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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

AHK - Ae30KCMpUBOHYKIEMHOBAs KMCNOTa
nup - MoNIMMepa3Has uernHasi peakuus
PHK

- pUBOHYKNENHOBAs KMUCIOTa
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NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HauMeHoBaHMe Habopa: Habop peareHToB Ans npenobpaboTtkm GuomaTtepunana
npu BblaeneHnm HyknemHosbix kncnot (MPOBA-TK).

1.2 Ha3HaueHue: Habop peareHToB npeAHa3HadeH AN YCTPaAHEHUS MHIMOUMPYOLWNX
a¢pdeKkToB, BbI3BaHHbLIX dukcaumen, wn nporteonmsa 6enkoB npotenmHason K B
buomaTtepuane yenoseka (puUKcMpoBaHHble B popManinHe napamHN3NPOBaHHbIE TKAHW;
HaTUBHble TKaHW; COCKOObl LEpBUKANIbHOMO KaHana, B3sATble B TPaHCMOPTHO-
dUKCcHpyowyo cpeay ans XXMAKOCTHOW LUTOMOrMK) nepen 3KCTpakumnen HyKIEMHOBbIX
KWCNOT AN MOJIEKYNAPHO-TEHETUYECKUX  UCCeAoBaHUMA  C  MUCMNONIb30BaHUEM
nonumepasHon uenHon peakumun (MUP).

1.3 @OyHKUNOHaNbHOE Ha3Ha4YeHWe: BCNoMoraTesibHOe CpeaCTBO ANS AMArHOCTUKM in vitro.

1.4 [demorpadunueckne n nonynsiuMoHHble acnekTtbl: lMpuMeHeHne Habopa peareHToB He
3aBUCUT OT MONYNSUMOHHbBIX U AeMOrpadmnyecknx acnekTos.

1.5 MpoTnBONOKa3aHMin K MPUMEHEHUIO HET.

1.6 O6nactb npuMmeHeHusa: Habop peareHToB MOXET O6blITb WCMNOAbL30BAaH B KJAMHMKO-
ANArHoCTUYECKNX nabopaTtopusx MeAVNLNHCKNX yypexaeHum n Hay4HO-
nccnenoBaTesibCKOM NpakTUKe.

1.7 MoTeHUManbHble NONb30BaTENM: KBANMMOUUMPOBAHHbLIA  MEAUUMHCKMA  MepCcoHan,
OCyLlecTBASIOWNIA B3aTUE M npenobpaboTKy KAMHMYECKOro MaTepuana, a Takxe
cneunannctbl, obyyeHHble METOAaM MOJIEKYIAPHOM ANArHOCTUKK U NpaBuiam paboTbl B
KIIMHUKO-AMArHoCcTnyeckom nabopatopmm B YCTaHOB/IEHHOM MopsakKe.

1.8 MpuMeHaTb Habop peareHTOB CTPOro MO Ha3HAYEHWIO COrflacHO AAHHOWM MHCTPYKUMM NO
NPUMEHEHNIO.

2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1 CoctaB Habopa peareHToB

Habop peareHTOoB Ans npenobpabotkm GuomaTepmana nNpu BblAEEHUN HYKIEMHOBbIX
kucnot (MPOBA-MK) (pmanee Habop peareHtoB [MPOBA-MK) BbinyckaeTcs B cAegylowmx

BapMaHTaxX KOMMJIEKTaUUN:

. KoMmnnekTtaumusa 1;

. KoMmnnekTtauusa 2.

Komnnektaunsa 1 npegHasHadeHa Ans npeasaputenbHoin o06paboTkn UKCMPOBAHHbLIX B
dopManvHe napadMHU3NPOBAHHbIX TKaHEW; HATUBHbLIX TKaHEN; COCKOBOB UepBUKasbHOIo

KaHana, B3STbIX B TPAHCNOPTHO-MUKCUPYIOLWYIO Cpeay Ans XUAKOCTHOW LUMTONOMMK.

KomnnekTaums 2 aBNSETCS COKpALLEHHbIM BAapMaHTOM KOMMekTaummn 1 1 npegHa3HayeHa
ONs npeaBaputenbHo 06paboTkmn GUKcMpoBaHHbIX B opMannHe napaduHU3MPOBAHHbIX TKAHEN
M COCKOOOB LEpPBMKANIbLHOIO KaHana, B3SATbIX B TPaHCMOPTHO-(MUKCUPYIOLWY cpeay Ans

XXNAKOCTHOW LMTOSIOTUN.
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P-028-N/2, Komnnekrtauumsa 1
Konnuectso | HOMMHanbHbIN
HanmeHoBaHune o ..
BHewHnn Buna dnakoHoB/ 06BbEM
KOMMOHEHTOB
npobumpok KOMMNOHEHTA
Bydep MK Mpo3payvHas 6ecuBeTHas XULKOCTb 1 cnakoH 15 mn
bydep MK-HT Mpo3paydHas 6ecuBeTHas XNLKOCTb 1 cdnakoH 20 mn
MpoTenHasa K Mpo3payvHas becuBeTHas BA3Kas XXUAKOCTb 1 npobupka 250 MKkn
P-030-N/2, Komnnekrauusa 2
Konnuectso | HOMMHanbHbIN
HanmeHoBaHune o ..
BHewHnn Bua dnakoHoB/ 06BbEM
KOMMOHEHTOB
npobumpok KOMMNOHEHTA
Bydep MK Mpo3payvyHas becuBeTHas XMAKOCTb 1 dnakoH 15 Mn
MpoTenHasa K Mpo3payvHas becuBeTHas BA3Kas XXWAKOCTb 1 npobupka 250 Mkn

Bce KOMMOHEHTbI Ha6opa peareHToB roTtoBbl K MNPUMEHEHUNIO WU HE Tpe6yr0T

OOMONHUTENbHOM NOAFOTOBKKN K paboTe.
2.2 KonnyecTtBo aHannsnpyeMbix o6pa3uos

Habop peareHTOB MpefHa3sHayeH Ans OAHOKPATHOro MNPUMMEHEHUS W paccyMTaH Ha

50 o6pas3uoB, BKIOYas OTpULATESNbHbIE KOHTPObHbIE 06pa3Lbl.
2.3 MpuHUMN MeTOAa

MpunHUMN MeToda OCHOBaH Ha npoTeosin3e 6enkoB npoTenHasol K u ycTpaHeHuu
MHIMBUpPYIOWMX 3P HEKTOB, BbI3BaHHbIX CLUIMBKAMU HYKJIEMHOBbIX KWC/OT MoA BO3AENCTBMEM
(hmukcaTopoB, C UENbO MOBbIWEHNSA 3DPEKTUBHOCTM 3KCTPAKLUM HYKTEMHOBBLIX KUCIOT Mpu

nocneaywuem ebiaenenmn AHK n/mnm PHK.

buonornyecknin matepman, pUKCUpoOBaHHbLIN B hOpMasMHE 1 3anedyaTaHHbin B napaduH,
4yacTo He nNpuUrogeH Anst npsiIMOro BblAENEHUS HYKNEMHOBbBIX KWUCAOT M3-3a ClUMBaHUS
HYKEMHOBbIX KUCNOT C 6enkamMm M APYrMMU KAETOYHbIMM KOMMOHEHTaMW, a TakXe u3-3a
obpaszoBaHMs Mexay LensMnm MONEKYs HYKIEMHOBbIX KWUCAOT MNonepeyHbiX CLKMBOK (Kpocc-
JIMHKOB), BbI3BaHHbIX Bo3aencTeneMm dopmanbaernga [1]. DTo NpMBOAUT K HEBO3MOXHOCTU
3KCTPaKUMM HYKTEUMHOBbIX KUCIOT MyTEM CTaHAAPTHOM MHKYbauum B NN3MNPYOLWKMX pacTBopax,
npeaBapuTenbHO HeobxoamMMo M3o0auMpoBaTb NapaduH M yCTpaHUTb UMHrMbupytowmre addekTsl,

Bbl3BaHHble CLUMBKaMWN HYK/IEMHOBbIX KMCNOT Nnoj Bo3aencTenem gukcatopos [2].

Mpn duKcaumMm B HEKOTOPbIX CMUPTOBbLIX TPAHCHOPTHbLIX CpeAax ANs >XWAKOCTHOM
UMTONOrMM, Hanpumep, B KoHcepsupytowen xuakoctm BD SurePath (Becton Dickinson, CLUA,
®CP N°dC3 2010/06235) npoucxoauT ClUMBAHWE HYK/EMHOBLIX KWUCIOT C 6enkamu, MnosToMmy
Takxe Heobxogmma npepBapuTenbHas obpaboTka obpas3uoB c uenbio ocBoboxaenus OHK m3

6enok-accounmMpoBaHHbIX KOMMNEKCOB U NnM3unca knetok [3].

O6pasubl TkaHen cogepxat 6onbwoe Konnyectso 6e1KoB, He TOIbKO BHYTPUKIIETOUHbIX,
HO M BHEKJIETOYHOro MaTpuKca, No3ToMy A5 6onee 3pHEKTUBHOIO BblAECNEHNS HYKTEMHOBbIX

KMCNOT TpebyoTcs A0MOHUTENbHbIE MAaHUMYALMM, HanpuMep, roMoreHM3aums u NpoTeosin3 6esKoB.
6
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2.4  OrpaHudeHne meToAa

MpumeHeHne Habopa [MPOBA-MK orpaHvyeHo TpeboBaHMAMM  WMHCTPYKUMM  NO
NnpUMeHeHWI0 Habopa ANnS BblAENEHNA HYKNEMHOBbLIX KUCNOT, C KOTOPbIM NpeanonaraeTcs ero
COBMECTHoe npuMeHeHue. Bbibop uUeneBoin HyknemHoBor kucnotel (OAHK w/mnm  PHK)
onpegensieTcs ucnonb3yeMmbiM HabopoM Ansa BblaeneHusa. [Ona panbHeEnWen 3KCTpakuum

HYKNENHOBbIX KNCNOT VICﬂO)'Ib3yVIT€ KOMMN1EKTbl peareHToB B COOTBETCTBUU C NX HA3HAYEHUNEM.

MpumeHeHne Habopa T[POBA-MNK orpaHnyeHO TpeboBaHUSAMM  MHCTPYKUMM MO
MPUMEHEHNID TPAHCMNOPTHO-(PUKCMPYIOLWEN cpeabl AAS XWUOKOCTHOW UWMTONOMMM, C KOTOPOW
npeanonaraeTcsds ero COBMeCTHOe npuMeHeHue. TpaHCNopTHO-puKcMpytowaa cpega Aans
XUAKOCTHOW umtonormm BD SurePath npegHasHadeHa ANns NPUrOTOB/EHUS LUTOAOIMMYECKUX

KNIETOYHbIX NpenapaToB NMMHEKO/I0N'M4YECKNX Ma3KoB.

Habop pearenTtos NMPOBA-TK He npeaycmoTpeH an4 sbigeneHns PHK ns éunomartepuana,

hUKCMpoBaHHOIro B TpaHcnopTHon cpeae BD SurePath.

2.5 BpewMms npoBeaeHUs NoAroTOBKW K BblAENEHNIO HYKNENHOBbLIX KUCAOT:

Bpems npepBaputenbHo 06paboTku MaTepuana nepea BblAeNEHWEM HYKIEUHOBbIX
KMCNOT cocTtasnsieT oT 60 MUHYT M 3aBMCUT OT Buaa buomaTepmana u Konmdecrtsa obpasuos B
noctaHoBke: UKCMpoBaHHble B hopManmnHe napaduHmnsnpoBaHHble TKaHu - 60 MUHYT ana PHK
n 150 munyT ana OHK; HaTuBHble TKaHW — 60 MUHYT; COCKO6bI B TPAHCMOPTHO-MUKCMPYIOLLEN

cpeae ANns XWAKOCTHOM uutonorum — 90 MUHYT.
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3 XAPAKTEPUCTUKUN DODEKTUBHOCTU

3dbdekTnBHOCTL nNpenobpabotkm 6Guomatepuana oOnpeaenslT MocAe 3KCTpakuum
HYKIEeMHOBbLIX KWCNOT. BcrneacrtBme 3TOro0 KayvyectBO W KOSIMYECTBO HYKIEWHOBbIX KWUCAOT B
3HaYUTENIbHOM CTEeNeHW 3aBUCUT OT UCMNOSIb3YEMON B AaNbHENLLEM CUCTEMbI BblaeneHus. OueHKy
KayecTBa M KOMYeCTBa HYKNEMHOBbIX KUCIOT MPOBOASAT MO ONTUYECKMM XapaKTepucTmkam mnm
nocne npoeeaenus MUP. [ns oueHKN KayecTBa HYK/IEMHOBbLIX KMCNOT MOIryT 6bITb MCMOJ/Ib30BaHbI
cnepyouime nokasaTtenu: KOHUEHTPauWs HYKIEMHOBbIX KUCAOT, COOTHOLUEHME ONTUYEeCKOM
naotHoctm A260/A230 (Hannume npuMecer OpraHNM4YecKnx COeaguHEHUI), COOTHOLWIEHME
onTuyeckon nnotHoctn A260/A280 (Hannume npuMmecen 6enkoB), oueHKa pesynbtatos MLP.

Mpn XxopowKnx ONTUYECKUX XapaKTepUCTMKAX HYKENHOBblE KWUCNOTbl MOryT He
amnnnguumposaTtbcs B MLP. MpuunHamMm MoryT 6bITb YaCTUYHANA Aerpagaums uam moanmdukaumm
HYK/IEMHOBbIX KWCNOT, BO3HUKLWIME MNMpu dukcaunm 6GuomaTepumana, KoOTopble MOryT CHMUXaTb
acpdekTnBHOCTb MLUP. B cBSA3M C 3TMM, OLEHKA Ka4yecTBa W KOJIMYEeCTBa HYK/IENHOBbIX KNCIOT A4S
AanbHeMwero aHanuMsa MOoXeT OblITb ocywecTsiieHa no BeanuymHe Cp uccnepyembix
M KOHTPO/bHbIX aHanuMToB/nokasaTtenen (KoOHTpons B3saTus MaTtepumana (KBM), pedepeHCHbIx
reHoB npw wuccnefoBaHMu TpaHckpunToB reHoB (MPHK) wu BHyTpeHHuX koHTponen (BK)

MPOXOXAEHUSA peakuun).
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Mpn npoBeaeHUM KINMHUKO-NabopaTopHbIX UCMbITaHMK Habopa peareHTtoB MNMPOBA-IMK B

CO4Y€TAHNMN C pa3HbIMM METOAaAaMWU BblAENEHUA HYK/IEUNMHOBbLIX KWUCNAOT MOJIy4dEHbI Cneayruwmne

XapaKTEPUCTUKMN:
Buagosas Mpoba-Tk & Konnyectso
KoMbuHauum c A260 A260 1
AHanut npuHaanex- H HYKJIEMHOBbIX / / SPPEKTMBHOCTL

Habopom ans
HOCTb KWUCNOT, MKI
BblaeneHnsa HK

A280 A230

Cocko6bl LLepBUKaJIbHOro KaHaJla B TPAHCNOPTHO-(PUKCUpYOLLEeNn cpeae ANA XXUAKOCTHOMN
LuTOoJsIoOrMm
n = 54 obpasua

MPOBA-HK-MJIKOC 0,8-6,4 1,6 -1,9 0,1-0,9
Bupycebl
NPOBA-MY-PANNA| 2,7-10,7 | 1,2-1,5 | 0,1-0,3 100 %
JIHK Bupycebl, MPOBA-IC-MMAOC 25-5,1 2,0-2,0 0,1-0,1 (Pucr = 99,7)
6akTepun,
rpubbl, MPOBA-MY-HK 1,4-7,0 | 1,6—-2,0| 0,1-0,6
npocrenwme

O6pa3ubl napaduHOBbIX cpe30B, (PUKCMPOBAHHbIX B NapaduHe TKaHen
(TkaHb Mono4yHo xenesbl N = 30 06pasuos;
TKaHb nerkoro n = 30 o6pa3uoB)

Yenosek 0.05 100 %
[HK (reHoMHast | MPOBA-HK-MIIOC | 1,1 — 26,5 1,6 — 1,8 ,O 6 (Puer = 99,1)
AHK) '
Yenosek MPOBA-HK 1,2-10,5 | 1,8-2,0 | 0,1 -1,7 100 %
MPHK reHoB =
PHK ( MPOBA-MY-HK | 1,2-6,9 | 1,7-2,0 | 0,1—0,1 | (Tvr=96:2)
yenoBeka)
HaTtuBHas TkaHb
(TKaHb MONOYHOM Xxenesbl N = 28 0bpa3uos)
2,1 —-40,3
enosex (AHK) HK 100 %
(MPHK reHoB MPOBA-HK 17-19 | oi-19 | A o
yenoseka) 1,0-30,5 (Pucr = 96,0)
(PHK)
PHK n OHK q 3,0-4,8 PHK 100 %
enoBek
(ﬂ-HK) (PMCT = 92,1)
(reHoMHas MPOBA-MY-HK 23_37 1,8—-19 0,04—-0,1
HK bl - ’
ARK) (PHK)
13 hEeKTUBHOCTb BbIYMCASIN MYTEM OLEHKM KOJIMYECTBA WMAEHTMYHO BOCMPOM3BEAEHHLIX
pe3ynbTtaTtoB [NLP Ha BbisBneHne MmnkpoopraHunsmos, reHoMHol OHK u MPHK 4yenoseka c
Mpume- YY€TOM CTAaTMCTUYECKOMN HeonpeneneHHOCTU cornacHo MetoanM4yecknuM pekoMeHaaunam no
YyaHua: nopsiaKy MNpoBeAeHUs U 3KCNepTusbl KayecTtBa, 3ddekTnBHOCTM U 6e3onacHocTu
MeanumHckmx wusgenunin ®reY BHUMUMT Poc3gpaBHagsopa 2013 r. ¢ AoBepuUTENbHOM
BepoaTHOCTbIO 90% no dopmyne: Puct=0,1N, rome N — KOMMYECTBO MNpOBEeAEHHbIX
nccnegoBaHumn.
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4 MEPbI NTPEAQOCTOPOXXHOCTHU

Opranusaumsa pabotbl TUP-nabopaTtopun, obopynoBaHue w MaTepuanbl  AOMXKHbI
cooTBeTcTBOBaTb TpeboBaHmsam TOCT P 52905-2007, meToamMyecknx ykasaHum MY 1.3.2569-09
«Opranmnsaumsa pabotbl nabopaTtopuii, MCNONL3YKOWMX METOAbl aMMINMUKALUMN HYKITENHOBbIX
KWUCNoT, Npu paboTe ¢ MaTepuasnomMm, cogep)kawmm MnKkpoopraHnsmel I-IV rpynn natoreHHoOCTU»,
c cobngeHneM caHuTapHo-anmaemMuonorndyecknx npasmn CIT 1.2.036-95 «[opsagok ydeta,
XpaHeHus, nepegavyn U TpaHCNOPTUPOBAHMSA MUKpoOpraHnamMos I-IV rpynn natoreHHoCTmn» .

Nccneayemble obpa3subl paccMaTpuBaloTCa Kak noTeHuuanbHO-onacHble. Mpu pabote ¢
HabopoM peareHTOB CrieAyeT HaaeBaTb O4HOpPa30Bble NepyaTku 6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHOCTM BblIbOp TuMa 3alMTHOro
KocTioMa (pabouert opexabl W CPeACTB MHAMBMAYANbHOW 3alimMTbl) NMPOBOAUTCS B CTPOrom
cooTBeTCcTBMM € CIM 1.3.2322-08.

K paboTe ¢ HabopoM peareHTOB AONYCKaeTCcs nepcoHan, obydeHHbIn Nnpasmaam paboTsbl
B K/IMHUKO-AMArHoCcTMyeckor nabopatopuu.

Mpwn paboTte cneayeT HageBaTb 04HOPA30Bble NepyaTku 6e3 Tanbka.

CnenyeTt UCcnonb3oBaTb TObKO 04HOPA30Bble HAKOHEYHUKU U NPOBUpPKU.

He ponyckaetcsas wucnonb3oBaHWE OAHUX WM TEX Xe HAKOHEeYHWKOB npu obpaboTke

pa3nnyHbIX O6paBLl,OB 6rnonornyeckoro MaTtepuana.

MoaroToBKy M NpoBeaeHune npenobpaboTkn buomaTepuana C Ucnosb3oBaHMeM Habopa
peareHToB c/leayeT npoBoanTb B 6okcax 6uonornyeckon 6esonacHoctm Il knacca.

3anpelwaeTtca nepeMelleHne nabopaTtopHoro ob6opyaoBaHus, B TOM 4YMCne A403aTOPOB,
wTaTnBoB, NlabopaTopHOi MocyAabl, XanaTtoB, roOA0OBHbIX yb6OpoB M Np., a TakXe pacTBOpPOB

peareHTOB U3 OAHOr0 MOMELLEHMS B ApYyroe.

Jo3aTtopbl, wucnonb3lyemble nNpu pabote ¢ HabopoM peareHToB, AOKHbI 6biTb
COOTBETCTBYHOLLMM 06pa3oM noBepeHbl (B akKpeamuToBaHHbIX TlabopaTtopmsix) U MpoMapKUpPOBaHbI.

MoBepxHOCTN paboumx CTONO0B, a TaKXe MOMELWEHUNr, B KOTOopbiXx nposoautcsa MLP,
cnepyet obsizaTtenbHO, A0 WM Mocse npoBeaeHns paboT, obnyyaTb C MOMOLWbIO 6baKkTepuUMAHbIX
YCTAHOBOK B TedeHue 15-30 MuHyT.

Ncnonb3oBaHHble OAHOPA30Bbie MPUHAANEXHOCTM (NPOBMPKKU, HAKOHEYHWUKW W ap.)
OO/MKHbI cOpacbkiBaTbCA B CrieyManbHbi KOHTENHEP, COAEpXaLLMA AE3NHDULMPYIOLWNIA pacTBop.

Bce noeepxHocTn B nabopatopun (paboudme cTonbl, WTaTMBLI, 0bopyaoBaHMe M ap.)
€XeAHEBHO NOABEPratT BIAXHOM Yybopke C MNpPUMEHEHMEM AE3UHMUUNPYIOLWMX/MOKOLMX
CpeAcCTB, pernaMmeHTUpPOBaHHbLIX CaHUTapHbIMKU npasunamu CI 1.3.2322-08.

OTtxoabl 6momaTepuana (MHUUMPOBaAHHbIE WMAM MNOTEHUMANbHO MHAUUMPOBAHHbLIE),
obpa3ubl nocne npepnobpabotkm, npobonoarotoBku wu TP, obpasywuwmecs B KIMHUKO-
AnarHocTnyecknux nabopatopumsix, OTHOCATCS K Kfaccy B mn yTunmsampytotcss B COOTBETCTBUM C
TpeboBaHmaMM  CaHlnH 2.1.3684-21 «CaHuTapHO-anuaemMmonorndeckne TtpeboBaHusa K
COAEPXAHUIO TEPPUTOPUN FOPOACKUX N CENbCKUX MOCeNeHWnin, K BOAHbIM 0b6beKkTaM, MUTbEBOM

BOAE M MUTbEBOMY BOAOCHA6XEHMUO, aTMOC(hEPHOMY BO34yXYy, MOYBAM, XWJbIM MOMELLEHUNAM,
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3KCnayaTaunMm npon3BoaCTBEHHbIX, 06LWecTBEHHbIX I'IOMeLLLEHMﬁ, opraHnaumm mn nNpoBeEAEHUIO

CaHUTAPHO-NPOTUBO3INNAEMUYECKUX (MPODUNAKTUUYECKNX) MEPONPUSTUIA».

OnacHble KOMMNOHEHTbI B Ha60pe peareHToB

KoMnoHeHT Hannuue/orcyrcrBue
YkKa3zaHue Ha
Habopa onacHbIX uCKM Mepbl 6e30nacHOCTH
peareHToB KOMMOHEHTOB P

KoMmnnekTtauus 1

Bydep MK HeT onmacHbIX BELLECTB - -

P264, P280, P301+P330+P312,
P302+P352, P305+P351+P338,
P273, P501

H302+ H312+ | P264, P280, P301+P330+P312,
Bydep MK-HT | l'yaHuauMH TvoumaHar | H332, H314, | P302+P352, P260, P271, P273,
H318 P501

P264, P280, P302+P352,
P305+P351+P338, P260, P271,
P501

H302, H314,

TputoH X-100 H319, H412

H312, H319,

Tuornuuepon H332

MpoTenHasa K | HeT onacHbIX BELLECTB - -

Komnnektauusa 2

Bydep MK HeT onacHbIX BeLlecTB - -

MpoTenHasa K | HeT onacHbIX BELLECTB - -

PacwumdpoBka o603HaueHmin: H302: BpeaHo npu npornaTtbiBaHuu; H312: BpegHo Npu nonagaHum
Ha KoxXy; H314: lNpu nonajgaHum Ha KOXY W rna3a Bbl3blBaeT XMMUYeckune oxorun; H318: Bbi3biBaeT
cepbe3sHble nospexaeHunsa rnas; H319: MNpu nonagaHuu B rnasa Bbi3bIBAET BblPaXXEHHOE pa3fpaxeHue;
H332: BpegHo npu BAbIXxaHuu; H412: BpegHo A4An8 BOAHbIX OpPraHWM3MoB C  [0OJITOCPOYHbLIMU
nocneacrtemamm; H302+ H312+ H332: OnacHo npu NporaaTbiBaHUW, NMPU KOHTAKTE C KOXEN Unu npu
BAbIxaHuKn; P260: He BabixaTb napbl; P264: [locne paboTbl TWwaTenNbHO BbIMbITb PykKW; P271:
Mcnonb3oBaTh TOMIbKO Ha OTKPbLITOM BO34yXe U/IN B XOPOLLO BeHTUNMpyeMoM MecTe; P280: Monb3oBaTbcA
3aWMTHbIMKW NepyaTkaMmm/3aWwmnTHON oaexaon/cpeacTteamMmm 3awnTbl rnas/nuua; P301+P330+P312: MPA
MPOINATbIBAHWW: TpononockaTb poT M 06paTUTbCA 3a MeAMUMHCKOMW MOMOLbI0 MPpU  MIOXOM
camouyBcTBUK.; P302+P352: MPU MOMAAAHUN HA KOXY: MpombiTb 60MbLUIMM KONMYECTBOM BOAbI;
P305+P351+P338: MPU TMOMNAOAHNUN B T[JIA3A: OCTOpOXHO MpPOMbITb rfa3a BOAOW B TeuyeHue
HECKOJIbKNX MUHYT. CHATb KOHTaKTHbIE JINH3bI, €C/in Bbl MU nonb3yeTecb, U ecnu 370 Nerko caenathb.
MpoaonxuTb NpoMbiBaHue rnas; P273: He gonyckaTb nonagaHusa B OKpy>xatolLyto cpeay; P501: Yaanutb
coaepxuMmoe/ynakoBky B cooTBeTcTBuM ¢ CaHluH 2.1.3684-21.

Mpwn pabote c HabopoM peareHTOB MCNOb30BaTb CpeACTBa MHANBMAYANbHOM 3alWMTbl A8
NnpeaoTBpalLEHMS] KOHTAKTa C OpraHM3MoM 4enoBeka. [locne OKOH4YaHMs paboTbl TLIATENbHO
BbIMbITb pPyKkU. N36eraTb KOHTaKTa C KOXeW, rnasaMmm m CNuM3ncTbiMm 060/7104KaMKn, He roTaThb.
Mpn aBapuiiHbIX CUTYyaUMaxX BO3MOXHO clieaylolee: pasgpaKeHne KoOXu U CNM3ncTon 060n04km
rnas y 4yBCTBUTENbHbIX fnL,. [Tpn KOHTaKTe NPOMbITb MOPaXxXeHHoe MecTo 60/bLIMM KOJIMYECTBOM

BOAbl U 06paTUTLCA 32 MEAULIMHCKOM NOMOLLbIO.

anI MCMNOSIb30BaHMM NO Ha3Ha4vYeHuto u cobnrgeHum Mep NpeaoCTOPOXHOCTN KOHTAKT C

OopraHmM3aMoM 4esioBeKa UCKTIOYEH.
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He ncnonb3oBaTb Ha6op peareHToB:

- NMpPY HapYLUEHUN YCNIOBUIN TPAHCMIOPTUPOBAHUS U XPaHEHUS;
- NPU HECOOTBETCTBUM BHELLHErO BMAA peareHTOB yKa3aHHOMY B nacropTe kK Habopy
peareHToB;

- NMpY HapYyLIEHNUN BHYTPEHHEN YMNaKOBKN KOMMOHEHTOB Habopa peareHToB;

- MO NUCTEYEHUNIO CpOKa rogHOCTM Habopa peareHToB.
MpumeyaHue — Habop peareHTOB He COAEPXWUT MaTepuasoB 6MONOrMUYECKOro
NPOUCXOXAEHUSA, BELLECTB B KOHLUEHTpauusax, o6nadalolwmx KaHUEepOreHHbIM, MyTareHHbIM
OENCTBMEM, a TaKXe BNUSAIOLWMX Ha penpoayKTUBHYO (dyHKUUIO YenoBeka. Mpn MCnonb30BaHUK

Mo Ha3HAYeHWo U CoB0AEHNN Mep NPeaoCTOPOXHOCTU ABNSETCA 6€30MacHbIM.

5 OBOPYAQOBAHUE U MATEPUADI
Mpwn paboTte c HabopoM peareHToOB TpebyloTcs cneaytowmne obopyaoBaHMe U Matepmansl:
D 6okc buonornyeckon 6esonacHoctn II knacca;
o MUKpPOLEHTPpUDYra-BOpTEKC;
o ueHTpndyra ¢ RCF 16 000 x g;
) romoreHusatop (npu pabote C HaTUBHBLIMU TKAHAMU);
. TepMOCTaT C NPUXMMHOMN KPbILLKOWA;
o XON0AUIBHUK C MOPO3USIbHOM KaMepou;
o npobupkn MmMKpoueHTpudyxHbole 06bEMOM 1,5 mMn ¢ Kpbiwkamm, cBobogHble oT PHKas wu
AHKas;
o wTatne «pabouyee mecto» ansa npobmpok o6bEMOM 1,5 mn;
o [03aTOpbl MEXaHM4YecKue WKW 3/1eKTPOHHble MepeMeHHOro obbemMa OAHOKaHaslbHble CO

CMEHHbIMM HAaKOHEYHMKaMU1, No3BosiaLwWwmne otbmpatb o6bembl xxnagkoctn ot 2,0 go 20 MKkn,
oT 100 ao 1000 mkn;

. wTaTUB 4Ns 403aTOpOoB;

o 04HOpPAa30Bble HAKOHEYHUKN C PUABTPOM AN MosyaBTOMaTMYECKMX NuneTok, cBoboaHble

ot AHKa3 n PHKa3, o6béMom 20 mMkn, 1000 mkn;

. OAHOpa30Bble NepyYyaTkn MeanumMHCKme, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

. EMKOCTb AN cbpoca MCNob30BaHHbIX HAaKOHEYHMKOB, MPOBMPOK U APYrMX PacxXOfHbIX
MaTepuanos;

. Ae3MHDMUMPYIOLWWIA pacTBop;

. 3epHa Ana npoBeAeHus romoreHusaummn amametpom 2,0-5,0 MM (nNpu pabote C HATUBHbLIMMK
TKaHAMK);

o Ae-nnuMmoHeH (npu paboTte ¢ napadnHM3MPOBAHHBIMU TKAHSAMU U B 3aBMCUMMOCTU OT criocoba

yAaneHus napaduHa);
o 96% neperHaHHbI 3TMNOBbLIN cnNMPT (Npu paboTe ¢ NnapadMHM3NPOBAHHLIMU TKAHAMU U B
3aBMCUMOCTM OT cnocoba yganeHusa napadvHa);

. Ha60p/KOMFIJ'IeKT peareHToB Ang BbiaeneHnsa HyKJ1emHOBbIX KUCJIOT.
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6 AHAJTN3BNPYEMBIE OBPA3Lbl
6.1 MaTtepunan ana nccnenoBaHus

Ons wvccnepoBaHust MCMonb3yloT ob6pasubl 6MOOrMyeckoro Matepuana u4esioBeka:
¢dukcmpoBaHHble B dopMasMHe napaduHU3MPOBaHHbIE TKaHW; HATUBHbIE TKaHW; COCKOO6LI
LEepPBMKANbHOIO KaHajla, B3ATble B TPAHCNOPTHO-(UKCUPYIOLWLYK Cpeay ANS XWAKOCTHOM

LMTONOIrNN.

MpuMeyaHne — B3aTMe, nNpeaBapuTenbHyld 06paboTKy, XpaHeHMe W MepeBo3Ky, nepenavy
nccneayemMoro mMaTepuana B Apyrve opraHusaumy OCyLIeCTBASIOT COrMlaCHO MHCTPYKTUBHO-METOAUUYECKUM
[OKYMEHTaM, pEerfaMeHTUpyoWmnM BbINOSIHEHNE WCCeAoBaHWM B COOTBETCTBUMM C  TpeboBaHWUSAMMU
MY 1.3.2569-09 n CIT 1.3.2322-08.

Ons BblaeneHnss PHK o6pasubl HaTMBHbIX TKaHel pekoMeHayeTcss (UKCMpoBaTb B
crneumanbHbIX TPAHCMOPTHbLIX cpeaax, NpeAHasHaYeHHbIX AN TPAHCNOPTUPOBKM M CTabunmsaumm

PHK B 6uonpobax, obecneumBatowmx coxpaHHocTb PHK.
6.2 Konnuecteso 6uomatepmana gnsa npenobpabortkum
6.2.1 dukcupoaHHasa B dopManmHe napaduHmnnpoBaHHas TKaHb:

2-4 napadunHOBbIX cpe3a ToawmMHoM 5,0 MKH (nNnpubnusutenbHas naowaab cpesa
0,5-1,5 cM?). NapadunHoBbIE Cpe3bl MOMELLAOT B CyXMe 0AHOpPa30Bble MIACTUKOBbIE NPOBUPKU

o6béEmomMm 1,5 mn.
6.2.2 HaTtmBHas TKaHb (BK/toYas 6monTtaThl):

50-100 mr B npobupkax € TpaHCNOPTHOW cpeaon nnm cpegon ans ctabunusaumm PHK.

O6pa3ubl HaTUBHOM TKaHM MOryT 6bITb NpeacTaBieHbl dparmeHTamMmu TonwmHonm 3,0-5,0 Mm.

6.2.3 Cockobbl B TpaHCMOPTHO-MUKCUPYIOLLEN cpede ANAs XUAKOCTHOM unTtonormu: ot 1,0 M.

7 NPEABAPUTEJ/IbHAAA OBPABOTKA BWOJIOTMYECKOINO MATEPUAJZIA C
NCNOJIb3OBAHMUEM HABOPA PEAFEHTOB NPOBA-TNK

7.1 O6bLwmne pekoMeHgaumm

7.1.1 Wcnonb3ynte HakoHeYHUKK, ceoboaHble oT PHKaz n HKa3, ¢ dunbTpom.

7.1.2 Tpu pobasneHunm peareHTOB B NpobupKy, copepxkallyto buonormyeckuin martepuman,
aKKypaTHO BHOCMTE pacTBOp, HE KacasiCb CTEHOK Mpobupok. [pu KacaHUM CTEHKMU
NpoGMpKM CMEHNTE HAKOHEYHUK.

7.1.3 HakoHe4HUK cnegyeT MeHATb NMPU KaXXAoM MepeHoce XMAKOCTU U NMPpU KaXKaoM yaaneHum
pacTeopa 3 npobupku.

7.1.4 [Ons npefoTBpalleHMS KOHTaMMHAUWM OTKpPbIBAWTE KPbIWKY TOAbKO TOM Mpobupku, B
KoTopyto 6yaete BHOcuTb obpaseu/peakTue uamM u3 Kotopon Oyaete ypanaTb
HaA0CaA0uHY0 XUAKOCTb, U 3aKpblBalTe ee nepea paboTon co crneaytollen npobupkoi.

7.1.5 Wccnepyemble obpa3ubl U OTpUUATENbHbIA KOHTPOJbHLIN obpaseu (K-) Heobxoanmo

obpabaTbiBaTb NO €ANHOIN CXEMe COr/laCHO AaHHOW MHCTPYKLUW.
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BHUMAHME! OTtHocuTenbHoe yckopeHue ueHTpudyrm (RCF mnm g) 3aBMCUT OT 4acTOThl
BpaweHusa u paguyca potopa (MpunoxeHne A). Ana onpeneneHnst COOTBETCTBUS LeHTpudyrm
3a4aHHbIM napameTpam ueHTpudyrmposanusa (cM. pasgen 5 «ObopyaosaHue n MaTtepuanbl»)

obpaTnTeCch K pyKOBOACTBY MO 3KCryaTauuu.

7.2 MpenobpaboTka o06pa3uoB cpe30B U3 NapadmHOBLIX BJI0KOB TKaHEN, DUKCUPOBAHHbIX B
dopmanuHe, 6e3 cneumanbHOro yaaneHus napaduHa (6e3 ncnonb3oBaHms ge-

JINMOHEHA)

7.2.1 UeHnTpudyrmnpynte npobmpkm c obpasuamm npu 13 000 x g B TedeHne 30-60 c npwm
KoMHaTHOM TeMnepaTtype (ot 18 °C go 25 °C) ana ocaxaeHus 6buomatepuana Ha AHO

npobupku.

7.2.2 [obaBbTe B MpoMapkKMpoBaHHble Mpobupku c obpasuamum M B MyCTyl0 OAHOPA30BYHO

npobupky o6vémom 1,5 M1, npoMapkupoBaHHyto «K-», no 300 mkn 6ydepa MK.
7.2.3 BcrpsixHuTe npobupkun ¢ ob6pasuamm B TeueHme 3-5 ¢ Ha MMKpoueHTpudyre-sopTekce.

7.2.4 UeHntpudyrnpynte npobupkm c obpasuamm B TedeHnme 60 C Ha MUKpoueHTpudyre-

BOPTEKCE ANSi MOrPY>XEHUS CPE30B B XUAKOCTb.

7.2.5 WNHkybupyiite npobupkn c obpasuamu npm TemnepaTtype 72 °C B TedeHue 10 MuH. 3a
BpeMs MHKybaumn HeobxoaMMO akKypaTHO BCTPAXHYTb Npobupkn 2-3 pasa B TeyeHue 3-
5 c Ha MuKpoueHTpudyre-sopTekce, He AOMNyCKas 3aaMnaHuMsa TKaHW Ha CTeHKax

npobupku.
7.2.6 UeHTpudyrmnpynte npobmnpkn B TedyeHme 60 c Ha MUKpoLeHTpudyre-sopTekce.

7.2.7 BcTpaxHuTe npobupky c npoterMHaszonm K Ha MUKpoueHTpudyre-BopTeKCe B TEYeHue
3-5 C U ocaauTe Kanam Co CTEHOK Mpobupku B TeueHue 3-5 C Ha MUKpoUEeHTpudyre-

BOpTEKCE.

7.2.8 [Job6aBbTe BO Bce NMpobupkn c obpasuamm no 5,0 Mk npotenHasbl K, NpoTKHYB crio
napadunHa HakoHeuYHMKOM. BHecuTe npoTtemHasy K noa napadwH, HEMOCPEACTBEHHO B

peakUMOHHYO CMeCb, coaepxallyto 6ydep MK, 1 nepemellanTte cMecb NMNETUPOBAHNEM.

7.2.9 WNHkybupyiite npobupku:

7.2.9.1 Ana nonyuyenmsa PHK nHkybupyinte npobmpku c obpasuamm npm temnepatype 60 °C B
TeyeHune 30 MuH, aanee npu Temnepatype 80 °C B TeyeHue 10 MuH.

7.2.9.2 Ana nonyuyeHuna OHK uHkybupyinte npobupku c obpasuamu npu 60 °C B TeueHue
2 yacos. lNpu n3bbiTke buomaTepuana BpeMa MHKybauum MoxeT 6biTb yBenn4YeHO A0
24 vyacos, HanpuMep, 06pasLbl MOXHO OCTaBUTb B TEPMOCTATE Ha HO4b. [pu yBenmyeHum
BpeEMeHW MHKybaumn no ncreveHmn 2-3 4acos MoXHoO Aob6aBuTb B Npobupku ¢ obpasuamm
AononHUTenbHbIM 06bEM (no 5,0 Mkn) npotenHasbl K. [Janee nHkybupymnte npobmpkm c

obpasuamm npu 95 °C B TeueHne 10 MuH.
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BHUMAHME! Bo BpemMs nHkyb6auum npu 60 °C HeobxoaMMO BCTPSAXHYTb Npobupkn c obpasuamm
1-2 pasa B TeyeHue 3-5 c Ha MUKpoUeHTpudyre-sopTeKCe, He AOMNYCKas 3anMnaHuUs TKaHW Ha
CTeHKax npobupkn. [pn nporpeBaHnM nNpobMpPOK BO3MOXHO OTKPbiBaHME  Kpbllwek!
PekomeHayeTca ncnonb3oBatb NPOOGMPKM C 3aLLEeNKON U/Mnn TepMOCTaTbl C MPUXMMHON KPbILWKOM
(Hanpumep, TT-1-«AHK-TexH.» npon3BOACTBa 000 «HMNO OHK-TexHonorms»).
MpenBapuTenbHbIN Nporpes TepMmocTaTa He TpebyeTtcsa. Oba TemnepaTypHbIX pexunma MoryT 6biTb

3anporpaMMUpOBaHbl B OJHOM TEPMOCTATE.

7.2.10 UeHnTpudyrmnpynte npobmpkm ¢ obpasuamm npm 16 000 x g B TeuyeHne 60 c npwm

KOMHaTHOM TemnepaTtype (ot 18 °C go 25 °QC).

Ceepxy Hag obpasuamu obpasyercs cnoi napadumHa, CHM3Y MOryT OCTaBaTbCs OCTaTKU

nebpuca (ocagok).

7.2.11 W3Bnekute m3-noA napaduHa, He 3axBaTbiBas 0CafoK, Heobxoammbin 06LEM nn3aTa,
COOTBETCTBYHOWMI 06BbEMY obpa3ua Ans BblAeNeHMusl, MepeHecnuTe ero B 04HOpPa3oBYHO

NMPOMapKNpPOBaHHYO Npobumpky.

7.2.12 [danee npoBeauTe BblAeN€HNE HYKIEUHOBbLIX KUCMAOT B COOTBETCTBUM C MHCTPYKLUUEN K
Habopy/KOMMNEeKTy peareHToB ANs BblAEEHUS HYKNEMHOBbIX KUCAOT. C y4yeToMm
npeaBapuTenbHoM o06paboTkm 06pasuLoB BpeMs n3nca MoXeT ObiTb COKpaleHo A0

5 MUHYT.

MpumeyaHne — [ns nocneaywlero WCMNOMb30BaHUS OCTaTkM o6pasua AOMYyCTUMO XpaHUTb Mpu

TemnepaTtype MunHyc 20 °C B TeueHne Mecsaua.

7.3 [lpepnobpaboTka 0b6pa3uoB cpe3oB U3 napaduHoOBbIX 6/10KOB TKaHEN, PUKCUPOBAHHbLIX B

d)OpMaﬂVIHe, C ncnonb3oBaHmnem ge-anMMOHEHa

7.3.1 UeHnTpudyrmnpynte npobmpkm c obpasuamm npu 13 000 x g B TedeHue 30-60 c npwu
KOoMHaTHoM TeMnepaTtype (ot 18 °C go 25 °C) ana ocaxaeHus 6buomatepuana Ha AHO

npoébupku.

7.3.2 [dobasbTe B NpoMapkMpoBaHHble Npobupkn c ob6pasuamm HGUKCUPOBAHHbBIX B opMannHe
napad®uMHM3NpoBaHHbIX TKaHer no 1,0 M ge-IMMOHEHa, BCTPSAXHUTE npobupkn B

TeyeHue 3-5 ¢ Ha MuKkpoueHTpudyre-sopTeKkce.

7.3.3 WNHkybupyinte npobupku npu Temnepatype 50 °C B TeueHue 5 MUH. 3a BpeMsa UHKybauum
HeobXoAMMO aKKypaTHO BCTPAXHYTb npobupkn 1-2 pasa B TeyeHne 3-5C Ha

MUKPOLIEHTpUdYyre-sopTeKkce.

7.3.4 UeHtpudyrmpynte npobupkm npu 13000 xg B TedeHme 60 C npm KOMHATHOM

TemnepaTtype (o1 18 °C go 25 °C).
7.3.5 Ypanute cynepHaTaHT.

7.3.6 [JobasbTe B Nnpobupkn c obpasuamm no 1,0 mn 96% neperHaHHOro 3TaHosa, BCTPSAXHUTE

Npobupku B TeyeHne 3-5 C Ha MUKpPOLEHTpUdYyre-BopTeKce.
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7.3.7 UeHtpudyrmpynte npobupkn npu 13 000 xg B TeyeHme 60 C NpuM KOMHATHOWM

TemnepaTtype (ot 18 °C no 25 °C).
7.3.8 Ypanute cynepHaTaHT.

7.3.9 [dobasbTte B Nnpobupkn c obpasuamm no 1,0 mn 96% neperHaHHOro 3TaHosa, BCTPSAXHUTE

Npo6uMpKM B TedeHue 3-5 ¢ Ha MUKPOLLEHTPUDYre-BOPTEKCE.

7.3.10 UeHTtpudyrmpymnte npobupkm npm 13 000 x g B TedyeHme 60 C nNpu KOMHaATHOM

TemnepaTtype (ot 18 °C go 25 °C).
7.3.11 YpanuTe cyrnepHaTaHT.

7.3.12 OctaBbTe MpPOBGMPKM OTKPbITbIMA W BbICYLUMTE 0OCaAOK B TedyeHue 30-45 MuH npum

KOoMHaTHOM TemnepaTtype (ot 18 °C go 25 °QC).

7.3.13 [obasbTe B nMpoMapKumpoBaHHble Npobupku ¢ obpasuamm M B MyCTyl0 OAHOPA30BYIO

npobupky o6vémom 1,5 M, npoMapknpoBaHHyto «K-», no 200 mkn 6ydepa MK.
7.3.14 BcTpsixHuTe npobupku ¢ ob6pasuamm B TeyeHme 3-5 ¢ Ha MUKpoLEHTPUdYyre-BopTeKCeE.

7.3.15 UeHnTtpudyrmnpynte npobupkm c obpasuamm B TedeHnme 60 C Ha MuUKpoueHTpudyre-

BOpTEKCe ANl NOrpyXeHust buoMaTtepmana B XUAKOCTb.

7.3.16 BcTpsaxHuTe npobupky C npotemHason K B TeyeHue 3-5 ¢ Ha MukpoueHTpudyre-
BOPTEKCE N 0CaauTe Kanjun co CTeHOK Npobupku B TeueHmne 3-5 ¢ Ha MUKpoLeHTpudyre-

BOpTEKCE.

7.3.17 [dobaeBbTe BO BCe npobumpku c obpasuyamm no 5,0 Mkn npoTemHasbl K. BHecuTe
npotenHasy K HenocpeaCTBEHHO B peaKLUMOHHYIO cMecb, cogepxauyto 6ydep MK,

nepemellanTe cCMeCb NMUMNETUpPOBaHNEM.
7.3.18 WHkybupyiiTe npobupkn:

7.3.18.1 Ansa nonyuyeHmsa PHK vHkybupyinTe npobupkun c obpasuamm npm temnepatype 60 °C
B TeyeHune 30 MUH, aanee npu TemnepaTtype 80 °C B TeyeHne 10 MUH.

7.3.18.2 Ansa nonyudyeHuna AHK uHkybupyiite npobmupkmn c obpasuamm npu 60 °C B TeuyeHue
2 yacos. lNpu n3bbiTke BMoMaTepmana BpemMs MHKybaumm MoxeT 6biTb yBENMYEHO A0
24 yacoB, Hanpumep, o6pasubl MOXHO OCTaBUTb B TepMOocCTaTe Ha Houb. [lpwm
yBe/lIMYEeHUM BpeMeHu MHKybaumm no wucredeHunM 2-3 4acoB MOXHO [o06aBuTb B
npobupku ¢ obpasuamm gononHuTeNbHbIN 06BEM (N0 5,0 Mkn) npotenHasbl K. danee

MHKYybupyinTe npobupkmn c obpasuamu npm 95 °C B TeyeHmne 10 MUH.

BHUMAHME! Bo BpeMs nHkybaummn npu 60 °C HeobxoaMMo BCTPSAXHYTb NpobupKK C obpasuamm
1-2 pasa B TeuyeHue 3-5 C Ha MUKpoUEHTpUdYyre-BopTeKCE, HE AOMYyCKasa 3alnnaHusa TKaHu Ha
cTeHkax npobupkn. T[pu nporpeBaHMn nNpobMPOK BO3MOXHO OTKpbiBaHMe  Kpblwek!
PekoMeHayeTCca ncnonb3oBatb NpOO6UPKU C 3aLLENKON U/ UM TEPMOCTaTbl C MPUXKMMHOWN KPbILLIKOW

(Hanpumep, TT-1-«AHK-TexH.» npon3BOACTBA 000 «HIMO OHK-TexHonorusa»).
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MNpenBapuTenbHbIN NporpesB TepMocTaTa He TpebyeTca. Oba TeMnepaTypHbIX pexnMa MoryT 6biTb

3anporpaMmMmmnpoBaHbl B O4AHOM TEPMOCTATE.

7.3.19 UeHTpudyrmpynte npobupkm c obpasuamm npm 16 000 x g B TeyeHue 60 c npwm

KOMHaTHoOM TemnepaTtype (o1 18 °C go 25 °QC).
B npobupkax c obpasuamm MOryT ocTaBaTbCs OCTaTku aebpuca (ocanok).

7.3.20 He 3axBaTtbiBas 0CafokK, oTbepuTe Heobxoanmbln 06bEM nNn3aTa, COOTBETCTBYHOLWMIA 0OBEMY

obpasua 4N BblAeNeHNs, NEPEHECUTE €ro B 04HOPa30BYIO NPOMapKMPOBaHHYO NPo6UpKY.

7.3.21 [anee npoBeauTe BblAeNeHNE HYKEMHOBbLIX KUCOT B COOTBETCTBUM C MHCTPYKUMEN K
Habopy/KOMMNNEKTy peareHTOB A9 BblAENE€HUS HYK/AEeUMHOBbIX KucnoT. C  y4yeToMm
npeaBaputensHo obpaboTkm o06pasuoB BpeMs M3mca MOXeT ObiTb COKpalleHO A0

5 MUHYT.

MpuMeyaHue — [na nocneaywoWero WMCNONb30BaHMA OCTaTKM obpasua [AONYyCTUMO XpaHuTb Mpwu

TeMmnepaTtype MnHyc 20°C B TedeHune mecsaua.
7.4 MpenobpaboTka 06pa3LoB HATMBHOW TKaHMW.

7.4.1 UeHnTpudyrnpynte npomMapkupoBaHHbie npobupkm c obpasuamm HATUBHOM TKaHU B
TpaHCMOpPTHOM cpefe B TedeHne 60 C Ha MukpoueHTpudyre-sopTekce. [MONAHOCTbIO

yaanute TpaHCNOPTHYHO cpeay.

7.4.2 [Job6baBbTe B NpOMapKMpoBaHHble Npobupkn ¢ obpasuamm TkaHen no 400 mkn 6ydepa

MK-HT n 3-5 3epeH ansa romoreHmnsaunm, NnposeanTe roMoreHu3aumio.

7.4.3 UeHtTpudyrmupynte npobupkm npu 16 000 x g B TeueHne 60 C npm KOMHATHOWM

TemnepaTtype (oT 18 °C no 25 °C).

7.4.4 PacnuneTtupyinTe U nepeHecuTe B NyCTble NPOMapKMpOBaHHbIE 0AHOPA30Bble NPO6UPKM

o6bémomMm 1,5 mn no 200 mMkn roMoreHaTa.

7.4.5 BHecuTe B NyCTYyl0 04HOpPa30BYyo Npobupky 06bLEMOM 1,5 M, NpOMapKMpoOBaHHY «K-»,
200 mkn 6ydepa MK-HT.

7.4.6 BcTpsixHuTe npobupky c npotenmHasonm K B TedeHume 3-5 Cc Ha MukpoueHTpudyre-

BOpTeEKCe, 3aTeM LeHTpudyrmpyite B TedeHne 3-5 ¢ Ha MUKpOoLEHTpUdyre-BopTekce.
7.4.7 [OobasbTe BO BCe Npobupkn c obpasuamm no 5,0 Mka npotenHasbl K.

7.4.8 Msarko, He ponyckas pa3bpbiarmBaHus, BCTPSAXHUTE NpobUpKM B TedeHume 1-2 C Ha

MUKpOLEeHTpudyre-sopTekce.
7.4.9 WNHKkybupyiTe obpa3ubl npm 60 °C B TeyeHune 30 MuH, ganee npu 95 °C B TeueHue 10 MuH.

BHUMAHME! lpun nporpeBaHnn npobMpoK BO3MOXHO OTKpbiBaHME Kpblilwek! PekomeHayeTcs
MCNonb30BaTb NPO6UPKM C 3aLLeNKON N/UAn TePMOCTaTbl C NPUXMUMHOM Kpblwkon (Hanpumep, TT-
1-«HK-TexH.» npousBoactBa OO0 «HMO [AHK-TexHonorus»). lNpeaBapuTenbHbIi Mporpes
TepMocTaTa He Tpebyetrca. Oba TeMnepaTypHbIX pexuma MoryT 6biTb 3anporpaMMUpoBaHbl B

OAHOM TEepMOCTaTe.
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7.4.10 UeHtpudyrmupynte npobupkm npu 16 000 x g B TeueHune 60 C npm KOMHATHOWM

TemnepaTtype (oT 18 °C no 25 °C).

7.4.11 TllepeHecuTe B MyCTble NpPOMapKMpoBaHHble NpobMpKkK, He 3axBaTbiBasi CHU3Y 0CaAok,
HeobxoanMmblh 06bEM Nm3aTa, COOTBETCTBYHOWMNNA 06bEMy obpasua ans BblAeNeHUs, U
nposeauTe BblAeNeHME HYK/IENHOBbIX KWCAOT B COOTBETCTBMM C MHCTPYKUMEN K

HaGODY/KOMI'IﬂeKTy peareHToB ANn4a BblAeNEHNA HYKNENHOBbIX KNAC/OT.

MpuMmevyaHne — [na nocneaywowero WCNOMb30BaHUA OCTaTKu o6pa3u,a AONyCTUMO XpPaHUTb MNpu

TemnepaType MnHyc 20 °C B TeyeHune Mecsaua.

7.5 MpeaBaputensHas obpaboTka obpa3uoB cockob60B LEpBUKANIbHOrNO KaHana, B3SITbiX B
TPaHCNOPTHO-(PUKCUPYIOLLYIO Cpeay ANS XUAKOCTHOW UMTONOMMuM, ANS Mocneayrowero

Bblaenennsa AHK.

7.5.1 T[lpoMapKkumpynTe ANns Kaxaporo nccnegyemoro obpasua n oTpmuaTesibHOr0 KOHTPOJIbHOMO

obpasua «K-» no ogHon ogHopa3oBon npobupke o6bLéMom 1,5 mn.

7.5.2 lepemelwalite nNUNETUPOBaAHMEM coAepxumoe EMKocTM C 6uomaTepuanoMm B
KOHCEPBUPYIOLLEN >XWAKOCTU, MNepeHecuTe B MNPOMApPKUPOBAHHYID OA4HOPAa30BYIO

npobupky 1,0-1,4 mn bnomatepuana B KOHCEPBUPYIOLLEN XXUAKOCTW.

7.5.3 UeHTpudyrmnpymnte npobupkm npm 16 000 x g B TeyeHne 5 MWH MNpU KOMHaATHOM

TemnepaTtype (oT 18 °C no 25 °C).

7.5.4 He 3ageBas 0CafloK, MOSIHOCTbIO YyAanuTe HAA0CAAOUYHYI XUAKOCTb (OTAENbHbIM

HaKOHEYHWKOM AN Kaxaon npobupku).

7.5.5 BctpaxHute npobupkn c 6ydepom MK u npotemHaszon K B TedeHue 3-5 c Ha
MUKpoUeHTpudyre-sopTekce U1 UeHTpudyrmpymte B TedeHme 3-5 Cc Ha

MUKpPOLEHTpUdyre-sopTekce.
7.5.6 TpurotoBbTe NM3MPYIOLLYIO CMeCb. [111a 3TOro cMellanTe B oTAe/IbHOM Npobupke:

o 100 x (N+1) mkn 6ydepa MNK,

o 3,0 x (N+1) mkn npoTtenHassbl K,
rae N — KonM4yecTBoO NPOMapKMPOBaHHbIX MPO6MpPOK.

7.5.7 [OobasbTe B Kaxayl mn3 npobupok ¢ buomartepunanom (cMm. 7.5.3), a Takxke B npobupky,
MapkmpoBaHHY «K-», mo 100 MKA nu3upylowen cMecu, BCTPSXHUTE NpobupkM Ha

MUKpOUEHTpudyre-sopTekce B TeyeHue 3-5 c.

7.5.8 Tepmoctatmpynte npobupku npu 55 °C B TedeHne 1 vyaca, 3atem npu 95 °C B TeyeHume

10 MuH.
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BHUMAHME! Bo BpemMs nHkyb6aummn npu 55 °C Heob6xoamMMo BCTPSAXHYTb Npobupku ¢ obpasuamm
1-2 pasa B TeveHue 3-5 c Ha MUKpoUeHTpudyre-sopTeKCce, He AONYCKas 3anMnaHus TKaHU Ha
CTeHKax npobupkn. [pn nporpeBaHnM nNpobMpoOK BO3MOXHO OTKPbiBaHME Kpbllwek!
PekoMeHAyeTCS MCMONb30BaTb NPOBUPKN C 3aLlLenKoi U/Unmn TepMocTaTbl C MPUXMMHOM KPbILLKOWN
(Hanpumep, TT-1-«AHK-TexH.» npon3BoACTBa 000 «HMNO OHK-TexHonorms»).
MpeaBapuTenbHbI Nporpes TepMmocTaTa He TpebyeTtca. Oba TemMnepaTypHbIX pexunma MoryT 6biTb

3anporpaMMUpOBaHbl B OJHOM TEpPMOCTAaTeE.
7.5.9 OcaauTe Kanau ueHTpudyrmpoBaHMeM B TedeHne 3-5 ¢ Ha MUKpoueHTpudyre-BopTeKkce.

7.5.10 TllepeHecuTe B NycCTble OAHOpPAa30Bble MPOMapKMpoBaHHblie NMpobupkn ob6véMom 1,5 Mn
Heobxoanmblt 06beM NM3aTa, COOTBETCTBYOWMI 06beMy obpa3ua 419 BblaeneHus.

MpumeyaHune - Ecnm o6béM obpasua ansa BblaeneHms cootesetcTByeTr 100 MK, Npu OTCYTCTBMM Oocapka

MO>XHO NMpPOBECTU BblAeNeHne, He nepeHocs obpasel B Apyryto Npobupky.

7.5.11 [anee npoBeguTe BblAeNeHNE HYKJIEMHOBbIX KUCOT B COOTBETCTBUU C MHCTPYKUMEN K
Habopy/KOMMNNEKTY peareHToB A9 BblAeNEHUS HYKAEeUHOBbIX KucnoT. C  y4dyeToMm
npeasaputencHon obpaboTkm o6pasuoB BpeMs nmM3mca MoXeT ObiTb COKpalleHO A0
5 MUHYT.

NMpumevaHune — [Ona nocneaywlwero WCNofb30BaHWA oOCTaTknm obpasua A[AonNyCTUMO XpaHuTb Mpwu

TemnepaTtype MunHyc 20 °C B TeueHne Mecsaua.

8 TPAHCNOPTUPOBAHMUE, XPAHEHUE N DKCNNYATALMUA

8.1 TpaHcnopTupoBaHue

8.1.1 TpaHcnopTMpoBaHue Habopa peareHTOB OCYLWECTBASAIOT B TEPMOKOHTEWnHepax C
XnagosneMeHTaMm BCEMWU BMAAMU KpbITOrO TpaHCnopTa npu TeMmnepaType BHYTpU

KOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyTok.

8.1.2 Habopbl peareHToB, TPaHCMOPTUPOBAHHblE C HapyLeHWeM TeMrnepaTypHOro pexuMa,

NpUMEHEHUIO He noanexar.
8.2 XpaHeHune

8.2.1 MMpoTenHasy K cneayeT XpaHWTb B MOPO3WU/IbHOW Kamepe Mpu Temnepatype OT MUHYC

18 °C o MuHyc 22 °C B TeueHMe BCero cpoka roagHocTu Habopa peareHTOB.

8.2.2 bydep MK, 6ydep MNK-HT cneagyeT xpaHuUTb B XONOAUNbHUKE UAN XONOAWNIbBHON Kamepe

npw TemnepaType oT 2 °C go 8 °C B Te4eHMe BCEro cpoka rogHoCcTn Habopa peareHToB.

8.2.3 Habopbl peareHTOB, XpaHMBLUMECS C HapyLUeHMEeM periamMeHTUPOBaHHOIO pexunma,

NMPpUMMEHEHUIO He noanexart.
8.3 YkasaHud no skcrnsyataumu

8.3.1 Habop peareHTOB AO/I)KEH MPUMEHSTLCS COrTacHO AENCTBYIOLWEN BEPCUN YTBEPXKAEHHOWN

MHCTPYKLMW MO NPUMEHEHMUIO.

8.3.2 Heobxoamnmo cTporoe cobntogeHne MHCTPYKUUM NO NPpUMEHEHUI0 Habopa peareHToB.
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8.3.3 locne BCKpbITUSI YNakoBKM KOMMOHEHTbl Habopa peareHTOB CleAyeT XpaHuTb Mpu

cneayruwnx ycnoBuax:

o npotenHasy K cnegyetr xpaHuUTb B MOPO3W/IbHOM KaMmepe Mnpu TemrnepaType OT
MUHYC 18 °C 1o MuHyc 22 °C B TeYEHNE BCEro CpoKa rogHoCcTM Habopa peareHToB;

. 6ydep MK, 6ydep NMK-HT cnegayeT XpaHUTb B XONOAUIbHUKE WUAWU XONOAWIbHOWN
Kamepe npu Temnepatype ot 2 °C go 8 °C B Te4eHmne BCero cpoka rogHocTu Habopa
peareHToB.

8.3.4 Habopbl peareHToB C UCTEKLINM CPOKOM FrOAHOCTU MPUMEHEHUIO He noanexar.

9 YKA3AHNUA NO YTUWIN3ALNU
9.1 Mpyn ncnonb3oBaHWM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckoin nabopaTtopum

obpasyloTca oTxoAabl Knacca B, KkoTopble yTUAM3UPYIOTCA B COOTBETCTBUMU C
TpeboBaHmaMm CanllnH 2.1.3684 n MYy 1.3.2569.

9.2 N3penusa, npuwealwive B HENPUIrOAHOCTb, B TOM UYUC/AE B CBS3W C UCTEYEHWEM CpPOKa

rogHoCTW, nognexaT yTUan3aumm B COOTBETCTBMKU C TpeboBaHmamm CanluH 2.1.3684.

10 FAPAHTUN N3FOTOBUTENSA
10.1 MpeanpuaTue-n3roToBuTENb rapaHTupyer COOTBETCTBME Habopa peareHTOB
TpeboBaHNAM TEXHUYECKUX YC/IOBMI Mpu COBAOAEHUMN YCIOBMI TPaHCNOPTMPOBaHUS,

XPaHEeHMs M 3KCnyaTaunm, YCTaHOBJIEHHbIX TEXHUYECKUMWN YCNOBUSIMU.
10.2 Cpok rogHoctu Habopa peareHTOB — 12 MecsueB npu cobnogeHum BCex YCI0BUIA

TPaHCMOPTMPOBAHMS, XPAHEHUS M 3KCMyaTaumu.

11 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHToB npeaHasHa4deH And OAHOKPATHOrNo MUCMNO/Ib30BaHUA U HE NOANEXUT

TEXHUYECKOMY 06C/Y>KMBAHUIO N TEKYLLEMY PEMOHTY.

12 CNMBO/J1bl, UCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauunHckoe nsgenune ans
ANArHOCTMKWN in vitro

Ob6paTtutecb K MHCTPYKLMM NO
NPUMEHEHUIO

TeMnepaTypHbIA AManasoH KaTano>xHbin Homep

Konnyectso TectoB ALpec nsrotosuTens

IX]@A?E

oaeH po He cTtepunbHO

-
(=]
-

Cepus Habopa peareHToB OaHOpas3oBoe UCMOIb30BaHMe

OcTopoxHo! ObpaTtuTtech K

[aTta nsrotoeneHus
WHCTPYKLUMU NO MPUMEHEHNIO
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£,

20



.} AHK-TEXHONOrus

MPOBA-NK | MHcTpykumsa no npumeHeHuio | 567-1 oT 06 ceHTA6pA 2021

13 NMEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6wune TpeboBaHMa K TEKCTOBbIM AOKYMEHTAM.

FOCT ISO 14971-2011 Uspenua MeguumHckue. lNpuMeHeHUe MeHeaXXMeHTa pucka K

MeANUNHCKUM nU3aeNnNAamMm.

FOCT P 15.309-98 Cucrema pa3paboTkm M NOCTAHOBKM MpoAyKUWMM Ha MpoOM3BOACTBO.

NcnbiTaHms n npmémkKa BbiMycKaeMon npoaykumm. OCHOBHbIE MOSTOXEHUS.

OCT P 51088-2013 MegunumHCKue usgenus ANg OWNAarHOCTUKM UH BUTPO. PeareHTsl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJibHble MaTepwuasbl, NUTaTeNbHble Ccpenbl.

TpeboBaHWs K U34eNnaM 1 NoaAepXKMBatOLWEN JOKYMEHTALMN.

FOCT P 51352-2013 MeauumHckuMe wmsgenus pns AMarHOCTUKM WH BUTPO. MeToabl

UCMbITAHUN.

FOCT P 53022.3-2008 TpeboBaHMA K KayeCTBY KAMHWUYECKMX NabopaToOpHbIX
nccnenosaHuii, Y.3. MNpaBuna OUEHKU KIMHUYECKON MHMOPMATMBHOCTM NabopaTopHbIX

TECTOB.

IOCT P NCO 18113-1-2015 MegunumHckue wusgenua AN AUMardHoctukum in  vitro.
NHdopMmauns, npepocTtasnsemMas usrotosutenem (MapkumpoBka). Yactb 1. TepMuHBbI,

onpegeneHnsa n obwmne TpeboBaHus.

IOCT P NCO 18113-2-2015 MegunumHckue wusgenua AN AUMardoctukum in  vitro.
NHdopMauusa, npeagocTaBnseMas narotoeutenem (MapkupoBka). Yactb 2. PeareHTbl ans

AVAarHocTuku in vitro ang I'IpO(beCCMOHa}'IbHOFO NMPpUMEHEHNA.

TOCT P NCO 23640-2015 MeaununHckme wnspgenusa angd AnarHoctukum in vitro. OueHka

CTabunbHOCTM peareHToB A/ AMArHOCTUKMK in vitro.

MOCT P NCO 15223-1-2014 WN3penus MepunumHckne. CMMBObI, MPUMEHSEMble Mpu
MapKMPOBaHMM Ha MeAMUMHCKUX WU3[enmsax, 3TUKeTKax M B COMpOBOAUTESIbHOM

AokyMeHTaumu. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) NabopaTtopun meauumHckme. TpeboBaHus

6e3omnacHocTH.

MpuMeyaHne — YKasaHHble Bbllle CTaHAAPTbl 6blM  AEWCTBYHOLWMMM Ha MOMEHT YTBEPXAEHMUSA
WMHCTPYKLMW MO NPUMEHEHUI0. B ganbHelweM, npu nofb30BaHUN AOKYMEHTa, Lenecoobpa3Ho NpoBepuTb
[NENCTBUE CCbIIOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbIIOUYHbIN AOKYMEHT 3aMEHEH
WA U3MEHEH, TO NpU MNPUMEHEHWUU HaCTOoALLEero AOKYMEHTa CheayeT Mo/b30BaTbCA 3aMEHEHHbIM

(M3MEHEHHbIM) OKYMEHTOM.
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14 AAQPEC ONd OBPALLEHNA

MpounssoacTso HabopoB peareHToOB MMeeT cepTUDULMPOBAHHYIO CUCTEMY MEHeOXXMEHTa
KayecTBa U COOTBETCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectea ISO 9001 B
obnactn paspabotku, NnponssoacTea U npogaxu IVD peareHToB 1 npmbopoB A1 MOSEKYSPHO-
reHeTMn4YecKom aAnarHoCcTnku, n apyroro nabopatopHoro npumeHeHus, n EN 1SO 13485 B obnacTtu
pa3paboTtku, npousBoacTtea M npogaxu IVD peareHtoB n npubopoB An8 MegUUMHCKOM

MOﬂeKYHﬂpHO—FeHeTMHeCKOVI ANArHoCTuKu.

MpoussoanTenn: O6LWECTBO C OrpaHUYEHHON OTBETCTBEHHOCTbIO «[HK-TexHonorns TC»,
000 «OHK-TexHonormsa TC», Poccus.

Appec npoussoautens: 000 «AHK-TexHonormna TC», Poccusa, 117246, r. Mocksa,
HayuHbin npoesa, 4. 20, cTp. 4.

Mecrto npoussoacrea: OO0 «[HK-TexHonornsa TC»: Poccusa, 117246, r. Mockea,
HayuHbln npoesg, 4. 20, cTp.4.

Mo BompocaM, KacarowmMmcs kadectBa Habopa peareHToB MNPOBA-TK, cnegyet obpawartbcsa no

aapecy:

000 «[HK-TexHonorus», 117587, Poccusa, r. MockBa, BH. Tep. r. MyHUUWNAnbHbIA OKpyr

YepTaHoBo CeBepHoe, wW. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru

Cnyx6a KNMEeHTCKOM NOAAEPKKU:

8-800-200-75-15 (ana Poccuun, 3BoHOK 6ecnnaTHbiin),

+7 (495) 640-16-93 (ansa ctpaH CHI n 3apybexbsi, 3BOHOK MJ1aTHbIN).

E-mail: hotline@dna-technology.ru
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MpunoxkeHne A (cnpaBo4vHoe)
Homorpamma 1 ¢opmMyna nepeBoga OTHOCUTENBbHOIO yckopeHus ueHTpudyrn (RCF)

B CKOpOCTb BpaweHusa (RPM) B 3aBMCMMOCTM OT AMaMeTpa poTopa

50
45

# I = pagunyc potopa (cMm)

RPM = ckopocCTb BpaLleHus

poTtopa (06/MnH)
30

RCF = oTHocuTenbHan
yeHTpobe>kHasa cuna (g)

14 @opmMy bl NepeBoa:
12 RCF = 0,00001118*r*RPM2
RCF
10
RPM = +/I'*0,00001118

Homep: 567-1
2021-09-06
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000 «OHK-TexHonoruns»
117587, Poccud, r. Mocksa,
BH. Tep. . MyHMUMNaNbHbIN OKpyr YepTaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyxb6a KIIMEHTCKOMN NOALAEPKKMN:
8-800-200-75-15 (ans Poccumn, 3BOHOK 6ecnnaTHbIin)
+7 (495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK MJiaTHbIN)

E-mail: hotline@dna-technology.ru
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