TECHNOLOGY
SOLUTION

TS-IIOAK-KOHTpOJIB

HUHCTPYKLIUA
N0 NPUMEHEHHUI0 MeJUIUHCKOTO U3/ e/ Tusl
«Ha60p KOHTPOJIbHBIX MJIa3M AJIs IMHEHKHU
KoaryjiomeTpoB «Technology Solution»

HA3BHAYEHHUE

MeaunHCKOE usjesnue «TS-TIOAK-KOHTpO/Ib»
npeJHa3HA4Y€eHO /JIS IPOBeJleHUs BHYTPHUIa60paTOPHOTO KOHTPOJIA
kauectBa (Quality Control) MexguuuHckoro wusgenus «HaGop
peareHTOB [yl OMNpejesieHHss aHTH-Xa aKTUBHOCTH HPSMBIX
AHTHKOAryJIIHTOB /Il JIMHEHKHU KoaryJomeTpoB «Technology
Solution» (TS-AHTH-Xa)» NpuU oOmpejesieHUH aHTU-Xa aKTUBHOCTHU
NpsIMbIX  OpasibHbIX  aHTUKoaryJsiHToB  ([IOAK) (anukcabaHs,
puBapokcabaH, QoHJAamapuHYKC M JpYyrMx) B IUIa3Me KpOBU
XpOMOTeHHbIM METO/IOM Ha JIMHelKe koarysomeTpoB «Technology
Solution».

HaGop mnpesHasHayeH TOJBKO A NPodeCcCHOHATBbHOTO
WCNOJIb30BAHUA  CNeLUaJMCTaMU B  006JACTH  JIaGOpaTOPHOM
JUATHOCTHUKH: 3aBeAylIIMMH JlabopaTopusamy, Bpadamu KJI/,
BpayaMH-TabopaHTaMHy, MeANIUHCKUMU J1aGopaTOPHBIMU
TexHUKaMHU (despaiep-gabopaHT), 1a60paHTaMU, MeJULUHCKUMU
TEXHOJIOTaMH.

O6siacTh NpHMeHeHHsi Habopa: KIMHHMYecKas JiabopaTopHast
JIMarHOCTHKa, KIMHUYeCKasl MeJULMHa.

XAPAKTEPUCTHUKA HABOPA

IIlpyHOMn  MeToja. 3akjlo4aeTcss B OCYLIeCTBJIEHHUU
BHYTPU/I1a60paTOPHOro KOHTPOJIS KauecTBa Habopa peareHToB «TS-
AHTu-Xa». Habop COCTOUT M3 KOHTPOJIbHBIX ILJIa3M, SIBJAIOIIUXCS
JUOQUIN3UPOBAHHON CMechbl0 OeJHBbIX TPOMOGOLMTAMHU IJ1a3M
KPOBU 3JI0POBBIX JloJied. KOHTpo/ibHble IJIasMbl CIeLHaJIbHO
NOJrOTOBJIEHBI [JIs MOJIy4eHHMs 3aZlaHHOrO Juana3oHa 3HaueHHH
npy A0GaBJeHUHM Pa3HbIX KOHLEHTPALMH MNPAMBIX OpaJbHBIX
antukoarynsgsHToB ([IOAK) B 3aBUCMMOCTH OT KOMILJIEKTALMH.
KonTposb L - mjaasMa ¢ HU3KMM YpPOBHEM MNpPSIMOTO OpaJbHOTO
AQHTHKOAryJsgiHTa, KOHTpoJb H - MmjasMa Cc BBICOKMM ypOBHEM
HIpSIMOTrO OpaJIbHOT'0 aHTHUKOATyJISHTa.

Cocras Ha6opa:

Komnekrauus Ne 1:

1. AnukcabaH-KOHTpoJb L, Ha 1 M1 - 3 .
2. Anukca6aH-koHTposb H, Ha 1 Mt - 3 .

AHAJIMTUYECKHE
XAPAKTEPUCTHKH HABOPA

Koadpouuuent Bapuauuu pe3yJIbTaToB onpejesaeHus1
KOHTPOJIMPYEMbIX NTOKa3aTesiel — He npeBbiliaeT 10 %.

JlonycTHMoe OTKJIOHeHHe KOHTPOJHpYeMbIX INoKaszaTesjedl oT
aTTeCTOBAaHHOTO 3HaYeHUs — He npeBbiwaeT 10 %.

JlonycTUMBbIi pas6poc pe3y/bTaToB onpejiesleHUst
KOHTPOJIMPyeMBbIX MOKa3aTesied B Pa3HbIX peareHTax OfAHOM cepuu
- He npeBbImaet 10 %.

MeTpoJiornyeckas MIPOCJIEXKUBAEMOCTb MPUITUCAHHBIX
3HauYeHUH KOHTPOJIbHBIM IIJIa3MaM IPOBOAUTCS B COOTBETCTBUU C
FOCT ISO 17511-2011. 3HavyeHWs MpPOCJEXKUBAIOTCI  JI0
COOTBETCTBYIOIEH pedepeHTHOW MEeTOAUKH H3MEepeHUsl WU [0
COOTBETCTBYIOLETO pedepeHTHOro MaTepyaa.

HopMaTuBHble ¥ ¢akTH4YecKHe 3HAYeHUs] aHAJUTHYECKUX
[oKasaTeJlell ykasaHbl B HaclopTe K Habopy.

MEPbBI
NPEJOCTOPOXKHOCTHU

[ToTeHIMaNBbHBIN PUCK TPUMeEHEHHs Habopa — KJacc 2a (mpukas
MuHHcTepcTBa 3ApaBooxpaHeHust Poccuiickoit @enepauun Ne 4H
ot 06.06.2012r.).

HaGop ncnosib3yeTcst TOJBKO AJIst IPUMeHeHHUs in vitro.

HaGop B 1cno/ib3yeMbIX KOHIEHTPALUAX HE TOKCHYEH.

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

[Ipu pa6oTte c HabopoMm cienyeT cobaogatb 'OCT P 52905-
2007 «JlabopaTopuu MeJuIMHCKHeE. Tpe6oBaHUs 6€30aCHOCTH».

[Ipu pa6oTe ¢ HaGopoM ciefyeT HajJieBaTb OJHOPA30Bble Mep-
YaTKH, TaK Kak 06pa3libl KPOBH YesIoBeKa Cjie/yeT pacCMaTpUBaTh
KaK MOTeHIMaJlbHO HWHQUIMPOBAHHbIE, CIOCOOHBIE JJIMTEJbHOE
BpeMsl COXpaHfATb M INepeAaBaTb BUY, Bupycbl remaTuToB HJIH
JII060H Ipyroi Bo36yJUTe/Ib BUPYCHON HHOEKIIH.

Bce wucnmosb30BaHHBIE MaTepuanbl Je3MHOUIMPOBATH B
COOTBETCTBUM C TpeGoBaHusiMu MY 287-113 «MeTtoaudeckue
YKa3aHUs N0 Je3UHEKLUH, NMpeJCTepUIN3alMOHHON O4YHCTKe U
CTepU/IM3alMK U3JeTMH MeAULITHCKOTO Ha3HAUYEHUS».

OBOPY/10BAHHUE,
MATEPHUAJIbI, PEATEHTBI

- KoarynomeTp «Technology Solution»;

- 103aTOp NUIETOYHbIH Ha 1,0 Mu1;

- BOJja AMCTUJJIMPOBaHHas;

- IepyaTKU MeJUIMHCKHE AUarHOCTUYeCKHe OJHOPa30BhIe;

- Habop peareHTOB [ ONpejesieHUs aHTH-Xa aKTHBHOCTH
OpAMBIX ~ AHTHKO-aryJISHTOB  JJiA  JIMHEHMKH  KOaryJoMeTpOB
«Technology Solution» (TS-AnTu-Xa) (xaT. N2 874, npousBoauTesb
- 000 d¢upma  «Texnosorusa-CraHzapT»,  3aKa3bIBaeTCs
JIOTIOJIHUTENIBHO).

INPUTOTOBJIEHHUE PEATEHTOB
" NMPOBEJEHUE AHAJIU3A

1.MMOATOTOBKA PEATEHTOB K PABOTE

Bo ¢JiakoHBI ¢ KOHTPOJIBHBIMH IIa3MaMH BHecTH no 1,0 mu
JUCTHJUIMPOBAaHHOW BOJBI M PAaCTBOPUTH COAEPXKHUMOEe IIpH
KOMHATHOH TeMnepatype (+18... +25 °C) u JierkoM oKaunBaHUH 10
MOJTHOTO PAcCTBOPEeHMs peareHTa. PasBe/ileHHble MJIAa3Mbl Iepej
HCC/IeJOBAaHMEM BbIiepXKaTh He MeHee 15 MUH NIpU KOMHATHOH TeM-
neparype.

2. TPOBEJAEHUE AHAJIN3A

KoarysomeTp B aBTOMaTU4YeCKOM peEXUMe CMeLIMBAET
He06X0AMMble 00beMbl KOHTPOJbHOM IJIa3Mbl C pPacTBOpaMH
¢dakTop-Xa-peareHTa M XPOMOTIEHHOro CyGCTpaTa, INOC/Ie 4Yero
PETUCTPUPYeT W3MEHEHHE ONTHYECKOH MJIOTHOCTH MOJIyYUBLIEHCS
CMeCM W pacCYMUThIBaeT  KOJHMYECTBEHHOE  CO/lep)KaHHe
AHTUKOAryJITHTa B KOHTPOJIbHOH IJ1a3Me.

Xos  BBIMOJHEHWS aHaIu3a JO/DKEH IPOBOJUTHCA B
COOTBETCTBUM C  PYKOBOJACTBOM IO  3KCIUIyaTallUu  AJis
ompejieJIeHHOHM  MoJenM  aBTOMAaTHYeCKOr0  KoaryJIoMeTpa
«Technology Solution».

3. YTEHHME PE3YJIbTATOB

[Ipy  ocyuiecTBJeHUM  BHYTPU/IA60PATOPHOTO  KOHTPOJIS
KaueCcTBa MNPUHATO YJepKHUBATh KOHTPOJMpPYyeMblH IOKasaTesb
BHYTpPH JHaNasoHa [JByX CpeJHEKBaJpaTHUYHbIX OTKJIOHEHHH.
JlManasoHbl KOHTPOJIMPYEMbIX NapaMeTPOB BbIYMC/IEHBl C y4eTOM
CTaH[ApPTHOTO OTKJOHEHHS M YyKa3aHbl B IacHopTe K HaGopy
peareHToB.

YC/I0BUA XPAHEHUA
U ITPUMEHEHHA HABOPA

OzaMH GJIaKOH KOHTPOJIBHOM IJIa3Mbl MeAMLMHCKOTO H3Jesns
«TS-TIOAK-kOoHTpO/Ib»  paccydTaH Ha TMpoBeieHue Jo 40
KOHTPOJIBHBIX M3MepPeHUH INpH pacxojie pacTBoOpa peareHTa IO
0,02 ma Ha 1 onpegesnieHue.

Mepuuunckoe wusgenve «TS-IIOAK-koHTposib» HEOGX0AUMO
XpaHUTb NpU TeMIepaTtype +2.. +8 °C B TeyeHHe BCero cCpoka
rOAHOCTH Habopa - 18 MecAneB B XOJOAMJIBHBIX KaMepax WM B
XO0JIOAUJIBHUKAX, 06ecrneynBaOLIINX perjiaMeHTHPOBaHHBIH
TeMIlepaTypHbIH peXUM.

JlonyckaeTcst TpaHCIOPTHUPOBKA U3/e/Us IPU TeMIepaType A0
+30 °C B TeyeHue 30 CyTOK TPaHCIIOPTOM BCeX BUAOB B KPbITBIX
TPAHCHOPTHBIX CPeACTBAaX B COOTBETCTBUM C IpaBUJIaMHU
[epeBO30K, eHCTBYIOIMMHU Ha TPAHCIOPTE AAaHHOI'0 BU/JIA, a TaKXkKe
O/IHOKpATHOE 3aMOpa)KhBaHUe.

KoHTpo/ibHBIe IJ1a3MBbl 110CJIe Pa3Be/leHUs MOXKHO XPaHUTh IIPU
TeMnepaTtype +18... +30 °C He 6oJiee 4 4.

He cnenyet cMemmBaTh peareHThl 3 HA60POB Pa3HbIX CEPUH.

MEPBI [10 BE3ONACHO¥ YTH/IM3ALIMH
MEJULMHCKOTO U3/JIEJIUS M OTX0/I0B

YTUIM3aLMI0 WK YHAYTOXeHUe, le3UHPEeKIHUI0 MeAUIIMHCKOTO
uszaenusa ciaeayeT NpoBoAuTh B cooTBeTcTBUM ¢ CanlluH 2.1.3684-
21 «CaHUTApHO-3NUAEMHUOJIOTMYECKHEe TPeOOBAHUS K COZIEPXKAHUI0
TEPPUTOPUH TOPOJACKUX U CeJbCKUX IOCEeJIeHHWH, K BOJHbIM
00beKTaM, MHUTbEBOM BOJe W MNUTBEBOMY BOJOCHAOXKEHHIO,
atrMochepHOMY  BO3JAyXy, [OYBaM, JKWUJBIM  IOMEIEHHUsM,
3KCIUIyaTalMy INPOU3BOJCTBEHHBIX, OOLIECTBEHHBIX MOMEIIEHUH,
OpraHU3alyK U HPOBEJEHUI0 CAHUTAPHO-MPOTHUBO3MUAEMUYECKUX
(mpoduiakTHYECKHUX) MepONPHUSATHI» u MYy-287-113
«MeTou4eckue yKa3aHUs o Jle3NHPEKLHH,
MpeACTePUIN3ALNOHHON OYUCTKE W CTepUJIM3alUH  H3JeIuH
MeJUIIMHCKOT0 Ha3HAYEeHUSI».

MeAMLIMHCKOE H3Jie/iMe, He MoJJlexxallee HCI0Jb30BaHUIO, a
TaKXe C UCTEKIIUM CPOKOM T'OJJHOCTH OTHOCHUTCS K MeJUIIMHCKUM
orxofaMm kiyacca A (CanlluH 2.1.3684-21), He coaepxaluM
MOTEeHIHATbHO OnacHble MaTepHasbl u BelllecTBa
(anuaeMHUoOIOTHYECKH 6e30NacHbIe OTXO/bI).

Bce ucnosnb3oBaHHbIE OJHOPa30Bble pacXOAHble MaTepHasbl,
o6pasylouuecss npu paboTe ¢ U3ZenueM, cofepxKaljde 06pa3ibl
IJIa3Mbl KPOBU MAlUEHTOB, HEOOXOAMMO NOABEPraTb 06paGoTKe
e3WHOULUPYIOLMMHU CPEACTBAMU C THOC/AeAYIOIled yTUIn3anuei
(cM. MY-287-113 «MeToauvyecKkue yKazaHUsl N0 JAe3UHOEKIHH,
NpeACTEPUIN3ALUOHHON OYUCTKE U CTEPUJH3ALUH  HU3Jesui
MeJUIIMHCKOTO Ha3HA4YeHUsA»), KaK NOTEeHIMAIbHO
“HQUIMpPOBaHHble MeJUIMHCKHE OTxoAbl kiaacca b (CanlluH
2.1.3684-21). C60p, BpeMeHHOe XpaHeHHe U BbIBO3 TAKHX OTXOJI0B

KaTanoxHblii HOMep HaGopa:
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c/lelyeT BBINOJHATH B COOTBETCTBUM CO CXeMOH OOpalleHHs C
MEeJUIUHCKUMHM  OTXOJaMH,  IPHUHATOH B OpraHH3aLHy,
OCYLIECTBJISIONEN MEJUIIMHCKYIO IesITeIbHOCTb.

PeareHThl, BXos1Me B COCTaB Habopa, He SIBJISIOTCS] TOPIOYUMHU
Y B3pbIBOONACHbIMU. CUJIBHOE HarpeBaHHe BTOPUYHOH YNAaKOBKU
(kopo6KU U 61MCTEpPa) MOXKET PUBOJUTD K UX BO3TOPAHHUIO.

TAPAHTHUHAHBIE OBA3ATE/IbCTBA

[IpousBoAMTENb TapaHTUPYeT COOTBETCTBUE BbIINYCKAEMBIX
usjenui TpebOBaHUAM HOpPMaTUBHOHU u TEXHUYECKOU
JIOKyMEeHTallu! B Te4YeHHe YKa3aHHOTO CPOKa TOAHOCTU IPH
COOGJIIO/IEHNH BCEX YCJIOBHH TpPaHCIOPTHUPOBAaHMSA, XpaHEHHUS U
NpHMeHeHHUs.

BesomacHocTb, KadecTBO ¥ 3QPEeKTHBHOCTb  U3JEJHSA
rapaHTHUPYIOTCA IPOU3BOAUTEJIEM B TeUeHHE BCEro CPOKa FOAHOCTH.

Jl1s moJtyd4eHUs HaZleXXHBIX pe3yJIbTaTOB HEOOXOAMMO CTPOroe
COOJII0/leHHe HWHCTPYKLMH 10 TNpUMeHeHHI0 Habopa. Jlro6ble
OTKJIOHEHMsI OT PEKOMEH/J0BaHHbBIX IPOLeAyp POBeAeHUS aHAIM3a
Y TPUTOTOBJIEHUS] PEAreHTOB MOTYT INPUBECTH K HOJIyYEHUIO
HEeBEPHbIX Pe3yJIbTAaTOB UCCJIEe0BaHUS.

MeJUUMHCKOE U3Je/Me IMPUMEHSTCS MCKIIOUYUTENbHO IS
JuHerku KoarysoMeTpoB «Technology Solution».

MAPKHWPOBKA U3JIE/IUA

MeAuLMHCKOE — U3JeNMe  MapKUPYeTCsl  CIeAyIOUMU
CHMBOJIAMH:
MeAuLMHCKOE [sN] Cepwuiiubiii HoMep
usjenne AJlst
OWArHOCTUKH in vVitro

g°c TemnepaTypHbIi DC. Hcnosnb3oBaTh 10
2%, JlManasoH

Kaxzaplii  ¢JslakoH  peareHTa  MeJMIMHCKOTO  U3JeJds
MapKHpyeTcsl HWAEeHTHPUKATOPOM ILITPUX-KOJA, HPHUMEHHMBIM
TOJIBKO JIJI51 IMHEWKU KoaryJoMeTpoB «Technology Solution».

[To BompocamM, KacawoIMUMcs KayecTBa MEJUIIMHCKOTO U3Je/ns
«TS-IIOAK-koHTpOJIb», clenyeT ob6pamarbecs B 000 o¢upmy
«TexHosnorus-CranzapT» no agpecy: 656037, r. bapHayu, a/sa 1351;
TeJL: (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.
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