POMK-TecT

MJ1aHLIETHbIH BapuaHT

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-cMHApOMax 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:

Komnnektaums NQ 2 (kat. N2 007):

1. Opto-dbeHaHTponuHa ruapoxnopua, 70 Mr (peakTms pac-
cacosaH B 96 nyHkax nnaHwera) — 1 nnaHwer.

2. KOHTponb-MuHYC (Modunn3MpoBaHHas nnasMa KpoBu Ye-
noBeka, He coaepxatlas POMK), Ha 1 mn — 1 dn.

3. KoHTponb-natoc (inodunmsnposaHHas nniasma Kposu Ye-
noeeka, coaepxawias POMK), Ha 1 mn — 1 dn.

4. MManoyka ans nepeMewnBaHns — 1 wr.

5. Konbé-ckapudmkaTtop — 1 wr.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

Mpy MCCnenoBaHUM KOHTPOJIBHOW MiasMbl, HE coaepiallei
POMK (KOHTpOnb-MMUHYC), OTMeYaeTcs OTCYTCTBME Mapakoaryns-
ummn B TeveHue 60 c.

Mpu uccnegoBaHUMM  KOHTPONBHOM MnasMbl,  coaepixalleit
POMK (KoHTponb-nsitoc), 0TMeYaeTCs Hannyme napakoarynsuuv B
npepenax ot 5 go 30 c.

[lonycTumoe OTK/IOHEHWE BpeMeHW MnapakoarynsiuMn oT atTe-
CTOBaHHOr0 3HayeHus — He 6onee 10 %.

KoadpduumeHT Bapuauum pesynbTaToB ONpeaeneHns BpeMeHu
napakoarynsuum — He 6onee 10 %.

[JonycTvMbil  pa3bpoc pesy/nbTaToB OrpefesieHUs BpeMeHu
napakoarynsiuMu B ogHon npobe nnasMbl KPoBWU pasHbiMK Habo-
pamu ofHol cepumn — He 6onee 10 %.

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

HopMaTvBHble 1 dakTUYeckne 3HaueHUs aHaIMTUYECKUX Mo-
KasaTenel ykasaHbl B nacrnopte k Habopy.

MEPbI
NMPEAOCTOPOXXHOCTHU

MoTeHUManbHbIA pUCK NpUMeHeHust Habopa — knacc 2a (npu-
ka3 MUHUCTepCTBa 34paBOOXpaHeHus Poccuiickont deagepaummn N2
4H ot 06.06.2012 ).

Habop peareHTOB MCMOMb3yeTCs TOMbKO AN MPUMEHEHUs in
vitro.

PeareHTbl, BXoAsLuMe B COCTaB Habopa, B MCMOMb3yeEMbIX KOH-
LieHTpaLmsIX He TOKCUYHBI.

Habop He copepxwuT aHTuTena k BUY 1, 2, Bupycy renatuta C
1 HBsAg.

Mpu pabote ¢ Habopom cneayet cobntogate MOCT P 52905-
2007 «JlabopaTopun MeanumnHckme. TpeboBaHna 6e30nacHOCTU».

Mpu paboTe c Habopom cneayeT HageBaTb OAHOPa30Bble nep-
YaTKM, Tak Kak 0bpa3Lbl KPOBM YesioBeka criefyeT paccMaTpuBaThb
KaK MoTeHUManbHO WMHQUUMPOBaHHbIE, CMOCOGHbIE ANUTENbHOE
BpEMsi COXpaHsaTb W nepefdasaTb BWY, Bupychl renatutoB wnm
no6oi apyroi Bo36yauTeNb BUPYCHON MHEKLMN.

Bce ncnonb3oBaHHble MaTepuansl Ae3MHGULMPOBaTL B COOT-

BETCTBUM C TpeboBaHusMn MY 287-113 «MeToanueckue ykasaHus
no Ae3nHdeKUMn, NpeacTepuIn3aLmMoHHON OUYUCTKE U CTepunmsa-
LMW U3AeNWUA MEANLIMHCKOTO Ha3HaueHus».

OBOPYOBAHME,
MATEPWUAJIbl, PEATEHTbDI

- LeHTpudyra nabopatopHas;

- CeKyHZOMep;

- OCBETUTENb ANt MUKPOCKOMa;

- [03aTopbl NUNeToYHble BMecTumocTbio 0,05-0,2, 0,1-1,0 n
10,0 mn;

- NPOBUPKM CTEKNSHHbIE;

- BOAA AMCTUNIMPOBaHHas;

- NepyYaTKv MeanLUMHCKME AMarHoCcTuyeckne oaHOpPa3oBbIe.

NMPUIOTOBJIEHUE
AHAJIN3NPYEMbIX OBPA3LI0B

KpoBb Ans uccnenoBaHust 3abypatoT U3 JIOKTEBOW BeHbl B
NnacTuKoByto Npobupky, cogepxallyto 3,2-3,8 % pacTBop HaTpus
NIMMOHHOKMCNOrO Tpéx3aMelleHHoro (uutpat Hatpus). CooTHO-
WeHve 06bEMOB KpOBM M uuTpata Hatpus - 9:1. Bo3MOXHO wc-
NosIb30BaHME BaKyyMHbIX CUCTEM Ans 3ab6opa KpOBM, coaepKaLumnx
umTpat HaTtpua (3,2-3,8 %). Kposb LeHTpudyrmpytoT npu 1200-
1600 g B TeueHve 15 MuH. B pe3ynbrate nonydyaioT 6eaHyio
TpombouuTamMu nnasMmy, KOTOPYKO NEPEHOCAT B APYryto Npobupky,
rAe XpaHAaT 4O NPOBeAeHNs UCCNefoBaHus.

BrHumarme! Tect 0cobo 4yBCTBUTENIEH K IMOMPELLHOCTSM pH
nosyqeHnn  Kposy. LleHTpudyrmpoBaHne AO0MKHO NPOBOAUTLCS
HemnocpeaCTBEHHO Noc/e B3ATUS KPOBW, @ OTOOp MnasMbl Ha WC-
cniefjoBaHue - cpasy xe nocne LeHTpudyrmposaHus. He ponycka-
€TCsl @aHanM3 nasMbl KPOBY, UMEIOLLEN CryCTKM, FeMONN3 U Nosy-
yeHHol 6onee 2 4 Ha3ag, a Takxke 3aMOPOXEHHOW N/a3Mbl KPOBY.
YKa3zaHHble MOrpewHoCTM NPUBOAAT K <«BHYTPUNPOOGMPOYHOMY>»
06pa3oBaHmnio POMK 1 3aBbILLIEHWIO PE3YNbTATOB ONpeAeNEHM.

NMPUITOTOBJIEHUE PEATEHTOB
N NPOBEAEHME AHAJIN3A

1. NOArOTOBKA PEATEHTOB K PABOTE

1.1. PasBeneHune o-cheHaHTpPONMHA B NJaHLIET-
HOM BapuaHTe UCMNOJIHEHUS

Mocne Hagpesa u yaaneHus ¢ NoMOLLbI0 CKapudukaTopa yya-
CTKa MAEHKU Haj OfHOMN M3 NIYHOK M/aHLUETa, B JYHKY Mpu KOM-
HaTHoi TemnepaTtype (+18... +25 °C) BHectv 0,25 M aucTunnu-
poBaHHoii BoAbl. Mocne nepemMelnBaHns CTEKNISIHHOM Nanoykon B
TeyeHne 10-15 ¢ nonyyaloT pacTBop OpTO-(PeHaHTPONMHA rMApo-
xnopuaa (aanee no TeKkcTy - (heHaHTPONMHa).

1.2. PasBefeHMe KOHTpPO/NbHbIX masM (KoH-
TPOJib-MHOC U KOHTPOJIb-MUHYC)

Bo cnakoH ¢ nnasmoit, coaepxaluert POMK (KoHTponb-ntoc),
BHecTV 1,0 MA AMCTUNNIMPOBAHHON BOAbI U PACTBOPUTL COAEPXKU-
Moe Mnpu KOMHaTHOM TeMmnepatype (+18... +25 °C) u nepuoanye-
CKOM MOKauMBaHUM [0 MOSIHOrO pacTBOpeHWst peareHTa. AHano-
r'MYHO pasBeECTM coaepxuMmoe (riakoHa C MnasMoi, He coaepxa-
weit POMK (KoHTponb-mMuHyc). [epen WCMonb30BaHWEM KOH-
TPO/bHblE MNa3Mbl AO/MKHbI ObiTb BblAepXXaHbl NpY KOMHATHOM
TemnepaType B TedyeHue 15 MuH.

KOHTponbHasi nnasma pa3BoAWTCA B A€Hb Hayana MCrnonb30-
BaHWUS peareHToB Habopa v CNyXWT ANs NPOBEPKW NMPaBUIbHOCTU
BbINOMHEHWS aHanu3a. Mcnonb3yetcs B TeveHne 1 4 nocne pas-
BEIEHUS! B YC/IOBUSIX XPaHEHWsI MPU KOMHATHOW TemnepaType.

2. NIPOBEAEHUE AHAJIN3A

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

K 0,1 Mn uccnegyeMoi nnasMbl KpOBM, B3SITOM B MpoBupKy,
nobasutb 0,1 mMn pactBopa dheHaHTponMHa. HemeaneHHo BKItO-
YNTb CeKyHaomep. Mpu HenpepbiBHOM MOKauMBaHWM NpobMpku B
NpoXoAsilleM CBeTe perncTpupyloT Bpems OT MOMeHTa pobasne-
HWS peareHTa [0 Hayana nosiBNeHMs nepBbiX 3epeH (GubpuHa
(napakoarynsTa).

3. YTEHME PE3YJ1IbTATOB

KonuuectBeHHbIW YYET pe3ynbTaToOB oOnpeaeseHus
P®MK B nna3Me kposu®

O6bI4HO B NepBble 120 ¢ perncTpupytoTcst XOpoLLO BUAMMbIE B
npoxoasleM ceete 3epHa (napakoarynat) ¢ubpuHa. OTMETUTb
BpeMs WX MOsIBNIeHNs B CeKyHAax M no Tabnuue 1 onpepenvTb
Konuuectso POMK B uccnegyemoi nnasme.

KaTano»Hblii Homep Habopa:
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Tabnuua 1
MepeBop pe3ynbTaToB (C) B KOIMYECTBEHHOE coAepXkaHue
P®MK B nnasme

Bpems, c KoHueHTpauus Bpems, ¢ KoHueHTpauus
POMK, mr/100 POMK, 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
cBbiwe 120 3,0

B HopMe copepxaHune POMK B nnasme cocTaBnsieT B CpeaHEM
3,38+0,02 mr/100 mn (nnm 3,38 Mr%), C BEpXHUM MNpPeaenoM Hop-
Mbl 4,5 mMr/100 mn (nam 4,5 Mro%).

MoBbiweHne ypoBHS POMK xapakTepHO A5 akTuBaumu ceep-
TbiBAHUS KPOBW, NpuyeM, 4Yem 6onblue WX KOHLEHTpauus, Tem
BbILLIE PUCK BHYTPUCOCYAMCTOrO TpoMb60oobpasoBaHus. Iddekt ot
renapuHoTepanuu NposiBNSETCH CHUXKEHUEM paHee MOBbILIEHHOTO
nokasarens.

JloxHoe 3aBblleHVe pe3ynbTaToB TecTa Habniogaetcs npu
pedektax B 3abope KpoBW, MPUBOASALLMX K aKTUBALUW CBEPTbIBa-
HMs in vitro (Yawe Bcero nNpu HefOCTaTOYHOM MepeMeLLnBaHWUM
KPOBW W UMTpaTa HaTpus).

4. BHYTPU/IABOPATOPHbIA KOHTPOJ1b
KAYECTBA

Mpu ocywecTsneHnn BHYTpUNabopaToOpHOro KOHTPONs Kaye-
CTBa HeobX0AMMO WCMOMb30BaTb KOHTPOMbHYIO NnasMy, coaep-
xawyto POMK (KOHTPOMb-MC) M KOHTPOMbHYKO nNnasmy, He
copepxawyto POMK (KOHTponb-MWHYC), BXOASWYO B COCTaB
Habopa. KOHTposbHble NnasMbl pa3BoAATCS B AeHb UCCeA0BaHNS
1 cnyXxaT Ans NpoBEpPKV NPaBWUIbHOCTYW BbIMOSIHEHUS aHanu3a.

ycnosua XPAHEHUA U MPUMEHEHNA
HABOPA

Habop peareHTOB Ans onpeaeneHns pacTBOPUMbIX (UOPUH-
MOHOMEPHbIX KOMMJIEKCOB B Mnasme kposu (POMK-tecT) paccum-
TaH Ha npoBedeHve 192 onpeneneHUn B koMmnnekTauum NQ 2,
npu pacxoge pactsopa geHaHTponvHa no 0,1 Ma Ha 1 aHanws.

Habop peareHTOB Ans onpeaeneHns pacTBOPUMbIX (UOPUH-
MOHOMEPHbIX KOMMNEKCoB B nna3me kposu (POMK-tecT) Heobxo-
OUMO XpaHuUTb npu TemnepaType +2... +8 °C B TeueHue Bcero
CpoKa rogHocT Habopa — 24 Mecsiua B XONOAWbHBIX Kamepax
WK B XOnoaunbHUKax, obecrneuvBatowmnx pernamMmeHTUPOBaHHbI
TeMnepaTypHbIA PeXuM.

[onyckaetca TpaHcnopTMposka Habopa npu TemnepaType Ao
+30 °C B TeueHue 30 CyTOK TPAHCMOPTOM BCEX BWAOB B KPbITbIX
TPaHCMOPTHbIX CPEACTBax B COOTBETCTBUM C NpaBu/iaMu MepeBo-
30K, AEUCTBYIOLUIMMM Ha TPAHCMOpPTe AQHHOMO BWUAA, @ TaKkKe Of-
HOKpaTHOe 3aMopaXkMBaHue.

Tabnuua 2
YcnoBusi XxpaHeHUs nocse BCKPbITUA hylakoHOB
M NPUroTOBJIEHUS peareHToB

TeMnepaTypHbIi MpoaomKUTENBHOCTL XpaHEHUS!
pexum KOHTpOsbHbIE NJiasMbl
+37 °C -
+18... +30 °C He 6onee 1 yaca
+2... +8 °C -
- 20 OC -

He cnepyeT cMelwnBaTh peareHTbl M3 HAGOPOB PasHbIX cepuii.

MEPbI MO BE3OMACHOMN YTUIN3ALUN
MEAMLMHCKOIO U3AQENINA U O0TXO0A40B

YTUnusaumio unm YHUUTOXeHUe, Ae3nHMEKUMIO MeaULIMHCKO-
ro wsgenus cnegyet npoBoautb B cootBeTcTBuM € CaHluH
2.1.3684-21 «CaHuTapHO-3nMaeMuonoruyeckne TpeboBaHus K
coAepXXaHUIO TeppUTOPUIA TOPOACKUX W CENbCKUX MOCENEHWN, K
BOAHbIM 06bEeKTaM, MWUTLEBOM BOAE M NMUTLEBOMY BOAOCHabXe-
HUIO, aTMochepHOMy BO3AyXy, MO4YBaM, >XW/bIM MOMELLEHNsM,
3KCrlyaTauMm MpOU3BOACTBEHHbIX, OBLIECTBEHHbLIX MOMELLEHWIA,
OpraHusaummn 1 NpoBeAEeHUI0 CaHUTapHO-MPOTUBOINUAEMUYECKNX
(NpodunakTuyecknx) meponpusTuin» n My-287-113 «Metoamnye-
CKMe yKasaHusl Mo Ae3nH@eKUUM, NpeacTepun3aumoHHON O4YnNCT-
Ke W CTepununsaumv U3aenmii MeaULMHCKOro Ha3HauYeHUs».

MeanumHcKoe usaenue, He noanexallee UCNosb30BaHuIo, a
TaKoKe C UCTEKWMUM CPOKOM FOAHOCTU OTHOCUTCS K MEAMLIMHCKUM

otxogaM knacca A (CanluH 2.1.3684-21), He copgep>almMm no-
TEHUManbHO onacHble MaTepuanbl U BewecTsa (3nmaemMnonornye-
cku 6e30onacHble 0TXoAbl).

Bce ucnonb3oBaHHble OAHOPA3OBble pacxoAHble MaTepwuassl,
obpasytowmecs npu paboTe C usgenveM, cogepxalume obpasubl
nnasmbl KpOBM MaUMEHTOB, HeO6x0aMMO noaBepraTb obpaboTke
AE3MHOUUMPYIOWMMIU CPeaCcTBaMU C MOCEAYIoWeEN yTunmnsaumen
(cm. MY-287-113 «MeToamnyeckue ykasaHus Mo Ae3nMH@eKumn,
NPeACTEPUIN3ALIMOHHON OUYMCTKE U CTEPUNIM3ALMM M3AeNnin Me-
OVLMHCKOTO Ha3HaYeHUs»), Kak noTeHuManbHO MHPULMPOBaHHbIE
MeauumnHckmne otxogbl knacca b (CanluH 2.1.3684-21). C6op,
BPEMEHHOE XpaHeHWE W BbIBO3 TaKWX OTXOAOB CleayeT BbiMon-
HATb B COOTBETCTBMM CO CXEMOM OBpalleHWsi C MeAULMHCKMMU
0TXOAaMM, NPUHSTOM B OpraHv3auuu, OCYLLeCTBAsioWen Meau-
LIMHCKYIO AeSTENbHOCTb.

PeareHTbl, BXoasilMe B COCTaB Habopa, He SIBNSHOTCS rOpto-
UMMM 1 B3PbLIBOOMACHLIMU. CUNIbHOE HarpeBaHWe BTOPUYHOM yna-
KOBKM (KOpO6KM M 6nmncTepa) MOXET MpUMBOAUTL K MX BO3ropa-
HUYIO.

FAPAHTUMAHDBIE OBA3ATE/IbCTBA

Mpou3BoauTens rapaHTUPYeT COOTBETCTBME BbiNyCKaeMbIX
n3genuin TpeboBaHUsSM HOPMATUBHOW U TEXHUYECKON AOKYMEHTa-
UMM B TEYEHVEe YKa3aHHOro CpoKa FOAHOCTM mpu cobnoaeHun
BCEX YC/IOBUI TPAHCMOPTUPOBAHUS, XPaHEHUS U MPUMEHEHMSI.

BesonacHoCTb, KavectBo U 3MEKTUBHOCTL M3AENUs rapaH-
TUPYIOTCS MPOV3BOAUTENEM B TEYEHWNE BCErO CPOKA FOAHOCTMU.

[ins nonyyeHns HafeXHbIX pe3ynbTaToB HeobXoaMMO CTporoe
cobniofeHe MHCTPYKUMK NO NpuUMeHeHuio Habopa. Jliobble oT-
KIIOHEHUS1 OT PEKOMEHAOBaHHbIX Mpouenyp MpOBEAEHUs aHanu3a
1 NPUroTOBSIEHWUS PeareHTOB MOMyT MPUBECTU K MOMyYEHUIO He-
BEPHbIX Pe3yNbTaTOB UCCNEA0BAHNS.

MAPKUPOBKA U3OENINA

Ha ¢nakoHax M ynakoBKe W3AEenUs HaHeceHbl creayolme
CMMBOJIbI:
WD_.] MeouuuHcKoe u3ge- [44] CepwiiHbI HOMEp
— nve ans AnarHoCTuKu
in vitro
| X3 TeMnepaTypHbIi ana- m UCMnonb30BaTb [0
x 1 nasoH

Mo BonpocaM, kacawwwmmes kadectBa Habopa peareHToB Ansi
onpegeneHnsl pacTBOPUMbIX hBPUH-MOHOMEPHBIX KOMMIEKCOB B
nnasme kposu (POMK-tecT), cneayet obpawatscs 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://TexHonoruna-craHgapt.po.

Bepcus nHcTpykumn 1.0.
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