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Hacrosmas MeToauka ycTaHaBIMBaeT METOABI U CPEACTBA IEPBUYHON M MEPUOTUYECKOH TOBEPKH aHaH-
3aTopoB remaroiorndeckux Swelab Alfa moneneit Basic, Standard, Auto Sampler, Cap Piercer (nanee —
aHAIM3aTOPHI), IpeTHA3HAYCHHBIE JUIS H3MEPEHUH CUETHOH KOHICHTPALUH JICHKOIIMTOB M SPHUTPOLMTOB
KOHJyKTOMETPHYECKHM METOJIOM, a TAKXKE MaCCOBOH KOHIIEHTpALUH reMoroOrHa clieKTpodoToMeTprye-
CKHM METOJIOM, H3rOTaB/IMBaeMBIEC II0 TEXHHYECKOH JokyMeHTanuu Komnanuu Boule Medical AB., [IIsenust.

O6nacTh NpUMEHEHNS: OCYIIECTBICHHE AEATEIBHOCTH B 00JIaCTH 3paBOOXPAHEHHUS.

AHanM3aTopsl NOJUIE)XAT IEPBUYHOM H NEPHOANYECKOH ITOBEPKE.

HnTepBan Mexny nosepkamu — 1 rog.

1. Onepanyuu nosepkn
1.1. IIpu mpoBeACHUH OBEPKH JODKHBI BHITOJIHATHCS ONEPAllH, YKa3aHHbIE B Ta0r. 1.

Tabmuna 1
O0653aTenbHOCTH IPOBENCHHUS IIPH:
HaumenoBanmue onepa- Homep nyHkTa F— Fe———
1002074 HHCTPYKITAH P PHOZ
IIOBEpKE MTOBEPKE
ITpoBepka KOMILIEKTHOCTH
U BHEIIHETO BUJA 5.1 Ha Ha
IlonTBepxeHuEe COOTBET-
5.2 a a
creus [10 A A
Onpo6oBanue
P 53 Ila Ila

Onpexenenue METPOJIOTH-
YECKHX XapaKTEPHCTHK:

- ompenelieHHE OTHOCH- 54 Ha Ha
TEIHHOM MMOI'PEIIHOCTH aHaIH-
3aropa IpH U3MEPEHHH KOH-
[EHTPalUMH JIEHKOLUTOB, 3pUT-
POLIMTOB U reMoriobuHa

2. CpeacTBa noBepKH
IIpu npoBeneHNM NMOBEPKH NOJDKHBI NMPUMEHSATHCS CPEACTBAa M3MEPEHHit U 000pymoBaHHE®,
IIpUBEJEHHBIE B TabIL.2.

Tabmuna 2.
Homep n.n. MmeToauku | HoMep HOpMAaTHBHOTO JOKYMEHTA, perJIaMEHTHPYIOLIEr0 TEXHHYECKHE
TOBEPKHU Tpe6OBaHHS K CpEICTBY MOBEPKH H (MJIM) OCHOBHBIE TEXHHYECKHE XapaK-
TEPUCTHUKH CPEICTB NOBEPKH
m.5.3. I'eMaronoruyeckuit KonTpons 16-mapamerpos (HopMa), 4,5 mi/¢n, Boule
Con-Diff Normal
n.5.4 I'CO 9624-2010 cocraBa ¢opMeHHBIX 31eMeHTOB kpoBu — «[EMATO-

JIOTUYECKUM KOHTPOJIb» (xommnext ['K-BHUHM)». CueTnas KoH-
IEHTpal|s JpUTponuToB: matonorus (ot 2,0 mo 3,1) 10'%/i; HopMa (ot
3,8 10 5,5) 10'%/n; cueTHas KOHUEHTpAUKS JTEHKOLHTOB: NATONOIHS (ot
2,5 o 3,7)109/JI; HopMma (ot 4,1 1o 9,0) 10°/n; maccosas KOHIICHTpaLHUs re-
| MormobuHa: naronorus (ot 95 mo 118) r/n; HOopMa (ot 120 mo 160) r/n.
na. 53,54 Hozatops! munerounsie 3A0 “Jlabeuctemc-CII6”, Ne "'ocpeectpa 14741-
99; nocyna mepHas naboparopHas crexysunas mo 'OCT 1770-74; uunms-
Jpbl MEpHBIE; KOJIOHI INTOCKOZOHHBIE KOHMYECKHE.

*)_ MOT'YT GBITh HCIIOIB30BAHBI AHATOTHYHbIE CpelCTBa H3MEPEHUH B 060pyJOBaHKE, HE YCTYNAK0-

e Mo METPOJIOTHYCCKUM XapaKTCpHCTHKAaM, YKa3aHHEIC B Tabuune 2.



3. TpeGoBanus Ge3onacHOCTH

3.1.Ilpu mpoBeaeHUH MOBEPKU IOJDKHBI OBITH COOMIONIEHBI clieaytomue TpeboBanus Gezonac-
HOCTH:

3.1.1. K pabore ¢ npuGopaMu, HCIOIB3yeMBIMH IIPU IOBEPKE, AOIMYCKAIOTCA JIMLA, IPOLIEI-
1IM€ HHCTPYKTaX [0 TEXHUKE Oe30I1aCHOCTH IpH paboTe ¢ AMEKTPO- B paIHON3MEPUTENILHBIMH IIPH-
Gopamu.

3.1.2. Ilepen BKIIOYEHHEM AOJDKEH OBITH NPOBEIEH BHEUIHHI OCMOTP IPHOOPOB C LENBIO OI-
peneNieHus HCIIPABHOCTH U 3JICKTPUYECKOH 6€30acCHOCTH BKIIFOYCHHUS UX B CETh.

4. Yci10BUSA NNOBEPKH H NOAr0OTOBKA K HEeH

4.1. Ilpu npoBeACHUH NOBEPKHU JOJDKHEI OBITh COOMIOIEHBI CIEAYIOIIHE YCIOBHS:

¢ TeMmiepaTrypa OKpy>kalollero Bosayxa ot 18 mo 25 °C

¢ OTHOCHTENIbHAA BIAXHOCTH oT 10 mo 80 %

¢ OTKJIOHEHHUE HAIPSDKEHUS ITUTaHUS OT HOMMHAJIBHOTO 3HaveHus (220 + 22) B

¢ arMocdepHoe gasienue oT 84 no 106,7 xI1a.

42. Ilepex mpoBeAeHHWEM IOBEPKH HEOOXOAUMO O3HAKOMHTECH C PYKOBOJCTBOM IO OKC-
IUTyaTalldd U BBIIOJHHTH CJIETYIOIIHE IOATOTOBUTENbHEIE pabOTEL:

¢ [IpOBEPUTH HATMYHE H CPOK FOJHOCTH CTaHIAPTHBIX 00pa3IlOB, peaKTHBOB M MaTEPHANIOB;

¢ IIPUTOTOBUTH IIOBEPOYHEIE PAaCTBOPHI reMOINIOOHHA, JIEHKOLUTOB, SPUTPOLUTOB B COOT-
BETCTBHH C HHCTPYKITHSIMH 10 IPHMEHEHHIO CTAHAAPTHBIX 00Pa31IOB STAIOHHBIX MaTEPHAJIOB.

S.IIpoBenenne noBepkn

5.1. Buemnuit ocMoTp.

5.1.1. Ilpu npoBeIeHUH BHEMIHETO OCMOTPA AODKHO OBITH IIPOBEPEHO:
- OTCYTCTBHE MEXaHHYECKUX IMOBPEXAEHHI BIMSIONINX Ha TOYHOCTE MOKa3aHUH KOMIUIEKCa;
- HAIMYME H IPOYHOCTh KPEIUICHHUS OPTaHOB YIPaBJICHUS U KOMMY TallUH.

5.1.2. Ananu3zaropsl, 3a6pakoBaHHbIE IIPH BHENIHEM OCMOTpE, HAJIBHEHINEH MOBEpKE HE MOJ-
JIeXar.

5.2. ITonTBepxpaenne coorBercrBus IO

IIpn npoBeaeHMH NOBEPKH BHIMOMHSIOT onepauuio «[loaTBepkaeHHe COOTBETCTBHS HPOrpamMm-
Horo obecnevenus». Onepauus «IloATBepXAeHNE COOTBETCTBHS IIPOTPAMMHOI0 00€CIIeUeHHs» CO-
CTOMT M3 ONpeJielIeHHs HoMepa BepcHH (MaeHTHGHKAIMOHHOr0 HoMepa) IporpaMMHOro obecnede-
HuA. A 3T0oro HeoOX0AMMO BKIIOUHTE NTPHOOP, KOTAa MPOU30HIET aBTOMAaTHIECKH 3aIyCK Ipo-
rpammel «BM800» Ha 3KpaHe MOSBHUTCS OKHO ¢ HauMeHoBaHHMeM M Bepcueit 110 «BM800». Ilox-
TBEPXCHHE MOXHO CYHTATh YCIICIIHBIM, €CJTH HOMEp BEPCHH COBIIQJaeT ¢ HOMEPOM, YKa3aHHBIM B
onucaHud THNa (6o He HIXe).

5.3 OnpobGoBanue.

5.3.1 IIpoBepka o61meit paGoTOCIIOCOGHOCTH.

Bxmounts nuranue anHamusaropa. CormacHo PykoBOACTBY IO 3KCIUTyaTallMH BBITOJIHHTDH IIPO-
nexypy 3amycka. AHAIM3aTOp AOMYCKaeTcs K JaJbHEHIIEMy MpOBEACHUIO paboT, eCliM MpUCYTCT-
ByeT cooOIeH’e 0 rOTOBHOCTH aHAJIU3aTopa K paboTe.

5.3.2 IIpoBepka pabOTHI CHCTEM aHAIM3AaTOPa NPOBOJUTCS C TOMOLIBIO ['eMaToIorn4uecKuii KoH-
TpoJsb 16-napameTpoB (HopMa), 4,5 mi/bn, Boule Con-Diff Normal*.

*ITpumedanrie; KoHTpONbHBIE MaTepHans! nocTaBnsotes 3A0 « TMAKOH»
agpec: P® 142292, MockBosckas o6nacts, r.Ilyumto, ya.Ipysosas, 1A
ten. (495) 980-63-39, dakc (495) 980-66-79,

e-mail: sale@diakonlab.ru



A) Onpezenenue nepecyeTHIX ko3 drimeHToB ($haKropoB) ¢ HCIONL30BaHUEM Kamubpatopa.
B cooTBeTcTBHM ¢ PYyKOBOACTBOM IO 3KCIUTyaTallill aHATTM3aTOpa BEIOpaTh PEXHUM aBTOMAaTHYECKOH
KanuOpOBKH H BHITOJHUTH H3MEPEHHE, HCIIONB3Ys [ eMaToIOrHuecKuii KOHTPOJIb 16-1apamMeTpoB
(aopma), 4,5 M/, Boule Con-Diff Normal B kauectBe o6pasna. CoxpaHATh HOBBIE 3HAUCHHUS IIe-
pecueTHBIX K03 $UIHUEHTOB B NaMATH aHaIM3aTopa.

B) IIpoBepka o KOHTPOJIEHBIM MaTEpHANIAM.
B cooTBeTCTBIM € YKa3aHWIMH PyKOBOACTBA IO 3KCIUTyaTal|y 3aIyCTHTh IIPOLIEAYPY H3MEPEHH Tapa-
MeTpoB ['eMaTonoruyeckoro KoHTpos 16-napameTpoB (HopMa), 4,5 M/, Boule Con-Diff
Normal. Pe3ynbrars! onpo6oBaHus aHAIA3AaTOPa CUATAIOTCS TTOJIOXKUTENLHBIMH, €CIIH 3HAYEeHNS KOH-
TPOJIGHEIX [TApaMETPOB, MOJYYEHHBIX Ha MPHOOpe, HAXOATCA B IPaHMIIaX, YKa3aHHBIX B IaCIIOPTE KOH-
TPOJILHOTO MarepHaa.

5.4. OnpenesieHne METPONOrHIECKHX XapaKTePHCTHK.

5.4.1. OnpeneneHne OTHOCHTENBHON NOIpEIIHOCTH AHAIN3aTOpa IPH HU3MEPEHHUH CUETHOM
KOHLIEHTPAIlMH 3PUTPOLIMTOB, JICHKOILMTOB U MacCOBOM KOHIEHTPALMH IeMOITIOOMHA IPOM3BOAUTCS C
UCIOJIb30BaHNEM IIOBEPOYHBIX PacTBOPOB, NMPHroTOBICHHBIX Ha ocHoBe I'CO 9624-2010 cocraBa
dopmennbix snemenToB kpoBH — «EMATOJIOTMYECKUM KOHTPOJIb»  (xommiekr I'K-
BHUHUM)».

5.4.2. IlonrotoBsTe NOBEpOUHBIE pacTBOPEI Ha ocHOBe I'CO 9624-2010 cornacHO HHCTPYKLAH
Ha 'CO: «Hopma», «IlaTonorus» B HeoOX0aUMOM 00BEME [UIS ONPENCIEHH CYETHONH KOHIIEHTPAIHH
SPHUTPOLMTOB U JIEHKOIIMTOB M MacCOBO# KOHIICHTPAL[MH reMOTrI00HHa.

5.4.3. IIpo6upky c NOBEPOYHBIM PaCTBOPOM ITOMECTHTE B MECTO I 3a60opa nMpo6 1 HaXXMHTE
KHOIIKY 3a6opa npo6bl Ha nepe/iHel MaHeny aHanu3aTopa (mpaBmia 3abopa mpoOk! BHITOIHSHUTE CO-
IJIaCHO yKa3aHHsIM PyKOBOJICTBa IO 3KCIDTyaTalluH).

5.4.4. B meHi0 aHanu3atopa BeiOHpatoT pexum “LlenpHoit kpoBu”. [Tocme HaxaTHs KIaBHIIH
Ha nepeJHeH NaHeNny aHaNu3aTopa HaYWHAETCS aBTOMaTHYEeCKUH aHamu3 obpasia.

Pesymsrarel onpenenenns WBC, RBC u Hgb BHIBoIATCS Ha 3KpaH aHAIHM3aTopa H COXpaHs-
IOTCS B MTAMATH aHaJIA3aTopa.

5.4.5. IlocnenoBaTeNbHO MEHSAS NOBEPOYHBIH pacTBOP, MPOBEAUTE U3MEPEHHS KOHIIEHTPALIMH
AHAJTATOB (SPUTPOLIMTOB, JICHKOIIUTOB H reMorIo0uHa).

5.4.6. 3Ha4eHHE MOTPEIIHOCTH NPH U3MEPEHUH CYETHOH KOHICHTPAUMH SPHUTPOLUTOB H
JIEHKOLIUTOB M MacCOBO KOHIICHTPallMH reMOrIo0uHa pacCUHTHIBAaETCS o GopMyIe:

Xi - Xio
A= » 100 %,
Xio
rze - Xi— pe3y/IbTaT H3SMEPEHHS LIS i-T0 TOBEPOYHOIO PacTBOPa;

- Xjo — 3Ha4YEHHE CUYETHOH KOHICHTPAIUH SPHTPOIIUTOB U JIEHKOIMTOB, a TAKXKE MacCOBOM KOH-
LIEHTPAIMH IeMOII061Ha B COOTBETCTBYIOIIEM IIOBEPOYHOM PacTBOPE.

Pe3ynbraThl cUMTAIOTCS MOJIOKUTEIBHBIMH, €CIIH 3HAYEHHE A; IIPH M3MEPEHHH KOHUCHTPALUH
SPUTPOLMTOB H JICHKOLIMTOB HE NpeBhIIacT * 15 %, a IpH H3MepeHUN MacCOBOM KOHIIEHTPAIIMH re-
MornobuHa + 10 %.



6. Odopmienne pe3yJbTaTOB NOBEPKH

6.1 AHanu3aTop reMaTOJIOIMYECKHH, TOBEPEHHBIH 10 HACTOSAIIEH METOAMKE U OTBEYAIOMUi
TpeOOBaHUAM OIIMCAHUSA THUIA, IPU3HAETCA FOJHEIM K IPUMEHEHHIO H Ha HeTO BBIIACTCS CBHICTEIIb-
CTBO O MOBEPKE YCTAHOBJIECHHON (POPMBEIL.

6.2 AnHanuzatop reMaToJOTrH4eCKHi, HE COOTBETCTBYIOMMKA TpeOOBaHHAM OITMCAHHS THNA, K
IIPUMEHEHHUIO HE JOIYCKAaeTCs U Ha HEro BBLAAETCS JOKYMEHT C YKa3aHUSIMH IPUYHH HETIPHUTOJHO-
CTH.

6.3 PesynbraThl moBepxu odopmitiores B Buae nportokona (IIPUJIOXEHUE A).



IMPUJIIOXEHHUE A

INPOTOKOJI IOBEPKH

HaumenoBanue npubopa: AHajin3arop remaronoruyeckuii Swelab Alfa
Mogaens: Basic/Standard/Auto Sampler/Cap Piercer

[Tpunapuiexur:

3aB. HOMEp

Hata nosepku

YcnoBus MOBEPKH: TEMIIEPATypa OKPYKaIOLIEro BO3AyXa °c;
aTMocdepHOe naBleHne Kl]a;
OTHOCHTEIIbHAS BJIXXHOCTD %.

[ToBepka ocCyIIeCTBIAETCS IO JOKYMEHTY «AHaM3aTophl reMaTojoruyeckue Swelab Alfa
Mogeneit Basic, Standard, Auto Sampler, Cap Piercer. Meronuka mosepku. MI1-242-1422-2012».

Cpexncrsa mosepku: I'CO  9624-2010 Cocrasa popMeHHBIX 3emeHTOB KpoBH — «TEMATOJIO-
I'MYECKHWU KOHTPOJIb» (xommuext 'K-BHUHUM)», Ne napTau, CpoK rOAHOCTH, OCHOBHEIE

METPOJIOTHYECKUEC XapaKTCPHUCTHKH.

PE3VJIBTATHI IIOBEPKH

1.Pe3ynpTaThl BHEITHETO OCMOTPA
2. PesynsTatel noareepxaenus [10
3.Pe3ynbTathl onpo60oBaHUS

4.Pe3ynpTaThl ONpEACICHUA OTPEMIHOCTH B paboyux auana3oHax H3MEpPEHHH

MaxcumanbHoe 3Ha-
Ilpenen
HawumenoBauue Enmunnna H3mepennoe JIOITyCKAEMOH YeHHE [TOTPEIHOCTH,
XapakTEPUCTUKH | HU3MEpEHHH 3HaYeHHE y [OJy4eHHOH IIpH
HOTPEIIHOCTH
HOBEpKE

- JleHkomuTHI
-  OpHUTPOLMTEI
- T'emornobun

4. Pe3ynbraThl NOATBEPXAEHUS cooTBeTCTBUA [10

5. 3akimoyeHue

IToBepurens

JlaTa




