Tex-®akTop VIII-TecT

Ha 20-40 onp.

MHCTPYKLUMA
no NpuMeHeHuo Habopa peareHToB
ANA onpeneneHns akTMBHOCTU dpakTopa VIII
B NJ1a3Me KpoBU
(Tex-®akTop VIII-TecT)

HA3HAYEHMUE

Habop peareHTOB Ans onpegeneHvs akTMBHOCTU akTopa
VIII B nnasme kpoBu (Tex-®aktop VIII-TecT) npeaHa3HayeH ans
onpeaeneHns akTMBHOCTU KoarynsumoHHoro dakTtopa VIII (FVIII)
B nnasMme kpoeu. Onpepenenne daktopa VIII ucnonbsyercs ans
AMArHoCTUKM reMounmMmn A, KOHTPONS 3aMecTUTENbHOM Tepanuu
60nbHbIX reModunmelt A koHueHTpaTamm FVIII, a Takxke ans au-
arHoCTUKU TpoM6ocUInM, 06yCIOBIEHHON MOBLILLEHHLIM YPOBHEM
KoarynsumoHHoro dakropa VIII.

Habop npepHa3HaueH TOMbKO Ansi NpodeccMoHanbHOro mc-
Mosb30BaHWsl cneuuanmcTamm B 061actu nabopaTopHoM AuarHo-
CTVKK: 3aBeayowmmn nabopatopusmu, spadamm KJ14, Bpavamu-
nabopaHTamu,  MeAUUMHCKMMM  NnabopaTopHbIMM  TEXHMKaMM
(cbenbalwep-nabopaHT), nabopaHTaMu, MeAULMHCKMMWU TEXHOSO-
ramu.

Obnactb npuMeHeHuns Habopa: KnMHMYeckas nabopaTopHas
AMArHOCTUKA, KNMHWYecKas MeauumHa.

XAPAKTEPUCTUKA HABOPA

MpuHuMn MeTtopa. OnpefensioT BpeMsi CBEPTbIBaHUS
cMecu, copepxaluen aecbvumTHyio no dakTopy VIII nnasMy, pas-
BeleHHYl0 uccneagyemyto nnasmy um AMTB-peareHT B NPUCYTCTBUM
MOHOB Kanbums. KonnyectseHHoe onpeseneHne akTMBHOCTU Koa-
rynsaumoHHoro ¢akropa VIII BbIMONHAKT No rpaduky 3aBucMMo-
ctm  aktmBHoct FVIII (B %) OT BpeMeHW CBepTbiBaHUS.
Cocras Habopa:

1. AedumumnTHasa no dakropy VIII nnasma (1ModuibHO BbiCy-
LUIeHHas1, NonyyYeHHas METOAOM MMMYyHocopbumun), Ha 2 Mn - 1 ¢n.

2. Mna3mMa-kanunbpaTtop (IModpUILHO BbICyLIEHHas), Ha 1 mn -
1 ¢n.

3. AMNTB-peareHT (pacTBOp, coaepxawmii dpocconmnuabl, 31-
NaroBylo kucnoty, 6ydep n crabunusartopsl), 2,5 mn - 1 dn.

4. Kanbumsa xnopva (0,277 %, 0,025 M pacteop), 10 mn - 1
dn.

5. Bydep Tpnc-HCl (koHUeHTpypoBaHHbIiA 20:1 pacTeop, 1 M,
pH 7,4),5mn -1 ¢n.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

YyBCcTBUTENBHOCTL — He 6onee 1 %.

JInHelHoCTb onpeaeneHnst akTuBHoCTH dakTopa VIII - B ana-
nasoHe oT 1 Ao 100 %, OTK/IOHEHWE OT «IMHENHOCTU» — He 6onee
10 %.

TecT Ha «OTKpbITUE» — He bonee 10 % OTKIOHEHUS.

KoadpduumeHT Bapuaummn pesynbTaToB OMpeAeneHns akTuBs-
HocTn ¢akTopa VIII — He 6onee 10 %.

[JonycTMbI pa3bpoc pesy/nbTaToB OMNpeaeneHnst akTMBHOCTY
¢akTopa VIII B ogHOM npobe nnasMbl KPoBU pasHbiMU Habopamm
oAHoM cepun — He 6onee 10 %.

HopmaTtuBHble 1 dakTUyeckne 3HayeHus aHanMTUYecKux no-
KasaTenel ykasaHbl B MacropTte K Habopy.

MEPbI
MPEAOCTOPOXXHOCTHU

MoTeHUManbHLI pUCK NPUMeHeHUst Habopa — knacc 2a (npu-
ka3 MUHUCTEpPCTBa 3ApaBooxpaHeHns Poccuiickont deaepaummn N
4H ot 06.06.2012 1.).

Habop peareHTOB WMCMONb3yeTCs TOMbKO ANSt MPUMEHEHMS in
vitro.

PeareHTbl, BXoaswMe B cOCTaB Habopa, B MCMOMb3yeMbIX KOH-
LIEHTpaLMsIX HE TOKCUYHBI.

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

Mpu paboTte ¢ Habopom cneayet cobntogate MOCT P 52905-
2007 «JlabopaTtopumn MeauumHckue. TpeboBaHus 6e30nacHOCTH».

Mpu pabote c Habopom cneayeT HageBaTb OAHOPa30Bble nep-
YaTKK, Tak Kak obpasLbl KPOBM YenoBeka criefyeT paccMaTpuBaThb
KaK MnoTeHUManbHO MHMUUMPOBaHHbIE, CMOCO6HbIE ANUTENbHOE
BpeMsi COXpaHsTb WM nepefasBaTb BWY, Bupycbl remaTutoB uau
noboii apyrovi Bo36yanTeNb BUPYCHOW MHMbEKLMN.

Bce vcnonb3oBaHHble MaTepuansl Ae3MHbUUMPOBaTb B COOT-
BETCTBUK C TpeboBaHmsMn MY 287-113 «MeTtoamueckue ykasaHus
no fAe3nH@eKUMK, NpeacTepuaIn3aLmoHHON OUNCTKE U CTepUnn3a-

LMW M34ENNI MEAULIMHCKOTO HAa3HaYeHUsI».

OBOPYOBAHME,
MATEPWAJIbl, PEATEHTbDI

- KoarynomeTp (npu OTCyTCTBMM KOarynoMeTpa - CeKyHaoMep,
BoAsiHas H6aHs Ha +37 °C);

- ueHTpudyra nabopatopHas;

- [03aTopbl NUMNeToYHble BMectumoctbto 0,1, 0,5 n 0,2-1,0
Mn;

- MepHbIN UmMnuHap Ha 100 mn;

- Npobupkuy;

- BOAA AMCTUNIMPOBaHHas;

- KOHTPO/IbHas nnasMa C HOpPMasibHbIM AMana3oHOM 3HaYeHWi
(«Tex-koHTponb H», kat. N2 776, npoussoautens — OO0 ¢upma
«TexHonorns-CraHaapT», 3aKa3blBaeTcs AOMONHUTENBHO);

- KOHTPO/bHAasa nfasMa C NaTonorMyeckMMm AvanasoHoM 3Ha-
yeHuit («Tex-koHTponb M», kat. N2 777, npoussoautens — 000
dpupma «TexHonorns-CtaHaapT», 3aKa3blBAeTCS AOMOMHUTENBHO);

- NepyYaTKv MeanLIMHCKME AMarHoCTUYeCcKne OfHOPa3oBbIe.

NMPUFOTOBJIEHUE
AHAJIN3NPYEMbIX OBPA3LI0B

KpoBb Ans MccnenoBaHusi 3abupaloT U3 JIOKTEBOW BEHbI B
NIacTUKOBYHO Npobupky, cogepxailyto 3,2-3,8 % pacTBop HaTpus
JIMMOHHOKMCNOro Tpéx3aMelleHHoro (umtpat Hatpusi). CoOoTHO-
WweHve o6beMOB KpOBM M umMTpaTa Hatpus - 9:1. Bo3MOXHO wuc-
Nnosib30BaHNEe BaKyyMHbIX CUCTEM A5 3a60pa KpoBW, CoAepXalumx
umutpaT Hatpus (3,2-3,8 %). KpoBb LeHTpudyrupytoT npu 1200-
1600 g B TeyeHune 15 MuH. B pesynbtate nonydyaioT 6eaHyro
TpombouuTamMu nnasmy, KOTOPYK NEPEHOCAT B APYryto nNpobupky,
rAe XpaHsT 4O NPOBeAeHNs UCCNefoBaHUs.

LleHTpundyrmpoBaHne AOMKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocne B3sTWS KpOBM, @ OTOOp Ma3Mbl KPOBM Ha MCCneaoBaHue -
cpasy e nocne ueHTpudyrvposaHus. He ponyckaercs aHanw3
nnasmbl KPOBW, UMEIOLLEN CrYCTKWU, FEMOSI3 U MOosyYeHHoN 6onee
4 Yy Hasaj, a Takke 3aMOPOXXEHHOMN NasMbl KpoBW. [ns AaHHOrO
aHanu3a He pekoOMeHAyeTCs XpaHeHue obpasuos 6uonornyeckoro
MaTepuana npu Temnepatype +2... +8 °C B CBSi3M C BO3MOXHO-
CTbIO XOMOZ0BOM aKTUBALUMKN (haKTOPOB CBEPTLIBAHMS.

Mpu onpegeneHMn akTMBHOCTU KOArynsiuMoHHOro aktopa
VIII ¢ ncnonb3oBaHMeM MOyaBTOMaTUYECKUX KOArysioMETPOB UK
B MaHyaslbHOM BapuaHTe MeTOAMKW nepes NpoBeAeHWEM aHanmsa
BCE mccrneayemble 0bpasupl niasmbl pa3BecTn pabounm pacTBo-
pom 6ycdepa Tpuc-HCl B 5 pa3 (0,1 mn obpasua + 0,4 mn paboue-
ro pacteopa 6ydepa Tpuc-HCl).

NMPUrOTOBJIEHUE PEATEHTOB
N NPOBEAEHUE AHAJIU3A

1. NOArOTOBKA PEATEHTOB K PABOTE

1.1. PasBegeHne peduumutHon no ¢akropy VIII
nnasmbl

Bo chnakoH ¢ aecdumumntHol no dakTtopy VIII nnasmoin BHECTU
2,0 M AUCTUNIIMPOBAHHON BOAbI U PacTBOPUTL COAEPXKMMOE Npu
KOMHaTHol Temnepatype (+18... +25 °C) # nepuoanyeckom no-
KauMBaHMM [0 MOMHOr0 pacTBOpeHus peareHTa. [epea vcnosnb-
30BaHMeM aeduumntHas no daktopy VIII nnasma gomkHa ObiTb
BblAepXKaHa Npy KOMHATHOM TeMrepaType B TeyeHue 15 MuH.

1.2. PasBepgeHue nnasmbi-kannbpartopa

Bo ¢nakoH ¢ nnasmoit-kanubpaTopom BHecT 1,0 M ancTun-
NIMPOBaHHOW BOAbl M PacTBOPUTb COAEPXMMOE MPU KOMHATHOM
Temnepatype (+18... +25 °C) n nerkoM nokauvMBaHun B TeYeHue
3 MWMH [0 MOJHOrO pacTBOpeHusl peareHTa. lNepen Mcnonb3oBa-
HVeM nnasMa-kanubpaTop Ao/mKHa ObiTh BblAepXaHa npy KOMHaT-
HOV TeMnepaType B TeyeHne 15 MuH.

1.3. MpurotoBnenue AMTB-peareHTa

AlTB-peareHT roToB K NMPUMEHEHWIO, Nepes UCMONb30BaHNEM
BCTPSIXHYTb U BblaepXXaTb MPU KOMHATHOW TemnepaType B Teue-
Hue 15 MuH.

1.4. MNMpuroToBneHue pacTeopa KanbLUs XJ10pU-
Aa

PacTBOp kanbLus xnopyaa rotoB K MPUMEHEHMIO.

1.5. PasBegeHune KOHUEHTpupoBaHHOro 6ydgepa
Tpuc-HCI

ConepxvMoe (nakoHa C KOHUEHTPUMPOBaHHbIM  6ycepom
Tpnc-HCl nepeHecT B MepHbIM LUMAVHAP U AOBECTU 06beM Auc-
TUNNMPOBaHHOW Bogoi ao 100,0 mn. B pesynbTaTe nosydatoT
pabouwnii pacteop 6ydepa Tpuc-HCl.

KaTano)xHbiii Homep Habopa:
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Tabnuua 1
MpurorosneHue pasBefeHnit N1asMbl-
KanmbpaTopa Ans NoCTpoeHus KasimbpoBoyHoro rpacgmka

KanmbpoBOYHbIi

pactsop, N2 1 2 3 4 5 6

Pabouunit pacTBop
6ydepa Tpuc-HCl, 0,8 0,5 0,5 0,5 0,5 0,5
Mn

Mna3ma-
kanubpaTop ¢
aTTecToBaHHbLIM
3HaYeHVeM aK- 0,2 -- -- -- - -
TUBHOCTY (aK-
Topa VIII (100
%), Mn

MNepemewaTtb 1
NepeHecTn B Apy- V A VY A V AV A Y A
ryto NpobupKy, Losd Losd Losd Losd  Lo,1d
Mn

Monyyaemoe
pasBeaeHve

1:5 1:10 | 1:20 | 1:40 | 1:80 | 1:500

AKTUBHOCTb (hak-
Topa VIII, C*

C C/2 C/4 C/8 | C/16 | C/100

* Mpumevanue: C — 3HayeHne akTuBHOCTW ¢akTopa VIII B
nnasme-kannbpatope, ykasaHHoOe B nacrnopte K Habopy.

2. NOCTPOEHUE KAJINBPOBOYHOW KPUBOW

2.2. MNocTpoeHne KanMbpPoOBOUYHOW KPUBOK C UC-
noJib30BaHMEM TMO0J/IyaBTOMAaTUUYECKUX KoaryJiomer-
poB U1 MaHyaJsibHO

2.2.1. B kioBeTy KkoarysomMeTpa wau B npobupky (npu MaHy-
anbHoM onpegeneHnn) BHectn 0,1 mn kanMbpoBOYHOro pacTeopa
NO 1 (cm. Tabnmuy NQ 1).

2.2.2. B kioBeTy unv B Npobupky (npyv MaHyanbHOM ornpe-
nenennn) pobasuts 0,1 Mn aeduumTHON No dakTopy VIII nnasmbl
1 nporpeTtb cMecb npu +37 °C B TeyeHne 1 MuH.

2.2.3. B kioBeTy unn B npobupky (npu MaHyanbHOM ornpe-
neneHun) pobaeutb 0,1 mn AMTB-peareHTa, MMelOWEro KOM-
HaTHyto Temnepatypy (+18... +25 °C).

2.2.4. Yepes 3 MuH k cMecn aobaenTb 0,1 Mn pacTBopa Kasnb-
ums xnopuga (umetowero temnepatypy +37 °C) n HayaTb oTCyeT
BPEMEHWN CBepTbiBaHWS [0 0bpa3oBaHuns (PUOPUMHOBOrO CrycTka
(Npn MaHyanbHOM OnpefeneHMn — Mpu NepuoaMYeckoM MoKayu-
BaHUM Npobupkmn) (CM. TakKe PYKOBOACTBO MO 3KCrUlyaTaumn K
UCMONb3yeMoli MOZeNn KoarynoMeTpa).

2.2.5. AHanornyHo onpegenuTb BpeMs CBEPTbIBaHWUS C Ka-
nnbpoBoyHbIMKM pacTBopamn N2 2, N2 3, N2 4, N2 5 n N2 6.

2.2.6. Mo Mony4YeHHbIM AaHHbIM MOCTPOUTL KANMBGPOBOYHYLO
KPVBYIO, UCMONb3ys KOOPAMHATHYIO CeTKy (npeacTaBneHa B nac-
nopte K Habopy), rae No ocv opAMHAT OTMEYalOT BPeMsl CBEPTbI-
BaHMs (C), @ No ocuM abcumcc - aKTUBHOCTb KOArynsUMOHHOIo
¢akTopa VIII (%) B COOTBETCTBMM C MPUrOTOBNEHHBIMU pa3Beae-
HUSIMU.

[ns kaxporo passefeHuns MnasMbl-kannbpatopa BbIMOAHWUTD
onpegeneHus ABaxabl, CpeaHU pe3ynbTaT OTMETUTb Ha Kanub-
pOBOYHOM KpuBOW. COEAMHWUTL HAHECEHHbIE TOUKU.

BONBLWWHCTBO NOyaBTOMAaTUYECKMX KOAry/IOMETPOB Crocob-
Hbl MOCTPOWTb KanMOpOBOYHYIO KPUBYID W OMpeaenuTb aKTUB-
HocTb FVIII Ha ocHOBe BpeMeHu cBepTbiBaHUSA. [1s Takux Koary-
JIOMETPOB MOC/NE 3aBepLUEHVs OMpeaeneHns BPeMeHW CBepTbIBa-
HMS B KanmMbpoBOYHBLIX PacTBOpax HEOOXOAMMO BHECTW MOMyYeH-
Hble JaHHblE U COOTBETCTBYIOLLYIO UM akTMBHOCTb FVIII B namaTb
aHanu3aTopa COrnacHO PYKOBOACTBY MO 3KCMyaTauuu WCMosb-
3yeMolt Mofenu KoarynomeTpa.

2.3. MocTpoeHne KanMbpPoOBOUYHOW KPUBOW C UC-
noJib30BaHMEM aBTOMAaTUYECKMUX KOoarysioMeTpoB

MocTpoeHne kanMbpoBOYHOM KPMBOM C MCMONb30BAHWEM aB-
TOMaTUYECKMX KOaryflIOMETPOB C/ieAyeT BbINOMHATL B COOTBETCT-
BUM C PYKOBOACTBOM MoOJib30BaTens.

Mpun “cnonb3oBaHMM aBTOMATUYECKMX KOArysJIOMETpoB A0MO0S-
HWUTEeNbHOE pa3BeAeHne nnasMbl-kanubpaTopa Ans MCCNeaoBaHus
nposoanTcst pabounMm pactBopoMm 6ydepa Tpuc-HCI Ha 6opTy
KoaryfnioMeTpa aBTOMaTUYeCKu.

3. NIPOBEAEHUE AHAJIU3A

3.1. OnpegeneHne akTMBHOCTM chakTopa VIII c
UCNOJIb30BaHUEM TMOJIyaBTOMaTUYECKUX KoaryJsio-
METpOB WM MaHyaJIbHO

3.1.1. B kioBeTy koarysomMeTpa wam B npobupky (npu MaHy-
anbHOM onpeaeneHun) BHectn 0,1 Mn pasBefeHHoM B 5 pas uc-
cneayemon nnasmbl.

3.1.2. B ktoBeTy unm B npobupky (npu MaHyanbHOM onpe-
nenenun) pobasuts 0,1 Mn aeduumTHON No dakTopy VIII nnasmbl
1 nporpeTtb cMecb npu +37 °C B TeyeHne 1 MuH.

3.1.3. B kioBeTy uim B npobupky (npu MaHyasbHOM onpe-
fenenwnn) pobasutb 0,1 mn AMTB-peareHTa, MMEIOLEro KOM-
HaTHYI0 TemnepaTypy.

3.1.4. Yepe3 3 MuH Kk cMecu pobasuTb 0,1 Mn pacTBopa Kanb-
ums xnopuga (umetowero temnepatypy +37 °C) n HayaTb OTCYET
BpEMEHN CBepTbiBaHWA A0 06pa3oBaHusi HUMOPMHOBOro Crycrka
(Npn MaHyanbHOM OnpeaeneHnn — Mpu NepPUOANYECKOM MoKauu-
BaHWM Npobupkn) (CM. Takxke PYyKOBOACTBO MO 3KCrUlyaTaumn K
MCMOb3yeMOI MoAeNMn KoarynoMeTpa).

3.1.5. Ucnonb3ys KanMbpoBOYHYIO KPUBYIO, HAUTU aKTUBHOCTb
KoarynsiumMoHHoro daktopa VIII.

3.2. OnpepeneHne akTtuBHoctn paktopa VIII c
UCNoJsib30BaHUEM aBTOMaTUUYECKUX KOarysioMeTpoB

OnpepenexHve akTMBHOCTU KoarynsumMoHHoro cdaktopa VIII B
nnasMe KpoBM NauMeHTa C WCMONb30BaHWEM aBTOMAaTUYECKUX
KOArynoMeTpoB CneayeT BbIMOHATL B COOTBETCTBUWU C PYKOBO-
[CTBOM Mnofib30BaTens.

Mpn Mcnonb3oBaHUM aBTOMATUYECKUX KOArysloMETPOB AOMOf-
HWTENbHOE pa3BefeHWe MnasMbl NauveHTa AN UccneaoBaHus
nposoanTcs pabounm pacteBopoM 6ycdepa Tpuc-HCl Ha 6opTy
KOarynoMeTpa aBToOMaTU4eCKu.

4. UTEHME PE3YJIbTATOB

B HOpManbHOM nnasMe akTMBHOCTb chakTopa VIII cocTaBnsieT
50-150 %. -

5. BHYTPUNABOPATOPHbLIN KOHTPOJ1b
KAYECTBA

Mpu ocywecTsneHy BHYTPWUIabopaTOpHOrO KOHTPONS Kaue-
CTBa PEKOMEHAYETCS MCMONb30BaTb KOHTPOJIbHYIO MNIasMy C HOp-
ManbHbIM [AManasoHOM 3HauyeHUn «Tex-KOHTposrb H» (kaT. N2
776), a TaKkKe KOHTPOMbHYIO Nfa3My C NaToforMyecknm avanaso-
HOM 3HaueHui «Tex-koHTposb M» (kaT. N2 777).

yCcnoBua XPAHEHUSAA U NPUMEHEHUSA
HABOPA

Habop peareHTOB A5 onpeaeneHns akTMBHOCTU dakTopa
VIII B nna3me kposu (Tex-®Paktop VIII-TecT) B 3aBUCMMOCTU OT
obbeMa MCNonb3yeMbIX peareHTOB NpefHasHayeH ANs BbinosHe-
Hus oT 20 g0 40 onpepeneHwuit (cM. Tabnvuy 2).
Tabnuua 2
MakcuManbHoe YMCIIo onpeaenieHnii Npyu pasHoOM pacxoae
peareHToB

Pacxopn peareHTOB

Konuuectso onpeneneHMVl
Ha OAHO onpejeneHune

0,1 mn 20

0,05 mn 40

Habop peareHTOB AN OMpeaeneHus akTUBHOCTW akTopa
VIII B nna3me kposu (Tex-®aktop VIII-TecT) HeobxoamMmo xpa-
HWUTb Npy Temnepatype +2... +8 °C B Te4yeHne BCcero cpoka rog-
HOCTW Habopa — 18 mecsueB B XONOAWSbHBIX Kamepax Win B XO-
JIOAUNBHUKAX, 06eCreynBaloLLMX pernaMeHTUPOBaHHbIA TeMnepa-
TYPHbIV PEXUM.

[JlonyckaeTcs TpaHCMoOpTUpOBKa Habopa npu TemnepaTtype A0
+30 °C B TeueHue 30 CYTOK TPaHCMOPTOM BCEX BUAOB B KPbITbIX
TPaHCNOPTHBLIX CPEACTBAaX B COOTBETCTBMM C MpaBuiaMu nepeBo-
30K, AEMCTBYIOLWMMM Ha TPaHCMopTe AaHHOrO BMAa, a Takxke oA-
HOKpaTHOe 3aMOopaXvBaHue.

Tabnvua 3
Ycnosunsa xpaHeHUs nocsie BCKPbITUA (h1akoHOB U Npuro-
TOBJIEHUA peareHToB

Tem-
nepa-
:ﬁ; MpoaomHKUTENBHOCTL XPaHEHNUS!
pe-
XUM
Pac- Mnas3- | Oedwn- | Pabo-
ANTB- TBOp Ma- unT- uni
Kanb- | Kanunb- | Hasi no pac-
pea-
LeHT ums nm6- ak- TBOp
Xnopu- | patop TOpYy 6ycde-
nocne
na VIII pa
BCKpbl
nocne nnas- TpUC-
™S
BCKpbI Ma HCl
dna-
KOHa A
$na-
KOHa
+37 - He - - -
°C 6onee
4 va-
coB
+18... He He He He He
+30 bonee | bonee | bonee | 6bonee | 6onee
°C 3 cy- 1 cy- 3 va- 4 va- 1
TOK TOK CoB CoB CyTOK
+2... He He - - He
+8°C | 6bonee | 6onee 6onee
30 30 30
CyTOK CyTOK CyTOK
- 20 - - - - -
°C

He cnepyer cMelumBaTh peareHTbl 13 HabopoB PasHbIX CepHit.




MEPbI MO BE3OMACHOW YTU/IM3ALIUN
MEAMLIMHCKOIO U3QENNA N O0TXOA0B

YTUnu3aumio unm yHUYTOXeHUe, Ae3NHMEKUMIO MeaNLIMHCKO-
ro usgenus cnegyetr npoBoauTb B cooTtBeTcTBuM € CanluH
2.1.3684-21 «CaHuTapHO-3NMAEMMONIOrNYEckne TpeboBaHUst K
COLEPXXAHUIO TEPPUTOPUIA TOPOACKUX U CEMbCKUX MOCENEHWI, K
BOAHbIM O6BLEKTaM, MUTLEBOM BOAE M MWUTLEBOMY BOLOCHabXe-
HWIO, aTMOC(EepPHOMY BO3AyXYy, MOYBaM, XW/bIM MOMELLEHUSM,
3KCMyaTauuMu NPOU3BOACTBEHHbIX, OGLLECTBEHHbLIX MOMELLEHUN,
OpraHusauuu 1 NpoBeAEHUIO CaHUTapHO-NPOTUBOIMUAEMUYECKMX
(npodunakTuyeckmx) MeponpusiTuii» u MY-287-113 «Metoaunye-
CKMe yKasaHusl Mo Ae3nHGeKUNM, NpeacTepunn3aUmoHHON OUnNCT-
Ke U CTEPUNIN3aLIMM U3LENNA MEAULIMHCKOTO Ha3HAYeHUs».

MeanumHCKoe usgenue, He noanexallee UCNosb30BaHuIo, a
TalKe C UCTEKLWUM CPOKOM FOAHOCTU OTHOCWUTCS K MEAWMLMHCKUM
oTxodaM knacca A (CanluH 2.1.3684-21), He copepxawmm no-
TeHUuManbHO onacHble MaTepuansl U BellecTsa (3nMaeMuonormye-
cku 6e3omacHble 0TXoAabl).

Bce ucnonb3oBaHHble OAHOpPa30Bble pacxofHble MaTepuansl,
obpasytowmecs npu pabote C m3genveM, coaepxawume obpasupl
nnasmbl KpOBW MauueHToB, HeobxoaMmo noasepraTb obpaboTke
LE3MHOUUMPYIOWMMK CPeACTBaMU C MOCNEAYIOLEN yTunnsaumen
(cm. MY-287-113 «MeToamyeckue ykasaHus Mo Ae3nHPeKunn,
NpeACTEPUNM3ALMOHHON OYUCTKE U CTEPUNM3ALMM U3AENWiA Me-
AMUMHCKOrO HasHayeHus»), Kak noTeHuManbHO MHMULMPOBaHHbIE
MeauumHckmne otxogbl knacca b (CanluH 2.1.3684-21). C6op,
BPEMEHHOE XpaHeHMe W BbIBO3 TaKWX OTXOAOB C/eayeT BbiMon-
HATb B COOTBETCTBMM CO CXEMOW OBpalleHus C MeAULMHCKMMU
0TX0AaMM, MPUHSTOM B OpraHv3auMu, OCYLLECTBASIOWEN Mean-
LIMHCKYIO AeSTEeNbHOCTD.

PeareHTbl, BxOoAswWwMe B cocTaB Habopa, He ABNAOTCA ropto-
UMMM 1 B3PbIBOOMNACHBIMU. CUNIbHOE HarpeBaHve BTOPUYHOM yna-
KOBKM (KOpobku n 6aucTepa) MOXeT MpuBOAUTL K UX BO3ropa-
HUIO.

FAPAHTUAHDBIE OBA3ATE/IbCTBA

Mpov3BoAMTENb TrapaHTUPYeT COOTBETCTBME  BbIMYCKAEMbIX
u3genuin TpeboBaHUsSIM HOPMATUBHOW U TEXHUYECKON AOKYMEHTa-
UMM B TeYeHWe YyKa3aHHOro Cpoka rofHOCTU Mpu CobnioAeHUm
BCEX YCNOBUI TPaHCMOPTUPOBaHUS, XpaHEHUS U NMPUMEHEHUS.

Be3onacHOCTb, kayecTBO M 3PdEKTUBHOCTb U3AENNS rapaH-
TUPYIOTCS MPOU3BOAMTENEM B TEUEHME BCErO CPOKA MOAHOCTU.

[Onsi nonyyeHns HafeXHbIX pe3ybTaToB HeobXoaMMO CTporoe
CobnioAeHe MHCTPYKLUMU MO MpUMeHeHuio Habopa. Jliobble oT-
KJTOHEHUS1 OT PEKOMEHAOBAHHbIX MPOLEeAyp NMPOBEAEHUS aHanv3a
W MPUrOTOBJIEHUS PEAreHTOB MOryT MPUBECTU K MOJYYEHUIO He-
BEPHbIX pe3y/bTaToB UCCIIeA0BaHMSI.

MAPKUPOBKA U3OENNA

Ha dnakoHax M YNaKoBKE M3LENNUsi HaHECeHbl Creaylolime
CUMBOJIbI:
[I—_D—] MeauumHckoe  u3ge- [o4] CepuitHbI HoMep
- nve ANs AMarHoCTUKM :
in vitro
rx TemnepaTypHbIt aua- DC. UCNonb30BaTb A0
¢ 1 nasoH

Mo BonpocaMm, Kacalowmmcs kadectsa Habopa peareHToB ans
onpegeneHust aktuBHocTn aktopa VIII B nnasme kposu (Tex-
dakTop VIII-Tect), cneayet obpawatbes B OO0 dupmy «TexHo-
norusi-Ctangapt» no agpecy: 656037, r. bapHayn, a/a 1351;
Ten.: (3852) 22-99-37, 22-99-38, 22-99-39. E-mail:
mail@tehnologia-standart.ru. https://www.tehnologia-standart.ru,
htpp://TexHonorusa-craHaapt.po.

Bepcus nHctpykumm 1.0.
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