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Jernapanis mpo BigmosigHicTh Ne 2/24
Declaration of conformity Ne 2/24

MeguuHi BHpOOH /151 Jiar HOCTHKA in vitro
Medical devices for in vitro diagnostics

JnB. JlogaTok 1 o miei Jlexnapamnii npo BignoBigHicTh
See Annexl to the Declaration

AXH Bioreknoaomxi I'moX,

AHN Biotechnologie GmbH

Himeuuna, Y1iebep Ber 14, J1-99734 Hopixay3eH,
Germany, Utleber Weg 14, D-99734 Nordhausen
Tem: +(49)03631-65242-10

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

AXH Bioreknoaomxi I'moX,

AHN Biotechnologie GmbH

Himeuuna, Y1iebep Ber 14, J1-99734 Hopixay3eH,
Germany, Utleber Weg 14, D-99734 Nordhausen
Tem: +(49)03631-65242-10

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

TOB «MBA JTABC»

MBA LABSLLC

€IPTIOV 44332750

04176, Vxpaina, M. Kuig, Byn. KoHnykTopceka, OyaiHOK 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 BigHOCHTBCH d0 mepediky A ado B Jlogatka 2, He € BHpoOOM s
CaMOKOHTPOJIIO, ADO ISl OMiHKH XAPAKTePHCTHK (3rigHo TexXHIYHOTrO pernaMeHTy
MO0 MENIIHNX BIPOOGIB JI7Id TIaTHOCTHKH in Vitro, 3aTBeppkeHoro IlocTaHOBOIO
KabineTy MinicTpiB Vipaian Ne754 Bix 2 xoBtHE 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)

Toaatok 3 «IIopsaIoK 34ilicHEHHS BHY TPILITHEOT0 KOHTPOIIIO BIPOOHIIITBA Me IITIHIIX
BHpOOIB I MIarHOCTHKH in vitro», Mo TeXHIYHOTO perjiaMeHTy IIOA0 MeMITHIX
BHpOOIB 1714 JiarHOCTHKI in Vitro, 3aTBepmkeHoro ITocranoporo 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

C
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Jdupextop TOB «MBA JIABC», Baaguciaas Bosogumuposau KapaueHko/
Director MBA LABS LLC, My. Viadyslay Kyrychenko

Pemaximisg:

Version: 2
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Bupobunmk AXH FiotekHonomki I'mM6X B ocobi Jupektopa TOB «MBA JIABC» Kupmdenka Bramiciaga
BonogmMuposida, 1o i€ 3a JIoroBOpoM Ha JelleTyBaHHA IMoBHoBaxeHbs No AHN-01-2024 Bix 30 cigmsa 2024 poky,
JIeKIapye BiIIIOBiTHICTE MPOAYKIIil, 3a3Ha9eHO] B Il eKIapallil IIpo BiIIOBITHICTh, BUKOHAHHA OCHOBHIIX BHMOT HIONO0
MeITIHOT0 BHpOOY g JiarHOCTHKI in Vitro, 3rigHo Jlogatky | TeXHIYHOT0 perIaMeHTy IMIOI0 MeIHTIHIX BHPoOiB 11
IIaTHOCTHKH in vitro, 3aTBepmkeHoro IToctanoBoro KabineTy MiHicTpiB Vkpaiun Ne754 Bix 2 sxoBTHA 2013 p.
TexHiYHA JOKYMEHTAIlid Ha MeMIYHI BHpoOHN Ui JIaTHOCTHKH in vitro 3rimHo miel geKmapallii mpo BiIIIOBITHICTE
po3pobieHa Ta BIIPOBaKCHA.

Jlexnapariito IIpo BiAIOBIAHICTE CKIaIeHO IIiJT ILIKOBUTY BiIIIOBiTaIbHICTh BHpoOHNKa, KoMIaHii AXH BioTeKHOIOIKI
I'm6X. BinmoBinaabHICTE 3a JOCTOBIPHICTE HaJaHOI iH(popMallii Hece BIPOOHIIK.

The manufacturer AHN Biotechnologie GmbH, represented by the Director of MBA LABS LLC, Viadyslav Kyrvchenko,
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.

Micue Brayi: M. Kiri JaTa migmicy «01» moToro 2024 p.
Place of issue: Kyiv city Date of signing: «01» of February 2024
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Jonatok 1 10 Jexaapamnii npo BizmoBigaicTh Ne 2/24
Annex 1 to Declaration of conformity Ne 2/24

IIepenik BHpooiB
List of products
Homep 3a Haspa MeIHYHOI 0 BHPOOY YKPaiHCHKOI MOBOIO Hassa MeTHYHOI0 BHPOOY aHLIIHCBKO0K MOBOK
& Cx;;r::fe Name of medical devices for in vitro diagnostics in Ukrainian Name of medical devices for in vitro diagnostics in English
i | somees lItatus AHN myTip RB a5 HakoHeuHHKiB 200 mk./300 AHN myTip® RB empty for 200 pL/
) MKJIL. JiIS POGOTH 3i 3MiHHUMH 6J10KaMH 300 plL tips, 8x12
o | wmsmn [ITatus AHN myTip RB ana Hakoneynukis 1000 AHN myTip® RB empty for 1000 pL
- MEKJI./1250 MK/ ing po60TH 31 3SMiHHHMHU 6710KaMH tips, 8x12
3| 3.010-80-0 0,2 mn, [TpoBGipKH 3 IJIOCKO IP030por Kpuiikowo AHN AHN myTube® PCR 0.2 ml, clear, flat
) myTube PCR, 1000 mITyK B NaKyHKY cap
i | ssrms | VA5 IIpo6ipku B CTPHUIaX M0 8 WITYK 3 OKPeMOIo AHN myTube® PCR strips of 8 tubes 0,2 mL, w/
' MJIACKOI0 KPHIIKOI A cTpuiiB, 120 mrT./nak. seperate flat caps, clear
o rr— 0,2 mu1, IIpo6ipKu B cTpUnax 1o 8 MITYK 3 OKPEMOI0 AHN myTube® qPCR strip 8 tubes 0,2
' BHITYKJIOK KPUIIKO A1 CTpHMiB, 120 1mT./HaK. mlL, clear, bag
& | soineis 0,2 mn, [Tpo6ipKH B cTpHUNAX 10 8 MITYK 3 OKPEMOIO AHN myTube® qPCR strips of 8 tubes 0,2 mL,
' BHITYKJIOK KPHIIKOIO A4 cTpumiB, 120 wrr./mak. (6iri) w/ seperate flat optical caps, white, bag
o | sz [Inanmetn g [IJIP 96-nyrkosi 0.2 ma. AHN myPlate® AHN myPlate® PCR of 96 x 0,2 mL,
' PCR, 6e3 "ro6ku" (MaTOBI) non-skirted, clear
g | gosem [Inanmetn ansa IIJIP 96-nyukoBi 0.2 ma. AHN myPlate® AHN myPlate 96-Well PCR Plate, 0.2
) PCR, 6e3 "ro6ku" (MaTOBI) mL, non-skirted, frosted
g | seizeni [Inanmetn anasa [IJIP 96-nyukoBi 0.2 ma. AHN myPlate® AHN myPlate® qPCR of 96 x 0,2 ml, semi
’ PCR, 3 "HamiB-r06Kow" (po3opi) skirted, clear
10| 3-126-01-0 [lnanweT 96x1,0 ma1. AHN myPlate, kpyr.i siynku 3 U- | AHN myPlate deep well plates 1.0mL,
MOAi6HUM JHOM Round bottom
11| 32260010 [lnanmeT 96x2,0 M. AHN myPlate, kpyrui siyHku 3 U- | AHN myPlate deep well plates 2.0mL,
MOJiGHUM JHOM Round bottom
T MnanmeT 96x2,0 mu. AHN myPlate, kBagpaTHi IyHKUM | AHN myPlate deep well plates 2.0mL,
- 3 V-noili6HUM JHOM V-bottom
il e InanueT 96x2,2 miu. AHN myPlate, kBagpaTHi JTyHKU AHN myPlate deep we]] plates 2.2mL, Square
3 U-nofi6HuM aHOM, Zybio-Tun well, U-bottom, Zybio-type
il o :iiﬁlﬂxa AHN myPlate 08 3 U-nozii6HuM aHoM, Zybio- AHN myPlate 08 tip comb, U-bottom Zybio-type
o r— [lnanmeT 96x2,2 ma. AHN myPlate, kBagpaTHi 1yHKH, | AHN myPlate deep ng]] plates 2.2mL, Square
3 V-nozioHuum gHowm, Kingfisher-tun well, V-bottom, Kingfisher-type, 5x10 pcs.
16| 3-230-00-0 I'pe6inka AHN myPlate 96 3 V-nofi6HuM JHOM, AHN myPlate 96 tip comb, V-bottom, Kingfisher-
Kingfisher-tun type
17| 3-048-00-0 | Mem6paHa yuiisbHoBaJbHa AHN myPlate® I1J1P iﬁibmrﬁtatsi ECR 96 well Sealing
18] 048010 Mem6paHa yuiisbHIOBaAbHA onTUYHa AHN myPlate® AHN myPlate® qPCR 96 well Optical
gPCR (4yT/iMBa 10 THCKY KJIeliKa MJIiBKa) Sealing Membrane
" P Mem6paHa yiiiibHIOBaabHA AHN myPlate® qPCR AHN myPlate® qPCR 96 well Optical
(ksedika nuiiBKa) Sealing Membrane
20| 3-048-03.0 Mem6pana amominiea AHN myPlate® PCR AHN myPlate® PCR Aluminium
Membrane, bag
3.000-0p- | IHCTPYMEHT /S feKanipyBaHHA Npo6ipok/cTpunis
A 0 [1JIP Ta simkpi6anus miisok AHN myTube® AN mytube@ EC Mool tlear bae
w5l saieeEs 0,5 M. [Tpo6ipku MiKpolleHTpHGYKHI CTEpPUIBHI, 3 AHN myTube® MCT 0.5 mL, clear,
- Kpunkow AHN myTube MT, 1000 wT./nax. sterile
3| suerses 15 mn. [Tpo6ipku neHTpUPYKHI 3 INTOCKUM KOBIAYKOM, AHN myTube® CT 15 ml with flat Cap
CcTepHJbHI, BinbHOcTOg49i AHN myTube CT, 25 mt./nak. Rack steril
o7 T 15 M. [Tpo6ipku neHTpUPYKHI 3 INTIOCKUM KOBIAYKOM, AHN myTube® CT 15 ml with flat Cap
- crepunbHi AHN myTube CT, 25 mT./nak. steril
25| 3-273-25-8 | 50 mur. [TpoGipKH 1eHTPHOYKHI 3 IULTOCKHM KOBMAYKOM, AHN myTube® CT 50 ml with flat Cap
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crepunbHi, AHN myTube CT, 25 mrT./nax. Rack steril
og| s 50 mu1. [TpoGipKH 11eHTPHOYKHI 3 MJIOCKUM KOBIAYKOM, AHN myTube® CT 50 ml with flat Cap
- crepunbHi AHN myTube CT, 25 mrt./nak. steril
27 wutw Kpumiku piab60oBi 3 KinbueBotw npoknaakon AHN, 500 Mansiiiye Golored Thseers Wiie

mT./nak. (6imi)

0,8 mu1. CiH-KOJTOHKH 3 KPUILIKOIO [J11 BUAi/Ie HHS
s i _20- =
28| 3-320-20-0 JIHK/PHK AHN myTube GF-F2 AHN myTube SC 0,8 mu, GF-F2

0,8 Mu1. CHliH-KOJTOHKH 3 KPHUILKOIO AJ1S1 BUAiIeHHS

29| 3-321-20-0 JHK/PHK AHN myTube GF-N2 AHN myTube SC 0,8 mu, GF-N2
30| 3280258 50 M. [Ipo6ipkH neHTPHYKHI 3 IIOCKUM KOBIIAYKOM, AHN myTube® CT 50 ml flat Cap
cTepuJibHi, BinbHOocTOoa49i AHN myTube CT, 25 mT./nak. Self Standing
31| 3.037-02:0 0,2 M1, [Tpo6ipKu B cTpunax no 8 mITyK 3 OKPEMOI0 AHN myTube® PCR strip 8 tubes 0,2
MIACKOI0 KPHIIKOI AN cTpuIiB, 120 mrT./nak. mlL,clear, bag
Micrie BIgaqi: M. Kiris Jara mimmicy «01» motoro 2024 p.
Place of issiie: Kyiv city Date of signing: «01» of February 2024 r/"

Jdupextop TOB «MBA JIABC», Baaguciaas Boaognvuposnd Kupuienko/
Director MBA LABS LLC, Mr. Vladyslav Kyrychenko

ey . r™
Sdasaard

Penaxmia: 2 Cropinka 4 i3 4
Version: 2 Page 4 from 4



