TexunyecKkHe XapaKTEPHCTHKH (OMHCAHAE) MeTHIHHCKHX W3/ Hi
(IpH HeOBGXOAUMOCTH ¢ pa3/ieIeHHeM Ha JIOThI)

1.Cocrap (KOMILIEKTALMS) MEeTHIHHCKHX H3/1eJTuil:

Ne Haumenosanne KonuuecTBo
1.1 | pearent aktusauuu kaomHa (Kaolin Activation Reagent) 2 uabop (50 TecToB)
1.2. | Geictpeiii kaonuHoBkLH peareHT (Rapid Kaolin Reagent) 3 naopa (60 TecTOB)
1.3. | anamus renapuxa (Heparin Assay) 1 nabop (10 TecToB)
|4 | aHams dhyskumonagsHoro  pubpunoresa (Functional Fibrinogen 4 uabopa (80 TecTos)
T | Assay)
1.5. | pomGoanactorpadudecknii aHanmus TtpombouuTor AA (AA/ADP) 4 nabopa (20 TecToB)
(Thromboelastographic Platelet Assay (AA/ADP))
1.6. | TpomBosnactorpaduyeckuit anamms Tpombouutos ADP (AA/ADP) 4 wabopa (20 TecToB)
(Thromboelastographic Platelet Assay (AA/ADP))
1.7. | TpomBosnactorpaduueckuii  amamms  TpomGoumtor  (AA/ADP) 3 paGopa (15 TecToB)
(Thromboelastographic Platelet Assay (AA/ADP))
1.8. | xonTpons TpomGosnactorpaduu I (Thromboelastography Control I) 1 nabop (40 TecToB)
1.9. | xontpons Tpomboanactorpaduu II (Thromboelastography Control IT) 1 nabop (40 TectoB.)
1.10. | peakuroHHBle KiOBeThI UIs aHanusaTopa remoctasa Haema T4 12 nabopos
(Tromboelastography Reaction Cups) (300 wrt.)

2. TexuuuecKHe XapaKTePHCTHKH:

2.1. Pearent axtupaipu kaonuaa (Kaolin Activation Reagent- 10/mKeH aKTHBHPOBATE BHYTPEHHMH TTyTh
KOATYISILUY 32 CYET OTPULATE/LHONO 3apAjia pearenta akTHeally KaoauHa. B coctase Habopa JoIKeH
Haxoutcs Tpurrepubiil pacteop CaCl2. HaGop nomien noaxoauts K aHamusatopamHaema T4, TEG®
5000.

2.2. Brictpuiii kaomanoesli pearent (Rapid Kaolin Reagent)- fo/mmkeH 0HOBPEMEHHO aKTUBUPOBATE KaK
BHYTPEHHHMIL, TAK ¥ BHELIHUH [TyTH CBEPTHIBAHMA KPOBH, yeKopsis 00pasoBaHue TPOMOOB

B coctaBe Habopa [0JUKeH HaxoquTes TpUrTepHbli pacteop CaCl2.

2.3 Ananus renapuna (Heparin Assay)- TecT J0/DKeH ObITh NPEAHA3HAYEH /1 OLEHKH HAJIMYMsl OCTATKOB
remapuHa B KpOBOOOPALIGHWH MAlMEHTOB MM MOABIEHHs Yy MAlMEHTOB PE3MCTEHTHOCTH K JICHCHHIO
remapuHoM. B cocrase HaGopa JOIUKEH HAXOAUTCS TPUITEPHBIA PacTBOp CaCl2.

2.4 Amamus tyHkuuoHansHoro ¢ubpunorena (Functional Fibrinogen Assay)- TecT HOMKEH OBITH
npe/HazHAYEeH U1 H3MepeHHs (QyHKLUHOHATBHOTO GpubpuHoreHa B 00pasie KpOBH MalMeHTa. B cocrase
Habopa 10/UKeH HaxonuTes TpurrepHsii pactsop CaCl2.

2.5 TpomGoanacrorpaduueckuii anamus TpomGouuror AA (AA/ADP) (Thromboelastographic Platelet
Assay (AA/ADP)- Tecrt jomikeH OBITH [NpeaHasHayeH [l OLEHKH arperaldOHHOH (yHKIIHH
TPOMBOLMTOR Y MAIHEHTOB, IPUHAMABIIMX aHTUTPOMGOLMTAPHEIE NpeliapaTsl NPOTHB myT AK.

B coctase HaGopa no/mkeH HaXOOUTCs TpUITepHbIH pacTeop CaCl2.

2.6 Tpombosnactorpaduueckuii anams tpombouutos ADP (AA/ADP) (Thromboelastographic Platelet
Assay (AA/ADP)- TecT nomkeH OBITh NpeAHA3sHAueH /s OLEHKH arperalloHHOH byHKUHH
TPOMGOLIUTOB Y MALMEHTOB, IPHHAMABLIMX aHTUTPOMOOLHTAPHBIE MPENapaThbl MPOTHB [TYTH AID

B coctaBe HaBopa J0MKeH HaXOUMTCs Tpurreprbiit pactsop CaCl2.

2.7 TpomGosnactorpadudeckuii ananus TpomGouutos (AA/ADP) (Thromboelastographic Platelet Assay
(AA/ADP)- Tect nomkeH GBITH MpejiHa3HAYEH JUIS OLEHKM arperalioHHOH (QyHKIHH TPOMOOILIUTOB Y
NALEEHTOR, IPUHAMABILHX AHTHTPOMOOLIMTAPHBIE [PENApaThl MPOTHB peLenTopos AJID HiIH myTH AK

B cocTaBe HaGopa JokeH HaxoauTes TpurrepHeri pacteop CaCl2,

2.8 Konrtpoms tpombosnactorpadun [ (Thromboelastography Control I)- KOHTpONBHbIH matepuan 1
ypoRHS JOMKeH oGecriedMBaTh KOHTPONb KauecTsa TpomGoanactorpada. B cocrase Habopa JOMKeH
HaxouTes Tpurrepusiil pacteop CaCl2.




2.9 Kourpoms TpomGosnactorpaduu II (Thromboelastography Control 11)- KOHTpPOJILHBIA MaTtepuan 2
YpOBHS omKeH ofecreuuBaTh KOHTPONb KauecTBa tpomboanactorpada.B cocrase Habopa AOMKEH

HaxoguTcs TpurrepHsiii pactsop CaCl2.
2.10 PeakuuoHHble KIOBETHI il amanmusatopa remoctasa Haema T4 (Tromboelastography Reaction
Cups)- peakIHOHHBIE KIOBETHI U1 TPOBE/IEHHs TPOMO03nacTorpauieckiX aHaIu30B.

3. TpeGopamms, NpeAbsBiIsieMble K KauecTBY TOBAapa, TrAapaHTHHHOMY CPOKY (ronHocTH,
CTEPHJILHOCTH)

[IpeutaraeMble peareHThbl ¥ KOHTPOJIBHBIE MATEpHaibl A0JUKHBL ObITh PEKOMEH/I0BAHDI 1S TPHMEHCHHS
npomseomutenem obopynosanus «MEDCAPTAIN MEDICAL TECHNOLOGY CO., LTD.» ansa

aHanuzatopa remoctasa Haema T4.

TOAHOCTD H CTEPMILHOCTE OJDKHA COCTABNATE He MeHee 60%0 oT CpoKa roHOCTH H (MITH) CTEPUITBHOCTH,
YCTAHOBJIEHHOTO H3TOTOBUTE/EM (TIPOM3BOIHUTENEM)
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