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Certification




Certificate of
Ministry of Food and Drug Safety

QIMH S (No.) :KTL-AABA-6670

o|=7|7] M= ¥ EEz2| 7|= HMerel™ M
(Certificate of GMP)

B YA /5 71H & (Campany name of Applicant / License No.)

CALTH(Care Health)

M CHEX} (Representative)

0|=% ( Lee Dong Ho )
W YA XA (Company address of Applicant)
A7\ otUA| St wHatz 140 |, 75085, 7507-15 (RUYS, SUH I TEIATR)

7508 & 7507-1, 140, Beolmal-ro, Dongan-gu, Anyang-si, Gyeonggi-do, 14057, Republic of Korea

W M =AY (Name of Manufacturer)

M =X} (F)ZA(CALTH(Care Health))

W A=A AXX| (Address of Manufacturer)

MZEAF @ (AL A7|F HEA] ZHR64, 3215 (AEAl, Z7IGETUE), (SF) Z7|F tetA| Sobqt Hat= 140, 75085, 7507-
15(Hds, SYH I TE7R})

(Head of fice) 321, 54, Changecp-rc, Suieong-gu. Seongnam-si, Gyeonggi-do, 13449, Republic of Korea, (Manufacturing site) 7508 &
7507-1, 140, Beclmal-ro. Dongan-gu, Anyang-si, Gyeonggi-dc, 14057, Republic of Karea

B EST (Category)
MR 922 Al2F(Reagent for In-Vitro Diagnostic Device)
oIB7(7| M= ¥ SFHUT|EA Hetere AFghct.

(We hereby certify that the above manufacturer complies with Korea
Good Manufacturing Practices of Medical Devices far the product group listed above)

w2 X}(Date of |ssue) i 2019. 10. 10
Fa7(ZHDate of Expiration) : 2022. 10. 09

d X A F o oFF o
GYEONGIN REGIONAL FOOD AND DRUG ADMINISTR

o2 A7 & Al E fE
JEEE
ktl Korea Testing Labowm |"|""1'-"
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Certificate of
Free Sales

2 % o Document Number : YZU9-WSTB-I0BV-TYOP

Ministry of Food and Drug Safety

Osong Health Technology Administration Complex, 187 Osongsaengmyeong2-ro, Osong—eup, Heungdoek—gu,
Cheongju-si, Chungcheongbuk-do, Korea, 28159 Tel: +82-43-719-5375, Fax: +82-43-719-5350

i f Fr

No. of Certificate  © 20200126407
{Exporting(certifying) country : Republic of Korea

Importing(requesting) country

The Ministry of Food and Drug Safety, certifies that the following firm is authorized to
manufacture medical devices under the Medical Device Act and the following product(s) is(are)
permitted to be freely sold in overseas market only.

O Applicant (=Product-license holder)

(This certificate shall not be issued to others than the product-license holder)

— Name : CALTH Inc.

7508 & 75071, 140, Beolmal-ro, Dongan—gu, Anyang—si, Gyeonggi—do, 14057,

= Address : Republic of Korea

- Registered No :  Manufacturer IVD-4753

No. and date of

product-license, comments Classification

TVD reagents for mfectious disease marker(Diagnosis of Sexually transmitted disease, Legally designated infectious pathogens other than
“high risk pathogens’, Infectious agents with moderate infectivity), immunological method [3

IVD-20-875 / OCT. 12. 2020
Name of Product : AllCheck COVID19 Ag

3% Attached, if necessary (approved iaroduct information)
W Model(Export Name) [J Medical Device Accessaries 0 Manufacturer/Legal manufacturer
[0 Combined/Composite medical device

Issued date : OCT. 14, 2020 (Certificate No.20200126407)

Certified by 3
o

Y
239 /’Z
Director

Director for Novel Products Approval
Ministry of Food and Drug Safety

Page 1 of 2

S X1 : 4 L i3 AR
¥ This certificate is issued on the Internet, you can check whether to forge or mo
Furthermore, You can also check it by barcode exploiting document check program for scanner
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Certificate of
Free Sales

Document Number : YZU9-WSTB-IOBV-TYOP

Attachment
Product License No. :  IVD-20-875 (OCT. 12. 2020)

IVD reagents for infectious discase marker(Diagnosis of Sexually transmitted disease, Legally
Classification :  designated infectious pathogens other than ‘high risk pathogens’, Infectious agents with moderate
infectivity), immunological method

Model(Export Name)

+ CHR11

Page 2 of 2 [

et T H 5
ed on the Internet, you can check whether to forge or modi

fy in homepage(emed.mfds.go.kr).

Furthermore, You can also check it by barcode exploiting document check program for scanner
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Certificate for
In Vitro Diagnostic Medical Device

Hie= # CEPTUOMUKAT + CERTIFICAﬁO * CERTIF.ICAT

ZERTIFIKAT ® CERTIFICATE ¢

(( DAKKS

Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Praduct Service

No. Q5 107415 0001 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Murk:

Scope of Certificate:

Applied Standard(s):

CALTH Inc.

#321, 54 Changeop-ro, Sujeong-gu
Seongnam-si, Gyeonggi-do 13449
REPUBLIC OF KOREA

CALTH Inc.
#321, 54 Changeop-ro, Sujeong-gu, Seongnam-si, Gyeonggi-do
13449, REPUBLIC OF KOREA

CALTH Inc.
#7508, 140, Beolmal-ro, Dongan-gu, Anyang-si, Gyeonggi-do
14057, REPUBLIC OF KOREA

Design, Development, Production and
Distribution of in-Vitro Diagnostic Reagents
for POCT (Rapid immunochromatographic

assay)

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-06-16

Page 1 of 1

74956562

2020-06-16
2023-06-15

c@l(-\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body * Ridlerstrae 65 » 80339 Munich + Germany
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Certificate of
EU Product Notification

iy promedt

www.mt-procons.com

CONSUBFING

Certificate
of EU product notification

Herewith we confirm that

MT Promedt Consulting GmbH
AltenhofstraBBe 80

66386 St. Ingbert

Germany

has taken over the function of an European Authorized Representative according to the
requirements of Article 10 of the IVDD 98/79/EC for

CALTH Inc.

#321, 54 Changeop-ro, Sujeong-gu, Seongnam-si
Gyeonggi-do, 13449

Republic of Korea

MT Promedt Consulting GmbH has made the product notification at the relevant competent
authority according to Article 10(3).

The in vitro diagnostic medical devices of the manufacturer, covered by the notification, are listed
in Annex I of this certificate.

This certificate does not attest the conformity of the medical devices with the above mentioned
directive. The conformity is stated in the respective product-related Declarations of Conformity
signed under the sole responsibility of the manufacturer.

4 November 2020

JH

Dr. Michael Rinck
- Managing Director -

Enclosure
Annex I
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Certificate of
EU Product Notification

=iy promedt

www.mt-procons.com

CONSUBTING

CALTH Inc.

Annex I

to "Certificate of EU Product Notification"
(List of CE marked Products)

Page 1 / 1 of Annex I

Internal Product Name Registration Product EDMS Code Classification
Reference Model Number Category Description Annex
Number (Model name) (at the German (EDMS)
CA/DIMDI)
DE/CA70/40838/
Other Other
CAL-01 AllCheck COVID-19 158881 1570 9090 00 | Virology Rapid | Other VD /
IgG/IgM T Annex III
ests
Other Other
LabGun™ COVID- : ) Other IVD /
CAL-01-01 19 1gG/IgM 158881 15 70 90 90 00 Virology Rapid Annex 111
Tests
Other Other
CAL-01-02 | FZSpeed COVID- 158881 1570909000 | Virology Rapid | Other IVD/
19 IgG/IgM Annex II1
Tests
Other Other
DNALINK FIND - ) Other IVD /
CAL-01-03 COVID19 158881 15 70 90 90 00 Virology Rapid Annex III
Tests
Other Other
CAL-01-04 | AllCheck COVIDI9 158881 157090 90 00 | Virology Rapid | Other VD /
g Annex III
Tests
¥ Other Other
0. AccuFind A g Other IVD /
CAL-01-25 COVID19™ Ag 158881 15 70 90 90 00 Vlrol_cr_g;/tlslapld Annex IIT
B DxReal COVID-19 Other Virology - Other IVD /
CAL-02 Detection Kit 156423 L2194 070 00 NA Reagents Annex III
_ AllCheck Influenza Influenza & Other IVD /
CAL-03 A+B L5 10 04:00. Para Influenza Annex III

4 November 2020

)

Dr. Michael Rinck
- Managing Director -
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Certificate
Medical Technology Promedt
Consulting GmbH

A

i
TUVRheinland

Certificate

The Certification Body of
TUV Rheinband LGA Products GmbH

Faraby miﬁa_u el Eh angamization

Medical Technology Promedt
Consultin mbH
Altenhofstr. B0
66386 5t. Ingbert
Deutschland

hes ealabished and apglies a qualily management sysiem Tor medical devices
for the fedowing scape

Provislon of services in the fisld of Regulatory Affairs
and European authoriged represantative services

Prood ke besn fumished that the nequinements specified in

EN 1SO 13485:2016

are fuilfiled. The qualiy managesnan] sysiam ik subBc 1o yaaly sunsaillance

Efocine Cate 20189-01-22
Carificats Regiairalian Mo EX 560135257 0001
A aide was perffiormed. Regort Mo 212314880 003

This Cersficale & vald untl 222-07-21
Canficaion Body
) e L
AR
(( DAKKS . 3:‘\, :
Deuincha = Pl gl
Bhbrd SR T TR Ly .Tu"'-'-.- . I| |

O-2- 140650 12

Date 3078-04-21

S L
Diigl-Ing ’Eflzﬁ_,.f-ﬂ'ﬂmunn

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 30431 Ndmberg

Tad =&l 370 - 171 Pax od@ 129 BDS-2500 ol coe- ey ieded B’ 00T T P im NNy
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Certificate
EC Declaration of Conformity

o

CALTH

EC Declaration of Conformity

Manufacturer CALTH Inc.
#321, 54 Changeop-ro, Sujeong-gu, Seongnam-si, Gyeonggi-do,
13449, Republic of Karea

Manufacturing site CALTH Inc
#7508, 140, Beolmal-ro, Dongan-gu, Anyang-si, Gyeonggi-do,
14057, Republic of Karea

EC Representative MT Promedt Consulting GmbH
Altenhofstrasse 80, 66386 St. Ingbert, Germany

Product Names (Model Names) AllCheck COVID19 Ag(CHR11)

Classification Other Device of IVDD 98/79/EC

(no Annex ll, List A+B product, no self-testing product)
Conformity Assessment Route IVDD 98/79/EC Annex Il
EDMA Code 157090 90 00

We herewith declare that the above-mentioned products meet the provisions of the council
Directive 98/79/EC for In Vitro Diagnostic Medical Devices. All supporting documentation is
retained under the premises of the manufacture. And Manufacturer is exclusively responsible
for the declaration of conformity.

Harmonized Standards

EN 1S013485:2016, EN 13612:2002, EN ISO 23640:2015, EN ISO 14971:2012, EN ISO
17511:2003, EN I1SO 18113-1:2011, EN ISO 18113-2:2011, EN 13975:2003, EN 13641:2002, EN
1ISO 15223-1:2016, EN 62366:2008

Start date of CE marking Sep 29, 2020

Signature:

[
Dong Ho Lee / CEO

CH-F-732-03(Rev.0) Declaration of Conformity No. CH-DOC-COV03
Issued Date: Sep 29, 2020(R0)
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Material Safety Data Sheet

(. Material Safety Data Sheet (MSDS)

CALTH

1. General Information.

Trade Name: AllCheck COVID19 Ag

Chemical Family: In vitro diagnostic Test kit (Rapid tests)
Formula: N/A

Manufacturer: CALTH Inc.

Manufacturer's address: #7508, 140, Beolmal-ro, Dongan-gu, Anyang-si,

Gyeinggi-do, Republic of Korea

Phone number: +82-31-360-0328
Fax number: +82-70-8228-0328
E.mail: info@thecalth.com

2. Composition, Information on Active Ingredients

Ingredient CAS No. Involve

Control region : Goat anti-Mouse 1gG - -

Test region : COVID-19 recombinant Nucleocapsid protein antibody - -

Sodium Tetraborate 1303-96-4 0.1M
Sodium Azide 26628-22-8 0.1%
Triton X-100 9002-93-1 1%

3. Hazard Information

Hazard description:
The test strip contained in the device is not classified as dangerous.
Information concerning particular hazards for human and environment:
Under the recommended conditions of use, there is no risk of exposure to any of the

materials contained in the device.
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Calth | AliICheck Covid-19 Ag

One Step Rapid Test

Kontakt / Contact

meryll GmbH

Vera Lackhoff

++ 49 (0) 38847. 627517
v.lackhoff@meryll.com

M20 Germany GmbH

Haki Chung

++ 49 (0) 1523. 7315877
hakichung@m?20-germany.de

Vertrieb / Distribution

meryll GmbH

Grol3e WallstraBe 19
19258 Boizenburg / Elbe
Germany

M20 Germany GmbH

Am Kronberger Hang 2

65824 Schwalbach am Taunus
Germany
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