[TO BE PUBLISHED IN THE GAZETTE OF INDIA PART II, SECTION 3, SUB-SECTION (ii}]

GOVERNMENT OF INDLA
MINISTRY OF COMMERCE AND INDUSTRY
(DEFARTMENT OF COMMERCE)

NEW DELHI
New Delhi, Dated the jz-;2008
ORDER
SO - Whereas in exercise of the powers conferred by section 6 of the Export (Quality Control and

Inspection) Act, 1963 (22 of 1963), the Central Government is of the opinion that it is necessary and expedient
to do so for the development of the export trade of India that Ayurvedic, Unani and Siddha preducts should be
subject to quality control and inspection prior o export—-—-;

And whereas, the quality standards prescribed by the Department of AYUSH vide Order F No 11020/5/97-
DCC(AYUSH) dated the 14™ October, 2005 and subseguent Orders issued thereafier have been taken into
account;

And whereas, Ayurvedic, Unani and Siddha products are in principle free of contamination and micro-
organisme but contamination and subseguent decomposition may occur when handled and treated un-
hygienically;

Aud, therefore, the essential requirements shounld be laid down for correct hygienic handling of Ayurvedic,
Unani and Siddha products at all stages of production and during harvesting, processing, handling, storage and
transport; )

And whereas, it is the primary responsibility of the processor to ensure that Ayurvedic, Unani and Siddha
products meet the requirements lzid down in the proposal;

And whereas, the competent authority nomiinated by the Central Government shall ensure the effective
compliance of the quality standards in the country;

And whereas, the Central Government has formulated the prdposal specified below for the said purpose and
has forwarded the same to the Export lnspection Council as required by sub-rule (2) of rute 11 of the Export
{Quality Control and Inspection) Rules,1964;

Now, therefore, in pursuance of sub-rule (2} of rule 11of the Export (Quality Conirol and Inspection) Rules,
1964, the Central Government hereby publishes the proposal for information of the general public likely to be
affected thereby, and notice is hereby given that any person who desires to make any objection. or suggestion
with respect to the said proposals may forward the same within thirty days of the date of publication of this
Order in the Official Gazette to the Export Inspection Council of India, 3™ Floor, New Delhi YMCA Cultural
Centre Building, 1, Jai Singh Road, New Delhi — 110001

PROPOSAL

1 To notify that Ayurvedic, Unani and Siddba products shall be subjected to quality contro] and inspection
prior to export;

2 To specify the type of quality control and inspection in accordance with the draft Export of Ayurvedic,
Unani and Siddha (Quaiity Control, Inspection and Monitoring) Rules, 2008 set out in the Annexure
appended to this Order;

3 To recognise the specifications as set out in the Schedule as appended to this Order as the standard
specification for Ayurvedic, Unani and Siddha products; and

4 To prohibit the export of Ayurvedic, Unani and Siddha products in the course of international trade unless
it conforms to the standard specifications applicable to it and is accompanied by a certificate of inspection
or certificate that such unit is approved and monitored by the Export Inspection Agency established under
section 7 of the Export (Quality Control and Inspection) Act, 1963 including its sub offices located at
various places of the region.




SCHEDULE

Specifications for Ayurvedic, Unani and Siddha products recognised as per section & of the Export {Quality
Control and Inspection) Act, 1963 shall be -

(a) Of national standards of the importing countries; or
(b) Contractual specifications agreed to between the foreign buyer and the exporters provided the same are

satisfying the health requirements of the importing countries;

(¢} In the case of any Ayurvedic, Unani and Siddha products for which no standard is available at {a) and (b)
above, the standards, if any, as formulated by the Specialist Cominittee constituted under the provisions of
the Export (Quality Control and Inspection) Act, 1963




APPENDIX

SPECIFICATIONS OF AVURVEDIC, SIDDHA AND UNANI PRODUCTS INTENDED FOR

EXPORTS
1. Permissible Limit of Heavy Metals :
S.No. | Heavy Metal Content Permissible Limits
(1) @)
1 Lead (Fb) ‘ 10 ppm
2 | Cadmium (Cd) 0.30 ppm
3 Arsenic (As) ' 3 ppm
4 Mereury (Hg.) 1 ppm
2. Pesticides Residues :
S.No. | Pesticides Permissible Limits
1) (2}
1 Quinclphos 0.01 ppm
2 DDE+DDT+DDD sum of 1.00 ppm
3 | Alderint Dieldrin -sum of . - (.05 ppm .
4 HCH (Hexa Chloro Cyclohexane) 0.30 ppm
5 | HCB (Hexa Chloro Benxene) 0.10 ppm
6 Alachlor _ 0.02 ppm
7 Lindane 0.60 ppm
8 Chlordane , 0.05 ppm
9 Endosulfan & its isomers , . 3.00 ppm
3. Aflatoxins :
S.No. | Aflatoxin Permissible Limits
) @)
1 Bl 5.0 ppb
| Bl+ Gl +B2+G2 sum of 10.0 ppb
4. Micrebial Contamination Limits:
S.No. | Parameters Permissible Limits
)] : (2}
1 Staphylococcus aureus/g. Absent
2 Salmonella sp./10g. - - (fo~-
3 Psendomonas aeruginosa _ -~do--
4 E.Coli/10g. -~do--
5 | Total Plate Count (TPC) . 10°/g]
6 | Total Yeast & Mould 10° /g,

4+
* For topical use, the limit shail be 107 /g

1} Tests for heavy metals ave not applicable for products meant for topical use

2} The above specifications limits shall not be applicable to Ayurvedic, Unani and Siddha products,
having noga~-human application (internal or external),

3} Testing reference to be made to the publication “PROTOCOL FOR TESTING - Ayurveda, Unani
and Siddha medicines”, Pharmacopoeia Laboratory for Indian medicines, Ghaziabad, March, 2007;
and Ayurvedic Pharmacopoeia of India and Unani Pharmacopoéia of India, issued by Departinent of
AYUSH, Ministry of Health and Family Welfare, Government of India




Annexure

DRAFT RULES PROPOSED TO BE MADE UNDER SECTION 17 OF THE EXPORT (QUALITY
CONTROL AND INSPECTION) ACT 1963 (22 of 1963)

1. Short tifle and commencement —
(1) These rules may be called the Export of Ayurvedic, Unani and Siddha (Quality
Control, Inspection and Monitoring) Rules, 2008

(2) They shall come inio force on the date of their final publication in the Official Gazette;
2. Definitions .- In these rules, unless the context otherwise requires -,-
(a) “Act” means the Export {Quality Control and Inspection) Act, 1963 (22 of 1963) ;

(b) “Ayurvedic, Siddha or Unani drug” includes all medicines infended for internal or external use for
or in the diagnosis, treatment, mitigation or prevention of (disease or disorder in human beings or
animals, and mamufactured) exclusively in accordance with the formulae described in the
authoritative books of (Ayurvedic, Siddha and Unani Tibb systems of medicine);

(¢} “Agency” means any.one of the Export Inspection Agency at Chennai, Delhi, Kolkata, Kochi, and
Mumbai established under sub-section (1) of section 7 of the Act;

(d) “Batch” means a quantity of Ayurvedic, Unani and Siddha Products collected or processed from the
samé source of raw materials on the same day;

(e) “Council® means Export Inspection Council established under section 3 of the Export (Quality
Control and Inspection) Act 1963;

() “Competent Authority® means any one of the Export Inspection Agencies (E[As) established under
section 7 of Export (Quality Control and Inspection} Act, 1963 at Chennai, Delli, Kochi, Kolkata and
Mumbai;

(g) “Consignment” means a quantity of Ayurvedic, Unani and Siddha products processed and
subsequently intended for one or more costomers;

3. Types of Inspection or Certification—- In order to ensure the safety and quality of Ayurvedic, Unani
and Siddha products exported from India and facilitate smooth trade of these products, any one of the
three types of inspection or certification systems shall be followed, namely:-

Leve]l 1: Consignment wise inspection for ensuring safety with regard to contaminants such as heavy
metals, pesticides, aflatoxins and microbes;- or

Level 2° Systems approach o include end-product quality as well as implementation of Good
Manufacturing Practices (GMP) by the processor;- or

Level 3- Safety, quality and efficacy through independent review of dossier submitted by the
manufacturer

4. Basis of compliance .-

{1 Awurvedic, Unani and Siddha products intended for exports shall comply with the standards notified in
the Appendix to the Schedule In addition, the product shall also comply with the following
requirements, namély -

I Implementation of Good Manufacturing Practices (GMP) Notified under Drugs and
Cosmetic Act, 1940 (as revised on the 23" June 2600) for Ayarvedic, Unani and Siddha
medicine, if certified under Level 2

I Compliance of the Dossiers to the requirements of the importing country as per bilateral
agreements between the two couniries, if certified under Level 3

(2)  Certification under Level 2

{a) Tt is the primary responsibility of the industry or processor to ensure that Ayurvedic, Unani and
Siddha products intended for export are processed and handied at ali stages of production,
storage, and transport under proper hygienic and manufacturing conditions and that the products
conforms to the specifications given in the Order by the Central Government under section 6 of
the Act-;



()

6.

M

{b) The Competent Authority shall conduct regular monitoring of the establishments to ensure that
Good Manufacturing Practices (GMP) and Good Hygienic Practices (GHP) are adopied by the
establishment at all stages of production, storage and transport of Ayurvedic, Unanj and Siddha
products For effective monitoring of the Scheme, Export Inspection Council will issue
necessary instructions in this regard;

{¢) Having satisfied itself that the establishments meet the requiremenis with regard to nature of
activities they carry out, the Competent Authority shall accord approval to establishments. The
Council shall draw up a list of approved establishments, each of which shall have an official
number.

The Council shall issue necessary instructions from time to time for effective monitoring of the inspection
or certification as specified in rule 3

Packing and labelling .-

Ayurvedic, Unani and Siddha products for export shall be packed in hygienically clean food grade
packing material as per the provisions laid down in Rule 161 of Drugs and Cosmetic Act, 1940.

Each package shall be legibly and indelibly marked with the following information, namely -

(i} Name of the drug
(i} List of all ingredients
(i} Gross weight and net weight/ mumbers/ volume
(iv) Name and address of processor or manufacturer.
(v} Manufacturing Licence Number
(vi) Batch or lot number
(vii) Date of manufacture
(viil) Ayurvedic/Siddha/Unani medicines
(ix) Use the words “FOR EXTERNAL USE ONLY™, if the medicine is for external application

Issuance of certificate .-

On request from the processor or exporter, the Competent Authority shall issue certificate (s) for
export of Ayurvedic, Unani and Siddha products as per the requirements of the importing country.

Certification fee .-

Certification fee shall be paid by the applicant to the Export Inspection Agency at following rates,
namely ; -

{(a) Level 1 Certification * (@ Rs.5,000 for every consignments + Laboratory test charges
on acinal basis, batch wise

(b) Level 2 Certification © @ Rs. 50,000 / Anmum

(c) Level 3 Certification ' based on actual charges incurred.

Appeal.-

Any applicant aggrieved by the decision of the Export Inspection Agency either under Level lor 2 or 3
Certification, may, within 10 days of the receipt of the communication of such refusal prefer an appeal
which will be referred by the Agency to thé Direcior (I&QC). The appeal shall be disposed of within
fifteen days from the date of receipt of application. The decision of the Director{I&QC) to such an
appeal shall be final

[File No. 3/14/2007-EI&EP]

% dira Murthy,
~ Deputy Secretary.
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