B TexHoknort I

N
MHCTPYKLUA

no NpUMEHEeHN KOHTpOJ‘IbHOﬁ nJjia3Mmbl
C NaTO/IOFMYECKMM ANaNa30HOM 3HaYEeHUMH

HA3HAYEHMUE

KOHTpOsbHYIO Nna3My € NaToforMyecknuM Anana3oHoM 3Haue-
HUIN «TeXHOKNOT M» NMPUMEHSAIOT AN NPOBEAEHUSI KOHTPONS Ka-
yectBa peareHToB (Quality Control), ucnonb3yowmxcs npu uc-
cnefoBaHUM CUCTeMbl reMocTasa. PeareHT atTectoBaH no 7 napa-
MeTpaM B NMaTo/IOrMYecKoM AuanasoHe:

- AMTB/AYTB;

- NpOTPOMBMHOBOE BpeMS;

- MeXAyHapoAHoe HopManv3oBaHHoe oTHolweHue (MHO);

- nokasarenb no Keuky;

- TPOMBUHOBOE BpeMs!;

- @aHUMCTPOHOBOE BpeMS;

- (hnbpuHoreH (MeToaom Knaycca).

PeareHT npegHasHayeH TONbko Anst NpodeccMoHanbHOro mc-
Nnosib30BaHus.

XAPAKTEPUCTUKA PEATEHTA

MpuHUMN MeToAa. 3aK/I0YAETCS B OCYLLECTBNEHUN BHYTPU-
NabopaTopHOro KOHTPOJIS KaYecTBa peareHToB. PeareHT sBnseTcs
NMOdUIU3MPOBaHHOW cMecbio BefHoii TpoMbouWTamu Mfasmbl
KPOBM 3A0pOBbIX /toAei. KOHTposibHas niasMa CTabunmsuposaHa
UMTPaTOM HATpUsl U CreuranbHO MOArOTOBMIEHA ANS MOJyHeHus
NaToMIOrMYECKOro AuanasoHa 3HayeHui. [IManasoHbl KOHTPOMu-
pYyeMbIX NMapaMeTpoB ykasaHbl B MacropTe K peareHTy.

dacoBka:

- TexHoks10T M (MMoUIBEHO BbICYLLEHHAs KOHTPOMbHas niasma C
MaToNIor1yeck M AManasoHOM 3HaueHwit), Ha 1 M1 — BO chlakoHe.

AHAJINTUYECKME
XAPAKTEPUCTUKW PEATEHTA

KoadpduumeHT Bapmaumm pesynstaToB OnpeaeneHns KOHTpo-
NIMpyeMbIx nokasaTesnel He npesbiwaet 10 %.

[lonycTvMoe OTK/IOHEHWE KOHTPONIMPYEMbIX MOKa3aTenei oT
aTTeCTOBAHHOMO 3HayeHus He npesbiwaeT 10 %.

[JonycTuMbil pa3bpoc pesynbTaToB ONpeAeneHnst KOHTPOu-
pyeMbIx MokasaTesnieil B pasHblX peareHTax OfHON cepuu He mpe-
Bbiwaet 10 %.

daKTMYecKkMe 3HauYeHWsi aHaNMTUYECKUX MOoKasaTesneil ykasa-
Hbl B NMacnopTe K peareHTy.

MEPbI
NMPEAOCTOPOXXHOCTHU

MoTeHUManbHbI PUCK TPUMEHEHWUS peareHTa — kracc 2a
(Npuka3s MuHUCTEPCTBa 3ApaBoOXpaHeHust Poccuiickon ®epepa-
ummn N2 4H ot 06.06.2012 r.).

PeareHT ncnonb3yerca ToNbKO ANS MPUMEHEHMS in vitro.

PeareHT B UCMONb3YEeMOl KOHLIEHTPALMK HE TOKCUYEH.

PeareHT npoBepeH Ha copepXaHue BWPYCOB renaTuToB WU
BWY.

Mpu paboTe c peareHToM cneayeT cobntoaatb MOCT P 52905-
2007 «JlabopaTopun MeanumHckme. TpeboBaHns 6e30nacHOCTU».

Mpu pabote c peareHTOM crneayeT HafeBaTb OAHOPA30Bble
nepyaTku, Tak kak obpasubl KpOBWM YenoBeka cneayeT paccmat-
puBaTb Kak MOTEHUManbHO WHMUUMPOBaHHbIE, CMOCOBHbIE ANu-
TeNbHOe BpeMsi COXpaHaTb U nepefasatb BUY, Bupychl renatntos
unu noboi apyroi Bo3byauTenb BUPYCHON MHdEKLMK.

Bce ucnonb3oBaHHble MaTepuansbl Ae3MHMUUMPOBaTb B COOT-
BETCTBUM C TpeboBaHunamu MY 287-113 «MeToanueckme ykasaHus
no AesnHdeKUMK, NpeacTepuan3aLMoHHON OUUCTKE U CTEpUnn3a-
LMW U341 MEAULIMHCKOMO Ha3HaYeHUs».

OBbOPYAOBAHME,
MATEPWUAJbI, PEATEHTDI

- B COOTBETCTBUM C UHCTPYKLMEN K NPUMEHSEMOMY Habopy
peareHTOB MCMO/b30BaTb aBTOMATUYECKUIA UKW NoNyaBToMaTUYe-
CKMI Koarynometp;

- po3aTop Ha 1,0 mn;

- AUCTUNNMPOBaHHas BOAA;

KaTano)xHblit HOMep peareHTa:

000 ¢upma "TexHonorua-Crangapt”

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 (pnakoH ¢ KOHTpOMbHOM Nna3Moi «TeXHOKMOT M» BHECTU
1,0 MR AUCTUNNMPOBAHHOM BOABI U PacTBOPUTL COAEPXKMMOE Mpu
KOMHaTHoW TemnepaTtype (+18... +25 °C) 1 NnerkoM nokauyvMBaHum
B TeyeHne 3 MWH. Pa3BeAeHHyl0 nnasMmy nepes uccnefoBaHWeM
BblAepXaTb He MeHee 15 MWH NpU KOMHaTHOW TeMnepaType.

2. MPOBEAEHUE AHAJIU3A

CneayeTt “Cnosnb30BaTb MHCTPYKLUMIO MO NpUMEHEHUIO Habopa
peareHTOB A onpefesieHns KOHTPOIMPYEMOro napaMeTpa.

3. YTEHME PE3YJIbTATOB

Mpu OCYLLECTBNEHUM BHYTPUIABGOPATOPHOrO KOHTPONS Kaye-
CTBa MPUHATO YAEPXMBaTb KOHTPOIMPYEMbIN MOKas3aTeNlb BHYTpU
[vanasoHa ABYX CpefHEeKBafApaTUYHbIX OTKIOHEHMN. [uanasoHbl
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 Npy pacxoae pacTeopa peareHTa no 0,1-0,05 mMn Ha
1 onpepenexuve.

XpaHeHue KOHTPOMbHOM nnasMbl «TeXHOKNOT [1»  [OMKHO
npoBoAMTLCS Npu TemnepaTtype +2... +8 °C B TeyeHue BCero
cpoka rogHocTv (18 mMec) B X0noawnbHbIX Kamepax Win B
XONOANNbHUKAX, obecneuvBatoLLmxX pernameHTUpPOBaHHbIN
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
yTUAM3aumMm Kak MeauuuHckMe otxoabl knacca A (CanluH
2.1.7.2790-10).

[Ans nonyyeHns HageXHbIX pe3ynbTaToB HeobXoAMMO cTporoe
cobnofeHne MHCTPYKUMM MO NPUMEHEeHMO peareHTa. Jliobble
OTK/IOHEHUS] OT PEKOMEHAOBaHHbLIX npouesyp MpoBeaeHus
aHanu3a W MpUroTOBMIEHWS peareHTa MOryT MpuBECTU K
NOJTy4EHNIO HEBEPHBIX PE3yNbTaTOB UCCNEA0BaHUS.

Mo BonpocaM, KacalowWMMCsl KavecTBa peareHTa «TeXHOKNOT
M», cnepyet obpawatbcst B OO0 dumpmy «TexHonorus-CraHaapT»
no appecy: 656037, r. bapHayn, a/a 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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