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Notified Body No 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.

Zlin, Czech Republic — www.itczlin.cz

EC CERTIFICATE

No. 09 0193 QS/NB/a

issued in compliance with the Council Directive 93/42/EEC as amended, which is implemented by
the Czech Government Order No. 336/2004 (Collection of Laws), certifies that the products —
medical devices of Class llb, models

Orthopedic Implants (screws, plates, nails, wires, pins & washers and

miscellaneous products, spine implants)

Brand name: BIOTEK
(For detailed specification refer to Annex; pages 1-6)

manufactured by company

CHETAN MEDITECH PVT. LTD.

299/29/2, Pirbhai Market, Opp. V.S. Hospital, Ellisbridge,
Ahmedabad - 380006, Gujarat, INDIA

are manufactured under conditions fulfilling the quality system requirements of Annex Il, Section 3.2.
of the Directive 93/42/EEC, as amended.

The Notified Body No. 1023 has performed an audit of the above products quality system covering
the design, manufacture and final inspection of the certified products. The quality system has been
assessed, approved and is subject to continuous surveillance according to Annex Il, Sections 3.3.
and 5., of the Directive 93/42/EEC. The detailed description of the system parts, requirements and
measures applied by the manufacturer are presented in the Final Report No. 803600552A/2009,
which is enclosed to this Certificate.

This Certificate is issued under the following conditions:

1. It applies only to the quality system maintained in the manufacture of above referenced models of medical
devices and it does not substitute the design or type-examination procedures, if requested.

2. The Certificate remains valid until the manufacturing conditions or the quality system are changed but
until the 1% April 2014 at the latest.

3. The Certificate validity is conditioned by positive results of surveillance audits.

4. After fulfilling the relevant EU legislation, the manufacturer shall affix to each medical device, of the above
referenced models, the CE-marking followed by the number of the Notified Body according to this
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Annex to EC Certificate
No. 09 0193 QS/NB/a

Issued for the company:

CHETAN MEDITECH PVT. LTD.
299/29/2, Pirbhai Market, Opp. V.S. Hospital, Ellisbridge,
Ahmedabad - 380006, Gujarat, INDIA

List of the medical devices covered by the EC certificate:

SCREWS

Variants:

Cannulated cancellous bone Screw, 7.3mm

Cannulated cancellous bone Screw, 7.0mm

Cannulated cancellous bone Screw, 6.5mm

Cannulated cancellous bone Screw, 4.5mm

Cannulated cancellous bone Screw, 4.0mm

Cannulated cancellous bone Screw, 3.5mm

Cannulated cancellous bone Screw, 3.0mm

Cancellous bone Screw, 6.5mm

Cancellous bone Screw, 4.0mm

Cortex Screw, 4.5mm

Cortex Screw, 3.5mm

Cortex Screw, 2.7mm

Cortex Screw, 2.0mm

Cortex Screw, 1.5mm

Cortex Screw, 1.3mm

Cortex Screw, 1.0mm

Dynamic hip compression Screw

Dynamic hip lag screw

End Cap for Antegrade/Distal/Proximal femoral nails

End Cap for humeral interlocking nails

End Cap for reconstruction/interlocking femoral nails

End Cap for tibial interlocking nails

Herbert screw

Interference screw

Locking Screws for Intramedullary nails, 3.4mm

Locking Screws for Intramedullary nails, 3.9mm

Locking Screws for Intramedullary nails, 4.9mm

Locking Screws for Intramedullary nails, 6.0mm
ews for Intramedullary nails, 6.3mm

Issued in Zlin, on 2™ April 2009

MUﬁ Cevelik

NDr. Rado

Replaced by issue versmn a) on 27" April 2084°
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Annex to EC Certificate
No. 09 0193 QS/NB/a

Issued for the company:

CHETAN MEDITECH PVT. LTD.

299/29/2, Pirbhai Market, Opp. V.S. Hospital, Ellisbridge,
Ahmedabad - 380006, Gujarat, INDIA

List of the medical devices covered by the EC certificate:

SCREWS Variants:
LLocking Screws for Intramedullary nails, 9.2mm
Locking head Screw, 3.5mm, self-tapping
Locking head Screw, 3.5mm, self-tapping, self-drilling
Locking head Screw, 5.0mm, self-tapping
Locking head Screw, 5.0mm, self-tapping, self-drilling
Low profile cancellous bone screw for knee
Malleolar Screw, 4.5mm
Oral maxillofacial Screw
Schanz Screw
Shaft screw, 4.5mm
Tibial post fixation screw
PLATES Variants:

Angled Blade Plates 130° (for adults)
Clavicle Hook Plate

Cloverleaf Plate

Cobra Head Plate

Condylar Plate 95°

Condylar Buttress Plate

Condylar Plate 1.5 mm

Condylar Plate 2.0 mm

Condylar Plate 2.7 mm

Dynamic Compression Screw Plate 95°
Dynamic Hip Screw Plate

Dynamic Trochanter Stabilizer Plate
Dynamic Compression Plate 4.5mm, Broad
Dynamic Compression Plate, 4.5mm, Narrow
Dynamic Compression Plate, 3.5mm, small
Dynam|c Compressmn Plate, 2.7mm

Issued in Zlin, on 2™ April 2009

Replaced by issue version a) on 2 April 20€
(Replaces the withdrawn Certificate No. 09 0193 QS/NB s







