'\FXHOHO\#H Tex-D-n" Mep

CTAHAAPT

N
MHCTPYKLUA

no NpyuMeHeHnro Ha60pa KOHTPOJIbHbIX MJ1a3M
AN KOJINYEeCTBEHHOro onpeaeneHus D-guMmepa
B NJ1la3Me KpoBU

HA3HAYEHMUE

Habop KOHTpOMbHbIX MnasM «Tex-D-auMep KOHTPONb» Npu-
MEHSIOT Ans NpoBefeHus KOHTponsi kadectBa (Quality Control)
Habopa peareHTOB AN KONMYECTBEHHOro onpegeneHus D-
AumMepa B nnasme kpoeu (Tex-D-aumep-aBTo).

Habop peareHTOB npeaHasHayeH Tonbko ANns npodeccuo-
HaNbHOMO MCNONb30BaHUS.

XAPAKTEPUCTUKA HABOPA

MpuHuUMn MeToaa. 3aK/oYaeTca B OCYLLECTBNEHUN BHYTPU-
nabopaTopHOro KOHTpoONs kayecTBa Habopa peareHToB «Tex-D-
anmmep-aBTo». Habop COCTOMT M3 KOHTPOSbHBIX MasM, SBASHO-
LMXC  TMOUNU3MPOBAHHON CMecbio  GeaHblX  TpoMbGouuTamu
nnasm KpoBW 3[0POBbIX Ntoaei. «KoHTponbHas nnasma (BblCoKWiA
YpOBEHb)» CreunanbHO NOAroTOB/IEHA AN NOYYeHUs BbICOKOMO
[ManasoHa 3HayeHwid. [uanasoHbl KOHTPONMPYEMOro ypoBHsi D-
AMMepa ykasaHbl B nacrnopte K Habopy.

KOHTpPOJ1b

Cocras Habopa:

1. KoHTponbHas nnasMa (HWU3Kuii ypoBeHb), Ha 1 Mn — 5 .
2. KoHTporbHas nnasma (BbICOKMIA YPOBEHB), Ha 1 Mn — 5 .

AHAJINTUHECKME
XAPAKTEPUCTUKN HABOPA

KoadpduumeHT Bapuaummn pesynbTaToB OnpeaeneHns YpoBHS
D-panmepa He npesbiwaet 10 %.

[onyctumMoe OTK/IOHEHMe YpoBHSA D-aumepa OT aTTecToBaH-
HOro 3HayeHus He npesbiwaet 10 %.

[JonycTMblil pa3bpoc pe3ynbTaToB onpeaesieHns YpoBHs D-
AMMepa B pasHbIX peareHTax ofHoM cepum He npesbiwaeT 10 %.

(daKTMyeckMe 3HaUYEHUs aHANMTUYECKMX MoKasaTenel ykasa-
Hbl B NacrnopTe K Habopy.

3HaueHuUs MpOCNEXMBAOTC A0 COOTBETCTBYHOWEN pede-
PEHTHOI MeToAMKW U3MEPEHUS! UK A0 COOTBETCTBYIOLLEro pede-
peHTHOro Matepuana cornacHo MOCT ISO 17511-2011.

MEPbI
MPEAOCTOPOXXHOCTHU

MoTeHUManbHbI pUCK NpUMeHeHUst Habopa — knacc 2a (npu-
ka3 MUHWUCTEPCTBA 3ApaBoOXpaHeHnst Poccuiickont deaepaumm NO
4H ot 06.06.2012 1.).

Habop peareHTOB MCNOMb3yeTcs TOMbKO ANS NPUMEHEHMS in
vitro.

PearenTbl, Bxopswme B cocTaB Habopa, B WCMOMb3yeMbiX
KOHLIEHTPaLMAX HE TOKCUYHBI.

KomnoHeHTbl Habopa peareHTOB He coaepxaT aHTuTena K
BWY 1, 2, Bupycy renatuta C n HBsAg.

Mpu pabote ¢ Habopom cneayet cobnogate MTOCT P 52905-
2007 «JlabopaTopun MeanumHckme. TpeboBaHus 6e30nacHOCTU».

Mpu paboTe ¢ HabopoM crneayeT HaaeBaTb OAHOPA30Bble Nep-
YyaTKu, Tak kak obpasupbl KpPOBM YenoBeka cneayeT paccMaTpu-
BaTb KaK MOTEHUManbHO MHMULMPOBAHHbIE, CMOCOOHbIE ANnTENb-
HOoe BpeMs COXpaHsATb M nepegasaTtb BUY, Bupychl renatuTos nnm
noboii apyrovi Bo36yanUTENb BUPYCHOWM MHDEKLMN.

Bce ncnonb3oBaHHble MaTepuanbl Ae3MH@UUMPOBaTL B COOT-
BeTcTBUM C TpebosaHusMm MY 287-113 «MeToamueckue ykasa-
HUS N0 Ae3nHbEKUMM, NPEACTEPUNN3ALMOHHON OUUCTKE U CTEpU-
NU3auMM U3AeNU MEAULIMHCKOTO Ha3HAUYeHs».

OBOPYOBAHME,
MATEPUAJIbI, PEATEHTDI

- KoarynomeTp aBToOMaTU4eCckuiA Unn MHOM Npubop C onTuye-
CKMM METOAOM perumcTpauum M BO3MOXHOCTbIO OnpeseneHus
OMTUYECKOMN MAOTHOCTM B AnanasoHe 500-900 HM.

- ueHTpudyra nabopaTopHasi;

- po3atop Ha 0,05-1,0 mn;

KaTanoxxHblii HoMep Habopa:
000 c¢upma "TexHonorua-Cranpgapt”
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- Npobupkuy;
- cmsmnonorunyeckuii (0,9 %) pacTBop HaTpus Xnopvaa;
- NepYaTKM MEAVLMHCKME ANarHoCTMYecKMe ofHOpasoBbIe.

NMPUIrOTOBJIEHUE PEATEHTOB
N NPOBEAEHME AHAJIN3A

1. NOAFOTOBKA PEAFEHTOB K PABOTE

Bo chnakoH € KOHTpONbHOW Nfia3mMoit «KoHTponbHasi nnasma
(Hu3KMIN ypoBeHb)» BHecT 1,0 MN AUCTUNNMPOBAHHON BOAbI U
pacTBOpUTL COAEPXUMOE MPWU KOMHATHOW Temnepatype (+18...
+25 °C) 1 nerkom nokauneaHuu B TeyeHue 3 MUH. Pa3BeaeHHyto
nnasMy nepej UccneaoBaHUEM BbiAepXaTb He MeHee 15 MuH npu
KOMHaTHOW TemMnepaType.

Bo hnakoH ¢ KOHTPO/bHOW NniasMolt «KOHTposbHas nnasma
(BbICOKMI YpOBEHb)» BHecT 1,0 MA AUCTUIINMPOBAHHOW BOAbl U
pacTBOpUTL COAEPXMMOE NPpWU KOMHATHOW Temnepatype (+18...
+25 °C) 1 nerkom rnokauvBaHun B TeyeHune 3 MuH. PasBeaeHHyto
nnasMmy nepej UccneaoBaHNeM BblaepXaTb He MeHee 15 MuH npu
KOMHaTHOV TeMnepaType.

2. MPOBEAEHUE AHAJIU3A

ViccnepoBaHue Heob6XoaMMO NPOBOANUTL B COOTBETCTBUM C MH-
CTpyKUMel Mo npuMeHeHuto Habopa peareHToB «Tex-D-aumep-
aBTO» W PYKOBOACTBOM MO WCIOSb30BaHUIO aBTOMAaTUYECKOro
KoaryfnioMeTpa uam MHoro npubopa C ONTUYECKUM METOAOM peru-
CTPauMM U BO3MOXHOCTbIO OMNpeaesieHnst ONTUYECKON MIOTHOCTU
B AvanasoHe 500-900 HM.

3. YTEHME PE3YJIbTATOB

Mpu OCyLeCcTBNEHUM BHYTPUIA6OPaTOPHOro KOHTPONS Kave-
CTBa MPUHSTO YAEPXWUBaTb KOHTPONMPYEMBIN MoKa3aTeslb BHYTPU
[ManasoHa [ByX CpefHEKBaApaTUYHbIX OTK/IOHEHWI. [IManasoHbi
KOHTPO/IMPYEMbIX NMAapaMeTPOB BbIUYNCIIEHBI C YHETOM CTaHAAPTHO-
ro OTKJIOHEHWS W YKa3aHbl B MacnopTe K Habopy.

YCNNOBUA XPAHEHWUSA
N NMPUMEHEHUA

OavH nakoH KOHTPOSbHOW MnasMbl Habopa «Tex-D-aumep
KOHTPOJIb» paccumTaH Ha npoBeAeHne A0 15 KOHTPOsbHbIX U3Me-
peHuiA Npy pacxoae pacTBopa peareHTa no 55 mMkn Ha 1 onpege-
neHve.

XpaHeHue Habopa peareHTOB AO/MKHO MPOBOAUTLCS MPU TeM-
neparype +2... +8 °C B TeueHue Bcero cpoka rogHoctv (18 mec)
B XONOAWIbHBIX KaMmepax wiavM B X0noaunbHukax, obecrneuvsato-
LUMX pernamMeHTUPOBaHHbIA TEMNEPATYPHbIN PEXUM.

[JonyckaeTcs TpaHCNopTUpoBKa npu Temnepatype ao +25 °C
B TeyeHue 30 CyT TpPaHCMNOPTOM BCEX BWMAOB B KPbITbIX TPaHC-
NOPTHbIX CPeACTBax B COOTBETCTBMWM C MpaBWIamMu MepeBo30K,
[e/CTBYIOLLMMI HA TPAHCMOPTE AaHHOMO BUAA.

KOHTpOsMbHblE Nfa3Mbl NOCNE pa3BeAeHUss MOXHO XpaHWUTb
npu Temnepatype +18... +25 °C He 6onee 8 u, npu TemMnepatype
+2... +8 °C — He 6onee 5 cyT, ponyckaeTcs ogHOKpaTHOE 3aMo-
pakusaHue.

He cnepyeT cMelumBaThb peareHTbl pasHbIx Cepuit.

MEPbI MO BE3OMNACHOM YTUWIN3ALUN
MEAMLMHCKOIO U3QENNA N otxXxoaos

YTUAN3aLMIO UK YHUUTOXEHWE, Ae3UHPEKUMIO MEANLIMHCKO-
ro wsgenus cnegyet nposoauTb B cootBeTcTBum € CaHluH
2.1.7.2790-10 «CaHuTapHO-3nmMaemMmonoruyeckme TpeboBaHns K
obpalleHnio ¢ MeAUUMHCKMMK oTxodamu» n MY-287-113 «MeTo-
OMYeckue ykasaHus no AesuHdekuun, npeacTepunmn3aLmoHHON
OUMCTKE U CTEPUIU3ALIMY 3NN MEANLIMHCKOTO Ha3HaYeHus».

MeanumHCKoe u3genue, He Mnoanexallee MCMosb3oBaHuio, a
TaKKe C UCTEKLUMM CPOKOM FOAHOCTU OTHOCWUTCS K MEeAMLMHCKUM
otxopaM knacca A (CanluH 2.1.7.2790-10), He coaepxalimm
NnoTeHUManbHO onacHble MaTepuanbl U BelecTsa (3nNMaemMnono-
rmyecky 6esonacHble 0TXoabl).

Bce vcnonb3oBaHHbIE OAHOPA30Bble PacXOAHbIE MaTepuansl,
obpasylowmecs npu pabote € usgenueMm, copepxaiume obpasLbl
nnasMbl KPOBM MauMeHTOoB, HeobXxoaMmo noasepraTb obpaboTke
[e3VHOMUMPYIOLLMMI CPpeacTBaMU C NOCNeayoLei yTunmsaumen
(cm. MY-287-113 «MeToanueckme ykasaHusi no Ae3viHdekumm,
NpeaCTEPUIN3ALIMOHHON OYMCTKE U CTEPUM3aLMKU U3Lennini Me-
OVLMHCKOrO Ha3HaYeHus»), Kak MNoTeHUManbHO MHMUUMPOBaHHbIE
MeanumnHckme otxoabl knacca b (CanlMuH 2.1.7.2790-10). C6op,
BPEMEHHOE XpaHEHME W BbIBO3 TaKWX OTXOAOB C/ieAyeT BbIMoS-
HSTb B COOTBETCTBMM CO CXEMOW 06palleHusi C MeaULMHCKUMM
0TXOAaMM, MPUHSTON B OpraHW3auuu, OCyLIeCTBAsOWEN Meau-
LIMHCKYIO AeSTENbHOCTb.

PeareHTbl, BXoAswwe B coctas Habopa, He SBNSIOTCS ropio-
YMMMU 1 B3pbIBOONACHbIMU, CUbHOE HarpeBaHWe BTOPUYHOM yna-
KOBKW (KOpoBku M 6nuctepa) MOXET MpMBOAMTL K WX BO3ropa-
HUIO.



FAPAHTUMAHDBIE OBSI3ATENIbCTBA

Mpov3BoaMTeNb rapaHTUpYeT COOTBETCTBME BbiMycKaeMbiX
u3genuin TpeboBaHMsM HOPMaTUBHON U TEXHUYECKON [OKYMEHTa-
UMM B TeYeHWe YKa3aHHOro CpoKa FOAHOCTV Npu cobnioaeHnu
BCEX YCNOBWI TPAHCMOPTUPOBaHUS, XpPaHEHUS U NMPUMEHEHMS.

BesonacHocTb, kayecTBO M 3MEKTUBHOCTL M34ENUs rapaH-
TUPYIOTCS MPOU3BOAMTENEM B TEUEHME BCEr0 CPOKA MOAHOCTU.

[Ons nonyyeHusi HafeXHbIX pe3ynbTaToB Heobxoaumo CTpo-
roe cobnogeHne WHCTPYKUMKM MO MpUMeHeHunio Habopa. Jlobble
OTK/IOHEHUS OT PEKOMEHOBaHHbLIX Mpouesyp NpOBEAEHUs! aHa-
N33 ¥ NPUrOTOB/IEHUSI PeareHTOB MOMyT MPUBECTU K MOMyYEHMIO
HeBEePHbIX pe3ynbTaToB UCCIIeA0BaHMSI.

Mo BonpocaM, KacalowwmMcs KadyecTBa Habopa peareHToB
«Tex-D-gnmep KoHTponb», cnegyet obpawartbcs B OO0 dupmy
«TexHonorns-CraHgapm 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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