Med-Bio-Agro

LABORATORIES

JNexkaapauist npo BignoBignicTs Ne 2/25-MBA/1dB

3aranbHa Ha3Ba BUPOOIB:
Common name of medical
device:

Iepesik BUpOGIB:
List of products:

BupooOHuk:
Manufacturer:

Bupo6Hnua niomanka:
Production site:

YnoBHOBakeHUIt
NpeIcTABHUK B YKpaiHi:
Authorized representative in
Ukraine:

Kuaacudikanin:
Classification:

IMpouenypa owiHku
BiimoOBiAHOCTI:
Conformity Assessment
Procedure:

Tepmin aii nexaapauii npo
BiIMOBiAHICTE:

Validity period of the
declaration of conformity:

Pemaxmis: 1
Version: 1

Declaration of conformity Ne 2/25-MBA/IdB

MenuyHi BUpoOH AJ1s 1iIarHOCTUKH in vitro
Medical devices for in vitro diagnostics

JuB. Jonatok 1 10 uiei dexaapauii npo BinnoBignictb
See Annex1 to the Declaration

Inin Biorex/Idil Biotech,

Typeuunna, Tybitax, Mapmapa Texnokent, Kagup, byznisensHa cekiist A Ne: 2/714
T'e63e Komxaemi

Ten: +90 262 644 1614

e-mail: info@idilbiotech.com

https://www.idilbiotech.com/

Inin Biorex/Idil Biotech,

Typeuunna, TUBITAK Marmara Teknokent, Kadir Has Binast Kistm A No: 2/Z14
Gebze Kocaeli

Ten: +90 262 644 1614

e-mail: info@idilbiotech.com

https://www.idilbiotech.com/

TOB «MBA JIABC»

€ZIPTIOY 44332750

04176, Yxpaina, M. Kuis, Byn. Korgykropcrka, OyauHOK 16
tei.: +38 (097) 218-42-96

e-mail: info@mbalabs.com.ua

Registered number 44332750

16, Konduktorska St., Kyiv, 04176, Ukraine
tel.: +38 (097) 218-42-96

e-mail: info@mbalabs.com.ua

He BinHocuTbest 10 mnepesiky A a6o B Jlopatka 2, He € BMpoOOM aias
CaMOKOHTPOJII0, 200 JIUIsl OLIHKH XapaKkTepucTHK (3rifHo TeXHIYHOrO peraaMeHTy
1070 MEIUYHUX BHUPOOIB IUIS JIarHOCTHKH in Vitro, 3aTBeppkeHoro IlocTaHOBOIO
Ka6inety MinictpiB Ykpainu Ne754 Bix 2 sxoBtHst 2013 poky)

Not applicable to list A or B, not a product for Self-testing. Not for performance
evaluation (according to Technical regulation of Medical devices for in vitro
diagnostic approved by Decree of CMU Ne754 on 2 October 2013)

Honatok 3 «ITopsmox 31iiCHEHHS BHYTPIIIHEOTO KOHTPOJIIO BHPOOHHIITBA MEIMIHIX
BUPOOIB ISl TIarHOCTUKH in Vitroy, 10 TeXHIYHOTO periaMeHTy MO0 MEIUIHHUX
BHPOOIB I JiarHOCTHKH in Vitro, 3aTBepakeHoro [Tocranosoro KMY Ne754

Annex 3 «Procedure for ensuring performance of the comprehensive quality
management system fir in vitro diagnostic», to Technical regulation of Medical devices
Jor in vitro diagnostic approved by Decree of CMU Ne754
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Med Bio-Agro
LABORATORIES

Bupo6uux TOB Inin biorex B ocobi Aupexkropa TOB «MBA JIABC» Kupuuenka Bnagucnasa Bononumuposuua, mo
nie 3a JloroBopom Ha jaeneryBanHs nmoBHoBaxkeHb Ne 08/07/23-DA Bix 08 numnus 2023 poky, AeKiIapye BiAMOBIAHICTh
MIPOJYKIiT, 3a3Ha4eHo] B i AeKapallii npo BiANOBIAHICTh, BAKOHAHHS OCHOBHHUX BUMOT LI0OA0 MEMYHOTO BUPOOY 1UIst
JIarHOCTHUKH in Vitro, 3rinHo doxatky 1 TexHIYHOTrO perjaMeHTy 100 MeIUYHUX BUPOOIB JUIS IarHOCTHKH in vitro,
3arBepxeHoro [locranoBoto Kabinery MinictpiB Ykpainu Ne754 Bin 2 sxotHs 2013 p.
TexHiuHA DOKYyMEHTAIlis HA MEIUYHI BHPOOHW IS MIarHOCTUKH in Vitro 3TiHO Mi€l JeKjaparlii mpo BiAMOBIIHICTH
po3poliieHa Ta BIPOBaKEHA.
Jexapariito mpo BiAMOBIIHICTh CKIIAJEHO IiJ MIIKOBUTY BiAMOBiNANBHICTh BUpoOHMKaA, kommaHii TOB Ixin BioTex.
BinnoBiganeHICTh 32 JOCTOBIpHICTH HafaHoI iH(QOpMaIlil Hece BUPOOHHK.

The manufacturer Idil Biotech LLC, represented by the Director of MBA LABS LLC, Vladyslav Kyrychenko, acting under
the Delegation of Authority Agreement No. 08/07/23-DA dated July 08, 2023, declares that the products specified in this
declaration of conformity meet the basic requirements for medical devices for in vitro diagnostics, in accordance with
Annex 1 of the Technical Regulations on Medical Devices for In Vitro Diagnostics, approved by the Resolution of the
Cabinet of Ministers of Ukraine No. 754 of October 2, 2013.

The technical documentation for medical devices for in vitro diagnostics has been developed and implemented in
accordance with this declaration of conformity.

This Declaration of Conformity is drawn up under the sole responsibility of the manufacturer, Idil Biotech LLC. The
manufacturer is responsible for the accuracy of the information provided.

Micre Bumaui: M. KuiB Jara nigmucy «20» 6epesns 2025 p.
Place of issue: Kyiv city Date of signing: «01» of March 2025

JMupextop TOB «MBA JIABC», Binaauciaas Bosogumuposuy Kupuyenko/
Director MBA LABS LLC, Mr. Vladyslav Kyrychenko
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Jonatok 1 1o Jdexaapamnii mpo Bignosinnicrs Ne 2/25-MBA/1dB
Annex 1 to Declaration of conformity Ne 2/25-MBA/IdB
ITepenix BupoOiB
List of products

Homep 3a H G . H 6 -
KATAIOrOM a3Ba MEAUYHOI'0 BUPOOY YKPAIHCHKOI0 MOBOO a3Ba MEIUYHOI'0 BUPOOY AHIVIIUCHKOK MOBOIO
Ne Catalogue Name of medical devices for in vitro diagnostics in Ukrainian Name of medical devices for in vitro diagnostics in English
code
1P202325-25 . . RevoDx HCV Genotyping qPCR Kit v01 (Qualitative
1.| |p202325-50 | RevoDx Habip amst reHoTuyBaHHs Bipycy rematuty C ypingq @ )
1P201901-25

2. | 1P201901-50
1P201901-100

RevoDx Habip mist kimpkicHoro BuzHaueHHs JIHK Bipycy
renatury B

RevoDx HBV gPCR Kit (QUANTITATIVE)

1P201902-25
3. | IP201902-50
1P201902-100

RevoDx Habip mis kimpkicHoro BuzHaueHHs PHK Bipycy
rematuty C

RevoDx HCV gPCR Kit (QUANTITATIVE)

1P201903-25
4. | 1P201903-50
1P201903-100

RevoDx Habip mis kimpkicHOTOo BzHaueHHs PHK Bipycy
imyronedinuty mogunu 1 Tumy (BIJI-1)

RevoDx HIV-1 gPCR Kit (QUANTITATIVE)

1P202230-25
5. | 1P202230-50
1P202230-100

RevoDx Habip mis kinbkicHoro BusHaueHHst PHK Bipycy
renatury D

RevoDx HDV gPCR Kit (QUANTITATIVE)

1P202237-25
6. | IP202237-50
1P202237-100

RevoDx Habip mis kinbkicHoro BusHaueHHst PHK Bipycy
imyHonedinuty mroqunu 2 tumy (BIJI-2)

RevoDx HIV-2 gPCR Kit (QUANTITATIVE)

1P201922-25
7. | 1P201922-50
1P201922-100

RevoDx Habip mns Busenenns JJHK Bipycy rematury B

RevoDx HBV gPCR Kit (Qualitative)

1P201923-25
8. | 1P201923-50
1P201923-100

RevoDx Ha6ip mnst BusiBnennst PHK Bipycy rematuty C

RevoDx HCV gPCR Kit (Qualitative)

1P201924-25
9. | 1P201924-50
1P201924-100

RevoDx Habip mis Busisienns PHK Bipycy
imyronedinuty mogunu 1 Tuny (BIJI-1)

RevoDx HIV-1 gPCR Kit (Qualitative)

10 :Egggggggg RevoDx Habip aunst Busisnenns PHK Bipycy RevoDx HIV-2 gPCR Kit (Qualitative)
1P202236-100 | IMyHOIebinuTy stoaunu 2 tuny (BIJI-2)
11 :Eggggggigo RevoDx Ha6ip s Busiienns ta audepenmianii PHK RevoDx HIV-1/2 qPCR Kit (Qualitative)
) Bipycy iMmyHOmedimuty moganaun 1 Ta 2 tunis (BT 1,2)
12 :Eggﬁggigo RevoDx Ha6ip mis Buseienast HBV / HCV / HIV-1/2 3 RevoDx HBV/HCV/HIV1&2 gPCR Kit (Qualitative)
: JUQepeHIiamieo
13 :Egggiﬁigo RevoDx Ha6ip s Buseienast HBV / HCV 3 RevoDx HBV/HCV Qualitative gPCR Kit (Qualitative)

JTU(epeHIiaie

Micue Bumaui:
Place of issue:

M. KuiB

Kyiv city

Hara migmnucy

Date of signing:

«01» 6epesns 2025 p.
«01» of March 2025

Jupexkrop TOB «MBA JIABC», Bnaguciaas BorogumupoBuy Kupuuenko/
Director MBA LABS LLC, Mr. Vladyslav Kyrychenko
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