F NO : HQ/FSC/MD/2022/000254

Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
Ministry of Health and Family welfare

FREE SALE CERTIFICATE

FSC Number : FSC/MD/2022/000382 Dated : 15/12/2022

This is to certify that M/s. R.K. ENTERPRISES situated at address Plot No- 543, Ground Floor, GIDC,
WAGHODIA, ,Vadodara Gujarat ,391760,9004001017, India is holding Manufacturing License no.
MFG/MD/2019/000117 issued on 11-JUL-2019 Under this license, the said firm is permitted to
manufacture the products for their manufacture and sale in domestic market as per Indian Law and for
export as per law of importing country (ies):-

Name of the products with their product name and dimensions if any mentioned below :

S.NO Medical Device Details

. Generic Name :Bone Screw

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants
. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

N O 0o WODN PP

. Intended Use :Bone screws are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of
the device.

8. Material of Construction: Stainless Steel 316L

9. Dimension: Mini Screw Dia.- 1.5mm to 2.7mm Length - 4mm to 16mm Cortical Screw
Dia.- 1.0mm to 5.0mm Length - 6mm to 100mm Cannulated Bone Screw Dia.- 3.0mm to 7.3
mm Length - 10mm to 120mm 16mm Thread/ 32mm Thread/ Fully Thread Cancellous
Bone Screw Dia.- 3.0mm to 7.3mm Length - 10mm to 120mm 16mm Thread/ 32mm
Thread/ Fully Thread Malleolar Screw Dia.- 4.5mm Length - 25mm to 80mm Herbert
Screw Dia.- 3.0mm to 4.5mm Length - 25mm to 80mm Length - 10mm to 50mm Dynamic
Hip Screw Length - 50mm to 125mm Proximal Bolt Dia.- 6.0mm to 8.0mm Length - 50mm
to 130mm Interlocking Bolt Dia.- 2.5mm to 5.0mm Length - 12mm to 80mm Locking Head
Screw Dia.- 2.0mm to 7.3mm Length - 06mm to 100mm Locking Head Cancellous Screw
Dia.- 3.0mm to 7.3mm Length - 10mm to 100mm Button Button With Loop Suture Anchor
Screw Dia.- 3.0mm to 5.0mm Interfrence Screw Round Head And Fully threaded Dia.- 6.0
mm to 11mm Length - 20mm to 40mm Transfix Screw Suture Post Bolt Length - 20mm to

40mm VENUG
10. Model/Catalogue No./Name :NIL OPAL G
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. Generic Name :Bone Screw

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants

. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

. Intended Use :Bone screws are indicated for use in bone reconstruction, osteotomy,

~N O O~ 0N

arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of
the device.

8. Material of Construction: Titanium

9. Dimension: Mini Screw Dia.- 1.5mm to 2.7mm Length - 4mm to 16mm Cortical Screw
Dia.- 1.0mm to 5.0mm Length - 6mm to 100mm Cannulated Bone Screw Dia.- 3.0mm to 7.3
mm Length - 10mm to 120mm 16mm Thread/ 32mm Thread/ Fully Thread Cancellous
Bone Screw Dia.- 3.0mm to 7.3mm Length - 10mm to 120mm 16mm Thread/ 32mm
Thread/ Fully Thread Malleolar Screw Dia.- 4.5mm Length - 25mm to 80mm Herbert
Screw Dia.- 3.0mm to 4.5mm Length - 25mm to 80mm Length - 10mm to 50mm Dynamic
Hip Screw Length - 50mm to 125mm Proximal Bolt Dia.- 6.0mm to 8.0mm Length - 50mm
to 130mm Interlocking Bolt Dia.- 2.5mm to 5.0mm Length - 12mm to 80mm Locking Head
Screw Dia.- 2.0mm to 7.3mm Length - 06mm to 100mm Locking Head Cancellous Screw
Dia.- 3.0mm to 7.3mm Length - 10mm to 100mm Button Button With Loop Suture Anchor
Screw Dia.- 3.0mm to 5.0mm Interfrence Screw Round Head And Fully threaded Dia.- 6.0
mm to 11mm Length - 20mm to 40mm Transfix Screw Suture Post Bolt Length - 20mm to

40mm VENUG
10. Model/Catalogue No./Name :NIL QDAL G
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. Generic Name :Bone Plate

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants

. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

. Intended Use :Bone plates are indicated for use in bone reconstruction, osteotomy,

N O 0o~ 0N

arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of

the device.

8. Material of Construction: Stainless Steel 316L

9. Dimension: Small D.C. Plate Dia.- 3.5mm Length - 4 Hole to 16 Hole Narrow D.C. Plate
Dia.- 4.5mm Length - 4 Hole to 18 Hole Broad D.C. Plate Dia.- 4.5mm Length - 4 Hole to 22
Hole Small L.C. D.C. Plate Dia.- 3.5mm Length - 4 Hole to 16 Hole Narrow L.C.D.C. Plate Di
- 4.5mm Length - 4 Hole to 18 Hole Broad L.C..D.C. Plate Dia.- 4.5mm Length - 4 Hole to 22
Hole Smalll T- Plate Dia.- 3.5mm Length - 2 Hole to 10 Hole Oblique T- Plate Dia.- 3.5mm
Length - 2 Hole to 10 Hole Left/Right Reconstruction Plate Dia.- 3.5mm,4.5mm Length - 4
Hole to 30 Hole Ellis Plate Dia.- 3.5mm Length - 2 Hole to 10 Hole Sherman Y Plate Dia.-
3.5mm Length - 2 Hole to 12 Hole Semi Tubular Plate Dia.- 4.5mm Length - 4 Hole to 16
Hole One Third Tubular Plate Dia.- 3.5mm Length - 3 Hole to 16 Hole Cloverleaf Plate Dia.-
4.5mm Length - 3 Hole to 12 Hole T-Buttress Plate Dia.- 4.5mm Length - 3 Hole to 16 Hole
L-Buttress Plate Dia.- 4.5mm Length - 3 Hole to 16 Hole, Left/Right Condylar Buttress
Plate Dia.- 4.5mm Length - 4 Hole to 16 Hole, Left/Right Lateral Tibia Plate Dia.- 4.5mm
Length - 4 Hole to 16 Hole, Left/Right D.H.S Plate Dia.- 120° to 150° DC Hole/ Round Hole
Long Barrel/ Short Barrel Length - 4 Hole to 16 Hole 95 Degree DCS Plate Dia.- 95° Length
- 4 Hole to 16 Hole Lateral Tibia Locking Plate Length - 3 Hole to 16 Hole, Left/Right
Anatomical Proximal Tibia Locking Plate Length - 3 Hole to 16 Hole, Left/Right Distal
Femour Locking Plate Length - 5 Hole to 16 Hole, Left/Right Proximal Femour Locking
Plate Length - 3 Hole to 16 Hole, Left/Right Reconstruction Locking Plate Length - 3 Hole
to 20 Hole Phillos Locking Plate Length - 3 Hole to 12 Hole Clavical Hook Locking pLate
Length - 4 Hole to 8 Hole, Left/Right Clavical Medial Locking Plate Length - 4 Hole to 8
Hole, Left/Right Superior Anterior Clavical Locking Plate Length - 4 Hole to 8 Hole,
Left/Right Oblique T- Locking Plate Length - 3 Hole to 10 Hole Left/Right Small T-

Locking plate Length - 3 Hole to 12 Hole T-Buttress Locking Plate Length - 3 Hole to 12
Hole L-Buttress Locking Plate Length - 3 Hole to 12 Hole Left/Right Small Locking Plate
Length - 4 Hole to 12 Hole Narrow Locking Plate Length - 4 Hole to 16 Hole Broad Locking
Plate Length - 4 Hole to 18 Hole Proximal HUmerus Locking Plate Length - 3 Hole to 10
Hole Distal Tibial Medial Locking Plate Length - 3 Hole to 14 Hole Left/Right Distal Medial
Locking Plate Length - 3 Hole to 14 Hole Left/Right Distal Tibia Locking Plate Length - 3
Hole to 14 Hole Left/Right Distal Humerus Dorsolateral With Support Locking Plate Length
- 3 Hole to 14 Hole Left/Right Distal Humerus Dorsolateral Without Support Locking Plate
Length - 3 Hole to 14 Hole Left/Right Distal Medial Humerus Metaphyseal Locking Plate
Length - 3 Hole to 14 Hole Left/Right Posterior Medial Proximal Tibia Locking Plate

Length - 2 Hole to 10 Hole Proximal Medial Tibia Locking Plate Length - 4 Hole to 10 Hole
Calcanel Locking Plate Length- Small,Medium,Large Pilon Locking Plate Length - 3 Hole to
10 Hole Volar Distal Radius Locking Plate Length - 3 Hole to 10 Hole Left/Right Olecranon
Locking plate Length - 3 Hole to 10 Hole Left/Right Osteotomy Locking Plate Length - 3
Hole to 10 Hole Osteotomy Locking Block Length - 12mm to 18mm Proximal Femur
Locking Plate Length - 3 Hole to 12 Hole Left/Right Lateral Proximal Tibia Locking Plate
Length - 4 Hole to 16 Hole Left/Right Lateral Distal Tibia Locking Plate Length - 4 Hole to
16 Hole Left/Right Medial Proximal Tibia Locking Plate Length - 4 Hole to 16 Hole
Left/Right Locking Distal Fibula Plate Length - 4 Hole to 10 Hole Left/Right Mini Plate

®

With Gap Dia.- 1.5mm to 2.5mm Length - 2 Hole to 8 Hole Mini Continues Plate Dig.z J.3k¢
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to 2.5mm Length - 2 Hole to 50 Hole Mini T Plate Dia.- 1.5mm to 2.5mm Length - 2 Hole to
6 Hole Mini L Plate Dia.- 1.5mm to 2.5mm Length - 2 Hole to 6 Hole Mini Y Plate Dia.- 1.5
mm to 2.5mm Length - Small,Big,Double Mini X Plate Dia.- 1.5mm to 2.5mm Length - 4
Hole Mini Z Plate Dia.- 1.5mm to 2.5mm Length - 4 Hole Mini Curved Plate Dia.- 1.5mm to
2.5mm Length - 4 Hole,6 Hole Mini Angular Plate Dia.- 1.5mm to 2.5mm Length - 4 Hole,6
Hole Mini Orbita Plate Dia.- 1.5mm to 2.5mm Length - 2 Hole to 6 Hole Mini Nose Plate Dia.
- 1.5mm to 2.5mm H Shape,Y shape Mini Chin Plate Dia.- 1.5mm to 2.5mm Chin Shape Min
H plate Dia.- 1.5mm to 2.5mm Length - 4 Hole to 10 Hole Eight Plate Small/medium/Large
Suture Disk Conical and 2 Hole
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. Generic Name :Bone Plate

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants

. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

. Intended Use :Bone plates are indicated for use in bone reconstruction, osteotomy,

N O 0o~ 0N

arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of

the device.

8. Material of Construction: Titanium

9. Dimension: Small D.C. Plate Dia.- 3.5mm Length - 4 Hole to 16 Hole Narrow D.C. Plate
Dia.- 4.5mm Length - 4 Hole to 18 Hole Broad D.C. Plate Dia.- 4.5mm Length - 4 Hole to 22
Hole Small L.C. D.C. Plate Dia.- 3.5mm Length - 4 Hole to 16 Hole Narrow L.C.D.C. Plate Di
- 4.5mm Length - 4 Hole to 18 Hole Broad L.C..D.C. Plate Dia.- 4.5mm Length - 4 Hole to 22
Hole Smalll T- Plate Dia.- 3.5mm Length - 2 Hole to 10 Hole Oblique T- Plate Dia.- 3.5mm
Length - 2 Hole to 10 Hole Left/Right Reconstruction Plate Dia.- 3.5mm,4.5mm Length - 4
Hole to 30 Hole Ellis Plate Dia.- 3.5mm Length - 2 Hole to 10 Hole Sherman Y Plate Dia.-
3.5mm Length - 2 Hole to 12 Hole Semi Tubular Plate Dia.- 4.5mm Length - 4 Hole to 16
Hole One Third Tubular Plate Dia.- 3.5mm Length - 3 Hole to 16 Hole Cloverleaf Plate Dia.-
4.5mm Length - 3 Hole to 12 Hole T-Buttress Plate Dia.- 4.5mm Length - 3 Hole to 16 Hole
L-Buttress Plate Dia.- 4.5mm Length - 3 Hole to 16 Hole, Left/Right Condylar Buttress
Plate Dia.- 4.5mm Length - 4 Hole to 16 Hole, Left/Right Lateral Tibia Plate Dia.- 4.5mm
Length - 4 Hole to 16 Hole, Left/Right D.H.S Plate Dia.- 120° to 150° DC Hole/ Round Hole
Long Barrel/ Short Barrel Length - 4 Hole to 16 Hole 95 Degree DCS Plate Dia.- 95° Length
- 4 Hole to 16 Hole Lateral Tibia Locking Plate Length - 3 Hole to 16 Hole, Left/Right
Anatomical Proximal Tibia Locking Plate Length - 3 Hole to 16 Hole, Left/Right Distal
Femour Locking Plate Length - 5 Hole to 16 Hole, Left/Right Proximal Femour Locking
Plate Length - 3 Hole to 16 Hole, Left/Right Reconstruction Locking Plate Length - 3 Hole
to 20 Hole Phillos Locking Plate Length - 3 Hole to 12 Hole Clavical Hook Locking pLate
Length - 4 Hole to 8 Hole, Left/Right Clavical Medial Locking Plate Length - 4 Hole to 8
Hole, Left/Right Superior Anterior Clavical Locking Plate Length - 4 Hole to 8 Hole,
Left/Right Oblique T- Locking Plate Length - 3 Hole to 10 Hole Left/Right Small T-

Locking plate Length - 3 Hole to 12 Hole T-Buttress Locking Plate Length - 3 Hole to 12
Hole L-Buttress Locking Plate Length - 3 Hole to 12 Hole Left/Right Small Locking Plate
Length - 4 Hole to 12 Hole Narrow Locking Plate Length - 4 Hole to 16 Hole Broad Locking
Plate Length - 4 Hole to 18 Hole Proximal HUmerus Locking Plate Length - 3 Hole to 10
Hole Distal Tibial Medial Locking Plate Length - 3 Hole to 14 Hole Left/Right Distal Medial
Locking Plate Length - 3 Hole to 14 Hole Left/Right Distal Tibia Locking Plate Length - 3
Hole to 14 Hole Left/Right Distal Humerus Dorsolateral With Support Locking Plate Length
- 3 Hole to 14 Hole Left/Right Distal Humerus Dorsolateral Without Support Locking Plate
Length - 3 Hole to 14 Hole Left/Right Distal Medial Humerus Metaphyseal Locking Plate
Length - 3 Hole to 14 Hole Left/Right Posterior Medial Proximal Tibia Locking Plate

Length - 2 Hole to 10 Hole Proximal Medial Tibia Locking Plate Length - 4 Hole to 10 Hole
Calcanel Locking Plate Length- Small,Medium,Large Pilon Locking Plate Length - 3 Hole to
10 Hole Volar Distal Radius Locking Plate Length - 3 Hole to 10 Hole Left/Right Olecranon
Locking plate Length - 3 Hole to 10 Hole Left/Right Osteotomy Locking Plate Length - 3
Hole to 10 Hole Osteotomy Locking Block Length - 12mm to 18mm Proximal Femur
Locking Plate Length - 3 Hole to 12 Hole Left/Right Lateral Proximal Tibia Locking Plate
Length - 4 Hole to 16 Hole Left/Right Lateral Distal Tibia Locking Plate Length - 4 Hole to
16 Hole Left/Right Medial Proximal Tibia Locking Plate Length - 4 Hole to 16 Hole

®

Left/Right Locking Distal Fibula Plate Length - 4 Hole to 10 Hole Left/Right Mini Plate VENUG

With Gap Dia.- 1.5mm to 2.5mm Length - 2 Hole to 8 Hole Mini Continues Plate Dia.- lobrot




to 2.5mm Length - 2 Hole to 50 Hole Mini T Plate Dia.- 1.5mm to 2.5mm Length - 2 Hole to
6 Hole Mini L Plate Dia.- 1.5mm to 2.5mm Length - 2 Hole to 6 Hole Mini Y Plate Dia.- 1.5
mm to 2.5mm Length - Small,Big,Double Mini X Plate Dia.- 1.5mm to 2.5mm Length - 4
Hole Mini Z Plate Dia.- 1.5mm to 2.5mm Length - 4 Hole Mini Curved Plate Dia.- 1.5mm to
2.5mm Length - 4 Hole,6 Hole Mini Angular Plate Dia.- 1.5mm to 2.5mm Length - 4 Hole,6
Hole Mini Orbita Plate Dia.- 1.5mm to 2.5mm Length - 2 Hole to 6 Hole Mini Nose Plate Dia.
- 1.5mm to 2.5mm H Shape,Y shape Mini Chin Plate Dia.- 1.5mm to 2.5mm Chin Shape Min
H plate Dia.- 1.5mm to 2.5mm Length - 4 Hole to 10 Hole Eight Plate Small/medium/Large
Suture Disk Conical and 2 Hole

10. Model/Catalogue No./Name :NIL

. Generic Name :Nails

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants
. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

N O 0o WODN P

. Intended Use :Nails are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of
the device.

8. Material of Construction: Stainless Steel 316L

9. Dimension: INTERLOCKING NAIL FOR TIBIA (TUBE) 8 MM = 280 TO 380 MM 9 MM =
280 TO 380 MM 10 MM =280 TO 380 MM 11 MM =280 TO 380 MM SOLID TIBIA NAIL 8
MM =280 TO 380 MM 9 MM = 280 TO 380 MM 10 MM = 280 TO 380 MM DISTAL TIBIA
NAIL - CANNULATED 8 MM =280 TO 380 MM 9 MM =280 TO 380 MM 10 MM =280 TO
380 MM 11 MM =280 TO 380 MM GUNDRILL TIBIA NAIL 8 MM =280 TO 380 MM 9 MM =
280 TO 380 MM 10 MM =280 TO 380 MM 11 MM =280 TO 380 MM S.T.NAIL - 458 MM =
280 TO 380 MM 9 MM =280 TO 380 MM 10 MM = 280 TO 380 MM INTERLOCKING NAIL
FOR FEMUR 9 MM =360 TO 440 MM 10 MM = 360 TO 440 MM 11 MM = 360 TO 440 MM
12 MM = 360 TO 440 MM SOLID FEMUR NAIL 9 MM =360 TO 440 MM 10 MM = 360 TO
440 MM 11 MM = 360 TO 440 MM 12 MM = 360 TO 440 MM RE-CON NAIL - 135 (RIGHT) 9
MM = 340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM RE-CON NAIL -
135 (LEFT) 9 MM =340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM
SUPRACONDYLER NAIL 10 MM = 150,200,250 MM 11 MM = 150,200,250 MM 12 MM =
150,200,250 MM GUNDRILL FEMUR NAIL 9 MM =360 TO 440 MM 10 MM = 360 TO 440
MM 11 MM = 360 TO 440 MM 12 MM = 360 TO 440 MM RETROGRADE FEMORAL NAIL
(SOILD) 8 MM = 280 - 380 MM 9 MM = 280 - 380 MM 10 MM = 280 - 380 MM PROXIMAL
FEMUR NAIL - SHORT-130 9 MM = 250MM 10 MM = 250MM 11 MM = 250MM 12 MM =
250MM PROXIMAL FEMUR NAIL - SHORT-135 9 MM = 250MM 10 MM = 250MM 11 MM =
250MM 12 MM = 250MM LONG P.F.NAIL - 130 - RIGHT 9 MM =340 TO 440 MM 10 MM =
340 TO 440 MM 11 MM = 340 TO 440 MM LONG P.F.NAIL - 135 - RIGHT 9 MM =340 TO
440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM LONG P.F.NAIL - 130 - LEFT $
MM =340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM LONG P.F.NAIL
-135- LEFT 9 MM = 340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM
HUMERUS NAIL 6 MM =200 TO 300 MM 7 MM = 200 TO 300 MM 8 MM = 200 TO 300 MM
9 MM =200 TO 300 MM KNEE ARTHRODESIS NAIL 9 MM = UPTO 800 MM 10 MM = UPT|O
800 MM 11 MM = UPTO 800 MM 12 MM = UPTO 800 MM ENDER'S NAIL 3.5 MM =200 T(
300 MM 4.0 MM =280 TO 380 MM 4.5 MM = 360 TO 440 MM VENUG
10. Model/Catalogue No./Name :NIL OPAL G
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. Generic Name :Nails

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants

. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

. Intended Use :Nails are indicated for use in bone reconstruction, osteotomy,

~N O Ok~ WN P

arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of

the device.

8. Material of Construction: Titanium

9. Dimension: INTERLOCKING NAIL FOR TIBIA (TUBE) 8 MM = 280 TO 380 MM 9 MM =
280 TO 380 MM 10 MM =280 TO 380 MM 11 MM = 280 TO 380 MM SOLID TIBIA NAIL 8
MM =280 TO 380 MM 9 MM = 280 TO 380 MM 10 MM = 280 TO 380 MM DISTAL TIBIA
NAIL - CANNULATED 8 MM =280 TO 380 MM 9 MM =280 TO 380 MM 10 MM =280 TO
380 MM 11 MM =280 TO 380 MM GUNDRILL TIBIA NAIL 8 MM =280 TO 380 MM 9 MM =
280 TO 380 MM 10 MM =280 TO 380 MM 11 MM =280 TO 380 MM S.T.NAIL - 45 8 MM =
280 TO 380 MM 9 MM = 280 TO 380 MM 10 MM = 280 TO 380 MM INTERLOCKING NAIL
FOR FEMUR 9 MM = 360 TO 440 MM 10 MM = 360 TO 440 MM 11 MM = 360 TO 440 MM
12 MM = 360 TO 440 MM SOLID FEMUR NAIL 9 MM =360 TO 440 MM 10 MM = 360 TO
440 MM 11 MM = 360 TO 440 MM 12 MM = 360 TO 440 MM RE-CON NAIL - 135 (RIGHT)
MM = 340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM RE-CON NAIL -
135 (LEFT) 9 MM =340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM
SUPRACONDYLER NAIL 10 MM = 150,200,250 MM 11 MM = 150,200,250 MM 12 MM =
150,200,250 MM GUNDRILL FEMUR NAIL 9 MM =360 TO 440 MM 10 MM = 360 TO 440
MM 11 MM =360 TO 440 MM 12 MM = 360 TO 440 MM RETROGRADE FEMORAL NAIL
(SOILD) 8 MM = 280 - 380 MM 9 MM = 280 - 380 MM 10 MM = 280 - 380 MM PROXIMAL
FEMUR NAIL - SHORT-130 9 MM = 250MM 10 MM = 250MM 11 MM = 250MM 12 MM =
250MM PROXIMAL FEMUR NAIL - SHORT-135 9 MM = 250MM 10 MM = 250MM 11 MM =
250MM 12 MM = 250MM LONG P.F.NAIL - 130 - RIGHT 9 MM = 340 TO 440 MM 10 MM =
340 TO 440 MM 11 MM = 340 TO 440 MM LONG P.F.NAIL - 135 - RIGHT 9 MM =340 TO
440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM LONG P.F.NAIL - 130 - LEFT
MM = 340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM LONG P.F.NAIL
-135-LEFT 9 MM =340 TO 440 MM 10 MM = 340 TO 440 MM 11 MM = 340 TO 440 MM
HUMERUS NAIL 6 MM =200 TO 300 MM 7 MM =200 TO 300 MM 8 MM = 200 TO 300 MM
9 MM =200 TO 300 MM KNEE ARTHRODESIS NAIL 9 MM = UPTO 800 MM 10 MM = UPT]
800 MM 11 MM = UPTO 800 MM 12 MM = UPTO 800 MM ENDER'S NAIL 3.5 MM =200 Td
300 MM 4.0 MM =280 TO 380 MM 4.5 MM = 360 TO 440 MM

O
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. Generic Name :Spinal Implants

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants
. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

N o 0o WODN P

. Intended Use :Spinal implants are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of
the device.

8. Material of Construction: Stainless Steel 316L

9. Dimension: Reduction Screw Dia. - 4.0mm to 7.0mm Length - 25mm to 60mm Poly
Axial Screw Dia. - 4.0mm to 7.0mm Length - 25mm to 60mm Mono Axial Screw Dia. - 4.0
mm to 7.0mm Length - 25mm to 60mm Hook Epra Hook,Supra Hook,Pedicle Hook Twin
Connector Connecting Rod Dia.- 3.0mm to 5.5mm Length 50mm to 500mm Cervical Z
locking Plate Cervical Cage Length - 12mm to 18mm Expandable Cage Eco Cage Dia.-
10mm to 24mm Size 20mm to 100mm

10. Model/Catalogue No./Name :NIL

. Generic Name :Spinal Implants

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants

. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

. Intended Use :Spinal implants are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of

~N O 0o~ 0N

the device.

8. Material of Construction: Titanium

9. Dimension: Reduction Screw Dia. - 4.0mm to 7.0mm Length - 25mm to 60mm Poly
Axial Screw Dia. - 4.0mm to 7.0mm Length - 25mm to 60mm Mono Axial Screw Dia. - 4.0
mm to 7.0mm Length - 25mm to 60mm Hook Epra Hook,Supra Hook,Pedicle Hook Twin
Connector Connecting Rod Dia.- 3.0mm to 5.5mm Length 50mm to 500mm Cervical Z
locking Plate Cervical Cage Length - 12mm to 18mm Expandable Cage Eco Cage Dia.-
10mm to 24mm Size 20mm to 100mm

10. Model/Catalogue No./Name :NIL

. Generic Name :Wire and Pins

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants

. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

. Intended Use :Wire and pins are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of

~N O 0o~ 0N

the device.

8. Material of Construction: Stainless Steel 316L

9. Dimension: Krishner Wire Dia.- 1.0mm to 3.5mm Length - 50mm to 400mm
Specification - Threaded Tip/ Trocar Tip Stienman Pin Dia.- 3.0mm to 6.0mm Length -
100mm to 300mm Schanz Screw Dia.- 2.0mm to 6.0mm Length - 50mm to 400mm
Denham Pin Dia.- 3.0mm to 6.0mm Length - 100mm to 300mm
10. Model/Catalogue No./Name :NIL
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. Generic Name :Wire and Pins

. Brand Name :Not Applicable

. Notified Category :Orthopaedic Implants

. Class of Medical Device :Class C

. Shelf life :not applicable

. Sterile/Non-Sterile:Non-Sterilized

. Intended Use :Wire and pins are indicated for use in bone reconstruction, osteotomy,
arthrodesis, joint fusion, fracture repair, and fracture fixation, appropriate for the size of

N O 0o~ 0N

the device.

8. Material of Construction: Titanium

9. Dimension: Krishner Wire Dia.- 1.0mm to 3.5mm Length - 50mm to 400mm
Specification - Threaded Tip/ Trocar Tip Stienman Pin Dia.- 3.0mm to 6.0mm Length -
100mm to 300mm Schanz Screw Dia.- 2.0mm to 6.0mm Length - 50mm to 400mm
Denham Pin Dia.- 3.0mm to 6.0mm Length - 100mm to 300mm

10. Model/Catalogue No./Name :NIL
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