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KacceTa c peareHTamu f/19 KOJIMYECTBEHHOIO OMpeseneHns yrneBoLHOro
aHTureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKe UK nasme
KPOBM YesioBeKa MMMYHOXEMUTIOMUHECLLEHTHBIM METOAO0M Ha aHasm3aTopax
cepumn CL

O6LLEeCcTBO C OrpaHNYEHHONW 0 TBETCTBEHHOCTbIO «MuUHApen Meankan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULMNanbHbIA OKpYr MewaHckuii, np-kT Onumnuiickmia, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la
Ten.: (499) 553-60-36, thakc: (499) 553-60-39
WHH 7705815069 KMM 770201001

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHU# 1 PETHCTPALIMH MELMLMHCKUX U3REM



mindray

MakeT pyCCKOA3bIYHOrO CTUKepa, BapuaHT WCMNoMHeHWs «KacceTa €  peareHTamMu s
KO/IMYECTBEHHOr0 OnpefesieHnsa yrnesogHoro aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B
CbIBOPOTKE WM M/ia3Me  KPOBWM  YesioBeKa MMMYHOXEMWUTIOMUHECLEHTHBIM ~ METOAOM  Ha
aHanmsaTopax cepun CL, BapuaHT ucnosiHeHnsa 2x50 TecToB»

Kacceta c peareHTamum pns KONMYECTBEHHOro OMpejeneHna YrneBofHOro adtureHa 50
(Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WAXM MNfasme KPOBM  YesioBeKa
MMMYHOXEMUTIOMNHECLUEHTHLIM METOAOM Ha aHanmsaTtopax cepum CL, 2x50 TecToB, B coCTaBe:

- Kaccera C peareHtamu - 2 Wrt.
- MHCTPYKUMSA NO NPUMEHEHMIO - 1 WT.

PernctpaunoHHoe ygoctosepeHme No P3H XXXX/XXXX o1 XX.XX.XXXX roga
WNHopmaumio Ha CTUKepe cUMTaTb NPUOPUTETHOIA

Kog napTum, HoMep Mo KaTasory, CPOK rofHoCcTU, YCI0BUS XpaHeHUs U rpanyeckne CUMBO/bI
yKasaHbl Ha OPUTMHAa/IbHOWM yNaKoBKe

ToNbKO ANA ANarHoCTUKM in vitro
TonbKo AN NpPoghecCMoHaNbHOro UCMNob30BaHNUSA

MpownssoguTens: LsHbYWKIHL MaliHgpain Buo-Megukan dnektpoHuke Ko., /T4, 3gaHme
“Mungpeii”, Kepxn 12 Poya CayT, MpoMbilneHHbIV NapkK BbICOKMX TEXHOMOMMiIA, HaHblwaHb, 518057
L 3HbYKIHL, KHP

YNoNHOMOYeHHbIV npeacTaBuTens B PO:
000 «MuHgpeii Megukan Pyc», Poccus, 129110, r. MockBa, BH. Tep. I. MyHULMUNANbHbIA OKpYT
MeLaHCKWUii, Np-KT OnuMnuiAcknid, g. 16, ctp. 5, aH./nom. 4/1, kom. 7, 1la Ten. +7 (499) 553-60-36

O6LEeCTBO C OrpaHNYEeHHON OTBETCTBEHHOCTbIO «MuHApein Meaukan Pyc»

129110, r. MockBa, BH. Tep. I. MyHULMNanbHbIi Okpyr MelaHckuid, np-kT Onumnuiicknia, 4. 16, cTp. 5, aH./nom. 41, kom. 7.11a.
Ten.: (499) 553-60-36, thakc: (499) 553-60-39
WHH 7705815069 KIMNMN 770201001

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindray

MakeT pyCCKOA3bIYHOrO CTUKepa, BapuaHT WucnonHeHWss «Kacceta € peareHTamn i
KOMMYECTBEHHOI 0 onpeaeneHnst yrneesogHoro aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B
CbIBOPOTKE WA  MNasMe KpPOBM  Ye/loBeKa MMMYHOXEMUFOMUHECLEHTHLIM ~ METOAOM  Ha
aHanusatopax cepun CL, BapuaHT mncnosiHeHnA 2x100 TecToB»

Kacceta c peareHtamu [An8 KOJINYECTBEHHOro OnpefefnieHnsa yrnesofHoro adtureHa 50
(Carbohydrate Antigen 50 (CA50)) B CbIBOpOTKE WAM nNja3Me KpPOBWU  4YenoBeka
VMMYHOXEMWU/TIOMUHECLLEHTHLIM METOLOM Ha aHasnsartopax cepum CL, 2x100 TecToB, B cOCTaBe:
- KacceTa C peareHtamu - 2 LUT.

- VHCTPYKLUUSA MO0 MPUMEHEHMIO - 1 LWT.

PeructpaunoHHoe ygoctoBepeHne No P3H XXXX/XXXX oT XX . XX.XXXX roga
WHhopmaumio Ha CTUKepe cUMTaTb NPUOPUTETHOWA

Ko napTuum, HOMep Mo KaTasiory, CPOK rofHOCTM, YC/IOBUSI XPaHEHUs 1 Frpadiuyeckue CUMBOJIbI
yKasaHbl Ha OpUIMHaNbHOW ynakoBKe

ToNbKO 4NA AMarHoCTUKK in vitro
TonbKo 47151 NPOeCcCUOHaNIbHOTO NCNO/1b30BaHMS

MpownssoguTenb: LLIsHbWKaHb MainHapan Buo-Megnkan 3nektpoHuke Ko., JITg, 3gaHue
“MuHpgpein”, Kepxn 12 Poya CayT, MNpOMbILLAEHHbIA NapK BbICOKNX TEXHOAOTMIA, HaHblaHb, 518057

LUsHbYWK3Hb, KHP

YNONHOMOYEHHBI NpefcTaBuTeNb B PO:
000 «MwuHppeit Megukan Pyc», Poccusi, 129110, r. MOCKBa, BH. Tep. I. MyHULMNa/IbHbIA OKpYT
MeLlaHCKuiA, Np-KT OnuMnuiAcKnid, a. 16, cTp. 5, aH./nom. 4/1, kom. 7, 11a Ten. +7 (499) 553-60-36

06I.Ll|eCTBO C orpaqueHHoM OTBETCTBEHHOCTbIO <<|\/|VIH,CI.peI7I Me,u,MKan PyC»

129110, r. MockBa, BH. Tep. I. MyHULMNaNbHbIi okpyr MewjaHckuii, np-kT Onumnuiickuii, 4. 16, cTp. 5, aH./nom. 41, koM. 7, 1la.
Ten.: (499) 553-60-36, chakc: (499) 553-60-39
VHH 7705815069 KMN 770201001

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



mindi™d?

CocTtaB NOTPebUTENbCKOW YNaKOBKW, BapuMaHT UCNOMHEHUs «KacceTa ¢ peareHTaMu 18 KOMYECTBEHHOTO OMpefeneHns yrneBogHOro aHTureHa
50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WKW MNa3Me KPOBW YenioBeKa UMMYHOXEMUTKOMUHECLUEHTHbIM METOAOM Ha aHanmsaTopax
cepumn CL, BapuaHT ncnosiHeHns 2x50 Tectos» (O6LWMiA BUA)

O6LLecTBO C OrpaHMYeHHON O TBETCTBEHHOCT b «MuHapen Megukan Pyc»
129110, r. MockBa, BH. Tep. I. MyHULMNaNbHbIA OKpYr MewaHckuii, np-kT Onumnuiickuit, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, dhakc: (499) 553-60-39

WHH 7705815069 KM 770201001
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindray

BHEWHWI BWL U MapKMpoBKa MOTPE6UTENbCKOV YMNakoBKM, BapMaHT WCMOJIHEHUA «KacceTa C peareHTamu [ KOMWYECTBEHHOrO OnpefesneHuns
yrnesogHoro aHTtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WM MNasMe KPOBM YenoBeKa MMMYHOXEMUIHOMUHECLEHTHbLIM
MeTOAO0M Ha aHanusaTopax cepuu CL, BapumaHT ncnonHeHus 2x50 Tectos» (Bug cnepegmn)

mind ray CA50 (01)0R936415008096 (97r105-01000r-/11

(102022110111 (99)10501008(M)0
(17240816 (GBIPBRA2211011100000

Carbohydrate Antigen 50 (CLIA)
2x50 tests

contents : Ra: 2x3.8 mL, Rb: 2x3.5 mL

SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building. Keji 12th Road South, High-Tech Industral Park Narshen. Sheruhea S18057 PRChina
Tel ;+86-75S-81888998  Fax :-f86-755-26S82680 www.mindray.com A

Shanghai International Holdir>g Corp. GmbH(Europe) n w ¢ w ¢ e
Eiffestra™e 80. 20537 Hamburg. Germany 0123 2X

O6LLecTBO C OrpaHNYeHHON OTBETCTBEHHOCTbIO «MuUHApein Meankan Pyc»
129110, r. MockBa, BH. Tep. I. MyHULUNa/bHbIA OKPYr MewaHcknid, np-kT Onumnunidckuia, 4. 16, cTp. 5, aH./nom. 4/1, kom. 7, 1la.
Ten.: (499) 553-60-36, thakc: (499) 553-60-39

WMHH 7705815069 KMMM 770201001
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindray

BHEWHNA Bna N MapKUMpoBKa MOTPe6UTENbCKON YMakoBKW, BapuaHT WCMNONHeHMs «KacceTa C peareHTamy Ans KOMIMUYECTBEHHOro onpegeneHus

yrnesogHoro aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbiBOPOTKe WAM Nla3Me KPOBU Ye0BEKA UMMYHOXEMUMKOMUHECLEHTHbBIM
MeTOLOM Ha aHanusaTopax cepuun CL, BapmaHT ncnonHeHmnsa 2x50 TectoB» (Bupg cboKy)

mindray CA50

Carbohydrate Anti9en SO (CUA)
yrnesogHbI aHTuren SO (XJIMA)
Antigeno Carboidrato SO (CUA)

Antigeno carbohidrato SO (CUA)
Antigene carboidratko SO (CUA)
Karbonhidrat Antijeni SO (CUA)

Antigene carbohydrate SO (CUA)

BB202?1101110009
2x50 tests io
IreF] 105-010090-00
ILOT] 2022110111 2  2024-08-16 :;8

O6LLeCTBO C OFPpaHNYEHHON O TBETCTBEHHOCT b0 «MuHApPen Meankan Pyc»
129110, r. MockBa, BH. Tep. I. MyHALUNANbHbIA OKPYr MellaHckuii, np-kT Onumnunidckuii, A. 16, cTp. 5, aH./nom. 41, kom. 7, 1la
Ten.: (499) 553-60-36, thakc: (499) 553-60-39
WHH 7705815069 KMNM 770201001
& 000 LMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHelWHMA BMA, M MapKUMpOBKa MOTPEOUTENLCKOM YNakoBKW, BapuaHT WCMNONHeHMs «KacceTa C peareHTamy 18 KO/IMYECTBEHHOro onpegeneHus
yrneeogHoro aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WM MnasMe KPOBU YenoBeka MMMYHOXEMWUTKOMUHECLEHTHbIM
MeTOA0M Ha aHanu3atopax cepun CL, BapnaHT ucnonHeHusa 2x50 TectoB» (Bupg cO0Ky)

O6LWeCcTBO C OrpaHNYeHHON 0TBETCTBEHHOCTbIO «MuHApeit Megukan Pyc»
129110, r. MockBa, BH. Tep. I. MyHULMNaNbHbIA OKPYr MewaHckuii, np-kT Onumnuitckuii, 4. 16, cTp. 5, aH./nom. 41, kom. 1,11a.
Ten.: (499) 553-60-36, dhakc; (499) 553-60-39
WHH 7705815069 KMMN 770201001
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



mindray

BHelwHWiA BUA, M MapKMpOBKa TeCT-KacCeTbl, BapuaHT MCMoNHeHMsa «KacceTa C peareHTamn A0S KOIMYECTBEHHOrO OMpeAeneHns yrneBoAHOro
aHTureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WAM MnasMe KPOBWM 4enoBeka UMMYHOXEMWUIKOMUHECLEHTHbIM METOAOM Ha
aHanmsatopax cepumn CL, BapnaHT ucnonHeHus 2x50 TectoB» (Bug cnepean)

OO6LecTBO C OrpaHNYeHHO 0TBETCTBEHHOCTbIO «MuHapen Meavkan Pyc»
129110, r. MockBa, BH. T€p. I. MyHULMNanbHbIA OKPYr MewaHckuii, np-kT Onumnuiickuii, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, (hakc: (499) 553-60-39
VIHH 7705815069 KM 770201001
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindray

BHeWHWiA BMA U MapKMpoBKa TeCT-KacCeTbl, BapuaHT WCMOMHEHUs «KacceTa € peareHTamu A5 KOJIMYECTBEHHOrO OMpefesieHNs yreBoLHOro
aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WM M/ia3Me KPOBW YenioBeKa WMMYHOXeMWUFOMUHECLIEHTHbIM MeTOLOM Ha
aHanmsatopax cepun CL, BapuaHT mncnosHeHus 2x50 Tectoe» (Bug crnepegn)

06Ll.l,eCTBO C orpaqueHHoﬁ OTBEeTCTBEHHOCTbLHO «MI/IH,CI.pGVI Me,qMKan PyC»
129110, r. MockBa, BH. Tep. I. MyHULMUNaNbHbIA OKpYr MellaHckuiti, np-kT Onaumnuiickuii, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, thakc: (499) 553-60-39

WHH 7705815069 KM 770201001
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindrciy

CocTaB NoTpebuTeNbCKOM YNaKoBKW, BapyaHT UCNoNHeHNs «KacceTa ¢ peareHTaMu 11 KOJIMYECTBEHHOIO OMnpefesieHNs YrneBogHOro aHTUreHa
50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WM Mia3Me KpPOBWU YesioBeKa MMMYHOXEMUIOMUHECLUEHTHLIM METOLOM Ha aHanmsaTopax
cepum CL, BapmaHT mcrnosniHeHns 2x100 TectoB» (O6WWii BMA)

O6LWeCcTBO C OrpaHNYeHHON 0 TBETCTBEHHOCTbI0 «MuHApei Megukan Pyc»
129110, r. MockBa, BH. Tep. I. MyHULMNanbHbli OKpyr MeLwaHckuit, np-kT Onumnuiickuii, a. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: {499} 553-60-36, thakc: (499) 553-60-39

WHH 7705815069 KMNM 770201001
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindr”?

BHeLHwi B N MapKMpPOBKa I'IOTp66I/ITe!'IbCKOI\/lI YNaKoBKW, BapmaHT WUCNONHeHUsa «KacceTa C peareHTaMn N8 KOJIMYECTBEHHOrO onpefesieHus

yrnesogHoro aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WAM MJla3Me KPOBW 4YesioBeKa UMMYHOXeMUIHOMUHECLEHTHbIM
MeTOA0M Ha aHanu3aTopax cepun CL, BapnaHT ncrnonHeHuns 2x100 tectoB» (Bug cnepean)

mind ray CAS50 Ll (01)06936415908140 (971105-01010QAQ

(10)2022110111 (99)105-010100-00

uDl (17240816  (98)PBG02211011100097

Carbohydrate Antigen 50 (CLIA)
2x100 tests

Contents : Ra: 2x6.6 ml, Rb; 2x6.3 mL

SHENZHEN MINDRAY BIO MEDICAL ELECTRONICS CO., LTD.

Mindray Building, Kgji 12th Road South, High+Tech Industrial Rarte, Narshan, Shenzhen, 518057 PRCha

Tel :+86-755-81888998  Fax :+86-755-26582680  wwwimirKtray.com
Shanghai International Holding Corp. GmbM(Europe)

Eiffestra’ 80, 20537 Hamburg, Germany IVD aC€ 0123

O6LLeCcTBO C OrpaHNYeHHON O TBETCTBEHHOCTLIO «MuHapeit Meaukan Pyc»
129110. r. MockBa, BH. Tep. I. MyHULMUNANbHbIA OKpYr MewiaHckuid, np-kT Onumnuiickuii, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, chakc: (499) 553-60-39
WHH 7705815069 KNM 770201001
& 000 LMPMM [ INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindray

BHelHUIA BUL M MapKMpOBKa MOTPEOWUTENbCKON YNakoBKW, BapuaHT WMCMNONHeHMs «KacceTa C peareHTamy 15 KOMMYECTBEHHOro OnpejaeneHus
yrnesogHoro aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WAM NfasmMe KPOBWM 4YeNOBEKA WUMMYHOXEMWUIHOMUHECLEHTHbIM
MeTOAO0M Ha aHanusatopax cepumn CL, BapmaHT ucnonHeHuns 2x100 TectoB» (Bug c60Ky)

mindray

Carbohydrate Antigen 50 (CLIA)
YrneBofHbli aHTUreH 50 (XY1UA)
Antigeno Carboidrato 50 (CLIA)

Antigeno carbohidrato 50 (CLIA)
Antigene carboidratico 50 (CLIA)
Karbonhidrat Antijeni 50 (CLIA)

Antigene carbohydrate 50 (CLIA)

PBC202211011100097
2x100 tests

REF 105-010100-00
2022110111 2 2024-08-16

O6LLI,€CTBO C OFp&HI/I‘-IGHHOVI OTBETCTBEHHOCTbIO <<|\/|VIHp|peI7I Me,qlean PyC»
129110, r. MockBa, BH. Tep. I. MyHULMNaNbHbIA OKPYr MewaHckuii, np-kT Onaumnnidckuid, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, thakc: (499) 553-60-39

WHH 7705815069 KNI 770201001
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindra

BHeWHWA BML M MapKUpoOBKa MOTPEOUTENLCKOW YMakoBKW, BapuaHT WUCMOMHEHUs «KacceTa € peareHTamMu 1S KOMMYECTBEHHOrO OnpefeneHus
yrnesofHoro aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WM MnasMe KPOBM YesioBeka UMMYHOXeMWUIHOMUHECLEHTHbLIM
MEeTOLOM Ha aHanu3aTopax cepun CL, BapmaHT ucnonHeHmsa 2x100 tectos» (Bupg c60Ky)

O6LWecTBO C OrpaHNYeHHO 0 TBETCTBEHHOCTbIO «MuHapei Megukan Pyc»
129110, r. MockBa, BH. Tep. I. MyHULuNanbHbIi OKpyr MewaHcknid, np-kT Onaumnuiickuid, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, thakc: (499) 553-60-39

WHH 7705815069 KMNM 770201001
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



mindr?

BHELWHWA BAL W MapKMpPOBKa TeCT-KacCeTbl, BapuaHT MCNONHeHUs «KacceTa C peareHTaMu [ANn8 KOAWYECTBEHHOrO OMNpeaeneHns yrneBoAHoro
aHTureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WM MNasMe KPOBWU 4YefloBeKa MMMYHOXEMWUIKOMUHECLEHTHbIM METOAOM Ha
aHanusartopax cepumn CL, BapnaHT ucnonHeHusa 2x100 tectoB» (Bug cnepegn)

O6LLecTBO C OrpaHMYeHHON OTBETCTBEHHOCTbIO «MuHApen Megukan Pyc»
129110, r. MOCKBa, BH. Tep. I. MyHULMNANbHbIA OKPYr MewaHckuii, Np-kT Onumnnicknid, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, dhakc: (499) 553-60-39

WHH 7705815069 KIMM 770201001
& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

BHelWHWA BUA M MapKMpoBKa TeCT-KacCeTbl, BapuaHT WUCMONHeHWs «KacceTa C peareHTamu An8 KOMYECTBEHHOro OMNpeAeneHns YrnesoAHOro
aHtureHa 50 (Carbohydrate Antigen 50 (CA50)) B CbIBOPOTKE WM MJia3Me KpPOBM 4enoBeka WUMMYHOXEMUIKOMWHECLUEHTHbIM METOLOM Ha
aHanusatopax cepuu CL, BapuaHT ucnosHeHuns 2x100 tectoB» (Bug cnepegn)

O6LeCcTBO C OrpaHNYeHHON 0TBETCTBEHHOCTbLIO «MuHApeit Megukan Pyc»
129110, r. MockBa, BH. Tep. I. MyHULUNaNbHbIA OKPYr MewiaHcknid, np-kT Onumnuiickuii, 4. 16, cTp. 5, aH./nom. 41, kom. 7, 1la.
Ten.: (499) 553-60-36, chakc: (499) 553-60-39
WHH 7705815069 KMM 770201001
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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