D. . OokymeHT: MHCTPYKLMA NO NPUMEHEHUIO Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-04-03 Oarta: 2021-7-15

DiaTrust

DiaTrust Medical Co., Ltd

3

UHCTPYKLUMA NO NPUMEHEHUIO

Crekno MNMokpoBHoOe
MoKanyncra, BHUMATENIbHO NPOYMUTANTE 3TY MHCTPYKLMIO Nepes,
MCMO/Ib30BAHNEM U NMPUMEHANTE NPaBUIbHO
1. Homep mogenu
Cm. 3TUKeTKy
2. HasHauyeHue
MoOKpOBHOE CTEKNO NpesHa3HauYeHo AN NOKPbITUA 06pasLa U 3aLLMTbl ero OT MeXaHWMYECKoro Bo34eNCcTBMA U BO34eNCTBUSA

OKpYy»KatoLel cpeabl.

3. CumBoOnbI
No. Cumson OnucaHwne No. Cumson OnucaHwne
; IVD MenuuvHckoe ycTpoicTeo Ans 8 ® MeauuyHCKoe nsnenve
AnarHocTuky in vitro 0HOPa30BOro UCNOb30BaHUs
O6patutech K MHCTPYKLUMK nepen,
2 j;i] 1cnonb3oBaHNeM 9 c € Ceptucpukauns CE
3 LOT Ko napTum 10 &I [Jata usrotosneHus
4 “ MpoussogunTens 11 Wcnonb3oBaTtb A0
. YNONHOMOYEHHbIN
5 I Xpynkui 12 E npeacraesutens B EBpone
\\‘// H - ".'.
6 I € Aonyckartk nonajaxns 13 He ponyckaTb nonagaHus Boabl
’/.\l\ COINHEYHOoro ceeTa Aoy A A
7 A BHumaHune

4. Ytunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN ONACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL Ha pe3ynbTaTbl ,CI,MBFHOCTVIKY!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ WeIIkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTa Bbinycka:15.07.2021
Bepcusa A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



. o JokyMeHT: UHCTPYKLMA NO NPUMEHEHUIO Bepcus: A0
DIqTrU"t Ne nokymenTa: DT/CE-03-03 OaTa:2021-7-15
DiaTrust
DiaTrust Medical Co., Ltd UHCTPYKUMA NO NPUMEHEHUIO
C € Crtekno lNpepmeTHoe

MoxanyicTa, BHUMATENBHO NPOYUTAINTE BTY MHCTPYKLMIO Nepes

MCMONb30BaHNEM W NPUMEHSIATE NpaBUIbHO
1. Homep moaenu

CmMm. aTuKeTKy
2. Ha3sHauyeHue
MpenmeTHOE CTekNO NpeaHasHayeHo Ans cbopa, XpaHeHUs M TpaHCMOPTUPOBKM obpasLia unv Maska.

3. CumBonbl

No. Symbol No. Symbol Explain

] IVD MeauumHckoe yCTpoACTBO AN 8 MeauumHckoe usaenue
AnarHocTuku in vitro O[lHOPA30BOro UCMOMbL30BaHUA
O6patutech kK MHCTPYKLUW Nepen

2 j}l] UCMONb30BaHNEM 9 C € Cepudpukaums CE

3 LOT Koa naptun 10 [NaTa nsrotosnenus

Wcnonb3oBatb oo

YNONHOMOYEHHBIN
npeacraeutens B EBpone

Hse

Xpynkuii 12

4 “ MponssoauTens 11

6 /7 =, He gonyckaTb nonagaHusi 1
/.'L\ COJTHEYHOrO cBeTa

MeanuuHckoe nsgenuve He
! L\ "
noagepranocb Npoueccy cTepunusaumm
4. Ytmnunsaums

YTUAu3unpyiTe nsgenme B COOTBETCTBUM C NPABUNAMMN MELAULIMHCKOTO YYPEKAEHUA NN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpatleHusa ¢ BMoNOrMYECcKM ONacHbIMU MaTepuranamm.

A BHumaHMe!

¢ TonbKo ANA NPOGECcCUOHANbHOMO UCMONb30BaHUA

He ponyckaTtb nonagaHusi Bogbl

BHumaHune

>4

e [loBTOpHOE MCNONb30BaHNE MOXKET NOBAUATbL Ha pe3yabTaTbl p.VIaFHOCTVIKy!
e byabTe NnpeaenbHO BHMMATENbHbI BO Bpems paﬁOTbI, YTOObI M36EXKATb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 3a Me,L'J,VILI,VIHCKOﬁ NOMOLUbHO.

I DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel.: +86 025-52733215 Fax: +86 025-52733215 Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:15.07.2021
Bepcus. A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . OokymeHT: MHCTPYKUMA NO NPUMEHEHUIO Bepcus: A/0
1 QTrUSt Ne nokymeHTa: DT/CE-11-03 HOara:2021-8-25

DiaTrust

DiaTrust Medical Co., Ltd
C€ UHCTPYKLMA NO NPUMEHEHUIO

KacceTta Nmcronornyeckas
MoxanyncTa, BHUMaTENbHO NPoYUTaNTE 3TY NHCTPYKLMIO Nepes
NCNONb30BaHNEM 1 MPUMEHSNTE MPaBUIIbHO

1. Homep mogenu

CM. 3TUKETKY

2. HasHauyeHue
KacceTa ructonornyeckas npegHasHayeHa 419 NPOBOAKM U XPaHEHUA KAMHNYECKUX 00pasLL0B TKAHEN.

3. CumBonbl
No. Cumson OnucaHne No. Cumson OnucaHue
1 |VD Me.ElMLI.VIHCKOG_l VCTDOWCTBO ansa 8 ® MepguuuHckoe nspenvne
AnarHocTuky in vitro 0OHOPa30BOro MCMoMb30BaHUs
O6paTtutech kK MHCTPYKUUK nepeg
2 j;i] MCronb3oBaH1eMm 9 c € Ceprupukauns CE
3 LOT Koa napTum 10 &I [Jata nsrotosnexus
4 “ Mponssogutens 11 Wcnonb3oBaTb Ao
. YNONHOMOYEHHbIN
S I Xpynkui 12 E npeacraeutens B EBpone
\\‘// H [ ".’-
6 I € Aonyckatk nonajaxns 13 He ponyckaTb nonagaHusi Boabl
//.\l\ CONHeYHoro ceeTa Aoy a A
7 A BHumaHuve

4. Ytnnmnsauma
YTUnusupyinTe nsgenve B COOTBETCTBUN C NPaBUIAMU MEANLNHCKOTO YYPEXKAEHMA AN FTOCYAAPCTBEHHBIMWU U MECTHBIMMU
npasuaamu obpalleHma ¢ 6UONOrMYECcKM ONaCHBIMW MaTepUanamum.

A BHuMaHMe!

e TonbKo gna I'IpOd)ECCVIOHaJ'IbHOFO MnCcnonb3oBaHUA
e [loBTOPHOE MCMONb30BaHME MOXKET NOBAUATL HA pe3ynbTaTbl ,D,MaFHOCTMKy!

e byabTe NnpeaenbHO BHMMaTE/IbHbI BO Bpema pa60TbI, YTOObI M36EXKaTb BO3MOMKHbIX TpasMm. B cayyae nonyyeHuna Tpasmbl

HemegeHHO 06paTUTECh 33 MEANLMHCKOM NMOMOLLBHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

| EC |REP]

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTta Bbinycka:25.08.2021
Bepcua. A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D, T to JokymMeHT: UHCTPYKLMA NO NPUMEHEHUIO Bepcus: A/0
1airus Ne nokymeHTa: DT/CE-10-03 HaTa:2021-8-25

DiaTrust

DiaTrust Medical Co., Ltd

C€ MHCTPYKUMSA NO NPUMEHEHUIO

MukpoTomMHOe nesBue
MoxanyncTa, BHUMaTENbHO NPoYMTanTe 3Ty MHCTPYKLMIO nepen,
NUCnonb30BaHNEM 1 NPUMEHSNTE NpaBUNbHO
1. Homep mopgenu
MB03-0515,MB03-0616,HS300-000,HS400-000.
2. HasHaueHue
MwukpoToMHOE nesBue npegHasHaveHo Ans YCTaHOBKM B MUKPOTOM UMW PYKOSITKY ANSt pa3pe3aHnst MUKPOTOHKUX CPe30B TKaHU BO

BpeMsi AMarHoCTMYeCKON npouenyps! in vitro.

3. CumBonbl
No. CumBon OnucaHne No. CumBon OnucaHne
1 |VD MeﬂVlLlVIHCKO? yCTDOVICTBO ana 8 ® MeauuuHckoe usgenve
AnarHocTuku in vitro OAHOPAa30BOro NCNOSb30BaHUSA
ObpaTtutech K MHCTPYKUMK Nepes
2 j;i] MCMNonb30BaHUEM 9 C € Ceptudcpukauns CE
3 LOT Kog napTum 10 &I [aTa nsrotosnexus
4 “ MpoussoguTens 11 Wcnonb3oBaTtb Ao
. YNONHOMOYEHHBIN
5 I Xpynkuit 12 @ npeacraeutens B EBpone
Qo Ry
= He gonyckatb nonagaHus 1 H
‘T e JonyckaTb nonagaHus Boabl
6 //.\l\ COJTHEYHOrO CBeTa 3 Aony A A
7 A BHumaHue

4. Ytunusaums
YTUnusunpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM

npasuniamu O6paLLI,EHVIH ¢ 6BuonorMyeckn onacHbIMm mMaTepunanamu.

A BHunmaHwMe!

e TonbKo gna I'IpOd)ECCVIOHaJ'IbHOFO MnCcnonb3oBaHUA
e [loBTOPHOE MCMONb30BaHME MOXKET NOBAUATL HA pe3ynbTaTbl ,D,MaFHOCTMKy!
e byabTe NnpeaenbHO BHMMaTE/IbHbI BO Bpema pa60TbI, YTOObI M36EXKaTb BO3MOMKHbIX TpasMm. B cayyae nonyyeHuna Tpasmbl

HemegeHHO 06paTUTECh 33 MEANLMHCKOM NMOMOLLBHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

| EC |REP]

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTta Bbinycka:25.08.2021
Bepcua. A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



DiaTrust

HokymeHT: UHCTpYyKUMS NO NPUMEHEHUI0

Bepcus: A/0

Ne nokymeHTa: DT/CE-20-03-02-04

Hara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

3

1. Homep mopenu

. EC00-200

2. HasHaueH

ue

MHCTPYKUMSA NO NPUMEHEHUIO

lNy6ka gnsa 6uoncumn

HomanyﬁCTa, BHMMATEIIbHO ﬂpOHMTaVITe 3Ty MHCTPYKUMIO nepen
Mncnosib3oBaHNEM n ﬂpMMeHHVITe npaBuiibHO

'ybka gns 6uoncmu npeaHa3HayveHa Anst UCNonb30BaHUA C FTMCTONOMMYECKUMI KacceTam npu o6paboTtke Guoncun n HebonbLUnX

O6p83LI,OB, YTO NoMoraeT n3bexaTtb notepu HebonbLLMX dparMeHTOB TKaHW.

3. CumBonbl

No. CumBon OnucaHne No. CumBon OnucaHne
1 |VD MeﬂVlLlVIHCKO? yCTDOVICTBO ana 8 ® MeauuuHckoe usgenve
AnarHocTuku in vitro OAHOPAa30BOro NCNOSb30BaHUSA
ObpaTtutech K MHCTPYKUMK Nepes
2 j;i] MCMNonb30BaHUEM 9 C € Ceptudcpukauns CE
3 LOT Kog napTum 10 &I [aTa nsrotosnexus
4 “ MpoussoguTens 11 Wcnonb3oBaTtb Ao
. YNONHOMOYEHHBIN
5 I Xpynkuit 12 @ npeacraeutens B EBpone
Mz ity
= He gonyckatb nonagaHus 1 H
‘T e JonyckaTb nonagaHus Boabl
6 //.\l\ COJTHEYHOrO CBeTa 3 Aony A A
7 A BHumaHue

4. Ytunusaums
YTUnusunpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamu obpalleHma ¢ BUONOrMYECKM ONACHBIMU MaTepuanamm.

A BHunmaHwMe!

e TonbKo gna I'IpOd)ECCVIOHaJ'IbHOFO MnCcnonb3oBaHUA

e [loBTOPHOE MCMONb30BaHME MOXKET NOBAUATL HA pe3ynbTaTbl ,D,MaFHOCTMKy!

I DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Web site: www.diatrust.cn

| EC |REP]

Wellkang Ltd

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru

Fax: +86 025-52733215

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.11.2021
Bepcus. A/O



[AokymeHT: UHCTPYKUUSA NO NPUMEHEeHNIo Bepcusa: A/0

DBiaTrust Ne nokymeHTa: DT/CE-18-03 Rara:2021-9-25

DiaTrust

DiaTrust Medical Co., Ltd
C € MHCprKLWIFI no NPpUMEHEeHU

JlabopaTopHbIN KOHTENHEP
MoxanyncTa, BHUMaTENbHO NPoYUTaNTE 3TY NHCTPYKLMIO Nepes
NCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO

1. Homep mogenu
CM. 3TUKETKY

2. HasHauyeHune
NabopaTopHbI KOHTEVHEP NPpeAHa3HayveH A5 UCNOMb30BaHUS B Ka4eCcTBe CreumanvM3npoBaHHOro cocyaa Ans XpaHeHus
nabopaTopHbIx cybcTaHummn, Guonormyecknx o6pasLoBs 1 Apyrmx matepvanos.

3. CumBonbl

No. CumBon OnucaHue No. Cvmson OnucaHwue
MeZanumnHCKoe yCTpoCTBO ANnn c
! IVD ANArHOCTUKM in vitro 8 Ceptudukaumn CE
O6paTnTech K MHCTPYKLUKN Nepes,
2 9 [aTta nsrotosneHua
MCMOJ/Ib30BaHMEM
3 LOT Kog naptum 10 E WUcnonb3osatb A0
YNO/IHOMOYEHHbIN
4 “ MpoussoauTens 11 EC
npencrasutens B EBpone
5 I XpynKkui 12 He ponyckatb nonagaHua Boapl
b He gonyckaTb nonagaHus
6 ,/,L\ 13 BHMMmaHMe
s CO/IHEYHOrO CBeTa

4. YTunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN OMACHBIMU MATepUaiamu.

A BHUMaHMe!

¢ To/bKO 418 NPOPECCMOHaNbHOIO UCNO/b30BaHMA
e byabTe npeaesbHO BHUMaTE/bHbI BO BpeMA paboTbl, 4TOObI M36eKaTb BO3MOMKHbIX TPaBM. B ciiyyae nosyyeHus Tpasmbl

Hemea/1IeHHO 06paTMTECh 32 MEANLMHCKOM NOMOLLbIO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

-E Wellkang Ltd
EC
Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka: 25 CeHTabpa,2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . OokymeHT: MHCTPYKLMA NO NPUMEHEHUI0 Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-05-03-01 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd
C€ UHCTpyKUuMs No npuMeHeHUto

Kpuonpobupku CryoMo
MoxanyncTa, BHUMaTENbHO NPoYUTaNTE 3TY NHCTPYKLMIO Nepes
NCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO

1. Homep mopenu
Cm. 3TUKeTKY.

2. HasHaueHue
Kpronpobupkn CryoMo npeaHasHayveHbl Anst KPMOKOHCEPBaLUMW, XPaHEHWS U NMOCNeayoLLEero n3sneyeHms uonormyeckmx obpaswuos.

3. CumBoOnbI

No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeauunHCcKoe yCTPoMCTBO ANnn 3 ® MegauumHcKkoe nsagenve
LANArHOCTUKM in vitro OAHOKPATHOro NPUMeHeHUA
ObpaTtmTech K MHCTPYKLUK Nepes
2 j;i] 9 c € Ceptuomkauns CE
MCMNOJIb30BaHMEM
3 LOT Kog naptum 10 &I [aTa usrotosneHua
4 “ Npoussoautens 11 g Mcnonb3osaTb 40
YNO/IHOMOYEHHbIN
5 Xpynkui 12 EC
I npeacTaButens B EBpone
e H
6 ZK € AonyckaTb NonafaHna 13 He ponyckaTb nonagaHus BoAb
O CO/THEYHOrO cBeTa

14 BHumaHune

He ctepnnbHOe meanuUMHCKOE é

B>

nsgenue

4. Ytunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN ONACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL Ha pe3ynbTaTbl ,CI,MBFHOCTVIKY!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.07.2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . OokymeHT: MHCTPYKLMA NO NPUMEHEHUI0 Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-05-03 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd
C€ UHCTpyKuMs no npumeHeHUto

Kpuonpobupku CryoTrust
MoxanyncTa, BHUMaTENbHO NPoOYUTaNTE 3TY NHCTPYKLMIO Nepes
MCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO

1. Homep mogenu
CM. 3TUKETKY.

2. Ha3HaueHue
Kpnonpobupkn CryoTrust npefHasHaveH A5is KPUOKOHCEPBALIMU, XPaHEHUSI U MOCNEYIOLLEro N3BnedYeHnst bruonornyecknx oopasLoB.

3. CumBonbl

No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MegaununHcKoe ycTpoiicTBo AnA 3 ® MegauumHcKkoe nsagenve
LANArHOCTUKM in vitro OAHOKPATHOro NPUMeHeHUA
O6paTnTech K MHCTPYKLUKN Nepes,
2 j;i] 9 c € Ceptuomkauns CE
MCNONb30BaHUEM
3 LOT Kog naptum 10 &I [aTa usrotosneHua
4 “ Npoussoautens 11 g Mcnonb3osaTb 40
YNO/AHOMOYEHHbIN
5 XpynKkui 12 EC
I npeactasutens B EBpone
S H
6 ZK € AonyckaTb NonafaHna 13 ?‘ He ponyckaTb nonagaHus BoAb
O CO/THEYHOrO cBeTa
He ctepnnbHOe meanuUMHCKOE
7 @1 14 BHMMaHMe
usgenue

4. Ytunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN ONACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL Ha pe3ynbTaTbl ,CI,MBFHOCTVIKY!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.07.2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . OokymeHT: MHCTPYKLMA NO NPUMEHEHUI0 Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-05-03-02 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd
C€ UHCTpyKuMs no npumeHeHUto

Kpuonpobupku CryoTrust
MoxanyncTa, BHUMaTENbHO NPoOYUTaNTE 3TY NHCTPYKLMIO Nepes
MCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO

1. Homep mogenu
CM. 3TUKETKYy.

2. Ha3HaueHue
Kpnonpobupkn CryoTrust npegHa3HaveHbl AN KPUMOKOHCEPBALMW, XpaHEHNS 1 NOCIeayoLEero u3snevyeHms bruonormyecknx obpasuos.

3. CumBonbIl

No. Cumson OnucaHue No. Cumson OnucaHune

1 IVD MeauunHCcKoe yCTPoMCTBO ANnn 3 ® MegauumHcKkoe nsagenve
LANArHOCTUKM in vitro OAHOKPATHOro NPUMeHeHUA
ObpaTtmTech K MHCTPYKLUK Nepes

2 j;i] 9 c € Ceptuomkauns CE
MCMO/Ib30BaHNEM

3 LOT Kog naptum 10 [aTa usrotosneHua

Npoussoautens 11 Ucnonb3osaTtb 40

YNO/AHOMOYEHHbIN
Xpynkui 12 EC
npeacrasutens B EBpone

Bl 3

\C

e
6 AN He ponyckate nonagawua 13 ?‘ He ponyckaTb nonagaHus BoAb
- CONHEYHOrO CBeTa
MeaMLMHCKOe u3fenue, npolesuee
7 STERILE 14 BHMMaHue
npovecc cTepunnsaLmm

4. Ytunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN ONACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL Ha pe3ynbTaTbl ,CI,MBFHOCTVIKY!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.07.2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . OokymeHT: MHCTPYKLMA NO NPUMEHEHUI0 Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-05-03-01 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd
C€ UHCTpyKuMs no npumeHeHUto

Kpnonpo6upku MoleSOL
MoxanyncTa, BHUMaTENbHO NPoYUTaNTE 3TY NHCTPYKLMIO Nepes
NCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO

1. Homep mogenu
CMm. 3TMKETKy.

2. HasHaueHue

Kpuonpo6upku MoleSOL npeaHasHayeHbl 4N KPUOKOHCEPBaLMM, XpaHEeHUs 1 MOCNEeayHOLLEro 13BnevyeHns G1uonornyecknx obpasLos.

3. Cumsonbl
No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeauunHCcKoe yCTPoMCTBO ANnn 3 ® MegauumHcKkoe nsagenve
LANArHOCTUKM in vitro OAHOKPATHOro NPUMeHeHUA
ObpaTtmTech K MHCTPYKLUK Nepes
2 j;i] 9 c € Ceptuomkauns CE
MCNONb30BaHUEM
3 LOT Kog naptum 10 &I [aTa usrotosneHua
4 “ Npoussoautens 11 g Mcnonb3osaTb 40
YNO/IHOMOYEHHbIN
5 Xpynkui 12 EC
I npeactasutens B EBpone
e H
6 ZK € AonyckaTb NonafaHna 13 ?‘ He ponyckaTb nonagaHus BoAb
O CO/THEYHOrO cBeTa
He ctepnnbHOe meanuUMHCKOE
7 @1 14 BHMMaHMe
usgenue

4. Ytunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN ONACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL Ha pe3ynbTaTbl ,CI,MBFHOCTVIKY!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.07.2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . DokymeHT: MHCTPYKUMA NO NPUMEHEHUI0 Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-19-03 DaTa:2021-9-25

DiaTrust

DiaTrust Medical Co., Ltd
C€ WHCTPYKLMA NO NPUMEHEHWIO

MeTna mukpobuonormyeckas
Moxanyncra, BHUMaTENbHO NPOYNTanTe 3Ty MHCTPYKLUMIO Nepes
ncnosrnb3oBaHnem n I'IpVIMeHFlI7ITe npaBuIiibHO

1. Homep mopgenu
CM. 3TUKETKY.
2. HasHauyeHue
MeTnst Mmukpobuonornyeckas NnpegHasHayeHa ans nepeHoca U pacnpocTpaHeH!s MHOKYNATa B KynbTyparnbHyo cpeay Ans

AnarHoctuyeckoi 06paboTku Unmn TeCcTMpoBaHKs in vitro.

3. CumBonbl
No. Cumson OnucaHune No. Cumson OnucaHune
1 IVD MeZanUunHCKOoe YyCTPOICTBO ANA 3 ® MegnumHcKoe nsgenve
[OMarHOCTUKM in vitro OAHOKPATHOro NPUMeHeHUA

O6paTtUTech K MHCTPYKLMMK Nepes,
P ad P Ceptndmkaums CE

N
m

MCNONb30BaHNEM
3 LOT Koa naptum 10 &I [JaTa usrotosneHua
4 “ Mpoussoautens 11 g Mcnonb3osaTb 40

. YNOAHOMOYEHHbIN
npeacrtasutens B Espone
e H g
6 //_.IT € Aonyckare nonaAaxuna 13 ‘T He ponyckaTb nonagaHua soabl
O CONHEYHOoro ceeTa

He cTepuabHOe MeanLMHCKoe
7 @1 14 BHumaHue

nsgenve

4. Ytunusaums
YTUnusunpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULUHCKOIO YYPEXKAEHUA UAN FOCYAAaPCTBEHHBIMU U MECTHLIMM
npasuaamu obpalleHma ¢ BUONOrMYECKM ONACHBIMU MaTepuanamm.

A BHumaHme!

e To/bKO 4/1 NPOPECCMOHAIbHOIO UCMNO/b30BaHMA

¢ [lOBTOPHOE MUCMONb30BAHME MOXKET MOB/UATL HA PE3YNbTATbl 4UATHOCTUKY !

e byabTe NpefenbHO BHUMaTE/IbHbI BO BpeMsA paboTbl, UTOObI M36eKaTb BOSMOXKHbIX TPaBM. B ciiyyae nonyyeHus Tpasmbl
Hemea/IeHHO 06paTUTECH 33 MEAMLMHCKON NOMOLLLIO.

I DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.09.2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



[dokymeHT: UHCTPYKUMA NO NPUMEHEHUIO Bepcusa: A/0

DBiaTrust Ne nokymeHTa: DT/CE-13-03 Nara:2021-8-25

DiaTrust

DiaTrust Medical Co., Ltd MHCprKLIVIFI Mo NPUMEHEHUIO

C € Depxatenb cTékon
Moxanyncra, BHUMaTENbHO NpoYnTanTe 3Ty MHCTPYKUMIO Nepeq
ncnonb3oBaHnNem un ﬂpVIMeHFIVITe npaBuiibHO

1. Homep moaenu
SR88-0112,SR88-0124,5R89-0112,5J01,5J02,5J03,5SR07,5J07,5R04,5J04,SR05,5J05,5R06,5J06,5P20-0100,5P20-0200,5P20-0300,
SP20-0400,55112,55103,55010,55020.

2. HasHaueHune

[epxaresib CTEKON — 3TO YCTPOMCTBO, MCMONb3YEMOE A1 YAEPKaHMA CTEKNa BO BPEMSA MOATOTOBKM, OKPALWMBAHUA U1

TPaHCNOPTUPOBKMU.
3. CumBonbl
No. Cumson OnucaHue No. Cumson OnucaHune
1 C € Ceptudmrauma CE 7 Kog naptum
O6paTnTech K MHCTPYKLUUK Nepes,
2 [:E:I 8 [aTa n3rotosneHunA

Mcno/sib3oBaHNem

Mcnonb3osaTtb Ao

3 “ Mpoussoautens 9

YNONIHOMOYEHHbIN

4 10
@ npeacrasutesnb B EBpone

He gonyckaTtb nonagaHua Boapl

> a5 |8

5 I XpynKkui 11 BHMMaHue
|
6 >/\.<\ He monyckaTtb nonagaHus
" COJTHEYHOTO CBeTa

4. YTunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN OMACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

¢ byabTe npeaesbHO BHUMATEbHbI BO BpeMSA paboTbl, YTOObI N36€eXKaTb BO3SMOMKHbIX TPaBM. B ciyyae nonyyeHus Tpasmol
Hemea/1IeHHO 06paTMTECh 32 MEANLMHCKOM NOMOLLbIO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

E Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTta Bbinycka: 25 Asrycrta, 2021
Bepcua A/0

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



DiaTrust

HOKYMeHT: MHCTp)’KLIVIiI no NpUMeHeHunro

Bepcus: A/0

Ne nokymeHTa: DT/CE-14-03

Darta:2021-9-25

DiaTrust

DiaTrust Medical Co., Ltd

3

1. Homep mogenu

CM. 9TUKeTKY

2. Ha3HaueHue

Yawka MeTpu npegHasHayeHa gna nccaenoBaHMAa MUKPOOPraHM3MOB M KNETOYHbIX KYAbTyp.

MHCTPYKUMSA NO NPUMEHEHUIO

Yawka MNeTpu

|_|O)KaJ'IyI7ICTa, BHUMaATEJIbHO HpO‘-IMTaVITe 3Ty UHCTPYKUUIO nepen

MCNosfib3oBaHNEM U ﬂpMMeHﬂVITe npaBuiibHO

3. Symbols
No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MezununHcKoe yCTpoicTBo ANA 3 ® MeauunHckoe nsgenne
AMNArHOCTUKM in vitro OAHOKPATHOro NpUMeHeHuA
O6paTnTech K MHCTPYKLUKN Nepes,
2 j;i] 9 c E Ceptndmkaums CE
MCMNOJ/Ib30BaHMEM
3 LOT Kog naptum 10 &I [aTa usrotosnexua
4 “ Mpoussoautens 11 g Mcnonb3osatb 40
YNOAHOMOYEHHbIN
5 Xpynkui 12 EC
I Py npeactasutens B EBpone
e g
6 j/\lt He ponyckats nonaganmsa 13 T He gonyckaTb nonagaHusa Bogpl
O COJIHEYHOrOo CBeTa
He cTepunbHoe meauumHcKoe
7 @i 14 BHMMaHMe
usgenve

4. YTnnmnsauma
YTUnusupyinTe nsgenne 8 COOTBETCTBUM C NPABUNAMMN MEAULIUHCKOTO YUPEKAEHUA NN FOCY[APCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns c 6GUONOrMYECcKN ONACHBIMW MaTepUaiamu.

A\

| EC [REP|

BHUMaHMe!

e TonbKo gna I'IpOd)eCCMOHalleOI'O MCNON1b30BaHUA

¢ [lOBTOpPHOE UCMOABb30BaHME MOXKET MOBAMUATL HA PE3YNbTaTbl 4UArHOCTMKY!
e byabTe NpeaesnbHO BHUMaTE/bHbI BO BpeMA paboTbl, 4TOObI M36eKaTb BO3MOMKHbIX TPaBM. B ciiyyae nosyyeHus Tpasmbl

Hemea/1IeHHO 06paTMUTECh 32 MEANLMHCKOM NOMOLLbIO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK
[aTa Bbinycka:25.09.2021

Bepcusa A/O




o ® [JokymeHT: UHCTPYKLMA MO NPUMMEHEeHUro ]
DiaTrust HakoHe4HWKN NSt NMNeTouHBIX fosatopos | BePcua: Al0
Ne nokymeHTa: DT/CE-01-03 OaTta:2021-6-15
DiaTrust
DiaTrust Medical Co., Ltd
CE€ UHCTPYKUMA NO NPUMMEHEeHUIo

HakoHe4YHUKM onsa nMneToYHbIX A03aTopoB

MoxanyncTa, BHAMATENbHO NPOYUTANTE 3TY MHCTPYKLMIO Nepes
ncnonb3oBaHnem un I'IpVIMeHHVITe npasuiibHO

1. Homep moaenu
HakoHeuHunku Supaliq : PTO1, PTO2, PTO4, PTO5, PTO7, PTO8, PTO9, PT11, PT12, PT13, PT14, PT15, PT16, PT17,PT18, PT20, PT22, PT26
HakoHeuHuKu ¢ punbTpom Supaliq : FT41, FT42, FT48, FT49, FT43, FT44, FT46, FT47
HakoHeuHunkun MoleTek : FT10, FT11, FT12, FT13, FT14, FT16, FT17, FT18, FT20, FT21, FT22, FT23, FT24, FT26, FT27, FT28, FT19, FT29
HakoHeuHukn ¢ dpunbTpom MoleTek : FT50, FT51, FT52, FT53, FT54, FT56, FT57, FT58, FT59, FT60, FT61, FT62, FT63, FT64, FT66, FT67, FT68, FT69
2. HasHaueHue
HaKoHe4YHUKn ONA NMNETOYHbIX 403aTOPOB BbIMNO/IHEHHbIE B BUAE 3a0CTPEHHOIO UIMANHAPNYECKOro HaKOHEeYHUKa, KOTOpr[/‘I npuKpennaeTca K

[03UpYIOLWEMY OTBEPCTMIO NMUMETKMU UM L03aTOPa U OTKYAa OTOMpaeTca HeobXoAMMbI 06bEM KUAKOCTU ANA LOCTAaBKM B LLe/IeBYI0 EMKOCTb.

3. CumBonbl
No. Cumson OnucaHue No. Cumson OnucaHue
| MeauumMHCKoe yCTPOUCTBO Ans 7 MeauumnHcKoe nsaenne o4HOPa3oBoro
ANArHOCTUKM in vitro MCMNOAb30BaHMA
ObpaTnTeCh K MHCTPYKUMKU Nepeas,
2 8 c € Ceptuoukauyus CE
MCMNONb30BaHNEM
Ko naptum 9 g Mcnonb3oBatb A0

YNOAHOMOYEHHbI
Mpoussoautesnb 10 E

npeacrasuTenb 8 EBpone

XpynKMVI 11 He ponyckatb nonagaHua Boabl

el AEN=NE

BHumaHune 12 {o} He cTepuabHOe meanumMHCKoOe nsgenve

'STERILE'

4. Ytmnunsaums
YTUnusunpyinte nspenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamm obpalleHusa ¢ BMoNOrMYECcKM ONAaCHbIMU MaTepuanamu.

BHumaHue!: Tonbko ana I'IpOCbECCVIOHaﬂbHOI'O Mcnonb3oBaHUA
[oBTOpHOE MCNONb30BaHNE MOXET NOBANATL Ha Pe3ybTaTbl Ll,VIaI'HOCTVIKy!

DiaTust Medical Co., Ltd

E P>

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel.: 486 025-52733215

Fax: +86 025-52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland, UK

[aTta Bbinycka: 15 UioHA,2021
Bepcua A/0

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



. ® NoKyMeHT: MHCTPYKLMSI N0 MPUMEHEHMUIO _
DIdTrUSt HaKoHeUHMKW ANs NUNETOYHbIX go3atopos | BePcua: A/

Ne nokymeHTa: DT/CE-01-03-01 OaTta:2021-6-15

DiaTrust

DiaTrust Medical Co., Ltd
CE€ UHCTPYKUMA NO NPUMMEHEeHUIo

HakoHe4YHUKM onsa nMneToYHbIX A03aTopoB

MoxanyncTa, BHAMATENbHO NPOYUTANTE 3TY MHCTPYKLMIO Nepes
MUcnonb3oBaHUEM U NPUMEHAUTE npaBUiibHO
1. Homep moaenu
HakoHeuHuKku ¢ punbTpom Supaliq : FT41-2201, FT42-2201, FT48-2201, FT49-2201, FT43-2201, FT44-2201, FT46-2201, FT47-2201
HakoHeuHukn MoleTek : FT11-2201, FT21-2201, FT12-2201, FT22-2201, FT18-2201, FT28-2201, FT19-2201, FT29-2201, FT13-2201, FT23-2201,
FT14-2201, FT24-2201, FT16-2201, FT26-2201, FT17-2201, FT27-2201
HakoHeuHuKM ¢ dunbTpom MoleTek : FT51-2201, FT61-2201, FT52-2201, FT62-2201, FT58-2201, FT68-2201 FT59-2201, FT69-2201, FT53-2201,
FT63-2201, FT54-2201, FT64-2201, FT56-2201, FT66-2201, FT57-2201, FT67-2201
2. HasHauyeHue
HaKoHeYHUKKn ONA NMNETOYHbIX 403aTOPOB BbIMNO/IHEHHbIE B BUAE 3a0CTPEHHOIO UMANHAPNYECKOro HaKOHEeYHUKa, KOTOpri/'I npuKpenaaeTca K

[03UpYIOLWEMY OTBEPCTMIO NMUMETKU UM [03aTOPa U OTKyAa OTOMpaeTca HeObX0AMMbI 06bEM KUAKOCTU ANA LOCTAaBKM B LLeIeBY0 EMKOCTb.

3. CumBonbl
No. Cumson OnucaHue No. Cumson OnucaHue
) IVD Me-”'“"'-”HCKO? yc;rpoﬁcnso Aana ; ® MeauumMHCKoe U3fenne oaHOPa3oBOro
OMArHoCTUKM in vitro UCNONb30BAHUSA
ObpaTnTech K MHCTPYKL MK c E
2 DE nepes, UCrnob3oBaHUEM 8 Ceptudurauma CE
3 Kog naptumn 9 g Mcnonb3osaTb Ao
4 I MpouasoauTent 10 E YNONIHOMOYEHHbIN
npeacrasutens B EBpone
5 I Xpynkui 11 ? He ponyckaTb nonagaHua BoAbl
MeanumHcKoe usgenve, npolegliee
6 A BHUMaHMe 12 A A P A
npouecc cTepuamsamm

4. Ytunmnsauma
YTUnusnpynTte nsgenve B COOTBETCTBUM C NPaBUIAMU MEANLNHCKOTO YYPEXKAEHUA UAN FOCYAAaPCTBEHHBIMU U MECTHLIMM
npasuaamu obpalLeHna ¢ BUONOrMYECKM ONACHBIMU MaTepuanamm.

A BHumaHue!: Tonbko anAa I'IpOCbECCMOHaﬂbHOI'O Mcnonb3oBaHUA

loBTOpHOE MCNONb30BaHNE MOXET NOBANATbL HA Pe3ynbTaTbl AVIaFHOCTVIKy!

d DiaTust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel.: 486 025-52733215
Fax: +86 025-52733215
Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTta Bbinycka: 15 UioHA,2021

Bepcumsa A/O
Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



DiaTrust

[JokymeHT: UHCTPYKLMA MO NPUMMEHEeHUro ]
HakoHe4YHUKM AN NUNETOYHbIX [403aTOPOB Bepcus: A/0
Ne nokymeHTa: DT/CE-01-03 OaTta:2021-6-15

DiaTrust

DiaTrust Medical Co., Ltd
MHCprKLI,VIﬂ no NpuMeHeHunro

g3

1. Homep moaenu

HakoHe4YHUKM onsa nMneToYHbIX A03aTopoB

MoxanyncTa, BHAMATENbHO NPOYUTANTE 3TY MHCTPYKLMIO Nepes

ncnonb3oBaHUEM U I'IpVIMeHHVITe npasuiibHO

HakoHeuHuku Supaliq : PTO1, PTO2, PTO4, PTO5, PTO7, PTOS8, PT09S, PT11, PT12, PT13, PT14, PT15, PT16, PT17,PT18, PT20, PT22, PT26
HakoHeuHuKn ¢ punbTpom Supaliq : FT41, FT42, FT48, FT49, FT43, FT44, FT46, FT47

HakoHeuHukn MoleTek : FT10,FT11,FT12, FT13, FT14, FT16, FT17, FT18, FT20,FT21,FT22, FT23, FT24, FT26, FT27, FT28,
HakoHeuHuKku ¢ punbtpom MoleTek : FT50, FT51, FT52, FT53, FT54, FT56, FT57, FT58, FT60, FT61, FT62, FT63, FT64, FT66, FT67, FT68

2. HasHaueHue

HakoHeYHWKM Ana NMNeToYHbIX [03aTopOB BbINO/IHEHHbIE B BUAE 3a0CTPEHHOIO UMIMHAOPNYECKOTO HaKOHEYHUKa, KOTOprl71 npUKpennaeTca K

A03npyroLwemy oTBEPCTUIO NUNETKMN UIN A03aTOpa U OTKyAa 0T6l/|paeTCF| Heo6XOp,I/IMbI171 06bem HKUOKOCTK ANA AOCTaBKU B LENeBYO E€MKOCTb.

3. CumBonbl
No. Cumson OnucaHue No. Cumson OnucaHue
) MeZauumMHCKoe yCTPOICTBO AR ; MeaunuMHCKOe n3aenme 04HOPa30Boro
ANArHOCTUKM in vitro MCMNOAb30BaHMA
ObpaTnTeCh K MHCTPYKUMKU Nepeas, c €
2 D}] 8 Ceptudukauyma CE
MCNOJIb30BaHUEM pTvduKay
3 Ko naptum 9 g Mcnonb3osaTb A0
YNOAHOMOYEHHbI
4 “ MpoussoauTenb 10 | EC [REP|
npeacrasuTtens B EBpone
5 I Xpynkuit 11 He gonyckaTb nonagaHua Bogbl
6 A BHumaHune 12 sé,“}! He cTepuabHOe meanumMHCKoOe nsgenve

4. Ytmnunsaums
YTUnusunpyinte nspenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamm obpalleHusa ¢ BMoNOrMYECcKM ONAaCHbIMU MaTepuanamu.

A\
ot

BHumaHue!: Tonbko ana I'IpO(I)ECCMOHaI'IbHOI'O McNoNb3oBaHUA

MoBTOPHOE MCNONb30BaHME MOXKET NOB/IMATL HA PE3ybTaTbl AMArHOCTUKY!
DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel.: +86 025-52733215
Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland, UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru

[aTta Bbinycka: 15 UioHA,2021
Bepcua A/0




[DokymeHT: UHCTPYKLMSA NO NPUMEHEHUIO Bepcusa: A/0

DiaTrust

Ne pokymeHTa: DT/CE-15-03 Hata:2021-9-25
DiaTrust
DiaTrust Medical Co., Ltd
C€ MHCTPYKLMA NO NPUMEHEHWIO

KoHTelnHep onsa obpasuos
Moxanyncra, BHUMAaTENbHO NpoYnTanTe 3Ty MHCTPYKLMIO Nnepes
NCNonb30BaHWEM N MPUMEHSANTE NpPaBUibHO
1. Homep mopenu
CM. 3TUKeTKY
2. HasHauyeHue
KoHTeiiHep ana 06pasuoB npegHasHauyeH ana xpaHeHUa peareHTos, bydepos, buonornyeckmx 06pasLos Uan gpyrux

MaTepuanos B LEenAX NOAroTOBKM K Npoleaypam ANMarHOCTUKM in vitro.

3. CumBonbl

No. Cumson OnucaHune No. Cumson OnucaHune

1 IVD MeZanUunHCKOoe YyCTPOICTBO ANA 3 ® MegnumHcKoe nsgenve
[OMarHOCTUKM in vitro OAHOKPATHOro NPUMeHeHUA

O6paTtUTech K MHCTPYKLMMK Nepes,
P ad P Ceptndmkaums CE

N
m

MCNONb30BaHNEM
3 LOT Koa naptum 10 &I [JaTa usrotosneHua
4 “ Mpoussoautens 11 g Mcnonb3osaTb 40
. YNOAHOMOYEHHbIN
npeacrtasutens B Espone
e H g
6 //_.IT € Aonyckare nonaAaxuna 13 ‘T He ponyckaTb nonagaHua soabl
O CONHEYHOoro ceeTa

He cTepuabHOe MeanLMHCKoe
7 @1 14 BHumaHue

nsgenve

4. Ytunusaums
YTUnusunpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULUHCKOIO YYPEXKAEHUA UAN FOCYAAaPCTBEHHBIMU U MECTHLIMM
npasuaamu obpalleHma ¢ BUONOrMYECKM ONACHBIMU MaTepuanamm.

A BHumaHme!

e To/bKO 4/1 NPOPECCMOHAIbHOIO UCMNO/b30BaHMA

¢ [lOBTOPHOE MUCMONb30BAHME MOXKET MOB/UATL HA PE3YNbTATbl 4UATHOCTUKY !

e byabTe NpefenbHO BHUMaTE/IbHbI BO BpeMsA paboTbl, UTOObI M36eKaTb BOSMOXKHbIX TPaBM. B ciiyyae nonyyeHus Tpasmbl
Hemea/IeHHO 06paTUTECH 33 MEAMLMHCKON NOMOLLLIO.

I DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTa Bbinycka:25.09.2021
Bepcusa A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . OokymeHT: MHCTPYKLMA NO NPUMEHEHUIO Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-08-03 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd

3

UHCTPYKLUMA NO NPUMEHEHUIO

TamnoHbl TipSWAB
MoKanyicra, BHUMATENIbHO NPOYMUTANTE 3TY MHCTPYKLUIO Nepes,
NCMNO/Ib30BaHMEM U NPUMEHANTE NPABUIbHO
1. Homep mopenu
CMm. 3TUKETKY
2. HasHaueHue
TamnoHbl TipSWAB npegHasHayeHs 41 KPaTKOBPEMEHHOTIO B3ATUA 06pasLLOB C NOBEPXHOCTM Tea WK U3 OTBEPCTUMN TENA UK ANA OYUCTKU
KOXXM M NOBEPXHOCTU YCTPOMCTBA.

3. CumBONbI

No. Cumson OnucaHne No. Cumson OnucaHne

MeZaunLMHCKOoe n3genve ogHOKPaTHOro
npUMeHeHus

EIi:I O6paTuTech K MHCTPYKLMM He cTepuibHOE MeauumMHCKoe
2 8 ‘
nepeg, “cnoab3oBaHnem nsgenve

1 C € Ceptuoukauyusa CE 7

B>

[aTa nsrotosneHuna

3 A BHUMaHMe 9

Koa naptum 10

w
r
o
—

Mcnonb3osatb A0

E YNoAHOMOY€EHHbIM

npegcrasutens B EBporne

4 d MpoussoguTens 11

m
H

5 I Xpynkui 12 ‘T He ponyckaTtb nonagaHua soabl
e He gonyckaTtb nonagaHus

; 2N '
2 CONIHEYHOTO CBeTa

4. Cnocob npumeHeHua

OTKpoOWTe YNAaKOBKY M NPUCTYNUTE K UCMONb30BaAHUIO.

5. Ytunusauyusa

YTUnusnpymnte nsaenve B COOTBETCTBUN C NPaBUIAMU MEANLMHCKOTO YUPEKAEHUA NN TOCYAAPCTBEHHBIMU U MECTHBIMM

npasuaamm obpalleHna ¢ BMoNOrMYECKM ONACHbIMU MaTepuanamm.

A BHUMaHwMe!
[ ]

TonbKko ans npodeccMoHanbHOro UCNo/b30BaHMsA

¢ [lOBTOPHOE MUCMONb30BAHME MOXKET MOB/UATL HA PE3YNbTATbl 4UATHOCTUKY !

e byabTe NpefenbHO BHUMaTE/IbHbI BO BpeMsA paboTbl, UTOObI M36eKaTb BOSMOXKHbIX TPaBM. B ciiyyae nonyyeHus Tpasmbl
Hemea/IeHHO 06paTUTECH 33 MEAMLMHCKON NOMOLLLIO.

“ DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka: 25 Uiona, 2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



DiaTrust

D,OKYMeHT: MHCprKLIMH no NnpuMeHeHur

Bepcus. A/0

Ne nokymeHTa: DT/CE-16-03-01

OaTa:2021-8-25

DiaTrust

DiaTrust Medical Co., Ltd

q3

1. Homep moaenu
CM. 9TUKeTKY.

2. Ha3HaueHue

MHCTPYKLUA NO NPUMEHEHMUIO

MuneTtkun

Mokanyicra, BHUMATE/IbHO NPOYUTAITE ITY MHCTPYKLMIO Nepes,

ncnonb3oBaHnem un I'IpVIMEHﬂVITE npaBnabHO

MuneTkn NnpeaHasHaYvYeHbl ANA PYYHOro 3a6opa, nepeHoca, A03NpPoOBaHNA U BBEOEHNA HeboblwKnx 06bEMOB KNOKNX

mMaTepunanos.

3. CumBoOnbI

7

npouecc cTepuansaumm

No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeauunHCKoe YCTPOMCTBO ANn 3 ® MeauunHcKkoe usgenmve
[OMarHoCTUKM in vitro OAHOKPATHOro NpPUMeHeHUA
O6paTnTech K MHCTPYKUUK Nepes,
2 j-jl] 9 c € Ceptndmkaums CE
MCNONb30BaHNEM
3 LOT Kopg naptum 10 &I [aTa usrotosnexua
4 “ Mpoussoautens 11 g Mcnonb3osaTb 40
YNoAHOMOYEHHbIN
5 ¥y 2 | [Ec[rer)
npeacTaButens B EBpone
b H -
6 ,/\l\ € AonycKaTb nonaAaxua 13 T He gonyckaTb nonagaHua soabl
) CONNHEYHOro cBeTa
MegauumnHckoe nsgenue, npoweawee
14 BHumaHue

4. Ytununsauma

YTvmmswpyﬁTe nsgenne B COOTBeTCTBnK C NnpasniamMm meguLMHCKOro yypexaeHma nam rocyaapCcrBeHHbIMU U MECTHbIMU
npasuniamu o6pau.|,eHv|ﬂ ¢ 6BuonornMyeckn onacHbIMm maTepunanamu.

A BHUMaHue!

¢ To/bKO 418 NPOPECCMOHaNbHOIO UCNOb30BaHMA

¢ [lOBTOpPHOE UCMONb30BAHME MOKET MNOBAUATb HA PE3yNbTaTbl ANATHOCTUKY!
e byabTe npeaenbHO BHUMATEbHbI BO Bpems paboTbl, YTOObI n36€eKaTb BO3SMOMKHbIX TPAaBM. B ciyyae nonyyeHus Tpasmol

HemegneHHO 06paTUTECh 32 MeAMULIMHCKOM NOMOLLbIO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Fax: +86 025-52733215

Web site: www.diatrust.cn

@ WeIIkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru

[ara Bbinycka:25.08.2021

Bepcua A/O




DiaTrust

D,OKYMeHT: MHCprKLIMH no NnpuMeHeHur

Bepcus. A/0

Ne nokymenTa: DT/CE-16-03

OaTa:2021-8-25

DiaTrust

DiaTrust Medical Co., Ltd

q3

1. Homep moaenu
CM. 9TUKeTKY.

2. Ha3HaueHue

MHCTPYKLUA NO NPUMEHEHMUIO

MuneTtkun

Mokanyicra, BHUMATE/IbHO NPOYUTAITE ITY MHCTPYKLMIO Nepes,

ncnonb3oBaHnem un I'IpVIMEHﬂVITE npaBnabHO

MuneTkn NnpeaHasHaYvYeHbl ANA PYYHOro 3a6opa, nepeHoca, A03NpPoOBaHNA U BBEOEHNA HeboblwKnx 06bEMOB KNOKNX

mMaTepunanos.

3. CumBoOnbI

nsgenune

No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeauunHCKoe YCTPOMCTBO ANn 3 ® MeauunHcKkoe usgenmve
[OMarHoCTUKM in vitro OAHOKPATHOro NpPUMeHeHUA
O6paTnTech K MHCTPYKUUK Nepes,
2 j-jl] 9 c € Ceptndmkaums CE
MCNONb30BaHNEM
3 LOT Kopg naptum 10 &I [aTa usrotosnexua
4 “ Mpoussoautens 11 g Mcnonb3osaTb 40
YNoAHOMOYEHHbIN
5 XpynKkui 12 EC
I Py -@ npeacTaButens B EBpone
e H -
6 ,/\l\ € AonycKaTb nonaAaxua 13 T He gonyckaTb nonagaHua soabl
) CONNHEYHOro cBeTa
He cTepuabHOe MeauLMHCKOe
7 @i 14 BHumaHue

4. Ytununsauma

YTvmmswpyﬁTe nsgenne B COOTBeTCTBnK C NnpasniamMm meguLMHCKOro yypexaeHma nam rocyaapCcrBeHHbIMU U MECTHbIMU
npasuniamu o6pau.|,eHv|ﬂ ¢ 6BuonornMyeckn onacHbIMm maTepunanamu.

A BHUMaHue!

¢ To/bKO 418 NPOPECCMOHaNbHOIO UCNOb30BaHMA

e [loBTOpHOE UCNOJIb30BaHME MOXKET NOB/INATL Ha pe3yabTaTbl p,VIaFHOCTMKy!

e byabTe npeaenbHO BHUMATEbHbI BO Bpems paboTbl, YTOObI n36€eKaTb BO3SMOMKHbIX TPAaBM. B ciyyae nonyyeHus Tpasmol

HemegneHHO 06paTUTECh 32 MeAMULIMHCKOM NOMOLLbIO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Fax: +86 025-52733215

Web site: www.diatrust.cn

@ WeIIkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru

[ara Bbinycka:25.08.2021

Bepcua A/O




D. . DokymeHT: MHCTPYKUMA NO NPUMEHEHUIO Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-09-03 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd

3

MHCTPYKUMSA NO NPUMEHEHUIO

TamnoHbl TubSWAB
MoxanyncTa, BHUMATENbHO NpPoYNTaNTE 3TY UHCTPYKLMIO Nepes
MCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO
1. Homep mogenu
CM. 3TUKeTKy.
2. Ha3HaueHue
TamnoHbl TUbSWAB npegHasHauyeH 417 KPaTKOBPEMEHHOTO B3ATUS NPO6 C NOBEPXHOCTU TENA UM B OTBEPCTUSX TE/IA U TPAHCMOPTUPOBKM.

3. CumBonbl

No. Cumson OnucaHne No. Cumson OnucaHne

MeZauuMHCKOe n3genve ogHOKPaTHOro
npUMeHeHuns

EIi:I O6paTuTECh K MHCTPYKLMM He cTepuibHOE MeguumMHCKoe
2 8 ‘
nepeg, “Cnosb3oBaHnem nsgenve

1 C € Ceptuomkauyusa CE 7

B>

[ata nsrotosnexHna

3 A BHuMaHwue 9
3 m Koa naptum 10

YNO/IHOMOYEHHbIM
4 “ MpoussoauTens 11

npeacrasuTenb B EBpone

Mcnonb3osaTtb A0

!

ﬂ

5 ! Xpy Knn 12 | He AO0NyCKaTb NonaaaHuA BOAbl
e He ponyckaTb nonagaHma
()
/J- COJIHEeYHOro ceeTta

4. Cnocob npumeHeHusn

OTKpoWTE YNAKOBKY M NPUCTYNUTE K UCMONb30BaAHUIO.

5. Ytunusauusa

YTUnusunpymnTe nsaenve B COOTBETCTBUM C NPaBUIAMU MEANLMHCKOTO YUPEKAEHUA UIN TOCYLAPCTBEHHBIMU U MECTHBIMM

npasuaamm obpatyeHuns ¢ 6MoNOrMyecKm onacHbIMM MaTepUaNamMm.

A BHUMaHMe!
[ ]

TonbKO Ans NPOGEecCUOHabHOMO UCMONb30BaHUA

e TOBTOPHOE MCMNONb30BAHME MOKET MOB/IUATL HA PE3y/IbTaTbl 4UArHOCTMKY!

e byabTe NpesenbHO BHUMaTENbHbI BO BpeMA paboTbl, UTOObI M36eKaTb BOSMOXKHbIX TPaBM. B ciyyae nosyyeHus Tpasmbl
HeMea/IeHHO 06paTUTECH 33 MEAMLMHCKON NOMOLLbIO.

“ DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[Jata sbinycka: 25 Wona, 2021

Bepcua A/O
Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



,U,OKyMeHT: MHCprKLIMﬂ no npuMeHeHunro

Bepcus: A/0

DiaTrust

Ne nokymeHTa: DT/CE-31-03

Dara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

3

WHCTpYKUMSA NO NPMMEHEHUI0

LleHTpudyxxHasa npobupka

MoxanyncTa, BHUMAaTENbHO NpoYUTanTe 3TY NHCTPYKLMIO Nepes

1. Homep mopgenu

ncnonb3oBaHNEM U I'IpI/IMeHFlVITe npaBuIiibHO

TG06-0005,TG06-0010,TG0O6-0015,TG06-0025,TGO6-0050,TGO7-0005,TG0O7-0010,TGO7-0015,TG0O7-0025,TG07-0050,TP31-0001,T
P31-0002,TP31-0101,TP41-0001,TP41-0002,TP41-0101,TP71-0001,TP72-0001,TP81-0001,TP82-0001,TP83-0001,TP84-0001,TP85-0
001,TP86-0001,TC62,TC63,TC64,TC410,TC420,TCA11,TC421,TC412,TC422,TC413,TC423,TC610,TC620,TC611,TC621,TC612,TC622,TCO1
3,TC623,TC450,TC460,TC451,TC461,TCA52,TC462,TC650,TC660,TC651,TC661,TC652,TC662,CT605-001,CT615-001,CT620-001,CT605-
021,CT615-021,CT620-021,TCO01,TCO2,TCO3,TCO4,TCO5,TC15,TCO6,TCO7,TC17,TC10,TC11,TC13,TC12,TC22,TCO8,TCO9,TC19,TC55,TC51,
TC56,TC52,TC53,TC54,TC40-0200,TC40-0250,TC40-0500,TC41-1001,TC41-1002,TC41-1003,TC41-1004,TC41-1005,TC41-1006,TC42-0

101,TC42-0100,TC89-4010,TC99-4010.

2. HasHaueHue

LeHTpundyrKkHaa npobupKa npeaHasHayeHa gasa pasgeneHuns nytem LeHTpudyrmpoBaHma KAMHMYeckoro obpasua, peareHTa

WM APYroro matepuana, CBA3aHHOMO C ANAarHOCTUHECKMM TeCTUPOBaHMEM in vitro.

3. CumBoNbl
No. Cumaon OnucaHune No. Cumson Onucanune
MeZanunHCKoe YCTPOCTBO ANA c E
1 IVD [MarHoOCTUKM in vitro 8 Ceptuourauma CE
O6paTnTech K MHCTPYKLUUK Nepes,
2 9 &I [aTta usrotosneHma
MCMo/b30BaHNEM
3 LOT Kog naptumn 10 E Mcnonb3oBaTtb 40
YNONHOMOYEHHbI
4 “ MpoussoanTeNb 11 EC
P A -E npeacrasutenb B EBpone
5 XpynKkui 12 ? He gonycKaTb nonagaHuAa BoAbl
=
6 7.1? He gonyckaTb nonagaHus 13 é BHUMAHME
o COJIHEYHOTO CBeTa
7 Me,ﬂ,MLI,MHCKoe nsgenuve 14 He cTepunbHoe MeauunHCKoe
OAHOKPATHOro NPUMeHeHUA A@i nanenve

4. Ytunmnsauma

minwswpyﬁTe nsgenne B COOTBeTCTBnU C NnpasniamMmm meguLMHCKOro yypexaeHma nam rocyaapCcrBeHHbiIMU U MECTHbIMU
npasuniamu o6pau.|,eH|/|ﬂ ¢ 6BuonornMyeckn onacHbIMm maTepunanamu.

A BHUMaHMe!

¢ To/bKO 419 NPOPECCMOHaNbHOIO UCNOb30BaHMA

¢ [lOBTOPHOE MUCMOAb30BaHME MOXKET MNOBANATbL HA PE3yAbTaTbl 4MArHOCTMKY!

e byabTe npeaenbHO BHUMATEbHbI BO Bpems paboTbl, YTOObI N36eKaTb BO3SMOMKHbIX TPAaBM. B ciyyae nonyyeHus Tpasmol

HemegneHHO 06paTUTECh 32 MeAMULIMHCKOM NOMOLLbO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Fax: +86 025-52733215

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru

[aTa Bbinycka:25.11.2021



D. . DokymeHT: MHCTPYKUMA NO NPUMEHEHUIO Bepcus: A/0
I qTrU"t Ne nokymeHTa: DT/CE-25-03 DaTa:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd MHCTpYKLIVIﬂ no NPUMeHeHUro

c € KoHTenHep Ansa xpaHeHUs1 CTEKON
MoxxanyncTa, BHUMATENbLHO NpoYMTanTe 3Ty UHCTPYKUMIO Nnepeq
NCMNONb30BaHMEM N MPUMEHANTE NPaBUIbHO
1. Homep moaenu
SM01,SM02,SM03,5M04,5SM05,5M06,5SM08,SM50,SM51,SM52,SM53,SM20,5SM21,SM22,SM54,5SM84,SM58,SM59,SM56,SM55,
SM57,SM61,SM60,SM67,SM88,5SM89,5SM86,SM85,SM87,5SM91,SM90.

2. HasHaueHue
KoHTelHep A1A XpaHeHMA CTEKON NpeHa3HayeH gas opraHM3aunmn 6e3onacHoOro XxpaHeHMa OKpPaLLEeHHbIX CTEKOA AN UX

3aWunTbl U NpeacTtaBieHunA.

3. CumBONbI
No. Cumson OnucaHune No. Cumsonl OnucaHue
1 C € Ceptnoukauma CE 7 Koa naptum
O6paTnTech K MHCTPYKLUUK Nepes,
2 [:E:I 8 [aTta nsrotosneHusa

Mcno/sib3oBaHNem

Mcnonb3osatb A0

3 “ MNpowussoautennb 9 g
YNONHOMOYEHHbIN |

He gonyckaTtb nonagaHua Boabl

4 10
@ npeacrasutens 8 EBpone

5 I XpynKkui 11 BHMMaHMe
6 ;/‘#'/\ He ponyckaTb nonagaHus
~ \ CO/IHEYHOrO CBeTa

4. YTunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN OMACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

¢ byabTe npeaesbHO BHUMATEbHbI BO BpeMSA paboTbl, YTOObI N36€eXKaTb BO3SMOMKHbIX TPaBM. B ciyyae nonyyeHus Tpasmol
Hemea/1IeHHO 06paTMTECh 32 MEANLMHCKOM NOMOLLbIO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn
Wellkang Ltd
E Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[Oarta Bbinycka: 25 Hosbpa,2021
Bepcua A/0

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



[okymMeHT: UHCTPYKUMSA NO NPUMEHEHUIo Bepcusa: A/0

DiaTrust

Ne nokymeHTa: DT/CE-30-03 Oata:2021-11-25
DiaTrust
DiaTrust Medical Co., Ltd
C€ WHCTPYKLMS MO NPUMEHEHUI0

OucneHcep ana ctékon
MoxanyncTa, BHUMaTENbHO NPoYMTanTe 3Ty MHCTPYKLMIO nepen,
NUCnonb30BaHNEM 1 NPUMEHSNTE NpaBUNbHO
1. Homep mopgenum
SH200.
2. HasHaueHue
OvcneHcep ons cTékon npefHasHavyeH Ans BblAauu HEMUCTONb30BaHHbIX CTEKON.

3. CumBonbl

No. Cumson OnucaHune No. Cumsonl OnucaHue
1 C E Ceptnoukauma CE 7 Koa naptum

O6paTtUTech K MHCTPYKLMMK Nepes,
[ata nsrotosneHua

Mcno/sib3oBaHNem

3 “ MNpowussoautennb 9 g
YNOAHOMOYEHHbIN j

Mcnonb3osatb A0

BHMMaHMe

4 10
@ npeacrasutens 8 EBpone

5 I XpynKkui 11

He gonyckaTtb nonagaHua Boabl

6 ;/‘#'/\ He gonyckaTb nonagaHus
- Y COJIHEYHOTO cBeTa

4. YTununsauma
YTUnusunpyinTe nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLleHns ¢ 6GUONOrMYECKN ONACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

¢ byabTe npeaesbHO BHUMATEbHbI BO BpeMsA paboTbl, YTOObI N36€eKaTb BO3SMOMKHbIX TPaBM. B ciyyae nonyyeHus Tpasmol
HemeaJ/1IeHHO 06paTMTECh 32 MEANLMHCKOM NOMOLLbIO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn
Wellkang Ltd
E Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[Oarta Bbinycka: 25 HosbpaA,2021
Bepcua A/0

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



B HokyMeHT: UHCTPYKLMA NO NPUMEHEHUIO Bepcus: A/0
DiaTrust Ne aoKymeHTa: DT/CE-32-03 Nara:2021-11-25
DiaTrust MHCTpYKUMA NO NpMMEHEeHUI0
DiaTrust Medical Co., Ltd
Mpobupku
C € Moxkanyncra, BHUMATENbHO NPOYMTANTE ITY MHCTPYKLUMIO Nepes,

NCMO/Ib30BaHMEM U NPUMEHANTE NPABUIbHO
1. Homep mopgenu

TG57-1858,TG58-1858,TG58-2885,TG51-1275,TG51-1352,TG51-1652,TG51-1653,TG51-2053,TG52-1275,T1G52-1352,TG52-1652,T
G52-1653,TG52-2053,TG61-1275,TG61-1352,TG61-1652,TG61-1653,TG61-2053,TG62-1275,TG62-1352,TG62-1652,TG62-1653,TG62
-2053,TG53-1275,TG53-1352,TG53-1652,TG53-1653,TG53-2053,TG54-1275,TG54-1352,TG54-1652,TG54-1653,TG54-2053,TG63-127
5,TG63-1352,TG63-1652,TG63-1653,TG63-2053,TG64-1275,TG64-1352,TG64-1652,TG64-1653,TG64-2053,TG55-1275,TG55-1352,TG
55-1652,TG55-1653,TG55-2053,TG56-1275,TG56-1352,TG56-1652,TG56-1653,TG56-2053,TG65-1275,TG65-1352,TG65-1652,TG65-1
653,TG65-2053,TG66-1275,TG66-1352,TG66-1652,TG66-1653,TG66-2053,TG02-1050,TG02-1075,TG02-1275,TG02-1252,TG0O2-1352,
TG02-1262,TG02-1652,TG03-1075,TG03-1275,TG03-1252,TG03-1352,TG03-1530,TG03-1552,TG03-1553,TG03-1652,TG03-1630,TGO
3-1653,TG03-1853,TG03-2053,TG04-1075,TG04-1275,TG04-1252,TG04-1352,TG04-1530,TG04-1652,TG04-1630,TG04-1653,TG04-18
53,1G04-2053,TP01-0101,TP01-0201,TP02-0101,TP02-0201,TP02-0301,TP05-0101,TP05-0201,TP03-0101,TP03-0201,TP06-0101,TPO
6-0201,TP04-0101,TP04-0201,TP11-0101,TP11-0201,TP12-0101,TP12-0201,TP15-0101,TP15-0201,TP13-0101,TP13-0201,TP16-010
1,7P16-0201,TP14-0101,TP14-0201,TP32-0001,TP02-0113A.

2. HasHaueHue
MpobupkKa npegHa3HayeHa A5 XxpaHeHus peareHTos, bydepos, Buonormyecknx ob6pasLoB UAM APYrMx MaTepuanos npu

NoAroToOBKE K npoueaypam AMarHoCTUKM in vitro.

3. CumBONDbI
No. Cvmson OnucaHwue No. Cvmson OnucaHwue
MeauunHCKoe YCTPOMCTBO ANn c E
! IVD [MArHOCTUKM in vitro 8 Ceptouraums CE
Ob6paTtUTech K MHCTPYKLMMK Nepes,
2 9 &I [aTa nsrotoBneHus
MCNo/Ib30BaHMEM
3 LOT Koa naptun 10 g Mcnonb3oBatb A0
YNONHOMOYEHHbIM
4 “ MpoussoanTens 11 EC
P A -@ npeacTtasuTenb B EBpone
5 XpynKkui 12 "!l"“ He ponyckaTb nonagaHua BoAbl
)“'/\ He ponyckaTb nonagaHua
6 //.L\ 13 BHuMaHue
o CO/IHEYHOrO CBEeTa
7 ® MepauuMHCKoe nsgenve 1 He cTepunbHoe MeguLmMHckoe
OZHOKPATHOrO NPUMeEHEHMA A@i napenve

4. Ytunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuiammn obpauleHma ¢ 6MOIOrMYecKM ONacHbIMM MaTepuatamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])ECCMOHaI'IbHOI'O MCNo/s1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL HAa pe3yabTaTbl ,CI,MBFHOCTVIKY!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbIHO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope [ata Bbinycka:25.11.2021
www.nevacert.ru | info@nevacert.ru



D' . OokymeHT: MHCTPYKLMA NO NPUMEHEHUI0 Bepcus: A/0
iaTrust Ne nokymeHTa: DT/CE-24-03 Aara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd
c € MHCprKLWIFI no NpUMEeHEeHU

FMcTonorm4yeckas cuctema XxpaHeHuUst
MoxanyicTa, BHAMATENbHO NpoYnTainTe 3Ty MHCTPYKLMIO Nepeq
MCMOMb30BaHNEM U NPUMEHSIATE NMPaBUibHO

1. Homep mopgenu
SM30,5SM31,5M32,SM33,5M34,5M44,SM62,5SM63,5C01-1026,5C01-2026,5C01-3026,5C01-4026,5C03-1026,5C03-3026,5SC03-40
26,5C13-1026,5C13-3026,5C13-4026,5C02-3016,5C02-3008,5C02-3015,5C02-3116,5C02-3108,5C02-3115,5C02-1016,5C02-1008,S
C02-1015,5C03-3016,5C03-3116,5SC03-4016,5C03-1016,5SC03-3008,5C03-3108,5C03-4008,5C03-1008,5C03-3015,5C03-3115,5C0O3-
4015,5C03-1015,5€510-000,5€C520-000,5C511-000,5C521-000,5SC515-000,SC525-000,SCO0-0000.
2. HasHaueHue
lucTonoruyeckasi cuctema XxpaHeHus npefHasHadeHa Ans opraHusauuy 6e3onacHoro xpaHeHust 06pasLUoB C Lenbio Ux

3aLWWThl MPY XPaHEHUM UMK TPaHCNIOPTUPOBKE.

3. CumBonbl
No. Cumson OnucaHune No. Cumsonl OnucaHune
1 C E Ceptudurauma CE 7 LOT Kog naptuun
O6paTnTech K MHCTPYKUUK Nepes,
2 D}] 8 [aTta nsrotosneHua
MCMO/Ib30BaHNEM

Mcnonb3osatb A0

3 “ Mpownssogutennb 9 g
YNOAHOMOYEHHbIN f

BHuMmaHMe

4 npeacrasutens B Espone 10

5 I XpynKkui 11

1/

He gonyckaTtb nonagaHua Boabl

6 ;/‘o/\ He gonyckaTb nonaaaHms
~ X CONHEYHOro ceeTa

4. Ytunmnsauma
YTUnusunpyinTte nsgenve B COOTBETCTBUM C NPaBUIaMU MELULNHCKOTO YYPEKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaammn obpalieHma ¢ 6MONOrMYecKM onacHbIMM MaTepuanamu.

A BHUMaHMe!

e TonbKo gnAa I'IpOd)ECCMOHafIbHOFO MCcnos1b30BaHUA

e byabTe NpeaenbHO BHUMaTENbHbI BO BpeMA paboTbl, 4TOObI M36eKaTb BO3MOMKHbIX TPaBM. B ciyyae nosyyeHus Tpasmbl
Hemea/1IeHHO 06PaTUTECH 33 MEAMLMHCKON NOMOLLbIO.

I DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

@ Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[Jarta Bbinycka: 25 Hosbps,2021
Bepcua A/0

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



ﬂOKyMeHT: MHCTDYKLIMSI no NpUMeHeHuno

Ne nokymeHTa: DT/CE-22-04

Bepcus: A/0
Aata:2021-11-25

DiaTrust

DiaTrust

DiaTrust Medical Co., Ltd
C€ UHCTPYKUMA NO NPUMEHEHUIO

CTaHuuA onAa XpaHeHUA Npooéupok
I'IomanyﬁCTa, BHMUMATEIbHO HpOHMTaVITe 3Ty MHCTPYKUMIO nepeq
Mncnonb3oBaHNEM U I'IpI/IMeHFlI7ITe npaBuIiibHO

1. Homep mopenu
CM. 3TUKETKY.

2. HasHaueHue
CTaHUuMA AN XpaHeHMA NpPobMpoK NpeaHasHavyeHa A9 04HOBPEMEHHOIO XPaHEHUA LeHTPUPYKHbIX NPOBMPOK
pa3HbIXx 06EMOB 1 pa3mepos.

3. CumBonbI

No. Cumson OnucaHue No. Cumson OnucaHue
1 c E Ceptnoukayma CE 7 M D MeaununHckoe nsgenue
O6paTnTECh K MHCTPYKLUK
2 8 LOT Koa, naptuu
nepej Ucnosib3oBaHMEM
3 “ Mpownssogutenno 9 & [aTa n3rotosneHma
4 E YNONHOMOYEHHbIM 10 T He gonyckaTb nonaaaHus
npeacrasutens B EBpone BOAbI
5 I Xpynkui 11 A BHMMaHUe
-
6 //T\T He ponyckatb nonagaHua
a CONHEYHOro cBeTa

4. Ytmnmnsaums
YTUnusunpyinte nsaenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamm obpatleHusa ¢ BUoNOrMYECcKM ONaCHbIMU MaTepuanamm.

A BHUMaHMe!

e TonbKo gnAa I'IpOd)ECCVIOHafIbHOFO MCcnNos1b30BaHUA

e byabTe NpeaenbHO BHUMaTENbHbI BO BpeMA paboTbl, 4TOObI M36eKaTb BOSMOMKHbIX TPaBM. B ciiyyae nosyyeHus Tpasmbl
Hemea/1IeHHO 06pPaTUTECH 33 MEAMLMHCKON NOMOLLbLIO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ara Bbinycka:25.11.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



DiaTrust

,U,OKyMeHT: MHCprKLIMﬂ no npuMeHeHunro

Bepcus: A/0

Ne nokymeHTa: DT/CE-31-03

Dara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

3

1. Homep mopgenu

WHCTpYKUMSA NO NPMMEHEHUI0

LleHTpudyxHasa npobupka
MoxanyncTa, BHUMAaTENbHO NpPoYUTaNTE 3TY NHCTPYKLMIO Nepes

ncnonb3oBaHNEM U I'Ipl/lMGHFlI;ITe npaBuIiibHO

TC62, TC63, TC64, TC55, TC51, TC56, TC52-02XX, TC53, TC54, CT605, CT615, CT620-021

2. HasHaueHue

LleHTpudykHas npobupKa npegHasHauyeHa ana pasgeneHuns nytem LeHTpUdyruposaHusa KanHUYeckoro obpasua, peareHTa

WA gpyroro martepuana, CBA3aHHOINo ¢ AMarHOCTU4ECKUM TECTUPOBAHUNEM in vitro.

3. CumBonbl
No. Cumson OnucaHune No. Cumson OnucaHune
MezaununHcKoe ycTpoiicTBo AnA c E
1 IVD AWNArHOCTUKM in vitro 8 Ceptudukauusa CE
Ob6paTtntechb K MHCTPYKLMMK Nepes,
2 9 &I [aTta usrotosneHmsa
MCNONb30BaHUEM
3 LOT Kog napTum 10 g Wcnonb3osaTb A0
YNOAHOMOYEHHbIV
4 “ MpoussoanTenb 11 E
npeacTtasuTenb B EBpone
5 XpynKkui 12 "!r'“ He ponyckatb nonagaHua Boabl
> 7 He gonyckatb nonagaHua
6 j/,LY Aonyckats nonag, 13 A BHMMaHMe
s CO/IHEYHOrO CBeTa
MeauumnHcKoe usaenme MeaununHckoe nsgenue, npowegliee
Q)| M 1
OZlHOKPaTHOro NPUMeHeHMA NpoLecc cTepuamnsasmm

4. Ytmnunsaums
YTUnusunpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamm obpatleHusa ¢ BMoNOrMYECcKM ONacHbIMU MaTepuranamu.

A BHuMaHMe!

¢ TonbKo ANA NPOGECcCUOHANbHOMO UCMONb30BaAHUA

e [loBTOpHOE MCNONb30BaHWE MOXKET NOBAUATbL Ha pe3yabTaTbl p,VIaFHOCTVIKy!
e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema paﬁOTbI, YTOObI M36EXKATb BO3MOMKHbIX TpaBMm. B cnyyae nonyvyeHna Tpasmbl

HemeaneHHo 06paTMTECb 3a Me,L'J,VILI,VIHCKOﬁ NOMOLUbHO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru

Fax: +86 025-52733215

[ata Bbinycka:25.11.2021



o o | JlOKyMeHT: UHCTPYKLMA, 3ITUKETKA N yNaKoBKa Bepcus: A/0
LDiaTrust . AOKyMeHTa: DT/CE-02-03 Nata:2021-6-15

1. UHCTpYKLMSA NO NPUMEHEHUIO

MHCprKuMﬂ DiaTrust
q3

[HaumeHoBaHve] LiepeukanbHas weTka

[ TexHuyeckue xapaktepuctkn] Cm. STUKETKY Ha ynakoBKe

[HasHaueHnne] LiepsukanbHas weTtka paspaboTaHa kak KOMMOHEHT Habopa Ans B3ATUA GUOMNCUM LWerK MaTku unu Habopa Ans maska
ManaHukonay, a Takke Kak BcriomoratefibHoe yCTPOMNCTBO AN B3ATMSA Npob BO BpeMsi BarMHanbHOro MCcrneaoBaHus ¢ Lernbio NnonyvyeHms
AvarHosa TKaHW Yy XeHLLMHbI C MHTpaanuTenvanbHbIM 3aboneBaHnem, Takum Kak TecT [NanaHukonay.

[ Cnoco6 ncnonbsoBaHua] BcTaBbTe LWeTKy BO Bniaranuile 1 Bo3bMUTe obpasel Groncum.

[3anpetsi] Het

[ MpepocTepexeHus  Mepbl NPEAOCTOPOXHOCTM] YCTPOUCTBO OAHOPA30BOrO NPUMEHEHWSI, HE UCMONb3YITe ero NoBTopHo. O6paTute
BHUMaHMe Ha CPOK roJHOCTU Ha ynakoBKe rnepen NCnonb30BaHNEM.

[ iHcTpykuma no xpaHeHnio ] XpaHuTe B NpoxsiagHOM, CyXOM MecTe, 6epeydb OT CONMHEYHbIX NyYei U eAKUX KUOKOCTEN.

[ YTunusaumsl YTunuaupyiite npoaykT B COOTBETCTBUM C NONUTUKOM GOMbHULbI UMW FOCYAAPCTBEHHBIMM U MECTHBIMU NpaBUiaMu oGpatleHus ¢
6ronornyeckn onacHelM1 matepuanamu.

A BHMMaHMWe: NOBTOPHOE MCNOMb30BaHWE YCTPONCTB MOXET MNOBNUSATL HA AMArHOCTUKY!

[Koa naptum] Cm. 3TMKETKY Ha ynakoBke

Cpok rogHoctn] CM. 3TUKETKY Ha ynakoBke

[Mpounssoautens]

HaumeHoBaHue: DiaTrust Medical Co., Ltd
Address: 1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel.: +86 025-52733215

Fax: +86 025-52733215
Web site: www.diatrust.cn

[ YnonHomMoueHHbI eBponelickuin npeactasuTens ]
Name: Wellkang Ltd

Address: Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry, BT48 8SE, Northern Ireland,UK

Web site: www.wellkang.ltd.uk www.CE-marking.eu

[ CumBonsbi]
No. Cumson Onucaxune No. Cumson OnucaHune
1 D;i] ObpaTnTECh K MHCTPYKUUK Nepes, ; ® MeanumHCKoe n3genne
NCNONb30BaHNEM OAHOKPATHOro NpUMeHeHus
He cTepunbHoe meanumMHCKoe
2 8 C E Ceptudunkaums CE
nsgenuve
3 LOT Koa naptum 9 g Mcnonb3osaThb A0

YNONHOMOYEHHbIN
Mpoussoantens 10 @
npeacrasutens B EBpone

e He gonyckatb nonagaHua
BHUMaHWe 12 7\7? Aoy A
O COJIHEYHOTO CBeTa

5 I XpynKkuit 11 T He ponyckaTtb nonagaHua soabl

A BHUMaHME: TONbKO ANA NPodeCcCUOHANbHOrO UCMO/b30BaHMA!

Lata: 15.06.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru




o o | JlOKyMeHT: UHCTPYKLMA, 3ITUKETKA N yNaKoBKa Bepcus: A/0
LDiaTrust . AOKyMeHTa: DT/CE-02-03-01 Nata:2021-6-15

1. UHCTpYKLMSA NO NPUMEHEHUIO

MHCprKuMﬂ DiaTrust
q3

[HanmeHoBaHue ] LiepBurkanbHas weTka

[ TexHuyeckue xapaktepuctkn] Cm. STUKETKY Ha ynakoBKe

[HasHaueHnne] LiepsukanbHas weTtka paspaboTaHa kak KOMMOHEHT Habopa Ans B3ATUA GUOMNCUM LWerK MaTku unu Habopa Ans maska
ManaHukonay, a Takke Kak BcriomoratefibHoe yCTPOMNCTBO AN B3ATMSA Npob BO BpeMsi BarMHanbHOro MCcrneaoBaHus ¢ Lernbio NnonyvyeHms
AvarHosa TKaHW Yy XeHLLMHbI C MHTpaanuTenvanbHbIM 3aboneBaHnem, Takum Kak TecT [NanaHukonay.

[ Cnoco6 ncnonbsoBaHua] BcTaBbTe LWeTKy BO Bniaranuile 1 Bo3bMUTe obpasel Groncum.

[3anpetsi] Het

[ MpepocTepexeHus  Mepbl NPEAOCTOPOXHOCTM] YCTPOUCTBO OAHOPA30BOrO NPUMEHEHWSI, HE UCMONb3YITe ero NoBTopHo. O6paTute
BHUMaHMe Ha CPOK roJHOCTU Ha ynakoBKe rnepen NCnonb30BaHNEM.

[ iHcTpykuma no xpaHeHnio ] XpaHuTe B NpoxsiagHOM, CyXOM MecTe, 6epeydb OT CONMHEYHbIX NyYei U eAKUX KUOKOCTEN.

[ YTunusaumsl YTunuaupyiite npoaykT B COOTBETCTBUM C NONUTUKOM GOMbHULbI UMW FOCYAAPCTBEHHBIMM U MECTHBIMU NpaBUiaMu oGpatleHus ¢
6ronornyeckn onacHelM1 matepuanamu.

A BHMMaHMWe: NOBTOPHOE MCNOMb30BaHWE YCTPONCTB MOXET MNOBNUSATL HA AMArHOCTUKY!

[Koa naptum] Cm. 3TMKETKY Ha ynakoBke

Cpok rogHocTn] CM. 9TMKETKY Ha ynakoBke

[Mpounssoautens]

HaumeHoBaHue: DiaTrust Medical Co., Ltd
Address: 1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel.: +86 025-52733215

Fax: +86 025-52733215
Web site: www.diatrust.cn

[ YnonHomMoueHHbI eBponelickuin npeactasuTens ]
Name: Wellkang Ltd

Address: Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry, BT48 8SE, Northern Ireland,UK

Web site: www.wellkang.ltd.uk www.CE-marking.eu

[ CvmBonbi]
No. Cumson Onucaxune No. Cumson OnucaHune
1 D‘i] ObpaTnTECh K MHCTPYKUUK Nepes, . ® MeAMLMHCKOE n3genme

MCNo/sib30BaHNEM OAHOKPAaTHOro npumeHeHuA

M )
) elMLMHCKOe n3genue, npollejluee 3 c E CepTduKauua CE

npouecc ctepuansaumm

3 LOT Koa naptum 9 g Mcnonb3osaThb A0

YNONHOMOYEHHbIN
Mpoussoantens 10 @
npeacrasutens B EBpone

e He gonyckatb nonagaHua
BHUMaHWe 12 7\7? Aoy A
O COJIHEYHOTO CBeTa

5 I XpynKkuit 11 T He ponyckaTtb nonagaHua soabl

A BHUMaHME: TONbKO ANA NPodeCcCUOHANbHOrO UCMO/b30BaHMA!

Lata: 15.06.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru




[AokymeHT: UHCTPYKUUA NO NPUMEHEeHNIo Bepcusa: A/0

DiaTrust

Ne nokymeHTa: DT/CE-29-03 Data: 2022-01-18
DiaTrust
DiaTrust Medical Co., Ltd
C € MHCprKLI,VISl no npuMeHeHuro

CuyeTHaa Kamepa
Mokanyincra, BHUMATENIBHO NPOYMUTANTE 3TY MHCTPYKLMIO Nepes,

ncnonb3oBaHnem un I'IpMMEHﬂl‘;ITe npasunabHO

1. Homep mopenu
HM330,HM340,HM110,HM111,HM112,HM113,HM114,HM210,HM211,HM212,HM213,HM214.
2. HasHauyeHue
CueTHanA Kamepa nNpegHa3HavyeHa 419 MUKPOCKOMMNYECKOro noAcyeTa KNeToK, KNETOUYHbIX YacTUL, AN Apyrux 6Monormyeckunx

KOMMOHEHTOB, MPUCYTCTBYHOLWMUX B KIMHUYECKUX NaBOPaTOPHbIX 06pa3Lax.

3. CumBoObI
No. Cumson OnucaHune No. Cumson OnucaHue
MeZanunHcKoe yCTpoicTBO ANA
1 c E C CE 7 S
epTvuKauna IVD OMWArHOCTMKM in vitro
O6paTtnTech K MHCTPYKLMU Nepes,
2 8 &I [aTa n3rotosneHuna
MCMNOJIb30BaHMEM
3 LOT Kog naptum 9 g WUcnonb3osatb 40
YNOAHOMOYEHHbIN
4 “ MpoussoauTenb 10 -EC m
- npeactasutenb B EBpone
5 I XpynKui 11 A BHMmaHue
Az ol
= He gonyckatb nonagaHua ?
12
6 4\ CONHEYHOrO CBETa He ponyckaTb nonagaHua Boabl

4. YTunmnsauma
YTUnusupynTe usgenne 8 COOTBETCTBUM C NPABUNAMMN MEAULIMHCKOTO YUPEKAEHUA NN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns c 6GUONOrMYEeCcKN ONACHBIMU MaTepUanamu.

A BHUMaHue!

¢ TonbKo gna npodpeccrmoHanbHOro NCNob30BaHMA

¢ [lOBTOpPHOE MCMONb30BAHME MOKET NOBAUATD HA PE3YNbTaTbl ANATHOCTUKY!

¢ byabTe npeaesibHO BHUMATE/IbHbI BO BpeMs paboTbl, YTOObI N36eXKaTb BO3SMOMKHbIX TPAaBM. B c/iyyae nonyyeHus Tpasmol
Hemea/IeHHO 06paTMTECh 32 MEANLMHCKOM NOMOLLbIO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

@ WeIIkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTa:18.08.2021
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DiaTrust

DiaTrust Medical Co., Ltd

ce MHCTPYKUMSA NO NPUMEHEHUIO

Konbuo ynnotHutrenbHoe 0-ring
Mokanyincra, BHUMATENIBHO NPOYMUTANTE 3TY MHCTPYKLMIO Nepes,

ncnonb3oBaHnem un I'IpMMEHﬂl‘;ITe npasuabHO

1. Homep mopgenu
EOO1.

2. HasHaueHue
BcTpavBaemoe ynaoTHUTEIbHOE KOJbL,O NpeAHasHayYeHo a8 yaeprkaHua obpasLoB TKaHel B aganTepe aepKaTtena
MMKPOTOMA 4151 NONYYEHUNS CPE30B U NAEHTUDUKALNM BNOKOB TKaHEeM Npu XpaHEHUN.

3. CumBonbl

No. Cumson OnucaHne No. Cumson OnucaHne
1 IVD MeﬂVILI.VIHCK0§ YCTDOWCTBO ans 8 ® MenvuuHckoe nsgenvie
AnarHocTuky in vitro 0OHOPa30BOro UCMOMb30BaHUS
O6patutecb K MHCTPYKUUK nepes,
2 j;i] Mcrnonb3oBaH1em 9 c E Cepvcpukauns CE
3 LOT Koa napTum 10 &I [Jara nsrotosnexust
4 “ MponssogunTtens 11 Wcnonb3oBaTb Ao
. YNONMHOMOYEHHBIN
5 I Xpynkuiz 12 E npeacTtaeutens B EBpone
e H s,
6 I € Aonyckartk nonajaxns 13 He ponyckaTb nonagaHus BoAbl
//\l\ COInHEeYHoro ceeTa Aoy a A

BHumaHue

b 5

4. Ytunusaums
YTUnusnpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamu obpatleHma ¢ BUoAOrMYECcKM ONACHBIMU MaTepuanamu.

A BHu1maHwMe!
L[]

TonbKko gna I'IpOd)ECCVIOHaJ'IbHOFO MCcNonb3oBaHUA
e [loBTOPHOE MCMONb30BaHME MOXKeT NOBAUATL HA pe3ynbTaTbl ,D,MaFHOCTMKy!
e byabTe NnpeaenbHO BHMMaTE/IbHbI BO BpemsA pa60TbI, YTOObI M36EXKATb BO3MOMKHbIX TpasMm. B cayvae nonyyeHuna Tpasmbl

HemegeHHO 06paTUTECh 33 MEANLMHCKOM NOMOLLBHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

| EC |REP]

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTa:18.01.2022

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



[AokymeHT: UHCTPYKUUSA NO NPUMEHEeHNIo Bepcusa: A/0

DiaTrust

Ne nokymeHTa: DT/CE-26-03 Data: 2022-01-18
DBiaTrust
DiaTrust Medical Co., Ltd
C € MHCprKLI,VIFI no npuMeHeHuro

Habopbl ana c6opa ob6pasuoB
Moxkanyicra, BHUMATENbHO NPOYUTANTE 3TY MHCTPYKLMIO Nepes,
MCMNONb30BaHMEM U NPUMEHANTE NPaBUIbHO

1. Homep mopgenu

MS301,MS302,MS303,MS304,MS305,MS306,753410,753510,753610,753710,753411,753511,753611,758410,758510,758610,
758710,757510,757710,753420,753520,753620,753720,753421,753521,753621,758420,758520,758620,758720,757520,757720,
753011,758011,757011,753021,758021,757021.
2. HasaHauyeHue

Habopbl ana cbopa 06pasyos npeaHasHavyeHbl s BpemeHHoro cbopa 06pasLos ¢ NOBEPXHOCTU TeNa UK B OTBEPCTUAX

Tesla M TPaHCMOPTUMPOBKMU..

3. CumBonbl
No. Cumson OnucaHue No. Cumson OnucaHue
1 MD MepguumHckoe nsgenve 8 c Ceptudukaums CE
ObpaTtuTech K MHCTPYKLMK Nepes,
2 9 [ata nsrotosneHus
MCNONb30BaHNEM
3 LOT Koa, naptum 10 E Wcnonb3osatb 40

YNoAHOMOY€EHHbIN
4 “ Mpoussoautens 11 E

npeacrasutens B EBpone

"
0
[y

5 XpynKkui 12 He gonycKaTb nonagaHuAa BoAbl
e He ponyckatb nonagaHuA
6 AN Aony A 13 A BHUMaHue
() COJIHEYHOrO CBeTa
MenguuuHckoe nsgenve
7 OAHOKPAaTHOro npuMeHeHna

4. CpoK rogHoCTH
2 roaa.
5. TemnepaTtypa XxpaHeHuAa
5~25C.
6. Bpems xpaHeHuA o6pasua
He MHaKTUBMpPOBaHHbIN:PH=7.4+0.2
O6pa3ubl 40MKHbI 6bITb NPeAcTaBAEHbI ANA TECTUPOBAHMA KaK MOXKHO ckopee nocsie otbopa. Ecnm obpasubl He MoryT 6biTb
NPOTECTUPOBaHbl HEMeANeHHO, X MOXHO XpaHUTL Npu Temnepatype 15-25 °C He Bonee 72 4acos MAK XPaHWUTbL NpK TemnepaType
2-8 °C He 6onee 7 gHeii.
MHaKTMBMPOBAHHbIN TUN
O6pa3ubl 40MKHbI 6bITb NPeAcTaBAEHbl ANA TECTUPOBAHMA KaK MOXKHO ckopee nocse otbopa. Ecnm obpasubl He MoryT 6biTb
NPOTECTUPOBaHbI HEMeANeHHO, UX MOXHO XpaHuTb npun 15-25 °C He 6onee 24 yacos nnum xpauutb npu 2-8 C He 6onee 3 aHeil.
7. YTunmnsauma

minmsmpyf/'lTe nsgenne B COOTBETCTBUU C NpaBuiamMm MegULUMHCKOTO y4ypexxaeHnAa Nam rocyaapCreeHHbIMU U MECTHBIMU
npasuniamu 06paLLl,eHMFI ¢ 6roorMyecKkm onacHbIMM mMaTepuanamu.

A BHumaHue!

e TonbKo gna I'IpOCbeCCVIOHaJ'IbHOFO MCNo/1Ib30BaHUA

e [loBTOPHOE MCMO/Ib30BaHME MOXKET NOBAUATL Ha pe3ynbTaTbl OMarHoCcTukm!

e Hapes iTe I'}l)ep‘-IaTKVI M Mackm un anvauaﬁTe 3alUTHbIE Mepbl NP NCNOJ1Ib30BAHUN 3TOIO npo,u,yKTa!.
B

Perucrpanus 0c3gpaBHAf30pe
www.nevacert.ru | info@nevacert.ru
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e [lpu 06Hapy>+<eva| ncre4yeHnA CpoKa roagHoCTn, NOMYTHEHUA U BbITEKAHUA PACTBOPaA AN1A XpPaHEeHUA,

MCNO/1Ib30BaTb 3anpelaeTca !

“ DiaTrust Medical Co., Ltd
#1001, Jingfeng Plaza, 1698 Shuanglong Ave. Jiangning Dist. 211100, Nanjing, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata: 18.01.2022
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BiaTrust
DiaTrust Medical Co., Ltd

C€ UHCTPYKUMA NO NPUMEHEHUIO

Habop ansa BakyyMHoro céopa mMouum
MoxanyicTa, BHUMATENbLHO NPOYUTaNTe 3TY UHCTPYKLIMIO Nepen
MCNONb30BaHWEM W NMPUMEHSIITE NMPaBUIbHO

1. Homep moaenu

VvVC110-000,vC110-010,vC110-011,vC110-012,vC120-012,VC121-012,vC122-012,VC130-012,VC131-012,VvC132-012,VC140-110,

VC140-710,VC140-112, VC140-712.
2. HasHauyeHue

Cuctema BakyyMHOro cbopa mouu npegHasHayeHa gns cbopa, XxpaHeHMA U NepeHoca 06pa3L,oB MOUMK..

3. CumBoOnbI

No. Cumson OnucaHue No. Cumson OnucaHune

1. IVD Me,CI,MU,MHCKO(‘E yC.TpOMCTBO ana 7 c Ceptudmraums CE
ANArHOCTUKM in vitro
Ob6paTtutechb K MHCTPYKLMM Nepes,

3. 4. &l [aTta nsrotosneHna
MCMO/Nb30BaHMEM

5. LOT Koa, naptum 6. E Wcnonb3osatb 4o

YNONHOMOYEHHbIM
7. Mpoussoantens 8.

npeacrasutenb B EBpone

9. I XpynKkui 10. He gonycKaTb nonagaHuAa Bogbl

BHMMaHMe

e He ponyckatb nonagaHus 12 é

=
11. //i\
) CONTHEYHOro cBeTa

4. UHCTPYKLMA NO 3KCNIyaTaLMmU CUCTEMbl BaKYYMHOTo c6opa moun

—

80ml }

t

1.MoBepHUTE KPbILLKY MPOTUB 4aCcoBOIA 2.MomecTnTe OTBUHYEHHYIO KPbILLIKY Ha YUCTYIO 3.XKenatenbHo cobpaTtb 0Ko0 60 Mn 4.3aKpoiiTe KPbILLKY U 3aKpyTUTE
CTPEsKN. cronewHuuy. (MpumeyaHue: He NpuKacaiiTecs K moun. O6bem cbopa foMKeH bbiTb He €& no YacoBoW CTpesike.
(NpMmeyaHMe: He OTKPbIBATb 3ALUUTHYIO NOBEPXHOCTM BCacbiBatoLero natpybka v umanHapa, a meHee 30 M v He 6osiee 80 mn.

3TUKETKY ec/In Bbl He NabopaHT.) TaKKe K BHYTPEHHEI MOBEPXHOCTU YaLLKK).

5.UccnepoBaTenb OCTOPOXKHO 6.CHUMUTE 3aLUUTHYIO STUKETKY 1 7.Bo3bmute npobupky ansa cbopa 8.Mocne 3aBeplueHMA BbITAHUTE 9.Bo3bmuTe Npobupky ans cbopa

BCTpAXMBaeT o6pasew, Moun OTKpoOiiTe oTBepcThe Ans cbopa. MOYM, BCTaBbTE KOJINAYOKOM BHU3 npo6upKy ana c6opa Mouu BBEpX Moum Ana ocmoTpa. C6op Moum
nepeg, c6opom. B/10/1b OTBEPCTUA B KPbILLKE 1 1 HaKpoOWTe 3aLMTHOM 3aBeplleH.
HaxmuTe BHU3. MpokoauTe NpobKy STUKETKOIA.

13 BYTUAKayYyKa NYHKLIMOHHOWM
nrnon, 4tobbl Moya morna
MNONHOCTbIO NoNacTb B Npobupky (10
mn).



5. UHCTpYKLMA N0 3KCNAyaTauum cucTembl BakyymHoro c6opa mouu (npocras)

i)

—

ii—
Fi—— A ——
k

6. YTunusauua
YTUAu3npymnTe nsgenve B COOTBETCTBUN C NPaBUIAMU MEAULMHCKOTO YUPEXAEHUA UAN FOCYAAPCTBEHHBIMU U

MECTHbIMM NPaBUIaMM 0bpaLLLEHUS C BUONOTMYECKM OMACHBIMU MaTepPUanamm.

A BHumaHwme!

¢ TonbKo AR NPOGECcCUOHANIbHOMO UCMOb30BaHNA

e He ncnonb3oBatb NOBTOPHO

I DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTta Bbinycka:25.09.2021
Bepcus. A/O
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DiaTrust

DiaTrust Medical Co., Ltd

C€ WHCTPYKLMS MO NPUMEHEHWIo

Yawka gns obpasuoB
MoxanyncTa, BHUMAaTENbHO NPoOYUTaNTE 3TY NHCTPYKLMIO Nepes
NCNONb30BaHNEM 1 MPUMEHSINTE MPaBUIIbHO
1. Homep moaenu
SV430-003,v430-103,5v430-113,5v430-002,SV430-102,5vV430-112,SV431-003,5vV431-103,5V431-113,5v431-002,5V431-102, SV4
31-112,SV610-003,5vV610-103,5V610-113,5V610-002,SV610-102,5V610-112,SV611-003,5V611-103,SV611-113,5V611-002,
SV611-102,SV611-112,5V620-003,5V620-103,5V620-113,5V620-002,5V620-102,5V620-112,5V621-003,5V621-103,5V621-113,
SV621-002,SV621-102,5v621-112,5V630-003,5V630-103,5V630-113,5V630-002,5V630-102,SV630-112,5V631-003,SV631-103,
SV631-113,5V631-002,5v631-102,5vV631-112,5V810-003,5v810-103,5V810-113,5vV810-002,SV810-102,5v810-112,SV811-003,
Sv811-103,5v811-113,5v811-002,5v811-102,5V811-112,5V921-001,5V921-006,5V930-016,SV930-002,5V940-016,SV940-006,
SV940-002,5v941-016,5v941-006,SV941-002,UC11-0013,UC11-0002,UC11-0016,UC11-1013,UC11-1002,UC11-1016,
ucC11-1113,uC11-1102,UC11-1116,UC12-0013,UC12-0002,UC12-0016,UC12-1013,UC12-1002,UC12-1016,UC12-1113,
UC12-1102,UC12-1116,UC13-0013,UC13-0002,UC13-0016,UC13-1013,UC13-1002,UC13-1016,UC13-1113,UC13-1102,
UC13-1116,UC14-0013,UC14-0002,UC14-0016,UC14-1013,UC14-1002,UC14-1016,UC14-1113,UC14-1102,UC14-1116,
UC21-0013,UC21-0002,UC21-0016,UC21-1013,UC21-1002,UC21-1016,UC21-1113,UC21-1102,UC21-1116,UC22-0013,
UC22-0002,UC22-0016,UC22-1013,UC22-1002,UC22-1016,UC22-1113,UC22-1102,UC22-1116,UC23-0013,UC23-0002,
UC23-0016,UC23-1013,UC23-1002,UC23-1016,UC23-1113,UC23-1102,UC23-1116,UC24-0013,UC24-0002,UC24-0016,
UC24-1013,UC24-1002,UC24-1016,UC24-1113,UC24-1102,UC24-1116,SV710-001,FC001-000-16,FC001-000-13,FC001-000-17,
FC001-000-02,FC001-000-08,FC001-100-16,FC001-100-13,FC001-100-17,FC001-100-02,FC001-100-08,FC001-201-16,
FC001-201-13,FC001-201-17,FC001-201-02,FC001-201-08,FC002-000-16,FC002-000-13,FC002-000-17,FC002-000-02,
FC002-000-08,FC002-100-16,FC002-100-13,FC002-100-17,FC002-100-02,FC002-100-08,FC002-201-16,FC002-201-13,
FC002-201-17,FC002-201-02,FC002-201-08,FC000-000-16,FC000-000-13,FC000-000-17,FCO00-100-16,FC000-100-13,
FC000-100-17,FC000-201-16,FC000-201-13,FC000-201-17,FC201-000-16,FC201-000-13,FC201-000-17,FC201-100-16,
FC201-100-13,FC201-100-17,FC201-201-16,FC201-201-13,FC201-201-17,FC202-000-16,FC202-000-13,FC202-000-17,
FC202-100-16,FC202-100-13,FC202-100-17,FC202-201-16,FC202-201-13,FC202-201-17,FC203-000-16,FC203-000-13,
FC203-000-17,FC203-100-16,FC203-100-13,FC203-100-17,FC203-201-16,FC203-201-13,FC203-201-17,FC204-000-16,
FC204-000-13,FC204-000-17,FC204-100-16,FC204-100-13,FC204-100-17,FC204-201-16,FC204-201-13,FC204-201-17.
2. Ha3sHaueHue
Yawa ans o6pasuoB npegHasHauveHa gns XxpaHeHus peareHTos, 6ydepos, buonormyeckmx ob6pasyos Uan Apyrux matepmanos

npuv NOATrOTOBKE K Npoueaypam AMarHOCTUKM in vitro.

3. Symbols
No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeZanumnHCKoe yCTPOMCTBO ANnA 3 ® MepauunHckoe usagenve
AWNArHOCTUKM in vitro O4HOKPATHOro NPUMEHEHUA
O6paTnTech K MHCTPYKLUUK Nepes,
2 jzl 9 C € Ceptudumkaums CE
MCNONb30BaHNEM
3 LOT Kog, naptuu 10 &I [JaTa usrotosnexus
4 d MNpownssogutennb 11 g Mcnonb3osatb A0
YNOAHOMOYEHHbIN
5 XpynKkui 12 EC
I Py -@ npeacrasutens B Espone

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru
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He gonyckatb nonagaHua
COJ/IHEYHOrO CBeTa

13

He gonyckaTtb nonagaHua Boabl

A

BHMMaHue

4. Ytmnunsauyms

yTM/'IVI3VIpyVITE nsgenne B COOTBeTCTBUU C NpasniamMm meguUMHCKOro ydypexaeHmna nam rocyaapCcrBeHHbIMU U MECTHbIMU
npasuiamu o6pau.|,eva ¢ 6Buonornyeckn onacHbiMm mMaTepuanamu.

A BHuMaHue!

e  TonbKo ans npodeccnoHanbHOro NCNoNb30BaHNSA

e byabTe nNpeaensHO BHMMaTENbHbLI BO BpeMs paboThbl, 4TOObI M36exaTb BO3MOXHbLIX TpaBM. B crniyyae nonyveHus TpaBmbl

HemeqieHHO 0BGpaTMTECh 3a MEAULMHCKON MOMOLLLIO.

DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Fax: +86 025-52733215

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru
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DiaTrust

DiaTrust Medical Co., Ltd

3

1. Homep moaenu
SL100-016,SL100-025,5L100-030,SL110-016,SL110-025,SL110-030,SL200-038,SL300-2202,SL300-0202,SL.310-2217,SL310-0217,
SL400-2202,5L400-0202,SL500-2217,SL500-0217,5L600-1202,5L610-1202,SL620-1202,SL630-1202.

2. HasHaueHue

WHCTpyKUMS NO NPMMEHEHUIo

Wnatenu, Ckpebku

MoxanyncTa, BHUMaTENbHO NPOYMTaNTe 3Ty MHCTPYKLMIO nepes
UCnonb30BaHNEM N MPUMEHANTE MpaBUbHO

KynbTypanbHble CKpebku 1 LWnaTenu npegHasHaveHbl Ans paboTbl C KNeTKamun B pasnmnyHo KynbTypanbHOW nocyae.

3. CumBonbl

No. Cvmson OnucaHue No. Cvmson OnucaHue
1 IVD Me,EI,VILI,MHCKO.e yC:I'pOVICTBO ona 3 c E CepTuduKaLa CE
ANArHOCTUKM In vitro
O6paTtUTeCh K MHCTPYKLMMK Nepes,
2 9 &I [aTta nsrotosneHms
MUCNONb30BaHNEM
3 LOT Kog naptum 10 Wcnonb3osaTb A0
YNOAHOMOYEHHbIV
4 “ MpoussoanTens 11 E
npeacrasutens 8 EBpone
5 ! Xpy kWit 12 ,T_ YNOAHOMOYEHHbIN
npeacrasutens B EBpone
e
6 7\|§ He gonyckaTb nonagaHua 13 A BHUMaHMe
O CONHEYHOoro ceeTa

4. Ytmnusauma

YTUAnsmpyiite nsgenmne B COOTBETCTBMM C NPaBUIAMN MEANLMHCKOTO YUPEXAEHUA AN TOCYAAPCTBEHHBIMM U MECTHLIMM

npasuniamu 06pa|.IJ,EHMFI c 6ronorMyeckm onacHbIMM mMaTepuanamu.

A

BHUMaHMe!

¢ TonbKo ana npopeccmoHanbHOro Ucnosb3oBaHus!

e byabTe npeaesbHO BHUMaTE/bHbI BO BpemMs paboTbl, 4To6bl M36erKaTb BO3SMOXKHbIX TPaBM. B c/iyyae nonyveHms Tpasmbl

HemeaneHHo O6paTMTECb 33 MeANUMHCKON NOMOLLbHO.

DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215 Fax: +86 025-52733215

E Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru
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DiaTrust

DiaTrust Medical Co., Ltd

3

MHCTpYKLuMA No NpUMeHeHuto

MakeT 6GMONCUNHBLIN
MoxanyncTa, BHUMATENBHO NPOYMTaNTE 3Ty UHCTPYKLMIO Nepesn,
MCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO
1. Homep mopenu
HB101-000,HB102-000,HB103-000,HB104-000,HB105-000,HB201-000,HB202-000,HB203-000,HB204-000,HB205-000.
2. Ha3HaueHue
MakeTbl ana 6uoncuun npeaHasHa4eHbl 414 FepMeTVI‘-IHOVI YNAaKOBKU TMCTOZTOTMHECKUX KACCET C TKAHAMMU NMpPU

nposegeHnn 6uoncum n HebobLMX 06Pa3LOB.

3. CumBonbI
No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeauunHCKoe YCTPOMCTBO ANn 3 ® MeauunHcKkoe usgenmve
[OMarHoCTUKM in vitro OAHOKPATHOro NpPUMeHeHUA
O6paTnTech K MHCTPYKUUK Nepes,
2 j-jl] 9 c € Ceptndmkaums CE
MCNONb30BaHNEM
3 LOT Kopg naptum 10 &I [aTa usrotosnexua
4 “ Mpoussoautens 11 g Mcnonb3osaTb 40
YNoAHOMOYEHHbIN
5 XpynKkui 12 EC
I Py -@ npeacTaButens B EBpone
Sk H =
6 A\ € AonycKaTb nonaAaxua 13 T He gonyckaTb nonagaHua soabl
) CONNHEYHOro cBeTa
He cTepuabHOe MeauLMHCKOe
7 @i 14 BHMMaHMe
nsgenve

4. UHCTpyKuma no pabore

‘ ckﬁ >
i { A
Illllz -‘{" [
|
atep 1: Put bicpsy (biopsies) nto the Step Z Place the biopsy bag into tissus Step 3: Take the biopsy bag cut
tiopsy bag, fold on the bag end casselte and close the cassette id of lissue cassetie
LLarl: NomecTnTb TKaHb B Lar2: NomecTuTb NakeT gna LWar3: JoctaTb NakeT ansa
nakeT Ana 6uoncuum, 3arHyTb 6roncum B rMCTONOTNYECKYIO 61OoncMmM U3 rMCTONOTUYECKON
Kpali nakeTa. KacCeTy M 3aKPbITb KPbILLIKOM. KacceTbl.

B -
=
Step 4: Open the biopsy bag by Step & Extract the biopsy (biopsies)
folding off the bag end from the biopsy bag
LWar4: OTKpbITb NaKeT ana Lar5: U3Bneyb TKaHb 13
6unoncumn Pa30rHys Kpan. nakeTa gnA 6uoncuu.

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



5. Ytunusauyma
YTUAn3npynTe nsgenme 8 COOTBETCTBUM C NPABUNAMUN MEAULIMHCKOTO YUPEKAEHUA NN FOCYAAaPCTBEHHBIMMU U MECTHBIMMU

npasuniamu 06paLLI,EHMFI c 6uoorMyeckm onacHbIMM mMaTepuanamu.

A BHMMaHuMe!

e Tonbko AN NPodecCnoHanbLHOro NCNob30BaHNS
e bByabTe npegenbHO BHMMaTEnNbHbI BO Bpems paboTsl, 4ToObl n3bexaTtb BO3MOXHbIX TpaBM. B cnyyae nonyyeHus TpaBmbl
HemMeAneHHO obpaTnuTech 3a MEANLMHCKOW NOMOLLbIO.

I DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[Oata Bbinycka:25.09.2021
Bepcua. A/0
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DiaTrust

DiaTrust Medical Co., Ltd

3

MHCprKLIMFI no npuMmeHeHuro

(Dopma 3anunBoYHasd
MoxanyncTa, BHUMaTENbHO NpoYMTanTe 3Ty MHCTPYKLMIO nepes
UCnonb30BaHNEM 1 NPUMEHSNTE NpaBUNbHO
1. Homep moaenu
BM01-0707,BM01-1515,BM01-2424,BM01-3724,BM01-3024,BM02-0707,BM02-1515,BM02-2424,BM02-3724,BM02-3024,
BM03-0707,BM03-1717,BM03-2525,BM03-2532,BM03-2540,BM03-5538.
2. HasHaueHue
3anuBoyHan dopma npegHasHayeHa A41A obaeryeHns 3aMBKU BCEX MOAeNel YNNOTHUTENbHBIX KOMIEL, U TMCTONOMMYECKUX
KacceT Npu 3a/iMBKe 06pasLos..

3. CumBonbl

No. Cumson OnucaHue No. Cumson OnucaHune
MeaMuUMHCKOoe yCTPOICTBO ANA

L IVD LMArHOCTUKM in vitro 2. c € Ceprudunkaumsa CE
Ob6paTuTech K MHCTPYKLMK Nepes

3. 4, &I [ata nsrotoeneHus
MCNONb30BaHNEM

5. LOT Koa, naptuu 6. Wcnonb3osatb 40

YNONHOMOYEHHbIN
MNpownssoautennb 8. @
npeacrtasutens 8 EBpone

.
’
Lty

Xpynkum 10. He gonycKaTb nonagaHua Bogbl

11. BHMMaHMe

% e L

He pgonyckatb nonagaHuA 12 é

CO/IHEYHOrO CcBeTa

4, YTnnmnsauma
YTUAunsnpyiTe nsgenve B COOTBETCTBUM C NPaBUIAMU MEANLMHCKOTO YYPEXAEHUSA UAN FOCYAAPCTBEHHBIMU U MECTHBIMU
npasuaamm obpatyeHns c 6MoNOrMYecKn ONacHbIMU MaTepUanamu.

A BHUMaHuMe!

e TonbKo Ans npoeccrnoHanbHOro NCNoNb30BaHNA

i ByﬂbTe npenenbHO BHMMaTEeMbHbl BO BpEMA paGOTbI, 4TObbI M36€eXKaTb BO3MOXHbIX Tpasm. B cny4yae nonyvYeHusa TpaBMbl
HemMeaneHHoO 06paTVITer 3a MEQULMHCKON NOMOLLbIO.

d DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[Oata Bbinycka:25.08.2021
Bepcus. A/O
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DiaTrust

DiaTrust Medical Co., Ltd
1afrust Wedical Lo UHCTpyKuMA No npumMeHeHuto

c € KpbiwkKa K WTaTMBY ANA OKpaWMBaHUA CTEKON
MoxanyicTa, BHUMATENbHO NpoYnTanTe 3Ty MHCTPYKUMIO Nepes
MCMOMb30BaHNEM U NPUMEHSIATE NPaBUMbHO

1. Homep mogenu
SP20-0300,SP20-0400.
2. HazHaueHue

Kpblilka K WTaTUBY 419 OKpaLlUMBaHMA CTEKON NpejHa3HauyeHa ANA 3aliMTbl NaTonornyeckoro obpasua B Wratnse 414
OKpaLunmBaHWA CTEKON.

3. CumBoOAbI

No. Cumson OnucaHune No. Cumson OnucaHune

1 C E Ceptudmrauma CE 7 Kog naptum

[ata nsrotoeneHuna
MUCNONb30BaHNEM

3 “ Mpoussoautenb 9

YNOAHOMOYEHHbIN .

4 10 T
@ npeactasutens B EBpone
5 I XpynKuii 11 A BHuMaHMe

1/

Mcnonb3osaTtb A0

D:i] Ob6paTuTech K MHCTPYKLMK Nepes, [I

He ponyckaTb nonagaHua soabl

0

6 /70/\ He ponyckaTtb nonagaHua
2 \ CO/IHEYHOrO CBeTa

4. Ytununsauma
YTUnusnpynTte nsgenve B COOTBETCTBUM C NPaBUIAMU MEANLNHCKOTO YYPEXKAEHUA UAN FOCYAAaPCTBEHHBIMU U MECTHLIMM
npasuaamu obpalleHma ¢ BUONOrMYECKM ONACHBIMU MaTepuanamm.

A BHUMaHue!

¢ To/bKO 419 NPOPECCMOHANbHOIO UCNOb30BaHMA
e bByabTe npefenbHo BHUMATE/IbHbI BO Bpems paboTbl, YTO6bl M36exaTb BO3MOXKHbIX TPaBM. B ciyuae nosyyeHus Tpasmbl

HemeaneHHo OGpaTMTer 3a Me,EI,VILI,VIHCKOﬁ NOMOLUbHO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

E Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka: 25 CeHTa6pAa,2021
Bepcua A/0
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D. . DokymeHT: MHCTPYKUMA NO NPUMEHEHUIO Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-32-03-01 DaTa:2021-11-25
DiaTrust
DiaTrust Medical Co., Ltd UHCTpYKUUA NO NpUMEHEeHUI0

C € TpaHcnopTHasa npobupka LOC

MoKanyicra, BHUMATENIbHO NPOYMUTANTE 3TY MHCTPYKLMIO Nepes,

Mcnosib3oBaHMeEM U I'IpVIMEHFlﬁTe npasnabHO

1. Homep mopenu
CMm. 3TMKETKY.

2. HasHauyeHue
TpaHcnopTHasa npobupka LOC npeaHa3HayeHa Ana npenocTasaeHns 6onee CTaHAAPTU3MPOBAHHOIO U HAAEKHOIO peLleHuA
ONA NOATOTOBKM, TPAHCMOPTUPOBKM U XpaHEHUA Bruonornyeckmx obpasuos.

3. CumBonbl

No. Cumson OnucaHue No. Cumson OnucaHune
MeZaununHcKoe yCcTpoiicTBo ANA c
! IVD [MAarHOCTUKM in vitro 8 Cepmouraums CE
Ob6paTtnTech K MHCTPYKLMMK Nepes,
2 9 &I [aTta usrotoBneHms
MCNOJ/Ib30BaHMEM
3 LOT Koa naptuu 10 Wcnonb3osaTb A0

YNONHOMOYEHHbI
4 “ MpoussoanTenb 11 @

npeacrasutens 8 EBpone

"
g
e

5 Xpynkum 12 He ponyckatb nonagaHua Boabl
[
L) He ponyckatb nonagaHua
6 AN Aomy A 13 A BHUMaHWe
s CO/IHEYHOrO CBeTa
7 MepauumnHckoe nsagenmve 14 He cTepunbHoe meauumHCKoe
OZLHOKPaTHOro NPUMEHEHMA ﬁ nsgenue

4. YTunmsauma
YTUnusunpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaammn obpaleHma ¢ 6MoN0rMYecKkM onacHbIMM MaTepuanamu.

A BHUMaHMe!

e TonbKo gnAa I'IpOd)ECCVIOHafIbHOFO MCcNos1b30BaHUA

e [loBTOpPHOE MCNONb30BaHNE MOXKET NOBAMATbL Ha pe3yabTaTbl ,a,marHocley!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema paﬁOTbI, YTOObI M36EXKaTb BO3MOMKHbIX TpaBMm. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 3a Mep,VILI,VIHCKOﬁ NOMOLUWbHO.

I DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK
[ara Bbinycka:25.11.2021
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. . DokymeHT: MHCTPYKUMA NO NPUMEHEHUIO Bepcus: A/0
DIqTrU"t Ne nokymeHTa: DT/CE-32-03-02 DaTa:2021-11-25
DiaTrust
DiaTrust Medical Co., Ltd UHCTpYKUUA NO NpUMEHEeHUI0
C € TpaHcnopTHasa npobupka LOC

MoKanyicra, BHUMATENIbHO NPOYMUTANTE 3TY MHCTPYKLMIO Nepes,

Mcnosib3oBaHMeEM U I'IpVIMEHFlﬁTe npasnabHO

1. Homep mopenu
Cm. 9TUKeTKy.
2. Ha3HauyeHue
TpaHcnopTHaa npobupka LOC npegHa3HavyeHa 4na npefocTaBaeHuns 6onee cTaHAapTU3MPOBAHHOIO U HAZEKHOMO pPeLIeHUs

ANA NoAroToBKU, TPAHCNOPTUPOBKU U XPaHEHNUA bronormyeckmx o6paau,os.

3. CumBonbI

No. CvmBon OnucaHwue No. Cvmson OnucaHwue
MeZaununHcKoe yCcTpoiicTBo ANA c E
! IVD [MAarHOCTUKM in vitro 8 Cepmouraums CE
O6paTtnTeCh K MHCTPYKLMMK Nepes,
2 9 &I [aTta usrotoBneHms
MCNOJ/Ib30BaHMEM
3 LOT Koa naptuu 10 g Wcnonb3osaTb A0
YNOAHOMOYEHHbIV
4 | noonssoairens 11 | [Ec [Rep]
npeacTtasuTenb B EBpone
5 Xpynkum 12 "!r" He ponyckatb nonagaHua Boabl
> 7 He ponycka onagaHus
6 7{? Aonyckatb nonaaaku 13 A BHMMaHMe
s CO/IHEYHOrO CBeTa
MepauumHckoe nsgenve MeguunHckoe nsgenue, npowegliee
7 14
® OZLHOKPaTHOro NPUMEHEHMA npoLecc cTepuamnsaumm

4. YTunmsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIAMU MELULNHCKOTO YYPEKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaammn obpaleHma ¢ 6MoN0rMYecKkM onacHbIMM MaTepuanamu.

A BHUMaHMe!

e TonbKo gnAa I'IpOd)ECCVIOHafIbHOFO MCNos1b30BaHUA

e [loBTOpPHOE MCNONb30BaHNE MOXKET NOBAUATbL Ha pe3yabTaTbl ,a,marHocley!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema paﬁOTbI, YTOObI M36EXKaTb BO3MOMKHbIX TpaBMm. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 3a Mep,VILI,VIHCKOﬁ NOMOLUWbHO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK
[ara Bbinycka:25.11.2021
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[AokymeHT: UHCTPYKUUSA NO NPUMEHEeHNIo Bepcusa: A/0

DiaTrust

Ne nokymeHTa: DT/CE-09-03 DaTa:2021-7-25
BiaTrust
DiaTrust Medical Co., Ltd MHCTPYKUMA NO NPUMEHEHUIO
C € TamnoHbl MediSWAB

MoxanyicTa, BHAMATENbHO NpoYnTaiTe 3Ty MHCTPYKUMIO Nepes
MCMOMb30BaHNeM 1 NpUMeHsANTe NpasunbHO

1. Model Number

MS301-102, MS302-121, MS303-116, MS304-152, MS305-113, MS306-121

2. HasHaueHue

TamnoH MediSWAB npegHasHayeH ana cbopa, TPaHCMOPTUPOBKM U XPaHEHUA KIMHUYECKUX 06pasLoB.

Cpepa CTioapTa NpUMeHsAeTcs AnA TPAHCMOPTUPOBKM Pas3/IMYHbIX NAaTOreHHbIX MUKPOOPraHn3moB, Hanpumep, Neisseria gonorrhoeae,
Heamophilus influenzae, Corynebacterium diphteriae, Trichomonas vaginalis, Streptococcus pneumonie, Salmonella sp., Shigella sp. n gp.
Cpepfa dViMca NpuUMeHseTcs ANA TPAHCMOPTMPOBKM TaKMX NaTOreHHbIX MUKPOOPraHM3mMoB, Kak Neisseria sp, Heamophilus sp, Corynebacteria,
Streptococcus pneumonie, Escherichia coli, Klebsiella pneumonia.

Cpegaa Kapu-bnavipa npumeHsaeTca ANa TPaHCMOPTMPOBKM TaKMX NaTOreHHbIX MUKPOOPraHM3mos, Kak Salmonella spp., Shigella spp., Vibrio spp.,
Campylobacter spp., Pseudomonas spp., Escherichia coli u ap. PekomeHa0BaHa K MCNONb30BaHMIO A5 B3ATUSA, TPAHCNOPTUPOBKU U XPaHEHUA

peKTanbHbIX 1 PpeKanbHbIX NPo6.

3. Symbols
No. Cumson OnucaHue No. Cumson OnucaHue

MeguumnHcKoe nsgenme ogHOKpPaTHOro
1 c € Ceptuoukaumsa CE 7 AL A AHOKP

NPUMEHeHUs

O6paTUTECh K MHCTPYKL MUK MeZauumHCKoe 13aenve, npoweauee

nepeg Ucnob3oBaHnem npouecc ctepunamsaumum

> =)

w
Ly
o
-

Kog napTtum 10 Mcnonb3oBaTb A0

BHUMaHMe 9 &I [laTa nsrotosneHuA

YNO/THOMOYEHHbI
NpoussoanTens 11 E
npeacTasuTens B Espone

Xpynkui 12 ‘T He ponyckatb nonagaHuna soabl

Mz
6 />T/\ He AO0NyCKaTb NnonagaHnA
A\ CONHEeYHOoro ceeTa

4. Cnoco6 npumeHeHuA

OTKpoOliTe yNakoBKY U NPUCTYNUTE K UCMNOIb30BAHUIO.

5. Ymmnusauumsa

YTUNu3npyiiTe nsgenve B COOTBETCTBUM C NPaBUAAMMN MEAULMHCKOIO YYPEKAEHUA UAWN TOCYAAPCTBEHHBIMU U MECTHbIMM

npasunammn obpaLLeHns ¢ GUONOMMYECKM ONACHBIMMU MaTepPUanamm.
A BHUMaHue!

e TonbKO AN1A NPOPEeCcCMOHANBbHOIO NCMNONb30BaHMA
e [lOBTOpPHOE UCMONb30BaHME MOXKET MNOBAUATbL HA Pe3yNbTaTbl 4UATHOCTUKY!
e byabTe npefenbHO BHUMaTENbHbI BO BpeMA paboTbl, 4Tobbl M36eaTb BOSMOKHbIX TPaBM. B ciyyae nonyvyeHusa Tpasmbl
HemeA/IeHHO 06paTUTECH 33 MEAMLMHCKON NOMOLLbBIO.
d DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215 Web site : www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK
[Jata sbinycka: 25 Wiona, 2021

Pernctpanua MU g Pocagpaerapzope Bepcua A/O
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[okymeHT: UHCTPYKLUMSA NO NPUMEHEeHUIo Bepcusa: A/0

DiaTrust Ne gokymeHTa: DT/CE-20-03 Aara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

C€ UHCTpyKuMs no npumeHeHUro

MnaHweTbI
MoxanyncTa, BHUMaTENbLHO NpoYMTanTe 3Ty UHCTPYKLMIO Nepeq
MCMNOMNb30BaHNEM U NPUMEHANTE NPaBUibHO

1. Homep mopgenu

MP801,MP802,MP803,MP901,MP801,MP804-201,MP804-001,MP805,MP806,MP807,MP904,MP905,MP906,MP907,MP100,M
P200,MP110,MP210,MP120,MP220,TC120,TC219,TC220,TC239,TC230,TC319,TC320,TC509,TC510,TC519,TC520,TC521,TC560,TC570,
TC700,TC710,T7C711,TC209,TC200,TC231,TC208,TC201,TC221,TC309,TC300,TC321,TC539,TC540,TC550,TC003,TC810,TC811,TC820,TC
830,TC840,PL110,PL120,PL130,PL140,PL210,PLO01,PLOO2,PLO0O3,PLO04,PLOOS.
2. HasHaueHue

MuKponnaHLWeT npeaHasHayeH Ans coaepKaHust HeBorbLUMX 06bEMOB KIIMHUYECKMX 06pa3LoB, peareHToB Unu Apyrux

mMaTepuanos Ond npouenyp TeCtupoBaHUA, BbINOJTHAEMbIX na60paTopr|M aHann3aTtopom.

3. Cumsonbl
No. Cvmson OnucaHue No. Cvmson OnucaHue
1 IVD MeguumMHCKoe YCTPOoCTBO aNnA 3 ® MepauumnHckoe nsagenuve
[OMArHOCTUKM in vitro OAHOKPATHOro NpumMeHeHuA
O6paTnTECh K MHCTPYKLUK
2 j}] 9 c € Ceptuoukauma CE
nepes UCnosib3oBaHMEM
3 LOT Kog naptum 10 &I [aTa usrotosnexua
4 “ [Mponssoautens 11 g Mcnonb3osaTb 0
YNOAHOMOYEHHbIV
5 Xpynkui 12 EC
I npeacTtasuTenb B EBpone
[l
6 j/it He monyckate nonaaaHms 13 He gonycKaTb nonagaHua Bogbl
) COJIHEYHOrO CBeTa

14 BHumaHuMe

He cTtepunbHOe meagnumHcKoe f

B>

nsgenune

4, YTnnmnsauma

minmampyﬁTe n3genne B COOTBeTCTBUKU C NpaBniamm meanumMHCKOro ydypexaeHma nam rocyaapCrBeHHbIMM U MeCTHbIMU
npasniamu 06paLI.I,eHVIF| ¢ 6MoIorMYecKM onacHbIMMU maTepuanamu.

A BHumaHue!
e TonbKo ANA NPodecCcMoHaIbHOrO UCMOb30BaHUA

¢ [lOBTOpPHOE UCMONb30BaHME MOXKET MOB/NUATL HA PE3YNbTaTbl AUATHOCTUKY!
e byabTe NpeAenbHO BHUMATENbHbI BO BPpeMsA PaboTbl, YTOObI M36eKaTb BOSMOMKHbLIX TPaBM. B ciyyae nonyyeHus Tpasmbl
Hemen/IeHHO 06paTUTECh 38 MEAULMHCKOM MOMOLLbIO.
DiaTrust Medical Co., Ltd
#1001, Jingfeng Plaza, 1698 Shuanglong Ave. Jiangning Dist. 211100, Nanjing, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Jata sbinycka:25.11.2021
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Bepcus: A/0
Hata:2021-11-25

,U,OKyMeHT: MHCprKLIMﬂ no npuMeHeHunro

Ne nokymeHTa: DT/CE-20-03

DiaTrust

DiaTrust

DiaTrust Medical Co., Ltd

3

MHCTpyKUMSA No NPpMMeHEeHUIo

MnaHweTobl
MoxanyncTa, BHUMaTENbHO NPOYMTaNTE 3Ty UHCTPYKLMIO Nepen
MCMoNib30BaHNEM N NPUMEHSINTE NPaBUINbHO

1. Homep mogenu

MP100-001, MP100-016, MP100-006, MP200-001, MP200-016, MP200-006, MP110-001, MP110-016, MP110-006, MP210-001,
MP210-016, MP210-006, MP120-001, MP120-016, MP120-006, MP220-001, MP220-016, MP220-006
2. HasHaueHue

MwukponnaHweT NpeAHa3HayYeH anst CoAep)KaHns HeOoNMbLUMX 06BEMOB KINMHMYECKMX 06pasLIOB, peareHToB Unu Apyrux

mMaTepuanos Ond npouenyp TeCtupoBaHUA, BbINOJTHAEMbIX na60paTopr|M aHann3aTtopom.

3. CumBODbI
No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeguumMHCKoe YCTPOoCTBO aNnA 3 MepauumnHckoe nsagenuve
[OMArHOCTUKM in vitro OAHOKPATHOro NpumMeHeHuA

O6paTnTech K MHCTPYKLUK
c € Ceptuoukauma CE

nepeg “cno/b3oBaHMem

=

3 LOT Kog naptum 10 &I [aTa usrotosnexua
4 “ [Mponssoautens 11 g Mcnonb3osaTb 0
YNOAHOMOYEHHbIV
5 Xpynkui 12 EC
I -E npeacrasutens B EBpone
[l
6 j/i? He monyckate nonaaaHms 13 He gonycKaTb nonagaHua Bogbl
s COJIHEYHOrO CcBeTa

He cTtepunbHOe meagnumHcKoe
BHumaHuMe

T
14 A

YTUAU3UPYINTE U3genme B COOTBETCTBUM C MPABUIAMMN MEANLMHCKOTO YUYPEKAEHNA UM FOCYAaPCTBEHHBLIMU U MECTHBIMMU
npasuaamu obpalleHmsa ¢ 6UONOrMYEecKM ONacHbIMU MaTepuanamm.

B>

nsgenune

4, YTnnmnsauma

BHUMaHMe!

A\

TonbKo ana I'IpOCbECCMOHaI'IbHOFO Mncnonb3oBaHUA
MoBTOpHOE NCNO/Ib30BaHME MOXKET NOBANATL HA pe3y/abTaThbl ,D,VIaI'HOCTMKy!
byabTe npeaenbHO BHUMATEIbHbI BO Bpema pa6OTbI, YTO6bI M36EXKaTb BO3MOMKHbIX TpasMm. B cnyyae nonyvyeHnAa Tpasmbl

Hemea/IeHHO 06paTUTECh 33 MEAULIMHCKOM NOMOLLbIO.
DiaTrust Medical Co., Ltd
#1001, Jingfeng Plaza, 1698 Shuanglong Ave. Jiangning Dist. 211100, Nanjing, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTta Bbinycka:25.11.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



[okymeHT: UHCTPYKLUMSA NO NPUMEHEeHUIo Bepcusa: A/0

Ne nokymeHTa: DT/CE-20-03 HOata:2021-11-25

DiaTrust

DiaTrust

DiaTrust Medical Co., Ltd

3

WHCTpYyKUUS NO NPUMEHEHUI0

MnaHweTbl € KpbIWKamu u 6e3
MoxanyncTa, BHUMaTENbHO NPOYMTaNTe 3Ty UHCTPYKLMIO Nepen
MCMNoNib30BaHNEM N MPUMEHSINTE NPaBUINbHO

1. Homep moaenu

MP801-001, MP801-101, MP901-101, MP802-001, MP802-101, MP902-101, MP803-001, MP803-101, MP803-016, MP803-116,
MP803-006, MP803-106, MP903-101, MP903-116, MP903-106, MP801-201, MP802-201, MP804-001, MP805-001, MP806-001,
MP807-001, MP904-001, MP905-001, MP906-001, MP907-001

2. HasHaueHue
MukponnaHLwieT npegHasHayYeH Anga cogepxaHusa HebonbLlUnx 00 bEMOB KNMHUYECKMX 006pasLoB, peareHToB Unm Apyrnx

MaTtepuanoB anda npouenyp teCtmpoBaHusA, BbINONTHAEMbIX naGopaToprlm aHann3aTopom.

3. Cumeonbl

No. Cumson Onucanune No. Cumson Onucaxune

1 IVD MeauunHCKoe YyCTPoMCTBO ANn 3 ® MeanumHcKoe nsgenve
AMNArHOCTUKM in vitro OAHOKPATHOro NpumMeHeHusA
O6paTnTeCh K MHCTPYKLUK

2 j}] 9 C E Ceptndmkaums CE
nepeg ucnosb3oBaHNEM

3 LOT Kog naptum 10 [aTa usrotosnexua

Mpoussoautens 11

YNoAHOMOYEHHbIN
XpynKkui 12 EC
ad npeacTtasuTenb B EBpone

Mcnonb3osaTb 40

He ponyckatb nonagaHua 13
CO/NNIHEYHOro CBeTa

He ponyckaTb nonagaHua BoAbl

HIESR

14 BHMMaHMe

MeZauumHCKoe 13aenve, npoweaiee i

npouecc cTepuansaumm

4. YTnnmnsauma

minM3Mpy17|Te nsaenne B COOTBETCTBUK C NPaBU1aMn MegUUNHCKOro yypexaeHna Uam rocygapCrteeHHbIMU U MeCTHbIMU
npasniamu O6paLI.I,EHVIﬂ ¢ 6uonormyeckn onacHbIMm MaTepuanamu.

A BHumaHue!
L]

Tonbko Ans NpodeccuoHabHOro NCNOIb30BaHUA

¢ [lOBTOPHOE UCNONb30BAHME MOKET MOBAUATL HA PE3YAbTaTbl ANATHOCTUKY!

e byabTe npesenbHO BHMMaTEIbHbI BO Bpems paboTbl, 4TOObI M36eKaTb BO3MOXKHbIX TPaBM. B ciyyae nosnyyeHus Tpasmol
HemMea/1IeHHO 06paTMTECh 32 MEANLMHCKOM NOMOLLbIO.

DiaTrust Medical Co., Ltd

#1001, Jingfeng Plaza, 1698 Shuanglong Ave. Jiangning Dist. 211100, Nanjing, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTa BbinycKa:25.11.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D' . DokyMeHT: MHCTPYKUMSi MO NPUMEHEHMIO Bepcus: A/0
iaTrust Ne gokymeHTa: DT/CE-20-03 Aara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

3

WHCTpyKUUSA NO NPMMEeHEeHUIo

MnaHweTbl, cTpunbl, Kpbiwku gna MNMUP
MoxanyncTa, BHUMaTEeNbHO NpoYMTanTe 3Ty UHCTPYKLMIO nepen,
UCMNOMNb30BaHWEM U MPUMEHSNTE NPAaBUIBHO

1. Homep moaenu

TC120-301, TC120-316, TC219-316, TC219-301, TC220-316, TC220-301, TC239-316, TC240-316, TC230-316, TC230-301, TC319-316,
TC319-301, TC320-316, TC320-301, TC209-316, TC209-301, TC200-316, TC200-301, TC231-301, TC208-316, TC201-316, TC221-301,
TC309-316, TC309-301, TC300-316, TC300-301, TC321-301, CN209-316, CN209-301, CN200-316, CN200-301, CN221-301,
CN309-316, CN309-301, CN300-316, CN300-301, CN321-301, PL153-000, PL110-000, PL110-000, PL120-000, PL130-000,
PL140-000, PL141-000, PL132-000, PL100-000, PL900-000, PL210-000, PL520-000, PL540-000, TC509-201, TC509-216, TC510-201,
TC510-216, TC520-201, TC520-216, TC519-201, TC519-216, TC521-201, TC539-201, TC539-216, TC560-201, TC570-201, TC540-216,
TC540-206, TC550-206

2. HasHaueHue

MUP-nnaHweTbl npeaHa3HaYveHsbl Ans pabotsl ¢ MNMUP-nHcTpymeHTamy Ansa nonvMmepasHon LenHon peakumm obpasLos.

3. CumBonbl
No. Cumson OnucaHune No. Cumson OnucaHue
1 |VD MeZanumnHCKoe YyCTPOCTBO ANA 3 MegnumHcKoe nsgenve
AWNArHOCTUKM in vitro OAHOKPATHOro NpUMeHeHna

O6paTnTech K MHCTPYKLMK
C € Ceptuoukauma CE

nepea nMcnoib3oBaHnem

=

3 LOT Kog naptum 10 [laTa usrotosneHus

Mpoussoantens 11 Ucnonb3osaTtb 40

YNO/IHOMOYEHHbIM

Xpynkun 12 EC
ad npeacTtasuTenb B EBpone

He ponyckatb nonagaHua 13
CONHEYHOoro ceeTa

He ponyckaTb nonagaHus Boabl

He cTtepunbHOe meanumHcKoe

14 BHMMaHMe

B> 2% e L

nsgenune

4. Ytnnmnsauma

yTMﬂM3Mpy1‘;1Te n3genne B COOTBeTCTBUU C NpaBuniamm meanuUMHCKOro ydypexaeHma nam rocyaapCcrBeHHbIMM U MEeCTHbIMU
npasniamu 06paLI.I,9HVIF| ¢ 6MoNorMyYeckn onacHbIMM mMaTepuanamu.

A BHumaHme!

e TonbKo gna npodeccMoHabHOro NCNO/b30BaHKA
e [lOBTOPHOE MCMONb30BAaHME MOXKET MOBAUATH HA Pe3y/bTaTbl ANArHOCTUKY!
e byabTe NnpefenbHO BHMMaTE/IbHbI BO Bpems paboTbl, YTOObI N36eKaTb BO3SMOMXKHbIX TPaBM. B ciyyae nonyyeHus Tpasmol
HemeZNeHHO 06paTUTECh 3a MEAULMHCKOM NOMOLLbIO.
DiaTrust Medical Co., Ltd
#1001, Jingfeng Plaza, 1698 Shuanglong Ave. Jiangning Dist. 211100, Nanjing, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Perucrpanua MH B Pocagpaerapzope [Jata sbinycka:25.11.2021
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D' . DokyMeHT: MHCTPYKUMSi MO NPUMEHEHMIO Bepcus: A/0
iaTrust Ne gokymeHTa: DT/CE-20-03 Aara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

3

WHCTpYyKUUS NO NPUMEHEHUI0

MnaHweTsbl, cTpunbl gna MNUP
MoxanyncTa, BHUMaTENbHO NPOYMTaNTE 3Ty UHCTPYKLMIO Nepen
MCMoNib30BaHNEM N NPUMEHSINTE NPaBUINbHO

1. Homep moaenu

CN219-316, CN219-301, CN220-316, CN220-301, CN319-316, CN319-301, CN320-316, CN320-301, CN509-201, CN509-216,
CN510-201, CN510-216, CN540-206, CN540-216, PL153-003, PL153-003, PL110-003, PL120-003, PL130-003, PL140-003, PL141-003,
PL132-003, PL100-003, PL900-003, PL210-003, PL520-003, PL540-003

2. HasHaueHue

MUP-nnaHweTbl npegHa3HaveHbl ans pabotsl ¢ MLUP-MHCTpyMeHTamn Ans nonnuMmepasHow LienHow peakumum obpasLoB.

3. CumBonbl
No. Cumson OnucaHune No. Cumson OnucaHune
1 IVD MeaununHcKoe ycTpoiicTBo AnA 3 ® MegauumHcKkoe nsagenve
AMNArHOCTUKM in vitro OAHOKPATHOro NpumMeHeHusA
O6paTnTeCh K MHCTPYKLUK
2 9 C E Ceptndmkaums CE
nepeg ucnosb3oBaHNEM
3 LOT Kog naptum 10 &I [aTa usrotosnexua
4 “ Mpoussoautens 11 g Mcnonb3osaTb 40
YNOoNHOMOYEHHbIM
s 2 | [ecrer
npeacTtasuTenb B EBpone
e
6 j/\lt He ponyckare nonapanma 13 'T He ponyckaTb nonagaHua BoAbl
) CO/THEYHOro cBeTa
MeaunumHcKkoe nsaenve, npoweglee
7 m 14 A BHMMaHMe
- npouecc ctTepunmsaunm

4. YTnnmnsauma

minM3Mpy17|Te nsaenne B COOTBETCTBUK C NPaBU1aMn MegUUNHCKOro yypexaeHna Uam rocygapCrteeHHbIMU U MeCTHbIMU
npasniamu O6paLI.I,EHVIﬂ ¢ 6uonormyeckn onacHbIMm MaTepuanamu.

A BHumaHue!
L]

Tonbko Ans NpodeccuoHabHOro NCNOIb30BaHUA
¢ [lOBTOPHOE UCNONb30BAHME MOKET MOBAUATL HA PE3YAbTaTbl ANATHOCTUKY!
e byabTe npesenbHO BHMMaTEIbHbI BO Bpems paboTbl, 4TOObI M36eKaTb BO3MOXKHbIX TPaBM. B ciyyae nosnyyeHus Tpasmol
HemMea/1IeHHO 06paTMTECh 32 MEANLMHCKOM NOMOLLbIO.
DiaTrust Medical Co., Ltd
#1001, Jingfeng Plaza, 1698 Shuanglong Ave. Jiangning Dist. 211100, Nanjing, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTa BbinycKa:25.11.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



DiaTrust

ﬂOKyMeHT: MHCTDYKLIMSI no NpUMeHeHuno

Bepcus: A/0

Ne nokymeHTa: DT/CE-14-03

Hara:2021-9-25

DiaTrust

DiaTrust Medical Co., Ltd

q3

1. Homep mopenu

MHCTPYKUMSA NO NPUMEHEHUIO

Yawka MNeTpu

|_|O)KaJ'IyI7ICTa, BHUMaATEJIbHO HpO‘-IMTaVITe 3Ty UHCTPYKUUIO nepen

MCNosfib3oBaHNEM U ﬂpMMeHﬂVITe npaBuiibHO

PD550,PD558,PD551,PD552,PD553,PD554,PD555,PD556.

2. HasHaueHue

YawkKa MNeTpu npegHasHavyeHa A4na Mccnef0BaHMA MUKPOOPTraHU3MOB U KIETOYHbIX KYAbTYp.

3. CumBonbl
No. Cumson OnucaHue No. Cumson OnucaHune
1 IVD MeauunHCKoe YCTPOMCTBO ANn 3 ® MeauunHcKkoe usgenmve
[OMarHoCTUKM in vitro OAHOKPATHOro NpPUMeHeHUA
O6paTnTech K MHCTPYKUUK Nepes,
2 j;i] 9 c € Ceptndmkaums CE
MCNONb30BaHNEM
3 LOT Kopg naptum 10 &I [aTa usrotosnexua
4 “ Mpoussoautens 11 g Mcnonb3osaTb 40
YNoAHOMOYEHHbIN
; ¥ o 2| [Ec[rer]
npeacTaButens B EBpone
e H g
6 j/\lt € AonycKaTb nonaAaxua 13 T He gonyckaTb nonagaHusa Bogpl
) CONNHEYHOro cBeTa
MeaunumHcKkoe nsgenve, npowegliee
7 14 BHumaHue
npouecc ctepunmsaunm

4. YTnnmnsauma

YTUAn3upyiite n3genmne B COOTBETCTBUM C NPABUAAMMU MEANLMHCKOTO YYPEXAEHUA AN TOCYL[AaPCTBEHHBIMU U MECTHLIMM
npasuaamm obpaLeHns c 6GUONOrMYEeCcKN ONACHBIMU MaTepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOd)eCCMOHalleOI'O MCNON1b30BaHUA

e [loBTOPHOE MCNONb30BAHME MOXKET NOBAMATL Ha pe3ynbTaTbl ,CI,M&FHOCTVIKY!

e byabTe NpeaesbHO BHUMaTE/bHbI BO BpeMA paboTbl, 4TOObI M36esKaTb BOSMOMKHbIX TPaBM. B ciiyyae nosyyeHus Tpasmbl

Hemea/IeHHO obpaTtuTech 3a

“ DiaTrust Medical Co., Ltd

MeAMUNHCKON MOMOLLbIO.

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China

Tel:+86 025 52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Fax: +86 025-52733215

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru
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[AokymeHT: UHCTPYKUUSA NO NPUMEHEeHNIo Bepcusa: A/0

Ne nokymeHTa: DT/CE-22-04 DaTa:2021-11-25

DiaTrust

DiaTrust

DiaTrust Medical Co., Ltd

3

MHCprKLIMFI no npuMeHeHuto

LUTaTnB K HAKOHEYHUKaM ANSA NMNEeTOYHbIX 403aTOpPOB
MoxanyncTa, BHUMATENbHO NPOYNTaNTE 3TY NHCTPYKLMIO Nepes
MCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO

1. Homep moaenu

CM. 9TUKeTKY.
2. HasHaueHue

LLITaTB K HAKOHEYHMKaM 414 MUMNETOYHbIX 4,03aTOPOB NpeAHa3HaYeH A1A XPaHEHUA HAKOHEYHMKOB 1A MUNETOYHbIX

[03aTOPOB M AN YA06HOro A03MpoBaHUs.

3. CumBoOnbI

No. Cumson OnucaHue No. Cumson OnucaHue
1 c E Ceptudumkaums CE 7 M D MegnumnHckoe nsgenne
O6paTnTECh K MHCTPYKLUK
2 8 LOT Koa naptum
nepes Ucnosib3oBaHMEM
3 “ MNpownssogutennb 9 [aTa nsrotosneHua

He ponyckaTb nonagaHus
BOAbI

YNOAHOMOYEHHbIN
+ | [Eclrer] 1

npeacrasutens B EBpone

5 I XpynKkui 11

Az
6 /77\/? He gonyckaTb nonagaHus
S

COJ/IHEYHOrO CBeTa

BHMMaHMe

> |5

4. Ytunmnsauma
YTUnusnpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MEAULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamu obpalleHma ¢ BUoNOrMYECcKM ONACHBIMU MaTepuanamu.

A BHumaHme!

e To/bKO 4/1 NPOPECCMOHAIbHOIO UCMNO/b30BaHMA

e byabTe NnpeaenbHO BHMMATENbHbI BO BpemaA paGOTbI, YTOObI M36EXKATb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 3a Me,D,VILI,VIHCKOﬁ NOMOLUbHO.

d DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.11.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



. . [okymeHT: UHCTPYKUUA NO NPUMEHEHUIo Bepcusa: A/0
DBiaTrust Ne nokymenTa: DT/CE-15-03-11 Aara:2021-9-25

DiaTrust

DiaTrust Medical Co., Ltd

C€ WHCTPYKLMS MO NPUMEHEHWIo

KoHTenHep ansa ctyna
MoxanyncTa, BHUMAaTENbHO NPoOYUTaNTE 3TY NHCTPYKLMIO Nepes
NCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO
1. Homep moaenu
CM. 3TUKeTKY
2. Ha3sHaueHue
KoHTeliHep gna cTyna npegHasHaveH ansa cbopa, nepeHoca u xpaHeHusa o0b6pasLLoB cTyna.

3. CumBonbl

No. Cvmson OnucaHue No. Cumson OnucaHue
MeZanUunHCKoe YyCTPOICTBO ANA

L IVD [OMArHOCTUKM in vitro 2. c Ceptnduraums CE
Ob6paTuTech K MHCTPYKLMUK Nepes,

3. 4. &I [NaTa nsrotosnexua
MCNo/ib30BaHNEM

5. LOT Koa napTun 6. g Wcnonb3osaTb 40
MpoussoauTens g E YNONHOMOYEHHbIN

npeacrasutens B Espone

.
.
Lt

Xpynku 10. He ponyckaTb nonagaHua soabl

e L

BHMMaHMe

11 CO/IHEYHOrO CBeTa 12.

He monyckatb nonagaHus f

!
-)7/

4. YTunmnsauma
YTUnusunpyite nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEKAEHMA UAU FOCYA3PCTBEHHBIMU U MECTHLIMM

npasuaamm obpaLeHns c 6GUONOrMYEeCcKN ONACHBIMU MaTepuasamu.

A BHUMaHMe!

¢ TonbKo gna npodpeccnmoHanbHOro NCNob30BaHMA
e byabTe npeaenbHO BHUMATE/bHbI BO Bpems paboTbl, YTOObI N36e3KaTb BO3SMOMKHbIX TPAaBM. B c/iyyae nonyyeHus Tpasmol

HemegneHHO 06paTUTECh 33 MeAMULIMHCKOM NOMOLLbIO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd
Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK
[ara Bbinycka:25.09.2021
Bepcus A/O

Pernctpanua MU g Pocagpaerapzope
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DiaTrust Ne nokymeHTa: DT/CE-33-03 Aata:2021-11-25

[AokymeHT: UHCTPYKUUSA NO NPUMEHEeHNIo Bepcusa: A/0

DiaTrust

DiaTrust Medical Co., Ltd

3

MHCTPYKUMSA NO NPUMEHEHUIO

Kpbiwku/lpobku/BcTaBKkM B NpOoOUPKU
MoxxanyiicTa, BHUMATENBHO NPOYNTANTE 3Ty MHCTPYKLMIO Nepes
UCMONb30BaHUEM U NPUMEHSINTE NPaBUIIbHO

1. Homep mopenu
TS01,TS02,TS03,TS04,7S05,7506,7S07,TS08,7511,CD2001,CD2002,M100.

2. HasHauyeHue

Kpbilwka/npo6bKa/scTaBka Aaa NpobMPOK NpegHasHayeHbl 414 repMeTusanmy BepxHei 4yactm Nnpobupku uam pesepsyapa ais

peareHTOB, 4TObObI NPEAOTBPATUTL NPOIMBAHNE COLEPHKMMOTO BO BPEMA TPAHCNOPTUPOBKKU UAK 06paboTKu. BcTaBKa B KPbILLKY

KPMoNpobupoK npeaHa3HauyeHa ana nerkom n 6uicTpoit naeHTMduKaumm rpynn npobupok no uBety.

3. CumBoOAbI

No. Cumson OnucaHue No. Cumson OnucaHune
1 MD MepguumHckoe nsagenve 8 c Ceptnoukauma CE
O6paTnTeCh K MHCTPYKLUUKU Nepes,
2 9 [ata usrotosneHua
MCMONb30BaHMEM
3 LOT Kog naptuun 10 g Mcnonb3osath 40
YNoAHOMOY€EHHbIM
4 “ MpoussoauTens 11 m
P A -E npegacrtasutens B EBpone
5 XpynKkui 12 He gonyckaTb nonagaHus sBoapl
e
6 7~LT He gonyckaTb nonagaHusa 13 ﬁ BHUMaHue
") CO/IHEYHOTO CBeTa
7 Me,ElVILlVIHCKoe n3genune ogHoKpaTHoro
npuMeHeHuA

4. YTnnmnsauma
YTUAusupynTe nsgenme 8 COOTBETCTBUM C NPABUNAMMN MEAULIMHCKOTO YUPEKAEHUA NN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns c 6GUMONOrMYEeCcKN ONACHBIMU MaTepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL HAa pe3yabTaTbl ,CI,MBFHOCTVIKY!
e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl

HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbIO.

DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ara Bbinycka:25.11.2021

Pernctpanua MU g Pocagpaerapzope
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D. . OokymeHT: MHCTPYKLMA NO NPUMEHEHUIO Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-08-03-01 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd

3

UHCTPYKLUMA NO NPUMEHEHUIO

TamnoHbl TipSWAB
MoKanyicra, BHUMATENIbHO NPOYMUTANTE 3TY MHCTPYKLUIO Nepes,
NCMNO/Ib30BaHMEM U NPUMEHANTE NPABUIbHO
1. Homep mopenu
CM. 3TUKeTKY
2. Ha3sHauyeHue
TamnoHbl TipSWAB npegHasHayeHs AN KPaTKOBPEMEHHOTO B3ATMA 06pa3L,0B C NOBEPXHOCTU Tesla AU U3 OTBEPCTUIN Tena UAN ANS OYUCTKU
KOYKM M NOBEPXHOCTU YCTPOMCTBA.

3. Cumsonbl

No. Cumson OnucaHune No. CvmBon OnucaHue
MeauumnHcKoe nsgenme ogHOKPaTHOro
1 C € Ceptuoukauyusa CE 7 ® AL A AHOKP
NpUMeHeHUA
O6patUTechb K MHCTPYKLUK MeanumHcKoe usaenve, npoweallee
| [ ;
nepes Ucnonb3oBaHUEM npouecc cTepuamsaumm
3 A BHUMaHue 9 &I [ata usrotosnexus
3 LOT Kog napTtumn 10 g Mcnonb3osaTtb 40
YNONHOMOYEHHbIN
4 d MpounssoanTens 11 E
npegacrasuTenb B EBpone
5 I Xpynkui 12 ‘T He ponyckaTtb nonagaHua soabl
) He gonyckaTtb nonagaHus
N~
6 //.i\ COMHEYHOTO CBETa

4. Cnocob npumeHeHua

OTKpoOWTe YNaKOBKY M NPUCTYNUTE K UCMONb30BaAHUIO.

5. Ytunusauyusa

YTUnusunpymnte nsaenve B COOTBETCTBUM C NPaBUIAMU MEANLMHCKOTO YUPEKAEHUA NN TOCYAAPCTBEHHBIMU U MECTHBIMM

npasuaamm obpalleHns ¢ BUoNOrMYECcKM ONacHbIMU MaTepuanamm.

A BHUMaHuMe!
[ ]

TonbKko ans npodeccMoHanbHOro UCNo/b30BaHMsA

¢ [lOBTOPHOE MUCMONb30BAHME MOXKET MOB/UATL HA PE3YNbTATbl 4UATHOCTUKY !

e byabTe NpefenbHO BHUMaTE/IbHbI BO BpeMsA paboTbl, UTOObI M36eKaTb BOSMOXKHbIX TPaBM. B ciiyyae nonyyeHus Tpasmbl
Hemea/IeHHO 06paTUTECH 33 MEAMLMHCKON NOMOLLLIO.

“ DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[aTa Bbinycka: 25 Uiona, 2021
Bepcua A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . DokymeHT: MHCTPYKUMA NO NPUMEHEHUIO Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-09-03-01 DaTa:2021-7-25

DiaTrust

DiaTrust Medical Co., Ltd

3

MHCTPYKUMSA NO NPUMEHEHUIO

TamnoHbl TubSWAB
MoxanyncTa, BHUMATENbHO NPoYUTaNTE 3TY UHCTPYKLMIO Nepes
NCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO
1. Homep mogenu
CM. 3TUKeTKy.
2. Ha3HaueHue
TamnoHbl TUbSWAB npegHasHayeH 417 KPaTKOBPEMEHHOTO B3ATUS NPO6 C NOBEPXHOCTU TENA UM B OTBEPCTUSX TE/Ia U TPAHCMOPTUPOBKM.

3. CumBonbl

No. Cumson OnucaHne No. Cumson OnucaHune
MepuunHcKoe nsgenme ogHOKPaTHOro
1 c € Ceptuoukayusa CE 7 ®
npUMeHeHus
Ob6paTUTECh K MHCTPYKLUN MeauuMHCKoe usaenve, npowesuiee
z ;
nepeg, ucnonb3oBaHNEM npowecc ctepuansaumm

Mcnonb3osaTb A0

w
r
o
—

Kop naptum 10

3 A BHMmaHue 9 (vvsl_ [arta nsrotosnexHmsa

YNONHOMOYEHHbIIA
4 d MpoussoguTens 11 E

npeacrasutens B EBpone

5 I Xpynkui 12 T He gonyckaTb nonagaHua BoAbl
) He gonyckaTtb nonagaHus
N~

6 //.i\ CONHEYHOTO CBETa

4. Cnocob npumeHeHusn

OTKpoOWTE YNAKOBKY M NPUCTYNUTE K UCMONb30BaHUIO.

5. Ytunusauusa

YTUnusnpymnTe nsgenve B COOTBETCTBUN C NPaBUIAMU MEANLMHCKOTO YUPEKAEHUA UIN FTOCYLAPCTBEHHBIMU U MECTHBIMM

npasuaamm obpatyeHuns c 6MoNOrMyecKkm onacHbIMM MaTepUanamm.

A BHUMaHMe!
[ ]

TonbKo Ans NPOGEecCUOHabHOMO UCMONb30BaHUA

e TOBTOPHOE MCMNONb30BAHME MOKET MOB/IUATL HA PE3y/IbTaTbl 4UArHOCTMKY!

e byabTe NpesenbHO BHUMaTENbHbI BO BpeMA paboTbl, UTOObI M36eKaTb BOSMOXKHbIX TPaBM. B ciyyae nonyyeHus Tpasmbl
HeMeA/IeHHO 06paTUTECH 33 MEAMLMHCKON NOMOLLbIO.

“ DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[Jara sbinycka: 25 Uonsa, 2021

Bepcua A/O
Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



. . DokymeHT: MHCTPYKLMA NO NPpUMEHEHUI0 Bepcus: A/0
D l aTrU"t Ne nokymeHTa: DT/CE-15-03-11 Oata:2021-9-25

DiaTrust

DiaTrust Medical Co., Ltd

C€ WHCTPYKLMS MO NPUMEHEHWIo

KoHTenHep ansa moum
MoxanyncTa, BHUMAaTENbHO NPoOYUTaNTE 3TY NHCTPYKLMIO Nepes
NCMNOMNb30BaHUEM U MPUMEHANTE NPaBUibHO
1. Homep moaenu
CM. 3TUKeTKY
2. Ha3sHaueHue
KoHTeliHep ana moun npeaHasHayveH gaa cbopa, nepeHoca U xpaHeHna 06pasu,os Mmouun.

3. CumBonbl

No. Cvmson OnucaHue No. Cumson OnucaHue
MeZanUunHCKoe YyCTPOICTBO ANA

L IVD [OMArHOCTUKM in vitro 2. c Ceptnduraums CE
Ob6paTuTech K MHCTPYKLMUK Nepes,

3. 4. &I [NaTa nsrotosnexua
MCNo/ib30BaHNEM

5. LOT Koa napTun 6. g Wcnonb3osaTb 40
MpoussoauTens g E YNONHOMOYEHHbIN

npeacrasutens B Espone

.
.
Lt

Xpynku 10. He ponyckaTb nonagaHua soabl

e L

BHMMaHMe

11 CO/IHEYHOrO CBeTa 12.

He monyckatb nonagaHus f

!
-)7/

4. YTunmnsauma
YTUnusunpyite nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEKAEHMA UAU FOCYA3PCTBEHHBIMU U MECTHLIMM

npasuaamm obpaLeHns c 6GUONOrMYEeCcKN ONACHBIMU MaTepuasamu.

A BHUMaHMe!

¢ TonbKo gna npodpeccroHaNbHOro NCNOIb30BaHMA
e byabTe npeaenbHO BHUMATEbHbI BO Bpems paboTbl, YTOObI N36eKaTb BO3SMOMKHbIX TPAaBM. B ciyyae nonyyeHus Tpasmol

HemegneHHO 06paTUTECh 33 MeAMULMHCKOM NOMOLLbO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd
Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK
[ara Bbinycka:25.09.2021
Bepcus A/O

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



[AokymeHT: UHCTPYKUUSA NO NPMMEHEeHNIo Bepcus: A/0

DiaTrust Ne nokymenTa: DT/CE-32-03-03 Aara:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

C€ UHCTPYKLMSA MO NPUMEHEHUIO

Mpo6upka ona moun
MoxanyncTa, BHUMAaTENBHO NPOYMTanTe 3Ty UHCTPYKLMIO nepen,
UCcnonb3oBaHMEM N MPUMEHSANTE NpaBUNbHO
1. Homep mogenu
TP52-0000, TP53-0000, TP51-0002, TP54-0002, TP54-0002.
2. HasHaueHue

Mpobupka ana moum npegHasHa4veHa ana cbopa, XxpaHeHUs 1M nepeHoca 06pasLoB MOYU.

3. CumBONbI
No. Cumson OnucaHue No. Cumson OnucaHune

MeauunHCKoe YCTPOMCTBO ANn c

! IVD [MArHOCTUKM in vitro 8 Ceptouraums CE
O6paTtUTech K MHCTPYKLMMK Nepes,

2 9 &I [aTa nsrotosneHums
MCMNo/Ib30BaHMEM

3 LOT Koa napTtun 10 g Mcnonb3oBatb A0

YNONHOMOYEHHbIIA
4 “ MpoussoanTens 11 @

npeacrasutens 8 EBpone

g
g
ey

5 Xpynkui 12 He ponyckatb nonagaHua Boabl
[

6 //.T He ponyckatb nonagaHma 13 é BHUMaHME
’.'L CO/IHEYHOrOo CBeTa

7 MeanumHcKkoe nsgenne 14 He cTepunbHOe megnuUnHCKOE
OAHOKPATHOro NpUMeHeHuA nsgenve

B>

4. Ytunmnsauma
YTUnusunpyinte nsgenve B COOTBETCTBUM C NPaBUIaMU MEANLNHCKOTO YYPEXKAEHMA UAN FOCYAAPCTBEHHBIMU U MECTHBIMM
npasuaamm obpaLeHns ¢ 6GUONOrMYECKN ONACHBIMU MATepUaiamu.

A BHUMaHMe!

e TonbKo gna I'IpOC])eCCMOHaI'IbHOI'O MCNo/1b30BaHUA

e [loBTOpPHOE MCNONb30BaAHNE MOXKET NOBAMATL Ha pe3ynbTaTbl ,CI,MBFHOCTVIKY!

e byabTe NnpeaenbHO BHMMATENbHbI BO Bpema pa60TbI, 4TObbI M36EXKaTb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl
HemeaneHHo 06paTMTECb 33 MeAMUMHCKON NOMOLLbHO.

“ DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

@ Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ara Bbinycka:25.11.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



DiaTrust

[AokymeHT: UHCTPYKUUSA NO NPUMEHEeHNIo Bepcusa: A/0

Ne nokymeHTa: DT/CE-22-04 DaTa:2021-11-25

DiaTrust

DiaTrust Medical Co., Ltd

3

MHCprKLIMFI no npuMeHeHuto

Cuctema Ansl OKpawMBaHUA CTEKON
MoxanyicTa, BHAMATENbHO NpoYnTaiTe 3Ty MHCTPYKUMIO Nepeq
MCMoMb30BaHNeM 1 NpUMeHsINTe NpasunbHO

1. Homep moaenu
$5112-000, SS103-000, SS010-000, SS020-000

2. Ha3HaueHue

Cuctema Ana oKpalmMBaHMA CTEKON NpegHa3HavyeHa ANA PYYHOro OKPaLMBaHMUA NPegMEeTHbIX CTEKO.

COCTOUT N3 CTaNIbHOIO OCHOBaHMA, pe3epByapa A41A OKPaALLMBAHMA CTEKON M WITAaTUBA

3. CumBOANbI

No. Cumson OnucaHue No. Cumson OnucaHue
1 c E Ceptudumkaums CE 7 M D MegnumnHckoe nsgenne
O6paTnTECh K MHCTPYKLUK
2 8 LOT Koa naptum
nepepg ucnosb3oBaHUEM
3 “ MNpownssogutennb 9 & [aTa nsrotosneHua
YNOAHOMOYEHHbIN g
4 @ 10 T He ponyckatb nonagaHua
npeacrasutens B EBpone BOAbI
5 I XpynKkui 11 A BHUMaHue
-
6 //T\T He gonyckaTb nonagaHua
- CONHEeYHOoro cBeTa

4. Ytunmnsauma
YTUnusnpyinTte nsgenve B COOTBETCTBUM C NPaBUIAMU MEAULNHCKOTO YYPEXKAEHUA UAN FOCYAAPCTBEHHBIMU U MECTHLIMM
npasuaamu obpalleHma ¢ BUoNOrMYECcKM ONACHBIMU MaTepuanamu.

A BHumaHme!

e To/bKO 4/1 NPOPECCMOHAIbHOIO UCMNO/b30BaHMA

e byabTe NnpeaenbHO BHMMATENbHbI BO BpemaA paGOTbI, YTOObI M36EXKATb BO3MOMKHbIX TpaBM. B cnyyae nonyvyeHna Tpasmbl

HemeaneHHo 06paTMTECb 3a Me,L'J,VILI,VIHCKOﬁ NOMOLUbHO.

DiaTrust Medical Co., Ltd

1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215

Web site: www.diatrust.cn

Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

[ata Bbinycka:25.11.2021

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



D. . DokymeHT: MHCTPYKUMA NO NPUMEHEHUIO Bepcus: A/0
IqTrU"t Ne nokymeHTa: DT/CE-15-03-10 DaTa:2021-09-25

DiaTrust

DiaTrust Medical Co., Ltd

3

MHCTPYKUMSA NO NPUMEHEHUIO

Yawka gnsa obpasuos
I'I0>Kany1710Ta, BHMMATEIbHO FIpO‘-IMTaVITe 3Ty MHCTPYKUMIO nepen
ncnosrnb3oBaHnem n ﬂpMMeHHVITe npaBuiibHO

1. Homep mopenu
SC0701-00, SC0702-00, SC0703-00, SC0707-00, SC0801-00, SC0802-00, SC0603-01, SC0603-02, SC1201-00, SC1202-00, SC1203-00,
SC1204, SC0901-00, SC0902-00, SC0904-00, SC0905-00, SC0906-00, SCO907-00, SCO908-00, SCO903-00, SC1101-00, SC1102-00,
SC1105-00, SC1103-00, SC1104-00, SC0501-00, SC1301-00, SC1301-02, SC1302-00, SC2001-00, SC2002-00.

2. HasHaueHue
YawkKa ana obpasLos npegHasHavyeHa Ana XpaHeHUs peareHTos, 6ydepos, bnonormyeckmx obpasL,oB UAK Apyrux matepmanos

npu NoAroToBKe K npoueaypam AMarHOCTUKM in vitro.
3. CumBonbl

No. Cumson OnucaHune No. Cumson OnucaHune
1 IVD MeZanUuMHCKOoe YCTPOCTBO ANA 8 ® MeanumHcKkoe nsgenne
LMWArHOCTUKM in vitro OHOKPATHOro NpUMeHeHuA

5 j;i] O6paTuTech K MHCTPYKUMK nepes, 9 C
MCNonb30BaHNEM

3 LOT Kog, naptuu 10 &I [aTa usrotosneHu

m

Ceptudukauma CE

MNpownssogutennb 11 Mcnonb3osaTb 40

YNONHOMOYEHHbIN

<L

5 Xpynkum 12 EC
-@ npegacTasuTens 8 Epone
S (S
6 j/i? He ponyckaTe nonaaanma 13 T He ponyckaTb nonagaHua BoApl
s COMHEYHOTO CBeTa

7 A BHMMaHMe

4. YTnnunsauma
YTUnusnpyiTe nsgenve B COOTBETCTBUM C NPaBMUIaMU MEANLMHCKOTO YUYPEXAEHUSA AN FOCYAAPCTBEHHBIMU U MECTHBIMMU
npasuiamm obpaLleHns ¢ GBUOIOTMYECKN ONACHBIMW MaTepranamm.

A BHuMaHuMe!

e TonbKo A4ns NnpoeccnoHanbHOro NCNoNb30BaHUA

i Ey/:u;Te npeaernibHO BHMMaTellbHbl BO BpeEMA pa60TbI, 4YTOObI N36exaTb BO3MOXKHbIX Tpaem. B cny4dae nonyvYeHua TpaBMbl
HemMeaneHHoO 06paTVITer 3a MeULMHCKON NOMOLLBIO.

d DiaTrust Medical Co., Ltd
1001 Jingfeng Plaza, 1698 Shuanglong Avenue, Jiangning District, Nanjing City, 211100, P.R. China
Tel:+86 025 52733215 Fax: +86 025-52733215
Web site: www.diatrust.cn

E Wellkang Ltd

Enterprise Hub, NW Business Complex, 1 Beraghmore Road,Derry,BT48 8SE, Northern Ireland,UK

Oara Bbinycka:25.09.2021

Pernctpanua MU g Pocagpaerapzope Bei - A
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