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KonTposibHasi CHIBOPOTKA KPOBH /ISl KOHTPOJISI Ka4eCcTBA METO/10B
HORIBA Medical.

Ipennosaraemoe ucnoJabL30BaHue nJir baxrepuanbHas peKOMOMHAHTHAS

JIT (JIAT) Cepaue CBUHBU
ABX Pentra P Control mnpeanasnauen s KOHTPOJIS Tunasa YenoBeueckas peKOMOHHAHTHAS
Ka4yecTBa IyTeM MOHMTOPUHIa TOYHOCTH M MPEIHU3HOHHOCTH MaHKpeaTHIecKas THasa
meronoB HORIBA Medical, mepeuncieHHbIx B JIOTIOTHEHHH, Kucnas docdarasa Ipe/cTaTenbHAs Kee3a Yenopexa/
1uist ounoxumudeckux ananuzaropos HORIBA Medical. Kaprodens

Tpurnuuepuabt Kenrok xypuHoro siina
XapaKTepuCTHKHU m ABX Pentra P Control cnenyer wucnons3oBats B

COOTBETCTBMM C O3TUM MNPHMEYaHHEM W  COIJIacHO
COOTBETCTBYIOIICH MHCTPYKIMU MO MPUMCHECHHIO PEarcHTa.
m ABX Pentr P ntrol o TaBJISIET 71
entra . Contro pencrasisie cobo B mpotMBHOM  ciy4aec TPOM3BOAUTEIh HE  MOXKET
JTUO(GHUIN3UPOBAHHBI KOHTPOJIL HA OCHOBE CBIBOPOTKH
b P p P rapaHTUPOBATH €0 HAJICKAIINE PA00YHNE XaPAKTCPUCTUKH.
KpoBH uesoBeka. CKOPPEKTHPOBaHHBIE KOHLCHTPALUH U
AKTUBHOCTH KOHTPOJIBHBIX KOMIIOHEHTOB OOBIYHO HAXOIATCS

B MATOJIOTHYECKOM AHAMa30He. O6pamenne
m Ha6Gop cocrout u3 10 GprakoHOB KOHTPOIIS (MHOGUIU3AT ISt
5 mn).
ABX Pentra P Control cocrouT ux CBIBOPOTKH KpOBH 1. Boccranosure  coxepxumoe oxHoro ¢makosa 5 mb
4ejIoBeKa ¢ J00aBJIIEHHMEM XHMMHMUYECKMX BEIIECTB U JUCTHUTPOBAHHON MM ICHOHI30BAHHOM BOJIBL.
OKCTPAaKTOB, MOJYYCHHBIX W3 TKaHEH 4UelOBeKa WIH CoGmoyiaiite  OCTOPOXKHOCTh  TPH  CHATHH  PE3MHOBOIO
JKABOTHBIX. KOJNIMauyka BO U30eXaHWe [OTEPH HEKOTOPOH YacTH
JMHO(QUIM3UPOBAHHOTO MaTepHaia. AKKypaTHO 3aKpouTe
Ipoucxosxaenne OHOJOTHYECKUX BELIECTB: (naxon.

2. Maiite ¢akoHy OTCTOSATHCS A0 KOMHATHOU TeMIIEPaTypsl MO

AJIT (TTIT) Cepyue cBuHbH MeHbITel Mepe B Teuenne 30 MUHYT.

ACT (FOT) YenoBeyeckas peKOMOHHAHTHAsT .

A6y TInasma KpoBH KODOBHI 3. Mennenno B36onTaiiTe comepsxumMoe (rakoHa, usberas ero
Anbronasa Y T — BcrieHuBaHus. He BCTpAXUBATS.

Baxno. ®depMEHTHYI0O aKTUBHOCTb CIEAYET OINpeAesaTh
HE3aME/UIUTENIBHO ISl BceX (DEPMEHTOB KpPOME IIENIOYHON
¢docoarazpl. Jng peaktuBanuu ImenodHod  (ocdaraszsl

Ilenounas pocdaraza Llenounas pocdarasa, moaydeHHas
U3 IUIALEHTHI YEIOBeKa,

pEKOMOMHAHTHAs >
Awmasa (06mmas) Tlo/IKeTy OHAs Kele3a CBHHBH WHKYyOHpYHTE BOCCTAHOBICHHYIO KOHTpOHLi-Iy}O CBIBOPOTKY
Amurnasa Tlo/IKeTy 0HAs Kele3a CBHHBH KPOBH B TeUEHHE 4yaca mpu temmeparype 25°C.
(momxey noaHas 4. CHUMHUTE KOJNMA4YOK C (pJIAKOHA M C IOMOIIBIO HMIETKH
_ xKenesa) nepeHecute Tpedyemblii 00beM B IpoOUpPKy ATt 00pasLoB.
2 XounectepuH [Ina3zma KpoBH KOPOBBI
§ XonuH3cTepasza ChIBOPOTKA KPOBH YETOBEKA
g': Kpeatunkunasa Mpims! Kposauka
3 y-I'T UYenosedeckas peKOMOMHAHTHAS
3
3
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ABX Pentra P Control

5. YcranoBuTe npoOUpKy 1Uisi 00pa3ioB B MpUOOp.

m Jlns Pentra C200: ycranosute nmpoOUpKyY st 00pasios
B TIPaBWIBHOE IIOJOXKEHHE B JIOTOK /Uil 00pasuoB
npubopa.

m Jns Pentra C400: ycraHoBuTe poOUpKy [uisi 00pasiioB
B COOTBETCTBYIOLIMH MITATUB pubOpa.

m JIns ABX Pentra 400: ycranoBute m1poOUpPKY st
00pa3ioB B COOTBETCTBYIOIIMIA ITATHB IPUOOpA.

6. ITocne BoccraHoBneHus obpamaiitece ¢ ABX Pentra
P Control xak ¢ B31ThIM y manueHTa oopasmnom.

AHann3 KOHTPOJBHOH CHIBOPOTKH KPOBH CIIEAYeT BBIIIONHATH
©KEeTHEBHO B OIHO BpEMs C aHAIN30M B3ATHIX Y IalHeHTa
00pa3sIoB ¢ BBINOJHEHHEM KaIHOPOBKH NPH KaXKJOM aHAIU3E.
Yactota aHamM3a KOHTpOJEH 3aBHCHUT OT TpeboBaHMit
nabopatopuu. B kaxnoit aGoparopuu  JOIDKHBI  OBITH

ONpezeNeHbl  MOAJIekKaIlue COOJIIOICHUIO HpOLENYpEI
obecrieueHHss  KayecTsa. OtH  mpoueaypbl  JOJIKHBL
COOTBETCTBOBATh JiefcTBYIOUM aTTEeCTALUOHHBIM

Tpe60BaHI/I${M 1 MIPUMEHUMBIM HOPMATUBHBIM I1OJIOKCHUSIM.

TpeGyemble, HO He mMpeOCTaBJsIeMble
MAaTepPUaJIbI

m HORIBA Medical.
| ,]:[I/ICTI/IJ'[J'II/IPOBaHHaSI WIN NJCUOHHW30BaHHAA BOJA.
®m CranmaptHoe 1abopaTopHOE 000PyIOBaHHUE.

le/lHI/lcaHHl)Ie SHAYCHUSHA ab

[IpunucanHple 3HAUeHHS OBUIM OMPEACTCHBI C MOMOIIBIO
METO/IOB, YIIOMSHYTHIX B ITPHUIAraéMOM JOTOJHCHHH.

3HadyeHUsT OBUIM OMMpPEACTCHBI B CTPOrO CTaHIAPTH30BAHHBIX
ycnoBusx ¢ momonnpio ananuzaropoe HORIBA Medical ¢
ucnonb3oBanrem pearearoB HORIBA Medical u ocHoBHOrO
kanu6paropa HORIBA Medical.

IleneBoe 3HaueHHWe TPEACTaBIsSCT COOOM MeaWaHy BCex
MOJIy4eHHBIX 3HaueHuil. COOTBETCTBYIOUIMIA KOHTPOJIbHBIH
JIANa30H pPACCUUTHIBACTCS Kak IeJieBO¢ 3HAueHWe =+ 2
CTaHJAPTHBIX OTKJIOHEHUs (P 3TOM CTaHAAPTHOE OTKIOHEHHE
MpEJICTaBIsACT CcO0OW BENMYMHY, MOJYYCHHYIO B pe3ylbTare
HECKOJIBKHMX OTIPEIEIIEHHI 1IEIEBOIO 3HAUECHUS).

Pe3ynbTaThl JODKHBI HAXOIMTBCS B IIPE/eNaX YCTAHOBICHHBIX
JIOBEPUTENbHBIX HMHTEpBanoB. Kaxknas mabopaTopus IOJDKHA
BBIpabOTaTh HpOLEAYpPY, KOTOPOH HEOOXOOUMO CIIEAOBaTh B
cllydae BBIXOXJCHHS PE3YJIbTATOB 3a IPEAEIIbl YCTAaHOBICHHOTO
JIOBEPUTEIBHOTO HHTEPBAJIA.

KoHueHTpaIys KOMIOHEHTa(OB) 3aBHCHT OT HAaPTHH.
[IpunucaHHble 3HAYCHHS W JIOBEPUTENBHBIC  HMHTEPBAJIbI
yKa3aHbl B IIPUIIAracMOM JIOTIOJHEHHH.

OTH IeJIeBbIe 3HAUCHHUS TAaK)K€ MOXKHO HAWTH Ha HameM BeO-
caiite www.horiba.com.

XpaHeHHe U CTAOMIBHOCTH

CTa0UJIbHOCTD 10 BCKPBITHUS:

CrabuieH 10O OKOHYAHMS YKa3aHHOTO Ha OTHUKETKE CpOKa
TOJHOCTH TIPH XpaHeHHH npu Temreparype 2-8°C.

Kpurepuit mist maHHBIX O CTaOMIBHOCTH: BoccraHoBieHue B
npenenax + 10% oT uCX0QHOTO 3HAYEHUS.

CTabuabpHOCTh MOKa3aTeeir* nocie Boccranosiaenus ABX
Pentra P Control:

® 12 yacos npu Temmneparype 15-25°C

m 5 jueii npu remneparype 2—-8°C

® 1 wmecsn npu temneparype ot —25°C go —15°C (tosmbko
OJIHOKPATHOE 3aMOPaKHBAHUE)

*HICKIIOUEHHUS: CM. HUKE.

CTadnabHOCTDb 0011ero OWJIMPyOHHA NMOcjIe BOCCTAHOBIEHUSI
(npu XpaHeHHH B 3aUIMINEHHOM OT CBETa MecTe):

® 8 yacos npu temneparype 15-25°C

® 24 yaca nipu temneparype 2-8°C

m 2 Henenu mpu temreparype or —25°C mo —15°C (tonmbko
OJIHOKPATHOE 3aMOPaKHBAHNUE)

CTa0uiabHOCTL NPAMOro OWJIHpPYOUHA HocIe
BOCCTaHOBJIeHHsI (PH XPaHEHUH B 3aLIMINEHHOM OT CBeTa
Mecre):

® 4 yacoB npu temmeparype 15-25°C

m 8 yaca npu temmepatrype 2-8°C

m 2 nenenu npu temneparype ot —25°C no —15°C (tosmbko
OJIHOKPATHOE 3aMOPaXKHBAHHE)

Jlerkoe 3eneHoe OKpalMBaHuE KOHTPOJIBHOM CHIBOPOTKU KPOBH
HHUKOHMM 00pa3oM He BIMSAET Ha TEOPETUUECKUE 3HAUCHUSI.
Takyio CTaOMIBHOCTH MOXKHO MONYYHTh HPH  IUIOTHOM
3aKPBITHH KOJMA4YKOM ()JIaKOHOB Cpa3y IMOCIe UCTIOIb30BAHHS U
OTCYTCTBHU 3arpsi3HEHUS.

XpaHHUTE HEUCTIONb3yEMbIE KOHTPOIM B 3aIMIIEHHOM OT CBETa
MecTe.

Oo0pamenue ¢ 0TX0AaMHu

Crnenyet oOpamarbesi K MECTHBIM HOPMATHUBHBIM TPeOOBaHUSM.

al3MeHeHNe: yaIeHa CChLIKA JOMOIHEHHS.
Pl3MeHeHNe: H3MEHEHO CTAHAPTHOE OTKIOHEHHE.
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OO0ure Mepbl NPeI0CTOPOKHOCTH ©

m ABX Pentra P Control cienyer ucronb30BaTh TONBKO ISt
uesied KOHTPOJIsE KauecTBa.

® DTOT peareHT Ui KOHTPOJIS KayecTBa MpeIHa3HAYCH TOIBKO
Ui PO(ECCUOHANBHOTO HCIONBb30BAHMS JUTS JUATHOCTHKH
in vitro.

® licrnonb30BaHuE TOJNBKO MO HA3HAUYCHHIO Bpaya.

m CormacHo HopmartuBHOMY aokymenty (EC) N°.1272/2008
3TOT peareHT CUUTACTCS OE3BPEIHBIM BEIIIECTBOM.

m TIpexynpe:xaenue: Marepuai YEJI0BEYECKOTO
TIPOUCXOXKICHUSL. Crenyer obparmiarscst Kak c
MOTCHIMANBHBIM ~ HCTOYHHKOM  uHpekmmu.  Kaxmiprid
JOHOPCKAsi SJMHUIA IUIA3Mbl KPOBH, HCIIONB30BAHHAS JUIS
MPUTOTOBJIEHHsI 3TOrO Mpoaykra, mporectupoBana FDA ¢
MTOMOIIBI0 OMOOPEHHOT0 METO/a, U B HEell He OOHAPYKEeHBI
HBsAg, BI'C u aururena k BUY 1/2. B cBssu ¢ TeM, 4To
HHUKAKOH U3 M3BECTHBIX METOMOB aHAIW3a HE JaeT IOJHON
YBEPEHHOCTH B OTCYTCTBMM BHpyca rematura B, Bupyca
uMMmyHOne(uiuTa  yenoBeka  (BUY)  wmim  apyrux
WH(EKMOHHBIX areHTOB, KOHTPOIH CIEyeT PacCMaTPHBAThH
Kak B3sATbIE y  TalueHTa o0pasibl,  SBISIOMIAECS
MOTCHIMAIBHBIM UCTOYHUKOM HH(EKIHH, U 0OpaImarscs ¢
HHUMU c COOIIOIEHNEM HaJIeKAIUX Mep
MPEIOCTOPOKHOCTH COTTIACHO HaJIexaIieil 1abopaTopHOi
npakruke (1, 2).

® He BBIIONHSTH UTIETHPOBAHUE PTOM.

® He rmorats. M30erats KOHTaKTa C KOXKE€H M CIM3HCTBHIMU
000109KaMH.

m CobnromaiiTe CTaHAAPTHBIE MEPbI MPEIOCTOPOKHOCTH IS
1a00paTOPHBIX MCCIESIOBAHUIMA.

® DakOHBI U3-TIOJ] PeareHTa Uil KOHTPOJIS Ka4ecTBa CIeayeT
YTUIU3UPOBATh IOCIIE HKCIOIb30BAHUS. Y THIM3ALMs BCEX
OTXOJOB JIOJDKHA OCYIIECTBISITHCS COTJIACHO MECTHBIM
HOPMATHBHBIM TPEOOBAHHUSIM.

m CwM. oTHOCsmHics K KoHTpoio MSDS.

® He wcnonp3yiiTe OPOAYKT MPH BHIAMMBIX MPU3HAKAX €ro
OGHOJIOIrMYECKOTO, XUMHYECKOTO WA (bu3rIecKoro
YXYALIEHHsT Ka4ecTBa.

® OTBETCTBEHHOCTh 33 MPOBEPKY MPUMEHHMOCTH 3TOTO
NOKyMEHTa K HCIOIB3yeMOMY KOHTPONIO JIEXKHT Ha
MOJIL30BaTENIE.

Jlutepartypa

1. Occupational Safety and Health Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
Register July 1, 1998; 6: 267-280.

2. Council Directive (2000/54/EC). Official Journal of the
European Communities. No. L262 from October 17,
2000: 21-45.

CH3meneHune: n3MeHeHne nHpopmani 06 o6IIKMX Mepax Mpea0CTOPOKHOCTH.
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