TECHNOLOGY
SOLUTION

TS-IIOAK-kasu6paTop

HUHCTPYKLIUA
N0 NPUMEHEHHUI0 MeJUIUHCKOTO U3/ e/ Tusl
«Ha60op Ka1u6pOBOYHBIX IJIa3M /I INHENKU
KoaryjiomeTpoB «Technology Solution»

HA3BHAYEHHUE

MeaunyHCKOE nszenue «TS-IIOAK-kam6paTop»
npeJHa3HA4YeHO /[JIA ITOJyYeHHs KaJUOpPOBOYHBIX 3HA4YeHUH IpU
ompejieJleHUM  aHTHU-Xa  aKTHUBHOCTH  MNpPSAMBIX  OPaJbHBIX
AHTHKOATyJISTHTOB (ITIOAK) (anukcabaH, puBapokcabaH,
boHJaNmapuHYKC M JPYyrux) B IJIa3Me KPOBH XPOMOTE€HHBIM
MeTOJIOM Ha JuHelKe koaryjoMeTpoB «Technology Solution».
Meaunuuckoe usgenve «TS-IIOAK-kanubpaTop» npejHa3Ha4YeHO
TOJIbKO JiJ1s1 Habopa «TS-AHTH-Xa».

HaGop nmnpesHasHayeH TOJbKO MAJs1 NPOGECCHOHATBHOTO
WCNOJIb30BAaHUsl  CNELUaIUCTaMU B  06JacTH  J1aGOpaTOPHOH
JUArHOCTUKH: 3aBeAyWOIIMMH JlabopaTopusimy, Bpadamu KJI/,
BpayaMH-TabopaHTaMHy, MeANIUHCKUMU J1aGopPaTOPHBIMU
TeXHUKaMHU (despaiep-ga6opaHT), Ja60paHTaAMU, MeJULUHCKUMHU
TEXHOJIOTaMH.

O6/1acTh TMpUMeHeHUs Habopa: KIMHHYecKas JabopaTopHas
JMarHOCTHKA, K/IMHWYecKasl MeJULHHa.

XAPAKTEPUCTHUKA HABOPA

IpuHnun Mertopa. KoMnoHeHTbI Ha6opa HMPUTOTOBJIEHBI U3
nyJ1a LUTPATHOH MJIa3Mbl KPOBHU YeJsloBeKa C Jj06aBJIeHHEM Pa3HbIX
KOHLEHTpPAlUi NpAMBIX OpasbHBIX aHTHKoaryasHToB (I[IOAK) B
3aBUCHMOCTHU OT KOMILJIEKTALIUH.

AHTUKOAryJISIHT, COJepKalluiicd B KaJUMOpOBOYHOH ILIasMe,
MHAKTUBUPYeT KoaryJsiLlMoHHbIA ¢dakTop Xa. OcTaBuuiics nocsie
vHakTuBauMu  daktop Xa  cnenuduuecKkH — THUAPOJU3YeET
XpPOMOT'eHHBIH  cy6cTpaT € BblJeJleHHeM  HUTPOAHUJIMHA.
ABTOMaTH4YeCKMH  KOaryJoMeTp  perucTpupyeT  H3MeHeHHue
ONTHYEeCKOW IMJIOTHOCTH NpH AJMHe BoJHBI 405 HM C TeyeHHeM
BpeMeHH, KOTopas 06paTHO MpONOpPLHOHAIbHA KOHLEHTPalUU
AQHTHKOAryJIIHTA B IJIa3Me.

Cocras Ha6opa:

Komniekrauus Ne 1:

1. AnukcabaH-kanu6paTop Ne 1, Ha 1 M1 - 1 .
2. Anukca6aH-kaau6patop Ne 2, Ha 1 M1 - 1 ¢
3. Anukca6aH-kaau6patop Ne 3, Ha 1 M1 - 1 ¢

AHAJIMTUYECKHE
XAPAKTEPUCTHKH HABOPA

JonyctuMoe  oTkJoHeHHe ypoBHed [IOAK B IIOAK-
KaJIM6paTopax OT aTTECTOBAaHHOTO 3Ha4YeHHUs — He 6oJiee 10 %.

KoadouureHT Bapranuu pe3ysbTaTOB ONpejesieHusl YPOBHel
ITOAK B [IOAK-kanu6patopax - He 60Jiee 10 %.

JlonycTUMBIN pa3bpoc pe3y/bTAaTOB OIpefie/leHHs] YpOBHeH
[I0AK B IIOAK-kanu6paTopax U3 pasHbIX HAGOPOB OJHOH cepuu —
He 6os1ee 10 %.

MeTpoJiornyeckas MIPOCJIEXKUBAEMOCTb MPUITUCAHHBIX
3HaYeHU# Kanub6paTopoB npoBoAuTcs B cooTBeTcTBUM ¢ [OCT ISO
17511-2011. 3HauyeHHUs NPOCIEKHUBAIOTCI A0 COOTBETCTBYIOLEH
pedepeHTHOH METOAMKH H3MEePeHHs WJH A0 COOTBETCTBYIOLIETO
pedepeHTHOro MaTepHaa.

HopmaTuBHBle M (QaKTHYeCcKMe 3HA4YeHUs aHAJIUTHYECKHX
[okasaTeJlel ykasaHbI B HaclopTe K Habopy.

MEPBI
NMPEAOCTOPOXHOCTHU

[ToTeHIMaNBHBIA PUCK IPUMEHEeHHs Habopa — KJ1acc 2a (mpuka3
MuHuctepcTBa 3ApaBooxpaHeHus Poccuitckoit @epepannu N2 4H
o1 06.06.2012 r.).

Ha6op ncnosb3yeTcst TOJIBKO J/Is1 IpUMeHeHus in vitro.

Ha6op B 1cno/ib3yeMbIX KOHIEHTPALUAX He TOKCUYEH.

PeareHTsl, BXoAdLIMe B COCTaB Habopa, He COZlepkaT aHTHUTeNa
k BUY 1, 2, Bupycy renatuta C u HBsAg.

[Ipu pa6ote ¢ Ha6opoM ciexayeT cobuogatbe 'OCT P 52905-
2007 «JlabopaTopuu MeAUIMHCKHE. Tpe6oBaHUs 6€30IIaCHOCTH».

[Ipu pa6oTte ¢ HaGopoM c/eAyeT HajJieBaTb OJHOPA30BbIE Iep-
YaTKH, TaK KaK 06pa3ibl KPOBH YeJIOBEKa CJIe/yeT pacCMaTpUBaTh
KaK INOTeHLUaJbHO WHQUIMPOBAHHbIE, CIOCOOHBIE JJIUTENBHOE
BpeMsl COXpaHfATb M TNepeAaBaTb BUY, BUpycbl remaTuToB WX
JII060H Ipyroi Bo36yJUTe/Ib BUPYCHON HHQEKIUH.

Bce wucnosb3oBaHHble MaTepuaabl JAe3WHPULHpPOBATH B
COOTBETCTBUU C Tpe6oBaHusmMu MY 287-113 «MeTtoauyeckue
YKa3aHHs [0 Je3nHeKLUH, NpeJCTepPUIN3alMOHHON OYHUCTKe U
CTEepUJIN3ALMU U3/IeJIUA MeJULIMHCKOTO Ha3HAYEHUS».

OBOPY/10BAHHME,
MATEPHAJIBI, PEATEHTBI

- Koarynometp «Technology Solution»;

- 103aTOpbI NUNeTo4YHble Ha 1,0 Mu1;

- BOJja AMCTUJIMPOBaHHas;

- Habop peareHTOB JyIs ONpejesieHUs] aHTH-Xa aKTUBHOCTH
NpsIMBIX ~ AQHTHKO-aryJISTHTOB Ul JIMHEMKM  KOaryJioMeTpOB
«Technology Solution» (TS-AnTu-Xa) (kaT. N2 874, npousBojuTesib
- 000 ¢upma  «TexHosnorus-CtaHzapT»,  3aKas3blBaeTCs
JIOTIOJIHUTENIBHO);

- IepyaTKU MeJULUMHCKUE AUarHOCTUYeCKHEe OHOPA30BhIe.

INPUT'OTOBJIEHUE PEATEHTOB
U NNPOBEJAEHUE AHAJIU3A
1.MMOATOTOBKA PEATEHTOB K PABOTE

B kaxzapiii ¢srakon ¢ [I0AK-kanubpatopoM BHecTH 1o 1,0 M
JUCTHJTUPOBAaHHOM BOJBI M PAaCTBOPUTH COAEPKHMOE IpH
KOMHATHOH TeMnepatype (+18... +25 °C) 1 c1aboM nepruoguuecKkom
MOKaYMBaHUM [0 TOJIHOTO PAacTBOPEHMS peareHToB. B pesysbrare
MOJIy4al0T KaJHOpPOBOYHBIE PACTBOPBI C YKa3aHHOW B MacmopTe K
Habopy koHuneHTpauuei [10AK, koTopble mepej HCHOJb30BaHUEM
JIOJDKHBI ObITh BbIZIepXKaHbl TP KOMHATHOW TeMIlepaType He MeHee
20 MuH.

2. TPOBEJAEHUE AHAJIN3A

XoJ BBINOJIHEHUS KaJUOPOBKH JO/DKEH MPOBOJUTBHCS B
COOTBETCTBHUM C  DPYKOBOJACTBOM IO  3KCILIyaTalMHd  AJs
ompejieJIeHHOM  MoJesM  aBTOMAaTH4YeCKOro  KoaryJioMeTpa
«Technology Solution».

Hcnonb3oBanue Ha6opa «TS-IIOAK-kaiu6parop» Ajas
Ka/IMGPOBKH WJIM MOCTPOEHUS] KaJIMGPOBOYHOH KpHBOM
TpeGyeTcs B c/Ie AYIOLIUX CAydasax:

o [l KOKZ0M HOBOM cepuH Ha6opa «TS-AHTH-Xa».

e [locse TEXHMYECKOTO WJM CEPBHUCHOTO OGCIYKUBaHUSA
koarysiomeTpa «Technology Solution».

e B cooTBeTCTBUM C TpeGOBAaHUSMM KOHTPOJISI KauecTBa
J1abopaTOpPUU HAa OCHOBAaHUM HOPMAaTHBHBIX aKTOB.

KoaryjomeTp B aBTOMaTH4eCKOM peXuMe CMellHBaeT
Heo6XoAMMble 00beMbl KaJlHOGPOBOYHOHN IJIa3Mbl C PAcTBOpPaMH
¢daxTop-Xa-peareHTa M XpPOMOTEHHOro Ccy6CTpaTa, [OCJe 4Yero
perucTpupyeT U3MeHeHHe ONTHYeCKOM NMJIOTHOCTH MOoJy4yuBLIeHcs
cMecn. Kanmb6poBoyHass KpuBasi BBICTPAWBAETCd NPUOOPOM
aBTOMaTHYECKH.

3. YTEHHUE PE3YJIbTATOB

[losydyeHHble pe3y/bTaThl aHAJU3UPYIOT B COOTBETCTBHUU C
WHCTPYKLMEH K INpUMeHseMOMy Habopy peareHTOB AJs
ompefieJleHHss ~ aHTH-Xa  aKTMBHOCTH  MNpPSIMBIX  OpPaJIbHBIX
antukoaryyssiHtoB  ([I0AK) gz JIMHEHKM — KOaryJioMeTpoB
«Technology Solution» (TS-AnTu-Xa) (xaT. N2 874, npousBoauTe/b
- 000 dupma  «TexHosorus-CtaHgapT», 3aKasblBaeTcs
JIOTIOJIHUTEJIBHO).

KoHLleHTpanMsd aHTUKOary/asiHTa B Hcc/leJyeMOM o6paslie
MOXET  He3HAYUTEJbHO  OTJMYaTbCd  OT  KOHIEHTpalUH,
onpezeseHHOH C  MCIOJb30BaHWEM  TeCT-CUCTEM  JApPYrUx
IPOU3BOAUTEJEH.

YC/1I0BUA XPAHEHUA
U INPUMEHEHHSA HABOPA

MepuuuHckoe usgenue «TS-IIOAK-kanu6paTop» paccydTaH Ha
BBINIOJTHEHHE He MeHee 40 Ka/JIMGPOBOYHBIX MpPOLEAYP NpH pac-
xofe mo 0,02Msn pacTBOopa KaXJoro KajmbpaTtopa Ha OJHO
onpezeseHye. OHAKO B GOJIBIIMHCTBE CUTYAlUH JJis KaJUOGPOBKU
peKoMeHAyeTcs y6IupoBaHue pe3ybTaToB.

MeaunuHckoe usgenuve «TS-IIOAK-kanu6paTop» HeoO6X0AUMO
XpaHUTb NpU TeMnepaTtype +2.. +8 °C B Te4yeHHe BCero Cpoka
roJIHOCTU Habopa - 18 MecsneB B XOJIO/JMUJ/IbHBIX KaMepax WJIU B
XO0JIOAUJIBHUKAX, 06ecrneynBaOIINX perjiaMeHTHUPOBaHHBIH
TeMIlepaTypPHbIH PeXUM.

JlonyckaeTcst TpaHCIOPTHUPOBKA U3/e/Us IPU TeMIepaType A0
+30 °C B TeyeHue 30 CyTOK TPaHCIIOPTOM BCeX BUAOB B KPbITBIX
TPaHCOOPTHBIX CcpeacTBax B COOTBETCTBUHU C npaBUJIaMH
NepeBO30K, AeHCTBYIOLMMMHU Ha TPAHCIOPTe JAaHHOTO BH/IA, @ TAaKXKe
O/IHOKPaTHOe 3aMOpaXKBaHHe.

[locne pasBesieHUs] pacTBOPBI KaJHWOpaTOpPOB NPHUTOAHBI AJS
NpoBe/leHUs1 KaJMGPOBOYHBIX NMPOLELYpP B TeueHHe 4 4acoB HpHU
TeMmmnepartype +18... +30 °C.

He cnenyeT cMemMBaTh peareHThbl 3 HA60POB Pa3HbIX CEPUH.

MEPBI 110 BE3OIIACHOM YTUJ/IU3ALIUU

MEJULIUHCKOI'O U3JE/IUA U OTX0A0B
YTUIM3aLMI0 WK YHAYTOXeHHe, 1e3NHPEKINI0 MeAUIIMHCKOTO
H3Jlesud cleflyeT NPoBOAUTb B cooTBeTcTBUM ¢ CanlluH 2.1.3684-
21 «CaHUTAapHO-3MU/IEMUOJIOTHYECKHE TPeOOBAHUSA K COAEePXKAHHUIO
TEePPUTOPUM TOPOJCKUX U CeJbCKUX IOCeJeHHH, K BOAHBIM
06beKTaM, MNHTbEBOM BOJle W MNUTHEBOMY BOJOCHAGKEHHIO,
aTMoCcpepHOMYy  BO3JyXy, II0YBaM, O KWJbIM  HOMELeHHUsM,
9KCILIyaTallud INPOU3BOJCTBEHHBIX, OOLIECTBEHHBIX MOMeLleHUH,
OopraHu3alliy U NPOBeJeHUI0 CaHUTApHO-NPOTHUBO3NUAEMUYECKUX
(mpoduakTHYECKHUX) MepONPHUSATHI» u MYy-287-113

KaTanoxHblii HOMep HaGopa:
000 c¢upma "TexHonorua-Crangapt”

656037, BapHaya, a/sa 1351, TeA./cakc (3852) 22-99-37, 22-99-38, 22-99-39, 27-13-00




«MeTogudeckue yKasaHHus o Jie3snHPeKIHH,
NpeJCTePU/IN3allMOHHON OYHUCTKE W CTepUJIM3ALUHM  HU3Jesni
MeIMLMHCKOTO Ha3HAYEeHUs».

MeauLMHCKOE H3Je/IMe, He IOoJJiexallee HCIO0Jb30BaHUIo, a
TaKXXe C UCTEKLUIMM CPOKOM I'OAHOCTH OTHOCUTCS K MeJULUHCKUM
orxogaM kiacca A (CaulluH 2.1.3684-21), He cojepauum
HOTEHLMANBHO onacHble MaTepHaJbl u BellleCTBa
(smmpeMuosIoruyecky 6e3omnacHble OTXO/AbI).

Bce ucnosb3oBaHHBIE OJHOpa30Bble PACXOAHBIE MaTepHaJIbl,

obpasyrouyecss npu paboTe C U3AeNHEM, COAepKaljpe 06pasIibl
MJ1a3Mbl KPOBH MalMEHTOB, HeOGXOAHMMO IOABepraTb 06paboTke
Je3MHQUIUPYIOIUMH CPeACTBAMH C NMOCIeAyoLed yTUIN3anuen
(cm. MVY-287-113 «MeToanYyecKHe yKaszaHUs 10 Jie3UHPEKLHUH,
NpeJCTePU/IN3alMOHHON OYHCTKE W CTePUJIM3ALUN  HU3JeHH
MeIULTHCKOTO Ha3HA4YeHHUs»), Kak NOTEeHLMaJIbHO
MHOULMPOBaHHble MeJULMHCKHe oTxoApl kijacca b (CanlluH
2.1.3684-21). C6op,
BpEMeHHO€e XpaHEeHHE U BbIBO3 TAaKHUX OTXOJOB CJIeJyeT BbINOJHATD
B COOTBETCTBUM CO CXeMOHM oOpalleHHss C MeAULUHCKHUMHU
OTXO/aMM, TpPHUHATOH B  OpraHM3alMHM, OCYIIeCTBJSIOLIEN
MeULMHCKYIO0 [1esITeJIbHOCTb.

PeareHTsl, BXoAsAIME B cOCTaB HAG0Pa, He SBJIAITCSA TOPIOYUMHU
M B3pbIBOONMACHbIMU. CHJIbHOE HarpeBaHHe BTOPUYHOH yNaKOBKU
(kopoOKH U 6IMCTEPA) MOXKET IPUBOAUTD K UX BO3TOPaHHIO.

TAPAHTUMAHBIE OBA3ATE/IbCTBA

[IpousBoANTeENE TrapaHTUPYeT COOTBETCTBHE BbINYCKAEMBIX
u3jennn Tpe6OBaHUAM HOpPMaTUBHOM u TeXHUYeCKOH
JIOKyMEeHTAallu! B Te4YeHHe YKa3aHHOTO CPOKa TOAHOCTU IpH
COOGJIIO/IEHUN BCEX YCJIOBUM TpPAaHCIOPTUPOBAHMs, XpaHEHHUs U
NpYMEHEHHUS.

BesonacHocTh, KayecTBO U 3PPEKTUBHOCTb  U3JeNus
rapaHTUPYIOTCs IPOU3BOJUTENEM B TedeHHe BCero CpoKa rOAHOCTH.

Jl1s1 noJtydeHUs HaJleXKHbIX pe3yJIbTaTOB HEO6XOJUMO CTPOroe
cO6J/II0/leHHe MHCTPYKLMU 10 INpHMeHeHHI0 Hab6opa. Jlio6ble
OTKJIOHEHMS OT PeKOMEeH/J0BaHHBIX NPOLeAyp MPOBeieHUS aHAIN3a
U TPUTOTOBJIEHUS PEareHTOB MOTYT IPUBECTH K MOJIyYEeHHIO
HeBePHBIX Pe3yJIbTaTOB HCCJIe0BaHUS.

MeJUUMHCKOe U3Je/Me MPUMEHSATCA HCKIIOUYUTENbHO IS
JIMHeHKH KoarysnomeTpoB «Technology Solution».

MAPKHUPOBKA U3JAEJ/IUA
MeaunyHCKOe  W3JesMe  MapKUpyeTca  CAeAyOLIUMMU
CHMBOJIAMHU:

MeauMHCKOE [sN] Cepwuiinbiii HoMep
usjesnue JIs1
JAUArHOCTUKH in vitro
gc TemnepaTypHbIi DC. Hcnosnb3oBaTh 10
2% JlManasoH

Kaxaplii  ¢JlakoH  peareHTa  MeJMIMHCKOTO  U3Jesds
MapKupyeTcsl HAeHTUPUKATOPOM IUTPUX-KOJQ, INPUMEHHUMBIM
TOJIBKO JJI51 IMHEWKH KoaryJioMmeTpoB «Technology Solution».

[To BompocamM, KacawoIMUMcsl Ka4ecTBa MEJUIIMHCKOTO U3Je/ns
«TS-IIOAK-kanu6patop», ciepyer o6pamartbcss B 000 o¢upmy
«TexHosnorus-Cranzapt» no agpecy: 656037, r. bapHayus, a/sa 1351;
Ten:  (3852)  22-99-37,  22-99-38,  22-99-39.  E-mail:
mail@tehnologia-standart.ru. https://www.tehnologia-standart.ru,
htpp://TexHonorus-cranaapt.pd.

Bepcusa nncrpykuuu 1.0.
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