medicines shall be disposed of methodically under approval of the
Regulatory Council.

(16) A systematic methodology shall have to be developed to issue Ayurveda drugs on ‘First in First out (FIFO)’
basis without surpassing standards to be maintained relating to such drugs.

79. (1) Every Ayurveda store shall —

(a) keep records in order to enable the re-testing of the existing temperature and humidity;
(b) check all pertinent equipment at proper intervals and keep records thereof;
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(c) record in graphs the fluctuations of store temperature, to enable proper observation; and
(d) calibrate measuring equipment at regular intervals.

(2) All records referred to in sub-regulation (1) shall be kept safe for a period of one year from the date of expiry of
that medicine or any other period provided by the existing rules and regulations.

80. (1) Every Ayurveda Store, in addition to the records referred to in regulation 79 shall-
(a) keep written records on activities performed in the premises;
(b) keep records in both written and electronic form of all items stored including instructions relating to
recommended conditions of storing, precautionary measures, observations and the dates to re-check;

and

(c) keep records of every issuance including the particulars of the item, its quality, amount, supplier, batch
number of the supplier, date received, and date of expiry.

(2) The records referred to in sub-regulation (1) shall be kept in a specific system of identification either based on
batch numbering or a similar system:

81. (1) Raw materials and Ayurveda drugs shall be stored in packings in a manner that would prevent reacting with
each other and being protected from external risks.

(2) Every packing referred to in sub-regulation (1) shall have labels clearly indicating the name of the item, batch
number, date of expiry and the date for re-checking, condition for special packing in terms of the Registration Number of
the Medicine. The abbreviations, names or codes that have not been approved by the Regulatory Council shall not be used
in the labels.

(3) Receipt orders received pertaining to raw materials and medicines, shall be tested and confirmed at every order.
(4) Packing shall be physically tested and confirmed with respect to every order of raw materials and products.

(5) Uniformity of any stock shall be tested and confirmed. In case a stock consists of products belonging to several
batch numbers, they shall be duly separated.

(6) All containers shall be well examined for cleanliness and where a broken or damaged container or a container
which is below the required standards is found in a stock, the entire stock shall be kept in the quarantine premises for further
investigations.

(7) (a) Qualified and trained staff shall take samples of the stocks when necessary.

(b) Samples must be taken in terms of the written instructions provided by the Regulatory Council and the
containers into which samples are taken shall be properly labelled.

(c) The samples so taken shall be quarantined. Batch separation process shall continue even in the process of
storing.

(8) Raw materials or Ayurveda drugs shall be kept in a quarantine store until they are approved or rejected by an
authorized officer.

82. (1) The store premises shall be cleaned in terms of standard sanitation procedures in order to prevent damages
likely to be caused by animals including termites, insects, birds and rats and written records shall be kept of the procedures
and methods used for sanitation.
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(2) Every packing container shall be cleaned before and after every use in terms of the standard methodologies
applicable in respect thereof.

(3) Every precautionary measure shall be taken to prevent growth of microbes, in order to minimize its impact on
medicines.

83. (1) Every Ayurveda Store shall be-

(a) supervised by an Ayurveda Pharmacists registered under the Act who shall be responsible for the
activities carried out in the stores;

(b) staffed with a qualified person possessing knowledge on Ayurveda drug;

(2) The staff shall be —

(a) provided with a proper training on methodologies, regulations and safety measures of storing medicine;

(b) informed and trained on optimum protection of personal health and sanitation; and

(c) provided with a protective uniform suitable for their work.

84. The following registers shall be maintained in the stores and shall be regularly updated:-

(a) staff management register;

(b) register of issuance of stocks;

(c) register of wholesale and retail purchasing stocks of medicine and bills;

(d) Rasa stock register;

(e) Register on the sale of other than rasa products; and

(f) Register on the sale of imported medicine.

Part VIII
STANDARDS FOR DISTRIBUTION

85. For the purposes of this Part —

“Distribution” means, the process of supply, purchasing, keeping (other than in a store), sale, importation,
exportation and transportation of the declared article substance or drug or any Ayurveda product
mentioned from the manufactory up to the point of handing over to the beneficiary and, however it does
not mean directly handing over the item to the beneficiary.

86. Any person or institution engaged in the distribution of any declared article, substance, drug or Ayurveda product
(hereinafter referred to as the “Registrant”) shall be registered with the Regulatory Council. The registration shall be annually
renewed.

87. Every registered manufactory who wishes to apply for registration for the distribution of declared article,
substance, drug or Ayurveda product shall apply to the Regulatory Council for the purpose in the application in Form G as

specified in Schedule II hereto.

88. Every Registrant referred to in regulation 86 or a registered manufactory referred to in regulation 87 shall submit
information of the process of distribution and other relevant information as required by the Regulatory Council.
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89. Every Distribution outlet shall-

(a) display a name board or name boards, as the case may be, at the main entrance open to the main road
in an identifiable manner containing the name of the registered institution and the words “a distributor
registered with the Department of Ayurveda” in all three languages along with registration number in
terms of recommendations of the Regulatory Council;

(b) have sufficient infrastructure facilities determined by the Regulatory Council; and

(c) clearly display a Certificate of Registration of Distribution issued by the Regulatory Council in the
Head Office and regional Office of the registered institution.

90. (1) The capacity of distribution, media and transportation methodologies utilized by the person or institution
registered for distribution shall be to the satisfaction of the Regulatory Council.

(2) Instructions of the Regulatory Council shall be followed in situations which hampers distribution process due
to natural disasters or similar unpredictable situations. In case of an emergency, precautionary and quarantine measures shall

be followed to prevent their impact on the distribution process.

(3) All parties engaged in the process of distribution shall abide by regulations applicable for distribution and made
under this Part.

(4) Regulations applicable for distributions made under this Part shall be complied with even in the distribution and
transportation of donations to people affected by disasters.

91. Registration for distribution shall be valid only for distribution of approved products registered with the Regulatory
Council.

92. Where a registered distributor seeks assistance of an external party to distribute products, vehicles suitable for
the purpose shall be utilized and shall make sure that the quality of the products are not be affected by the transportation,

humidity, temperature, physical contact and the process of distribution.

93. Every distributor at the time of registration for distribution under this Part shall submit to the Regulatory Council
information relating to-

(a) written objectives and requirements of the distributor properly stated and approved by the Regulatory
Council;

(b) methodology available to keep relevant manufacturers and the Regulatory Council immediately
informed of unauthorized distributions suspected or confirmed;

(c¢) approved methodologies for all administrative and technical activities to ensure that products were
undertaken from authorized suppliers and distributed to authorized institutions;

(d) mechanism to be followed in the exchange of distributions at distribution exchanges;

(e) written methodology to confirm unauthorized distributions or the stations suspected on such
unauthorised distributions; and

(f) methodology to be in place for distributors to measure quality of distributions in order to check damages
likely to be caused to such distributions.

94. (1) Where registration is sought in respect of distribution of declared articles, substances or drugs or Ayurveda
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products, vehicles with appropriate enclosed partitions or separate vehicles for each item shall be used in order to prevent
items getting mixed up with each other.

(2) Where the vehicles used for distribution belong to a third party or are hired, the applicant shall submit a letter of
consent from the vehicle owner along with a copy of his National Identity Card, a copy the revenue licence and certificate of
registration of the vehicle to the Regulatory Council along with the application for registration for such distribution.

(3) In case of a change of the ownership of a vehicle approved by the Regulatory Council for distribution under this
Part or where a new vehicle is purchased, information in that regard shall be submitted to the Regulatory Council within
fourteen days of the occurrence of such change.

95. A registered distributor shall -

(a) be responsible for the entire process of distribution made under this Part;

(b) clearly provide written instructions to and raise awareness of relevant individuals, making such
individuals understand the distribution process;

(c) appoint a person in the institution responsible and authorized for ensuring implementation of distribution
process and maintenance thereof in terms of these regulations;

(d) appoint managers and technical officers having the authority and facilities required for identification
of deviation from optimum process and its rectification;

(e) not entrust to an individual an unbearable amount of responsibility which may affect the quality of the
item distributed;

(f) take steps to avoid conflicts of interests or commercial, political, financial or other influences upon
people and management which are likely to have an adverse impact on the quality of the distribution
service or the item distributed;

(g) ensure that the staff observes personal health and cleanliness;

(h) follow defence strategies in a manner not to damage persons, property and stability of the environment;
and

(1) take appropriate measures under the existing laws in order to prevent instances of damaging and
spoiling distributions, substitution or transportation of unauthorized substances.

96. (1) Every registered distributor shall deploy properly trained and qualified staff to carry out distribution activities.

(2) Special training shall be given to those who are distributing dangerous material and the Regulatory Council
shall be reported of such trainings.

(3) All members of the staff of a registered distributor shall be clad in a uniform suitable for the task.

(4) The health and hygiene of the members of the staff shall be properly preserved specially when they are engaged
in duty.

97. (1) All vehicles used for distribution shall, at all times, keep the distribution licence issued in respect of the
vehicle, in the vehicle, in order to be produced at an emergency check.

(2) Vehicles used for transportation shall be suitable for the relevant distribution purposes.
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(3) Storing facilities shall be available in the packaging space of the vehicle used for distribution, in a condition
suitable for the relevant category of products.

(4) Only the Categories of declared articles, substances or drugs that do not have adverse effect on each other
when kept together in the same environment shall be transported in the same vehicle.

(5) Purpose specific vehicles or single vehicles with doors and compartments separated shall be used for distribution
of more than one category of product.

(6) Raw opium or cannabis shall be transported in terms of the provisions of Part IX of this Code.

(7) During transportation any expired or damaged Ayurveda product, article, substance or drug shall be separately
stored.

(8) During transportation over active materials, radioactive materials, dangerous drugs, hazardous materials,
sensitive objects, substances that may be misused and inflammable and explosive materials shall be kept separate from each
other.

(9) Structure of the vehicle used for transportation shall be designed to minimize risks and mistakes. It shall also
be in a condition easy to clean and not easily dirtied. It shall also have an opening applied with filters preventing entry of dirt
from outside and maintain a proper ventilation. Doors shall be able to be closed tightly.

(10) It is suitable to maintain an electronic tracking device and a remote vehicle identifying system through a global
positioning system (GPS).

(11) Every registered vehicle shall be expeditiously removed from transportation upon being dilapidated. Such
vehicles shall not be re-used without being adequately repaired. Long term decay of a vehicle shall be informed to the
Regulatory Council.

(12) The frame of a vehicle shall be finished heat resistant. Insulators shall be installed in every vehicle to prevent
heating from sun rays.

(13) Vehicles shall have special facilities for storing (such as uniform temperature, humidity etc.) and facilities
pertaining to transportation of required category of materials. Measuring devices shall be available for measuring those
conditions. Relevant measurements shall be recorded at equal durations of time.

(14) In case where materials requiring refrigeration facilities are to be transported, refrigerators with suitable
temperature controls shall be fixed under transportation environment.

(15) Areas for parking vehicles, containers and operating equipment shall not be placed at close proximity of open
garbage dumping sites and public toilets. It shall also be a place away from other factors such as Agro-chemical sales
outlets, chemical mixing stations, funeral parlours and vehicle service stations as determined by the Regulatory Council to
be unsuitable for running a medicine manufactory

(16) The vehicles used for transportation shall be kept away from the likely intrusion of animals.

(17) Cleaning substances and disinfectants shall be used on the vehicle in such a manner so as not to contaminate the
materials stored in the vehicle.

(18) Vehicles shall not be released to unauthorized persons.
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Part IX
PROVISIONS PERTAINING TO OPIUM AND DANGEROUS DRUGS
98. Notwithstanding anything contained in Chapter III and IV of the Poisons, Opium and Dangerous Drugs Ordinance
(Chapter 218) the Commissioner-General, under the authority of the Minister for the purpose of giving force and effect to
these regulations in terms of subsection (2) of section 77 of the Act shall-
(a) import raw or prepared opium;
(b) appoint such number of officers of the Department of Ayurveda as opium officers;
(c) issue licences to registered Ayurveda Practitioners, pharmacies and stores for the purposes of
preparation of Ayurveda drugs and storage, transportation, distribution and issuance of raw or

prepared opium, for the requirements in Ayurveda drugs; and

(d) maintain regional opium deposits for rations of opium as needed for the purposes of Ayurveda
medicine and surgery out of the Central deposit of opium maintained by the Commission General.

99. (1) Every such deposit referred to in regulation 98 (d) shall be regulated subject to a procedure prepared by
the Regulatory Council which shall contain criteria, guidelines, conditions for supervision and regulations pertaining to
maintenance of any Opium deposit.

(2) The Commissioner-General shall maintain or cause to maintain records relating to-

(a) sources and amounts of the provision of opium to that deposit; and

(b) parties to whom such deposits were issued and amounts so issued shall be clearly recorded and
maintained.

(3) The Provincial Commissioner of Ayurveda, subject to the direction of the Commissioner-General, shall be
responsible for the maintenance and supervision of the deposits in the Province.

(4) The Regulatory Council shall make rules relating to the issuance and use of opium by the deposits.

(5) The Commissioner-General, on recommendations of the Regulatory Council, shall appoint Provincial
Commissioner of Ayurveda as the Chief Regional Opium Officer.

(6) The Chief Regional Opium Officer shall establish the Regional Opium Board for the relevant district
comprising of the following:-

(a) ex-officio members:-

(1) District Secretary to serve as the Chairman of the Board;

(i1) Provincial Commissioner of Ayurveda;

(iii) Medical Superintendent of District Ayurveda Hospital;

(iv) Superintendent of Police;

(v) Director General of the National Dangerous Drugs Control Board or his representative; and
(vi) District Excise Officer nominated by the Director General of Excise Act;

(b) Three Ayurveda Practitioners of Deshiya Chikithsa appointed by the Commissioner-General.
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(7) Opium shall be issued by the Regional Opium Board to registered Ayurveda Practitioners who have been
issued with a licence therefor, by the Commissioner-General.

100. (1) Any Ayurveda Practitioner who wishes to have an opium licence shall apply to the Commissioner-General
in the Form H specified in the Schedule II hereto.

(2) The Commissioner-General, upon receipt of the application, in addition to information submitted in the
application, shall require the applicant to submit further information, which he deems necessary for the issuance of the
licence.

(3) The Commissioner-General shall, prior to issuing the licence, refer the application to Regional Opium
Board of the relevant District for clearance and recommendations.

(4) After due consideration of the facts of the application, information submitted by the applicant and the
recommendation made by Regional Opium Board of the relevant district, the Commissioner-General shall-

(a) issue the applicant a licence in the Format of the Certificate as specified in the Schedule I'V hereto for
the purchase of opium upon the payment of a fee specified in the Schedule III hereto; or

(b) reject the application with reasons assigned therefor.

(5) Every licence issued under sub-regulation (4) (a) shall be valid for a period of one year and may be
renewed upon application to that effect made to the Commissioner-General in the Form H specified in the Schedule II hereto,
prior to three months of the date of expiry of such licence.

(6)  The Commissioner-General of Ayurveda, by taking into consideration the previous records of the Licence
holder, may renew the licence upon payment of a fee specified in the Schedule III hereto for a further period of not less than
one year. Where the application for renewal is not made prior to three months of its date of expiry, the applicant shall pay a
late fee to be determined by the Commissioner-General.

(7) A holder of a licence shall purchase opium before the expiry of the period of validity of such licence. Where
he purchases such opium after the expiry of such period of validity, he shall be liable to pay a penalty as determined by the
Commissioner-General.

101. (1) The Commissioner-General shall cancel the licence issued under regulation 100 where,
(a) the holder of the licence has neglected compliance with any provisions of this Act, the Poison, Opium
and Dangerous Drugs Ordinance (Chapter 218), or these regulations or any conditions stipulated in a
licence subject to which such opium licence has been issued; or

(b) manufacturing activities performed by using opium have been terminated; or

(c) opium issued has not been used properly in the production process in respect of which such licence
was issued.

(2) The Commissioner-General, prior to cancellation of a licence under paragraph (a) or (c) of sub-regulation
(1) shall notify the holder, of the suspension of the licence requiring him to show cause within thirty days of issuance of such
notice, as to why his licence shall not be cancelled.

(3) Where the holder of a licence-

(a) fails to respond to the notice referred to in sub-regulation (2) within the stipulated time period; or
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(b) does not provide a valid explanation to the satisfaction of the Commissioner-General,
the Commissioner-General shall, forthwith cancel the licence and notify the holder of such cancellation.

(4) In the event of a cancellation of a licence, the holder of such cancelled licence shall return to the
Commissioner-General opium, if any, purchased under the cancelled licence and in his custody, with immediate effect.

102. (1) An Ayurveda Practitioner holding an opium licence referred to as ‘licensed Ayurveda Practitioner’ in
regulations 103, 104 and 105 may be permitted to receive opium, transport, keep in possession, store, use for products and
to produce medicines containing opium subject to conditions specified from time to time by the Commissioner-General.

(2) Every Ayurveda practitioner holding an opium licence shall-
(a) be responsible for the opium in his custody;

(b) supervise the storing and transportation of opium and production of drugs using opium issued to him;
and

(c) submit to the Commissioner-General an annual report on the types and amounts of medicine produced
by the use of such amounts of opium, under his supervision and responsibility.

(3) The Regulatory Council shall keep a register of Ayurveda Practitioners holding opium licences, which
shall be updated from time to time.

103. Any liceneced Ayurveda Practitioner violating provisions of the Act, or these regulations or any conditions
stipulated in the licence relating to opium, opium licence or any matters incidental thereto shall be guilty of an offence under
the respective laws and shall be dealt with accordingly. The Commissioner-General shall blacklist any such person, who has
been convicted by a Court of law upon finding guilty of committing an offence relating to opium under these regulations.

104. (1) A licenced Ayurveda Practitioner shall make a request for opium in the specified form to the Regulatory
Council, to be used in production purposes.

(2) The Regulatory Council shall levy a fee determined by the Regulatory Council for the opium issued to
licenced Ayurveda Practitioners.

(3) The Commissioner-General of Ayurveda shall maintain a register to record every request for opium made
under the provisions of these regulations, particulars of which to be included in that register shall be determined by the
Regulatory Council.

(4) when making a request under sub-regulation (1), information relating to the types of products and amounts
of products for which opium is intended to be used and any other relevant particulars shall be provided to the Regulatory
Council during specific period of time as determined by the Council.

105. (1) The Commissioner-General of Ayurveda shall, notify the Ayurveda Practitioner who makes a request
under regulation 104 in writing of such acceptance or rejection of the request within a period of 60 days from the date of
receipt of the request.

(2) Appeal Board, after considering the explanations placed before it shall-

(a) allow the appeal and direct the Commissioner-General to issue the applicant opium; or

(b) disallow the appeal.
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(3) The decision of the Appeal Board shall be final.

106. (1) Applying opium to the medicine in the course of its production shall be carried out under the supervision
of an Ayurveda Community Medical Officer nominated by the Commissioner-General.

(2) The Ayurveda Community Medical Officer shall place his signature on the production reports.

107. No person shall cultivate Cannabis, keep them in possession or store, manufacture Ayurveda product using
them or export such Ayurveda product or transport Cannabis without obtaining a licence issued for the purpose by the
Commissioner-General assigning specific authority for each such purpose.

108. (1) The Commissioner-General shall be responsible for the issuance of licences as specified in Schedule
IV hereto, to registered Ayurveda Practitioners to obtain Cannabis from the Department of Ayurveda and keep them in
possession in amounts required for enforcement of the purposes of this Code.

(2) The Commissioner-General shall, on recommendations of the Regulatory Council issue licence to-

(a) Government entities;
(b) Semi-government entities; and
(c) private entities,

upon making a request therefor, to cultivate, receive, keep in possession, store, sell, supply, distribute or transport Cannabis
for the purpose of manufacturing Ayurveda products, or export Ayurveda articles, substances or drugs and Ayurveda products
manufactured by using Cannabis.

109. The Commissioner-General, upon recommendations of the Regulatory Council, shall decide on the category
of registered Ayurveda Practitioners qualified for the receipt of Cannabis and the amount of Cannabis to be issued to them
in terms of directives of the Commissioner-General.

110. (1) Aregistered Ayurveda Practitioner shall submit a written request in the form specified by the Commissioner-
General to receive Cannabis for production of drugs for the purpose of treating patients.

(2) Such request shall be accompanied by the particulars of drugs and Ayurveda products intended to be made
using Cannabis, together with a processing fee as may be determined by the Commissioner-General, from time to time.

(3) The Commissioner-General shall maintain a comprehensive document on every request received for
obtaining Cannabis and the types of drugs and Ayurveda products intended to be made using Cannabis and the required
amounts and all other relevant particulars which are included in that request.

(4) (a)  The Regulatory Council may accept the said request within a specific period of time taking into
consideration reports submitted and all other relevant information provided or reject the request.

(b)  Where the request is accepted by the Regulatory Council, that fact shall be informed to the applicant
in writing.

I11. (1) Where the Regulatory Council rejects the request, such rejection, shall be informed to the applicant with
reasons therefor within a period of thirty days and the applicant reserves the right to submit an appeal within thirty days of
receipt of such rejection.

(2) An appeal under sub regulation (1) shall be submitted to the Commissioner-General in a format specified
by the Commissioner-General and, when an oral explanation is required for the purpose, the applicant or his representative
shall appear before the Regulatory Council and give such explanation. A Sub-Committee consisting of at least three members
of the Regulatory Council may be appointed if an investigation is required to be conducted on the said appeal and the
Commissioner-General may conditions subject to which such investigation shall be carried out.



[ @008 : () edees - & oz YN F @188 Smoded 88 Ddene ®ed vy - 2024.04.08 37A
Part I: Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

(3) An applicant aggrieved by the decision of the Regulatory Council shall appeal to the Appeal Board referred to
in Part X to this Code.

(4) When any specific condition or several conditions specified by the Commissioner-General under sub-regulation
(2) is or are violated in the course of any investigation carried out under sub-regulation (2) or any other investigation carried
out after giving approval for such registration, the Commissioner-General reserves the right to temporarily suspend the
registration and blacklist the applicant upon recommendation of the Regulatory Council.

112. (1) A Government, semi-government or private entity that wishes to cultivate Cannabis or to receive, keep
in possession, store, distribute or transport Cannabis, used in the manufacture of Ayurveda articles, substances or drugs
and Ayurveda products for both exportation and local sales shall apply to the Regulatory Council to obtain licences for the
relevant purpose.

(2) The application shall be by way of a project proposal with a feasibility report, which shall be submitted
by way of an Expression of Interest to the Regulatory Council at an open bidding opportunity provided by the Regulatory
Council.

(3) The Regulatory Council shall, prior to making its decision shall refer the project proposal and feasibility
report to the Medicinal Plants Evaluation Committee for evaluation and if necessary, to any other relevant authority to obtain
their recommendations.

(4) The Regulatory Council may, where necessary, require the applicant to furnish further particulars and
information on the project proposal prior to issuance of licence.

113. (1) For the purpose of Expression of Interest (EOI) under regulation 112 (2), every prospective applicant
shall-

(a) be a legal person;

(b) submit only one application in the Form I as specified in Schedule II hereto;

(c) be an operator of a valid registered local drug manufactory or an institution run under the supervision
of a Ayurveda Practitioner registered with the Ayurveda Medical Council;

(2) Aduly completed application shall be submitted within the requred time period stipulated in the application.
(3) All relevant documents shall be submitted as attachments to the application.
(1)  The project proposal and the feasibility study shall be submitted along with the application.
(2)  Every application shall be accompanied with an affidavit stating the applicant’s willingness to
start and continue the project mentioned in the EOI and shall be accompanied by audited financial statements of

the applicant for two consecutive years.

(3)  Any correction made to the application shall be hand written using blue ink and countersigned
by the applicant.

114. (1) The Regulatory Council shall, after considering the application referred to it under regulation 113, issue a
temporary licence for a period of six (6) months upon payment of a refundable deposit specified in the Schedule III hereto
for the purpose of arranging necessary infrastructure for the project. No person shall commence work of the project under a
temporary licence.

(2) The Refundable deposit shall only be refunded-

(a) in local currency, at the equivalent convertible rate of US Dollars prevailing on the date on which the
application was submitted;
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(b) where the applicant does not continue with the project after laps of six months upon deducting 10%
of such refundable deposit;

(c) where the work on the project has caused any damaged to the environment or any other similar
damage upon deducting a percentage of the deposit sufficient to make good the loss as determined
by the Regulatory Council on a valuation report submitted by a committee appointed for the purpose
by such Council;

(d) upon the receipt of the permanent licence and making the deposit referred to under sub regulation (2)
of regulation 115.

(3) A holder of a temporary licence who does not apply for a permanent licence may sell the project property.
However, a temporary licence shall not be transferrable under any circumstance.

115. (1) Aholder of a temporary licence shall obtain a permanent licence prior to the commencement of operations
of the Cannabis project.

(2) Upon the receipt of recommendations of the Medicinal Plants Evaluation Committee on the temporary
licence and having evaluated them, the Regulatory Council shall issue the permanent licence to the applicant who shall be
referred to as “the Cannabis licencee” for the purposes of this Code, on the payment of a fee specified in Schedule III hereto
and the deposit specified in Schedule III hereto.

(3) A Cannabis licencee shall commence operations of the project from the date of issuance of such permanent
licence and shall provide a detailed report to the Regulatory Council, of the operations carried out in every month on or
before the thirtieth day of next month. In case of export of such declared articles, substances, drugs or Ayurveda products
made using Cannabis, documents related to each shipment shall be submitted for prior approval and a no-objection document
shall be obtained from the Commissioner-General in report thereof.

(4) Every cannabis licencee shall, prior to exportation of a cannabis consignment, ensure the receipt of
payment by way of-

(a) cash in advance Telegraph Transfer (TT); or
(b) an irrevocable Letter of Credit (LC).

(5) Inrespect of all exported declared articles, substances, drugs or Ayurveda products made using Cannabis,
the exporter shall submit fund-receiving documents from a commercial bank in Sri Lanka within three months of a shipment
or before the next shipment, whichever occurs first.

(6) Allbills shall be quantitatively related to market value of the consignment to be expected and undervaluation
or overvaluation or violation of import and export regulations shall be grounds for cancellation of licence issued under sub-
regulation (2).

(7) Atemporary licence or a permanent licence may be canceled without assigning reasons therefor, where the
information provided as required above is found to be false.

(8) A written notice of any change in the information relating to the project shall be forthwith be given to the
Regulatory Council.

(9) Inspection of the premises, manufactories, fields, cultivation, harvest or stores relating to the Cannabis
project by an authorized officer or officers, shall be allowed at any time of the day.
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(10) A Cannabis licencee shall, when carrying out a Cannabis project-

(a)

(b)

(©)

(d)

(e)

&)

(@
(h)

@

(k)
M

employ proper supervision, adequate care and safety measures in recommended manner during
cultivation, production, storage, transportation, marketing and export operations. All measures and
techniques in respect thereof shall be provided by the Cannabis licencee;

establish a formal procedure for the maintenance of an isolated zone for the project;

construct fences and boundary walls with strict security to cover the entire area used for the project;
arrange security personnel to patrol near boundary fences and walls, which shall have surveillance
posts established covering the entire area of the cannabis project and armed guards shall be deployed

for continuous duty;

establish and maintain an uninterrupted lighting system powered by solar energy or alternative energy
or from the national grid;

auto changeover generators which produce more than 25% of the total required capacity, be
additionally installed to maintain a continuous lighting system;

light up the premises in a manner that every person entering the premises can be identified,

have armed guards for continuous patrolling of the project area day and night at least once per hour
and a record of the same shall be maintained;

be equipped with electronic surveillance camera system and a fully secured surveillance room shall
be established for surveillance, covering all areas of the relevant premises;

establish a formal procedure for vehicles and personnel access control and its continuity shall be
maintained;

have a formal system for intrusion control and identification of intruders;

have warning signal monitoring stations and emergency response team in the relevant area to ensure
internal and external security of the premises;

(m) pack cannabis products hygienically and shall be packaged using approved containment methods;

(n)
(0)

(P

deploy armed personnel when transporting raw materials or products containing Cannabis;

use one or more high security sealing methods in the packaging, transportation, sale and exportation
of raw materials or products containing Cannabis; and

keep records of attendance of all employees employed in each premises, accurately and continuously.

116. Every Cannabis Licence issued under the Code shall be —

(a)

substantially in the Form Specified in Schedule IV hereto;
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(b) subject to such terms and conditions specified therein and to the provisions of any other written law
to the extent permitted for purposes of this Code;

(c) valid only in respect of the specified purpose, for which it has been issued; and

(d) wvalid for a period of one year and may be renewed on application made ninety days prior to the expiry
of the term of licence.

117. (1) A Cannabis Licence issued under this Code shall be renewable on an application made in that behalf to the
Regulatory Council in the Form I as specified in the Schedule II hereto within a period of ninety days prior to the expiry of
the term of such licence.

(2) A Cannabis Licence shall be renewed by the Regulatory Council, only if it is satisfied that the Licenced
Ayurveda Practitioner or the Cannabis licencee has adhered to the provisions of the Act and any other written law this Code
and such terms and conditions specified in the licence.

118. (1) Upon the receipt of an application for renewal of a licence under sub-regulation (1) of regulation 117, the
Regulatory Council shall, within thirty days of the receipt of such application, either-

(a) refer the application to the Committee of Officials for the Evaluation of Medicinal Plants or to any
other authority for recommendation; or

(b) reject the application assigning reasons therefor.

(2) The Regulatory Council shall, where it deems necessary may require the applicant to furnish further
information relating to a matter or matters specified in the recommendations.

(3) Upon the receipt of such recommendations and on considering such recommendations and information
furnished by the applicant and, on being satisfied that all terms and conditions of the licence have been complied with, the
Regulatory Council shall -

(a) renew such licence for a period of one year on payment of the relevant fee as specified in the Schedule
IIT hereto; or

(b) for reasons to be recorded by the Regulatory Council, refuse to renew the licence.
119. Where the Regulatory Council has refused to renew such licence, the Regulatory Council shall-

(a) strike off the name of such Licenced Ayurveda Practitioner or the Cannabis licencee from the relevant
register;

(b) take such measures as the Regulatory Council deems appropriate to ensure the items that have been
already manufactured but not issued to the market and the items that are still in the process of being
manufactured and the cannabis fields, crops, and harvest to be handed over to the Commissioner-
General.

120. When the Cannabis licence is cancelled the Licenced Ayurveda Practitioner or the Cannabis licencee as the case
may be shall immediately surrender the possession of Cannabis fields, harvest, remaining stocks and Ayurveda products to
the Commissioner-General and the Commissioner-General shall on receipt of such information seize and seal such premises.
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121. (1) Under this Code, every Ayurveda Practitioner who holds a Cannabis licence shall submit to the
Commissioner-General an annual report prepared in the format specified by the Commissioner-General on the utility of the
relevant amount of Cannabis for specified purposes under his supervision and also submit an audited financial report and the
extent of his responsibility regarding same.

(2) Aregister of the names of all Ayurveda Practitioners who holds a Cannabis licence shall be maintained by
the Commissioner-General based on their respective activity and such register shall be updated regularly.

122. Any Ayurveda Practitioner or Cannabis licencee or any other person who violates any provision of any written
law, other than to the extent permitted by the provisions of this Part for the purposes of this Code or any terms and conditions
specified by the Regulatory Council pertaining to Cannabis licence shall be guilty of an offence punishable under the Act or
such other law, as the case may be and shall be dealt with accordingly.

123. (1) A Cannabis Licencee shall dispose only the residuals of cannabis, which shall be sold to any other industry
registered with the Ministry of Industries under an agreement entered into that effect and security parameters determined by
the Regulatory Council in respect thereof.

(2) The Cannabis licencee shall maintain a register of every stock of residual Cannabis.
124. (1) Where the Commissioner-General of Ayurveda is of the opinion that-

(a) a Licenced Ayurveda Practitioner or the Cannabis licencee has neglected compliance with any term
or condition under which any Cannabis licence has been issued;

(b) manufacturing activities performed by using opium have been terminated,
(¢) opium issued has not been properly used in the manufacture of the registered product products;

(d) a holder of a licence issued under this Part has neglected adherence to any of the term or conditions
imposed by the Regulatory Council; or

(e) a holder of a licence issued under this Part has violated any provision of the Act or this Code or any
rule or guideline made thereunder;

the Commissioner-General of Ayurveda shall temporarily suspend the relevant licence, submit relevant information to the
Regulatory Council and make arrangements to issue a notice of suspension on the Cannabis Licencee upon recommendations
of the Regulatory Council. If the matter needs to be further investigated, the Regulatory Council may appoint a committee
consisting of at least three members of the Regulatory Council for the purpose.

(2) Upon such suspension the orders issued by the Regulatory Council shall be followed in respect of whom
the notice of suspension has been issued.

(3) The said notice of suspension shall include the reasons for such suspension and require the Cannabis
Licencee to show cause in writing within fourteen days of the issuance of that notice as to why such licence shall not be
cancelled.

(4) When Cannabis Licencee neglects the submission of the explanations as required under sub-regulation
(3) within the period stipulated for the purpose or upon consideration of the explanations so submitted, the decision of the
Regulatory Council shall be notified immediately to such Cannabis Licencee.
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(5) If, for any reason, a licence is to be canceled based on the decision of the Regulatory Council, it is the
responsibility of the person who held such licence to obey rules of such suspension or invalidation and disobeying them
shall be a violation of the provisions of this Code.

(6) (a) A Cannabis licencee shall complete the work pertinent to each licence before the expiry of the period of
validity of the lilcence.

(b) If any amount of Cannabis remains unused prior to the date of expiry of the period of validity of that
licence, they shall duly be handed over to the issuing authority.

125. (1) A Cannabis deposit shall be maintained under conditions stipulated under this Code and under direct
supervision of the Commissioner-General of Ayurveda. All its activities shall be regulated subject to a procedure to be

formulated by the Regulatory Council.

(2) The said procedure shall contain clear criteria pertaining to the maintenance of a Cannabis deposit,
requirements to be satisfied, guidelines to be followed, conditions to be stipulated and sources of receipt of Cannabis to that
deposit and methodologies of distribution.

(3) Issuing authority shall maintain a disposal store for storing Cannabis handed over for disposal in terms
of this Code. All the activities of the disposal store shall be regulated subject to a procedure formulated by the Regulatory
Council.

126. (1) Guidelines on encouraging research on products made of herbal Cannabis and their intelligent use based
on the results obtained upon using such products may be considered by the Commissioner-General of Ayurveda with

recommendations of the Regulatory Council.

(2) The Commissioner-General of Ayurveda may permit, upon recommendations of the Regulatory Council
and subject to conditions stipulated under this Code, export, store, keep in possession or sell any constituent of or any

derivative extracted from, herbal Cannabis.

127. (1) Action may be taken on any medicine containing Cannabis in terms of the provisions in Poisons, Opium
and Dangerous Drugs Ordinance only if the breach of the provisions of this Code relating to the production of such medicine
is proved with evidence.

(2) Any premises registered by the Regulatory Council for cultivation, storage, transportation, and export of
Cannabis production of any medicine by the use of them, and storing of such medicines and sale of such medicine under this
Code may, at any time, be inspected by the Regulatory Council or the Commissioner-General or an officer authorized by the
Commissioner-General.

(3) Where any officer authorized for the purposes of any other written law enters any premises registered
under this Code, an officer authorized by the Commissioner-General shall accompany such officer.
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PART X
APPEALS BOARD
128. (1) The Minister shall establish such number of Appeals Boards (hereinafter referred to as the ‘Appeals
Board’) to hear and determine the appeals of any person aggrieved by a decision of the Regulatory Council relating to any
matter of under this Code.
(2) An Appeals Board appointed under subsection (1) shall be subject specific and shall be comprised of-
(a) aretired judge of the Court of Appeal who shall serve as the Chairman of the Appeals Board;

(b) two persons who possess expertise and experience in the subject matter of the appeal;

(3) Every member of an Appeals Board shall sign Terms of Reference prior to hearing of an appeal assigned
to it. An Appeals Board appointed under this Part may hear and determine such number of appeals assigned to it.

(4) Every appointment to an Appeals Board shall be subject to such terms and conditions.
(5) Rules shall be made in respect of the conduct of business of an Appeals Boards.

(6) Members of an Appeals Board shall be paid such allowance as may be determined by the Minister in
consultation with the Minister assigned the subject of Finance.

129. An Appeals Board shall have power-

(a) to hear and determin the appeals of persons who are aggrieved by a decision of the Regulatory
Council.

(b) to call expert opinion and order the appellant or any other party to furnish further information and
particulars, as may be required by such Appeals Board.

Part XI

GENERAL PROVISIONS

130. (1) Transportation of every consignment of —
(a) raw cannabis or opium;
(b) declared article, substance, drug or an Ayurveda product made using cannabis or opium;
(c) declared medicinal plants as determined by the Regulatory Council;
(d) minerals, animal matter, goods; or
(e) poisons or any dangerous drug as determined by the Regulatory Council,
shall be carried out under the authority of a permit obtained from the Commissioner-General for that purpose.

(2) The volume of a consignment referred to in sub-regulation (1) above, shall be determined by the
Commissioner-General in accordance with guidelines issued for the purpose by the Regulatory Council.
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(3)  purchasing of -

(a) raw cannabis or opium;

(b) any declared article, substance, drug or an Ayurveda product made using cannabis or opium;
(c) declared medicinal plants as determined by the Regulatory Council;

(d) minerals, animal matter, goods; or

(e) poisons or any dangerous drugs as determined by the Regulatory Council,

shall be carried out under the authority of a permit obtained from the Commissioner-General for that purpose.

(4)  Advertising, promotion or propaganda, directly or indirectly, of any-

(a) declared article, substance, drug or an Ayurveda product;

(b) activity; or

(¢) place of business,
under this Code, in any print or electronic media including social media shall be carried out under the authority of a permit
obtained from the Commissioner-General in accordance with guidelines issued for the purpose by the Regulatory Council.

(5) Fee for a permit issued under sub regulations (1), (3) and (4) above, shall be determined by the Commissioner-
General.

(6) Any regulation by or a licence or permit issued to a government institution under this Code shall be free of
charge.

131. Any advertisement, promotion or propaganda made in relation to a matter referred to in paragraph (a) of sub
regulation (4) shall not —
(a) contain any safety claim or therapeutic claim;
(b) use human beings or animals as models;
(c) contain any image offensive to the standard of morality or decency prevailing in the Sri Lanka society;
(d) have any visual or audio presentation of any Ayurveda practitioner, which gives the impression of
professional or scientific advice, recommendation or endorsement; or
(e) contain any other material as determined by the Regulatory Council.

132. (1) A general insurance cover with a coverage at least for the third party shall be obtained in respect of every-

(a) pharmacy;
(b) manufactory;
(c) store;
(d) sales outlet;
(e) vehicle engaged in distribution; or
(f) field of declared medicinal plants,

specified under these regulations.

(2) A special insurance cover as determined by the Regulatory Council shall be obtained in respect of every
Cannabis Project specified under these regulations.
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PART XII
TRANSITIONAL PROVISIONS

133. (1) The Ayurveda Pharmacies Regulations of 1973, published in Gazette Extraordinary No.229/3 of September
6, 1973 are hereby rescinded.

(2) Notwithstanding the repeal of the above regulations, every act or deed previously done thereunder shall be
deemed to be valid and in force.

(3) Every Ayurveda pharmacy registered under the above regulations, shall require to be re-registered under
the provisions of these regulations, within a period of six months from the appointed date or on the expiry of the licence
issued in respect thereof, whichever occurs first.

134. (1) For the avoidance of doubt, it is hereby declared that the provisions of these regulations shall-

(a) not affect processing of any application submitted for the purpose of obtaining any registration,
licence or permit under the Act, which has been made prior to the appointed date;

(b) not affect the validity of any registration made or licence or permit issued under the Act prior to the
appointed date;

(c) not derogate the powers of the Department of Ayurveda or Commissioner-General, to charge, levy
or recover any fee or any expense due on the appointed date in respect of a matter carried out under

these regulations; or

(d) not affect any action or suit pending before a court of law or any decision of a court of law given prior
to the appointment date.

(2) Every registration made or licence, or permit issued under the Act prior to the appointed date shall remain
valid for their respective periods of validity.
135. For the purposes of these regulations —
“Act” means the Ayurveda Act, No. 31 of 1961;
“Ayurveda” shall have the same meaning as assigned to it in section 89 of the Ayurveda Act, No. 31 of 1961;

“an Ayurveda product” shall have the same meaning as assigned to it in section 89 of the Ayurveda Act, No.
31 of 1961;

“Ayurveda Community Medical Officer” means a medical officer appointed by the Department of Ayurveda
to provide primary health care to the public;

“an underlined drug” means a drug that shall not be substituted;
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“Cannabis” means all varieties of Cannabis including Cannabis Sativa L

“Commissioner-General of Ayurveda” means the Commissioner-General of Ayurveda appointed under section
3 of the Ayurveda Act, No. 31 of 1961;

“Department of Ayurveda” means the Department of Ayurveda established under section 2 of the Ayurveda
Act, No. 31 of 1961

“District Secretary” means the District Secretary referred to in the Transfer of Powers (Divisional Secretaries)
Act, No. 58 of 1992;

“Environmental Impact Assessment (EIA)” means an environmental impact assessment carried out under
Part IVC of the National Environmental Act, No. 47 of 1980;

“Initial Environmental Examination (IEE)” means an initial environmental examination carried out under
Part IVC of the National Environmental Act, No. 47 of 1980;
“Environmental Protection Licence (EPL) means an Environmental Protection licence obtained under Part

IVA of the National Environmental Act, No. 47 of 1980;

“herbal” means any naturally derived plant or mineral or animal substance or part or extract used for medicinal
value;

“Herbal Gardens for Research and Extension” shall have the same meaning as assigned to it in section 89 of the
Ayurveda Act, No. 31 of 1961;

“Minister” shall have the same meaning as assigned to it in section 89 of the
Ayurveda Act, No. 31 of 1961;

“medicinal plants” shall have the same meaning as assigned to it in section 89 of the Ayurveda Act, No. 31 of
1961;

“Provincial Commissioner of Ayurveda” means the Provincial Commissioner of Ayurveda for the respective
Province appointed under section 32 of the Provincial Council Act No.42 of 1987;

“rasa medicine” means any medicine produced by using minerals in accordance with the Ayurveda Pharmacopeia
for therapeutic purposes;

“registered Ayurveda Practitioner” shall have the same meaning as assigned to it in section 89 of the Ayurveda
Act, No. 31 of 1961,

“registered pharmacy” shall have the same meaning as assigned to it in section 89 of the Ayurveda Act, No.
31 of 1961;

“registered store” shall have the same meaning as assigned to it in section 89 of the Ayurveda Act, No. 31 of
1961;

“residuals of Cannabis” shall mean any part of the Cannabis plant devoid of any kind of active ingredients or
compounds.

“State University” includes a university established under the Universities Act, No. 16 of 1978 or by an Act
of Parliament.
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Schedule 1

Part1

DECLARED MEDICINAL PLANTS

[Regu. 2]

Medicinal plants include any Siddha, Unani, Deshiya Chikithsa (Traditional) or indigenous medicines, which shall be
similar to following medicinal plants used in other countries.

@2 Rosd 5@eEFam« [ List of Herbal Medicines / cpelens omhgisemen L IQuI6;

o/ .ﬁow@ 2¢/ o¢c@¢ »&/ Tamil 9.88 »@/ English name FewrOm 208/ Scientific
No./ Sinhala name/ | e sigpuiGug / B name /. yfolupGuu;
Joy7)y) SNBIFTLIGL 11T
I | acemsie al@eeevevfiprLmid) | Claw Flowered Laurel Acronychia Pedunculata
2 | amsem wewdseief/@#r se | cathedral bells Kalanchoe pinnata
3 | @000
4 | asoce Toothache Plant Acmella oleracea
5 | edewd BT (B ST (B Candle Nut Tree Aleurites moluccanus
6 | o8¢ Q&FLbL{erfl&F FITe0r Erythroxylum indicum
Q&FLbLDGTO &) Erythroxylum sideroxyloides
7T | @080 955 Cluster fig Ficus racemosa
qO®BB HoyHey1eoL Rattleweed Crotalaria atusia
Crotalaria cuneifolia
9 | ez F(HRATLIGEDS Thorn Apple Datura metel
Brugmansia suaveolens
QRUGTEGIT DETLNGENS, Brugmansia chlorantha
10 | ao& gyefaiens Flaxseed. Linum usitatissimum
11 | o8880ws® oy Baf_wib Aconites, Aconitum heterophyllum
12 | axsSes al_ggemev Sickle Bush Acacia cinerea
Acacia dalea
13 | @328 ~9/GUTGuT T pineapple Ananas comosus
14 | aemden QI L GG ) country mallow Abutilon indicum
15 | &2 3G black mustard Brassica nigra
16 | ado o)1 Nest opium poppy Papaver somniferum
17 | a9 TG kodo millet Paspalum scrobiculatum
18 | a@=$do OYLPSSTIT Indian Winter cherry Withania somnifera
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o/ f&éﬁ@ e/ o¢c@¢ »&/ Tamil 9038 @/ English name Fer19m 20990/ Scientific
No./ Sinhala name/ | e v / sy BniGln name /yfalupGu
Qv FNBISTLIG)L 11T
19 | g8enc
20 | acsm BLpTdewg Lesser galangal Snap Alpinia calcarata
Ginger
21 | @68 “9f6urf) temple tree Plumeria apiculata
Plumeria bahamensis
Plumeria obtusa
22 | gc® SBHGHITUI Chebulic Myrobalan Buceras chebula
Bucida comintana Blanco
Terminalia chebula
23 | 20688
24 | 298 (BQ) 9/0/f) Indigo Blue Anil tinctoria
Anil tinctoria
Indigofera tinctoria
25 aeed® 9/BFTFHLOTLD Asoka Tree Jonesia asoca
Jonesia confusa
Saraca asoca
26 | edoobows
27 | gdostm QUIgBLDL jGUIT &) Alyce Clover Alysicarpus cylindricus
Alysicarpus diversifolius
Alysicarpus vaginalis
28 | 2ese®@ico® QLD Brachyapium involucratum
Stoibrax involucratum
Trachyspermum involucratum
29 ey BJGE T Noni Morinda angustifolia
Morinda aspera
Morinda citrifolia
30 | @oemdan 9L TBTeL Malabar nut Adeloda serrata
Adhatoda adhatoda
Justicia adhathoda
31 | &0e08es QOBIHTEOT orange jasmine Chalcas cammuneng
Chalcas intermedia
Murraya paniculata
32 | go@ Lo Sri Lankan mango Buchanania zeylanica Blume
Mangifera zeylanica
33 | gaBenmic QI (HESFTeE) ringworm bush Cassia alatal
Cassia alata
Cassia alata
34 | arSeesnd BHeTQSHT(HIG Indian Heliotrope Eliopia riparia

Eliopia serrata
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o/ f%w@ ¢/ o¢O¢ &/ Tamil 988 »@/ English name FevrOm 298/ Scientific
No./ Sinhala name/ | e s / sy BniGl name /yfolupCluus
Qv SNBIFNTLIG)LI11/T
Heliotropium indicum
35 | gec@d @LOLp Comb Tree Gmelina arborea
Gmelina arborea
Gmelina arborea
36 | awé
37 | ew@dEeo ~9LDLITEEVT golden apple Chrysomelon pomiferum
Cytheraea dulcis
Spondias dulcis
38 | @G @B Lieflwmenr creeping woodsorrel. Acetosella corniculata
Acetosella corniculata
Oxalis corniculata
39 | &@C ega® Lo menL forrdens | SOUr orange Aurantium Xacre
Citrus aurantium
40 | & 9460
41 | eesn Y Sacred Fig Tree Ficus religiosa
42 | aese (@) Golden Shower Tree Bactyrilobium fistula
Cassia bonplandiana
FISQFMT60TEmN Cassia fistula
43 | o586 < miLpeier) holly-leaved acanthus Acanthus doloarin
Acanthus ebracteatus
Acanthus ilicifolius
44 | oBR a0 GspmT Clearing Nut Tree Strychnos heterodoxa
Strychnos monosperma
Strychnos potatorum
45 | 9o Behs Ginger Amomum angustifolium
Amomum zingiber
Zingiber officinale
46 | 8@ 9wt Cylindric Ginger Zingiber cylindricum
47 | 9@ [B(&hGOSTL_T60T Desert date’' Balanites aegyptiaca
48 | ade GLFLILITEOE Artic Snow Echites antidysentericus
Nerium antidysentericum
Walidda antidysenterica
49 | o8mosd
50 |98 F@h Ceylon date palm Phoenix pusilla
51 | e@cd L0evev @leverith Silk Cotton Tree Bombacopsis quinata
Bombax aculeatum
Bombax ceiba
52 | 9o@e 156Ut 6T 1) Indian sarsparilla Hemidesmus indicus
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o/ f&é’@ e/ o¢c@¢ »&/ Tamil 9038 @/ English name Fer19m 20990/ Scientific
No/ | Sinhala name/ |00 b oo / sy Banieun name /syfalupGrui
Jo)7)) ANBIFTLIG) L1117
Hemidesmus pubescens
Hemidesmus indicus
53 | »d @oge
54 | 98e®co Gared sweet acacia Acacia farnesiana
55 | 9888 (ORI Coleus forskalae
Coleus personatus
Plectranthus zatarhendi
56 | oS [BITGT0160 Spear Grass Arundo epigeios
Cogon Grass Calamagrostis lagurus
Imperata cylindrica
57 | boem Spear grass Andropogon allionii
Andropogon austrocaledonicus
Heteropogon contortus
58 | 8cGe Ligl9- African Tulip Tree, Bignonia tulipifera
Spathodea danckelmaniana
Spathodea campanulata
59 e SH(HLbLY Sugarcane Saccharum officinarum
60 | codedes governor's plum Flacourtia afra
Flacourtia balansae
FHLPMIFH) Flacourtia indica
61 | choom s Gréd)T L6usi(h) Narrow-Leaf Blepharis Acanthus integrifolius
(300602) Acanthus repens
Blepharis integrifolia
62 | castm/ceso
63 |eg black gram Azukia muogo
Phaseolus aureus
o @Ihbg) Vigna mungo
64 | BB Three flower beggarweed | Aeschynomene triflora
Desmodium bullamense
FAmLeireniq. Desmodium triflorum
65 | cg®ac cluster fig Ficus racemosa
66 |ces ApmIFled bamboo Bambusa vulgaris
67 | cemmyot @levaumisih Camphor Cinnamon Cinnamomum capparu
68 | cemend apmiel bamboo Bambusa vulgaris
69 | c0a88/cdnE QeubsuiLh Fenugreek Trigonella foenum
70 | o@c/e0g Castor bean Cataputia major

Cataputia minor
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o/ fgow@ ¢/ o¢O¢ &/ Tamil 988 »@/ English name FevrOm 298/ Scientific
No./ Sinhala name/ | e s / B name /gyfofupGuui
Joyny) SNBIFNTLI G117
<9 LOGTIT S Ricinus communis
71 | oxesc areuib cardamom Elettaria cardemomum
72 | 9G0® Sour cherry Prunus cerasus
73 | ocegc red silk-cotton tree Bombacopsis quinata
Bombax aculeatum
@levars Lomth Bombax ceiba
74 | o800 SLpari Qupevas) Stone Breaker Diasperus debilis
Phyllanthus boninsimae
Phyllanthus debilis
75 | oo (LPGITLPBEHS Variegated Coral Tree Chirocalyx candolleanus
Chirocalyx divaricatus
Erythrina variegata
76 | vcRg Eggplant Melongena esculenta
Melongena incurva
G55/ Solanum melongena
77 | 9cBs>@ O IIBIQSTIY. Beach Morning Glory, Ipomoea pes-caprae
78 | S0088cs LITLbL|&SGMIT Indian Snakeroot Ophioxylon album
Ophioxylon obversum
Rauvolfia serpentina
79 |®Ge @60 BlLoewof] rosary pea Abrus precatorius
80 |@gd olive tree Olea europaea
8l | 8cc/®g “9jeval)/@eueiermibicy | pink water-lily Castalia pubescens
Nymphaea devoniensis
Nymphaea pubescens
82 | meado0
83 | moes0 HEhHTIT Hemp Marihuana Cannabis sativa
Marijuana Soft
hemp True hemp
Cannabis indica
Cannabis ruderalis
Cannabis hybrids
84 | mSemic aUTeLOeTE, Java pepper Piper cubeba
85 | onogy FIFLFFGHE) zebrawood Pistacia integerrima
86 | mooc bayberry Myrica nagi
87 | ®Oecg)/mOedig blue pea Clitoria albiflora

Clitoria bracteata

S607 601 15QIFHTLY

Clitoria ternatea
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Jo)7)) ANBIFTLIG) L1117
88 | momog) Q& LbLpeien hophead Philippine violet | Barleria macrostachya
Barleria monostachya
Barleria lupulina
89 | mOmediam FHSBTTHe0) Picrorhiza Picrorhiza scrophulariiflora
90 | ®»gewe Spiny Naiad. Najas marina
91 | mgecEag T L_BIF G5 Thorny night shade, Solanum arabicum
Solanum armatum
Solanum virginianum
92 | >rSgSe® /55 Scarlet Wistaria Tree Aeschynomene grandiflora
Agati grandiflora
Sesbania grandiflora
93 ISYcrstert Yl Oleander Nerion oleandrum
Nerium carneum
Nerium oleander
M | »descOEBs FNLIT6IES) Indian borage Coleus amboinicus
Coleus aromaticus
Plectranthus amboinicus
95 | =g SPLYTLD tree cotton Camphor Cinnamon
Gossypium anomalum
Gossypium arboreum
96 | »gBRedes musk mallow Abelmoschus abelmoschus
RYE Abelmoschus betulifolia
Abelmoschus moschatus
97 | mgot camphor Camphor Cinnamon
98 | mades LOGDGUGBTLOGHT Smilax ceylanica Oken
Smilax collina Kunth
99 | »®8CEc FLNev kumkum tree Mallotus philippensis
100 | zce Indian beech Cajum pinnatum
Cytisus pinnatus
LI Pongamia pinnata
101 | »c80® SPGB i Nevev curry leaf Bergera koenigii
Camunium koenigii
Murraya koenigii
102 | »o® FAmHlenmi Conkerberry Antura edulis
Antura hadiensis
Carissa spinarum
103 | m»oGesead BTN Devil's horsewhip Achyranthes acuminata

Achyranthes aspera
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Qv SNBIFNTLIG)LI11/T
Achyranthes aspera
104 | »c8e Lim&ed Bitter gourd, Cucumis argyi
Cucumis intermedius
Momordica charantia
105 | »c0g STTLbLY Clove Caryophyllus aromaticus
Caryophyllus hortensis
Syzygium aromaticum
106 | ®Eogo; Qs renrT Coco Grass Chlorocyperus rotundus
Chlorocyperus salaamensis
Cyperus rotundus
107 | 20 ®e®8c LDGTOT60 S&SIT6r) American Black Solanum amarantoides
Nightshade
Solanum americanum
Solanum americanum
108 | mgeot SH(BGHFTSHLD Black cumin Nigella sativa
109 | »gdo
110 | »e®Ewo QLigLD H1EHREF T Hawaii Woodnettle Boehmeria interrupta
Boehmeria javanica
Laportea interrupta
111 | medoim/meedst greater club rush Scirpus grossus
112 | »/gs5o® turmeric Amomum curcuma
Curcuma brog
Lo@h& 6T Curcuma longa
113 | ®90/20yE wild guava Barringtonia arborea
Careya orbiculata
Careya arborea
114 | moemiE Hardy Ginger Roscoea purpurea
115 | @500 star fruit Averrhoa acutangula
FILOTEHESD Averrhoa pentandra
Averrhoa carambola
116 | mice®es ABWITEN BGEHevS green chiretta Andrographis paniculata
117 | mocgomn
118 | =88 GIDLOL LG Muskmelon Bryonia collosa
Bryonia collosa
Cucumis melo
119 | ome BT (B 4SBT (5 the candlenut Aleurites ambinux
Aleurites angustifolius
Aleurites moluccana
120 | »> 885853 QUINEST (Lp&rLheL_ Indian moon-seed Clypea burmanni
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Cocculus burmanni .
Cyclea peltata
121 | =@ LIGUT S flame-of-the-forest Butea monosperma
122 | 88000 ST SIS Elephant Foot Yam Amorphophallus campanulatus
Amorphophallus campanulatus
Amorphophallus paeoniifolius
123 | 8ac Hb g, |67 jaggery palm Caryota urens
124 | 83&88 ST (B LGS Buttercup Tree, Bombax gossypium
Bombax religiosum
Cochlospermum religiosum
125 | 88ages GBlehFT Green Milkweed Climber | Apocynum tiliifolium
Asclepias viridiflora
Wattakaka volubilis
126 | 88a¢ BleuLILFeuof] Railway Creeper Apopleumon bignonioides
Batatas bignonioides
Ipomoea mauritiana
127 | 83868 false daisy Abasoloa taboada
Acmella lanceolata
SNFGUIT RIS 65T 6u0f] Eclipta prostrata
128 | momp®ddy
129 | m0(®03 LOG | SHTEOT Emetic nut Randia dumetorum
130 | 088 orange climber. Cranzia aculeata
Cranzia asiatica
Toddalia asiatica
131 | psecimss 'Indian frankincense Boswellia serrata
132 | nboe®SBo @LIevLIGL060T) Indian mercury Acalypha canescens
Acalypha caroliniana
Acalypha indica
133 | 2@ arjun tree Myrobalanus cuneata
Pentaptera angustifolia
OB Terminalia arjuna
134 | m8ct SLoHF) Grey Nicker Bonduc canadense
Bonduc minus
Caesalpinia bonduc
135 | mde Ceylon cinnamon Camphora mauritiana
Camphorina cinnamomum
ST Cinnamomum verum
136 | pome FILIGOLI halfa grass Desmostachya Bipinnata
137 Y] 9IS FenT slender amaranth Albersia caudata
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Albersia gracilis
Amaranthus viridis
138 | e®3s Wavy-edged Aponogeton | Aponogeton echinatus
Spathium crispum
Aponogeton crispus
139 | »a8Bwedon
140 | ow€e GLELILITEDEV Tellicherry bark Holarrhena antidysenterica
141 | em8c»oE Tellicherry bark Holarrhena antidysenterica
142 | eweed QUTEHLP bananas Musa paradisiaca
143 | ep®@ewir red mango Trigonocarpus littoralis
Kokoona zeylanica
144 | 20008 Gareir th Costus root. It Saussurea lappa
145 | 02900089 Sea Almond Badamia commersonii
Buceras catappa
Terminalia catappa
146 | ©208@ 0 Hairy Fig Covellia assamica
Covellia courtallensis
GUwGH) Ficus hispida
147 | o82@EE QFTHBL0606) coriander Coriandrum sativum
148 | o089 Salacia Salacia reticulata
149 | e QFTaIE6 Ivy Gourd Bryonia acerifolia
Bryonia alceifolia
Coccinia grandis
150 | =08 Spiny Lasia Dracontium spinosum
Lasia aculeata
QFTHev Lasia spinosa
151 | em0e®® Gautbr neem Antelaea azadirachta
Antelaea canescens
Azadirachta indica
152 | 029038 c QRUGTEET LOBSHTEOT white orchid-tree Bauhinia linnaei
Casparia acuminata
Bauhinia acuminata
153 | @900e308
154 | eEc® SENTLIGFDTF Indian patchouli Pogostemon heyneanus
155 | emcEg QarenE horse gram Dolichos uniflorus
Glycine uniflora
Macrotyloma uniflorum
156 | emee® LOGHFS SLLbL Yellow teak Haldina cordifolia

Nauclea cordifolia
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Haldina cordifolia
157 | emissmrE® FLLDLILD Common Putat Barringtonia racemosa
158 | @3@1820 FHDDTEET Medicinal Aloe Aloe barbadensis
Aloe barbadensis
Aloe vera
159 | Feom/BucE Spreading Sneeze Weed | Artemisia minima
Artemisia orbicularis
LSO (LPES) Centipeda minima
160 | =580 memiE white Himalayan lily Lilium polyphyllum
161 | ®oe38cs portia tree Bupariti altissima
Bupariti populnea
LTS Thespesia populnea
162 | 08386 GG G ILIG) Scindapsus officinalis
163 | o@®g/eesm Gaumiens; Malabar kino Lingoum marsupium
Pterocarpos marsupius
Pterocarpus marsupium
164 | ©®86e 106 black pepper, Muldera multinervis
Piper aromaticum
Piper nigrum
165 | o@mo 1 Nevti6uol 18558 ST the chocolateweed Geruma subtriloba
Hibiscus donii
Melochia corchorifolia
166 | o8&l Gardenia crameri
167 | odm1desddws Q&LILIG Croton laccifer
168 | odesemE LIGTOI 6L three-leaf soapberry, Sapindus abstergens
Sapindus acutus
Sapindus trifoliata
169 | ©0e»acE L Siamese rough bush Achymus pallens
Achymus patens
Streblus asper
170 | 888cc FUPSETLILITEDEV Elephant creeper Argyreia populifolia
Argyreia populifolia
Argyreia populiolia
171 | 9ad GFGY Indian bdellium-tree Commiphora wightii
172 | @dzse stinkwood Celtis cinnamomea
Celtis crenatoserrata
Celtis timorensis
173 | @®20(38 QLT FHOUDTH IS Madras pea pumpkin Bryonia cordifolia

Bryonia gracilis
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Mukia maderaspatana
174 | e@geme QUGLELITEDIT Asiatic pennywort Centella asiatica
Centella boninensis
Centella asiatica
175 | e@@med; 6T 19 poison nut, Strychnos nux-vomica
Strychnos ovalifolia Stokes
Strychnos nux-vomica
176 | eod@emnd alFapmidlsd Wild Onion Milk and Amaryllis insignis
Wine Lily
Amaryllis littoralis
Crinum latifolium
177 | ©®cE99o Janli Almond Hydnocarpus wightianus
178 | 8» ac China Root Cacalia bulbosa
Cacalia maculata
Gynura pseudo-china
179 | B00@00es SLTLOTEHFI60 spikenard Nardostachys jatamansi
180 | Bweoe purging croton Alchornea vaniotii
Alchornea vaniotii
@rBreITenib Croton tiglium
181 SEedmes
182 | 8o SaIsb Jeevak Microstylis wallichii
Malaxis acuminata
183 | &2538 LITEGUSQISTLY Cork Swallow-Wort Leptadenia reticulata
184 | menmaE Heveor Foxtail millet Alopecurus caudatus
Chaetochloa germanica
Setaria italica
185 |»ac Fukien tea tree Carmona heterophylla
GBI Gahleev Carmona microphylla
Carmona retusa
186 |»¢& LIGWGOT Palmyra Palm Borassus flabelliformis
Borassus sundaicus
Borassus flabellifer
187 | »c Sesame Anthadenia sesamoides
Sesamum africanum
6r6i Sesamum indicum
188 | »Ees Himalayan silver fir Abies webbiana
189 | =@ Wild petunia Convolvulus obscurus
Amisnen Ipomoea obscura
190 | Bonca bottle gourd Lagenaria siceraria
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191 | B8 9(0em0® Guuinirée Bitter Sponge Gourd Luffa echinata
192 | B80o&
193 | 8488 FHLILied) Long pepper Chavica longa
Chavica roxburghii
Piper longum
194 | 8388 @& FHiies) Geurr Long pepper Chavica longa
Chavica roxburghii
Piper longum
195 | 8229 turkey berry, Solanum acanthifolium
Solanum amoenum
GG GO Solanum torvum
196 | 388 Malabar Ebony, Diospyros biflora
Diospyros citrifolia
Diospyros malabarica
197 | Bd&stoig Horends turpeth Operculina turpethum
198 | 88w @11 g /emin Common wheat Triticum aestivum
199 | Beyds/880:8e B e s uNeney purple foxglove Digitalis purpurea
200 | p5ies mo Winged Naringi. Anisifolium alatum
GULE Hesperethusa alata
Pleiospermium alatum
201 | mp® Ceylon slitwort Leucasia zeylanica
Phlomis gracilis
(LPLY-&LDELI Leucas zeylanica
202 | »® »oBc QULOLPGLILITSHGD spiny gourd Momordica dioeca
Momordica hamiltoniana
Momordica dioica
203 | p2oE Indian Valerian Valeriana harmsii
Valeriana hygrobia
Valleriana jatamansi
204 | ey BTl LLb Crepe Ginger Amomum arboreum
Amomum hirsutum
Costus speciosus
205 | B8 Milky Mangrove Commia cochinchinensis
95 Excoecaria affinis
Excoecaria agallocha
206 | evsm B teak Tectona grandis
207 | eSS FTNFLIGIHNT Indian bay leaf Cinnamomum tamala
208 | @3¢ LITEGUUGHL & &) Midnight Horror Arthrophyllum ceylanicum

Arthrophyllum reticulatum
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Oroxylum indicum
209 | moc®semns SLDLIGE eI Indian Gentian Gentian kurroa
210 | eS8 OJLbLOTeSTLIGF ) Hairy Spurge Euphorbia Hirta
211 | eos FGTSFe6H antique spurge Euphorbia antiquorum
Euphorbia arborescens
Euphorbia antiquorum
212 | coci0Beo Indian barberry Berberis aristata
213 | c08aE LOILO@EH&F 6T False Calumba Coscinium maingayi
Coscinium miosepalum
Coscinium fenestratum
214 | e QuUIT(H&EEL Turkey Tangle Fogfruit Phyla nodiflora
215 | e®
216 | Esuoend
217 | ezes®23 FTHID6I6S S Spanish Jasmine Jasminum grandiflorum
218 | Es®d> QUL LGS Velvet Leaf Cissampelos acuminata
Cissampelos argentea
Cissampelos pareira
219 | uBecEe powder-puff tree Barringtonia apiculata
Barringtonia caffra
SLIDLILD Barringtonia racemosa
220 | Escy FTFHFTUI Bottle Gourd Adenopus abyssinicus
Cucumis bicirrha
Lagenaria siceraria
221 | Bswace hastate-leaved pondweed | Calcarunia hastata
Carigola hastata
FBBIGRIGU Monochoria hastata
222 | ¢@OEeE LB red Snake Gourd Trichosanthes cucumerina
223 |ggc aflenm wood-apple Anisifolium curvispina
Anisifolium limonia
Limonia acidissima
224 | exg black oil plant Alsodeia glabra
QUTEHRYEE Catha paniculata
Celastrus paniculatus
225 | ec®@0 Asian Bushbeech Bignonia discolor
@LoLD Bignonia moluccana
Gmelina asiatica
226 | ©co® pomegranate Granatum punicum
LDIT &GOS Punica florida

Punica granatum
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227 | ec® 6T aYLAFEE West Indian lime, Citrus *x acida
Citrus * aurantiifolia
Citrus aurantifolia
228 | @¢ogos B deodar cedar Cedrus Deodara
229 | @ededt
230 | @co® L |65 @60t Alexandrian laurel balltree | Balsamaria inophyllum
Calophyllum apetalum
Calophyllum inophyllum
231 | @®el Guidin & Bristly Luffa Luffa echinata
232 | 3Owoes Fagonia cretica
233 | »20538 Q& MLbL&s6iTeN Indian tree spurge Euphorbia tirucalli
234 | »>ed000 Panama Orange Citrofortunella madurensis
Atalantia hindsii
Citrus madurensis
235 | »m [BISLOTLD Ceylon Ironwood Calophyllum nagassarium
Mesua ferrea
Mesua ferrea
224 | 088580 Wild Hibiscus Furcaria furcellata
Furcaria roxburghii
Hibiscus furcatus
237 | 900 Loose -skinned orange. Citrus crenatifolia
238 | S» QuB&#) Five-leaved Chaste Tree | Agnus-castus negundo
Vitex agnus-castus
Vitex negundo
239 | SEnda Q&L L TGOS TmIE) sensitive plant Eburnax pudica
Mimosa pudica
240 |z 9460 the banyan Ficus banyana
Ficus chauvieri
Ficus benghalensis
241 | @83
242 | @0 F/QB(HEHFeD puncture vine Hedysarum uniflorum
Tribulus acanthococcus
Tribulus terrestris
243 | e>GEE Qpeval) Indian gooseberry Cicca emblica
Cicca macrocarpa
Phyllanthus emblica
244 | e>d® QF b&ITLOGOT Indian lotus Nelumbium album

Nelumbium asiaticum

Nelumbo nucifera
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245 | S5e000® LIPLILT&LD Two-flowered Oldenlandia | Gerontogea corymbosa
Hedyotis biflora
Oldenlandia corymbosa
246 | o»® sappanwood Caesalpinia angustifolia
Caesalpinia sapang
LIgLb&LD Caesalpinia sappan
247 | s@ct Wild Manarine Atalantia missionis
Chilocalyx elliptica
Pamburus missionis
248 | =8y G /QIGOT Pigeon pea, Cajanum thora
Cajanus bicolor
Cajanus cajan
249 | scem phalsa Grewia asiatica
250 | weEi@ LT Messenger of Spring Bignonia chelonoides
Bignonia gratis
Stereospermum suaveolens
251 | (B8 S HTG6s1 606V Citronella Grass Andropogon citrosus
Andropogon confertiflorus
Cymbopogon nardus
252 | 8¢ <9yeyrf) Purple Tephrosia Cracca purpurea
Galega purpurea
Tephrosia purpurea
253 | Bowediean
254 | gac @Lifenmii Cacalia zeylanica
Eupatorium zeylanicum
Vernonia zeylanica
255 | gBe South Indian Fig Ficus caulobotrya
Ficus infectoria
H6L9160 Ficus tsjahela
256 | goss HULPG Areca-nut Areca catechu
Areca catechu
Areca catechu
257 | g@oE WITenesT SQET A Ghe) Sea-bean Adenanthera gogo Blanco
Entada cirrhosa
Entada pusaetha
258 | guc DML 6sf) ash-pumpkin Benincasa cerifera
Benincasa cylindrica
Benincasa hispida
259 | eseme Balloon Vine Cardiospermum acuminatum
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(UPLEGS ST Cardiospermum corycodes
Cardiospermum halicacabum
260 | es0(®@mc® QUIBAISTUILD assa-foetida Ferula assa-foetida
261 | edo Qi Guava Guajava pumila
262 | emo@ GHmISTUI coconut Cocos nucifera
263 | e GrmIasTiILdheorT mountain knotgrass Achyranthes lanata
Achyranthes lanata
Aerva lanata
264 | ge0ds APEWITS & [5G0 skunkvine Apocynum foetidum
Gentiana scandens
Paederia foetida
265 | Bwow S RSGLOLD Beauty berry Callicarpa macrophylla
266 | 223c FEGaIe) Egyptian Thorn Babul tree | Acacia arabica
Acacia nilotica
Acacia nilotica
267 | @58 L) water hyssop Bacopa monnieri
268 | @0 Reed bamboo Bambusa stridula Moon
@)weir Beesha stridula Munro
Ochlandra stridula
269 P08 FTIQLITS 9y Purple Fleabane Psoralea corylifolia
270 | @¢o® QTG GOLD The almond Prunus amygdalus Baill
271 | @B8¢ LitpLbLiT ) common wireweed Sida resamosa
Sida arrudiana
Sida acuta
272 | Boc 00t
273 | Boemrem® Blev@autbi | Ground bitter Ebermaiera pulchella
Melia pumila Moon
Munronia pinnata
274 | B> [BlevLILIGmeaT golden eye-grass Curculigo brevifolia
Curculigo densa
Curculigo orchioides
275 | By [B@hEF MILILITEDT Indian-Ipecacuanha Tylophora indica
276 | goice Bandicoot Berry Common | Aquilicia ottilis
Tree-Vine
Agquilicia sambucina
Leea indica
277 | gesd QauhHslenev Betel Piper betle
278 | @ Si1eol 15 Bedda nut tree Buceras bellirica

Myrobalanus bellirica
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Terminalia bellirica
279 | e®E aflebauh bael Aegle marmelos
Belou marmelos
Aegle marmelos
280 | oRe®
281 | e Myrrh Commiphora myrrha
282 | ®cOw 960607 85,6581 (H1LOGTOf) Red Bead Tree Adenanthera gersenii
Adenanthera polita
Adenanthera pavonina
283 | @@ Portwine Magnolia Liriopsis fuscata
Magnolia annonifolia
Magnolia fuscata
284 | evageme QUGLEUITEDIT Asiatic pennywort Centella asiatica
Centella boninensis
Centella asiatica
285 | ®@¢o e holy basil Geniosporum tenuiflorum
Lumnitzera tenuiflora
Ocimum tenuiflorum
286 | @8> Fire Flame Bush Acistoma coccineum
Grislea punctata
Woodfordia fruticosa
287 | e8¢ 95 the bidi leaf tree Bauhinia parviflora
Bauhinia racemosa
Buhinia racemosa
288 | @dade AnGBlehen Australian cowplant Gymnema sylvestre
289 | @doi» Dragon's Scale Fern Drymoglossum heterophyllum
290 | @esss Common jujube Paliurus mairei
Qevibes Rhamnus jujuba
291 | @wgd; QUIFEHETHLD common fennel Foeniculum vulgare
202 | @»8 AUTENS East Indian walnut Albizia lebbeck
293 | ®aco RYC)) Java Plum, Syzygium cumini
294 | ®esSo
295 | @e»d 9y LhL 16D blue lotus Nymphaea nouchali
206 | @@v@ © G016 the trellis-vine Pergularia daemia
297 | 8B L&leurm mint Mentha piperita
298 | &2 Remna latifolia
299 | §decednc® Al feors Common grape vine Vitis vinifera
300 | o @loyi oL butter tree Madhuca longifolia
301 | & a© Ly green gram Vigna radiata
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302 | @t
303 | gmewosim Q\LIITGOTGOT 1115151 650f) sessile joyweed Alternanthera sessilis
304 | gLowes Q&ML DL SHTHDS East Indian globe thistle Sphaeranthus indicus
305 | §c0®00&3
306 | oo APUBBIGHS drumstick tree Moringa oleifera
307 | goido QLIGBIGDIGHET Rajmahal Hemp Marsdenia tenacissima
308 | 988
309 | g»ec Lo&lp bullet wood Mimusops elengi
310 | e@renoma)®@dcm QUBUIFS 19 Little Iron Weed Vernonia cinerea
311 | @®0 Q& LbLeuLb dragon's eye Dimocarpus longan
312 | ox3ed8es Hloy Loy 1evL s the blue rattlepod Crotalaria verrucosa
313 | omomedes r6oorBLirf) Christmas candlestick Leonotis nepetiifolia
314 | B0 GLIiIGBbS) Ceylon Atalantia Atalantia ceylanica
315 |w® QUTHBSHIT G EOLD Barley Hordeum vulgare
316 | wdoes F1HBF ) camelthorn Alhagi Camelorum
317 | ¥Dcoes Pl Virgin's Mantle Fagonia cretica
318 | o o GuiFs% Date Palm Phoenix dactylifera
319 | coemic QT (HOFHTEOE candle bush Cassia alata
320 | cemdc DRI Tanner's Cassia Cassia auriculata
321 | o58388cs Red Cutch Acacia chundra
322 | o889cE QFmeSTI) Gara) Scarlett Leadwort Plumbago indica
323 | oo scarlet jungle flame Ixora coccinea
324 | oFwess QFGhFbgeuTLb red sandalwood Pterocarpus santalinus
325 | omgm Q6BISHTLILD Red Onion Allium cepa
326 | 05¥8B8evimy LT 106551 (B Mexican poppy Argemone mexicana
327 | g»g
328 | 8Gery
329 | 9GceSe Zanonia indica
330 | o@ Q&mIsHLDL hardy sugar cane Saccharum arundinaceum
331 | co@Sedes BTUIGa ST Asian spiderflower Cleome viscosa
332 | GesBe FrSlen heart-leaved moonseed Tinospora cordifolia
333 | cot@oms S L LILILIM) black-eye pea Vigna unguiculata
334 | opfenes <9/ fleheleb sage-leaved alangium Alangium salviifolium
335 | oiFestom o7 LSIGDGULILITEHEL Indian Pulai Alstonia scholaris
336 | 5iOE (Bwow) Malaboda tree Horsfieldia iryaghedhi
337 | 6B LoASQETAPHS) Rosin weed Cressa cretica
338 | g3t Rosin weed Cressa cretica.
339 | @SB
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340 | @ddes eglantine rose Rosa Rubiginosa.

341 | 0B Gorran Pithraj Tree Aphanamixis polystachya

342 | BeoE FTISBOHLIL Climbing Lily Gloriosa superba

343 | gegden Lo feurmI; Garlic Pear Tree Crateva adansonii

344 | geSc LATLA) water hyssop Bacopa monnieri

345 | @S Qa16TTeNBeVTSNTLD Lodhtree Symplocos racemosa

346 | ecig pm/alal Snot berry Cordia monoica

347 | 2oyE (@) palm grass Molineria capitulate

348 | 29008 QUDFHTL Aconite Aconitum ferox

349 | oo QUFLDL sweet flag Acorus calamus

350 | ©eor®r LT EFTE) monkey tamarind Mucuna pruriens

351 |29 6T (BSG crown flower Calotropis gigantea

352 | 9@ @@e®ice® 9 FBLOTHFLD Wild Parsely Pimpinella heyneana

353 | 9@ 9wt Qleh#) Cylindric Wild Ginger Zingiber cylindricum

354 | ocgy BAGeUBIETLILD Sea Daffodil Pancratium zeylanicum

355 | ocoend QUTUINL_BIgLD false black pepper Embelia ribs

356 | ©es0o0f3 FTEGFHTUI mace Mpyristica fragrans

357 | ocoom

358 | 068wz Q66 purple yam Dioscorea alata

359 | 2sGe@ew

360 | BgemmsiBe aflebewyErm s dwarf morning-glory Evolvulus alsinoides

361 D0exs HIELP screw pine Pandanus tectorius

362 | @B 81806 Purple fruited pea egg Solanum trilobatum

plant

363 | ordeco LOGHFL 19 Indian madder Rubia cordifolia

364 | E8 [56UTGRT L) Black Sugar Glycerrhiza glabra

365 | 00CEEs388w Climbing Atalantia Paramignya monophylla

366 | @D FeUeLBalemET African cabbage Cleome gynandra

367 | @@ aIGHH) common rattan Calamus rotang

368 | Dardmo®c Q&TIESTI 61 Ceylon mangosteen Garcinia zeylanica

369 DarseocS

370 | @addcadt FUPSHTLILITEGU Elephant creeper Argyreia speciosa

371 | 2aé8

372 | eoeb&s Ljeirenig. salparni Desmodium gangeticum

373 | eec aflebewy ETm b Roundleaf Bindweed. Evolvulus nummularius

374 | ot dill Anethum graveolens

375 |eE Gol6wsI @ mIEeub Sal tree Shorea robusta

376 | wdese <94(B) SEUSILITLILITENEL The Indian Birthwort Aristolochia indica

377 | e0€mo FTBGFTUI nutmeg Mpyristica fragrans
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378 | e0cem ApSETL GO spreading hogweed Boerhavia diffusa

379 | wc®y)

380 | @i Qe 19 Gaur vetiver Vetiveria zizanioides

381 | Bx3emdomn FVRIBSH TG0l T Cinchona Cinchona officinalis

382 | 8w Ljerf) Tamarind tree Tamarindus indica

383 | &Bessn ANBs&G Blue-flowered Glory Tree | Clerodendrum serratum

384 | &8¢

385 | &%ag

386 | &8 Cubeb Piper chavya

387 | ey¢eeot BHEFTHLD Cumin Cuminum cyminum

388 | acenm o eiren Garlic Allium sativum

389 | ecoesd Q6LI6TEI & [hh6uT LD white sandalwood Santalum ellipticum

Santalum myrtifolium
Santalum album

390 | @000 BFITHIOFTL el marking nut Semecarpus anacardium

391 | ccsemeneme BlevaiTens Tinnevelly Senna Cassia senna

392 | @edsaBom LIGUGTLOGLGS a0 Night Blooming Jasmine | Nyctanthes arbor-tristis

393 | o» FewETED brown hemp, Crotalaria juncea

394 | wgwmo common junipe Juniperus communis

395 | »adeE upright elephant ears, Alocasia macrorrhizos

396 | »dom» LjeurTesT HpmIS white turmeric Curcuma zedoaria

397 | webowm Lurid Himalayan Aconitum novoluridum

Monkshood

398 | o@ @mIflediLh Vateria copallifera

399 | 00008 FITSHTUTH Spiny Asparagus Asparagus racemosus

400 | 8= ) Indian ash tree Lannea coromandelica

401 | BoowooE Incha Palinja Soap bark Acacia caesia

402 | B@oBue Spiked ginger lily Hedychium spicatum

403 | Bo Be®an Reinwardt's Tree Plant Biophytum reinwardtii

404 | Bdedes LN76ssTemL veldt grape Cissus quadrangularis

405 | e FTeNGHenT Hondala Adenia hondala

406 | @oc Dipterocarpus zeylanicus

407 | oédomado Himalayan wild cherry. Prunus cerasoides
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3 999
4 DO E®
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6 s
7 23NV
8 BBOI&
9 B8&3
10 abyo
11 oG @@
12 OC >0
13 oG ®¢
14 OO
15 ©@®ed¢
16 ©©98e3020e5®
17 RIS IS )
18 PIS!G]
19 D@
20 DERBHos’
21 RISl 1)
22 @cico B
23 2083008
24 BE@r&mn
25 SCOHRHH®
26 S1510)
27 e8>
28 2383600
29 ededidm
30 Aeceh
31 ®emi8c
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38 @O0 Gy
39 oIS et
40 conen
41 Cesles
42 G50
43 8¢
44 B3O
45 @dion e
46 oEI®E
47 RIS
48 30lG}
49 Bes3e@g
50 Beo B
51 008
52 @D
53 ©ededd)
54 @B G
55 893w o®
56 e308Eo®®
57 &ogo
58 8Dor S
59 B573m00®
60 eag J®
61 230 G
62 20853 oBIEn
63 e30&23s00
64 BEosn
65 88wsc
66 2

Etc.,
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gon/ No./ | Boe »&/ Sinhala name /
L. SNBIFNTLI GLIt/T
34 & wién
35 8 &3m0
36 g
37 Sl
38 @®)end0
39 @®IgD
40 ©@®30¢
41 G
42 Bs
43 esbes e
44 @DROT
45 o330
46 2089
47 2O
48 S}
49 g=
50 gealm9
51 gyg esen
52 o]
Etc.,
Part II

DECLARED ARTICLES, SUBSTANCES AND DRUGS

Articles, substances and drugs include any Siddha, Unani, Deshiya Chikithsa (Traditional) or indigenous medicines, which
shall be similar to following articles, drugs and substances used in other countries.

Articles

Any instrument, apparatus, appliance, software material or any other article, whether use single or in combination including
the software necessary for its proper application intended by the manufacture using on human beings.

e Medical technologies (WHO Medical device technical series)
e Custom-made devices

e Assistive devices

e Cosmetic devices

e Personal protective equipment

e ICT Products

e [VDs
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Ayurveda Classification

w2

Blunt instruments (Yantras)

@eD

Sharp instruments (Suszras)

1. &9e88m wsiy

Cruciform instruments (Svastika yantras)24

2. ©353¢o@ B3y

Dissecting forceps or tongs (Sandansha yantras) 2

3. B By

Spoon shaped instruments (Tala yantras) 2

4. 508 osiy

Tubular instruments (Nadi yantras) 20

5. REMD ©53Y)

Rod like instruments (Shalaka yantras) 28

1. @By @8y

Circular knife (Mandalagra sastra)

2. ACB) @edr)

Bone saw (Karapatra)

3. DadBey) wedy
Scalpel (Vrddhipatra)

4. O @)

Nail parer (Nakhasastra)

5. e @edny
Ring knife (Mudrika)

6. oBBELYE) ®LdY)
Lancet (Utpalapatra)

7. 8B @edy

Single edged knife (Ardhadhara)

8. 98 wedy

Suturing needle (Suci sastra)

9. ey ®SY

Bistoury (Kusapatra)

10. 8882 ey
Hawk bill scissors (Atimukha)

11. ©688a e (Scissors (Sararimukha)
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@2 k2]

Blunt instruments (Yarnzras) Sharp instruments (Saszras)

12. 8535082 @edy

curved bistoury (Amataramukha)
13. §nbon edy

Three edged knife (Trikurcaka)
14. @80 @y

Chisel (Kutharika)

15. §8ga vy

Trocar (Vrihimukha)

16. @0y @3

Awl (Ara)

17. cdmesn® @ty

Scalpel of different type (Vetasapatraka)
18. R&€x ey

Sharp hook (Badisa)

19. ¢Bo@) ®edD)

Tooth scaler (Dantasanku)

20. Sué @edy

Sharp probe (Esani sastra)

Substances and Drugs
m Raw/ crude drugs
m Extracts
m  Compound formulations
m Herbo mineral formulations
m  Kasaya

m  Kvatha
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Asava and Arista

Arka / Avaleha / Leha / Paka
Kvatha Chuma
Guggulu

Chuma

Granules

Ghrita/taila

Lavana ksara

Lepa

Vati and Gutika / Pilla
Netra bindu and Anjana
Parpati

Pisti

Mandura

Rasayoga

Lauha

Dhoopa / Dhooma
Bhasma

Granules

Extract powders (Powdered extracts)

Syrup / Suspension
Fluid extracts

Oral emulsions
Herbal oils
Aromatic waters

Ointment / cream / lotion
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m  Capsule
m Caplets
m Tablets
m Pills

m  Herbal toothpaste

m Herbal soap

m Herbal injectable forms
m  herbal cosmeceuticals

m Herbal inhalers

m  Confectioneries

m  Dusting powder

m Suppositories/ pessaries
m lozenges

m gargles/ mouth wash/ mouth paint
m medicinal sprays

m plasters Etc.,
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T5A

Schedule II
Form A

Application for Registration / Renewal of a Manufactory of Ayurveda Article, Substance or Drug

For official use only

File No/ Registration No: -

Money order/ Receipt No: -

Date of issue: -

Signature of subject officer: -

First time registration [J

Annual registration [

Put the “v™” sign in the appropriate box.
g pprop

1. Applicants’ details
1.1 Name of applicant: -
1.2 | Address: -
1.3 | National Identity card/ Passport / Driving license No: -
1.4 Profession: -
1.5 Post at drug manufactory: -
1.6 | Telephone No: - Fixed: - Mobile: -
1.7 Email address: -
2. Details of drug company/ Institution
2.1 Name of company/ Institution: -
2.2 | Address: -
2.3 Telephone number: -
2.4 Email address: -
2.5 Business registration certificate number: -
Date of issue: -
2.6 If registered under Department of ayurveda,
Registration certificate no: -
Date of issue: -
2.7 Date of establishment of company/Institution: -
3. Details of manufactory (Pharmacy)
3.1 Name of manufactory : -

3.2

Address: -
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33 Province: -
District: -
Divisional secretariate: -
Grama Niladhari Division and No: -
34 Rate No: -
35 Telephone No: -
3.6 Email address: -
3.7 If registered under department of ayurveda,
Registration certificate no: -
Date of issue: -
3.8 Date of establishment of drug manufactory: -

4. Details of consultant physician
4.1 Full name of physician: -
4.2 | Ayurveda medical council registration No: - General/Special
Date of Registration: - | | Date of renewal: -
43 Registration Section:-
Number of Special registration (If availa

44 | Address: -

4.5 Telephone no: - Fixed: - Mobile: -

4.6 Email address: -

5. Details of product
5.1 | Name of the product according to ayurveda/ Siddha/Unani/Traditional medicines pharmacopeia: -
5.2 | Trade name of the product: -
5.3 | Nature of product: -
Medicine Diet and nutritional supplemen- Cosmetic products Devices
tary products
5.4 | Therapeutic indications/uses of product: -
5.5 | If you have obtained registration for this product under department of ayurveda:
registration number first-time: - Date: -
registration number last -time: - Date: -

5.6 | Has any research been done on this product in Sri Lanka after first registration? (yes/no)

If yes, briefly describe the results (attach a copy of the report/publication)
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6. If the product is a medicine,

6.1 | If the product is medicine, mention the Name of text/page/recipe no: -

Please mention whether this medicine obtained from Classical texts/ pharmacopeia/Traditional base

6.2 | Is it a new product,
mention the recipe (to be prepared separate document): -

Certificate of legal provision in the relevant country: -

6.3 | Dose and dosage: -

6.4 | Route of administration: -

External application Orally Inhalation Vasthi Nasya others

7. If the product is exported, give details

Serial category Types of Raw Countries | Name and address Export Expected
No. . Materials/ Medicines/ | expected to of the foreign Quantity export
(Raw Materials/ Packaging material/ export company (Kg/ Unit) | quantity for
Medicines/ Preservatives/ last year | next year (Kg
Packaging materlal/ Excipients) to be / units)
Preservatives/ exported

Excipients etc.)

8. Details of imported material used in the preparation of production (If available)

8.1 Whether imported materials are used in the preparation of medicine? Yes/No

82 If yes, Name of institution issued license for importation of materials

License No: -
8.3
Date: -

3.4 Country of import

Name of the raw material manufacturer in relevant country

8.5
36 Address
g7 List of imported raw materials (relevant documents to be submitted)

Has any processed products been imported to be used as a raw material in the Yes/No
8.8 | product?

20 If yes, name / names of processed products imported as raw materials
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Has separate approval obtained from Department of Ayurveda to import such Yes/No
8.10 | product?
If yes, the referral letter number
8.11
Date: -

9. Details whether raw materials included in this product are restricted by the rules and regulations imposed in Sri

Lanka:
Serial Type of District and Address of License Quantity of raw Quantity
ingredients Divisional the place of number materials used in | expected to be
No. | restricted by | Secretariat where | procurement and date of above product last procured in
law the relevant raw | of the relevant | approval for year (Kg / Unit) next year (Kg
materials are raw materials the use of / Unit)
procured the relevant
ingredients

10. Details of preservatives / excipients of the product (If available):

Serial Type of preservatives/ Quantity and percentage Amount of material Amount expected to
No. excipients contained in the | per unit to be used for the | used last year for the be procured in next
product above product above product (Kg / year (Kg / Unit)
Unit)
11.Certificate of Consultant Physician
N (Name) holder of

...................................................... (address) the consultant Ayurvedic medical practitioner of the above named
institution/ayurvedic drug manufacturing company hereby certify that I abide by the Registered Ayurvedic Medical
Practitioners Rules No. 1 of 2014 made under the Ayurvedic Act No .31 of 1961 and that I am legally responsible for
standard of the products and in connection therewith manufactured under my supervision and that I will provide my services
full time and that I will be held responsible and will be responsible personally for the correctness of all information

disclosed under No. 4 hereto

Signature of ayurveda practitioner: - Date: -

Official Seal



[ @008 : () edees - & oz YN F @188 Smoded 88 Ddene ®ed vy - 2024.04.08 T9A
Part I: Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

12. Declaration of Applicant: -

I hereby certify that the information given in the application is true and correct. I am personally responsible and liable for
the accuracy of all information furnished herein.

Signature of applicant: - Date: -

Official Seal

Official use only
Money Order No: -
Receipt No: -
Document submitted date: -

Note :Complete /O Incomplete / OForged document / OComplaints O

Name and signature of person received: -

Note: Completed check-list, document containing all necessary details and product samples, equivalent to market release
samples as required, should be handed over along with this application by the consulting Ayurvedic practitioner to the
technical division of the Department of ayurveda on specified dates.
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Form C

Application for Import and Export Registration / Renewal

Ayurveda Products, Ingredients, Packing Material, Preservatives, Excipients

For official use only

Document No: -

Receipt No: -

Date of issue: -

Signature of subject Officer: -

First time registration [ Import O Business Registration for Import/ Export O
Annual registration O Export O Product/ article/ substance/ drug O
1. Details of applicant
1.1 Name of applicant: -
1.2 | Address: -
1.3 | NIC No/Passport No/Driving License No: -
1.4 | Profession: -
1.5 | Post of applicant within relevent institution/Bussiness: -
1.6 | Telephone No: - Fixed: - Mobile: -
1.7 | Email address: -
2. Details of consultant physician
2.1 Full name of physician: -
22 Ayurveda medical council registration no: - General O Special O
Date of Registration: - Date of renewal: -
23 Section of special registration: -
2.4 | Personal address: -
2.5 Telephone no: - Fixed: - Mobile: -
2.6 Email address: -
3. Import/Export details

(If certified copies are attached, mark “v” in the relevant box)

3.1

Nature of the Import/Export business A sole proprietorship
A joint venture

A company O
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32 Type of goods expected to be imported Ayurveda products O
Raw Material O
Packaging O
Preservatives 0O
Excipients O
3.3 Type of goods expected to be exported Ayurveda products O
Raw Material O
Packaging O
Preservatives 0O
Excipients O
3.4 | Have you obtained approval from the Import and Export Control Department for the import/ Yes/No
export of the above goods?
35 Have you obtained approval from Export Development Board approved for exporting the above | Yes/No
goods?
3.6 Have you obtained a Tax Identification No issued by the Inland Revenue Department? Yes/No
3.7 | Have the above goods been registered with the Sri Lanka Customs for import/export? Yes/No
3.8 Has approval been obtained from Department of Ayurveda for import/export of the above Yes/No
goods?
3.9 Sample Import Permit No. issued by Department of Ayurveda:

Date of issue:

4. Details of the company/ business

4.1 | Name of Company/Business: -

4.2 | Address: -

4.3 | Telephone No: -

4.4 | Email address: -

4.5 | Number of Company/Business Registration Cer-
tificate: -
Date of issue: -

4.6 | Department of Ayurveda Registration Certificate
No: -
Date of issue: -

4.7 | Date of establishment of Company/Business
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5. Details of the goods to be imported

Serial category Types of raw Country Name and Quantity Expected
No. materials/ Ayurveda | expected to | address of foreign | of imports Quantity of
(Raw Materials/ | products / packaging/ | be import company during last | imports next
Ayurveda products/ preservatives/ year (Kg / year (Kg /
Packaging/ excipients expected Unit) Unit)
Preservatives/ to be imported

excipients etc.)

6. Details of the goods to be exported

Serial category Types of raw Country Name and Quantity Expected
No. materials/ Ayurveda | expected to | address of foreign | of exports Quantity of
(Raw Materials/ | products / packaging/ | be export company during last | imports next
Ayurveda products preservatives/ year (Kg/ year (Kg/
/ Packaging/ excipients expected Unit) Unit
Preservatives/ to be imported

excipients etc.)

7. Certified copies of attachments

(If certified copies are attached put “v”” mark in the relevant column)

Photocopy of the document approved by the Import and Export Control Department for import/

7.1 export of the above goods

79 Photocopy of the document approved by the Export Development Board for export of the above
' category/categories

73 Photocopy of the document obtaining a Tax Identification Number issued by the Inland Revenue

Department

7.4 | Photocopy of the document registered with Sri Lanka Customs for import/export of the above goods

Photo copy of the said document if prior approval has been obtained from the Department of

73 Ayurveda for import/export of the above goods

7.6 Detailed quality assurance report of imported goods

7.7 Certificate of origin of the imported product

7.8 Photocopy of Foreign Sales Agreement

7.9 Photocopy of Company/Business Registration Certificate of the Foreign Company/ Business

7.10 | Photocopy of Sample Import Permit issued by Department of Ayurveda
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8. Declaration of applicant: -

I hereby certify that all information presented herein is true and correct and I am personally responsible and liable for the
accuracy of said information.

Signature of applicant: - Date: -

Official seal of company

Official use only
Money Order No.: -
Receipt No.: -
Document submitted date: -

Note: Complete 00/ Incomplete O / Forged document O / Complaints [J

Name and signature of person received: -

Note: Completed check-list, document containing all necessary details and product samples, equivalent to market release
samples as required, should be handed over along with this application by the consulting Ayurvedic practitioner to the
technical division of the Department of ayurveda on specified dates.



84A [ @00¢es : () edee - § Eo2 YBENTFd @b Smobed 88 Dene ved sm6 - 2024.04.08
Part I : Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

Form D

APPLICATION FOR LICENCE TO IMPORT AN AYURVEDA PRODUCT/ RAW MATERIAL/ PACKING
MATERIAL/ PRESERVATIVE/ EXCIPIENT AS SAMPLES FOR TEST/ EXAMINATION/ ANALY SIS/ CLINICAL

TRIAL/ DISTRIBUTION AS PHYSICIAN’S SAMPLES

For official use only

Document No: -

Receipt No: -

Date of issue: -

Signature of subject Officer: -

OF hereby apply for a licence to import from
...................................................................................... the Ayurveda product/ Raw material/ Packing
material/ Preservative/ Excipient specified below as samples for the test/ examination/ analysis/ clinical trial/ distribution as

physician’s samples.

1. Details of applicant

1.1 Name of applicant: -

1.2 Address: -

1.3 | NIC No/Passport No/Driving License No: -

1.4 Profession: -

1.5 | Post of applicant within relevent institution/Bussiness: -

1.6 | Telephone No: - Fixed: - Mobile: -

1.7 Email address: -

2. Details of consultant physician

2.1 Full name of physician: -

2.2 | Ayurveda medical council registration no: - General O Special O

Date of Registration: - Date of renewal: -

23 Section of special registration: -

2.4 Personal address: -

2.5 Telephone no: - Fixed: - Mobile: -

2.6 Email address: -

3. Import details

(If certified copies are attached, mark “v” in the relevant box)

3.1 Nature of the Import business A sole proprietorship
A joint venture

A company
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32 Type of goods expected to be imported Ayurveda products O
Raw Material O
Packaging O
Preservatives O
Excipients O

33 Have you obtained approval from the Import and Export Control Department for the import/ Yes/No

export of the above goods?
3.4 | Have the above goods been registered with the Sri Lanka Customs for import/export? Yes/No

4. Details of the company/ business

4.1 | Name of Company/Business: -

4.2 | Address: -

4.3 | Telephone No: -

4.4 | Email address: -

4.5 | Number of Company/Business Registration Cer-
tificate: -

Date of issue: -
4.6 | Department of Ayurveda Registration Certificate
No: -
Date of issue: -
4.7 | Date of establishment of Company/Business
5. Details of the goods to be imported

5.1 | Name of Company/Business: -

5.2 | Address: -

5.3 | Telephone No: -

5.4 | Email address: -

5.5 | category
(Raw Material/ Ayurveda product/ Packaging/
Preservative/ excipient etc.)

5.6 | Types of raw material/ Ayurveda product / pack-
ing material/ preservative/ excipient expected to
be imported

5.7 | Generic name of the material/ product

5.8 | Brand name (if any):

5.9 | Dosage form and Strength

5.10 | Quantity:
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6. Certified copies of attachments

(If certified copies are attached put “v"” mark in the relevant column)

Photocopy of the document approved by the Import and Export Control Department for import/

6.1 export of the above goods

6.2 Photocopy of the document registered with Sri Lanka Customs for import/export of the above goods

Photo copy of the said document if prior approval has been obtained from the Department of

6.3 Ayurveda for import of the above goods

7. Declaration of applicant: -

I hereby certify that all information presented herein is true and correct and I am personally responsible and liable for the

accuracy of said information.

Signature of applicant: - Date: -

Official seal of company

Official use only
Money order No.: -
Receipt No.: -
Document submitted date: -

Note: Complete O/ Incomplete O / Forged document 00 / Complaints O

Name and signature of person received: -
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Form E

Application for Registration / Renewal of an Ayurvedic Pharmacy

Official use only
File No/ Registration No:
Money Order/ Receipt No: -
Date of Issue: -
Signature of Subject Officer: -

First time registration [O

Annual registration O

(Put the “v"”’sign in the appropriate box.)

1. Applicants’ details
1.1 Name of applicant: -
1.2 Address: -
1.3 National Identity card/ Passport / Driving license No: -
1.4 | Profession: -
1.5 Post at drug manufactory: -
1.6 Telephone No Fixed: - Mobile: -
1.7 | Email address: -
2. Details of the company/institute
(Only if the applicant is registered as drug manufacturer)
2.1 Name of Company/Institution: -
2.2 | Address: -
2.3 Telephone number: -
2.4 | Email address: -
2.5 Business registration certificate number: -
Date of issue: -
2.6 If registered under Department of Ayurveda
Registration certificate No: -
Date of issue: -
2.7 | Date of establishment of Company/Institution: -
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3. Details of Ayurveda Pharmacy
3.1 Name: -
3.2 Address: -
33 Province: -
District: -
Divisional Secretariate Division: -
Grama Niladhari Division: -
34 Rate No.: -
35 Telephone No.: -
3.6 | Email address: -
3.7 Business registration certificate number :-
Date of issue :-
3.8 If registered in the Department of Ayurveda, as a Ayurveda pharmacy
Registered certification No. :-
Date of Issue :
3.9 Date of establishment of Ayurveda pharmacy:-
4. Details of pharmacist
4.1 Full name of the pharmacist: -
4.2 Ayurveda medical council registered No: -
Date of registration: - Registration renewal date: -
4.3 Personal address of pharmacist: -
4.4 Telephone No.: - Fixed: - Mobile: -
4.5 Email address: -
5. Details on marketing division
5.1 Is this building built as per approved regulations? :- Yes/No
5.2 Number of staff: -
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6. Details of drugs expected to be sold

(If there are more than one type of medicine, produce an Annexure)

Serial | Category | Types of drugs expected | Trade name Registered under Quantity Expected
No. to be sold Department of of products | quantity next
Ayurveda? in previous | year
year
(Kg / unit
(Kg / unit)

7. Certified copies of attachments

(If certified copies are attached, mark v” in the box in front of the relevant column)

7.1 certified photocopy of pharmacist’s Registration Certificate

7.2 certified photocopy of Business Registration Certificate (if available only)

7.3 Route map showing the nearest route from the nearest city to the Pharmacy (Google map)
7.4 Inspection and Money order receipts for first/annual registration license

8. Certificate of pharmacist:

As the pharmacist of the above-mentioned institution/pharmacy, I, ...........ccooiiiiiiiiiiiiiiiiii
..................................................................... (Name) holder of National Identity card No
............................................. of
............................................. (address) I hereby act in accordance with the criteria of the Ayurvedic Medical Council
under the Ayurveda Act, No. 31 of 1961 and sell under my supervision. That the products received are legally responsible
for dispensing standardized medicines to the customer in prescribed dosages in accordance with medical prescriptions and
provide full-time service, and the accuracy of all the information presented under No. 4 herein. I hereby certify that I am
personally responsible and liable for

Signature: Date:
Official seal:

9. Certificate of the applicant

I hereby certify that the above information is true and correct

Signature: Date:

Official seal:
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10. Certificate of Grama Seva Niladhari

(Must be certified by the Gram Seva Niladhari of the relevant Grama Seva division to which the premises intended to run
the pharmacy)

I cONfirm that the AAATESS .....cc.eiiiiiiie et ettt ettt et e e steeebeebeeees beesseessseeseessseeseessseenseessseesseeens (must
be the address mentioned under No. 3 in the application form) is correct, and that the address is located in...........cccceeueeneenne
..................................................... Divisional Secretariat Division, Bearing Grama Seva Division NoO........... «cccoovevieninneene

Signature of Grama Niladhari: Date:

Officer's Name:

Official seal

Sub Signature of Divisional Secretary: Date:
Official seal

Official use only
Money Order No.: -
Receipt No.: -
Document submitted date: -

Note: Complete O / Incomplete O / Forged document O / Complaints O

Name and signature of person received: - Date: -
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Form F
Application for Approval to Register/ Renewal Storage facilities for Ayurveda Products/

Raw materials/ Packaging materials

Official use only

File No/ Registration No: -

Money Order/ Receipt No: -

Date of Issue: -

Signature of subject officer: -

First time registration O
Annual registration O

(Put the “v’sign in the appropriate box.)

1. Applicant’s details

1.1 Name of applicant: -

1.2 Address: -

1.3 National Identity card/ Passport / Driving license No: -

1.4 Profession: -

1.5 | Applicants position at medicinal store: -

1.6 | Telephone No :- Fixed: - Mobile: -

1.7 Email address: -

2. Details of Company/Institution

2.1 Name of Company/Institution: -

2.2 Address: -

2.3 Telephone number: -

2.4 Email address: -

2.5 Business registration certificate number: -

Date of issue: -

2.6 If registered under Department of Ayurveda
Registration certificate No: -

Date of issue: -

2.7 Date of establishment of Company/Institution: -
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3. Details of medicinal store

3.1 Name of store: -

3.2 Address: -

33 Province: -
District: -
Divisional Secretariate: -

Grama Niladhari Division: -

34 Rate No: -

3.5 Telephone No: -

3.6 Email address: -

3.7 | If registered under Department of Ayurveda
Registration certificate No: -

Date of issue: -

3.8 Date of establishment of medicinal store: -

3.9 Is this building built as per approved regulations? :- Yes/No

3.10 | Number of staff: -

4. Details of Pharmacist
4.1 Full name of Pharmacist: -
4.2 Ayurveda medical council registration No: -
Date of Registration: - Date of renewal: -
43 Personal address: -
4.4 Telephone No: - Fixed: - Mobile: -
4.5 Email address: -
5. Details of store keeper/keepers

(If more than one person, attach the following details of all individuals)

Excipients etc.) excipients stored

5.1 Full name of Store keeper: -
5.2 Personal address: -
53 National Identity Card/ Passport / Driving License No: -
5.4 Telephone No: - Fixed: - Mobile: -
5.5 Email address: -
6. Details regarding storage
Serial | category (Raw Materials/ Types of raw materials/ Quantity stored last | Expected quantity to
No. Medicines/ Packaging Medicines/packaging year (Kg / Unit) store next year (Kg /
materials/ Preservatives/ materials/ preservatives/ Unit)
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7. Details regarding Exportation
Serial category (Raw Types of Raw Country Name and Exported Expected Export
No. Materials/ Materials/ expected for | address of | Quantity last Quantity next
Medicines/ Medicines/ exportation | the foreign year (Kg/ year
Packaging materials/ | Packaging materials/ company units)
Preservatives/ Preservatives/ (Kg/units)
Excipients etc.) Excipients to be
exported
8. Details regarding Importation
Serial Category Raw Materials/ Country Name and Imported Expected Import
No. Medicines/ expected for | address of | Quantity last Quantity next
(Raw Materials/ | Packaging materials/ | importation | the foreign | year (Kg/ year
Medicines/ Preservatives/ company units)
Packaging materials/ Excipients expecting (Kg/ units)
Preservatives/ for importation
Excipients etc)

o. Certified copies of attachments

(If certified copies are attached, mark “v"”in relevant column)

9.1 certified photocopy of pharmacist’s Registration Certificate

Building plan of the medicinal store(copy of the plan certified by the local council / city council /

9.2 municipal council)

93 certified photocopy of Business Registration Certificate (if available only)

Route map showing the nearest route from the nearest city to the medicinal store
9.4
(Google maps)

9.5 Inspection and Money order receipts for first/annual registration license

10. Certificate of pharmacist

As the pharmacist of the above-mentioned institution/medicinal store, I, ...l
................................................................................. (Name)  holder of National Identity card

.............................. (address) I hereby act in accordance with the criteria of the Ayurvedic Medical Council under
the Ayurveda Act, No. 31 of 1961 and sell under my supervision. That the products received are legally responsible for
dispensing standardized medicines to the customer in prescribed dosages in accordance with medical prescriptions and
provide full-time service, and the accuracy of all the information presented under No. 4 herein. I hereby certify that [ am
personally responsible and liable for

Signature: - Date: -

Official seal: -
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11. Certificate of applicant

I hereby certify, that the storage facilities are maintained in accordance with all the arrangements recommended by the
Department of Ayurveda, that unusable medicines/raw materials/packaging materials are not issued, that they are stored in
a separate premises, that all the above storage materials are legally required to be issued to the customer/production, and I
am responsible for the accuracy of the above information. I hereby certify that I am personally responsible and liable for.

Signature: - Date: -

Official seal: -

12. Certificate of Grama Niladhari

(Must be certified by the Gram Seva Niladhari of the relevant Grama Seva division to which the premises intended to run
the pharmacy)

I cONfIrm that the AAIESS .....icuiieieieiiceec et ettt ettt sttt et e et e b e esee 2eseesseesseseasseseessenseensenseensenseennas (must
be the address mentioned under No. 3 in the application form) is correct, and that the address is located in.............cccceueueeee.
..................................................... Divisional Secretariat Division, Bearing Grama Seva Division No........... wcccoevvevveieninns

Signature of Grama Niladhari: Date:

Officer's Name:
Official seal

Sub Signature of Divisional Secretary: Date:

Official seal

Official use only
Money Order No: -
Receipt No: -
Documents submitted date: -

Note: Complete O / Incomplete O / Forged document O / Complaints O

Name and signature of person received: - Date: -
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Form G

Application for Registration/ Renewal for Transport/ Distribution

of Ayurveda Medicines, Ayurveda Products, Raw materials, Packing materials

Official use only

File No/ Registration No: -

Money Order/ Receipt No: -

Date of Issue: -

Signature of Subject Officer: -

First time registration O
Annual registration O

(Put the “v"’sign in the appropriate box.)

1. Details of the applicant

1.1 Name of applicant: -

1.2 Address: -

1.3 National Identity Card/ Passport / Driving license No: -

1.4 Profession: -

1.5 Post at Drug manufactory/Cultivated land: -

1.6 Telephone No Fixed:- Mobile:-

1.7 Email address: -

2. Details of the company/ Institution

2.1 Name of company/Institution: -

2.2 Address: -

23 Telephone number: -

2.4 Email address: -

2.5 Business registration certificate number: -

Date of issue: -

2.6 If registered in the Department of Ayurveda
Registration certificate No: -

Date of issue: -

2.7 Date of incorporation of company/Institution: -
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3. Details on vehicles expected to be used for transportation purposes

3.1 Number of vehicles expected to be used: -

3.2 Address where the vehicle is located: -

33 Province: -

District: -

Divisional Secretariate: -
Grama Niladhari Division: -

Of vehicle location

34 Type of vehicle Vehicle number Colour
4. Driver’s details
Name of driver Driving license No. Driver’s Personal Address
5. Details on Ayurveda Medicines / Raw materials / Packaging materials to be transported
Category
. (Ayurvedic Type of Ayuryedlc Med1c1.nes Quantity transported Annual quantity
Serial - / Raw materials / Packaging Trade . expected to be
Medicines / L during the last year
No. R . materials intended to be name . transported (Kg/
aw materials (Kg/ Unit) .
. transported Unit)
/ Packaging
materials)
6. Certified copies of attachments

(If certified copies are attached, mark “v" in the box of the relevant column)

6.1 Certified Photocopies of revenue license certificates of vehicles

6.2 Certified Photocopies of driving license of drivers to be employed

6.3 Certified photocopy of business registration certificate

Certified Copy of Registration Certificate under Department of Ayurveda
6.4

tion)

(Certificates of registration of drug manufactories/stores/cultivation lands applicable for transporta-

6.5 Route map showing the expected routes to carry out transport activities (Google maps)

6.6 Inspection and Money order receipts for first / annual registration license




[ @008 : () edees - & oz YN F @188 Smoded 88 Ddene ®ed vy - 2024.04.08 97A
Part I : Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

7. Declaration of applicant

I hereby certify that the transportation of Ayurveda medicines/raw materials/packaging materials are carried out with the
prior approval under the Department of Ayurveda, and that I am personally responsible and liable for the accuracy of all the
above details.

Signature: Date:

Official seal:

Official use only

Money order No.: -
Receipt No.: -
Document submitted date: -

Note: Complete OO / Incomplete O / Forged document O / Complaints O

Name and signature of person received: - Date:-
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Form H

Application for Registration of Raw Materials that restricted by the rules and regulation

imposed in Sri Lanka, for the Ayurveda Production

Official use only

File No./ Registration No: -

Money order/ Receipt No.: -

Date of issue: -

Signature of subject officer: -

First time registration O Name of the raw material
Annual registration O that restricted by
(Put the “v’sign in the appropriate box.) the rules and regulation I eeeeeenenes

1.Details of applicant

1.1 | Name of applicant: -

1.2 | Address: -

1.3 | NIC No./Passport No./Driving License No.: -

1.4 | Profession: -

1.5 | Post of applicant at drug manufactory: -

1.6 | Telephone No.: - Fixed: - Mobile: -
1.7 | Email address: -

2. Details of the company/ Institution

2.1 Name of Institution/Company: -

2.2 | Address: -

23 Telephone No.: -

2.4 Email: -

2.5 Number and date of company registration: -

Date of issue: -




[ @008 : () edees - & oz YN F @188 Smoded 88 Ddene ®ed vy - 2024.04.08
Part I : Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

99A

2.6 If registered under Department of Ayurveda,
Registration certificate Number: -
Date of issue: -

2.7 Date of establishment of the Institution/Company: -

3. Details of drug manufactory

3.1 Name of drug manufactory: -
32 Address of drug manufactory: -
33 Province: -
District: -
Divisional secretariate division: -
Grama Niladhari Division and No: -
34 Rate No.: -
3.5 Telephone No.: -
3.6 Email address: -
3.7 If registered under Department of Ayurveda,
Registration Certificate Number: -
Date of issue: -
3.8 Date of establishment of the drug manufactory: -

4. Details of consultant physician

4.1 | Full name of physician: -

4.2 | Ayurveda medical council registration No.: - General/special
Date of registration: - Date of renewal: -

4.3 | Registration section: -
Number of Special registration (If available): -

4.4 | Address: -

4.5 | Telephone No: - Fixed: - Mobile: -

4.6 | Email address: -

5. Details of product

5.1

Name of the product according to ayurveda/ Siddha/Unani/Traditional medicines pharmacopeia: -

52

Trade name of the product: -
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5.3 | Nature of product: -

Medicine Diet and nutritional Cosmetic products Devices
supplementary
products

5.4 | Therapeutic indications/uses of product: -

5.5 | If you have obtained registration for this product under department of ayurveda:
registration number first-time: - Date: -

registration number last -time: - Date: -

5.6 | Has any research been done on this product in Sri Lanka after first registration? (yes/no)

If yes, briefly describe the results (attach a copy of the report/publication)

5.7 | If the product is medicine, mention the Name of text/page/recipe No: -

Please mention whether this medicine obtained from Classical texts/ pharmacopeia/Traditional base

5.8 | Isitanew product,
mention the recipe (to be prepared separate document): -

Certificate of legal provision in the relevant country: -

5.9 | Dose and dosage: -

5.10 | Route of administration: -

External Orally Inhalation Vasthi Nasya others
application

5.11 | Required amount of the above raw material per unit :-

6. If the product is exported, give details

Serial category Types of Raw Countries | Name and address Export
No. . Materials/ expected to of the foreign Quantity
(Raw Materials/ Medicines/ export company (Kg / Unit)
Medicines/ Packaging material/ last year
Packaging material/ Preservatives/
Preservatives/ Excipients) to be

Excipients etc.) exported

Expected
export
quantity for
next year
(Kg / units)

7. Details of imported material used in the preparation of production (If available)

71 Whether imported materials are used in the preparation of medicine? Yes/No

79 If yes, Name of institution issued license for importation of materials
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License No.: -
7.3
Date: -
7.4 Country of import
7.5 Name of the raw material manufacturer in relevant country
7.6 Address
7.7 List of imported raw materials (relevant documents to be submitted)
u . . Yes/No
73 as any processed products been imported to be used as a raw material in the
’ product?
7.9 If yes, name / names of processed products imported as raw materials
H I obtained from D f Ayurveda to i h Yes/No
710 as separate approval obtained from Department of Ayurveda to import suc
’ product?
If yes, the referral letter number
7.11
Date: -
8. Details of raw materials that restricted by the rules and regulations imposed in Sri Lanka:
Serial Type of District and Address of License Quantity of raw Quantity
ingredients Divisional the place of number materials used in | expected to be
No. | restricted by | Secretariat where | procurement and date of above product last | procured in
law the relevant raw | of the relevant | approval for year (Kg / Unit) next year (Kg
materials are raw materials the use of / Unit)
procured the relevant
ingredients
9. Certificate of consultant Physician
PPt (Name)  holder
of National Identity Card NO.........cccooviiiiiiiiiiiiiiiiiiin. O

(address) the consultant Ayurvedic medical practitioner of the above

named institution/ayurvedic drug manufacturing company hereby certify that I abide by the Registered Ayurvedic Medical
Practitioners Rules No. 1 of 2014 made under the Ayurvedic Act No .31 of 1961 and that I am legally responsible for
standard of the products and in connection therewith manufactured under my supervision and that I will provide my services
full time and that I will be held responsible and will be responsible personally for the correctness of all information
disclosed under No. 4 hereto

Signature of ayurveda practitioner: -

Official seal

Date: -
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10. Declaration of applicant: -

I hereby certify that the information given in the application is true and correct. I am personally responsible and liable for
the accuracy of all information furnished herein.

Signature of applicant: - Date: -

Official seal

Official use only
Money order No.: -
Receipt No.: -
Document submitted date: -

Note :Complete O /Incomplete O / Forged document O / Complaints O

Name and signature of person received: -
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Form I

Application for Cultivation, manufacture of Ayurveda products, storage, distribution, sale, transportation and
exportation of Medicinal cannabis

For Official use only
File No./ Registration No.: -

Money order/ Receipt No.: -

Date of issue: -

Signature of subject officer: -

Nature of Business

Local Organization O Foreign Organization O
A joint venture O A sole proprietary O
Obtaining a temporary license Obtaining a permanent license
Cultivate O Cultivate O
Manufacture O Manufacture

Export O Export

Put the “v’sign in the appropriate box.)

1. Details of the applicant

1.1 | Name of applicant: -
1.2 | Address: -
1.3 | National Identity card/ Passport / Driving license No: -

1.4 | Profession: -
1.5 | Telephone No.: - Fixed

Mobile

1.6 | Email address: -

2. Details of the manufacturing company/business

2.1 | Name of company /business
2.2 | Address: -
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2.3 | Telephone No.: -

2.4 | Email address: -

2.5 | company/business registration certificate No.: -
Date of Issue: -

2.6 | If registered under Department of ayurveda
Registration certificate No.: -
Date of issue: -

2.7 | Date of establishment of company/Business: -

2.8 | Applicant’s position in the company/Business: -

3.

Details of Board of Directors/Partners/Members

(Details of all members/partners should be submitted)

Serial
No.

Designation in Full name of officer/board National Identity
company member Card Number

Specimen Signature

Annexures relating to Nos. 1, 2, 3

(If copies are attached, mark v* in relevant column)

01 certified photocopy of Business/Company Registration Certificate
certified photocopy of Registration certificate

02
(If registered under Department of Ayurveda)

03 Photocopies of National Identity Card/Passport of Applicant/Board of Directors/ Members/
Partners (mention number of attachments)

04 Bank statements of Near 3 months of local/foreign bank accounts to verify financial
capability

05 [ Certificate of bank balance of approximately near 3 months in local/foreign bank accounts

06 | Document authorized to sign on behalf of the company

07 | Affidavit confirming authorization to sign on behalf of the company

08 If the relevant entity is a company, the report containing the authorized board of directors’
decision to submit the EOI (Board Resolution)

09 In case of Sole Proprietorship/Partnership, Affidavit confirming the nature of the business
and personal details.

10 Cash Receipt of Non-Refundable Deposit Fee Credited to bank account of Department of

Ayurveda
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4. Details of Consultant Physician
4.1 | Full name of consultant physician: -
4.2 | If registered under Department of ayurveda Special 0 General O
Registration certificate No.: -
Date of issue: -
Date of Renewal: -
4.3 | Section of special registration: -
4.4 | Personal address: -
4.5 | Telephone No.: - Fixed
Mobile
4.6 | Email address: -
5. Details of pharmacist
5.1 | Full name of pharmacist: -
5.2 | Ayurveda Medical Council Registration no: -
Date of issue: -
Date of Renewal: -
5.3 | Personal address: -
5.4 | Telephone No.: - Fixed
Mobile
5.5 | Email address: -

Annexures relating to Nos. 4,5

(If copies are attached, mark v in relevant column)

01

Certified copy of consultant physician’s Ayurveda Medical council registration certificate

02

Certified copy of pharmacist’s Ayurveda Medical council registration certificate

6.

Details on cultivation

(In case of more than one land, annexures should be submitted for each cultivation land in this format)

6.1 | Name of the company/business/individual who acquired the
ownership of the cultivation land

6.2 | Address: -

6.3 | Telephone No.: -

6.4

Email address: -
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cultivation
Professional qualification (Mention the degree/s)
Personnel Address

National Identity card/ Passport / Driving license No: -
Telephone No.: - Fixed: -

Mobile: -

Email address: -

6.5 | Area under primary cultivation Acres
Area under secondary cultivation Acres
Total area of cultivation Acres
Used for cultivation
6.6 | How the land is surrounded A border wall O
Mesh covers/Cover fencing O
6.7 | Province: -
District: -
Divisional secretariate: -
Grama Niladhari Division and No.: -
Of cultivation land
6.8 | Nature of ownership of the applicant party in respect of the
cultivated land
6.9 |Rate No.: -
6.10 [ Date of commencement of cultivation land
6.11 | Name of Agriculture instructor supervising primary
cultivation
Professional qualification (Mention the degree/s)
Personnel Address
National Identity card/ Passport / Driving license No: -
Telephone No.: - Fixed: -
Mobile: -
Email address: -
6.12 | Name of Agriculture instructor supervising secondary
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6.13

License number obtained from the Central Environment
Authority for maintaining a cultivation land: -

Date of issue: -

6.14

If registered under Department of ayurveda,
Registration certificate no: -

Date of issue: -

6.15

Are the proper protective measures recommended by Yes O
Department of Ayurveda being followed?

Annexures relating to No. 4

(If copies are attached, mark v in relevant column)

01 Copies of documents proving the ownership of the cultivated land
Photocopies of National Identity Card/Passport of cultivation supervising agriculture

02 [ instructors
(Mention number of attachments)

03 Copy of certificate proving qualifications of primary cultivation supervising agriculture
instructor

04 Copy of certificate proving qualifications of secondary cultivation supervising agriculture
instructor

05 | Detailed report on the safety measures used for the cultivated land

The following annexures must be submitted before granting the permanent license

06 | Photocopy of license obtained from Central Environment Authority

07 | Photocopy of Medicinal Cultivation Registration Certificate of Department of Ayurveda

08 Police Report of the Police Officer in Charge of the Police area to which the Cultivated
Land belongs

09 Observation report with the counter sign of the divisional secretariate and signature of

Grama niladhari which the Cultivated Land belongs.

7. Details of drug manufactory
7.1 | Name of drug manufactory: -
7.2 | Address: -
7.3 | Telephone No: -

7.4

Email address: -




108A

[ @00¢es : () edee - § Eo2 YBENTFd @b Smobed 88 Dene ved sm6 - 2024.04.08
Part I : Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

7.5

Province: -

District: -

Divisional secretariate: -

Grama Niladhari Division and No.: -

Of drug manufactory

7.6

Applicants’ nature of right regarding the drug manufactory
and manufacturing land

7.7

Area of land owned by the drug manufactory

7.8

How the land is surrounded

A border wall O

Fence with mesh cover O

7.9

Rate No.: -

7.10

If registered under department of ayurveda,
Registration certificate No: -

Date of issue: -

7.11

Date of establishment of drug manufactory: -

7.12

Full name of consultant physician: -
Personal address: -
National Identity card/ Passport No: -
Ayurveda medical council registration No. and Date: -
Section of special registration: -
Last Renewal Date: -
Telephone No.: - Fixed
Mobile

Email address: -

General [J Special [

7.13

Name of supervising technical officer
Personal address: -

National Identity card/ Passport No: -
Telephone No.: - Fixed

Mobile

Email address: -
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7.14 | License No obtained from Central Environment Authority

Date of issue: -

7.15 | Is this drug manufactory built as per recommended safety Yes O
regulations approved by Department of Ayurveda?

Appendix relating to No. 7

(If copies are attached, mark v in relevant column)

01 Certified copy of Ayurveda Product Registration Certificate under Department of Ayurveda

02 | Certified copies of documents proving ownership of drug manufactory

Copy of Ayurveda medical council registration certificate of the physician supervising the

03 drug manufactory.

Copy of certificate proving qualification of technical officer supervising the drug

04 manufactory.

Photocopies of National Identity Card/Passport of technical officer supervising the drug
05 manufactory.

(Mention number of attachments)

06 | Detailed report on the safety measures used for the drug manufactory.

The following annexures must be submitted before granting the permanent license

07 | Certified copy of license obtained from Central Environment Authority

Police Report of the Police Officer in Charge of the Police area to which the drug manu-

08 factory belongs.
Observation report with the counter sign of the divisional secretariate and signature of
09 . A
Grama niladhari which the drug manufactory belongs.
8. Details of Product

(Products here indicates “Ayurvedic medicines and other cannabis related products”, In case of more than one product,
annexures should be submitted for each product in this format)

8.1 | Category of product Medicine O
Diet and nutritional O
supplementary
Cosmetic products O
Devices O
Other .....covvvieieiiieeceee,

8.2 | Trade name of the product

8.3 | Text book name of the product
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8.4 | Name of text, page, recipe No.
(Please mention whether this product is
obtained from Classical texts/ pharmacopeia/
Traditional base)
8.5 | Therapeutic indications/uses of product For Therapeutic purpose O
For rejuvenation purpose
For Cosmeceutical purpose O
(O 111 1<) S
8.6 | Dose and dosage
8.7 | Route of administration Orally O
External application O
Inhalation O
Vasti O
Nasya O
Other .....coooeeviiiiiiieeceee,
8.8 | If you have obtained registration for this prod-
uct under department of ayurveda before:
Registration number first-time: -
Date: -
Registration number last -time: -
Date: -
8.9 | Has any research been done on this product in Sri Yes (|
Lanka after first registration?
No O
8.10 | If yes, briefly describe the results
9. Summary report on products
Mode of approval
Text book Tharnacopele f d f onui)Ig::g‘[s Expected
Serial Trade If approve rom |7 Prodt quantity per
Category | name of the 3 TCAM., medicine | in previous
No. name | o | ’ next year
product = |2 |[& |name, numberand | year (Kg/ K ;
=5 B2 | s . (Kg / unit)
> 1= = date unit)
< |»n |=
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10. Summary report on above product/products containing cannabis species, all subspecies and other ingredients
restricted by the rules and regulations imposed in Sri Lanka.

Serial | Chemical/ District and Address of | License Quantity of raw Quantity
No Scientific Divisional the place of | number materials used | expected to be
Name of Secretariat where | procurement | and date of in above product [ procured in
Ingredient the relevant raw of the approval for last year (Kg/ | next year (Kg
Restricted materials are relevant raw | the use of Unit) / Unit)
by Law procured materials | the relevant
ingredients

Annexures relating to Nos. 08,09,10

(If copies are attached, mark v in relevant column))

01 If it is a new product, mentioned the recipe

02 [Ifitisanew product, certificate of approval obtained by TCAM

03 | Ifregistered under Department of ayurveda, copy of the valid certificate

Has any research been done on this product in Sri Lanka after first registration, attach a

04 copy of the report/publication

11. Details of imported raw materials/packaging/preservatives/excipients used in the manufacturing process of related
product

(In case of more than one raw material/packaging/preservatives/excipient, annexures should be submitted for each production
in this format. If applicable Only)

11.1 | Have any Imported raw materials/packaging/preservatives/ex- | Yes O
cipients been used for the respective product?
No O
11.2 | Scientific/Textbook name of the any processed product if it is
imported to be used as an ingredient in respective product.
11.3 | Nature of raw material
11.4 | Scientific/Chemical name of raw material
11.5 | Raw material Common O
Rare o
Endemic O
Threatened with extinction O
11.6 | Are there regulations or ordinances related to the ingredient?
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11.7 | Mode of import/export of raw materials Raw O
Dry O
Extract O
Other.....cccvviiieeiieeeeeeee,
11.8 | Scientific/Chemical Name of Packaging material/preservative/
excipient
11.9 | Trade Name of Packaging material/
preservative/excipient
11.10 | The expected quantity to be imported in a year (Kg/unit)
12. Summary report related to import goods
Serial category Types of raw Country Name and Quantity Expected
No. ' materials/ expected to address of of imports [ Quantity of
(Raw Materials/ Ayurveda products | be import | foreign company | during last | imports next
Ayurveda PTOdUCtS/ / packaging/ year (Kg/ |year (Kg/
Packaglpg/ preservatives/ Unit) Unit)
Preservatives/ excipients expected
excipients etc.) to be imported

Annexures relating to Nos. 11,12

(If copies are attached, mark v in relevant column)

01 Registration certificate issued by Department of Ayurveda for importation of each category

02 Copy of letter approved by Ayurveda Drugs and Products Regulatory Council in regarding
the product to be imported.

03 Certified Copy of Sample Import Permit issued by Department of Ayurveda

Following documents should be submitted at each Shipment In order to obtain the import license
issued by the Department of Ayurveda for each shipment.

04 | Detailed quality assurance report of imported goods
05 | Certificate of origin of the imported product
06 [ Approval obtained from Sri Lanka Import and Export Control Department
07 | Pro-forma Invoice issued by the seller
13. Details of Storage
(In case of more than one storage, annexures should be submitted for each storage in this format)
13.1 | Name of storage: -

13.2

Address: -
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13.3 | Telephone No.: -
13.4 | Email address: -
13.5 | Province: -
District: -
Divisional secretariate: -
Grama Niladhari Division: -
Of storage
13.6 | Rate No.: -
13.7 [ Date of establishment of storage: -
13.8 | Nature of ownership of the applicant party regarding the
building and land where the storage is established
13.9 | Area used for storage Raw material .................. Sq. ft
(Indicate the square ft amount separately) Products ...l Sq. ft
Packaging ... Sq. ft
Preservatives ..o Sq. ft
Excipients ~  .ceeeenen. Sq. ft
13.10 [ Ifregistered under Department of ayurveda
Registration certificate No.: -
Date of issue: -
13.11 | Is this storage built as per recommended rules and regula- | Yes O
tions approved by Department of Ayurveda?
No O
13.12 | Whether the storage is maintained in accordance with the | Yes O
regulations approved by Department of Ayurveda?
No O
13.13 | Are quarantine measures followed to secure stored materi- | Yes O
als within the storage premises?
No O
14. Details of Store Keeper/Keepers

(In case of more than one store keeper, annexures should be submitted for each individual in this format)

14.1 | Full name of store keeper
14.2 | Personal address
14.3 [ National Identity card/ Passport No/Driving License No: -
14.4 | Telephone No.: - Fixed
Mobile

14.5

Email address: -
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15. Details Regarding Storage
Serial [ category (Raw Materials/ | Types of raw materials/ Quantity stored Expected quantity
Medicines/ Packaging Medicines/packaging during last year (Kg | expected to store
No. materials/ Preservatives/ materials/ preservatives/ / Unit) for next year (Kg/
Excipients etc.) excipients stored Unit)

Annexures relating to Nos. 13,14,15

(If copies are attached, mark v" in relevant column)

Registration certificate obtained from Department of Ayurveda for the storage of each

01
category
Confirmation document of ownership of the applicant party regarding the building and
02 . .
land where the storage is established
License issued by the Department of Ayurveda for the storage of cannabis species, all
03 subspecies and other ingredients or Ayurvedic products containing such ingredients
restricted by law in Sri Lanka
04 | Photocopy of license obtained from Central Environment Authority
05 Police Report of the Police Officer in Charge of the Police area to which the storage
belongs
06 Observation report with the counter sign of the divisional secretariate and signature of
Grama niladhari which the storage belongs
07 Photocopies of store keeper/s National Identity Card/Passport (Mention number of

attachments)

16.

Details on vehicles expected to be used for transportation purposes

16.1

Number of vehicles expected to be used: -

16.2

(If multiple locations, give separate details of each
location)

Province: -

District: -

Divisional secretariate: -
Grama Niladhari Division: -

Of vehicle location

16.4

Type of vehicle Vehicle number Color Engine capacity
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17. Driver’s details
Name of driver Driving license No. Driver’s Personal address
18. Details on Ayurveda Medicines / Raw materials / Packaging materials to be transported
Category
(Ayurvedic Type of Ayurvedic Quantity Annual quantity
Serial Medicines / Medicines / Raw materials | Trade | transported during | expected to be
No. Raw materials / Packaging materials name | the last year (Kg/ | transported (Kg/
/ Packaging intended to be transported Unit) Unit)
materials)

Annexures relating to Nos. 16,17,18

(If copies are attached, mark v in relevant column)

Registration certificate obtained from Department of Ayurveda for the transportation of

01 each category

License issued by the Department of Ayurveda for the storage of cannabis species, all sub-
02 [ species and other ingredients or Ayurvedic products containing such ingredients restricted
by law in Sri Lanka (Permit should be obtained in each case of transport)

03 | Route map showing the expected routes to carry out transport activities

Certified Photocopies of revenue license certificates of vehicles to be used for
04 | transportation of Products/ Medicines / Raw materials / Packaging materials /
Preservatives/ Excipients

Photocopies of driving license of drivers
05

(Mention number of attachments)

19. Details related to exportation

(In case of more than one type, annexures should be submitted for each type of goods in this format)

19.1 [ Type of goods expected to be imported products O
Raw Material O

19.2 [ Nature of the product to be imported Medicine O
Diet and nutritional O
supplementary
Cosmetic products O
Devices O
Other ....ocvveeieiiiieeeeee,
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19.3 | Trade name of the product to be exported
19.4 [ Textbook name of the product be exported
19.5 | Mode of export Raw O
Dry O
Extract O
Other.....cooeeiieieieeeeeee
20. Summary report of the goods to be exported
Serial | category Types of raw Country Name and Quantity Expected
No. ) materials/ expected to address of exports Quantity of
(Raw Materials/ | Ayurveda be export of foreign during last | imports next
Ayurveda products / company year (Kg / year (Kg /
products / packaging/ Unit) Unit
Packaging/ preservatives/
Preservatives/ | excipients
excipients etc.) | expected to be
exported

Annexures relating to Nos. 19,20

(If copies are attached, mark v in relevant column)

01 Photocopy of the document approved by the Import and Export Control Department for
export of the above good/s

02 Photocopy of the document approved by the Export Development Board for export of the
above good/s

03 Photocopy of the document obtaining a Tax Identification Number issued by the Inland
Revenue Department

04 Photocopy of the document registered with Sri Lanka Customs for export of the above
goods

05 Photo copy of the said document if prior approval has been obtained from the Department
of Ayurveda for export of the above goods

21. Details about the project proposal to be submitted for feasibility study
21.1 | Name of project proposal
21.2 | Details in brief

Annexure relating to Nos. 21

(If copies are attached, mark v in relevant column)

01 project proposal
02 | Detail report on the human resources expected to be used in the project
03 Affidavit to act in accordance with labor, women and child protection laws
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Schedule III

Price Schedule

No. Service Unit Value

Registration of Local Products / Medicines - Normal Process
Registration/Licence fee LKR 15.000.00

1

_ *

Renewal fee - Annually LKR 5.000.00
Appeal fee LKR 7.500.00
Registration of Local Products / Medicines — Expedited Process

2 Registration/Licence fee LKR 30,000.00
Appeal fee LKR 10,000.00
Registration of Imported Products / Medicines/ Local Business - Normal Process

3 Registration/Licence fee usSDh 500
Renewal fee - Annually* USD 150
Appeal fee usSDh 200
Registration of Imported Products / Medicines/ Local Business — Expedited Process
Sample Licence fee USD 200

4 | Any change of sample licence USD 100
Registration/Licence fee USD 1,000
Appeal fee usSDh 300
Registration of Export Products / Medicines/ Local Business - Normal Process

5 | Registration fee USD 10
Renewal fee - Annually (each product)* usSDh 10
Registration of Export products/medicines / Local Business — Expedited Process

6 | Registration fee USD 20
Renewal fee - Annually (each product)* usSDh 20
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No. Service Unit Value
Registration of Manufacturing premises - (Normal Process)
Registration/Licence fee LKR 50,000.00
Annual registration*® LKR 25,000.00
7 Duplicate certificate fee LKR 5,000.00
Drug Stores LKR 15,000.00
Drug Stores - Renewal Annually* LKR 10,000.00
Registration of Manufacturing premises - ( Expedited Process)
Registration/Licence fee LKR 100,000.00
Annual registration* LKR 50,000.00
8 Duplicate certificate fee LKR 5.000.00
Drug Stores LKR 30,000.00
Drug Stores - Renewal Annually* LKR 20,000.00
Approval for media advertisement - Normal Process
o | Paper advertisement LKR 40,000.00
Mass media / Social media LKR 40,000.00
Approval for media advertisement - Expedited Process
10 | Paper advertisement LKR £0,000.00
Mass media / Social media LKR £0.000.00
Transport Certificate - Normal Process
Registration fee LKR 15,000.00
11
Duplicate Certificate fee LKR 5.000.00
Annual renewal fee* LKR

10,000.00
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No. Service Unit Value
Transport Certificate - Expedited Process
Registration fee LKR 30,000.00
12 li ifi fi
Duplicate Certificate fee LKR 5.000.00
F
Annual renewal fee LKR 20,000.00
Drug stores (Store with manufacturing unit excluded) - Normal Process
Registration/Licence fee LKR 25,000.00
s li ifi fi
Duplicate certificate fee LKR 5.000.00
F
Annual renewal fee LKR 15,000.00
Drug stores (Store with manufacturing unit excluded) - Expedited Process
Registration/Licence fee LKR 50,000.00
1 li ifi fi
Duplicate certificate fee LKR 5.000.00
E3
Annual renewal fee LKR 30,000.00
Pharmacy - Normal Process
Registration/Licence fee - Retail LKR 20,000.00
15 li ifi fi
Duplicate certificate fee LKR 5.000.00
E3
Annual renewal fee LKR 10,000.00
Pharmacy - Expedited Process
Registration/Licence fee - Retail LKR 40,000.00
16 li ifi fi
Duplicate certificate fee LKR 5.000.00
Annual renewal fee* LKR

20,000.00
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No. Service Unit Value
Projects related to Cannabis
Refundable Deposit UsSD 100,000
Project evaluation fee USD 1,250

17 | Temporary licence fee UsSDh 300
Permanent licence fee USD 200
Renewal fee - Annually - each item* UsSDh 200
Appeal fee USD 250
Duplicate certificate fee UsSDh 10

value addition

Importing raw materials/capsules/packing materials/substance/other product related to Ayurveda

Licence fee - each product
18

LKR

10,000.00

Fee for No Objection letter - each product LKR 5,000.00
_ *

Renewal fee Annually - each product. LKR 2.000.00

* 10% Penalty fee will be charged for each application delayed every month.
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Schedule IV

2153800¢ BEwis0010ws Bwwted B8e® wunBm wyw
QueiGers 2 MUSFH) BleveowoTHL1 LFlay GVFulujLd Fes K% 1p
CERTIFICATE OF REGISTRATION OF AN AYURVEDIC MANUFACTURING CENTER

DEo® WICD e» &80 g ¢ 008D Yl Gomw
QF6LGY/LILY WITEGLD Q&1L FHSHLD Ylzoli) Fresr BB LSlest @evdsib
Valid Period from Up to Certificate No.

30gbede ©cbne®sind B8535 1961 gom 31 ¢Om gugbeds vmes gmIdd »o D830 Bs »o7m EAD Bewio v cvecEdEd BRs »oEm CA®
Bewsio v coecEdEO c0BD wovn Dl ¢edn Bims egbeds @9l Bueicm®Ides el Ewintd o B¢ D @85 wuBm 8.

1961 b gyevsrg e 31 b Qevds QueTeus FLLSder LTSI FTevdbSD@GS FHTeud UPHIGLILIGLD FLLEGT HMILD HBeynbbeLFHEhsE TP FLps
@O L1(RLD BleneLUILDTET & LOBES) 2 DG BleveuuoTHL1 Lgle) QF i (661 %) 616l LIGeeT 2 MG ILI(hd S %6 Gnett .

I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, the place detailed below has been registered as an Ayurveda drug manufacturing center.

@ B85 ewd BB wamsem Bovoymc Bewiows 9853 »ES D@ 0T C1RADeMIS Bt e0® O wudn wyed Bewss & 8O e ... [>)
DCHE 6T 000 BHBDBE DERD SO8.

STGUTGUTITGY 9f6bevd; FL L ddlesr eTpLT(REere wpevld Qudgid Qi mal Lie, QF FreiPs) LSSISSe @GULUIILLILLETET BeoSBeFHS ... aUBL
FTLSHNG QF FneTBlsp QFeLoLILg WTEGLD.

This certificate shall remain valid for a period of ..... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

2980 BErm0rded HO
oGBS 2 PLIGS] BlaveuidEle QLT
Name of the Drug Manufacturing Center

BEeemomded E8mw
LB 2 DLIGE) Bleneviidsdlest (Lpsarf]
Address of the Drug Manufacturing Center

@980 Bgennid eB88mded »®
LB 2 DLIGE) Blevevws 2 fenLowiTenfles Gy
Name of the proprietor of the Drug Manufacturing Center

BEewue ®oy v Dz Do
SWTHNSFHIIRID LS/ FETI60T QLIGHFHFEIT

Types of drugs being prepared

@980 Bsimnics 880 § Ema
LB 2 DLIGE) Blevevuild BIMIeU LI L $HFS)
Date of the Establishment of Drug Manufacturing Center

cuedon eedindiwed »® w Bwnged Gomad
9 GevmFanest eaudglwflest QLT LHmih LiFlay Gevdsid
Name of the Consultant physician and registration No.

30gbede ©m®e08e8 EHHE
94,/6TT 361G YEOCTOIUITGNTT [BTUISLD
Commissioner General of Ayurveda

20, ®e B o 80 0D 10, BNBWBD, BVCOO GIGPed e¢lnedsinedE «.
9U6TB6LSG HeGTTEEGTLD, LOQDITHLD. 20 cevevneriirienrnrnnes 941D 9,6u51(h) LD &LD QYLD HFH)
..................... of cooiiiiiiiiiiiiicee .20 e Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

WoRIBBBB : @HB WS VeSO wOITIVews? BBL® ednws @B & »@ & 2D E» 14 B emed cn® s gne.
FeuesfILiL): GLopdn L L eflgmisefled LmhHpLb 6TeeUGuiey/tb eTMHIILLT6D, YLbLoT HNSSIenest 14 HTLF@hFG6T 9Plaiss Gaicwsi(hLb.
N.B. Any change in the above particulars must be notified within 14 days.
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g13bede 0 BEwicmesd Bweiwt.d B88e® wuBn wye

QQuaTGea s LFHw 2 HuSHevwrl LFay GFuujd F et 5% 1H
CERTIFICATE OF REGISTRATION OF A NEW AYURVEDA PRODUCT

DEo® 2R 2 80 2 ¢ ©H5D e o
QFGLGYLILG WITGLD QFTLFSHLD (T Fresr s Lflest @evdsih
Valid Period from Up to Certificate No.

203bed¢ ©centne®3nd B85 1961 gowm 31 (O @I1gbieds Bmes BICD »1 D8OS B Wom D Bewlv » CBecEdE BOBY wvm dedwd
cUBedn gigbeds 0 BEsicmes eEsd Bwinged »om ¢ D e®853 wuBm »OS.

1961 b gewnger 31 b Qevds QuerGaid FLLddler LTSI FTLSSNGE: HTeb uPBIGLILIGLD FLL®ST WHMID  YBandbSes@hd@ TN ELHs
@O L1(RLD BleneuuiLnTedt &) ueiGealsk Ldw 2 HLidHleowlienuils Lige) Q&F i’ (N6 6168 LIGemeT 2 MBI iI(hd g% %t Gmest

I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, the place detailed below has been registered as an Ayurveda new product.

@ 3823 e BB wavswm BoseRC Bewlows 085 »ES @DEQ eWoY CRPeS B 8 wudn vyed wews & 8O el ... 2 DICEE
©¢H OO BHBW®B DEQD BOS.

STGUTGUTITG 9GUevg) FL L ddhes erpLn(hsehet wpevth Qg d Qi mail L6, @)F FrerBisy LUbSIsHe GELLN LU BOTET et SBENBHES/ .vvveeenee. QU(BL
FMeSHING @F Frei BpLp QFeLoYLIG WITGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

@980 Bdsigmnided HO®
@b 2 D) Fleveuuidbledt QL
Name of the Drug Manufacturing Center

Bsocmeided E8mw
LO@hbG) 2L Bleveviiddleo (pdeurf)
Address of the Drug Manufacturing Center

@980 Bdegsnnd a88mded »@
LB 2 ML) Blevevws 2 Aevtowrenfesr Gy
Name of the proprietor of the Drug Manufacturing Center

Bhoema 07 CAD »HO BEsgmE obww/ Catogery/
SWTAFGFHILIBLD LG D PLIdS) IHFH6IT coecEama/ Schedule
Name of new Ayurveda product

280 BB BEsEmaE e3¢0 3O g T
LBl 2 DLISEGETS e InFFS UL HFH)
The date the new product is approved for production

coeldanm eederdimed O wy Ewited goma
9 Bavrganes evadduilest QLT Lopmith Lighla) @evseib
Name of the Consultant Physican and registration No.

ggbede em®@e08e EHAHE
9/6TTBaG Y EOCTITWITEI[T [HTUIFLD
Commissioner General of Ayurveda

20 O OB B ©O@ ©m0DD 00, 2D, VOO Igeds e¢Ibned®sned «.
2,)67TG6IS He6TTSFGTLD, LOQDTFHLD. 20 ceverirariaranraranns 91D 9y,6u51(h) LOT LD QLD Hlak)
..................... of .ooiviiiiiiiiiiicc .20 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

BoRBEBE : @O weHs DEnd BPATVens BB ednu ¢ D »® & D E» 14 I amen ¢o® o gne.
SeesiIIL]: GLopdn i’ L efligkisefed orpHpLd 676veUGuien/tb eTIHIIL L TG, QLbLoTDNGSIenest 14 BTl F@h&SGeT 9maiss Gaiewsi(hLb.
N.B. Any change in the above particulars must be notified within 14 days.
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20glede @y &S Crinted S8e® wuSn vy
uaiGaug ID(HKSH alDLET BlenevwdHeweTLl ugay GFuiujb Fres 1%L
CERTIFICATE OF REGISTRATION OF AN AYURVEDA PHARMACY

DEo® IES g 80 g ¢z 205D oped o
@ &FGLGY/LILY WITEGLD QBTL&ESHLD UeDT Frer s LSlest @evdsih
Valid Period from Up to Certificate No.

$gbede ©¢line®@nd B85 1961 gom 31 (OB gigbeds vmes’ Bt ® O8HOC B wom EABL Bewln ® Cve¢EdEl BB wvn Dedmd
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I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, the place detailed below has been registered as an Ayurveda pharmacy.

@) 3823 end B mavnem Boveymc Bewlow:s 985 »ES ¢DEQ 0007 C@Penrs B 08 wudn vyed wews’ & 80 Oed ... » DS
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FMTLSENG QF FneBlep QFeLoLILY WTEGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

gbede Dguwed »H®
LB @IHLIHET Hleneuuidlest GLiuwiT
Name of the Ayurveda Pharmacy

gbede gwed E8mw
LB @IDHLIGHET Blenevuibdlet (Lpgaf]
Address of the Ayurveda Pharmacy

gbede dgue e88mded »®
LB ailpLienes Blenevws 2 fentowimenrfles Gl
Name of the proprietor of the Ayurveda Pharmacy

20CD WOR CAD VIBL) MDD
QNDLIGH6sT QEFUILIIIRLD LO(hbS %6
Categories of drugs sold

2gbede DguE @cdy e o
OB @INLIGHET [Bleneuuith QL TIDLNSGSEHLII L HlHH)
Date of Establishment of Ayurveda Pharmacy
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LoBibG) efpLieveT Blevevw b Teniest QL pmib Ldla) Gevdsih
Name Registration Number of the Pharmacist in charge of the Ayurveda Pharmacy

iglede 19088 SHHE
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Commissioner General of Ayurveda

20. ®es OB 8 den @00 0, 2BBD), ©HCO® giglied: eclned®sined .

QUGTBaG BeVCTT HFGNLD, LOQDTFLO. 20 cererarvrrererannnnnes QYLD Y GTTT(B) +vevrersrvvrseranns LOTBLD ceveveverinnnns QYLD HlF)
..................... of .20 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama
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N.B. Any change in the above particulars must be notified within 14 days.
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CERTIFICATE OF REGISTRATION OF AN AYURVEDIC DRUG STORE
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Valid Period from Up to Certificate No.
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I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, the place detailed below has been registered as an Ayurveda drug store.

@ 3823 e BB wavsem Bosmymc Bewlows 9853 »ES aDEQ eWOY C@Peurs B 8 wudn vyed wewsd & 8O el ... 2 DICEE
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FTLEHHNG Q)F FreBls QFeboyLILg WTELD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.
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Name of Ayurveda drug store

abede Bdwicm ©thed E8mas
LO(bbG) SETEhFUI Hlevevuidglest (Lpsaf]
Address of the Ayurveda drug store

OO gw B@Ive®/Dxided/ ¢@38m0ed H®
Lo(bbG) FeTEhdlur © MeviowiTerilesr QLT
Name of the company/business/proprietor whom the store belongs

©R DOT) CAD BEBED DITHE)
STGHFWILIIBSSHLILIBLD Lo F6T 6T QIeHSH6T
Categories of drugs being stored

aogliede BEocm 0D dd» § Emw
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Date of Establishment of Ayurveda drug store
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Name of the Registration Number of the Pharmacist in charge of the Ayurveda drug store

aogliede 10088 EmHDHE
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Commissioner General of Ayurveda

20 e OB B w0 ©m000 00, 2ID, @VOE YPeds ©¢Ibned®s3ned «.
96T BaS HEOGTTFHFELD, LOQDTHLD. 20 eeuvrrenvereienenns 91D 9y,6u51(h) LOT&HLD QLD Sk
..................... of o200 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama
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N.B. Any change in the above particulars must be notified within 14 days.
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CERTIFICATE OF REGISTRATION OF IMPORTATION OF AYURVEDA PRODUCTS
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Valid Period from Up to Certificate No.
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I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, that the registration for import of Ayurveda products is granted to the Company/Business/Individuals whose details are below.

@ B8 o B wavsem BSonmmc Bewlons O85 »ES 3dE.) 5008 CRPeWIS B e®8 @8 wuBn vyed weHzd &5 8O DJ ...
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FTLSHNG QF FneTBlsp QFeLoLILg WTEGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

$beds Bdwicm @menm 8@wed/dxisded/adocnied H®
e Barug © MHiidd) @nd@Log) Bimyeesribmumiinmib el bLiMes QLT
Name of Ayurveda Products Importing Company/Business/Individual
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Address of Ayurveda Products Importing Company/Business/Individual

DB 07 CRAD grgbieds Besiem
Grsgiod) guenGais @b 2 PUSZTE
Imported Ayurveda products

3i3lede Bwaemrs GImns GgOeBmOE  obedses Bebam geEBe e
UG 2 HLIGH QADSHELg CHemal EnanT Lo affLIenesT
Import requirement of Ayurveda products Research Specimen Sale

¢i3lede Bdwues ©R O Blimed O »r B8mae
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Name and address of Ayurveda product store
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@DS@Log) LHmILD THMILLSE S RLILITL (RS Sevewrsaendder Liglajs Fneimsyp Qevdawpd Hedlub
Number and Date of Import Export Control Department registration

0dBws 18® ecline®sind 085 B B A DDV GBS
CHANI CU(BLOTEITS FewETTI ST et (LpcuLh euLPMIGLILIREESTD aurf) oL wirer @evdssLb
Tax Identification Number issued by the Inland Revenue Department

3380 BEwesy OB BEW COS B o elned Ewisted g
GopLig. QUITEL F6iT GDEH@Log) QFiIISHHTS Qevmiend FmissHe Liga) @evdeid
Sri Lanka Customs registration number obtained for import of Ayurveda Products

20gbede ©m1®e08ed EHHE
<94,/6TT 361G YEOCTOIUITGNTT [BTUIFHLD
Commissioner General of Ayurveda

20. (OF B > 0@ ©OD @0, BNBTB), FVCVO IGbed: e¢tnedsinedE «.

9y Lb 94,6051 (h) LDT&LD QYLD HFF)
Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama
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FaueslliL: Guopan Uil L eflrmigeflsy LorhHpLb 6Teva Guign/th eTDLIL L T60, QfLbioTHD&SenerT 14 BT F@hH@G6T OPlalss Gaiewi(pib.
N.B. Any change in the above particulars must be notified within 14 days.
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CERTIFICATE OF REGISTRATION OF EXPORTATION OF AYURVEDA DRUG PRODUCTS

DEo® 2R g» 80 g a3 205D sped o
QFGLGYLILG WITEGLD Q&FTL&SHLD (T Fre DB LSlest QevdsLh
Valid Period from Up to Certificate No.

2ggbede ecentne®3nd B8 1961 gowm 31 (O @r1gbieds Bvmes B®ICD 1 D8HOS B WOy D Bewlo » CecBEdE VOB vy Jedno
Se0n B@IH®/D10e00w6/BEOEEIID WD $IYbeds BuEwics EHEHB eI BwWIngdn CA e¢n D 08 wuSm »T8.

1961 b gyewing et 31 b Qevds ueiGais FILdHetr LNTHIID FTLSBDGS HMeud auPHSIILIELD S LeeT LPMILD O1eNidderd@hs@ eTMNLI $ipd
@O LIL®LD BeveowLones &) e Galg 2 HLg®) QDIE@Lo5eTS Lidla) QF il (NeTeT 6TeiT LIS 2 mLILI(hd:% et Gnest

I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, that the registration for Export of Ayurveda products is granted to the Company/Business/Individuals whose details are below.

@ 8823 e BB asw® BoHWE Bewlows 085 BES aDEQ eIWOY) CRPewS B e®8 wuBn vyed wewsl & 80 el ... D DI
e8¢0 EO8 BYRDE DEQD wOS.

GIavTaoIITa) fevevdy ULl erpLITBeene apeud @rdgid Qeriminal i, @& FneiPsip LSSIEHer GBI LI Beier Bl SBedlBhs) ... QU(BL
FNWSSING QF FnaiBsp OFeOoYLILG WITGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

2980 FoHED BOIKed/Diced/ElncEed H®
e B Lo © MLidd) 61HmILods) Bimyeesthmuiriiniih eoLiMesr @it
Name of Ayurveda Products exporting Company/Business/Individual

Q980 FEmED BIKed/Dsisced/gloccied E8mw
Quy6TBes 2 DL DML Bmjeuestth pfwrLimh e pufles wpseurf]
Address of Ayurveda Products exporting Company/Business/Individual

GODEHS WOD CRAD Ggbed Bdwcm

eIDmIDS) Q61 Beis o Hidslsen
Exported Ayurveda products

0@gbede BEwiem gomem 2DOmOE  otedue Bebem 20EBE e
2u61Ga1g 2 PLIg) aTHMILog) GHeval QTS Lo aflbLiever
Export requirement of Ayurveda products Research Specimen Sale

gbede BEwiem 0 BOB Bdhimed »HO » E8mw
Q)63 LoBbG) 2 Diidh) FenhFluddlest QLD LpFeflujb
Name and address of Ayurveda product store

FIWB FOWBD SED ©¢lmedsTy Bwised aoms wi 8o
@n&@Log) opmith erdmIEd: 1 HLILITE (B Hlavewsidsarddle L FieiPsip @evssLod HsBluib
Number and Date of Import Export Control Department registration
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Tax Identification Number issued by the Inland Revenue Department
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GLopLig. QLINEL F6it TFHMILLS) QFiIaIgDSHET1S Qevniens GmissSeT Lga) @evdsib
Sri Lanka Customs registration number obtained for export of Ayurveda Products

aogliede 10088 EmhHE
9 U[eTBaIS QY EGTITUITGNTT [BITUIHLD
Commissioner General of Ayurveda

20 e OB B woeh ©m000 00, 2IBD, @HOE Ybeds e¢Ibne®s3ned «.
QLD eusi(B) LOTELD Qb S5
..................... Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

BoRBBBE : @ W DEHd BPBVenss BB ednu @B O »® J D o 14 B amen ® o gne.
seesiIiL]: Guopen i L elgmigefled trpHpib 676vaGuien/tb erMHIIL L T6D, QLbLoTHNSGSIenest 14 BTl FE@hESGeT 9naiss Galewsi(pLb.
N.B. Any change in the above particulars must be notified within 14 days.
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CERTIFICATE OF REGISTRATION OF IMPORTATION OF AYURVEDA RAW MATERIALS

DEo® IEG g» 80 g ¢ 205D e o
O &FeLEY/LILY WITGLD Q&ML &SI QUG Fresr BB LSlest @evdsib
Valid Period from Up to Certificate No.

@gbede ecetine®3nd B8535 1961 aum 31 (OB gr1gbied Bmes BICD » D853S B ®Om D Bewls 1 C8ecEdEY OB v Dedmd
cSeDn ©B@IH®/D1e006/5EOEEIID D PIYLeds @Fcdn BB eI Bwind.Bn ERI em A0 e@8H wudn »CE.
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I am hereby approving that in accordance with the Ayurveda Act, No. 31 of 1961 and subject to the orders and instructions issued from time to time by
the Department of Ayurveda, that the registration for import of Ayurveda raw materials is granted to the Company/Business/Individuals whose details are
below.

@ 383 end B mavnem Boveymc Bewlow:s 985 »EW ¢DEQ 0007 C@Penrs B 08 wudn vyed wews & 80 Ol .. D DICEE
B¢ ©O8 BHBBD DERD BOB.

GTGUTGUTTGY 9j6bevgy FL L GSlesi erpLT(pFeme wpeuh Qudgé Qi mallLmed, @& Frermboy LGSTSHEH GULIN LU (ReTen BeTBeFHS ... . QUL
SedbHNG @& Fnei Bpp QFeOoLIG ULITEGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.
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Name of Ayurveda raw materials Importing Company/Business/Individual

2QcOB D B@IVed®/Dxded/giocwed E8mwn
e Baug apeulIQLITHL $6iT @DSE@Lod) BimyeesibmluriiniibeNpLiMer wpsair
Address of Ayurveda raw materials Importing Company/Business/Individual

IBDEHS 0L CAD fLDB
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Imported Ayurveda raw materials

aGEOB PIIDED FOOBDIDED Yeduen Bebom gecde
961361 (LPeULIGNIT(BL FH6IT Ons@ig) ool ImUEFd Lo afHLIenesT
Import requirement of Ayurveda raw materials Research Specimen Sale

281 A WO Bmed »O » E8mas
9 ueTBe1S (LPeULIGIT(RL S6T F6MGhdluidglesr QULiuiELD (LpFairflujib
Name and address of Ayurveda raw materials store
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Number and Date of Import Export Control Department registration
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Tax Identification Number issued by the Inland Revenue Department

2B PIDBBIS BT IO B Comr 08Red Bwiesged o
ApeULIGLIT(HL %6 QIDéE@L0%) Qe iiaIsnhsns Qevniens: sngdSe Lk @evsdib
Sri Lanka Customs regsiration number obtained for import of Ayurveda raw materials
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Commissioner General of Ayurveda

20. (OF OB € ©ien @000 0, BB, ©HCO® aigled: e¢Ilne®3ned .
9U6TBaLG BeGTT SFHGLD, LOQDITHLD. 20 cevernvvrirrerannnnes QYLD 9,6u51(h) LOT&LD QYLD HFF)
..................... of o200 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

oErs : @ wEHws Dedmd BOITVeWs BBLE cOmw ¢ B »® & AD &» 14 & awrmen ® o gno.
FauesIiy: Gropenprii’ L agmigened omhHpLd 67606 Guigy/ib eTHIIL L TG, QIbioTHDSSIevest 14 BTl FH@hE@G6eT 9Plaiss Gaiewsi(Hib.
N.B. Any change in the above particulars must be notified within 14 days.
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QuaiGarg apelIGLT(HL %61 F pMIHuflenasTil LIFlay GFulud FreT Pl 1p
CERTIFICATE OF REGISTRATION OF EXPORTATION OF RAW MATERIALS

DEo® IR g» 0 g et 208D sped o
Q&FGLGY/LILG WITEGLD QFTLGFHLD Yl FrermiBLSlesr @evdsih
Valid Period from Up to Certificate No.

aggbede ecebine®@ind B8 1961 o 31 O @1gbied Bmes YIS ®I D8HDS B oy D Bewlo I CvecsdE WOBD wuvm Jedmo
S0 ©B@108/018006/H{OEEI0 D IEbed agcdn GLDBHG BEHI BwWILGBn CR e¢m D @823 wuBm WS8.

1961 b ewngerr 31 b Qevds ueiGais FiLddler LTSI FTeLSSNGE: HMeulb auPRIGLILIGLD FL L6 WHMID  BenIdbses@hd@ aThL FLps
@D L1(pILD BleveuuiLnTest &) 26T GaIg apeulIQUITBL $6T oI HMILHISHTSHLI Ligday QFUI LI’ (HETET 616 LIG®6T 2 nFI i i(hdg et Gnest

I am hereby approving that in accordance with the Ayurveda Act, No. 31 of 1961 and subject to the orders and instructions issued from time to time by
the Department of Ayurveda, that the registration for export of Ayurveda raw materials is granted to the Company/Business/Individuals whose details are
below.

@ B85 end BB wamswm BSosHHE Bewlows 0853 »ES #DE.}) 020H0T CRPeIS B e®® wuSn syed BeHs’ & 8O 0 ... 2DEES
©¢ OO BHBW®B DEQD BOS.

GTeT6TITeL 9jebevgy) &I L et erpLT(Rseies ¢peub @éeF Qi mail L red, @F sreamisy LUSSTSS GEIIINLILL (BeTer HetSBeNBhS ........ QUL
FMevdEHNG Q& FneBlsLp QFeLeYLILY WTELh.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.
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Name of Ayurveda raw materials exporting Company/Business/Individual
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Address of Ayurveda raw materials exporting Company/Business/Individual
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Exported Ayurveda raw materials

3YeOL FBBWD FOROBDNDWG wbeduwen Bebam aecds
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export requirement of Ayurveda raw materials Research Specimen Sale
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Name and address of Ayurveda raw materials store
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Number and Date of Import and Export Control Department registration
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Tax Identification Number issued by the Inland Revenue Department
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ApeLIQUITHL 6T QDSEGL% QFiiaugnSTs QlevEiend HkFhSesT Ligea) QLIDLILIL (H6T6NT
Sri Lanka Customs regsiration number obtained for export of Ayurveda raw materials

a0gbede em@e08e EHAHE
96T oG Y EOGTTWITNTT [HTWFHLD
Commissioner General of Ayurveda

20 O B T ©den e@OND 00, DB, VSO agbeds ecebne®3nede .
QT80 HeveuoiSSeLd, LoamT&in. 20 .. -r YLD 96t (h) LOT&LD Qb H&Hh)
..................... of o200 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

B0(BIG + OB W Dm0 wPBVewssS BBL® edmwm @B B »¥ & 20 E» 14 B e w® s gna.
FauesiIiL]: Gopdn i L aflgmisefed mHpLD 676»eUGuien/Lb 6T MHILILLTED, QLDLOTHNGSIen6esT 14 BT FE@hESGeT 9maiss Gaewsi(hLb.
N.B. Any change in the above particulars must be notified within 14 days.
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20i3bed¢ Bduvicy GG ey ¢1eadi®/wedBeen ¢OB/ewInm ¢oB
2065 Bwiwed BSe® wudn vy
QuaiGag 2 PpugBsefnsrer /iowpbH QuTSsatr /un sty Hyalusisei /5eent s ST aubsar o6 LIcs e iflest
s LHuflenetl LSay GlFuieuHnFTesT aflessi 6T LiLILD
CERTIFICATE OF IMPORT REGISTRTION OF PACKAGING/PRESERVATIVES/
EXPCIPIENTS FOR AYURVEDA MANUFACTURING PROCESS

D@ WICD e» 80 e e 008D Ped Gomw
QFGLRYLILY UITELD QML FFLD 6UeDT Fresr BB LSlest @evdsib
Valid Period from Up to Certificate No.

20ggbede ©cetine®3nd B853 1961 aom 31 (OB grgbieds Bmes BT » D853S B WOm EAD Bewls 1 C8ecEdEY OB v Dewd
cUBedn B@I®E/D1306/HEeOR@WIO D Gigbeds Beim BwWDBEGO GO D Gregd®/wedeen cOB/WIBE OB FIDIBDIS BEHI Ewistodw
G ¢ D OB C¢ D cOBS B WOS.

1961 b ewwiger 31 b @Qevds uerGoid FLLddler LTSI FHMewbSIN@GH: HTeud cupmGLILIBL FLLeT WHMID e ndboHeoa@Ehd@ T FLps
@B LILIGLD  Bleveuunones s  oueiGais wpeLIQUITEGL 36T EQDSGLBFHTS LFa) QFiIISHETET Beveowlonsll Lihle) QUi (Delens| 6I6sLigemeo
2 IS IS G/ FesTBmeuT .

I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, that the registration for import of packaging/preservatives/excipient materials required for the Ayurveda manufactuing process is
granted to the Company/Business/Individuals whose details are below.

@ B8 o B wavsem Sormmc Bewlnws 85 BES 4dE.) 0008 CRREeMIS Bt e08 08 wuBn vyed wewsd &5 8O DJ ...
DRI T 000 BHBWBE DERD SO8.

STGUTGUTITGY 9f6beud; FL L ddlerr erpLIT(sehes peuh @dgd Qi nal Lie, @& Fneiplep LUSHTSSE G LILLRTET BeotSBENFHS] ... .. G GU(hL
SedbHNG Q& FneiBielp QFeOoLIg WITEGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

OB BGE®/D1IIded/ylocxied H®
@ns@Log) Bmieserid pwmimih fespLfesr QL
Name of Importing Company/Business/Individual

PP BIe®/Dxmded/giocmed E8xa
@né@Log) Bimiaesid plwmimgh eopLfes wpseurf
Address of Importing Company/Business/Individual

PIDODB DOY) CRAD GeT®/ el en OB/ OB
@S@Lo8) LOFHESIT QUITEFET /LTSS Saalumiser /g eewd STalumser
Imported packaging/preservatives/excipient materials

GIBBD GORBIDIDES obeduen Bebam B&esoe e gecds
@@L CHeval QY TITUIFSF) Lo &If) 2 NG afhLIen6T
Import requirement Research Specimen production Sale

®R O EBrmed »HO® »I1 E8mw
Fen@hFlugglest QLuIBLD (LpFalflujb
Name and address of store

FIDID) FLDID NED ©¢Hed®s3y Ewinged o » §mwe
@s@Lod) obmih THILHS S BLILITL (B Hevewiidserddlet Lihaé Frei P QevssLplb Heblub
Number and Date of Import Export Control Department registration

0dBs ¢1¢ 108 e¢lined®sind @85 By me Ag ePBBD GoS
Bl auBLITEETd5 Fleveutl Gaenddlest wpeulh euLpBIGLILIGHET D eurf) SfenLwiren @evdisid
Tax Identification Number issued by the Inland Revenue Department

PIDADA B3¢ CIOT & Cor ebQed Bwisted goma
apeuLIQLITHL 6T Qnd@Los) Qe iainnets Qevsiens wnisddet Lk Qevdaib
Sri Lanka Customs registration number obtained for import

30gbede ©m®e08e8 EHHE
94,671 361G YEOCTTIUITGNT [BTUISHLD
Commissioner General of Ayurveda

20. ®cs OB 8 0@ @00 @0, 5NDBWD, BWCH® PGLed; @¢lnedsinedE «.
9UeTBaLG BeCTTHFHGLD, LOQDTFLO. 20 cerernrerrererrnnnnnes <9ULD 9,6u51(h) LD &LD QYLD FlFF)
..................... of ovii 200 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

BoEBEBS : @ 8w JEnd BOITVews BBLE edmw ¢ B »@ & D &» 14 & awren n® o gno.
Fauesiiiy: Gropenprii’ L aflgmigened omhHpLb 6Teve Guigyiib eTHII 1 T6, YibioTHnSSlevest 14 BTl F@hE@G6eT 9PlaisEs Gaiewsi(Hib.
N.B. Any change in the above particulars must be notified within 14 days.



130A [ @00¢es : () edee - § Eo2 YBENTFd @b Smobed 88 Dene ved sm6 - 2024.04.08
Part I : Sec. (I) - GAZETTE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 08.04.2024

2300 Bdwigy GwrdBn wewr @regd®/wediSeen OB/t (OB U6y Bwing.d Be® wuSn vyw
ueiGaig 2 pussaflnsmer /iwpbs QuTFser /ungsTiys Hyaflumisear /5 et d S)TafluniEar 616urLI6wT o iflesr
pm/ouflenestil Ligley GQFiuleuHDHTesT aflesst 6o LILILD
CERTIFICATE OF EXPORT REGISTRTION OF PACKAGING/PRESERVATIVES/
EXPCIPIENTS FOR AYURVEDA MANUFACTURING PROCESS

DEo® 2R g» &0 g 3o 20BD sped o
QFGLGYLILG WITEGLD Q&FTLGSHLD T FremiBLSlest Qevdisih
Valid Period from Up to Certificate No.

203808 @cenbne®3nd B8 1961 gowm 31 (O @rgbieds vmes BYICD 1 D8OS By wom D Bewle » CvecBdE BOBY wvm dedvo
cUSedD B@IVO/D13006/5¢OERMIO Bwn $Irbed: BEsicm BwiDBnl ¢Das wuHm Edi®/wedSeen cOB/e3WIEE (OB FEBBB® 3THI Ewsdodw
G ©¢D AD OB C¢ D O3S wuSm wo8.

1961 b gyewiiger 31 b Qevds ueiGaid FLLddler LTSI FTLSHNGS HTeub uPRIGLILIGLD FLL®ET LHMILD  YBa/ndSed@hd@ aThL ELps
@B ILIBILD Bleveuiiomest ) ujen Bards © MLideFemNiNGm6sT ADbbg L1 QLITEFE /LT SIS TUIL | SITQNLIBISHE 56060t ds ST NIFISGN 67657 LI60TeUMISEN 6T HMILOBHHTHL
LIge QFUIeISNHHTS BleneunT Sl Lgey QEF i (Reien %) 6160 Lighenes 2 m) i i(hdgHlest Gmeo .

I am hereby approving that in accordance with the Ayurveda Act No. 31 of 1961 and subject to the orders and instructions issued from time to time by the
Department of Ayurveda, that the registration for export of packaging/preservatives/excipient materials required for the Ayurveda manufacturing process
is granted to the company/individual whose details are below.

@ 5823 el B murwum BSosHNE Bewlnws 085 »ES aDCEQ @y C1RPemIs 8 e0® ed®® wuBn wyed wews &» B8O Dud ...
DICEE 3¢ @OO BHBG DEQD OB,

sIGvTaoIITe 9febevdy FI LSSt erhLTBeene wpeuh @rsgd Qi nal Lieh, @& Fneifs LSSISHed GO Ll Beien HelbBeNBhs) ....... QU(BL
FTLEHNG Q)F FrerBls QFeboyLILg WTELD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

OB BIWed/Dvnded/glocwied »HO
sTHMILLG) Bimjeusstih plwimiimith fesfpLifest Qi
Name of Exporting Company/Business/Individual

gODBED B&Ked/Dsnded/glocsied E8ma
ermILog) Blmyeestih mlwurLimiih fseshpLimest psairf
Address of Exporting Company/Business/Individual

2BHEHS DOP CAD Gd®/wodPeen DB/ w8 OB
STHMILLE) LG /LI QUITHFET /1M GSHTLILS HTaumise /g5 eerd ETalumiser
Exporting packaging/preservatives/excipient materials

BB GOROBDD sbedven Bebam B aeecdo
ML) BoHenal QTTUIFS) Lo 2 MG aflpLienesT
Import requirement Research Specimen production Sale

®REI DI Bred »H® H1 E8me
sen1EhFluIdglest QLLIbLD Lpselflujib
Name and address of store

B Comn gumIeD 8Dl @@CEed Bwinsdod goms »I §HwW
@eviiens e7HmILLg) LNl BHS; Blenewsdaenddlest Lidlajd FneiploL QevdaLpb Eadlub
Number and Date of Import Export Control Department registration

odBs §0c1s® e¢linedsind 0853 B we Ag GBIV GorDeS
Bl aBLOTeTd; BlevewtidFandSlest wpeulh aiLpmisl LR eurf) e wimer Gevdsitb
Tax Identification Number issued by the Inland Revenue Department

GODBHS WP CNOD B oo eBRed Bwisged o
ApeULIGLIN(BL S6iT 6THMILLS] QFiaIBhHE TS Qevniens HisdSler Liga) Qevdsih
Sri Lanka Customs registration number obtained for export

ergbed omendd dmdd
9UIGTBR IS QEOGTTIUITOTT [BITUISLD
Commissioner General of Ayurveda

20 OF B & 0 @00 0, HNDBID, OHCHE® Iled: e¢ibned®nedE «.
9 u[6TBaUG BEHGTTGFELD, LOADTHLO. 20 veverrersrnrvrrenenns <9YLb 9600 (H) LOIT&LD QYLD HFH)
..................... of v 20 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

BoRBEBG 1 OB 8P DD BPABVesS BBL® edme 4B O »@ J D E» 14 I amen a® o gne.
FouesiiiLy: Guopenpiii’ L elugmigeileh tmpHpib 6Teva@uienib erpii’ L T6, QbiomHndSlevest 14 BTl F@hEGeT 9naiss Galewsi(pib.
N.B. Any change in the above particulars must be notified within 14 days.
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LICENCE TO IMPORT AN AYURVEDA PRODUCT AS SAMPLES
FOR TEST/ EXAMINATION/ ANALYSIS/ CLINICAL TRIAL/

DISTRIBUTION AS PHYSICIAN’S SAMPLES

........................................................................................................... of
............................................................................ is/are hereby licenced to import from ........................
.................................................................................... the Ayurveda product specified below for the purpose
of test/ examination/ analysis/ clinical trial/ distribution as physician’s samples.

This licence is subject to conditions prescribed in the Ayurveda Code for Ayurveda medicine and Surgery Regulations, 2024
made under the Ayurveda Act, No. 31 of 1961 and shall be in force during the period stated in this licence, unless it is earlier
suspended or cancelled.

Generic name of Ayurveda product : ..........ccocvevenns
Brand name (if any) s
Quantity e
Pack size(s) D e
Country of the origin e
Name of the Manufacturer D e
Contact details of the Manufacturer: ........c..ccccceoeeeee
Period of validity of the licence @ ...ccocoinininenens
Date of issue R

Receipt No. for fees paid and Date : .........ccoevveevennens

Commissioner General of Ayurveda

..................... of .20 L. Department of Ayurveda, Old Kottawa Road, Navinna,
Maharagama.

N.B. Any change in the above particulars must be notified within 14 days.
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20gUede Bwicm gowmme Gwind.d B8e® wuSm wye
QuaiGag 2 Pusgsar Caum GLmsalinGg e1®dsH/F GFaa sewertl LUglay Qb Freur s
CERTIFICATE OF REGISTRATION FOR TRANSPORT OF AYURVEDIC PRODUCTS

DEo® 2R g» 80 g 3o wOED e o
QFGLGY/LILG WITEGLD Q&HTLSHSHLD aUET Fre B LSlest Qevdsih
Valid Period from Up to Certificate No.

a03bede @cetbne®nd B8 1961 gowm 31 (O @I1gbieds vmes BYICD 1 D8OS By w07 D Bewle M CvecEdE BOBY wvm dedvd
cuSedn gigbeds BEwics GDIHmE 8w Enisdedn R e¢ D I ¢ A0 @3 wuBm .

1961 gib yewgest 31 b Qevds yuerGous FLLGHet LITHTID STeSSDGS FMTevd eupmS LB FLLeen HMID  Bla/ndoSes@hd@ aThL
F1ps @OIINLILGLD  Blevevwioren s oueiGais o pLsHser Gaun QLmselhe e1(RdsEF QFLUILIBMSHETS LiFa) QFUmIIL (Peiend| 6I6TLIghemer
2 MBI IS | FesT BneoT .

I am hereby approved that the Ayurvedic products listed below have been registered for transportation in accordance with the Ayurveda Act No. 31 of 1961
and subject to the orders and instructions issued from time to time by the Department of Ayurveda.

@ 5823 el B munwem BSosnc Bewlnw:s 985 »ES dDCEQ ©@mWdE C1RPemIS B e@® 08 wuBm wyed wews’ & B0 el ...
DICEE 3¢ @OO BB DEQD OB,

GTGUTGOTITGY Yfebeudsy) FL L ddlast erpLIT(RFeNes peud Qg d Qi nal i, @F FreBslp LsHISHD @O LIl (6ien HelSBebhS ...... SU(IHL
Mg Lhg QF eraipisp QOFebaLIguTGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

Ggbede BEsicm gmmE OB ©8@1e®/Dsrended/géocwed »H®
ueiBais o PLgHFmen Gaim QLmFNNE eT(HSS/E CFeboyLb BIm/euesT ddler Jawmunodalest fpes) mLfest QL
Name of Company/ Business/ individual transporting Ayurveda products

ogbeds BEsicm GDimmE OB B@IKe®/DBInced/glocmed E8ma
ueGals 2 pLddlsamen Gam QLBFeNNE eT(HbS/S CFebayLb BIn/cUesTdler Jafwmungdalest fsesf) pLflest wpaeurf]
Address of Company/ Business/ individual transporting Ayurveda products

YDOBD WOY) CAD Yeds By db®
Goumy QLiiFennG sT(HdG/dF QFebeulILI(pLd uf6i1Bald 2 LS5
Types of Ayurveda products transported

3ee®@m0 6w gbedd e¢mlinedsinedd Bwinged Beencrnnid/eat/@eeE dedmo
aflstrer ILGTULIL LD S eTBeug Heveridsar Lidla Qevdsib © HLIGH) Bleaveuwib /TN EhFLD QNN [Blaneulll F16 6l
Details of manufactures/ stores/ pharmacies registered with the Department of Ayurveda owned by the applicant

asmed 5O Bwsod o E8»w
BIm/eeordglest Quiwit L) @evdsib wpgFaf
Name of Institute No of Registration Address

GOWDBS BEHI BB CRD JV B8R ednd

Goumy QLmBiFeNNE sT(HSS/F QFebalSDHTHLI LIWeTLIHGSILIBLD euTFerTd LB aflLITmIseT:

Details of the vehicle used for transportation

bvw aurser aews Type B8 @omw eunser @ev. No of Registration 2bencs pin Colour

a0ggbede em@enBed EmdhE
<9467 BaLIT Y EETSIUITENTLT [HITUWIFHLD
Commissioner General of Ayurveda

20 ®es B & ©0en ©@0ND 00, DB, OVSH® agbeds ecibne®nedE .
9 u6TBaI% Hev6evtiSSHeNLD, LbDTSLD. 20 QYLD 96051 (h) LDIT&LD 9Lb S
..................... of o200 veveeeeeee.... Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

BoEBEBS : D BEHD Dnd BOITVews’ BBEO edmw @B 8 @ & A0 §» 14 B gre» (® o gra.
FoueslliL]: Guopan il L ermigefley LommHpLb 6Teva GuIgn b GTDLILLTEV, QLbLoTHDGSIENET 14 BT H@hEG6T YmaNss Gaiewi(hLb.
N.B. Any change in the above particulars must be notified within 14 days.
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203Uede 28cdn Yrwmn Bwiwtd B5e® wundm wyw
QuaiGag wpaliGUTHLser Caum FLmsalinG 61H)5%H/F GFedaHmerLl Lglay Qs FTet Bl%Lp
CERTIFICATE OF REGISTRATION FOR TRANSPORT OF RAW MATERIALS

DEo® IES gx 80 g ¢z 205D oped o
Q&FGLGY/LILY WITEGLD QFBTL&FSHLD U Frer BB LSest @evdaib
Valid Period from Up to Certificate No.

¢i8ede ©¢line®sind B8x53 1961 g 31 ¢dm auglieds smend §mIcD © O8O0 By BOm CRD Bewi® » CBe¢EdEO OBY wvn Sednd
cBedn aigbeds agedn immn eI Bwisddn R e¢m D WO ¢ D @853 wum WO®.

1961 gyib gyewwig et 31 gytb Qevds ueiGais &L ddest LNTHIID STSBEDGS HT6uid QUPEEIIFL S Leen WHMID OIeNIdsHeF@hd@ 6Dl Hipd
@OUILLLILRLD  Bleveowione ) ueiGais  wpeuliQUITBLseT Gaum QLmseng e(Bdg5dF CFeeulILBUSDHHTS: LSa) QEFUNILILIL(HOTETS —6T6w LIGene
2 NG ILIhS S FHeoTGmeot .

I am hereby approved that the Ayurveda raw materials below have been registered for transportation in accordance with the Ayurveda Act No. 31 of 1961
and subject to the orders and instructions issued from time to time by the Department of Ayurveda.

@ 2823 e B mavem BosnHc Bewtows 085 »EH adEQ ey CRPemIs Bt e@® 8 wudm vyed wews’ &5 8O D&J ...
DICBES 5THI @O0 BB DEQD OB,

GTEUTETIT60 9jebevg;) Fi L dlet a1DLIT(hSeNesT ¢peuih Qusgs Qi e e, @& FnerBiaLp LSHTEHS0 GBI LI (D661 K6 SHGNFHS) --eneeee- QU(HL
FMTLSENG Q5 FneBlep QFeLoVLILY WTEGLD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

gbede a@cdn BOWMB WOD BOIVed/Dsisded/ylocwied H®
61 Baus peulIGLITHL Heven Goum) @Lmisaling 61(hdbsd QFevapid BimeuedSled /alumiimidsler el bLiMest Gt
Name of Company/ Business/ individual transporting Ayurveda raw material

3gbede acdn EDIHHS WID B@IVe®/Dsinded/glocwed E8mae
611 Baug cpeulIGLITHL Feven Goum) QLmiselhg 61(hdbsd Qaevepid Bmeustdgled /alumimrdsler el pLMest wpsair]
Address of Company/ Business/ individual transporting Ayurveda raw material

YDoOmS ST CAD agbed: ¢fcdn dbo
Gaumy QL EIEeNNEG 61(HE%/F QFebeuILI(BLD 94u6TTBaIS APGULIGILIT(HL H6i
Types of Ayurveda raw material transported

03800 aGcdn GDIHD GORBINDSD - FIDIBHB/GBHBHB/ B¢ DB/ ORI HIO/ 0BG eDECeIE
611 Baug cpeulIGLITHL 6T Gaum QLmiselihe 6l(hHgd @aebeyib Gaenal erpmind) /Qn@iod) /o HLbsls@ /Fenchflubsine /2 eibTr(h) Fhag
Ayurveda raw material transportation requirement - Import/Export/Production/Storing/Local market

3oc®m0 Y GIgbed: ecsiline®@sinedd Bwisted BudcnmIs/Oa/@ee S Sedmd

eflewseusr LILig TN LD 246 B Hlevewisen Ligla) Qevdsih DL Blevevwih /SeEhduwid /alhLiene Bleveuls &16 6l

Details of manufactures/ stores/ pharmacies registered with the Department of Ayurveda owned by the applicant

prummed @ pineersse Guus Name of Institute Bwosed goma LiFla) Gevssio No of Registration B8»a wpseu Address

BOIDBEB BIENI ©WBIIHZ) CRAD s B8Rt Bemd

Goum) QLmiseNhE 61(BRdSId QFeOaISDHTHT LG LRGBS ILIELD QUTHETLD LI eI EIseT

Details of the vehicle used for transportation

Obew arger aens Type Bw965808 @omas aungen @ev. No of Registration obencs pin Colour

ggbede em®e08e EHHE
9u6TBaLG YEOETTTUITETIT [BTUIHLD
Commissioner General of Ayurveda

20, ®e B > 80 0D 10, BB, FVCVO GIGPeds e¢tnedsinedE «.
9u6TBag Hlevcul SEGNLD, LOAMTHLD. 20 ... QYLD 9,6u51(h) LD &LD QYLD HFFE)
..................... of o200 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

BoRIBBBA : VB B VWO BOITVews? BB® edmwE ¢B & O & 22 E» 14 B emed ¢ ® &s gna.
FauesfILiL): GLopenprii 1 efgmisefed omhHpLb 6TeeUGuiey/tb eI ML TG, YLbLoT HNSSIenest 14 BT F@hEG6N 9Piafss Gaiewsi(hLb.

N.B. Any change in the above particulars must be notified within 14 days.
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203Uede @980 D01 HNBWS Bwisded BOe® LB odw

QQuaiGalg I0(Kb S /ST 2 HLS% S aflenaT Bl LFlay GFulujb &6t Bls1p
CERTIFICATE OF REGISTRATION OF AN AYURVEDA MEDICINAL CULTIVATING LAND

DE® 2R g» &0 g 23 wHED e o
QFGLGY/LILG WITEGLD QFTLGSHLD QUGHT Fresr s Lflest @evdsih
Valid Period from Up to Certificate No.

aggbede ecebine®3nd B8 1961 gowm 31 O @1gbied Bmes BICD ®1 DEHDS B w0y D Bewlo I CvecBdE BOBD wvm Jedmo
cBe0n Bhima gugbeds @98l D0 HBWS eEwd Bwind.d BO» C¢ AD WO® ¢ D @83 wwHm WIS.

1961 oyib gyeuing et 31 ouib @evss ueiBais FiLSHeir LNTHIID HTevdbdh@d: Fneulb aupmSUILIELD S Leen WHDID AP nSse5Ehd@ DLl $ipd
GO L1I(RILD BleneuUILDTes &) Y UI6TERIS LOhES/F6T aNlenen Bevlom Ll Ligle) Qi (heren ) 616w Ligeest 2 g ii(hsa /et Gnest .

I am hereby approving that accordance with the Ayurveda Act No. 31 of 1961 and subject to orders and instructions issued from time to time by the
Department of Ayurveda, that the following details have been registered as an Ayurveda medicinal cultivation land.

@ 5823 el B munwum BSosnc Bewlnw:s 985 »ES dDCEQ ©@mWoE C1RPemIS B e0® 08 wuBm wyed wews’ & B0 Ded ...
DICEE 65T @OO BB DEQD OB,

sTavTaNTITeh 9febevdy FL LSSt erpLTBsene wpeuh @rsgd Qi nal Lieh, @& Fneifs LSSTSSed GO LI Beten HelbBeNBhS ....... SU(IHL
FTLEHHNG Q)F FreBs QFeboyLILg WTELD.

This certificate shall remain valid for a period of ...... year from the date of this certificate unless revoked earlier by me or by legal order of a legal act.

agbiede @Bl D0 ¢B8Bwied BH®
9 ueBa1g RETL S allever Blevddler o Mavtowirenlest Gy
Name of the owner of Ayurveda medicinal cultivation land

agbeds sl 00 gBBwded E8xae
2e1Ba1g ReTL G allewen Blevddles o MevLowimeniles Lpgaufl:ap
Address of the owner of Ayurveda medicinal cultivation land

agbieds @80 DvIed HO
2ueTBaI% RETL S aflevern Blevddlesr GLiwiT
Name of Ayurveda medicinal cultivation land

abiede @sd DD BB doumed EBme
9 ueBa1g RETL S allever Blevddler LpFalfl
Address of Ayurveda medicinal cultivation land

20 O D sl DV
aflenenalFESLILIHILD 6611 GHmIF6I e eUHFHS6I
Types of medicines being cultivated

@bieds @98l v ¢ DB YoIens
QueTBaIH RETL GEIFET afevenalsHLiLI L Blevddler 96na)
Area of land under cultivation of Ayurveda medicines

agbiede @Il DvID §Id®® BE Tms
QUG BaIH RETL G QUGTITUIL| QYTIDLNGSHL I L FFE)
Date of commencement of Ayurveda medicinal cultivation land

@gbiede @980 DI 90D 83 B coedamdiwed »® wy Ewsged gomws
9 eTBaIg RETL FHIFET aileversFemev GuonLTieal Qb BeurgFer GLIT LoHMID LiFe] Qevésib
Name and Registration number of agriculture supervisor in charge of Ayurveda medicinal cultivation

a0g3bede em@en8e EmhE
91671 Ba1Ig Y EETSIUITENTLT [BITUWIFHLD
Commissioner General of Ayurveda

20 e B & ©0en ©@OND 00, DB, ©HSH® aigbeds ecbne®nede .
9 U[6TBaIS HGHGTTGFGLD, LOQDTHLO. 20 evveererninirerinnnnns <9pLb 246u0(H) LOT&LD 9Lb S
..................... of o200 Department of Ayurveda, Old Kottawa Road, Navinna,Maharagama

BoRBEBE : D WP Dend BPasiewrs’ BSBwW® ednes @B B »@ J D E» 14 B amen ao® o gne.
Fauesflli: uopan prii L LT misened LomHpLb 6Tee Guen/b e HLILT60, QbloTHndEleme 14 BT FE@hSG6T 9Pialdss Galcuwi(hib.
N.B. Any change in the above particulars must be notified within 14 days.
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TEMPORARY/ PERMANENT LICENCE
FOR CULTIVATE, MANUFACTURE, PURCHASE, STORAGE, DISTRIBUTION, SALE,
EXPORT OF CANNABIS AND CANNABIS RELATED ARTICLES, SUBSTANCE OR DRUGS

AND AYURVEDA PRODUCTS

Licence NO: oottt

........................................................................................................... of
............................................................................ is/are hereby temporary/ permanent licenced to operate
cultivation, manufacturing, purchase, storage, distribution, sale, export Cannabis and Cannabis related articles, substance or
drugs and Ayurveda products, from ........................ 170 T .

This licence is subject to conditions prescribed in the Ayurveda Code for Ayurveda medicine and Surgery Regulations, 2024
made under the Ayurveda Act, No. 31 of 1961 and shall be in force during the period stated in this licence, unless it is earlier
suspended or cancelled.

Type of licence s
Type of Ayurveda product s

Brand name (if any) e

Period of validity of the licence e

Date of issue e

Receipt No. for fees paid and Date : ........ccccoceeiennees

Commissioner General of Ayurveda

..................... of 20 L. Department of Ayurveda, Old Kottawa Road, Navinna,
Maharagama.

N.B. Any change in the above particulars must be notified within 14 days.
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Schedule V

SPECIFICATION RELATING TO PACKING, LABELLING AND CONTENTS OF A BROCHURE

Label and Packing Contents of the Brochure

The container of every medicine imported, manufactured, processed or packed locally or sold or exposed for sale shall have
a label bearing the following information in with the National Language Policy requirement.

(a) The official or generic name.

(b) If conformity with a pharmacopeial monograph is claimed for a product, relevant labeling requirements given
in both general and specific monographs shall be adhered to.

(¢) The brand/ proprietary name (if any): The brand name should not be already registered for another product.

(d) A statement of the active substance(s) showing quantitative particulars:

(1) The quantity of each active ingredient, identified by its appropriate non- proprietary name, in each dosage
unit of the medicinal product expressed in terms of weight, volume, capacity or units of activity; or

(i1) where there is no dosage unit, the quantity of each active ingredient identified by its appropriate non-
proprietary name, in the container of the medical product expressed in terms of weight, volume, capacity,
or units of activity or percentage by weight or volume of the total quantity;

(e) Pack size: the number of doses, contained in the pack with reference to weight, or volume of the contents.
(f) Excipient(s) known to have undesirable effects and any other similar ingredients specified by the Authority.
(g) The dosage.

(h) The route of administration for injectable products.

(1) Storage temperature and, other special storage precautions if any.

(j) A special warning that the product must be stored out of reach of children.

(k) Specific instructions if the product needs to be reconstituted, diluted, or prepared by any other means prior to
its use.

(1) Where applicable, the product is sterile.

(m) Where applicable, the product is free from bacterial endotoxins or the product is apyrogenic.

(n) For injectable solutions, not to use if visible particles are present.

(o) Any other special warnings and precautions that may be necessary for the particular medicinal product.
(p) The date of manufacture in clear terms (month/ year)

(q) The date of expiry in clear terms (month/ year)
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(r) The batch or lot number assigned by the manufacturer, and

(s) The period for which the medicine can be used after the opening of the container or after the reconstitution of
the product, if applicable as the case may be.

(t) Specific precautions relating to disposal of unused quantities of the product, where applicable.
(u) The name of the manufacturer and address of the manufacturing site.

e  The name and address of the batch releaser shall be used, if different from the drug product manufacturer.

e Where the product owner is different to the manufacturer, the label shall indicate such face in the following
manner: ‘manufactured by (name and address of actual manufacturer) for (name of product owner)’.

e The name and address of the packaging site(s) may be included [if different from the manufacturing/ release
site (s)]

Directives of the National Languages Commission

In keeping with the National Languages Policy requirements, the official or generic name shall be displayed in Sinhala,
Tamil and English languages.

e For medicines dispensed with an intact outer carton (e.g. a liquid bottle, an ointment tube), displaying the name in local
languages on the outer carton is sufficient.

e Ifthe product is taken out from the outer carton for dispensing (e.g. blister strips) or if the product has no outer carton,
the primary label should indicate the name in local languages.

e The requirement is not compulsory for injections which require professional healthcare staff for administration.

Exemptions for smaller labels

Primary labels on smaller containers such as a blister strip, an ampoule or vial with a volume of 10 ml or less shall contain
the following minimum information:-

(a) the generic or common name,

(b) the brand name (where applicable),

(c) the strength of the drug (where applicable),

(d) lot or Batch number,

(e) the date of expiry; and

(f) the name or logo of the manufacturer or the product owner.

In addition, route of administration shall be indicated for injections. This may be indicated in abbreviations. The storage
instructions shall be indicated on strips.

The information exempted on the primary label should be included on the outer carton and/ or the leaflets.

Where practicable, the name and strength of the product should appear over each blister pocket or be oriented centrally
across the pack. It is important that the particulars remain available to the user up to the point at which the last does is
removed from the blister pack.

General Information provided in the labels should be consistent with the information.

PRINTED AT THE DEPARTMENT OF GOVERNMENT PRINTING, SRI LANKA.



