Habop peareHToB ana BbiasneHma JHK Bupyca HogynapHoro gepmatnta KPC m
aobdepeHuMaLmMn NONEBBIX LUTAMMOB OT BAaKLMHHbIX METOAOM MOANMEPA3HOMN
LLEMHOM PeaKLMnN B PEXKUME KPEeaSIbHOTO BPEMEHUN»
«Amnnnlpanm® HogynapHbii aepmatnt KPC»

AMmmuiullpanm® Hoayaapubsin aepmatut KPC

UMHCTPYKLHUA 11O IPUMEHEHHIO

REF| Vv2167-1z W 96

TONbKO ANA BETEPUMHAPHBIX U APYIrUX
HeMeAMLMHCKMX Lenen

00O «Hekctbuo», Poccua, 111394, H e KCT
x

u r. Mocksa, ya. MoaumepHas, 4. 8, ctp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru E(?\(,;;%xHHw(;romuec«—m



OrNNABJIEHUE

CMUCOK COKPALLEEHMIA N OBOSHAYEHUM ...ttt sesnnns 3
Lo HASHAYUEHUE ..ottt nanan 4
2. XAPAKTEPUCTURU HABOPA ..., 4
2.1, COCTAB N KOMIMIEKTHOCTD ..eeeertiruiuuieeeeeeeeetuuunneseseeeseessunnaseseseseesssnnneseseesseesssnaseessssesnsssnnnneens 4
0 U [ 17 LN T Y Y= o - 5
3. KOHT PO b KAHE T BA i, 5
4. OIrPAHUYEHUE METOANKU NCCIELOBAHUA ....ccevvviiiiiieieieieierereterereresesesererererererererersrasererare 6
5. MEPbI MPEAOCTOPOXHOCTU M NPEAYNPEMOEHUA ..., 6
6. AONONHUTENIBHOE OBOPYAOBAHUE U MATEPUADI ..o, 8
6.1. B3ATME NCCNEAYEMOTO MATEPMAIIA ..uuuuuuunnunnnnnnnne e se s e s e e s s s nan 8
6.2. [lpeaBapuTenbHaAA NOATOTOBKA UCCNEAYEMOTO MATEPMUANA cuuuururernrrirerararaseranasasssassnssssanes 8
6.3. IKcTpakuma JHK M3 UCCNEAYEMBIX ODPA3LLOB ......eeeeeeirieeeeerieeeeeeireeeeeeseeeeeenaseeeesesseeeesanes 9
6.4. AmMnanduKauma, AeTekuua nNpoAyKTOB amnanduKauuu, aHaau3 U MHTepnpeTauma
PEBY/IBTATOB ..eitreuuuuiieeeeetireruaeseseeetteerasaaseseeerenerssasssssseereeenasasssssseessennssnsssssseeeennessnsnsssseeeesnensnnnnssseseennes 9
7. VUCCNEOYEMBIM MATEPUA ..ottt ettt s teas st sae st s saenseaesesnssensanes 10
7.1. B3AaTve 1 TPaHCNOPTUPOBKA UCCAELYEMOTO MATEPUAMA uureierrrerrrinneeeeeerrerernnnaeeeeeeeenernnes 10
7.2. T1oAroTOBKa MATEPMANA K UCCNEO0BAHMEID ..vuuuereeeiereriiriiieseeeeereertninanseesesesensssnnnnsseeessenssnnns 10
8. TMPOBEAEHUME NCCAEAOBAHMUA. ..., 12
8.1. 3KcTpakuma AHK N3 UCCAEAYEMOTO MATEPMAMA ..uuunnennnnnnnninnise s eaes 12
8.2. ToArotoBKa PeareHTOB AN AMITIUDUKALMM ......uuvreeeeeeeeeeieciirrereeeeeeeesieinrreeeeesessesssnsreseees 13
8.3. BHeceHue npob AHK, npoBeaeHne aMNANDUKALUN U AETEKLUMM ..ceeeeevrereeecerieeeeenraeeeanns 13
8.4. AHANN3 N OOPAOOTKA PEBY/IBTATOB ....uuvririeieeeeeieiirrrerereeeeeeaaairrrerreeseesesaasrsressesesssessassssseees 14
8.5, VIHTEPNPETALUMA PEBY/IBTATOB cevrrrruuiererererrrrruuiierereeereerrsuiasseeeeereemmsmnsnsseessserssmamnssssesserermnns 15
8.6. BO3MOMKHDBIE OLUMOKM ..cecueeiieeieiiieeeesiteeeeseitee e s eatteeeesaeeaeesssaeeesssssaeeeesssseeeeesnsaeeesanssenessanes 16
9. OYHKUMOHANBHBIE XAPAKTEPUCTUKU HABOPA.......coeiee ettt eeiteeee e e vanee e e e 17
9.1. TIPEAEN OOHAPYIKEHM ...eeeeriiieeeeeeeeeiciititeeeeeeeesesiataereeeeeesesaanstaeseeeaeesenaanssesansesesssessnssrsnenes 17
9.2. AHANMNTUYECKAA CMIELUUDUUHOCTD ..cceeeeriiiieieeeeeeeiitttereeeeeesesaaasteeseesasesesassseseneesssesessassssnenes 17
10. YC/1OBMA XPAHEHWA, TPAHCMTOPTUPOBAHNA U MTPUMEHEHNA HABOPA ..., 18
0 00 I o Yo ] T o ¥ 1= o Yo 1 7 RSPt 18
10.2. TPQAHCTIOPTUPOBAHME ...ceeeevveuneeeeeeeeeeittuaaeeeaeeeeeassnaaaaeseeereeatsnnnsaeeesesnesnnnnsssseeeesrsssnnnnaseeeeenes 18
O T o 1= 1 =T TSRSt 18
11.  TAPAHTUU MPOUBBOLUTETIA ... e s 18
12. CMMBO/bl, NCNONBb3YEMBbIE B AJOKYMEHTALUNU MPOU3BOAUTENA ..., 19

Bepcma 31.05.23-1 2



CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct Cycle threshold (noporosblit LK)

BKO BHYTPEHHMI KOHTPOIbHbIN 0bpasel,
OHK 0Ee30KCUPUBOHYKNENHOBAA KMCNOTA
OHKasa Ae30KCcMpuboHyK1easa

AHT® Ae30KcnpuboHykneosnarpudocdatbl
HA, HoaynapHbin gepmatut KPC

OK OTpULATENbHBIN KOHTPO/Ib IKCTPAKLMK
OKO OTPULATENbHbIN KOHTPO/IbHbIN 0bpaseL,
K- oTpULATENbHbIN KOHTPOb MLP

MK NONIOXKUTENbHbBIN KOHTPO/1b

MNKO NOJIOXKUTENbHbBIN KOHTPO/IbHbLIN 06pasel,
MnupP noanmepasHas uernHasa peakums

yar ypauun-AHK-rnnkosmnasa

HAMMEHOBAHWUE U3OENNUA

Habop peareHToB ana BbisiBneHua OHK Bupyca HoaynspHoro gepmatuta KPC u guddepeHumaumnm
NoneBbiX WTAMMOB OT BaKLMHHbIX METOAOM MNONMMEPA3HOM LEMHOM pPeaKkuMn B PeXKMME «pPeasnbHoro
BpemeHn» «Amnanlpaiim® HogynapHoiii gepmatnt KPC».

Hanee no TEKCTY ynotpebnsetca KpaTKkoe HauMeHOBaHMe: Habop peareHTOB
«Amnaunlpainm® HoaynapHbiii aepmaTtut KPC», a TakKe cokpallueHne Habop peareHToB.
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1. HASHAYEHUE

Habop peareHtoB «Amnaulpaiim® HoaynapHein gepmatut KPC» npegHasHaveH ans BbiasaeHua OHK
NONEBbIX U BAKUMHHbIX LUITAMMOB BMpPYyCa HoaynapHoro aepmatmta KPC B natonornyeckom martepuane
(bparmeHTbl NMOpPaKeHHbIX KOXHbIX MOKPOBOB, OPraHOB, LEe/ibHas KPOBb, Ma3KM CO C/IM3UCTbIX 060/104EK
KOHDBIOHKTUBbI U POTOFIOTKU, MOJIOKO, CMepma) OT NATEHTHO MHOULMPOBAHHbLIX, 60/bHbIX, BbIHYXAEHHO
yOUTBIX MMBOTHbIX U B MHPUUMPOBAHHBLIX KyAbTypax Knetok metogom [UP ¢ rmbpuamnsaumoHHo-
dnyopecLeHTHON aeTeKLMel NPOAYKTOB aMNANPUKALMM B PEXKUME «PeasibHOrO BPEMEHU Y.

MaTepuanom ans nposegeHua [MUP cnyxaT npobbl AHK, aKcTparMpoBaHHble W3 UcC/iedyemoro
maTepuana C nomouwbio HabopoB peareHTOB, peKOMeHAOBaHHbIx [lpousBoauTenem B pasgene
«JJononHuTenbHoe obopyaoBaHMe U MaTepUabl».

2. XAPAKTEPUCTUKUN HABOPA

2.1. CoctaB U KOMNNEKTHOCTb

Habop BbinyckaeTca B eanHol popme. CoctaB Habopa M KOMMNIEKTHOCTb NOCTaBKM yKasaHbl B Tabuue 1
M 2 COOTBETCTBEHHO.

Habop paccuuMTaH Ha npoBeAeHWe ucciegoBaHua 96 06pasuos, BKAKOYaA KoOHTponu. Habop
npeaHasHaveH ansa nposeaeHusa amnamdukaumm OHK metogom MUP ¢ rubpungmnsaumoHHO-GpAyopecueHTHOM
OeTeKUuMel B pemme «peanbHOro BpemMeHn» U MOXET UCMONb30BaTbCA COBMECTHO C aMmnanduKaTopamm
NMIAHLWETHOrO M POTOPHOro Tuna. Ana npoBefeHUa MOJIHOTO MUCCAeAOBaHMA HeoBXoAMMO WMCMO/b30BaTb
Habopbl peareHToB A1A sKcTpakuun AHK, pekomeHgoBaHHble B pa3gene «[ononHutenbHoe obopyaosaHue
M maTepuanbl». Habop ucnonbsyetca ANA PydYHOM MeTOoAMKM BblaeneHna HK uam coBmecTHO ¢
dBTOMATU4YECKUMU CTaHUMNAMU ANA NPUTOTOBNAEHNA N O03UNPOBAHNA PeaKUNOHHbIX cmecen.

Tabnumua 1
CocTaB Habopa

PeareHT 06bem, mn Konunuecteo OnucaHue

BydepHbIi pacTBop co cneundryeckMmm npanmepamm,
MUP-cmece HA, 1,10 1 npobupkKa dnyopecueHTHO-MeveHbIMM 30HAaMM U AHTO.
Mpo3payHasn XNAKOCTb.
BydepHbii  pactBop ¢ TepmocTabunbHon  OHK-
Bbyodep B 0,60 1 npobupkKa noanmepason Taq, cynbdpaTtom marHums u ypauma-AHK-
rAnKo3unasom. Mpo3payHan KUAKOCTb.
MoNoKMUTENBHBIV KOHTPOIbHLIV 0bpased,
Mpo3payHan KUAKOCTb.
OTpuuaTenbHbI KoHTpob MLP.
Mpo3payHasn KNAKOCTb.

MKO HA, 0,26 1 npobupkKa

K- 0,26 1 npobupka

Tabnuua 2
KomnnekTHOCTb Habopa
KomnoHeHT ®dopmar Konunuectso
Habop peareHToB - 1
B 9/1eKTPOHHOM BMAe Ha odnLMaNbHOM canTe
MHCTPYKUMA No npumeHeHuto Habopa ) -
MpoussoauTens: www.nextbio.ru
KpaTtkoe KOBOACTBO MO  MPUMEHEHUIO
P Py A P B bymaxkHOM BuAe 1
Habopa
B 3/1eKTPOHHOM BUAe Ha odnLMaNbHOM canTe
MacnopT KayecTsa Ha Habop . -
MpoussoauTens: www.nextbio.ru
Bknagbilw K Habo 1A aBTOMaTUYECKOW
A Py A B BymayKHOM BuAe 1

06paboTKM pesynbTaToB
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2.2. MpuHUMN metoaa

MpUHLMN TECTUPOBAHMA COCTOUT U3 HECKOJIbKMX 3TanoB. Ha nepBom 3Tane oCyLLecTBAAETCA IKCTPaKLMA
JHK 13 06pasLos nccnegyemoro marepmana COBMECTHO C BHYTPEHHUM KOHTPOAbHbIM o6pasuom (BKO B)L.
Ha BTOpOM 3Tane npoBoAnTCA ogHOBPeMeHHaa amnandukauma AHK supyca HogynapHoro aepmatmta u AHK
BHYTPEHHEro KOHTPo/bHOro obpasua BKO B (MCKycCTBEHHO CMHTE3MPOBAHHAA MOCNEA0BATENbHOCTD), NPU
NoMOLLM cneundUYHbIX K STOMY y4acTKy npaimepos 1 depmeHTa Tag-noammepassol.

[eTekuma npoayKkToB amnandUKaumm NpoUCXoauT NyTEM U3MepeHUs ¢GyopecLeHTHOro CUrHana B
peXxunme «peanbHOro BPEMEHM» 3a CYET MCNO/Ib30BaHMUA B COCTaBe pPeakUMOHHON cmecu $ayopecLeHTHO-
MeUeHbIX OJIMFOHYKNeoTAOoB (30HA0B). 30HAbI TMOPUMAMU3YIOTCA C KOMMJAEMEHTAPHbIM  Y4acTKOM
amnanounumpyemori  OHK-muweHn, B pesyabTaTe 4Yero MpPOMCXOAWUT HapacTaHWe MHTEHCUMBHOCTM
dnyopecueHuMnN. ITO NO3BOAET PEFUCTPUPOBATL HaKoMaeHMe cneumMdmyeckoro NpoaykTa amnanduxkaumm
NyTEM M3MEPEHUA MHTEHCUBHOCTM (GYOPECLLEHTHOTO CUrHaNa C NOMOLLbIO aMmnanduKkaTopa C CUCTEMON
AeTeKunn GAyopecLLeHTHOrO CUrHANA B PEXKMME «PeasibHOro BpeMeHM ».

Habop peareHTOB COAEPHUT CUCTEMY 3aLLUUTbI OT KOHTAMUHALMN aMM/IMKOHAaMM 32 CYET NPUMEHEHUS
depmenTa ypauun-AHK-rankosmnassl (YAr) u tpudocdata aesokcnypuanHa. PepmenT YAl pacnosHaeT u
KaTanusmpyet paspyweHne uenen [OHK, cogeprawmx pesokcnypmamH, Ho He [HK, cogepkalien
AE30KCUTUMUANH. [e30KcnypuamMH oTCyTCTBYEeT B NpupoaHoin IHK, Ho Bcerga npucyTCTBYET B aMIJIMKOHAX,
NOCKONbKY TpudocdaT fe30KCUYpPUANHA BXOAUT B cocTaB cmecn AHT®D B peareHTax 4na amnanduKkaumu.
[e30KcnypnamH aenaetr KOHTaMUHUPYOWME aMNANKOHbI BOCMIPUMMUYMBBIMU K pPaspyLlleHnto GepmMeHTOM
YOI go Havana amnanédukaumm OHK-muweHn, u, cnepoBaTenibHO, OHM He MOTYT ObiTb B AasibHelem
amnanduumpoBaHbl.

depmeHT YOI TepMmonabuieH n MHAKTUBUPYETCA NPWU HarpeBaHuK Bbiwe 50 °C M NO3TOMY He paspyliaeT
aMMJIMKOHbI MULLEHM, HapabaTbiBaemble B npouecce MLP.

Ha atane amnandukaumm ogHOBPEMEHHO B 04HOMN NpobupKe npoxoamTt amnandurkauma JHK nonesbix 1
BaKLUMHHbIX LUITAMMOB BUpPYCa HOoAyNspHOro gepmatuta u JHK BHyTpeHHero KoHTpoabHoro obpasua BKO B.
PesynbTatbl amnanduKaumm perncTpmpyroTca no 3-m pasinyHbiM KaHasam GayopecueHTHOM AeTeKumn
(cm. Tabnuuy 3).

Tabnuua 3
CootBetctBue HK-muweHen n kKaHanoB GpayopecLueHTHOUN AeTeKLuum
Kanan ana FAM R6G? ROX
¢nyopodopa
OHK Bupyca HogynapHoro [OHK Bupyca HogynAapHOro
OHK-muweHb BKO B AepmaTtuTa LepmaTuTa
(nonesble wWTammsl) (BaKLMHHbIE WTaMMbl)
06nacTs UCKycCcTBEHHO
CUHTE3NpPOBaHHaA fen GPCR leHn GPCR
amnanduKauum
nocnegoBaTeIbHOCTb

3. KOHTPO/J1b KAYECTBA

B cootBetctBuM ¢ ISO 13485-ceptudnuympoBaHHoit Cuctemoint MeHearkmeHTa KavecTBa KomnaHWUM
000 «HeKkctbuo», Kaxpana cepua Habopa peareHToB «Amnanlpanm® HogynapHbit aepmatut KPC»
npoBepseTcAa Ha COOTBETCTBME 3apaHee onpepeneHHbIM TpeboBaHMAM Ana obecrnevyeHus MOCTOAHHOrO
KayecTBa NpoayKuuu.

1 BKO B BxoauT B cocTaB HaboOpPOB peareHToB, PEKOMEHA0BaHHbIX Mpon3BoanuTeNnemM ANA SKCTPAKLMM HYKIEUHOBbIX
KMCNOT U3 Uccaefyemoro matepuana

2 letekuma curHana ana dayopodopa R6G ocyllecTBAAETCA N0 KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow.
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4. OTPAHUYEHUE METOOUKU UCCNEAOBAHUA

4.1. Habop NnpMMeHSETCA TONIbKO A/1A BETEPUHAPHbIX U APYTUX HEMEANLMHCKUX Lenen.

4.2. Habop npeaHasHayeH ana paboTbl TONbKO C UCCAeAyeMbIM MaTepuasom, YKasaHHbIM B pasaene
«Ha3HayeHue». Mccnep,osaHme APYrnX BUAOB MaTepmnasioB MOXKET NpuBecTn K NoNy4eHN0 HeJO0CTOBEPHbIX
pe3ynbTaTos.

4.3. lonyyeHue  [OOCTOBEpPHbIX pe3ynbTatoB obecneynmBaeTca  BbiNoOAHeHWEeM  TpeboBaHuUN,
npeabsaBAsSEMbIX K B3ATUIO, TPAHCMOPTUPOBAHWUIO, MOArOTOBKE W XPaHEHW0 00pasuoB McCCAeayemoro
maTepuana (cm. pasgen «Mccnegyemblin matepuan»).

4.4, Cnomoubto Habopa «AmnanMpanm® HogynsapHbin gepmatnut KPC» BoamorkHo MNLP-nccneposaHme
ToNbKO npob6 [HK, 3KcTparMpoBaHHbIX W3 WUCCAeAYEMOro MaTepuana COBMECTHO C BHYTPEHHUMM
KOHTPO/IbHbIM 06pa3uLoM 3KcTpakuum — «BKO B», Bxoasawmm B cocTaB Habopa 4N1A NpoBeAEHUs SKCTPaKLUN
HK. be3 ncnonb3oBaHma BKO HEBO3MOXKHO NPOBECTU OLLEHKY BAaANAHOCTU NOCTAHOBKMU.

4.5. TpumeHeHWe Habopa BO3MOMKHO TOJIbKO MEPCOHaNoOM, OB6yYyeHHbIM METOoZaM MOEeKYNsAPHOW
ANArHOCTMKM M NpaBMaam paboTbl B KIMHUKO-AMArHOCTMYecKol nabopaTtopuu.

4.6. lMpu pabote c Habopom cresyeT UCNO/Ib30BaTb TO/ILKO aMnandUKaTopbl C CUCTEMOM AeTeKuumn
dbNyopecLeHTHOro CUrHana, XxapakTepUCTUKM KOTOPbIX YA0BNETBOPAIOT TpeboBaHNAM, YKa3aHHbIM B pasgene
«JononHutenbHoe obopyaosaHMe U MaTepuanbly.

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa Ao/sKHa NpoOBOAUTLCA B S1abopaTopuAX, BbIMOJHAOWMX MONEKYAAPHO-OMONOrMyeckune
nccnepgosanua. MNMUP-nccnegosaHna Oo/iXKHbI NPOBOAMTLCA C cobatogeHnem TpeboBaHMN METoAMUYECKUX
yKasaHuit MY 1.3.2569-09 «OpraHu3aumsa paboTbl abopaTopuii, MCNONb3YIOWMX METOAbI aMNANPUKaLUM
HYKNEMHOBbIX KUCOT NPU paboTe C MaTepMaNom, COAEPKALLMM MUKPOOPraHM3mbl I-1V rpynn natoreHHoCTU»
n npasun «lMpaBuna nposeaeHWss paboT B AMATHOCTUYECKUX NabopaTopuax, MCMNONb3YIOWMX METos
NosIMMepPasHOM LLEeNHON peakuun (OCHOBHble MONOXKEHMA)» (yTBEPXKAEHbI NPUKA3OM PYKOBOAMUTENS
JdenapTameHTa BeTepuHapum MuHcenbxosnpoga P 27.01.1997).

5.2. lpwu paboTe HeobXx0AMMO BCerga BbINOAHATL caegytowme TpeboBaHUs:

- MNpumeHaTb Habop CTPOro NO Ha3HaYeHWo B COOTBETCTBUMN C AAaHHOW UHCTPYKUMein. OTKNOHEHME OT
MPONUCaHHbIX NpoLeayp M NOPAAKA AEUCTBUIA MOXKET NPUBECTMU K NOJYYEHWNIO HEAOCTOBEPHbIX Pe3y/bTaToB
aHanu3a.

- JlabopaTopHbIli Mpouecc Ao/KeH ObiTb oAHOHanpaB/ieHHbIM. AHanu3 cnegyetr nNpPoBOAUTbL B
OTAENbHbIX NomMelleHuAx (3oHax) B cootsBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpawartb o06pasupl,
obopyaoBaHuMe 1 peareHTbl B 30HY, B KOTOpoW Oblna NpoBeaeHa NpeablayLias cTagma npouecca.

- Ybupatb u aeanHOULMpPOBaTb pas3nnTble 0bpasLbl UM PeareHTbl, UCNOoAb3ya Ae3nHbULMpyowme
cpencTsa B cootBeTcTBMM ¢ CaHlunH 3.3686-21.

- YganATb HeMCnonb3oBaHHble peareHTbl, peareHTbl C WUCTEKWMM CPOKOM TOAOHOCTU, a TaKXKe
MCNON1b30BaHHbIe peareHTbl, YNaKOBKY, 6uronornyecknit maTepknan, BKAKOYaA maTtepunasibl, UHCTPYMEHTbI U
npegmeTtbl, 3arpA3HEeHHblIE 61o0rMyecknum MaTepnanom, B  COOTBETCTBUMU C Tp66OBaHWr'IMM
CaHlunH 2.1.3684-21.
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BHUMAHMUE! MNpu yaaneHun otxoaosB nocse amnandukaumm (npobupok, coaepkalmx npoayktbl MLP)
HeaoMNyCTUMO OTKpPbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHNE COL4EPKMMOTO, MOCKO/IbKY 3TO MOXKET MPUBECTU K
KOHTaMMHauuun npoayktamu MLP nabopatopHon 30HbI, 060pyA0BaHMA U peareHToB.

- WMcnonb3oBaTb M MEHATb NPU Kaxaon onepaumm oaHOPa30Bble HAKOHEYHUKN A1 aBTOMATUUYECKMX
[,03aTopPOB € GPUILTPOM.

- MNocyaa (CTYNKK 1 NecTMKn) U MeTanIMYEeCKME MHCTPYMEHTbI (CKanbnenn, HoXHULbI, MUHLETbI U T.N.),
NCNo/ib30BaHHble A8 NPeanoAroToBKM NpPob, BblAepPKMBAKOTCA B pacTBope Ae3nHOULMPYIOLWEro CpeacTsa
(Hanpumep, 0,2 % pacTBOP HATPMEBOW COIM AUXIOPU3OLMAHYPOBON KMUCNOTbI) B TeYeHMe OAHOro 4aca,
MOITCA BOAONPOBOAHOM BOAOW C MOBEPXHOCTHO-aKTUBHbIMM MOIOLLMMU CPEACTBAMM U NOC/E OTMbIBAHUSA B
NPOTOYHOM U AEMOHU3OBAHHOM BOAE BbICYLUMBAIOTCA B CYXOXKapoBOM LWKady B TeyeHMe 4 4acoB npwu
Temnepatype 180 °C.

- [MoBepXHOCTM CTO/IOB, a TaK»Ke MOMeLLEeHUA, B KOTOPbIX NpPoBoAMTcA noctaHoBKa MLUP, ao Hadana u
nocne 3aseplieHnsa pabot Heob6xoanmo noasepratb yabTpadpuoserosomy 0b1yyeHnto B TedeHne 30 MUH.

- Habop peareHTOB npegHa3HayeH Aa8 OAHOPA30BOro MnpumeHeHus npu nposeaeHun [LIP-
nccnefoBaHUA YKasaHHOro Kondyectsa npob (cm. pasgen «CocTaB M KOMMJIEKTHOCTbY).

- Habop peareHToB rotToB K NPUMEHEHWIO COrIaCHO AaHHOMN UHCTPYKUMK. MprumeHATb Habop CTporo no
Ha3HayeHMuIo.

- He wucnonb3osatb H360p peareHToB, e€C/11M HapylweHa BHYTPEHHAA YyNaKOBKa, WUIU BHELHMN BUA
peareHTa He COOTBETCTBYET ONUCAHUIO.

- He wncnonb3sosaTtb Ha6op peareHTos, eC/int He CO6J'II-O,£],aI'IMCb YCN0BUA TPAHCNOPTUPOBAHUA U XPaAHEHNUA
COrnacCHO UHCTPYKUUNn.

- He ncnonb3oBaTb Habop peareHToB Mo UCTEYEHUN CPOKA FOAHOCTHU.

- Wcnonb3oBaTb 04HOPA30BblE HEOMYAPEHHbIE NepYaTKu, NabopaTopHble XanaThl, 3aLWMLLATb [1a3a BO
Bpems paboTbl c 06pasuamMm U peareHTamu. TILaTeNbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bce onepaunu
NPOBOAATCA TO/IbKO B NepYaTKax AN UCKAOUEHMSA KOHTaKTa C OPraHM3mMOM YeoBeKa.

- He ecTb, He NUTb M He KypuUTb B NpoLecce MCnoab30BaHUA Ha6opa. N3beraTb BAbIXaHNA MNapos.,
KOHTAKTa C KOXel, rnasamm 1 CaInU3ncTomn obonoukoii. He rnotatsb.

- Tpn KOHTaKTe Hemen/IeHHO MPOMbITb MOPAKEHHOe MECTO BOAOM M NpW MAIOXOM CaMOYyBCTBUM
06paTUTbCA 33 MegUUMHCKOM nomoubio. Mpy NnonagaHun BHYTPb, PBOTY HE Bbi3blBaTb, NPOMNOIOCKATb POT
BOAOM, 06paTUTLCA K Bpayy Npu NJI0OXOM CaMo4yBCTBUM.

5.3. Mpu uncnonb3oBaHMM MO  HA3HAYEHUIO U COBNOAEHUM  BbILIEMNEPEUNCNIEHHDbIX  Mep
NpenoCcTOpPOXHOCTM Habop 6e3onaceH. PeareHTbl Habopa coaepKaT HaTPUA a3ng, B KOHLEHTPALUN He bonee
0,1 % 1 cOOTBETCTBEHHO He KnaccudULMPYIOTCA KaK OMacHble U He TpebytoT cobntoaeHna cneuunanbHbix mep
NpesoCTOPOXHOCTHU.

5.4. Cneunduyeckune Bo3genctama Habopa Ha OpraHM3m YesloBeKa:
- KaHueporeHHbI1 a¢pPeKT OTCyTCTBYET.
- MyTareHHoe aelicTBuE OTCYTCTBYET.

- PenpoayKTMBHaA TOKCUYHOCTb OTCYTCTBYET.
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6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3aTtue uccnepgyemoro marepuana

6.1.1. KoHTeliHep NAacTUKOBbLIW ONA B3ATUA, XPaHEHUA M TPAHCNOPTUPOBKM BUOIOTMYECKMX 06pa3LoB
ob6bemom 50 - 60 ma, CTepPUNBHBIA.

6.1.2. OgHOpa3oBble MNOJNMNPONUAEHOBbIE MJOTHO 3aKpbiBatowmeca NpPobupkn obbemom 1,5 mn u
2,0 mn.

6.1.3. TpaHcnoOpTHaA cpena oA B3ATUA, TPAHCMOPTUPOBAHMA U XpaHeHUA BMoAOrMYecKkoro matepmana,
cogeprKallan KOHCEPBAHT UAKU CTEPUABLHBIN GU3MONOTMYECKUIA PACTBOP.

6.1.4. HoXXHWUbI, CKanbnenu, NUHLETHI;

6.1.5. MakeTbl c 3acTexkKom Zip-lock.

6.1.6. BakyymHble npobupkm ans 3abopa KpoBu ¢ aHTUKoarynsHTom (IATA, uMTpaTtom HaTpus).
6.1.7. [1ByXCTOPOHHME UT/bl AN 3a60pa KPOBM B BaKyyMHbIe NpobupKu.

6.1.8. CtepunbHada nocyaa.

6.1.9. ABTOMaTU4YECKMe A03aTOPbl NEPEMEHHOro obbema.

6.1.10. OgHopa3oBble HakoHeYHWKKM, ceoboaHble ot [HKa3/PHKas, gna po3aTopos nepemeHHOro
obbema ¢ punbtpom go 1000 mkn.

6.1.11. LLnaTtenb ogHOpPA30BbIN ANA B3ATUA BMOIOrMYECKOro maTepuana.
6.1.12. bakTepmnonornyeckasa netns.

6.1.13. 30HA onA B3ATMA BUONOITMYECKOro MaTepmana co CAU3UCTbIX 06004EK.

6.2. lMpepBapuTenbHasa NOArOTOBKA Uccaegyemoro matepuana

6.2.1. OgHopa3oBble NONMMNPONUIEHOBbIE NOTHO 3aKpbiBatoLMeca NpPobupkmn obbemom 1,5 - 2,0 ma.
6.2.2. OgHOpa3oBble noAnnponuaeHosble Npobupku Tnna «Falcon» o6vemom 5, 15 nan 50 mn.

6.2.3. CtepunbHble ¢pappopoBbie CTYNKM M NECTbI UM aBTOMATUYECKMIA FOMOTreHn3aTop.

6.2.4. LleHTpudyra-BopTeKc.

6.2.5. MuKpoueHTpudyra gnsa npobupok tuna «3nneHgopd» obvemom 1,5 — 2,0 M € YCKOPEHNEM He
meHee 10 000 g.

6.2.6. LleHTpudyra ans nonmnponunneHosbix Npobupok Tuna «Falcon» ¢ yckopeHnem He meHee 2 000 g.
6.2.7. HoXXHWUpbI, CKanbnenu, NUHUETHI.

6.2.8. TpaHCnopTHan cpega ANA B3ATUA, TPAHCMOPTUPOBAHUA U XPaHeHUA 6MOorMYeckoro matepuana,
CoAepKaLLas KOHCePBAHT UM CTEPU/IbHBIN GU3NONIOTUYECKMIA PACTBOP.

6.2.9. OaHOpa3oBble HaKOHeYHMKM, cBoboaHble oT [IHKa3/PHKas, ana o3atopos nepemeHHOro o6bema
¢ dpunbTpom ot 10 go 1000 mkn.

6.2.10. ABTOMaTU4YecKue Ao3aTopbl NnepemeHHoro obbema.
6.2.11. CTeknAHHaAA UAM NOAMNPONUIEHOBAA BOPOHKA.
6.2.12. AHaNUTMYECKNE NAN NPELM3NOHHbBIE BECHI.

6.2.13.®ocdaTHO-conesolt bydep namn ctepuabHbIn GUIMONOrMYECKUIA PacTBOP.
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6.3. Jkcrtpakuma OHK u3 nccnegyembix o6pasuos

6.3.1. Habop peareHTos ans skcTpakuumn AHK/PHK «MarHoMpaiim® BET» («Popmat 96») nponssoactsa
000 «HekcTtbno», Poccus, nnn «Amnamlpaiim® PUBO-npen BET» nponssoactea OO0 «Hekctbrno», Poccus,
nnu noboi gpyroi Habop, COOTBETCTBYIOWMI CAeayoWNM TpeboBaHUAM:

- Habop nossonseT BblaenaTb HK 13 6uonormyeckoro matepuana ot pbibbl (NeYeHb, MOYKK, CENe3eHKa,
NNAaBHUKN) M  WMHOUUMPOBAHHLIX KyAbTyp K/JETOK A41A TNOCAeAyIoWero WUccnefoBaHna MeToLoM
NnosIMMepasHoM LEeNHON peakuuu;

- coctaB Habopa BKalovaeT peareHT OKO (oTpuuATENbHbIN KOHTPOJIbHbLIM obpaseu) M BKO B
(BHYTPEHHWI KOHTPO/IbHBIV 0bpaseL);

- Habop no3BosAeT UccieaoBaTb 06pasLbl 06bemom He meHee 100 mKn;
- Habop No3BO/IAET NPOBOAUTb 30LUMI0 ounLLeHHoM [AHK B 06beme He meHee 50 mK.

BHUMAHMUE! MNpun ncnonbsoBaHum Habopos ana skctpakuum OAHK gpyrux npoussoguTenei, Heob6xoaMmo
AONoMHUTeNbHO npuobpectn Habop peareHToB «MarHolMpaim® BET»  ¢dopmbl  Bbinycka «Popmat
KoHTposn». PeareHt BKO B cneayet n06aBnATb BO BCE UcC/ieayemMble 006pasLbl, @ TaKXKe B OTPULLATE/IbHbIN
KOHTPO/IbHbIN 06pa3sey, (OKO).

6.3.2. [lononHuTenbHbIEe MaTepuanbl U 060pyaoBaHMe, Heobxoaumble aas sKkcTpakumm OHK, — cornacHo

WMHCTPYKUMW K Habopy peareHToB A sKcTpakunm OHK.

6.4. AmnauduKauma, AeTekuMa NPOAYKTOB amnanduKauuu, aHaNUM3 U UHTepnpeTauums
pe3ynbraTos

6.4.1. OpHopa30Bble NoANNPonuIeHoBble NPobupku, ceoboaHble ot IHKa3/PHKas, cheayoumx BMa0B:

- 3aBUHYMBAIOLLMECA NPOBMPKU M KPbIWKK K HUM MAW NAOTHO 3aKpbiBatowmecs npobmupkn obbvemom
1,5 mn — ana NpUroToBAEHUSA PEAKLMOHHON CMecy;

- TOHKOCTEHHble npobupkn pgns MLUP obbemom 0,2 MA C BbINYKNOW MAM NAOCKOM ONTUYECKM
NPO3pPayYHON KPbILLIKOMN MAK Npobupkm o6bemom 0,2 ma B CTPUNAX MO 8 LWIT. C NPO3PaYHbIMU KpbILKammM — 41a
nposeaexua MLP npu ncnonbsoBaHmMm amnandukaTopa NAaHLWETHOro TUNa;

- TOHKOCTeHHble npobupkun gns MNLP o6bemom 0,2 M C NAOCKOW KPbIWKOM Man npobupkn gna MNLP
obbemom 0,1 mn B cTpunax no 4 wWT. C KpblWwKamu — gna nposegeHus MUP npu mMcnonbsoBaHuu
amnamduKkaTopa poTOPHOro TMNa.

6.4.2. OaHOpa3oBble HaKOHEYHMKM, cBoboaHble oT [IHKa3/PHKas, ana o3atopos nepemeHHoOro obbema
¢ dmunbtpom 0 100 mKA.

6.4.3. lTatTnebl ana npobupok obvemom 0,2 mn man 0,1 mn (B COOTBETCTBMM C WUCNONAb3YEMbIMU
npobupkamu ana MNLP).

6.4.4. Bokc abakTepunanbHoM Bo3ayLwHoM cpeapl (MLP-60Kc).
6.4.5. LleHTpudyra-BopTeKc.
6.4.6. ABTOMaTU4YeCKMe 403aTopPbl NepemMeHHOro obbema.

6.4.7. CTaHumMa aBTOMaTM4ECKan C moaynem gna npurotoBaeHmMA N A403nMpPoBaHNA PeaKLLMOHHbIX cmecen
M KOMNNEKT PacXo4HbIX MaTePUNasioB K Hel cornacHo MHCTPYKLUMU - B C/ZIy4ae NpUrotossieHnA peakynoHHbIX
cMecel ¢ MCno/sb30BaHMEM aBTOMATUYECKOM CTaHunn.

6.4.8. MNporpammupyembiii amnaMGUKaTop POTOPHOrO WAM MAAHLLIETHOrO TUMA C CUCTEMOM AeTeKuun
bNYOpPEeCcUEeHTHOrO CUTHana B PeXUME «PeanbHOro BpPeMEeHW», COOTBETCTBYIOWMA  cneaylowmm
TpeboBaHMAM:
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- Hanuuue TPEx n 6osee He3aBUCUMBbIX KaHanoB payopecueHTHOM aeTekumn ana ¢ayopodopos FAM,
R6G 1 ROX ¢ xapaKTepucTuKamm, ykasaHHbiMM B Tabanue 4:

Tabnuua 4
Tpebyemble xapaKTepUCTUKU KaHaN0B ¢p1lyopecL,eHTHOM AeTeKuun
ANNHbI BOMH, HM
KaHan ana ¢pnyopodopa Bo3byxaeHus DeTteKkuumn
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580
ROX 565 585 605 650

- Ansa nprMbopoB NNAHLWETHOro TMMNa HaauymMe NoaorpeBaemMon KpbilWKK ¢ TemnepaTtypon bonee 100 °C;
- TOYHOCTb Nogaep:KaHusa TemnepaTypbl < 10,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOpOCTb OxnaxaeHuna He meHee 1 °C/cek.

6.4.9. Xo0NnoAUNbHUK C MOPO3UJIbHOM KaMepoi, NoAAepKUBAtOWEN TEMNEPATYPHbIA PEXKUM OT MUHYC
24 °C po muHyc 16 °C.

6.4.10. OTaenbHbIM Xanart, Wano4ykun, obyBb M 0AHOPa30BbIe NepyaTkmn B cooTBeTcTBumn ¢ MY 1.3.2569-09.

6.4.11. EMKoOCTb A/1a cbpoca HaKOHEYHUKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepranom ANa UCCNeL0BAHUA CYKNT:

— MaTonornyecknit matepman oT 60ONbHBIX, NATEHTHO UHOULMPOBAHHLIX UAWN BbIHYKAEHHO YOUTbIX
KUBOTHbIX (PparmeHTbl NMOpaXKEHHbIX KOXHbIX NMOKPOBOB, OPraHOB, Le/IbHas KPOBb, MasKM CO CU3MUCTbIX
KOHBIOHKTUBbLI U POTOMIOTKM, MOJIOKO, cnepma);

— NHOMUMPOBaHHbIE KY/IbTYPbl KNETOK.
7.1. B3aTue M TPaHCNOPTMPOBKA UCC/IeAyemMoro matepuana

7.1.1. ®parmeHTbl MOPAXKEHHbIX KOXHbIX MNOKPOBOB OTOMPAOT B CTEPUbHbIE MJIACTUKOBbIE
KOHTeMNHepbl MM NaKeTbl € 3acTexkKon Zip-lock.

7.1.2. [Ans nonyyeHus LeNbHOM KPOBM KPOBb OTEMpPatoT B NPOBUPKY C aHTUKOaryasHTomM. 3abop Kposu
NPOBOAAT M3 APEMHON UM XBOCTOBOW BeHbI. [15 TWAaTe/IbHOro NepemMeLllnBaHuUs KPOBW C aHTUKOAryISTHTOM
HeobX0AMMO HECKO/IbKO pa3 NepeBepHyTb NPOBMpPKY.

[JonyckaeTca xpaHeHMe 06pasLLoB LebHOW KpoBK Ao nposeaeHus MUP-uccnenosaHus:
— npu temnepatype ot 20 go 25 °C — B Te4eHMe 6 YacoB C MOMEHTA NOJIy4eHMA MaTepuana;
— npu Ttemnepatype oT 2 1o 8 °C — B Te4eHue 2 CyTOK.

BHUMAHMUE! Heponyctmo 3amoparknsaHne 06pasuoBs LebHOM KPpoBHU.
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7.1.3. Ma3Ku Co C/IM3NUCTON KOHDBIOHKTUBDI U POTOrMNMOTKMN NONYy4aloT C MOMOLbIO CTEPUNBHOIO 30HAA-

TAaMMOHa, KOTOPbIN BMECTe C MaTepmnasiom NOMELLAIT B MPOBUPKY C TPAHCNOPTHOM Cpeaoin.

[onyckaeTca xpaHeHMe 0bpa3LoB Ma3KoB Ao nposeaeHus MNLUP-nccnenosaHua:

npu Temnepatype ot 20 ao 25 °C — B Te4yeHne 6 4acos;
npu TemnepaTtype ot 2 4o 8 °C — B TeyeHune 1 cyToK;
npu Temnepatype mmHyc 20 °C — B TeyeHue 1 Hegenw;

npu TemnepaTtype MmHyc 68 °C — oANTeNbHO.

,ﬂ,OI'IyCKBETCH Wb OOHOKPATHOE 3aMOpPaKnBaHMe-oTTanBaHMe maTtepumana.

7.1.4. Cnepmy otbupatot B o6beme 1,5 — 2,0 Ma B NNaCTUKOBbIE KOHTEWHEPbI A5 B3ATUA, XPAaHEHUA U

TPaAHCNOPTUPOBKKN BUOIOrMYecknx obpasyos ob6bemom 50 - 60 ma.

Ycnosua XPaHEHNA N NEPEBO3KN MaTepmana:

npu temnepatype ot 20 go 25 °C — B Te4eHme 2 4acos;
npu TemnepaTtype ot 2 4o 8 °C — B TeyeHUne 3 CyTOK;
npu TemnepaType oT MUHYC 24 go muHyc 16 °C — B TeueHune 1 Hegenu;

npu TemnepaTtype MMHyc 68 °C — AnnTenbHo.

JonycKkaeTca TO/IbKO O4HOKpaTHOEe 3aMOopaXKMBaHMe-oTTanBaHMe maTtepmana.

7.1.5. Monoko otoumpatoT B 06beme 30 — 50 ma B cTepUNbHYIO nocyay.

YCNoBUMA XpaHeHUA 1 NepeBo3KN MaTepuana:

npu temnepatype ot 20 go 25 °C — B TeYeHme 2 4acos;
npu TemnepaTtype ot 2 4o 8 °C — B TeyeHne 3 CyTOK;
npu TemnepaType oT MUHyc 24 ao muHyc 16 °C — B TeueHune 1 Hegenu;

npu TemnepaType MmnHyc 68 °C — 4nnTenbHo.

7.1.6. TMpobbl opraHoB U TKaHel (maccoi He bonee 1 r) oT6MpaAlOT B CTEPUIbHbIE MACTUKOBbIE

KOHTeMHepbl MM NaKeTbl € 3acTexkkon Zip-lock.

Ycnosua xpaHeHUA U NepeBO3KM maTepuana:

npu TemnepaTtype ot 20 o 25 °C — B TeyeHUe 2 4acos;
npu TemnepaTtype oT 2 4o 8 °C — B TeYeHUne 3 CyTOK;
npu TemnepaType oT MUHyC 24 go muHyc 16 °C — B TeueHune 1 Hepenw;

npu TemnepaType mmHyc 68 °C — anmTenbHo.

7.1.7. KynbTypbl KNETOK 0TOMpPatOT B CTEPU/IbHBIE O4HOPA30Bble NPObUPKM obbemom 1,5 —2,0 ma.

BuoNOrMYECcKMit maTepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpeady, XPaHWTb M TPaHCMOPTMPOBATb

COrNacHoO TPebOBaHMAM, YKa3aHHbIM B MHCTPYKLUMKM K UCMOJIb3yEeMOW TPaHCMOPTHOM cpeae. [onyckaeTcs

Nb OHOKPATHOE 3aMOpPaxKnBaHMe-OTTanBaHMe maTtepumana.

HECOGI'IIOLI,GHME Tpe6OBaHMl71 MOXET NPUBECTU K NONTYHEHUNIO HEKOPPEKTHbIX PE3Y/IbTATOB UCCNEeJ0BaHNA.

Bepcma 31.05.23-1 11



7.2. NoarotoBKa matepuana K uccnefoBaHuIo

7.2.1. KpoOBb, Ky/bTypbl KNETOK 1 Ma3KM CO CIM3UCTON KOHBIOHKTUBbI U POTOIIOTKM UCMONb3YIoTCA 6e3
npegBapuTeIbHOM NOArOTOBKMY.

7.2.2. Cnepmy HenocpeacTBEHHO Nepes BblaeNeHUeM HYKIENHOBbLIX KMCOT, MCNO/b3YA HAKOHEYHUK
c ounbTpom, nepeHocAT 50 MKA cnepmbl B CTEPU/bHYIO OAHOPa30Bylo NpPobupKy obbemom 1,5 ma u
A06asnaAoT 150 MKA TPaHCNOPTHOM cpeapl, TWaTe/lbHO NepemMelLnBatoT Npoby Ha BOpTeKCe.

7.2.3. Mo/soKo: ana uccnenoBaHna 0b6pasiibl KOHLEHTPUPYIOT MO 04HOMY U3 ABYX PEKUMOB:

— 0A4HOMOMEHTHO npu 6000 06./MWH B TeyeHUe 18 £ 2 MUH;

— Apo6Ho npu 1000 06./MUH B TeYeHWe 5 MUH ANA oCaXKAeHUA KPYnHbIX YacTml, 1 npu 6000 06./mMuUH
B TeyeHue 15 muH.

Mo OKOHYaHUK UEHTPUPYrMPOBAHMA HALOCALOUYHYIO KUAKOCTb CAMBAKOT, K O0CaAKy A06aBaAT 5 mn
0,9 %-Horo ¢ocdaTHOro 6ydpepHoro pactsopa NaCl, pecycneHampytoT n oTbmMpatoT 1 mn B3BECU B NPOBUpPKY
TMna «3nneHaopd» smectumoctbio 1,5 mn (FOCT 57989 n.6.6.2). MoarotoeaeHHbie NPO6bLI XPaHEHUIO He
nognexar.

7.2.4. TMpobbl NOpasKEHHbIX KOMHbIX MOKPOBOB, OPraHOB W TKaHeElW TOMOreHUsUpylT C
MCNosb30BaHNEM CTepuabHbIX GapdopoBbIX CTYNOK M NECTUKOB MM aBTOMATUYECKOro roOMOreHM3aTopa,
3atem roTtoBAT 10 % cycneH3nto Ha cTepunbHOM GM3MOIOrMYECKOM pacTBope Wan ¢GochaTHO-CONEBOM
6ydepe. CycneH3no nepeHocsaT B Npobupky obbemom 1,5 mn un ueHTpudyrmpytotT npu 400 g B TeyeHue
2 MUH. HagocaaouHyo *KNAKOCTb MCNOMBb3YIOT ANA IKCTpakumn HK.

8. MPOBEAEHUE UCCNEAOBAHUA

MccneposaHue A0MKHO NPOBOAMTLCA NPM HOPMa/ibHbIX MOKa3aTeNsaxX MUKPOKAMMaTa nabopatopun’:
— TemnepaTtypa oKpyKatowero so3ayxa ot 20 °C go 28 °C;

— OTHOCUTEeNbHaA BAa*KHocTb 40 — 75%.

8.1. 3kKcrpakuyua AHK u3 uccheagyemoro martepmana

Ons sKkcTpakumm [JHK umcnonb3oBaTb Habopbl peareHToB, peKomeHAoBaHHble [lpousBoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U matepuanbl». Nopagok paboTbl ¢ HAbopamm 41a IKCTPAKLMK
AHK cmoTpuTe B MHCTPYKLUM NO UX NPUMEHEHMUIO.

Kaxkpaa rpynna skcTparMpyembix 06pa3LoB A0MKHA CONPOBOXKAATLCA MOCTAHOBKOW OTPULATENIBHOMO
KOHTpOAbHOro obpasua (OKO)* B oaHom nosTope. Mpu nposeaeHnm akcTpakumm [IHK, Bo Bce npobbl cneayet
BHOCUTb BHYTPEHHMUIA KOHTPOAbHbI 06pasel, (BKO B).

B npouecce akcTpakumm JHK ncnonb3osath cnegytolme obbembl peareHToB U nccneayembix 06pasuos:

— obbem uccneayemoro obpasua’ — 100 MKn B NpobUpKM Ana uccieayembix 06pasios;

3YKazaHbl O0ONYCTUMble HOPMblI TemnepaTypbl M OTHOCMTENbHON BNAXHOCTM BO3dyxa B paboueit 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuammM [OCT 12.1.005-88 «Cuctema CTaHOApTOB
6e3onacHocTM Tpyaa. ObLme caHUTapHO-rurneHndYeckme TpeboBaHUA K BO34yxXy paboyei 30HbI».

4 BxoguT B cocTaB Habopa, pekomeH40BaHHOro MpounssoanTeNem A8 NPOBEAEHNA SKCTPAKLMMN HYKIEUHOBbIX KMCNOT.
> [lna HeKoTopbIXx BMAOB 06pasuos TpebyeTcs npeasapuTenbHas NOArOTOBKa COrnacHo pasgeny «Mccnesyembiin
maTtepuany.
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— 06bem peareHTa BKO B - 10 MKA B Kaxayto NpobupKy ¢ uccaeayembiMn U KOHTPO/IbHbIM 06pa3suamu;
— obbem peareHta OKO - 100 mKn B npobupKy ans OKO;

— obbem peareHTa, ucnosbsyemoro ana saouum AHK, — 50 mkn (npu ncnonb3oBaHuMM Habopa anA
aKkcTpakumm HK  «Amnaulpainm® PUBO-npen BET») wuam 100 mKn (npu ucnonb3oBaHuMM Habopa
«MarHolMpaiim® BET» nnm 50 — 100 MK (Npy UCNONb30BaHMM APYroro Habopa AnsA SKCTPaKUUKU COrTacHo
WHCTPYKLMM K HEMY).

8.2. MoaroToBKa peareHToB Ana amnanduKauum

BHUMAHUE! KoMMOHEHTbI pPeEaKUMOHHON CMecuM cnegyeT CMeWMBaTb HEMOCPeACTBEHHO nepes
nposegeHvem MMLP.

BHUMAHMUE! B cnyvyae npurotoBneHMA PeaKkLMOHHON CMeCu C MOMOLLbID aBTOMATUMYECKOM CTaHLuMu
cnepyvte yKasaHUAM MHCTPYKLMK MO ee UCNO/Ib30BaHMIO.

8.2.1. Paccuutatb o0b6bembl MUP-cmecn HO, u bydepa B, Tpebywowmeca ans nNpuroToBaeHUn
peakuMoHHON cmecu (cm. Tabauuy 5). Cmecb roToBuTb Ha 0bLLee YMCIO UCCAesyEeMbIX U KOHTPOJIbHbIX
06pa3LoB NAOC 3aNac He MeHee YeM Ha OAHY peaKLMIo.

Tabnuua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HON peakLUOHHON cmecu
PeareHT 06bem, MKn 0O603HaueHusn
MLP-cmecs HA 10,0*(N+1) N — Kosmuectso 06pasuos JHK, nonyyeHHbIX Ha 3Tane
Bydep B 5,0%(N+1) 3KCTPaKLMK, BKKOYAA KOHTPOIK.

8.2.2. lepemewatb cogepnumoe npobupok c MUP-cmecbto HA u Bydepom B, ocagntb Kanau Ha
BOpPTEKCe.

8.2.3. [puUroToBMTb PEAKLMOHHYIO CMECb B OTAE/IbHOM NpobupKe, 406aBMB KOMMNOHEHTLI B 06bEMaX,
paccunTaHHbIX B n. 8.2.1. MNepemeluaTb CMeCb M 0CagmMTb Kanau Ha BOpTeKce.

8.2.4. OTobpaTb HeobXxoAMMOE KONMYEeCTBO NPOBMPOK mam cTpunos gas amnavéukaummn OHK
nccaesyemblXx M KOHTPOJIbHbIX 06pasuLoB, MOAYYEHHbIX Ha 3Tane 3KCcTpakuuu. Boibop npobupok ans
aMmnaMoUKaLMM 3aBUCUT OT UCMOb3YEMOTo aMnanduKaTopa C CUCTEMOW AETEKUUN B PEXUME «PeasibHoro
BPEMEHU Y.

8.2.5. BHecTu B npobMpKM no 15 MK NpUroToBAEHHON PeakLMOHHON CMecH.

BHMMAHMUE! Hencnonb3oBaHHble OCTAaTKMN PeaKLUMOHHOM CMECK XPaHEHUIO HE NOANEKaT.

8.3. BHeceHue npob OHK, nposeaeHne amnandpuKaumm n geTekumm

BHUMAHMUE! Mpn pobasneHun npob [AHK, sKcTparMpoBaHHbIX C MOMOLLbO HAabopoB peareHToB A/
NpoBeAEeHUA 3KCTPAKLUM METOAOM COpPOLMM Ha CUAMKArene WUAM MArHUTHOW cenapaumu, Heobxoanmo
nsberatb NnonagaHMa copbeHTa B PEaKLMOHHYIO CMECh.

8.3.1. BHecTM B nopgroToBneHHble NPOBUMPKU C peakUMOHHOM cmecbio no 10 mkn npo6 AHK,
MOJIy4YEHHbIX B pe3ybTaTe SKCTPAKLMMN.

8.3.2. BHecTu KOHTpO/bHble 06pa3Lbl:

a) nonoxutenbHblt KoHTponb MNUP (MNK) — B ogHy npobupky ana obpasua MK sHecTn 10 mKn
NKO HA.

6) oTpuuaTenbHbI KOHTPOAb 3KCTpaKuuu (OK) — B oaHy npobupky ana obpasya OK BHecTu
10 mKn npobbl, aKcTparmposaHHo 13 OKO.

Bepcma 31.05.23-1 13



B) oTpuuartenbHbii KoHTpoab MUP (K-) — B oaHy npobupky ana obpasua K- BHectv 10 mKn
peareHTa K-.

8.3.3. 3anporpammupoBaTtb aMnaMGUKATOP C CUCTEMOMN AETEKLMUN B PEKMME «PeasibHOro BpemMeHm»
ONA  BbINOAHEHUA «EAMHOM» nporpammbl amnanduKaumm n  aetekumm GAyopecueHTHOro curHana
(cm Tabnnuy 6).

Tabnuua 6
EguHana nporpamma amnandpuKaumm n getekumnm ¢ayopecueHTHOro curHana
o JleTeKumna no KaHanam gna Konnuecteo
Lnkn Temnepatypa, °C Bpemsa dnyopodopos UMKNOB

1 50 15 MuH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c FAM, R6G®, ROX

MpumeyaHue: c MCNosb30BaHMEM €AMHOM MNPOrPamMmbl MOXKHO OAHOBPEMEHHO MPOBOAUTb B OAHOM
npubope noboe coyeTaHMe TECTOB, BKAOYAA TECTbl C 0OpaTHOM TpaHcKpunuuein n amnamduKkaumen. MNpu
OAHOBPEMEHHOM MPOBEAEHUMN HECKO/IbKMX TECTOB AeTeKuMA GNyopecU,eHTHOro CMrHaia HadHavyaeTca U no
APYrMM MCnosib3yeMbiM KaHanam, NMOMMMO YKasaHHbIX B Tabauue. B cnyyae ecam B oaHom npubope
OHOBPEMEHHO NMPOBOAATCA TECTbl TONbKO AnAa BbiABNeHUsa AHK, MoXHO yaanntb U3 gaHHON NPOrpammbl
nepBbIi Wwar o6patHol TpaHcKpunumm (50 °C — 15 MUHYT) ANA SKOHOMUU BPEMEHMN.

8.3.4. YcTaHOBMUTb NPOOUPKM UM CTPUMbI B AYEMKN PEAKLMOHHOIO Moayna npnbopa.

MpumeyaHue: Heo6x0AMMO nepes NMoCTaHOBKOW B ammnaMdMKaTop NaaHLIETHOro TMna OCaAuTb Kamnau co
CTEHOK NPOBUPOK Ha BOpPTEKCE.

8.3.5. 3anycTuTb BbINOJIHEHWE NPOrPaMMbl aMmMIMGUKaLMKM ¢ geTekumeln GyopecUueHTHOro CUrHana.

8.3.6. [lpubop npoBoAUT perucTpaumio GAYOpPecLEHTHOrO CUrHajsa aBTOMATUYECKM B pexume
«peanbHOoro BpemMeHm».

8.4. AHanus n o6paboTKa pesynbTaToB
AHanuns 1 06paboTKy pe3ynbTaTOB MOMXKHO NPOBOAMUTD:

— B aBTOMATMYECKOM peXumMe C WCMNoAb30BaHMEM MporpamMmmHoro obecneyeHma FRT-Manager
(000 «UNHTep/labCepBuc», Poccua) cornacHo pyKoBOACTBY N0Jib30BaTeNs, BbIbpaB METOAUKY, YKa3aHHY0 BO
BKNaAplle, npuaaraeMom K Habopy. PyKoBoACTBO MONb30BaTeNA PasMelleHO Ha opuuManbHOM caiTte
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM pEXMME C MOMOLLbIO MNpOorpaMmHoro obecneyeHna npubopa, MCNOAb3yEMOro ANA
nposegeHua MUP c peTekuuein B pexume «peanbHOro BPEMEHM», COMMACHO WHCTPYKUMM MO €ero
NPUMEHEHUIO, MHCTPYKLMM NO NPUMeEHeHMIo Habopa 1 KpaTKOMy PYKOBOACTBY, Npuaaraemomy K Habopy.

BHUMAHMUE! O6paboTKy AaHHbIX (hyopecLeHTHbIX KPUBbIX), NONAYYEHHbIX B NPOrpammHOM obecneyeHun
npubopa, ucnonbzyemoro ana nposegerua MNLP c aetekume B pexnme «peasbHOro BpemMeHu», NpoBOAUTb
COr/IACHO UHCTPYKLMW NO €ro NpUMeEHEHMUIO.

6 Mletekuma curHana ana dayopodopa R6G ocylecTBAAETCA NO KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow.
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O6paboTKa 1 pacyeT pe3ynbTaToOB NPOUCXOAUT HA OCHOBAHUW HaNMUUA (MU OTCYTCTBUA) NepeceveHuns
KpuBol dnyopecueHuUmm S-obpasHoit (cMrmoobpasHoit) ¢popmbl C YCTAaHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NMoporoBoi IMHUEN, YTO onpeaenneT Haamuume (Mnm oTcyTcTBue) ana gaHHon npobbl AHK 3HaueHus
noporosoro uukna (Ct) B cootseTcTByiollei rpadpe Tabauubl pesynbratoB. [MapameTpbl 06paboTKM
$NyopecLEeHTHbIX KPMBbIX 3aBUCAT OT MCMOJ/Ib3yeMO mogenn amnandurKkaTopa.

KpmBble HakonieHua GAyoOpPecUEeHTHOro CcurHana aHaiuM3upyroTca No 3-M  KaHanam  AeTekuuu
(cm. Tabnunuy 7).

Tabnuua 7
deteKkuua ¢nyopecueHTHOro cMrHana
KaHan ansa pnyopodopa FAM R6G’ ROX
[OHK supyca HogynapHoro | [HK Bupyca HogynapHoro
MpoayKT amnandukaumm BKO B AepmaTuTa AepmaTuTa
(nonesble wWTammbl) (BaKLMHHbIE WTaMMbl)

8.5. WUHTepnpetauua pesynbratos
MHTepnpeTaymio pesyabTaToB NPOBOAAT B ABYX BapMaHTaxX:

— BPYYHYIO B COOTBETCTBUM C Tabaimuen 9 U KpaTKMM PYKOBOACTBOM, NpuiaraeMbiM K Habopy. Pesynbtat
MccneaoBaHMA CUATAIOT AOCTOBEPHbIM, €CAU Pe3yabTaTbl, NOAydYeHHble ANA KOHTPOAbHbIX 06pa3lLos,
COOTBETCTBYIOT KPUTEPUAM BaMAHOCTU, YKa3aHHbIM B Tabanue 8 U B KpaTKOM PYKOBOACTBE, Npuiaraemom
K Habopy;

— B aBTOMAaTUYECKOM peXume C WCNoaAb30BaHMEM MporpammHoro obecnedyeHua FRT-Manager
(000 «NHTepNabCepBuUC», Poccus) cornacHo pyKoBOACTBY N0J1b30BaTeNA, BbiIbpaB MEeTOAMKY, YKa3aHHYo BO
BK/adbllle, npuiaraeMomMm K Habopy. PyKoBoACTBO Mosib3oBaTesns pasMeLleHo Ha oduumanbHOM caiTe
000 «UNHTepMabCepeuc» no agpecy: https://www.interlabservice.ru/service/frt/. Kputepum sanngHoctu
pe3ynbTaToB, MOJYYEHHbIX ANA KOHTPOJEN, N anropuTM UHTepnpeTauMm pesynbTaToB AAs8 UCCaedyeMbixX
06pasuoB, UCMOoJIb3yemble B MporpaMmHom obecneyeHunm, NpeactaBieHbl B Tabanuax 8 1 9 cooTBETCTBEHHO,
W B KPAaTKOM PYKOBOACTBE, NpUAaraeMom K Habopy.

Tabnuua 8
Kputepun BaaAnaHOCTU ANA KOHTPONbHbIX 06pa3L,oB

3HaueHue noporoeoro uukna (Ct) ana amnandpukatopos
POTOPHOro / NAaHLWETHOro TUNOB MO KaHany ana ¢pnyopodopa

KoHTtponb
FAM R6G ROX
NKOH
A o OnpegeneHo 3HadyeHne Ct | OnpegeneHo 3HayveHue Ct
(nonoxkutenbHbIn OTcyTcTByeT s
He BblILLEe rpaHUYHOrO He BblLLEe rpaHUYHOro
KOHTPO/Ib)
OK
o OnpepeneHo 3HavyeHue Ct
(oTpuuaTenbHbIN OTcyTcTBYET OTcyTcTBYET
He BblILLe rPaHNYHOro
KOHTPO/Ib 3KCTPAKLMK)
K-
(oTpuuaTenbHbIN OTcyTcTBYET OTcyTcTBYET OTcyTcTBYET
KoHTposb MLP)

7 OeTekuma curHana ana dayopodopa R6G ocylecTBaseTca No KaHany AeTeKUMmn Ana aHanornyHblx payopodopos Hex,
Joe, Yellow.
8 I'paHMyHble 3HaueHuna Ct yKasaHbl B KpaTKOM PYKOBOACTBE, NpUIaraemom K Habopy.
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Tabnnua 9
MHTepnpeTauua pe3ynbTaToB 4Naa uccneayembix obpasuos

Pe3ynbTatbl (3HaueHue noporosoro uukna (Ct) gna npubopos

POTOpPHOro / NNaHLETHOro TUNOB) Wntepnperauua
3HaueHua Ct no KaHanam ana payopodopos R6G u ROX oTcyTcTBYIOT, AHK nonesoro 1 BakKUMHHOro Wramma
npu sTom 3HayeHune Ct no KaHany pgna oényopodopa FAM BUpPYCa HOAYNAPHOTO AepMaTuUTa
onpeaeneHo He Bbille rpaHUYHOro®. He o6Hapy:KeHa
3HaueHue Ct no KaHany gnsa ¢nyopodopa R6G onpepgeneHo.

Mpu aTom KpuBaa ¢ayopecueHUMn [aHHOM Npobbl MO AaHHOMY [OHK nonesoro wramma Bupyca
KaHany nepecekaeT NOPOroBYH JIMHUIO HA Yy4acTKe XapaKTepHOro HOAYNAPHOrO AepmaTtuTta
3KCNoHeHuManbHoro nogbvema onyopecueHumn. 3HadeHue Ct no obHapyxeHa

KaHany ana ¢nyopodopa FAM onpegeneHo unm oTcyTcreyet

3HaueHue Ct no KaHany ansa payopodopa ROX onpeseneHo.

Mpu 3Tom Kpueaa ¢ayopecLeHLuMM AaHHOW npobbl MO AaHHOMY OHK BakUuUWHHOro wramma supyca
KaHany nepecekaeT MOPOroBYK JIMHUIO Ha y4yacCTKe XapaKTepHOro HOAYNAPHOrO AepmaTuTa
3KCNoHeHuManbHoro nogbema oényopecueHunn. 3HadeHue Ct no obHapyxeHa

KaHany ana eényopodopa FAM onpegeneHo unm oTcyTcreyet
3HaueHua Ct no KaHanam ana payopodopos R6G u ROX oTcyTcTBYIOT,
npuM sTom 3HavyeHue Ct no KaHany ana d¢ayopodopa FAM
onpeaeneHo Bbille rPaHNYHOrO WU OTCYTCTBYET.

HesanugHoin!
C6o11 BKO! TpebyeTca noBTOpUTbL aHaM3

8.6. Bo3moOXHble oWnbKu

8.6.1. [na oTpuuaTesibHOro KOHTPoAA 3KcTpakuumu (OK) no KaHanam ana ¢pnyopodopos R6G u / nam
ROX onpeaeneHbl 3HaYeHUsi noporosoro umkna (Ct). BepoATHa KOHTaMMHaUMA nabopaTtopum NpoayKTamm
amnaMduUKauMmn UM KOHTaMUHALMA Ha KakoM-nbo aTane nccnegosaHua. Heobxoammo npeanpuHATL Mepbl
Mo BbISABAEHWUIO U IMKBUAALMN UCTOYHMKA KOHTAMMHALMKM U NOBTOPUTL UCCAeA0BaHUE AnA Bcex obpasLos,
HaA4YMHaA ¢ 3Tana aKcTpakummn JHK.

8.6.2. [na otpuuaTtenbHoro KoHTpons MUP (K-) no kaHanam ana dayopodopos FAM un / unm R6G
n/unn ROX onpegeneHbl 3HaYeHUsa noporosbix Umkaos (Ct). BeposTHa KoHTamuHauua nabopatopum
NPOAYKTaMM aMNANPUKALMM UNM KOHTaMUHAUMs peareHToB Ha 3Tane MUP. Heobxoanmo npeanpuHaATb
Mepbl MO BbIABNEHUIO U JIMKBUAALUMU UCTOYHMKA KOHTAaMWMHALUMKM M NOBTOPUTbL MUCCAefoBaHUE ANIA BCeX
06pa3LoB, HayMHana c atTana MNLP.

8.6.3. [na uccnepyemoro o6pasLa onpeseneHo 3HaYeHME NOPOroBOro LMKAA, MPW 3TOM Ha rpaduke
bnyopecueHUnM OTCYTCTBYET YYaCTOK XapaKTEPHOro 3KCMOHEHUMaNbHOro noagbema (rpaduk npeacrasnsert
coboli NpubansuTesbHO NPAMYO ANHWUIO). Heobxogumo npoBepuTb MPaBU/IbHOCTb BbIOGPAHHOINO YPOBHS
NMOpOroBOW NMHWUM UK NAapaMeTpoB pacyeTa 6a30BOM NMHUW. ECIM pe3ynbTaT NoayyYeH Npu NpaBUIbHOM
YPOBHE MOpPOorosoin nuvHuM (6a3oBoi NnMHMKM), TpebyeTca MOBTOPHO nposect amnanduKkaumio/TNLUP u
AeTeKLumto ana 3Toro obpasua.

8.6.4. [ns uccnegyemoro obpasua OTCYTCTBYET 3HauyeHWe noporoBoro umkna (Ct) no kaHanam gns
dnyopodopos R6G 1 ROX, 4To CBMAETENBCTBYET O HEKAYECTBEHHOM NPOBEAEHMUM IKCTPAKLUNM HYK/IEMHOBbIX
KUCNOT WAM HANU4MKU MHIMO6UTOpOB. TpebyeTca MOBTOPHO MPOBECTM UCC/efoBaHWe AaHHOro obpasua,
HaYMHAA C 3Tana 3KCTPAKUMM HYKNEMHOBBLIX KWUCAOT. B cayvyae BOCNPOM3BOAMMOrO pes3ysibTaTta
pekomeHAayeTcA NOBTOPHO NpoBecT 3abop, NpeaBapuTesibHYO NOATOTOBKY M nccneaoBaHme obpasua.

% I'paHnuHble 3HadeHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpuUaaraeMom K Habopy.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepaen obHapyeHna'°

Mpegen obHapy:keHna Habopa «Amnaulpaiim® HoaynspHbit gepmatut KPC» ©6bln onpeaeneH ¢
MCMonb30BaHMeM NpobuT-aHanmsa ¢ 95 %-0li JOBEPUTEbHON BEPOATHOCTbIO U cocTasnsaeT 1,0x10% konuit/mn ana
[OHK BUpyca HoaynspHOro gepmaTtuta, No1IeBOro WTamMmma W BakKUMHHOrO Wrtamma (cm. Tabauuy 10). 3HaueHume
XapaKTepPUCTUKM AOCTUIaeTCs Npu cobatogeHnn NpaBusl, yKasaHHbIX B pasaene «Mccnegyemblin matepuany.

Tabnumua 10
Mpeaen o6HapyxeHua Habopa

MuKpoopraH1usm Mpeaen obHapyxeHus, Konuii/mn
[OHK Bupyca HogynspHoro gepmatuTa KPC, nonesol wramm 1,0x103
OHK Bupyca HoaynapHoro aepmatuta KPC, BaKUMHHbIM WTaMm 1,0x103

9.2. AHanutTM4yecKasa cneunPUUYHOCTb

Habop peareHTOB 06HapyKMBaeT dpparmeHTbl reHomHol JHK BMpyca HoaynspHoro aepmatuta KPC.

AHanutMyeckas  cneumMduUHOCTb Habopa oueHMBanacb TecTMposBaHMem HK  MMKpoopraHmsmoB
(cm. Tabnmuy 11). HK MMKPOOPraHM3moB B KOHLEHTpaummn He meHee 1,0x10° konwuit/mn, BHOCUAM B 0BpasLpbl
61onorMyeckoro MaTepmana, He coaeprKalLme onpeaensemyto ¢ NOMOLLbIO Habopa reHomHyto AHK HA.

Tabanua 11
MuKpoopraHuambl U BUPYCbl, UCNONb3yeMble 1A OLLeHKU aHa/IMTUYECKon cneuupUuUdHOCTU

MuKpoOopraHusmbl U BUPYCbl

Bupycbl ocnbl oBeL, 1 KO3 Brucella abortus

Bupyc ocnbl Kopos Brucella suis

lepnecsupyc 2 Tuna KPC Listeria monocytogenes

Mycoplasma spp Mycobacterium tuberculosis

Salmonella enterica Mycobacterium bovis

Pasteurella pneumotropica Pasteurella multocida
Mpu TecTMpoBaHuM obpasuos HK BbienepeymcieHHbIX

MWKPOOPraHM3MOB C MCMO/b30BaHWEM Habopa
NEePEKPECTHbIX PEAKLIMI BbIBIEHO He 6blo.

10 Npepen obHapyeHna — 95 %-0e MONOKUTENbHOE MNOPOrOBOE 3HauYeHWe KOHUeHTpauuu (KoHueHTpaumsa AHK
BblAABAAEMbIX BO36yauTeNei, Npu KoTopoit 95 % TecToB AAtOT NONOKUTENbHBIN PE3yNbTaT).
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10.YCNnoBUA XPAHEHUA, TPAHCIMTOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1.Cpok rogHoCTU

Cpok rogHocty Habopa cocTasnser 12 mecAueB OT AaThl M3rotoBaeHWA. ocne BCKPbITUA peareHTbl
MCMO/Ib30BaTh A0 MUCTEYEHWUA CPOKa rogHOCTM Habopa. Habop C MCTEKLWMM CPOKOM TOAHOCTU MPUMEHEHUIO He
NOANEMHKUT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcrnoptupoBaTb Npu TemnepaTtype ot 2 A0 8 °C BcemMu BMAAMM KPbITbIX TPAHCMOPTHbIX CPeacTB B
TEPMOKOHTEMHEPaAX C X/1a031eMeHTaMM AN B aBTOopedpuKepaTopax.

JonyckaeTtca TpaHCnopTUpoBaHMe He bonee 3 cyToK npu Temnepatype oT 8 ao 25 °C.

Habop, TpaHCNOPTMPOBaHHBIA C HapyLEeHWEM YKa3aHHOro TeMMNepaTypHOro PEeXMMA, MPUMEHEHUIO He
NOANEXKMNT.

10.3.XpaHeHue

Habop xpaHuTb Npu TemnepaType ot 2 4o 8 °C B 3aLLMLLEHHOM OT CBETA MECTe B TEYEHWNE BCEro CPOKa rogHOCTU
Habopa.

PeareHTbl nocne BCKPbLITUA XPaHWUTD B TEX XKe YCN0BUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKPbITbIE U BCKPbITbIE
peareHTbl CTabu/IbHbI B TEYEHWE CPOKa FOAHOCTM, YKa3aHHOIO Ha STUKETKe, NpY cOBNI0AEHNM YKa3aHHbIX YCI0BUIA
XpaHeHuA. PeakupmoHHasa cmech, NpurotosaeHHas m3 MNUP-cmecn HA v bBydepa B, xpaHeHMIo He NoANEKUT.

Habop, XpaHUBLUMICA C HApYLIEHNEM YKa3aHHOIO PeXMMa XPaHEHNS, MPUMEHEHWIO HE MOA/IEHKUT.

11.TAPAHTUU NPOU3BOAUTENA

Mpon3BoguTeNb rapaHTUPyeT COOTBETCTBME XapaKTepWUCTUK Habopa TpeboBaHMAM, YKasaHHbIM B
TEXHUYECKON W 3KCMIyaTaUMOHHOM [OOKYMEHTaLuKW, B TeyeHWe YyKa3aHHOro CcpoKa rogHocTM npwu
cobntoaeHUM BCEX YCA0BUIA TPAHCNIOPTUPOBAHMA, XPAaHEHUA U NPUMEHEHWA.

Peknamaummn Ha KauyectBo Habopa «AmnaunMpanm® HoaynsapHbiii gepmaTtnut KPC» HanpasnAaTb B aapec
npoussogutena OO0 «Hekctbuo»: 111394, r. Mockea, yn. MonumepHas, 8 ctp. 2, Ten. (495) 620-08-73, e-
mail: info@nextbio.ru.

KoHcynbTaumio no paboTte ¢ Habopom, a TaKkKe Mo BONPOCaM, KacatoWMMCA KayecTBa Habopa, MOXKHO
MONIYYMTb MO KOHTaKTaM, YKasaHHbIM Ha oduumanbHom caiite Mpoussoautens: www.nextbio.ru.
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12.CUMBO/1bl, UCMNOJIb3YEMbIE B AOKYMEHTALUN NPOU3BOAUTENA

REF Homep no katanory
LOT Ko naptum
<L
//o\ He gonyckaTb nonagaHuA
~ \ COJIHEYHOrO cBeTa

CofiepMMoro AOCTaToOYHO ANs
npoBseaeHMA N-KonYecTsa
TecToB

O6paTtutechb K MHCTPYKLUM NO
NPUMEHEHMUI0

2 <
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