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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 Bioreknoaomxi I'moX,

AHN Biotechnologie GmbH

Himeuurna, Y1iebep Ber 14, J1-99734 Hopaxayses,
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

Himeuurna, Y1iebep Ber 14, J1-99734 HopixayseH,
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, Byn. Kongykropceka, Oyautnox 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 J0 mepediky A ado B Jlogatka 2, He € BHpoODOM s
CAMOKOHTPO.II0, ADO /1151 OMiHKH XAPAKTePHCTHK (3riqHO TeXHIYHOTO periIaMeHTy
I0A0 MENIIHIX BHPOOIB Mg JIaTHOCTHKII in Vitro, 3aTBepkeHoro IlocTaHOBOIO
KabirneTy MiHicTpiB Vipaimn Ne754 Bix 2 xoBtHa 2013 poky)

Neot 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)

Hoaatok 3 «IIopaaoK 3AiiicHeHHS BHY TPILITHHOT0 KOHTPOIIO BIIPOOHINITBA Me IITIHIIX
BHpOOIB I MIarHOCTHKH in vitro», Mo TeXHIYHOTO perjlaMeHTy IMOJ0 MEMITHIX
BHpoOIB 1714 JiarHOCTHKI in Vitro, 3aTBepmkeHoro ITocranoBoro 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

<

01.02.2029 poxy
01.02.2029
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LABORATORIES

Bupobunmk AXH FbiotekHonomki I'mM6X B ocobi Jiupektopa TOB «MBA JIABC» Kupmdenka Bmamnciapa
BonoanmMupoBI™a, 1o Ji€ 3a JIoroBopoM Ha JelleTyBaHHA IMOBHOoBaxkKeHb No AHN-01-2024 Bix 30 cignsa 2024 poxy,
JIeKIapye BiIIIOBiIHIC T MPOAyKIIil, 3a3Ha9eHO0] B ITiil TeKIapallii IIpo BiJIIOBIIHICTh, BUKOHAHHS OCHOBHIIX BHMOT HIOTO
MeIITHOT0 BIpoOY g JiarHOCTHKI in Vitro, 3rigHo JTogatky | TexHITHOro peraaMeHTy 010 MeIIIHIIX BHPoOiB IIsa
IIarHOCTHKI in vitro, 3aTBepkeHoro IToctanoBoro KabireTy MiHicTpiB Vkpaimn Ne754 Bix 2 sxoBTHA 2013 p.
TexHiYHA TOKYMEHTAIlid HAa MeMIYHI BHpoOH Ui JiaTHOCTHKH in vitro 3rigHo miel JeKmapallii Ipo BiNIIOBiTHICTE
po3po0IeHa Ta BIIPOBa [XKeHa.

Jleknaparliro IIpo BiAIIOBIIHICTE CKIaIeHO IIiJT IITKOBUTY BiIIIOBITAIbHICTS BHpoOHIKA, KoMIaHii AXH BioTeKHOIOMKI
I'm06X. BifmoBizambpHICTE 3a JOCTOBIPHICTE HaJaHOI iH(opMallii Hece BIpPOOHIIK.

The manufacturer AHN Biotechnologie GmbH, represented by the Director of MBA LABS LLC, Viladyslav Kyrvehenko,
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 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» moToro 2024 p.
Place of issue: Kyiv city Date of signing: «01» of February 2024

Jdupextop TOB « MBA JIABC», Baaguciaas Boiogumuposau Kapuuenko/
Director MBA LABS LLC, My. Vladyslav Kyrychenko

Pemaxna: 3 CropiHka 213
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Joaarok 1 10 Jexaapamnii npo BizmosigaicTs Ne 1/24

Annex 1 to Declaration of conformity Ne 1/24

IIepenik BHpPoOiB
List of products
Homep 3a Hassa MeIHYHOr 0 BHPoOY YKpaiHCbK0K MOBOKO Ha3sa MeTHYHOr 0 BHp0OY aHIIHCHKO MOBOO
Ne KaTaJaoroMm Name of medical devices for in vitro diagnostics in Ukrainian Name of medical devices for in vitro diagnostics in English
Catalogue code
Hakoneunuku 200 M. 6e3 ¢inbTpy AHN myTip, ;
1-121-86-1 :
1. 00D . (ko) AHN myTip T 1-200 pl, yellow
Hakoneunuku 300 M. 6e3 dinbTpy AHN myTip, .
2 1-127-80-0 :
2. 1000 mT/max. AHN myTip T 1-300 pl, clear
| [— Hakoneunuku 5000 min. 6e3 pinbTpy AHN myTip AHN myTip MaT 1-5 ml, clear (Capp, Gilson, HTL,
’ MaT, 250 wrt/nak. (Capp, Gilson, HTL, FAB) FAB)
4. | 1-210-84-0 Hakoneunuku 5000 mx1. 63 ¢pinbTpy AHN myTip AHN myTip MaT 1-5 ml, clear (AHN, Eppendorf,
’ MaT, 250 wrt/nak. (AHN, Eppendorf, Sartorius) Sartorius)
5 | 1-212.84.0 Haxoneunnku 5500 mMki1. 6e3 ¢pinbTpy AHN myTip AHN myTip MaT 1-5.5 ml, clear (Brand, Thermo
: MaT, 250 mrt/nak. (Brand, Thermo Finnpipette) Finnpipette)
Hakoneunuku 10 mr. (XL/20 mkn.) 3 dpinbTpom AHN )
6. | 2-062-81-0 myTip FT, 1000 1T/ maK AHN myTip FT 0,1-10ul XL/20ul, clear
Hakoneunuku 10 mr. (XL/20 Mkn.) 3 dinbTpoM ) )
2-063-C5-0 z
7. ctep i AHN iy Tip FT, 1000 i fitax AHN myTip FT 0,1-10ul XL/20ul, clear, sterile
Haxoneunuku 200 M. 3 dinstpom AHN myTip FT, )
2-127-80-0 .
8. 1000 11w/ ria. AHN myTip FT 1-200 pl, clear
Haxkoneunuku 200 M. 3 binbTpoM cTepunbhi AHN ) :
-128-C5- .
9. | 2-128-c5-0 myTip FT, 96 wr. /mTar. AHN myTip FT 1-200 pl, clear, sterile
Hakoneunuku 1000 min. 3 dineTpom AHN myTip FT, ;
10.| 2-202-80-0 P — AHN myTip FT 100-1000 pl, clear
Hakoneunuku 1000 Mkn. 3 dinbTpoM crepunbHi AHN . .
11.| 2-203-c4-0 myTip FT, 96 mr. /mTaT. AHN myTip FT 100-1000 pl, clear, sterile
12| 1121011 Hakoneunuku 200 M. 6e3 ¢inbTpy AHN myTip, 960 AHN myTip T 1-200 1], clear, reload
IIT. /UITAT.
13. T Haxoneunuru 1000 M. 6e3 dinbrpy AHN myTip, AHN myTip T 100-1000 i, clear, reload
480 mrT./urrar.
H 1250 .6 i AHN i
14.| 1-205c3R e s s aes oy AEN oy Tin, AHN myTip® RL 1250 pL, clear, reload
480 mT./urrar.
Hakoneunuku 1000 mMkn. 6e3 ¢pinbTpy cTepunsHi AHN . ¢
15.] 1-203-c4-0 S TG i i i AHN myTip T 100-1000 pl, clear, sterile
Hakoneunuku 300 MK 3 dinsTpom AHN myTip FT, .
16.| 2-134-80-0 $000 1 rraze. AHN myTip FT 1-300 pl, clear
Jdupextop TOB «MBA JIABC», Baaguciaas Boaognvmaposud Kupuvenko/
Director MBA LABS LLC, Mr. Vladyslav Kyrychenko
Penmakina: 3 CTopiHKa 313 3

Version.

Page 3 from 3




