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MHCTPYKLUA
Nno NPUMEHEHNIO KOHTPOJIbHOW MJ1a3Mbl
C HOpMaJibHbIM ManNa3oHOM 3Ha4YeHMi

HA3HAYEHMUE

KOHTponbHasi nnasMa C HOpMasbHbIM AMana3’oHOM 3HayeHuit
(Tex-koHTponb H) npuMeHsieTcs ans npoBeAeHUs KOHTPONS Kaye-
ctBa peareHToB (Quality Control), ncnonb3ytowmxcs npu uccne-
[I0BaHMM CUCTeMbl reMocTasa. PeareHT aTTecToBaH no 7 napamert-
paM B HOpPMasnbHOM AManasoHe:

- hubpuHoreH (MoaMbuULMpoOBaHHbLIM MeToaoM Knaycca);

- QHTUTPOMOUH;

- NNa3MUHOreH;

- npotenH C;

- KoarynsiuMoHbli dakrop VIII;

- KoarynsumoHHbIn gaktop IX;

- KOarynsuMoHHbli ¢aktop XIII.

PeareHT npegHasHayeH TONbko Anst NpodeccMoHanbHOro mc-
NoJIb30BaHMSI.

XAPAKTEPUCTUKA PEATEHTA

MpuHUMN MeToAa. 3aK/oYaeTcsl B OCYLLECTBIEHUN BHYTPU-
NabopaTopHOro KOHTPOJIS KaYecTBa peareHToB. PeareHT siBnseTcs
NMOdUIU3MPOBaHHOW cMecbio BefHoii TpoMbouWTamu Mfasmbl
KPOBW 340POBbIX NitoAel. KOHTpombHas niasMa cTabunusvpoBaHa
UMTPaTOM HaTpusl. [uanasoHbl KOHTPO/MPYEMbIX MapaMeTpoB
yKa3aHbl B NMacropTe K peareHTy.

dacoBka:

- Tex-koHTponb H (MMOGUALHO BbICYLLIEHHAS KOHTPObHAs nias-
Ma C HOPMasbHbIM ManasoHOM 3HaueHui), Ha 1 M — BO diakoHe.

AHAJINTUYECKME
XAPAKTEPUCTUKW PEATEHTA

KoadpduumeHT Bapmaumm pesynstaToB OnpeaeneHns KOHTpo-
NMpyeMbIx nokasaTesnei He npesbiwaet 10 %.

[JonycTMoe OTK/IOHEHWE KOHTPONIMpYEeMbIX MokasaTenei oT
aTTeCTOBAHHOMO 3HayeHus He npesbiwaeT 10 %.

[JonycTuMbii pa3bpoc pe3ynbTaToB ONpeAeneHnsi KOHTPOSU-
pyeMbIx MokasaTesnieil B pasHblX peareHTax OfHON Cepuu He mpe-
Bbiwaet 10 %.

®daKTMYeckMe 3HauYeHWsi aHaNMTUYECKUX MOKasaTesneil ykasa-
Hbl B MACMOpTE K peareHTy.

MEPbI
NMPEAOCTOPOXXHOCTHU

MoTeHUManbHbI PUCK MPUMEHEHWUs peareHTa — kfacc 2a
(Npuka3s MuHUCTEPCTBa 3ApaBoOXpaHeHust Poccuiickont ®epepa-
unm N2 41 ot 06.06.2012 r.).

PeareHT ncnonb3ayercsa ToMbKO ANS MPUMEHEHMUS in vitro.

PeareHT B UCMONb3yeMOl KOHLEHTPaLMK HE TOKCUYEH.

PeareHT npoBepeH Ha copepXaHue BWPYCOB renaTuToB WU
BWY.

MNpwu paboTe c peareHTom cneayet cobmoaatb MOCT P 52905-
2007 «JlabopaTopun MeanumHckme. TpeboBaHus 6e30nacHOCTU».

Mpn pabote c peareHTOM crepyeT HafeBaTb OAHOPA30Bble
nepyaTku, Tak kak obpasubl KpOBWM YenoBeka cneayer paccmat-
pvBaTb Kak MOTEeHUManbHO WHMUUMPOBaHHbIE, CMOCObHbIE Ann-
TeNbHOe BpeMsi COXpaHaTb U nepefasatb BUY, Bupycel renatntos
nnu ntoboi apyroi Bo3GyanTenb BUPYCHON MHMEKLMM.

Bce ucnonb3oBaHHble MaTepuansbl Ae3MHMUUMPOBaTb B COOT-
BeTCTBUM C TpeboBaHunamu MY 287-113 «MeToamueckve ykasaHus
no AesnHdeKUMK, NpeacTepuan3aLmoHHON OUUCTKE U CTEpUnn3a-
LMW U3AENUi MEAULIMHCKOTO Ha3HauYeHUs».

OBOPYOBAHME,
MATEPWUAJbI, PEATEHTDI

- B COOTBETCTBUM C UHCTPYKLMEN K MPUMEHSeMOMyY Habopy
peareHTOB MCMO/b30BaTb aBTOMATUYECKUIA UMW NolyaBToMaTuue-
CKMIA koarynometp, OTOMETp;

- po3aTop Ha 1,0 mn;

- AUCTUNNIMPOBaHHAs BOAa;

KaTano)xHbiii HOMep peareHTa:

000 ¢upma "TexHonorua-Cranpgapt”

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

- NepyuaTKy MEeAMLIMHCKME AMarHOCTUYECKME OIHOPA30BbIE;
- npoyee 060pyAOBaHNE W peareHTbl B COOTBETCTBUM C MHCT-
PYKLMSIMM K NPUMEHsIEMbIM HabopaM peareHToB.

MPUrOTOBJIEHUE PEAFEHTOB
N NPOBEAEHME AHAJIU3A

1. NOArOTOBKA PEATEHTA K PABOTE

Bo ¢hnakoH ¢ KOHTPOsbHOW Mna3Mon «Tex-KOHTponb H» BHe-
ct1 1,0 MA AMCTUNNMPOBAHHOW BOAbI U PacTBOPUTL COAEPXUMOe
npyu KoMHaTHoOM Temnepatype (+18... +25 °C) 1 nerkoM nokayu-
BaHWW B TedeHue 3 MuH. PasBeaeHHylo nnasmy nepep nccneaosa-
HWeM BblepXaTb He MeHee 15 MMH Npu KOMHaTHOM TemMnepaType.

2. MPOBEAEHUE AHAJIU3A

CnepyeT “Cnonb30BaTb MHCTPYKLMIO MO NpUMeHeHuI0 Habopa
peareHToB AN onpeaeneHns KOHTPOMPYeMOro napameTpa.

3. YTEHME PE3YJIbTATOB

Mpu OCYLLECTBNEHUM BHYTPUIABGOPATOPHOrO KOHTPONS Kaye-
CTBa MPUHATO YAEPXMBaTb KOHTPOIMPYEMbIN MOKa3aTeNlb BHYTpH
[vanasoHa ABYX CPefHEeKBaApaTUYHbIX OTKIOHEHMI. [1anasoHbl
KOHTPO/IMPYEMbIX NMapaMeTPOB BblUMC/EHbI C YYETOM CTaHAAPTHO-
ro OTK/IOHEHWS ¥ YKa3aHbl B MacrnopTe K peareHTy.

ycnosusa XPAHEHUA
N NMPUMEHEHUA

OnnH nakoH C KOHTPO/bHOW Nna3Moli paccuutaH Ha 10-20
onpeaeneHunii Npu pacxoae pacTeopa peareHTa no 0,1-0,05 mMn Ha
1 onpepenexuve.

XpaHeHue KOHTPOMbHOM Nna3mbl «Tex-KOHTponb H» AomkHO
npoBoAMTLCS Npu TemnepaTtype +2... +8 °C B TeyeHue BCero
cpoka rogHocTv (18 mMec) B X0noawnbHbIX Kamepax Win B
XONOANNbHUKAX, obecneuvBatoLLmX pernamMeHTUPOBaHHbIV
TeMNepaTypPHbIN PEXUM.

[lonyckaeTtca TpaHCNopTMpoBKa Npu Temnepatype Ao +25 °C
B TeueHne 30 CyT TpaHCNOPTOM BCEX BWAOB B  KPbITbIX
TPaHCMOPTHLIX CPeAcTBaX B COOTBETCTBUMM C  MpaBwiaMu
nepeBO30K, AENCTBYIOWMMMN Ha TPaHCNopTe AaHHOro BUAA.

KOHTpOsbHYIO Na3My nocne passeaeHns MOXHO XpaHWUTb Npu
TemnepaType +18... +25 °C He 6onee 4 u.

He cnepyeT cMeluMBaTh peareHTbl pasHbIX CEpU.

MeauumHCKOe w3Aenue, npullieallee B HErogHoCTb, B TOM
yucne B CBA3M C WCTEYEHWEM Cpoka FOAHOCTM, MNOANEXUT
yTUAM3aumMmM Kak MeauuuHckMe otxoabl knacca A (CanluH
2.1.7.2790-10).

[Ans nonyyeHns HageXHbIX pe3ynbTaToB HeobXoAMMO cTporoe
cobnofeHne MHCTPYKUMM MO MPUMEHEHWO peareHTa. Jliobble
OTKJIOHEHUS! OT PEKOMEHZOBaHHbIX Mpoueayp B XoAe NpoBeaeHuUs
aHanusa u NpUroToBNIEHWSI peareHTa MOryT MPUBECTU K nony4e-
HUIO HEBEPHbIX Pe3yNbTaToB UCCNEA0BaHUS.

Mo BompocaM, KacaloWwuMcs KadvecTBa peareHTa «Tex-
KOHTpOnb H», cnepyet obpawatecs B OO0 dupmy «TexHonorus-
CraHpgapT no agpecy: 656037, r. bapHayn, a/s 1351; Ten.:
(3852) 22-99-37, 22-99-38, 22-99-39. E-mail: mail@tehnologia-
standart.ru. http://www.tehnologia-standart.ru.
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