mindray
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N0 pasHPEHHoCT o
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«M » JL 2023r.

POTO PAOVMHECKVE MBOBEPAKEHTA

MEOVL/HCKOI O VO VS

Kol geEeEaTaw g R OEa-oCHIIn Vitro g Arow-eCiEa+H-ao
oEoaeVmareEgaoaamTa-al4? (CA2R) BoEOHEeTireae
HIBRN -8 TEa-AVMWHDEMT IOWVHEA EHTHFMMETIQM-Ra- 8 vEaIEaX

amClL

O6LLEeCTBO C OrpaHNYeHHO O TBETCTBEHHOCT IO «MuUHApel Meankan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULUNaNbHbIA OKPYT MewaHckuii, np-kT Onumnuiickuii, g. 16, ctp. 5, aHYnom. 4/1, kom. 7, 1la.
Ten.: (499) 553-60-36, dakc: (499) 553-60-39
WHH 7705815069 KMNM 770201001

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3RENM



mindray

MakeT pyCCKOA3bIYHOIO CTUKepa, BapuaHT UCNONHeHNs «KacceTa ¢ peareHTamu Ana AUAarHOCTUKW
in vitro 4Ns KONNYeCTBEHHOr0 onpefeneHnUs YyrneBoAHOro aHTureHa 242 (CA242) B CbiIBOPOTKe UAn
nnasme KpPOBW 4YefiloBeKa MMMYHOXEMUIIOMUHECLEHTHBIM METOAOM Ha aHanu3atopax cepum CL,
2x50 TecToB»

Kacceta ¢ peareHTamy pfAns [HAarHOCTHKH in Vvitro Ans  KOJMYECTBEHHOrO onpefeneHns
yrneBofHoro aHtureHa 242 (CA242) B CbIBOPOTKE WAM MNa3Me KPOBU YesioBeKa
MMMYHOXEMWU/TIOMUHECLEHTHBLIM METOLOM Ha aHanm3aTtopax cepuH CL, 2x50 TecToB

PeructpaumonHoe yaoctosepeHre JBBP3H XXXXXXXX oT XX XX XXXX roga
HopmaLsio Ha CTVKepe CUATaTL NPUOPUTETHOM

Kog napTHH, HOMep No KaTasnoTy,CPOK roAHOCTY, YCMI0BHS XPaHeHNS H rpathmyecKMecHMBaHa ykasaHbl
Ha OpUIMHAa/IbHO YyNaKOBKe

ToNbKO AN151 AHAFHOCTHKH invitro

TonbKo AN NPotheccMoHasIbHOr0 HCHaH>30BaHHS

MpoussoguTenb: LLsHbWKaHbMaliuapaH Brno-MegHkan dnekTpoHske Ka, /114, 3aaHve
"'MuHzpeii”, KemkH 12 Poyp CayT, Mpombr/ieHHbI NapK BbICOKMX TEXHOMOMMIA, HaHbLLAHD,
518057 LLIsHbWkaHb, KuTaiickas HapogHas Pecriy6nmka

YNONHOMOYEHHbIANPeaCTaBUTENb B PO:

000 «MHHfpein MeaHkan Pyc», Poccus, 129110, r. Mocksa, BH. Tep. I. MyHULMNa/IbHbIN
OKp3TMeLLaHCKWiA, T(h-KT OnMMnnACKuiA, 4. 16,cTp. 5, an./nom. 4/1, kom. 7,11aTen. +7 (499)
553-60-36

O6LecTBO C OrpaHMYEHHON 0 TBETCTBEHHOCT b «MuHapel Megukan Pyc»

129110, r. MockBa, €H. Tep. I. MyHULUNanbHbIA OKpyr MeLyaHckuid, Np-kT Onumnuiicknii, 4. 16, cTp. 5, aH./nom. 41, kom. 7 ,1la.
Ten.: (499) 553-60-36, hakc: (499) 553-60-39
MHH 7705815069 K 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

MakeT pyCCKOSI3bIMHOTO CTUKepa, BapuaHT MCNonHeHMs «KacceTa ¢ peareHTamu ANs AUMArHOCTUKK
in vitro gns KONM4ecTBEHHOrO ONpefeneHns yrnesogHoro aHTureHa 242 (CA242) B cbiIBOPOTKE Uu
nnasme KpoOBW 4esoBeKa MMMYHOXEMUNKOMUHECLEHTHbLIM METOLOM Ha aHanusatopax cepum CL,
2x100 TecTOB»

Kacceta ¢ peareBTamH [N [HArHOCTHKH in Vitro ANA KOJIMYECTBEHHOrO ONpejesieHns
YrneBoAHOro aHtureHa 242 (CA242) B CbIBOPOTKE HAH nNjAa3Me KPOBH 4YesioBeKa
NMMYHOXeMWU/TIOMUHECLUEHTHBIM MeTOAOM Ha aHasnusatopax cepuH CL, 2x100 TecToB

PeructpaumoHHoe yaoctosepeHme Ne P3H XXXXXXXX oT XX XX XXXX roga
VH(hopmagsoHa CTHXCpe CUHTATbLPHCPHTETHOM

Kog naptuu, Homep Nno KaTtanoiy,CPOK FOAHOCTK, YC/I0BUA XPaHEHWS U rpadimyeckme CHMBA3bl yKa3aHbl
Ha OPUrMHa/IbHOM YNaKoBKe

TonbKO Ans AHarMoCTBKH invitro

TonbKO /151 NPOheCCHOHANILHOr0 HCMAaTh30BaHHS

MpounssoauTens: LLsBbWwkanb/11aiil3p9s8 bHo-MeaHkan 3neKTpoHH! KoMTa, 3aaHne
“MHHzpein”, KemxH 12 Poy CayT, MNpOMbLLXMIEHBb IV Ma]»: BbICOKMX TEXHO/OrHW, HaHbIMaHb,
51805 7 LLIsHb4kaHb, KuTalickas HapoaHas Pecny6nvika

YNOAHOMOYEHHb I NpeacTaBnTeNb B PE:

000 «MHHapelt MeaHkan Pycs», Poceuns, 129110, r. Mocksa, BH. Tep. I. MyHALMNAIbHbI
o1(pyr MeLaHCKuiA, Np-KT OnMMUIACKIIA, A. 16, cTp. 5, aH./ncm. 49, kom. 7,1 1aTen. +7 (499)
553-60-36

O6LLecTBO C OrpaHNYeHHON O TBETCTBEHHOCT b0 «MuHapein Meankan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULUNanbHbI OKpYr MewaHckuii, np-kT Onumnuiickuii, A. 16, ctp. 5, aH./nom. 4/1, kom. 7, 1la.
Ten.: (499) 553-60-36, thakc: (499) 553-60-39
WHH 7705815069 KMMN 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHewHWin BMg M MapkupoBKa NOTpebWTeNbCKOW YNakoBKM, BapuMaHT wucnonHeHus «Kacceta c
peareHTamMu AN AUArHOCTUKW in Vitro nd KONWYECTBEHHOTrO OMpeAeneHns YrneBogHOro aHTUreHa
242 (CA242) B CbIBOPOTKE MU Nna3Me KPOBU 4enoBeKa UMMYHOXEMUTIOMUHECLEHTHbIM MeTOAO0M

Ha aHanusatopax cepuu CL, 2x50 TectoB» (Bupg cnepean)

O6LWEeCTBO C OrpaHNYeHHON 0 TBETCTBEHHOCT b «MuHapein Megukan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULUNanbHbIi OKPYr MewaHckuin, np-kT Onumnuiickuii, g. 16, ctp. 5, aH./nom. 4/1, kom. 7 ,1la.
Ten.: (499) 553-60-36, akc: (499) 553-60-39
WHH 7705815069 KMNM 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BapuaHT ucnonHeHna «Kacceta ¢
peareHTamMun ANna AUAarHOCTUKKM in Vitro ANs KONWYECTBEHHOrO OnpejeneHns yrneBogHOro aHTMreHa

242 (CA242) B cbiBOPOTKE WM Nnasme KPOBM YesioBeKa UMMYHOXEMUIKOMUHECLEHTHBIM METOLOM
Ha aHanusaTopax cepun CL, 2x50 TectoB» (Bug c60Ky)

BHelHUIA BMA W MapKUpOBKA MOTPEGUTENLCKOW YNaKoBKM,

mindray  CA242

Carbohydrate Antigen 242 (CLIA)
YrneBoAHbIN aHTUreH 242 (XJ11A)
Antigeno Carboidrato 242 (CLIA)

Antigeno carbohidrato 242 (CLIA)
Antigene carboidratico 242 (CLIA)
Karbonhidrat Antijeni 242 (CLIA)

Antigene carbohydrate 242 (CLIA)

PA5202211011600089
2X50 tests

REF 105-010089-00

lot] 2022110116 2 2024-08-17

O6LLecTBO C OrpaHMYeHHOM OTBETCTBEHHOCTbIO «MuHapei Megukan Pyc»
129110, r. MockBa, BH. Tep. I. MyHULMNanbHbI OKPYr MewaHcknin, np-kT Onumnuincknin, g. 16, ctp. 5, aH./nom. 4/1, kom. 7, 1la.
Ten.: (499) 553-60-36, hakc: (499) 553-60-39

WHH 7705815069 KNN 770201001

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHeWHWA Bug U MapKupoBKa MOTPeGWTENbCKOW yMakoBKWM, BapuaHT ucnonHeHus «Kacceta ¢

peareHTamu AN GUATHOCTUKK in Vitro gnd KOAMYeCTBEHHOrO ONpefeneHuns Yrneso4HOro aHTUreHa
242 (CA242) B CbIBOPOTKE WX NJia3Me KPOBW YeN0BEKA MMMYHOXEMUNOMUHECLEHTHLIM METOLO0M
Ha aHanusatopax cepuu CL, 2x50 TectoB» (Bug co6oky)

O6LWEeCTBO C OrpaHNYeHHON O TBETCTBEHHOCTbIO «MuHAapeli Megukan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULMNabHbIA OKpYr MeluaHckuid, np-kT Onumnuiickuid, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, hakc: (499) 553-60-39
MHH 7705815069 KM 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHewHnn BWA WM MapKMpoBKa TecT-KacCeTbl, BapuaHT WUCNONHeHUs «KacceTa € peareHtamu [fns
OVWArHOCTUKM in Vitro A9 KONWYECTBEHHOrO OMpefeneHus yrnesofHoro aHtureHa 242 (CA242) s
CbIBOPOTKE WAXM nNna3me KpPOBM  4enoBeka WMMYHOXeMUNIOMWUHECLEHTHbLIM MeTOLOM  Ha

aHanusatopax cepun CL, 2x50 TectoB» (Bug cnepegn)

O6LLeCTBO C OrpaHNYEHHOlM 0 TBETCTBEHHOCT b0 «MuHapein Megukan Pyc»

129110, r. MOCKBa, BH. Tep. I. MyHULUNaNbHbI OKPYr MelwaHckuii, np-kT Onumnuiickuit, 4. 16, cTp. 5, aH./nom. 4/1, kom. 7, 1lla.
Ten.: (499) 553-60-36, dakc: (499) 553-60-39
WMHH 7705815069 KMNM 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHeWHWA BMA M MapKMpOBKa TeCT-KacCeTbl, BapuaHT MCMNONIHEHMS «KacceTa Cc peareHTamu pfns
ANarHOCTUKK in vitro AN KONMMYECTBEHHOrO OMpeAeneHns yrnesoaHoro aHtureHa 242 (CA242) B
CbIBOPOTKE WM NNa3Me KPOBM  4YenoBeKa WUMMYHOXEMWHOMWHECLEHTHBIM  METOAOM  Ha

aHanmnsatopax cepun CL, 2x50 TectoB» (Bua cnepegn)

O6LWEeCcTBO C OrpaHNYeHHON O TBETCTBEHHOCT b0 «MuHApel Megukan Pyc»

129110, r. MOCKBa, BH. TE€P. . MYHULUNANbHbI OKPYT MelaHCcKuit, np-KT Onumnuiickuii, 4. 16, ctp. 5 aH/MOM. 411, kom. 7 ,11a.
Ten.: (499) 553-60-36, dakc: (499) 553-60-39
WHH 7705815069 KMM 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHeWwHWiA BMg M MapKUMpoBKa MOTPeBUTENBCKO YMaKoBKM, BapuWaHT uMcnonHeHus «KacceTa c

peareHTamu AN UATHOCTUKK in Vitro gng KOAWYeCTBEHHOrO OMpejeneHna yrneBogHOro aHTUreHa
242 (CA242) B CbIBOPOTKE WK Ma3mMe KPOBM Yen0BEKA UMMYHOXeMUTIOMUHECLEHTHBIM MeTOLOM

Ha aHanusatopax cepum CL, 2x100 TecToB» (Bug cnepegn)

O6LLLEeCTBO C OrpaHMYeHHOM 0 TBETCTBEHHOCT b0 «MuHApein Meankan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULUNaNbHbIA OKPYr MewaHckuii, np-kT Onumnuiickuii, 4. 16, ctp. 5, aH./nom. 4/1, kom. 7, 1la.
Ten.: (499) 553-60-36, haxc: (499) 553-60-39
WHH 7705815069 KMNM 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHewHWA BMA M MapkupoBKa NOTPe6WTENbCKOM yNakoBKW, BapuaHT wucnonHeHus «Kacceta ¢
peareHTamMu 418 GUATHOCTUKK in Vitro gng KONMYeCTBEHHOrO OonpejeneHna YrneBogHOro aHTUreHa
242 (CA242) B CbIBOPOTKE UM Nna3Me KPOBU YeNOBEKA UMMYHOXEMUNOMWHECLEHTHLIM METOA0M

Ha aHanu3aTopax cepum CL, 2x100 TectoB» (Bupg c60Ky)

mindray  ca242

Carbohydrate Antigen 242 (CLIA)
YrneBOAHbIA aHTUIEH 242 (X/IMA)
Antigeno Carboidrato 242 (CLIA)

Anb’geno carbohidrato 242 (CLIA)
Antigene carboidratico 242 (CLIA)
Karbonhidrat Antijeni 242 (CLIA)

Antigene carbohydrate 242 (CLIA)

2x100 tests
105-010099-00
LOT 2022080111 2 2024-04-24

O6L|.||eCTBO C OrpaHVIL‘IeHHOVI OTBETCTBEHHOCTbHO «MVIH,D'peVI Me,quKan PyC»

129110, r. MocKBa, BH. Tep. I. MyHULUNaNbHbIA OKpYr MewaHckuit, np-kT Onumnuiickuii, 4. 16, cTp. 5, aH./nom. 4/1, kom. 7, 1lla.
Ten.: (499) 553-60-36, pakc: (499) 553-60-39
WHH 7705815069 KMNM 770201001

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindray

BHewHnii BUA U MapKUpoBKa NOTPeGUTENbCKOM YMakoBKM, BapuaHT UcCNonHeHus «KacceTa ¢

peareHTamMu ANns AMarHOCTUKMW in vitro ANns KONWYECTBEHHOrO OMNpefeneHns YrneBogHOro aHTUreHa
242 (CA242) B CbIBOPOTKE WK MAa3Me KPOBM YefoBeKa MMMYHOXEMUMOMUHECLEHTHBIM METO/0M

Ha aHanu3atopax cepum CL, 2x100 TecTtoB» (Bupg c60Ky)

m SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO.. LTD.
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P.R. China

Tel: +86-755-26682888 Fax +86-755-26582680
Website: http./Awwvmindray.com

O6LL|,€CTBO C orpaqueHHoM OTBETCTBEHHOCTbLHO <<M|/|Hp,pei7| Me,ﬂ,VIKafl PyC»

129110, r. MOCKBa, BH. T€p. I. MyHULUMNA/bHbIA OKPYr MewaHckuii, np-kT Onumnuiickuii, 4. 16, cTp. 5, aH./nom. 4/1, kom. 7, 1la
Ten.: (499) 553-60-36, dpakc: (499) 553-60-39
WHH 7705815069 KMNMN 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHelWHWA BMA M MapKMpoBKa TECT-KacceTbl, BapuWaHT MCMONHeHUs «KacceTa c peareHTamu Ans
ANArHOCTUKK in Vitro And KOMMYECTBEHHOrO ONpeAeNneHUs yrneBogHOro aHtureHa 242 (CA242) B
CbIBOPOTKE WAM NNa3Me KPOBM  4YenoBeKa WUMMYHOXEMWUKOMMWHECLEHTHbIM  METOAOM  Ha

aHanusatopax cepun CL, 2x100 TectoB» (Bupg cnepeaun)

OO6LLLEeCTBO C OrpaHMYEHHON 0T BETCTBEHHOCTbIO «MuHapein Megukan Pycs»

129110, r. MockBa, BH. Tep. I. MyHULMNanbHbIA OKPYr MewaHckuii, np-kT Onumnuiickuii, g. 16, ctp. 5 aHYnom. 4/1, kom. 1,11a.
Ten.: (499) 553-60-36, thakc: (499) 553-60-39
WHH 7705815069 KMM 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHelUHWA BMA M MapKMPOBKA TECT-KAacCeTbl, BapuWaHT WCMNONMHEHUS «KacceTa C peareHtamu pans
AMArHOCTUKM in Vitro ANs KONWYECTBEHHOro OnpefeneHus YrnesogHOro aHtureHa 242 (CA242) B
CbIBOPOTKE WAW NJa3Me KPOBM  UY€NoBEKA MMMYHOXEMWUIOMUHECLEHTHbLIM  METO40M  Ha

aHanusaTtopax cepumn CL, 2x100 TectoB» (Bug cnepegmn)

OO6LLEeCTBO C OrpaHNYeHHON O TBETCTBEHHOCTbIO «MuHape Megukan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULMNabHbIA OKpYTr MeLLaHckunid, Np-kT Onumnuiickuid, 4. 16, cTp. 5 aHynom. 41 kom. 1, 1la
Ten.: (499) 553-60-36, dpaxc: (499) 553-60-39
WHH 7705815069 KM 770201001

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MPOLWINTO

HHOCTW ot 30.1 1.22 CKPEMNEHO
ilcRA  H.B MEYATHIO
(0 AMTENb OTAENA | WCTO
l«f ,PALW

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



