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BCE HEOBXOAOWMMOE OJi4 PABOTbI TECTA

B OAHOM HABOPE

LLiInpokunmn cnekTp [apaHTMAa KayecTBa CobcTBEHHOE NPOU3BOACTBO
peareHTOB reMocTasa NoJIHOro umnkna B Mockee
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Mpu BbISBNEHNM OTKIOHEHWIA PE3Y/ILTAaTOB AaHHbIX TECTOB OT HOPMbI
/W NPU HEKOTOPbIX KJIMHUYECKMX COCTOSHUSAX TpebytoTcs 6onee
pa3BepHyTble, cnelubuyeckme uccaesoBaHus CUCTEMbI FreMOCTasa,
KOTOPbIE MO3BOJIAIOT AaTh 60/1€€ TOYHYH OLLEHKY KOary/io/10rMyeckoro
COCTOSIHWS MauMeHTa.

Ba3oBble TECTbI reMOCTa3a — 3TO CKPUHUHIOBbIE TECTbI, KOTOpbIE
OOCTYMHbI AJ151 KaXK,0/ 1abopaTopun, NO3BOISKOT OLEHUTL COCTOSIHME
NJa3MeHHOro reMocTasa 1 [aloT NOHWMaHUE O Le/IOCTHOM paboTe
NMPOLLECCOB CBEPThIBAHUS.

K [LaHHbIM TecTaM OTHOCATCS:
B noptdene PEHAM ecTb 06LLUMPHBIN aCCOPTUMEHT peareHToB,

*  MpoTPOMGMH Mo Keuky & %/MHO/npoTpombuHosoe spems (M1B) CrMoco6HbIl Y4,0BAETBOPUTL NOTPE6GHOCTM Nto6oi NabopaTopuu.

e  aKTMBMPOBaAHHOE YacTU4YHOE TpoMboniacTuHoBoe BpemMs (AYTB)
e comep)kaHue pyHKUMoHanbHOro pubpuHoreHa no Knayccy (Pr)

e  TpombuHoBoe Bpems (TB)

CKpUHUHT (6a3oBbie TecTbl)

Kon-Bo
OnucaHune CocTas ®dacoeka TEecToB
Mnr-5/1 PeareHT ons onpepenerns CMeCb TPOMBOMIACTUHA U3 MO3ra KPOJIMKOB 10x8 mn 800
NpPOTPOMGUHOBOIO BPpEMEHU 1 KasbLMst XJIOPUCTOrO
Mnr-5/2 KJIOTTUHIOBbIM METOZ,0M 10%x5 mn 500
MeXayHapoaHbIn MHAEKC
nr-5/3 yyBCcTBUTENbHOCTU (MINY) 10x5 mn 500
1,1-1,3 (nnodmnmsar)
nr-7/1 Habop peareHToB AYTB-peareHT 7x4 mMn 560
Ans onpesenermns AHTB Ha ) p-p Kanbums xnopuctoro 0,025 M 3x10Mn
OCHOBE /IMODUJIbHO BbICYLLIEHHOM
cMecu pochonmnmaos con
nr-7/3 11 aKTUBATOpa 3/1/1aroBON AYTB-peareHT 5x5mn 500
KUCNOTbI p-p Kanbums xnopuctoro 0,025 M 5x5mn
Mr-9A Habop peareHToB TpoM6uH-peareHT 18 ME/dn. 9x6Mn 540
ANa onpeneneHna pacTBOpuTESb (KOHL,) 1x6Mn
TPOMGUHOBOIO BpEMEHU
nr-9 Habop peareHToB TpoM6uH YesnoBeka 100 ME/dbn. 2x1mn 400
ANA ONpeaeneHna cTabunusartop 1x1mn
TPOMGUHOBOIO BpEMEHU
Mr-10/1 Hab6op peareHTOB TPOMOUH YenoBeKa, IMODUIBHO BbICYLLIEHHbIN 8x2 Mn 320
ANA onpeaeneH1a MMMAa30/10BbIM Bydep (KoHL,.) 1x5Mn
copeprkaHns GubpuHoreHa
naasma-kaambpatop 1x1mn
Mr-10/3 TPOMOUH YenoBeKa, IMODUIBHO BbICYLLIEHHbIN 8x2 Mn 800
MMWa30/10BbIM Bydep (KoHLL.) 1x5mn
nnaasma-Kaambpatop 1x1mn
Cucrema pubpunHonmsa
0-3/1 Habop peareHToB NaTeKC-peareHT KpacHbIn 2x6 Mn 140
[ CS 0151 KOJIMYECTBEHHOTO Bydep peakLMOoHHbI 2%7 MA
onpepenenus [-aumepos .
cepun oydep MMMAa3010BbIN 1x5mn
[-numep KanmbpaTop KpacHbI, 1x1 ™mn
NIMOGUNBHO BbICYLLEHHbIN
[-3/2 Habop peareHToB NaTeKC-peareHT KpacHbIn 4x6 mn 280
Ns CS gﬁ;:::}:‘:::;'ﬁ:;:;zpos 6ydep peakLMOHHbIN 4x7 ™Mn
cepun b6ydep MMMAA3010BbIN 1x5mn
[-numep KanmbpaTop KpacHbIN, 1x1mn
NIMOGUIBHO BbICYLLIEHHbI
0-3/3 Habop peareHToB naTeKC-peareHT CUHUI 2x6Mn 140
0151 KOJIMYECTBEHHOTO Gvdep PeaKLUOHHBIN 2%x7 Mn
Ana CA onpeaenenus [-aumepos Yebep peaky .
cepumn o6ydep MMMaa3010BbIN 1x5mn
[-numep kannbpaTop CUHUIA, 1x1mn
JIMOPUIBHO BbICYLLEHHbIN
[0-3/4 Habop peareHToB NaTeKc-peareHT CUHUI 4x6mn 280
[ CA 0151 KOJIMYECTBEHHOIO Bydbep peakLMOHHbI 4%7 mn
onpepaenenus [1-numepos .
cepun bydep MMMAA3010BbIN 1x5mn
[-numep kKanmbpaTop CUHUIA, 1x1mn

NIMODUIBHO BbICYLLIEHHbI




PacwumpeHHas KoarynorpamMma

Kon-Bo
OnwucaHune CocTtaB ®dacoBka TecToB
MN®A-2 Habop peareHToB TPOM6UH 2x20 ME 60
L)1 onpefeneHns akTUBHOCTM nnasma-kanmepaTop 1x1mn
aHTUTpoM6UHa Il onTnyeckum 4 ov6 2 %4 MKM
METOAOM XPOMOTreHHbIN cybcTpaT MK
C MCNO/b30BaHNEM 6ydep MMMAa3010BbIN (KOHLL.) 1x5mn
XPOMOreHHOoro cybcTpata
OA-2 Hab6op peareHToB CTPENTOKNHA3a, 2x500 ME 100
AnaonpeaeneHna nnasma-kanmbpaTop 1x1m™mn
niasMuMHoOreHa A ov6 234 MKM
ONTUYECKMM METOIOM XPOMOTreHHbIN cybcTpaT MK
C XPOMOT€eHHbIM Cy6CTpaToM 6ydep (koHL) 1x5mn
(konmnuecTBeHHas MeToMKa)
MOA-3 Habop peareHToB AYTB-peareHT 2x2Mn 60
[OJ151 CKPUHUHIOBOM OLLEHKM C akTMBaTOpoM npoTenHa C
HapyLUueHuii B cucTemMe AYTB-peareHT 2%2 Mn
npotenHa C
P p-p Kanbums xaopuctoro 0,025 M 1x5mn
nnasma-kanmbpaTop 1x1wmn
MOA-5 Hab6op peareHToB aKTuBaTOp NpoTenHa C 2x5Mn 56
0151 onpefeneHns akTUBHOCTM nnasma-kanmepaTop 1x1mn
npotenHa C onTUYeCcKnm A o6 1x2
MEeTO/0M C UCMO0JIb30BaHMEM XPOMOTeHHbIM CybCTpaT M
XPOMOTreHHOro cy6cTpaTa 6ydep (koHu,) 1x2 mn
KB-1 Habop peareHToB AYTBc-peareHT 2x4 mMn 40
[OJ151 onpeAeneHns AYTBR-peareHT 2%x2 Mn
BOJIYaHOYHOIO BAC- 2% M
AHTUKOAry/isiHTa C-pearenTt 1
BAn-peareHT 2x1mMn
MBc-peareHT 1x1mn
MBn-peareHT 1x4 mn
naa3sma Cc BO/IYAHOYHbIM 1x1m™mn
QHTUKOAry/ISHTOM
OC-1 Habop peareHToB puAng, 1x1m™mn 20
AN ONpeAe/IeHN: akTUBHOCTM p-p KanbLms xnopuctoro 0,025 M 1x5Mmn
dakTopa VI
KaoNMH 1x5mn
UMUAA30/10BbIN Bydep (KoHL,.) 1x5mn
nnaasma-kanmnbpaTtop 1x1mn
nedbvumnTHas naasma no ¢. VIl 1x1mn
OC-2 Habop peareHToB 3puUnng, 1x1wmn 20
AngonpeaeneHna p-p KabLms xnopuctoro 0,025 M 1x5mn
aKTMBHOCTU daKTopa IX
KaoJInH 1x5mn
MMUAA30/10BbIN Bydep (KoHL,.) 1x5mn
nJjia3mMa-KaambpaTtop 1x1 mn
nedbuumTHas naasma no . IX 1x1 mn
»C-3 Hab6op peareHToB GubpurHoreH 2x2Mn 40
L5 onpefeneHns TPOMBMH 2%2 Mn
akTuBHocTU pakTopa Xl
¢ P p-p Kanbums xnopuctoro 0,1 M 1x5mn
KaoJInH 1x10 mn
MOHOX/IOPYKCYCHas KMCI0Ta 2x7 Mn
MMWa30/10BbIN Bydep (KoHLL.) 1x5mn
nnasma-kanmbpaTop 1x1wmn
-2 Ha6op peareHToB A15 cybcTpaTHas niasma 2X2 M0 80
onpegeneHus aHTu-Xa (ncTounuk AT I, dubpuHoreHa un paxtopa V)
AKTUBHOCTU renapuvHa pearenT 1 2%x2 MA
KOary/io/iorM4ecknm MeToLoM (cmech dpakTopa Xa 1 dochonmnmaos)
pacTBop Kasbums xsiopuctoro 0,035 M 1x5mn
naasMmbl-KaambpaTopsl, 3x1mn
3 YPOBHS aHTU-Xa aKTUBHOCTM renapuHa
M1a3Mbl KOHTPOJIbHbIE, 2x1mn

2 YpOBHSA aHTK-Xa aKTMBHOCTM renapuHa




®a KTOpPbl CBEPTbIBaHUA

Kon-Bo
OnucaHue ®dacoBka TEeCTOB
KM-6 [Mnasma cybeTpaTHas, geduumnTtHas no ¢paxktopy VIII 3x8 mn 60
KM-11 [Mnasma cybeTpaTHas, aeduumnTtHas no dpaktopy Il 3x1mn 60
KM-12 Mna3sma cybcTpaTHas, gedpuumTHas no ¢axktopy VII 3x1mMn 60
KM-13 Mnasma cybcTpaTHas, geduumTHas no ¢paktTopy X 3x1mMn 60
KM-14 Mnasma cybcTpaTHas, geduumTHas no ¢aktopy Xl 3x1mMn 60
KM-15 [Mnasma cy6eTpaTHas, gedpuumnTtHas no dpaxktopy Xl 3x1mMn 60
Kannbpatopbl U KOHTPOJIbHbIE MaTepUabl
KM-16 MynbsTukanubpartop, cTabuimsmMpoBaHHas 3x1mMn
nia3smMa-kaambpatop
KM-17 MpoTpOMBUH-KOHTPOJIb yposeHb 1 (MHO 1,3-2,1) 3x1mMmn
yposeHb 2 (MHO 2,2-3,3) 3x1mMn
yposeHb 3 (MHO 3,5-5,0) 3x1Mn
KM-18 MpoTpoM6UH-KanubpaTop, CTabuIM3nMpoBaHHas 3x1mMn
naasma-kannbpaTop
KM-1 Mnasma H, aTtTecToBaHa He MeHee HopMa 3x1wmMn
YeM o 4-6 napaMeTpaM CUCTEMbI reMoCTa3a naTosiorms 3x1mn
KM-2 IMnasma KOHTpOJIbHAA, aTTeCcToBaHa HOopMa 3x1mMn
He MeHee 4yeM o 11-20 napameTpam naTonorus 3%x1MA
CUCTeMbl reMocTasa
-2 Pelumep-KOHTpOb ypoBeHb 1 3x1mMn
YpOBeHb 2 3x1mn
OTaenbHble peareHTbl
KM-6 Bydep Mnpazon0BbIi KOHLLEHTPUPOBAHHBIN — 3x8 Mn
npu passegeHnm sogon B 20 pas (1:19) pH 7,35-7,45
KM-11 Tpuc-HCI 6ydep KOHLEHTPUPOBaHHbIN — 3x1mn
npu passegeHnm sogon B 20 pas (1:19) pH 7,35-7,45
KM-12 Kanbuuii Xx10pUCTbIiA, 0,025 M TUTpOBaHHbIN pacTBOp 3x1mMn
peareHT A1 peKaabuMPUKaLmMm LUTpaTHOM CaCl:

M1a3Mbl U LUMTPATHOMN KPOBU
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KomMmnaHusa «PEHAM» — 310 T e
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LUMPOKUI CMEKTP peareHToB
reMocTasa u TecT-cucTeM
D015 AUArHOCTUKM in vitro

KayecTBO, NMPOBEPEHHOE
pose ~w%
BpeMeHeM: 6onee 30 NeT Ha pbIHKe SN
Tonveo ang g vitrao AMArHOGCT mgy "ﬁ
TPOMEUH PEATEHT e~

rapaHTUsi KayecTBa: MHOroJIeTHee
y4yacTue B [porpaMmmax
MeXAyHapOAHOro KOHTPOS
kayectBa — NEQAS, UK NEQAS
n ECAT

: L
CoB6CTBEHHOE MPOU3BOACTBO u nr-ga -
MoIHOro LUMKAa B Mockse, a /
aTTecToBaHHoe o I1SO A Yn n‘"’
(TOCT P MICO 9001-2015, HochERosiR MEGOH OBWECTRD .

BOMbHbX FEMOSMHAMES
FOCT ISO 13485-2017)



