TpombonnacTuH

CTAHAAPT

N
MHCTPYKLUMUA

Nno NPUMEHEHMIO peareHTa gns
onpepaeneHus NPpoTPOM6MHOBOIro BpeMEHHU
(TpoM60NNIACTUH C KaJIbLIMEM PaCTBOPUMbIN)

C KaNlbLUueM pacTBOPUMbIN
Ha 50-100 onp

HA3HAYEHME

PeareHT pana onpepgeneHvus NpOTPOMGMHOBOIO  BpeEMEHM
(TpoMbonnacTMH C KanbLMeM pacTBOPWMbIN) MpeAHasHayveH Anis
onpegeneHus NpoTpoMbUHOBOrO BpeMeHu cBepTbiBaHus (MB) B
nnasme BEHO3HOWM KPOBW, pacyeTa NpoTPOMOGMHOBOIO OTHOLLEHWSI
(NO), npotpombuHoBoro wuHaekca (MTU), npoTpoMOEMHOBOrO
nokasatens no KBWKy Ha pa3sHbiX KoarysioMeTpax, B TOM uucne
aBTOMAaTUYECKMX, WM MaHyanbHo. OnpeaeneHue NpoTPOMOUHO-
BOr0 BPEMEHW WCNOMb3yeTCs MPU KOHTPONE 3a JileYeHneM
aHTUKOArynsiHTaMy  HenpsiMOro  AeNCTBUS, a Takke Ans
BbISIBIEHUS AMCHYHKLUMKM BHELUHEro nyTu koarynsumu. PeareHT
MOXeT 6biTb  WCMONb30BaH [ANA  OfnpefeneHust  YpOBHS
pubprHoreHa rpaBnuMeTpuyeckum Metoaom no P.A. Pytbepr.

PeareHT npegHa3HauyeH TOMbKO AN NPOQECcCHOHANbHOro
MCMONb30BaHMS  CreumanucTamm B 06nactu  nabopaTopHoi
AMAarHOCTUKKN:  3aBeaylowmmn  nabopatopusamu, Bpadamu K,
Bpavamu-nabopaHTamu, MEeAVLMHCKUMU nabopaTopHbIMM
TexHukamu (denbawep-nabopaHT), nabopaHTamm, MeaMLMHCKMMM
TEXHONOraMu.

O6nacTb NpUMeEHeHNs peareHTa: KNMHUYeckas nabopaTtopHas
[AMArHocTuKa, KInHMYeckas MeamumHa.

XAPAKTEPUCTUKA PEATEHTA

MpuvHUMN MeTOAA. 3aKIoYaeTcs B OMpeAeneHun Mpo-
TPOMOGMHOBOrO BpeMeHuM — BpemMeHn o6pa3oBaHus GubpuHa B
nnasMe BEHO3HOM KpPOBM B MPUCYTCTBMM WOHOB KasbLMsi W
TpombonnactnHa (pacTBOPMMOrO 3KCTPaKTa U3 Mo3ra Kposuvka).
Ha ocHOoBe pfaHHbIX W3MepeHWs MpOTPOMOMHOBOIO BPEMEHU
cBepTbiBaHWS ocyllecTBnstoT pacyet MO, MTU, npotpombruHoBOro
nokaszatens no Keuky. O6pa3oBaBLIMIACA MOCIE CBEPTLIBAHUS
nnasMbl KpPOBM B MPUCYTCTBMM TpombonniacTuHa W Kanbuus
Cryctok obesBoxwvBaeTcsi (MyTeM OTXMMA Ha (UNbTPOBanbHOM
bymare) n nsmepsietcs macca obpasoBaBLuerocs GpubpuHa, no Ko-
TOPOW PaccUMTLIBAETCS KOHLEHTpaumus puEpuHoreHa B niasme.

®dacoBka:

Komnnektaumsa N2 1 (kaT. N2 643):

1. TpombonnactuH (nmocmnbHO BbICYyLLEHHas!
TpoMbonnacTuH-KanbLumeBas CMecb U3 Kponmuybero Mosra, 6ydep,
KOHCepBaHTbl U CTabunnsaTopsbl), Ha 2 Mn — 5 ¢n.

AHAJINTUYHECKME
XAPAKTEPUCTUKW PEATEHTA

KoacdduumeHT  Bapuaumm  pe3ynbTaToB  onpeaeneHus
nNpoTpPoMBMHOBOrO BpeMeHn — He 6onee 6 %.

[onyctuMoe OTKIOHEHWEe NPOTPOMOMHOBOIO BPEMEHU OT
aTTeCTOBaHHOro 3Ha4yeHus — He 6onee 10 %.

JonycTumblit pa3bpoc pesynbTaToB onpeaeneHus
NPOTPOMBGMHOBOrO BPEMEHM B OAHOM nNpobe nfasMbl  KpPoBW
pa3HbIMKU peareHTaMm ofHoi — cepum He 6onee 10 %.

JIMHeMHOCTb onpeaeneHns nokasatenss no Keuky — B
avanasoHe 12,5-100 %, OTK/IOHEHWE OT <«/MHEMHOCTM®» — He
6onee 10 %.

HopMaTuBHble M (akTU4YecKne 3HA4YeHWst aHaIUTUYECKUX
rokasaTenel ykasaHbl B MacnopTe K peareHTy.

MEPbI
MPEAOCTOPOXXHOCTHU

MoTeHUManbHbIN PUCK MPUMEHEHUS peareHTa — kiacc 2a
(npvka3 MuHUCTepcTBa 3PaBOOXPaHEHNSI Poccuiickoit
®epepaumn N2 4H ot 06.06.2012 1.).

PeareHT MCMonb3yeTcs TOMbKO ANst MPUMEHEHMS in vitro.

PeareHT B MCMONb3yeMOIN KOHLEHTPALMKN HE TOKCUYEH.

Mpu pabote c peareHToM cneayeT cobntoaatb FOCT P 52905-
2007 «JlabopaTopun MeanumHckme. TpeboBaHns 6e30nacHOCTU».

Mpu paboTe c peareHTOM creayeT HafeBaTb OAHOPA30Bble
nepyaTky, Tak Kak o6pa3ubl KpoOBM 4enoBeka cieayet
paccMaTpuBaTh Kak MOTEeHUManbHO MHAUUMPOBaHHbIE, CMOCOBHbIE
ANUTENbHOE BpeMsi COXpaHaTb W nepegaBaTb BUY, Bupychl
renaTuToB unu noboii apyroit Bo3byanTeNb BUPYCHON MHDEKLMN.

Bce wucnonb3oBaHHble MaTepuansl  Ae3vHPUUMpOBaTL B
cooTBeTCTBMM C TpeboBaHuamn MY 287-113 «MeTtoanyeckne
yKasaHusi Nno Ae3vHGeKUMM, NpeacTepunm3aumnoHHOi 0UUCTKe U
CTEPUNM3aLIMM U3AENUIA MeAMLIMHCKOrO Ha3HaueHUs».

OBOPY[OBAHME,
MATEPWAJIbl, PEATEHTbDI

- Koarynometp (Npv OTCyTCTBMM KoarysioMeTpa - CEKyYHZAOMep,
BoAsiHas 6aHs Ha +37 °C, NpobupKK CTEKIISIHHBIE);

- ueHTpudyra nabopatopHasi;

- 403aTopbl nuneToyHble Ha 0,1-1,0 n 5,0 mn;

- NPOBUPKM CTEKNSHHbIE;

- aHaNUTM4YecKkne Becbl ¢ To4HOCTLO 0,0001 r;

- dmnbTpoBanbHas bymara;

- BOZA AUCTUNNNPOBaHHas;

- pmsmnonoruueckmii (0,9 %) pacTBop HaTpus Xnopuaa;

- nna3Ma-kanubpatop  («MynbTuTex-kannbpaTtop» - Kart.
N2 773, npoussoautens — 000 dmpMa «TexHonorms-CtangapT»,
3aKa3blBaeTCs AOMOMHUTENBHO);

- KOHTPO/IbHas NiasMa C HOPMaJibHbIM AMAMNa3oHOM 3HAYeHWM
(«TexHoknoT H» kat. NQ 774, npoussogutens — OO0 dupma
«TexHonorns-CraHaapT», 3aKa3blBAeTCs AOMOMHUTENBHO);

- KOHTpO/bHasi MnasMa C MaToNIorMyYeckMM  Ananas’oHOM
3HaueHu («TexHoknoT M» kaTt. N2 775, npousBogutens — OO0
dupma «TexHonornsa-CraHaapT», 3aKa3blBAeTCA AOMOMHUTENBHO);

- «Kanbumsa xnopua» (kat. N2 022 npoussoautens — OO0
pupma «TexHonorns-CtaHaapT», 3aKa3blBAeTCS AOMOMHUTENBHO);

- NepyYaTKv MeanLMHCKME AMarHoCTMYecKue ofHOpPasoBbIe.

MPUIOTOBJIEHUE
AHAJINSNPYEMbIX OBPA3LIOB

KpoBb Ans uccnenoBaHust 3abvpatoT U3 JIOKTEBOW BeHbl B
NIacTUKOBYHO Npobupky, cogepxallyto 3,2-3,8 % pacTeBop HaTpus
JIMMOHHOKMNCII0rO Tpéx3aMeLLeHHOro (unTpat HaTpus).
CooTHOwWeHVe 06beMOB KpOBM W umuTpaTa Hatpua - 9:1.
BO3MOXXHO MCNonb30BaHNE BaKyyMHbIX CUCTEM Anist 3abopa KpoBM,
cofiepXxaLimx uutpaT  HaTpus (3,2-3,8 %). KpoBb
ueHTpudyrmpyior npu 1200-1600 g B TeuyeHve 15 MuH. B
pesynbTaTe nonyyatloT 6eaHyto TpoMboumTaMu naasMmy, KOTOPYIO
nepeHocaT B APYrylo npobupky, rae XpaHaT A0 NpoBeAeHust
nceneaoBaHus.

LlenTpndyrposaHne [O/MKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocse B3STMS KPOBK, @ OTOOP Nfa3Mbl Ha UCCefoBaHWe - cpasy
Xe rnocne ueHTpudyrnposaHus. He gonyckaeTcs aHanus nnaasmbl
KPOBM, WMEIOLLEN CrycTKM, FreMosu3 M MonydyeHHon 6onee 4 4
Ha3aj, a TakkKe 3aMOPOXEHHOW MiasMbl KpoBW. [ns AaHHOrO
aHanu3a He AOMycKaeTcs XpaHeHue o6pa3uoB 6uonornyeckoro
MaTepyana npu Temnepatype +2... +8 °C B cBS3M C
BO3MOXHOCTbIO X0N0Z0BOM akTuBaumu daktopa VII.

NMPUrOTOBJIEHUE PEATEHTOB
N NPOBEAEHUE AHAJIU3A

1. NTOArOTOBKA PEATEHTOB K PABOTE

1.1. MogroroBka TpoMmb6onnacrmHa

B oauH 13 nakoHoB C TPOM6OMMIACTMHOM B KOMMJeKTaumu
N2 1 BHecTu 2,0 MN AUCTUNNMPOBaHHOW BOAbl. MNAKOH BCTPSX-
HyTb U Bblgepxatb npu +37 °C (Ha BoasHOW GaHe wnn B
TepMocTaTe Koary/loMeTpa) B TeyeHue He MeHee 20 MUH.

1.2. NMNoaroroBka nNia3Mmbi-kanmbpatopa

NSt nonyyeHns Kanu6poBOYHBIX 3HAUYEHMIA NMPOTPOMEMHOBOMO
BPEMEHW NPUroaeH OAWMH U3 [BYX, NPEeACTaBEHHbIX HUXe
BapWaHTOB:

BapuaHT 1: Bo ¢dnakoH ¢ «Mynbtutex-kannbpatopom» (kat.
NQ 773) BHecTu 1,0 MA AUCTUNNIMPOBAHHOW BOAbI M PacTBOPUTH
coAepXuMMoe npu KOMHaTHoW TemnepaTtype (+18... +25 °C) u
NIErkKoM MoKauMBaHUM A0 MOSIHOrO PacTBOpPeHMs peareHTa. Pa3Bse-
[EHHYI0 NnasMy-kanvbpaTop nepea WCCNeAOBaHUEM BbiaepXxaTb
25-30 MVH Npy KOMHATHOM TeMnepaType.

BapuaHT 2: BegHas TpombouuTamu nnasma, noslydeHHas no
onucaHHOMy MeToay (CM. Bbllle pa3gen «[puroToBieHe aHanu-
3upyeMblx 06pa3LoB») OT 3-5 npaKkTU4YecKu 340POBbIX AOHOPOB,
CMELUMBAETCS B PaBHbIX MPOMOPLMSIX.

2. NPOBEAEHUE AHAJIN3A

2.1. OnpegeneHne NpoTpoM6MHOBOro0 BpeMEHM
Ha nMoOJIyaBTOMAaTUYECKOM KoaryJioMeTpe WM
MaHyaJibHO

1. B kioBeTy koarynomeTpa wnau B Npobupky (Mpu MaHyasnb-
HOM onpepeneHun) BHectn 0,1 Mn nnasmbl-kanubpaTtopa wnu
aHanuaupyemoro obpasua naumeHTa.

2. UHkybuposaTb npu Temnepatype +37 °C B TeyeHne 1 MuH.

3. [Jo6asButb 0,2 Mn cycrneHsum TpoM6ormnacTuHa, UMeEtoLLEN
TemnepaTypy +37 °C, 1 HayaTb OTCYET BPEMEHUN CBEPTbIBaHWUS A0
ob6pa3oBaHust pUOPMHOBOrO CrycTka.

ObbeM CMelwMBaeMbIX peareHToB W NiasMbl  MOXeT
OTNINYATLCS ANst Pa3HbIX KOHCTPYKLUMIA KOArynoMeTpoB.

KaTano)xHblii HOMep peareHTa: m

000 cupma "TexHonorua-Cranpgapt"”

656037, BapHaya, a/sa 1351, TeA./cakc (3852) 22-99-37, 22-99-38, 22-99-39, 27-13-00




2.2. OnpepneneHve NpoTpoM6MHOBOrO BpeMeHM
Ha aBTOMaTUUYECKOM Koarysiomerpe

KoarynomeTp B aBTOMaTU4ECKOM pexume CMelunBaeT nnasmy-
KanubpaTop WM aHanu3upyembli  obpasel  nmauueHTa ¢
cycrieHsuelt TpoMbonniacTMHa, Mocie Yero perucTpupyer BpeMmsi
CBEPTbIBAHWS.

OnucaHne UM HACTPOWKWM MpeAcTaBfieHbl B MHCTPYKUMU
npou3BoAMTENS aBTOMaTUYECKOro KoarynoMeTpa.

3. UTEHME PE3YJIbTATOB

PesynbTaThl MoryT 6biTb nNpeAcTaBrieHbl B Cneayowwmx
BapuaHTax: nNpoTpoMOBMHOBOE Bpems (N., CeKyHAbl),
npoTpoM6uHoBoe oTHowweHue (M0), NPOTPOMGWMHOBLIA UHAEKC
(NTW, %), NpOTPOMEUHOBBIV Noka3zaTesb No Keuky (%).

3HayeHus, MOJSlyYeHHble Y 3[A0POBbIX WL B PasfM4YHbIX
nabopatopusix, OTAMYAOTCA B 3aBUCMMOCTU OT peareHToB U
aHanM3aTopoB. 3HAuYeHus, MOSlyYeHHble Yy 3[0pOBbIX UL, B
pasnuuHblX nabopaTopusiX, OTAMYAOTCS B  3aBUCMMOCTU  OT
JIOKasnbHbIX  OCOBEHHOCTEN  BbIMOMIHEHWUSI  MpeaHanMTUYECKoro
3Tana uccnefoBaHWMs M crnocoba perucTpauuy  Koarynsumu,
no3ToMy B KaXzolh nabopaTopuu AOMKHbI  6bITb  NMPUHSATHI
cobCTBEHHbIE pedepeHTHbIE MHTEPBabl.

Mopsiaok pacuera:

1. MporpoMm6uHOBOE BpeMs cBepTbiBaHus (MB, c)

OtMevatoT B Yy nauMeHTa C  yKasaHWeM 3HayeHuid,
NoJTyYeHHbIX NpY UCCNeaoBaHMM NnasMbl-kanubpaTopa.

B HopMe npoTpoMbuHoBOe BpeMs cocTasnseT 10-18 c.

2. NMNporpomb6buHoBsoe oTHowweHue (IMO).

MO paccunTbiBaeTcs no dopmyne:

1B nayneHra
no = ;
I1B nnasmebi-kanmbparopa

B Hopme MO coctaenset 0,9-1,4.
3. Mporpom6uHoOBbLIii nHAaekc (MTU, %).
NTW paccumntbiBaeTca no dopmyne:

I1B nnasmei-kasmbparopa
nmm = x100 %
1B nayneHta

B Hopme MTU cocTtaensieT 70-130 %.

4. NMpoTpoM6MHOBLINA Noka3aTtesib No KBuky (%)

MpoTpoM6MHOBLIM  MokasaTens Mo  KBUKY XxapaKkTepusyert
AKTUBHOCTb (akTopos NpOTPOMOBUHOBOrO KoMnnekca,
BblpaXkeHHyto B %. lMoka3aTenb onpeaenstoT no kanmbpoBOYHOMY
rpacuKy, KOTOpbIM CTPOSIT NMyTEM U3MEPEHUsl NPOTPOMGMHOBOMO
BPEMEHW CBEpTbIBaHUSA B pa3BeAeHusX Mia3Mbl-kannbpatopa npu
ncnonb3oBaHnnm  «MynbTuTex-kanubpatop»  (kat. N2 773,
npoussoantens — OO0 ¢upma «TexHonorns-CraHaapT»,
3aKasblBAaeTC [AOMNOSHWUTENbHO), NGO B pasBeAeHUsX Nnasmbl,
MPUrOTOBIEHHOW NpW CMelwVBaHuM 3-5 06pa3uoB 6egHON TPOM-
6ouMTaMM  nnasMbl  3[40POBbIX  Jtofei.  [POTPOMGUHOBBIV
nokasaTenb no KBuKy B MySMPOBaHHON NniasMe MpUHUMAKOT 3a
100 %.

MocTpoeHue KaM6pPoOBOUHOU KPUBOM

Mopaensiowee  GOMBIWMHCTBO — KOArysJloMETPOB  CMOCOGHO
NoCTpouUTb KanubpoBOYHbIiA rpacuk " BbIYNCINTD
npoTpoMOMHOBLIM MokasaTenb Mo Keuky. [pu  MaHyanbHoM
TEXHUKE BbIMONHEHWSI FOTOBAT pa3BefeHWsi nnasmbl-kanmbpaTtopa
B (uanonormyeckom (0,9 %) pacTtBope HaTpus xnopuaa B
COOTBETCTBUW C NPeACTaBMEHHOW Hke Tabnuuei.

Tabnuua 1
MpuroroBseHne KaIMBbpoBOYHbIX pa3BefeHUN
lna3va- MpoTpoM6MHOBBIiA
dusmono-
Homep | kanubpatop N - | Pa3segeH | nokasatenb no Keuky
TNYecKuii o
npobbl |1 ee e nynMpoBaHHo
pacTBop o %
pasBeaeHus nnasmbl, %
1 0,25 mn + 0,0 Mn - 100
2 0,25 mn +  0,25mn 1+1 50
3 | 02mn 025mn | 1+3 2
npobbl 2
4 | 02wn 025mn | 147 125
npobbl 3

* [pvMevaHue: Mpu UCMONb30BaHWMKM B KayecTBe MnasMmbl-
KanubpaTopa MeauUMHCKOro usgenusi «MynbTutex-kanubpaTtop»
(kart. Ne 773), cnepyet 1Cnonb30BaThb 3HayeHune
npoTpoMOMHOBOro MokasaTens no KBWKy, ykasaHHOe B nacriopte
K U3genuio.

C kaxpgoit npoboii (N2 1-4) aaxabl onpeaensitoT NpoTpoM6U-
HOBOE BpeMsl, Kak OnucaHo Bbilwe (cM. pa3aen «[poBeaeHue aHa-
nu3a»). [onyyeHHble CpefHue 3HaueHus (B C) HaHOCST Ha

rOPU30HTasIbHYI0 OCb KanubpOBOYHOW CeTkM. Ha BepTuKarbHyto
OCb 3TOM CETKM HaHOCAT 3HAYeHUs MPOTPOMBMHOBOMO NoKa3saTens
no KBuKy B pasBeaeHusix NynnpoBaHHoW nnasmel (100, 50, 25 u
12,5 %) wm nna3smbl-kanubpatopa. Yepe3 nonyyeHHble Ha
nepeceyeHnsix TOUKM NPOBOAST KanMbpOBOYHYIO NIMHUIO.

OnpepeneHue NpoTpoM6MHOBOrO Nokasarens no
KBuky

OnpepensaoT NpoTPOMOMHOBOE BpeMs B MnasMe nauueHTa
KaK onucaHo Bblwe (cM. pasgen «[poBeAeHne aHanunsza»). Mpu
MaHyanbHoM TeXHUKe BbIMONHEHWS onpeaensoT
NpoTPOMOMHOBLIN Noka3aTenb Mo KBUKY MO KanMbpoBOYHOMY
rpacuky Ha KOOPAMHATHOW CeTke, NPeACTaBEHHOW B nacropTe K
peareHTy, a Takke Ha calTe komnaHum https://www.tehnologia-
standart.ru, htpp://TexHonorus-craHaapT.pd.

B HopMe NpoTPOMGMHOBLIN NokasaTenb Mo KBWKy Mpu UCronb-
30BaHMM TpoMbonsiacTuHa - 6onee 60 %.

5. OnpepeneHne KoHUeHTpauuum ¢pubpnHoreHa
no Pyt6epr

B cnyyae HeBO3MOXHOCTM B flabopaTopun onpeaeneHus
KOHUeHTpaumn dunbpuHoreHa no Knayccy, TpoMb6onnacTuH MoxeT
6bITb  UCMONb30BaH AN ONpeAeneHnss  KOHUEeHTpauuu
¢ubpuHoreHa no  Pytbepr. [ns  BbINONHEHWS  MeToAda
pononHuTenbHo Tpebyetcs kanbumst xnopua (5,54 % pacteop,
kaT. N2 022).

Xoa onpeaenexHus

1. B npobupke nocnepoBaTenbHo cMmewatb 1,0 Mn
uccnepyemoii 6egHoit TpomboumuTamu nnasmsl kposw, 0,1 M cyc-
neHsum TpombonnactuHa u 0,1 mn 5,54 % pactBopa Kanbuus
xnopvaa.

2. MpobupKy BCTPAXHYTb M MOMECTUTb Ha BOASHYIO 6aHI0 npu
TemnepaTtype +37 °C.

3. Yepes 10 MWH 06pasoBaBLUMICS CryCTOK MEpeHecTM Ha
¢unbTpoBanbHyto 6ymary UM BbICyWwWMTb MyTeM oOKaTus MU
nepemeLleHus CrycTka no  GunbTPOBasnbHOM bymare.
BbICylumMBaHve Npou3BecTu A0 NoTepyn Ha ubTpe CnefoB Bharu.

4. Cryctok dunbpuHa BblaepXaTb Ha OTKPLITOM BO3Ayxe Mpu
KOMHaTHoM TeMmnepaType (+18...+25 °C) B TeyeHne 15-20 MUH U
B3BECUTb Ha aHANMTUYECKUX Becax.

B HopMe Macca crycTtka, noslydeHHoro u3 1 M nnasmbl KpoBw,
coctaensieT 10-20 mr. Coaepxanune dbumbpuHoreHa B r/n HaxoasaT
NP1 YMHOXEHWUN Macchbl Cyxoro gpunbpuHa Ha koadduumeHT 0,2.

B Hopme copepxaHue ¢dubpuHoreHa B nmnasMe cocTaBnsieT
2,0-4,0r/n.

4. BHYTPU/IABOPATOPHbIW KOHTPO/JIb
KAYECTBA

Mpn  ocywectBneHnn  BHyTpunabopaTopHOro  KOHTPONS
KayecTBa PEeKOMEHAYeTCS WUCMOoMb30BaTb KOHTPO/bHYIO NnasMy C
HOPMasibHbIM AManasoHOM 3HauyeHul «TexHoknoT H» (kaT. N2
774), a Takke KOHTPOMbHYID MfasMy C NaTONOMMYECKUM
[Mana3oHOM 3HaueHun «TexHoKoT M» (kaT. N2 775).

YCJ/10BA XPAHEHNA U NPUMEHEHUA
PEATEHTA
PeareHT pans onpegeneHvss nNpOTPOMOMHOBOrO BpEMEHU
(TpoM6onnacTMH C KanbUMEM pacTBOPUMbIN), B 3aBUCUMOCTM OT
TEXHWKM BbINOMHEHUS B koMmnnekTaumn NQ 1, npeaHasHauveH Ans
BbINONHeHMs oT 50 7o 100 onpeaeneHmii (cM. Tabnuuy 2).

Tabnuua 2
MakcuManbHoe Yucno onpeaeneHun
NpPOTPOMOGMHOBOIro BpeMeHU Npu pa3sHOM pacxope
CyCcneH3unm TpOMGOHnaCTMHa n MCHOHbByeMOﬁ
KOMMJ1IeKTauum

O6beM  pacxoga  peareHTa | KonmyecTBo onpefeneHuii B
«TpoMbonnactmH» Ha ogHo | komnnekTauum N2 1

onpegeneHve
0,2 mn 50
0,1 mn 100

PeareHT pana onpegeneHuMs nNpOTPOMOMHOBOrO BpEMEHU
(TpoMbonnactTMH € KasbLUMEM  pacTBOPWMbIM)  HEOBXOAMMO
XpaHuTb Npu Temnepatype +2... +8 °C B TeyeHue BCero Cpoka
rogHoOCTM — 24 Mecsila B XONOAW/IbHbIX Kamepax uauM B
XONOAWNNbHUKAX, obecneunBatoLwmx pernaMeHTUPOBaHHbIN
TeMnepaTypHbIN PEXUM.

[lonyckaeTcsa TpaHCMOpPTUPOBKa peareHTa npu Temneparype
no +30 °C B TeueHve 30 CyTOK TpaHCMOPTOM BCEX BWAOB B
KPbITbIX TPAHCMOPTHBLIX CPeACTBaXx B COOTBETCTBMW C Npasuiamu
nepeBO30K, AEUCTBYIOWMMU Ha TpaHCNopTe [aHHOro BWAa, a
TaKXKe 0AHOKPaTHOe 3aMopaXk1BaHue.

Tabnuua 3.
YcnoBusi XxpaHEeHUs1 peareHToB


https://www.tehnologia-standart.ru/
https://www.tehnologia-standart.ru/

TeMnepaTypHblii Mocne pa3seaeHns
pexxum TpoMbonnacTuHa
+37 °C He 6onee 8 yacos
+18... 430 °C He 6onee 2 cyTok
+2... +8 °C He 6onee 7 cyTok
-20°C OpHokpaTHOEe 3aMopaxuBaHue A0 3-X
mecsiLeB

He cnefyeT cMeluMBaTh peareHTbl PasHbIX CEpUA.

MEPbl MO BE30MACHOW YTW/IM3ALMMU
MEAMLIMHCKOIO U3AENNA N 0TX0A0B

YTunusaumio nnm YHUUTOXEHWE, Ae3nHdekumio
MEAMLIMHCKOrO M34enus cnepyeT MpoBOAUTb B COOTBETCTBUM C
CanlvH 2.1.7.2790-10 «CaHnTapHO-3NMMaeMmonornyeckme
TpeboBaHMsi Kk 0BpalleHuto C MeauUMHCKMMK oTXoAaamMu» u MY-
287-113  «MeTvoaMyeckMe  yKasaHusi MO AE3MHGEKUMH,
NpeACTePUNM3aLMOHHON  OYUCTKE W CTEpUM3aumMn  U3Aenui
MEAMLIMHCKOrO Ha3HavyeHns».

MeanumHcKoe usgenue, He noanexallee UCnosb30BaHuIo, a
TaloKe C UCTEKLWMUM CPOKOM FOAHOCTU OTHOCUTCS K MEAMLIMHCKUM
otxogaM knacca A (CanlwuH 2.1.7.2790-10), He coaepxalumm
noTeHUManbHO onacHble martepuvansl " BelecTBa
(anmpemunonornyeckn 6e3onacHble 0TXoAb!).

Bce ucnonb3oBaHHblE 0AHOpPa30Bble pacxoAHble MaTepuarnsl,
obpasyowmecs npu pabote ¢ usgenveM, coaepxaiume obpasubl
niasMbl KPOBM MaumMeHTOB, HeobxoavMMmo noasepratb obpaboTke
[E3VHMMUMPYIOLUMMK CPEACTBaMU C MOCNefyoLWei yTunmsaumen
(cm. MY-287-113 «MeTtoamyeckue ykasaHusi Mo Ae3nHdeKunn,
NpeAcTePUNM3aLMOHHON  OYUCTKE W CTEpUM3aumMn  U3Aenui
MeAULIMHCKOro HasHauyeHus»), Kak noTeHumansHo
MH(MUUMPOBaHHbIE MeauuMHCckMe oTtxoapl knacca b (CanluH
2.1.7.2790-10). C6bop, BpeMeHHOe XpaHEHWe W BblBO3 TaKuX
OTXOA0B CneayeT BbIMOMHSTb B COOTBETCTBUMM CO  CXEMOW
obpalieHuss €  MeaMUMHCKMMKM  OTXOAaMW,  MNpUHSTOM B
OpraHv3aLmnm, OCyLLECTBASIOLWEN MEAULMHCKYIO AeSTeNbHOCTb.

PeareHT He SBNSeTCS ropoYnMM M B3pbIBOOMNACHbIM. CuibHOE
HarpeBaHWe BTOPUYHON ynakoBku (KOpPO6kM M 6nnctepa) MoxeT
NPpUBOANTBL K UX BO3rOpaHuio.

FAPAHTUAHDBIE OBA3ATE/IbCTBA

Mpou3BoAMTENb rapaHTUPYET COOTBETCTBME  BbIMyCKAEMbIX
u3genuin  TpeboBaHWSM ~ HOPMATMBHOM M TEXHUYECKOM
[OKYMEHTALUMU B TeYEHWe YKa3aHHOro Cpoka TOAHOCTM Mpu
COGMIOAEHNM BCEX YC/IOBWUI TPaAHCMOPTUPOBAHUS, XpaHEHWst U
NPUMEHEHUSI.

BesonacHocTb, kauyectBO U 3dEKTUBHOCTL — M3aenus
rapaHTVpylOTCs  MpOU3BOAWTENEM B TEYEHWEe BCEro Cpoka
rOAHOCTU.

NS NoNyyYeHUs HAAEXHbIX pe3ybTaToB HEOBXOAUMO CTpOroe
Co6MofeHME WHCTPYKUMM MO MPUMEHEHUIO peareHTa. Jliobble
OTK/IOHEHUS OT  PEKOMEHAOBAHHLIX Mpoueayp NpoBeaeHUst
aHanM3a W MPUroTOBNEHWS PEareHTOB MOryT TMpWBECTU K
MNOJTYYEHWIO HEBEPHbIX PE3Y/IbTAaTOB UCCIEL0BAHMS.

MAPKWUPOBKA U3QENNA

Ha dnakoHax 1 ynakoBke 13aenvs HaHeceHbl cneaytowme

CUMBOJbI:
MeamumHckoe CepuitHbIN HoMep

usgenue ans
ANarHoCTukK in vitro
TeMnepaTypHbiii DC. Wcnonb3oBaTtb Ao
AManasoH

Mo BompocaM, Kacalowwmmcs kavectBa PeareHta and
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mail@tehnologia-standart.ru. https://www.tehnologia-standart.ru,
htpp://TexHonorusa-craHgapt.po.

Bepcus nHctpykumm 1.0.


mailto:mail@tehnologia-standart.ru
https://www.tehnologia-standart.ru/

