3aransua nassa supobis:
Common name of medical
device:

Mepeanix Bupobin:
List of producis:

Bupobunk:
Manufacturer:

BupoGnnya naomanka:
Production site:

¥Ynoeuopaxennii
npeictaBuuK B Ykpaini:
Authorized representative in
Lkraine:

Knacudikanin:
Classification:

[Mpoueaypa ouinky
BiAMoOBLAHOCTI:
Conformity Assessment
Procedure:

Tepmin ail gexnapauii npo
BLANOBIANICTE:

Validity period of the
declaration of conformity:

Med-Bio-Agro

LABORATORIES

Jleknapanin npo signosiauicrs Ne 1/24
Declaration of conformity Ne 1/24

Meanuni BHpoOH 408 QIArHOCTHEN in vitro
Medical devices for in vitro diagnaostics

Jlue. loparox 1 go uici exnapauil npo sinosiicrs
See Annex! o the Declaration

AXH biotexknosomxi 'moX,

A HN Biotechnologie GmbH

Himeauuua, Yonebep Ber 14, J1-99734 Hopaxayseu,
Germany, Utleber Weg 14, D-99734 Nordhausen
Ten: H(49)03631-65242-10

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

AXH Bioreknonomki I'moX,

A HN Biotechnologie GmbH

H imeyunna, Yraedep Ber 14, J1-99734 HopaxayscH,
Germany, Utleber Weg 14, D-99734 Nordhausen
Ten: +(49)03631-65242-10

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

TOB «MBA JJABC»

MBA LABS LLC

CIPTIOY 44332750

04176, ¥xpaina, M. Knin, syn. Konaykropcbra, Oy anHok [6
Ten: +38 (097) 218-42-96

e-mail: info/@mbalabs.com.ua

Registered number 44332750

165, Konduktorska St., Kyiv, 04176, Ukraine

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

e-mail: infola mbalabs.com.ua

He signocnteca 10 mepeniky A abo B Jloparka 2, ne ¢ Bupobom man
CAMOKOHTPOTIO, 200 A7 oUiHKH XapakTepneTHK (30110 TeXHiuHOro periaMenTy
1010 MEAHHHHX BHpODIE And AiarHOCTHKM in vilro, 3aTBepikeHoro 110CTaHOBOK
Kabinery Minictpie Vkpainn Ne754 giag 2 swosraa 2013 poky)

Not applicable to list A or B, not a product for Self-testing. Not for performance
evaluation faccording to Technical regulation of Medical devices for in viro
diagnostic approved by Decree of CMU Ne754 on 2 October 201 3)

Jlonatok 3 «Ilopanok 3AiCHEHHS BHYTPIIHBOTO  KONTPOMO  BHPOGHHUTRA
M2 AHYHUX BHPOOIB Ans JiarHocTHKK in vitron, 10 TeXHIMHOTO peraaMeHTy oo
Meauunrx BUpolIR s alarHocTuku in vitro, sateepakenoro llocranonoio KMV
No754

Annex 3 «Procedure for ensuring performance of the comprehensive quality
management system fir in vitro diagnostics, to Techmical regulation of Medical

devices for in vitro diggnostic approved by Decree of CMU No754

-

01.02.2029 poky
01.02.2029
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Med-Bio-Agro

LABORATORIES

Bupobuuk AXH biotexnonomki Tm6X B ocobi Jlupextopa TOB «MBA JIABC» Kupnuehka Bnaaucnasa
Bonommuposnua, mo aie 3a Jlorosopom Ha nenerysanns nossosakens Ne AHN-01-2024 gin 30 ciuns 2024 poky,
ACKAApYC BIANOBIANICTL NPOAYKLIT, 3a3Havesol B Uil Aekjsapauil Npo BiANOBIANICTL, BUKOHAHHA OCHOBHHX BHMOT
HOJ0 MEMHHONG BHpody A0 JarvocTakn in vitro, sriano Jogarxy | TexwiqHoro permaMenTy mogo MeImTHmnx
BHPOOIB /U8 MarnocTHky in vitro, 3ateepakenoro [Nocranosoio Kabinery Minictpis Ykpaiuun Ne754 gin 2 #oBTHA
2013 p.

Texniuma poxkymenTanis Ha meanuui BHPOSH QMY MArHOCTHEN in vitro 3riano wiel aexnapaiii npo BianoBianicTs
pospobnena Ta RnposamAeHa.

The manufacturer AHN Biotechnologie GmbH, represented by the Director of MBA LABS LLC, Viadyslav
Kyryehenko, 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
viire diggnostics, i accordance with Amex [ of the Technical Regulations on Medical Devices for In Viiro
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.

Micue Buaani: . Knis Jlara nianucy «01» moToro 2024 p.
Place of issue: Kuyiv ity Date of signing: «lti» of February 2024

JAupexrop TOB «MBA JIABC», Baaancaas Boaoaumuposny Kupudenrko/
Director MBA LABS LLC, Mr. Viadyslav Kyrychenko
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Jlonarox 1 g0 Jexaapanii npo pimosiamicrs Ne 1/24
Annex I to Declaration of conformity Ne [/24

Mepenik Bupobis

List of products
I " Naipa seaporo nupoly yKpalinge s Ko soBox a3pa mepmanoro supohy anrilcLK00 MOBOK
uMCcp 1a o
» Ka II.II:H om Name of medical devices for in vitro diagnosties in Ukrainian Name of medical devices for in vitro diagnostics in English
Catalogue code
Haxoueunmicn 200 mxn. Gea diasrpy AHN myTip, ;
Ly ; AHN myTip T 1-200 pl, yellow
I Rl 1000 wr/nak. (xooTi) IR i
R [T e Hakoneunuru 300 mrn. 6ez ¢inntpy AHN myTip, AHN myTip T 1-300 y, clear
1000 wv/nak.
% lissnE Hakoueunnku 5000 mia. 6e3 piastpy AHN myTip AHN myTip MaT 1-5 ml, clear (Capp, Gilson, HTL,
= MaT, 250 wt/nak. (Capp, Gilson, HTL, FAB) FAB)
R T Haxoneunnxn 5000 mxa. 6ea piavrpy AHN myTip AHN myTip MaT 1-5 ml, clear (AHN, Eppendorf,
' ' MaT, 250 mt/nak. (AHN, Eppendorf, Sartorius) Sartorius)
N (—— Hakoneunuin 5500 mMin. 6e3 pinstpy AHN myTip AHN myTip MaT 1-5.5 ml, clear (Brand, Thermo
\ T MaT, 250 wt/nax. (Brand, Therma Finnpipette) Finnpipette)
Haxoneunukru 10 mxn. (XL/20 mrn.) 3 pinsTpom AHN R |
i 13 . 1- XL/20ul, clear
S: | T myTip FT. 1000 wt/nax. AHN myTip FT0.1-100 XL/20%
Hakoneunnxu 10 mxn. (XL/20 mka.) 3 bigssTpom ,
(5 - AHN myTip FT 0,1-10p XL/20pl, clear, sterile
- — crepuabii AHN miyTip FT, 1000 wT./nmak. yee e e
g | siwmses Hakoueunuxu 200 micn. 3 diawtpom AHN myTip FT, AHN myTip FT 1-200 pl, clear
1000 wrr./naw o -
Haxoneunuku 200 mMin. 3 pinbTpom crepuasHi AHN - ;
z - steril
9, 12650 myTip FT, 1000 . /na. AHN myTip FT 1-200 pl, clear, sterile
16 2200860 Haxoueuynnry 1000 mxn. 2 dpinpsrpor AHN myTip FT, AHN myTip FT 100-1000 pl, clear
1000 wrr./nax. B
B 11.| 220340 z::frul:?rm:ggg Uu?'rny’::ﬁ. ¥ SRR R AN AHN myTip PT 100-1000 pl, clear, sterile
12| mzran Haxoneusnii 200 micn. Ges pinetpy AHN myTip, 960 | o1y 1o T1-200 i, clear, reload
WT./wWwrar.
13 B Hakxoneunuxy 1000 min. 6e3 pinsTpy AHN myTip, AHN myTip T 100-1000 pl, clear, reload
i 480 wr./wrar.
14.{ 1-205c3R E;;ﬂ"eq"“m‘ 1250300 e glusray AN myTip, AHN myTip® RL 1250 pL, clear, reload
WT./ wrat.

) —

Jupextop TOB «MBA JIABC», Bnauenan Bosonumuporuy Kupuuewo/

Director MBA LABS LLC, Mr. Viadyslay Kyrychenko

R



