DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Incorporated
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43, Geodudanji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 24398
REPUBLIC OF KOREA

European Representative: OBELIS S.A
Bd. Général Wahis 53,
1030 Brussels,

Belgium

Product: ichroma™ CRP
Cat. No. : i-CHROMA CRP-25

Classification: Others (Neither listed in the annex Il of the VDD, Non-self-

testing device)
Conformity Assessment Route: Self-Declaration Route According to the Annex Ill of the IVDD
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

manufacturer and the manufacturer is exclusively responsible for the declaration of conformity.

3Ji} 10} Joadsay

Standards applied: EN ISO 15223-1:2016, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN ISO 14971:2012,
EN 13975:2003, EN ISO 17511:2003, EN 1SO 18113-1:2011,
EN ISO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, July 26, 2019

Signature: % .

Dr. Euizul Choi / CEO

ADOTONHDIL @ Ol8

y

Boditech Med Inc. www.boditech.co.kr
43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Republic of Korea RA-DOC-II-06 (Rey 05)
BICIEH =(F) 2 28A| S HEEX| 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373




ATITIKTIES DEKLARACIJA

Gamintojas: Boditech Med Incorporated
43, Geodudanj 1, Dongnae-myeon
Chuncheon-si, Gang-won-do, 24398
REPUBLIC OF KOREA

Europos atstovas: OBELIS S.A.
Bd.General Wahis 53,
1030 Briuselis
Belgija

Produktas: i-CHROMA CRP
Kat.Nr.: I-Chroma CRP-25

Klasifikacija: KITI ( nejtrauktas j IVDD II priedg, nesavavaldis tyrimo
jrenginys).

Atitikties vertinimo budas: SAVAIMIS DEKLARACIJOS BUDAS, REMIANTIS

BUDAS: IVVD Ill PRIEDU.

Siuo dokumentu mes skelbiame, kad auk$¢iau minéti produktai atitinka Tarybos direktyvos, in
vitro diagnostiniy medicininiy produkty direktyvos 98/79/EB, salygas. Visi lydintys dokumentai
laikomi gamintojo patalpose.

Taikomi standartai: ISO 15223-1:2016, EN 1SO 13485:2012, EN13612:2002,
EN ISO 23640:2015,EN 13641:2002, EN 1ISO
14971:2012, EN ISO 17511:2003, EN ISO 18113-
1:2011, EN 1SO 18113-2:2011

[sdavimo vieta ir data: Chuncheon, Koréja, 2019 mety liepos mén. 26d.

Parasas: /paraSas/
Dr. Eui Yul Choi/generalinis direktoius

Boditech Med Inc. www.boditech.cokr

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 200-883, Korea
HIC|S| (3 LHE S0A S0 HECE] 12 43 Tel +82-33-243-1400 Fax #82-33-241-8373



DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Incorporated

43, Geodudanji 1-gil, Dongnae-myeon,
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Chuncheon-si, Gang-won-do, 24398
REPUBLIC OF KOREA

European Representative: OBELIS S.A
Bd. Général Wahis 53,
1030 Brussels,

Belgium

Product: Boditech CRP Control
Cat. No. : CFPO-100

Classification: Others (Neither listed in the annex Il of the IVDD, Non-self-testing
device)
Conformity Assessment Route: Self-Declaration Route According to the Annex Ill of the IVDD

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

manufacturer and the manufacturer is exclusively responsible for the declaration of conformity.

3| 1o} Joadsay

Standards applied: EN ISO 15223-1:2016, EN I1SO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN 1SO 14971:2012,
EN 1SO 17511:2003, EN SO 18113-1:2011, EN 1SO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, July 17, 2019
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Dr. Eui Yul Choi / CEO
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Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Republic of Korea RA-DOC-III-20 (Rev302)
HIT|HIH E(F) Bee ZHA| S HECHX] 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373




ATITIKTIES DEKLARACIJA

Gamintojas: Boditech Med Incorporated
43, Geoduri, Dongnaemyeon
Chuncheon, Gangwondo, 24398
REPUBLIC OF KOREA

Europos atstovas: OBELISS.A
Bd. Geberal Wabhis 53,
1030 Bruselis,
Belgija

Produktas: i-CHROMA™ CRP kontrolé
Produkto nr.: CFPO-100

Klasifikacija: KITT ( nejtrauktas j IVDD II prieda, nesavavaldis tyrimo
renginys).

Atitikties vertinimo budas: SAVAIMIS DEKLARACIJOS BUDAS, REMIANTIS

BUDAS: IVVD Il PRIEDU.

Siuo dokumentu mes skelbiame, kad auki¢iau minéti produktai atitinka Tarybos direktyvos, in
vitro diagnostiniy medicininiy produkty direktyvos 98/79/EB, salygas. Visi lydintys dokumentai
laikomi gamintojo patalpose.

Taikomi standartai: EN I1SO 15223-1:2016, EN SO 13485:2016,
EN 13612:2002, EN 1SO 23640:2015,
EN 13641:2002, EN 1SO 14971:2012,
EN ISO 17511:2003, EN ISO 18113-1:2011,
EN ISO 18113-2:2011

[sdavimo vieta ir data: Chuncheon, Koréja, 2019 mety liepos mén. 17 diena

Parasas: /paraSas/
Dr. Eui Yul Choi/generalinis direktoius

ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra i§verstas
teisingai ir tiksliai bei be pakeitimy prasméje.
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly dokumenta.

(MB ,.Beikeris®, jm k. 304539005)



Elena Barauskienė
Pencil


DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Incorporated
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43, Geodudaniji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 24398
REPUBLIC OF KOREA

Zuropean Representative: OBELIS S.A

Bd. Général Wahis 53,
1030 Brussels,

Belgium

Product: ichroma™ PCT

Cat. No. : CFPC-23-1

Classification:; Others (Neither listed in the annex II of the IVDD, Non-self-

testing device)
Conformity Assessment Route: Self-Declaration Route According to the Annex Il of the IVDD

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

3}l] 10} J0adsay

manufacturer and the manufacturer is exclusively responsible for the declaration of conformity.

Standards applied: EN ISO 15223-1:2016, EN ISO 13485:2016, EN 13612:2002,
EN ISO 23640:2015, EN 13641:2002, EN ISO 14971:2012,
EN 13975:2003, EN ISO 17511:2003, EN ISO 18113-1:2011,
EN ISO 18113-2:2011

P ace, Date of Issue: Chuncheon, Korea, May 2, 2019

Signature:

|

Dr. Eui Yul Choi / CEO

ABOTONHO3IL @ 0l@

Y

Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Korea
HICIEHIE(T) 2T £HA S HEDX| 1243 Tel +82-33-243-1400 Fax +82-33-243-9373 RA-DOC-II-18 (Rev505)




ATITIKTIES DEKLARACIJA

Gamintojas: Boditech Med Incorporated
43, Geodudanj 1, Dongnae-myeon
Chuncheon-si, Gang-won-do, 24398
REPUBLIC OF KOREA

Europos atstovas: OBELIS S.A.
Bd.General Wahis 53,
1030 Briuselis
Belgija

Produktas: i-CHROMA™ PCT
Kat.Nr.: CFPC-23-1

Klasifikacija: KITI ( nejtrauktas j IVDD II priedg, nesavavaldis tyrimo
jrenginys).

Atitikties vertinimo budas: SAVAIMIS DEKLARACIJOS BUDAS, REMIANTIS

BUDAS: IVVD Ill PRIEDU.

Siuo dokumentu mes skelbiame, kad auk$¢iau minéti produktai atitinka Tarybos direktyvos, in
vitro diagnostiniy medicininiy produkty direktyvos 98/79/EB, salygas. Visi lydintys dokumentai
laikomi gamintojo patalpose.

Taikomi standartai: ISO 15223-1:2016, EN 1SO 13485:2016, EN13612:2002,
EN ISO 23640:2015,EN 13641:2002, EN 1ISO
14971:2012, EN ISO 17511:2003, EN ISO 18113-
1:2011, EN 1SO 18113-2:2011

[sdavimo vieta ir data: Chuncheon, Koréja, 2019 mety geguzés mén. 2 d.

Parasas: /paraSas/
Dr. Eui Yul Choi/generalinis direktoius

ISversta teisingai pagal mano Zinias ir jsitikinimus. Tekstas yra i§verstas
teisingai ir tiksliai bei be pakeitimy prasméje.
AS esu uztikrintas, kad lietuviy kalbos vertimas atitinka originaly dokumenta.

(MB ,.Beikeris®, jm k. 304539005) .

Boditech Med Inc. www.boditech.cokr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Korea
HICIEUHE(F) Z2ie EZHAl SHE 7SER] 1243 Tel +82-33-243-1400 Fax +82-33.243.9373

RA-DOC-11-18 (Per.05)


Elena Barauskienė
Pencil

Elena Barauskienė
Pencil


DECLARATION OF CONFORMITY

Manufacturer: Boditech Med Incorporated
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43, Geodudaniji 1-gil, Dongnae-myeon,
Chuncheon-si, Gang-won-do, 24398
REPUBLIC OF KOREA

European Representative: OBELIS S.A
Bd. Général Wahis 53,
1030 Brussels,

Belgium

Product: Boditech PCT Contro!
Cat. No. : CFPO-97

Classification: Others (Neither listed in the annex Il of the IVDD, Non-self-testing
device)
Conformity Assessment Route: Self-Declaration Route According to the Annex Ill of the IVDD

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

manufacturer and the manufacturer is exclusively responsible for the declaration of conformity.

a}l] 1o} Joadsay

Standards applied: EN I1SO 15223-1:2016, EN ISO 13485:2016, EN 13612:2002,
EN 1SO 23640:2015, EN 13641:2002, EN ISO 14971:2012,
EN 1SO 17511:2003, EN ISO 18113-1:2011, EN 1SO 18113-2:2011

Place, Date of Issue: Chuncheon, Korea, August 13, 2019
o W%—/ .
| Yul Choi / CEO

ABOTONHOIL @ Ol8

y

Boditech Med Inc. www.boditech.co.kr

43, Geodudaniji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 24398, Republic of Korea RA-DOC-III-24 (Rew 02)
BICIHIOI=(F) 24YE ZHA| SUM HFEX 12 43 Tel +82-33-243-1400 Fax +82-33-243-9373




ATITIKTIES DEKLARACIJA

Gamintojas: Boditech Med Incorporated
43, Geoduri, Dongnaemyeon
Chuncheon, Gangwondo, 200-883
REPUBLIC OF KOREA

Europos atstovas: OBELISS.A
Bd. Geberal Wabhis 53,
1030 Bruselis,
Belgija

Produktas: Boditech PCT kontrolé
Produkto nr.: CFPO-97

Klasifikacija: KITT ( nejtrauktas j IVDD II prieda, nesavavaldis tyrimo
renginys).

Atitikties vertinimo budas: SAVAIMIS DEKLARACIJOS BUDAS, REMIANTIS

BUDAS: IVVD Il PRIEDU.

Siuo dokumentu mes skelbiame, kad auk$¢iau minéti produktai atitinka Tarybos direktyvos, in
vitro diagnostiniy medicininiy produkty direktyvos 98/79/EB, salygas. Visi lydintys dokumentai
laikomi gamintojo patalpose.

Taikomi standartai: EN 1SO 15223-1:2016, EN ISO 13485:2016, EN
13612:2002, EN ISO 23640:2015, EN 13641:2002, EN
14971:2012, EN I1SO 17511:2003, EN ISO 18113-
1:2011, EN 1SO 18113-2:2011,

CE Zyméjimo pradzia: 2019 mety rugpjacio mén. 13 diena
ISdavimo vieta ir data: Chuncheon, Kor¢ja, 2016 mety kovo mén. 15 diena
Parasas: /paraSas/

Dr. Eui Yul Choi/generalinis direktoius

Signature: wa/ﬁ_’ "

r
Dr. Eui Yul Choi / CEO

Boditech Med inc. wwwboditech.cokr

43, Geodudanji 1-gil, Dongnae-myeon, Chuncheon-si, Gang-won-do, 200-883, Korea
HIC| SO = F) TRE B4 SO0 HFET] 12 43 Tol #82-33-243-1400 Fao +82.33-243-8373
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