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PykxoBoauTemnto npearnpusaThs

3AIIPOC
dHdopMAaLHH 0 HeHAX HA MeJHIIHHCKHE H3/IeTus

PecryGiuKaHcKoe JOYepHEe TOProBoe YHHTapHOe Ipeampusartde «MexrexHukay
r.ToMmens, B LeIIX OMpeeICHUS IPeelIbHOI CTOMMOCTH NIPEeAMETa roCy JapCTBCHHON 3aKy 1KY,
TIPOCHT TIPENOCTaBUTH MHGOPMAIIMIO (KOMMEPUECKOe IPEIIIOKEHUE) O IleHaX™ Ha CIIeoyIoIue
MEIUIIMHCKIE M3Aeind: PeareHTnl AJ8 aHAJIN3aTOPOB ABTOMATHYECKHUX OHOXHMHYECKHMX
cepun BS-240 Pro, BS-430, BS-600 M, npomnssoacrea Mindray Bio-Medical Electronics
Co., Ltd., Knrai

*g yemy npednodCeHUs KpOMe CHIOUMOCHIY CAMUX TROBAPOE OONICHEL GblMb GKIIOYEHBL MPAHCHOPHIHbLE PACX00bL
no Q0CmagKe Moeapa, HANo2u, cOopvl U Opy2ue NIAMEdNCY, 6 MOM YUCHe MAMOKHCeHHble NAAMENCU (ROULLUHDL,
cbopeor u HIC); pazmep onmosoii nadbasku (ne donxcHa npesvruams 50% om yCMAanHOBIEHHO20 NPeOenbH020
YpoeHs, npedycmompenno20 3akonodamenscmeéom Pecnybnuxu benapyce).
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JIAHHBIX CBeJeHMI, Bamna MHbopMarus o eHaX yYUTHIBAaThECS He OyHeT.

MadopMaLuio POCKM BBICIATH Ha 3IEKTPOHHYIO Houty 203@mdt.by B Cpok He MO3aHES
20.07.2026.

IIpoBemenue npoueaypsl coopa HHQOPMAIMK HE BIEUET 32 COO0M BO3HUKHOBCHHE KaKHX-
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3% M.B.Cagapuna
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Ipunosicenue 1

TexHuyecKue XapaKTepUCTUKH (ONHCcaHHe)

PeareHTs! I aHAIN3aTOPOB aBTOMATHYECKUX OMOXUMUIECKUX CEPHH
BS-240 Pro, BS-430, BS-600 M, npoussozactsa Mindray Bio-Medical Electronics Co., Ltd.,
Kurait

1. Cocmag (komnnexmayus) MeOUYUHCKUX UIOENUT.

Homep u naumenosanue noma Cocmas Edunuua Kon-60
uIMepeHus
JIor 1: 1.1.Habop peareHToB aj1s ONpEAEIECHNUS 5 275
PeareHTs!, KOHTPOJBHBIE KOHLIEHTpaluy OuJIHpyOoHHa o011ero Habop
mMarepraiel U xanuoparopsl Ui | 1.2.Habop peareHToOB A1 ONpeneneHus Habop 107
ABTOMATHUECKUX KOHIIeHTpaluuy 6uaupyOonHa npsiMoro
OMOXMMUYECKHX aHaIn3aTopoB |1.3.Habop peareHTOB Ui ONpeAeIeHus Habop 249
cepuu BS-240 Pro, BS-430, BS- |konuenrpanyu obuero oeiika
600M, npounssojctea Mindray |1.4.HaGop peareHTOB /st ONpeneneHus Habop .
Bio-Medical Electronics Co., KOHICHTPAII MOYEBUHBI 394
Ltd., Kurait 1.5.Habop peareHTOB 115t ONpeeIICHYs Habop 519
KOHIICHTpall KpeaTHHHHA
1.6.Ha6op peareHToB AJs ONPEIEIECHUA Habop 399
AKTUBHOCTH aJIJAHHHAMHHOTpaHc(pepasbl
1.7.Habop peareHTOB AJs ONpENENeHUs Habop 310
AaKTHBHOCTH acmapraTaMHuHoTpaHcdepasbl
1.8.Habop peareHToB Ajs ONpeaeNneHus Habop 308
KOHLECHTPALMH TVIIOKO3bI
1.9.Habop peareHToB [yl ONpeeNIeHUs Habop 576
KoHIeHTpayu C-peakTHBHOTO 0ejika
1.10.Habop peareHToB AJid ONpeAeIeHNU Habop 203
AKTUBHOCTU 0l-aMHJIA3BI
1.11.Habop peareHTOB 1151 ONpeAeICHN Habop A1
AKTUBHOCTY KpeaTHHKHHa3bI
1.12.HaGop peareHTOB [UIs ONIpEeACIEHHS ~ Habop 30
AKTHBHOCTH KpeaTHHKHHa3bl-MB
1.13.HaGop peareHToB 1is ONpEHEICHHS Habop 94
KOHIEHTpalyu anib0yMHHA
1.14.HaGop peareHTOB 1Jis1 ONIpEAEIEHNs Habop 29
KOHUEHTpalui MarHus
1.15.Habop pearcHTOB AJIs1 ONpEAC/iCHHs Habop 278
KOHIEHTpaluy OO0IIero XoJecTepuHa
1.16.Ha6op peareHTOB 1Jis ONpeAeieHUs Habop 203
KOHIICHTPAIMK TPUIJIHIEPHAOB
1.17.HaBop peareHToB [ ONpesieeH s Habop 204
KoHueHTpanun xouecrepuna-JIIIBII
1.18.HaGop peareHToB [uisd OnpeneieHust Habop
244
KOHIeHTpaluu xogectepuna-JIITHIT
1.19.Habop peareHTOB 1151 ONpEAe/IEHUs Habop )
KoHieHTpaiuu D-gumepa




1.20.Habop peareHToB Ui ONpeeeH s Habop 20
KoHLEeHTpalwu remorgobuna Ale (HbAlc)
1.21.Habop peareHTOB Jis onpeaeIeHus Habop 71
AKTMBHOCTH JJAKTATAECTHAPOreHA3bI
1.22.Habop peareHToB 11 ONpEeTICHuUs Habop 79
KOHIIEHTpAIMX KaJIbIHsI
1.23.Ha6op peareHToB Ui ONIPEAEIICHUS] Habop 36
AKTHBHOCTH FaMMAa-TJIyTaMHJATpaHc(pepasbl
1.24.Habop peareHToB Ui ONpeaeicHus Habop 75
AKTHBHOCTH LIeJI0UHO# (ochaTasnl
1.25.Habop pearesToB i ONpeACICHHA nabop 311
KOHIICHTpaliy (peppUTHHA
1.26.Habop peareHTOB IIs ONpPEACICHHUS Habop %4
KOHLICHTPAINH KeJae3a
1.27.Ha6op peareHToB IJjisl ONpeNeleHIs Habop 20
KOHIICHTpaIlK TpaHceppuHa
1.28. Habop peareHTOB Ui OLIpEAE/ICHHS Habop 118
KOHIIEHTpAIMX MO4eBOil KHCJOThI
1.29.HaGop peareHTOB [JIst ONPEACTICHHS Habop 74
KOHIEHTpAIlK aHTHCTpenToM3nHa O
1.30.HaGop peareHToB 1yi ONpEAEICHUS Habop 46
KOHIICHTPAIMH PEBMATOUAHOIO aKTopa
1.31.Ha6op peareHTOB 1JI ONIPEACICHUS Habop
HEHACHILIEHHOM Ke1e30CBA3bIBaloNIeil 17
c110cO0HOCTH
1.32.Habop pearenToB Js1 OnpefesieHus aunasel|  Habop 8
1.33.HaGop peareHToB I ONpeAelIeHus Habop 19
koH1eHTpaiyu ¢ocdopa
1.34.HaGop pearenToB I ONpeacIcHUs Habop 44
KOHIEHTPAIF MUKPOaib0yMHHA
1.35.HaGop peareHTOB [UIf ONpeAeICHH Habop 7
KoHIeHTpamy uucraTuHa C
1.36.Habop peareHTOB [yis ONPEACICHYS Habop 5
KOHIIEHTPAIii MMMYHOTJI00yJIMHA A
1.37.Habop peareHTOB 4Jis1 ONIpeAeIeHNs Habop 5
KOHLIEHTpaI[¥ NMMYHora00yinsa M
1.38.Habop peareHTOB [Is ONpeeTIeHU Habop 5
KOHLEHTPaLMK HMMyHor100yauHa G
1.39.CriBopoTouHbIit MynbTHKaINOpaTop (Multi | ynakosxa

) 42
Sera Calibrator uiu aHaJor)
1.40.Kanu6parop CK-MB (CK-MB Calibrator yTaKoBKa %6
WJIN aHAJIOT)
1.41 KanuGparop crermpudecKux OeJIKoB yNaKkoBKa 45
(Specific Proteins Calibrator uny aHanor)
1.42 KanuGparop uucrarita C (Cystatin C yIaKoBKa 4
Calibrator umm aHauor)
1.43 Kanu6parop ¢epputuna (FER calibrator nim| ynakosxa 30
aHaJIor)
1.44 Kanu6patop HbA lc (HbA 1c Calibrator uinn | yrakoBka 10




aHaJor)

1.45.Kanubparop mumupos (Lipids Calibrator nin

VIIaKOBKa

600M, npoussoactea Mindray
Bio-Medical Electronics Co.,

aHaJor) 26
1.46 Kanu6parop tpancdeppuna (TRF calibrator | ymakoska 6
VTN aHAJIOT)
1.47 KnuHuKO-XMMHUYECKUI MYIIBTH KOHTPOJIB yIaKOBKa
(yposenb 1) (ClinChem Multi Control (level 1) 137
WIH aHAJIOT)
1.48. KnnHuKO-XUMHYECKUH MYTBTH KOHTPOJb
(ypoBens 2) (ClinChem Multi Control (level 2) | ymakoBka 137
WJIW aHAJIoT)
1.49. Kontpons HbA lc -HOpMaibHBIH ypOBEHb
(HbA1c Control N usm asanor) yraKopxa 16
1.50. Kontponps HbA lc- matonoruueckuit :
yposenb (HbA 1c Control P unu anasor) ynaxosia 16
1.51.Tpoitnoit korTpos ASO/CRP/RF
(ASO/CRP/RE Triple Control mu asaor) ymaKoska | 55
1.52.Kontpouns nucratuna C (Cystatin C Control

YHaKoBKa 4
WY @HAJIOT)
1.53.Kontpons D-mumepa (D-Dimer control unu

yIaKOBKa 8
AHAaJIoT) (
1.54.Kontpons Mukpoansbymusaa (MALB control ynaxosKa 13
WJIU aHAJIOT)

Mot 2: 2.1.3nexTpoa K MITyK
DMeKTPObl, TPOMBIBOYHBIE 2.2 3nexpos Cl YK
PaCTBOPBI, PACXO/IHBIE
matepuanel 1 ISE momynsa ms |2.3.0nextpos Na ITYK 9
ABTOMATHUECKUX N
G HOXIMHIECKIX AHATH3ATOPOR 2.4.PedepeHcHbIH 37eKTpos MITYK 9
cepun BS-430, BS-600M, 2.5.Ha6op pearenros ISE Habop 38
npomssoacTBa Mindray Bio- 5 :

Medical Electronics Co., Ltd., 2.6.0unmarouii pactsop ISE yIIaKkoBKa 9
Kurait 2.7.Yuctamuii pactBop At Na anexrpoja (Na yTaKoBKa 5
Clean unu aHaior)
Jlor 3: 3.1.9nextpon K HITYK 2
DNEKTPO MBI, TPOMEIBOYHBIE
DACTBOPEL, PACXO/IHBIE 3.2.9nextpoz Cl IITYK 2
Matepuansl T ISE Momyns 1t |3 3 Dpexrpos Na IITYK 2
ABTOMATHYECKOTO
GroxIMUUecKOro aHatu3aTopa | 3-4.PedepeHcHsIil anexTpos MTYK 2
cepuu BS-240 pro, ) 3.5.Ha6op pearenros ISE Habop 20
npousBojcTBa Mindray Bio-
Medical Electronics Co., Ltd., |3-6.Habop npomMeiBodHOro pacrsopa ais ISE Habop 10
Kurait MOLYJIs
JPI;)c:(gﬁHLIe MaTepHaE! TS 4.1.Jereprent CD 80 -yHaKOBKa 868
OUOXUMMYECKNX aHATU3aTOPOB
cepuu BS-240 Pro, BS-430, BS-
4.2.QuucTutens 30H1a YIIaKOBKa 7




Ltd., Kutat

JloT S:

Pacxonnbie MaTepuans! 1t
OUOXUMMYECKHX aHamu3aTopoB |5.1.PeaknioHHble KIOBETH YIaKOBKa 3
cepuu BS-240 Pro, BS-430, BS-
600M, npoussoacTa Mindray

2. TloxazaTenu (XapaKTePUCTHKH) NPeAMETa rocyJapCTBEHHOMH 3aKyIKH, CHOPMHPOBAHHbIE COIJIACHO
nyHkTy 4 crarbu 21 3akona PecnyGuuxu Bexapycs «O rocyaapcrBeHHbIX 3aKyNKax ToBapos (pabor,

yCIayT)»

#2.1. Jlor 1: PeareHTsl, KOHTPOJIBHEIE MaTepHalibl U KaquOpaTophl NOJDKHE! OBITH NpeIHA3HAYEHBI AT
paboTHl HA aBTOMATMYECKMX OMOXMMHYECKHMX aHanmsatopax cepud BS-240 Pro, BS-430, BS-600M,
npousBozcTsa Mindray Bio-Medical Electronics Co., Ltd., Kuraii.

%22 JIoT 2: DNEeKTPOE], IPOMBIBOYHEIE PACTBOPEI, PACXOAHBIE MaTepuansl At ISE Moxyna nomwkHb! ObITh
TpeIHa3HadeHs! i paboTEl Ha aBTOMAaTHYeCKUX OHOXMMHYECKUX aHaiusaTopax cepuu BS-430, BS-600M,
npoussogcTea Mindray Bio-Medical Electronics Co., Ltd., Kuraii.

%23 JloT 3: DneKTposl, IPOMBIBOYHEIE PACTBOPHI, PACXOMHBIE MaTepraisl A ISE Moxyis noskHEl ObITh
NMpeHa3HadeHbl AUl paboTBl Ha aBTOMATHUECKHX OMOXMMMYECKHMX aHanusaTopax cepud BS-240 pro,
npoussoicTsa Mindray Bio-Medical Electronics Co., Ltd., Kurai

2.4, JIot 1 (m.1.1.-1.38.) peareHTs HOKHEL ObITH [OTOBBIE K HCIIOJIB30BAHUIO, JOJDKHEI OBITH pac(hacoBaHsl
1o (JIakoHaM Jis IPSIMOH YCTaHOBKY Ha GopT aHanmmsartopos BS-240 Pro, BS-430, BS-600M.

nyHrkm 0603HAYEHHbII «*» SEIAeMCs 0053AMeNbHVIM, DU e20 HeCOOMSEeMCMEUYU npednoxcenue Oyoem
OMKIIOHEHO.

2.5 Jlor 1: PeareHTsl, KOHTPOLHBIE MATEPHATBI M KaIHOPATOPBI Al aBTOMATHYECKHX OMOXUMIIECKUX
ananu3aTopos cepun BS-240 Pro, BS-430, BS-600M, npoussonctsa Mindray Bio-Medical Electronics Co., Ltd.,
Kurail

Haumenosanue Texunuueckue napamempsl
- IPMHIAN METOZA — KUHETHUeCKU] (POTOMETPpHYECKUH (PeaKLisa OKUCICHHUS C
BaHAATOM);
1.1.Habop peareHTOB AJL - TI0CJIE BCKPBITHS (DIAKOHA PEareHT OCTAETCs CTa0UIBHBIM B TEUECHHE HE MEHEe
Olpe/ienieH s KOHIEHTPalliH 28 mueii, ecan XpaHUTCA B XOJOAMUIIBHUKE HIIH B OXIAX/IaEMOM OTCeKe
funupyonHa 001ero aHanu3aTropa;
- cocTaB HaGopa: He MeHee 4 ¢ o He MeHee 35 M + He MeHee 2 Q1 1o He
MeHee 18 Mil
- IPHHIMI METOa — KHHeTHIecKui GoToMeTpruyecknil (peakiys OKMCIeH s C
BaHa#aToOM);
1.2.Habop pearentos A - TI0CJIe BCKPBITHS (piIaKOHA peareHT ocTaeTcs CTabUIbHbIM B TEYEHUE HE MEHEe
ompenenenys KOHIEHTPalluh 28 IHel, ecli XPaHUTCS B XOJOIWIBHUKE HITH B OXJAXKIAEMOM OTCEKE
OHIMpyOoHHA pAMOTO aHaIN3aTopa;
-cocTaB Habopa: He MeHee 4 (. o He MeHee 35 Ml + He MeHee 2 (il 110 He MeHee
18 M
- TIPUHLAN MeTo1a — GoToMeTpruyeckutt (6HypeTOBEIN);
1.3.Habop pearentos mix - 1ocTIe BCKPBITHS (pIIaKOHa peareHT cTabuileH B TeueHue He MeHee 28 nuei, ecim
OIpe/ieNieH!s KOHLEHTPalyu XPaHUTCSA B XOJONWIBHHUKE MM B OXNIAXKIAEMOM OTCEKE aHAIIM3aTopa;
obiwero 6enxa cocTas Habopa: He MeHee 4 (i1 mo He MeHee 38 M1 + He MeHee 4 (I [0 He MeHee
11 Mt




1.4.Ha6op peareaTos I
OTpeieeH st KOHIEHTPALMA
MOYeBHHBI

-IIPUHIMI METONA — (PEePMEHTATUBHBIN (pPeaKius ¢ ypeas3oh/
rIIyTaMateruaporeHason);

- IocTie BCKPLITHA (JiakoHa peareHT cTabuiieH B TeueHune He MeHee 21 fHs, eciu
XPAHWUTCS B XONOAMIBHIKE MM B OXJIAXKIaEMOM OTCEKe aHaIH3aTopa;

- cocTas Habopa: He MeHee 4 (1. Ho He MeHee 35 Mil + He MeHee 2 (il 10 He
Meneel8 M

1.5.Habop peareHToB Al
onpe/eNeHus KOHLeHTPaluu
KpeaTHHHHA

-IPUHLMI METONA — (PePMEHTATHBHBIH (PEaKIMs C CApKO3HHOKCHIA30H)

- TIOCIe BCKPBITHS (DiiakOHA peareHT cTabKileH B TeueHue He MeHee 28 JHeH, eciu
XPAHUTCS B XOJOAMIBHHUKE WM B OXNAXKIAEMOM OTCEKe aHaNN3aTopa;

- cocTaB Habopa: He MeHee 2 dui. mo He MeHee 27 M +He MeHee 1 G 1o He
Mmeneel8 ma

1.6.Habop pearextoB mid
onpeiesie s aKTHBHOCTH
aJaHHHAMHHOTpaHchepasbl

-mpuHIuUI MeTona — Y d-MeToy cornacHo pexomenaamuam IFCC Ges akruBanuu
THPUAOKCATB(POCHATOM;

- TIOCJIe BCKPBITUS (pakoHa peareHT OCTaeTcs CTAOMILHEIM B TEUEHHE HE MEHee
28 nuel, ecoy XpaHUTCS B XOJIOOWIBHUKE UM B OXIIAXIAEMOM OTCEKe
aHAN3aTopa;

- cocTas Habopa: He MeHee 4 ¢uI. 10 He MeHee 35 MiI + He MeHee2 (il. 110 He
meneel 8 mn

1.7.Habop peareHToB Ajist
OmpesieNeH s aKTUBHOCTH
acmapraTaMuHOTpaHcdepasbl

-npunIEn Metona — Y O-metox cornacHo pexomenaauusm IFCC 6e3 aktusanyu
nupunoKcanb(ochaToM;

- T10CIIe BCKPBITHS (IIaKOHa PEareHT OCTAeTCs CTaOUILHBIM B TEUEHHE He MEHee
28 nHeil, eclii XPaHUTCS B XONOAMIIBHUKE MU B OXJIAKIAEMOM OTCEKE
aHANM3aTOPa;

- cocras Habopa: He MeHee 4 1. To He MeHee 35 Ml +He MeHee 2 QI 10 He
MeHeel 8 M

1.8.Habop peareHToB A .
olpeeNneH s KOHUEH Tpalun
[JTI0KO3BI

- IPUHLKN MeToa — GepMEeHTATHBHELH (TIOKO300KCHIA3HbIN);

- TI0CJIe BCKPBITHS ()iakoHa pearcHT cTabuieH B Teuenre He Menee 30 nueH, eciy
XpaHHUTCS B XOJIONMIbHUKE KM B OXJIK[AEMOM OTCEKE aHAIIH3aTOpa;

cocTas Habopa: He MeHee 4 ¢u1. o He MeHee 40 M + He MeHee 2 (1. 10 He MeHee
20 M

1.9.Habop peareHTos mis
OIpejieIeH s KOHIIEHTPall
C-peakruBHOro oejka

- TIPHHIIAI METOJIA — METOJ HIMMYHOTYpOUIUMETPHUH;

- ocJle BCKPBITHS (hllaKoHa peareHT 0cTaeTcs CTabuIIbHBIM B TEUEHUE He MeHee
28 nHel, ecli XPaHHUTCS B XONOJUIBHUKE HIM B OXJIAKIaEMOM OTCEKE
aHaM3aTopa;

coctas Habopa: ne Meree 1 ¢u. mo He MeHee 40 mn + He Menee 1 Q. no He Meree
10 ma

1.10.Habop pearenros aiis
OlpeneNneHus akTUBHOCTH 0i-
aMHJIa3bI

- IPMHIKI METOZA — GOTOMETPHYECKHH METO cornacHo pekomernarism [FCC;
- TIOCIIe BCKPBITHS ()JIaKOHA peareHT cTabKIeH B TeUeHye He MeHee 35 uel, eciu
XPaHWUTCS B XONOAMIBHUKE MK B OXJIKIAEMOM OTCEKE aHAIN3aTopa;

coctap Habopa: He menee 1 ¢u. mo He MeHee 38 M +He MeHee 1 ¢n 1o He
Megeel0 Mn

1.11.Habop peareHToB s
OIpe/ieNIeHHsI AKTHBHOCTH
KpeaTHHKHHA3HI

-puHIEn Metona — Y ®-Metoz cornacHo pexomernaruam IFCC,

- TIOCJIe BCKPBITHSL IIaKOHA peareHT ocTaéTcsi CTaOMIBHBIM B TEUEHWE HE MeHee
30 mHelH, ecaM XpaHUTCS B XONOAAIBHUKE WM B OXJIAXKIAEMOM OTCEKE
aHAN3aTopa;

cocTas Habopa: He MeHee 2 QL. IO He MeHee 35 MaI + He MeHee 1 ¢ul. 110 He MeHee
18 ma

1.12.Habop pearedToB s
onpeneaeHys aKTHBHOCTH
KpeaTHHKHHa3bI-MB

- IpuHOUT MeTofa — Y D-MeToA COrnacHoO peKOMEHAANAM IFCC;

- TIOCJIe BCKPBITHS (piakoHa peareHT ocTaéTcs CTaOMIIbHBIM B TEUCHHE He MEHEee
30 mHel, ecy XpaHHUTCS B XOJIONHIBHUKE WM B OXJI&XKIaeMOM OTCEKe
aHAIN3aTOoPa;

- coctaB Habopa: He MeHee 2 L. 110 He MeHee 35 M + He meHee 1 1. 110 He
menee 18 mi




1.13.Habop peareHToB Ans
onpesieNeHusl KOHLEHTPaluH
abL0ymuHa

- IPYHIMI MeTOIa — POTOMETpIYeCKUi (peakius ¢ GPOMKPE3ONIOBBIM 3EIEHBIM);
- T10CJIE BCKPBITHS (IIaKOHA PeareHT CTa0HMIeH B TEUCHHUE He MeHee 28 JHeH, ecliu
XPaHUTCS B XOJOIUNBHIKE UM B OXNAXKIAEMOM OTCEKE aHATH3aTOPA;

- cocras Habopa: He MeHee 4 ¢11. 1o He MeHee 40 M

1.14.Habop peareHTos 1yis
OTpeiENeH s KOHLIEHTPaLiH
MAaruHs

-IPUHIKMI MeToa — (hoTOMETpHUUecKkUi (PEaKHs ¢ KCHIIMAOIOBEIM CHHUM),

- J10CTIe BCKPBITHS (IAKOHA peareHT 0CTaéTes CTaOUIbHBIM B TEUEHHE HE MEHEE
10 mmeit, ecly XpaHUTCS B XONONMIBHUKE WM B OXJI&XKIaEMOM OTCEKe
aHan3aTopa;

- coctaB Habopa: He MeHee 4 ¢i1. 1o He Meree 40 Mt

1.15.Habop peareHTOB 1Jis
oTpe/iefieHsl KOHIEHTpaLluy
001Iero xoJiecTepHHa

- IIPUHIAI MeToa — (hepMEHTaTUBHEIHN (peakius ¢ XONeCTePHHOKCHA30H-
TIEPOKCHUIa30/);

- TIoCITe BCKpBITUS (IlakoHa peareHT cTabuiIeH B TeYeHUe He MeHee 28 nHeH, ecnu
XPaHHUTCS B XONOMMIBHUKE MM B OXJIAXKAAEMOM OTCEKE aHANM3aTopa;

coctap HaGopa: He MeHee He MeHee 4 . o He meHee 40 Mt

1.16.Habop pearesToB 1s
omnpeneNeHust KOHOEHTpaluy
TPUTJIHIEPHI0B

- IPUHIMI MeTo i — hepMEHTATHBHEIH (peaKius ¢ MIMLIEePOKUHa30H-
TIepOoKcHIa30it); '

- TIOCJIE BCKPBITHSA PeareHThl YCTOWYMBEL B TeUeHHE 21 CYTOK, €CTIH OXJIAXKat0TCH
B aHANM3ATOPE UITH XOIOAUIBHUKE;

- cocTas Habopa: He MeHee 4 dur. o He MeHee 40 mn

1.17.Habop peareHToB [Is
OTpereieH s KOHLEHTPauu
xosectepuna-JIIIBII

- IPHMHIAI MeToxa — (POTOMETPUYECKHH;

- TTocne BCKpPBITHS (IaKOHA PeareHT OCTaéTcsl CTabUIBHEIM B TEUECHHE HE MEHEe
28 nmuelt, eciy XpaHWUTCS B XOJNOAMIIBHUKE MM B OXIQXAEMOM OTCEKE
aHaNM3aTopa;

- coctas Habopa: He MeHee 1 . mo He MeHee 40 M1 + He MeHee 1 1. o He
Mmeree 14ma

1.18.Habop peareHToB 1Ist
olipefeNeHus KOHIEHTPaliH
xonecrepuna-JIITHII

- IPUHIUI MeToxa — (OTOMETPHUYECKHUi;

- TTocne BCKpBITUS (hITaKOHA peareHT ocTaéres CTabMIIBHBIM B TeUEHHE HE MeHee
28 mHel, eci XpaHUTCS B XONOAUIIBHUKE UITH B OXJIAXJAaeMOM OTCEKe
aHAJIN3aTopa;

- cocras Habopa: He MeHee 1 ¢ o e MeHee 40 mn +He MeHee 1 1. o HE
MeHeel4Mmna

1.19.Habop peareHToB 1
OTIpefieNie s KOHLEeHTpalkH
D-aumepa

- IPUHITEN METOJa — IMMYHOTYPOHIUMETPHYIECKUH METO;
- HAbOp AOIDKEH COTEPKATh KaINOpaTop;

" - TIOCJIE BCKPBITHSI peareHThl yCTONYKBEI B TeUeHHE 28 CyTOK, €CIH OXJIAXKAA0TCA

B aHAJU3ATOpE WM XOJIOAMIBHUKE;

- coctas HaGopa: He Meree | ¢i1. mo He MeHee 40 M +He Meree 1 ¢n. 1o He
MeHee 15Mn

Kanu6parop He Menee 6 ¢i1. mo e meHee 0.5 M

1.20.Habop pearenTos 1uis
OnpeJieNe s KOHIEHTPaliH
remoraoduna Alc (HbAlc)

- OpHMHIHAI MeTozla — PEepPMEHTATUBHBIH;

- Ha0Op JMOIDKEH COIePKaTh PacTBOP AJSI HPEABapUTENbHON 06paboTKY;

- TIOCJIE BCKPBITHS TIPH XPAHEHNH B OXJI&KIEHHOM COCTOSHUM B aHAIM3aTOpe MK
XOJIOOWJIPHUKE peareHThl CTa0MIIbHEI B TCUCHHE He MeHee 28 nHel;

- coctaB Habopa: He MeHee 1¢u. o He meHee 40 M1 +He MeHee 1 (1 10 He MeHee
15 v + He Menee 1 it mo He menee 200 mn

1.21.HaGop peareHTOB 11
ONpefieIeHMsi aKTUBHOCTH
JAKTATAEHAPOreHa3b

- mpuHIUI MeTofa — Y D-merox cornacHo pekoMeHnganuam IFCC;

- OCJIE BCKPBITHS (IIAaKOHA peareHT ocTaeTcsl CTAOUNIBHBIM B TEUCHHE He MeHee
30 mHel, eciay XpaHUTCS B XOIOAMIBHUKE UM B OXJIAKIAEMOM OTCEKE
aHaIN3aTopa;

- coctae Habopa: He MeHee 4 QuI- 1o He MeHee 35 mut + He MeHee 2 ¢ul. 110 He
MeHee 18 M

1.22.Habop pearesToB s
OlpeeNeH s KOHLUEHTPAIU
KaJIb 1A

- IPUHIUI MeToa — (oToMeTpudeckuil (peakus ¢ apceHaso II);

- HOCIIe BCKPBITHS (lakOHa peareHT ocTa&Tcsl CTAOUIBHEIM B TEUEHHE HE MEHEE
28 nHelt, eciii XPaHUTCA B XONOAUABHUKE MM B OXJIAKIAEMOM OTCEKE
aHAJIN3aTopa;




- coctaB Habopa: He MeHee 4 ¢u1. no He MeHee 40 M

1.23.Ha6op pearenToB 1Jist
OIpeieNIeRUs] aKTUBHOCTH
ramMmma-
riyramuiaTpancgepasnl

-TIPUHINT MeToAa — GOTOMETpUUECKUit METON 0 3etiny ;

- TIOCJIe BCKPBITHA (IIakoHa peareHT ocTaéTcs CTabMIbHBIM B TeUeHe He MeHee
30 nHel, ecnu XpaHUTCA B XOTOOUIBHUKE HIH B OXJI&KAAEMOM OTCEKe
aHANIN3aTopa;

- coctaB Habopa: He MeHee 4 ¢Jr. 110 He MeHee 35 Mii + He MeHee 2 (1. 0 He
meree 18 ma

1.24 Habop peareHToB 11
oTipeneNeHusl AKTHBHOCTH
mea04uHoi docdaTasbl

-IpAHOFAN ~ MeTofla  —  KUHETHYeCKud
(Momubunuposanusiii IFCC Meton);

- TIOCNIE BCKPBITHS (DIaKOHA pPeareHT OCTAa&TCs CTAOUNBHBIM B TEUCHHE HE MEHee
14 pmelt, ecnm XpaHWTCS B XOJNONWIBHHMKE WA B OXJOKIAEMOM OTCEKe
aHalu3aropa;

cocta Habopa: He MeHee 4 (. o HE MeHee 35 MI + He MeHee 2 (1. 1O He
MeHee 18 Mi;

doToMeTpUUeCKHH  MeTon

1.25.Habop peareHTos 1iis
Olpelie/IeH s KOHLIEHTPaluK
(deppuTHHA

-IpAHLMAI MeToJa — YCHIEHHBIH IaTeKCHBIMHU YacTHLaMK
HMMYHOTYPOMIMMETPUYECKU METOL;

- TIOCIIE BCKPBITHS YIaKOBKY PEeare¢HThl CTaOMIIBHEI B TEUECHHE He MeHee 28 nHeil
IIPU XpaHEHNH B OXJIAXISCHHOM BUZE B aHAJIN3ATOPE WK XOJIOAMUIBHHKE;

- coctaB Habopa: He MeHee 1 . mo He MeHee 12 M +He menee 1 . mo He
MeHee 7 M

1.26.Habop pearenTos s
OllpeHeNie s KOHLEHTpaluy
meyesa

- IpUHIHUI MeToja — oroMeTpuueckuii (hepposun);

- OTKpPBITHIN peareHT ocTaéres cTabuIbHBEIM B TeUeHHE He MeHee 28 aHel, ecnu
XpaHHUTCS B aHalIKM3aTope WM B XoJonuibHEKE. 1locne oTKpheiTHs KanubpaTop
ocraercst yCTOHYMBBIM B TeueHHe He MeHee 28 cyTok npH TeMieparype 2—8°C;
- cocTa Habopa: He MeHee 2 ¢u1. mo 40 mu +He meHeel ¢ 1o He MeHee 16 M
Kammb6parop: ve meree 1 ¢u1. mo ve mMeree 1,5 mn

1.27.Habop pearesToB aJis
OIIPE/ENICHUS KOHLEHTPALHH
tpaHcheppuHa

- IIPUHIIMI METO/a — IMMYHOTYpOHIUMETPUUECKHH METO;

- IIOCJIe BCKPBITHS PEareHThl yCTOMUMBEL B Teuerue 30 CyTOK, eCiH OXITaxIaroTCs
B QHAJN3ATOPE UM XOJIOAUNBHUKE

- coctaB Habopa: He MeHee 1. o He MeHee 32 Mi+He MeHee 1du1. o He MeHee
5 ML

1.28.Habop peareHToR s
OTIpeieIeH s KOHIIeHTpallin
MOYeBOH KHCIOTHI

- IPUHIMI MeTOfAa — (epPMEHTATUBHBIA (Peakiys ¢ ypUKa3oU-IepoKCcHaasoi);

- [IOCNIe BCKPBITHA (IIakOHA peareHT cTabuiieH B TeUCHHE He MeHee 28 JHel, ecu
XPaHHUTCS B OXJIIAXKAAEMOM OTCEKE aHAIMA3aTOPa;

- cocTaB Habopa: He MeHee 4 ¢t Mo He MeHee 35 MII +He MeHee 2 . 10 He MeHee
18 mn

1.29.Habop peareHToB s
OTpeneNeH s KORLEHTPaLUuN
AHTUCTPENTOJMH3HA O

- IPUHIUT METOJa — JIATEKC-UMMYHOTYpOUIUMETPHYECKI METO;

- Habop HODKEH COmEPX)aTh KanmubpaTop;

- [IOCJIe BCKPBITHS] IIPY XPAHEHHUHU B OXJIXKICHHOM COCTOSTHUH B aHAJM3aTOPE MIIN
XOIIONMNIbHUKE PeareHTsl CTa0UIIbHBL B TCUEHUE HEe MeHee 28 nHel, a kanubpaTop
B TeucHHUE He Menee 30 guel;

- cocTaB Habopa: He MeHee 1 ¢I1. o He MeHee 23 Mu + He MeHee 1 . mo He
MeHee 23 M

Kaymbparop: ve menee 1 ¢n. o He menee 0.5 mn

1.30.Habop pearesTos s
ollpeJelieHus KOHIIeHTpalin
peBMaTOHJHOTO (paxKTOpa

- NIPEHIATI METOJA — METOJ UMMYHOTYPOUIUMETPHH;

- Habop JOJDKEH COIepKaTh KanubpaTop;

- TIOCJIE BCKPBITHA IIPU XPAaHEHUHM B OXJIAXJEHHOM COCTOSIHUM B aHANM3ATOPE WK
XOJIONUIBHUKE PeareHTsl CTAOWIILHEI B TEUEHHE He MeHee 28 nHel, a
Kanubpatopsl B Tedenne He MeHee 30 nHel;

- cocTaB Habopa: He MeHee 1 Q. o He MeHee 40 mm + He meHee 1 ¢u. 10 He
Menee 11 mn

KanuGparop: e menee 5 1 no He Meree 1M

1.31.Habop pearenToB mis
OTIpefeNieHNs HeHACHIIEHHOH

- IpMHIMI MeToza — GoToMeTputeckuit (Peppozun);
- OTKPBITBIH peareHT ocTagrcs cTaOHIBHBIM B TeueHHe He MeHee 14 nHeM, ecin




s

JKeJ1e30CBA3bIBAIOII el
CIIOCOOHOCTH

XpaHUTCA B aHANIN3aTOPE WK B XOJOAUIBLHUKE;

- cocrap Habopa: He MeHee 1 i1 mo He MeHee 20 M + He MeHee 1 . o He
MeHee 7 MII

Kanubparop: ve menee 1 ¢ mo He menee 10 Mmn

1.32.Habop pearenrtos nns
OIIpEe/IeIeHHS JINMA3BI

NPYHUKI MeToza — (hepMEeHTaTHBHEIH;

- TIOCJIE BCKPBITHS PEareHThl YCTOIMYHUBEI B TEUEHHUE 28 CYTOK, €CITH OXJIaXIat0TCsl
B aHANM3aTOPe WK XOJIONUIBHHUKE

- cocTap HaGopa: He MeHee 1 ¢ur. 1o He MeHee 35 M + He MeHee 1 ¢i. 1o He
MeHee 9 M

1.33.Habop peareHToB 1Jist
onpeleneHus KOHLEHTpaluu

pocedopa

- IPUHIUI METOAa — oToMeTprdecKuil (peakius ¢ 06pa3oBaHueM
thochomonubnara);

- JOCIIe BCKPBITHS (DIaKOHA peareHT ocTaéTcs CTabUIbHBIM B TeYeHHe He MeHee
28 mHel, ecny XpaHUTCS B XOJNOIMILHIKE WK B OXJIAXKIAEMOM OTCEKE
aHaIN3aTopa,

- cocTap Habopa: He MeHee 4 ¢ o He MeHee 30 i + He Menee 4 Q. 110 He
MeHee 11 mu

1.34.Habop pearenTos g
OIIpeAENeHNs] KOHLIEHTpaLuu
MHKpPOaNb0yMHHA

- IPEHLIMI METOJa — UMMYHOTYPOUIIMETPHYECKU METOI;

- HabOop HOJDKEH COmEpKaTh KATHOpaTop; '

- IOCIIE BCKPBITHS NIPU XPAaHEHHUN B OXJIAXKACHHOM COCTOSHUH B aHAJIM3ATOPE UK
XOIIOJUNBHUKE PEAreHThl U KanubpaTop cTabUNLHEL B Teuerue He Meree 30 nHeif;
- coctaB Habopa: He MeHee 1 ¢i1. 1o He MeHee 30 M1 + He MeHee 1 QI o He
MeHee 7 MIT :

KanmuGparop: He Meree S o He Meree 1 M

1.35.Habop peareHTOB 1151
OIIpe/ENeH s KOHLEHTPALIUH
nucratuua C

- IPAHLUI METOIa — AIMMYHOTYPOUIUMETPHYECKIY METO.T;

- ITOCJIE BCKPBITHA PEAreHThl YCTOMIMBEI B TeUeHHE 28 CYTOK, ECIIH OXJIaXKIAt0TCS
B aHATM3aTOPE WK XOJOAUIBLHHUKE;

- coctas Habopa: He MeHee 1 du. o He MeHee 40 mut + He menee 1 ¢uL. 1o He
MeHee 12 M

1.36.Habop peareHTos aas
ONpeneNneH s KOHIeHTPaluu
HMMYHOrJIO0YInHA A

- IPUHLUI METOMA — UMMYHOTYPOMIHMETPHIECKIH METOL;

- TIOCJIe BCKPBITHSA [IPX XPaHEHNUH B OXNIAKAEHHOM COCTOSHHY B aHANH3ATOPE MIIU
XOJIOAUJIBHUKE PEarcHTHl cTabKIbHEI B TE€UEHHE HE MeHee 28 qHel;

- coctaB Habopa: He MeHee 1 Qi1 o He MeHee 36 M + He Menee 1 . 110 He
MeHee 18 M

;

1.37.Habop peareHToB st
OIpeLeNe s KOHLEHTpalui
UMMYyHOrI00yanHa M

- IPUHLUI METOAZ — HIMMYHOTYPOUINMETPHUSCKIN METO]I;

- TIOCJIe BCKPBITHS IIPU XPaHEHNH B OXJIAKJEHHOM COCTOSIHUY B aHANU3ATOPE HIIH
XOJOAUJIbHUKE peareHTHl cTabWUIbHEL B TeHUeHHE He MeHee 28 IHel;

- coctaB Habopa: He MeHee 1 ¢i1. ro He meHee 40 M1 + He MeHee 1 Q. 1o He
meree 10 M

1.38.HaGop peareHToB s
OnpeneaeHus KOHLIEHTPAUH
uMmyHOrJa00yauHa G

- IPUHIUII METOAa — UMMYHOTYPOUIUMETPHIECKIH METO;

- IOCJTe BCKPHITHS NIPH XpaHeHNH! B OXJI&KICHHOM COCTOSHUM B aHAIA32TOPE U
XOJIOOWJIBHUKE PEareHThl CTa0UILHEL B TEUSHUE He MeHee 28 mHeil;

- coctaB Habopa: He MeHee 1 ¢i1. o He MeHee 36 M + He MeHee 1 Q. Mo He
menee 18 mn

1.39.CpIBOpOTOYHEIH
MynbTHKanubpartop (Multi
Sera Calibrator nnu ananor)

- MynbTaKanuOpartop Ayt OnoXMMHUIECKuX cucTeM Mindray BS ms kanubposku
IIPU KOJIHYECTBEHHOM ONPEAEIEHUH PYTHHHBIX APaMETPOB CHIBOPOTKH
(AcmapraramunoTpacoepasa (ACT), AnanunamuHOTpanchepasa (AJIT),
bunupy6un obwuit, bunupybun npsmoi, O6umit 6enok, JIJIT", MoyeBuHa,
Mouesas kucnora, I'nrokosza, Kpeatnnknnasa, Maraunii, Kansnu, O6uiuit
xonectepuH, Kpeartnaun, a-amunasa, Hlenounas pocdaraza, AnsGymun, TTTTI,
Tpurmanepunst, ®ocdop, Jlunaza);

- Macopka He MeHee 10 dmakonoB 110 He MexHee 3 M B 1 ymakosxke;

- Ilpennaraemslil kanubpatop HOMKeH OBITh COBMECTHM C TIpEiaraeMbIMK
pearenTamu AcnapraTamMuHoTpaHcdepasa (ACT), AnaHuHaMuHOTpaHchepasa
(AJIT), bunupy6us obumil, Bunnpybun npsmoit, O6muit 6enok, JIIT,




Movuesuna, Mouepas kuciora, I moxkosa, Kpeatnnkunasa, Maraui, Kapii,
O6umii xonectepun, KpeatunuH, a-amuiasa, Hlenounas docdarasa, Ansoymun,
I'TTI, Tpurmunepunsl, Gocdop, JTunasza.

1.40.Kanubpatop CK-MB
(CK-MB Calibrator unu
aHaJjor)

- KamaGparop s onpenessenns CK-MB ucrions3yercs i KaIuOpoBKH NPpH
KOJTHIYECTBEHHOM OTIPE/IENeHHM aKTUBHOCTH CepIeyHol ppaknun hepmenTta
KpeaTHHKIHA3bl B OnoxumMuuecknx cucremax Mindray (cepuu BS-240 Pro, BS-
430, BS-600M);

- ®acoBka He MeHee 3 (h1akoHOB 110 He MeHee 1 Mi1 B 1 ymakoBke;

- [Ipennaraemslit kanubpatop AOLKEH OBITH COBMECTUM C TIpeiIaracMbiM
peareHToM KpeaTHHKHHA3h-MB;

- Ilpennaraemsiii kanmubparop JOIDKEH OBITH TOTO JK€ TTPOU3BOMUTENS, UTO U
peareHT.

1.41.Kanubparop

- CIeLM(pUUECKHX OEIKOB
(Specific Proteins Calibrator
WM aHaJIor)

- Kanu6parop cnenuduyueckux 6EIKOB HCIONB3YETCS Ui KATMOPOBKY [PH
KOJIMYECTBEHHOM onpefieneHun ; C-peakTuBHOTO Oenka, [gA; 1gG; IgM Ha
u3MepuTensHol cucteme Mindray (cepuu BS-240 Pro, BS-430, BS-600M);

- ®acoBka He MeHee 5 (hIakoHOB 1o He MeHeel MJI B 1 yIIaKoBKe;

- Ipennaraemsrii kanubpatop AomKeH ObITh COBMECTHM C TIpeJiaraeMbIMu
pearenTamu C-peaxtuBHoro 6enka ; [gA; IgG; IgM ;

- IlpenuaraeMetii kanubpaTop JOMKEH OBITh TOTO IPOU3BOIMTETS, YTO U PEAreHT.

1.42.Kanubparop uucraruHa
C (Cystatin C Calibrator wu
aHaJor)

- Kanmu6parop uucratuna C HcHone3yeTcs At KanuOpOBKH METOIMKH
KOJIMUECTBEHHOTO OTpefieNicHns nuctatuia C ¢ TOMONIBIO aHaIHTHIECKOI
cucremsl Mindray (cepuu BS-240 Pro, BS-430, BS-600M);

- ®acoBka He MeHee 5 yposHeii o He Meree 0,5 Mmu1 B 1 ynaxoBke;

- Ilpennmaraemplil kanmubpaTop DOMKEH OBITE COBMECTUM C NPEAIAraeMbIM
pearentom nucTatuHa C;

- Ilpepnaraemelif kaaubpaTop LOIDKEH OBITE TOTO NPOU3BOAUTENS, YTO U PEareHT,

1.43 Kanubparop
deppuruna (FER calibrator
WM @HAJIOT')

- Kamabparop depputina Henons3yeTcs s KamAOPOBKH METOIMKY
KOJIMYECTBEHHOTO ONpesieNieH s GeppuTHHA ¢ TOMOIIBIO aHAIMTHYECKOMH
cucteMsl Mindray ( cepuu BS-240 Pro, BS-430, BS-600M)

- QacoBKa He MeHee 4 YPOBHSI 110 HE MEHEE 2 MJI B | YIIAKOBKE;

- Ilpennaraemslii kanubpaTop DOMKEH OBITH COBMECTHM C IIpeUIaraeMbIM
peareHToM (QeppUTHH;

- Lpennaraempiif kanubpaTop HomkeH 6BITh TOTO MPOM3BOAUTENS, YTO W PEAreHT.

1.44 Kanubpatop HbAlc
(HbA1c Calibrator nunu
aHaJor)

- Kanu6patop HbA 1c ucnons3yercs [uist KamuOpOBKY METOLUKH
KOJIMYECTBEHHOTO ONPEIENCHNst reMOriobnHa Alc ¢ TOMOIIBIO aHATUTHYECKOH
cucteMbl Mindray ( cepuu BS-240 Pro, BS-430, BS-600M)

- QacoBKa He MeHee 2 ypoBHeli 110 He MeHee 1 MJI B | yIakoBke;

- IlpensaraeMelii KanubparTop JOIDKEH OBITh COBMECTHM C IIPEAiaraeMbIM
PEarcHTOM IIMKUPOBAHHOTO TeMOITIOOHHA;

- IpeanaraeMslif kanubpaTop DODKEH OBITh TOTO IIPOU3BOIMTEIS, YTO M PEATeHT.

1.45 Kanubpartop mTUnuaoB
(Lipids Calibrator unu
aHaJor)

- Kanubparop amns onpenenenus IMUUAO0B I KaTHOPOBKK METOLUKY
KOJIMYECTBEHHOT0 ONPENEeNeH sl TMIHIHbIX aHauTOB (xonectepuna JITIBIT,
xonectepur JIITHII, anomunonporenn Al, anonunonporens B) ¢ momors:o
ananuTHIeckod cucremer Mindray ( cepum BS-240 Pro, BS-430, BS-600M)

- @acoBka He MeHee 5 (IakoHOB 1o He MeHee 1 Ma B 1 ymakoske;

- Ilpennaraemelii kKanuGpaTop TOWKEH OBITH COBMECTHM C IIPEAJIAraeMbIMH
pearentamu xosnecrepuna JIIIBII, xonecrepuna JITHIT

- lIpennaraeMplii kanubpaTop DOKeH OBITh TOTO IIPOU3BOIMTENS, YTO U PEAreHT.

1.46.Kanubparop
Tpanceppuna (TRF
calibrator wnu aHanor)

- Kaymbparop TpaHcheppuHa HCOMb3yeTes M1 KaTHOpOBKH METONUKI
KOJIMYECTBEHHOrO ONPENSIEHNS TpaHcGepprHa ¢ MOMOIIBI0 aHaTHTHYECKON
cuctembl Mindray ( cepun BS-240 Pro, BS-430, BS-600M)

- GacoBKa He MeHee 5 ypoBHe# 1Mo He MeHee 1 MJI B 1 yIaKOBKE;

- IIpeanaraemelii kanubpatop AOKEH ObITH COBMECTHM C IIPEATaraeMbIM
peareHToM TpaHc(eppyrH;




- IlpepnaraeMplii kanuOpaTop JOKEH OBITh TOTO IPOU3BOAMTENL, UTO U PEareHT.

1.47 KnuHUKO-XAIMUYECKHUHI
MYJBTH KOHTPOJb (YPOBEHB
1) (ClinChem Multi Control
(level 1) nnu anasor)

- Kourponsusiit MaTepuan (HopMa) Ha OCHOBE YETIOBEUECKOH CHIBOPOTKHL IS
KOHTpOJIS Ka4eCTBa M3MEPeHHs PyTHHHBIX OHOXUMUYECKHIX aHaU30B B
H3MepuTensHex cucreMax Mindray ( cepun BS-240 Pro, BS-430, BS-600M)

- ®acoBka HE MeHee 6 (IIaKOHOB 110 He MeHee 5 MJI B | yIakoBke;

- Artecranus Ha IpefjaraeMble peareHThsi: AcnaptatamuHoTpancdepasza (ACT),
AnanunnamuroTpanchepaza (AJIT), bunupybun obumit, bunupybun npsMoit,
O6mwit 6enox, JIAT, ModyeBuHa, MoueBast KucIoTa, Mukpoans0ymuH, [ 1roko3a,
Kpeatunkunnaza, Kpeatunkuaaza-MB, Marauii, Kansnuit, XKeneso, Oepputus,
O6mwmit xonecrepun, Xosnectepun-JITIBIIL, Xonecrepun-JIIIHII, Kpeatunun, o-
ammiasa, [enoynas ocdarasa, Ansbymun, ITTII, Tpurnunepuns:, Kanui,
Hatpuit, Xnopunsl, ®ocdop, CPb, ACO, Tpancheppun, Jlunaza, HOKCC,
XKeneso.

- IIpennaraeMblii KOHTPOIBHBIM MaTepral NOJKEH OBITh COBMECTUM C
npearaeMbiMy pearentamu Acnapratamunotpancdepasa (ACT),
Anannnamunotpancdepasa (AJIT), bunupybun obumwii, bumupyOus npsaMoi,
O6muit 6enok, JIIT, Mouernna, Modepas kucnota, Muxpoans0ymus, [ moxo3a,
Kpearunkunasa, Kpeatunkunaza-MB, Maruuit, Kansiui, JKenezo, Oeppurus,
O6mwmit xonecrepun, Xonectepun-JIIIBIL Xonectepun-JITTHII, Kpeatunun, o-
amunaza, llenouynas gocdaraza, Ansbymun, I TTIL, Tpurmunepuasl, Kanuii,
Hatpuit, Xnopugsi, @ocdop, CPb, ACO, Tpancheppun, Junaza, HXXCC,
XKenezo.

- IlpeanaraeMslif KOHTPONBHBIM MaTepHal HOJDKHBI OBITH TOTO JKe
TIPOM3BOJUTEIS, YTO U PEareHt.

1.48 KIMHUKO-XUMUYECKUHI
MYJIBTH KOHTPOJb (YPOBEHb
2) (ClinChem Multi Control
(level 2) unu anHazor)

- KorTponpHeIil Matepual (IIaTONOTHs) Ha OCHOBE YENOBEUECKOl CHIBOPOTKH IS
KOHTPOJIS Ka4eCcTBa U3MEPEHHS PyTHHHBIX OHOXUMUUECKUX aHAIH30B B
H3MePHTENbHRIX crcTeMax Mindray ( cepuu BS-240 Pro, BS-430, BS-600M)

- ®acopka He MeHee 6 (ITaKOHOB 110 HE MEHee 5 MJI B 1 yIIaKOBKE;

- ATTectanus Ha npejuiaraeMble peareHTsl: AcnapratamMuHorpancdepasa (ACT),
AnanunamuHotpanchepasa (AJIT), bunupybun oOmuit, bumipyoun npsmoi,
O6muit 6enok, JIIT, MoueBuHa, MoueBas kucnora, Mukpoans0ymus, I roko3a,
Kpeatunkxunasza, Kpearnnkunasa-MB, Maruuit, Kansuuit, Xenezo, @epputu,
O6mwmii xonectepun, Xonectepun-JIIIBIIL, Xonecrepun-JITTHIL Kpearunus, o-
amunasa, Hlenounas gocharaza, AnsOymus, [T T, Tpurnunepums:, Kanuit,
Harpwuit, Xmopumer, ®ocdop, CPb, ACO, Tpancheppun, Jlunaza, HXKCC,
Keneso.

- [lpennaraeMpli KOHTPONBHBIM MaTepuas I0KeH OBITh COBMECTHM C
npeJaraeMpiMy pearentamu AcriapraraMusoTpanchepasza (ACT),
Anannnamunotpanchepasa (AJIT), bunmupybrn obmuit, Bunupy6us npsaMoi,
O06ummit 6enox, JI/II, Mouepunsa, Mouesas xucnota, Muxpoansbymun, I oko3a,
Kpeatunxunasa, Kpearuaxunaza-MB, Marauit, Kansunit, XKenezo, ®epputusy,
O6umit xonecrepus, Xonectepun-JIIIBII, Xonecrepun-JIITHIIL, Kpeatunus, o-
amunasa, llenounas dpocdaraza, Ansbymun, I'TTII, Tpurmuuepunmsr, Kanuit,
Harputt, Xnopunst, ®ochop, CPE, ACO, Tpancdeppun, JInnaza, HOKCC,
Keneso.

- [penmaraeMpiif KOHTPONBHBIH MaTepUall HOJDKHLI OBITH TOIO XKe
NPOU3BOJUTENS, UTO M PEAreHT

1.49. Konrpons HbAlc -
HOpMAaJBHBEIN YPOBEHB
(HbA1lc Control N unu
aHanor)

- HopManswenii koutposis HbAlc ucronp3yercs Ui KOHTPOIA KauecTsa
UcCIeOBaHIH TTTMKAPOBAHHOTO FeMOTTIO0WHA B U3MEPUTENBHBIX CHCTEMAX
Mindray ( cepun BS-240 Pro, BS-430, BS-600M)

1 paboThI KIMHIYECKOH abopaTopyi;

- ®acoBka He MeHee 4 GyiakoHOB 110 He MeHee | M B 1 ymakoske;

- IIpennaraeMplil KOETPONBHEI MaTepHan JOIDKEH OBITH COBMECTHM C
IpeAyiaraeMbIMA peareHTaMy MNTHKUPOBaHHOTO reMoriobrHa;

- Ilpennaraemslit KOHTPOABHBIH MaTepHail JOKHEI OBITH TOTO XKe




HPOU3BOAUTENA, UTO H PCAICHT.

1.50.Kontpons HbAlc -
NaToJIOTUYECKHUH ypOBEHD
(HbAlc Control P unu
aHaJjor)

ITatonornueckuit KoHTpoab HbAlc ucmomns3yercs 11 KOHTPOIS KadyecTsa
MCCIIENOBAHVH TIMKHPOBAHHOTO M'eMOrI00KHa B H3MEPUTENbHAIX CHCTEMaX
Mindray ( cepun BS-240 Pro, BS-430, BS-600M)

1 paboThl KITMHUYECKOH 1abopaTopuu;

- ®acoBka He MeHee 4 §1akoHOB 10 HE MeHee | M B 1 ynakoBke;

- [IpennaraeMplii KOHTPOIBHBIN MaTepral JODKEH OBITh COBMECTHM C
npejylaraeMbIME peareHTaMy MUKIPOBaHHOrO reMorio0uHa;

- Ilpennaraembiif KOHTPONBHBII MaTepyal JOJDKHBI OBITh TOTO e
TIPOMU3BOMUTEINS, UTO U PEareHT.

1.51. Tpo¥iHO# KOHTpPONb
ASO/CRP/RF
(ASO/CRP/RF Triple
Control nnu agaor)

KoHTponbHas ChIBOPOTKA PEBMATH3M Ha OCHOBE YEJIOBEUECKON CHIBOPOTKHI
UCIIOJIB3YETCS ISt KOHTPOJI KayecTBa KOIUIEeCTBEHHOIO ONpeaeaeH s
pPEeBMATHYUECKHUX aHANHTOB Ha M3MEPUTENbHBIX cucTeMax Mindray ( cepuu BS-240
Pro, BS-430, BS-600M)

- ®acoska He Mexee 2 ypoBH4 1o 3 ¢iraxona mo He meHee 1 M B 1 yriakoBke;

-- IIpeninaraeMbiil KOHTPONBHEIH MaTepHal ZOJDKEH ObITh COBMECTHM C
NpefyiaraeMbIMH peareHTaMi peBMaTouIHbIHN (akTop, aHTucTpentonusul, CPB;

- [TpepnaraeMeli KOHTPOJIBHBIA MaTEPHali HOJDKHEI ObITH TOTO XKe
TIPOM3BOIMTENS, YTO W PEArcHr.

1.52 Kontpons nucratusa C
(Cystatin C Control uma
aHaJior)

Kontponpnas ceiBopoTka nrcTatiHa C Ha OCHOBE HEJIOBEUECKOH CHIBOPOTKH
HCTIONB3YETCs I KOHTPOIS KadecTBa aHanu3a HUCTaTHHE C Ha H3MEPUTENBHBIX
cucremax Mindray ( cepum BS-240 Pro, BS-430,-BS-600M)

- ®acoBka He MeHee 2 ypoBHeii 1o 3 duakoHa o He MeHee | M B | yIakoBke;

- IIpemmaraemprit KOHTPOJBHEI MaTepyan NOKEH OBITH COBMECTUM C
npeAnaraeMbIMU peareHTamu nuctatud C;

- IlpenmaraeMbili KOHTPOJIBHBIN MaTepUail FOIDKHEI OBITH TOTO Ke
IPOX3BOHUTEINS, YTO U PEAreHT.

1.53.Kontpoas D-gumepa
(D-Dimer control nmm
aHajor)

KonTtpons D-1uMepa HCIONB3yeTCs IIPH KOHTPOJIE KadecTBa onpefenenus D-
JMepa ITyTeM MOHUTOPHHTa TOYHOCTH aHaJUTHIEeCKoi cuctemsl Mindray (
cepuu BS-240 Pro, BS-430, BS-600M)

v paboThl kmmHUYeckol nabopaTopui;

- ®acoBka He MeHee 2 ypoBHel 110 He MeHee 0,5 M B 1 ymakoske;

- IlpennaraeMblid KOHTPOJIBHBINA MaTeprall JOIDKEeH OBITH COBMECTHM C
TpeAnaraeMbIMU pearentamu D-mimMepa;

- Ilpennaraemblil KOHTPONBHBIA MATEPHAI NOIDKHEL OBITH TOTO XKe
IPOM3BOIUTENS, YTO U PEAareHT

1.54.KonTpons
MukpoansOymuHa (MALB
control miu aHamnor)

KonTtposs MuKpoais0yMIHA UCHIONB3YETCs I KOHTPOILS KaYecTBa
KOJNMYECTBEHHOI0 Onpeesenus ananmuToB Muxkpoansbymura (MALB) B Moue
WY cIMEHOMO3roBol sxunkoctr (CMIK) yenoBeka myTeM MOHUTOPUHTA
TOYHOCTH U NPEIU3HOHHOCTH XUMHUYIECKUX aHanu3aTopos Mindray ( cepuu BS-
240 Pro, BS-430, BS-600M)

U aHANUTHYECKOM KOMIIETEHTHOCTH KIUHUYIECKOH nabopaTopuw;

- ®acoBka He MeHee 1 ypoBHS 110 He MeHee 1 Mii B 1 ymakoBke;

- IlpennaraeMelii KOHTPOIBHBIN MaTepHaN TOKEH OBITH COBMECTHM C
TIpeJJiaraeMbIMH pPeareHTaMu MEKPOaTOyMuHa;

- Ilpennaraemblit KOHTPOJIBHBII MaTepyal NOJLKHB! OBITH TOTO XKe
TIPOM3BOIUTENS, UTO U peareHr.

2.6 JloT 2: DaeKkTpobl, MPOMBIBOYHBIE PACTBOPHI, pacxoiuble MaTepuaist st ISE moxyns aas
aBTOMATHYECKHX OHOXNMHYECKHX aHATH3aTopoB cepun BS-430, BS-600M, npouzsoacTsa Mindray Bio-
Medical Electronics Co., Ltd., Kuraii

2.1.9nexrpon K

- Ilpennaznaden 1y npuMeHeHus Ha aHanuzaropax Mindray BS-430, BS-600M,;
- MloHOCeNeKTHBHBIN SIIEKTPOX i1 ONPEECIIEHHS HOHOB KaJIMA NPAMBIM METOLOM;
- JvanaszoH U3MepeHuit B cbIBOpOTKeE OT 1 10 8§ MMOJE/T,




2

2.2nextpog Cl

- IlpennasHaden mjis IpAMEeHEHH Ha agam3aropax Mindray BS-430, BS-600M;
- MloHoCeneKTHBHBIH 3I€KTPOL 1Sl OTIPEeNEICHHS XIOPHI-HOHOB IIPSIMbIM
METOZOM;

- Jnanazon u3Meperuil B ceiBopoTke oT S0 1o 150 MMors/m;

2

3.9nextpon Na

Ilpennasnaden [ig npuMeHeHNs Ha aHanu3artopax Mindray BS-430, BS-600M;
- VloHOCENneKTUBHBIN SNEKTPOA AT ONPEAENEHNS HOHOB HATPHUS IPAMBIM
METOLOM;

- dwariazoH u3Meperuil B ceiBopoTke 0T 100 mo 200 MMons/m;

- ComocTaBuMOCTSD MPEJiaracMbIX peareHTOB U PACKOHBIX MaTepHalioB
aBTOMAaTH4eCcKOro OHoXuMHUecKoro anannsaropa BS-430, BS-600M
nipon3BozicTRa Mindray jomkHa OBITh HOATBEPKICHA JOKYMEHTAIBHO

2.4 .PedepeHCHBIN 3NEKTPOL,

Ilpenrassaden nis NpUMeHEeHUs Ha aHaimm3aropax Mindray BS-430, BS-600M;
- ComocTaBUMOCT NTpEIaraeMbIX PEareHToB ¥ PACXOJHBIX MaTePUaNiOB
ABTOMATHYECKOr0 OMOXHMHYECKOro aHanuzaropa BS-430, BS-600M
npon3BofcTea Mindray nomxkHa ObITh TOATBEPXKASHA TOKYMEHTAIBHO.

2.5.Habop pearentos ISE

IpennazHadeH Ais npuMeHeHUs Ha aHanmu3atopax Mindray BS-430, BS-600M.
Pearenr mns usmepenns xonnentpaunn kamus (K+), sarpus (Na+) u xnopa (Cl-) B
CBIBOPOTKE, HIIa3Me UM MOUE YETIOBEKa;

- Cocras Habopa : bydepa A — He meHee 460 mu, Bydepa b — He Menee 360 Mmu;

- ComocTaBUMOCTS [IPEATIaraeMblxX PeareHToB | PacXOJHbIX MaTepHaIoR
aBTOMATHIECKOTO OMOXMMHUYECKOTo anaimuzaropa BS-430, BS-600M
npon3BoacTBa Mindray momkHa OBITh MOATBEPKICHA TOKYMEHTAIBHO.

2.6.0uyMiaromui pacTBop

ISE

IIpennaznaven At NpUMEeHEHHS Ha aganu3aropax Mindray BS-430, BS-600M.
PacTBop 11 OUNCTKE peakLMOHHOM cucTeMbl MOIyIs ISE;

- AXTHBHBII KOMIIOHEHT pacTBopa — ITIAB, aHTHCENTHYIECKHH KOMIIOHEHT;

- ConocTaBUMOCTD NpEANaraeMbIX peareéHTOB U PACXOIHBIX MATEPHATIOB
aBTOMATHUIECKOTO OMoXMMHUIecKoro anamzaropa BS-430, BS-600M
npom3BoacTea Mindray nommkha GBITE TOATBEPKICHA TOKYMEHTAILHO.

-O6BEM ynakoBku He MeHee 50 mn

2.7.YucTsmumii pacTBOp LI
Na anextpona (Na Clean

WJIM aHAaJor)

TlpennasHaveH 475 NpUMeHEHUS Ha aHanu3aTopaX Mindray BS-430, BS-600M.
PacTBop [ns yraneHus KUPOBLIX U OEITKOBBIX KOMIIOHEHTOB, alcopOHpOBatHbIX
Ha TIOBEPXHOCTH HATPUEBOTro snekTpona Monyns ISE;

- AKTHBHBI! KOMIIOHEHT PacTBopa — GTOPHI aMMOHHS;

- ComocTaBUMOCTD TIpeAJIaraeMEIX PEarcHTOB M PACXOXHBIX MATEPHANIOR
ABTOMATHYECKOT0 OMOXUMHUtIECKoro ananuzaTopa BS-430, BS-600M
mpousBojicTBa Mindray moJpkHa OBITH TOATBEPKIEHA TOKYMEHTATBHO.

-O05EM YIaKOBKH He MeHee 15 M

2.7.JIot 3: DnekTpoALl, MPOMBIBOYHBIE PACTBOPLI, pacXoaHbIe MaTepHas! LIt ISE monyns noasa
aBTOMATH4YeCKOro 0MoXuMuYecKkoro anananzatopa cepuu BS-240 pro, npousBoactea Mindray Bio-Medical

Electronics Co., Ltd., KuTaii

U2

.1.9nexrpon K

-IIpennasnaven i npuMeHeHUs Ha aHanuzatopax Mindray BS-240 PRO;
- MloBOCENeKTHBHBIHN SMEKTPOA AN OIPENeNIeH s HIOHOB KaNHsl IIPSIMBIM
METOAOM,

- lnanazon uamepennii B cerBopoTke oT 1 10 10 MMOIB/It;

(U8

.2.9nextpox Cl

-IlpenHaznaueH M1 IpUMEHEHHS Ha aHanmmu3aTopax Mindray BS-240 PRO;
- VlorocenexTUBHBIN 3NeKTPO [ OMPENENeHHs XIOPHUA-HOHOB IPSMbIM
METOIOM;

- [nanazon uzmepenuit B ceiopotke oT 50 1o 150 MMons/x;

(U8

3.0nextpon Na

- Ilpennasnaven st IpuMeHeHns Ha aHanmu3atopax Mindray BS-240 PRO;
- MoHOoCeneKTHBHBI] 37€KTPOX TSI OTIPEASIEHNS HOHOB HATPHS NPAMBIM
METOIOM;




- Jluanaszon usmepenuit B ceiBopotke oT 100 1o 200 MMomb/i;

3.4.PedepeHcHblil 35IEKTPOL,

IpennasHayen aiis NpuMeHeHHs Ha aHanu3aTopax Mindray BS-240 PRO;

3.5.Hab6op pearenrtos [SE

- ITpenHasHaueH 1 IPUMEHEHHs Ha ananu3aropax Mindray BS-240 PRO.

- Pearenr nus u3Meperwst KonuenTpanuy kanus (K-+), natpus (Nat) u xjopa
(Cl-) B coIBOpOTKE, TIIa3Me WIIE MOYe UENIOBEKa;

- Cocras Habopa : Kamubpanra A se meree 520 mu, Kanubpanra B He MeHee
190 mm;

3.6.HaGop npoMBIBOYHOIO
pactBopa g ISE monyins

- TlpenHasHayeH A7 MpUMEHEHUS Ha aHanu3aropax Mindray BS-240 PRO.
- PacTBOp 11 OYMCTKY pPEakIHOHHOM cHCTeMbl MOIyns ISE;

- AKTHUBHEIY KOMIIOHEHT PacTBOpa — NENCHH, aHTUCENTHIECKUH KOMIIOHEHT;
- O6péM Habopa He MeHee 50 M

2.8.JIot 4: Pacxoanbie MATEPHAJbI JJIsi GHOXHMHYECKHX aHAIu3aTOpoB cepuu BS-240 Pro, BS-430, BS-600M,
npoussogcrsa Mindray Bio-Medical Electronics Co., Ltd., Kurai

4.2 ereprent CD 80

- IIpenHasHadeH Ui OYUCTKU 30HAOB IIPO6 M peareHToB, MUKCEPOB ¥ KIOBET
OHOXHMMYECKOrO aHANK3aTOPa IPOU3BOACTBA KoMIauuu Mindray ( cepuu
BS-240 Pro, BS-430, BS-600M) ‘

- KoHIleHTpHpOBAHHOE KUIKOE YUCTAIIEE CPEACTBO, cotepxariee ITAB,
HIENOYHOe

- O0BpéM yrakoBKH He MeHee 1 JHTpa

4.3.0uucTUTenb 30HIa

- AKTUBHBII KOMIIOHEHT PacTBOpPa — FHIIOXIIOPUT HATPHS,
- O0béM yriakoBky He MeHee 50 MIT

2.9.Jlot 5: PacxoqHble MaTepHAJIbI AJ151 GHOXHMUYECKUX aHAJU3aTOpoB cepuu BS-240 Pro, BS-430, BS-600M,
npousBoacTa Mindray Bio-Medical Electronics Co., Ltd., Kurai

5.1.PeaxiiioHHEIE KIOBETHI

- MHoropazoBsle KIOBETHl AJ1 HCIIONB30BaHMA Ha aHamuzarope Mindray
cepuuBS-240pro,BS-430,BS-600M)
-Kaxnmeii cerMeHT KIOBeT HOKEH cocrogth H3 10 kroBmer.
-B ymakoBke He MeHee 8 CETMEHTOB.

3. TpeGoBanusi, peIbsABIsIEMble K Ka4eCTBY TOBapa, FapaHTUHHOMY CpOKY (TOJHOCTH, CTEPUIIBHOCTH)
COIJIaCHO JOKYMEHTaM OpraHu3aTopa.




