ERVIC
e ES. %,

o —/C mA U_S_ FOOD & DRUG U.S. Food & Drug Administration

10903 New Hampshire Avenue
ADMINISTRATION Silver Spring, MD 20993

"’e‘t'lh CENTER FOR DEVICES AND RADIOLOGICAL HEALTH .fda.gov
Vaza

< MEALTH
of 4y,

N\

Certificate No. CFG-NE957-2-2026-1

CERTIFICATE TO FOREIGN GOVERNMENT
FOR DEVICE NOT EXPORTED FROM THE UNITED STATES

The U.S. Food and Drug Administration (FDA) certifies the following information concerning the device(s)
listed below to be shipped from null into foreign countries.

Name of Device(s) Name of Manufacturer, Address
See Attached List See Attached List
(Two Pages) (One Page)

The device(s) described above (and the manufacturing site(s) which produces it) is subject to the jurisdiction
of the FDA under the Federal Food, Drug, and Cosmetic Act (FD&C Act).

It is certified that the above device(s) may be marketed in the United States of America at this time. The
manufacturing establishment(s) in which the device(s) is produced is subject to periodic inspections.

Sincerely,

oz itrzos

CDR Cesar A. Perez, PhD, Director

DRP2: Division of Establishment Support
Office of Regulatory Programs

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

This certificate is valid from March 23, 2026 to March 22, 2028.

To verify the authenticity of the information on this certificate, you may scan the QR code or visit
www.access.fda.gov/fecv/CDRH.
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Certificate No. CFG-NE957-2-2026-1

Certificate to Foreigh Government for Device not Exported from the United States - Name of Manufacturer
Attachment Page 1 of 1

Name of Owner Operator

KAUL MEDIZINTECHNIK GMBH

Konigsberger Street 40

Dierdorf, Rhineland-Palatinate

GERMANY 56269

Name of Manufacturer

KAUL MEDIZINTECHNIK GMBH
Konigsberger Street 40

Dierdorf, Rhineland-Palatinate
GERMANY 56269

----END OF MANUFACTURER LIST----
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Certificate No. CFG-NE957-2-2026-1

Certificate to Foreign Government for Device not Exported from the United States - Name of Device(s)
Attachment Page 1 of 2

Name of Owner Operator

KAUL MEDIZINTECHNIK GMBH

Konigsberger Street 40

Dierdorf, Rhineland-Palatinate

GERMANY 56269

Name of Manufacturer
KAUL MEDIZINTECHNIK GMBH
Konigsberger Street 40

Dierdorf, Rhineland-Palatinate
GERMANY 56269

Name of Device(s)

Orthopedic Surgical Instruments, Kaulmed Power Tools- KPT

PTI001, KPT Sagittal Saw Chuck

PTI002C1441, KPT Sagittal Saw Blade, Coarse, 14x41mm

PTI002F95255, KPT Sagittal Saw Blade, Fine, 9.5x25.5mm

PTI002C95255, KPT Sagittal Saw Blade, Coarse, 9.5x25.5mm
PTI0O02F10185, KPT Sagittal Saw Blade, Fine, 10x18.5mm

PTI003, KPT Oscillating Saw Blade, 90 x 24.8 x 19.5mm with 1.2mm thickness
PTI004, KPT Oscillating Saw Blade, 90 x 24.8 x 25mm with 1.2mm thickness
PTI005, KPT Oscillating Saw Blade, 70 x 24.8 x 12.5mm with 1.2mm thickness
PTI006, KPT Charger

PTI007, KPT Charger Conversion

PTI008, KPT Battery

PT11004, KPT Battery Case

PTI009, KPT Multiple Charger

PTI010, KPT 4.0mm Drill Chuck Key

PTI011, KPT 10.0mm Drill Chuck Key

PTI012, KPT 4.0mm Drill Chuck - 1:1 Multipurpose Attachment

PTI013, KPT 4.0mm Self-Locking Drill Chuck - 1:1 Multipurpose Attachment
PTI014, KPT 8.0mm Self-Locking Drill Chuck - 1:1 Multipurpose Attachment
PTI015, KPT AO/Trinkle - 1:1 Quick Connect Drill Attachment

PTI016, KPT Large AO - 1:1 Quick Connect Drill Attachment

PTI017, KPT 1:1 Quick Connect Drill Attachment

PTI018, KPT High Torque Chuck (Max Dia. 8.0mm) - 3:1 Reamer Attachment
PTI019, KPT 3:1 Reamer Attachment

PTI020, KPT Large AO Reamer - 3:1 Reamer Attachment

PTI021, KPT Trinkle Reamer - 3:1 Reamer Attachment

PTI022, KPT High Torque Chuck (Max Dia. 10.0mm) - 5:1 Reamer Attachment
PTI024, KPT 5:1 Reamer Attachment

PT1IT, Power Tool Set for Trauma Surgery

PT11001, KPT Power Drill for Trauma Hand Piece (without battery)

PT11002, KPT Kirschner Drill Attachments (1.8 - 4.0mm)

PT11003, KPT Kirschner Drill Attachments (0.7 - 1.6mm)

PT11004, KPT Battery Case

PT11006, KPT 8.0mm Drill Chuck Key

PT11007, KPT 8.0mm Drill Chuck - 1:1 Multipurpose Attachment

PT11008, KPT Mini AO - 1:1 Quick Connect Drill Attachment

PT11009, KPT Small AO - 1:1 Quick Connect Drill Attachment

PT11010, KPT DHS Reamer - 3:1 Reamer Attachment

PT11011, KPT Large AO Reamer - 5:1 Reamer Attachment

PT11012, KPT Tray for Power Tool Trauma Surgery

PT11013, KPT Container for Power Tool Trauma Surgery

PT11017, KPT Container with Lid For Trauma

PT11016, KPT Container with Lid (280x280x100mm)

PT21J, Power Tool Set for Joint Surgery

PT21001, KPT Oscillating Saw Drill Hand Piece (without battery)
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Certificate No. CFG-NE957-2-2026-1

Certificate to Foreign Government for Device not Exported from the United States - Name of Device(s)
Attachment Page 2 of 2

PT21002, KPT Oscillating Saw Blade, 90 x 24.8 x 19.5mm with Thickness 1mm

PT21003, KPT Oscillating Saw Blade, 90 x 24.8 x 25mm with Thickness 1mm

PT21004, KPT Oscillating Saw Blade, 70 x 24.8 x 12.5mm with Thickness 1mm

PT11004, KPT Battery Case

PT21007, KPT Tray for Power Tool Joint Surgery

PT21008, KPT Container for Power Tool Joint Surgery

PT21010, KPT Container with Lid For Saw

PT11016, KPT Container with Lid (280x280x100mm)

PTIT, Power Tool For Trauma - Surgery

PT11001, KPT Power Drill for Trauma Hand Piece (without battery)

PTI006, KPT Charger

PTI007, KPT Charger Conversion

PTI008, KPT Battery

PT11004, KPT Battery Case

PT11007, KPT 8.0mm Drill Chuck - 1:1 Multipurpose Attachment

PT11006, KPT 8.0mm Drill Chuck Key
PT11017, KPT Container with Lid For Trauma
END OF DEVICE LIST
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