[Bnank komnaHii Awyp Tek. (XaHwxoy) Ko. N1Aa.]
CEPTUDIKAT AHAJI3Y

OnMnUC NPOAYKTY: MUNICTAH KOMBI HazanbHuil TecT
Ekcnpec-TecT ans BU3HaYeHHs aHTVreHa Bipycy COVID-19

Ta rpuny A/B
OATA
3AKIHYEHHA .
Koa HOMEP PO3MIP OATA TEPMIHY 3OBHILUHIA
NPOAOYKTY CEPII CEPII BUPOEHWULITBA MPUOATHOCTI BUrNAQ
MI-S33001 12407249 20000 wr. - 07.2024 06.2026 Bianosigae
BMMOram
PE3YIIbTATU BUMNPOBYBAHHS MPOAYKTY
BUIMNPOBYBAHHSA PE3YINbTATU BIANOBIOAHICTL BUMOTAM
MosutneHui apasok Ha COVID- ”
19, BUEOK SHAYSHIHS MNosuTueHWUA BIANOBIQAE
MosnTuBHUM 3pasok Ha COVID- »
19, Hinabld SHEYBHHS Mo3anTUBHUIA BIOANOBIOAE
Mo3nTUBHMIA 3pasok Ha MPUM A, i
BMeok! AHAUGHHS MosuTusHMi BIAMOBIOAE
Mo3uTuBKUiA 3pasok Ha TP A, .
UL SHEYEHHA MozuTusHMiA BIANOBIAAE
MosuTtusHWiA 3pasok Ha TP B, ,
BUCOKi 3HAYEHHS MosuTuBHMM BIANOBINAE
Mo3nTuBHWIA 3pasok Ha FPUN B, "
HU3LK SHAYBHHA MosuTneHMiA BIANOBIOAE
HerarusHhuii KOHTPONBHUIA 3pasok HeratusHwii BIONOBIQAE

BUPOBHULTBO NMPOOYKTY:

Y npoaykTi Ta nig 4Yac foro BUpobHULTBa He BUKOPUCTOBYIOTLCA OAHI PafioakTUBHI maTtepianu
Byas-akoro suay.

BuwlesasHaueHui MPOAYKT He MICTUTL BIpYyCiB, NPOMiKHNX NpoAYKTiB peakuii Bipycis i
MPOMIXHUX NpoayKTiB MeTabonismy Bipycis renatuty A, B, C ta D.

AKWO Uelt MpoaykT nocTaBnsioTs Yy HedpacosaHOMy BUrNAAI, KoMnaHis Alyp Tek. (XaHuxoy)

Ko. Ilta. (Assure Tech (Hangzhou) Co., Ltd.) He Hece xogHoi BiAnosiganbHocTi wogo
NPeTeHsii 3 NpuBoAY ynakosku Ta iHOpMaLii, o 3a3HaYaeTLCA Ha eTUKeTLi.

Wramn: /ALLYP TEK. (XAHYKOY) KO. nTA./

{idnuc! 14-08-2024

Mepeknag sipHuit (Mepeknanay MpegcrasHuuTea "Mini Xenckepe limiten" B YKpaiHi)

MN'y6apeus [iana IropisHa, aunnom marictpa KB Ne 46023211, Bu4aHuin 15.02.2014
(cneuianeHicTs “Mepeknan") narta 14.08.2024
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Jexnapanisi npo BianoBignicTs Ne 2 (Bep. 1)
Declaration of conformity No. 2 (ver 1)

Ha3pa Meau4HOro BUpPOOY /UISl JiaTHOCTHKH
in vitro:
Name of medical device for in vitro diagnostics:

BupobHuk:
Manufacturer:

YoBHOBaXKEHHH NPeACTABHUK B YKpaiHi:
Authorized representative in Ukraine:

Knacudikxamin 3rigno Texnigaoro peraaMenTty
IIO/I0 METUYHHUX BHPOOIB IS AIarHOCTHKH in
vitro, 3arBepmkenoro Ilocranosoio Kabinety
MinicTpiB Ykpainu Ne 754 Bin 2 sxosras 2013:

Classification according to Technical regulation on In
Vitro Diagnostic Medical Devices, approved by Decree of
Cabinet of Ministers of Ukraine Ne 754 on October 2, 2013:

Hpouexypa oniHku BixnoBigHocTi:
Conformity Assesment Procedure:

Homep ceprudikara nepeBipku npoexry:
Design-Examination Certificate number:

HpusHayenuii oprag 3 oiHKY BiNoOBiqHOCTI

Ta Horo igeHrudikaniiinui xom:
Conformity assesment body with its indentification number:

MIJIICTAH KOMBI Hazaabuuii Tect

Excnpec-tect Ay BusHaveHHs1 anTurena Bipycy COVID-19 ta
rpuny A/B (KOMILUTEKTYI049i HaBe/IEHO Y T0aTKY 1)

MILISTAN COMBI COVID-19 and Influenza A/B Antigen Nasal Test Kit
(components are listed in Annex 1)

Assure Tech (Hangzhou) Co., Ltd.

Building 4, No. 1418-50, Moganshan Road, Gongshu District, Hangzhou, 310011,
Zhejiang, P.R. China

Amyp Tek (Xanuxoy) Ko., JItn.

Bimniar 4, Ne 1418-50, Moranmian Poyn, I'orrnry JicTpikT,
Xanwkoy, 310011 Yskenzsta, Kurtaitcbka Hapoana Pecmy6mika

Tel: +86571-81022698

contact@diareagent.com

Mini Xesckepe Jimires

01032, Vkpaina, Kuis, I1leBuenkiBcekuii p-H, OyneBap T.I1lesuenka, bynunok 335,
BC5

office@mili.net.ua,

Temn.: +38044 4981334

Mili Healthcare Limited

BSS, 33B T.Shevchenko boulevard, Shevchenkivskyy distr., 01032 Kyiv, Ukraine
Tel.: 438044 4981334; E-mail: office @mili.net.ua

O Tepenik A, Jonatky 2 0O Tlepenix B, Jonatky 2
List Ain Annex 2 List B in Annex 2
JIJ15T CAMOKOHTPOIIO He BimHOCHTBCSA 10 TlepemiKy A abo
Self-testing B, He € BUpoOOM I CAMOKOHTPOIIO,

0 He JUIT ONiHKH XapaKTepHCTHK
Not applicable to list Aor B, not a
product for self-control, not for
performance evaluation

0O J171s1 OIIHKH XapaKTepHCTHK
For performance evaluation

Jonatox 3 nmo TexHIYHOTO peritaMeHTy IOA0 MEAUYHHX BHPOOIB Aid
JIIarHOCTHKH in Vitro, 3aTBepikeHoro nocraHoBoro Kabimery MinicTpis
Vxpaian Bij 02 skoBtHA 2013 Ne 754

Annex 3 according to the Technical Regulation on In Vitro Diagnostic Medical
Devices, approved by Decree of Cabinet of Ministers of Ukraine Ne 754 on October
2,2013

Ceprudikar nepesipku mpoekty Ne PP.400-21

Design-Examination Certificate No. PP.400-21

Tepmin aii CepTrdikar nepeBipku npoekTy 1o 24 nmucronana 2026 p.
Design-Examination Certificate is valid until: November 24, 2026

TOB «IMITPYB MEJIUKEJD» / IMPROVE MEDICAL LL.C

b
UA.TR.120

Assure Tech (Hangzhou) Co., Ltd neknapye BUKOHAHHS OCHOBHHX BHMOT IIOJI0 MEIWYHOIO BUPOOY AJS MIarHOCTHKH in vitro, srizHo Jomatky 1
TexHITHOTO pernaMeHTy IIOJ0 MeJWIHHX BHPOOIB IS AIarHOCTHKH in Vitro, 3aTBepmkeHoro Iloctanosoro Kabinery MinictpiB Vkpainu Ne 754
Bix 2 xxoBTHS 2013 /  Assure Tech (Hangzhou) Co., Ltd declares the fulfillment of basic requirements for medical devices for in vitro diagnostics,
according to Annex 1 of Technical regulatlon on In Vitro Diagnostic Medical Devices, approved by Decree of Cabinet of Ministers of Ukraine Ne

754 on October 2

Micue Bugagid M. XaH‘DKQ_Y

Place of issue: Hapgzhou P
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Hara minnucy: 25.11.2021

Date of signing:

/ Perionanpamit nupextop 3 mpoaax, Canai By

Hassa nocanu, I11b
Position, Full Name
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Hoaatok 1 g0 dekaapanii npo BixnoBignicts Ne 2 (Bep. 1)
Annex 1 to the Declaration of Conformity No. 2 ver 1

HaiiMeHYBaHHA TA ONHMC NPOAYKILil
YKpaiHCBK0I0 MOBOIO

HaiiMeHYBaHHA Ta ONHC NPOAYKIil
AHIJIIHCBKOK MOBOIO

Kommiekrtyrwui / Components

MI-S33001
MIJIIICTAH KOMBI nazaanHuii Tect

Excnpec-tect

JJisi  BH3HaAYEHHSI AaAHTHUI€Ha

Bipycy

COVID-19 Ta rpuny A/B:

Pyuxa juis 3a00py 3pasKy 3 TeCT-CMYKKOI

Meowunuii 6upi6 ona diasnocmuku in Vitro, o He 610HOCUIMbCA 00
nepeniky A abo B, € 6upobom 0na cCAMOKOHMPONIO, He € 8upoGOM Ol
oyinKy Xapakmepucmuk 32iono eumoe Texniunozo peanamenmy 14000
Meouunux eupobie Ona olaenocmuKy in Vitro, 3ameepoiceno2o
nocmanoeoio Kabinemy Minicmpie Yxpainu 6io 02 scoemma 2013
Ne 754

Bydep st exerpakmii

Meowunuti eupib ona diaenocmuxu in Vitro, wjo ne @ioHocumvca 0o
nepeniky A abo B, ne € 6upobom 01 CAMOKOHMPOTIO, He € GUupo6om
O0ns oyinku xapakmepucmuk 32iono eumoz Texniunozo peziamenmy
14000 Meduunux eupobie Ona diaznocmuky in Vitro, 3ameeporiceHo2o
nocmanoeoio Kabinemy Minicmpie Yrpainu 6i0 02 ocoemmna 2013
Ne 754

MI-S33001
MILISTAN COMBI COVID-19 and Influenza
A/B Antigen Nasal Test Kit:

Sample collection pen with test strip

Medical device for in vitro diagnostics that not applicable to
list A or B, a product for self-control, not for performance
evaluation in accordance with the requirements of the
Technical Regulations on In Vitro Diagnostic Medical
Devices, approved by Decree of Cabinet of Ministers of
Ukraine on October 2, 2013 Ne 754

Extraction buffer

Medical device for in vitro diagnostics that not applicable to
list Aor B, not a product for self-control, not for performance
evaluation in accordance with the requirements of the
Technical Regulations on In Vitro Diagnostic Medical
Devices, approved by Decree of Cabinet of Ministers of
Ukraine on October 2, 2013 Ne 754

Micue Bumagi: M. Xanqmt_’j_y
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Hara minnucy: 25.11.2021

Date of signing:

Perionanpamit nupektop 3 npogax, Canai By
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80104
JACTY EN ISO/EC 17021-1

10304
JICTY EN ISO/IEC 17065

TOB «MIPYB MEVKE»

MicueaHaxomKeHHs

HOPUAUYHOI 0CO6M:

Ykpaiha, 01042, m. Kuis,
6ynseap M. Mpuitmavenko, 1/27,
KimHata 506-4

MicueaHaxomkenHsa 00B:
Ykpaita, 04112, m. Kuis,
ByN. Pusbka 8-A, oth. 110

IMPROV:=

CEPTUODIKAT
[NEPEBIPKW MPOEKTY

(nyHKTH 6-8 [logatky 3 TexHI4HOrO pernameHTy LOAO MeANYHUX BMPOGIB, ANA AiarHOCTUKM in vitro,
3aTBep/pKeHoro noctaHosoto Kabinety MiHicTpis Vkpaitu Big 02.10.2013 Ne 754 (TP)

Bupo6Huk: Assure Tech. (Hangzhou) Co., Ltd.
Awyp Tek. (Xanuxoy) Ko., Jita.

Building 4, No. 1418-50, Moganshan Road, Gongshu
District, Hangzhou, 310011 Zhejiang, P.R.China

binaixr 4, Ne 1418-50, MoraHwat Poypa, FouHrwy [JicTpikT,
XaHwkoy, 310011 “xeussan, Kurailckka Hapopgua

Pecny6bnika
YnoBHOBaXKEHWiA Mini Xenckepe Jlimiteq
NnpeAcTaBHUK: Kuis, LLIeB4eHKiBCbKWiA p-H, Bynbeap T.LLIeyeHka, byauHok

33b, bC5, 01032, Ykpaina

Bupobu: MUTICTAH KOMBI HaszanbHuit TecT Ekcnpec-tect ans
BU3Ha4YeHHA aHTureHa sipycy COVID-19 Tta rpuny A/B
MILISTAN COMBI COVID-19 & Influenza A/B Antigen
Nasal Test Kit Kat.Ne MI-S33001

lpu3Hayenni opran 3 ouiHku BignosigHocTi TOBapUCTBO 3 06MEXEHOI0 BiAMOBiAANbHICTIO
«IMIMPYB ME[IWKES» (inextudbikauidnmii Homep Ne UA.TR.120) nigTeepaxye, LU0 NpoekT Ha
3a3HayeHi BUpoGM BiANOBiAae BUMoram TeXHIYHOTO pernameHTy LIOA0 MEAWYHUX BMPOGIB ANA
AiarHoCTMKM in vitro, 3aTBepAXeHOro NocTaHoBO KabiHety MiHicTpis Vkpaiwm Big 02.10.2013
Ne 754

MMigcraBa ana Bupavi:
3giT Ne PP.621/3-21 Bip, 23.11.2021;
PiweHHsa Ne PP.621/4-21 Big 24.11.2021.

Ceptudcpikat Ne PP.400-21

LiicHnit 3 24 nuctonapa 2021 p.

[HiicHnin fo 24 nuctonapa 2026 p.

Bupanua No 1. [lata peectpauii 24 nuctonaga 2021 p.
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