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1hicate of Compliance

C€

We hereby declare that the technical file of product complied with the
requirements of EC directive 93/42/EEC Medical Device Directive (MDD).

Certificate No.: CE-3570

Manufacturer
Name : Shagun Cares Inc.

Address . Factory: C-27 D.S.1.D.C Industrial Complex, Rohtak Road,
Nangloi, New Delhi, 110041, India.

Warehouse: Sector B-3, Plot No. C 22, Tronica City Industrial
Area, Ghaziabad 201102, Uttar Pradesh, India

Product Name: Orthopaedic Reusable Instruments
As Per Annexure-I- XIII

Complies with the requirements applicable to it

The Certification body has performed an audit of the above product quality system covering the design,
manufacture and final inspection of the certified product. The quality system has been assessed,
approved and is subject to continuous surveillance according to Directive EC directive 93/42/EEC
Medical Device Directive (MDD).

This certificate is issued under the following conditions:

1. It applies only to the quality system maintained in the manufacture of above referenced
models 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 systems are
not changed.

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

4. The CE mark as shown above can be used, under the responsibility of the manufacturer, after
completion of an EC Declaration of conformity and compliance with all relevant EC
Directives. The statement is based on a single evaluation of one sample of above mentioned
product. It does not imply an assessment of the whole production.

Validity of this certificate can be verified at www.ukcertifications.co.uk/verify
Date of Certification 23rd August 2018
1st Surveillance Audit Due 22nd August 2019
2nd Surveillance Audit Due 22nd August 2020

Certificate EXpiry (subject to the company maintaining its 22nd August 2021
system to the required standard)
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Certificate of Compliance Appendix-1
Appendix to Certificate no.:- CE-3570

Manufacturer : Shagun Cares Inc.

Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

INSTRUMENTS FOR INTARLOCKING NAILS
Bone Awl, Large Tissue Protector
Reaming Rod with Olive Tip Mechanical Jig with handle for Tibial Nailing
Guide Rod Mechanical Jig with Handle for Femoral Nailing
Driving Head for Insertion Nails (Tibia/Femur) Handle for Insertion / Proximal Locking
| Ram Guide Rod with Ram Aiming Trocar
f Combination Wrench Distal Aiming Device
e - 4 Drill Bit, 4.0mm (Extra Long) Direction Finder

gl i | III Drill Bit, 3.2mm (Extra Long) Plastic Medullary Tube

Sy | | HefSerew Driver Lugglioi tip Box S.S. / Al with double tray for Nails &

e Instruments
Depth Gauge, Large Flexible Reaming Shaft, (any size between 8.0 mm to

1 13.0 mm)
'r‘-""-.. o Protection Sleeve, dia: 8.0 mm Flexible Reaming Shaft, Detachable
Ly, o Trocar Reaming Bit any size between 8.5 mm - 13.0 mm
. -y Drill Sleeve for 3.2mm Dirill Bit Adopter for Reaming Shaft
— [ s | Drill Sleeve for 4.0mm Drill Bit Cannulated R eamer, Dia : 08 mm to 13 mm
||_' - ..-:I . = W h Guide Wire Holding Forcep
. S I INSTRUMENTS SET FOR HUMERES INTERLOCKING NAIL
- RE Bone Awl with FiberHanle Protection Sleeve, dia: 8.0 mm
2 - i - . i Awl T - Type, Cannulated Drill Sleeve, 2.7 mm
. '.'-_ ==L Proximal Jig with Distal Jig Complete Trocar
i . Connecting Bolt Depth Gauge
. Inserter / Extractor Reamer Special for UHN
Slotted Hammer Hex. Screw Driver Large, 2.5mm tip
Compression Device Combination Wrench No. 11
Compression Connecting Bolt S.S. Box with double Tray
Dl
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Certificate of Compliance

Appendix to Certificate no.:- CE-3570
Manufacturer : Shagun Cares Inc.
Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

INSTRUMENT SET FOR FEMORALRECONSTRUCTION NAIL

Bone Awl, Large Drill Bit 4.8 / 6.5 mm x 18”
Mechanical Jig with handle, LEFT Hex. Screw Driver 3.5 mm Tip, Large
Mechanical Jig with handle, RIGHT Depth Gauge, Large

Proximal Jig Handle Protection Sleeve 8.0 mm, Large

Ram Guide Rod with Ram Protection Sleeve 8.0 mm, Small
Guide Rod Trocar, Large

Reaming Rod with Olive Tip Drill Sleeve for 4.0 mm drill bit
Driving Head for Insertion Nail Guide Wire Holding Forcep
Combination Wrench Tissue Protector

Drill Bit 4.0 mm , Extra Long

INSTRUMENTS FOR PROXIMAL FEMORALNAIL (PFN)

Bone Awl, Large Proximal Reamer T-Type, 13.5 mm
Mechanical Jig with Handle Proximal Drill Bit, 7.2 mm / 5.5 mm
Ram Guide Rod Proximal Tap T-Type, 7.5 mm / 7.2 mm
Ram Protection Sleeve, 10.0 mm

Driving Head for Insertion Nail Distal Drill Bit, 4.0 mmx225 mm

Guide Wire Holding Forcep Trocar, 8.0 mm

Protection Sleeve for Proximal, Dia : 11.0 mm, Long Dirill Sleeve for Distal, Dia : 8.0mm

Drill Sleeve for Proximal, Dia : 9.0mm, Long

Q..
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Certificate of Compliance

Appendix-IIT

Appendix to Certificate no.:- CE-3570

Manufacturer :
Product :

Shagun Cares Inc.

Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

BASIC INSTRUMENTS SET
Drill bit 3.2 mm Dia Doubble Drill sleeve 6.5 / 3.2 mm
Drill bit 4.5 mm dia flcereevv: driver Hexagonal with holding
Counter sink Large Depth guage for 4.5 mm to 6.5 mm screws
T hand with Quick coupling Sharp hook
Tap For 4.5 mm Cortical Screw Combination wrench 11 mm
Tap for 6.5 mm Cancellous screw DCP drill sleeve
Doubble Drill Sleeve 4.5 mm / 3.2 mm Universal Drill sleeve

Insert drill sleeve 4.5 / 3.2 mm Instruments box
SMALL FREGMENT INSTRUMENTS SET
Drill bit 2.5 mm Screws holding forcep
Dirill bit 3.5 mm Natural and loaded drill guide
Counter sink 3.5 mm Wire bending pliers
Tap for 3.5 mm cortical screw Bending iron for k wire

Tap for 4.0 mm Cancellous screws

Pointed reduction forcep

T hand with quick coupling Selfcentering bone holding forcep
Double Drill sleev 3.5/2.5 mm Retractor 8.0 mm wide
Insert drill sleeve 3.5/2.5 Pariostal elevator
Screw driver hexagonal 3.5 mm Retractor 15 mm wide
Depth guage for 3.5 mm screws Instrument box
Sharp hook
MINI INSTRUMENTS BOX

Mini Haxagonal screw driver with holding sleeve Wire cutter
Mini tap sleeve Mini natural and loaded drill guide
Mini depth guage Mini screw holding forcep

Mini plate and bone holding forcep

Mini self retaning retractor

Mini reduction forcep pointed

Instrument box

Dau ..

Authorised Signatory

This cerhdicate s the property ol UK Cemification & [nspection Limited and shall be returnes] Imediatel s an reguest.

T1-T% Shefion Stret, Dot Chnden, Lomdon, WC2H 900, Unlied Kingdom
Wehsie! - www nkeertilarxms. cr.uk, el infoEiukesrtifienisons. co, ik
Company Mo, [0517047

Page 4 of 14



Certificate of Compliance

Appendix to Certificate no.:- CE-3570
Manufacturer : Shagun Cares Inc.
Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

BONE HOLDING FORCEPS
Self Centering Bone Holding Forcep 150 mm Burn's Bone Holding Forcep
Self Centering Bone Holding Forcep 190 mm Patella Holding Forcep 175 mm
Self Centering Bone Holding Forcep 240 mm, 260 mm Patella Holding Forcep 210 mm
Self Centering Bone Holding Forcep 280 mm Patella Holding Forcep 240 mm
Reduction Forcep Serrated 140 mm Hey Groves Bone Holding Forcep 8"
Reduction Forcep Serrated 170 mm Hey Groves Bone Holding Forcep 10"
Reduction Forcep Serrated 200 mm Hey Groves Bone Holding Forcep 12"
Reduction Forcep Serrated 240 mm Lane Bone Holding Forcep 12"
Reduction Forcep Serrated 280 mm Lane Bone Holding Forcep 17-1 /2"
Reduction Forcep Pointed 140 mm Fergusson's or Lion Bone Holding Forcep 12"
Reduction Forcep Pointed 180 mm Fergusson's or Lion Bone Holding Forcep 17-1/2"
Reduction Forcep Pointed 210 mm Lowman Bone Clamp Large, Medium Small
Reduction Forcep Pointed 240 mm

LARGE FRAGMENT INSTRUMENTS SET

Drill bit 3.2 mm Dia Doubble Drill sleeve 6.5 / 3.2 mm

Drill bit 4.5 mm dia Screw driver Hexagonal with holding sleeve
Counter sink Large Depth guage for 4.5 mm to 6.5 mm screws
T hand with Quick coupling Sharp hook

Tap For 4.5 mm Cortical Screw Combination wrench 11 mm

Tap for 6.5 mm Cancellous screw DCP drill sleeve

Doubble Drill Sleeve 4.5 mm / 3.2 mm Universal Drill sleeve

Insert drill sleeve 4.5 / 3.2 mm Instruments box

Do
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Certificate of Compliance Appendix-V
Appendix to Certificate no.:- CE-3570
Manufacturer : Shagun Cares Inc.
Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

LARGE FRAGMENT INSTRUMENTS SET
Drill bit 3.2 mm Dia Doubble Drill sleeve 6.5 / 3.2 mm
Drill bit 4.5 mm dia Screw driver Hexagonal with holding sleeve
Counter sink Large Depth guage for 4.5 mm to 6.5 mm screws
T hand with Quick coupling Sharp hook
Tap For 4.5 mm Cortical Screw Combination wrench 11 mm
Tap for 6.5 mm Cancellous screw DCP drill sleeve
Doubble Drill Sleeve 4.5 mm / 3.2 mm Universal Drill sleeve
Insert drill sleeve 4.5 / 3.2 mm Instruments box

DHS/DCS Instrumentation set

Threaded Guide wire Dia : 2.5 mm Centering Sleeve for Tap
DHS Angle Guide 135° Centering Sleeve for Wrench
Direct Measuring Device Coupling Screw for Screw insertion
Wrench for DHS/DCS Screw Guide Shaft for Coupling Screw
'T" Handle with Quick Coupling Coupling Screw for Screw removal
DHS Triple Reamer, Complete DCS Angle Guide 95°
Impector DCS Triple Reamer, Complete
Taps for DHS/DCS Screw
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Certificate of Compliance

Appendix to Certificate no.:- CE-3570
Manufacturer : Shagun Cares Inc.
Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

INSTRUMENTS FOR WIRING
Chamley Compression Clamp with 2 pins K. Wire Bender
Bone Awl with Eye or W/O Eye Steinman Pin Introducer ( T-Handle) with C.P. Chuck
Heck Saw with 2 Blades Steinman Pin Introducer ( T-Handle) with S.S. Chuck.

Wire Passer Small/ Medium/Large Bohler Steinman Pin Holder Large, Medium, Small

Pin Cutter, Chrome Plated, Length 16", cutting

Wire Twister ( Zimmer type) .

capacity upto S mm
Witre Tighiner ( A.O. Type) with 2 Pegs K. Wire Tractor, Large / Medium / Small
Cerclage wire Tightner K. Wire Introducer
Wire Bender / Cutter / Extractor 8"

INSTRUMENTS FOR STAPLING
Staple Starter Staple Extractor
Staple Inserter
BONE HAMMERS/ MALLETS

Bone hammer S.S 1 pound Bone hammer with fiber Handle 350 grms
Bone hammer S.S 2 pound Bone hammer with fiber Handle 500 grms
Bone hammer Nylon Faced Bone hammer with fiber Handle 700 grms

Bone hammer with fiber Handle 200 grms

ANGLED BLADE PLATE INSTRUMENT SET

Chisel Guide Impector
Seating Chisel Triangular Positioning Plates set of 3
Inserter-Extractor Quadrangular Positioning Plates for Osteotomy
Slotted Hammer Condylar Plate Guide
STEFFEE INSTRUMENTS
Steffee Spanner, 8 mm Steffee Awl
Steffee Spanner, 11 mm Steffee Introducer
Steffee Screw Tap, 4.5 mm Steffee Distractor
Steffee Screw Tap, 5.5 mm

I
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Certificate of Compliance Appendix-VII

Appendix to Certificate no.:- CE-3570
Shagun Cares Inc.

Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

Manufacturer :
Product :

INSTRUMENTS FOR 7.0 MM CANNULATED SCREWS

Cannulated Drill Bit, 4.5 mm Parallel Wire Guide

Cannulated Bone Tap, 7.0 mm Direct Measuring Device

Threaded Guide Wire, Dia : 2.0 mm, Length - upto

Large Cannulated Hex. Screw Driver, 3.5 mm Tip 225 mm

Protection Sleeve, 4.5 mm

INSTRUMENTS FOR 4.0 MM CANNULATED SCREWS

Cannulated Drill Bit, 2.7 mm Direct Measuring Device

Cannulated Bone Tap, 4.0 mm Threaded Guide Wire, Dia : 1.2 mm, Length - upto 225 mm

Cannulated Hex. Screw Driver, 2.5 mm
Tip

BONE CUTTING INSTRUMENTS

Electric Bone Saw Rotary Model AC/DC, 220 Bone Cutting Forcep D/A Straight or Curved 10-
Volts /2"

Outfit complete in fitte case MclIndoe's Bone Cutting Forcep

Amputation Saw Tudor Edward Bone Cutting Forcep
Amputation Knife Doyen Rib Shear
Bone Cutting Forcep. S/A 6",7" Larrys Keyhole Finger Saw

Bone Cutting Forcep S/A 8" 9" Bone Nibbler S/A, Straight / Curved 6", 7", 8"

Bone Cutting Forcep D/A Straight or Curved 7- Bone Nibbler D/A, Straight / Curved or Angular 7-

1/2" 1/2"
Bone Cutting Forcep D/A Straight or Curved 9- Bone Nibbler D/A, Straight / Curved or Angular 9-
1 /2 " 1 /2"

CHISELS, OSTEOTOMES, GOUGES, CURETTES

Chisel Stille type S.S. Length 7-1/2" Straight / Curved

Volkman double ended Curettes
4 mm to 24 mm

OsteotomeStille type S.S. Length 7-1/2"

Straight /Curved 4mm to 24 mm Bone Curettes with Fibre Handle

Gouge Stille type S.S. Length 7-1/2" Straight / Curved

4 mm to 24 mm

Dau ..
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Certificate of Compliance

Appendix-VIII

Appendix to Certificate no.:- CE-3570
Shagun Cares Inc.

Manufacturer :
Product :

Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

RETRACTORS, BONE HOOKS, BONE LEVERS, ELEVATORS

Skin Hooks with one Prong, two prongs, three Prongs

Bristow's Retractors

FarabeufRugine Straight / Curved

Lanes Bone Lever Plain

Periosteal Elevator with Fibre handle, 8 No's different

sizes

Lanes Bone Lever Serrated

Netve Root Retractor, Straight / Upward /

Downward

Gelpi Retractor 6-3/4"

Volkmann's Retractor 2 or 3 Prongs

Mastoid Retractor

Volkmann's Retractor 4 or 5 Prongs

Smillies Knee Joint Retractor Set of Six

Langenbeck Retractor 1-3/4"X1/2"

Hohmann's Retractor 6 mm, 8 mm, 12 mm, 18 mm

Langenbeck Retractor 7/8" X 1/4"

Hohmann's Retractor 20 mm, 22 mm, 25 mm

Lambotee Hooks Small, Medium, Large

Hohmann's Retractor 30 mm, 35 mm

Bone Hook Sizes : 3/8", 1/2",3/4", 1"

Hohmann's Retractor 40 mm, 45 mm

Large Bone Lever

Hohmann's Retractor 70 mm

INSTRUMENTS FOR SPINAL SURGERY

Cobbs Elevator

'C' Type Skull Traction with 2 Burrs

Capner's Gouge (Straight / Curved / Deep Curved)

Trephine for Blackbum Skull Traction

Self Retaining Retractor or Beckmann Adson Retractor

Hudson Brace with 5 Burrs

Punch Forcep-Small-Upcutting / Downcutting

Hudson Brace W/O Burrs and Perforators

Punch Forcep-Large-Upcutting / Downcutting

Spare Burrs or Perforaters

Disc Forcep, Straight / Upward / Downward Gigli Saw with One Pair Handle
Nerve Root Retractor, Straight / Upward / Downward | Gigli Saw Handle (Pair)
McDowel'sDisector Diamond Pointed Awl

Spinal Rongeurs Kuntscher Nail Reamer 6 to 14 mm
Crutchfield Tongs with 2 Burrs Spear Hook For Kuntsher nails

INSTRUMENTS FOR SQUARE , RUSH NAILS,

Square nail driver 2.0 to 4.5 mm

Rush nail driver

Square nail reamer / rush nail reamer size 2.0 to 4.5 mm

Square nail extractor /Rush nail extractor

Dau ..
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Certificate of Compliance Appendix-IX
Appendix to Certificate no.:- CE-3570

Manufacturer : Shagun Cares Inc.

Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

INSTRUMENTS FOR PLASTER ROOM

Plaster Saw Heavy Duty Henning Plaster Cast Spreader
Plaster Saw Engels Bohler Plaster Bender
Esmarch Plaster Knife Bohler Plaster Shear

Stille Plaster Shear 8" with Fibre Handle

Guy's Plaster Shear 11-1/2"

Stille Plaster Shear 15" with Fibre Handle

Guy's Plaster Shear 9-3/4"

Daws Plaster Opener with Fibre Handle

INSTRUMENTS FOR FEMORAL HEADS

Austin Moore Hollow Chisel Judet Auger- Extractor
Moore type Rasp with Tomy Bar Murphy Lane Bone Skid
Thompson type Rasp with Tomy Bar Hudson Brace with 5 Burrs.

Measuring Gauge for Head Set of 7

Charnley Initial Incision Retractor, 308 mm with weight &
Chain

Femoral Head Impector, Tufnol Faced, Aluminium | Bone File Combined with Rasp, Fibre Handle

Austin Moore Head Extractor with 2 Hooks

BONE DRILLS

Universal Bone Drill with S.S. Chuck & Key

Open Gear Bone Drill Large with S.S. Chuck & Key

Micro Hand Drill with S.S. Chuck & Key

INSTRUMENTS FOR BONE PLATES

Bone & Plate Holding Forcep for Small Fragment

Bone Plate Bender ( pair ) A.O. type

Bone & Plate Holding Forcep for Large Fragment

Bone Plate Bender Roller type Heavy Duty

Bone Plate Bender ( Pair ) Zimmer type

Bone Plate Bending Press, Bench type Heavy duty

INSTRUMENT FOR LOCKING COMPRESSION PLATES

Sleeve for 3.5 mm LCP Q.C dill bit 2.7 mm xIO0 “
Sleeve 5.0 mm LCP Q.C dill bit 4.3 mm xIO0 “
ADAMCO MCP INSTRUMENTS
MCP-cutting expa.nder 3,5mmx6 MCP-impactor concave,
MCP-cutting expander 4,0 mm x 6° MCP-Ceramic-Sizer-Set ( yellow, blue, pink, green)
MCP-cutting expander 4,9 mm x 6° canulated drill 2,8 mm
MCP-cutting expander 5,7 mm x 6° canulated drill 3,I mm
MCP-cutting aid / saw guide 30°, K-wire 1,0 mm
MCP-impactor convex, K-wire 1,4 mm

.Ql"-_& &
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Certificate of Compliance Appendix-X
Appendix to Certificate no.:- CE-3570

Manufacturer : Shagun Cares Inc.

Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

MBW WRIST JOINT INSTRUMENTS
MBW-cutting expander I 6,5 mm x 6° x 25 mm Rasp 4,9 x 3°
MBW-cutting expander II 6,5 mm x 6° x 25 mm Rasp 5,7 x 3°
MBW-cutting expander III 6,5 mm x 6° x 25 mm Rasp 5,7 x 6°
MBW-cutting expander 4,9mm x 3° Rasp 6,5 x 6°
MBW-cutting expander 5,7mm x 3° canulated drill 4,0 mm
MBW-impactor convex, incl. PTFE_part canulated drill 5,0 mm
MBW-impactor concave, incl. PTFE_part canulated drill 6,0 mm
Resection template hand-drill chuck
Sizer set (2 ceramic parts distal and proximal) K-wire, 1,4 mm
Space holder incl. PTEE part T-part accessory
ACAMO CMC INSTRUMENTS
CMCI-cutting expander 4,0 mm x 6° CMCI Spacer holder
CMCI-cutting expander 4,9 mm x 6° CMCI-Sizer-Set, blue and blue
CMCI-cutting expander 5,7 mm x 6° canulated drill 4,9 mm
CMCI-cutting expander 6,5 mm x 6° canulated drill 3,1 mm
CMCI -special instrument (cutting expander -trapezium) canulated drill 4,0 mm
CMCI-impactor convex (distal hand-drill chuck
CMCI-impactor concave (trapezium), T-part accessory
CMCI-Distanz-Block K-wire, 1,4 mm
MOLANA MTP INSTRUMENTS
K-wire, 1,4 mm Cutting expander II 8,0 mm
T-part accessory Cutting expander I 8,0 mm
Centralizing instrument 15/14 Resection template
Centralizing instrument 17/15 Ceramic sizer set (orange, green, grey, pink)
Centralizing instrument 19/17 Rasp 8,0x 3°
MOLANA cutting expander II 6,5 mm x 3° canulated drill 5,0mm (5,7)
Rasp 6,5 x 3° canulated drill 6,5mm (8,0)
Impactor convex, K-wire, 1,4 mm
Impactor concave, K-wire, 2,0 mm
Cutting expander I 8,0 mm T-part accessory
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Certificate of Compliance Appendix-XI
Appendix to Certificate no.:- CE-3570

Manufacturer : Shagun Cares Inc.

Product : Orthopaedic Reusable Instruments

C€

This certificate referred to above covers the following products like:

ACAMO PIP INSTRUMENT SET

PIP-rasps prox 3°x 6°, P/7 thin PIP-cutting aid 20° / saw guide 20°

PIP-rasps prox 3°x 6° P/8 thin PIP-impactor convex ( 7-size ),
PIP-rasps prox 3°x6°, P/10 thin PIP-impactor concave ( 7-size ),
PIP-rasps prox 3°x 6° P/+I0 thick PIP-impactor convex ( 8, 10, 12 -sizes

PIP-rasps prox 3°x 6°, P/12 thin PIP-impactor concav ( 8, 10, I12-sizes )

PIP-rasps prox 3°x 6°, P/+12 thick PIP-Sizer-Set orange, green, white, blue

PIP-rasps dist. 6°x II°, D/7 thin PIP-Distanz block orange, green, white, blue

PIP-rasps dist. 6°x 11°,D/8 thin T-part accessory
PIP-rasps dist. 6°x I1°,D/I0 thin canulated drill 2,5 mm
PIP-rasps dist. 6°x I1°,D/+10 thick canulated drill 2,8 mm
PIP-rasps dist. 6°x 11°,D/12 thin hand-drill chuck
PIP-rasps dist. 6°x 11°, D/+12 thick K-wire 1,0 mm
ELBOW PROSTHESIS INSTRUMENTS SET
TRIAL HING PIN FOR ELBOW PROSTHESIS TRIAL FOR ULNA PART OF ELBOW

TRIAL FOR HEMRUOS PART OF ELBOW

TOTAL HIP REPLACEMENT INSTRUMENTS SET

Modular hip cup trials 38 to 54 mm dia Cementing and Connecting handle for 45* angle Cementing and

Uncementing Uncementing
Modular head trial 24,26,28 dia Neck length - Measuring guage for head Dia 38 to 54 mm Cementing
3.0,0,+4.5,+7.0 mm and Uncementing
Trials Centerlizers 10,11,12,13,14 mm dia T introducer
Cement stopper introducer Reamers for femur bone
Bone cheaseil Handel for Rasp Cementing and Uncementing
Stem introducer Cementing and Uncementing ok .Slze OX, XL, 1,234 , Cementing and
Uncementing
Liner introducer Trials for Acetabular cup dia 38 to 54 mm
Impactor Trial heads 24,28,30 mm dia Cementing and Uncementing
Acetabular' cup ReemersDia 40 to 56 mm Cementing and Trial introducer Cementing and Uncementing
Uncementing
Cup mtroc.lucer for dia 26,28,30 mm Cementing and Coupling handle with T
Uncementing
Cup reemer connector Cementing and Uncementing Coupling handle without T
. TRAIL HIP NECK FOR TUMER Cementing and
Connecting rod U .
ncementing
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Certificate of Compliance Appendix-XII

Appendix to Certificate no.:- CE-3570
Manufacturer : Shagun Cares Inc.
Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

TUMER DISTAL FEMUR KNEE / AND PROXIMAL KNEE REPLACEMNT

Reamers for tibia femur bone Dia 8.0 mm to 14 mm Hammer
Trial stem for Tibia part Cutting Zig
Trial tray for tibia part Cement stopper introducer
Coupling handle with T Reemer
Coupling handle without T Zig rod
Trial spacer for Tibia, Femur knee and hip Dia 30 mm to 120 mm Cementing

. Impactor for knee
and Uncementing
Trial stem Tibia, Femur knee and hip Dia 10, 11,12 mmLength 120 mm .

Pin extractor

Cementing and Uncementing

Trial stem for Tibia part Length 50,75,100 mm Cementing and Uncementing | Spacer and stem opner

Trial Condoyle Assemble of knee left and right Cementing and Uncementing Impactor for spacer

Key Impactor of Knee stem
Screw Hing pin Introducer
Spring Tibia Base reemer
Pins Drill chuck with key
Handle Spacer compactor
INSTRUMENT SET FOR TUMER PROXIMAL TIBIA KNEE
| Hing introducer Coupling handle with T
| Hammer Coupling handle without T
Reamer for Tibia part Key
Reamer for Distal femur part Trial Proximal Femur knee Left n Right Cementing and Uncementing
Spacer opner Screw driver 3.5 mm tip
Stem Impactor Trial Stem Dia 10,11,12 mm Length 120 mm Cementing and Uncementing
Spacer impactor Trial Spacer Length 30 mm to 120 mm Cementing and Uncementing
Cement stopper introducer TRAIL FOR TUMER KNEE PROXIMAL TIBIA PART Cementing and
Uncementing
Impactor of condoyle TRIAL FOR TUMER KNEE DISTAL FEMUR PART Cementing and
Uncementing
Reamer For Tibia / Femur Bone Dia
8.0 mm to 14 mm
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Certificate of Compliance

Appendix-XTII

Appendix to Certificate no.:- CE-3570

Manufacturer :

Shagun Cares Inc.

Product : Orthopaedic Reusable Instruments

q

This certificate referred to above covers the following products like:

INSTRUMENT SET FOR TUMER SHOULDER PROSTHESIS

Impactor and extractor of shoulder prosthesis

Impactor head

Reamer for shoulder Large Spacer and stem opner

Reamer for shoulder small Neck Impactor

Reamer for Hemrous Hammer

Quick coupling handle T Quick coupling handle with T

Impactor Reamer for humorous Dia 5.5 mm to 9 mm

Trial Spacer For shoulder Length 30 to 120 mm Cementing

and Uncementing

Trial Head for kneer shoulder prosthesis Cementing and

Uncementing

Trial stem Dia 6,7,8 mm Cementing and Uncementing
Trial shoulder neck Cementing and Uncementing

Guage for kneer shoulder prosthesis

Trial shoulder head Dia 31 to 43 mm Cementing and

Uncementing

Trial neck for kneer shoulder prosthesis Cementing and

Uncementing

Head guage for shoulder Dia 31 to 43 mm

Trial stems for Kneer shoulder prosthesis Cementing and

Uncementing

Stem Impactor Key for shoulder neck
Head introducer
INSTRUMENT SET FOR NAILS
K nail Intramedullary Nail Guage Small Fragment implants box
K nail setting device Small screw box 4.9 mm

K nails extractor with two hooks

General instrument box with 2 trays

K nail driver Sterilization tube for wires

K nail Hook Sterilazation box fro DHS DCS
K nail Extractor with side hook Screw box combine

Small Screw box Enmarch rubber bandage

Large screw box Punamatictournoque
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