IIpunoxenue 1

TexHuueckye XapaKTepUCTHKY (ONHCaHNe) U3IEIHH MEIULIMHCKOTO Ha3HAYSHUS

PeareHThl, KOHTPONIBHBIE ¥ PACXOHEIE MaTepPHAaNb] I aBTOMaTHIECKOr0 aHAIM3aTopa
remoctasza Coag L npoussozactsa Diagon Ltd. (Benrpus) unm aHanor

TexHu4eckye XapaKTepUCTHKY (OIMCaHNe) H3AeN i MeTUIIMHCKOT0 Ha3HAUYeHN

L CocraB (KOMILIEKTaIHs):
Ne KomugecTro
Haumenoranue
/T YIIaKOBOK
JIOT Nel: PeareHThl, KOHTPOJBHBIE U PACXOIHBIE MaTEPHUAIIHI IJII aBTOMATHIECKOTO
aHanm3aTopa reMocraza Coag L npousBoactsa Diagon Ltd. (BeHrpus) wiu aHaior
1. | Pearents! nns onpenenenus AUTB 19
2. | Pearent nns onpeneneaus [1B 19
3. | PearenT s onpeneneHust TPOMOMHOBOIO BpEMEHH 50
4. | PeareHTHl ANg olpeneNeHNs aKTUBHOCTH aHTHTpoMOuHa 111 24
5. | PearenTrl ms onpenenenus GubdprHoreHa no Meroxy Knaycca 15
6. | Habop pearenToB ans onpenenenus D-nuMepa 12
7. | Konrponssas masma ans recra D-numep 12
8. | HopmanpHas ¥ naTojornyeckas KOHTpoJibHas Iuia3Ma 24
9. | ITna3zma xanuOpoBOYHAsS 4
10. | ITpoMEIBOYHEIH pacTBOp 36
11. | ITpoMBIBOYHEIH pacTBOP 6
12. | IIpOMBIBOYHBIH pacTBOP 192
JHOT-NeZ PacxonHple MaTepHalbl AJI aBTOMAaTHYeCKOro aHanM3aTopa reMocrasa
Coag L npoussoactea Diagon Ltd. (BeHrpus) - KFOBETHI WM aHAJIOT
1. | Kiogeta | 82

2. TexHWYecKHe XapaKTEPUCTHKH

Ne | Hawmenoanue ITapaMeTpel
1. Pearentsl nns ompenenenus AUTB norokHEl OBIT XKUAKHE U
TOTOBBIE K IPUMEHEHHMIO.
2. B coctaB Habopa OODKEH BXOOUTH pEareHT ¥ DPacTBOP
xJopucrtoro kameis B KoHumeHTpammu 0,025 M. B cmydae
R —— OTCYTCTBHSA [IaHHOI'O pEaKTHBa B Habope, IaHHEIM pacTBOP
. | onpenemess IOIDKeH OBITH IpefocTaBlIeH OTACNBHO, B  KOIHMYECTBE
HEOOXOOUMOM  JJI1 IIPOBENEHHsS 3aJaHHOIO  KOJIMYECTBa
AUTB "
uccnegoanuii AUTB.
3. CTaGHIBHOCT IOCIe BCKPEITHs pH +2 - +8°C — He Menee 14
ITHEeH.
4, Qacopka peareHta — | ymakoBka (He Memee 960
ACCIe0BaHui).
2. | Pearent gusa 1. PexoMOuHanTHEIM TpomOomacTiH i ompepenenus 1B,
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onpenenenus [1B

MHO, axtusaocty mo Ksuxy (%).

2. MY tpomborutacTiHa NOJDKeH OBITh He Oomee 1,3 mid
NpUMEHEeHUs Ha aBToMaTH4IecKoM Koaryinomerpe Diagon CoagL.
IIpemocTaBUTH MOATBEPKAAIOIIHE TOKYMEHTBI oT
IIPOM3BOIUATEII.

3. PearenT mommkeH OBITH HEYYBCTBUTENBHBIM K IEIlapUHY B
KOHIIeHTpauux He MeHee 1,25 ME/miL.

4. CrabuIBHOCTS IIOCITe BCKpBITHs mpH +2 - +8°C — He Meree 10
JHEH.

5. @acoBka peareHta — 1 ymakoBka (He MeHee 960
HCCIIETOBaHHA).

1. JInodbunuzupoBaHHBIN pearedT A ONPENEIeHUS

PearenT nns TPOMOWHOBOTO BPEMEHH B UEIOBEYECKOI IIa3Me.
3 | ompeneneHus 2. CraOuIBHOCTD IOCIIE BCKPBITHS IIpH +2 - +8°C — ne menee 15
" | TpoMOuHOBOTO IHEH.
BpEeMEHHU 3. ®acopka pearenTa — | ymakoska (He MeHee 360
HCCIIeIOBaHMI).
1.PearenT 1719 onpenenenns anTuTpoM6OuHa [II XpoMOreHHEIM
METOJIOM.
PeareHTs! 111
A 2. Habop peareHTOB COCTOUT U3 TPOMOHHOBOIO peareHTa,
P NTHOQUIM3HPOBAHHOTO XPOMOTE€HHOTO CyOcTpaTa TpOMOHHa,
4. | akTUBHOCTH
pazbasistromero 6ydepa.
aHTUTpOMOMHA 0
1 3. CTaGMIBHOCTE Mociie BCKpBITHS IpH 12 - +8°C — He MeHee 7
JTHEH. ‘
4. dacoska — 1 Habop (ue menee 200 uccne0BaHMHN)
1. Peareur nng ompemeneHus GUOpHHOI€Ha KIOTTHHIOBLIM
MeroznoM 1o Knaycca B mmasme.
2. JluanasoH JMHEMHOCTH peareHTa O3 JOIOIHUTEILHOTO
pasbasieHus Ha aHammsaropax reMocrasa Coagl momxeH OBITH
ue Meree 1,0-5,0 r/m.
3. CTabWIbHOCTS TI0CITe BCKphITHs TpH +2 - +8°C — He MeHee 7
Pearents! mis —
onpeneneHus ' o "
5 GEbpHEoreHA 1o 4. B Habop HO/DKEH BXONWTH pa30aBILIOIMA MMHIA30JI0BbIH
MET(]);) Kaveea Oydep mig npob B XKUAKOM, TOTOBOM K IIPHUMEHEHHIO PAaCTBOpE.
& 4 B cayuyae orcyrcTBus gaHHOro Oydepa B Habope, NaHHEIH
peaKTHB MOJDKEH OBITH NPENOCTAaBIECH OTAECIBHO, B KOIHYECTBE
HEOOXONMMOM U1 TIPOBENEHHS 3aJaHHOrO  KOJHYECTBa
rccienoBanuit GubpuHoresa no meroxy Kiayccea.
5. dacoBka peareHta — | ymakoBka (He Menee 1200
HCCIEeOBaHMUMH).
1. Habop peareHTOB [O7i KOJHMYECTBEHHOIO OINPEHCICHUS
Habop pearertos | TPOAYKTOB paciaja NOTepeHO-CIIITOrO bubpuna (D-mumepoB)
PP B 4EJIOBEYECKOH IIasMe, IpeaHa3HadeHHbIN 1 HCIIONb30BaHMS
6. | o1 onpenenenus

D-pumepa

B aganmm3aTope remocrasa (cepuu Coag).
2.B cocraB Habopa HODKHBI BXOIWTH JKHIKHNA JIATEKCHBIH
peareHT (TOTOB K WCIIOJI30BaHHIO), Oydep ¢ cynbhaToM HUKeNIs




(TOTOB K IPUMEHEHHIO).

3. JIumeiHOCTh TecTa — He MeHee amanasona 0,22-4,00 mxr/mn
@O3E.

4. OTpHLaTeNBHOE IPOTHOCTHYECKOe 3HadeHHe Iy Tpombo3a
rny6oxux Ben/TOJIA — He MeHee 98%.

5. CtabunbHOCTs Habopa peareHTOoB IIOCTe BCKPHITHA IpH +2 -
+8°C — ne menee 14 nueit.

6. ®acoska — 1 Habop (He MeHee 150 Hcce 0BaHMIA)

KonTponsHas
I1a3ma g TecTa
D-numep

1. IInasma 10 TpPOBeNeHHS BHYTPHIAOOpaTOPHOIO KOHTPOILL
TeCT-CUCTEMEI JUIS KOJIMYECTBEHHOTO olpefeneHus Jl-numepa.

2. KoHTponpHbI# MaTepHal A4 onpenenenns D-numepa JoDKeH
OBITE COBMECTHM C IpeAiiaraeéMbIM HabOpOM pPEareHToB i
ompefeNeHus ypoBHA D-muMepoB, O YeM JOIDKHO ObITh
IPOIMMCAHO B WHCTPYKIMM K Habopy ana ompenenenus D-
quMepa. ATTeCTOBaHBl Ui IPHMEHEHUS Ha aHaIHM3aTopax
remoctasa CoagL.

3. ®opma BBIIyCKa — JIHOQUIM3aT, pPaCTBODUTENb —
JUCTIUIMPOBaHHasd BOZA.

4. CTaOHUIBHOCTG IOCTE BCKPBITHA IIpd +2 - +8°C — He menee 2
JTHEH.

5. dacoska — 1 Habop (He MeHee 5 QIAKOHOB X 2 YPOBHS II0 HE
MeHee 1 m).

Hopmanerad u

1. IInasmMa [s IPOBEOEHUS BHYTPUIA0OPAaTOPHOIO KOHTPOJLA
TECT-CHCTEMBI II0 OIPENENeHHI0 CIEAYIOIMMUX aHAIWTOB B
HODMaJIBHOM M TIATOJIOTMYECKOM IHANa30He: NMPOTPOMOMHOBOE
Bpemsi (I[1B), aKTHBHPOBaHHOE YaCTHYHOE TPOMOOILIACTHHOBOE
Bpems (AUTB), tpomOuuoBoe Bpems (IB), ¢ubpunores,
agtuTpoMOue III ¢ mOATBEpXACHHEM JOKyMEHTaMH OT

IPOM3BOIUTEILA
MIATOJIOTYECKas
2. ATTecToBaHBl IS MPUMEHEHHA Ha aHalH3aTopax reMocTasa
KOHTPOJIbHASA
CoagL.
masMa
3. ®opMa BBOIYCKAa — JHOQMIN3AT, pPacTBOPHTENb  —
IUCTHJUTHPOBaHHAas BOJA.
0
4, CTabmIBHOCTS MOCHE BOCCTaHOBIeHHS mpH +2 - +8°C — He
MeHee 4 YacoB, XpaHEeHHE MpU —20°C — re Menee 30 aHel.
5. @acoBka — 1 ynaxoska (ue meHee 10 ¢bakoHOB X 2 ypOBHS He
menee 1 mi).
1 Kamubpatop Dia-CAL mnpenHasHaueH i KaJuOpPOBKH
CIIeYIOMMIX KOAryJISIMOHHEIX TECTOB: IPOTPOMOWHOBOE BPEMS,
¢ubprHoren, anTuTpoMOuH III.
2.ATTecToBaH A IIPHMMEHEHHWs Ha aHamM3aTopax IeMocTasa
IInazma
Coag L.
KamOpoBOYHAas

3. CTaBGuIBHOCTH IOCIIE BOCCTAHOBIICHHMS Kanubparopa npu +20—
+25°C me menee 4 9acoB, JOIIYCTUMa OJHOKpaTHast 3aMOpO3Ka.

4. dacoska — 1 ymaxoska (He meHee 12 ¢pmakoHOB 10 He Goiee 1
MJI).




1. PactBOp mpencrasnger coboit THITOXJIOPUTHEIH MOFOIIHH
PacTBOp [UIs OYHCTKH OT OCTATKOB KJIETOK, OEIIKOB U
TPHIIIHAIEPANOB.

2.PacTBOp mOJDKEH OBITE NpeIHAa3Ha4YeH I aBTOMATHYECKHUX
IIpombiBouHBI# | aHanm3aTOpOB remoctasa Coagl npoussozactsa DIAGON.
pacTBop 3. PacTBop B HEBCKPHITOM (IaKOHE CTaGIIIEH 10 HCTEUSHHS
CpOKa roAHOCTH IIPH XpaHeHH! Npu+2 - +8°C, cTabMIBHOCTS
TI0JIe BCKPHITHS — He MeHee 21 CyToK.

4. QacoBka — 1 ynmakoBKa (He MeHee 12 (BIaKOHOB IO He MeHee
15 mm).

1. PacTBOp npenuasHaveH [ eXeIHEBHOTO OOCITy>XHUBaHUS U
IIPOMBIBKH aBTOMATHYECKOT0 aHamm3aropa reMocrasza Coag L.
IIpoMerBouHEH | 2. Morowuit pactsop, COZepP KAl TUIIOXJIOPUT HATPHS.
pacTBoOp I'0TOB K HCIIOMBE30BaHMIO.

3.CTabunEHOCTE IOCIIe BCKPEITHS — He MeHee 60 mueit.
4.®acoska — He MeHee 1 duakona 06B8MoM He Goee 100 M.

1.PactBop, coneprxarnuii [TAB, ciyxarmuit [uist eXeTHEBHOTO
00CIy)XMBAaHYS H OYMCTKY aHAIIM3aTOPOB reMocTasa (Cepuy
Coag).

2.CTabunbHOCTS IOCIIE BCKPBITHS — He Menee 60 mHei.
3.DacoBKa — He MeHee 1 ¢puakoHa 06bEMOM He MeHee 4,5 1.

IIpoMEIBOYHEIH
pacTBop

JIOT NoZ Pacxonusle MaTepraisl A1 aBTOMATHIECKOTO aHajM3aTopa reMocrasa
Coag L npoussozctea Diagon Ltd. (BeHrpys) - KIOBETSI HITH aHANOT

Kroseta 1. KroBeTa peakIuoOHHas OOHOpa3oBas IS aHajlm3aTropa
remocrasa Coag L
2. B ymaxoske He menee 1000 mTyk.

3. Texmwdeckue TpeGOBAaHMS: DPEareHTHl MOJDKHBI OBITH IPUTONHBEL IS IPSMOM
YCTaHOBKH Ha 0OpT aHamm3aTopa H [IpEIHa3HAaYE€Hbl i1 aBTOMaTHYECKOIr'o
aHamu3aTopa remocrasa Coag L mpoussomctsa Diagon Ltd. (Bemrpus) u
TIONTBEPX/AaTEC NOKYMEHTAMH B COOTBETCTBMM C DYKOBOICTBOM (MHCTPYKIIHEH)
IIOJIB30BATENL, TMO0 MHBIMY JOKYMEHTAMH.

4. TpeboBaHus 0 HATHIHHE TEXHAYECKOH TOKYMEHTAIIUH U HHOM UHGOpMAaITHH:

4.1. HalM9He PETUCTPAIMORHOTO YAOCTOBEpeH s MUHICTepCTBA 3apaBooxpanernus PE;
(IMd MENUIMHCKHAX H3IEIHH, HE WMMEOIIIX TOCYNapCTBEHHYIO DPErHCTPalHi0 B
Pecmy6muxe Bemapyck): mokymeHTEl, ykaszaHHsle B IIOCTAHOBICHWH MunucrepcTBa
31paBooxpanenus PecryGmmku Bemapyce ot 19.05.2021 Ne 51 «O mopsiake yuacTus B
[IpOLIEAypaX TOCYNAapCTBeHHBIX 3aKyIIOK HE3aperMCTPUPOBAHHBEIX  MEOUIIMHCKUX
H3IEITUIR».

4.2. DOKYyMEHTBI, TOATBEPKNAIOIINE TEXHWYECKHe M (DYHKLHOHATLHEIE I1apaMeTpsl
3aKyIaeMBbIX U3/IeN M Ha OeIOPYCCKOM TG0 PYCCKOM S3BIKeE.
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Ipunoxenne 1

PearenThbl, KOHTPOJBHBIE U PACXOIHBIE MATEPHANbI JJIA ABTOMATHYECKOIO TreMaToJIOTHIEeCKOro

apamazaropa YUMIZEN H500 OT: nponseoacrea HORIBA ABX SAS (®pannus)

Jlot Ne 3:

TexHuYecKHe XapaKTEPHCTHKY (ONHCaHAE) H3AeMHH MeTHIHECKOr0 Ha3HAYeHH A

1 CoctaB (KOMIUICKTALHA):

Ne| HaymeHOBaHME, MOLICKAIIKX 3aKyIKE TOBapOB Enmm. | KommgecTtso
(pabor, ycayr)

1. | Pearent ABX Diluent / M30TOHHYECKMH pacTBOp, hi§ 640
He MeHee 201

2. | Pearenar ABX Whitediff / Pearent mnsd onpenencHus b 68
KJIETOYHEIX IOMYNIAINi, He MeHee 1 1

3. | Pearent ABX Cleaner / [IpoMbIBatolM# pacTBOp, b § 24
He MeHee 1 1

4. | ABX Minoclair / PacTBOp KOHLEHTPUPOBAaHHOM 1 2,0
pOMBIBKH, He MeHee 0,5 11

5. | KorTpomsasii marepuan ABX Difftrol, L (Hu3kuil ypoBeHB) MJI
dacoeka: 1 draxon He Gonee 3MI 36,0

6. | Kourpomsusni matepran ABX Difftrol, 1 N (#opmansHbi MIT
yposens) dacoka: 1 dmakoH He bonee 3Mi 36,0

7. | Koarponensni matepuan ABX Difftrol, 1 H (Bricoxui MJI
ypoBens) dacopka: 1 dpmakon He 6omee 3mi 36,0

2. Texuuueckue TpeGoBaHUA: PeareHTsl IOJUKHBL OBITh, IPeIHA3HAYECHHEIE 17 pabOTH Ha
ABTOMATHYECKOM remaronorvdeckom ananmmsatope Yumizen H500 OT m moarsepxknarscs
JOKYMEHTaMH B COOTBETCTBHH ¢ PYKOBOACTBOM (MHCTPYKLMEH) MOIB30BATENS, INO0 MHEIMHU
IOKYMEHTaMH.
3. Tpebosanus 0 HAnU4UU MEXHUYECKOTE OOKYMEHMAYUY U UHOU UHPOPMAYUU:

3.2. IOKYMEHTHI, IOATBEPXKIAIOIINE TEXHWYECKHe H (QYHKLMOHANBHBIC IapaMeTPEI
3aKy[aeMbIX U3Jeui Ha 6eIopyCcCKoM TU00 PyCCKOM sS3BIKE.
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Ipunoxenne 1

K 324BKE Ha 3aKyIIKy PeareHTOB, KOHTPOJBLHBIX H
PACXOIHBIX MATEPHANIOB K aBTOMATHHEECKOMY
TeMaToIOTHYECKOMY aHAIH3aATOpY

DxHS500, Beckman Coulter, I'epmanns

TexHugeckue XapakTepUCTHKH (OTTHCaHUE) H3IENi MeIUITUHCKOTO Ha3HaYeHH
PeareHTsl, KOHTPOJbHbBIE H PACXONHbIC MATEPHAIBI I/IA ABTOMATHIECKOT0 IreMaToIOrHIecKoro
asammatopa DxHS00, Beckman Coulter, I'epmanns

1. CoctaB (KOMILTIEKTALHS )
Ne Komuyectso
Hammenosanue
/o YIIaKOBOK
JIOT Ne4:PearenTsl, KOHTPOJBHEIE H PACXOQHBIE MATEPHANEI IS aBTOMAaTHIECKOTO IeMaTOIOTHIECKOTO

ananuszatopa DxHS00, Beckman Coulter, I'epmanms

1 H3oToHM4ecKkui pacTBOP I pa3BeqeHus o0pa3lia v IPOMBIBKH CHCTEMEL, 84
IMITIOSHT, yIakoBKa He MeHee 10 11

2. | JIuzupyrommii pacTBOp JUIA JIM3KUCA SPUTPOLIMTOB, YIakoBka He MeHee 500 M 87

3. | IlpombIBaromyii peareHT Wi IPOMBIBKH CHCTEMEI, YIIaKOBKa He MeHee 500 v 141
KoHTponpHbIH MaTepHall JyL1 IOIHOIO CEKTpa reMaToOIOTHYeCKHX NapaMeTpoB, 16

HCTIONB3YEMBIX Ha remMaTonorndeckoM aHanusarope DxHS500, B Tpéx yposHiIx
(maToNorHYeCKHit HH3KUH, HOPMATBHEIH, MATOJIOTMIECKHH BEICOKHIA), YIIAKOBKA
ge menee 13,8 mn

2. Texnuueckue mpebo6anus:

2.1. PeareHTEI ¥ pacXoIHEIE MaTepHaIsl JODKHEI OBITh OPHTHHAIBHOIO IPOM3BOACTBA MJIH 4HATIOIH,
nperHa3HayeHHsle s paboTsl Ha reMaronormdeckoM asammsatrope DxHS500, Beckman Coulter,
I'epMaHust, 9TO TOJDKHO OBITH MOATBEPKAEHO JOKYMEHTAMHU OT IPOU3BOAUTENS.

2.2 PeareHTHI IOIDKHEI OBITH COBMECTHMEI C reMaTojormdeckuM aHanmzatopoM DxHS00, Beckman
Coulter, I'epmanus.

2.3. Bce peareHTHl IOJDKHEI OBITH pacacoBaHBl B €MKOCTH, IPHTOIHEIC K IIPSIMOM YCTaHOBKE Ha
6opT aranm3aropa.

3. Tpebosanus, npedvagisiemeie K KQuecmey mosapa, 2apaHmutiHoMy CpOKY (200HOCmY, CIMEPUNbHOCTU):
COIIACHO JOKYMEHTAM IO IPOLEAYPe rOCYAAPCTBEHHOM 3aKyIIKHA OpraHu3aropa.
4. Tpebosanus 0 HAIUYUY MEXHUYECKOT OOKYMEHMAYUU U UHOU UHDOPMAYUL:

4.2. TOKYMEHTSI, IOATBEPKIAIOIIHE TEXHAIECKHE ¥ QYHKIIMOHAIBHbIC NapaMeTpEl 3aKyIIaeMEBIX M3ICIIHA
Ha DeopyccKoM MO0 PYCCKOM S3BIKE.
IIpuMedanue: TaHHEIA aHATH3ATOP HAXOMUTHCS HAa TapaHTUHHOM 00CTyKHBAHMH.
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