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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddhaand Homoeopathy)
NOTIFICATION
New Delhi, the 4th March, 2009

a24 67]09-3

" GSR. 157(E)—Whereas the draft of certain rules further to amend the Drugs and

" Cosmetics Rules, 1945 was published, vide notification of the Government of India in the

Ministry of Health and Family Welfare, number G.S.R. 526 (E), dated the 15® July, 2008 in
the Gazette of India, Extraordinary, dated the 15t July, 2008, inviting objections énd
sugg.estions from persons likely to be affected thereby and notice waﬁ- given that the said
draft will be taken into consideration after the expiry of a period of ninety days from the

date on which copies of the Official Gazette containing the said notification were made

‘available to the public;

And whereas, the said Gazette was made available to the public on the 15* July,

2008;

And whereas, objections and suggestions received from the public o *he said draft

rules have been considered by the Central Government;

Now, therefore, in exercise of the powers conferrad by section 33-2° of the Drugs
and Cosmetics Act, 1940 (23 of 1940) the Central Government, hereby makes the following

rules further to amend the Drugs and Cosmetics Rules; 1945, namely:-

1. (1) These rules may be called the Drug and Cosmetics (3rd Amendment) Rules,
2009. :
(2) They shall come into force from the date of their publication in the Official

Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in Schedule T, in Part II, in item C, relating to
“LIST OF EQUIPMENT RECOMMENDED FOR IN-HOUSE QUALITY CONTROL
SECTION,” before note, the following shall be inserted, namely: -
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“ D. Supplementary guidelines for manufacturing of Rasaushadhies or
Rasamarunthukal and Kushtajat {(Herbo-mineral-metallic compounds) of

Ayurveda, Siddha and Unani medicines

These guidelines are intended to complement those provided above and should be
read in conjunction with the parent guidelines. The supplementary guidelines are to provide
general and minimum technical requirements for quality assurance and control in
manufacturing Rasaushadhis or Rasamarunthukal and Kustjat (Herbo-mineral-metallic
formulations). These supplementary guidelines deal with Bhasmas, Sindura, Pishti,
Kajjali, Khalviya Ras, Kupipakwa, Rasayan, Parpati, Potali Rasa, Satwa (of Metals and
Minerals origin) Ijruti Parpam, Karpu, and Kushta etc. used in Ayurvedic, Siddha and

Unani Systems of medicine.

The supplementary GMP guidelines for Rasaushadhi or Rasamarunthukal and
Kustajat are needed to establish the authenticity of raw drug, minerals and metals, in-
process validation and quality control parameters to ensure that these formulations are
processed and prepared in accordance with classical texts and for which safety measures
are complied. Only those manufacturing units which have Good Manufacturing Practices
for ASU drugs and supplementary certificate for Rasaushadhics or Rasamarunthukal and
Kustajat formulations shall be allowed to manufacture the same. Supplementary Good
Manufacturing Practices certificate for Rasaushadhies shall be issued by the State
Licensing Authority only after thorough inspection by an expert team including

Rasashstra experts nominated by the Department of AYUSH.

2. Manufacturing Process Areas. -

For the manufacture of Bhasma and Kupipakawa and Rasaushadhi preparations
made from metals and minerals the following specific areas shall be provided, which
should be completely segregated from the production area used for preparation of plants
and animal byproduct based formulation to avoid cross-contamination. The following

exclusive areas are required for Rasaushadhies or Rasamarunthukal and Kustajat: -

2.2 (a) Bhatti or Heating Devise Section for Bhasma and Rasaushadhies : - 100 Sq. feet for
heating, burning, putta and any heat related work with proper ventilation, exhaust

and chimney. This could be tin shed also.
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(b) Grinding, Drying and Processing Section for Bhasma and Rasaushadhies : - 100
Sq. feet (Manual or Mechanical, oven etc.). Drying may be done in a space which is
covered by glass or other transparent material to allow entry of sunrays on the
material to keep for the purpose. If drying is being done in oven the temperature of
the same may be selected specific temperature,

(c) Rashaushadi Related Store: - 100 5q. feet.

The size and dimensions of each Bhatti Sechon would be so de51gned to suit the
batch size or quantity of materials to be processed, keepmg in mind the processing is done
as per the conditions of Drug and Cosmetics Act mentioned under Schedule 1 official

books.

In addition to the fuels prescribed in the schedule books namely coal, fire wood,

cow dung cakes etc., use of other heating devices e.g. electrical heating, oil or gas fired
furnaces and others may be employed so as to provide the required temperature as per

the nature of material and object of heating. Depending on the formulation being

manufactured, manufacturers may adopt aerobic or anaerobic process. Properly baked

and clean earthen pots of other crucibles and glass containers or appropriate design shall

be used.

The manufacturing area should be designed with special attention to process the
products that generate toxic fumes like SOz, arsenic and mercury vapor, etc. When
heating and boiling «f the materials is necessarf, suitable ventilation and air exhaust flow
mechanism should be provided to prevent accumulation of unintended fumes and
vapors. Such areas may be provided with properly designed chimneys or ducts fitted
with exhaust system and suitable scrubbing system to remove fumes and smoke, so that

safety of personnel and environment is taken care of.

Since processing of Rasaushadhis may introduce heavy metal contamination and
cross contamination etc., therefore, cleaning of équipment is particularly important after
every process by using appropriate cleaning agent which should not react with material of

equipment and must be free from unwanted properties e.g. corrosiveness.
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23  Records shall be maintained specially for temperatures attained during the entire :

process of Bhasmikaran, while employing different kinds of classical puta, furnaces using

oil, gas or electricity. ~Appropriate temperature measuring instrument should be

employed such as pyrometer and, pyrograph for manual reading or recording by heat

sensors, connected to computer as the case may be.

In order to handle large quantities, appropriate technology like use of hand
operated extruders for making chakrikas or pellets may be adopted. However, such

equipments made of aluminium or its alloys should not be used.

Access to manufacturing areas shall be restricted to muumum number of

authorized personal only.

3. Quality Control. -
A. In Process Quality Control: -
The registers as indicated below should exclusively be maintained for ready reference: -
(a) Shodhan Register with following details: -
. Sl No.

. Batch No. and Size

. Date, time and duration

. Quantity of Shodhana Dravya

1
2
3
4. Name of the Raw-material with Quality reference and guantity
5
6. Book Reference followed

7

. Methodology

(b) Bhavana and Putta Register with following details: -
1. Sl No.
2. Batch No. )

jo

Date, time |
Name of the material and quantity of starting materials

Quantity of Nirvapya Dravya

Quantity of Bhavana Dravya

Date and Time of Starting and completion of Bhavana or Mardana and duration

® N o @k

. Type and Number of Puttas o _ e
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9. Time and Date of completion Puttas
10. Colour and texture of the product or standards
11. In process tests followed (Bhasma Pariksha and any other tests)

12. In case heating at a particular temperature is required, record of attainment of that

temperature.

(c) Grinding Record Register: - (Finished Product/ Intermediate procedure)
1. 8L No. |

2. Batch No.

3. Date and time

4. Name of the material and quantity

5. Name of the equipment (55/ gramte)

6. Duration of grinding

7. Repeat the grinding if required (Number of repetition)

(d) Packing details: -

1 Name of Rasaushadhi

2 Type of Dosage Form (eg. Powder, pill, tablet etc.)
3 Weight of Rasaushadhi in each unit

B. Product Quality Control: -

The specifications for finished Rasaushadhi are primarily intended to define the
quality rather thah to establish full characterization, and should focus on those
characteristics found to be useful in ensuring the quality. Consistent quality for
Rasaushdhi can only be assured if the starting material-metals and minerals are used of
pharmacopoeial standards. In some cases more detailed information may be needed on
aspects of their process. The manufacture will ensure in-house standards for the uniform

quality of product.
* Quality testing will be carried out as per official Pharmacopoeia or Schedule books

for texts namely, colour, taste, varitaratwa, Rekhapurnatwa, Laghutva, Nirdhumatwa,

Dntagre Kachakacha, Niruttha, Apunarbhava and Nischandratwa.

a2ty 2T g —t



14

THE GAZETTE OF INDIA : EXTRAORDINARY [Part IE—Skc. 3(i)]

The Particle size of the product should be tested by adopting microscope fitted
with micrometer or particle size analyzer or any appropriate other techniques. Required
physio-chemical characterization of the product should be undertaken by appropriate
analytical equipment. The Standard Manufacturing Process of the product should be

evolved/follow up. The disintegration time of pills-vati and tablets should also be

recorded.

4. Product recalls. - Literature inserted inside the product package should indicate the
name address of the manufacturing unit or email or telephone number for reporting of
any adverse drug reaction by physicians or patients. On  receipt of
such Adverse Drug Reaction report, it will be the responsibility of the manufacturer to

ensure the recall the product from the market.

Standard operating procedures (SOP) should be included for storage of recalled
Rasaushadhies in a secure segregated area, complying with the requircments specified for

storage, till their final disposal.

5. Medical examination of the employees. - Fmplovees engaged in
manufacturing should be medically examined periodically at least once a year for any
adverse effect of the drug during manufacturing process for which necessary
mvestigations may be carried out for ensuring that there is no effect of material on the
vital organs of the employees. Annual examination reports of the employees shall be

made available to statutory inspectors during Good Manufacturing Practices inspections.

6. Self-Inspection. - The release of Rasaushadhis should be under the control of a
person who has been trained in the specific features of the processing and quality
assurance of Rasaushadhis. Personnel dealing with the production and quality assurance
of Rasaushadhis manufacturing section should have an adequate training in the specific
subject of Rasaushadhis manufacturing. He will be at least a degree holder in

Ayurveda/ Siddha /Unani  medicine or B. Pharma degrec  holder in

- Ayurveda/Siddha/ Unani medicine.

7. Dosage form of Rasaushadhi. - The Rasaushadhies may be made into an

acceptable dosage forms such as, churna, vati, guti, tablet, capsule or Capsule etc. after
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adding suitable permissible fillers or binding agents as permissible under the Ayurvedic
Pharmacopoeia of India or Indian Pharmacopoeia as updated from time to time. In such
cases the label mus't indicate the quantity of Ayurveda, Siddha and Unani medicine in one
Tablet or Pill or Capsule in addition to the filler. The crystalline product may be grinded
before packing in the individual dispensing  size". All “the Rasaushadhi or
Rasamaruthukal or Kushtajat shall be packed in a dosage form which is ready for use for
the consumer. Grinding and weighting of individual dose of potentially poisonous
products will not be permissible in patient consumer pack. This arrangement may reduce
the Adverse Drug Reaction of Rasaushadhi which takes. place due to dose variation.
However for hospital bulk pack, it will not be applicable and label will clearly indicate the

“Hospital pack”.

8. Area Specifications/requirement for an applicant companies only to have
GMP of Rasaushadhies or Rasamarunthukal and Kushtajat (Herbo-

mineral/metallic compounds) of Ayurveda, Siddha and Unani medicines: -

8.No Category of Minimum Machinery equipment
Medicine/Manufacturing area Manufacturing recommended
space required
{1500 sq. ft.)

1. | Pisti/Grinding area for Bhasma, | 100 sq. ft. Kharal/mechanized/motori

Pishti, Kushtajat. zed Kharal, End
' runner/ Ball-Mill
Sieves/Shifter.

2. | Powdering area for raw drugs of | 200 sq. ft. Grinder/ Distintegrator / Pul
plant  origin  giving  in verisar/ Powder
Rasaushadhies  (Herbo-metalic mixer/ Sieves/Shifter.
formulations)

3. | Pills/Vati/Gutika Matrica and | 100 sq. ft. Ball Mill, Mass
tablets/Habb making area. Mixer/Powder mixer,

Granulator drier, tablet
compressing machine,

| pill/vati cutting machine,
stainless steel
trays/container for storage
and sugar coating, polishing
pan in case of sugar coted
tablets, mechanized chatoo,
(for mixing of guggulu)
where required.

4. | Kupi - | 150 sq. ft. Bhatt, Karahi/ stainless
pakva/Ksara/Parpati/Lavana steel vessels/patila flask,

| Bhasma Satva/Sindura Muitani Matti/Plaster of
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Karpu/Uppu/Param/Qushta / - Paris, Copper Rod, Earthen
Jawhar | container, Gaj Put Bhatti,
' Muffle furnace (electrically
' operated) End/Edge

l Runner,  Exhaust  Fan,
W ooden, S.S. Spatula.

5. | Receiving and storing raw | 200 sq. ft.

material L
6. | Quality Control Section 150sy. ft.
7. | Quarantine/ observation 50 sq. ft. o . —1
8. | Finished goods store o 150 sq. ft. 7# T ]
9. | Rejected goods store 50 sq. ft. B T:~ 1
10.| Bhatti-putta area 200 5q. ft. - -
11.| Area for water and washing etc. | 50 sq. ft. T
12.1 Office 100 5q. i - ]
TOTAL Boosq . T -

[No. K. 11024/1/2008-DCC (AYUSH)]
B. ANAND, It. Secy.

Footnote: The Principal rules were published in the Gazetic of India vide Notification
Number F. 28-10/45-H(I), dated the 21t December, 1945 and last amended vide

notification number GSR No. 46 E dated 22.01.2009
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