Customer Registration No.
RADIATION PLANT FOR STERLIZATION OF MEDICAL PRODUCTS
SOMeE. ORM FOR PROCESSING OF MEDICAL PRODUCTSBY GAMMA IRRADIATION

The Senior M anager

ISOMED

BOARD OF RADIATION & ISOTOPE TECHNOLOGY (BRIT)
M umbai-400 085

Ref:| | Date[ |

Dear Sir,

Please irradiate the following medica products with gammaradiation to minimum dose of 25 kGy
(i.e.2.5 Mrads) as per details furnished below.

1.

Sr. | Product  Description Quantity | No. of Std. Batch/ Batch/L ot

No. Cartons Lot No. Strength

i [

i [

iii.

iv. | [ ]
2. Product Materia :
3. Test/Loan Licence No. : Vdlid upto: | |

4. Any other information | |

We have read the terms and conditions governing the Irradiation of the Materia covered by this
order and we agree to be bound by the same.

We enclose herewith aD.D. No. | | dated |
Amounting to Rs._| | towardstheradiation sterilization charges.
Signature : Organisation
Name of Person : Address
Designation ; TelephoneNo ~ :|

[TOBEFILLED INBY ISOMED ]

Q.C.ACCEPTANCE

1. Visud Inspection

2. All information provided:

3. Product/package/materid suitability:
4. Product distribution in the package:
5. Samplesfor presentation required:

Manager Q.C Date Time Accept/Reject

Date received ISM/C- / PNI/

Estimated charges

Sr.No. Description No. of Standard Charges per Amount
Cartons Std. Carton Rs.

1. Irrediation charges

2. Standard Cartons Supplied
3. Labour Charges

4. Other Charges

Totd Rs.

Note:

1.Kindly note that the chargesindicated above are provisiona and the exact Charges will be as shown in
our invoice to be issued | ater.

2. Payment should be made by a crossed Demand Draft drawn in favour of “ Accounts Officer, BRIT” and
should be handed over to ISOMED.

3.Kindly ensure that payment of above mentioned charges is made before the collection of products.

4. Productswill be read for collection on after 1.00 p.m.

Signature :
Date:



10.

11.

12.

TERMS & CONDITIONSFOR IRRADIATION
SERVICESOFFERED BY ISOMED

Products suitable for Irradiation shal be delivered to ISOMED packed in standard cardboard
cartons having outer dimensions 59cmx34cmx43cm and conforming to specifications laid down
by ISOMED. The cartons shal be seded with gummed paper tape or any other tape approved by
ISOMED. (Detailed specification can be obtained from ISOMED on request) Cartons filled with
products should not exceed a gross weight of 14.5 kg.

Before sending products for irradiation, samples of empty standard cartons as desired in item [1]
above should be sent to ISOMED for approval

All cartons should be clearly marked either with customer’s name or with a code agreed between
the customer and ISOMED.

ISOMED will stamp the dates of registration and completion of irradiation on each carton before
delivery to the customer.

Customers should deliver goods at ISOMED for irradiation and collect them after irradiation from
ISOMED premises.

ISOMED reserves the right to refuse to handle any products which in its opinion (a) are received
in damaged condition, or (b) are of inadequate packaging integrity to maintain sterility, or (c) have
an excessively high bacteria count indicating bad production hygiene, or [d] could be considered
as a hazard to the plant or to other customer’'s products. [€] brought for reirradiation or
resterilization. The decision of ISOMED in thisregard will befina and binding on customers.

ISOMED reserves the right to open any carton, examine contents and remove samples for testing
purposes; and undertakes to resed any cartons so opened and to inform the customer of any
samples removed.

Microbiologica test strips shdl not be inserted in the cartons except with the prior approva of
ISOMED.

ISOMED guarantees irradiation of the products with gamma radiation to a minimum of 25 kGy
(i.e. 25 Mrad) for products packed and supplied as specified in item [1] aove. The customer,
however is responsible for the qudity, sterility and suitability of the products for their end use.
ISOMED will not be liable for any third party risks arising from the use of irradiated medical
products. The customer assures that the products that are brought for sterilization at ISOMED has
been produced following GMP as per Schedule M of Drugs & Cosmetics Act. And Rules 1945
and as amended as before, dso it is the customer’s responsibility to ensure that the presterlization
count on the product brought to ISOMED for irradiation isless than 100 per unit pack.
(Note: In case lower doses are to be delivered, specia regquirements have to be complied with)

ISOMED is not responsible for any damage caused by irradiation to customer’s products due to
improper choice of materials used in the product or packaging. The customer is advised to consult
ISOMED regarding suitability and compatibility of materials for irradiation.

The date of ddlivery indicated on the customer’s copy of order form is provisiona. Customer is
advised to contact ISOMED prior to the collection of irradiated materiads from ISOMED
premises.

Payment should be made on or before collection of the products, by a crossed demand draft on
Mumba bank and drawn in favour of “Accounts Officer, BRIT” Such drafts should be
sent/handed over to ISOMED.

*| SOMED-Radiation plant for Sterlization of Medica products, operated by the Board of Radiation
and Isotope Technology, aunit Department of Atomic Energy, Government of India.
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