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Med-Bio-Agro

LABORATORIES

Jlexapanisi mpo BinmoBigHicTh Ne 6/24
Declaration of conformity Ne 6/24

MeauyHni BUpoOM 115 JiarHOCTHKH in vitro
Medical devices for in vitro diagnostics

JuB. Jonatok 1 10 niei dexaapauii npo BinnoBignicts
See Annex1 to the Declaration

AXH Biorexnomomxki I'moX

AHN Biotechnologie GmbH

Himeuunna Y1nebep Ber 14 J1-99734 Hopaxaysen
Germany Utleber Weg 14 D-99734 Nordhausen
Ten: +(49)03631-65242-10

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

AXH Biorexnosomxki I'moX

AHN Biotechnologie GmbH

Himeuunna Y1neoep Ber 14 J1-99734 Hopaxaysen
Germany Utleber Weg 14 D-99734 Nordhausen
Ten: +(49)03631-65242-10

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

TOB «MBA JIABC»

MBA LABS LLC

€JIPTIOY 44332750

04176 Ykpaina m. Kuis Byn. Konnykropcbka OynuHok 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 BigHocuThest 10 mepeniky A a6o B [lomarka 2 He € BuHpoOOM ais
CaMOKOHTPOJIIO 200 JUIsl OIIHKU XapaKTepucTuk (3riiHo TeXHIYHOTrO peraaMeHTy
IIOJI0 MEJWYHMX BHPOOIB Ul JIarHOCTHKH in Vitro 3arBepmkeHoro IlocTaHoBorO
Kab6inery MinictpiB Ykpainu Ne754 Bix 2 xostHs 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 «[lopsmoxk 3MiiCHEHHS BHYTPIITHBOT'O KOHTPOIIO BUPOOHHIITBA METHIHUX
BHPOOIB ISl JIarHOCTHKH in Vitro» 1m0 TeXHIYHOro periaaMeHTy MIOA0 MEIUIHHUX
BHPOOIB [UIA JIarHOCTHKH in Vitro 3aTBepmkeHoro [locranosoro 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

<

01.12.2029 poky
01.12.2029
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Bupobrank AXH bioreknomomki I'Mm6X B ocob6i [Jupexkropa TOB «MBA JIABC» Kupuuenka Briamucmasa
Bonoaumuposuua 1o aie 3a JloroBopom Ha neneryBaHHs noBHoBaxkeHb No AHN-01-2024 Bin 30 ciuns 2024 poky
JIeKJIapye BiIIOBIIHICT MPOAYKILIi 3a3HaYeHOT B il JeKapalii npo BiANOBIIHICTh BUKOHAHHS OCHOBHUX BHUMOT I0JI0
MEJIMYHOT0 BUPOOY AJIst IarHOCTUKH in vitro 3rigHo [oxatky 1 TexHIYHOTrO periaMeHTy MO0 MEANYHUX BUPOOIB A
JIarHOCTHKM in vitro 3aTBeppkeHoro [TocrtanoBoro Kabinery MinicTpiB Ykpainu Ne754 Bix 2 »xoBtHs 2013 p.
TexHiuHA DOKYMEHTAIlis HA MEIUYHI BHPOOHW I JIarHOCTUKH in Vitro 3TiHO Mi€l JeKaparii mpo BiAMOBIIHICTh
po3pobiieHa Ta BIpOBaKEHA.

Jexapartiito po BiIIOBIIHICTE CKJIAZACHO i IIUIKOBUTY BiATIOBiAaIbpHICTH BHpoOHIKa KomnaHii AXH BioTexHOoMOmXKI1
I'm6X. BignoBigansHICTh 32 JOCTOBIPHICTH HagaHO1 iH(poOpMaIlii Hece BUPOOHHUK.

The manufacturer AHN Biotechnologie GmbH represented by the Director of MBA LABS LLC Vladyslav Kyrychenko
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 manufacturer is responsible for the accuracy of the information provided.

Micre Bumaui: M. Kuis Jara niamucy «01» rpymas 2024 p.
Place of issue: Kyiv city Date of signing: «01» of December 2024

Jupextop TOB «MBA JIABC» Baagucaas Borogumuposuy Kupuuenko/
Director MBA LABS LLC Mr. Vladyslav Kyrychenko
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Jonatok 1 g0 Jexaapauii npo BignoBignicTs Ne 6/24
Annex 1 to Declaration of conformity Ne 6/24

Ilepenik BupoOiB
List of products

Homep 3a Ha3Ba Mequ4yHOro BUpody yKpaiHCbKOI MOBOIO Ha3spa Meaqn4yHoro BUpo0y aHIIiiicbK0OI0 MOBOIO
Ne KaTaJI0roM Name of medical devices for in vitro diagnostics in Ukrainian Name of medical devices for in vitro diagnostics in English
Catalogue code
1-213-50-0 | H 10 .6 i AHN
1 aK(?HeqHHKH MICIL 6€3 LIBTPY AHN myTip® MaT 1-10 m], clear, bag
myTip® MaT B witaTusBax
) 2-003-C5-0 | Hakoneunuku 10 MKJI. 3 GiLTPOM AHN myTip® FT 10 pL, clear, sterile,
' crepunbHi AHN myTip® FT B miTaTuBax racked
. 2-118-C5-0 | Hakoneynuku 20 MKJI. 3 GinbTpoOM AHN myTip® FT 20 pL, clear, sterile,
' crepusibHi AHN myTip® FT B mrtatuBax racked
A 2-120-C5-0 | Hakoneunuku 100 MKJI. 3 GibTpOM AHN myTip® FT 100 puL, clear, sterile,
' crepunbHi AHN myTip® FT B uTaTuBax racked
5 2-205-C4-0 | Hakoneynuku 1250 MK 3 PpinbTpoM AHN myTip® FT 1250 uL, clear, sterile,
' crepusibHi AHN myTip® FT B mrtaTuBax racked
3-205-80-0 | 1,5 mu1. [Ipo6i i i
6. M. TIpoGipii MikpoUEeHTPHPYKHI 3 AHN myTube® MCT 1,5 mL, clear
kpuikorw AHN myTube® MCT

Jupexrop TOB «MBA JIABC» Baaaguciaas Bosoaumuposuy Kupuuenko/
Director MBA LABS LLC Mr. Vladyslav Kyrychenko

Penaxirisi:
Version: 1
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