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UHCT{iKuiAs 6 #EHEHUI0
HaGopa peare: 1iisi onpeaenexHns
BuoxMmMmnyeckux napameTpoB:
FMuKnpoBaHHbIN reMOrnoouH hepMeHTaTUBHbLIM

MeToA4oOM

KnuHnyeckoe 3Ha4yeHue:

HbA1c obpasyetca B pesynbrate HeepMEHTaTUBHOIO rnuKonusa
cBobofHbIX amuHorpynn Ha N-koHuax B-uenu remornobuHa AO. [miokosa
cBfid3aHa C remMornobvHoM B 3puTpouuTax B TeYeHUEe BCEro MX XWU3HEHHOro
umkna, noatomy yposeHb HbA1C nponopumoHaneH CoaepXaHWuo FMioKo3bl B
KPOBU U SIBMSIETCS NokasaterieM CPefHEeCYTOYHOW KOHLEHTpauWW rMoKo3bl B
KpOBW 3a ABa npepwecTByloWwnx mecaua. Moatomy onpepeneHne HbA1c
cuATaeTCsl BaXHbIM  AMArHOCTUYECKMM WMHCTPYMEHTOM B MOHWUTOPUHIe
KOHTPOMS neveHuns y 6onbHbIX AnabeToMm.

MpuHUKun meTopa:

MpsiMoii  MeTon onpedeneHuss rnUKMpoBaHHoro remornobuHa HbA1c.
MpenBaputensHo obpasel, NU3MPYIOT W YCTPaHSAIT UHTepdepupylowmne
akTopbl. MoaroToBneHHbIN 0bpaseL, KpoBM NoABepraeTcs AeNCTBUIO NpoTeas,
B pesynbTaTte KOTOporo w3 06eTa-uenen rMMKMPOBAHHOIO remMornobuHa
ocBoboOXAaeTcs aMUHOKWCIIOTa BanuH. [MUKMPOBaHHbLIM BanuH sBNsieTcs
cybcTpaTom ans cneundunyeckon pekoMobrHaTHON PYKTO3UNBaNMHOKCHAasb!
(FVO), koTopasi paciiennsieT N-koHUeBble rpynnbl BanuMHa ¢ obpasoBaHnem
nepekvcu Bogopoaa.

KoHueHTpaums nepekucu Bogopoaa npsiMonponopuuoHanbHa
KOHLeHTpauuy rmuKupoBaHHoOro remornobuHa B obpasue v onpepensertcs
OTOMETPUYECKN OTHOCUTENBHO KannbpoBOYHON KPMBOW.

Hab6op npeaHasHaveH ans Mcnonb3oBaHus Ha PYUHBbIX,
nonyaBTOMaTUYECKNX U aBTOMaTUYECKMX BMOXMMUYECKMX aHanM3aTopax.

CocTtaB HabopoB*:

PeareHT PeareHT

1a 1b

Bydep Bydep FVO CHES-

MpoTteasa KoHcepBaHT Mepokcupasa Bydep
KoHcepBaHT KoHcepBaHT DetepreHt
KoHcepBaHT

T

Kann6paTtopsl
/ KOHTpOnn **
KoHueHTpauus
kanubpaTopoB
/ KoHTpOnen
yKasaHa Ha
9TUKETKE
Hanuuue un
obbem B
Habope no
XenaHuo
3aKasyumka
Hanuuue un
obbem B
Habope no
XenaHuo
3akKasyuka
Hanuuue un
obbem B
Habope no
XenaHuo
3aKasyuka

PeareHT 2 PeareHT 3

18 mn 7,5mMn 11 mn 32 mn

35 mn 15 mn 22 mn 64 mn

70 mn 30 mn 44 mn 128 mn

PeareHT 2 n PeareHT 3 rotoBbl K NpyMeHeHno. PnakoHbl XpaHUTb B TEMHOM
MecTe npu Temnepatype ot 2°C go 8°C.

Heeackpbimbie: cTabunbHbl O OKOHYaHWSI CPOKa FOAHOCTH

lMocne eckpbimusi: cTabunbHbl B Te4eHre 1 mecsiua.

Onsi npurotoBnexnnss PeareHta 1 Heobxogumo cmewatb PeareHT 1a wu
PeareHT 1b B cooTHOLWEHWUN 7:3.

Mepen npvmeHeHneM roToBblii PeareHT 1 gorkeH ObITb BhlaepxaH 24 Yaca
npu Temnepatype ot 2°C go 8°C. PeareHTbl He 3aMOpaXuBaTb.

Ha 6opmy aHanusamopa peazeHmsbi: cTabunbHbl B TeyeHne 2 Heaenb npu
Temnepatype ot 2°C go 8°C.

Ana npurotoBneHnss KanubpatopoB v KoHTponen rnMKMpOBaHHOIO
remornobvHa B Kaxabli (bnakoH [o6aBuTb Heobxogumoe KOnM4ecTBO
[eVNOHN3MPOBaHHOWM BOAbI, COrMacHO MHMOPMaLUMKM yKa3aHHOW Ha STUKEeTKe.
AKKypaTHO nepemellVBaTb OO0 MOJIHOMO PacTBOPeHWUs B TeyeHue 10 MUHYT.
CT1abunbHOCTb KanubpaTopoB M KOHTPOMEW [NMKUPOBAHHOTO remornobuHa
nocne BoccTaHoBneHuss — 14 aHeit npu Temnepatype ot 2°C pgo 8°C. He
[[onyckaTtb BO3eNCTBIUSA NPSIMOro COMHEYHOro CBeTa.

anISHaKVI HenpurogHoCTUu peareHTOB ANdA NPUMEeHeHUs:

- HEMPOXOXAEHWNE KOHTPOMS KauecTBa.

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, Bxogsiwmne B coctaB Habopa, npegHasHayeHbl TOMbKO Ans
[OMarHoCTuKM in vitro. He npuHumMamp 6 Hympsb.

Kanubpatop ¥ KOHTPOMb [NMKMPOBAHHOrO remornobvHa npeactaensier
coboli LienbHy NMouNn3MpoBaHHYlo KPOBb YerioBeka, koTopasi npoBepeHa
Ha otcyTcTBue HBsAg, HCV, antuten k BUY (1/2). OgHako npu paboTe ¢ Humm
HeobxoanMo o6pallaTbCs Kak ¢ MOTEHLMAaNbHO ONacHbIMU BeLLecTBaMu.

Mpu pa6ote ¢ HaGopamu peareHTOB criegyeT MPUMEHsITb CpeacTsa
VHAVBUAYanbHON 3aWwunTb B COOTBETCTBUM c OencTBytoLmniA
3akoHofdaTensctBoM Pecny6nvkn Benapyck. [donyckaloTcsi kK NpUMEHeHWIo
nepyaTkv MeAuLMHCKUe OJHOPa3oBble U XanaTbl MeauuMHCKVe, oTBevatoLne
pevcrylowmm THIMA Pecnybnukn bBenapycb M umeiowmne [OOKYMEHTbI,
noaTeepxaaroLLme kayecTBo M 6e3onacHoOCTb B 06racT NpyMeHeHus.

Mpn pabote c Habopamu cnegyeT cobnogatb npaBuna  TEXHUKK
6e3onacHOCT B COOTBETCTBMM C [AEUCTBYIOLWMIA  3aKOHOAATENbCTBOM
Pecnybnuku Benapychb.

YTunusaumsi He MCNonb3oBaHHbIX NGO C WCTEKWMM CPOKOM TFOAHOCTM
peareHToB MPOXOAWUT B COOTBETCTBUMM C AEMCTBYIOLIMIA 3aKOHOAATENBbCTBOM
Pecnybnuku Benapyceb.

O6pas3subl, UX CTaBUMNBLHOCTbL U NOArOTOBKA K aHanu3y:

LlenbHyto BeHO3Hyto kpoBb cobupatoT B npobupky ¢ OATA, cobniogas
acentuyeckue ycrosusi. Obpasubl cTabunbHbl 14 gHen npu TemnepaTtype ot
2°C po 8°C.

Mepen nogrotoBkol obpasua k aHanu3y ero TaTenbHO pecycneHanpyoT
nyTem akkypaTHOro nepeBopauyvBaHus (5-TukpaTHoro) npobupku. TovHOCTb
aHanusa 3aBMCWT OT TLLATENbHOCTM pecycrneHavpoBaHus. 3aTem obpasel
reMonusnpyoT criedyowmnm obpasom:

1. MnactvkoBble WNWM  CTeKNsHHble NPOBMPKM  MOANUCHLIBAIOTCA:
KkanubpaTop, KOHTPOSIb, NALMEHT U T.4.

2. B kaxayto npobupky BHocAT no 0,25 mn PearexTa 3.

3. 0,020 mn xopowo nepemMelleHHOro obpa3ua BHOCAT B

COOTBETCTBYIOLE MOANUCaHHYy0 Npobupky ¢ Pearentom 3. MepemelunBaioT
nMnNeTKow, He Aonyckas BCNeHNBaHUS.

4. OcTaBnsoT NpobupKN Npu KOMHATHON Temnepatype Ha 10 MUHYT
WK [0 BM3yaribHO 3aMeTHOro remMonusa.

FemonuavpoBaHHbIn  0bpasey, ctabuneH 4 daca npu  KOMHaTHOM
Temneparype.

KoHmponu u kanubpamopbl O00/mKHbI 6bimb 2emMonu3uposaHbl nepeod
aHanusom, kak u obpaseu.

MeToauka ans
aHanNu3aTopoB.

PY4HbIX n noslyaBToMmaTu4yeckux

*

- o6beM peazeHmMo8 80 (brlakOHE U KO/IUYecmeo (briakoHO8 MOXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHGhopmauusi O KamasloXHOM HOMepe U Komniaekmauuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuro  3akasyuka Habop Mmoxem rocmaenamscsi  6e3
Kanubpo8oyHO20 U KOHMPOSIbHO20 Mamepuarna.

MoaroToBka peareHToB K NPUMEeHeHUo U uxX CTabunbHOCTL:

Heo6xopnmoe, HO He NpegocTaBnsiemoe ob6opyaoBaHue:

- CneKkTpohoTOMETP, NO3BOMSIOWNIA MPOBOAUTbL M3MEPEHUS MPWU ANUHE
BonHbl 700 HM W ANWHOW ONTUYecKOro Nyt 1 cMm, C TepMocTaTupyembiM
KHOBETHbIM OTAeNeHneM; 0o3aTopbl C HAKOHEYHUKaMU nepeMeHHOoro obbema oT
0,05 mn go 0,8 mn;

- CeKyHAOMep.
Xop aHanusa (py4Has meToauka):

YcrnoBusa npoBeeHUst aHanuaa:

- AnvHa BonHbl — 700 HM;

- ANHa onTu4eckoro Nyt — 1 cm;

- Temneparypa - 37°C;

PeareHTbl foBecTu Ao Temnepatypbl 37°C.

AHanusaTop oGHyNsIOT OTHOCUTENBHO AMCTUNIMPOBAHHOW BOAbI.

MakpomeToa NonymukpomeTon
PeareHT 1, Mn 0,80 0,40
Kanubpartop, mn/ O6paseu, mn 0,10 0,05
MepemelunBatoT 1 MHKYBUPYIOT 5 MUHYT.
PeareHT 2, Mni [ 0,36 [ 0,18

MepemelunBaoT 1 U3MEPSIOT ONTUYECKYO NNOTHOCTL A1 poBHO Yepes 30
CeKyHA M ONTUYECKyto NNOTHOCTb A2 eLle Yyepe3 3 MUHYTLI nocrne AobaBneHns
PeareHTa 2.

Pe3ynbTaThl:

[nsa kaxagoro obpasLa paccunTbIBaOT U3MEHEHNEe ONTUYECKON NNOTHOCTH 3a
3 MuHyTbI: AA = (A2- A1).

KoHueHTpaumio rmmkupoBaHHoro remornobuHa (%) B obpasue HaxoasT no
KanubpoBoYHOW  KpuBOW.  Kaxablh M3 KanuBpOBOYHbLIX  pPacTBOPOB
[MIMKMPOBAHHOTO remorfniobuHa aHanuavpyeTtcsi, kak onucaHo Bblwe. [lo
pesynbTaTam aHanusa cTpouTcs KanubpoBouHasi kpuBasi. KoHueHTpauus
KaX4oro M3 KanubpaTopoB yka3aHa Ha 3TUKETKE U B COMPOBOAMTENbHbIX
[OKYMEHTax.

***AHaNUTM4YeCKne XxapakTepuCcTUKu:

YyecmeumenbHocms: He 6onee 3 %.

JluHeliHocmb: 3-16% (3aBUCUT OT KOHUEHTpauuu kanubpatopa, CM.
ATUKETKY W/MNv nacnopT ka4yecTsa).

To4HOCMB:

Bocnpoussognmoctb Bocnpoussognmoctb

BHYTpU cepum MexXcepuiHas

CpegHee (%) 57 10,3 57 10,3
SD 0,057 0,14 0,032 0,057
CV, % 1 0,7 1,8 1,8
n 10 10 10 10
Koppensiyus:

20 o6pasLoB ObINI0 NpoaHanu3npoBaHo C UcMonb3oBaHWeM Habopa peareHToB
ANa  onpeaeneHns rNUKMPOBAHHOMO remornobuHa depMeHTaTUBHBIM  MeTO40M
(npousBoacTBa «[lMaceHc») u ApyrMm HabopoM peareHToB, BHECEHHbIM B Peectp
CcpeacTB MeAULIMHCKOro HasHayeHus PB.

KoadpbdpmumeHT koppensaumm: 0,975.

***[laHHble nonyyeHbl NpU UCNonb3oBaHWKM aHanuaatopa Mindray cepun BS, ans
APYruX aHanvMa3aTopoB OHU MOTYT OTNNYaTLCS.

KoHTponb kavecTBa:

KoHTponb KayecTBa M3MepeHuii NPpoBOAUTCS C WUCMOMb30BAHNMEM KOHTPOMbHOrO
matepuana [AByx YpoBHeW. [lpu HenpoxXoXaeHWW KOHTponew npoBOAWUTCS
nepekanubposka. [locne nepekanubpoBkM criedyeT CHOBa MpOTECTUPOBaTb
KOHTponu. B criyuyae HempoXoXAeHWsi KOHTPONS KayecTBa nocne nepekanubpoBku,
Heo6GX0oAMMO MPOBEPUTL WCMPaBHOCTb aHanu3aTopa W Hanuune MpuU3HakoB
HEMNpUrogHOCTU peareHToB.

Kaxpas nabopaTopusi nNpOBOAWT KOHTPOMb KayecTBa COrMacHO CBOEN
YTBEPX/AEHHOW Cxeme.

PekomeHayem npuMeHATb ANA KOHTPONS KavyecTBa KOHTPOMbHLIA MaTtepuan,
BXOASILMIA B coctaB Habopa, wnu npoussoactBa Randox (BenukoGputaHusy),
Spinreact (VMicnanus), Cormay (Monblua) n Apyrux Npovu3BoauTENen.

PedepeHcHble 3HaYeHuUA (cornacHo pekomeHaauusam BO3, 2011r):

Hopwma: < 6 %.

Mpepanaben (Bblcokui puck pa3sutus): 6-6,4%.

"MuKkeMnyecknin KOHTponb: = 6,5 %.

WHTepdepeHuusn:

BunupybuH >872 wmkmonb/n, Tpurnuuepuabl > 25 Mmonb/n, ackopbuHosas
kucnota> 50 mr/gn.

KonupoBaHue u nepeaaya TpeTbUM nuuam 3anpelyeHbi!
Mo Bonpocam MeToanYecKo NOMOLUM U 3aKynku obpallatbes no TenedoHam:

8017-300-65-11; 8017-320-65-10
HeoTbemnemoit 4acTbio MHCTPYKLWI MO MPUMEHEHUIO ABMAIOTCA
afanTaluOHHbIe NPorpamMmmbl (METOAMKM) NO NPMMEHeHNIo Habopa
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A F10 N5/ MEHEeHUIo
Habopa peares+ic 5319 onpeaeneHus
6MoXuMmMYeCcKMx napameTpoB:
FMUuKNpoBaHHbIN reMorno6uH
MMMYHOTYpPOUANMETPUYECKUM METOAOM

KnuHunuyeckoe 3HauyeHue:

HbA1c obpasyeTcs B pedynbrate HehepMeHTaTUBHOTO rMmKonuaa cBoboaHbIX
amuHorpynn Ha N-koHuax B-uenu remornobuHa AO. [nioko3a cBsizaHa C
remorfiobMHOM B 3pUTPOLMTax B TEYEHUE BCEro WX XKM3HEHHOTO LMKIa, No3ToMy
ypoBeHb HbA1c nponopumoHaneH coep)KaHuio IoKo3bl B KPOBU U sIBNsieTCs
rnokasaTenemM CpegHECYTOYHOW KOHLEeHTpauuu [Moko3bl B KPOBM 3a [ABa
npegwecTsyownx Mecsua. Moatomy onpegeneHve HbA1c cuutaetcs BaxHbIM
[OMarHoCTUYECKUM MHCTPYMEHTOM B MOHWTOPUHIE KOHTPOMS NeveHus y GomnbHbIX
nnabeTom.

MpuHuun metopa:

OTo npsiMoVi MeTon OonpeaerieHus rvMKMpoBaHHoro remornobuHa HbA1c.
ArrnioTuHaums Habniopaetcs, korga HbA1c obpasua abcopbupyetcss Ha
NOBEPXHOCTW NAaTeKCHbIX 4YacTwul, rAe MNpoucXoauT peakuusi ¢ aHTu-HbA1c
(peakumsi TunNa «aHTUreH-aHTUTEno»). CTeneHb arrmoTVHaUWMKM 3aBUCUT OT
KOHLEHTpauuyM  rMUKUpOBaHHOrO remornobuHa B obpasue W Bbl3blBaeT
npornopumnoHanbHoe  U3MEHEeHUME  OMTUYECKOM  NMOTHOCTM.  KoHueHTpauwus
rMUKUpPOBaHHOrO remornobuHa B obpasue onpedensieTcsi POTOMETPUYECKM
OTHOCUTENBHO KanMbpPOBOYHOW KPUBOW.

Habop npeagHasHaveH Ans UCNonb30BaHUS HA PyYHbIX, MONyaBTOMATUYECKUX U
aBTOMaTUYECKMX BUOXMMUYECKUX aHanmn3aTopax.

CocTaB HabopoB*:
PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTpoOnu **
Bydep Bydep KoHueHTpauus
IaTekcHble MbILLIWHbIE KanubpaTopoB / KOHTpornew
YaCcTUYKM MOHOKIOHasbHble yKasaHa Ha aTukeTke.
KoHcepBaHT aHTUYenoBeYeckue-
HbA1c-aHTHTENa, KO3bY
aHTUMbIWKWHbIE 1gG
NOMUKMNOHanNbHbIE
aHTuTena
50 mn 10 mn Hanuuue n o6bem B Habope
N0 XenaHuio 3akasyuka
100 mn 20 mn Hanuuue n o6bem B Habope
N0 XenaHuio 3akasyuka
200 mn 40 mn Hanuuue n o6bem B Habope
N0 XenaHuio 3akasyuka
400 mn 80 mn Hanuune n o6bem B Habope
M0 XXeNnaHuio 3akasyuka

*

- obbem pea2eHmoe 80 (brlaKOHe U Konu4yecmeo hriakoHO8 MoxXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHchopmauyusi O KamarloXHOM HOMepe U KOoMmiaekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuto 3aKka3qyuka Habop Moxem nocmasnsamscs 6e3 kanubpoeoyHo2o
U KOHMPOIIbHO20 Mamepuarna.

Ob6bem peaceHmos 8 Habope Moxem uamMeHsimbCs. [10 XenaHuko 3akasyuka
Habop moxem nocmasnsamscsi 6e3 kanubpamopos, KoHmposeu.

MoproToBka peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTb:

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHN0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heesckpbimbie: cTabunbHbl 4O OKOHYaHWS CPOKa FOAHOCTYH

lMocne eckpbimusi: cTabunbHbl B TedeHne 1 mecsiua.

Ha 6opmy aHanuzamopa: ctabunbHbl B Te4eHne 1 mecsiua.

Mepen npuMeHeHWeM akkypaTHO nepemellaTb [0 OAHOPOAHOMO COCTOSHUS.

Ons npurotoBneHuss KanubpatopoB (kpome CALO) u  KoHntponen
[IIMKUPOBaHHOrO _remornobvHa B kaxabll cnakoH pobaeuTb Heobxodvmoe
KOJNMYECTBO [EVOHWU3NPOBAHHOW BOAbl. AKKypaTHO MepeMeELUMBaTh OO0 MOMHOMo
pacTtBopeHus B TedeHne 10 MuHyT. CTabunbHocTb KannbpaTopoB U KOHTponen
IMWKMPOBAHHOrO remorniobuHa nocne BOCCTaHOBMNeHWs — 14 pgHen npwu
Temnepatype ot 2°C go 8°C. He pgonyckaTb BO3[4eiCTBUSA MPSIMOrO COSNTHEYHOrO
cBeTa.

Mpu3Hak1M HeNpUrogHOCTU peareHToB ANsl NPUMEHEeHUs:
- HEMPOXOXKAEHWE KOHTPOMS KayecTsa.

MepbI NpPeaoCTOPOXHOCTH:

PeareHTbl, Bxogsilume B coctaB Habopa,
AvarHocTuku in vitro. He npuHumame eHympsb.

Kanubpatop 1 KOHTpOnb rMUKMPOBaHHOrO remornobuHa npegcraBnset cobow
LienbHYl0  NUOGUNN3NPOBAHHYIO KPOBb YenoBeka, KoTopas npoBepeHa Ha
otcytctBue HBsAg, HCV, antuten k BUY (1/2). OgHako npu pabote ¢ HUMK
Heobxoanmo obpaluaTbCsi Kak ¢ NoTeHUManbHO ONacHLIMU BellecTBaMu.

Mpn pabote c HaGopamu peareHTOB creayeT MPUMEHSTb CpeacTBa
MHOMBMOYaNbHON 3allMTbl B COOTBETCTBUM C AENCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycbk. [JonyckaloTcsi K NPUMEHEHWIO nepyaTku MeauuuHCKue
OfHOpa3oBble W XanaTbl MeAuUMHCKUe, oTBevawlwme aAencteyowmm THIMA
Pecny6nukn Benapycb 1 uMelolme [OKyMEHTbI, MOATBEPXAAOWME KayecTBO U
6e3onacHoCTb B 06n1acT NpUMeHeHust.

Mpwn paboTe ¢ Habopamu cnepyeT cobnogate NpaBuna TexHWkM 6esonacHocTu
B COOTBETCTBUM C AENCTBYIOLLMIA 3akoHoAaTenbCcTBOM Pecny6nvku Benapyce.

YTunusauuss He WCMOMb3OBaHHbIX NGO C WCTEKWMM CPOKOM FOAHOCTMW
peareHTOB MPOXOAUT B COOTBETCTBUM C [EWCTBYIOLIMIA 3aKOHOAATENbCTBOM
Pecny6nukun Benapyce.

npegHasHavyeHbl TONbKO AnA

O6pas3subl, UX CTaBMNBHOCTbL U NOArOTOBKA K aHanu3y:

LlenbHyto BeHO3Hyt0 kpoBb cobupaioT B npobupky c OATA, cobniogas
acenTnyeckme ycnosus. O6pasupl ctabunbHel 14 gHelt npu Temnepartype ot 2°C
0o 8°C.

Mepen noaroToBkoi obpasua k aHanmay ero TwaTenbHO PecycrneHAnpyloT
nyTemM akkypaTHOro mnepeBopaymBaHusi (5-TukpaTHOro) npobupkn. TOYHOCTb
aHanuWsa 3aBMCUT OT TLATeNbHOCTU pecycneHaupoBaHusi. 3atem obpasel
remMonusvpyioT criegytoLum obpasom:

1. TnacTvkoBble WNM CTeknsiHHble NPOBWPKM MNoAMMUCHIBAIOTCA: KanubpaTop,
KOHTPOMb, NaLMEHT U T.4.

2. B kaxgyto npobupky
ANCTUNNUPOBAHHOW BOAbI.

3. 0,020 mn xopowo nepemelleHHoro obpasua BHOCSAT B COOTBETCTBYHOLLE
noanucaHHyto npobupky ¢ Bofdow. MMepemelunBaloT NUNETKON, He Jonyckas
BCMEHNBaHMSI.

4. OcTtaBnsT Npobupkn Npu KOMHaTHOW TemnepaTtype Ha 10 MUHYT unu Ao
BU3yarnbHO 3aMeTHOro remonuaa.

emonuanpoBaHHbIii obpasel, ctabuneH 72 Yaca npu Temnepatype ot 2°C go
8°C.

KoHmponu u kanubpamopbl O0/mkHbI ObiMb  2eMonu3uposaHbl neped
aHanu3om, Kak u obpasey.

BHOCAT no 2 M AeMOHW30BaHHOM wnn

MeToguka Ans pyyYHbIX U NoflyaBTOMaTu4eCckux aHanM3aTopoB.

Heo6xoaumoe, Ho He npeaocTaBnsieMoe o6opyaoBaHue:

- CNekTpochoTOMETP, NO3BONALLNIA NPOBOANTL U3MEPEHUS NPU ASIVHE BOMHbI
700 HM W AnuHOW onTuyeckoro nMyTM 1 cm, C TepMOCTaTUpyeMbIM KIOBETHbIM
oTaeneHvem;

- 403aTopbl C HAKOHEeYHVKamMu nepemeHHoro o6bema ot 0,08 mn go 1,0 mm;

- CeKyHaomep.

Xop aHanu3sa (py4Hasa meTtoamka):

Ycnosus nposeAeHUs aHanmaa:

- ANVHAa BOIHbI — 660 HM;

- ANMHa onTuYeckoro Nyt — 1 cm;

- Temnepatypa - 37°C;

PeareHTbl goBectn go Temnepatypbl 37°C.

AHanusaTop 06HyNAT OTHOCUTENBHO ANCTUNMNPOBAHHO BOAbI.

MakpomeTtog MonymmkpomeTog
PeareHT 1, Mn 1,000 0,500
Kanubpatop, mn / 0,016 0,008
O6paseu,mn
MepemelunBaloT N MHKYOUPYIOT 2 MUHYT.
PeareHT 2, Mn 0,200 [ 0,100

MepemelunBaloT 1 M3MEPSIOT ONTUYECKYIO MNOTHOCTL A Yepe3 5 MUHYT nocne
nobaesneHuns PeareHTta 2.

Pe3ynbTaThl:

KoHueHTpaumio rmukupoBaHHoro remornobuHa (%) B obpasue HaxodsT no
KanubpoBOYHOW KpMBOW. Kaxabiii M3 kanMbpoBOYHbIX pacTBOPOB IMUKMPOBaHHOMO
remornobuHa aHanuavpyeTcs, kak onucaHo Bblwe. o pesynbTatam aHanusa
cTpouTcs kanubpoBouHasi kpuBasi. KOHLEHTpauusi kawaoro us kanubpaTopos
yKkasaHa Ha 3TuKeTKe W B CONPOBOANTENbHbIX OKYMEHTaX.

***AHaNUTM4YeCKne XxapakTepuCcTUKu:

YyecmeumenbHocms: He 6onee 0,1 %.

JluHetiHocmb: 0 - 15 % (3aBMCUT OT KOHLEHTpaLun kannbpartopa, CM. 3TUKETKY
n/vnu nacnopT KavecTsa).

To4HOCMbB:
BocnpowussoanmMocTb BocnpoussogumocTb
BHYTpY cepuu MeXxcepuiiHas
CpeaHee (%) 4,15 11,0 4,21 10,8
SD 0,090 0,206 0,079 0,296
CV, % 2,18 1,87 2,83 2,74
n 10 10 10 10
Koppensiyus:

20 obpa3LoB 6610 NpoaHanM3npoBaHo ¢ Ucrnonb3oBaHnem Habopa peareHToB
ONs onpeaeneHns rMmUKUPOBaHHOTO reMornobrHa (npoussoacTBa «[uaceHc») u
OpyrMM Habopom peareHToB, BHECEHHbIM B PeecTp cpeactB MeaMLMHCKOro
Ha3HaveHus Pb.

KoadhduumeHT koppensiuum: 0,988.

***[laHHble Nony4eHbl NpY UcnoNb30BaHUM aHanusaTopa Mindray cepuu BS, ans apyrux
aHanusaTopoB OHU MOTYT OTNNYaTbCA.

KOHTpOHb Ka4yecTBa:

KoHTponb kauecTBa M3MepPEHWI NPOBOAUTCS C UCMONb30BAHUEM KOHTPOMBHOMO
mMaTepvana [Byx YpOBHeW. [lpyv HENPOXOXOEHWU KOHTpOMNen MNpOBOAUTCS
nepekanubposka. [ocne nepekanubpoBkM cregyeT CHoBa MPOTECTMPOBaTb
KOHTpOMnU. B cnyyae HENPOXOXAEHWs! KOHTPOIS ka4ecTBa nocre nepekanubpoBku,
Heo6X0AMMO NPOBEPUTb UCMPaBHOCTb aHanusatopa W Hanuyve nNpuUsHakoB
HenpurogHOCTH peareHToB.

Kaxpass nabopaTtopusi npoBoauT
YTBEPXKAEHHOW CXeme.

PekomeHayem NpUMEHSITb ANSi KOHTPOIS KavyecTBa KOHTPONbHLIA MaTepwuarn,
BXOOSWMA B cocTaB Habopa, wunu npomsBoacTtBa Randox (Benvkobputanus),
Spinreact (Mcnanusi), Cormay (MonbLia) n ApyrMx npovu3sBoanTenei.

PedhepeHcHbIe 3Ha4YeHUs (cornacHo pekomeHgaumsim BO3, 2011r):

Hopwma: < 6 %.

Mpenavaben (Bbicokunii puck passnuTns): 6-6,4%.

MnkemMn4ecknin KoHTponb: = 6,5 %.

UHTepdepeHuusn:

Bunupy6uH >872 mkmonb/n, Tpurnuuepugabl > 25 mMmMonb/n, ackop6uHoBasi
kucnota> 50 mr/an.

KonupoBaHue u nepegaya TpeTbHM JHIAM 3aNpelieHbl!
Ilo BoOIpocaM MeTO)]lrl‘leCKOﬁ TOMOIIH H 3AKYIIKH OﬁpalllaTbCﬂ mo
Tesedonam: 8017-300-65-11; 8017-320-65-10

KOHTpOMb KayecTBa COMMacHoO CBOen

HeoTbemiieMoii 4acThbI0 HHCTPYKIMIA 110 IPHMEHEHHIO SIBJISIOTCS
aJanTalHOHHbIe NPOrpaMMbl (METOAHKH) 0 NPHMEHEHHI0 Hadopa
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Ha6opa peareHToB Ans onpeaeneHus
GMOXMMUYECKUX NapaMeTpPoB:
INoKo3a reKCOKUHa3HbIM MeTo40M

KnuHunuyeckoe 3HauyeHue:

Brnarogapsi OKWACMNEHWIO [TIIOKO3bl, KIeTKM Mony4valT Gonbluyl 4acTb
3HepruM. YpoBEHb [MIOKO3bl B KPOBW KOHTPONMPYETCH  HECKONMbKAMMU
ropMoHamu.  [MOBbILWEHHbI  YPOBEHb  [MIOKO3bl  SIBMSIETCS  TUMUYHBIM
nposiBNeHnem caxapHoro amabera. AHOMasbHbIN ypOBEHb [NOKO3bI (r1nep-
NGO FUMOrNMKEMUST) MOXET OblTb Takke Bbi3BaH 3a00OneBaHUsIMK MEYEHU,
LMTOBMOHOW >Kenesbl, HaAMOYEYHWKOB WM  OMyXOnbio MOAXKEeNyA0YHON
xenesbl.

[lnarHo3 He AOMKeH CTaBUTLCA HAa OCHOBaHWK ofdHoro Tecta. Heobxogumo
YUUTbIBaTb pe3ynbTaTbl APYrMX UCCNENOBAHWIN 1 KIMMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToAa:

OH3MMaTUYeCKUA METOA C TEeKCOKMHA30M W TNKO30-6-AernaporeHasom
(G6P-DH):

riokosa + AT® riaokosa — 6 — pochar + AP

G6P—DH
G6P + NADY —— 6 — ¢pocdorokonat + NADH + H*
Bospactanne koHueHTpauum NADH nponopuuoHansHO —coaepaHuto
rmoko3bl B 06pasLe.
Ha6op npegHasHaveH ans 1cnonb3oBaHus Ha PYYHBIX,
noslyaBTOMaTUYECKUX U aBTOMaTUYECKMX BUOXMMUYECKUX aHanu3aTopax.
CocTtaB HabopoB*:

reKCOKMHa3a
_

3a 30 MUHYT [0 NpYMeHeHust KoHTpons Bo dnakoH Ao6aBuTb Heobxoanmoe
KOMUYECTBO AENOHU3NPOBaHHON BOZbI, COrfNacHo MH(opMaLK yka3aHHON Ha
aTukeTke. CTabUnbHOCTL KOHTPOMS MOCre BOCCTaHOBMEHWs 8 4acoB npwu
Temnepatype ot 15°C go 25°C, 5 gHelt — npu Temnepatype ot 2°C go 8°C unu
1 mecsay - npu TemnepaTtype oT MuHyc 20°C. He ponyckaTb MOBTOPHOrO
3amopaxuBaHus-pasMopaxusaHus. M3beratb 3arpsasHeHns.

Mpu3Hakn HENPUrogHOCTU peareHTOB ANA NPUMEHEHUA:

- Hanu4ne YacTuL, UNu MyTHOCTY;

- onTu4yeckasi nnoTHocTb Paboyero peareHta npu 340 Hm = 0,300.

MepbI NpPeaoCTOPOXHOCTH:

PeareHTbl, BxoAslimMe B cocTaB Habopa, npefHasHayeHbl TONbKO Anst
AvarHocTuku in vitro. He npuHumame eHympsb.

Mpu pabote c HaGopamu peareHTOB criedyeT MpUMeHsTb CpeacTBa
MNHOMBMOYaNbHON 3aLnTbI B COOTBETCTBUU C  [peVicTBylOLNIA
3akoHopaTtenbctBoM Pecnybnukum Benapyck. [lonyckaloTcsi K NpUMEHEHWIo
nepyaTku MeauLMHCKUE OQHOPa3oBble U XanaTbl MeauLMHCK1e, oTBevatoLime
pencreyowmm THIMA Pecny6nukn bBenapycb u umelolwmMe [OOKYMEHTbI,
noaTeepxaatoLLme kayecTBo 1 6e30nacHOCTb B 06nacT NpuMeHeHus.

Mpn pabote c Habopamu cnegyeT cobnogatb nNpaBuna TEXHWUKW
6e3onacHOCTM B COOTBETCTBMM C  [EWCTBYIOWMA  3aKOHOAATENbCTBOM
Pecnybnukn Benapyce.

YTunusaums He WCMONb3OBaHHbIX NGO C UCTEKWMM CPOKOM FOAHOCTM
peareHToB MPOXOAUT B COOTBETCTBUW C [AEWCTBYIOLUIA 3aKOHOAATENBCTBOM
Pecnybnukn Benapyce.

OG6pas3subl, UX CTaBUNBHOCTb U NOAroTOBKA K aHanu3y:

CbiBOpoTka unu nnasma kposu (OOTA, renapuH), 6e3 cnegoB remonusa.
CnrMHHOMO3roBas XWUAKOCTb, Moya.

CbIBOpPOTKa MNu nna3mMa AOMmMkHbI ObITb OTAENEHbI OT KNeToK B TedeHne 60
MUHYT.

Mna3smy, KOTOpyto HEBO3MOXHO MCCrefoBaThb cpa3dy nocne otbopa, creayet
XpaHuTb B npobupkax, cogepxalmx dtopua nvbo nogauerat HaTpus. ITn
COe[IMHEHUs1 TOPMO3AT [NWKOMU3 W  CTabUNU3MPYIOT YPOBEHb TMIOKO3bI.
CbIBOpPOTKa M Nia3aMa MOryT XpaHWTbCs A0 3-X CyTOK npu Temnepatype 4°C.

OnpepeneHne B CMMHHOMO3TOBOWN XXMAKOCTW MPOBOAMTCS cpa3dy nocne
3abopa obpasua. [Ons KOPPEKTHOW MHTepnpeTauuMu pesynbTaTtos,
CNWHHOMO3roBYO XWAKOCTb CrnefyeT uccreaoBaTk O4HOBPEMEHHO ¢ npoboi
KPOBW, B3SITON Y NaLMeHTa B TO e Bpemsi.

*

- 06beM peazceHmMo8 80 hbrlakoOHe U KOIu4ecmeo hbriakoHO8 Moxem
8apbUPOBaMbCS 8 3a8UCUMOCMU OM KamasioxXH020 HOMepa.

** - UHhopMayusi O KamaroXHOM HOMepe U KoMriekmauuu Habopa
npedocmasrneHa Ha calime diasens.by.

Mo xenaHuto 3aKka3yuka Habop MOXem rocmasnsimsCsi ¢ KOHMPObHbIM
Mamepuanom.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabuUnbHOCTb:

PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHW0. XpaHUTb B TEMHOM MecTe
npu Temnepatype ot 2°C go 8°C.

Heeackpbimbie: cTabunbHbl O OKOHYaHWSI CPOKa FOAHOCTH

lMocne eckpbimusi: CTabunbHbl B TeYEHWE 2 MecsiLeB.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHNE 2 MeCsILEB.

[Ons npurotoBnexnus Paboyero peareHTta: cMmewaTb PeareHT 1 n PeareHTt 2
B COOTHOWEHUM 5:1. AkKypaTHO nepemellatb [0 MOJIHOrO PacTBOPEHUS.
Pabounii peareHT ctabuneH 2 mecsiua Npu Temnepartype xpaHeHust oT 2 o
8°C 1 7 AHel Npu KOMHATHOW TeMnepaTtype xpaHeHusi oT 15 o 25°C.

KanuGpatop rmokosbl roToB K MPpUMeHeHUto, cTabureH B Te4yeHue cpoka
roAHOCTH, YKa3aHHOro Ha 3TUKeTKe.

Mocne ueHTpUdyrMpoBaHusi, CIMHHOMO3roBasi XKUAKOCTb MOXET XPaHUTLCS
PearenT 1 Pearenr 2 KanuGpatopsi / KonTporny ™ 10 3-X AHen n;)m (TbgmnzpaType 4°C. P
PIPES-6ycep pH 7,5 [ekcoknHa3sa; KoHueHnTpauusa Moua: nepeq Hayanom xpaHeHWs B CYTOYHYIO MoYy crieayeT Ao6aBuTb 5 Mn
ATO; miokosa-6- KanubpaTopos / KOHTponen nefsiHOI YKCYCHOM KucnoTbl, AoBeas pH npobbl Ao 4-5.
Mg?* nervaporeHasa yKa3aHa Ha 3TUKETKe Moua MoxeT XpaHuTbcsi 24 Yaca npu Temnepatype 4°C.
NADH; (G6P-DH) TeM He MeHee, peEKOMeHOyeTCs MPOBOAWUTL UCCMEAOBaHWS  Ha
100 mn 20 mn Hanuuune n o6bem B Habope cBexecobpaHHOM Gronornyeckom matepuane!
N0 XenaHuto 3akasynka MeToauka ans pyYHbiX U NoslyaBTOMaTUYECKUX aHann3aTopos.
200 mn 40 mn Hanuuve n obbem B Habope Heobxoanmoe, HO He NpegocTaBnsieMoe 060pyAoBaHMe:
10 XXenaHuio 3akasymka - CNeKkTpohOTOMETP, MO3BONSALWMNIA NPOBOAWUTL UIMEPEHUSI MPpU ANVHE
400 mn 80 mn Hanuune 1 o6bem B Habope BONHblI 340 HM W ANWMHOM onTu4eckoro nNyTM 1 cM, ¢ TepMocTaTUpyembiM
10 >XeNaHuo 3akasymka KIOBETHbIM OTAENEHNEM;

- 03aTopbl C HAaKOHEeYHKaMmn nepemeHHoro o6bema ot 0,005 mn go 1 mn;
- cekyHaoMmep.

Xop aHanu3a (py4YHas meToamka):

Ycnosus npoBedeHUst aHanuaa:

- AnvHa BOnHbl — 340 HM;

- ANWHa onTuyeckoro nyTn — 1 cm;

- Temnepatypa - 37°C vnm ot 15°C go 25°C;

AHanuaatop o6HynsitoT oTHocuTeneHo Paboyero peareHTa.

MakpomeTtog MonymmkpomeTog
Bhectn B
KOBEThI Kanubpatop | O6paseu | Kanubpatop | O6paseu
PaGounit 1,000 1,000 0,500 0,500
peareHT, Mn
Kanubpartop, mn | 0,010 - 0,005 -
O6paseu, mn - 0,010 - 0,005

Mepemeluatb M UHKYGMpoBaTh 15 MUHYT Npu Temnepatype oT 15°C go 25°C
nn6o 5 muHyT npu Temnepatype 37°C. M3ameputb ONTUYECKYHO NNOTHOCTbL (A)

kanubpatopa u o6pasua npoTne GrnaHka.

Pe3ynbTaTthbl:
[ins kaxporo obpasua paccunTbIBatoT:
AU as| H_A JIaHKa
Co6p(MMOJTB /1) = —CREI 01 _ o CyapGpaTopa

Axanuoparopa—Acnanka

KoadhduumeHT nepecyeta: mr/gnx0,0555=mmonb/n.

***AHaNUTM4YeCKne XxapakTepUCTUKK:

YyecmeumenbHocmsb: He 6onee 0,1 mmonb/n.

Jlunelinocms: 0- 52,4 mmonb/n.

Ecnu KoHUeHTpauusa rnoko3bl B obpasue npesbiwaeT 52,4 Mmonb/n, To
obpaseL, Heobxoanmo pa3secTn usmnonormyeckum pactsopom (0,9 % NaCl)
B 2-10 pas3, a nomnyyeHHbIn pe3ynbTaT YMHOXWUTb Ha Ko3(ULMEHT

pa3BefeHus.
To4HOCMB:
BocnpownssoanmMocTb BocnpownssoanmMocTb
BHYTpY cepun MeXCcepuiHas
CpepnHee 4,68 16,36 4,6 16,18
(Mmonb/n)
SD 0,12 0,32 0,068 0,116
CV, % 2,57 1,95 1,48 0,72
n 10 10 10 10
Koppensauyus:

20 obpasuoB 6ObiNO NpoaHanM3npoBaHO C ucnofb3oBaHveM Habopa
peareHTOB AN onpeaesieHns rnoko3bl (MPOM3BOACTBA «[uaceHc») u Apyrm
Habopom peareHTOB, BHECEHHbIM B PeecTp cpeAcTB  MeAWLMHCKOTO
HasHauveHus PB.

KoadhduumeHT koppensuum: 0,998.

***[laHHble Norny4eHbl Npy Ucnonb3oBaHnM aHanudartopa Mindray cepum BS,
NSt APYINX aHanmM3aTopoB OHWU MOTYT OTNNYATLCS.

KoHTponb kayecTBa:

KoHTponb  kayecTBa M3MEpeHW  peKkoMeHAyeTcs  MpoBOAUTbL  C
MCMONb30BAHWEM  KOHTPONILHOrO — MaTtepuana [AByx  ypoBHeW. [pu
HenpoXoXAeHUW  KOHTporew  npoBoautcs  nepekanubposka.  [Mocne
nepekanubpoBKM CriegyeT CHOBa MpOTECTUpoBaTb KOHTponu. B cnyvae
HenpoXoXAeHUsi KOHTPONS kayecTBa nocre nepekanvwbposky, Heobxoaumo
NpoBEpUTbL UCNPABHOCTb aHanM3aTopa u Hanuume NpPU3HaKkoB HEMPUIOAHOCTM
peareHToB.

Kaxpass nabopatopusi NpoOBOAUT KOHTPOMb KayecTBa COrfacHo CBOEN
YTBEPXKAEHHOW CXeme.

PekomeHayem nNpuMeHsiTb  ANsi  KOHTPONS  KavyecTBa  KOHTPOMbHbIN
mMartepuvan, BXOOSILMIA B cocTaB Habopa, unu npomssogctBa Randox
(BenukobputaHust), Spinreact (Mcnawus), Cormay (Monbwa) u apyrux
npousBoauTenei.

PedepeHCHbIe 3Ha4YeHus:

MMonb/n
B3pocnble: cbiBOpOTKa, Nnasma 41-59
HeTu: cbiBOpOTKa, Nnasma 35-56
[OHOLLEeHHble HOBOPOXAEHHbIE 1,7-3,3
CyToyHas moya 0,1-0,8
CnMHHOMO3roBas XXnakocTb 22-39

MpuvBeneHHble pedepeHCHble 3HAYeHWs OPUEHTUPOBOYHbIE:  Kaxaast
nabopaTtopusi fOMKHa cama yCTaHaBn1BaTh CBON pehepeHCHbIE 3HaYeHMs.

UHTepdepeHumsn:

emorno6uH po 0,5 r/n v 6unupybuH o 35,4 mr/an v Tpurnuuepuabl 4o
1000 mr/gn He BNMAOT Ha pe3ynbTaTbl USMEPEHUIA.

KonupoBaHue n nepeaaya TpeTbUM nnuam 3anpeLyeHbi!
Mo Bonpocam MeToAUYECKON MOMOLLM M 3aKyNKK o6pallaTbLCca no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemon 4acTbio MHCTPYKLMIA NO NPUMEHEHUIO ABNAKOTCA

apanTauMoHHbIe NporpamMmbl (MeToAMKU) Mo NPUMeHeHuIo Habopa
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KpeaTuHUH chepMeHTaTMBHbLIM METOA4OM

KnuHun4yeckoe 3HauyeHue:

KpeaTvHuH — npoaykT pacnaga kpeaTuHa, cofepXallerocss B MbllLax,
npespatyaercs B ATP — UICTOYHUK 3Heprum kneTtok. OBbIYHO YpOBEHb KpeaTUHUHA
[OCTaTOYHO CTabUNbHbIN.

KpeaTWHUH BbIBOAMTCA MOYKamu, MO3ITOMY NPV HapyLUEeHWU (YHKLMU NouYek
YpPOBEHb KpeaTWHWHA TMOBbIWAETCS. YPOBEHb KpeaTWHWHa MOHWXKaeTcss npu
CHVDKEHUW MbILLEYHOW Macckl, Npy 6epemeHHOCTU.

[narHo3 He [JOIKEH CTaBWUTbCS HA OCHOBaHWM ofdHoro TecTa. Heobxogumo
YUMTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWUIN N KIMMHUYECKYIO KapTUHY.

MpuHUKMN meTopa:

OH3UMaTHYECKUiA, KONIOPUMETPUYECKUIN MeTon,.
KpeaTMHHHasa
KpeaTUHUH + H,0 ——— > KpeaTuH
KpeaTHHasa
KpeaTHH + H,0 ———— capKo3MH + MOYeBHHaA

CapKO3MHOKCH/1a3a

——— munuH + HCHO + H,0,
nepokcuzasa
—_—

capko3uH + 0, + H,0
2H,0, + ESPMT + 4 — AA XMHOHeMUH +4H,0
MIHTEHCMBHOCTbL OKpacku, namepsiemast npu 546 HM, MPSAMO NpoNopLUUoHanbHa
KOHLEHTpaLun KpeaTuHuHa.
Habop npeaHasHayeH Ans MCNonb3oBaHUA Ha PYYHbIX, NONyaBTOMaTUHECKUX U
aBTOMaTMYeCKMX BUOXMMUYECKNX aHann3aTopax.
CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / KOHTpoOnu **
MOPS ; MOPS pH 7,5; KoHueHTpaums
Bydep pH 7,5; KpeaTuHuHasa; kanubpaTopoB / KOHTponeWn
TOOS; Mepokcnaasa; yKasaHa Ha aTUKeTke
KpeaTtuHasa; Asung HaTpus
Capko3nHokecnaasa;
KaTtanasa;
OOTA
30 mn 10 mn Hanuune n obbem B Habope
M0 XenaHuIo 3akasyuka
60 mn 20 mn Hanuune n o6bem B Habope
M0 XEeNaHuIo 3akasyuka
90 mn 30 mn Hanuune n o6bem B Habope
M0 XEeNaHuIo 3akasyuka
120 mn 40 mn Hanuune n o6bem B Habope
M0 XEeNaHuIo 3akasyuka
240 mn 80 mn Hanuune n obbem B Habope
M0 XenaHuIo 3akasyuka

* - obbeM peazeHmos8 80 @briakoHe U Konu4yecmeo (briakoHo8 Moxem
8apbUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoxHo20 Homepa.
** - UuHGhopMmauusi O KamarloXHOM HOMepe U KoMriekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.
Mo xenaHuto 3aka34yuka Habop MOXXem [OCMaensimbCs C KOHMPOMbHbIM
Mamepuanom.
MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!
PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHWI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.
Heeckpbimsble: cTabunbHbI 4O OKOHYaHUSA CpoKa roAHOCTU
lNocne eckpbimus: cTabunbHbI B Te4eHne 3 mecsLes.
Ha 6opmy aHanu3amopa: ctTabunbHbl B Te4eHne 2 MecsiLeB.
Bawumwars ot cBeTa u nsberatb 3arps3HeHuni!

Kanubpatop rotoB Kk npumMeHeHwo, ctabuneH B TeYeHMe cpoka rOAHOCTM,
yKa3aHHOTo Ha 3TUKeTKe.

3a 30 MyHYT Ao npumeHeHus KoHTpons Bo ¢nakoH fobaBuTb Heobxoamumoe
KONMYECTBO [EMOHU3MPOBAHHON BOAbI, COMMAacHO MHMOPMauUWKU ykasaHHOW Ha
aTukeTke. CTabunbHOCTb KOHTPONS Mocre BOCCTaHOBMNEHWs 8 4YacoB npu
Temnepatype ot 15°C pgo 25°C, 5 gHen — npu Temnepatype ot 2°C go 8°C unu 1
Mecsly - npu TemnepaType oT mMwuHyc 20°C. He ponyckaTb MOBTOPHOrO
3aMopaxuBaHUsi-pa3MopaxunBaHus. Misberatb 3arpsisBHEHUs.

MNpu3Hakn HeNPUroaHOCTU peareHTOB ANA NPUMEHEeHUA:

- HEMpoXxox/JeHne KOHTPons KayecTBa.

Mepbl NpeaoCTOPOXHOCTH:

PeareHTbl, Bxogsiume B coctaB Habopa,
ANarHoCTUKM in vitro. He npuHMMaTh BHYTpPb.

Mpn pabote ¢ Habopamwu peareHTOB criegyeT TMNPUMEHSTb CpeacTBa
VHAVBUAYanbHON 3aluUTbl B COOTBETCTBUN C AEUCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecnybnukn Benapycb. [JonyckalTcs K NMPUMEHEHWI0 nepyatkv MeauuMHCKue
OfHOpa30oBble W XxanaTtbl MeAuuMHCKMe, oTBevalowme paAencteytowmm THITA
Pecnybnuku Benapycb 1 nmerowme OOKYMEHTbI, NoATBEPXAaloLWwmne Ka4yecTBo u
6e3onacHoCTb B 0611acTvi NpUMeHeHus.

Mpu pabote ¢ Habopamu crneayeT cobnoaaTte Npasuna TexHkM 6esonacHocTn
B COOTBETCTBUM C AeNCTBYIOLLMIA 3akoHoAaTenbcTBoM Pecnybnukv benapychb.

YTunmsaumss He UCNonb3oBaHHbIX NNMOGO C WCTEKWWM CPOKOM TOAHOCTU
peareHTOB MNPOXOAMT B COOTBETCTBUM C [EeWCTBYIOWMIA 3aKOHOAATENbCTBOM
Pecny6nuku Benapychb.

npefHa3Ha4YeHbl TONMbKO Anda

O6pas3sLbl, X CTabUNBLHOCTbL U NOAroTOBKa K aHanu3y:

CbIBOpOTKa KPOBW UNu MoYa.

MpurotoBneHne Moun: nepes npoBefeHWeM aHanusa obpasel, Moun
Heobxoaumo passecTu duanonorndeckum pactsopom (0,9 % NaCl) B 2-10 pasa,
a pesynbTaT aHanmaa yMHOXUTb Ha KO3dULIMEHT pa3BeaeHus.

CbIBOpPOTKY criedyeT XxpaHuTb He Goree 1 cyTok npu TemnepaType oT 2°C go
8°C. [ina 6onee ANUTENbHOrO XpaHeHWs 06pa3Libl CbIBOPOTOK HY>KHO 3aMOPO3UTb
npu muHyc 20°C.

Mouy cnenyet xpaHuTb He 6onee 1 cyTok npu Temnepatype ot 20 go 25°C unum
B TeyeHue 4-x cyTok npu Temnepatype ot 2°C go 8°C. ins 6onee AnuTensHOro
XpaHeHust obpasLbl MoYM cnegyeTt 3aMopo3nTb Npu MuHyc 20°C.

PekomeHayeTcsi NpoBeAeHWE aHanu3oB Ha  CBEXeM
matepwvane.

6uronornyeckom

MeToauka onsi py4HbIX U NoJlyaBTOMaTU4YECKUX aHaANN3aToOpPoB.
Heobxoavmoe, HO He NpefocTaBnsiemoe o6opyaoBaHue:

- CNEeKTPOOTOMETP, NO3BONSAOLLMIA NPOBOANTL U3MEPEHUSA NPU ASNTUHE BONHbI 545

HM W [ONVHOW onTudeckoro mytv 1 cM, C TepMOCTaTMPyeMbIM KIOBETHbLIM

oTAeneHneM;

- 403aTopbl C HAKOHEYHMKaMK nepemeHHoro obbema ot 0,01 mn go 0,9 mn;

- cekyHaomep.

Xop aHanu3a (py4yHas meTtoauka):

Ycnosus npoBeaeHVst aHanusa:

- ANWHa BOMHbl — 545 HM (525-565 HM);

- ANVHa ONTUYecKoro Nyt — 1 cm;

- Temnepartypa - 37°C;

PeareHTbl goBectn go temnepatypbl 37°C.

AHanusaTtop o6HYNSOT OTHOCUTENBHO ANCTUNNNPOBAHHOW BOAbI.

MakpomeTog MonymukpomeTon
X Bnax Kanun6- Ob6pa- Kanun6- O6pa-
BHecTu B KioBeTHI: BnaHk
K paTop 3ey paTop 3ey
PeareHT 1, Mn 0,900 0,900 0,900 0,450 0,450 0,450
Kanubpatop, mn - 0,020 - - 0,010 -
O6paseu, mn - - 0,020 - - 0,010

AkKypaTHO nepemelLaTtb 1 UHKYGMpoBaTb 5 MUH Npu Temnepatype 37°C, nameputb
OMTUYECKYIO0 NMOTHOCTb A1.

Pearent 2, i | 0,300 | 0,300 [ 0,300 | 0,150 [ 0,150 [ 0,150

AkkypaTHO nepemeluaTb U MHKY6upoBaTb 5 MyH npu Temnepatype 37°C,
V3MEepUTb ONTUYECKYIO NIOTHOCTb A2.

PesynbTarbl:

KoHLieHTpaLuio kpeaTuHUHa B CbiBOPOTKe unu nnasme (C obp) paccunTbiBaloT
no coopmyne:
AAoﬁp - AAﬁnaHKa

C MKMOJIb — __°0p ° bnaHka.

aap (MO ) = T
KoHueHTpaumio kpeaTuHHa B Moye (C o6p) paccunTbiBaloT Mo popmyne:
AA g, — AA

06p 6J1aHKa x CKM % 50

AAKan - AAﬁnaHKa
rae 50 — ko3 dULMEHT pasBeaeHNss MoYn.
KoadhdbuumeHT nepecyeTa: MkMonb/n = mr/an x 88,4.

Cogp (MEMOTE/ 1y =

*** AHaNUTUYECKUEe XapaKTepUCTUKN:

YyBcTBUTENbHOCTBL: He 6onee 10 MkMonb/m.

JNnHenHocTb: 0 - 15900 Mkmonb/n.

Ecnu koHUeHTpauns kpeaTuHHa B 06pasue npesbiwaeT 15900 Mkmonb/n, To
obpa3seL, Heobxoammo passecTu gusmonorndeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a nony4eHHbIn pe3ynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BedeHus.

To4HOCTb:
BocnpoussogumocTb BocnpoussogumocTb
BHYTpY cepun MeXcepuiiHas

CpegaHee 76,9 337,7 76,9 331,5
(Mkmonb/n)

SD 1,25 4,86 1,77 57

CV, % 1,63 1,44 2,31 1,72

n 10 10 10 10
Koppensuus:

20 o6pasuoB 6ObINO0 nNpoaHanuM3MpoBaHO C ucnonb3oBaHnem Habopa
peareHTOB [Ansi  onpederieHnst  kpeaTWHWHa (hepMEeHTaTUBHLIM  METOAOM
(npousBoacTBa «[lnaceHc») n opyrum Habopom peareHToB, BHECEHHbIM B PeecTp
CPeAcTB MeAULMHCKOro HasHaveHusi PB.

KoadhduumeHT koppensuum: 0,97.

***[laHHble MoNy4YeHbl NPU UCNONb3oBaHUM aHanuaaTtopa Mindray cepumn BS,
NSt APYINX aHanmM3aTopoB OHWU MOTYT OTNNYATLCS.

KOHTpOHb KayecTBa:

KoHTponb ~ kayecTBa  M3MEPEHW/  MPOBOAUTCS C  UCMOMb30BaHWEM
KOHTPONbHOTO MaTepuana [ByX YpOBHeW. [Mpu HENpPOXOXAEHWWM KOHTpOIeM
npoBoanTcs  nepekanubposka. [locne nepekanubpoBku crnepgyeT  CHosa

NpOTECTMPOBATL KOHTPONW. B criyyae HENMPOXOXAEeHUs1 KOHTPOSsi KAaYecTBa nocne
nepekanubpoBku, Heo6XoAVMO NPOBEPUTL UCMPaBHOCTb aHanusaTopa u Hanuyve
NpU3HAKOB HEMPUIOAHOCTU peareHToB.

Kaxpgass nabopatopusi NpoBOAWT KOHTPOfb KavecTBa COrMMacHo CBoew
YTBEPXKAEHHOW CXeme.

PekomeHayem NpuUMeHsTb ANS KOHTPOMS KayecTBa KOHTPOSbHLIN MaTepwan,
BXOASWMA B cocTaB Habopa, wnu npousBoactBa Randox (BenukobputaHus),
Spinreact (Micnanus), Cormay (MonbLua) n Apyrux npovu3sBoanuTenei.

PedepeHcHbIe 3HaYeHus:

CbIBOpOTKa UM Nna3ma KpoBW: | MKMonb/n
My>X4mHbI 79 -115
YKeHUWUHbI 53-97
Mova: MKMonb/Kr/24 yaca
My>K4mHbI 124-230
YKeHLWMHbI 97-177
UHTepdepeHuusn:

'emornobux oo 5 r/gn, ackopbuHoBas kucnota Ao 62 mr/n, Gunnpybun go 20
mr/an, Tpurnuuepuabl Ao 1000 mr/an u kpeaTuH Ao 20 mMr/an B CbIBOPOTKE KPOBU
UM B MOYe He BNUSIIOT Ha pe3ynbTaTbl onpeaerieHuid.

KonupoBaHue u nepegaya TpeTbUM nuuiam 3anpetieHbi!
Mo Bonpocam MeToANYECKOW MOMOLLU U 3aKyMKW o6pallaTbCcA no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbi0 MHCTPYKLUI MO NPUMEHEHUIO SIBASIIOTCSA
ajanTauMoHHbIe NporpaMmbl (MEeTOAUKMN) MO NPUMeHeHUIo Habopa
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HaGopa peareHToB 5i:i cripeAeneHus
6MOXMMUYECKMX NapaMeTpoB:

MouyeBuHa

KnuHuyeckoe 3HayeHue:

MoueBuHa — KOHEYHBI NPOAYKT MeTabonuama 6enkoB B NeveHU.

YpoBEHb MOYEBMHbI MOBLILLIAETCA MPU OCTPbIX U XPOHUYECKUX 3aboneBaHusiX
noyek, ob6TOpauuM MOYEBbLIX MyTel, noTpebneHnn 6Gomnbluoro KonuMyecTsa
©6enkoBon NuLLKM, 06Ee3BOXMBAHWUN.

CopaepxaHve MOYEBUHbl MOBbLILIAETCS MPY TSHKeNbIX 3aboneBaHUsiX neyeHu,
OTpaBnEeHNN NeKkapcTBaMu, Lenmakuu.

[narHo3 He [OMKeH CTaBUTbCS Ha OCHOBaHWUKM ofdHoro Tecta. Heobxoaumo
yuuTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBAHWUN 1 KIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToAa:

depMeHTaTUBHBIN KMHETUYECKUA METOZ OCHOBaH Ha MocrnefoBaTenbHOCTU
peakuuii:

Ypeasa
— 2 NH4+ + CO2

MouyesuHa + 2H+ + H20

rnar

NH4+ + a-ketornytapat + NADH — NAD+ + L-rnytamar + H20

YMeHblieHne  koHueHTpauum NADH  nponopunoHanbHO — KOHUEHTpauuu
MOYeBUHBI B 06pasLie, YTo nmepsieTcs poToMeTpuyeckn npu AnvHe BonHbl 340
HM.

Habop npeaHasHayeH Ans MCNoNb30BaHUS Ha PyYHbIX, NONyaBTOMATUYECKUX U
aBTOMaTUYECKMX BUOXMMUYECKUX aHann3aTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpartopbl / koHTpOnu**
Bydep Bydep KoHueHTpauusi kannépaTtopos /
pH7,8+ 0,1 pH7,8% 0,1 KOHTpOMneWn yka3aHa Ha 9TUKeTKe
Ypeasa NADH
mar a-ketornytapar
80 mn 20 mn Hanuune n o6bem B Habope no
KenaHuo 3akas3yvka
120 mn 30 mn Hanuune n o6bem B Habope no
XKenaHuio 3akasyvka
200 mn 50 mn Hanuune n o6bem B Habope no
XKenaHuio 3aKasyvka
400 mn 100 mn Hanuune n o6bem B Habope no
XKenaHuio 3aKasyvka
800 mn 200 mn Hanuune n o6bem B Habope no
KenaHuo 3akas3yvka

*

- obbem pea2eHmoe 80 (brlaKoOHe U Konu4yecmeo ehriakoHO8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** UHgopMayus O KamasnoxHOM HoMmepe U KoMmriekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.

lo xenaHuto 3aKa34duka Habop MOXem [ocmasnAmsCsi C KOHMPObHbLIM
Mamepuanom.

HOAFOTOBKa peareHTOB K TPUMEHEHUI0 U UX CTaGUNbHOCTb:

lMpu pabome ¢ omoOernbHbIMU peazeHmamu:

PeareHT 1 n PeareHT 2 rotoBbl K NPUMEHEHWI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimble: cTabunbHbI 4O OKOHYaHUSA CpoKa roAHOCTU

lMocne eckpbimusi: CTabUIbHbI B TEYEHNE 2 MECSLEB.

Ha 6opmy aHanuzamopa: ctabunbHbl B Te4eHMe 2 MecsiLEB.

IMpu pabome ¢ Paboyum peazeHmom:

ans npurotoBneHus Paboyero peareHta PeareHT 1 u PeareHT 2 cmewwatb B
cooTHolueHnn 4:1. Pabouuii peareHT ctabuneH npu Temnepatype ot 2°C go 8°C
B TeyeHue 4 Hegenb unu 5 gHen npu Temnepatype ot 15°C go 25°C. XpaHuTb B
TEMHOM MecTe

Kanubpatop rotoB K npuMeHeHwo, cTaburneH B Te4YeHMe cpoka FOAHOCTM,
yKa3aHHOTO Ha 3TUKETKe.

3a 30 MWHYT 80 npumeHeHusi KoHTpons Bo dnakoH AobaButb Heobxoavmoe
KONMYECTBO [EMOHU3MPOBAHHON BOAbI, COMMAacHO MHMOPMauUWKM ykasaHHOW Ha
aTukeTke. CTabunbHOCTb KOHTPONS Mocre BOCCTaHOBMNEHWs 8 4YacoB mnpu
Temnepatype ot 15°C go 25°C, 5 gHen — npu Temnepatype ot 2°C go 8°C unun 1
Mecsly - npu TemnepaType oT MwuHyc 20°C. He ponyckaTb MOBTOPHOMO
3aMopaxuBaHUsi-pa3MopaxunBaHusi. Misberatb 3arpsisBHEHUS.

anSHaKVI HenpurogHoCTn peareHToOB AnNdA NpUMeHeHUsA:

- HanW4ue B pacTBOpe peareHTa MyTHOCTU;

- onTuyeckas nnoTHocTb PaBouyero peareHta (anuHa BonHbl 340 HM, AnvHa
ontuyeckoro nytu 1 cm) < 1,0.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BxoasliMe B cocTaB Habopa, npedHasHayeHbl TOMbKO Ans
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Mpn pabGote c HaGopamu peareHTOB crielyeT MpPUMEHSTb CpeacTBa
VHAVBUAYanbHON 3aluUThl B COOTBETCTBUN C AEUCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecnybnuku Benapycb. [onyckaTcs K NPUMEHEHUID NepyaTkv MeAULMHCKUE
O[HOpa30oBble W XxanaTtbl MeAuUMHCKMe, oTBevalowme pAencteyowmm THITA
Pecny6bnuku Benapycb 1 umetowne OOKYMEHTbI, MOATBEPXKAAOLUME Ka4eCTBO U
6e3onacHoCcTb B 06racTvi npUMeHeHust.

Mpu pabote c Habopamu cnegyeT cobnogaTb NpaBuna TEXHUKN 6e3onacHoOCTH
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoAaTenbcTBoM Pecnybnuku benapycb

YTunusaumss He WCMOMb30BaHHbIX NGO C WCTEKWMUM CPOKOM FOAHOCTMW
peareHToB MNPOXOAMT B COOTBETCTBUM C [EWCTBYHOLMA 3aKOHOAATENbLCTBOM
Pecny6nukv Benapycs.

O6pasubl M UX CTaBUNBLHOCTD:

HeremonusupoBaHHasi CbIBOpOTKa Unu nnasma kpoeu. He ncnonb3oBaTb conu
aMMOHWS! UNK (hTOpMAbI B KAYECTBE aHTMKOArynsiHTa.

Mova: pa3baBuTb obpaseL, MOYN AWUCTUNNUPOBAHHOWN BOAOW B COOTHOLUEHWU
1:49, a nony4YeHHbIN pesynbTaT yMHOXUTb Ha 50. [Ina yBenuyeHusi cTabunbHOCTn
Moum fo 5 cyTok (npu 2°C po 8°C) pH HeobxoanmMo AoBecTun Ao 3HadeHus < 4,0.

MeToauka ans nonyaBToMaTUu4YeCcKMX aHanuM3aTopos.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CnekTpoOTOMETP C TEPMOCTaTMPYEMbIM  KIOBETHbIM  OTAENEHUEM,
NO3BONSIOWMIA NPOBOAUTL M3MEpPeHUs npu AnuHe BofHbl 340 HM W OnUHOW
onTU4eckoro nyTu 1 cm;

- [403aTopbl C HAKOHEYHMKamW, nossonstowme otTéupats o1 0,005 mn 4o 1 mn.

Xop aHanusa:

Ycnosus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 340 Hm;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temneparypa - 37°C;

AHanusaTop 0GHYNSOT OTHOCUTENBHO AUCTUMNIMPOBAHHOW BOAbI.

lMpu pabome ¢ omoenbHbIMU peaz2eHmamu:

BHecTu B KOBETbI: MakpomeTtog MonymmkpomeTog
PeareHt 1, Mn 0,8 0,4
O6paseu, Mn 0,01 0,005
MHky6upoatb npu 37°C 5 MuHyT, 3aTeM gobaBuTb
PeareHT 2, Mn [ 0,2 [ 0,1

MepemeLunBaloT 1 N3MepsOT ONTUYECKYIO MNOTHOCTL Kaxxaon cmeck (A1)
yepes 30 cekyHa u (A2) ewe vepes 60 cekyHA.
[Mpu pabome ¢ Paboyum peazeHmom:

BHecTu B KloBETbI: MakpomeTog MonymukpomeToq
Pa6ouwnii peareHT, Mn 1 0,5
O6paseu, mn 0,01 0,005

MepemeLumBaloT 1 U3MEPSIOT ONTUYECKYIO MIMOTHOCTb Kaxaon cmecu (A1) yepes
30 cekyHA v (A2) eLle yepes 60 cekyHA.

Pe3ynbTartbi:

KoHueHTpauuio moyeBuHbI B 06pa3sue (C 0bp) paccumTbiBaloT No hopmyne:
A Aobp

C obp (Mmonb/n) = —————— x 8,33,
A Akan

I'ne 8,33 — KOHUEeHTpauus Mo4eBUHbI B kanmbpartope (MMornb/n).
KoadhduumeHTsl nepecyeTa:

mmonb/n = mr/an x 0,1665;

Mr/gn moyeBuHbl X 0,467 = Mr/an a3ota MOYEBUHDI.

***AHaNUTU4YeCKne XxapakTepuCcTUKu:
YyecmeumenbHocmb: He 6onee 0,38 mmonb/n.
JluneiiHocmsb: 0,38 - 66 mmonb/n.

Ecnu KoHueHTpauus MmoyeBMHbI B 06pasLie npeBbiiaeT 66 Mmonb/n, To o6pasel,
HeobxoanMo passecTun dusnonormyeckum pacteopom (0,9 % NaCl) B 2-10 pas, a
MosyYeHHbIV pe3ynbTaT YMHOXUTb Ha KOI(@ULIMEHT pasBeaeHust.

To4yHOCMbB:

BocnpoussogumocTts BocnpoussogumocTb
BHYTPUY cepuu MeXcepuitHas

CpegHee 7,32 16,80 7,51 16,77
(Mmonb/n)

SD 0,105 0,217 0,186 0,352

CcVv 1,43 1,29 2,48 2,10

n 10 10 10 10
Koppensiyus:

20 obpa3uoB 6bino NpoaHanU3npoBaHo ¢ ucnonb3oBaHrem Habopa peareHToB
Ona onpefeneHus Guoxumuyeckux napameTpos: MoueBuHa (NpPou3BOACTBa
«[naceHc») v Opyrum Habopom peareHTOB ANs OnpefeneHnss MOYEBUHbI,
BHeCeHHbIM B PeecTp cpecTB MeAMLIMHCKOrO HasHayeHust PB.

KoadhduumeHT koppensiunm: 0,997.

***[laHHble NonyyeHbl NPy UCNoNb3oBaHWK aHanusaTtopa Mindray cepuu BS,
ONs pyrvx aHanvM3aTopoB OHU MOTYT OTNIMYaThCS.

KOHTpOHb Ka4yecTBa:

KoHTponb kauecTBa M3MepeHWii NPOBOANTCS C UCMONb30BAHNEM KOHTPOJILHOIO
maTepvana ABYX YpoBHeW. [pu HenpoxXoXOeHUW KOHTpomnen npoBOAMTCS
nepekanubposka. [locne nepekanMbpoBkM criegyeT CHOBa MpPOTECTUPOBaTb
KOHTpOMnW. B criyyae HeNpOXoXAeHWs KOHTPOSS KayecTBa nocre nepekannbpoBku,
Heo6XoaQMMO MPOBEPUTH WCMPABHOCTb aHanM3aTopa W HanuuvMe MpU3HAKoB
HenpurogHoOCTY peareHToB.

Kaxpass nabopatopus
YTBEPXKAEHHOW CXeme.

PekoMeHOyeM NpUMeEHsITb Ansi KOHTPOMs KayecTBa KOHTPOMbHbLIA MaTepuan,
BXOASLWMIA B cocTaB Habopa, unu npousBofcTea Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([MonbLlua) n opyrux NponM3BoauTenen.

NpoBOAUT KOHTPOJIb Ka4yecTBa CcornacHo cBoen

PechepeHCHbIe 3HaYeHus:

MMonb/n
CbIBOpPOTKa Unu nnasma 1,7-83
YTpeHHsa moya 191-494
CyTo4Hasi Mmoya 170-580
Movua: 428-714 mmonb/cyTku
MpuBeaeHHble  pedepeHCHble  3HAYeHUst  OPUEHTUMPOBOYHbIE:  Kaxdas

nabopaTtopusi fOMKHa cama yCTaHaBn1BaTh CBOU PedepPEHCHbIE 3HAYEHMSI.
UHTepdepeHuus:
emorno6wH 2 5 r/n, 6unupy6unH = 600 Mkmonb/n.
KonupoBaHue n nepeaaya TpeTbMM nuuam 3anpelueHb!
Mo Bonpocam MeToAnYECKON NOMOLLM U 3aKynKu obpalaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbio MHCTPYKLMIA NO MPUMEHEHUIO SIBASILOTCSA
ajanTauMoHHble NporpamMmmbi (MeTOAUKM) NO NpMMeHeHUo Habopa
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Ha6opa peareHTOB Ansi onpeaeneHus
6MOXMMUYECKUX NapaMeTPOoB:

Pocconunuabl

KnuHunuyeckoe 3HauyeHue:

doconunuabl  npeacTaBnsAloT Cco6OM CNoXHble nMnuAabl, cogepxaluve
docdop. Nx ponb B kayecTBe OCHOBHbIX KOMMOHEHTOB KIETOYHbIX MeM6paH
nenaet hoconunuabl Heo6XoAMMbIMU ans BCEX npoueccos
Xu3HedesiTenbHOCTU kneTok. OnpefeneHne CbIBOPOTOYHbIX hocdonmnuaos
ABNAETCA BaXKHbIM KIMTMHUYECKUM TECTOM B AMArHoCTVke 3aboneBaHuii neyeHu,
0COBEHHO XEenTyxu.

[narHo3 He [JOMKeH CTaBUTbCS Ha OCHOBaHWM ofHoro Tecta. Heobxogumo
yuuTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBAHWUN 1 KIMHUYECKYIO KapTUHY.

MpuHuun metopa:

Moa paenctBuem docconunasbl-D hochonunuabl ruaponuayroTcs A0 XonNuHa
1 poccpaTmaHoM KMCnoThl. 3aTeM XONuH okeunsieTest xonuHokeugason (CHO) oo
6eTavHa 1 nepekucyu Bogopoda, Kotopasi B MpUCYTCTBUKM nepokcuaasbl (POD)
pearvpyeT c 4-amuHodeHa3oHoM (4-AP) wu pguxnopdeHonom ob6pasys
XUHOHWMWHOBBIN KpacuTerb:
®docdoannasza—D
e

XosinH + @ocdaruHas kucaoTa
XosMHOKCH/a3a

XonuH + 20, + H,0 Beraun + 2H,0,
POD
2H,0, + 4 — AP + JluxnopdeHon — XuHOHUMHUH + 4H,0

Qochonunuas + H,0

OnTuyeckas NMOTHOCTb obpasytoLierocs
nponopumoHanbHa KOHLeHTpaLumm hochonmnimaos.

Ha6op npegHasHayeH Ons UCMOoNb30BaHNUs Ha PYYHbIX, MOyaBTOMaTUYECKUX
1 aBTOMaTUYECKUX BUOXMMMUYECKUX aHan3aTopax.

LBETHOro pacTtBopa

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl /
KOHTpOnmn**
TRIS pH 7,55; doctonunasza-D; KoHueHTpaums
OuxnopdeHon XonuHokcmaasa kanubpartopos /
(CHO); KOHTpOneW yka3aHa Ha
Mepokcupasa 3TUKETKe
(POD);
4-amnHoeHa3oH
(4-AP)
510 mn 5x 10 mn Hanuune n obbem B
pasBeneHust Habope no xenaHuo
3aKasyvka
10*10 mn 10 x 10 mn Hanuuue v o6bem B
pa3BeneHust Habope no xenaHuo
3aKasymka

*

- obbem peaceHmMo8 80 @hriakoHe U KO/IU4ecmeo (b/iakoHo8 MOoXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UuHghopMmauyusi O KamarioXHOM HoMmepe U KoMmriekmayuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuto 3akasyuka Habop Moxem rOCMaensimbCs C KOHMPOSbHbIM
Mamepuanom.

MoproToBka peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTb:

PeareHT 1 roToB K NpYMeHeHWIo, Nocne BCKPbITWUS CTabuneH JO OKOHYaHWst
cpoka rogHocTu. XpaHuTb B TEMHOM MecTe npu Temnepatype ot 2°C go 8°C.

[ins npurotoBneHns Paboyero PeareHta: pacTBOpuTb COAEPXWUMOe OHOro
nakoHa PeareHta 2 B 10 mn PeareHta 1. 3akpbiTb prnakoH U akKypaTHO
nepemellatb A0 MOMHOrO pacTBOpeHus. 3almiiaTb OT COMHEYHOro cBeTa.
Pabouwnit peareHT cTrabuneH 3 Hegenu npu TemnepaTtype ot 2 Ao 8°C unu 7 gHen
npu Temnepatype ot 15 go 25°C.

3a 30 MuHYT Ao npumeHeHust Kanubpatopa w_KoHTpons Bo dnakoHbl
nobaBuTb HeoBGXoAMMOEe KOJIMYECTBO [EeVOHWU3UPOBAHHOW BOABI, COMMacHO
MHOPMaLMK yka3aHHON Ha aTukeTke. CTabunbHOCTL kKanubpaTtopa u KOHTponst
nocrne BOCCTaHoOBneHus1 8 yacoB npu Temnepatype ot 15°C go 25°C, 5 gHen —
npu Temnepatype ot 2°C go 8°C unu 1 Mecsiy - npu Temnepartype oT muHyc 20°C.
He ponyckaTb NOBTOPHOrO 3amopaxwvBaHusi-pasmopaxusaHus. Wsberatb
3arpsisBHeHUst.

Mpu3Hakn HENPUrogHOCTHU peareHTOB ANA NPUMEHEHUA:

- Hanu4ve B pacTBOpE peareHTa MyTHOCTU UMW YacTuL;

- onTuyeckass NNoTHocTb Paboyero peareHTa (anuHa BonHbl 505 HM, AnuHa
onTuyeckoro nytn 1 cm) 20,16.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxoasime B cocTaB HaGopa, npefHasHayeHbl TOMbKO Ans
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Mpu pabBote ¢ HabGopamu peareHTOB criedyeT MPUMEHsITb CpencTea
MHOMBWAYaNbHON 3aLLMTbl B COOTBETCTBUM C AECTBYIOLLWIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycbk. [lonyckatoTcsi K MPUMEHEHUIO NMepyaTku MeauLMHCKue
OfHOpa3oBble K XxanaTbl MeauUMHCKWe, oTBevawwue aencteyowmm THIMA
Pecny6nuku Benapycb 1 umetoLme JOKyMEHTbI, NOATBEPXAAIOLME KaYeCTBO U
6e3onacHocTb B 06n1acTyt NPUMEHEHNS.

Mpwu pabote c Habopamu cnegyeT cobntoaaTe Npasuna TeXHWKM 6e3onacHOCTH
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoAaTenbcTBoM Pecny6nuku Benapyceb.

YTunusauma He WCNonb3oBaHHbIX NGO C WCTEKWWM CPOKOM FO4HOCTU
peareHTOB NPOXOAWT B COOTBETCTBMM C AEWCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecny6nukv Benapyce.

O6pas3subl, UX CTaBUMNBHOCTbL M NOArOTOBKA K aHanu3y:
CbIBOpOTKa nnn nnasma Kposu.

CrabunbHocTb 06pasua: npu TemnepaTtype oT 2 go 8°C He 6onee 3-x AHeW.

MeToauka ons pyYHbiX U NOJyaBTOMaTU4ECKUX aHANIN3aTopoB.

Heo6xoaumoe, Ho He npeaocTaBnsieMoe o6opyaoBaHue:

- cnekTpooTOMETP, NO3BONAOLLWIA NPOBOAUTL U3MEPEHUS NPY ASIMHE BOMHbI
505 HM 1 gnuHOW onTMyeckoro Nyt 1 cm, ¢ TepMOCTaTUpPyEMbIM KIOBETHbIM
oTAeneHvewm;

- 403aTopbl C HAKOHEYHKaMu nepemeHHoro o6bema ot 0,005 mn go 1 mn;

- CEKyHAOMEp.

Xop aHanu3a (py4Has MmeToauka):

YcnoBus NpoBeaeHnst aHanumsa:

- ANHa BomHbl — 505 HM (490 — 550 HMm);

- ANVYHA ONTUYECKOTO NyTH — 1 CM;

- Temnepartypa - 37°C;

PeareHTbl foBecTy Ao Temnepatypbl 37°C.

AHanusatop o06HyNsAT OTHOCUTENBHO AUCTUNNMPOBAHHOW BOAbI.

nnoTHoCTbO 06pa3ua u kanubpartopa npoTue 6naHka. Okpacka ctabunbHa B
TeveHue 30 MUHYT.

Pe3ynbTartbi:
KoHueHTpauuto pocchonmnmaos B ceiBopoTke (Cobp) paccuntbiBaloT no

dopmyne:

Aosp—Asanka

CoppMr/mm) = 3 X Cycans

wan~Abnanica

KoadhcbuumeHT nepecyeta: mmons/n = mr/an x 0,0129.
***AHaNUTU4YeCKne XxapakTepuCcTUKu:
YyecmeumenbHocms: He 6onee 0,013 mr/gn.
Jlunetinocms: 0,062 - 500 mr/gn.

Ecnu koHueHTpaums docconunmaos B obpasue npesbiwaeTt 500 mr/an, To
obpaseL, HeobxoaMMo pa3secTun cusmonornyeckum pactsopom (0,9 % NaCl) B
2-10 pas, a Nony4YeHHbIN pe3ynbTaT YMHOXUTb Ha KOIMULMEHT pa3BeaeHus.

To4HOCMbB:

MakpomeToq MonymukpomeToa
BHecTu B BnaHk Kanubpa- | O6pa- BnaHk Kanubpa-| O6pa-
KloBETY Top 3el, Top 3el,
Pabouui 1,000| 1,000 1,000 | 0,500 | 0,500 | 0,500
peareHT, mn
Ei””ﬁpamp' - 0,010 - - 0,005 -
O6paseu, mn - - 0,010 - - 0,005

Mepemeluatb 1 nHKY6UpoBaTtb 5 MMHYT nNpu 37°C. M3mepuTb oNTUYECKYH0

BocnpowussoanmMocTb BocnpowussoanmMocTb
BHYTpPU cepuu MeXcepuiHas
CpegHee 130 225 132 224
(mr/gn)
SD 0,68 0,83 3,62 5,37
CV, % 0,52 0,37 2,74 24
n 10 10 10 10
Koppensiyus:

20 obpasuoB ObiNno npoaHanuanpoBaHo C Wcnonb3oBaHuem Habopa
peareHTOB Ans onpegenenus ochonunmuaos (npoussoacTBa «[uaceHc») u
ApyrMM Habopom peareHTOB, BHECEHHbIM B PeecTp MeaWLMHCKON TeXHWKU 1
n3genvii MeguuUMHCKOro HasHaveHust Pecnybnuvkm Benapyce.

KoadhduumeHT koppensuuu: 0,980.

***[laHHble MonyYeHbl NPy Ucnonb3oBaHuy aHanuaaTtopa Mindray cepun BS,
ANs OpYrMX aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KoHTponb kayecTtBa:

KoHTponb  kayecTBa W3MEPEHWn MpoBOAUTCS C  WUCMOMb3OBaHUEM
KOHTPONMbHOrO MaTtepuana AByx ypoBHeW. [pu HempoxoxpeHunm KoHTporen
npoBoanTcs nepekanubposka. [locne nepekanubpoBku cregyeT CHoBa
npoTecTMpoBaTh KOHTponu. B criyyae HemnpoxoxaeHust KOHTPOnNs kavecTsa
nocne nepekanmbpoBku, HeobXxoaNMO NPOBEPUTL UCNPaBHOCTbL aHanusaTopa u
Hanuyme Npu3HakoB HENPUrogHOCTU peareHToB.

Kaxpasi nabopaTopusi MpOBOAMT KOHTPONb KayecTBa COrMacHo CBOeit
yTBEPXOEHHO cxeme.

PekomeHAyeM NpuUMeHsITb st KOHTPOSIS KayecTBa KOHTPOMbHBIA MaTepuarn,
BXOASALWMIA B cocTaB Habopa, unu npousBoacTtBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoauTENeNn.

PedepeHcHbIe 3HaYeHus:

KoHueHTpauus ocdonmunmaoB B CbIBOPOTKE HOPMaribHbIX 340POBbIX Niofeit
HaxoguTcs NPUMEPHO B TOM e CaMOM MHTepBarie KOHLEeHTpaumii kak obLini
xonectepuH. OTHoweHne docdonunuaoB k xonectepuHy 1/1. Jlio6oe
n3MeHeHWe B pe3ynbTaTax KOHUEHTPauWu XorecTepuHa COOTBETCTBYeT
VN3MEHEHMIO KOHLIEHTpaLmm oconmunuaos B aHanorMyHoM HanpaeneHuu.

OxwupaemMble 3Ha4YeHus Ans B3pocnbix: 125-275 mn/an.

MpuBeneHHble  pedepeHcHble  3HayeHUst OPUEHTUPOBOYHbIE:  KaxAaast
nabopaTtopus AOMKHa cama ycTaHaBnMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

WHTepdepeHumsn:

AckopbuHoBasi  KucnoTa, [moko3a OGunupybuH, MoyeBas kucrnota U
remMornobuH B AuanasoHe U3NMONOrMYECKUX KOHLEHTpaLUWiA He BIMSIOT Ha
pesynbTaT aHanusa.

KonupoBaHnue u nepegaya TpeTbHM JHIAM 3aNpelieHbl!
Ilo Bomnpocam MeTO}IM‘IeCKOﬁ TOMOIIH H 3aKyNIKH 06pamaTLcs1 no
Teseponam: 8017-300-65-11; 8017-320-65-10

HeoTbemiieMoii 4acTbI0 HHCTPYKLHIi 110 IPHMEHEHHIO SBJIAIOTCS
aJanTanMoOHHbIC MPOTrPaMMbl (MeTO}]l/lKlrl) 0 NPUMEHEHHI0 Haﬁopa
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Ha60pa peareHT d’.,_‘.m ereneneva
B6noxmmmnyeckmnx napameTpoB:
XonecTtepuH JINBM

KnuHunyeckoe 3HauyeHue:

JlunonpoTenHbl BbICOKOW MMOTHOCTM MOMYT MEpeMeLiaTb XOrnecTepuH U3
apTepuii B neyeHb AN €ro AanbHelillero BblBeAEHWUsl, YTO CHUXaeT puck
cepAeYHbIX U KOPOHapHbIX 3aboneBaHui. Mo aton npuuunHe JMNBM-xonectepuH
Ha3blBalOT  «XOPOLUMM  XONECTEPUHOMY. Huskaa koHueHTpauus JIMNBI-
XOrecTepyHa roBopuT O MOBBILLEHUN pUCKka CEPAEYHO-COCYANCTLIX 3aboneBaHnii.

[lnarHo3 He [OMKEH CTaBUTLCS Ha OCHOBaHMM ofHoro TecTa. HeoGxoaumo
YYnUTbIBaTb pesynbTaThbl APYrX UCCNENOBaHMIA N KIMHUYECKYIO KapTUHY.

7.,_,‘.,,/- /

anIHLl,VII'I MeToAa:

MpsamMoii MeToa MMMyHOCenapaLy OCHOBaH Ha NOCNeaoBaTeNIbHOCTY peakLuuit:

MepBbIi aTan — anuMuHupoBaHue He JIMNBI xonectepvHoB nog AevCTBUMEM
aHTUYENOBEYECKUX aHTUTen K [B-nunonpoteHaM. Kommnnekc aHureH-aHTuTerno
6nokupyet He JTMBI xonectepuHbl ANs AeicTBUA hepMeHTOB BO BTOPOM 3aTane
onpeneneHus:

XonecteponacTtepasa
Ocupbl xonectepuHa + H20 — XKupHble kucnotbl + H202

XonecTeponchMnaaa
XonectepuH + O2 — 4-xonecteHoH + H202
Mepokcupasa

2H20, + DAOS + 4-AA — Komnnekc rony6oro useta + 4H20,

rge DAOS - N-(2-rugpokcu-3-cynbgonponun)-3,5-gumeTokcraHanvH;

4-AA - 4-aMWHOAHTUNUPWH.

KoHueHTpauusi ~ oGpasylolerocsi  OKPaLIEHHOTO  XUHOHUMMHA
nponopumoHansHo  KoHueHTpauum  JIMBl1-xonectepuHa B
n3mepsieTcs poTomMeTpruIeckn nNpu anuvHe BonHbl 600 HM.

Habop npeaHasHayeH Ans UCMONb30BaHUA Ha PYYHbIX, MONyaBTOMATUYECKUX U
aBTOMaTUYeCcKnX GUOXMMUYECKMX aHanusaTopax.

npsamo
obpasue, uTO

CocTtaB HabopoB*:

Mo xenaHuto 3aka3yuka Habop MoXem [0CMasnsimbCsi C KOHMPObHbIM
Mamepuariom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHNI0. XpaHUTb B TEMHOM MecCTe Mnpu
Temnepatype ot 2°C go 8°C.

Hesckpbimble: cTabunbHbl 4O OKOHYAHWS CPOKa roA4HOCTH

lMocne eckpbimusi: cTabuUnbHbI O OKOHYaHUSI CpoKa FOAHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4YeHUE 2 MecsILEB.

3a 30 MuHYT Ao npuMmeHeHns KannbpaTtopa Bo cdnakoH fobaBnTts Heobxoanmoe
KONMYECTBO [EVOHWU3NPOBAHHOW BOAbI, COMMAacHO WHGOPMaLMM ykasaHHOW Ha
aTukeTke. [MpUroToBneHHbIN kanubpaTop ctabuneH 2 Heaenu nNpy Temnepartype ot
2°C po 8°C unu 3 mecsiua npu Temneparype ot muHyc 20°C.

3a 30 MUHYT A0 NpuvMeHeHust KoHTpons Bo dhrakoH [ob6aButb Heobxoaumoe
KONMYECTBO [EVOHWU3NPOBAHHOW BOAbI, COMMAacHO WHGOPMaLMW ykasaHHOW Ha
aTukeTke. CTabUNbHOCTL KOHTPOMS MOCMe BOCCTAHOBMEHWS 8 4yacoB npu
Temnepatype oT 15°C po 25°C, 5 gHen — npu Temnepatype ot 2°C go 8°C unu 1
Mecsl - npu Temnepatype oT MuHyc 20°C. He ponyckaTb MNOBTOPHOrO
3aMopaxuBaHusi-pasMopaxuBaHust. isberatb 3arpsisBHeHus.

anSHaKVI HenpurogHoCTun peareHToOB And NpUMeHeHUsA:

- Hanu4ue B PacTBOpE peareHTa MyTHOCTM UK YacTul;

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxogswwue B coctaB Habopa,
ANarHoCTuKK in vitro. He npuHumame eHympsb.

KanunGpatop npefctaBnsieT cob6oto NMounMavpoBaHHyo CbIBOPOTKY YerloBeKa,
KoTopasi npoTecTupoBaHa Ha oTcytctBue HBsAg, HCV u antuten k HIV (1/2).
OpHako, nmpu pabote ¢ HUM HeobxoauMo obpallaTbCa Kak C MOTEHUManbHO
OnacHbIM BeLLecTBOM.

Mpn pabote c Habopamu peareHTOB crefyeT MPUMEHsTb CpeacTea
VHOVBUAYarbHON 3aliMTbl B COOTBETCTBUM C AEUCTBYIOLLUMIA 3aKOHOAATENBCTBOM
Pecnybnukn Benapyck. [JonyckaloTcs K NPUMEHEHWIO nepyaTkv MeauuMHCKue
O[HOpa3oBble M XxanaTtbl MeAuUMHCKMe, oTBevawowme aencteylowmm THMA
Pecnybnukvu Benapycb 1 umetowwne AOKyMEHTbI, NOATBEPXAAOLIME KAYeCTBO U
6e30nacHOCTb B 0611acTvt NpUMeEHeHMsI.

Mpwn pabote c Habopamu crnefyeT cobnoaaTb Npasuna TeXHWKM GeaonacHoCTn
B COOTBETCTBMU C AEWCTBYIOWMIA 3akoHoaaTenbcTBom Pecnybnuku benapychb.

YTunusaums He Ncnonb3oBaHHbIX MMBO C UCTEKLINM CPOKOM FOAHOCTH peareHToB
NPOXOAMT B COOTBETCTBUM C AEWCTBYIOLWMIA 3akoHodaTenbCcTBOM Pecnybnvku
Benapycb

npegHasHa4YeHbl TONbKO AnA

O6pa3ubl U UX CTaBUNBLHOCTD!:
HeremonmsmpoaaHHaﬂ CbIBOPOTKa Unun nnasma Kposu. He ncnonb3oBatb untpart
B Ka4eCTBe aHTuUKoarynsaHTta. CryCTOK AOIMKEeH ObITb OTAENneH Kak MOXHO CKopee.

PearenT 1 Pearent 2 'iz:ﬁgi;ﬂeb' ! O6pa3Lbl CTabUnbHLI 7 AHEi Npy TemnepaType xpaHenus oT 2°C o 8°C.
Bycep pH7,0+ 0,1; Bycbep pH7,0 £ KoHueHTpaums MeToavku Ans py4HbIX U NONyaBTOMaTU4ECKMX aHaNW3aToOPOB.
XoneCTeponaC'repasaz 0,1; kanubpaTopoB / KOHTponen HeobxoaMMoe, HO He NPeAOCTaBNSeMOe 060pyAOBaHue:
Xonec}'zeponoxc‘mnaaa, AHTU4enoBeveckve yKasawa Ha TnkeTke - CNEeKTPOhOTOMETP, MO3BOMSAIOLLNI NPOBOANTL U3MEPEHUS MPU ANIMHE BOMHBI
N-(2-?;Zj;i?<ih-3- ni??;ﬁ;g:fh;_ 600 HM 1 AnNUHOW onNTUYecKoro NyTn 1 cwm;
cynbconponmn)-3,5- Mepokcnaasa; :(;qc:‘?sT;););;ngiBmo;eizgme oTbupatk ot 0,003 mn go 0,75 mn
anmeTokcnaHanuH; N,N- 4- AHOP ’
61C(2-rapOoKCUaTIN)-2- AMMHOAHTUNMPHH - OHOPA30BblE HAKOHEYHWKM NS [,03aTOPOB;
aMUHO3TaH - CekyHaomep.
cynbdokucnoTa Xop aHanusa (py4Has meTtoAmKa):
45 mn 15 mn Hanuyue n obbem B Habope Ycnosus npoBeaeHnsa aHanusa:
M0 Xenaxuto sakasquka - AnvHa BonHbl — 600 HM (550-650);
60 mn 20 mn Hanuune n o6bem B Habope - [INVHA ONTUYECKOTO MyTH — 1 CM;
MO XeNaHUK 3akas3ynka _ TeMnepaTypa _ 3700_ !
90 mn 30 mn Hanuune n obbem B Habope ! o
110 ENAHMIO 3aKa3UAKA AHanusaTtop OGHynsioT p‘eaKLI,VIOHHOVI OTHOCUTENbHO cMecu PeareHT 1 1
120 mn 40 mn Hannure n o6bem B Habope PeareHT 2 (B cooTHoweHnm 3:1).
110 XXenaHuio 3aKkaaumka MakpomeTop MonymukpomeTog
270 mn 90 mn Hanume n o6bem B Habope BHecTu B KioBeThI: Kannbpatop | O6pasey | Kanubpatop Ob6pasel
N0 KENaHio 3akasdnka PeareHt1, mn 0,6 0,6 0,3 0,3
375 mn 125 mn Hannure n o6bem B Habope . : : : :
PeareHT 2, Mn 0,2 0,2 0,1 0,1
M0 XeNaHWo 3akasduka ; . : : :
* - obbemM peazeHmMo8 60 (brlakoOHe U KOnIu4ecmeo hbriakoHo8 Moxem KanuGpatop, mn 0,008 — 0,003 —
O6paseu, mn - 0,008 - 0,003

8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.
** - UHopMmauus O KamaroXHOM HOMepe U Komniekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

MepemelunBatoT 1 UHKyGMpytoT 5 MuHYT nNpn 37°C.
MN3mepstoT onTuyeckylo NnoTHOCTb (A) peakuMoHHOW cMecu ¢ obpasuom K

kanubpaTopom npoTuB GnaHka.

Pe3ynbTtarthbi:

KoHueHnTpauwmto JIMNBIM xonectepuHa B obpasue (C 06p) paccumTbiBaloT Mo
dopmyne:

C 06p (Mmonb/n)= ———— x C kan,
Akan
I'ne C kan — koHueHTpaums JINBI xonectepuHa B kanubpaTope (MMonb/n)
(ykasaHo Ha chnakoHe 1 B nacrnopTe kayecTsa).
KoadbdpuumeHT nepecyeta: mmons/n = mr/an x 0,0259.

***AHaNUTUYEeCKNe XapakTepuCcTUKU:

YyecmeumenbHocms: He 6onee 0,02 mmonb/n.

JluneiiHocms: 0,02 — 5,10 Mmonb/n.

Ecnu koHueHTpauwms JIMBI xonecteprHa B obpasue npesbiwaeT 5,10 mmonb/n,
To obpasel; HeobxoamMmo passecTun duavonornyeckum pactsopom (0,9 % NaCl) B
2-10 pas, a Nony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BeaeHus.

To4yHOCMBb:

BocnpoussogumocTb BocnpoussoammocTb
BHYTPY cepum MexcepuiiHas
CpepgHee (Mmonb/n) 1,34 2,73 1,28 2,61
SD 0,056 0,11 0,058 0,13
CcVv 4,2 4,1 4,5 4,8
n 10 10 10 10

Koppensyus:

20 o6pa3uoB 6bINO NpoaHanu3npoBaHo ¢ Ucrnonb3oBaHnem Habopa peareHToB
ons onpegenenus JINBI xonectepuHa (npov3BoacTBa «[uaceHc») u gpyrum
Habopom peareHToB, BHECEHHbIM B PeecTp cpeAcTB MeAULMHCKOIrO Ha3Ha4yeHus
PB.

KoadhdununeHT koppensaumu: 0,982.

***[laHHble NonyYeHbl NpU UCNoNb30BaHWUK aHanuaatopa Mindray cepun BS, ans
OpYrvx aHanM3aTopoB OHWU MOTYT OTNMYaTbCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporb kayecTBa M3MepPEHUii MPOBOAUTCS C UCMOMb30BAHUEM KOHTPOINBHOMO
matepuana [AByx YpoBHeW. [lpy HENpoOXOXAEeHWM KOHTpomnen npoBoAUTCA
nepekanubposka. [ocne nepekanvbpoBkM CcreayeT CHoBa MpOTECTMPOBaTb
KOHTponu. B cnyyae HenpoxoXaeHns KOHTPons kayecTBa nocre nepekanmbposku,
Heob6XoAUMO MNPOBEPWUTb WCMPaBHOCTb aHanu3atopa M Hanmuyuve MpU3HaKkoB
HenpuUrogHOCTH peareHToB.

Kaxxpas nabopaTopusi NpoBOAWT KOHTPOMNb KayecTBa COrMacHoO CBOEN
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeHATb AN KOHTPOMS KayecTBa KOHTPOMbHbLIA MaTtepwuarn,
BXOAsWMN B cocTaB Habopa, unu npoussoacTBa Randox (BenukoGputanwus),
Spinreact (Mcnanus), Cormay (MonbLua) v Apyrux nponssoauTenei.

PedrepeHCHbIe 3Ha4YeHUs:

My>K4MHbI YKeHLWMHbI
HopmanbHoe cogepxaHve > 1,3 Mmonb/n > 1,55 mmonb/n
1,01-1,55
Moporoas KoOHUeHTpauus 0,91-1,3 mmons/n MMOAL/TT

MpvBeaeHHble  ped)epeHCHble  3HAYeHUst  OPUEHTMPOBOYHbIE:  Kaxkaas
nabopatopus AoMmKHa cama ycTaHaBnmBaTh CBOW pedepeHCHble 3HaYeHus.

WUHTepdepeHuus:

Femorno6uH, 6unupy6uH, ackopbuHoBasi KucCnoTa He BIMSIIOT Ha pesynbTar
aHanusa.

Jlunemunyeckne obpasupl C cogepxaHvem TpurnuuepugoB = 13,6 Mmonb/n
HeobxoauMo pa3baBuTb pacTBOPOM xnopuaa HaTpus (9 r/n) B cooTHowweHun 1:9, a
nomny4YeHHbIN pesynbTaTt yMHOXMTb Ha 10.

KonupoBaHue u nepegaya TpeTbUM nNuuiaM 3anpetieHbi!
Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKynku obpallaTtbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi Yactbio VIHCprKLI,VIVI no NPUMEHEeHUI ABNAKTCA
aganTauuoHHble nporpaMmmbl (MeTOAMKM) no NpUMeHeHuno HaGopa
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HaGopa peariHTca firisA or,jepeneHns
BUOXMMUYECKE ST TPOB:
XonecTtepuH JIMHMN

KnuHunyeckoe 3HauyeHue:

XonecTepuH NUNONpoTenMHOB Hu3koi nnotHocTtu (NTMHIM) cocTaBnsieT GonbLuylo YacTb
obuero xonectepuHa cbiBopoTkn kposu. JINHIM npuHuMaeT yyactue B TpaHCMOPTUPOBKE
xonectepvHa B TkaHW. [MoBblweHHbI yposeHb JITTHI HabntogaeTcs npu atepocknepose,
KopoHapHon 6GonesHu. Onpepenenne xonectepuHa JIMHIM sBnsieTca cneunduyHbIM
TECTOM [N YCTaHOBNEHWS OLEHKW pucka CepaeyvHO-COCYAMUCTbIX 3abonesaHui, u
NPUHATUSA PELUEHUA OTHOCUTENBHO OnpeaeneHns TepanesTUYecKUX Npoueayp.

[lnarHo3 He JOMKEH CTaBUTLCS Ha OCHOBaHWW OAHOro Tecta. HeobxoanMo yunTbiBaThH
pe3ynbTaThbl APYrMX UCCNEA0BaHWA U KIMHUYECKYHO KapTUHY.

MpuHuun metopa:

[MpsiMo meToa OCHOBAaH Ha NOCeA0BaTENbHOCTU peaKUmnii:
MepBbii 3Tan — anuMuHupoBaHue He JIMHI xonecTepuHOB NOMWAHUOHHBIMU U
amdoTepHbIMK cypdakTaHTamu.

Xonecreponacrepasa,

XonecTeponokcuaasa
Acpupebl xonectepuHa + H20 + O — 4-xonecTeHoH +XXupHble kucnotbl + H20-

Karanasa
2H,0; ———— O3 + 2H20
BTopow aTan — namepenue cogepxanus NNMHM xonectepuHoB:
Xonecteponactepasa,
XonecTeponokcuaasa
NNHM-xonectepuH + H0 + O — 4-xonecteHoH +XXupHble kucnotbl + H20:

MNepokcupasa
2H,0; + HDAOS + 4-AA — XWUHOHUMUH + 3H20,

KoHueHTpauus obpasyloLierocs okpalleHHOro B ronyboi LBeT XWHOHWMUWHA
npsMO MPOMOPLUMOHanbHO KoHueHTpauun JIMHM-xonectepvHa B o6pasue, 4TO
n3vepsieTca poTomeTpuyeckn npu  AnuHe BOMHbl 600 HM  OTHOCWTENbHO
Kanubparopa.

HaGop npefgHasHayeH Ans MCMOMb30BaHUSI HA PYYHbIX, MOMyaBTOMATUYECKUX U
aBTOMaTUYeCKNX BUOXUMUYECKNX aHanusaTopax.

CocTtaB Habopa*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponun **
Bydep pH 7,0 £ 0,1; Bydep pH 7,0 + KoHueHTpaumsi kanmbpatopos
[eTepreHT; 0,1; / KOHTpOnen ykasaHa Ha
XonecTeponacTepasa; Mepokcupasa; aTUKeTKe
XonecTepornokcuaasa; 4-aMUHOAHTUNUPUH

Katanaza HMMPS (N -3-
cynbgonponun-3-MeTokeu-
5-MeTUnaHunuH);

AckopbaTtokcugasa

45 mn 15 mn Hanuyve n o6bem B Habope
10 XXENaHUIo 3aKasyuka

60 mn 20 mn Hanuune n o6bem B Habope
10 XEeNaHuIo 3akasyuka

90 mn 30 mn Hanuyve n o6bem B Habope
10 XENaHWIo 3aKasyuka

120 mn 40 mn Hanuune n o6bem B Habope
10 XENaHUIo 3akasyuka

270 mn 90 mn Hanuune n o6bem B Habope
0 XENaHWIo 3akasyuka

375 mn 125 mn Hanuyve n o6bem B Habope

N0 XenaHui 3akasdyunka

* - 06bem peazeHmMos 80 (hriakoHe U KOIUYecmeo h/lakoHo8 MOoXem 8apbUpo8ambCsl
8 3a8UCUMOCMU OM KamaroXHo20 HoMepa.

** - UHGhopMayUsT 0 KamarnoXHOM HoMepe U KoMrnekmayuu Habopa npedocmasneHa Ha
catime diasens.by.

o xenaHuro 3aKkasyuka Habop MOXem [ocmaensimbscsi C KOHMPObHbIM
Mamepuarsiom.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHWIO. XPaHUTbL B TEMHOM MeCTe npu
Temnepatype oT 2°C go 8°C.

Heeackpbimbie: cTabunbHbl O OKOHYaHWSI CpPOKa FOAHOCTH

lMocne eckpbimusi: cTabunbHbl B Te4eHne 3 mecsiLeB.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHNE 2 MECSLEB.

3a 30 MuHyT fo npumeHeHus Kanvbpartopa Bo cdnakoH fo6aBuTb Heobxoaumoe
KONMYECTBO [EVMOHWU3MPOBAHHOW BOAbI, COMMACHO WMHGOPMaLUWMM yKasaHHOW Ha
aTukeTke. [pUroToBneHHbI kanubpaTop ctabuneH 2 Hegenu npu TemnepaType ot
2°C po 8°C vnu 3 mecsaua npu Temnepatype MmuHyc 20°C.

3a 30 MWHYT A0 npuMeHeHus KoHTpons Bo ¢nakoH Ao6aBuTb Heobxogumoe
KONMYECTBO [EVOHWU3MPOBAHHOW BOAbI, COMMACHO WHGOPMaLUWMM yKasaHHOW Ha
aTukeTke. CTaBUNMBHOCTbL KOHTPOMS MOCMEe BOCCTAHOBMEHUS 8 4acoB npwu
Temnepatype ot 15°C go 25°C, 5 gHeit — npu Temnepatype ot 2°C go 8°C unu 1
Mecsy - npu  Temnepatype ot muHyc 20°C. He ponyckaTb MNOBTOPHOrO
3aMopaxvBaHUsi-pa3mopaxvBaHus. M3beratb 3arpsisHeHus.

anISHaKVI HenpurogHoCTu peareHToOB ANdA NPUMEeHeHUs:

- Hanu4ve B pacTBOPE peareHTa MyTHOCTM UM YacTuL;

MepbI NpeaoCTOPOXHOCTH:

PeareHTbl, Bxopsuwme B cocTaB Habopa,
AvarHocTuku in vitro. He npuHumame eHympsb.

Kanu6paTtop npefcrtaBnsieT cobot NMocunMaMpoBaHHy CbIBOPOTKY YerloBEKa,
KoTopasi npoTtecTMpoBaHa Ha oTcytctBue HBsAg, HCV u antuten k HIV (1/2).
OpHako, Npu paboTe ¢ HUM HeobxoAaNMO obpallaTbCs Kak C NOTeHLUManbHO onacHbIM
BELLECTBOM.

MNpn pabote c Habopamn peareHTOB criegyeT MPUMEHSTb  CpeacTBa
MHOVBUAYaNbHOW 3aliMTbl B COOTBETCTBMWM C AEWCTBYIOLUMIA 3aKOHOAATENbCTBOM
Pecnybnukn Benapycb. [lonyckaloTcsi K NPUMEHEHWIO nepyaTkun MeauuMHCKue
OfHOpa3oBble W XxanaTbl MeguuMHCKMe, OTBevawlwme paencteyowmm THMA
Pecnybnukn Benapycb 1 vMelolime OOKyMeHTbl, NMOATBEPXAAIOLLME KayecTBO W
6e30nacHOCTb B 06MacTut NpUMEHeHMsI.

Mpu paboTe c Habopamu cnedyeT cobnoaaTe Npaeuna TeXHNKM 6e3onacHoCcTH B
COOTBETCTBMU C AEWCTBYIOLWNIA 3akoHoaaTenbcTBoM Pecnybnuku benapychb.

YTunusaumsi He MICNONb30BaHHbLIX MMBO C UCTEKLIMM CPOKOM FOAHOCTY peareHToB
NpoXoauT B COOTBETCTBMM C [OEWCTBYIOLUMIA 3akoHodaTenbcTBoM Pecnybnuku
Benapycs.

O6pa3subl U UX CTaBUNLHOCTD:

HeremonusupoBaHHasi CblBOpOTKa WNW renapuHU3MpoOBaHHasi nnasma KpoBu.
Cryctok [ormkeH OblTb OTAENEH Kak MOXHO CcKopee. 3HauyeHuss B nnaswe,
nonyyeHHon ¢ nomowbto Li-renapvHata, 6yayT Ha 3% Bbille, YeM B CbIBOPOTKE
KpOBW. A 3HayeHus B nnasme, nonyyeHHow ¢ nomoubio SATA, byayT Ha 9% Huxe,
4YeM B CbIBOPOTKE.

O6pa3subl cTabunbHbl 7 AHEN Npu TemnepaTtype xpaHeHusi oT 2°C go 8°C. Ans
6bonee ANUTENbHOIO XpaHeHUs 3aMopo3uTb A0 MUHyc 70°C.

npefHasHa4YeHbl TONbKO AOnA

MeToaumku Ans pyYHbIX U NONyaBTOMaTU4YECKUX aHaNU3aTopoB.
Heob6xoaumoe, Ho He npeaocTaBnsieMoe o6opyaoBaHue:
- CneKkTpoOTOMETP, MO3BOSSAIOWMIA NPOBOAUTL U3MEPEHUSI MPU ATIVHE BOSHbI
600 HM 1 A4nnHOM onTuyeckoro nyTn 1 cwm;
- Jo3aTopsbl, no3eonsowme otéupatsb 0,004 go 0,75 mm;
- 0HOpa30Bble KIOBETbI;
- 0JHOpa30Bble HAaKOHEYHWKM Af1s 403aTOPOB;
- CeKyHaomep.
Xop aHanu3a (py4YHas meToamka):
YcnoBus npoBeAeHUs aHanmaa:
- AnNunHa BomHbl — 600 HM (590-700);
- ANIMHa onTuYeckoro Nyt — 1 cm;
- Temnepartypa - 37°C;
AHanmsaTop OGHYNST peakuMOHHOW OTHOCUTENbHO cmecu PeareHT 1 u
PeareHT 2 (B cooTHOWeHWU 3:1).

MakpomeToa NonymukpomeToa
BHecTu B KOBETbI: Kanubpatop |O6pasey KanubpaTtop Obpasey
PeareHT1, mn 0,6 0,6 0,3 0,3
PeareHT 2, Mn 0,2 0,2 0,1 0,1
Kanubpatop, mn 0,008 - 0,004 -
O6paseu, mn - 0,008 - 0,004

MepemelumBatoT 1 UHKYOUPYIOT 5 MUHYT nNpu 37°C.
M3amepsiloT onTuyeckyto nnoTHocTb (A) peakuuMoHHoW cmecu ¢ obpasuom wu

kanubpaTopom NpoTuB GnaHka.

Pe3ynbTtarhbi:

KoHueHnTpaumto JIMHM xonectepuHa B obpasue (C obp) paccuuTbiBaloT no
dopmyne:

Akan
F'ne C kan — koHueHTpauusi JIMHIM xonectepuHa B kanubpaTtope (MMonb/n)
(ykasaHo Ha chnakoHe 1 B nacnopTe kayecTsa).
KoadbdpuumeHT nepecyeta: mmons/n = mr/an x 0,0259.

***AHaNUTUYEeCKNe XxapakTepucTUKu:
YyecmeumenbHocmb: He 6onee 0,0259 mmonb/n.
JluneitiHocmsb: 0,259 - 26,00 mmonb/n.
Ecnu koHueHTpauwms JIMHIM xonectepuHa B o6pasue npesbiwaeT 26,0 Mmonb/n,
To obpaseL Heobxoanmo passecTu usmnonormyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BeaeHus.
ToyHOCMBb:

BocnpoussogumocTb BocnpowussoanmMocTb
BHYTpU cepuu MeXcepuiiHas
CpegHee (Mmonb/n) 2,66 4,28 2,51 4,39
SD 0,101 0,175 0,100 0,202
CcVv 3,8 4.1 4,0 4,6
n 10 10 10 10
Koppensayus:

20 ob6pasuoB 6bIno0 NpoaHanu3npoBaHo C ucnonb3oBaHnem Habopa peareHTOB
ans onpefenexust xonectepuHa JIMHIM (npousBoacTBa «[naceHc») u Apyrum
HabopoM peareHTOB, BHECEHHbIM B PeecTp MegULMHCKOW TEeXHUKU U WU3Jenuii
MeaMLUMHCKOro HasHaveHns Pecny6nukn Benapychb.

KoadbdpuumeHT koppensiuum: 0,984.

***[laHHble Nony4eHbl NPW UCNonb3oBaHuK aHanusatopa Mindray cepun BS, ans
OpYrvx aHanM3aTopoB OHWU MOTYT OTNMYaTbCS.

KoHTponb kayecTBa:

KoHTpornb kayecTBa usamepeHuii NPOBOAUTCA C UCMOSb30BaHWEM KOHTPONbHOMO
Matepuana fAByX YpoBHeW. [lpyv HENPOXOXAEHWM KOHTpONeW MpoBOAMTCH
nepekanubposka. [locne nepekanMbpoBky criegyeT CHoBa NpPOTECTUPOBaTb
KOHTpoOnu. B cnyyae HenpoxoxaeHUsi KOHTPONs KayecTBa Mocrne nepekanubpoBKky,
Heob6XoAUMO MPOBEPWUTL WUCMPABHOCTb aHanusatopa W Hanuune npu3HaKkos
HEMNpUrogHOCTU peareHToB.

Kaxxpass nabopaTopusi
YTBEPXKAEHHOW CXeMe.

PekomeHOyeM MPUMEHSTb ANs KOHTPOIsi KauyecTBa KOHTPOSbHbIA MaTepuarn,
BXOASALWMA B cocTaB Habopa, wnu npousBofctBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux NpousBoauTenen.

NPOBOAWT  KOHTPOMb KayecTBa COrMacHoO CBOeW

PedrepeHCHbIe 3Ha4YeHus:

PekomeHgyemoe < 3,34 mmonb/n
[NorpaHn4Hoe 3HayeHue 3,34-4,13 mmonb/n
Bbicokui puck cepAeyHO-CoCyanCTbIX 24,13 mmons/n
3aboneBaHuin

MpuBeneHHble  pedepeHCHble  3HAYeHWs  OPUEHTUPOBOYHbIE:
naGopaTtopusi AOMKHA cama yCTaHaBnvBaTb CBOU pedhepeHCHbIE 3HaYEHUs!.

UHTepdepeHuusn:

F'emornobuH, 6ununpybuH, ackopbuHoBas KucrnoTa He BMMSIOT Ha pesynbTar
aHanuaa.

Jlunemunyeckne obpasubl ¢ cogepxaHuem TpurnuuepugoB = 11,3 mmonb/n
Heobxoaumo pa3baBuTb pacTBOpPOM xnopuga Hatpus (9 r/n) B cooTHowweHun 1:9, a
nonyyYeHHbIN pesynbTaTt yMHOXMTb Ha 10.

KonupoBaHue n nepeaaya TpeTbMM nuuam 3anpelueHb!
Mo Bonpocam MeToANYECKON NMOMOLLM U 3aKynKu obpalaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Kaxgas

HeoTbemnemon yactbio VIHCprKI.IVIﬁ no NpMMeHeHUIo ABIAITCA
apanTauMoHHbIe NporpamMmmbl (MeTOAMKM) no NpUMEHEeHU HaGopa
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HaGopa peareriw= 7w onpeaeneHus
6MOXMMUYECKUX NapaMeTpPOB:

BunupybuH npsasmon BaHaaaTHbIM

MeToaAoM

KnuHunyeckoe 3HauyeHue:

BunupybuH  (NnUrmMeHT xenToro UBeTa) SBMASETCA NpPoAyKTOM pacnaga
remornobuHa. [na pauarHocTuyeckux uenei 6unupybuH pasgensioT Ha fase
dpakummn: cBsizaHHbIN U cBOGOAHBIA. B renatoumaax 6unnpybuH pepmeHTaTMBHO
CBSI3aH C OCTaTKaMu IMioKyPOHOBOM KUCIOTbI. OTa hopMa HasblBaeTCA NPsSIMOii Unn
cBsi3aHHOW. HemopauduumpoBaHHbIn 6unupybrH cBsisbiBaeTcs ¢ anbbyMuMHOM U1
HasblBaeTcs cBOOOAHLIM MK HenpsMbIM. Henpsimoii Gunupy6uH paccunTbiBaeTcst
Kak pasHOCTb Mexay obLwuM 1 npsaimMbiM GunupyorHom.

lMoBbILEHHbI YpOBEHb NPsIMOro BunupybrHa xapakTepeH Ans MexaHudeckoi
XKenTyxu, cuHgpoMa OybuHa-[)XOHCOHa, NOPaXKeHU Xen4yeBblBOOSLMX NyTen un
XKENYHOro ny3bIps.

[inarHo3 He [OMKEH CTaBUTbCS Ha OCHOBaHWUKM ofHoro TecTa. HeoGxogumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCNEAOBAHNA U KIIMHUYECKYIO KapTUHY.

anIHLIMI'I MeToaa:

MeTon OCHOBaH Ha XWMUYECKOM OKWCNIEHWM B NPUCYTCTBUMM BaHajaTta B
Ka4ecTBe oKUCNUTENS.

B npucyTCTBMM OeTepreHTa M CONMU BaHaAWeBOl KWUCMOTbI, B KUCMOW cpene,
npsimoit  GunupybuH okucnsieTcs 4O GUNMBEpAMHA, YTO  COMPOBOXAAETCS
M3MEHEHUEM JKEMNTON OKPAaCKW, XapakTepHoW Ans GunupybuHa, Ha 3eneHyto,
XapaKkTepHylo Aans  6unueepauHa. CTeneHb OKpacku  MponopLuMoHaribHa
KOHLieHTpaLum npsmoro 6unupy6uHa B Nnpobe 1 n3MepsieTcst (hOTOMETPUHECKU.

Habop npeaHa3HayeH ANns UCMOMb30BaHWS Ha PYYHbIX, NOMyaBTOMATUYECKUX U
aBTOMAaTUYECKUX GUOXMMUYECKVX aHanu3aTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 Kanunbpatopsbl / koHTponu **
LiutpatHbin 6ydep pH docaTHbIN Bydep KoHueHTpauus
29 pH7,0 KanubpaTopoB / KOHTponen
[eTepreHt MeTaBaHagat yKkasaHa Ha aTuKeTke
HaTpus

40 mn 10 mn Hanuyve n obbem B Habope
o XenaHuio 3akasynka

70 mn 18 mn Hanuyve n obbem B Habope
o XenaHuio 3akasynka

80 mn 20 mn Hanuyve n obbem B Habope
o XenaHuio 3akasynka

140 mn 36 mn Hanuyve n obbem B Habope
o XenaHuio 3akasynka

160 mn 40 mn Hanuyve n obbem B Habope
o XenaHuio 3akasynka

240 mn 60 mn Hanuyve n obbem B Habope
o XemnaHuio 3akasuumka

*

- obbeM peazeHmos 80 hrakoOHe U KO/Iu4ecmeo (briakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHGopMmauus O KamaroXHOM HOoMepe U Komniekmauuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuro 3akas3yuka Habop MoOXem [MOCMaensimbCsi C KOHMPOIbHLIM
Mamepuanom.

MoaroToBka peareHTOB K MPMMEHEHUIO U MX CTaOUNBbHOCTb:

PeareHT 1 1 PeareHT 2 rotoBbl K NpUMEHeHW0. XpaHUTb B TEMHOM MeCTe Mnpwu
Temnepatype o1 2°C go 8°C.

Hesckpbimbie: cTabunbHbl 4O OKOHYaHWSI CPOKa FOAHOCTY.

lMocne eckpbimusi: cTabunbHbl B Te4eHne 5 Hedenb.

Ha 6opmy aHanuzamopa: cTabunbHbl B TedeHne 1 mecsiua.

Mepen wcnonb3oBaHnem PeareHT 1 u PeareHT 2 cnegyet akkypaTHO
nepemMeLuaTtb.

3a 30 MuHyT Ao npumeHenus Kannbpatopa n KoHTpons Bo cdnakoHbl 406aBUThL
HeobXxoAMMoe KOMMYECTBO [AEMOHM3NPOBAHHOW BOAbI, COrMAacHO MHgopmaumm
yKkazaHHOM Ha aTukeTke. CTabunbHOCTb Kanubpatopa W KOHTpons nocrne
BOCCTaHoBneHuss 8 YyacoB npu Temnepatype oT 15°C go 25°C, 5 gHei — npwu
Temnepatype o1 2°C go 8°C unun 1 mecsy - npy Temnepatype oT MuHyc 20°C. He
[AornyckaTe MOBTOPHOrO 3aMOpaXuBaHUA-pa3mMopaxmBaHus. 3awmaTs oT ceeTa U
n3beratb 3arps3HeHun!

Mpu3HaKu HENPUroAHOCTU peareHToB AN NPUMEHEHUs:
- Hanuuve B pacTBOpe peareHTa MyTHOCTU UKW YacTuL;
- HE MPOXOXAEHWE KOHTPOIS Ka4YeCTBa.

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, Bxogsme B coctaB Habopa,
OunarHocTuku in vitro. He npuHumame 6 Hympsb.

Kanubpatop npou3BOguTCA Ha OCHOBE YEenoBEYECKOW CbIBOPOTKW KPOBMU,
KoTopasi npoBepeHa Ha otcytcTBne HBsAg, HCV, aHtuten k BUY (1/2). OgHako
npn pabote ¢ HUM HeobxoAMMO obpallaTbCs Kak C MOTeHUManbHO OnacHbIM
BELLECTBOM.

Mpu pabote c HaGopamu peareHTOB criefyeT MPUMEHSATb CpPeAcTBa
MHOMBMOYaNbHON 3allnTbl B COOTBETCTBUM C AENCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycbk. [lonyckaloTcsi K NpUMEHEHWoO nepyaTku MeauuuHCKue
OfHOpa3oBble W XanaTbl MeAuUMHCKUe, oTBevawlwme aAencteyowmm THIMA
Pecny6nukn Benapycb 1 uMelolme [OKyMEHTbI, MOATBEPXAAOWME KayecTBO U
6e3onacHocTb B 06nacT NpyMeHeHus.

Mpu pabote ¢ Habopamn cnepyeT cobnoaaTte NpaBuna TEXHUKM 6e3onacHoCcTu
B COOTBETCTBUW C AeWCTBYIOLWMIA 3akoHoAaTenbcTBoM Pecnybnukv Benapychb.

YTunusaums He UCNONb30BaHHbBIX NIMBGO C UCTEKLLIMM CPOKOM FOAHOCTU peareHToB
NPOXOAMT B COOTBETCTBUMM C [ENCTBYIOLWMIA 3akoHodaTenbCTBOM Pecny6nvku
Benapycb.

npeaHasHayeHbl TONMbKO And

O6pas3subl, UX CTaBUMNBLHOCTbL U NOArOTOBKA K aHanu3y:

CbiBOpoTKa kpoBy 6e3 crefos remonusa.

OputpouuTbl criegyeT  MakcuMarbHO 6bICTPO  OTAENWTb  OT  CbIBOPOTKY.
Jlunemuyeckme obpasupl MOryT AaBaTb MCEBAO3AHWKEHHble pe3ynbTaTbl Mo
6unupybuHy, NnoaToMy nccneaoBaHue cnedyeT NPOBOAUTL HATOLLAK.

Mockonbky 6unupybuH noaBepxkeH oTookucneHuo, obpasupl cnegyet
3awMwaTe OT MonajaHns nPsSMOro CBeTa, Kak OT COMHEeYHoro, Tak W ot
MCKYCCTBEHHbIX UCTOYHMKOB cBeTa. O6pasubl XpaHUTb B TeMHOTE W Tpu
Temnepatype oT 2°C go 8°C He 6onee 3-x AHeN.

PekomeHnayeTcs npoBefeHVe aHann30B Ha CBeXeM Guoriorniyeckom Matepuane.

MeToauvka Ansi pyYHbIX U NONyaBTOMaTUYeCKMX aHaNM3aTopoB.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

CNeKkTpoOTOMETP, NMO3BOSSIOLLMIA NPOBOAUTL M3MEPEHWUS NMPU ANWHE BOJHbI
436 HM unu 450 HM 1 ANUHOW onTUYeckoro Nyt 1 cMm, ¢ TepMocTaTUpyembim
KIOBETHbIM OTAENEHNEM;

- [o3aTopbl C HAaKOHEeYHKamMKn nepemeHHoro oovema ot 0,015 mn o 0,8 mn;

- cekyHaomep.

Xop aHanu3sa (py4Hasa meTtoauka):

Ycnosus npoBedeHust aHanvaa:

- ANVHa BOIHbl —450 HM;

- ANWHa onTuyeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

PeareHTbl goBectn go Temnepatypbl 37°C.
AHanuaatop o6HynsitoT oTHocuTenbHo PeareHTa 1.

MakpomeToa MonymukpomeTon
BHectn B
IOBETBI" Kanubpatop O6pasey| KanubpaTop O6pasel
PeareHT 1, Mn 0,800 0,800 0,400 0,400
Kanubpatop, mn 0,030 0,015
O6paseu, mn 0,030 0,015

AKKypaTHO nepemeluaTtb 1 I/IHKy6VIpOBaTb 5 muH npu Temnepatype 37°C,
M3MepUTL ONTUYECKYIO0 MNOTHOCTL A1 Ans Kanubpatopa v obpasua NpoTue
6naHka. 3aTem 06aBUTh:
PeareHT 2, Mn__ | 0,200 [ 0,200 | 0,100 | 0,100
AKKypaTHO nepemeLLaTb 1 UHKy61poBaTb TOYHO 5 MUH NpK TemnepaType
37°C, n3amepuTb ONTUYECKYIO MIIOTHOCTb A2 ANsa Kanubpartopa v obpasua.
Bblumcnnte AA=A; — A1 ansi kannbpaTtopa n obpasua.
Pe3ynbTaThl:
KoHueHTpauuto npsimoro 6unupybuHa B cbiBopoTke (Cosp) pPaccHuTbLIBAOT MO
dopmyne:

DAggp
Do

KoadhduumeHT nepecyeta: mkmons/n = mr/gn x 17,1.

***AHanNUTU4YeCKue XxapakTepUCTUKU:

YyecmeumenbHocms: He Gonee 1,7 MKMOnb/n.

Jlunelinocms: 1,7 — 342 mkmonb/n

Ecnu koHueHTpauusi 6unupybuHa B obpasue npesbiwaeT 342 mMKMonb/n, TO
obpa3seL, Heobxoammo passecTun usnonormyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a nony4eHHbIn pe3ynbTaT yMHOXUTb Ha KO3(hULMEHT pa3BedeHus.

ToyHoCmb!

Copp(MKMOTTB /1) = X Cyeans

BocnpoussoammocTb BocnpoussogmmocTts
BHYTpY cepum MexcepuiiHas
Cpeanee 59 34,3 58 36,7
(MkmoOnb/n)
SD 0,07 0,27 0,17 0,21
CV, % 1,18 0,78 2,93 0,58
n 10 10 10 10
Koppensauyus:

20 obpasuoB 66110 NpoaHanM3npoBaHo C ucnonb3oBaHvem Habopa peareHToB
Onsa onpefenexHus npsiMoro Gunupy6uHa (npousBofcTBa «[uaceHc») v apyrum
HabopoM peareHTOB, BHECEHHbIM B PeecTp MEeAULMHCKOW TEXHUKU U U3genvn
MeANLMHCKOro HasHaveHus Pecnybnuku Benapyce.

KoadhcuumeHT koppensiunm: 0,976.

***[laHHble NonyyeHbl NPy UCNoNb3oBaHWK aHanusaTopa Mindray cepuu BS,
ONs Apyrvx aHanvM3aTopoB OHU MOTYT OTNIMYaThCS.

KOHTpOHb Ka4yecTBa:

KoHTponb kayecTBa U3MepeHuii MPOBOANUTCS C UCMONb30BAHNEM KOHTPOIIBHOMO
maTepvana [Byx YpoBHeW. [1pM HEnpoxoxAeHWU KOHTpomnen npoBOAUTCS
nepekanubposka. [locne nepekanubpoBkM criegyeT CHOBa MPOTECTMPOBaTb
KOHTponu. B cnyyae HeNpoxoxAeHWs KOHTPONS kayecTBa nocre nepekannbpoBku,
Heo6GXo4MMO NPOBEPUTb MWCMPaBHOCTb aHanusaTopa W Hanuyve NpUsHakoB
HenpurogHoOCTV peareHToB.

Kaxpgass naGopaTopusi NpoOBOAMT KOHTPOSb KauyecTBa COMMacHoO CBOeW
YTBEPXKAEHHOW CXeme.

PekomeHayem npuMeHsTb ANsi KOHTPONS KayecTBa KOHTPOMbHbLIA MaTepuan,
BXOOSWMA B cocTaB Habopa, wunu npomsBoacTtBa Randox (Benvkobputanus),
Spinreact (Mcnanus), Cormay (MonbLua) n Apyrux npovussoanTenei.

PedepeHcHbIe 3Ha4YeHus:

CbiBOpOTKa: MKMoOnb/n
B3apocnbie <3,42
MpuBeaeHHble  pedepeHCHble  3HAYeHUs  OpPUEHTUPOBOYHbIE:  Kaxaas

nabopartopusa goMmKHa cama yCTaHaBNMBaTh CBOU pedepeHCHbIE 3HAaUYEHUs.
UHTepdepeHuus:
AckopburHoBas kucnota go 50 mr/an, remorno6buH go 500 mr/an He BNMSIOT Ha
pe3ynbTaTbl USMepeHui.
KonupoBaHue u nepegaya TpeTbUM Nuuam 3anpelueHbl!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyNKK obpaluaTtbcs no
TenecoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemoi YacTbio MHCTPYKLMIA MO NPUMEHEHUIO SIBNIAIOTCS
apanTauMoHHbIe NporpamMmmbl (MeTOAUKKU) MO NPUMEHEHUI0 Habopa
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Hab6opa pearernToB AN onpeaeneHus
6MoXxuMmn4ecKux napameTpoB:
Bunupy6uH o6WwmMin BaHagaTHLIM METOAOM

KnuHuyeckoe 3HayeHue:

BunupybuH (NUrmeHT kenToro uBeTa) SBMASETCA NpPOAyKTOM pacnaga
remornobuHa. [na pauarHoctudeckvux uenei 6unupybuH pasgensioT Ha age
dpakumm: cBs3aHHbIN U cBoboaHbIA. B renatounpax 6unmpybuH depmeHTaTUBHO
CBfA3aH C 0CTaTKaMu IMIOKYPOHOBOW KUCMNOThI. OTa hopma HasblBaeTCA NPSAMON Uiu
cBsi3aHHOW. HemopuduumpoBaHHbIn BUNupyomuH cBs3biBaeTCs C anbbymyvHOM M
HasblBaeTcA CBO6GOAHLIM MUK HenpAMbIM. HenpsiMoi 6unupybuH paccuutbiBaeTcs
Kak pasHOCTb Mexay obLwuM 1 npsimbiM GunupyorHom.

M3mepeHne CbiIBOPOTOYHOrO BUNMpY6MHa LIMPOKO UCMONb3yeTcs B kavyecTBe
CKPUHUHI-TECTa NpW AMarHOCTUKE COCTOSIHUA neveHn. [unepbunupybuHemus
XapaKkTepHa Afsi MexaHU4ecKkol U reMosIMTUYECKOW XenTyxu, cuHapomos [y6uHa-
IxoHcoHa, MunbbepTa, Kpurnepa-Hasipa, nopaxeHuit xen4yeBblBOASALLMX NyTEN.

[lnarHo3 He [OMKeH CTaBUTbCS Ha OCHOBaHWWM opHoro Tecta. HeoGxoaumo
YyUuTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWM 1 KIMMHUYECKYIO KapTUHY.

MpuHUKUN meTopa:

MeToa OCHOBaH Ha XWMMYECKOM OKUCMieHMW B MPUCYTCTBUM BaHagata B
Ka4yecTBe OKUCTIUTENS.

B npucyTCTBUM OeTepreHta u conv BaHagMeBOW KUCMOTbI, B KACMOW cpege,
obwmii GunnpybuH (NpsiMon 1M cBOGOAHBLIN) OKWCNsieTcs A0 BunuBepavHa, YTO
COMPOBOXOAETCS U3MEHEHVEM XESITON OKPaCKW, XapakTepHom ans Gunmpybuxa, Ha
3eneHyto, XapakTepHyto Ans GunueepauHa. CTeneHb OKpacky MponopuuoHanbHa
KOHLEHTpaLuu obLero 6unupybuHa B npobe u namepsercst hoToOMETPUYECKU.

HaGop npegHasHaueH 455 UCNONb30BaHUsA Ha PYYHbIX, NMOMyaBTOMAaTUYECKUX U
aBTOMaTMYeCcKunX GUOXUMUYECKMX aHanusaTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kOHTponn **
LiutpatHeiii 6ycbep pH 2,8 dochaTHbli Bydep KoHueHTpauus kannbpaTopos /
HetepreHt pH 7,0 KOHTPOSei ykasaHa Ha 3TUKeTke
MeTEBaHa,D,aT HaTpua
40 mn 10 mn Hanuune n obbem B Habope no
XenaHuIo 3akasuuka
70 mn 18 mn Hanuune n obbem B Habope no
XenaHuIo 3akasyuka
80 mn 20 mn Hanuune n obbem B Habope no
XenaHuIo 3akasuuka
140 mn 36 mn Hanuune n obbem B Habope no
XenaHuIo 3akasyuka
160 mn 40 mn Hanuuve n obbem B Habope no
XenaHuIo 3akasyuka
240 mn 60 mn Hanuune n obbem B Habope no
XKenaHuio 3akas4vuka

*

- 0bbeM peaceHmMo8 80 (brakoHe U KOIuU4Yecmeo (briakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHopMauus O KamarnoXHOM HOMepe U Komrnekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.

Mo xenaHul 3aka3yuka Habop MoXem [0CMAaensimbCsi C KOHMPObHLIM
Mamepuanom.

MoproToBka peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTb:

PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHUI0. XpaHUTb B TEMHOM MecTe Mnpu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

lMocne eckpbimusi: cTabunbHbl B TeveHne 5 Hegenb.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecsiLeB.

Mepen wucnonb3oBaHvem PeareHT 1 u PeareHT 2 cnegyeT akkypaTHO
nepemMeluaTtb, Bpalias dnakoHbl. 3awuiats oT cBeTa v n3beratb 3arpsisHeHW!

3a 30 MuHYT fo npumeHeHnst Kanubpatopa u_KoHTpons Bo drakoHbl 4o6aBuThL
HeobGXoaMMOe KOMUYeCTBO [EVOHW3VMPOBAHHOW BOAbl, COrMacHo WHdopMauum
ykazaHHOM Ha aTukeTke. CTabunbHOCTb KanubpaTopa W KOHTponsi nocne
BOCCTaHoOBNeHuss 8 4acoB npu Temnepatype oT 15°C pgo 25°C, 5 gHen — npwm
Temnepatype ot 2°C go 8°C unu 1 mecsiy - npu Temnepatype oT MuHyc 20°C. He
[ornyckaTb MOBTOPHOMO 3aMOpPaXMBaHUS-pa3MOpaXuBaHUs. 3alimiaTte OT cBeTa u
n3beratb 3arpsi3HeHun!

anI3HaKVI HenpurogHoCTu peareHToOB ANA NPpUMeHeHuUus:
- Hanu4yne B pacTBope peareHTa MyTHOCTU Unn Yactud,
- HE MPOXOXAEeHNEe KOHTPOIA KayYecTBa.

MepbI NpesoCTOPOXKHOCTH:

PearenTbl, BXxopswwe B cocTaB Habopa,
OnarHocTuku in vitro. He npuHMmaTtb BHYTpb.

KanubpaTtop nponsBoanTCs Ha OCHOBE YeNOoBEYECKO CbIBOPOTKM KPOBM, KOTopast
npoBepeHa Ha otcytcTeue HBsAg, HCV, antuten k BUY (1/2). OgHako npu pabote
C HUM Heobx0aMMO obpallaTbCs Kak C NOTeHLManbHO ONacHbLIM BeLLeCTBOM.

Mpu pabote c HaGopamu peareHTOB crieayeT MpUMEHsiTb CPeacTBa
MHOMBMOYaNbHON 3allWTbl B COOTBETCTBUM C [EWCTBYIOLLWIA 3aKoHO4ATeNbCTBOM
Pecny6nukn Benapycb. [onyckaloTcsi K NPUMEHEHWMIO MepyaTku MeauLMHCKue
ofHOpa3oBble W XanaTbl MeAuuMHCKMe, oTBevawowme paencTtsyowmm  THIMA
Pecny6nukn Benapycb 1 umetowne LOKYMEHTbI, MOATBEpPXAAloLMe KavyecTBO U
6e3onacHocTb B 06nacT NnpuMeHeHus.

Mpu paboTe c Habopamu cneayeT cobnogaTte npasuna TexHUkn GesonacHocTy B
COOTBETCTBUU C AEWCTBYIOLWNIA 3akoHoaaTenbcTBoM Pecnybnuku benapychb.

YTunusaumsi He UCNOSb30BaHHbIX NGO C UCTEKLWMM CPOKOM FOAHOCTY peareHToB
NpoOXoAUT B COOTBETCTBUM C AEUCTBYIOLMIA 3akoHopaTenbCcTBoM Pecnybnuvku
Benapycs.

npefgHasHa4vyeHbl TONbKO Ans

O6pasubl, UX CTaBUNBHOCTb U NOArOTOBKA K aHanu3y:

CobiBOpoTKa kpoBu 6e3 crefos remonusa.

OputpouuTbl  crielyeT MakcMManbHO 6biCTPO  OTAENUTb  OT  ChIBOPOTKY.
Jlunemuyeckme obpasubl MOryT faBaTb MNCEBAO3aHWKEHHbIe pe3ynbTaTbl MO
6unupyBbuHy, NoaToMy MccregoBaHue credyeT NPOBOAUTL HaTOLLAK.

Mockonbky OGunupy6uH nogBepxeH OToOKUCNeHuo, obpasupl  crnegyeT
3awMwaTe OT rnonajaHus npsMOro cBeTa, Kak OT COMHEYHOro, Tak M OoT
MCKYCCTBEHHbIX UCTOYHWMKOB cBeTa. O6Gpasupl XpaHUTb B TEMHOTE W npu
Temnepatype oT 2°C go 8°C He 6onee 3-x AHeN.

PekomeHayeTcs npoBeAeHne aHanN3oB Ha cBEXeM Guoriorniyeckom matepuarne.

MeToamka Ans pyYHbIX U NONyaBTOMaTU4eCKUX aHanu3aTopos.

Heo6xoaumoe, Ho He npeaocTaBnsieMoe o6opyaoBaHue:

- CNeKTpoOTOMETP, NO3BOMSIOLNA NPOBOAUTL M3MEPEHUSI NMPU ANVHE BOMHbI
420 1M (450 HM) 1 ANWMHOM ONTUYECKOro NyTn 1 CM, C TEPMOCTaTUPYEMbIM KIOBETHBIM
oTaeneHvem;

- 403aTopbl C HAKOHEeYHKaMu nepemeHHoro o6bema ot 0,015 mn go 1 mn;

- CEKyHAOMeEp.

Xopa aHanu3a (py4Hasa meToauka):

Ycnosusa npoeeeHns aHanusa:

- AnvHa BOINHbI — 420 HM (450 HMm);

- ANVHa onTtuyeckoro nytn — 1 cm;

- Temnepartypa - 37°C;

PeareHTbl foBecTu Ao Temnepatypbl 37°C.
AHanuaatop o6HynsitoT oTHocuTenbHo PeareHTa 1.

MakpomeTop [ MonymukpomeTon

BrecTtn B

OBETHI Kann6patop O6paseL Kanu6patop Obpasey
PeareHT 1, Mn 0,800 0,800 0,400 0,400
KanuGparop, 0,030 . 0,015 .

mn

O6paseu, mn - 0,030 - 0,015

AkKypaTHO nepemellatb U UHKyOupoBaTb 2 MUH npu Temnepatype 37°C, uameputb
ONTUYECKYI0 MNOTHOCTL A1 Ansi kanubpaTtopa u obpasua. 3atem go6aBUTb:
PearenT2,mMn | 0,200 [ 0200 [ 0100 [ 0100
AKKypaTHO nepemellatb W WHKy6upoBaTb TO4YHO 5 MuH npu Temnepatype 37°C,
M3MepUTb ONTUYECKYHo NNOTHOCTb A2 Anst kanubpaTopa n obpasua.
Bbluncnute AA=A; — A1 ansa kanubpatopa n obpasua.

PesynbTatbl:

KoHueHTpauuto obuwero 6unmpybuHa B cbiBopoTke (Cosp) paccuMTbiBalOT MO
dopmyne:

Copp(MKMOSIB/NT) = iﬁ:j X Cyans

KoadhduumeHT nepecyeTa: Mmkmonb/n = mr/gn x 17,1.

***AHanNUTU4YeCKue XxapakTepUCTUKU:

YyscTBUTENbHOCTB: He 6onee 0,68 Mkmonb/m.

JNInHenHocTb: 0,68 - 684 mkmonb/n

Ecnu koHueHTpaums 6unvpybuHa B obpasue npeBblwaeTr 684 mkmonb/n, To
obpa3seL, HeobxoauMo passecTu duanonornyeckum pacteopom (0,9 % NaCl) B 2-10
pa3, a Nony4eHHbIN pe3ynbTaT YMHOXUTb Ha KOI(PMULMEHT pasBeaeHus.

TOYHOCTb:

Bocn pou3BOANMOCTb Bocn pou3BOANMOCTb
BHYTpY cepuu MexcepuiiHas
Cpeavee 15,5 70,1 15,9 71,9
(MkmoOnb/n)
SD 0,56 1,99 0,16 0,59
CV, % 3,61 2,85 1,03 0,83
n 10 10 10 10
Koppensuus:

20 obpa3suoB 6bI10 NpoaHanM3NpoBaHO C MCMofb3oBaHMeM Habopa peareHToB
ana onpefeneHus obwero 6unupybuHa (npoussoacTBa «[uaceHc») W Opyrum
HabopoM peareHTOB, BHECEHHbIM B PeecTp MEAULMHCKOW TEeXHWKM U W3Aenui
MeANLMHCKOro HasHaveHus Pecnybnuku Benapyce.

KoadhcuumeHT koppensiuum: 0,996.

***[laHHble NonyyeHbl Npyu ucnonb3oBaHuM aHanusatopa Mindray cepun BS, ans
OpYrMx aHanM3aTopoB OHW MOTYT OTNNYaTbCS.

KOHTpOHb Ka4yecTBa:

KoHTponb kayecTBa M3MEPEHWUI NPOBOAUTCS C UCMONb30BaHUEM KOHTPOIBHOMO
maTepuana [Byx YpoBHeW. [lpy HEnpoOXOXAEHWW KOHTponew npOBOAUTCS
nepekanubposka. [ocne nepekannBpoBKM CriegyeT CHoBa MNPOTECTUMPOBATb
KOHTponu. B criydyae HenpoxoxAeHusi KOHTPONS KayecTBa nocne nepekanvbpoBku,
HeoGXoaQMMO MPOBEPUTb WCMPaBHOCTb aHanu3atopa M Hanuuue npu3HaKoB
HenpurogHoOCTY peareHToB.

Kaxpass nabopatopus
YTBEPXKOAEHHOW CXeme.

PekomeHayemM npuMeHsiTb AN KOHTPONS KavecTBa KOHTPOMbHbIA MaTepuan,
BXOOSWMA B cocTtaB Habopa, wnu npowussBoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay (MonbLia) n Apyrux npovssoauTenei.

PechepeHcHbIe 3HaYeHus:

NpoBOAWUT KOHTPOMb KayecTBa COMMacHo CcBOewn

CbiBOpoOTKa: MKMoOnb/n
B3apocnbie <5-20,5
MpuBeaeHHble  pedepeHCHble  3HAYEeHUs  OPUEHTUPOBOYHBbIE:  Kaxaas

nabopartopusa foMmKHa cama yCTaHaBNMBaTh CBOU pedepeHCHbIE 3HAaYEHUS.

UHTepdepeHuus:

emorno6uH, ackopbMHOBas KUCNOTa U TPUIMULIEPUAbI HE BUSIOT HA pe3ynbTaThl
n3mMepeHnn.

KonMpoaane U nepegava TpeTbMmM nuuam 3anpeu.|,e|-|b|!
Mo Bonpocam MeToAUYECKOI NMOMOLUM U 3aKynku o6palaTbes no TenedoHam:
8017-300-65-11; 8017-320-65-10
HeoTbeMnemoi 4acTbo MHCTPYKLUIA NO NPUMEHEHUIO ABASAOTCA
apjanTauuMoHHbIe NnporpamMmmbl (MeTO,ClVIKVI) no NnpuUMeHeHuro Ha60pa
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KnuHunyeckoe 3HaveHue:

Bununpy6uH (NUrMeHT xenToro LBeTa) SBNsSeTCs NPoAyKTOM pacnaga remornobuHa.
[na guarHocTuyeckux uenew bunupybrH pasgensiiotT Ha ABe pakumn: CBA3AHHbI 1
csobopHbI. B rematoumpax 6unupybuH depmeHTaTMBHO CBSi3aH C ocTaTkamu
MIOKYPOHOBON ~ KMCMNOTbl. JTa ¢dopma Ha3biBaeTCst NPsSIMOA UMW CBA3AHHOWA.
HemopguduumpoBaHHbin GunupybuH cBssbiBaeTca € anbbymMyvHOM W Ha3biBaeTcs
cBO6GOAHBIM UMK HenpAMbIM. Henpsmoi GunupybuH paccumTbiBaeTcs Kak pasHoCTb
Mexay obLmMM 1 NpsMbIM 6UNMpyGuHOM.

MN3mepeHne cbIBOPOTOYHOrO GMNMpy6MHa LUMPOKO MCMOMb3yeTcs B KavecTse
CKPUHUHI-TECTa NpU [AMAarHoCTUKE COCTOSIHWUSI mfedveHu. [unepGunupybuHemus
XapakTepHa Ans MexaHU4ecKoW W reMONUTUYECKO XenTyxu, cuHapomos [y6uHa-
[xoHcoHa, Mnbbepta, Kpurnepa-Haspa, nopaxeHwuin xxen4yeBbIBOASLLMX MyTEN.

[lnarHo3 He AOMXEH CTaBUTbCA Ha OCHOBaHWM opgHoro Tecta. Heobxogumo
yuuTbIBaTb pe3ynbTaThbl APYrUX UCCEA0BAHUIA U KIIMHUYECKYIO KapTUHY.

MpuHuun metopa:

Mpsimoit  BunupybuH coeauHsieTca C  AMasopeareHToM B MPUCYTCTBUAM
CynbaMUHOBOW KUCMOTbl C OOpa3oBaHWem asobunupybuHa, 4YTO NPUBOAUT K
006pa3oBaHMio  OKPALLEHHOro  KOMMeKca, KOHLEHTpauus  KOTOporo  npsiMo
nponopuuoHaribHa  KOHLUEHTpauunm mnpsiMoro  GunupybuHa u  onpepensieTcs
oTomeTpuryecku.

HaGop npefgHasHayeH Ans MCMOMb30BaHUSI HA PYYHbIX, MOMyaBTOMATUYECKUX U
aBTOMaTUYeCKNX BUOXUMUYECKNX aHanusaTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kOHTponn **
CynbtamuHoBas 2,4-nuxnopdeHunn- KoHueHTpaums kanubpaTopos /
KMcrnorta [OVasoHWi Xnopug KOHTpONeW ykasaHa Ha 3TUKETKe
ConsHas kvucnota

96 mn 24 mn Hanuune n o6bem B Habope no
KENaHWI 3aKa3ymka

120 mn 30 mn Hanuune n o6bem B Habope no
KENaHUI 3aKa3ymka

240 mn 60 mn Hanuune n o6bem B Habope no
XKENaHWUI 3aKa3ymka

320 mn 80 mn Hanuune n o6bem B Habope no
KenaHuto 3akasymka

400 mn 100 mn Hanuune n o6bem B Habope no
KenaHuto 3akasymka

Mepen npumeHeHneMm akkypaTHO nepemellaTb, HO He B3banTbiBaTb. PeareHT 2
YYBCTBUTENIEH K CBETY, Mo3ToMy 06si3aTenbHO [OMMKEH XpaHUTbCSl B OTCYTCTBUE
ceeta! N3beraTb 3arpsisHeHni!

3a 30 MuHyT go npumeHeHuss Kanubpatopa n_KoHTponsa Bo chnakoHbl 4o6aBuTb
HeobxoanmMoe KONMMYecTBO AEUOHU3NPOBAHHOW BOAbl, COrMacHo WHgopmauum
ykasaHHoii Ha 9aTukeTke. CTabunbHOoCcTb kanubpatopa W KOHTpOMNsi nocne
BOCCcTaHoBneHnss 8 yacoB npu TemnepaTtype oT 15°C po 25°C, 5 gHen — npwu
Temnepatype ot 2°C go 8°C. unu 1 mecsy - npu Temnepartype oT MuHyc 20°C. He
fonyckaTb NOBTOPHOTO 3aMOpaxuBaHWs-pa3MopaxuBaHust. 3aluiate oT cBeTa u
n3beratb 3arpsisHeHuin!

anI3HaKV| HenpurogHoCTu peareHTOB AN NPUMEHEeHUs:
- Hanu4ne B pacTBOpe peareHTa MyTHOCTU Unn Yactul,
- He NPOXOXAeHne KOHTPONA KayecTea.

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, BxogsLme B coctaB Habopa, npeaHasHa4YeHbl TONbKO AN 4MarHOCTUKM
in vitro. He npuHuMampb eHympsb.

Mpu pabote c Habopamu peareHTOB criegyeT MPUMEHSITb CPEeAcTBa
MHOMBMOYaANbHON 3aluTbl B COOTBETCTBUM C [AEWCTBYIOLIWIA 3aKoHO4ATEeNbCTBOM
Pecny6nukn Benapyck. [onyckaloTcs K MNPUMEHEHU0 nepyaTku MeauLUMHCKue
OfHOpa3oBble W Xxanatbl MeauuMHCKWe, oTBevawlwme pAencteyowmm THIA
Pecny6nukn Benapycb v uMetolime AOKYMEHTbI, MOATBEpXAalolne KavyecTBo U
6e3onacHocTb B 06nacTn NnpuMeHeHus.

Mpu pabote c Habopamu crneayeT cobniogaTb NpaBuna TeXHUKM 6esonacHocTn B
COOTBETCTBUM C AENCTBYIOLMIA 3akoHoAaTen-cTBoM Pecny6nukn Benapychb.

YTunusaums He UCMonb3oBaHHbBIX NGO C UCTEKLLMM CPOKOM FOAHOCTW peareHToB
npoXoauT B COOTBETCTBUM C [ECTBYIOLMIA 3aKkoHOAATeNnbLCTBOM Pecnybnuku
Benapycb.

O6pas3subl, UX CTaBMNBHOCTbL U NOArOTOBKA K aHanu3y:

CbiBopoTka unv 3OTA/renapuH-nna3ma kposu 6e3 crnegos remonuaa.

OpuTpouUTbI CriedyeT MakcMMarbHO 6bICTPO OTAENUTL OT CbIBOPOTKM (He no3aHee
ABYX u4acoB). Jlunemuyeckve o6Gpasubl MOryT AaBaTb NCEBAO3AHWKEHHbIE
pesynbTathl Mo Gunupy6uHy, NO3TOMy UCCreaoBaHWe criedyeT NPOBOAMTL HATOLLAK.

Mockonbky GuUNUMPYBUH nopBepeH (poTookucneHuo, obpasubl  cnegyet
3aWMwaTb OT MonmajaHust MpsMOro CBeTa, kak OT COMHEYHoro, Tak W OT
MCKYCCTBEHHBIX MCTOYHMKOB cBeTa. OBpa3subl criefyet XpaHWTb B TEMHOTE W npu
Temnepatype oT 2°C go 8°C He 6onee 3-x AHeN.

PekomeHayeTcsa npoBegeHue aHanu3os Ha CBEXeM GMOMorMyeckoM matepuarne.

MeToauvka ons pyYHbiX U NOJyaBTOMaTU4ECKUX aHANIN3aTopoB.

Heo6xoaumoe, Ho He NpegocTaBnsiemoe o6opyaoBaHue:

- CNeKkTpohOTOMETP, MO3BONSALWMNIA NPOBOAWUTL U3MEPEHUsSI NMPU AJIVHE BOJHbI
546 HM (530-580 HM) M AnuHOW onTudeckoro Nyt 1 cM, ¢ TepMocTaTUpyembiM
KIOBETHbIM OTAENEHNEM;

- [03aTopbl C HAKOHEeYHKaMmn nepemeHHoro o6bema ot 0,025 mn go 1 mn;

- cekyHaoMmep.

Xop aHanu3a (py4YHas meToamka):

YcroBusa npoBeeHUst aHanusa:

- ANVHa BOMHbI — 546 HM (530-580 HM);

- ANWHa oNTUYeckoro Nyt — 1 cm;

- Temnepatypa - 37°C;

PeareHTbl foBecTu Ao Temnepatypbl 37°C.

AHanuaaTop OGHYNSIOT OTHOCUTENBHO AMCTUNIMPOBAHHOW BOAbI.

*

- obbem peazeHMoO8 60 (brlaKoOHe U KO/IU4ecmeo (hriakoHo8 Moxem
8apbUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.

** - uHhopmayusi O KamasoXHOM HOMepe U KOMrekmauuu Habopa
npedocmasneHa Ha calime diasens.by.

Mo ’xenaHulo 3aka34yuka Habop MOXem MnocmasisimbCs C KOHMPOIbHLIM
Mamepuanom.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabuUnNbHOCTb:

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHNIO. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

lNocne eckpbimusi: CTabunbHbl 40 OKOHYAHUS CPOKa rOAHOCTU.

Ha 6opmy aHanusamopa: ctabunbHbl B TedeHne 3 MecsiLeB.

MakpomeToa MonymukpomeTon
BHecTu B KIOBETbI Kanubpatop O6pasey KanubpaTtop O6pasel
PeareHT 1, Mn 0,800 0,800 0,400 0,400
Kanubpatop, mn 0,050 - 0,025 -
O6paseu, mn - 0,050 - 0,025

AkkypaTHO nepemeluaTb U MHKY6upoBaTb 5 MWH npu Temnepatype 37°C,
13MepUTb ONTUYECKYIO NNOTHOCTL A1 AN kanubpaTopa n obpasua. 3atem
[106aBuUTh:
PeareHt 2, Mi__ | 0,200 [ 0200 [ 0,100 [ 0,100
AKKypaTHO nepemeLLaTtb U MHKy6UpoBaTb TOYHO 5 MUH NpW Temneparype
37°C, n3amepuTb ONTUYECKYIO MIIOTHOCTb A2 ANsa Kanubpartopa v obpasua.
Bblumcnntb AA=A+ - A2 ansa kanubpaTtopa u obpasua.
Kanubparop:

B «kauecTBe kanubpaTtopa peKOMeHAyeTcsi WCnonb3oBaTb KanmbGpoBOUHYO
CbIBOPOTKY ~BXOAsilyldo B coctaB HaGopa wnu npousBoacTBa Randox
(Benukobputanus), Spinreact (Mcnanusi), Cormay (Monbwa) un  gpyrux
npov3BoauTENen.
PesynbTarbl:

KoHueHTpaumo obuiero GunupybuHa B cbiBopoTke (Cosp) PAcCUMTLIBAIOT MO

dopmyne:
AAg,

Ex C
Alan

KoadbdpmumeHT nepecyeTa: MKMonb/n = mr/an x“ 17,1.

Cogp(MKMONL/N) = cans

***AHaNUTUYEeCKNe XapakTepuCcTUKU:

YyecmeumenbHocms: He 6onee 0,51 mkmonb/n.

JluHeiiHocms: 0,51 - 153,9 Mkmonb/n

Ecnu koHueHTpauusi 6unupybuHa B obpasue npesbiwaeT 153,9 mkmonb/n, TO
obpaseL Heobxoammo pasecTu pusmnonormyeckum pactsopom (0,9 % NaCl) B 2-10
pas, a Norny4eHHbIV pesynbTaT YMHOXUTb Ha KO3 ULIMEHT pasBeaeHusl.

ToyHoCMb:

Bocn pPOn3BOOUMOCTb Bocn pPOn3BOONMOCTb
BHYTpY cepuu MexcepuiiHas
Cpeanee 18,1 24,6 17,4 25,9
(Mkmonb/n)
SD 0,572 0,627 0,519 0,694
CV, % 3,16 2,55 2,98 2,70
n 10 10 10 10
Koppensayus:

10 o6pasLoB 6bINO NpoaHanM3MpoBaHO C Ucnonb3oBaHnem Habopa peareHTOB
Ana  onpegenexHns  Groxumuueckux napametpoB: BunupybuH npsimon AP
(npon3BoactBa «[uMaceHc») U OpyrMM HabopoM peareHTOB ANs onpeeneHust
MOYEBUHbI, BHECEHHbIM B PeecTp cpefcTB MeauMUMHCKOro HasHauveHust PB.
KoadhduumeHT koppensiunm: 0,973.

***[laHHble Nony4YeHbl NpU ncnonb3oBaHUn aHanusatopa Mindray cepumn BS, ans
OpYrvx aHanM3aTopoB OHWU MOTYT OTNMYaTbCS.

KoHTponb kayecTBa:

KoHTponb KkavecTBa M3MepeHWi NPOBOAWTCS C WCMOSIb30BAaHMEM KOHTPOMbHOIO
Matepuana AByX YpoBHeW. [lpyM HENPOXOXAEHWM KOHTpONeW MpoBOAMTCH
nepekanubposka. [locne nepekanMbpoBku criegyeT CHoOBa NpOTECTUPOBaTb
KOHTpOnu. B cnyyae HenpoxoxaeHUsi KOHTPONs KayecTBa Mocrne nepekanubpoBky,
Heob6XoAMMO MPOBEPWUTL WCNPaBHOCTb aHanusatopa W Hanuune npu3HaKkoB
HEMNpUrogHOCTU peareHToB.

Kaxxpass nabopatopus
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeEHSTb ANs KOHTPOMSA KayecTBa KOHTPOMbHbIA MaTepuarn,
BXOASWMA B cocTaB Habopa, wnu npowusBoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay (MonbLia) v Apyrux npomssoauTenei.

nNpoBOAWUT KOHTPOMb  KayecTBa COrfacHO CBOeun

PedepeHCHbIe 3HaYeHUS: cbiBopoTka: <3,42 MKMOMbL/N
MpuBeaeHHble  peepeHCHble  3HAYeHWs  OPUEHTUPOBOYHBLIE:
nabopaTopust AOIKHa Cama yCTaHaBNNBaTh CBOU PedhepeHCHbIe 3HaUYEHMS.

Kaxpgas

UHTepdepeHuus:
'emorno6buH go 0,25 r/an, ackop6uHoBas kucnota go 400 Mr/n v Tpurnuuepuabl
[o 350 Mr/gn He BNUAOT Ha pe3ynbTaTbl U3MEPEHWIA.

KonupoBaHue n nepeaaya TpeTbuMM nuuam sanpetyeHb!
Mo Bonpocam mMeToanyecKon NOMOLLM U 3aKynku obpawarbca no TenecgoHam:

8017-300-65-11; 8017-320-65-10

Heotbemnemoi yactbio MHCprKuMFI no NMPUMEHEHU0 ABJIAIOTCA
aganTauuoHHble nporpamMmMbl (MeTO,DMKVI) no NpUMeHeHuto HaGopa
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Habopa pearent¢z. 11 sripeneneHns
6MOXMMMNYECKNX NapaMeTPOB:
Bunupy6uH obwmn P

KnuHuyeckoe 3HauyeHue:

BunupybuH  (NUrmMeHT  xenmToro LBeTa) SABNSETCA NPOAYKTOM  pacnaja
remornobuHa. [na AuarHocTuyeckux uenen 6unupybuH pasgenstoT Ha ase
dpakumm: CBA3aHHbIM M cBOGOAHbIN. B renatoumpax 6unmpybuH depmeHTaTUBHO
CBfI3aH C OCTaTKaMu [IOKYPOHOBOW KMCNOTbI. OTa popma HasbiBaeTCA NPAMON Unm
cBsi3aHHOW. HemoauuumpoBaHHbIi 6unupybuH cBsidbiBaeTcst € anbbymyvHOM 1
HasblBaeTcs CBOBGOAHLIM UNK HenpsimbiM. Henpsimoii GunupybuH paccuutbiBaeTcs
Kak pasHOCTb Mexay obLwyM 1 npsiMbIM BUnMpyorHOM.

MN3mepeHne CbIBOPOTOYHOrO GUNMpyBUHa LIMPOKO WUCMOMb3yeTcs B KavecTBe
CKPUHUHI-TECTa NpU [MarHoCTUKe COCTOSIHWUSA mnedveHn. [unepbunupybuHemus
XapaKkTepHa Af1sl MeXaHU4ecKoi 1 reMONUTUYECKO XenTyxu, cuHapomos [y6uHa-
IxoHcoHa, MunbbepTa, Kpurnepa-Hasipa, nopaxeHuit xen4yeBblBOASALLMX NyTEN.

[inarHo3 He [OMKEH CTaBUTbCS HA OCHOBaHWM opHoro TecTa. Heobxoaumo
YyUMTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWIA 1 KMMHUYECKYIO KapTUHY.

MpuHuun metopa:

B npucytctBun MAB 6unupybuH (CBOGOAHBIN M CBSI3aHHbIA) B KUCMOW cpene
BCTyNaeT B peakLyio AMa3oTUpoBaHus ¢ 2,4-4uxnopdeHnnanasoH1eBO ConbLo, 4To
NPUBOANT k 06pa3oBaHuio OKPaLLEHHOTO KOMIIEKCa, KOHLEHTPaLMs KOTOPOro NPSIMO
nporopuuoHanbHa  KOHUeHTpauuu oblwero GunupybuHa u  onpepenseTcs
poTOMETPUYECKH.

Habop npegHasHaveH Ans UCNONb30BaHWUS Ha PYYHbIX, NOSyaBTOMAaTUYECKUX U1
aBTOMAaTUYECKUX GMOXMMUYECKVX aHanu3aTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / KOHTpoOnu **
MAB; 2,4-puxnopdenHun- KoHueHTpauus kannbpaTtopos
ConsHas kvcnota [AVasoHWIn xnopug; / KOHTpOnen ykasaHa Ha
pH<2,0 ConsHas KucnoTa ITUKETKE

96 mn 24 mn Hanuune n o6bem B Habope
M0 XEeNaHuIo 3akasyuka

120 mn 30 mn Hanuuue n o6bem B Habope
M0 XenaHuio 3akasyuka

240 mn 60 mn Hanuuue n o6bem B Habope
M0 XenaHuio 3akasyuka

320 mn 80 mn Hanuuue n o6bem B Habope
M0 XenaHuio 3akasyuka

400 mn 100 mn Hanuune n o6bem B Habope
M0 XENaHWIo 3akasyuka

*

- obbem peaceHmMoe 60 brakoHe U KOUYeCmeo (b/lakoHO8 Moxem
8apbUpPOBaMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UuHGopMauusi O KamarnoxHoM HOMepe U Komrniekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuro 3akaszyuka Habop MOXem [0CMasnAMmbLCs C KOHMPOMbHbIM
Mamepuanom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!
PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHU0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Hesckpbimble: cTaburnbHbl 4O OKOHYAHWS CPOKa roA4HOCTH

lMocne eckpbimusi: cTabuUnbHbI 4O OKOHYaHUSI CpOKa FOHOCTU.

Ha 6opmy aHanuszamopa: cTabunbHbl B Te4eHWe 2 MecsiLeB.

Mepen npuMeHeHWeM akkypaTHO MepemMelatb, HO He B36GanTbiBaTb. PeareHT 2
YyBCTBUTENEH K CBETY, NO3TOMYy 06s3aTenbHO AOSKEH XPaHWUTLCSt B OTCYTCTBUE
cBeta! N3beraTb 3arpssHeHni!

3a 30 MuHyT Ao npumeHeHus Kanvbpatopa u_KoHTpons Bo cdpnakoHbl 4o6aBUTb
HeobXoAMMOe KONMUYEeCTBO [EeWOHM3UPOBaHHOW BOAbl, COrMacHo WHdopMauum
yKka3aHHOM Ha 9TukeTke. CTabunbHOCTL kanubpaTopa W KOHTpOns mnocne
BOCCTaHoBneHuss 8 yacoB npu Temnepatype oT 15°C po 25°C, 5 gHeln — npwu
Temnepatype ot 2°C go 8°C unu 1 mecsy - npu Temnepatype oT muHyc 20°C. He
AonyckaTb NMOBTOPHOrO 3aMOpaXuBaHWs-pasMopaxusaHus. 3awuwats oT ceeta u
n3beratb 3arps3HeHun!

an3HaKV| HenpurogHoCTu peareHToOB AndA NpUMeHeHUA:
- Hanu4ve B pacTBope peareHTa MyTHOCTU U 4YacTtuu;
- He NPOXOXXAeHMe KOHTPOSA KavecTBa.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BXxoasLMe B cocTaB Habopa, npeAHasHayYeHbl TONbKO AN AMarHOCTUKN
in vitro. He npuHumMamb eHympb.

Mpn pabote ¢ HaGopamu peareHTOB criegyeT MNPUMEHSITb  CpeacTBa
MHOMBUAYaNbHOW 3aliMTbl B COOTBETCTBUMM C AEWCTBYIOLUMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycb. [onyckaloTcsi K NPUMEHEHWIO MepyaTkn MeAULMHCKUE
OfHOpa3oBble W Xxanatbl MeAuuMHCKWe, oTBevawlwme pAencteyowmm THIMA
Pecny6nuku Benapycb M MMeloliMe OOKYMEHTbI, MOATBEPXKAAOLLME KAYECTBO W
6e30nacHOCTb B 06MacTyt NpUMEHEHMSI.

Mpwn pabote c Habopamu cneadyeT cobniogaTte NpaBuna TexHUkN 6esonacHocT B
COOTBETCTBMM C AEWCTBYIOLWNIA 3akoHoaaTenbcTBoM Pecnybnuku Benapycb

YTunusaums He Ucnosb3oBaHHbIX NGO C UCTEKLMM CPOKOM FOAHOCTU peareHToB
NpOXOAMT B COOTBETCTBUM C [eNCTBYWOLMIA 3akoHodaTenbcTBoM Pecnybnuku
Benapycs.

06pa3u.b|, UX CTaBUNbLHOCTb U NOATOTOBKA K aHanusy:

CbiBopoTka unv 3 TA/renapuH-nnasma kposu 6e3 cnefos remMonuaa.

OpuTpOLUTLI CrieayeT MakcuMarnbHO 6bICTPO OTAENUTh OT CbIBOPOTKK (He no3aHee
ABYX u4acoB). JlMnemuyeckue o6pasupl MOryT pAaBaTb MCEBAO3AHWKEHHbIE
pesynbTaThl N0 6GUNMpY6KHY, NO3TOMY UCCneaoBaHWe criedyeT NPOBOAMTL HATOLLAK.

Mockonbky 6unupybuH noasepxeH OTOOKMCNEHUIO, 06pasubl  cregyeT
3aWMwaTb OT MOMajaHusi MpsIMOro CBeTa, kak OT COMHEYHoro, Tak M OT
MCKYCCTBEHHbIX UCTOMHMKOB cBeTa. O6pasubl XpaHUTb B TEMHOTE W Mnpu
Temnepatype oT 2°C go 8°C He bonee 3-x gHen.

PekomeHayeTcs npoBeaeHne aHann3oB Ha cBexem Guonormyeckom matepuane.

MeToguka Ansi pyYHbIX U NoNnyaBTOMaTM4eCKuUX aHanm3aTopoB.
Xop aHanu3a (py4Has meToAuka):

Ycnosus npoBeAeHNs aHanuaa:

- ANWHa BOMHbl — 546 HM (530-580 HM);

- ANVHA ONTMYeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

PeareHTbl goBectn go temnepatypbl 37°C.

AHanusaTop 06HyNAT OTHOCUTENbHO AUCTUNIIMPOBAHHON BOAbI.

MakpomeTog MonymumkpomeTog
BHecTu B
KOBETI KanubpaTtop O6pasel KanubpaTtop O6pasey,
PeareHT 1, Mn 0,800 0,800 0,400 0,400
Ka””aﬁ’fmp' 0,040 - 0,020 -
O6paseu, mn - 0,040 - 0,020

AkkypaTHO nepemeluaTb U MHKyGUpoBaTb 5 MUH npu TemnepaType 37°C,
M3MepUTb ONTUYECKYI0 NNOTHOCTL A¢ ANA kannbpaTopa n obpasua. 3atem
[006aBUTL:

PeareHT 2, Mn_| 0,200 [ 0200 | 0,100 [ 0,100
AkKypaTHO nepemeluaTb U MHKY6UpoBaTb TOMHO 5 MWH npu TemnepaTtype 37°C,
N3MepUTb ONTUYECKYI0 NNOTHOCTL A2 ANs kanubpaTopa n obpasua.
Bbiuncnnte AA=A; — A1 gns kanubpartopa n obpasua.

Pe3ynbTartbi:
KoHueHTpauuo obwero 6unupybuHa B cbiBopoTke (Cosp) paccyMTbiBaloT Mo
dopmyne:

AA(,Gp
X Cyans
DAy, K

KoadhduumeHT nepecyeta: mkmons/n = mr/gn x 17,1.

Cosp(MKMOJTB/1T) =

***AHaNUTU4YeCKne XxapakTepuCcTUKK:

YyecmeumenbHocme: He 6onee 1,71 Mkmonb/n.

Jluneltinocmsb: 1,71 - 513 Mkmonb/n

Ecnun koHueHTpauus GunupybuHa B obpasue npesblwaet 513 mkmons/n, To
obpasel, Heobxogmmo passecTu usmnonormyeckum pacrsopom (0,9 % NaCl) B 2-10
pas, a nonyyeHHbIN peaynbTaT yMHOXUTb Ha KO3 PULIMEHT pa3BeaeHusI.

To4yHOCMb:
BocnpousesoanmocTb BocnpoussoanmocTb
BHYTpU cepuu MexcepuiHas
Cpenriee 27,1 94,7 25,3 91,1
(MkMonb/n)
SD 0,873 2,197 0,906 2,706
CV, % 3,22 2,32 3,58 2,97
n 10 10 10 10
Koppensiyus:

20 o6pasuos 6bINo NpoaHanuaMpoBaHo ¢ ucrnonb3oBaHnem Habopa peareHToB
ans onpegeneHus obwero 6unupybuHa (npowsBoacTBa «[uaceHc») v Apyrum
Habopom peareHTOB, BHECEHHbIM B PeecTp MeouUVHCKOW TeXHUKW U usaenvn
MeaMLIMHCKOro HasHadeHuns Pecny6nukv Benapychb.

KoadhcuumeHT koppensiuum: 0,964.

***[laHHble NonyYeHbl Npu Ucrnonb3oBaHuM aHanuaatopa Mindray cepun BS, ans
ApYrviX aHanu3aTopoB OHWU MOTYT OTNNYATLCS.

KoHTponb kayecTBa:

KoHTponb kavecTBa M3MepeHWin NPOBOAUTCSI C UCMONb30BAHWEM KOHTPOMbHOIO
Matepuana AByX YpoBHeW. [lpyM HENPOXOXAEHWM KOHTpONei MpoBOAMTCH
nepekanubposka. [locne nepekanvbpoBky criegyeT CHoBa NpPOTECTUPOBaTb
KOHTpOnu. B cnyyae HenpoxoXaeHUsi KOHTPONs KayecTBa Mocne nepekanubpoBKky,
Heob6XoAUMO MPOBEPWUTL WCNPaBHOCTb aHanusatopa W Hanuune npu3HaKoB
HempurogHocT peareHToB. Kaxgas nabopatopus NpOBOAUT KOHTPOMb KayecTsa
COrnacHo CBOel yTBEPXKAEHHOM Cxeme.

PekoMeHOyeM NpUMEHSITb ANsi KOHTPOMs KayecTBa KOHTPOMbHbLIA MaTepuan,
BXOASALWMWA B cocTaB Habopa, wnu npoussofctBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoauTENENn.

PedepeHcHbIe 3Ha4YeHus:
CbIBOpOTKa:
B3apocnble 3,4-20,5
MpuBeaeHHbIE pedepeHcHble  3HaYeHus OPUEHTUPOBOYHbIE:
naGopaTtopust 4OMKHA cama yCTaHaBnvBaTb CBOU pehepPeHCHbIE 3HAYEHUS.

MKMoOnb/n

Kaxaas

UHTepdepeHumsn:
'emorno6ux go 0,25 r/an, ackopbuHoBas kucnota o 400 mr/n n Tpurnuuepyabl o
200 mr/an He BNUAOT Ha pe3ynbTaTbl U3MEPEHWIA.

KonupoBaHue n nepeaaya TpeTbuM nuuam sanpetyeHb!
Mo Bonpocam mMeToanyecKkon NOMOLLM U 3aKynku obpawarbca no TenecgoHam:
8017-300-65-11; 8017-320-65-10

HeoTbemnemoi yacTbio VIHCprKLIVIFI no NPpUMeHeHUto ABNATCA
aganTauuoHHble nporpamMmMbl (MeTO.CIMKM) no npumeHeHuto Habopa
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PpyKTO3aMUH

KnuHuyeckoe 3HayeHue:

DpyKTO3aMUH — 3TO CTabWIbHbBIE TMMKONM3MPOBaHHbIE GENKOBbLIE KOMMMEKCHI C
HekoTopbiMK Benkamu nnasmbl, B OCHOBHOM C anbbyMMHOM B KOBaneHTHOW CBS3W.
OnpegeneHve (pyKToO3aMMHA OCHOBAHO Ha W3MEpPEeHUWM ISTUX [NMKOMPOTEVNHOB.
M3mepeHne dpykTozamMmmHa ucnonb3yetcs Ans peTpocneKkTvBHOW (2-3 Hepenw)
OLIEHKM YPOBHSI KOHLEHTPALUWW FMOKO3bl B KPOBWU. JTOT TECT MCMONb3yeTcs Ans
BeeHUs1 ¥ MOHUTOPUHra AnabeTnyeckx NaumMeHToB, HO He ANst ANArHOCTUKM.

[narHo3 He [OMKeH CTaBUTbLCA Ha OCHOBaHWW ofHoro TecTa. HeoGxogwmo
YUMTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWUN N KIMHUYECKYIO KapTUHY.

MpuHUKun meTopa:

B wenouHom cpene pyKkTo3aMuH CbIBOPOTKM BCTyMaeT B peakLmio C XII0pnaom
HuTpocuHero Tetpasonusa (NBT). MameHeHue okpackv npsMO NpPOMOpLMOHanbHO
KOHLIEHTpaLuUn ppyKTO3amnHa B CbIBOPOTKE.

HaGop npeaHa3HavyeH [Ansi  WCMONb30BaHWS
aBTOMaTUYeCKMNX BUOXUMUYECKMX aHanusaTopax.

Ha nornyaBTOMaTUYECKUX U

CocTaB Habopa*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kKOHTponu **
Kap6oHaTHbI Xnopug KoHueHTpauusi kannbpaTtopos /
6ydep pH 10,5 HUTPOCUHErO KOHTpOnew yka3aHa Ha aTuKeTke
TeTpasonus (NBT)

10 mn 1x10 mn Hanuuue n o6bem B Habope no
XKenaHUK 3aka3vuka

30 mn 10 mn Hanuuue n o6bem B Habope no
XKeNlaHuio 3aKasumka

40 mn 10 mn Hanuuue n obbem B Habope no
KeNlaHuio 3aKasumka

50 mn 5x 50 mn Hanuuue n o6bem B Habope no
XKenaHuK 3aka3vunka

50 mn 10 mn Hanuuue n obbem B Habope no
KeNlaHuio 3aKasumka

60 mn 20 mn Hanuuue n obbem B Habope no
XKenaHuK 3aka3vunka

75 mn 25 mn Hanuuue n o6bem B Habope no
XXenaHu 3aka3vunka

100 mn 20 mn Hanuuue n obbem B Habope no
XKeNlaHuio 3aKasuumka

120 mn 40 mn Hanuuue n obbem B Habope no
XKenaHuko 3aka34vuka

*

- obbemM peaceHmos 80 brlakOHe U KONu4yecmeo hrakoHO8 Moxem
8apbUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHOo20 Homepa.

** - UuHGhopmauyusi O KamarsloOXHOM HOMepe U KOoMrniekmayuu Habopa
npedocmasneHa Ha calime diasens.by.

Mo xenaHuto 3aKka3yuka Ha6op MOXXem rnocmaessiaimbCsa C KOHMPOJIbHbIM MamepuasioM.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 roToB k NpUMeHeHWo. XpaHUTb B TEMHOM MecCTe Npu Temnepatype ot
2°C po 8°C.

PeareHT 2, moxeT ObiTb, Kak XWAKAMMW, TFOTOBBIMW K MPUMEHEHMIO, Tak W
nnounmManpoBaHHbiMu. B cnyyae, ecnu PeareHT 2 nuogunusvpoBaHHbIA, ANs
npurotoBnenuss Pabouyero PeareHta HeoGxogumo Bo ¢nakoH ¢ PeareHTom 2
pobaButb Heobxogumoe konudecTBo PeareHTa 1, cornmacHo wuHcopmMaumu,

yKka3aHHOW Ha 3TuKeTKe. AKKypaTHO nepemellaTthb A0 NOMHOro pacTBopeHusi. Pabounin
peareHT ctabuneH 1 mecsiy, npu TemnepaTtype ot 2°C go 8°C.

Heeckpbimbie: cTaburbHbI 4O OKOHYaHUS CpoKa rofAHOCTU

lNocne eckpbimusi: CTabunbHbI B Te4eHne 1 mecsu,.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4eHne 1 mecsiua.

3a 30 MuHYT fo npumeHeHns Kanubpatopa n KoHTpons Bo ¢rakoHbl fo6aBuTb
HeobxoAMMoe KONMMYECTBO [AEMOHWM3MPOBAHHON BOAbI, COMMAacHoO WHdopmauum
ykasaHHoii Ha aTukeTke. CrabunbHOCTb kanubpatopa W KOHTpons nocne
BOCCTaHoOBNeHuss 8 yvacoB npu Temnepatype ot 15°C go 25°C, 5 gHen — npu
Temnepatype ot 2°C go 8°C unu 1 mecsiy - npu Temnepatype oT MuHyc 20°C. He
fonyckaTb MOBTOPHOMO 3aMOpaxyvBaHuWsi-pasMopaxusaHus. 3almiiate OT cBeTa U
n3beratb 3arps3HeHun!

Mpu3Hak1M HeNpUrogHOCTU peareHToB ANsl NPUMEHEeHUs:
- Hanuume YacTuL, U MyTHOCTY;
- HE MPOXOXAEeHNEe KOHTPONA KayYecTBa.

MepbI NpeaoCTOPOXHOCTH:

PeareHTbl, BXxoAsLMe B cocTaB Habopa, npegHasHayeHbl TONbKO AN AUAarHOCTUKU
in vitro. He npuHumamb eHympsb.

KanuGpatop M KOHTPOSb MPOM3BOAMTCS Ha OCHOBE YENOBEYECKOW ChbIBOPOTKU
KpoBM, koTopasi npoBepeHa Ha otcytcTBue HBsAg, HCV, anTtuten k BUY (1/2).
OpHako npu paboTe C HUMKU HeobBXOoAUMO obpallaTbCs Kak C MOTEHUManbHO
onacHbIMU BeLecTBaMm.

Mpu pabote ¢ HaGopamu peareHTOB criegyeT MpUMeHATb CcpeAcTsa
MHOVMBUOYaNbHOW 3alyTbl B COOTBETCTBUM C AEWCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecnybnukn Benapycb. [onyckaloTcs K NPUMEHEHWIO nepyaTkn MeauuuHCKue
OfHOpa3oBble W XxanaTtbl MeAuuMHCKMe, oTBevawowme pencteyowmm THMA
Pecny6nukn Benapycb 1 vMelolime [OKYMEHTbI, MOATBEpXAaloLiMe KayecTBO U
6e30nacHOCTb B 06MacT NpUMEHEHMSI.

Mpun paboTte c Habopamu cnepyeT cobnogaTb Npasuna TEXHWKM 6e3onacHocTy B
COOTBETCTBMM C AEWCTBYIOLNIA 3akoHoaaTenbcTBOM Pecnybnuku Benapychb.

YTunusaumsi He UCMonNb3oBaHHbIX MMBO C UCTEKLLIMM CPOKOM FOAHOCTY peareHToB
NpOXOAMT B COOTBETCTBUMM C [AENCTBYIOLMIA 3akoHodaTenbCcTBoM Pecnybnuvku
Benapycs.

O6pas3subl, UX CTaBUMNBLHOCTbL U NOArOTOBKA K aHanu3y:

CblBOpOTKa W renapuHuavpoBaHHas unv OOTA nnasma. He wcnonb3oBaTb
reMonu3vpoBaHHble Npobbl. OTAENUTL CHIBOPOTKY OT KIETOK Kak MOXHO GbICTpee.
CTtabunbHOCTb pyKTO3amMmHa B CbiIBOPOTKe: 7 AHel npu 2-8°C.

PekomeHayeTcs NpoBefieHVe aHann3oB Ha CBEXXEM GMOMOrMyeckoM matepuarne.

MeToauka AnsA pyYHbIX 1 NONyaBTOMaTU4e€CKMX aHanM3aTopos.

Heobxoanmoe, HO He NpeaocTaBnsemoe obopyaoBaHue:

- cnekTpocoTOMeTp, MNO3BOMAOWMUA NPOBOAUTL U3MEpeHus npu
OnNVHe BOmMHbl 546 HM M AnuMHOM onTudeckoro nytm 1 cm, C
TepMOoCTaTMpyeMbIM KIOBETHbIM OTAENEHNEM;

- 0,03aTOpbl C HAKOHEYHNKaMU nepemeHHoro obbema ot 0,02 mn go 1

MIT;

- ceKyHaomep.

Xopn aHanuza (py4yHas MeToauKa):

YcnoBus npoBeaeHns aHanmsa:

- ANVHa BOJHbI — 546 HM;

- AnnHa onTuyeckoro nytn — 1 cm;

- TemnepaTtypa - 37°C;

PeareHTbl foBectn fo Temnepatypbl 37°C.

AHanusaTtop 06HyNsT OTHOCUTENbHO PeareHTa.

MakpomeTtog MonymukpomeTopg

Bhectn B Kanwn6- 06
KIOBETBI: patop pasew, Kanu6-paTtop Ob6pasel
PeareHT 1, Mmn 0,900 0,900 0,450 0,450
PeareHT 2, Mn 0,300 0’300 0,1 50 071 50

Kanubpatop, mn

0,050 - 0,025 -

O6paseu, mn

- 0,050 - 0,025

AKKypaTHO nepemeluatb 1 uHKy6uposaTtb 10 MuHyT npm 37°C. N3mepnTb
ONTUYECKYIO MIIOTHOCTb KanubpaTtopa (Alkan) 1 06pasua (Alesp) OTHOCUTENBHO
X0rnocTol nNpo6bl. TOUHO Yepe3 5 MuUHYThI Nocne fobaBneHus kanubpatopa,
obpasua M3MepsIoT ONTUYECKYHO NIIOTHOCTbL kanvbpaTtopa (A2«n) M o6pasua
(A206p) OTHOCUTEMBHO XONOCTOW NPOBbI.

Pe3ynbTaThl:
Ons kaxgon npoobl
dopmyne:

paccyMTbIBalOT WM3MEHEHWEe OMTUYECKOW NMOTHOCTU Mo

AAgsy = A2 — Al
KoHueHTpaumio opykTosammnHa B cbiBopoTke (Cobp) paccunTbiBatoT no dopmyne:
06p

Co6p(MKMoOUIb /1) = X Cyan

KaJs

***AHanNUTU4YeCKue XxapakTepUCTUKU:

YyecmeumenbHocms: He 6onee 15,4 Mmkmonb/n.

JluHetinocms: 15,4 - 1000 MkMonb/n

Ecnu koHueHTpauns dpykTo3amuHa B obpasue npesbilwaet 1000 mMkmonb/n, To
obpaseL, Heobxoammo passectun duamonornyeckum pactsopom (0,9 % NacCl) B 2-10
pas, a Nony4yeHHbIN pe3ynbTaT YMHOXUTb Ha KO3IPULMEHT pa3BeaeHus.

To4HOCMB:

Bocn pou3BOANMOCTb Bocn pou3BOANMOCTb
BHYTpWU cepuun MexXcepuinHas
Cpennee 199,2 428,26 199,3 429,41
(MKMOnb/N)

SD 2,14 8,50 24 3,68

CV, % 1,47 1,87 1,20 1,82

n 10 10 10 10
Koppensauyus:

20 o6pa3uoB 6bINO NpoaHanu3MpoBaHO C Mcrnonb3oBaHWeM Habopa peareHToB
ons onpegeneHvs dpykrosdamuHa (npoussoacTea «[uaceHcy») u gpyrum Habopom
peareHTOB, BHECEHHbIM B PeecTp MeaULIMHCKON TeXHWKN N U3Oenuin MeduLMHCKOro
Ha3HayveHusi Pecnybnvkn Benapyce.

KoadhduumeHT koppensuum: 0,98.

***[laHHble MonyYeHbl NPy Ucnonb3oBaHuK aHanuaaTtopa Mindray cepun BS, ans
APYrvX aHanu3aTopoB OHW MOTYT OTANYATLCS.

KoHTponb kayecTBa:

KoHTponb kayecTBa M3MEpeHWn NPOBOAWUTCA C WUCMOMb30BaAHWEM KOHTPOSIbHOTO
maTepuana [ABYX ypoBHeW. [lpu HenpoOXOXAEHWU KOHTPONen NpPOBOAUTCS
nepekanubposka. [locrne nepekanubpoBku crnedyeT CHoBa NpPOTECTUPOBaTb
KOHTpOnU. B crnyyae HenpoxoXaeHWsi KOHTPOsi kayecTBa nocne nepexkannGpoBKu,
HeobxoAMMO MpOBEPUTb  UCMPaBHOCTb aHanusaTopa W HanuuvMe NpU3HaKkoB
HenpurofHOCTU peareHToB.

Kaxpass naGopatopus
YTBEpPXAEHHO cxeme.

PekomerayeM npuMeHsATb ANA KOHTPOMSA KayecTBa KOHTPOSbHLIA MaTepwuan,
BXOOSWMA B cocTaB Habopa, wnu npousBoactBa Randox (BenvkoGputanus),
Spinreact (Mcnanus), Cormay (MonbLua) n Apyrux npovussoanTenei.

PechepeHcHbIe 3HaYeHus:

CblBOpOTKa Unu nnasma: 285 MKMonb/n.

MpuBeaeHHble pedhepeHCHbIE 3HaYEeHUSI OPUEHTUPOBOYHbBIE: Kaxaasi nabopaTtopus
[0MKHa cama ycTaHaBNMBaTh CBOM pePepeHCHbIe 3Ha4YeHus.

UHTepdepeHumsn:

He BnusT Ha pesynbTaT aHanuaa: Tpurnuuepuabl 4o 6 r/n, 6unvpybud go 400
MKMOMb/M.

NPoOBOAWT  KOHTPONb KayecTBa COrMAcHO  CBOeW

KOﬂMpOBaHMe U nepepaya TpeTbuMM nuuam 3anpeu4eub|!
Mo Bonpocam MeToANYECKON NMOMOLUMN U 3aKynku o6pau.|a1'bc;| no

TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemoit 4acTbio MHCTPYKLMIA MO NPUMEHEHMIO ABNAIOTCA aAaNTaLMOHHbIe
nporpammbl (MeTogUKK) No NnpumeHeHuto Habopa
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HaGopa peareHTOB Ans onpegeneHus

BuoxnMmMmMyeckux napameTpoB:
Xene3o ¢eppo3nH

KnuHuyeckoe 3HayeHue:

Xeneso — camblil pacnpocTpaHeHHbI MUKPO3NeMEHT B opraHuame. OcHoBHast
YacTb Xenesa B OpraHM3Me cocpeloToYeHa B MoJiekyne remMa, BXoAsiLLel B coCTaB
remorniobuHa, MuornobuHa, katanasbl, nepokcuaasbl U LUTOXpoMOB. XKeneso
OenoHunpyetcs B opme, CBSI3aHHOW C (heppuTVHOM WNW reMOCUMOEPUHOM, a
NepeHoCcUTCs C MOMOLLbI0 TpaHcdeppuHa. OnpeaeneHne codepxaHus xenesa
0COBEHHO BaXXHO NPU ANArHOCTMKE Pa3nnyHbIX TUMOB aHEMUN.

[narHo3 He [OMKeH CTaBWTbCS Ha OCHOBaHWM ofHoro Tecta. Heobxogumo
YyUuTbIBaTb pe3ynbTaThl APYrMX UCCNENOBaHWN N KIMMHUYECKYIO KapTUHY.

MpuHuun metopa:

B cnabokucnoin cpee Komnnekc TpacheppuH-Xeneso AUCCOLMMPYET Ha MOHbI
Fe3+ n TpaHcdeppuH. Mog aenctemem BoccTaHoBuTens Fe3+ nepexoant B Fe2+,
KOTOpbI 06pa3yeT OKpaLLEHHbIN KOMMNeKe ¢ heppo3vHOM. KoHueHTpauus aToro
KOMMIIeKca nNponopLUMoHarnbHa KOHLEHTpaLWK xere3a B o6pasLe, YTo nsmepsieTcs
oToMEeTpUYECKN NPW ANWHE BOMHbI 560 HM.

HaGop npegHasHayeH Ansi UCMOMb30BaHUS Ha PYYHbIX, NOMyaBTOMaTUYECKMX U
aBTOMaTUYeCKMX BUOXMMUYECKUX aHanu3aTopax.

CocTaB HabopoB*:

PeareHT PeareHt PeareHT 2 KannbpaTtopsb! / kOHTpOnM **
1a 16
5 Ackop- KoHueHTpauums kanubpartopos
ycpep 6uHoBas Peppo3nH / KOHTpoOneit yka3aHa Ha
pH 4,9 wmenoTa aTUKeTke
Hanuyve n obbem B Habope
120 mn 1.2r 12 mn N0 XenaHuio 3akasyuka
Hanuuue n obbem B Habope
150 mn 157 15 mn P
N0 XEenaHuio 3akasymka
Hanuune n o6bem B Habope
180 mn 187 18 mn N0 XenaHuio 3akasyuka
Hanuyve n o6bem B Habope
300 mn 3r 30 mn o XenaHuio 3akasymka
Hanuuue n obbem B Habope
360 mn 36T 36 mn P
N0 XEenaHuio 3akasymka

* - obbem peazeHmMo8 60 (hrlakoOHe U Konu4yecmeo hriakoHo8 Moxem
8apbUPOBaAMbCS 8 3a8UCUMOCMU OM KamasoxXHO020 HOMepa.

** - UHopmauusi O KamasrioXHOM HOMepe U Kommraekmauyuu Habopa
npedocmaerneHa Ha calime diasens.by.

Mo xenaHuro 3aka3duka Habop MOXem [ocmaensmscsi C KOHMPObHbLIM
Mamepuanom.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTb:

PeareHT 2 1 kanvbpaTop rotoBbl K NPUMEHEHUI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTaburnbHbI 4O OKOHYaHUS CpoKa roAHOCTU

lNocne eckpbimus: CTabunbHbI 4O OKOHYaHWUS CPOKa FOAHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHNE 2 MeCsLEB.

M3beratb 3arpssHeHns. OcobeHHo aTo BaxHO Ans KanubpaTopa xenesa, Tak kak
OH YYBCTBUTENEH K KOHTaMUHaLWW.

[Ons npurotoBneHunss Pa6oyero PeareHta 1 Bo chnakoHe c PeareHtom 1a
pacTBOpsAOT  cogepxumoe opHoro ¢nakoHa PeareHta 16. AkkypaTHO

B36anTbIBaOT A0 NOSHOTO pacTBopeHusi. Pabounii peareHT ctabuneH 1 mecsy npu
Temnepatype ot 2°C go 8°C.

3a 30 MUHYT Ao NpvMeHeHusi KoHTponsi Bo ¢hrakoH Aob6aButb Heobxoanumoe
KONMYECTBO [EVOHWU3NPOBAHHOW BOAbI, COMMAacHO WHGOPMaLMM ykasaHHOW Ha
aTukeTke. CTabUNbHOCTL KOHTPOMS MOCMe BOCCTAHOBMEHWS 8 4yacoB npu
Temnepatype ot 15°C go 25°C, 5 gHen — npu Temneparype ot 2°C go 8°C vnm
1 mecsy, - npu Temnepatype oT MuHyc 20°C. He ponyckaTb MNOBTOPHOrO
3aMopaxuBaHusi-pasMopaxunBaHus. 3alwmiaTb oT cBeTa U n3beratb 3arpsisHeHuiA!

anI3HaKVI HenpurogHoCTun peareHToB AndA NpUMeHeHUA:

- HanuyMe B pacTBOpax peareHTOB MyTHOCTM UMK YacTuL;

- onTuyeckas nnoTHocTb BnaHka = 0,2 (npu AnvHe BonHbl 560 HM W AnuHe
onTuyeckoro nytu 1 cm).

- HENPOXOXAEHNe KOHTPONS KayecTsa.

Mepbl NpegoCTOPOXKHOCTU:

PearenTbl, Bxogslme B coctaB Habopa, npegHasHayeHbl TOMbkO ANA
[OMarHoCTuKu in vitro. He npuHumMamb e Hympb

3arpsisHeHHasi nocyga SBMSIETCA OCHOBHbIM WCTOYHWKOM 3arpsisHeHuid. Bo
nsbexaHue 3arpsisHeHuUsi Npobbl MOHaMU XKenesa, PeKOMeHAYeTCsl UCTIoNb3oBaTh
o[HOpa30Bylo MNnacTmaccoBylo nocydy. B cnyyae ucnonb3oBaHWsi CTEKNAHHOM
nocyfbl, HeobxoaMMo ee Ha Heckorlbko YacoB 3amouunTb B 2M pactBope HCI, a
3aTeM TLATeNlbHO NPOMbITb AUCTUNIIMPOBAHHON BOAOMN.

Mpn pabote c Habopamu peareHTOB crieayeT MPUMEHATb CPeacTBa
VHAMBWAYaNbHON 3alWThl B COOTBETCTBUM C AENCTBYIOLWMWIA 3aKOHOAATENLCTBOM
Pecny6nukn Benapycb. [lonyckaloTcs K NpUMEHeHWo nepyaTtky MeguuuHckue
OQHOpa3oBble M XxanaTtbl MeAuUMHCKMe, oTBevalowwme paencteyowmm THMA
Pecnybnukvn Benapycb 1 umetowne AOKYMEHTbI, NOATBEPXAAOLLIME KAaYeCTBO U
6e3onacHocTb B 06n1acTut NPUMEHEHHS.

Mpwn pabote c Habopamu crniegyeT cobnioaaTb Npasuna TeXHWKK GeaonacHocTn
B COOTBETCTBMM C AEWCTBYIOLWMIA 3akoHoaaTenbcTBoM Pecnybnuku Benapychb.

YTunusaums He NCnonb3oBaHHbIX MMBO C UCTEKLINM CPOKOM FOAHOCTU peareHToB
NPOXOAMT B COOTBETCTBUM C AEWCTBYIOLWMIA 3akoHodaTenbCcTBOM Pecnybnvku
Benapyceo.

O6pa3ubl, UX CTaGUNLHOCTb U NOAroTOBKA K aHanuay:

CbiBOpoTKa kpoBM 6e3 crnegoB remonusa, fnomelleHHass B MnacTMaccoBble
npo6upku unu renapuHoBasi nrasma.

OpuTpoLUTbLI cneayeT MakcUmanbHO 6bICTPO OTAENUTL OT CbIBOPOTKY.

CbIBOPOTKa MOXET XpaHUTLCS B TedeHne 6 yacoB npu Temnepatype ot 15°C go
25°C, nubo 3 gHs npu Temnepartype ot 2°C go 8°C.

PekomeHayeTca npoBeAeHne aHann3oB Ha cBexeM Gruonornieckom marepumarne.

MeToauka ansi pyYHbIX U NoslyaBTOMaTUYECKUMX aHanu3aTopos.

Heob6xoaumoe, Ho He NpefocTaBnsAeMoe o6opyaoBaHue:

- CneKkTpoPoTOMETP, NO3BONAIOLLNIA NPOBOAUTL U3MEPEHUSA NPU ANVHE BOMHbI
560 (530-590) HM wn anuHOWM onTuyeckoro Myt 1 cm, € TepmocTaTMpyemMbiM
KIOBETHBIM OTAENEHNEM;

- 403aTOPbl C HAKOHEYHVKaMK nepemeHHoro obbema ot 0,05 mn go 1 mn;

- cekyHaomep.

Xop aHanu3a (py4yHas meToAmka):

Ycnosus npoBefeHNs aHanumsa:

- ANviHa BonHbl — 562 (530-590) Hwm;

- AMHA OnTMYeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

PeareHTbl JOBeCTH [0 TeMrnepaTypbl NPOBEAEHNUs aHanusa.

AHanusaTop o6HyNsT OTHOCUTENBHO AUCTUNIIMPOBAHHON BOABI.

Pe3ynbTarthbi:

[ns kaxporo obpasLia paccynTLIBaOT U3MEHEHWUE ONTUYECKON NIOTHOCTU:
AA=Az-A1.

KoHueHTpaumio xxenesa B cbiBopoTke (Cobp) paccumTbiBaoT no popmyrne:

DAggp
X C
AAK:IJI Kasn

KoadbcpuumeHT nepecyeta: mkmonbs/n = mr/gn x 0,179.

Copp(MKMOTTB /1T) =

***AHaNUTUYEeCKNEe XapakTepuUCcTUKU:

YyecmeumenbHocms: He 6onee 0,15 mkmonb/n.

JluneiiHocms: 0,15 - 179 MkMonb/n

Ecnu koHUeHTpauwus xenesa B obpasue npesbiwaeT 179 mkmonb/n, To obpasey
HeobxoaumMo passecTu cuamonorndeckum pactsopom (0,9 % NaCl) B 2-10 pas, a
MOJyYeHHbI pe3ynbTaT YMHOXUTb Ha KO3(h(ULIMEHT pasBeaeHUs.

ToyHoCMb!:

MakpomerTo, MonymukpomeTon
BHecTu B ktoBeThl: | Bnaxk | Kanubpatop | O6paseu| bnank | Kanubpatop| O6pasey
PaGouuit peareHT, 1 1 1 0,5 0,5 0,5
M
KanubpaTop, mn - 0,2 - - 0,1 -
O6paszey, mn - - 0,2 - - 0,1
Bopga, mn 0,2 - - 01 --

AkKypaTHO nepemelLaTb 1 UHKYGUpoBaTb 5 MUH Npu Temnepatype 37°C, nsmeputb
ONTUYECKYHO MIOTHOCTb Aq

Pearent 3, mn | 01 | 0,1 [ 01 JToos5] 005 [ 005

AKKypaTHO nepemellaTb 1 MHKYGMpoBaTb 5 MuH npu Temnepatype 37°C, usmeputb

ONTUYECKYH NNOTHOCTb A2

Okpacka ctabunbHa B TedeHun 30 MUHYT.

BocnponsBoaMMocTb BHYTPU BocnpounssogmmocTtb
cepumn MexcepuitHas
CpefHee 7,02 34,32 6,68 33,6
(MKMonb/n)
SD 0,151 0,714 0,184 0,954
CV, % 2,15 2,08 2,76 2,84
n 10 10 10 10
Koppensyus:

20 o6pa3uoB 6bINO NpoaHanM3nMpoBaHo C Kcnonb3oBaHem Habopa peareHToB
Ans onpepeneHus xernesa (npousBoacTBa «[uaceHc») U Apyrum HaBopom
peareHToB, BHECeHHbIM B PeecTp MeaNLMHCKOR TEXHUKN 1 U3Aenuin MeaULMHCKOTo
HasHauveHus Pecnybnuku benapyce.

KoadhununeHT koppensaumu: 0,9625.

***[laHHble NoNyYeHbl NpU UCMoNb3oBaHWM aHanu3aTtopa Mindray cepun BS, ans
OpYr1x aHanu3aTopoB OHWU MOTYT OTNNYATLCS.

KoHTponb kayecTBa:

KoHTponb kayecTBa M3mMepeHuii NPOBOAUTCSI C UCMOMb30BaHNEM KOHTPONbHOMO
maTtepuana [AByx YpoBHeW. [lpy HENpoOXOoXAeHWM KOHTpomnen npoBoAwTCS
nepekanubposka. [locne nepekanvbpoBkM CReQyeT CHOBa MpOTECTMPOBaTb
KOHTponu. B cnyyae HenpoxoXaeHns KOHTPons kayecTBa nocre nepekanmbposku,
Heob6XoaUMO MNPOBEPWUTb WCMPaBHOCTb aHanu3atopa M Hanmuuue NpU3HaKkoB
HenpurogHOCTH peareHToB.

Kaxxpass naGopaTopusi NpoBOAWT KOHTPOMNb KayecTBa COrMacHoO CBOEN
YTBEPXAEHHOW Cxeme.

PekomeHayeM MpUMEHsTb ANsi KOHTPONS KayecTBa KOHTPOMbHbLIA MaTtepuvarn,
BXOASALWMA B cocTaB Habopa, unu npousBoacTBa Randox (BenukobputaHus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoauTENeNn.

PedhepeHCHbIe 3HaYeHus:

CbIBOpOTKa MKMoOnb/n
HoBopoxaeHHble getu 17,9-448
MnageHupl 72-17,9
Letn 9,0-21,5
YKeHUMHbI 9,0-30,4
My>K4mMHbI 11,6 —-31,3
MpvBeaeHHble  ped)epeHCHble  3HAYeHUst  OPUEHTMPOBOYHbIE:  Kaxkaas

nabopatopus AomKHa cama ycTaHaBnmBaTh CBOW pedepeHCHble 3HaYeHus.
UHTepdepeHuusn:
Ackopbat fo 62 mr/n, 6unupy6ux o 20 mr/n, Tpurnuuepuasl Ao 1000 mr/gn
n Meab Ao 500 MKr/An He BRMSAOT Ha pesynbTaTtbl onpegeneHui. MemornobuH
WHTepdepupyeT Aaxe B HEOOIbLIOM KONMYECTBE.

KOHVIpOBaHVIe U nepegava TpeTbMM Nuuam 3anpemeubl!
Mo Bonpocam MeTOAM‘lecKOﬁ NOMOLLU U 3aKyNKu o6pau.|a1'bcs| no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemon 4acTbio MHCTPYKLIUIA MO NPUMEHEHUIO
ABNAKOTCA afanTaLMOHHbIe NporpaMmbl (METOAMKMU) NO
npumMeHeHuo Habopa
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HabGopa peareHToB ans onpegeneHus

OMOXUMMUYECKUX NAapaMeTPOB:
Xene3so c¢eppeH

KnuHun4yeckoe 3Ha4yeHume:

YKene3o — camblii pacnpoOCTPaHEHHbI MUKPO3SIEMEHT B OpraHnamMe B GonbLiomM
konuyectBe. OCHOBHasi YacTb Xenesa B opraHmsme cocpenoTtoyeHa B Monekyne
rema, BXO,D,HLLI,SVI B cocTaB I'eMOI’J'lOﬁMHa, MMOI’J‘IOGMHa, KaTanasbl, Nnepokcuaasbl n
uuToxpomoB. XKene3o AenoHupyeTtcs B popme, CBA3aHHOW C PeppUTMHOM UNnn
reMoCuaepuHoOM, a NepeHoCUTCs C NoMoLbld TpaHcdeppuHa. OnpepeneHve
coaepxaHua xenesa 0COGEHHO Ba)XHO npu AOWarHOCTUKE pasfinyHbIX TUNoB
aHeMun.

ﬂ,VIaFHOS He OOormkeH CTaBUTbCA Ha OCHOBaHMWM OOHOrNo TecTa. HeOﬁXOD,VIMO
y4nTbiBaTh pe3ynbTaTbl APYrnx VICCJ'Ie,EIOBaHVIVI N KNUHUYECKYIO KapTUHY.

anIHLl,VII'I MeToQa:

KonopumeTpuyeckuin metog ¢ deppeHom-S 6e3 genpoTtemHmsauum. MoHbl
xeneaa (Fe®), cBsizaHHble B KPOBM C TPAHCHEPPUHOM, BLICBOGOXAAIOTCS B KUCTION
cpefde B MPUCYTCTBUM [ETEpPreHToB, a 3aTeM BOCCTaHaBMMBAOTCA A0 WOHOB
xenesa (Fe?*). MoHbl skenesa (Fe?*) pearupyioT ¢ deppeHom-S, obpasys
OKpALLEHHbIN  KOMMeKe. MoHbl Meau Cu?*  CBS3bIBAIOTCS  TUOMOYEBUHOM.
MHTEHCMBHOCTb OKpacku NpsiMo NporopLUMoHanbHa coaepXXaHuio xenesa.

Habop npegHasHayeH Ans MCMONb30BaHUA Ha PYYHbIX, MOMyaBTOMATUYECKUX U
aBTOMaTUYeCKNX GUOXUMUYECKMX aHanusaTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 Kanun6patopebl / KOHTponu **
AueTaTHbIN PeppeH-S KoHueHTpaums kanubpartopos /
6ydep 'mapokcuna- KOHTpOMew yka3aHa Ha aTuKkeTke
TuomoyeBmHa MUHCynbgaT
'mapokcuna-
MUHCynbgaT
LetepreHt
80 mn 20 mn Hanuune n o6bem B Habope no
KenaHuo 3akas3yvka
160 mn 40 mn Hanuune n o6bem B Habope no
KenaHuo 3akas3yvka

*

- obbem peazeHmMo8 80 (brlakOHe U Komuyecmeo (hslakoHO8 MOoXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - uHGopmauus O KamarloXHOM HOMepe U KoMmriekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuro 3akasyuka Habop MOXem [oCmaensimscs C KOHMPObHbIM
Mamepuarnom.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 1 PeareHT 2 roToBbl K MPUMEHEHUNI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTabunbHbI 4O OKOHYaHUSA CpoKa roAHOCTU

lMocne eckpbimusi: CTabUIbHbI B Te4eHne 3 MmecsLeB.

Ha 6opmy aHanusamopa: cTabunbHbl B TeYeHNe 2 MecsLeB.

KanubpaTtop rotoB k NpUMeEHEHWo. He AorMyckaTb CMeLUVMBaHWsi, HarpeBaHus,
6epeyb OT NPSIMOro cBeTa U XpaHuTb npu 2 — 8 °C.

[Onsi npurotoBneHns Paboyero peareHta: cmewartb PeareHT 1 u PeareHt 2 B
CcooTHoweHun 4:1. Paboumin peareHT cTabwuneH B Teuvenne 20 aOHen npu
Temnepatype oT 2 go 8 °C.

3a 30 MuHYT Ao npumeHeHust KoHTpons Bo cnakoH fobaBuTb Heobxogvmoe
KONMYECTBO [EVNOHM3VMPOBAHHOW BOAbI, COIMAacHO WHGOPMaLWMM yka3aHHOM Ha
aTukeTke. CTabUNbHOCTb KOHTPOMS MOCne BOCCTaHOBMNEHWs 8 4acoB npu
Temnepatype oT 15°C go 25°C, 5 gHen — npu Temneparype ot 2°C go 8°C wnu
1 Mecsiy - npu Temnepatype oT MuHyc 20°C. He ponyckaTb NOBTOPHOroO
3aMopaxvBaHUs-pa3MopaxvBaHus. 3alumiaTb OT cBeTa U n3beratb 3arpsisHeHui!

Mpu3Hak1M HenNpUrogHOCTU peareHToB ANsl NPUMEHEeHUs:
- HEMPOXOXKAEHWNE KOHTPOMS KauecTsa.

MepbI NpPeaoCTOPOXHOCTH:

PeareHTbl, Bxogsiume B coctaB Habopa, npeaHasHaveHbl TONbKO [Anst
AvarHocTuku in vitro. He npuHumame eHympsb.

3arpsis3HeHHasi nocyaa SIBMSIETCSl OCHOBHBIM WCTOYHUKOM 3arpsisHeHuin. Bo
n3bexaHne 3arpsasHeHnst nNpobbl MOHaMK xernesa, pekoOMeHAyeTCs UCMoNb3oBaTh
O[HOpa30Byl0 MnacTMaccoBylo nocyny. B cnyyae ucnonb3oBaHUsi CTEKMSHHOW
nocyabl, Heo6X0AMMO ee Ha HecKonbko 4YacoB 3amounTb B 2M pactBope HCI, a
3aTeM TLATeNbHO NPOMbITb AUCTUNIMPOBAHHON BOAON.

PeareHT 1 knaccuduumpyeTtcs kak pasapaxaroLmil

Mpn pabote c HaGopamy peareHTOB crneayeT MPUMEHATb CPeacTBa
MHOMBMOYanNbHON 3allnTbl B COOTBETCTBUM C AEUCTBYIOLLUMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycb. [JonyckaloTcsi k NpUMEHEHWo nepyaTku MeauuuHckue
OofHOpa3oBble M XxanaTbl MeAuuMHCKUe, oTBevawlme aencteylowmm THMA
Pecny6nukn Benapycb U umelowme [OKyMEHTbI, NOATBEPXAAlOLMe KayecTBO W
6e3onacHoCTb B 06n1acT NpUMeHeHust.

Mpu pabote c Habopamu cneayeT cobniogaTte npaemna TexXHUKM BGesonacHocTu
B COOTBETCTBUM C AEWCTBYIOLLMIA 3akoHoAaTenbCcTBOM Pecny6nuku Benapyce.

YTunusaums He UCNonb3oBaHHbIX MMG0 C UCTEKLIMM CPOKOM FOIHOCTU peareHToB
NpOXOAMT B COOTBETCTBMM C AEWCTBYIOLMIA 3akoHoAaTenbcTBoM Pecny6nvku
Benapycs.

O6pasubl, UX CTabMNBLHOCTbL U NOArOTOBKA K aHanu3y:
HeremonuavpoBaHHas 1 HEMMNoemMnyeckast CbIBOPOTKa KPOBU.

Xene3so B obpa3uax cTabunbHo 7 AHel npu Temnepatype oT 2 Ao 8°C.
PekomeHayeTcs npoBefeHVe aHan13oB Ha CBEXeM BG1MOSIorMyeckoMm MaTepuare.

MeToauvka onsa pyYHbiX U NOJyaBTOMaTU4ECKUX aHANIN3aTopPoB.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- CNeKTPohOTOMETP, MO3BOMSOWMIA NPOBOAUTL U3MEPEHUS MPY AMUHE BOMHbI
600 HM 1 AnuWHOM onTuyeckoro nyTM 1 cm, ¢ TepMocTaTUpyeMbiM KIOBETHbIM
OTAENEHNEM;

- 403aTopbl C HAKOHEYHKaMmn nepemeHHoro oobema ot 0,1 mn go 1 mm;

- cekyHaomep.

Xopa aHanu3a (py4Hasa meToauka):

Ycnosus npoBedeHUst aHanuaa:

- AnvHa BonHbl — 600 HM;

- ANWHa onTuyeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

PeareHTbl foBecTu Ao Temnepatypbl 37°C.

AHanusatop o6HyNAT OTHOCUTENbHO Brnaxka.
MakpomeTog MonymunkpomeTog
BHectn B Kanw6- O6pa- Kanunt- O6pa-
BnaHk BnaHk
KIOBETbI patop 3ey patop 3ey
Pabounii
peareHT, 1,000 1,000 1,000 0,500 0,500 0,500
M
Kanubpar | 0,200 - - 0,100 -
op, M1
Obpase, - - 0,200 - - 0,100
M
Bopga, mn 0,200 - - 0,100 - -

AkkypaTHO nepemeluaTb U MHKyGUpoBaTb 5 MUH npu TemnepaType 37°C,
V3MEpPUTb ONTUYECKYHO NMOTHOCTb A ANsi CTaHAAPTHOIO U UCCNEQYEMOro
06pa3yoB NpoTuB GnaxHka.

Pe3ynbTartbi:
KoHueHTpauutio xenesa B cbiBopoTke (Cobp) paccuutbiBaloT no popmyne:

Aosp
X Cyan-
AKa}l Kaan

Cosp(MKMOIIB/T) =
KoadhcuumeHT nepecyeta: mkmonb/n = mr/gn x 0,179.

***AHaNUTM4YeCKne XxapakTepuCcTUKu:

YyecmeumenbHocme: He 6onee 0,89 Mkmonb/n.

Jluneltinocmsb: 0,89 — 107,46 Mkmonb/n

Ecnn koHueHTpauusi xenesa B obpasue npesbiwaet 107,46 MkMonb/n, TO
obpaseL, HeobxoamMmo passecTu dusnonormyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a nony4eHHbIn pe3ynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BedeHuns.

To4HOCMB:

BocnpowussoanmMocTs BocnpoussogumocTb
BHYTPUY cepuu MeXcepuiHas
CpegHee (Mkmonb/n 16,7 25,1 16,95 25,2
SD 0,28 0,28 0,4 0,5
CV, % 1,71 1,14 24 2,0
n 10 10 10 10

Koppensauyus:

20 obpasuoB 66110 NpoaHanNM3npoBaHo C ucnonb3oBaHveM Habopa peareHToB
Ona onpepeneHus kenesa (npoussofdctBa «[uaceHc») u Apyrum  Habopom
peareHTOB, BHECEHHbIM B PeecTp MeALIMHCKOW TEXHWKI U U3AENNA MEANLIMHCKOTO
HasHaveHus Pecny6nvku Benapychb.

KoadbcuumeHT koppensiuym: 0,99.

***[laHHble NonyyeHbl NPy UCNoNb3oBaHWKM aHanusaTtopa Mindray cepuu BS,
ANst APYIMX aHanmM3aTopoB OHW MOTYT OTNINYaTLCS.

KoHTponb kayecTBa:

KoHTponb kayecTBa UsmMepeHuii NPOBOANTCS C UCMONb30BAHNEM KOHTPOSIbHOMO
MaTepvana [ByX YpPOBHEW. [lpyM HENPOXOXOAEHWU KOHTpOMNen MNpoBOAUTCS
nepekanubposka. [locne nepekanubpoBkM cregyeT CHoOBa MPOTECTUPOBaTb
KOHTponu. B cnyyae HenpoxoxaeHWst KOHTPONs kayecTBa nocne nepekanubpoBku,
Heo6GXoaQMMO NPOBEPUTb UCMPaBHOCTb aHanusaTopa W Hanuive MNpusHaKoB
HenpurogHoOCTV peareHToB.

Kaxpgass naGopaTopusi MNpoBOAMT KOHTPOSb KayecTBa COMMacHoO CBOeW
YTBEPXXAEHHOM CXeme.

PekoMeHOyeM NpUMeHATb ANt KOHTPOMs KauyecTBa KOHTPOSbHLIN MaTepuan,
BXOAsLWMIA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([MonbLlua) n Apyrux NponM3BoauTenen.

PechepeHCcHbIe 3HaYeHus:
CbIBOpOTKa MKMoOnb/n
HoBopoxaeHHble geTtu 17,9-448
MnageHupl 72-17,9
Letn 9,0-21,5
JKeHUMHbI 9,0-30,4
My>K4mMHbI 11,6 —-31,3
MpuBeaeHHble  pedepeHCHble  3HAYEeHUs  OpPUEHTUMPOBOYHbIE:  Kaxaas

na6opaTopMﬂ AO0ImMKHa camMa yCTaHaBnnBaTb CBOU pecbepeHCHble 3Ha4YeHua.

UHTepdepeHuusn:
Bunupy6uH go 15 mr/n, Tpurnvuepuabl Ao 500 Mr/an He BNUSAIOT Ha pe3ynbTaTtbl
onpepfeneHwii. He ncnonb3oBatb reMonusnpoBaHHbie 06pasLibl.

KonupoBaHue u nepegaya TpeTbUM Nuuam 3anpelueHbl!
Mo Bonpocam MeToAMYeCcKOW MOMOLLM M 3aKynku obpallaTtbesi No
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi yactbio VIHCprKLI,VIFI Nno NPUMEHEeHUIo ABNAKTCA
apanTauMoHHble NnporpamMmmbl (MeTOAMKM) no NpUMEHEeHU HaGopa
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KnuHun4yeckoe 3HauyeHue:

Mnasma KpoBW 4YenoBeka COAEPXUT TONbKO okono 2,5 Mr xenesa u3 obLiero
konuuectBa 3-3,5 r Bo Bcem opraHuame. Xeneso TpaHcnoptupyetcs kak Fe (Ill),
cBsA3aHHOe ¢ Henkom nnasmbl anoTpaHcdepprHoM. Komnneke anotpaHcdeppuH-Fe
(1) HasbIBaeTcsa TpaHceppuHoM. B cpefHEM TONMbKO OKOMNO TPeTu CBA3EW xenesa
¢ TpaHcdeppuHom 3aHsTo Fe (Ill). JononHuTenbHoe KONM4ecTBO Xenesa, KoTopoe
MOXEeT 3aHATb 3TW CBA3M SBMSETCA HEHacblWeHHOW (Mnu  naTeHTHON)
xenesocssizbiBatolet cnocobHocTbio (HXCC). Cymma CbiIBOPOTOYHOTO Kenesa K
HXCC cocrtaBnsiioT o6Lyto xenesocsssbiBaloLwyto cnocobHoctb (OXKCC) — aTo
MakcUmanbHasi KOHLUEHTpauus xernesa, KoTopoe MoxeT OblTb  CcBf3aHO
TpaHcepprHOM.

YposeHb OXXCC B CbiBOpPOTKE BapbWpylOTCSt MPU U3MEHeHusx meTabonuama
xenesa. [NoBblweHHbI ypoBeHb OXXCC B coyeTaHuu C HU3KUM COAepKaHuem
Xenesa SBNSETCS KpUTEPUEM NPU ANATHOCTUKE U MOHUTOPUHTE Xene3oaed LUTHON
aHemMuu, a Takke aHEMUU Ha NO3AHWX Cpokax 6epeMeHHOCTU. CHIDKEHHbI YpOBEHb
OXXCC wmoxeT ykasblBaTb Ha Takue 3aboneBaHWsi kak aHeMus, CBs3aHHas C
XPOHMYECKMMU  BOCMAnUTENbHbIMK  3ab0neBaHUAMK, reMoxXpomaTos, [apyrne
aHeMuu, TanacceMusi, LMppo3 neyYeHn n pak.

[narHo3 He [OMKEeH CTaBUTbCH Ha OCHOBaHWM ofHoro Tecta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCIEA0BAHWIA U KIIMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonopumeTpuyecknini  npsamMon mMeToh C  Xpomasyponom B ocHoBaH Ha
nocrefoBaTenbHOCTU CreayloLmnX peakuui:

1. K obpasuy pobasnsitor PeareHT 1, cogepxalimii n3BbITOK >Kenesa u
XKenesocBsA3blBaOLWMIA KpacuTenb (xpomasypon B). Huskuii pH peareHnTa npueogut
K BbICBODOX/OEHUIO M3 KOMMNekca C TpaHCPeppuHOM Xenesa, KOTopble 3aTem
obpasytoT Komnnekc ¢ xpomasypornom B. Komnnekc obpasyeT kak CbIBOPOTOUHOE
Xeneso, Tak 1 U3bLITOK Xenesa nNpucyTcTByloWMin B PearenTe 1.

2. Bo Bpems gobaBneHuns PeareHta 2 pH peakunoHHOW CMecu HerTpanusyeTcs,
1N CPOACTBO TpaHCcdeppuHa K xenedy pesko yBenuuuBaeTcsi. CblBOPOTOYHbIN
TpaHceppuH ObICTPO CBA3bIBAET >eneso, OTAeNss ero OT KoMmmnekca ¢
xpomasyporniom B. Habniogaemoe CHyKeHne onTUYECKON MIIOTHOCTU OKpaLLEHHOro
Komnnekca npsimo nponopuuoHansHo OXKCC B o6pasuax CbIBOPOTKM.

HaGop npepgHasHayeH Ansi UCMONb3OBaHWS Ha PYYHbIX, MOMyaBTOMATUYECKUX U
aBTOMaTUYeCKMX BUOXMMUYECKUX aHanu3aTopax.

CocTaB HabopoB*:
PeareHt 1

PeareHT 2 KanubpaTtopbl / KOHTpoOnu **

Auetat HaTpus
Xnopwua xenesa
Xpomasypon B

KapboHaTHbI

Bydep
Asung HaTpus

KoHueHTpauus
kanubpaTopoB / KOHTponeWn
yKa3aHa Ha 3TUKeTke

[ekcapeuun-
TPUMETUNAMMOHMA
6pomug
KoHcepBaHT
80 mn 20 mn Hanuuue n o6bem B Habope
N0 XenaHuio 3akasyuka
160 mn 40 mn Hanuuue n o6bem B Habope

M0 XeNaHUK 3akasdyuka
- obbem peazeHmo8 80 (briakoHe U Konuyecmeo (hriakoHo8 Moxem
8apbuposambCs 8 3a8UCUMOCMU OM KamarsioXXHO020 HoMepa.

*

*k

- UHGopMauuss O KamaroxXHOM HoMepe U Kommiekmauuu Habopa
npedocmasrneHa Ha catime diasens.by.

Mo xenaHuto 3akasyuka Habop MOxem NocCMaesnsimbCs C KanubpOo8OoYHbIM U
KOHMPOSIbHBIM Mamepuanom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!

PeareHT 1 n PeareHT 2 rotoBbl K NpUMeHeHU0. XpaHuTb B TEMHOM MecTe npu
Temnepatype ot 2°C go 8°C.

HeBckpbiTble: cTabunbHbI 0 OKOHYaHUSI CPOKa rOAHOCTM

Mocne BCkpbITUS: cTabunbHbl B Te4eHne 12 Hedenb.

Ha 6opTy aHanuaaTopa: cTabunbHbl B Te4eHne 2 MecsiLieB.

3a 30 MuHyT Oo npumeHeHusi KannbpaTtopa n KoHTponsi Bo ¢priakoHbl 406aBUTb
HeobXoAMMOe KONMUYECTBO [EVOHU3VPOBAHHOW BOAbI, COMMacHO WHdopMauuu
yKka3aHHOM Ha aTukeTke. CTabunbHOCTb Kanubpatopa W KOHTpOMs nocne
BOCCTaHoBrneHns 8 yacoB npu Temnepatype ot 15°C po 25°C, 5 gHen — npwu
Temnepatype ot 2°C go 8°C unu 1 mecau - npu Temnepatype ot muHyc 20°C. He
[onyckaTb NMOBTOPHOTO 3aMOpaXuBaHUs-pa3MopaxuneaHus. 3almwaTte oT cBeta u
n3beraTb 3arpsi3HeHun!

anSHaKVI HenpurogHoCTn peareHTOB AnNA NpUMeHeHUA:

- HEMPOXOXOEHME KOHTPOMNS KayecTBa.

Mepbl NpegoCcTOPOXKHOCTU:

PeareHTbl, BxogsLme B coctas Habopa, NpeAHa3HayYeHbl TONbKO ANS ANarHOCTUKM
in vitro. He npuHuMampb 6Hympb.

3arpsisHeHHasi CTeKNsHHas NocyAa — OCHOBHOW MCTOYHUK oLMBOK. B cBsian ¢ aTum
pekomeHAayeTCsi UCNonb30BaTh OAHOPA30BYIO NACTMKOBYIO NocyAy. B cnyyae, ecnu
ncrnonb3yeTcs CTekro, ero criegyeT 3amaunBaTbh HECKorbko YacoB B 2M consiHon
KUCMnoTe, a 3aTeMm TLaTenbHO crnonackueaTh AUCTUNIIMPOBAHHON BOAOMN.

He pekomeHayeTcsi npoBOAWTL OMpefeneHve >xenesa Ha aBTOMAaTUYECKOM
aHanwusartope cpasy nocne onpeaeneHus OXXCC.

Mpun pabote ¢ HaGopamu peareHTOB criegyeT TMPUMEHsITb CPeAcTBa
MHOMBMAYaNbHON 3alWUTbl B COOTBETCTBUM C AECTBYIOLNIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycb. [lonyckaloTcsi K NPUMEHEHWIO nepyaTku MeAuLMHCKME
O[HOpa3oBble W XanaTtbl MeauuuHCKWe, oTBevaowme Aevcteyowmnm  THITA
Pecny6nukn Benapycb U vMetolwve [OKYMEHTbI, MOATBEPXAalolne KavyecTBo U
6e3onacHoCTb B 06nacTvi npuMeHeHus.

Mpwu pabote c Habopamu cnegyeT cobnogaTte NpaBuna TexXHWKM 6e3onacHocTh B
COOTBETCTBUM C AENCTBYIOLLMIA 3aKOHOAATeNbCTBOM Pecnybnukun Benapych

YTunusaums He 1CMosib30BaHHbIX NGO C UCTEKLMM CPOKOM FOAHOCTW peareHToB
npoxoauT B COOTBETCTBMM C AEWCTBYIOWWIA 3akoHoAaTenbcTBoM Pecnybnuku
Benapyceo.

O6pa3ubl, UX CTaBUNBLHOCTb U NOAroTOBKA K aHanuay:

CbiBOpOTKa KpoBYK Be3 crnefoBs remonuaa.

Hannuve dmbprHa B 06pasLie CbIBOPOTKM B pe3yrnbTate HenonHoro obpasoBaHust
CrycTka BbI3blBaeT Hecrneunduieckyto nHTepdepeHLmto npu namepeHnn OXXCC.

Henb3si ncnonb3oBaTb nnasmy B kayecTBe UCCEAyemoro matepuana, Tak kKak
aHTUKOArynsaHTbl BNMSIOT Ha pesynbTaTtel namepeHust OXKCC.

CbIBOpPOTKa MOXET XpaHUTbCA B TeveHne 6 Yacos npu TemnepaTtype oT 15°C oo
25°C, nubo 3 gHs npu Temnepartype ot 2°C go 8°C.

PekomeHayeTcs npoBeaeHne aHann3oB Ha cBexem Guonornyeckom matepuane.

MeToauka ans pyYHbiX U NoslyaBTOMaTUYECKUX aHann3aTopos.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNeKTpopoTOMETP, MO3BOMSIOLLMIA NPOBOAUTE U3MEPEHWSI MPU AJIMHE BOSHbI
578 HM W AnvHOM onTuyeckoro nyt 1 cM, C TepMocTaTMpyeMbiM KIOBETHbIM
oTAeneHueM;

- A03aTOPbI C HAKOHEYHVKaMK nepemeHHoro obbema ot 0,04 mn go 1 mn;

- cekyHaomep.

Xop aHanu3a (py4Has meToAukKa):

YcnoBus npoBeaeHUst aHanmaa:

- ANvHa BonHbl — 578 (550-580) HM;

- ANViHa onTu4eckoro nytm — 1 cm;

- Temneparypa - 37°C;

PeareHTbl foBecTu Ao Temnepatypbl 37°C.

AHanusaTop 06HYNSOT OTHOCUTENBHO ANCTUMNNPOBAHHOW BOAbI.

[ [ MakpomeToz, MonymuKpoMeTos |
[ BHecTu B | Kanubpatop | O6pasey | Kanubpatop | O6pasen |

KIOBETbI
PeareHt 1, Mn 0,800 0,800 0,400 0,400
KanubpaTop, mn 0,080 - 0,040 -
O6paseu, mn - 0,080 - 0,040

AKKypaTHO nepemeLuaTb U MHKybuposaTtb 5 MuH npu Temnepatype 37°C, nameputb
ONTUYECKYHO NNOTHOCTb A1 ANIA CTaHAAPTHOrO U Uccriesyemoro o6pasLos NpoTuB
6naHka. 3aTem [06aBUTb:

PeareHT 2, Mn__| 0,200 [ 0,2 [ 0,100 [ 0,100
AKKypaTHO nepemeLuatb U MHKybuposaTtb 10 MyH npu Temnepatype 37°C, nsmeputb
ONTUYECKYH NITIOTHOCTb Az Ana cTaHgapTHOro n uccnegyemMmoro oGpaauos.

Pe3ynbTarhbi:
[ns kaxporo obpasua paccyTbIBaloT:
AA=A2-A1
OXXCC B cbiBopoTke (Cobp) paccuutbiBatoT no popmyne:
MKMOJIb AAgsp
oﬁp( 7 ) - AAxan X Cxan

***AHaNUTUYEeCKNe XxapakTepuCcTUKn:

YyecmeumenbHocmb: He 6onee 8,95 mkmonb/n.

JlunetiHocmb: 8,95 - 143 mkmonb/n

Ecnu koHueHTpauna OXXCC B o6pasue npesbiwaeT 143 mkMonb/n, To obpasel
Heobxoaumo passectun dumamonornyeckum pactsopom (0,9 % NaCl) B 2-10 pas, a
Nony4YeHHbIN pesynbTaT YMHOXWTb Ha k03 ULMEHT pasBegeHus.

ToyHoCMb:

BocnpoussogumocTb BocnpowussoanmMocTs
BHYTpPUW cepuu MeXcepuiHas
CpegHee 48,3 55,5 42,6 51,8
(MkMonb/n)
SD 0,599 0,733 0,784 0,813
CV, % 1,24 1,32 1,84 1,57
n 10 10 10 10
Koppensyus:

20 o6pasuoB 6bINO NpoaHanu3npoBaHoO C Ucrnonb3oBaHneMm Habopa peareHToB
aons onpegenednss OXXCC (npousBoactBa «[uaceHc») u gpyrum  Habopom
peareHTOB, BHECEHHbIM B PeecTp MeanLMHCKON TeXHUKN N N3Aenuii MeanLMHCKOro
HasHaveHus Pecny6nvikm Benapychb.

KoadbcpuumeHT koppensiuum: 0,955.

***[laHHble NoNy4eHbl NpK Ucronb3oBaHUM aHanusatopa Mindray cepun BS, ans
ApYrvX aHanu3aTopoB OHWU MOTYT OTNNYATLCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporb kavecTBa M3MEpeHW MPOBOAUTCS! C UCMOMNb30BaHNEM KOHTPOJSIbHOMO
maTepuana AByx ypoBHeW. [Ipy HenpoXOXAEHWM KOHTponeih npoBoauUTCA
nepekanubposka. [locne nepekanubpoBku creayeT CHoBa NPOTECTUPOBATb
KOHTpOnu. B cnyyae HenpoxoXaeHWsi KOHTPONs kavyecTBa nocre nepekanubpoBku,
HeobXoAMMO MPOBEpUTb UCMPaBHOCTb aHanusaTopa W Hanuuue NpU3HaKoB
HenpurogHoOCTN peareHToB.

Kaxpass nabopartopusi
yTBEPXOEHHO cxeme.

PekomeHAyeM MpUMEHsITb ANS KOHTPONsi kayecTBa KOHTPOIbHbIA MaTepwan,
BXOASAWMA B cocTaB Habopa, unu npowussodctBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENEN.

PedepeHCHbIe 3Ha4YeHus:

nNpoBOAUT KOHTPOJIb KayecTBa cCoOrnacHo cBoe

[ CriBopoTka [ mkmons/n |
| Bapocnble | 448716 |
MpvBeneHHble  pedepeHcHble  3HAYeHUs  OPUEHTUPOBOYHbIE:  Kaxaas

nabopaTtopusi 4OMKHa cama ycTaHaBMMBaTh CBOU peddepeHCHbIE 3HAYEHNSI.

UHTepdepeHuus:

Femornobun go 1,25 r/gn, ackopbat go 31 mr/n, 6GunupybuH go 20 mr/an,
Tpurnuuepuael go 1000 mr/an, meab Ao 3 mr/an v umHk go 250 mkr/an, xxeneso Ao
357,5 mkr/an, Oecdepan go 11,5 mkr/mn, Llynpymune go 250 mkr/on v [JekctpaH
XKenesa (MmdepoH) fo 1430 MKr/An He BNUSAIOT Ha pe3ynbTaTbl onpeaeneHunii

KonupoBaHue 1 nepegaya TpeTbUM NuLaM 3anpeLueHb!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyNKK obpaluaTbcs no
TenecoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemom yactbio MHCprKLIVIVI no NPpUMEeHeHUo ABNAKTCA
aganTauuoHHble NporpaMmbi (MeTOAUKM) NO NPUMEHeHUIo Habopa
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BMOXMMii LS i fTapaMeTPOB:
HeHacblWweHHas xene3ocBs3bliBaloLas
cnocobHocTtb (HXXCC)

KnuHnyeckoe 3Ha4yeHue:

Mna3ma kpoBM YenoBeka COAEPXKUT TONMbKO OKOJO 2,5 Mr xerneaa n3 obLiero
konuuecta 3-3,5 r BO Bcem opraHusme. Xeneso TpaHcnopTtupyetcs kak Fe (llI),
cBsi3aHHOe ¢ Gerikom nna3mel anoTpaHcdepprHoM. Komnneke anotpaHcheppuH-
Fe (lll) HasbiBaeTCca TpaHcdheppyHOM. B cpeaHem TOnbKo OKOMoO TpeTu cBsideit
xenesa ¢ TpaHceppuHoMm 3aHaTo Fe (111). JononHuTensHoe KonnMyecTBo xenesa,
KOTOpPOe MOXET 3aHATb 3TW CBSI3N ABMSETCA HEHaCbIWEHHON (UMK NaTeHTHON)
xenesocs3biBatoLern cnocobHocTbio (HXCC). Cymma cbiBOPOTOYHOTO Xenesa u
HXXCC cocrtaBnsitoT 0bLuyto enesocsssbiBatoLLyto cnocobHocte (OXKCC) — aTto
MaKkcumanbHasi KOHLEHTpauusi >kenesa, KoTopoe MoxeT 6blTb CBA3aHO
TpaHchepPpPUHOM.

YposeHb HXKCC B cbiBOpOTKe BapbupyloTCst MpW U3MeHeHUsX meTabonmama
Xenesa, koraa obbem >Keresa 4YacTo ymeHbluaeTcsi Npu xenesopeduunte u
yBenMuMBaeTCs  MpW  XPOHUYECKUX  BOCManUTENbHbIX — Npoueccax,  Uiu
3110Ka4eCTBEHHbIX MpoLeccax.

[lnarHo3 He JOMKEH CTaBUTbCA Ha OCHOBaHWK ofHoro Tecta. Heobxoavmo
yuuTbIBaTh pe3ynbTaThbl APYrUX UCCEA0BAHWIA U KIIMHUYECKYIO KapTUHY.

©

MpuHUKun meTopa:

MeTOA onpegeneHua oCHoBaH Ha ,ElOGaBJ‘leHMM K CbIBOPOTKE KpoBU M3BECTHOW
KOHLUEHTpauun WMOHOB XXeJe3a, KOTOpOoe CBA3bIBAaE€TCA C TpaHC(*)eppVIHOM no
CBOGO,D,HI:IM OT Xerne3a CBA3AM. KOHLI,eHTpaLlMﬂ HecCBA3aHHbIX WMOHOB XXene3a
N3MepSIOT KONMOPUMETPUYECKM METOAOM C PEPPO3NHOM.

Onpenenﬂemaﬂ pasHunua mexay 136bITKOM Xenesa u 06LI.[MM Konn4yectesom
xKeneasa, AOGaBJ‘IeHHOI’O K CblBOpPOTKE, U eCTb HXXCC - konuuectso xenesa,
CBSi3aBLUErocsi C TpaHcEepPPUHOM.

Ha60p npeaHasHa4veH ans ucnosib3oBaHUA Ha Py4dHbIX, NOSlyaBTOMaTU4ECKUX
1 aBTOMaTUYECKNX BUOXMMUYECKNX aHanusartopax.

CocTaB HabGopoB*:

Mocne BCKpbITWS: CTabUNbHLI B TeHeHne 2 MecsiLeB.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4eHMe 2 MecsiLEB.

3a 30 MuHyT Ao npumeHeHnsa Kannbpartopa v_KoHTpons Bo donakoHbl 4o6aBnTb
HeobxoaMMoe KOMMYECTBO AEUOHU3MPOBAHHON BOABI, COTMACcHO MHMOpMaLmm
yKasaHHOW Ha aTukeTke. CTabunbHOCTb Kkanubpatopa W KOHTpons nocne
BOCCTaHoBneHus 8 yacoB npu Temnepatype ot 15°C pgo 25°C, 5 gHen — npwm
Temnepatype ot 2°C go 8°C unu 1 mecs, - npy Temnepatype ot muHyc 20°C. He
fonyckaTb NOBTOPHOTO 3aMOpaXMBaHUA-pasMopaxuBaHus. 3alumiiate oT cBeTa
1 n3beratb 3arpsas3HeHni!

Mpu3Hakn HENPUrogHOCTU peareHTOB ANSA NPUMEHEHUs:

- HENPOXOXAEHNe KOHTPONS KayecTsa.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BxopgsuiMe B cocTaB Habopa, npegHas3HayeHbl TOMbKO [AnA
ANarHoCTuKK in vitro. He npuHumame eHympsb.

3arpsis3HeHHasn CTeknsiHHasi Mocyaa — OCHOBHOW MCTOYHMK OLWMGOK. B cBsisn ¢
3TUM peKoMeHAyeTCs MCronb3oBaTb OAHOPA3OoBYK MNacTuKoByl nocyay. B
cryyae, ecnv UCMomnb3yeTcs CTEKI0, ero criedyeTt 3aMaynBaTb HECKOINbKO YacoB B
2M consiHoW kucroTe, a 3aTeM TLiaTeflbHO crnonackueaTb AUCTUNIIMPOBAHHON
BOOOW.

Mpn pabote c Habopamu peareHTOB creayeT MPUMeEHATb cpeacTBa
VHOMBUAYanbHON 3alMThl B COOTBETCTBUM C AEWCTBYOLMNIA 3aKOHOAATENBCTBOM
Pecnybnukn Benapycbk. [JonyckaloTcsi K NMpYMEHEHWIO NepyaTku MeduLMHCK1e
OfHOpa3oBble W XanaTbl MeauuuHCKWe, oTBevatolwme pgenctsyowmm THITA
Pecnybnuku Benapycb 1 nmerolwmMe AOKyMeHTbI, NoATBEpXKAaLWMe KayecTBO U
6e3onacHoCTb B 06nacTvi npuMeHeHus.

Mpwu paboTe ¢ Habopamwu cneayeT cobnoaaTte Npasuna TexHkn 6esonacHoOCTH
B COOTBETCTBUM C AeNCTBYIOLMIA 3aKkoHoAaTenscTBoM Pecnybnuku Benapycb

YTunu3aumsi He WCMOMb30BaHHbIX NGO C WCTEKWWUM CPOKOM TFOLHOCTU
peareHTOB MPOXOAUT B COOTBETCTBUM C [EWCTBYIOLWMIA 3aKOHOAATENbCTBOM
Pecnybnuku Benapyceb.

06pa3ub|, UX CTabUNLHOCTbL U noAroToBKa K aHanusy:

CbIBOpOTKa Unv renapyHU3vpoBaHHas nna3mMa Kposu 6e3 cnefjoB reMonumsa.

OpuTtpouuTbl criedyeT MakcMmarbHO GbICTPO OTAENWUTL OT CbIBOPOTKW/MNa3Mbl,
He no3gHee, YeM vepes 2 yaca.

CbIBOPOTKa MOXET XpaHUTLCS B TeYeHue 6 yacos npu Temnepatype 15-25°C,
nv6o 3 gHs npu Temneparype 2-8°C.

PekomeHayeTcs  npoBefeHMe aHanM3oB Ha  cBeXeM  Guonornyeckom
mMaTtepwvane.

MeToguka Ansi pyyYHbIX U NonyaBTOMaTM4eCcKuUX aHanm3aTopoB.

Heob6xoaumoe, Ho He NpefocTaBnsAeMoe o6opyaoBaHue:

- CNekTpochoTOMETP, NMO3BOMNSIOLLWIA NPOBOANTL U3MEPEHUSA NPU ANUHE BOJHbI
570-600 HM 1 ONVMHON oNTUYecKoro Nyt 1 cM, C TepMOCTaTUPYyEMbIM KIOBETHbLIM

Kanubpatopbl / OTAeneHnem; .
PeareHT 1 PeareHT 2 KOHTpOMU ** - 403aTOpbl C HAKOHEYHMKamMu nepemMeHHoro obbema ot 0,04 mn go 1 mn;
docdaTHbIi 6ydep pH 8,7 AckopbuHoBas KoHueHTpauus ;(ceKyH,uomep. .
Cynbdat ammoHus xenesa (l1) Kucnota kanmbpatopos / oA aHanu3a (pyuHas MeTo‘mf'Ka)'
TuomouesnHa Xnopwua HaTpusi KOHTpOneil ykazaHa Ha Ycnoeuns nposeAeHns aHanusa:
[LletepreHt DdeppoanH aTUKeTKe - AnvHa BOMHbI — 570-600 HMm;
TrvoMoueBMHA - ANVHa ONTUYecKoro nytm — 1 cm;
Asng HaTpus - Temneparypa - 37°C;
Hanuuue u o6bem B PeareHTbl goBectn go temnepatypbl 37°C.
80 mn 20 mn Habope Mo XenaHuo AHanuaaTtop o6GHynaT oTHOcUTENbHO PeareHTa 1.
3akasyuka MakpomeTog MonymunkpomeTog
Hannume n obbem B BHectu B Kanubpa- Kanubpa-
160 mn 40 mn HaBope No XenaHuio KIOBETb! Brakk Top Obpasel | Briank Top O6pasey
. 3aKasinka Peareqt 1, mn | 1 1 1 04 0,4 04
- obbem peaceHmMo8 80 (briakoHe U Konu4ecmeo (hr1akoHo8 Moxem Kanu6paTop
eaeﬁuposambcn 8 3a8UCUMOCMU OM KamaroxXHOo20 HoMepa. M ’ - 0,08 - - 0,04 -
5 - UHghopmayus o Ic(ﬁmal'lO)ZHOM HOMepe u Komriekmauuu Habopa Obpasel, Mn N N 0,08 N - 0.04
npedocmasreHa Ha calime diasens.by. Bona, mn 0.08 - - 0.04 - -

Mo xenaHur 3aka3duka Habop MoOXxem [0CmaessimbCs C KanubpoBOYHbIM U
KOHMPOIIbHbIM Mamepuarsiom.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabUNbHOCTBL:

PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHMI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heesckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa rOAHOCTYH

AkKypaTHO nepemeluaTtb U MHKyGupoBaTtb 5 MuH npu Temneparype 37°C,
M3MepUTb ONTUYECKYIO NITOTHOCTL A1 ANA CTaHAAPTHOrO U Uccneayemoro
o6pasuoB npotus bnaHka. 3atem gobaBuTb:

Pearent 2, mn | 0250 [ 0250 [ 0250 [ 01 [ 01 [ 01

AkkypaTHO nepemewaTb M MHKy6uposatb 10 mMuH npu Temnepatype 37°C,
M3MEepUTb OMTMYECKYID MNNOTHOCTb Az AnNA CTaHOApPTHOrO W MCCneayemoro

o6pa3suoB NpoTuB GnaHka.
Bbiuncnute AA=A2 — 0,81A1 Ana nccnegyemoro U ctaHgapTHoOro obpasuos.
KoadpcpuumeHT 0,81 koMneHcMpyeT nageHve nornoLieHns nocne fgobasneHus
PeareHTa 2.

PesynbTarbl:
HXXCC B cbiBopoTke (Cosp) paccyutbiBatoT no opmyrne:
MKMOJIb AAgsp
oﬁp( T ) = M, X Cyan
HXCC [mkr/gn] x 0,1791 = HXXCC [Mkmonb/n]
OXCC [mkr/an] = HXCC [mkr/gn] + XKeneso [mkr/an]
TpaHcdeppuH [mr/gn] = 0,7 x OXKCC [mkr/an]

***AHaNUTUYEeCKNe XapakTepuCcTUKu:
YyecmeumenbHocms: He 6onee 1,0 Mkmonb/n.
JluHeliHocmb: 1 — 135 mkmonb/n
Ecnn koHueHTpaumsa HXXCC B obpasue npesbiwaetr 135 mkmonwe/n, TO
obpa3seL, Heobxoanmo passecTu usnonormyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a nony4eHHbIn pe3ynbTaT yMHOXUTb Ha KO3t DULMEHT pa3BedeHus.
ToyHOCMBb!

BocnpowussoanmMocTb BocnpowussoanmMocTb
BHYTpY cepun MeXxcepuiiHas

CpegaHee 18,6 31,3 17,4 33,0
(MkmoOnb/n)
SD 0,476 0,977 0,465 1,013
CV, % 2,56 3,12 2,67 3,07
n 10 10 10 10
Koppensauyus:

20 o6bpasuoB 6biNoO nNpoaHanu3MpoBaHO C uUcnonb3oBaHvem Habopa
peareHToB Ans onpegenenuss HXXCC (npousBoacTBa «[naceHc») v Apyrum
HabopoM peareHToB, BHECEHHbIM B PeecTp MegULMHCKOW TEXHWKW W U3Lenuii
MeANLMHCKOro HasHaveHus Pecnybnuku Benapyce.

KoadhcuumeHTt koppensiunm: 0,976.

***[laHHble NonyyeHbl NPy UCNoNb3oBaHWK aHanusaTtopa Mindray cepuu BS,
ONs Apyrvx aHanvM3aTopoB OHU MOTYT OTNIMYaThCS.

KoHTponb kayecTBa:

KoHTponb  kayecTBa  M3MepeHWid  NPOBOAWUTCS € UCMOMb30BaHUEM
KOHTPOMbHOrO MaTtepuana AByX YpoBHei. [pu HENpPOXOXAEHUM KOHTporei
nposoanTca nepekanubposka. [ocne nepekanubpoBku credyeT CcHoOBa
NpoTEeCTMPOBaTb KOHTPONW. B crnyyae HeNpoxoxaeHWst KOHTPONs kKayecTBa nocne
nepekanubpoBku, HEOGXOAMMO NPOBEPUTL UCMPABHOCTL aHaNU3aTopa v Hannyme
NpU3HaKOB HEMPUrOAHOCTW peareHToB.

Kaxpgass nabopatopusi NpoBOAWT KOHTPONb KauyecTBa COracHO CBOEN
yTBEPXKAEHHOW CXeme.

PekomeHayem NpuMeHsTb A5l KOHTPOMs KayecTBa KOHTPOMbHbIA MaTepuwan,
BXOASLMIA B cocTaB Habopa, unu npoussofdctBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([MonbLlua) n Apyrux NpoM3BoauTenen.

PedhepeHCHbIe 3Ha4YeHus:
CbIBOpOTKa [ MKMonb/n |
B3pocrible [ 13-67 |
MpuBeneHHble  PedepeHCHbIE  3HAYeHWs  OPUEHTMPOBOYHbIE:  KaAas

nabopartopusa goMmKHa cama yCTaHaBNMBaTh CBOU pedepeHCHbIE 3HAaUYEHUS.
UHTepdepeHuus:
Ackopbat go 62 mr/n, remornobuH uHTepdepupyeT aaxe B HebOmnbLiOM
konuyecTse, GunnpybuH ao 20 mr/an, Tpurnuuepuasl Ao 1000 mr/an, meab o 3,5
MF/AN U UMHK 8o 15 Mr/an He BNUSIOT Ha pesynbTaTbl onpeaeneHui.

KonupoBaHue u nepenaya TpeTbUM nNuuiaM 3anpetieHbi!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyMKW obpallaTbCcA no
TenecdoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbio MHCTPYKLMIA NO MPUMEHEHUIO SIBASIIOTCSA
ajanTauMoHHble NporpaMmMbl (METOAMKM) NO NPUMeHeHUto Habopa
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KnuHunyeckoe 3HauyeHue:

[INsi KNWHUKM OYEHb BaXKHO OMPEAESSATb KOHLEHTPaLUIO XIIOPUAOB, TaK Kak OHU
perynupyoT 0CMOTUYECKOE AaBMeHNe BHEKETOUHOM XMUOKOCTU U UIPatoT BaXKHYHO
porib B KACMOTHO-LLEenoYHoM 6anaHce. MoBbIeHHas KOHLEHTPaLWs MOHOB Xropa
Habntogaetcs npu Tsxenoi AernapaTauuun, M3BLITOYHOM Npueme XIOpPWUAOB,
TSHXKENOM MOBPEXAEHUN MOYEYHBIX KaHAMbLEB U Y NALUEHTOB C LMCTO(PUGPO3OM.
CHWXEHME  KOHUEHTpauuM  XMopua  WOHOB  MOXET Habmwoaatbes  Mnpuw
MeTaGonuueckom auupose, BCreAcTBME MOTEpWM MNpW ANUTENBHOW pBOTE U
XPOHUYECKOM NuenoHedpuTe.

[JuarHo3 He [JOMKeH CTaBWUTbCH Ha OCHOBaHUM opHOro Tecta. Heo6xoaumo
yYUTbIBaTbL pe3ynbTaThbl APYrUX UCCIEA0BAHMIA U KITMHUYECKYIO KapTUHY.

MpuHuun metopa:

Xropua-1oHbl OPMUPYIOT PaCTBOPUMbI HEMOHW3OBAHHbIV KOMMIEKC C MOHAMM
PTYTV U BbITECHSIIOT TUOLMAHAT-MOHbI U3 HEMOHW3MPOBAHHOTO TUOLMaHaTa pTyTu.
Bbigensiowmecs TvouMaHaT-MoHbl pearMpyloT C UoHamu xenesa, opMupys
OKpaLUeHHbIN KOMMEKC C MakCMMyMOM nornoteHns npu 480 HM.

Hg(SCN), + 2Cl—— HgCl, + 2SCN —
3SCN — +Fe3* — 4Fe(SCN)? xpacHblii KOMILIEKC

MNHTEHCMBHOCTbL OKpacku NPsiMO MPOMOPLMOHanbHa KOHLEHTPaLMm XIopraos B
npobe.

HaGop npegHasHayeH 4ns UCMOMb30BaHMS HA PYYHbIX, NOSlyaBTOMAaTUHECKNX W
aBTOMaTMYeCKnX GUOXUMUYECKMX aHanmsaTopax.

CoctaB HabopoB*:

) e

PeareHT KanubpaTtopbl / kKOHTponu **

Twvoumanat ptyTy (Il)
Hutpat xenesa (l1l)
Hutpat ptytn
A30THas kucnorta

KoHueHTpaums kannbpaTtopos / KOHTponew
yKasaHa Ha aTukeTke

40 mn Hanuuue n o6bem B Habope No XenaHuio 3akasynka
50 mn Hanuyve n 06bem B Habope Mo XenaHuio 3akasyuka
100 mn Hanuuve n o6bem B Habope Mo XenaHWio 3aKkasymka
200 mn Hanuuve n o6bem B Habope Mo XenaHWio 3aKkasynka
500 mn Hanuyve n obbem B Habope No XenaHWio 3aka3ynka

*

- obbemM peaceHmMo8 80 (briakoHe U Koru4yecmeo (briakoHo8 Moxem
8apbUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXxHo20 Homepa.

** - UuHopmauusi O KamarsiloxXHoM Homepe U Komrnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

Mo xenaHulo 3aka3yuka Habop Moxem [OCMaensimbCsi C KOHMPOIbHbIM
Mamepuarnom.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 kanubpaTop rotoBbl K NpYMeHeHWo. XpaHnTb B TEMHOM MecTe Mnpu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTabunbHbI 4O OKOHYaHUSA CpoKa roAHOCTU.

lMocne sckpbimusi: cTabunbHbl B TeveHne 6 mecsues, ¢ cobniogeHneMm Mep no
npeaynpexneHnio KOHTaMUHaLMM Npy UCMOSb30BaHWN.

Ha 6opmy aHanusamopa: cTabunbHbl B TedeHne 3 mecsaLes.

He vcnonb3yiiTe peareHTbl NOCNe OKOHYaHWsi CPoka XpaHeHws.

3a 30 MWHYT O0 npumeHeHus KoHTpons Bo chnakoH fo6aBuTb Heobxoavmmoe
KOMUYECTBO AEVNOHU3MPOBAHHOW BOAbl, COrMACHO MHMOPMaLMK yka3aHHON Ha
aTukeTke. CTabunbHOCTL KOHTPOMSA MOCMe BOCCTaHOBMEHWst 8 wvacosB npu
Temnepatype ot 15°C go 25°C, 5 gHew — npu Temnepatype ot 2°C go 8°C unu 1
Mecal - npu TemnepaType oT muHyc 20°C. He pgonyckaTb MNOBTOPHOMO
3amopaxuBaH1s-pasMopaxnBaHus. 3alimLiaTth OT cBeTa u n3beratb 3arpsasHeHwii!

Mpu3Hakn HENPUrogHOCTU peareHToB ANSA NPUMEHEHUs:

- Hanu4ue B pacTBOpe peareHTa MyTHOCTM UK YacTuL;

- onTnyeckas NNoTHOCTb PeareHTa (anvHa BomnHbl 480 HM, ANWMHA ONTUYECKOro
nyt 1 cm) 20,150.

Mepbl NpegoCcTOPOXKHOCTU:

PeareHTbl, Bxoaslme B cocTaB Habopa, npefHasHayeHbl TOMbKO Ans
[OMarHoCTuKu in vitro. He npuHumamse 6 Hympsb.

A30THas KMcnoTa MoXeT BbITb MPUYMHON TSXKENbIX OXOroB.

Twouwnanat ptyTn (Il) onaceH ons 300poOBbS, NPU UHraNSALUK, KOHTAKTE C KOXeNn
1 npornatbiBaHMn. OnaceH KyMynsiTuBHbIMU acpcpekTamm.

XpaHuTb BOaneke OT MULLM, HAmNWTKOB, NPOAYKTOB ANs XMBOTHbLIX. B cnyyae
KOHTaKTa C KOXeil HemedneHHO MpoMoWTe GomnblUMM KONMMYECTBOM Boabl. MMpu
HecyacTHOM criyyae Wnuv, ecnu Bbl NOYYBCTBOBaNW HedoMOraHve, HeMeaneHHo
obpaTtuTech 3a MEAMULIMHCKOM MOMOLLbIO (MOKaXWUTe 3TUKETKY NPU BO3MOXHOCTH).

OTOT MaTepuan 1 ero KOHTENHepP AOMKHbI ObITb YTUNU3MPOBAHbI Kak OMacHbIe.
M36eratb nonagaHusi B OKpyxatoLLyto cpeay.

Mpn pabote ¢ Habopamu peareHTOB criegyeT MNPUMEHSTb CpencTsa
VHOVBUAYaNbHON 3aluThl B COOTBETCTBUM C AEUCTBYIOLLMIA 3aKOHOAATENIbCTBOM
Pecnybnukn Benapyck. [onyckaloTcsi K NPUMEHEHWIO MepyaTku MeAuLMHCKue
OQHOpa30oBble W XxanaTbl MeAWUMHCKMe, oTBevallme pgencteytowmm THIMA
Pecnybnukvn Benapycb 1 nmelolime [OKyMeHTbI, NOATBEPXAAlOLLMe KavyecTBO U
6e30nacHOCTb B 06NacT NPUMEHEHNS.

Mpun pabote ¢ Habopamu cneayet cobnoaaTb NpaBuna TeXHUKN Ge3onacHocTH
B COOTBETCTBMM C AEWCTBYIOLWMIA 3akoHoaaTenbcTBomM Pecnybnuku Benapychb.

YTunusaumsi He UCMonb3oBaHHbIX NMBO € WUCTEKWMM CPOKOM FOLHOCTM
peareHTOB MNPOXOAMT B COOTBETCTBMM C [AEWCTBYIOLUMIA 3akoHOAATENbCTBOM
Pecny6nuku Benapychb.

0O6pa3ubl, UX CTaBUNBLHOCTb U NOAroTOBKA K aHanuay:

CeiBopoTka, nnasma, CMXX, noT wnu apyrne XugkocTu opraHusma, 6es
remonusa. Heo6xoaMMo Kak MOXHO GbICTpee OTAENUTL ChIBOPOTKY OT KrneTok. He
MCnonb30BaTh aHTMKOArynsiHTbI ¢ okcanatom mnu 3OTA, Tak Kak OHU BUSIIOT Ha
pe3ynbTaThbl.

Moua: cobpatb 3a 24 yaca B kOHTelHep, cBO6OAHbIN OT xrnopuaos. Mameputb
obbem. Pa3BecTn B cooTHOLWEHUM 1:2 AUCTMNNPOBaHHON BOAOW, nepemeluats,
Nomny4YeHHbIN pesynbTaT YMHOXWTb Ha 2 (KO3dULNEHT pa3BeaeHus).

CrabunbHocTb B npobax npu Temnepatype ot 15°C go 25°C — 1 geHb, npu
Temnepatype ot 2°C go 8°C — 7 gHeWn, npu Temnepatype muHyc 20°C — go 3
MecsLEB B NMOTHO 3aKPbITbIX NPOBMpKax.

MeToauka ans pyYHbiX U NoslyaBTOMaTUYECKUX aHannM3aTopos.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNEKTPOpOTOMETP, NO3BONSIOLLMIA NPOBOAWUTD U3MEPEHUS NMPY ATINHE BOJHbI
480 HM W ANVHON ONTUYECKOTrO MyTU 1 CM, C TepMOCTaTUPyeMbIM KIOBETHbLIM
oTAeneHueM;

- 403aTopbl C HAKOHEYHMKaMK nepeMeHHoro obbema ot 0,005 mn o 1 mn;

- cekyHOoomep.

Xop aHanu3a (py4yHas meToAmka):

YcnoBus NpoBefieHUst aHanmaa:

- AnviHa BonHbl — 480 HM (460 — 550 HMm);

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temneparypa - 37°C/15-25°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO AUCTUMNNPOBAHHOW BOAbI.

MakpomeTtog MukpomeTog
BHectn B E Kann6- | O6pas- Kanu6- | O6pa-
NaHK Bnaxk

KloBETY paTop ey paTop 3ey
PeareHT, mn 1,000 1,000 1,000 0,500 0,500 0,500
Kanubpatop, ) 0,010 } } 0,005 }

M

O6paseu, mn - 0,010 0,005

Mepemewats u uWHKyGUpoBaTb 5 MuHyT npu 37°C/15-25°C. W3meputb
onTMYeckylo NNOTHOCTb obpasua u kanubpaTtopa npotvB GnaHka. Okpacka
cTabunbHa B TeveHne 30 MMHYT. He cTaBuTh Ha ceeT!

PesynbTarbl:

CbIBOpOTKa wnn nnasma:
Aosp

Cogp(MMOIIB /1) = X Cyans
Movua 24 u:
Cogp(MMOITB /1) = :’:Z X Cyan X 2(cTenennb pasBeseHusi) X O6beM 3a 24 4,
KoadbdpunumeHt nepecyerta: MMOIb/N=M3KB./1, Mmonb/nx3,55=mr/gn,

mr/anx0,282=mmonb/n.

***AHanNUTU4YeCKne XxapakTepuCcTUKu:

YyecmeumenbHocme: He 6onee 0,454 mmonb/n.

Jlunelinocmb: 0,454 — 190 mmonb/n.

Ecnn koHueHTpauma xnopuaoB B obGpasue npesbiwaer 190 Mmonb/n, TO
obpaseL, Heobxoammo passectu dumsmonorndeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a nony4eHHbIn pe3ynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BedeHuns.

To4HOCMB:

BocnpoussogumocTts BocnpowussoanmMocTs
BHYTpPUW cepuu MeXcepuitHast
CpegHee (Mmonb/n) 90,7 106 91,6 108
SD 0,64 0,73 0,69 0,81
CV, % 0,7 0,69 0,76 0,74
n 10 10 10 10

Koppensauyus:

20 o6pasLoB ObINO NpPoaHanU3npoBaHo C MCMofb3oBaHnem Habopa peareHToB ansi
onpefeneHns xnopuaos (NpovsBoAcTea «[uaceHc») n Apyrum Habopom peareHTos,
BHECEHHbIM B PEECTp ME,E[VILII/IHCKOVI TEXHUKN U VIQ,E[EJ'IVIVI MegULMHCKOro Ha3HadeHus
Pecny6nukv Benapycb.

KoadhdpumumeHnT koppensauyum: 0,991.

***[laHHble NonyYeHbl NpU UCNoNb3oBaHUW aHanusatopa Mindray cepumn BS, ans
APYrnx aHanm3aTopoB OHU MOTYT OTINIUYaTbCA.

KoHTponb kayecTBa:

KoHTponb kayecTBa M3MepPEHWIn NPOBOAMUTCS C UCMONb30BAHNEM KOHTPOMbBHOIO
maTepvana [BYX YpoOBHel. [Ipy HENPOXOXKAEHWU KOHTPOMNEN MPOBOAMTCSH
nepekanubposka. [locne nepekanubpoBku credyeT CHOBa NpOTECTUpOBaTb
KOHTpOnu. B crnyyae HenpoxoxaeHUsi KOHTPOIs Ka4ecTBa Nocne nepekanuopoBKY,
Heo6GXoAMMO MPOBEpPUTb WCMPABHOCTb aHanu3atopa W Hanuuve npu3HaKoB
HenpurogHoOCTV peareHToB.

Kaxpgass naGopatopusi NPOBOAMT KOHTPOMNb KauyecTBa COrMacHoO CBoeW
YTBEPXXAEHHOM CXeme.

PekoMeHOyeM NpUMeHsITb NSl KOHTPOSsi kKayecTBa KOHTPOMbHbIA Matepuan,
BXOASLWMIA B cocTaB Habopa, unu npoussoacTtBa Randox (BenukobputaHus),
Spinreact (Mcnanus), Cormay ([MonbLlua) n opyrux NpoM3BoauTenen.

PedepeHCHbIe 3HaYeHus:
CblBOPOTKa MY nrasma 95 — 115 mmonb/n

Moua 110 — 250 mmonb/244

CnMHHOMO3roBas XXUakocTb 95 — 110 mmonb/n

Mot 1o 60 mmonb/n
MpuBeneHHble  pedepeHCHble  3HAYeHUst  OPUEHTVPOBOYHBIE:  Kaxkdasi
nabopaTtopusi fOMKHa cama yCTaHaBn1BaTh CBOM pedepeHCHbIE 3HaYeHMs.

WHTepdepeHuusn:

HabniopaeTtcs uHTepdepeHUns npu remMonuse U C  aHTUKoarynsHTamu,
OTNWYHBIMK OT renapuHa. bunupy6uH (go mr/n), Gb14Min CbIBOPOTOYHBIV anbbyMuH
(150 r/n) n Tpurnuuepnabl (8o 6 r/n) He okasbiBalOT BNUSIHUSI HA TeCT.

MpumevanHun:

1. PekomeHayeTcsi UICNoONb30BaTh OAHOPA30BbIE MaTepuarbl ANl NpeAynpexaeHns
KOHTaMWHaLMel kanbuyem unu Mariuem. Mpu MCNoNb3oBaHUM CTEKMSIHHOM NOCY/Abl OHa
nomkHa ObiTe MpombiTa BogHbIM pacTBopoM H2SO04-KoCr.07 u 3atem TwaTtenbHo
ononocHyTa ,ElVICTVI]'I]'IVIpOBaHHOVI BO,CI,OI7I W BbICyllleHa nepea ucnonb3oBaHnem.

2. BonblwmHcTBO AeTepreHToB U cMAr4awwmx soay peareHToB, UCMOJb3yeMbIX B
nabopaTtopuu, coaepaT xenaTtupytowme areHTsl. [noxas NpoMbIBka 1 ononackuBaHue
MeLuatoT peakumu.

3. Tpu BbINONHEHWUM TecTa criedyeT uaberatb KacaHW ManbLamu HakoHEYHWUKOB
NUNETOK, a Takke KOHTaKTa C MeTannamu.

4. KanubpoBka C BOAHbIM CTAHAAPTOM MOXET ObiTb MPUYMHOW CUCTeMaTU4eCKon
OLUMBKM B aBTOMATMNYECKMX npoueaypax. B atnx crny4asx pekoMmeHAyeTca Ucnonb3oBaTh
Kan|/|6paTop Ha OCHOBE CbIBOPOTKU.

5. Vcnonb3yiiTe u4MCTble OAHOPA3OBbIE HAKOHEYHWKU [Ans [03aTOPOB  MNpu
AVCneHCcUpPoBaHUA.

KonupoBaHue n nepenaya TpeTbMM nuuam sanpetyeHbi!
Mo Bonpocam MeToAnYecKoM MOMOLLM U 3aKynKu o6pallaTtbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemneMoii 4acTbio MHCTPYKLUWI MO NMPUMEHEHUIO AIBAAIOTCSA
afjlanTauMoHHble NPorpaMmbl (MeTOAMKMU) NO NPUMEHeHUI0 HabGopa
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GUOXMMI-ECEEX NapaMeTpOB:
Kanun

KnuHunyeckoe 3HauyeHue:

Y 300poBbIX NMOAEN KOHLEHTPaLMS Kanus B COCTaBe BHEKIIETOUHOW KUAKOCTU
noaaepxveaetca Ha ypoBHe 3,5 - 5,1 mmonb/n. Hebornblune OTKNOHEHUs OT
HOPManbHOrO YPOBHS MOFYyT UMETb Cepbe3Hble MOCMEACTBUS ANs 300POBbS.
MOHUTOPWHI KOHLEHTpaLMM Kanusi B CbIBOPOTKE KPOBW UrpaeT BaXHY poslb B
PYTUHHBIX NPOBEPKAX 1 BO BPEMSI HEOTIOXHOW NMOMOLLY.

[narHo3 He [OOSXEH CTaBUTbCH Ha OCHOBaHWW ofHoro TecTta. Heobxoavmo
YUMTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWUN N KIMMHUYECKYIO KapTUHY.

MpuHuun metopa:

Kanui onpepensetcs epmeHTaTMBHO MOCPEACTBOM  Kanuin-3aBUCUMMOW
nupyBaTtkvHa3bl. O6GpasoBaHHbI nupyBaT BcTynaet B peakumio ¢ HAOH B
npucytctBun JIAI ¢ obpa3oBaHnem naktata u HAL. CooTBeTcTBylOLLEE
YMeHbLUEeHNe ONTUYECKOW MMOTHOCTW MPOMOPLIMOHANbHO KOHLIEHTPaLMK Kanusi B
CbIBOPOTKE.

Habop npeagHasHayeH Ans UCMOMNb30BaHWS HA PYYHbIX, NONyaBTOMATUYECKUX W
aBTOMaTMYeCcKnX GUOXUMUYECKMX aHanusaTopax.

CocTaB HabopoB*:

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BXxoAsiluMe B cOCTaB Habopa, npefHasHa4yeHbl TOMbKO [Ans
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Mpn pabote c HaGopamy peareHTOB crefyeT TMPUMEHSTb CpeacTBa
VHAVBUAYanbHON 3alMTbl B COOTBETCTBUM C AEUCTBYIOLMIA 3aKOHOAATENIbCTBOM
Pecnybnuku Benapycb. JonyckaloTcsi K NPUMEHEHWIO MepYaTku MeAULMHCKUE
O[HOpa3oBble W XxanaTbl MeAuUMHCKMe, oTBevallwme fencteyiowmm THIMA
Pecnybnuku Benapycb n nmelolime AOKYMeHTbI, NOATBEPXAAloLLMe KavyecTBO U
6e30nacHOCTb B 0611acTvt NpUMEHeHMsI.

Mpun pabote ¢ Habopamu cneayeT cobnoaaTb NpaBuna TeXHUKN 6Ge3onacHocTH
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBoM Pecnybnuku benapychb.

YTunusaumss He WCNOMb30BaHHbIX NNGO C  WCTEKWWM CPOKOM TOAHOCTM
peareHToB MNPOXOAMT B COOTBETCTBUM C AEWCTBYIOLUMIA 3aKOHOAATENbCTBOM
Pecnybnukv Benapyce.

06pa3u.b|, UX CTaOUNbLHOCTb U NOATFOTOBKA K aHanusy:

CblBOpOTKa KpoBK 6€3 remonuaa.

Obpasel CbIBOPOTKMN CrieayeT UCMonb3oBaTh B TedeHne 5 AHeir nocne B3ATUSA
npobbl. PekomeHayeTcs npoBefeHMe aHanu3oB Ha CBeXem Gronornyeckom
maTepuane.

MeToguka Ansi pyYHbIX U NonyaBTOMaTM4eCKuMX aHan13aTopos.

Heob6xoaumoe, Ho He NpeAocTaBnsAeMoe o6opyaoBaHue:

- CNeKkTpoPOTOMETP, MO3BONSAIOLIMIA NPOBOANTL U3MEPEHUS NP ANUHE BOJHbI
380 HM ¥ AnuHOWM onTuyeckoro nMyTM 1 cMm, C TepMOCTaTMpPyeMblM KIOBETHbIM
oTAeneHvewm;

- 403aTOopbl C HAKOHEYHMKamMK nepemMeHHoro obbema ot 0,01 mn go 1 mn;

- cekyHaomep.

Xop aHanu3a (py4Has meToAukKa):

Ycnosusa npoBeAeHNs aHanuaa:

- onuHa BonHbl — 380 -405 HM;

- ANMHa onTMYeckoro Nyt — 1 cm;

- Temneparypa - 37°C;

PearenT 1 Pearent 2 KanuGpatopsi / koHTpony ** AHanusaTop 06HyNsT OTHOCUTENBHO AUCTUNIIMPOBAHHON BOABI.
LDH MupysaTknHasa KoHueHTpaums kanmbpaTtopos MakpomeTon MvkpomeTon
NADH Crabunusatop |/ KOHTpOreit ykasaHa Ha Brectn B BranK Kann6- O6pa- BnaHk Kann6- O6pa-
Crabunusatop 9TMKETKE KlOBETY partop 3ey partop 3ey
40 mn 10 mn Hanuuve n obbem B Habope no PeareHT 1, 08 0.8 08 04 04 04
XKenaHuio 3akasymka mn ! ! ! ! ! !
60 mn 15 mn Hanuuve n o6bem B Habope no Kanu6patop, _ 002 ] ] 0.01 ]
XXenaHuo 3aka3vuka M ’ ’
80 mn 20 mn Hanuune n obbem B Habope no O6paseLl,
XenaHuio 3akasumka e - - 0,02 - - 0,01
120 mn 30 mn Hanuuue h oGrem 8 Habope no MepemeLuaThb 1 MHKYGUPOBaTb 5 MUH, 3aTeM J06aBUTb:
XKenaHuK 3aka34vuka Pearent 2
* - obbem peaceHmo8 80 (brlakoHe U Ko/auyecmeo (hriakoHO8 Moxem Mn ’ | 0,2 0,2 ‘ 0,2 0,1 ‘ 0,1 ‘ 0,1

8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXxHo20 Homepa.

** - UuHopmauusi O KamarsiloxXHoOM HoMepe U Komrnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

Mo xenaHuto 3aKka3yuka Habop Moxem [0CMaensimbCsi C KOHMPOIbHbIM
Mamepuanom.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabuUNbHOCTb:

PeareHT 1 1 PeareHT 2 rotoBbl kK NpUMEHeHU0. XpaHWTb B TEMHOM MecTe npwu
Temnepatype oT 2°C go 8°C.

HeBckpbiTble: cTabunbHbl 40 OKOHYaHWS CPOKa roAHOCTU

Mocne BCKpbITUS: CTabWIbHBI 10 OKOHYAHWS CPOKA FOQHOCTH.

Ha 6opTy aHanusatopa: cTabunbHbl B Te4eHne 3 MecsiLeB.

KanubpaTtopbl rotoBbl K UCMONb30BaHui0. He 3amopaxuBars!

3a 30 MWHYT Ao nNpuMmeHeHus KoHTponsi Bo chnakoH fobaBuTb Heobxoammoe
KOJNIMYECTBO [EMOHU3MPOBAHHON BOAbl, COMMAacHO WHGOpMaLUM yka3aHHOM Ha
aTukeTke. CTabunNbHOCTb KOHTPONS MNOcfie BOCCTaHOBMEHWs 8 4acoB npu
Temnepatype ot 15°C go 25°C, 5 gHew — npu Temnepatype ot 2°C go 8°C unu 1
Mecsiy, - npu TemnepaType oT MuHyc 20°C. He ponyckaTb NOBTOPHOroO
3aMopaxvBaHus-pa3MopaxuBaHus. 3almiiaTteb oT cBeTa U u3beratb 3arpssHeHnn!

MepemeLuaTtb M U3MepUTb ONTUHECKYHO NNOTHOCTL Yepes 60 cek (A1) n Yepes 240
cek (Az).

PesynbTarbl:
[Ons kaxporo o6pasua paccunTLIBaIoT:

AA=(A2 — A1)obBpa3ua - (A2 — Ar)bnaHka.

CroAaT kanubpoBoyHyto npsimyto. NHTepnonsaumin AA k kanmbpoBOYHON NpsSIMON
onpeaensiioT KOHLEHTpaLUuIo kanvsi B obpasue

Kanubposka:

Kann6poBky pekomeHayeTcst NPOBOAUTL C NOMOLLbI0 kanmbpaTopoB 13 Habopa.
KoHueHTpaumsi kanuss B obpasue onpedensieTcs  MHTepnonsuvendn K
KanMbpOBOYHOW NPSIMOWA.

***AHaNUTUYEeCKNe XapakTepuCcTUKN:
YyBcTBUTENBLHOCTL: He 6onee 2,0 Mmonb/n.

JNnHenHoCTb: 2 — 8 MMonb/n.

Ecnu koHueHTpauusi kanus B obpasue npesbilwaeT 8 mmons/n, To obpased,
Heobxoanmo passecTn duanonornyeckum pactesopom (0,9 % NaCl) B 2 pa3a, a
NosyYeHHbIV pe3ynbTaT YMHOXUTb Ha KOI(@ULIMEHT pasBeaeHus.

To4HOCMb:

BocnpoussogumocTs | BocnpowssoammocTs
BHYTpU cepuu MexcepuiHas
Cpenriee 4,62 6,96 4,62 6,96
(Mmonb/n)

SD 0,052 0,084 0,052 0,084

CV, % 1,12 1,2 1,12 1,2

n 20 20 20 20

Koppensiyus:

20 o6pa3uoB 6bINo NpoaHanu3npoBaHoO ¢ Ucrnonb3oBaHnem Habopa peareHToB
ans onpefeneHus kanus (npowussofcTBa «[luaceHc») M apyrum  Habopom
peareHTOB, BHECEHHbIM B PeecTp cpeAcTB MEANLIMHCKOTO HadHaveHus PB.

KoadhduumeHT koppensuuu: 0,98.

***[laHHble Norny4eHbl Npy MCnonb3oBaHnW aHanusartopa Mindray cepum BS, ans
ApYrviX aHanu3aTopoB OHW MOTYT OTANYATLCS.

KOHTpOHb Ka4yecTBa:

KoHTponb kavecTBa M3MEPEHWUI NMPOBOAMUTCS C UCMOMNb30BAHUEM KOHTPONBHOIO
maTepvana [ABYX YpoBHel. [Ipy HEnpoXOoXAEHWU KOHTPOMNen npOBOAMTCS
nepekanubposka. [locrne nepekanuGpoBKU credyeT CHOBa NpPOTECTUPOBATbL
KOHTponu. B cnyyae HenpoxoXaeHust KOHTPONs kayecTBa nocrne nepekanubpoBku,
HeoGXo4MMO MPOBEPUTb WCMPABHOCTb aHanu3atopa M Hanuuve npu3HaKoB
HenpurogHoOCTV peareHToB.

Kaxpass naGopaTtopusi MPOBOAMT KOHTPOMb KauyecTBa COrMacHoO CBoOeW
YTBEPXKAEHHOW CXeme.

PekoMeHOyeM NPUMeHSITb NSl KOHTPOSsi kKayecTBa KOHTPOMbHbIA Matepuan,
BXOASLWMIA B cocTaB Habopa, unu npoussoacTtBa Randox (BenukobputaHus),
Spinreact (Mcnanus), Cormay ([Monblua) n opyrux NponM3BoauTenen.

PechepeHcHbIe 3HaYeHus:

3,5-5,1 mmone/n

an/IBe,ELeHHbIe pecbepeHCHble 3Ha4YeHuda OPUEHTUPOBOYHbIE! Kaxxgad
na60paTopMﬂ AOJKHa cama yCcTaHaBnmBaTb CBOU perepeHCHbIe 3Ha4vyeHus.

UHTepdepeHumsn:

Na* go 150 mmonb/n, NH** go 0,5 mmons/n, Ca?* go 7,5 mmons/n, Pi oo 2,0
MMosIb/n, ackopbuHoBas kucnota 4o 10 mmonb/n, Zn?* go 0,5 mmons/n, Fe** no
0,5 mmonb/n, Cu?* go 0,5 mmons/n, Tpurnuuepuasl Ao 1000 mMr/an, remornobuH Ao
500 mr/an, cBsA3aHHbIA 6unmupybuH o 20 mMr/an v HecBsidaHHbIM Gunupy6uH oo 15
Mr/AN He BAUSIIOT Ha pe3ynbTaTbl onpeaeneHun.

MpumeyaHus:
Ona Toro, 4toObl M3GexaTb 3arpsi3HeHUsi, PEKOMeHOyeTCsl MCMonb3oBaTb
ofHopa3oBble MaTepuansi.

KonupoBaHue u nepegaya TpeTbUM Nuuam 3anpelueHb!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyNKK obpaluaTbcs no
TenecoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbHo MHCTPYKLMIA NO NPUMEHEHUIO IBMSILOTCS
ajanTauMoHHble NporpaMMbl (METOAMKM) NO NPUMeHeHUto Habopa
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UHCTp Y kast 110 NPUMEHEHWIO
HabGopa peareHTOB Ans onpegeneHus
6MoxXMMMYecKknx napaMmeTpoB:
Hatpun

KnuHunyeckoe 3HaveHue:

Y 300poBOro YeroBeka ypoOBeHb HATpUsi BO BHEKMETOYHON XXMAKOCTM
coctaBnsietr 136-146 mMmonb/n. HebGonblume OTKNOHEHUs OT HOPMarbHOro
YPOBHSI MOTYT UMETb Cepbe3aHble NoCcNeacTsusa Ans 300poBbs. HaTpuit Wwupoko
MCMOMNb3yeTcs B AMAarHOCTUKE U Jie4eHun GOorbHbIX C MeTabonuyeckumun u
CcepaeyHO-CoCyanCTbIMN  paccTpoiicTBamu.  AMepukaHckast — Accouuauus
KnuHnuyeckon Xvmun cyutaeT, 4To OTCYTCTBUE KOHTPONSA 3a YPOBHEM HaTpust
MOXET HaHecTW Bpep 340poBblo. [M0aToMy HabniofeHve 3a KoHLeHTpauueit
HaTpUs B CbIBOPOTKE MMeeT BaxHOe 3HayeHue kak B criyyae 0bbI4HON NpoBepku,
TaK 1 BO BPEMSI HEOTIOXHON MOMOLLN.

[lnarHo3 He JOMKeH CTaBWUTLCA Ha OCHOBaHWMM oaHoro Tecta. Heobxoaumo
y4uTbIBaThb pe3ynbTaThbl APYrUX UCCIEA0BAHWIA U KITMHUYECKYIO KapTUHY.

MpuHuun meTopa:

Hatpuin onpegensietcs dhepMeHTaTUBHO MOCPEACTBOM HaTpPUN-3aBUCUMOM
B-ranakto3ugassl B COYETAHUM C  O-HWUTpocheHun-B-D-ranakronupaHossbl
(ONPG) B kayectBe cybecTpaTta. OnTudeckas nnoTHocTb npu 405 HM
obpasylolerocs B pesynbTaTe peakuuy O-HUTpodeHuna nponopuuoHanbHa
KOHLeHTpauuu HaTpusi B obpasLe.

Ha6op npegHasHaveH ans MCnonb30BaHus Ha PYYHBIX,
noslyaBTOMaTUYECKMX N aBTOMaTUYECKMX BUOXMMUYECKUX aHanu3aTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kOHTponu **
GOOD’s 6ydep (pH GOOD’s 6ycep | KoHueHTpauus kanubpatopos
8,5) (pH 6,5) / KOHTpOneW yka3aHa Ha
Kpuntavg O-HUTpOEeHUN- ATUKETKE
B-D-ranakro3uaasa B-D-rntoko3mng
MpoknuH 300 MpoknwuH 300
40 mn 20 mn Hanuuue n obbem B Habope no
KeNlaHuio 3aKasumka
60 mn 30 mn Hanuuue n obbem B Habope no
XKenaHUK 3aka3vunka
80 mn 40 mn Hanuuue n obbem B Habope no
XKeNlaHuio 3aKasumka
120 mn 60 mn Hanuuue n obbem B Habope no
KeflaHuio 3aKasumka

*

- 0obbeM peaceHmMo8 80 hriakoHe U KOu4ecmeo hriakoHo8 Moxem
8apbUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.

** - uHGopmauusi 0 KamaroxHOM HOMepe U Komrnekmauyuu Habopa
npedocmaerneHa Ha calime diasens.by.

Mo xenaHuto 3aka34duka Habop MOXem [ocCmaensimbCsi C KOHMPOSbHLIM
Mamepuanom.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 n PeareHT 2 roToBbl K IpUMeHeHno. XpaHuTb B TEeMHOM MecCTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

lMocne 8ckpbimusi: CTabWnbHbI B TEYEHVE 2 MECSILIEB.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecsiLeB.

Kanu6paTtopbl roTOBbI K NPUMEHEHWIO.

3a 30 MyHYT 0o NnpuMeHeHns KoHTpons Bo dnakoH AobaButb Heobxoammoe
KONM4ECTBO AEVNOHM3NPOBAHHON BOABI, COrMacHO MHOPMaL MM ykasaHHOW Ha
aTukeTke. CTaBUNBHOCTL KOHTPONS MOCIEe BOCCTaHOBIEHUst 8 4yacoB npu
Temnepartype ot 15°C go 25°C, 5 gHelt — npu Temnepatype ot 2°C o 8°C unu
1 mecsiy - npu Temnepatype oT muHyc 20°C. He ponyckaTb NOBTOPHOro
3aMopaxuBaHusi-pasMopaxuBaHusi.  3awmwate ot cBeta u  um3beratb
3arpsasHeHun!

Mepbl NpegoCcTOPOXKHOCTU:

PeareHTbl, Bxogslme B cocTaB Habopa, npedHa3HaveHbl TOMbKO Ans
[OMarHoCTuKM in vitro. He npuHumMame 6 Hympsb.

Mpu pabote c Habopamn peareHTOB creayeT NPUMEHATb CPeacTsBa
VHAMBWAYaNbHON 3aLnTbI B COOTBETCTBUM c AeVicTBYIOLLMIA
3akoHodaTenbcTBoM Pecnybnuku Benapych. [lonyckaloTcsi K NpUMeHeHuto
nepyaTkM MeAuLMHCK1E OfHOpa3oBble W XxanaTkl MeAuLMHCKVe, oTBevatoLLve
pencteytowmm  THIMA  Pecnybnukv Benapycb 1 vmetowme [OKYMEHTbI,
nofTBepXAaloLLmne KayecTBo 1 6esonacHocTb B 06MacTu NpuMeHeHusl.

Mpn pabote c¢ Habopamu cnegyetT cobniogaTb npaBuna TEXHWUKK
6e3onacHOCTM B COOTBETCTBMW C  AEACTBYIOWMA  3aKOHOAATENbCTBOM
Pecnybnuku Benapychb.

YTunusauma He WCMonb3oBaHHbIX NWOO C MCTEKLMM CPOKOM FOAHOCTW
peareHTOB MPOXOAUT B COOTBETCTBMM C [AEUCTBYIOLUMIA 3aKOHOAATESIbCTBOM
Pecny6nukv Benapyce.

06pa3l.|b|, MX CTaBUNbHOCTb U noAroToBKa K aHanusy:
CbIBOpOTKA KPOBY.

MeTtoauka ansa

aHanu3aTopos.

Heob6xoaumoe, Ho He npefocTaBnsieMoe o6opyaoBaHue:

- CcnekTpocPoTOMETP, MNO3BOMSAOLMIA MPOBOAUTL U3MEPEHUs Npu ANvHe
BonHbl 405 HM W AnNWHOM onTuyeckoro nmytT 1 cMm, C TepMocTaTupyembiM
KIOBETHbIM OTAENeHnem;

- 403aTopbl C HAKOHEeYHVKamu nepemeHHoro obvema ot 0,014 mn go 0,6 mn;

- CeKyHaomep.

PYYHbIX n noslyaBToMmaTu4yeckux

Xop aHanu3a (py4YHas meToamka):
Ycnosus nposeaeHns aHanmaa:

- ANvHa BOnHbl — 405 HM;

- ANMHa onTu4eckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanmaaTop 06HyJ'IF|}OT OTHOCUTESTbHO ,ElVICTVIJ'IJ'IVIpOBaHHOI7I BOAbI.

MakpomeToa MukpomeToa
Brectn 8 Brank | Kemmopa- O6pasel | BnaHk Kanm6bpa- O6pasel
KIOBETY TOp TOop
Pearent 1, Mn| 0,6 0,6 0,6 0,3 0,3 0,3
KanuGparop, | 0,024 - - 0,014 -
M
O6paseu, mn - - 0,024 - - 0,014
MepemeluaTtb M MHKYGMpOBaTh 5 MUH, 3aTeM Ao6aBUTb:
Pearent2,mn] 03 [ 03 | 03 [ 015 ] 015 [ 0,5

MepemeluaTtb 1 U3MEPUTL ONTUHECKYIO NOTHOCTL Yepes 120 cek (A1) 1 Yepes
240 cek (A2).

Pe3ynbTaThl:
ns kaxaoro o6pasua paccUUTLIBAIOT:

AA=(A2 — A1)obpa3sua - (A2 — Ar)bnaHka.

CtposAT kanubpoBouHyto npsimyto. WHTepnonsumii AA Ha KanubpoBO4HYHO
NpsAMyto onpeaensiioT KOHLEHTPaLWio HaTpus B obpasLe.

Kanubposka:

ans KanubpoBku McnonbayrTes npunaraemble Kanuéparopsbl.
KoHueHTpaumsi HaTpuss B o6Opasue onpeaensieTcss WHTepnonsuuMen K
KanuMbpoBOYHOW NPSIMOWA

***AHaNUTUYEeCKNe XxapakTepuCcTUKU:

YyecmeumenbHocms: He 6onee 80 mmonb/n.

JluHeiiHocms: 80 - 180 Mmonb/n

Ecnn koHueHTpaumsi Hatpus B obpasue npesbiwaetr 180 mmons/n, TO
obpasel, Heobxoammo passecTun duanonorndeckum pactsopom (0,9 % NaCl) B
2 pasa, a Nony4eHHbIN pe3ynbTaT YMHOXUTb Ha KOSPMULMEHT pasBeaeHus.

Bocn pou3BOANMOCTb Bocn pou3BOANMOCTb
BHYTpPU cepuu MexcepuiHas
Cpenriee 128,94 155,84 121,36 161,07
(Mmonb/n)

SD 1,57 1,72 1,36 1,98

cV, % 12 11 1,12 1,23

n 20 20 20 20
Koppensayus:

20 obpasuoB 6blNo MpoaHanu3vpoBaHO C Mcronb3oBaHWem HabGopa
peareHTOB ANSA onpedeneHns HaTpus (NpousBoAcTBa «[uaceHc») u Apyrum
Habopom peareHToB, BHECEHHbIM B PeecTp cpecTB MEAULIMHCKOrO HasHa4YeH!st
PB.

KoadbdpuumeHT koppensiumm: 0,98.

***[laHHble Nomny4YeHbl Npu ucnonb3oBaHuM aHanuaatopa Mindray cepun BS,
ANst APYTMX aHanM3aTopoB OHW MOTYT OTNNYaTLCS.

KoHTponb kauyecTBa:

KoHTpornb  kayecTBa M3MepeHWn NpoBOAUTCA C  MCMONb30BaHWEM
KOHTPONMbHOTO MaTepuana AByX ypoBHel. [Mpy HenpoXoXOEeHUM KOHTPOnen
npoeoauTcs nepekanubposka. [locne nepekanubpoBku cregyeT CcHoBa
NpoTECTMPOBaTb KOHTpPoOnWU. B cnyyae HENpPOXOXAEHWS KOHTPONsA kKadecTBa
nocrne nepekanwbpoBku, HeobxoAMMO NPOBEPUTL MCMPABHOCTL aHanuaaTopa u
Hanuyne NPW3HaKoB HENPUIOAHOCTU PEareHToB.

Kaxxgasi naGopaTopusi MpoOBOAMT KOHTPOMb KauyecTBa COFMacHo CBoOeW
YTBEPXAEHHOW Cxeme.

PekomeHayem NpUMeHsTb A5 KOHTPOIsi Ka4ecTBa KOHTPOIbHBIN MaTepuarl,
BXOASLWMIA B cocTaB Habopa, unu npomssoactBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux NpousBoanTenen.

PedepeHCHbIe 3Ha4YeHus:

136 — 146 mmonb/n

anBeAeHHble ped)epeHCHble 3Ha4YeHNA OpMEeHTUPOBOYHbIE: KaXKaaa
na6opaTopMﬂ AOJMKHa caMa yCTaHaBiMBaTb CBOU peqaepeHCHble 3Ha4vyeHusA.

UHTepdepeHuus:

NH4CI oo 1,5 mmone/n, KPi oo 2,0 mmons/n, CaCl. go 7,5 mmonb/n, KCI oo
10 mmone/n, CuCl, go 0,5 mmons/n, ZnCl. go 0,5 mmons/n, FeCls go 0,5
MMonb/M, rmoko3a o 5 mmone/n, ackop6at 10 mmonb/n, 6unvpybuH go 40
Mr/an, cBs3aHHbIN  GunupybuH 40 wmr/an, remornobuH 500 wmr/gn u
Tpurnuuepugbl 1000 mMr/on He BNMAIOT Ha pe3ynbTaTbl U3MEPEHUN.

MpumeyaHus:
Ecnn 3HaveHns HaTpus u kanua HeobxoaMMo U3MepuTb BMecTe, B Takom
crnyyae HaTpuii aHanuanpyeTcsi HernocpeAcTBEHHO rnepep Kanuem.

KOﬂMpOBaHMe U nepepaya TpeTbuM nuuam 3anpeu4eub|!
Mo Bonpocam MeTOoAUYECKOW MOMOLLU U 3aKynku oGpau.l.a'rbc;l no

Tenedonam: 8017-300-65-11; 8017-320-65-10

HeoTtemnemoit yactbio MHCprKLIMIZ no NPpMMEHEHUIO ABNAKTCA
apanTauMoHHble NnporpamMmmbl (MeTOAMKM) no NPpUMEHEeHU HaGopa
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HESDYiiA P APUMEHEHUIO
Habopaijs: TOB ANs onpeaeneHus
6MOXMMMNYECKMX NapaMeTpPoB:

Nntnn

KnuHunyeckoe 3HaveHue:

B TeueHne pecsTuneTwii kapboHaT NUTUA ocTaBancs oAHUM U3 Hambonee
appeKkTMBHBIX CPEACTB ANt FfeYeHUs NauMeHTOB, CTpajallux oT
6unonspHoro  paccTpoicTBa  (MaHWakanbHO-AENpeccuBHbI  ncuxos). B
nocriefHee BpeMmsi UCCreAoBaHUsi Takke Mnokasanu, YTo NUTWiA crocobeTByeT
ynyyweHuio npu Gonesnn Anbureimepa. OpHako NUTUA MMeeT MHOro
noboyHbix adpdpekToB. [lepeno3vpoBka mnUTUA MOXET Bbi3BaTb OCTPYHO
MHTOKCMKaLMIO, ~ KOTOpasi 4acToO  BO3HMKAaeT  M3-3a  OYeHb  Y3KOro
TepaneBTUYecKoro nHgekca. [1oaToMy CBOeBPEMEHHBIN U TOUHBI MOHUTOPUHT
YPOBHSI NMUTWUSI B CbIBOPOTKE MOCMe TepaneBTUYECKON [03UPOBKM WMeeT
peluatoLiee 3HayeHne. PaHHWe cUMNTOMbI NEpPefo3nPOBKU: anatusl, netaprus,
3aTpyAHEHWsI B peyu, Tpemop, MblleyHas cnabocTb 1 aTakcus.

[lnarHo3 He AOMKEH CTaBUTLCA Ha OCHOBAHWW opHoro Tecta. Heobxoaumo
y4uTbIBaTh pe3ynbTaThbl APYrUX UCCEA0BAHUIA U KIIMHUYECKYIO KapTUHY.

MpuHuun metopa:
KormopumeTpuyeckuin ~ MeTon  OMpedeneHvs  fUTWSE  OCHOBaH  Ha
nocnenoBaTenbHOCTU (hEPMEHTATUBHBIX peakLuuit:
docdaTasa
Li* + ADP + H2O —————— AMP + P;
Cwmecb hepmeHTOB
AMP + 2H20 + P; + 202 — Pij + NH3 +R -1- P MoueBas
kucnoTa + 2H202
noa

H202 + 4-AA + EHSPT. — 4 H20 + XUHOHUMUH
KoHueHTpauust obpasylolerocsi B kackage peakuuil  oKpalleHHOro
XVMHOHUMMHA MPSMO NPOMOPLMOHANbHa KOHLEHTPaLMUM NUTUS 1 onpeaenseTcs
cnekTpodoToMeTpuyecku npu 546 HM OTHOCUTENBHO KanMbpOBOYHONW NPSAMONA.
CootBeTcTBYylOLIEE YBEMUYEHNE OMTUYECKOW MMOTHOCTU MPOMOPLIMOHANbHO
KOHLIEHTPaLMN Me[in B CbIBOPOTKE.
HaGop npefHasHayeH anst MCMOMNb30BaHUst Ha PYYHbIX,
nonyaBTOMaTUYECKUX 1 aBTOMATUYECKNX BUOXMMUYECKNX aHanmsaTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
GOODS-6ydep GOODS-6ydep KoHueHTpauusi kanubpaTopos
AP EHSPT (N-atun-N- / KOHTpOneW yka3aHa Ha
4-AA (4- (2-rnopokemn-3- 3TUKeTKe
aMWHOAHTUPWH) cynbgonponun) -3-m-
depmeHTbI TONYWANHOM)
Crabunusartopsl Xnopua mMarHusi
depMeHTbI
Crabunusartopbl
20 mn 10 mn Hanuune n o6bem B Habope
10 XenaHuo 3akasyuka
40 mn 20 mn Hanuuue n o6bem B Habope
10 XenaHuo 3akasyunka

*

- 0obbemM peaceHmMo8 80 hriakoHe U KOu4ecmeo hriakoHo8 Moxem
8apbLUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXxHo20 Homepa.
** - uHgopmayuss O KamariloXHOM HoMepe U Komrnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

o xxenaHuto 3aKka3qyuka Habop MOXem rMocmasisimbsCsi C KOHMPOTbHbIM
Mamepuanom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!

PeareHT 1 1 PeareHT 2 roToBbl K NPUMEHEHW0. XpaHUTb B TEMHOM MecTe
npu Temnepatype ot 2°C go 8°C.

HeBckpbiTble: cTabunbHbl 0 OKOHYaHUSI CPOKa rOAHOCTM

Mocne BCKpbITUS: CTabWnbHbI B TEYEHVE 3 MecsLEB.

Ha 6opTy aHanu3aTopa: cTabunbHbl B Te4eHne 2 MecsiLieB.

KannbpaTtop rotoB k ucnonb3oBaHuto. He 3amopaxwBaTb!

3a 30 MMHYT Ao NpuMeHeHust KoHTpons Bo dnakoH 4o6aBuTb Heobxoammoe
KONM4ECTBO AEVNOHM3NPOBAHHON BOABI, COrMacHO MHOPMaL MM ykasaHHOW Ha
aTukeTke. CTaBUNBHOCTL KOHTPONS MOCIe BOCCTaHOBIEHUsT 8 4yacoB npu
Temnepartype ot 15°C go 25°C, 5 gHel — npu Temnepatype ot 2°C o 8°C unu
1 mecsiy - npu Temnepatype oT muHyc 20°C. He ponyckaTb NOBTOPHOro
3aMopaxuBaHusi-pasMopaxuBanusi.  3awmwate ot cBeta u  umsberatb
3arpsisHeHun!

Mepbl NpegoCcTOPOXKHOCTU:

PearenTbl, BXxogswme B cocTaB Habopa, npegHasHaueHbl TOMbKO ANSA
[OMarHoCTuKM in vitro. He npuHumame 6 Hympsb.

Mpn pabote ¢ Habopamu peareHTOB criegyeT NPUMEHATb cpeacTBa
VHAMBWAYaNbHON 3aLUTbI B COOTBETCTBUM c AelcTByoLNiA
3akoHofaTenbcTBoM Pecnybnuku Benapych. [onyckaloTcsi K NpUMeHeHuto
nepyaTkv MeAuULMHCK1e OfHOpa3oBble W XanaTbl MeauLMHCKVe, oTBevatoLLve
penctylowmm  THMA Pecnybnukun Benapycb M umelowme [OOKYMEHTb,
noaTBepXAaloLLne Ka4ecTso 1 6e3onacHoCTb B 06MacTu NpuMeHeHus.

Mpun pabote c Habopamu cnegyetr cobnogatb npaBuna TEXHWUKU
6e3onacHOCTM B COOTBETCTBUMW C  AEACTBYIOWMA  3aKOHOAATENbCTBOM
Pecnybnuku Benapychb.

YTunusaumss He WCMNoNb30BaHHbIX NGO C MCTEKWMM CPOKOM TFOLHOCTM
peareHTOB MPOXOAUT B COOTBETCTBUM C [AEUCTBYIOLUMI 3aKOHOAATESIbCTBOM
Pecny6nuku Benapyce.

O6pas3ubl, UX CTaBUNBLHOCTb U NOAroTOBKA K aHanuay:

CbIBOpOTKa KpoBU Ge3 remMonuaa unu renapuH13npoBaHHas nnasma Kposw,
noJsly4yeHHble B Te4eHne 4ByX 4YacoB nocne c6opa maTtepuana.

CrabunbHocTb 06pasLoB — 48 yacos npu Temnepatype ot 2°C o 8°C.

MeToguka ons pyyYHbIX U NONyaBTOMaTUYE€CKUX aHaIM3aTOpPOB.

Heo6xoaumoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNeKTpohoTOMETP, MO3BOMSAOWMA NPOBOAWUTL W3MEPEHUS MpU AnUHE
BOMHbI 546 HM W ANWMHOW onTuyeckoro nytT 1 cMm, C TepMmocTaTUpyembiM
KIOBETHBLIM OTAENEHUEM;

- 403aTopbl C HAKOHEYHMKaMK nepeMeHHoro obbema ot 0,008 mn ao 0,6 mn;

- cekyHOoomep.

Xoa aHanu3sa:

YcnoBusi NpoBefieHUst aHanmaa:

- ONHa BOSHbl — 546 HMm;

- ANVHa oNTUYeckoro nyTm — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 06HYNST OTHOCUTENBHO AUCTUMNIMPOBAHHOW BOAbI.

MakpomeTtog MukpomeTog
BHecTu B kioBETY Kanubpatop | O6pasey | Kanu6patop O6pasey
PeareHT 1, Mn 0,6 0,6 0,3 0,3
Kanu6partop, mn 0,016 - 0,008 -
O6paseu, mn 0,016 0,008
MHky6upyto 5 MuHYT npu Temnepatype 37°C
PeareHT 2, Mn___ | 0,3 [ 03 ] 0,15 | 0,15

Mepemeluatb 1 MHKyGMpoBaTb 1 MUHYTY Npu 37°C U3MepUTb ONTUYECKYIO
NnoTHocTb A1 1 ellle Yepes 2 MUHYTbI Az

PesynbTarbl:

[Onsi kaxaor Npobbl PACCHUTLIBAIOT U3MEHEHWE ONTUYECKON MIIOTHOCTM:
AA= Az- A

KoHLeHTpaumio nuTus B cbiBopoTke (Cobp) paccunTbIBatoT no dopmyre:

DAqsp
DAy TR
KoadbdpuumeHT nepecyeta: mmonb/n = mr/gn x 0,157.

Copp(MKMOTTB /1) =

***AHaNUTUYEeCKNe XxapakTepuCcTUKn:
YyecmeumenbHocmb: He 6onee 0,1 Mmmonb/n.
Jlunetinocms: 0,15 — 3 mmonb/n.
Ecnu koHueHTpauums nuTusa B obpasLie npesbilaeT 3 MMonb/n, To obpasely
Heobxoaumo passecTu cusmonornyeckum pactsopom (0,9 % NaCl) B 2-10 pas,
a NonyYeHHbIN pesynbTaT YMHOXWUTL Ha ko3 uLMeHT passeaeHus.

ToyHOCMb!
BocnpoussogumocTb BocnpowussoanmMocTb
BHYTpY cepun MeXcepuiiHas
CpegaHee (MMonb/n) 1,22 2,84 2,19 2,77
SD 0,024 0,059 0,047 0,062
CV, % 1,98 2,06 2,13 2,25
n 20 20 20 20
Koppensayus:

20 o6pasuyoB 6bINO  MpoaHanM3MpoBaHO C Wcnonb3oBaHueM Habopa
peareHTOB Ans onpeaeneHus nutua (NpoussoacTBa «[naceHc») u Apyrum
Habopom peareHTOB, BHeCEHHbIM B PeecTp cpecTB MEAULIMHCKOTO HasHa4YeHust
PB.

KoadbcpuumeHT koppensiuuum: 0,976.

***[laHHble Nony4eHbl NpK UCMonb3oBaHUM aHanusaTopa Mindray cepun BS,
ANs OApYrMX aHanu3aTtopoB OHW MOTYT OTANYaTLCS.

KoHTponb kayecTBa:

KoHTpornb  kayecTBa M3MepeHWn MNpoBOAMTCA C  UCMOMb30BaHUEM
KOHTPONMbHOTO MaTepuana AByX YpoBHel. [Mpyu HenpoXoXOEeHUWM KOHTPOnen
nposoauTcs nepekanubposka. [locne nepekanubpoBkn cregyeT CHoBa
npoTecTMpoBaTb KOHTponu. B cnyyae HenpoxoXaeHWs KOHTpons kayectsa
nocrie nepekanmbpoBku, HE06X0AMMO NPOBEPUTL MCMPABHOCTL aHanm3aTopa u
Hanuyne NpM3HaKoB HENPUIOAHOCTN peareHToB.

Kaxxgasi naGopaTopusi MpoBOAMT KOHTPOSb KayecTBa COMMacHO CBOEN
YTBEPXAEHHOW Cxeme.

PekomeHayem NpuUMeHsTb Asi KOHTPOMsS Ka4yecTBa KOHTPOMbHbIA MaTepuan,
BXOASLMIA B cocTaB Habopa, unu npomssogactBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENENn.

PedepeHcHbIe 3HaYeHus:

B TeyeHue 12 Yacos nocne npuemMa [o3bl npenapara:

Hopwma 1-1,2 mmonb/n

30Ha pucka 1,2-1,5 mmonb/n

MHTOKCMKauus 6onee 1,5 mmons/n
MpuBegeHHblE  pedepeHCHble  3HAYEHWs OPUEHTMPOBOYHLIE:  Kaxaas

naGopaTtopust AOMKHa cama yCTaHaBnvBaTb CBOU pehepPeHCHbIE 3HAYEHUS.

UHTepdepeHuus:

Bunupybun po 770 wmkmonb/nm, Tpurnuuepuabl o 11,4  mmonb/n,
ackop6uHoBas kucnoTa 4o 5 mmonb/n, Hatpuit oo 200 mmone/n, ammuak 4o 0,5
MMOnb/N, Kanbuuin Ao 4 MMoOnb/MN, MarHui 0o 2 mmonb/n, xeneso Ao 0,25
MMOnb/N He BMUSIIOT Ha pe3ynbTaTbl onpeaeneHuni.

KOI'II/IPOBBHVIe n nepepavya TpeTbUM nuuam 3anpeu.|e|-|b|!

Mo Bonpocam MeToANYECKOW MOMOLLM U 3aKyNKK obpaluaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Heotbemnemoin yactbio VIHCprKuVIﬁ no NMPUMEHEeHUo ABIAIOTCA
ajganTauuoHHble nporpaMmMbl (MeTOﬂMKM) no NnpUuMeHeHuto HaGopa
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UHCTPYKLMA NO NPUMEHEHUIO
Habopa peareHTOB AnA onpeaeneHus
OMOXUMMYECKUX NapaMeTpPOB:
Megb

KnuHunyeckoe 3HauyeHue:

CylLecTBYIOT pasfuyHble COCTOSHUS deduunta Meau B 4enoBe4eCKoM
opraHuaMe. CHWXEHWE KOHLEHTpauuu MeauM B CbIBOPOTKE  KPOBU
Habntogaetcs npu 3aboneBaHuax XKKT, GonesHn BunbcoHa-KoHoBanosa,
MyKoBMCUMA03e, cuHapome MeHkeca, oxorax v apyrvx. NoBbILLeHHbIe YPOBHM
MeAn MOXeT BbITb TOKCUYHBIM. YBenuyeHre KoHLeHTpauum Habnogaetcs npu
MHdeKUMsIX 1 BocnaneHusx, OepeMeHHOCTW, neviko3e, Tybepkynese,
peBmaTu3Me u T4.

[lnarHo3 He JOMKEH CTaBUTLCA HA OCHOBaHUM ofHOro Tecta. Heobxoanmo
yuuTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBAHWUN 1 KIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToQa:

Mpsimoii  konopumeTpuyeckui  MeTon  onpeaeneHuss meaun  6es
[enpoTenHn3aumMn OCHOBaH Ha o0Opa3oBaHMM CTOWMKOrO  OKpalLeHHOro
KOMMNekca npu peakuuy noHoB mMeau ¢ 3,5-anBr-PAESA (4-(3,5-6pomo-2-
nupuaunaso)-N-atun-N-(3-cynbconponun)  aHwnuH).  CoOTBETCTBYylOLLEE
yBENnnYeHne ONnTUYECKOW NMOTHOCTM NPOMOPLIMOHANbHO KOHLEHTpaUun Meau
B CbIBOPOTKe.

Ha6op npegHasHaveH ans ncnonb3oBaHmus Ha PYYHbIX,
nonyaBTOMaTUYECKUX Y aBTOMATUYECKUX BUOXMMUYECKUX aHanmsaTopax.

CocTaB Habopa*:
PeareHT Kanubpatopbl / kKOHTponu **

AuetaTHbin 6ycdep pH5.0
3,5-auBr-PAESA

KoHueHTpauusi kannbpaTtopos /
KOHTpOMNen ykasaHa Ha 3TUKeTke

50 mn Hanuune n o6bem B Habope no
KenaHuto 3akasymka

90 mn Hanuune n o6bem B Habope no
KENaHUI 3aKa3ymka

180 mn Hanuune n o6bem B Habope no

XKENaHUIo 3akasyvka
- obbem pea2eHmMos 80 (hnakoHe U Komuyecmeo (hriakoHo8 MoXem
8apbUpPOBamMbCs 8 3a8UCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHGbOpMauusi O KamarnoXHOM HOMepe U Komrnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuro 3akasyuka Habop MOXem MocmaensimbCsi ¢ KOHMPOIIbHbIM
Mamepuarnom.

*

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabunNbHOCTb:

PeareHT 1 kanmbpaTop roToBbl kK IPUMEHEHUID. XpaHUTb B TEMHOM MeCTe
npu Temnepatype ot 2°C go 8°C.

Heeackpbimbie: cTabunbHbl O OKOHYAHWSI CPOKa FOAHOCTH

lMocne eckpbimusi: cTabunbHbl 40 OKOHYaHUS CPOKa FOAHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4yeHne 3 mecsiLes.

Heobxoammo cobnogate Mepbl MO NPeaynpexaeHnio KOHTaMuHaumMm npu
ncnonb3oBaHuu. He 3amopaxusaTtb!

3a 30 MuHYT Ao npuMeHeHus KoHTponss Bo dnakoH [JobaBuTb
Heo6XxoaMMoe KONMYeCTBO AENOHU3MPOBAHHON BOAbI, COrMaCcHO MHopMaLum

yKasaHHoO Ha aTukeTke. CTabWUNbHOCTL KOHTPOMS NOcne BOCCTAHOBMEHUs 8
YyacoB npu Temnepatype ot 15°C po 25°C, 5 gHew — npu Temnepatype ot 2°C
no 8°C wnu 1 mecsiy - npu Temnepatype oT muHyc 20°C. He ponyckatb
NOBTOPHOTO  3aMOpPaxuBaHWsA-pa3mMopaxvBaHus. 3awmwatb OT cBeTa W
n3beratb 3arps3HeHnn!

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, Bxogswme B cocTaB Habopa, npedHasHauveHbl TONMbKO Ans
auarHocTuku in vitro. He npuHumames eHympsb!

Mpu pabote ¢ HaGopamu peareHTOB creayeT MNpUMeHSTb cpeacTBa
MHOMBMOYanbHON 3aLWnTbI B COOTBETCTBUU C  peiicTBylOLLUNA
3akoHopaTtennbctBom Pecnybnukn Benapyck. [lonyckaloTcsi K NPUMEHEHUIo
nepyaTku MeauLMHCKUE OAHOPA3OoBbIe U XanaTbl MeAULMHCKMe, OTBEYatoLLme
pevicteylowmm THIMA Pecny6nukn Benapycb v umetowne OOKYMeEHTbI,
noATBepXAatoLLme kayecTBo 1 6e30nacHOCTb B 06nacTi NpuMeHeHust.

Mpn pabote c Habopamu cnegyeT cobniogaTb npaBuna TEXHUKK
6e3onacHOCTM B COOTBETCTBMM C  [OEWCTBYIOLIMIA  3aKOHOAATENIbCTBOM
Pecnybnukn Benapyce.

YTunusauma He MCNonb3oBaHHbLIX NGO C WCTEKWMM CPOKOM FOAHOCTU
peareHTOB NPOXOAWT B COOTBETCTBUM C [EWCTBYIOLLMIA 3aKOHOAATENBCTBOM
Pecny6nukun Benapyce.

06pa3l.|b|, MX CTabUNbLHOCTb M NOAFOTOBKA K aHanusy:

CbiBOpoTKa kKpoBY 6€3 reMonu3a U renapMHU3VpoBaHHas nna3ma KpoBu,
nony4eHHble B TeYEHWeE ABYX YacoB nocne cbopa matepuana.

CrabunbHocTb 06pa3uoB — 48 YacoB npu TemnepaTtype oT 2°C go 8°C.

MeToauka gns nonyaBTOMaTUYECKUX aHANN3aTopoB:

Heo6xoaumoe, Ho He NpegocTaBnsiemoe o6opyaoBaHue:

- CNekTpoOoTOMETP, MO3BONSAIOLWMIA NPOBOAUTL M3MEPEHWUS MPU ONUHE
BONHbI 580 HM WM ANWMHOM onTuyeckoro nyTM 1 cMm, C TepMocTaTUpyembiMm
KIOBETHbIM OTAENEHNEM;

- o3aTopbl C HAaKOHEeYHKaMmn nepemeHHoro o6bema ot 0,025 mn go 1 mn;

- cekyHaoMmep.

Xopn aHanu3sa:

YcrnoBus npoBefeHUsi aHanuaa:

- AnvHa BonHbl — 580 HM;

- ANVHa onTuyeckoro nytv — 1 cm;

- Temnepartypa - 37°C;

AHanuaatop o6HynsioT oTHocuTenbHO PeareHTa.

MakpomeToa MukpomeToa
BHecTu B
KioBeTY Kanubpatop | O6pasen | Kanubpatop | O6pasey
PeareHT, mn 1,0 1,0 0,5 0,5
Kanu6patop, 005 ~ 0,025 R
M1
O6paseu, mn 0,05 0,025

Mepemeluatb U MHKYGUpoBaTb 5 MUHYT Npu 37°C 1M N3MepUTb ONTUYECKYIO
NNOTHOCTL A.

Pe3ynbTaThl:
KoHueHTpaumio Meau B cbiBopoTke (Cobp) paccuuTbiBatoT no opmyne:
Copp(MKMOJIB/ 1) = A°ﬁp X Cyan-

KoadhduumeHT nepecyeta: mkmonb/n = mr/gn x 0,157.

***AHaNUTM4YeCKne XxapakTepuCcTUKu:

YyecmeumenbHocmsb: He 6onee 2,0 MkMonb/m.

Jlunelinocms: 2,0 - 78,5 MkMonb/n.

Ecnu koHueHTpauua megu B obpasue npesblwaet 78,5 Mkmonb/n, To
obpaseL, Heobxoanmo pa3secTu gusmnonorndeckum pactsopom (0,9 % NaCl)
B 2-10 pas3, a nomnyyeHHbIN pe3ynbTaT YMHOXWUTb Ha KO3MMULMEHT
pa3BefeHusi.

To4HOCMB:

BocnpoussoammocTb BocnpoussogumocTb
BHYTpY cepuu MexcepuiiHas
Cpeanee 17,3 32,1 16,8 30,8
(MkMonb/n)
SD 0,343 0,587 0,360 0,785
CV, % 1,98 1,83 2,14 2,55
n 20 20 20 20
Koppensiyus:

20 obpasuoB 6bino nMpoaHanU3MpoBaHO C uWcnonb3oBaHWem Habopa
peareHTOB AN onpeaerneHus meau (NMpousBoacTBa «[uaceHc») u Apyrum
Habopom peareHTOB, BHECeHHbIM B PeecTp cpeacTB MeaWULIMHCKOTO
HasHaveHusi Pb.

KoadhduumeHT koppensuuu: 0,977.

***[laHHble MoNy4YeHbl NPU UCMONb3oBaHUM aHanu3aTtopa Mindray cepuu
BS, ans apyrvx aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KOHTpOHb Ka4yecTBa:

KoHTponb  KayecTBa W3MepeHuid MPOBOAMTCH C  WCMOMb30BaHUEM
KOHTPOMbHOrO MaTepuana AByX ypoBHeW. [pu HempoxoxaeHun KoHTponen
npoBoauTcs nepekanubpoBka. [locne nepekannGpoBkM criedyeT CHoOBa
npoTecTMpoBaTb KOHTPONW. B crnyyae HenpoxoxaeHus KOHTpONns kayecTsa
nocne nepekanvbpoBku, HeOGX0AMMO NPOBEPUTL UCMPaABHOCTL aHanusaTopa
1 Hanu4me NpU3HaKoB HENPUrOAHOCTU PeareHToB.

Kaxpass nabopaTopusi MpOBOAMT KOHTPOMb KayecTBa COrflacHO CBOEWN
YTBEPXKAEHHOW CXeme.

PekomeHayemM npuMeHsTb ANS  KOHTPOMS  KayecTBa  KOHTPOSbHbIN
mMartepuvan, BXOOSILMA B cocTaB Habopa, wnu npomsBogctBa Randox
(BenukobputaHust), Spinreact (Mcnawusa), Cormay (Monbwa) u apyrux
npousBoauTenei.

PedepeHcHbIe 3HaYeHus:
[ Myxauhbl [ 11-22 mkmonb/n |
[ KeHWwwuHb [ 12,6-24,3 mkmonb/n |
MpuBeeHHble PetepeHCHbIE 3HaYeHUs OPUEHTUPOBOYHBIE: Kaxaas
naBopaTopus IOMKHA CaMa yCTaHaBNMBaTh CBOW PethepPEeHCHBIE 3HaUeHNs!.

UHTepdepeHuus:

Bunupy6ux go 256 mkmonb/n, remornobuH go 0,5 r/n, Tpurnuuepuabl Ao
11,4 MMonb/n He BRUAOT Ha pesynbTaTbl onpeaeneHuii. He ncnonb3oBatb
reMonu3vpoBaHHble 06pasLibl.

Mpumevanun:
[ins Toro, 4Tobbl M3bexaTb 3arpsA3HEHNsl, PeKOMeHAYeTCA UCMonb3oBaTh
ofjHopa3oBble MaTepuarbl.

KOHMpOBaHVIe n nepegavya TpeTbUM nuuam 3anpemeHbl!

Mo Bonpocam MeToAUYECKOW NMOMOLLM U 3aKyNKK obpaluaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Heotbemnemoi yactbio VIHCprKI.IVIFI no NpMMeHeHUIo ABIATCA
apanTauMoHHbIe NporpamMmmsbl (MeTOAMKM) no NPpUMEHEHUIo HaGopa
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Ha6opa pearew#0E 45 aiipeaeneHus
GMOXMMNYECKUX TidpaMeTPOB:
LWenoyHas ¢occdatasza — AMP-IMpemuym (LLUP-AMP-
Mpemuym)

KnuHunyeckoe 3HauyeHue:

LLlenoyHas doccatasa — aT0 PEepMEHT, KOTOPbI HAXOAUTCSA NPAKTUYECKUX BO
BCEX TKaHsIX YenoBeka, Ho Bonblie BCcero ero BblpabaTbiBaeTCcA B NeYeHU, KOCTSX,
KULLIEYHWKE, 3HOOMETPUU (NnaLeHTe) 1 Nerkmx.

MHbopmaTuBHBI Kak MoBbILIEHWE, TaK W MOHWKEHWE aKTUBHOCTU LLEMNOYHOWM
docaTasbl. AKTUBHOCTb (hepMeHTa yBenmumBaeTcsi npu 3aboneBaHusix KOCTen
(capkoma, MuenomHas GonesHb, GonesHb [legxeTa), «MNOYEYHOM paxuTe»,
3aboneBaHuAX neyveHn (renaTtutbl, MHAPEKLMOHHBIA MOHOHYKE03, Lnppo3s, LIMB y
feTeil), A3BEHHOM KOMWUTe, WHdapkTe nerkoro U noukn u ap. CHukeHve
aKTUBHOCTM LUenoyHow docdatasbl HabnogaeTcs npu LUMHrE, BblpaXXEHHOW
aHeMuu, KpeTUHU3ME, TMNOTUPEOAN3ME.

[lnarHo3 He [JOMKEH CTaBUTbCA Ha OCHOBaHMM ogHoro TecTta. Heobxoaumo
yuuTbIBaTh pe3ynbTaThbl APYrUX UCCEA0BAHWIA U KITMHUYECKYIO KapTUHY.

anHLl,VII'I MeToQa:
LLenoynas docdatasa (LLP) katanmsupyeT ruagponus 4-Hutpoderundocdar
B LenoyHow cpege (pH 10.4):
e

4-Hutpodbenundocdat + H20 — 4-HnTpodheHon + gocdar

CkopocTb 06pasoBaHus 4-HUTpodeHona MponopLMOoHanbHa KaTanuTuyeckoi
aKTUBHOCTM  LWleno4yHo  cpocdartasbl B obpasue, YTO  uM3mMmepsieTcs
oTomMeTpryeckn Npun AnuHe BosnHbl 405 HM.

KuHetuuyeckuin metoq ¢ AMP-6ycdepom pekomeHpgoBaH MexagyHapogHon
Pepepaumn KnuHuueckoit Xumum (IFCC).

HaGop npeaHa3HaveH Ans UCMonb3oBaHUs Ha PY4YHbIX, MOMyaBTOMATUYECKUX U
aBTOMaTUYeCKNX BUOXUMUYECKNX aHanusaTopax.

CocTtaB Habopa*:

PeareHT 1 PeareHT 2 Kanu6paTtopbl / KOHTponu
o
2-aMWHO-2-MeTun-nponaHon-1 4-HuTpode- KoHueHTpauusa
6ydep pH 9,8 +0,1; Hundpocdar; kanubpartopos /
AueTaTt marHus; KOHCEpBaHT KOHTpOnew ykasaHa Ha
Cynbdart umHka; 3TUKETKE
KOHCEpBaHT
100 mn 20 mn Hanuuve n obbem B Habope
Mo XXefaHK 3aka3vunka
200 mn 40 mn Hanuuve n obbem B Habope
110 XenaHWio 3akasyuka
400 mn 80 mn Hanuuve n obbem B Habope
MO0 XXeflaHMK 3aka34yunka

*

- obbem peaceHmMoO8 80 (briakoHe U KO/Iu4ecmeo (hrakoHO8 MOoXem
8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXxHo20 Homepa.

** - uHopMauMs O KaTanoXHOM HOMepe W KoMmnnekrauuu Habopa
npegocTaeneHa Ha cante diasens.by.

o xenaHuto 3aKka34yuka Habop MOXem rnocmassimsCcs ¢ Kanubpo8oYHbIM U
KOHMPOSIbHLIM Mamepuarom.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNbHOCTD!:
PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHWI0. XpaHUTb B TEMHOM MecTe npu

Temnepatype ot 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUSA CpoKa roAHOCTM

lMocrie eckpbimusi: CTabUnbHbl B TeHEHUE 2 MecsILEB.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecaLeB.

lMpu pabome c¢ Pabo4yum peaceHmom: cmewatb PeareHT 1 n PeareHT 2 B
cooTHoweHun 5:1. CtabunbHocTb Paboyero peareHTa — 1 mecau npu
Temnepatype o1 2°C go 8°C unu 5 gHel npyu KOMHaTHOW TemnepaType.

3a 30 MuHYT oo npumeHeHust Kannbpatopa v KoHTpons Bo drakoHbl 4o6aBnTb

HeobxoaMMoe KONMMYeCTBO AEMOHU3NPOBAHHON BOABI, COMMAacHO MHdopMaumun
yKasaHHOW Ha aTukeTke. CTabunbHOCTb KanubpaTtopa W KOHTpOMnsi nocrne
BOCCTaHOBMeHNUs 8 yacoB npu Temnepatype ot 15°C pgo 25°C, 5 gHei — npwu
Temnepatype oT 2°C go 8°C vnu 1 mecsu - Npu Temnepartype Huxe MuHyc 20°C.
He ponyckaTb MOBTOPHOTO —3amopaxuBaHUsi-pasMopaxuBanus. Wsberatb
3arpsisHeHNs.

anI3HaKVI HenpurogHoCTn peareHTOB AnNA NpUMeHeHUA:

- Hanu4ne B pacTBope MyTHOCTU;

- onTuyeckas nNoTHocTb Pabouero peareHTa (AnuHa BonHbl 405 HM, AnuHa
ontuyeckoro nytu 1 cm) = 1,25.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BXxoasilye B cocTaB HabGopa, npedHa3HaueHbl TOMbKO [Ansi
[OMarHoCTuKu in vitro. He npuHumMamp 6 Hympsb.

Mpn pabote ¢ HabGopamu peareHTOB crneayeT MPUMEHsTb CpeacTsa
VHAMBWAYaNbHON 3aLMThl B COOTBETCTBUM C AEWCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycbk. [lonyckaloTcs K NMPUMEHEeHUI0 nepyaTku MeauLMHCKue
O[HOpa3oBble W XxanaTbl MeAuUMHCKMe, oTBevalowme Aenctsylowmm THIMA
Pecny6nukn Benapycb 1 nvetowime [OKyMeHTbI, NOATBEPXAAlOLLNE KayecTBo U
6e3onacHocTb B 06n1acTut NPUMEHEHHS.

Mpu paboTe ¢ Habopamu cneayet cobnioaaTth NpaBuna TexHWkn GesonacHocTn
B COOTBETCTBMM C AEWCTBYIOLWMIA 3akoHoaaTenbcTBom Pecnybnuku benapycb

YTunusauma He WUCNONb30OBaHHLIX NMOO C  MCTEKWMM CPOKOM [OAHOCTU
peareHTOB NpPOXOAWT B COOTBETCTBUWM C AEUCTBYIOLWMIA 3aKOHOAATENbCTBOM
Pecny6nukv Benapycs.

O6pasubl M UX CTAaOUNBLHOCTD:

HeremonuavnpoBaHHas cbiBOpOTKa Unu nna3ma kposu. He ncnonbsosate SOTA,
uMTpaT Unu okcanaT B KayecTBe aHTUkoarynsHta. OTaenuTb CrycTok v oxXnagutb
Kak MOXHO cKopee.

CrabunbHocTb obpasuoB — 3 AHA npu Temnepatype ot 2°C po 8°C.
3amopaxwuBaHue 06pa3LoB MNPUMBOAWUT K CHWKeHMIO aktueHocTu LW®. [Ons
BOCCTaHOBIEHUS aKTUBHOCTU HEO6XOAMMO BblaepxaTb 06pasLibl Npyu KOMHaTHON
Temneparype B TeyeHue 1 vyaca.

MeToauka ansi nonyaBToMaTUu4YeCcKMX aHanu3aTopos.

Heo6xoaumoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNeKkTpooTOMETp C TEepMOCTaTUPYyeMbIM  KIOBETHbIM  OTAENEHWEM,
No3BONSIIOWMIA NPOBOAUTL M3MEPEHUSI MpU AnuHe BONHbl 405 HM uM AnNvHOW
onTuyeckoro nyTu 1 cm;

- 403aTOpbl C HAKOHEYHMKaMWu, no3sornstoLwme otéupatb ot 0,01 mn go 1 mm;

- cekyHaomep.

Xoa aHanwu3a:

YcnoBusi NpoBeAeHVsi aHanusa:

- AnvHa BonHbl — 405 Hi;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temneparypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO AUCTUNNNPOBAHHOW BOAbI.

BHecTu B KoBETbI: MakpomeTog MonymukpomeToq
Pa6ouwnii peareHT, Mn 1 0,5
O6paseu, mn 0,02 0,01

MepemeLmBaloT 1 M3MEPSIOT ONTUYECKYIO NNOTHOCTb Kaxkaon cmeck (A1)
yepes 1 MUHYTY 1 (A2) elle Yepe3 3 MUHYTbI.

PesynbTarbl:
[ins kaxporo obpasua paccumTbiBatoT AA/MUH= (A2- A1)/3.
AKTVMBHOCTb LLienoYHom hocdaTasbl B 0bpasue paccumTbiBaloT No hopmyne;

akTuBHoCTb (E/n) = AA/MUH x 2757,
e 2757 — cpakrop.

***AHaNUTUYEeCKNe XxapakTepuCcTUKU:
YyecmeumenbHocms: He Gonee 2,5 E/n.
Jlunelinocms: 2,5 - 1500 E/n.
Ecnu akTuBHOCTb LenoyHo pocdartasbl B o6pasue npesbiwaeT 1500 E/n, To
obpaseL Heobxoammo pasBecTu usmnonormyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a pesynbTaT YMHOXUTb Ha KOIDULNEHT pa3BeaeHus.

ToyHOCMB:

BocnpowussoanmMocTb BocnpoussogumocTb

BHYTpY cepuu MeXxcepuiiHas

Cpeghee (E/n) 145 243 151 233
SD 3,553 4,568 4,349 7,806
CcVv 2,45 1,88 2,88 3,35
n 10 10 10 10
Koppensayus:

20 06pa3LoB ObINO NPoaHanNM3nMpoBaHoO C UcMnonb3oBaHWeM Habopa peareHToB
ANs onpefeneHns LenovHon gocdartasbl (MponssoacTea «uaceHc») n apyrum
HabopoM peareHToB, BHECEHHbIM B PeecTp cpeAcTB MEAMLIMHCKOrO Ha3HaueHwust
PB.

KoadbdpuumeHT koppensiuum: 0,980.

***[laHHble nonyyeHbl Npu Wcrnonb3oBaHuM aHanusatopa Mindray cepuu BS,
[ONa ApYrvx aHanu3aTopoB OHU MOTYT OTNUYATHCS.

KoHTponb kayecTBa:

KoHTponb kavecTBa n3amepeHuii NPOBOAUTCS C UCMOSb30BAaHNEM KOHTPOSIbHOTO
Matepuana AByX YypoBHeW. [pu HENpOXOXOEHWM KOHTpOneW npoBOAMTCS
nepekanubposka. [locne nepekanubpoBkM cregyeT CHOBa MpPOTECTUpOBaTb
KOHTpOnu. B criyyae HenpoxoxaeHusi KOHTPOMS kKavyecTBa Nocre nepekanubpoBku,
Heob6X0AUMO MPOBEpPUTH WCMPaBHOCTb aHanuaatTopa W Hanuuue npusHakos
HEMNpUrogHOCTU peareHToB.

Kaxxpas nabopatopusi npoBOAWT KOHTPOMb KayecTBa COrMacHo CBOeW
YTBEPXKAEHHOW CXeMe.

PekoMeHOyeM NpUMEeHSITb AN KOHTPOIsi Ka4ecTBa KOHTPOMbHBIA MaTepuarn,
BXOASALWMIA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENEN.

PedrepeHcHbIe 3Ha4YeHUs:

Bo3spacT | Enln(37°C)
YKeHLWUHbI

20 — 50 net [ 42-98

> 60 net | 53-141
MyXX4urHbI

20 — 50 net [ 53-128

> 60 net | 56-119

anIBe,El,eHHble ped)epeHCHble 3Ha4veHus OPUEHTUPOBOYHbIE!: Kaxaas
na60paT0pMﬂ [OMKHa caMma ycTaHaBnmBaTb CBON pedepeHCHble 3HaYeHMs.

UHTepdepeHumsn:

dropua, SOTA, okcanar, uMTpaT, UCMOMNb3yeMble B Ka4eCTBE aHTUMKOArynsiHTOB,
WHIMOMPYIOT  WwenouHyo docdartady. [pu remonuse akTUBHOCTb  LLENOYHON
docdaTasbl yBenuuMBaeTCcs 3a CYeT OCBOOOXAEHWS LuenoyHon docdartasbl K3
APUTPOLINTOB.

F'emorno6uH o 5 r/gn, 6unupy6uH go 600 mkmonb/n u Tpurnuuepuabl Ao 1000
Mr/AN He BNUSIOT Ha pe3yrbTaTbl onpeaeneHui.

KonupoBaHue n nepegaya TpeTbUM nuuam 3anpelueHb!
Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKyNku obpalarbes no

TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit yactbio MHCprKLlMﬁ no NPUMEHEeHUIo ABNAKTCA
aganTauuoHHble nporpaMmMbl (MeTO,DMKM) no npumeHeHuto Habopa



/TBEPXOALIO
[OupekTop
ro npeanpusTus

«[naceHc»
~%_[1.B. AroanHckuii
/' «.4» okTsI6psa 2024 .

v
— PTG zJ
{7

Diasens

ir

NHCTPUK IS Tie NRYsIEr 2HNIo
HaGopa peaiaHTOE 1153 CiipeneneHus
BMOXNMMUNYUEE:: 3amMeTpoB:
LWenoyHasn ¢occparasza — AMP (LLP-AMP)

KnuHunyeckoe 3HauyeHue:

LLlenoynas doccataza — aT0 PepMeEHT, KOTOPbIA HAXOAUTCA NPAKTUYECKUX BO
BCEX TKaHsIX YenoBeka, HO Bonblie BCero ero BblpabaTbiBaeTcA B NeYeHU, KOCTSX,
KULLIEYHVKE, 3HOOMETPUM (NnaLeHTe) n Nerkmx.

MHbopmaTuBHBI Kak MOBbILIEHWE, TaK W MOHWKEHWE aKTUBHOCTU LLEMNOYHOWM
docaTasbl. AKTUBHOCTb (hepMeHTa yBenuumBaeTcsi npu 3aboneBaHusix KOCTen
(capkoma, MuenomHas GonesHb, GonesHb [legxeTa), «MNOYEYHOM paxuTe»,
3aboneBaHuAX neyveHn (renaTtutbl, HPEKLMOHHBIA MOHOHYKE03, Lnppo3, LIMB y
neten), S3BEHHOM Konute, WHdapkTe nerkoro M noukn u ap. CHuxeHue
aKTMBHOCTK LenoyHoin cocdatasbl Habniogaetcsi Npu LWHIe, BblpaXKeHHON
aHeMuu, KpeTUHU3ME, TMNOTUPEOAN3ME.

[lnarHo3 He [JOMKEH CTaBUTbCA Ha OCHOBaHMM ogHoro TecTta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCEA0BAHWIA U KITMHUYECKYIO KapTUHY.

MpuHuun metopa:

LWenoyHas docatasza (LLP) katanusmpyet ruaponus 4-Hutpodenundocdat
LwenoyHow cpeae (pH 10.4):

o
4-Hutpodbenundocdat + H20 — 4-HnTpodheHon + gocdat

CkopocTb 06pasoBaHus 4-HUTpodeHona MponopLMOoHanbHa KaTanuTuyeckoi
aKTUBHOCTM  LWleno4yHo  cpocdartasbl B obpasue, YTO  uM3mMmepsieTcs
doToMeTpuyecku Npu AnuHe BonHbl 405 HM.

KvHeTnueckuin meton ¢ AMP-6ycdepom pekomeHaoBaH MexayHapoaHow
Pepepauum KnuHnyeckoin Xumunm (IFCC).

Habop npeaHasHaveH Ansa UCnonb3oBaHUs Ha Py4YHbIX, MONyaBTOMATUYECKUX U
aBTOMaTUYeCKUX GUOXUMUYECKMX aHanusaTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 Kanun6patopebl / KOHTponu
o
2-aMUHO-2-MeTUn- 4- KoHueHTpaums
nponaHon-1 6ydgep pH | HuTpodeHundocdat kanubpartopos /
10,4+ 0,1 KoHcepBaHT KOHTpOneW yka3aHa Ha
AueTaTt marius 3TUKETKe
Cynbdart umHka
KOHCEpBaHT
80 mn 20 mn Hanuuve n o6bem B Habope
Mo XXefaHK 3aka3yunka
160 mn 40 mn Hanuuve n obbem B Habope
110 XenaHWio 3akasyuka
240 mn 60 mn Hanuuve n o6bem B Habope
M0 XXeflaHMK 3aka34yunka
400 mn 100 mn Hanuuve n o6bem B Habope
M0 XenaHWio 3akasyuka

*

- obbem peaceHmMos 80 @hriakoHe U KO/Iu4ecmeo hriakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UuH¢hopmauusi O KamarloXHOM HOMepe U Kommiekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuto 3aKka3quka Habop Moxem ocmaensimsCsi ¢ KanubpoeoYHbIM U
KOHMPOIbHLIM Mamepuarom.

MoproToBka peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTDb:

PeareHT 1 1 PeareHT 2 roToBbl kK NpUMeHeHW0. XpaHUTb B TEMHOM MecTe npwu
Temnepartype ot 2°C go 8°C.

Hesckpbimble: cTaburibHbl O OKOHYAHWS CpoKa rof4HOCTH

lMocne eckpbimusi: cTabunbHbl B TeYeHre 3 MecsLeB.

Ha 6opmy aHanu3amopa: cTabunbHbl B Te4eHUe 2 MecsILEB.

lMpu pabome ¢ Pabo4yum peazeHmom: Ans npurotoBneHns Paboyero peareHta
Heobxoanmo cmewaTk PeareHT 1 n PeareHT 2 B cooTHoLueHum 4:1. CTabunbHOCTb
Pabouero peareHta — 1 mecsu npu Temnepatype ot 2°C go 8°C unu 5 gHel npu
KOMHaTHOW Temneparype.

3a 30 MuHYT oo npumeHeHust Kannbpatopa v KoHTpons Bo drakoHbl 406aBUTb
Heob6XoAUMOe KONMUYECTBO [EeMOHU3NPOBAHHOW BOAbl, COTMacHO MHopmaumu
yKka3aHHOM Ha 9TukeTke. CTabUnbHOCTbL kanubpaTopa W KOHTpoOns nocre
BOCCTaHOBMeHNs 8 yacoB npu Temnepatype ot 15°C pgo 25°C, 5 gHei — npwu
Temnepatype o1 2°C go 8°C nnu 1 mecsy - npu Temnepartype ot muHyc 20°C. He
pjonyckaTtb NOBTOPHOTO 3aMOpaXNBaHUsI-pPa3MOPaXKUBAHMSI. M3beratb
3arpsi3HeHust.

anSHaKVI HenpurogHoCTn peareHToOB AndA NpUMeHeHUsA:

- Hanu4ue B pacTBOpPe MyTHOCTY;

- onTuyeckasi NNoTHocTb Pabouero peareHTa (AnuHa BomnHbl 405 HM, AnvHa
ontuyeckoro nytu 1 cm) = 1,25.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BxopgsuimMe B cocTaB Habopa, npegHasHauyeHbl TOMbKO Ans
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Mpn pabGote c HabGopamu peareHTOB criegyeT MPUMEHsTb CpeacTBa
VHAVBUAYanbHON 3aluTbl B COOTBETCTBUM C AEWCTBYIOLLMIA 3aKOHOAATENIbCTBOM
Pecnybnukvu Benapycbk. [JonyckaloTcsi K NMpYMEHEHWo nepyaTkv MeauLMHCK1e
O[HOpa3oBble W XxanaTbl MeAuUMHCKMe, oTBevalowme Aenctsylowmm THIMA
Pecnybnukv Benapycb 1 vmeloLimMe AOKYMEHTbI, NOATBEPXAAIOLWME KaYeCTBO U
6e3onacHOCTb B 0611acTvi NpUMEHeHMsI.

Mpwn paboTe c Habopamu cneadyeT cobnofaTb NpaBua TeEXHWKM 6e3onacHocTu
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBoM Pecnybnuku benapyceb.

YTunusaumss He MCMonb30BaHHbIX NGO C  MCTEKWWM CPOKOM TOAHOCTM
peareHToB MPOXOAUT B COOTBETCTBUM C [EWCTBYHOLWMA 3aKOHOA4ATENbCTBOM
Pecny6nukv Benapycs.

O6pasubl M UX CTAaOUNBLHOCTD:

HeremonuavnpoBaHHas cbiBOpOTKa Unu nna3ma kposu. He ncnonbsosate SOTA,
uMTpaT Unu okcanaT B KayecTBe aHTUkoarynsHta. OTaenuTb CrycTok v oxXnagutb
Kak MOXHO cKopee.

CrabunbHocTb obpasuoB — 3 AHA npu Temnepatype ot 2°C po 8°C.
3amopaxwuBaHue 06pa3LoB MNPUMBOAWUT K CHWKeHMIO aktueHocTu LW®. [Ons
BOCCTaHOBIEHUS aKTUBHOCTU HEO6XOAMMO BblaepxaTb 06pasLibl Npyu KOMHaTHON
Temneparype B TeyeHue 1 vyaca.

MeToauka ansi nonyaBToMaTUu4YeCcKMX aHanu3aTopos.

Heo6xoaumoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNeKkTpooTOMETp C TEepMOCTaTUPYyeMbIM  KIOBETHbIM  OTAENEHWEM,
No3BONSIIOWMIA NPOBOAUTL M3MEPEHUSI MpU AnuHe BONHbl 405 HM uM AnNvHOW
onTuyeckoro nyTu 1 cm;

- [03aTOPbI C HAKOHEYHMKamu, no3sonstoLme otbupats 0,02 mn, 1 mn, 0,01 mn,
0,5 mn;

- cekyHOoMmep.

Xoa aHanwu3a:

YcnoBust NpoBeaeHVst aHanusa:

- AnvHa BonHbl — 405 Hi;

- ANVHa ONTUYecKoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanuaaTop oGHYNAT OTHOCUTENBHO AUCTUNIVPOBAHHOM BOAbI.

BHecTu B KOBETbI: MakpomeTtog MonymmkpomeTog
PaGouwnit peareHT, Mn 1 0,5
O6paseu, mn 0,02 0,01

MepemeLmBaloT 1 M3MEPSIOT ONTUYECKYIO NNOTHOCTb Kaxkaon cmeck (A1)
yepes 1 MUHYTY 1 (A2) elle Yepe3 3 MUHYTbI.

Pe3ynbTtarthbi:
[Ons kaxporo obpasua paccuntbiBaloT AA/MUH= (Az- A1)/3.

AKTVMBHOCTb LLienoYHol hocdaTasbl B 0bpasue paccunTbiBaloT No hopmyne;
akTuBHOCTb (E/n) = AA/MUH X 2764,
ne 2764 — dakTop.

***AHaNUTUYECKNEe XapakTepuUCTUKM:
YyBcTBUTENBLHOCTL: He Gonee 1,3 E/n.
NunenHocTtb: 1,3 - 1400 E/n.

Ecnu akTMBHOCTb LenoyHo dhoccaTtasbl B o6pasue npesbiwaeT 1400 E/n, To
obpasel Heobxogmmo passecTu usmnonormyeckum pacrsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pe3ynbTaT YMHOXNTb Ha KO3 MULMEHT pa3BeaeHus.

To4HOCMBb:

BocnpoussoammocTb BocnpoussoanmocTb
BHYTpY cepum mMexcepuiiHast
CpeaHee (E/n) 127 213 130 226
SD 2,222 4,537 3,328 5,876
CcVv 1,75 2,13 2,56 2,60
n 10 10 10 10

Koppensayus:

20 06pa3LoB ObINO NPoaHanNM3nMpoBaHoO C UcMnonb3oBaHWeM Habopa peareHToB
ANs onpefeneHns LenovHon gocdartasbl (NpovssoacTea «uaceHey») n apyrum
HabopoM peareHToB, BHECEHHbIM B PeecTp cpeAcTB MEAMLIMHCKOrO Ha3HaueHwust
PB.

KoadbcpuumeHT koppensiuun: 0,977.

***[laHHble nonyyeHbl Npu Wcrnonb3oBaHuM aHanusatopa Mindray cepuu BS,
[ONa ApYrvx aHanu3aTopoB OHU MOTYT OTNUYATHCS.

KoHTponb kayecTBa:

KoHTponb kavecTBa n3amepeHuii NPOBOAUTCS C UCMOSb30BAaHNEM KOHTPOSIbHOTO
Matepuana AByX YypoBHeW. [pu HENpOXOXOEHWM KOHTpOneW npoBOAMTCS
nepekanubposka. [locne nepekanubpoBkM cregyeT CHOBa MpPOTECTUpOBaTb
KOHTpOnu. B criyyae HenpoxoxaeHusi KOHTPOMS kKavyecTBa Nocre nepekanubpoBku,
Heob6X0AUMO MPOBEpPUTH WCMPaBHOCTb aHanuaatTopa W Hanuuue npusHakos
HEMNpUrogHOCTU peareHToB.

Kaxxpas nabopatopusi npoBOAWT KOHTPOMb KayecTBa COrMacHo CBOeW
YTBEPXKAEHHOW CXeMe.

PekomeHayemM NpUMEHsITb ANsi KOHTPOMsi KayecTBa KOHTPOMbHLIA MaTepuan,
BXOASALWMIA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENEN.

PedrepeHCHbIe 3Ha4YeHUs:

Bo3spacT | Ealn(37°C)
YKeHLWUHbI

20 — 50 et [ 42-98

> 60 net | 53-141
MyX4urHbI

20 — 50 net [ 53-128

> 60 net | 56-119

anIBe,El,eHHble pecbepeHCHble 3Ha4veHus OPUEHTUPOBOYHbIE!: Kaxaas
na60paT0pMﬂ [OMKHa caMma ycTaHaBnmBaTb CBON pedepeHCHble 3HaYeHMs.

UHTepdepeHumsn:

dropua, SOTA, okcanar, uMTpaT, UCMOMNb3yeMble B Ka4eCTBE aHTUMKOArynsiHTOB,
WHIMOMPYIOT  WwenouHyo docdartady. [pu remonuse akTUBHOCTb  LLENOYHON
docdaTasbl yBenuuMBaeTCcs 3a CYeT OCBOOOXAEHWS LuenoyHon docdartasbl K3
APUTPOLINTOB.

'emorno6uH 8o 5 r/an, 6unnpy6uH ao 600 MKkMonb/n 1 TpUrMULEpKAbI A0 2,5 r/n He
BMUSIIOT Ha pe3ynbTaTbl onpeaeneHuii.

KonupoBaHue n nepegaya TpeTbUM nNuuam 3anpelueHb!
Mo Bonpocam MeToANYECKOW MOMOLLU U 3aKyMNKK o6pallaTbCcA no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemon 4acTbio MHCTPYKLIUIA MO NPUMEHEHUIO
ABNAOTCA afanTaLUOoHHbIe NporpaMMbl (METOAMKM) NO
npumMeHeHUo Habopa
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6uoxuMmMyecKux napameTpoB:
Anbda-amunasza EPS

KnuHun4yeckoe 3Ha4yeHue:

Anbda-amunnasa — PepmMeHT, KOTOPbIN y4acTByeT B NepeBapuBaHnm kpaxmana
n rnukoreHa. OHa CUHTE3NpyeTca B I'IO,D,)KeJ'Iy,ElO‘-IHOVI xXene3e W CIHOHHbIX
xenesax.

AKTVBHOCTb aﬂb(*)a-aMl/lJ'la3bl onpegendaeTca ona AnMarHoCTUKu 3aboneBaHum
non)Kenyp,quoﬁ xeneasbl (OCTpol'O N XpOHNYeCKoro I'IaHeraTMTa). AKTUBHOCTb
q)epmeHTa noBbilLaeTca npu 3aboneBaHusAX Xen4HbIX nyTe|7| BCeX TWMNos,
nepuToHUTE, noveyHom HeaoCTaToO4YHOCTU. AKTMBHOCTb CbepMeHTa nagaeTt npu
HegoCcTaTo4yHOCTU no,q»(eny,qquoﬁ Xenesbl, BblpaXXeHHOM MyKOBUCLMOO03E,
TAXenNbIX NOPaXXeHNAX neYvyeHu.

ﬂ,MaI’HOS He [OO0JKeH CTaBUTbCA Ha OCHOBaHWM OOHOro TecTa. HeOﬁXO,ElMMO
yuYnTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBaHUA N KIMHUYECKYHO KapTUHY.

anIHLl,VII'I MeToAa:

Anba-amunasa katanusvpyet rugponu3 (G7) napa-HutpodeHun-2-D
manbTorentasmga Ao G2 n-nutpodeHona (pNP), G3pNP n G4pNP, koTtopble
rupponuaytotcst 4o pNP v rnioko3bl noa AercTBMEM rnioKo3naasbl:

o -amunasa
5 aTunupeH-G7 pNP + 5 H20 — 2 aTunuaeH-G5 + 2 G2pNP +
2 atunuaeH-G4 + 2 G3pNP + atunugeH-G3 + G4pNP
o -rnoko3naasa
2 G2pNP + 2 G3pNP + G4pNP + 14 H20 — 5 pNP +14 rnoKo3a

CkopocTb 06pa3oBaHust N-HUTpodeHoNa NpPonopLUyoHanbHa KaTanuTnyeckon
aKTMBHOCTM a-amunasbl B o6pasLe, YTo u3MepsieTcst POTOMETPUYECKM NPU ANUHE
BOMHbI 405 HM.

Ha6op npegHasHayeH Ansi MCMONb30BaHWUS Ha PYYHbIX, MOMyaBTOMATUYECKUX
1 aBTOMaTU4eCKkMX BUOXMMUYECKUX aHanu3aTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanu6paTtopbl / KOHTponu
o
Bydep pH 7,25 + 0,1 Bydep pH 7,15 = KoHueHTpauusa
Kanbuus xnopug 0,1 Kanubpartopos /
Hatpusa xnopug 4,6-atunuaen-G7 KOHTpOnen ykasaHa Ha
Marnus xnopua pNP ATUKETKE
a-rnoko3unaasa KoHcepBaHT
KoHcepBaHT
40 mn 8 mn Hanuune 1 o6bem B
Habope no xenaHuo
3aKasymka
85 mn 17 mn Hanuune v o6bem B
Habope no xenaHuo
3aKasymka
100 mn 20 mn Hanuune n obbem B
Habope no xenaHuo
3aKasymka
170 mn 34 mn Hanuuue v o6bem B
Habope no xenaHuo
3aKasymka

*

- 06beM peazeHmMo8 80 (brakoHe U KOIU4Yecmeo (hriakoHo8 Moxem
8apbUpPO8aMbLCS € 3agUCUMOCTIU OM KamasioxXH020 HoMepa.
** UHGopMayusi 0 KamasoXHOM HOMepe U KOMMiekmayuu Habopa

npedocmasneHa Ha calime diasens.by.
Mo >xenaHuto 3aka3quka Habop MOXem rMocmasnsimscsi C KanubposoYHbIM U
KOHMPOSIbHBLIM Mamepuasom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!

PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHUI0. XpaHUTb B TEMHOM MecTe npu
Temnepartype ot 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUs CpoKa roAHOCTU

lNocre eckpbimusi: CTabunbHbl B TeHeHUEe 2 MecALEeB.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4eHUE 2 MecsiLEB.
lpu pabome ¢ Pabo4yum peaceHmom: ANa npurotosrneHns Paboyero peareHTa
PeareHT 1 1 PeareHT 2 cmewwuBaloT B COOTHOWeHUn 5:1. Pabouuii peareHT
cTabuneH npu Temnepatype ot 2°C o 8°C B TeueHue 4 Hegenb unu 5 gHew npu
Temnepatype ot 15°C go 25°C. XpaHuTb B TEMHOM MecTe.

3a 30 mMuHyT Oo npumeHeHus Kanubpartopa u_KoHTpons BO ¢bnakoHbl
nobaBuTb HeobxoguMoe KONMMYEeCTBO [AEeMOHW3MPOBAHHOW BOAbI, COrMacHo
MHOpMaLmK ykazaHHOM Ha aTukeTke. CTabunbHOCTb KanubpaTtopa U KOHTponsi
nocre BoccTaHoBNeHust 8 yacoB npu TemnepaType ot 15°C pgo 25°C, 5 pgHen —
npu Temnepartype ot 2°C go 8°C unu 1 mecs - npy Temnepartype ot MuHyc 20°C.
He ponyckaTb MOBTOPHOrO — 3amopaxvBaHusi-pasmMopaxuBaHus. Wsberatb
3arpsi3HeHUs.

Mpu3HaKkM HeNnpUrogHOCTU peareHToB ANs NPUMeHeHUs:
- HanMuKe B pacTBOPE PEareHToB MyTHOCTU UMM OKPACKY;

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxogsme B cocTtaB Habopa, npedHasHayeHbl TOMbKO Ans
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Mpn pabote c HaGopamy peareHTOB crefdyeT MpUMEHSITb CpeacTea
VHOVBUAYarbHON 3alKTbl B COOTBETCTBUN C AEWUCTBYIOLLMIA 3aKOHOAATENLCTBOM
Pecnybnukvn Benapycb. [JonyckaloTcs K NPUMEHEHWIO NepyaTkv MeauuuHCKue
OQHOpa3oBble W XxanaTbl MeauUMHCKMe, oTBevaolwme aenctsytowmm THIMA
Pecnybnukv Benapycb 1 umetowne fOKyMeHTbI, NoATBEPXAAlOLWMNE KayecTBO U
6e30nacHOCTb B 0611acTvi NpUMeEHeHMsI.

Mpw paboTe ¢ Habopamu cnepyeT cobnoaaTb NpaBuna TexHWkK 6esonacHocTy B
COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBom Pecnybnuku Benapycb
YTunusaums He NCnonb3oBaHHbIX MO0 C NCTEKLIMM CPOKOM FOAHOCTM peareHToB
NPOXOAMT B COOTBETCTBMM C OEMCTBYIOLUMIA 3akoHodaTensctBoM Pecnybnuku
Benapyceo.

O6pasubl M UX CTaOUNBLHOCTD:

- HeremonusupoBaHHasi CbIBOpPOTKa WNMM MnasmMa KpoOBM  MauueHTa.
PekomeHnayetcs vcnonb3oBaTtb renapvH unv STA B kayecTBe aHTUKoarynsHTa.
OTpenuTb CrycTOoK M OXNaguTb Kak MOxHO ckopee. CtabunbHa B TeyeHue 1
Mecsua npu Temnepatype ot 2°C go 8°C.

- Moua. [ina xpaHeHus gosectu pH npumepHo o 7,0. CtabunbHocTb 06pasLoB
— 10 gHe npu Temnepatype ot 2°C o 8°C.

MeToauka ansi pyYHbIX M NoslyaBTOMaTU4YECKUMX aHanu3aTopos.
Heo6xoaumoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- cnekTpodoTOMETp C TepMOCTaTMpyeMbiM  KIOBETHbIM  OTAEeNIeHueMm,
No3BONSIIOWMIA NPOBOAUTL M3MEPeHWUs npu AnuvHe BonHbl 405 HM ¥ AnuHown
onTu4eckoro nyTu 1 cm;

- A03aTOPbI C HAKOHEYHMKaMK, No3eonsiolme oTéupats 0,01 - 1 mn;

- cekyHaomep.

Xoa aHanwu3sa:

YcnoBusi npoBefieHUst aHanmaa:

- AnvHa BonHbl — 405 HMm;

- ANVHa onTU4eckoro nyTm — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 06HYNSHT OTHOCUTENBHO AUCTUMIIMPOBAHHOW BOAbI.

BHecTu B KiOBETbI: MakpomeTog MonymmkpomeTog
PaGouwnit peareHT, Mn 1 0,5
O6paseu, mn 0,02 0,01

MepemeLunBaloT 1 MHKYGUPYIOT 1 MUHYTY. M3MepsitoT onTuyeckyto
NNOTHOCTb Kaxaon cmeck (A1) n ewe vyepes 3 MUHYTbI U3MepstoT (Az).

PesynbTtarbl:

[ins kaxporo obpasua paccumtbiBatoT AA/MUH= (A2- A1)/3.

AKTMBHOCTb anbda-amunasel B 06pasue paccumTbiBaloT no popmyne:
akTmBHOCTb (E/n) = AA/MKH x 5060*,

'ne 5060 — dpakTop.

* - KOppeKTHee pacyeT aKTWBHOCTWM BeCTU OTHOCUTENbHO kanubpaTopa. B
KayecTBe kanubpaTtopa pekOMEHAyeTCs  WCMonb3oBaTb  KanMGPOBOYHYO
CbIBOPOTKY npousBoacTBa Randox (Benukobputanus), Spinreact (Mcnaus),
Cormay ([Monblua) n aopyrux NpoM3BoAUTENEN.

***AHaNUTM4YeCKne XxapakTepuCcTUKN:
YyecmeumenbHocme: He 6onee 1,1 E/n.
Jlunelinocmsb: 1,1 — 2000 E/n.
Ecnu akTuBHOCTb anbda-amunasbl B obpasue npesbiwaetr 2000 E/n, 1o
obpaseL Heobxoaumo passecTun duamonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULNEHT pa3BeaeHus.

To4yHOCMb:
BocnpowussoanmMocTb BocnpoussogumocTb
BHYTpY cepuu MexXcepuiiHas

CpepgHee (E/n) 88 280 92 296
SD 1,892 6,524 2,328 8,406
CV,% 2,15 2,33 2,53 2,84
n 10 10 10 10
Koppensiyus:

20 06pa3Lios 6bI10 NpoaHanNM3nMpoBaHo ¢ Ucnosnb3oBaHWem Habopa peareHToB
Ans onpefenenvst anbda-amunasbl (npou3BofcTBa «[naceHc») W Apyrum
Habopom peareHToB, BHeCEHHbIM B PeecTp nsaenuin MeamumnHCKoro HasHauyeHust
PB.

KoadhduumeHT koppensuuu: 0,983.

***[laHHble MOMyYeHbl Npu Ucnonb3oBaHuy aHanusatopa Mindray cepun BS,

ANs ApYrMX aHanu3aTtopoB OHW MOTYT OTANYaTLCS.

KOHTpOHb Ka4yecTBa:

KoHTponb kayecTBa U3MepEHN MPOBOAMUTCS C UCMONMb30BAHUEM KOHTPOJIbHOTO
maTepvana [ABYX YpoBHel. [lpu HENpOXOXAEHWM KOHTpOnen npoBOAMTCA
nepekanubposka. [Mocne nepekanvMbpoBKM criegyeT CHOBa MpPOTECTUPOBaTb
KOHTporn. B cnyyae  HenpoxoxaeHWst  KOHTpONs  KavecTBa  nocrne
nepekanubpoBky, HeoGXoAMMO MpPOBEPUTb WCMPaBHOCTb aHanusatopa W
Hanu4yne NpU3HaKoB HENPUIOAHOCTU peareHToB.

Kaxxgasi nabopaTtopusi MpOBOAMT KOHTPOMNb KavyecTBa COrMacHO CBOeMn
YTBEPXAEHHOW Cxeme.

PekoMeHOyeM NpUMEHSITb Ansi KOHTPOMs KAaYecTBa KOHTPONbHbIN MaTepuan,
BXOASWMA B cocTaB Habopa, unu npoussBoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([MonbLua) v Apyrux npoussoauTenei.

PedepeHCcHbIe 3HaYeHus:

[ CbiBopoTka v nnasma Kposu [ no28-100 E/n |
Moua | no450E/n |
MpuBeeHHble pedepeHCHbe 3HAYEHUS! OPUEHTUPOBOYHbIE:  Kaxdast

nabopaTopusi JOMKHa Cama yCTaHaBNMBaTh CBON PethePEHCHBIE 3HAUEHNS.

UHTepdepeHuums:

Femonus, 6unupy6buH 6onee 600 mkmonb/n, nunemus 6onee 5 r/n.

AKTMBHOCTb  anbga-amMmunasbl O4YeHb CWUMbHO 3aBUCUT OT TemnepaTypbl
NpoBefeHVs1 aHanu3a, Mo3TOMy HeobXxoauMMo CcrneauTb, YTO TemnepaTtypa 6Gbina
nMeHHo 37°C.

KonupoBaHue n nepegaya TpeTbUM nNuuam 3anpelueHb!
Mo Bonpocam MeToANYECKOW MOMOLLM U 3aKyMKW o6pallaTbCcA no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Heotbemnemoi yactbio VIHCprKI.IVIFI no NMPUMEHEeHUo ABIAIOTCA
aganTauuoHHble nporpaMmMbl (MeTOﬂMKM) no NpUuMeHeHuto HaGopa
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OMOXUMUNYECKMX NapamMeTpoB:

MaHkpeaTuyeckasn anbca-ammnasa

KnuHunyeckoe 3HauyeHue:

YernoBeveckasi a-amurasa COCTOMT W3 ABYX OCHOBHbIX M30(hEepMEHTOB: U3
NOAXEeny/AOYHOI Xenesbl W CMOHHOW, KOTOpble KOAWUPYITCS [ABYMSI pasHbiMU
reHamu. [MaHkpeaTuyeckas amunasa CHUHTE3MpyeTCsi TOMbKO B TKaHU
NOAXEeny/AOYHON Xenesbl auWHapHbIMU KNeTkamu, B TO Bpems Kak CIloHHas
amunasa BCTpPeYaeTCsi B MHOrOUYUCIEHHbIX MeCTax: CrOHHbIE XKemne3bl, NleroyHble
TKaHW 1 TA.

Onpepenexune obliein a-amunasel, UCMonb3yeMoe A OLEHKU paccTpoMCTB
NoAXXenyAo4HO Xenesbl, YacTo AaloT BBOASLLYIO B 3abnyx/aeHne nHdbopmauuio
13-3a NPUCYTCTBUSA BbICOKOW aKTMBHOCTU CIIIOHHOW amunasbl. OLeHka n3oamunasbl
NoAXKenyAoYHO xernesbl ByaeT UMeTb GOrbLUYO KIIMHUYECKYIO CneunduyHOCTb
ANs AMarHoCcTUKkM 3aboneBaHUin NoMXKenyaoYHOW Xemnesbl, YeM OLieHka obLueit
amunasbl.

[narHo3 He AOMKeH CTaBUTbCA Ha OCHOBaHWWM ofdHoro Tecta. Heobxogumo
y4uTbIBaTh pe3ynbTaThbl APYrUX UCCIEA0BAHWUIA U KIIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToQa:

Ha nepBoit ctaguu MHky6aumm akTMBHOCTb anbda-amunasbl CrtoHbl YerioBeka
MHrMBMpyeTca ABYMS BWOAMW MOHOKMOHAmbHbIX aHtTuTen (6e3 BnuAHWS Ha
aKTUBHOCTb MaHKpeaTnyeckon anba-amvnasbl).

Ha BTOpOIf cTagun naHkpeaTuyeckas anba-amunasa katanmsupyeT ruaponuns
(G7) napa-HutpodbeHun-2-D manbTorentasuga go G2 n-HutpodpeHona (pNP),
G3pNP 1 G4pNP, koTopble rugponuaytotca Ao pNP v rmioko3bl noa AeicTBremM
rmioKo3nAasbl:

71" L
7

P

o -amunasa
5 atunuaeH-G7 pNP + 5 H20 — 2 atunnaeH-G5 + 2 G2pNP +
2 atunuaeH-G4 + 2 G3pNP + atunuaeH-G3 + G4pNP
o -rmoko3vnaasa

2 G2pNP + 2 G3pNP + G4pNP + 14 H20 ———— 5 pNP +14 rnioko3a

CkopocTb 06pa3oBaHusl M-HUTPOeHoNa MPOMopLMOHanbHa KaTanmMTuieckomn
aKTMBHOCTM 0-amuna3sbl B 06pasLe, YTo n3MepsieTcst (DOTOMETPUYECKU NPpU ANnHE
BOMHbI 405 HM.

Ha6op npenHasHayeH Ansi WUCNOMb30BaHWUS Ha MOMyaBTOMATUYECKUX W
aBTOMaTM4YeCcKnX BUOXMMUYECKUX aHanmn3aTopax.

CocTtaB Habopa*:

KOHMPOSIbHLIM Mamepuasom.

nO.qI'OTOBKa peareHToB K TPUMEHEeHU U UxX CTabUNbLHOCTL:

PeareHT 1 1 PeareHT 2 roToBbl kK NpUMeHeHM0. XpaHUTb B TEMHOM MecTe npwu
Temnepartype ot 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUs CpoKa roAHOCTU

lMocrie eckpbimusi: CTabunbHbI B Te4eHne 3 MecsaLeB.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecaLeB.

3a 30 MuHYT 00 NnpuMmeHeHus KanvnbpaTopa n_KoHTpons Bo chnakoHbl 406aBnTb
HeobxoaMMoe KONMMYeCTBO [eNOHW3MPOBAHHON BOAbl, COMMAacHO MHdopMaLmn
yKasaHHOi Ha aTukeTke. CTabunbHOCTb kanmbpatopa W KOHTpomsi rnocrne
BOCCTaHOBMeHNUs 8 yacoB npu Temnepatype oT 15°C po 25°C, 5 gHeit — npwm
Temnepatype oT 2°C go 8°C unu 1 mecsu - npy Temnepatype oT MuHyc 20°C. He
ponyckaTtb NMOBTOPHOTO 3aMopaxuBaHs-pa3MopaxKmBaHUsI. MN3Beratb
3arpsisHeHUs.

anSHaKVI HenpurogHoCTn peareHToOB AndA NpUMeHeHUA:

- HanuuuMe B pacTBOpe peareHTOB MYTHOCTU Wnn okpacku (PeareHT 2
n3Ha4yanbHO MMeET CBETNO-XENTYI0 OKPacky).

Mepbl NpegoCcTOPOXKHOCTU:

PearenTbl, Bxopsilme B cocTaB Habopa, npedHas3HayeHbl TOMbKO ANA
[OMarHoCTuKM in vitro. He npuHumamb 6 Hympsb.

Mpn pabote c Habopamn peareHTOB cregyeT MNPUMeEHATb CpeacTea
VHAMBWAYaNbHON 3aliMTbl B COOTBETCTBUM C AEWCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycb. [onyckaloTcs K NpUMEHEeHWo nepyaTku MeauuMHCKue
O[HOpa3oBble W XxanaTbl MeduuMHCKWe, oTBevallwme pgenctsyowmm THIMA
Pecny6nukn Benapycb 1 umetolme AOKyMeHTbI, NOATBEPXAAlOLLME KayecTBO U
6e3onacHoCTb B 06n1acTut NPUMEHEHNS.

Mpwu paboTe ¢ Habopamu cnepyeT cobniogaTe NpaBuna TeXHUKN 6esonacHocTn
B COOTBETCTBUM C [ENCTBYIOLLMWIA 3aKoHoAaTenbcTBOM Pecnybnuku benapyco.

YTunusaumss He UCMonb30BaHHbIX NMGO C WCTEKWMM CPOKOM T[O[HOCTU
peareHTOB NPOXOAMUT B COOTBETCTBUWM C [AEWCTBYIOLMIA 3akOHOAATENbCTBOM
Pecnybnuku Benapychb.

O6pa3ubl U UX CTaBUNBLHOCTD!:

- HeremonusupoBaHHasi CbiBOpOTKA WNM nNnasma KpoBM  NauMeHTa.
PekomeHgyeTcs ucnonb3oBatb renapuH unum SOTA B Ka4yecTBe aHTMKOarynsiHTa.
OTAenuTb CrycToK U 0XNafuTb Kak MOXHO ckopee. CTabunbHa B TeYeHve Hegenu
npu Temneparype ot 20°C go 25°C unu B TeyeHne 1 Mecsua npy TemnepaTtype ot
2°C po 8°C.

- Mova. [ns xpaHeHus poBect pH npumepHo go 7,0 (anbda-amunasa He
cTabunbHa B kucnon cpeae). CtabunbHocTb 06pasLoB — 2 AHS Npu TemnepaType
ot 20°C po 25°C unu 10 gHew npu Temnepatype ot 2°C go 8°C.

MeToauka ansi nonyaBToMaTu4YeCcKMX aHanuM3aTopos.

Heo6xoaumoe, Ho He NpefocTaBnsiemoe o6opyaoBaHue:

- CNeKkTpohoTOMETp C TepMoCTaTMpyeMbiM  KIOBETHbIM  OTAEeNIeHueM,
No3BONSIOWMIA NPOBOANTL U3MEpPEeHWs Mpu AnuHe BonHbl 405 HM u AnvHon
onTu4eckoro nyTn 1 cm;

- 403aTOpbl C HAKOHEYHMKaMW, no3sonstoLwme otbupatb ot 0,01 mn go 1 mm;

- cekyHaomep.

PeareHT 1 PeareHT 2 KanuGpatopbl / kKOHTponu ** Xop ananusa:
YcnoBusi npoBeAeHUs aHanmaa:
HEPES-Gydep pH HEPES-Gydep KoHueHTpauus - AMVHa BoMHbI — 405 HM;
7,15+ 0,1 pH7,15+ 0,1 KanmbpaTopoB / KOHTponen - ANVHA OMTUYECKOrO MyTH — 1 CM;
Hatpus xnopug 4,6-aTunuaex- yKasaHa Ha 3TUKeTKe - Temnepatypa - 37°C;
Martus xnopua G7 pNP AHanuaaTop 06HYNAT OTHOCUTENLHO AUCTUINIMPOBAHHON BOAPbI.
Q-rntokosmnpasa [ns cbigopomku unu nnasmbl KPoeu:
MoHokroHanbHsle BHECTU B KIOBETbI: MakpomeTon MonymukpomeToa
aHTuTena PeareHT 1, Mni 1,0 0,5
Asua HaTpus O6paseu/kanuépaTop, Mn 0,04 0,02
75 mn 15 mn Hanmt:;;gﬁfgigé:qaﬂc;pe no Mepemeluatb 1 MHKY6MpoBaTb 3 MUHYTbI Npu Temnepatype 37°C
85 mn 17 mn Hanuyve n obbem B Habope no FE:;?OTU'.M" | 0.2 | 0.1
XenaHuio 3akasuunka -
Hanuune 1 06bEM B Habope no BHecTu B kioBeTHI: MakpomeTop MonymmkpomeTon
150 mn 30 mn XeNnaHWIo 3aKasuunka Pearent 1, Mn 1,0 0,5
* - obbeMm peaceHmMos 80 (prakoHe U KOIu4Yecmeo (hraKkoHO8 MOoXem O6paseL/kanubpatop, Mn 0,02/0,04 0,01/0,02
8apbUPO8aMbCS 8 3a8UCUMOCMU OM KamarioXHo20 Homepa. Mepemewatb 1 nHKybupoBaTb 3 MUHYTHI Npu Temnepatype 37°C
** - MHGoOpMauus O KaTanoXHOM HOMepe W KoMmnnektauun Habopa Pearent 2, Mn | 0,2 | 0,1

npegocTaeneHa Ha cante diasens.by.
Mo xenaHuio 3aka3duka Habop MOXem rocmaensmbsCsi C KarubposoYHbIM U

MepemeLunBaloT 1 UHKYBUPYIOT 2 MUHYTY. VI3MEPSIIOT ONTUYECKYO NMNOTHOCTb
Kaxgomn cmecm (A1) 1 eLle Yepes 3 MUHYTbI M3MepsIoT (Az).

PesynbTarthbi:
[ns kaxporo obpasua paccunTbiBaloT AA/MUH= (Az- A1)/3.
AKTMBHOCTb anbga-ammnasbl B 06pasLe paccynTbiBaloT No opmyne:
[insi CbIBOPOTKM UMW Mra3mbl KPOBY:
akTuBHOCTb (E/n) = AA/MUH x 3130%,
[Onsi mouun: aktuBHoCTb (E/n) = AA/MuH x 6160%,
'ae 3130 — chakTop AN CbIBOPOTKM UMK Nnasmbl,
6160 — cbakTOp ANs Mouw.
- KOppeKTHee pacyeT aKTUBHOCTW BECTM OTHOCUTeNbHO kanubpaTopa. B
KayectBe kanubpatopa peKOMeHAYyeTCcsl  WUCMonb3oBaTb  KanuMGPOBOYHYHO
CblBOPOTKy npomsBoacTBa Randox (Benukobputanus), Spinreact (Mcnawus),
Cormay (MonbLua) v Apyrux nponssoauTenei.

*

***AHaNUTU4YeCKne XxapakTepuCcTUKu:
YyecmeumenbHocms: He 6onee 3 E/n.
JlunetiHocms: 3 - 1500 E/n.
Ecnn aktuBHOCTb anbga-amunasbl B obpasue npesbiwaetr 1500 E/n, 1O
obpa3seL, HeobxoamMmo passectu duamonorndeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a nomny4eHHbIn pe3ynbTaT yMHOXUTb Ha KO3(hULMEHT pa3BedeHus.

To4HOCMB:
BocnpoussoanmocTb BocnpoussoammocTb
BHYTpY cepum MexcepuiiHasi
Cpeptee (E/n) 66 266 69 260
SD 1,894 6,810 2,084 7,280
CV,% 2,87 2,56 3,02 2,80
n 10 10 10 10
Koppensiyus:

20 o6pasuoB 66110 NpoaHanMa3MpoBaHo ¢ ucnonb3oBaHrem Habopa peareHToB
ONA onpeAeneHnss  naHKkpeaTudeckon  anbga-amunasbl  (Mpou3BoAcTBa
«[JnaceHc») M ApyrMm Habopom peareHTOB, BHECEHHbIM B PeecTp usgenuii
MeANLUMHCKOro HasHayenuns Pb.

KoadhcuumeHT koppensiuum: 0,986.

***[laHHble nofly4YeHbl NPW Mcnonb3oBaHWM aHanusaTopa Mindray cepun BS,
ONs pyrvx aHanvM3aTopoB OHU MOTYT OTNIMYaThCS.

KOHTpOHb Ka4yecTBa:

KoHTponb kauecTBa n3mMepeHuii NPOBOAUTCS C UCMONb30BAHNEM KOHTPOMBHOMO
maTepvana [ABYX YpoBHel. [Ipy HEnpoxXOoXAEHWU KOHTPOMNen npOBOAMTCS
nepekanubposka. [locrne nepekanuGpoBkU criefyeT CHOBa NpPOTECTUPOBATbL
KOHTponu. B cnyyae HenpoxoxaeHust KOHTPONs kayecTBa nocrne nepekanubpoBku,
Heo6GXo4MMO MPOBEPUTb WCMPABHOCTb aHanu3atopa W Hanuuve npu3HaKoB
HenpurogHoOCTU peareHToB.

Kaxpgass nabopaTtopusi MpOBOAMT KOHTPOMNb KayecTBa COMMacHoO CBOeW
YTBEPXKAEHHOW CXeme.

PekomeHayem MpUMEHSITb Ansi KOHTPOIsI KaYeCcTBa KOHTPOSbHLIN MaTepuan,
BXOASLWMIA B cocTaB Habopa, unu npoussoacTtBa Randox (BenukobputaHus),
Spinreact (Mcnanus), Cormay ([Monblua) n Apyrux NpoM3BoauTenen.

PedepeHCHbIe 3HaYeHus:
[ CblBOpOTKa M Nna3ma Kposu [
| Movua (pa3oBas nopuus) | no350E/n |
MpuBeaeHHble  peddepeHCHbIE  3HAYEHMSl  OPUEHTMPOBOYHBIE:  Kaxaas
naGopaTopus AOMKHa Cama YCTaHaBNMBaTh CBON pediepeHCHbIE 3HaUYEHNs.

13-53 E/n |

UHTepdepeHuums:

emorno6wH 6onee 1,5 r/n, GunupybuH 6onee 1000 mkmonb/n, nunemus 6onee 1,7
r/n.

AKTVBHOCTb arb@a-aMmuna3sbl O4eHb CUIbHO 3aBUCUT OT TEMMePaTypbl NPOBEAEHUS
aHanuaa, NoaToMy HeobxoaMMOo crneanTb, YTo TemnepaTypa 6bina umeHHo 37°C.

KonupoBaHue 1 nepegaya TpeTbUM NuuaM 3anpeLueHbi!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyNKK obpaluaTbcs no
TenecdoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbHo MHCTPYKLMIA NO MPUMEHEHUIO SIBMSILOTCSA
afjanTauMoHHble NporpaMmMbl (MeTOAUKMN) NO NPMMeHeHUo Habopa
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UHCTpYKLZA Ro GRNMeR HUIO
Habopa peareHvuE-rns oriseeneHus

6MoXMMUYECKMX NapamMeTpoB:
ANT

KnuHunyeckoe 3Ha4vyeHue:

AnaHvHamvHoTpaHcdepasa (ANIT) B OCHOBHOM COAEPXKUTCH B MEYeHU U
MoYkax, B MEHbLUEM KOJIMYECTBE — B CKENIETHbIX MbILILAX U cepale. AKTUBHOCTb
depMeHTa MoBbILLAeTCst Npy 3aboneBaHWsX NevyeHy (LMppPO3 neveHun, renaTwuT,
OMyXonu neYeHn), MblLeYHble TpaBMbl, cepeyHasi HeJoCTaTOYHOCTb, OBLUMPHBIV
MHPapKT M1okapaa.

[lnarHo3 He JOMKEH CTaBUTbCSA HA OCHOBaHWM ofHoro Tecta. Heobxoanmo
yuMTbIBaTb pe3ynbTaTbl APYrMX UCCNEeAOBaHWUN 1 KITMHUYECKYIO KapTUHY.

anIHLlVIﬂ MeToaa:
doTomeTpuyeckuii mMeTop onpegeneeHuss aktmBHoctu AJIT ocHoBaH Ha
crepytoLLei NocneaoBanbHOCTY (PepMEHTATUBHBIX PeakLuii:
AT
L-anaHvH + a-keTornyTopar

— [nyTamar + nupysaTt

nar
Mupysat + NADH + H* — naktaT + NAD*

CKOpOCTb YMEHBLUEHUSI KOHLIEHTPaLMW HUKOTUHAMUAAAEHUHONHYKEeoTUAa
(NADH) nponopuwuoHanbHa katanutuyeckon aktusHoct AJIT B obpasue, 41O
n3mepsieTcs poTomeTpruyeckn nNpu AnvHe BonHbl 340 HM.

Ha6op npegHasHaveH ans ncnonb3oBaHus Ha PYYHbIX,
nonyaBTOMaTUYECKUX 1 aBTOMATUYECKUX BUOXUMUYECKUX aHanmsaTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 Kanu6paTtopb! /
KOHTpOmu **
TRIS 6ycep pH 7,3+ 0,1 a-ketornytopar KoHueHTpauus
JlakTaTgerngporeHa-3a NADH kanubpartopos /
L-anaHuH KOHTpoOnewn yka3aHa
KoHcepBaHT Ha 3TUKETKe
Hanuune 1 o6beM B
80 mn 20 mn Habope Mo xenaHuno
3aKas4unka
Hanuuve n obbLem B
240 mn 60 mn Habope no xenaHuo
3aKasumka
Hanuune 1 o6beM B
320mn 80 mn Habope Mo xenaHunio
3aKas4unka
Hanuuve n obbLem B
400 mn 100 mn Habope no xenaHuio
3aKasumka
Hanuuve n obbLem B
800 mn 200 mn Habope Mo xenaHunio
3aKas4unka

* - obbeMm pea2eHmos 80 (b/lakoOHe U KO/Iu4ecmeo hriakoHo8 MOoxXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHOo20 HoMepa.

** - UHghopmauyus O KamaroxHOM HOMepe U Komriekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuto 3aKka3qyuka Habop MOXem rnocmassimsCs C Kanubpos8oYHbIM U
KOHMPOSIbHLIM Mamepuasom.

MoproToBka peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTDb:

PeareHT 1 1 PeareHT 2 roToBbl kK IPUMEHEHMNI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

HeBckpbiTble: CTabubHbI 10 OKOHYAHWS CPOKa rOAHOCTU

Mocne BCKpbITUSA: CTaburbHbl B TeYeHWE 2 MecsiLeB.

Ha 6opTy aHanu3aTopa: cTabunbHbl B Te4YeHWe 2 MecsLEeB.

lNpu pabome ¢ Paboyum peazeHmom: Ans npurotoBneHus Paboyero peareHta
PeareHT 1 1 PeareHT 2 cmelinBaloT B HEOOXOAMMOM COOTHOLUeHun. Pabouun
peareHT cTabuneH npu Temnepatype ot 2°C go 8°C B TeveHue 4 Hefenb unn 5
OHen npu Temnepatype ot 15°C go 25°C. XpaHuTb B TEMHOM MecTe.

3a 30 muHyT o npumeHenns Kannbpartopa n_KoHTpons Bo donakoHbl 4o6aBuTb
HeobXoAMMoe KONM4eCcTBO [EeNOHU3MPOBAHHON BOAbI, COMMacHO WHdopMauum
yka3aHHOW Ha aTukeTke. CTabunbHOCTb kanubpaTopa M KOHTPOMsS mnocne
BOCCTaHoBMneHuss 8 yacoB npu TemnepaType oT 15°C pgo 25°C, 5 pHeit — npm
Temnepartype ot 2°C go 8°C unu 1 mecsau - npu Temneparype ot muHyc 20°C. He
gonyckaTtb NOBTOPHOIO 3aMOpaXNBaHUsI-pPa3MOPaXKUBAHMSI. W3beratb
3arpsisHeHus!.

anISHaKVI HenpurogHoCTu peareHTOB ANA NPUMEeHEeHUs:

- Hanuyve B pacTBOpe peareHTa MyTHOCTY;

- onTunyeckas NNoTHocTb Paboyero peareHta (anvHa BonHbl 340 HM, AnvHa
onTtuyeckoro nytn 1 cm) < 1,0.

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, BXxoaslme B coctaB Habopa, npeaHasHauveHbl TOMbKO ANA
OVnarHocTuku in vitro. He npuHumame 6 Hympsb.

Mpn pabote ¢ HaGopamu peareHToB crieayeT MPUMEHATb CcpeacTea
MHOMBMAYaNbHON 3alUTbl B COOTBETCTBUM C AEVCTBYIOLLWIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapyck. [JonyckaloTcs K NPUMEHEHWMIO nepyaTkn MeauLvHCKue
OofHOpa3oBble W XxanaTbl MegWUMHCKWE, oTBevalowme aencteyrowmm THIMA
Pecny6nukn Benapycb 1 umetolime AOKyMeHTbI, NOATBEPXalOLWME Ka4yecTBO U
6e3onacHoCTb B 06n1acTt NpUMeHeHust.

Mpu pabote ¢ Habopamu cneayeT cobnioaaTth NpaBuna TexHUKK 6esonacHocTu
B COOTBETCTBUM C AENCTBYIOLLMIA 3akoHoAaTenbCcTBOM Pecny6nvku Benapyce.

YTunusauma He WCMOMNb3OBaHHbIX NMMBO C WUCTEKWWUM CPOKOM T[O4HOCTU
peareHTOB MPOXOAMT B COOTBETCTBUM C AEACTBYIOLMIA 3aKOHOAATENbCTBOM
Pecnybnukn Benapyce.

O6pasubl U UX CTaBUNBLHOCTb:

- HeremonusvpoBaHHas cbiBOpoTka Unu nnasma kpoeu. OXnaguTb Kak MOXHO
ckopee, Tak Kak Mpu KOMHaTHOW TemnepaTtype (bepMeHT TepsieT aKTUBHOCTb.
OpuTpoLUTLI CneayeT Kak MOXHO ckopee OTAeNUTb OT CbIBOPOTKM, MOCKOMbKY
aKTMBHOCTb (hepMeHTa B HUX Bbille B 3-5 pa3, W reMonin3 MoXeT [AaTb NOXHbI
pesynbTar.

CrabunbHocTb 0bpasuyoB — 7 gHen npu Temnepatype oT 2°C go 8°C. He
3amopaxuBaTb.

MeToauka onsi nolyaBToMaTU4eCKUX aHanu3aTopos.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- CNeKTpohOTOMETP C TepMoCTaTUpyeMbIM  KIOBETHbIM  OTAENEHVEM,
No3BONSAOLWMIA NPOBOAUTL U3MEPEHWs Npu AnvHe BonHbl 340 HM M AnNuvHOW
onTn4eckoro nyTn 1 cm;

- 403aTopbl C HAKOHEeYHVKamu, no3sonsiowme oTbupatb ot 0,05 mMn go 1 mn;

- cekyHaomep.

Xop aHanusa:

Ycnosus npoBefeHunsa aHanusa:

- AnvHa BonHbl — 340 HM;

- ANHa onTU4eCcKoro nyTm — 1 CM;

- Temnepartypa - 37°C;

AHanusaTop 06HYNAT OTHOCUTENBHO AUCTUNITMPOBAHHOM BOAbI.

BHecTu B KoBETbI: MakpomeTog MonymunkpomeTog
PaGouwuii peareHT, Mn 1 0,5
O6paseu, mn 0,1 0,05

MepemeLunBaloT 1 UHKYBUPYIOT 1 MUHYTY. M3MEpsIoT OMTUYECKY0 MIIOTHOCTb
Kaxxgoun cmecy (A1) 1 elle Yepe3 3 MUHYTbI M3MepsitoT (Az).
Pe3ynbTartbi:

[Ons kaxporo obpasua paccuntbiBatoT AA/MUH= (A1- A2)/3.
AxtusHocTb AT B o6pasLie paccunTbiBaloT No hopmyne;
aktuBHocTb (E/n) = AA/MUH x (-1746),

Ine (-1746) — dakTop.

***AHaNUTUYEeCKNe XxapakTepuUCcTUKU:
YyecmeumenbHocms: He Gonee 4,0 E/n.

JluHeliHocms: 4-500 E/n.

Ecnn aktuBHocte AJlIT B o6pasue npesbiwwaer 500 E/n, To o6pasey
HeobxoauMo pasBecTu cumanonorndeckum pactsopom (0,9 % NaCl) B 2-10 pas, a
MOJyYeHHbI pe3ynbTaT YMHOXUTb Ha KO3(h(ULIMEHT pasBeaeHUs.

ToyHOoCMb:

BocnpoussoammocTb BocnpoussogmmocTts
BHYTpY cepuu MexcepuiiHas
CpeaHee (E/n) 33,4 135,0 32,1 131,9
SD 0,444 1,904 0,634 2,374
CcVv 1,33 1,41 1,97 1,80
n 10 10 10 10

Koppensyus:

50 06pa3LioB 6bINO NpoaHanM3nMpoBaHo ¢ ucnosnb3oBaHnem Habopa peareHToB
ons onpegenenvs AJlT (npousBoactBa «[uaceHc») u  ApyrMM  Habopom
peareHTOB, BHECEHHbIM B PeecTp cpeacTB MeLuHCKoro HasHaveHus Pb.

KoadbcpuumeHT koppensiuun: 0,981.

***[laHHble nosyyYeHbl MPU UCNonb3oBaHWM aHanusatopa Mindray cepun BS,
ANs APYTMX aHanu3aTtopoB OHW MOTYT OTANYaTLCS.

KoHTponb kayecTBa:

KoHTponb kayecTBa n3mMepeHunin NPoOBOANTCS C UCMONb30BaHNEM KOHTPOMbHOTO
Matepuana AByX YpOBHeW. [pu HENPOXOXAEHWU KOHTpONeW npOBOAUTCSH
nepekanubposka. lNocne nepekanubpoBku cnedyeT CHOBa NpoOTECTUpOBaTb
KOHTpoOnu. B cnyyae  HENpPOXOXAEHWs  KOHTPONs  kayectBa  Mocne
nepekannbpoBku, HE0H6X0AMMO NPOBEPUTL UCMPABHOCTL aHanM3aTopa v Hanuyne
NPU3HAKOB HEMPUIOAHOCTU peareHToB.

Kaxxpass nabopaTtopusi MpOBOAMT KOHTPOSlb KayecTBa COMMacHoO CBOeW
YTBEPXKAEHHOW CXeMe.

PekomeHayeM NpUMEHSITb Ons KOHTPOMsS kayecTBa KOHTPOMbHbLIA MaTtepwuan,
BXOASALWMA B coctaB Habopa, unu npoussodctBa Randox (BenukobputaHus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENEN.

PedrepeHcHbIe 3Ha4YeHus:

My>K4UHbI [ no41En |

MKeHWwmHbI | no31E/m |
MpuBefeHHbIE  PetepeHCHbIE  3HAYEHUs  OPUEHTUPOBOYHBLIE:  KaXAas

nabopaTtopusi LOMKHA Cama yCTaHaBMMBaTh CBON PEthePEHCHbIE 3HAUEHMS.

WUHTepdepeHums:
emonua.

KOI'II/IPOBaHVIe n nepepavya TpeTbUM nuuam 3anpeu.|eHb|!

Mo Bonpocam MeToAMYeCcKOW NOMOLLM M 3aKynKu obpallaTtbes No
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi Yactbio VIHCTPyKLl,VIVI no NMPUMEHEeHUI ABNAKTCA
aganTauuoHHble nporpaMmMbl (MeTO,DMKM) no NpUMeHeHuo Haﬁopa
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GMOXMMMNYECKNX NapaMeTPOB:
ACT

KnuHuyeckoe 3HayeHue:

AcnapTtatamuHoTpaHcdepasa (ACT) B OCHOBHOM COLEPXUTCS B MEYEHM,
cepaue u ckeneTHbix Mbiwuax. ACT — He cneumduryeckuii nokasaTernb, NO3TOMY
ero CMoOTpSAT B COBOKYNHOCTM ¢ AJ1T. AKTMBHOCTb hbepmMeHTa noBbILaeTcst nNpu
TNeKapCTBEHHbIX MOBPEXAEHUAX neyveHun, ankoronbHom renatute (ACT o6blvHO
>ANT), BUPYCHbIX 1 XpoHuyeckux renatutax (AT obbiuHo >ACT), MbilLEYHbIX
TpaBMax, nocrne ocTporo uHdapkta Muokapaa (ACT >AJT), npu Tennosom
yaape.

[lnarHo3 He JOMKeEH CTaBUTbLCSt HA OCHOBaHWUKM opHoro Tecta. Heobxoaumo
yuMTbIBaTb pe3ynbTaTbl APYrMX UCCNEeAOBaHWUMN 1 KITMHUYECKYIO KapTUHY.

MpuHUMN MeTopa:
doTomeTpuyeckuini MeTos onpepeneeHus aktmeHoct ACT ocHoBaH Ha
crneayLel nocnefoBanbHOCTY (PEPMEHTATUBHBIX PeaKLuii:
ACT
L-acnaprar + a-keTornytopart

— rnyTamart + okcanaTr

mar

Okcanat + NADH + H* — naktaT + NAD*

CKOPOCTb YMEHbLLEHWUSA KOHLEHTpaLmMy HUKOTUHaMuAaOeHUHAVHYKNeoTuaa
(NADH) nponopuuvoHanbHa katanutudeckon aktveHoctu ACT B obpasue, 4to
namepsietcs hoTomeTpuyeckn npu anuHe BonHbl 340 HM.

Ha6op npeaHasHaveH ans 1cnonb3oBaHus Ha PYYHBIX,
noflyaBTOMaTUYECKUX U aBTOMaTUYECKMX BUOXMMUYECKUX aHanu3aTopax.

CocTaB HabopoB*:
Pearent 1

PeareHT 2 KanubpaTtopbl / KOHTPONU

TRIS 6ycep pH 7,8 £ 0,1 a-KkeTornytopart KoHueHTpauus

ManatgerngporeHasa NADH KanubpaTopoB / KOHTponen
(mMAar) yKkasaHa Ha aTUKeTke
NakratgernaporeHasa

L-acnaprat HaTpus

KoHcepBaHT

80 mn 20 mn Hanuuue n obbem B Habope
MO0 XXeflaHMK 3akKa34vunka

240 mn 60 mn Hanuuue n obbem B Habope
N0 XenaHuio 3akasyuka

320mn 80 mn Hanuuue n obbem B Habope
MO0 XXefaHK 3aka3yunka

400 mn 100 mn Hanuuue n obbem B Habope
Mo XXefaHK 3aka3vunka

800 mn 200 mn Hanuuue n obbem B Habope

M0 XeNaHuWIo 3aKasuvka
- obbem peaceHmMo8 80 hriakoHe U KO/IUYeCmSO (hriakoHO8 MOXem
8apbUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.

** - uHghopmauyusi O KamarsioXHOM HOMepe U Komrnekmauuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuto 3aKka34uka Habop MoOXem rMocmMassisimbCsi C Karnubpo8OYHbIM U
KOHMPOIbHBIM Mamepuarnom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaOUNBHOCTb!

*

PeareHT 1 1 PeareHT 2 roToBbl kK NPUMEHEHW0. XpaHUTb B TEMHOM MecTe
npu Temnepatype ot 2°C go 8°C.
HeBckpbIThle: cTabunbHbI 0 OKOHYAHUSI CPOKa rOAHOCTU
Mocne BCKpbITUS: CTabWnbHbI B TeYeHWEe 2 MecsLEeB.
Ha 6opTy aHanm3aTopa: cTabunbHbl B TeYeHWe 2 MecsLeB.
lNpu pabome ¢ Pabo4um peazeHmoMm: ons npurotoeneHns Paboyero peareHTa
PeareHT 1 1 PeareHT 2 cmelnBaloT B HEOOXOAUMOM COOTHoLleHUN. Pabounii
peareHT cTabuneH npu Temnepatype ot 2°C o 8°C B TeyeHve 4 Hegenb unu 5
OHen npu Temnepatype ot 15°C go 25°C. XpaHuTb B TEMHOM MecTe.
3a 30 MuHYT OO npuMeHeHus Kanubpatopa w_KoHTponsi Bo ¢nakoHbI
nobaBuTb HeobxoayMMoe KONMMYECTBO [EUMOHWU3MPOBAHHON BOABI, COFMacHoO
MHGOPMaLnKM yKa3aHHOW Ha aTukeTke. CTabunbHOCTb kanmbpaTopa u KOHTpons
nocne BocctaHoBneHus 8 yacos npu Temnepatype ot 15°C po 25°C, 5 gHent —
npu Temnepatype ot 2°C go 8°C unu 1 mecs - npu TemnepaTtype ot MuHyc 20°C.
He ponyckaTb NOBTOPHOrO 3aMopakuBaHuWsi-pasmMopaxuBaHus. W3beratb
3arpsisHeHus!.

anI3HaKVI HenpurogHoCTun peareHToOB And NpUMeHeHUsA:

- Hanuyne B pacTBOpe peareHTa MyTHOCTY;

- onTu4eckas NNoTHocTb Paboyero peareHTa (anuHa BonHbl 340 HM, ANvHa
ontuyeckoro nytn 1 cm) < 1,0.

Mepbl NpegoCTOPOXKHOCTU:

PeareHTbl, BXopsime B cocTaB Habopa, npedHas3HauyeHbl TOMbKO Anst
OVarHocTuku in vitro. He npuHumame 6 Hympsb.

Mpn pabote c HabGopamu peareHTOB criegyeT MPUMEHATb CcpeacTBa
MHOVBMOYanNbHON 3aLiMThl B COOTBETCTBUM C AECTBYIOLLMI 3aKOHOAATENIbCTBOM
Pecny6nukn Benapycb. [lonyckaloTCA K NpUMeHEeHWo nepyaTku MeauLMHCKne
ofHOpa3oBble W xanaTbl MeAuuUMHCKMe, oTBevatowme aencTsylowmm THIA
Pecny6nukn Benapycb 1 nmetoLe 4OKyMeHTbI, NOATBEPXAAoLLME KayecTBO U
6e3onacHoCTb B 06n1acT NpUMEHeHUst.

Mpn pabote c¢ Habopamu cnegyeT cobniogate npasBuna  TEXHUKW
6e3onacHOCTM B COOTBETCTBUM C  [AEWCTBYIOWMIA  3aKOHOAATENbCTBOM
Pecny6nukun Benapycb

YTunusaums He MCnosfib30BaHHbIX NGO C WUCTEKWMUM CPOKOM FOAHOCTM
peareHTOB NPOXOAWT B COOTBETCTBUM C [EWCTBYIOLIMIA 3aKOHOAATENIbCTBOM
Pecny6nukun Benapyce.

O6pa3ubl U UX CTaBUNBLHOCTD!:

- HeremonuanpoBaHHasi cblBOpoTka unu nnasma Kkposu. Oxnagutb kak
MOXHO CKOpee, Tak Kak Mpu KOMHaTHOW TemnepaType ()epMeHT TepsieT
aKTUBHOCTb. OpUTPOLMTBEI PEKOMEHAYETCsl Kak MOXHO CKkopee OTAeNnuTb OT
CbIBOPOTKM, MNOCKOSbKY akTuBHOCTb ACT B HiX B 10 pa3 BblilLe, YeM B CbIBOPOTKE,
1 reMonu3 MoXeT AaTb NOXHbINA peaynbTaT.

He 3amopaxwuBath 6uonoruyecknin matepuan.

CrabunbHocTb 06pasuoB — 7 gHen npu Temnepatype ot 2°C go 8°C.

MeToauka ans nonyaBToMaTU4YeCKMX aHanuM3aTopos.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNekTpOOTOMETP C TEPMOCTATUPYEMbIM KIOBETHLIM OTAENIEHUEM,
NO3BOMAOWMIA NPOBOANUTL M3MEpPEeHUs npwu AnuHe BonHbl 340 HM K AnuHON
ONTMUYECKOTO MyTun 1 CM;

- [03aTOpbI C HAKOHEYHKKaMK, no3sonstolme otéupatb ot 0,05 mn go 1 mn;

- cekyHaomep.

Xoa aHanwu3sa:

YcnoBus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 340 HM;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temnepatypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO ANCTUMNNPOBAHHOW BOAbI.

BHecTu B KioBETbI: MakpomeTtog MonymunkpomeTog
Pabouwnii peareHT, Mn 1 0,5
O6paseu, mn 0,1 0,05

MepemeLunBaloT 1 UHKYBUPYIOT 1 MUHYTY. N3MEpSsIOT ONTUYECKYH0 MIIOTHOCTb
Kaxxgoun cmecu (A1) 1 elle Yepe3 3 MUHYTbI M3MepsitoT (Az).

Pe3ynbTtarthbi:

[Ons kaxporo obpasua paccuntbiBaloT AA/MUH= (A1- A2)/3.

AxtneHocTb ACT B 06pasLie paccuuTbiBatoT no opmyne;
aktnBHoCTb (E/M)= AA/MUH X (-1746),

Ine (-1746) — dakTop.

***AHanNUTU4YeCKue XxapakTepUCTUKU:
YyecmeumenbHocms: He Gonee 4 E/n.
JluHeliHocms: 4 - 690 E/n.
Ecnn aktuBHoctb ACT B o6pasue npeBbiwaetr 690 E/n, To obpasey
Heobxoanmo passecTy duamonorudeckum pacteopom (0,9 % NaCl) B 2-10 pas,
a MomnyYeHHbIN pe3ynbTaT YMHOXWUTb Ha KO3 (ULMEHT pa3BeaeHus.

To4HOCMB:
BocnpowussoaumMocTs BHYyTpM | BocnpowasogmmocTb
cepumn MeXcepuiHas
CpegHee 37,0 167,9 37,7 169,2
(E/n)
SD 0,492 1,948 0,581 2,199
CcVv 1,33 1,16 1,54 1,30
n 10 10 10 10
Koppensiyus:

20 06pa3LoB 6bIN10 NpoaHanManpoBaHo ¢ ucnonb3osaHnem Habopa peareHToB
ons onpepenenns ACT (npousBoactBa «[uaceHc») u gpyrum Habopom
peareHTOB, BHECEHHbIM B PeecTp cpeacTB MeANLIMHCKOrO HadHaveHus Pb.

KoadbduumeHTt koppensiunm: 0,977.

***[laHHble NonyyeHbl NPy UCNonb3oBaHWK aHanusaTopa Mindray cepuu BS,
ANst APYIMX aHanmM3aTopoB OHW MOTYT OTNNYaTLCS.

KoHTponb kayecTtBa:

KoHTponb  kayecTBa  M3MepeHWn MNpPoOBOAMTCA C  WCMOMb30BaHUEM
KOHTPOMbHOrO MaTtepuana [AByX YpoBHeW. [Mpy HenpoxoxaeHuu KOHTponen
npoBoauTcA nepekanubposka. [locne nepekannbpoBkn cneayeT cHoBa
NpOTECTMPOBATL KOHTPONW. B criyyae HENPOXOXAEHNS KOHTPOIS KAYeCTBa Nocne
nepekanubpoBkn, HeobxoOWMO NPOBEPWTbL WCMPaBHOCTb aHanusaTopa U
Hanvuue NpU3HaKoB HEMPUIOAHOCTU PeareHToB.

Kaxpass nabopatopusi MpOBOAUT KOHTPOMNb KayecTBa COIMacHO CBOEN
yTBEPXKAEHHOM CXxeme.

PekomeHayeM NpUMEHsTb Ansi KOHTPOIS KAYeCTBa KOHTPONbHbIA MaTepwuarn,
BXOASLMIA B cocTaB Habopa, unu npousBoacTBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([Monblua) n Apyrux NponM3BoauTenen.

PedepeHCHbIe 3HaYeHus:
My>K4UHbI | mo37Em |
[ >KeHwmHbl | no31E/m |
MpuBeaeHHble  pedepeHcHble  3HAYeHWs  OPUEHTMPOBOYHbIE:  Kaxaas
naBopaTopns AOMKHA cama yCTaHaBIMBaTh CBOM pediepeHCHbIe 3HAaYeHNS.

UHTepdepeHums:
emonua.

KonupoBaHue n nepeaaya TpeTbUM nnLam 3anpeLyeHbl
Mo Bonpocam MeToAUYECKON MOMOLLM U 3aKyNKu obpaliaTLcs no
TenecoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit YacTbo MHCTPYKLMIA MO NPUMEHEHUIO ABMNAOTCA
ajanTauMoHHble NporpaMmMbi (MeTOAUKMN) NO NPpMMeHeHuto Habopa
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WUHCTPYKLMs 10 NPUMEHEHMIO
Ha6opa peareHToB ANA onpeaeneHus
GMOXMMMNYECKUX NapaMeTPOB:

KnuHuyeckoe 3HayeHue:
Famma-rnytamuntpaHcnentugasa — epmeHT, Haubonbluee KONM4ecTBO
KOTOPOro CKOHLEHTPMPOBAHO B MOYKax, MeYeHn, MOomKenyAoyHOW xenese u

npocrarte.

T NCNOJNb3YyeTCA B Ka4eCTBe Mapkepa paka non)Keny.uquoﬁ xenesbl, paka
I'Ipe,ELCTaTeJ'IbHOI;I xenesbl. AKTMBHOCTb d)epM&HTa noBbIWaeTCs npu 3aboneBaHusix
neyeHun (Lwlppose), VHMEKLIMOHHOM MOHOHYKNneo3e, naHkpeaTure.

[varHo3 He OOIMKEeH CTaBUTbCA Ha OCHOBaHWM ofgHoro Ttecta. Heobxogumo
y4uTbiBaTh pe3ynbtaTbl APYrnx nucecnefoBaHuii n KITMHNYECKY0 KapTUHY.

anIHLlVIn mMeToAa:
MeTop onpefeneHysi OCHOBaH Ha criedytoLien hepMeHTaTUBHON peakLuu:
rrT

L-y-rnyTamun-3-kap6okcu-4-HuTpoaHmnug + rmuumunrnmumH ——

L-y-rnyTamun- ranumnriamumnH + 2-HuTpo-5-ammHobeH3oHas kucnoTa

CkopocTb obpasoBaHus 2-HUTpO-5-amuHobeH30MHON KMUCNOTbI
nponopuuoHarnbHa KaTanuTuyeckoit aktusHocTu ITT B obpasue, 4To namepsietcs
doTomMeTpuyecku Npu AnvHe BonHbl 405 HM.

Habop npegHasHayveH Ans UCNoNb3oBaHUSA Ha PYYHbIX, MONyaBTOMATUHECKNX
1 aBTOMaTUYECKNX BUOXMMUYECKUX aHanu3aTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kOHTponn **
TRIS 6ycep L-y-rnytamun-3- KoHueHTpaums kannépatopos
FnuumnrnvumnH Kapbokcu-4- / KOHTpOneW yka3aHa Ha
KoHcepBaHT HWUTpoaHunug ATUKETKE
80 mn 20 mn Hanuune n o6bem B Habope
0 XenaHWIo 3akasymka
100 mn 25 mn Hanuuue n o6bem B Habope
N0 XenaHuIo 3akasymka
160mn 40 mn Hanuune n o6bem B Habope
10 XEenaHu 3aKa3yvka
240 mn 60 mn Hanuune n o6bem B Habope
10 XEenaHu 3aKa3yvka

*

- obbeM peazeHmoe 80 (br1akoHe U KO/IU4ecmeo (briakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.
** - UuHbopMauusi O KamarnoxHoM HOMepe U KOoMriekmauuu Habopa
npedocmasneHa Ha calime diasens.by.

Mo xenaHuto 3akasyuka Habop MOXem rocmasnsmscsi C Kanubpo8oYHbIM U
KOHMPOIbHLIM Mamepuarnom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!

PeareHT 1 1 PeareHT 2 roToBbl kK NPUMEHEHW0. XpaHUTb B TEMHOM MecTe npwu
Temnepatype oT 2°C go 8°C.

Hesckpbimble: cTabunbHbl 4O OKOHYaHWS CPOKa roAHOCTH

lMocne eckpbimusi: cTabuUnbHbI B TeYEHNE 3 MECSILIEB.

Ha 6opmy aHanuszamopa: cTabunbHbl B Te4eHWe 2 MecsiLeB.
lMpu pabome ¢ Paboyum peazeHmom: Ans npurotoBneHus Paboyero peareHTa
PeareHT 1 n PeareHT 2 cmewunBalT B HE0GXOOMMOM cooTHolleHun. PaGouni
peareHT ctabuneH npu Temnepatype ot 2°C fo 8°C B TeyeHue 2 Hegdenb vnu 3

aHen npu Temnepatype ot 15°C go 25°C. XpaHuTb B TEMHOM MecCTe.

3a 30 MuHyT Ao npumeHeHns Kanubpatopa n_KoHTponsi Bo dnakoHbl 4o6aBuTb
HeobxoauMoe KOMMYECTBO AEUOHU3NPOBAHHOW BOAbl, COMMAcHO MHopMaLmm
yKasaHHOM Ha aTukeTke. CTabunbHOCTb Kanubpatopa W KOHTpons nocne
BOCCTaHoBneHus 8 yacoB npu Temnepatype ot 15°C go 25°C, 5 gHei — npm
Temnepatype ot 2°C go 8°C vnu 1 mecsiy - npu Temnepatype oT muHyc 20°C. He
fonyckaTb NOBTOPHOIO 3aMOpaxvBaHNS-pa3MOpaXMBaHUS. MN3beratb
3arpsi3HeHUs!.

Mpu3Hakn HeNPUrogHOCTU peareHToB AN NPUMEHEHUs:

- Hanu4ue B pacTBOpe peareHTa MyTHOCTU;

- onTnyeckas NMNoTHocTb Paboyero peareHta (anuHa BomnHbl 405 HM, AnvHa
onTuyeckoro nytm 1 cm) = 1,2.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxogsilue B cocTaB Habopa, npedHasHayeHbl TOMbkO AnA
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Mpn pabote c Habopamu peareHTOB criedyeT MNPUMEHSTb CpeacTea
VHAVBUAYanbHON 3alyTbl B COOTBETCTBUM C AEWCTBYIOLMIA 3aKOHOAATENBCTBOM
Pecnybnuku Benapycb. [onyckaloTcsi K MPUMEHEHUID nepyaTku MeOuuMHCKue
OfHOpa3oBble W XxanaTbl MeAuUMHCKMe, oTBevawowme aencreyowmm THIA
Pecnybnuku Benapycb v uMetowMe OOKYMEHTbI, NMOATBEPXKAAIOLLME KayecTBO U
6e3onacHoCTb B 06racTvi npuMeHeHus.

Mpu pabote c Habopamu cnegyeT cobniogaTb NpaBuna TeXHUKM 6e30MacHOCTM B
COOTBETCTBUM C AENCTBYIOLLMIA 3aKOHOAATeNbCTBOM Pecnybnuku Benapych

YTunusaums He MCNonb3oBaHHbIX NGO C UCTEKLLMM CPOKOM FOAHOCTM peareHToB
NpOXOAUT B COOTBETCTBUWU C AEWCTBYIOLIWMA 3aKOHOAATENLCTBOM PecnyGnvku
Benapyceo.

O6pasubl M UX CTaBUNBLHOCTD:

- HeremonuaupoBaHHasi cblBOpOTKka KpoBu nauueHTa wnu OOTA-nnasma.
CrabunbHocTb 06pa3uoB — 48 yacos npu Temnepatype oT 2°C go 8°C unu 1 mecsy,
npu Temnepatype MuHyc 20°C.

MeToauka ansi nonyaBToMaTM4YeCcKMX aHanu3aTopos.

Heo6xoaumoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNeKkTpogOTOMETp C TEPMOCTATUPYEMbIM  KIOBETHbIM  OTAENEHUEM,
NO3BONSIOWMIA MNPOBOAUTL M3MEPEHUs Npu AnuHe BOnHbl 405 HM W AnuHon
onTh4eckoro nyTu 1 cm;

- [03aTOpbl C HAKOHEYHWKamK, nossonsiowme otémpate 0,1 mn, 1 mn, 0,05 mn,
0,5 mm;

- cekyHaomep.

Xop aHanusa:

YcnoBus npoBefeHnst aHanmaa:

- AnvHa BonHbl — 405 Hv;

- ANVHa onTu4eckoro nyTm — 1 cm;

- Temneparypa -37°C;

AHanusaTop 0GHYNSOT OTHOCUTENBHO AUCTUMNNNPOBAHHOW BOAbI.

[Mpu pabome ¢ omAenbHbIMU peazeHmamu:

BHecTK B KlOBETHI: MakpomeToa NonymukpomeToa

PeareHT 1, Mn 0,8 0,4

O6paseu, mn 0,1 0,05

WHKy6upytloT npu Temnepatype 37°C B TeuyeHve 5 MuHyT. 3atem
[006aBnaAlT:

PeareHT 2, Mn [ 0,2 [ 0,1

MepemeLnBaloT U UHKYGUPYIOT 1 MUHYTY. VI3MEpPSIIOT ONTUYECKYHD MNOTHOCTH
Kaxgomn cmecm (A1) 1 elle Yepes 3 MUHYTbI M3MepsIOT (Az).

[pu pabome c omAenbHbIMU peazeHmamu:

BHecTK B KlOBETHI: MakpomeToa MonymukpomeTon
Pabouwnin peareHTt, mn 1 0,5
O6paseu, mn 0,1 0,05

MepemeLlunBatoT N UHKYOUPYIOT 1 MUHYTY. MI3MEPSIIOT ONTUYECKYHO MIIOTHOCTL
Kaxxgon cmecm (A1) 1 elle Yepes 3 MUHYTbI M3MepsIoT (Az).

Pe3ynbTarthbi:

[Ons kaxporo obpasua paccuntbiBatoT AA/MUH= (A1- A2)/3.

AxtuBHocTb [TT B 06pasue paccuuTbiBaoT No opmyrne;
akTuBHocTb (E/n) = AA/MuH x 1158,

'oe 1158 — chakrop.

***AHaNUTUYEeCKNe XapakTepuCcTUKN:

YyecmeumenbHocmb: He 6onee 2 E/n.

JluHetiHocmb: 2- 1200 E/n.

Ecnn aktmeHoctb [TT B obpasue npesbiwaer 1200 E/n, 10 o06pasey
HeobxoanMmo pasBecTu duanonorndeckum pactsopom (0,9 % NaCl) B 2-10 pas, a
NosyYeHHbIV pe3ynbTaT YMHOXUTb Ha KOI(@ULIMEHT pasBeaeHus.

To4yHOCMBb:
BocnpoussoaumocTb BHYTpU BocnpoussogumocTb
cepumn MeXcepuiiHas
CpepnHee 52 188 51 192
(E/n)
SD 1,170 4,343 1,372 4,896
CcV 2,25 2,31 2,69 2,55
n 10 10 10 10
Koppensayus:

20 o6pa3suoB 6bINO NPoaHanu3nMpoBaHo C Ucnonb3oBaHneMm Habopa peareHToB
ans onpegeneHnst buoxmmunyecknx napametpos: ITT (npousBoacTBa «[naceHc»)
1 apyrum Habopom peareHToB Ans onpeaenexns [T, BHeceHHbIM B PeecTp cpeacTts
MeaULMHCKOro HasHadyeHuns PB.

KoadhdununeHT koppensaumu: 0,981.

***[laHHble Nony4YeHbl NPU UCNoNb3oBaHWM aHanusatopa Mindray cepun BS,
NSt APYINX aHanmM3aTopoB OHWU MOTYT OTNNYATLCS.

KoHTponb kauyecTBa:

KoHTporib  KayecTBa  WM3MEPEHWA  MNPOBOAUTCA C  WCMOSb30BaHWEM
KOHTPONMbHOrO MaTepuana AByX YpoBHEW. [1pu HENPOXOXAEHWWM KOHTponewn
npoBoguTcsi  nepekanubpoBka. [locne nepekanubpoBkM criegyetT  CHoBa
NpOTECTMPOBATL KOHTPOMU. B criyyae HENPOXOXAEHUSI KOHTPOMS kayecTBa nocne
nepekanubpoBk1, HEOGXOAMMO NPOBEPUTL UCMPABHOCTL aHanusaTopa u Hanuyme
NPW3HaKOB HENPUIOAHOCTW peareHToB.

Kaxkgass na6opatopusi MpOBOAMT KOHTPOSlb KadyecTBa COMMacHoO CBOEW
YTBEPXAEHHO CXeMe.

PekomeHayeM NpyMeHsTb Ansi KOHTPOSIS KAYeCTBa KOHTPOSbHLIA Matepuar,
BXOASLWMIA B cocTaB Habopa, unu npousBofcTBa Randox (Benuko6putanus),
Spinreact (Micnanus), Cormay (MonbLua) n Apyrvx npovu3BoanuTenei.

PedepeHCHbIe 3Ha4YeHUs:
MyXX4urHbI | <55 E/n |
[ YKeHLWwmHbI [ <38 E/n |
MpuBeadeHHble  pedepeHCHble  3HAYeHWs  OPUEHTUPOBOYHBLIE:  Kaaas
naGopatopus JOMmkKHa cama ycTaHaBnBaTh CBOU pedepeHCHbIE 3HAYEHUS!.

UHTepdepeHums:

emonua.

He ucnonb3oBaTb LMTpaT, okcanaTt, (pTopua v renapuH Ans nonyyYeHyst nnasvbl,
TaK Kak BCe aHTVKOarynsiHTbl MIHIMGMPYIOT (DEPMEHT.

KonupoBaHue 1 nepefgava TpeTbMM nuuam 3anpetyeHb!

Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKynku obpalarbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbto MHCTPYKLUMIA NO NPUMEHEHUIO ABMSAOTCA
afanTauMoHHble NporpaMmMbl (MeTOAMKMN) NO NPMMeHeHUuo Habopa
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WHC Ty s m3 TIPUMEHEHUIO
HaGopa peareHTOB Ans onpegeneHus
6MoXMMMYEcCKNX napaMeTpoB:
ao-rbar

KnuHunuyeckoe 3HauyeHue:

a-lwapokcnbytupargerngporenasa (MO, J1AM-1) — oaguH M3 NATU N303H3NMOB
naktataervaporerassl (JIAN). FBAI nokanuampyeTcsi, B OCHOBHOM, B KneTkax
cepAeyHoii MblLLLbl, NOYeK 1 3puTpoLuTax. BospacTtaHve akTMBHOCTU M303H3MMa
NA-1 ykasbiBaeT Ha MHAAPKT U1 reMonua.

[lnarHo3 He JOMKeH CTaBWUTLCS Ha OCHOBaHWKM ogHoro Tecta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCIEA0BAHWIA U KIIMHUYECKYIO KapTUHY.

MpuHuun metopa:

POTOMETPUYECKUIN KMHETMYECKUIA MeToq onpepeneHns aktusHoctu JIAI
pekomeHgoBaH Hemeukon Accouuaumen KnuHuyeckon Xumum m OCHOBaH Ha
cnepyoLuen hepmMeHTaTUBHON peakumu:

o-TBAr
— 2-rugpokcubytupar + NAD*

2-okcubytupat + NADH + H*

CKOpPOCTb YMEHbLUEHNS KOHLEHTPALWUM HUKOTMHAMUOAAEHUHOVMHYKeoTuaa
(NADH) nponopuvoHanbHa katanutuyeckon aktusHoctu MBAIN B obpasue, uto
n3mepsieTcs hoTomeTpuyeckn nNpu AnvHe BonHbl 340 HM.

Ha60p npefHasHa4yeH ansg ncnornb3oBaHUA Ha py4HbIX, NOJlyaBTOMaTUYECKUX
1 aBTOMaTM4YECKNX BMOXMMUYECKNX aHanusartopax.

CoctaB HabopoB*:
PeareHT 1

PeareHT 2 Kanubpartopbl / koHTponu **

docdatHbli Bydep a-keTornytapar
pH 7,5+0,1 NADH

2-okcubyTupat

Hatpwus asug

KoHueHTpauus
KanubpaTopoB / KOHTponeW
yKa3aHa Ha 3TUKeTke

80 mn 16 mn Hanuuue n o6bem B Habope
M0 XenaHuio 3akasyuka
85 mn 17 mn Hanuuue n o6bem B Habope
M0 XenaHuio 3akasyuka
100 mn 20 mn Hanuune n o6bem B Habope
M0 XEeNaHuIo 3akasyuka
125 mn 25 mn Hanuune n o6bem B Habope

M0 XeNnaHuio 3akasyuka
- obbem peazeHmMos8 80 ehriakoHe U Konu4yecmeo hriakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - uHghopmauyusi O KamarsoXHOM HOMepe U KOoMriekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuto 3aKka34yuka Habop Moxem rMocmasisimbsCcsi ¢ Kanubpo8oYHbIM U
KOHMPOIIbHBIM Mamepuarom.

*

no.CI,FOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabunNbHOCTb:

PeareHT 1 1 PeareHT 2 rotoBbl K NpyMeHeHW0. XpaHUTb B TEMHOM MeCTe npu
Temnepatype oT 2°C go 8°C.

HeBckpbiTble: CTabunbHbI 10 OKOHYAHWS CPOKa rOAHOCTU

Mocne BCKpbITUSA: CTabunbHbl B TeYeHWE 2 MecsiLeB.

Ha 6opTy aHanu3aTopa: cTabunbHbl B Te4YeHWe 2 MecsiLEB.

lpu pabome c¢ Paboyum peazeHmom: [nNs npuroToBneHus Pabouero
peareHTa PeareHT 1 u PeareHT 2 cMelunBaloT B HEOOXOAVMOM COOTHOLLEHUN.
Pabounii peareHT ctabuneH npu Temnepatype ot 2°C go 8°C B TeyeHue 4
Hepenb. XpaHUTb B TEMHOM MeECTe.

3a 30 MuHYT Ao npuMeHeHus Kanubpatopa u_KoHTponsi Bo dnakoHbl
[o6aBUTL HeoGXoaMMOe KOMUYECTBO [OEMOHU3MPOBAHHOM BOAbl, COMMAaCHO
MHPOpMaLMK yKazaHHOW Ha aTukeTke. CTabunbHOCTb kanmbpaTopa 1 KOHTpons
nocrne BoccTaHoBneHust 8 yacos npu Temneparype ot 15°C go 25°C, 5 gHen —
npu Temnepatype ot 2°C go 8°C unu 1 mecs - npu TemnepaTtype oT MuHyc 20°C.
He ponyckaTb NOBTOPHOrO 3aMopaxuBaHusi-pasmMopaxuBanus. Wsberatb
3arpssHeHust.

Mpu3Hakn HENPUrogHOCTHU peareHToOB ANA NPUMEHEHUN:

- Hanuyve B pacTBOpe peareHTa MyTHOCTH;

- onTu4eckasi NNoTHocTb Pabouero peareHTa (anvHa BonHbl 340 HM, AnvHa
onTn4yeckoro nytn 1 cm) < 1,0.

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, BxopsiluMe B coctaB Habopa, npegHasHayeHbl TOMbKO Anst
OVarHocTuku in vitro. He npuHumame e Hympsb.

Mpu pabote c HaGopamu peareHTOB criedyeT MPUMEHSITb CpeacTBa
MHOMBMOYaNbHON 3aLLMTbl B COOTBETCTBUM C AECTBYIOLLMNIA 3aKOHOAATENIbCTBOM
Pecny6nukn Benapycb. [lonyckaloTcs K NpUMeHEHWo nepyaTku MeauLMHCKue
OofHOpa3oBble W XxanaTtbl MeAguuUMHCKMe, oTBevalowme gencTeytowmm THITA
Pecny6nukn Benapycb 1 nmetoLe 4OKYMEHTbI, NOATBEPXAAIOLLME KaYeCTBO U
6e3onacHocTb B 06nacTn NnpuMeHeHus.

Mpn pabote c HaGopamu cnegyer cobniogaTe nNpaBuna TEXHUKU
6e3onacHOCTM B COOTBETCTBUM C  [JEWCTBYIOWMIA  3aKOHOAATENbCTBOM
Pecnybnukn Benapyce.

YTvnusauma He WCnosb3oBaHHbIX NMBO C WUCTEKWWMM CPOKOM FOAHOCTM
peareHTOB NPOXOAWT B COOTBETCTBUM C [EWCTBYIOLLUMIA 3aKOHOAATEIbCTBOM
Pecny6nukn Benapyce.

O6pasubl U UX CTaBUNBLHOCTL:

- HeremonuaupoBaHHasi cbiIBOpOTKa KpOBU MauueHTa (BbiCOKasi aKTMBHOCTb
depmeHTa B aputpouuTax). He oxnaxaatb u He 3amopaxusatb. CTabunbHOCTb
obpasuoB — 6 vacoB npu Temnepatype oT 15°C go 20°C. PekomeHayeTcs
aHanuavpoBaTb cBexue o06pasubl, Tak Kak MpW XpaHeHUM akKTUBHOCTb
hepMEeHTOB CUIbHO Najaert.

MeToauka ons nonyaBTOMaTUYECKUX aHANN3aTopoB.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- CMEeKTpoPOTOMETP C TEPMOCTATUPYEMbIM KIOBETHbIM  OTAENIEHUEM,
NO3BOMAOWMA NPOBOANUTL M3MEpEeHUs npu AnuHe BonHbl 340 HM KM AnNuHON
onTMYeCKoro nyTn 1 cm;

- 03aTopbl C HAaKOHEeYHKKamK, no3sonsiowme oTémpate ot 0,015 mn o 1 mn;

- cekyHaoMmep.

Xopn aHanu3sa:

YcroBus npoBeeHUst aHanuaa:

- AnvHa BOonHbl — 340 HM;

- ANV1Ha onTuyeckoro nytv — 1 cm;

- Temnepartypa - 37°C;

AHanusatop o6HyNsIOT OTHOCUTENBHO AMCTUNIMPOBAHHOW BOAbI.

BHecTu B KoBETbI: MakpomeTtog MonymukpomeToq
Pa6ouwnii peareHT, Mn 1,000 0,500
O6paseu, mn 0,030 0,015

MepemeLunBaIoT 1 MHKYGUPYIOT 1 MUHYTY. M3MEpPSIOT ONTUYECKYHO NNOTHOCTb
Kaxgon cmecu (A1) 1 ellie Yepes 3 MUHYTbI M3MepPSIoT (Az).

Pe3ynbTaThl:

[nsa kaxporo obpasua paccunTbiBaloT AA/MUH= (A1- A2)/3.

AktuBHoCTb a-I'B[IN B 06pa3ue paccumTbiBaloT Mo hopmyrne;
akTmBHOCTb (E/n) = AA/MUH x 5450,

'ne 5450 — dpakTop.

***AHaNUTUYEeCKNe XxapakTepucTUKu:

YyecmeumenbHocmb: He 6onee 8 E/n.
JluHetiHocmsb: 8 -1008 E/n.

Ecnu aktuBHocTb a-IFBAI B o6pasue npesbiwaet 1008 E/n, To obpasey
Heobxoanmo passecTu dusmonorndeckum pactsopom (0,9 % NaCl) B 2-10 pas,
a nonyyeHHbIN pesynbTaT YMHOXUTb Ha KO3ddULIMEHT pa3BeaeHus.

To4yHOCMB:

BocnpoussoanmocTb BocnpoussoanmocTb
BHYTpU cepuu MexcepuiiHas
CpegHee (E/n) 232 451 245 468
SD 4,988 9,471 6,553 13,525
cVv 2,15 2,10 2,67 2,89
n 10 10 10 10

Koppensyus:

20 o6pasuyoB 6bINO nNpoaHanu3MpoBaHO C uMcrnonb3oBaHWem Habopa
peareHToB Ans onpefenexus o-FBAI (npoussoactBa «[uaceHc») n Apyrum
HabopoM peareHToB, BHECEHHBIM B PeecTp cpeacTB MeaULMHCKOro Ha3HavyeHus
PB.

KoadbdpuumeHT koppensiuum: 0,955.

***[laHHble NnonyyeHbl NPW Ucnonb3oBaHUM aHanusaTopa Mindray cepum BS,
ONs pyrvx aHanvM3aTopoB OHU MOTYT OTIMYaThCS.

KoHTponb kayecTBa:

KoHTponb  kayecTBa M3MepeHWin  NpPOBOAWTCS C  WCMOMb30BaHUEM
KOHTPOMbHOrO MaTtepuana [AByX ypoBHeW. [Mpy HenpoxoXaeHur KOHTponen
npoBoaMTcA nepekanubposka. [locne nepekannbpoBkn cneayeT cHoBa
NpOTECTMPOBATL KOHTPONW. B criyyae HENPOXOXAEHNS KOHTPOIS KAYeCTBa Nocne
nepekanubpoBkn, HeobxoOWMO NPOBEPWUTbL WCMPaBHOCTb aHanusaTopa U
Hanvuue NpuU3HaKoB HEMPUroAHOCTH peareHToB. Kaxaan nabopaTtopus npoBoauT
KOHTPOb KayecTBa COrnacHoO CBOEW yTBEPXKOEHHOW cxeme.

PekomeHayem NpUMeHsATb Ans KOHTPOIIS KaYecTBa KOHTPOSbHLIN MaTepwuan,
BXOASLMIA B cocTaB Habopa, unu npousBoacTBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([Monblua) n Apyrux NponM3BoauTenen.

PedepeHcHbIe 3HaYeHus:

<182 E/n.

anBe,D,eHHble ped)epeHCHble 3HavyeHua OPUEHTUPOBOYHbIE! Kaxgaa
naﬁopaTopMH AOJIKHa cama yCcTaHaBnmBaTb CBOU perepeHCHbIe 3Ha4vyeHus.

WUHTepdepeHums:

emorno6buH Ao 2,5 r/gn, ackopbuHoBsas kucnoTa Ao 62 mr/n, Gunupybux o 20
Mr/an v Tpurnuuepuabl B koHueHTpauum Ao 1000 Mr/an He BAUSIKOT Ha pe3ynbTaTbl
onpeaeneHvn.

KonupoBaHue u nepegaya TpeTbUM Nuuam 3anpelueHbl!
Mo Bonpocam MeToAMYeCcKOWU NOMOLLM M 3aKynku obpaluatbes no
TenecdoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit YacTbo UHCTPYKLMIA MO NPUMEHEHUIO ABNSAOTCA
afanTauMoHHble NporpaMmMbl (MeTOAUKMN) NO NPpUMeHeHUto Habopa
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UHcTtp Qitsi 1o N7/iMEHEeHMNIo
Ha6opa pearc=:ci 4na onpeaeneHus
6MoXMMMYEecCKNX napaMmeTpoB:
KpeaTtuHknHasa obwasn

KnuHunuyeckoe 3HauyeHue:

KpeaTuHkuHasa katanusvpyeT nepeHoc occaTHON rpynmbl Mexay KpeaTuH
docdaTtom n ageHosuHamdocdatom (ALOP). MpoaykTom aToM peakumnmn aBnseTcs
apeHo3uHTpudocdat (ATP) — UCTOUHMK 3Heprum B kneTke. KpeaTnHkmHasa — ato
OMMep, COCTOSAILMA M3 [BYX pasHbiX cybbeauHwuu, HasbiBaembix M n B. Tpu
pasfnMyHbIX  W303H3MMa, KoTopble o6pasylTcs U3 3aTux  cybbeauHw,
obHapyxuBaloT B MO3ry v rnagkvx mbiwuax (BB), ckeneTHbix Mbiwuax (MM), 1
cepaeyHon mbiwe (MM 1 MB). MNoBbILWEHHBIR YPOBEHb KpeaTUHKMHAa3bl 06bI4HO
6blBaeT Bbl3BaH MOBpeXAeHNeM Mbllil, WH(apkToMm Muokapaa nmbo nerovHown
HeoCTaTOYHOCTbIO.

[inarHo3 He AOIKEH CTaBUTbCSl HA OCHOBaHWM ofHoro TecTta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCNEA0BAHNIA U KITMHUYECKYIO KapTUHY.

MpuHuun metopa:

ONTUMM3NMPOBAHHbBIA KUHETUYECKUA METOA, OCHOBaHHbIA Ha pekoMeHAaumsX
MexayHapogHoi Penepaunm KnuHnyeckon Xvmum (MoanduLMpoBaHHbIN METOA
IFCC).

Kpeatnn ocdar + AJd SPemasimaz KkpeaTuH + AT®

TekcoknHasza
D — rmokosa + AT® «——— D — rmoko3o — 6 — pocdar + AP
D — rmokoso — 6 — docdar + HAJD

TJII0K030—6—ocdaT geruaporeHasa 6— (l)occl)orf[}o}(oﬂa'r n HA[[(D “H+ ot
CkopocTb o6pasoBaHuss HAO®-H unsmepsieTcs kKak M3MEHEeHMEe ONnTUYEeCcKOon
NAOTHOCTU MpW ANVHe BOSMHbI 340 HM M NPSMO MPOMOPLIMOHanbHa akTMBHOCTU
KpeaTuHK1Ha3bl B obpasLie.
Habop npegHasHayeH Ans Mcnonb30oBaHNUSA Ha PyYHbIX, MOyaBTOMAaTUYECKNX
1 aBTOMaTU4eCKMX BUOXMMMYECKUX aHanuaaTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kOHTponu **
Mmupaszonosbi 6ydep [vaneHo3nH- KoHueHTpaums kanubpaTtopos /
nioko3sa neHtadocdar KOHTpOnen ykasaHa Ha aTUKeTke
N-aueTunuucrenH nioko3a-6-
AueTtat marHus docdpat-
SOTA nervgporeHasa
HAOD KpeatuH
A0D docdar
AMO
ekcoknHasa
50 mn 10 mn Hanuuue n obbem B Habope no
XKENnaHuio 3akasymka
80 mn 16 mn Hanuuue n o6bem B Habope no
XKenaHuio 3akasyumka
100 mn 20 mn Hanuuue n obbem B Habope no
XenaHuio 3akasynka
125 mn 25 mn Hanuuue n o6bem B Habope no
XKENnaHuio 3akasymka
250 mn 50 mn Hanuuue n o6bem B Habope no
XenaHuio 3akasyumka

*

- 0bbeM peazeHMo8 80 (brlaKOHe U KOMu4yecmeo hriakoHO8 Moxem

8apbUPOBaMbCS 8 3a8UCUMOCMU OM KamaroXxHOo20 HoMepa.
** UHGhOpMayusi O KamarloXHOM HOMepe U Komriekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.
Mo xenaHuro 3akasyuka Habop Moxem ocMasnAMbLCs ¢ KanubpoeoYHbIM U
KOHMPOJIbHBIM MamepuanoMm.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNbHOCTb!

PeareHT 1 n PeareHT 2 rotoBbl K NPUMeHeHUI0. XpaHuTb B TEMHOM MecTe npu
Temnepatype ot 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUSA CpoKa roAHOCTM

lMocrie eckpbimusi: CTabuUnbHbl B Te4eHne 3 MecsiLeB.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecaLeB.

Ona npurotoBnexnuss Pabouyero peareHta cnegyet cmewartb PeareHT 1 wu
PeareHT 2 B Heob6xoaMMOM cooTHoweHun. WM3beratb o6Gpa3oBaHuA MeHbl!
CrabunbHocTb Paboyero peareHta — 4 pgHs npu Temnepatype 2-8°C. He
MCMonb3oBaTh peareHTbl Nocne OKOHYaHWA Cpoka XpaHeHWs.

3a 30 MuHyT o npumeHeHust Kannbpatopa n KoHTpons Bo dhriakoHbl 06aBUTb
HeobxoaMMoe KONMMYECTBO AEMOHU3MPOBAHHON BOABI, COMMAcHO MHopMaumum
yKasaHHOW Ha aTukeTke. CTabunbHOCTb Kkanubpatopa W KOHTpoOns nocne
BOCCTaHoBrneHus 8 yacoB npu Temnepatype ot 15°C pgo 25°C, 5 gHen — npwm
Temnepatype ot 2°C go 8°C unu 1 mecsu - npy Temnepatype oT MuHyc 20°C. He
fonyckaTtb MOBTOPHOTO 3aMopaX1BaHWsi-pa3MopaxmnBaHusi. W3beraTb
3arpsisHeHUs.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxogswme B cocTaB Habopa,
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Mpn paGoTe ¢ HaGopamu peareHTOB crefyeT NPUMEHsITb CpeacTBa
VHOVBUAYarbHON 3aluUThl B COOTBETCTBUM C AEVCTBYIOLLMIA 3aKOHOAATENLCTBOM
Pecnybnukvu Benapycbk. [JonyckaloTcs K NpYMEHEHWo nepyaTkv MeauuMHCK1e
OfHOpa3oBble W xanaTbl MeAuuuHCKMe, oTBevallme gencTsyowmm THIA
Pecnybnukv Benapycb 1 vmetolwme AOKYMEHTbI, NOATBEPXKAAIOLWME KaYeCcTBO U
6e30nacHOCTb B 0611acTvi NpUMEHeHMsI.

Mpw paboTe ¢ Habopamu cneayeT cobnogaTte NpaBuna TEXHWKM 6esonacHocTn
B COOTBETCTBMM C AEWCTBYIOLWMIA 3akoHoaaTenbcTBoM Pecnybnuku benapyceb.

YTunusaums He WCNonb3oBaHHbIX NMOO C WCTEKWWM CPOKOM [OAHOCTU
peareHToB MPOXOAUT B COOTBETCTBUM C [eWCTBYHOLWMA 3aKOHOA4ATENbLCTBOM
Pecny6nukv Benapyce.

npefHa3Ha4yeHbl TONMbKO And

06pa3u.b|, UX CTabUNLHOCTbL U noAroToBKa K aHanusy:

CbiBOpOTKa 6€3 cnegos remonuaa.

AKTUBHOCTb KpeaTUHKMHa3bl He cTabunbHa 1 6bICTPO NagaeT nNpu ANUTENbHOM
xpaHeHun. O6pasubl criefyeT XpaHUTb TLATENbHO 3aKPbITLIMU U NMPedoXPaHsTh
oT cBeTa.

O6pa3subl MOXHO XpaHuTb 4-8 yacoB npu TemnepaType ot 15 go 25°C nubo 1-
2 AHs npu Temnepartype ot 2 o 8°C nubo 1 mecsu npu muHyc 20°C.

Tem He MeHee, pekoMeHOyeTCsl NMPOBOAUTL UCCMEAOBAHUS HA CBEXEB3SITOM
Gronormyeckom maTtepuarne.

MeToauka ansi nonyaBToMaTUM4YeCcKMX aHanu3aTopos.

Heob6xoaumoe, Ho He NpeAocTaBnsAeMoe o6opyaoBaHue:

- CNekTpodoTOMEeTp, NO3BONAOLLNIA NPOBOAUTL U3MEPEHUSA NPY ASIMHE BOMHbI
340 HM u AgnvHOM onTmyeckoro Myt 1 cMm, C TepMocTaTUpyeMbIM KIOBETHbIM
oTAeneHvewm;

- 403aTOopbl C HAKOHEYHMKamK nepemMeHHoro obbema ot 0,02 mn go 1 mn;

- cekyHaomep.

Xop aHanu3a (py4Has meToAuka):

Ycnosus npoBefeHNs aHanumsa:

- AnvHa BonHbl — 340 Hm;

- AMHA onTMYeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

[oBecTn pabounii peareHT 40 KOMHaTHOW Temnepatypsbl (15-25°C) go Havana
aHanuasa.
AHanuaaTop obHynsalT oTHOCUTENLHO Paboyero peareHTa.

MakpomeTon [ MonymuKpoMeTos, |

BHecTtu B kioBeTy Kanubpatop | O6pasey KannbpaTtop Obpasey
Pa6°””:‘nﬁeare““ 1,000 1,000 0,500 0,500
Kanubpatop, mn 0,040 - 0,020 -
O6paseu, mn - 0,040 - 0,020
AKKypaTHO nepemeLuathb, UHKYGUPOBaTb 2 MUH, U3MEPUTb ONTUYECKYHD
NMNOTHOCTb Kaxaoi cmecu (A1) 1 elle Yepe3 3 MUHYTbI M3MepUTb Az.

PesynbTarbl:

[ns kaxpgoro obpasua paccynTbiBAlOT U3MEHEHWe ONTUYECKON MIIOTHOCTW B
MUHYTY: AA/MUH= (A2- A1)/3.

AKTUBHOCTb KpeaTUHKVHa3bl B 06pasLie paccunTbiBaeTcs no opmyne:
AA6p/MuH
AAa,/MUH

***AHaNUTUYECKNe XxapakTepuCcTUKU:

YyecmeumenbHocms: He 6onee 2 E/n.

JlunetiHocms: 2 - 2400 E/n.

Ecnn aktMBHOCTb KpeaTuHkMHasbl B obpasue npesbiwaetr 2400 E/n, To
obpasel, Heobxogmmo passecTu usmnonormyeckum pacrsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pesynbTaT YMHOXNTb Ha KOS MULMEHT pa3BeaeHus.

ToyHOCMBb:

aktuBHOCTB 06p(E/n1) = X aKTHUBHOCTD KaJl.

Bocn pon3BOANMOCTb Bocn pon3BOANMOCTb
BHYTpU cepumn MexXcepuinHas
Cpeanee 137,22 509,97 140,43 521,19
(Eln)

SD 0,78 1,14 2,33 5,06

CV, % 0,57 0,22 1,66 0,97

n 10 10 10 10

Koppensayus:

20 o6pasuoB 6bINo NPoaHanu3nMpoBaHoO ¢ Ucnonb3oBaHnem Habopa peareHToB
ONs onpeaeneHus KpeaTWHKMHa3bl (NpousBoacTBa  «[lMaceHc») u  Apyrum
Habopom peareHToB, BHECEHHbLIM B PeecTp cpeacTB MeAULMHCKOro HasHaveHus
PB.

KoadhununeHT koppensaumu: 0,96.

***[laHHble MOoMyYeHbl Npu Ucnonb3oBaHuK aHanusatopa Mindray cepun BS,
ANs ApYrMX aHanu3aTtopoB OHW MOTYT OTNNYaTLCS.

KoHTponb kayecTBa:

KoHTponb kavecTBa naMepeHuin NPoBOAMTCS C UCTMONb30BaHNEM KOHTPOIbHOTO
maTepuana [AByX YpoBHeW. [pu HEnpoxXoXAeHWUM KOHTporieid npoBOAUTCS
nepekanubposka. [locne nepekannbpoBkn criegyeT CcHOBa NpOTECTMPOBaTb
KOHTpOnK. B cryyae HENpoxoXaeHUst KOHTPOIS ka4yecTBa fnocrie nepekanmbpoBky,
HeobxoAMMO MpOBEPUTL UCMPaBHOCTb aHanu3aTopa W Hanuune npu3HaKos
HenpurofgHoOCTU peareHToB.

Kaxpass nabopaTopusi NpoOBOAWUT KOHTPOMb KavecTBa COrnacHo CBoew
yTBEPXAEHHO cxeme.

PekomeHayeM npuMeHATb ANsi KOHTPOMNS KayecTBa KOHTPONbHbIA MaTepuan,
BXOASLWMA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputahus),
Spinreact (Mcnanus), Cormay (MonbLua) v Apyrux npoussoauTenei.

PedrepeHCHbIe 3Ha4YeHUs:

ChblBOpOTKA 37°C
KEHLNHbI <167 E/n
MYXYUHbI <190 E/n
MpvBeaeHHble  pedepeHcHble  3HAYeHWS  OPUEHTUPOBOYHbIE:  Kaxaas

nabopaTtopusi 4OMKHa cama yCTaHaBMMBaTh CBOU pedepeHCHbIE 3HAYEHNSI.

UHTepdepeHuus:

F'emorno6uH go 0,125 r/gn, 6Gunupyoun go 0,644 mr/an, ackopbuHoBasi kucnorta
no 62 wmr/n v Tpurnuuepuabl Ao 1000 Mr/an He BNWSAIOT Ha pesynbTaTbl
onpeaeneHun.

KonupoBaHue u nepegaya TpeTbUM nNuuiaM 3anpetieHbi!
Mo Bonpocam MeToAUYECKOW NMOMOLLM U 3aKyNKK obpaluaTbcs no

TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbHo MHCTPYKLMIA NO NPUMEHEHUIO SIBMSILOTCSA
ajanTauMoHHble NporpamMmmbi (MeToAUKM) NO NpMMeHeHUo Habopa
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B AMEHEeHNIO

Ha6opa pearéeHToB Ans onpeaeneHus

BuoxnMmMmyeckux napameTpoB:
KpeaTtuHknHasa-MB

KnuHun4yeckoe 3HauyeHue:

KpeaTuHkuHasa kaTanusupyeT nepeHoc drocaTHOi rpynnbl Mexay KpeaTuH
doccaTom 1 ageHosnHamdocdatom (ADP). MpoaykToM aTol peakumm SBnseTcs
apeHo3uHTpudocdart (ATP) — UCTOYHMK 3Heprum B kneTke. KpeaTuHkuHasa — 310
OVMep, COCTOSILUMIA M3 ABYX pasHbix cybbeauHuu, HasbiBaemblx M u B. Tpu
pasfnMyHbIX  M303H3WMa, KoTopble obpasyloTca M3 9Tux  cybbeauHu,
obHapyxuBaloT B MO3ry W rmagkux Mmbiwuax (BB), ckeneTHbix Mbiwuax (MM), n
cepaeyHon wmbiwde (MM n MB). MNoBbIWeHHbIN ypoOBEHb kpeaTuHKMHa3bl-MB
ABNSAETCA Nnokasatenem uHdapkTa.

[inarHo3 He AOMKEH CTaBUTLCS Ha OCHOBaHUK ofHoro Tecta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCNEA0BAHNIA U KITMHUYECKYIO KapTUHY.

MpuHuMn meTopa:

ONTUMW3NPOBAHHBIN KMHETUYECKUA MeTO[, OCHOBaHHbIA Ha pekoMeHAaLusax
MexayHapogHoi ®epepaummn KnuHuyeckon Xumun (MoanduLMpoBaHHbI MeToa,
IFCC). MeTton ocHoBaH Ha Wcnonb3oBaHWW aHTuTen npotuB CK-M.
Cneumnduueckue avtutena k CK-M unHrmbupyiot aktmeHocTb CK-MM (koTopas
rnaBHbIM 06pa3om v onpeaensieT ToTanbHyl akTuBHocTb CK) u cybbeamHuLpl

CK-M n3oananma CK-MB. MamepsieTcst Tonbko aktuBHocTb CK-B.
CK-BB,CK-MB
Kpearun pocdar + ADP &, ypearun + ATP
TexcokuHasa

D — rmokosa + ATP D — rmoko3o — 6 — docdat + ADP
D — rmoko3so — 6 — docdar + NADP

rJII0K030—6—docdar geruaporeHasa 6— ¢OC¢0FH}OKOH3T + NADPH + H+
CkopocTb o6pasoBaHusi NADPH u3mepsieTcsi kak WM3MeHeHuWe OonTuU4eckomn
NNOTHOCTU Mpu AnvHe BonHbl 340 HM M NPAMO NPOMOPLMOHanbHa MOMoOBUHE
aKTMBHOCTM KpeaTuHKMHa3bl-MB (akTuBHOCTb CybobeanHuLbl B) B obpasue.
Habop npegHasHayeH Ans NCnonb3oBaHUsi Ha PyYHbIX, NONyaBTOMAaTUYECKUX U
aBTOMaTUYeCKMX BUOXMMUYECKUX aHanu3aTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubparopbl / koHTponun **
Wmunpaasonoseliii 6ydep [OvapneHosnH KoHueHTpauusi kanmbpaTopoB
PH 6,7, O-Intokosa, N- neHtadgocdar / KOHTpoOnel ykasaHa Ha
aueTtunuucTenH, Auetat [ntokoo-6- 3TUKETKE
marHus, 3OTA, NADP, cocgat-

ADP, nervaporeHasa
AMP, ekcoknHasa, KpeaTuH cocdat
MonuknoHanbHble KoHcepBaHTbI
aHTuTena k CK-MM
50 mn 10 mn Hanuyve n obbem B Habope
0 XENaHMIo 3aKasyuka
100 mn 20 mn Hanuyve n obbem B Habope
0 XenaHuio 3akasyuka
200 mn 40 mn Hanuyve n obbem B Habope
NO XeNnaHuio 3aKasyunka
250 mn 50 mn Hanuyve n obbem B Habope
0 XENaHMIo 3aKasyuka

*

- obbemM peaceHmMos8 60 hbrakoHe U Konuyecmeo (hr1akoHO8 MOoXem
8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.

** - UuHGhopMauusi O KamarioXHOM HOMepe U KoMriekmayuu Habopa
npedocmaerneHa Ha calime diasens.by.

lo enaHulo 3akasyuka Habop Moxem rfocmasenamscsi ¢ unu 6es

Kanu6poequoao U KOHMpOoJ/ibHO20 Mamepuarna.

nO.qI'OTOBKa peareHToB K TPUMEHEeHU U Ux CTabUNbLHOCTL:

PeareHT 1 u PeareHT 2 roToBbl K NPUMEHEHNIO. XpaHUTb B TEMHOM MecTe npu
Temnepatype ot 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUSA Cpoka roAHOCTM

lMocrie eckpbimusi: CTabUnbHbl B TeYEHUE 2 MeCsLEB.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecaLeB.

3a 30 muHyT go npumeHeHus Kanubpatopa CK-MB u KowTtpons CK-MB
pobaButb HeobxoguMoe KONMWYEeCTBO [AEeMOHW3MPOBAHHOW BOAbI, COrMacHo
MHdOPMaumMK  ykasaHHo Ha aTukeTke. [locne pasBeAeHUst KOHTPOSbHbIN
matepwuan ctabuneH 24 yaca npu Temnepatype ot 15°C go 25°C, 3 aHs — npum
Temnepatype o1 2°C go 8°C nnu 2 mecsiua - npu Temnepatype oT MuHyc 25°C go
MuHyc 15°C.

He vcnonbayiiTe peareHTbl MOCIIe OKOHYaHWSi CPOKa XpaHeHUst.

Mepbl NpefoCTOPOXKHOCTU U NPUMEYaHUsA:

PearenTbl, BXxogswme B coctaB Habopa, npeaHasHaveHbl TOMbkO Ans
[OMarHoCTuKu in vitro. He npuHumMame e Hympsb.

Mpn pabote c Habopamu peareHTOB criegyeT MPUMEHATb CPeacTsa
VHAMBWAYaNbHON 3aLLUTLI B COOTBETCTBUM C [EiCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycbh. [lonyckaloTcA K NPUMEHEHW0 nepyaTkn MeauuluHCKue
O[HOpa3oBble W XxanaTbl MeauuMHCKWe, oTBevawme adencreyowmm THIMA
Pecny6nukn Benapycb 1 umeiolme AOKYMEHTbI, NOATBEPXAAIOLLIME KauyecTBO U
6e3onacHocTb B 06n1acTu NPUMEHEHNS.

Mpwu pabote ¢ Habopamu crnegyeT cobnoaaTth NpaBuna TEXHUKN 6e3onacHoCcTu
B COOTBETCTBUM C [ENCTBYIOLLMWIA 3aKoHoaaTenbcTBoM Pecnybnuku benapyco.

YTunusaums He WCMONb3OBaHHbIX NGO C WCTEKWMM CPOKOM [OAHOCTU
peareHToB NPOXOAWT B COOTBETCTBMWM C [EWCTBYIOLWMA 3aKoHOAATeIbCTBOM
Pecnybnuku Benapychb.

06pa3ubl, UX CTabUNLHOCTbL U noAroToBKa K aHanusy:

CbiBOpOTKa 6€3 cnegos remonuaa.

AKTUBHOCTb KpeaTuHkuHasbl-MB He cTabunbHa u ObICTPO nagaeT npwu
AnUTenbHOM xpaHeHun. O6pasupbl criedyeT XpaHuTb TaTenbHO 3aKpbITbIMU 1
npefoxpaHsTb OT CBeTa.

O6pasLbl MOXHO XpaHWUTb 4-8 YacoB npu Temnepatype ot 15 go 25°C nubo 1-
2 gHsa npu 2-8°C nubo 1 mecsy npm muHyc 20°C.

TeM He meHee, pekOMeHAyeTCsi NPOBOAWUTL WCCNEAOBAHNS Ha CBEXEB3STOM
6vonormyeckom matepuane.

MeToguka ansi nofyaBToMaTu4eckux aHanan3aTopoB.

Heo6xoaumoe, HO He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNeKTpoOTOMETP, NO3BONSIOLLMIA NPOBOAUTL N3MEPEHUSI NPY ANVHE BOMHbI
340 HM “ AnNMHOW onTuyeckoro Nyt 1 CM, C TepMOCTaTMPyeMblM KIOBETHbIM
oTAeneHueM;

- A03aTOPbI C HAKOHEYHMKaMK nepemeHHoro obbema ot 0,02 mn Ao 1 mn;

- cekyHaomep.

Xop aHanusa (py4yHas meToAmka):

YcnoBusi NpoBefieHUst aHanmaa:

- AnvHa BonHbl — 340 Hm;

- ANVHa oNnTUYeckoro Nyt — 1 cm;

- Temnepatypa - 37°C;

AHanusatop 06HynsT oTHocuTenbHO Pabouero peareHta (cmewatb 1 mn
PeareHnta 1 n 0,2 mn PearenTa 2).

MakpomeToa NonymukpomeToa

BHecTu B KioBETbI Kanubpatop | O6pasey Kanubpatop | O6pasey
Pearent 1, mn 1,000 1,000 0,500 0,500
O6paseu, mn - 0,040 - 0,020
Kanubpartop, mn 0,040 - 0,020 -

AKKYpaTHO nepemeLuathb, UHKy61poBaTb 5 MUHYT. 3aTem f06aBUTh:
PeareHt 2, Mn_ | 0,200 [ 0200 ] 0,700 | 0,100
MepemeluaTb U UHKYGMPOBaTb 2 MUHYTLI. I3MepuUTb ONTUYECKYIO NNOTHOCTb

Kaxgoi cmecu (A1) 1 ele Yeped 3 MUHYTbI U3MEpUTb A,

Pe3ynbTtarbl:
Ons kaxporo obpasua paccHUTLIBAIOT W3MEHEHUE OMTUYECKON MAOTHOCTU B

MUHYTY: AA/MUH= (A2- A1)/3.
AKTUBHOCTb KpeaTuHKuHa3bl-MB B 0bpasue paccumntbiBaeTcs no hopmyne:
AA6p/MuH

—————— X aKTHUBHOCTb KaJl.
AAa,/MUH

akTuBHOCTB 06p(E/N) =

***AHaNUTUYEeCKNe XapakTepuCcTUKU:
YyecmeumenbHocms: He 6onee 6 E/n.
JlunetiHocms: 6 — 2100 E/n.

Ecnu aktuBHOCTb KpeaTuHkuHasbl-MB B obpasue npesbiwaeTt 2100 E/n, 1O
obpaseL, Heobxoaumo passecTun duamonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pe3ynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BedeHus.

ToyHOCMBb:

Bocn pon3BOANMOCTb Bocn pou3BOANMOCTb
BHYTpWU cepumn MexcepunHasa
Cpeatiee (E/n) 32,36 1411 32,47 144,39
SD 1,26 5,79 113 1,81
CV, % 3.9 4.1 3,49 1,25
n 10 10 10 10

Koppensyus:

20 06pa3LioB 6bINo NpoaHanManMpoBaHo ¢ ucnonb3oBaHnem Habopa peareHToB
ans onpegeneHus kpeaTuHkuHasbl-MB (npowsBoactBa «[uaceHc») u gpyrum
Habopom peareHTOB, BHECEHHbIM B PeecTp cpeacTs MeaMLMHCKOro HasHaveHus
PB.

KoadbcpuumeHT koppensiuun: 0,997.

***[laHHble nony4YeHbl NpU ncnonb3oBaHUM aHanusatopa Mindray cepumn BS,
ANs APYTMX aHanu3aTopoB OHW MOTYT OTNNYaTLCS.

KoHTponb kayecTBa:

KoHTponb kayecTBa n3mMepeHunin NPoBOANTCS C UCMONb30BaHNEM KOHTPOMbHOTO
Matepuana AByX YpoBHeW. [pu HENPOXOXAEHWU KOHTpONeW npOBOAUTCSH
nepekanubposka. lNocne nepekanubpoBku crnedyeT CHOBa NpoOTECTUpOBaTb
KOHTponu. B cnyyae  HENpPOXOXAEHWs  KOHTPONs  kayectBa  nocne
nepekannbpoBku, HE0H6X0AMMO NPOBEPUTL UCMPABHOCTbL aHanM3aTopa v Hanuyne
NPU3HAKOB HEMPUIOAHOCTU peareHToB.

Kaxxpgass nabopaTtopusi MpOBOAMT KOHTPOfb KayecTBa COMMacHoO CBOew
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeEHsITb ANs KOHTPOMS KayecTBa KOHTPOMbHbLIA MaTtepwuan,
BXOASLWMA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay (MonbLua) v Apyrux npomssoauTenei.

Ped)epeHCHbIe 3HaYeHus:
CblBOpOTKA [ 37°C |
B3poCrible | <24 Eln |

B cnyyasix, korga akTMBHOCTb KpeaTuHkuHa3sbl-MB 1 obLien kpeaTuHKMHa3bl
NpeBbILIAeT BEPXHIO [PaHuLy HOPMarnbHbIX 3HAYeHWA, a aKTMBHOCTb
KpeaTuHkmHa3bl -MB cocTaBnseT 6-25% OT akTMBHOCTH ObLLen KpeaTUHKMHAa3bI, C
BbICOKOW BEPOSITHOCTHIO 3TO 03HaYaeT UHDAPKT Myokapaa y nauueHTa.

MpviBeaeHHble  pedepeHCHble  3HAYEeHUs  OPUMEHTUMPOBOYHbLIE:  KaXzas
nabopatopusa [oMmKHa cama ycTaHaBnmBaTh CBOW pedepeHCHble 3HaYeHus.

Pe3ynbmamsbi onpedeneHuli mo2ym 6bimb hanbWueo 3asblueHbl 8 Crlyyae
HosoobpasosaHuli noyek, npedcmameribHOU Xese3bl, SUYHUKOS, MOOYHOU
JKere3bl U XXeYyHo20 ry3bIps, NPU KOMOpPbIX 8 KPOo8U Mosieisitomcst U303H3uMbl CK-
BB.

UHTepdepeHuusn:

'emorno6uH go 0,125 r/an, 6unmpybuH o 0,644 mr/an, ackopbuHoBas kucnorta
fo 62 wmr/n v Tpurnuuepuabl Ao 1000 Mr/gn He BRAMSIOT Ha pe3ynbTaTbl
onpeaeneHun.

KonupoBaHue u nepeaaya TpeTbMM nuuam sanpeLyeHbi!
Mo Bonpocam MeToAUYECKON MOMOLUM U 3aKyNKu o6pallaTLCcsa no
TenecdoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemMnemoi 4acTbo MHCTPYKLUIA MO NPUMEHEHUIO ABNAIOTCA
apanTauMoHHble MporpaMMbl (MeTOAMKKU) MO NPMMeHeHUlo Habopa
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MHC&QYKL&HH TOfIpLMeHeHUur

Ha6opa pea: H1OB D onpeaeneHus
BuoxMmMmnyeckux napameTpoB:
Nakrar

KnuHunyeckoe 3HauyeHue:

JNlakTaTt ABnNsieTcAa NPOMEXYTOYHBIM MPOAYKTOM, 06pasylmMcs B npoLecce
MOFOYHOKMCIIOro GPOXKEHUS TNOKO3bl B @aHa3POBHbIX YCIIOBUSIX.

HepocTaTok kucrnopoga BegeT K akToUMa03y: HAKOMMEHWIO NakTaTa B KPOBU 1
CHWxeHuo ypoBHA pH Huxe 7,35. KoHueHTpauus naktata nosblllaeTcs npwu
noboM Tune TKaHeBOW TMMOKCKUKM, AuabeTe, NEYEHOYHON HEegoCTaTOYHOYTH,
MHTEHCUBHbIX (PM3NYECKNX Harpy3kax.

[narHo3 He AOMKEeH CTaBUTbCSH Ha OCHOBaHUWM ofHoro Tecta. Heobxoaumo
yuuTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBAHWUN 1 KITMHUYECKYIO KapTUHY.

anIHLWII'I mMeToAda:

depMeHTaTUBHbIN METOA OCHOBAH Ha MOCMNEA0BaTEeNIbHOCTH peakuui:
JIaKTaTOKCH/Jasa
L — naxrat + 0, + H,0 ——— nupysar + H,0,

nepokcuasa
—_—

2H,0, + 4 — xnopdeHon + 4 — AA XUHOH +H,0
MNHTEHCMBHOCTbL OKpacKy OKPaLIEHHOro KOMMMeKca npsiMo nponopumoHansHa
KOHLIeHTpauum nakrarta u uamepsietcs npu 505 Hm.
Habop npegHasHaveH ANs MCMONb30BaHUA Ha PYYHbIX, MOMYyaBTOMaTUHECKUX
1 aBTOMaTU4eCKMX BUOXMMMYECKUX aHanuaaTopax.

CocTaB HabGopoB*:

PeareHT 1 PeareHT 2 Kanu6paTtopb! /
KOHTpOmun **

PIPES Bydep pH 7,5; NaktaTokcuaasa; KoHueHTpaums

4-xnopdeHon MNepokcmpasa; KkanubpaTtopos /

4-amuHoadpeHa3oH (4- KOHTpOneWn yka3aHa Ha
AA) ITUKETKE

510 mn 5 x 10 mn pa3BeneHus Hanuune n obbLem B
Habope no xenaHuo

3aKasyvka
10*10 mn 10 x 10 mn pa3segeHus Hanuune n obbem B

Habope no xxenaHuio
3akasyvka

- obbemM peaceHmMoe 80 (brlaKoOHe U KOonu4yecmeo @brlakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8UCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHhopMauyusi O KamaroxXHOM HOMepe U Komriekmauyuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuro 3akasyuka Habop MOXem [ocmaensimbCsi C KOHMPObHLIM
Mamepuanom.

*

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

XpaHuTb B TEMHOM MecTe npu Temnepatype oT 2°C go 8°C.

Heesckpbimbie: cTabunbHbl O OKOHYaHWSI CPOKa FOAHOCTH

[ins npurotoBnexus Paboyero peareHta Heobxoammo 3a 30 MUHYT [0 aHanusa
cogepxumoe ogHoro dnakoHa PeareHta 2 pactBoputb B 10 mn_PeareHnta 1.
Pabounii peareHT cTabuneH npu Temnepatype ot 2°C fo 8°C B TeyeHve 4 Hegenb
unn 1 Hepeno npu TemnepaType ot 15°C po 25°C. 3awmwatb oT cBeTa 1
n3beratb 3arpsi3HeHnn!

Kanubpatop rotoB k npumeHeHuto. 3berate 3arpsasHeHni!

3a 30 MuHYT Ao npumeHeHust KoHtpons Bo dnakoH fobasunTte Heobxoaumoe
KONIMYECTBO [EMOHU3NPOBAHHOW BOAbI, COTMACHO MH(OPMaLMX yKasaHHOW Ha
aTukeTke. CTabuNbHOCTb KOHTPOMSi Mocre BOCCTaHOBMeHMst 8 4yacoB npwu
Temnepatype ot 15°C po 25°C, 5 gHen — npu Temnepatype ot 2°C go 8°C unm 1
Mecsly - npu TemnepaType oT MuHyc 20°C. He ponyckaTb MNOBTOPHOroO
3aMopaxuBaHUsi-pa3MopaxunBaHusi. isberatb 3arpsisBHEHUs.

Mpu3Hakn HeENPUrogHOCTU peareHTOB ANSA NPUMEHEeHUs:
- Hanu4me MyTHOCTY;

- onTMYeckast NNOTHOCTbL paboyero peareHTa npu 505 HM (1 cm) 20,18;
- HEMPOXOXOEHVE KOHTPOMS KayecTBa.

Mepbl NpegoCcTOPOXKHOCTU:

PearenTbl, Bxopswwme B coctaB Habopa, npeaHasHaueHbl TOMbKO ANA
[OMarHoCTuKu in vitro. He npuHumamp 6 Hympsb.

Mpn pabote c HaGopamu peareHTOB criedyeT MpUMeHsATb CpeacTsa
VHAMBMAYaNbHON 3aLLUTLI B COOTBETCTBUM C [EiCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycbk. [onyckaloTcs K NPUMEHEHWIO nepyaTku MeauUMHCKue
OAHOpa3oBble W XxanaTbl MeauuMHCKWe, oTBevalwme aencteyowmm THIMA
Pecny6nukn Benapycb 1 umeioLne AOKYMEHTbI, NOATBEPXKAAOLLIME KauyecTBO U
6e3onacHoCcTb B 06n1acTy NPUMEHEHNS.

Mpn pabote c HaGopamu cnegyer cobniogatb npaBwuna  TEXHWUKW
6e30nacHOCTN B COOTBETCTBUM C AeCTBYIOLLWI 3akoHoAaTenbCTBOM Pecnybnuku
Benapyceb.

YTunusauma He UCMOoNb30BaHHbIX NGO C WCTEKWUM CPOKOM TFOAHOCTW
peareHTOB MNpOXoAUT B COOTBETCTBUM C AEUCTBYIOLUMIA 3aKOHOAATENbCTBOM
Pecny6nuku Benapycs.

06pa3u.b|, UX CTabUNLHOCTbL U noAroToBKa K aHanusy:

CbIBOpOTKa UMM renapvHW3MpoBaHHasi nnasva KpoBu, cBoGogHas oT
remonusa.

O6pasubl crneflyeT oxfaguTb U OTAENUTb OT 3PUTPOLMTOB B TeuyeHue 15
MWHYT, Nocrne Yero cbiBOPOTKa ctabunbHa B TedeHne 14 aHen npu Temnepatype
oT1 2°C go 8°C.

MeToauka ans pyYHbiX U NofyaBTOMaTUM4ECKUX aHaANIN3aTopoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNEKTPOHOTOMETP, MO3BOMSAOLLMIA NPOBOAUTE U3MEPEHUS NPV ANUHE BOIHbI
505 HM “ AnuHOW onTuyeckoro Nyt 1 CM, C TepMOCTaTMPyeMbIM KIOBETHbIM
oTAEeneHneM;

- A03aTOPbI C HAKOHEYHMKaMK nepemeHHoro obbema ot 0,01 mn Ao 1 mn.

- cekyHOoomep.

Xop aHanu3a (py4Has meToauka):

YcnoBus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 505 (490-550) HMm;

- ANViHa onTu4eckoro nytm — 1 cm;

- Temneparypa - 37°C;

PeareHTbl foBecTu Ao Temnepatypbl 37°C.

AHanusaTop oGHYNsOT OTHOCUTENBHO paboyero peareHTa.

MakpomeTtog MonymumkpomeTog
BHecTtu B koBeTbl:| Kanubpatop O6pasel KanubpaTtop O6pasey
Pa6ouuit 1,000 1,000 0,500 0,500
peareHT, Mn
Kanu6patop, 0,010 - 0,005 -
M
O6paseu, mn - 0,010 - 0,005
AkkypaTHO nepemeluaTb U MHKY6upoBaTb 5 MWH npu Temnepatype 37°C,
M3MepUTb ONTUYEeCKyto NNoTHOCTb A Okpacka cTabunbHa 30 MUHYT.

Pe3ynbTtarthbi:
KoHueHTpaumio nakrata B cbiBOpoTke unu nnasme (C o6p) paccunTbiBaloT No
dopmyne:
A06p
Cogp(MMONIE/ ) = % Caan

Kasl

KoadbdpuumeHT nepecyeTa: mmons/n = mr/an x 0,1123.

***AHaNUTUYEeCKNe XapakTepucTUKu:
YyecmeumenbHocms: He 6onee 0,05 mmonb/n.
JluneiiHocms: 0,05 - 16,8 mmonb/n.

Ecnu koHueHTpauus nakrtata B obpasue npesbiwaeT 16,8 mmonb/n, TO
obpaseL Heobxoaumo passecTu duamonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nnony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULNEHT pa3BeaeHus.

ToyHOoCMb:

BOCI'IPOVIBBO,EWIMOCTI: BOCI'IpOI/I3BO,E|,I/IMOCTb
BHYTpU cepumn MexXcepuiHas
Cpeanee 1,46 575 1,38 5,66
(Mmonb/n)
SD 0,036 0,164 0,041 0,177
CV, % 2,48 2,85 2,95 3,13
n 10 10 10 10
Koppensayus:

20 o6pasLoB 6bINo NpoaHanu3npoBaHo € ucnonb3oBaHmem Habopa peareHToB
Ons onpepgeneHus nakrata (Npou3BoAcTBa «[lMaceHc») W Apyrum HabGopom
peareHTOB, BHECEHHBIM B PeecTp nsgenuini MeauLUMHCKOro HasHadeHus PB.

KoadhpununeHT koppensaumu: 0,967.

***[laHHble Nony4YeHbl NP UCNoNb3oBaHWM aHanusatopa Mindray cepun BS,
ONs ApYrMX aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporb kauecTBa U3MepeHuii NPOBOAMUTCS C UCMOMb30BAHUEM KOHTPOMBHOTO
Matepuana AByX YpoBHeW. [pu HEenpoxoXAeHWW KOHTponew npoBOAUTCS
nepekanubposka. lNocne nepekanubpoBkM credyeT CHOBa NpPOTECTUPOBATb
KOHTponu. B cnyyae  HENpPOXOXAEHWs  KOHTPONs  kayectBa  nocne
nepekanmbpoBku, HEO6XOAMMO NPOBEPUTbL UCMPABHOCTbL aHanM3aTopa v Hanu4me
NPU3HaKOB HEMPUroAHOCTY peareHToB.

Kaxxpass nabopatopusi NpoBOAMT KOHTPOMb KayecTBa COMMacHoO CBoew
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeHsTb ANs KOHTPOMS KayecTBa KOHTPONbHbIN MaTepuan,
BXOAsWMN B cocTtaB Habopa, unu npoussBoactBa Randox (Benukobpurtanus),
Spinreact (Mcnanus), Cormay ([MonbLua) v Apyrux npoussoauTenei.

PedepeHCcHbIe 3HaYeHus:
CblBOpPOTKA UK
nnasma KpoBw:

anIBe,El,eHHble peqaepeHCHble 3Ha4yeHusa OPUEHTUPOBOYHbIE!: KaxXgasa

naGopaTtopusi 4OMKHA cama yCTaHaBnvBaTb CBOU PehepPeHCHbIE 3HAYEHUS.

0,5-2,2 mmonb/n

UHTepdepeHuus:

BHyTprBEHHbIE MHBEKUMM 3nMHedpuHa, rMoKo3bl, GukapGoHaTa unu apyrue
WHY3nK, BNUSIOLLME HA KUCNOTHO-LLENOYHON GanaHc, Bbi3biBalOT MOBbILLEHWE
KOHLEHTpaumn naktaTta. FeMonus nckaxaet pe3ynbTaTt onpeaeneHust.

KonupoBaHue u nepegaya TpeTbUM NuuaMm 3anpelueHbl!
Mo Bonpocam MeToANYECKOW MOMOLLM U 3aKyNKK obpaluaTbcs no
Tenedonam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi Yactbio MHCprKLlMﬁ no NPUMEHEHUIO ABNAKOTCA
apanTauMoHHbIe NnporpamMmmbl (MeTOAMKM) no NpUMEeHEeHUur HaGopa
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6vnoxumuqecxm ..qpameTpOB
XonuHacTtepasa

KnuHnyeckoe 3Ha4yeHue:

Pasnuyatot aBa tuna xonuHactepasbl (CHE u ACHE), koTopble pa3nuyHbl no
cneunduyHocTy cybeTpaTta, TKaHeBOMY MPOUCXOXAEHMIO M B1oNOrnyeckon ponu.
XonunacTtepady ACHE, Takke M3BECTHYIO KaK aueTunrugponasa aueTurnxonuHa,
BbISBMAOT B 9pUTpOLIMTaX, NErkux, ceneseHke W CepoM BellecTBe Moa3ra.
MceBpoxonuHactepasa (CHE), Takke wu3BecTHas kak auwunrugpornasa
auunxornivHa NPUCYTCTBYET B CbIBOPOTKE, MEYEHM, MOLKEenyAoYHOW ernese,
cepaue u Genom BelwectBe Mosra. OnpeaeneHne YPOBHA CbIBOPOTOYHOMN
xonuHacTtepasbl (CHE) uenecoobpasHo ons ouMarHOCTUMKM pacCTPOWMCTB MeYeHu:
renaTuToB, LMppo3a, HOBOOOPa3oBaHU C MeTacTasamu, YyBCTBUTESILHOCTU K
BBEAEHWIO CYKLUMHUMXOMNWHA, @ Takke OTpaBneHui nectuuuaamu. YpoBHU
hepMeHTa CHIKaOTCS BO BCEX NEPEUNCIIEHHbIX CryYasX.

[lnarHo3 He [OMKeH CTaBUTbCA Ha OCHOBaHUM ofHoro Tecta. Heobxoaumo
YUuTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWIN 1 KNMMHUYECKYIO KapTUHY.

anIHLlVIH mMeToAa:

OnNTUMMU3NPOBAHHBIV KMHETUYECKUIA METOA, pa3paboTaHHbI B COOTBETCTBUU C
pekomeHaaumammn Hemeukoro O6uwectsa KnuHnyeckont Xumum (DGKC).

MeTtog wcnonb3yeT OyTUMpUNTMOXONWH Kak cneuudwudeckuin cybeTtpat ans
XONnUHACTEpPasbl (CHE). XonuHacTtepasa KaTanuampyet rmgponua
6yTupunTuoxonuHoBoro cybectpata ¢ obpasoBaHuem ByTupaTta M TMOXONWHA.
TwoxonuH BoccTaHaBnueaeT rekcaunaHodeppart (I11) go rekcaunaHodeppara (I1).
YMeHblLueHne abcopbumm npsimo nponopuuoHansHo akTuBHocTu CHE B npobGe.

HaGop npegHa3HaveH Ansi UCMONb30BaHUS Ha PyYHbIX, NOlyaBTOMaTUYECKNX
1 aBTOMaTU4ECKMX BUOXMMUYECKUX aHanuaaTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTopeb! / KOHTpONM **
MupodocdaTHhbin BytupunTmoxonuH KoHueHTpauus
6ycep pH 7,6 KanubpaTopoB / KOHTponen

lekcaumarodeppar (I11) yKasaHa Ha aTukeTke

Kanvs

85 mn 17 mn Hanuuue n obbem B Habope
M0 XeNnaHuio 3akas4yunka

100 mn 20 mn Hanuuue n obbem B Habope
M0 >XenaHuio 3akasyuka

250 mn 50 mn Hanuuue n obbem B Habope
M0 XeNnaHuio 3akasyunka

*

- obbemM peaceHmMoe 80 (brlaKoOHe U KOnu4yecmeo hriakoHo8 MOoXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHghopmauyus O KamasroxHOM HOMepe U Komriekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuto 3aKka3yuka Habop MOXem rnocmassmscs ¢ Kanubpo8oYHbIM U
KOHMPOIIbHLIM Mamepuarnom.

MoaroToBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTD!

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHU0. XpaHuTb B TEMHOM MecCTe npwu
Temnepatype oT 2°C go 8°C.

Hesckpbimble: cTabunbHbl 4O OKOHYaHWS CPOKa roA4HOCTH

lMocne sckpbimusi: cTabunbHbl B TeYeHre 3 MecsLeB.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4eHUe 2 MecsiLEeB.

Mepea ucnonb3oBaHWeM BCe peakTVBbI CriedyeT akkypaTHO nepemeluatb,
Bpawas dgnakoHsl. He 3amopaxuBatb!

3a 30 MuHYT Ao npumeHeHns KanwbpaTopa n_ KoHTpons Bo driakoHbl fobaBuTb

Heob6XoAMMOe KONMMYeCcTBO AEMOHWU3MPOBAHHOW BOAbI, COTMacHO WHdopMaLumuu
yka3aHHOM Ha 3TukeTke. CTabunbHOCTb kanmubpaTopa W KOHTpons mnocne
BOCCTaHOBMeHNs 8 yacoB npu Temnepatype ot 15°C po 25°C, 5 gHewt — npu
Temnepatype o1 2°C go 8°C unu 1 mecsi - npy Temnepatype ot muHyc 20°C. He
pjonyckaTtb MOBTOPHOTO 3aMOpakMBaHVS-pasMOPaKMBaHWS. M36eratb
3arpsizHeHust.

anISHaKVI HenpurogHoCTu peareHToB AN NPUMEHEeHUA:
- Hanu4yue B peareHtax 4yactuy unm noMmyTHeHune.

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, BXoasilme B coctaB Habopa, npeaHasHadveHbl Tonbko Anst Mpu
paboTe ¢ Habopamu peareHTOB CreAyeT NPUMEHSTb CPeACcTBa UHAMBUAYANbHOW
3alWmMTbl B COOTBETCTBMM C [eNCTBYIOLWMIA 3akoHodaTenbcTBoM Pecnybnuvku
Benapycbk. [lonyckaloTcst K IPUMEHEHWIO NepyaTKu MEAMULIMHCKUE OOHOPa3oBble U
xanatbl MeAuuMHCKWe, oOTBevawowwe pgevcteyowmm  THIMA  Pecnybnuku
Benapychk v nmetoLme JOKYMEHTbI, NOATBEPXKAALLME Ka4eCcTBO M Ge3onacHOCTb
B 06nacTu npuMeHeHus.

Mpn pabotre c Habopamu cnegyeT cobniogaTb npaBuna  TEXHWUKU
6e30MacHOCTV B COOTBETCTBUM C AeCTBYIOLLMIA 3akoHoAaTeNnbCTBOM Pecnybnuku
Benapyceb.

YTuUnusaumsi He MUCMonb30BaHHbIX NIMGO C WCTEKWWM CPOKOM TOAHOCTU
peareHToB NpPOXOAWT B COOTBETCTBMW C [EWCTBYIOLWMA 3aKkoHOAATeIbCTBOM
Pecnybnuku Benapychb.

O6pas3subl, UX CTaBUMNBHOCTb U NOArOTOBKA K aHanu3y:

Csexas cbiBopoTka, nnasma (3ATA, renapvH) 6e3 remonusa. SpuTpoumnTbl
crnepgyeT  MakcumarnbHO  ObICTPO  OTAENWTb  OT  CbiBOPOTKW/MNasmbl. He
vcnonb3oBaTh UMTpaThl, GopaTbl, okcanmatel W TOopuabl B KayecTse
aHTMKOArymnsiHTOB, T.K. OHW UHIMBUPYIOT aKTUBHOCTb XONUHACTEPa3bl.

Mpobbl MOXHO XpaHWTb A0 7 cyTok npu Temnepatype 2-8°C wnm go 3
MecsueB npu TemnepaType -20°C.

PekoMeHOyeTcs NpOBEAEHWE aHanu3oB Ha CBeXem Ouonornyeckom
matepwvane.

MeToauka onsi noflyaBToMaTU4eCKUX aHanu3aTopos.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- CNeKTpodoTOMETP, MO3BOMSIOWNA MPOBOAUTL WM3MEPEHWUS MpU ANVHE
BonHbl 405 HM ¥ AnuvHOM onTuyeckoro nytm 1 cm, C TepmocTaTMpyeMbiM
KIOBETHBIM OTAENEHNeM;

- 403aTopbl C HAKOHEeYHVKamu nepemeHHoro obbvema ot 0,01 mn go 1 mn;

- cekyHaomep.

Xopa aHanu3a (py4Has meToauka):

Ycnosus npoBedeHUst aHanuaa:

- ANVHa BOnHbl — 405 HM;

- ANVHa onTuyeckoro nytv — 1 cm;

- Temnepartypa - 37°C;

Bce peareHTbl AomkHbl 6bITe AoBeAeHbl A0 TemnepaTypbl 37°C oo Havana
aHanusa.

AHanusaTop 06HYNSHT OTHOCUTENBHO AUCTUNIMPOBAHHOW BOAbI.

MakpomeToa NonymukpomeToa

BHectn B Kanubpa:

KoBeTy BnaHk | Kanubpatop|O6pa3sey, | bnaHk Top O6pasey

Pearent 1, Mn | 1,00 1,00 1,00 0,50 0,50 0,50
Kanubpatop, mn - 0,02 - - 0,01 -

O6paseu, mn - - 0,02 - - 0,01

Boga, mn 0,02 - - 0,01 - -

AKKypaTHO nepemeluaTb U MHKybupoBaTtb 5 MuH. 3atem 1o6aBuTh:
Pearent 2, Mn | 0,20 | 020 | 020 [ 010 [ 010 [ 0,10

AKKypaTHO nepemelLaThb, U3SMEPUTb ONTUYECKYHO MIIOTHOCTL KaXAo cmeck (A1)
yepes 90 cek u ewe Yyepes 90 cek namepnTsb (Az).

Pe3ynbTarthbi:
[ns kaxpgoro o6pasua paccunTbiBaOT U3MEHEHWE ONTUYECKON NOTHOCTU: AA=
(A2- A1).

AKTUBHOCTb XOINMH3CTEPasbl B 06pa3sLie paccuMTbIBaeTCs Mo hopmyre:

AAoGp - AAGJlaHKa

—————————— X aKTHBHOCTb KaJl.
AAKaJI - AAGIIaHl(a

aktuBHOCTB 06p(E/N) =

***AHaNUTM4YeCKne XxapakTepuCcTUKu:
YyecmeumenbHocmsb: He 6onee 130 E/n.
Jlunetinocmsb: 130 — 25000 E/n.

Ecnu akTMBHOCTb XOnMHacTepasbl B obpasue npesbiwaet 25000 E/n, To
obpaseL;, HeobxoaumMo passecTun duamonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pesynbTaT YMHOXNTb Ha KO3 MULMEHT pa3BeaeHus.

To4HOCMB:

Bocn pou3BOANMOCTb Bocn pon3BOANMOCTb
BHYTpU cepumn Me)KCepVIVIHaﬂ
Cpennee 3850 6735 3850 6744
(Eln)
SD 57,04 155,22 62,86 139,14
CV, % 1,48 2,3 1,63 2,06
n 10 10 10 10
Koppensauyus:

20 o6pasLoB 6bINo NpoaHanM3MpoBaHo C ucrnonb3oBaHvem Habopa peareHToB
Ans onpeperieHns XonuHacTepasbl (npousBopacTBa «[uaceHc») u  Apyrum
Habopom peareHTOB, BHECEHHbIM B PeecTp cpeacTs MeaMLMHCKOro HasHaveHus
PB.

KoadhduumeHT koppensuum: 0,9941.

***[laHHble NoMNyYeHbl NpU UCNONb30BaHWMKN aHanusatopa Mindray cepun BS,
ANs ApYrMX aHanu3aTtopoB OHW MOTYT OTANYaTLCS.

KOHTpOHb Ka4yecTBa:

KoHTponb kayecTBa U3MepPEHWii MPOBOAMUTCS C UCMONIb30BAaHWEM KOHTPOMBLHOIO
matepuana AByX YpoBHeW. [pu HEenpoxoXAeHWW KOHTponew npoBOAUTCS
nepekanubposka. lNocne nepekanubpoBkM criefyeT CHOBa NpPOTECTUPOBATb
KOHTponu. B cnyyae  HENpPOXOXAEHWs  KOHTPONs  kayectBa  nocne
nepekanmbpoBku, HEO6XOAMMO NPOBEPUTbL UCMPABHOCTbL aHanM3aTopa v Hanuume
NPU3HaKOB HEMPUroAHOCTY peareHToB.

Kaxpgass naGopaTopusi NpoOBOAWT KOHTPOMb KayecTBa COIMacHO CBoeW
YTBEPXAEHHOW CXeme.

PekoMeHOyeM NpUMEHSITb Anst KOHTPOMsS KaYecTBa KOHTPOIbHBIN MaTepuan,
BXOASAWMA B cocTaB Habopa, unu npoussodctBa Randox (BenwkobpuTtaHus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENEN.

PedhepeHCHbIe 3HaYeHus:

CbiBopoTka/llnasma 37°C
YKeHLWMHbI 4000 — 12600 E/n
MyX4urHbI 5100 — 11700 E/n

Y petei B Bo3pacTe 40 6 MecsiLeB aKTUBHOCTb XOnuHacTepasbl Ha 40 — 50 %

BbILLE, YEM Y B3pOCIIbIX. Y MOMoAbIX, B3POCHbIX XEHLWWH (<35 neT) akTMBHOCTb

depmeHTa cocTtaBnsieT okono 64 — 74 % OT aKTMBHOCTU Myx4uH. [lpu

6epeMeHHOCTY aKTUBHOCTb CHUXKaeTCsl.
MpuBeaeHHble  pedepeHCHble  3HAYEHUs  OPUEHTMPOBOYHbIE:  Kaxzas
nabopatopus AoMmKHa cama ycTaHaBnMBaTh CBOW pedepeHCHble 3HaYeHus.

UHTepdepeHuus:
'emorno6ux o 5 r/n, 6unupy6bun go 20 mr/an u Tpurnuuepuabl Ao 1000 mr/gn
He BNMSIOT Ha pe3ynbTaTbl onpeaeneHui.

KonupoBaHue n nepeagayva TpeTbUM nuuam sanpetyeHb!

Mo Bonpocam MeToAMYeCKOWU NOMOLLM U 3aKyNKu obpallaTbcs No
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi 4yactbio VIHCTPyKLWIi"I no NPUMEeHEeHUIo ABNAKOTCA
apanTauMoHHble NnporpamMmmbl (MeTOAMKM) no NpUMEHEeHUr HaGopa
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UHCTPYKUMS R fipUMEHEeHMNIO
HabGopa peareHTOB Ans onpegeneHus
GUoXMMMNYECKUX NapaMeTpoB:
YnbTpa - C-peaktuBHbIN 6enok (y-CPB)

KnuHunyeckoe 3HauyeHue:

C-peakTvBHbI 6enok — 310 6enok ocTpor asbl. Ero koHUeHTpaumsi B KpoBu
NOBbILLIAETCA NpKU TpaBMax, BOCNaneHusx, Hekposax TkaHenl. o cpaBHeHuo ¢
apyrumun 6enkamu octpon dasbl, kKoHueHTpauus CPB BospacTaeTt 6onee pesko,
noatoMy wumeHHo CPB Hanbornee 4acTo MPMMEHAIOT Ha nNpakTuke [Ans
[AnarHocTukn b6akTepuanbHbIx MHeKLWii (B OTCYTCTBUM TpaBM), 6akTepuanbHOro
cerncuca y HOBOPOXAEHHBIX, ANl MOHUTOPWHIa aHTMBaKTepuarnbHOro neveHus.
Onpepnenexne CPB npoBoaaT npu cneaytowmx 3abonesaHnsx: peBMaTonaHbIn
apTpuT, CUCTEMHasi KpacHasi BonyaHka, CMHAPOM BackynuTa, BocnanuTesibHble
3aboneBaHus KULLIEYHWKA, MHapKT MUokapaa.

Onpegenenuss Husknx ypoeHen CPB (0,5-10 wmr/n) B codveTaHunm cC
pesynbTaTamu uccneaoBaHuin NUNUMAHOTO Npouna MoryT BbiTb MCMOMb30BaHbI
B Ka4ecTBe Mapkepa cepAeyHO-CoCyAUCTbIX 3aborneBaHuii.

[narHo3 He AOMKEH CTaBWTbCS HAa OCHOBaHWM ofgHoro Tecta. Heobxogumo
y4uTbIBaThb pe3ynbTaThbl APYrUX UCCEA0BAHWIA U KIIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToQa:

KonuyectBeHHoe onpegeneHne C-peakTuBHOro Gerika OCHOBaHO Ha peakuum
arrnioTMHaUMM mexay Haxoasiwwmmes B obpasue CPB u cneuuduyeckumm
aHTUTENnamu k venosedyeckomy CPB, nokpblBaloWUMK naTekCHble YacTUYKu B
peareHTe. CTeneHb arrnoTUHaLMW 3aBUCUT OT KoHLeHTpauun CPB B obpasue u
BbI3bIBAET  MPOMOPLMOHANbHOE  W3MEHEHWe  OMTMYECKOW  MMOTHOCTM.
KoHueHTpaums CPB B o6pasue onpegensieTcst (hOTOMETPUYECKN OTHOCUTENBHO
kanubparopa.

HaGop npepHasHaveH st UICMOMb30BaHWst Ha PYYHbIX, NONyaBTOMaTU4ECKUX
1 aBTOMaTU4eCKMX BUOXMMMYECKUX aHanuaaTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTpoOnu **
Bydep, pH 7,6 Bydep, pH 7,6 KoHueHTpauusa
KoHcepBaHT AHTU4enoBeyveckne kanubpaTopoB / KOHTponeWn
aHTuTena k CPb yKasaHa Ha aTuKeTke

24 mn 6 mn Hannuve n o6bvem B Habope
N0 XenaHuio 3akasyuka

48 mn 12 mn Hanuuve n o6bem B Habope
M0 XXeNnaHuio 3akasyuka

96 mn 24 mn Hanuuve n o6bem B Habope
M0 XXeNnaHuio 3akasyuka

120 mn 30 mn Hanuuve n o6bem B Habope
M0 XenaHwuio 3akasyuka

*

- obbemM peaceHmMo8 60 (hriakoHe U KO/IUYecmeo (hriakoHo8 Moxem
8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoxHo20 Homepa.
** - uHghopmayusi O KamasioXHOM HOMepe U Komrnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

o xxenaHuto 3aka34uka Habop Moxem focmaensimscsi 6e3 Kanubpo8oYHO20
U KOHMPOIIbHO20 Mamepuarna.
MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 1 PeareHT 2 rotoBbl K NpUMeHeHW0. XpaHUTb B TEMHOM MeCTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

lMocne eckpbimusi: CTabunbHbl B Te4eHVe 3 MecsiLEB.

Ha 6opmy aHanusamopa: ctabunbHbl B Te4eHne 2 MecsiLeB.

PeareHT 2 nepef npymMeHeHWeM HEOGXOAUMO akKypaTHO NepemellaThb, YToObI
pacTBOp cTan ogHOpoAHbIM. PeareHTbl He 3amopaxuBaTtb!

Kanubpartop u KoHTponb rotoBbl k npuMeHeHuio. MNocne BekpbiTUa dnakoHa
ctabunbHbl Npu Temnepatype ot 2°C fo 8°C B TeyeHue Tpex mecsilieB. PeareHTbl
He 3aMOopaxuBaTb.

Mpu3Hak1 HeNpUrogHOCTU peareHToB ANsl NPUMEHEeHUs:
- Hanu4mKe B pacTBOpe peareHTa 1 MyTHOCTM.

MepbI NpPeaoCTOPOXHOCTH:

PeareHTbl, BXoasiluMe B cocTaB Habopa, npefHa3Ha4eHbl TOMbKO Ans
AvarHocTuku in vitro. He npuHumame eHympsb.

Bce KOMMOHEHTbI B MCMOMb3yeMbIX KOHLEHTPALMSX HE TOKCUYHBI.

Mpn pabote c Habopamu peareHTOB criegyeT MNPUMEHSATb CpeacTsa
MHOVBUAYaNbHON 3aluThl B COOTBETCTBUW C AEVCTBYHOLLMIA 3aKOHOAATENBCTBOM
Pecnybnukn Benapyck. [onyckaloTcsi K NPpUMEHEHWIO nepyaTku MeauumnHckue
ofHOpa3oBble W xanaTbl MeguuUMHCKMe, oTBevatowme aencteylowmm THIA
Pecny6nuku Benapycb 1 nmetowe AOKYMEHTbI, NOATBEPXKAAOLWNE KAYECTBO U
6e3onacHocTb B 06nacTu NprMeHeHus.

Mpn pabote c¢ Habopamu cnegyetr cobnogate npaBuna TEXHUKK
6esonacHOCTM B COOTBETCTBMM C  [EWCTBYIOLWMA  3aKOHO4ATENbCTBOM
Pecnybnukn Benapyce.

YTunusaums He WCNOMb30BaHHbIX NGO C MCTEKWUM CPOKOM FOLHOCTM
peareHToB MPOXOAUT B COOTBETCTBUWU C [AEWCTBYHOLWMIA 3aKOHOAATENBCTBOM
Pecny6nukun Benapyce.

O6pasubl M UX CTaOUNBLHOCTD:

HeremonuavnpoBaHHas cbiBOpoTKa kpoBu naumeHTa. Obpasupl ctabunbHbl 7
OHen npu Temnepatype ot 2°C go 8°C wnu 3 mecsiua npu Temnepartype MUHyc
20°C. O6pa3subl, cogepxawme ¢ubpuH, HeobxoguMo OTLEHTPUMYrnpoBaThb
nepef aHanm3om.

MeToauka onsi py4HbIX U NofyaBTOMaTU4eCKUX aHaNn3aTopoB.
Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:
- CMeKTpoOoTOMETP, MO3BOMSIOLLMIA MPOBOAUTL M3MEPEHUS NPU AMUHE
BONHbI 546 HM 1 ANNHOW ONTUYECKOro NyTn 1 cMm;
- [4o3aTopbl C HaKOHeYHVKamu, nossonsiowme otbupate 0,8 mn, 0,2 mn, 0,4
mn, 0,1 mn, 0,033 mn, 0,001 mn;
- cekyHaoMmep.
Xop aHanu3a (py4YHas meToamka):
YcroBus npoBefeHUst aHanuaa:
- ANVHAa BOMHbl — 546 HM;
- ANWHa onTuyeckoro nytv — 1 cm;
- Temnepartypa - 37°C;
AHanusatop oGHYNsSIOT OTHOCUTENBHO AMCTUMUPOBAHHON BOAbI.

BHecTu B kioBeTY MakpomeTog MonymukpomeTog
Pearent 1, mn 0,800 0,400
PeareHT 2, Mn 0,200 0,100
Kanu6paTtop, mn/ O6pasew, mn 0,033 0,0165
MepemeluaTb 1 N3MEPUTbL ONTUYECKYHO NMOTHOCTL cpa3y (A1) 1 Yepes 4
MWHYTbI Nocne go6asneHust obpasua (A2).

Pe3ynbTarthbi:
[Ons kaxgoro obpasua u kanubpartopa paccuntbiBaioT AA = Ax- A1,
KoHueHTpauuto y-CPB B o6pasLe (Cosp) paccunThbiBaOT MO KanmbpoBoHHOMY

rpacuky.

MocTpoeHue KanMGpPOBOYHON KPUBOW:
B kauyectBe kanubpaTopa vcnonb3oBatb kanubpatop y-CPB npou3BoactBa

[wnaceHc nnu Randox (Benukobputanus).

M3 kanubpatopa CPB roToBsT cepuio KanMbpoBOYHbIX PacTBOPOB NyTem
nocnefoBaTenbHOro passefeHnst pusnonormieckum pacTeopom (pacteop 9 r/n
Xropuaa HaTpusl) Unu pasBefeHneM cornacHo criepytolleit Tabnuue:

PasBeneHve 1 2 3 4 5 6

Kanubpatop, mn 0,025 0,050 0,100 | 0,200 0,400

PuspacTtop, M 0,400 0,375 0,350 0,300 0,200 -

PakTop 0 0,0625 0,125 0,25 0,5 1,0

[Ana nonyyeHust KoHueHTpauuu CPB nocne «kaxpgoro pasBefeHus,
HeoGXoaMMO KOHUEHTpauuio kanubpaTopa, ykasaHHylo Ha JTUKETke U B
COMPOBOAUTENbHBIX JOKYMEHTaX YMHOXUTb Ha chakTop.

Kaxabl 13 kannGpOBOYHbIX PaCTBOPOB aHANU3NPYETCsl, Kak ONUCAHO BbILLE.
Mo pe3ynbTaTam aHanusa cTpoutcst kanmbpoBoyHas KpuBasi.

***AHaNUTUYeCKNe XxapakTepuCcTUKn:

YyecmeumenbHocms: He 6onee 0,05 mr/n.

JlunetiHocmb: 0,05 - 10 mr/n (3aBUCWUT OT KOHLUEHTpauun kanubpatopa,
CM. 3TUKETKY W/Mnn nacnopT KkavecTsa).

Ecnn koHueHTpaumss CPB B obpasue npesbiwaer 10 mr/n, To obpasey
HeobxoaMnMo pasbaBuTb pacTBOPOM xnopuaa Hatpust (9 r/n) B cooTHoLeHun 1:4,
a NonyYeHHbIN pe3ynbTaT YMHOXWUTb Ha 5.

Agpghekm npo3oHbI He Habnopaetcst Ao 150 mr/n.

ToyHOCMb:
BocnpowussoanmMocTs BocnpoussogumocTs
BHYTPUY cepuu MeXcepuitHast
CpeaHee (mr/n) 1,61 3,55 1,61 3,58
SD 0,057 0,100 0,076 0,114
CcVv 3,52 2,83 4,71 3,18
n 10 10 10 10
Koppensauyus:

10 o6pasuoB 6bINO nNpoaHanM3MpoBaHO C uUcnonb3oBaHveM Habopa
peareHTOB ANsA onpeaenexHus ynbtpa - C-peakTuBHbI Genok (npomssoacTsa
«[naceHc») n gpyrum Habopom peareHTOB, BHECEHHbIM B PeecTp cpeacTs
MeauumHcKoro HasHadeHusa Pb KoadhduumeHT koppensiuum: 0,901,

***[laHHble Nony4YeHbl NpU UCMonb3oBaHWM aHanusatopa Mindray cepumn BS,
AN ApyrMx aHanmM3aTopoB OHU MOMYT OTNMYaTLCS.

KOHTpOHb Ka4yecTBa:

KoHTponb  kayecTBa  WM3MEPEHWA  MPOBOAUTCH C  UCMOMNb30BaHWEM
KOHTPOMbHOrO MaTtepuana [AByX YpoBHeW. [Mpu HenpoxoXaeHun KOHTponen
npoBoauTcs nepekanubposka. [locrne nepekanubpoBkM criegyeT CHoBa
npoTecTMpoBaTh KOHTPONW. B cnyyae HeNpoxXoXaeHNs KOHTPOIS KayecTBa nocne
nepekanubpoBky, HeoGXoOWMO MPOBEPWUTHL WCMPaBHOCTL aHanusatTopa U
Hanu4yne NpU3HaKoB HENPUIOAHOCTU peareHToB.

Kaxpgass nabopaTopusi MPOBOAMT KOHTPOSib KayecTBa COMMacHO CBoeit
YTBEPXKAEHHOM CXeme.

PekomeHayem NpuMeHsTb ANs KOHTPONS KayecTBa KOHTPOMbHbIA MaTepuan,
BXOASLWMIA B cocTaB Habopa, unu npoussogcTBa Randox (Benvkobputanus),
Spinreact (Mcnanus), Cormay (MonbLua) n Apyrvx npovssoauTenei.

PedhepeHcHbIe 3Ha4YeHus: < 3 mr/n.

MpuBeneHHble  pedepeHCHble  3HaYeHUs  OPUEHTUPOBOYHbIE:  Kaxaas
nabopaTtopusi fOMKHa cama yCTaHaBn1BaTh CBOM PehepPEHCHbIE 3HAYEHMSI.

UHTepdepeHuus:

Bunupy6ux >342 mkmonb/n, nunemust > 10 r/n, peBmaTonaHbii paktop > 300
ME/mn, remorno6un > 5 r/n.

KonupoBaHue n nepeaaya TpeTbUM nnuam 3anpeLyeHbi!
Mo Bonpocam MeToAUYECKON MOMOLUM M 3aKyNKK o6pallaTbLCcsa no
TenecoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbto MHCTPYKLUMIA NO NPUMEHEHUIO ABMSAOTCA
afjanTauMoHHble NporpaMMbl (MeTOAMKMN) NO NPMMeHeHUto Habopa



" YTBEPXOAIO
OvpekTtop

MHCTpPYKiiiis 10 NPUMEHEHUIO

HaGopa peareHTOB ansa onpeneneHus
6MoXMMMYECKNX NapaMeTpoB:

C-peakTuBHbIn 6enok (CPB)

KnuHuyeckoe 3HayeHue:

C-peakTuBHbIN 6enok — aTo 6enok ocTpoii asbl. Ero koHUeHTpaLumsi B KpoBU
NOBbILLIAETCA NpKU TpaBMax, BOCNaneHusx, Hekposax TkaHel. o cpaBHeHuo ¢
apyrumun 6enkamu octpon dasbl, kKoHUeHTpauus CPB BospacTaeTt 6onee pesko,
noatomy umeHHo CPB Haubonee 4acTo nNpUMEHSIOT Ha MpakTuke [Ans
OnarHoCcTukM 6akTepuanbHbIX MHeKUMiA (B OTCYTCTBUK TpaBm), bakTepuanbHOro
cencuca y HOBOPOXAEHHbIX, AN MOHUTOPWHIa aHTMBaKTepnanbHoOro neveHus.
Onpegenexnve CPB npoBoaaT npu cnefytowmx 3aboneBaHnsx: peBMaTougHbIv
apTpuT, CUCTEMHasi KpacHasi BonyaHka, CMHAPOM BackynuTa, BocnanuTesibHble
3aboneBaHus KULLIEYHWKA, MHapKT MyUokapaa.

[lnarHo3 He [OMmKeH CTaBUTLCSH Ha OCHOBaHMM oaHoro Tecta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCNEAOBAHNIA U KITMHUYECKYIO KapTUHY.

anIHLlVIn MeToaa:

KonunyectBeHHoe onpepeneHne C-peakTMBHOrO Genka OCHOBaHO Ha
peakuuu  arrnioTMHauUMKM  Mexay Haxoaswumcs B obpasue CPB  u
crneunduyeckuMn  aHTuTenamm Kk denoseveckomy CPB, nokpbiBaiowymm
naTekcHble 4acTudkM B peareHTe. CTeneHb arrmOTUHAULMM  3aBUCUT  OT
KoHUeHTpauun CPB B o6pasue W Bbi3bIBAET NPOMOPLMOHANBHOE W3MEHEHWE
ontuyeckor nnotHocTu. KoHueHTpaumss CPB B o06pasue onpegensietcs
OTHOCUTENBHO KanMBpPOBOYHOW KPUBOW.

Ha6op npeaHasHaveH ans 1cnonb3oBaHus Ha PY4HBIX,
noslyaBTOMaTUYECKMUX U aBTOMaTUYECKMX BUOXMMUYECKUX aHanu3aTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubparopbl / koHTponun **
docatHbIn Bydep, docatHbIn Bydep, KoHueHTpauusa kanubpatopos /
pH 7,4 pH 7,4 KOHTpOIen ykasaHa Ha
MonuatuneHrnukonb |  MonuknoHanbHble 3TUKeTKE
HaTtpus asung aHTU4enoBeveckune

aHtutena k CPb

Hanwnuve n o6bem B HaGope no

50 mn Swmn XenaHuio 3akasyunka
Hanuuune n o6bem B Habope no
100 mn 10 mn P
XKENnaHuio 3akasymka
Hanwnuue n o6vem B HaGope no
120 mn 12wmn XEenaHuio 3akasyumka
Hanuuune n o6bem B Habope no
240 mn 24 mn P

XKelnaHuio 3aKas4yuka

* - obbemM peazeHmMo8 60 (hriakoHe U Kouyecmeo (hriakoHO8 Moxem
8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.
** - uHghopmayusi O KamasioXHOM HOMepe U Komrnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

o xxenaHuto 3aka34uka Habop Moxem nocmasnsimscsi 6e3 Kanubposo4yHo20
U KOHMPOIIbHO20 Mamepuarna.

nO.lJ,I'OTOBKa peareHToOB K TPUMEHEeHU U UxX CTabUNbLHOCTL:

PeareHT 1, PeareHT 2, Kanubpatop CPB rotoBbl K npUMeHeHUto. XpaHuTb B
TeMHOM MecTe npu Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUSA CpoKa roAHOCTM

lMocrie eckpbimusi: CTabuUnbHbl B Te4eHUe 3 MecsiLeB.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecaLeB.

PeareHT 2 nepep npumeHeHnem HeobxoaMMO akkypaTHO nepemellatb, YTobbl
pacTBOp cTan ogHOpoAHbIM. He 3amopaxuBaThb.

KoHTponn CPB MoryT 6biTb Kak >XUAKUMU, FOTOBBIMU K MPUMEHEHUI0, TaK U
NIMOUIM3NPOBAHHLIMMU.

B cnyuyae, ecnu KoHTponu »uakve: nocre BCKPbITUS CTabunbHbl Npu
Temnepatype oT 2°C go 8°C B TeyeHue 2 mecsueB. He 3amopaxuBartb!

B cnyuyae, ecnu KoHTponu nuodwunuampoBaHHble, To 3a 30 MWHYT A0
npUMeHeHns BO dnakoH nob6aBuTb HeobxoaumMoe KONM4ecTBO
[EeVOHU3NPOBaHHOW BOAbI, COMMAacHO WHMOPMauUK YKa3aHHON Ha ITUKETKE.
CTabunbHOCTb KOHTPONS NOCcne BOCCTaHOBIIEHUS 8 YacoB Npu Temnepartype oT
15°C po 25°C, 5 gHew — npu Temnepatype ot 2°C go 8°C wnu 1 mecay - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb MOBTOPHOrO 3aMOpaXuBaHWUs-
pa3mMopaxwuBaHusi. 3awwmaTte oT cBeTa u usberaTb 3arpssHeHui!

Mpu3Hakn HENPUroAHOCTU PeareHToB AnNs NPUMEHeHUs:
- HanW4ve B pacTBope peareHTa 1 MyTHOCTU.

Mepbl NpeaoCTOPOXHOCTH:

PeareHTbl, Bxogswue B cocTtaB Habopa, npeaHasHayeHbl TOMbKO ANS
OMarHocTuku in vitro. He npuHumame e Hympsb.

Kanubpatop CPB n KoHTponb CPB npou3BogsiTcs Ha OCHOBE YenoBeYeckon
CbIBOPOTKW KPOBM, KOTOpasi npoBepeHa Ha otcyTcTBne HBsAg, HCV, anTtuten k
BWY (1/2). OpgHako npu pabote c HMMKM Heobxoaumo obpaliaTbcs Kak C
noTeHLUManbHO onacHbIMY BeLLecTBaMm.

Mpn pabote c Habopamu peareHTOB cnegyeT MNPUMEHATb CpeacTBa
MHOMBUAYaNbHOW 3alyTbl B COOTBETCTBUMN C AENCTBYIOLLMIA 3aKOHOAATENBCTBOM
Pecnybnukn Benapyck. [lJonyckaloTca K NPUMEHEHUIO NepyaTku MeauuuHCKue
OfjHOpa3oBble W XanaTbl MeAuUMHCKMe, oTBevawlwme aencteyowmnm THIMA
Pecnybnukn Benapycb 1 umetowme 4OKYMEHTbI, NOATBEPXKAAOLME KaYeCTBO U
6e3onacHoCTb B 06nacTu NpyMeHeHus.

Mpu paboTe c Habopamu crnegyeT cobnogaTte NpaBuna TexHUKM 6esonacHocTn
B COOTBETCTBWW C AeCTBYIOLWMIA 3akoHoAaTenbcTBoM Pecnybnukv Benapychb.

YTunusaums He MCMOMb30BaHHbIX NIMBO C WCTEKWMM CPOKOM TOAHOCTU
peareHToOB MPOXOAUT B COOTBETCTBUM C [AEWCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecny6nuku Benapyce.

O6pas3subl U UX CTaBUNBbHOCTb!:

HeremonusupoBaHHasi cblBOpoTka kpoBu nauveHta. O6pasubl cTabunbHbl
7 AHen npu Temnepatype oT 2°C go 8°C unu 3 mecsua nNpu TemnepaType MUHYC
20°C. OGpasubl, copepxawue ubpuH, HeobxoaMMO OTUEHTpUdYrupoBaTthb
nepen aHanusom.

MeToavku ans nonyaBToMaTu4eCckMx aHann3aTopos.

Heo6xoaumoe, HO He NpefocTaBnsiemoe o6opyaoBaHue:

- CNeKTPodhOTOMETP, NO3BOMSAOLLMIA NPOBOANTL U3MEPEHUS NPU ANUHE BOMHbI
340 HM 1 AnuHOM onTnyeckoro nytn 1 cwm;

- 403aTopbl C HAKOHEYHMKaMW, no3sornstolwme otéupatb ot 0,01 Mn go 1 mn;

- cekyHOomep.

Xop aHanusa (py4yHas meToAuka):

YcnoBus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 340 HM;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temneparypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO ANCTUITMPOBAHHON BOAbI.

BHecTtu B kioBeTy MakpomeTtog MonymunkpomeTog
PeareHt 1, Mn 1,000 0,500
Kanubpatop, mn/ O6paseu, Mn 0,060 0,030

MepemewwaTtb, NpouHkybupoBaTtb npu Temnepatype 37°C 5 MUHYT 1
M3MEpUTb ONTUYECKYIO NNOTHOCTL (A1). 3aTemM AoGaBuUTb:
PeareHT 2, Mn [ 0,100 [ 0,050
MepemeluaTb U 3MEPUTL ONTUYECKYIO NNOTHOCTbL (A2) Yepe3 5 MUHYT.

Pe3ynbTatbi:
[nsa kaxporo o6pasua v kanubpaTtopa paccunTbiBatoT AA = Az- A1,
KoHueHnTpaumio CPB B o6pasue (Cosp) paccuutbiBalOT MO KanmbpoBOYHOMY

rpacuky.

MocTpoeHune KanNnMGpPOBOYHON KPUBOW:

W3 kanubpaTopa CPb rotoBsiT cepuio kKanMbpoBOYHbIX pacTBOPOB MyTeM
pa3BefeHus hu3nonorniecknum pactBopom (pacteop 9 r/n xnopuga HaTpus)
cornacHo crnegytowlen Tabnuue:
Pa3BegeHuve 1 2 3 4 5 6
Kanubpatop, mn - 0,025 0,050 0,100 0,200 0,400
Puzpacrteop, mn | 0,400 0,375 0,350 0,300 0,200 -
dakTop 0 0,0625 0,125 0,25 0,5 1,0

Onsa nonyyeHnuss koHueHTpauum CPB nocne kaxgoro pasBegeHus,
HeobXxoAMMOo KOHUEHTpauuio KanubpaTtopa, yKasaHHylo Ha 9TukeTke U B
COMPOBOANUTENbHBIX AOKYMEHTaX YMHOXUTb Ha dhakTop.

Kaxablit 13 kannbpoBOYHbIX paCTBOPOB aHANMN3NPYeTCs, Kak ONNCaHo BbILLE.
Mo pesynbTatam aHanusa CTpoOUTCS KannbpoBOYHAsi KpuBasi: 3aBUCUMOCTb
ONTUYECKOW NIIOTHOCTN OT KOHLIeHTpaLmK.

***AHanNUTUYEeCKUe XapaKTepUCTUKK:

YyecmeumenbHocmb: He 6onee 1 mr/n.

JluneiHocmb: 1 - 220 mr/n (3aBUMCUT OT KOHLUEHTpauuu kanubpaTopa,
CM. 9TUKETKY W/MIn nacrnopT ka4yecTsa).

Ecnu koHueHTpauuss CPB B o6pasue npesbiwaet 220 mr/n, To obpasey
Heobxoaumo pa3baBuTb pacTBOpPOM xnopuaa Hatpus (9 r/n) B COOTHOLWEeHUN 1:4,
a NonyYeHHbI pe3ynbTaT YMHOXWUTb Ha 5.

3¢hghexkm npo3oHbI: He HabnogaeTcs Ao 538 mr/n.

ToyHocmb:
Bocnpoussogumoctb Bocnpoussogumoctb
BHYTpU cepum MexcepumnHas
CpegHee (mr/n) 12,8 44.6 11,7 42,7
SD 0,273 1,155 0,358 1,383
CV, % 2,13 2,59 3,06 3,24
n 10 10 10 10
Koppensayus:

20 obpa3uoB 6bINO NpoaHanM3MpoBaHO C Wcronb3oBaHnem Habopa
peareHToB Ans onpegenenus CPB (npousBoactBa «[uaceHc») u gpyrum
Habopom peareHToB, BHECEHHbIM B PeecTp cpefCcTB MeAMLMHCKOro HasHadYeHus
PB. KoadhduumeHT koppensiuum: 0,981.

***[laHHble NonyyeHbl NpY Ucnonb3oBaHuW aHanusatopa Mindray cepun BS,
ANst APYIMX aHanmM3aTopoB OHW MOTYT OTINYaTLCS.

KoHTponb kayecTBa:

KoHTpornb  kayecTBa W3MEPEHWA MPOBOAMTCS C  WUCMOMNb3OBaHUEM
KOHTPOMbHOrO MaTtepuana AByX YpoBHeW. [1pu HenpoxXoXAeHWWM KOoHTponei
npoBoauTcst nepekanubpoBka. [locre nepekanubpoBkM crnegyeT CHoBa
npoTecTMpoBaTh KOHTPONW. B cnyyae Henpoxox/aeHNs KOHTPONSA KayecTsa nocne
nepekanuépoBkK, HEeoBGXOAMMO MPOBEpPWUTb WCMPABHOCTb aHanusatopa WU
Hanm4ne NpU3HaKkoB HENPUrOAHOCTU peareHToB.

Kaxxpasi nabopaTopusi NpoBOAWT KOHTPOMb KayecTBa COMMacHo CBOeW
YTBEPXAEHHON CXeme.

PekomeHayem nNpuMeHSiTb  ANsi  KOHTPOMS  KayecTBa  KOHTPOSIbHbIVA
matepwan, BXOAAWMA B cocTaB Habopa, wnu npousBoacTBa Randox
(Benukobputanus), Spinreact (Mcnawusa), Cormay (Monbwa) wu  Apyrux

npoun3BoanTEnen.
PedepeHCHbIe 3HaYeHus:
B3apocnbie <5 wmr/n
Hetn (2 mec-15 neT) 0,1-2,8wmr/n
HosopoxaeHHble (0-3 Hegenu) 0,1—-4,1mr/n

MpvBeaeHHble pedepeHCHble 3HAYEHUSI OPUEHTUPOBOYHBbIE:  Kaxzas
nabopaTtopus AoMmKHa cama ycTaHaBnMBaTh CBOU pedepeHCHble 3Ha4YeHUs!.

WUHTepdepeHuus:

Bunupy6uH >342 mkmone/n, Tpurnuuepuasl > 2500 mr/an, renapuH > 200
mr/an, remorno6uH > 2,5 r/n.

KonupoBaHue 1 nepenaya TpeTbUM nuLiaM 3anpetieHbi!
Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKyNku obpallaTtbes no
TenecdoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit yactbio VIHCprKUMﬁ no NPUMEHEeHUIo ABNATCA
aganTauMoHHble NporpamMmmMbl (MeTO.ClMKVI) no npumeHeHuto Habopa
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OupexTop
Oro npeanpuATUs
2 «dnaceHc»
.. 0.B. ArognHckuin

HabGopa peareHTOB Ans onpegeneHus
6MoXMMMYecKnx napaMmeTpoB:
PeBmaTougHbin cpakTop-Mpemuym
(PP-Mpemunym)

KnuHuyeckoe 3HayeHue:

PeBmaTounaHblii hakTop — 3TO aHTUTENa NPOTUB aHTUreHHbIX AeTEPMUHAHT
Fc-dparmeHta IgG. P® o6HapyxvBaloT Npu ayTOMMMYHHbIX PEBMaTUYEeCKMX
3aboneBaHUAX W MPU HepeBMAaTUYECKNX COCTOSIHUAX, Hanpumep, CUCTEMHOW
KpacHoii BonyaHke, cuHgpome Lerpena, 6onesHn BanbaeHcTpema, capkangose.
Bbicokuit P® 6onee cneunduyeH Ans AMarHoCTUKM peBMaToMAHOro apTpuTa.

[inarHo3 He [OMKeH CTaBUTbCA Ha OCHOBaHUM ofHoro Tecta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCNEAOBAHNIA U KITMHUYECKYIO KapTUHY.

anIHLlVIﬂ mMeToAa:

KonuyectBeHHoe onpefeneHne peBMaToMgHOro akropa OCHOBaHO Ha
peakumn arrnoTMHaLMM Mexay Haxoaswmmes B obpasue PP u yenoseyeckumm
ramMmma-rno6ynuHamm, NokpbIBaOLLMMK NaTeKCHbIe YacTu4ku peareHta. CteneHb
arrnioTMHaUMM  3aBUCUT  OT  KOHLEHTpauum P® B obpasue U Bbl3biBaeT
NponopLUMoHanibHoe M3MEHeHWe onTuyeckon nnoTHocTu. KoHueHTpauus PO B
obpasue onpepenseTcs (POTOMETPUYECKN OTHOCUTENBHO KanubpoBOYHOW
KPUBOW.

Ha6op npegHasHaveH ans MCNONb3oBaHNs Ha PYYHbIX,
nonyaBTOMaTUYECKUX 1 aBTOMATUYECKNX BUOXMMUYECKNX aHanmsaTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHt 2 KanubpaTtopeb! / kKOHTpONM **

MuunHoBbLIN FmyuuHoBbIN 6ydep
Bydep JaTekcHble YacTuupl,
LeTtepreHT nokpbITele 1gG k
Hatpusi xnopug yenoBeyeckomy PP
Hatpwus asug Hatpwus asug

KoHueHTpauusa
kanubpaTopoB / KOHTponeWn
yKkasaHa Ha aTukeTke

50 mn 10 mn Hanuune n o6bem B Habope
M0 XenaHWio 3akasyuka

100 mn 20 mn Hanuune n o6bem B Habope
110 XenaHWio 3akasyunka

125 mn 25 mn Hanuune n o6bem B Habope

M0 XenaHuo 3aKas4ymka

*

- obbeM peaz2eHmos 80 (hriakoHe U Koru4yecmeo (briakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHOo20 HoMepa.
** - uHGopmauus O KamarnoXHOM HOMepe U KoMriekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuto 3akasyuka Habop Moxem rnocmaensimscs 6e3 Kanubpo8oyHo20
U KOHMPOIIbHO20 Mamepuarna.

nO.lJ,I'OTOBKa peareHToB K TPUMEHEeHU U Ux CTabUNbLHOCTL:

PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHNI0. XpaHUTb B TEMHOM MecTe
npu Temnepatype ot 2°C go 8°C.

Hesckpbimble: cTaburbHbl 4O OKOHYaHWS CPOKa roAHOCTH

lMocne eckpbimusi: cTabuUnbHbI B TEYEHNE 3 MECSLIEB.

Ha 6opmy aHanuszamopa: cTabunbHbl B Te4eHWe 2 MecsiLeB.

PeareHT 2 nepen npvMeHeHWEM HeOBGXOAMMO akkypaTHO MNepemellaTtb,
4TOGbI pacTBOp CTan oAHOPOAHBLIM. PeareHTbl He 3aMopaxuBaTb!

Kanubpatop n KoHTponn P® MoryT ObiTb KaK >XWMOKUMMW, FOTOBbIMU K

NPYMEHEHMIO, TaK U NMOPUNN3NPOBAHHBIMU.

B cnyuyae, ecnu Kanubpatop n KoHTponu P® xuakue: mocne BCKpbITUS
ctabunbHbl npu Temnepatype oTr 2°C pgo 8°C B TeyeHne 1 mecsua. He
3amopaxuBaTb.

B cny4yae, ecnu Kanubpatop un KoHTponu P® nuodunusnpoBaHHbie: Ans
npurotoBnenus Kanubpatopa P® unu Kontponsi P® Heobxoammo Ao6aBuTb BO
nakoH 1 M AMCTURNUPOBaHHOW BOAbl. AKKYpaTHO nepemeluaTtb [O MOMHOro
pactBopeHusi. Wcnonb3oBaTb He paHee, 4Yem uYeped 10 MuHYT nocne
pactBopeHusi. CTabunbHocTb Kanubpatopa P® nocne pacteopeHus — 1 mecsiy,
npu TemnepaType ot 2°C po 8°C. CrabunbHocTb KoHTpons P® nocne
pactBopeHuss — 10 gHen npu Temnepatype oT 2°C po 8°C. [na 6Gonee
ONUTENbHOro XpaHeHus (4o 3 MecsiLeB) paCTBOPEHHbIE kanmbpaTop M KOHTPOMK
Heo6X0oAMMO anvMKBOTMPOBATb M 3aMOPO3UTb NpU Temnepatype MuHyc 20°C. He
[onyckaTb NOBTOPHOTO 3aMOPaXVBaHUS-pa3MOPaXMBaHUSI.

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuKe B pacTBOpe peareHTa 1 MyTHOCTU.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxoasiime B cocTaB Habopa, npedHasHayeHbl TOMbkKO [Ans
AvarHocTuku in vitro. He npuHumame eHympsb.

Kanubpatop P® n KoHTponb P® npon3BoasATcs Ha OCHOBE YenoBeYecKon
CbIBOPOTKM KPOBMW, KOTOpasi npoBepeHa Ha otcytcTBue HBsAg, HCV, aHTuten k
BWY (1/2). OpHako npu paboTe € HMUMM HeobxoauMmo obpaliatbcs Kak C
noTeHLUmManbHO onacHbIMY BeLLecTBaMm.

Mpn pabote c Habopamu peareHTOB cnefyeT NPUMEHSTb CpencTea
MHOVBUAYaNbHON 3alMThl B COOTBETCTBUM C AEWCTBYIOLMI 3aKOHOAATENBCTBOM
Pecnybnukn Benapycb. [lonyckaloTcs K NpUMEHEHWIO NepvaTkn MeauuMHCK1e
ofHOpa3oBble W xanaTbl MeguuuHCKue, oTBevarowme paewctsyowmm THIA
Pecny6nukn Benapyck 1 umetolime JOKyMeHTbI, MOATBEPXAAIOLLME KAYeCTBO U
6e30nacHOCTb B 06MacTu NpUMEHEHMSI.

Mpn pabote c Habopamu cnepgyeT cobnojate npaBuna  TEXHUKK
6e3onacHOCTM B COOTBETCTBUM C  [eWCTBYIOLWMA  3aKOHOAATENbCTBOM
Pecny6nukun Benapyce.

YTunusaumsi He WUCMONb30BaHHbIX NGO C MCTEKWMM CPOKOM FOLHOCTM
peareHToB MNPOXOAMT B COOTBETCTBUM C [eWCTBYIOLWMUIA 3aKoHOAATENbCTBOM
Pecnybnukn Benapyce.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusnpoBaHHas W Henuvnemuyeckas CblBOpoTka kposu. O6pasupl,
Heobxo4uMo OTUEHTPUMYrMpPoBaTh B TeHEHME 2-x YacoB nocre B3ATusi. Obpasupl
ctabunbHbl 48 yacoB npu TemnepaType oT 2°C go 8°C unu 3 mecsua npu
TemnepaTtype MuHyc 20°C.

MeToauku Ansi noflyaBTOMaTU4eCKUX aHaNIn3aTopoB.

Heo6xoaumoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CnekTpooTOMETP, MO3BONSAWMNA NPOBOAUTL M3MEPEHUst NpU ANvHe
BOMHbI 340 HM 1 ANUHOW onTUYeckoro Nyt 1 cm;

- [03aTOpbl C HAKOHEYHUKaMu, no3Bonstowme otoémupate ot 0,01 Mn go 1 mnm;

- cekyHOomep.

Xop aHanu3a (py4yHas meToAmka):

YcnoBus NpoBefieHUst aHanmaa:

- AnvHa BonHbl —340 HMm;

- ANVHa ONTUYecKoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 06HYNSHT OTHOCUTENBHO AUCTUITMPOBAHHOMN BOAbI.
BHecTu B KloBETY MakpomeToa NonymukpomeToa
PeareHT 1, Mn 1,000 0,500
Kanubpatop, mn/ O6paseu, mMn 0,016 0,008

Mepemeluatb, npovHKy6upoBaTb Npu Temnepatype 37°C 5 MUHYT #
M3MEpPUTb ONTUYECKYH NMOTHOCTL (A1). 3aTem fo6aBUTL:

PeareHT 2, Mn [ 0,200 [ 0,100

MNepemeLuaTb 1 U3MEPUTb OMTUYECKYHO MIIOTHOCTb (A2) YEPE3 5 MUHYT.

PesynbTtarbl:

[Ons kaxgoro obpasua u kanubpartopa paccuntbiBaioT AA = Ax- A1,
KoHueHTpauuio P® B o6pasue (Cosp) paccunTbIBaOT Mo KannbpoBOYHOMY
rpadpmky.

MocTpoeHue kKanMGPOBOYHON KPUBOM:

M3 kanubpatopa P® roToBAT cepuio kanmbpoBOYHbLIX PacTBOPOB MyTeM
pasBegeHns hM3NONOrMYecknM pacTtBopom (pacTBop 9 r/n xnopuga Hatpus)
cornacHo cneayouen Tabnuue:

PasBeneHve 1 2 3 4 5 6
Kanubpatop, mn - 0,025 0,050 [ 0,100 | 0,200 0,400
duspacteop, Mn 0,400 0,375 0,350 [ 0,300 | 0,200 -
dakTop 0 0,0625 | 0,125 0,25 0,5 1,0

Ona nonyyeHus KoHUeHTpauum PO nocrne Kaxgoro  passefeHus,
HEoBXOAMMO KOHLEHTpauMio Kanubpartopa, yKasaHHyld Ha 9TUKeTKe U B
COMPOBOANTESBbHBIX LOKYMEHTAX YMHOXUTb Ha (DaKTop.

Kaxapli U3 KannMBpoBOYHbLIX PACTBOPOB aHANM3NPYETCH, KaK ONUCAHO BbILLE.
Mo pesynbTatam aHanusa CTPOWUTCA KanubpoBOYHas KpuBasi: 3aBUCUMMOCTb
OMNTUYECKOW MIOTHOCTU OT KOHLEHTPALIMM.

***AHanNUTM4YeCKne XxapakTepuCcTUKN:

YyecmeumenbHocme: He 6onee 2,5 ME/mn.

JlunetiHocmsb: 2,5- 205 ME/Mn (3aBUCUT OT KOHUEHTpauuu kanubparopa,
CM. 3TUKETKY W/Unun NacnopT kayecTsa).

Ecnu koHueHTpauusi P® B o6pasue npesbiwaet 205 ME/mn, To obpasen
Heobxoaumo pa3baBuTb pacTBOPOM xnopuaa HaTpus (9 r/n) B cooTHoweHun 1:4,
a NonyYeHHbIN pesynbTaT yMHOXWUTb Ha 5.

3Agpghekm npo3oHbI He Habnrodaemcsi: 2000 ME/mn.

To4yHOCMb:
BocnpoussogumocTts | BocnpowssogumocTb
BHYTpPUW cepuu MeXcepuiHas

CpegHee (ME/mn) 30,1 73,0 28,9 79,2
SD 0,701 2,110 0,870 0,271
CV, % 2,33 2,89 3,01 3,42
n 10 10 10 10

Koppensauyus:

20 o6pasuoB O6bINO nNpoaHanM3MpoBaHO C WKcnonb3oBaHuem Habopa
peareHTOB Ansi onpeaenexuns PO (npoussoacTtea «[unaceHc») n apyrum Habopom
peareHTOB, BHECEHHbIM B PeecTp cpeacTs MeAULMHCKOro HasHaveHus Pb.

KoadhduumeHT koppensiuum: 0,982.

***[laHHble NonyYeHbl Npy Ucnonb3oBaHUK aHanusaTtopa Mindray cepumn BS,
ANs APYTMX aHanu3aTtopoB OHW MOTYT OTANYaTLCS.

KOHTpOHb Ka4yecTBa:

KoHTponb  kayecTBa M3MEpeHuidi NpPOBOAUTCA C  UCMONb3OBaHUEM
KOHTPONbHOrO MaTepuana [ABYX ypoBHeW. [1pu HenpoxoxaeHWn KOHTponewn
npoBoanTcs nepekanubposka. [Mocne nepekanubpoBku criegyeT CHoBa
npoTecTMpoBaTh KOHTPONW. B criyqae Henpoxox/aeHns KOHTPoIsA kayecTBa nocne
nepekanubpoBkK, HeOBXOAMMO MNpPOBEpPWUTb WCMPaBHOCTb aHanusatopa W
Hanuyme Npu3HaKkoB HENPUrogHOCTU peareHToB.

Kaxpasi nabopaTopusi MpOBOAUT KOHTPONb KayecTBa COrMacHo CBoeit
yTBEPXOEHHO cxeme.

PekomeHAyeM NpUMeHsITb st KOHTPONS Ka4eCTBa KOHTPOMbHbIN MaTepuarn,
BXOASALWMIA B cocTaB Habopa, unu npoussofcTea Randox (BenukobputaHus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENEN.

PedepeHcHblIe 3HavYeHus: < 20 ME/mn.

MpuBeneHHble pedepeHcHble  3HaYeHUs OPUEHTUPOBOYHbIE:  Kaxaast
nabopaTtopus 4OMKHa cama yCTaHaBnMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

UHTepdepeHuusn:

Bunupy6uH >342 mkmons/n, nunemus > 10 r/n, remorno6uH > 10 r/n.

KonupoBaHue n nepepava TpeTbUM nuuam sanpetyeHb!

Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKyNku obpaliarbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit yactbio MHCprKUMﬁ no NPUMEHEeHUIo ABNATCA
aganTauuoHHble nporpaMmmbi (MeTO,ﬂMKM) no npumeHeHuto Habopa
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Habopa peaia: s 5na onpeaeneHus
6uoxnMmMmnyeckux napameTpoB:

AHTUcTpenTonuauH-0 MpemMuym

(ACO - Mpemuywm)
KnuHnyeckoe 3Ha4yeHue:
CtpentonunanH-O — 3TO reMOnu3uH, NPOAYLMPYEMbIA CTPENTOKOKKamu

rpynnbl A. Y VHGUUMPOBAHHOIrO nauveHta ctpentonuamH O AelcTByeT, Kak
GENKOBLIA aHTWUIeH, MPOTMB KOTOPOrO OpraHvWaM nauueHTa BbipabaTbiBaeTt
aHTWTena — aHTucTpenTonuanH-O. CTPenToKOKK rpynnbl A SBNS€TCH OOHOW U3
Hanbonee pacnpocTpaHeHHbIX NPUYMH GakTepuanbHbIX WMHGEKUMIA Yenoseka,
BbI3blBAOWMX TakMe 3aboneBaHWs KakK OCTpbli  peBMaTu3M, OCTPbI
rnomMepynoHedpuT, OCTPbI  (PaPUHTUT, CUHYCUT, MHEBMOHWS, ckapratuHa,
raHrpeHa, numdanrut. Onpegenenne ACO nNpuMMEHSIOT ANs AMArHOCTUKUA 3TUX
3aboneBaHuit. Copepxanne ACO nosblwaetca 4eped 1 Hegenwo nocne
MHULMPOBaHUS, OOCTUralT nuka yYepe3 3-5 Hefenb U CHUXAKOTCH OO HOPMbI
yepes 6 mecsueB.

[narHo3 He [OIKEH CTaBUTbCSH Ha OCHOBaHWM opHoro Tecta. Heobxoaumo
yuUTbIBaTb pe3ynbTaThbl APYrUX UCCNEA0BAHWIA U KITMHUYECKYIO KapTUHY.

anIHLlVIﬂ MeToaa:

KonunyectBeHHOe onpepeneHve aHTucTpenTonuavHa-O OCHOBaHO Ha
peakuun  arrmioTUHaUMM  Mexay Haxoaswumca B obpasue ACO wu
cTpenTonu3nHoM-O, NOKPLIBAKOLWMM NMaTeKCHblE YacTUYkK B peareHTe. CTeneHb
arrnoTMHaumMmM  3aBuMcUT OT  KoHueHTpauum ACO B obpasue v Bbi3bliBaeT
NponopLUuoHanbHOe U3MeHeHne onTuyeckon nnotHoctu. KoHueHTtpauma ACO B
obpasue onpegensieTcst POTOMETPUYECKN OTHOCUTENBHO KanubpaTopa.

Ha6op npegHasHaveH ans MCcnonb30BaHus Ha PYYHBIX,
noslyaBTOMaTUYECKUX U aBTOMaTUYECKMX BUOXMMUYECKUX aHanu3aTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpartopbl / koHTponu **
docdaTHbI Bydep, pH 8.2 KoHueHTpaums
6ydep, pH 7.0 JlaTekcHble YacTuubl, KanubpaTopos / KOHTponeW
KoHcepBaHT NOKPbITblE yKa3aHa Ha aTUKeTke
cTpenTonuanHomM-0O
Bbiunin
CbIBOPOTOYHBIN
anbbymuH
KoHcepBaHT
50 mn 10 mn Hanuune n o6vem B Habope no
XenaHuio 3aKasyuka
100 mn 20 mn Hanuuune n o6bem B Habope no
XKernaHur 3aKa34duka
125 mn 25 mn Hanuune n o6vem B Habope no
XenaHuio 3akasyuka

*

- obbem peazeHmos8 80 (brlaKkoOHe U Koruyecmeo ehriakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - uHgopmauyusi O KamaroXHOM HOMepe U Komnnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuto 3aka34uka Habop Moxem rocmaensimscsi 6e3 kanubpoe8oYHO20
U KOHMPOIIbHO20 Mamepuarna.

MoproToBKa peareHTOB K MPUMEHEHMIO U UX CTaGUIbHOCTb:

PeareHT 1 1 PeareHT 2 roToBbl K NPUMEHeHW0. XpaHUTb B TEMHOM MecTe
npu Temnepatype ot 2°C go 8°C.

Heeckpbimbie: cTaburbHbI 4O OKOHYaHUSs CpoKa roAHOCTU

lNocne eckpbimus: cTabunbHbI B Te4eHne 1 mecsl,.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHUE 2 MECSLEB.

PeareHT 2 nepen npvmeHeHneMm HeobXxoOMMO akkypaTHO nepemeluaTb,
4yTOGbI PacTBOp CTan OAHOPOAHbLIM. PeareHTbl He 3aMopaxuBaTh!

Kanubpatop n KoHTponu ACO moryT 6bITb KaK >XUOKUMW, FOTOBBIMU K
NpVYMEHeHMIo, TaK U NMOPUNU3NPOBAHHBIMM.

B cnyuyae, ecnu Kanubpatop n KoHTponn ACO xugkue: nocrne BCKpbITUS
cTtabunbHbl npu Temnepatype oT 2°C go 8°C B TeyeHue 1 mecsiua. He
3amopaxuBarb!

B cnyyae, ecnu Kanuépatop n Kontponu ACO nuocdunusupoBaHHbie: Ans
npurotoenerus Kanubpatopa ACO unu KoHntpons ACO Heobxogumo fob6aeutb
BO (pnakoH 1 Mn AUCTUNNMPOBaHHONW BoAbl. AKKYpaTHO NepemellaTtb [0 NOSIHOro
pacTtBopeHusi. Micnonb3oBaTb He paHee, YeM Yepe3 10 MUHYT Nocne pacTBOPEHHS.
CrabunbHocTb Kanubpatopa ACO nocne pacTBopeHuss — 1 mecsi, npu
Temnepatype ot 2°C go 8°C. CtabunbHocTb KoHTpons ACO nocne pactBopeHust
— 10 pHewt npu Temnepatype ot 2°C go 8°C. [ina 6onee ANMTENbHOIO XpaHeHUs
(o 3 MecsiueB) pacTBOpeHHble KkanmMbpaTop M KOHTpoONM Heobxoaumo
anvKBoTUPOBaTb M 3aMOPO3NTb Mpu TemnepaType MuHyc 20°C. He pgonyckatb
NOBTOPHOTO 3aMOPaXWBaHUS-pa3MopaXKnBaHms.

Mpu3Hak1M HenNpUrogHOCTU peareHToB ANsl NPUMEHEeHUs:
- HanuuKe B pacTBOpe peareHTa 1 MyTHOCTM.

MepbI NpPeaoCTOPOXHOCTH:

PeareHTbl, BxogsilyuMe B cocTaB Habopa, npegHasHayeHbl TOMbKO [Ans
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Kanubpatop ACO u KoHTponb ACO npounsBoasiTCsi Ha OCHOBE YErNoBeYeCKOn
CbIBOPOTKM KPOBW, KOTOpasi npoBepeHa Ha otcytcTBue HBsAg, HCV, aHTuten k
BWY (1/2). OpHako npu paboTte ¢ HMMM HeobxoaumMo obpawaTbCs Kak C
noTeHUManbHO onacHbIMW BELLLECTBaMMU.

Mpu pabote c HabGopamu peareHTOB criegyeT MPUMEHsITb CpeacTBa
VHAVBUAYanbHON 3alUWTbl B COOTBETCTBUN C AEUCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecnybnuku Benapycb. OonyckatloTcsi K NMPUMEHEHWIO MepyaTku MeauuuHcKue
OQHOpa3oBble W XxanaTbl MeauuMHCKMe, oTBevaolwme aenctsytowmm THIMA
Pecnybnukv Benapycb n umetowwne fOKyMeHTbI, NoATBEPXAAlOLWMNE KayecTBO 1
6e30nacHOCTb B 0611acTvi NpUMEHEHUsI.

Mpn pabote ¢ Habopamu cnedyeT cobnogaTb npaBuna  TEXHUKU
6e30MacHOCTM B COOTBETCTBUM C AENCTBYIOLLMI 3aKoHOAaTENbCTBOM Pecnybnvku
Benapyceo.

YTuUnusaumsi He WCMOMb30BaHHbIX NMOO C WCTEKWWM CPOKOM FOOHOCTU
peareHToB NpPOXOAWT B COOTBETCTBUW C [EWCTBYIOLWMA 3aKkoHOAATeNIbCTBOM
Pecny6nuku Benapychb.

O6pas3ubl U UX CTaBUNLHOCTD:

HeremonuavpoBaHHas ¥ Henunemuyeckass CbiBOpoTka kposu. O6pasupl,
Heo6X0AMMO OTUEeHTPUAYrMpoBaTh B Te4eHue 2-x YacoB nocre B3sTus. Obpasupl
cTabunbHbl 48 yacoB npu Temnepatype ot 2°C go 8°C wnu 3 mecsaua npu
Temnepatype muHyc 20°C.

MeToauku AnA nonyaBToMaTU4eCKUX aHaNn3aTopoB.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- CNEKTPOPOTOMETP, NO3BONSAOLLNIA NPOBOAUTL U3MEPEHMSI NMPY ATIVHE BOMHbI
546 HM 1 A4NUHOW ONTUYeCKoro NyTn 1 cwm;

- 403aTopbl C HAKOHEeYHVKamu, no3sonsiowme oTbupats ot 0,01 Mn go 1 mn;

- cekyHaomep.

Xopa aHanu3a (py4Has meToauka):

Ycnosus npoBedeHUst aHanuaa:

- AnvHa BonHbl — 546 (500-600) HM;

- ANWHa onTuyeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanuaaTop 06HyNISIOT OTHOCUTENBHO AMCTUAMPOBAHHOM BOAbI.
[ Bhecty B kioBeTy [ Makpometon [ Monymukpometon |

PeareHT 1, Mn [ 1,000 | 0,500

KanuGpatop, mn/ O6pasel, Mn | 0,010 | 0,005

MepemeluaTtb, NponHKy6upoBatb npu Temnepatype 37°C 5 MUHYT u
M3MEpUTb ONTUYECKYIO NNOTHOCTL (A1). 3aTemM AoGaBuUTb:

PeareHT 2, Mn [ 0,200 | 0,100
MepemeliaTb ¥ U3MEPUTb ONTUYECKYHO MIOTHOCTb (A2) Yepes 5 MUHYT.
Pe3ynbTartbi:

[Ons kaxgoro obpasua u kanubpartopa paccuntbiBaioT AA = Ax- A1,

KoHueHTpauuto ACO B obpasue (Cosp) paccuuTbiBalOT MO kanubpoBouHON
KPVBOWA.

MocTpoeHue KanMGpPOBOYHON KPUBOW:

M3 kanmbpatopa ACO roTOBSIT cepuio KanvbpoBOYHbIX PacTBOPOB MyTeEM
pasBeaeHus pusnonormyeckum pactsopom (pacteop 9 r/n xnopuga HaTpus)
cornacHo cnegytoulen tabnuue:

PasBegeHve 1 2 3 4 5 6
Kanu6partop, mn - 0,025 0,050 0,100 0,200 0,400
Puzpacteop 0,400 0,375 0,350 0,300 0,200 -
PakTop 0 0,0625 0,125 0,25 0,5 1,0

***AHaNUTM4YeCKne XxapakTepUCTUKK:

YyecmeumenbHocms: He 6onee 10 E/mn.

JlunetiHocmsb: 10 - 1000 E/mn (3aBucuT OT KOHUEHTpauun kanubpartopa. Cm.
ATUKETKY W/Mnu nacnopT ka4yecTsa).

Ecnu koHueHTpaumns ACO B obpasue npesbiwaet 1000 ME/mn, To obpasey
HeobxoauMo pa3baBuTb pacTBOPOM xnopuaa HaTpus (9 r/n) B cooTHowweHun 1:4,
a MomnyYeHHbIN pe3ynbTaT YMHOXUTL Ha 5.

Sgpghekm npo3oHbI He Habnrodaemces o 1500 E/mn.

To4HOCMB:
BocnpoussogumocTs BocnpowussoanmMocTs

BHYTpPUW cepuu MeXcepuiHas
CpegHee (E/mn) 95,4 450,3 94,2 458,2
SD 2,051 8,736 2,817 11,501
CV, % 2,15 1,94 2,99 2,51
n 10 10 10 10
Koppensauyus:

20 o6pa3uoB 6bIN0 NpoaHanM3MpoBaHo ¢ Ucrnonb3oBaHnem Habopa peareHToB
ana onpepenedns ACO (npousBoacTBa «[luaceHc») v apyrMm  Habopom
peareHTOB, BHECEHHBIM B PeecTp CpeAcTB MEAULIMHCKOTO Ha3HaveHus Pb.

KoadhduumeHT koppensuuu: 0,975.

***[laHHble NOMNyYeHbl NPU UCNONb30BaHWMKN aHanusatopa Mindray cepun BS,
ANs ApYrMX aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KoHTponb kayecTBa:

KoHTponb kayecTBa WM3MepeHUn MPOBOAUTCA C WUCMOSb30BaAHUEM KOHTPOSIbHOMO
maTepuana [AByX YypoBHeil. [lpy  HENPOXOXAEHUM  KOHTPONeW NpPOBOAUTCS
I'IepeKaJ'II/IGpOBKa. Mocne I'IepeKaJ'IVIﬁpOBKVI crneagyeTt CHOBa NMpOTeCTUpPOBaTb KOHTPOSN.
B Criy4ae HenpoxoXaeHus KOHTpOonsa Ka4decTtBa nocne I'IepeKa]'IVIGpOBKVI, HEOGXO,EIVIMO
npoBepuUTb UCNPaBHOCTbL aHanmM3atTopa W Hanudue npu3HakoB HenpurogHocTun
peareHToB.

Kaxxpas nabopaTopusi NpOBOAWT KOHTPOIb KaYeCTBa COrMacHO CBOEN yTBEPX/AEHHOM
cxeme.

PekomeHayeM NpUMEHsITb [N KOHTPOMS KayecTBa KOHTPOMNbHLIA MaTepuarn,
BXOASLMI B cocTaB Habopa, unu npoussofctea Randox (Benukobputanus), Spinreact
(Ucnanusa), Cormay (Monblua) v Apyr1x NpoM3BoAUTENEN.

PedepeHCcHbIe 3HaYeHus:

Bapocnble [ <200E/mn. |
| Detvpo5net | <100E/mn |

MpuBeneHHble  pedepeHCHble  3HAYeHUs  OPUEHTUPOBOYHBLIE:  Kaxaas
nabopaTtopus AOMKHa cama yCTaHaBnMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

UHTepdepeHuusn:

Bunupy6uH >427 mkmons/n, nunemus > 10 r/n, remorno6uH > 10 r/n.

KonupoBaHue 1 nepeaaya TpeTbUM nnuam 3anpelueHbi!
Mo Bonpocam MeToAanYECKON NMOMOLLM U 3aKynKu obpalaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Heotbemnemoin yactbio VIHCprKuVIﬁ no NMPUMEHEeHUo ABIAIOTCA
afganTauuoHHble nporpaMmMbl (MeTOﬂMKM) no NpUuMeHeHuto HaGopa
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HabGopa pearéi-lTOB AnA onpeaeneHus
OMOXMMUNYECKMX NapaMeTpoB:
deppUTHH

KnuHun4yeckoe 3Ha4yeHume:

deppuTuH cbiBOPOTKN codepxuT 20-25% kenesa; ero KOHUEHTpauus —
XOpOLUMiA NokasaTenb 3anacoB Xernesa y 340pOBbIX Mofer U npu deduuute
xenesa. Huskas KoHUeHTpauusi chepputma cBMOETENbCTBYET O HejocTaTtke
Kernesa, a MOBbILIEHHass KOHLUEHTpauusi eppuTuHa BO3HMKAET Kak mnpu
ype3amepHoM noTpebrneHun xenesa, Tak M npu 3aboneBaHusX NeveHu,
XPOHMYECKMX  BOCMAneHusix, 3rnokayecTBEeHHbIXx obpasoBaHusx. [pynnbl,
NOABEPXKEHHbIE PUCKY: GEpPeMeHHbIe XEHLUMHbI, NOAPOCTKW, AETU, NALUUEHTbI Ha
remoguanuae, JOHOPbI KPOBU.

[narHo3 He [OOMKEH CTaBUTbCSH Ha OCHOBaHWM opHoro Tecta. Heobxoaumo
yUuTbIBaTb pe3ynbTaTbl APYrMX UCCNEfOBaHWUIN N KIMMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonuyecTtBeHHoe onpegeneHue (beppwrMHa OCHOBaHO Ha peakuun
arrmoTUHaUn Mexay HaxogAauumca B o6pa3ue CpeppI/ITVIHOM n aHTUuTEnamm K
vyenose4yeckomy d)eppMTMHy, NOKpbIBAOWUMU NAaTEKCHble 4YaCTU4KN peareHTa.
CteneHb arrmoTuHauunm 3aBUCUT OT KOHUEHTpauuu (*)eppVITI/IHa B o6paaue n
Bbl3blBaeT nponopumnoHanbHoe n3MeHeHune onTu4eckon NNOTHOCTW.
KoHueHTpaumss depputuHa B obpasue onpegensieTcs OTOMETPUYECKU
OTHOCUTENBHO KanMBPOBOYHOW KPUBOW.

Haﬁop npegHasHaveH ansd ncnonb3oBaHuAa Ha py4HbIX, NOJlyaBTOMaTUYECKUX U
aBTOMaTUYECKMX BUOXUMUYECKUX aHanusartopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / KOHTpoOnu **
HEPES- TRIS- KoHueHTpaums kanubpaTopos /
6ydep 6ydepllaTekcHble KOHTpOIel ykasaHa Ha aTUKeTke

KoHcepBaHT YacTULbl, NOKPbITbIE
aHTUTENnamu K
YyernoBeyeckomy
deppUTUHY
KoHcepBaHT
Hanwnuune n o6bem B Habope no
48 mn 16 mn XKEenaHuio 3akasyunka
Hanuuune n o6vem B Habope no
60 mn 20 mn P
KEenaHuio 3akasymka
Hanuuue n o6bem B HaGope no
96 mn 32mn KEenaHuio 3akasyumka
Hanwnuune n o6bem B Habope no
120 mn 40 mn KenaHuio 3akasyunka

*

- obbemM peaceHmMo8 60 hbrakoHe U Konuyecmeo (hriakoHO8 MOoxem
8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXxHo20 Homepa.

** - UuHGhopMauusi O KamarloXHOM HOMepe U KoMriekmayuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuto 3akasyuka Habop Moxem rnocmasnsamscsi 663 Kanubposo4yHO20 U
KOHMpOonbHO20 Mamepuarna.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHN0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heesckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

lMocne eckpbimusi: CTabunbHbl B Te4eHVEe 3 MecsiLEB.

Ha 6opmy aHanusamopa: ctabunbHbl B Te4eHne 2 MecsiLeB.

PeareHT 2 nepen npvmeHeHnem Heob6XoAMMO akKypaTHO nepemellaTtb, 4TOGbI
pacTBop cTan oAHOPOAHBIM. PeareHTbl He 3amopaxvBaTh.

Kann6patop n KoHTponu depputHa MOryT 6biTb Kak XUAKUMUW, FOTOBBIMU K
NpVYMEHEHMIo, TaK U NMOPUNU3NPOBAHHBIMM.

B cnyuvae, ecnu Kanubpatop 1 KoHTponu depputuHa xuakue: nocrne BCKpbITUS
cTtabunbHbl npu Temnepatype oT 2°C go 8°C B TeyeHue 1 mecsiua. He
3aMopaxwuBaTb

B cnyuae, ecnu Kanubpartop n KoHTponu cdepputuHa nmodunmavpoBaHHble:
Ans  npurotoBneHus Heobxogumo pAobaeutb BO hnakoH Heobxoaumoe
KOMUYECTBO AWCTUNIIMPOBAHHON BOAbI, COFMAacHO MHgopMaumun ykasaHHoW Ha
aTukeTKe. AKKYpaTHO nepemMeLuaTtb A0 MOMHOro pacteopeHus. Vcnonb3oBaTtb He
paHee, yeMm 4yepe3 10 MuHyT nocne pacTtBopeHusi. CtabunbHocTb Kanubpatopa
depputuHa n KoHTponsi cdepputnHa — 1 mecsy npu 2°C -8°C. Ans 6onee
ANUTENBHOTO XpaHeHust (Ao 3 MecsiLieB) pacTBOPEHHbI kanubpaTop Heo6xoaMmMo
anuKBoTUPOBAaTb U 3aMOPO3UTb, CTabNNbLHOCTL Npy TemnepaType muHyc 20°C — 3
Mecsua. He gonyckaTb NOBTOPHOMO 3aMOpaXKMBaHUS-Pa3MOpaKMBaHUS.

anSHaKVI HenpurogHoCTu peareHToOB AN NPpUMeHeHUus:
- Hann4yue B pacTBope peareHTta 1 MYTHOCTWU.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BXogsiuMe B cocTaB Habopa, npeAHasHaveHbl TOMbKo Ansi
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Kanubpatop depputvHa u KoHTponb cheppuTuHa NpousBOasATCA Ha OCHOBE
YenoBEeYECKON CbIBOPOTKM KPOBW, KoTopasi nmpoBepeHa Ha oTcyTcTBue HBsAg,
HCV, antuten k BUY (1/2). OgHako npu paboTte ¢ HUMM Heobxoaumo obpatyatbes
Kak C NoTeHLUMarnbHO onacHbIMW BeLecTBamu.

Mpn pabote ¢ HaGopamu peareHTOB creayeT MPUMEHSTL CpeacTBa
MHAMBMAYaNbHON 3aLLUTLI B COOTBETCTBUM C [ECTBYIOLLMIA 3akOHOAATENbCTBOM
Pecny6nukn Benapycbh. [lonyckaloTCA K NPUMEHEHW0 nepyaTkn MeauulMHCKue
OQHOpa3oBble W XxanaTbl MeauUMHCKMe, oTBevawlwme aenctsytowmm THIMA
Pecny6nukn Benapycb 1 umeiolne AOKYMEHTbI, NOATBEPXAaloLLIMe KavyecTBO U
6e3onacHocTb B 0611acTut NPUMEHEHNS.

Mpun paboTe ¢ Habopamu cnepyeT cobnoaaTh NpaBuna TexHUKM 6esonacHocTn
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBom Pecnybnuku Benapychb.

YTunusaumss He WCNONb30BaHHbIX NGO C WCTEKWMM CPOKOM [OAHOCTU
peareHTOB MNpOXOAUT B COOTBETCTBMM C AEUCTBYIOLUMIA 3aKOHOAATENbCTBOM
Pecny6nuku Benapycs.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusmpoBaHHass W Henunemuyeckasi cblBOpoTka kposu. OB6pasubl
cTtabunbHbl 7 gHew npu Temnepatype ot 2°C go 8°C wnu 3 mecsua npu
Temnepatype MmuHyc 20°C. CbiBopoTKa, copepxalias pubpuH, AomkHa GbiTb
OTLEHTPUYrMpOBaHa Nepes aHanM3oMm.

MeToauku Ansa nonyaBTOMaTU4eCKUX aHANIN3aTopoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNEeKTPOOTOMETP, NO3BONSIOLLMIA MPOBOAUTL U3MEPEHUS NMPY ANVHE BOMHbI
600 HM 1 AnNUHOW onTUYecKoro NyTn 1 cwm;

- 403aTOopbl C HAKOHEYHMKaMWu, no3sornstoLwme otéupatb ot 0,01 Mn go 1 mm;

- cekyHaomep.

Xop aHanu3a (py4Has meToAuka):

YcnoBus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 600 Hm;

- ANVHa oNnTUYeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 0GHYNST OTHOCUTENBHO AUCTUITMPOBAHHOMN BOAbI.

BHecTu B KloBETY MakpomeToa MonymukpomeTon
PeareHT 1, Mn 0,750 0,375
Kanm6paTosl,nMJ1 /O6paseu, 0,100 0,050
MepemeluaTb, MHKYGUPOBaTb 2 MUHYTHI U U3MEPWUTH ONTUYECKYH NIOTHOCTH (A4).
PeareHT 2, Mn [ 0,250 [ 0,125
MepemeluaTtb ¥ U3MepPUTb ONTUYECKYID MNOTHOCTb (A2) Yepes 5 MUHYT.

Pe3ynbTathbl:

[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaloT AA = Az- A1,

KoHueHTpaumio  depputnHa B obpasue (Cosp) paccuuTbiBalOT MO
kanmbpoBoOYHOMY rpacpuky.

MocTpoeHune KanNnMGpPOBOYHON KPUBOW:

N3 Kanubpatopa ceppuTuHa rOTOBAT Cepuio KanubpoBOYHBLIX PAcTBOPOB
nyTem pasBefeHus (PU3MONOTMYECKMM pacTBOpoM (pacTtsop 9 r/n xnopuaa
HaTpwsi) cornacHo crnegyolien Tabnuue:

PasBeneHve 1 2 3 4
Kanubpatop, mn - 0,200 0,400 0,500
duzpacTteop, Mn 0,500 0,400 0,200 -
PakTop 0 1/3 2/3 1

[ns nonyyeHus KOHUEHTpauuu deppuTMHa Mocne Kaxaoro pasBefeHus,
HeobXOAUMO KOHLEHTpauuMio KanubpaTopa, YyKkadaHHyl Ha 3TuMKeTke U B
CONPOBOANTENbBHBIX AOKYMEHTaX, YMHOXMWTb Ha (akTop.

Kaxxabli ©3 kanmbpoBOYHBIX PACTBOPOB aHaNU3MPYeTCsi, Kak OMUCaHo BbilUe.
Mo pesynbTaTtam aHanusa CTPOMTCA KanubBpoBOYHAsA KpuBas: 3aBUCUMOCTb
ONTUYECKOMN NMOTHOCTU OT KOHLIEHTpaLMK.

***AHaNUTUYEeCKNe XapakTepuUCcTUKU:

YyecmeumenbHocms: He 6onee 5 mr/an.

JluHeliHocmb: 5 - 500 mr/an (3aBUCUT OT KOHLEHTpauuu kanubpartopa, CM.
TUKETKY W/UNy NacnopT Ka4yecTsa).

Ecnu koHueHTpauus heppuTrHa B obpasue npesbiwaet 500 mr/an, To obpasey
Heobxoaumo pa3baBuTb pacTBOpPOM xnopuga Hatpusi (9 r/n) B cooTHowweHun 1:4,
a nonyYeHHbIn pe3ynbTaT YMHOXUTb Ha 5.

Agpghekm npo3oHbI He Habnodaemcsl.

ToyHoCMb:
BocnpownssoanmMocTb BocnpownssoanmMocTb
BHYTpY cepuu MeXcepuiiHast

CpepnHee 92,4 220,7 96,3 229,6
(mr/gn)

SD 2,911 6,135 3,351 7,508

CV, % 3,15 2,78 3,48 3,27

n 10 10 10 10

Koppensayus:

20 o6pasLoB 6bINo NpoaHanM3npoBaHo C Ucnonb3oBaHnem Habopa peareHToB
Ans onpepenexns depputnHa (npomssoactea «[unaceHc») u apyrum Habopom
peareHTOB, BHECEHHBIM B PeecTp CpeAcTB MEAULIMHCKOTO Ha3HaveHus Pb.

KoadhpununeHT koppensaumu: 0,993.

***[laHHble Nony4YeHbl NpU ncnonb3oBaHUM aHanusatopa Mindray cepumn BS,
ANst APYTMX aHanu3aTopoB OHW MOTYT OTNNYaTLCS.

KoHTponb kayecTBa:

KoHTponb ka4yecTBa namepeHuii NpOBOAUTCS C UCMONb30BAHNEM KOHTPOSIbHOTO
mMaTepuana [AByX YpPOBHei. [Ipu HenpoxXoXAEHWW KOHTPOMen npoBOAUTCS
nepekanu6poska. [locrne nepekanubpoBku criefyeT CHOBa MpPOTECTUpoBaTb
KOHTpPONM. B cnyyae  HenpoxoXAeHWs  KOHTPONs  KayectBa  nocne
nepekannbpoBkW, He0GX0AMMO NPOBEPUTBL MCMPABHOCTL aHanusaTopa u Hanuyne
NpY3HaKoB HENPUrogHOCTU peareHToB.

Kaxxgasi naBopaTtopusi MpoOBOAMT KOHTPOMb KayecTBa COMMAacHO CBOEN
yTBEPXOEHHO cxeme.

PekomeHayeM NpUMEHsTb AN KOHTPOMS kayecTBa KOHTPOMbHbIA MaTepwuan,
BXOASALWMIA B coctaB Habopa, unu npoussoactBa Randox (BenwukobpuTtaHus),
Spinreact (Ucnanus), Cormay ([Monblua) n gpyrux Npou3BoAUTENEN.

PedepeHCHbIe 3Ha4YeHus:

HoBopoxaeHHble 25-200 mkr/n
1 mecay 200-600 mkr/n
2-5 mecsaues 50-200 mkr/n
6 mecsues — 15 net 7-140 mkr/n
My>KYmMHbI 20-250 mkr/n
YKeHLWUHBbI 25-200 mkr/n

MpuBeneHHble  pedpepeHCHble  3HAYEHWsl  OPUMEHTUMPOBOYHbIE:  Kaxaas
nabopaTtopus AOMKHa cama yCTaHaBnvMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.
WUHTepdepeHuus:
Bunupy6uH >513 mkmone/n, nunemust > 2,5 r/n, remornobuH > 2,5 r/n,
peBmaTouaHbIv bakTop 2750 ME/mn, renapuwH > 50 mr/gn.
KonupoBaHue n nepenaya TpeTbMM nuuam sanpetyeHbi!
Mo Bonpocam MeToAnYecKoM NMOMOLLM U 3aKynKu o6pallaTtbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemneMoii YacTbio MHCTPYKLWI MO MPUMEHEHUIO ABAAIOTCA
afanTauMoHHble NPOrpamMmmbl (METOANKN) NO NPUMEHEHUIO Habopa
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MHCTRY 215613 NPUMEHEHMNIO
HaGopa peareHTOB Ans onpegeneHus
6MOXMMHUYECKMX NapaMeTpPOB:
TpaHcdeppuH

KnuHuyeckoe 3HayeHue:

TpaHctheppuH — rnaBHbIA NNa3MeHHbI  Genok-nepeHocunk xenesa. OH
CUHTE3UpYeTCs B NEYEHU.

OnpepneneHve TpaHcdepprHa B nnasme ncnonbayeTtcs Ans auddepeHumnansHomn
OMarHOCTUKN aHeMUiA, rmaBHbIM 06pa3oMm xene3oaeduumnTHbIX. Bbicokuin ypoBeHb
TpaHcdeppuHa BcTpeyaeTcst Npu 6epeMeHHOCTV 1 MPU NMPUMEHEHUM 3CTPOreHoB.
OH yMeHbLLaeTCs NpW COCTOSIHUAX, KOTOpble CBA3aHbl ¢ GonbLluol noTepeit 6enka,
TaKMX Kak He(pOTUYECKU CUHAPOM, COCTOsHWS GenkoBoro Aeduuuta v npu
XpOoHMYecknx 3aboneBaHusix neyeHwn. TpaHcdeppuH sBnsieTcs obpaTHbIM
peakTaHTOM OCTPOW (hasbl, U YPOBEHb €0 CHIKAETCS MPY BOCMANEHUSIX Y OMYXOIsiX.
[ns nopcyeTa HacbiWweHWs TpaHcdeppuHa >Xene3om cregyeT MCMonb3oBaTb
O[HOBPEMEHHOE OnpeaeneHue TpaHcheppuHa v xernesa.

[lnarHo3 He [OMKeH CTaBUTbCS Ha OCHOBaHWKM opHoro Tecta. Heobxopumo
yuMTbIBaTb pe3ynbTaTbl APYrMX UCCNENOBaHWUM 1N KIMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonnyecTtBeHHoe onpenenexHne Tpchq)eppMHa OCHOBaHO Ha peaKkuun
arrnmoTuHauum mexay Haxoadawmmmnca B oﬁpaau,e TpaHCCbeppl/lHOM n aHTuTenamm K
vyenose4yeckomy TpaCHd)eppMHy. OnTnyeckas NNOTHOCTb npoayKuTo peakuymn npamo
nponopuuoHanbHa KoHUEHTpauun TpaHcdeppuHa B obpasue. KoHueHTpauus
TpaHcdeppuHa B 06pasLe onpeaensieTcs OTHOCUTENBHO KanMOPOBOYHOWN KPUBOW.

Haﬁop npegHasHavyeH ansa UCnosib30BaHUA Ha PYYHbIX, NMONyaBTOMaTtU4YeCKux U
aBTOMaTUYECKMX BUOXUMUYECKUX aHanusartopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / koHTponu **
docdaTHbI docdaTHbI KoHueHTpauus kanubpatopos /
6ydep, pH 7.4 6ydep, pH 7.4 KOHTpOnen ykasaHa Ha aTuKeTke
HaTtpus xnopwug HaTtpusi xnopug
Hatpus asng MonuknoHanbHble
KO3bW aHTUTENA K
YenoBeyeckomy
TpaHceppuHy

Hatpwus asug

Hanwnuue n o6vem B HaGope no

50 mn Swmn XenaHuio 3akasyumka
Hannuve n o6bem B HaGope no

100 mn 10 mn XKEenaHuio 3akasyumka
Hanuuune n o6bem B Habope no

120 mn 12 mn P

KenaHuio 3akasymka
- obbemM peazeHmMo8 80 @hrakoHe U KONUYecmeo @hr1akoHO8 MoxXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHchopMauusi O KamarsioXHOM HOMepe U Komniekmauuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuto 3aKka3duka Habop Moxem nocmasnsamscs 6e3 KanubposoyHo2o u
KOHMPOosibHO20 Mamepuarna.

*

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabunNbHOCTb:

PeareHT 1 n PeareHT 2 rotoBbl K NPMMEHEHU0. XpaHUTb B TEMHOM MecCTe mpwu
Temnepatype oT 2°C po 8°C.

Heeackpbimbie: cTabunbHbl O OKOHYAHWSI CPOKa FOAHOCTH

lMocne eckpbimusi: CTabunbHbl B Te4eHne 3 mecsiLeB.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecsLeB.

PeareHT 2 nepen npumeHeHueM HeobGXOAMMO akKypaTHO nepemeluatb, YTOObI
pacTBOp cTan oAHOPOAHLIM. PeareHTbl He 3amopaxuBaTb.

KanubpaTtop TpaHcdeppuHa XuaKuid, roToBbIA K NpumeHeHuto. ocne BeKpbITus
cTabuneH npu TemnepaTtype ot 2°C go 8°C B TeyeHue 1 mecsiua. He 3amopaxuBartb.

KoHTponu TpaHcdeppuHa MoryT BbiTb Kak XWAKAMU, TOTOBLIMUA K MPUMEHEHUIO,
Tak ¥ IMOPUNIN3NPOBAHHBIMU.

B cniyyae, ecnv KoHTponu TpaHcdeppuHa Xuakue: nocne BCKpbITUsS CTabunbHbl
npu Temnepatype ot 2°C go 8°C B TeveHne 1 mecsiua. He 3amopaxvBaTb

B cnyyae, ecnu KoHTponu TpaHcgeppuHa nmodunmampoBaHHble, To 3a 30 MUHYT
[o npumeHenus KoHTpona Bo d¢nakoH AobaBuTb Heobxogumoe KonMM4ecTBO
[EVOHN3NPOBAHHOW BOAbl, COrMMAcHO MWHMOPMaLMM YyKa3aHHOW Ha 3TUKETKe.
CTabunbHOCTL KOHTPOMS MOCne BOCCTAHOBMEHWS 8 4acoB npu Temnepatype oT
15°C po 25°C, 5 gHei — npu Temnepatype oT 2°C go 8°C unu 1 mecsau - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb MNOBTOPHOIO 3aMOpPaXWBaHWUS-
pasmopaxwuBaHusi. M3beraTb 3arpsisHeHus.

anSHaKVI HenpurogHoCTu peareHToOB ANt NPUMeHeHUs:
- Hann4yue B pacTBope peareHTta 1 MYTHOCTW.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BxoasiiMe B cocTaB Habopa,
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Kanubpatop TpaHcdeppuHa u KoHTponb TpaHcdeppuHa nNpov3BOAATCA Ha
OCHOBE YernoBeYeCcKON CbIBOPOTKM KpOBM, KOTOpasi NMpoBepeHa Ha OTCyTCcTBME
HBsAg, HCV, antuten k BWY (1/2). OgHako npu paboTe ¢ HUMM HeobxoanMo
obpaluaTbCcs Kak ¢ NoTeHUnanbHO onacHbIMU BELLLEeCTBaMMK.

Mpn paGote ¢ HabGopamu peareHTOB credyeT MNPUMEHsITb cpedcTBa
VHOVBUAYarnbHON 3aliMTbl B COOTBETCTBUM C OEUCTBYIOLLMIA 3aKOHOAATENBCTBOM
Pecnybnukn Benapycb. [onyckaloTcs K NPUMEHEHWIO NepyaTku MeAuLMHCKUe
OAHOpa3oBble M XxanaTbl MeAMUMHCKWe, OTBevawlme Aencteytowmm THIMA
Pecnybnukn Benapycb u vMmelolme OOKYMeHTbI, MOATBEPXAAlOLME Ka4yecTBO U
6e30nacHOCTb B 0611acTvt NpUMeEHeHMsI.

Mpwn paboTe ¢ Habopamu cneayeT cobnogate NpaBuna TexHWkM 6esonacHocTu B
COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBom Pecnybnuku benapycb

YTunusaums He MCNONb30BaHHbIX NMBO C UCTEKLIMM CPOKOM FOAHOCTU peareHToB
NpoOXOAMT B COOTBETCTBUM C [AEWCTBYIOLMIA 3akoHodaTenbCcTBOM Pecnybnvku
Benapyces.

npegHasHa4yeHbl TONbKO AOnA

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusoBaHHass U Henunemuyeckas CblBOpOTKa Wnu nnasma Kpoeu. B
Ka4yecTBe aHTMKoarynsiHTa MoXHo ucnonb3oatb ATA unu renapuH. Ecnn obpasey
cofepXnT pUBpUH, TO ero HeobxoaMMo OTLEHTPUMYrMpoBaTb Nepes aHanusom.
O6pasubl cTabunbHbl 48 yacos npu Temnepatype ot 2°C go 8°C unu 3 mecsiua npu
Temnepatype MuHyc 20°C.

MeToauku Ansi nofyaBTOMaTU4eCKUX aHaNIN3aTopoB.

Heo6xoaumoe, HO He NpeaocTaBnsiemoe o6opyaoBaHue:

- cnekTpooTOMETP, NO3BONSIOLLMIA NPOBOANUTL M3MEPEHUSI NPU ANUHE BOMHbI
340 HM 1 ANUHOW onTUYecKoro nNyTn 1 cwm;

- 403aTopbl C HAKOHEYHMKaMW, no3eornstolme otéupatb ot 0,01 mn go 1 mn;

- cekyHOomep.

Xopa aHanu3sa:

YcnoBust NpoBeaeHVst aHanusa:

- AnvHa BonHbl — 340 HM;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temnepatypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO ANCTUITMPOBAHHON BOAbI.

BHecTtu B kioBeTY MakpomeTtog MonymmkpomeTog
PeareHt 1, Mn 1,000 0,500
MnKanvlﬁpaTop, mn/ O6pasel, 0,010 0,005

Mepemeluatb, npovHKy6upoBaTh Npu Temnepatype 37°C 5 MUHYT #
M3MEpPUTb ONTUYECKYH NMOTHOCTL (A1). 3aTem fo6aBuUTb:
PeareHT 2, Mn 0,100 [ 0,050
MepemeluaTtb ¥ U3MEepUTb ONTUYECKYID MIOTHOCTL (A2) Yepes 5 MUHYT.

Pe3ynbTarbl:

[nsa kaxporo o6pasua v kanubpaTtopa paccunTbiBatoT AA = Az- A1,

KoHueHTpaumio  TpaHcdeppuHa B obpasue (Cosp) paccuuTbiBaloT Mo
KanMbpoBOYHOMY rpadiuky.

MocTpoeHne KaNMBGPOBOYHOWN KPUBOWA:

W3 Kanubpatopa TpaHcdeppriHa roToBST CEpUI0 kKanMbpoBOYHbIX pacTBOPOB
nyTem passefeHus 13nMonornieckum pacteopom (pacteop 9 r/n xnopuaga HaTpus)
cornacHo cneayouen Tabnuue.

PasBeneHve 1 2 3 4 5 6
Kanubpatop, mn - 0,0100 0,025 0,050 | 0,075 | 0,100
duzpacTteop, Mn 0,100 0,090 0,075 0,050 | 0,025 -

dakTop 0 0,1 0,25 0,50 0,75 1

[Ins nony4eHus KOHUEHTpaLun TpaHcdeppuHa nocrne Kaxaoro passefeHus,
Heo6X0AUMO KOHLEHTPaLMIO kanmbpaTopa, ykazaHHYH Ha 3TUKETKE, YMHOXMUTb Ha
dakTop.

Kaxxabli U3 kanubpoBOYHbIX PACTBOPOB aHanM3upyeTcsi, Kak onncaHo Boiwe. Mo
pesynbTaTam aHanusa CTpouTCs KanubpoBOYHas KpMBas: 3aBUCUMOCTb ONTUHECKOMN
NMOTHOCTM OT KOHLIeHTpaLuu.

***AHaNUTUYEeCKNe XxapakTepuUCcTUKU:

YyecmeumenbHocms: He 6onee 30 mr/an.

JluneitiHocms: 30 - 500 Mr/gn (3aBUCWT OT KOHLEHTpauuu kanubpartopa, CM.
ATUKETKY W/UNu NacnopT Ka4yecTsa).

Ecnu koHueHTpauus TpaHcdeppuHa B obpasue npesbiwaeT 500 wmr/gn, To

obpasey Heobxogumo pa3baBuTb pacTBOpoM xropuaa Hatpus (9 r/m) B
COOTHOLLEHUN 1:4, @ NONYYEeHHbI pesynbTaT YMHOXUTb Ha 5.
Spghekm npo3oHbI He Habnmodaemcesi: 1400 mr/n.
ToyHoCmb!
BocnpoussoanmocTb BocnpoussoanmocTb
BHYTpY cepum MexcepuiiHas
CpegHee (mr/n) 256,4 320,3 248,5 322,8
SD 6,256 9,193 7,952 9,975
CV, % 2,44 2,87 3,20 3,09
n 10 10 10 10
Koppensayus:

20 o6pasuoB 6bINO NpoaHanU3MPoBaHO C Wcnonb3oBaHWeM Habopa peareHToB
ans onpegenexust TpaHceppuHa (npoussoacTea «[uaceHc») u gpyrum Habopom
peareHTOB, BHECEHHbIM B PeecTp cpeacTs MeaULMHCKOro HasHaveHus Pb.

KoadbcpuumeHT koppensiuun: 0,987.

***[laHHble NoNy4eHbl NPV UCNonb3oBaHUn aHanusatopa Mindray cepum BS, ans
ApYrvx aHanu3aTopoB OHWU MOTYT OTNNYATLCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporb kavecTBa M3MepeHWin NPOBOAUTCS C MUCMOSIb30BAHWEM KOHTPOIbHOIO
maTepuana AByx ypoBHeW. [Ipn HEnpoxoXaeHWW KOHTPOMen npoBOAMTCS
nepekanubposka. [locrne nepekanubpoBku cregyeT CHOBa MpOTECTMPOBATh
KOHTpOnu. B cnyyae HenpoxoxaeHust KOHTPONs KayecTsa nocne nepekanvbposku,
HeobX0AMMO MPOBEpPUTb UCMPaBHOCTb aHanuaatopa W Hanuuve npu3HakoB
HenpurogHoOCTN peareHToB.

Kaxpass nabGopatopusi
yTBEPXOEHHO cxeme.

PekomeHayeM NPUMEHSATb ANS1 KOHTPOMNS KayecTBa KOHTPONbHbLIN MaTepwuan,
BXOASAWMA B cocTaB Habopa, unu npousBoacTBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux Npou3BoAUTENEN.

PecdhepeHCHbIe 3Ha4YeHUA:
HoBopoxaeHHble
20-60 net

npoBOAUT KOHTPOJNb KayecTBa corfiacHo cBoe

117-250 mr/gn
200-360 mr/an
Bonee 60 net 160-340 mr/gn

MpvBeaeHHble  pedepeHCHble  3HaYeHUs  OPUEHTUPOBOYHbBIE:
nabopaTtopusi 4OMKHa cama yCTaHaBMMBaTh CBOU pedepeHCHbIE 3HAYEHNSI.

WUnTepdepeHums: bunupybuH >354 mkmons/n, nunemust > 5 r/n, reMmornobuH >
10 r/n, renapuH > 50 mr/an.

KonupoBaHue n nepegaya TpeTbUM nNuuam 3anpelueHb!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyMNKK obpallaTbCcs no
TenecdoHam: 8017-300-65-11; 8017-320-65-10

Kaxgas

HeoTbemnemoit 4acTbio MHCTPYKLMIA NO MPUMEHEHUIO SIBASILOTCSA
afanTauMoHHble NporpaMmMbl (MeTOAUKMN) NO NPUMeHeHUto Habopa
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Ha6opa peareHTOB Ans onpeaeneHuns
GMOXMMUYECKUX NapamMeTpoB:
Mwukpoanbb6ymuH

KnuHunyeckoe 3HaveHue:

Muikpoanb6ymuHypusi onpegenseTca Kak CKOpOCTb 3KcKpeLmn
MukpoansbymuHa B avanasoHe 30-300 mr/cyTku, YTO NpeBbllaeT HopMarnbHoe
coaepxaHue anbbymuHa B MOYe, OHAKO HIDKe 3HAYEHWI, XxapaKTepHbiX Ans
naumeHToB C 06bl4HOM npoTenHypuer. MwukpoanbbymMuHypus — Mapkep
NOBbILEHHOrO pucka [Anabenguyeckoit HedponaTum U CepaevHOCOCYANCTbIX
3aboneBaHuin y 60MbHbIX VHCYNMUMH3AaBUCUMBIM CaxapHbiM anabeTom. OgHako B
nocrnegHee Bpemsi MUKpOans6ymMuHypuio CBSI3bIBAOT  C  PUCKOM
CcepAeyHOCOoCYyaANCTbIX 3abonesBaHuii Uy NWU, He CTpadalolyx caxapHbiM
novatdeTtom.

[lnarHo3 He [OMKeH CTaBUTLCA Ha OCHOBaHUM opHoro Tecta. Heobxogumo
yuuTbIBaTb pe3ynbTaThbl APYrUX UCCIEA0BAHNIA U KIIMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonuuyectBeHHoe onpefenexHmne mvkpoanbbymvHa (MA) ocHoBaHO Ha peakumn
arrnuTuHauymmn mMexay Haxogawmmcesa B Mo4e MMKpoaﬂbGyMMHOM n
CI'IeLlVI(*)I/I‘-IeCKI/IMVI aHTuTenamm K 4enose4yecKomy aJ'Ib6yMI/IHy. CreneHb
arrntoTuHaumMm 3aBmMCcUT OT  KOHUEHTpauun MMKpoaﬂbGyMMHa B oﬁpaaue n
BbI3blBaeT nponopunoHanbHoOe n3mMeHeHne onTnYecKom MNOTHOCTWU.
KoHueHTpaumsa MukpoansbymvHa B obpasiue onpeaensietcss poToMeTpuyecku
OTHOCUTENTBHO Kanm6paTopa.

Ha60p npegHasHaveH ansa Ucnonb3oBaHUA Ha py4dHbIX, NONTyaBTOMaTUYECKUX
1 aBTOMaTUYECKUX BUOXMMUYECKMX aHanusaTtopax.

CoctaB HabopoB*:

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUs CpoKa FroAHOCTM

lMocre eckpbimusi: CTabunbHbl B Te4eHne 3 MecsaLeB.

Ha 6opmy aHanuzamopa: ctabunbHbl B Te4eHMe 2 MecsILEB.

PeareHT 2 nepen npMMeHeHneM Heo6XxoAMMO akkypaTHO nepemeLlathb, YTobbl
pacTBop cTan ofHOPOAHBIM. PeareHTbl He 3amopaxmvBaTb.

Kann6patop 1 KoHTponu MukpoanbbymuHa xuakue, rotoBble K NpUMeHeHuo.
Mocne BckpbITUSi cTabunbHbl nNpu Temnepatype oT 2°C go 8°C B TeuyeHue
1 mecsaua. He 3aamopaxwuartsb!

anSHaKVI HenpurogHoCTu peareHToOB ANt NPpUMeHeHUus:
- Hann4yue B pacTBope peareHTa 1 MYTHOCTWU.

Mepbl NpegoCcTOPOXKHOCTU:

PearenTbl, BXopswwme B coctaB Habopa, npeaHasHaueHbl TOMbKO ANSA
[OMarHoCTuKM in vitro. He npuHumMame 6 Hympsb.

Kannbpatop MA un KoHTporib MA uMeloT 4eroBevyeckoe MpOUCXOXAEHME.
MpoBepeHbl Ha oTcyTcTBUMe HBsAg, HCV, avtuten k BUY (1/2). OgHako npwu
pabote ¢ Humu Heobxoaumo obpallaTbCsi Kak C MOTEHUManbHO OMacHbIMM
BeLlecTBamm.

Mpn pabote c Habopamu peareHTOB cregyeT MpUMeHsATb CpeacTea
VHAMBWAYaNbHON 3alMThl B COOTBETCTBUM C AENCTBYIOLLMIA 3aKOHOAATENBCTBOM
Pecny6nukn Benapycb. [lonyckaloTcst K MPUMEHEHUI0 nepyaTkn MeauLuHCKue
OfHOpa30oBble W XxanaTtbl MeAuuWHCKWe, oTBevawme aevcTsyowum THIIA
Pecny6nukn Benapyck 1 nmetoLme AOKYMEHTbI, NOATBEPXAAIOLLMNE Ka4eCTBO U
6e3onacHoCTb B 06n1acTyt NPUMEHEHNS.

Mpn pabote c¢ HabGopamu cnegyetr cobnopatb npaBuna  TEXHUKK
6e3onacHoCT B COOTBETCTBUM C  [EWCTBYIOLUWA  3aKOHOAATENbCTBOM
Pecnybnuku Benapycb

YTunmsaumsi He WCMOMb30OBaHHbIX MO0 C WCTEKWWUM CPOKOM TFOAHOCTU
peareHTOB MPOXOAWT B COOTBETCTBUM C [EWCTBYIOLIMIA 3aKOHOAATENbCTBOM
Pecny6nukv Benapyce.

O6pasubl M UX CTaBUNBLHOCTD:

CyTouHasi wnu rnepsasi yTPeHHsis nopuusi Moun. pH Moun Heobxoanmo
[oBecTU A0 3HadveHus 7,0 rMapoKcuaoM HaTpusi UNWU COMSIHOW KkucrnoTon (1
monb/n). OBpasupl cTabunbHbl 7 AHen npu Temnepatype ot 2°C go 8°C npu
BHeceHun 1r1/n a3upga HaTpus Ana usbexxaHns BakTepuanbHOro 3arpssHeHus.
O6pasubl He06X0AUMO OTLEHTPUDYTMPOBaTL Nepes aHanmn3oMm.

MeToauku ans nonyaBToMaTM4eCKMX aHanmM3aTopos.
Heo6xoaumoe, HO He NpeaocTaBnsiemoe o6opyaoBaHue:
- CNeKTPOgOTOMETP, MO3BONSAIOLMIA MPOBOAUTL M3MEPEHUSI NPW  ANUHE

oy BOMHbI 340 HM 1 ANWHOW ONTUYECKOro NyTn 1 cm;
PeareHT 1 PeareHT 2 Kanubpartopbl / KOHTpoOnu .
- 403aTOopbl C HAKOHEYHMKaMWu, no3sonstoLwme otbupatb ot 0,01 mn go 1 mm;
TRIS-6ydep HaTtpus xnopwvg KoHueHTpaums kanmbpaTopos / - CeKyHaomep.
HaTtpus AHTUTENA K KOHTpOMew yka3aHa Ha aTUKeTke Xop aHanu3a (py4Has MeToAMKa):
xnopua YeroBeyeckomy YcnoBus NpoBefieHUst aHanmaa:
HaTtpus asung anbbymuHy - ANviHa BOnHbl — 340 HM;
Hatpus asug - ANVHa onTUYeckoro Nyt — 1 cm;
50 mn 10 mn Hanuuve n o6bem B Habope no - Temnepartypa - 37°C;
XenaHuio 3akasdvka AHanusaTop 06GHYNST OTHOCUTENBHO AUCTUIMPOBAHHOMN BOAbI.
100 mn 20 mn Hanuuve n o6bem B Habope no BrecTu B kioBeTy MakpomeTon MonymukpomeTon
XeNaHuio 3aKasdvka Pearent 1, Mn 1,000 0,500
125 mn 25 Mn Hanuuve n o6bem B Habope no Kanu6parop, mn/ 0.070 0035
KEenaHuto 3akasyvka O6paseu, Mn ’ ’

*

- obbem peaceHmMo8 60 (hrakoHe U KO/IUYecmeo (hriakoHO8 Moxem
8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.
** - uHghopmayusi O KamasioXHOM HOMepe U Komrnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuto 3aka3qyuka Habop Moxem rnocmaensimscsi 6e3 Kafnubpo8oyHo20
U KOHMPOIIbHO20 Mamepuarna.

no.CI,FOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabunNbHOCTb:
PeareHT 1 1 PeareHT 2 roToBbl K IPUMEHEHMNIO. XpaHUTb B TEMHOM MecTe
npu Temnepatype oT 2°C go 8°C.

MepemewwaTtb, NpouHKybupoBaTtb npu Temnepatype 37°C 5 MUHYT 1 U3MepuTb
ONTMYECKYI0 NNOTHOCTb (A1). 3aTem fobaBuTb:

PeareHT 2, Mn [ 0,200 [ 0,100

MNepemeluaTtb ¥ U3MEPUTb ONTUYECKYHD NIOTHOCTb (A2) Yepe3 5 MUHYT.

Pe3ynbTtarhbi:

[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaloT AA = Az- A1,

KoHueHTpaumio mMukpoansbymuHa B obpasue (Cosp) paccuuTbiBaloT Mo
KanMbpoBoYHOMY rpadiuky.

MocTpoeHne KaNMGPOBOYHOWN KPUBOMA:

M3 kanubpatopa MukpoanbbymuHa TrOTOBSIT Cepuio  KanubpOBOYHbIX
pacTBOpoOB MyTem pasBefeHWUs u3nonornyeckuMm pactsopom (pactsop 9 r/n
xfiopvaa HaTpwsl) cornacHo criegyloulen Tabnuue:

Pa3BegeHve 1 2 3 4 5 6
KanuGpatop, mn 0,012 0,025 0,050 0,100 0,200 | 0,400
PuspacTtsop, M1 0,388 0,375 0,350 0,300 0,200 -
dakTop 0,032 0,0625 0,125 0,25 0,5 1,0

Ons  nonyyeHWsi  KOHUEHTpauuWM  MUKpoanbOymMuHa MoCre  Kaxaoro
pa3BefeHnsi, HeobBXOAMMO KOHLeHTpauuio kanubpaTtopa, YyKasaHHyl Ha
ATUKETKE, YMHOXMWTb Ha (haKkTop.

Kaxxabln u3 kanmbpoBOYHbIX pacTBOPOB aHaNM3MpyeTcsl, Kak ONMCcaHo BbILLE.
Mo pesynbTatam aHanuW3a CTPOWUTCS KanuOpPOBOYHAs KpvBasi: 3aBUMCHMMOCTb
ONTUYECKON NMOTHOCTU OT KOHLIEHTpaL K.

***AHaNUTUYeCKNe XxapakTepucTUKu:

YyecmeumenbHocmb: He 6onee 0,3 mr/n.

JlunetiHocmsb: 0,3 - 300 mr/n (3aBMCUT OT KOHLEHTpauuu kanubparopa, cm.
3TUKETKY W/MNnu nacnopT ka4yecTsa).

Ecnu koHueHTpauusi MmukpoansbymuHa B obpasue npesbiwaet 300 mr/n, TO
obpaseL HeobxoanMo pasBecTu dumanonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULNEHT pa3BedeHus.

Spghekm npo3oHbI He Habnmodaemcesi: 1250 mr/n.

ToyHOCMb:

BocnpowussoanmMocTs BocnpowussoanmMocTs

BHYTPY cepuu MeXcepuitHast

CpegHee (mr/n) 44 1 152,1 42,5 148,6
SD 0,944 2,538 1,318 4,443
CV, % 2,14 1,68 3,10 2,99
n 10 10 10 10
Koppensayus:

20 o6pasuoB 6ObINO nNpoaHanuM3MpoBaHO C ucnonb3oBaHueM HabGopa
peareHToB Ans onpeaeneHns MyukpoanbbymuHa (Npou3BoacTBa «[uaceHc») n
ApYr¥M Habopom peareHTOB, BHECEHHbIM B PeecTp CpeacTB MeAULMHCKOro
HasHaveHus Pb.

KoadhdununeHT koppensaumu: 0,981.

***[laHHble Nony4YeHbl NpU UCMoNb3oBaHWM aHanusatopa Mindray cepun BS,
ONs ApYrMX aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KoHTponb kayecTBa:

KoHTponb  kayecTBa WM3MEPEeHWA  MNpOBOAWUTCA C  UCMOMb30BaHWEM
KOHTPONbHOrO MaTtepvana AByX YpoBHeid. [pu HenpoxoXaeHWn KOHTpomnen
npoBoanTcs nepekanubposka. [locne nepekanubpoBkM cregyeT CHoOBa
npoTecTMpoBaTh KOHTPONW. B criyyae Henpoxox/aeHUs KOHTPOIIs kavyecTBa nocne
nepekannbpoBkn, HeobXxoaAMMO MPOBEpUTb WCMPaBHOCTL aHanusatopa U
Hanuyme NpusHakoB HEMPUroAHOCTU peareHToB.

Kaxpas nabopatopusi mMpoBOAMT KOHTPOSb KavyecTBa COMMacHo CBOEMN
yTBEPXAEHHOM cxeme.

PekomeHayeM npuUMeHsTb ANA  KOHTPONS  KayecTBa  KOHTPOMbHbINA
Matepuvan, BXOAAWMA B cocTaB Habopa, unu npousBoacTBa Randox
(Benukobputanus), Spinreact (Mcnawus), Cormay (Monbwa) u Apyrux
npoussoauTenei.

PedrepeHCHbIe 3Ha4YeHus:

Hopma < 30 mr/cyTku unu < 30 mr/rp KpeaTuHuHa

Mukpoanb6ymuHypusi 30-300 mr/cyTku

Makpoans6ymuHypusi = 300 mr/cyTku
MpuBefeHHble  pedepeHCHble  3HayeHUst  OPUEHTUPOBOYHbIE:  Kaxaas
nabopaTtopusi AOMKHa cama yCTaHaBnMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

WUHTepdepeHums: renapuH 250 wmr/gn, uuTtpat HaTtpus 21000 wmr/gn,
Tpurnuuepuabl 22500mr/gn, SOTA = 5 wr/gn, 6unupy6ud 260mr/gn wn
remorno6uH = 1000 mr/an.

KonupoBaHue n nepeaaya TpeTbUM nnuam 3anpeLyeHbi!
Mo Bonpocam MeToANYECKON NMOMOLLM U 3aKynKu obpalaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Heotbemnemoi yactbio VIHCprKuVIﬁ no NMPUMEHEeHUo ABIAIOTCA
aganTauuoHHble nporpaMmMbl (MeTOﬂMKM) no NpUuMeHeHuto HaGopa
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o HDUMSHEHUIO
HabGopa pearewrics 5iia onpeneneHms
BuoxmMmMmyeckux napameTpoB:
CkpbiTas KpoBb B kane (FOB)

KnuHunyeckoe 3HaveHue:

Hanwnuve remornobuHa B kane - ckpbiToit kpoBu (FOB) - cBsizaHO C Takumu
M3MEHEHUSIMU B KULLEYHOM TpaKTe, KaK Monumbl TONCTO KULLKK, BoneaHb KpoHa,
A3BEHHbIN KONMUT U KONopeKTarnbHbI pak. PaHHsAs guarHocTuka siBNSeTCs Knio4oMm
K yCNeLHOn Tepanumn aTux 3abonesaHunm.

[lnarHo3 He AOMXeH CTaBUTLCA Ha OCHOBaHMKM ogHoro Tecta. Heobxoaumo
yuuTbIBaThb pe3ynbTaThbl APYrUX UCCEA0BAHWIA U KIIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToQa:

KonuyectBeHHoe onpepenenne FOB ocHOBaHO Ha ornpeaeneHny KonuyecTea
remornobuHa B obpasLie kana Yenoseka. Coaepxallniica B kane reMornobuH nnm
KOMMIeKC reMornobuH-rantornobuH BCTynaeT B peakuuio co cneuuduyeckumm
aHTUTENnamMnm K 4YenoBe4yecKoMy remMornobuHy, MNOKPbIBAOWMUMKU NaTeKCHbIe
YacTuykum B peareHTe. CTeneHb arrfioTUHALMM 3aBUCUT OT  KOHLIEHTpaLum
remornobuHa B o6pasLie 1 Bbi3biBaeT NPONOpLMOHarbHOE M3MEeHeHNe ONTUYECKOoN
nnotHocTu. KoHueHTpaumsa FOB B ob6pasue onpegensietcsi pOTOMETPUYECKU
OTHOCUTENBHO KanMbpPOBOYHOW KPUBOW.

[aHHbli  mMeToa  nossonsieT obHapyxuBaTb  KONMYECTBO remornobuHa,
HEBUAMMOE HEBOOPYXEHHbIM rnasoM. [insi c6opa W MOATOTOBKM K aHanuay
obpasua ucnonb3yetcs cneunanbHas Tyba, 4TO [genaeT 3TU MpoLECcCh
MakcumarnbHo yaobHbIMK. OTa xe TyGa MOXeT CTaBUTbCA HEMOCPEeACTBEHHO Ha
6opT aHanusatopa. Bcé nepeuvicneHHoe aenaeT AaHHbIA Habop peareHToB
naeanbHbIM A CKPUHWMHIOBBIX MPOrpaMm.

Habop npeagHasHaveH Ans UCNONb30BaHUS HA PyYHbIX, NONyaBTOMAaTUYECKUX U
aBTOMaTUYeCKNX GUOXUMUYECKMX aHanusaTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
TRIS- TRIS-6ydep KoHueHTpaums
6ydep JlaTekcHble YacTuupl, kanubpaTopoB / KOHTponeWn
KoHcepBaHT MOKPbITbIE aHTUTENaMM K yKasaHa Ha 9TUKeTKe
4YerioBe4YeCcKoMy
remornobuHy
KoHcepBaHT
Hanuune n o6bem B Habope
30 mn 10 mn P
10 XenaHWio 3aKasuunka
Hanwnuue n o6bem B Habope
60 mn 20 mn 10 XenaHuio 3aKasyunka

* - obbemM peazeHmMo8 60 (brlaKOHE U KO/IUYecmeo (hriakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - uHGbopmayusi O KamaroXHOM HOMepe U KoMmriekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xenaHuto 3aka3yuka Habop Moxem rocmasnsamscsi 6e3 Kanubposo4yHo20 U
KOHMPpOonbHO20 Mamepuarna.

B coctaB Habopos BxoasT Tybbl (yCTPOUCTBO Ans cbopa 1 nogrotoBkn obpasua
K aHanuay, Kotopble copepxaT OydepHblii pacTBop €O cTabunusaTopom U
KOHCEPBAHTOM) — B KONMUYECTBE IKBMBASIEHTHOM KOMNWYECTBY TECTOB B HaGope.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTb:

PeareHT 1 1 PeareHT 2 roToBbl kK IPUMEHEHMNI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTaburnbHbI 4O OKOHYaHUSs CpoKa roAHOCTU

lNocne eckpbimus: cTabunbHbI B Te4eHne 3 mecsLes.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHUE 2 MeCsLEB.

PeareHT 2 nepen npvmeHeHnem Heob6XoAMMO akKypaTHO nepemellaTtb, YTOGbI
pacTBOp cTan ogHOPOAHbIM. PeareHTbl He 3amopaxuBaTh.

Kanun6patop n KoHTponu FOB moryT 6biTb Kak XWAKAMMK, TOTOBbIMK K
NPUMEHEHWMIO, TaK M IMOUNN3NPOBAHHbBIMM.

B cnyuae, ecnun Kanubpatop u KoHTponu FOB xwugkue: nocne BCKpbITUS
cTtabunbHbl npu Temnepatype oT 2°C go 8°C B TeyeHue 1 mecsiua. He
3aMopaxwuBaThb.

B cnyuyae, ecnn Kanubpatop n KoHnTponn FOB nuodwunuampoBaHHble: Ans
npurotoBnexns Kannbpatopa FOB unu Kontpons FOB Heobxoammo fob6aButb
BO chnakoH Ao6aBuTb HeobxoaMMOe KONMMYEeCTBO [OEVNOHW3NPOBAHHOW BOAbI,
CornacHo MHgopmaumun ykasaHHOW Ha 3TukeTke. AKKypaTHO nepemellatb A0
NonHOro pacTBopeHus. Mcnonb3oBaTb He paHee, Yem yepe3d 10 MUHYT nocne
pactBopeHusi. CTabunbHocTb KanubpaTopa u KoHTponsa FOB nocne pactBopeHust
— 24 vaca npu Temnepatype ot 2°C go 8°C unu 1 mecsy npu TemnepaType MUHYC
20°C.

He ponyckaTb NOBTOPHOrO 3aMOpaXXUBaHUS-pasMopaxnuBaHus.

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuKe B pacTBOpe peareHTa 1 MyTHOCTU.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BXofsiluMe B cocTaB Habopa, npeAHasHayeHbl TOMbko Ansi
[OMarHoCTuKM in vitro. He npuHumampb 6 Hympsb.

Kannbpatop 1 KoHTponu npoun3BoasTca Ha ocHoBe remornobuHa yenoseka, B
koTopbix oTcyTcTBYtOT HBSAg, HCV, aHTtuten k BUY (1/2). OgHako npu paboTe ¢
HUMU Heobxoanmo obpallaThes Kak C MOTEHLManbHO ONacHbIMK BellecTBamu.

B coctaB PeareHTa 2 BXOAAT KOMMOHEHTbI XXMBOTHOTO NMPOUCXOXAEHUS

Mpn pabote ¢ Habopamu peareHTOB cneayeT MPUMEHATb CpeacTea
VHAMBWAYaNbHON 3aLLUTLI B COOTBETCTBUM C [EiCTBYIOLLMIA 3akoHOAATENbCTBOM
Pecny6nukn Benapycbh. [lonyckaloTcA K NPUMEHEHWIO nepyaTkn MeauuuHCKue
O[HOpa3oBble W XxanaTbl MeguUMHCKWe, oTBevaolwme aenctsytowmm THIMA
Pecny6nukn Benapycb 1 umeiolne AOKYMEHTbI, NOATBEPXAaAloLLIMe KavyecTBO U
6e3onacHocTb B 0611acTut MPUMEHEHHS.

Mpu paboTte ¢ Habopamu cneayeT cobnioaaTh NpaBuna TeXHUKKN 6e3onacHoCcTy
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBomM Pecnybnuku benapycb

YTunusaums He WCMONb3OBaHHbIX NMBO C WCTEKWMUM CPOKOM FOAHOCTU
peareHTOB NPOXOAWT B COOTBETCTBMWM C [AEVCTBYIOLWMA 3aKoHOAATeIbCTBOM
Pecnybnuku Benapychb.

O6pa3ubl U UX CTaBUNBLHOCTD!:

O6pa3subl kana, cobpaHHble 1 NOArOTOBNEHHbIE K aHanM3y TOMbKO C NMOMOLLbIO
Ty6, BXxoaswmx B coctaB Habopa. O6pa3subl cTabunbHbl 7 AHEN Npu Temneparype
oT1 2°C go 8°C.

MeToauku AnsA nonyaBTOMaTU4eCKUX aHANIN3aTopoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNeKTpoOTOMETP, NO3BONSIOLLMIA NPOBOAUTL M3MEPEHUS NMPY ANVHE BOMHbI
510 HM 1 ANUHOW oNTUYecKoro nNyTn 1 cwm;

- [03aTopbl C HAKOHEYHMKaMW, no3sornstowme otéupatb ot 0,035 mn go 0,75
Mn;

- cekyHaomep.

Xop aHanu3a (py4Has meToAuka):

YcnoBus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 510 HMm;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temneparypa - 37°C;

AHanusaTop o6HYNSOT OTHOCUTENBHO AUCTUITMPOBAHHON BOAbI.

BHecTu B KloBETY MakpomeToa MonymukpomeToq
PeareHT 1, Mn 0,750 0,360
Kanubpatop, mn/ O6paseu, mMn 0,035 0,017
VHkybupoBatb 5 MuHYT npu Temnepatype 37°C:
PeareHT 2, Mn [ 0,250 | 0,120
MepemeluaTtb 1 U3MEpUTL ONTUYECKYIO NMOTHOCTL (A1) Yepes 30 cekyHA 1
(A2) ele yepes 8 MUHyT nocne gobasneHns obpasua.

Pe3ynbTtarhbi:

[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaoT AA = Ax- A1,

KoHueHnTpaumio FOB B o6pasue (Cosp) paccumTbiBaloT Mo kanmbpoBOYHOMY
rpaduky.

MocTpoeHne KanMBGpPOBOYHOM KPUBOM:

W3 kanubpatopa FOB rotoBsT ceputo kanubpoBOYHbIX PacTBOPOB MyTem
pasBegeHns usnonormyeckuMm pactsopoMm (pactBop 9 r/m xnopuga HaTtpuws)
cornacHo cneayouen Tabnuue:

Pa3BegeHve 1 2 3 4 5 6

Kanubpatop, mn 0,025 0,050 0,100 0,200 0,400

Puzpacrteop, Mn 0,400 0,375 0,350 0,300 0,200 -

PakTop 0 0,0625 0,125 0,25 0,5 1,0

[ns nonyyeHus koHueHTpauun FOB nocne kaxgoro pa3seaeHusi, Heo6xoammo
KOHLEHTpaumio kanubpatopa, yka3aHHyl0 Ha 3TUKETKE W B COMPOBOAUTENbHbIX
[OKYMEHTAX YMHOXWUTb Ha cpakTop.

Kaxxabll ©3 kanmbpoBOYHBIX pacTBOPOB aHanNM3MpyeTcsi, Kak OnMCcaHo Bbllle.
Mo pesynbTaTtam aHanusa CTPOMTCS KanuGpOBOYHAs KpuBas: 3aBUCUMOCTb
ONTUYECKON NMOTHOCTN OT KOHLIEHTpaL K.

***AHaNUTUYEeCKNe XxapakTepucTUKn:

YyecmeumenbHocmb: He 6onee 10 Hr/mn.

JlunetiHocmsb: 10 - 1100 Hr/mMn (3aBUCUT OT KOHLIEHTpauumn kanubpartopa, cm.
ATUKETKY W/UNu nacnopT ka4yecTsa).

Ecnu koHueHTpauusi FOB B o6pasue npesbiwaeTt 1100 Hr/mn, To obpasey
HeobxoauMo passecTu cumanonornyeckum pactsopom (0,9 % NaCl) B 2-10 pas, a
NoyYeHHbI pe3ynbTaT yMHOXUTb Ha KO3(h(ULIMEHT pasBeaeHUs.

A¢pgpexkm npo3onbi: 10000 Hr/mn.

To4yHOCMBb:
BocnpoussogumocTb BocnpoussogumocTb
BHYTpPUW cepuu MeXcepuitHast
CpeaHee (Hr/mn) 75 251 77 262
SD 1,838 5,321 1,717 6,026
CV, % 2,45 2,12 2,23 2,30
n 10 10 10 10
Koppensayus:

20 o6pasLoB 6bINo NpoaHanM3npoBaHo C UCnonb3oBaHnem Habopa peareHToB
ANs onpefeneHns CKpbITON KPOBM B kane (Mpoun3BoAcTBa «[naceHcy) u apyrum
Habopom peareHToB, BHECEHHBIM B PeecTp cpeacTB MeAMLMHCKOrO Ha3HaveHus
PB.

KoadbcpuumeHT koppensiuun: 0,978.

***[laHHble NonyyeHbl NpU ncnonb3oBaHUM aHanusatopa Mindray cepumn BS,
ANs APYTMX aHanu3aTtopoB OHW MOTYT OTANYaTLCS.

KOHTpOﬂb KayecTBa:

KoHTporsib ka4yecTBa M3aMepeHuii NPOBOAUTCS C UCMONb30BAHNEM KOHTPOJSIbHOTO
maTepuana [AByX YpoBHei. [lpn HenpoxoXOeHWM KOHTpomneil npoBoaUTCS
nepekanu6poska. [locrne nepekanubpoBku criefyeT CHOBa MpPOTECTUpOBaTb
KOHTpPONM. B cnyyae  HenpoxoXAeHWs  KOHTPONs  KayectBa  nocne
nepekannbpoBkW, He0GXOAMMO NPOBEPUTBL MCMPABHOCTL aHanusaTopa u Hanuyne
NpY3HaKoB HENPUrogHOCTU peareHToB.

Kaxxgasi naBopaTtopusi MpoOBOAMT KOHTPOMb KayecTBa COMMACHO CBOEN
yTBEPXAEHHO cxeme.

[ina  KOHTpONsA KayecTBa MNPUMEHNATb TOMbKO KOHTPOIbHbLIA MaTepwan,
BXOASALWMI B cocTaB Habopa.

PekomeHayeM NpuMeHsTb ONsi KOHTPONSA KavecTBa KOHTPOMbHbIA MaTepwuan,
BXOAsWMN B cocTtaB Habopa, unu npoussBoactBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay (Monblua) u Apyrux npoussoamTenei.

PedepeHCHbIe 3Ha4YeHUs: ypoBeHb NpuHATUS peweHuss — 100 Hr/mn
(4yBCTBUTENBHOCTL 75%, cneundunyHocTb 95%).

MpuBeneHHble  pedpepeHcHble  3HAYEHWsl  OPUEHTUMPOBOYHbIE:  Kaxaas
nabopaTtopus AOMKHa cama yCTaHaBnMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

WUHTepdepeHuus:

Bunmpy6uH >5130 mkmonb/n, Obl4nii CbIBOPOTOYHBIN anbbymuH > 40 r/n,
cynbat bapua > 80 mkr/mn, ackopbuHoBas kucrnota > 100 MKr/mn, CBUHOW,
BbI4MiA, KPONUYMIA UNK KYPUHBIV remMornobuH > 2500 Hr/mn, xeneso (FeNH4(S04)2)
> 10 mkr/mn.

KonupoBaHue n nepeaaya TpeTbUM nnuam 3anpeLyeHbi!
Mo Bonpocam MeToAnYeCKOM MOMOLLM U 3aKynKu o6pallaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemneMmoii 4acTbio MHCTPYKUWI MO NPUMEHEHUIO ABASAIOTCA
apanTauMoHHble NPorpamMmmbl (MeTOAMKMU) NO MPUMEHEeHUI0 HaGopa
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Ha6Gopa peareHTOB ans onpeaeneHus
6MoXuMmn4ecKux napameTpoB:
MMmyHornobynuH A

KnuHunyeckoe 3HaveHue:

IgA  coctaBnsier npubnusutenbHo 10-15% ot obwero konuyectea
CbIBOPOTOYHbIX MMMYHOTTIOGYNNMHOB. OTO MOHOMEpHasi CTPYKTypa, aHarnornyHasi
monekyne IgG, Ho oT 10 o 15% IgA B cbiBOPOTKE SIBNSIETCH MONMMEPHbLIM, B
yacTtHocTu IgA2. Ewe ogHa BaxkHasi dopma IgA HasbiBaeTcsi cekpeTopHbim IgA.
OH copepxwuTcs B cnesax, MoTy, CIOHE, MOMOKE W XenyAOYHO-KULIEYHbIX W
BPOHXMASbHBIX BbIAEMNEHUSIX.

IgA 06bl4HO MOBLILIAETCA MPW  XPOHWYECcKMX 3aboneBaHMAX MeyeHu,
XpoHuyecknx mHdekumin XKKT n abixaTtenbHbiX NyTel, HEKOTOPbIX COCTOSIHUSX
MMMyHoZeduLMTa N peBMaTUYeCcKknx 3aboneBaHnsx.

[oBbILWEHHbIE KOHLEHTPaLMM MOHOKMOHanbHbIX IgA mMoryT 6biTb 0GHapyXeHbI
NpV MHOXECTBEHHOW Muerome.

[uarHo3 He [OSXeH CTaBUTbCS HAa OCHOBaHUM ofHoro Tecta. Heobxogumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCNEA0BAHNA U KIIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToAa:

KonuuectBeHHOe onpefeneHve IgA OCHOBaAHO Ha peakuuu arrmoTuHauum
Mexay Haxopswumcs B obpasue IgA u aHTUTenamm kK 4venoseveckomy IgA,
HaxogswWMMucs B cocTaBe peareHta. CTeneHb arrmioTMHaLuM 3aBUCWT OT
KOHUeHTpauun IgA B obpasue ¥ Bbi3biBaeT MNponopuuoHanbHoe W3MeHeHue
onTuyecko nnotHocTu. KoHueHTpauus IgA B obpasue onpepensietcs
OTOMETPUYECKN OTHOCUTENBHO KannbpoBOYHON KPUBOWA.

Habop npepgHasHayeH [AnNs MCMOMb30BaHWS Ha MOMyaBTOMaTUYECKUX W
aBTOMaTUYECKMX BUOXMMUYECKUX aHann3aTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
TRIS-6ydep, pH AHTWTENA K KoHueHTpauusi kannbpaTopoB
8.3 yernoseyeckomy IgA / KOHTpoOnel yka3aHa Ha
nar 8000 XXWBOTHOIO ATUKETKE
Asng HaTpust NpoVCXOXAeHUs
Asug HaTpusi
40 mn 10 mn Hanuuve n o6bem B Habope
10 >XeNaHWo 3akasymka
80 mn 20 mn Hanuuve n o6bem B Habope
10 XenaHuo 3akasyuka
120 mn 30 mn Hannuve n o6bvem B Habope
10 XenaHuo 3akasyuka

*

- obbemM peaceHmMo8 60 hbrakoHe U Konuyecmeo (hriakoHO8 MOoxem
8apblUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.

** - UuHGhopMauusi O KamariloXHOM HOMepe U KoMriekmayuu Habopa
npedocmasneHa Ha calime diasens.by.

o xxenaHuto 3aka3qyuka Habop Moxem rnocmaensimscsi 6e3 Kafnubpo8oyHO20
U KOHMPOIIbHO20 Mamepuarna.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CcTabunbHOCTb:

PeareHT 1 1 PeareHT 2 roToBbl kK IPUMEHEHMNI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeackpbimbie: cTabunbHbl O OKOHYaHWSI CPOKa FOAHOCTH

lMocne eckpbimusi: CTabunbHbl 40 OKOHYAHUS CPOKa rOAHOCTU.

Ha 6opmy aHanusamopa: ctabunbHbl B Te4eHne 2 MecsiLeB.

PeareHTbl He 3amopaxvBaTb!

Kannbpatop IgA rotoB Kk NpuMeHeHWio u cTaburneH nocrne BCKPbITUS Mpu
Temnepatype o1 2°C go 8°C B TeyeHue 1 mecsiua. He 3amopaxwuBartb.

KoHTponn moryT 6biTb Kak >KWOKAMMW, TOTOBbIMM K MPUMEHeHWUIo, Tak W
NMOUNU3NPOBAHHBIMU.

B cnyyae, ecnu KoHTponu >umakume: nocne BCKPbITUA CTabunbHbl npu
Temnepatype o1 2°C go 8°C B TeyeHune 1 mecsiua. He 3amopaxwuBartb.

B cnyyae, ecnu KoHTponu nuodunusnpoaHHble, To 3a 30 MWHYT Ao
npYMeHeHus BO nakoH nobasutb Heobxopumoe KONMMYecTBO
[EVNOHN3NMPOBaHHON BOAbI, COMMAacHoO WHGOPMaLUW ykasaHHOW Ha 3TUKeTKe.
CTabunbHOCTb KOHTPOSI NOCNe BOCCTAHOBMNEHWSI 8 YacoB Npu TemnepaTtype oT
15°C po 25°C, 5 gHelt — npu Temnepatype oT 2°C go 8°C unu 1 mecsau - npu
Temnepatype oT MmuHyc 20°C. He ponyckaTb MOBTOPHOTO 3aMOpaXUBaHWsI-
pasmopaxuBaHus. 3awmwaTb OT cBeTa 1 n3beratb 3arpsa3HeHni!

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuMe B PacTBOPE PEareHToB MyTHOCTU U MOCTOPOHHUX YaCTUL.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BxofsliMe B cocTaB Habopa, npefHasHayeHbl TOMbKO AfS
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Kanubpatop IgA n KoHTponb IgA npon3BOASTCS Ha OCHOBE YernoBeYecKow
CbIBOPOTKM KPOBM, koTOpas npoBepeHa Ha oTcyTctBue HBsAg, HCV, aHtuten K
BWY (1/2). OpgHako npu pabote ¢ HuMKM Heobxogumo obpaliaTbCsi Kak C
noTeHUManbHO onacHLIMU BeLLLecTBaMu.

Mpu pabote c HaGopamu peareHToB credyeT MPUMEHsITb CpencTea
VHOMBWAYaNbHON 3alLWTbl B COOTBETCTBUM C [AECTBYIOLLMIA 3aKOHOAATENIbCTBOM
Pecny6nuku Benapycb. [ornyckaloTcs K MPUMEHEHUIO MepyaTku MeauLUHCKue
OfHOpa3oBble W xanaTbl MeAuuuHCKWe, oTBevalowwme aencteylowmm THIA
Pecny6nukn Benapyck 1 umelowmne JOKyMeHTbI, NOATBEPXatoLLiMe KaiyecTso 1
6e3onacHocTb B 0611acTut NPUMEHEHNS.

Mpun paboTte c Habopamu cneayeT cobntogaTte Npaeuna TexHUkn GesonacHocTu
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBom Pecnybnuku Benapyceb.

YTunusaumss He MCMOnb3oBaHHbIX NGO C WCTEKWWMM CPOKOM TFOAHOCTM
peareHTOB MPOXOAUT B COOTBETCTBUMM C AENCTBYIOLIMIA 3aKOHOAATENIbCTBOM
Pecny6nuku Benapyce.

O6pasubl M UX CTAaOUNBLHOCTD:

HeremonuavpoBaHHas 1 Henunemuyeckasi cbiBopoTka kpoBu v OOTA unu
renapvHu3MpoBaHHas nnasma kpoeu. O6pasupl cTabunbHbl 7 OHeR npu
Temnepatype o1 2°C go 8°C vnu 3 mecsua npu Temnepatype MuHyc 20°C.

MeToAMKM M NOoNyaBTOMaTUY4ECKUX aHANN3aTOPOB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNEeKTPOOTOMETP, NO3BOMSAOLLMIA NTPOBOAUTL U3MEPEHWUS NPY ANUHE BOMHbI
600 HM 1 AnNUHOW ONTUYecKoro NyTn 1 cwm;

- 403aTOopbl C HAKOHEYHMKamu, no3sonsiowme otbupats o1 0,005 mn go 1 mm;

- cekyHaomep.

Xop aHanusa:

YcnoBus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 600 Hm;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 0GHYNSOT OTHOCUTENBHO AUCTUMPOBAHHON BOAbI.

PeareHTbl nporpeBatoT 4o TemnepaTypbl aHanmsa.

BHecTtu B kioBeTy MakpomeTog MonymunkpomeTog
PeareHt 1, Mn 0,800 0,400
Kanu6patop, mn/ 0,010 0,005
O6paseu, mn
MepemeluaTb 1 cpasy Xe N3MepUTb ONTUYECKYIO NITOTHOCTb As
PeareHT 2, Mn [ 0,200 [ 0,100
MepemeLuaThb 1 cpasy xe N3MepuTb ONTUYECKYIO NNOTHOCTb A2 POBHO
yepes 2 MUHYThI Nocne gobaeneHus PeareHTa 2.

Pe3ynbTtarhbi:
[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaoT AA = Az- A1,
KoHueHTpauuio IgA B obpasue (Cosp) paccuvTbiBAlOT MO KanubpoBoYHOMY

rpadpmky.

MocTpoeHne KaNMGPOBOYHOWN KPUBOM:
M3 Kanubpatopa IgA roTtoBAT cepuio KanMbpoBOYHbIX PacTBOPOB NyTEM

nocnegoBaTenbHoro pasbasnexus B 2, 4 1 8 pas nubo crnegytoT Tabnuue:
CreneHb passegeHus 0 8 4 2 1
Kkanubpartopa
Kanubpatop IgA, mn 0 0,05 0,1 0,2 0,4
PuspacTtop, M1 0,4 0,35 0,3 0,2 0
dakTop 0 0,125 0,25 0,5 1

[ins onpeneneHns KoHUEHTpauun kanubpaTtopa B cepun nocne passeeHus
KoHueHTpauuto Kanubpartopa IgA yMHOXalOT Ha dakTop.

Kaxxablit 13 KanMbpoBOYHbIX PacTBOPOB aHaNU3MpyeTcsi, Kak ONUCaHO BbilUe.
Mo pesynbTatam aHanusa CTPOWTCS KanubpoBOYHAsi KpuBasi: 3aBUCMMOCTb
OMTUYECKOW MMOTHOCTW OT KOHLEHTpaLmu.

***AHaNUTUYEeCKNEe XapakTepUCTUKU:

YyecmeumenbHocms: He 6onee 0,71 r/n.

JluHeitiHocms: 0,71 - 6,0 r/n (3aBUCUT OT KOHLEHTPaLmMK kanvbpaTopa).

Ecnn koHueHTpauusi IgA B o6pasue npeBbiwaetr 6,0 r/n, T0 o6pasey
HeobxoauMo pasBecTu dumanonorndeckum pactsopom (0,9 % NaCl) B 2-10 pas, a
NOJyYeHHbI pe3ynbTaT YMHOXWTb Ha KO3(h(ULIMEHT pasBeaeHUs.

A gpekm npo3oHbI He Habnrodaemcs no 20 r/n.

To4yHOCMBb:

BocnpowussoanmMocTs BocnpoussogumocTs

BHYTPUY cepuu MeXcepuitHast

CpeaHee (r/n) 1,16 3,27 1,19 3,33
SD 0,039 0,095 0,043 0,103
CV, % 3,36 2,90 3,61 3,09
n 10 10 10 10
Koppensayus:

20 o6pasLoB 6bINo NpoaHanM3npoBaHo C UCNonb3oBaHnem Habopa peareHToB
Ans onpegenenus IgA (npoussoacTtsa «[uaceHc») n apyrum Habopom peareHToB,
BHeCeHHbIM B PeecTp cpeCTB MeAMLIMHCKOrO HasHaveHus PB.

KoadhpununeHT koppensaumu: 0,983.

***[laHHble MonyYeHbl NpY MUCMonb3oBaHWM aHanusatopa Mindray cepun BS,
ANs ApYrMX aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporb kauecTBa U3MepeHNit NPOBOANTCS C UCMONb30BaHMEM KOHTPOMbHOTO
Matepuana AByX YpoBHeW. [pu HEnpoxoXAeHWW KOHTponew npoBOAUTCS
nepekanubposka. lNocne nepekanubpoBkM criefyeT CHOBa NpPOTECTUPOBATb
KOHTponu. B cnyyae  HENpPOXOXAEHWs  KOHTPONs  kayectBa  Mocne
nepekannbpoBku, HEO6X0AMMO NPOBEPUTL UCMPABHOCTbL aHanM3aTopa v Hanuyne
NPU3HAKOB HEMPUIOAHOCTU peareHToB.

Kaxxpass nabopaTtopusi MpoOBOAMT KOHTPOfb KayecTBa COMMacHoO CBOeW
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeHsTb ANs1 KOHTPONSi KayecTBa KOHTPOMbHBLIA MaTepuan,
BXOASWMA B cocTtaB Habopa, unu npoussoactBa Randox (Benukobpurtanus),
Spinreact (Mcnanus), Cormay ([MonbLua) v Apyrux npomssoauTenei.

PedepeHcHbIe 3HaYeHus: 0,7-4 r/n.

MpvBedeHHble  pedepeHCHble  3HAYEHUS  OPUEHTMPOBOYHbLIE:  Kaaas
naGopaTtopus JOMKHa cama yCTaHaBIMBaTh CBOW pethepeHCHbIE 3HAYEHUS.

WUHTepdepeHuus:

Bunupy6uH >855 mkmons/n, nunemust > 12,5 r/n, remornobuH > 5 r/n,

peBmaTomnaHbIv dhaktop > 900 ME/mn.

KonupoBaHue 1 nepegaya TpeTbUM NuuaM 3anpeLueHb!
Mo BonpocaM MeToAMYeCcKOW NOMOLLM M 3aKynku obpallartbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi yactbio VIHCprKLI,VIVI no NpMMEeHeHUo ABNAKTCA
aganTauuoHHble nporpaMmMbl (MeTOﬂMKM) no NpUuMeHeHuto HaGopa
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HaGopa peareHTOB ans onpeaeneHus
BMoXuMmMyecKux napameTpoB:
MmMmyHorno6ynuH M

KnuHunyeckoe 3HauyeHue:

IgM  sBnsieTcs €AMHCTBEHHBbIM  MMMYHOrNOOYNMHOM,  KOTOPbIA  0BbIMHO
CUHTE3NPYeTCH Y HOBOPOX/AEHHbIX, @ Y B3POCIbIX OH cocTasnsieT 5-10% ot obiero
KONMYecTBa WMMMYHOrNOBYNMHOB. 3TO MEHTOMEP C BbICOKOW MOMEKyNnApHOM
maccoi (900 000 fanbToH), 4TO NPENsiITCTBYET €ro nepexoAy BO BHECOCYAUCTbIE
npocTpaHcTBa.

KoHueHTpauua IgM  cHuxaetca npu  3aboneBaHWsX, CBA3AHHbIX C
HacneacTBEHHbIMU VNN MPUOBPETEeHHbIMU AeddUumnToM MMMyHormobynuHa M.
YBenuyeHune KoHueHTpauun IgM — aTo nepBuYHbIA OTBET Ha BUPYCHbIE MHMEKLMM
1 MHMEKLMM KPOBM TaKUe, Kak Manspusi. YBenmyeHne npoucxoaut npu bunmapHom
uMppose, PeBMaToOMOHOM apTpuTe U APYrUX XPOHMYEeCKMX 3aboresaHusx.
YBenuyeHne  KOHLEHTPauUMM  MOHOKIOHanmbHoro  IgM  mpoucxogut  npu
MHOXXECTBEHHOMN Muerome, makpornobynuHemmn BanbaeHcTpema,
3r10Kka4ecTBeHHON numdome.

[narHo3 He OOMKeH CTaBUTbCA Ha OCHOBaHMM OfHOro Tecta. Heobxoammo
YyUMTbIBaTb pe3ynbTaThl APYrMX UCCNENOBaHWUA N KIMMHUYECKYIO KapTUHY.

anIHLl,VII'I mMeToaa:

KonuuectBeHHoe onpepeneHne IgM OCHOBaHO Ha peakuuu arrmoTvHaLUM
Mexay Haxopswumcs B obpasue IgM u aHTuTenamu k yenoseveckomy IgM,
HaxogswWwMMucs B cocTaBe peareHTa. CTeneHb arrmoTvHauUMM 3aBUCUT  OT
KOHUeHTpauun IgM B obpasue ¥ Bbi3biBaeT NPOMOPLMUOHANBLHOE W3MEHEHWE
onTuyeckon nnotHocTu. KoHueHTpauus IgM B obpasue onpegensieTcs
OTOMETPUYECKN OTHOCUTENbHO KannbpoBOYHON KPUBOWA.

Habop npepHasHayeH pAns WUCNONb30OBaHWS Ha MOMyaBTOMAaTUYECKUX W
aBTOMaTUYECKMX BUOXMMUYECKUX aHanmn3aTopax.

CoctaB HabopoB*:
PeareHT 1

TRIS-6ydep, pH

PeareHT 2 Kanubpatopbl / kOHTponu **

AHTUTENAMM K KoHueHTpauusa

8.3 yenoBeYyeckoMy KanubpaTopoB / KOHTpornew
Mar 8000 IgM xuBOTHOrO yKasaHa Ha aTUKeTKe
A3ng HaTpust NPOUCXOXAEHUS
Asng HaTpus
40 mn 10 mn Hannyve n o6bvem B Habope
10 XenaHuo 3akasyunka
80 mn 20 mn Hanuuve n o6bem B Habope
10 >XeNaHWo 3akasymka
120 mn 30 mn Hanuuve n o6bem B Habope

10 >KeNaHuo 3akasyunka
- obbeM peaceHmMo8 60 (hriakoHe U KOIU4ecmeo (hriakoHO8 MOXem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** UHgOopMayus O KamaroxXHOM HoMepe U Kommnniekmauuu Habopa
npedocmasneHa Ha calime diasens.by.

o xxenaHuto 3aKka3qyuka Habop Moxem nocmasnsimscsi 63 Kanubpo8oyHo20 U
KOHMPOnbHO20 Mamepuarna.

*

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:
PeareHT 1 1 PeareHT 2 roToBbl K NPUMEHEHN0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Hesckpbimble: cTaburnbHbl 4O OKOHYAHWS CPOKa roAHOCTH

lMocne eckpbimusi: cTabuUnbHbI O OKOHYaHUSI CpoKa FOAHOCTU.

Ha 6opmy aHanuszamopa: cTabunbHbl B Te4eHue 2 MecsiLeB.

PeareHTbl He 3amopaxvBaTb!

KanuGpatop rotoB K MNpUMEHEHWMIO W MOCNEe BCKPbITUS CTabuneH npwu
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsiua. He samopaxusaTtb!

KoHTponn MoryT 6biTb Kak >XUAOKUMMW, TOTOBbIMW K MNPUMEHEHWIO, Tak WU
NMopUNM3NpoBaHHLIMU.

B cnyuyae, ecnu KOHTponu >XuAkue: Mocne BCKPbITUS CTaGUnbHbI Npu
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsua. He samopaxusaTtb!

B cnyvae, ecnu KoHTponu nuodwunuavpoBaHHble, 1o 3a 30 MWHYT [0
NpYMeHeHus Bo (hnakoH 1o6aBnTb HEOGXOAMMOE KOTMYECTBO AEMOHU3NPOBaHHOM
BOZbl, COTMacHO UHOPMaLMK ykasaHHON Ha aTukeTke. CTabUNbHOCTbL KOHTPOMS
nocre BocctaHoBneHns 8 yacos npu Temnepatype ot 15°C no 25°C, 5 gHelt — npu
Temnepatype oT 2°C go 8°C vnu 1 mecsu - npy Temnepatype ot MuHyc 20°C. He
[ornyckaTb MOBTOPHOMO 3aMOpaXMBaHWs-pasMopaxnBaHus. 3aluwaTte OT cBeTa u
n3beraTb 3arpssHeHui!

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuMe B PacTBOPE PEareHToB MyTHOCTU U MOCTOPOHHUX YaCTUL.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxogsiume B cocTaB Habopa, npefgHasHayeHbl TOMbKO Ansi
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Kanubpatop IgM u KoHTponb IgM npousBogsiTcsi Ha OCHOBE 4erioBe4ecKoW
CbIBOPOTKM KpPOBW, KOTOpasi npoBepeHa Ha otcyTcTBue HBsAg, HCV, aHtuTten k
BWY (1/2). OpHako npu paboTe c HUMM Heobxoaumo obpaliaTbCsi Kak C
noTeHUManbHO onacHbLIMU BeLLeCTBaMU.

Mpn pabote ¢ Habopamn peareHTOB crieqyeT MPUMEHATb cpeacTsa
VHAMBWAYaNbHON 3alMThbl B COOTBETCTBUM C AENCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycb. [onyckaloTCs K NpUMeHeHWo nepyaTtku MeauLMHCKue
O[HOpa3oBble W xanaTbl MeAuUMHCKMe, oTBevallwme Aencteyiowmm THIMA
Pecny6nukn Benapycb n umetowme AOKyMeHTbI, NoATBepXaaloLime KayecTBo U
6e3onacHocTb B 0611acTut NPUMEHEHHS.

Mpun pabote ¢ Habopamu cneayeT cobnoaaTh Npasuna TeXHUKN Ge3onacHocTH
B COOTBETCTBMU C AEWCTBYIOWMIA 3akoHoaaTenbcTBom Pecnybnuku Benapychb.

YTunusaumss He WCNOMb30BaHHbIX NUGO C  WCTEKWMM CPOKOM TOAHOCTM
peareHTOB MPOXOAUT B COOTBETCTBUWM C [AEWCTBYIOLMA 3aKOHOAATENbCTBOM
Pecnybnuku Benapychb.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusmpoBaHHas v Henunemuyeckasi cbiBopoTka kposu v OOTA wnu
renapuHmaMpoBaHHasi nna3ma kpoBu. O6pasubl CTabwunbHbl 7 OHEW npwu
Temnepatype ot 2°C go 8°C unu 3 mecsua npu Temnepatype MuHyc 20°C.

MeToauku Ansa nonyaBTOMaTU4eCKUX aHANIN3aToOpoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNEeKTPOpOTOMETP, NO3BONSIOLLMIA NPOBOAWUTD U3MEPEHUS NPY ATINHE BOJHbI
340 HM 1 A4NUHOW ONTUYeCKoro NyTn 1 cwm;

- 403aTOpbl C HAKOHEYHMKamu, no3sonsiowme otbupats ot 0,005 mn go 1 mm;

- cekyHaomep.

Xop aHanusa:

Ycnosus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 340 Hm;

- ANVHa oNTUYeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop oGHYNSOT OTHOCUTENBHO AUCTUNMPOBAHHON BoAbl. PeareHTbl

nporpesatoT A0 Temneparypbl onpegeneHus.
BHecTtu B kioBeTY MakpomeTog MonymukpomeToq
PeareHt 1, Mn 0,800 0,400
Kanu6patop, mn/ 0,010 0,005
O6paseu, mn
MepemeluaTb 1 cpasy Xe N3MepUTb ONTUYECKYIO NITOTHOCTb As
PeareHT 2, Mn [ 0,200 [ 0,100
MepemeLuaTb 1 cpasy xe N3MepuTb ONTUYECKYIO NNOTHOCTb A2 POBHO
yepes 2 MUHyTbI nocne gobasneHns PeareHTa 2.

PesynbTatbi:

[nsa kaxporo o6pasua v kanubpaTtopa paccunTbiBatoT AA = A2- A1,

KoHueHTpaumto IgM B obpasue (Cobp) paccuvTbiBalOT MO KannbpoBOYHOMY
rpaduky.

MocTpoeHune KanMOGPOBOYHOM KPUBOW:

M3 Kanubpatopa IgM roToBsiT cepuio KanubpOBOYHbIX PACTBOPOB MyTEM
nocnegoBaTenbHoro pasbasnexus B 2, 4 n 8 pas nubo crnegytoT Tabnuue:

CrteneHb pasBegeHust 0 8 4 2 1

kanubpartopa

Kanu6patop IgM, mn 0 0,05 0,1 0,2 0,4
duspacteop, Mn 0,4 0,35 0,3 0,2 0

PakTop 0 0,125 0,25 0,5 1

[ns onpefeneHust KOHUEHTpauuu kanubpatopa B Cepuu nocrne pasBefeHust
KoHUeHTpaumio Kanvbpatopa IgM ymHoXatoT Ha dakTop.

Kaxxabli 13 kannGpoBOYHbIX PaCTBOPOB aHANMU3NPYeTCsl, Kak onvcaHo Boiwe. Mo
pesynbTaTam aHanusa CTPOUTCH KanvbpoBOYHasi KpuBasi 3aBMCUMOCTb
ONMTUYECKOMN NIMOTHOCTU OT KOHLIEHTpaLMK.

***AHaNUTUYEeCKNe XxapakTepuUCcTUKU:

YyecmeumenbHocms: He 6enee 0,3 r/n.

JluHeliHocmsb: 0,3 - 3 r/n (3aBMCMT OT KOHLUEHTpauuu kanubpartopa,
CM. 3TUKETKY W/Unn NacnopT KayecTsa).

Ecnu koHueHTpaums IgM B obpasue npesbiwaeT 3 r/n, To o6pasel, Heobxoanmo
pa3secTun cusmnonormyeckum pactsopom (0,9 % NaCl) B 2-10 pas, a nonyyeHHsbli
pe3ynbTaT YMHOXUTb Ha KOAMULMEHT pa3BedeHus.

Spghexkm npo3oHbI He Habmodaemcest fo 20 r/n.

ToyHOCMBb!
BocnpoussogumocTs BocnpoussogumocTs
BHYTpPU cepuu MeXxcepuiiHast
CpeaHee (Mr/gn) 1,01 2,56 0,99 2,43
SD 0,035 0,079 0,035 0,085
CV, % 3,46 3,08 3,54 3,49
n 10 10 10 10
Koppensyus:

20 o6pasuos 6blNo NpoaHanu3MpPoBaHo C Ucronb3oBaHnem Habopa peareHToB
ans onpegenenns IgM (npomssoacTea «[uaceHce») n Apyrum Habopom peareHToB,
BHeCeHHbIM B PeecTp cpeiCTB MeAMLMHCKOro HasHayeHns Pb.

KoadbcpuumeHT koppensiuum: 0,981.

***[laHHble Nofy4eHbl NPy UCMonb3oBaHUM aHanusaTopa Mindray cepuu BS, ans
ApYrvX aHanu3aTopoB OHWU MOTYT OTNNYATLCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporsib kayecTBa M3MepeHuii MPOBOANTCS C UCMONb30BAHUEM KOHTPOMBHOIO
maTepuana [AByX YpoBHeW. [lpu HenpoxXoXAeHWW KOHTponen npoBOAUTCS
nepekanubposka. [locne nepekanubpoBku criefyeT CHoOBa MpPOTECTMPOBATH
KOHTpOnu. B cnyvae HenpoxoxaeHus KOHTPONs kadecTsa nocrne nepekanmbpoBku,
HeobXoAMMO NpOBEpWTb WCMPaBHOCTb aHanusaTopa W Hanuuve MpusHaKkoB
HenpurogHoOCTN peareHToB.

Kaxxpgasi na6opaTopusi MpOBOAMT KOHTPOMb KayecTBa COMMacHoO CBOeW
yTBEPXOEHHO cxeme.

PekomeHayeM NpuMeHsiTb st KOHTPOISt kayecTBa KOHTPONbHbLIA MaTepuarn,
BXOASLWMA B cocTaB Habopa, unu npoussoacTBa Randox (BenukobputaHus),
Spinreact (McnaHus), Cormay ([MonbLua) v Apyrux nponssoauTenei.

PedepeHcHbIe 3HaYeHus: 0,4-2,3 r/n.

MpuBeneHHble  pedbepeHCHble  3HAYeHWst  OPUEHTUPOBOYHbIE:  Kaxaast
nabopaTtopus 4OMKHa cama yCTaHaBnvMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

UHTepdepeHuus:

Bunupy6uH >342 mkmone/n, remorno6uH > 10 r/n, peBmaTtougHbiv chaktop > 900
ME/mn.

KonupoBaHue u nepegaya TpeTbUM nuuiam 3anpetieHbi!
Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKyNku obpallaTtbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi Yactbio VIHCprKLI,VIVI no NPUMEHEeHUI ABNAKTCA
aganTauuoHHble nporpaMmMbl (MeTOﬂMKM) no NpUuMeHeHuto HaGopa
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NHCTpY s tidsr
HabGopa peareHTOB Ans onpegeneHus
6UOXMMUYECKUX NapaMeTpoOB:
UmmyHorno6ynuH G

KnuHnyeckoe 3Ha4yeHue:

IgG sBnsieTca Haubornee BaXHbLIM MMMYHOrMOBYNMHOM, NpPOAYLMPYEMbIM
nnasmaTU4ecKUMn KneTkamu, 1 coctaBnseT okono 75% oT obLiero konmyectsa
UMMYHOrnobynuHoB. Ero ocHoBHasi yHKUMS - HErTpanu3oBaTb TOKCUHbI B
TMBYNspHbIX NpocTpaHcTBax. Jeduumnt IgG moxeT BbiTb BbI3BaH BPOXAEHHLIM
NepBUYHBIM HapyLIEHNEM (MMMYHOAEeMULNT BPOXAEHHbLIN Y NPUOBPETEHHbLIN) 1
npeacTaBnseT ocobblil puck Ans AeTen.

MonwvknoHanbHas rMNEepUMMYHOrNOBYNIMHEMUST  SIBNSIETCS  HOPMarbHbIM
OTBETOM Ha WHdeKuun, ocobeHHO npu remaTute M LMppo3e, a Takke
ayTOMMMYHHbIX 3aboneBaHusX.

YBenuyeHne MoHoknoHanbHoro IgG HabniogaeTcs npu MHOXECTBEHHOMN
Muenome, NuMdoLUTapHOM nemnkose, U MakpornobynuHemun BanbaeHctpema.

[lnarHo3 He JOMKEH CTaBUTbCS HA OCHOBaHWUW opHoro Tecta. HeoGxogumo
YUMTbIBaTb pe3ynbTaTbl APYIMX UCCEeA0BaHWUN U KIIMHUYECKYIO KapTUHY.

anIHLlVIﬂ MeToaa:

KonunuectBeHHoe onpepeneHve |gG OCHOBaHO Ha peakuuu arrmioThHaumMu
Mexay Haxoaswmumcsa B obpasue IgG n aHTuTenamu k yYenoseyeckomy IgG,
HaxoaslWMMucst B cocTaBe peareHTa. CTeneHb arrmoTvHauUuMM 3aBUCUT OT
KOHUeHTpaumn IgG B obpasue ¥ Bbi3biBaeT MPOMNOpLMOHanbHOE WM3MEHeHVe
ontuyeckon nnotHoctu. KoHueHTpauus 1gG B obpasue onpegensieTcs
hOoTOMETPMYECKM OTHOCUTENBHO KanMBGPOBOYHON KPUBOWA.

Ha6op npenHasHayeH [Ons MCMONb30BaHWS Ha MOMyaBTOMATUYECKUX WU
aBTOMaTUYECKUX BUOXMMUYECKMX aHanm3aTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
TRIS-6ydep, pH AHTUTENA K KoHueHTpauus
8.3 yenoBeYyeckoMy kanubpaTopoB / KOHTponeWn
Mn3r 8000 1gG xvBOTHOrO yKasaHa Ha aTUKeTke
A3ng HaTpus NPOUCXOXAEHNS
Asung HaTpust
40 mn 10 mn Hanuuve n o6bem B Habope
M0 XEeNaHuIo 3akasyuka
80 mn 20 mn Hanuuve n o6bem B Habope
M0 XEeNaHuIo 3akasyuka
120 mn 30 mn Hannuve n o6bem B Habope
M0 XenaHuIo 3akasyuka

*

- obbeM peazeHmMo8 80 (brlakoHe U Komuyecmeo (hriakoHo8 Moxem
8apbUPOBaMbCA 8 3a8UCUMOCMU OM KamasoXHO20 HoMepa.

** - uHghopmayusi O KamaroxHOM HOMepe U KoMmnekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xxenaHuto 3aka34yuka Habop Moxem rnocmasnsimscsi 6e3 kanubpo8oyHO20
U KOHMPOIbLHO20 Mamepuarna.

nO.qI'OTOBKa peareHToB K TPUMEHEeHU0 U UxX CTabUNbLHOCTL:

PeareHT 1 n PeareHT 2 rotoBbl K NPUMEHEHUID. XPaHUTb B TEMHOM MecTe npu
Temnepartype ot 2°C go 8°C.

Hesckpbimble: cTaburibHbl O OKOHYaHWS Cpoka rofqHOCTH

lMocne eckpbimusi: cTabunbHbI 4O OKOHYaHUSI CpOKa FOHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHNE 2 MECSLEB.

PeareHTbl He 3amopaxwuBaTh.

Kanubpatop roTtoB K NpPUMEHEHWO W Mocre BCKpbITUS cTabuneH npu
Temnepatype oT 2°C go 8°C B TeyeHve 1 mecsaua. He 3amopaxusaTb.

KoHTponn MoryT ObiTb Kak >KMOKAMMW, FOTOBBIMU K MPUMEHEHUIo, TaK U
NIMOUNN3UPOBAHHBIMU.

B cnyyae, ecnu KoHTponu >wupkue: nocrne BCKPbITUSI CTabWibHbI Npu
Temnepatype oT 2°C go 8°C B TeyeHve 1 mecsaua. He 3amopaxuBaTb.

B cnyyae, ecnun KoHTponu nuodunusmpoBaHHble, To 3a 30 MWHYT Ao
npMMeHeHus BO  nakoH  pgobaeutb  Heobxogumoe KONMM4ecTBO
[leNOHU3NPOBaHHOW BOAbI, COMMacHO WHgOpMaUMKU yka3aHHOW Ha 3TUKETKe.
CT1abunbHOCTb KOHTPOIS NOCHE BOCCTAHOBNEHWS 8 YacoB Npu TemnepaType oT
15°C po 25°C, 5 gHen — npu TemnepaType oT 2°C go 8°C wnu 1 mecsu - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb MOBTOPHOrO 3aMOpaXuBaHWs-
pa3mMopaxwuBaHusi. 3awwmaTte oT cBeTa u nsberaTb 3arpssHeHui!

anISHaKVI HenpurogHoCTu peareHTOB ANA NPUMEeHeHUs:
- Hanu4yue B pacTteBope peareHToB MyTHOCTU U NOCTOPOHHUX HYacTuL.

MepbI NpesoCTOPOXKHOCTH:

PearenTbl, BXxogswme B cocTtaB Habopa, npegHasHayeHbl TOMbKO ANS
OunarHocTuku in vitro. He npuHumame 6 Hympsb.

Kanubpatop 1gG n KoHTponb IgG npousBoasiTcst Ha OCHOBE YenoBeYeckoi
CbIBOPOTKM KPOBU, KOTOpasi npoBepeHa Ha otcyTcTBne HBsAg, HCV, antuten k
BWY (1/2). OpHako npu paboTe ¢ HUMWU Heobxoammo obpalatbCs Kak C
noTeHUManbHO onacHbIMK BelLecTBamMu.

Mpu pabote ¢ Habopamu peareHTOB crnedyeT MNpUMeHsATb CpeacTsa
MHOMBMAYaNbHON 3aLUTbI B COOTBETCTBUM c feicTBYIOLLNIA
3akoHopaTtenbctBoM Pecnybnuku Benapycb. [lonyckaloTcsi k NpUMEHEHWIo
nepyaTkn MeQULMHCKMe OAHOPa3oBble M XanaTbl MeJuLMHCKMe, oTBevatolme
pencreyowmm  THIMA Pecnybnukn Benapycb u  umeowne [OOKYMEHTbI,
noaTeepxaatoLLme kayecTBo N 6e30nacHOCTb B 06nacT NpuMeHeHus.

lMpn pabote c Habopamu cnegyeT cobniogaTb npaBuna  TEXHWKK
6esonacHOCTM B COOTBETCTBMWM C [AENCTBYIOLWMIA  3aKOHOAATENbCTBOM
Pecnybnukn Benapyce.

YTunusaumsi He MCMNONb30BaHHbIX NUGO C WCTEKWUM CPOKOM TFOAHOCTM
peareHTOB MPOXOAMT B COOTBETCTBUW C [EWCTBYIOLLMIA 3aKOHOAATENIbCTBOM
Pecny6nukun Benapyce.

O6pasubl U UX CTaBUNBLHOCTL:

HeremonuavpoBaHHasi 1 Henunemuyeckasi cbiBOpoTka kpou v OOTA unu
renapMHu3MpoBaHHas nnasma kpoeu. O6pasupl cTabunbHbl 7 AHEW npu
Temnepatype oT 2°C go 8°C nnu 3 mecsua npu Temnepatype muHyc 20°C.

MeToaunku AnA nonyaBToMaTU4eCKUX aHaNn3aTopoB.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- CMeKTpoPOTOMETP, MO3BOMSOWMA MPOBOAUTE WU3MEPEHUst Mpu AnuHE
BONHbI 600 HM 1 ANUHOW ONTUYeCKoro NyTn 1 cm;

- 403aTOopbl C HAKOHEYHMKaMu, No3Bonsolwme oténpats ot 0,005 mn go 1 mn;

- cekyHaomep.

Xopa aHanusa:

Ycnosus npoBedeHUst aHanuaa:

- AnvHa BonHbl — 600 HM;

- ANWHa onTuyeckoro nytv — 1 cm;

- Temnepartypa - 37°C;

AHanuaatop oGHYNsSIOT OTHOCUTENBHO AMCTUIMUPOBAHHON BOAbI.

BHecTu B KioBETY MakpomeToa NonymukpomeToa
PeareHT 1, Mn 0,800 0,400
Kanu6patop, mn/ O6paseu, mn 0,010 0,005
MepemeluaTtb 1 cpasy Xe U3MepUTb ONTUYECKYHO NIOTHOCTb A1
PeareHT 2, Mn [ 0,200 [ 0,100
Mepemeluatb 1 cpasy xe U3MepuUTb ONTUYECKYHO NNOTHOCTb A2 POBHO
yepes 2 MUHyTbI nocne gobasneHns PeareHTa 2.

Pe3ynbTaThl:
[Ons kaxgoro obpasua u kanubpartopa paccuntbiBaoT AA = Az- Aq.

KoHueHnTpaumio 1gG B 06pasLie (Cosp) paccumMTbIBAIOT NO KANMMOPOBOYHOMY
rpacuky.

MocTpoeHue KanMGpPOBOYHON KPUBOW:

M3 Kanubpartopa IgG roToBsiT cepuio KanubpoBOYHbIX PACTBOPOB MNyTEM
nocnegosaTtenbHoro pasbasnexus B 2, 4 1 8 pa3 nubo cneaytoT Tabnuue:

PasBeneHuve 0 8 4 2 1

kanubpartopa

Kanubpatop 1gG, mn 0 0,05 0,1 0,2 0,4
PuspacTtBop, M1 0,4 0,35 0,3 0,2 0

dakTop 0 0,125 0,25 0,5 1

[ina onpepeneHns KoHLUEHTpauuy kanubpatopa B cepun nocre passefeHust
KoHUeHTpauuto Kanubpatopa IgG ymMHOXaloT Ha dakTop.

Kaxabln 13 kannmbpoBOYHbIX PpacTBOPOB aHaNM3npyeTcsl, Kak ONMCaHo BbILLE.
Mo pesynbTaTtam aHanu3a CTPOUTCS KannBGpOBOYHAs KpuBasi: 3aBUMCMMOCTb
ONTWUYECKOWN NMOTHOCTU OT KOHLIEHTpaLuK.

***AHaNUTM4YeCcKne XxapakTepuCcTUKu:

YyecmeumenbHocms: He 6onee 3,6 r/n.

JlunetiHocmsb: 3,6 - 30 r/n (3aBUCMT OT KOHLEHTpauuu kanubpartopa, CM.
3TUKETKY W/Mnn nacnopT KkavecTsa).

Ecnn koHueHTpaumsi IgG B o6pasue npesbiwaetr 30 r/n, 1o ob6pasey
Heobxoanmo passecTun duanonorndeckum pacteopom (0,9 % NaCl) B 2-10 pas,
a MomnyYeHHbIN pe3ynbTaT YMHOXUTb Ha KO3 (ULMEHT pa3BeaeHus.

Agpghekm npo3oHbI He Habnrodaemcesi fo 80 r/n.

To4HOCMb:
BocnpoussogumocTb BocnpoussogumocTts
BHYTpPUW cepuu MeXcepuitHast

CpegHee (r/n) 6,95 12,49 7,01 12,32
SD 0,217 0,416 0,258 0,434
CV, % 3,12 3,33 3,68 3,52

n 10 10 10 10
Koppensauyus:

20 o6pa3uoB 6bINO NpoaHanu3MpoBaHO C Mcrnonb3oBaHWem Habopa
peareHTOB Ans onpefeneHns al-aHTutpuncuHa (npomssoacTsa «[inaceHc») un
ApyrMmM HaGopoMm peareHTOB, BHECEHHbIM B PeecTp CpeacTB MeAWLIMHCKOTO
HasHauveHus Pb.

KoadhcuumeHT koppensiuum: 0,979.

***[laHHble NonyYeHbl NPU Ucnonb3oBaHUN aHanusaTopa Mindray cepumn BS,
NSt APYIMX aHanmM3aTopoB OHW MOTYT OTNNYATLCS.

KOHTpOHb Ka4yecTBa:

KoHTponb ~ kayecTBa  M3MepeHWii  NPOBOAUTCS C  UCMONb30BaHWEM
KOHTPOMbLHOrO MaTepuana AByX YPOBHeN. [1pu HenpoxoxaeHUn KOoHTporneit
npoBoauTCst nepekanubposka. [ocrne nepekanubpoBku criedyeT CHoBa
npoTecTMpoBaTh KOHTponu. B crnyyae HempoxoxaeHust KOHTpOnsi kayectsa
nocne nepekanubposku, HeobxoaVMo NPoBEpPUTL MCNPABHOCTbL aHanu3aTopa u
Hanuyne NpU3HaKkoB HEMPUTOAHOCTU peareHToB.

Kaxpasi nabopaTopusi NpoBOAUT KOHTPOMb KayecTBa COrMacHo CBOei
YTBEPXAEHHO cxeme.

PekomeHayeM NpUMeHsTb ANS KOHTPOMS KayecTBa KOHTPOSIbHLIA MaTepwuan,
BXOASWMNA B cocTaB Habopa, unu npounssoactea Randox (BenukobputaHus),
Spinreact (Mcnanus), Cormay (MonbLua) n Apyrux npovus3soanTenei.

PechepeHcHbIe 3HavYeHus: 7-16 r/n.

MpuBeneHHble  pedepeHCHble  3HAYEHWS  OPUEHTUPOBOYHbIE:  Kaxaas
na6opaTtopusi fOMKHa cama yCTaHaBN1BaTh CBOU PehepPEHCHbIE 3HAYEHMSI.

UHTepdepeHuus:

Bunupy6uH >342 mkmonb/n, remornobuH > 10 r/n, peBMaTonaHbln haktop >
900 ME/mn.

KonupoBaHue 1 nepeaaya TpeTbUM nvuam 3anpelueHbi!
Mo Bonpocam MeToANYECKON NMOMOLLM U 3aKynKu obpalaTbcs no
TenecoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbHo MHCTPYKLMIA NO MPUMEHEHUIO SIBMSILOTCSA
afanTauMoHHble NporpaMmMbl (MeTOAUKMN) NO NPUMeHeHUo Habopa



YTBEPXKIOAIO

Ha6opa peareHToB ANs onpeAeneHus
6MoxXxuMmnyecKux napameTpoB:
a1-KUCIbIA FMUKONPOTEUH

KnuHun4yeckoe 3Ha4yeHue:

a1-KUCMbIN FIIMKONPOTENH (Takke M3BECTHBIN Kak OPOCOMYKOWMA) NpeacTaBnseT
coboii FMUKOMPOTENH, CHUHTE3NPOBAHHBLIA MEYEHOUHBIMU MNaPEHXMMATO3HbIMU
kneTkamun. OTo 6enok ¢ ocTpoi dasbl, KOTOpbI yBenuuuBaetcsi B 3-4 pasa B
GOMbLINHCTBE COCTOSIHUIA, CBSI3AHHBIX C BOCMArieHMEM UMM HEKPO3OM TKaHeW, u
OVH 13 Hanbonee 4OCTOBEPHbIX MAPKEPOB KIMUHUYECKOW aKTUBHOCTU SI3BEHHOIO
KonuTa. YpoBeHb Takke NOBbILLIAETCS 3a cHeT adhdeKTa rMoKOKOPTUKOMIOB.

KoHueHTpaumsi B Mna3me CHKaeTCst 3CTporeHaMm

[narHo3 He [OMKeH CTaBUTbCS Ha OCHOBaHWW opHoro Tecta. Heobxoaumo
yuMTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBaHWUN 1 KIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToQa:

KonuyectBeHHoe onpefernieHne a1-kKUCIOro FNMKONPOTEMHA OCHOBAHO Ha
peakumn arrnioTMHaUMW  Mexay HaxogswmMmcs B obpasue  al-kucnbim
IMUKOMNPOTEVHOM W aHTUTENaMn K HEMY, HaxoAsiLLMMUCS B COCTaBe peareHTa.
CreneHb arrnioTMHALMK 3aBUCUT OT KOHLIEHTPaLMK a1-KUCNOro rmuKonpoTenHa B
obpaslie 1 BbI3bIBAET NPOMNOPLMOHANBHOE U3MEHEHUE OMTUYECKOW MMOTHOCTU.
KoHueHTpauus al-kucnoro rmukonpoteMHa B obpasue onpegensetcs
(OTOMETPUYECKN OTHOCUTENBHO KannbpoBOYHON KPUBOW.

Ha60p npegHasHavyeH anda  MUCNnonb3oBaHUA Ha NonyaBTOMatu4ecknx u
aBTOMaTNYeCKMX BUOXMMUYECKUX aHanusartopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
TRIS-6ydep, AHTUTENA K KoHueHTpauus kannépaTtopos
pH 8.3 4enoBeYyeckoMy / KOHTpOneW yka3aHa Ha
Mn3r 8000 al-kucnomy 3TUKETKE
A3ng HaTpus NIMKONPOTENHY
JKMBOTHOTO
NPOUCXOXAEHNS
Asung HaTtpust
Hanuyne n o6bem B Habope
40 mn 10 mn P
M0 XEeNaHuIo 3akasyuka
Hanuyne n o6bem B Habope
80 mn 20 mn P
M0 XEeNaHuIo 3akasyuka
Hanu4yne n obLem B Habope
120 mn 30 mn P
M0 XenaHuio 3akasyuka

*

- obbemM peaceHmMo8 60 (hbrakoHe U Konuyecmeo (hriakoHO8 Moxem
8apbUpPO8amMbCs 8 3a8UCUMOCMU OM KamarnoxHo20 Homepa.

** - UuHGhopMauusi O KamarioXHOM HOMepe U KoMriekmayuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuto 3akasyuka Habop Moxem rnocmaesnsamscsi 6e3 Kanubposo4YHO20 U
KOHMPOonbHO20 Mamepuarna.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 1 PeareHT 2 roToBbl K NPUMEHEHN0. XpaHUTb B TEMHOM MecTe npu
Temnepatype ot 2°C go 8°C.

Heesckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

lMocne eckpbimusi: CTabunbHbI 4O OKOHYAHUS CPOKa rOAHOCTU.

Ha 6opmy aHanusamopa: ctabunbHbl B Te4eHne 2 MecsiLeB.

PeareHTbl He 3amopaxuBarTh!

Kanubpatop rotoB K MPUMEHEHUIO W nocre BCKpbITUS cTabuneH npu
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsiua. He samopaxusaTtb!

KoHTpornn moryT 6biTb Kak >KWMAKUMM, TOTOBBIMM K MPUMEHEHWIo, Tak W
NMOUNU3NPOBAHHBIMU.

B cnyyae, ecnu KoHTponu >umakume: nocne BCKPbITUA CTabunbHbl npuw
Temnepatype o1 2°C go 8°C B TeueHune 1 mecsiua. He 3amopaxwuBartb!

B cnyyae, ecnu KoHTponu nuodunusnpoBaHHble, To 3a 30 MWHYT [0
npYMeHeHus BO nakoH nobasutb Heobxoaumoe KOMM4ecTBO
[EVNOHN3MPOBaHHOM BOAbI, COMMAacHoO WHGOPMaLUM yka3aHHOW Ha 3TUKeTKe.
CTabunbHOCTb KOHTPOMSI NOCNe BOCCTAHOBMEHWSI 8 YacoB Npu TemnepaTtype oT
15°C po 25°C, 5 pHeit — npu Temnepatype ot 2°C go 8°C wnu 1 mecsy - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb NOBTOPHOrO 3aMOpaXuBaHUsi-
pasmopaxuBaHus. 3awmwaTb OT cBeTa u n3beratb 3arpsa3HeHni!

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMEHeHUs:
- HanMuMe B PacTBOPE PEareHToB MyTHOCTU U MOCTOPOHHUX YaCTUL.

Mepbl NpegoCcTOPOXKHOCTU:

PearenTbl, BXogswme B coctaB Habopa, npeaHasHaveHbl TOMbkO Ans
[OMarHoCTuKM in vitro. He npuHumMamb 6 Hympsb.

Kanubpatop  ail-kucrnoro  rnukonpotemHa u  KoHTponb  afl-kucrnoro
IMIMKOMPOTENHA MPOU3BOASITCS HA OCHOBE YErioBEYECKOW ChIBOPOTKM KPOBY,
KoTopasi npoBepeHa Ha oTcyTcTBue HBsAg, HCV, antuten k BUY (1/2). OgHako
npu pa6oTe ¢ HUMU HeobxoauMO obpallaTbCs Kak C NOTEeHUManbHO onacHbIMM
BeLlecTBamm.

Mpn pabote ¢ Habopamu peareHTOB creayeT MPUMEHATL CpeacTBa
VHAMBWAYaNbHON 3aLLUTLI B COOTBETCTBUM C [EiCTBYIOLLMIA 3akOHOAATENbCTBOM
Pecny6nukn Benapycbh. [lonyckaloTcA K NPUMEHEHW0 nepyaTkn MeauulMHCKue
O[HOpa3oBble WM XxanaTbl MeauuMHCKWe, oTBevaolwme aenctsytowmm THIMA
Pecny6nukn Benapycb 1 umetolne AOKYMEHTbI, NOATBEPXAAlOLLIMe KavyecTBO U
6e3onacHocTb B 0611acTut MPUMEHEHHS.

Mpun paboTe c Habopamu cnepyeT cobnoaaTh NpaBunia TexHUKM 6esonacHocTn
B COOTBETCTBMM C AEWCTBYIOLWMIA 3akoHoaaTenbcTBoM Pecnybnuku Benapychb.

YTunusaumss He WCNOMb30BaHHbIX NGO C WCTEKWMM CPOKOM [OAHOCTU
peareHTOB MNpOXOAUT B COOTBETCTBUM C AEUCTBYIOLUMI 3aKOHOAATENbCTBOM
Pecny6nuku Benapyce.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusunpoBaHHasa 1 Henunemuyeckas CbiBOpoTka kposu unu SOTA- unu
renapuHuaMpoBaHHasi nnasma kposu. O6pasupl cTabunbHbl 7 gHen npu
Temnepatype ot 2°C go 8°C unu 3 mecsaua npu Temnepatype MuHyc 20°C.

MeToaumku Ansa nonyaBTOMaTU4eCKUX aHANIN3aTopoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNEeKTPOOTOMETP, NO3BONSIOLLMIA MPOBOAUTL U3MEPEHUS NMPY ANVHE BOMHbI
340 HM 1 A4NUHOW onNTUYecKoro NyTn 1 cwm;

- 403aTOopbl C HAKOHEYHMKamu, no3sonsiowme otbupats ot 0,005 mn go 1 mm;

- cekyHaomep.

Xop aHanusa:

YcnoBws npoBefeHUst aHanmaa:

- AnvHa BonHbl — 340 Hm;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop oGHYNSOT OTHOCUTENBHO AUCTUNMPOBAHHOMN BOAbl. PeareHTbl
nporpeBatoT 40 TeMnepaTtypbl aHanusa.

BHecTtu B kioBeTy MakpomeTog MonymmkpomeTog
PeareHT 1,mMn 0,800 0,400
Kanubpartop, mn/ O6paseu, mn 0,010 0,005
MepemeluaTb 1 cpasy e M3MepUTb ONTUYECKYH NIMOTHOCTb A4
PeareHT 2, Mn [ 0,200 [ 0,100
MepemeLuatb 1 cpasy xe U3MePUTb ONTUYECKYHO NMOTHOCTb A2 POBHO
yepes 4 MUHyThI nocne fobaeneHuns PeareHTa 2.

Pe3ynbTtarbl:

[nsa kaxporo o6pasua v kanubpaTtopa paccuntbiBatoT AA = Az- A1,

KoHueHTpaumto a1-kucnoro rnvkonporenHa B o6pasue (Cosp) paCCUUTLIBAIOT MO
KanMGpoBOYHOMY rpadiviky.

MocTpoeHne KanMBGpPOBOYHOM KPUBOW:
W3 Kanubpatopa a1-k1cnoro rankonpoTenHa roToBAT CEpUio KanmbpoBOUHbIX
pacTBOpOB MyTEM nocregoBaTenbHoOro pasbaenexus B 2, 4 n 8 pas nubo cnegytot

Tabnuue:
CreneHb pasBegeHusi 0 8 4 2 1
kanubpartopa
Kanubpatop  a1-kucnoro 0 0,05 0,1 0,2 0,4
rIMKONPOTENHA, MIT
duspacteop, MNn 0,4 0,35 0,3 0,2 0
PakTop 0 0,125 0,25 0,5 1

[ns onpeneneHvsi KOHUEHTpauun kanubpaTtopa B cepun nocre passefeHus
KoHLeHTpauuto Kanmbpatopa a1-kMcnoro rmMkonpoTenHa yMHOXaloT Ha dhakTop.

Kaxxablii 13 KanMbpOBOYHBIX PacTBOPOB aHaNMU3MpyeTcs, kKak OMMUCaHO BbilUe.
Mo pesynbTaTam aHanusa CTPOWTCS KanubpoBOYHAsi KpuBasi: 3aBUCMMOCTb
OMTUYECKOW MIIOTHOCTW OT KOHLLEHTpaLmu.

***AHaNUTUYEeCKNEe XapakTepUCTUKU:

YyecmeumenbHocms: He 6onee 12,9 mr/an.

JluHeliHocmb: 12,9 - 250 mr/an (3aBUCUT OT KOHLIEHTpauun kanubpaTopa, cM.
3TUKETKY W/UNK NacrnopT kavecTsa).

Ecnn KoHueHTpauus ail-kucrnoro rnukonpoTenHa B obpasue npesblluaeT
250 mr/gn, To obpasel HeobxoaMMO pa3BecTV (PU3NONOrMYECKUM pPacTBOPOM
(0,9 % NaCl) B 2-10 pa3, a nonyyeHHbI pe3ynbTaT YMHOXWUTb Ha KO3(MULMEHT

pasBeneHusi.
A gpexkm npo3oHbI He Habnrodaemces oo 1000 mr/an.
To4HOCMBb:

BocnpowussoanmMocTb BocnpownssoanmMocTb
BHYTPUW cepuu MeXcepuiHas

CpeaHee (Mmr/gn) 41,7 86,0 40,3 84,8
SD 1,297 2,451 1,382 2,705
CV, % 3,11 2,85 3,43 3,19
n 10 10 10 10
Koppensayus:

20 o6pasLoB 6bINo NpoaHanM3npoBaHo C UCnonb3oBaHnem Habopa peareHToB
Ana onpefeneHvs al-kicnoro rnukonpoTenHa (npovssofcTBa «[naceHc») un
OpYyrMM HabopoM peareHTOB, BHECEHHbIM B PeecTp cpeacTB MeaMLMHCKOro
HasHaveHus PB.

KoadbcpuumeHT koppensiuum: 0,973.

***[laHHble nosyyeHbl NPU UCNonb3oBaHWM aHanusatopa Mindray cepun BS,
[ONa ApYrvX aHanu3aTopoB OHW MOTYT OTNNYATHCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporb kauecTBa U3MepeHUi NPOBOANTCS C UCMONb30BaHMEM KOHTPOMbHOTO
Matepuana AByX YpoBHeW. [pu HEnpoxoXAeHWW KOHTponew npoBOAUTCS
nepekanubposka. lNocne nepekanubpoBkM criefyeT CHOBa NpPOTECTUPOBATb
KOHTponu. B cnyyae  HENpPOXOXAEHWs  KOHTPONs  kayectBa  nocne
nepekanmbpoBku, HEO6XOAMMO NPOBEPUTbL UCMPABHOCTbL aHanM3aTopa v Hanuume
NPU3HaKOB HEMPUIoAHOCTY peareHToB.

Kaxpass nabopaTtopusi MpOBOAMT KOHTPONlb KauyecTBa COMMacHO CBOEW
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeEHsITb ANst KOHTPOMS KayecTBa KOHTPOMbHbLIA MaTtepwuan,
BXOASWMA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([MonbLua) v Apyrux npomssoauTenei.

PedepeHcHbIe 3HaYeHus: 50-120 mr/an.

MpvBeaeHHble  pedepeHCHble  3HAYeHUs]  OPUMEHTUPOBOYHbIE:  Kaxaas
nabopaTtopusi 4OMKHa cama ycTaHaBMMBaTh CBOU pedepeHCHbIE 3HAYEHNS.

UHTepdepeHuus:

Bunupybun >442 wmkmonb/n, nunemust > 2,5 r/n, remorno6uH > 10 r/n,
peBmaTouaHbIv baktop > 200 ME/mn.

KonupoBaHue 1 nepegaya TpeTbUM nuuiam 3anpetieHbi!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyNKK obpaluaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Heotbemnemoi yactbio VIHCprKuVIﬁ no NMPUMEHEeHU ABIAIOTCA
aganTauuoHHble nporpaMmMbl (MeTO,ﬂMKM) no NpUuMeHeHuto HaGopa
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NHCTpyKUKis Do fipMMe sz HUo
HabGopa peareHTSE 555 onpeneneHus
OMOXUMMUYECKUX NAapaMeTPOoB:

AHTUTPOMOWUH llI

KnuHunyeckoe 3HayeHue:

AHTUTPOMOWUH Il npeacTaBnsieT coboit 6enok, CMHTE3NPOBaHHbIV B neveHn. OH
ABNSETCA OCHOBHbIM WHIMOMTOPOM TPOMBWMHA W WHTMBUpYeT Kkoarynsumio.
AHTUTPOMOMH IlIl  Takke cnocobeH akTMBMPOBaTb OpYrMe KOMMOHEHTbI
KoarynsunoHHOro kackaga (Hanpumep, daktop Xa), a Taioke NnasMuH.

Oedwvuut aHTUTpoMGuHalll MoxeT npuBecTn K TPOMGO3y B KPOBEHOCHbLIX
cocyaax v noBbICUTb puUck TpomBoambonuu nérkux. deduunt aHTuTpombuHa Il
06bI4HO 0BbIYHO ABMSETCS HACNEACTBEHHBIM.

MpurobpeTeHHbIn AednunT aHTUTPoMbuHa |ll MOXeT BO3HMKaTb B pesynbTate
3aboneBaHuUin NeveHu, nocrne onpefeneHHbIX BUAOB XMMUOTEPaNUU U npuéma
oparbHbIX KOHTPaLEenT1BOB.

[inarHo3 He JOMKEH CTaBWUTbCS Ha OCHOBaHWKM ofpHoro Tecta. Heobxoaumo
y4uTbIBaTb pe3ynbTaThbl APYrUX UCCEA0BAHWIA U KITMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonuyectBeHHoe onpepeneHve aHTUTpombuHa |l ocHoBaHO Ha peakuum
arrmiTMHauMm  Mexay Haxogswumcss B obpasue aHtutpombuHom Il un
aHTWTenamu K 4YernoBeveckoMmy aHTUTPom6uHy Ill, HaxopswumMuca B coctase
peareHTa. CTeneHb arrnioTUHALMKN 3aBUCUT OT KOHLEHTpauMu aHTuTpombuHa lli
B o6pasLe 1 Bbi3blBAeT NPONOPLMOHaNbHOE M3MEHEHNE ONTUYECKON MIIOTHOCTY.
KoHueHTpaums aHTutpombuHa |l B o6pasue onpegensieTcss GoOTOMETPUYECKM
OTHOCUTENBHO KanMbpPOBOYHOW KPUBOW.

Ha60p npegHasHa4yeH Ana UCnonb3oBaHUA Ha noJflyaBTOMaTU4eCKUX WU
aBTOMaTUYeCKMX BUOXMMUYECKUX aHanusartopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / KOHTpoOnu **
TRIS-6ydep, AHTWTENA K KoHueHTpauusi kannbpaTopoB
pH 8.3 4enoBeyeckomy / KOHTpoOnew yka3aHa Ha
nar 8000 aHTUTPOMOGUHY Il ATUKETKE
A3ung HaTpusi XUBOTHOTO
NPOVICXOXAEHUS

Asng HaTpus

Hanuuue n o6bem B Habope no

PeareHTbl He 3amopaxvBaThb!

Kanubpatop aHTuTpomMOGuHa Il roToB K MPUMEHEeHWI W nocne BCKPbITUS
ctabuneH npu Temnepatype ot 2°C pgo 8°C B Teyenve 1 mecsiya. He
3amopaxmBaTb!

KoHTponu MoryT ObiTb KakK XUAKAMMW, FOTOBbIMU K MPUMEHEHMIO, TaK U
NMopUNM3NpoBaHHbIMU.

B cnyyae, ecnu KOHTpoOnu xuakue: Mocre BCKPbITUS CTabUMbHbI MpuW
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsua. He 3amopaxusaTtb!

B cnyuyae, ecnu KoHTponu nvodwunuavpoBaHHble, To 3a 30 MWHYT OO0
npUMeHeHns BO dnakoH no6asutb Heobxoanmoe Konn4ecTBo
[EVOHU3NPOBAaHHON BOAbI, COMMAacHO MHMOPMaUMKM yKa3aHHON Ha 3TUKETKe.
CT1abunbHOCTb KOHTPOMNSA MOCHe BOCCTaHOBIIEHUst 8 YacoB Mpu TemnepaTtype oT
15°C po 25°C, 5 gHeit — npu Temnepatype ot 2°C go 8°C unu 1 mecay - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb MOBTOPHOrO 3aMOPaXWMBaHWS-
pa3mopaxuBaHus. 3awumaTte oT cBeTa 1 n3beratb 3arpsisHeHuiA!

Mpu3HaKkM HenpUrogHOCTU peareHToB AN NPUMEHeHUs:
- HanMuMe B PacTBOPE PEareHToB MyTHOCTU U MOCTOPOHHUX YaCTUL.

Mepbl NpegoCcTOPOXKHOCTU:

PeareHTbl, Bxofslme B cocTaB Habopa, npedHasHayeHbl TOMbKO ANs
[OMarHoCTuKu in vitro. He npuHumMamp 6 Hympsb.

KanubpaTtop aHTuTpom6uHa lll n KoHTponb aHTuTpoMGuHa Il nponssoasTcs Ha
OCHOBE YENOBEYECKON CbIBOPOTKU KPOBM, KOTOpasi MPOBEPEHa Ha OTCYTCTBUE
HBsAg, HCV, aHtuten k BUY (1/2). OaHako npu pabote ¢ HAMKU HeobBXoANMO
obpallaTbes Kak ¢ NOTeHUManbHO ONacHbIMU BELLLECTBaMMU.

Mpn pabote ¢ Habopamu peareHTOB criedyeT MPUMeEHsATb CpeacTea
VHAVBUAYarbHON 3alUThl B COOTBETCTBUM C AEWCTBYIOLWMIA 3aKOHOAATENBCTBOM
Pecnybnukvu Benapycbk. [lonyckaloTcs K NpUMEHEHWo nepyaTkn mMeauuuHCKie
OQHOpa30oBble W XanaTbl MeAWUMHCKMe, oTBevalwme aewctsylowmm THIMA
Pecnybnukv Benapycb 1 metowme JOKYMeHTbI, MOATBEPXAAIOLLME KaYeCcTBO U
6e30nacHOCTb B 0611acTvt NpUMEHEHMsI.

Mpw pabote c Habopamu cneayeT cobnoaaTh Npasuna TeEXHWKM 6eaonacHocTn
B COOTBETCTBUM C AeNCTBYtOLLMIA 3akoHodaTenbcTBoM Pecnybnukvu Benapyceb.

YTunusaumsi He MUCMonb30BaHHbIX NGO C WCTEKWWM CPOKOM TOAHOCTU
peareHTOB MNPOXOAMT B COOTBETCTBUMM C [ENCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecnybnuku Benapychb.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusmpoBaHHas M HenvneMuyeckasi CbIBOPOTKa KPOBWM MMM nna3ma
kpoBu. O6pasupl cTabunbHbl 7 gHel npu Temnepatype ot 2°C go 8°C wnu 3
Mecsiua npu Temnepartype muHyc 20°C.

MeToauku Ansa nonyaBTOMaTU4eCKUX aHANIN3aToOpoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNEKTPOPOTOMETP, NO3BONSIOLLMIA MPOBOAUTE U3MEPEHMUS NPU ANUHE BOMHbI
340 HM 1 A4NUHOW ONTUYECKOro NyTn 1 cwm;

- 403aTOpbl C HAKOHEYHMKaMu, no3sornstoLwme otbupatb ot 0,01 mn go 1 mm;

- cekyHaoMmep.

Xoa aHanu3sa:

YcnoBusi NpoBeAeHVsi aHanusa:

40 mn 10 mn KenaHvio 3akasuuka - ANHa BOMHbI — 340 HM;
Hanuume 1 o6bem B HaBope no - [iNYHa oNTMYeckoro MyTn — 1 cm;
80 mn 20 mn - Temnepartypa - 37°C;
XeNnaHWIo 3akasuuka patyp ] .
Hanuule 1 06bem B Habope Mo AHanusaTop 06GHYNST OTHOCUTENBHO AUCTUIMPOBAHHOMN BOAbI.
120 mn 30 mn KenaHuio 3aKkasyvka BHecTu B kioBeTy MakpomeTtoq MNonymukpomeToa
* - 0bbeM peazceHMo8 80 (b/laKOHe U KOu4ecmeo (hriakoHo8 Moxem PeareHT 1, mn 0,800 0,400
8apbUpPO8aMbCS 8 3a8UCUMOCMU OM KamarioxXHO20 Homepa. Kanu6partop, mn / O6paseu, mn 0,020 0,010
** UHGbopMayusi 0 KamarslioxHOM HoMepe U Komrnekmauuu Habopa MepemeluaTtb 1 cpasy xe U3MepuUTb ONTUYECKYH NNOTHOCTb A1
npedocmasrneHa Ha calime diasens.by. PeareHt 2, Mmni [ 0,200 [ 0,100
Mo xenaHuto 3aka3duka Habop Moxem rnocmasnsmscsi 6e3 Kanubpo8o4YHO20 MepemeluaTs 1 cpasy e U3MepUTb ONTUYECKYIO MIIOTHOCTb A2 POBHO
U KOHMpOI1bHO20 Mamepuarna. yepes 2 MUHYThI nocne fgobasneHuns PeareHTa 2.

no.CI,FOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabunNbHOCTb:

PeareHT 1 1 PeareHT 2 roToBbl kK IPUMEHEHMNI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeackpbimbie: cTabunbHbl O OKOHYaHWSI CPOKa FOAHOCTH

lMocne eckpbimusi: cTabunbHbl 0 OKOHYaHUS CPOKa FOAHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHNE 2 MECSILEB.

Pe3ynbTtarhbi:
[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaloT AA = Ax- A1,
KoHueHTpaumto aHTutpombuHa Il B obpasue (Cosp) paccuMTbiBalOT MO

KanMbpoBOYHOMY rpadinky.
MocTpoeHne KaNMGPOBOYHOW KPUBONA:
W3 KannbpaTtopa aHTutTpom6uHa lll roToBSIT ceputo kannbpoBOYHbIX pacTBOPOB

nyTém nocnegoBaTenbHoro pasbasnexus B 2, 4 n 8 pa3 nubo cnegytoT Tabnuue:

CreneHb pasBegeHusi 0 8 4 2 1
kanubpartopa

Kanubpartop 0 0,05 0,1 0,2 0,4
aHTuTpom6GuHa I, mn

PuspacTtsop, M1 0,4 0,35 0,3 0,2 0

dakTop 0 0,125 0,25 0,5 1

[ins onpeaeneHns KoHLUeHTpauun kanubpaTtopa B cepuu nocne passeeHus
KoHUeHTpauuto Kanubpartopa aHtutpombuHa Il ymHoxatoT Ha dakTop.

Kaxxablit M3 kanMbpoBOYHbIX PacTBOPOB aHaNM3NPyeTcs, Kak ONMCaHo BbiLLe.
Mo pesynbtaTam aHanu3a CTPOWUTCS KanubpoBOYHasi KpvBasi: 3aBUCUMOCTb
OMTMYECKOW MMOTHOCTW OT KOHLEHTpaLWu.

***AHaNUTUYEeCKNe XxapakTepuCcTUKn:

YyecmeumenbHocmb: He 6onee 7,4 mr/an.

JluHetiHocmb: 7,5 - 70 mMr/an (3aBUCUT OT KOHLEHTpauun kanubpartopa, CM.
ATUKETKY W/UNnv nacnopT ka4yecTsa).

Ecnu koHueHTpaumsi aHTutpom6uHa lll B obpasue npesbiwaet 70 mr/an, To
obpaseL HeobxoamnMo pasBecTu duanonornyeckum pacteopom (0,9 % NaCl) B 2-
10 pas, a Nnony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BeaeHus.

¢ gpexkm npo3oHbI He Habnrodaemcs fo 200 mr/gn.

To4HOCMB:
BocnpowussoanmMocTs BocnpoussogumocTb
BHYTPUY cepuu MexXcepuiHas
CpegHee (mr/gn) 12,8 18,6 12,5 19,1
SD 0,358 0,491 0,383 0,546
CV, % 2,80 2,64 3,06 2,86
n 10 10 10 10
Koppensayus:

20 o6pa3uioB 6bINo NPoaHanu3nMpoBaHo C Ucnonb3oBaHneMm Habopa peareHToB
ans onpepenenns aHtutpom6buHa Il (npomusBoacTBa «[uaceHc») u Apyrum
HabopOM peareHToB, BHECEHHLIM B PeecTp cpeacTB MEAMLIMHCKOrO Ha3Ha4YeHus
PB.

KoadbdpuumeHT koppensiuum: 0,977.

***[laHHble Momny4YeHbl NPU UCNonb3oBaHMM aHanudatopa Mindray cepumn BS,
[ONa ApYrvx aHanu3aTopoB OHU MOTYT OTNUYATHCS.

KOHTpOﬂb Ka4yecTBa:

KoHTpornb  kauecTBa  WM3MepeHWid NpoBOAWTCA C  WCMONb3OBaHUEM
KOHTPONMbHOTO MaTepuana [AByx YypoBHeW. [pu HenpoxoxaeHwun KOHTponen
npoeoauTca nepekanubpoBka. [locne nepekanubpoBkM criegyeT CHoBa
npoTecTMpoBaTh KOHTPONW. B crniyyae HenpoxoXaeHUst KOHTPONs kKayecTBa nocrne
nepekanubpoBky, HeoGXoAMMO MPOBEPUTH WCMPaBHOCTb aHanusaTopa U
Hanuyne NPM3HaKoB HENPUIOAHOCTN peareHToB.

Kaxxgas nabopaTtopusi MpOBOAMT KOHTPOMb KayecTBa COrfacHo CBOeNn
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeHSATb AN KOHTPONS kavyecTBa KOHTPOMbHbIA MaTepuan,
BXOASLWMA B cocTaB Habopa, wnu npousBoacTBa Randox (BenvkoGputanus),
Spinreact (Mcnanus), Cormay (MonbLua) v Apyrux npoussoauTenei.

PedepeHcHbIe 3HaYeHus: 17-30 mr/an.
anIBe,El,eHHble pecpepeHCHble 3Ha4veHusa OPUEHTUPOBOYHbIE! KaxXgasa
na60paTopMﬂ AOJMKHa caMa yCTaHaBiMBaTb CBOU pecbepeHCHble 3Ha4vYeHusA.

UHTepdepeHuus:
BunupybuH >442 wmkmonb/n, nunemuss > 6 r/n, remornobwH > 9 r/n,
peBmaTounaHbIi daktop > 200 ME/mn.

KonupoBaHue n nepeaaya TpeTbMM nuuam sanpeiueHb!
Mo Bonpocam meToANYECKON NOMOLUM M 3aKyNKu obpawaTcsa no

TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit YacTbo MHCTPYKLMIA MO NPUMEHEHUIO ABMNSAOTCA
ajanTauMoHHble NporpamMmmbl (MeTOAUKM) NO NpMMeHeHUto Habopa
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NHCTPYKLsi fn HpnsieHeHUIO
HabGopa peareHTOB Ans onpegeneHus
OMOXMMMNYECKMX NapaMeTpoB:
C3

KnuHunyeckoe 3HayeHue:

KomnoHeHT komnnemeHTa C3 yyacTByeT B KIAaCCUYECKOM U arbTEPHaTUBHOM
nyTAX akTueauuu KomnnemeHTa, coctaBnser Ao 70%oT obuwero 6Genka
KOMMeMeHTa B YenoBe4eckoi nnasme. B OCHOBHOM cuHTesupyeTcs B KneTkax
neyeHun, GakTtepuarbHble SHAOTOKCUHBI WHAYLMPYIOT CUMHTE3 B MOHOLMTax M
dunbpobnacTax.

KoHueHTpauusi C3 yBenuuuMBaeTca kak pe3ynbTaT peakumu ocTpoi dasbl
(TpaBma, Xxupypruyeckoe BMeLUATENbCTBO WM BOCMANUTENbHbIA npouecc),
06CTPYKLUM XENYHbIX NyTEN 1 o4aroB rnomMepynockneposa. CHmkeHne yposHsa C3
ABNSAETCA CNeAcTBMEM reHeTuyeckoro AeduuuTa, KOTOPbIN MOXET YBENU4UTb
PUCK 3apaxeHusi peLuavBUPYIOLLMMU UHDEKLMAMU (MHEBMOHUS, MEHUHIUT), UK
cneacTemem npuobpeTeHHoro AeduunTa, KOTOPbIA BbI3blIBAeT COCYAUCTbIe
paccTpoiicTBa u Tsxenble MHEKLMH.

[narHo3 He [OMKeH CTaBUTbCS Ha OCHOBaHWM opHoro Tecta. Heobxogumo
y4uTbIBaTh pe3ynbTaThbl APYrUX UCCEA0BAHWIA U KIIMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonnuyectBeHHoe onpefeneHve C3 OCHOBaHO Ha peakuuu arrmoTuHaLumn
Mexay Haxopswwmmca B obpasue C3 m aHTuTenamu Kk 4Yenoseveckomy C3,
HaxogswmmMmucs B cocTaBe peareHTa. CTeneHb arrmioTMHauUuM 3aBUCKT OT
KOHUeHTpauun C3 B obpasue U Bbi3biBAeT MPOMNOPLMOHANbHOE W3MeHeHue
ontuyeckon nnotHocTM. KoHueHTpaumsa C3 B obpasue onpegensieTcs
OTOMETPUYECKM OTHOCUTENBHO KarnMbpOBOYHON KPMBOM.

HaGop npegHasHayeH Ans MCMNONb30OBaHWS Ha MOJyaBTOMaTUUYECKUX WU
aBTOMaTUYeCKMX BUOXMMUYECKUX aHanu3aTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kOHTponu **
TRIS-6ydep, pH 8.3 AHTUTENA K KoHueHTpauusi kanuépaTtopos /
nar 8000 YernoBe4yeckomMy KOHTpOMneWn yka3aHa Ha aTUKeTKe
A3ung HaTpusa C3 xmMBOTHOrO
NPOUCXOXAEHNS
Asng HaTpus
40 mn 10 mn Hannuve n o6bem B Habope no
enaHuto 3akasymka
80 mn 20 mn Hanuuve n o6bem B Habope no
XKENaHWUI 3aKa3ymka
120 mn 30 mn Hanuuve n o6bem B Habope no
XKENaHWUI 3aKa3ymka

*

- obbemM peaceHmMos 60 @hriakoHe U KOJu4ecmeo hriakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.
** - UuHGhopmayusi O KamasloXHOM HOMepe U KoMrnekmayuu Habopa
npedocmasneHa Ha calime diasens.by.

o xxenaHuto 3aka34yuka Habop Moxem rnocmaensimscsi 6e3 Kafnubpo8oyHo20
U KOHMPOIIbHO20 Mamepuarna.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabUNbHOCTDL:

PeareHT 1 1 PeareHT 2 roToBbl kK IPUMEHEHMNI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heackpbimbie: cTabunbHbl O OKOHYAHWSI CPOKa FOAHOCTH

lMocne eckpbimusi: CTabunbHbl O OKOHYaHUS CPOKa rOAHOCTU.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecaLeB.

PeareHTbl He 3amopaxvBaThb!

Kanubpatop C3 rotoB Kk MpuUMeHeHuo W cTabuneH nocne BCKPbLITWUS Mpu
Temnepatype o1 2°C go 8°C B TeyeHue 1 mecsiua. He 3amopaxwuBartb.

KoHTponn moryT 6biTb Kak >KWOKAMM, TOTOBbIMM K MPUMEHEeHWUIo, Tak W
NMOUNU3NPOBAHHBIMU.

B cnyyae, ecnu KoHTponu >umakume: nocne BCKPbITUA CTabunbHbl npu
Temnepatype o1 2°C go 8°C B TeyeHue 1 mecsiua. He 3amopaxwuBartb.

B cnyyae, ecnu KoHTponu nuodunusnposaHHble, To 3a 30 MWHYT Ao
npYMeHeHus BO nakoH nobasutb Heobxopumoe KOMM4ecTBO
[eNOHN3NPOBaHHOW BOAbI, COrMacHo WHGOPMaLUN YKa3aHHOW Ha JTUKeTKe.
CTabunbHOCTb KOHTPOSI NOCMe BOCCTAHOBMNEHWsI 8 YacoB Npu TemnepaTtype oT
15°C po 25°C, 5 pHeit — npu Temnepatype ot 2°C go 8°C wnu 1 mecsy - npu
Temnepatype oT muHyc 20°C. He ponyckaTb MOBTOPHOTO 3aMOpaXUBaHWsI-
pasmopaxuBaHus. 3awuwaTb OT cBeTa u n3beratb 3arpsa3HeHni!

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuMe B PacTBOPE PEareHToB MyTHOCTU.

Mepbl NpegoCTOPOXKHOCTU:

PeareHTbl, BXxoaswmMe B cocTaB Habopa, npeaHasHayeHbl TOMbKO AnS
[OMarHoCTuKM in vitro. He npuHumampe 6 Hympsb.

Kanubpatop C3 n KoHTponb C3 npou3BoasiTcs Ha OCHOBE YerioBeveckom
CbIBOPOTKM KPOBW, KOTOpasi npoBepeHa Ha otcytcTBue HBsAg, HCV, aHTuten k
BWY (1/2). OpHako npu paboTte ¢ HUMM Heobxoaumo obpawaTbCsi Kak C
noTeHuManbHoO onacHbIMW BELLLECTBaMMK.

Mpn pabote c HabGopamu peareHTOB criegyeT MPUMEHATb CcpencTsa
VHAVBUAYanbHON 3alWTbl B COOTBETCTBUN C AEUCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nuku Benapycb. OonyckatloTcsi K NMPUMEHEHWIO MepyaTku MeauuUHCKue
O[HOpa3oBble W XxanaTbl MeauuWHCKWe, oTBevailwme aencteyowmm THIMA
Pecny6nuku Benapycb 1 umetowne OOKyMeHTbI, NoATBEPXAaoWMNE KayecTBO U
6e3onacHoCTb B 06nacTvi npUMeHeHus.

Mpn pabote c HaGopamu cnegyer cobniogatb npaBwuna  TEXHWUKW
6e30nNacHOCTV B COOTBETCTBUM C AeCTBYIOLLMIA 3akoHoAaTenbCTBOM Pecnybnuku
Benapyceb.

YTunusauus He MCMonb30BaHHbIX NMOO C MWCTEKWWM CPOKOM TO4HOCTM
peareHTOB MPOXOAWT B COOTBETCTBMW C [AEWCTBYIOLWMA 3aKoHOAATeIbCTBOM
Pecnybnuku Benapychb.

O6pasubl M UX CTaOUNBLHOCTD:

HeremonuavpoBaHHas M Henunemuyeckasi CbiBOpoTka kpoBu u SOTA wunu
renapuHmaMpoBaHHasi nnasma kposu. O6pasupl cTabunbHbl 7 OHen npu
Temnepatype ot 2°C go 8°C unu 3 mecsaua npy Temnepatype MuHyc 20°C.

MeToAuMKM ANA PYYHbIX U NOSTyaBTOMaTUYECKUX aHANIN3aTopoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNEKTPOOTOMETP, MO3BOMSALLMIA NPOBOAUTEL U3MEPEHUS NPV ANMHE BOIHbI
340 HM 1 ANUHOW onNTUYecKoro nNyTn 1 cwm;

- 403aTopbl C HAKOHEYHMKaMW, no3sornstoLwme oTéupatb ot 0,01 Mn go 1 mn;

- cekyHaoMmep.

Xoa aHanu3sa:

YcnoBusi NpoBefieHUst aHanmaa:

- AnviHa BonHbl — 340 (320-360) Hwm;

- ANVHa onTUYeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO AUCTUITMPOBAHHOMN BOAbI.

BHecTu B kioBeTy MakpomeTog MonymumkpomeToq
PeareHT 1, mn 0,800 0,400
Kanu6patop, mn/ 0,010 0,005
O6paseu, mn

Mepemeluatb 1 cpasy xe U3MepPUTb ONTUYECKYH NIOTHOCTb A1
PeareHT 2, Mn [ 0,200 [ 0,100
Mepemeluatb 1 cpasy xe M3MepUTb ONTUYECKYIO NMOTHOCTb A2 POBHO Yepe3

2 MyHyTbI nocne gobaeneHus PeareHTa 2.

Pe3ynbTtarhbi:
[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaloT AA = Ax- A1,

KoHueHTpaumio C3 B ob6pasue (Cosp) paccunTbiBatoT No kannbpoBoYHOMY
rpaduky.

MocTpoeHne KanMBGpPOBOYHON KPUBOW:
M3 Kanubpatopa C3 rotoBsiT cepuio KanuMbBpOBOYHBIX PacTBOPOB NyTEM

nocnegoBaTenbHoro pasbasnexus B 2, 4 1 8 pas nnbo crnegytoT Tabnuue:
CreneHb 0 8 4 2 1
pa3BefeHusi
kanubpartopa
Kanu6patop C3, mn 0 0,05 0,1 0,2 0,4
duzpacTteop, Mn 0,4 0,35 0,3 0,2 0
dakTop 0 0,125 0,25 0,5 1

[ns onpepeneHnst KOHUEHTpauuy kanubpatopa B cepuu Mocrne pasBefeHus
KoHUeHTpaumio Kannbpatopa C3 ymHoXaloT Ha chakTop.

Kaxxabii ©3 kanmbpoBOYHbIX PaCTBOPOB aHANMU3NPyeTCsl, kKak ON1caHo Boiwe. o
pesynbTatam aHanu3a CTpouTCS KanvbpoBOYHasi KpvBasi: 3aBUCUMOCTb
ONTUYECKOMN NIMOTHOCTU OT KOHLIEHTpaLMK.

***AHaNUTUYEeCKNe XapakTepuUCcTUKU:

YyecmeumenbHocms: He 6onee 0,01 r/n.

JluneiiHocmsb: 0,01 - 6 r/n (3aBMCWUT OT KOHUEHTpauuu kanubpartopa, CM.
ATUKETKY W/UNu NacnopT Ka4yecTsa).

Ecnu koHueHTpauusa C3 B obpasue npesbiwaeT 6 r/n, To obpasel, Heobxoanumo
pa3secTun dumamonornyeckum pactsopom (0,9 % NaCl) B 2-10 pas, a nony4eHHbI
pe3ynbTaT YMHOXUTb Ha KO MULMEHT pa3BedeHus.

A¢pgpekm npo3oHbI He Habnrodaemces o 15 r/n.

To4yHOCMB:
BocnpownssoanmMocTb BocnpowussoanmMocTb
BHYTpU cepuu MeXcepuiiHas
CpeaHee (r/n) 0,718 1,173 0,692 1,15
SD 0,0185 0,028 0,019 0,036
CV, % 2,57 2,38 2,75 3,13
n 10 10 10 10
Koppensyus:

20 obpa3LoB 6bINo NpoaHanu3MpoBaHo C Ucnonb3oBaHnem Habopa peareHToB
ans onpegenenus C3 (npomssoacTtea «[naceHcy) n opyrum Habopom peareHToB,
BHeCeHHbIM B PeecTp cpeiCTB MeAMLMHCKOro HasHavyeHns Pb.

KoadhdununeHT koppensaumu: 0,979.

***[laHHble Nony4YeHbl NpU UCNoNb3oBaHWM aHanusatopa Mindray cepun BS, ans
ApYrx aHanu3aTopoB OHWU MOTYT OTNNYATLCS.

KOHTpOﬂb KayecTBa:

KoHTporb kayecTBa N3MepeHnil NPOBOAMTCS C UCTONb30BaHUEM KOHTPOIbHOTO
maTepuana [AByX YpoBHei. [1pun HenpoxoXOeHWM KOHTpomneil npoBoauTCs
nepekanubposka. [locne nepekanubpoBku criedyeT CHOBa NpPOTECTUpOBaTb
KOHTpPonM. B crnyyae  HenpoxoXAeHWsi  KOHTpOnsi  kadyectBa  nocre
nepekannbpoBkW, He06X0AMMO NPOBEPUTL MCMPABHOCTL aHanmsaTopa n Hanuyne
NpY3HaKOB HEMPUIOAHOCTU peareHToB.

Kaxxpass nabopatopusi npoBOAMT KOHTPOMb KayecTBa COrMacHo CcBoew
yTBEPXAEHHO cxeme.

PekomeHayeM NpUMeHsTb ANS KOHTPOMS Ka4ecTBa KOHTPOSIbHbLIA MaTepwuan,
BXOASWMN B cocTaB Habopa, unu npoussBoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([MonbLua) v Apyrux npoussoauTenei.

PedrepeHCHbIe 3Ha4YeHUs:

[ HosopomxehHble [ 0,7-1,96 mr/on |
B3pocrible | 0,9-1,80 mr/on |

MpuBeneHHble  pedepeHCHble  3HAYEHUs  OPUEHTMPOBOYHbIE:  Kaxaas
nabopaTtopus AOMKHa cama ycTaHaBnMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

WUHTepdepeHuus:

Bunupy6uH >684 wmkmone/n, nunemust > 10 r/n, remornobwuH > 19 r/n,
peBmaTomnaHbIv dhaktop > 600 ME/mn.

Konuposanune u nepeaya TpeTbHM JIMIAM 3anpenleHbl!
Ilo Bonpocam MeTOZIPl‘leCKOﬁ TMOMOIIH H 3aKyNIKH OﬁpalllaTbcﬂ no
Tesedonam: 8017-300-65-11; 8017-320-65-10
HeornbemiiemMoii 4acTbio ﬂHCprKlll/lﬁ 10 NPUMEHEHHU IO ABJIAIOTCH
aJanTalHOHHbIE NPOrPaMMbl (METOIHKH) 10 NPUMEHEHHIO Ha0opa
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HabGopa pearen:cs 4na onpegeneHus
OMOXMMMNYECKMX NapaMeTpoB:
C4

KnuHuyeckoe 3HauyeHue:

KomnoHeHT komnnemeHTa C4 yyacTByeT B KNaccU4eckoM MyTW akTvBauuu
koMmnremMeHTa. CuHTE3 ero B OCHOBHOM MPOVCXOOAUT B  MEYEHOYHbIX
napeHXnMaTo3HbIX KreTkax, Hebonbluas 4acTb MOXeT ObiTb CUMHTe3upoBaHa
MOHOLMTaM1 Unu ApYruMu TKaHAMU.

YpoBHu C4 B nna3me He3HaUMTENbHO PacTyT Nocrie TpaBMbl UMW BOCMANeHNs
1 HeKpo3a TKaHel (nMpoLecc ocTpoi dasbil).

YHacnegoBaHHbl  nepBuYHbIN - gecpuumt  C4  cBsi3aH C BbICOKOW
pacnpoCTPaHEHHOCTbIO ~ ayTOMMMYHHbBIX UMM KOMMareHoBblX — COCYAMCTbIX
3aboneBaHuin, 0COBEHHO CUCTEMHOI KPaCHOWM BONMYaHKM.

[lnarHo3 He [OMKeH CTaBWTbCS HA OCHOBaHWW ofHoro Tecta. Heobxoaumo
yuMTbIBaTb pe3ynbTaTbl APYrMX UCCNEeAOBaHWUN 1 KIMHUYECKYIO KapTUHY.

anIHLl,VII'I MeToaa:

KonuuectBeHHoe onpepeneHne C4 OCHOBAHO Ha peakuuu arrioTuHauum
Mexay Haxopswwmmca B obpasue C4 um aHTuTenamu Kk 4Yenoseveckomy C4,
HaxogswmMucs B cocTaBe peareHTa. CTeneHb arrmioTMHaUuM 3aBUCWT OT
KOHUeHTpauun C4 B obpasue U Bbi3blBAeT MPOMNOPLMOHANbHOE W3MeEHeHue
onTuyecko nnotHocTu. KoHueHTpaums C4 B obpasue onpepensietcs
(OTOMETPUYECKN OTHOCUTENBHO KannbpoBOYHON KPMBOWA.

Habop npepgHasHayeH [nNs MCMOMb30BaHWS Ha MOSyaBTOMaTUYECKUX U
aBTOMaTUYECKMX BUOXMMUYECKUX aHanmn3aTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
TRIS-6ydep, pH AHTUTENA K KoHueHTpaums kanubpatopos /
8.3 YerioBEe4YECKOMY KOHTPOMEW yKka3aHa Ha 9TUKETKE
Mar 8000 C4 %u1BOTHOTO
Asug HaTpus NPOUCXOXAEHNS
A3ung HaTpus
40 mn 10 mn Hannuve n o6bvem B Habope no
KenaHuto 3akasymka
80 mn 20 mn Hanuuve n o6bem B Habope no
KENaHUI 3aKa3ymka
120 mn 30 mn Hanuuve n o6bem B Habope no
KENaHWI 3aKa3ymka

*

- obbemM peazeHMoO8 60 (b/laKOHE U KO/IU4ecmeo (hriakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UuHGhopMauusi O KamasiloXHOM HOMepe U KoMriekmayuu Habopa
npedocmasneHa Ha calime diasens.by.

o xenaHuto 3aka3qyuka Habop Moxem rnocmaensimscsi 6e3 Kafnubpo8oyHo2o
U KOHMPOIIbHO20 Mamepuarna.

no.CI,FOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTb:

PeareHT 1 1 PeareHT 2 roToBbl kK IPUMEHEHMNI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTaburnbHbI 4O OKOHYaHUSs CpoKa roAHOCTU

lNocne eckpbimus: CTabunbHbI 4O OKOHYaHWUS CPOKa FOAHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHNE 2 MeCSLEB.

PeareHTbl He 3amopaxwuBaTh.

Kanubpatop C4 roToB K MpMMEHEHWI0 U cTabwuneH nocne BCKPbITUS Mpu

Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsiua. He 3aamopaxusaTb.

KoHTpornn MoryT ObiTb Kak >XMOKAMW, TOTOBbIMU K MPUMEHEHUI0, Tak W
NMOPUNM3NPOBaHHLIMU.

B cnyyae, ecnu KoHTponu >upkue: Mocne BCKPbITUS CTaBUMbHbI Mpu
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsiua. He saamopaxusaTb.

B cnyyae, ecnun KoHTponu nuodunusupoBaHHble, To 3a 30 MWHYT Ao
NpYMeHeHus BO hnakoH nobaeutb Heobxoaumoe KONMMYeCcTBO
[EVNOHM3NPOBaHHOW BOAbI, COMMAacHO WHGOpMaLUM yka3aHHOW Ha STUKETKe.
CTabunbHOCTb KOHTPOMSI NOCNEe BOCCTAHOBMEHWSI 8 YacoB Npu TemnepaTtype oT
15°C po 25°C, 5 gHert — npu Temnepatype oT 2°C go 8°C unu 1 mecsu - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb NOBTOPHOrO 3aMOpaXuBaHUsi-
pasmopaxwvBaHus. 3almLaTts oT cBeTa U naberatb 3arpsisHeHnn!

Mpu3Hakn HENPUrogHOCTU peareHToB AN NPUMEeHEeHUs:

- Hanuyne B pacTBOPEe peareHToB MyTHOCTW 1 NMOCTOPOHHKX YaCTWL.

Mepbl NpegoCTOPOXKHOCTU:

PearenTbl, BXogswme B coctaB Habopa, npeaHasHayeHbl TOMbkO Ans
[OMarHoCTuKM in vitro. He npuHumMamb 6 Hympsb.

Kanubpatop C4 u KoHTponb C4 npou3BoAATCA Ha OCHOBE YenoBeyeckon
CbIBOPOTKM KPOBW, KOTOpas npoBepeHa Ha oTcytcTBue HBsAg, HCV, aHtuten k
BWY (1/2). OpHako npu paboTe c HuMmKM Heobxoammo obpaliatbCs Kak C
noTeHUManbHO onacHbLIMU BeLLECTBaMU.

Mpn pabote ¢ Habopamu peareHTOB cneayeT MPUMEHATb CpeacTea
VHOMBWAOYaNbHON 3aLLUTLI B COOTBETCTBUM C [ECTBYIOLLMIA 3akOHOAAaTENbCTBOM
Pecny6nukn Benapycbk. [onyckaloTcs K NPUMEHEHWIO nepyaTku MeauulMHCKue
O[HOpa3oBble W XxanaTbl MeauuMHCKWe, oTBevalowme aencreytowmm THIA
Pecny6nukn Benapycb 1 umeiolme AOKYMEHTbI, NOATBEPXAAOLLIME KavyecTBO U
6e3onacHoCTb B 06n1acTu NPUMEHEHNS.

Mpwu pabote ¢ Habopamu crnegyeT cobnoaaTte NpaBuna TEXHUKN Ge3onacHoCcTu
B COOTBETCTBUM C AeNCTBYIOLMIA 3akoHoAaTenscTBoM Pecnybnuku bBenapycb

YTunusaumss He WCMONb3OBaHHbIX NGO C WCTEKWMUM CPOKOM FOAHOCTU
peareHToB MPOXOAWT B COOTBETCTBMW C [EWCTBYIOLWMA 3aKoHOAATeIbCTBOM
Pecnybnuku Benapychb.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusumpoBaHHas u Henunemuyeckasi cbiBopoTka kpoBu u OOTA wnu
renapuHmaMpoBaHHasi nnasma kposu. O6pasupl cTabunbHbl 7 gHen npu
Temnepatype ot 2°C go 8°C unu 3 mecsua npy Temnepatype MuHyc 20°C.

MeToauku Ansi nofyaBTOMaTU4eCKUX aHaNIn3aTopoB.

Heo6xoaumoe, HO He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNeKTpoOTOMETP, NO3BONSIOLLMIA NPOBOAUTL M3MEPEHUSI NMPY ANVHE BOMHbI
340 HM 1 ANUHOW onTUYecKoro Nyt 1 cwm;

- 403aTopbl C HAKOHEYHMKaMu, no3eornstolme oTéupatb ot 0,01 mn go 1 mn;

- cekyHOoomep.

Xopa aHanu3sa:

YcnoBusi NpoBeaeHVsi aHanusa:

- AnviHa BonHbl — 340 (320-360) Hwm;

- ANVHa onTU4eckoro nyTm — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO AUCTUITMPOBAHHON BOAbI.

BHecTtu B kioBeTy MakpomeTog MonymmkpomeTog
PeareHt 1, Mn 0,800 0,400
Kanu6patop, mn/ 0,020 0,010
O6paseu, mn

MepemeluaTb 1 cpasy e U3MepUTb ONTUYECKYIO NIOTHOCTb A+
PeareHT 2, M [ 0,200 [ 0,100
MepemeluaTb 1 cpasy xe M3MEPUTb ONTUYECKYHO NMOTHOCTL A2 POBHO Yepes

2 MyHyTbI nocne gobaeneHus PeareHTa 2.

Pe3ynbTtarbl:

[nsa kaxporo o6pasua v kanubpaTtopa paccuntbiBatoT AA = Az- A1,

KoHuenTpaumio C4 B obpasue (Cosp) paccumtbiBaloT MO KanmbpoBOYHOMY
rpaduky.

MocTpoeHune KanMGpPOBOYHON KPUBOM:

M3 Kanubpatopa C4 rotoBAT ceputo kanmbpoBOYHbIX pacTBOPOB MyTEM
nocnegoBaTenbHoro pasbasnenus B 2, 4 n 8 pas nnbo crneaytoT Tabnuue:

CreneHb

pa3BegeHus 0 8 4 2 1

kanubpartopa

Kanu6patop C4, mn 0 0,05 0,1 0,2 0,4
duspacrteop, Mn 0,4 0,35 0,3 0,2 0

dakTop 0 0,125 0,25 0,5 1

[ns onpegeneHns KOHUEHTpauuu kanvbpaTtopa B cepuu nocne pasBefeHus
KoHUeHTpaumio Kanubpatopa C4 ymHoxaloT Ha chakTop.

Kaxabll ©3 kanmbpoBOYHBIX PAcTBOPOB aHaNM3MPYeTCsi, Kak OMUCaHo Bbille.
Mo pesynbTatam aHanusa CTPOUTCA KanubBpoBOYHAsA KpuBasi 3aBUCUMOCTb
ONTUYECKON NIMOTHOCTU OT KOHLIEHTpaLMK.

***AHaNUTUYEeCKNe XxapakTepucTUKn:

YyecmeumenbHocmb: He 6onee 0,01 r/n.

JluneiiHocms: 0,01 - 1,2 r/n (3aBUCWUT OT KOHLEHTpauuu kanubpartopa, CM.
TUKETKY W/UNnv nacnopT ka4yecTsa).

Ecnn koHueHTpaumss C4 B o6pasue npeBblwaetr 1,2 r/n, 10 obpasey
HeobxoanMo passecTu cumamonorndeckum pactsopom (0,9 % NaCl) B 2-10 pas, a
NOyYeHHbI pe3ynbTaT yMHOXUTb Ha KO3(h(ULIMEHT pasBeaeHUs.

A¢pgpexkm npo3oHbI He Habnrodaemces 1o 5 r/n.

ToyHOCMB:
BocnpoussogumocTs BocnpoussogumocTs
BHYTPUW cepuu MeXcepuiHas
CpeaHee (r/n) 0,155 0,123 0,15 0,128
SD 0,0027 0,002 0,0036 0,0024
CV, % 1,74 1,65 2,41 1,86
n 10 10 10 10
Koppensayus:

20 o6pasLoB 6bINo NpoaHanM3npoBaHo C UCnonb3oBaHnem Habopa peareHToB
ans onpepenenuns C4 (npounssoacTea «[naceHcy») n Apyrum Habopom peareHToB,
BHeCeHHbIM B PeecTp cpeCTB MeAMLIMHCKOrO HasHayeHus PB.

KoadhpununeHT koppensaumu: 0,972,

***[laHHble MonyYeHbl NpY MUCMonb3oBaHWM aHanusatopa Mindray cepun BS,
ANs ApYrMX aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KOHTpOﬂb Ka4yecTBa:

KoHTporb kauecTBa U3MepeHUi NPOBOANTCS C UCMONb30BaHMEM KOHTPOMbHOTO
Matepuana AByX YpoBHeW. [pu HEenpoxoXAeHWW KOHTponew npoBOAUTCS
nepekanubposka. lNocne nepekanubpoBkM criefyeT CHOBa NpPOTECTUPOBATbL
KOHTponu. B cnyyae  HENpPOXOXAEHWs  KOHTPONs  kayecTtBa  Mocne
nepekannbpoBku, HEOH6X0AMMO NPOBEPUTL UCMPABHOCTbL aHanM3aTopa v Hanuyne
NPU3HAKOB HEMPUIOAHOCTU peareHToB.

Kaxxpgass nabopaTtopusi MpOBOAMT KOHTPOSlb KayecTBa COMMacHo CBOeW
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeHsTb ANs1 KOHTPONSi KayecTBa KOHTPOMbHbLIA MaTepuan,
BXOASWMNA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay ([MonbLua) v Apyrux npomssoauTenei.

PedrepeHCHbIe 3Ha4YeHus:
[ HoBopomxeHHble [ 0,13-0,38/n |
[ Bspocnele | 01-04rn |

TMpuBeaeHHble pediepeHCHbIE  3HAYEHWS  OPMEHTUPOBOYHbIE:  Kakaas
ﬂa60paT0p|/|ﬂ AOJMKHa caMa yCTaHaBiMBaTb CBOU pecbepeHCHble 3Ha4vYeHuA.

WUHTepdepeHuus:
Bunupy6uH >684 mkmons/n, nunemus > 1,25 r/n, remornobuH > 19 r/n,
peBmaTounaHbIv aktop > 600 ME/mn.

KOI'II/IPOBBHVIe n nepepavya TpeTbUM nuuam 3anpeu.|e|-|b|!

Mo BonpocaM MeToAMYECKOWU MOMOLLM M 3aKynku obpalartbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTblo MHCTPYKLUMIA NO NPUMEHEHUIO ABMSOTCA
ajanTauMoHHble NporpamMmmbi (MeToAUKM) NO NpMMeHeHUo Habopa
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HabGopa peareHTOB Ans onpegeneHus
OMOXUMMUYECKUX NAapaMeTpPOoB:

a1-aHTUTPUNCUH

KnuHunyeckoe 3HauyeHue:

a1-aHTpPUTPUNCUH NpeacTaBnsieT CcobON  [MUKONPOTENH, CUHTE3UpyeMblii
KneTkamMmn NevYeHOYHON NapeHXuMbl. TO CaMblil PacnpOCTPaHEHHbI UHIMBuTop
npoTenHasbl B Nnasme nocre a2-mMakpornobynuHa. a1-aHTUTPUNCKH OKasbiBaeT
CUIMbHOE AENCTBME Ha anacTasdy, KonnareHasy KoXu, XMMWOTPICKH, NNasMuH 1
TpombuH. OH Takke [OEMOHCTPUPYEeT WHIMOMPYIOLLYI0 aKTMBHOCTb MNpOTUB
rpuBKoBbIX 1 NeikoLuuTapHbIX NpoTeas.

[eduumut al-aHTUTPUNCUHA SBNSETCH HACNEACTBEHHbIM PacCTPOWCTBOM,
BbI3BaHHbIM aHOMarbHbIM reHom (PiZ) abeppaLim, HO 3TOT reH peLLecCUBHbIA 1
OOIKEH HaxoAuTbCs Ha reHome obowx poauTenen, 4Tobbl OH NposBUNCS y
pebeHka. [lepuunt HabniogaeTcs amdusembl nerkux u 3abonesaHnin neveHu,
HeoHaTarbHbI XonecTas, renaTtut 1 LMppos.

0a1-aHTUTPUNCUH YBENMYMBAETCS NPU BOCMANEHUAX UMK npoLleccax Hekposa.
YpoBeHb Ha4YMHaeT pacTu NPUMEPHO Yepe3 24 yaca U AOCTUraloT nuka vepes 3
vnu 4 gHs.

[lnarHo3 He JOMKeH CTaBUTLCA Ha OCHOBaHMM OAHOro TecTa. Heobxoammo
yunTbIBaTb pe3ynbTaThl APYrMX UCCNEAOBAHNI 1 KMMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonuyecTtBeHHoe onpegeneHve (X'l—aHTMTpMI'ICMHa OCHOBaHO Ha peakuyumn
arrmoTUuHauun Mexagy Haxogdawmmca B oﬁpasu,e a1-Kucrnbim rMUKOMPOTENHOM U
aHTUuTenaMmm K Hemy, HaxogdaAwmMuca B COCTaBe peareHTa. CrteneHb
arrnoTuHaum 3aBUCUT OT  KOHLEHTpauun G1-aHTI/ITpI/II'ICVIHa B 06pasu,e n
Bbl3blBaeT nponopunoHanbHoe n3meHeHne onTMYeckom NMOTHOCTMW.
KoHueHTpaums al-aHTuTpuncuHa B obpasue onpegensietcs GOTOMETPUYECKU
OTHOCUTENBHO KanMBPOBOYHOW KPUBOW.

Haﬁop npegHas3Ha4yeH Aana UCnonb3oBaHUA Ha nofyaBTOMaTUY4EeCKUX U
aBTOMaTUYECKMX BUOXUMUYECKUX aHanusartopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl /
KOHTpOnu **
TRIS-6ydep, pH 8.3 AHTUTENA K KoHueHTpauus

M3ar 8000
A3ung HaTpus

KanubpaTopos /
KOHTpoOneit ykasaHa
Ha 3TUKeTKe

YerioBeyeckomy al-
AHTUTPUNCUHY XMBOTHOMO
NPOUCXOXKAEHNS

Asvg HaTpus

Hanuuue n obbem
B Habope no
XenaHuio 3akasyunka

Hanuuue n obbem
B Habope no
XKENnaHuio 3akasymka

Hanuuue n obbem
B Habope no
XenaHuio 3akasyumka
- 0bbeM peazeHmMos8 60 (brlakoHe U Koru4ecmeo (brilakoHo8 Moxem
8apbUpPO8aMbCS 8 3a8UCUMOCTIU OM KamaroxHo20 HoMepa

** - UHhopmauyusi O KamasioXHOM HoMepe U Komnnekmauyuu Habopa
npedocmaerneHa Ha calime diasens.by.

Mo xxenaHuto 3aKka34yuka Habop Moxxem rnocmasnsamscsi 6e3 Karnubpo8o4yHo20
U KOHMPOIbLHO20 Mamepuarna.

HOAFOTOBKa peareHTOB K TPUMEHEeHUI0 U UX CTabuUNbHOCTb:

40 mn 10 mn

80 mn 20 mn

120 mn 30 mn

*

PeareHT 1 1 PeareHT 2 roToBbl K NPUMEHEHW0. XpaHUTb B TEMHOM MecTe npwu
Temnepatype ot 2°C go 8°C.

Hesckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa roAHOCTH

lMocne eckpbimusi: cTabunbHbI 4O OKOHYaHUSI CpOKa FOHOCTU.

Ha 6opmy aHanuszamopa: cTabunbHbl B Te4eHne 2 MecsiLeB.

PeareHTbl He 3aMopaxuBaTh.

Kanubpatop a1-aHTUTPMNCUHA FOTOB K MPUMEHEHWI0 W MOCne BCKPbITUS
ctabuneH npu Temnepatype ot 2°C pgo 8°C B Teyenve 1 mecsiya. He
3aMopaxwuBaThb.

KoHTponu MoryT ObiTb KakK XUAKMMMW, TFOTOBbIMU K MPUMEHEHMIO, TaK U
NMOPUNM3NPOBaHHLIMU.

B cnyuyae, ecnu KOHTponmu xuakue: Mocrne BCKPbITUS CTabUMbHbI Mpu
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsua. He 3amopaxusaTb.

B cnyyae, ecnu KoHTponu nuodwunuavpoBaHHble, To 3a 30 MWHYT [0
NPUMEHEHNS BO prnakoH [o6aButb Heobxoaumoe KONU4ecTBo
[EVNOHN3NMPOBaHHOW BOAbI, COrMMAcHO MHMOPMaLMKM YKa3aHHON Ha ITUKEeTKe.
CT1abunbHOCTb KOHTPOMNSA MOCHe BOCCTaHOBIIEHUsI 8 YACOB Mpu TemnepaTtype oT
15°C po 25°C, 5 gHeit — npu Temnepatype ot 2°C go 8°C unu 1 mecay - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb MOBTOPHOrO 3aMOpPaXWMBaHWS-
pa3mopaxuBaHus. 3awuaTte OT cBeTa U n3beraTtb 3arpsisHeHuiA

Mpu3Hakn HENPUrogHOCTU peareHToB ANSA NPUMEHEHUs:

- Hanu4ne B pacTBOpE peareHTOB MyTHOCTW M MOCTOPOHHMX YacTuL.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BxofsiliMe B cocTaB Habopa, npedHa3HayeHbl TOMbKO Ans
[OMarHoCTuku in vitro. He npuHumamp 6 Hympsb.

Kanun6patop a1-aHTuTpuncmHam KoHTponb a1-aHTUTPUNCMHaNpou3BoAsATCS Ha
OCHOBE YENOBEYECKON CbIBOPOTKU KPOBM, KOTOpasi NMPOBEPEHa Ha OTCYTCTBUE
HBsAg, HCV, aHtuten k BUY (1/2). OaHako npu paboTe ¢ HAMKU HeoBXOANMO
obpallaTbes Kak ¢ NoTeHUManbHO ONacHbIMU BELLLECTBaMMU.

Mpn pabote ¢ Habopamu peareHTOB criedyeT MPUMeEHsATb CpeacTea
VHOVBUAYanbHON 3aluThl B COOTBETCTBUM C AEWCTBYOLWMIA 3aKOHOAATENBCTBOM
Pecnybnukvu Benapycbk. [lonyckaloTcs K NpYMEHEHWo nepyaTkn mMeauuuHCKue
O[HOpa30oBble M XxanaTbl MeAWUWMHCKME, oTBevalwme aewctsylowmm THIMA
Pecnybnukv Benapycb 1 metowme JOKYMeHTbI, MOATBEPXAAIOLLME KaYeCcTBO U
6e30nacHOCTb B 0611acTvt NpUMEHeHMsI.

Mpu paboTe c Habopamu cnenyeT cobnoaaTh Npasuna TEXHWKM 6eaonacHocTn
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBom Pecnybnuku benapycb

YTunusaumsi He MUCMonb30BaHHbIX NGO C WCTEKWWM CPOKOM TOAHOCTU
peareHTOB MNPOXOAMT B COOTBETCTBUMM C [ENCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecnybnuku Benapyceb.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusupoBaHHas v Henunemmnyeckas colBopoTka kposu unu SOTA- unu
renapvwHusnpoBaHHasi nnasma kposwu. OO6pasubl cTabunbHbl 7 OHeN npu
Temnepatype ot 2°C go 8°C vnu 3 mecsua npu Temnepatype MuHyc 20°C.

MeToauku Ansa nonyaBTOMaTU4eCKUX aHANIN3aTopoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNEKTPOPOTOMETP, NO3BONSIOLLMIA MPOBOAUTE U3MEPEHMUS NPU ANUHE BOMHbI
340 HM 1 A4NUHOW ONTUYeCcKoro NyTn 1 cwm;

- 403aTopbl C HAKOHEYHMKamW, noasonstowme otTéupats oT 0,005 mn 4o 1 mnm;

- cekyHaoMmep.

Xop aHanusa:

Ycnosust NpoBeAeHVsi aHanusa:

- AnvHa BonHbl — 340 Him;

- ANVHa oNTUYeckKoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop OGHYNsSIOT OTHOCWUTENbHO AUCTUNMPOBAHHOW BOAbl. PeareHTbl
nporpeBatoT 40 TeMnepaTtypbl aHanusa.

BHecTtu B kioBeTY MakpomeTtog MonymukpomeTog
PeareHT 1, Mn 0,800 0,400
Kanubpatop, mn/ O6paseu, mMn 0,010 0,005
MepemeluaTb 1 cpasy e U3MepUTb ONTUYECKYIO NIOTHOCTb A4
PeareHT 2, Mn [ 0,200 [ 0,100
MepemeluaTb 1 cpasy xe N3MepuTb ONTUYECKYIO MNOTHOCTb A2 POBHO
yepes 4 MuHyThI nocne gobasneHuns PeareHTa 2.

Pe3ynbTathbl:
[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaloT AA = Ax- A1,
Konnenrparmio  al-antutpuncuna B obpasue  (Cosp)  PACCUMTHIBAIOT IO

KanMbpoBOYHOMY rpadiuiky.

MocTpoeHune KaNnMGpPOBOYHON KPUBOW:

N3 Kanuwbpatopa al-aHTUTpUNCUHA TOTOBAT CEpUI0  KanmbpoBOUHBIX
pacTBOpoB NyTéM nocrnegoBaTenbHoro pasbasnexnvs B 2, 4 u 8 pa3 nubo
cneaytoT Tabnuue:

CreneHb pa3BefeHus kanvwbpatopa 0 8 4 2 1
KanubpaTtop a1-aHTUTpuncuHa, 0 0,05 0,1 0,2 0,4
M
duzpacTteop, M 0,4 0,35 0,3 0,2 0
dakTop 0 0,125 0,25 0,5 1

[ns onpefeneHust KOHUEHTpauun kanubpaTopa B cepuu nocne pasBeneHus
KOHLUeHTpaumio KanvbpaTtopa a1-aHTUTpUncMHa yMHOXaloT Ha dakTop.

Kaxabli M3 kanmbpoBOYHBIX PACTBOPOB aHanM3vpyeTcsi, Kak OnMcaHo BhILUe.
Mo pesynbTatam aHanu3a CTPOWUTCS KanubpoBOYHas KpvBasi: 3aBMCMMOCTb
ONTUYECKON NMOTHOCTU OT KOHLIEHTpaLuK.

***AHaNUTUYEeCKNe XapakTepuCcTUKU:

YyecmeumenbHocms: He 6Gonee 17 mr/an.

JluHetiHocmb: 17 - 400 mr/gn (3aBUCUT OT KOHLEHTpaLUun kanvbpaTtopa, cm.
ATUKETKY W/MNu NacnopT Ka4yecTsa).

Ecnu KoHueHTpauusi al-aHTuTpuncuHas obpasue npesbiwaet 400 mr/an, To
obpaseL Heobxoanmo passecTu duamonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nnony4YeHHbIN pe3ynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BeaeHus.

A¢pgpexkm npo3oHbI He Habnrodaemcs o 750 mr/gn.

To4yHOCMB:

BocnpoussogumocTb BocnpowussoanmMocTb

BHYTpU cepuu MeXcepuiHas

CpegHee (mr/gn) 73 128 75 131
SD 2,34 2,48 3,19 3,22
CV, % 1,708 3,174 2,393 4,218
n 10 10 10 10
Koppensyus:

20 06pa3LoB 6bINo NpoaHanMaMpoBaHo ¢ ucnonb3oBaHveM Habopa peareHToB
Ona onpefeneHus ol-aHTUTpuncuHa (npousBoacTBa «[uaceHc») u Opyrum
HabopoMm peareHToB, BHECEHHbIM B PeecTp cpeacTB MeAMLIMHCKOro Ha3Ha4YeHus
PB.

KoadbcpuumeHT koppensiuum: 0,983.

***[laHHble Mory4YeHbl NPU UCNonb3oBaHUKM aHanudatopa Mindray cepumn BS,
[ONa ApyrvX aHanu3aTopoB OHU MOTYT OTNUYATHCS.

KOHTpOﬂb Ka4yecTBa:

KoHTpornb  kayecTBa WM3MEpPEHUW MPOBOAMTCA C  MCMONb30BaHUEM
KOHTPONMbHOTO MaTtepuana AByX YPOBHeW. [Mpy HemnpoxoxOeHWM KOHTpornewn
npoeoauTca nepekanubpoBka. [locne nepekanubpoBkM credyeT CHoBa
npoTecTMpoBaTb KOHTponu. B cnyyae HenpoxoxaeHWsi KOHTpONsi kavecTsa
nocre nepekannGpoBku, HEOOGXOAMMO NMPOBEPUTL UCMPABHOCTL aHanM3aTopa u
Hanuune NPU3HaKoB HEMPUIOAHOCTU PeareHToB.

Kaxxgas nabopaTtopusi MpOBOAMT KOHTPOMb KayecTBa COracHo CBOeWn
YTBEPXKAEHHOW CXeMme.

PekoMeHayem NpUMeHSATb AN KOHTPONS kavyecTBa KOHTPOMbHbIA MaTepuan,
BXOASLWMA B cocTaB Habopa, unu npomsBoacTBa Randox (BenvkoGputaHus),
Spinreact (Mcnanus), Cormay (MonbLua) v Apyrux npoussoauTenei.

PedrepeHcHbIe 3HaYeHUs:

[ HoBopoxaeHHble [ 124-348 mr/on |
Bapocnble 90-200 mr/an |

MpvBeaeHHble  pedepeHCHble  3Ha4YeHUst  OPUEHTUMPOBOYHbIE:  Kaxaas

nabopaTtopusi 4OMKHa cama ycTaHaBMMBaTh CBOW pedepeHCHbIe 3HAYEHNS.

UHTepdepeHuus:
Bunupybur >684 wmkmonb/n, nunemuss > 16 r/n, remornobuH > 8 r/n,
peBmaTounaHbIv daktop > 790 ME/mn.
KonupoBaHue n nepegaya TpeTbUM nNuuam 3anpelueHb!
Mo BonpocaM MeToAMYECKOWU MOMOLLM M 3aKyNku obpallarbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemoit YacTbio MHCTPYKLUIA MO NPUMEHEHUIO IBNAOTCSA
apanTauMoHHbIe NporpamMmmbl (MeTOAUKU) MO NPUMEHEHUI0 Habopa
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MHCTPYKUMA 110 HipviMeHEeHMNIo
HabGopa peareHTOB Ans onpegeneHus
BuoxMmMmyeckux napameTpoB:

ManTornoouH

KnuHunuyeckoe 3HauyeHue:

[anTornobuH npeacraBnsieT cobOM A2-rMUKONPOTEUH, CUHTE3WPOBaHHbLIA B
neyeHn, KOTopbin HeobpaTuMo cBA3biBaeT remornobuH. Komnnekcbl ranto-
remornobuHa, a Take cBOGOAHbIA ranTornobuH, UrpaioT 3HAUYUTESbHYIO PoSib B
XpaHeHWW >enesa W nNpPeaoTBpallaloT BO3MOXHOE MOBpEeXAeHWe —Moyek
BMOCNeACTBUMM 3KCKpeumn remornobuHa. B kayectBe Genka octpoin casbl
NOBbILLEHHbIN ranTornobuH CBUAETEeNbLCTBYET O BOCManNWTENbLHOM npoLecce,
Hekpo3e TKaHel UMW 3NoKavyecTBEHHON ONyXonu.

[ecduumt rantornobmHa B nnasme sBNsieTCA crieAcTBMEM remonusa «in vivor,
Hanuyus 3CTPOreHoB npv 6epeMeHHOCTN 1 opanbHON KOHTPaLEeNTUBHO Tepanuu,
a Takke 6onblIMHCTBA (POPM OCTPbIX WM XPOHWUYECKUX renaToLenonspHbIX
3aboneBaHuit, BKIOYasi BUPYCHbIe renatuTbl.

Onpepaenexune rantornobuHa UCNonb3yeTcs ANs AUarHOCTUKM U MOHUTOPUHa
reMonnUTUYeCKNX paccTpoicTB. [Mpu HopManbHbIX ycnoBusix npumepHo 1%
LIMPKYTIMPYIOLLMX KPacCHbIX KPOBSIHbIX KIETOK MOABEPraloTCsl reMonusy Kaxablii
AeHb. Ecnn nx konuyecTBo yBenuuntcst Ao 2%, oHo ByaeT NonHOCTLIO McToLaTthb
nna3MeHHbI ranTornobuH B OTCYTCTBME CTUMYNOB MPOWM3BOACTBA, TakuX Kak
OoCTpoe BOCnaneHve unu Tepanusi KopTukocTeponaamm.

[inarHo3 He [OIXeH CTaBWUTbCS Ha OCHOBaHMM ofHoro Tecta. Heobxogumo
YyYMTbIBaTb pe3ynbTaThl APYrMX UCCNENOBaHWIN 1N KIMMHUYECKYIO KapTuHY.

MpuHuun metopa:

KonunuecTBeHHOEe onpegeneHve rantornobvHa OCHOBaHO Ha  peakuuu
arrnTMHaLMM Mexay Haxofswmmes B obpasue ranTornobuHoM 1 aHTUTenamu K
YerioBe4YeCkOMy rantornobuHy, HaxoaslWwmuMucst B coctaBe peareHTa. CteneHb
arrnoTMHALMM 3aBUCUT OT KOHLEHTpauuu rantornobuHa B o6Gpasue v Bbi3biBaeT
nponopumnoHanbHoe  W3MEHEeHWe OMNTUYEeCKOW  MNOTHOCTWU.  KoHueHTpauwus
rantornobuHa B o6pasue onpegensieTcs (OTOMETPUYECKM OTHOCUTENBHO
KanubpoBOYHOW KPUBOM.

HaGop npegHasHayeH [Ons WUCMONb30BaHUs Ha MOJlyaBTOMaTUYECKUX U
aBTOMaTUYeCKMX BUOXMMUYECKUX aHanu3aTopax.

CocTaB HabopoB*:

PeareHT 1 1 PeareHT 2 roToBbl K IPUMEHEHUI0. XpaHUTb B TEMHOM MecTe npu
Temnepatype ot 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUSA CpoKa roAHOCTM

lMocrie eckpbimusi: CTabuUnbHbl 4O OKOHYaHUS CpOKa rOAHOCTU.

Ha 6opmy aHanusamopa: cTabunbHbl B Te4eHne 2 MecaLeB.

PeareHTbl He 3aMopaxuBaTh.

Kanubpatop rantorno6uHa rotoB Kk NPUMEHeHUIo 1 cTabuneH nocne BCKpbITUS
npu Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsiua. He 3amopaxuBarb.

KoHTponn MoryT ObiTb Kak >XWOKAMMW, TFOTOBbIMW K MPUMEHEHWUIo, Tak WU
NMOUNU3NPOBAHHBIMU.

B cnyvae, ecnu KoHTponu Xwupgkue: nocne BCKPbITUA CTabunbHbl Npu
Temnepatype o1 2°C go 8°C B TeyeHue 1 mecsiua. He 3amopaxwuBartb.

B cnyuae, ecnu KoHTponu nuvodwunuampoBaHHble, To 3a 30 MUHYT A0
npuMeHeHst Bo dnakoH fobaBnTb Heo6xoarMoe KONMYeCTBO AEMOHN3MPOBAHHON
BOAbI, COrNacHoO MHopMaLmMmn ykadaHHON Ha aTukeTke. CTabunbHOCTb KOHTPOMS
nocre BoccTaHoBneHus 8 yacos npu Temnepatype ot 15°C go 25°C, 5 gHe — npun
Temnepatype ot 2°C go 8°C unu 1 mecsy, - npu Temneparype ot MmuHyc 20°C. He
[onyckaTb NOBTOPHOIO 3aMOpaXuBaHUs-pa3MopaxuBaHus. 3almwaTs oT cBeTa
n3beraTb 3arps3HeHun!

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuMe B PacTBOPE PEareHToB MyTHOCTU U MOCTOPOHHUX YaCTUL.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BXxoasliMe B cocTaB Habopa, npegHasHauyeHbl TOMbKO Ans
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Kanubpatop rantornobuHa n KoHTponbe rantornobuHa nponM3BoAsATCcs Ha OCHOBE
YeroBeYyecKoW CbIBOPOTKM KPOBM, KOTopasi npoBepeHa Ha otcytcTBue HBsAg,
HCV, antuten k BUY (1/2). OgHako npu paboTe ¢ HuMu Heobxoammo obpaluaTtbes
KaK C noTeHuManbHO onacHbIMU BELLeCTBaMu.

Mpn paGote c HaGopamu peareHTOB criegyeT MPUMEHATb CpeacTea
VHAVBUAYanNbHON 3almThl B COOTBETCTBUM C AEVCTBYIOLWMIA 3aKOHOAATENBCTBOM
Pecnybnuku Benapycb. [onyckaloTcs K NMPUMEHEHUIO MepyaTku MeOWUMHCKME
OQHOpa3oBble W XxanaTtbl MeAuuUMHCKMe, oTBevalowme pgencTeyowmm THITA
Pecnybnuku Benapycb v uMetolme OOKYMEHTbI, MOATBEPXKAAIOLME KAYECTBO U
6e3onacHocTb B 06racTvi npuMeHeHus.

Mpwn paboTe ¢ Habopamu cnenyeT cobnoaaTb NpaBuna TexHukn GeaonacHocTn
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoAaTenbcTBoM Pecnybnuku Benapychb.

YTunusaumss He WCNOMb30BaHHbIX NGO C UCTEKWMM CPOKOM FOAHOCTU
peareHToB MNpPOXOAMT B COOTBETCTBMM C [ECTBYIOLMIA 3aKOHOAATENLCTBOM
Pecny6nukv Benapycs.

O6pasubl M UX CTaBUNBLHOCTD:

HeremonuavpoBaHHasi n Henunemuyeckas cbiBOpoTka kpoBu v JSOTA unu
renapuHu3MpoBaHHas nnasma kposu. O6pasubl cTabunbHbl 7 AHEn npu
Temnepatype o1 2°C go 8°C vnu 3 mecsua npu Temnepatype MuHyc 20°C.

MeToauku Ansa nonyaBTOMaTU4eCKUX aHANIN3aToOpoB.

PeareHT 1 PeareHT 2 Kanubpatopbl / kKOHTponu **
Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:
TRIS-Gycpep, pH AHTuTENa K KoHueHTpaums kanu6patopos / - CMEKTPOOTOMETP, MO3BOMSAIOLLMIA NPOBOANTL N3MEPEHMS NIPU [ANMHE BOMHbI
8.3 YernoBeyeckomy KOHTpOMel yka3aHa Ha aTUKeTKe 340 HM ¥ ANVHON ONTUYECKOTO NyTH 1 CM;
Mnar 8000 rantornobuHy - 03aTOPbI C HAKOHEYHVKaMK, No3BornsoLwme otéupars ot 0,005 mn go 1 mn;
Asnp HaTpus KMBOTHOIO - ceKyHaomep.
NPOUCXOXAEHNS Xop aHanuza:
Asung Hatpus Ycnosus npoBeAeHNs aHanuaa:
40 mn 10 mn Hanuyne n obbem B Habope no - ANviHa BonHbl — 340 HM;
XKenaHuio 3akasyvka - ANViHa onTuyeckoro nytm — 1 cm;
80 M 20 M Hanuyne n o6bem B Habope no - Temneparypa - 37°C;
KENaHWI 3aKa3ymka AHanusaTop o6HyNAT OTHOCUTENBHO AUCTUNMPOBaHHOW BOAbI.
120 wn 30 Mn Hanuyne n o6bem B Habope no BHecTy B KtoBeTy MakpomeTon Monymukpometon
KENaHWI0 3aKasymka PeareHT 1, Mn 0,800 0,400
* - obbem pea2eHmMo8 80 (brlaKOHe U KOIUYecmeo (briakoHo8 Moxem Kanu6patop, mn/ 0.010 0.005
8apbupPOBaMbCS 8 3a8UCUMOCMU OM Kamasox)XH020 HOMepa. O6pasel, mn ’ ’
** - uHgopmayusi _ O KamanoXHom Homeépe U Komnnexmauuu Habopa MepemeLuaTb 1 cpasy e M3MepuTb ONTUYECKYIO NITOTHOCTb As
npedocmasneHa Ha calime diasens.by. PeareHT 2, Mn [ 0,200 [ 0,100
o xenaHuro 3aKka3yuka Habop Moxem nocmaensambcsi 6e3 Kanubpo8oYHO20 U MepeMeLLaTs 1 cpasy e N3MEPUTb OMTUYECKYIO MOTHOCTb Az POBHO
KOHMpPOJIbHO20 Mamepuarna. yepes 2 MUHYTHI Nocrie gobaeneHus PeareHTa 2.

MoaroTroBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBHOCTb:

Pe3ynbTtarbl:

[nsa kaxporo o6pasua v kanubpaTtopa paccunTbiBatoT AA = Az- A1,
KoHueHTpaumio rantornobuHa B obpasue (Cosp) paccuuTbiBalOT Mo
KanuGpoBOYHOMY rpadiviky.

MocTpoeHne KanMBGpPOBOYHOM KPUBOM:
M3 KanuGpaTtopa rantornobvHa roToBST CEpuio KanmMGpOBOYHLIX PacTBOPOB
nyTém nocnegoBaTenbHoro pastaenenus B 2, 4 u 8 pas nubo cnegytoT Tabnuue:

CreneHb pasBegeHus 0 8 4 2 1

kanubpartopa

Kanubpartop rantorno6uHa, mn 0 0,05 0,1 0,2 0,4
Puzpacrteop, Mn 0,4 0,35 0,3 0,2 0

PakTop 0 0,125 0,25 0,5 1

[na onpegeneHus KoHUEHTpauun kanubpaTtopa B cepuu rocrie passeaeHus
KOHUeHTpauwmio Kanubpatopa rantornobuHa yMHOXaKT Ha (akTop.

Kaxaplil U3 KannmBpoBOYHbLIX PACTBOPOB aHANM3NPYeTCs, KaK onucaHo Boilwe. Mo
pesynbTatam aHanmsa CTPOWTCS  KanubpoBouHasi KpuBas: 3aBUCHMOCTb
OMNTUYECKON MIOTHOCTU OT KOHLEHTPALIMM.

***AHaNUTUYeCKNe XxapakTepucTUKn:
YyecmeumenbHocmsb: He 6onee 1,3 mr/an.

JlunetiHocmsb: 1,3 - 300 Mr/an (3aBUCUT OT KOHLEHTpauun kanubpaTopa, cMm.
ATUKETKY W/UNnu nacnopT ka4yecTsa).

Ecnn koHueHTpaumsa rantornobuHa B obpasue npesbiwaer 300 mr/an, T0o
obpasel, Heobxoammo passecTu duamonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nnony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BeaeHus.

A¢pgpekm npo3oHbI He Habnrodaemces oo 1200 mr/gn.

ToyHOCMb!
BocnpowussoanmMocTs BocnpoussogumocTb
BHYTPUY cepuu MeXcepuitHast
CpeaHee (Mmr/gn) 72,2 138,4 74 134,5
SD 2,079 3,806 2,227 4,210
CV, % 2,88 2,75 3,01 3,13
n 10 10 10 10
Koppensayus:

20 o6pasuoB 6bIno NpoaHanM3npPoBaHo ¢ ncnonb3oBaHnem Habopa peareHToB
Ans onpeaenexus rantornobuHa (nponssoacTea «[lnaceHc») n Apyrum Habopom
peareHTOB, BHECEHHBIM B PeecTp CpeAcTB MEAULIMHCKOTO HasHaveHus Pb.

KoadhununeHT koppensaumu: 0,981.

***[laHHble NoryYeHbl NMpu UCMonb3oBaHuKM aHanusatopa Mindray cepuun BS,
ANs APYTMX aHanu3aTtopoB OHW MOTYT OTANYaTLCS.

KoHTponb kayecTBa:

KoHTponb kayecTBa n3amMepeHuii NPOBOANTCSA C UCMOMb30BaHNEM KOHTPOMbHOMO
maTepuana [AByx YypoBHei. [lpu HEMpoOXoXAeHUM KOHTporei npoBoAuTCs
nepekanubposka. [locne nepekanubpoBku cnegyeT cHOBa MNpPOTECTUPOBaTb
KOHTpOnK. B criyyae HenpoxoxaeHust KOHTPOSIs ka4yecTBa rnocrie nepekanuépoBku,
HeobXoAMMO NpOBEPWTb WCMPABHOCTb aHanuMaatopa W Hanuuue npu3HakoB
HenpurogHoOCTN peareHToB.

Kaxxgasi nabopaTopusi MpOBOAUT KOHTPOSb KayecTBa COrflacHo CBOei
yTBEPXOEHHO cxeme.

PekomeHayeM NpuvMeHsiTb ANsi KOHTPOSS KayecTBa KOHTPOMbHbIA MaTtepuarn,
BXOASAWMIA B cocTaB Habopa, unu npoussoactBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux NpousBoauTenen.

PedepeHcHbIe 3HaYeHus: 30-200 mr/an.

MpuBeneHHble  pedepeHCHble  3HayeHUst  OPMEHTMPOBOYHbIE:  Kaxaas
nabopaTtopus AOMKHa cama yCTaHaBnvMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

WUHTepdepeHuus:

Bunupy6buH >855 Mmkmonb/n, nunemuss > 6 r/n, remornobuH > 5 r/n,
peBmaTounaHbIv dhaktop > 950 ME/mn.

KonupoBaHue n nepegaya TpeTbUM nuuam 3anpelueHb!
Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKyNKku obpallaTtbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit YacTblo MHCTPYKLUMIA NO NPUMEHEHUIO ABMSAOTCA
ajanTauMoHHble NporpamMmmbi (MeToAUKM) NO NpMMeHeHuto Habopa
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GEgliMA ieHMIo
TAB 1A onpeaeneHus
OMOXUMUNYECKMX NapamMeTpoB:
LlepynonnasmuH

KnuHuyeckoe 3HayeHue:

LlepynonnasmuH sBnsieTcs 02-rnobynvHoM, KOTOpbIN conepxnT
npubnuantensHo 95% obLuen meau, coaepxalleincs B CbIBOpoTKe kpoBu. Kaxaas
Mornekyna LepynonnasmmHa CoaepXuT oT WecTU A0 BOCbMU aTOMOB MeAM, YTo
NpUBOAMT K TOMY, YTO LiepynonnasmMyH OKpalleH B CUHWiA uBeT. Liepynonna3muH
MOXeT Takke CBS3blBaTb WM TPaHCNOPTUPOBATb WM ApYrMe KaTWOHbI, Hanpumep,
MarHum.

KonuyectBeHHOe onpeaeneHue LepynonnasmvHa sSiBNSIETCSt CKPUHUHI-TECTOM
Ha 6onesHb YuncoHa. OgHako psia Apyrux dakTtopos, BkIoYas ANETY, YPOBEHb
pPa3nUYHbIX FTOPMOHOB M HEKOTOPbIE FEHETUYECKME HAPYLLEHUS, MOTYT BNUSATbL Ha
ypoBeHb LiepynonnamuHa. Liepynonna3mmH oTHOCUTCSA K MHOMKaTOpPam peakuun
ocTpoi hasbl. Ero cuHTE3 Takke CTUMYNMpyeTcsi 3CTporeHamu BO BpeMsi
6epemMeHHOCTH.

Huskuii ypoBeHb Lepynonna3MuH B nna3mMe oOyCrnoBMeH OTCYTCTBUMEM
BKMoYeHnss Cu2* B Monekynbl BO BpeMsi cuHTe3a. [lpuunHamu siBnstoTcst
OveTnYeckasi HegoCTaTOYHOCTL (B TOM Yucne ManbabcopOumsi), HEBO3MOXHOCTb
BbicBOBOXAEHNSA CU2* 13 XenyOo4HO-KULLEYHOro ANUTENNUS B LIMPKYNSALMIO Un
HEBO3MOXHOCTb BcTaBku Cu2* B pa3BMBaOLLYyOCS MOJIEKYIy Liepynonya3MuHa.

[narHo3 He [OMXKeH CTaBUTbCSH Ha OCHOBaHWW opHoro Tecta. Heobxogumo
yuMTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBAHWUN 1 KITMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonudyecTBeHHOe onpeadeneHne LEpyronnasMmHa OCHOBAHO Ha peakumu
arrnioTMHaUMM - Mexay Haxogswwmmcss B obpasue  LepyronniasMuHoMm  u
aHTUTENaMu K YeNloBEYECKOMY Liepysionnas3mMuHy, HaxoAswuMnucs B cocTaBe
pearenTa. CTeneHb arrnioTyHaUmy 3aBUCUT OT KOHLEHTPaUuy LiepynonnasMuHa B
obpasLie U BbI3bLIBAET MPOMOPLMOHASIBHOE UBMEHEHME ONMTUYECKON MIOTHOCTM.
KoHueHTpauusi uepynonnasmuHa B obpasue onpegensietcst hoToMEeTpUYecku
OTHOCUTESBHO KanuBpOBOYHON KPUBOM.

Habop npegHasHadeH [Onsi MCMOMb30BaHWS Ha  MOSlyaBTOMaTUYECKUX W
aBTOMAaTUYECKMX BUOXMMUYECKMX aHanuaaTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
TRIS-6ydep, pH AHTWTENA K KoHueHTpauusi kannbpaTtopos /
8.3 YernoBeyeckomy KOHTpOMel yka3aHa Ha aTUKeTKe
Mar 8000 LepynonnasmuHy
Asnp HaTpus KMBOTHOTO
NMPOUCXOXKAEHNS
A3ung HaTpus
Hanuune n o6bem B Habope no
40 mn 10 mn P
XKenaHuio 3akasyvka
Hanuune 1 o6bem B Habope no
80 mn 20 mn P
KenaHuo 3akas3yvka
Hanuuue 1 o6bem B Habope no
120 mn 30 mn P
KenaHuo 3akas3yvka

*

- obbemM peaceHmMoe 80 (brlaKoOHe U KOomu4yecmeo @brlakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHGhopMayusi 0 KamarnoxXHOM HoMepe U KoMmrnnekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuto 3aKka3yuka Habop Moxem nocmasnsmscs 6e3 kanubpoeoyHo2o
U KOHMPOIIbHO20 Mamepuarna.

MoproToBka peareHTOB K TPUMEHEeHUI0 U UX CTaGUNbHOCTb:

PeareHT 1 1 PeareHT 2 roToBbl kK NpUMeHeHWi0. XpaHUTb B TEMHOM MecTe npwu
Temnepartype ot 2°C go 8°C.

Hesckpbimbie: cTaburibHbl O OKOHYaHWS Cpoka rofqHOCTH

lMocne eckpbimusi: cTabunbHbI 4O OKOHYaHUSI CpoKa FOHOCTMU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4YeHUe 2 MecsiLEB.

PeareHTbl He 3aMopaxuBaTh.

KanuGpatop uepynonna3MuHa roToB K MNpUMEHEHWIO W cTabureH nocne
BCKpbITUS npu Temnepatype oT 2°C po 8°C B TeyeHne 1 Mecsua. He
3aMopaxuBaTb.

KoHTponn MoryT ObiTb Kak >XMOKAMW, TOTOBBIMU K MPUMEHEHWo, Tak W
NIMOPUN3NPOBaHHBIMMU.

B cnyyae, ecnu KoHTponu uakue: Mocne BCKPbITUS CTaBUMbHbI Mpu
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsua. He saamopaxusaTb.

B cnyyae, ecnu KoHTponu nuodunusupoBaHHble, To 3a 30 MWHYT [0
NpYMeHeHus BO dnakoH no6asutb Heobxoanmoe KOnn4ecTBo
[EVNOHM3MPOBAHHON BOAbl, COMMAacHO WH(OPMaLUM yKka3aHHOW Ha 3TUKETKe.
CT1abunbHOCTb KOHTPONSI MOCne BOCCTAaHOBIIEHUS 8 YacoB Npu TemnepaTtype oT
15°C po 25°C, 5 gHeit — npu Temnepatype oT 2°C go 8°C unu 1 mecsau - npu
Temnepatype oT muHyc 20°C. He ponyckaTb MOBTOPHOTO 3aMOpaXUBaHWsI-
pa3mopaxuBaHus. 3awumaTte oT cBeTa U n3beratb 3arpsisHeHuiA!

anISHaKVI HenpurogHoCTu peareHToOB AN NpUMeHeHUsA:
- Hann4yue B pacTeope peareHToB MyTHOCTU U NOCTOPOHHUX YacTul.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, BXogsiuMe B cocTaB Habopa, npeAaHasHayeHbl TOMbKO Ansi
ANarHoCTuKK in vitro. He npuHumame eHympsb.

Kanu6patop uepynonna3muHa v KoHTporb Lepyrnonna3mnHa NponsBoasTcst Ha
OCHOBE Y4€eMOBEYECKOW CbIBOPOTKM KPOBW, KOTOpas NpoBepeHa Ha OTCyTCTBME
HBsAg, HCV, aHtuten k BUY (1/2). OgHako npu paboTte ¢ HUMU HeobxoanMo
obpallaTbCs kak C NOTeHLManbHO OnacHLIMU BellecTBamu.

Mpn pabote ¢ HaGopamu peareHTOB creayeT MPUMEHSTb CpeacTBa
VHOMBWAYaNbHON 3aLLUTLI B COOTBETCTBUM C [eiCTBYIOLNIA 3akoHOAaTENbCTBOM
Pecny6nukn Benapycbh. [lonyckaloTCA K NPUMEHEHWo nepyaTkn MeauuluHCKue
O[HOpa3oBble W XxanaTbl MeauuMHCKMe, OTBevaolwme aencteytowmm THIMA
Pecny6nukn Benapycb 1 umeiolne AOKYMEHTbI, NOATBEPXAaloLLIMe KavyecTBO U
6e3onacHocTb B 06n1acTut NPUMEHEHHS.

Mpun paboTe ¢ Habopamu cnepyeT cobnoaaTh NpaBuna TexHWKM 6esonacHocTn
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoAaTenbcTBoM Pecnybnuku benapycb

YTunusaumss He WCNONb30BaHHbIX NGO C WCTEKWMM CPOKOM T[OAHOCTU
peareHTOB MNpOXoAUT B COOTBETCTBMM C AEUCTBYIOLUMIA 3aKOHOAATENbCTBOM
Pecny6nukv Benapycs.

O6pa3ubl U UX CTaBUNBLHOCTD!:

HeremonusumpoBaHHas u Henunemuyeckasi cbiBopoTka kpoBu u OOTA wnu
renapuHmaMpoBaHHasi nnasma kposu. O6pasupl cTabunbHbl 7 OHeW npu
Temnepartype ot 2°C go 8°C unu 3 mecsaua npy Temnepatype MuHyc 20°C.

MeToaukun Ansa nonyaBTOMaTU4eCKUX aHANIN3aToOpoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe obopyaoBaHue:

- CNEeKTPOOTOMETP, NO3BONSIOLLMIA MPOBOAUTL U3MEPEHUS NMPY ANVHE BOMHbI
340 HM 1 A4NUHOW onNTUYecKoro NyTn 1 cwm;

- 403aTOopbl C HAKOHEYHMKamu, no3sonsiowme otbupats ot 0,004 mn go 1 mm;

- cekyHaomep.

Xop aHanusa:

Ycnosws npoBefeHUst aHanmaa:

- AnvHa BonHbl — 340 HM;

- ANViHa onTu4eckoro Nyt — 1 cm;

- Temneparypa - 37°C;

AHanusaTop o6HYNSOT OTHOCUTENBHO AUCTUITMPOBAHHON BOAbI.

BHecTu B KioBETY MakpomeToa MonymukpomeTon
PeareHT 1, Mn 0,800 0,400
Kanu6paTtop, mn/ O6paseu, mn 0,007 0,004
MepemeluaTb 1 cpasy e M3MepUTb ONTUYECKYH NMOTHOCTb A4
PeareHT 2, Mn [ 0,200 [ 0,100
Mepemeluatb 1 cpasy xe M3MepUTb ONTUYECKYIO NMOTHOCTb A2 POBHO
yepes 2 MUHYTHI Nocne gobaeneHus PeareHTa 2.

Pe3ynbTtarhbi:

[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaoT AA = Ax- A1,
KoHueHTpauuio uepynonnasmmHa B obpasue (Cosp) paccuuTbiBalOT MO
kanmbpoBOYHOMY rpacpuky.

MocTpoeHne KaNMBGPOBOYHOW KPUBOWA:
W3 KannbpaTopa uepynonna3MmHa roToBAT Ceputo KanmbpoBOYHbIX pacTBOPOB
nyTém nocnegoBaTenbHoro pastaenenus B 2, 4 u 8 pas nubo cneaytoT Tabnuue:

CreneHb pa3BefeHus kanvwbpatopa 0 8 4 2 1
KanubpaTtop uepynonnasmuHa, mn 0 0,05 0,1 0,2 0,4
duzpacTteop, Mn 0,4 0,35 0,3 0,2 0
PakTop 0 0,125 0,25 0,5 1

[ins onpepeneHns KOHUeHTpauuu kanvbpaTtopa B cepuu nocne pasBefeHus
KOHUEeHTpaumio KanubpaTtopa uepynonnasmvHa yMHOXatoT Ha hakTop.

Kaxxabll ©3 kanmbpoBOYHBIX pacTBOPOB aHanM3MpyeTcsi, Kak ONMCcaHo Bbllle.
Mo pesynbTaTtam aHanu3a CTPOWTCS KanuBGpOBOYHAs KpuBas: 3aBUCUMOCTb
ONTUYECKON NMOTHOCTMN OT KOHLIEHTpaLuK.

***AHaNUTUYeCKNe XxapakTepucTUKn:

YyecmeumenbHocmb: He 6onee 3,27 mr/an.

JluHetiHocmb: 3,27 - 91 Mr/gn (3aBUCUT OT KOHUEHTpauun kanubpaTopa, cMm.
ATUKETKY W/Unv nacnopT ka4yecTsa).

Ecnu KoHueHTpauus uepynonna3muHa B obpasue npesbiwaet 91 mr/an, To
obpaseL HeobxoanMmo passecTn duanonornyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pesynbTaT YMHOXMUTb Ha KO3 MULMEHT pa3BeaeHus.

ToyHOCMb!

BocnpoussoammocTb BocnpoussoammocTb
BHYTPY cepuu MexcepuiitHas
CpegaHee (Mr/gn) 18,2 29,4 19,1 29,9
SD 0,504 0,723 0,592 0,846
CV, % 2,77 2,46 3,10 2,85
n 10 10 10 10

Koppensyus:

20 06pa3LioB 6bINo NpoaHanManMpoBaHo ¢ ucnosnb3oBaHnem Habopa peareHToB
Ans onpefeneHvsi LepyrnonnasmMuHa (nMpou3BofcTea «[uaceHc») U Apyrum
Habopom peareHTOB, BHECEHHbIM B PeecTp cpeacTs MeaMLMHCKOro HasHaveHus
PB.

KoadhdununeHT koppensaumu: 0,991.

***[laHHble Mony4YeHbl NpU UCNonb3oBaHUM aHanu3aTtopa Mindray cepun BS,
ANS ApYrMX aHanu3aTtopoB OHW MOTYT OTANYATLCS.

KoHTponb kayecTBa:

KoHTponb ka4yecTBa nsmepeHuii NpOBOAUTCS C UCMONb30BaHNEM KOHTPOSIbHOTO
mMaTepuana [AByX YpPOBHei. [1pu HenpoxXoXAEHWW KOHTPOMen npoBOAUTCS
nepekanubposka. [locne nepekanubpoBku criedyeT CHOBa NpPOTECTUpOBaTb
KOHTpPonM. B crnyyae  HenpoxoxAeHWsi — KOHTpOnsi — kadyectBa  nocre
nepekannbpoBkW, He06X0AMMO NPOBEPUTL MCMPABHOCTL aHanMsaTopa n Hanuyne
NpY3HaKoB HENPUrogHOCTU peareHToB.

Kaxxpasi naBopaTtopusi MpoOBOAMT KOHTPOMb KayecTBa COrMAacHO CBOEN
yTBEPXOEHHO cxeme.

PekomeHayeM NpUMEHsTb AN KOHTPOMS kayecTBa KOHTPOMbHbIA MaTepuan,
BXOASALWMIA B coctaB Habopa, unu npoussoactBa Randox (BenwukobputaHus),
Spinreact (Ucnanus), Cormay ([Monblua) n gpyrux Npou3BoAUTENEN.

PedepeHcHbIe 3HaYeHus: 15-60 mr/an.

MpuBeneHHble  pedpepeHcHble  3HAYeHWsl  OPUEHTVMPOBOYHbIE:  Kaxaas
nabopaTtopus 4OMKHa cama yCTaHaBnMBaTb CBOU pedhepeHCHbIe 3HaYeHUs.

WUHTepdepeHuus:

Bunupy6uH >684 wmkmonbs/n, nunemust > 2,5 r/n, remornobuH > 20 r/n,
peBmaTounaHbIv haktop > 800 ME/mn.

KonupoBaHue n nepenaya TpeTbMM nuuam sanpetyeHbi!
Mo Bonpocam MeToAUYECKON MOMOLUM M 3aKYNKK o6pallaTbCcsa no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit yactbio MHCprKLIMﬁ Nno NPUMEHEeHUIo ABNATCA
aganTauuoHHble nporpaMmMbl (MeTO.CIMKVI) no npumeHeHuto Habopa
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UHCTPYKLy 10 ieride HeHNIo

Ha6opa peareHTOB Ansi onpeaeneHust

6MOXMMUYECKUX NapamMeTpOB:
AnonunonpoTteuH A-l (Apo A-l)

KnuHunyeckoe 3HauyeHue:

Apo A-l sBnsieTcsi OCHOBHbIM CTPYKTYPHbIM anonunonpotenHom B JIMNBI. Apo
A-l sBnsieTca KodakTopoM Ans NeuuTHH-xonecTepuHa-auunTpaHcdepassbl (JIXAT),
hepmMeHTa, OTBETCTBEHHOTO 3a OGpa3oBaHWe CrOXHbIX 3UPOB XonecTepuHa B
nnasme, U UrpaeT BaXHyl POnb B MepeHoce xonecTepuHa u3 nepudepuyecknx
TKaHe/h B Ne4vyeHb, YTO MpPensTCTByeT OTNOXEHWI0  XorectepuHa B
aTepocknepoTuyeckux 6nswkax cocynoB. M3amepenus koHueHTpauum Apo A-l
0COBEHHO BaXHbl B BbISIBIEHWN pucka CepaevHO-COCYAWUCTbIX 3aboneBaHui, a
TawkKe Npu OMarHoctTuke runepnunonporenHeMun. KoHueHTpauumn <120 mr / n
CBfA3aHbl C YBEMUYEHWEM pUCKa uLieMuyeckon BonesHn cepaua, B TO Bpems kak
KOHLEeHTpauum = 160 Mr / n ymeHbLUaeT 3TOT pUCK.

BonesHb TaHrepa, siBnsiowascs cneactsmeM gedekra katabonuama Apo A-l,
XapakTepu3yeTcsi CHWXeHuem ypoBHeln xonectepuHa JIMBI B nnasme u, kak
CreAcTBMe, HAaKOMMEHWEM CIOXHbIX 3(MPOB XOonecTepuMHa BO MHOMMX TKaHsSX
opraHuama.

[narHo3 He [OMKeH CTaBUTbCA Ha OCHOBaHWUWM ofHoro Tecta. Heobxoaumo
y4uTbIBaThb pe3ynbTaThbl APYrUX UCCEAOBAHWIA U KIIMHUYECKYIO KapTUHY.

MpuHuun metopa:

KonuuyectBeHHoe onpepeneHve Apo A-l ocHoBaHO Ha peakuuu arrnioTvHaLMu
Mexay Haxoasiwmmest B obpasue Apo A-l n aHtutenamm k Apo A-l, Haxogsimmuncs
a pacTBope peareHTa. CTeneHb arrnoTMHaLum 3aBucuT oT KoHLeHTpauun Apo A-I B
obpasue ¥ Bbi3blBAeT NPOMOPLMOHANIBHOE W3MEHEHWE OMTUYECKOW MNOTHOCTU.
KoHueHTpaums Apo A-l B obpasue onpegensieTcs (poTOMETPUYECKN OTHOCUTENBHO
KanubpoBOYHOW KPUBOM.

HaGop npegHasHayeH [Ons  WCMONb30BaHUSt  Ha
aBTOMaTMYeCcKMX BUOXMMUYECKUX aHanu3aTopax.

noslyaBToMaTu4yeckmx wu

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopsl / koHTponu **
TRIS-6ydep, pH TRIS-6ydep, pH 7,5; KoHueHTpaums
8.3; AHTUTENA K KanubpaTopoB / KOHTponew
Mn3r 8000; yenoseyeckomy Apo A-| yKasaHa Ha aTUkeTke
A3ung HaTpust XUBOTHOTO
NPOVCXOXAEHUS;

Asug HaTpusi

Hanuune n obbem B Habope

40 mn 10 mn
0 XenaHuIo 3akasymka
Hanuune n obbem B Habope
80 mn 20 mn P
0 XenaHuIo 3akasymka
Hanuune n obbem B Habope
120 mn 30 mn P

10 XenaHuo 3akasyuka
- obbem peazeHmos 60 (brakoHe U Koru4yecmeo (hriakoHo8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHghopMauyusi O KamarloXHOM HOMepe U Komriekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuto 3aka3yuka Habop Moxem nocmaensimscs 6e3 KanubpoeoyHoz20 U
KOHMPOsbHO20 Mamepuarna.

MoproToBka peareHTOB K TPUMEHEeHUI0 U UX CTabUNbHOCTb:

*

PeareHT 1 1 PeareHT 2 rotoBbl K NPUMEHEHUID. XpaHUTb B TEMHOM MecTe mnpwu
Temnepatype oT 2°C go 8°C.

Heeckpbimbie: cTaburnbHbI 4O OKOHYaHUSs CpoKa roAHOCTU

lNocne eckpbimus: CTabunbHbI 4O OKOHYaHWUS CPOKa FOAHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4EHNE 2 MECSILEB.

PeareHTbl He 3amopaxwuBaTh.

Mepen npumeHeHuem Kanubpatop Apo A-l pactBopstor B 1 wmn
AVCTUNNUPOBAHHOW BOABI, MCMOMb3YIOT CPa3y Xe Nocne pacTBOPEHWUS UK XpaHAT
npu Temnepatype ot 2°C go 8°C B TeyeHune 1 Hegenu. He 3amopaxwuBaThb.

KoHTponn MoryT 6biTb Kak >XWUAOKUMW, FOTOBLIMW K MPUMEHEHWIO,
TIMOUIIN3UPOBAHHBIMY.

B cnyyae, ecnu KoHTponu >upakve: nocrie BCKPbITUSI CTabWIbHbI
Temnepatype oT 2°C go 8°C B TeyeHve 1 mecsaua. He 3amopaxuBaTb.

B cnyuae, ecnv KoHTponu nnocdunmanpoBaHHbie, To 3a 30 MUHYT 40 NPUMEHEeHWs
BO nakoH [o6aBuTb HeobXoaMMOe KONMMYecTBO [EeUOHU3UPOBaHHOW BOAbI,
cornacHo MHdopmaumn ykazaHHou Ha aTukeTke. CTabunbHOCTb KOHTPOMS mocne
BOCCTaHoBneHuss 8 YacoB npu Temnepatype ot 15°C po 25°C, 5 gHeit — npwu
Temnepatype ot 2°C go 8°C unu 1 mecsu - npu Temnepatype ot MuHyc 20°C. He
fonyckaTb NMOBTOPHOrO 3aMOpaXuUBaHKs-pa3MopaxuBaHvs. 3awmwarb oT cBeTa u
n3beratb 3arps3HeHni!

TaK "

npu

anISHaKVI HenpurogHoCcTu peareHToB AN NPUMEHEeHUA:
- Hanu4yue B pacTtBope peareHToB MyTHOCTU UINu YacTtul,.

MepbI NpPeaoCTOPOXHOCTH:

PeareHTbl, Bxogsiiue B cocTaB Habopa,
AvarHocTuku in vitro. He npuHumame eHympsb.

Kanubpatop Apo A-l n KoHTponb Apo A-l nponsBoasTcs Ha OCHOBE YenoBEYeCKOo
CbIBOPOTKM KPOBM, KOTOpasi npoBepeHa Ha oTcyTcTteue HBsAg, HCV, antuten k BUY
(1/2). OpHako npu paboTte ¢ HUMK HeobxoamMmo obpallaTbCs Kak C NoTeHUManbHo
onacHbIMK BeLecTBaMm.

Mpu pabote c Habopamu peareHTOB criegyeT MpUMEHATb CcpeacTBa
MHOVMBUAOYaNbHOW 3alyTbl B COOTBETCTBAM C AEWCTBYIOLLUMIA 3aKOHOAATENLCTBOM
Pecny6nukn Benapyck. [onyckaloTcsi K MpUMEHEHWIO nepyaTku MeauuuHCKue
OfHOpa3oBble W xanaTtbl MeAUUMHCKUe, oTBevawwme paevcTtsyowmnm THIA
Pecny6nukn Benapycb M umetowe AOKyMeHTbl, NOATBepXAatoLime KavyecTBO U
6e30nacHOCTb B 06MacTu NpUMEHEHMSI.

Mpw paboTe c Habopamu cnepyeT cobniofaTte Npasuna TexHuku GeaonacHoCcTn B
COOTBETCTBMM C AEWCTBYIOLMIA 3aKoHOAaTenbcTBOM Pecnybnuku Benapycb

YTunusaumsi He UCNoNb30BaHHbIX NGO C UCTEKLIMM CPOKOM FOAHOCTW peareHToB
NPOXOAMT B COOTBETCTBUMM C [AENCTBYIOLMIA 3akoHodaTenbcTBoM Pecnybnuvku
Benapycs.

npegHasHavyeHbl TONMbKO AnAa

O6pasubl U UX CTaBUNBLHOCTL:

HeremonuavpoBaHHasi U Henunemuyeckasi cbiBopoTka kpoBu v OOTA wnu
renapMHu3MpoBaHHas nnasma kposu. O6pasupl cTabunbHbl 14 aOHei npw
Temnepatype oT 2°C go 8°C nnu 3 mecsua npu Temnepatype muHyc 20°C.

MeToaunku AnA nonyaBToMaTU4eCKUX aHaNIn3aTopoB.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- CMEKTPOPOTOMETP, MO3BONSALWMNIA NPOBOAUTL U3MEPEHUS MPU AJIMHE BOMHbI
340 HM 1 AnuHOM onTuYeckoro nytTn 1 cwm;

- 403aTopbl C HAKOHEeYHKKamK, no3sonsiowume otbmpate ot 0,004 mn 4o 1 mm;

- cekyHaomep.

Xop aHanusa:

Ycnosus npoBefeHunsa aHanusa:

- AnvHa BonHbl — 340 HM;

- ANHa onTU4eCcKoro nyTm — 1 CM;
- Temnepartypa - 37°C;

AHanusatop OGHYMNSIOT OTHOCWUTENIbHO AUCTUINMPOBAHHOW BOAbl. PeareHTbl
nporpeBatoT Jo TeMnepaTypbl NPOBEAEHUs aHanumsa.
BHecTu B KloBETY MakpomeToa NonymukpomeToa
PeareHT 1, Mn 0,800 0,400
Kg’g'ﬁpamp' ms/ 0,007 0,004
pasel, M1
Mepemeluatb 1 cpasy xe U3MepPUTb ONTUYECKYH NIMOTHOCTb A1.

PeareHT 2, Mn [ 0,200 [ 0,100
MepemeLuaTb 1 cpasy xe N3MepuTb ONTUYECKYIO NNOTHOCTb A2 POBHO
yepes 2 MUHYTHI Nocne gobaeneHus PeareHTa 2.
Pe3ynbTtarthbi:
[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaloT AA = Ax- A1,
KoHueHTpaumuio Apo A-l B obpasue (Cosp) paccunTbIBaOT NO KanubpoBOYHOMY
rpaguky.
MocTpoeHne KaNMGPOBOYHOWN KPUBOWA:
W3 Kannbpatopa Apo A-l roToBSIT ceputo kanMbpoBOYHbLIX PaCTBOPOB COrMacHo
Tabnuue:

PasBeneHve 1 2 3 4 5 6
KanuGpatop Apo A-l, 0 0,010 | 0,025 | 0,050 | 0,075 | 0,100
M1

duzpacTteop, Mn 0,100 | 0,090 | 0,075 | 0,050 0,025 0
PakTop 0 0,1 0,25 0,5 0,75 1,0

[ns onpegeneHns KOHUEHTpauuu kanubpaTtopa B Cepuu nocne pasBefeHust
KoHueHTpaumio Kanvbpatopa Apo A-l ymHoXaloT Ha chakTop.

Kaxabli ©3 kanmbpoBOYHBIX PAaCTBOPOB aHanM3vpyeTcsi, Kak onvcaHo Bbiwwe. Mo
pe3ynbTaTam aHanusa CTpouTcs KanuGpOBOYHas KpMBAs: 3aBUCHMOCTb ONTUYECKON
NNOTHOCTMN OT KOHLIEHTpaLuK.

***AHaNUTUYEeCKNe XxapakTepuCcTUKU:

YyecmeumenbHocms: He 6onee 1 mr/an.

JluHeiiHocmb: 1 — 300 wmr/an (3aBUCMT OT KOHLUEHTpauuu kanubpaTtopa,
CM. 3TVKETKY W/Mnmn nacnopT KavecTsa).

Ecnu koHueHTpaums Apo A-l B obpasue npesbiwaet 300 mr/gn, To obpasey,
HeobxoauMo passecTun usmnonormdeckum pacteopom (0,9 % NaCl) B 2-10 pas, a
NoJyYeHHbI pe3ynbTaT yMHOXUTb Ha KO3(h(ULIMEHT pasBeaeHUs.

ToyHOCMb!

BocnpoussogumocTts BocnpoussogumocTs
BHYTpPUW cepuu MeXcepuitHast
CpegHee (mr/gn) 27,02 131,1 27,3 132
SD 0,567 1,442 0,655 5,940
CV, % 2,1 1,1 24 4,5
n 10 10 10 10

Koppensayus:

20 o6pa3suoB 6blN0 NpoaHanMa3MpoBaHo C ucnonb3oBaHnem Habopa peareHToB
ans onpegenendusi Apo A-l (npousBoacTBa «[uaceHc») u gpyrum Habopowm
peareHTOB, BHECEHHbIM B PeecTp cpeacTs MeAULMHCKOro HasHaveHus Pb.

KoadbdpuumeHT koppensiuum: 0,920.

***[laHHble NonyyeHbl NPU UCNoNb30BaHWUK aHanuaatopa Mindray cepun BS, ans
ApYrx aHanu3aTopoB OHWU MOTYT OTNNYATLCS.
KOHTpOﬂb KayecTBa:

Kaxxgasi nabopaTopusi NpOBOAUT KOHTPOSib  KayecTBa COMMacHo CBOEW
yTBEPXOEHHO cxeme.

Mpn HenpoxoxgeHnu KOHTponen npoBoauTcs nepekanubposka. [locne
nepekanubpoBkM crneayeT CHOBa MNpOTeCcTMpoBaTb KOHTponu. B cnyvae
HEMpOXOXAEHNsI KOHTPONsi kayecTBa Mocrne nepekanvbpoBku, Heobxoanmo

NpoBepuTb WUCNPaBHOCTb aHanu3atopa W HanuyuMe MpPU3HAKOB HENPUroAHOCTW
peareHToB.

PekomeHayeM NpuUMeHsTb ANsi KOHTPONS KayecTBa KOHTPOMbHbLIA MaTepuan,
BXOAsWmMN B cocTaB Habopa, wnu npoussoacTBa Randox (Benukobputanus),
Spinreact (Mcnanus), Cormay (MonbLua) v Apyrux npoussoauTenei.

PedepeHcHbIe 3HaYeHus: 122-161 mr/an.

MpvBeaeHHble  pedepeHCHble  3HAYeHUst  OPUEHTUMPOBOYHBIE:
nabopaTtopusi 4OMKHa cama yCTaHaBMMBaTh CBOU pedepeHCHbIE 3HAYEHNSI.

UHTepdepeHuusn:

Bunupy6ux >40 mr/gn, remorno6buH > 20 r/n, nunemust > 5 r/n, peBMaTonaHbIN
hakTop > 800 ME/mn.

HekoTopble apyrue cy6eTpaThl Tak ke MOryT MHTepdepupoBaTh.

KonupoBaHue n nepegaya TpeTbUM nuuam 3anpelueHb!
Mo Bonpocam MeToAMYeCcKOW NOMOLLM M 3aKynku obpallartbes no
TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi Yactbio VIHCprKLI,VIFI Nno NPUMEeHEeHUIo ABNAKOTCA

Kaxgas

ajanTauMoHHble NporpamMmmbl (MeTOAUKM) NO NpMMeHeHUo Habopa
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UHCTPYKLVis MEHEeHWIO
HaGopa peareHToOB Ans onpeaeneHus
BGUOXMMNYECKNX NapaMeTPOB:

AnonunonpoTteuH B (Apo B)

KnuHunyeckoe 3HauyeHue:

Apo B sBnfeTcA OCHOBHbIM  CTPYKTYPHbIM  amnofvnonpoTeMHOM B
nMnonpoTenMHax o4eHb Hu3koW nnotHocTy (JINMOHM), nunpoTenHax Haskown
nnotHoctu (JIMHIM) n xunomukpoHax. Apo B cyuiectByeT B AByx chopmax: Apo B-
100 1 Apo B-48. Apo B-100 — ato BaxHewnwwmnn komnoHeHT JITMHI, cuHTesnpyertcs
B NeYeHu 1 aKcpeTupyeTcs B nnasmy kak yactb JINNOHIM. Apo B-48 — ocHoBHoOW
KOMMOHEHT XUITOMUKPOHOB, CUHTE3NPYETCS B KALLEYHUKE.

HekoTopble uMccnegoBaHWs MoKasbiBalOT, 4YTO y MOAed C  cepaeydHo-
cocyamucTbiMM 3aboneBaHusMn nsmeHenuss Apo A-1 u Apo B B OCHOBHOM
KoppenupytoT ¢ wuameHeHusamu JMNBM wn JIMNHM, cooTBETCTBEHHO, OAHAKO,
cunTaroTcsi BCé paBHO 6onee nHopmMaTUBHBIMU.

vnepbetanunpoTenHemnsi xapakTepudyeTcs yBenuYeHMeM KOHLeHTpauuu
Apo B-100, npu atom cogepxanue JIMNMHIM octaérca HopmanbHbIM UM YMEPEHHO
noBblLeHHbIM. CooTHoLeHue xonecTepuHa JINHM k Apo B-100, cooTBeTCTBEHHO,
CHVDKaEeTCs y Takmx NaLveHToB.

Hedektbl B cTpykType Apo B unu nunonpoteuHos, cogepxawmx Apo B,
HapyLlalT CeKpeuuio TPUrmuLepuaoB, 60raTbiX KULIEYHBIMU U MEYEHOYHbIMU
NMNoNpoTENMHaMK; 3TO PacCTPOMCTBO BO3HWKAEeT npu abetanunonpoteMHeMun
WM TOMO3UTOTHOW rMNoGeTannnonpoTenHemMmnm.

[lnarHo3 He [JOMXeH CTaBUTbCA Ha OCHOBaHMW OAHOro Tecta. Heobxoaumo
yunTbIBaTb pe3ynbTaTthbl APYrMX NCCNEAOBaHWUIN 1 KIMMHUYECKYIO KapTUHY.

anIHLlMI'I MeToAa:

KonuyectBeHHoe onpepeneHve Apo B ocHoBaHO Ha peakuuu arrmoTUHaLMK
mMexay Haxoaswmmcs B obpasue Apo B un aHTuTenamu k B, Haxopswmmucs d
pacTBope peareHTa peareHTa. CTeneHb arrmioTMHALMKY 3aBUCUT OT KOHLIeHTpaLum
Apo B B obpasue 1 Bbi3biBaeT MPOMOPLIMOHANbHOE W3MEeHEHWe OMNTUYEeCcKOoN
nnoTtHocTu. KoHueHTpaumsi Apo B B obpa3ue onpegensietcsi (hOoTOMETPUHECKU
OTHOCUTENBbHO KanubpoBOYHON KPUBOM.

HaGop npeaHasHayeH [Ansi MCMOMb30BaHUSi Ha MOMyaBTOMATUYECKUX W
aBTOMaTUYeCKNX BUOXUMUYECKMX aHanusaTopax.

CocTtaB HabopoB*:

PeareHT 1 PeareHT 2 Kanun6patopebl / KOHTponu **
TRIS-6ydep, pH TRIS-6ydep, pH 7,5; KoHueHTpaums
8.3; AHTUTENA K KanubpaTopos / KOHTponeW
Mn3r 8000; yenoseyeckomy Apo B yKasaHa Ha aTUkeTke
Asung HaTpus XXWBOTHOIO
NPOVCXOXAEHUS;
Asug HaTpusi
Hanuyve n obbem B Habope
40 mn 10 mn o XenaHuio 3akasynka
Hanuyve n obbem B Habope
80 mn 20 mn MO0 XXeflaHMK 3akKka3vunka
Hanuyve n obbem B Habope
120 mn 30 mn N0 XenaHuio 3akasyuka

*

- obbeM pea2eHmo8 60 hbriakoHe U KO/u4ecmeo (hriakoHO8 Moxem
8apbUpPOBamMbCs 8 3a8LUCUMOCMU OM KamarnoXHO20 HoMepa.

** - UHgopMauus O KamanoxHoM HOMepe U Komrnekmauuu Habopa
npedocmaerneHa Ha calime diasens.by.

o xxenaHuto 3aka3qyuka Habop Moxem nocmaensimscs 6e3 Kafnubpo8oyHo2o
U KOHMPOIIbHO20 Mamepuarna.

MoaroTroBka peareHTOB K MPUMEHEHUIO U UX CTaBUNBLHOCTb:

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHN0. XpaHUTb B TEMHOM MecTe npu
Temnepatype oT 2°C go 8°C.

Heesckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

lMocne eckpbimusi: CTabunbHbl 40 OKOHYaAHUS CPOKa rOAHOCTU.

Ha 6opmy aHanusamopa: ctabunbHbl B Te4eHne 2 MecsiLeB.

PeareHTbl He 3amopaxvBaTh.

Mepea npumeHeHvem Kanubpatop Apo B pactBopsior B 1 Mn
OVCTUNNUPOBaHHOM BOAbI, UCMOMb3YHOT CPa3y e Nocrie PacTBOPEHNS UMW XPaHAT
npu Temnepatype oT 2°C go 8°C B TeueHve 1 Hegenn. He 3amopaxuBaTb.

KoHTponu Apo B MoryT GbiTb Kak XUOKMMW, FTOTOBBIMU K NMPUMEHEHWMIO, TaK U
NIMOPUNN3NPOBAHHBIMMU.

B cnyvae, ecnu KoHTponu >xugkue: nocrne BCKPbITUS CTabuibHbl Npu
Temnepatype oT 2°C go 8°C B TeyeHve 1 mecsaua. He 3amopaxusaTb.

B cnyyae, ecnu KoHTponu nuodwunuavpoBaHHble, To 3a 30 MUHYT A0
NpUMEHEHNSI BO nakoH no6aButb Heobxoaumoe KOINMYEeCTBO
[eNOHU3NPOBaHHOW BOAbI, COrMAacHO MHOPMaLMN yKas3aHHOW Ha 3TUKETKe.
CTabunbHOCTb KOHTPOIS MOCHe BOCCTaHOBIIEHUsI 8 YacoB Npu TemnepaType oT
15°C po 25°C, 5 pHeit — npu Temnepatype oT 2°C go 8°C unu 1 mecsiy - npum
Temnepatype oT muHyc 20°C. He ponyckaTb MOBTOPHOrO 3amMOpaXXMBaHWs-
pa3mMopaxwuBaHusi. 3awwmaTte oT cBeTa u nsberaTb 3arpssHeHui!

Mpu3Hak1M HeNpUrogHOCTU peareHToB ANsl NPUMEHEeHUs:
- HanuuKe B PacTBOPE PEeareHToB MyTHOCTM UMW YacTuL.

MepbI NpesoCTOPOXKHOCTH:

PeareHTbl, Bxoaslwme B cocTaB Habopa, npegHasHayeHbl TOMbKO Anst
OnarHocTuku in vitro. He npuHumame 6 Hympsb.

Kanubpatop Apo B n KoHTponb Apo B npon3BoasTca Ha OCHOBE YenoBeyYeckomn
CbIBOPOTKM KPOBW, KOTOpas npoBepeHa Ha oTcytcTBue HBsAg, HCV, aHtuten k
BWY (1/2). OpHako npu paboTe ¢ HMMM HeobxoauMmo obpaiiaTbCsi kak C
noTeHUManbHO ornacHbIMK BelLecTBaMu.

Mpn pabote c HaGopamu peareHTOB crnedyeT MpUMEHsTbL cpeacTeBa
MHOMBWAYaNbHON 3alluTbl B COOTBETCTBUM C AENCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycbh. [onyckaloTcs K MPUMEHEeHUI0 nepyaTku MeduuUHCKue
ofHOpa3oBble M XxanaTbl MeAMUMHCKMe, oTBevarowme paewctsyowmnm THIMA
Pecny6nukv Benapycb 1 umetowne AOKyMEHTbI, NOATBEPXAAIOLMNE KAYeCTBO U
6e3onacHocTb B 06nacTn NnpuMeHeHus.

Mpwu paboTe c Habopamu cnegyeT cobniogaTb NpaBuna TeXHUKM 6e3onacHoOCTH
B COOTBETCTBUU C AeWCTBYIOLWMIA 3akoHodaTenbcTBoM Pecnybnukv Benapychb.

YTunusaums He WCMONb30BaHHbIX NGO C MCTEKWMM CPOKOM TOAHOCTU
peareHToB NPOXOAWT B COOTBETCTBMM C [eNCTBYIOLMIA 3aKOHOAATENIbCTBOM
Pecnybnukn Benapyce.

O6pasubl U UX CTaBUNBLHOCTL:

HeremonuavpoBaHHasi U Henunemmuyeckas cbiBopoTka kpoBu u OOTA wnu
renapMHu3MpoBaHHas nnasma kposu. O6pasubl cTabunbHbl 14 aHen npu
Temnepatype oT 2°C go 8°C nnu 3 mecsua npy Temnepatype muHyc 20°C.

MeToauku AnA nonyaBToMaTU4eCKUX aHaNn3aTopoB.

Heo6xoaumoe, Ho He NpeAocTaBnsiemoe o6opyaoBaHue:

- cNekTpodOTOMETP, NO3BONSIOLLMIA MPOBOAUTL U3MEPEHUS NPU ASIVHE BOMHbI
340 HM 1 AnuHOM onTnyeckoro nytn 1 cwm;

- 03aTopbl C HAaKOHEeYHMKamK, no3sonsiowme oTémpaTe ot 0,004 mn o 1 mn;

- cekyHaomep.

Xop aHanuza:

YcrnoBusa npoBeeHUst aHanuaa:

- AnvHa BonHbl — 340 HM;

- ANWHa onTuyeckoro Nyt — 1 cm;

- Temnepartypa - 37°C;

AHanuaatop OGHYNSIOT OTHOCUTENBHO AMCTUNINMPOBAHHOW BoAbl. PeareHTbl
NporpeBatoT J0 TeMnepaTypbl NPOBEAEHUS aHanum3a.

BHecTu B kioBeTY MakpomeTog MonymmkpomeTog
PeareHT 1, mn 0,800 0,400
Kanu6patop,mn/ O6pasew, mn 0,007 0,004
MepemeluaTb 1 cpasy e M3MEPUTb ONTUYECKYH NIOTHOCTb A1.
PeareHT 2, Mn [ 0,200 [ 0,100
Mepemeluatb 1 cpasy xe U3MepPUTb ONTUYECKYHO NMOTHOCTb A2 POBHO Yepes
2 MUHyTbI Nocne fobaenexusi PearexTa 2.

Pe3ynbTaThl:

[Ons kaxgoro obpasua u kanubpartopa paccuntbiBatoT AA = Az- A1,
KoHueHnTpauuio Apo B B obpasue (Cosp) paccumthiBaloT no KannbpoBovHOMY
rpacuky.

MocTpoeHue KanMGpPOBOYHON KPUBOW:
M3 Kanubpatopa Apo B rotoBsiT cepuio kanmbpoBOYHbIX pacTBOPOB COrfacHo
Tabnuue:

Pa3BegeHve 1 2 3 4 5 6
Kanubpatop Apo B, 0 0,010 | 0,025 0,050 0,075 0,100
Mn

PuspacTtop, M1 0,100 | 0,090 | 0,075 0,050 0,025 0
dakTop 0 0,1 0,25 0,5 0,75 1,0

[ins onpedeneHns KOHLUEHTpauun kanubpaTtopa B Cepuu nocne pasBefeHust
KoHUeHTpauuto Kanubpatopa Apo B ymHoxatoT Ha chakTop.

Kaxabl 13 kannbpoBOYHbIX PaCcTBOPOB aHaNM3NPYyeTcs, Kak OMUCaHO BbiLLe.
Mo pesynbTaTam aHanusa CTPOMTCSt kanubpoBoOuHasi KpuBasi: 3aBUCUMOCTb
ONTUYECKOW NIIOTHOCTN OT KOHLIEHTpaLmK.

***AHaNUTM4YeCKne XxapakTepuCcTUKN:

YyecmeumenbHocmsb: He 6onee 2 mr/an.

JlunetiHocmsb: 2 - 250 mr/on (3aBMCUT OT KOHUEHTpauuu kanubpartopa, CMm.
3TUKETKY W/Unn nacnopT KavecTsa).

Ecnu koHueHTpauus Apo B B obpasue npesbiwaet 250 mr/an, To obpasey
HeobxoanMo passecTtu dusmnonormdeckum pactsopom (0,9 % NacCl) B 2-10 pas, a
MosyYeHHbIV pe3ynbTaT YMHOXUTb Ha KOI(@ULIMEHT pasBeaeHust.

To4yHOCMb:

BocnpoussoammocTb BocnpoussogmmocTts
BHYTpY cepuu MexcepuiiHas
CpegaHee (Mr/gn) 53,90 119,0 54,5 122,4
SD 1,078 1,190 1,853 2,203
CV, % 2,0 1,0 34 1,8
n 10 10 10 10

Koppensiyus:

20 06pasLoB 6bINo NpoaHanManpoBaHo ¢ ucrnonb3oBaHnem Habopa peareHToB
ons onpegenenus Apo B (mpousBopctBa «[uaceHc») u gpyrum Habopom
peareHTOB, BHECEHHbIM B PeecTp cpeacTB MeANLIMHCKOro HadHaveHus Pb.

KoadhduumeHT koppensiuum: 0,965.

***[laHHble MonyyYeHbl NpU Mcnonb3oBaHuM aHanusatopa Mindray cepumn BS,
ANst APYIMX aHanmM3aTopoB OHW MOTYT OTNINYaTLCS.

KOHTpOHb Ka4yecTBa:

Kaxpasi nabopaTopusi NpOBOAWT KOHTPOMb KayecTBa COrMacHo CBOeW
yTBEepPXAEeHHO cxeme.

Mpyn HenpoxoXxgeHnu KOHTPONen npoBoauTCcs nepekanubposka. [locne
nepekanubpoBkn criegyeT CHOBa NpoTecTUpoBaTb KOHTponu. B cnyyae
HENpPOXOXAEHWsI KOHTPOIsi KayecTBa Mocrie nepekanubpoBku, Heobxoaumo
NpOBEPUTb UCMPaBHOCTb aHanusatopa WM Hanuine NPU3HaKoB HEMNpUrogHOCTU
peareHTOB.

PekomeHayeM npuUMeHATL ANA KOHTPONSA Ka4ecTBa KOHTPOSbHbLIN MaTepuan,
BXOOSWMA B cocTaB Habopa, wunu npoussoacTBa Randox (BenukobpurtaHus),
Spinreact (Mcnanus), Cormay ([Monblua) n opyrux NpoM3BoauTenen.

PechepeHcHbIe 3Ha4YeHus: 69-105 mr/an.

MpuBeneHHble  pedepeHCHble  3HAYeHWsi  OPUEHTUPOBOYHbIE:  Kaxaas
nabopaTtopusi fOMKHa cama yCTaHaBnMBaTh CBOM PehepPEHCHBIE 3HAYEHMSI.

UHTepdepeHuusn:

Bunupy6uH >40 mr/gn, remorno6uH > 20 r/n, nunemust > 5 r/n, peBMaTouaHbli
dakTop > 800 ME/mn.

HekoTopble apyrne cyGCTpaThl Tak Xe MOryT MHTEpGEPUPOBaTh.

KOHMPOBaHMe " nepegava TpeTbMM nuuam 3anpeu.|eHb|!
Mo Bonpocam MeToANYECKON NMOMOLUMN U 3aKynku 06pau.|a1'bc;| no

TenedoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoit 4acTbto MHCTPYKLUMIA NO NPUMEHEHUIO ABMSOTCA
afjanTauMoHHble NporpaMMbl (MeTOAMKMU) NO NPMMeHeHUto Habopa
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3 GNA onpeaeneHuns

GMOXMMMYECKMX NapaMeTPOB:
KanbnpoTeKkTuH

KnuHuyeckoe 3HayeHue:

KanbnpoTekTuH npeacTaBnaeT coboi HeNTpounbHbIN LMTO30bHbI 6enok
C aHTUMUKPOOHLIMM CBOWCTBaMW, KOHLIEHTpAUUsi KOTOPOro MOBLILLAETCA B
obpasuax cTyna npy BocnanuTenbHbIX 3a60neBaHUsIX KULLEYHUKA (SI3BEHHBbI
konut n 6onesHb KpoHa). CtabunbHocTb Benka k gerpagaumm coxpaHsieT ero
KOHLEHTpaumio B dekanusx MNOCTOSHHOW A0 7 [AHEeW npu  KOMHaTHOW
TemnepaTtype, 4TO [JenaeT ero wugeanbHbiM aHanuTom. KanbnpoTekTuH
BbicBODOXAAETCA NyTeM akTMBauuu nemnkouuToB, obecneymBasi NOBbILLEHHbIE
YPOBHWM B Mfa3Me, MO3roBOW CMMHHOMO3IOBOW >KMAKOCTW, CUHOBMAmNbHOW
KMOKOCTM, MOYM WNW CTyna BCMEACTBME 3abGONEBaHUsi B COOTBETCTBYHOLLMX
opraHoB. KanbnpoTekTuH MHIMBMpyeT LMHK-3aBUCUMble (DEPMEHTHbBIE CUCTEMBI,
B pesynbTaTe yOuMBaeT MUKPOObI M MHOYLMPYET amnonTo3 B HOpManbHbIX W
pakoBbIX kneTkax. B npucyTCTBMM kanbLWs  KanbnpOTEKTWH  sIBNSieTcst
Ype3BblYaHO YCTOWYMB K NPOTEONMUTUYECKON Aerpagaumnm u noaTomy crabuneH
B CTyne, XpaHsiLLeMcsi Mpy KOMHaTHOW TemnepaType B TeyeHue 7 AHeW.

YacTo cuvMNTOMbI BOCMANUTEMbHbIX GOME3Hel KULIEeYHUKa U CUHApOMa
pasapaxeHHOro KuweyHvka coBnagatoT. B npoTokonax AnarHoCcTukU 1 neyYeHust
CYHAPOMA pasfpa)eHHOro kuweyvHuka u 6onesHn KpoHa aHanua Ha dekanbHbIn
KanbnpoOTEKTUH PEeKOMeHAOBaH B KavyecTBe [AMarHOCTUYECKU 3HAYMMOro M Ha
CErofHsIlUHMA [EeHb CaMoro [OCTOBEPHOTO Mapkepa BOCManuTeNbHbIX
3aboneBaHuii KULLEYHMKA.

[OunarHo3 He [OMKEH CTaBUTbLCA Ha OCHOBaHWMM ogHoro Tecta. Heobxoammo
yuMTbIBaTb pe3ynbTaTbl APYrMX UCCNEAOBAHWUN N KIMHUYECKYIO KapTUHY.

MpuHuun metopa:

[aHHbli  Habop peareHTOB  npeAHasHavyeH ANA  KONMMYECTBEHHOro
onpeaernieHnst KkanbnpoTekTMHa B o6pasuax pacTBOPOB kana YerioBeka.
KonnyectBeHHoe onpeaeneHne KanbnpoTEKTMHA OCHOBaHO Ha  peakuuu
arrmioTMHaLUM Mexay HaxoAsLWmMMUCs B obpasLie aHTUreHamm KanbnpoTeKkTuHa 1
aHTUTEeNamm K KanbnpoTEeKTUHY, MOKPLIBAIOLMMM NAaTEKCHbIE YaCTUYKN peareHTa.
CreneHb arrnioTUHaLuM 3aBUCUT OT KOHLEHTPaLWUK KanbnpoTekTuHa B obpasue v
BbI3bIBAET  MPOMOPLMOHANbHOE  U3MEHEHWe  OMTMYECKOW  MIIOTHOCTW.
KoHueHTpaumus kanbnpoTekTuHa B obpasue onpepgensietcsi (pOTOMETPUYECKM
OTHOCUTENBHO KanMbpPOBOYHOW KPUBOW.

HabGop npegHasHayeH [Ans WCMNOMb3OBaHWS Ha MOMyaBTOMaTUYECKUX U
aBTOMaTUYeCKUX GUOXUMUYECKMX aHanusaTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 Kanubpatopbl / kOHTponn **
TRIS-6ydep TRIS-6ydep KoHueHTpaumst
KoHcepBaHT JlaTekcHble YacTuupl, kanubpaTopoB / KOHTponeWn
NOKPbITbIE aHTUTENaMM K yKa3aHa Ha aTuKeTke
KarnbnpOTEKTUHY
KoHcepBaHT
27 mn 4 mn Hanuune n obbem B Habope
N0 XenaHuio 3akasyunka
30 mn 10 mn Hanuune n obbem B Habope
110 XeNnaHuio 3aKasyunka
54 mn 8 mn Hanuuune n o6bem B Habope
10 XenaHuio 3aKasyuka
60 mn 20 mn Hanuune n obbem B Habope
N0 XenaHuio 3akasyunka

*

- obbeM peazeHMos8 60 (brIakoHe U KoIu4ecmeo briakoHo8 Moxem

8apbUPOBaMbCA 8 3a8UCUMOCMU OM KamasoXHo20 HoMepa.
** - uHgopmauyuss O KamarioXXHOM HOMepe U Kommnekmauyuu Habopa
npedocmasneHa Ha calime diasens.by.

Mo xenaHuro 3akasyuka Habop Moxem rocmasnsimscsi 6e3 Kafnubpo8oYHO20
U KOHMPOIILHO20 Mamepuarna.

B coctaB HabopoB BxoasT Tybbi (ycTpoMCTBO Ans cbopa M noaroToBku
obpasLa k aHanuay, koTopble coaepxat 6ydepHblii pacTBop Co CTabunMaaTopom
1 KOHCEPBAHTOM) — B KOMNYECTBE SKBMBASIEHTHOM KONMWYECTBY TECTOB B Habope

nO.IJ,I'OTOBKa peareHToB K TPUMEHEeHU0 U UxX CTabunbHOCTb:

PeareHT 1 1 PeareHT 2 roToBbl kK NPUMEHEHMW0. XpaHUTb B TEMHOM MecTe
npu Temnepatype ot 2°C o 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUs CpoKa roAHOCTM

lMocrie eckpbimusi: CTabunbHbl 40 OKOHYaHUSA CPOKa roAHOCTU.

Ha 6opmy aHanu3amopa: cTabunbHbl B Te4eHWE 2 MecsILEB.

PeareHT 2 nepep npvmeHeHnem HeobxoanMMo akkypaTHO nepemellathb, 4Tobbl
pacTBop cTan oAHOPOAHBIM. PeareHTbl He 3amopaxuvBaTh.

KannbpaTtopbl KanbnpoTeKTUHa roToBbl K MpuUMeHeHuto. [locne BCKpbITUS
cTtabunbHbl npyu Temnepatype ot 2°C go 8°C B Teyenve 1 mecsiya. He
3amopaxwBaTb.

KoHTpornn kanbnpoTekTMHa MOryT OblTb KakK >KWOKAMM, FOTOBBIMU K
NpVYMEHEHMIo, TaK U NMOPUNU3NPOBAHHBIMM.

B cnyvae, ecnu KoHTponu >uakue: nocne BCKPbITUS CTabunbHbl npu
Temnepatype o1 2°C go 8°C B TeueHue 1 mecsiua. He 3amopaxwuBartb.

B cnyyae, ecnu KoHTponu nuodunusnposaHHble, To 3a 30 MWHYT A0
NpYMeHeHus BO hnakoH no6asutb Heobxoanmoe KONMM4ecTBO
[EVNOHN3NMPOBaHHON BOAbl, COMMAacHO WHMOPMaLUM yKa3aHHOW Ha 3TUKeTKe.
CT1abunbHOCTb KOHTPOMS NOCNe BOCCTAHOBMEHWSA 8 YacoB npu Temnepartype oT
15°C po 25°C, 5 gHein — npu Temnepatype oT 2°C go 8°C unu 1 mecsu - npu
Temnepatype ot muHyc 20°C. He ponyckaTb MOBTOPHOIO 3amOpaXvBaHUsi-
pasmopaxuBaHus. 3awuwaTb OT cBeTa 1 n3beratb 3arpsa3HeHni!

Mpu3HaKkM HenpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuKe B pacTBOpe peareHTa 1 MyTHOCTU.

Mepbl NpegoCcTOPOXKHOCTU:

PearenTbl, Bxoasiwme B coctaB Habopa, npegHasHayeHbl TOMbKO AN
[OMarHoCTuKM in vitro. He npuHumamb 6 Hympsb.

Kannbpatopbl 1 KOHTponu kanbnpoTeKkTMHa NpOW3BOASTCA Ha OCHOBE
pekoMBUHAHTHOTO YEnoBEYeCKOro KasbrnpoTekTuHa. PeareHT 2 copepxut
aHTUTena XuBOTHOro npoucxoxaeHusi. OgHako npu paboTe ¢ HUMKU Heobxoanmo
obpallaTbCsi kak ¢ NOTEHLManbHO onacHbIMY BelecTBamu.

Mpn pabote c Habopamu peareHTOB criegyeT MNpUMEHATb cpeacTeBa
VHAMBWAYaNbHON 3allWTbl B COOTBETCTBUM C AENCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycb. [lonyckaloTcs K NMPUMEHeHUIo nepyaTku MeauLnHCKue
ofHOpa3oBble M XxanaTbl MeguUMHCKWe, oTBevatowme paencteyowmm THIA
Pecny6nukn Benapycb 1 uMetoLime AOKYMEHTbI, MOATBEPXAaloLLVE Ka4ecTBO U
6e3onacHocTb B 0611acTut NPUMEHEHHS.

Mpn pabote c HaGopamu cnegyer cobniogaTe npaBuna TEXHUKU
6e3onacHOCT B COOTBETCTBMM C  [EWCTBYIOLWMA  3aKOHOAATeNlbCTBOM
Pecnybnuku Benapychb.

YTunusaumss He MWCMOMb30BaHHbIX NMOO C WCTEKWWMM CPOKOM TFOAHOCTU
peareHTOB MPOXOAUT B COOTBETCTBMM C [EWCTBYIOLIWIA 3aKOHOAATENbCTBOM
Pecny6nukv Benapycs.

O6pa3ubl U UX CTaBUNBLHOCTD!:

O6pasubl kana, cobpaHHble 1 NOArOTOBMEHHbIE K aHaNM3y TOMbKO C MOMOLLbIO
Ty6, BXxoasLWmx B cocTaB Habopa. O6pasubl cTabunbHbl 7 AHEW Npy TemnepaTtype
oT 2°C go 8°C.

MeToaumku Ansa nonyaBTOMaTU4eCKUX aHANIN3aTopoB.

Heo6xoanmoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- CNEKTPOOTOMETP, NMO3BONSAOLLNIA MPOBOAUTL U3MEPEHUSI NPY AJIMHE BOMHbI
510 HM 1 A4NUHOW ONTUYECKOro NyTn 1 cm;

- 403aTOpbl C HAKOHEYHMKaMWu, No3sornstoLwme oTbupatb ot 0,04 mn go 1 mm;

- cekyHaomep.

Xop aHanusa:

YcnoBus npoBefeHUst aHanmaa:

- AnvHa BonHbl — 510 HM;

- ANMHA ONTMYeckoro Nyt — 1 cm;
- Temneparypa - 37°C;
AHanusaTop 06HyNAT OTHOCUTENBHO AUCTUNMPOBAHHOW BOAbI.

BHecTtu B kioBeTY MakpomeTtog MonymmkpomeTog
PeareHt 1, Mn 0,900 0,450
Kanubpartop, mn/ O6paseu, mn 0,042 0,021
Mepemeluatb
PeareHT 2, Mn [ 0,300 [ 0,150
MepemeluaTb 1 POBHO Yepes 1 MUHYTY N3MEPUTb ONTUYECKYIO
nNoTHOCTb A1 1 ellie Yepes 6 MUHYT U3MEPUTb ONTUYECKYHO NMOTHOCTb Aa.

Pe3ynbTaThl:

[Ons kaxgoro obpasua u kanubpatopa paccuntbiBatoT AA = Az- A1,

KoHueHTpauuto  kanbnpoTekTuHa B obpasue (Cosp) paccuuTbiBalOT MO
KanMbpoBOYHOMY rpadiuky.

MocTpoeHne kKanMGPOBOYHOW KPUBOM:

Kaxabi ©3 kannbpoBOYHbLIX PACTBOPOB aHANM3NPyeTcs, Kak OnMcaHo Bbille.
Mo pesynbTaTtam aHanusa CTPOWTCS kanubpoBouHasi KpvBasi: 3aBUCMMOCTb
OMTUYECKOW MIIOTHOCTW OT KOHLLEHTpaLmu.

***AHaNUTU4YeCKne XxapakTepuCcTUKu:

YyecmeumenbHocmb: He 6onee 7 MKr/T.

JlunetiHocmb: 7 - 700 MKr/r (3aBUCUT OT KOHUEHTpauuu kanubparopa, CM.
3TUKETKY W/UNu NacnopT kavecTsa).

Ecnn koHueHTpauusa kanbnpoTekTuHa B obpasue npesbiwaet 700 mkr/r, TO
obpasey Heobxoaumo pasbaBuTb pacTBOpoM Xxrnopuga Hatpus (9 r/n) B
COOTHOLLEHUN 1:4, a NONYYEeHHbI pesynbTaT YMHOXUTb Ha 5.

Sgpghekm npo3oHbI He Habnrodaemcsi [o 8000 MKr/r.

To4yHOCMb:
BocnpowussoanmMocTs BocnpowussoanmMocTs
BHYTPUW cepuu MeXcepuiHas
CpegHee (MKr/r) 55,8 187 56,1 187
SD 1,674 2,244 1,683 4,488
CV, % 3 1,2 3 24
n 10 10 10 10

***[laHHble NonyyeHbl NpW UCMonb3oBaHUK aHanusatopa Mindray cepuu BS,
[ONA ApYrvX aHanu3aTopoB OHM MOTYT OTNNYATHCS.

KOHTpOHb Ka4yecTBa:

KoHTponb  kayecTBa  M3MepeHuWid  MpPOBOAWUTCS C  UCMONb30BaHUEM
KOHTPONbHOTO MaTepuana ABYX YpoBHeW. [Mpu HenpoxoxdeHWn KOoHTpomnew
nposoauTca nepekanubpoBka. [locne nepekanubpoBKM CriedyeT CHOBa
npoTecTMpoBaTh KOHTPONU. B cnyyae HeNPOXoXAeHNs KOHTPONS KayecTa nocne
nepekannbpoBky, HeobXOAUMMO NPOBEPUTbL UWCMPaBHOCTb aHanusaTopa W
Hanuune NPM3HaKoB HENPUIOAHOCTU PEareHToB.

Kaxpgass nabopatopus nNpoBOAWT KOHTPOMb KayecTBa COrMacHo CBOeW
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpUMeHsTb ANSt KOHTPOMS KavyecTBa KOHTPOSbHbIA MaTepwuan,
BXOASLWMA B cocTaB Habopa, unu npousBoacTBa Randox (Benukobpurtanus),
Spinreact (Mcnanus), Cormay ([MonbLua) v Apyrux npoussoauTenei.

PechepeHcHbIe 3HaYeHus:

OTpuuatenbHbIi <50 mKr/r
Cnabo nonoxurenbHbiv 50-100 mkr/r
[MonoxuTtenbHbIN > 100 mKr/r

[na petent pedepeHCHble 3Ha4YeHUs kanbnpoTekTuHa Bbile. MNpeanaraercs
npegen oTpuuaTenbHOro oteeta <212 MKr/r.

MpuBeaeHHble  pedepeHcHble  3HAYeHWs  OPUEHTUMPOBOYHbIE:  KaxAaas
nabopaTtopusi 4OMKHa cama ycTaHaBMMBaTh CBOU pedepeHCHbIE 3HAYEHNSI.

UHTepdepeHuus:

Mpsimoit Gunnpy6uH >5,8 mr/an, remornobux > 23 r/n, uHtpanunug > 117 r/n,
ackop6uHoBas kucnota > 1,17 r/gn, BaSO4 > 585 mr/an, azaTvonpuH > 819 mr/n,
mesanaumH > 117 r/n, npegHnsonoH > 1,75 r/n.

KonupoBaHue n nepegaya TpeTbMM nuuam 3anpelueHb!
Mo Bonpocam MeToAUYECKOW MOMOLLM U 3aKyMNKK obpallaTbCcA no
TenedoHam: 8017-300-65-11; 8017-320-65-10

Heorbemiiemoii 4acTbI0 HHCTPYKIMIA 110 IPHMEHEHHIO SIBJISIIOTCS 1aNTAllHOHHbIE
nporpaMMsl (METOAMKH) 110 IPHMEHEHHI0 Haopa
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nY¥s8 ONa onpeaeneHus

GMOXMMMNYECKNX NapaMeTPOB:
AHrMoTeH3uH-KoOHBepTUpytowmun pepmeHT (ACE)

KnuHun4yeckoe 3HauyeHue:

AHIMOTEH3NH-KOHBEPTUPYIOLLNIA depmeHT (ACE,
avnentuaunkapbokeunenTuaasa) npeacraensieT cobovt hepmeHT, KoTopbin
pacliennsieT OTHOCWUTENIbHO HeaKTUBHbIA [ekanenTuga aHrvoTeHsuH | B
MOLLHBIA  Ba30KOHCTPUKTOP, aHrmoTeHsnH Il. ACE Takke WHaKTUBMpyeT
6pagunknHuH. PepmeHTaTUBHasA akTuBHocTb ACE 3aknioyaeTcsi B NOBbILEHUN
Ba30KOHCTPUKLIMM U CHWXeHuM Basogunatauuu. [loBbILEHHbIE YPOBHU
akTMBHOCTM ACE HabnogatoTcsl B CbIBOPOTKE KPOBM MALMEHTOB C aKTUBHbLIM
CapKoMAo30M, @ WHOrAa W y HeOOHOLWEHHbIX [eTeil C pecnupaTopHbIM
[OWCTPeCC-CUHAPOMOM, Yy B3pocnbix ¢ TyGepkyrne3om, npu Gonesnu [lowe
6onesHN, Mpokasbl M BO MHOTUX APYTMX NaTONMOTMYECKUX COCTOAHMSX,
CBSI3aHHbIX C 3a60NeBaHUsIMU NErkuX 1 NeYeHu.

[lnarHo3 He [JOIMKeH CTaBUTbLCS Ha OCHOBaHWW ofHoro Tecta. Heobxoaumo
YUuTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWUM 1 KIMMHUYECKYIO KapTUHY.

MpuHuun metopa:
KonnyecTtBeHHoe onpegeneHue ACE ocHoBaHO Ha peakuun rungponusa,
KOTOpas kKaTanuanpyeTcs 3TUM hepMeHToM:

FAPGG ﬁFAP + [Muun — ravuuH

'ae FAPGG — dypunakpunonndeHunanaHuH-rnnuun-rivumH

FAP — dypunakpunoundeHunanaHuH.

B pesynbTaTe rugponusa noBbILAETCs onTu4eckas NoTHOCTb peareHTHON
CMECU, YTO perucTpupyetcsi poTOMETPUYECKM NMPU ONMHE BOMHbI 340 HM.
AktvBHocTb ACE B o6pasue onpeaensieTcsi OTHOCUTENbHO KanwbpoBOYHOM
KPUBOWA.

Ha60p npegHasHavyeH ana uUcnonb3oBaHUA Ha nonyaBTOMaTUYECKUX U
aBTOMAaTUYECKMX BUOXMMUYECKMX aHanusartopax.

CocTtaB HabopoB*:

PeareHT Kanubpatopsbl / kKOHTponu **
Bydep pH 7,5+ 0,1 KoHueHTpaums kanubpartopos /
'nioko3ookcnaasa KOHTpOneW yka3aHa Ha 3TUKeTke
Mepokcmaasa
deHon
4-aMVHOAHTUNVPVH
50 mn Hanuune n o6bem B Habope no
KenaHuo 3akas3yvka
100 mn Hanuune n o6bem B Habope no
XKenaHuio 3akasyvka
150 mn Hanuune n o6bem B Habope no
XKenaHuio 3akasyvka

*

- obbemM peaceHMoO8 80 (hbriakoHe U Konuyecmeo (hriakoHO8 Moxem
8apbUpPO8ambCs 8 3a8UCUMOCMU OM KamarnoXHo20 Homepa.

** - uHghopmMayuss O KamarsiloxXHoOM HoMmepe U Komriekmayuu Habopa
npedocmasneHa Ha calime diasens.by.

Mo xenaHuro  3akasyuka Habop Moxem rocmaensmecsi  6e3
Kanubpo8oyHo20 U KOHMPOSIbHO20 Mamepuarna.

MoaroToBKa peareHToOB K TPUMEHEeHU U Ux CTabuUnbHOCTL:
PeareHT roToB k NPUMEHEHUIO. XpaHVITb B TEMHOM MeCTe Npu Temnepartype

ot 2°C go 8°C.

Hesckpbimble: cTaburnbHbl 4O OKOHYaHWS CPOKa roAHOCTH

lMocne eckpbimusi: cTabunbHbI O OKOHYaHUSI CpoKa FOHOCTU.

Ha 6opmy aHanuszamopa: cTabunbHbl B Te4eHne 2 Mecsiua.

PeareHTbl He 3aMopaxuBaTh.

3a 30 MuHyT po aHanusa Kanubpatop n KoHtponu ACE pactBopsioT B
Heo6XoaMMOM KONMMYECTBE AEVMOHU3MPOBAHHOMN BOAbI, COrMAacHO UHopMaLmm
yKa3aHHoOW Ha aTukeTke. CTabunbHOCTb Nocne BOCCTAHOBEHWS COCTaBnseT 7
aHew npu Temnepatype ot 2°C go 8°C. He 3amopaxuBarb.

Mpu3HaKkM HeNpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuMe B pPacTBOPe peareHTa MyTHOCTY.

Mepbl NpefoCTOPOXHOCTU:

PeareHTbl, Bxogsiluue B cocTaB Habopa, npegHasHaueHbl TOMbKO Ans
AvarHocTuku in vitro. He npuHumame eHympsb.

Kanubpatop ACE 1 KoHTponbe ACE npon3BoasTcs Ha OCHOBE YerloBe4eCcKow
CbIBOPOTKM KPOBM, KOTOpasi npoBepeHa Ha otcytcTBue HBsAg, HCV, aHTuTen
Kk BUY (1/2). OgHako npu pabote ¢ HMUMKM Heobxoaumo obpaliaTbCs Kak C
noTeHLUManbHO onacHbIMY BeLLecTBaMm.

Mpn pabote ¢ HaGopamu peareHTOB criegyeT MPUMEHsITb CpPeacTBa
MHOVBUOYanbHON 3aLmnThI B COOTBETCTBUM c AeicTBytOLWLMIA
3akoHogdaTenbcTBoM Pecnybnuku Benapycb. [jonyckaloTcsi K NpUMEHEeHuIo
nepyaTku MegULUHCKUE OAHOPAa30oBble U XanaTbl MEAULMHCKME, OTBEYaoLLme
pevicteylowmm  THMA  Pecnybnvkn Benapyce u umetowe [OKYMEHTHI,
noATBEPXKAALLME Ka4eCTBO U Ge30MacHOCTbL B 06nacTv NpUMeEHeHMsI.

Mpn pabote c Habopamu crnepyeT cobnogaTe nNpaBuna  TEXHWUKK
6e30nMacHOCTM B COOTBETCTBMM C [OEUCTBYIOLWMIA  3aKOHOAATENBCTBOM
Pecny6nukn Benapycb

YTunusaumsi He MCMonb30BaHHbIX NGO C WCTEKWUM CPOKOM FOLHOCTM
peareHToB NPOXOoAWT B COOTBETCTBUM C [EWCTBYIOLMIA 3aKOHOAATEIbCTBOM
Pecnybnukn Benapyce.

O6pa3ubl U UX CTaBUNBLHOCTD!:

Caexxasi CbIBOPOTKa U nna3ma KpoBu (MUTWIA- MW HaTpuiA-renapuH), cpasy
e OTLUeHTpUdyrmpoBaHHas nocrne B3saTus kpoeu. O6pasubl cTabunbHbl 7 gHeR
npu Temnepatype ot 2°C go 8°C unu 1 rog npu Temnepatype MuHyc 20°C.

MeToauKu Ans nonyaBToMaTU4eCKUX aHaNn3aTopoB.
Heo6xoaumoe, HO He NpeaocTaBnsiemMoe o6opyaoBaHue:
- CNeKTpodhoTOMETP, NO3BOMSAOLLMIA NPOBOANTL U3MEPEHUS NPU ATIMHE BOSTHBbI
340 HM 1 AnuHOM onTnyeckoro Nyt 1 cwm;
- f03aTOPbI C HAKOHEYHMKaMK, No3sonsiolme otbupats ot 0,1 Mn Ao 1 mn;
- cekyHaomep.
Xopa aHanu3sa:
YcnoBus NpoBefeHUst aHanmaa:
- AnvHa BonHbl — 340 HM;
- ANViHa onTu4eckoro nyTm — 1 cm;
- Temneparypa - 37°C;
AHanuszaTtop OOHYNsT OTHOCUTENBbHO AWUCTUINUPOBaHHOW BoAabl. PeareHT
NporpeBakoT 40 TeMMepaTypbl onpegeneHus.

BHecTu B KloBETY MakpomeToa MonymukpomeTon
PeareHT 1, Mn 1,000 0,500
Kanubpartop, mn/ O6paseu, mn 0,100 0,050

ONTUYECKYIO NMOTHOCTb Aa.

Mepemeluats 1 MHKYGMPOBaTh 4 MUHYTLI Npu Temnepatype 37°C, nocne Yero
M3MEPSIOT ONTUYECKYH MNOTHOCTb A1, VIHKYGUPYIOT ellle 5 MUHYT 1 n3mepsitoT

Pe3ynbTaThl:
[Ons kaxgoro obpasua u kanubpartopa paccunTbiBatoT AA = Az- Aq.
KoHuenTpauuio ACE B obpasue (Cosp) paccuuTbiBalOT OTHOCUTENLHO
kanubpaTopa no cdopmyne:
AA obp
C 06p = ——— x Ckan.
AA kan

***AHaNUTM4YeCKne XxapakTepuCcTUKu:
YyecmeumenbHocme: He 6onee 2,4 Eg/n.

Jluneiinocms: 5,4 - 160 En/n.

Ecnu aktmBHocte ACE B o6pasue npesbiwaeT 160 Ea/n, 1o obpasey
Heobxoaumo passecTu duamonornyeckum pactsopom (0,9 % NaCl) B 2-10 pas,
a NonyyeHHbI pe3ynbTaT YMHOXWUTb Ha KO3(ULIMEHT pasBeaeHUs.

To4HOCMB:

BocnpowussoanmMocTb BocnpoussogumocTb
BHYTpY cepuu MeXcepuiiHas
CpegHee (Ea/n) 26,3 88,9 27 94
SD 0,9 1,79 1,01 3,8
CV, % 3,42 2,01 3,71 3,97
n 10 10 10 10

Koppensayus:

20 o6pa3uoB 6ObINO nNpoaHanM3aMpoBaHO C wucnonb3oBaHnem Habopa
peareHTtoB Ansa onpefenenus ACE (npoussoactBa «[iuaceHc») u Apyrum
HabopoM peareHToB, BHECEHHbIM B PeecTp CpeAcTB  MeAULMHCKOro
HasHaveHus Pb.

KoadbcpuumeHT koppensiuum: 0,976.

***[laHHble NoNy4eHbl NPy UCMonb3oBaHUM aHanusaTtopa Mindray cepum BS,
[ONA ApYyrvX aHanu3aTopoB OHW MOTYT OTNNYATHCS.

KoHTponb kayecTBa:

KoHTpornb  kavecTBa M3MepeHWIt NpoBOAWTCA C  MCMOMNb30OBaHWEM
KOHTPONMbHOTO MaTepuana [AByX YpOBHeW. [1pu HempoxoXAeHWUWM KOHTporeW
npoeoauTcs nepekanubpoBka. [ocne nepekanubpoBkn cnefyeT CHoBa
NpoOTECTMPOBATL KOHTPONMU. B crnyyae HenpoxoxOeHWs KOHTPOIs KayecTsa
nocrne nepekanwbpoBku, He0bX0AMMO NPOBEPUTL UCMPABHOCTL aHanuaaropa
W Hanu4ue NpuM3HaKoB HEMPUrOLHOCTU PeareHToB.

Kaxxpasi nabopatopusi MpoBOAMT KOHTPOMb KavecTBa COrfacHO CBOeW
YTBEPXKAEHHOW CXeMe.

PekomeHayem NpMMeHsTb ANst KOHTPONS KayecTBa KOHTPOMbHbIA MaTepuan,
BXOASALLWIA B cocTaB Habopa.

PekomeHayem NpUMEHSITb A4S KOHTPOMS KAa4eCTBa KOHTPONbHLIA MaTepuan,
BXOASALWMIA B cocTaB Habopa, unu npoussoactsa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([Monblua) n pyrux Npou3BoAUTENEN.

PedepeHCHbIe 3Ha4YeHus: 8-65 Ea/n.

MpuBeneHHblE pedepeHCHble  3HAYEeHUS OPUEHTUMPOBOYHLIE:  Kaxaasi
naGopaTtopust AOMKHa cama yCTaHaBnvBaTb CBOU PehepPeHCHbIE 3HAYEHMS.

WUHTepdepeHuus:

Mpamoit Gunupy6uH >26 mr/an, Tpurnuuepuasl > 200 mMr/n, reMorno6uH >
100 mr/gn.

KonupoBaHue u nepegaya TpeTbUM NuLiaM 3anpetieHbi!
Mo Bonpocam MeToAUYECKOW MOMOLLU U 3aKyMNKK o6pallaTbCcA no
TenecoHam: 8017-300-65-11; 8017-320-65-10

HeoTbemnemoi yacTbio MHCprKLIVIﬁ no NPpUMeHeHUo ABNAOTCA
aganTauuoHHble NporpaMmMbl (MeTO.CIMKVI) Nno NpumeHeHuo Habopa



YTBEP>XJAIO
OvpekTtop

. YxiATapyOoro NpeanpusTHs
§ «[naceHcy
__[.B. AroguHckuii
.2« 5 14» okTabps 2024 .

-
e

UMEHEHUNIO

pameTpoB:
TpaHcceppuH thekanbHbIN

KnuHun4yeckoe 3HauyeHue:

TpaHcheppuH SBNAETCA KOMMOHEHTOM KPOBW, KOTOPbLIA MOXET nonafgaTtb B
KENy[OYHO-KULLIEYHBIA TPaKT, a 3aTeM BbIBOAWUTECA C ekanusmMu npu
KENYOOYHO-KULIEYHbIX — 3a60MeBaHnsX C  KpOBOTeYeHWeM. TpaHcdeppuH
cTabuneH B bekanusx W SIBNSETCS XOPOLWMM MapkepoM [Ansi oGHapyXeHus
KENYA0UYHO-KNLIEYHBIX KDOBOTEUYEHWIA.

Mpn  KenyaoyHO-KMLIEYHbIX  KPOBOTEYEHUsIX  CTyn  OyaeT  copepaTtb
KOMGWMHALMIO WHTAKTHOrO remornobuHa, WHTaKTHOrO remMa U NOpGUPUHOB,
NonyyYeHHbIX U3 rema, B KOMWYecTBax, KOTopble 3aBUCAT OT MecTa, obbéma
KPOBOTEUEHWII N BPEMEHW NMPOXOXKAEHUS YEPES KULLEYHWK.

KonopekTanbHbI pak nopaxaeT Kak MYX4WH, TaK U XXEHLUMH BCeX pacoBbIX W
3THUYECKUX FPYNM, W Yallie BCero BCTpeyaeTcs y niofen B Bospacte 50 net un
cTaple. YTo KacaeTcs MyX4WH, KOMOpEeKTanbHblii paK SBNSETCH TPeTbUM
Hanbonee pacnpoCTpaHeHHbIM PakoM Mocfe paka npocTatel M nerkux. Yto
KacaeTCsl KEHLUMH, KONMOpeKTanbHbli pak sBnsieTcs TpeTbuM Hawbonee
pacnpoCTPaHeHHbLIM PaKoM MOCe paka MOSIOYHON XKEeMNesbl U NETKNX.

[lnarHo3 He AOMKEH CTaBUTLCS Ha OCHOBaHWWM opHoro Tecta. Heobxogumo
YYnUTBIBaTL Pe3ynbTaThl APYrMX UCCMEL0BaHIA U KIMHUYECKYIO KapTUHY.

MpuHuun metopa:

Habop peareHTOB npegHasHayeH [Ans  KONMMYECTBEHHOrO OnpeaeneHuns
TpaHcdheppuHa B obOpasuax pacTBOpOB kama 4ernoBeka. KonmuecTBeHHoe
onpeferneHve TpaHceppuHa OCHOBAHO Ha peakuuu arrmiTUHaUuM mexay
HaxoadawunmMmmca B oﬁpaau,e aHTUreHamun Tpchd)eppMHa n aHtTutTenamm K
TpaHcepprHy, MNOKpbIBAOWMMY NaTekcHble 4YacTuyku peareHTa. CreneHb
arrnTuHaunm 3aBUCUT OT KOHLEeHTpauum Tpchd)eppMHa B oﬁpaau,e W BbI3blBaeT
nponopumnoHanbHoe UM3MeHeHMe  ONTUYEeCKOW NNOTHOCTW.  KoHueHTpauus
TpaHcdeppuHa B obpasue onpegensietcs (OTOMETPUYECKN OTHOCUTENbHO
KanubpoBOYHOW KPUBOM.

Ha60p npegHasHa4YyeH [anda UCnonb3oBaHUA Ha NoJiyaBTOMaTUYeCKUX U
aBTOMaTUYeCKMX BUOXMMUYECKUX aHanu3aTopax.

CocTaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / KOHTpoOnu **
TRIS-6ydep TRIS-6ydep KoHueHTpauus
KoHcepBaHT JlaTekcHble kanubpaTopoB / KOHTponeWn

YacTuLbl, MOKPbITbIE yKa3aHa Ha 3TUKeTke
aHTUTEenamm K
TpaHceppuHy
KoHcepBaHT
20 mn 6 mn Hanuune n o6vem B Habope no
XenaHuio 3aKasyuka
40 mn 11 mn Hanuuune n o6bem B Habope no
KernaHur 3aKa34duka

Temnepartype ot 2°C go 8°C.

Heeckpbimbie: cTabunbHbl 4O OKOHYaHUs CpoKa FroAHOCTM

lMocrie eckpbimusi: cTabunbHbl 40 OKOHYaHUS CpOKa roAHOCTU.

Ha 6opmy aHanuzamopa: ctTabunbHbl B Te4eHUe 2 MecsILEB.

PeareHT 2 nepen npumeHeHnem HeobxoaMMO akkypaTHO nepemeLlathb, YToobl
pacTBop cTan ofHOPOAHBIM. PeareHTbl He 3amopaxuvBaTb.

Kannbpatopbl TpaHcdeppuHa Xugkue, rotoBble K npumeHeHwo. [locne
BCKPbITMS cTabunbHbl Npu Temnepatype ot 2°C go 8°C B TeyeHune 1 mecsaua. He
3amopaxwBaTb.

KoHTpornn MmoryT 6biTb kak XWAKAMMK, FOTOBbIMW K MPUMEHEHW0, Tak U
NMOUNN3NPOBAHHBIMU.

B cnyyae, ecnu KoHTponu xwupakue: rocne BCKPbITUSI CTabWUmbHbI Npu
Temnepatype ot 2°C go 8°C B TeyeHue 1 mecsua. He saamopaxusaTb.

B cnyyae, ecnn KoHTponu nuodunusmpoBaHHble, To 3a 30 MUHYT [0
npYMeHeHus BO nakoH nobasutb Heobxoanmoe KONMMYecTBO
[EVNOHN3MPOBaHHOM BOAbI, COrMacHO MHOpPMaLUMKM yKa3aHHOW Ha 3TUKeTKe.
CT1abunbHOCTb KOHTPONS Mocrne BOCCTAHOBMEHWA 8 YacoB npu Temnepatype oT
15°C po 25°C, 5 gHen — npu Temnepatype ot 2°C go 8°C wnu 1 mecsiy, - npu
Temnepatype oT MuHyc 20°C. He ponyckaTb MNOBTOPHOrO 3aMOpPaXWBaHWS-
pa3mopaxuBaHus. 3awumwaTte OT cBeTa U n3beratb 3arpsisHeHuiA!

Mpu3HaKkM HenpUrogHOCTU peareHToB AN NPUMeHeHUs:
- HanMuKe B pacTBOpe peareHTa 1 MyTHOCTU.

Mepbl NpegoCTOPOXKHOCTU:

PearenTbl, Bxopsilume B cocTaB Habopa, npegHasHayeHbl TOMbKO ANA
[OMarHoCTuKM in vitro. He npuHumamp 6 Hympsb.

Kannbpatopbl n KoHTponu TpaHcdeppuHa pekoMBWHaHTHbIE aHTUreHb
TpaHcdeppuHa. OgHako npu pabote ¢ HMMKM Heobxoaumo obpallatbes Kak C
noTeHUManbHO onacHLIMU BeLLLecTBaMu.

Mpn pabote c Habopamu peareHTOB credyeT MpUMeHsTb CpencTea
VHOMBWAYaNbHON 3aLUUTbl B COOTBETCTBUM C AENCTBYIOLIMIA 3aKOHOAATENLCTBOM
Pecny6nukn Benapych. JonyckaloTcs K NPUMEHEHWMI0 nepyaTku MefuuuHcKue
OfHOpa3oBble W XanaTbl MeAuuUMHCKMe, oTBevalowme pgencteyowmm THIIA
Pecny6nukn Benapycb 1 uMetoLime SOKyMEHTbI, MOATBEPXAAIOLLME KaYecTBO U
6e3onacHocTb B 0611acTut MPUMEHEHHS.

Mpu paboTte ¢ HaBopamu cnepyeT cobniogath Npasuna TexHnkn 6eaonacHocTu
B COOTBETCTBMU C AEWCTBYIOLWMIA 3akoHoaaTenbcTBom Pecnybnuku Benapychb.

YTunusauuss He MCMONb30BaHHbIX NNGO C WCTEKWMM CPOKOM FOAHOCTU
peareHTOB MNpOXOAWT B COOTBETCTBUM C [EWCTBYIOLMIA 3aKOHOAATENIbCTBOM
Pecny6nukv Benapyce.

O6pa3ubl U UX CTaBUNBLHOCTD!:

O6pasubl kana, cobpaHHbIe 1 NOArOTOBIIEHHbIE K aHANN3y TONbKO C MOMOLLbIO
Ty6, BXoAsAwmx B coctaB Habopa. Obpasupl cTabunbHbl 7 AHEVR Npu TeMnepaTtype
o1 2°C go 8°C.

MeToaukn Ansi noslyaBTOMaTU4eCKUX aHaNIn3aTopoB.

Heo6xoaumoe, Ho He NpeaocTaBnsiemoe o6opyaoBaHue:

- cNekTpoOTOMETP, NO3BONSIOLLMIA NPOBOAWTL U3MEPEHUS NPU ANVHE BOMHbI
505 HM 1 AnuHOW onThYeckoro Nyt 1 cwm;

- 403aTopbl C HAKOHEYHMKaMW, no3sornstoLme otéupatb ot 0,02 Mn go 1 mn;

- cekyHOoomep.

Xop aHanusa:

YcnoBus npoBefeHnst aHanmaa:

- AnvHa BonHbl — 505 Hv;

- ANViHa onTu4eckoro nyTm — 1 cm;

- Temneparypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO AUCTUMNNPOBAHHOW BOAbI.

*

- obbemM peaceHmMo8 60 (hraKoOHe U KOMUYECmBO (hIIaKOHO8 MoXxem
8apbUPOBAMbCS 8 3a8UCUMOCMU OM KamasioxXHO20 HOMepa.

> UHbopMayusi O KamarsioxXHOM HOMepe U KoMrsekmayuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuro 3akaz4duka Habop Moxem nocmasnsimscsi 6e3 Kanubpo8o4yHO20 U
KOHMPOSIbHO20 Mamepuarna.

B coctaB HabopoB BxoasAT Ty6bl (yCcTponCTBO Ans cbopa v noarotoBku obpasua
K aHanusy, KoTopble copepxaT OydepHbii pacTBop CO CTabunu3aTopoMm U
KOHCEPBAHTOM) — B KONIMYECTBE IKBMBANEHTHOM KONUYECTBY TECTOB B Habope.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 n PeareHT 2 roToBbl K NPUMEHEHNI0. XpaHUTb B TEMHOM MecTe npu

BHecTtu B kioBeTy MakpomeTog MonymunkpomeTog
PeareHt 1, Mn 0,800 0,400
Kanubpatop, mn/ O6paseu, mMn 0,120 0,060
Mepemeluatb 1 MHKY6UpoBaTb 5 MUHYT
PeareHT 2, Mn [ 0,220 [ 0,110
MepemeluaTb U U3MEPUTb Cpa3y e ONTUYECKYIO NMOTHOCTb A1 1 eLle
Yepes 5 MUHYT N3MepPUTb ONTUYECKYIO MNOTHOCTb Az.

Pe3ynbTarbl:
[nsa kaxporo o6pasua v kanubpaTtopa paccunTbiBatoT AA = Az- A1,

KoHueHTpaumio  TpaHcdeppuHa B obpasue (Cosp) paccuvTbiBalOT MO
kanmbpoBOYHOMY rpacpuKy.

MocTpoeHune KaNnMGPOBOYHON KPUBOW:

Kaxxabii n3 kanmbpoBOYHBIX PAaCTBOPOB aHanNM3npyeTcsl, Kak onvcaHo Bbiwwe. Mo
pesynbTaTam aHanuM3a CTPOUTCH KanubpoBOYHAs KpuBasi 3aBUCUMOCTb
ONTUYECKOMN NMOTHOCTU OT KOHLIEHTpaLMK.

***AHaNUTUYEeCKNe XapakTepuUCcTUKU:

YyecmeumenbHocmb: He 6onee 5 Hr/mn.

JluHeliHocmb: 7 - 250 Hr/Mn (3aBUCUT OT KOHUEHTpauumn kanubpaTtopa, cMm.
ATUKETKY W/MNu NacnopT ka4yecTsa)

Ecnu koHUeHTpauusi TpaHcdeppuHa B obpasue npesbiwaeT 250 Hr/mn, To
obpasel, Heobxogmmo passecTu usnonormyeckum pactsopom (0,9 % NaCl) B 2-
10 pas, a Nony4YeHHbIN pesynbTaT YMHOXUTb Ha KO3 MULMEHT pa3BedeHus.

Spghekm npo3oHbI He Habrodaemcesi 10 2 MKr/MIT.

ToyHoCmb!
Bocrnpon3BognMMocTb BHYTpY cepum
CpepgHee (Hr/mn) 202 82,1
sSD 21,6 4,8
CV, % 57 5,8
n 20 20

***[laHHble NonyyeHbl NpW Ucronb3oBaHUW aHanusatopa Mindray cepum BS,
[ONA ApYyrX aHanu3aTopoB OHM MOTYT OTNNYATHCS.

KoHTponb kayecTBa:

KoHTponb kauecTBa nsmepeHuii NPOBOAUTCSI C MCMNONb30BAHNEM KOHTPONBbHOMO
Matepuana AByX YpoBHeW. [lpy HENpOXOXOEHUM KOHTPONel npoBoauTCs
nepekanubposka. [Mocne nepekannbpoBkM creagyeT CHoBa NpOTECTMPOBaTb
KOHTponu. B crnyyae  HenmpoxoxAeHUst  KOHTponsi — KayecTBa  nocrne
nepekanmbpoBku, HEO6X0AMMO NPOBEPUTL UCTIPABHOCTL aHanu3aTopa u Hanuune
NPU3HaKOB HEMPUIOAHOCTY peareHToB.

Kaxxgass nabopatopusi NpoOBOAMT KOHTPOMb KayecTBa COMMacHO CBOEW
YTBEPXAEHHOW Cxeme.

PekomeHayeM MpUMeHsTb ANsi KOHTPOMsS KavyecTBa KOHTPOIbHbIA MaTepuarn,
BXOASALLWIA B cocTaB Habopa.

PekomeHayemM NpUMEHSITb AN1Si KOHTPOIS KayecTBa KOHTPOSbHLIN MaTepuarn,
BXOASALWMIA B cocTaB Habopa, unu npousBoacTBa Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([Monblua) n gpyrux Npou3BOAUTENEN.

PedepeHCHbIe 3HaYeHus:

Ot 10 Hr/mMn (1 MK

PekomeHayeMblii A4S MHBA3WBHbLIX NMPOLEAypP TpaHcdepputa / r cTyna)

WUHTepdepeHuus:

He melwaioT onpegeneHnio YenoBeyeckuii reMornobuH, Bblumnini nakTodeppuH,
YenoBeYeckui KanbnpOTeKTVUH 1 NakTogeppyH.

OrpaHuyeHus:

1. B ka4yecTBe o6pasLia Ucronb3oBaTh TOMbKO CTyN YenoBeka. Micnonb3oBaHue Apyrix
06pa3LoB He uccrnefosanock. KayecTso Tecta 3aBUCKT OT kadecTBa obpasLia.

2. MonoxuTenbHble peaynbTaTbl ONpeaensioT Hanuume TpaHcdeppuHa B obpasuax
hekanuin. MonoXUTENbHBIA Pe3ynbTaT AOMKEH COMPOBOXAATHCS AOMONHUATENbHBIMM
MHBa3WBHbIMU NPOLIEAYPamMm, YTOGbI ONPeAeniTb TOUHYIO MPUYUHY U UCTOYHUK KPOBY B
cryne.

3. ECnv CUMNTOMBI COXPaHSIOTCSI, ONpeAeneHne TpaHcgeppuHa criefyeT npoBoAUTbL
C MOMOLUBI0 WHBA3VBHLIX MeTodoB. OTpuuaTenbHble pe3ynbTaTbl HE WCKIOYaloT
KpOBOTEUEHME, TaK Kak HEKOTOPbIE MOMUMbI U KOMOPEKTarbHbIFA pak MOryT KPOBOTOUUTL
NepuoaNYECKN UMK HET Ha onpefeneHHbIX CTaausax 3abonesaHus. Kpome Toro, KpoBb He
MoXeT GbiTb paBHOMEPHO pacnpeaeneHa B obpasuax cryna.

4. OTOT TECT MOXET BbITb MEHEE YyBCTBUTENbHBIM Afs BbISIBIEHWS KPOBOTEHEHWII 13
BEPXHUX OTAEIIOB XKENyAO4YHO-KULLIEYHOTO TPaKTa, MOCKOMbKY KPOBb pasnaraeTtcs npu
MPOXOXAEHNM Yepe3 XemnyAoHHO-KULLIEYHbIN TPaKT.

5. MauueHTam He criegyeT cobupaTb NpoGbl BO BPeMsi MEHCTPyaLWK, ecrin y HuX
KPOBOTOYALLMIA FEMOPPOA, KPOBb B MOYE WUITW HaNpshkeHWe BO BpeMsi AedbekaLmm.

KonupoBaHue u nepegaya TpeTbUM NuuiaM 3anpelueHb!
Mo BonpocaM MeToAMYECKOWU MOMOLLM U 3aKynku obpalarbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemoit YacTbo MHCTPYKLUIA MO NPUMEHEHUIO ABMSIOTCS
apanTauMoHHble NporpamMMbl (MeTOANKU) MO NPUMeHeHUlo Habopa
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B ANs onpeaeneHus
6MOXMMUYECKMX NapaMeTpPOB:
Helicobacter pylori

KnuHuyeckoe 3HayeHue:

Helicobacter pylori npencrtaBnsier coboilt cnupaneBugHylo GakTepwio,
o6HapyXeHHy0 B CMM3WUCTON UNn anuTenuanbHon obomnouyke xenyaka. H. pylori
BbI3blBaeT 6onee 90% A3B ABeHaALATUNEPCTHOM KULLKK 1 [0 80% s13B Kenyaka.

BaxHoCcTb TecTupoBaHusi Ha H. pylori 3HaunTenbHO BO3pOCIa, MOCKOMbKY
noaTeepxaeHa Koppensuus Mexagy npucyTcTB1EM 6akTepui "
NOATBEPXKAEHHBIMUA  KENMYAOYHO-KULLEYHbIMIU  3aboneBaHusiMKM  (kenyaka U
ABeHaaLaTUNepCTHOM KULLIKW), TaKMMW KaK racTpuT, a3BeHHasi bonesHb xenyaka
1 pak xenyaka.

[varHo3 He AOMKeH CTaBWTbCSl HA OCHOBaHWM ofHoro Tecta. Heobxogumo
yUuTbIBaTb pe3ynbTaThl APYrMX UCCNEfOBaHWUM N KIMMHUYECKYIO KapTUHY.

MpuHuun metopa:

HabGop peareHTOB npedHa3HayeH [Ansi KONMUMYECTBEHHOro onpedeneHuns
H.pylori B 06pasuax pacTBopoB kana 4yenoeka. KonnyectseHHoe onpeaeneHve
H. pylori ocHoBaHO Ha peakuuu arrilTUHaLMN Mexay Haxoaswmmmucs B obpastie
aHTureHamu k H. pylori n aHtutenammn kK H. pylori, nokpbiBalOWMMMN NaTeKCcHbIe
YacTuuku peareHta. CTeneHb arrnioTMHaLWKM 3aBUCUT OT KoHLeHTpaumu H. pylori
B 06pasLie 1 Bbi3blBaeT NPOMNOPLMOHATIbHOE U3MEHEHNE ONTUYECKOW NIOTHOCTM.
KoHueHTpaums H. pylori B o6pasue onpegensietcs OTOMETPUYECKU
OTHOCUTESBbHO KanubpoBOYHON KPUBOM.

HaGop npepHasHayeH AnNs UCMOMb3OBaHUS Ha MONyaBTOMaTUYECKUX W
aBTOMaTUYeCKNX BUOXUMUYECKNX aHanusaTopax.

CoctaB HabopoB*:

PeareHT 1 PeareHT 2 KanubpaTtopbl / koHTponu **
TRIS-6ydep; TRIS-6ydep KoHueHTpauus
KoHcepBaHT JlaTekcHble YacTuupl, KanubpaTopoB / KOHTponew
NOKpbITbIE aHTUTENaMn yKasaHa Ha aTUkeTke
k H. pylori
KoHcepBaHT
Hanunuune n o6bem B Habope
28 mn 3mn N0 XenaHuio 3akasynka
Hanuune n o6bem B Habope
56 mn 6 mn P
N0 XEenaHuio 3akasymka
Hanwnuue n o6bem B Habope
M2wmn 12 mn N0 XenaHuio 3akasynka

lMocre eckpbimusi: CTabunbHbl 40 OKOHYAHUSA CPOKa roAHOCTU.

Ha 6opmy aHanuzamopa: cTabunbHbl B Te4eHME 2 MecsILEB.

PeareHT 2 nepeq npMMeHeHneM Heo6Xx0AMMO akkypaTHO nepemeLlathb, YTobbl
pacTBop cTan of4HOPOAHBIM. PeareHTbl He 3amopaxvBaTb.

Kanun6patopbl u KoHTponu H. pylori xuakve, rotoBble k nprMeHeHuto. Mocne
BCKPbITMS cTabunbHbl Npu Temnepartype ot 2°C go 8°C B TeyeHune 1 mecsiua. He
3amopaxwBsaTb.

anSHaKVI HenpurogHoCTu peareHToOB AN NPUMeHeHUus:
- Hann4yue B pacTBope peareHTta 1 MYTHOCTWU.

Mepbl NpegoCTOPOXKHOCTU:

PearenTbl, Bxopswwme B coctaB Habopa, npeaHasHayeHbl TOMbKO ANSA
[OMarHoCTuKM in vitro. He npuHumamp 6 Hympsb.

Kanun6patopbl 1 KoHTponu H. pylori pekoMbuHaHTHble aHTureHbl H. pylori.
OpHako npu pabote ¢ HMUMM HeobxoauMo obpallatbCst Kak ¢ noTeHuManbHO
onacHbIMK BeLiecTBamu.

Mpu pabote c HaGopamy peareHTOB criegyeT MNpUMeHsiTb CpencTea
MHOMBWAYaNbHON 3alMThl B COOTBETCTBUM C AENCTBYIOLLMIA 3aKOHOAATENbCTBOM
Pecny6nukn Benapycb. [lonyckaloTcsi K NMPUMEHEHUIO nepyaTkn MeauLUHCKUe
O[HOpa30Bble W XxanaTtbl MeAuuWHCKWe, oTBevawme aevcTsyowym THIIA
Pecny6nukn Benapyck 1 nmetoLme AOKYMEHTbI, NOATBEPXAAIOLLNE Ka4YECTBO U
6e3onacHoCTb B 06n1acTyt NPUMEHEHNS.

Mpn pabote c¢ HabGopamu cnegyetr cobnogatb npaBuna  TEXHUKK
6e3onacHoCTM B COOTBETCTBUM C  [EUCTBYIOLWMIA  3aKOHOAATENbCTBOM
Pecny6nukv Benapyce.

YTunusaums He MCMofib30BaHHbIX NGO C MCTEKWWM CPOKOM FOLHOCTU
peareHTOB MNPOXOAMT B COOTBETCTBUMU C [ENCTBYIOLMIA 3aKOHOAATENbCTBOM
Pecny6nuku Benapychb.

O6pa3ubl U UX CTaBUNBLHOCTD!:

O6pa3subl kana, cobpaHHble U NOArOTOBNEHHbIE K aHANM3y TOMbKO C MOMOLLbIO
Ty6, BXxoasiLmx B cocTaB Habopa. Obpasupl cTabunbHbl 7 AHE Npy TemnepaTtype
oT 2°C go 8°C.

MeToauku Ansi nofyaBTOMaTU4eCKUX aHaNIn3aTopoB.

Heo6xoaumoe, HO He NpeaocTaBnsiemoe o6opyaoBaHue:

- CnekTpooTOMETP, MO3BOMSAWMA NPOBOAUTL W3MEPEHUS NpU  AnuHe
BOMNHbI 450 HM 1 ANWHOM onTnyeckoro nytTn 1 cm;

- 403aTopbl C HAKOHEYHMKaMW, no3sonstoLme oTéupatb ot 0,04 Mn go 1 mn;

- cekyHOomep.

Xopa aHanu3sa:

YcnoBus NpoBefeHUst aHanmaa:

- AnuHa BonHbl — 450 Hm;

- ANViHa onTu4eckoro nytm — 1 cm;

- Temnepartypa - 37°C;

AHanusaTop 06HYNSOT OTHOCUTENBHO AUCTUMNNPOBAHHOW BOAbI.

BHecTtu B kioBeTy MakpomeTtog MonymukpomeTog

PeareHT 1, Mn 0,915 0,460

YyecmeumenbHocmb: He 6one 0,5 Hr aHTureHa H. pylori / mn (50 Hr/r cTyna).

JluHetiHocmb: 1 — 40 Hr aHTureHa H. pylori / Mn (3aBUCUT OT KOHLEHTpaLMmn
Kanubpartopa, CM. 3TUKETKY U/Unu NacnopT KayecTsa).

Spghexkm npo3oHbI He Habmodaemcest 1o 2 Mkr aHTureHa H. pylori / mn.

ToyHoCMb!

BocnpounssoaMMocTb BHYTpY cepum
CpegaHee (Hr/mn) 9,82 41,32
SD 0,91 2,52
CV, % 9 6
n 20 20

***[laHHble MoMyYeHbl Npu UCNonb3oBaHWM aHanusatopa Mindray cepun BS,
ANs ApYrMX aHanu3aTopoB OHW MOTYT OTNNYaTLCS.

KoHTponb kayecTBa:

KoHTponb  KkayecTBa WM3MEPEeHWA MNpOBOAWUTCA C  UCMOMb30BaHWEM
KOHTPONbHOrO MaTtepvana AByX YpoBHeid. [pu HenpoxoXaeHWn KOHTponen
npoBoanTcs nepekanubposka. [locne nepekanubpoBkM crnegyeT CHoBa
npoTecTMpoBaTh KOHTPOMNW. B criyyae HenpoxoxaeHUs KOHTPOIs kavyecTBa nocne
nepekannbpoBkn, HeobXxoaAMMO NPOBEpUTb WCMPaBHOCTL aHanuaatopa U
Hanuyme NpusHakoB HEMPUroAHOCTU PeareHToB.

Kaxgasi naGopaTtopusi MpoBOAMT KOHTPOSib KayecTBa COrMacHoO CBOEMN
yTBEPXOEHHO cxeme.

PekomeHayeM NpyMeHsTb AN KOHTPOIS KaYecTBa KOHTPOSIbHbLIN MaTepuarn,
BXOASALLWIA B cOCTaB Habopa.

PekomeHayeM NPUMEHATb AMsi KOHTPOMS KayecTBa KOHTPOMbHLIA MaTepuarn,
BXOASALWMIA B cocTaB Habopa, unu npousBofcTea Randox (Benukobputanus),
Spinreact (Ucnanus), Cormay ([MonbLua) n gpyrux NpousBoauTenen.

PedrepeHCHbIe 3Ha4YeHus:

OtpuuatenbHble | Hwke npegena obHapyxeHus 0,5 Hr aHTureHa H. pylori /
pesynbTaThl M.

PesynbTathl ot 0,5 o 1 Hr aHTureHa H. pylori / Mn: HaxoasiTcst Mexay
cepoii obnactn npeaenom obHapyxeHus 1 Npeaenom KorimyecTBEHHOro
onpeaenexus.. Ona yToYHeHus AuarHosa Tpebyetcs
NOBTOPHbIN aHanus. B cnyyae, ecnu BTopon pesynbtaT
TaKKe MokasblBaeT 3HayeHWe B OTOM [JmanasoHe,
pekomeHAayeTcsi MpoBecTu HabnogeHve 3a nauueHTom
Yepes HeKoTopoe BPeMs.

Bbllle Mnpefena KoONMUYeCTBEHHOro onpegeneHust 1 Hr

MonoxwuTtenbHble

pesynbTaThbl aHTureHa H. pylori / mn. MonoxutenbHble pe3ynbTaTtbl
onpegensiioT Hannuve H. pylori B obpasuax crtyna
YernoBeka.

WUHTepdepeHuus:

He melwuatoT onpeaenexuio cnepyowme 6aktepun: Campylobacter coli, Salmonella
enteritidis, Shigella dysenteriae, Campylobacter jejuni, Salmonella paratyphi, Shigella
flexneri, Clostridium difficile, Salmonella typhi, Shigella sonnei, Escherichia coli,
0157:H7, Salmonella typhimurium, Staphylococcus aureus, Listeria monocytogenes,
Shigella boydii, Yersinia enterocolitica.

OrpaHuyeHusn:

1. B kavecTBe obpasua vcrnonb3oBaTb TONbKO CTyn 4enoBeka. Mcnonb3oBaHue
Apyrux obpasLoB He nccrepoBanock. Kayectso Tecta 3aBuCHT OT kavecTBa obpasua.

2. MonoxwuTtenbHble pe3ynbTaTtel onpegensoT Hanudve H. pylori B obpasuax
ekanuin. MonoxuTenbHbIN pesynbTaT AOMKEH COMPOBOXAATLCA AOMNONHUTENbHLIMU

Kanubpartop, mn/ O6paseu, mn 0,045 0,023
MepemewaTb 1 HKybMpoBaTb 5 MUHYT
PeareHT 2, Mn [ 0,075 [ 0,038

*

- obbem peaceHmog 80 priakoHe U Koru4ecmeo hbriakoHO8 Moxem
8apbUpPOBaMbCS 8 3a8UCUMOCMU OM KamasioxXHO020 HOMepa.

** - UuHQopMayus O KamasroxXHOM HOMepe U KOoMriekmauyuu Habopa
npedocmasrneHa Ha calime diasens.by.

o xenaHuto 3aka3yuka Habop Moxem nocmaensimscsi 6e3 KanubpoesoyHo2o
U KOHMPOIbHO20 Mamepuarna.

B coctaB HabopoB BxoaaT Tybbl (yCTporcTBO ANst cbopa u NoaroToBku
obpasua k aHanuay, KoTopble cogepaT 6ydepHblii pacTBOp co
cTabunmn3aTopoM 1 KOHCEPBAHTOM) — B KONMYECTBE SKBMBANEHTHOM KONMUYECTBY
TecToB B Habope.

MoaroToBka peareHTOB K NPUMEHEHUIO U UX CTaBUNBHOCTD!:

PeareHT 1 n PeareHT 2 roToBbl K IPUMEHEHNI0. XpaHUTb B TEMHOM MecTe
npu Temneparype ot 2°C go 8°C.

Heesckpbimbie: cTabunbHbl 4O OKOHYAHWS CPOKa FOAHOCTYH

MepemeLuatb 1 M3MePUTL Yepe3 15 cekyHA ONTUHECKYHO MIOTHOCTb A1 1
ele Yyepes 5 MVHYT U3MEPUTb ONTUYECKYH MIOTHOCTb Az.

Pe3ynbTtarhbi:
[ns kaxporo obpasua un kanubpaTtopa paccunTbiBaloT AA = Az- A1,
KoHueHTpauuto H. pylori B o6pasLe (Cosp) paccunTbiBatoT Mo KanmbpoBoYHOMY

rpacpuky

MocTpoeHne KaNMGPOBOYHON KPUBOWA:
Ka)K,CLbIVI n3 KaJ'IVI6pOB0'~IHbIX PacTBOPOB aHaNM3NpPyeTca, Kak OnncaHo Bbille. Mo

pe3ynbTataM aHanmaa CTpouTca KaJ'II/I6pOB0‘-IHaFI KpuBas: 3aBMCUMOCTb
OMTMYECKOWM MITIOTHOCTU OT KOHLEeHTpauun.
***AHaNUTUYEeCKNe XxapakTepuUCcTUKU:

nHBa ibIMW MeToAaMM (3HAOCKONUA), YTOOLI NOATBEPANUTL Hannune 3Tux 6akTepui.
MoaTBepxaeHne MHMDEKUUN [OMKHO MPOU3BOAUTLCA TOMNBKO BPAYOM MOCIE OLEHKM
BCEX KIMUHUYECKUX 1 NaBopaTopHbIX AaHHbIX U [OMHKHO OCHOBbLIBATLCS Ha KOppensaumm
pesynbTaToB C AanbHEAWUMU KITUHUYECKUMU HaBnoaeHNsaMU.

3. MonoxwTtenbHble pe3ynbTaTbl MOTYT GbiTb NOMyYeHbl AaXe Nocne NCYE3HOBEHUS
CYMMTOMOB.

4. OtpuuatenbHble peaynbTaTbl He SBNSIOTCS MNOATBEPXKAEHWEM OTCYTCTBUS
MHEKUMN, MOTOMY YTO KOHLIEHTPALMA aHTUreHa B Nony4yeHHOM obpasLie MoXeT 6bITb
HUXe, YeM HWKHUA npeden obHapyxewus TecTa. Ecnu cumntombl Bce elle
coxpaHsiloTcs, crneayeT npoBecTu onpeaenenve H. pylori B o6pasue u3 oboraiieHHow
KyTNbTypbl UMW C UCMOMNb30BaHUEM UHBA3UBHOW METOAVKY.

KonupoBaHue v nepegaya TpeTbMM nNuuam 3anpeLyeHbi!

Mo Bonpocam MeToANYECKOW NMOMOLLM U 3aKyNKK obpaluaTbcs no
TenedoHam: 8017-300-65-11; 8017-320-65-10
HeoTbemnemon YacTbio MHCTPYKLUIA NO MPUMEHEHUIO ABNAIOTCA
apanTauMoHHble NporpamMMbl (MeTOANKU) MO NPMMeHeHUlo Habopa
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