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BBEOEHUE

HacTtodwasa MHCTpyKuus no npuMmeHeHutio Bepcun 17.12.24 pacnpocTpaHAeTcsa Ha
MeanumnHckoe nsgenue «Habop peareHToB ansa akctpakumm OHK/PHK 13 6uonornyeckoro
maTepuana vyenoseka (HK-100 (R)) no TY 21.20.23-041-19926214-2024» (nanee — Habop).

KpaTkoe HanmeHoBaHue Habopa: HK-100 (R).

Habop cnenyet NnpuMeHsTb B COOTBETCTBMM C OENCTBYHOLLEN BEPCUEN UHCTPYKLUKM NO
npumeHeHunto. [Ona ypobctea paboTtbl B nabopatopum [onyckaeTcss WCNonb3oBaTb
AEVNCTBYIOLLYHO BEPCUIO KPATKOro pyKOBOACTBa MO NpMMeHeHuo Habopa.
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1 HA3HAYEHUE

Habop siBnaeTca BcnoMmoraTenbHbIM CpeacTBOM B nabopaTtopHOM guarHocTuke in vitro
(akcTpakumm HK n3 ruonornyeckoro matepuana 4yenoBeka).

Habop npegHasHayeH ansa akctpakuum OHK yenoseka n 6aktepun n AHK/PHK Bupycos
n3 Buonorm4eckoro matepuana 4venoBeka A NocrneayrLwero nccnegosaHus MeToaom
nupP/OT-MupP.

OAna npoBegeHus akcTpakumm HK ¢ nomowbio Habopa cnegyet uMCnonb3oBaTb
cneayrowme Buapl Gruonornyeckoro marepuana:

e LenbHaga kpoBb (OATA-K2), nnasama kposu (OO TA-K2), nenkountsbl kpou (SO TA-K2);

e MOKpPOTa, CIoHa, Ma3kn CO CIIM3NCTON 0BOMOYKM HOCOrNOTKA, POTOMTOTKY;

e OpoHxoanbBeonspHbii nasax (BAI);

e CMMHHOMO3roBas XnaKocTb (FTIMKBOP);

e MoO4a (0cagoK NepBON NOPLMM YTPEHHEN MOYN);

e bekanuu.

Habop MoXeT NPUMEHATBLCA B 3aBUCUMOCTM OT €ro oopMbl Bbinycka Anga akcTpakumm HK
COBMECTHO C aBToMaTudeckumn ctaHumsamm «Amplitech E1» (OO0 «AMNAnUTEK») wn
KingFisher™ (Thermo Fisher Scientific, ®uHnangns), a Takke Onsa pyyHOM METOAMKU
akcTpakuum HK ¢ ncnonb3oBaHMeM MarHUTHOMO LWTaTUBA UKW LLEHTPUGYN.

lMprmeHeHne Habopa He 3aBUCUT OT NOMYNALUMOHHBIX U AeMOorpadmnyeckmx acrekToB.

2 OBJIACTb NPUMEHEHUA

Habop MOXeT NPUMEHSATLCS B KMUHUKO-AMArHOCTUYECKNX nabopaTopusix.
3 NPOTUBOMNOKA3AHUA K TPUMEHEHUIO

MpoTMBOMOKa3aHMs K NpMMEeHeHN0 Habopa OTCYTCTBYHOT.

4 PUCKWU NPUMEHEHUA, MOBOYHbLIE 3PDEKTbI

Mpn npumeHeHun Habopa MO Ha3HaYeHUHo, B COOTBETCTBUU C LAHHOW WHCTPYKUMEN
pUCKM 1 NOBOYHbIE AP(PEKTBI OTCYTCTBYHOT.

5 ®OPMbI BbINMYCKA

Ha6op BbinyckaeTcs B AByx dpopmax! (cm. Tabnumuy 1).

Tabnuuya 1
OnucaHue chopm Bbinycka Habopa
KonunyectBO
®Popma OnucaHue nccrnenoBaHUn, B TOM

yucne Ans KOHTponen

Ona npoBegeHnss  akcTpakumm HK ¢ npumeHeHuem
aBTOMaTUYECKOW METOLMKN c NCMONb30BaHNEM

1 . . 48
aBTOMaTmdeckon crtaHumm npobonogrotoBkn «Amplitech E1»
(OO0 «AMNNUTEK»).
[na npoBeaeHns akctpakumm HK ¢ npymeHeHnem:
- PY4HOW METOAMKN C UCMONb30BaHNEM LIEHTPUDYTMPOBaHWS,
> - PY4HOW METOAMKN C NCMOMb30BaHNEM MarHUTHOrO LUTaTUBA, 96

- aBTOMAaTM4YECKOW METOAUKM C UCMONb30BaHMEM MpoLieccopa
MarHuTHbIX 4actuy KingFisher™ (Thermo Fisher Scientific,
PuHNIAHaNS).

1 Habop B chopme Bhinycka 1 ynakoBaH B KOPOOKY 13 KapTOHa, B (DOPMe BbIMycKa 2 - B MONUSTUNEHOBLIN NakeT
C 3acTéxkon Zip-Lock.
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6 COCTAB

CoctaB Habopa ykasaH B Tabnuuax 2, 3 n 4.

Tabnuua 2

CoctaB chopmbli 1

KomMmnoHeHT KonuuyectBo BHewHun Bung
KapTpuox c peareHtamu 2 W, 96-1yHOYHbIEe NNaHLWeTbl C peareHTamu,
HK-100 (R) 3anasiHHble OonbrMpoBaHHOW NNEHKON
OpHopa3oBble HAKOHEYHUKN 48 wr. HakoHe4HuKn ¢ punbTpom
OpaHopasoBbie NPobUpkK 48 wr. CTtpunoBaHHble NpoBMpKK
MnéHkn gnsa kapTpuoxa 4 wr. Knenkne nnéHku
UHCTpyKums no 1w, B 6ymaxHoM Buae u 3MeKTPOHHOM BuAE No
NPUMEHEHNIO agpecy: http://www.amplitech.ru/resources/
KpaTkoe pykoBOACTBO 1 wr. B 6ymaxHom Buae
Macnopt 1 wr. B anekTpoHHOM Buae? no agpecy:

http://lwww.amplitech.ru/quality/

Tabnuuya 3

PacnonoxeHune n o6LEM peareHTOB B KapTpuaxe, Bxoasiwem B coctaB hopmbi 1

Papbl

HoMuHanbHbIN

PeareHT . < BHewHun Bug,
fA4eekK 00BLEM B fiueMKe, M1l
A E Bydep L1 @@ 0.40 Mpo3payHas b6ecueTHas
' (PactBop ans nusuca) OnacHo? ' XUAKOCTb
B E Pearent MEP 0.30 CycneHausi* oT pbiKero o
' (MarHeTM3npoBaHHas cunvika) ’ YEpHOro LBeTa
c G Bydep L2 @@ 0.70 MpospayHasn GecuBeTHas
' (PacTBop Anst OTMBbIBKM) OnacHo® ’ KMOKOCTb
D. H Bydep L3(R) 110 [Mpo3payHas 6ecupeTHas

(PacTtBop ans antounm)

XWOKOCTb

Tabnuuya 4

CoctaB chopmbl 2

HoMuHanbHbIN
00BLEM, MN

KomMmnoHeHT

KonunyecTtBo

BHewHun Bug,

Bydep L1 @‘ @
(PaCTBOp Aana J'|V|3V|Ca) @ 4810

OnacHo*

1 donakoH  [Npo3payHasi becuBeTHas XUOKOCTb

Pearent MP 0.96

(MarHeTunaupoBaHHas cunuka)

1 npobupka

CycneHausi® oT pbhKero go YEPHOro
uBeTa

Bydpep L2 @@ 48,0
(PacTBop Anst OTMbIBKM)

1 donakoH  [Npo3payHasi becuBeTHas XNOKOCTb

OnacHo*
Bydep L3(R)

(PacTtBop ons antouum)

106,0

1 cbnakoH  TlNpospayHasi becuBeTHasA XNOKOCTb

B 6ymaxxHOM BMAE U 3MEKTPOHHOM

WHCTpyKUMS N0 NPUMEHEHMIO - 1 wT. BMae no agpecy:
http://www.amplitech.ru/resources/
KpaTkoe pykoBoACTBO - 1 WT. B 6ymaxHoM Buae
3 .
Macnopt _ 1w, B anekTpoHHOM BuAae® no agpecy:

http://www.amplitech.ru/quality/

MpoToKkon aKkcTpakuum
«NK100R-KF»

B QNIEKTPOHHOM BMAe Nno agpecy:

Tur. http://www.amplitech.ru/resources/

2 B cny4ae oTcyTCTBUS AOCTyna K VIHTepHeTy obpaTutech B crnyxby TeXHMYECKON NoaaepKKu no TenedoHy
(495) 374-13-46 ons 3anpoca o NpeaocTaBneHn GymMmaxkHOM Bepcumn nacrnopra.

8 PeareHTbl cogepaT XMMUYECKN OnacHble BELLeCTBa, MHpopMaLMio NO KOTOPLIM CM. B pa3aene 9.

4 B npouecce xpaHeHus1 BOSMOXHO OcefjaHve MarHeTU3MpOBaHHOW CUMWKW, BCneacTBue yero obpasyetcs
0CafoK OT pbbKero 4o YEPHOro uBeTa B NpO3pavyHOM pacTBOpE.

HK-100 (R)
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7 NPUAHUUN METOOA

OkcTpakums HK npoBoantcs MeToaomM MarHuTHoOM cenapauuu. lNMpouenypa akcTpakumm

HK BknoyaeT:

e 0b6paboTky nccnegyemoro obpasua fmM3npyroLmM pacTBOpPOM,

e cBsa3biBaHMe HK ¢ yacTMuamum marHMTHoro copbeHTa (MarHeTU3anpoBaHHOWM CUINKN),

e yfarneHve [pyrmx KOMMOHEHTOB JM3MPOBaHHOrO Guonornyeckoro Matepuana

nocneaywLMMn OTMbIBKaMn copbeHTa npu ocaxkaeHun marHutHoro copbeHta ¢ HK nopg
[AEeNCTBMEM MOCTOSAHHOrO MarHUTHOIO MO UMK C UCMNOSb30BaHMEM LEeHTPUAYK,

e antoumto HK npu nob6aBneHnn pacteopa Anst AMunmM K MarHUTHOMY COpOEHTY.

8 HEOBXOAMMOE OBOPYONOBAHWUE U MATEPUAIbI

Ana pabotel ¢ Habopom TpebytoTcsa obopyaoBaHWe M MaTtepuansbl, YKasaHHble B

Tabnuue 5.

Tabnuua 5

O6opyaoBaHue U MaTtepuanbl, Heobxoaumblie Ana pabotbl ¢ Habopom

Popma
Bbinycka

HeobxoaumMoe o6opyaoBaHue U matepuarnbl

BHUMAHUE! Tllpn pabote c Habopom creayeT MCMoNb30oBaTb TOMbKO OAHOPAa30Bble MNPOOMpPKM W
HaKOHEYHUKMK, cepTudmnumpoBaHHble Ha oTcyTcTBue [JHKa3 n PHKas.

e Bokc Mukpoburonoruyeckon 6eszonacHoctur knacc Il (tun A);

e aBTOMaTM4deckasi ctaHums npobonogrotoekm «Amplitech E1» (OO0 «AmnnuTek», Poccus;
PY Ne P3H 2022/16981);

o ueHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

e [03aTOpbl NEPEMEHHOI0 O00bEMA, MEXaHWYECKMEe UIN SMEKTPOHHbIE, C BO3MOXHOCTbLIO
po3npoBaHus ot 10 go 100 mkn (PY Ne ®CP 2009/05681);

e wiTatme Ansa npodbupok obvémom 2,0 mn;

$opma 1 _ . o °
e XONOAWIMBHUK C KaMepow, nogaepxmBatoLLen Temnepatypy ot 2 °C go 8 °C;
e HAKOHEYHVKM Ans [003aTOpPOB NepemMeHHoro obbéma, ¢ unbtpoM, obbémom o 10 u
100 mkn, ogHopasoBsble, cBoboaHble oT [IHKa3 n PHKas;
e KOHTEMHepbl ANnA anwara cornacHo TpeboBaHUAM, Yyka3aHHbIM B PYKOBOACTBE MO
akcnnyaTaumm asTomaTudeckomn ctaHumm «Amplitech E1»;
e EMKOCTb And cbpoca u MHaAKTUBALMN UCMNOSb30BaHHbLIX MaTepuarnos;
e MepyvaTkv MegMUUHCKME, OJHOPAa30Bble, HEOMYOPEHHbIE.
ABTOMaTMYeCcKasi METOAMKA SKCTPaKLNM
e Gokc Mukpoburonoruyeckon 6eszonacHoctr knacc Il (Tun A);
e MPOLIECCOP MAarHUTHbIX YacTul OS89 OYMCTKM HYKIEMHOBBLIX KWCHMOT, KNeToK u Gernkos
KingFisher™ n pacxogHble matepuarnbl k Hemy (Thermo Fisher Scientific, dunnangns; PY Ne
$®C3 2009/05562);
e LeHTpudyra-soptekc (PY Ne ®C Ne 2005/518);
e [03aTOpbl NEPEMEHHOIr0 00bEMa, MeXaHU4Yeckue WM SMEKTPOHHbIE, C BO3MOXHOCTbIO
po3npoBaHus ot 100 go 1000 mkn (PY Ne ®CP 2009/05681);
e iTaTMB A48 Npodupok obbvémom 2,0 m;
e XONOAWMBHUK C KaMepown, nogaepxusatoLLen TemnepaTypy ot 2 °C go 8 °C;
dopma 2 e HAKOHEYHVKM ONs 403aTOpPOB NepeMeHHOro obbéma, ¢ punbTpoM, obbémMom Ao 100 u

1000 mkn, ogHopasoBble, cBoboaHble oT [IHKa3 n PHKas;
e EMKOCTb and 06poca N UHaKTUBaUMM UCNOJIb30BAHHbLIX MaTepnarnos,
e MepyvaTkv MegMUUHCKMEe, OJ4HOPAa30Bble, HEOMYOPEHHbIE.

PyuyHasa meToauka akcTpakLuum

e Bokc Mukpobuonornyeckon 6esonacHocTu knacc Il (tun A);

e LeHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

e MUKpoueHTpudyra ana npodbupok Tnna «dnneHgopd» o6bEMom 1,5 M ¢ YCKOPEHUEM He
mMeHee 10000 x g (PY Ne ®C3 2012/13316) nnv MarHWTHbIA WTaTuUB ANs Npobupok Tmna
«3nnengopd» o6vémom 1,5 mn (PY Ne P3H 2022/16360) (B 3aBMCMMOCTU OT BblBGpaHHON
PYYHON METOAMKN);

HK-100 (R)
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Popma

BLINyCKa Heo6xooumoe o6opyaoBaHue U matepuansbl

e TepmocTaT Ans npobupok Tuna «3nneHgopd» 06bLEMOM 1,5 M ¢ BO3MOXHOCTbIO Harpesa
He meHee yem a0 80 °C (PY Ne ®C Ne 2005/519);

e BaKyyMHbIN oTCacbiBaTeNb MeaULMHCKUIA ¢ kKonbon-nosyLikon (PY Ne ®CP 2010/08928);
e [103aTOpPbl NMEPEMEHHOr0 OOBbEMA, MEXaHW4eckue WU 3MEKTPOHHbIE, C BO3MOXHOCTbIO
posunpoBaHus ot 100 go 1000 mkn (PY Ne ®CP 2009/05681);

e TaTMB ANsi Npobupok o6bvémom 1,5 1 2,0 mm;

e XONoAunbHKK C KamepoWn, noaaepxmeatoLlen Temnepatypy ot 2 °C go 8 °C;

e MUKpPOLEHTPUdYXHble Npobupkn o06bEMOM 1,5 Mn € KpbllKkamu, OAHOPAa30Bble,
cBoboaHble oT [IHKa3 n PHKas;

e HaKOHEYHWKM Anfsi 403aTOPOB NepemMeHHoro obbvéma, ¢ unbTpom, obbémom o 100 u
1000 mkn, ogHopa3soBble, cBoboaHble oT [IHKa3 n PHKas;

e HaKOHEYHWKM Ans 403aTOpOB NepemMeHHoro obbéma, 6e3 punstpa, 06vEMom Ao 200 mkn,
0QHOpa30BbLIE;

e EMKOCTb ANns cbpoca u NHaKTMBaLMM UCNONb30BaHHbIX MaTepUaros;

e nepyaTku MeauLMHCKNE, OOHOPA30Bble, HEOMYAPEHHbIE.

9 MEPbI NMPEAOCTOPOXHOCTU

Knacc noteHumanbHOro pucka npumeHeHnsa Habopa (cornacHo lNpukasdy MuHuctepcTtea
3gpaBooxpaHeHus P® Ne 4+ ot 06.06.2012) — 26.

PaboTta gormkHa npoBoauTbLCA B nabopaTopuu, UCNonb3yloLwen MeToabl amnnndukanmm
HYKITEMHOBbIX KMCMOT A5 uccneoBaHus maTtepuana, ¢ cobnogeHmem tpedosanmin FOCT
P 15190 «JlaBopatopumn meguumHckue. TpebosaHus 6esonacHocTu», MY 1.3.2569-09
«OpraHmzauus paboTbl nabopaTopui, UCNONb3YKLWMX MeToAbl  amnnmMdukaumm
HYKNEUHOBBIX KMUCMOT npu paboTe C mMaTtepuanom, coaepxalimm MUKpoopraHusmbl |-V
rpynn natoreHHocTn», CanllnH 3.3686-21 «CaHnTtapHo-anugemmonornyeckue TpeboBaHus
no NpodunakTuke MHPEKLMOHHbIX BonesHen».

Mpn paboTe HeobxoaMMO Bcerga BbINONHATL criegyrowme TpeboBaHuns:

e [lpyumeHATb Habop MO HasHa4yeHUKD B COOTBETCTBUM C [OAHHOW WHCTPYKLUMEN.
OTKNOHEeHWe OT nponuCaHHbIX MNpoueayp W Nopsidka OEWCTBUN MOXET MpUMBECTU K
NOSTly4YEHMIO HEQOCTOBEPHBIX Pe3ynbTaToB UCCNeLoBaHus.

e K pabote c Habopom ponyckaeTcs TONMbKO MNepcoHarn, OOyYeHHbIn MeToaam
MOMNEKYNAPHOM  OMArHOCTUKM U npaBunam paboTbl B KIMHUKO-ANArHOCTUYECKOM
nabopatopuun B cootBeTcTBUN ¢ CanllvH 3.3686-21 (pa3gen V).

e PaccmaTpuBaTthb nccnegyemble o6pasupbl Kak MHEKLUNOHHO-0ONACHbIE,
opraHuM3oBbIBaTb paboTy 1 xpaHeHne B cootBeTcTBMM ¢ CanlnH 3.3686-21.

e YTUNnM3npoBaTb peareHTbl, BXogsLwme B coctaB oOpMbl 2, U NIEHKN ONSA KapTpuaxa,
Bxogswme B coctaB ¢opMbl 1 (MCNONb30BaHHbIE, HEWUCMNOMb30BaHHbIE, NpuUlleale B
HErogHOCTb B CBSI3W C UCTEYEHMEM CpoKa rogHOCTU u/unn  HecobnogeHnem
pernameHTUPOBaAHHOIO peXuMa XpaHeHUs, TPaHCNOPTUPOBAHUS U  NPUMEHEHUS),
OAHOpAa30Bble HAaKOHEYHWKN M OOQHOPAa30Bble MPOBUPKKU, KapTPUOKM, BXOASALLME B COCTaB
dopmbl 1 (HEUCNOMNBb30BaHHbLIE, NpULLEALLIME B HEFOOHOCTb B CBSI3N C UCTEYEHMEM CpokKa
rogHoCTM  u/unum  HecobngeHneM  pernamMeHTUPOBAHHOIO  pexmma  XpaHeHus,
TPaHCMOPTMPOBAHNSA M NPUMEHEHUS), BHELLHIOK YNakoBKy Habopa, aKcniyaTauuMOHHYH
AOKYMeHTauuio B cooTtBeTcTBuM € TpeboBaHusmn CadllnH 2.1.3684-21 «CaHutapHo-
anuaemuornormyeckne TpeboBaHMA K COAEPXKaHUIO TEPPUTOPUN FOPOACKUX U CENbCKUX
noceneHun, K BOAHbIM OOBbEKTaMm, NUTLEBOW BOAE W MUTLEBOMY BOLOCHAGXeEHWto,
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aTMocdepHoMy BO34YXY, noysam, XWnbim NOMeLLEeHNsM, aKcnnyaTauuu
NPOM3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHNI, OpraHM3aumnmn 1 NPOBEeAEHMIO CAHUTAPHO-
NPOTMBO3NMAEMUYECKMX (NPODUNAKTUYECKMX) MEPOMPUATUNY K YyTUNN3aAUUN MEANLIMHCKNX
oTxogos krnacca [

e YTunusnposaTb buonornyecknin matepmarn, KapTpuaxKu ¢ BHECEHHbIMM obpa3suamu, a
Takke 3arpsi3HEHHbIE BMONOrMYecKknM MaTepmanomM pacxodHble matepuansl (B TOM 4nucrne
O[HOPa30Bble HAKOHEYHMKN N NPOBUPKN, BXoAsALWME B cocTaB Habopa) U MHCTPYMEHTbI B
cooTBeTCcTBUM C TpeboBaHnamm CaHlnH 2.1.3684-21.

e He ncnonb3oBatb Habop, €Cnn HapyLleHa BHYTPEHHASA ynakoBKa WM BHELLHUA BUA
peareHTa He COOTBETCTBYEeT ONUCaHWIO, YyKasaHHoMy B Tabnuuax 2-4 ans
COOTBETCTBYHOLLEN (POPMbI BbiNycka Habopa.

e He ucnonb3oBatb Habop, ecrnv He cobntoganncb YCroBUSA TPaHCNOPTUPOBAHUA U
XpaHeHUs1 COrnacHoO MHCTPYKLNN.

¢ He ncnonb3oBaTb Habop NO UCTEYEHUN CpOKa rOAHOCTH.

e lcnonb3oBaTtb OTAEnNbHbIA ANA  Kaxgoro obpasua/peareHTa O4HOPA30BbIN
HaKOHEYHUK C unbTpom unu 6e3 cdunbtpa (Npu yaaneHunm HagocagouHOW XUOKOCTU C
NMOMOLLbHO BaKyyMHOro oTcacbiBaTens).

¢ /icnonb3oBaTb 3aLlMTHYIO ogexay B cootBeTcTBUM ¢ MY 1.3.2569-09. Bce onepauum
NPOBOAUTbL TOSIbKO B O4HOPA30BbIX HEOMNYAPEHHbIX NepYaTkax sl UCKMIOYEHNA KOHTaKTa C
OpraHM3mMoM YeroBeka.

e He ecTb, He NNTb M He KypuTb B npouecce ucnonb3oBaHus Habopa. W3beratb
BObIXaHMUSI MApoOB, KOHTAKTa peareHTOB C KOXeW, rnasamu n cnuaucton obonoykon. He
rnoTaTb.

PeareHt MP, PeareHT MEP n Bydep L3(R) cogepxaT HaTpusi a3 B KOHLEHTpauumn He
6onee 0,05 %, NOSTOMY He KnaccuduuMpylTCs Kak XMMUYECKM onacHble AN 340pOBbS
yeroBeka 1 okpyxatowien cpegbl. [1pn KOHTaKTe HEMeOIEHHO NPOMBbITb MOPaXXEHHOE MECTO
BonbLWMM KONMYECTBOM BOAbI U MPU NSIOXOM CaMOYyBCTBUM 0OpPaTUTLCA 3a MeOULMHCKON
nomowbio. [lpy nonagaHuM BHYTPb PBOTY He BbI3biBaTb, MPOMoOfiockaTb POT BOAOW,
obpatntbCa K Bpayvy nNpu nNiioXomM CamoyyBCTBUN.

Bydep L1 n bydep L2 knaccuduumpytoTcss Kak XMMUYECKM onacHble. BelecTBa,
KOTOpble MOBANANM Ha UX Kraccudumkaumio, a Takke Kogbl 3asBrieHnin 06 onacHOCTU U Mep
NpenoCTOPOXHOCTKN, Tpebyembix npu paboTte C gaHHbIMW peareHTamu, NpuBeAEHbl B
Tabnuue 6. PacwudpoBka kogoB npeactaeBneHa B Tabnuue 7. Jluctbl 6e3onacHoOCTM
peareHTOB OOCTYMHbI NO 3arpocy.

Tabnuua 6

MHdopmaumsa o xuMmuyecku onacHbIX peareHTax, BXoAsimx B cCOCTaB Habopa
Kop 3asBneHns o6

5
PeareHT OnacHble BelecTBa ONacHOCTH Ko mepbl npeaoCcTOpoOXXHOCTH
Byde NyaHnauH rugpoxnopug, H225, H302, H314, P210, P241, P242, P243, P261, P264,
yLl P ryaHuamH nsotuoumaHar, H319, H332, H336, P270, P271, P273, P280,

nsonponaHon, 1-tuornuuepon H412, EUHO032 P301+P330+P331, P303+P361+P353,

5 bydpep L1 n Bydep L2 copgepxat HaTpusa asug B KOHUeHTpauum (He 6onee 0,05 %), He BnusioLweln Ha
KnaccumKkauuio JaHHbIX peareHToB Kak XMMUYECKM OMacHbIX.
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Kon 3asaBneHusa o6

PeareHT OnacHble BellecTBa® ONACHOCTH Koa Mepbl npefocTopoXXHOCTHU
Bydpe NyaHnauH rmgpoxnopug, H225, H302, H314, P304+P340+P312, P305+P351+P338,
yL2 P ryaHuguH nsotuoumaHar, H319, H332, H336, P332+P313, P337+P313, P363,

n3onponaHon

EUHO032

P370+P378, P403+P233, P501

Tabnuuya 7

PaCI.IJVI(prBKa KOAOB 3aABMeHN 06 ONacHOCTU U Mep NpeaoCTOPOXKHOCTHU

3asiBrieHMsi 06 onacHocTH

H225: JlerkoBocnnameHsitowasacsa Xuakoctb. lapbl
06pasyoT ¢ BO34YyXOM B3pbIBOONACHbLIE CMECH.
H302: BpegHo npu npornatbiBaHUN.

H314: Npn nonagaHnn Ha KOXY U B rfnasa Bbl3biBaeT
XUMUYECKNE OXKOTU.

H319: T[lpn nonagaHun B
CepbE3HOEe pasgpaxeHue.

rnma3a Bbi3blBaeT

H332: BpeaHo npwu BabIxaHUu.

H336: MoxeT Bbi3blBaTb COHMMBOCTb UMK
rONIOBOKPY>XEHME.
H412: BpegHo pgns BOAHbIX OpraHMsMoB C

OOMNroCpPOYHBIMW NOCEACTBUSAMMU.
EUHO032: Mpwn KOHTaKTe C
0CBOOOXAAKTCS O4EHb TOKCUYHbIE ra3bl.

Kncnotamum

Mepbl NpefoCTOPOXKHOCTH

P210: bepeyb OT WCTOYHWKOB BOCMIIamMeHeHus/
HarpeBa/VUCKP/OTKPbLITOro OrHs. He KypuTb.

P241: Vcnonb3oBaTtb B3pbliBOGE30ONacHoe
obopyaoBaHue n oceeLLeHune.

P242: Mcnonb3oBaTtb nckpobesonacHsle
WHCTPYMEHTBI.

P243: bepeyb OT CTaTMYECKOro afiekTpuyecTsa.
P261: N36eraTb BObIXaHUS NapoB.

P264: BbiMbITb TWATENBHO PYKX Nnocre paboThbl.
P270: He ecTb, He NnTb U HE KypuUTb B MpoLecce
MCNonb30BaHUA 3TOr0 NpPoayKTa.

P271: cnonb3oBaTb TOMbKO Ha OTKPLITOM BO3yXe
UIN B XOPOLLO BEHTUMPYEMOM MOMELLIEHNMN.

P273: N3beraTb nonagaHns B OKpyXaloLLyto cpeay.
P280: Wcnonb3oBaTb nepyaTku, cneuogexagy u
cpencTea 3alumThl rnas.

P301+P330+P331: TMPW  TMPOITIATbIBAHNW:
lMpononockaTb poT. He BbI3bIBaTL PBOTY!
P303+P361+P353: MPU MNOMNAOAHAUN HA KOXY
(vnv Bonocel): HemeaneHHOo CHATL BCHO 3arpsi3HEHHYH0
opexay. MNpoMbITb KOXXy BOAOW MU NPUHATL AyLU.

P304+P340+P312: TMPWN BAObIXAHUW: Ceexun
BO34yX, mnokon. O6patuTbCs 3a MeOULMHCKON
MOMOLLIbIO MPM NIOXOM CaMOYyBCTBUMN.
P305+P351+P338: MNMPW MNOMNMAOAHUW B TTIA3A:
OCTOpPOXHO MpPOMbITL [fa3a BOOOW B TeyeHue
HECKONbKUX MUHYT. [pU HannumMn KOHTaKTHbIX NMH3
CHATb UX U MPOJOIMKUTL MPOMbIBAHNE BOOOMN.
P332+P313: lMNpn pasgpaxeHun koxu: obpaTtutbes
3a MeQMLUMHCKON KOHCYNbTaunen.

P337+P313: Ecnu pasgpaxeHue rnas He NpoxoauT,
06paTUTBLCH 3a MEANLIMHCKOW KOHCYNbTaLUnen.
P363: [lepeg NOBTOPHBIM  MCMONb30OBaHUEM
BbICTUPAaTb 3arpsA3HEHHYIO OAeXAay.

P370+P378: B cnyyae noxapa: Wcnonb3oBatb
OrHeTywnTENb AN TYLIEHUS.

P403+P233: XpaHuUTb B XOpOLIO BEHTUNMPYEMOM
MecTe B MSI0THO 3aKpbITOW YMaKOBKe.

P501: YTunuanposaTb COAEpPXMMOE B COOTBETCTBUM
¢ TpeboBaHnsmn CanllunH 2.1.3684-21.

Mcnonb3oBaHue Ha6opa Nno HasHayeHuo n cobngeHue BbilLenepe4vncrieHHblX Mep

npegoCcToOpOXHOCTU UCKIKOYaeT HeratnBHoe BO3OENCTBME Ha opraHn3m 4enoBeka.

10 UICCNEQYEMbIA MATEPUAN

Habop npegHasHaveH Ans vccnegoBaHust OMOMOrMyeckoro martepuana, ykasaHHOro B
pasgene 1. Bsatve, npeaBaputenbHyto 06paboTKy, TpPaHCNOPTUPOBAHME W XpaHeHue
Buonoruyeckoro matepuana cnegyeTt NpoBOAUTb B COOTBETCTBUM C:

e MY 1.3.2569-09 «OpraHusauusa paboTtbl nabopatopuii, UCNOMb3YIOLWNX MeToAab

aMmnnnurKkaumm HYKNEeMHOBbIX KUCNOT npu  paboTte C maTtepuanom, coaepXalum
MUKpoopraHuamsl I-IV rpynn natoreHHoCTU»;

e TpeboBaHNAMM, NEpeYnCneHHbIMM B Tabnuuax 8 n 9.
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Tabnuuya 8
TpeboBaHus K B3ATMIO U NpeaBapuTenbHON 06paboTke uccnegyemMoro matepuana

B3sTe Ma3kOB CO CNM3UCTON OBONOUYKM HOCOINOTKU, POTOTNOTKU
B3aTne maska NpoBecTM C NOMOLLBIO CYyXOro CTEPUITbHOrO OAHOPA30BOro 30HAA-TaMnoHa B Npobupky ¢
TPaHCNOPTHON Cpedon, coAepXkKallel KOHCEepBaHT WM npedHasHa4yeHHOW [Ons  XpaHeHus un
TpaHCNOpPTUPOBaHMSA OaHHOro BMaa buonornyeckoro matepuana (Hanpumep, « TpaHcnopTHas cpefa Ans
XpaHeHWs 1 TPaHCNOPTMPOBKM  pecnupaTtopHbix  MaskoB» (®PBYH UHWUW  3nugemwunonorun
PocnoTtpebHagsopa, Poccus) unu aHanornyHas, 3aapernctpmpoBanHas B PP B ycTaHOBNEHHOM Mopsake).
B3saTne n npegobpaboTka MOKpPOThI
B3saTue matepuana B konuyectse He MeHee 1 M NPOBECTM B CTEPUSIbHBIA OOHOPA30BhIN KOHTENHEP
C LUMPOKMM FopJiom (guameTpoM He meHee 30 MM) 1 3aBUHYMBAIOLLENCS KPbILLKOW.
MpepobpaboTka:
lMpoBecTn pa3xuKeHne MOKPOTbl, MCNONb3ys peareHT Ans npenobpaboTkm MOKpPOThl C  Lenbio
NpoBeAEeHNa 3KCTPaKUMM HYKMEWMHOBbIX KUCMOT (Hanpumep, peareHT «MykonuauHy» (PBYH LHUU
Snungemuonorun PocnotpebHansopa, Poccus) nnm peareHT, COOTBETCTBYHOLLUIM MO COCTaBy TpeboBaHMaM
n. 1.7 Mpunoxexunsa 2 MY 1.3.2569-09).
B3saTne v npegobpaboTka 6poHxoanbBeonsipHoro naBaxa (BAJl)

Mpn npoBegeHun BpoHXocKOMUKU B3ATb HE MeHee 5 M matepuana B CTepuribHbI OAHOPA30BbIN
KOHTEWHEP C 3aBUHYNBAIOLLIENCS KPbILLKOMN.

MpenobpaboTka:

B3bonTtatb émMKOCTb 1 NepeHecTn 1 mn obpasua, NCNonb3yst HAKOHEYHUK C PUNBTPOM, B CTEPUIBHYIO
opHopasoByto npobupky. LeHTpudpyrmposate 10 mvH npu 10000 x g. Wcnonb3ys BakyyMHbIN
oTcacbiBaTenb C KONGOM-NMOBYLUKOW M OTAENbHbIA HakOHeYHUK 6e3 cunbTpa anga kaxgoro obpasua,
yaanuTb CynepHaTaHT, ocTaBndas Hag ocagkom 100—-200 mMkn HagocafoYHOM XuAKOCTU. TuiaTenbHo
nepemMeLlaTb COAEPXNMOE Ha BOPTEKCE.

B3siTne cnioHbI
OTo6paTb He MeHee 1 M CINOHbI B CTEPUNbHYI0 OHOPa30BYH EMKOCTb.

B3saTne u npegobpaboTka LLenbHOW KPOBU

B3AaTve uenbHOM KpOBM MNPOBECTU HaToWak unu 4vepe3 3 4 nocrne npuéma nuwm B npobupky c
aHTukoarynsHTom (pactsopom 30TA-K2).
BHUMAHUWE! HegonycTtMMo Mcnonb3oBaTth renapuH B Ka4ecTBe aHTUKOarynsHra.

TwaTenbHO nepemeLlaTb KPOBb C aHTUKOArynsHTOM, HECKOSTBKO pa3 nepeBepHyB NPOoBUPKY.

MpenobpaboTka Ana NonyyYeHus nnasmbl:
Mpobupkn ¢ uLenbHOM KpoBbl UeHTpudyrmposate 20 muH npm 800-1600 x g NpyM  KOMHATHOM
TemnepaType. 3atemM oTobpaTh NnNasMy B KONMYeCTBe He MeHee 1 MM C UCMOMb30BaHWEM OTAENbHOIO ANs
Kaxkgoro obpasua HakoHeYHUKa ¢ unbTPOM B CTEPUITbHBIE OAHOPA30Bble NPOOUPKM.

MpepobpaboTka Ansa nonyvyeH1s NenkoumTapHom Macebl:

Mpobupkn ¢ uLenbHOM KpoBbl UeHTpudyrmpoBate 20 muH npm 800-1600 x g NpyM  KOMHATHOM
TemnepaType. [locne yaaneHus nna3mbl, UCNOMb3ys HAKOHEYHUK C (DUIBbTPOM, aKKypaTHO cobpaTb KNeTku
KpOBM (NEnKoLMTapHYl0 Maccy) ¢ MOBEPXHOCTU ocadka B 06beEMe 200 MK M MEepPeHecTU B CTEPUIIbHYIO
O[HOPa30BY NPOBUPKY.

B3saTne u npegob6paboTka NMKBOpa

OTobpaTh CNMHHOMO3rOBYIO XWMOKOCTb B KONMYECTBE He MeHee 1 M1 C MOMOLLbIO CTEePUNbHOM
O[HOPa30BOM UrMbl B CTEPUIIBHYHO OQHOPA30BYH NPOOUPKY.
MpepobpaboTka:
Mpobupkn ¢ 1-1,5 mn nuksopa ueHTpudyrmposate 10 muH npm 10000 x g. HagocagouHyo XnAKoCTb
NnepeHecTn B KOHTENHEpP C 0e3pacTBOPOM, OCTaBMB B Npobupke ocagok knetok n 200 MkN HagocagouyHom
XMOKOCTW.

B3sitTue n npenobpaboTka Moymn

OToGpaTb NepBY NOPLUIO YTPEHHEN MOYM B KONnyecTBe OT 15 o 25 mn B cneumanbHy 0gHOPa3oBYyH
€MKOCTb.

MpepobpaboTka:

B3bontate €mkocTb C Mo4yow. [lepeHecTn 1 MA MO4YM, WCMONb3ys HaKOHEYHMK C UALTPOM, B
CTepwurbHy0 ogHopasoByto npobupky. LieHTpudyruposate 5 muH npyn 10000 x g. He 3axBaTtbiBas ocagok,
MOMHOCTBI yAanuTb CynepHaTaHT, WCMOMb3ysi BaKyyMHbI OTcacbiBaTeflb C KONOOW-MOBYLUKON U
OTAEenNbHbIV HaKOHEeYHUK 6e3 chunbTpa Ang kaxagoro obpasua. Mpu Hannumm 60MbLLIOrO KoNMYecTBa conewn
pecycneHaMpoBaTh TOMbKO BEPXHWW CroW ocagka coner B 1 Mn  PU3MONOrMYECKOro pacTeopa
CTEpPUINbHOro, 3aTeM CHOBa KOHLIEHTPMpOBaTb LEHTPUYrmnpoBaHMeM W yaanuTb CynepHaTaHT, He
3axBaTblBasi 0Cagok.

K ocagky po6asute 200 Mkn ¢pr3mMonormyeckoro pactsopa CTepurnbHoro. TulaTenbHO nepemellatb
COAEepPXNMOE Ha BOpTEKCE.

HK-100 (R) WHCcTpyKums B.17.12.24 10



B3saTne u npegobpaboTka hekanum

MepeHecTn obpasel, pekanui B konuvectse ot 1 4o 3 r (o1 1 Ao 3 mn), Ucnonb3ys B 3aBUCUMOCTM OT
KOHCUCTEHLMN obpa3sua OTAeNbHbIN HAKOHEYHNK C (OUNbTPOM UM OOHOPA30BYHO NonaTtky, B CTEPUIbHbIN
OZHOPAa30BbIN KOHTENHEP.

MNpepobpaboTka:

Mpn nccnepoBaHun HaTUBHBIX hekanuii 6e3 npeaLlecTBYOLEro 3aMOpaXnBaHUS roTOBAT (hekanbHyHo
cycneHsuio. [pu BOASIHUCTOM KOHCUCTEHLUN bekanuin NpuroToBneHne cycneH3umn He Tpebyercs.

MpenobpaboTka dekannin BOAAHUCTON KOHCUCTEHLMM, CBEXENPUTOTOBINIEHHONM CYCNEH3MM hekanuin unm
CYyCMneH3unu, NoABepraBLUENCsl 3aMOPaXXMBaHUIO C rMULEPUHOM, NPOBOANTCS METOAOM LEeHTpUdyrmpoBaHust
Unn akcnpecc-ounbTpauun.
lNpuzomoerneHue ghbekasibHOU cycrneH3uu

B npobupky, cogepxatuyto 0,8 mn docdatHoro bydepa (Mnu CTepunbHOro M30TOHUYECKOro pacTeBopa
HaTpus xrnopuaa), oTAenbHbIM HAKOHEYHMKOM C UNbTPOM (Unn ogHopasoBon nonatkon) BHectn 0,1 1
(0,1 mn) dhekanumi n TWaTENBHO peCyCcneHaMpoBaTh Ha BOpTeKce [0 06pa3oBaHNA rOMOreHHON CyCneH3nn.

[Mpy HEBO3MOXHOCTM UCCNEAOBaHWA MaTepuarna B Te4eHNe CyToK U/unm HeobxoanmocTu ANUTENBLHOrO
XpaHeHUs K NPUroTOBNEHHONM CyCneH3nn dekanui 4ob6aBnTb MULEPUH B KOHEYHOWN KOHLEeHTpaumn ot 15 %
00 20 %. Nocne TwatenbHOW roMoreHn3aLmmn ¢ UCNoNb30BaHMEM BOPTEKCA 1 SKCMO3NLMMN C MULEPUHOM B
TeveHne 30-40 MyH Npobbl 3aMOPO3UTb.
lModzomoeka ghekanuli MemodoM ueHmpughyauposaHusi

Mpobupku ¢ cycneHsnen nnm BoaaHUCTbIMK hekanmamMmm LeHTpudyrposaTtb 5 MuH npu 7000-12000 x g.
Vcnonb3ysi HAKOHEYHUK C PUNbTPOM, OTOOpaThb M3 NPObUPKM BakTepmnanbHyto dpakuuio B 06bEéMe 50 Mkn
(BepxHsasa beno-xénTtasa yacTb obpasoBasLuerocsi ocagka). [pu oTcyTcTBUM BENO-XKENTOrO NOrPaHNYHOro
cnosi Mexagy ocagkoM M cynepHaTaHTom oTobpaTe 100 MKN C rpaHuubl ocagka M cynepHaTtaHTta. [lpu
OTCYTCTBMM Ocagka oTtobpaTb 100 MK co AHA NPoOUPKN.

OT06paHHyto YacTb NPobbl NepeHecTM B HOBYIO NPOBMPKY 1 MCNONb30BaTh AN NPOBEAEHMS IKCTPaKUMM
OHK/PHK. OonyckaeTcsa pa3ssefeHue cynepHaTaHTa pocartHo-coneBbiM 6ydepom B cooTHoweHun 1:1 B
crnyyae nonydeHus HeBanuaHblx pesynbtatoB [MLP-uccnegoBaHus um3-3a mHrMbupoBaHus peakuuu
amnnundurkaumm.
lModzomoeka pekanuli Memodom aKcrpecc-unbmpayuu

Heobxoammo ucnonb3oBaTb ABa HakoHeyHuka o6bémom 1000 MKN: OAMH C adpO30MbHbIM (PUNBLTPOM,
apyro — 6e3 Hero. B HakoHeuyHuk 6e3 aspo3onbHOro unbTpa BCTaBUTb OTpe3aHHyr paboudylo YacTb
0QHOPa30BOro BaTHOrO 3oHAA (BaTHOWM Nanoyku) n 3adMKCMpOBaTb MPOTANKMBAHWEM B CY)XEHHYK 4acTb
HaKOHeYHUKa. HakoHeYHNKOM C adpo30rbHbIM (bUNbTPoM 3abpaTtb 1 Mn hekanbHOW CycneH3mun, BCTaBUTb
€ro B NoAroTOBMEHHbIN HAKOHEYHUK C BaTHbIM (OUINBTPOM M MPOMNYCTUTL CYCMNEH3NI0 Yepe3 hUbTP B HOBYHO
O[HOPa30BY NPOOUPKY.

Mpu 3aTpyaHEHHOW uUnNbTpaLUM PEKOMEHAYETCA YMEHbLUNTb KOHLEHTpauuio dekanbHOW CyCneH3um.
HonyckaeTcs pasBegeHune cynepHataHTa gocdaTHo-coneBbiM Bydepom B cooTHoweHun 1:1 B cnyyae
nonyyeHuss  HeBanuaHbix pesynbtatoB [LUP-uccnegoBaHua u13-3a  vHrMGUpoBaHMA  peakumu
amMndukaunn.

Tabnuuya 9
TpeboBaHus K yCrnoBusM TPaHCNOPTUPOBAHUA U XpPaHEeHUs uccnegyemMoro
MaTtepuana

YcnoBus TPAHCNOPTUPOBAHNA U XpaHeHUsA

Uccnegyembie MaTepuanbl, NOMELLEHHbIE B TPAHCNOPTHYIO cpeay

CornacHo TpeboBaHWsIM, YyKa3aHHbIM B MWHCTPYKUMM K MWCMNONb3yeMOW TPaHCMOPTHOW cpede uWmu
ucnonb3lyemomy Habopy peareHToB ansa nposegeHus [MUP/OT-MUP. [OonyckaeTcsa oOHOKpaTHOe
3aMopaxuBaHue maTtepuana.

LlenbHas KpoBb

Mpn TemnepaTtype o1 2 °C go 8 °C He Gornee CyToK.
BHUMAHUE! HegonyctMMo 3aMopakvBaHWe LieNbHOW KPOBM.

MNMnasma KpoBu

Mpu Temnepatype o1 2 °C go 8 °C He Gonee 5 cyTok;
Mpu Temnepatype muHyc 20 °C He Bonee roaa;
JonyckaeTcsi ogHOKpaTHOE 3aMopaXvBaHue MaTepuana.

JlekouuTbl KPOBU

Mpu TemnepaTtype muHyc 20 °C He Gornee roaa;
JonyckaeTcs ogHOKpaTHOE 3aMOpaXXMBaHWe matepuvana.

MokpoTa (8o n nocne npeno6paboTku)

Mpu komHaTHOM TemnepaType (oT 18 °C go 25 °C) B TeueHue 6 y;
Mpu Temnepatype ot 2 °C go 8 °C B TeyeHmne 3 CyTOK,;

Mpu Temnepatype munyc 20 °C B Te4eHne Hegenw;

JonyckaeTcs ogHOKpaTHOE 3aMOopaXMBaHWe matepuvana.
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YcnoBus TPaHCNOPTUPOBAHNUA U XpaHeHUsA

BpoHxoanbBeonspHbIM nasax (BAJT)

e [Mpn Temnepatype o1 2 °C go 8 °C He Gonee 3 cyToK;
Mpu Temnepatype muHyc 20 °C He 6onee 12 mec. [lonyckaeTcs ogHOKpaTHOe 3amopaXuBaHve

CnioHa

¢ [1pn komHaTHOM Temnepatype (o1 18 °C po 25 °C) B TeyeHue 6 y;
o [1pu Temnepartype ot 2 °C go 8 °C B Te4eHue CyTOK;
o [1pn Temnepatype muHyc 20 °C B TeueHne Heaenu;
o [lonyckaeTcs OgHOKpaTHOE 3amMopaXKMBaHue matepuana.

CnMHHOMO3roBas XXMAKOCTb (NMMKBOP)

o [1pun Temnepartype ot 2 °C go 8 °C B Te4eHue CyTOK;
o [1pu Temnepatype MuHyc 20 °C B TeUeHne Hegenu;
¢ [lonyckaeTcs OAHOKpaTHOE 3amMopaXkMBaHWe matepuana.

®dekanuu (o 1 nocne npefoo6padboTkm)

o [1o npepnobpaboTkm npu Temnepatype ot 2 °C go 8 °C He 6onee 3 cyToK;
¢ [locne npenobpaboTtkm npu Temnepatype muHyc 20 °C B TeyeHne 1 Hegenwu;
o [lonyckaeTcsi 04HOKpaTHOE 3aMopa)kMBaHUe maTtepuana.

Moua

[o n nocne npenobpaboTku:
e npwu temnepatype oT 2 °C go 8 °C He Gonee CyToK;
¢ npu Temnepartype muHyc 20 °C He 6onee Hegenw;
e [lonyckaeTca oAHOKpaTHOE 3aMOpaxuBaHue matepuvana.

10.1 MoTeHumanbHO UHTepdepupyroLLMe BewecTBa

MoTeHunanbHO WHTepdepupyowme BewectBa (MHrmbutopsl MUP/OT-MUP) n ux
MaKcumarbHble KOHLEeHTpaumm B obpasue, Anst KOTOpbIX OLEHMBANOCh UX MHIMBUpyoLee
BnusiHne Ha MNUP/OT-MNLUP, nepeuncneHsl B Tabnuue 10.

Tabnuua 10
MoTeHuManbHO NHTepcepupyoLMe BellecTBa
o . Tun KoHueHTpaum O6ocHoBaHue
Uccnegyembin AKTUBHbBIN o
UHtepdepeHT MHTepce- A BewecTBa B MUccreaoBaHHOMU
MaTtepuan KOMMOHEHT
peHTa obpasue KOHLIEHTpaLuuu
enapwH enapwH 0,15 ME/mn
LlenbHas kpoBb AHTUKOArynsaHT
OOTA-K2 OATA-K2 0,5 mM/mn KoHueHTpauus B
BaKyyMHOW
"enapwuH "enapuH 0,15 ME/mn npo6upke
AHTUKOArynsaHT
Mnasma kposw, OATA-K2 OOTA-K2 0,5 mM/mn
NenkoumMTbl KPOBY emornobuH,
3HporeHHas
LlenbHaga KpoBb ~ XONECTEpPUH, 5% viv
cybecTaHums
TpUrNuuepuabl
[emornobuH,
A 0,
Ma3sku co cnuancTon LlenbHasa KpOBb ~ XONECTEPWH, SHporeHHas 5% viv
06004KM POTOrNOTKM TpUrnMuepuaLl BCTaHLS )
W/ANW HOCOTMOTKM, Myl OUULLEHHbIl y 5 % viv O6bém B obpasue
MOKpOTa, CIHOHa, yu Genok 0 B yCInoBusix
OpOHX0aNbBEONAPHbIN PacTso PacTtBop ans «HauxynLiero
nasax (BA) P XroprekcuamMH — HapyHoro 0,25 % cnyqasi»
xroprekcuauHa NPUMEHEHUS
'emornobuH,
LlenbHad KpoBb ~ XONECTEpPUH, 3HporeHHas 5% viv
TPUIMUEPNAL! ¢y GcTaHums
— 0,
Pdexanmu Kpaxman 5% viv
KoHcepBaHT MakcumansHo
B npw o BO3MOXHbIN
Frmuepus npenobpaboTk 20 % 06béM B 06pasLe
e
[emornobuH, O6bém B obpasue
CnnHHOMO3roBas OHporeHHas
LlenbHas kpoBb  XONecTepwH, 5 % viv B YCMOBUSIX
XNOKOCTb cybcTaHuus
TpUrmuuepuab «HauxygLwero
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Tun KoHueHTpaun O6GocHoBaHue

Uccnegyembin AKTUBHbBIN .
UHtepdepeHT MHTepce- A BewecTBa B MUCClieAOBaHHOMU
MaTtepuan KOMMOHEHT
peHTa ob6pasue KOHLeHTpauumn
Iniokosa miokosa 10 MMoOnb/N cryqas»
. AnbOyMuUH Benok SHAOreHHas 500 mr/n
Moua (ocagok nepBowm cybecTaHuus
nopuuv) A3nTpoMuUMH  A3NTPOMULINH AHTMOMOTVIK- 1 mr/mn
asanug

Mo pesynbTatam oueHkM Obiflo onpefeneHo BewecTBO (renapuH), Bnusilowee Ha
apekTnBHoCTb akcTpakumm HK ¢ wucnonb3oBaHmem Habopa «HK-100 (R)» wu
nHrnéupytowee MUP/OT-TLP, a Takke nokaszaHo, YTO OoCTarbHblE UCMbITAHHbIE BELLECTBA
B KOHLUEHTpauuax cornacHo Tabnuue 10 He oOkasbliBalOT BAUSHUSA Ha 3(EKTUBHOCTb
akcTpakumm HK ¢ ncnonbsoaHnem Habopa n He nHrnbupytot NMUP/OT-MLP.

11 NPOBEAEHUE UCCINEOOBAHUA

11.1 3keTrpakuua HK npu ucnonb3oBaHuu ¢opmbl Bbinycka 1 (aBTomaTuyeckas
MeToAMKa C MCNOoSb30BaHMEM aBTOMaTu4yeckon ctaHumm «Amplitech E1»)

BHUMAHMWE! lMepen Ha4yanom paboTbl HEO6XOANMMO O3HAKOMUTBLCHA C PYKOBOACTBOM MO
aKcnnyaTaumm asTomatudeckon ctaHummn «Amplitech E1».

BHUMAHMWE! [1na BHeCeHUs B A4ENKM KapTpuoKa nccrnegyembix U KOHTPOSbHbIX 06pasuos
MCNonb30BaTb OOHOPA30Bble HAKOHEYHUKM C (PnNbTPOM AN Kaxgoro obpasua.

11.1.1 NMoaroTtoBKa peareHTOB

11.1.1.1 lNoaroToBUTb KOHTPOSIbHbLIE 0Opa3Lbl (HanpuMep, BHYTPEHHU KOHTPONb (BK),
nonoxmtenbHbl KoHTporb ([MK), oTpuuatensHbii koHTponb (OK)), Bxogswue B
cocTtaB Habopa peareHToB ansa nposeaeHus NMUP/OT-MNLP n ncnonb3ayemble co
CTaguun 3KCTpakuumn, COrfiacCHO UHCTPYKLUUKU MO €ro NpUMEHEHMUIO.
11.1.1.2 TllpokonoTb 3awmTHYHO POMBrMPOBaHHYH MMAEHKY HEOOXO4MMOro KonmyecTsa
Aveek KapTpuaxa B psgax A u/unm E ¢ ucnonbsosaHmemM cneumnann3npoBaHHOro
nepdopaTtopa (BXogMT B KOMMSEKT MOCTaBkM cTaHumm «Amplitech E1») gns
nocrneayoLero BHeCeH1s nccnegyembix 1 KOHTPOSbHbIX 06pa3LoB.
BHUMAHUE! B kapTpuaxe ¢ paHee BCKPbITbIMU U UCMOMNb30BaHHBIMU AN 3KCTPaKUmn
sYenkamMm HeobxoaMMO 3aKnenTb AaHHbIE SYENKN KINEMKOW NIEHKON, BXOASALLEN B COCTaB
Habopa, pa3pe3aB €€ N0 HaHECEHHbBIM NTUHUAM.
BHUMAHMWE! Vccnepyemble obpa3subl, BK n koHTponu (MK, OK) gomkHbl 6biTb BHECEHbI B
AYENKN KapTpuoKa He No3gHee YeM Yyepes ABa vaca nocrne BCKPbITUS AYEEK.

11.1.2 BHeceHue o6pa3L0oB U 3anycK nNpoTokona B paboTy

11.1.2.1 BHecTV BO BCKpbITbIE (MPOKONOThIE ) A4elku KapTpumka psaos A/E no 10 mkn BKE.
11.1.2.2 [do6aBuTb B siYelkn C yxe BHeCEHHbIM BK uccnegyemble’ U KOHTPOSbHbIE
obpasubl B 06beéMe 100 mKkn, ucnonb3ys Ans Kaxgoro obpasua oTAenbHbIN
HakoHeuYHuK. Kaxabin obpasel, Ao/mKeH OblTb BHECEH B OTAENbHYI SAYENKY
KapTpuoxa.
BHUMAHUE! Bo unsbexaHne nonyyYeHUs HeBanugHblX pe3ynbTaTtoB, HEe [OnyckaeTca

® Ecnn BK BKkniouéH B cocTtaB HaBopa peareHToB /15 NPOBeAeHNs aMnnmdukaumn.
7 [Ons obpasuoB UEenbHOW KPOBW, FMKBOPA, MOKpOTbl, BAJl, Moun u dekanuin HeobxoaMMoO NpPOBECTM
npenobpaboTky cornacHo pasaeny 10.
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BHECEHME B AYENKN KapTpuaxa uccnegyemblx obpasLoB, coaepXalumx CrycTku, cnmsb,
TBEpPAble YacTuLbl U Apyrne NpumMecu, CNnocobHbIE 3aKyNOpPUTb OQHOPA30BblIE HAKOHEYHUKM
aBTOMaTU4eCKOW CTaHUUN.
BHUMAHMWE! lNocne BHeceHnsa uccrnegyeMblx, KOHTPOsbHbIX 06pa3uoB 1 BK npoueaypa
9KCTpaKUMM Ha aBTOMaTUYECKOM CTaHLMWN OOSMKHA ObiThb 3anylieHa B TedeHne 20 MuH.
11.1.2.3 Pasvectutb Ha paboyem CTONE aBTOMATMYECKOW CTaHUMW COrfacHo
PYKOBOACTBY MO €€ MPUMEHEHUID: KapTpUOK C BHECEHHbIMU UCCreayeMbiMu
obpasuamm M KOHTpONnsMW, HeobxoOuMoe KOMMYEeCTBO  OOHOPa30BbIX
HaKOHEYHMKOB 1 NPOBUPOK, BXOAALLMX B COCTaB HAabopa, a Takke UCMNonb3yeMble
KOHTEWHepb! AN antara.
11.1.2.4 3anycTtuTb BbINOSIHEHME NPOTOKOMa akcTpakumm HK cornacHo pykoBoacTBy Mo
aKkcnnyaraumMm aBTomaTtmyeckon ctaHuum «Amplitech E1» ¢ ucnonb3oBaHuem
WITPUX-KO4a Ang npoTokona, YyKa3aHHOro B KpaTKOM pPYKOBOACTBE IO
npuMmeHeHno Habopa «HK-100 (R)».
MpumevyaHune — OB6BEM anOUUKM yKasaTb B NPOTOKONE B COOTBETCTBUM C MHCTPYKUMEN MO
npuMeHeHuio Habopa peareHToB ansa nposeaenns MNUP/OT-MLP.
11.1.2.5 HagocagoyHasi XWOKOCTb B KOHTeMHepax Ans anwaTta, MNoSfiydeHHass B
pesyrbTarte aBTOMaTU4YECKOMN IKCTPaKLMK, COAEPXKUT ounLeHHble HK, koTopble
MOXHO MCnonb3oBaTh Ans noctaHoBku peakuun OT n/wnu MNUP.

11.2 Akerpakuua HK npu ucnonb3oBaHuu ¢opmbl Bbinycka 2 (aBTomaTuyeckas
MeToAMKa C UCMOoSIb3OBaHMEM npoueccopa MarHuTHbix Yactuy KingFisher™)

BHUMAHMWE! [Mepen Havyanom paboTbl HEOOXOOMMO O3HAKOMUTLCA C MHCTPYKUMEW no
akcnnyartauum npoueccopa KingFisher™.,

BHUMAHWE! [1ns BHeCEHMS B NyHKU NaHLWeTa peareHToB, UCccneayemMblX U KOHTPOSbHbIX
obpasyoB MCNonb3oBaTb OAHOPA30Bble HAKOHEYHWKNM C  UABTPOM AN KaXgoro
peareHTa/obpasua.

11.2.1 NMoparoTtoBKa peareHTOB

11.2.1.1 TlepemewaTsb TWwaTensHo B3danTeiBaHnem bydep L1, Bydep L2, Bydep L3(R).

11.2.1.2 TNogrotoBuTb KOHTPOSbHbIE 06pasLbl (Hanpumep, BHYTPeHHUI KOHTponb (BK),
nonoxurenbHbin KoOHTporb (IMK), oTpuuatenbHbin kOHTponb (OK)), Bxoaswue B
cocTtaB Habopa peareHToB ansa nposegenHus MNUP/OT-MNLUP n ncnonb3ayemole co
cTaguun 3KCTpakuumn, COrfiacHO NHCTPYKLUKN NO ero NPUMEHEHMUIO.

11.2.1.3 TlonHoCTbIO pecycneHanpoBaTth cogepxmmoe npobupkn ¢ PeareHTom MP Ha
BopTekce. COpocuTb KannmuM C  KPbIWKW  NpoOUpKM  BpyyHyto, Ge3s
LeHTpudyrnpoBaHms.

11.2.1.4 BHecTu Bcé comepxumoe npobupku ¢ Pearentom MP u BK8, B Bydep L1.
MonyyeHHyt0 cMmecb TwaTenbHO nepemMewaTb B3banTbiBaHMeM. Cmecb
ponyckaeTcsa xpaHuTb He 6onee 10 aHen npu Temnepatype ot 2 °C go 8 °C.

8 Ecnu BK BknouéH B cocTaB Habopa peareHToB A5 NpoBeAeHUs aMnimdukaumn.
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11.2.2 MNMoprotoBKa rnyobO0KONYHOUYHbIX MaHWeTOB

Mepen npoBefeHMeM aBTOMATUYECKOM IKCTPaKLUMM C UCNOSIb30BaHMEM MpoLueccopa
KingFisher™ HeobxoaMmo pasHeCcTU peareHTbl, BXoAsilne B COCTaB gaHHOro Habopa, no
rnyOOKONMYHOYHbIM NMiaHWweTam, COBMECTMMbIM C npubopom. [Ana atoro Heobxoammo
BbIMOMNHUTbL NOPAA0K OENUCTBUN, YKa3aHHbIN HUXeE.

11.2.2.1 TpomapkmpoBatb 5 rnybokonyHouHbIX nnaHweTos: L1, L2, L3(R), 3, p.

11.2.2.2 B nyHkm nnaHweTta L1 BHectn no 500 mkn nogrotoBneHHom cmecu BK,

PeareHta MP n bydepa L1.

11.2.2.3 B nyHkn nnaHweTa L2 BHecTn no 500 mkn bydepa L2.

11.2.2.4 B nyHku nnaHweTta L3(R) BHecTn no 900 mkn bydepa L3(R).

11.2.2.5 B nyHkn nnaHweTta 3 BHecTn 100 mkn Bydepa L3(R).

MpumeyaHue - Tpebyembit 06bEM Bydepa L3(R) (06b€M antouum) cM. B MHCTPYKUMKU K
ncnonb3dyemomy Habopy peareHToB ansi npoeegeHus NMUP/OT-TLP.

BHUMAHUE! He gonyckaetca xpaHeHue nnaHweTta O B OTKPbITOM BuAe BO usbexaHue
ncnapenunsa bydepa L3(R) 1 ymeHbLLeHNA o6bEMa peareHTa B Ayerkax.

11.2.2.6 B nnaHweTt 'p noMecTnTb HacagKy Ha MarHUTHyto ronoBy KingFisher™.

11.2.3 3arpy3Ka npoToKona 3KCTpaKuum

[ns nposeaeHus akcTpakumm HK ¢ ncnonb3oBaHneM npoueccopa MarHUTHbIX YacTul
KingFisher™ Heobxogumo wucnonb3oBatb npotokon  akcTpakumm  «NK100R-KFy,
pacrnonoxeHHbln No agpecy: http://www.amplitech.ru/resources/. 3arpyska npoTtokona B
nporpammHoe obecneveHne «Thermo Scientific™ BindIit™ Software for KingFisher™
instruments»® ans paboTtel ¢ npubopom KingFisher™ ocyluecTBnseTcs CornacHo
PYKOBOACTBY MO 3KCMNsiyatauum nporpammMHoro obecneyeHus.

11.2.4 BHeceHue o6pa3LOB U 3anycK NpoTokona B paboTy

11.2.4.1 BHecT B S4YelKM NOArOTOBIIEHHOrO nraHweTta L1 ¢ peareHTamu
nccrnegyemble® n koHTponbHble (MK, OK) o6pasubl B 06béMe 100 Mk,
ncnonb3ysa Ans kaxgoro obpasua oTaenbHbI HAKOHEYHUK.

11.2.4.2 BbibpaTb B nporpammMmHoM obecnedeHnn « Thermo Scientific™ BindIt™ Software
for KingFisher™ instruments» 3arpy>xeHHbin npoTokosn « NK100R-KF».

11.2.4.3 lo 3anpocy nporpammHoro obecnedeHus npubopa YCTaHOBUTb B HEro
nogrotosneHHble nnaHweTsl L1, L2, L3(R), 3, 'p. Nocne yctaHOBKM NnaHLWETOB
3anycTuTb npoueaypy akctpakumm HK.

11.2.4.4 Hapgocago4yHasi XWOKOCTb B MNnaHWwWeTe 3, nonydeHHas B pesynbTarte
aBTOMATUYECKON JKCTpaKUmMn, comepXuT ouuueHHble HK, koTopble MOXHO
ncnonb3oBatb Ans noctaHoBkn OT wn/unun MUP.

° MporpammHoe obecneveHne NoCTaBnsAeTCs C NPOLECCOPOM MarHUTHbIX YacTul KingFisher™.
10 Ins o6pa3suoB LENbHOW KpoBM, NMKBOPA, MOKpOTbl, BAJl, Moun u dekanuii HeobxoauMo NPOBECTM
npenobpaboTky cornacHo pasaeny 10.
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11.3 3kctpakumsa HK npu ncnonb3oBaHmu hopmbl Bbinycka 2 (py4yHaa meToauka
C UCNONIb3OBaHMEM MAarHUTHOrO WTaTUBa UNKU LLIeHTPUYrmpoBaHus)

BHUMAHUE! [na BHeceHusi B NpoOMpKM peareHToB, UCCreayeMblX W KOHTPOSbHbIX
o6pa3LoB MCNOMb30BaTb OAHOPA30BbleE HAKOHEYHUKM C  (PUNbTPOM AONns  KaKAoro
peareHTa/obpasua.

11.3.1 NMoproTtoBKa peareHToOB

11.3.1.1 TllepemewwaTb TWaTenbHO B3GanTbiBaHnem bydep L1, Bydep L2, Bydep L3(R).

11.3.1.2 lNoaroToBUTb KOHTPOSbHbIE 06pa3Lbl (HanpuMep, BHyTPEHHUI KoHTporb (BK),
nonoxntenbHbln KoHTporb (1K), oTpuuatensHbin koHTponb (OK)), Bxogswue B
coctaB Habopa peareHToB anga nposeaexus MNUP/OT-IMLUP n ncnonbayembie co
CTagumn 3KCTpakuumn, COrfiacHO MHCTPYKLUUKN NO ero NPUMEHEHMUIO.

11.3.1.3 [llonHoCTbIO pecycneHanpoBaTb cogepxmnmoe npobupkn ¢ PeareHtom MP Ha
BopTekce. COpocuTb Kannm C  KpbIWKM  NpoBUpKM  Bpy4dHyto, 6es
LEeHTpUdYrmnpoBaHms.

11.3.1.4 BHecTtu Bcé copepxmmoe npobupku ¢ PeareHtom MP n BK', B Bydep L1.
lMonyyeHHyt0 CMecb TwaTenbHO nepemMewarts B3banTbiBaHMeEM. Cwmecb
aonyckaeTtcsa xpaHutb He 6onee 10 gHen npu Temnepatype ot 2 °C go 8 °C.

MpumeyvaHwune - MNpu nccnegosaHnm Hebonblioro konuyectsa obpasuoB PeareHt MP n BK

AonycKkaeTcAa BHOCUTb HENOCpPpeaCTBEHHO B I'IpO6I/IpKI/I On4a npoBegeHuna SKCTpakuunm mn3 pacqéTa Ha
oavH obpaseu; 10 mkn PeareHta MP 1 10 mkn BK.

11.3.2 MNpoBepeHune akcTpakuum HK c ucnonbzoBaHnem ueHTpudyrupoBaHums

11.3.2.1 TlNpomapkmpoBaTb HeobxooMMOe KONMYEeCTBO OAHOPAa30BbIX NPOOMPOK
obvémom 1,5 Mn gnsa uccnegyembiX U KOHTPOsSibHbIX (Hanpumep, (K, OK)
obpasuos.

11.3.2.2 BHecCTu B Kaxgyto NPOMapKNpoBaHHYH Npobupky:
e no 500 mkn nogrotoBrieHHon cmecun BK, Pearenta MP un Bydepa L1,

nnu

e no 10 mkn BK, 10 mkn PeareHta MP, 500 mkn bydepa L1.

11.3.2.3 BHecTn B npomapkupoBaHHble NPOGUPKKM uccreayemblel® U KOHTPONbHbIe
obpasubl B 06béme 100 Mkn, ucnonb3ya Ans Kaxgoro obpasua oTaenbHbIv
HaKOHEeYHUK. [NOTHO 3aKpbIThb KPbILLKW, NepeMeLLaTb Ha BOpTEKCE.

11.3.2.4 TlomecTtntb Npobupkm B TepmocTtat ¢ Temnepatypon 80 °C Ha 20 MUH.

11.3.2.5 lNepemelwiatb cogepxmMmoe Nnpodbmnpok Ha BOpTEKCE.

11.3.2.6 UeHTpudyruposaTts B TedeHme 1 muH npu 10000 x g.

11.3.2.7 Tlo BHYTPEHHEN CTEHKe MNPOOMPKN OCTOPOXHO OTObpaTh HaALOCAAO0YHYIO
XMOKOCTb, UCMONb3Yys BaKyyMHbIA OTCacbiBaTesb U OTAENbHbIN HAKOHEYHUK 6e3
dunbTpa A4nsa Kaxgoro obpasua.

11.3.2.8 Jo6asutb B npobupkn no 500 mkn Bydepa L2. MNNOTHO 3aKpbiTb KPbILLKK,
nepemMeLLaTb Ha BOpTEKCE.

1 Ecnun BK BkntouéH B cocTaB HaBGopa peareHToB A5 NpoBeAeHUs aMnnudmKaLmu.
12 Ins o6pa3suoB LENbHOW KpoBM, NMKBOPA, MOKpOTbl, BAJl, Moun u dekanuii HeobxoaumMo MNPOBECTM
npenobpaboTky cornacHo pasaeny 10.
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11.3.2.9 TlNomecTtuTb Npobupkn B TepmocTaT ¢ Temnepatypon 80 °C Ha 3 MUH.
11.3.2.10 T[lepemelwiatb cogepxmnmoe npobmnpok Ha BOpTEKCE.
11.3.2.11 UeHTpudpyruposaTtb B TeyeHne 1 muH npu 10000 x g.
11.3.2.12 Ypanutb HagoCadouHYH0 XUOKOCTb aHanorndHo n. 11.3.2.7.
11.3.2.13 [ob6asutb B npobupkmn no 900 mkn bydepa L3(R).
BHUMAHMUE! [locne pob6aesneHus bydepa L3(R) cogepxumoe npobupok He
nepemMelunBaTh.
11.3.2.14 LeHTpudyrmposatb B TedeHne 1 muH npu 10000 x g.
11.3.2.15 YpanuTb HagoCagouHYH XNOKOCTb aHanornyHo n. 11.3.2.7.
11.3.2.16 [ob6aeutb B npobupkmn 100 mkn Bydepa L3(R). MNOTHO 3aKkpbiTb KPbILLKM,
nepemMeLLaTtb Ha BOpTEKCE.
11.3.2.17 TlomectuTb nNpobupkn B Tepmoctat ¢ Temnepatypon 80°C Ha 5 MUH,
nepemMeLumBas Kaxable 2 MUH.
11.3.2.18 UeHTpudyruposaTtb B TedeHne 1 muH npu 10000 x g.
11.3.2.19 Hapgocago4yHyl >KMOKOCTb, cogepxawyt ounweHHble HK, MOXHO
ncnonb3oBaTh ANa noctaHoBkn peakuun OT mn/nnu MNLUP.
BHUAMAHUE! BHecenue npenapata [OHK/PHK B peakuuio Heobxogumo npoBecTn
He3aMeOnMTenbHO nocne ueHTpudyrmposaHna. Ecnv B TedyeHne 3 MMH  nocne
LeHTpMdyrnpoBaHua npenapat He Obln BHECEH B peakuuo, HeobxoouMmo MpPOBECTU
NOBTOPHOE LEeHTpMdyrnpoBaHume.

11.3.3 MNMpoBeaeHue akcTpakuum HK ¢ ucnonb3osaHnem MarHMTHOro WTaTuBa

11.3.3.1 lNpomapkmpoBatb HeobxooMMOe KOMMYECTBO OAHOPA30BbIX MNpPOBMPOK
obvémom 1,5 mMn gns uccrnegyembiX U KOHTPOSibHbIX (Hanpumep, [K, OK)
obpasuos.

11.3.3.2 BHecCTu B Kaxgyto NPpOMapKNpoOBaHHYH Npobupky:
e no 500 mkn nogrotoBrieHHon cmecu BK, PeareHta MP un Bydepa L1,

nInu

e no 10 mkn BK, 10 mkn PeareHta MP, 500 mkn bydepa L1.

11.3.3.3 BHecTn B npomapkupoBaHHble NpPoGUpKN nccregyemble!® M KOHTPOnbHble
obpasubl B 06béme 100 MKn, ucnonb3ysa Ans Kaxgoro obpasua oTaenbHbIN
HaKOHEeYHUK. [NOTHO 3aKpbIThb KPbILIKW, NepeMeLlaTb Ha BOpTEKCE.

11.3.3.4 Tomectntb Npobupkm B Tepmoctat ¢ Temnepatypon 80°C Ha 20 MUH.

11.3.3.5 TlNepemewaTb cogepxumoe npobrpok n ocagnTb Kannu Ha BOpTEKCE.

11.3.3.6 loMeCcTuUTb NPOOBMPKM B MArHUTHBIN LITATUB HA 2 MUH.

11.3.3.7 be3 cHATMS nNpobupoKk CO LWTaTMBa, MO BHYTPEHHEN CTEHKe npobupkm
OCTOPOXHO OTOOpaTb HagoCaOOYHYH >KUOKOCTb, WCMNOMb3ys BaKyyMHbIV
oTcacbiBaTeNb 1 OTAENbHbIN HAKOHEYHUK 6e3 hmnbTpa Ans kaxgoro obpasua.

11.3.3.8 Jo6asutb B npobupkn no 500 mkn bBydepa L2. MNOTHO 3aKpbITb KPbILIKK,
nepemMeLuaTtb U 0CaguTb Kannu Ha BOPTEKCE.

13 [Ins o6pasuoB LENbHOW KpoBM, NMKBOPA, MOKpOTbl, BAJl, Moun u dekanuii HeobxoauMo MPOBECTM
npenobpaboTtky cornacHo pasaeny 10.
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11.3.3.9 lNomecTtuTtb Npobupkn B TepmocTaTt ¢ Temnepatypon 80°C Ha 3 MUH.
11.3.3.10 T[lepemewaTtb cogepxnmMmoe Npobupok n ocagnTb Kannm Ha BOPTEKCE.
11.3.3.11 TlomecTnTb NPOBGUPKM B MArHMUTHbIN LUTATUB HA 2 MUH.
11.3.3.12 Ypanutb HagoCaAouHYH0 XMUOKOCTb aHanornyHo n. 11.3.3.7.
11.3.3.13 He BblHMMas NPOBUPKM N3 MArHUTHOrO WTaTMBa, 406aBnTb B HMX No 900 mMKn
Bydepa L3(R) n ocTaBuTb UX B LUTATMBE Ha 3 MUH.
BHUMAHMUE! [locne pob6aesneHus bydepa L3(R) cogepxumoe npobupok He
nepeMeLunBaThb.
11.3.3.14 YpanuTb HagoCafOuHYH XUOKOCTb aHanornyHo n. 11.3.3.7.
11.3.3.15 [ob6aButb B npobupkmn 100 mkn Bydepa L3(R). MMNOTHO 3aKkpbiTb KPbILLKM,
nepemeLlaTb Ha BOpTEKCeE.
11.3.3.16 T[lomectutb npobupkn B Tepmoctat ¢ Temnepatypon 80°C Ha 5 MuH,
nepemMeLumBas Kaxable 2 MUH.
11.3.3.17 OcaguTtb Kansu Ha BopTeKkce U NOMeCTUTb NPOBUPKN B MarHUTHbLIA LLITATUB
Ha 2 MUH.
11.3.3.18 HapgocagoyHylo >KMOKOCTb, cogepxalwyt ounweHHble HK, MOXHO
ncnonb3oBaTh ANa nocTtaHoBku peakuun OT n/nnu MNLUP.
BHUMAHUE! Ot6op ounweHHblx HK ans npoBedeHus ganbHeWLWwero wuccrenoBaHus
ocyuecTBnsaeTcs 6e3 CHATUA NPOBMPOK C MAarHUTHOrO LUTaTMBA.

11.4 XpaHeHue oymwieHHbIx HK

Ona xpaHeHns HK Heobxogmmo, He 3axBaTbiBasi MarHETU3MPOBAHHYKO CUMUKY,
nepeHecTn HaaoCagOuHYIO XXMAKOCTb B HOBYIO MPOOMPKY.

PekomeHagyeTtca xpaHuTb ounweHHyo JHK:

e npu TemnepaTtype o1 2 °C go 8 °C He bonee Hegenw,

e npu TemnepaTtype oT MuHyc 24 °C go munHyc 16 °C He 6onee 6 mecsues,

e Npu TemnepaType He Bbiwe MnHyc 68 °C He Bonee roaa.

PekomeHayeTca xpaHuTb ounweHHyo PHK:

e npu Temnepartype ot 2 o 8 °C He 6onee 4 v,

e Npu Temnepartype oT MUHyC 24 no muHyc 16 °C He 6onee Hegenu,

e Npu Temnepartype He Bbilwe MuHyc 68 °C He Bonee roga.

12 KOHTPOIJ1b KAYECTBA

12.1 KoHTponu, ucnonb3yemsble 3tane akctpakuum HK

KoHTponb atana akctpakuum HK ocyuwecTtsnsetca OOHOBPEMEHHO C  OLEHKOW
AOCTOBEPHOCTM  pe3ynbTaToB 3Tana aMnnudukauum  COrfacHO  UHCTPYKUMKW K
ncnonb3yemomy Habopy peareHtoB ansa nposegeHus [UP/OT-MUP. Pesynbtathl
nccrnenoBaHWA KOHTpoOren, npoxogawmx akctpakumiwo HK BMecTte ¢ uccnegyembiMn
obpasuyamun, OOMKHbI COOTBETCTBOBATb KPUTEPUSIM OLIEHKM, YKa3aHHbIM B MHCTPYKUUWN NO
npuMeHeHnto Habopa peareHToB ana nposeaexus MUP/OT-MLP.
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12.1.1 OTpuuyatenbHbIN U NOJNOXNUTENbHbLIW KOHTPOMNK

Kaxxgas rpynna akcTparnpyemMbix obpasuoB JOIKHA BKIOYaTb KOHTPOSbHbIE 0bpasubl,
€Ccnn OHW NpedycMOTPeHbl ANA MNpPOBeAEeHUS UCCNeOOBaHWSA COrfacHO MHCTPYKUUKU K
ncnonb3yemomy Habopy peareHToB ansa nposegeHus MUP/OT-MLP:

e OK ans BbiiBNEHNA KOHTaMUHaLUMK B nNpouecce nNpoBeaeHns nccneaoBaHus;

e [1K ons KOHTPONSA KOPPEKTHOrO MPOXOXAEHNA NCCreaoBaHus.

12.1.2 BHYTpEeHHUN KOHTPONb

Ansa KoHTpona kayecTBa akcTpakumm HK 1 oLeHKn BAMAHNA MHIMBUTOPOB Ha pesyrnbTaThbl
amnnuduKauum B MUCCreaoBaHUM MOXET MCNonb3oBaThCA 9K3oreHHbln4 BK, koTopbii
pobaBnsieTcs Ha aTane 3KCTPaKuMM B KaXKAbl UCCneayembli U KOHTPOISbHbIM obpasel.
OtcyTtcTBMe pesynbtatoB amnnudukaumm ana BK v ogHoBpeMeHHO ANnd BbiSIBNISAEMOW
MULLEHM CBMOETENbCTBYET O BO3MOXHOM npucyTcteum uHrmbutopos [MLP/OT-MUP B
obpasue.

12.2 MOHUTOPUHIr NabopaTopun Ha HanMyMe KOHTaMUHaLMK

[ns BbISIBNEHNSA BO3MOXHOW KOHTaMMHaL M1 nabopaTopumn npogykramm amnnndukaumm,
nccrnegyeMbiMyM U KOHTPOSbHbIMKW O0Bpasuamn pekomeHnayeTcs pa3 B Mecsil, uccrnegosatb
CMbIBbl C paboymx nosBepxHocTen nabopatopHon mebenu, obopyaoBaHNsa N NOBEPXHOCTEN
NoOMELLEHNA COrnacHo npouenype, ykasaHHom B MY 1.3.2569-09. lMpn o6HapyxeHun
KOHTaMUHaUMM HeobBX0AMMO MpPOBECTU MEpPOonpuUATUS MO €€ YCTPaHEHUK COrnacHo
ykasaHusiMm, onucaHHeivm B MY 1.3.2569-09.

13 ®YHKUUNOHAJIbHbIE XAPAKTEPUCTUKN HABOPA

A dekTnBHocTb akcTpakumn OHK/PHK ¢ nomowbto Habopa ykasaHa B Tabnuue 11.
YKasaHHble 3Ha4YeHUs XapakKTepUCTUKM [AOoCTurarTcs npu cobnwogeHun TpeboBaHum,
npuBenEHHbIX B pasgerne 10.

Tabnuua 11

AddekTuBHOCTL IKkcTpakumm AHK/PHK
(c mocToBepHOCTLH 95 %), %

Uccnepyembin maTtepuan

Masku co cnmamcTon o6oNoYKN HOCOrNOTKN 99,5 -100
Mazskn co cnmancTon obonoYKN POTOrNOTKN 99,7 — 100
MokpoTa 99,5 -100
LlenbHasa kpoBb 99,2 -100
lnasma kpoBswu 99,2 -100
JlenkoumnTbl KpoBM 99,2 - 100
CnioHa 99,2 - 100
CnnHHOMO3roBas XuaKocTb (FTMKBOP) 98,1 -100
Moua (ocagok nepBon NOpPUUN YyTPEHHEN MOYM) 99,2 - 100
dekanun 98,9 — 100
BpoHxoanbBeonsapHbIn nasax (BAJT) 98,0 — 100

14 BK, Bxoaswuin B coctaB Habopa peareHToB ans nposenexus MLUP/OT-MLP.
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Habop obecneunsaet akcTpakuyuto JHK/PHK ¢ unctoton, goctatouHom Ans BbisiBNIEHNSA
OHK/PHK metogom TMUP/OT-MNUP ¢ getekumen npoaykToB amnnudukaumm B pexume
«peanbHoro BpemeHn» B 95 % cny4vaes.

OPPEKTUBHOCTb M YNCTOTA IKCTPaKUMM NOATBEPXAEHbI Npu BbisBneHun PHK SARS-
CoV-2, rpunna A (Influenza virus A), rpunna B (Influenza virus B) u cy6Tuna supyca rpunna
A (naHgemuyeckoro) (Influenza virus A(H1N1)pdmO09) B koHueHTpauum 800 konuin/mn, PHK
kopoHaBupyca Buaa HCoV OC43 un [OHK Human mastadenovirus B KOHLEHTpauuu
1000 konuwn/mn, AHK EBV B koHueHTpauuun 400 '3/mn, PHK HopoBupycoB 1 reHorpynnol
(Norovirus GI) n OHK apgeHosupycoB rpynnel F (Adenovirus F) B KoHUeHTpauun
1000 konuwn/mn, OHK Mycoplasma pneumoniae B koHueHTpauun 1000 M'S/mn.

14 ycnoena XPAHEHUA, TPAHCIMOPTUPOBAHUA WU JIKCNJYATALUUU
HABOPA

14.1 Cpok rogHoOCTH

Cpok rogHoCcTn Habopa coctaBnseT 12 mecsueB OT AaTbl M3rOTOBIEHUS.

Mocne BCKpbITUA peareHTbl B Npobupkax M dnakoHax MCnonb30BaTb A0 UCTEYEHUS
Cpoka rogHocTn Habopa. [locne BCKpbITUS SiUeeK KapTpuaKa ¢ peareHTaMu 3KCTpakuus ¢
MCNONb30BaHMEM BCKPbITbIX Si4EEK AOMKHa OblTb NpoBeaeHa B TeveHne 140 MUH (C y4EToMm
BPEMEHW, 3aTpavMBaEMOro Ha BHECEHME B S4ENKN nccneagyemMbix 06pasuoB 1 KOHTPONeNn).

He ponyckaeTcsa cMelmBaTb KOMMOHEHTbI HABOPOB pa3HbIX CEPUI U UCMONb30BaTbL HAboP
MO UCTEYEHMM CPOKA rOQHOCTMU.

14.2 XpaHeHue

Habop B ynakoBke npeanpusTUsS-M3roToBUTENSA XpaHUTbL Npu Temnepatype oT 2 °C oo
25 °C 1 OTHOCUTENbHOW BRaxHOCTU Bo3gyxa OT 25 % p[o 75 % B 3aWuWEHHOM OT
COSTHEYHOro cBeTa MecTe. He gonyckaeTcsi 3aMopaXvBaHue peareHToB.

PeareHTbl nocne BCKPbITUA XPaHUTb B TEX e YCIOBUAX, YTO U peareHTbl 40 BCKPbITUS.

14.3 TpaHcnopTupoBaHue

Habop TpaHcnoptupoBaTth npu TemnepaTtype ot 2 °C go 25°C Bcemu Buaamm KpbITbIX
TPaHCMNOPTHbLIX CpeacTB. He gonyckaeTcsa 3amopaXuBaHue peareHToB.

14.4 3kcnnyatauus

PeareHThbl, BxoasLme B coctaB Habopa, roToBbl K MCMNOMb30BaHUIO.

Ayenkn kapTpuoka ¢ peareHTamu npegHasHaveHbl ANt OAHOKPATHOrO UCMOSb30BaHMS.

OkcTpakums HK ¢ ncnonb3osaHmem Habopa AosmkHa NpoBOAUTLCSA NPU TeMnepaTtype oT
18 °C po 25 °C 1 oTHOCUTENBHOM BNaXXHOCTM Bo3ayxa oT 25 % o 75 %.
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15 NEPEYEHb COKPALLEHUA

B HacTosiLEen MHCTPYKUUM NPUMEHEHbI CrieaytoLmMe CoOKpaLleHNs:

BK — BHYTPEHHUI KOHTPOIb

JHK — [0e30KCUpUBOHYKNEeNHoBas K1cnoTta
[OHKa3a - pgesokcmpuboHykneasa

HK — HYKNEeWHOBbIE KUCNOThI

OK — OTpuUaTenbHbIN KOHTPOSb

oT — obpaTtHas TpaHcKpunums

MK — NONOXMUTESbHbIA KOHTPOIb

nupP — nonumMepasHas uenHas peakums
PHK — pnbBOHYKNenHoBas KucroTa

PHKasa - puboHykneasa

16 NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHOAPTOB

FOCT P 51088-2013 MeguumHckue mnsgenua ons AnarHoCTUKM MH BUTPO. PeareHTsl,
Habopbl peareHTOB, TECT-CUCTEMbI, KOHTPOJSIbHblE MaTepuarnbl, NUTaTesnbHblE Cpeabl.
TpeboBaHus K U3genuam 1 NnogaepXmnBatoLLeENn JOKYMEHTaLMN

FOCT P 51352-2013 MeguumHckne usgenua ans guarHoCcTukuM MH BUTpPo. MeTtoapl
NCcNbITaHUN

NOCT P NCO 18113-1-2015 MeguuunHckue wusgenust Ana OWarHOCTUKM in  Vitro.
NHdopmaums, npegocrtaBnsemMas usrotosutenem (Mapkumposka). Yacte 1. TepMuHbl,
onpegenexnsa n odbwme TpeboBaHms

OCT P NCO 18113-2-2015 MeguuuHckue wusgenust Ana OWMArHOCTUKK in  Vitro.
NHdbopmaums, npegoctaBnsemasn n3rotoButenem (Mapkuposka). Hactb 2. PeareHTbl ons
ANarHOCTUKM in Vitro ans npogeccmoHanbLHOro NPUMeEHEHNS

FOCT P NCO 23640-2015 N3penua meguumHcKue Ansa amarHocTtuku in vitro. OueHka
CTabunbHOCTM peareHToB ANs1 ANAarHOCTUKM in Vitro

FOCT P UCO 15223-1-2023 UN3genusa meauumHckme. CUMBOSbI, NPpUMEHSAEeMble ONg
nepegadn wHdopmaumn, npegoctaBnsiemon wuarotosutenem. Yacte 1. OCHOBHble
TpeboBaHus.
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17 TAPAHTUUN NPOU3BOAUTENA

MponssoguTenb rapaHTMpyeT COOTBETCTBUE XapakTepucTuk Habopa TpeboBaHusM,
YKa3aHHbIM B TEXHMYECKOW U SKCMfyaTauWMOHHOW AOKYMEeHTauuwn, B TeYeHMe yKa3aHHOro
Cpoka rOAHOCTM npu CoGMIAEHMM YCNOBUA €ro TPaHCMOPTUPOBAHWUA, XPaHEeHUs W
NPUMEHEHNS.

Peknamaumm Ha kayecTtBO Habopa HanpaBnate B agpec npowussogutens: OO0
«Amnnuntek», 109235, Mocksa, yn. 1-a KypbsHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

CoobLeHnss 0 HebnaronpuaTHbIX COBLITUSX (MHUMOEHTAX), BO3HMKLWKNX Mpu paboTe C
HabopoMm, cnegyeT HanpaenATb MNPOU3BOAUTENO MO YKasaHHOMY Bbllle agpecy W B
YMOSTHOMOYEHHbIV PErynsaTOPHbIN OpraH COorfacHoO AENCTBYOLWEMY 3aKOHOAATENbCTBY.

18 TEXHUYECKAA NOAOAEPXKA

KoHcynbTaumo no Bonpocam no pabote ¢ HABOPOM U ero Ka4eCTBY MOXHO MOMNYyYUTb MO
KOHTaKTaM, ykaszaHHbIM Ha odouumansHOM cante nponssogutend: www.amplitech.ru.

19 CUMBOIJIbIl, UICMNMOJIb3YEMbLIE B JOKYMEHTAUWU NPOU3BOAUTENA
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O6wecTBO C OrpaHMHeHHOVI OTBETCTBEHHOCTbIO «AMMNNNTEK»

(OO0 «AmnnuTeky),
Poccusa, 109235, MockBa,
yn. 1-a KypbsiHoBckas, a. 34, cTp. 8, atax 1 nom. Il kom. 42

Ten. (495) 374-13-46, www.amplitech.ru,
e-mail: support@amplitech.ru
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