YTBEPXAAHRK
kTop OOO dupmsbl
A-CtaHgapT»

A.l1. MomoTt
2021 T.

NMHCTPYKLUWA

Mo NPUMeEHEHUIO MeANLIMHCKOIo U3aenus
«Habop KOHTPONbHbLIX M1a3m Anst MMHENKN KoarynomeTpoB «Technology Solutions»
(TS-IenapunH-KOHTPONb)»
HA3SHAYEHWNE

MeauunHckoe wu3genve «TS-IenapuH-KOHTPONb»  NpefHasHavyeHO A4  NPOBeAeHUsA
BHyTpunabopaTopHOro KoHTponsa kKadectBa (Quality Control) meamumHckoro wusgenus «Habop
peareHTOB [N OnNpefeNieHNs aHTWU-Xa aKTUBHOCTU MPAMbIX aHTUKOArynsHToB ANs JINHENKM
KoarynometpoB «Technology Solution» (TS-AHTU-Xa)» npu onpegeneHUn aHTU-Xa akTUBHOCTU
NPAMbIX aHTUKOArynaHToB (HepakyMOHUPOBaHHbIN renapuH (H®I) M HU3KOMONEKYNSAPHbIE
renapuHbl (HMI)) B nnasme KPOBW XPOMOreHHbIM METOAOM Ha JIMHelKe KoaryiomMeTpoB
«Technology Solution».

Habop npefHa3HayeH TOMbKO ANA MPOMEecCMOHaNbHOro MCMNofb30BaHWA cneyuanucTamn B
obnactv nabopaTtopHOM AMArHOCTUKK: 3aBefyrowmmm nabopartopusmu, spadyamu KJ1[, Bpayamu-
nabopaHTaMu, MeAULUHCKMMKN NnabopaTOPHbIMU TeXHUKaMK ((henbaliep-nabopaHT), nabopaHtamu,
MeAULMHCKUMWN TEXHO/Ioramu.

O6nactb npumeHeHWs Habopa: KAMHMYecKas nabopaTtopHas AMArHOCTUKa, KAUHUYecKast
MeauLmHa.

XAPAKTEPNCTUKA HABOPA

MpuHUMN MeToaa. 3akntouvaeTcs B OCYLLECTBAEHUU BHYTPUIAbopaTOpHOro KOHTPOAS
KayecTBa Habopa peareHToB «TS-AHTU-Xa». Habop COCTOUT U3 KOHTPOJbHLIX NNasM,
ABNAKOWMXCH NUODUIN3NPOBAHHONW CMecblo 6efHbIX TpombouuTammu naasMm KpoBW 340POBbIX
nofeid. KOHTponbHble Niasmbl CrieunanbHo NOArOTOBMEHb! A5 MONYYEHUS 3a4aHHOM0 AnanasoHa
3HayYeHU npu [ob6aBNeHMM pasHbiX KOHLUEHTpauuii rernapuHa C MCMOMb30BaHWEM BHYTPEHHUX
CTaH4apToB, aTTeCTOBAHHbIX no MeXAYyHapoaHbIM CTaH4apTHbIM obpasuam
He()pakLMOHMPOBAHHOTO M HW3KOMOJIEKY/IAPHOTO renapuHa, pekomeHgosaHHbix BO3. «HMI -
KOHTpPO/b L» - nna3ma ¢ HU3KMM YpPOBHEM HU3KOMONEKynsapHoro renapuHa. «HMI -koHTponb H»

- Mnasma C BbICOKMM YPOBHEM HWU3KOMOMEKYNAPHOro renapuHa. «H®I-KOHTponb L» - nnasma c

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



HU3KUM YPOBHEM He(pakKuMOHMPOBAHHOIO renapuHa. «H®I-KOHTponb H» - nnasma ¢ BbICOKMM
YPOBHEM He(paKLUMOHNUPOBAHHOIO renapuHa.

CocTaB Habopa (BapuaHTbl KOMIMeKTaLnm):

KomnnekTtaumna Ne 1;

1. HMTI -koHTposb L, Ha 1mna- 3 .

2. HMT -KoHTponb H, Ha 1mn - 3 .

KomnnekTtayma Ne 2:

1 H®I-KoHTponb L, Ha 1M - 3 .

2. H®T-KoHTpOSIb H, Ha 1 mn - 3 .

AHATTNMTNHECKNE XAPAKTEPNCTUNKWN HABOPA

KoathununeHT Bapuaumm pesynbTaTOB ONpefeneHnss KOHTPONMIMPYEMbIX MOKasaTenei - He

npesbiwaet 10 %.

JonycTnMoe OTK/IOHEHME KOHTPONUPYEMbIX nokasaTtefieil OT aTTECTOBAHHOIO 3HAYEHUS - He

npesbiwaet 10 %.

JonycTumblii pa3dbpoc pesynbTaToB OMNpefeNieHNss KOHTPONIMPYEMbIX NMokasaTesieil B pasHbIX
Habopax ofHOW cepuun - He npeBbiwaeT 10 %.

MeTponornyeckas MpPOCNEXNBAEMOCTb MNPUNUCAHHLIX 3HAYEeHWI KOHTPOJIbHLIM MNa3Mam
nposoantca B cootBetcTBuM ¢ [OCT ISO 17511-2011. 3HayeHMA nNpocCnexusarTcsa [0
COOTBETCTBYIOLLEr0O pedhepeHTHOro Matepuana.

HopmaTuBHbIe 1 (haKTUYECKNE 3HAUYeHUSA aHaIMTUYEeCKUX NoKasaTesleil yKasaHbl B nacrnopTe K
Habopy.

MEPbI MPEAOCTOPOXHOCTW

MoTeHuManbHbIA PUCK NPUMEHEHUA Habopa - Knacc 2a (npukas MwuHUCTepcTBa
3apaBooxpaHeHuns Poccuiickoin ®egepaymm Ne 4H o1 06.06.2012 r.).

Habop ucnonb3yeTcs TONbKO AN NPUMEHEHUS in Vitro.

Habop B MCMONb3yeMbIX KOHLEHTPALUAX HE TOKCUYEH.

PeareHTbl, BXOAsLLME B COCTaB Habopa, He cofepXaT aHTUTena K BUY 1, 2, Bupycy renatuta
C n HBsAg.

Mpn pab6ote c Habopom cnegyetr cobnwgate FOCT P 52905-2007 «Jlabopatopuu
mMeauumHcKue. TpeboBaHMsA 6e30MacHOCTU».

Mpn paboTe c obpasyamy nNnasMbl KPOBU NaumeHTOB HEOOXOAUMMO HafeBaTb OAHOPa30Bble

nepyaTku, TaK Kak Takume 06paslbl cregyeT pacCMaTpmMBaTh Kak MOTEHLMANbHO UHAWLUPOBAHHbIE.
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CNOCOGOHbIe AAUTENbHOE BPeMs COXPaHATb M nepefaBaTb BWY, Bupycbl renaTutoB wau no60i
ApYyroi Bo30yanTeNnb BUPYCHOM UHMDEKLNN.

Bce ncnonb3oBaHHble maTepuans! Ae3VHpUUMPOBaTb B COOTBETCTBUMU C TpeboBaHUAMU MY
287-113 «MeTognyeckne YyKaszaHUA MO [Ae3nH(eKUnn, npeacTepunm3alMoHHON O4YnCTKe U

cTepunn3aumm U3nennini MefuLMHCKOro Ha3HauYeHus».

OBOPYOJOBAHUWE, MATEPWAJIbl, PEATEHTDbI
- KoarynomeTtp «TechnologySolution»;
- 103aTOp NUMeToYHbIA Ha 1,0 mn;
- BOfa AMCTUNMPOBaHHas;
- nepyaTKy MeAULNHCKME AMarHOCTUYECKMe OAHOPa30BbIE;
- Habop peareHTOB ANa onpefeneHns aHTU-Xa akKTUBHOCTU NPSIMbIX aHTUKOArynsHToB Ans
nuHekn kKoarynomeTtpoB «Technology Solution» (TS-AHTu-Xa) (kat. Ne 873, Ne 874,

npounssogmtens - OO0 upma «TexHonorna-CrtaHgapT», 3aKa3blBaeTCA LOMONHUTENBHO).

MPNTOTOBJIEHVE PEATEHTOB U NMPOBEAEHVNE AHATN3A

1. MOoArOTOBKA PEANEHTOB K PABOTE

Bo (pnakoHbl C KOHTPO/IbHbIMX Mfa3Mamu BHeCcTW no 1,0 MA AUCTUNNMPOBAHHOW BOAbI U
pPacTBOPUTbL COZLEPXUMOe Npy KOMHATHOW Temnepatype (+18... +25 °C) 1 nerkom nokaynsaHuu o
MOJIHOrO PacTBOpPeHWA peareHTa. PasBefieHHble nasmbl Mepef WCCMefOBaHWEM BblLEPXATb He
MeHee 15 MWH NpPU KOMHATHOW TemnepaType.

2. MPOBEAEHVE AHANN3A

Koarynometp B aBTOMaTU4YeCKOM peXume CMelnBaeT He06XoAnMble 06beMbl KOHTPObHOW
nnasmbl C pacTBopaMy (akTop-Xa-peareHTa, XpOMOreHHOro cy6ctpata M aHTUTPOMOMHA - ANnA
Habopa «TS-AHTU-Xa» KomnnekTayum Ne 1 (kat. Ne 873), nocne 4ero perucTtpupyer M3MeHeHue
ONTUYECKON MJIOTHOCTM MOJIYUYMBLUENCA CMECM W paccyUMTbiBaeT KOJIMYECTBEHHOE CcofepXXaHue
aHTMKOArynsaHTa B KOHTPOJIbHOW Mnia3me.

Xof BbIMNONHEHUA aHanuM3a [O/KEH MPOBOAUTLCA B COOTBETCTBMUM C PYKOBOACTBOM MO
aKcnnyatauum ONnA  OnpefesieHHONW MOJenn aBTOMaTMYeckoro koarynometpa «Technology
Solution».

3. UTEHWVE PE3Y/IbTATOB

Mpun ocylecTBNieHNN BHYTPUIAO0OPATOPHOTO KOHTPOSA KayecTBa MPUHATO YAEepPXuBaTb
KOHTPO/NIMPYEMbIA NOKasaTeNlb BHYTPU AuanasoHa [BYX CpefHeKBaApaTUUHbIX OTK/IOHEHWA.
[AvanasoHbl KOHTPOMPYEMbIX MapaMeTpoB BblYMC/IEHbl C YYETOM CTaHAapTHOrO0 OTK/IOHEHUA U

yKasaHbl B nacnopTe K Habopy peareHToB.
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YCNnoBna XPAHEHUA N TMIPUMEHEHWNA HABOPA

OAWH (DNakoH KOHTPONIbHOW MAasmbl MeAULMHCKOro usgenus «TS-FenapuH-KOHTPO/b»
paccumTtaH Ha nposefeHue [0 40 KOHTPOJSIbHbIX M3MEPEHUIA MpW pacxoje pacTBopa peareHTa o
0,02 mn Ha 1onpegeneHue.

MeaununHckoe unsgenne «TS-IenapuH-KOHTPONb» HEOBXOAMMO XpaHUTb MpWU TemnepaTtype
+2... +8 °C B TeueHuMe BCEro Cpoka rogHocTn Habopa - 18 MeCALEB B X0N0ANbHbIX KaMepax WU
B XONOAUNbHMKAX, 06ecneynBaroL X pernaMeHTUPOBaHHbIA TeMNEPATYPHbIN PEXUM.

JonyckaeTca TpaHCNoOpTUPOBKa n3genua npu temnepatype fo +30 °C B TeueHue 30 CyTOK
TPaHCMNOPTOM BCEX BWAOB B KPbITbIX TPAHCMOPTHbLIX CPEACTBaX B COOTBETCTBMW C MpaBuiamu
nepeBO30K, AEMCTBYHOLWMMN Ha TPAHCMOPTe AaHHOMo B1Aa, a TakXKe OAHOKpaTHOe 3aMOpaXusaHue.,

KOHTpO/IbHbIE MnasMbl NOC/e pasBefeHnsa MOXHO XpaHUTb npu Temneparype +18... +30 °C
He 6onee 4 u.

He cneayeT cMeLIMBaTh peareHThbl U3 HAGOPOB PasHbIX CEpPUii.

MEPbI MO BE3OMACHOW YTUNN3ALMN MEANLIMHCKOIO U3AENNA N OTXO40B

YTUNM3auMio UM YHUUYTOXEHWE, Ae3NHMEeKUNI0 MeAULMHCKOrO n34enus cnefyet npoBOAUTb
B cooTBeTcTBuM C CaHluH 2.1.3684-21 «CaHuTapHO-3aNuaeMunonornyeckne TtpeboBaHUA K
COLEPXaHNI0 TEPPUTOPUIA TOPOACKUX U CeNIbCKUX NOCeNIEHNI, K BOLHbIM 06beKTaM, NUTLEBON go,qe
M NUTbEBOMY BOLOCHAGXEHWI0, aTMOC(epHOMY BO34YyXY, MO4YBaM, >XWU/bIM MOMELLEHUAM,
aKcnsyataumMy NpOM3BOACTBEHHbIX, OOLWECTBEHHbIX MOMELWEHNN, OpraHn3aumMm u MNpoBeLEHUIO
CaHUTapPHO-NPOTUBO3INNAEMUYECKMX  (MpodunakTUYecKux)  Meponpuatuii» u  MY-287-113
«MeToAMuecKue ykaszaHua Mo [e3vH(eKkuMu, NpescTepuin3alMoHHON OUYMCTKE W CTepuamsaunu
N34ennii MegULUNHCKOTO Ha3HaYeHNs».

MeanumnHcKoe u3fenve, He MOAJexallee WCNOMb30BaHUIO, & TakXe C WCTEeKWMWM CPOKOM
ro4HOCTN OTHOCUTCH K MeAuUUMHCKMM oTxopam kKnacca A (CaHlMnH 2.1.3684-21), He cogepKalinm
MoTeHLUManbHO onacHble MmaTepuasnbl 1 BellecTsa (3aNNMAeMmMonornyeckn 6esonacHble 0TXo4bl).

Bce ucnonb3oBaHHble OLHOPa30Bble pacXofHble Matepuansl, obpasytouimecs npu paboTe C
n3genvem, cogepxaline obpasubl niasMbl KpOBM MauuveHTOB, HeO6X04MMO nofBepraTb 06paboTke
Ae3VHpUUMPYOWMMK  cpeacTBaMM ¢ nocnegyrwoulen  ytunusauymein  (cm.  MY-287-113
«MeToanyeckne ykasaHua No Ae3vH(EeKUUn, npecTepunn3alMoHHON OYUCTKE U CTepumsalmmu

n3gennii  MeAWLMHCKOTO HasHauyeHUs»), KaK MOTeHUManbHO WHAOULUPOBAHHbIE MeAULIMHCKUE

oTxoAbl Knacca b (CaHlMuH 2.1.3684-21). C60p, BPEMEHHOE XPaHEHWE W BbiBO3 TaKMX OTXO0A0B
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®cnefyeT BbIMOMHATL B COOTBETCTBUMN CO CXEMOM 06pallleHns C MeAULMHCKUMMN 0TX04amMu, NMPUHSATON
B OpraHm3auuu, oCyLecTBAAIOLLEA MEANLNHCKYIO AeATeNbHOCTb.
PeareHTbl, BX0oAsfllMe B COCTaB Habopa, He SABNAKOTCA TOPHOYMMM U B3PbIBOOMACHBIMMU.

CunbHOe HarpeBaHMe BTOPUYHOIN YMNakoBKM (KOPOGKM W GAUCTepa) MOXET MNPUBOAMTb K KX

BO3ropaHuio.

FAPAHTUWHBLIE OBA3ATE/IbCTBA

Mpou3BoAuUTENb  rapaHTUMpyeT COOTBETCTBME  BblMyCKaeMblX U3fenui  TpeboBaHWAM
HOPMAaTMBHOW W TEXHWYECKOW [OKYMeHTauunm B TeyeHWe YKa3aHHOro Cpoka roLHOCTU npw
cobN0AeHNN BCEX YCNOBMI TPAHCMOPTUPOBAHUSA, XPAHEHUS U MPUMEHEHUS.

Be3onacHOCTb, KauyecTBO W 3(PHPEKTUBHOCTb W3LENUA rapaHTUMPYKTCA MPOU3BOAUTENEM B
TeyeHue BCEro CpoKa rofHoCTH.

[na nonyvyeHns HafeXxHbIX pe3y/bTaToB HEOOXOAMMO CTPOroe cob/ofeHne NHCTPYKLUKN NOo
npYMeHeHUto Habopa. J1tobble OTK/IOHEHUS OT PEKOMeH0BaHHbIX Mpoueayp NpoBefeHUs aHanm3a
W MNPUrOTOBNEHUA peareHTOB MOryT TNPUMBECTM K TMOJYYEHUIO HEBEPHbIX pPe3y/bTaToB
nccnefoBaHus.

MefuUMHCKOE Un3fenne MNPUMEHATCA UCKNIOUYUTENbHO AN NIMHENKW  Koary/nomeTpoB
«Technology Solution».

MAPKMPOBKA N3AENTNA

MeanunHCKOe 13AeNnne MapKUpyeTcs cnefytowmMmMm CUMBONAMN:

MeguunHckoe — u3genue  Ans SN CepuitHbli HOMEp

IVD ANArHOCTUKM in vitro

TeMmnepaTypHbIii aranasoH CX| Mcnonb3oBath 0

Kaxablil hnakoH peareHTa MEAULMHCKOTO U3AeNNs MapKUpyeTcs NaeHTU(HNKATOPOM LWTpUX-

Kofa, NPUMEHUMbIM TONIbKO AN IMHENKN KoarynomeTpoB «Technology Solutions.

Mo Bonpocam, KacalwWwMMmcA KayecTBa MeAULUHCKOro usfgenua «TS-IenapuH-KOHTPOSbY,
cnepyet obpawatbcs B OO0 ¢gupmy «TexHonorns-CtaHaapT» no agpecy: 656037, r. bapHayn, a/a
1351; Ten.: (3852) 22-99-37, 22-99-38, 22-99-39. E-mail: mail@tehnologia-standart.ru.

https://www.tehnologia-standart.ru, htpp://TexHonoruga-ctraHgapt.pd.

Bepcusa nHetpykuum 1.0.
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MpoLuHypoBaHOo, NPOHYMEPOBAHO
N CKPEnJIeHo neyaTbto
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20/ /.

hupma
aHgapT»

A.l'. MomoTt



