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  MeToAa. 3akjo4aeTcss B OCYLIeCTBJIEHHUU
BHYTpPU/I1a60paTOPHOro KOHTPOJIS KauecTBa Habopa peareHToB «TS-
AHTU-Xa». Habop COCTOUT M3 KOHTPOJIbHBIX ILJIa3M, SIBJSAIOIIUXCS
JUOQUIN3UPOBAHHON CMechl0 OeJHBbIX TPOMOGOLMTAMHU IJIa3M
KPOBU 3JI0POBBIX JIOJed. KOHTpoO/IbHBIE IJIasMbl ClleLHaJbHO
NOJrOTOBJIEHBI IS MOJIy4eHHMs 3aZlaHHOTrO Juana3oHa 3HaueHHH
NpY A0GaBJeHWHM Pa3HbIX KOHLEHTPALUMH MNPAMBIX OpaJbHbBIX
antukoarynsgHToB ([IOAK) B 3aBUCMMOCTH OT KOMILJIEKTALMH.
KonTposib L - miaasMa ¢ HU3KMM YpPOBHEM MNpPSIMOTO OpaJIbHOTO
AQHTHKOAryJsgHTa, KOHTpoJb H - MmjasMa Cc BBICOKMM ypOBHEM
IpsIMOT'0 Opa/IbHOT'0 AaHTUKOATyJIsIHTA.

Cocras Ha6opa:

KommuiexkTranus Ne 2:

1. PuBapokca6aH-KOHTpOJIb L, Ha 1 M1 - 3 ¢t
2. PuBapoxca6aH-koHTpoJib H, Ha 1 Mt - 3 .

AHAJIMTUYECKHE
XAPAKTEPUCTHKH HABOPA

Koadpouuuent BapuaLuuu pe3yJbTaToB onpejesaeHus1
KOHTPOJINPYEMBIX NTOKa3aTesiel — He npeBbiliaeT 10 %.

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

JonycTuMbIi pas6poc pe3y/bTaToB onpeJeseHust
KOHTPOJIMPYEMBIX MOKa3aTeJsiell B pPa3HbIX peareHTax OAHOH CepHH
- He npeBbImaet 10 %.

MeTposioruyeckas MPOCIEXKUBAEMOCTb MPUIHCAHHBIX
3HAaYeHU KOHTPOJIbHBIM IJIa3MaM NPOBOJAUTCSA B COOTBETCTBUHU C
FOCT ISO 17511-2011. 3HavyeHWs MPOCJEKUBAIOTCI 10
COOTBETCTBYWOLIEH pedepeHTHOU MEeTOJUKH HU3MepPeHUs WU 10
COOTBETCTBYIOLIEr0 pedpepeHTHOr0 MaTepraJa.

HopMaTuBHble ¥ ¢akTH4YecKHe 3HAYeHUsI aHAJUTHYECKHUX
1okasaTeJlell ykasaHbl B HaclopTe K Habopy.

MEPbBI
NNPEJOCTOPOXKHOCTHU

[ToTeHIMaNbHBIN PUCK TPUMEHEHHs Habopa — KJacc 2a (mpukas
MuHHKcTepcTBa 3ApaBooxpaHeHust Poccuiickoit ®enepauun Ne 4H
ot 06.06.20121.).

Ha6op ncnosb3yeTcst TOJIBKO J/Is1 IpUMeHeHus in vitro.

Ha6op B 1cnoib3yeMbIX 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 cobmogatb 'OCT P 52905-
2007 «JlabopaTopuu MeJuIMHCKHeE. Tpe6oBaHUs 6€30MaCHOCTH».

[Ipu pa6GoTe ¢ HaGopoM c/eAyeT HajJieBaTb OJHOPA30BbIE Iep-
YaTKH, TaK KaK 06pa3ibl KPOBH YeJI0BEKA CJIe/lyeT pacCMaTpUBaTh
KaK INOTeHLUalbHO MHQUIMPOBAHHbIE, CHOCOGHBIE JJIMTEJIBHOE
BpeMsl COXpaHfATb M INepeAaBaTb BUY, Bupycbl remaTuToB HJIH
JII060H Ipyroi Bo36yJUTe/b BUPYCHON HHOEKIUH.

Bce wucnmosb30BaHHBIE MaTepuanbl Je3MHOUIMPOBATH B
COOTBETCTBUU C Tpe6oBaHusmMu MY 287-113 «MeTtoauyeckue
YKa3aHUs [0 Je3nHPeKLUUH, NpeJCTepPUIN3alMOHHON OYHUCTKE U
CTEepUJIN3ALMH U3/IeJIMA MeJULIMHCKOTO Ha3HAYEHUS».

OBOPY/10BAHHUE,
MATEPHUAJIbI, PEATEHTBI

- KoarynomeTp «Technology Solution»;

- 103aTOp NUIETOYHbIH Ha 1,0 Mu1;

- BOJja AMCTUJJIMPOBaHHas;

- IepyaTKU MeJUIMHCKHE AUarHOCTUYeCKHe OJHOPa30BhIe;

- Habop peareHTOB [ ONpefeJeHUs 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).

INPUT'OTOBJIEHUE PEATEHTOB
" NMPOBEJEHUE AHAJIU3A

1.MMOATOTOBKA PEATEHTOB K PABOTE

Bo ¢JiakoHBI ¢ KOHTPOJIBHBIMH IIa3MaMH BHecTH no 1,0 mu
JUCTHJUIUPOBAaHHOW BOJBI M PAaCTBOPUTH COAEPXKHUMOEe IIpH
KOMHATHOH TeMnepatype (+18... +25 °C) u JierkoM oKauuBaHUH 10
MOJIHOTO PAcCTBOPEeHHs peareHTa. PasBe/ileHHble NJIAa3Mbl Iepej
HCC/IeJOBAaHMEM BbIiepXKaTh He MeHee 15 MUH NIpU KOMHATHOH TeM-
neparype.

2. TPOBEJAEHUE AHAJIN3A

KoarysomeTp B aBTOMaTU4YeCKOM pEXUMe CMeLIMBAET
He06X0AMMble 06beMbl KOHTPOJIbHOM IJIa3Mbl C PacTBOpaMH
¢dakTop-Xa-peareHTa M XPOMOIEHHOro CyGCTpaTa, INOC/e 4Yero
perucTpyupyeT U3MeHeHHe ONTHYECKOH IJIOTHOCTH MOJIyYHBIIEHCS
CMeCM W pacCYMThIBaeT  KOJHMYECTBEHHOE  CO/lep)KaHHe
AHTUKOAryJITHTa B KOHTPOJIbHOH IJ1a3Me.

Xoj  BBIMOJHEHWS aHaIu3a JO/DKEH IMPOBOJUTHCA B
COOTBETCTBUM C  PYKOBOACTBOM IO  3KCIUIyaTallUu  AJis
ompejieJIeHHOM  MoJeM  aBTOMAaTHYeCKOro  KoaryJIoMeTpa
«Technology Solution».

3. YTEHME PE3YJ/IbTATOB

[Ipy  ocywecTB/leHMH  BHYTPHUJIAa60paTOPHOrO  KOHTPOJIA
KaueCcTBa MNPUHATO YJepKHUBATh KOHTPOJMpPYyeMblH IOKasaTesb
BHYTpPU JMaNa3oHa [JBYX CpeJHEKBAJpPaTHUYHbIX OTKJIOHEHWH.
JlMana3oHbl KOHTPOJIMPYEMbIX NTapaMeTpOB BbIYMUC/IEHBl C YYeTOM
CTaHZApPTHOIO OTKJOHEHUsl U YyKasaHbl B MNAacnopTe K HaGopy
peareHTOB.

YC/10BHUA XPAHEHUA
U NPUMEHEHHWA HABOPA

OauH $J1aKOH KOHTPOJIBHOM NJ1a3Mbl MeJULMHCKOTO U3Jeusl
«TS-TIOAK-KOHTpOJIb» ~ paccydTaH Ha TMpoBeaeHue Jo 40
KOHTPOJIBHBIX M3MepPeHUH INpH pacxojie pacTBopa peareHTa IO
0,02 ma Ha 1 onpegesnieHue.

Mepuuunckoe wusgenve «TS-IIOAK-koHTposib» HeO0GX0AUMO
XpaHUTb NpU TeMIepartype +2.. +8 °C B TeyeHHe BCero cCpoka
rOAHOCTH Habopa - 18 MecsAneB B XOJOAMJIBHBIX KaMepax WM B
XO0JIOJU/IbHUKAX, obecrnevynBaoLIX perjiaMeHTHPOBaHHBIN
TeMIIepPaTypPHBIA PEXUM.

JlonyckaeTcs TpaHCIIOPTUPOBKA HU3/e/IUs IPU TeMIepaType /0
+30 °C B TeyeHue 30 CyTOK TPaHCIIOPTOM BCEX BUJOB B KPbITBIX
TPAHCIIOPTHBIX ~ CPeJCTBaX B COOTBETCTBUM C MpPaBHUJIAMHU
[epeBO30K, ZeCTBYIOIMMHU Ha TPAHCIOPTE AAaHHOI'0 BH/JIA, @ TaKXkKe
O/IHOKpATHOE 3aMOpa)KMBaHHUe.

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

He ciepyeT cMelnBaTh peareHThl U3 HA60POB pa3HbIX CEpUH.

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

YTUIU3aLMI0 UK YHUYTOXEHUE, 1e3UHPEKIUI0 MEAULIMHCKOTO
u3zaenusa ciaeayeT NpoBoAuTh B cooTBeTcTBUM ¢ CaHlluH 2.1.3684-
21 «CaHUTApHO-3NUAEMHUOJIOTMYECKHEe TPEOOBAHUS K COIEPXKAHUI0
TEPPUTOPUH TOPOJACKUX U CeJbCKUX IOCEeJeHHWH, K BOJHbIM
06beKTaM, MNHUTbeBOM BOJle W MNUTbEBOMY BOJOCHAGXKEHHIO,
aTMocdepHOMY  BO3/yXy, [OYBaM, JKWUJBIM  IOMeIeHHUsM,
3KCIUIyaTallud NPOU3BOJCTBEHHBIX, OOIIECTBEHHBIX MOMeLleHUH,
OpraHM3allly U NPOBEAEHHI0 CAHUTAPHO-MPOTHUBOIMUIEMUYECKUX
(mpoduiakTHYECKHUX) MepONPHUSATHI» u MYy-287-113
«MeTosaudeckue yKasaHHUs o Jile3nHPEKLHH,
NpeJCTePHIN3ALlMOHHON OYHUCTKE W CTepUJIM3aLUN  U3JesUH
MeAMLMHCKOTO Ha3Ha4YeHUsI».

MeAMLIMHCKOEe H3Jie/iMe, He MoJJlexxallee HCI0Jb30BaHUIO, a
TAaKXe C UCTEKIIWM CPOKOM roAHOCTU OTHOCHUTCA K MeJULHUHCKUM
orxofaMm kiyacca A (CanlluH 2.1.3684-21), He coaepxaluM
IIOTeHIKMaJIbHO OIlacHbIe MaTepHaJbl u BellecTBa
(sanuaeMuooruyecky 6e3onacHble OTXO/AbI).

Bce ucnosb3oBaHHbIE OJHOpPA30Bble pacXofHble MaTepHasbl,
oGpasyouyecss Nnpu paboTe ¢ H3feaneM, cojepkaliyde 06pasIibl
IJ1a3Mbl KPOBM MAlMEHTOB, HeO6XOAMMO NOJABepraTb 06paboTke
Je3aMHQUIUPYOIUMY CPeACTBaMH C NOC/eyIoled yTUIM3anuei
(cM. MY-287-113 «MeToauvyeckue yKazaHUsl N0 JAe3UHOEKIHH,
NpeJCTePHIN3ALMOHHON OYHUCTKE W CTEPUJIM3aLUN  U3JesHH
MeAHULMHCKOTO Ha3Ha4YeHHUs»), Kak HOTEHLMAIBHO

KaTanoxHblii HOMep HaGopa:
000 dupma "TexHonorusa-Cranpgapt"

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




MHQULMpOBaHHbIE MeJUIMHCKHEe O0TxoAbl kiacca b (CanlluH
2.1.3684-21). C6op,

BpEMEeHHOe XpaHeHHUE U BbIBO3 TaKHUX OTXOJIOB CJIeyeT BBINOJIHATh
B COOTBETCTBUU CO CXeMOH oOpaljeHus C MeJUIUHCKUMH
OTXOJ]JaMH, TPUHATOM B  OpraHMU3aluy, OCYI[eCTBJsOLIeH
MeJUIUHCKYIO JIesITeIbHOCTb.

PeareHTbl, BXO/s1}e B COCTaB Ha6opa, He SIBJISIOTCS TOPIOYUMHU
U B3pbIBOONACHBIMU. CHJIbHOE HarpeBaHHEe BTOPUYHOHM YHAKOBKH
(kKopoOKH U 6MCTEPA) MOXKET IPUBOJUTD K UX BO3TOPAHHUIO.

TAPAHTHUMAHBIE OBA3ATE/IbCTBA

[IpousBoAnTeNb TrapaHTUPYeT COOTBETCTBHE BbINYCKAEMBIX
usjenui TpebOBaHUAM HOpPMaTUBHOH u TEXHUYECKOU
JIOKyMEeHTallud B Te4yeHHe YKa3aHHOr0 CpoKa TOAHOCTU IpH
COOJIIOIEHUHM BCEX YCJIOBUM TPAaHCIOPTUPOBAHMs, XpaHEHHUs U
NpHUMEHEHHUS.

BesonacHocTb, KauecTBO ¥ 3QPEeKTUBHOCTb  U3JEJHs
rapaHTUPYIOTCS NPOU3BOJUTEJIEM B TeUEHHE BCEI'0 CPOKA FOAHOCTH.

J1si oJstyueHHs1 HaZleXXHbIX pe3yJIbTaTOB HEOOGXO0AMMO CTPOroe
COOJII0/leHHe HHCTPYKLMH 10 TNpUMeHeHHI0 Habopa. Jlro6ble
OTKJIOHEHHS OT PeKOMEeH/J0BaHHBIX NPOLeAyp MPOBeAeHNs aHaIN3a
U TIPUTOTOBJIEHUS pEeareHTOB MOTYT INPHBECTH K MOJyYEeHHIO
HEeBePHBIX Pe3yJIbTaTOB HCCJIe0BaHUS.

MeJguUMHCKOe U3Je/re MPUMEHATCA HCKIIYUTENbHO IS
JIMHeHKH KoarysnomeTpoB «Technology Solution».

MAPKHWPOBKA U3JE/IUA

MGAI/ILU/IHCKOE usaesiye MapKupyeTca ciaeayrunuMu
CHUMBOJIaMH:

MeaunuHCcKoe [SN] Cepwuiinbiii HoMep
uszesve i Et
OWarHOCTUKH in Vitro
g°c TeMnepaTypHbII D(l Hcnosb3oBaTh 10
2% JlManasoH

Kaxablii  ¢uakoH  peareHTa  MeJHLMHCKOIO  M3ZeJHs
MapKUpPyeTCsl HJEHTUPUKATOPOM LITPUX-KOAQ, HPUMEHUMbIM
TOJIBKO JJI51 IMHEWKU KoaryJioMeTpoB «Technology Solution».

[To BompocamM, KacawIUMcs KayecTBa MeJUIMHCKOTO U3/e/ns
«TS-IIOAK-koHTpOJIb», cleayeT ob6pamarbcs B 000 o¢upmy
«Texnonorua-CrangapT» no agpecy: 656037, r. bapnay, a/a 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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