JV?M MEDICAL DEVICES AGENCY

Diama Limited Qur Ref: CA 00096
Davina House

137-149 Goswell Road Direct Line: 0171 9728318
London Direct Fax: 0171 9728112
EC1 7ET

1 July 1997

Dear éir}' Madam,

MEDICAL DEVICES REGULATIONS 1994: REGULATION 14
Registration of Persons Placing Medical Devices on the Market

Thank you for informing the Competent Authority of the company’s details
and for supplying the medical device informationrelating to the producty
manufactured by Towne Brothers (Pvt.) Ltd of Pakistan. Your registration
has been recorded on the understanding that: ——

For Manufacturers of Class I medical devices, Assemblers, and Sterilisers
You are now operating under the Medical Devices Directive and the 1991
Regulations for the products you asked us to register, by fully complying:

with the essential requirements, CE marking those products or labelling them
as such. ' :

For Manufacturers of Custom-made devices

You are ready to claim compliance with the Directive and Regulations and are
manufacturing custom-made devices in accordance with their requirements.

If you are not yet cumpl-}ring with the Regulations

You should inform us so that we can remove your registration. The
transitional period applies until 13 June 1998, when you believe that you meet
the requirements of the Regulations, please re-apply for registration.

P P

The information you provided has been recorded against the reference
number shown at the top of this letter. Please use this in all future
correspondence and comrmunications.

This ncknowledgement includes a record made [rom the information yon
supphed. Please check and inform us of any incorreet details. In cases where
no gereric code names were used, namees, other than thiose you provide, may
have been recorded. In these cases please consider il the names used would
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caver your devices. Any changes we have made are intended to establish an
acceptable standard terminology for data reference purposes only. Please
inform us if we have omitted any range of devices that you notified.

From time to time, the coding of devices will be updated, if any changes are
made to your records, we will write and inform you.

Please remember to inform us of any changes to:

» the company information
« additional range of devices
» discontinuation of a range of devices.

Please use RG2, the Registration form, to tell us about any of these changes.

Thank you for registering, and please check the fullou:ring information:;
Class I Devices

Dental Instruments; Re-Usable, Non-Powered

Yours sincerely

-

Miss A I Davis
(on behalf of the Competent Au thority (UK))



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road

Rockville MD 20850
DEC 06, 1994

VIA FEDERAL EXFPRESS

. Mr. Zahid Rafique
Director
Towne Brothers (PVT.) Ltd.
52-B, Small Industries Estate
Sialkot, Pakistan

and

Mr. William D. Ccurtin, RAC
Curtin & Associates International
1200 East Street

Dedham, Massachusetts 02026

and

Mr. Abdul Ghafoor

Towne International, Inc.

717 E. Ordnance Road, #206
Baltimore, Maryland 21226

Dear Messrs. Rafigue, Curtin, and Ghafoor:

This acknowledges receipt of your October 25, 1994, letter
requesting that Towne Brothers (FVT.) Ltd. (Towne Brothers)
be removed from Attachment A of Import Alert #76-01 and
placed on Attachment B of Import Alert #76=01. The letter
provided documentation that Towne Brothers entered five
stainless steel surgical instrument shipments into the United
States (U.S.), sampled and laboratory tested those five
shipments, and fulfilled the sampling and testing
requirements of Import Alert #76-01.

Our office reviewed the documentation for the five shipments
entered into the U.S. (sample numbers 1966391, 1965912,
1966248, 1966249, and 1965643). Included in the request was
the entry detention paperwork, the entry release paperwork
based on laboratory test results, the laboratory test results
of each shipment, and summaries of all the test data.
Sufficient information exists to evidence that Towne Brothers
is purchasing raw steel in conformance with ASTM F899-84, and
that the surgical instruments manufactured from that raw
steel meet the requirements of ASTM FB995-84.

Based on the above information, Towne Brothers is removed
from Attachment A on Import Alert #76-01. Towne Brothers
will be placed on Attachment B of Import Alert #76-01. All



Page 2 - Messrs. Zahid Rafique, William D. Curtin, and
Abdul Ghafoor

shipments will be entered into the U.S. free of the
requirements under Attachment A of Import Alert #76-01,
including detention, sampling, and laboratory testing.

Please be advised that all Food and Drug Administration (FDA)
district offices often choose to pericdically audit, sample,
and/or laboratory test any shipments as they are entered into
the U.5. The placement of Towne Brothers on Attachment B
does not relieve the firm from the possibility of being
audited, sampled, and laboratory tested at intervals by the
FDA.

If you have any questions, or need further assistance,
contact me at (301) 594-4595 or FAX (301) 594-4636.

si erelyfynufs, f:- ,

s o AW .
."l i I.' / L i 'f G B
(1L (K AU AT

Carol J. Shirk

Consumer Safety Officer

General Surgery Devices Branch

Division of Enforcement I

Office of Compliance

Center for Devices and
Radiological Health



Certificate GBOO/51815

The management system of

Towne Brothers (Private)
Limited
52-B Industrial Estate, P.O. Box 108, Sialkot, Pakistan

hiacs b Bsessed and cartied as meeting the requinements of

1ISO 9001:2000

For the foliowing activities

Design and manufacture of custom made surgical and dental
instruments. Manufacture and export of surgical and dental
instruments.

Further clarhcabons reganting the scope of this ceriicate and tha applicabilty of
150 9001:2000 requreenands. may be obiamed by consulting the organisaion

This certificate is valid from 21 August 2003 until 21 August 2006
Issue 2. Certified since 21 August 2000

huthertsid by

A

SG5 Uniled Kingdom Lid  Sysiems & Services Cartification
Rossmone Butiess Park  EBasmens Port Chishing CHES JEN UK
t+44 (01151 350-6666 F 44 (01151 350-6600 www.5g5.com

SG5 2001-2 01 0303

Paga 10f 1
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Certificate GBOO/51814

The managemen| systerm of

Towne Brothers (Private)
Limited

52-B Industrial Estate, P.O. Box 108, Sialkot, Pakistan

hices b assassed and certibid a5 meeting the requirements of

ISO 13485:2003

For e following activites

Design and manufacture of custom made surgical and dental
instruments. Manufacture and export of surgical and dental
instruments.

This certificate is valid from 21 August 2003 until 21 August 2006
lssue 2, Cerlified since 21 August 2000

Authorisad by

= e

5G5S United Kingdom Lid  Syslems & Services Centification
Foasmore Business Park  Elesmers Porl Chashies  CHES 3EN UK
¢ (0)151 I50-6666 1 +44 (0151 350-6600 weww 505.c0m

SG5 134852 0803
Page 1af 1
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P.OxBax 1870, Shahrah-E-Awan-E-Sanat-O-Tiarat. Siclkat - 51310

Pakision
Tele # +92-432-261881, 241882. 261883, Gram:Commerce, Fax # +92-432-268835, 267919
Website: www.scci.com.pk, E-Mail: scel@skt comsats.net.pk, scci@brainnet.pk
Ref.AS1507 / IMF Dated 15.07.2004

FREE SALES CERTIFICATE
TO WHOM IT MAY CONCERN

We hereby certify that the Dental, Orthodontic, Surgical, Ophthalmic
and Electro-Medical Instruments as described in the attached catalogues are
manufactured by Towne Brothers (Pvt) Lid, P.O. Box. # 108, 52-56 B, Small
Industrial Estate, Sialkot-51340 Pakistan and are lawfully sold / legally distributed
in Pakistan in accordance with the statutory requirements and are being exported
throughout the world.

."

This certificate is being issued on the S|1LEIHL request 3f the member

firm,

.ﬂ.rmghaﬂa Hafee
Assistant fﬁLLlf.T.:ﬂ}

48 LTI
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Bo s | —
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= Recognized By The Govemment Of Pokistan
= Affiliated With The Federation Of Pakistan Chambiers Of Commerce & Industry

Raf: SIMAP-TO2023 july 13, 2004

FREE SALES CERTIFICATE

To Whom It May Concern

This is to certify that M/s. Towne Brothers (Pvt.) Ltd., 52-56B, Industrial Estate,
Sialkot — Pakistan is a bonafide member firm of this Association with membership
# 102,

According to the present regulations of the Government of Pakistan, the products
described below may be freely distributed in Pakistan and can be exported without
any regulatory permission, statutory requirement. These products are lawfully sold
in Pakistan and are legally distributed around the world.

15t Names of the Products:

= - 1P « Dental Instruments

S = Orthopedic Instruments
Surgical Instruments
Ophthalmic Instruments
Electro-Medical Instruments

Name of the Manufacturer:

M/s, Towne Brathers (Pvt.) Ltd.,
52-568, Industrial Estate,
Sialkot - 51340, Pakistan

Mfs. Towne Brothers (Pvt.) Ltd. is in compliance with the 1SQ-9001 (2000), 1SO-
13485 (2003), CE Comply with Essential Requirements of the 93/42 EEC Directive
concerning Medical Devices and cGMP,

This certificate is issued on the specific request of the member company,

=

Mubhammad Umer

The Eurafiml Instrument Manufacturers
:\55::;‘1.35{!“ ﬂ; ]]ﬂLﬁElBII biﬂ"{ul.

Hear Sublime Chowk, Morala Reod, Sialkot - Pakistan,
Tal; 0092-554890, 563014, 562940

Food: DOR2-432.554217

E-mall: sima@rbeain net.pk

imopiEcyber nel.pk

LRL: www. simic. ong ok
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‘ PHONE: 586439 &

D.0.NO. 54U DATE 2/— 27 — 2284

FREE SALES CERTIFICATE

To Whom It May Concern

This is hereby certified, according to the present regulation of Government
of Pakistan, the products described below may be freely distributed in
Pakistan and can be exported without any regulatory permission,
statutory requirements. These products are lawfully sold in Pakistan and
are legally distributed around the world.

Manufacturing company is in-compliance with [S0O-9001 ([2000), ISO-
13485 (2003), CE comply with the Essential Requirements of the 93/42
EEC Directive Concerning Medical Devices and cGMP (FDA-USA).

This certificate is being issued on the specific request of the member firm.
Mame of the Products;

Dental Instruments
Orthodontic Instruments
Surgical Instruments
Ophthalmic Instruments
Electro-Medical Instruments

b A G

Name of the Manufacturer;

Towne Brothers (Pvt) Ltd
52-568, Industrnial Estate,
Sialkot-51340-Pakistan

On and Behalf of

istrict Officer (Health)
&giﬂkut - Pakistan "



Sialkot Material Testing Laboratory

NEAR SUBLIME CHOWK, MARALA ROAD, SIALKOT-51310-PAKISTAN.
TEL: 0092-432-562818 FAX: 0092-432-554217

A JOINT VENTURE OF EXPORT PROMOTION BUREAL MINISTRY OF COMMERCE GOVT. OF PAKISTAN & SIMAP
SIMTEL/PD/ 322/2004 July 20, 2004

ANALYTICAL /| TEST REPORT

In respect of

Towne Brothers Private Limited Sialkot

Sample received from Representative
Reference No. TWB/2004
Dated 17-07-2004
Name of the sample TWB-L
- Typel/Grade pf AlSI-410
Heallol Material
Specification against : ASTM. 899-95
,?4% RO which tested Analytical Results Got on Direct Emission
Spectrometer
Z;gfamﬁﬂf Results are in percentage:
o T 13.329 .
e E:_ 1 ATCRL o N A W S L1 9_1_52 - Mﬂ """"""""" _ﬂ.' ?S;I_r
. 0.023 - Dy N 0.007
Si 0.198 b cssmaivissiennser 0.171

This analylicalitest report is based solely on the particular sample(s) supplied by the party and should |
not ba reproduced in part.

Sampling has not been performed by the SIMTEL and the SIMTEL daes not accept responsibility that
the sampie(s) supplied isfare truly representative samplels) of any batch or Stock or entire production.

‘While the SIMTEL agrees to take every réasonable precaution to ensure validity of its test results. it
assumes no llability for the accuracy thereof beyond the amount of the fee charged for the
analysis/test.

The party shall assume full responsibility for the ethical use of the results in the analysis! repons
and the laboratory shall be held free from any and all claims which may result from the uselof such
data by the party or others.
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Sialkot Material Testing Laboratory

MNEAR SUBLIME CHOWE, MARALA ROAD, SIALKOT-51310-PAKISTAN.
TEL: 0092-432-562818 FAX: 0092-432-554217

STRIFELBEYESLEXPORT PROMOTION BUREAU MINISTRY OF COMMERCE GOV, OF PAKISTAN & SINAY
MTEL/PD) 321/2004 July 20, 2004

ANALYTICAL / TEST REPORT

In respect of : Towne Brothers Private Limited Sialkot

Sample received from  : Representative

Reference No. . TWB/2004

Dated : 17-07-2004

Name of the sample : TWB-S

Type/Grade of . AISl-420

Material

Specification against : ASTM. 899-95

which tested Analytical Results Got on Direct Emission
Spectrometer

Results are in percentage:

= = — ‘Cf__ 13295 =
B ciienaningg: 0.217 [/ 7 1
P e, 0027 : S .. 0.008

This analyticalitest report is based solely on the particular sample(s) supplied by the party and should |
not be reproduced in part.

Sampling has not bean performed by the SIMTEL and the SIMTEL does not accept responsibility that
the sample(s) supplied is/are truly representative sample(s) of any batch or stock or entire production. |
While the SIMTEL agrees to take every reasonable precaution to ensure validity of its test results, it '
assumes no llability for the accuracy thereof bayond the amount of the fes charged for the
analysisitest.

The party shall assume full responsibility for the ethical use of the results in the analysisftes] reporis
and the laboratery shall be held free from any and all claims which may result from the usel of such
data by the party or others.

After completion of the report the sample will be preserved for three manth until r?quualud otherwise,

— : - " i
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