3araabHa Ha3Ba BHPOOiB:
Common name of medical
device:

Ilepenik BHpoODIB:
List of produicts:

BupoOHHK:
Mamufacturer:

BupoOHHYA IUIOIIAKA:
Production site:

YnopHOBaKeHHH
npeJcCTABHHK B Y KpaiHi:
Authorized representative in
Ukraine.

Kiaacadikamisa:
Classification:

Ilponenypa omiHKH
BigmoBigHOCTI:
Conformity Assessment
Procedure:

Tepmin fii gexkaapanii mpo
BiINOBIgHICTH:

Validity period of the
declaration of conformity:

Pepgasana: 1

Version: 1
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Jexaapanisi mpo BinmosigHicTh Ne 3/24
Declaration of conformity Ne 3/24

MeauuHi BHpOOH /151 JiarHOCTHKHA in vifro
Medical devices for in vitro diagnostics

Jne. Mogatok 1 go miei Jlexnapanii npo BignoBigHicTh
See AnnexlI to the Declaration

AXH Biorexnoaomxi I'moX

AHN Biotechnologie GmbH

Himewamaa Y1nebep Ber 14 J1-99734 HopaxayseH
Germany Utleber Weg 14 D-99734 Nordhausen
Tem: +(49)03631-65242-10

e-mail: customerservice(@ahn-bio.com
https://ahn-bio.de/

AXH Biorexnoaomxi I'moX

AHN Biotechnologie GmbH

Himewamaa Y1nebep Ber 14 J1-99734 HopaxayseH
Germany Utleber Weg 14 D-99734 Nordhausen
Tem: +(49)03631-65242-10

e-mail: customerservice(@ahn-bio.com
https://ahn-bio.de/

TOB «MBA JIABC»

MBA LABS LLC

€JIPIIOY 44332750

04176 Vxpaina m. Kuis Byn. Kongyxropcbka 6yamsHoK 16
Ten.: +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 BigHOCHTBHCH g0 mepeniky A ado B Jlogatka 2 He € BHpoboM s
CAMOKOHTPO.TI0 a00 /ISl OIHKH XapPAKTePHCTHK (3TifHO TeXHIYHOro periaMeHTy
IO0A0 MENYHIX BHPOOIB I MIaTHOCTHKH in Vitro 3aTBepipkeHoro IlocTaHOBOIO
Kabinery MigicTpiB Vkpainn Ne754 Bix 2 :xoBTHA 2013 poky)

Not applicable to list A or B not a preduct 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)

Homatok 3 «Ilopgmok 3[iiiCHCHHI BHYTPIIIHEOTO KOHTPOII BHPOOHIITTRA
MEeIIMIHIX BHPOOIB JUIA JiarHOCTHKH in vitro» g0 TeXHIUHOrO periaMeHTy IIOog0
MEeIIMIHIX BHpPoOIB JUIf MIaTHOCTHKH in Vitro 3aTBepm:keHoro IToctamoBoro KMY
Ne754

Annex 3 «Procedure for ensuring performance of the comprehensive quality
management system fir in vitro diagnosticy to Technical regulation of Medical
devices for in vitro diagnostic approved by Decree of CMU Ne754

<

01.05.2029 poxy
01.05.2029
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Bupobmnk AXH FBiorexknonomki I'm6X B ocobi Jlupextopa TOB «MBA JIABC» Kuprdenka Biamnciasa
Bonomimviposmda o i€ 3a JIoroBopoM Ha AeleTyBaHHA TMoBHOBaxkeHb No AHN-01-2024 Bim 30 ciumg 2024 poky
JeKIapye BIOMOBIIHICTh TPOAYKINI 3a3HaUeHOl B ITil JeKiapallii Mpo BiOIOBIAHICTE BHKOHAHHA OCHOBHIIX BIIMOT
MIOI0 MEIIYHOTO BHPOOY M4 MiaTrHOCTHKI in vitro srimHo MomaTky 1 TeXHIYHOTO periTaMeHTy II0J0 MEMITIHIIX
BHPOOIB [UIA TIarHOCTIKI in vitro 3aTBepmikeHoro IloctaHoBoro Kabimery MiHicTpie Vkpaiun Ne754 Bim 2 KOBTHS
2013 p.

TexHigHA JOKYMEHTAIlll Ha MENIYHI BHPOON I MIarHOCTIHKI in Vitro 3rigHO INi€l JeKmapariii Ipo BilNOBiIHICTE
po3pobieHa Ta BIPOBAIKEHA.

Jekmapaliro Ipo BIMOBITHICT CKIAJeHO I IUIKOBHTY BIONOBIJambHICTE BHpoOHIKa Kommanii AXH
BiorekHonomki I'M0X. BiomoBigansHicTh 3a JOCTOBIPHICTE HagaHoI iH(opMaIrii Hece BHPOOHIK.

The mamifacturer AHN Biotechnologie GmbH represented by the Director of MBA LABS LLC Vladvslav Kyvrychenko
acting under the Delegation of Authority Agreement No. AHN-01-2024 dated January 30 2024 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 AHN Biotechnologie
GmbH. The mamifacturer is responsible for the accuracy of the information provided.

Micue Brgaui: M. Kuis Jata mimmicy «01» TpaBHa 2024 p.
Place of issue: Kyiv city Date of signing: «01» of May 2024

Jdupextop TOB «MBA JIABC» Baaguciaas Boarognvmuaposud Kupaiuenko/
Director MBA LABS LLC My. Vladyslav Kyrychenko

Pemakms: 1 CropiHka 2 13 3
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Honatok 1 10 Jexaapanii npo BizmoBigHicTh Ne 3/24
Annex 1 to Declaration of conformity Ne 3/24

Ilepenik Bupo0iB
List of products
Thepe Hassa MeIH4HOT0 BHpPOOY YKpaiHCHKOI0 MOBOIO Haspa MeIHYHOr0 BHPOOY AHIIIACHKOI0 MOBOIO
Ne KATAJI0T0M Name of medical devices for in vitro diagnostics in Ukrainian Name of medical devices for in vitro diagnostics in English
Catalogue code
1. | 8-104-20-9 Mixpomninetka AHN pipet4u Pro 10-100 mxr. AHN pipetdu Pro 10-100 MKTL.
2. | 8-105-20-9 Mikpomninerka AHN pipet4u Pro 20-200 mKr. AHN pipet4u Pro 20-200 MK
8-105-21-9 Mixpomninetka AHN pipet4u Pro 50-200 mxr. AHN pipetdu Pro 50-200 MKTL.

4. 8-106-20-9 Mixpomninetka AHN pipet4u Pro 100-1000 mxi1. AHN pipetdu Pro 100-1000 M.
5. | 8-106-21-9 Mikpomninerka AHN pipet4u Pro 200-1000 Mkt AHN pipetdu Pro 200-1000 MK
6. | 8-107-20-9 Mixkpominerka AHN pipet4u Pro 05-5 M. AHN pipetdu Pro 05-5 m1L.

7 | 8-108-20-9 Mikpominerka AHN pipet4u Pro 2-10 M. AHN pipetdu Pro 2-10 m1.

8 | 8-001-20-9 Mikpominerka AHN pipet4u Pro 5 MK AHN pipetdu Pro 5 MK

9 | 8-002-20-9 Mikpominerka AHN pipet4u Pro 10 MK AHN pipet4u Pro 10 MK

10.| 8-003-20-9 Mikpominerka AHN pipet4u Pro 20 MKIL. AHN pipetdu Pro 20 MKT.

11.| 8-004-20-9 Mikpomninerka AHN pipet4u Pro 25 MK AHN pipet4u Pro 25 MKIL

12.| 8-007-20-9 Mixpomninerka AHN pipet4u Pro 50 M. AHN pipetdu Pro 50 MKIL.

HPEeKTOop ¢ » Baaguciaas Boaogumuposua Knpauenko
TOB «MBA JIABC» B Bo K /
Director MBA LABS LLC Mr. Vladyslav Kyrychenko
Pemarms: 1 Cropinka 3 133

Version: 1
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