You now have absolute confirmation of having made

the right choice!
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Regulatory Update on Orthopaedic Implants

Earlier, towards the end of 2006 and early 2007, we had updated you
on the fact that the Government of India had introduced regulation of
various medical devices including orthopaedic implants, by designating them
as ‘Drugs’.

It is now a matter of the greatest pride and pleasure for the Sushrut Adler
Group to report to you that Adler Mediequip Pvt. Ltd., the manufactur-
ing company of the Sushrut-Adler Group, is the FIRST Indian Orthopaedic
Manufacturing Company to be awarded with the Drug Manufacturing License.

As our valued customers who have trusted us for many years, you now have
absolute confirmation of having made the right choice.

The FAQ below has been prepared in the interest of general awareness of
all stakeholders, manufacturers, dealers and distributors, hospitals and user
surgeons as there are legal compliance requirements related to regulated
products.

When were orthopaedic implants brought under regulatory control?

On 7th October 2005, the Government of India brought 10 categories of medical devices,
including orthopaedic implants, under regulatory control, through gazette notification
number G.S.R. 627(E).

What is a Drug Manufacturing Licence or a Drug Import License?

A Drug Manufacturing Licence (or a Drug Import License) is a document approved for issue
by the CLAA (Central License Issuing Authority). The Drug Manufacturing License is issued
by the State FDA (Food and Drug Administration) office under approval of the CLAA and is
endorsed by the Drug Controller of India who is the designated CLAA for all Medical Devices
including orthopaedic implants.

This license is issued to manufacturers (for manufactured products) or importers (for
imported products) who have applied for the respective licence and complied with all
requirements of the regulatory process defined under the law. It is important to note that
a Drug Manufacturing Licence (for manufacture of products) or a Drug Import Licence (for
Import of products) is a license that specifically pertains to individual products and is not a
general quality system certificate.

What is the significance of the list of products that should accompany a
manufacturing license in Form-28?

It is the list of products that clearly shows which are the products that have been granted
the manufacturing license by the regulatory authorities. It is important to note that both
the Form-28 as well as the annexed list of products are to be countersigned by the Drug
Controller General of India, in order to be considered as valid and legal.



Is there some marking or labeling on the products that shows that the
product is licenced by the Drug Authorities?

The Manufacturing License carries with it a manufacturing license number. As per the law,
it is mandatory for the manufacturing license number to be printed on the product label.
For example, all products from the Sushrut-Adler Group will be carrying our manufacturing
license number KD-469.

What is a Drug Selling License?

A Drug Selling License is a license granted to a retailer / agent / dealer / distributor
authorizing him to sell products that have a valid manufacturing license.

What is the difference between the Drug Manufacturing License and the
Drug Selling License?

A Drug Manufacturing License is applicable to a manufacturer.
A Drug Selling License is applicable to a seller/agent/retailer/dealer/distributor.

The Manufacturing License is issued by the Central Regulatory Authority in a form known as
Form-28 and consists of two parts. First is the Form-28 which is the actual manufacturing
license. The second part is the list of actual products that the manufacturing license is
applicable for.

The Selling License is issued by respective State FDA offices to sellers/retailers/agents/
dealers/distributors in two forms known as Form-20B and Form 21-B.

What does this regulation mean for dealers and distributors of these
products?

For dealers and distributors of orthopaedic implants, it is legal and safe to distribute and sell
Sushrut-Adler products as long as they have the drugs * selling licence’.

What does this mean for Hospitals and Orthopaedic Surgeon users
of our products?

For our surgeon users, this is not only confirmation that it is safe and legal to use our
products but is also a re-confirmation of the faith and trust they have had in our products
and quality for many years.

What does this mean for products that are being sold (or used) today
without a valid manufacturing or import licence?

Medical Devices designated as "Drugs", which include orthopaedic implants, that do not meet
legal regulatory requirements applicable as on date are no longer safe to manufacture, sell
or use from a legal standpoint.

Are both Sushrut and Adler products covered in our licence application?

One of the major pro-active steps we took in early 2006 was to formalize the Sushrut
manufacturing alliance with Adler. In the re-structuring operation that was carried out,
Adler acquired all manufacturing assets of Sushrut.

By virtue of this alliance, Sushrut (and all Sushrut products) has gained from the years of
International manufacturing experience and expertise possessed by Adler as well as the
benefit of the Adler CE and ISO certifications.



Adler Mediequip is thus the manufacturing company which manufactures all products for the
group (including the SUSHRUT and ADLER brands as well as the other Adler brands like Zeta,
Titan, UMEX, Eazee etc.) and Sushrut Surgicals Pvt. Ltd. is re-structured exclusively as the
marketing company for the group.

Thus, all our manufactured products (Sushrut, Adler and all other brands) are covered under
the regulatory control as part of our Adler Drug Manufacturing Licence.

Sushrut Surgicals being the exclusive marketing company has already been issued with a
"selling licence" to sell all products.

What is the status of unlicenced products being sold in the market?

As is clear from the provisions of the Drugs and Cosmetics Act, it is not legally allowed for
a manufacturer to make supplies to a dealer or distributor who does not possess a valid
selling licence; just as how it is not legally allowed for a dealer to purchase products from
a manufacturer who does not meet the requirements given in the notification & clarification
guidelines or from an importer who does not have a valid drug import licence.

What actions will be taken against those who are producing, selling,
distributing or using non-licenced illegal products?

While no actions are evident as yet, we have seen a number of cases where local FDA
offices in various states have made enquiries with our business partners about the status of
licensing for the products they sell or distribute.

What we must remember is that any activity of sales, usage or distribution of products not
meeting legal requirements as on date is an act of breaking the law of the land and agencies
of the Government reserve the right to take punitive actions.

While it is difficult to predict the exact nature of the actions, it is likely that these actions
would gradually increase as the enforcement machinery of the Government (Office of the
Drug Controller, State FDA offices etc.) gears up to tackle this relatively new activity.

Inthe meantime, itis clear that any person, as of today, who is engaging in sales, distribution,
stocking or usage of products that do not meet the legal requirements is taking all the risks
that are associated with breaking the law”.
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* To be read in conjunction with information provided in our earlier mailer on the same subject



