doTorpatmm MeauLIMHCKOro MU3aenust

«Habop peareHTOoB SARS-CoV-2 Antibody Test (colloidal gold immunochromatography) ansi BblIsiBNeHUA aHTUTES
IgM/1gG K KopoHaBupycy MMMyHOXpomMaTorpaguyeckum metogom (20 TeCTOB B YNaKOBKE).

Cepum (naptumn): 20CG2505X, 20CG2512X, 20CG2514X, 20CG2515X, 20CG2517X»

MNponssoacTea KomnaHuu Beijing Lepu Medical Technology Co., Ltd., Kutain

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLIMHCKUX U3REM



1.Tect-cuctema SARS-CoV-2 Antibody Test (colloidal gold immunochromatography) ans akcnpecc-aHanv3sa aHTUTeN K KOPOHaBUpycy
MMMYHOXpomaTorpaguyeckum metogom (20 TecToB B yrakoBke), B coctaBe. O6LWwmii BUS,

| Product Riiliwj
SARS-CoV-2 Aniibody Test (coHoidul goJd
imniiinochromutography»
CVlodei]
One lest per bag for one pcrsum. 20 tests kit
Cintended L'seJ
The product is imeiidcd for the quetitative detect
content against SARS-CoV-2 w clinwal »
(settutfplastna whole blood).
[4uinmsr>J
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2.TecToBOE YCTPOICTBO (TECT-NOMOCKA) B UHAUBUAYANbHOW BaKyyMHOW YNaKoBKe U3 alOMUHMEBON Ponbru ¢ ocywntenem - 20 ynak.

SARS-CoV-2
Antibody Test

(colloidal gold Immunochromatography)

1 Test
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3.KomnnekT ang 3abopa 6uomatepuana (1 ynak.) B cocTaBe:- NMUNETKU KanunnspHele - 20 wWT.; - nomna - 1 wT.
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4.PasbaButens (diluent) onsa passegeHusa obpasyos - 1 dnakoH (3 ma/tn)
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NeccuTT®&tlLte C € A Test

Product Name;

SARS-CoV-2 Antibody Test
(colioidal gold immunochromatography)

T BEIJING LEPU MEDICAL TECHNOLOGY CO.,LTD [ 3
m | Building 7-1 No.37 Chaogian Road.Changping District
L- _i Beijing, 102200,P.R.China
Tel; +86-10-80123100 20CG2505X

I intemat | utl

Email; intemational @I dical.
www.enlepumedicalcom 19/03/2020
19/03/2021

Lepu Medical (Europe) Cooperatief U.A.

Abe Lenstra Boulevard 36, 8448 JB, Heerenveen,
[ -l The Netherlands
Tel;+31-515-573399 I
Fax:+31-515-760020 W 1mn n as



Product \'c*

SARS-r"/-2 Antibody Test
cal . _ Id immunochromatography)

" iNG LEPU MEDICAL TECHNOLOGY CO.,LTD r 1

i|] E ~7-1 No.37 Chaogian Road.Changping District, &

. - Be, ™1022(t0.P.H.C«na .
« *86-10-80123100 d ]
mtematjonal@tepumedical.com t 3

*m m ~nedfcal.cxim

Lepu Medical (Europe) Cooperatief U.A.

iS Abe Lensba Boulevard 36,8448 JB. Heerenveen.
T

Pax;4-31-515-7LLCLL J
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Product Name;

SARS-CoV-2 Antibody Test

(colloidal gold immunochromatography)

¢ BEUING LEPU MEDICAL TECHNOLOGY CO.,LTD
g Building 7-1 No.37 Chaogian Road.Changping District, m
j Beijing,102200,RR.China
Te 486-10-80123100
f ai; intemational@lepumedical.com
«w.en.tepumedical.com

Upu Medical (Europe) Cooperatief U.A.

Abe Lenstra Boulevard 36, 88 JB, Heerenveen,
J The Netherlands

Te(-+31-515-573399
Fax:+31-515-760020
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Product Name.

SARS-CoV-2 Antibody Test
colloidal gold immunochromatography)

N BEUNG lepu medical technology CO,,l1td

fli  Buiirtns 7-1 No.37 Chaogian Road.Changping District

L j Bepn9.102200.P.R.China L
486-1(LLI51231CHO
»M¥etnaiional@tepumedical.com :C rQ .

N\ en.igpumedcai.oom

-'B. Heerenveen,
7ei>31-51S-57~
»=«*"31-51MiQ020
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Product Name:

SARS-CoV-2 Antibody Test
(colloidal gold immunochromatography)

N -l BEIJING LEPU MEDICAL TECHNOLOGY CO..LTD
m | Building 7-1 No.37 Chaogian Road.Changping District,
L j Beijing,102200,P.R.China i

Tel: +86-10-80123100 , -
S . L I w i- =
Email: intemational(glepumedicai.com o +
www.en.lepumedical.com i it 021
" " Lepu Medical (Europe) Cooperatief U.A.
Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, . .
Tr -ir -ir Tr nr
- -l The Netherlands
Tel:+31-515-573399 a s |j
-IL- JL -11- -H-

Fax:+31-515-760020
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Habop peareHToB SARS-CoV-2 Antibody Test (colloidal gold immunochromatography)
4119 BblaABNeHUA aHTuUTen IgMAgG K KopoHaBupycy MMMYHOXpoOMaTorpapuyecknm
MeToaom (20 TeCcTOB B yNaKOBKe).

Cepun (naptun): 20CG2505X
Cocras:

1.TecToBOe YyCTPOWCTBO (TecT-Mosocka) B WHAMBWUAYaNbHOW BaKyyMHOW YMakoBKe W3
antOMUHNEBON onbru ¢ ocywmntenem - 20 ynak.

2. KomnnekTt ana 3abopa 6uomartepmana (1 ynak.) B coctaBe:

- MUMNeTKn KanunnsapHole - 20 WT.;

-nomna - | wr.

3. Pasbasutens (diluent) gna passefeHus obpasyos - 1 gnakoH (3 mn/dn)

4. MHCTpYKUMA MO NPUMEHEHUIO - 1 1WT.
PerucTtpaumnoHHoe ygoctosepeHue: Ne P3H XXXX/XXX

J10T, CPOK rogHOCTWY, faTa NPOM3BOACTBA, YC/I0BUA XPaHEHUS U rpadnyeckmne CUMBO/IbI
yKa3aHbl Ha OPUTMHaIbHOWN YNaKoBKe
MNpousBognTesb:

Beijing Lepu Medical Technology Co., Ltd

Agpec: Building 7-1, No. 37 Chaogian Road, Changping District, Beijing 102200, China
YNOMHOMOYEHHbIW NpeacTaBUTeNb NPon3BoANTeNsA B PP:

AO «P-®apm»

KOp. agpec: 123154, r. MockBa, ynuua bep3apuHa, gom 19, kopnyc 1

MouToBbIN agpec: 119421, MockBa, JTeHNHCKUIA npocnekT, 4. 1116

Ten.: +7 (495) 956-79-37; +7 (495) 956-79-38,
AfLpec 3NeKTPOHHOM noyTbl: info@rpharm.ru
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Habop peareHToB SARS-CoV-2 Antibody Test (colloidal gold immunochromatography)
Ansa BbiaBneHusa aHTuten IgMAQG K KOpoHaBUpycy MMMYHOXpoMaTorpaguyecKum
mMeToZoM (20 TecTOB B yNaKOBKE).

Cepun (naptumn); 20CG2512X
CocTas:

1.TecToBOE YCTPONCTBO (TecT-nosiocka) B WHAMBUAYaNIbHOW BaKyyMHOli YyMnakoBKe W3
anloMNHNEBON onbru ¢ ocywmTtenem - 20 ynak.

2. KomnnekT gna 3ab6opa 6uomatepunana (1 ynak.) B cocTaBe:

- NMNEeTKN KanunnspHble - 20 WwT,;

-nomna - 1 wWwr.

3. PasbaBuTtens (diluent) ona passefeHnsa obpasyos - 1 dakoH (3 ma/cn)

4. MHCTpYyKUMA MO NpUMeHeHUIo - 1 Wwr.
PernctpaunoHHoe ygoctoBepeHme: Ne P3H XXXX/XXX

J10T, CPOK rogHOCTKY, faTa NPOM3BOACTBA, YC/IOBUA XpaHeHUs U rpauyeckme CUMBO/bI
yKasaHbl Ha OpUrnMHarbHON yrnakoBKe
MponssognTens:

Beijing Lepu Medical Technology Co., Ltd

Appec: Building 7-1, No. 37 Chaogian Road, Changping District, Beijing 102200, China
YNOMHOMOYEHHbI NpeacTaBMTeNb Npon3soanTens B Pd:

AO «P-®apm»

KOp. agpec: 123154, r. MockBa, ynuua bepsapuHa, gom 19, kopnyc 1

MouToBbIN agpec: 119421, MockBa, JIeHUHCKWI npocnekT, 4. 1116

Ten.: +7 (495) 956-79-37; +7 (495) 956-79-38,
Afpec aneKTPOHHOM noyTbl: info@rpharm.ru
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Hab6op peareHToB SARS-CoV-2 Antibody Test (colloidal gold immunochromatography)
ANnA BbiaBNneHUA aHTUTeN IgM/~gG K KOpOHaBupycy UMMYHOXpoOMaTorpapuyecknum
MeToA0M (20 TeCTOB B YNakKoBKe).

Cepun (napTtun); 20CG2514X
Cocras:

1.TecToBOE YCTpPOMCTBO (TeCcT-MonOCKa) B WHAMBWAYanbHOW BaKyyMHON YynakoBKe Wu3
antoMUHNEBONM honbrn ¢ ocywmntenem - 20 ynak.

2. KomnnekT ana 3abopa 6uomatepmana (1 ynak.) B cocTaBe:

- MMNEeTKM KanunnsapHole - 20 WT.;

-nomna - 1 wr.

3. Pas6asuTtenb (diluent) ans passefeHuns o6pasuos - 1 dnakoH (3 mn/dn)

4. MHCTPYKUMA NO NPUMEHEHUIO - 1 WT.
PerucTtpauunoHHoe ygoctoepeHue: Ne P3H XXXX/XXX

J10T, CPOK rogHOCTHY, fjaTa NPOM3BOACTBA, YC/I0BUA XPaHEeHUS U rpadnyeckme CUMBO/IbI
yKasaHbl Ha OpUrnHasabHOM yrnakoBKe
MNpownssoanTens:

Beijing Lepu Medical Technology Co., Ltd

Agpec: Building 7-1, No. 37 Chaogian Road, Changping District, Beijing 102200, China
YNOo/IHOMOYEHHbI NpeAcTaBUTeNb NPOU3BOAUTENS B Pd:

AO «P-®apm»

KOp. agpec: 123154, r. MockBa, ynuua bepsapuHa, gom 19, kopnyc 1

MouToBbIN agpec: 119421, MockBa, JTEeHUHCKWUIA npocnekT, 4. 1116

Ten.: +7 (495) 956-79-37; +7 (495) 956-79-38,
Afpec 3NeKTPOHHOM no4Thl: info(a)rpharm.ru
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Habop peareHToB SARS-CoV-2 Antibody Test (colloidal gold immunochromatography)
ANnA BbiABNeHUA aHTUTeNn IgMAgG K KopoHaBupycy MMMYHOXpoMaTorpaguyeckmm
mMeTofoM (20 TeCTOB B YyNakKoBKe).

Cepun (naptum): 20CG2515X
Cocras:

1.TecToBOe YCTpPOWCTBO (TecT-nosiocka) B WHAMBUAYaANbHOW BaKyyMHON YnakoBKe W3
antoOMMUHNEBOW (oNbrn ¢ ocywuntenem - 20 ynak.

2. KomnnekT gna 3abopa 6uomatepumana (1 ynak.) B cocTaBe:

- MUMNeTKN KanunnapHele - 20 Wwr.;

-nomna - 1wr.

3. Pas6asutens (diluent) ona passefeHusa o6pasnos - 1 diakoH (3 mn/dn)

4, WVHCTPYKUMA NO NPUMEHEHMUIO - 1 WT.

PernctpauvoHHoe ygoctosepeHue: No P3H XXXX/XXX

J10T, CPOK rogHOCTU, faTa NPou3BOLCTBA, YC/IOBUA XpaHeHNA U rpauyeckKmne CMMBOJbI
yKa3aHbl Ha OpUTrMHa/IbHON YNaKoBKe
MponssognTens:

Beijing Lepu Medical Technology Co., Ltd

Agppec: Building 7-1, No. 37 Chaogian Road, Changping District, Beijing 102200, China
YNo/MHOMOYEHHbIV NpeacTaBuTeNb Npon3soanTens B Pd:

AO «P-®dapm»

KOp. agpec: 123154, r. MockBa, ynuua bepsapuHa, gom 19, kopnyc 1

MouToBbIN agpec: 119421, MockBa, JIEeHUHCKWIA npocnekT, 4. 1116

Ten.: +7 (495) 956-79-37; +7 (495) 956-79-38,
Afpec aneKTPOoHHOM nouTbl: info(Y%rpharm.ru
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Habop peareHToB SARS-CoV-2 Antibody Test (colloidal gold immunochromatography)
Ansa BbiasneHns aHtuten IgMAgG K KopoHaBUpycy UMMYHOXpoOMaTorpauyeckmum
mMeTofZoM (20 TeCTOB B yNakKoBKe).

Cepun (naptum); 20CG2517X
Cocras:

1.TecToBOE YCTPOWCTBO (TecT-nosiocka) B WHAUBMAYaNlbHON BakyyMHOW YMakoBKe U3
antoMunHneBoi honbrn ¢ ocywntenem - 20 ynak.

2. KomnnekT gnda 3abopa 6uomartepmnana (1 ynak.) B coctaBe:

- MUMeTKN KanuanapHble - 20 wr.;

- nomMna - 1 wr.

3. PasbaButens (diluent) ona passefeHusa obpasuos - 1 iakoH (3 mn/dn)

4, WVHCTPYKUMA NO NPUMEHEHUIO - 1 LWT.

PernctpaunoHHoe ygoctosepeHue: Noe P3H XXXX/ XXX

J10T, CPOK rofHOCTMU, AaTa NPOU3BOACTBA, YC/I0BUA XPaHEHNA U rpauyecKme CUMBO/bI
yKa3zaHbl Ha OpUrMHa/IbHON YNaKoBKe
MNpoussoguTens:

Beijing Lepu Medical Technology Co., Ltd

Appec: Building 7-1, No. 37 Chaogian Road, Changping District, Beijing 102200, China
YNOMHOMOYEHHbIW NMpeacTaBuTeNb Npon3soanTens B Pd:

AO «P-®apm»

KOp. agpec: 123154, r. MockBa, ynuua bep3apuHa, gom 19, kopnyc 1

MouToBbIM agpec: 119421, MockBa, JIeHMHCKWIA npocnekT, 4. 1116

Ten.: +7 (495) 956-79-37; +7 (495) 956-79-38,
Afpec aneKTPoHHON nouTkl: info@rpharm.ru
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