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CMNCOK COKPALLEHW 1 OBO3HAUYEHUI

B HACTOSILLE MHCTPYKLMU UCMONb3YHOTCS CNeflytoLImMe COKPaLLeHnst U 0603HaUYeHWS:

HHV - OT aHrn. Human Herpesvirus

RCF -0T aHrn, relative centrifugal force, oTHocUTeNIbHOE YCKOPEHMe
BK - BHYTPEHHWI KOHTPO/b

OHK - 1le30KCMPUOOHYK/IEMHOBAA KUCNOTa
OHKasbl - [e30KCUPNBOHYKNeasbl

K- - OTpULaTe/bHBIA KOHTPO/IbHLIN 06paseL
K+ - NOMIOXXMTESbHBIA KOHTPO/bHbLIN 06pasel,
JIKO - NabopaTOPHbIN KOHTPO/bHLINA 06pasel,
HK - HyKnenHoBsble kucnotel (PHK 1 HK)
MNP - NoNMMepasHas LenHasa peakumsa

PHKa3bl - pMBOHYK/Ieasbl
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1 NPEAHASHAYEHHOE NMPMEHEHWE
NonHoe HavMeHOBaHMe Habopa peareHTOB: Habop peareHToB Ans BbigneHms AHK
Human herpesvirus 6 metogom TNLIP B pexxume peanbHoro spemeHu (HHV-6), ganee no
TEKCTY - Habop peareHTOoB.
HasHaueHve: Habop peareHTOB npeAHasHadeH And BbisBneHns [OHK  Human
herpesvirus 6 B 6uonornyeckom mMatepuase Yenoseka (KpoBb, CIMHHOMO3I0Bas XXUAKOCTb,
omonTat WM NyHKTaX M3 04aroB MOPaXKEHUS OPraHoB W TKaHe:l, MasoK CO CAM3UCTOM
POTOrNOTKY, C/ItOHA) MeToAoM TLLP B pexxrme peasibHOro BpeMeHMU.
®YHKUMOHA/IbHOE Ha3HauyeHWe: AMarHocTukKa in vitro.
MoKazaHUA K NPOBeAEHNIO UCCef0BaHNA: CUMNTOMbI UH(EKLMM, BbI3BaHHON Human
herpesvirus 6 (HHV-6).
MpOTMBOMNOKa3aHWI K NPUMEHEHMIO HET.
MonynauMoHHble 1 eMorpaguyeckme acneKTbl: NpYMeHeHVe Habopa peareHToB He
3aBUCUT OT MOMNYNALUMOHHBIX U AeMOrpafmyecKmnx acneKkTos.
O6nacTb MpUMeHeHUs: Habop peareHToB MOXeT ObiTb MWCMO/b30BaH B K/IMHUKO-
AMarHOCTUYECKNX NabopaTopuaX MeAULMHCKUX YUPeXAEHNIA.
MoTeHUMasIbHble  MONb30BaTENN:  KBIM(ULMPOBAHHLIA  NepcoHan, 06Y4YeHHbIR
MeTofaM MOJEKYNIAPHON ANArHOCTUKN 1 NpaBuiaM paboTbl B KNMHUKO-AMarHOCTUYECKOWA
nabopatopun: Bpay  KAMHUKO-AMArHOCTUYECKON nabopatopuu, (enbiluep-1abopaHT
(MeanUMHCKMIA NabopaTOPHbIA TEXHUK).
MpuMeHSATL HabOp peareHToB CTPOro MO Ha3HAYEHUKO COrMIaCHO AaHHOW MHCTPYKLUMK MO

MPUMEHEHMIO.
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NHCTPYKLUMST MO MPUMEHEHUIO
HHV-6

2. XAPAKTEPNCTVMKA HABOPA PEAITEHTOB

2.1. CocTaB Habopa peareHTOB

HavnmeHoBaHwme
KOMIMOHEHTa
Cmecb ond
amnangrkauum,
3arneyaraHHas napajuHom

PacTtsop Tag-nonvmepassbl

MwuHepanbHOe Maco

MonoXxutenbHbIn
KOHTPO/IbHbLIN 06pasew’

Kpbiwkn gna Crpunos

HavmeHoBaHve
KOMMOHeHTa
Cwmecb ans
amnangrkaumm,
3aneyaTaHHas napaguHoOMm

PacTtBop Tag-nonnmepassbl

MwuHepanbHOe Macno

[MonoXXnUTeNbHbIN
KOHTPO/IbHbIA 06pasew’

R1-P208-S3/9, (hacoBKa S, cTpunbl

HoMunHanbHbIN
00BbEM KOMIMOHEHTA

Konnyectso

BHewwHuiA BUA POBIPOK

Mpo3payHas becuseTHas Um

12 cTpunos
P030Bas XWAKOCTb Moj, no 20 mkn
no 8 Nnpobunpok

BOCKOO6pa3HbIM 6esibiM C/oem
M

po3payHasi 6ecLBeTHas 2 poBUPKY 16 500 MK
XXMAKOCTb
Mpo3payHas 6ecuBeTHas
BA3KasA MacnaHuUCTas 2 Npo6upKm no 1,0 mn
XMAKOCTb
Mpo3payHas 6ecuBeTHas 1 npo6upKa 130 MK
XXMAKOCTb

12 wr.

R1-P208-23/9, hacoBKa S, NpobuUpKmu

o KonnuecTso HomuHanbHbIN
BHewHun sng )
Npo6mpok  06bEM KOMMOHEHTa

Mpo3spayHas GecuBeTHas Uau
p030Bas XXWAKOCTb NoA, 96 Npo6MpokK no 20 mkn
BOCKOO0OPa3HbIM 6e/lbIM CI0em
Mpo3payHas 6ecupeTHas

po3p 4 2 NPoOGUpPKM no 500 mkn
XWAKOCTb
Mpo3payHas becupeTHas

posp 4 2 NpoGUpKK no 1,0 mn
BA3Kas MacnsHUCTas X1aKocTb
Mpo3payHas becLBeTHas

posp 4 1 npobupka 130 MKn

XWOKOCTb

' - Ha 3TVIKETKE KOMMOHEHTA 15t BCEX (hacOBOK «IT0MOKUTE/bHBIA KOHTPO/TbHBIV 06paseL)» YKasbIBaeTcs

KaK «K+»
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® R1-P208-UA/9, pacoBka U

HanmeHoBaHWe o Konunyectso HoMuHanbHbIN
BHewHnn B1A, )
KOMMOHEHTA NPo6bupoK  06BEM KOMMOHEHTA

Mpo3payHas 6ecLBeTHas UK

1 npo6upka 600 MKn
Cwmecb ana amnamgukaumm D030Ba5 KMAKOCT pobup
MNonumepasa TexHoTaq Mpo3payHas GecLBeTHas 1 npo6upka 30 MK
MAX BA3KasA XMAKOCTb
Mpo3payHasn becLBeTHas

- 1 npobupka 600 MK
MLP-Oychep XNLKOCTb PORUP
|_|OI'IO)KI/ITeI'Ib‘I’-IbII/I | MpospayHas becBeTHas 1 npo6upKa 130 MK
KOHTPO/IbHbIA 06pasel, XWUOKOCTb

Bce KOMMOHEHTbI Habopa peareHTOB rOTOBbl K TMPUMEHEHUIO U He TpebytoT
[ONOMHUTENbHON NOAFOTOBKM K paboTe.

KOMNNeKTHOCTb:

- Habop peareHTOB B O{HOM W3 BapuaHTOB MCMOMHEHNS - 1 LT,
- VHCTpYKUMA NO NPUMEHEHUIO - 1 3K3.

- BknagbIw - 1 3K3.

- Macnopt - 13Ks.

2.2. KonnyecTBo aHanmM3npyembix 06pasLoB

Habop peareHTOB B (hacoBKe S paccuuTaH Ha nposefeHve 96 onpefeneHnii (He 6onee
24 NOCTaHOBOK), BK/HOYas aHaInM3 HEM3BECTHbIX 006pasuoB, OTpULATeNIbHbIX KOHTPOJIbHbIX
06pasLoB 1 NOMOXMTE/bHbIX KOHTPO/bHBLIX 06pas3LoB.

Habop peareHToB B hacoBke U paccunTtaH Ha npoBefeHne 96 onpegeneHnin npu ycnosum
MOCTaHOBKM He MeHee 5 00pasyoB B OAHOM ucenefoBaHMM (3 HEM3BECTHbIX 06pasua,
OTpuUUATENbHBIN 1 MONOXUTENbHBIA KOHTPO/IbHbIE 06pasLbl).

2.3. MpuHUMN MeTOAA

MeTog: MonumepasHas UenHas peakums (MLP) ¢ geTekumeln pesynbTaToB: B peXxume
pealbHOr0 BPeMEHU, Ka4eCTBEHHbIN aHau3.

MpuHUMN MeToZa OCHOBaH Ha MCMOMb30BaHMKM npouecca amnavukaumm AHK c
MOMOLLbHO NMOIMMEPa3HOi LenHoi peakumm (MNLP). Mpoueec amnanmKkaumm 3aknio4aeTcs B Cepum
MOBTOPAIOWMXCA  UMKNOB  TemnepatypHou AeHatypaumm [AHK, omkura npaimepos c
KOMMeMeHTapHbIMX NMOC/NeA0BaTEIbHOCTAMM W NOCNeAytowed AOCTPONKN NONNHYKNEOTULHbIX

Lienen ¢ 3TMx npaimepos Tag-nonMMepason.

' - Ha 3TVIKETKe KOMIMOHEHTA AN1s BeeX (PacoBOK «[OMOXKUTE/bHbIA KOHTPO/bHBIA 06paseL yKasbIBaeTcst
KaK «K+»
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[N NOBbILWEHNA YYBCTBMTE/ILHOCTM W CNELMpUYHOCTA peakuun npeLyCMOTPEHO
MPUMEHEHNE «ropsyero» CTapTa, KOTOpbliA obecneumBaeTca AN (PacoBKM S METOAUKON
MPUroTOB/IEHNS PEaKLMOHHOW CMECK, COCTOsILLEN W3 ABYX CMOEB, pa3fenéHHbIX MPOC/ONKOW 13
napagmHa. CMmeLLeHVe CNOEB 1 NpeBpaLleHne UX B peakLMOHHYH0 CMeCb NMPOUCXOANT TOJIbKO Moc/e
nnaBneHns napaguHa, YTo UCK/IYaeT Hecneumnuyecknini omxur nparimepoB Ha AHK-muweHn
MpU HayanbHOM MporpeBe NPoOOUPKWN. «lopaunii» cTapT Ans  ¢acoBkm U obecneynBaeTcs
MCMO/Mb30BaHNEM MOMMMeEPasbl, aKTUBHOCTb KOTOPO 6/I0KMpOBaHa aHTUTeNamu, akTuBauus
(hepMeHTa MPOMCXOANT TO/BLKO NOC/Ee NpeABapUTEIbHONO NPOrpeBa peakLMoHHOM cMecu npu 94°C.
3TO UCKNIOYAET HecneumnYecKniA OKUT NpaiMepoB Ha [ HK-MuLweHn npy HayasibHOM Nporpese
NPoOBUPKMN.

B peakuMoHHY0 cMechb ana amnangukaummn seefeHbl JHK-30HAbI, KaXAbIA M3 KOTOPbIX
HECET (D/IYOPECLEHTHYIO METKY W racutefib iyopecueHumn. Mpy 06pa3oBaHUn CneunpuyHoro
npogykta [AHK-30H4 paspyluaetcs, [elcTBMe racuTensi Ha  (DIYOPEeCLEHTHYHD  MeTKy
npekpawiaeTcs, 4To Bef4ET K BO3pacTaHWO YPOBHA (/lyopecLeHUmMn, KOTOPbIA (UKcupyeTcs
[ETeKTVPYIOWUM aMinpUKaToOpPoM.

KonnyecTBo paspyLUeHHbIX 30HA4OB (a, CnefoBaTeNbHO, M YPOBEHb (1yOpecLEeHLmN)
YBE/NIMYMBAETCA MPOMOPLMOHAIbHO KOMMYeCTBY 06pa30BaBLUMXCA CNeLMpUYecKUX amnankKoHOB.
YpoBeHb (/lyopecLeHUmMn U3MEPSETCA Ha KXKAO0M LMKIe aMinguKaLmn B peXxxume peasibHOro
BpEeMeHU.

B coctaB cMecn ans amnavguKaumm BKAKOYEH BHYTPEHHWUIA KOHTposb (BK), koTopblii
npeAHa3HayeH 419 KOHTPO/A NPOXOXAEHNSA NOMMMEPA3HOIN LIENHOW peakLmu.

B coctas JHK-30HA0B, MCNOMb3yOWMXCA A0S AeTeKUuUW NPOoAyKTa amnangukalmmn
nckomoin AHK, BkntoueHa thnyopecueHTHas MeTka Fam. B cocTtaB [JHK-30HA0B, MCNONb3YOLWMXCS
oA [eTeKuMn MpojykKTa aMmnangukauuy BHYTPEHHEro KOHTPONS, BXOAWT (DyOpPeCLEeHTHBIA
KpacuTenb Hex. B Tabnmue 1 npusefeHbl KaHasbl AeTeKUMM MPOAYKTOB amningukalmu.

Ta6nuya 1 - KaHanbl AeTEKLMM NPOAYKTOB aMMMBUKaLN

Fam/Green HexAfellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
HHV-6 BK - - -
WccnefoBaHue COCTOMT M3 Criefytolimx 3Tanos: BblgeneHve OHK (npo6onoarotoBka),
MUP-amnamgukaumns AHK ¢ ogHOBpeMeHHOM AeTeKLMeR pe3ynbTaToB C UCNO/b30BaHMEM Habopa
peareHTOB HHV-6
2.4. Bpemss nposefeHnss aHanusa (BKNKOYaA  MNpo60onoAroTtoBKy): OT 2 Y4acoB
(B 3aBMCMMOCTM  OT KO/MMYecTBa 00pasyoB M MCMOMb3yeMOro Habopa/KomniekTa

peareHTOB Ans BblgeneHns AHK).
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3. AHAJTIMTNYECKWME N ANATHOCTUYECKUME XAPAKTEPUCTUKIN
3/1. AHannTtunyeckas cneynmnUHoOCTb

B o6pasyax 6uonornyeckoro marepvana 4enoseka, cogepxawmx AHK Human
herpesvirus 6, nporpaMMHOe o06ecrneyeHve [OeTEKTUPYIOLLEro amnaudukaropa [O/MHKHO
PErNCTPUPOBaTL  MOMOXKWTE/bHBLIA  pe3ynbTaT  amnaMgukaumm — cneumuyeckoro npogykra
(cbparmeHTa reHoma Human herpesvirus 6) no kaHany getekumm Fam/Green.

B o6pasuax 6uonorvyeckoro matepuana, He cogepxawmx AHK Human herpesvirus 6,
nporpaMmmHoe 0b6ecreyeHne [AeTEKTUPYIOWEro amnaugukaTopa [LO/MKHO PEerucTpupoBaThb
oTpULaTeNbHbIA  pesynbTaT aMmnandukauum  cneuuguyeckoro npogykta (pparMeHta reHoma
Human herpesvirus 6) no kaHany getekuuyn Fam/Green W NONOXWTENbHbIA  pe3ynbTar
amnanprKauum BHYTPEHHEro KOHTPO.A No KaHany aetekumn Hex/Yellow/Vic.

MoKa3aHO OTCYTCTBME HECMELMPUYECKUX MONTOXUTENBbHBIX Pe3y/IbTaToB amnangukaLmum
npy Hammumm B obpasue OAHK Cytomegalovirus, Herpes simplex virus 1,2, Epstein-Barr virus.
Human herpesvirus 8, Varicella-zoster virus. Human Papillomavirus 6, Human Papillomavirus 11,
a Takke OHK yenoBeka B KoHUeHTpaumm go 1,0 x 10* konuiAi/mn o6pasua.

3.2. MHTepdepupytoLLne BelLecTBa

Hannune wuHrméutopos MMLUP B o6pa3ue 6MOMOrMYEcKoro marepuasa MOXeT ObiTb
MPUYMHOM  COMHUTENbHBIX  (HeornpeaenéHHbIX/HeLOCTOBEPHbIX)  pe3y/nbTaToB.  [pM3HaKoM
MHrMomposaHua TILP aBnseTcd OLHOBPEMEHHOE OTCYTCTBME amnan@uKaumnm BHYTPEHHErO
KOHTPO/SA 1 CneLmgmnyeckoro NpoayKra.

K nHrnéutopam TLIP OTHeceHb! CreflytoLivie BeLecTBa: remMorsiobvH 1 IeKapCTBEHHbIE
npenaparbl, NpUcyTCTBYIOLWME B 06pasue AHK B pesynbTate HEMosHOro yfaneHus B nmpolecce
BblgeneHns AHK n3 obpasya Guomartepmana, a Takxe W30MNPONUIOBbLIA CNUPT WU MeTUiaueTar,
npucyTcTBytoLime B obpasue AHK B pe3ynbtare HeMnoiHOro yaaseHns npoMbIBOYHbLIX PacTBOPOB
B X0z NPOo60MoAroTOBKM.

MaKcuMa/ibHble  KOHLEHTpauuu UHTEPMEPUPYIOLLMX BELLeCTB, MpW  KOTOPbIX He
HabM4ANI0Ch B/IMSIHWE Ha aMMIM(IMKALMIO 1a60paTOPHbIX KOHTPO/bHBLIX 06Pa3L,0B 1 BHYTPEHHETO
KOHTPO/IbHOro 06pasLlia cocTaBnsAtT: remornobuH - 0,35 mr/mn obpasua AHK, n3onponunnosbii
cnupT - 100 mkn/mn o6pasya AHK, metunauetart - 100 mkn/mn o6pasua AHK.

[Ins OLEHKM BO3MOXXHOW MHTepdepeHLMM NeKapCTBEHHbIX NpenapaToB 6b111 BbibpaHb Te,
KOTOpble MOTEHLMAIbHO MOTYT MPUCYTCTBOBATb B OCTATOYHbLIX KOMMYECTBaX B OMOMOrMYECKNX
obpasuax 4yenoseka, B3ATbIX W3 COOTBETCTBYHLUMX WCCnefyembix 6moTonos (MupaMUCTUH®,
X/TOPreKCuanH GurnoKoHar).

[na Bcex uccnefyemblX NEKapCTBEHHbIX MpenaparoB 6bl10 MOKa3aHO OTCYTCTBME WX

B/MSIHWS B KOHLEHTpauumn 1o 10% B o6pasue 6uomarepuarna.
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3.3. Mpepen obHapyXeHWs

5 konuin AHK Human herpesvirus 6 Ha aMnMpuKaLMoHHYO NPOGUpKY.

Mpeaen 06Hapy»XeHWs1 yCTaHOB/EH NMyTeM aHann3a CepuiiHbIX pa3BeeHnin NnabopaTopHOro
KOHTpO/bHOro o6pasua (J/IKO).

Mpeaen o6Hapy>keHWs 5 konuii JHK Ha amnanguKaunoHHy0 NpobupKy COOTBETCTBYET
cnefylolwum  3HayeHMaM  KoHueHTpauum  AHK  npu  nMCcnonb3oBaHUM  YKa3aHHbIX
HabopOB/KOMMNJIEKTOB peareHToB AN BblaeneHns AHK 1 KoHeuHoro o6uéma anoumm (passeieHus)

BblaeneHHon AHK:

HavimeHoBaHVe O6béMm Mpepen
Bromartepuan Habopa/Komn/eKTa a1 NOMYYeHHOr0  OOHAPY>KeHWs,
BblaeneHna JHK nperaparta, MK KonuiA/obpaseL,
MPOBA-HK 50 50
Ma30K CO C/M3ICTON POTOT/IOTKU MPOBATC 100 100
< . MPOBA-MY-PAMAL, 100 100
B 500 MKN TpaHCNopTHOM cpepl MPOBA-PAMINA 500 500
MPOBA-OIMTIMA 400 400
MPOBA-HK 50 50
CnnHHOMO3roBast »XUaKocTb (Mpu MPOBA-IC 100 100
BbigeneHn 13 500 Mk obpasLia) MPOBA-MY-PAMINLA 100 100
MPOBA-PAINNA 500 500
CrYHHOMO3r0oBas XXOKOCTb (Npu i
BbiaeneHum 13 1,0 mn obpasua) MPOBA-OMTVIMA 400 400
CrtoHa (Mpu BbIAENEHN 13 Hgggﬁﬁg 1580 1580
500 Mk 06paztig) MPOBA-PAMIA 500 500
MPOBA-HK 50 50
BrionTaTbl/LyHKTaTbI MPOBA-IC 100 100
MPOBA-OINMTUMA 400 400
LienbHast Nepiipepueckas kOB Mg AL OMTLIMA MAKC 100 100
(500 MK
LlenbHas nepudepryeckas KpoBb MU
(100 MK7) MPOBA-MY-MAKC 50 50

' - B Ka4ecTBe TPaHCMOPTHOM cpefpbl MCMO/b30Basiack TpaHcmopTHas cpeja Ans 6uonpob CTOP-®, OO0 «[HK-
TexHonorus TCx», Poceus, PY Ne P3H 2020/9640
- npu gobasneHnn 100 MK NU3UPYIOLLErO pacTBopa
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NHCTPpYKUUS NO NPUMEHEHNIO

HHV-6
3.4. JunarHocTuyeckme xapakTepucTtuku
By 6roMaTeblaia AnarHoctunyeckas
A P YyBCTBUTE/IbHOCTb
KpoBb 100%
P (95 % 41: 86,28 %- 100 %9
100%
CNUHHOMO3roBas XuLKoCTb (95 % 1V1: 86,28 %- 100 %)
buonTaT nnn nyHKTart u3 100 %
04aroB MopaxeHNs OpraHoB (95 % [V: 86,28 %- 100 %)
1 TKaHen ’
Ma30K CO CM3nCTOM 100 %
POTOr/I0TKN (95 % 41: 86,28 %- 100 %
CntoHa 100 %
(95 % 4: 86,28 %- 100 %)
NToro 100 %
(95 % AN: 97,09 % - 100 %)
3.5. Bocnpon3BoaMMOCTb 1 MOBTOPAEMOCTb

BocnpoussoanmocTb coctasnsfeT 100%.

MoBTOpsiemocTb cocTasnset 100%.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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JinctoB 41

AnarHoctnyeckas
CNeummnyHoOCTb

(95 % Ou:
(95 % 4.
(95 % AW
(95 % aN:
(95 % AW

(95 % AW

100 %
86,28 %- 100 %)
100 %
86,28 % - 100 %)

100 %0
86,28 %- 100 %)

100 %
86,28 %- 100 %)
100 %
86,28 %- 100 %)
100 %
97,09 % - 100 %)
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4. MEPbI MPEAOCTOPO>XHOCTW

OpraHusaums pabotbl [LP-nabopatopuun, 060pyfoBaHMEe W MaTepuasbl  JO/MKHbI
cooTBeTCTBOBaTh TpeboBaHmsm [OCT P WCO 15190-2023, MeTOAUYECKMX — YKa3aHWiA
MY 1.3.2569-09 «OpraHuzaumsi paboTbl nabopaTopuii, UCMOMb3YHOLWMUX METOAbI aMNanguKaLum
HYK/IEMHOBbIX KWCMOT, Npu paboTe ¢ MaTepuasioM, COAepXawyM MUKpoopraHuambl 1-1V rpynn
MaToreHHOCT», C COBMIOAEHNEM CaHUTapHbIX npasun 1 HopMm CaHlMnH 3.3686-21 «CaHuTapHo-
3MMAEMUOSIOrMYeCKMe TpeboBaHNSA No NPOPUIAKTAKE UHDEKLMOHHbLIX 60/IE3HEN».

HewnsBecTHble 06pasLbl pacCMaTpuBaloTCs Kak MOTeHUMaibHO-onacHble. Mpu paboTe ¢
HabopoM peareHTOB CnefyeT HaAeBaTb O4HOPAa30Bble MepyaTky 6e3 Tasibka.

Mpu paboTte ¢ MukpoopraHusmamu I-IV rpynn natoreHHoCcTn BbIOOP TMNA 3aLMTHOIO
KocTioMa (paboyelt ofexabl M CPeacTB WHAMBUAYaNbHOW 3aliyTbl) MPOBOAUTCA B CTPOroM
COOTBETCTBUM C CaHUTapHbIMK Npasunamu 1 Hopmamum CaHllvH 3.3686-21 1 onpenenseTcs BUAOM
BO30yauTeNs, paboyein 30HOI, ocHalLeHeM ee 6oKcaMm B1ONOrMYecKoin 6e30MacHOCTK.

Cnepyet 1UCnosib30BaTh TO/IbKO 04HOPA30Bble HAKOHEYHUKN U MPOBUPKMN.

He ponyckaeTcs WCNoMb30BaHWE OfHWX U TeX >Xe HAKOHEYHWKOB npu 06paboTke
pasnnyHbIX 06pa3LLoB BMOIOrMYECKOro MaTepuana.

K pa6ote ¢ Habopom peareHTOB [OMyCKaeTCA MepcoHas, OO0Y4YeHHbIA MeTofam
MOJIEKYNAPHOM AMarHOCTMKM 1 npasuiam paboTbl B KIIMHUKO-AMArHOCTUYECKON nabopaTopun.

BolaeneHune AHK cnegyeT npoBoanTb B 60Kcax 6ronoruyeckoin 6esonacHoctu Il Knacca.
MoaroToBKy K MLP ¢ ncnonb3oBaHneM Habopa peareHTOB BO3MOXHO NpoBoanTh B MLIP-60Kcax.

3anpelaeTcs nepemMelleHne abopaTtopHOro 060pyfoBaHWsA, B TOM 4uUC/e [03aTOpPOB,
LLITaTMBOB, N1abOPaTOPHOW MOCY/bl, XanaToB, FOMOBHbIX YOOPOB M MNp., a TaKXe pacTBOPOB
peareHTOB U3 OAHOr0 MOMELLEHUA B APYroe.

[103aTOpbl JOMKHBI ObITb COOTBETCTBYHOLWMM 06pa30M MOBepeHbl (B aKKpeAMTOBaHHbIX
naboparopusx) U NPOMapKMpoBaHsbI.

cnonb3oBaHHblE OLHOPa30Bble MNPUHAZ/IEXXHOCTM (MPOOMPKKN, HAKOHEYHUKU W ap.)
JO/MKHbI  cOpacbiBaTbCA B KOHTEMHEpP AN MeAMUMHCKMX  OTXOAOB,  COAEep Kalumii
Ae3vHpuumpyowmii pacteop (Mpy He06X04UMOCTH).

[MoBEPXHOCTN PabouMX CTOMOB, a TakXKe MOMELLEHNS, B KOTOPbIX NPOBOAUTCA BblAeNeHue
HK n noctaHoBka IMUP, cnepyeT o06s3aTenibHO, A0 M Mocne nposefeHus paboT, 06syyaTb ¢
MOMOLLbHO 6aKTepULMAHBIX YCTAHOBOK B TeyeHne 30 MUHYT.

Bce nosepxHocTV B naboparopun (pabouvie CTONbI, LITATUBLI, 060PYAOBaHWE K Ap.)
eXe[IHEBHO MNOABEPratoT BNAXHOW YOOPKe C MPUMEHEHNEM Le3MHDULMPYOLLNX/MOOLWNX CPEeACTB,

pernamMmeHTUPOBaHHbIX caHUTapHbIMKU NpaBuaamn 1 Hopmammn CaHlMuH 3.3686-21.
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BHUMAHWE! YTtnnnsnposaTb 0TX0Abl C NpogyKTamu MNMLP Heo6X04MMO TONbKO B 3aKPbITOM
BuAe. He fonyckaeTtcs OTKpbIBaTb NPOBUPKM MOC/e aMMINMUKaLUW, Tak Kak 3TO MOXET NMPUBECTY
K KOHTamuHaumu npogykramu MNLUP (MY 1.3.2569-09).

Mpn Mcnonb3oBaHWM Habopa peareHTOB B K/MHWKO-AMArHOCTUYeCKOW nabopaTopun
obpasyroTcA 0TXoAbl Kacca B, KoTopble yTWAU3MPYHOTCA B COOTBETCTBMM C TpeboBaHMAMMU
CaHUTapHbIX npasun 1 HopMm  CaHllnH 2.1.3684-21  «CaHUTapHO-3NnAeMMON0rnyeckmne
TpebOoBaHWA K COAEPXKaHWIO TepPUTOPUIA FTOPOACKMX N CeNbCKUX NOCENEHNI, K BOAHLIM 00beKTaM,
MUTLEBOM BOAE W NUTLEBOMY BOAOCHAOXEHWIO, aTMOC(HEpPHOMY BO3L4YXY, MO4YBaM, >KWU/bIM
MOMELLEHVAM, 3KCNyaTaumy NpPon3BOACTBEHHbIX, OOLLECTBEHHbLIX MOMELLEHWIA, opraHm3aumum v
MPOBEAEHNIO CAHNTAPHO-MPOTMBO3ANUAEMUYECKMX (MPOPUIAKTUYECKMX) MEPONPUATUIN.

OnacHble KOMMOHEHTbI B Ha6ope peareHToB

KOMMOHeHT Ha6opa Hannume/oTcyTCcTBME ONACHONO KOMMOHEHTA
YKazaHue Ha puUcku
peareHTOB dacoBKa S ®dacoska U

CMecb 4/19 aMnangukaumm, -
A (ukawy HeT onacHbIX BeLlecTs -
3anevartaHHas napaHOM

Pacteop Taqg-nonvmepassbl HeT onacHbIX BeLLECTB - -
MwuHepanbHoe Macso HeT onacHbIX BeLLECTB - -

Cwmecb ana amnandukaumm . HeT onacHbIX BeLLecTs -
Monnmvepasa TexHoTaq MAX - HeT onacHbIX BeLecTB -
MLIP-6ydep : HeT onacHbIX BeLLEeCTB -

He knaccudmumpyetcs

MoNOXMUTENbHBIA KOHTPObHBI Asng HaTpus A3ng HaTpua Kak onacHbIi 415
obpasel, MeHee 0,1% MeHee 0,1% 3[0p0Bbs YeNoBeEKA U

OKpy>KatoLLeid cpefpl
Mpn paboTe ¢ HabOpOM peareHTOB CneayeT UCMOMb30BaTb CPeACTBA WHAMBUAYa/IbHOM
3alTbl ona npeaorepalleHna KOHTakTa C OpraHM3MOM Yes10BEKa. [Nocne OKOH4YaHWSA pa60TbI
TUWaTe/IbHO BbIMbITb PYKW. 136eraTb KOHTaKTa ¢ KO)KGVI, rnasamu n can3ncTbiMm 060104YKaMu.
|_|pl/l MCnoJsie30BaHNUN MO Ha3HAYEHUKO U COﬁ]’IlO,U,EHI/II/I Mep nNpeaoCTOPOXHOCTU KOHTAKT C
OpraHM3MoMm 4enoBeKa NCKNHOYEH.

He ncnonb3oBatb Ha6op peareHTOoB.

NPV HapyLLEHWW YCNIOBWIA TPAHCMOPTMPOBAHUS U XPaHEHUS;

npun HECOOTBETCTBMWN BHELLUHEINO BMia peareHToB, YKasaHHOro B nacrnopTe K Ha6opy

peareHToB;

MpY HapyLLIEHWI BHYTPEHHE YNaKoBKY KOMMOHEHTOB Habopa peareHToB;

Nno NCTe4YEeHN0 CPoKa rogHoCTn Ha6opa peareHToB.

MpumMeyaHue - Habop peareHTOB He COOEPXUT MaTepuasioB 6GMOMIOrMYeckoro MpoVCXOMXKAEHUS,
BELLIECTB B KOHLIEHTpALWISX, 06/1aatoLLMX KaHLLEPOTeHHbIM, MyTareHHbIM AEMCTBYEM, a TAKKe BNSIOLLIVX
Ha PEMPOAYKTVBHYIO (hyHKLMIO YerioBeka. MMpy MCMOMb30BaHMM MO Ha3HAYEHWIO W COBIOAEHN Mep
MPEAOCTOPOXKHOCTY SIBISIETCA 6E30MACHBIM.
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5. OBOPYAOBAHUVE N MATEPUAJIbI
Mpy paboTe ¢ HABOPOM peareHTOB TPeGyHOTCA CNeAyroLiMe 060pyAOBaHMe, peareHTbl 1

pacXogHble MaTepUaIbl:

dacoBKa S Pacoska U,
[031poBaHue
O6opyfoBaHVe, peareHTbl U pacxogHble
MaTepuanbl npo6um asTomar
P CTpUbI me P py4yHOe  M3MpoBa
NHoe
MLP-60Kc fa fa fa fa
amnInMgukaTop ¢ AeTeKuueli B peXxMMe peabHOro
(bvkatop ¢ JeTekl p p " 1 1 "
BPEMEHM
MUKPOLIEHTPU(DYTa-BOPTEKC Aa fa Aa Jit:}
potop  Ans MMKpoueHTplx!q;yrm-BopTeKca Ans o HeT HeT HeT
CTPUMOBaHHbIX NPO6UPOK 06BEMOM 0,2 Mn
XONOAWNBHUK C MOPO3W/IbHOW Kamepoi Ja aa Aa Jit:}
LITaTUB «paboyee MecTo» AnA NPo6UPOK 0OBLEMOM
p it pobup HeT na i HeT
0,2 mn
LITaTnBe <<pa§pqee MeCTo» [N CTPUMOBAHHbIX & HeT HeT HeT
Npo6upok 06bLEMOM 0,2 MmN
LITaTUB «pPaboyee MecTo» AN NMPOoOMPOK 0OBLEMOM
1,5 mn
[03aTOpbl  MEXaHW4YeCcKMe WM 3NIEKTPOHHbIe
nepemMeHHOro 06béMa OfHOKaHa/IbHble,
P ) A fa fa Aa fa
no3BonsolLMe OToMpaTb 00bEM >kmakoctn 2,0-
20 mkn, 20-200 mkn, 200-1000 mkn
O[HOpa30oBble HAKOHEYHUKU C (UIbTPOM AnA
Mo/lyaBTOMaTUYeCKUX [03aTOpoB, CBOOOAHble OT i fa fa aa
PHKa3 n IHKa3, 06bémMoM 20 MK/
0[HOpa30Bble HaKOHEYHWKM Anis
MoslyaBTOMaTMYeckKnx [03aTopoB, CBOOOAHble OT aa fa Jit:} Aa
PHKa3 1 [JHKa3, 06béMom 200 mkn, 1000 mMKn
LUITaTUB A1 [,03aTOPOB fa fa Aa fa
MPOOVPKM MUKPOLLEHTPU(YXHble 06bEMOM 15 M
Aa Aa Aa Aa
C KpblWwKamu, cBoboaHble oT PHKa3 1 [JHKa3
NpPoGUPKM  aMnIMUKaUMOHHble 06bEMOM 0,2 MmN
C KpblwKamu, cBoboaHble oT PHKa3 n [JHKa3 HeT HeT fa HeT
nnn mukponnadwet MUP 96 nyHok™
0[iHOpa30oBble MepyaTkn MeguLMHCKMe, 6e3 Tasbka,
AHOP Y any na na na na
TEKCTYPUPOBAHHbIE
EMKOCTb Jiljis cbpoca MCNO/b30BaHHBIX
HaKOHEYHWKOB, MPOOMPOK U APYrMX pPacxXofHbIX aa fa fa fa
maTepuasios

TpaHcnopTHas  cpega  (Npy HeoGXoAMMOCTK),
PEKOMEH/YETCA 1CMO/b30BaTh TPaHCMOPTHYHO Cpeay
ana 6uonpo6 CTOP-®, OO0 «AHK-TexHonorus Aa Aa Aa Aa
TC», Poccus, PY Ne P3H 2020/9640

thnsmnonornyeckumii pacteop (0,9% NaCl) ctepunbHbIi

(npv HeobxoanMmocTK) Aa
YcTpoiicTBo gosupytowlee OTcTpum no TY 9443-
005-96301278-2012 B BapuaHTe MUCMNONHEHMa 12M1
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dacoBka U,
dacoBKa S
[031poBaHue
O6opypoBaHue, peareHTbl U PacxogHble ABTOMAT
mMaTepuanbl npoém
arepnan CTpUMbI me P py4yHOe  M3MpoBa
NHoe
nnm 15M1, OO0 «HINO AHK-TexHonoruns», Poccus,
PY Ne P3H 2015/2982, panee no TekcTy - ATcTpum
0[JHOpa30Bble  HAKOHEYHUKU C  (pUILTPOM  AS1d
[l03VIPYIOLLETO YCTpOiACTBa AOTcTpum B
KomnnekTaunn *Mi, cs Hble oT PHKa3 n IHKa
OMM/ieKTaL , CBOOGOAHbIE O 31 AHKas3, HeT HeT HeT na
06béMOM 200 MKN WM PEKOMEHAOBaHHble [Ans
aHa/IorMyHoro MCNOMb3yemMoro  A03UPYHOLLEro
yCTpOICTBa
YCTpOWCTBO ANA 3anedvaTbiBaHUA nnaHweToB ATnak, .
HeT HeT fa Aa
000 «HINO AHK-TexHonorusa», Poccus
ueHTpudyra c RCF (g) He Hmxe 100, ¢ agantepom 4/is HeT HeT 1a” 1
MWKPOM/IaHLLEeTOB
NnosiMMepHaa  TEPMOMJIEHK A neyaTblBaHMA '
O/IMMEpPHa. epMOMNEHKa [Ana  3anevatbliBa HeT HeT na na
MWKPOM/1aHLLIETOB
MukponnaHwet MNMUP 384 nyHku HeT HeT HeT fa
Habop/KOMM/IEKT peareHToB Ans  BbigeneHns HK  ©3  6uonoruvyeckoro  marepuana’
PEKOMEHYHOTCA:

- KoMnnekT peareHToB A/14 BblAeneHNs HyKnenHoBbIxX Kncnot NPOBA-HK/MPOBA-HK-MJTHOC
no TY 9398-035-46482062-2009 B hopme kKomniekTaummn: komniekt MPOBA-HK, OO0 «HK-
TexHonorus TC», Poccus, PY Ne dCP 2010/08867;
- Komnnekrt peareHToB ans BblgeneHms OHK no TY 9398-037-46482062-2009 B hopme
komnnekTaymn: MPOBA-T'C, OO0 «AHK-TexHonorus TC», Poccus, PY Ne dCP 2010/08696;
- Habop peareHTOB AN BblAeNeHUA HYKNeMHOBbIX KucnoT MPOBA-MY no TY 9398-088-
46482062-2016 B (hopme komnnektauun NMPOBA-MY-PAMNA, OO0 «AHK-TexHonornsa TCx»,
Poccus, PY Ne P3H 2017/5753,;
- KomnnekT peareHToB a4 BoigeneHua AHK NMPOBA-PATMNA no TY 9398-015-46482062-2008,
000 «[HK-TexHonorusa TCx», Poccus, PY Ne ®CP 2008/02939;
- Habop peareHTOB A9 BblgeneHus OHK uenoBeka, 6akTepuid, BUPYCOB W TpubOB U3
B1oMorMyeckoro mMaTtepuasa yenoseka u KynbTtyp MukpoopraHnsmos (MPOBA-OMNTUMA* no
TY 21.20.23-124-46482062-2021, OOO «OHK-TexHonorna TC», Poccusi, PY Ne P3H
2022/17496;
- Habop peareHToB ans BbigeneHns AHK MPOBA-MY MAKC no TY 21.20.23-106-46482062-
2019, OO0 «[AHK- TexHonorusi TC», Poccus, PY Ne P3H 2021/14391.

[ononHuTensHO Ana npepobpaboTkn n Bbigenenns OHK n3 6uontatos/nyHKTaToB
C ncnonb3oBaHnem KomnnekTos peareHToB NMPOBA-HK u NMPOBA-IC:

6oKc 6ronormnyeckoi GesonacHoctu Il knacca

LeHTpudyra ang npobmpok o6bvemom 1,5 mn, ¢ RCF(g) He Hmke 12000

TepMoCTaT TBEPAOTENbHbIN, NOAAEPXKMBAIOLLMIA TeMnepaTypy 65 °C

3NEKTPUYECKMIN nabopaTopHbIA acnmMpaTop ¢ KONOOW-NOBYLLKOWA AN YAaNneH!s HagocafouHbIX
XMAKOCTEN

0[JHOpa30Bble HAaKOHEYHUKKN 6e3 PunbTpa, cBoboAHbIe 0T PHKa3 n HKas, ana
3NIEKTPUYECKOro 1abopaTopHOro acnuparopa
XO0NOAWUNBbHUK C MOPO3W/IbHOM KaMepo
MUKPOLLEHTPUyra-BopTeKc

MPOBMPKM MUKPOLLEHTPUYXHbIE 06bEMOM 1,5 M/ C KpbilLKaMu, cBo60aHble 0T PHKa3 u
[AHKa3
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dacoBKa S Pacoska U,
[031poBaHme
O6opypaoBaHue, peareHTbl N pacxogHble
npo6up aBTomaTt
MaTeprasel CTpunbl 9y pyyHoe  u3MpoBa
nHoe

LUTaTMB «paboyee MeCTO» A1 NPOO6UPOK 06BEMOM 1,5 M
[,03aTOPbl MEXaHWUYECKME NN 3IEKTPOHHbIE NMePeMEHHOro 06bEMa OHOKaHasIbHbIe,
Mo3BO/IAKOLLME OTOMPATL 06BEMBI XuakocTn 20-200 mkn, 200-1000 mMKkn
0[HOPA30Bble HAKOHEYHWUKN C (IUNbTPOM /19 MOSyaBTOMaTUYECKUX [03aTOPOB, CBOOOAHbIE OT
PHKa3 1 []HKa3, 06bémom 200 mkn, 1000 MKn
LUTaTMB 418 403aTOPOB
0[HOPAa30Bble MepyaTKN MeaULUMHCKIMe, 6e3 TanbKa, TEKCTYPUPOBaHHbIe
EMKOCTb AJ19 cbpoca MCMo/b30BaHHbIX HAKOHEYHWNKOB, MPOBGUPOK 1 APYTUX PACXOLHbIX
maTtepuanos
Ae3NHULMPYIOLLWIA pacTBop
tumsnonormnyeckunin pacteop (0,9% NaCl) ctepunbHbIi (Npu HE06XOAMMOCTH)
TpaHCcnopTHas cpefa (Npu HeobXo4MMOCTH)
MpumeyvaHna K Tabnuue:
' - [anee Mo TeKeTy - AETEKTVPYIOWMIA aMnamdmkatop; TpebyeMble napaMeTpbl AETEKTUPYHOLLMX
aMM/INPUKATOPOB YKa3aHbl HIKe
- TONMBbKO JETEKTVPYIOLLMIA aMnnndmkaTop «ATnpaiivy» (Mogudmkaums Tnpaims *X*), 000 «HIMO
[OHK-TexHonorusy», Pocens, PY Ne ®CP 2011/10229
- He VIenosb3yeTcs /19 AETEKTUPYIOLLEro amningkaropa Rotor-Gene Q

- TO/IbKO MW Venosib30BaHnM NMPo6UPoK
- He venosb3yeTes A/19 AeTEKTUPYHOLLWX aMringukaTopoB «Tnaim» n Rotor-Gene Q
- TOMBKO MNPV UCTIOMb30BaHW MUKPOMN/IaHLLETOB
A - BO3MOXHOCTb MCrO/b30BaHUA Habopa/Komr/iekta peareHToB A1a BblgeneHns AHK Human
herpesvirus 6 onpegenseTca BALOM B1OIONMYECKOT0 MaTepriasia
- ona BblaeneHusa AHK 13 KpoBy To/bKO B BapraHTe 1cronHeHna NMPOBA-OMNTVIMA MAKC

Habop peareHTOB NPUMEHSETCS C ATEKTUPYHOWMUMM amnanuKaTopaMn NAaHWeTHOro W
POTOPHOrO TVNa C CUCTEMOW AeTeKLMM (hTyOPeCLEHTHOMO CUrHaNa B PEXXUME PeaslbHOr0 BPeMEH!,
3aperncTpupoBaHHbLIMA B YCTaHOB/IEHHOM Mopsifke B P® 1 COOTBETCTBYHOLWMUMMK CleAYHOLWUM
TpeboBaHUAM:

- 0becneynBaeTca paboTa C 06bEMOM peakLMoHHON cmeck 35 MK (hacoBka S) mnu 18 Mkn
(thacoBka U);

- 0becrieymBaeTcs pabota ¢ qyopothopamu: Fam, Hex (Vic);

- noforpeBaeMast KpblLKa ¢ Temnepatypoii 6onee 100 °C;

- CKOpOCTb Harpesa He meHee 2 °C/c;

- CKOPOCTb OXNnaxkaeHust He MeHee 1 °C/c;

- TOYHOCTb NOAJePXKaHWUA U 0L4HOPOAHOCTL TemnepaTypbl He 6onee + 0,4 °C.

[na paboTbl C HabopoM peareHTOB Ba/IMAMPOBaHbI Clefytolime AeTeKTUpytoLLve
amnInuKaTopsl;
- AMnandmkaTop AeTekTpyrowmin «ATnpanv» no TY 9443-004-96301278-2010 (Moandukaums
«ATnpaim *M*»), 000 «HMNO AHK-TexHonorus», Poccus, PY Ne ®CP 2011/10229, ganee no

TEKCTY - «ATnpaimv»;
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- AMnngukaTop geTekTupyrowmin «4Tnpainv» no TY 9443-004-96301278-2010 (mogudukaums
«ATnpaim *X*») 000 «HIMO AHK-TexHonorus», Poccus, PY Ne ®@CP 2011/10229 (Tonbko ans
Habopa peareHTOB B (pacoBke U [/19 aBTOMATM3UPOBAHHOIO [03MPOBaHWSA), Aanee Mo TEeKCTYy -
«ATnparim» B MoguduKaumm «4Tnpainm *X*»;
- AMnnndgukaTop getektupyowmii «ATnant» no TY 9443-003-96301278-2010 (Moandmkawms
«ATnant *S*»), 000 «HMO AHK-TexHonorus», Poccusi, PY Ne ®CP 2011/10228 (TonbKo Ans
Habopa peareHTOB B (pacoBke S; B (hacoBke U And pyvyHOro [03MPOBaHWUsA MNPy UCMONb30BaHNUM
NMPoO6MPOK), fanee No TeKCTy - «ATnanT»;
- Mpunbop ans NpoBeaeHUs MOANUMEPA3HONM LIEMHON peakummn B peXkume peasibHOro BpemeHu Rotor-
Gene Q, QIAGEN GmbH, epmaHus, PY Ne ©C3 2010/07595 (TonbKo A1 Habopa peareHToB B
(hacoBke S, Npo6upky; B (hacoBke U AN pyHHOro 403MPOBaHMA NPy UCMO/b30BaHUN NPO6MPOK),
flanee no TekcTy - Rotor-Gene Q;
- Tepmouuknep And amnaMuKaumm HyKnemHoBbIX KucnoT 1000 ¢ moaynem peakuMOHHbIM
onTnuyecknm CFX96 (Optical Reaction Module CFX96), bno-Pag /labopatopues, VHK; CLUA,
PY Ne ®C3 2008/03399, nanee no Tekcty - CFX96;
- AMNMnKaTop HyKnemHoBsbIX Knucnot Applied Biosystems QuantStudio 5 ¢ rubpugmnsaunoHHo-
(hnyopecueHTHOM aeTekumeid npoayktoB [LIP B pexume peanbHOro BpemeHu, «Jlalig
TekHonomkmc Xonguure Mre. Jitg.», CuHranyp, PY Ne P3H 2019/8446, panee no tekcty - Applied
Biosystems QuantStudio 5.

Mo Borpocam MPUMEHeHUS AETEKTUPYHOLWMX aMnanMKaToOpoB, He YKa3aHHbIX BblILUe,

TpeByeTcst COrnacoBaHve ¢ NPOM3BOAMTENEM Habopa peareHToB.
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6. AHAJTMSNPYEMBbBIE OBPA3LbI

6/1. Matepuan gnia nccnefoBaHuA
[ns nccnefoBaHUA MCMO/b3YHOT KPOBb, CMMHHOMO3MOBYK XXWMAKOCTb, 6uonTaTbl WAn

MYHKTaTbl U3 04aroB MOPaXKeHWsi OPraHOB U TKaHeM, Ma3Kin CO CIM3UCTOM POTOrNOTKK, C/IHOHY.

6.2.  O6Le TpeboBaHUSA

6.2.1. WccnepoBaHve wmetogom TILP oTHOCUTCA K NpsiMbIM - MeTogam  /1labopaTopHOro
nccnepoBaHns, MO3TOMy B3iTMe OGWMOMOTMYECKOro MaTepuana udenoBeka Heo6Xo4MMO
NPoOBOAUTL M3 MecTa JfloKanu3aumnm MHGEeKUMOHHOro  npouecca. PelleHne o
Heob6XoAMMOCTY 1CCNefoBaTh TY MW MHYIO TIOKaNN3aUMo NPUHMMAET NeYallnin Bpay Ha
OCHOBaHMM COBPAHHOI0 aHaMHe3a N KNMHUYECKOW KapTWHbI 3a001eBaHuS.

6.2.2. [N nonyyeHMs KOPPEKTHbIX pe3y/ibTaToB 00/bLLIOE 3HAYeHWe MMeeT KauyeCTBO B3ATMS
obpasuya OuomaTepuana A1 WUCCNeLOBaHWA, €ro XpaHeHue, TPaHCNopTUpOBaHWE W
npegsapuTensHas 06paboTka.

Mpn HeobxoaumocTn B3ATUA OGuoMaTepuana W3 HECKOSIbKMX OMOTONOB MOBTOPUTE
npoueaypy, Kaxkablii pa3 3abupas matepuan B HOBYHO NMPOGMPKY.

HenpaBunbHoe B3ATWE GUOMaTepuana MOXKET MPUBECTU K MOMYYEHUHO HeLOCTOBEPHbIX
pe3ynbTaToB W, BCEACTBUE 3TOr0, HEO6XOAMMOCTU ero NOBTOPHOI0 B3ATUS.

6.2.3. Ha aTtane noarotoBku 6uOMaTepuana WCNO/b3yiTe OAHOPa30Bbleé HAKOHEUYHWKN C
(unbTpoM, cBo60AHbIe 0T PHKa3 1 [JHKas.

6.2.4. [ns npefoTBpaLLEHVs KOHTaMMHaLMW OTKpPbIBaliTe KPbILWKY TOMbKO TON NPOGMPKK, B
KOTopyto 6yfeTe BHOCUTb GMONOrMYECKUiA MaTepuran, 1 3akpbiBaliTe ee nepeq paboTol co
cneaytoLLeli NPoBUPKONA.

MpumeyaHne - Bsatve, npegsapuTeNibHY0 00pabOTKY, XpaHeHWe W MEepeBO3Ky, MNepedady

1CCrielyeMoro Marepriana B gpyrvie opraHmsaLimm OCyLLECTB/IAKOT COrMacHO MHCTPYKTUBHO-METOANYECKNM

JOKyMEHTaM, periiaMeHTVPYIOLLYIM  BbIMOMHEHWE  CCMeaoBaHWiA B COOTBETCTBUM C  TpeGoBaHUAMM
MY 1.3.2569-09 n CaHlvH 3.3686-21.

6.3. B3dATue maTepmana Ha uccregoBaHne
BHVUMAHWE! Tlepes BblgeneHvem OHK MoxeT noTpeboBaTbCA MNOArOTOBKA 06pasLioB
6uonorunyeckoro matepuana (6.5).
6.3.1. [epudepryeckasi KpoBb

B3aTve martepuana MpoBOAMTCA B COOTBETCTBMM C MHCTPYKUMUAMWU MO MNPUMEHEHUIO
NCMonb3yeMblIXx HabOPOB/KOMMJIEKTOB peareHToB Ans BblaeneHns HK (7.1).

OrpaHuyeHVe MeTofa': BHYTPMBEHHbIE NHBbEKLMWN renapuHa, NHQY3NU npenaparos 4/

napeHTepasibHOro NUTaHUA - MeHee YeM 3a 6 YacoB 10 UCCNe0BaHNS.

€CNN 3TO He NPOTMBOPEYUUT TPeboBaHNAM K MEN0/b3yeMbIM HabopaM/KOMM/IEKTaM peareHToB Ans BblgeneHms HK
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6.3.2. CnnMHHOMO3roBasi XXMAKOCTb, C/IlOHA

B3atne marepuana nNpoBOAUTCA B COOTBETCTBMM C WHCTPYKUMAMW MO MNPUMEHEHUIO
MCNOsb3yeMbIX HAGOPOB/KOMI/IEKTOB peareHToB A1 BblgeneHus HK (7.1).

6.3.3. buonTaTtbl/MyHKTaTbl

B3aTne marepuana nNpPoOBOAMTCA B COOTBETCTBMM C WMHCTPYKUUAMWU MO MNPUMEHEHUIO
MCNOsb3yeMblX HAGOPOB/KOMI/IEKTOB peareHToB A1 Bblgenenms HK (7.1).

Mpwn ncnonb3oBaHn anAa BblgeneHna JHK kKomniekToB peareHToB NMPOBA-HK 1
MPOBA-TC:

B3atme martepuana npoBOAMTCA B OAHOPa3oBble NPoOOMpKM 06bEMOM 15 mn C
TPaHCNOPTHO Cpeaoi, NpeaHa3HauYeHHON NPOU3BOAUTENEM 1S TPAHCNOPTMPOBaHUA U XPaHeHUS
06pa3LoB 6monornyeckoro Matepuana gns HLP-nccnegosaHuii.

6.3.4. MasKu co CIM3NCTOM POTOr/I0TKMN

B3ATre matepuasa OCyLLEeCTBASIOT C MOMOLLBIO CreunanbHbIX MeAULUHCKUX U3LeNni,
MMEIOLLMX PerncTpalMoHHble YAOCTOBEPEHUS, COrMaCcHO YCTaHOB/EHHOM B 3aBUMCMMOCTU OT
MCTOYHMKA 61ONOTMYECKOro MmaTepuana npoueaype (Hanpumep. 30H4 MeLULMHCKNI OAHOPA30BbIi
cTepunbHbIA PY Ne P3H 2021/13989).

OrpaHuyeHne MeTofa*: MECTHOe MpPVMEHEHWEe NeKapCTBEHHbLIX MpenapaTtoB (Cnpewu,
Kanau, Kpembl U Masn) MeHee, YeM 3a 24 yaca o uccnefosaHus. Mpy KCnonb30BaHUM aspo30sieit
M Apyrux (hopM NeKapcTBEHHbLIX NPenapaToB A8 UHrafsumin npu nevyeHnn 6poHXnansHOM acTMbl
maTepuan 4ns UccnefoBaHnin cnegyet 6paTb He paHee, YeM Yepes TpY Yaca Nocie UHransuum.
BHNUMAHWE! Bsatve matepuana B npobupku ¢ peaktnsom «IMPOBA-PATNA» wn
NN3MPYIOWKMM  pacTBOPOM M3 cocTaBa Habopa peareHToB [MPOBA-OMNTUMA
OCYLLECTBNSETCA CyXUM 30HAOM! Heo6X04MMO WCK/IUUTL KOHTAaKT pacTBOPOB C KOXEW,
rnasamv U CimMsucTbiMmM 060/104Kamu. Fpy KOHTaKTe HeME/IEHHO MPOMbITb MOPaXXEHHOe MEeCTO
BOZOV 1 06paTUTLCS 3a MEAULMHCKON MOMOLLbGHO.

NopsAfoK B3ATUA MaTepuaia:

lMocne B3ATUA MaTepuana nepeHecuTe 30HA B NPOOMPKY C h13M0N0rMYECKUM PacTBOPOM,
peakTneoMm «[MPOBA-PAIMNL», nun3npytowmMM pacTBOPOM WAM  TPAHCMNOPTHON  Cpefoi,
npegHa3Ha4YeHHOM NPOM3BOAWTENEM  [NA  TPAHCNOPTUPOBAHWA W XpaHeHMs  06pasuoB
6uonorunyeckoro matepwana gns MLP-nccnefoBaHnin, 1 TWATENbHO NPOMOWATE €ro B XXMAKOCTA B
TeueHne 10-15 c, nsberas eé pasbpbI3rnBaHuns.

3BnekunTe 30HA, U3 pacTBOpa W, BpaLaTe/lbHbIM ABVKEHVEM MPUXKMMAs ero K BHyTPeHHEN
CTEHKe MPOBMPKM BbllLie YPOBHS PacTBOpa, OTOXMUTE U30bITOK XUAKOCTU. TMONHOCTBIO yaanuTe
30HA U3 NPOGUPKM N YTUNU3NPYIATE.

MNOTHO 3aKpoliTe U MPOMapPKUPYITe NPOGUPKY.
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6.4. TpaHcnopTUpoBaHMe 1 XpaHeHMe 06pasLLoB 6MOI0rMYecKOro matepmana

YCnoBus TpaHCMNOPTUPOBaHUA W XpaHeHWs 06pasLoB 6MOMOrMYecKoro Martepuana
OMpeaenarTCA UHCTPYKUMAMM NO NPUMEHEHUIO UCMO/b3YeMbIX HAO0POB/KOMMNEKTOB peareHToB
ans BolgeneHns HK (7.1) nnm ucnonb3yembiX A1s TPAHCMOPTMPOBaHWUA WM XpaHeHus 06pasLoB
TPaHCMOPTHBIX CPes.

JonyckaeTtcs xpaHeHve 06pa3LLoB 610M0rMyeckoro matepuana npun temneparype ot 2 °C
[0 8 °C He 6onee 24 u. B cnyyae HEBO3MOXKHOCTW [OCTaBKM MaTepuana B 1abopaToputo B TeYEHUe
CYTOK [OMyCKaeTCAd OAHOKpaTHOe 3amopaxuBaHwe MaTepuana. [lonyckaeTca  XpaHeHue
3aMOPOXXEeHHOro MaTepuana npu Temneparype ot MUHyc 22 °C fo muHyc 18 °C B TeyeHMe 04HOro
mecAua (ecnm 3T0 He MNPOTMBOPEUUT TPebOBaHWAM K MCMO/b3yeMbIM Habopam/KOMMIeKTam
peareHToB A/151 BblgeneHns HK nam ncnonb3yembiM 418 TPaHCNOPTUPOBAHNA U XpaHeHWst 06pasLoB
TPaHCMOPTHbLIM Cpesam).
BHMUMAHWE! Cnepyet nsberats NoBTOPHOr0 3aMOpaXkKnBaHUA 1 0TTamBaHUsA 06pasLioB.
6.5. MoaroToBka 6M0NOrMYecKOro matepuasna yenoseka gnsa solgeneHna AHK
6.5.1. Mepudepnyeckasd KpoBb, CMIMHHOMO3r0Bas XXWUAKOCTb, C/IOHA, Ma3Ku CO CIN3UCTOM

POTOrNOTKM

MogrotoBka 6uonoruyeckoro Matepuana (Npu  HeobXOAUMMOCTM) MPOBOAMTCA B
COOTBETCTBUW C MHCTPYKUMSAMU MO NPUMEHEHNIO NCNO/b3YeMbIX HabOPOB/KOMIM/IEKTOB peareHToB
4na BblgeneHnsa HK (7.1).
6.5.2. buonTtaTbl/NyHKTaTbI

MogrotoBka 6uonoruyeckoro marepuvana (Npy  HeO06XOAMMOCTU) MPOBOAUTCA B
COOTBETCTBMM C MHCTPYKLUMSAMU MO NPUMEHEHNIO UCMOJb3YeMbIX HAG0POB/KOMMNEKTOB peareHToB
4na BblgeneHns HK (7.1).

MNpwn ncnone3oBaHuu gna BblgeneHna JHK komnnekToB peareHToB NPOBA-HK 1
MPOBA-I'C:
6.5.2.1 BcTpsaxHWUTe NpobupkK ¢ GuoMaTeprasiom Ha MUKPOLIEHTPUGYre-BOpTeKCe B TeueHne 3-5 ¢
N LEHTPUQYrmpyinTe Ha MUKPOLIEHTPUQYre-BopTeKce B TeveHue 3-5 C.
6.5.2.2 Y pannte HafocagouHyH XUAKOCTb.

O6paseL, rotos gna BblgeneHus AHK (7.2).
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1. MPOBEAEHVE AHAJT3A

1. BbigeneHvne AHK 13 6uonoruyeckoro matepuana

Ona sblgeneHns OAHK pekomeHAyeTcs MCNOMb30BaTb HabOPbI/KOMMIEKTbl peareHTos,
VIMEIOLLIME PerncTpaLyoHHble YAOCTOBEPEHNS HA MEeAULMHCKOE n3fenve 1 npefHasHauyeHHble AN
COOTBETCTBYHOLLYMX BUAOB GromMaTepmana C Lebio nocnegytowlero ncenegosaHns AHK metogom
MUP, Hanpumep, MPOBA-HK, MPOBA-IC, MPOBA-MY-PAMKNA, MPOBA-PAMNA, MPOBA-
OMTUMA, MPOBA-MY MAKC (tabnuua 2).
Tabnuuya 2 - Habopbl/KOMMNEKTbI peareHTOB, PEKOMeHAOBaHHble Ans BblgeneHnsa AHK ans
[a/bHelLLEero UccnefoBaHns ¢ UCnosb3oBaHem Habopa peareHToBs HHV-6.

MuHMasibHOe
Habop/komnnekT peareHToB, PY Buomatepuan KO/IMYeCTBO 3/1k0aTa,
MK
CnNrYHHOMO3roBas X1AKoCTb,
omonTatbl/NyHKTaTbl, Ma3kn CO 50
C/IM3UCTOI POTOrNOTKM, CMOHA
CnMHHOMO3roBas X1aKocTb,

KomnnekT peareHToB NMPOBA-HK
PYNed CP 2010/08867

KomnnekT peareHToB NMPOBA-I'C,

omonTaTtbl/NyHKTaTbl, Ma3Kn CO 100
PY Ne®CP 2010/08696 CNM3UCTOM POTOTNIOTKK, C/HOHA
Habop peareHtos NPOBA-MY- CnnHHOMO3roBas XuaKocTb,
PAMNL, MasKu CO C/IM3UCTOM 100
PY NeP3H 2017/5753 POTOrNI0TKU
KomnnekT peareHToB NMPOBA- CnnHHOMO3roBas »XUAKOCTb,
PAMNL, MasKu CO C/IM3UCTOM 500
PY Ne ®CP 2008/02939 POTOrNOTKW, C/HOHA

LlenbHas nepuepunyeckas 100

Habop peareHToB NMPOBA- KpOBb'
OMTUMA,

CnNMHHOMO3roBas XXUAKOCTb,
ovonTaTbl/NyHKTaTbl, Ma3Kn1 CO 400
CNM3NCTOM POTOFNOTKN

PY NeP3H 2022/17496

Habop peareHTtoB NMPOBA-MY LlensHas nepuepryeckas

MAKC, PY Ne P3H 2021/14391 KDOBb 50

Bbigenenve [JHK npoBoasT B COOTBETCTBMM C  MHCTPYKUMEA MO MNPUMEHEHUIO

NCMnosb3yeMoro Habopa/KoMMneKTa peareHToB.

BHUMAHWE!

1 OpHoBpemeHHO C BblgeneHnem [AHK 13 6uonornyeckoro matepuana Heobxogumo
MOArOTOBUTL OTPULATENIbHBIA KOHTPO/bHBIA 06pa3eL, 1 MPOBECTM ero Yepes BCe aTarbl
Npo6onoAroToBKX. /18 3TOr0 peKOMeHAYeTCA UCMO0/b30BaTh PU3NONOrMYECKUIA pacTBop

WM OTPULIATENbHBI KOHTPO/bHBIA 06pasel, BXOAAWMIA B cocTaB Hab6opa/KoMMiekTa

' - TONBKO C MCNO/b30BaHNEM Habopa peareHTOB B BapuaHTe ucnosiHeHus MPOBA-OMTVMA MAKC
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peareHTOB [/19 BblAeNeHNs HYK/IEMHOBBIX KUCNOT B 00bEME, YKa3aHHOM B UHCTPYKLMM MO
MPYIMEHEHMIO COOTBETCTBYHOLLLEr0 Habopa/KOMM/IEKTa peareHToB.

2. BblgeneHne AHK n3 6monTaTtoB/MyHKTaToOB C MCMNO/b30BaHWEM KOMM/EKTOB peareHTOoB
MPOBA-HK n MPOBA-I'C npoBoanTCs COrNacHo AaHHoM MHCTPYKunn (7.2)

1.2. BbigeneHve AHK un3 6uonTaToB/MyHKTATOB C MCMNO/Ib30BAHWEM KOMIMJIEKTOB
peareHToB NNPOBA-HK 1 NPOBA-I'C

7.2.1. O6wwe TpeboBaHUSA

7.2.1.1 Wcnonb3yliTe 0AHOPa30Bble HAKOHEYHMKM C (DUNbTPOM, cBOGOAHbIe 0T PHKa3 n [JHKas.
cnonb3yemble HaKOHEYHWKN MeHSIATE NpU KaKAOM YAaleHUM pacTBopa 13 Npobupku.
Mpn paboTe ¢ acnMpaTopoM WCMOMb3yTe HaKOHEeYHUKWN 6e3 ubTpa, CBOGOAHbIE OT
PHKa3 1 [iHKas.

7.2.1.2 T[pn pobaBneHWM pacTBopa B MPOOMPKY, COAepXKallyro 6MONOrMYecknin matepuan,
BHOCMTe pacTBOP akKKypaTHO, He KacasfCb CTeHOK Mpobupku. Mpy KacaHWM CTeHKM
MPOOVPKM CMEHUTE HAKOHEYHVIK.

7.2.1.3 [na npefoTBpalieHns KOHTaMUHALMKU OTKpbIBaliTe KPbILWKY TO/MbKO TOW Npo6upKuW, B
KoTopyto OyfeTe BHOCMTb pacTBOpP WM M3 KOTOpPO GydeTe yAansTb HaZ0Cafo4vHYH
XXMAKOCTb, U 3aKpbiBaliTe ee nepef paboToi co cneaytoLleit Npobupkoii. He gonyckaeTcs
paboTaTb OLHOBPEMEHHO C HECKO/IbKUMW NMPOGUPKaMu C OTKPbITbIMU KPbILLKaMK,

7.2.1.4 HeusBeCTHble 06pasubl M OTPULATE/bHLIA KOHTPONbHbLIA 06pasey (K-) Heobxoaumo

06pabaTbIBaTh MO eAVNHO CXeMe OJHOBPEMEHHO COFMacHO AaHHOW MHCTPYKLUM.

7.2.2. BblgeneHne [OHK w13 6MoNTaTtoB/MyHKTATOB C WCMOMb30BaHUEM KOMIMIEKTA
peareHToB NMPOBA-HK

BHVMVMAHNE!

1 lMepes Hayanom paboTbl HEOHXOAMMO;

- BKKOUNUTL TepMocTaT 4ns nporpesaHna o 65 °C;

- [JoCTaTb W3 XOMOAWNbHMKA KOMMIEKT peareHToB [ANA BbiAENEeHUA HYKNEWHOBBLIX KUCIOT W

MPOKOHTPONMPOBAaTL OTCYTCTBME OCajKa B IM3MPYHOLLLEM pacTBope. B cnyyae BbinageHns ocagka

Heob6X0AMMO MpOrpeTb (1IAaKOH C NU3MPYIOLLMM PacTBOPOM Ha TepMocTaTte, MpefBapuTesibHO

nporpetom o 65 °C, A0 MOMHOIO PacTBOPEHWA OcCafka. 3aTeM CnefyeT repemellarb pacTeop

nepeBopayvBaHveM (nakoHa BBepx [AHOM 5-10 pa3, wu3beras neHoobpaszosaHus. [lepeq,

1CNOMb30BaHMEM OXNlaAMTe PacTBOp A0 KOMHaTHoi TemnepaTypbl (0T 18 °C go 25 °C). Ocafgok

TakKe MOXHO pacTBOPUTbL MpW KOMHaTHOW Temnepatype (o1 18 °C go 25 °C) B TeyeHue

npun6n3nTenbHo 12 Yacos.

2. Mpn nporpesaHWn NPOBGUPOK BO3MOXHO OTKpbIBaHME Kpblllek! CnefyeT MCnonb3oBatb

Npo6upKN ¢ 3allénkuBarommmncsa Kpbiikamn (Hanpumep, Eppendorf Safe-Lock Tubes) wnm
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rporpamMmMypyemble TeEPMOCTATbI C MPVXKUMHO KPbILUKOI (HanpuMmep, TepMocTaT TBePAOTe bHbII

nporpaMmmmpyemblin manorabapuTHbii TT-1-«AHK-TexH.», OO0 «HIMO AHK-TexHonorus»),

7221

71.2.2.2

1.223

71224

7.2.2.5

7.2.2.6

1221

7.2.2.8

7.2.2.9

7.2.2.10
72211

7.2.2.12

7.2.2.13
7.2.2.14

7.2.2.15

7.2.2.16

71.2.2.17

7.2.2.18

MpoMapKupyiiTe Mo OAHON OZHOPA30BOM NNIACTUKOBON NpPobupke 06bLEMOM 15 mn ans
KaK[0ro Hen3BeCTHOro obpasua u 418 oTpuLaTeslbHOro KOHTposibHoro obpasua (K-).
[o6aBbTe B NPOOMPKK C NOArOTOB/EHHbIMK 06pa3LaMm 6uonTaToB/MyHKTaToB (CM.6.5.2)
1 B Npobupky «K-» no 300 MK NU3UPYIOLLLETo pacTBopa, He Kacascb Kpas Npooupok.
BHecute B npobupky, npomMapkMpoBaHHyro «K-», 100 MKn OTpuuaTesibHOro
KOHTPO/NIbHOro 06pasua. [oTHO 3akpoliTe MPOBUPKKM, BCTPAXHUTE MPOOUPKU Ha
MUKpOLEeHTpUyre-BopTeKce B TeyeHne 3-5 C.

TepmocTaTupyiite npodupkn npu 65 °C B TedeHne 30 MWH, LEHTpUdyrvpyinTe Ha
MUKpOLEHTPUYyre-BopTeKce B TeueHue 3-5 C.

MepeHecuTe B COOTBETCTBYHOLLUME MPOMAapKMPOBaHHbIE MNPOOGUPKN A1 HEU3BECTHbIX
06pa3uoB HaLOCaf0UHYIO XMAKOCTb. [ Npobupkn «K-» nepeHoCUTb HafoCafouHYHo
YXMAKOCTb He TpebyeTcs.

[lob6aBbTe B Kaxxayto Npo6upKy no 400 MK peareHTa 419 NPeLunuTaLmm, He Kacascb Kpas
NPO6UPKK, 3aKpoliTe NPOBUPKM 1 BCTPSXHUTE NPOBUPKIN Ha MUKPOLLEHTPUKYre-BopTeKce
B TeyeHue 3-5 C.

LleHTpndbyrmpyiite npobupkn npu RCF(g) 12000 - 16000 B TeueHne 15 MUH.

He  3ageBasocafoK, MOMHOCTbIO YAaMTe HafoCafouHYH >KMAKOCTb (OTAE/bHbIM
HaKOHEYHVKOM M3 KaXXA0i Npo6bupKu).

[o6aBbTe K ocagky no 500 MK/ MPOMbIBOYHOMO pacTeopa Nol, He Kacasch Kpasi Npobupku,
3aKpoiTe NPOBUPKN 1 akKypaTHO nepeBepHUTE NpPobupku 3-5 pas.

LleHTpudiyrmpyite npobupkn npu RCF(g) 12000 - 16000 B TeUYeHUe 5 MUH.

He  3ageBasocafoK, MOMHOCTbIO YyAa/MTe HafocafouHyt0 XMAKOCTb (OTAE/bHbIM
HAaKOHEYHVKOM M3 KaXXA0i NPoBupKuK).

[o6asbTe Kocaaky no 300 MK/ MPOMbIBOYHOIO pacTBopa No2, He Kacasch Kpasi NpooupKu,
3aKpoiTe NPOBUPKN 1 aKKypaTHO nepeBepHUTE NPobupkun 3-5 pas.

LieHTpudbyrmpyiite npobupkm npu RCF(g) 12000 - 16000 B TeUYeHUe 5 MUH.

He  3ageBasocafoK, MOMHOCTbIO YyAa/MTe HafoCafouHYH JKMAKOCTb (OTAENbHbIM
HaKOHEYHWNKOM 13 KaXK0I Npo6upKK).

OTKpOTE NPO6MPKM 1 BbICYLLUTE 0CaAoK Npu 65 °C B TeueHne 5 MuH.

[o6aBbTe K ocagky no 50 Mkn 6ydepa AN pacTBOPEHUS, 3aKPOTE NPOBUPKM.

OcaguTe Kanau LEeHTPUgYrmpoBaHMeM nNpPo6GMPOK Ha MUKPOLEHTPUGYre-BOPTEKCE
B TeyeHue 1-3 c.

TepmocTaTupyiite npobupkn npu 65 °C B TeueHne 10 MUH. BCTpsAXHMTE NPOOMPKM Ha
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MUKPOLLEHTPUYre-BopTekce B TeveHne 3-5 C.
7.2.2.19 UeHnTpudyrmpyiTte npobupku npn RCF(g) 12000 - 16000 B TeueHwme 30 c.

Mpenapat AHK rotoB K BHeCeHWO B peakLMOHHY cmecb ans IMLP.

Mpenapat AHK MOXHO XpaHuTb npu TemnepaTtype oT MUHYC 22 °C go muHyc 18 °C He
60nee ogHOro mecaua uUnm Npu Temnepartype oT MUHYC 72 °C Ao MuHyc 68 °C He 60/1ee 0AHOro
roga.

Mepen wcnonb3oBaHWem npenapata AHK gns noctaHoBku [MLP nocne xpaHeHws
Heob6xoaMMo pasmopo3nTb npenapaT AHK w oTpuuatenbHblil KOHTPONbHBIA 06pasel, npwu
KOMHaTHoi Temnepatype (o1 18 °C pgo 25 °C) wnm npu Temnepatype oT 2 °C go 8 °C, 3atem
BCTPSAXHYTb Npobupkn ¢ npenapatoMm AHK n oTpuuaTenbHbIM KOHTPO/IbHbIM 06pasLoM  Ha
MUKPOLEHTPUGyre-BOpTeEKCE B TeyeHne 3-5 C M LeHTpPUGYrMpoBatb Ha MUKPOLEHTpUyre-
BOpTeKce B TeyeHue 1-3 c.

MNpenapat AHK rotoB K BHECEHMIO B peakLNOHHY cMechb ansa MLUP.

BHUMAHWE! [Ona npenapata AHK gonyckaeTcs ToNbKO 04HOKpaTHOe pasMopaknBaHue!

7.23. BblgeneHve OHK 13 6montaToB/MYyHKTATOB C WCMNONb30BaHWEM KOMIJ1eKTa
peareHTOB NMPOBA-I'C

BHMUMAHWE! T[epes Havanom paboTbl HEOOXOAMMO BKIOUUTL TEPMOCTAT A/18 NPOrpeBaHus

10 50 °C.

7.2.3.1 TlpomapkupyiiTe no O4HOW OLHOPA30BOW MIacTMKOBOW Npobupke 06bEMOM 1,5 mn Ans
KaX[0ro Hem3BeCTHOro obpasua v 418 OTpULaTeIbHOro KOHTposibHoro obpasua (K-).

7.2.3.2 [o6aBbTe B NPOOUPKM C NOArOTOB/IEHHLIMM 06pa3LaMn 61onTaToB/NyHKTaTOB (CM.6.5.2)

1 B Npobupky «K-» no 150 MK N13MP3NO0LLErO pacTBOpa, He Kacasacb Kpas Npooupok.
7.2.3.3 BHecute B nNpobupKy, MpPOMapkKMpoBaHHYy) «K-», 50 MKI  CTepUIbHOro

(hM31ONIOrNYECKOro pacTBopa WM TPaAHCMOPTHON cpefbl. MIOTHO 3aKpoiTe NPO6GUPKMK,

BCTPAXHUTE MPOOUPKM Ha MUKPOLIEHTPU(Yre-BOpPTEKCE B TeueHue 3-5 C.
7.2.3.4 TepmocTaTupyite npobupku npu 50 °C B TeueHne 30 MUH, LEHTPUQYrMpyinTe NpobupKn

Ha MUKPOLIEHTPU(Yre-BOpTEKCE B TeueHme 3-5 C.
7.2.3.5 TlepeHecuTe B COOTBETCTBYHOLLME MPOMAPKUPOBaHHbIE MPOOMPKU AN HEU3BECTHbIX

006pa3LoB HaA0CALOYHYH XMAKOCTb. Ans npobupkn «K-» nepeHocuTb HagocagouHyto

YXMAKOCTb He TpebyeTcs.

1.23.6 TuwarenbHO pecycneHaMpyinTe COpOEHT Ha MUKPOLEHTpUdyre-sopTekce. [lepeBepHyB
Npo6ypKy BBEPX AHOM, YybeauTecb, YTO COPOGEHT He 3a/Mmn Ha AHO npo6upku. Mpu
Heo6X04MMOCTIN NMOBTOPUTE MepeMeLLMBaHIE COPOEHTA.

1.23.1 [obaBbTe BO BCe npobupkn (Bkmovas «K-») no 20 MK1 npeaBapuTenbHO

pecycneHAMpoBaHHOrO CopbeHTa, He Kacasicb Kpasi Mpo6WpKW, 3aKpoiiTe nMpo6upku u
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BCTPAXHUTE MPOBUPKMN Ha MUKPOLLEHTPUYTe-BopTeKce B TeueHue 3-5 ¢

7.2.3.8 LeHTpudyrmnpyiite npobupkn npu RCF(g) 12000 - 16000 B TeYeHWe OAHON MUHYTbI.

7.2.3.9 He 3ageBasd 0CafoK, MOMHOCTbIO Y[aiMTe Hag0CafoYHYHO >KMAKOCTb (OTAE/NbHbIM
HaKOHEYHVKOM M3 KaXXA0i NpoBupKK).

7.2.3.10 [o6aBbTe Kocaaky rno 200 MK/ NPOMbIBOYHOr0 pacTBopa Nel, He Kacascb Kpas Npooupku,
3aKpolTe  NpPOOWPKM W BCTPAXHUTE NPOGMPKM  Ha MUKPOLEHTpUYre-BopTeKce
B TeyeHue 3-5 C.

7.2.3.11 UeHTpudyrmnpyiite npobupkun npu RCF(g) 12000 - 16000 B TeYeHME OAHON MUHYTbI.

7.2.3.12 He 3ageBas 0CafoK, MNOMHOCTbIO YAaiMTe HafoCafoUHYH >KMAKOCTb (OTAeNbHbIM
HAKOHEYHVKOM M3 KaXXA0i NPoBupKK).

7.2.3.13 [lo6aBbTe K 0caaky rno 200 MK NPOMbIBOYHOI0 pacTBopa Ne2, He Kacascb Kpas NpooupKu,
3aKpoilTe  NpPOGWPKM W BCTPAXHUTE NPOOMPKM  Ha MUKPOLEHTpUAYre-BopTeKce
B TeyeHue 3-5 C.

7.2.3.14 UeHTpudyrmnpyite npobupkn npu RCF(g) 12000 - 16000 B TeYEHME OAHOM MUHYTHI.

7.2.3.15 Jlo6aBbTe K 0cagky rno 200 MK NPoMbIBOYHOI0 pacTBopa Ne3, He Kacasicb Kpas pobupKu,
3aKpoinTe  MPOGUPKM W BCTPAXHUTE MPOGMPKM  HAa MUKPOLEHTPUGYre-BOpTEKCE
B TeyeHue 3-5 C.

7.2.3.16 LeHTpudyrmnpyiTte npobupku npu RCF(g) 12000 - 16000 B Te4eHWe OAHOW MUHYTbI.

7.2.3.17 He 3ageBasd 0cafoK, MOMHOCTbIO Y[a/MTe HafoCaf0uHYH0 >KMUAKOCTb (OTAeNbHbIM
HAaKOHEYHWNKOM U3 KaXX0i Npo6UpKN).

7.2.3.18 OTKpoViTe KpbILLKX NPOGMPOK 1 BbICYLINTE 0cafoK npu 50 °C B TeUueHne 5 MuH.

7.2.3.19 [lo6aBbTe K ocafgKy no 100 MK/ 3/1OMPYHOLLErO pacTBOpa, He KacasCb Kpasi Mpobupkuy,
3aKpoiTe NPOBUPKN N BCTPAXHUTE NPOOGUPKM Ha MUKPOLIEHTPUMYTe-BOPTEKCE B TEUYEHUE
5-10 c.

7.2.3.20 TepmocTaTupyiiTe npobupkn npu 50 °C B TeueHMe 5 MUH.

7.2.3.21 LeHTtpudpyrmpyiite npobupkn npu RCF(g) 12000 - 16000 B TeYeHMe OAHOW MUHYTBI.
HagocagouHas XMAKOCTb, cofepxawas BblgeneHHyro [JHK, rotoBa K BHECEHMIO B

peakunoHHy cmeck ana MNUp.
MonyyeHHbIn npenapaT AHK MOXHO XpaHUTb 40 7 CyTOK npwu Temnepatype oT 2 °C go

8 °C. lMepen ncnonb3oBaHveM npenapata AHK gns noctaHoBkn TMLIP Heo6xoAMMO MOBTOPUTL

7.2.3.20 — 7.2.3.21.
Ecnm o6pasel, npegnonaraeTcs XpaHUTb Gonee 7 CyTOK, NepeHecuUTe HafocafoyHyHo

YXVAKOCTb B OTAE/bHYI0 04HOPa30ByHO Npobupky. bonee 7 cytok npenapat AHK cnegyeT xpaHuTb

npu Temneparype oT MuHyc 22 °C fo muHyc 18 °C.
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CPOK XpaHeHus npenapaTta AHK npu temnepatype ot muHyc 22 °C go muHyc 18 °C - He
6ornee 6 MecsLEB.

Mepen wucnonb3oBaHvem npenapata AHK ans noctaHoBku [LP nocne xpaHeHus
HeobXxoanMo pasMopo3nTb npenapaT AHK 1 oTpuuatenbHblil KOHTPOMbHbIA 06pasel, npw
KOMHaTHoW Temnepatype (o1 18 °C pgo 25 °C) wnmn npu Temnepatype oT 2 °C go 8 °C, 3aTem
BCTPSXHYTb Mpobupkn ¢ npenapatom OHK u oTpuuatesibHbIM KOHTPO/bHLIM 06pa3LoM Ha
.MVKPOLIEHTPU(yre-BopTekce B TeyeHMe 3-5 C U LEHTPUGYrMpoBaTb Ha MUKPOLEHTpU(3Te-
BOpTEKCE B TeyeHue 1-3 .

Mpenapat AHK rotoB K BHECEHMIO B peakuMoHHY0 cMeck ana MLuP.

BHUMAHWME! [Ona npenapata AHK gonyckaeTca ToNbKO OAHOKPaTHOE pasmopaxusaHue!

7.3. MoaroTtoBKa u nposeaeHue MNMUP. dacoBka S
BHNMAHWNE!
1 Mpwn NpoBefeHUN BCeX NOCNEAYIOLMX AeNCTBUIA cnefyeT usberatb BO3LENCTBUA NPAMbIX

COMTHEYHbIX JTyYeil Ha MPOBUPKM CO CMEChIO /18 amnandukamm!

2. Mpn ncnonb3oBaHNM Habopa peareHTOB B BapvaHTe UCMOHEHNA «PacoBKa S, CTPUMbI»
cnepyeT CTPOro cob/ioAaTe KOMMIEKTHOCTb CTPUMNOB U KPbIWeK K HUM. He ncnosb3oBatb
KPbILLKKX K CTpMNam u3 apyrmx Habopos peareHTOB!

7.3.1. [pomapkupyinte no OfHOW NPOBUPKe/CTPUMOBAHHOW MPOBMPKE CO CMeCcbio  Ans
amnanukauum, 3aneyataHHON napatMHOM, 41 KaXK4Oro Hem3BeCTHOro obpasua, Ans
OTPULATENIbHOTO KOHTPONbHOIO o6pasua (K-) v And NonoXWTeNbHOro KOHTPOJSIbHOMO
obpasua (K+).

BHUMAHWME! KonM4yecTBo peareHTOB paccyMTaHO He 60/iee YeM Ha 24 NOCTaHOBKW Mpu

YCNOBMWN BapuabesibHOro KOMMYecTBa Hem3BeCTHbIX 00pa3LoB, 1 oTpuuaTe/lbHOro KOHTPObHOIrO

o6pasua 1 1 NoNoXMTEIbHOTO KOHTPOIbHOTO 06pasLia B KaXX0i NOCTaHOBKE.

Mpumep:

Heobxoa1Mo npoaHanm3vpoBaThb 4 HeW3BECTHbIX 06pasLia. 11 3TOro Hy)XKHO NPOMapKupoBaThb 4 Npo6upKm

[/19 HEM3BECTHbIX 06pasLoB, 0fHY NMPoBUpKyY Ans «K-» 1 ogHy Npobupky ana «K+», OBbLuee KOM4ecTBO

NpPoBUPOK - 6.

7.3.2.  BcTpsAxHUTe NpobupKy ¢ pacTBopoM Tag-nonvmepasbl HA MUKPOLEHTPUGYre-BopTekce B
TeyeHue 3-5 ¢ 1 LeHTpUYrnpyTe Ha MUKPOLLEHTPUAYre-BopTeKce B TedeHne 1-3 C.

7.3.3. [obaBbTe BO BCE NPOMapKMpOBaHHble NPOOMPKM, He MOBpexnas cnov napaguHa, Mo

10 mkn pacTtsopa Tag-nonnmepasbl.

BHNMAHWE! Mpn  wncnonb3oBaHUM  gna  nposegeHua  TLP  geTeKTupyloLero
amnnngukatopa Rotor-Gene Q MyHepasibHOe Mac/io B NPpoBMpKK He BHOCUTCSA!
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7.3.4. [o6aBbTe B KaXayt0 NPoOMpKy (Npu HeO6X0AMMOCTH) Mo OfAHOM Kanse (0Kono 20 MKT)
MWUHepasbHOro Macna. HennoTHO NpMKPOITe NPOGUPKU/CTPUNbI KPbILLKaMU.

7.35. BcTpaxHuTe  nNpobupKy € MOMNOXWUTE/IbHbIM  KOHTPONbHbIM ~ 06pasuomM  Ha
MUKPOLEHTPU(Yre-BOpTEKCe B TedeHMe 3-5 C U LeHTpUQYrupyinTe Ha MUKpOLLEHTpUYre-
BOpTeKce B TeyeHune 1-3 C.

BHUMAHWE!

1 Mepen BHeceHWEM B MPOGUPKM C peakUMOHHOW CMecbto and npenapata AHK wu

OTPULIATENIBHOTO  KOHTPO/IbHOr0  06pasiia  HeobXOAMMO  BbIMOSHUTL — PEKOMeHJaumn Mo

ncnonb3oBaHMio  npenapata  [AHK, npuBeféHHbIE B MHCTPYKUUM MO  MPUMEHEHUIO

Habopa/KomMneKTa peareHToB A1 BblaeneHus HK.

2. Mpn ncnons3osaHum ana BbigeneHna AHK komnnektos peareHToB NMPOBA-HK, NMPOBA-

PAMNLA, MPOBA-I'C (Tonbko B Cfny4ae, eciv Mocne BblAeneHns HafocafoyHas >XWAKOCTb,

cogepkawias BbigeneHHyto AHK, 6bina nepeHeceHa B HOBbIE MPOBUPKM) BCTPAXHUTE NPOBUPKN C

npenapatoM JHK 1 oTpuuartenbHbIM KOHTPONbHLIM 06pasLioM Ha MUKPOLIEHTPUGYre-BOpTeKCe B

TeydeHue 3-5 C 1 LEeHTPUYrpyinTe Ha MUKPOLIEHTPUGYre-BopTeKce B TeueHne 1-3 ¢

3. Mpn mcnonb3oBaHUM Ans BblaeneHns AHK Habopos peareHtoB MPOBA-MUY-PAMNA,

MPOBA-MY MAKC Heob6Xx0aMMO, He BCTPAXMBas, LEHTPMGYrmpoBaTb NPoGUPKN C npenapaTom

[HK v oTpuLaTenibHbIM KOHTPO/IbHBIM 06pa3L,oM Ha MUKPOLIEHTpUYTre-BopTeKCe B TedeHne 1-3 c,

3aTemM MoMecTuTb Mpobupkn ¢ npenapatom OHK B MarHWTHbIN wrtatue. B cnydae ecnu nocne

BbleNeHNs HafoCcafouHas XXMAKOCTb, cofepallas BolaeneHHyto AHK, 6bina nepeHeceHa B HOBble

NPO6VPKKM, cneayeT BCTPAXHYTb NPo6upKu ¢ npenapatoM AHK 1 oTpuyaTtesibHbIM KOHTPO/IbHLIM

06pasLloM Ha MWKPOLEHTpU(yre-BopTekce B TeueHWe 3-5 C W LEHTpUdyrnposatb Ha

MUKPOLIEHTPUYre-BopTEKCE B TeyeHne 1-3 C.

4. [na npegoTBpaLleHna KOHTaMUHauum cnegyet nepes BHeceHneM AHK oTKpbIBaTb KPbILLKK

TO/MbKO TeX MPOBUPOK, B KOTOPble Oy[eT BHOCUTLCHA [aHHbIA 06pasel, M 3aKkpblBaTb WX, Mepes,

BHECeHMeM CnefytoLlero. B criyyae MCrnosib30BaHUA CTPUMOB ClefyeT 3aKpbiBaTh KPbILLKY CTpUMa

nocne BHECEHMs B Hero 06pas3loB nepes Hadasiom paboTbl CO Credyrolwmm. 3akpblBaiiTe

npobupku/cTpunbl nnotHo. [Mpenapatbl AHK ¥ KOHTpoOsibHble 06pasubl Cregyet BHOCUTH

HaKOHeYHnKamu ¢ (oUNLTPOM.

7.3.6. BHecuTe B COOTBETCTBYIOLIME MPOMapKMpOBaHHbIE NPOBUPKKU, HE MOoBpexaas Cron
napajuHa, no 5,0 MKA BblgeneHHOro u3 o6pasuoB npenapata OHK. B npobupku,
npomapkmpoBaHHble «K-», «K-b», [IHK He BHOCUKTCA.

7.3.7.  BHecute B NpobupKy, NpomapkupoBaHHyto «K-», He nospexpas cioi napaguHa, 5,0 Mkn
OTpULATENbHOIO KOHTPO/IbHOro 06pasua, npoweatlero atan BblgeneHns AHK (cm. 7.1).

7.3.8.  BHecuTe B NpoOMpKY, MPOMapKMpoBaHHYH0 «K+», He moBpexaas cnoii napaduHa, 5,0 MK
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MONIOXKMTENIbHOrO0 KOHTPO/IbHOIo 06pasLa.

7.3.9.  LleHTpudyrupyiite Bce NpoOUPKU/CTPUMBbI Ha MUKPOLIEHTPUGYre-BOpTEKCE B TeyeHue
3-5 ¢ (npn mcnonb3oBaHUM Ana nposegeHus TLP geTekTupytowero amnangukaTopa
Rotor-Gene Q LeHTpugyrnposaHme He 0653aTesibHO).

7.3.10. YcTaHOBWTe BCe MPOOVPKU/CTPUNBI B AETEKTUPYHOLLMIA amnandmKaTop.

7.3.11 [nda peTeKTupyowmx amnamgukaTopos cepum OT:
3anyctute npolpammMHoe obecrneyeHne AeTeKTMP3TOLLEro amnandgukaropa. Mpy nepsom

nposeaeHnm MLP 3arpy3nTe COOTBETCTBYIOLMIA TeCT'. danee n npy nocneayrowmx nocTaHOBKax

CO3/aiTe COOTBETCTBYHOLLMIA NPOTOKO/ UCCNEL0BAHNSA: YKaXKMUTE KOIMYECTBO M MAEHTUDUKATOPSI

06pasLoB, B TOM YWC/ie OTPULIATENIbHOTO W MOMIOXUTENIbHBIX KOHTPO/bHBIX 06pa3sLoB, OTMETbTE

pacnonioXKeHne NPOGUPOK/CTPUNOB Ha MaTpuLie TepMO6/I0Ka B COOTBETCTBUM C UX YCTaHOBKON U

nposeaute TLP. TMpn Bblbope TecTa [A0/MHKHa OTOOpaxaTbCAa Mporpamma, npuBeAEHHas B

Tabnmue 3.

7.3.12. [Ana petekTupytowmx amnamgukatopoB Rotor-Gene Q, CFX96 n Applied Biosystems
QuantStudio 5:

MposeauTe MNLLP ¢ yueToM 06BbEMA peakLMOHHOA CMecu, paBHOro 35 MK/1, MO NporpaMmam
amnanukaumm, npueeagHHbIM B Tabnuuax 4, 5, 6 COOTBETCTBEHHO.

Tabnuua 3 - [porpaMma amnavpukaumn [And  OeTeKTUPYHOLWMX — aMninguKaTopos

«ATnpanm», «4Tnaint» (pacoska S)

Pexxum
No 6/10ka Temn%[()?Typa, MUH c Uwncno umknoB OMTUYECKUX Twvn 610ka
V3MEPEHUIA
80 0 30
1 o 1 20 1 Linkn
A 0 30
2 4 0 5 5 Linkn
A 0 10
3 64 0 15 45 Linkn
4 A 0 5 1 Linkn
5 b XpaHeHve XpaHeHne

\£ PEXKUM OMTUYECKMX M3MEPEHNIA

' - TECT /191 LETEKTVPYIOLLMX aMM/IMMKaTopos cepum AT co3faéres nyTém BBOZA NapameTpos (MapaMeTpb!
TecTa yKasaHbl B [puioxkeHn A) Win NpefoCcTaBNSeTcs Npov3BoAMTeNIeM Habopa peareHToB.
’ - donycKaeTcs XpaHeHve npu Temnepatype 10 °C
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Tabnuua 4 - lNporpammMa amMnan@uKauum na AeTekTmpyroLLero amnangurkaropa Rotor-Gene

Q (eacoBska S, NpPo6upKN)

Ne
/Cycling

Cycling

Cycling 2

Cycling 3

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

TemnepaTypa, °C
[Temperature

80 deg
94 deg
94 deg
57 deg V
94 deg

57 deg V

Bpewms, c KonnyecTso UnKIoB
/Hold Time, s /Cycle Repeats
60
1time
90
30
5 times
15
10
45 times
15

Tabnuua 5 - [porpaMma amnanukaumm Ang AeTekTupyrowmx amnamgpumkatopos CFX96

(chacosku S, U)

Ne 6/10Ka (Step)

1
2

4

Temnepatypa, °C

80

94

94
64 V

Bpewmsa KonnyecTtso LMKNOB
MUH: CeK (noBTOPOB)
01:00 1
01:30 1
0:15
50
0:20

V- pexxvim onTryeckmx n3MepeHuii (Plate Read), ycTaHOBUTL M3MepeHIe (hyopecLeHLmn no
HeobXo4VMbIM KaHaslam aeTekumm (Fam, Hex) nipu 64 °C

Tabnuua 6 - [porpamma amnanukaumnm pns  OeTEKTUPYHIOLMX  aMnianguKaTopos

Applied Biosystems QuantStudio 5 (dpacosku S, U)

Cragmns Ne wara

Cragus 1
yaepXaHus 5
Cragna 1
rup 9

Temnepatypa, °C

80

94

94

64 V

Bpewms KonnyecTtso UyKIoB
MUWH: CeK (nosTopoB)
01:00 1
01:30 1
0:20
50
0:20

V- c60p faHHbIX A1 HeobxoauMbIX qutyopotopos (Fam, Vic (Hex)) Bk/toueH
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7.4. MoarotoBka v nposegeHue MNMUP. dacoBka U, pyyHoe Ao3npoBaHue

BHUMAHWE!

1 [nsa amnnvgukauuy cnefyeTt Menonb3oBaTb 0OL4HOPA30Bble aMMINPUKALMOHHbIE NPOOUPKHY

o6bémom 0,2 Mn mnnm mMukponnaHweTbl MNLP 96 NyHOK’, repmeTusnpyemble TEPMOMIEHKOMN.

He pekomeHZyeTCA  MCMOMb30BaTb  CTPUMOBAHHbIE NPOOMPKM B CBA3M C  OMACHOCTbIO

NoCTamMNIM(NKaLMOHHOM KOHTaMUHALMN.

2. Mpwn npoBefeHUM Bce.X NOCNeAyoLWMX AeneTBUiA cnefyeT n3beraTb BO3AENCTBUA MPAMbIX

COJTHEYHbIX /TyYei Ha MPOBMPKM CO CMECLIO A1t amnanguKaLmm!

7.4.1. TpomapkupyiiTe HeOOXO4UMOEe  KO/IMYECTBO  OAHOPA30BbIX  aMMIN(UKALMOHHBIX
npo6upok o6bémMom 0,2 mMn uam MukponnaHweT TP 96 nyHOK Ans Hem3BEeCTHbIX
06pasLoB, 418 OTPULATENILHOrO KOHTPO/ibHOro obpasua (K-) v gng nonioXxuTenbHOro
KOHTpOnbHOro obpasya (K+).

MprMeyaHue - PekoMeHAyeTcs NMocTaHOBKa He MeHee 5 06pasLioB B O4HOM UCCeA0BaHWN (3 HEU3BECTHBIX

00pasua, OTpULATENbHBIV 1 MONOXUTE/bHBIA KOHTPO/bHbIE 06pasLbl).

Mpumep:

Heobxoa1mo npoaHasm3npoBaTh 4 HeW3BECTHbIX 06pasLa. [/19 3Toro Hy)KHO NMpoMapKupoBaTh 4 Npodupku/

3ape3epBupoBaTh 4 SlyHKV MUKPOT/IAHLLETA [/1 HEU3BECTHbLIX 00Ppa3LIoB, OfHY NMPOBGUPKY/NYHKY ans «K-» 1

OAHY NPOBUPKY/NYHKY An1s «K+», OBLLee KOMYeCTBO NPOBUPOK/MYHOK - 6.

7.4.2. BcTpaxHuTe NPOOMPKY CO CMECHIO 41 aMMIM(IMKALMN HA MUKPOLLEHTPUYre-BOpTEKCE B
TeyeHue 3-5 ¢ 1 LeHTPUGYrmpyiTe Ha MUKPOLEHTPUQYre-BopTeKce B TeyeHne 1-3 c.

7.4.3. BHecuTe BO BCe MPOMapKMpOBaHHbIE MPOBMPKN/HEOOXOANMbIE N3LLKX MUKPOMIaHLWweTa
(Bkntoyas «K-» n «K-b») no 6,0 Mk cMecn A amnangukaumm.

74.4. BcTtpaxHuTe npobupkn ¢ TLP-6ydepom u nonumepasoin TexHoTag MAX Ha
MUKPOLEHTPUYre-BopTeKce B TeueHne 3-5 ¢ 1 LeHTpUGYrupyiite Ha MUKPOLLEHTpUdYTe-
BOpTEKCe B TeyeHue 1-3 C.

BHUMMAHWE! Monumepasy TexHoTag MAX Heob6xoAMmO [oCTaBaTb M3 MOPO3U/IbHOW

KamMepbl HernocpeACTBEHHO Nepes, UCnosb30BaHNEM.

7.4.5. MpurotoBbTe cMech MLP-6ydepa ¢ nonumepasoin TexHoTaq MAX. 1ns aTOro cmellaniTe
B OTZe/IbHOM OAHOPAa30BON NPOOUPKE:

. 6,0 X(N-(-1) mkn MLIP-6ydepa,

. 0,3 X (N-bl) mxn nonumepasel TexHoTag MAX,

rae N - KO/MMYecTBO MPOMApPKMPOBAHHbLIX MNPOOMPOK/KONNYECTBO HEOOXOAMMbBIX JTYHOK

MUKpONaHLeTa € YYETOM «K-» N «K+».

' - Ana AeTEKTVPYHOLLWX amMnndmkaTopoB «ATnainm» n Rotor-Gene Q MUKpOM/aHLLETbI 96 NYHOK He
CNOMb3YHOTCA
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Mpumep:

HeobxogumMo  npoaHasm3vpoBatb 4  HeM3BECTHbIX o6pasua, «K-», «K+»,  [1poMapKMpoBaHHbIX

NMPOGUPOK/HEOOXOANMBIX JTYHOK MUKpOr/aHeta - 6. HykHO npurotoButb cMecb [MLP-6ydepa u

nommmepasbl TexHoTag MAX ana 7 (6+1) npobupok/nyHok, T.e. 42 mkn MLUP-6ytepa + 21 MKn

nonvmepasbl TexHoTag MAX.

7.4.6. BcTpsxHuTe npoGMPKY C NPUroTOBMEHHON cMecbto TILIP-6ydepa ¥ nonvMmepasbl
TexHoTag MAX Ha MUKPOLEHTPU(Yre-BopTeKCe B TedeHne 3-5 ¢ 1 LeHTpUyrmpyinTe Ha
MUKPOLIEHTPUYre-BopTeEKCE B TeveHne 1-3 .

BHMMAHWE! Cwmecb MNMUP-6ygepa n nonumepassl TexHoTag MAX Heo6X0AMMO rOTOBUTb

HenocpesCTBEHHO Nepes UCMOo/b30BaHVEM.

7.4.7. [OobaBbTe BO BCE MPOMAPKMPOBaHHbIE NMPOBUPKM/HEOOXOAMMbIE NYHKU MUKPOMIaHLIeTa
CO CMECbto Ana amnamdmkaumm no 6,0 mkn cmecum MNLP-6ydepa 1 nonnmepasbl TexHoTaq
MAX. HennoTHO NpMKPOTE NPOGUPKMK.

BHMUMAHWE! Tlocne po6asneHus cmecn MLP-6ygepa n nonumepassl TexHoTaqg MAX B

NPOBUPKM/NYHKN CO CMECHIO ANA aMNINUKaLMM HEO6X0AMMO B TeYEHME ABYX YACOB BbIMOMHUTb

7.4.8-7.4.14.

7.4.8. BCTpAxHUTE  NpPOOGUPKY C  MOMIOXWUTENIbHbIM ~ KOHTPO/IbHbIM ~ 06pasyoM  Ha
MUKPOLIEHTpUYre-BopTeKCe B TedeHMe 3-5 C 1 LeHTpUAYrnpyiiTe Ha MUKPOLEHTpUQyre-
BOpTeKce B TeueHue 1-3 c.

BHNMAHWE!

1 Mepen BHeCceHVWEM B MPOOMPKW/NYHKM C peakuMOHHOM cMmecbto ana npenapata AHK u

OTPULLATENIBHOTO  KOHTPO/MbHOTO — 06pasiia Heob6XOAMMO  BbIMONHWUTL  PeKOMeHZauuMn o

ncnosnb3oBaHnio  npenapata  [AHK, npvBeféHHble B MHCTPYKUMM N0 MPUMEHEHUIO

Habopa/KoMM/ieKTa peareHToB 4/1s BblgeneHns HK.

2. Mpu ncnons3oBaHun ang sbigeneHna AHK komnnektos peareHToB NMPOBA-HK, MNMPOBA-

PAMNLA, TMPOBA-IC (Tonbko B Cny4yae, eciv Mocfe BblgeNleHNs HagocafoyHas >XUAKOCTb,

cogepxauias BbigeneHHyto AHK, 6bina nepeHeceHa B HOBble MPOGUPKKN) BCTPAXHUTE NMPOBUPKN C

npenapatom AHK 1 oTpuuartesibHbIM KOHTPO/IbHBIM 06pa3LoM Ha MUKPOLIEHTPUMYre-BopTeEKCe B

TeueHne 3-5 ¢ 1 LeHTPUGYrpyinTe Ha MUKPOLIEHTPUGYTre-BOPTEKCE B TeUeHne 1-3 C.

3. Mpy wmcnonb3oBaHUM Ana BoblgeneHms JHK Habopos peareHToB MPOBA-MU-PAMALA,

MPOBA-MY MAKC Heo6XxoAMMO, He BCTPAXMBaAsA, LEHTPUDYrnposatb NPobUpKM ¢ npenapaTom

OHK 1 oTpuuaTenbHbIM KOHTPO/IbHbIM 06pa3LoM Ha MUKPOLEHTpUQyre-sopTekce B TeyeHme 1-3

C, 3aTeM NomecTuTb NpPobupku ¢ npenapatoM AHK B MarHWTHbIV wWTatue. B ciydyae ecnu nocne

BblAe/IeHNS Hafocaf04uHas XXUAKOCTb, coAepXatlas BoblgeneHHyo AHK, 6b11a nepeHeceHa B HOBble

MPOBUPKN, cnefyeT BCTPSXHYTb NPOGUPKM ¢ npenapatoM AHK 1 oTpuuatenbHbIM KOHTPO/bHbIM
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06pasLoM Ha MUKPOLEHTpU(yre-BopTekce B TedeHne 3-5 € U UeHTpudyrnpoeatb Ha

MUKPOLIEHTPUYre-BOpTEKCe B TeveHne 1-3 C.

4, [ns npefoTBpaLLEeHNs KOHTaMUHaLMK cnefyeT nepef BHeceHnem JHK oTKpbIBaTb KPbILLKM

TOMbKO TeX MPOBGUPOK, B KOTOpPble OyAeT BHOCUTLCA AaHHbIA 06pasel, M 3aKpbiBaTb WX, Nepef

BHECEHMEM crefytoLlero. 3akpbiBaiiTe nNpobupku nnotHo. Mpenapatbl AHK 1 KOHTPO/bHbIE

06pasLibl crieflyeT BHOCUTb HAKOHEYHUKaMW C (DUNIbTPOM.

7.49. BHecute B COOTBETCTBYIOLME MPOMAPKMPOBaHHbIE MPOBUPKU/HEOOXOANMBIE TYHKN
MUKponnaHweTta no 6,0 MKA BblgefieHHoOro wu3 o6pasyos npenapata AHK. B
NPOGUPKU/NYHKK, NpoMapKunpoBaHHble «K-» 1 «K-b», IHK He BHocuTCA.

7.4.10. BHecuTe B NPOGUPKY/NYHKY, MNPOMapKupoBaHHyl0 «K-», 6,0 MKI oTpuLaTensHoro
KOHTPO/IbHOrO 06pasua, npoLueswero aTtan sblgeneHns AHK (cm.7.1).

7.4.11. BHecuTe B MPOOMPKY/NYHKY, MPOMapKMpoBaHHY «K-b», 6,0 MK MONOXWUTENbHOrO
KOHTPO/IbHOr0 06pasLia.

7.4.12. B cny4yae ncnonb3oBaHua MnkponaaHweTos MNUP 96 nyHok:

7.4.12.1 MomecTunTe aKKypaTHO, He BCTPSAXMBas, MUKponaHLeT MLIP B N0AN0XKY yCTpocTBa A/
3aneyarbiBaHus nnaHweToB JTnak.

7.4.12.2 MpoBeayuTe 3anevaTbiBaHNe MMKponnaHLeTa MNLP nonnmepHoi TepMONIEHKOR COrnacHo
PYKOBOZACTBY MO 3KCnayaTauum npnbopa ATnak.

7.4.12.3 UenTpudyrunpyite mukponnadiwwet MLP npn RCF(g) 100 B TeueHwne 30 c.

7.4.13. B cny4ae ncnonb3oBaHUs NPoGUPOK:

LleHTpudhyrmpyiite Bce NPOGMPKM Ha MUKPOLIEHTPUYre-BopTeKce B TedeHue 3-5 ¢ (Npu
ncrnonb3oBaHUK Ana nposegeHus MUP getektupytowero amnangukaropa Rotor-Gene Q
LieHTpUyrmpoBaHne He 0653aTe/bHO).

7.4.14. YcrtaHoBuUTe BCe Mpobupku/mMukponnaHweT MUP B geTekTupyowuii amnandukatop u
nposeauTte MUP (7.4.15, 7.4.16).

7.4.15. [Ana feTeKTUpYHOLWMX aMmnangrkatopos cepumn AT:
3anyctute nporpammHOe 0becrneveHvie AeTEKTUPYIOLLero aMmnangukaropa. MNpu nepsom
nposegeHun TLIP 3arpy3uTe COOTBETCTBYHOLWMIA TecT'. [anee M Npu Nocnegyrouimx
MOCTaHOBKaxX  CO3faiiTe  COOTBETCTBYHOLMIA MPOTOKON  WUCCNEA0BaHUA:  YKaXMUTe
KOMMYeCTBO W WAEHTUMMKATOPbI 06pasuoB, B TOM 4MUC/e OTPULATENIbHOTO U
MONOXMTENIbHOr0  KOHTPO/IbHBIX 06pa3LoB, OTMETbTe pacnooXeHne 006pa3LoB Ha
maTpue Tepmo6/ioKa B COOTBETCTBUM C X YCTaHOBKOW M nposeanTe MLIP. Mpu Bbibope

TecTa [jo/KHa 0TOBpaXKaTbCs NporpavMma, NpuBeAgHHas B Tabnuue 7.

' - TECT 419 AETEKTVPYHOLLMX aMrinkaTopos cepum AT co3aaéTes nyTém BBOAA NapamMeTpoB (rMapameTpbl
TecTa yKasaHbl B [punoxkeHn b) niv npefocTaB/seTcs npov3soAUTeIeM Habopa peareHToB.
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7.4.16. [Ona petektupytowmx amnnungukatopos CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:
MposeauTe MLP ¢ yueToM 06bEMa peakLMOHHOM CMeCK, paBHOro 18 MK/, No nporpaMmam
amnamgukaummn, npreeaEHHbIM B Tabnmuax 5, 6, 8 COOTBETCTBEHHO.

Ta6bnuua 7 - T[porpaMma amnaudukaumnm Ansa  OeTeKTUPYIOWMX  aMNIMguKaTopoB

«ATnparim», «ATnaint» (dpacoska U)

Pexxum
No 6/10ka TemnipgTypa, MVH c Uwncno uknos OMTUYECKMX Twn 6110ka
V3MEPEHNI
a0 0 3)
1 o 0 5 15 Livkn
2 A 5 00 1 Linkn
A 0 30
3 64 0 15 > Vv Laikn
A 0 10
4 64 0 15 45 Livkn
5 A 0 5 1 Linkn
6 25 XpaHeHvie XpaHeHne

V£ PEXXMM OMTUYECKIX U3MEPEHUIA

Tabnuuya 8 - lNporpamma amnavpuKaLumn na geTektmpytowero amnangukartopa Rotor-Gene

Q (cpacoska U)

No Temnepartypa, °C Bpewmsg, ¢ Konnyectso UMKNOB
/Cycling /Temperature /Hold Time, s /Cycle Repeats
Cycling gg ggg 3%)0 1time
Cycling 2 534 d(izgv ig 5 times
Cycling 3 534 d(iggv 1\2 45 times

V- pexxuM  OMTUYECKUX W3MEPEHWIA, YCTaHOBUTL M3MepeHue (lyopeclieHumMn (Acquiring) no KaHanam
Jetekumm Green (Fam) n Yellow (Hex) npu 57 °C

- [IONycKaeTcs XpaHeHve npu Temnepatype 10 °C
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7.5. MogroToBka n nposefeHwe MLP. dacoBka U, ¢ ncnosib3oBaHMeEM [LO3UPYHOLLETO
ycTpoincTBa A TcTpuM (TONbKO ANA AeTEKTUPYHOLWEro amnandukaropa «4Tnpaims»
B MoantuKaunn «ATnpanm *X*»)

BHUMAHWE!

1 Ona  amnaudukaumm  cnegyeT  MCNoNb3oBaTb  MMKponnaHwetbl [LUP 384  nyHKwM,

repmeTusnpyemMble TePMOMIEHKOMN.

2. Mpn nNpoBefeHUN BcexX NOcnefytowmx LenCcTBUA cneayeT n3beratb BO3AENCTBUS NPAMbIX

COJTHEYHbIX Ny4eit Ha MPOOMPKM CO CMECHIO A/1s amnngmKaumm!

MpumeyaHue - PeKOMEHAYETCs MOCTaHOBKA He MeHee 5 06pasloB B OOHOM  MCCMefoBaHUM
(3 HEM3BECTHbIX 00Pa3LLa, OTPMLIATE/bHBIV 11 MOMOXKUTE TbHBIA KOHTPObHbIE 06Pa3sLibl).

7.5.1. BcTpAxHMTE NPOBMPKY CO CMECHIO AN ammanUKaLMmM Ha MUKPOLEHTPUGYre-BOPTEKCE B
TeyeHue 3-5 C U LEHTPUGYrpyrTe Ha MUKPOLLEHTPUGyre-BopTeKce B TeueHne 1-3 c.

7.5.2. BcTpaxHute npobupku c¢ TLP-6ycepom u nonumepasoinr TexHoTaq MAX Ha
MUKPOLIEHTPUMYTe-BOPTEKCE B TedeHne 3-5 € 1 LeHTPUYrupyiTe Ha MUKPOLEHTpUQYyre-
BOpTeKce B TeueHue 1-3 c.

BHUMAHWE! [Monuwvepasy TexHoTag MAX HeobxoaumMo focTaBaTb M3 MOPO3W/IbHOWA

KaMepbl HeNoCpeLCTBEHHO Mepes UCMOo/b30BaHVEM.

7.5.3. Cnepays ykaszaHusm MO posupytoLlero yctpoiictea ATCTpuM, NPUroToBbTE B OTAE/bHOM
0/1HOpa30Boi Npobupke cmeck MLP-6ydepa ¢ nonnmepasoi TexHoTag MAX.

75.4. BcTpsaxHWTe nNpobUpKy C NpUroToBneHHoW cmecbto TLP-6ydepa n  nonumepasbl
TexHoTaqg MAX Ha MUKPOLEHTpU(Yre-BopTeKCe B TeueHue 3-5 ¢ 1 LeHTpUgyrupyinTe Ha
MVKPOLIEHTPUMYre-BopTeKce B TeyeHne 1-3 C.

755, BcTpaxHWTe  Npo6GUPKY C  MOMOXKWUTE/IbHbIM  KOHTPO/bHbIM ~ 00pasuoM  Ha
MUKPOLEHTPUGYre-BOpTEKCe B TeueHue 3-5 C 1 LeHTPUYrupyinTe Ha MUKPOLLEHTpUdyre-
BOpTEKCe B TeyeHue 1-3 C.

BHNMMAHWNE!

1 Mepen nposegeHnem posnposaHua ansa npenapata AHK n oTpuuaTenibHOro KOHTPO/IbHOIO

obpasya HEeo6XO0AMMO BbIMONHMTL PEKOMEHZaUMM Mo  WCMonb3oBaHWio npenapata  [AHK,

npvBeLEHHbIE B UHCTPYKLMM NO NPYMEHEHUI0 Habopa/KOMMIeKTa peareHToB 415 Bbigenenus HK.

2. Mpn ncnons3osaHuu ana soblgeneHna AHK komnnekTos peareHtos NMPOBA-HK, NMPOBA-

PAMA, TPOBA-I'C (Tonbko B Cny4vae, eciv nocne BblAefeHMs HagocagovHas >KUAKOCTb,

cofepxallas BolaeneHHyto OHK, 6biia nepeHeceHa B HOBblE MPOBGUPKN) BCTPAXHUTE NPOBUPKM C

npenapatom AHK v oTpmuaTtensHbIM KOHTPO/IbHBIM 06pa3LoM Ha MUKPOLIEHTpUQYyre-BopTeKce B

TeyeHne 3-5 ¢ 1 LEeHTPUYrmpyinTe Ha MUKPOLIEHTPUGYre-BopTeKee B TeyeHne 1-3 c.

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



NaHK-TEXHONOT WA NHCTPYKUMA No NPUMEHEHNIO Jnct 33
HHV-6 Jinctos 41

3. Mpn mcnonb3oBaHun ana BblgeneHns AHK Habopos peareHtoB MNMPOBA-MY-PAMAA,

MPOBA-MY MAKC Heo6Xxo4MMO, He BCTpsAXMBasA, LEHTPUQYrnpoeatb NPooUpKK ¢ npenaparom

OHK v oTpuLaTeibHbIM KOHTPObHBIM 06pa3LoM Ha MUKPOLEHTPUMYre-BopTeKCe B TeyeHne 1-3 c,

3aTeM MoOMecTUTb Npobupkn ¢ npenapatoM AHK B MarHUTHbIA wWTatue. B cnyyae ecnu nocne

BbIZle/IeHMs Ha[0Ca0YHasA XNAKOCTb, cofepxallas BblgeneHHyo AHK, 6bina nepeHeceHa B HOBble

MpPoBbupKK, Crefyet BCTPAXHYTb NPo6upku ¢ npenapatom AHK v oTpuuatenibHbIM KOHTPO/IbHbIM

06pasLoM Ha MUKPOLEHTpUyre-sopTekce B TeyeHne 3-5 C U UEHTpPUYrmposBaTb Ha

MUKPOLIEHTPU(Yre-BOpTEKCe B TeueHne 1-3 C.

7.5.6. YcraHOBMTe MPOGUPKM CO CMeCblo ANnd amnaudukauumn, co cmecbto TLIP-6ydepa m
nonumepasbl TexHoTay MAX, c npenapatamn AHK, oTpuuaTeslbHbIM KOHTPO/IbHbIM
06pa3sLoM 1 MONOXUTENbHBIM KOHTPO/IbHBbIM 06pasLom, a Takke MukponnaHwet MLUP Ha
pabounii cton A TCTpUM 1 NpoBeAUTe A03UPOBaHME KOMMOHEHTOB COrNlaCHO PYKOBOACTBY
Mo sKcnayaraumu.

7.5.7.  TlomecTuTe aKKypaTHO, He BCTPsIXMBasi, MUKponiaHweT MNLP B noaioXkKy ycTpoicTsa ans
3aneyatbiBaHus NaHWeToB ATnak nocne 3aBepLueHUs MnporpaMMbl Ha LO3MPYHOLLEM
ycTpoiictee ATcTpum.

7.5.8.  [MpoeeauTe 3aneyatbiBaHne MuKponaaHweTa MLP nonnMepHoi TepMONIEHKO CornacHo
PYKOBOACTBY MO 3Kcryartauum npuoopa ATnak.

7.5.9.  UeHTtpudyrunpyiite mmukponnaHweT MLP npu RCF(g) 100 B TeueHue 30 c.

7.5.10. ¥YctaHoBuTe MmuKponnaHLweT MLP B 6/10K AeTeKTUpYytoLWero amnangukaropa.

7.5.11. 3anycTtuTe nporpamMHoOe 06ecrneyeHue AeTeKTUPYOLLEro amnangukaTopa. Mpu nepsom
nposegeHnn TLIP 3arpy3unTe COOTBETCTBYHOLWMIA TecT'. [danee un npu nocnegyrouimx
MOCTaHOBKaX CO3f4aiTe COOTBETCTBYIOLUMIA  NPOTOKON  WCCNEAOBaHWA:  YKaXKuUTe
KOMIMYECTBO U WMAeHTU(MKaTOpbl 00pasyoB, B TOM 4uC/e OTPULATENIbHOTO U
MONOXWTENbHOTO KOHTPO/IbHbIX 00pasLoB, OTMETbTE pacLofioKeHVe 06pasloB Ha
MaTpuLe TepmMo6/10Ka B COOTBETCTBMM C MX YCTaHOBKOW W nposeauTe MLUP. Mpu BbiGOpe

TecTa Ao/MKHa 0TOBpaXKaTbCs MPOrpamma, NpuBeaéHHas B TabnuLe 7.

8. PEMMCTPALUNA PE3YJIbTATOB AMIMT/TMOUNKALNA
Pernctpauys curHana q1yopecLeHUUn NPoBOAMTCS AETEKTUPYIOLMM aMNangKaTopoM

dBTOMaTUYECKN BO BPEMA aMI'IJ'II/I(*)VIKaLl,VII/I.

“ - TECT [/191 [IETEKTUPYHOLLWX aMn/IndvKaTopoB cepi T co3aaéTcs nyTém BBOAA NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B MpunoxxeHnn B) nim npenocTaenseTcs NpousBoauTesieM Habopa peareHToB.
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9. YUET N UHTEPMPETALUWA PE3Y/IbTATOB

9/1. YUéT pesynbTaToB amnangukaumMm OCYLLECTBIAETCA aBTOMATUYECKM C  MOMOLLbIO
NporpaMmmHOro obecneyeHuns, NOCTaB/ISEMONO C ETEKTUPYHOLLMM aMMnINGUKATOPOM.
9.2. Mpn ncnonb3oBaHNN feTeKTUpyLWMX amnangukatopos CFX96 crnefyeT Mcnosib3oBaTb

perpeccuMoHHbln Tvn aHanmM3a (Cq Determination Mode: Regression), BO BKagke
«Baseline Subtraction» Heob6xoanmo BblbpaTb «Baseline Subtraction Curve Fit».

9.3. VHTepnipeTayms pesynbTaToB MPOBOAUTCA B COOTBETCTBMM C Tabnuuein 9. PesynbTathbl
MOCTaHOBKN Ba/IMAHbI, €C/M  BbIMOMHAKTCA YC/IOBUA WHTEPRpeTauum pesynbTaros,
MONYYEeHHbIX A/1 KOHTPO/bHbIX 06pa3L0oB.

Tabnuuya 9 - NHTepnpetaums pesynstaTtos MLP

KaHan getekuumn

Fam/Green (1ckomas HexAellowAic VIHTepnpeTauus pesybTaTa

(BHYTpeHHMI
ARK), CpICa/CL ipons), Cp/Ca/Ct

HewnssecTHble o6pasupl

YKa3aH He yuuTbiBaeTCs O6Hapy»xeHa AHK Human herpesvirus 6

(HHV-6)
He o6Hapy>keHa JHK Human herpesvirus 6
He ykasa
yKa3zaH YkasaH (HHV-6)
He ykasaH He ykasaH HepocToBepHbIil pesynbTtat

OTpuuaTtenbHblii KOHTPO/bHbIV 06pasel,

OTpuuaTenbHblii pesynbTaTt

He ykasaH YKazaH
Pe3ynbTaTbl NOCTaHOBKW BaMaHbI
MONOXUTENbHBIA KOHTPO/IbHbIV 06paseLy

MONOXMTENbHbIN pe3ynbTaT
Pe3ynbTaTbl MOCTAHOBKW Ba/IUAHbI

9.4. HefocToBepHbIi  pe3ynbTaT MOXeT O6blTb CBf3aH C MPUCYTCTBMEM WHIMOUTOPOB B
npenapate AHK, nony4yeHHOM 13 6MONOrNMYECKOro MaTepuana; HeBepHbIM BbIMOIHEHNEM
MPOTOKONA aHa/n3a; Hecob6/MAeHMEM TEMMEPATYPHOrO pexunma aMmnangukauum n ap.
B aTom cnyyae TpebyeTcs noBTopHOe nposeaeHue MLP ¢ nvetowmmes npenaparom JHK,
nnbo nosTopHOe BbideneHne OHK u noctaHoBka [LP ans atoro o6pasua, nmb6o
MOBTOPHOE  B3ATWE  OGMONOrMYECKOro Mmatepuana Yy naumeHta  (BbIMOMHAETCS

YKasaH He yunTbiBaeTcs

nocneo0BaTeNbHO).

9.5. Mpn MONMy4YeHUM TMOMOXKMTENLHOTO pe3y/bTaTa ANs OTPULATENbHOTO KOHTPO/IbHOFO
06pasla pesynbTaThl BCeli MOCTAHOBOYHOM CEPUM CUMTAOT HEOCTOBEPHLIMU. B 3TOM
Crlyyae HeoOXOAMMO MPOBeAeHME CheuManbHbIX MeponpuATUA AN BbISIBNEHUS W
YCTPaHEHs BO3MOXHOI KOHTaMUHALWN.

9.6. Mpn MONMy4YeHUNM OTPULLATENLHOTO pe3y/bTaTa AN MONOXKWUTENbHOrO KOHTPO/IbHOIO
o6pasla pe3y/nbTaTbl BCeli MOCTAHOBOYHOW CEPUM CUMTAOT HeAO0CTOBEPHLIMU. B 3ToM
cnyyae TpebyeTcs NOBTOPHAs MOCTAHOBKA aMNM(MKALMKN BCEI NapTuK 06pasLioB.

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



A IHK-TEXHONOM Ut V'HCTPVKMV'HH:R/ répreHeHmo nnch 321
- NCTOB

10. TPAHCIMOPTUPOBAHWE, XPAHEHWE N SKCIJTYATALUNA

KY1.  TpaHcnopTuposaHue

t0N1N1. TpaHCNOPTMPOBaHWE Habopa peareHTOB OCYLLECTBAAT B TePMOKOHTeiHepax ¢
XNafo3NIeMEHTaMN BCEMW BMAAMU KPbLITOTO TpaHcrnopTa Mpu Temnepatype BHYTPU
TEPMOKOHTEHepPa, COOTBETCTBYHOLEN YCNOBUAM XpPaHEHWs KOMMOHEHTOB, BXOASALLMX B
COCTaB Habopa peareHToB.

10/1.2. ®acoBka S
[lonyckaeTcs  TpaHCMOPTMPOBaHME Habopa peareHTOB B TEPMOKOHTEHepax ¢
XNaf0o3/IEMEHTAMN BCEMW BMAAMU KPbLITOrO TpaHcnopTa Mpu TemnepaTtype BHYTPU
TepMOKOHTeliHepa oT 2°C ao 25°C He 60nee 5 CyTOK.

ton.3. dacoBka U

t001.31 [lonycKaeTcs TPaHCMoOpTUPOBaHMe Habopa peareHTOB, 3a WCK/IKOYEHMEM Mo/iMMepasbl
TexHoTaq MAX, B TEPMOKOHTEHepax C X/af03/1eMEHTaMXU BCEMW BWAAMW KPbITOrO
TpaHcnopTa npu TemnepaType BHYTpU TepMOKOHTeliHepa oT 2 °C ao 25 °C He 6onee
5 CyTOK.

10/1.3.2 lonyckaeTcs TpaHCNOpTMpoBaHMe nonmmepasbl TexHoTag MAX B TEpPMOKOHTENHepax ¢
XNaflo3NIeMEHTaMN BCEMW BWAAMU KPbITOro TpaHCropTa Mpu TemnepaType BHYTPU
TepMOKOHTeiiHepa o 25 °C He 6onee 5 CyTOK.

FOJTIA Habopbl peareHTOB, TPaHCMOPTMPOBaHHbIE C HapyLUeHVEM TeMMepaTypHOro pPexuma,
MPUMEHEHWIO He MOoA/IeXaT.

10.2. XpaHeHwue

10.2/1. dacoBka S
Bce KOMNOHeHTbI Habopa peareHToB CneayeT XPaHUTb B XOM04UTbHUKE UK XON04UTbHOM
Kamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHMe BCEro Cpoka rogHocTn Habopa
peareHTOB. CMecCb An1s aMnngukauuy, 3arnevyaTaHHY napajyHOM, CrefyeT XpaHuTb
B 3alUMLLEHHOM OT CBETa MeCTe.

10.2.2. dacoBka U

10.2.21 Bce KOMNOHEHTbI Habopa peareHTOB, 3a UCK/OYeHMeM nonnmepasbl TexHoTaq MAX,
cnefyeT XpaHUTb B XONOAWIBHUKE WK XONOAUNLHOM KaMepe npu TemnepaType oT 2 °C
£0 8 °C B TeyeHue BCero cpoka rogHocTu Habopa peareHToB. CMech /1 aMniMgukaLmm
cneayet XpaHuTb B 3alLMLLEHHOM OT CBeTa MecTe.

10.2.2.2 Monumepasy TexHoTagq MAX cnemyeT XpaHUTb B MOPO3W/bHON KaMepe npu Temnepatype
0T MUHYC 22°C o MuHyc 18°C B TeYeHMe BCEro Cpoka rofHocTu Habopa peareHToB.

10.2.3. Habopbl peareHTOB, XpaHVBLUMECA C HapyLUEHWEM PerfiaMeHTUPOBAHHOIO PeXnma,

MPUMEHEHNIKO HE MOASIEXKAT.
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10.3.  YKasaHuA no akKcnayarauum
10.3.1. Habop peareHTOB [JO/MKEH MPUMEHSATLCA COrMacHO AENCTBYIOLWEN BEPCUMM YTBEPXKAEHHON

WHCTPYKLMUN MO NPUMEHEHUIO.

10.3.2. OnAa nosy4veHWs [LOCTOBEPHbIX pPe3y/nbTaToB HE0OXOAMMO CTPOroe Cob6MofeHue

WHCTPYKLUW MO NPUMEHEHUIO Habopa peareHToB.

10.3.3. Tocne BCKPbITUA YMaKOBKM KOMMOHEHTbI Habopa peareHTOB CriefyeT XpaHuTb npwu

CefyroLmx YCnoBUsX:

- KOMMOHEHTbI Habopa peareHToB, 3a WCKIO4YeHMeM nonumepasbl TexHoTag MAX,
cneayeT XpaHWUTb B XONOAUbHUKE WA XONOAULHOM KaMepe npu Temnepatype ot 2 °C go 8 °C B
TeyeHne BCEro Cpoka rofHoCcTV Habopa peareHTos;

- nonumepasy TexHoTag MAX cneayeT XpaHWTb B MOPO3WIbHOM KaMepe npu
Temnepartype oT M1HycC 22°C o MuMHyC 18°C B TeUYeHMe BCEro Cpoka rof4HoCTN Habopa peareHTos;

- CMecb A1 aMnanmKauum U CMecb 418 aMnanurKaumm, 3aneyataHHy0 napauHom,
CneflyeT XpaHuTb B XONIOAW/bHUKE UK XONOAWLHON KaMepe npu Temnepatype ot 2 °C go 8 °C
B 3alMLLEHHOM OT CBETa MeCTe B TeYEHMe BCero Cpoka rogHocT Habopa peareHToB.

10.3.4. Habopbl peareHTOB C UCTEKLLUMM CPOKOM FOAHOCTU MPUMEHEHUIO HE MOA/eXaT.

11. YKASAHWA MO YTUIN3ALNIN
11.1.  Mpu wucnonb3oBaHWKM Habopa peareHTOB B KAVHMKO-AMArHOCTUYECKOW nabopaTtopuu
obpasyloTca  0TX0fbl Knacca B, KoTopble YTWAM3MPYKOTCS B COOTBETCTBUM C
TpeboBaHunAMM CaHlMnH 2.1.3684-21 n MY 1.3.2569-009.
11.2.  Habopbl peareHToB, NPULUEALLNE B HENPUIOAHOCTb, B TOM YWC/E B CBA3N C UCTEYEHNEM
CpPOKa FOAHOCTYM, MOBPEXAEHMEM YMaKOBKW, MOAMEXAT YTUAN3ALMU B COOTBETCTBUM C
Tpe6oBaHuaMu CaHllMnH 2.1.3684-21.

12. FTAPAHTUIN N3AFTOTOBUTEJTA
12.1. MpeanpusaTe-U3roToBMTENb FrApaHTUPYET COOTBETCTBME HAB0Pa PeareHToB TpeboBaHMAM
TEXHUYECKUX YCMOBUIA MPU COBMIOAEHUN YCMOBWIA TPAHCMOPTMPOBAHMUS, XPaHEHUs W
3KCN/yaTaLyn, YCTaHOBMEHHbIX TEXHUYECKUMU YCOBUSIMM.
12.2.  Cpok rogHocT Habopa peareHTOB - 12 MecALUeB Mpu COGMIOAEHUN BCEX YCOBUIA

TPaHCNOPTMPOBaHMSA, XPaHEHWS 1 3KCMyaTaLWi.

13. PEMOHT N TEXHNYECKOE OBCJ/1Y>XBAHNE
Habop peareHTOB npefHa3Ha4yeH Ans OAHOKPATHOTNO MPUMEHEHUS W He MNOANEXUT

TEXHUYECKOMY 06CNYXKMBAHWUIO U TEKYLLEEMY PEMOHTY.
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14. cumBonbl, NCIMNOJIb3YEMBbIE NP MAPKPOBKE HABOPA PEAIMEHTOB

MeavLyHCKoe 13aenve ObpaTuTech K MHCTPYKLAM

IVD 119 VArHOCTUKY in Vitro O s MO MPUMEHEHMIO WM K MHCTPYKLWK
MO NPUMEHEHMIO B 3MEKTPOHHOM BIAE
I TeMnepaTypHbIii A1anasoH Homep 1o Katanory
V CopiepXmmoro 0CTaTouHo .
[J15 MPOBEAEHMA <> TeCTOB 1J VisrotosuTens
He ponyckatb

Vicnons3oBarsb 0 .
BO3EVCTBUA CO/THEYHOTO CBETA

[lotd  Kog napmvm (cepun)
[ HecTepubHo
[lata 13roToB/neHus Ariniex
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15. NMeEPEYEHb MPUMEHAEMbIX HALMOHAJIbHbIX CTAHOAPTOB
FOCT 1SO 14971-2021 W3penua  mefuUMHCKMe. T[1pUMeHeHMe MeHe[XKMeHTa pucka K
MEeAULMHCKUM U3AeNNAM
FOCT 15.309-98 Cucrema pa3paboTKy M MOCTAHOBKM NPOAYKUMWU Ha NPOU3BOACTBO. VIcnbiTaHus
1 NPUEeMKa BbIMyCcKaemoii NpoayKumn. OCHOBHbIE MOJIOXEHUS
FOCT P 2.105-2019 EpanHas cucTeMa KOHCTPYKTOPCKON AoKymeHTauun. O6uive TpeboBaHMS K
TEKCTOBbIM [JOKyMeHTaM
FOCT P 15.013-2016 Cuctema pa3paboTKu 1 NOCTaHOBKM MPOAYyKLUMK Ha npoussoacteo (CPIMT).
MeanunHcKme nsgenna
FOCT P 51088-2013 MeauuuHCKe m3fenvs Ana OUarHOCTUKW WMH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbI, KOHTPO/SibHble MaTepuasibl, NuTaTeNlbHble cpefbl. TpeboBaHMs K
N3L4eNNAM U MOALEPXKMBAIOLLEN AOKYMEHTALMN
FOCT P 51352-2013 MeauumMHCKNe U3Lenunsa ANs AMarHOCTUKK UH BUTPO. MeToAbl UCTbITaHWiA
FOCT P NCO 15190-2023 JlabopaTopumn MeguumHckme. TpeboBaHs 6e30MacHOCTM
FOCT P NCO 15223-1-2023 W3penua mefuuuHckue. CMMBOSbI, NPUMEHAEMble A4N1A Mnepefayu
MH(opmaLmm, npefocTasnsemMor nsrotosutenem. Yacte 1 OCHOBHble TpeboBaHUA
FOCT P MCO 18113-1-2015 MeguumHCK1e n3genns Ons AMarHOCTUKKM in vitro. ViHdopmauwms,
npefocTaBnsemMas M3rotoeutesnieM (MapkupoBka). Yactb 1 TepmMuHbl, OnpeaeneHns n obuyme
TpeboBaHus
FOCT P NCO 18113-2-2015 MeauumHCKne mn3fenns Ans AUarHOCTUKM in vitro. MHgopmauus,
npefocTasfifgemMas M3rotosuTenem (MapkmpoBka). Yactb 2. PeareHTbl A4S AUArHOCTUKMK in vitro ans
npog)eccMoHaIbHOro NPUMEHEHUS
FOCT P NICO 23640-2015 N3penus  MeAMUMHCKME A0S OMArHOCTMKM  in vitro.  OueHka
CTabUNbHOCTY peareHToB 4/1 AMArHOCTMKM in Vitro
FOCT P 53022.3-2008 Tpeb0oBaHMs K Ka4eCTBY KMHUYECKMX N1a60paToOpHbIX UccnefoBaHuid, Y.3.
MpaBuna OUEHKN KIMHNYECKON MH(OPMATUBHOCTM 1Tab0opaTOPHbIX TECTOB.
MpuMeyaHne - YKasaHHble Bbllle eTaH4apTbl ObUM AEVCTBYIOMMM HA MOMEHT YTBEPXKAEHMA
VHCTPYKLMM MO MPUMEHEHWIO. B aanbHeliLLem, Npu nosb30BaHWM JOKYMEHTOM, LIENIeco06pasHo NMpoBepUTh
[EVICTBME CCbUIOYHBIX HOPMATMBHBIX [OKYMEHTOB Ha TEKyLMA MOMEHT. EC/M CCbUIOUHbIA [OKYMEHT
3aMeHEH WM U3MEHEH, TO MPU NMPUMEHEHNN HACTOALLIEr0 JOKYMEHTa CriefyeT Mo/b30BaThCA 3aMEHEHHbIM
(M3MEHEHHbIM [JOKYMEHTOM).
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16.  AOPEC ANnd ObPALLEHWSA
Mpon3BOACTBO HAbOPOB peareHToB MMeeT CepTU(ULMPOBAHHYIO CUCTEMY MeEHeMKMeHTa
KauyecTBa M COOTBETCTBYET TpebOBaHWAM CTaHAapTa CUCTeM MeHefKMeHTa kadecTtsa ISO 9001
B 06/1aCTV paspaboTKu, Npon3BoAcTBa 1 npogaxu IVD peareHTOB ¥ NPUBOPOB A19 MONEKYNSAPHO-
reHeTUYECKON [AMarHOCTMKM W Apyroro nabopaTopHoro npumeHeHus un ISO 13485 B 06nactu
pa3paboTKM, Npom3BoACTBA W npojaku IVD peareHTOB ¥ NpMOOPOB AN MeAMLUMHCKON
MOJEKYIAPHO-TEHETUYECKOM ANarHOCTUKN.
MponssognTenb: O6LECTBO C OrpaHWYEHHON OTBETCTBEHHOCTbIO «[AHK-TexHonorus TC»
(000 «AHK-TexHonorusa TCx»), Poccus.
Anpec npounssoanTens: 117246, Poccus, r. Mocksa, npoe3s HayuHbliid, 4. 20, cTpoeHue 4
MecTo Npon3BOACTBA:
- 000 «[HK-TexHonorua TC», 117246, Poccusi, r. MockBa, npoesg HayuHbiii, a. 20,
CTPOEHWe 4;
- 000 «HIMNO AOHK-TexHonorusa», 142281, Poccusd, MockoBcKas 0651acTb, I. MpOTBMHO,
yn. XXenesHogopoxkHasd, 4. 3.
Mo Bonmpocam, KacatoLyMcs KayecTBa Habopa peareHToB, cineayet 06pallaTbCs B Cnyxo6y
KNVEHTCKOW NOLAAEPXKKMN.
Cny>k6a KNMEHTCKON NOALEPXKKM:
8(800) 200-75-15 (ans Poccuu, 3BOHOK GecnnaTHbIi),
+7(495) 640-16-93 (ans cTpaH CHI™ 1 3apy6exkbsi, 3BOHOK MAATHbIN).

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

3amMecTuTeNb reHepasibHoro AvpeKkTopa no

Hayke OO0 «[JHK-TexHonorna TC»,

K.0.H. [.0.A6pamos
«y/ »our < 2024 1.

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



AA/\AH K-TEXHONOT A VlHCprKLI,VlﬂHrl_IR/%pMMEHeHVH'O nﬂI/ICT 431
- NCTOB

MNpunoxeHne A
MapameTpbl TecTa, KOTOPble HEOOXOAMMO BHECTM B NPOrpaMMHoOe obecrneyveHne
AETEKTUPYHOLLMX aMNANQUKaTopoB «ATnpanm», «4Tnant»

npv Ncnonb3oBaHUK Habopa peareHToB HHV-6 B (hacoBke S

1) KonunuectBo npobupok B TecTe - 1

2) OO6bEM peakUMOHHOW cMecK - 35 MK,

3) B okHe «[porpammMa amnangukalmm» BBECTU CnefytoLve napameTpbi:
Pexxum
No 6/10ka TelvlneipgTypa, MUH c Uweno umknos OMTUYECKNX Twvn 61oka
V3MepeHNiA
80 0 30
1 o 1 30 1 Lkn
A 0 30
2 9 0 5 5 Linkn
A 0 10
3 64 0 5 45 Linkn
4 A 0 5 1 Linkn
) 25' XpaHeHuve XpaHeHve
\£ peXXKMM OMTUYECKUX U3MEPEHNIA
4) BHecTu cnefytolive napaMeTpbl KaHaI0B AeTeKLMN:
Fam Hex Rox Cy5 Cy55
HHV-6 BK - - -

- fOMYCKaeTCA XpaHeHve npu Temneparype 10 °C
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IMpunoxkeHve b
MapameTpbl TecTa, KOTOPbIe HEO6X0AMMO BHECTM B NPOrpamMmmHoe obecrieyeHme
AETEKTUPYHOLWMX aMnAnduKaTopoB «ATnpanm», «4Tnant»

npwn ncnosb3oBaHUM Habopa peareHToB HHV-6 B (hacoBke U

1) Konnyectso npobupok B Tecte - 1;
2) O6béM peakLMOHHON cvecn - 18 MKn;
3) B okHe «[Mporpamma amnandmKaLmm» BBECTI CleayoLLme napameTpbl:
Temnepartypa PexiM
No 6/10Ka OF(): TYpa, MWH c Ywcno uyknos OMTNYECKUX Tun 6noka
V3MepeHIi
80 0 5
1 o4 0 5 b Lk
2 94 5 00 1 Livkn
94 0 30
3 64 0 5 ° Y, i
4 0 10
4 64 0 5 ® Y, i
5 94 0 5 1 Liyikn
6 25° XpaHeHve XpaHeHve
\/£ PEXVIM OMTUYECKUX U3MEPEHWIA
4) BHecTv cnefytoLpe napameTpbl KaHa0B AeTEKLNN:
Fam Hex Rox Cy5 Cy 55
HM\G BK - - -

*[IONYCKaeTCA XpaHeHve npu Temnepatype 10 °C
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Ta6nunuya 6 - WHTepnpeTauums pesdynbtatos MNUP Cny»x6a KNMEeHTCKOW NoaAepXKu;

8-800-200-75-15 (gnsi Poccumn, 3BOHOK 6ecnnaTHblit),
KaHnan getekuuun n ﬂl H K-TEX H Oﬂ O r |/| H +7 (495) 640-16-93 (gnsa ctpaH CHI u 3apy6exbs,

3BOHOK MNaTHbI).
VHTepnpeTauus pesynbtara

Fam/Green Hex/Yellow/Vic E-mail: hotline@dna-technology.ru
(uckomas AHK), Cp/Cq/Ct (BHYTpeHHUii KoHTponb), Cp/Cq/Ct www.dna-technology.ru
PerncTpaumoHHoe yaocToBepeHne
HeunssecTHble o6pasubl Ne
yKasaH He yuuTIBaeTCS O6Hapy>keHa AHK Human herpesvirus 6 B faHHOM BKAagplllle NpuBegeHa MHdopMaumsa ans Habopa peareHToB HHY-6 B chacoske S.
(HHV>6) MNepea Hauanom paboTbl U3YHUTE MHCTPYKLMIO.

He o6HapyxeHa AHK Human herpesvirus 6 (HHV-
He ykasaH YkasaH 6) Ha6op peareHTOB A1l BbIsIB/IEHUA

AHK Human herpesvirus 6
meTtoaom MLP B pe>xme peanlbHOro BpemMmeHwu
(HHV-6)

He ykasaH He yka3saH HepocToBepHbI pe3ynbTat

OTpuuaTenbHbI KOHTPOsbHBIV o6pasel,

OTpuuaTenbHbili pesynbTar

He ykasaH YKasaH
Pe3ynbTaThl NOCTAHOBKW Ba/IUAHbI

R1-P208-23/9 (dacoBka S, Nnpo6upkn)
R1-P208-S3/9 (dacoBka S, ctpunbl’)

MONOXKUTENBHBIW KOHTPO/LHLIV 06pasel,

YkazaH He yuuTbIBaeTeA MonoXuTesbHbIA pesynsTar VHdopmaumsa o Ha6ope peareHTos
Pe3ynbTaTbl NOCTAHOBKM Ba/MAHbI Ha3HauveHue:
Ha6op peareHTOoB npefHa3HadeH Ans BbisBneHusa AHK Human herpesvirus 6 B 6uonornyeckom matepuasne yenoseka (KpoBb,
YcnoBsus TpaHCNOPTUPOBAHUA, XpPaHEeHUsT N aKcnyaTtaymnu CMMHHOMO3roBas XWAKOCTb, 6UMONTAT WAN NYHKTaT U3 04aroB MOpakeHWs OpraHoB W TKaHei, Masok CO CAN3UCTON POTOrN0TKM,

cnoHa) metogom TMLP B pexxvme peasibHOro BpemMeHU.
TpaHcnopTuploBaHWe HaGopa peareHTOB OCYLIeCTBIAIOT B TEPMOKOHTeliHepax C X/1a/03fieMeHTaMu BCeMu Buaamu

KPbITOrO TpaHcrmopTa npu TemnepaType BHYTPUM TepPMOKOHTeliHepa, COOTBETCTBYIOLLE YCNOBUAM XpaHeHus BblgeneHve JHK™N:
KOMIMOHEHTOB, BXOASLWMX B COCTaB Habopa peareHToB. PekomeHAaytoTc Habopbl/KOMNAEKTbI peareHToB Ans Bbligenenma HK MPOBA-HK, MPOBA-IC, NMPOBA-PAMWL , MPOBA-OMNTUMA,
JonyckaeTca TpaHcnopTupoBaHWe Habopa peareHTOB B TEPMOKOHTeWiHepax C X/nafo3afieMeHTaMu BCeMU Buaamun MPOBA-MUY-PANNA, MPOBA-MY MAKC (000 «[AHK-TexHonorus TC»).

KpPbLITOrO TpaHcMopTa Npu TemnepaType BHYTPU TEPMOKOHTelHepa oT 2 ®C Ao 25 ®C He Gosniee 5 CyTOK.

Bce KOMMOHEHTbI HaGopa peareHToB crieAyeT XpaHWTb B XOMOAUIbHUKE UV XONOAUbHOW Kamepe npv Temnepatype
or 2 °C o 8 B TeyeHWe BCero cpoka rogHoCcTW Habopa peareHToB. Cmecb Ans amnaudukauuu, sanevyartaHHyo
napaguHomM, ciefyeT XpaHnTb B 3alULLEHHOM OT CBeTa MecTa.

CpoK rogHOCTU HaGopa peareHToB - 12 MecsleB Mpu COGMAEHNN BCEX YCNOBUI TPAHCMOPTUPOBaHUS, XpaHeHust 1

CneunannamposaHHoe 060pyaoBaHue:

[JeTekTupytoume aMnaMguKaTopbl MIaHWeTHOrO U PIOTOPHOTO TUMa C CUCTEMOl AeTeKUnn (PyOpecLeHTHOro curHana B
peXxxnMe peasbHOrO BPEMEHU, 3aplorucTprpoBaHHble B yCTaHOB/IEHHOM Mopsiake B PO, Hanpuvep, «ATnpaim»" n «ATnait»"
(000 «HMO AHK-TexHonorusa»), Rotor-Gene Q (QIAGEN GmbH), CFX96 (Buo-Pag SlabopaTtopues, VHK), Applied Biosystems
QuantStudio 5 («/lalich TekHonogxuc Xonguure Mre. JITa.»).

aKcnayaTaLum.

Mo Bonpocam, KacalluMcsi KadecTBa HaGopa peareHToB, ciegyeT o6palaTbcsi B CYX6Y KIMEHTCKOW MoaaepKu. Bpemsi npoBefeHnst aHaninsa (Bk/IloYasi NPo60oMnoAroToBKy):

Cnyx6a KNMEeHTCKOV noaaepxkn: 8-800-200-75-15 (ans Poccum, 3BOHOK 6ecnnaTHblii), 0T 2 Yacos (B 3aBMCUMOCTU OT Ko/MyecTBa 06pasLioB U UCMO/b3yeMOro Habopa/KomnieKTa peareHToB Ans Bbigenexusa AHK).
+7 (495) 640-16-93 (gns ctpaH CHI n 3apy6exbsi, 3BOHOK MNaTHbIA). .

E-mail: hotline@dna-technology.ru KonnuectBo aHannsupyembix 06pa3LoBs:

www.dna-technology.ru 96 onpegeneHnii (He 6onee 24 NnexTaHOBOK), BK/OYas aHaIN3 HEN3BECTHbLIX 06pa3L0B, OTPULLATE/IbHbIX KOHTPO/IbHbLIX 06pasLoB

W NONOXUTENbHbIX KOHTPO/IbHbLIX 06pasLoB.

CnMBO/bI, UCMOSIb3yEeMble NPU MapKUPOBKe HaGopa peareHToB
Y p pKrup pap CocTtaB Habopa peareHToB:

HoMuHanbHbI 06BLEM

HanmeHoBaHVe KOMMOHeHTa BHewHw®ii Bug KonunyecTso npo6mpok
KOMMOHeHTa
O6paTtuTtech K MHCTPYKLMMK
MeanuuHckoe uspenue Mo NPUMEHEHNIO WU K UHCTPYKLUMKW MO Cmecb ana amnnandukaumnm Mpo3paunas GecuserHas um 96 Npo6upok nnn
ANS AMarHoCTUKKY in vitro Oa P pyKy An unn, po3oBasi XXUAKOCTb Mog, P P no 20 mkn
NPUMEHEHNIO B 3N1IEKTPOHHOM BUae 3aneyartaHHan napaduHom 12 Ctpunos no 8 Npo6upok
BOCKOOGpa3sHbIM 6efbiM crioem
. TemnepaTypHbIii AnanasoH ST Homep no katasnor Mpo3spauHas GecueTHas
i paryp A 17571 P Y PacTtBop Tag-nonumepasbl ms,qucn, u 2 Npobupkun no 500 mkn
COAEpKUMOTo AOCTATOUHO W3roToButens MNpo3payuHas GecuBeTHas
\ ANA NpoBefieHna <I>TecToB w1 MwuHepansHoe macsio Po3p u 2 Npobupkun no 1,0 mn
He ponycKaTh BA3KasA MacNAHUCTasA XUAKOCTb
Wcnone3osate Ao o MONOXUTENbHbI KOHTPO/bHbIN Mpo3payHan 6ecuseTHas
BO3/eliCTBMUS CO/THEYHOrO cBeTa 1 npo6upka 130 mKn
o6paseL”™ XNAKOCTb
[1om1 Kog naptun (cepun) Kpbiwkn gns Crpynos”™ 12 .
HecTepunbHo
rQ [laTta verotos M/ — Ta6nuua 1- KaHanbl geTekumn NpoayKToB amnangukaumum
Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
HHV-6 BK - -
ononw TC» \
MEHEP1 - He UCMonb3yeTca ANs AeTeKTupylouwero aMmnacukaropa Rotor-Gene Q
o 2 - BO3MOXHOCTb UCMO/b30BaHNsA Habopa/KomniekTa peareHToB Ans BbigeneHns JHK onpeaenseTca BUaoM 61M0M0MMHYecKoro
matepuana
N~ moamdmkaumsa *M*
Mo, |'|V|Cb'/\ - mogndpmkauma *S*
nq ®- Ha 3TUKeTKEe KOMMOHeHTa ANsi BCEX (hacoBOK «[10IOXKNTENbHBINA KOHTPOJIbHBIV 06pasel» ykasbiBaeTcs Kak «K+»

®- BXOAWT B COCTAB Habopa peareHToB Mpu pacthacoBKe CMECU A1 aMnIGUKaLmm, 3anedataHHol napadguHoM, B CTPUMbI
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NPOSHPKE/CTDMNOBENHOR NPOGMDKE CO CHECMO ANR RNNANGNEMPN, Saneulvissol
NOPRGMNON, AN KMRAIO HOMISECTHORO OBDRIUR, AAR OTDHUBTEALHOO ROHWTPOAMHOND obpeaus {(K-) n amn

He CONOe YeM HD 24 NOCTANOEKM NPM YCAORMM SAONASHMNOrD
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NOANNSDRIM.
BHMMANNE! NPX  NCNOALIOEIHM AN m NUP ATRXTMOYOWETD asnabweaTopa Rotor-Gene G
HHMPANRHOS KECAD B NPOSHPIH He
mnOWW(mm)mwm(mmm)mmm
NPOSUPKIYCTONNBE. HENAOTHO NPMKPORTS NPOGHPII/CTDHNG!

HNKDOUSHTONGYT-B0DTINCS 3-5
w mw%c s Tevene 3-5¢cH

1. mm-W:Mmmmmtum
oGpaaUD  HEOGXDMND npsnapama  OHK, m:

2. Fipn NONORLIONRINM AA0 BARRsnn JHK nonraextos pearextos IPOBA-HX, NPOBA-PATIMLL, NPOGA-TC (ToAWRe

3 Npm ARA et K HAGOPOR PEBreHTOR TPOBA-MY  MAKC
HIOBKOANMO, HE USHTDNGYTHPOSETE NPOGHDEN € NDENADETON JFIK 0 OTPMLITOAMMIN
olpanmion wa ® TN 1-3 ¢, SHTEN NOMECTHTS NPOSHPKN C NPENIPaTON JHK B

FIAR SRVEKTHDYIONMAX BMNANGWIITOPOS Rotor-Gene @, CIX96 u Applied Blosystems QuantStudio S:

Nposaprve MNLUP ¢ yueton OBLINE DOBKNMONHON CHECH, POBHOTC 35 NKA, NO NPOTDIMNEN  BNAANGUKINII,
Npueantinnm & oGt 3, 4, S COOTRETCIENND.

3 - TecT AP

BUBPNEETOROS Sapems AT CORAMITCR NYTN BBGAS NAPENETNOS (MEPEMETP! TECTA YKRIMNW B
NPOROCTRRARRTCN MPONISOANTRASH HGOPR PORFHTOR.

ASTRKTHDYIONNX
TIDIAONIINIIL A HHCHYYKINN N0 NDHITHENNIG) Hase

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

—

Tabanua 2 - MNporpewnch SUmGMKBLNY ARN ASTEKTHDYIORING SHANDIKETOPOS <BTnpedns, «ITAskT

Parin
M Gacea | Tesmepatypa, °C (] [ HNCAO NS ORISR Tun énoxa
- o 20N
1 2 g g— 1 [T,
1 | |
2 | 3 1 a —2 s F—a—
1 | |
L | 2';. ——t §_| o I "7'—'1 s
4 | 54 Lo 1 5 1 1 1 | Lece
IHWTE I - T - T vpewen ] | T
TaACANND 3 ~ MPOMPaNnD SNVINNKILNN ARS STTSKTHDYICWETO Brrvmduearops Rotor-Gene Q
ne Tennapetype, °C Bpans, ¢ KOBrMOCTRO ROs
Oycing {Tempersture /Hoid Time, s Kycle
Cyding ﬁ g 1 time
Cyding 2 T % S times
Cyding 3 ﬂ‘, g 45 times
V-oﬁum%ﬂmmmemW
| {Fam) n Yollow (Hex) npm 57
Tabanua 4 - (POrpRNKS BVBEMCMBN AAR ARTRKTUDYIONSO RMrLisaTOpos CFXO6
W Smoxa (Step) Tenwmgarype, °C e Py
1 7] o100 1
2 o4 01:30 1
3 ~

4

V- PENHM OTTHHCKNX

Tabannua S ~ NPporPense IV SAN ACTEXTHOYIOUMX ANNAimaTOpos Applied Biosystemns QuantStudio S
| Bpenn KoAnvacTeo
Crom wara Tenneperyps, *C Ty {nosTopos)
Craawa 20 1
e 2 o ‘
Crapm NP [T T 0:20 S0
Y- chiop awesecx aan wboSucms duryopodopos (Farm, Vic (Hex)) sumoses
2 PorncTpaymn «. yelit paymTeTos P MPOBORNTCR AETOMEWREGIN TPGIPEMNAN  Olocnewermen  gan
TIPK MCTIGALIOBIBNE AFTEKTHVIONI. SURIETOROS CFXI6 Crngyey
{Cq Determination Mode: Ragression}, 80 sxnasxe «Basefine Sublraction» suilpars «Baseline
Subtraction Curve Pit».

HITOPNPETAR PESYALTATOR NPOSIANICH
SUINOARMOTCR YCROMIN MNTOPNPETALIG PEIYACTATOR, NONYUSHHLEX AAR KOHTPOAIC

1 - AOIWCKRETCR XDRHEHNE NDY TINNpaTYPe 10 °C

8 COOMSICTINY C TREGMUER 6. PEIYALTETM NOCTEHODKN SN, SCW
oOpasus.
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KaHan getekumn

BCcTpaAxHUTe nNplGYPKY CO CMecbio Ans amnaudukauum Ha MUKpoueHTpudyre*soptekce B TeueHue 3-5 ¢ wu

LeHTpUdyrupyiite Ha MUKpOLEHTPUYre-BopTekce B TeueHune 1-3 c.

BcTpsixHUTe npo6upku ¢ MLUP-6ycepom 1 nonumepasoii TexHoTag MAX Ha MUKpOLEHTpudyre-BopTeKkce B TedeHue 3-5

C 1 LeHTPUYrupyiite Ha MUKPOLEHTPUYre-BopTeKce B TeueHune 1-3 c.

BHUMAHWE! Monumepasy TexHoTag MAX Heo6XoAuMo focTaBaTb U3 MOPO3U/IbHOV Kamepbl HEMOCPEACTBEHHO nepes,

ncnosib3oBaHUEM.

Cneglyst ykasaHusim MO fgosupyiollero yctpoiictsa [TCTpUM, NPUroToBbTE B OTAENbHO OAHOPa30BOli NPOGUPKE CMecChb

MLUP-6yctepa ¢ nonnmepasoit TexHoTag MAX.

BCTpsIXHUTEe MPOGUPKY C MPUroToB/IEHHONM cmecbio MLIP-6ydepa u nonvmepasbl TexHoTag MAX Ha MUKpOLEHTpUdyre-

BOpTEKCE B TeueHne 3-5 ¢ 1 LeHTpudyrupyiite Ha MUKpPOLEHTpUMyre-BopTekce B TeueHve 1-3 c.

BCTpAXHUTE NPOGUPKY C MONOXUTENBbHBIM KOHTPO/bHBIM 06pa3LoM Ha MUKpOLLeHTpudyre-sopTekce B TeyeHne 3-5c un

UeHTPUYrupyiTe Ha MUKPOLLEHTPUMYre-BopTeKkce B TeveHue 1-3 c.

BHVMAHUE!

1. MMepep npoBejeHUeM [03UpoBaHWsA Ans npenapata [JHK 1 oTpuLaTeNnbHOr0 KOHTPONbHOFO o6pasua Heo6XoAuMo
BbINOMHWTL PEKOMEHAauuU Mo Mcnosib3oBaHuio npenapata [HK, npvBeaéHHble B WHCTPYKLUM MO MPUMEHEHMNIO
HaGopa/KomM/ieKTa peareHToB 415 BbligeneHust HK.

2. Tpu ncnonb3oBaHun AN BbigeneHusi IHK komnnekTos peareHtoB MPOBA-HK, MPOBA-PAMNA, NMPOBA-IC (Tonbko
B C/lyyae, ecnu nocne BblAeNeHUsi Haf0CcafouHas XUAKOCTb, cojepxallas BbligeneHHyto [HK, 6bina nepeHeceHa B
HOBble NPOGMPKM) BCTPSIXHUTE NPOGWMPKM C npenapatoMm [HK u oTpuuaTesibHbIM KOHTPO/bHbLIM 06pasLoM Ha
MUKpPOLEHTpUthyre-BopTeKce B TeueHue 3-5 ¢ U LUeHTpUdyrupyiite Ha MUKPOLLEHTpUMYre-BopTeKce B TeueHne
1-3c.

3. MMpwv ncnonb3osaHuu Ans Belaenenna JHK Ha6opos peareHToB NMPOBA-MY-PAMWA, MPOBA-MY MAKC Heo6xoaumo,
He BCTpsiXvBas, LEeHTpudyrvposatb nNpo6upku ¢ npenapatom AHK u oTpuuatenbHbIM KOHTPOMbHLIM 06Pa3LoM Ha
MUKpPOLLeHTputhyre-soptTekce B TeyeHue 1-3 c, 3aTeM MNMOMECTUTb NPOGUPKKM C npenapatom [HK B MarHuTHbIR
wratve. B cnyuvae ecnu nocne BbigesieHWs HafocaflovHas >XWAKOCTb, cofepxallas BblgeneHHy [HK, 6bina
rnepeHeceHa B HOBble MNPOGVPKW, creayeT BCTPAXHYTb MPo6upkM c npenapatom [HK u oTpuuaTenbHbiM
KOHTPO/IbHLIM 06pa3sLOM Ha MUKPOLEHTpUMyre-sBopTekce B TeueHne
3-5 ¢ 1 ueHTpudyrmpoBaTe Ha MMKpPOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

YcTaHoBUTe NPOGUPKM CO CMecbio ANna amnaudukaumun, co cmecbio MLP-6ycepa v nonumepasbl TexHoTag MAX, c

npenapatamu [HK, oTpuuaTenbHbIM KOHTPO/IbHLIM 06PasLOoM U MOMOXUTENbHLIM KOHTPO/IbHLIM 06pa3LoM, a Takxe

MyKponnaHweT MLUP Ha pa6ouunii cton ATCTpUM 1 NpoBeauTe A03MPOBaHVe KOMMOHEHTOB COr/laCHO PYKOBOACTBY MO

aKcnayaTaumm.

MomecTuTe akKypaTHO, He BCTpsiXvBas, MuKpornnaHweT MLUP B NOANOXKY yCTpoiicTBa Ans 3anevyaTbiBaHUS NIaHLWETOB

ATnak nocne 3aBepLUeHWs NPorpamMmbl Ha A03UpPYHOLLEM ycTpolicTBe ATcTpuMm.

MposeauTe 3aneyaTbiBaHVe MykponnaHwerta MLP nonvmepHoli TepMONIEHKOI cornacHo pyKoBOACTBY MO 3KChyatauum

npubopa ATnak.

LieHTpudpyrupyite mukponnaHwet MUP npn RCF(g) 100 B TeueHne 30 c.

YcTtaHoBuTe MukponnaHweT MLUP B 610K AeTeKTupytoLero amnandukaropa.

3anyctute nporpaMmHoe obecnedeHve JeTeKTupyloluero amnandgukaropa. Mpu nepsom nposegeHun MUP sarpysute

COOTBETCTBYIOWMI TecT. [lafiee U Mpu MOCAeAyloWMX MOCTaHOBKAaX CO3jaiiTe COOTBETCTBYIOWWIA MPOTOKON

vccneoBaHNA: yKaXKuTe KONMYEeCcTBO M MAEHTUVKATOPbl 06pa3LioB, B TOM 4YUC/e OTPULLATE/IbHOTO U MOMOXWUTENIbHOro

KOHTPO/IbHbIX 06pasLoB, OTMETbTE pacnosioXeHne o6pasLioB Ha MaTpuLie TepMO6/I0Ka B COOTBETCTBUM C UX YCTaHOBKOW

v nposeawuTe MLUP. Mpu BbIGOPE TecTa A0/HKHA OTOGpaxaTbCcs NporpavMa, npuseAéHHas B Tabnuue 2.

Pervctpauns un yu4éT pesynbtatos [ILP npoBogsaTcs aBTOMaTUYECKM MpOrpaMMHbIM  obGecneyeHvem Ans

[eTeKTUPYIOLWMX aMNandrKaTopos.

Mpu ncnonb3oBaHUU AETEKTUPYOLWNX amnandukatopos CFX96 (Bio-Rad) cnesyeT uUcnosib3oBaTb PErpPecCUMOHHbIA TUN

aHanmsa (Cp Detemriination Mode: Regression), Bo Bknagke «Baseiine Subtraction» Heo6xogumo BbibpaTb «Baseiine

Subtraction Curve Rt».

VHTepnpeTauns pesynbTaTtos NpoOBOAUTCA B COOTBETCTBUM C Tabnuuei 6. PesynbTaTbl MOCTAHOBKN Ba/iMfHbI, ecin

BbIMO/MHAIOTCA YC/I0BUSA UHTEprpeTauun pesynbTaToB, NOMyYeHHbIX 4151 KOHTPO/bHbIX 06pasLoB.

Ta6nuuya 6 - WHTepnpetauusi pesynstatos MLP
KaHan getekuuun
Hex/Yellow/Vic
(BHYTPEHHWUIT KOHTPOAb),
Cp/Cq/g
HeunsBecTHble o6pasubl

Fam/Green NHTepnpeTauusi pesynbrara

YKasaH He yuuTbiBaeTca O6Hapy>keHa IHK Human herpesvirus 6 (HHV-6)
He ykasaH YkasaH He o6Hapy>xeHa JHK Human herpesvirus 6 (HHV-6)
He ykasaH He ykasaH HefocToBepHbIii pe3ynbTaT

OTpuuaTesibHbI KOHTPOJ/IbHbIW o6pasel,
He ykazaH YkazaH OTpuuaTtenbHbIii pesynbTaT
Pe3ynbTaTbl NOCTAHOBKN BanuaHbI
MONOXKUTE/bHbIYI KOHTPO/IbHbLIV o6pasel,
yKazaH He yuuTbiBaeTCH MoNo>XKNTeNbHbIN pesynbTart

Pe3y/bTaTbl NOCTAHOBKBP/ATELBBLPC N -.

Mo Bonpocam, Kacawwmmcs KayecTsa Habopa peareHToB, crejyeT obpauiaTtbes B
Cny»6a KIMEHTCKOM nopaepxku: 8-800-200-75-15 (ans Poccun, 3BOHOK 6Gecnna-
+7 (495) 640-16-93 (ansi ctpaH CHI 1 3apy6exbs, 3BOHOK MNaTHbIA).

E-maii: hotline@dna-technology.ru f/:
www.dna-technology.ru -~

A

jPEKTOP
‘nornsaTC

- TecT Ansi AeTEeKTUPYLWMX amnandvkaTopos cepumn AT co3paércs nyTém Beoga napal
MpunoxeHnn B MHCTPYKLMN MO NPYMEHEHWUIO) WU NPEAOCTaBAETCA NPON3BOAUTENEM HB
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Cny»x6a KIMEeHTCKOU NoAAEpPIKKN;

8-800-200-75-15 (ana Poccumn, 3BOHOK 6ecnniaTHblit),
+7 (495) 640-16-93 (pgna ctpaH CHI u 3apy6exo>s,
3BOHOK MAaTHbI).

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

N NIHK-TEXHONIOT N4

PerucTpaulroHHoe yaocToBepeHe
N9

A

B paHHOM BKajbllwie npueegeHa nHdopmaums ans Habopa peareHtos HHV-6 B chacoske U.
Mepea Havanom paboTbl U3yunTe UHCTPYKLVIO.

Ha6op peareHTOB A1 BblsAB/€HUSA
AHK Human herpesvirus 6
meTtoaom MLUP B pexknume peasibHOro BpemMeHmn
(HHV-6)
R1-P208-UA/9 (@acoBka U)

MHpopmauns o Habope peareHToB
HasHauveHune:
HaGop peareHTOB npegHasHaueH Ans BbisiBfeHust IHK Human herpesvirus 6 B Guonornyeckom matepuane yenoBeka (KpPoBb,
CNMHHOMO3roBas >XWAKOCTb, GMUoNTaT WK NYHKTaT U3 04aroB MOPaXKeHWs OPraHoB U TKaHel, MasoK CO CAU3MCTON POTOr/IOTKM,
cnoHa) meTogom MLUP B pexvve peasbHOro BpeMeHMU.
Bbigenenve AHKO:
PekomeHaytoTcs Habopbl/KOMNNEKTblI peareHToB Ansa BbigeneHns HK MPOBA-HK, MPOBA-IC, MPOBA-PAMWA, MPOBA-OMTUMA,
MPOBA-MY-PANNA, MPOBA-MY MAKC (OO0 «OHK-TexHonorua TC»).
Bpems nposegeHns aHanusa (BK/oYas Npo6onoAroToBKy):
OT 2 yacos (B 3aBMCHMOCTM OT KOMYecTBa 06pas3LIoB 1 UCMO/b3yeMoro Habopa/KoMnieKTa peareHToB Ana ebiaeneHns JHK).
Konunyectso aHanMsnpyemMbix o6pasL,oB:
96 onpegeneHnii nNpu ycnoBuuM MNOCTAHOBKM He MeHee 5 o6pa3loB B OgHOM wuccnegoBaHuun (3
oTpULaTENbHBIV 1 NOMOXUTENbHBIE KOHTPO/bHbIE 06pas3Libl).

HeN3BECTHLIX 06pasua,

CocTaB HaGopa peareHTOB:

HanmeHoBaHVe KOMMOHeHTa BHeLHWii Bug, Konmuectso HomvHankHeli 06bEm
npo6upok KOMMOHeHTa
Mpo3spauHas GecLBeTHas WM po3oBas
Cmecb gna amnandukaumm KMAKOCTb 1 npo6bupka 600 mKn
Monuvepasa TexHoTag MAX Mpo3spauHas GeclBeTHas BA3Kas XWUAKOCTb 1 npo6upka 30 mkn
nupP-6ydep Mpo3payHas 6ecuBeTHas XXUAKOCTb 1 npo6bupka 600 mMKn
MoNOXUTENbHBINA KOHTPOJbHbIA
Mpo3payHas 6ecuBeTHas XXUAKOCTb 1 npo6bupka 130 mkn
obpazeu™
Ta6nwuya 1- KaHanibl JeTeKunu NpoAyKToB amnandukauum
Fam/Green Hex/Yeliow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
HHV-6 BK - - -

Ycnosusa TpaHCcnopTUupoBaHMA, XpaHeHuUAa M aKcnayartaumnnm
TpaHcrnopT/poBaHue Ha6opa peareHTOB OCYLIECTBNAT B TEPMOKOHTeliHepax C Xx/iafj03/leMeHTaMu BCeMU BUAaMU KPbITOro
TpaHcnopTa npu TemnepaType BHYTPW TEPMOKOHTeliHepa, COOTBETCTBYOLLE YCNOBUAM XpaHeHUs KOMMOHEHTOB, BXOAALMX B
cocTaB Hab6opa peareHToB.

[JlonyckaeTcs TpaHCNopTMpoBaHWe Habopa peareHTOB, 3a WCKIOYeHVWEeM nonvmepasbl TexHoTag MAX, B TEpMOKOHTeliHepax C
XNafoanemMeHTaMn BCeMU BUAAMU KPbITOrO TpaHcropTa npu TemnepaType BHYTPU TepMOKOHTeliHepa oT 2 & o 25 °C He 6onee
5 cyTOK.

[JonyckaeTca TpaHCnopTypoBaHue nonuMepassl TexHoTag MAX B TEpMOKOHTelHepax C XN1a/03/1eMeHTamMy BCeEMU BUaMU KpPbITOro
TpaHcnopTa npu Temnepatype BHYTPU TEPMOKOHTelHepa A0 25 ®C He 6osee 5 cyToK.

Bce KOMMOHEHTbI HaGopa peareHToB, 3a UCK/OYeHMeM nonvmepasbl TexHoTaa MAX, cnefyeT XpaHuUTb B XONOAWIbHUKE W
X0NoAunbLHOM Kamepe npu Temnepatype ot 2 °C Ao 8 "C B Te4yeHMe BCEro cpoka rogHoCcTM Habopa peareHToB.

Cmecb Ana amnandukaummn cnegyet XpaHuTb B 3alMWEHHOM OT cBeTa MecTe. lNMonumepasy TexHoTag MAX cneayeT XpaHuTb B
MOPO3UNLHONM Kamepe npu Temnepatype oT MUHyC 22 ®C A0 MUHYC 18 °C B TeYEeHMe BCEro CpokKa rogHocTu Habopa peareHToB.
CpOK roiHOCTV Habopa peareHToB -12 MecAueB Npy CO6GM0EeHNM BCEX YC/OBUI TPAHCMOPTMPOBAHUSA, XPaHeHNA 1 3KCrlyaTauum.

/\- BO3MOXXHOCTb UCMOJ/Ib30BaHUSA HaGOpa/KOMI'II'IeKTa proareHToB A5 BblAeNIeHNA AHK onpegensaetcsa sBMaom 6uonornyeckoro
marepuana
- Ha 3TUKETKe KOMMOHEHTa Asi BCeX (PAacoBOK «MONOXKUTENbHBIA KOHTPO/bHLIV 06paseL» yKasbiBaeTcs Kak «K+»
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A IHK-TEXHOMOM1A 000 ((ﬂHK-TGXHOﬂOl—VlFl TC»

MacnopTt kayectBa No XXXXXX
Habop peareHToB 419 BbisBneHns AHK Human herpesvirus 6
meTogoM MNLP B pexxume peasibHOro BpemeHn
(HHV-6)

dacoska S, cTpunbI

Cepusi: XXXXXX-XX
[aTa n3rotoBneHns: XXXX-XX-XX
ofeH po: XXXX-XX-XX*

PesynbTaTt KOHTpONA
1. MpoBepKa KOMNEKTHOCTM YNakKOBKW W MapKUPOBKYM - COOTBETCTBYET
Tpe6oBaHuam TY 21.20.23- 006-89545560-2024.

2 M BHELWHEro sBnaa KOMMNOHEHTOB
Cepus XapakTepuctuka u Ycnosus
Pe3ynbTa
KoMnoHeHT KoMMOHewWwa Konuuecteo HopMa XnaHeHus ynbTaT
Cwmece ans 12 crpunos Mpo3payHas GecuseTHas

WK PO30Bas XNAKOCTb

n M ° CoorseTcTayet
amnangukauum, XXX nos8 nzoprK 1104 BOCKOOGPa3HbIM 0T2°Cpo8°C Y
3aneyaTaHHan napahuHom no 20 mkn Genbim Choem
Pactacd) XXX 2 npo6upkn MpospayHan GecupeTHas 0T2@CA08°C  Cootsercrayer
Taa-nonumepasbl no 500 mkn KNAKOCTb

2 NpoGUpKH Mpo3pauHas becupeTHas
MuHepanbHoe Macno XXX nupl 0 ;n BA3Kas MacnsaHuCTas oT2 ®Cp08°C CooTsercTByer
' KNAKOCTb

ﬂoﬂD)&(MTeﬂbt{blM XXX 1npo6upka MpospayHas GecuseTHas 0T2 @C o8 “C  CooTeeTcTayer
KOHTTIONbHbIN 060asel 130 mkn KUAKOCTH
KpbILwKku ans ctpunos 12 wr. CootseTcTByeT

3. MpoBepKa (hyHKLMOHabHbIX NoKasaTesnei

HaumeHoBaHve nokasatens XapakTepucTuka u Hopma PeaynbTar
Tpegen oGHapyxeHns:; Ans naﬁoparupuzroo KOP;TDOHB‘I:IUI'Ueacﬁpa:ua anunmeu :thb
5 Konmii AHK Ha yio NONOXWTENbHBIA pe3ynbTaT amnangukauun Cooteercayer
cneuuhUyHOro NpoayKTa no kaHany Aetekuymm Fam
npo6upky
JiNs NONOXWTENbHOTO KOHTPONbHOro o6pasuya A0MKeH GbiTh
3aUKCMpoBaH NONOXWTENbHbLINA pe3ynbTat amnandpukauumn
CreumndnyHOro NPoAyKTa No KaHany Aetekuum Fam
N1 OTPULATENLHOTO KOHTPONbHOTO 06pasua A0MKeH GbiTb
CneynduyHocTs A i P pasua A Coorsetcrayer

3auKcMpoBaH OTpULATeNbHbIA pesynbTat amnangukaynn
creunduyHoro MpoayKTa no KaHany aetekuun Fam i
NONOXMUTENbHLIA  pesynbTaT aMnAU(UKaLUMU  BHYTPEHHEro
KOHTFONA N0 KaHany Aetekuyun Hex

YCnoByst TPaHCMOPTMPOBaHMS:

TpaHCropTMpoBaHMe Habopa PeareHToB OCYLLECTBASIOT B TEPMOKOHTEHEPaX C X/1aj03/1eMeHTaMin BCEMM
BAZAMM KPbITOTO TpaHCMopTa Mpu Temrnepatype BHYTPU TEPMOKOHTeliHepa, COOTBETCTBYIOLLEN YCnoBuAM
XpaHeHusi KOMMOHEHTOB, BXOAALLMX B COCTaB HaGopa PeareHToB.

[lonycKaeTcA TPaHCMOPTUPOBaHWe HaGopa PeareHToB B TEPMOKOHTEHepax C X/1afo03/eMeHTamMu BCemu

BUAMU KPLITOTO TPaHCMopTa MpW TemrepaType BHYTPU TePMOKOHTeliHepa AOVWS>->Che Gonee
5 cyTOK.
3akntoueHre OTK: cooTBeTcTBYET TpeGoBaHusam TY 21.20.23-006-89545560-2024

*CpoK roffHOCTV B COOTBETCTBMM C TpeboBaHMAMM TY 21.20.23-00"89545560-2024"'-"/
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XHOMOMMS! 000 «HK-TexHonorus TC»

MacnopT KayvecTBa No XXXXXX
Hab6op peareHToB 4114 BbisieneHus JHK Human herpesvirus 6
meTozoMm IMLUP B pexxumMe peasibHOro BpeMeHu
(HHV-6)

PacoBka S, Npobupkn

Cepusi: XXXXXX-XX
[aTa n3roToBneHus; XXXX-XX-XX
ToaeH fo: XXXX-XX-XX*

Pe3ynbTat KOHTpOIA
1 HPOBepKa KOMMJIEKTHOCTU, YNaKOBKN U MapKUPOBKK - COOTBETCTBYET
Tpeb6oBaHuam TY 21.20.23-006-89545560-2024.

Cepus XapakTepucTuka u Ycnosus PeaynbTar
Konunyectso Y.
KomnoHeHT KOMMOHeura Hopma XpaHeHUH
MpospayHan GecuseTHas
CMmecb Anst amnandukaymm, XXX 96 npo6upok WM PO30BAS KMAKOCTL oy @Cpo8°C CooTseTcTayet
3anevataHHan napahuHoM no 20 MK M0, BOCKOOGPa3HbIM
6Genbim cnoem
PacTec XXX 2 npo6upky Mpospaunan GecusetHas ;5 gcao8@C  CooTsercrayer
no 500 Mkn KUAKOCT
2 5 Mpo3payHas GecuyseTHasn
MuHepansHoe Macno XXX "pi OV":K” BA3KaA MacnaHucTas 0T 2°C o 8@C CootseTcTByeT
no 1owmn KUAKOCTH
TonoxuTensHbli XXX 1 npobupka Tpospaunas 0T2°Cpho8°C  Cootsercrayer
KOHTPO/bHbIN 06paseLy 130 Mkn 6ecuBeTHas XnAKOCTb
XapakTepucTnka u Hopma PesynbTat
6 X Jins nabopatopHOro KOHTPONLHOro o6pasua AOMKeH 6biTh
Mpeaen o6Hapyxema: 3a(MKCMPOBAH NONOXMTENLHBIM Pe3ynbTaT amnauuKasan CooTsetcTayet
5 konuit AHK Ha amn. ) 0 NPoAyKTa N0 KaHany Aetekuun Fam
npo6upky
[LNS NONOXNTENLHOTO KOHTPONLHOTO 06Pa3La 4ONXKEH BbiTb
3aMKCUMPOBAH MONOXMTENbHbIN pesynbTaT amnaugukauum
rneTraAMyHOro NPoAgyKTa no KaHany getekyun Fam
Qins 0TpNYaTeNbHOTO KOHTPONbHOTO 06pasya AoMKeH BbiTe  Coorgetcrayet
CneunduyHoCTb

3ahMKCMpoBaH OTPULATeNbHLIA pesynbTaT amnaugukauum
cneunduyHOro npoaykTa no KaHany pAetekuuu Fam u
NONOXWTENbHbLIA pesynbTaT amMnAnGUKauun BHYTPEHHErO
KOHTPO/Aino KaHany aetekuuu Hex

YCNoBUS TPAHCMOPTUPOBAHMS: .

TpaHCnopTUpOBaHWe HaGopa peareHTOB OCYLLECTBASIOT B TEPMOKOHTEiHEpax C XNaf03n1emMeHTaMu BCEMM
BMAAMM KPLITOTO TPaHCMoOpTa MpW TemnepaType BHYTPU TEPMOKOHTEliHEpa, COOTBETCTBYIOLLEN YcroBuaMm
XpaHeHUs KOMMOHEHTOB, BXOAALLMX B COCTaB HaGopa peareHToB.

JlonyckaeTc TpaHCMOPTMPOBaHWe Habopa PeareHToB B TEPMOKOHTEHepax C Xnafo3neMeHTamMu BCeMM

BMAaMW KPbITOrO TPAHCMOPTa Mpu TeMnepaType BHYTPW TEPMOKOHTeHepa oT 2 °p'fo "5-®C He CYTOK.

3akntoyeHne OTK: cooTBeTcTBYeT TpeGoBaHWAM TY 21.20.23-006-89545560*2024 \

[aTa BblAaun Nacnopta: XXXX-XX-XX . AT oy -l mi
I~

*CpoK roAHOCTW B COOTBETCTBUM C TpeboBaHuamn TY 21.20.23-006-89545560 2024,,~.,~

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



-TEXHOMOMMS 000 «IHK-TexHonorus TC»

MacnopT KayvecTBa No XXXXXX
Hab6op peareHToB ans BbiseneHus AHK Human herpesvirus 6
meTogoMm MLP B pexkme peasibHOro BpeMeHu

(HHV-6)
®dacoska U
Cepusi: XXXXXX-XX
[lata n3roToBfieHUs: XXXX-XX-XX
ogeH go: XXXX-XX-XX*

PesynbTar KOHTpONA
1 ﬂpOBepKa KOMMNNEKTHOCTU, yNakKoBKN 1 MapKNPOBKW - COOTBETCTBYET
Tpeb6oBaHuam TY 21.20.23-006-89545560-2024.

Cepust XapakTepuctuka n Ycnosus PeaynbTar
KoMnoHeHT Konunuecteo HopMa XpaHeHus 4
Cwmech gnsa XXX 1npo6upka MpospayHas GecusetHas 15 oc f08°C CootsercTayet
600 MKn “nu po3oBas XUAKoCTb
Monumepaza 1 npo6upka MpospayHas GecusetHas  OT MUHYC 22 °C Cooreercrayer
XXX 30 mkn BA3KaA XNAKOCTb A0 MuHyC 18 @C
1 npo6upka Mpospaunas GecuseTHas N o
NUP-Gycep XXX 650 0T2°C go8°C CootsetcTayeT
MKN KWAKOCTb
MONOXUTENbHbI XXX 1npo6upka MNpospaynas 0T 2 @C 0 8 GC CooTseTcTByeT
KOHTPONbHbIT 06pasely 130 mKn GecygeTHas XuAKoCTb
XapakTepucTuka u Hopma PesynbTat
Ana naGopaTopHOro KOHTPONLHOro o6pasua AOMKEH ObiTh
Mpeaen oGHapyxenus: 3aUKCUPOBAH MONOXMTENbHbIA  Pe3y/ibTaT aMMAMAUKAUMM  CooTseTcTayeT
5 konuii IHK Ha B 0 NPOAYyKTa N0 KaHany AeTekynn Fam
npo6upky
[Ns NONOXUTENLHOTO KOHTPONLHOrO 06pasuya A0MKeH 6GbiTb
3aMKCUPOBAH NONOXKUTENbHLIW pe3ynbTaT amnangukaynm
cnenubuYHOro NPoAyKTa No KaHany Aetekuyuu Fam
[insi 0TPULATENLHOTO KOHTPONLHOTO 06pasia AOMKeH 6bITb  Coorsetcrayer
CneynduyHoCTb

3auKcMpoBaH OTpULATENbHbI pesynbTat amnanbukaymn
CcreunduyHOro MpoAyKTa Mo  KaHany aetekuuu Fam v
NONOXNTENbHbIN pesynbTart aMnﬂMQ]MKaL\IAM BHYTpeHHero
KOHTPO/IA no KaHany aetekuuu Hex

YCnoBwWs TPaHCMOPTUPOBaHNA:
TpaHCnopTMpoBaHe Habopa peareHTOB OCYLLECTBAAIOT B TEPMOKOHTeliHEpax C XNajo3fieMeHTaMu BCemm
BUAMM KPLITOrO TpaHCropTa Npu TemrepaType BHYTPU TepPMOKOHTeliHepa, coomeTchyroLuem YCNoBUAM
XpaHeHWs KOMMOHEHTOB, BXOASALLWX C COCTaB HaGopa peareHToB. Xany

[lonyckaeTcs TpaHCMOPTMpOBaHWe Habopa peareHToB, 3a WCK/KuYeHMeM nonwone);" TACrTag MAX, B
TEPMOKOHTElHepax C X/1aA03MeMeHTaM1 BCEMW BMAAMW KPbITOFO TpaHCMopTa

BHYTPU
TepMOKOHTeiiHepa oT 2 °C fo 25 °C He 6onee 5 CyTOK. [ I

[lonyckaeTcs TpaHCnopTMpoBaHWe nonumMepasbl TexHoTag MAX B TepMOKOHTei Hepax""sneM el™ammn
BCEMW BIAMM KPbITOrO TPAHCMOPTa MU TeMMepaType BHYTPU TepMOKOHTeHepa Ac)|ToK.

3aknoyeHne OTK: cooTBeTcTBYeT TpeGoBaHWam TY 21.20.23-006-89545560-2024
[laTa BblAaun NacnopTa: XXXX-XX-XX u !

*CpOoK rogHOCTH B COOTBETCTBUM C TpeboBaHuamu TY 21.20.23-006-89545560-2024

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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A QVKTEXWPAIOMMS 000 «HIMO AHK-TexHonorus»

MacnopT KavecTBa Na XXXXXX
Habop peareHToB /19 BbisBneHus JHK Human herpesvirus 6
meTofoMm lMLP B pexxumMe peasibHOro BpemeHu
(HHV-6)

dacoska S, CTpurbl

Cepus: XXXXXX-XX
[Llata nsroTtosneHus: XXXX-XX-XX
ofeH fo: XOOKK-XK-XX*

PesynbTaTt KOHTpONs
1 I'IposepKa KOMMNNEKTHOCTU, YNaKOBKU N MapKNPOBKN —COOTBETCTBYET
Tpeb6oBaHuam TY 21.20.23-006-89545560-2024.

Cepus XapakTepucTuka u Ycnosua PesynbTat
KomnoHenT Konnuectso HooMa XpaHeHus
Mpo3payHas GecuyseTHas
12 cTpunos 03082 oc
CMmecb Ans amnandukayum XXX 10 8 NPOGUPOK WM pO30BaA KMAKOCTE  orp  po g e CooTBeTCTBYET
3aneyaraHHasi napaduHoM 10 20 MKn 110/ BOCKOOGPasHbLIM
6Genbim cnoem
PacTaop XXX 2 npo6upKu Mpo3spayHasn GecuseTHas 0T2C Ao 8 CooTseTcTByeT
no 500 mkn XNAKOCTb
2 5 Mpo3payHas GecyseTHas
npobupku A CoortsetcTayeT
MuHepansHoe Macno XXX 10 1.0 M BA3Kas MacnaHucTan 072X gos"C Y
3 XKUAKOCTH
MonoxuTenbHbil XXX 1 npoGupka Mpospaunas oT2°C go 8@  CooTsercrayer
130 MKn 6eclBeTHAR KUAKOCTL
CootsetcTayet
KpbiwwK® s cTpunos 12 wr- 4
XaoaKTepucTuka n Hopma PesynbTat
[Ana nabopatopHOro KOHTPONbHOrO 06pasua AOMKeH 6biTh
Mpefen oGHapyxenns: 3aUKCUPOBAH MONOXUTENbHBIN PesynbTaT aMnAuduKaLum Cootsercrayer
5 konwit AHK Ha yio (hMYHOrO NPOAYKTA MO KaHany AeTekyun Fam
npo6upKky
JINA NONOXMTENLHOTO KOHTPONLHOTO 06pasua AO/MKeH GbiTh
3ahMKCMpOBaH MNONOXMWTENbHBIA pe3ynbTaT amnandukayim
rnenu/INYHOro npoaykre NO KaHany getekuynn Fam
Linsi OTpMYATENLHOTO KOHTPONILHOTO 06pasya AOMKeH GbiTb  CoorgercTayer
CneynduyHocTb

3auKcupoBaH OTpULATENbHBIA  pesynbTaT amnandukayim
cneunduyHoro npoAyKTa no Kavany AeTekumn Fam w
NONOXUTENbHLIA  pe3ynbTat amMnAnduKauuu BHYTPEHHEro
KOHTPONA N0 KaHany fetekunn Hex

YCnoBusi TpaHCNOPTUPOBAHNS:

TpaHCropTpOBaHWe Habopa peareHToB O TepPMOKOHTEiiHepax ¢ Xnagoof eHI,Iar)J/lgngé:ﬁm
= al/m «

BUZaMu KpbITOro TpaHcnopTa Npyu Temng TEepPMOKOHTeliHepa, coo
XpaHeHWs KOMMOHEHTOB, BXOAALLMX B COCTaB Habopa peareHTOB. "

JlonyckaeTcs TpaHCropTMpOBaHWe HabBopa peareHTOB B TepMOKOHTeliHepaC/n
BUAIAMM KPbITOTO TPaHCMopTa Npu TemnepaType BHYTPU TEPMOKOHTERHANN
5 cyTOK. * *

3akntoueHne OTK: cooTBeTcTBYeT TpeGoBaHuaM TY 21.20.23-006-895455":
JlaTa Bblfaym nacrnopra: XXXX-XX-XX [0

*CpOK FOHOCTM B COOTBETCTBUN C TpeGosaHuamn TY 21.20.23-006-1191145§60
KOMnA  BEPH.J
BEPABBIA [
000<-HMO AWK-,
AMWTPOBCKB
Jpo'i g%e3

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



ftonorusa

000 «HMNO AHK-TexHonorms»

MacropT KavecTBa Na XXXXXX

Hab6op peareHToB ans BbiseneHns AHK Human herpesvirus 6
meTofoMm MLP B pexxknmMe peasibHOro BpemeHn
(HHV-6)

dacoBka S, MPO6GUPKK

Cepus;
[laTa n3roTosneHns:
ogeH fo:

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

Pe3ynbTaTt KOHTpO/IA
1 MpoBepka KOMMEKTHOCTY, YNaKOBKY 1 MapKVMPOBKYW - COOTBETCTBYET
Tpe6oBaHuam TY 21.20.23-006-89545560-2024.

CepuH Xapa
KOMMOHEHT pakTepucTuKa H YcnosHa
KOMNOHEHTa Konuuecteo Hopwa
c @ Mpo3payHasn GecuseTHas
MeCb ANA amninpukayum, 96 npo6upok WK Po30Bas XNAKOCTb
3anevataHHas napapuHom XXX 10 20 MKN 1104 BOCKOOGPa3HBIM 012°CpR08@C
6Genbim cnoem
PacTeop 2 npo6upku Mpo3spayHas 6ecuseTHa)
Tag-nonumepassi xxx 110 500 MKn KNAKOCTH 0T2°Cp08G&C
Mpo3payHas GecupeTHa)
2 npo6upku
MuHepansHoe macno XXX nopl 0 3" BA3Kan MacnsHucTasn 0T 2 @Cpo 8°C
" XNAKOCTb
MonoxuTenbHbii 1 npo6upka MpospayHas
KOHTPO/bHbIN 06pasey XXX 130 MKn GecygeTHan 0T2@Cpo 8°C
KUAKOCTb
3. ﬂpOBepKa beHKLWIOHafIbeIX nokasarenen
HavumeHoBaHue nokasarens XapakTepucTUKa 1 Hopma
Mpegen o6HapyxXeHus: Ansa nabopatcHOro KOHTPONLHOrO 06pasya AOMKEH GbiTb

5 konwii AHK Ha
npo6upky

NONOXWUTENbHbIA pe3ynbTaT amnangukayum
CcreynduuHOro NPpoAyKTa Mo KaHany getekunn Fam

[ins NONOXWTENbHOTO KOHTPONLHOTO 06pasua AomKeH GbiTh
3ahMKCMpOBaH MONOXMTENbHBIN pesynbTaT amnandukauumn
cneynduUyYHOro NPoAyKTa No KaHany aetelown Fam

CneunduyHoCTb

[ina 0TpULaTENbHOTO KOHTPONLHOrO 06pasua AoNMKeH 6biTh
3aMKCUPOBaH OTpULATENbHbIN pe3ynbTaT amnangukayun

cneyupuuHoro npogykTa Mo KaWany AeTekunn Fam u
NONOXNTENbHBI  Pe3ynbTaT aMnAM(UKaunuu  BHYTPEHHero
KOHTTIONA MO KaHany AeTekuun Hex

YCNoBwst TPaHCMOPTUPOBAHNSA:

TpaHCnopTUpOBaHWe HaGopa peareHTOB OCYLLECTBASIOT B TePMOKOHTeliHepax
BMAAMU KPbITOTO TPaHCMOPTa MpU TeMmnepaType BHYTPU TePMOKOHTEViHepa,
XPaHeHN KOMMOHEHTOB, BXOASLLMX B COCTAaB HaGopa peareHTOoB.
JlonyckaeTcA TpaHCMOPTMPOBaHWe Habopa peareHToB B TEPMOKOHTeiiHepax !<Q *
BMAAMU KPbITOTO TPAHCMOPTa NPy Temneparype BHYTPU TEPMOKOHTeliHepa oT 2

/A

3akntoyeHne OTK: cooTBeTcTBYeT TpeGoBaHWam TY 21.20.23-006-89545560-20244"

[ata Bblfaun nacnopTa: XXXX-XX-XxX

PesynbTat

CooTBeTcTBYET

CootBeTcTBYeT

CooTBeTcTByeT

CooTBeTcTBYET

CooTBeTcTBYeT

CootBeTcTBYeT

#CpoK rofjHoCT B COOTBETCTBUM C Tpe6oBaHMaAMM TY 21.20.23-006-89545560-2024

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



AXHONorms 000 «HIMO AHK-TexHonorus»

MacnopT KavecTBa No XXXXXX

Hab6op peareHToB 415 BoMBeHWs HK Human herpesviras 6

MeTozoMm lMLP B pexxkvime peasibHoro BpemeHu
(HHV-6)

dacoska U
Cepusa: XXXXXX-XX
[lata n3roToBfieHuUs: XXXX-XX-XX
ofeH Jo: XOOK-XK-XX*

Pe3ynbTaT KOHTPO/IS

1. NpoBepKa KOMMNEKTHOCTK,, YaKOBKN N MapKMPOBKMN - COOTBETCTBYET

TpeboBaHmam TY 21.20.23 006-89545560-2024.
1 BHELLIHEro B1a KOMMNOHEHTOB

Cepus XapakTepuctuka n Ycnosua
KomnoHeHT Konunyectso
HopMma XpaHeHns
Cmecb gns XXX 1npo6upka Mpo3spauHasn GecuseTHas 072 °C o 8°C
amnauéukauumn 600 mkn VNN po30Bas XUAKOCTb
Monumepasa XXX 1npo6upka MpospayHan GecupeTHas  OT MUHYC 22 ®C
TexxoTaa MAX 30 mkn BA3KasA KMAKOCTb [0 MUHYC 18 @C
1npo6upka Mpo3spauHas becuseTHas o
NuUP-6ydep XXX 600 MKn KUZKOCTb 0T 2 ®Cpo 8 °C
r‘lonommenb?hm XXX 1npo6upka MpospayHas 0T2°C 40 8°C
KOHTrONbHbI 060aseL, 130 mkn 6ecuBeTHas XNAKOCTb

3. MpoBepKa (yHKLNOHAbHbIX NOKa3aTenei

HaumeHoBaHWe nokasatens XapakTepucTnka u Hopma

[ins nabopaTopHOro KOHTPONbHOro o6pasua AoMKeH 6biTh
3aMKCUPOBAH NONOXWTENbHbIA pe3ynbTaT amnandukaunu
cneyndUYHOro NPoAyKTa No KaHany aetekymn Fam

Mpegen o6HapyxeHuns;
5 konuii AHK Ha amnAnguKayMoHHy

npo6upky
[ANA NONOXUTENLHOTO KOHTPONbHOrO 06pasua AoMKeH 6GbiTb
3a(UKCUPOBAH MONOXMTENbHBIA Pe3ynbTaT amnaMbuKaynn
cneyndUyHOro NpoAyKTa no KaHany Aetekumn Fam
T|
CreundusHocTs [inA 0TpUUaTENbHOTO KOHTPONLHOTO 06pasua JOMKeH 6biTb

3aUKCUPOBaH OTPULLATENbHBLIA pesynbTaT amnandukauum
cneunhryHoro npoaykTa No KaHany fetekuun Fam
MNONOXWTENbHbIA pe3ynbTaT amMnAMduKauuu BHYTPEHHEro
KOHTPONSs NO KaHany fetekunn Hex

YcnoBus TpaHCNOPTUPOBaHNSA:

TpaHCNOPTUPOBaHWe HaGopa PeareHTOB OCYLUECTBAAIOT B TEPMOKOHTelHepax
BWAMM KPLITOrO TPaHCMoOpTa NpW Temnepatype BHYTPU TepMOKOHTeliHepa,
XpaHeHUs KOMMOHEHTOB, BXOAALLWX C COCTaB HaGopa peareHToB.

JlonyckaeTcs TPaHCMOPTNPOBaHWE HaGopa peareHToB, 3a WCK/IOYEHVEM
TEPMOKOHTEiHepax C X/1af03/eMeHTaM1 BCEMW BUAAMU KPbITOFO TPaHC
TepPMOKOHTeiiHepa 0T 2 °C fo 25 °C He 60nee 5 CyTOK.

JlonyckaeTcs TpaHcnopTuposaHve nonumepasbl TexHoTagq MAX B TepMOK<
BCEMU BUAAMI KPbITOTO TPaHCMopTa Npy TemMnepaType BHYTPW TePMOKOHTENH»

3akntoyeHne OTK: cooTBeTcTBYeT Tpe6oBaHWaM TY 21.20.23-006-89545560-2024
/[laTa BblAauN Macrnopta: XXXX-XX-XX
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*CpOK FroffHOCTW B COOTBETCTBUM € TpeboBaHMAMM TY 21.20.23-006-89545560-2024
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