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AEKJIAPALIS ITPO BIAITOBIAHICTD Ne MG.DC16.UA-24 Bepcis 3

Meouunux eupobie: BumipioBaui aprepiajibHOr0 TUCKY aBTOMATHYHi €NEKTPOHHI, 32i0no nepeniky & Jodamky 1 do
Hexnapayii npo eionogionicme eumozam Texniunozo peznamenmy w000 meduunux 6upobie (axuii 3ameepoicenuil
Ilocmanosoio Kabinemy Minicmpis Ykpainu eio 02 ocosmun 2013 p. Ne 753).

Bupobnuk:
Haiimenysanns: Shenzhen AOJ Medical Technology Co., Ltd.
ensuwkenns EiiOQy/Inxeii Menixan Texnonomxi Ko., JIta.

ajpeca: Room 301&4F, Block A, Building A Jingfa Intelligent Manufacturing Park, Xiaweiyuan
Gushu Community, Xixiang Street Bao’an District 518126 Shenzhen
Pym 301&4®, bnok A, Binainr A Jhxinrdga Inrenimkent Many dpexuepinr [lapk, CaseroeH
I'yury Komm’roniri, Cicianr Crpit bao’an Hictpikr 518126 Illenpuwkens

KpaiHa: P.R. China
KHP

Ynoenosascenuit npedcmagnuk ¢ Yxpaini akozo e:

HaiimenyBanHa: TOBAPHUCTBO 3 OBMEXEHOIO BIATTOBIJIAJIBHICTIO « MEIOIKO T'JIOBAJI»
anpeca: odic 319, kopnye 1, 6ya. 2, Byn. [anikaxu, M. JIninpo, 49000

Kpaina: YkpaiHa

32i0n0 3 dogipenicmio ynogHosadiceno20 NpedcmasHuKa 6io eupobnuixa aid 25.03.2024.

[Ipoodyxyito cynposodorcye 3HaK 6iIONOGIOHOCIMI MEXHIUNUM PecnaMeHmam.

&
UA.TR.101

Bionogionicme 3aznauenux meduunux supobis sumozam Texniunozo peziamenmy uodo meduyHux eupobie 6yno oyineno
ma niomeepoxceno Ha nidcmaesi oyinKy Ma CXeanenis. PYHKYIOHYSAHHA KOMIIEKCHOI cucmemu Ynpasninus AKicmio 32i0H0
3 Jodamkom 3 3a eurniovenusm n.n. 8-11 0o Texniunozo peanamenmy uo0o meduunux eupobis. ma zaceioveno Opzarnom
3 oyinku gionogionocmi « VO «[1OJIITEXMEI»», akpedumosanum Hayionanenum azenmemeom 3 axpedumayii Ypainu,
amecmam Ne 10174, npusnauenum Minicmepcmeom exonomiku Yxpainu 3a idenmudbixayivinum nomepom UA.TR.101.
adpeca micyeznaxoocenns: eyn. . Mazenu, 10, m. Kuis, 01010, Vkpaina.

» Cepmucpixam npo @iOnogioHicme Meduunozo eupoby eumozam TexuiuHozo peznamenmy wjodo Meduynux Gupobis
M UA.101.MD.3.1096-24.01, mepminom 0ii gio 28.05.2024 p. 00 27.05.2029 p. oama erecenns smin 04.12.2024 p.

3a3znaveHi meguyHi BUpoOU BiANoBinaloTh BUMoraM TeXHIUHOIO pernamMeHTy o410 MeAHYHUX BUPoOiB (skuii
satBepkenuit [ToctanoBoto Kabinety MinicTpis Vipainu Bin 02 sxoBTHa 2013 p. Ne 753) HauioHallbHUX, €BPONEHCHKUX
T4 Mi>KHAPOJIHUX HOPMAaTHBHO-MPABOBUX aKTiB Ta cTaHAApTIB, ski HaBexeHi B JomaTky 2 no Jexnaparii npo
BiANOBiAHICTS.

Hexnapauito npo eionogionicms ckiadeno ¢io imeni ma nio eionosidanvuicms eupodnuuka: Shenzhen AOJ Medical
Technology Co., Ltd. located at Room 3018&4F, Block A, Building A Jingfa Intelligent Manufacturing Park, Xiaweiyuan
Gushu Community, Xixiang Street Bao’an District 518126 Shenzhen P.R.China / Illlenpuxens EROy]Dieit Menikan
Texnonomki Ko., JItn. wmwo posrawosane 3a agpecoro Pym 301&4®, Bnok A, Binpinr A Jixkinrda [nresnimpkent
Manydexuepinr [Mapk, Casetoen ['ymry Komm’toniri, Cicianr Crpit bao’an ictpikt 518126 Illenpuxens KHP

Hexnapayin npo gionogionicmo Oiticna ¢io 04.08.2025 p. 0o 27.05.2029 p.
Hesix’emnolo yacTunoio ganol [lexnapauii npo BianosinHicts € HactynHi JopaTku:

Hoparok 1 3 nepenikoM MeIuYHUX BUpPOOIB,
. . i@ . -1 AT & . .
Honarok 2 3 nepestikom HaliOHaIbHIX, €BPONCHCHKIX Ta MiKHApERHC HEMMATHBHO-IPABOBHX AKTiB Ta CTAHAPTIB.
3 )'

Jupexrop TOB « MEJIKO I'TTOBAJI» O.B. SAuyHcskuit



= TOB «MELIKO I'NOBAI», odvic 319, kopn. 1, 6ya. 2, Byn. Maxikaxu, M. JHinpo, 49000, YkpaiHa
med ! ko UA373510050000026002879186583 B AT "YKPCUBBAHK' M®O 351005, €APNQOY 44995674,

gIObali Ten. 0672978850, email: info@medikoglobal.com.ua
Hoparok 1 no Jleknapauii npo Bignosignicrs Ne MG.DC16.UA-24
Iepenik mexuaHHX BHPOOIB, 3arajibHOI0 KIBKICTIO 5 M03uwLiid.
Ne Ha3zea meanunoro BupoGy Ha3ga meauunoro pupoGy Knac meauunoro
YKPATHCHLKO10 MOBOIO AHIJIIIICbKOI0 MOBOI) BHpOOY
| Bumipropay apTepiajbHOTO THCKY aBTOMATHYHHMIA Blood pressure meter automatic la
" | enextponnuii Paramed Top electronic Paramed Top
2 BumiptoBau apTepiajlbHOr0 THCKY aBTOMaTH4YHHIHA Blood pressure meter automatic la
* | enexrponnuii Paramed Pro electronic Paramed Pro
3 BumipioBau apTepialbHOTO TUCKY aBTOMATHUHUI Blood pressure meter automatic Ila
" | enextponHuii Paramed Expert-X electronic Paramed Expert-X
4 Bumiproay apTepiajibHOro THCKY aBTOMaTHYHHIA Blood pressure meter automatic 1
" | enexrponnuii Paramed Indicator-X electronic Paramed Indicator-X A
5 BumiproBau apTepiajlbHOro THCKY aBTOMaTHUHHMIA Blood pressure meter automatic Ia
" | enektponnuii Paramed Flagman electronic Paramed Flagman

Hupexrop TOB « MEIIKO I'JIOBAJI» O.B. AuyHcbkuit




' mediko
global

TOB «MERIKO I'NTOBAI», odic 319, kopn. 1, 6ya. 2, Byn. Maxikaxu, M. [Hinpo, 49000, YkpaiHa
UA373510050000026002879186583 B AT "YKPCMBBAHK" MO 351005, €PMOY 44995674,
Ten. 0672978850, email: info@medikoglobal.com.ua

HonaTok 2 po Jdexaapanii npo Bignosignicts Ne MG.DC16.UA-24
Iepestik HauioHAILHHX, €BPONEICLKUX TA MIKHADOAHHX HOPMATHBHO-IPABOBHX AKTIB TA CTANJAPTIB.

Io3Hauenns rapmMoHi30BAHOTO €BpONEHCLKOro
CTaAHAAPTY

Hauionanbni cranaapty, siki € iTeHTHUHHMH €BpPONeiicbKUM
rapMOHI30BAHHMM CTAHAAPTAM

ISO 14971:2012
Medical devices. Application of risk management to
medical devices

JCTY ISO 14971:2015
Bupo6u Menmuni. HacranoBH o0 ynpasiiHHsa pU3HKOM
Bumoru (ISO 14971:2012, IDT)

1SO 15223-1:2021

Medical devices — Symbols to be used with information
to be supplied by the manufacturer

Part 1: General requirements

JACTY EN ISO 15223-1:2022

Bupobu meanyni. CumBony, 3acTOCOBAHI MijT Yac MapKyBaHius Ha
MEIMYHHX BUPOOAX, ETHKETKAX Ta B CyNPOBiAHiH nokymenTanii,
Yacruna 1. 3aransHi BUMOTH

Bumoru (EN I1SO 15223-1:2021, IDT; ISO 15223-1:2021, IDT)

1SO 20417:2021
Medical devices — Information to be supplied by the
manufacturer

JCTY EN ISO 20417:2022
Bupobu meauuni. Indopmanis, sxy Hanae BupoduuK
Bumoru (EN ISO 20417:2021, IDT; I1SO 20417:2021)

EN 60601-1:2006/A1:2013
Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance

JCTY EN 60601-1:2015

Bupobu meauuni enexrpuuni, Yacruua 1. 3arajibHi BAMOTH 010
6e3reK OCHOBHUX Ta POBOUMX XapakTepHCTHK

Bumoru (EN 60601-1:2006/A1:2013, IDT)

EN 60601-1-2:2015

Medical electrical equipment — Part 1-2: General
requirements for basic safety and essential performance
— Collateral Standard: Electromagnetic compatibility —
Requirements and tests

JCTY EN 60601-1-2:2015

Bupobu meauuni enckrpuuni. Yactuna 1-2. 3aranssi BAMOTH 11010
Oe3nexu Ta OCHOBHUX poDOYMX XapaKTepHCTHK, JloaaTKOBHH
cranpapt. EnexrpomarniTHa cymicHicTs, Bumoru ta sunpoGy BaHs.
Bumoru (EN 60601-1-2:2015, IDT)

EN 60601-1-11:2015

Medical electrical equipment

Part 1-11: General requirements for basic safety and
essential performance. Requirements for medical
electrical equipment and medical electrical systems used
in the home healthcare environment

JCTY EN 60601-1-11:2015

Bupobu meanuni enexrpuyni. Yacruna 1-11. 3aransni Bumory mono
Oesneky Ta OCHOBHUX PobOYMX XapakTepucTuk. JloJaTkosi BUMOTH 10
MEIM4HOrO ENeKTPHUHOrO 0Ba/iHAHHS Ta MEIMYHHUX CICKTPUUHHX
CHCTEM, MPU3HAYEHUX JUI HAJIAHHS MEIMYHOT IOTTOMOTH B IOMALLIHIX

YMOBaXx.
Bumoru (EN 60601-1-11:2015, IDT)

EN ISO 10993-1:2009

Biological evaluation of medical devices -

Part 1: Evaluation and testing within a risk management
process

JCTY EN ISO 10993-1:2015

Bionoriune ouinioBanus Meauunux supo6is. Yacruna 1. Ouiniosanus
Ta TECTYBAHHA B paMKax MPOLECY YIIPaB/IiHHA PHIHKAMH,

Bumoru (EN [SO 10993-1:2009, IDT)

EN ISO 10993-5:2009
Biological evaluation of medical devices - Part 5: Tests
for in vitro cytotoxicity

JACTY EN ISO 10993-5:2015

biosoriune ouiHwoBanHs MequuHUX BUpoGis, YacTuna 5,
BunpoOyBaHHs Ha LIMTOTOKCHYHICTS in vitro.

Bumoru (EN ISO 10993-5:2009, IDT)

EN ISO 10993-10:2023
Biological evaluation of medical devices - Part 10: Tests
for skin sensitization

JCTY EN ISO 10993-10:2022

Bionoriuxe ouinioBanns Meauunux Bupo6is. Yacruna 10,
BunpoOysanns na nojpasHenHs ta ceHeubinisaniio wikipu
Bumoru (EN ISO 10993-10:2013, IDT; ISO 10993-10:2010, [DT)

EN ISO 14155: 2020
Clinical investigation of medical devices for human
subjects — Good clinical practice

JICTY EN ISO 14155:2015

Kniniuni gocnimkenss menuanux Bupo6is 1 moneit. Hanemxna
KJiHiYHa NpaKTHKa

Bumoru (EN ISO 14155:2011 + EN ISO 14155:2011/Cor.1:2011, IDT)

EN 62304: 2006/A1:2015
Medical device software - Software life-cycle processes

JICTY EN 62304:2014

Ilporpamue 3abesneueHns MeauuHuX npuerpois. [pouecu smurresoro
LHKJTY [1POTPamMHOro 3abes3neueHHs

Bumoru (EN 62304:2006, IDT). 3i 3minoio 1:2019

ISO 81060-2:2018
Non-invasive sphygmomanometers - Part 2: Clinical
investigation of intermittent automated measurement type

JCTY EN ISO 81060-2:2019

HeinBasusHi cpirmomanomerpu. Hacruua 2. Kninivni gocnipxenns
MoJjeei 3 nepepuBuaCcTUM aBTOMATHYHHAM THIIOM BUMIpPIOBAHHS
Bumoru (EN ISO 81060-2:2014, IDT; ISO 81060-2:2013, IDT)

EN 62366-1:2015 /A1:2020

Medical devices - Part 1: Application of usability
engineering to

medical device

JCTY EN 62366-1:2019

Ipunann meauyni. Yactuxa 1. 3acTocyBaHHs iHKEHEPHUX TEXHOJIOTIH
10 MeIH4YHHX BHpOOiB

Bumoru (EN 62366-1:2015/A1:2020, IDT; IEC 62366-1:2015/

EN ISO13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes

A1:2020, IDT). 3mina Ne 1:2022

Hupexrop TOB « MEJIKO T'JIOBAJI»
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B Nonitexfilen

Oprau 3 ouinku signosigHocti «/lepxasne ykpaincoke o6’ ennanns « TOJITEXMEIy»
(OOB «[1YO «ITOJITEXME/»)
UA.TR. 101

r o [ L - o o
10 cepTUdiKaTy BinoBiqHOCTI
Ne UA.101.MD.3.1096-24.01

Hara peecrpauii 28.05.2024 p.

Hara BHecenns aminn ~ 04.12.2024 p.

Tepmin aii mo 27.05.2029 p.
Apkym 131

Bumiprosaui aprepiansHoro Tucky apromMatravHi enexrponsi Paramed

Knac I1a
Ne Hassa meamasoro Bupody Ha3zsa meanaHoro Bupody
AHIIIHCHKOI0 MOBOIO YKPAIHCHBKO0I0 MOBOIO
1. BumiproBau apTepiaibHOr0 TUCKY aBTOMATHYHMI

Blood pressure meter automatic electronic
Paramed Top

enexrponnuii Paramed Top

Blood pressure meter automatic electronic
Paramed Flagman

2. Blood pressure meter automatic electronic BumiproBay apTepiaibHOro THCKY aBTOMATHYHUHA
Paramed Pro enexrponnmii Paramed Pro

3. Blood pressure meter automatic electronic BrwmipioBay apTepiabHONO THCKY aBTOMATHYHUN
Paramed Expert-X enexrponuuid Paramed Expert-X

4. Blood pressure meter automatic electronic | Bumipiosay ApICPIAIBHOrD THRKY aBTOMATHYHHI
Paramed Indicator-X enekrponnuit Paramed Indicator-X

5. Bumiprosau aprepialbHOTO TUCKY aBTOMATHYHUMN

enexrpornuit Paramed Flagman

B.o. 'enepansHoro mupexropa
AYO JIOJITEXME/»
Kepisunk Oprany 3 ominkn BignosigHocri

M.
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