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ADMINISTRATIOM

" 2 =¥\ U.S. FOOD & DRUG

November 26, 2021
REMED Co., Ltd
Kyungyoon Kang
CEO
K-Biotech
201 South 4th Street, Suite 727
San Jose, Califorma 95112

Re: K202537
Trade/Device Name: ALTMS Magnetic Stumulation Therapy System
Regulation Number: 21 CFR 882 5805
Regulation Name: Repefitive transcranial magnetic stimulation system
Regulatory Class: Class IT
Product Code: OBP
Dated: October 20, 2021
Received: October 28, 2021

Dear Kyungyoon Kang:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determuned the device 1s 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/scrnipts/cdrh/cfdoes/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 lhiability warranties. We
remind you, however, that device labeling must be truthful and not misleading.
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510(k) Premarket Notification

FDA Home Medical Devices

o
D eS ' 9 n I ea I | I r‘es (I’; " 510(k) | DeNovo | Reqistration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
. E.I. |":'-|

ﬁ 5 i CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search Hack To Search Besulis

Internal Splint to Resist 2znding
” Device Classification Name FEod Fixation, Intramedullary And Accessories

910(K) Number K150769
Device Name Cardinal Health Trochanteric IM Nail System
. Applicant ':ZIZ:-::i__rlu:I:_i_irta_I HE:FIt.I_"_!. .
COmPGr‘ ed to a plaTe, a nail 1500 WAUKEGAN RD.
location is closer to the

anatomic axis of the bone.

Applicant Contact Tatyana Bogdan
Correspondent Cardinal Health
720 S. Colorado Blvd, Suite 5505
Denver, CO 80246
Correspondent Contact Kyungyoon Kang
Regulation Number 888.3020
Classification Product Code HSE
Date Received 03/24/2015
Decision Date 12/14/2015
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty Orthopedic
910k Review Panel Orthopedic
Summary Summary
Type Traditional
Reviewed By Third Party No
Combination Product No

The shorter moment arm
results in reduced bending
loads seen by the implant.

Cardinal Health FDA 2015,
124 ’E‘,"QQII'.I' IM Nail 510k =9I
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(HIFU: High Intensity Focused Ultrasound) .

KORUST Co., Lid.
H |%I x |E7 | Trade/Device Name: Rhinos
Contact Name: Seonghyeon Kim

2022 FDA tiAL Llsiss - e P | .
This document 15 bemng communicated via e-mail as an attachment. The date on which FDA sent this e-mail
15 the official date of this correspondence.

ADMIMIZTRATION

Jﬁ 71 U.S. FOOD & DRUG

We have reviewed vour submission K212546 and have determned that additional information 15 requared.
Your file 15 bemng placed on hold pending a complete response to the attached deficiencies.

Ot= 20Khz O|&te] =45 718l mhE2 2|0|sh= AL
el=Zotol| ‘2=l 0185l AT o= FotoMe] £SMel 28 Please subnut vour response, referencing the submission number k212546 to:
ASI7IRIN LIS S218t0] Zizte] H7|2 SRBIRA, SHATElE Azt
U.5. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center - WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

- 7| 28T TETHE DZHE El4 & ST AFR DS Tt gl
A 71 29
- 4/TMHZ DT 7| 4 R 71 29

Please refer to the eCopy guidance at hitps:/www _fda govimedia/83522/download for current information on
eCopy requirements.

- Concave 27 M2t Impedance matching B& 7|= E6 2R

Your response 15 due within 180 days from the date of this request, which is the hold date plus 180days.If a
complete response 15 not recerved in CDRH's Document Control Center by this date, we will consider this
submission to be withdrawn, and we will delete it from our review system

. You may not market this device until you have recerved a letter from FDA allowing you to do so. If you
- market the device without FDA clearance, youwtll be m violation of the Federal Food, Drug. and Cosmetic
¥, -

‘o Act.
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ADMINISTRATION

November 26, 2021
REMED Co., Ltd
Kyungyoon Kang
CEO
K-Biotech
201 South 4th Street, Suite 727
San Jose, Califorma 95112

Re: K202537
Trade/Device Name: ALTMS Magnetic Stumulation Therapy System
Regulation Number: 21 CFR 882.5805
Repulation Name: Repefitive transcranial magnetic shmulation system
Regulatory Class: Class IT
Product Code: OBP
Dated: October 20, 2021
Received: October 28, 2021

Dear Kyungyoon Kang:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determuined the device 1s substantially equuvalent (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 1n 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/scnipts/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 hability warranties. We
remind you, however, that device labeling must be truthful and not misleading.
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20214 58 FDA 510k 32135

510(k) Premarket Notification

FDA Home Medical Devices Databases

510(k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

New Search HBack To Search Besulis

Device Classification Name Stimulator Muscle, Powered
910(K) Number K202031
Device Name Talent-Pro Electromagnetic Stimulator

Applicant Remed Cn Ltd
#301-#3C ”IgLIIITFEhFID World II, 187, Techno 2-Ro
Yuseong-Gu

Daejeon, KR 34025

Applicant Contact Yoonsoo Nam

Correspondent K-Biotech
201 South 4th Street, Suite 727
San Jose, CA 95112

Correspondent Contact Kyungyoon Kang

Regulation Number 890.5850

Classification Product Code |PF

Date Received 07/22/2020

Decision Date 05/06/2021

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty Physical Medicine

910k Review Panel Physical Medicine

Type Traditional

Reviewed By Third Party No

Combination Product No
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510(k) Premarket Notification

FDA Home Medical Devices Data

: ; - 510{k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | C fication | Standards
0\ 5 ﬁ — ‘i" CFR Title 21 | Radiation-Emitting Producis | X-Ray Assembler | Medsun Reports | CLIA | TPLC

Mew Search Back To Search Resulis

Device Classification Name Handpiece Belt And/Or Gear Driven _Dental
510(K) Number K192809
Device Name Dental Handpiece
Applicant Micro-NX Co., Ltd.
22 Maeyeo-Ro 1 Gil, Dong Gu
Daegu, KR 41059

Applicant Contact Sojeong Park
Correspondent K-Bio Solutions
589 Dakwood Drive
Santa Clara, CA 95054

g Correspondent Contact Kyungyoon Kang
Regulation Number 872.4200
Classification Product Code EFA
Date Received 10/01/2019
Decision Date 08/25/2020
’ Decision Substantially Equivalent (SESE)
! I Regulation Medical Specialty Dental

510k Review Panel Dental
Summary Summary.
Type Traditional
Reviewed By Third Party No
Combination Product No

2020.102 FDA Dental Handpick 510k &9l
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510(k) Premarket Notification

FDA Home Medical Devices Databases
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510(k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards
w5y
i CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

MNew Search Back To Search Results

Device Classification Name Stimulator_Muscle, Powered
510(K) Number K202031
Device Name Talent-Pro Electromagnetic Stimulator

Applicant Remed Co., Ltd

#301-#303 Migun Techno World Il, 187, Techno 2-Ro
Yuseong-Gu

Daejeon, KR 34025

Yoonsoo Nam

K-Biotech

201 South 4th Street, Suite 727

San Jose, CA 95112

Correspondent Contact Kyungyoon Kang
Regulation Number 890.5850
Classification Product Code [FFE

Date Received 0772212020
Decision Date 05/06/2021
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty Physical Medicine
510k Review Panel Physical Medicine
Type Traditional
Reviewed By Third Party MNo

Combination Product MNo

Applicant Contact
Correspondent

2021.52! FDA TMS ?2|?| 510k =9I

(=)2|H= Talent-Pro H|F, (=)010|32

510(k) Premarket Notification

FDA Home Medical Devices Databa:
510(k) | DeMovo | Registration & Listing | Adwverse Events | Recalls | PMA | HDE | Classification | Standards
CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC

Mew Search Back To Search Resulis

Device Classification Name Handpiece Belt And/Or Gear Driven _Dental
510(K) Number K192809

Device Name Dental Handpiece

Applicant Micro-NX Co., Ltd.

22 Maeyeo-Ro 1 Gil, Dong Gu

Daegu, KR 41059

Sojeong Park

K-Bio Solutions
5839 Oakwood Drive
Santa Clara, CA 95054

Correspondent Contact Kyungyoon Kang
Regulation Number 872.4200
Classification Product Code EFA

Date Received 10/01/2019
Decision Date 08/25/2020
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty Dental

510k Review Panel Dental
Summary Summary.

Type Traditional
Reviewed By Third Party No
Combination Product No

Applicant Contact
Correspondent

2020.102 FDA Dental Handpick 510k &9l
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510(k) Premarket Notification

FDA Home Medical Devices

e

0
L

(™) RiH

New Search

Databases

510{(k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards

CFR Title 21 | Radiation-Emitting Products |

Device Classification Name
510(K) Number

Device Name

Applicant

Applicant Contact
Correspondent

Correspondent Contact
Regulation Number

X-Ray

ssembler | Medsun Reports | CLIA | TPLC

Back To Search Results

Hemostatic Metal Clip For The Gi Tract
K200217

ClearEndoclip

Finemedix Co., Ltd.

60, Maeyeo-Ro, Dong-Gu
Daegu, KR 41065

H S Lee

k-Bio Solutions

589 Oakwood Drive
Santa Clara, CA 95054
Kyungyoon Kang
8764400

Classification Product Code

Subsequent Product Codes
Date Received

Decision Date

Decision

Regulation Medical Specialty
510k Review Panel

Summary

Type

Reviewed By Third Party
Combination Product

FDA 2020,

10/05/2020

Substantially Equivalent (SESE)
Gastroenterology/Urology
Gastroenterology/Urology
Summary,

Traditional

Mo

Mo

10

LiAIBE=E 510k 52

510(k) Premarket Notification

FDA Home

Med

ical Devices

Mew Search

Datab

510{k) | DeMovo | Registration & Listing | Adverse Events |
X-Ray

CFR Title 21 | Radiation-Emitting Products |

Device Classification Name
510(K) Number

Device Name

Applicant

Applicant Contact
Correspondent

Correspondent Contact
Regulation Number
Classification Product Code
Subsequent Product Codes
Date Received

Decision Date

Decision

Regulation Medical Specialty
510k Review Panel
Summary

Type

Reviewed By Third Party
Combination Product

Recalls
ssembler | Medsun Reports | CLIA | TPLC

sification | Standards

Back To Search Results

Hemostatic Metal Clip For The Gi Tract
K183021

ClearEndoclip

Finemedix Co., Ltd.

60, Maeyeo-Ro, Dong-Gu
Daegu, KR 41065

Heon-Sik Lee

K-Biotech Inc.

589 Oakwood Drive
Santa Clara, CA 95054
Kyungyoon Kang

876 4400

PEL

EHN MND

11/01/2018

06/28/2019

Substantially Equivalent (SESE)
Gastroenterology/Urology
Gastroenterology/Urology
Summary

Traditional

No

No

FDA 2019, 6
LA ZE2E 510k 52



510(k) Premarket Notification

FDA Home Medical Devices Databases

=

510(k) Premarket Notification

FDA Home Medical Devices Databases

510{(k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards (:f' 510(k) | DeMovo | Registration & Listing | Adverse Events | Recalls | PMA | HDE | Classification | Standards

} }
" o CIHRE s o CIDRE i . i R - o .
A CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TPLC CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reporis | CLIA | TPLC

Mew Search Back To Search Resulis Mew Search Back To Search Results

Device Classification Name Eod, Fixation, Intramedullary And Accessories
510(K) Number K150769
Device Name Cardinal Health Trochanteric [IM Nail System

Applicant Cardinal Health
1500 WAUKEGAN RD.
Waukegan, IL 6008!
Applicant Contact Tatyana Bogdan

Correspondent Cardinal Health
720 S. Colorado Blvd, Suite 5505
Denver, CO 80246

Correspondent Contact Kyungyoon Kang
Regulation Number 8883020
Classification Product Code HSB

Date Received 03/24/2015
Decision Date 12/14/2015
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty Orthopedic

510k Review Panel Orthopedic
Summary Summary

Type Traditional
Reviewed By Third Party Mo
Combination Product No

Device Classification Name Catheter Angioplasty, Peripheral, Transluminal
510(K) Number K201333
Device Name SABER 035 PTA Dilatation Catheter

Applicant Cordis Corporation
14201 N.W. 60TH AVE.
Miami Lakes, FL 33014

Applicant Contact Kyungyoon Kang

Correspondent Cordis Corporation
14201 N.W. 60TH AVE.
Miami Lakes, FL 33014

Correspondent Contact Kyungyoon Kang

Regulation Number 870.1250

Classification Product Code LIT

Date Received 05/19/2020

Decision Date 09/11/2020

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty Cardiovascular

510k Review Panel Cardiovascular

Summary sSummary.

Type Traditional

Reviewed By Third Party No

Combination Product No

Cardinal Health FDA 2020, 9= Cardinal Health FDA 2015,
SMIE|E| 510k =9I 12% M<ie|af IM Nail 510k =9I
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Cerlificate KR01/52785

The mansgement sysiem of

SUNGWON MEDICAL CO., LTD.

199 Taeseongtabyeon-ro, Gangnae-myeon, Heungdeok-gu, Cheongju-si,
Chungcheongbuk-do, Korea

habmnmumdmhnsmetrqhermrmd

ISO 13485:2003
EN ISO 13485:2012

Farmetamnea

2 O 1 9 8 _?_'I Design and manufacture of sterile single use drainage catheter, sterile
. s

single use central venous catheterization set, sterile single use silicone
balloon infuser, sterile single use percutaneous catheter with associated
introducer system and sterile single use Diagnostic

o I o and Interventional Guidewire.
5 — | This certificate is valid from 16 August 2018 untl 31 March 2019
L o and remains valid subject to satisfactory survedllance audits.

Re certification audit due before 31 March 2018

Issue 13. Certified since 30 July 2001

MANAGEMENT
SYSTEMS

ey

SGS Unted Kingdom Ltd

Rossmore Business Park  Elesmere Port Cheshwe CHES JEN UK
144 (0)151 350-6566 F +&4 (0)151 3508600 WWA 335 om

HC SGS 13485 2002 0113

Page 1ol 1
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Foiizee  X{ok EZA[SHA

e L. O

o|=7|9| C|xtQ! 2A =

Ol= J|7| C|XR! IHELrSC| In vitro
Design verification test, bench top test,
Usability test 2| 1120 X|=_AF XH|E 2
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==A|d (histopathology), X< GLP

Safety Toxicity study (Dose related tests)
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FDA 510k
Traditional Premarke
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FDA 510k
Traditional Premarket Notification Z2A|A

Prepare 510(k) summary

-Conduct GLP

Biocompatibility testing to meet FDA requirements
-Complete substantial

Equivalence comparison

-Complete UDI

Labeling/manual

DA - 12710 2 488,

1 FDA #EAIAL:
QBN A5 HIA AE TIR 24T

RTA AAIO|Z AR AlAL H2IO 2 1809 HRt LS |2t &

| M-

FDA HIQAARY ST

—

| K| FDA issues RTA or Later issues
a0 .o o o
' Deficiency Letter with Al request
30 671E PHE 12912
FDA Q15
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CIZ0] FDA 215 2
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FDA 510k
Traditional Premarke

........

FDA E2IASHCS

3 weiEt s SHI o =

2171

FDA 510(k)
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K-Bio Solutions
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San Gregorio

Suite 111, 1820 Gateway Drive, San Mateo, California 94404
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Suite 111, 1820 Gateway Drive, San Mateo, California
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