
AR | Submerged Implant System 

IR | Tissue Level Implant System 

BR | External Hex Implant System 

MR | One Body Implant System 

SANTA

SANTA Spacial Sohn’s Augmentation New Tenting Abutment

• Tenting Abutment optimized for simple 3D ridge augmentation

• Shortened healing period for edentulous patients

• Shortened treatment period and increased implant success rate

• Shorten the number of surgical rounds and prevent complications after surgery

• No need to harvest bone fragments from other sites

SANTA Clinical Case
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SANTA FEATURES
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SANDBLASTED, LARGE-GRIT, ACID-ETCHED

The SLA surface is produced by a large grit sand-blasting. The surface is not

microporous and therefore provides no enclosed volumes to reduce vulnerability 

to bacteria. This method analyses the first few atomic layers of the surface, and 

thus the chemical composition of the material which is in direct contact and 

interacts with tissue fluids and cells.

S.L.A (RA 2.2 ㎛)

X 500 X 5000

SURFACE FEATURE
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AR FIXTURE   IR FIXTURE FEATURES BR FIXTURE              MR FIXTURE FEATURES CERTIFICATES

IR Fixture 

AR Fixture BR Fixture 

MR Fixture Tissue Level Implant System

Sumerged Implant System

One Body Implant System

External Hex Implant System

•  1.5° Taper Body

• Recommended insertion torque: 30 Ncm or less

• Easy and convenient Single Pitch Macro Thread

• Recommended insertion torque: 30 Ncm or less

•  11° Morse taper hex connection structure of internal submerged type

•  Connection - Narrow / Regular

•  Realization of ideal SLA surface treatment with RA value of 2.2μm 

•  Corkscrew thread & Helix Cutting edge

• 8° Morse taper octa connection structure of internal non-submerged type

• Realization of ideal SLA surface treatment with RA value of 2.2μm 

• Connection - Narrow / Regular / Wide

• Corkscrew Thread & cutting edge

• Straight Body & Apical

• Recommended insertion torque: 30 Ncm or less

• One-body implant suitable for narrow spaces such as lower anterior teeth

• Thread Type - Single / Micro

• Denture Type - Single Thread

• Realization of ideal SLA surface treatment with RA value of 2.2μm 

• Optimized abutment shape and size for prosthesis without removal 

• Recommended insertion torque: 30 Ncm or less

• External hex connection structure of Submerged type

• Connection - Narrow / Regular / Wide / T-type Wide 

• Realization of ideal SLA surface treatment with RA value of 2.2μm 

• Corkscrew Thread & Cutting Edge
- Easy to modify the insertion path due to strong self-tapping effect 

- Soft bone increases initial fixation force

- Design optimized for SLA surface treatment

- synchronized thread for stronger initial fixation force

 - Able to obtain initial fixation force required for immediate loading from soft bone

 - Application of Open Thread on the upper part improves the initial fixation force in the soft bone

- Easy to modify implantation path due to strong self-tapping effect

- Soft bone Increases initial fixation force and enables acquisition of insertion torque      

  without deviation depending on drill diameter

- Easy to adjust insertion depth 

- Soft bone increases initial fixation force

- Easy to modify insertion path due to strong self-tapping effect 

- Soft bone increases initial fixation force
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KFDA

CE Certificate

ISO 13485 FDA 510(K) AR

FDA 510(K) IR RUSSIA Certificate

JAPAN Certificate FDA 510(K) BR

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov 
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Biotem Co., Ltd. ℅  Joyce
Bang-Kwun Consultant
Provision Consulting Group
Inc. 3350 Shelby St. Suite 200
Ontario, California 91764 

Re: K190641 
Trade/Device Name: AR_N SLA Type Implant System
Regulation Number: 21 CFR 872.3640
Regulation Name: Endosseous Dental Implant
Regulatory Class: Class II
Product Code: DZE
Dated: January 21, 2020
Received: January 27, 2020 

February 21, 2020

Dear Joyce Bang-Kwun: 

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to legally marketed predicate devices marketed in interstate commerce
prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have
been reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act)
that do not require approval of a premarket approval application (PMA). You may, therefore, market
the device, subject to the general controls provisions of the Act. Although this letter refers to your
product as a device, please be aware that some cleared products may instead be combination
products. The 510(k) Premarket Notification Database located at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination product
submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties.
We remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may
be subject to additional controls. Existing major regulations affecting your device can be found in the
Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further
announcements concerning your device in the Federal Register. 

U.S. Food & Drug Administration
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