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AOKYMEHTbI KAHECTBA

COVID-19 Spring IgM/IgG Rapid Test Cassette

10 Minutes

Detection Period For Professis mal Lo
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Certificaat — Certificado — Certificat — Sertifika

Certificate

Zertulikat

Declaration Of Conformity

Spring Healthcare Services AG
Obstgartenstrasse 5
CH-8910 Affoltern am Albis, Switzerland

COVID-19 IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma)

REF SP-400

Classification Other Device of IVDD 98/79/EC
Conformity Assessment Route  IVDD 98/79/EC Annex liI

EDMA Code 15 7090 20 00

We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards

DIRECTIVES
General applicable directives:

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 27 October 1998 on in vitro diagnostic medical devices.

Standard Applied:

EN ISO13485:2016, EN 15014971:2012, EN 13975:2003, EN 15O 18113-1:2011,
EN ISO 18113-2:2011, EN 13612:2002/AC:2002, EN 1SO 17511:2003,
EN 1SO 23640:2015, EN IS0, EN 13641:2002, ISO 15223-1:2012

After preparation of the necessary technical documentation as well as the conformity
declaration the required CE marking can be affixed on the product,
Other relevant directives must be observed.

Date of issue : 03/04/2020
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CepTUduHkaT aHaAM3a

HAMMEHOBAHME Ha6Gop AA NpeABAPUTEABHOIO 3KCNpecc-aHaAM3a
HaAn4ms aHTuTeA IgM/IgG COVID-19
Cepwus NO1G16T Ob6bem cepmm 500000 wr
Homep moaean K460216D CpOoK roAHOCTH 2022-04
Noka3ateAb Kputepuit npueMAeMmocTm Pe3yAbTaT

BHeLUHMM BUA

MaKeT 13 AAKOMUHUEBOM AOOABIM HE BCKPbIT,
TECT-yCTPOMCTBO HE MOBPEXAEHO

KomnAaekTaums AOAXHGO ObiTb MOAHOM

Coortsetcteme: 100/100

Coortsetcteme: 100/100

LLUnpurHa: He meHee 2,5 mm

2,9 MM

Pasmep

CKopOCTb MmuUrpaumm: He meHee 10 MM/MUH

23 MM/MUH (B CpeAHEM)

[MOAOXMTEAbHbIN

COOTBETCTBME MOAOKMTEABHOMY PE3YALTATY

pe3yAbTaT AOAXKHO ObITb 5/5 5/5

OTpmuaTeAbHbit | COOTBETCTBUE OTPULIATEABHOMY PE3YALTATY 5/5

pe3yAbTAT AOAXHO BbITb 5/5

Mpeaea

OBHAPYKEHUS Ob6paseL, L1 AOAXKEH BbiTb OTPULLATEAbHbIM CooTsercTame: 3/3

(NO) L2, L3 0B6pa3LLbl AOAXKHbLI BbITb MOAOXMTEABHbIMM
Pe3yabTat McnbiTaHnm 06pasna L1 AoaxeH BbiTb .

Coortsetcteme: 10/10

noanoxureaeH 10 pas m3 10

Bocnpowussoau-

MOCTb Pe3yAbTar ncnbitTaHmin 06pasLa L2 AOAXeH ObiTb Cootsercrame: 10/10
noaoxuteaeH 10 pas 13 10

HopMATUBHAS MPAaBMAC MNPOBEPKM FTOTOBOM MPOAYKLLMM VNAOKOBKQA:

AOKYMEHTALIMA HT-ZD-A/0-16-06(1-23) 10 TecToB B KOPOOKE

3aKAOYEHME OTAEAQ KAYECTBA

CTAHAQPTAM KA4YeCTBA

Cepwms NPOAYKLMKM COOTBETCTBYET

AHQAM3 BbINOAHEH: MAPTMH LLyAbLL

YTBEPXAEHO: AOHUIAQ Ppen

Aata: 03.04.2020

Aata: 03.04.2020
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Spring Healthcare Services AG, LLsenuapus

OT1yeT O CPABHUTEABHOM TECTUPOBAHUU

JdKcnpecc-TecTAa HAO AHTUTEAd
IgM SARS-CoV-2 u meToaa MNMUP

(UMMyHOXpomaTorpadmMieckmum MeToa)

1. MeToA

B aTOM nccaeAoBaHMM BbIA0 0OTOBPAHO 1300 KAMHMYEeCKMX 0B6pa3LLoB. M3 Hmx 300
MOAOXMUTEAbHbIX PE3YALTATOB M 1000 OTPULLATEAbHbIX PE3YABTATOB.

TecTMpoBAHME NPOBOAMAOCH OAHOBPEMEHHO MeToAoM OT-TILLP 1 akcnpecc-Ttectom
Ha aHTMTEAd IgM SARS-CoV-2, BblAM MOATBEPXXAEHBI U PACCYUTAHbBI HOCTOTbl MOAOXM-
TEAbHbIX COBMAAEHMM, OTPULLATEAbHbBIX COBMAAEHMMN U OBLLLMIN YPOBEHb COBMAAEHUM.

2. PesyAbTaT

(1) 300 NOAOXMTEABHbBIX OOPA3LLOB MOATBEPXKAEHbBI C MOMOLLLBIO TECTA HA HYKAEUHOBYIO
kmcaoty (OT-TLP). Mpn TeCTUPOBAHUKM DKCNPECC-TECTOM HO AHTUTEAC

IgM SARS-CoV-2 — 246 06pa3LL0B ObIAM MOAOXKMUTEAbHBIMU, 54 0OPA3LLA BbIAK
OTPMLLAOTEAbHbIMMU,

(2) 1000 oTprLATEAbHbIX OBPA3LLOB MOATBEPXXAEHbBI C MOMOLLLBIO TECTA HA HYKAEMHO-
BYtO KMCAOTYy (OT-MLUP). Mpu TeCTMPOBAHMM DKCMNPECC-TECTOM HA AHTUTEAQ

IgM SARS-CoV-2 — 960 06pa3L,0B BbiAM OTPMLATEAbHBIMM, 40 OOPA3LLOB BbIAM
MOAOXKMUTEABHbBIMM.

3. AHaAM3
(1) TaBAMLQ CTATUCTUKM PE3YALTATOB

DKCrnpecc-TeCT HA AHTUTEAQ MUP Tect .
IgM SARS-CoV-2 MOAOXMUTEAbHbIE OTpULLATEAbHbIE Cou
[TOAOXMUTEAbHbIE 246 40 286
OTpULLOTEABHbIE 54 960 1014
Oo6Lmm 300 1000 1300

(2) AHOAM3 KOO PUULMEHTOB COBMAAEHMM DKCNPECC-TECTA HO AHTUTEAQ
IgM SARS-CoV-2 1 tecta MNLP B 06pa3Le CbIBOPOTKM

KoadbdULMEHT MOAOXKMUTEABHBIX COBNOAAEHMM = 246 [ (246+54) x 100 % = 82 %
(HYBCTBUTEABHOCTb)

KoadodouumeHT otpmruateAbHbix coBnaaeHu = 260 / (40+960) x 100 % = 96 %
(CneundomnyHOCTb)

OBLLUMIM YPOBEHb COBNAAEHUN = (246+960) / (246+54+40+960) x 100% = 92,8 %
(To4HOCTb)

4. BbiBOA

B Okcnpecc-tecte Ha aHtuteAa IgM SARS-CoV-2 n MLUP Tecrte:
KoadbmMUMEHT MOAOXKMTEAbHBIX COBMAAEHMM (HYBCTBUTEABHOCTL) POBEH 82 %
KoadodoUuMeHT oTpmLaTEAbHBIX COBNAAEHUM (CneumdryHOCTb) paBeH 26 %
O6Lm ypoBeHb COBMAAEHMM (TOYHOCTL) paBeH 92,8 %
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Spring Healthcare Services AG, LLisenuapms

OT1yeT O CPABHUTEABHOM TECTUPOBAHUU

JdKcnpecc-TecTAa HAO AHTUTEAQ
IgG SARS-CoV-2 u metoaa MNLUP

(UMMyHOXpomaTorpadmMieckum MeToa)

1. MeToaA

B atOM MccAeAOBAHMU ObIAO OTOBOPAHO 1300 KAMHUYECKMX 0Opa3LLoB. M3 Hmx 300
MOAOXMUTEAbHbIX PE3YALTATOB M 1000 OTPULLATEAbHbIX PE3YABTATOB.

TecTMpoBAHME NMPOBOAMAOCH OAHOBPEMEHHO MeToAOM [TLUP SARS-CoV-2 1 akcnpecc-

TeCcToOM Ha aHTUTeAd IgG SARS-CoV-2, BblAU MOATBEPXXAEHBI U PACCHUTAHBI HACTOTHI
MOAOXMTEAbHbIX COBMAAEHWMM, OTPULLATEAbHbBIX COBMOAAEHMM 1 OOLLLMM YPOBEHbD
COBMOAAEHWMN.

2. Pe3yAbTaT
(1) 300 NOAOXKMTEABHbBIX OOPA3LLOB MOATBEPXKAEHbBI C MOMOLLLBIO TecTa TMLP.

MpK TECTUPOBAHMU DKCNPECC-TECTOM HA aHTUTEA IgG SARS-CoV-2 - 279 o6pa3LLoB
OblIAM MOAOXKMUTEABHBIMM, 21 — OTPULLATEABHBIMM.

(2) 1000 oTpMLLOTEABbHBIX ODPA3LLOB MOATBEPXKAEHbBI C MOMOLLLBIO TecTa [MLLP.

Mo TECTMPOBAHMM DKCNpPeCC-TeCTOM HA aHTuTeAd IgG SARS-CoV-2, 975 o6pa3Los
ObIAM OTPULLAOTEABHBIMM, 25 0BPA3LLOB ObIAM MOAOXMTEABHBIMMU.

3. AHaAu3

(1) TaBAMLQ CTATUCTUKM PE3YALTATOB

DKCnpecc-TeCT HA AHTUTEAQ MUP Tect _
IgM SARS-CoV-2 MOAOXMUTEAbHbIE OTpULLATEAbHbIE Qo
[TOAOXKUTEABHbIE 279 25 304
OTpULLOTEABHbIE 21 975 996
Ob6Lmn 300 1000 1300

(2) AHOAM3 KOO PUUMEHTOB COBMAAEHMIN DKCMPECC-TECTA HA AHTUTEAQ
IgG SARS-CoV-2 u tecta lMUP B 06pa3LLe CbIBOPOTKM

KoaddULMEHT MOAOXKUTEABHBIX COBNAAEHMN = 279 [ (279+21) x100 % = 93 %
(HyBCTBMTEABHOCTD)

Koo dUUMEHT OTpULLATEABHBIX COBNAAEHUM = 975/ (25+975) x 100 % = 97,5 %
(CneundomyHoCTb)

OOLLUMM YPOBEHb COBNAAEHUM = (279+975) [ (279+21+25+975) x 100% = 96,5 %
(TowHOCTD)

4. BbiBOA

B Okcnpecc-tecte Ha aHtuteAa IgG SARS-CoV-2 u IMLUP Tecre:
KoadpoduUMEHT MOAOXKMTEAbHBIX COBMAAEHMM (HYBCTBUTEABHOCTL) POBEH 93 %
KoadpdumumeHT oTpuLLATEAbHbBIX COBNAAEHMM (CneumndmnyHOCTb) paBeH 97,5 %
OBLLUMM ypOBEHb COBNAAEHMM (TOYHOCTL) paBeH 96,5 %
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Spring Healthcare Services AG, LLisenuapus

5. UccAepOBAHME NEpPEKPECTHON PEAKTUBHOCTH

DKCnpecc-TeCTOM HA aHTUTeAd IgM SARS-CoV-2 (MMMYHOXpOMATOTrpadomnyeCkmm
OHOAM3 C AQTEPAAbHBIM MOTOKOM) BbIAM MCCAEAOBOHbBI OOPA3LLBI, KOTOPbIE AOAM MOAO-
>KMUTEAbHbIN PE3YALTAT OT MALMEHTOB B MPUCYTCTBUM CAEAYIOLLMX PA3AMYHBIX ArE€HTOB.
Pe3yAbTATbl MOKA3AAM OTCYTCTBME NEPEKPECTHOM PEAKTUMBHOCTMU

AHTUTEAQ MPOTMB BMPYCA NAPArpMiNa

AHTUTEAQ MPOTUB rpmnna A

AHTUTEAC MPOTUB TPUMMA B

AHTUTEAQ MPOTUB XAOMMAMMHOM MHEBMOHMUM

AHTUTEAC npoTH1B MMUKOMAQ3IMEHHOM MHEBMOHMM

AHTUTEAQ NPOTMB AAEHOBUPYCA

AHTUTEAC K PCB

AHTUTEAQ K MOBEPXHOCTHOMY AHTUTEHY BMPYCA renatmta B

AHTUTEAD NPOTUB renatmuta C

AHTUTEAD K BDAEAHOM TpEMOHEME (CUTAPUAMC)

AHTUTEAQ NpOTMB BMY

AHTUTEAC K BUPYCY DnwitenHa-bapa

AHTUTEAC NPOTUB BUPYCA KOPMU

AHTUTEAQA K LLUTOMETAAOBUPYCY

AHTUTEAQ MPOTUB DHTEPOBUMPYCA TMNA 71

AHTUTEAQ MPOTMB CBMHKM

MOAOXMUTEABHBIM OBPA3EL, BUPYCO BETPAHOM OCTbI

6. UccaepoBaHUE MHTEpdEPEHLUMU

BelLLeCTBA B CAEAYIOLLLEN KOHLLEHTPALMU HE BAMAIOT HA PE3YABTAT DKCNpecc-TecTa
Ha aHTUTEeAA IgM SARS-CoV-2 (MMMYHOXPOMATOrPAdOUYECKMI AHAAM3 C AQTEPAAb-
HbIAM MOTOKOM)

Belectso KoHueHTpaLms
BuAmpybumH 250 MKMOAB/A
feMorAoBumH Qr/A
TpuramLLepma, 15 MMOAbB/A
PesmatomaHble doakTOpPBbI 80 ME/MmA
TUTP OHTUAAEPHOTO AHTUTEAD (ANA) 1:240
TUTP QHTUIAEPHOTO aHTUTEAC (ANA) 80 ea/MA
MbimHbin IgG 1000 MmKr/ma

TeA: 8 499 647 5577 covid-19@genel.trade www.genel.trade

OKCKAIO3UBHbIU AUCTPUOBIOTOP HaO TeppuTopumn Poccumn u B ctpaHax CHI




AEKAAPALUNA COOTBETCTBUA MPOU3IBOAUTEASA

ABCTPAAUACKUE HOPMATUBHbBIE PEKOMEHAALLUU AAS TEPAMEBTUYECKUX
TOBAPOB (MEAULUHCKUX U3AEAUI) 2002

Mpoueaypbl o6ecnevyeHus Ka4ecTea

3OT0 309BAEHME CAEAQHO B COOTBETCTBUM C TPEBOBAHMAMM MYHKTA 1.8 MpUAOXKEHM] 3 K
ABCTPAAUUCKUM HOPMOATUBHBIM PEKOMEHAOLLMAM O TepaneBTU4eckux Tosapax (me-
AULMHCKUX n3peAmnax) 2002, kacaloLLMecs TECT-KOCCET AAR ObICTPOTO ONPEAEAEHMUS
IgM/1IgG COVID-19 (LeAbHOS KPOBb/CbIBOPOTKA/MNAQ3MA)

CpaBHeHue:

HammeHOBAHME NPON3BOAUTEAN: Spring Healthcare Services AG

Aapec: Onstgartenstrasse 5, CH-8910 Affoltern am Albis,
Switzerland

UBA meauunHCKOE nslpseAmne TecT-kaQcceTbl Ard ObICTPOrO ONpPeAeAeHMUs
IgG/igM COVID-19

Kaaccucpukaums: Kaacc 3 MBA

FA06AAbHBIM KOA HOMEHKAQTYPbI MBA TaKeAble OCTpble PeCnMPATOPHbLIE CUHAPLOMEBI,

MEAMLMHCKHNX N3AEANH BbI3BAHHbIE KOPOHaBMpycom [CT772]

O6AQCTb NPUMEHEeHMUS:

KaXAbIM BUA MEANLLIMHCKOTO MU3AEAMA AAS VIBA, K KOTOPOMY BbIAM MPUMEHEHDI [poLLeAypbl
obecneyeHms Ka4eCTBA, COOTBETCTBYIOT MPOUMEHMMBIM MPABUAAM KAQCCUAOMKALLMM 1 OCHOB-
HbIM MPUHLMMIAM HO KOXKAOM 3TAME OT MPOEKTUPOBAHMI YCTPOMCTBA AO €10 OKOHYATEAb-
HOM MPOBEPKM MEPEA MOCTABKOM.

C)fe] AEKAAQPAUMA OCHOBbBIBAETCA HA CACAYIOLLLIMX CepTMC*)MKGTOXI

CepTUOUKAT CUCTEMbI MEHEAXKMEHTA ceptmncomkar ISO 13485:2003: 10177988
Ka4yecTBa:
CepTuchuKaT aKcnepTm3bl NPOEKTA: Homep ceptnchmkata 1 opraHa rno oueHke:
REF K4602-16D
MpuMeHseMbie CTAHAQPTbI OLLEHKH CTAHAQPTHbIM MOPIAOK OLLEHKM COOTBETCTBMS;
COOTBETCTBUA: Koa EDMA: 15 70 90 90 00
85 b o5
YMNOAHOMOYEHHbIM MOAMMCAHT: ﬂ'? ﬂ ) "EJ 03.04.2020
A. MUKYAUUMY, MEHEAXED 1 5 | Aata
@
care
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