POMK-TecT

(b/1IaKOHHbIH BapHAHT

MHCTPYKLUSA
Nno NpMMEeHEeHUIo0 Habopa peareHToB
AN onpeneneHust pacTBOpUMbIX pM6pUH-
MOHOMEPHbIX KOMMNJIEKCOB B MJ1a3Me KPOBU
(P®MK-TecT)

HA3HAYEHMUE

Habop peareHTOB Ans onpeneneHns pacTBOPUMbIX (UOPUH-
MOHOMEPHbIX KOMMEKCOB B nna3me kpoeu (POMK-TecT) npeaHa-
3HaUeH ANs KOMMYECTBEHHOrO onpeaeneHuss B MjasMe KpoBM
pacTBOpUMbIX (PUEPUH-MOHOMEpPHBIX KoMmnnekcoB (POMK), sB-
NSAIOWMXCA MapkepaMn BHYTPUCOCYAUCTOMO CBEPTbIBAHUSI KPOBU
npu Tpombo3ax, Tpomb6oambonusix, ABC-cuHApOMax pasfiMyHOro
reHesa.

Habop npepHa3HaueH TOMbKO Ansi NpodeccMoHanbHOro mc-
Nosb30BaHWsl cneumanmcTamm B 061actu nabopaTopHoM AuarHo-
CTUKM: 3aBefylowmmn nabopartopusmu, Bpadamm K/, Bpavamu-
nabopaHTamMy,  MeAUUMHCKMMM  NabopaTopHbIMM  TEXHMKAMM
(denbawep-nabopaHT), nabopaHTamu, MeAULMHCKUMU TEXHOIO-
ramu.

Obnactb npuMeHeHust Habopa: knMHMYeckas nabopaTopHas
[AMAarHOCTUKA, KIMHWUYecKas MeauumHa.

XAPAKTEPUCTUKA HABOPA

MpuvHUMN MeToAa. MpuHuMn MeToda onpeaeneHus POMK
B NJla3Me KPOBW 3aK/IlOYaeTCs B MOSIBIEHWM B MNasMe, coaepxa-
wen POMK, 3épeH (napakoarynsta) dhubpuHa nocne nobaBneHus
K Heil pacTBopa opTo-(heHaHTpOMHa rMapoXiopuaa.

CocraB Habopa:

Komnnektaumst N2 1 (kat. N2 081):

1. OpTo-heHaHTponuHa rugpoxnopug, 70 mr - 2 ¢n.

2. KOHTponb-MuHYC (Modunn3vMpoBaHHas niasMa KpoBu ue-
noBeka, He coaepxawias POMK), Ha 1 mn - 1 dn.

3. KoHTponb-natoc (inodunmsnposaHHas nnasma Kposu Ye-
noBeka, coaepxatlas POMK), Ha 1 mn - 1 dn.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

Mpy MccnenoBaHUM KOHTPOJIBHOW MiasMbl, HE coaepikallei
POMK (KOHTpOnb-MMUHYC), OTMeYaeTcs OTCYTCTBME Mapakoaryns-
ummn B TeveHwe 60 c.

Mpy  UMCCNeaoBaHUMM KOHTPONBHOM Mia3Mbl, CoAepiKallei
POMK (KoHTponb-nstoc), 0TMeYaeTcs Hannyme napakoarynsuuy B
npegenax ot 5 ao 30 c.

[onycTumoe OTK/IOHEHME BpeMeHW napakoarynsuum oT atre-
CTOBaHHOrO 3HayeHus — He 6onee 10 %.

KoadduumeHT Bapuaummn pesynsTaToB ONpefesieHns BpeMEHM
napakoarynsuum — He 6onee 10 %.

[JonycTvMbil pa3bpoc pe3ynbTaToB OrpeaeneHusi BpeMeHM
napakoarynsiuMu B ogHon npobe nnasMbl KpoBW pasHbiMK Habo-
pamu ogHol cepumn — He 6onee 10 %.

TecT He 4YyBCTBMTENEH K MPUCYTCTBUIO B KPOBM aHTMKOaAry-
NISIHTOB.

HopmaTuBHble 1 dakTUHeckne 3HayeHus aHaIMTUYECKUX Mo-
KasaTenel ykasaHbl B MacropTte K Habopy.

MEPbI
NMPEAOCTOPOXXHOCTHU

MoTeHUManbHbI pUCK NpUMeHeHUst Habopa — knacc 2a (npu-
ka3 MUHUCTEpCTBa 34paBoOXpaHeHus Poccuiickort deaepaumm N2
4H ot 06.06.2012 1.).

Habop peareHTOB MCMOMb3yeTCs TOMbKO AN MPUMEHEHUs in
vitro.

PearenTbl, BXoaswwume B cocTaB Habopa, B MCMOMb3yeMbIX KOH-
LIEHTpaLMsIX HE TOKCUYHBI.

Habop He copepxuTt aHtTuTena k BUY 1, 2, Bupycy renatuta C
1 HBsAg.

Mpu pabote c Habopom cneayeT cobntogatb FTOCT P 52905-
2007 «JlabopaTopun MeanumHckme. TpeboBaHns 6e30nacHOCTU».

Mpu pabote c Habopom cneayeT HageBaTb OAHOPa30Bble nep-
YaTKM, Tak Kak 0bpa3Lbl KPOBM YesioBeka criefyeT paccMaTpuBaThb
KaK MoTeHUManbHO MHMUUMPOBaHHbIE, CMOCObHbIE ANUTENbHOE
BpEMSI COXpaHsTb W nepegasaTb BWY, Bupycbl renatutoB wnwu
noboii apyrovi Bo36yanTeNb BUPYCHOW MHMbEKLMN.

Bce vcnonb3oBaHHble MaTepuansl Ae3MHbUUMPOBaTb B COOT-
BETCTBUK C TpeboBaHmsMn MY 287-113 «MeTtoanueckue ykasaHus
no Ae3nHdeKUMK, NpeacTepuIn3aLmMoHHON 0UUCTKE U CTEpUn3a-
LMW U3AENW MEAULIMHCKOTO Ha3HaYeHWs»,

OBOPYOBAHME,
MATEPWUAJIbI, PEATEHTDI

- LeHTpudyra nabopatopHas;

- CeKyHZoMep;

- OCBETUTENb AN MUKPOCKOMa;

- [o3aTopbl nuneTovHble Bmectumoctbio 0,05-0,2, 0,1-1,0 u
10,0 mn;

- NPOBMPKM CTEKNSHHbIE;

- BOAA AMCTUNIMPOBaHHas;

- NepyYaTKv MeanLIMHCKME AMarHoCTUYECKUe OfHOPa30BbIe.

NMPUFOTOBJIEHUE
AHAJINSNPYEMbIX OBPA3LIOB

KpoBb Ans uccnepoBaHust 3abupaloT U3 NIOKTEBOW BeHbl B
NAacTUKOBYLO NPobupKy, coaepxalyto 3,2-3,8 % pacTBop HaTpus
JIMMOHHOKMCNOrO Tpéx3aMelleHHoro (uutpat Hatpus). CooTHO-
WweHve o6beEMOB KpOBM M uuTpata Hatpus - 9:1. BO3MOXHO wuc-
Nnosb30BaHMe BaKyyMHbIX CUCTEM Ans 3abopa KpoBK, COAEpKaLLmMX
uutpaT Hatpus (3,2-3,8 %). KpoBb ueHTpudyrmpytoT npu 1200-
1600 g B TeyeHune 15 MuH. B pesynbTate nonydatloT 6eaHyto
TpombouuTaMu NnasMmy, KOTOPYIO NEPEHOCAT B ApYryio nNpobupky,
rAe XpaHAT A0 NpOBeAEHNS UCCNeAoBaHNs.

Buumanne! TecT 0cobo 4yBCTBUTE/IEH K IMOMPELIHOCTAM 1Py
nosyqeHnn  Kposy. LleHTpudyrnpoBaHne AO0MKHO NPOBOAUTLCS
HenocpeacTBEHHO Noc/e B3ATUS KPOBM, a OTOOp nnasMbl Ha uC-
cnepoBaHue - cpasy e nocie ueHTpudyruposaHns. He aonycka-
€TCsl aHanu3 nnasMbl KPoBW, UMeloLLel CryCTKM, FeMonu3 U nony-
yeHHoli Bonee 2 Y Ha3ag, a Takxke 3aMOPOXXEHHOW M1a3Mbl KPOBY.
YKa3aHHble MOrpewwHoCTM NPUBOAAT K «BHYTPUNPOOGMPOYHOMY»
o6pa3zoBaHNto POMK U 3aBbILIEHUIO PE3Y/bTaToOB OnpeaeneHuit.

NMPUrOTOBJIEHUE PEATEHTOB
N NPOBEAEHMUE AHAJIU3A

1. NTOArOTOBKA PEATEHTOB K PABOTE

1.1. PasBepeHue o-cheHaHTpoONMHA BO pnakoH-
HOM BapuaHTe UCMNOJIHEHUs

B oavH 13 ABYX hnakoHOB € OpTO-(heHAHTPONMHA TMAPOXIO-
puaom (panee no TekcTy - deHaHTponmMHoMm) BHectn 10,0 mn aumc-
TUNNMPOBAHHOM BOZbI M PaCTBOPUTL COAEPXKMMOE MPU KOMHATHOM
Temnepatype (+18... +25 °C) n nepuognyeckoM nokayvMeaHum Ao
NOSIHOrO PacTBOpPeHUs peareHTa. B pesynbTaTe monyyatoT pac-
TBOp heHaHTponuHa. Mepea Mcnonb30BaHWEM pacTBoOp C eHaH-
TPO/IMHOM AO/MKEH GbiTh BbIAEPXKAH NMpU KOMHATHOW TeMnepaTtype
B TeyeHue 15 MuH. AHanoOrn4yHo, Mo Mepe HeobxoaAMMOCTH, pas-
BECTU COAEPXKMMOe BTOPOro pakoHa ¢ (peHaHTPOMHOM.

1.2. PasBefeHMe KOHTpPO/NbHbIX masM (KoH-
Tponb-natoc u KOHTponb-MuHyc)

Bo cnakoH ¢ nnasmoit, coaepxalueit POMK (KoHTponb-ntoc),
BHecT 1,0 MR AMCTUNAMPOBAHHON BOAbI U PACTBOPUTL COAEPXKU-
Moe Mnpu KOMHaTHOM TeMmnepatype (+18... +25 °C) u nepuoanye-
CKOM MOKayvBaHUM A0 MOSIHOrO PaCcTBOPeHUst peareHTa. AHano-
r'MYHO pasBeECTM coaepxuMmoe (riakoHa C NnasMoii, He coaepxa-
weit POMK (KoHTponb-MuHyC). [Mepen MCrMonb30BaHWEM  KOH-
TPO/bHblE MNa3Mbl AOMKHbI ObiTb BblAepXXaHbl NpY KOMHATHOM
TemnepaType B TedyeHue 15 MuH.

KOHTponbHasi nnasma pa3BoAWTCA B A€Hb Hayana MCrnonb30-
BaHWS peareHToB Habopa M CNYXUT 4S9 NPOBEPKM MPaBUIbHOCTU
BbIMONHEHWS aHanu3a. Mcnonb3lyeTcs B TedeHne 1 4 mocne pas-
BEIEHUS B YC/IOBUSIX XpaHEHWsI MPU KOMHATHOW TemnepaType.

2. NIPOBEAEHUE AHAJIU3A

OnpepeneHvsi NPOBOASAT MpU KOMHATHO TeMnepaType (+18...
+25 °C) cMelLMBaEMbIX peareHToB.

K 0,1 Mn uccnegyeMoi nnasMbl KpOBM, B3SITOM B MpoBUpKy,
pobasutb 0,1 mn pactBopa deHaHTponMHa. HemeaneHHo BKO-
YNTb CeKyHaomep. Mpu HenpepbiBHOM MOKauMBaHWM NpobMpku B
npoxoasilieM CBeTe PerucTpupyroT Bpemsi OT MOMeHTa dobaene-
HUSI peareHTa [0 Hayana nosiBNeHMs MepBbiX 3epeH GubpuHa
(napakoarynsTa).

3. YTEHME PE3YJ1IbTATOB

KonuuecrBeHHbI YUYET pe3ynbTaTOB oOnpeaeneHus
P®MK B nna3Me kposu®

O6bI4HO B NepBble 120 C perncTpupyoTCs XOpOLLO BUAMMbIE B
npoxoasleM ceete 3epHa (napakoarynat) ¢ubpuHa. OTMETUTb
BpPeEMS MX MOSIBNIEHNS B CeKyHAax M no Tabnuue 1 onpepenutb
Konuuectso POMK B uccnegyemoi nnasme.

KaTanoHblii Homep Habopa: m
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Tabnuua 1
MepeBoAa pe3ynbTaToB (C) B KOIMYECTBEHHOE coAepXkaHue
P®MK B nnasme

Bpems, c KoHueHTpauums Bpems, ¢ KoHueHTpauus
P®MK, mr/100 P®MK, mr/100
M M
5-6 28,0 21-23 10,0
7 26,0 24-25 9,0
8 24,0 26 8,5
9 22,0 27-28 8,0
10 21,0 29-31 7,5
11 19,0 32-33 7,0
12 17,0 34-36 6,5
13 16,0 37-40 6,0
14 15,0 41-45 5,5
15 14,0 46-54 5,0
16 13,0 55-69 4,5
17-18 12,0 70-87 4,0
19-20 11,0 88-120 3,5
cBbilwe 120 3,0

B Hopme cogepaHne POMK B nnasMe COCTaBAsSieT B CpeaHeM
3,38+0,02 mr/100 mn (nnm 3,38 Mr%), C BEpXHUM MpPeaenoM Hop-
Mbl 4,5 mMr/100 mn (nnm 4,5 mMr%).

MoBbiweHne ypoBHS POMK xapakTepHO A5 akTuBaumm ceep-
TbiBAHUS KPOBW, NpuuyeM, yYeM 6orblue MX KOHLEHTPauMsi, TeM
BbILIE PUCK BHYTPUCOCYAMCTOrO TpoM6006pasoBaHus. dddekt ot
renapvHoTepanun NposiBNSIETCA CHUXKEHWEM paHee MOBbILLEHHOMO
nokasarens.

JloxxHoe 3aBbllleHVe pe3ynbTaToB TecTta Habniogaetcs npu
pedektax B 3abope KpoBW, MPUBOAALLMX K aKTMBALMKN CBEpTbIBa-
HMs in vitro (4Yawe BCero nNpu HeAOCTaTOYMHOM MepeMelunBaHum
KPOBW W UMTpaTa HaTpus).

4. BHYTPUIABOPATOPHbIA KOHTPOJ1b
KAYECTBA

Mpu ocywecTsneHnn BHYTpUNabopaTOpHOrO KOHTPONS Kaue-
CTBa HeobXxoAMMO WMCMONb30BaTb KOHTPOMbHYIO MnasMy, coaep-
xawyto POMK (KOHTpPOMb-MoC) M KOHTPOMbHYKO nnasmy, He
copepxawyto POMK (KOHTponb-MUHYC), BXOASLLYIO B COCTaB
Habopa. KOHTpOosbHble N1a3Mbl pa3BoAATCS B AeHb UCCeA0BaHNS
1 cnyxaT ANg NPOBEPKU MPaBUIbHOCTM BbIMOIHEHNS aHaNn3a.

yCcnoBua XPAHEHUSA U NPUMEHEHUA
HABOPA

Habop peareHTOB Ansi onpeaeneHvs pacTBOPUMbIX OUOPUH-
MOHOMEPHbIX KOMMJIEKCOB B Mnasme kposu (POMK-tecT) paccum-
TaH Ha nposegeHve 200 onpeaeneHnMi B komnnekTauum N2 1,
npu pacxoge pactsopa geHaHTponvHa no 0,1 mn Ha 1 aHanwms.

Habop peareHTOoB Ans onpeaeneHvs pacTBOPUMbIX OUOPUH-
MOHOMEPHbIX KOMMNEKCoB B nna3me kposu (POMK-tecT) Heobxo-
AMMO XpaHuTb npu TemnepaType +2... +8 °C B TeueHue BCero
CpoKa rogHocT Habopa — 24 Mecsiua B XONOAWbHbIX Kamepax
WM B XONOAWNbHUKaX, 06ecrneuvBatowmnX pernamMeHTUpPOBaHHbIV
TeMnepaTypHbIA PEXUM.

[JonyckaeTtca TpaHcnopTMpoBka Habopa npu TemnepaType Ao
+30 °C B TeyeHue 30 CyTOK TPAHCMOPTOM BCEX BUAOB B KPbITbIX
TPaHCNOPTHBLIX CPEACTBaX B COOTBETCTBMM C NpaBuIaMu NepesBo-
30K, AEUCTBYIOLUIMMM HA TPAHCMOpPTe AQHHOMO BWUAA, @ TakkKe 0f-
HOKpaTHOE 3aMOpaXkvBaHue.

Tabnuua 2
YcnoBusa xpaHeHus nocne BCKpbITUSA (h1akoHOB U Npuro-
TOBJIEHUA peareHToB

TeMnepaTypHbIi MpoAoMKUTENBHOCTb XpaHEHUS
pexum PactBop opTo- KOHTpoOsibHble
(beHaHTpONVMHa rna- nnasmsbl
poxnopuaa*

+37 °C - -

+18... +30 °C He 6onee 2 Hepenb He 6onee 1 vaca

+2... 48 °C He 6onee 4 Hepenb -

-20°C - -

MpumMeyaHue: * — ans hbnakoHHOro BapuaHTa UCMOSHEHWS.
He cnepyeT cMelumBaTb peareHTbl U3 HabopoB pasHbIX Cepuii.

MEPbI MO BE30OMACHOMN YTUIN3ALUN
MEAMLIMHCKOIO U3AENINA N OTXOA0B

YTUAM3aUMIO MM YHUYTOXEHWE, AE3UHMEKLMIO MEANLIMHCKO-
ro wsgenus cnepyeTr npoBoauTb B cooTBeTcTBUMM € CaHluH
2.1.3684-21 «CaHuTapHO-3nMaemMuonormyeckne TpeboBaHusa K
COAEpXKaHUID TEPPUTOPUIA TOPOLACKUX W CENbCKUX MOCEMEHUN, K
BOAHbIM 06bEeKTaM, MUTLEBOM BOAE W MUTLEBOMY BOAOCHabXe-
HUIO, aTMOChEpHOMY BO3AyXy, MOYBaM, XWbIM MOMELLEHNSM,
3KCMNyaTauuMmu NPOU3BOACTBEHHbIX, OGLLECTBEHHbLIX MOMELLEHUN,
OpraHu3aLmu 1 NpoBEAEHNIO CaHUTapHO-NPOTUBO3MUAEMUYECKNX
(npocdunakTuyeckmx) MeponpusTuii» n MY-287-113 «Metoamye-

CKME YKasaHusl No Ae3nHGEKUUM, NpeacTepUIN3aLMOHHON OUNCT-
Ke U CTEPUM3aLMN U3LENNA MEAULIMHCKOrO Ha3HAYeHUsS».

MeanumHCKoe M3aenve, He MoaNiexallee MCNonb3oBaHWo, a
TaKXKe C UCTEKLMM CPOKOM TFOAHOCTM OTHOCWUTCS K MEAWMLMHCKUM
otxogaM knacca A (CanluH 2.1.3684-21), He copep>xalmMm no-
TEHUManbHO onacHble MaTepuanbl U BewecTsa (3nmaemMnonornye-
cku 6e30nacHble 0TX0Abl).

Bce vcnonb3oBaHHblE OAHOPa30Bble pacxoAHble MaTepuansl,
obpasyrowmecs npu pabote ¢ ugenveM, coaepxalume obpasuibl
nnasMbl KPOBM MaUMEHTOB, HeobxoauMMo noaBepraTb 0bpaboTke
LE3MHOUUMPYIOWMMIU CpeacTBaMK C MOCNEAYIOLLEN yTun3aumen
(cM. MY-287-113 «MeToanyeckne ykasaHusi Mo Ae3vHMEKUMH,
NPEeACTEPU/IN3ALIMOHHON OUYMCTKE U CTEPUNIM3ALMM M3Aenvin Me-
AMUMHCKOTO Ha3HayeHus»), Kak noTeHumanbHO MHhULMPOBaHHbIE
MeauumnHckmne otxogbl knacca b (CanluH 2.1.3684-21). C6op,
BPEMEHHOE XpaHEeHWE W BbIBO3 TaKWX OTXOAOB CleayeT BbiMon-
HATb B COOTBETCTBMM CO CXEMOW O6pALLEHMSt C MeAULMHCKUMU
0TX0AaMM, MPUHSTOW B OpPraHv3aLMu, OCYLLECTBASIOWEN Meau-
LIMHCKYIO AeSTENbHOCTb.

PeareHTbl, BXoasilMe B COCTaB Habopa, He SIBNSHOTCS ropto-
UYMMK 1 B3PbIBOONACHBIMU. CUNbHOE HarpeBaHWe BTOPUYHOM yna-
KOBKM (KOpOBKWM ¥ 6nmcTepa) MOXET MpuBOAMTb K UX BO3ropa-
HUYIO.

FAPAHTUAHDBIE OBA3ATE/IbCTBA

MpousBoauTenb rapaHTUMpYeT COOTBETCTBUE BbIMyCKaeMbIX
n3genuin TpeboBaHUsSIM HOPMATUBHOW U TEXHUYECKON AOKYMEHTa-
UMM B TEYEHUe yKa3aHHOTO CpoKa rOAHOCTW MpU COBMIOAEHUM
BCEX YC/IOBWIA TPAHCMOPTUPOBAHUS, XpaHEHUS U MPUMEHEHWSI.

Be3onacHocTb, kauyecTBo U 3hHEKTUBHOCTL U3LENWS rapaH-
TUPYIOTCS MPOU3BOAMTENEM B TEYEHUE BCErO CPOKA rOAHOCTU.

[Ansi nonyyeHus: HaIEXHbIX PE3YNbTaTOB HEO6XOAMMO CTpOroe
cobniofieHVe WHCTPYKLUMKM MO NMpUMEHeHUIo Habopa. Jliobble oT-
K/TOHEHWS1 OT PEKOMEHAOBaHHbLIX NpoLeayp NPOBEAEHUsSI aHanW3a
1 MPUrOTOBJIEHUSI PEAreHTOB MOrYT MPUBECTU K MOMYYEHUIO He-
BEPHbIX Pe3y/bTaToB UCCIIEA0BaHMSI.

MAPKUPOBKA U3OENINA

Ha @nakoHax W ynakoBke W3Aenus HaHeceHbl creaytolme
CUMBOJbI:
WD_.] MeouuuHcKoe u3ae- [44] CepwiiHbI HoMep
— e Ans AMarHoOCTUKK :
in vitro
L TeMnepaTypHbIii Ana- DC. 1CNonb30BaTh A0
¢ 1 MasoH

Mo BonpocaM, kacawwmmes kadectBa Habopa peareHToB ansi
onpegeneHnsl pacTBOPUMbIX hBGPUH-MOHOMEPHBIX KOMMEKCOB B
nnasme kpoeu (POMK-TecT), cnegyet obpawatecs B OO0 dupmy
«TexHonorus-CtaHgapt» no agpecy: 656037, r. bapHayn, a/s
1351; Ten.: (3852) 22-99-37, 22-99-38, 22-99-39. E-mail:
mail@tehnologia-standart.ru. https://www.tehnologia-standart.ru,
htpp://TexHonorna-craHgapt.po.
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