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HHCTPYKILHA

no NPHMEHEHHI0 MEeAHIHHCKOr0 H31eHs
«Ha6op KOHTPONBHBIX NJIa3M A4 JIHHeH KH KoaryaomeTpos «Technology Solution»
(TS-ITIOAK-kouTpoB)»
HA3HAYEHHE

Meauunnckoe um3genune  «TS-IIOAK-koHTpons»  mpeaHasHaueHO /Ui MpPOBEICHHA
BHyTpHiabopatopHoro koHTpossa kauyectBa (Quality Control) mMeauumnckoro usaenus «Habop
peareHToB Il OMNpeleneHUs aHTH-Xa aKTHBHOCTH MPAMBIX aHTHKOAry/JIAHTOB A JIMHEAKH
koaryJjometpoB «Technology Solution» (TS-AHTu-Xa)» npu onpenesneHUN aHTH-Xa aKTUBHOCTH
npAMBIX opaibHbIX aHTHkoarylaHToB (I[IOAK) (anmkcabGan, puBapokcabaH, ¢oHAanapuHykc M
ApYrux) B IUla3M€ KPOBM XPOMOT€HHbIM METOAOM Ha JHHelike koarynomeTpoB «Technology
Solutiony.

Habop npeanassaueH ToabKO Wi NpodecCHOHANBHOrO MCMONB30BaHHA CHELHATUCTAMH B
obnactu nabopaTopHoil AHarHOCTHKM: 3aBeaylOIIMMHU naGopaTopusmu, Bpauamu KJIJ1, Bpauamu-
nabopaHTaMH, MEIULMHCKUMH J1abopaTopHbIMHM TeXHHKaMH (denbaiuep-nabopanT), nabopaHtam,
MEIMLUMHCKHMH TEXHOJIOTAMH.

Obnacte npuMeHeHus Habopa: KiaMHMYeckas nabopaTopHas AMArHOCTHKA, KIHHHYECKas
MEJULHHA.

XAPAKTEPUCTHUKA HABOPA

Ilpuauun meroaa. 3aKio4aeTcs B OCYLIECTBJIEHHM BHYTPHUIa00OpPaTOPHOrO KOHTPOIS
kayectBa Habopa peareHToB «TS-AHTH-Xa». HaGop COCTOMT H3 KOHTPOJBHBIX [LIA3M,
ABJIAIOIMXCA  NTHOGHIM3UPOBAHHON CcMechio GelHBIX TpoMOOUMTaMH MNasM KpPOBH 3J0POBBIX
moei. KOHTpobHbIE M1a3Mbl CNIEUMAIBHO MOATOTOBJEHDI JUIA NMOyYeHHs 3aJaHHOTO AUana3’oHa
3HAYEHHH MpH 100aBICHHUH PasHBIX KOHLIEHTPALIMiA NpAMBIX opaabHbIX aHTHKoaryasHToB (ITOAK)
B 3aBUCUMOCTH OT KoMIuIeKTauuH. Koutpoas L — nna3Ma ¢ HU3KMM ypoBHEM NPAMOro opajibHOro

AHTHKOAryJIfHTA, KOHTPOJb H - nmnnasma ¢ BBICOKHM YPOBHEM [pPAMOIo OpajJbHOIoO

AHTHKOAryJsHTAa.

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHIA W PETMCTPALIMI MERHLMHCKWX H3ENHI



CocTaB Habopa (BapHaHTL! KOMIUIEKTANME):

Kommnekramua Ne 1:

1. Anukcaban-koHTpons L, Ha 1 Mn - 3 ¢,

2. Anukcaban-kontpons H, va 1 Mn - 3 ¢a.
KoMmaexraupus Ne 2:

1. PuBapoxcaGan-konTpons L, Ha 1 mu - 3 ¢a.
2. PuBapoxcaban-konTpons H, Ha | M - 3 ¢n.
Komnnexrauus Ne 3:

1. donpanapunykc-konTpons L, Ha | Mn - 3 ¢a.
2. ®onpanapuHyKkc-koHTpons H, sa 1 M - 3 ¢n.

AHAJIHTHYECKHE XAPAKTEPHCTHKH HABOPA

KoapdpuuueRT BapHaUHA pe3ynbTATOB ONpPENEHCHUS KOHTPOJIHPYEMBIX nokasarenei — He
npessiiaer 10 %.

JioImycTHMO€ OTKNOHEHHE KOHTPOIHPYEMBIX TIOKa3aTened OT aTTECTOBAHHOTO 3HAYEHHA — He
npessiinaet 10 %.

HonycTramelii pa3Gpoc pe3yabTaToB OMpesefeHHS KOHTPOIMPYEMbIX MOKasaTenel B pasHbIX
peareHTax OHOM cepyH — He npeBnimaeT 10 %.

Mertponorsueckas NPOCHEKHBAEMOCTE NMPHNKCAHHBIX 3HAYCHHN KOHTPOJBHBIM ILIA3MaM
nposoauTcs B coorserctBHM ¢ [OCT ISO 17511-2011. 3nHaueHHs NpOCNeXUBAIOTCA [0

COOTBETCTRYIONIEH pedepeHTHON METOAKKH H3MEPEHHA UITH 10 COOTBETCTBYIOWETO pedEepPEATHOrO
MaTtepuana.

HopmaTupHEIe U HaKTHUECKHE 3HAUCHHS AHATUTHYESCKHUX MoKa3aTesneit ykasaHb! B [IACTIOPTE K

Habopy.
MEPBI IIPEAOCTOPOXHOCTH

IloTeHumanbHeif PHCK TNpHMeHeHMA HaGopa — knace 2a  (npukas Mn;lncrepcma
3apaBooxpaneHns Poccuiickoit ®epepaunu Ne 4u ot 06.06.2012 r.).

Ha6op ucnone3yerca ToIbKO A3 MpUMEHEHHUA in Vitro,

Ha6op B Henonb3yeMBIX KOHLIGHTPAIMAX HE TOKCUYEH.

PearenTs, BXo/dilue B cocTaB HaGopa, He cofiepxar antutena k BUY 1, 2, supycy remarura

C n HBsAg.

Ilpn paGore c¢ HaGopom cnexyer cobmoaats I'OCT P 52905-2007 «JlaGoparopuu
MEIHLHHCKHE. TpeboBanus Ge30macHOCTHY.
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K

npu pabote ¢ obpasLaMn Msasmbl KPOBM MaLMeHTOB HEOOXOAMMO HafeBaTb OAHOPa30Bble
MepyaTky, Tak Kak Takve 06pasLbl CrieflyeT paccMaTpmvBaTh Kak MOTeHUMaIbHO HPMUMPOBaHHbIE,
CMoco6Hble [/IMTeNIbHOE BPeMsI COXPaHsaTb M nepegasaTb BUY, Bupycbl renatmtoB win nko6oi
APYyroi Bo30yanTe b BUPYCHON UH(EKLIMM.

Bce ncnosnb3oBaHHbIE MaTepuaribl Ae3UHPMLMPOBAaTL B COOTBETCTBUM C TpeboBaHuAMK MY
287-113 «MeToAnYecKMe YKasaHUs M0  [Ae3VHMEKUMM, NPEeACTEPUINZALMOHHON O4YMUCTKE W

CTEPUN3ALIAN U3AENNIA MEAVLIMHCKOIO Ha3HAYeHsI».

OBOPYAOBAHWE, MATEPUA/DbI, PEATEHTDI

- Koarynometp «Technology Solutiony;

- 03aTOP NUMETOYHbIA Ha 1,0 M,

- BOfa ANCTWIIMPOBaHHas;

- MepyaTKy MeAVLMHCKIME AMarHOCTUYECKNE OAHOPa30BbIe;

- Habop peareHTOB A4S OMpefe/ieHNss aHTU-Xa aKTUBHOCTU MPAMbIX aHTUKOAry/IAHToOB /15
NMHenKn KoarynometpoB «Technology Solution» (TS-AHTK-Xa) (kat. Ne 874, npounsBoguTesb -
OO0 gmpma «TexHonorma-CraHaapT», 3aKas3bIBaeTCA A0MNONHNTENLHO).

MPNTOTOBNEHWE PEATEHTOB M TMPOBEAEHVNE AHANTN3A
1L.MNMOATrOTOBKA PEATEHTOB K PABOTE

Bo ¢uiakoHbl C KOHTPO/IbHbIMM M1a3MaMn BHeCTM No 1,0 M1 AUCTWI/IMPOBaHHOW BOfbl U
PacTBOPUTL COAEPXKMMOE MPU KOMHaTHOM Temnepatype (+18... +25 °C) 1 /lerkom noKaumBaHumn o
MOJTHOr0 PacTBOPeHUs] peareHTa. Pa3sBefeHHble M/1a3Mbl Mepes MCC/ef0BaHNEM BblepKaTb He
MeHee 15 MVH Npy KOMHaTHOM TemnepaType.

2. MPOBEAEHVWE AHAJTN3A

Koary/iomMeTp B aBTOMaTUYECKOM PEXUME CMELLMBAET HEOOXOAVMbIE 06beMbl KOHTPO/TbHOM
MiasMbl C pacTBopaMn (pakTop-Xa-peareHTa W XPOMOreHHOro cy6cTpara, Mnocse 4ero
PErUCTPUPYET U3MEHEHME OMTUYECKOM TM/IOTHOCTM MOMYYMBLLECA CMECM W PacCUMTbIBaET
KO/TMYECTBEHHOE COflepXKaHve aHTMKoary/iaHTa B KOHTPO/TbHOW MiasMe.

Xo[ BbINOMHEHUS] aHa/mza [0/DKEH MPOBOAUTLCA B COOTBETCTBUM C PYKOBOACTBOM O
aKcr/lyaTaumMn /11 OnpefenieHHoO Moaenn  aBTOMaTU4ecKoro Koarynometpa «Technology
Solution.

3. UTEHWVE PE3Y/IbTATOB

Mpy  OCyLLECTB/IEHMM BHYTPWIAbopaTOpHOro KOHTPOIS KayecTBa MPUHATO YaepXKuBaTb
KOHTPO/IMPYEMbIA  MOKasaTeNlb BHYTPU AuanasoHa [ABYX CpeAHeKBagpaTUUHbIX OTK/IOHEHWIA.
[vanazoHbl KOHTPOMMPYeMbIX MapamMeTpoB BbIYUC/IEHbI C YYETOM CTaHAApTHOMO OTKJ/IOHEHMSA Y

yKaszaHbl B NacropTe K Habopy peareHToB.
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yYC/NoBUA XPAHEHWUA N MPUMEHEHNA HABOPA

OanH  (1aKOH KOHTPO/IbHOM  M1a3Mbl  MeAUUMHCKOTo  m3genna  « TS-MOAK-KOHTPO/Ib»
paccumTaH Ha npoBegeHue 40 40 KOHTPO/bHbIX M3MEPEHWUIA MPU Pacxofe pacTBopa peareHTa Mo
0,02 mn Ha 1 onpepeneHwue.

MeavupmHekoe umsgenvie «TS-NMOAK-KOHTPONb» HEeobXxoAuMO XpaHWUTb Mpu Temreparype
+2... +8 °C B TeYeHMe BCEro CpoKa rogHoCcTy Habopa - 18 mecsueB B X0MOAWIbHBIX KaMepax win
B XO/1I0AW/IbHNKAX, 06ecrevmBatoLLMX persiaMeHTUPOBaHHbIA TeMMEPaTyPHbLIA PEXMM.

JonycKaeTca TpaHcrnopTupoBKa 13aenms npu temneparype o +30 °C B TedeHme 30 cyToK
TPaHCMOPTOM BCEX BUAOB B KPbITbIX TPAHCMOPTHBLIX CPEACTBaX B COOTBETCTBMM C MpaBWIaMm
MepeBO30K, AENCTBYIOLLMMM Ha TPAHCMOPTe A4aHHOI0 BUAA, a Takke OAHOKPaTHOE 3aMOopadkmBaHVe.

KOHTpPO/IbHbIe M/1a3Mbl MOC/e PasBefeHNA MOXHO XpaHUTb Npy Temnepatype +18... +30 °C
He 6osee 4 u.

He cneflyeT cMeLLyBaThb peareHTbl M3 HaboPOB PasHbIX CEPUIA.

MEPbI MO BE3OMACHOW YTUNU3ALUNN MEAVNLWMHCKOIO U3AENNA N OTXOA0B

YTUnvsauuio WM YHUUTOXEHVe, Ae3VH(eKLMI0 MeULIMHCKOrO U3ie/va cneayeT npoBoaUTb
B cootBeTcTBUM € CaHlMnuH 2.1.3684-21 «CaHUTapHO-3NMAEMUONOrNYECKE TPeboBaHUS K
COLEPXKaHNI0 TEPPUTOPUIA TOPOACKUX M CeNbCKMX MOCESIEHNA, K BOAHbIM 00beKTaMm, MUTLEBOM
BOAE W MUTLEBOMY BOLOCHAOXEHWIO, aTMOC(epHOMY BO3LyXY, MOYBaM, >XWIbIM MOMELLIEHUSM,
aKCryaTauym MpPOU3BOLACTBEHHbIX, 06LLECTBEHHbLIX MOMELLEHWIA, OpraHu3auumM 1 MnpoBeaeHNO
CaHMTapHO-NPOTMBO3NNAEMNYECKMX  (NPOIMNAKTUYECKMX)  MeponpusTuily 1 MY-287-113
«MeTognueckme yKasaHus No Ae3nHMeKUMn, NPeacTepuIM3aLlMoHHON OUUCTKE N CTepum3aLmm
N30eNNIA MEAVULMHCKOr0 Ha3HaueHNsI».

MeaVUWHCKOe U3AeNne, He MOA/Iexalllee MCMoNb30BaHWI, a Takke C UCTEKLLUMM CPOKOM
rOAHOCTWN OTHOCUTCA K MeanUMHCKMM oTxodam Knacca A (CaHlMnH 2.1.3684-21), He cogepyatLimm
MoTeHUMa/IbHO OMacHble MaTeprasbl 1 BeLlecTBa (3NVAeMNONornyeckn 6e3onacHble 0TXobl).

Bce 1Cnonb30BaHHbIE OAHOPA30Bble PacXofHble MaTepuasibl, 06pasytoLLmecs npu paboTe ¢
N3aennem, Coaepkalle obpasupbl MnasMbl KpoBWU MaLyeHToB, HeobXoAMO MoABepraTb 06paboTke
ASVHDMUMPYHOLWMMIA  cpeacTBaMyM € MOCNedyoLwein  ytumsaupein  (cm. MY-287-113
«MeToanYecKme yKazaHus Mo Ae3VH(eKUMW, NPeaCcTEPUIN3aLMOHHOA OYMCTKE U CTepunsauLmm
N34e/TMA  MeAVNUMHCKOIO Ha3HayeHUs?»), KakK MOTeHUMa/IbHO MHMUMPOBaHHbIE MeAUNLMHCKME

oTxofbl Knacca b (CaHlMvH 2.1.3684-21). C60p, BpPeMeHHOe XpaHeHVe N BbIBO3 TaKMX OTXOAO0B
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cneayeT BbINOMHATL B COOTBETCTBUM CO CXEMOV O0OPALLEHNST C MEAVLMHCKMAMM  OTXOfaMu,
MPVHSITON B OPraHM3aLmn, OCYLLIECTB/ISIHOLLE MEAVLIHCKYHO AESTENIbHOCTb.
PeareHTbl, BX0OAsLye B COCTaB Habopa, He SIBMSKOTCA FOPHOUMMM U B3PbIBOOMACHLIMA.

CunbHOe HarpeBaHVie BTOPUYHOM YMakoBKM (KOPOOKW M 61MCTepa) MOXKET MpMBOAUTL K WX
BO3ropaHuio.

FAPAHTUWHBIE OBA3ATE/IbCTBA

Mpovi3BOAUTENb  FAPaHTUPYET  COOTBETCTBME  BbIMYCKAEMbIX  W3AEMNA - TPeboBaHUAM
HOPMAaTUBHOW W TEXHWYECKON [OKYMEHTaUUW B TeYeHWe YKa3aHHOIo CpoKa rOfHOCTU Mpu
CO6/HOAEHNN BCEX YCIOBUIA TPAHCTIOPTUPOBAaHMSA, XPaHEHNS 1 NMPUMEHEHNS.

Be3onacHOCTb, KayecTBO M 3(PMEKTUBHOCTb W3LENMA rapaHTUPYHOTCA MPOU3BOAUTENIEM B
TeyeHWe BCero CpoKa rofHoCTMU.

Ana nonyyeHns HafeXXHbIX Pesy/ibTaToB HE0OXOAMMO CTPOroe COb/OAEHVE HCTPYKLMA M0
NnpUMeHeHNO Habopa. J1obble OTKIOHEHNA OT PEKOMEHAOBaHHbIX MPOLEeLyp MPOBefeHUS aHa/m3a
M NPUrOTOB/IEHWS peareHTOB MOryT TMPUBECTU K MOMYYEHUIO HEBEPHbIX Pe3y/IbTaToB
ccneoBaHus.

MeauUMHCKOe  M3fenvie MPUMEHATCA  UCKMIOUUTENIbHO /1 JIMHEMKW  KOary/ioMeTpoB
«Technology Solution».

MAPKNPOBKA N3AE/TNA

MeanLUMHCKOE 13aenve MapKUPYeTCst CNeayHOLLIMMI CUMBOMAMU:

MeMLMHCKOe — n3fenve  Ans SN CepuiiHbIii HoMep
IMD  amarHocTukM invitro

TemMnepaTypHbIii AManasoH D d cnonb3oBaTbAp ...
4 n

KaxabIli (hiakoH peareHTa MeAULMHCKOI0 U3enns MapKUpyeTesl MAEHTU(MKATOPOM LLITPUX-

Kofa, NPUMEHVMbIM TO/TbKO A/151 NIMHEKN KoarynomeTpos «Technology Solutions.

Mo BonpocaMm, KacaroMMCA KadecTBa MeauuMHCKoro umsgenmna  «TS-MNMOAK-KOHTPOb»,
cneayet obpalateest B OO0 dmpmy «TexHonorus-CtaHaapT» ro agpecy: 656037, r. bapHayn, a/s
1351; Ten.. (3852) 22-99-37, 22-99-38, 22-99-39. E-mail: mail@tehnologia-standart.ru.

https://Ammw.tehnologia-standart.ru, htpp://TexHonormns-ctaHaapT.pd.

Bepcusa nHeTpykummn 1.0.
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