Peaxpom-renapuH

Kop I'M-1/1

MHCTPYKLUUA

No NPUMEHEHUI0O MeAULMHCKOro U3fenua ana AuarHo-
CTUKM in vitro «Habop peareHTOB ANna onpeaeneHun aH-
TWU-Xa aKTUBHOCTM renapruHa XpoOMOreHHbIM MeToA0M
(Peaxpom-renapwmH) no TY 21.20.23-073-05595541-2021»
HA3HAYEHME

Mpen np MeauumHckoe v3genue Ans AMarHoCTMkM in vitro «Habop
peareHTOB ANs OnpefeneHns aHTU-Xa akTMBHOCTW renapuHa XpoMOreHHbIM MeToAoM (PeaxpoM-
renapuH) no TY 21.20.23-073-05595541-2021» (cokpalleHHOe HauMmeHoBaHWe - PeaxpoM-
renapuwH) nNpefHasHauyeHO ANs  KOJMYECTBEHHOTO  OMpEeAeneHns  aHTU-Xa  aKTUBHOCTU
HU3KOMOnekynsapHoro renapuHa (HMI) B nna3me KpoBM XPOMOTEHHbIM METOAOM  Ha
aBTOMaTUYECKWX KOarynoMeTpax C LieNblo OLEHKM 3(MEKTUBHOCTY aHTUKOAryISHTHON Tepanuu.
MNpeaHasHaueHHbIW nNonb3oBaTenb. OnpeaeneHe akTMBHOCTU renapuHa ¢ NoMoLLblo Habopa
Peaxpom-renapvH MOXeT MpoBOAMTbL Bpay-nabopaHT unu  denbawep-nabopaHt. Habop
npeaHasHayeH TOMbKO Ans NpOeCcCMOHaNbHOrO MPUMEHEHUS! B KIMHUYECKOW NabopaTopHOi
[ZnarHocTvke.

[AnarHocTuyeckaa posib. MOHUTOPUHI 3a BBEAEHWEM remapuHa Mo3BOSISIET B NEPBYIO ouepenb
oueHUTb  3(EKTUBHOCTL aHTUKOAryNsiHTHOW Tepanuu U B TOXE BpeMsi He AOMnyCTUTb
remMopparmyeckmx ocloxHeHui [1].

O6nactb npuMeHeHuns. Obnactb NpuMeHeHNs Habopa — KIMHWYeCKast MeauLMHa, KIMHUYecKas
nabopaTopHas AMarHoCTMKa, Hay4Ho-ccnefoBaTenbckas npakTvka.

HAYYHAA1 OBOCHOBAHHOCTb TECTA

lenapuH 3HauYMTENbHO YCKOpSIET WHaKTMBaLMIO (PakTopoB CBepTbiBaHMA Xa W TpombuHa B
NpUCYTCTBUM aHTUTpoMBMHa III. Mo 3Ton npwuvHe npenapatbl HMI WWPOKO MCMONb3yOTCS B
KayecTBe TepaneBTUYECKWX aHTukoarynsHtos [1,2,3]. Onpepenenvie aHTV-Xa aktuBHocTM HMI
ABNAETCS Hanbonee YyBCTBUTENbHBIM TECTOM, MO3BOMSIOLLMM OLIEHWBaTb aKTUBHOCTb BBEAEHHOMO
rernapvHa HerocpeACTBEHHO B Mia3Me KpPoBU NaumeHTa.

XAPAKTEPUCTUKA HABOPA

CocraB Habopa

AHTUTPOM6UH III, nMounbHO BbICyLEHHBIN — 1,0 ME BoO dnakoHe — 2 dnakoHa;

dakTop Xa, MMOMUNLHO BbICYLIEHHBI — 15,0 HKaT BO hnakoHe — 4 hnakoHa;

XpOMOreHHbIl cy6cTpaT, MMOdUIIbHO BbICyLIEHHBIN — 3,0 MKM BO dhriakoHe — 2 dnakoHa;

Bydep nmmaaszonoseiii — 5,0 Mn Bo nakoHe — 1 dnakoH;

Mnasma-kanubpatop ypoBeHb 0, NMOMUNBHO BbICylleHHass — 06beM nocne BOCCTaHOBNEHWS
1,0 Mn, Bo pnakoHe — 1 chnakoH;

Mnasma-kanubpatop ypoBeHb 1, NMOMUNBHO BbICylleHHass — 06beM Mocne BOCCTAHOBNEHWS
1,0 Mn, Bo pnakoHe — 1 chnakoH;

Mnasma-kannbpatop ypoBeHb 2, NMOMUIBHO BbICylleHHass — 06beM nocne BOCCTaHOBNEHWS
1,0 mn, Bo dnakoHe — 1 cnakoH;

Mnasma KOHTpPonbHas ypoBeHb 1, NMOPUIBHO BbICYlleHHasi — O6bEM MOC/E BOCCTAHOBMEHMS
1,0 Mn, Bo pnakoHe — 1 chnakoH.

MnasMa KOHTPONbHasi ypoBeHb 2, NMOMGWUNLHO BbiCylEHHas — 06beM Mocne BOCCTaHOBNEHWS
1,0 Mn, Bo pnakoHe — 1 chnakoH.

Bce koMmnoHeHTbl Habopa pacdacoBaHbl B CTeKsHHblE (DNIAKOHbI, YKYNOPEHHbIE PE3VNHOBbIMU
npo6kaMmn 1 cHaBXXeHHble NOSIMMEPHBIMU Pe3bBOBLIMI KoNMauKamu.

AHTUTPOMEMH III u bakTop Xa mnosmyuyeHbl M3 [OHOPCKOW Mnasmbl, C AobaBneHveM 6ydepa u
crabunusartopa.

XpoMoreHHbIli  cybcTpaT npeactaBnser cobont nentug  Z-dArg-Gly-Arg-napa-HuUTpoaHunua
nobaBneHneM MaHHUTONa.

Bydep nmnaazonoseiii — «bytdep MMUAA30M10BbIN KOHLEHTPUPOBaHHLIN («Bydep nMMaasonoBblii»)
no TY 9398-035-05595541-2011» (®CP 2011/12508) npoussBoactBa MBOOW «O6LecTBo 60/1bHbIX
remodunueii», Poccus.

MnasMbl-kanubpaTopbl TPeX YPOBHEN U MNasMbl KOHTPO/bHbLIE ABYX YPOBHEN C aTTeCTOBaHHbLIMM
aHTK-Xa aKTUBHOCTAMU renapuHa nony4eHsl U3 AOHODCKOI‘;I nnasmbl C ,CLO6aBJ'IEHVIEM PasnnUYHbIX
konuyectB HMI™ n crabunusunposaHbl HEPES-6ycepom.

KomMnnekT nocraBkun

Habop peareHToB PeaxpoM-renapuH;

MHCTPYKLUUSA NO NPUMEHEHWIO;

nacnopT Ha cepuio Habopa peareHToB PeaxpoM-renapuH.

Yucno aHanusnpyembix npob 6Monornueckoro marepmana

Yucno onpedeneHuin ¢ nomolubto Habopa Peaxpom-renapuH 3aBUCUT OT TUMa WCMOSb3yeMoro
Koarynomertpa.

MpuHuun metona

MeTog onpefeneHns akTMBHOCTM renapuHa OCHOBaH Ha CMOCOBHOCTU komnnekca ATIII-renapuvH
HEWTpanu30BaTb aKTMBMPOBaHHbINM akTop Xa. AKTUBHOCTb rernapuHa ONpefensioT B niasme,
n06aBnss K Hell U3BbITOK aHTUTpoMBUHa III 1 dakTopa Xa. Mpu 3TOM NPOUCXOAUT UHFMBUPOBaHWE
dakTopa Xa komnnekcom ATIII-renapvH NpOMOPUMOHANbHO KONMWYECTBY remapuHa B Mia3Mme.
OcTaBLUeecs KONMYeCTBO dakTopa Xa KaTanusupyeT oTlienneHne napa-HuTpoaHunanHa (pNA) ot
CUHTETMYECKOro XpOMOreHHoro cybcTpata. Abcopbums csobogHoro pNA, onpeaensiemas npu 405
HM, 06paTHO NpPOMOpLMOHaNbHa aKTUBHOCTY renapuHa B nnasme.

lMpouecc naeT no cneaytowei cxeme:

ATIII (M36bITOK) + renapuH = ATIII-renapuH.

ATIII-renapvH + Xa (36bIToK) = ATIII-renapuH-Xa+Xa (ocTaTok).

Cy6crtpat-pNA + Xa (octatok) = Mentua + pNA.

METPOJIOMMYECKAS NPOCJ/IEXXUBAEMOCTb 3HA'-IEHVIVI, MPUNUCAHHbBIX
KAJINBPATOPAM U KOHTPOJ1bHbIM MATEPUAJIAM

AKTMBHOCTb renapuHa B nnasMax-kanubpatopax M KOHTPOMbHbIX MnasMax yCTaHaBAMBalOT Mpu
aTTecTaumMn Kaxzaol cepun MpoTUB BHYTPEHHEro CTaHAapTa, KOTOpbIi B CBOIO ovepedb 6bin
aTTecToBaH NpoTMB 3-ro MexayHapoaHoro CTaHAapTa HU3KOMOMEKYNSPHOrO remapuHa, Koa
11/176, nonyyeHHoro u3 National Institute for Biological Standards and Control (NIBSC).
3HayeHne aKTUBHOCTU renapvHa B nna3max-Kanm6paTopax W B KOHTPOJIbHbIX M/la3Max yKa3aHo B
nacropTe Ha Kaxxaylo cepuio PeaxpoMm-renapuHa.

AHAJTUTUYECKUE XAPAKTEPUCTUKHN

AHanuTnyeckas cneundmnyHoCcTb

Wcnonb3oBaHne Aans aHanusa wu3bbiTka 4enoBeuveckoro caktopa Xa M cneumduyeckoro
XpOMOreHHoro cybcrpata k Hemy obecneumBaeT CneuuduUYHOCTb MeToAa OmpefenieHns aHTuXa
aKTUBHOCTU B M/la3Me KpoBW NauueHTa.

B. noTeHy 10 uHTEepchepupy X BELLeCTB

Cneaylolume BelLeCTBa He BAMSIOT Ha NPaBUIBLHOCTb OMpefeneHust aHTU-Xa aKTUBHOCTM
renapvHa: 6unupybuH B KOHUEHTpauuu He 6onee 0,2 r/n; cBo6OAHbLIM reMornobuH - go 2,0 r/n;
Tpurnuuepuapl - He Gonee 10,0 r/n. Mpu NpeBbILEHUM YKa3aHHbIX KOHLEHTPALMIA BO3MOXHO
NOMyYEHNE NTOXKHO 3aHWXKEHHbBIX Pe3y/bTaToB.

TouHOCTb

AHTU-Xa aKTUBHOCTb remapuHa B nnasmax-kanubpaTopax CocTaBnsieT:

ypoBetb 0 — 0 ME/mn;

ypoBetb 1 - 0,4 - 0,7 ME/mn;

ypoBeHb 2 — 0,8 - 1,2 ME/mn.

AHTU-Xa aKTUBHOCTb renapuHa B MniasMax KOHTPOJIbHbIX COCTaBSET:

yposeHb 1 — 0,4 — 0,7 ME/mn;

yposeHb 2 — 0,8 — 1,2 ME/mn.

[lonycTMoe OTKNOHEHWE aHTKU-Xa aKTUBHOCTM renapuHa oT aTTecTOBaHHOMO 3HaueHusi - He 6onee
10%. TouHOe 3HaueHWe aHTM-Xa aKTUBHOCTW remapuHa B niasmax-kanubpaTtopax M nnasmax
KOHTPO/IbHBIX YKa3aHo B MacropTe Ha KaXayto ceputo Habopa Peaxpom-renapyH.
BocnpoussoaumocTtb

KoadbduumeHT Bapuaumm pe3ynbTaToB  ONpeaeneHnst aHTu-Xa aKTUBHOCTU  renapuHa,
MexdnakoHHas Bapuaums - He 6onee 5%. [lonycTuMbIi pa3bpoc pe3ynsTaToB Npu OnpeaeneHnn
aHTU-Xa aKTUBHOCTU renapuHa B OAHON Npobe nnasmbl KPOBK pasHbIMM Habopamu OAHOW cepu -
He 6onee 5%.

AHanMTH4YecKas YyBCTBMTE/IbHOCTb

MuHMManbHas aHTU-Xa aKTMBHOCTb renapuHa, onpefensieMasi ¢ MoMoLblo Habopa PeaxpoM-
renapvH - He 6onee 0,1 ME/mn.

a pen X 1 aKTUBHOCTH

Peaxpom-renapuH Mo3BoO/sSieT onpeaensTb Nioboe 3HayeHne aHTW-Xa aKTMBHOCTM remapuHa (c
YYETOM COOTBETCTBYIOLLEro passeaeHus), HaunHas ot 0,1 ME/mn.

3HayeHUs aHT-Xa aKTMBHOCTH, COOTBETCTBYIOLIME HOPMa/IbHbIM

Mpu BBepeHMM HMI B npodunakTMHeckux LiensiX ero aHTu-Xa akTMBHOCTb B MiasMe KpoBu
fomkHa coctaensTe 0,3 — 0,7 ME/mn.

Mpy BBEAEHWW renapuHa B TEpaneBTUYECKWUX LENSX €ro aHTU-Xa akTMBHOCTb B MnasMe Kposu
[omkHa coctaenstb 0,7 — 1,2 ME/mn.

JuneiiHocTb

JIuHeliHOCTb onpefeneHnst aHTU-Xa akTMBHOCTW renapuHa - B Avanasode ot 0,1 go 1,2 ME/mn.
OTKIIOHEHME B TeCTe Ha «MHEHOCTb» - He Bonee 10%.

TecT Ha «OTKpbITHE»

OTKIJIOHEHWE B TeCTe Ha OTKpbITHE - He Gonee 10%.

OrpaHuyeHus MmeToaa

Bnaropapsi MHOXecTBy (DakTOPOB BO3AECTBME OAMHAKOBOM [03bl renapuHa BapbupyeTcs oT
naumeHTa K naumeHTy. MosToMy pesynbTaThbl, NONYYEHHbIE C NMOMOLLLIO Habopa PeaxpoM-renapuH,
BCErfa [AO/MKHbI PAacCMaTpMBaTLCS B COYETAHMM C UCTOpMEN GONE3HM KOHKPETHOrO MauueHTa,
KMHWYECKUMU A@HHBIMU W APYTOI 3HAUMMOW MHdOpMaLmMeNt.

Peaxpom-renapuH Henb3si UCMOMb30BaTb A/l OMPeAenieHns renapuHa B obpasuax nauveHTos,
HaXOASILMXCS Ha renapuH-HeliTpanuaylowei Tepanum (HanpuMep NpoTaMUH CynbdaToM), Tak Kak
KOMIMOHEHTBI peareHTa 6yayT KOMMEHCUPOBaTh HENTPaNU3yIOLWMA 3PEKT U NPUBOAUTD K SIOXKHBIM
pesynbTaTaM.

MEPbI MPEAOCTOPOXXHOCTHU
Habop peareHToB Peaxpom-renapvH npeaHasHayeH TOMbKO AN AMarHocTukm in vitro. Knacc
NOTEHLMaNnbLHOro pucka NpuMeHeHns Habopa —2a.
Habop peareHToB PeaxpoM-renapuH He SIBASIETCS UCTOYHUKOM OMacHbIX M3NYYEHWUI W BbIAENEHUI
B OKpY)XaloOLyl0 Cpedy W He MpeAcTaBnsieT PUCKOB, CBS3aHHbIX C BO3MOXHOCTbIO B3pbiBa W
BO3ropaHusi.
Mpu pabote ¢ HabopoM u c obpasuamu KpoBu creayeT cobnioaaTb Npaswnia, OMNUCaHHble B
cnepyowmx AokymeHTtax: CM 2.1.3678-20 ot 24.12.2020 «CaHWTapHO-3NMAEMUONOrMYeCKue
TpeboBaHusl K 3KCM/yaTaumy NoMeLeHunin, 3naHnii, Coopy>KeHnit, 060pyA0BaHUs W TPaHCMopTa, a
TaKKe YCI0BUAM AEATENBHOCTY XO3ANCTBYIOLMX CYEGbEKTOB, OCYLLECTBASIOWMX NPOAAXY TOBApOB,
BbINO/IHEHNe paboT unu okasanve ycnyr» u CanluH 3.3686-21 ot 28.01.2021 «CaHuTapHo-
anuaeMuonoruyeckue TpebosaHus No NpodunakTMke MHPEKUMOHHbIX GonesHeln».
MnasMbl-kanMbpaTopbl, KOHTPONbHbIE Ma3Mbl, aHTUTPOMEMH III 1 cakTop Xa monyueHbl U3
nnasmbl KPOBM YenoBeka, KapaHTUHWU3MPOBAHHOW U NPOBEPEHHOI Ha OTCYTCTBME aHTUTen K BUY
1, 2, Bupycy renatuta C u HBsAg. TeM He MeHee, He cCneayeT WCKIOYaTb OCTATOYHOTO
MUHMManbHOrO pucka npu paboTe ¢ HaboOpOM, MOCKOMbKY MniasMa KpOBW 4ernoBeka SIBSETCS
NOoTeHUUanbHO ONacHbIM 61oNorMyeckum maTepuanom.
Mpu paboTe cnegyeT HageBaTb 3alUMTHYO oaexay (XanaT), a Takke MeauuMHCKUe
[MarHocTU4yeckue OAHOPa3oBble MepyaTku, Tak kak oBpasubl MiasMbl KPOBM YenoBeka cneayeT
paccMaTpuBaTh Kak MOTEHLManbHO MHMULIMPOBaHHbIE, CMOCOGHbIE AIUTENBHOE BPeMsi COXpaHsTh
W nepeaaBaTb BUpYChl MMMyHoZeduUmMTa YenoBeka BUY1 n BUY2, Bupychl renatuta B u renatuta
C vnw ntoboit Apyroi Bo3GyAUTENb BUPYCHOW MHABEKLIMU.

OBOPYNOBAHUE N MATEPUAJIbI
- Koarynometp aBTOMaTUyeckuit;

- Mpo6MpKK NNacTMKOBble BMECTUMOCTbIO 3-5 M1T;

- Ao03aTopbl NepeMeHHOro o6bema ot 100 Ao 1000 mMkn 1 oT 1,0 Ao 5,0 MN C HAKOHEYHUKaMU;

- UMNMHAP MepHBbI o6bemMoM 100 mn;

- CeKyHAoMep;

- BOAA AUCTUINIMPOBaHHas!;

- NpoBMPKK NIACTUKOBblE BMECTUMOCTbIO 10 MN 1 3,8% 3-X 3aMelUeHHbId LUTpaT Hatpus 5,5-
BOAHbIN (0,109 M) unu

BaKyyMHble CUCTEMbI ANS B3STUS KPoBU C 3,2% 3-X 3aMelleHHbIM LUMTPaTOM HaTpusi 2-BOAHbLIM
(0,109 monb/n);

nepyaTku MEAULIMHCKME ANArHOCTUYECKUE OAHOPa30BbIe.

MpuMeyaHne — Habop peareHToB PeaxpoM-renapuH COBMECTUM CO BCEMM TUMaMM aBTOMAaTUHECKUX
KOaryfIoOMETPOB C ANIMHO BOJHbI 405 HM.

AHAJIU3UPYEMbIE OBPA3LbI

Bua aHanu3supyemoro 6uonornyeckoro Matepuana

Habop peareHTOB PeaxpoM-renapuH npeaHasHayeH ANs OnpefeneHns akTUBHOCTU renapuHa B
nnasMe KposW. 06pa3ub| nnasmbl KPOBW AN aHanu3a He AO0/MKHbI 6bITb reMO/IM3MpoBaHbI,
cogepxaTb CryCTkn, rnpuMecb 3puUTPOUMTOB, HE [O/MKHbl KOHTAKTUMPOBaTb CO CI'eKJ'IﬂHHOﬁ
MOBEPXHOCTbO.

Mpoueaypa nonyuyeHus 6uonoruyeckoro Matepmana

BeHo3Hyto kpoBb 0TO6paTh B NnacTukoByto Npobupky ¢ 3,8% (0,109 Monb/n) UMTpPaTOM HaTpus B
COOTHOLUEHWN 9:1 UNK B BaKyyMHbIE CUCTEMBI ANS B3ATUS KPOoBU C 3,2% (0,109 Monb/n) uMTpaToM
HaTpusi, LeHTpUdYrpoBaTb Npu KOMHaTHOM TemnepaType oT natoc 18 Ao nnioc 25°C B TeyeHue
15 MuHyT npu 3000 06/mmH (1200 g).

Ycnosus xpaHeHus 6M0N0rMYECcKOro Mmatepmana

BpeMsi XpaHeHusi WUcClieayeMon MnasMbl [0 aHanuMsa - He 6onee 2 4YacoB MpU KOMHATHOM
TeMmnepaType oT nnoc 18 fo natoc 25°C u He 6onee 8 yacoB Mpu TeMmnepaType OT MNAOC 2 A0
nntoc 8°C. [lonyckaeTcs 0AHOKpaTHOE 3aMopaXkuBaHue nnasMbl Npu TemnepaType oT MUHyC 18 ao
MUHyC 20°C 1 XpaHeHue npu 3Toli TeMnepaType He Gonee 2 MecsLeB.

OrpaHM4eHHs No NCNosb30| 0 a py 06 M4ecKoro Matepnana

Mpu paboTe € KkpoBblO OBWMM MPaBUIOM SIBNSETCS HEMEASIEHHOE OTAENeHWe nnasMbl oT
OPMEHHBIX 3NMEMEHTOB, TaK Kak HEeKOTOpble BelecTBa MOryT MOMOWATLCS U MHAKTUBMPOBATLCS
3pUTPOLIUTaMU W NelikoLMTaMm.

MoBTOpHOE 3aMopaxuBaHue 06pa3LioB UccieayeMol MnasMbl He AOMYCKAEeTCs, T.K. NPy 3TOM
NPOUCXOANT YacTUYHas Aerpagaunst 6enKoBbIX BELLECTB.



https://renam.ru/kontrol-geparinoterapii/reaxrom-geparin.html

NMOAroTOBKA PEAFEHTOB /11 UCCJIEAOBAHUA

Pa6ounii 6ycdepHbiii pacTBop. bydep MMMAa300BhLI KOHLEHTPUPOBaHHbIK pa3sectu B 20 pa3
(conepxumoe bnakoHa NepeHecTU B MepHbI LUunuHAp, AoBecTn Ao 100 MA AUCTUNMPOBAHHOM
BOAOM M TWATENbHO Nepemelwatsb). PactBop rotoB k pabote yepes 30 MUHyT. 3HauyeHue pH
pabouero 6ydepHoro pactBopa A0/HKHO HaXOAUTLCA B AuanasoHe oT 7,35 fo 7,45.

Pa6oumii pactBop aHTMTpoM6uHa IIL. Bo ¢hnakoH ¢ NMOUIbHO BbICYLIEHHBIM aHTUTPOMEU-
HoMm III BHecTu pabouwii 6ycepblit pacTBoOp: AN Koary/noMeTpoB Sysmex - 2,0 MA1, Ans Koaryno-
MeTpoB Stago — 4,0 MA1 M pacTBOPUTL COAEP>KMMOE MPU OCTOPOXHOM MOKaYMBaHUU. PeareHT rotos
K NpOBeAEHMWIO aHanu3a Yepes 20 MUHYT NoC/e pasBeaeHus.

Pa6oumii pactBop cakTopa Xa. Bo ¢nakoH ¢ nModuibHO BbICyLLEHHBIM (DaKTOPOM Xa BHECTU
pabouwii 6ycepHbIt pacTBop: Ans koarysioMeTpoB Sysmex - 4,0 Mf1, Ans koarynoMeTpoB Stago —
4,0 M1 1 pacTBOPUTL MPYU OCTOPOXKHOM MOKauYMBaHMU. PeareHT rotoB K MPOBEAEHUIO aHanusa
yepes 20 MUHYT noc/e pasBeaeHus.

PactBop xpomoreHHoro cy6crpata. Bo (nakoH C XpOMOreHHbIM CybCcTpaToM BHECTM
[UCTUNNNPOBAHHYIO BOAY ANS KoarynoMeTpoB Sysmex - 2,0 Mn, ans koarynometpos Stago — 4,0
MN M PacTBOPWUTb MPU OCTOPOXXHOM MOKauMBaHWW. PeareHT roToB K NPOBEAEHWIO aHanu3a yepes
20 MWHYT nocne pa3BeAeHus.

Mnasmbi-kanu6patopbl. BHecTh Bo ¢nakoH C  nnasmoun-kanubpatopoM 1,0  mn
[VMCTUNNNPOBAHHON BOAbLI M PacTBOPUTbL COAEPXXMUMOE MPU OCTOPOXHOM MOKauMBaHwuW (M3beratb
06pas3oBaHus neHbl). Mepea UCNonb3oBaHMEM PacTBOP NasMbl HYXKHO BblAEPXaTb NPU KOMHATHOM
TemnepaType B TeueHune 20 MUHYT.

Mna3Mbl KOHTPOJIbHbIE. BHECTN BO nakoH C Mia3Mol KOHTPOsbHOM 1,0 Mn AUCTUANMPOBaHHON
BOAbl M PacTBOPUTbL COAEPXKMMOE NpU OCTOPOXXHOM MokaunBaHuu (n3beraTb 06pa3oBaHWs MeHbl).
MepeA MCMonb3oBaHMEM PacTBOP NasMbl HYXHO BblAepXaTb MNPy KOMHAaTHOW TemnepaType B
TeyeHue 20 MUHYT.

MpuMeyaHue - BpeMsi pacTBOpeHUst IMOBUNBHO BbICYLIEHHBIX PeareHTOB AOMKHO COCTaBNSTbL He
6onee 3 MUHYT.

NPOBEAEHUE UCCNTIEQOBAHUA

BbibpaTb Ha koarynoMeTpe nporpaMMy Ans onpefesieHnst aHTu-Xa akTUBHOCTU renapuHa.
MomecTTb (nakoHbl C MPUrOTOBNEHHBIMA peareHTaMu W3 Habopa PeaxpoM-renapuH B
COOTBETCTBYIOLLME SUEiKN KoaryiomeTpa.

3anyctutb nporpammy Calibrate, kannbposka npmbopa.

MOMeCTUTb KOHTPOSIbHbIE U UcCneayeMble 06pasubl MnasMbl B COOTBETCTBYHOLUME  SUEKM
aHanusaropa.

3anycTuTb NporpamMMy onpeaeneHnst aHTn-Xa akTMBHOCTM renapuHa.

CumntaTb pesynbTaThbl.

MpumeyaHne - KanmbpoBOuYHbIM rpacdmk Ao/mKeH 6bITb MOCTPOEH ANsi KaXaou cepun Habopa
Peaxpom-renapwH, a Takoke Ans Kaxzaoro ucrons3yemoro npubopa.

PETMCTPALUNA PE3YJIbTATOB

V3MepUTh ONTUYECKYIO TUIOTHOCTH 00pa3la MPOTHB KIOBETHI CPaBHEHUs Ha CHEKTPO(OTO-
MeTpe (MMKpOIUIAHIIETHOM pPHUJEpe WM JIIoOOM JIPYroM ONTHYECKOM aHAIH3aToOpe) Hpu
JauuHe BOJIHBI 405 HM.

WHTEPNPETALIUA PE3YJIbTATOB

O6pasubl MCCefyeMon NnasMbl C BLICOKMM YPOBHEM aKTUBHOCTM renapuHa MOryT MOMHOCTbIO
HelTpanu3oBaTh akTop Xa B CUCTEMe, YTO MPUBOAWT K WMCKAXEHUIO pesy/nbTaToB. MosToMmy
TOYHblE 3HAYeHUs! aHTU-Xa aKTUBHOCTU renapuHa Ans Takux o6pasuoB MOryT GbiTb MOMyYeHb! Npy
pasBeaeHuy uccrieqyemoid nnasmbl B 2 Uin 4 pasa pabounM 6ycdepHbiM pactBopoM. [pu 3Tom
MOMYYEHHBI pe3y/bTaT AOMKEH BbiTb YMHOXEH Ha 2 UK 4 COOTBETCTBEHHO.

KOHTPOJ1b KAYECTBA
MpaBUIbHOCTL M BOCTIPOM3BOAMMOCTb  OMPEAENieHns  aKTUBHOCTM  remapuHa  criesyeT
KOHTPO/IMPOBATL C MOMOLLIbIO KOHTPOJIbHBIX M/1a3M, BXOASILLMX B COCTaB Habopa PeaxpoM-renapuH.

YCNoBuUA XPAHEHUSAA U TPAHCIMOPTUPOBAHMUSA

Cpok rogHocTn Habopa — 24 Mecsua. He ncnonb3oBaTb Habop nocne ucreveHns cpoka rogHocTu!
Habop cTabuneH B TeueHue Bcero Cpoka roHOCTU MNpu YCIIOBUM XPaHEHUS B YKYMOPEHHOM BUe B
XONoAWUbHUKE Npy TemnepaType oT nac 2 Ao noc 8°C.

[JonyckaeTcs xpaHeHue mpu Temnepatype Ao nmoc 25°C He 6onee 10 cyTok. 3amMopaxuvBaHve
HabopoB He AonyckaeTcs. M3aenus, XpaHUBLUMECS C HApYLUEHWEM PernaMeHTUPOBaHHOMO PeXuMa,
NpUMEHEHMIO He noanexar!

PacTBopeHHble KOMMOHEHTbI Habopa ceayeT XpaHUTb B MAOTHO YKYNOPEHHOM COCTOSHUM.
CTabUNIbHOCTbL peareHToB Noc/ie NepBOro BCKPbITUS (halakoHa.

Temnepatypa xpaHerusi, °C B AnanasoHe

PeareHTbl oT +2 0 +8 oT+18 g0 +25 ot -18 o -20
Pabouunii pacTBop aHTUTpoMEUHa III 14 cyTok 7 cyTOK 2 mMecaua
Pabounii pacteop dakTopa Xa 14 cyTok 3 cyTOK 2 Mecsiua
PacTBOp XxpoMoreHHoro cybcrparta 30 cyTok 14 cyTok 2 mecsiua
PacTBopbl Nna3mM-kanuépatopos 8 yac 4 yac 2 mMecaua
PacTBOpbl KOHTPObHbIX Na3M 8 yac 4 yac 2 mMecaua
Pabouwii 6ydepHbiii pacTBop 30 cyTok 5 cyTok -

[lonyckaetcsi Apo6HOe MCMoNb30BaHWE MPUTOTOBMIEHHBIX JIMOMUIBHO BbICYLLEHHBIX peareHToB
nyTeM po3/snBa Mo anukBoTaM B NACTUKOBbIE NPOBUPKU, YKYNOPUBaHWS, OAHOKPATHOTO GbICTPOro
3aMOpaxuBaHUs anuKBOT NpU TeMMepaType OT MUHYC 18 A0 MUHYC 20 °C W XpaHeHWe npu 3Toi
TemnepaType He 6onee 2 MecsiLeB.

OTTanBaTh 3aMOPOXEHHbIE aNnuKBOTHI CNeAyeT npu TemnepaType oT nntoc 35 Ao natoc 37 °C Ha
BoAsHO/W GaHe M ucnonb3oBaTb B TeYeHMe 2 YacoB MOCMe OTTauBaHus. [loBTOpHOE
3aMopaxuBaHue He fonyckaetcs. [Ipy  pa3MopaxuBaHWM NnasM-kanubpaTtopoB M niasm
KOHTPOSbHBIX  HEOBXOAMMO  CneanTb, YTOGbl MOMHOCTbIO  PacTBOpUNack  KpUornobynuHosas
Ppakuus.

TpaHcnopTMpoBaHWe HabopoB [OMKHO OCYLLECTBNSATLCS BCEMM BWAAMWM KPbLITOrO TpaHCnopTa B
COOTBETCTBUM C TPebOBaHUSMKU M NpaBUNaMU, MPUHATBIMA Ha AAHHOM BWAE TPaHCMopTa, npw
TeMmnepaType oT nnoc 2 Ao naoc 8°C. [lonyckaeTcs TpaHCnopTupoBaHWe Habopos npu
Temnepatype Ao nmoc 25°C He 6Gonee 10 cyTok. 3amopaxuBaHWe HabopoB npu
TPaHCMOPTUPOBaHUM He AOMyCKaeTCs.

FTAPAHTUU U3TOTOBUTENSA

MpeanpusTUe-U3roTOBUTENb rapaHTUPYET COOTBETCTBME Habopa PeaxpoM-renapuH TpeGosaHWsM

TexHuueckux ycnosuii (TY) npu cobnioaeHUn yCnoBUiA  TPAHCMOPTUPOBaHMUS, XPaHeHUs U
MPUMEHEHNS, YCTAHOBNEHHbIX TY.

MEPbI MO BE3ONACHOM YTUJIN3ALMUN OTXO40B

B cooTBeTCTBUM C «CaHUTapHO-3NMAEMUONIOrMYECKUMU TPEGOBAHWSIMU K COAEPXXAHMUIO TEPPUTOPUIA
rOPOACKUX W CENbCKUX MOCENEeHUN, K BOAHbIM O6bekTaM, MUTHLEBO BOAE W MUTHEBOMY
BOZIOCHabXEHMIO  HaceneHns, aTMOC(EPHOMY BO3ZyXy, MOYBaM, >KWIbIM  MOMELLEHUsM,
IKCMNyaTaLunun NPOU3BOACTBEHHBIX, OBLUECTBEHHbIX MOMELUEHUI, OpraHW3auuM W NPOBEAEHMIO
CaHUTapPHO-MPOTUBOINMAEMUYECKUX (MPOUNAKTUYECKUX) MeponpusTuit» (CaHMuH 2.1.3684-21
oT 28.01.2021) oTxoabl OT paboTbl ¢ HabopoMm PeaxpoM-renapuH € Mcnonb3oBaHWeM 06pa3LoB
nnasmbl KPOBM MaLMEHTOB OTHOCATCS K Kaccy onacHocTu b.

B cootBetcTBMM ¢ CaHlMnH 2.1.3684-21 peareHTbl M3 Habopa PeaxpoM-renapuH, He noanexaiiue
MCMoNMb30BaHUIO, N Habopbl C UCTEKWMM CPOKOM FOAHOCTM OTHOCATCA K OTxoaaM knacca b, 3a
ucknioyeHnem bydepa nmmaasonosoro.

OTxoAbl knacca b cobupatoT B 0HOpa30Bble MaKeTbl XENTOro LBETa, NakeTbl 3aMofHSIOT Ha TpU
YETBEPTH, 3aBSA3bIBAIOT, MapKUPYIOT HaANUCbio: «OTX0AbI. Knacc B», HaHOCAT Ha BUpKy Ha3BaHue
opraHusaumu, aaty n ®VO ucnonHUTeNs M MOMeLLaloT Ha Y4acTOK BPEMEHHOrO XpaHeHust [0
BbIBO3a TPAHCMOPTOM CMELManbHOro NoApasAeneHns K MecTy 06e33apaXuBaHns U yTUAM3aLumm.
BblBo3 OTX04OB knacca B Ans  obe3BpexuBaHWsi MM YTUAM3ALMM  OCYLLECTBNSIETCS
CrieLmanu3npoBaHHbIMU OpraHu3aumMsMn AN1s fanbHellel nepefayn B OpraHusaumvmn, uMelolme
COOTBETCTBYIOLUYIO JIMLEH3MIO, C LEMblo MOCNEAYIOWEro YHUUTOXEHWS] Ha  CrieuuanbHoO
060pyAoBaHHbIX  NoWajkax B  COOTBETCTBMM C  TpeboBaHWSMM,  NPEeAyCMOTPEHHBLIMM
cywecTayolwmmn deaepanbHbIMA 3akoHaMU M C coBnoaeHneM 06s13aTenbHbIX TpeboBaHuin no
OXpaHe OKpyXXatoLen cpefbl.

Bydep wMmupasonosblii M3 Habopa PeaxpoM-renapuH, He MOANEXalniAi WUCMoNb30BaHUIO, C
VCTEKIUMM CPOKOM TOAHOCTM, M He COCTOSIWMWA B KOHTaKTe C MnasMol KpOBW MaLMEHTOB,
OTHOCUTCS K oTxodaM knacca A. OTxoabl knacca A cobupaloT B MHOrOpasoBble eMKOCTU W
ofiHopa3soBble nakeTbl JIlo6oro LiBeTa, KpoMe XeNToro U KpacHoro, ¢ Haanucbto «OTtxoabl. Knacc
A», YTUNU3NPYIOT U TPAHCMOPTUPYIOT B COOTBETCTBUM C TpeboBaHusaMm CanluH 2.1.3684-21.

CUMBOJ1bl, TPUMEHSIEMbIE NP MAPKUPOBKE HABOPA
Cumson HanmeHoBaHune cumsona

Homep no katanory

MeanumHcKoe usaenue Ans AnarHoCTvKM in vitro
Buonoruyeckuii puck

TeMnepaTypHblit AManasoH

ObpaTuTeCh K MHCTPYKLMM MO NMPUMEHEHWIO

W3rotosutenb

[ata yTBepXxaeHns nHcTpykumm 15.10.2021 r.
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NEPEYEHb HAUMOHAJIbHbIX CTAHOAPTOB, MPUMEHSIEMbIX MPOU3BO-

AWTENEM MEQUUWHCKOIO U3aenuvsa

—TOCT P 51088-2013. MeauuMHCKWe U3AENUs SIS AMArHOCTUKU WH BUTPO. PeareHTbl, Habopsbl
peareHToB, TECT-CUCTEMbl, KOHTPOSIbHble MaTepuanbl, MuUTaTenbHble cpefbl. TpeboBaHus K
M3AENVSM W NOAAEPXKMBAIOLIEN AOKYMEHTaLNM.

—-TOCT P WUCO 15223-1-2020 W3penus MeauumnHckue. CUMBONbI, MPUMEHSIEMblE  MpU
MapKMPOBaHUN MEAULIMHCKMX U3AE/UN, Ha STUKETKAX U B COMPOBOAMTENBHON AOKYMEHTaLMU.
Yactb 1. OcHoBHble TpeboBaHus.

—TOCT P MUCO 18113-1-2015 MeauumHckve usgenus Ans AWMArHOCTWKM in vitro. MHdpopmaums,
npenocTaBnsieMas UrotosuTeneM (Mapkupoeka). YacTb 1. TepMWHbI, onpepeneHus v obluve
Tpe6oBaHus.

—TOCT P NCO18113-2-2015 MeauuUMHCKME M3aenWst AN AMArHOCTUKM in vitro. WHdopmaums.
MpenoctasnsieMas urotosuTeneM (MapkupoBka). YacTb 2. PeareHTbl Ans AMArHOCTUKM in vitro
[NS1 NPOheCCMOHANBHOMO MPUMEHEHMS!.

— FOCT P 51352-2013 MeAMLMHCKWE U3AENUS ANS AUArHOCTUKM in vitro. MeToabl UCrbITaHWIA.

—TFOCT P WUCO 23640-2015 Ws3penus MeauUMHCKME ANS  AWMArHOCTMKKM in vitro. OueHka
CTabunbHOCTU peareHToB ANs AUarHOCTUKM in vitro.

—OCT 15.309-98 Cucrema pa3paboTku 1 MOCTaHOBKM MPOAYKLMKM Ha MPOM3BOACTBO. McnbiTaHus
1 NPpUeMKa BbINYCKAEMOI MpoayKLMK.

—TOCT P 15.013-2016 Cuctema pa3paboTkM W NOCTAHOBKM NPOAYKLMM Ha MPOU3BOACTBO.
MeaunumHckue nspenus.

—TOCT P EH 13612-2010 OueHka (yHKLUMOHANbHBIX XapakTEPUCTUK MEAWNLMHCKUX M3Lenui ans
[ANArHocTukuy in vitro.

—TOCT P EH 13641-2010 YcTpaHeHWe WM CHUXEHWE puUcka MHMULMPOBaHMS, CBSI3aHHOMO C
peareHTamMu Ans AMarHOCTUKKM in vitro.

—TOCT ISO 17511-2011 W3penusi MeAVLIMHCKME ANSt AMArHOCTUKM in vitro. Mi3mMepeHue BenMuuH B
6uonornyeckux npobax. MeTponoruyeckasi MpPOCNEXWUBAEMOCTb 3HAYEHWIA, MPUMNUCAHHBIX
Kanm6paTopaM W KOHTPO/IbHbIM MaTepuanam.

—Mpukas MwuHgpasa Pocam oT 19.01.2017 r NO11H «O6 yTBEpXAEHUM TpPebOBaHUI K
COAEPXaHMIo  TEXHWYECKOW M IKCMNyaTauMOHHOW  [IOKyMEHTaLuMu  NpousBoauTens
(M3roToBUTENS) MEAULIMHCKUX U3AENUA».
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[To BorpocaM, Kacarommcs Kavectsa Habopa, cregyer obpawartscs B HI1O «PEHAM» MBOOU
«O61YeCcTBO 60/IbHBIX reMogmmen» o agpecy: 125212, r. MockBa, yn1. Aamupana Makaposa, 4.
4, cp. 2., Ten/paxc (804) 333-22-61, (495) 225-12-61,

e-mail: info@renam.ru, cant; www.renam.ru.
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