BASIC BONE PLATING INSTRUMENTS
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Manufacturer: GLOBAL ORTHOSYS

Address : ot No. - 130, Golden Green Indlusiial Park, Survey No. - 111, Khambha (shapar]
Rolkot - 360311, Gujorat, Indis

Techricalfile Ref- GOOTCO1_tasue & 01
This Certfcate i sued under the folowing Condlons:
i
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1t does nof imply an ossessmen of fhe whole production
Date of inifial registration : Sep 28, 2021 Cerfificate expiry : Sep 27, 2022
Date of this cerfiicate : Sep 28, 2021 Re-cerification due : Sep 28, 2024

To check the status of the certificate, visit: “http://eac-council.org/validity”

€ eamalll ( —

(torze Signatar) Central Drugs Standard Control Organisation

: European Certification Council Directorate General of Health Services
101,Colbrand Grove Birmingham, B15 285, United Kingds Ministry of Health & Family Welfare
w.eac-councilorg -council

ofo i3 PN (Modical Deviea & Diagnoatls Division,
This s to Certify that the Management System of
FDA Bhawan, Kotla Road
GLOBAL ORTHOSYS i A e New Deli-110002

) Phone No-01123236965
Eile No.: AZ/MD/2019/000057 Fax: 2323

Plot No. 130, Golden Green Industtial Park, Survey No. 111, Dued LOCT2019

Khambha (Shapar), Rajkot - 360311, Gujarat, India
Mis GLOBAL ORTHOSYS,

130 GOLDEN INDUSTRIAL
CITY.VILLAGE-KHAMBHA,

LODHIKA, Rajkot, Gujarat (India) - 360311
IS0 13485:2018 Telephone No.: 9898940227 FAX:
9427217406 Email

This certificate is valid for the following scope of operations: bharat sanofi@gmal.com

Medical

Sub:- Licence to manufacture for Sale or for Distribution of Class C or Class D medi
Sir,  Form MD-9 under Medical Device Rules, 2017- regarding.

I dovices in

Manufacturing, Trading, Export and Import Designaing of
Orthopedic Implants & Instrument, Maxillofacial Implants

Manufacturing licence No. MFG/MD/2019/000181 in Form MD-9 s hereby forwarded to you.
& Instrument and Related Products.

“This licence is subject to following conditions

+t Certificate No z: INS4I57H 1. Licence shall be produced when requested by the Medical Device Officer or any other senior
officer under the control of Central Licensing Authori

Surs audi ifcar 2. The licence holder shall inform the Central Lmsmg Authority of the occurrence of any

e T suspected unexpected serious adverse event and action taken thereon including any recall

within fificen days of such event coming to the notice of licence holder
3. The licence holder shall obtain prior approval from the Central Licensing Authority. before
any major change as specified in the Sixth Schedule is carried out and the Central Licensing
Authority shall indicat its approval or rejection within forty five days and in case where no

‘communication is received within the stipulated time from such Authority, such change shall

Director be dsemed to have been approved
4 AR RONA SR BRSPSy minor change as specified i the Sixth Schedule to the

.. ==l Central Licensing Authority within a period of thirty days after such minor change take place

o

“The licence holder shall carry out test of each batch of product manufactured prior 1o its
release for compliance with specifications either in his own laboratory or in any other
Iaboratory registered under subrule (3) of rule 83;




BASIC BONE PLATING INSTRUMENTS

Drill Bits For Micromotor 1.0mm, 1.5mm, 2.0mm

Category No.
1001

Ordinary Screw Driver
( For Single Slotted Screws )

Category No. Size
1003.01 1.5mm

Category No. Size
1003.02 2.0 mm

Category No. Size
1003.03 2.5 mm
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Self Holding Screw Driver
( For Single Slotted Screws )

v : o -

Category No. Size
1002.01 1.5 mm

w“ S——— ) ”

Category No. Size
1002.02 2.0 mm
‘?—w—, ©Glebal
Category No. Size
1002.03 2.5mm

Cross Slot Screw Driver
with Holding Sleeve Fixed Handle

Category No. Size
1004.01 1.5 mm (Non Locking)
1004.02 2.0 mm (Non Locking)
1004.03 2.5 mm (Non Locking)




Cross Slot Screw Driver
Quick Coupling With Handle

Cross Slot Screw Driver
Without Sleeve Fixed Handle

Category No.
1006
1006
1006

Plier
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Size
1.5mm
2.0 mm
2.5mm

Category No.
1008
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Category No.

1005
1005.01
1005.02
1005.03
Bone Elevator - Hohman Type
S =

Category No.
1007.01
1007.02

Depth Gauge
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Category No.
1009.01
1009.02
1009.03

Size
Handle
1.5mm

2.0 mm
2.5mm

Size
6mm
8mm

Size
1.5mm
2.0 mm
2.5 mm




Screws/Plate Holding Forceps

Category No.
1016
Counter Sink for Lag Screws
Category No. Size
1018.01 2.0mm
1018.02 2.5 mm
Plate Bender in Pair
Category No.
1022
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Plate Holding Fork

Category No.
1017

Mandibular Reconstruction Plate Bender ( Roller Type )

Category No.
1021

Multi Plate Cutter ( Circular Type )

Category No.
1024
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Trocar Sleeve / Drill Guide

Bone Tap - S.S.
Tree
Category No. Size
1011.01 1.5 mm
Category No. Size 1011.02 2.0mm
1010 2.35 mm 1011.03 2.5mm
Mini Bone Drill Plate Bending Forceps - Modified
Category No. Category No.
1012 1013
Plate Bending Forceps With Pins Modelling Lever
Category No. Size
1014.01 1.5mm
1014.02 2mm Category No.
1014.03 2.5mm

1015
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Mini Plate Cutter ( Vertical ) Wire Cutter - Regular

Category No. Category No.
1025 1026.01
Wire Cutter - Ordinary Arch Bar Cutter
Category No. Category No.
1026.02 1027
Wire Twisting Forceps - Thick Wire Twisting Forceps - Fine

Category No. Category No.
1028.01 1028.02




Wire Twister - Pencil Type
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Transbuccal Device with Trocar & Cheek Retractor
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Category No. Category No.
1029 1030
Mesh Bender Mesh Cutter
Category No. Category No.
1031 1032
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Corporate Office

“Shree”, New Balmukund Soc., Street No. 1, B/h. Copper Height, Opp. Raiya Municiple Chowk,
Sadhuvashwani Raod, Rajkot - 360 005. Mob. : +91 94272 17406, 98989 40227
Email : inquiry@globalorthosys.com, globalorthosys18@gmail.com

Manufacturing Unit
Plot No. 130, Survey No. 111, Golden Green Industrial Park, Khambha (Shapar) Rajkot - 360 311
Moab. : +91 98259 76543, Web. : www.globalorthosys.com
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