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International Instruments

Designers & Manufacturers of Surgical Instruments

Orthopaedic Instruments

Bone Rongeur Bone Cutters

Osteotomes

Straight & Curved 9 | straight & Curved

Overall Length
5"to 10"

| Overall Length
j 6"to12”

Overall Length A
5"to 10” b

Width
2mm to 25mm

Handles
Silicon
Delrin
Metal

Straight & Curved

Gouges

Straight & Curved

Overall Length
6"to 12"

Width
2mm to 25mm

Handles
Silicon
Delrin
Metal

Orthopaedic Insiruments

Bone Reduction Forceps

Bone Reduction Forceps
with Points

Bone Holding Forceps
Serrated

Self Centering

Overall Length
5" 10 9"

Overall Length
5" 10 9"

5”10 11.5"

Overall Length

Bone Holding Forceps
Bayonet

It Straight & Bayonet

| &

Overall Length
g

Bone Levers

Radiolucent Metal

A

Overall Length
5"to 16"

Width
4mm to 70mm
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Orthopaedic Insiruments

Periosteal Elevators

\ Straight & Curved

Overall Length
6"to 12"

Width
2mm to 30mm

US FoA

Curettes

Straight, Curved & Angled

Overall Length
6"to 12"

Cup Sizes
2mm to 24mm




| International Instruments

+ Designers & Manufacturers of Surgical Instruments

Orthopaedic Instruments

Hintermann Distractor Laminar Spreader K Wire Cutters

Muller Claus K Wire Cutter Arjuna K Wire Cutter

Out Spread arms
&
Closed Arms

—

Overall Length
6" 109"

Overall Length

Overall Length 1 7"t0 10"

5" o 8"

Orthopaedic Instruments
JJ Implant Extractor With Slap Hammer Broken Interlocking Nail Extractor Universal Interlocking Nail Extractor

Nine Adapter with Slap Hammer

Overall Length Overall Length
Large 11" 18" ;
Small 7" | 17— s

‘

% - ”

Orthopaedic Instruments

Complete Set Damaged Screw Extraction Set

Locking Driver

Screw Extractor
g

Left Carbide Bits Hollow Mill
\ il
\
i
545 3.5 25 545 35 2.5
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| International Instruments

Designers & Manufacturers of Surgical Instruments

Hip Surgey Instrumets

Charnley Retractor Pelvic Reduction Forceps Cement Grasping Forceps

Fine Teeth & Heavy Teeth Types

Available Models
Straight

Angular
Asymmetric
Jungbuth

Overall Length Overall Length
7.5"t0 16" 10" to 14"

t

Two Pair of Blades

Knee Surgey Instrumets

Femoral Tibial Spreader Osteophytes Osteotome Knee Retractors
G Rectangular Pads Model PCL Retractors
\ & N Overall Length

Overall Length
9"

.. Round Pads Model 9"

Overall Length

Blade Widths
7"to 10"

13mm to 18mm

X \ Locking System

Ratchet lock

A\
Speed Lock
45° Knee Retractors
Overall Length
7:5"10:9:5"
Shoulder Surgey Instrumets
Kolbel Retractor Subacromial Retractor Fukuda Retractor
" = (»’ \ Wide Model & Narrow Model
" ’ ¢ [ N Right and Left
- A
\ Overall Length

o"

Overall Length
7

Overall Length
7.25"

) 3 Pairs of Detachable Blades

Blade Dimensions
32mm x 40mm
25mm x 40mm
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International Instruments

Designers & Manufacturers of Surgical Instruments

Tupper Hand Retractor

Hand Surgery Instruments

JJ Open Reduction Forceps

JJ Close Reduction Forceps

Radiolucent
Small Bone Clamp

Overall Length

Calcaneal Spreader

\ Pad Dimensions
 14mm x 12mm

Overall Length

Foot and Ankle Instruments

Syndesmosis Clamp

Overall Length

Talar Neck Osteotome

Overall Length
9.5"

Guage Width

9.5mm to 17mm

4.25"
Arthroscopic Instruments
Punches Suture Passer Rasp
Qw i “ p 1

Basket Punches, Graspers
& Hook Scissors
Straight, Left & Right

04

Right
Left
Upward

Overall Length
ki

US FoA

‘ Diamond Rasp
Concave Rasp
Convex rasp

|| Overall Length
11"




International Instruments

Designers & Manufacturers of Surgical Instruments

Spine Surgery Instruments

Casper Micro Lumbar Discectomy Retractor

SLEALLL

55mm
65mm

70mm Specula Ranget

Lateral Blades

S—

Retractor Frame Blade Ejector Forceps

Micro Discectomy Retractor

el

Wide Blades

o

Narrow Blades

%/

Hook Blades

o

Toothed Blades

Spine Surgery Instruments

Caspar Vertebral Body Distraction Set

Cervical Retractor set

ronged Blades

Spine Surgery Instruments

Laminectomy Retractor

Thin Foot Plate

Upward cutting 1Tmm to 5mm
Downward Cutting Tmm to 5mm

Intervertebral Disc Rongeur

Upward cutting Tmm to 5mm
Downward Cutting 1Tmm to 5mm

Finocchietto Retractor

With Three Pair of Blades
and one Hook

05
US FoA

Super -Slide Laminectomy Retractor




| International Instruments

Designers & Manufacturers of Surgical Instruments

Neuro Surgery Instruments

Mayfield Retractor Crutchfield Retractor Hudson Brace

Cranial Stabiliztion System Cervical Traction Tongs

i

Inculdes
Frame
Perforators
Burrs
Extraction
Neuro Surgery Instruments
Tumor Grasping Forceps Neuro Scissors Neuro Needle Holders
; Overall Length ¢ Overall Length
Overall Length 75" / 8"
e Straight Straight
Curved Curved
Rlameier Angled 125°
3mm to 7mm /
” 7/ 5
* 4 4 /
£/
¥ s (
* .
Micro Surgery Instruments
Micro Scissors Micro Needle Holder Vessel Clamps
|
Straight Straight & Curved
Curved With Lock & Without Lock
Angled
Overall Length
b 55 /
®

Single and Double Approximating Clamp
4mm to 5mm

/
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US FoA
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+ Designers & Manufacturers of Surgical Instruments

General Surgery Instruments

Mayo Scissors Metzenbaum Scissors Fine Scissors

Straight Scissors
Curved Scissors

Straight Scissors
Curved Scissors

Straight Scissors
Curved Scissors

Overall Length [ r& Overall Length

5"t0 12" / ‘fl 5" 10 6"

Overall Length
5"fo 12"

Bandage Scissors

Models
Lister
Burns
Smith

Overall Length
7M109"

General Surgery Instruments

Mayo Scissors TC Metzenbaum Scissors TC

Coronory Scissors

AL

Straight Scissors Straight Scissors Aigiodseisan
25¢

Curved Scissors Curved Scissors 450
60°

Overall Length Overall Length 90°

5" 1o 12" 5"1o 12"

125°

Supercut Scissors

Straight Scissors
Curved Scissors

Overall Length
Stio oK

‘ General Surgery Instruments

Mayo Heggar TC

Allis Forceps

Overall Length

Overall Length
5"t0 19"

4"to 10”
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Babcock Forceps

Overall Length
4"t0 10"




| International Instruments

+ Designers & Manufacturers of Surgical Instruments

Artery Forceps

Straight Forceps
Curved Forceps

Overall Length
i e |22

General Surgery Instruments

Mosquito Artery Forceps

Straight Forceps
Curved Forceps

Overall Length
4" to 6"

Kocher Artery Forceps

Straight Forceps
Curved Forceps

Overall Length
4"to 12"

Adson Forceps

Plain Forceps
Toothed Forceps

Overall Length
4" to 8”

General Surgery Instruments

Tissue Forceps

Models
Stille
Gerald
Mcindoe
Semken

Overall Length
4"to 12"

Dressing Forceps Debakey Forceps

Models
Stille
Gerald
Mcindoe
Semken

Overall Length
4"to 12"

Overall Length
5"to 16”

Volkman Retractor

One to Six Prongs

Overall Length
| 5"to8”

Langenbeck Retractor

!
8
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General Surgery Instruments

Overall Length
5" 0 8"

Weitlaner Retractor

Two to Eight Prongs

Gelpi Retractor

| Straight & Curved
Straight & Hinged

Overall Length
5"to 18"

| Overall Length




| International Instruments

Designers & Manufacturers of Surgical Instruments

Intestinal Clamps

‘ Straight Clamps
&
| Curved Clamps
f Overall Length
6" to 14"

Uro Gastro Surgery Instruments

Stomach Clamps

| Adult Clamps
&

Pediatric Clamps

\ Overall Length
\ 8.5"to 10"

Kidney Stone Forceps

Models
Randal
Desjardin
Blake

Overall Length
8.5”

Bull Dog Clamps

N\

Straight Clamps
Curved Clamps
Angled Clamps

Overall Length
1.5"to 6"

Straight Clamps
Curved Clamps
Angled Clamps

Overall Length
4.5"10 10.5"

()0

( | L (/\)( /\>
_ & &
Thoracic - Cardiovascular Instruments
Debakey Clamp Cooley Clamp

‘ Straight Clamps
) Curved Clamps
\i Angled Clamps

'

Overall Length
4.5"10 10.5"

)

Morse Retractor

Adult Model
Child Model
Neonatology Model

R\ Brbbbssssissssssss

09

Thoracic - Cardiovascular Instruments

Bailey Rib Spreader

‘ﬂ@\

bt /9

— A

Overall Length
&

[}

(U

US FoA

Giertz Stille Rib Shear

-,

K

@

N Overall Length

10.5"
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Designers & Manufacturers of Surgical Instruments

Gynecology Instruments

Vaginal Speculums Mayoma Screw Outlet Forceps Sims Curette
Cusco Speculum Sims Speculum \
4 (%_, J‘ /)
[‘ sharp
&
Blunt
Models
Simpson ‘
Wrigley |
Kielland / L
I\ 00to6
L] i
b—"'J l |
Cusce Slms Overall Length Overall Length ‘
Small 70mm x 25mm 55 | 1 I
Medium 75mm x 30mm : ‘
Large 80mm x 35mm :
Gynecology Instruments
Cervical Biopsy Forceps Balfour Retractor Vulsellum Forceps Hegar Dilators
N » _ Set of 12
t\ " Models Double and S ——
! Morgan : Multiple Teeth  repE -
. Schubert = e —
- Van Doren i
\ Overall Length = e
e —
I e

Large - 10"

%‘/ (J Medium - 7"
Small - 4"
o

‘\Q Overall Length

5

Laparoscopic Instruments

Scissors Trocar With Cannula

Models
Mayo
Metzenbaum
Stevenson
Hook

5mm and 10mm

Graspers Needle Holders

Models
Allis
Babcock
Maryland
Claw
Tenaculam

Straight & Curved

US FoA
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+ Designers & Manufacturers of Surgical Instruments

Skin Grafting Handles

Small

Large

Plastic Surgery Instruments

Breast Retractor

Dingman Mouth Gag

Nasal Speculum

Blade size

20mm to 100mm

ENT Instruments

Davis Boyle Retractors Ear Speculum

With Four Blades Set of Three Ear Speculums

Nasal Forceps

Blakesley Nasal Forceps

Bite Size
2mm to 3mm

Overall Length
e

11

ENT Instruments

Tongue Holding Forceps

\\\\
Collin & v
[

Ear Forceps

Bite Size

0.8mm x 1.3mm
to

2mm x 8 mm

]

Models
Hartman
Belluci
Duckbill

US FoA
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always innovaig,

International Instruments

Designers & Manufacturers of Surgical Instruments

JJ Quality Certificates

2y U.S. FOOD & DRUG

ADMINISTRATION

Dear Joshi Thomas:

This e-mail provides confirmation that the annual registration for the following medical device
i has been I leted for 2021:

Registration Number: 3010077069
Owner Operator Number: 10043535
INTERNATIONAL INSTRUMENTS
Kinfra Park PO

Koratty

Thrissur

INDIA 680308

If you do not see a registration number assigned to the establishment and your establishment
previously had one, please send an email to reglist@cdrh.fda.gov and include the registration
number you believe is assigned to your establishment. We will review and determine if a
duplicate registration has been created for your establishment.

Your registration is valid until December 31, 2021. Registration for 2022 will be conducted
between October 1 and December 31, 2021.

Please note that registering your device facility and listing your devices does not, in any way,
constitute FDA approval of your facility or your devices.

Should you have any questions, please send an e-mail to the CDRH Registration and Listing
Helpdesk at reglist@cdrh.fda.gov.

CDRH Registration and Listing Helpdesk
Imports & Registration and Listing Team
Division 2 Establishment Support

Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration

Tel: 301-796-7400, Option 1

Email: reglist@cdrh.fda.gov

U.S. FOOD & DRUG

ADMINISTRATION

| evaluate | assess | certify |

This is to certify that

Certificate No. MD-QMS/91/R/1/2643

INTERNATIONAL INSTRUMENTS

Ion

C€Documentation Review

No. 2P191227.1IWT46

Holder: International Instruments
Plot No. XIX-350, Kinfra Park P.O, Koratty, Thrissur
District, Kerala - 680 309, India.

Verification of the presence of the
Technical File in regards of the Medical
Devices Directive 93/42/EEC Annex VIl

Review goal:

Non-active Surgical Instruments
(see the following annex I)

Product:
Model(s):

Classification: Class |

tothe turer's

We atfest that a Technical File in reference fo the
Directive 93/42/EEC is in place for the C€ Marking
process. This document has been issued on voluntary
basis and not as NB. Whereas the Manufacturer is
responsible. and not exempted fo cary out all the
necessary activifies, as required by the Directive
before placing the €€ Mark on the product.

Review output:

E H 11 A|- Rapport d'Evaluat

Date of issue 27 December 2019 Expiry date 26 December 2022

Chief Manager

T

Ente Cerfificazione Macchine
Via Ca Bella, 243 - 40053 Valsamoggia Loc. Castello di Seravalle (80) Italy
B +39.0516705141 £ +39.05167051 i W, it

Review Report &

assessors of quality

Kinfra Park P O, Koratty - 680 309, Thrissur District, Kerala, India

has been found to conform to the requirements of

Medical Devices - Quality Management System Standard

1SO 13485:2016

This certificate is valid for the following scope :

Design, Development, Manufacture and Sales of reusable Non-Sterile Surgical

Instruments.

Initial Certiication  : 18/09/2021
Valid until 171092024

As

7204 AECR[DITFD

8 OF MULTIL,
(S
€7

Authorised Signatory

atcn Agsoment oy

Accrediation Body: Intomational Accrediaton Sorvie, ne.

050 S St Sl 10, G, Cooras D382 2 USA
e eton 3

Isting Authorky: Zenih Qully Assessors Pyt. Lid.

o o O Sy S GPTAE.S T 21

Vi Naga: P 41101, Moo, o
e




