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Declaration of conformity Ne 4/24

MeaguuHi BHpOOH /151 JiarHOCTHKA in vitro
Medical devices for in vitro diagnostics

Jne. JlogaTok 1 go miei Jlexnapamnii mpo BigmoBigHicTh
See AnnexI to the Declaration

AXH Biorexknoaomxi I'MmoX

AHN Biotechnologie GmbH

Himeuura Y1iebep Ber 14 J1-99734 HopaxayzeH
Germany Utleber Weg 14 D-99734 Nordhausen
Tem: +(49)03631-65242-10

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

AXH Biorexknoaomxi I'MmoX

AHN Biotechnologie GmbH

Himeuura Y1iebep Ber 14 J1-99734 HopaxayzeH
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 Ykpaina m. Kuis Byi1. Kongykropceka OyanHoK 16
Ten.: +38 (097) 218-42-96

e-mail: info@mbalabs.com.ua

Registered number 44332750

16 Kondiiktorska St. Kyiv 04176 Ukraine

tel.: +38 (097) 218-42-96

e-mail: info@mbalabs.com.ua

He BigHOCHTBCH [0 mepemiky A ado B [ogatka 2 He € BHpoOOM s
CAMOKOHTPOIIO ADO /IS OIiHKH XAPAKTEePHCTHK (3TiTHO TeXHIYHOTO periaMeHTy
I0A0 MEMIIHIX BHPOOIB I HiarHOCTHKH in Vitro 3aTBepipkeHoro IlocTaHOBOMO
KabirneTy MiHicTpiB Vipaimn Ne754 Bix 2 xorTHE 2013 poky)

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

Hoaatok 3 «IIopaaoK 3AiiicHeHHS BHY TPILITHHOT0 KOHTPOIIO BIIPOOHINITBA Me IITIHIIX
BHpOOIB I MiarHOCTHKI in vitro» mo TeXHIYHOTO periaMeHTy LION0 MeTITHIX
BHpoOIB 1714 JiarHOCTHKI in Vitro 3atBepmikeHoro IToctanoBoro KMY Ne754

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

<
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Med-Bio-Agro

LABORATORIES

Bupobunmk AXH FbiotekHonomki I'mM6X B ocobi Jiupektopa TOB «MBA JIABC» Kupmdenka Bmamnciapa
BonoaimMupoBda mo Jie 3a JIoroBOpoM Ha AeleTyBaHHA ToBHOBaxkeHb No AHN-01-2024 Bim 30 ciumg 2024 poky
JIeKIapye BiIIOBITHICTE IPOIYKIIII 3a3HaueHOl B il TeKIapallil Ipo BilTIOBITHICTE BHKOHAHHS OCHOBHIIX BIMOT HIOTO
MeITTHOT0 BIpoOY JUIM JiaTHOCTHKN in vitro 3rigHo Jomatky | TeXHITHOro periaMeHTy o0 MeIIYHIX BHpoOiB It
JIarHOCTHKI in vitro 3atBepmxeHoro ITocranoporo KabineTy MinicTpiB Vipainm No754 Big 2 sxoTHS 2013 p.
TexHiYHA TOKYMEHTAIlld HAa MeMIYHI BHpoOH Ui JiaTHOCTHKH in vitro 3rimHo miel JeKmapallii Ipo BiIIIOBiTHICTE
po3pobiicHa Ta BIIPOBAKCHA.

Jleknaparliro Ipo BiIIIOBITHICTh CKIaJeHO IIi MITKOBNITY BiIIOBITaIbHICTE BIIpoOHIKa KoMraHii AXH BioTeKHOIOIKI
I'm06X. BifmoBizambHICTE 3a JOCTOBIPHICTE HaJaHOI iH(opMallii Hece BIpPOOHIIK.

The manmufacturer AHN Biotechnologie GmbH represented by the Director of MBA LABS LLC Vladyslav Kvrychenko
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 I of the Technical Regulations on Medical Devices for In Vitro Diagnostics approved by the
Resolition 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 responsibilitv of the manufacturer AHN Biotechnologie
GmbH. The manufacturer is responsible for the accuracy of the information provided.

Micue Bradi: M. Kiris JaTa migmicy «01» Bepecusa 2024 p.
Place of issue: Kyiv city Date of signing: «01» of September 2024

Jdupextop TOB « MBA JIABC» Baaaguciaas Borogumuposnd Knpnuenko/
Director MBA LABS LLC My. Vladyslav Kyrychenko

Pemarxina: 1 CropiHka 213
Version. 1 Page 2 from 3
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Med-Bio-Agro
LABORATORIES
Joaarok 1 10 Jexaapamnii npo BinmosinaicTs Ne 4/24

Annex 1 to Declaration of conformity Ne 4/24

IIepenik BHpPoOiB
List of products
Homep 3a Haspa MeIHYHOr 0 BHPOOY YKpaiHCHKOI MOBOIO Haspa MeIHYHOT 0 BHPOGY AHIIACHKOI0 MOBOIO
Ne KaTaJaoroMm Name of medical devices for in vitro diagnostics in Ukrainian Name of medical devices for in vitro diagnostics in English
Catalogue code

1. | 8-102-20-9 | Mikpominetka AHN pipetdu Pro 2-20 mxi. AHN pipetdu Pro 2-20

Haxoneunnku 300 Mki1. 3 putsTpoMm AHN :
2. - -80- ; -

2-134-80-0 myTip FT, 1000 mrr./max. AHN myTip FT 1-300 pl, clear
0,2 v, IIpobipku B cTpumax mo 8 mTyk (o1l .
g P (Bury Expell gPCR 8-strip Tube 0.2 mL w/
3. 15100218C | Expell 3 okpeMuMH ONTHIHO MIPO3OPHMHU :
cap, white, bag
Kpumkamu, 120 mirt./mak.
Jdupextop TOB «MBA JIABC» Baaguciaas Boaognmuaposud Kupuienko/
Director MBA LABS LLC Mr. Vladyslav Kyrychenko
Pemaxans: 1 CropiHga 313 3

Version: 1
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