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A IHK-TEXHONMOT U VHCTpYyKLUUA NO NPUMEHEHUIO Nncer 2
EBV Nnctos 41

CMNCOK COKPALLEEHUW 1 OBO3HAYEHII

B HAaCTOSLLEN MHCTPYKLWW UCTIOMb3YHTCS CNeAYHOLLNE COKPALLEHNS U 0603HAYEHNS:

EBV - OT aHr/. Epstein-Barr virus

RCF -oT aHrn, relative centrifugal force, OTHOCUMTENbHOE YCKOPEHME LEHTPURDYTI
BK - BHYTPEHHWIA KOHTPO/Ib

AHK - e30KCUPUOOHYKNEeNHOBasA K1CIoTa
OHKa3bl - NE30KCUPUOOHYKNeasbl

K- - OTpULaTeNbHbIA KOHTPO/bHLIN 06pasel,
K+ - NONOXUTESbHBIA KOHTPO/bHbIN 06pasel
JIKO - NabopaTopHbIN KOHTPO/bHbI 06paseLl
HK - HyKnenHosble knenotol (PHK n AHK)
MupP - NonuMepasHasg LienHas peakuns

PHKa3bl - pUBbOHYKneasbl
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EBV inctos 41

1 NMPEAHASHAYEHHOE NMPMEHEHWE
MNonHoe HammeHoBaHWe Habopa peareHToB: Habop peareHToB An14 BbisBneHus AHK
Epstein-Barr virus metogom [MNLP B pexunme peanbHoro spemenn (EBV), ganee no TekcTy -
Habop peareHTOB.
Ha3HaueHwne: Habop peareHTOB npefHasHayeH Ans BbisBneHns AHK Epstein-Barr virus B
GronornyeckoM matepuase yesnoBeka (KpPOBb, CMHOBMA/IbHAA XULKOCTb, CMMHHOMO3r0Bas
XXWUOKOCTb, aMHMOTMYECKas XXMAKOCTb, GMONTaT WAM MYHKTAT W3 04aroB MopaXkeHus
OpraHoB N TKaHeil, Ma3oK CO CAM3WUCTOW POTOrNOTKW, ctoHa) MeTtogom MMUP B pexxume
peasibHOro BPEMEHN.
DYHKLMOHaNIbHOE Ha3HaYeHWe: AMarHoCTMKa in Vitro.
MoKazaHUS K MPoBeLeHNI0 UCCNefoBaHNS: CUMATOMbI MHGEKLMK, Bbl3BaHHONM Epstein-
Barr virus (EBV).
MpOTUBOMOKAa3aHUIA K NMPUMEHEHUIO HET.
MonynAaunoHHbIE N AeMorpauyeckne acneKTbl: MPUMEHEHWe Habopa peareHToB He
3aBUCUT OT MOMNYNALMOHHBIX 1 AeMOorpafuyecKmx acneKToB.
O6nacTb NPUMeHEHUNA: Habop peareHToB MOXET ObITb WCMO/Mb30BAH B  K/IMHWUKO-
AMarHoCTUYECKNX NabopaTopuax MeAULMHCKUX YUPEXAEHNIA.
MoTeHUMabHble NONb30BATENN: KBAIM(PULMPOBAHHbINA NepcoHasl, 06y4YeHHbI MeToaam
MOJIEKY/NIAPHOM  AMAarHOCTUKM 1 npaBuiaM  paboTbl B KAMHWUKO-AMArHOCTUYECKOWA
nabopatopun; Bpay  KMHWKO-AMArHOCTUYECKO nabopatopuun, (enbaliep-nabopaHTt
(MeanumMHCKNIA NabopaToPHbIA TEXHUK).
MpUMeHATb Habop peareHTOB CTPOro MO Ha3HAYEHWMKO COMNacHO AaHHOW WHCTPYKUMMK MO

NPUMEHEHMIO.
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MNHCTPYKUNS MO NPUMEHEHUIO
EBV

2. XAPAKTEPNCTUNKA HABEOPA PEATEHTOB

2.1. CocTaB Habopa peareHToB
R1-P209-S3/9, thacoBKa S, cTpunbl
HavnwveHoBaHve o KonunyecTso HoMMWHabHbIN
BHewHW1 BMA )
KOMMOHEHTa Npo6GUMPoK  06bEM KOMMOHEHTa
Cwmecb gna Mpo3payHas becuBeTHas um
s Po3p ! 12 cTpunos
amnndukaumm, p030Bas XXMAKOCTb MOA no 20 mkn
no 8 npo6mpok

3aneyartaHHas napagMHoOM  BOCKOOGpPa3HbIM GeflbiM C/Ioem
Mpo3payHas GecLBeTHas

Pacteop Tag-nonnvepasbl po3p H 2 Npobupkm no 500 mMkn
XWOKOCTb
Mpo3payHas becLBeTHas BA3Kas

MwuHepanbHOe Macno PO H 2 Npo6UpKM no 1,0 mn
Mac/SHACTas XXMUAKOCTb

MMoNOXMNTENbHbIA Mpo3payHas GecLBeTHas

o , Posp . 1 npobupka 130 MKn
KOHTPO/IbHbINA 06paseL| XWUOKOCTb
KpbILWK® 4ns cTpunos 12 .

HanmeHoBaHne
KOMMOHEHTA
Cwmecb ong
amnanukaumm,
3areyaraHHas napapuHom

PacTtBop Tag-nonnmepasbl

MwHepanbHoe Macno

[MONOXMNTENbHBbIA
KOHTPO/bHbI 06pasel’

1™ R1-P209-23/9, dhacoBKa S, npobupKmn

o Konuyectso HoMMHaNbHbI
BHewHnn Bug, )
NpobmpoK  06BLEM KOMMOHEHTA

Mpo3payHas becupeTHas um
po30Bas XNLKOCTb Moj, 96 npo6upok no 20 MKn
BOCKOOOpasHbIM 6e/1bIM CNoeM
Mpo3payHas becLiBeTHas

PO H 2 NpPo6UpPKK no 500 mMkn
YXUIKOCTb
Mpo3payHan GecLBeTHas BA3Kas

PO H 2 NpPo6UpPKK no 1,0 mn
MaCNSHUCTas XXUAKOCTb
Mpo3payHas becupeTHas

PO ! 1 npobupka 130 mKn

XNOKOCTb

- Ha 3TVIKETKE KOMIOHEHTa 7151 BCeX (hacoBOK «I10NOMUTE/bHbIA KOHTPO/bHBb I 06Pa3eL YKasbIBAeTCs Kak «K+»
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w R1-P209-UA/9, hacoBka U

HanmeHoBaHue o Konnyectso HoMMHaNbHbIN
BHewHnn B1A, .
KOMMOHEHTA NpoobupoK  06bEM KOMMOHEHTA

Mpo3payHas GecugeTHasd Um

Cwmecb ang amnanukauum 1
A (uka, P030Bast XXMAKOCTb Mpooupka 600 micn
Monnmepasa TexHoTal Mpo3payHas 6ecuBeTHas BA3Kas
P H Posp " 1 npobupka 30 MKn
MAX YKUAKOCTb
Mpo3payHas becLgeTHas
nupP-
LIP-6ycep - 1 npobupka 600 MKn
MonoXxutenbHbIi MNpo3payHas 6ecLBeTHas
o , posp H 1 npobupka 130 mKn
KOHTPO/bHBI 06paseL YXWAKOCTb

Bce KOMMOHeHTbI Habopa peareHTOB rOTOBbl K TMPUMEHEHUIO W He TpebytoT
[lONONTHUTENbHOW NOAroTOBKM K paboTe.

KOMMNAeKTHOCTb:

- Habop peareHTOB B OJHOM V3 BapvaHTOB UCMOIHEHNSA - 1 LT,
- VIHCTPYKUMS MO NpUMEHEeHNHO - 1 3K3.

- BknagbIw - 193K3.

- Macnopt - 193K3.

2.2. KonnyectBo aHa/M3npyemMbIx 06pasLoB

Habop peareHTOB B (hacOBKe S paccuuTaH Ha npoBeaeHve 96 onpeaeneHnii (He 6onee 24
NMOCTaHOBOK), BK/KOYas aHa/In3 HEM3BECTHbLIX 00pasLoB, OTPULATE/IbHLIX KOHTPO/IbHbLIX 06pa3LoB v
LLONIOXKMTENbHBIX KOHTPO/IbHbIX 06pa3LioB.

Habop peareHTOB B (hacoBke U paccumTaH Ha nposefeHue 96 onpeneneHunii npu ycnosum
MOCTaHOBKM He MeHee 5 00pasyoB B OOHOM uccnefoBaHUMM (3 HeM3BECTHbIX 06pasua,
OTpuULAaTENbHbIM U MONOXMNTE/bHbIA KOHTPO/bHbIE 06pasLbl).

2.3. MpuHUMN MeToaa

Metog: MonumepasHas uenHas peakuus (MUP) ¢ geTekumelr pesynbTaToB: B pPeXuMme
pealbHOr0 BPeMEHU, Ka4eCTBEHHbI aHan3.

MpuHUMN MeTofa OCHOBaH Ha MCMOMb30BaHMM npouecca amnangukaymm AOHK ¢
MOMOLLbO MoNMMepasHoK LenHor peakuuy (MLP). Mpouecc amnandrkaummn 3aknovaeTcs B cepumn
NMOBTOPAIOWMXCA  UMKIOB — TemnepaTypHon  feHatypauun OHK, omkura npaimepos ¢
KOMM/IEMEHTAPHbIMW MOC/NeA0BATE/IbHOCTAMM U MOCNEAYIOLEN AOCTPOMKN NONNHYKNEOTUAHBIX

Lienein ¢ aTux nparimepoB Tag-nonnmMepason.

- Ha 3TUIKETKE KOMIOHEHTa /151 BCEX (PaCOBOK «[1OMOXUTE bHbIV KOHTPO/bHBI 06paseLy YKa3bIBaeTCs Kak «K+»
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[ns  NOBbLIWEHNA YYBCTBUTENbHOCTM W CMELM(UYHOCTM peakuuu npesycMOTPEHO
NPYMEHEHNEe «ropsyero» CTapTa, KOTOpbIA ob6ecneuvBaeTcs AN (PacoBKM S MEeTOAMKOWA
NPUrOTOBNEHNS PEaKLUMOHHON CMECK, COCTOSALLEA M3 [ABYX CMOEB, pa3faenéHHbIX MPOCNOMKON 13
napaguHa. CmeLLeHne CNOEB Y NpeBpaLLeHme UX B PeakLMOHHYH0 CMeCb NMPOMCXOAMUT TOMLKO nocse
nnaBneHns napagrHa, YTo NCKOYAET Hecneumgpuyecknin oTxmr nparimepos Ha AHK-MuLeHn npu
Haya/lbHOM  MNporpeBe npooupkn.  «lFopsunii»  cTapT Ans  acoBkn U obecrneumBaeTcs
MCNOMb30BaHMEM MOMMMepasbl, aKTMBHOCTb KOTOPOM OGNOKMpOBaHa aHTUTenamu, akTuBauums
(hepmeHTa NPOMCXOAUT TOMLKO NOC/e NpeLBapuTeIbHOrO NPorpesa peakunoHHoW cMecun npu 94°C.
3TO MCKOYaET Hecneuupuyecknii omKUr npainvepos Ha AHK-MuLeHy npu HavalbHOM Mporpese
NPoBUPKY.

B peakumoHHyt0 cmecb Ansd amnangukaumm seegeHbl AHK-30H4bI, KaXAbIA 13 KOTOPbIX
HECET (IYOPECLEHTHYHO METKY W racuTenb nyopecueHumn. Mpu obpas3oBaHUy cneuuguyHoro
npoaykta AHK-30HA paspyLuaeTcs, AeNCTBME racuTens Ha qlyopecLeHTHYHO METKY npekpaLlaeTcs,
4yTO BeAET K BO3pacTaHUIO YPOBHA (h/1yopecueHUMKN, KOTOPbIA (PUKCUMPYETCA AeTEKTUPYHOLLUM
amnanMUKaToOpOM.

KonnuyectBo paspyLUeHHbIX 30HAOB (3, CfeaosaTeslbHO, U YPOBEHb (D1yOopecLeHUmnn)
YBENMYMBAETCA MPOMOPLUMOHATIbHO KOIMYECTBY 06pa3oBaBLUMXCA CMeuUpUYecKnx amnankoHoB.
YpoBeHb (D1yOpPecLeHLMN U3MEPSETCA Ha KaXXA0M LUMKNe aMnanuKauum B pexume peasibHOro
BPEMeHN.

B coctaB cmecu s aMnAvuKaLuy BKIKOYEH BHYTPEHHUI KOHTposb (BK), KoTOpbIid
npegHasHayeH AN KOHTPONSA NPOXOXAEHWS NONMMepasHoii LIENHON peakumm.

B coctas [OHK-30H4OB, MCMOMb3YHOWMXCA AN OeTEKUWWM MPOAYyKTa amnimiumKalmum
nckomon AHK, BkntoueHa diyopecueHTHas meTka Fam. B coctas [HK-30HA0B, NCNOMNb3YOWMUXCS
AN eTeKUMM MpofyKTa amnanumKauum BHYTPEHHErOo KOHTPONS, BXOAMT (P/lyOpPEeCLEHTHBbIN
KpacuTesnb Hex. B Tabnuue 1 npuBeaeHbl KaHabl AeTEKLMN MPOAYKTOB aMninguKaumm.

Ta6nuuya 1 - KaHanbl feTeKummn NpoAyKToB amnamgukaymmn

Fam/Green HexA'ellow/Vic Rox/Orange CyS/Red  Cy5.5/Crimson
EBV BK - - -

VccnepoBaHmne cocTouT M3 crefyrowmx atanos: BblgeneHve OHK (npo6onoarotoska),
MLUP-amnangukayms AHK ¢ ogHOBpeMeEHHON AeTeKumeld pe3ynbTaToB C UCMOAb30BaHMEM Habopa
peareHTOB EBV.

2.4. Bpems npoBefeHUA aHanu3a (BK/I04aa NpobonogroToBKy): OT 2 Yacos (B 3aBUCUMOCTU

OT KO/In4yecTBa 06p3.3Ll|OB N NCnonb3yemoro Ha60pa/KOMI'U'IeKTa peareHToB AnAa BblAENEHUA
NHK).
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3. AHANTNTUNYECKWVE N JNATHOCTUYECKWVE XAPAKTEPNCTUKN
3/1. AHanMTn4yeckasa cneungmyHoOCTb

B o6pasuax 61Monormyeckoro Matepuana venoseka, cogepxawmux AHK Epstein-Barr virus,
nporpaMmHoe obecreyeHne [OeTEKTUPYHOLWEro amnauMukaTopa [LO/HKHO  PerncTpupoBaTh
MONMOXWTENbHBIA  pe3ynbTaT amnMukauum  cneyuguyeckoro npogykra (gpparmMeHTa reHoma
Epstein-Barr virus) no kaHany getekuun Fam/Green.

B o6pasuax 6uonornyeckoro martepuana, He cogepxawmx AHK Epstein-Barr virus,
nporpaMmHoe obecreyeHne [OeTEKTUPYHOLWEro amnauMukaTopa [LO/MHKHO  PerncTpupoBaTh
OTpULATENbHLIN  pe3ynbTaT  amnauuKauum cneumpuueckoro npogykra (pparmeHTa reHoma
Epstein-Barr virus) no kaHany getekuumn Fam/Green 1 NoN0OXUTENbHbIA pe3ynbTaT aMninguKaLmum
BHYTPEHHEro KOHTPO/IA Mo KaHany fetekunn Hex/Yellow/Vic.

lMoKa3aHO OTCYTCTBME HECMeLM(pUUECKNX MOMOXKMUTENbHbIX Pe3y/bTaToB amnangukaumnm
npy Hanmumm B obpasue AHK Cytomegalovirus, Herpes symplex virus 1,2, Human herpesvirus 6,
Human herpesvirus 8, Varicella-zoster virus. Human Papillomavirus 6, Human Papillomavirus 11,
aTakke [AHK yenoBeka B KOHUeHTpaumn go 1,0x 10* konuid/mn obpasua.

3.2. MHTepdeprpytoLLne BelecTea

Hannune wHrnébutopos MUP B o06pa3ue 6MON0rMyeckoro marepvana MOXET ObITb
MPUUYMHON  COMHUTENbHLIX  (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) — pe3ynbTatoB.  [1pu3HaKoOM
nHrnémposaHms TILP aBnseTcs OLHOBPEMEHHOE OTCYTCTBME amMANMUKaLMM BHYTPEHHErO
KOHTPO/A 1 CNEeLMpUYecKoro NpoayKra.

K nHrnéutopam TMLP OTHeceHb! Crefytolime BeLlecTBa: remMorno6uH v leKapCTBEHHbIE
npenapatbl, NpUCcyTCTBYHOLME B 0bpasue AHK B pesynbTaTe HEMo/HOro yganeHusi B npolecce
BblgeneHns OHK u3 obpasya 6uomatepuana, aTakxe W30NPOnWoBbIA CNUPT U MeTunauerar,
npucyTcTeytoye B obpasue AHK B pesynbTate HENOMHOMO yAaneHNs NPOMbIBOYHbLIX PaCTBOPOB B
Xofie Npo6onoAroToBKM.

MakcuMasibHble  KOHLEHTpauuMn UHTepdepupyrolmMx  BewecTs, Mpuv  KOTOPbIX  He
Hab/1104a10Chk BAMAHWE HA amMnInguKaumo nabopaTopHbIX KOHTPO/IbHLIX 06pa3LioB U BHYTPEHHEro
KOHTPO/IbHOro 06pasia cocTaBnsatoT: remornobuH - 0,35 mr/mn o6pasya AHK, m3onponuiossblil
cnupT - 100 mkn/mn o6pasua AHK, metunauetat - 100 mkn/mn obpasua AHK.

[ns OLeHKM BO3MOXHOIN MHTepgepeHLUn NeKapcTBEHHbIX NpenapaTtoB 6bl1n BblGpaHbl Te,
KOTOpble MOTEHLMa/IbHO MOFYT MPUCYTCTBOBATb B OCTATOYHbIX KO/MYECTBaX B OMOMOMMYECKUX
obpasuax u4enoBeka, B3ATbIX W3 COOTBETCTBYHOLIMX WucCnegyembix 6motonos (MupamMUCTUH®,
XNIOPreKCUAnH OUTIHOKOHAT).

[na Bcex uccneflyeMblX /1eKapCTBEHHbIX MpenapaTtoB Obi10 MOKa3aHO OTCYTCTBME WX

B/IMSIHUA B KOHLEeHTpaummn o 10% B o6pasLie bruomateprana.
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3.3. Mpegen obHapyXeHUA

5 konuin AHK Epstein-Barr virus Ha aMninguKaLMoHHy Npooupky.

Mpefen o6bHapy>XeHWs YCTaHOB/IEH NYTEM aHamn3a CepuiiHbIX pa3BeAeHunii 1abopaTopHOro
KOHTponbHOro obpasua (JIKO).

Mpepen obHapyxeHus 5 kommii AHK Ha amnandrKaunmoHHYO Npo6upKy COOTBETCTBYET
clefyowyM  3HayeHUsM  KoHueHTpauum  OHK — npu  MCMoMb30BaHUM  yKasaHHbIX
HabopOB/KOMIM/IEKTOB peareHToB 4/1 BblaeneHns JHK n koHeuyHoro o6béma anounn (passeseHus)

BblaeneHHon AHK.

HanmveHoBaHWe O6béEMm Mpepen
Bromarepuian Habopa/komnieKTa s MO/lyYeHHOro  OBHaPY KeHWs,
BbigeneHus AHK npenapara, MK Konwuii/obpasel
MPOBA-HK 50 50
Ma30K CO C/M3MCTOI POTOr/IOTKU B MPOBAL C 100 100
500 MK/ TPaHCTopTHOV cpeb NPOBA-MH-PAITIAZL 100 100
MPOBA-PANINL 500 500
MPOBA-OIMTVIMA 400 400
MPOBA-HK 50 50
CviHOBMaNbHas  XnaKocTb — (npu MPOBA-TC 100 100
BbiaeneHun 13 500 MK 06pasLa) MPOBA-MY-PANINLA 100 100
MPOBA-PAMIAL, 500 500
MPOBA-HK 50 50
CrvHHOMO3roBas »WAKOCTb (Npy MPOBA-TC 100 100
BbiaeneHun 13 500 MK 06pasLa) MPOBA-MY-PAMNNA, 100 100
MPOBA-PAMIAL, 500 500

CrHHOMO3roBast »KVKOCT,
aMHIOTMYECKas XXUOKOCTb (Npu NMPOBA-OIMTMA 400 400
BbiaenieHn 13 1,0 mn obpasLia)

AMHVOTUYECKASA YULAKOCTb (Mpy

BbideneHnn 13 500 MK 06pasLa) MPOBA-MH-PAMNIA 100 100

CnoHa (npw BbigeneHm 13 Hgggﬁ?g %0 0

500 MK 06pa3Lia) ] 100 100
MPOBA-PAIMIAL, 500 500
MPOBA-HK 50 50

BuonTarbl/nyHKTaTb! MPOBA-TC 100 100
MPOBA-OIMTIMA 400 400

LlenbHast nepudpepryeckas KpoBb i

(500 MKrT) MPOBA-OINTUMA MAKC 100 100

LlenbHas neprdhepryeckas KPoBb

(100 M) MPOBA-MU-MAKC 50 50

- B KauyecTBe TPaHCMOPTHON cpedbl UCMOMb3oBasiach TpaHCropTHas cpega Ans 6uonpob CTOP-&,
000 «AHK-TexHonorua TC», Poccusi, PY Ne P3H 2020/9640
- npy fobasneHn 100 MKN A3NPYHOLLIETO pacTBopa
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3.4. JunarHoctuyeckue xapakTepucTnukun
Bua 6roMaTepmana AnarHoctnyeckas OnarHoctunyeckas
A P YyBCTBUTE/NbHOCTb cneunpuYHoOCTb
KpoBb 100% 100 %
(95 % OW: 86,28 % - 100 %) (95 % AW: 86,28 % - 100 %)
100% 100%
CHHOBAIbHAA JUAKOCT (95 % JV1: 86,28 % - 100%) (95 % [W: 86,28 % - 100 %)
100% 100 %
CTIMHHOMOSTOBAA XUAKOCTE (o5 4 it 8628 %6~ 100 %) (95 % AIVI: 86.28 %- 100 %)
100% 100%
AVHIOTUHECKAR UAKOCTE o5 o6 1111 86,28 9% - 100%) (95 % JM: 86,28 %- 100 %)
BuonTat unm nyHKTaT 13
100 % 100%
3”T""Kr;’:e;°pa"‘e””” OPTaHoB (95 96 A1: 86,28 % - 100%) (95 % AM: 86,28 % - 100 %)
Ma30oK €O CM3ncToMn 100 % 100%
POTOrNOTKN (95 % AN: 86,28 % - 100 %) (95 % OW: 86,28 % - 100 %)
CrioHa 100 % 100%
(95 % [W: 86,28 % - 100 %) (95 % AW: 86,28 % - 100 %)
VToro 100 % 100 %
(95 % [WN: 97,91 % - 100 %) (95 % AMN: 97,91 % - 100 %)
3.5. Bocnpons3BogMmMocTb 1 NOBTOPSAEMOCTb

BocnpownssoanmocTs coctaenfet 100%.

MoBTOpsAeMocTb cocTasnsfeT 100%.
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4. MEPbBI NMPEJOCTOPOXHOCTWU

OpraHusaumna pabotbl  IMLP-nabopatopuun, o060pyLoBaHve W MaTepuasibl  LO/IKHbI
cooTtBeTcTBOBaTh TpeboBaHMAM TOCT P MCO 15190-2023, MeToAMYECKMX YKazaHuin MY 1.3.2569-
09 «OpraHusaums paboTbl 1abopaTopuii, UCMOMb3YIOLWMX METOAbI aMNIN(UKALUN HYKNENHOBbIX
KWUC/OT, Npun paboTe ¢ MaTepuasioM, CoLepXKallimm MUKpoopraHm3mel I-1V rpynn naToreHHocTu, ¢
cobnofieHneM caHUTapHbIX npaswa u HopM CaHlMunH 3.3686-21 «CaHUTapHO-3NU4EMNOIOTUYECKME
Tpe6oBaHUs MO NPONNAKTUKE NHEKLMOHHBIX GONE3Hel.

HewnsBecTHble 06pasupl pacCMaTpmBalOTCA KakK MOTeHUMasibHO-onacHble. Mpu pabote ¢
HabopOM peareHTOB CnefyeT HajeBaTb O4HOPA30BbIe NepyaTky 6e3 TasibKa.

Mpn paboTte ¢ MuKpoopraHusmamu I-1V rpynn naTtoreHHOCTU BbI6GOP TMNa 3aWwUTHOIO
KocTioma (paboyeli ofexabl W CPeacTB MHAMBMAYaNbHOM 3aliMTbl) MPOBOAWUTCA B CTPOrOM
COOTBETCTBMU C CaHUTapHbIMK NpasunaMmu n Hopmamn CaHlnH 3.3686-21 n onpegenseTcs BULOM
BO30yaMTeNs, paboyeli 30HOIN, OCHaLLEHEeM ee 6oKcaMy B6MON0rnyeckoi 6e3onacHOCTM.

CrefyeT 1Cnosb30BaTh TOMIbKO 0HOPA30Bble HAKOHEYHUKN 1 NPOBGUPKM.

He ponyckaeTtcs WCMONb30BaHWE OfHWX W TeX >e HAKOHEYHWKOB Mpu 06paboTke
pa3fiyHbIX 06pasLoB 61OOrMYECKOro MaTepuaia.

K pabote ¢ HabopoM peareHTOB [OMYCKAeTCsA MepcoHas, O0OYyYeHHbI MeToham
MONEKYNAPHOIN AMarHoCTUKN WU NpaBuiaM paboTbl B KIMHWUKO-ANArHOCTUYECKO nabopaTopuin.

Bbigenenne AHK cnegyeT npoBoauTh B 6oKcax Guonormnyeckoi 6esonacHoctu Il knacca.
MoaroToBKy K MLIP ¢ ncnonb3oBaHneM Habopa peareHToB BO3MOXXHO MPoBoAUTL B IMLLP-60Kcax.

3anpewyaeTca nepemelleHne nabopatopHoOro o60pyAoOBaHWs, B TOM 4uC/ie [03aTOpPOB,
LUTATMBOB, TA6OPATOPHOI MOCYAbI, XaiaToB, FOIOBHLIX YOOPOB 1 Mp., a TaKXXe pacTBOPOB peareHToB
13 O4HOro NOMELLIEHUS B ApYroe.

[o3atopbl JOMKHbI ObITb COOTBETCTBYIOLIMM 00pa3oM MoBepeHbl (B aKKPeAUTOBAHHbIX
nabopaTopusax) ¥ NPOMapK1pPOBaHbI.

Vcnonb3oBaHHbIE 04HOPa30Bble MPUHALNEXHOCTU (MPOOMPKM, HAKOHEYHWKU W 4p.)
[O/MKHbI COpachbIBaTbCA B KOHTENHEP 419 MEAULMHCKNX OTXOL0B, COAePXaLLNiA Ae3MHPULMPYIOLLNI
pacTBop (Npy Heo6XoANUMOCTHN).

MoBepxHOCTN paboumx CTOMOB, a TaKXKe MOMELLEHUSA, B KOTOPbIX NMPOBOAUTCA BblAeNieHne
HK v noctaHoska MNUP, cnegyeT 06a3atesibHO, [0 W Nocne nposefeHns paboT, 06/1yyvaTb € NOMOLLbHO
6aKTepuLUMAHbIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce nosepxHOCTM B nabopatopumn (paboyue CTOMbI, LWITATMBLI, 060OpPyAOBaHWME W [Ap.)
eXXeHEBHO MOABEpPratoT BNaXKHOM YOOpKe C NPUMEHEHUEM Ae3VHPULMPYIOWNX/MOIOLLMX CPELCTB,

pernameHTUPOBaHHbIX CaHUTapPHbLIMK npasunaMu 1 Hopmamn CaHlNnH 3.3686-21.
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BHUMAHWE! YTtunnsnposatb 0TXo4bl ¢ npofyktamu MNMLUP Heo6X0AMMO TOMbKO B 3aKPbITOM
BMAe. He gonyckaeTcsa OTKpbIBaTbL NPOBUPKM NMOCNEe amMINUKaLMKN, TaK KaK 3TO MOXET MPUBECTU K
KOHTamuHaumu npogykramu MNUP (MY 1.3.2569-09).

Mpn wncnonb3oBaHWM Habopa peareHTOB B K/AMHUKO-AMArHOCTUYECKON nabopatopuu
obpasyroTcAd 0TXOfbl Kacca B, KoTopble YTUAMSMPYHOTCA B COOTBETCTBUWU C TPebOBaHUAMU
CaHuTapHbIX npasun 1 Hopm CaHlMyH 2.1.3684-21 «CaHWUTapHO-3NnAeMUoNornyeckue TpebosaHms
K COAEPXKaHWIO TEPPUTOPUIA FTOPOACKUX U CENbCKMX NOCENEHWNIA, K BOAHbLIM 06bEeKTaM, MUTLEBOI BOJE
M MUTbEBOMY BOLOCHAOXEHWID, aTMOC(EepHOMY BO34YXY, MOYBaM, >KW/IbIM MOMELLEHUAM,
3KCMn/yaTaumy MPOU3BOLCTBEHHbIX, OO6LLECTBEHHbIX MOMELLEHWA, OpraHM3aumMn U MpoBeLEHMIO
CaHUTapHO-NPOTUBO3ANUAEMMYECKMX (NPODNIAKTUYECKMNX) MEPONPUATMIA».

OnacHble KOMNOHEHTbI B HAO0PE peareHToB

Hannume/oTcyTCTBME ONACHOr0 KOMMOHEHTA
KoMnoHeHT Habopa peareHToB YKaszaHue Ha pucKu
dacoBka S dacoBka U

CMecb 19 aMnangmkaumu, -
HeT onacHbIX BeLlecTB -
3aneyataHHas napaguHoM

Pactsop Tag-nonnmvepassbl HeT onacHbIX BeLLecTB
MwHepasibHoe Macno Het onacHbIX BeLlecTs :
Cwmecb Ans aMmnamMgurkaumm - HeT onacHbIX BelLecTB
Monumepasa TexHoTag MAX . HeT onacHbIX BeLLecTB
MLUP-6ydep . HeT onacHbIX BeLecTs .
He knaccudumumpyetca
MoNOXUTENbHbBIA KOHTPOSbHBINA A3ng HaTpua MeHee A3ng HaTpus MeHee Kak onacHsblIii ans
obpasel, 0,1% 0,1% 3[0pOBbA YesioBeKa 1

OKpY>KatroLLeld cpegpl

Mpn paboTe c HabopoM peareHTOB CredyeT WMCNONb30BaTb CPeAcTBa WHAMBUAYa/IbHOM
3aWKUTbl AN NpefoTBpalleHMs KOHTaKTa C OpraHu3MoM 4YenoBeka. [locne OKOHYaHusi paboTbl
TLLATE/IbHO BbIMbITb PYKM. M36eraTb KOHTaKTa C KOXel, rnasamm 1 CM3ucTbIMmM 060104KaMu.

Mpn MCMonb30BaHUM MO Ha3HAYeHUIO 1 COBOAEHUN Mep NPeLOCTOPOXHOCTM KOHTAKT C
OpraH13MOoM YeNoBeKa UCK/HOYEH.

He ncnonb3oBaTb Habop peareHToB:

- NpW HapyLUEHWW YC/IOBUI TPAHCNOPTUPOBAHUA N XPaHEHNS;

- NpWY HEeCOOTBETCTBUM BHELUHEr0 BWA pPeareHToB, YKa3aHHOro B nacnopte K Habopy

peareHTOB;

- NPV HapyLUEHUN BHYTPEHHEN YNakoBKN KOMMOHEHTOB Habopa peareHToB;

- M0 UCTEYEHWIO CPOKa rOAHOCTM Habopa peareHToB.
MpumedyaHne - Habop peareHTOB He COLEPXWT MaTepuasioB GMOMOrMYECKOro MPONCXOXKAEHWA,
BELLIECTB B KOHLIEHTpaLMsIX, 06/1aAatoLLpMX KaHLEpOreHHbIM, MyTareHHbIM AEACTBUEM, a TakoKe BNSHOLLMX

Ha PEnpodyKTMBHYHO (DYHKLWIO uenoBeKa. [Mpy UCMOMb30BaHMM MO HA3HAYEHMIO U COBMIOAEHWN Mep
MPEAOCTOPOXKHOCTY SBSETCS GE30MACHBIM.
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5. OBOPYAOBAHVE N1 MATEPUNAJbI
Mpn paboTe ¢ HabOpOM peareHTOB TPeOYHOTCA Chefytolime 060pyaoBaHME, peareHTbl U

PacXofHble MaTepuabl:

dacoBKa S ®acoska U,
[031poBaHue
O6opypoBaHMe, peareHTbl U pacxofHble MaTepuasibl Do6M aBTomar
Crpunbl P py4yHOe  uM3npoBa
PKM
NHOE
MLP-60KC aa na Jit:} aa
amnaMuKaTop ¢ [eTeKuMen B pexume peasbHOro
BpemeHn' fa fa ha e
MUKPOLIEHTPUYTra-BOPTEKC fa fa aa fa
potop AN MWUKPOLIEHTPUYrn-sopTekca A1 A HeT HeT HeT
CTPUNOBAHHBIX NMPO6MPOK 06bEMOM 0,2 Mn he
XOMOAUNBHMK C MOPO3W/IbHON KaMepoi aa aa aa aa
lUTaTUB «paboyee MeCTO» AN NPOBUPOK 06LEMOM A
0.2 M1 HeT aa i} HeT
LUTaTUB «paboyee MeCTO» A/t CTPMNOBaHHbIX MPOOMPOK A HeT HeT HeT
06Bémom 0,2 M fe
lUTaTB «paboyee MeCTO» [ANns NPOOGUPOK 06LEMOM
Aa Aa Aa Aa
15 wmn
[03aTopsbl MexaHuyecKue nnm 3NIEKTPOHHbIE
OJHOKaHa/IbHble c nepeMeHHbIM 06BEMOM,
Aa Aa Aa Aa

No3BONAOLWMe 0TOMPaTh 06BEM XuakocTn 2,0-20 MK,
20-200 mkn, 200-1000 MKn

O[HOpa30Bble  HAKOHEYHUKW C  (UIbTPOM AN
MonyaBTOMaTUYECKMX 403aTOPOB, CBOOOAHbIE OT PHKa3 na aa fa fa
n AHKa3, 06béMoM 20 MKN

0[JHOPa30Bble HAaKOHEYHWKW A1 NOyaBTOMAaTUYECKNX

ao3atopos, cBo6oAHble oT PHKa3 n [HKa3, o6bémom aa fa fa fa
200 mkn, 1000 mMkn

LUTATWB AN [,03aTOPOB aa na fa fa
NPOOGUPKN  MUKPOLIEHTPUYXKHbIE 00bEMOM 15 Mn

C KpblWwKamu, cBob6oaHble 0T PHKa3 1 [JHKa3 fa fa fa fa
NPoOBMPKN  amnMUKaLMOHHbIE 06bEMOM 0,2 M

C Kpbllkamu, ceobogHble oT PHKa3 n HKa3 HeT HeT fa HeT

nnn Myukponnadwet MUP 96 nyHok"
OAHOpPa3oBble nNepyaTky MeAuUMHCKMe, 6e3 Tanbka,

a
TEKCTYPUPOBaHHbIe ha A ha ha
EMKOCTb AN1s c6poca MCMosb30BaHHbIX HAKOHEYHKOB, . . . .
MPOGUPOK 1 APYTUX PacCXOAHbIX MaTepuasioB A A A A

TpaHcropTHas  cpega  (npu HeobXxoaMmocTH),
PEKOMeHZYeTCA MCNo/b30BaTbh TPAHCMOPTHYHO Cpesy
ans buonpob CTOP-®, OO0 «AHK-TexHonorus TC», ha ha ha ha
Poccus, PY Ne P3H 2020/9640

thmsnonorunyeckmin pacteop (0,9% NaCl) cTepusibHbIA

(Npw Heob6X0AMMOCTH) fa ha fa ha
YcTpoicTteo aosumpytollee ATctpum no TY 9443-005-

96301278-2012 B BapuaHTe ucronHeHus 12ML wm o' HET HET A2
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PacoBKa S dacoBka U,
[l03npoBaHne
O6opynoBaHue, peareHTbl U pacxofiHble MaTepuasbl o6 aBTomar
CTpuNbI DKM pyyHOe  uM3MpoBa
MHoe

15M1, 000 «HIMO AHK-TexHonorus», Poccus,
PY Ne P3H 2015/2982, nanee no tekcty - 4TcTpum
O[HOPa30Bble  HAKOHEYHWKM C  (UNLTPOM  A)1S
[03upytoLLero yctporictea ATCTpUM B KOMMeKTaLmm
*ML1, ceoboHble oT PHKa3 n IHKas, 06bémom 200 MK/ HeT HeT HeT fa
nnm PEKOMEH0BaHHbIE ans aHal0rMyHoro
1CMNO/b3YEMOro J03UPYIOLLEr0 YCTPOCTBA

YCTPOCTBO AN 3anevaTbiBaHWS MnaHWeToB [Tnak,

000 «HINO AHK-TexHonorus», Poccusa HET HET e fa
eHTpugyra ¢ RCF He HWke 100, ¢ aganTepom Ans

I\U'AMKpFZ)n%HUJeTOB o a,u, P HET HeT e fa
nofMmMepHass  TepMOMIEHKa  AnA  3anevarbiBaHuWS HeT HeT 1 "
MUKPON/IaHLLETOB

MukponnaHweT MNMUP 384 nyHkn HeT HeT HeT fa
Habop/KOMM/IEKT —peareHTOB A/ BblgeneHns HK  u3  6uonorvyeekoro  martepuana’,
PEKOMEHYHOTER:

- KomnnekT peareHTOB AN BblaeneHus HyKnenHoBbIX Kucnot NMPOBA-HK/TTPOBA-HK-TJTKOC
no TY 9398-035-46482062-2009 B (hopme KomnekTaumu: komnnekt NMPOBA-HK, OO0 «AHK-
TexHonorus TC», PY Ne ®CP 2010/08867;
- Komnnekt peareHToB Ans BblgeneHms AHK no TY 9398-037-46482062-2009 B dopme
komnnekTaumn: NMPOBA-IC,, 000 «HK-TexHonorus TC», PY Ne ®CP 2010/08696;
- Habop peareHTOB AnA BblgeNeHNs HYKIEMHOBbIX Kucnot NMPOBA-MY no TY 9398-088-
46482062-2016 B thopme komnnektauum NMPOBA-MY-PAMKAAL, OO0 «AHK-TexHonorus TC»,
Poccus, PY Ne P3H 2017/5753;
- KomnnekT peareHToB ana Boigenedvs AHK NMPOBA-PAMNA no TY 9398-015-46482062-2008,
000 «[HK-TexHonorus TC», PY Ne ®CP 2008/02939;
- Habop peareHTOB An1s BblgeneHus [OHK 4yenoseka, 6akTepwil, BMpPYCOB U TpubGoB U3
O6M0N0rMYecKoro marepuana 4enoBeka u KynbTyp MukpoopraHuamoB (MPOBA-OMNTVIMA”) no
TY 21.20.23-124-46482062-2021, 000 «AHK-TexHonorus TC», Poccus,
PY Ne P3H 2022/17496;
- Habop peareHtoB ansa BbigeneHns OHK MPOBA-MY MAKC no TY 21.20.23-106-46482062-
2019, OO0 «HK- TexHonorus TC», Poccus, PY Ne P3H 2021/14391.

JononHnTtensHO Ans npegobpaboTkn w BbigeneHus AHK 3 6uonTatoB/myHKTaToB
C ncnonb3oBaHeM KomnnekToB peareHToB NPOBA-HK u INMPOBA-I'C:
6okc 6ronormnyeckoii 6esonacHoctm Il knacca
LeHTpudyra ans npobupok oovémom 1,5 mn, ¢ RCF(g) He Hke 12000
TepmocTaT TBepAOTENbHbINA, NOAAEPXKMNBatOLLMIA TeMnepaTypy 65 °C
3NEKTPUYECKMIA NabopaTopHBbI acnmpaTop ¢ KON60M-N0BYLLKOM ANs YAaNeHNUs HafoCafouHbIX
XWNAKOCTel
0[JHOpa30Bble HaKOHEYHUKW 6e3 (nibTpa, cBoboaHble 0T PHKa3 n HKas3, ans anekTpmyeckoro
NnabopaTopHOro acnmparopa
XONOAWBHUK C MOPO3U/IbHON Kamepol
MUKPOLIEHTPUYra-BOPTEKC
NMPOGUPKN MUKPOLLEHTPUPY>KHbIE 06BEMOM 1,5 MN € KpbilwKamu, cBoboaHble oT PHKa3 n IHKa3
LUTaTMB «paboyee MeCTO» ANs NPO6UPOK 06bEMOM 1,5 MmN
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DacoBKa S dacosBka U,

fo3npoBaHne

O6opynoBaHue, peareHTbl U pacxoiHble MaTepuasibl 6 aBTOMaT
npoé6wu

CTtpunbl DK py4yHoe n3nposa

NHOe

[,03aTOPbl MEXaHNYECKMe UK 3/IEKTPOHHbIE O4HOKAHa/IbHbIE C NMePeMEHHbIM 00bEMOM,
no3BosstoLLme 0TéupaTb 06BEMBI XKKAKocTM 20-200 MK/, 200-1000 mMKn
0[HOPAa30Bble HAKOHEYHWKM C (PUILTPOM /18 NOyaBTOMaTUYECKNX [03aTOPOB, CBOOOAHBIE OT
PHKa3 1 [JHKa3, o6bémom 200 mkn, 1000 mMKn

LUTaTUB AN [,03aTOPOB

OJHOpPAa30Bble MepuaTKM MeSULMHCKME, Ge3 TasibKa, TEKCTYPUPOBaHHbIE

EMKOCTb /151 cOpoca MCMOo/b30BaHHbIX HAKOHEYHMKOB, NPOBUPOK U APYTUX PACXOAHBIX
marepuanos

[E3VHULMPYIOLLMIA pacTBOp

(usnonormnyecknii pacteop (0,9% NaCl) cTepunbHbIi (MpK HEO6X0AMMOCTH)

TpaHcnopTHas cpefa (Npy HeobxoAMMOCTN)

MprMeyaHusa K Tabnuue:

' - [anee Mo TeKCTy - [AETEKTVPYIOLWMIA amrimgmkaTop; Tpebyemble MapameTpbl AeTEKTUPYHOLLMX
aMMIMMKATOPOB YKa3aHb! HUXKE;

-- TO/bKO AETEKTUPYHOLLMIA amnmdimkaTop «ATnpariv» (Mogudukauma OTnpaivy *X*), 000 «HMO
[OHK-TexHornorusy», Poceus, PY Ne @CP 2011/10229;

- He CNONb3YeTCa A1 AETEKTMPYIOLLEro amnngkaropa Rotor-Gene Q

- TOMbKO NP UCMOMb30BaHNN NPOBUPOK;

- He UCnoMb3yeTes A4/15 AETEKTUPYHOLLMX aMnMtMKaTopoB «dTnaii» n Rotor-Gene Q;

® TO/BLKO MPY UCMO/b30BaHM MKPOM/TAHLLETOB;

\- BO3MOYKHOCTb MCIMO/b30BaHMS Habopa/KoMIieKTa peareHToB 419 BblaeneHns AHK Epstein-Barr virus

onpeenseTcs BALOM bronorudeckoro Mareprana (7.1)
- nns BbigeneHya JHK 13 KpoBsK TO/bKO B BapuiaHTe mcronHeHus NMPOBA-OMNTUMA MAKC

Habop peareHTOB MpPMMEHSETCA C LETEKTUPYHOLWMMI aMninguKaTtopammn nnaHWeTHOro u
POTOPHOrO TUMA C CUCTEMON AeTeKLUMM (hlyOPEeCLEHTHOIO CUrHana B peXKnMe peasisHOro BpeMeHM,
3aperncTpyvpoBaHHbLIMKM B YCTaHOB/IEHHOM Nopsigke B P® 1 COOTBETCTBYIOWMMU CNefyroLnmM
TpeboBaHUAM:

- 0becneymBaeTcs pabota c 06bEMOM peakLMoHHON cMecy 35 MK (thacoBka S) nnm 18 Mk
(chacoska U);

- obecneynBaeTcs pabota ¢ qiyopohopamu: Fam, Hex (Vic);

- nogorpeBaeMas KpblLlKa ¢ TemnepaTypoii 6onee 100 °C;

- CKOpOCTb Harpesa He meHee 2 °C/c;

- CKOPOCTb OXNaXkaeHust He meHee 1 °Clc;

- TOYHOCTb MoAAepXKaHNs U OAHOPOAHOCTL TemrnepaTypbl He 6onee + 0,4 °C.
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[na  paboTbl C HaboOpOM peareHTOB BaNMAMPOBaHbl CleAytoLliMe [LeTeKTUpYyroLLue
amnangukaTopsl;
- AMNandgukatop geTekTupyrowmin «ATnpaiv» no TY 9443-004-96301278-2010 (moandukaums
«ATnpaim *M*»), OO0 «HIMO AHK-TexHonorus», Poccus, PY Ne ®CP 2011/10229, panee no
TEeKCTY - «[Tnpaivy,
- AMNandgukatop getektupyrowmin «ATnpaim» no TY 9443-004-96301278-2010 (MoangmKaums
«ATnparim *X*») 000 «HIMO AHK-TexHonorus», Poccus, PY Ne @CP 2011/10229 (Tonbko ans
Habopa peareHTOB B (pacoBke U [ns aBTOMaru3MpoOBaHHOro [03MPOBaHUA), Aasee No TEKCTY -
«ATnparim» B Mognmkaummn «4Tnpaim *X*»;
- AMnnndmkatop getekTupyrowmii «ATnant» no TY 9443-003-96301278-2010 (MoangmKaums
«ATnant *S*»), 000 «HMO AHK-TexHonorus», Poccus, PY Ne ®CP 2011/10228 (TonbKo Ans
Habopa peareHTOB B (pacoBke S; B (pacoBke U [N py4yHOro LO3MPOBAHWA MNPV UCMO/b30BaHUK
NPoOBUPOK), Aanee No TeKCTy - «TnanT»;
- Mpn6op Ana npoBeAeHNs MNONMMEPA3HOIN LIENHON peakuun B peXkrMe peasibHoro BpeMeHn Rotor-
Gene Q, QIAGEN GmbH, M'epmaHus, PY Ne ®C3 2010/07595 (Tonbko 419 Habopa peareHToB B
(hacoBke S, Npobupku; B hacoske U Ans pyyHOro 403vMpoBaHns Npu 1CNoib3oBaHnM Npo6bUpok),
flanee no TekcTy - Rotor-Gene Q;
- Tepmouuknep Ana aMnIMuKaumm HyKNeMHoBbIX KucioT 1000 ¢ MogyneM peakuMOHHbIM
ontuyecknm CFX96 (Optical Reaction Module CFX96), buo-Pag Jlabopatopues, VIHK; CLLUA,
PY Ne ®C3 2008/03399, nasnee no Tekcty - CFX96;
- AMNAnMKaTop HYyKNenHoBbIX kucnoT Applied Biosystems QuantStudio 5 ¢ rmépmamnsaynoHHo-
(hnyopecLeHTHOW feTekupein npoaykTos MNLP B pexvme peasibHOro BpeMeHu, «J1aig TeKHON0[KMC
XonguHre [Mre. Jita.», Cudranyp, PY Ne P3H 2019/8446, pnanee no tekcty - Applied Biosystems
QuantStudio 5.

Mo BompocaM MNpPUMEHeHMsI AETEKTUPYIOWMX aMnIMGUKaTOpOB, He YKa3aHHbIX BbiLLe,

TpebyeTcs CornacoBaHue ¢ NPouU3BOAMTENEM HABOPa PeareHToB.
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6. AHATN3NPYEMBbIE OBPA3LLbI

6/1. Martepuvan gna nccnefosaHus
[ns vccnefoBaHUA UCNOMb3YHOT KPOBb, CUMHOBUATIBHYKO >KMUAKOCTb, CMUHHOMO3IOBYHO

YXMAKOCTb, aMHUOTUYECKYIO XXMUAKOCTb, BUMONTATbl UM NMYHKTATbl U3 04aroB MOPaXXeHUS OpraHoB U

TKaHeM, Ma3Ku CO C/IM3NUCTOM POTOINOTKMN, CIIHOHY.

6.2. Obwpe TpeboBaHUA

6.2.1. WccnegosaHne Mmetogom TILIP oTHocMTCA K npsiMbIM - METoAam  /1abopaTopHOro
nccnefoBaHns, MO3TOMY B3fATME OWMOMONMYECKOro Martepuana uYesioBeka Heo6X04MMO
MPOBOAUTbL U3 MeCTa JIOKan3aLUmm MH(eKUMOHHOro npotiecca. PelleHne 0 He06X04AMMOCTH
nccnefoBatb TY WM WMHYHKO NIOKa/IM3aUMI0 MPUHUMAET flevallmii Bpay Ha OCHOBaHWUW
CO6paHHOro aHamMHe3a N K/IMHNYECKOW KapTWHbI 3a601eBaHUs.

6.2.2. [na nonyyeHWs KOPPEKTHbIX Pe3y/bTaToB 00/bLUOe 3HAYeHWEe MMEET KayecTBO B3STUA
obpasua Ouomatepuana AN MCCNeAOBaHWS, €ro XpaHeHue, TPAHCMOPTUPOBaHME U
npefsapuTenbHas 06paboTka.

Mpy HeobxoAMMOCTU B3ATUA OMOMaTeprasa U3 HeCKOSIbKMX OWOTONOB MOBTOPUTE
npoueaypy, Kaxablil pa3 3abvpas matepuan B HOBYHO NMPOOUPKY.

HenpaBunbHoe B3ATWE GuMoMaTepuasna MOXET MPUBECTU K MOMYYEHUKO HeAOCTOBEPHbIX
pe3ynbTaToB W, BCNEeACTBUE 3TOro, HEOOXOAMMOCTM €ro NOBTOPHOIO B3ATUSA.

6.2.3. Ha 93rtane noArotoBku 6Guomatepuana WCMOMb3yinTe OAHOPa30Bble HAKOHEYHUKM C
(unbTpoM, ceoboaHble oT PHKa3 1 [JHKas.

6.2.4. [Ond npefoTBpaLleHNs KOHTaMMHaLMW OTKpbIBalTe KPbILWKY TO/IbKO TOW MPO6GUPKMK, B
KOTopyto GyaeTe BHOCUTb GMONOrMYECKUIA MaTepuas, 1 3aKkpblBainTe ee nepes paboToi co
crefytoLLein NnpobupKo.

MpumeyaHue - B3sTve, NpeasapuTe/ibHYH0 06paboTKy, XpaHeHWe 1 NepeBo3Ky, nepeaady Uccieayemoro

marepuvana B Apyrve opraHv3auym OCYLUECTB/IAKOT COrMIaCHO MHCTPYKTMBHO-METOAUYECKUM [OKYMEHTaM,

perfaMeHTUPYHOLLYIM  BbINOSTHEHWE WCCNEL0BaHWIA B COOTBETCTBMM C Tpe6osaHusMn MY 1.3.2569-09 n
CaHlH 3.3686-21.

6.3. B3daTue maTtepuana Ha nccnegoBaHume
BHVUMAHWME! Mepen BbigeneHnem AOHK MoxeT notpeboBaTbCA MOAroTOBKa 06pasLoB
6ronornyeckoro marepuana (6.5).
6.3.1. [epudepryeckas KpoBb
B3atne matepuana nNpoBOAMTCA B COOTBETCTBMM C WHCTPYKUMAMM MO MPUMEHEHUIO

MCNoNb3yemblX HAOOPOB/KOMMNEKTOB peareHToB Ana BbigeneHns HK (7.1).
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OrpaHuyeHVe MeTofa*: BHYTPMBEHHbIE MHBEKLUW renapuHa, UHQY3UU npenaparos Ass
napeHTepasibHOro NUTaHWA - MeHee YeM 3a 6 YacoB [J0 UCC/e0BaHMS.
6.3.2. CMHOBMa/IbHaA >XUAKOCTb, CMWHHOMO3roBasa XWAKOCTb, aMHUOTUYECKAA >XUAKOCTb,
C/NoHa

B3atne martepuana npoBOAUTCA B COOTBETCTBUM C WMHCTPYKLUAMU MO NPUMEHEHUIo
1CNosb3yeMbIX HabOPOB/KOMMNNEKTOB peareHToB Ans BblgeneHns HK (7.1).
6.3.3. buonTtarbl/NyHKTaTbI

B3atne martepuana nNpoBOAUTCA B COOTBETCTBUM C WMHCTPYKUMAMU MO MPUMEHEHUIO
MCNO/b3yeMbIX HabOPOB/KOMMNEKTOB peareHToB Ans BbigeneHns HK (7.1).

Mpu ncnonb3oBaHun gna BbigeneHna JHK komnnekToB peareHToB NMPOBA-HK 1
NMPOBA-IC:

B3atue maTtepvana NpoBOAMTCA B OAHOPa30Bble NPOBUPKM 06BEMOM 1,5 M C TPAHCMOPTHOWA
Cpefon, npeAHa3HayeHHOW MNPOM3BOAUTENEM [1F TPaAHCMOPTMPOBAHWUA W XpaHeHMs 06pasLoB
ouonornyeckoro marepuana ans rMLP-mnccnegosaHmii.
6.3.4. Ma3sKu CO CIM3NCTON POTOrNOTKMU

B3aTne martepuana OCYLUECTB/SKOT C MOMOLWBI0 CreumanbHbIX MeAMUMHCKUX U3LEeNWiA,
NUMEILWMX PerncTpaumoHHble YAOCTOBEPEHWUS, COrMaCHO YCTAHOBNEHHOW B 3aBUCUMOCTU OT
MCTOYHMKA BMOIOrMYECKOro marepuana npouegype (Hanpumvep. 3oH4 MeAULUHCKUIA 04HOPa30BbIiA
cTepusibHbIA PY Ne P3H 2021/13989).

OrpaHuyeHne MeTofa*: MeCTHOe MpUMEHEeHVEe feKapCTBEeHHbIX npenaparos (crnpewu,
Kansiu, Kpembl M Ma3u) MeHee, YeMm 3a 24 yaca [j0 uccnefosaHus. Mpu ncnonib3oBaHUM aspo3oneit u
APYrux (POpM IEKAPCTBEHHbIX NPEnapaTtoB AJ/19 UHransauMin npu fe4eHun G6pPOHXMaIbHON acTMbl
maTepuan Ana UccnefoBaHuin cnefyeT 6paTb He paHee, YeM Yepe3 TpU Yaca nocsie UHraisuum.
BHUMAHWE! BsAtne matepuasna B npobupkn ¢ peaktmeom «IMPOBA-PAMAO» wn
NN3MPYIOLLIMM PacTBOPOM K3 cocTaBa Habopa peareHToB NMPOBA-OIMNTUVMA ocyLlecTBseTCA
CyXUM 30HAOM! HeobX0AMMO UCK/TOUUTL KOHTaKT pacTBOPOB C KOXEeW, rnasamu U CU3UCTbIMU
060/104KaMW. TTpK KOHTaKTe HeMef/leHHO MPOMbITb MOPaXXEHHOE MECTO BOAOWA UM 06paTuTbCs 3a
MeAMLMHCKON NMOMOLLBHO.

[NopAfoK B3ATUA MaTepuana;

Mocne B3ATMA MaTepuana nepeHecuTe 30H B NPOBGUPKY C (IU3NONOrMYECKUM PacTBOPOM,
peaktmBoM  «MPOBA-PAMWO», NM3MpyOWMUM  pacTBOPOM  WAW  TPaHCMOPTHOW  Cpeaomn,

npefiHa3Ha4YeHHO/  MPOM3BOAMTENEM  ANS  TPAaHCMOPTUPOBAHUS UM XpaHeHMs  06pasLioB

BEC/IV 3TO HE NPOTMBOPEYNT TPEGOBAHMSM K 1CMO/b3YEMbIM HaGOpaM/KOMMIEKTaM peareHToB As BblgeneHns HK
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ouonornyeckoro mMatepwana gns MUP-uccnefoBaHnin, U TwaTeIbHO MPOMOITE €ro B XXWUAKOCTU B
TeueHne 10-15 c, n3beras e€ pa3dpbI3rnBaHms.

V3BneknTe 30HA U3 pacTBopa W1, BpallaTesibHbIM ABVKEHVMEM NPUXKMMAs ero K BHYTPeHHeNR
CTEHKe MPOOMPKM BbllLe YPOBHS PacTBopa, OTOXMMUTE U30bITOK XUAKOCTU. MONHOCTBIO yaanuTe
30H[, 13 NPOBUPKM 1 YTUNUINPYITE.

IMNOTHO 3aKpoKiTe U NPOMapKUpyiTe NPOBUPKY.
6.4. TpaHcrnopTUpoBaHUe N XpaHeHWe 06pa3LoB 6MONOrMYeCcKOro Matepuania

Ycnosus TPaHCMOPTUPOBAaHWUS U XpaHeHWs 06pasyoB  GMOMOTMYeCKOro Martepuana
onpeaenstoTcsd UHCTPYKUMAMMU MO NMPUMEHEHMIO UCMONb3YeMbIX HabOPOB/KOMIM/IEKTOB peareHToB
ana Bblgenenna HK (7.1) namM ncnonb3yembiX 19 TPaHCMOPTUPOBaHUSA M XpaHeHUs 06pasuoB
TPaHCMOPTHLIX Cpes.

Jonyckaetcs xpaHeHne 06pa3LoB 6MONOrMYECKoOro mMatepuana npu temnepartype ot 2 °C
A0 8 °C He 6onee 24 4. B cnyvae HEBO3MOXKHOCTM [OCTaBKM MaTepuana B 1abopaTopuio B TeUYeHMe
CYyTOK [OMNyCKaeTca OAHOKpaTHOe 3aMopaxkuBaHue MaTepuana. [lonyckaeTca  XpaHeHue
3aMOpPOXXEHHOro MaTepuana npu Temnepatype oT MuHyc 22 °C o muHyc 18 °C B TeyeHne 04HOro
mecaua (ecim 3TO He NPOTMBOPEUUT TPebOBaHWMAM K WCMOb3yemMbiM  Habopam/KoMMieKTam
peareHTOB Ana BblgenieHns HK nnm ncnonb3yembiM A1t TpPaHCMOPTUPOBaHMS U XpaHeHUs 06pasLoB
TPaHCMOPTHbLIM Cpeaam).
BH/MAHWE! CnefyeT nsberatb NOBTOPHOI0 3aMOpPaXXMBaHUA U OTTanBaHUA 06pasL|oB.
6.5. MNoaroTtoBka 6MOMIOrMYeCcKOro Matepuasia venoseka ansa BblgeneHna JHK
6.5.1. Tlepudepnyeckad KpoBb, CUHOBUASIbHAA >XUAKOCTb, CMWMHHOMO3roBas >XWAKOCTb,

aMHMOTUYECKas XXUAKOCTb, C/IHOHA, Ma3KU CO C/IM3UCTON POTOr/I0TKM

MogrotoBka  6Guonormyeckoro matepuana (Npy  Heo6XOAUMOCTW)  MPOBOAMTCS B
COOTBETCTBMUN C MHCTPYKLMAMU MO MPUMEHEHUIO UCMO/b3YyeMbIX HabOpOB/KOMMNIEKTOB peareHToB
Aana seblgeneHna HK (7.1).
6.5.2. BuonTtaTbl/NyHKTaTbI

MogrotoBka  6Guonornmyeckoro marepuana (Npu  Heo6X0AMMOCTM) MPOBOAUTCS B
COOTBETCTBMU C MHCTPYKLUMAMU MO MPUMEHEHUIO MUCMOJb3yeMbIX HabOPOB/KOMIMMEKTOB peareHToB
ana sblgeneHna HK (7.1).

MNpn ncnonssoBaHuM anAa BblgeneHna OHK komnnektoB peareHToB NMPOBA-HK 1
NMPOBA-TC:
6.5.2.1 BcTpaxHUTe NpobupKy ¢ buomaTepmanom Ha MUKPOLIEHTPUGYTe-BOPTEKCE B TEUEHNME
3-5 C 1 UeHTpUyrnpyiiTe Ha MUKPOLIEHTPUYTE-BOPTEKCE B TeUEHMe 3-5 C.
6.5.2.2. YpanuTe Hagocafo4HYH XXUAKOCTb.
O6pasey, rotos g4 BblgeneHns AHK (7.2).
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1. MPOBEAEHVE AHAJTIN3A

7.1. BbigeneHve HK m3 6ruonormyeckoro matepuana

[na BblgeneHns [HK pekomeHayeTcs MCMOMb30BaTb HabOPbI/KOMMAEKTbI peareHToB,
VMEIOLLME PErncTpaLMOHHbIe YAOCTOBEPEHUS HA MEAMLMHCKOE M3Aenue W npeaHasHaveHHble Ans
COOTBETCTBYHOLMX BUAOB BuOMaTtepuana C Lenblo nocnefytoulero uccnegosaHns AHK metogom
MUP, Hanpumep, MPOBA-HK, MPOBA-I'C, MNMPOBA-MU-PAMNL, MPOBA-PANNA, MPOBA-
OMNTUMA, NPOBA-MY MAKC (tabnuua 2).
Tabnuua 2 - Habopbl/KOMNNEKTbI peareHToB, PeKOMeHAOBaHHble Ans BblgeneHms AHK ans

[anbHeliLLero UccnefoBaHns ¢ UCMNonb30BaHMEM Habopa peareHToB EBV

MuHMMaIbHoe
Habop/KomMnneKT peareHToB, PY Brnomatepuan KO/IMYEeCTBO 3/110aTa,
MK
CurHOBMabHAsA XNAKOCTb,
KomnnekTt peareHtoB NPOBA-HK CTIMHHOMOSTOBAA HMAKOCTL,
PYNod®CP 2010/08867 6V|onTaTb|/nyl-|KTaTb|, Ma3Ku 50
CO C/IM3UCTOIN POTOrNOTKM,
C/loHa
CVHOBMa/IbHAA XXMUAKOCTb,
KomnnekT peareHToB NMPOBA-I'C, CrMHHOMO3roBas KIAKOCTb,
PY Ne®CP 2010/08696 6|/|onTaTb|/nyl-|KTaTb|, MasKn 100
CO C/IM3UCTOIN POTOrNOTKM,
C/loHa
CurHOoBMWaIbHaA XUAKOCTb,
HaGop pearenTos MPOBA-MU- CMWUHHOMO3r0Bas XXUAKOCTb,
PAML, PY Ne P3H 2017/5753 BMHMOTMHECKAA KMAKOCTb, 100
MasKu CO C/IM3UCTOW
POTOr/NI0TKN
KomnnekT peareHToB NPOBA- CUHOBYabHAA UAKOCTD,
PANL, CMIMHHOMO3r0Bast XXWMAKOCTb, 500
PY No ®CP 2008/02939 Maskit €o crinsncTon
POTOrNI0TKK, CNHOHA
LlenbHas nepudpepuryeckas 100
KpoBb’
Habop peareHToB NMPOBA-
OMTUMA, PY Ne P3H 2022/17496 ~ CMMHHOMO3roBas XUAKOCTb,
aMHMOTUYeCKas XNLKOCTb, 400
omonTaTbl/MyHKTaTbI, Ma3Ku
CO C/IM3UCTON POTOr/IOTKU
Habop peareHToB NMPOBA-MY LlensHas nepuepryeckas 50

MAKC, PY Ne P3H 2021/14391 KpOBb

BblgeneHve [HK npoBOAAT B COOTBETCTBUM C  MHCTPYKUMEA MO  MPUMEHEHUIO

MCNoJib3yemoro Ha6opa/KomnneKTa peareHToB.

- TONbKO C MUCMONb30BaHMeM Habopa peareHToB B BapuaHTe ucnosnHenus NMPOBA-OMNMTUMA MAKC
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BHUMAHWE!

1 OpHoBpemMeHHO C BbigeneHnem JHK un3  6uonornmyeckoro Matepuana HeoOXOAMMO

MOArOTOBUTL OTPULATENbHBIA  KOHTPO/bHBLIA 06pa3el, M MNPOBECTM ero 4epe3 BCe 3Tanbl

Npo6onoAroToBKN. [Ns 3TOro PeKkoMeHAyeTcs UCMo/b30BaTh (DU3MOMOTMYECKMIA pacTBOp WK

OTpULATENbHbLIA KOHTPO/IbHBIA 06pasel, BXOAALMIA B COCTaB HabopaYKOMMeKTa peareHToB [A/1S

BblJE/IEHNS HYK/IEMHOBbLIX KWUCMOT B O0bEME, YKasaHHOM B WHCTPYKUMW MO MPUMEHEHUIO

COOTBETCTBYHOLLEr0 Habopa/KOMI/IEKTa peareHToB.

2. BbigeneHne AHK 13 6MonTaToOB/MYHKTATOB C WCMO/Mb30BaHWEM KOMIMIEKTOB peareHToB

MPOBA-HK 1 MPOBA-I"C npoBoAUTCS COrnacHo AaHHOM MHCTpyKumn (7.2).

1.2. BbigeneHne OHK u3 6monTaToB/MyHKTATOB C WCMNO/Ib30BaHVWEM KOMIIEKTOB
peareHToB MPOBA-HK 1 NMPOBA-TC

7.2.1L  O6Lwwwme TpeboBaHUSA

7.2.1.1. Wcnonb3yiiTe 0AHOPa30Bble HAKOHEYHMKM C mnbTpoM, cBoboAHble oT PMKa3z n OAHKas.
Mcnonb3yeMble HAaKOHEYHUKN MEHSNTE MPU KXKAOM YAaneHUW pacTBopa M3 npobupku.
Mpyn paboTe C acnMpaTopoM MUCMOMb3yTe HaKOHEYHWKM 6e3 (mibTpa, CBOGOAHbIE OT
PlNKa3 n AHKas.

7.2.1.2. Tpwn gobasneHnn pacTBopa B NPOOMPKY, CoAepXKaLLlyt0 61ONOMMYECKNA MaTepuan, BHOCUTE
pacTBOP akKypaTHO, He KacasCb CTEHOK MNpo6upkW. Mpy KacaHWM CTEHKW MNpoBMpKY
CMEHUTE HaKOHEYHWK.

7.2.1.3. [na npefoTBpalLeHNs KOHTaMMHaLMW OTKPbIBaNTE KPbILLIKY TOMbKO TOM MNPO6GMPKK, B
KoTopyto OyfdeTe BHOCWUTb PacTBOp WM W3 KOTOPOW OyaeTe yaanaTb HaAoCafouvHYHo
XXMAKOCTb, ¥ 3aKpbiBaliTe ee nepes paboToil co crepytoulein npobupkoii. He gonyckaetca
paboTaTb O4HOBPEMEHHO C HECKO/IbKUMMW MPOBMPKaMN C OTKPLITLIMU KPbILLKAMU.

7.2.1.4. Hemns3BeCTHble 06paslibl W OTpuMLATENbHbIA KOHTPONbHbIA 06pasel, (K-) Heobxoaumo

06pabaThbIBaTh M0 eANHON CXeME OJHOBPEMEHHO COTMTACHO JaHHON UHCTPYKLMN.

7.2.2. BblgeneHve AHK 13 6uontaTtoB/MyHKTATOB C UCMO/Ib30BaHMEM KOMMJIEKTa peareHToB

MPOBA-HK
BHNMMAHWE!
1 Mepen Ha4a oM paboTbl HEOGXOANMO:

- BK/IIOYUTbL TepMocCTaT 419 nporpesaHusa 1o 65 °C;

[OCTaTb M3 XONIOAW/IbHMKA KOMIM/IEKT peareHToB [ANA BblAeNeHUs HYKIEMHOBBLIX KUCMIOT U
MPOKOHTPO/IMPOBATL OTCYTCTBME OCafiKa B NM3MpYyloLleM pacTBope. B cnyyae BbinageHWsi ocagka
Heo6X0AMMO MNPOrpeTb (P1IAKOH C JIM3MPYIOLIMM PacTBOPOM Ha TepMocTaTe, MpefBapuTeSibHO

nporpeTom Ao 65 °C, 40 MOSHOrO PacTBOPEHWst OcafKka. 3aTeM ChedyeT nepemellaTb PacTBop
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nepeesopaumBaHneM (hnakoHa BBepx [AHOM 5-10 pa3, wu3beras neHoobpasosaHusA. [lepen

1CNOMb30BaHNEM OX/1aAMTE pacTBOp A0 KOMHaTHOW Temnepatypbl (oT 18 °C go 25 °C). Ocafok

Takke MOXHO PacTBOpUTbL MNpW KOMmHaTHOW Temnepatype (oT 18 °C go 25 °C) B TeyeHue

npun6an3nTeNibHO 12 Yacos.

2. Mpn nporpeBaHuy MPOBGMPOK BO3MOXHO OTKpPbIBaHME Kpbillek! CrefyeT MCMonb3oBaTb

MpobupKM C 3allénkmBaowmmMmca Kpbikamy (Hanpumep, Eppendorf Safe-Lock Tubes) wnn

nporpaMMmnpyemMble TepMOCTaTbl C NPYXKUMHOW KPbILWKOM (Hanpumep, TepmocTaT TBEpPAOTe/bHbIiA

nporpaMmmupyembiii  mManorabaputHblii  TT-1-«JHK-TexH.», npowussoactea OO0 «HMO AHK-

TexHonoruns»),

7.2.2.1. TlpomapkupyiTe rno O4HON OAHOPa30BOM MNACTUKOBON Mpobupke o6bEMOM 1,5 Mn ans
KaK[0ro HeM3BECTHOro obpasua v Ans oTpuLaTeNbHOro KOHTPOIbHOro obpasua (K-).

1111. JobasbTe B NPOGMPKY C NOATOTOBEHHbIMU 06pasLaMm 6rnonTaTos/nyHKTaToB (CM.6.5.2) 1
B NPo6upKy «K-» no 300 MKN M3MPYHOLLIEro pacTBopa, He Kacasicb Kpasi Mpo6upoK.

7.2.2.3. BHecuTe B NpobupKy, NpoMapkmMpoBaHHyto «K-», 100 MK OTpULAaTe/IbHOr0 KOHTPO/IbHOIO
obpasya. MNOTHO 3akpoiTe NPOGUPKKM, BCTPAXHUTE MPOOMPKM Ha MUKPOLEHTpUQyre-
BOpTEKCE B TeYeHue 3-5 C.

7.2.2.4. TepmocTatupyinte npobupku npu 65 °C B TeueHne 30 MWH, UEHTpUAYrMpyinTe Ha
MMKpOLEHTpUyre-BopTeKCe B TeyeHne 3-5 C.

7.2.2.5. TlepeHecuTe B COOTBETCTBYIOLLME MPOMAPKUPOBaHHbIE MPOBUPKM A1 HEU3BECTHbIX
06pasLoB HafoCaflouHYHO XUAKOCTb. And npobupkn «K-» MnepeHocuTb HagocajouHyro
XWAKOCTb He TpebyeTcs.

1.2.2.6. [lobaBbTe B Kaxkayro Npobupky no 400 MKN peareHTa 414 NpeuunmTaumm, He Kacascb Kpas
NPoBUPKK, 3aKpOoITe MPOBUPKN 1 BCTPAXHUTE MPOBUPKN HA MUKPOLLEHTPUYTe-BOPTEKCE B
TeueHve 3-5 C.

1.2.2.1. UeHTtpudyrupyiite npobupkm npu RCF(g) 12000 - 16000 B TeyeHne 15 MUH.

7.2.2.8. He 3ageBas 0cafiok, MONHOCTbIO YAaUTe HaA0CafOYHYH >KMAKOCTb (OTAENbHbIM
HaKOHEYHUKOM W3 K0 NpobupKu).

7.2.2.9. [o6aBbTe K ocagkKy no 500 MKN NpoMbIBOYHOIO pacteopa Nel, He Kacasicb Kpasi Npo6upKuy,
3aKpoiTe NPOOMPKM 1 aKKypaTHO nepeBepHUTe Npobupkmn 3-5 pas.

7.2.2.10. UeHTtpudyrupyiite npobupku npu RCF(g) 12000 - 16000 B TeyeHue 5 MUH.

7.2.2.11. He 3ageBas 0cafloK, MOMIHOCTbIO YAanuMTe HaJoCafouHYH >XUAKOCTb (OTAENbHbIM
HAKOHEYHNKOM U3 KaXXA0i NpobupKm).

7.2.2.12. fobasbTe K ocagky no 300 MK/T NPOMbLIBOYHOr0 pacTeopa Ne2, He Kacascb Kpas Npobupkw,
3aKporTe NPOGUPKN 1 aKKyPaTHO NnepeBepHUTe Npobupkn 3-5 pas.

7.2.2.13. UeHTtpudyrupyiite npobupku npu RCF(g) 12000 - 16000 B TeyeHne 5 MuH.
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7.2.2.14. He 3ageBas 0CafOK, MOMHOCTbIO YyhanmMTe HagoCafouHY >KUAKOCTb (OTAe/bHbIM
HaKOHEYHVKOM U3 K0/ NpobupKun).
7.2.2.15. OTKpoWiTe NPOGUPKK 1 BbICYLUMTE 0CaAoK Npu 65 °C B TeueHne 5 MuH.
7.2.2.16. [lo6aBbTe K ocaaKy no 50 Mkn 6ydepa Ans pacTBOPEHMS, 3aKPONTE NPOGUPKM.
7.2.2.17. Ocagute Kannvm LEeHTPUMYrMpoBaHneM MpoGUPOK Ha MUKPOLEHTPUGYre-BopTeKce
B TeyeHue 1-3 c.
7.2.2.18. TepmocTaTupyiite npobupkn npu 65 °C B TeueHne 10 MUH. BCTpsXHWTE MPOGUPKM Ha
MUKPOLEHTpUyre -BopTeKce B TeveHune 3-5 c.
7.2.2.19. LleHTpudpyrupyite npobupku npu RCF(g) 12000 - 16000 B TeueHwue 30 c.
Mpenapat AHK rotoB K BHECEHWNIO B peakLMOHHYI cmecb ansg HTIP
Mpenapat AHK MOXHO XpaHUTb Npu Temnepatype oT MuHyc 22 °C 1o muHyc 18 °C He 6onee
OAHOro Mecsua unm npu Temneparype ot MuHyc 72 °C go MuHyc 68 °C He 6osiee 04HOro roga.
Mepen ncnonb3osaHvem npenapara AHK ans noctaHoskm MNLIP nocne xpaHeHUs Heo6X04MMO
pasmopo3utb npenapat AHK W oTpuuaTtenbHbl  KOHTPO/bHLIA 0bpasel, NpuM  KOMHATHOM
Temnepatype (ot 18 °C po 25 °C) unm npu Temnepatype oT 2 °C go 8 °C, 3atem BCTPAXHYTb
npo6upku ¢ npenapatoM AHK v oTpuuaTenbHbIM KOHTPO/IbHBIM 06pa3LoM Ha MUKPOLEHTpUdYre-
BOpTEKCE B TeyeHUe 3-5 C 1 LEeHTPUGYrMpoBaTb Ha MUKPOLIEHTPUYre-BOpTEKCe B TeueHne 1-3 c.
Mpenapat AHK rotoB K BHECEHWIO B peakUMOHHY cmecb ansa MLUP
BHUMAHWE! [Ona npenapata AHK gonyckaeTca ToNIbKO 0AHOKPaTHOE pasmopaxusaHue!
7.2.3. BblgeneHve AHK 13 6uontaToB/MyHKTATOB C UCMOJ/Ib30BaHMEM KOMI/IEKTa peareHToB
MPOBA-I'C
BHVMMAHWE! Tllepep HavyasioMm paboTbl HEO6XOAMMO BK/IOUUTL TEPMOCTAT 415 NPOrpeBaHus
fo 50 °C.
7.2.3.1. TlpomapKupyiiTe Mo OAHOM OAHOPA30BOW NNACTMKOBOM NpPobupke 06bLEMOM 1,5 mMn Ans
KaXX[0ro Hem3BeCcTHOro obpasua 1 41 oTpuLaTelbHoOro KOHTpoibHoro obpasua (K-).
7.2.3.2. [o6aBbTe B NPOGUPKM C MOLrOTOB/IEHHLIMU 06pa3Lamy 61onTaToB/MyHKTATOB (CM.6.5.2) 1
B Npo6upKy «K-» no 150 MK M3UPYIOLLEro pacTBOpa, He KacascCh Kpas Npo6upok.
7.2.3.3. BHecuTe B NpobUpKy, NPOMapKMpoBaHHYH «K-», 50 MK/ CTEPUIBHOIO (h1310N0rMYeCcKoro
pacTBopa Wu TPaHCNOPTHOW cpefpl. MN0THO 3aKpoiTe NPOBUPKK, BCTPAXHUTE NPOGUPKM
Ha MUKpOLeHTpUyre-BopTeKce B TedeHne 3-5 C.
7.2.3.4. TepmocTaTupyiTte npobupkn npu 50 °C B TeueHne 30 MUH, LEHTPUGYTUpYiiTE NPOBUPKK
Ha MUKpOLEHTpUyre-BopTeKce B TedeHne 3-5 C.
7.2.3.5. TlepeHecute B COOTBETCTBYIOLUME MPOMAPKMPOBaHHbIE MPOOMPKM AN  HEW3BECTHbIX
06pa3L0B HAZ0CALOYHYHO XMAKOCTb. [nsa npobupkn «K-» nepeHOCUMTb HaLOCALOUHYHO

XXUAKOCTb He TpebyeTcsi.
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7.2.3.6. TwaTenbHO pecycrneHanpyrTe COP6eHT Ha MUKPOLEHTpUdyre-BopTekce. [epeBepHyB
NpobupKy BBEPX AHOM, Yb6eaMTecb, UTO COPOEHT He 3a/Mn Ha AHO NpPo6upku. [Mpu
Heo6X0AMMOCTM NOBTOPUTE MepemeLlBaHmne copbeHTa.

7.2.3.7. [obasbTe BO BCce npobupkn (BkMYad «K-») no 20 MKn npeaBapuTenibHO
PEeCyCrneHAMPOBAHHOIO COPOEHTa, He KacasCb Kpasi Mpo6upKK, 3akpouTe Mpo6bupKu u
BCTPSAXHUTE NPOOMPKM Ha MUKPOLLEHTPUMYre-BopTeKCe B TeveHne 3-5 ¢

7.2.3.8. LeHTtpudyrupyiite npobupku npu RCF(g) 12000 - 16000 B Te4eHWe OAHOM MUHYTI.

7.2.3.9. He 3ageBas 0CafoK, MOMHOCTbIO YJa/mMTe HaL0CafOUYHYH >KUAKOCTb (OTAENbHbIM
HaKOHEYHNKOM U3 KaX[0I Npobupkn).

7.2.3.10. Oo6asbTe K 0caaky rno 200 MK NpombIBOYHOIO pacteopa Nel, He kacasach Kpasi Npobupku,
3aKpomTe  MpOGUPKM K BCTPAXHWUTE MPOBUPKM Ha MUKPOLEHTPUQYyre-BopTeEKCe
B TeueHwue 3-5 c.

7.2.3.11. UeHTpundpyrmpyiite npobupkm npn RCF(g) 12000 - 16000 B TeYeHWe OLHON MUHYTLI.

7.2.3.12. He 3ageBas 0CafoK, MOMHOCTbIO YAQIATE HaA0CAAOYHYHO >KUAKOCTb (OTAE/bHbIM
HaKOHEYHWKOM U3 KaX[0N NpobupKum).

7.2.3.13. [lo6aBbTe K ocagky no 200 MKA NPOMbIBOYHOr0 pactBopa Ne2, He Kacasicb Kpas MpobupKu,
3aKponTe  MpPoOBUPKU M BCTPAXHWUTE MPOOUPKM Ha MUKPOLIEHTPU(Yyre-BopTeKCe
B TeueHue 3-5 c.

7.2.3.14. UeHTpudpyrmpyiite npobupkm npu RCF(g) 12000 - 16000 B TeYeHMe O4HON MUHYTLI.

7.2.3.15. [lob6asbTe K ocagky no 200 MK/ NPOMbIBOYHOr0 pacteopa Ne3, He Kacasacb Kpas npobupku,
3aKponTe  NPOOMPKU W BCTPAXHUTE MNPOGUPKM Ha MWKPOLIEHTPU(yre-BopTeKCe
B TeueHwue 3-5 c.

7.2.3.16. UeHTpundpyrupyiite npo6upku npu RCF(g) 12000 - 16000 B TeYeHWe OLHOM MUHYTHI.

7.2.3.17. He 3ageBast 0cafioK, MOMHOCTbIO YAa/nTe HAOO0CAA0YHYH XXMAKOCTb (OTAe/bHbIM
HaKOHEYHVKOM W3 K&XKJ0i NpobupKun).

7.2.3.18. OTKpOWTe KPbILLKX MPOOMPOK 1 BbICyLUMTe 0cagok npu 50 °C B TeueHne 5 MUH.

7.2.3.19. [lo6asbTe K ocagky no 100 MK 3M10MPYIOLLEro pacTBopa, He KacasCb Kpas npobupku,
3aKpoinTe NPOBGUMPKM M BCTPAXHUTE MPOOMPKM Ha MUKPOLEHTPUQYre-BOpTEKCE B TeYeHue
5-10 c.

7.2.3.20. TepmocTtaTupyiite npobmpku npu 50 °C B TeUeHne 5 MUH.

7.2.3.21. LeHTpudpyrupyite npobupku npun RCF(g) 12000 - 16000 B Te4eHMe OL4HOM MUHYTI.
HafocafouHaa >XuWAKOCTb, cofepxkawlad BblgeneHHyw [AHK, rotoBa K BHECEHUIO B

peakunoHHy cmeck ana MNuP.
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MonyyeHHbln npenapat AHK MOXHO XpaHWUTb 4O 7 eyTOK npu TemnepaTtype oT 2 °C ao
8 °C. lMepen wmcnosnb3oBaHvem npenapata AHK gna noctaHosku TMUP Heobxogumo noBTOPUTH
7.2.3.20 — 7.2.3.21.

Ecnm o6pasey, npegnonaraetcs XpaHWTb 6ofee 7 CyTOK, MNepeHecMTe HaZoCafouvHyHo
XXNIKOCTb B OTAENbHYH0 04HOPa30BYt0 Npobupky. bonee 7 cytok npenapat AHK cnefyet xpaHuTb
npu Temnepatype o1 MuHyc 22 °C go muHyc 18 °C.

Cpok xpaHeHuna npenapata JHK npu Temnepatype oT MuHyc 22 °C go muHyc 18 °C - He
6onee 6 mecsLeB.

Mepen wcnonb3oBaHWem npenapata AHK ana noctaHoBku [MLP nocne xpaHeHus
HeobxoaMmMo pasmopo3nTb npenapaT AHK u oTpuuaTenbHbli KOHTPOSbHBLIA  06pasel, npw
KomHaTHoM Temnepatype (o1 18 °C po 25 °C) wwm npu Temnepatype ot 2 °C go 8 °C, 3aTem
BCTPSAXHYTb NpPo6upkn ¢ npenapatom AHK u oTpuuatesibHbIM KOHTPO/bHLIM 06pasLomM Ha
MUKPOLEHTPU(3Te-BOpTEKCE B TeveHne 3-5 C 1 LeHTpUGYrMpoBaTb Ha MUKPOLEHTPUQYre-BOpTEKCE
B TeueHune 1-3c.

Mpenapat AHK roTtoB K BHECEHWIO B peaKLUMOHHYI cmecb and MLP.

BHMUMAHWE! [Ona npenapata AHK gonyckaeTcs To/IbKO OAHOKPATHOE pasMopakmsaHume!

7.3. MoaroToBKa v nposegeHue MNMUP. dacoBka S

BHUMAHWE!

1 Mpn NpoBefeHUN BCeX NOCMeLYHOWMX AeNCTBUA cnefyeT usberatb BO3AEWCTBUS MPAMbIX

COJTHEYHbIX JTyYeil Ha NPOBMPKM CO CMECHIO A1 amnmguKaumm!

2. Mpn MCrnonb30BaHUM Habopa peareHTOB B BapuaHTe UCMONHEHWUA «®PacoBka S, CTPUMbI»

CrieflyeT CTporo cobntofarb KOMMIEKTHOCTb CTPUMOB U KPbILEK K HAM. He 1CNonb30BaTh KPbILLIKK

K CTpunam 13 Apyrux Habopos peareHToB!

7.3.1. TpomapkupyiTe Mo OLHOM NPOGUPKE/CTPUNOBAHHON NPOGUPKE CO CMECbio A/
aMnAuguKaumm, 3anevyaTaHHOW napavHOM, N8 KaKAOro Hem3BeCTHOro ob6pasua, Ans
OTPULATENbHOr0 KOHTPO/IbHOro o6pasua (K-) v 4nd NONOXWUTEIbHOro KOHTPOJ/IbHOMO
obpasua (K+).

BHUMAHWE! KonnMyecTBO peareHTOB paccuMtaHO He 60siee 4yeM Ha 24 nocTaHOBKW Mpu

YCNOBUM BapuabenbHOro KonmyecTBa HEM3BECTHbIX 00pasyoB, 1 OTpULATE/IbHOrO KOHTPO/IbHOIO

o6pasua 1 1 nonoXnTeNbHOro KOHTPO/IbHOro 06pasLa B KXo NOCTaHOBKe.

Mpumep:

Heo6xoavMo MpoaHannM3vpoBaTth 4 HeW3BEeCTHbIX 06pasLia. [1/18 3TOro Hy>HO MPOMapKupoBaTh 4 NpobupKu

[191 HEM3BECTHbIX 00PasLoB, OfHY MPOGUPKY Ans «K-» 1 ogHy Npobupky ans «K+», ObLLee KOMMYeCTBO

MPOBUPOK - 6.

7.3.2. BcTpaxHWUTe Npo6ypky C pacTBOpPOM Tag-nosivmepasbl Ha MUKPOLLEHTPUYre-BOPTEKCE B
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TedeHne 3-5 e U LUeHTPUQYrmpyirte Ha MUKPOLEHTPU(Yre-BopTeKee B TeveHue 1-3 C.
7.3.3. JJo6aBbTe BO BCe NPOMapPKMpPOBaHHbIE MPOBUPKK, He NOBpeXas cnov napaduHa, no 10 Mk
pacteopa Tag-nonvMmepasbl.
BHMUMAHWE! T[Mpn ncnonb3osaHnn ana nposegeHus MNLP getekTupytoLero amnamgukaTopa
Rotor-Gene Q MUHepanbHOe Mac/io B NPOGUPKK He BHOCKTCS!
7.3.4. Jlo6aBbTe B KaXay Npo6upKy (Npu HeobXoAMMOCTM) NO OAHOM Karne (0Kono 20 MK)
MVHepa/IbHOro Macna. HennoTHO NpUKporTe NPOOUPKN/CTPUNbI KPbILLKaMK.
7.35.  BCTpsixHUTE NPOGUPKY C MOIOXKMUTE/IbHBIM KOHTPO/IbHBIM 00pa3L{oM Ha MUKPOLIEHTPUYTe-
BOPTEKee B TeueHue 3-5 ¢ 1 LeHTPUgYrnpyiTe Ha MUKPOLEHTPUGYTe-BOpTeEKee B TeyeHue 1-3 C.
BHNMAHWNE!
1 MMeped BHECEHMEM B MPOOMPKM C peakUMOHHON cmecbto ana npenapata OHK u
OTPULATENBHOTO  KOHTPONLHOr0  06pasua  HeobXOAMMO  BbIMOMHWUTL  PEKOMEHZauun o
ncnosnb3osBaHuto npenapata AHK, npreeféHHbIE B UHCTPYKLMW MO NPUMEHEHUIO Habopa/KoMNeKTa
peareHTOB ANq BbigeneHusa HK.
2. Mpn ncnonb3oBaHun ans BblgeneHns AHK komnnektoB peareHToB NMPOBA-HK, NMPOBA-
PAMKA, TPOBA-I'C (Tonbko B Cnyyae, ecnv Noc/ne BblAeNeHUs HagocagovHas >XUAKOCTb,
cofiepxatas BblaeneHHyto AHK, 6bina nepeHeceHa B HOBble MPOBUPKM) BCTPAXHUTE NPOBUPKK C
npenapatom AHK v oTpuuatesibHbIM KOHTPO/bHLIM 06pa3LoM Ha MUKPOLIEHTPU(Yre-BOpTeKee B
TedeHue 3-5 C U LEHTPUPYTMpyinTe Ha MUKPOLLEHTPUGYre-BOpTEKee B TedeHne 1-3 ¢
3. Mpn wncnonb3oBaHUM Ans BblgeneHus AHK HabopoB peareHToB MPOBA-MY-PAMNA,
MPOBA-MUY MAKC HeobxoauMmMo, He BCTpsXMBast, LEHTPUGyYrmpoBaTb NpoobupKyM ¢ NpenapaTtom
[OHK v oTpuyatenbHbIM KOHTPObHLIM 06pa3LoM Ha MUKPOLEHTPU(Yre-BopTekee B TedeHne 1-3 c,
3aTeM MOMecCTUTb Mpobupkn ¢ npenapatom OAHK B mMarHuTHbIA wTatue. B cnyyae ecnv nocne
BblAeNeHNA HAL0Caf04Hasn XXMUAKOCTb, cofepXalas BblgeneHHyo JHK, 6bina nepeHeceHa B HOBble
NpooupKK, cnefyet BCTPAXHYTb NPooupku ¢ npenapatoM AHK v oTpuuartesibHbIM KOHTPOJIbHbIM
06pa3LoM Ha MUKPOLEHTpUyre-soptekee B TedeHne 3-5 C U LeHTpUQYrvposaTb Ha
MUKPOLIEHTpU(Yre-BopTekee B TeyeHne 1-3 C.
4. [ns npefoTBpaLLeHMs KOHTaMUHaUMK cneayeT nepes BHeceHem JHK OTKpbIBaTb KPbILLKM
TO/MIbKO TeX MPOBUPOK, B KOTOpble OyaeT BHOCUMTLCSH AaHHbIA 06pasel, W 3aKpblBaTb WX, Nepef
BHECeHMeM cnefytoLlero. B cnyyae MCnosnb30BaHWA CTPUMOB ClIefyeT 3aKpbiBaTb KPbILWKY CTpuna
nocne BHeCEHWS B Hero 06pa3uLoB Mepes Havaiom paboTbl CO  CrefyrowyMm. 3akpbiBainTe
npobupku/ctpunsl  nnotHo. [Mpenapatbl AHK 1 KOHTpO/bHble 06pasubl CregyeT BHOCUTH
HaKOHEYHMKaMu C (IUIbTPOM.
7.3.6. BHecuTe B COOTBETCTBYHOLME MPOMAapPKMPOBaHHbIE MPOOUPKK, He MNOBpexaas Croin

napadmHa, no 5,0 MK BblAeNeHHOro u3 o6pasyoB npenapata AHK. B npobupkn.
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npoMapkmpoBaHHble «K-», «K+», IHK He BHOCUTCS.
7.3.7.  BHecuTe B NpobupKy, NpOMapKMpoBaHHYH «K-», He noBpexgas cnoin napagpuHa, 5,0 Mkn
OTpULATENILHOIO KOHTPOLHOIO 06pasya, npoweaLlero atan sbigeneHms AHK (cm. 7.1).
7.3.8.  BHecuTe B NpobupKy, MpoMapKMpoBaHHYH «K+», He noBpexaas cnovi napaguHa, 5,0 MKn
MONIOXMTENBHOrO KOHTPONbHOIO 06pasua.
7.3.9.  LeHTpudyrupyiite Bce Npo6bUPKN/CTPMNbI Ha MUKPOLIEHTPMYre-BOpTeKCe B TeueHune 3-5 ¢
(npwv ncnonb3oBaHuM s nposegeHus MLUP getekTupytowero amnangurkaropa Rotor-Gene
Q UeHTpuyrmpoBaHme He 0653aTeNbHO).
7.3.10. YcTaHOBWTE BCe NPOBMPKM/CTPUNBI B AETEKTUPYHOLLMIA aMnandukaTop.
7.3.11. [Onda geTeKTUpYOLWMX amnangukatopos cepum AT:
3anyctute nporpaMmHoe ObecrneyeHvie LETEKTUPYIOLLEro amnangukaropa. Npu nepsom
npoeegeHun MLP 3arpy3nTe COOTBETCTBYOWMIA TecT . Janee 1 npu nocnefyowmx nocTaHOBKax
co3faiiTe COOTBETCTBYHOLLMIA NPOTOKON UCCNEA0BAHNSA: YKAKUTE KOMYECTBO U MAEHTU(DMKATOPDI
06pasLoB, B TOM uuCne OTPULATENIbHOTO W MOMOXMUTENbHbIX KOHTPOJbHLIX 00pa3sLoB, OTMeTbTe
pacnonoXeHne NPOGUPOK/CTPUNOB Ha MaTpuLe TepMO6/IOKa B COOTBETCTBUM C UX YCTAHOBKOW U
nposegute MLP. Mpwn BblibOpe TecTa A0/MKHA 0TOBpaXKaTLCA Nporpamma, nNpueeagHHas B Tabnuue 3.
7.3.12. [Ana petekTvpyrowmx amnamgukatopoB Rotor-Gene Q, CFX96 n Applied Biosystems
QuantStudio 5:
MposeaunTe MNLP ¢ yueTom 06bEMa peakLMOHHON cmecu, paBHOro 35 MK/, N0 NporpaMmMam
amnangrkauum, npmeeaéHHbIM B Tabnunuax 4, 5, 6 COOTBETCTBEHHO.
Tabnuya 3 - lMporpamma aMnAnpUKaLMn 41s AeTEKTUP3IOLWLMX aMIAN(UKaTOpoB «Tnpanm»,

«ATnaiAT» (thacoBka S)

Pexxum
No 6/ioka  Temnepatypa, °C  MMH c Ywcno umknos OMTUYECKNX Tvn 6n10Ka
V3MEPEHWIA
0 30
1 o 1 20 1 Linkn
A 0 30
2 64 0 15 5 Vv Lkn
A 0 10
3 64 0 5 45 Linkn
4 A 0 5 1 Livkn
5 Sk XpaHeHvie XpaHeHne

\/ pPEXKUM OMTUYECKNX U3MEPEHNIA

*- TECT 19 LETEKTVPYIOLLMX aMmINGMKaTopoB cepumn AT co3faétcs nyTém BBOAA MapaMeTpoB (MapameTpbl
TecTa YKasaHbl B [MpuioxeHnn A) Wi NpefocTaBNseTca Npon3BoAUTeIeM Habopa peareHToB.
\- [onycKaeTcs XpaHeHve npy Temnepatype 10 °C
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Tabnnuya 4 - Tlporpamma amnmMpurKaunm 4ns AeTeKTpytollero amndgukaropa Rotor-Gene
Q (hacoBka S, NpobupKN)

No Temnepatypa, °C Bpems, ¢ Konuyectso LMKNOB
/Cycling /Temperature /Hold Time, s /Cycle Repeats
_ 80 deg 60 1time
Cycling 94 deg 9
Cycling 2 57 deg VV 15
Cycling 3 94 deg 10 45 times
57 deg V 15

netekumn Green (Fam) n Yellow (Hex) npu 57 °C.

Tabnuua 5 - T[lporpamma amnavukaumMn gns AeTekTupyrowmx amnangurkatopos CFX96
(cpacosku S, U)

o Bpewms Konnyectso UnKIoB
0 t
Ne 6/10Ka (Step) Temnepartypa, °C MUH: CeK (NOBTOPOB)

1 80 01:00 1

2 94 01:30 1

3 9% 0:15
50

4 64V 0:20

HeobxoaMMbIM KaHanam aetekuym (Fam, Hex) npu 64 °C

Ta6bnuua 6 - T[porpamma aMnaMdUKauunm Ans  AETEKTUPYIOLWMUX — aMnaMgrKaTopoB

Applied Biosystems QuantStudio 5 (¢pacosku S, U)

o o Bpewms KonnyecTtso UMK/I0B
Cragus wara Temnepartypa, °C MUH: CeK (NOBTOPOE)
Cragus 1 80 01:00 1
yhepxanua - o 94 01:30 1
Cragms 1 94 0:20
MLp _ 50
2 64V 0:20

\£ c60p AaHHbIX 415 HeobxoauMbIX thyopodopos (Fam, Vic (Hex)) BK/toueH

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Aﬂ,HK-TEXHOﬂOI_VIﬂ MHCTPpYKUUA MO NPUMEHEHUIO NivcT 28
EBV lncTtoB 41

7.4. MogroTtoBKa v nposegeHue MNLIP. dacoBka U, py4Hoe f031poBaHue
BHUMAHWE!
1 [nsa amnavdukauum cnefyeT MCnonb30BaTb OLHOPA30Bble aMMINPUKALMOHHbIE MPOOMPKHY

o6vémoMm 0,2 Mn v MukponnaHweTbl MUP 96 NyHOK’, repmeTusupyemMble  TePMOMNIEHKOMN.

He pekoMeHZyeTCa  UCMONb30BaTb  CTPUMNOBaHHbIE MPOOVMPKM B CBA3WM C  OMAcHOCTLHO

MoCTaMNANNKALMOHHOW KOHTaMUHaLmK.

2. Mpn nNpoBefeHnM BCeX MOCMeLyOWMX AeACTBUIA cnefyeT n3beratb BO3AEACTBUA NPAMbIX

COMTHEYHbIX JTy4ei Ha NPOGUPKM CO CMECBIO A1 aMnanuKamm!

7.4.1. TpomapkupyiiTe HeO6X0AMMOe KOMIMYECTBO O4HOPA30BbIX aMMU(UKALMOHHBIX NMPOOMPOK
06bEMoM 0,2 Mn mnm MukponnadweT MUP 96 nyHOK Ans Heu3BeCTHbIX 06pasuoB, ANs
OTPULATENBHOIO KOHTPO/IbHOro obpasua (K-) v gns nonoXuTenbHOro KOHTPOJSIbHOrO
obpasua (K+).

MpumeyaHne - PekoMeHLyeTCA MOCTaHOBKA He MeHee 5 00pasuoB B OOHOM  WCCNefOBaHWN

(3 Her3BeCTHbIX 06pasLia, OTPULIATENbHBIV U MONOXKUTENBHBIA KOHTPOMbHbIE 00pasLbl).

Mpumep:

Heobxoa1Mo npoaHasn3npoBaTh 4 HeM3BECTHbIX 00pa3Lia. [151 3TOro Hy>XXHO NPOMapKMpoBaThb 4 npobupich

3ape3epBrpoBaTh 4 lyHKV MAKPOJIAHLLETa [/11 HEM3BECTHBIX 06pasLoB, OAHY NPOOUPKY/NYHKY Ans «K-» ©
OfHY MPOBUPKY/NYHKY Ana «K+», O6LLee KONMYecTBO NMPOBUPOK/TYHOK - 6.

7.4.2. BcTpsxHWTE NPOOMPKY CO CMECbIO A1 aMNINMUKALMN Ha MUKPOLEHTPUGYre-BOpTEKCE B
TeyeHne 3-5 ¢ 1 UEHTPUGYrMp3LITe Ha MUKPOLEHTpUAYre-BopTekce B TeueHne 1-3 e.

7.4.3. BHecuTe BO BCE NMPOMAapPKMPOBaHHbIE MPOBUPKU/HEOOXOAMMbIE NYHKM MUKPOMAaHLIeTa
(Bknrovast «K-» n «K-b») Mo 6,0 MK/ emecn A5 aMnangukaumm.

7.4.4. BcTtpsixHute npobupkn ¢ TMLP-6ydepom u nonumepasoin TexHoTag MAX Ha
MUKPOLEHTPUAYre-BOpTeKCe B TeUeHMe 3-5 € 1 LEeHTpUyrupyinTe Ha MUKPOLLEHTPUGYTe-
BOpTeKce B TeueHune 1-3 c.

BHUMAHWE! TMNonumepasy TexHoTaq MAX Heobxoanmo goetaBaTb M3 MOPO3U/bHON KaMepbl

HEeMnocpeACTBEHHO Mepes UCMob30BaHUEM.

7.4.5. MpurotoBbTe cmechb MLP-6ytepa ¢ nonnmepasoin TexHoTag MAX. [ina 3T0ro emeluanTte
B OTZEe/IbHOW 04HOPa30BO NPOOUPKE:

. 6,0 X(N-I-1) mkn MLP-6ydepa,
. 0,3 x (N+1) mkn nonnmvepasbl TexHoTag MAX,
rge N - KOMM4YeCcTBO NPOMapKUPOBAHHLIX MPOOGUMPOK/KONNYECTBO HEOOXOAMMbIX IYHOK
MUKpPOMIaHLLETa C YYETOM «K-» U «K-b».
Mpumep:

' - NS AETEKTUPYHIOLLMX aMNMGMKaTopoB «ATnaiiT» 1 Rotor-Gene Q MUKpPONaHLLETLI 96 NYHOK He UCMOMb3yHTCA
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N7 DHk-TexHonorus
EBV Nnctos 41

HeobxoguMo npoaHasmsupoBatb 4  Heu3BeCTHbIX  06pasug, «K-», «K+».  [poMapKupoBaHHbIX
NPOBVPOK/HEOBXOAUMBIX TYHOK MUKpOr/iaHeTa —6. HyxHo npurotoButb cmeck [LP-Bydepa 1
nonmmepasbl TexHoTaqg MAX ana 7 (6+1) Npobrpok/nyHoK, T.e. 42 Mk MLIP-6ytepa + 2,1 MK nonmmepasbl
TexHoTag MAX

7.4.6. BCTpsixHUTE NPOBUPKY C NPUroToBNEHHOM cMeckto MLIP-6ydepa n nonnumepasbl TexHoTaq
MAX Ha MWKpOUEHTpudyre-soptekce B TeueHne 3-5 C M UEHTpUGyrupyite Ha
MUKPOLEHTPUYre-BopTeKCe B TeueHne 1-3 C.

BHMUMAHWE! Cwmecb MNMUP-6ythepa n nonmmepasbl TexHoTag MAX Heo6x0oAMMO roToBUTb

HEeMNoCpeACTBEHHO Nepes, UCMO/b30BaHUEM.

7.4.7. [ob6aBbTe BO BCe MPOMapPKMpPOBaHHbIE MPOOUPKN/HEOBXOAMMbIE NYHKW MUKPOMIaHLLeTa co
CMeCbI0 /19 amnmdmkaumm no 6,0 mkn cmecun MNLP-6ytepa 1 nonvmepassl TexHoTag MAX.
HennoTHO NpuKpoliTe NPOBUPKM.

BHVUMAHWE! Tocne po6asneHns cmecu MLIP-6ydepa v nonmmepassl TexHoTag MAX B

MPOBUPKM/NYHKN CO CMECHIO A1 amMnInduKaLmMm HeobXoaMMo B TeHeHUe ABYX YacOB BbINOMHUTb

7.4.8-7.4.14.

7.4.8. BcTpsxHMTE NPOBUPKY C NOMOXKMTENBbHBIM KOHTPO/IbHBIM 06pa3LoM Ha MUKPOLEHTpUyre-
BOPTEKCe B TeyeHue 3-5 ¢ 1 LeHTpudyrupyiite Ha MUKpPOLEHTPUGYre-BOPTEKCE B TeUEHME
13c

BHUMAHWE!

1 TMepen BHeceHWEM B MPOOVPKW/NYHKM C peakUMOHHOW CMecbto Ana npenapata OAHK wu
OTPULATENbHOIO  KOHTPO/IbHOrO  06pasuya Heo6X0AMMO  BbIMOMHWUTL  PEKOMEHZALMU 1o
ncnonb3oBaHuio npenapata [AHK, npuvBeaéHHble B MHCTPYKUMM N0  NPUMEHEHUIO
Habopa/KoMnieKTa peareHToB A/14 BblgeneHms HK.

2. lpn wncnonbsoBaHun Ana BbigeneHns AHK komnnektoB peareHToB MNPOBA-HK, TMNMPOBA-
PAMNL, MPOBA-I'C (Tonbko B Cny4vae, €Cnv Mocne BblAeNneHus HagocafouHas XXUAKOCTb,
cofepxalas BblgeneHHyto JHK, 6bina nepeHeceHa B HOBble NPOGUPKM) BCTPAXHUTE NPOOGUPKM
c npenapatom AHK 1 oTpuLaTesibHbIM KOHTPO/IbHBIM 06pa3LoM Ha MUKPOLLEHTPUMYTe-BOpTEKCe
B TeyeHue 3-5 ¢ 1 LEeHTpUQYrupyiiTe Ha MUKPOLIEHTPU(Yre-BOpTeKce B TeueHne 1-3 .

3. Tpu ncnonb3oBaHun ans BolgeneHns AHK Habopos peareHToB NMPOBA-MY-PAMNL, NMPOBA-
M MAKC Heo6xoamMMmo, He BCTpsAXMBas, LeHTpugyrmposatb Npobrpku ¢ npenapatom JHK n
oTpULaTeNlbHbIM KOHTPO/IbHBIM 006pasLioM Ha MUKPOLEHTpUdyre-BopTekce B TeueHue 1-3 c,
3aTeM MOMECTMTb NPo6MpKK ¢ npenapatoM OHK B MarHUTHbIN wTatue. B cnydyae ecnm nocne
BblJeNeHVsT HafoCcafouHasa XWUAKOCTb, cofepkalas BblgeneHHyo AHK, 6blna nepeHeceHa B

HOBble MPOGUPKM, CNedyeT BCTPSIXHYTb NPo6upku ¢ npenapatom AHK 1 oTpuuaTenbHbIM
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KOHTPO/IbHbIM 06pa3LIOM Ha MUKPOLIEHTPUYre-BopTeKCe B TedeHne 3-5 ¢ 1 LeHTpUMYrmpoBaThb
Ha MUKPOLIEHTPUYre-BOpPTEKCe B TeyeHue 1-3 C.

4. [na npepoTBpalLeHns KOHTamuHauuu cnegyet nepep BHeceHveM [HK OTKpbIBaTb KPbILLIKK
TO/MbKO TeX NPOBUPOK, B KOTOpble OyAeT BHOCUTLCA fAaHHbIA 06pasel, M 3aKpbiBaTb WX, Nepes,
BHECEHMEM CriedytoLlero. 3akpbiBainTe nNpobupku nnotHo. Mpenapatbl AHK 1 KOHTPONbHbIE
06pasLbl CcrefyeT BHOCUTb HAKOHEYHUKAMU C (PUILTPOM.

749. BHecute B COOTBETCTBYHOLLME MPOMapPKUPOBaHHbIE NPOOVPKN/HEOOXOAMMbBIE TYHKU
MUKponiaHweta no 6,0 MKA BblgeneHHoro w3 o6pasyos npenapata AHK. B
NPOGUPKU/NYHKKM, NpoMapKnpoBaHHble «K-» 1 «K-b», IHK He BHOCUTCS.

7.4.10. BHecute B MPOOMPKY/NYHKY, NPOMapKMpoBaHHYt «K-», 6,0 MK OTpULaTe/IbHOro
KOHTpONbHOro obpasua, npoLueaLlero atan solgeneHns AHK (cm.7.1).

7.4.11. BHecuTe B NPOOVPKY/NYHKY, MNPOMapKMpoBaHHYH «K-b», 6,0 MK MOIOXWUTENIbHOIO
KOHTPO/IbHOIO 06pasua.

7.4.12. B cny4ae ncnosb3oBaHna MukponnaHwweTos MNLP 96 nyHok:

7.4.12.1. TMomecTnTe aKKypaTHO, He BCTpsAXuMBasA, MUKponnaHLeT MNLIP B noanoxky ycTpoincTea ans
3anevartbiBaHuA nnaaHweTos ATnak.

7.4.12.2. MpoBeauTe 3aneyaTbiBaHMe MUKponnaHweTa MLP nonMmepHoin TepMONAEHKONM COrnacHo
PYKOBOACTBY MO 3Kcnyartaumm npubopa ATnak.

7.4.12.3. UeHTpudyrmpyiite mukponnaHwet MLP npu RCF(g) 100 B TeueHwne 30 C.

7.4.13. B cny4vae 1cnosb3oBaHMs NPoBUPOK:

LieHTpundhyrmpyinte BCce NPOOMPKM Ha MUKPOLEHTPUGYre-BopTeKkce B TeveHue 3-5 ¢ (mpw
ncnonb3oBaHun ans nposegeHns MUP getektupytowero amnamdukaropa Rotor-Gene Q
LIeHTPUQYrMpoBaHne He 0653aTe/bHO).

7.4.14. YcTtaHoBuTe BCe Mpo6UpKu/MUKponnaHweT MLP B AeTeKTupyrowWmiA aMnandukaTop u
nposeaute MUP (7.4.15, 7.4.16).

7.4.15. [Onda geTeKTUPYOWMX amnangunkaTopos cepum AT:
3anyctute nporpaMMHoe obecrieyeHve LeTeKTUPYHOLWEero amnangukaropa. Npu nepsom
npoegeHun [LIP 3arpysute COOTBETCTBYHOWMIA TecT. [anee M npu nocnegyroLmx
MOCTaHOBKax CO3jaliTe COOTBETCTBYIOLLMIA MPOTOKON UCCNEL0BaHNA: YKaXMUTE KONMYECTBO
N WOEeHTU(MKATOpbl 06pasuoB, B TOM 4uC/le OTPULATENIbHOrO U MOJSIOKUTE/IbHOIO
KOHTPO/IbHbIX 06pasL0oB, OTMeTbTE PacrofiokeHe 06pasLoB Ha matpuue Tepmob/oka B

COOTBETCTBMM C WX YCTaHOBKOWM W npoBeaute [ILIP. [Mpu BbiGope TecTa A0/MKHA

‘- TECT 1191 [ETEKTVPYIOLLMX aMnndmKaTopoB cepun AT co3maéres nyTéM BBOAA NapameTpoB (MapameTpbl
TecTa yKasaHbl B [puioxeH B) unn npeaocTaBnsieTcs npounsBoauTenieM Habopa peareHToB.
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oTobBpaXkaTbCA Nporpamma, npuBeféHHas B Tabnumue 7.

7.4.16. [Ona peTektupytowmx amnavgukatopos CFX96, Applied Biosystems QuantStudio 5 wu
Rotor-Gene Q:
MposeaunTe MLIP ¢ yuyeTom 06bEMA peakLMOHHON emMecy, paBHOrO 18 MK/, No NporpaMmam

amnanukaummn, npmeeaEHHbLIM B Tabnmuax 5, 6, 8 COOTBETETBEHHO.

Tabnuuya 7 - [Mporpamma aMnaugrKaumn ans AeTeKTUPYHOLWMX aMnaMprKaTopoB «Tnpaiim»,
«[ATnaiiT» (hacoBka U)

Temnepatypa, Pexmm
Ne 6noka °C MWH c YUwncno unknos OMNTNYECKMX Twn 610kKa
N3MepeHNnii

80 0 5

1 94 0 5 5 Lnkn

2 94 5 00 1 Uunkn
94 0 30

3
64 0 15 > 1 Huin
94 0 10

4
64 0 15 s v Huin

5 94 0 5 1 1 Uunkn

6 25’ XpaHeHue XpaHeHue

V- pexxum onTUYecKUx namepeHuii

Tabnuuya 8 - Tlporpamma amnangukauum ona geTekTupytowero amnandgukaropa Rotor-Gene
Q (dpacoska U)

N9_ Temnepatypa, °C Bpewms, ¢ KonnyecTso LNKIOB

/Cycling /Temperature /Hold Time, s /Cycle Repeats
. 80 deg 60 .

Cycling 94 deg 300 1time

. 94 deg 30 .
Cycling 2 57 deg V 15 5 times

. 94 deg 10 .
Cycling 3 57 deg V 15 45 times

V- PeXXUM OMNTUYECKUX W3MEPEHUI, YCTaHOBUTbL u3MepeHue dnyopecueHumMn (Acquiring) mo KaHanam
petexkumn Green (Fam) u Yellow (Hex) npu 57 °C

- jonyckaetcs xpaHeHue npu temnepatype 10 °C
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7.5. MogrotoBka v nposefeHwne [MLIP. dacoBka U, ¢ ncnonb3oBaHWEM [03UPYHOLLETO
ycTporicTBa ATcTpuM (TONbKO AN AeTEKTUPYIOLLEro amnangukaTopa «4Tnpaim» B
MoaMKaLMKN «JTrpanm *X*»)

BHUMAHWE!

1 Ana  amnandukauum  cnefyeT  MCnonb3oBaTb  MUKpornaHweTsl TMUP 384  fyHKw,

repmMeTu3npyemMble TePMOMNIEHKOM.

2. Mpn NpoBeAeHMM BCeX MOCNefyoWmMX AeNCTBUIA cnedyeT n3beratb BO3AEACTBUA NPAMBIX

CO/THEYHbIX /y4eil Ha NPOBGUPKM CO CMECHIO A5 amnnpuKalmm!

MpumedvaHue - PeKOMeHAyeTca TMOCTaHOBKA He MeHee 5 06pasloB B O4HOM WCC/ef0BaHUM

(3 HemsBeCTHbIX 06pa3La, OTPULATENbHbIA N NOMOXKUTENbHbINA KOHTPOJSIbHbIE 06pasubl).

7.5.1.  BCTpsAxHUTE NMPOBUPKY CO CMECHI0 A1 aMMINMUKaLMM Ha MUKPOLLEHTPU(Yre-BOpTEKCE B
TeyeHue 3-5 C 1 LeHTPUGYrmpyiiTe Ha MUKPOLEHTPUYre-BopTeKce B TeveHne 1-3 c.

7.5.2. BcTpaxHute npobupkn ¢ TLP-6ydepom un nonumepasoin TexHoTay MAX Ha
MUKPOLEHTPUAYre-BOpTEKCe B TeUeHne 3-5 C U LEeHTPUQYrnpyinTe Ha MUKPOLEHTpUGYTe-
BOpTEKCe B TeyeHue 1-3 .

BHMUMAHWE! MNonumepasy TexHoTaq MAX Heo6x0aMMO f0CTaBaTb U3 MOPO3W/IbHOW Kamepbl

HEenoCpeLCTBEHHO Mepes, 1CMosib30BaHNEM.

7.5.3. Cneays ykasaHusim O gosumpytollero yctpoictea ATCTpMM, NpUMrotoBbTe B OTAENbHOWA
0AHOpa30Bol Npobupke cmechb MLP-6yhepa ¢ nonnmvepasoin TexHoTal, MAX.

7.5.4.  BCTpsixHUTE NPOOMPKY C NPMroToBNeHHONM cmecbkto MLP-6ytepa 1 nonnmepasbl TexHoTaly
MAX Ha MUKpOLEHTpUdyre-BopTekce B TeuyeHWe 3-5 C W LEHTpUyrupyinte Ha
MUKPOLIEHTPU(YTe-BOpTEKCE B TeveHne 1-3 c.

7.5.5.  BCTpsAXHUTE NPOOMPKY C NOMOXKUTE/IbHBIM KOHTPO/IbHBbIM 06pa3L,oM Ha MUKPOLLEHTpUyre-
BOpPTEKCe B TeyeHue 3-5 ¢ 1 UeHTpudyrupyrite Ha MUKPOLLEHTPUYre-BOPTEKCE B TeUYEHNE
13c

BHUMAHWE!

1 Mepen npoBeseHVeM [o3upoBaHua Ans npenapata AHK v oTpyuaTensHOro KOHTPOIbHOMO

obpasua HeobXoAMMO BbIMOMHWUTL PEKOMeHZauuyu Nno  Mcnonb3oBaHUto npenapara  [AHK,

npvBeAEHHbIE B UHCTPYKLMM MO NMPUMEHEHNIO Habopa/KOMIM/IEKTa peareHToB Ans BblgeneHus HK.

2. Mpn ncnonb3osaHun ans BbigeneHna AHK komnnektoB peareHToB NMPOBA-HK, MNMPOBA-

PAMNL, TPOBA-I'C (Tonbko B Ciydyae, €Cnv nocne BblAeNeHUs HafocafoyHas >XUAKOCTb,

cogepxauias BbigeneHHyto OHK, 6blia nepeHeceHa B HOBble MPOOMPKKN) BCTPAXHUTE NPOOMPKKN C

npenapatoM OHK 1 oTpuLaTe/ibHbIM KOHTPO/bHBIM 06pasLoM Ha MUKPOLEHTPUYre-BOpTEKCE B

TeueHue 3-5 ¢ U LEHTPUGYrMpyiiTe Ha MUKPOLIEHTpUYre-BopTeKce B TeueHne 1-3 c.
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3. Mpn wcnonb3oBaHuM ans BblgeneHms OHK HabopoB peareHToB MPOBA-MY-PATMNA,

MPOBA-MUY MAKC Heo6x0auMMo, He BCTPSXMBasi, LEHTPUKYrMpoBaTb NPoBMPKK C npenapaTomM

[OHK v oTpuuaTeibHbIM KOHTPO/IbHLIM 06pa3LoM Ha MUKPOLLEHTPUGYre-BOpTEKCE B TeveHne 1-3 c,

3aTeM MoMecTUTb Npobupku ¢ npenapatom OHK B MarHWTHbIA wTatve. B cnyvae ecny nocne

BblE/IEHMS HAL0CAL0UHAs XXMAKOCTb, coAepXalas BblaeneHHyto AHK, 6bina nepeHeceHa B HOBbIE

NpPo6UpPKK, CnefyeT BCTPAXHYTb NPO6UpKM ¢ npenapatom JHK v oTpuuyatensHbIM KOHTPObHLIM

06pasLoM Ha MWKPOLEHTpUYyTe-BOPTEKCE B TeuyeH3le 3-5 € UM LeHTpUyrvposaTb Ha

MUKPOLIEHTpUYTe-BOpPTEKCE B TeyeHue 1-3 C.

7.5.6. YcTaHOBMTe NPOOGMPKM CO CMecbio And amnamdukaumm, co cmecbto [MLP-6ytepa n
nonumepasbl TexHoTag MAX, c¢ npenapatamy OHK, oTpuuatenbHbIM KOHTPONbHbLIM
06pasLLOoM 1 NOMOXKUTENbHBIM KOHTPO/IbHbIM 00pasLoM, a Takxe MUKponaaHweT ansa MupP
Ha pabounii cTton [ATCTpM K nNpoBeAWTe [03MPOBaHME KOMMOHEHTOB COracHoO
PYKOBOZCTBY MO 3KCMyaTauuu.

7.5.7.  TlomecTuTe akKypaTHO, He BCTpsiXMBas, MMKponnaHweT MNLP B NoanoXKy ycTpolicTea Ans
3aneyatbiBaHus NnaHweToB [Tnak nocne 3aBeplUeHWA MporpaMmbl Ha [0O3UPYHOLLEM
ycTpovictee ATcTpum.

7.5.8. [poBeanTe 3anevaTbiBaHe MUKponnaHweTa MLP nonvmepHoin TepMONIEHKOM COrnacHo
PYKOBOACTBY MO 3KCMyaTauuy npubopa AT nak.

7.5.9. UeHtpugpyrupyiite mukponnaHwet MLP npu RCF(g) 100 B TeueHue 30 c.

7.5.10. YcTtaHoBMTe MuKponnaHwweT MLP B 610K AeTEKTUPYIOLLEro amnangukaropa.

7.5.11. 3anyctute nporpammHoe obecrneyeHve OeTeKTUPYoLEero amnavgukaropa. Npu nepsom
nposedeHun TILP 3arpy3ute COOTBETCTBYHOWMI TecT'. [anee u npu nocnegyrowmx
MOCTaHOBKax CO3faliTe COOTBETCTBYHOLLMIA MPOTOKO/ UCCNEL0BAHNS: YKaXKUTE KONNYECTBO
N WAEHTU(UKATOPbl 06pasLoB, B TOM 4uC/e OTPULATENBHOTO W  MOJMIOXUTENIbHOrO
KOHTPO/IbHbIX 06pa3LoB, OTMETbTE PacrofioKeHVe 06pasLoB Ha MaTpule Tepmob/oka B
COOTBETCTBMM C WX YyCTaHOBKOM W nposeaute [MLP. Tpu BbiGOpe TecTa [O/MKHA

0TOGpaXkaTbCs NMporpaMmMa, NpUBeaEHHas B Tabnmue 7.

8. PETMCTPALUUNA PE3YJIBTATOB AMIMNJTNM®UNKALN
Pernctpaums curHana qiyopecLeHLMn NPOBOANTCA AETEKTUPYIOLMM aMMMGUKaTOPoOM

dBTOMaTU4Y€eCKN BO BPEMA aMI'IfII/IqJVIKaLI,VIVI.

' - TecT Ans AeTeKTUpyrwmx amnamdukaropos cepumn AT co3faétcs nyTéM BBOAa NapameTpoB (NapameTpbl
TecTa yKasaHbl B [MpunoxeHun B) nnv npegoctaBnseTcs NponsBoguTeneM Habopa peareHToB.
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9. YUET n MHTEPMNPETAUWNA PE3YJIBTATOB

9.1. YUET pesy/nbTaToB aMninuguKaumm OCyLLeCTB/ISETCS aBTOMaTUYECKM C  MOMOLLbHO
NPOrpaMmmHOro o6ecrneyeHuns, NOCTaBASEMOr0 C AeTEKTUPYHOLLMM aMMIN(PUKATOPOM.

9.2. Mpy ncnonb3oBaHMN LeTeKTMpYHOWMX amnangukatopos CFX96 cnefyeT mMcnonb3oBaTtb
perpeccroHHbIi T1n aHanmsa (Cq Determination Mode: Regression), Bo Bknagke «Baseline
Subtraction» Heo6xoaumo BblbpaTh «Baseline Subtraction Curve Fit».

9.3. VHTepnpeTaums pesynsTaToB MPOBOAWUTCA B COOTBETCTBUMM C Tabnuuen 9. PesynbTaTthbl
MOCTAHOBKW Ba/IMAHbI, €C/M  BbIMNOMHAKTCA YC/OBMSA WHTEpnpeTaumMnm pesynbTaTos,
MOMTYYEHHBIX /19 KOHTPO/bHbIX 06Pa3LoB.

Ta6nuuya 9 - WHTepnpetauus pesynbtatos MNLP

KaHan getekummn
Hex/Yellow/Vic

Fam/Green (nckomas (BHYTpPEHHWIA HTepnpeTaLms pesynbTata
OHK), Cp/Cq/Ct KOHTPO/b),
Cp/Cqg/Ct
HewnsBecTHble obpasLbl
YKasaH He yuuTtbiBaeTca O6HapyxeHa JHK Epstein-Barr virus (EBV)
He ykasaH YKazaH He o6HapyxeHa AHK Epstein-Barr virus (EBV)
He ykasaH He ykasaH HepocToBepHbIli pe3ynstat

OTpuuaTenbHbliA KOHTPO/bHbIN 06paseL,

OTpuuatenbHbIli pesynbTar

He ykasaH YKasaH
Pe3ynbTaTbl NOCTAHOBKYM Ba/IMAHbI
MoNoXKUTENbHBIA KOHTPO/IbHbIN 06pasel,

MonoXnTenbHbI pesynbTart
Pe3ynbTaTbl MOCTAaHOBKWU BaMAHI

YkKasaH He yuuTbIBaeTCA

9.4. HefocToBepHbIi  pe3ynbTaT MOXeT OblTb CBf3aH C MNPUCYTCTBUEM WHIMOUTOPOB B
npenapate AHK, nonyyeHHOM 13 GMOMOrMYECKOro MaTepuana; HEBEPHbIM BbIMOSTHEHUEM
MPOTOKO/a aHa/In3a; HecobMI0AeHNEM TEMMNEPATYPHOro pexxuma aMmnavdukaumm n gp. B
3TOM C/lyyae Heob6xoAMmMo NoBTOpHO nposectu MUP, nnbo BbigeneHe AHK 1 nocTaHoBKY
MUP pna atoro o6pasua, /M60 B3ATME OWMOMOTMYECKOro Martepuana Yy nauueHTa
(BbINONHAETCHA NOCNeL0BATENBHO).

9.5. Mpy nony4YyeHUM MNONOXUTE/ILHOIO pe3y/ibTata AN OTPULATENIbHOrO0 KOHTPOJSIbHOro
obpaslia pesynbTaTbl BCEW LOCTAHOBOYHOM CEPUM CUATAIOT HEeAOCTOBEPHbIMW. B aTom
Cyyae HeoOXOAMMO NPOBEAEHUE CheunasibHbIX  MeponpusaTUA  ANS  BbISBNEHUS W
YCTpaHeHNs1 BO3MOXHOIN KOHTaMUHaLWW.

9.6. Mpy nonyyeHWM OTPULATENBHONO pesynbTata A8 NONOXUTENbHOIO KOHTPO/IbHOro
obpasua pesynbTaTbl BCEW MOCTAHOBOYHOM CEPUM CUMTAKOT HEAOCTOBEPHLIMW. B 3TOM

cnyyae TpebyeTcs MOBTOPHAs MOCTaHOBKA aMMIM(MKALMA BCeil MapTuM 06pasLioB.
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10. TPAHCMNOPTUPOBAHWE, XPAHEHWVE N SKCIMNYATALNA

10.1.  TpaHcnopTMpoBaHue

10.1.1. TpaHcnopTupoBaHWe Habopa peareHTOB OCYLIECTBMSIOT B TEPMOKOHTEMHepax C
XNaflo3NIeMeHTaM  BCEMW BMZAMW  KPbITOTO TPaHCMopTa Mpu TemrepaTtype BHYTPU
TEPMOKOHTENHEPa, COOTBETETBYIOLLEN YCNOBUAM XpaHeHWUs KOMMOHEHTOB, BXOAALUUX B
cocTas Habopa peareHTOoB.

10.1.2. PacoBkKa S
JlonyckaeTcs  TpaHCMopTMpOBaHWe Habopa peareHTOB B TePMOKOHTelHepax C
XNafoaneMeHTaMn BCEMU BMAAMU KPbITOTO TpaHCMopTa npu TemnepaType BHYTPU
TepMOKOHTelHepa oT 2°C ao 25°C He 6onee 5 CyToK.

10.1.3. dacoBKa 1

10.1.3.1. [donyckaeTcs TPaHCMOPTUPOBaHME Habopa peareHTOB, 3a WCK/OYEHWEM MOMMepasbl
TexHoTag MAX, B TepMOKOHTelHepax C X/1afo3fieMeHTaMu BCEMW BUAAMU KPbITOro
TpaHcnopTa npy TemnepaType BHYTPU TePMOKOHTeHepa oT 2 °C fgo 25 °C He Gonee
5 CYTOK.

10.1.3.2. [donyckaeTca TpaHcrnopTupoBaHue nonvmepasbl TexHoTag MAX B TEPMOKOHTEHepax ¢
XN1afl03/1eMeHTaMM  BCEMM BWUAAMK  KPbITOr0 TpaHCcnopTa nNpu Temnepatype BHYTPU
TepMOKOHTelHepa Ao 25 °C He 60see 5 CyTOK.

10.1.4. Habopbl peareHTOB, TPAHCMOPTMPOBaHHblE C HapyLUEHWEM TeMMepaTypHOro pexuma,
MPUMEHEHMIO He MOoj/Iexar.

10.2.  XpaHeHune

10.2.1. dacoBkKa S
Bce KOMMOHEHTbI Habopa peareHToB CreAyeT XpaHUTb B XONOAWUAbHUKE U XON0ANbHOW
Kamepe npu Temnepatype ot 2 °C go 8 °C B TeyeHMe BCero cpoka rofHocTu Habopa
peareHToB. CMmecb Ans amnavudukaumun, 3anevyaTtaHHyr napauMHOM, cnefyeT XpaHWUTb
B 3aLLMLLEHHOM OT CBeTa MecCTe.

10.2.2. ®acoBKa 1

10.2.2.1. Bce KOMMOHEHTbI Habopa peareHTOB, 3a UCKIKOYeHWeM nonumepasbl TexHoTag MAX,
creflyeT XpaHUTb B XONOAWbHUKE UM XONTOAUIBHON KaMepe npu Temnepatype oT 2 °C ao
8 °C B TeueHMe BCEro Cpoka rogHocTV Habopa peareHToB. CMecb And amnammKaumm
C/eayeT XpaHUTb B 3alULLEHHOM OT CBeTa MeCTe.

10.2.2.2. Monumepasy TexHoTaq MAX cneflyeT XpaHUTb B MOPO3W/IbHOI Kamepe Mnpu Temnepatype
0T MUHYC 22°C 00 MyHyc 18°C B TeUEHMe BCEro CPOKa rogHOCTM Habopa peareHToB.

10.2.3. Habopbl peareHTOB, XpaHWBLUMECS C HapyLUeHWEeM pernameHTUPOBAHHOIO PeXxmuma,

MPUMEHEHNIO HE NOAJIEXKAT.
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10.3.  YKa3saHusa No aKcnayataumum

10.3.1. Hab6op peareHTOB A0/KEH MPUMEHSATLCA COMMaCHO AENCTBYHOLLEN BEPCUMU YTBEPXKAEHHOM
WNHCTPYKLMM MO MPUMEHEHWIO.

10.3.2. [Ona nony4veHuss [OOCTOBEPHbIX pPe3y/nbTaTOB HEo6XO0AMMO CTPOroe Cob6/ofeHue
WHCTPYKLMM MO NPUMEHEHNIO Habopa peareHToB.

10.3.3. Tlocne BCKpbITUS YMaKOBKM KOMIMOHEHTbI Habopa peareHTOB criefyeT XpaHWUTb Mpu
ClefyHoLLmMX YCNoBUSAX:

- KOMMOHeHTbl Habopa peareHToB, 3a UCK/oYeHneM nonmmMepasbl TexHoTag MAX, cneayet
XPaHWUTb B XONOAMBbHUKE UK XONOANBHON Kamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHue
BCEro CpoKa roflHoCTW Habopa peareHToB;

- nonumepasy TexHoTag MAX creflyeT XpaH1UTb B MOPO3W/IbHOIN KaMepe npu TeMneparype
OT MUHYC 22°C 10 MMHYC 18°C B TeUYeHMe BCero Cpoka rogHoCTU Habopa peareHToB;

- CMecb Ans amnavukaumm 1 cMecb s amnanukaumm, 3arnedataHHyro napaguHoM,
cneflyeT XpaHUTb B XONOAWMNbHUKE UM XONOAWUNBLHON Kamepe npu TemnepaType ot 2 °C go 8 °C
B 3aLLVMLLEHHOM OT CBETa MeCTe B TeYEHUEe BCEro Cpoka rogHOCTU Habopa peareHToB.

10.3.4. Habopbl peareHTOB C UCTEKLLNM CPOKOM FOAHOCTV MPUMEHEHMIO HE NOASIEXAT.

11. YKA3SAHUWA MO YTUTN3AUNN

11.1. Tpn wnCNOMb30BaHWM Habopa peareHTOB B KAMHWMKO-AMArHOCTUYECKOW nabopaTopun
06pa3ytoTcs 0TX0fbl Knacca B, KoTopble YTUAM3UPYOTCSA B COOTBETCTBMM C TPeOOBaHMAMM
CaHlMuH 2.1.3684-21 n MY 1.3.2569-09.

11.2. Habopbl peareHTOB, NpuLIEALIME B HEMPUrOAHOCTb, B TOM YUC/E B CBA3M C UCTEYEHWEM
CpOKa rOAHOCTW, MOBPEXJEHVWEM YMaKOBKW, MOA/eXaT yTuau3auum B COOTBETCTBUM C
Tpe6oBaHnAMU CanllMnH 2.1.3684-21.

12. FTAPAHTUVN N3TOTOBUTENA

12.1. MpeanpusTNe-U3roToBUTENb FapaHTUPYET COOTBETCTBME Habopa peareHTOB TPeboBaHUSM
TEXHUYECKMX YCMOBUI MNpWU  COOBMOAEHUN YCNOBUIA TPAHCMOPTUPOBAHUSA, XPaHeHUs W«
aKcnnyartauum, YCTaHOB/IEHHbIX TEXHUYECKUMUN YCNOBUAMM.

12.2. CpoK rogHocTM Habopa peareHTOB - 12 MecsiLeB Mpu COOMOLEHUM BCEX YCOBWUIA
TPaHCMOPTUPOBaHUA, XPaHEHNSA 1 IKCMyaTaL i,

13. PEMOHT N TEXHNYECKOE OBCJ/TY>XBAHUE

Habop peareHTOB npefHa3Ha4yeH 15 OAHOKPATHOrO MPUMEHEHUS WU He MOANEXMUT

TEXHUYECKOMY 0OCNY>XMBaHMIO U TEKYLLEMY PEMOHTY.
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14.  cumBonsbl, NCIMNOJIB3YEMbIE NP1 MAPKUPOBKE HABOPA PEAIEHTOB

VD MegunumHcKoe nsgenuve m
N8 [UArHOCTUKM in vitro
1 TemnepaTypHbIii gnanasoH [ref]
V CO/iep>KMMOro A0CTaTOUYHO
[NS NPOBEAEHUS <M> TeCTOB d

Mcnonb3oBaTb A0

[LOT] Kog naptum (cepum)

[ nom\

ISTEIVLEX

JaTta n3rotosneHus
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O6paTUTeCh K UHCTPYKL MK
Mo NPUMEHEHMIO UAW K MHCTPYKLUMK MO
NPVMEHEHWNIO B 3/IEKTPOHHOM BUZE

Homep no Katanory

M3rotoBuTesb

He ponyckaTb
BO3/elCTBMSA CO/THEYHOIO CBeTa

HecTepunbHo
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15.  MEPEYEHb NMPUMEHAEMbIX HALLMOHAJIbHbIX CTAHOAPTOB
FOCT ISO 14971-2021 N3genusa meguumMHeKue. NMpuMeHeHne MeHepKMeHTa pUcKa K MeAULMHCKUM
n3aenmsam
FOCT 15.309-98 CucTema pa3paboTKy M MOCTAHOBKM MPOAYKUMM Ha MPOM3BOACTBO. VcnbiTaHWs
1 NprieMKa BbIMyCcKaeMoii NpoayKLumu. OCHOBHbIE MOMOXEHUS
FOCT P 2.105-2019 EguHas cucTemMa KOHCTPYKTOPCKOM AOKyMeHTauun. O6uwime TpeboBaHUA
K TEKCTOBbIM [JOKYMeHTam
FOCT P 15.013-2016 CucTema pa3paboTKM M NOCTaHOBKM MpPoAyKummn Ha npoussoacteo (CPIMT).
MeguumHcKre ngenus
FOCT P 51088-2013 MeauumHCKe u3genns Ansa AMarHOCTUKU WH BUTPO. PeareHTbl, Habopsbl
peareHToB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepUabl, NUTaTeNbHbIE Cpedbl. TPeboBaHUSA K U3eNnsM
W NOLAEPXMBAIOLLEN LOKYMEHTaLMM
FOCT P 51352-2013 MeaunumHcKue n3aenus ans AnarHoCTUKN UH BUTPO. MeTofbl UCMbITaHWiA
FOCT P NCO 15190-2023 JlabopaTopun meauumHcKue. TpeboBaHMsA 6e30MacHOCTM
FOCT P NCO 15223-1-2023 W3penvsa mMeguumHcKue. CUMBOSBI, MPUMEHAEMbIE ANA nepefayu
VH(opmaLmn, Npesoctaensemoii narotosmtenem. Yacts 1. OCHOBHble TpeboBaHMS
FOCT P MCO 18113-1-2015 MefuumMHCKME U3fenms And AvMarHoCTMKWM in vitro. VHdopmauyms,
npegocTaBnseMas U3rotoBuTeneM (MapkvMpoBka). YacTb 1 TepMuHbl, onpefeneHus un obuiue
TpeboBaHus
FOCT P MCO 18113-2-2015 MeaMUUHCKE M3aenua Ans AMarHocTUKK in vitro. VHdopmauwms,
npefocTaBsemMas n3rotosuTeneM (MapkMpoBka). YacTb 2. PeareHTbl 419 AWArHOCTMKK in Vitro ans
NPO(ECCMOHA/ILHOTO NPUMEHEHMA
FOCT P NCO 23640-2015 N3pgenust  MeUUUHCKME AN AMArHoCTUKM  in - vitro.  OueHKa
CTabUNbLHOCTW peareHToB A1 AMarHOCTUKM in vitro
FOCT P 53022.3-2008 Tpe6oBaHMs K KaueCTBY KMHUYECKNX NabopaToOpHbIX 1ccneaoBaHuii, Y.3.
Mpasuna OLUEHKN KIMHUYECKOW MHAOPMATMBHOCTM TaboPaTOPHbLIX TECTOB
MpumedaHne - YKaszaHHble Bbllle CTaHAAPTbl ObIM AEACTBYHOLIMMM Ha MOMEHT YTBEPXAeHUS
WHCTPYKLUMKN NO NPUMEHEHMIO. B aanbHelilem, npu nosib30BaHUN JOKYMEHTOM, Liesiecoobpa3Ho NpoBepuTb
[eNCTBME CCbINTIOYHbIX HOPMATUBHbIX JOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECAN CCbINOYHbI JOKYMEHT 3aMeHEH

WIN WN3MeHEH, TO nNpU MNPUMEHEHWM HACTOALLEro AOKYMeHTa cnefyeT Mo/sb30BaTbCAd 3aMEHEHHbLIM

(M3MEHEHHDBIM JOKYMEHTOM).
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16.  AIPEC A9 OBPALLEHUA
Mpon3BOACTBO HAbOPOB peareHTOB UMEET CepTU(ULIMPOBAHHYHO CUCTEMY MEHe[KMeHTa

KayecTBa M COOTBETCTBYeT TpeboBaHMSIM CTaHZapTa CUCTeM MeHepKMeHTa Kadectsa ISO 9001
B 06nacTn pa3paboTKm, NPomn3BOACTBA M NMpogaxmn I\VD peareHTOB U NpUBGOPOB A/ MOMIEKYNSAPHO-
FeHeTMYECKON AMarHOCTUKM W [Apyroro nabopaTtopHoOro npuvmMeHeHust n 1SO 13485 B 06nactu
pa3paboTKM, npou3BoAcTBa W npogaxku IVD peareHTOB M NpubOpPOB A/ MeULUHCKOM
MOJIEKY IIPHO-TeHETUYECKOW ANarHOCTUKM,
MpousBoanTenb: OOLECTBO C OrpaHWYEHHON OTBETCTBEHHOCTbIO «[AHK-TexHonorus TC»
(000 «AHK-TexHonorus TC»), Poccus.
Anpec npomsBoanTens: 117246, Poccus, r. MockBa, npoesa HayuHblil, 4. 20, cTpoeHue 4
MecTo Npon3BOACTBA:

000 «[OHK-TexHonorma TC», 117246, Poccusa, r. MockBa, npoesg HayuHbiid, g. 20,

CTpOeHwe 4;

000 «HIMO AOHK-TexHonorus», 142281, Poccus, MockoBckas 06nactb, . MpoTBMHO,

yn. XXenesHogopoxHas, 4. 3.

Mo Bonpocam, KacatoLMMcs KayecTBa Habopa peareHToB, criefyeT 06paliaTbCsi B Cyx oy

KNMEHTCKOW NOLAEPXKKN.
Cny>k6a KMEHTCKON NOALEPKKN:
8(800) 200-75-15 (ans Poccum, 3BOHOK 6eCnnaTHbIIA),
+7(495) 640-16-93 (ans ctpaH CHI™ 1 3apy6exbsi, 3BOHOK NNaTHLIN).
E-mail: hotline@,dna-technology.ru.

www.dna-technology.ru

3aMecTuTeNb reHepasibHOro AMpeKTopa no

Hayke OO0 «[HK-TexHonorns TC», KM of

K.6.H. 4.4. Abpamos
«l] » J77. 2024r.
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MpunoxeHne A
MapameTpbl TeCTa, KOTOPble HEOOXOAMMO BHECTU B NPOrpaMMHoe obecrneveHuve
AETEKTUPYIOLLNX aMnnmKaTopoB «Tnpaim», «4Tnant»

npv NCMNonbL30BaHMM Habopa peareHToB EBV B (hacoBke S

1) KonunuecteBo npobupok B TecTe - 1;
2) O6bEM peakLoHHOW cmecu - 35 MK,
3 B okHe «[lporpamma amnavgukauum» BBECTU CnefytoLne napaMeTpbl:
Pexxum
Ne 65loka Temnepatypa, °C ~ MuWH c Uwncno unknos ONTUYECKUX Twn 6noka
N3MepeHN
1 80 0 30 1
94 1 30 Lnkn
94 0 30
2
64 0 15 > i Huken
94 0 10
3
64 0 15 45 Linkn
4 94 0 5 1 Lpkn
5 25°¢ 1  XpaHeHue XpaHeHue
V- peXXUM ONTUYECKNX U3MEPEHWI
4) BHecTn cnegytollme napaMeTpbl KaHa10B JeTEKLMU:
Fam Hex Rox Cy5 Cy 55
EBV BK - - -

- [onycKaeTcAa xpaHeHue npu Temnepatype 10 °C
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MpunoxxeHve b
MapameTpbl TecTa, KOTOPbIe HEOOX0AMMO BHECTM B MPOrpamMmHoe obecrieyeHme
AETEKTUPYHOLWMX aMnandunKaTopoB «ATnpaim», «ATnant»

npw 1cnosb3oBaHMM Habopa peareHToB EBV B (hacoBke U

1) Konnyectso npobupok B Tecte - 1;
2) O6bEM peakUMOHHON cMecK - 18 MKn;
3) B okHe «[porpamma amnanpukawmmn» BBECTU CleaytoLive napameTpbl:
Temnepatypa PexiM
No 6/10Ka o% TYPa, MUH c Uwncno umknos OMTUYECKMX Tun 6roka
M3MEPEHNI
80 0 5
1 o 0 5 b Lk
2 7 5 00 1 Livkn
% 0 30
3 64 0 5 ° Y, Lien
4 0 10
4 64 0 5 ® Y, add
5 o7 0 5 1 Linkn
6 25' XpaHeHuve XpaHeHve
\/- PEXXVIM OMTUYECKNX M3MEPEHWIA
4) BHecTu cnefyroline napameTpbl KaHaN0B AeTeKUNN:
Fam Hex Rox Cy5 Cy 55
EBV BK - - -

' - JOMNYCKaeTCA XpaHeHve npu Temnepatype 10 °C
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Tabnuya 6 - VHTepnpeTauus pesynbtatos lMLP

KaHan getekuun

Fam/Green (1ckomas OHK) Hex/Yellow/Vic VHTepnpeTauns pesynbTata
Cp/Cq/Ct ! (BHYTPEHHWI KOHTPO/b),
Cp/Cq/Ct

HenssecTHble 06pasLbl

O6HapyxeHa IHK Epstein-Barr virus
YKasaH He yuuTbiBaeTcs Py A (EB b
He ykasaH YkasaH He o6HapyxeHa OHK Epstein-Barr virus (EBV)
He ykasaH He ykasaH HepocToBepHbIii pesynbTat

OTpuuaTenbHbIi KOHTPONLHbLIV 06pasel,

He ykasaH ykazaH OTpuLaTenbHbI pesynbTat
PesynbTaTbl MOCTAHOBKM BaNnHb!

MoNoXUTeNbHbLIN KOHTPO/bLHBIN 06pasel,

MoNoXuTeNbHbI pesynbTaT

Yka3saH He yuntbiBaetca
Pe3ynbTartbl MNOCTAHOBKW Ba/lNfHbI

YcnoBua TpaHCNOPTUPOBaHUA, XpaHeHUA 1 aKcnayaTtaumn
TpaHcnopTMpoBaHWe Habopa peareHTOB OCYLLECTBAAIOT B TePMOKOHTeHepax C X/Naf03NeMeHTaMu BCEMU BUAAMW KpbITOro
TpaHCnopTa Npu TemnepaType BHYTPW TePMOKOHTeliHepa, COOTBETCTBYIOLLEA YCNOBNAM XPaHEHWSi KOMMOHEHTOB, BXOAALWMX B
cocTaB Habopa peareHTOB.
[lonyckaeTcs TpaHCMOPTMpOBaHMe Habopa peareHTOB B TEPMOKOHTeliHepax C XNafod/1eMeHTamMy BCEMW BMAAMU KPbITOro
TpaHcmopTa Npu TeMnepaType BHYTPYU TEPMOKOHTEHepa oT 2 ®C o 25 °C He Gonee 5 CyToK.
Bce KOMMOHEHTbI HaGopa peareHToB CAefyeT XPaHUTb B XONOANNbHUKE UN XONOAWUNbHO Kamepe npu TemnepaType oT 2 ®Cao
8 °C B TeYeHWe BCEro Cpoka rogHocTu HaGopa peareHToB. CMecb AN amMnaudukaunm, 3aneyataHHylo napaduHom, cnegyet
XPaHUTb B 3aliMLLEHHOM OT CBETa MecTa.
CpoK rogHOCTW Habopa peareHToB - 12 MecsleB npuW COGMIOAEHWM BCeX YCNOBWIA TPaHCMOPTUPOBAHWUS, XpaHeHus W
aKcnnyataunum.

Mo Bonpocam, Kacalowymcs KayecTBa Habopa peareHToB, CnedyeT 06pallaTbes B CyXO6Y KAMEHTCKOW Noaaepx K.
Cnyx6a KnneHTCcKol nogaepxkun: 8-800-200-75-15 (ans Poccum, 3BOHOK GecnnaTHblit),

+7 (495) 640-16-93 (ans cTpaH CHI 1 3apy6exbs, 3BOHOK MAaTHbIN).

E-mail: hotline@dna-technology.ru

www.dna-technology.ru

CVUMBO/bI, UCMOJIb3yeMble NPY MapKkMpoBke Ha6opa peareHToB

MeaumunHcKoe usgenune O6patuTech K MHCTPYKLUYU

[NS MATHOCTUKY in Vitro T N0 MPUMEHEHWNIO WIN K MHCTPYKUMM MO
NPUMEHEHNIO B 3NEKTPOHHOM BUAE
TemnepaTypHbIii fnanasoH " Howmep no katasnory

CoaepKMMOro OCTaToOuHO
4NS NPOBEAEHUS <> TECTOB

< X

Msrotosutenb

a
q) . He gonyckatb

Mcnonb3osath [0 o
" BO34ENCTBMA CO/THEYHOrO CBeTa

Kopg naptum (cepun)
HecTepunbHo
cE1 [aTa 13rotosneHuns

Ifey

KOnnd XHOOVHTON

EHEPAJTbH!

000« AHK"
CAMAPKL LC
noAnuCH
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Cnyx6a KNMeHTCKOW noaaepxKu;
8-800-200-75-15 (ans Poccuu, 3BOHOK GecnnaTHblif),
N IDIH K-TEXHO” O rl/l ﬂ +7 (495) 640-16—(9AS (gna cTtpaH CHI u 3apy69>m)>ﬂ,
3BOHOK MAaTHbIN).
E-mail: hotline@dna-technology.ru
www.dna-technology.nj
PernctpaunoHHoe y0CTOBEpeH e
No

A B paHHOli Bknagblwe npuBegeHa nHgopmaymnsa gns Habopa peareHtoB EBV B chacoBke S.
Mepes Hayanom paboTbl U3yunTe UHCTPYKLMIO.

Habop peareHToB A1 BbISAB/IEHUNSA
AHK Epstein-Barr virus
mMeTtonom lMLP B pe>xkume peasibHOro BpemMeHu
(EBV)

R1-P209-23/9 (dacoBKa S, MpoopKiN)
R1-P209-S3/9 (dacoBKka S cTpirbN)

MH(popmaunsa o Habope peareHToB
HasHaueHue:
Habop peareHTOB npegHasHauyeH Ans BbiaBnenms [HK Epstein-Barr virus B 6uonornyeckom matepuane 4enoBeka (KpoBb,
CUHOBMaNbHas XNUAKOCTb, CHMHHOMO3roBas XXUAKOCTb, aMHUOTUYeCKasa XXUAKOCTb, 6uonTart um NYHKTaT U3 04aroB nopaxxeHunsa
OpraHoB U TKaHell, Ma3oK CO CNM3NCTO POTOrNOTKW, CNtoHa) MeToAoM [MLIP B pexxuMe peanbHOro BPeMEHMU.

Bblgenexnune JHKN:
PekomeHAaytoTCcs Habopbl/KOMNNeKTbl peareHToB Ans BblgeneHns HK MPOBA-HK, MPOBA-TC, MPOBA-PAMWA, MPOBA-OMTUMA,
MPOBA-MY-PAMA, MPOBA-MY MAKC (OO0 «[HK-TexHonorus TC»).

CneuynanusnpoaHHoe o60pyf0BaHue:

[leTeKTupylowme aMnaMMuKaTopbl NNaHWETHOTO U POTOPHOFO TUNA C CUCTEMON feTeKLUU (NYOpecLieHTHOTO CUrHana B pexume
peanbHOr0 BPeMeHM, 3aperncTpupoBaHHbIe B YCTaHOB/IEHHOM nopsifke B PP, Hanpumep, «ATnpaim»” n «4Tnaiit»" (000 «HMO
[OHK-TexHonorus»), Rotor-Gene Q (QIAGCN GmbH), CFX96 (buo-Pag Jla6opaTopues, VHK), Applied Biosystems QuantStudio
5 («/1aiid TekHonogxkuc Xonauure MMre. JITA.»).

Bpemsa npoBefeHUs aHanvsa (Bka4vas npo6onoAroToBky):

0T 2 4acoB (B 3aBUCMMEXTT OT KofnyecTsa 06pasLioB 1 UCMNONb3yeMOro Habopa/KoMNnekTa peareHToB Ans BblgeneHns AHK).
KonnyecTBo aHannsmpyembix 06pasyoB:

96 onpegenennii (He 6onee 24 NOCTaHOBOK), BK/IOYAs aHaNN3 HEM3BECTHbIX 06Pa3Li0B, OTPULLATENbHBIX KOHTPONbHBIX 06Pa3L 0B
1 NONOXMUTENbHBIX KOHTPOMbHbIX 06pa3LoB.

CocTtaB Habopa peareHTOB:
HoMmuHanbHbIli

KonunuecTtBo Mpo6upok 06bEM
KOMMOHEHTa

HavmMeHoBaHVe KOMMOHEHTa BHeLUHWi 17018

Mpo3payHas 6ecuBeTHas wam
pO30Bas XMAKOCTb MOZ

BOCKOOGpPa3HbIM 6efibiM Cnoem
MMpo3payHas 6eclBeTHas XNAKOCTb 2 npo6upku no 500 mkn
Mpo3payHas GecLBeTHas BA3Kas

Cwmecb Ans amnandukaumu,
3aneyaTaHHas napatvHOM

96 Npo6upok um

12 cTpunos no 8 npo6mpok no 20 Mk

PactBop Tao-nonumeoassbl

MuHepansHoe Muacno ) MACRSHNCTas KIAKOCTb 2 npo6upku no 1,0 mn
glﬁo;ag):LTIeﬂbeIM KOHTPO/IEHBIN Mpo3payHan 6ecLBeTHaA XWUAKOCTb 1 npobupka 130 mKkn
KpbIWwky gns CTPAMOB: 12 w.

Ta6nuuya 1- KaHanbl AeTeKuun NpoAyKTOB aMnanduKkaumum

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
EBV BK - -

- He Ucnonb3yeTca AN AeTekTupytowero amnandgukatopa Rotor-Gene Q

2 - BO3MOXHOCTb WCMOMb30BaHWA HaGopa/KoMNneKTa peareHToB Ans BblideneHns AHK onpefenseTcs BWAOM GMONOrMYECKOro
maTepuana

A - mogndurkauma *M*

* - mogudmkauyma *5*

~ - Ha 3TUKeTKe KOMMOHEHTa ANs BCeX (hacoBOK «[M0N0XMTENbHbI KOHTPO/bHbIA 06pasew» yka3blBaeTcs Kak «K+»

~ - BXOAWT B COCTaB HaGopa peareHToB Npu pacdacoBke CMecW AN aMnanduKalum, 3aneyataHHol napaguHoM, B CTpUMbI
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2. Mg MCNOMIOBMIOSY HBDONS POEFEHTOR & WEDNEHTE WCNOMKNR +SICONKE 5, CTPWAM® CANKYST CTPOre
ROMIABKTHOCTE CTDMNOS 1 KDGANER K 10950, HE HCNOALIOBETE KPMINGS K CTONEN 13 ADYINX aliopos

NPOSHPRS CO CHECMO ARA SNNANPHKEWE), IONIUATAHHOR
ARR OTPNAATRALHOIO NOMTPORMROIO 0Opaaud (K-) u aam

e GONBE Y8M HB 24 NOCTANOBKY MNPK YCADBIN SEPHEGENRIOrD
1 OTPMUBTEAMHOTO KONTPOMHONS OONEINE W 1 NONONMTRALNOND KOHTPOAMION

BCTpRONTIe IPOSHPKY € NOACENTIARHLIN OHTPOAMNN OGPRINON +B
WOHTOADYIMDYHTE K8 SMEPOUSHTDMGYTE-S0pTINCS B Teunsie 1-3
NPOBMPKI € PERKLMONHON NPAPETA SHK ¥ CTPRUBTSAMIOND KOHTPOAHOM
1. Nepoa snacemen 8 [ CHECHIO AR
HEOBXUMNG  BLINDAHNTS NO MCNOMIOESNED MPNIPETa BHK, npuaeadwne &
WHCTDYRLIN NO NPINISIINAD KOMARGITS PEMIEHYOS ARA BLRSASHns HK.
2. TIpu MENGALIORSINN AR SLAEAtieta JHIK KONMAGKTOD DERNSHTOD

1-3¢

3, Mpn MCcnOMIcEoM ARR Suigeasetn AHK waSopos pesresmos N POBA-MY  MAKC
HROGXOMMNG, HE BCTDIRIEAN, w:WMWW
olpason K & TRVEHNG 1-3 C, SEVIM NONECTHTL € nperaparon AHK &

WIREDCTD, BASROIon0 AHK,

OSPRILION HE HNKDOUSHTRIGYTE-BOPREKOS
3-5 C ¥ USHTDHPYNIPOSETL HE 2 T 1-3 ¢,
4 KONTRIVNALINS CAMRYET NEPER DHOCHIEN [IHK OTRDUIBETS KPR TOMMKO TEX NPOBMPOK,
-m#m““ammmmmsm
CTPINOR CARRYST SAEDLIBST KDMINY CTPINS NOCAR BHECHHINR B HAN0 O5PRIN0S NEPER HONEAON
PaSOTE CO CRORYIONINI. Mpenapatsl K # LOMTROAMHE 0SDEIMM
BHOCHTD HEINONEUNMIKINN C GIARTPON.
BHaCHTS ® npolupn, 1

BHacive & MPOSHPRY, «X=», HB NOEPENAAR CAOR WA m
mwn

mmm w“ 50 e
ROHTPOALHON 0PI, - . 35e( ann
m”mmmﬁ e )
Mm“ Mmlﬂx

O5ECNNVOINE ANTEXTHDYIONSIO SNNANGMATOPR. TIpN AEPEoKH NposeRtem (ILIP 3rpyanTe
coormevcToyoup  wcTl. fSases w0 NOCABRYWORPOL coapnitre
HCCARROBONIA mnuﬂmm-mmwu

RORTROAMLIN OTHETETE PACTIOACHIOHNE O WBTDI [ 1
YOTRHORKON 1 MPOSAANTE RLP. TPk MG0pE TECTA ACBIHE CTOSDINCITMCN NPOFPEMNG, NEpimaaleme & Tataue 2.
AR ASTOKTHDYIOWNX BUIMGIaTOpos Rolr-Gene Q, CFX96 n Applied Blosystems QuantStudio S5:

Nposamsme NP C yUSTON OONdsS PEBIINONHON CHECH, PIBHOTO 35 KR, NO NPOTDEMNEN MVMEI,
npeseplinm & ToCaagx 3, 4, 5 COOTIETCTRRRD.

rdceropon capv AT coRAsiven mytn SE0AR NEPSNETNOS (NEPENETDN TECTS YA B
APOROCTASANITCE NPOMIBOANTENEN HESOPS PEArEHTON.

ARPOKTHDYIOUPEK
TIPUNOMBHIN A HICTOYRLING IO NPINSRIEHINO) NAN

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Tatannga 2 - (POrPENNS SAGUIiges AN SETSRTHOVIOMO. SNADIKEIPOs «ATrpaine, «TAslr>

g ]
®Gaoxa | Yeuneperype, °C o ¢ D RN CICII Ton Gaons
e . spnappact
1 ) t ;QL ! L
I | [ % | |
2 I a 1 g 1 L-Ili 5 e
| i I i Iﬁ_l
31 6 I % 2 % it
S [ 9o 1 5 1 1 ] [ e
ﬁ I 2 T . T e T [ oevewes
TabANUS 3 ~ NPOrPME SNMNEUIALING AAN ASTIKTHDYIOMSrD SnaireaTops Rotor-Gene Q
» Tentwparype, °C Bpana, ¢ KOAMNECTE0 IWA0E
Cyciing fTempertture Hold Tine, 3 fCyde Repanis
Cydling g.ﬂlll g 1 time
Cycing 2 -——”—gm‘, E 5 times
19 45 mas
Orchng 3 S 15

V-mmm%ﬂwmmmﬁﬁm)mmmh

Tataunas ¢ - (IPOrPENKD INMPIECRN AN ASTEXTHDYIONINX SnnaunaTopos CFX96

W Gaoxs (Stap) Twsuparyms, °C - oox Wmm
1 [7) 01:00 1
2 ™ 01:30 3
3 [T} 2015
4 v 0:20 i

V’WWW@M-MWWMM
[__asvawcipn (Fam, Hex) non 64
Ta6ANGS 5 - MPOTPEseE BRNAGHIEN AN AEIRKTHDYIOUPO: INAMKETOPoS Applled Bicsystems QuantStudio S

- . Bpaa KOMPUECTIO IIACS
Ceaom :‘ Vannepsrype, °C et cax {nosropos)
S = e z
-] H
Crappn NUP _!‘”\; % L
2 HOOMOOMIRAX Vic SIMONIN

m.ﬂm”mmwmm
NAPURATOPOS.

WCAOALIONIHIN AFTKTIDYIONINR SHbNKATOPOS CFX96 CARKYST NCIOALIORETE PEFPECCHONHER THN AR
zgmﬂymwy»mmmmmm
umem-chQMMmmmw
SUINDAIBOTCR YCROBNS HHTEPNPETILIN DOSYALTITOR, NOAYSHIMMX AN KONTPOMMD 050808,

1 - AONYCKBETCA XPRHEHNE NPN TeRANPITYPS 10 °C




BcTpsixHute npo6upkn ¢ MLP-Gydepom 1 nonumepasoit TexHoTag MAX Ha MUKPOLLEHTPUYre-BOpTeKCe B TeueHne 3-5
C W LeHTpUYrupyiiTe Ha MUKPOLEHTPUQYre-BopTekce B TeyeHne 1-3 c.

BHVMAHWE! Monumepasy TexHoTag MAX He0OXOAMMO A0CTaBaTb M3 MOPO3WLHOA KaMepbl HEMOCPEACTBEHHO Nepej
MCNOMb30BaHKEM.

2.3 Cnegys ykazaHusam MO fo3vpytollero yctpoiicTea ATCTpUM, NpUroToBbTe B OTAENBbHON 04HOPa30BOM Mpo6UpKe cMech
MLP-6ycdepa ¢ nonumepasoit TexHoTag MAX
2.4 BCTpsxHUTe NPOGUPKY C NPUroTOBNEHHOW cmecbio MLIP-Gycdepa u nonumepassl TexHoTag MAX Ha MUKPOLEHTpUGYre-

BOpTEKCe B TeyeHue 3-5 ¢ 1 LeHTpudyrvpyiite Ha MUKpOLLEHTpUYre-BopTeKce B TeueHne 1-3 c.

BCTpAXHUTE NPOGUPKY C MOMOXWTENbHBIM KOHTPO/MbHBIM 06pa3LoM Ha MUKPOLLEHTPUyre-BopTekce B TeyeHue 3-5 ¢ n

LeHTpUdYrnpyiiTe Ha MUKPOLEHTPUYre-BOpTeKCE B TeueHne 1-3 c.

BHUMAHWME!

1. TMepes npoBeAeHueM [031poBaHMa Ans npenapata AHK v oTpuLaTeNbHOr0 KOHTPONbHOTO 06pasua Heo6X0AMMO
BbINOMHATL PEKOMEHAALMM MO UCMONb30BaHMIO npenapata AHK, npuBeféHHbIE B WHCTPYKLWUM MO NPUMEHEHMIO
HaGopa/komnnekTa peareHToB A5 BblfeneHns HK.

2. Mpu ncnonbsoBaHum ans BbigeneHns JHK komnnektos peareHToB MPOBA-HK, MPOBA-PAMIAA, MPOBA-TC (Tonbko
B C/ly4ae, €CM nocne BblfeNeHNa Haf0caf0uHas XUAKOCTb, cofepxalyas BbiaeneHHyto AHK, 6bina nepeHeceHa B
HOBble MPOGMPKM) BCTPAXHWUTE Npobupkn c npenapatom AHK W oTpuuaTeNbHbIM KOHTPO/bHLIM 06pa3LoM Ha
MUKPOLEHTPUCYre-BopTeKCe B TeHeHUe 3-5 C U LeHTPUdYrupyiTe Ha MUKPOLLEHTPUGYre-BOpTeKCE B TeYeHne 1-3
C.

3. Mpu ucnone3osanun Ana seigeneHns JHK Ha6opos peareHTos MNMPOBA-MY-PAMN/, MPOBA-MY MAKC Heobxoanmo,
He BCTPAXMBas, LeHTpUdyruposatb Npo6upku ¢ npenapatom AHK v oTpuuaTenbHbIM KOHTPO/bHLIM 06pa3LioM Ha
MUKPOLeHTpUdyre-BopTekce B TeyeHne 1-3 c, 3aTeM MOMecTWTb Npobupku ¢ npenapatom [OHK B MarHUTHbIi
wtatue. B cnyuae ecnu nocne BblAeNeHUA Haf0Caf04HAn XUAKOCTb, coAepxaljas BbiaeneHHyto [HK, 6bina
rnepeHeceHa B HOBble NPOGUPKKW, CrefyeT BCTPAXHYTb Npobupkn ¢ npenapatom [AHK u 0TpuuaTenbHbIM
KOHTPO/IbHbIM 06pa3L0M Ha MUKPOLLEHTPU(Yre-BOPTEKCE B TeYeHne
3-5 C 1 LeHTpudyruposaTb Ha MUKPOLLEHTPU(Yre-BopTeKce B TeyeHmne 1-3 c.

YcTaHoBUTE MPOOMPKM CO CMeCbio AN amnaugukauum, co cmecbto MLP-6ydepa v nonumepasbl TexHoTag MAX c

npenapatamn OHK, oTpuuartenbHbiM KOHTPO/bHLIM 06pPasLioM 1 MONOXKMUTENbHBIM KOHTPIObHBIM 06pasLoM, a Takxe

mMukponnaHweT MLP Ha pabouuit cTon ATCTpUM W NpoBejuTe [03MPOBaHME KOMMOHEHTOB COFNacHO PYKOBOACTBY MO

3KcnyaTayuu.

2.7 MomecTUTe aKKypaTHO, He BCTpsAxMBas, MUKponnaHwweT MLP B NOAMOXKY YCTpoWcTBa ANS 3anevaTbrBaHUs NaHLLIETOB
[Tnak nocne 3aBepLIeHNs NporpaMMbl Ha f03UpytoLLeM ycTpoiicTee ATcTpum.

2.8 MpoBeanTe 3aneyaTbiBaHNe MuKponaaHwweTa MLP nosiMMepHoi TepMONNEHKO COrNacHoO pyKoBOACTBY MO 3KCMyaTaumum
npuéopa ATnak.

2.9 LieHTpudyrupyiite mukponnarweTt MUP npu RCF(g) 100 B TeyeHue 30 c.

2.10 YcTaHosuTe MukponnaHweT MLP B 6/10K feTeKTUpYOLWero amnangukaropa.

2.11 3anycTute nporpaMmHoe o6ecriedeHne AETeKTUPYOLLero amnaugukaropa. Mpu nepsom nposegeHnu MUP sarpysute
COOTBETCTBYIOWMIA TecTA. [lanee W MNpu NoCneAyloWMX MNOCTaHOBKAaX CO34aiTe COOTBETCTBYIOWMUI MPOTOKON
NCCNefj0BaHNA: YKaXKuTe KONMYECTBO U UAEHTU(UKATOPLI 06pasLioB, B TOM YKC/e OTPULIATENILHOMO U MONOXMUTENbHBIX
KOHTPO/bHbIX 00pa3L0B, 0TMETbTE PacrnonoXeHne 06pasL0B Ha MaTpuLie TepMOG/IOKa B COOTBETCTBUN C UX YCTaHOBKOIA
n nposeaute TMUP. Mpu BbI6Ope TecTa f0/KHA 0TO6paXaTbCA Nporpamma, nNpuseféHHas B Tabnuue 2.

PervcTtpaums un y4yét pesynbtatoB [P MpIOBOAATCA aBTOMAaTUMYeCKW MporpaMMHbIM —obecneveHuem Ans
[eTEKTPYOLWMX aMAInpuKaTopos.

Mpy “cnonb3oBaHMKM AeTeKTUpYtoLWMX amnangrkatopos CFX96 (Bio-Rad) cneayeT ucnonb3oBaTb PerpeccUOHHbIA Tvn
aHannsa (Cﬂ Determination Mode: Regression), Bo Bknagke «Baseline Subtraction» Heob6xoanmo Bbi6paTh «Baseline
Subtraction Curve Rt».

WHTepnpeTaums pe3ynbTaToB NPOBOAWNTCS B COOTBETCTBUM C Tabnuueid 6. PesynbTaTbl MOCTAHOBKW Ba/MfHbI, €CN
BbIMOMHAKTCA YCNOBUA UHTEPMpeTaLnn pesybTaTos, MOMYYeHHbIX 418 KOHTPONbHbLIX 06pa3LoB.

Ta6nuua 6 - WHTepnpetauyus pesynstatos MLP
KaHan getekuyunu

Hex/Yeliow/Vic
(BHYTPEHHUIA KOHTPONb),

KaHan petexkuyun
Fam/Green
(nckomasn OHK), Cp/Cg/Ct

WHTepnpeTauns pesynbrata

Co/Co/Ct
HensBecTHble 06pasLibl
YKasaH He yuuTbiBaetcs O6HapyxeHa IHK Epstein-Barr virus (EBV)
He ykasaH YkasaH He o6HapyxeHa AHK Eostein-Barr yirus (EBV)
He ykasaH He yka3saH HepocTtoBepHbIii pesynbTaT

OTpuuaTenbHbIil KOHTPONbHbIN 06pasel,

OTpuuaTenbHblii pesynbTaT
Pe3ynbTaTbl NOCTAHOBKM BaNufHbI
MonoXunTenbHbI KOHTPO/LHbLIN 06pasel,

MonoxuTenbHblii pesynbTart
Pe3ynb3a3BL0exBblOBKM BaNHbI

1TCKOMN noaAepxKu.

He ykasaH YkasaH

YkasaH He yuutbiBaetca

Mo Bonpocam, Kacatowumcs kadyecTBa HaGopa peareHToB, cnegyeT of]
Cnyx6a KnMeHTCKoW noaaepxku: 8-800-200-75-15 (ans Poccum, 3L

+7 (495) 640-16-93 (ans ctpaH CHI 1 3apy6exKbsi, 3BOHOK NnaTHb}".
E-mail: hotline@dna-technology.ru T

www.dna-technology.ru

EKTCP
norngTC*

A - TeCT ANs feTeKTupyowmx amnangukatopos cepun AT co3gaércs nyTém BBbaa'li9pameTtpo”
MpunoxeHun b MHCTPYKLMM MO MPUMEHEHWIO) UAWN NpeAoCcTaBAsfeTCs NPOM3BOAUTENEM

TecTa yKasaHbl B

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Cnyx6a KNMeHTCKO NoaaepXKu:

8-800-200-75-15 (ans Poccun, 3BOHOK GecnniaTHblit),
A IDIH K-TEXHO“ O r|/| ﬂ +7 (495) 640-16-93 (gna ctpaH CHI n 3apy6exbs,

3BOHOK MNaTHbIN).

E-mail: hotline@dna-technology.ru,

www.dna-technology.ru

PermcTpaumoHHoe yaocToBepeHme
N?

B faHHOM Bknagblwe npusegeHa nHpopmauuna gns Habopa peareHtos EBV B chacoBke U.
Mepep Hayanom paboTbl U3YUNTE UHCTPYKLMIO.

Habop peareHToB 414 BbIABIEHUSA
AHK Epstein-Barr virus
meTtonom [MLP B pe>krme peasibHOro BpemMeHu
(EBV)
R1-P209-UA/9 (dacoBka U)

MHcdopmaunsa o Habope peareHToB

HasHaueHue:

Ha6op peareHToB npegHasHayeH Ana Bbiasnenusa OHK Epstein-Barr virus B 6uonornueckom matepuane yenoseka (KpoBb,
CUHOBMaNbHAA XWUAKOCTb, CMUHHOMO3r0Bas XWUAKOCTb, aMHNOTUYeCKas XWUAKOCTb, 6UONTAT WAN MYHKTAT U3 04aroB NopaXeHWs
OpraHoB 1 TKaHel, Ma30K CO CU3NCTOI POTOrNOTKYW, CitoHa) MeTodoM TMLP B pexxume peanbHOro BpeMEHW.

Bbigenenve AHKO:

PekomMeHAYOTC Habopbl/KOMNAEKTbl peareHToB Ana Bbigenenus HK MPOBA-HK, MPOBA-TC, MPOBA-PAML, MPOBA-OMTUMA,
MPOBA-MU-PAMA, MPOBA-MY MAKC (000 «[IHK-TexHonorus TC»).

Bpemsa npoBegeHns aHanusa (Bkio4vas Nnpo6onoaroToBky):

0T 2 4acoB (B 3aBUCHUMCXITW OT KONMYECTBA 06Pa3LL0B M MCMONb3YEMOro Habopa/KoMNeKTa peareHToB Ans Bolgenenuns AHK).
KonnyecTeo aHanvsnmpyembix 06pasLoB:

96 onpegeneHnit Mpu YCNoBMM MOCTAHOBKM He MeHee 5 06pasloB B OAHOM WCCNefoBaHWM (3 HeusBeCTHbIX 06pasLia,
OTpULATENbHbI 1 NONOXWUTENbHBI KOHTPONbHLIE 06pa3Lbl).

CocTaB Habopa peareHToB:

HanMeHoBaHWe KOMMOHEHTa BHeLwuHWit BUg Konuuectso HomuHanbHbiii
npobupok 06bEM KOMMOHEeHTa
Cwmecb gns amnanukauymm Mpo3payHas 6ecuBeTHas WM PO30Bast XUAKOCTb 1 npobupka 600 mKkn
Monumepasa TexHoTag MAX Mpo3payHas GecLBeTHas BA3Kas XUAKOCTb 1 npobupka 30 mKn
MNUP-6ydep Mpo3payHas 6ecLiBETHAA XUAKOCTb 1 npobupka 600 mKn
Or|6°n0)K”IeanbM KOHTPOMbHEIN Mpo3payHas 6ecLiBETHAA XUAKOCTb 1 npobupka 130 mKkn
paseLy
Tabnuua 1- KaHanbl geTekuyun MpoayKToB aMnandgmkaummn
Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson

EBV BK - - -

YcnoBua TpaHCNOPTUPOBaHNA, XPaHEHNA N 3KCnayartauum

TpaHCnopTMpOBaHWe Habopa peareHTOB OCYLLECTBASIOT B TEPMOKOHTeliHepax C XNaf03NeMeHTaMu BCEMU BUAAMU KPbITOro
TpaHcropTa Mpu TemnepaType BHYTPU TePMOKOHTeliHepa, COOTBETCTBYIOLLEN YCNOBUAM XPaHEHWsS KOMMOHEHTOB, BXOAALWMNX B
cocTaB Habopa peareHToB.

[lonyckaeTcs TpaHCMOpTUpPOBaHWe Habopa peareHTOB, 3a WCK/IOYeHWeM nonumepasbl TexHoTag MAX, B TepMOKOHTeiHepax C
XNafj03N1eMeHTaMn BCEMU BUAAMW KPbITOFO TPAHCMOpTa Npu TemMnepatype BHYTPU TePMOKOHTeliHepa 0T 2 ®C Ao 25 ®C He 6onee
5 cyTOK.

[lonyckaeTcs TpaHCMoOpTUpOBaHWe NonumMepasbl TexHoTag MAX B TEpMOKOHTeliHepax ¢ Xnafo3ieMeHTaM1 BCeMi BUAaMU KpPbITOTo
TpaHCcMmopTa Npu TeMnepaType BHYTPYU TEPMOKOHTeWHepa A0 25 ®C He 6onee 5 CyTOK.

Bce KOMMOHEHTbI HaGopa peareHTOB, 3a MCKOYeHMeM nonumepasbl TexHoTag MAX, cnefyeT XpaHUTb B XONOAUMbHUKE WM
XONOAUNbHOI Kamepe npw TemnepaType oT 2 ®C0 8 @C B TeueHKe BCEro Cpoka rofHOCTU Habopa peareHTOB.

Cmecb AN aMmnandukauum cnefyert XpaHuTb B 3alWuMLEHHOM OT cBeTa MecTe. Monumepasy TexHoTag MAX cnefyeT XpaHWUTb B
MOpPO3W/IbHOI Kamepe Npu TemMnepaTtype 0T MUHYc 22 ®Co MuHyc 18 ®C B TeueHMe BCErO Cpoka FrOfHOCTU HaGopa peareHToB.
CpoK roHoCTV Habopa peareHToB -12 MecsLeB Npy COGMIOAEHNI BCEX YCNOBNIA TPAHCMOPTMPOBAHWS, XpaHeHUS 1 AKCNNyaTaLum.

- BO3MOXHOCTb MCMO/b30BaHNs Habopa/KoMM/eKTa peareHToB Ans BblgeneHus JHK onpesensietcs BUAOM 6UONOTMYECKOTO
marepuana
2- Ha 9TUKETKE KOMMOHEHTa NSl BCeX PAcoBOK «[ONOXMUTENbHbIN KOHTPONbHBINM 06pasel» yKasbiBaeTcs Kak «K+»
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A [HK-TEXHOMOM1A 000 «OHK-TexHonorus TC»

MacnopT KayecTBa No XXXXX
Hab6op peareHToB ans BbisBneHns AHK Epstein-Barr virus
MeToaoMm MNLP B pexkume peanbHOro BpemeHn

(EBV)

dacoBKa S, CTpubI

Cepus: XXXXXX-XX
JiaTa n3rotoBneHus: XXXX-XX-XX
rogeH Ao XXXX-XX-XX*

Pe3synbtaT KOHTpONA
1 TMpoBepka KOMNAEKTHOCTU YMaKOBKWU 1 MapKUPOBKM - COOTBETCTBYET
Tpe6oBaHuaM TY 21.20.23- 004-89545560-2024.
1 BHELLHEro B1Ja KOMMNOHEHTOB

CepuH XapakTepucTuka n Ycnosusa
KomnoHeHT Konuyectso Pe3ynbTaT
KOMMOMeKra HopMa XpaHeHus
MpospayHas GecuseTHas
CMXb ANA aMnauguKaumn 12 crpunos w?m i)zosau KN L‘KOCTb
A u! XXX no 8 npo6upok p A 0T2@Cpo8°C CootseTcTByeT
3anevaTaHHas napaguHom 10/ BOCKOOGPA3HbIM
no 20 mkn
Genbim cnoem
PacTBo| 2 npo6upkn Mpospaunas GecuseTHas
P XXX pooup posp u or2°Cpo8°C CootsetcTByeT
Tao-nonnmepasbl no 500 mkn XKNAKOCTb
MpospauHas GecuseTHas
2 npo6upku posp: U N o
MuHepansHoe macno XXX no 1.0 Mn BA3Kas MacnaHucTas or2°Cpo8°C CootsetcTByeT
! XKUAKOCTb
MonoxuTenbHblii 1npo6upka MpospauHas
o XXX pooup! posp 0T 2 @Cpo 8 CooTsetctayer
KOHTTIONbHbI 06pasel| 130 Mkn 6ecLBeTHas XUAKOCTb
KpblWwku ans ctpunos 12 wr. CooTseTcTByeT

3. MpoBepKa (hyHKLMOHANbHbBIX MoKasaTenei
HaumeHoBaHue nokasatens XapakTepucTuKa U Hopma PesynbTar
[ina nNabopaTopHOTO KOHTPONLHOTO 06pasuia AOMKEH GbiTh

Mpepen o6HapyxeHus: -
3aKCMPOBaH NONOXWTENbHbIA Pe3ynbTaT amnauduKauum

5 konuit IHK Ha aMnAnguKaunoHHy0 CootseTcTByeT
CrewnpuuHoro NPoAYyKTa No KaHany AeTekiyun Fam
npoéupky
[LnA NONOXNTENBHOTO KOHTPONLHOrO 06pasua [o/MKeH GbiTh
3a(MKCMPOBaH MONOXWTENbHBIA Pe3ynbTaT amnandukauun
CneyudUUHOro NPOAYKTA Mo KaHany AeTekiyun Fam
N5 OTPULATENLHOTO KOHTPONLHOrO 06pasua A0MKeH GbiTh
CneunduyHocTh A puu P pasua A CooTseTcTByeT

3aKCMpOBaH OTpULATeNbHbIf pe3yNbTaT amMnAuduKalyum
cneuuduyHoro NpoAykTa No KaHany peTekyuu Fam n
NONOXNTENbHBIA  PesynbTaT aMnu(uKauMn  BHYTPEHHEro
KOHTPONA N0 KaHany aeTekiun Hex

Ycnosus TpaHCNopTUPOBaHUA:

TpaHcnopTupoBaHue HaGopa peareHTOB OCYL|ECTBNAIOT B TePMOKOHTeliHepax C X/naf03NneMeHTamu BCEMM
BWJaMM KpbITOrO TPaHCMOpPTa NpuU TemmnepaType BHYTPU TEPMOKOHTeliHepa, COOTBETCTBYHLLEH YCnoBusm
XpaHeHNst KOMMOHEHTOB, BXOAATLIUX B COCTaB Habopa peareHToB.

[JonyckaeTcs TpaHCMOpPTUpOBaHWe HaGopa peareHTOB B TEPMOKOHTeWHepax C XNMaf03neMeHTaMu BCEMM
BUAAMU KpbITOrO TpaHCcNopTa npu TemnepaType BHyTPU TePMOKOHTeliHepa oT 2 “C 40 25 °C He Gonee"3 cyToto

3akntoyeHne OTK: cooTBeTcTBYeT TpeGoBaHusam TY 21.20.23-004-8954556("2624 ‘
[lara Bbifaun nacnopra: XXXX-XX-XX

T
ANaHnamMu TY 21.20.23—(1)4,095"K0'2 24 j
X/\
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norus 000 «HK-TexHonorus TC»

MacnopT KayvectBa Ng XXXXX
Habop peareHToB 419 BbisBneHus JHK Epstein-Barr virus
MeTogoM [MLP B pexknme peasibHOro BpemeHn
EBV)

®dacoBKa S, NPoGVpKM

Cepusi: XXXXXX-XX
Jata n3rotosneHus; XXXX-XX-XX
["opeH po: XXX X-XX-XX*

PesynbtaTt KOHTpONA
1 lMpoBepKa KOMMNNEKTHOCTM YNaKoBKW I MapKUPOBKM - COOTBETCTBYET
Tpe6oBaHuam TY 21.20.23- 004-89545560-2024.

M BHELLHETo BMnAa KOMMNOHEHTOB

Cepusa XapakTepuctuka u Ycnosus

KomnoHeHT Konnuectso
KOMAOHeura HopMa KORHEHHS! PesynpTar
MpospauHas GecuseTHas
Cmecb Ana amnangpukauim, 96 npobupok WK po3oBas XUAKOCTb
XXX oT2"Cpo 8@C
3aneyataHHas napaguHom 10 20 MKn 104 BOCKOOGPAsHbIM A CooTaeTcTayer
6Geneim cnoem
PacTBOp 2 npo6upkn Mpo3spayHan GecuBeTHas
XXX °f
Tao-nonumecass! N0 500 MKn KUKOCTb 0T2°Cp08@®C  CooTBeTCTBYET
MpospauHas GecuyseTHas
2 npobupkn posp: u
MuHepansHoe macno XXX no 1.0 mn BA3Kas MacnsHucTas oTr2°Cpo8°C CooTBeTcTByeT
’ XKUAKOCTb
MonoxuTenbHblit 1npo6upka MpospauHan GecuypeTHas
o XXX °
KOHTpONbHbIi 06pasely 130 mkn XKNAKOCTb 0T2@CA08°C Coorsetctayer

3. MNpoBepKa (hyHKLMOHANbHBIX MOKasaTeneli
HaumeHoBaHue nokasatens XapaKTepucTuka 1 Hopma PesynbTat
[ina NabopaTOpHOrO KOHTPO/ILHOTO 06pasua AOMKEH GbiTh

Mpepen o6HapyxeHns; ol
3a()MKCMPOBaH  MONOXWMTENbHLIA Pe3ynbTaT — aMnaupuKauuu

5 konuit IHK Ha amn. CooTBeTcTBYeET
npoGMpKY yud 0 NpogyKTa no KaHany aetekyun Fam

[lnA NONOXMTENbHOTO KOHTPONLHOrO 06pasya AOMKeH GbiTb

3a(MKCMPOBaH  MONOXWTENbHLIA  PesyNbTaT — aMnaudmKaumuu

CreyupUUHOro NPoAyKTa No KaHany getekyun Fam
CreudurocTs [lnA OTPULATENILHOTO KOHTPONLHOTO 06pasya AOMKEH BbiTb Cootsercrayer

3aMKCMpPOBaH  OTPULATENbHLIA  pPesynbTaT — aMnAMduKauun
CneuuduuHoro npogykta no Kawany petekyun Fam  u
NONOXNTENbHLIA  Pe3yNbTaT — aMNANGUKaUMA  BHYTPEHHEro
KOHTpaTA No KaHany feTekuynn Hex

Y CnoBusA TPaHCNOPTUPOBaHNA:

TpaHCcnopTMpoBaHue Habopa peareHTOB OCYLLECTBNAT B TEPMOKOHTEHEPaX C XNaf03N1eMeHTaMi BCEMU BUAaMK
KpbITOTO TPaHCMOpTa MpW TemnepaType BHYTPW TEPMOKOHTeliHepa, COOTBETCTBYIOL|E YCNOBUAM XpaHeHUs
KOMMOHEHTOB, BXOAALLNX B COCTaB Habopa peareHTos.

[JonyckaeTcs TpaHCMOPTUPOBaHWe HaGopa peareHTOB B TePMOKOHTeliHepax C Xnajo,35eMeHTBLI1 BCEMI BiAaMU
KPbITOrO TpaHCcMopTa Npu Temnepatype BHyTPU TepMOKOHTeliHepa oT 2 °C go 25 “'*He-"nee

3akntoueHne OTK: cooTBeTcTBYeT TpeGoBaHuam TY 21.20.23-004-8954556(V2( 4"

[ata Bblgaun nacnoprta: XXXX-XX-XX s OT K .

*CpOoK rofHOCTN B COOTBETCTBUM C TpeboBaHuaMu TY 21.20.23-004-89545560-2024a 'Y
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[TEXHONOMUS 000 «AHK-TexHonorus TC»

MacnopT kavecTBa No XXXXX
Hab6op peareHToB gns BoiseneHns OHK Epstein-Barr viras
MeTofoM MLIP B pexkume peanbHOro BpeMeHu

(EBV)

®dacoska U
Cepus: XXXXXX-XX
JlaTta n3roToBneHUs: XXXX-XX-XX
FofeH ao: XXXX-XX-XX*

PesynbtaT KOHTpONA
1 MpoBepka KOMMEKTHOCTY, YMaKkoBKU 1 MapKMPOBKW  cOOTBeTCTBYeT
Tpe6osaHusm TY 21.20.23- 004-89545560-2024.

M BHELLHero B1a KOMNOHEHTOB

Cepusa XapaHrepucTHka u Ycnosus

PesynsTat
KommnoHeHT KOMMOHeKra Konnuectso HopMa XpaHeHns Y
Cwmech gns XXX 1 npo6upka Mpo3spayHan GecuseTHas 0712 “C go 8 @C CooTseTcTeyet
amnaugukauun 600 bIKn VAU PO30Bas XNAKOCTb
Monumepasa XXX 1 npo6upka MpospayHas GecleTHas  OT MUHYC 22 ®C Coortsercrayer
TexHoTag MAX 30 mkn BA3KaA KUAKOCTb A0 MAHYC 18 GC
1 npo6upka Mpo3payHas 6eclypeTHas

- 2®Cpo8°C CoorsetcTByeT
NUP-Gyep XXX 600 mkn KNAKOCTH ot Ao 4
rlOl\O)KIATeﬂb:'IbIM XXX 1 npo6upka MpospayHas or2 20 8°C Cootsercrayer
KOHTPONbHbI 06paseLy 130 mkn 6ecLBeTHas XUAKOCTb

3. MpoBepKa (yHKLMOHANbHbIX MoKasaTenel
HaumeHoBaHue nokasatens XapakTepucTnKa u HopMa Pesynbtat

Mpeen o6Hapykenms: [Ans na6epaTOPHOTO KOHTPONLHOTO 06pasya AO/MKEH GbiTh

o NONOXUTENbHBIA  PesynbTaT amnaMhukayun
5 konuit [HK Ha amn. pesy. buiay CoorsetcTayer
CreyndUUHOTo NPOAYKTA N0 KaHany AeTekymn Fam
npo6upky
[lnA NONOXMTENLHOTO KOHTPONLHOTO 06pasua AOMKeH GbiTh
3a()MKCMPOBaH MOMOXMTENbHBIA Pe3ynbTaT amMnanduKalum
CeumnhuyHoro NPoAYyKTa No KaHany aeTekyun Fam
/151 OTPUUATENLHOTO KOHTPO/ILHOTO 06pasia JOMKEH GbiTh
CreyuduuHocTs A Pl P pasua A CoortsercTByeT

3adMKCMpOBaH OTPULATENbHbI/E  PesynbTaT amnaudukaumin
cneunguuHoro npogykTa no kawany agetekyun Fam u
NONMOXNTENbHBI/E  pe3ynsTaT aMnAMdUKauuu  BHYTPeHHero
KOHTPONA N0 KaHany AeTekunn Hex

YCNnoBvsA TPaHCMopTMPOBaHNA:

TpaHCnopTUPOBaHNe HaGopa peareHTOB OCYLIECTBNAIOT B TEPMOKOHTe/iHepax C XNaf0snemMeHTaMu BCeMi
BMWJAMW KPbLITOrO TPaHCMOpTa Mpu TemnepaType BHYTPU TepPMOKOHTeliHepa, COOTBETCTBYIOLLEH yCnoBuAM
XpaHeHUs KOMMOHEHTOB, BXOAALLMX C COCTaB Habopa peareHToB.

[JlonyckaeTcs TPaHCMOPTUPOBaHWe Habopa peareHTOB, 3a MCKAOYeHMeM nonumepassl TexHoTag MAX, B
TEPMOKOHTeliHepax C XNnajo3neMeHTaMu BCEMW BUZAMU KPbITOTO TpaHCMopTa Mpu TemmnepaType BHYTpU
TepMOKoHTeliHepa oT 2 °C o 25 ®C He 6onee 5 CyTOK.

[lonyckaeTcs TpaHCnopTupoBaHue nonumepasbl TexHoTag MAX B TepMOKOHTeliHM)ac ¢ xnaf03nemMeHTamn
BCEMM BUaMM KPbITOTrO TPaHCMOpPTa Npu Temnepartype BHyTPM TePMOKOHTe 38 uno 25 2CHq nee 5 cyTok.

3akno4yeHneOTK: cooTBeTCcTBYeTTpeGoBaHNAMTY 21.20.23-004-895455'5024 "
[Jara Bbigaun nacnopra: XXXX-XX-XX j. no n

*CPpOK roAHOCTI B COOTBETCTBUM C TpeGoBaHnamu TY 21.20.23-004*7954556t"-274f
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V",CI,VIK-TEXHOI'IOFVIH

000 «HMO AHK-TexHonorunss»

MacnopT KayectBa No XXXXX
Hab6op peareHToB ans BoiseneHns AHK Epstein-Barr virus
meTozom IMLP B pexxknmMe peasibHOro BpemeHu

Cepus:
[aTta U3rotoBneHus:
lFogeH po:

(EBV)
dacoBka S, CTpUrbl

XXXXXX-XX
XXXX-XX-XX
XXXX-XX-XX*

PesynbTaT KOHTpPONS

1 lMpoBepka KOMMEKTHOCTH, YNakoBKW N MapKUPOBKN —E00TBETCTBYET
Tpe6oBaHuam TY 21.20.23- 004-89545560-2024.

Coun
KomnoHeHT o
KOMIHHBHTA

CMecb Anst aMnandukaumm, XX
3anevataHHas napaguHom
PacTsc|

P XXX
Taa-nonumepassl
MuHepanbHoe macno XXX
MonoxuTenbHbli

XXX

KOHTPONbHbI 06paseLy
Kpblwwku ans cTpunos

1 BHELLHero s1aa KOMMNOHEHTOB

XapakTepuctuka u Ycnosusa
Konunuectso
HopMa XpaHeHus
sz o ceorras
no 8 npo6upok p A 0T2°Cpo8@C
10/ BOCKOOGPasHbIM
no 20 mkn
6Genbim cnoem
2 npo6upkmn MpospauHas
pooup posp! 0T 2 ®Cpo 8 GC
no 500 mxkn beclBeTHan XUAKOCTb
2 npoGupKy Gnepcﬂ?eﬂ;i“:a:smmﬂ 2@®Cpo 8°C
no 1,0 mn . or Ao
MaCNSHUCTasA XUKOCTb
1 npo6upka MpospayHas o N
130 Mkn 6ecLBeTHas XUAKOCTb 0T2°Cpo8°C
12 wr.

3. MpoBepKa (yHKLMOHANbHbIX NoKa3aTenelt

HavmeHoBaHue nokasatens

Mpegen 0GHpYKeHUA:

XapakTepucTuka n Hopma
Ans na6daTHOro KOHTPONbHOTO 06pasya AOMKEH ObiTh
NONOXUTENbHBIA Pe3ynbTaT amnnuuKaumn

5 konuit AHK Ha y
npo6upky

CneunpuyHocTb

Y CNnoBusA TPaHCMOPTUPOBaHUA:

CneuMdnyHoro NPoAyKTa No KaHany getekyun Fam

AnA NONOXMTENbHOTO KOHTPO/MbHOTO 06pasiia [oMXKeH GbiTh
3aMKCMPOBaH MONOXMTENbHbIA Pe3yNbTaT amnauduKayum
CcneunduUHOro NpoAyKTa nNo KaHany AeTekumin Fam

Ans 0TpUUATENbHOTO KOHTPONbHOTO 06pasiia AOMKEH GbiTh
3a(hMKCMpOBaH OTPULaTeNbHLI Pe3yNbTaT —aMnAnGuKaum
cneuuduyHoro MNpoaykTa no KaWany peTekumn Fam n
NONOXNTENbHBI/E  PesynbTaT amnautuKauMin  BHYTPEHHEro
KOHTPONA N0 KaHany AeTekunn Hex

TpaHCcnopTMpoBaHWe Habopa peareHTOB OCYLIECTBNAIOT B TePMOKOHTeliHepax i
BMJaMW KPbITOrO TpaHCMOpTa Mpu TemnepaType BHYTPU TEPMOKOHTeiiHepa,
XPpaHeHWs KOMMOHEHTOB, BXOAALLNX B COCTaB Habopa peareHToB. / /
[JonyckaeTcs TpaHCMOPTMPOBaHWe HaGopa peareHTOB B TEPMOKOHTENHE
BM/]aMM KpbITOrO TPAHCMOPTA NPU TeMnepaType BHYTPY TePMOKOHTeliHepa oT

3aknouyeHne OTK: cooTBeTcTBYET TpeboBaHuaM TY 21.20.23-004-8954551[00!'

o

[Jarta Bbigaun nacnopra: XXXX-XX-XX

PesynbTat

CooTseTcTByeT

CooTBeTcTByeT

CootBeTcTBYeT

CootseTcTByeT

CootBeTcTBYyeT

Pesynbtat

CooTBeTcTBYeT

CootseTcTByeT

*CpOK rOAHOCTW B COOTBETCTBUYM € Tpe6GoBaHmaMu TY 21.20.23-004-8954?55M3024

KOMun4
TEHEPA/IbHbIN

000«KMO“/TH
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o
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wnormst 000 «HIMO AHK-TexHonorus»

MacnopTt KayecTBa No XXXXX
Ha6op peareHToB ans BbisineHus AHK Epstein-Barr virus
meTozoM [MLIP B pexxume peasibHOro BpeMeHu
(EBV)

dacoBka S, Npo6upKn

Cepus: XXXXXX-XX
[laTa n3roToeneHus: XXXX-XX-XX
rogeH go: XOOKK-XX=-XX*

Pe3ynbTaTt KOHTpONA
1 lMpoBepka KOMM/IEKTHOCTK,, YNAKOBKY 1 MAPKUPOBKM - COOTBETCTBYET
TpebosaHuam TY 21.20.23 004-89545560-2024.

M BHELLHETo BMAa KOMINOHEHTOB

CepuH XapakTepucTuka u Ycnosus

KomnoHeHT KOMiiioiieina Konunuectso Hopma XpaHeHun PesynbTat
MpospayHas GecuseTHas
Cwece Ana 96 Npobupok w:]m pe)aoaaﬂ *M:KOCTI:' nog
amnandukayum, XXX 10 20 MKn BOCKOOBPa3HbIM 6ENbIM oT2°C po8°C CooTseTcTByeT
3aneyataHHas napahuHom
cnoem
Pacteop 2 npobupkn Mpo3spayHas GecuypeTHas o o
XXX oT2°Cpo8°C CootseTcTByeT
Tag-nonnmepassbl no 500 mkn KNAKOCTH
MpospauHas GecuyseTHas
2 npo6upkun o o
MuHepansHoe macno XXX 10 1.0 Mn BA3KaA MacnAHMCTasa oT2°Cpo8°C CootsercTayeT
! XKUAKOCTb
MonoxurensHbiii XXX 1npo6upka Mpospaunan Gecusethas o £08°C  CooTsercrayer
KOHTPO/bHbI 06paseLy 130 mkn XKNAKOCTH

3. MpoBepKa (yHKLMOHa/bHbIX MoKasaTesnei
HaumeHoBaHue nokasatens XapakTepucTuKa n Hopma PesynbTat
[inA NaGopaTopHOro KOHTPONLHOTO 06pasua AOMKEH GbiTb

Mpegen oGHapyxeHus: ”
3aMKCMPOBaH MONOXMTENbHBIA PesynbTaT aMnangukauum

5 konwit bC Ha amn. CootseTcTByeT
] 0 NpogyKTa N0 KaHany AeTekyun Fam
npo6upky
[lnA NONOXUTENLHOTO KOHTPONILHOTO 06pasLa JO/MKeH GbiTb
3a(UKCMPOBAH MONOXKUTENbHBIA Pe3yNbTaT amMnaupuKauun
CneymnBUIHOro NPOAYKTa No Kanany aetekuun Fam
N151 OTPULATENLHOTO KOHTPONBLHOTO 06pasua A0MKEH GbiTh
CneundnyHoCTb A puy P pasua A CootseTcTByeT

3aKCMpOBaH OTPULATENbHbIA pesynsTaT amnaupukaumn
cneuMduyHoro NpoaykTa Mo KaWany feTekumn Fam u
NONOXNTENbHBIYE  Pe3yNbTaT aMNANGUKALMA  BHYTPEHHEro
KOHTPONA N0 KaHany geTekuyun Hex

Y CcnoBus TpaHCMOPTUPOBAHUA:

TpaHcnopTpoBaHue HaGopa peareHTOB OCYLIECTBAAIOT B TePMOKOHTeliHepax
BWJAMU KpbITOTO TpaHCMopTa Mpu TemmnepaType BHYTPU TepPMOKOHTeiiHepa,
XpaHeHUs KOMMOHEHTOB, BXOAALLNX B COCTaB HAGOPa peareHTOoB.

JonyckaeTcs TpaHCMOPTUpOBaHWe HaGopa peareHTOB B TEPMOKOHTeliHepax
BU/JaMM KpbITOro TpaHCMOPTa NpK TemmnepaTtype BHYTPU TEPMOKOHTEliHepa oT 2 ©

3akntoueHne OTK: cooTBeTcTBYeT Tpe6oBaHuaM TY 21.20.23-004-89545560-202"
[Oara Bbifaun nacnopra; XXXX-XX-XX

*CpOK rofHOCTV B COOTBETCTBUM C Tpe6osaHusMu TY 21.20.23-004-89545560-2024
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LHK-TEXHOMOM 15 000 «HINMO AHK-TexHonormns»

MacnopTt KavecTBa No XXXXX
Habop peareHToB /19 BbiseneHust AHK Epstein-Barr virus
mMetogom [MLP B pexxume peanbHOro BpemMeHn
(EBV)

dacoska U
Cepusi: XXXXXX-XX
JaTta n3rotoBneHus: XXXX-XX-XX
rogeH po: XXX X-XX-XX*

PesynbTaTt KOHTpONA
1 I'IpOBepKa KOMNNEKTHOCTU, YNaKOBKN U MapKUPOBKK - COOTBETCTBYET
Tpe6oBaHuaM TY 21.20.23-004-89545560-2024.

Cetws Xapaktepuctuka u Ycnosus

Pe3ynbTa
KomnoHeHT KoMnaHeHn Konuyectso HopMa xpaHeHus ynbTaT

Cmechb Ans 1 npo6upka Mpo3payHan GecupeTHas N

0T2 ®Cpo8°C CoorseTcTByeT
amnaugukaunmn XXX 600 Mkn VAW PO30Bas XNAKOCTb T A Y
Monumepasa XXX | npo6upka MpospayHas GecuseTHas  OT MUHYC 22 (?C CooTeercrayeT
TexHoTaa MAX 30 mkn BA3KAA XMAKOCTb A0 MuHyc 18 °C

1npo6upka Mpo3payHasn GecuseTHas o
MLUP-6ydep XXX 600 MKN HAZKOCTD 0T 2 °C po 8 ®C CootseTcTByeT
MoNoXNTENbHbI 1npo6upka Mpo3payHas
° CoorsetcTaye

KOHTPONbHbIiA 06pasel, XXX 130 mkn BecyBeTHas XNAKOCTb 0T2°C Ao 86C TRETCTBYET

3. MpoBepKa (yHKLMOHANbHBIX NOKa3aTesel

HanmeHosaHue nokasatens XapakTepucTuka u Hopma PesynbTat

A Lasopamire sormpenors sty forver S
S Konuit AHK Ha aMnANdHKALMOHHYIO P pesy; u CootseTcTByeT
cneynduUHOro NpoayKTa no KaHany aetekumn Fam
npo6upky
[N NONOXMTENLHOTO KOHTPONLHOTO 06pasia AOMKEH GbiTh
3aMKCMpoBaH  MONOXMUTENbHLIA  pesynsTaT — amnandukayumn
cneyndUyHOro NPoAyKTa no KaHany Aetekyun Fam
N7 OTPULATENbHOTO  KOHTPONbHOro o6pasya AomkeH GbiTb
CneunduyHocTb A puY P pasua A CootseTcTBYeT

3aMKcMpoBaH  OTpULATENbHbIA  pe3ynbTaT  amnaudukauum
cneynduyHOro npogykTa No  KaWwany AeTekyun Fam  u
NONOXNTENbHBbIA pesynbTart aMnﬂMwMKaL\MM BHYTpeHHero
KOHTPONA N0 KaHany AeTekuyun Hex

YcnoBums TpaHCMOPTUPOBaHUS:

TpaHcnopTupoBaHue Habopa peareHTOB OCYLLECTBASIOT B TePMOKOHTeliHepax je
BUJaMU KpbLITOTO TPaHCMOPTa Mpu TemnepaType BHYTPU TepMOKOHTeliHep”B1LR
XpaHeH!s KOMMOHEHTOB, BXOAALYMX C COCTaB HaGopa peareHToB.

[lonyckaeTc TPaHCMOPTUPOBaHWE HaGopa PeareHTOB, 3a WCK/IOYeHWEeM
TepPMOKOHTEiHEpax C XNaf03NeMeHTaMn BCEMU BUJaMU KPbITOTO TpaHC
TepMOKoOHTeliHepa oT 2 °C o 25 ®CHe 6onee 5 CYTOK.

[lonyckaeTcs TpaHCMOPTUPOBaHNe nonumepassl TexHoTag MAX B Tepmoto

BCEMM BUAAMU KPLITOTO TPAHCMOPTa Npu TeMnepaType BHYTPU TEPMOKOHTERH A 0 2:

3aknyeHne OTK: cooTeTcTBYeT Tpe6oBaHusm TV 21.20.23-004-89545560-2024
[aTa Bbigaun nacnopra: XXXX-XX-XX

*CpOK rogHOCTI B COOTBETCTBUM C TpeboBaHuamu TY 21.20.23-004-89545560-2024

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



11 pULLNL I, aPUHYMEPMBAHO W
neyatbHo
) nucTa-(B*)-

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



