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Notified Body 1023
INSTITUTE FCR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

EC Certificate - Full Quality Assurance System
No. 18 0308 QS/NB

The quality system of manufacturer

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

has been certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il excluding (4)

for the following product category(ies):

Orthopedics Implants and Spinal Implants

The Notified Body No. 1023 declares that the aforementioned manufacturer has
implemented a quality assurance system for design, manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subjected to
periodical surveillance. For placing on the market of Class Ill devices covered by this
certificate, an EC Design-Examination Certificate according to Annex Il (Section 4} is
required.

Valid from: 2018-09-11
Valid until: 2023-09-10
First Issued: 2018-09-11
Revision: -

Mgr. Jifi Hed
Representative of the Notified Body No. 1023

Date: 2018-09-11
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Annex

. ®

ITG

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Product(s):

Name:

Trade name(s):

Model(s):
Class:
GMDN:

Name:

Trade name(s):

Model(s):
Class:
GMDN:

Name:

Trade name(s):

Model(s):
Class:
GMDN:

Date: 2018-09-11
Revision: -

Vadodara - 390019, Gujarat, India

Locked plates

SHARMA, SPCPL
see attached table
lib

35241

Locked screws
SHARMA, SPCPL
see attached table
b

37816

Bone plates & Bone screws

SHARMA, SPCPL
see attached table
llb

35241, 37816

L8

Mgr. Jifi Hes
Representative of the Notified Body No. 1023
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Annex

ITC

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc¢.,
tfida Tomas&e Bati 299, Louky, 763 02 Zlin, Czech Republic

to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Name:

Trade name(s):

Model(s):
Class:
GMDN:

Name:

Trade name(s):

Model(s):
Class:
GMDN:

Name:

Trade name(s):

Model(s):
Class:
GMDN:

Date: 2018-09-11
Revision: -

Vadodara - 390019, Gujarat, India

Interlocking nails
SHARMA, SPCPL
see attached table

lib

37814

Oral Maxillofacial implants
SHARMA, SPCPL

see attached table

]o]

33168

Pins & Wires

SHARMA, SPCPL
see attached table
b

32854, 35685

Mgr. Jifi He$
Representative of the Notified Body No. 1023
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ITc

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
trida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer;

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

Name: Arthroscopy implants
Trade name(s): SHARMA, SPCPL
Modei(s): see attached table
Class: lb

GMDN: 32854

Name: Spinal implants
Trade name(s): SHARMA, SPCPL
Model(s): see attached table
Class: lib

GMDN: 43050
Facility(ies):

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road, Vadodara -
390019, Gujarat, India

SHARMA PHARMACEUTICAL PVT. LTD.

444, GIDC Estate, Waghodia — 391760, Vadodara, Gujarat, India (manufacturing
site)

Wl

Date: 2018-09-11 Mgr. Jifi Hes
Revision: - Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

Table of models and variants:

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL

SCREW [/ HOLE

DIA.

1. LOCKED PLATES

DYNAMIC COMPRESSION | 3.6 mm & 4.0 mm | 03 To 12 Holes S.8316L, S.S
LOCKED PLATE (DCP) 316LVM, T itanium
SMALL (Grade 5)
DYNAMIC COMPRESSION | 4.5 mm & 5.0 mm | 03 To 18 Holes S.8316L, 8.8
LOCKED PLATE (DCP) 316LVM, T itanium
NARROW (Grade 5)
DYNAMIC COMPRESSION | 4.5 mm & 5.0 mm | 03 To 18 Holes 88 316L, S.S
LOCKED PLATE (DCP) 316LVM, Titanium
BROAD (Grade 5)
LATERAL TIBIA HEAD | 6.5 mm, 4.5 mm, | 02 To 18 Holes 8.8 316L, S.8
BUTTRESS LOCKED | 5.0 mm, 4.0 mm, 316LVM, Titanium
PLATE (LEFT / RIGHT) 3.5 mm (Grade 5)
DISTAL TIBIA | 6.5 mm, 4.5 mm, | 03 To 12 Holes 5.8 316L, S8
ANATOMICAL LOCKED | 5.0 mm, 4.0 mm, 316LVM, Titanium
PLATE (LEFT / RIGHT) (Grade 5)

Date: 2018-09-11
Revision: -

Tl

Mgr. Jifi Heg

Representative of the Nofified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Repubiic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
PROXIMAL MEDIAL TIBIA!6.5 mm, 45 mm, | 04 To 12 Holes S8 316L, S.8
LOCKED PLATE (LEFT /|5.0 mm, 4.0 mm, 316LVM, Titanium
RIGHT) 3.5 mm (Grade 5)
DISTAL MEDIAL TIBIA | 6.5 mm, 4.5 mm, | 5+2 To 5+10 Holes | S.S316L, S8
LOCKED PLATE 50 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
DISTAL TIBIA |65 mm, 4.5 mm, | 03 To 12 Holes S8 316L, S.S
ANTERQLATERAL 50 mm, 4.0 mm, 316LVM, Titanium
LOCKED PLATE (LEFT /| 3.5mm (Grade 5)

RIGHT)

T-LOCKED PLATE

mm, 5.0 mm, 4.0
mm, 3.5 mm

02 To 12 Holes

S.S316L, S.8
316LVM, Titanium
(Grade 5)

T- BUTTRESS LOCKED
PLATE

6.5 mm, 4.5 mm,
50 mm, 4.0 mm,
3.5 mm

02 To 12 Holes

S.8316L, S.S
316LVM, Titanium
{Grade 5)

L - LOCKED PLATE (LEFT /
RIGHT)

6.5 mm, 45 mm,
50 mm, 4.0 mm,
3.5mm

02 To 12 Holes

S.S 316L, S.S
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

RSNV,

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.
L - BUTTRESS LOCKED | 6.5 mm, 4.5 mm, | 02 To 12 Holes S.8316L, S.8
PLATE (LEFT / RIGHT) 50 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
CLOVERLEAF LOCKED | 6.5 mm, 4.5 mm, | 04 To 12 Holes 88 316L, S.8
PLATE 50 mm, 4.0 mm, 316LVM, Titanium
3.5mm (Grade 5)
DISTAL FEMUR LOCKED | 6.5 mm, 45 mm, | 03 To 13 Holes S8 316, S.S
PLATE (LEFT / RIGHT) 50 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
PROXIMAL FEMUR | 6.5 mm, 4.5 mm, | 04 To 12 Holes 8.8 316L,
LOCKED PLATE (LEFT /5.0 mm, 4.0 mm, S$.8316LVM, mn
RIGHT) 3.5 mm itanium (Grade 5)
FEMORAL CONDYLAR | 6.5 mm, 45 mm, | 04 To 18 Holes 8.8316L, S.8
BUTTRESS LOCKED | 5.0 mm, 4.0 mm, 316LVM, T itanium
PLATE (LEFT / RIGHT) 3.5 mm (Grade 5)
TROCHANTRIC FEMUR [ 6.5 mm, 4.5 mm, | 04 To 15 Holes S.8316L, S.8
LOCKED PLATE 5.0 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)

Date: 2018-09-11
Revision: -

Yol

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.
PROXIMAL HUMERUS | 6.5 mm, 4.5 mm, | 02 To 12 Holes 8.8 316L, S.8
LOCKED PLATE 5.0 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
LOW PROFILE PROXIMAL | 6.5 mm, 4.5 mm, | 02 To 12 Holes S.8316L, 8.8
HUMERUS LOCKED PLATE | 5.0 mm, 4.0 mm, 316LVM, Titanium
(LPPHP) 3.5 mm (Grade 5)
DISTAL MEDIAL HUMERUS | 6.5 mm, 4.5 mm, | 04 To 12 Holes S.8 316L, 8.8
LOCKED PLATE (LEFT /|5.0 mm, 4.0 mm, 316LVM, Titanium
RIGHT) 3.5 mm (Grade 5)
ANATOMICAL DISTAL | 6.5 mm, 4.5 mm, | 03 To 12 Holes S8 316L, S.8
HUMERUS LOCKED PLATE | 5.0 mm, 4.0 mm, 316LVM, Titanium
(LEFT / RIGHT) 3.5 mm (Grade 5)
LATERAL POSTERIOR | 6.5 mm, 4.5 mm, | 03 To 12 Holes S.8 316L, S5
DISTAL HUMERUS | 5.0 mm, 4.0 mm, 316LVM, Titanium
LOCKED PLATE (LEFT /| 3.5mm (Grade 5)
RIGHT)
ANATOMICAL PROXIMAL | 6.5 mm, 4.5 mm, | 03 To 12 Holes S.8 316L, 8.8
HUMERUS LOCKED PLATE | 5.0 mm, 4.0 mm, 316LVM, Titanium
(LEFT / RIGHT) 3.5mm (Grade 5)

Date: 2018-09-11
Revision: -

TS

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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ITC.

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfiida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CLAVICLE HOOK LOCKED | 6.5 mm, 4.5 mm, | 02 To 08 Holes S5.8316L, 8.8
PLATE (LEFT / RIGHT) 5.0 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
CLAVICLE LOCKED PLATE { 6.5 mm, 45 mm, | 03 To 12 Holes S.8316L, S.S
(LEFT / RIGHT) 5.0 mm, 4.0 mm, 316LVM, Titanium
3.5mm (Grade 5)
RECONSTRUCTION 3.5 mm 05 To 12 Holes S5.8316L, S.S
LOCKED PLATE 3.5 MM 316LVM, Titanium
ROUND HOLE/DC HOLE) (Grade 5)
RECONSTRUCTION 4.5 mm 05 To 16 Holes S.S316L, 8.8
LOCKED PLATE 45 MM 316LVM, Titanium
(ROUND HOLE/DC HOLE) (Grade 5)
OLECRANON LOCKED | 6.5 mm, 4.5 mm, | 03 To 12 Holes S.8316L, S.S
PLATE 50 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
1/3RD TUBULAR LOCKED | 6.5 mm, 4.5 mm, | 03 To 12 Holes S.8316L, S.S
PLATE 50 mm, 4.0 mm, 316LVM, T itanium
3.5 mm (Grade 5)

Date: 2018-09-11
Revision; -

Yo QU4

Mgr. Jifl Hes

Representative of the Notified Body No. 1023
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ITC

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.

SEMI TUBULAR LOCKED | 6.5 mm, 4.5 mm, | 03 To 12 Holes 8.8 316L, S.8

PLATE 50 mm, 4.0 mm, 316LVM, T itanium
3.5 mm (Grade 5)

CALCANEUM LOCKED | 6.5 mm, 4.5 mm, | Small, Medium, | S.8 316L, S.§

PLATE 50 mm, 4.0 mm, | Large 316LVM, Titanium
3.5 mm (Grade 5)

D TYPE CALCANEUM 6.5 mm, 4.5 mm, | Small, Medium, | S. 8 316L, 8.8

LOCKED PLATE 50 mm, 4.0 mm, | Large 316LVM, Titanium
3.5 mm (Grade 5)

P TYPE CALCANEUM | 6.5 mm, 4.5 mm, | Smaill, Medium, | 8.8 316L, S.S5

LOCKED PLATE 50 mm, 4.0 mm, | Large 316LVM, Titanium
3.5 mm (Grade 5)

R TYPE CALCANEUM | 6.5 mm, 4.5 mm, | Small, Medium, | $.8316L, 3.8

LOCKED PLATE 5.0 mm, 4.0 mm, | Large 316LVM, Titanium
3.5 mm (Grade 5)

DHS LOCKED PLATE (125°, | 6.5 mm, 4.5 mm, | 04 To 12 Holes 5.5316L, S8

130°, 135°, 140°) L/B OR | 5.0 mm, 4.0 mm, 316LVM, Titanium

S/B 3.5 mm (Grade 5)

Date: 2018-09-11
Revision: -

TS

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
ffida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
D.C.8. LOCKED PLATE 95° | 12.5 mm, 5.0 mm, | 04 To 12 Holes S.8316L, 8.8
4.5 mm 316LVM, Titanium
(Grade 5)
DISTAL RADIUS LOCKED | 6.5 mm, 4.5 mm, | 02 To 12 Holes S.8316L, 8.8
PLATE 50 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
T - OBLIQUE LOCKED |86.5 mm, 4.5 mm, | 02 To 12 Holes S8 316L, 8.8
PLATE [LEFT / RIGHT] 50 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
DORSAL DISTAL RADIUS L | 3.0 mm, 2.7 mm, | 2X4 Hole S.8316L, 8.8
-LOCKED PLATE (LEFT /| 2.4 mm 316LVM, Titanium
RIGHT) (Grade 5)
DORSAL DISTALRADIUS T | 3.0 mm, 2.7 mm, |24 mm - 3 X 4| $.8316L, 8.8
-LOCKED PLATE 2.4 mm Hole 316LVM, Titanium
(Grade 5)
VOLAR EXTRA | 3.0 mm, 2.7 mm. |24 mm - 5 X 4| S.8316L, 8.8
ARTICULAR  STANDARD | 2.4 mm Hole 316LVM, Titanium
LOCKED PLATE (Grade 5)

(LEFT/RIGHT)

Date: 2018-09-11
Revision: -

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
VOLAR JUXTA ARTICULAR | 3.0 mm. 2.7 mm. |24 mm - 5 X 4| S.8316L, 8.8
STANDARD LOCKED | 2.4 mm Hole 316LVM, Titanium
PLATE (LEFT / RIGHT) {Grade 5)
DORSAL DISTAL RADIUS | 3.0 mm. 2.7 mm. | Standard 58 316L, S8
STRAIGHT LOCKED PLATE | 2.4 mm 316LVM, Titanium
(Grade 5)
DORSAL DISTAL RADIUS | 3.0 mm. 2.7 mm. | 3X4 Hole 8.5 316L, S.8
RIGHT ANGLED L -|24mm 316LVM, Titanium
LOCKED PLATE (Grade 5)
(LEFT/RIGHT)
DORSAL DISTAL RADIUS | 3.0 mm. 2.7 mm. | 3X4 Hole 8.8 316L, 8.8
OBLIQUE L - LOCKED | 2.4 mm 316LVM, Titanium
PLATE (LEFT / RIGHT) (Grade 5)
PROXIMAL HUMERUS | 6.5 mm, 4.5 mm, | 02 To 12 Holes S8 316L, 8.
MULTIPLE LOCKED PLATE | 5.0 mm, 4.0 mm, 316LVM, Titanium
3.5 mm (Grade 5)
PILON LOCKED PLATE 6.5 mm, 4.5 mm, | 02 To 12 Holes S5.5316L, S8
mm, 316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

R LU

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
trida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
LOW PROFILE PROXIMAL | 6.5 mm, 4.5 mm, | 02 To 15 Holes 8.8 316L, 8.8
LATERAL TIBIA LOCKED | 5.0 mm, 4.0 mm, 316LVM, Titanium
PLATE (LEFT / RIGHT) 3.5 mm (Grade 5)
ANTERO LATERAL DISTAL | 6.5 mm, 4.5 mm, | 03 To 16 Holes S.8316L, 8.8
TIBIA' LOCKED PLATE |5.0 mm, 4.0 mm, 316LVM, Titanium
(LEFT / RIGHT) 3.5 mm (Grade 5)
FIBULA LATERAL DISTAL | 6.5 mm, 4.5 mm, | 03 To 12 Holes S.8316L, S.8
LOCKED PLATE (LEFT /5.0 mm, 4.0 mm, 316LVM, Titanium
RIGHT) 3.5 mm (Grade 5)
FIBULA 6.5 mm, 45 mm, | 03 To 12 Holes 5.5 316L, S.8
POSTEROLATERAL 50 mm, 4.0 mm, 316LVM, Titanium
LOCKED PLATE (LEFT /| 3.5mm (Grade 5)

RIGHT)

3D LOCKED PLATE (FOOT | 3.5 mm, 3.0 mm, | STD S8.8316L, 8.8

PLATE) 2.7 mm, 2.4 mm 316LVM, Titanium
(Grade 5)

BROAD STRAIGHT | 3.5 mm, 3.0 mm, | STD S.8 316L, S8

LOCKED PLATE (FOOT |2.7 mm, 2.4 mm 316LVM, Titanium

PLATE) (Grade 5)

Date: 2018-09-11
Revision; -

ReNVe

Mgr. Jiff Hes

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Compiex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CALCANEUS MESH | 3.5 mm, 3.0 mm, ! STD S.8316L, S.8
LOCKED PLATE (FOOT |2.7 mm, 2.4 mm 316LVM, Titanium
PLATE) (Grade 5)
CALCANEUS STANDARD | 3.5 mm, 3.0 mm, | STD S.8316L, S.S
LOCKED PLATE (FOOT | 2.7 mm, 2.4 mm 316LVM, Titanium
PLATE) (Grade 5)
CURVED LOCKED PLATE ! 3.5 mm, 3.0 mm, | STD S.S 316L, 8.8
(FOOT PLATE) 2.7 mm, 2.4 mm 316LVM, Titanium
(Grade 5)
H - LOCKED PLATE (FOOT | 3.5 mm, 3.0 mm, | STD S.8 316L, S.S
PLATE) 2.7 mm, 2.4 mm 316LVM, Titanium
(Grade 5)
L - LOCKED PLATE|3.5 mm, 3.0 mm, | STD S.S 316L, S8
(LEFT/RIGHT) (FOOT | 2.7 mm, 2.4 mm 316LVM, Titanium
PLATE) {Grade 5)
OBLIQUE T - LOCKED |35 mm, 3.0 mm, | STD S8 316L, SS
PLATE(LEFT/RIGHT) 2.7 mm, 2.4 mm 316LVM, Titanium
(FOOT PLATE) (Grade 5)

Date: 2018-09-11
Revision; -

KOYNIRVY,

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

RECTANGULAR LOCKED | 3.5 mm, 3.0 mm, | STD S.8316L, 8.8

PLATE (FOOT PLATE) 2.7 mm, 2.4 mm 316LVM, Titanium
(Grade 5)

T - LOCKED PLATE (FOOT { 3.5 mm, 3.0 mm, | STD S.8 316L, 8.5

PLATE) 2.7 mm, 2.4 mm 316LVM, Titanium
(Grade 5)

PELVIC CURVED LOCKED | 4.0mm, 3.5 mm 04 To 20 Holes 5.8316L, 8.8

PLATE 316LVM, Titanium
{Grade 5),

PELVIC STRAIGHT | 4.0mm, 3.5 mm 02 To 20 Holes S.8316L, 8.8

LOCKED PLATE 316LVM, Titanium
(Grade 5)

PELVIC FLEX LOCKED | 4.0mm, 3.5 mm 02 To 22 Holes S.8 316L, 8.8

PLATE 316LVM, Titanium
{Grade 5)

PELVIC SYMPHYSIS | 4.0mm, 3.5 mm 04 Hole, 06 Hole S.8316L, 8.8

LOCKED PLATE 316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

KNIV

Mgr. Jifi He$

Representative of the Notified Body No. 1023

Page 14/62




ITC.

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

TROCHANTERIC 12.5mm, 6.5mm, | 02 To 12 Holes 8.8 316L, S8

SUPPORT LOCKED PLATE
(130°, 135°)

5.0mm, 4.5mm

316LVM, Titanium
{Grade 5)

CLAVICLE SUPERIOR | 3.5mm, 3.0mm, 2.7 | 04 To 12 Holes S5.8316L, S8
ANTERIOR DISTAL | mm, 316LVM, Titanium
LOCKED PLATE (Grade 5)
(LEFT/RIGHT)

CLAVICLE SUPERIOR | 3.5mm, 3.0mm, 2.7 | 04 To 12 Holes S.8316L, S.8
ANTERIOR MEDIAL | mm, 316LVM, Titanium

LATERAL LOCKED PLATE

(Grade 5)

CALC LOCKED PLATE

(FOOT PLATE)

STD.

STD.

S.8 316L, S.8
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

ROV

Mgr. Jifi Hes
Representative of the Notified Bedy No. 1023
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
trida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
2. LOCKED SCREWS
CANCELLOUS LOCKED | 7.0 mm (Hex Drive | 20mm To 120mm | S.8316L, S.8
SCREW 7.0 MM | / Star Drive) (Diff:  2.0mm} & | 316LVM, Titanium
(CANNULATED AND (Diff: 5.0mm) (Grade 5)

SOLID) (32 MM THREAD,
HALF THREAD & FULL
THREAD)

CANCELLOUS LOCKED | 6.5 mm (Hex Drive | 20mm To 120mm | S.8316L, S.8

SCREW 6.5 MM (16 MM |/ Star Drive) (Diff:  2.0mm) & | 316LVM, Titanium

THREAD, 32 MM THREAD, (Diff: 5.0mm) (Grade 5)

FULL THREAD) (CA

CANCELLOUS LOCKED | 5.0 mm (Hex Drive | 20mm To 80mm | S.S316L, 5.8

SCREW 5.0 MM (SOLID) / Star Drive) (Diff: 2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)

CORTEX LOCKED SCREW
5.0 MM (SOLID}

5.0 mm (Hex Drive
/ Star Drive)

20mm To 80mm
(Diff.  2.0mm) &

(Diff: 5.0mm)

S.8316L, S8
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

RNV

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Repubiic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CANCELLOUS LOCKED | 4.0 mm (Hex Drive | 10mm To 70mm S5.8316L, S.8
SCREW 4.0 MM (SOLID) / Star Drive) (Diff.  2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5}

CORTEX LOCKED SCREW

4.0 mm (Hex Drive

10mm To 62mm

5.8316L, S.8

4.0 MM (SOLID) / Star Drive) (Diff:  2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)

CANCELLOUS LOCKED | 3.5mm (Hex Drive / | 12mm To 60mm | S.8316L, S.S

SCREW 3.5 MM (SOLID) Star Drive) (Diff.  2.0mm) & [ 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)

CORTEX LOCKED SCREW
3.5 MM (SOLID)

3.5 mm (Hex Drive
! Star Drive)

10mm To 62mm
(Diff:  2.0mm) &
(Diff: 5.0mm)

S.8316L, 3.8
316LVM, Titanium
(Grade 5)

CANCELLOUS LOCKED
SCREW 3.0 MM (SOLID)

3.0 mm (Hex Drive
! Star Drive)

10mm To 42mm
(Diff:  2.0mm) &
(Diff. 5.0mm)

S.8316L, S.S
316LVM, Titanium
(Grade 5)

CORTEX LOCKED SCREW
3.0 MM (SOLID)

3.0 mm (Hex Drive
/ 8tar Drive)

12mm To 42mm
(Diff:  2.0mm) &
(Diff: 5.0mm)

S.8316L, 8.8
316LVM, Titanium
(Grade 5)

Date; 2018-09-11
Revision; -

ALV

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FCR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CANCELLOUS LOCKED | 2.7 mm (Hex Drive | 06mm To 36mm | $.8316L, 5.8
SCREW 2.7 MM (SOLID) / Star Drive) (Diff:  2.0mm) & ( 316LVM, Titanium
(Diff; 5.0mm) (Grade 5)

CORTEX LOCKED SCREW
2.7 MM (SOLID)

2.7 mm (Hex Drive
/ Star Drive)

06mm To 36mm
(Diff: 2.0mm) &
(Diff: 5.0mm)

S.8316L, S.8
316LVM, Titanium
{(Grade 5)

CANCELLOUS  LOCKED
SCREW 2.4 MM (SOLID)

2.4 mm (Hex Drive
/ Star Drive)

Omm (Diff: 2.0mm)
& (Diff: 5.0mm)

5.8316L, 3.8
316LVM, Titanium
(Grade 5)

CORTEX LOCKED SCREW | 2.4 mm (Hex Drive | Omm (Diff: 2.0mm) | S.S316L, S.8
2.4 MM (SOLID) / Star Drive}) & (Diff: 5.0mm) 316LVM, Titanium
{Grade 5)
SPACER LOCKED SCREW | 6.5 mm. 5.0 mm & | STD. S8 316L, S.8
4.0 mm. 3.0 mm 316LVM, Titanium
(Grade 5)
MOUNTING BLOCK 3.0mmto50mm | STD. S8 316L, S.S

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

Ve

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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tfida Tomage Bati 299, Louky, 763 02 Zlin, Czech Republic

. ®

T

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,

Annex to EC Certificate No. 18 0308 QS/NB

SHARMA PHARMACEUTICAL PVT. LTD.

issued for manufa

cturer:

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
3. BONE PLATES (NON- LOCKING)
DYNAMIC COMPRESSION | 3.5 mm To 12 Holes S.8316L, S.S
PLATE (DCP) SMALL 316LVM, Titanium
(Grade 5)
DYNAMIC COMPRESSION | 4.5 mm To 16 Holes 5SS 316L, S8
PLATE (DCP) NARROW 316LVM, Titanium
(Grade 5)
DYNAMIC COMPRESSION | 4.5 mm To 18 Holes 58 316L, 8.8
PLATE (DCP) BROAD 316LVM, Titanium
(Grade 5)
LOW CONTACT DYNAMIC | 3.5 mm 04 To 12 Holes S.S 316L, 8.8
COMPRESSION PLATE 316LVM, Titanium
LC-DCP) SMALL (Grade 5)
LOW CONTACT DYNAMIC | 4.5 mm 05 To 18 Holes S5 316L, S-S

COMPRESSION PLATE

LC-DCP) NARROW

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

T U

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
LOW CONTACT DYNAMIC | 4.5 mm 04 To 18 Holes S.8316L, S.8
COMPRESSION PLATE 316LVM, Titanium
(LC-DCP) BROAD (Grade 5)
DHS PLATE (125°, 130° | 12.5 mm or 4.5 mm | 02 To 18 Holes S.8316L, S.8
135°, 140°) L/IB OR S/B 316LVM, Titanium
R/H, D.C/H] (Grade 5)
DCS PLATE 95° [ R/H, | 12.5mmor4.5mm | 02 To 18 Holes S.8316L, S.8

D.C/H]

316L.VM, Titanium
{Grade 5)

RECONSTRUCTION PLATE
(ROUND HOLE / DC HOLE)

3.5mm & 4.5 mm

05 To 26 Holes

S.8316L, S.8
316LVM, Titanium
{Grade 5)

Y-PLATE 35 mmor45mm |03 To 12 Holes S.8 316L, 8.8
316LVM, Titanium
{Grade 5)

SPOON PLATE 35 mmor45mm | 04 To 07 Holes S.8 316L, 8.8

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

N vivze

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
ANGLED BLADE PLATE | 4.5 mm 04 To 18 Holes $.5316L, S$.8
(ANY SIZE) D.C. HOLE 316LVM, Titanium
(Grade 5)
COBRA PLATE 4.5 mm 02 To 18 Holes S.5316L, S.S
316LVM, Titanium
{Grade 5)
CONDYLAR PLATE (95°) | 4.5 mm 04 To 18 Holes S8 316L, S.8
WITH BLADE 316LVM, Titanium
(Grade 5)
SMALL L-PLATE (LEFT /|3.5mm 03 To 12 Holes S.8 316L, S.8
RIGHT) 316LVM, Titanium
(Grade 5)
1/3RD TUBULAR PLATE 3.5mm 03 To 12 Holes 5.8 316L, S.S
316LVM, Titanium
{Grade 5)
SEMI TUBULAR PLATE 4.5 mm 03 To 14 Holes S8 316L, S8

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

<P\

Magr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.

SMALL T - PLATE 3.5 mm 03 To 12 Holes S5.5316L, 8.8
316LVM, Titanium
(Grade 5)

OBLIQUE T - PLATE (LEFT | 3.5 mm 03 To 14 Holes 88 316L, Ss

{ RIGHT) 316LVM, Titanium
(Grade 5)

T-PLATE 4.5 mm 04 To 12 Holes S.8316L, S8
316LVM, Titanium
(Grade 5)

T - BUTTRESS PLATE 4.5 mm 04 To 12 Holes S.8316L, 5.8
316LVM, Titanium
(Grade 5)

L - PLATE (LEFT / RIGHT) 4.5 mm 03 To 12 Holes SS 316L, 8.8
316LVM, Titanium
(Grade 5)

L - BUTTRESS PLATE | 4.5 mm 03 To 12 Holes S.S316L, S.8

(LEFT / RIGHT) 316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

AN

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talayv, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CLOVERLEAF PLATE 3.5mmor4.5mm |04 To 12 Holes SS 316L, 8.S
316LVM, Titanium
(Grade 5)
LATERAL  TIBIA HEAD | 4.5 mm 04 To 16 Holes S.8316L, 3.5
BUTTRESS PLATE (LEFT / 316LVM, Titanium
RIGHT) (Grade 5)
FEMORAL CONDYLAR | 4.5 mm 04 To 16 Holes S.5316L, SS
BUTTRESS PLATE (LEFT / 316LVM, Titanium
RIGHT) (Grade 5)
DISTAL TIBIA | 4.5 mm 04 To 18 Holes S.5 316L, S8
ANATOMICAL PLATE 316LVM, Titanium
(LEFT / RIGHT) (Grade 5)
ANATOMICAL PROXIMAL | 4.5 mm 04 To 18 Holes S5 316L, S8
HUMERUS PLATE (LEFT / 316LVM, Titanium
RIGHT) (Grade 5)
ANATOMICAL PROXIMAL ! 4.5 mm 04 To 18 Holes SS 316L, 8.8

MEDIAL TIBIA PLATE

(LEFT / RIGHT)

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

T U/

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Bady 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Ziin, Czech Repubiic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

ANATOMICAL DISTAL | 4.5 mm 04 To 18 Holes 5.8 316L, S.S

FEMUR PLATE (LEFT /
RIGHT)

316LVM, Titanium
(Grade 5)

CALCANEUM PLATE 6.5 mm, 4.5 mm, | Small, Medium, | S.8316L, SS
3.5 mm Large 316LVM, Titanium

(Grade 5)
ACETABULAR SURFACE | 4.5mm, 3.5mm Small, Medium, | $.8 316L, 8.5
PLATE Large 316LVM, Titanium

(Grade 5)

PELVIC CURVED PLATE

4.0mm, 3.5mm

04 To 20 Holes

S.8316L, 5.8
316LVM, Titanium
(Grade 5)

PELVIC STRAIGHT PLATE

4.0mm, 3.56mm

02 To 20 Holes

S.8316L, 3.5
316LVM, Titanium
(Grade 5)

PELVIC FLEX PLATE

4.0mm, 3.5mm

02 To 22 Holes

S.8 316L, 8.8
316LVM, Titanium
(Grade 5)

Date; 2018-09-11
Revision: -

T

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
PELVIC SYMPHYSIS | 4.0mm, 3.5mm 04 Hole, 06 Hole S.8316L, S.S
PLATE 316LVM, Titanium

(Grade 5)

TROCHANTRIC SUPPORT
PLATE (130°, 135°)

12.5mm, 6.5mm,
5.0mm, 4.5mm,

02 To 12 Holes

S8 316L, 8.8
316LVM, Titanium
(Grade 5)

CLAVICLE SUPERIOR
ANTERIOR DISTAL PLATE
(LEFT / RIGHT)

3.5mm, 3.0mm, 2.7
mm,

04 To 12 Holes

S.8316L, S8
316LVM, Titanium
(Grade 5)

CLAVICLE SUPERIOR | 3.5mm, 3.0mm, 2.7 { 04 To 12 Holes S.8316L, S8
ANTERIOR LATERAL | mm, 316LVM, Titanium
MEDIAL PLATE (Grade 5)
DOUBLE 'O’ PLATE ( FOOT | 4.5mm 02 Hole (12mm, 16 | S.S 316L, SS
PLATE) mm) 316LVM, Titanium
(Grade 5)
X - CURVED PLATE(FOOT | STD. Small, Medium, | S.5 316L, 8.8
PLATE ) Large 316LVM, Titanium

(Grade 5)

Date: 2018-09-11
Revision: -

NG

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/LENGTH MATERIAL
SCREW / HOLE
DIA.

CALCANIUM Y PLATE (| STD. 5.8 316L, S.8

FOOT PLATE ) 316LVM, Titanium
{Grade 5)
4. BONE SCREWS (NON- LOCKING)
CORTICAL SCREW 2.0 MM | 2.0 mm 06mm To 24mm | S.S316L, S.S
(Diff: 2.0mm) & |316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
CORTICAL SCREW 2.7 MM | 2.7 mm 06mm To 24mm | S.8 316L, S.8
( NON SELF TAPPING & (Diff:  2.0mm) & | 316LVM, Titanium
SELF TAPPING ) (Diff: 5.0mm) (Grade 5)
CORTICAL SCREW 3.5 MM | 3.5 mm 10mm To 46mm |S.S 316L, S.8
( 14 TP, 20 TPl ) { NON (Diff:  2.0mm) & | 316LVM, Titanium
SELF TAPPING & SELF (Diff: 5.0mm) (Grade 5)
TAPPIN
CORTICAL SCREW 4.5 MM | 4.5 mm 10mm To 76mm | S.S316L, S.8

(NON SELF TAPPING &

SELF TAPPING )

(Diff:  2.0mm) &
(Diff; 5.0mm)

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -

T/

Mgr. Jifi He$

Representative of the Notified Body No. 1023
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103/104, Girikandra Complex, Opp. Ba

Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tfida Tomase Bati 209, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
pod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CANCELLOUS SCREW 4.0 | 4.0 mm 10mm To 50mm | S.8316L, S.8
MM [ FULL THREAD, HALF (Diff:  2.0mm) & | 316LVM. Titanium
THREAD | (Diff: 5.0mm) (Grade 5)
CANCELLOUS SCREW 5.0 | 5.0 mm 15mm To 60mm |S.S 316L, S.S
MM [ FULL THREAD, HALF (Diff:  2.0mm) & 316LVM, Titanium
THREAD | (Diff: 5.0mm) (Grade 5)
CANCELLOUS SCREW 6.5 | 6.5 mm 25mm To 110mm | S.S 316L, 8.5
MM [ 16 MM THREAD, 32 (Diff: 2.0mm) & 316LVM, Titanium
MM THREAD, FULL (Diff: 5.0mm) (Grade 5)
THREAD ]
CANNULATED 4.0 mm 10mm To 75mm | S.S316L, S.8
CANCELLOUS SCREW 4.0 (Diff:  2.0mm) & | 316LVM, Titanium
MM [FULL THREAD, HALF (Diff: 5.0mm) (Grade 5)
THREAD ]
CANNULATED 50 mm 20mm To 75mm |S.S 316L, S.S
CANCELLOUS SCREW 5.0 (Diff:  2.0mm) & ! 316LVM, Titanium
MM [ 32 MM THREAD, (Diff: 5.0mm) (Grade 5)

HALF THREAD, FULL

—

Date: 2018-09-11
Revision: -
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Representative of the Notified Body No. 1023
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Notified Body 1023

®

Te.

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Toma$e Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CANNULATED 6.5 mm 256mm To 120mm [ S.S 316L, 8.8
CANCELLOUS SCREW 6.5 (Diff: 2.0mm) & | 316LVM, Titanium
MM [ 16 MM THREAD, 32 (Diff: 5.0mm) (Grade 5)
MM THREAD, FULL
THREAD ]
CANNULATED 7.0 mm 40mm To 125mm | S.S316L, S.8
CANCELLOUS SCREW 7.0 (Diff: 2.0mm) & | 316LVM, Titanium
MM [ 32 MM THREAD, FULL (Diff: 5.0mm) (Grade 5)
THREAD ]
CANNULATED 8.0 mm 40mm To 120mm | S.S 316L, S.S
CANCELLOUS SCREW 8.0 (Diff: 2.0mm) & | 316LVM, Titanium
MM [ 32 MM THREAD, FULL (Diff: 5.0mm) (Grade 5)
THREAD ]
WASHER 35mmor45mm | Std., O04mm To|S.S 316L, S.8
08mm 316LVM, Titanium

(Grade 5)

MALLEOLAR SCREW 4.5
MM [ HEX HEAD ]

3.5 mm or 4.5 mm

25mm To 90mm
(Diff:  2.0mm) &
(Diff: 5.0mm)

5.8316L, S.8
316LLVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 380019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
DYNAMIC COMPRESSION | STD. STD. 58 316L, S.5
SCREW (DHS 316LVM, Titanium
COMPRESSION SCREW) (Grade 5)
FOR DHS OR DCS
LAG SCREW 12.5 mm 25 mm to 120mm | S.S 316L, S.S
(Diff: 2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
CANNULATED 3.5mm 20mm To 75mm | S.S316L, S.8
CANCELLOUS SCREW 3.5 (Diff:  2.0mm) & | 316LVM, Titanium
MM [HALF THREAD, FULL (Diff: 5.0mm) (Grade 5)
THREAD
CANNULATED 4.5 mm 20mm To 75mm |S.S 316L, 8.8
CANCELLOUS SCREW 4.5 (Diff. 2.0mm) & | 316LVM, Titanium
MM [HALF THREAD, FULL (Diff: 5.0mm) (Grade 5}
THREAD
SCREWS (FOOT PLATE) 4.0mm, 55mm x| STD. S.8 316L, S8

83.6mm, 7.0mm

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

LEFT / RIGHT]

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL

SCREW / HOLE

DIA.

5. INTER-LOCKING NAILS, AND ACCESORIES

EASY UNIVERSAL FEMUR [9.0 mm To 13.0|26cm To 44cm | S.8316L, S.8
NAIL [LEFT / RIGHT] | mm (Diff: 2.0cm) 316LVM, Titanium
(CANNULATED/SOLID) (Grade 5)
RETROGRADE FEMUR | 9.0 mm To 13.0|26ecm To 40cm S.8316L, S8
NAIL mm (Diff: 2.0cm) 316LVM, Titanium
(CANNULATED/SOLID) (Grade 5)
UNIVERSAL FEMUR | 9.0 mm To 13.0 | 26cm To | S.8316L, S.8
NAIL(CANNULATED/SOLID)} | mm 44cm(Diff: 2.0cm) | 316LVM, Titanium
\ (Grade 5)
RECONSTRUCTION NAIL |90 mm To 13.0|26em To 44cm | S.S316L, S8
(CANNULATED/SOLID) mm (Diff: 2.0cm) 316LVM, Titanium

(Grade 5)

Date: 2018-09-11
Revision: -

T

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Naotified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

SUPRACONDYLAR  NAIL [9.0 mm To 13.0 [15¢m To 35cm | S$.8316L, S.S

(IMSC NAIL) mm (Diff: 5.0cm) 316LVM, Titanium
{Grade 5)

SUPRACONDYLAR  NAIL [9.0 mm To 13.0]/15cm To 35cm | $.8316L, S.S

(DIMSC NAIL) mm (Diff: 5.0cm) 316LVM, Titanium
(Grade 5)

PROXIMAL FEMUR NAIL |90 mm To 12.0 18m, 20cm & |[SS 316L, S.S

OR SUBTROCHANTERIC | mm 24cm 316LVM, Titanium

AND TROCHANTERIC NAIL (Grade 5)

SSTN/STFN)

PROXIMAL FEMUR NAIL 9.0 mm To 12.0|32cm To 44cm |S.S316L, S.8

OR  SUBTROCHANTERIC | mm (Diff: 2.0cm) 316LVM, Titanium

AND TROCHANTERIC NAIL (Grade 5)

(8STN / STFN) [LEFT /

RIGHT]

UNIVERSAL TIBIA NAIL |80 mm To 12.0|26cm To 40cm | S.S316L, S.S

(CANNULATED/SOLID) mm (Diff: 2.0cm) 316LVM, Titanium

(Grade 5)

Date: 2018-09-11
Revision: -
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Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talayv, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
EASY UNIVERSAL TIBIA |80 mm To 12.0|26cm To 40cm S.8316L, S.8
NAIL [LEFT / RIGHT] | mm (Diff: 2.0cm) 316LVM, Titanium
(CANNULATED/SOLID) (Grade 5)
XPERT TIBIA NAIL [ 8.0 mm To 12.0|26cm To 40cm S.8316L, 8.8
(CANNULATED/SOLID) mm (Diff: 2.0cm) 316LVM, Titanium

(Grade 5)

HUMERUS NAIL | 6.0 mm To 9.0 mm | 20cm To 30cm S.8316L, S.8
(CANNULATED/SOLID) 316LVM, Titanium
(Grade 5)
PROXIMAL HUMERUS | 6.0 mm To 9.0 mm | 16¢cm S.8316L, 38
NAIL 316LVM, Titanium

(Grade 5)

RADIUS ULNA NAIL

3.0 mm To 4.5 mm
(Diff. 0.5 mm)

14cm To 30cm

S.S316L, $S
316LVM, Titanium
(Grade 5)

ELASTIC NAIL (FLEXIBLE
NAIL)

1.5 mm To 5.0 mm
(Diff. 0.5 mm)

44 cm Standard

S.S316L, S.s
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tornase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.
GAM NAIL 9.0 mm To 12.0 | 18cm To 24cm | S.S316L, S.8
mm (Diff: 2.0cm) 316LVM, Titanium
(Grade 5)
GAM NAIL [LEFT/RIGHT] (9.0 mm To 12.0|26cm To 44cm | S.S316L, 5.8
mm (Diff: 2.0cm) 316LVM, Titanium
{Grade 5)
K- NAIL 6.0 To 10.0 mm 26cm To 44cm | S.S316L, S.S
(Diff: 2.0cm) 316LVM, Titanium
(Grade 5)
ENDER'S NAIL 1.5 mm To 5.0 mm | 6.0cm To 40.0cm | S.S316L, S.S
(Diff. 0.5 mm) (Diff: 1.0cm) 316LVM, Titanium
(Grade 5)
ANKLE ARTHRODESIS | 8.0mm To 12.0 mm | 15cm To 35cm | S.8316L, S.8
NAIL (LEFT / RIGHT) (Diff: 5.0cm) 316LVM, T itanium
(Grade 5)
D-IMSC LOCKED NAIL|9.0 mm To 13.0| 15cm To 35cm | S.S316L, 5.8
(UNREAMED AND | mm (Diff: 5.0cm) 316LVM, T itanium
REAMED) (Grade 5)

Date: 2018-09-11
Revision: -
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Representative of the Notified Body No, 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomage Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.

HUMERUS LOCKED NAIL | 6.0 mm To 9.0 mm | 20cm To 30cm S.8316L, 8.8

(UNREAMED AND 316LVM, Titanium

REAMED) (Grade 5)

NEW ANTIGRADE FEMUR | 9.0 mm To 13.0|26cm To 44cm | S.8316L, S.8

NAIL (UNREAMED AND | mm (Diff: 2.0cm) 316LVM, Titanium

REAMED) (LEFT / RIGHT) {Grade 5)

COMPRESSION HUMERUS | 6.0 mm To 09.0 | 15cm To 30cm S5.8316L, 8.8

NAIL (UNREAMED AND | mm 316LVM, Titanium

REAMED) (Grade 5)

NEW GAM NAIL (125° (9.0 mm To 12.0|18cm To 24cm | S.S316L, S.8

130°, 135°) mm (Diff: 2.0cm) 316LVM, Titanium
(Grade 5)

NEW GAM NAIL (125° | 9.0 mm To 12.0!26cm To 44cm  S.S316L, 8.8

130°, 135°) (LEFT / RIGHT) | mm (Diff: 2.0cm) 316LVM, Titanium
(Grade 5)

NEW  SUPRACONDYLAR [ 9.0 mm To 13.0|15cm To 35cm | S.8316L, 3.8

NAIL (NEW DIMSC NAIL) | mm (Diff: 5.0cm) 316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Repubiic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
INTERLOCKING NAIL CAP | Std. 0.0mm, 5.0mm, | S.8316L, S.8
10.0mm, 15.0mm, | 316LVM, Titanium
20.0mm {Grade 5)
NAIL PLUG SAFETY (GAM ! Std. Std. S.8316L, S.8
NAIL CAP) 318LVM, Titanium
(Grade 5)
SAFETY SCREW (INNER | Std. Std. S.8316L, S8
GAM NAIL CAP) 316LVM, Titanium
{Grade 5)
INTERLOCKING GUIDE | 1.5 mm. 2.0 mm & | Std. S.8316L, 8.8
WIRE-SIMPLE 2.5 mm 316LVM, Titanium
(Grade 5)
INTERLOCKING GUIDE | 1.5 mm, 2.0 mm & | Std. S5.8316L, 8.8
WIRE-OLIVE TIP (BALL | 2.5 mm 316LVM, Titanium
TIP) (Grade 5)

Date: 2018-09-11
Revision: -
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Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Toméase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
6. LOCKING BOLTS
LOCKING BOLT 1.5 MM 1.5 mm 50 mm S.8316L, 8.8
316LVM, Titanium
(Grade 5)
LOCKING BOLT 3.0 MM 3.0 mm 12mm To 36mm | S.8316L, S.8
(Diff: 2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
LOCKING BOLT 3.7 MM 3.7 mm 20mm To 40mm | S.8316L, 8.8
(Diff.: 2.0mm) & | 316LVM,
(Diff: 5.0mm) Titanium{Grade5)
LOCKING BOLT 4.0 MM 4.0 mm 20mm To 46mm | S.S316L, 38
(Diff. 2.0mm} & | 316LVM, Titanium
(Diff: 5.0mm) {Grade 5)
LOCKING BOLT 5.0 MM 5.0 mm 20mm To 76mm | S.S316L, S.S
(Diff: 2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Toma3e Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:
SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.
LOCKING BOLT 6.0 MM | 6.0 mm 50mm To 120mm | S.S316L, S8
(CANNULATED & SOLID) (Diff.: 2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
LOCKED BOLT 6.0 MM | 6.0 mm 50mm To 120mm | S.8316L, S.8
(CANNULATED & SOLID) (Diff.  2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
LOCKING BOLT 7.0 MM | 7.0 mm 50mm To 120mm | S.S316L, S8
(CANNULATED & SOLID) (Diff:  2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
LOCKED BOLT 7.0 MM |7.0mm 50mm To 120mm | S.8316L, SS
(CANNULATED & SOLID) (Diff: 2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
LOCKING BOLT 8.0 MM | 8.0 mm 50mm To 120mm | S.S316L, S5
(CANNULATED & SOLID) (Diff:  2.0mm) & | 316LVM, Titanium
(Diff: 5.0mm) (Grade 5)
LOCKING BOLT 10.0 MM | 10.0 mm 60mm To 120mm | S.8316L, S.S

{CANNULATED AND

(Diff:  2.0mm) &

316LVM, Titanium

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW /| HOLE
DIA.
SOLID) (Diff: 5.0mm) (Grade 5)
LOCKING BOLT 12.0 MM | 12.0 mm 60mm To 120mm | S.S316L, 8.8
(CANNULATED AND (Diff: 2.0mm)} & | 316LVM, Titanium
SOLID) (Diff: 5.0mm) (Grade 5)

HELICAL BLADE LOCKING
BOLT

6.0mm to 12.0mm
(Diff: 0.5mm) &
(Diff: 1.0mm)

30mm to 130mm
(Diff: 2.0mm) &
(Diff; 5.0mm)

S.8316L, S8
316LVM, Titanium
(Grade 5)

7. ORAL-MAXI LLO FACIAL IMPLANTS (PLATES)

MINI BONE PLATE | 1.5 mm To 2.5 mm | 2 To 50 Holes S8 316L, S8

CONTINUOUS HOLES (Diff: 0.5 mm) 316LVM, Titanium
(Grade 5)

MINI BONE PLATE WITH [ 1.5 mm To 2.5 mm | 2 To 6 Holes S.8316L, SSs

BAR (Diff: 0.5 mm) 316LVM, Titanium
(Grade 5)

L SHAPE PLATE 90° WITH | 1.5 mm To 2.5 mm | Left / Right (2+2H) | S.§ 316L, S.S

BAR

Left / Right ( 3 + 2
H )

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Ziin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

—

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW /| HOLE
DIA.
L SHAPE PLATE 90°|2.0mm Left/Right (2+2H) |S.S 316L, S.S
WITHQUT BAR 316LVM, Titanium
(Grade 5)
L SHAPE PLATE 120°!1.5mm To 2.5 mm Left / Right (2+2H) | S.S 316L, S.8

OBLIQUE WITH BAR

Left / Right ( 3 + 2
H)

316LVM, Titanium
(Grade 5)

T SHAPE PLATE WITH
BAR

1.5mmTo 2.5 mm

Small (2 + 2 H) Big
(3+2H) 3+ 3
Holes (2 + 3 H)

S8 316L, S.8
316LVM, Titanium
(Grade 5)

X SHAPE PLATE

1.5 mm. 2.0 mm &
2.5 mm

1.5mm To 2.5 mm

S.8316L, S.8
316LVM, Titanium
(Grade 5)

Y SHAPE PLATE

1.5 mm, 2.0 mm &
2.5 mm

Small & Big

S.8316L, 8.8
316LVM, Titanium
(Grade 5)

DOUBLE Y SHAPE PLATE

1.5 mm, 2.0 mm &
2.5 mm

1.5mm To 2.5 mm

S.8316L, S8
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.
Z SHAPE PLATE 5 mm, 2.0 mm & | Left/ Right 8.8 316L, S.8
2.5mm 316LVM, Titanium
(Grade 5)
ORBITAL PLATE | 1.5 mm, 20mm, & |4 Holes To 10|88 316L, S.S§
CONTINUOUS HOLES 2.5 mm Holes 316LVM, Titanium

(Grade 5)

ORBITAL PLATE WITH |mm, 20 mm, & 25| 4Holes&6Holes | S.8 316L, S5
BAR mm 316LVM, Titanium
{Grade 5)
CURVED PLATE (LEFT /| 2.0 mm 4 Holes &6 Holes | S.S 316L, S.8
RIGHT) 316LVM, Titanium
(Grade 5)
ANGULAR PLATE 150° | 2.0 mm 4 Holes & 6 Holes | S.8316L, S.S
(LEFT / RIGHT) 316LVM, Titanium
(Grade 5)
SPLITFIX PLATE 2.0 mm 4 Holes S8 316L, S.8

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

H SHAPE PLATE 1.5mm&2.0mm | 6 Holes 5.5316L, S8

316LVM, Titanium
(Grade 5)

3 DIMENSIONAL BONE |1.5mm, 2.0 mm, & | 2x2 Holes, 2 x 3|S.S 316L, S.S
PLATE SQUARE | 2.5 mm Holes, 2 x 4 Holes, | 316LVM, Titanium
SEGMENTS 4 x 4 Holes (Grade 5)
3 DIMENSIONAL BONE |15 mm, 20mm, & | 2x2 Holes, 2 x 3|S.8 316L, S.S
PLATE RECTANGULAR | 2.5 mm Holes, 2 x 4 Holes, | 316LVM, Titanium
SEGMENTS 4 x 4 Holes (Grade 5)

RECONSTRUCTION PLATE
FOR MANDIBLE STRAIGHT

1.5 mm, 2.0 mm,
2.5 mm

8 Holes To 30
Holes

S.5316L, 5.8
316LVM, Titanium
(Grade 5)

RECONSTRUCTION PLATE
FOR MANDIBLE ANGLED

1.5 mm, 2.0 mm,
2.5 mm

Left / Right -16, 20
& 24 Holes

S8 316L, S.S
316LVM, Titanium
(Grade 5)

RECONSTRUCTION PLATE
FOR MANDIBLE DOUBLE
ANGLED

1.5 mm, 2.0 mm,
2.5 mm

4+16 + 4 Holes 4 +
20 +4 Holes 4 +
24+4 Holes 4 +
28+4 Holes

5.5316L, 88
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Ziin, Czech Repubiic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CHIN PLATE 1.5 mm, 2.0 mm, | 10 mm Bar S8 316L, S8
2.5 mm 316LVM, Titanium
{Grade 5)
NOSE PLATE ‘H' SHAPE 1.0mmTo4.5mm | 10 mm Bar S8 316L, 8.8

316LVM, Titanium
(Grade 5)

NOSE PLATE ‘Y' SHAPE 1.0 mm To 4.5 mm | 02 Hole To 20 Hole | S.S 316L, 8.8
(Diff: 1.0 Hole) 316LVM, Titanium
(Grade 5)
TMJCONDYLE 1.5 mm, 2.0 mm, | Left/ Right S8 316L, S.S
2.5 mm 316LVM, Titanium
(Grade 5)
TMJ  CONDYLE WITH | 1.5 mm, 2.0 mm, | Left / Right -20 & | S.S 316L, S.8
RECONSTRUCTION 2.5mm 24 Holes 316LVM, Titanium
ANGULAR PLATE (Grade 5)
WIRE MESH 05 MM|1.5 mm, 2.0 mm,  1"x1",2"x2" 2" | 8.8316L, S.8
THICKNESS 2.5mm X3"2"x4", 3" x| 316LVM, Titanium

4I|,3llx6",3llX8
",3le10"

(Grade 5)

Date; 2018-09-11
Revision: -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Ziin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

ARCH BAR - PACKET Std. 30 cm Length 5.8316L, SR

316LVM, Titanium
(Grade 5)

MINI SCREWS CROSS|[15MmTo25Mm |[4mm To 12mm | S.S316L, 8.8
SLOT HEAD WITH SELF (Diff: 2.0mm) 316LVM, Titanium
CUTTING FLUTE (Grade 5)
MINI  SCREWS SINGLE |15 mm,20mm, |[4mm To 16mm|S.S 316L, S.S
SLOT HEAD REGULAR 25 mm, 2.7 mm | (Diff: 2.0mm) 316LVM, Titanium
(Grade 5)
INTERMAXILLARY 2.0mm & 2.5 mm 4mm To 12mm | S.8316L, 8.8
FIXATION SCREWS (IMF) (Diff: 2.0mm) 316LVM, Titanium

WITH HOLE

(Grade 5)

8. ORAL- MAXILLO FACIAL IMPLANTS (SCREWS)

LAG SCREWS SINGLE
SLOT HEAD

20mm & 2.5 mm

dmm To 20mm
(Diff; 2.0mm)

S.S316L, S.S
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.
EMERGENCY SCREWS | 1.7 mm, 23 mm & | 4mm To 14mm |S.S 316L, S.S
SINGLE SLOT HEAD 2.7 mm {Diff: 2.0mm) 316LVM, T itanium
(Grade 5)
EMERGENCY SCREWS | 1.7 mm, 23 mm & | 4mm To 14mm |S.S 316L, S.8
CROSS SLOT HEAD 2.7 mm (Diff: 2.0mm) 316LVM, Titanium

(Grade 5)

9. SPINAL IMPLANTS

CORE™ CERVICAL PLATE

40 mm & 4.5 mm

20 mm To 110 mm

S8 316L, 8.8

(Diff: 2.50 mm) 316LVM, Titanium
(Grade 5)
CORE™ CERVICAL 4.0 mm 8.0 mm To 20 mm | S.S316L, S8
SCREW 4.0MM (Diff: 2.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ CERVICAL 4.5 mm 10.0 mm To 20|S.8 316L, S.8
SCREW 4.5MM mm (Diff: 2.0 mm) | 316LVM, Titanium

(Grade 5)

Date: 2018-09-11
Revision; -
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INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer;

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CORE™ OCCIPITAL PLATE 3.5 mm 32 mm To 36 mm | S8 316L, S.8
3.5 MM (Diff: 4.0mm) 316LVM, Titanium
{Grade 5)
CORE™ POSTERIOR 3.5mm STD. S.8316L, S8
OCCIPITAL PLATE WITH 316LVM, Titanium
ROD) {Grade 5)
CORE™ OCCIPITAL 3.5mm 80 mm To 180|SS 316L, S.S
SCREW 3.5MM mm (Diff: 2.0mm) | 316LVM, Titanium
(Grade 5)
CORE™ OCCIPITAL MONO 3.5mm 16.0 mm To 30.0 | S.8316L, S8
AXIAL SCREW 3.5MM mm (Diff: 2.0mm) | 316LVM, Titanium
(Grade 5)
CORE™ OCCIPITAL MONO 4.0 mm 16.0 mm To 50.0 | S.S316L, S8
AXIAL SCREW 4.0MM mm (Diff: 2.0mm) | 316LVM, Titanium
(Grade 5)
CORE™ OCCIPITAL POLY 3.5 mm 10.0 mm To 300|S.8S 316L, S.8

AXIAL SCREW 3.5MM

mm (Diff: 2.0mm)

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW | HOLE
DIA.

CORE™ OCCIPITAL POLY 4.0 mm 10.0 mm To 50.0 | S.8316L, S.S

AXIAL SCREW 4.0MM mm (Diff: 2.0mm) | 316LVM, Titanium
(Grade 5)

CORE™ OCCIPITAL 3.5 mm STD S.8316L, S.S

LAMINAR HOOK 3.5MM 316LVM, Titanium
(Grade 5)

CORE™ OCCIPITAL 3.5mm 16.0 mm and 19.0 | S.S316L, 8.8

LAMINAR HOOK (LEFT) mm 316LVM, Titanium

3.5MM (Grade 5)

CORE™ OCCIPITAL 3.5 mm 16.0 mm and 19.0 | S.S316L, S.S

LAMINAR HOOK (RIGHT) mm 316LVM, Titanium

3.5MM (Grade 5)

CORE™ OCCIPITAL 3.5 mm STD. S.S316L, S.S

TRANSVERSE 316LVM, Titanium

CONNECTOR HOOK (Grade 5)

3.5MM

CORE™ OCCIPITAL AUTO 3.5 mm STD. 8.8 316L, S5

PRE STRESS TRANSVERS
CONNECTOR 3.5MM

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Page 46/62




ITC

Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tormase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

CORE™ OCCIPITAL 3.5 mm 70.0 mm To 210.0 [ S.8§ 316L, 8.8

CONNECTING ROD 3.5MM mm (Diff: 70.0mm) | 316LVM, Titanium
(Grade 5)

CORE™ OCCIPITAL 3.5mm 130 mm 5.8316L, S.8

PREBENDING ROD 3.5MM 316LVM, Titanium
(Grade 5)

CORE™ OCCIPITAL 3.5 mm 40.0 mm To 55.0 | S.5316L, S.S

TRANSVERS CONNECTOR mm (Diff: 5.0mm} | 316LVM, T itanium

ROD 3.5MM (Grade 5)

CORE™ MONO AXIAL 3.5 mm 25 mm To 50 mm | S.8316L, S.5

PEDICALE SCREW 3.5MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)

CORE™ MONO AXIAL 4.0 mm 25 mm To 50 mm | S.S316L, 8.8

PEDICALE SCREW 4.0MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)

CORE™ MONO AXIAL 4.5 mm 25 mm To 50 mm | S.8 316L, S.8

PEDICALE SCREW 4.5MM (Diff: 5.0 mm) 316LVM, Titanium

(Grade 5)

Date: 2018-09-11
Revision: -
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Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Repubiic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, india

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

CORE™ MONO AXIAL 5.0 mm 25 mm To 50 mm | S.S 316L, 8.8

PEDICALE SCREW 5.0MM (Diff: 5.0 mm) 316L.VM, Titanium
(Grade 5)

CORE™ MONO AXIAL 55 mm 25 mm To 55 mm | 8.8 316L, 8.8

PEDICALE SCREW 5.5MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)

CORE™ MONO AXIAL 6.0 mm 30 mm To 50 mm | S.S316L, S.8

PEDICALE SCREW 6.0MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)

CORE™ MONO AXIAL 6.5 mm 30 mm To 55 mm | S.S316L, S.8

PEDICALE SCREW 6.5MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)

CORE™ MONO AXIAL 7.0 mm 30 mm To 60 mm | S.S316L, S.8

PEDICALE SCREW 7.0MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)

CORE™ MONO AXIAL 7.5 mm 30 mm To 60 mm | S.8316L, S.8

PEDICALE SCREW 7.5MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CORE™ POLY  AXIAL 4.0 mm 20 mm To 45 mm | S.8316L, 3.8
PEDICALE SCREW 4.0MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ POLY  AXIAL 4.5 mm 20 mm To 45 mm | S.8 316L, S8
PEDICALE SCREW 4.5MM (Diff. 5.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ POLY  AXIAL 5.0 mm 25 mm To 50 mm | 88 316L, S.S
PEDICALE SCREW 5.0MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ POLY  AXIAL 5.5 mm 25 mm Te 55 mm ( S.S 316L, S.8
PEDICALE SCREW 5.5MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ POLY  AXIAL 6.0 mm 25 mm To B0 mm | S.8 316L, 8.8
PEDICALE SCREW 6.0MM (Diff; 5.0 mm) 316LVM, Titanium

Date: 2018-09-11
Revision: -

| (Grade 5)
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Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CORE™ POLY AXIAL 6.5 mm 25mm To 60 mm | S8 316L, S5
PEDICALE SCREW 6.5MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ POLY  AXIAL 7.0 mm 25mmTo 60 mm | 8.S 316L, S.8
PEDICALE SCREW 7.0MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ POLY  AXIAL 7.5 mm 25 mm To 60 mm | S.8 316L, S.5
PEDICALE SCREW 7.5MM (Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ MONO 4.0 mm 25 mm To 50 mm | 8.5 316L, S.S
SPONDYLOLISTHESIS (Diff: 5.0 mm}) 316LVM, Titanium
REDUCTION SCREW 4.0 (Grade 5)
MM

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CORE™ MONO 4.5 mm 25 mm To 50 mm | S.8 316L, S.S
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 4.5 {Grade 5)
| MM
CORE™ MONO 5.0 mm |25 mm To 60 mm | 8.8 316L, 8.8
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 5.0 (Grade 5)
MM
CORE™ MONO 55mm 25 mm To 55 mm | S.S 316L, S.8
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 5.5 (Grade 5)
MM
CORE™ MONOQ 6.0 mm 30 mm To 50 mm 8.8 316L, 8.8
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 8.0 (Grade 5)
MM

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CORE™ MONO 6.5 mm 30 mm Te 55 mm | S.5 316L, S.S
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 6.5 (Grade 5)
MM
CORE™ MONO 7.0 mm 30 mm To 60 mm S$.8 316L, 8.8
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 7.0 (Grade 5)
MM
CORE™ MONO 7.5 mm 30 mm To 60 mm | S.S 316L, S.S
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 7.5 | (Grade 5)
MM
CORE™ POLY 4.0 mm 20 mm To 45 mm { 8. 316L, S.S
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 4.0 (Grade 5)
MM

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

REDUCTION SCREW 6.0
MM

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW [/ HOLE
DIA.
CORE™ POLY 4.5 mm 20 mm To 45 mm | S.S 316L, S.8
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
| REDUCTION SCREW 4.5 (Grade 5)
MM
CORE™ POLY 5.0 mm 25 mm To 50 mm | S.S 316L, S.S
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 5.0 (Grade 5)
MM
CORE™ POLY 5.5 mm 25 mm To 55 mm | 8.5 316L, S.S
SPONDYLOLISTHESIS {Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 5.5 (Grade 5)
MM
CORE™ POLY 6.0 mm 25 mm To 60 mm | S.S 316L, S.8
SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium

(Grade 5}

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

SPONDYLOLISTHESIS
REDUCTION SCREW 7.5
MM

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA. ‘
CORE™ POLY 6.5 mm 25 mm To 60 mm | 8.8 316L, S.8
| SPONDYLOLISTHESIS (Diff: 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 6.5 (Grade 5)
MM
CORE™ POLY 7.0 mm 25 mm To 60 mm | S.S 316L, S.S
SPONDYLOLISTHESIS (Diff. 5.0 mm) 316LVM, Titanium
REDUCTION SCREW 7.0 (Grade 5)
MM
CORE™ POLY 7.5 mm 25 mm To 60 mm | S.S 316L, S.8

(Diff: 5.0 mm)

316LVM, Titanium
(Grade 5)

CORE™ LAMINER HOOK

5.5MM

6.5 mm, 7.0 mm
and 8.0 mm

S8 316L, S.S
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

5.5 MM

and 8.0 mm

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

CORE™ PEDICLE HOOK -— 6.5 mm, 70 mm|S.S 316L, S8

316LVM, Titanium
(Grade 5)

| I—

CORE™ INNER NUT

STD

8.5 316L, S.8
316LVM, TitaniumI
(Grade 5)

CONNECTING ROD 3.0MM
(ROUND)

(Diff: 5.0 mm)

CORE™ TRANSVERS 4.0 mm 40 mm To 80 mm | 8.8 316L, S.8
CONNECTING ROD 4.0MM (Diff: 5.0 mm) 316LVM, Titanium
(FLAT) (Grade 5)

CORE™ TRANSVERS 3.0 mm 50 mm To 90 mm | 8.8 316L, S.S

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision; -
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW /[ HOLE
DIA.
CORE™ CONNECTING 5.5 mm 50mm To 500 mm | 8.8 316L, S.8
ROD 5.5MM (ROUND) | (Diff: 10.0 mm) 316LVM, Titanium
{Grade 5)
CORE™ CONNECTING 5.5 mm 50 mm To 500 mm | 8.8 316L, S.S|
ROD 5.5MM (HEX HEAD) (Diff: 10.0 mm) 316LVM, Titanium
(Grade 5)
CORE™ TRANSVERS 5.5 mm STD S8 316L, S.S
CONNECTOR 5.5 MM 316LVM, Titanium
(Grade 5)
CORE™ TRANSVERS 5.5 mm STD S5 316L, S8
CONNECTOR HOOK 5.5 316LVM, Titanium
MM (Grade 5)

WAV

Date: 2018-09-11 Mgr. Jifi He$
Revision; - Representative of the Notified Body No. 1023
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.

103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,

Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CORE™ AUTO PRE 55 mm 28mm,33mmand | S.S 316L, S.8
STRESS TRANSVERS 43 mm 316LVM, Titanium
CONNECTOR 5.5 MM (Grade 5)
CORE™ POSTERIOR — 20*10x8 To | S.8 316L, S.S
LUMBER CAGE 20x10x14, 22x10*8 | 316LVM, Titanium
To 22x10x14, | (Grade 5)
26108 To

26x10x14, 32x10x8
To 32x10x14 (Diff:
2.0)

CORE™ WEDGE SHAPED
CAGE

12.5*15%4 To
12.5x15x10  (Diff:
0.5)

S.8 316L, S.8
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Notified Body 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufac

turer;

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
CORE™ CAGE - 10"60, 1090, | S.8 316L, 8.8
12x60, 12x90, | 316LVM, Titanium
14x60, 14x90, | (Grade 5)
14x120, 16x90,
16x120, 18x90,
18x120, 20x90,
20x120, 22x90,
22x120
CORE™ LIFC CAGE - 10*60, 1090, | S.8 316L, S.8
12x60, 12x90, ; 316L.LVM, Titanium
14x60, 14x90, | (Grade 5)
14x120, 16x90,
16x120, 18x90
10. ARTHROSCOPY IMPLANT, PINS AND WIRES
KIRSCHNER WIRE (K-| 0.6 mm To 4.5 mm | 50.0 mm To 600.0 | S.S316L, S8
WIRE) (Diff: 0.2 mm) (Diff: | mm (Diff: 2.0 mm) | 316LVM, Titanium
0.5 mm) (Diff: 5.0 mm) (Grade 5)
KIRSCHNER WIRE (K- | 0.6 mm To 4.5 mm | 50.0 mm To 600.0 | S.S316L, S.S

WIRE) DOUBLE ENDED

(Diff: 0.2 mm) (Diff:

mm (Diff: 2.0 mm)

0.5 mm)

{Diff: 5.0 mm)

316LVM, Titanium

{Grade 5)

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

KIRSCHNER WIRE (K- | 0.6 mm To 4.5 mm | 50.0 mm To 600.0 | S.S316L, S8

WIRE) THREADED ENDED

(Diff: 0.2 mm) (Diff:
0.5 mm)

mm (Diff: 2.0 mm)
(Diff: 5.0 mm)

316LVM, Titanium
(Grade 5)

THREADED WIRE

0.6 mm To 4.5 mm
(Diff: 0.2 mm) (Diff:

50.0 mm To 600.0
mm (Diff: 2.0 mm)

8.5316L, S.8
316LVM, Titanium

0.5 mm) (Diff: 5.0 mm) {Grade 5)
TAPERED THREADED | 1.5 mm To 6.5 mm | 50.0 mm To 600.0 | S.S316L, Ss
PINS (Diff: 0.5 mm) mm (Diff: 2.0 mm) | 316LVM, Titanium
(Diff: 5.0 mm) (Grade 5)
SCHANZ PIN 1.5 mm To 6.5 mm | 0.0 mm To 600.0 | S.S316L, S.8
(Diff: 0.5 mm) mm (Diff: 2.0 mm) | 316LVM, Titanium
(Diff: 5.0 mm) (Grade 5)
S TPIN 1.5 mm To 6.5 mm | 50.0 mm To 600.0 | S.5316L, S.S
(Diff: 0.5 mm) mm (Diff: 2.0 mm) | 316LVM, Titanium
(Diff: 5.0 mm) (Grade 5)
DENHAM PIN 1.5 mm To 6.5 mm | 50.0 mm To 600.0 | 8.8 316L, S.S

(Diff: 0.5 mm)

mm (Diff: 2.0 mm)
(Diff: 5.0 mm)

316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Page 59/62




Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tiida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.

MOORE'S PIN WITH TWO [ 1.5 mm To 6.5 mm | 50.0 mm To 600.0 | S.8316L, S.8

NUTS LENGTH

(Diff: 0.5 mm)

mm (Diff. 2.0 mm)
(Diff: 5.0 mm)

316LVM, T itanium
(Grade 5)

TRACTION SCREW

1.5 mm T mm (Diff:
0.5 mm)

50.0 mm To 600.0
mm (Diff: 2.0 mm)

S.8316L, 8.8
316LVM, Titanium

(Diff. 5.0 mm) {Grade 5)
KNOWLES PIN 1.5 mm To 6.5 mm | 50.0 mm To 600.0 | S.S316L, S.S
(Diff: 0.5 mm) mm (Diff: 2.0 mm) | 316LVM, Titanium

(Diff; 5.0 mm) {(Grade 5)
RUSH NAIL 1.5 mm To 6.5 mm | 50.0 mm To 600.0 | S.S316L, 8.8
(Diff: 0.5 mm) mm (Diff: 2.0 mm) | 316LVM, Titanium

(Diff: 5.0 mm) (Grade 5)
SQUARE NAIL FOR ' 1.5 mm To 6.5 mm | 50.0 mm To 600.0 | S.8316L, S.8

RADIUS OR ULNA

(Diff: 0.5 mm)

mm (Diff: 2.0 mm)
(Diff: 5.0 mm)

316LVM, Titanium
(Grade 5)

STEINMAN PIN

1.5 mm To 6.5 mm
(Diff: 0.5 mm)

50.0 mm To 600.0
mm (Diff: 2.0 mm)
(Diff: 5.0 mm)

S.S316L, 5.5
316LVM, Titanium
(Grade 5)

Date: 2018-09-11
Revision: -
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Notified Body 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zfin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB
issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

PRODUCT NAME SUITABLE HOLE/ LENGTH MATERIAL
SCREW / HOLE
DIA.
WIRE REELS 0.6 mm To 4.5 mm | 50.0 mm To 600.0 | S.S316L, 8.8
(Diff: 0.2 mm) (Diff: | mm (Diff: 2.0 mm) | 316LVM, Titanium
0.5 mm) (Diff: 5.0 mm) (Grade 5)
ACL SCREW 6.0mmTo9.0mm |10 mm To 70 mm | S.S316L, S8
(Diff: 5.0 mm) 316LVM, Titanium
{(Grade 5)
PCLSCREW 6.0mmTo9.0mm | 10 mm To 70 mm | S.S316L, S.8
(Diff: 5.0 mm) 316LVM, Titanium
(Grade 5)
BUTTON Std. Std. S8 316L, 8.8
316LVM, Titanium
(Grade 5)
DiSK Std. Std. §S 316L, 8.8
316LVM, Titanium
(Grade 5)
OTHER MISC. WIRES 1.5, 2,25, 27, 50.0 mm To 600.0 | S.8316L, S.S
3.5, 4.5, 5, 6.5 | mm (Diff. 2.0 mm) | 316LVM, Titanium
mm (Diff: 5.0 mm) (Grade 5)

Date: 2018-09-11
Revision: -

Mgr. Jifi Hes

Representative of the Notified Body No. 1023
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ITC

Notified Bedy 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.,
tfida Tomase Bati 299, Louky, 763 02 Zlin, Czech Republic

Annex to EC Certificate No. 18 0308 QS/NB

issued for manufacturer:

SHARMA PHARMACEUTICAL PVT. LTD.
103/104, Girikandra Complex, Opp. Bapod Talav, Waghodia Road,
Vadodara - 390019, Gujarat, India

Certificate History:

Revision Date Reference Action
Number

2018-09-11 803602557 | Certification

e

Date; 2018-09-11 Mgr. Jifi Hes$
Revision: - Representative of the Notified Body No. 1023
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