Ipuroxenue Ne 1

Ne HaunMeHnoBanue Ioka3arenu (TexHn4yeckue U PyHKIUOHAJbHbIE XaPAKTEPUCTUKH), En. KoJa-Bo
H/ﬂ TOBapa CBSI3AHHBIEC C ONPEICJICHNEM COOTBETCTBUSA MOCTABJIAEMOI0 TOBapa H3M.
1 | HaGop peareHToB s Habop peareHTOB Uil KOTUYECTBEHHOTO OIPEACICHHUS Hab 1
onpenenenus Ig E 11 nmmyHornoOynuHa E Ha aBTOMaTHUeckoM aHanm3atope Moayisip E.
(Ig E 1l Elecsys, cobas | HaGop ma 100 TectoB. Coctas: 1 ¢ 6,5 MiI MHKPOYACTHIL TOKPBITHIX
e) crpenToaBuanHOM; 1 b1 10 MiT OGHOTHHUIIMPOBAHHBIX AaHTUTEI TIPOTHB
a"anuta B pocdarHom Oydepe; 1 ¢a 10 M MOHOKIIOHATIBHBIX aHTUTEN
MIPOTUB aHAJIUTA, TOMEYEHHBIX KOMIIEKCOM pyTeHHs B pocdaTHOM
oydepe.
2 | Habop xamubpaTopos Kanu6parop st Habopa peareHTOB Ul KOJTMYECTBEHHOTO ONpeesieHust | Hab 1
st onpenenennst IgE | oOmero nmmyHornoOynuHa E Ha ananmnzatope, tiun M.. Cocras : JIBa
(IgE CalSet Elecsys, ¢akoHa ¢ 1 M1 KaTMOpyeMOro aHalluTa B BEICOKOM KOHIIEHTPALIUH, /1B
cobas e) ¢akoHa ¢ 1 M KanuOpyeMOro aHaJInTa B HU3KOW KOHIICHTPAIuU
3 | Habop pearenToB mns Habop peareHTOB 111 KOTUYECTBEHHOTO OIPEACICHHUS Hab 1
onpenenenus ADII anbadeTonporerHa Ha aBTOMaTHIeckoM aHanmzarope Moxymsp E, 100
(ampda-eromporenna) | tectoB. Cocras: 1 ¢ur 6,5 MI MUKPOYACTHUIT TOKPHITHIX
(AFP ELECSYYS) crpentoaBuanHOM; 1 (b1 10 M1 OHOTHHUIMPOBAHHBIX AaHTUTEI TIPOTUB
aHanuta B pochataoMm Oydepe, 1 ¢a 10 M1 MOHOKIIOHATIBHBIX aHTUTEI
MIPOTUB aHAJINTA, TOMEYEHHBIX KOMIIEKCOM pyTeHHs B pocdaTHOM
oybepe
4 | Habop xanubpaTtopoB Kanubparop st Habopa peareHTOB JJIs KOJHUECTBCHHOTO OMPEICICHUS Ha0 1
JUTSL OTIPEICTICHUS antuten Kk TT1O Ha ananusatope, Tun M. Cocrtas : JIBa dutakona ¢ 1.5 mi
antu-TIIO anTHTEN KaIMOpyeMOoro aHajHuTa B BBICOKOM KOHILIEHTpaIuy, nBa ¢uakoHa ¢ 1.5
(Anti-TPO CalSet) MJI K&THOPYEMOT0 aHAIMTA B HU3KOM KOHIICHTPAIIHH.
5 | PearenTs B KacceTre Habop peareHToB ais konuuecTBeHHOTO onpeenenusM AMI B Ha0 1
JUISL KOJIMYECTBEHHOTO | CHIBOPOTKE U IJIa3Me KPOBH YEJIOBEKA Ha aBTOMAaTHYECKOM aHAJIM3aTOPe
OTpeneIeHus Cobas e601. Cocra: 1) MukpodacTuiibl, HOKpHIThIE CTPENTABUANHOM 1
aHTHUMIOJUICPOBA ¢rakoH He MeHee 6,5 MJI (MUKPOYaCTHIIBI, IIOKPBITHIE CTENITABUAMHOM
rOpMOHa 0,72 mr/mn (koHCEpBaHT), 2) AHTH-AMI -anTHTENnO~0MOTHH | QrakoH
NMMYHOXEMHIJIIOMHHEC | He MeHee 8 M (OMOTHHMIMPOBAaHHBIE MOHOKIIOHATIBbHBIE aHTH -AMI -
LEHTHBIM METOZOM B aaturena(meimm) 1.0 mr/n; gocdarrsiii 6ydep S0 mmoins/n, pH
CBIBOPOTKE U TIJIa3Me 7.5;xoHcepBaHT), 3) AHTH-AMI -anTHTena~Ru(bpy) 1 dnakon, He MeHee
KpoBU Ha aHanu3atope | 8mu (MoHOKIOHambHBIE aHTH? AMI aHTHTENa (MBIIIN), MEYEHHBIE
HMMYHOXUMHYECKOM pyTrenueBbIM KoMIutekcoM 1.0 mr/n; pocdarnsiii 0ydep SO mmons/n, pH
cobas e 411 (rack/disk) | 7.5; koHcepBaHT. Bpems ananusa He 6onee 18 mun. [lnama3oH
u marpopmax namepenusi 0.07-164 nmoss/a (0.01?23 ur/min). YyscrBurensHOCTh 15.0
MoysHbIX Cobas mmoab/it (2.1 ur/mit). Habop pacuntan He Menee yem Ha 100 TecToB.
6000, Cobas 8000
(Elecsys AMH Plus)
6 | Habop xamubpaTopoB Kanubparop m1st Habopa peareHTOB I KOIMYECTBEHHOTO OTIpe/ieieHnsT | Hal 1
JUTSL OTIPEJIeTICHUS aHTHUTEN K THPEOrIo0yIMHY Ha aHanu3aTtope, Tirn M. Cocras : [[Ba
aHTHUTEN K ¢urakona ¢ 1.5 Myt kanuOpyeMoro aHaauTa B BRICOKOH KOHIIEHTPALHH,
THUPEOTTIO0YINHY nBa ¢uiakoHa ¢ 1.5 Mi1 KanmOpyeMoro aHajunTa B HU3KOW KOHIIEHTPaNnH.
(Anti-Tg CalSet)
7 | Pearents B kaccere PeareHT /U1 KOTMYECTBEHHOT'O ONPE/ICIICHHS aHTHTEI K Hab 1
JUISL KOJIMYECTBEHHOTO | THPEOTIO0YIHHY C ITOMOIIBIO AJIEKTPOXEMIIIIOMUHECLIEHTHOTO aHAIM3a
OTIpe/IeIICHUS B CBIBOPOTKE U I1a3Me KpoBu yenoseka. Coctas Habopa (100 TecTos):1)
COJIep)KaHUsl aHTHTEN K | MHUKpOYaCTHIIBI,
TUPEOTNIO0YINHY MOKPBITHIE CTPENITABUAMHOM
(Anti-Tg) (po3paunast kpbiika), 1 ¢uakoH, 12 M1 (MUKPOYACTHIIbI, HOKPHITHIE
HMMYHOXEMWIIOMHHEC | cTpenTaBuauHoM, 0.72 /M, KOHCEpBAHT).
LEHTHBIM METOOM B 2) Tg-6uotuH (cepas kpbiika), 1 6yTeuika, 10 M
CBIBOPOTKE U IIJIa3Me (bnoTnHMIMpOBaHHEIH Tg
KpOBH ISt (uenoBeueckwuii) 0.200 mr/i; TPUC 6ydep 100 mmoins/n, pH 7.0;
aHaJIN3aTOPOB U KOHCEpPBAHT)
MoJynei 3)Anti-Tg-Ab-Ru (uepHas kpsika), 1 6yTeuika, 10 M
HMMYHOXUMHYECKHX (MOHOKJIOHANIBHBIE anti-TQ
cobas e (Elecsys Anti- | anTnTena (4eI0BeYECKIE) MPOMAPKIPOBAHHBIE PyTEHUI KOMIUIEKCOM
Tg Elecsys and cobas e | 0.620 r/i; TPUC 6ydep 100 mons/i1, pH 7.0; KOHCEpBAHT).
analysers/A-TG) Bpewms ananusa - 18 muH, quana3od usmepenus 10-4000 ME/mi,




qyBcTBUT. 10 ME/Mn

8 | Habop pearentoB ;s | Habop peareHTOB U1 KOJMYECTBEHHOT'O ONPE/ICIICHHS aHTHTEI K Hab
ompenencHus Anti- TUpeomepoKcuaa3e Ha ananuzarope, Tun M. 100 tectoB. Cocras: 1 ¢
TPO (anTHTEN K 6,5 MJI MUKPOYaCTHII MOKPBITHIX cTpenToaBuauHOM; 1 ¢t 10 M
THUPEOTNIEPOKCHIa3E) OMOTHMHMIMPOBAHHBIX aHTUTEIN POTHB aHauTa B ocdarHoM Oydepe, 1
(Anti-TPO Elecsys, ¢ 10 MJT MOHOKJIOHAIBHBIX QHTUTEN IPOTUB aHAIIUTA, TOMEYEHHBIX
cobas e) KOMIUIEKCOM pyTeHus B pochaTHOoM Oydepe

9 | PactBoOp CHCTEeMHBIH pacTBOP LIS IPOMBIBKY M3MEPUTEIHHOM STYSHKU CHCTEM Ha Hab
TIPOMBIBAIOIIIHH aBTOMaTH4YecKoM aHaim3arope. [locne m3mepenns cogepxxutr KOH 176
KmuaCenn (CleanCell | Mmmons/a, neteprert ? 1,0%; korcepBanT. @acoBka: 2 OyTelIH 1O 2 JI. B
Elecsys) KaXKJ0H.

10 | Bydep [IpoCemnn CHCTEeMHBIH pacTBOP LI TeHEPALNH 3JIEKTPOXUMHICCKOTO CUT'HAJIA B Hab
(ProCell ELECSYS) CHCTEME Ha aBToMaTHdeckoM aHanmmzarope. Cocras: GochaTHbiit 6ydep

300 mmons/n, TpunpornunamuH 180 MmMons/it; geteprent ? 0,1%:;
KoHcepBaHT. PacoBka: 2 OYThUIM MO 2 JI. B K&XKJIOM.

11 | Bydep ans PactBop Ju1s IpeIBApUTEINEHON TPOMBIBKH yTAJICHUS TOTEHINAIBHO Hab
IIpeJBapUTeIbHON nHTepdepupyronmx cyocranuuii. Cocras: gocdarusiii 6ydep 10
IIPOMBIBKH M MMOJIB/JT; XJopua Hatpus 20 mmouns/i; nerepredt ? 0.1%; KOHCepBaHT;
(PreCleanM) pH 7,0. 5 ¢pmakonoB o 600 M.

12 | Habop peareHToB 1yis Habop peareHToB 11 KOJTUYECTBEHHOTO ONpeseneHus BuraMmuta D3 Ha Hab
OTpeneIeHus ananuzatope, T M. 100 tectoB. Coctas: 1 ¢t 6,5 Ma MUKpOUacTHIL
Buramuna /13 (25-OH) | nmokpsITeix ctpentoaBuauHoM; 1 ¢ 10 M1 OHOTHHMIIMPOBaHHBIX
- (Vitamin D3 (25-OH) | aurtuten npotus aHanuta B hocharaom Oydepe, 1 da 10 ma
Elecsys, cobas e) MOHOKJIOHAJIBHBIX aHTHUTEN IPOTHUB aHAINTA TIOMEYEHHBIX KOMILUIEKCOM

pyTerus B hochaTHOM Oydepe

13 | Habop xamubparopoB Kanubparop mist Habopa peareHTOB I KOITMYECTBECHHOTO OTIpe/ieeHnsT | Had
JUISL OLIPEEIICHUS ButamuHa D3 Ha ananuzarope, Tun M. 100 tectoB Cocras : [IBa
Buramuna /I3 (25-OH) | ¢aakona ¢ 1 mu kamuOpyeMoro aHainuTa B BHICOKOW KOHICHTPAIINH, 1B
- (Vitamin D3 (25-OH) | ¢nakona ¢ 1 M kanuOpyeMoro aHaiuTa B HU3KOH KOHIICHTPAIIUH
CalSet Elecsys, cobas
€)

14 | Habop kanuOpatopos Kanubparop st Habopa peareHTOB Ul KOJIMYECTBEHHOTO ONpeesieHust | Habd
IUTS KOJIMYECTBEHHOIO ButamuHa B-12 Ha ananuzatope Tun M Ha 100 TectoB. CocTtas : [IBa
orpeeIeHus! ¢akoHa ¢ 1 M1 KanMOpyeMOro aHalluTa B BRICOKOM KOHIIEHTPALIUH, J1Ba
BUTamMuHa B12 ¢akoHa ¢ 1 M1 KanMOPyeMOro aHalluTa B HU3KOW KOHICHTPAIUU
NMMYHOXEMHIIOMUHHC
LIEHTHBIM METOJIOM B
CBIBOPOTKE, TIa3Me
KPOBH YeJIOBeKa ISt
aHanu3aTopa
UMMYHOXUMHYECKOTO
cobas e411
(Rack/Disk) u
1aThOopM MOIYIBHBIX
Cobas 6000, Cobas
8000 (Vitamin B12 11
CalSe

15 | HaGop peareHTOB st Habop peareHTOB Uit KOMTUYECTBCHHOTO ONpE/IeiICHNs BUTaMuHa B-12 Ha0

KOJIMYECCTBCHHOT' O
OIpeJIeIIeHUs
BuTamMuHa B12
I/IMMyHOXCMI/IJ'[}OMI/IHI/IC
IHEHTHBIM METOAOM B
CBIBOpOTKe, IJ1a3mMe
KpOBI/I YCJIOBCKA IS
aHajM3aTopa
I/IMMyHOXI/IMI/I‘IeCKOFO
cobas e411
(Rack/Disk) u
1aTGopM MOYIBHBIX
Cobas 6000, Cobas
8000 (Vitamin B12 11

Ha aHaym3artope, Tl M. Habop Ha 100 TectoB. Cocras: 2 (hakoHa 110
6,5 MJI MHKPOYaCTHII MOKPBITHIX CTpenToaBUAMHOM; 2 (i1 10 mi
OMOTHUHMIMPOBAHHBIX aHTHUTEIN IIPOTHB aHaiHTa B (ocarHoM Oydepe; 2
¢t 10 MJT MOHOKJIOHAJIBHBIX @HTUTEI IPOTHB aHAJIMTA TOMEYEHHBIX
KOMIUIEKCOM pyTeHus B pochaTHoM Oydepe.




Elecsys

16 | Habop kanuGpatopos Kanubparop st Habopa peareHTOB JUIs KOJIMYECTBEHHOTO ONpeiesieHust | Hab
JUIS OTIPEICTICHNUST JeTHIPO3NHaHIpOCTepOHa-CcyIb(ara Ha aHanu3arope, Tun M. 100
DHEAs (DHEAs tectoB. CoctaB : [IBa (iakona ¢ 1 M kKamuOpyeMoro aHaauTa B
CalSet Elecsys, cobas BBICOKOI1 KOHLIEHTpAIUH, J1Ba (piakoHa ¢ 1 M1 KanmOpyeMoro aHajIuTa B
e) HHU3KOH KOHIIEHTPALUH

17 | Habop peareHToB 1is Habop peareHToB [Uisl KOJIMYECTBEHHOT'O ONPEIEICHNUS Hab
onpenenenus DHEAs JIEeTHAPOIIHAaHAPOCTEPOHA-CyIb(ara Ha aHanu3aTope, Tam M. 100
(DHEAs Elecsys, tectoB. Coctas: 1 ¢t 6,5 M MEKPOYACTHIT TOKPBITHIX
cobas e) crpenToaBuanHOM; 1 b1 10 MiT OGHOTHHUIIMPOBAHHEIX AaHTUTEI TIPOTHB

a"anuTa B GpocdarHoM Oydepe, | ¢ 10 M MOHOKIIOHANBHBIX aHTUTET
MIPOTUB aHAJNTA, TOMEYEHHBIX KOMIIEKCOM pyTeHHA B (pocdhaTHOM
Oydepe

18 | Habop xamubpaTropoB Kanubparop mist Habopa peareHToB I KOIMYECTBECHHOTO OTIpe/ieieHnsT | Hab
JUIS OTIPEIeTICHNUST nHcynuHa Ha aHanu3arope, Tin M. 100 tecroB Cocras : /[Ba dnakona c
nHcynuna (Insulin 1 M1 kKaIMOpyeMOoro aHaInuTa B BHICOKOW KOHIIEHTpAILNH, ABa (JIaKOHA C
CalSet Elecsys, cobas 1 M1 KanuOpyeMoro aHanuTa B HU3KOW KOHIICHTPAIUH
€)

19 | HaGop peareHTOB st HaGop peareHToB A1 KOTMYECTBEHHOTO OMPEIETICHUS NHCYIMHA Ha Ha0
onpeeNeHuUs aHanmuszatope, Tunt M. Habop na 100 tectoB. Cocrtas: 1 ¢ 6,5 mi
nHcynuaa (Insulin MHKpPOYACTHII TOKPHITBIX cTpenToaBuanHoM; 1 ¢ 10 M
Elecsys, cobas e) OMOTHHWIMPOBAHHBIX aHTHUTEI IPOTUB aHaNHTa B pochaTHOM Oydepe; 1

¢t 10 MJT MOHOKITOHAJIBHBIX @HTUTEN IPOTHB aHAJIMTA TOMEYEHHBIX
KOMIUICKCOM pyTeHHs B hocdaTHOM Oydepe.

20 | Habop xamubpatopoB Habop npenrasHadeH s KalTHOPOBKH KOJIMIECTBEHHOTO TECTa IS Ha0
JUTs KommaecTBeHHoro | ompenencHus AMI ma ananmuzatope Cobas e 601. KamuOGpoBounsrit
OTIpeNeTICHUS Ha0Op CONEPXKUT ABa YpOBHS KOoHIeHTparuu AMI™ B MaTpuKkce
AHTUMIOJIEPOBA CyOIUMUPOBAaHHOM JIOLIAAMHON ChIBOpOTKE KpoBu. CocTaB Habopa: a)
ropMoOHa AMTI Plus Call: e menee 2 ¢utakoHOB,Kax10M (hriakoHe He MeHee 1.0
UMMYyHOXeMIITIOMUHec | Mt kanuoOparopa 1; 6)AMI Plus Cal 2: He meHee 2 (1akOHOB, KaKI0M
LIEHTHBIM METOJIOM B ¢nakone He menee 1.0 Mt kanubpaTopa 2.

CBIBOPOTKE U ILIa3Me
KpPOBH Ha aHAIM3aTope
NMMYHOXUMHUYECKOM
cobas e 411 (rack/disk)
1 Tatopmax
MoynbHBIX Cobas
6000, Cobas 8000
(CalSet AMH Plus Ele

21 | Habop xamubpatopoB Kanubparop m1st Habopa peareHTOB I KOITMYECTBECHHOTO OTpe/ieieHnsT | Hal
JUTSL OTIPEJICTICHUS anbhaderonporenHa Ha ananuzarope, Tuit M. 100 Tecro Cocrtas : [IBa
ADII (anbda- ¢akoHa ¢ 1 M1 KanMOPyeMOro aHalluTa B BRICOKOM KOHIIEHTPALIUH, J1Ba
¢detonporenna) (AFP (rakoHa ¢ 1 M1 KanMOPyeMOro aHalIuTa B HU3KOH KOHIICHTPALUU
CalSet Il ELECSYYS)

22 | Habop xanubpaTopos Ha6op xamu6paTopoB A1 KOJTMUYECTBEHHOTO ONIPEIENeHHUs ayTOAHTHUTEN Hab
JuIsl KonndecTBeHHoro | k peuentopy TTT B CHIBOPOTKE KPOBH MMMYHOXEMHITFOMUHECIIEHTHBIM
OTIpeieTICHUS METOJIOM JUIS aHAIN3aTOPOB U MOYyJIe IMMYHOXHMHUYECKHX cobas e
AyTOAHTHUTEIN K (CalSetAnti-TSHR cobas e analyzers), B coctase:
peuentopy TTI B 1. Kanmuopatop 1 (ATSHR Call), ¢nakon, o6bem 2,0 M — 2 mr.;

CBIBOPOTKE KPOBH 2. Kanmubpatop 2 (ATSHR Cal2), ¢nakon, o6bem 2,0 M — 2 mr.;
nMmyHoxemumomuHec | 3. dnakoH mycToi — 4 mrt.;
LeHTHbIM MeTonoM 11t | 4. Kapra co mTpux-konom — 1 mr.;
aHaJIU3aTOPOB U 5. DTHKeTKa cO MTPUX-KOAOM st ¢iakona — 12 mr.;
Mozyieu 6. MHCTpYKITHS 110 TPUMEHEHHIO.
HMMYHOXUMHUYECKUX
cobas e (CalSet Anti-
TSHR cobas e
analyzers
23 | Habop xamubpaTtopoB HabGop amns kaauOpoBKH KOJIMYECTBEHHOTO TECTA JIS OTIPEISIICHUS Ha0

JUT OIIPCACIICHUA
kopTuzouna (Cortisol
CalSet Elecsys, cobas

kopTH3osia. KannbpoBouHbIi HA00P COCTOUT U3 THOPHIN3NPOBAHHON
CBIBOPOTKH YeJIOBeKa ¢ JI00aBIeHHEM KOPTH30J1a B IBYX JIHaIla30Hax
KoHLeHTpatu. Habop xannbpaTopoB MOKeT OBITh HCIIOJIB30BAH CO




€)

BcemH cepusimu peareHToB. Cocras: 2 ¢uakona ¢ 1,0 M kanuGpyemoro
aHaJINTa B BBICOKOW KOHIIEHTpaluy, 2 ¢uakona ¢ 1,0 mi kanubpyemoro
aHaJIUTa B HU3KOH KOHLIEHTPAIHH.

24 | Habop kamubpaTopoB [Ipenna3HaveH 11 KanuOPOBKU KoM4ecTBeHHOTo aHanu3a Elecsys Hab

I KOJIMYECTBEHHOTO Calcitonin
orpeeIeHUs Ha MMMYHOXMMHYEcKuX aHanu3aropax Elecsys u cobas e. Cocrout u3
KaJIbLIIUTOHWHA TO(QUIN3UPOBAHHON CHIBOPOTKH JIOMIAAH C JOOABIEHIEM
nMMmyHOXxemmmioMiHec | kKampuutoHuHa (hCT) B
LIEHTHBIM METOIIOM B nByx nuamnazoHax kKoHneHtpamuu. hCT Call: 2 ¢makona, kaxmsiii o 1.0
CBIBOPOTKE U IIIa3Me MIT
KpoBH Ha aHanm3atope | kamuOpatopa 1, hCTCal2: 2 ¢makona, kaxasrit mo 1.0 muir kanubparopa
HMMYHOXUMHYECKOM 2.
cobas e411 Xpanuts npu 2?78°C. JInodpuinnpoBaHHbIE KAIMOPATOPHI CTAOUIIBHEI
(Rack/Disk) u JI0 OKOHYaHUS
atdopmax yKa3aHHoro cpoka rognoct. Comepxur 4 ¢uakona o 1,0 mir.
MoynbHbIX Cobas
6000, Cobas 8000
(Calcitonin CalSet
Elecsys and

25 | Habop xamubpatopoB Kanubparop m1st Habopa peareHTOB Uil KOJTUYECTBEHHOTO OTpeieliecHnss | Had
s onpenenenus TTD | TupeorponHoro ropMoHa Ha aHanuzarope, Tun M. 100 tectoB Cocras :
(TMpeoTpONHOTO JBa dutakoHa ¢ 1 M KannOpyeMoro aHaiauTa B BRICOKOH KOHILICHTPALIHH,
ropmoHa) (TSH CalSet | mBa ¢makona ¢ 1 M kKanmuOpyeMoro aHanuTa B HU3KOI KOHIICHTPAIIUN
ELECSYS)

26 | Habop xamubpatopoB Kanubparop mist Habopa peareHTOB I KOIMYECTBCHHOTO OTIpe/ieieHnsT | Had
quis onpenenenus XI'U | XopnOHHYECKOro roHaI0TPONHA Ha aHaiu3arope, Tun M. 100 Tectos
(XOpHOHUYECKOTO Cocras : /IBa uaxona ¢ 1 M1 KaTHOPYyEeMOT0 aHAJIUTA B BHICOKOM
TOHAJJOTPOITHHA KOHLIEHTpALHH, J1Ba (hjIakoHa ¢ 1 MJI KaAIMOpyeMOro aHalnuTa B HU3KOM
yenoseka) (HCG KOHIIEHTpAaIUU
STAT CalSet
ELECSYS)

27 | PeareHtsl B Kaccere [IpenHa3Ha4yeH 111 KOJMYECTBEHHOTO ONPEICICHHS YeI0BEYECKOTO Hab
JUTSL KOJTMYECTBEHHOTO | KaJIbLIIUTOHWHA
OTIpeieTICHUS (TMPOKAJIBIMTOHWHA) B CBIBOPOTKE M INIa3Me KPOBH UeJoBeKa. [IpuHImm
KaJIbIIUTOHNHA MeToJa:

NMMYHOXEMIJIIOMHUHEC | NIPUHINN «CIHABHYA». OOIIas NpoJODKUTEIFHOCTE aHan3a: 18 MUHYT.
LIEHTHBIM METOJIOM B PearenTsi-pabourie pacTBOpHI:
CBIBOPOTKE U IIJIa3Me 1.M-MUKpOYaCTHIIBI, TOKPBITHIE CTPENTABUANHOM (TIpO3payHast
KpOBU Ha KphIKa), 1 ¢makoH
aHaIM3aTOPEUMMYHOX | 6.5 MIJI: MUKPOYaCTHUIIbI, OKPBITHIE CTPENTaBUANHOM, 0.72 Mr/mi;
nMuueckoM cobas €411 | KOHCEpBaHT.
(Rack/Disk) u 2.R1 Autu-hCT- anTuTeno~0uoThH (cepast Kpbiika), 1 ¢rakon 8 mir:
miatdopmax BuoTuHMIMpOBaHHBIC MOHOKITOHATBHBIC aHTH-NCT -anTHTENa (MBIIIH)
MoxynmsHBIX Cobas 1.50 mr/m;
6000, Cobas 8000 ¢docdarnsrit 6ydep 100 mmons/n, pH 7.2;Kk0HCEpBaHT.
(Calcitonin Elecsys and | 3. R2 Autu-hCT-antureno~Ru(bpy) (uepHas kpsiiika),1diakon 8 mit:
c MOHOKJIOHaJIbHBIE aHTH-NCT-aHTHTENa (MBILIH), MEYECHBIE PyTEHUEBBIM
KOMIUIEKCOM
1.0 mr/m; dpocdarnsrit Oydep 100 mmons/n, pH 7.2; koHCcepBaHT.
XpaHuUThb IpU
278 °C. He 3amopaxkuBats. Habop paccuntan Ha 100 onpeneneHuid.

28 | CeiBopoTka KoHTposnbHasi ChIBOPOTKA YHHBEPCAIbHAS ISl UMMYHOXUMHUYECKUX Hab
KOHTpoJIbHAst Bapua HCCIIeTIOBAaHUM MapKepoB aHeMUH Ha aHanu3atope tum J. CocTas: 4
(PreciControl Varia- pOoOUPKH 110 1 MII CBIBOPOTKH
Elecsys, cobas €)

29 | Habop KOHTPOJIBHBIX HabGop amst KoHTpOJIsT KadecTBa paboThl HAOOPOB JIJIS ONIPEICTICHISI Ha0

MaTepuaioB JJIid
KOHTPOJISI Ka4€CTBa
KOJIMYCCTBCHHOT O
OIIpEACICHUA
AHTUMIOJIJIEPOBA
ropmMoHa
MMMYHOXEMUITFOMUHEC

AMI'". Habop KOHTpOJIeH COAepKUT: JINO(QUIH3HPOBAHHYIO
KOHTPOJILHYIO CBIBOPOTKY, OCHOBaHHYIO Ha MaTPUKCE JIOIIaINHOM
CBIBOPOTKH KpOBH ¢ 1o0aBieHueM Obrabeid AMIT (aMOproHambHOM

ObIubell CHIBOPOTKHM) B IByX MHTEpBasiax KoHIeHTpauuu. CacraB Habopa:

1)PC AMI Plus] : He MeHee 2 ¢u1akoHOB, B KaXJIOM (ilakoHE HE MEHEe
2.0 M1 KOHTpOJBHOH cbIBOpOTKH; 2) PC AMI Plus2 : He menee 2
(hnakoHOB, B Kaxa0M (iiakoHe He MeHee 2.0 MJI KOHTPOJIbHON




LIEHTHBIM METOJIOM B
CBIBOPOTKE U IJIa3Me
KpPOBH Ha aHAIU3aTope
UMMYHOXUMHYECKOM
cobas e 411 (rack/disk)
u Tatdopmax
MoxynsHBIX Cobas

CBIBOPOTKHU

6000, Cob

30 | KonrponbHbIe KonTpompHast CBIBOPOTKA ISl BHYTPHUIA00PATOPHOTO KOHTPOIIS Hab
CBIBOPOTKH ISt NMMYHOXHMHWYECKUX HCCIICOBAHUM Ha aHTUTENA K THPEONIEPOKCHIA3E U
OTIpe/ICIICHNUS aHTH- aHTHTeNA K THpeorao0yuHy. CocTaB: 4 IPOOUPKH 110 2 MIT JKUAKOH
THUPEOUTHBIX aHTUTEI KOHTPOJIBHOH CBIBOPOTKH.

(Elecsys PreciControl
Thyro-AB)

31 | KonrponbHas KoHTponbHbI MaTepuai JUist HCCIIeT0OBaHUH aHTUTEI K BUPYCYy Tenatura | Habd
CBIBOPOTKA IS C. ®acoska: 8 ¢uiakoHOB 10 1,3 MJI pacTBOpa aHAINTa B BBICOKOM
OTIpeJeTICHUs aHTUTEN | KOHLEHTpaluH, 8 GpaakoHoB 1o 1,3 M1 pacTBopa aHajiuTa B HU3KOH
K BUpycCy renatura C KOHLIEHTPAaLlUU.

(PreciControl Anti-
HCV Elecsys, cobas €)

32 | Habop peareHToB [uis Habop peareHToB U1l KOJTHIECTBEHHOTO ONpPENEICHNUS KOPTH3071a Ha Hab
OnpeaeseHus anammu3arope, Turt M. Habop ra 100 tectoB. Cocrtas: 1 ¢ 6,5 M
koptuzona (Cortisol MHKPOYACTHII TIOKPHITBIX cTpenToaBuanHoM; 1 ¢ 10 Mo
Elecsys, cobas e) OMOTHHWIMPOBAHHBIX aHTHUTEI IPOTUB aHaNHTa B pochaTHoM Oydepe; 1

¢t 10 MJT MOHOKJTOHAJIBHBIX aHTHUTEI IIPOTHB aHAJMTA TOMEYEHHBIX
KOMILIEKCOM pyTeHus B pochataom Oydepe.

33 | Habop xamubpatopoB Kanubparop 1yt Habopa peareHTOoB i1 KOJHUECTBCHHOTO OTPE/ICICHUs | Had
1t onpenenenus JII JIIOTEMHU3UPYIOIEro TOPMOHa Ha aHanu3atope, Tun M. 100 TecToB
(JTIOTEeHHU3UPYIOIIETO Cocras : /IBa ¢akona ¢ 1 M1 KaIOpyeMOro aHaJIUTa B BBICOKOU
ropmona) (LH CalSet KOHIICHTpAIUH, Ba (hjakoHa ¢ 1 MJI KaauOpyeMoro aHaauTa B HU3KOH
Il ELECSYS) KOHIICHTPAIUH

34 | Habop peareHToB s HaGop peareHToB 11 KOTHYECTBEHHOTO OMPEIEICHHS Ha0
onpenenenus JII' JIIOTEMHU3UPYIOIIEro TOPMOHa Ha aHanu3atope, Tun M. 100 TecToB.
(JIIOTEeMHM3YPYIOIIETro Cocras: 1 ¢u1 6,5 MII MUKPOYACTHI] OKPBITHIX CTPENTOaBUAMHOM; 1 i
ropmona) (LH 10 M1 OHOTHHUITMPOBAHHBIX AHTUTEI IPOTUB aHAJIHTA B PochaTHOM
ELECSYS) oydepe, 1 ¢ 10 MIT MOHOKIIOHATBHBIX AHTHTEN POTHB aHAJTUTA

ITOMEYCHHBIX KOMIUIEKCOM pyTeHus B hocaTtHOM Oydepe

35 | Habop xamubparopoB Habop npenrasHaveH s KaTMOPOBKH KOJIMIECTBEHHOTO TECTa IS Ha0
JUTSL OTIPENIeTICHUS oTpesieTIeHusI OelIKa, CBSI3BIBAIOIIETO 0JIOBbIe TopMoHBl. Habop
SHBG (rno0ynuHoB, KaInOpaTopoB MOXKET OBITH MCIIOIH30BaH CO BCEMH CEPUSIMH PEareHTOB.
CBS3BIBAIOIINX Cocrag: 2 ¢nakona ¢ 1,0 M kauOpyeMoro aHalluTa B BBICOKOM
MI0JIOBBIE TOPMOHBI) KOHIIEHTpanuy, 2 ¢akona ¢ 1,0 mi kaaubpyeMoro aHaimuTa B HU3KOH
(SHBG CalSet KOHIIEHTPAI[HH.

Elecsys)

36 | Habop peareHToB st HaGop peareHToB A1 KOTMUYECTBEHHOTO ONPE/IENICHUs] Ay TOAHTHUTEN K Hab
KOJINYECTBEHHOTO peuentopy TTI" B cbIBOPOTKE KPOBH HMMYHOXEMHIIOMUHECIICHTHBIM
OTIpeieTICHUS METO/IOM JUISl aHAJIM3aTOPOB U MOAYJIeH NMMYHOXHMHUYECKHX cobas e
AyTOAHTHUTEIN K (ElecsysAnti-TSHR cobas e analyzers/ATSHR).
peuentopy TTT B Cocras:

CBIBOPOTKE KPOBH 1. Kaccera c OCHOBHBIMH peareHTaMu Ha TpH OTJieNeHus ((1akoHa):
NMMYHOXEMMIIIOMUHEC | (DIAKOH C NMpo3pavyHoil KphIIKOi — M, 00beM pearenTa Bo ¢uiakone 6,5
LIEHTHBIM METOJIOM JUI | MJI, ()JIaKOH ¢ cepoil KpbIkoi — R1, o0bem peareHrta Bo ¢iakoHe 7 mi,
aHAJIN3aTOPOB H (1akoH ¢ YepHOIl KphIIIKoii - R2, 06beM pearenTa Bo iakone 7 mir;
Mozyieu 2. Kaccera c peareHTamu U1 peaBapuTeasHON 00paboTKH Ha /1Ba
MMMYHOXUMHUYECKUX otneneHus (¢prakoHa): (rakoH ¢ 4epHOH Kpbimrkoi — PT1, o6bem
cobas e (Elecsys Anti- | pactBopa Bo diakone 4 mi, (h1akoH ¢ 6e0i Kpeimkoit — PT2, mycToid;
TSHR cobas e 3. Pearent mans npensapurensHoit 00padotkn (ATSHR PTR), dmakow,
analyzers/ATSHR 00nem 4,0 M — 1 1,

4. Bydep mns npensapurensHoit 00padotku (ATSHR PTB), gnakos,

o0bveM 5,0 Mt — 1 1T,

5. MHCTpYKIUS 110 IPUMEHEHHUIO.

37 | Habop pearenToB Juis HaOop mTpux-KoIMpOBaHHBIX PEareHTOB JUIsl KaUeCTBEHHOTO Hab




onpenenenus HBsAg
Il (Elecsys HBsAg I1)

oIpe/ieIeHHsI TIOBEPXHOCTHOTO aHTUTeHa Bupyca renarura B (HBsAg) B
CBIBOPOTKE U IJ1a3M€ KPOBHU YEJIOBEKa. DTUKETKA MITPUX-KO/IA COJEPIKUT
ClIeAYOLIYI0 HH(POPMAIHIO: HOMEp alIUIMKaIlUHi, HOMEP JIOTa,
YHUKQJIBHBIA HOMEp YHaKOBKH, HapaMeTpbl KaTMOpOBOUYHON (GyHKINH,
KPUTEPUH BTUIAIMN KaJTMOPOBKH, CPOK TOJTHOCTH. . Bpems ananusza -
He Oornee 18 muH. CTaOMIIBHOCTH OCHOBHBIX PEareHTOB B HEOTKPHITOM
Buze mpu 2-8 °C 10 HCTeYeHHs yKa3aHHOTO CPOKa TOAHOCTH, TTOCIIE
BCKpwITHA 1TpH 2-8 °C 8 Henmenb, CTabMIFHOCTE Ha OOpTY 4 Henmenw.
Kanubparops! BxomsT B coctas Habopa. Habop paccumnran ma 100
OTpEACIICHUM.

38 | Habop peareHTOB mis Habop peareHTOB 111 KA9ECTBEHHOTO OTPEACICHUS aHTUTEN K TeHaTUTY Hab
onpenenenus anturen | C Ha aHammzatope, Tat M. 200 Tecto. Coctas: 1 ¢ur 12 mi
x BI'C 11, 200 tecToB MHUKPOYACTHII TIOKPHITBIX CTPENTaBUIMHOM, 2 (JlakoHa pacTBopa
(Anti-HVC Elecsys aHTUreHoB B (hocarHoMm Oydepe no 18 mu, 2 dakoHa ¢
cobas e, 200 tests) kanubparopamu no 1,3 mut.

39 | Habop pearenToB s Habop peareHToB [UIsl KOJMYECTBEHHOTO ONpEIeNIeHUs III00yIHHA Hab
onpenenenus SHBG CBA3BIBAIOILETO MOJIOBBIE TOPMOHBI Ha aHanu3aTope, Tun M. 100 tecTos.
(rnobynuHa, Cocrag: 1 ¢ 6,5 MII MUKPOYACTHI] OKPBITHIX CTPENTOaBUAMHOM; 1 (i
CBSI3BIBAIOILETO 10 M3 GMOTHHMIIMPOBAHHBIX AHTUTEJ MPOTUB aHAUTa B hochaTHOM
TIOJIOBBIE TOPMOHBI) oydepe, 1 ¢ 10 M1 MOHOKJIOHATIBHBIX AHTHUTEI IPOTHB aHAINTA,

(SHBG ELECSYYS) ITOMEYCHHBIX KOMIUIEKCOM PyTeHHs B hochaTHOM Oydepe

40 | Habop xamubpaTopoB Kanubparop mist Habopa peareHTOB AJIs KOITMYECTBCHHOTO OTIpe/ieieHnss | Had
g onpenenenus PTH | mapatupeounnnoro ropMoHa Ha aHanuzarope, Tul M. 100 trectoB Coctas
(PTH CalSet Elecsys, : JIBa ¢axoHa ¢ 1 M KaaubpyeMoro aHanuTa B BBICOKO#H
cobas e) KOHIICHTPALNH, J1Ba (hITaKOHA C | MIJI KAIMOPyeMOro aHaINuTa B HU3KOH

KOHLICHTPALMH

41 | Habop peareHToB Ijist HaGop peareHToB A KOTMYECTBEHHOTO ONPE/ICICHHUS Ha0
onpenenenus PTH MapaTupeouTHOTO TOPMOHa Ha aHanuzarope, Tuln M. HaGop na 100
(PTH Elecsys, cobase) | tectos. Cocras: 1 1 6,5 MJI MEKPOYACTHUI] TOKPBITHIX

crpenrtoaBuauHoM; 1 ¢ 10 M1 OMOTUHHIIMPOBAHHBIX AHTHTEIN IPOTHB
aHanuta B pocdharaom Oydepe; 1 ¢ 10 M MOHOKITOHATIBHBIX AaHTUTEI
MPOTUB aHAJIUTA [IOMEYEHHBIX KOMIUIEKCOM PYTEeHUs B (hochaTHOM
Oydepe.

42 | Habop xanmubpaTopoB Habop mis kamrmOpOBKY KOJIHYECTBEHHOTO TECTA IS OTIPEISICHUS Ha0
JUTSL OTIPENIETICHUS nporecrepona. Habop kannbparopoB MOXKeT OBITh UCIIOIB30BAH CO
[Iporectepona BceMU cepusiMu peareHToB. CocraB: 2 ¢uakona ¢ 1,0 M kanubpyemoro
(Progesterone 1l CalSet | ananuTa B BhICOKOU KOHIIEHTpatuy, 2 ¢uiakona ¢ 1,0 mi kaaubpyemoro
Elecsys, cobas e) AHAJINTA B HU3KOM KOHIICHTPALIMH.

43 | Habop peareHToB ais HaOop peareHToB /U151 KOJIMYECTBEHHOTO ONIPEEIICHHUS ITPOTeCTEpPOHa Ha Hab
onpeaeseHus anamu3arope, Turt M. 100 TectoB Coctas: 1 ¢ 6,5 M1 MEKpodacTHIl
IIporecrepona MTOKPBITHIX CTPeNTOaBUANHOM,; 1 ¢t 10 M1 OMOTHHUIIMPOBAHHBIX
(Progesteron 11 AQHTUTEJI IPOTUB aHamuTa B pochataom Oydepe, 1 da 10 v
ELECSYS) MOHOKJIOHAJIBHBIX aHTUTEJN MIPOTHB aHAJIUTA TOMEYEHHBIX KOMIUIEKCOM

pyrenusi B pocdarHoM Oydepe

44 | Habop xanubpaTopoB Kanu6parop st Habopa peareHTOB Ul KOJIMYECTBEHHOTO ONpeesieHust | Habd
JUTSL OTIPEICTICHUS MpoJjaKkTuHa Ha aHanu3atope, Tul M. 100 tectoB CocTtas : /[Ba hmakona
IMponakruna (Prolactin | ¢ 1 M kanuOpyemMoro ananuTa B BEICOKOI KOHIIEHTPAINH, J1Ba (DIaKOHA
Il CalSet ELECSYS) ¢ 1 Mu KanuOpPyeMoro aHAINTA B HU3KOH KOHIICHTPAIIHI

45 | Habop peareHToB s HaOop peareHToB [u1s1 KOJIMYECTBEHHOTO ONPEJIENICHNS IPOJIAKTHHA Ha Hab
OIpEIEIICHHUS ananuzatope Tun J. Habop Ha 100 tecros. Coctas: 1 ¢u1 6,5 M
[MponakrunHa (Prolactin | MUKpOYacTHIl HOKPBITHIX cTpenToaBuanHoM; 1 ¢t 10 M
I ELECSYS) OMOTHMHMIMPOBAHHBIX aHTUTEN IPOTHB aHaiuTa B ocharHoM Oydepe; 1

¢t 10 MJT MOHOKJIOHAJIBHBIX @HTUTEJ IPOTHB aHAJIUTA TIOMEYEHHBIX
KOMIUIEKCOM pyTeHus B hocdaTHoM Oydepe.

46 | Habop xanubpaTopos Kanub6patop ans Habopa peareHToB JIJIsl KOJIMIECTBEHHOTO OTPEAeTIeHUS Ha0
JUTSL OTIPEICTICHUS 00111ero MpocTaTu4ecKoro aHTUreHa Ha ananusarope, Tan M. 100 Tectos
O6mero I[ICA Cocras : /IBa ¢pmakona ¢ 1 M KambpyeMoro aHaJIUTa B BBICOKOU
(mpocrarto- KOHILIEHTpALHH, /1Ba (hiIakoHa ¢ 1 MIJI KaIMOpyeMOoro aHaiuTa B HU3KOM
crenu(uIecKoro KOHIICHTPAIIH
anturena) (Total PSA
CalSet Il ELECSYYS)

47 | Habop peareHToB ais Ha0op mTpux-KoJIMpOBaHHBIX PEareHTOB JUIsl KOJINYECTBEHHOTO Hab




ompeeNeHust 00LIero
IICA (npocrarto-
cneuupuIHOro
anturena) (Total PSA
ELECSYS)

orpezeeHus 00IIero MpocTaTocneu(pUUEcKoro aHTUreHa ¢ IIOMOIIBIO
IIEKTPOXEMHUIIIOMUHECIIEHTHOTO aHAJIM3a B CHIBOPOTKE U IJIa3Me KPOBU
YeJoBeKa. DTHKETKa INTPUX-KOJa COAEPKHUT CIETYIOUIYIO
nH}pOpManUIO: HOMEp aNIUIMKAIM1, HOMEp JIOTa, YHUKaJIbHbIH HOMEp
YIaKOBKH, MapaMeTpbl KATHOPOBOYHOH (QYHKIMH, KDUTEPUH BaTUAALNH
KaTHOpOBKH, CPOK TOJHOCTH. Bpems ananm3a - 18 MuH, quamazoH
mmeperus 0,006-100 ar/mm, gyscreut. 0,006 ar/Mi. Habop paccuutan
Ha 100 onpeneneHui.

48 | Habop xanmubpaTopoB Habop ms xkammOpoBKY KONHYECTBEHHOTO TECTa IS OTIPEISICHUS Hab
JUTSL OTIPECIICHHS cB0oOOIHOTO TIpocTaTa-crienuduyaeckoro antureHa. Habop
Csobonnoro I[ICA KaTHOpaToOpOB MOKET OBITH HCIIOJIB30BAH CO BCEMH CEPUSMHU PEarcHTOB.
(mpocraro- Cocras: 2 ¢maxona ¢ 1,0 M kanuOpyemMoro aHajauTa B BRICOKOI
cneuuduIeckoro KOHLEHTpaluH, 2 ¢iaakona ¢ 1,0 M kannOpyemMoro aHajauTa B HU3KOH
antureHa) (Free PSA KOHIIEHTPAaLlUU.
CalSet ELECSYYS)
49 | Habop pearcHTOB st Habop peareHTOB il KOJTUUSCTBCHHOTO OTPEICICHUS] CBOOOTHOTO Ha0
orpeeIeHuUs MIPOCTaTUYECKOro aHTHI'eHa Ha aHanu3arope, Tan M. 100 tecTos.
Ceob6oanoro IICA Cocrag: 1 ¢ 6,5 MII MUKPOYACTHI] OKPBITHIX CTPENTOaBUAMHOM; 1 (i
(mpocraro- 10 M3 GMOTHHMIIMPOBAHHBIX AHTUTEJ MPOTUB aHAUTa B hochaTHOM
cnenuguIecKoro Oydepe, 1 ¢ 10 M1 MOHOKIIOHATIBHBIX AHTHTEI IPOTHB aHAINTA
antureHa) (Free PSA ITOMEYCHHBIX KOMIUIEKCOM PYTeHHA B pochaTHOM Oydepe
ELECSYS)
50 | Habop xamubparopoB Kanubparop mist Habopa peareHTOB AJIs KOITMYECTBCHHOTO OTIpe/ieieHnsT | Had
quts onpeneneHnst PDA | pakoBo-3MOMOHANBHOTO aHTHIeHA Ha aHanu3aTope Tun M Ha 100
(paxoBo- tectoB. Coctas :/IBa ¢akoHa ¢ 1 M KanOpyeMOro aHaIuTa B BEICOKOH
SMOPUOHAILHOTO KOHIICHTpAIUH, Ba (hjakoHa ¢ 1 MJI KaauOpyeMoro aHaauTa B HU3KOH
anturena) (CEA KOHILIEHTpaluK1
CalSet Elecsys, cobas
€)
51 | HaGop peareHToB 114 HaGop peareHToB A1 KOJTMUYECTBEHHOTO ONPE/ICICHUS PAKOBO- Ha0
onpenenenus POA SMOMOHATBHOTO aHTHIeHa Ha aHanu3zarope, Tt M. Habop Cocras:
(pakoBo- pearenTsl Ha 200 TecToB: 2 (uakoHa 1o 6,5 MJI MUKPOYaCTHI] TOKPBITHIX
SUOPHUOHAIIBHO cTpenrtoaBUAMHOM; 2 (1 10 M1 OMOTHHNINPOBAHHBIX AHTHTEIN IPOTHB
antureHa) (CEA aHamurta B pochatHoM Oydepe, 2 ¢pa 10 M MOHOKITOHATTBHBIX aHTUTEI
ELECSYS) MIPOTHB aHAJINTA IOMEYCHHBIX KOMIUIEKCOM PYTeHHS B hochaTHOM
Oydepe
52 | Habop xamubpatropoB Kanubparop mist Habopa peareHTOB AJIs1 KOIUYECTBECHHOTO OTIpe/ieieHnsT | Hal
s onpenenennst CA- | CA-125 na amanmsarope, Tt M. 100 TectoB Cocras : [IBa ¢akona c 1
125 (CA-125 11 CalSet | mu kanubGpyeMoro aHaiuTa B BICOKON KOHIIEHTPAIMH, /1Ba (aakona ¢ 1
ELECSYS) MJI KaJTHOPYeMOro aHaJIuTa B HU3KOH KOHIIEHTPAaIUU
53 | Habop peareHToB st HaGop peareHToB A1 KOTHMYECTBEHHOTO ONPE/IEICHNs OHKOMapKepa Hab
onpenenenus CA-125 CA-125 na ananuszatope, Tunt M. Habop na 100 tectoB. Cocrtas: 1 ¢
(CA-125 11 ELECSYS) | 6,5 Mit MUKpOYACTHII TIOKPBITHIX cTpenToaBuanaoM; 1 ¢ 10 mi
OMOTUHMIIMPOBAHHBIX aHTUTEN POTHB aHanuTa B (ocharHom Oydepe; 1
¢ 10 MJI MOHOKJIOHAJIbHBIX @HTUTEJ IIPOTHB aHAJIMTA TOMEYEHHBIX
KOMILIEKCOM pyTeHus B pocdaTaoM Oydepe.
54 | Habop xamubpaTtopoB Kanubparop m1st Habopa peareHTOB I KOITUYECTBECHHOTO OTIpe/ieieHnsT | Had
st onpenenenus CA CA-19-9 na amammzarope, Tun M. 100 tectoB Cocras : /IBa ¢urakona c 1
19-9 (CA 19-9 CalSet MJI KQJIMOpyeMOTro aHaJInTa B BBICOKOW KOHIIEHTpaluy, 1Ba (uakoHa ¢ 1
Elecsys, cobas e) MJI KQJIMOpPYEeMOro aHJINTA B HU3KOH KOHIEHTPALMU
55 | Habop pearentoB it | Habop peareHTOB Ui KOJMYECTBEHHOTO OIPEICIICHNs] OHKOMapKepa Hab
ompenenenust CA19-9 CA-19-9 na ananmusarope, i M. 100 TectoB. Cocras: 1 ¢a 6,5 M
(CA 19-9 Elecsys, MHUKPOYACTHII IOKPBITHIX cTpenToaBuanHoMm; 1 ¢t 10 M
cobas e) OMOTHHWINPOBAHHBIX AHTHTEJ POTHB aHamuta B poctharHom 6ydepe, 1
¢ 10 MJI MOHOKJIOHAIBHBIX aHTUTEJ MPOTHB aHAINTA IOMEYEHHBIX
KOMIUIEKCOM pyTeHus B hochatHOM Oydepe
56 | Habop xamubpaTtopoB Kanub6patop anst Habopa peareHToB JIJIsl KOJIMIECTBEHHOTO OTPEAeTICHUS Hab
s onpenenenns CA CA-72-4 na anaymmuzarope, Tut M. 100 tectoB. Cocrtas : [IBa dakoHa ¢
72-4 (CA 72-4 CalSet 1 M1 KaJIMOpyeMOro aHaInuTa B BHICOKOW KOHIIEHTpAIINH, ABa (JIaKoHa C
Elecsys, cobas €) 1 MJI KATMOPYEMOTO aHAJIMTA B HU3KOM KOHIEHTPALIMH
57 | Habop peareHToB 1yis HaGop peareHToB A1 KOTMUYECTBEHHOTO ONPEICIICHNs OHKOMapKepa Ha0

onpenenenust CA-72-4

CA-72-4 na ananmzarope, Tun M. 100 TectoB Cocras: 1 ¢ 6,5 ma




(CA-72-4 11
ELECSYS)

MHUKPOYACTHI] MOKPHITHIX CTPENITOABUIUHOM; 1 (it 10 M
OMOTHHWIMPOBAHHBIX aHTUTEI IIPOTUB aHanuTa B pochataHom Oydepe, 1
¢ 10 MIT MOHOKJIOHAJIBHBIX aHTUTEJ MMPOTHB aHAIATA MIOMEUCHHBIX
KOMIUIEKCOM pyTeHus B hochaTHOM Oydepe

58 | Habop kamubpaTopos Kanu6parop st Habopa peareHToOB JUIsl KOIMYECTBEHHOTO ONpeesieHust | Hab
aust onpenenenust CT3 | cBoOoaHOTO TpHHOATHPOHKUHA Ha aHanu3arope, Tun M. Cocras : [[Ba
(cBoOOmHOTO ¢rakoHa ¢ 1 M KaTHOPyeMOro aHaIKuTa B BRICOKOM KOHIICHTPAIINH, IBa
TPUHOATHPOHHUHA) ¢rakoHa ¢ 1 M1 KaTHOPyeMOTo aHANNUTa B HU3KOH KOHIICHTPALINH
(FT3 CalSet
ELECSYS)

59 | Habop peareHToB mis Habop peareHTOB 111 KOTUYECTBEHHOTO OTPEACICHUS CBOOOTHOTO Hab
onpenenernus CT3 TPUHOATHPOHHUHA Ha aHanmm3aTope, Tirn M. Habop Ha 200 TecTos.

(cBoGOmHOTO Cocras: 2 ¢ 6,5 MII MEKPOYACTHUI] IIOKPHITEIX CTPEITOABHINHOM; 2 (I

TPUHOATUPOHNHA) 10 M7 OMOTHHMIIMPOBAHHBIX AHTUTEJ MPOTUB aHAUTa B hochaTHOM

(FT3 ELECSYS) oydepe; 2 ¢ 10 MII MOHOKIIOHAIEHBIX aHTUTEN MMPOTUB aHAJINTA
IMOMEUYCHHBIX KOMIUIEKCOM pyTeHus B hochaTHOM Oydepe.

60 | Habop xamubpaTopos Kanubparop st Habopa peareHToB Ul KOIMYECTBEHHOTO ONpeiesieHust | Hab
nuist onpenenennst CT4 | cBoboaHOro THpOKCHHA Ha aHanu3arope Tii M Ha 100 TectoB. Cocras :
(cBOOOIHOTO JlBa ¢akoHa ¢ 1 M kaauOpyeMoro aHajauTa B BRICOKOH KOHLEHTPALHH,
tupokcuna) (FT4 nBa (akoHa ¢ 1 MJT KaTMOpyeMOro aHalluTa B HU3KOW KOHIICHTpaLUU
CalSet ELECSYYS)

61 | Habop mns Habop peareHTOB 111 KOIMYECTBECHHOTO OTIPEIEICHUS] CBOOOTHOTO HaO
onpenenenus CT4 THPOKCUHA Ha aHanm3atope, Tun M. Habop Ha 200 tectoB. CocTas: 2
(cBOOOIHOTO ¢rakoHa 1o 6,5 MJI MEKPOYaCTHI] TOKPBITHIX CTPENTOABHINHOM; 2 (I
tupokcuna) (FT4 10 M1 OMOTHHHIIMPOBAHHBIX AHTUTEJ IPOTUB aHAJHTA B PochaTHOM
ELECSYS) oydepe; 2 ¢ 10 MII MOHOKIIOHAIBHBIX aHTUTEN MIPOTHB aHAINUTA

IMOMEYCHHBIX KOMIUIEKCOM pyTeHus B hochaTHOM Oydepe.

62 | Habop xamubpaTtopoB Habop 1151 kKaTMOPOBKH KOJTMYSCTBEHHOTO TECTA ISl OMPEICICHUS HaO
st onpenenenus T4 TUpokcuHa. Habop xanmndpaTopoB MOKET OBITh HCIIOJIB30BaH CO BCEMH
(Tupokcuna) (T4 cepusimu pearenToB. Cocras: 2 ¢uakona ¢ 1,0 M1 kanubpyemoro
CalSet ELECSYYS) aHaITUTa B BBICOKO# KOHIIEHTpaIuy, 2 ¢aakona ¢ 1,0 mi kanubpyemoro

AHAJINTA B HU3KOU KOHLICHTPALUH.

63 | Habop peareHToB ais HaGop peareHToOB 11 KOTHMUECTBEHHOTO ONPE/IEICHNs TUPOKCUHA Ha Ha0
onpeneinenus T4 aHanuzaTope, tiun M. Hadop Ha 200 tecroB Cocras: 2 ¢t 6,5 mi
(tTupokcuna) (T4 MHUKPOYACTHI] MOKPHITHIX CTPEITOABHIMHOM; 2 (i1 10 M
ELECSYS) OMOTHHWIMPOBAHHBIX aHTHUTEI IPOTHUB aHAINTa B pochaTHOM Oydepe, 2

¢t 10 MJT MOHOKJTOHAJIBHBIX @HTHUTEI IIPOTHB aHAJIMTA TOMEYEHHBIX
KOMILIEKCOM pyTeHus B pocdaTaoM Oydepe

64 | Habop xamubpaTtopoB Habop miist kannOpOBKYM KOJTHYECTBEHHOTO TECTA IS OTIPEICICHUS Ha0
JUTSL OTIPENIeTICHUS Tectoctepona. Habop kannbpaTtopoB MOXKET OBITh HCIIOIb30BaH CO
TectocTepona Bcemu cepusimu peareHToB. Coctas: 2 ¢uiakona ¢ 1,0 Mt kanubpyemoro
(Testosterone CalSet Il | ananuTa B BRICOKOH KOHIICHTpanuH, 2 diiakona ¢ 1,0 M KamubpyemMoro
ELECSYS) aHaJINTa B HU3KOH KOHIIEHTPAIIHH.

65 | Habop peareHToB st HaGop peareHToB A1 KOTMUYECTBEHHOTO ONPE/IENICHUSI TECTOCTEPOHA HA Hab
OTpe/IeNIeHNS ananmusatope, Tuit M. Habop na 100 tectoB. Cocras: 1 ¢ 6,5 mi
TecTtocrepona MHUKPOYACTHII TIOKPBITBIX cTpentoaBuanHoM; 1 ¢ 10 ma
(Testosterone Il OMOTUHMIIMPOBAHHBIX aHTUTEN POTHB aHanuTa B (ocharHoMm Oydepe; 1
ELECSYS) ¢ 10 MII MOHOKIIOHANEHBIX aHTUTEN MPOTHB aHAINATA IIOMEYSHHBIX

KOMIUIEKCOM pyTeHusi B pochaTHoM Oydepe.

66 | Habop pearentoB it | Habop peareHTOB Ui KOJMYECTBEHHOTO ONIPEJICNICHNS] THPEOTPOITHOTO Hab
onpenenenust TTT ropMoHa Ha aHanuzarope, Tun M. HabGop na 200 TectoB. Cocras: 2 ¢
(TMpeoTporHOTO 6,5 MJI MHKPOYaCTHII MOKPBITHIX CTpenToaBuaHOM; 2 (i1 10 mi
ropmona) (TSH OMOTHHMIIMPOBAHHBIX aHTUTEN IPOTHB aHanuTa B hochaTHOM Oydepe; 2
ELECSYS) ¢t 10 MJT MOHOKJIOHAJIBHBIX aHTUTEI IPOTHB aHAJMTA TOMEYEHHBIX

KOMIUIEKCOM pyTeHus B hocdaTHoM Oydepe.

67 | Habop xamubpaTtopoB Kanub6patop ans Habopa peareHToB JJIsl KOJIMIECTBEHHOTO OTPE/ISIICHUS Ha0
JUTSL OTIPEICTICHUS ¢onmeBoit kucnoTh Ha aHanm3arope T M Ha 100 Tectos. Cocras : /[Ba
(dhomnaroB (pomueBoii (naxona ¢ 1 M kKamMOPyEeMOTO aHAUTA B BHICOKOW KOHIIEHTPAIINH, 1B
kuciaoTsl) (Folate 111 ¢rakoHa ¢ 1 M1 KaTMOPyeMOro aHannuTa B HU3KOH KOHIICHTPALNH
ELECSYS)

68 | Habop peareHToB mjist HabGop peareHToB A1 KOJIMYECTBEHHOTO OMpeeNieH s (HoIneBoi Ha0

OIIpEAC/ICHUA doatoB

KHCJIOTHI Ha aHanu3aTope, T M. Habop Ha 200 tectoB. CocTas: 2




(DonmeBoi KUCIIOTHI)
(Folate Il ELECSYYS)

(1akoHa 1o 6,5 MJI MMKPOYacCTHI] MOKPBITHIX CTPENTOABUIMHOM; 2 (1
10 M7 OMOTHHMIIMPOBAHHBIX AHTUTE IIPOTUB aHAIUTA B pochaTHOM
Oydepe, 2 ¢ 10 M1 MOHOKJIOHAJILHBIX aHTHUTEJ MPOTHB aHAINTA
TIOMEUCHHBIX KOMIUIEKCOM pyTeHusi B pocharHoM Oydepe

69 | Habop pearentoB it | Habop mTpux-KoaupOBaHHBIX peareHTOB /s KOJIMYECTBEHHOTO Hab
onpenenenust PCI’ ornpezeneHus (POJUTNKYIOCTUMYIIUPYOLIET0 TOPMOHA C TOMOLIBIO
(pommukynocTHMyYIHpP | INMEKTPOXEMITIOMUHECLICHTHOTO aHAJIM3a B CHIBOPOTKE W IUIa3ME KPOBHU
YIOIIEro TOPMOHA) YenoBeKa. DTUKEeTKa MITPUX-KO1a COAEPIKUT CIECTYIONTYI0 HHPOPMALIHIO:

(FSH ELECSYS) HOMep aIlIUTHKAIIUH, HOMED JIOTa, YHUKAJIHHEII HOMEp YIaKOBKH,
napaMeTpbl KATHOPOBOYHON (QYHKIMN, KPUTEPUH BaIUAALINN
KaTHOpOBKH, CPOK TOJHOCTH. Bpems ananm3a - 18 MuH, quamazon
mmeperus 0.3-200 MME/mu, ayBctBut., 0.3 MME/Mn
Habop paccunran Ha 100 onpesencHuid.

70 | Habop xamubpaTtopoB Kanubparop miist Habopa peareHTOB JJIs KOJMYECTBECHHOTO OMPEICICHUS Ha0
st onpenenenuss CIT | hoyumKyIoCcTUMYIHMPYOLIET0 TOPMOHA Ha aHanu3aTope, turn M. 100
(pommukynocrumysnmp | tectoB Coctas : /IBa ¢rakona ¢ 1 mi1 kanmuGpyeMoro aHaJIuTa B BBICOKOH
YIOILIIETO TOPMOHA) KOHLIEHTpPALMH, J1Ba (hJIakoHa ¢ 1 MIJI KAIMOpyeMOro aHalIuTa B HU3KOH
(FSH CalsSet 11 KOHIICHTPAIHU
ELECSYS)

71 | HaGop peareHToB ais Ha6op peareHToB 11 KOJIUUECTBEHHOT'O ONPEIEICHUS XOPUOHUYECKOTO Hab
onpenenenus XI' TOHAIOTPOIHA Ha aHanm3arope, T M. Coctas: 1 ¢ 6,5 M
(XOPHOHNYECKOTO MHUKPOYACTHII TIOKPHITBIX cTpenToaBuanHoM; 1 ¢ 10 Mo
TOHAIOTPOITHA OMOTHHIINPOBAHHBIX aHTHUTEI IIPOTUB aHaNHTa B pochaTHOM Oydepe, 1
genoseka) (HCG ¢ 10 MII MOHOKIIOHANBHBIX aHTUTEN POTHB aHAINTA IIOMEYCHHBIX
STAT ELECSYS) KOMIUICKCOM pyTeHHUs B hochaTHOM Oydepe

72 | PactBop mms [IpomsiBaromuii pacTBop A aHanu3aropoB Tul D U M Cocrtas: 5 Ha0
IIPOMBIBKH STYEEK ¢rakonoB 1o 100 mu

73 | Habop xamubpaTtopoB Habop 1151 kKaTMOPOBKH KOJTMYSCTBEHHOTO TECTA ISl OMPEICICHUS Hab
JUIS OTIPEJCTICHUS sctpaauona. Habop kanubparopoB MOXKET OBITh HCIOJIB30BaH CO BCEMH
actpaauona (Estradiol | cepusimu pearenros. Cocrtas: 2 dhakona ¢ 1,0 M kanuOpyemMoro
Il CalSet 1) aHaJTUTa B BBICOKOM KOHIICHTpAIUH, 2 ¢akona ¢ 1,0 M kainopyeMoro

AHAJINTA B HU3KOU KOHLICHTPALUH.

74 | HaGop peareHTOB ais Habop peareHToB 11l KOJIMUECTBEHHOT'O ONpPEIeNeHUs 3CTpaaroia Ha Hab
OTpe/IeNIeHNS aHanmzarope, Tun M. Ha6op na 100 tectoB Cocras: 1 ¢ 6,5 M
Octpaamona (Estradiol | MuKpoyacTHIl MOKPHITEIX cTpenToaBuauHOM; 1 ¢t 10 Mt
ELECSYS) OMOTHHWIMPOBAHHBIX aHTHUTEI IPOTUB aHaNuTa B pochaTHOM Oydepe; 1

¢t 10 MJT MOHOKJTOHAJIBHBIX @HTHUTEI IIPOTHB aHAJIMTA TOMEYEHHBIX
KOMILIEKCOM pyTeHus B pocdaTaoM Oydepe.
75 | dAuroeHT JIMITIOGHT YHUBEPCAIBHBIN JUTS Pa3BeACHMs IPOOBI JUIs aHAIN3AaTOPOB 1 Hab

YHUBEPCAJIbHBIN 151
pa3BeneHus NpoosI AT
aHaJIN3aTOPOB U
MOJTyJIer
UMMYHOXUMUYCCKUX
cobas e (Diluent
Universal 2 Elecsys
and cobas e analyzers)

MOJIyJIell HMMYHOXHUMHYECKUX cOobas €.
Cogepxumoe: 6enkoBas matpuia; koHcepanT < 0.1 %. Cocras: 2
(akona mo 36 mur.




