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®EAEPAABHAS CAVKEBA TIO HAA3OPV B COEPE 3APABOOXPAHEHM S
(POCSAPABHAASOP)

PEFHCTPAL[HOHHOE YAOCTOBEPEHHE
HA MEAULIHHCROE U3AEJIUE

or 13 mapra 2019 roga Ne ®@CP 2009/05514

Ha menuunHCcKOe H3enme

Pearent 115 TPaHCIIOPTHPOBKH M XPaHEHUs KIHHAYECKOr0 MaTEpHAJIa
"TpancnopTaas cpexa ¢ mykoauntukom (TCM)" no TY 9398-098-01897593-2009
Hacrosmee perucrpariioHHOE y/I0CTOBEPEHHE BBIIAHO

Denepanbuoe 010KeTHOE Yupexkaenue nayku "Llenrpaasuplii HayaHO-
HCCJIEA0BATENbCKHH HHCTHTYT SnHaeMuo orun' @exepanabHoii ciry:K0b1 110 HAA30pY B
ctepe 3amuTELI IpaB noTpeduTesei u G.aronoayaus geaosexka (PEYH LHHHUN
Snuaemuoaoruu Pocnorpednanzopa), Pocens, 111123, Mockea, yi1. Hoporupeesckas,
a. 3A

[TponzBouTes

DenepaabHoe 610KeTHOE yapexkaenue nayku "'LlenTpaabHblii HayYHO-
HCCJIe10BATEILCKHI HHCTHTYT MageMuogornn’ MejepaibHoil cayK6bl 10 HAA30py B
cpepe 3aMUTHI NPAB NoTpeduTEN el 1 Gaarononyans seaosexa (PBYH LIHUN
Junaemunonorun Pocnorpedbnansopa), Pocens, 111123, Mockea, yia. Hosorupeepexas,
a.3A

MecTo npon3BOICTBA MEAUIMHCKOIO H3IEINs

CM. TIPHJIOKEHHE

Howmep perucrpannonsoro gocse Ne P/I-26124/11212 or 01.03.2019

Knacec noTeHnuaibHOro pucKa MPAMEHEHUS MEIMITMHCKOTO H3Aenus 2a

Koa Obepoccuiickoro kinaccudukaropa npoyKIEy 110 BHAaM 9KOHOMHYECKOH
AesarensHocTH 21.20.23.110

Hacrosmee perucTpaiiioHHOe yI0CTOBEPEHHE UMEET MPHIIoKeHHe Ha | cre

3amecTHTeab PYKOBOAUTeIs PeepanbHoil cayKObI

SIS 3

AN




®EAEPAABHAS CAVIKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP)

 IPHJIOYKEHHUE
R PETHCTPALIMOHHOMY Y/Z10CTOBEPEHHIO
HA MEAMLIHHCROE U3AEJIUE

Ne ®CP 2009/05514

ot 13 mapta 2019 roga
Juer 1

Ha meaunuHcKoe H3aenue

PeareHT 118 TPAHCHOPTHPOBKH H XPAaHEHHs KJIHMHHYECKoro Mmarepuania "Tpancnopruas
cpeaa ¢ myxoantakom (TCM)" no TY 9398-098-01897593-2009:

dopma | BriovaeT peareHT «Tpancnoprras cpema ¢ mykoiautakoMm (TCM)» o6semom 50 mi,
1 dbnakon;

®opma 2 Bxinouaet pearenT «Tpancnopraasn cpeaa ¢ mykonutukom (TCM)» obsemom 0.5 mi,
100 mpobupok:;

dopma 3 BKIMoYaeT peareHT «TpancnopTHas cpena ¢ mykoauTukoM (TCM)» o6vemom 0,5 mi,
20 npobupok;

®opma 4 BkirogaeT peareHT «TpancnoprHas cpea ¢ MyKoauTHKoM (TCM)» obbemom 0,5 mur,
1 mpobupka;

®opma 5 BrmoyaeT pearenT «TpancnoprHas cpeja ¢ MykoauTukom (TCM)» obbemom 2,0 mut,
1 npobupka.

MecTto npou3BoACTBA:

1. ®bYH LITHHH Dnugemuonoruu Pocniorpebuansopa, Poccus, 111123, Mocksa,

ya. HoBorupeesckasi, Ji. 3A.

2. ®bVH IHHUHM Dounemuonoruu Pocnorpebuanzopa, Poceus, 111123, Mocksa,

yi1. Hosorupeesckas, 1. 3A. c1p. 6.

=

3amecTrTeas pykoBoauTes ®eepansHoi cayKObI
1O HaA30pYy B chepe 3ApaBooXpaHeHust JLIO. IaBmokos

0054572

. A




YTBEPXOAHK

3am. pgupektopa PegepanbHoOro
BIOOXKETHOrO  YYpPEXAEHUs HayKu
«LleHTpanbHbIA Hay4Ho-
nccrneposaTenbCcKu WHCTUTYT
sanunaemuonorm»  degepanbHon
CnyXObl Mo Hagsopy B coepe
331UNThl, APEB - TIOTpebUTENEN U
Gharoronykifst yebigs
VoL NEEs SEFY BT AKMMKUH
« 3‘65)"‘0;_&')‘1{5‘}»9 2017

MHCTPYKLUUA

no NPpMMEeHEeHN0 peareHTa and TpaHCNOPTUPOBKA U

XpaHeHNA KIMMHN4YeCKoro Mmartepumara

«TpaHcnopTHasa cpeaa ¢ mykonutukom (TCM)»

AmnnuCeHc®

PBEYH LUHUW Snngemmnonorumn
PocnotpebHaasopa,

Poccuiickas ®epepauusa, 111123, IVD
ropofa Mocksa, ynvua Hosorupeesckasd, gom 3A




HA3HAYEHUE

TpaHcrnopTHaa cpega ¢ mykonutmkom (TCM) npegHasHadeHa
O TPaAHCNOPTUPOBKM W XpaHeHUst COCKOBHOro maTtepuana u
OTAENAeMoro Crm3ucTbix 0BO0NOYEeK YpOreHuTarbHOro TpakTa,
POTOrNOTKN, MPSAMON KULLIKWA, KOHBIOHKTUBbI I11a3, a Takke 3p03MBHO-
A3BEHHbIX 93JSIEMEHTOB CIM3UCTLIX W  KOXM 4enoseka Angd
nocneaywuwero uccrnegoBaHusi Ha  BO30yauTenu  MHAGEKUUN,
nepegasaemMblx nonosbiM nytem (UMMM) v gpyrmx wnHdeKumm
OpraHoB penpoaykuum Metogamu nosiumepasHon LenHom peakuuu
(MUP) wn peakumen TpaHcKkpununmoHHon amnnndukaumm PHK
(HACBA) c wcnonb3oBaHMeM COOTBETCTBYIOLMX KOMIIEKTOB
peareHToB  npoussoactea PbYH UHWUNA  3nugemmonorum
PocnoTtpebHagsopa.

OMUCAHMUE U NMPUHLUN OEUCTBUA

TpaHcnopTHaa cpega ¢ mykonutukom (TCM) npepcrtaensieT
cobon roToBbIN K MPUMEHEHUID CTEPUIIbHbIN BydepHO-CconeBou
pacTBop po3oBoro uBeta Cc pgobaBneHMEM — MYKONWUTMKA,
KOHCepBaHTa W cTabunusatopa. Mykonutuk obecnednBaet
pasXmxeHue cnusn, 4to crnocobeTByeT Boree adPPEKTUBHOMY U
FOMOreHHOMY  CMELUMBAHWIO  KINWHWYECKOrO  MaTepuana C
TpaHcnopTHOW cpeaon. KoHcepBaHT n ctabunusaTtop npensTcTBYOT
POCTYy Hecneuuduyeckon MuUKpodropbel M nNpexaeBpeMeHHOMY
nu3ncy Knetok, obecneunmBas crtabunbHocTe [OHK u  PHK
MUKPOOPraHM3MOB M BUPYCOB ANUTENbHOE BPEMSA B LUMPOKOM
TemnepaTypHOM uanasoHe.

POPMbl KOMIJIEKTALIUA

PeareHT BbiNyckaeTca B 5 popmMax KoMnrekraumu:

Popma 1 BktovaeT peareHT TpaHcnopTHasa cpeda C MYKOSIMTUKOM
(TCM) o6bemom 50 mn, 1 donakoH.

dopma 2 BKIOYAET peareHT TpaHCnopTHada cpega C MyKOSIMTUKOM
(TCM) o6emom 0,5 mn, 100 npobupok.

dopma 3 BKMOYaeT peareHT «ITpaHcrnopTHaad cpefja cC
mykonunTukom (TCM)» oobemom 0,5 mn, 20 npobupok.

dopma 4 BKMNOYaeT peareHT «IpaHcnopTHaa cpega cC
mykonuntukom (TCM)» obbemom 0,5 mn, 1 npobupka.

dopma S5 BKMwYaeT peareHT «TpaHCnopTHaad cpefna cC
MykonuTukom (TCM)» o6bemom 2,0 mn, 1 npobupka.

®opma 1: 952; M-0981-1; dopma 2: [REF] 953; [REF] 4636; [REF] M-0982-100;

®opma 3: M-0983-20 ®opma 4: |REF] 1442; [REF| M-0984;

®opma 5: 2310; M-0985 /
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®opmbl komnnekTauum 1 n 2 paccumtaHbl Ha 100 npo6. Popma
koMmnnekTauyum 3 paccumtaHa Ha 20 npob. Popmbl KoMnnekraumm 4
n 5 paccunTtaHbl Ha 1 npoby.

B3ATUE KIMHUYECKOI'O MATEPUAIJIA.
TPAHCINMOPTUPOBAHUE U XPAHEHUE MNMPObB

[Mpouenypa B3ATUA KIMHMYECKOrO MaTepuana npoBOAUTCS B
COOTBETCTBUN C MeTOoAMYECKMMU pekomMeHgauusmm «BasTtue,
TPaHCNOPTUPOBKA, XPaHEHUE KnnHM4eckoro matepuana anga lMNupP-
onarHoctukm» (®bYH UHUN Bnngemmnonorum PocnotpebHansopa,
MockBa, 2012 r.). [1na uccnenoBaHus UCNONb3yeTCs crneayowumn
KNUHUYECKNN MaTepuarn: COCKObbl W OTOeNsieMoe CrU3UCTbIX
000rio4eK YpOreHUTanbHOro TpakTa, POTOrfOTKU, MPSIMOM KULLKW,
KOHBIOHKTMBbLI Na3, a TaKkKe 3PO03MBHO-SA3BEHHbIX 3N1eMEHTOB
CNU3NCTbIX 0BONOYEK N KOXKN YeroBeKa.

KnuHnyecknn matepuar, noMeLleHHbIN B TPAHCNOPTHYO cpeay C
mykonimtukom (TCM) B nNnoTHO 3akpbiTOM MNPOOMPKE MOXHO
TPaHCNOPTUPOBATb U XPaHUTD:

- Npy KOMHaTHOM TemnepaTtype (oT 18 go 25 °C) go 28 cyr;

- Npu Temnepartype oT 2 go 8°C go 3 mec;

- oana 6onee ONUTENbLHOrO XpaHeHust obpasubl 3aMOpPOo3nUTb MpU
Temnepatype MuHyc 20°C n Hmxe.

MEPbI NTPEOOCTOPOXHOCTU N CBEOEHUA OB
YTUITN3ALUUN

PaboTa gomkHa npoBoAuTbCS B NnabopaTtopuu, BbIMOMHAOLEN
MOJIEKYNSAPHO-OMonornyeckme (rupP) nccnenoBaHus
buonornyeckoro  maTtepuana Ha  Hanudme  BO3byauTernen
NHMEKUNOHHBIX  DonesHen, Cc cobnigeHnemM  caHuTapHO-
anugemunonorndyecknx npasun  Cl11.3.2322-08 «besonacHocTb

paboTbl C MukpoopraHmamamu IlI-IV  rpynn natoreHHocTH
(omacHocTn) w© BO3ByauTENaAMM  napasvTapHbix OonesHemn»,
CaHllvH 2.1.7.2790-10 «CaHunTapHo-anngemMmornornyeckue

TpeboBaHus K obpaleHnio ¢ MeaUUMHCKAMK  oTXodamMuy U
meToamndecknx ykasaHum MY 1.3.2569-09 «OpraHusauuss paboTbl
nabopaTtopun, NCMNOSb3YHOLLNX MeToabl amnnndukauymm
HYKNEMHOBbLIX KUCMOT Npu paboTe Cc MaTepuanom, cogepkallinum
MUKpoopraHuambl -V rpynn natoreHHOCTU.

[Mlon paboTe HeobxoouMO Bcerda BbINOSHATL —crneayrowme

®opma 1: 952; M-0981-1; dopma 2: [REF] 953; [REF] 4636; [REF] M-0982-100;

®opma 3: M-0983-20 ®opma 4: |REF] 1442; [REF| M-0984;

®opma 5: 2310; M-0985 /
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TpeboBaHUS:

Temnepatypa B nomeweHun nabopatopum ot 20 go 28 °C,
OTHOCUTENbHaA BNaXXHocTb OT 15 go 75%.

PaccmatpuBatb wuccnegyemble o0pasubl Kak MH(EKLUMOHHO-
ornacHble, opraHn3oBbiBaTb paboTy N XpaHeHWe B COOTBETCTBUN
C Crl 1.3.2322-08 «besonacHocTb paboThl C
MUKpoopraHuamamm -V rpynn naTtoreHHoCTM (onacHoOCTU) u
BO30OyanTenaMun napasmtapHbix 6onesHen».

Ybupatb un gesnHdouumpoBaTb pasnutble obpasubl, NCNOMb3Ys
aes3vHdpuumnpyrowmne cpeactesa B coorsetctsum ¢ Cll 1.3.2322-
08 «besonacHocTb paboTbl ¢ MukpoopraHuamamu -1V rpynn
naTOreHHoCTM (onacHocTU) M BO3DyaAUTENSAMU NapasuTapHbIX
bonesHen».

Heuncnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLWUM CPOKOM
FOAHOCTW, a Takke WCMONb30BaHHbIE peareHTbl, YNaKkoBKy,
Buonornyecknn martepuarn, Bknovaa matepmarnbl, MHCTPYMEHTbI
N npeameTbl, 3arpsi3HeHHble OWoNorM4yeckuM Martepuarnom,
cnegyet ygansaTb B cooTBeTcTBUM C TpebosaHuamu CaHlluH
2.1.7.2790-10 «CaHuTapHo-anuaeMunonornyeckme TpedoBaHma K
obpalleHnto ¢ MEOULIMHCKMMU OTXO4aMMUy.

OpHopasoBy MNacTUKOBYK nocyny (Npodupku, HaKOHEYHUKMN)
Heobxoaumo cbpacblBaTb B cneuuanbHbll  KOHTEWHEP,
coepxawmn aesvHuumpyoLllee cpeacTBo, KOTOpoe MOXeT
ObiTb MCMNONb30BaHO AN obe33apaxmBaHUsa MeOULMHCKUX
OTXOAO0B.

PeareHT npegHasHayeH AONsi 0QHOPA30BOro MNPUMEHEHUS OIS
NpoBeAEHNA UCCIefoBaHNA YKa3aHHOro konumyectsa npob (cm.
pasgen «PopMbl KOMNAEKTaUUm»).

PeareHT rotoB K NPUMEHEHUIO COrfacHO AaHHOW MHCTPYKLUMN.
[MpuUMeHATb peareHT CTPOro no HasHa4YeHWHo, COrfacHO AaHHOM
NHCTPYKLMN.

He wucnonb3oBaTb peareHT, ecnu HapyleHa BHYTPEHHSS
ynakoBka WNU BHELUHWA BWO peareHTa He COOTBETCTBYEeT
OnMcaHuto.

He wncnonb3oBaTb peareHT, ecnn He cobnioganucb YCroBUS
TPaHCNOPTUPOBAHUS N XPAHEHNSI COMMACHO MHCTPYKLUMN.

! Hewncnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLWMM CPOKOM FOO4HOCTWU, WUCMOSb30BaHHbIE peareHThl,
yrnakoBKa OTHOCATCS K Kinaccy OnacHOCTU MeauLMHCKNX otxonos I.

®opma 3: M-0983-20 ®opma 4: |REF] 1442; [REF| M-0984;

®opma 1: 952; M-0981-1; dopma 2: [REF] 953; [REF] 4636; [REF] M-0982-100;
®opma 5: 2310; M-0985 /
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- He ncnonb3oBaTtb peareHT No UCTeYEHUN CpoKa rogHOCTM.

- Wcnonb3oBaTb  OOHOpPa30Bble  HEOMNyAPEHHble  MNepyaTtKku,
nabopaTopHble xanaTbl, 3awuiaTb rnasa Bo Bpemsi paboTtbl C
obpasuamMn u peareHTamu. TwaTenbHO BbIMbITb PYKM MO
OKOH4YaHuM paboTbl. Bce onepauun npoBOAUTL TOMbKO B
nepyaTkax ana UCKNIYEHUS KOHTaKTa C OpraHM3MoM YeroBeka.

- WMsberatb BAObIXaHUA MapoB, KOHTaAKTa C KOXEeW, rnasamu u
cnm3aucton obonoykon. BpepoeH npwu npornatbiBaHun. [lpu
KOHTaKTe HEMeNEHHO NPOMbITb NOPaXeHHOEe MeCTO BOAOW, Npu
HeobxoanMocTn obpaTUTbCS 3a MEQULMHCKOW NOMOLLIBIO.

- [pun cobnogeHnn ycnosuin TPaHCMOPTUPOBKKU, IKCMyaTauum u
XpaHeHNs PUCKN B3pbiBa N BO3ropaHnsa OTCYTCTBYIOT.

- WHdopmaumoHHoe nmncbmMo ©O 6e30nacHOCTM  OOCTYMHO Mo
3anpocy.

OueHka BEPOATHbLIX COObITUI, B pe3ynbTare HACTYMNIIEHUS KOTOPbIX

MOIrYT NPOW3OUTU OTpuLaTesnbHble MOCNeAcTBUA ANA opraHnsma

YyesnoBeka

[Mp  mMcnonb3oBaHMM MO Ha3HadYeHUto U cobnogeHuu

BblLLEenepevyncneHHbIx Mep NpeaoCTOPOXKHOCTH peareHT

besonaceH.

Cneuundunyeckme BO3OENCTBUA peareHT Ha OpraHnu3m YesioBeka:

- KaHueporeHHbIn apdeKkT OTCYyTCTBYET.

- MyrtareHHoe gencrteue OTCyTCTBYET.

- PenpogyktnBHasg TOKCUMYHOCTb OTCYTCTBYET.

OONOJIHATEJIbHBIE MATEPUAJIbI U OBOPYOOBAHUE,

TPEBYEMBbIE OJ11 PABOTbI

Ona dopmbl komnnekTaumnm 1.

1. ABTomMaTtmyeckmn posatop Ha 200-1000 wmkn (Hanpumep,
«JleHnuneT», Poccus).

2. OgHopasoBble MNOMUMNPONUINEHOBbLIE  3aBUMHYMBAOWMECA WUNN
MNNOTHO 3akpbiBawLwmnecs npobupkn Tuna «3AnneHagopd» Ha
2,0 mn (Hanpumep, «Axygen», CLLUA).

3. CTepurnbHble HAKOHEYHUKN ONsi aBTOMATUYECKUX O03aTOPOB C
aspo3sonbHbiM Bapbepom Ha 1000 mkn (Hanpumep, «Axygeny,
CLA).

[Ona Bcex dopM KoMNAeKTauum.

4. OpgHopasoBble CTepusibHble 30HAblI (TaMMOHbI, LWTOLLETKN),
npegHasHadeHne Ons  nosiydeHMsa OTAensdaemMoro Crmn3ucTbIX

®opma 1: 952; M-0981-1; dopma 2: [REF] 953; [REF] 4636; [REF] M-0982-100;

®opma 3: M-0983-20 ®opma 4: |REF] 1442; [REF| M-0984;

®opma 5: 2310; M-0985 /
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060noYek yporeHUTanbHOro TpakTa (LepBUKanbHOro KaHana,
BRaranuwa, ypeTpbl), POTOrMOTKA, MPSMON KULIKMA, a Takxke
9PO3NBHO-S13BEHHbIX 31IEMEHTOB CITU3UCTBIX U KOXW.

NMOPAOOK PABOTbI
NMyHKT 1 BbINOMHATL TONLKO NMpU Ucnosib3oBaHuu opmobl 1.

1.

Cobniopgas npasuna acentuku pacgacosate no 0,5 wmn
TPaHCNOPTHOM cpenbl c MYKOSTUTUKOM (TCM) B
nonunponuneHosble npodupkn obvemom 1,5 mn. [lNpobupku
NIOTHO 3aKpbiTb W  XpPaHUTb OO0 WUCMNOMb30BaHMA  MNpuU
TemnepaTtype oT 2 o 25 °C.

[Mepen oTKpbIBAHMEM NPOBUMPOK CTPAXHYTb Kamniuv XXUOKOCTU CO
CTEHOK N BHYTPEHHEW YacTu KPbILLKX Ha OHO.

[Morpy3uTb pabo4yto YacTb 30HAA C KIMMHUYECKMM MaTepuarnom B
TpaHCMOPTHYO cpeny ¢ mykonmtukom (TCM) n, oTniomuB €€ B
obnactn Haceudkm (ecnu ummeeTcsd), ocTaBuTb B npobupke. B
crnyyae OTCYTCTBUS Hace4ku, NorpysnTtb paboyyo YyacTb 30H4a B
cpeny, U nNpuxasB ee K BHYTPEHHeN CTeHKe npobupku, Bpaliatb
30HO 5-10 c, nocne 4ero 30HA yganuTb, a MNPOOUPKY MMOTHO
3aKpbIThb.

®opma 3: M-0983-20 ®opma 4: |REF] 1442; [REF| M-0984;

®opma 1: 952; M-0981-1; dopma 2: [REF] 953; [REF] 4636; [REF] M-0982-100;
®opma 5: 2310; M-0985 /
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CPOK IogHOCTHU, YyCJloBUA TPAHCINMOPTUPOBAHUA WU
XPAHEHUA.

Cpok rogHoctn 12 mec. PeareHT C UCTEKLWUM CPOKOM FOAHOCTU
NPUMEHEHUIO HE NOLNEXMUT.

TpaHcnopTupoBaHue. [1pn Temnepatype ot 2 o 25 °C.
XpaHeHwue. [1pn TemnepaTtype ot 2 go 25 °C.

FTAPAHTUUHLIE OBA3ATENNILCTBA NPOU3BOOUTENA

[MponsBoguTenb rapaHTupyeTt COOTBETCTBMUE OCHOBHBbIX
napamMeTpoB U XapaKTEPUCTUK peareHTa TpeboBaHUsM, yKasdaHHbIM
B TEXHWYECKOW W IKCniyaTaumoHHOW [OOKyMeHTauun, B TedeHue
yKa3aHHOro cpoka rogHoOCTU npu CcobnogeHnn BCEX YCIOBUM
TPaHCNOPTUPOBAHUS, XPAHEHUS N MPUMEHEHUS.

MeguunHckoe nsgenne TeEXHUYECKOMY OBCNYyXMBaAHUKD U PEMOHTY
He NOANEXMWT.

Peknamaumn Ha kadecTBO peareHTa «TpaHCnopTHaA cpeda C
Mmykonutukom (TCM)» HanpasnaTtb no agpecy 111123, r. Mocksa,
yn. HoBornpeesckasi, gom 3A, e-mail: cs@pcr.ruz.

[Mpn BbisBNEHUN MOBOYHLIX AEWCTBMA, HE YKasaHHbIX B
MHCTPYKUMMN NO MNPUMEHEHUID peareHTa, HexenaTenbHbIX peakuuin
Npu ero Mcnosib3oBaHuMn, PakToB U OBCTOATENLCTB, CO3AatoLLNX
Yrpo3y XM3HU U 300POBbIO rpaxaaH U MeaUUMHCKNX paboTHUKOB
Npu MNPUMEHEHUN W 3IKCNNyaTauum peareHTa, pekomeHayeTcd
HanpaBuTb coobuleHne B oTaen no paborte c peknamaumsmMm o
agpecy, yKasaHHOMY BbilLIE, 7 B YNOMHOMOYEHHYO
rocydapCTBEHHYIO  perynupyowyo opraHmsaumiwo (B PO —
depepanbHasn cnyxba no Hag3opy B cepe 34paBOOXpPaHEHUS) B

cooTBEeTCTBAN C ,EI,eVICTBy}OU.lMM 3aKOHOAAaTeJIbCTBOM.
3aseayowmin HMJ1 OMAud

//
®BYH LIHWUW 3nuaemuonorum /
PocnoTtpebHagsopa 7 E.H. PognoHosa

masHeI Bpay ®IBY «MonuknuHmnka Ne1»
Ynpasnenus genamu MNpeangeHTa

Poccuiickon Qegepauun E.B. PxeBckas

2 OT3bIBbl U NPeanoXeHnss 0 NpoayKLUMM «Amn
notpebutens Ha cante: www.amplisens.ru. '

®opma 1: 952; M-0981-1; dopwma 2: [REF] 953; [REF 4636; [REF M-0982-100;

€HC» /Bbl MOXXeTe OCTaBUTb, 3aroOJIHUB aHKETY

®opma 3: M-0983-20 ®opma 4: |REF] 1442; [REF| M-0984;

®opma 5: 2310; M-0985 /
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http://www.amplisens.ru/

CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

OcTOpOXHO!
ObpatuTtecsb Kk
REF Homep no kaTtanory P
NHCTPYKLMUKN NO
NPUMEHEHUIO
Copepxunmoro
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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi 1 0603Ha4YeHus:

BK+ - NOJIOXUTENbHbBIN KOHTPONb amnnndgukauum obpasua BKO

BKO STI-87 - BHYTPEHHUIN KOHTPOINbHbIN 06pa3sey,

OHK - 0e30KCUPUBOHYKNENHOBAsA KACNOTa

K— - oTpuuartenbHbli KoHTponb MLP

K+ - NONOXUTESbHbLIN KOHTpOIb [LIP

OK - oTpULaTenbHbIA KOHTPOSb 3KCTPaKUNn

OKO - OTpyLaTENbHbIN KOHTPOMbHbIN 0bpaseL

MKO - NOJNIOXUTENBbHbBIN KOHTPOSbHbLIV 06pasel|

MnupP - nonMMepasHas uenHas peaxkums

PHK - puboHYyKNenHoBas Kncnorta

®BYH LIHWM - ®epepansHoe 6+op,>|<eTHoev yypexaeHue Hayku «LleHTpanbHbIn
Hay4HO-uccnenoBaTenbCKUA MHCTUTYT ANUAEMUONOTUNY

Annaemmonornu 8

PocroTpe6Hanaopa dJe,uepaanovl cnyx6bl Mo Hag30py B cdepe 3amThbl NpaB
notpeburtenen n Gnarononyyns Yenoseka

FRT - (bnyopecueHTHasa geTekumns B peXxmMme «peanbHOro BpeMeHmn»

HA3HAYEHUE

Ha6op pearentoB «AMnnuCeHc® Bordetella multi-FL»
npegHasHayeH angd BblABIIEHUSA 7 andgpepeHumaumm
cneunuyecknx dparmMeHToB reHoma BO3byaguTenen Koknowa
(Bordetella pertussis), napakokntowa (Bordetella parapertussis) u
bpoHxucenTtukosa (Bordetella bronchiseptica) metogom [MUP c
rmopunansaumnoHHoO-prIyopecueHTHOM aetekumnen NPOOYKTOB
amnnudukayun.

MaTtepunanom gna uccnegoBaHUA cnyXaT MaskM CO CIIM3UCTOM
HWXHEro HOCOBOro Xoda M 3a[Hen CTEHKM POTOrfoTKU, a TaKkKe
KynbTypbl MUKPOOPraHM3MoB.

BHAMAHMUE! Pesynbtatol lNLUP-uccnepoBaHus y4duTtbiBalOTCA B
KOMMMEeKCHON AnarHocTuke 3abonesaHms’.

NMPUHUUN METOOA

[MonHbLIM aHanNu3 BKKOYaeT crefyrowme atanbl: akecTpakymo OHK
Bo3Oyautenen un3  oOpas3uoB  KIIMHMYECKOro  MaTepuana,
amnnudukaumo  y4acTkoB  F€HOMOB  MUKPOOPraHMamoB U
rmopunansaunmoHHO-PIyoOpEeCUEHTHYIO OETEKUNIO curHana, kotopas
npousBoanTca HenocpencteeHHo B xoge [MUP. 3kctpakumsa OHK
MUKPOOPraHM3MOB W3 KITIMHMYECKOro MaTepuana npoBoauTca B
NPUCYTCTBMN BHYTPEHHEr0 KOHTpoOnbHOro obpasua (BKO STI-87),
MCMNOSIb30BaHME KOTOPOro MO3BOSISIET KOHTPOSMPOBATbL KayecTBO

! B cootBeTCcTBUM C [InpekTnBoii EBponelickoro Cotosa 98/79/EC.
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BbINOSTHEHMA npoueaypbl UccnegoBaHna OnNs Kaxagoro obpasua.
AMnnudukauma npoBoAMUTCSA MPU  y4acTUM  OFIUFOHYKNEeoTUa0B
(npanmepoB), cneundunydHblix K AHK-muweHam, n dpepmenta Tag-
nonumepasbl. B cocTtaBe peakuMOHHOW CMeCWU MpPUCYTCTBYIOT
doryopecueHTHO-MeYeHbIE OJIMTOHYKIEOTUAHbIE 30HAbI, KOTOpble
rmépuansytoTca C KOMMNeMeHTapHbIMU y4yacTkamu
amnnupunumpyemon OHK-muweHn, B pesynbtarte Yero Nnpomcxogut
HapacTaHne WHTEHCMBHOCTU donyopecueHumMn. 3TO NO3BOSISET
perucTpmpoBaTtb HakonneHue cneumdguyeckoro npoaykra
amnnndukaymm nyTem N3MepeHUs MHTEHCUBHOCTH
doriyopecueHTHOro curHana Bo BpeMs amningukaumn,

Ha atane amnnudukaumm OOHOBPEMEHHO B OAHOM Npobupke
NPOBOAATCA YeTbipe peakuum — amnnudukauma KoHCepBaTUBHOIO
yyacTka reHa ptxA, KOOUPYIOLLEro  KOKMIOLWHbLIM  TOKCWH,
npeacrtaBneHHoro B reHomax Bordetella pertussis, Bordetella
parapertussis 1 Bordetella bronchiseptica; waeHTUdMKaUuns
cneyndunyecknx yyactkoB B reHomax Bordetella pertussis u
Bordetella bronchiseptica, a Takxe amnnudunkauus
nocnenoBaTesibHOCTU BHYTPEHHEro KOHTPOJSIbHOro obpasua:

ﬂgfe”ﬁ; . FAM JOE ROX Cy5
TleTekums O6HapyxeHune NaoeHTndukaums NoeHTndpukaumsa
Peakuus BKCISl reHa KOKIMOLIHOro Bordetella Bordetella
TOKCWHA, PtxA pertussis bronchiseptica

B cnyyae obHapyxeHus B obpasue KOKMIOLWHOro TOKCHMHA (KaHarn
ons donyopodopa JOE) genaetca BbiBO4 O HannyuuM OOHOroO U3
MUKPOOPraHM3amMoB, npuHagnexawmnx poay Bordetella (B.pertussis,
B.parapertussis unn B.bronchiseptica).

B cnyyae O0OOHOBPEMEHHOrO MOMYYEHUS  MONOXUTENbHbIX
pe3ynbTatoB Mo KaHanam ansa dnyopodgopos JOE wm ROX
genaetca BblIBOA4 O Hanunuuum B obpasue Bordetella pertussis. B
cnyvae ogHOBPEMEHHOIO NOMyYEHNS MOSTOXKUTESNbHbBIX Pe3ySibTaToB
no kaHanam ans dnyopodopos JOE u Cy5 penaetcsa BbIBOL O
Hannymn B obpasue Bordetella bronchiseptica.

CoenaTtb BblBOA O Hanuumm B uccriegyemom obpasue Bordetella
parapertussis MOXHO B crnyyae OOHapyxeHuss B obpasue
KOKJTIOLLHOrO TOKCMHa (kaHan ansa donyopodopa JOE) n nonyyeHus
oTpuuaTenbHbIX pe3ynbTaToB B peakuusix  mnaeHTudunkaumm
Bordetella pertussis n Bordetella bronchiseptica npu ycnosuu
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cogepXaHus pgoctatodHoro konuyectea [OHK Bordetella, 4T0O
onpeaeneHo NoOpOroBbIMuU 3HAYEHUNAMM, yKa3aHHbIMN B
MEeTOANYECKNX PpEKOMEeHAALUUSAX NO NPUMeHeHNI0 Habopa peareHToB
ons sbisBrneHus n anddeperHuymaummn OHK Bo3dyautenen koknowa
(Bordetella pertussis), napakoknowa (Bordetella parapertussis) n
bpoHxucenTtukosa (Bordetella bronchiseptica) B 6uonornyeckom
mMatepuane MeToaoM nonumepasHon uenHou peakunmn (MNLP) c
rmopmnansaunoHHoO-pyopecueHTHON  OeTeKunen «AMnnnCenc®
Bordetella multi-FL».
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POPMATbI U POPMbI BbIlMTYCKA HABOPA PEANEHTOB
HaGop peareHTOB Bbinyckaetcsa B 1 chopmare.
Popmat FRT
Habop peareHTOB BbinyckaeTcsa B 7 oopmMax KOMMsiekTaunu:
Popma 1 BknoyaeT komnnekTol peareHToB «PUBO-copb» BapuaHT
50, «lUP-komnnekt» BapuaHt FRT (npobupkn 0,2 mn B
COOTBETCTBMW C TUMOM amMnnudukaTopa).
Popma 2 BkoyaeT KomnnekTbl peareHToB «PUBO-npen» BapmaHT
50, «lUP-komnnekt» BapuaHt FRT (npobupkn 0,2 mn B
COOTBETCTBUM C TUMOM amnnudukaTopa).
Popma 3 BknoyaeT komnnekTol peareHToB «PUBO-copb» BapuaHT
100, «IMLUP-komnnekT» BapmaHT FRT-100 F.
Popma 4 BknoyaeT komnnekTbl peareHToB «PUBO-npen» BapmaHT
100, «IMUP-komnnekT» BapmaHT FRT-100 F.
dopma 5 Bknwyaetr komnrekt peareHToB «[l1LP-komnnekT»
BapuaHT FRT (npobupkn 0,2 mMn B COOTBETCTBMU C  TUMNOM
amnnndoumkartopa).
Popma 6 Bknw4aeTr Komnnekt peareHtoB  «[l1LP-komnnekT»
BapunaHT FRT-100 F.
Popma 7 BKoHaeT Habopbl peareHToB ONTOM, pacacoBaHHbIE MO
OTAENbHbIM peareHTam, C MapKMPOBKOW peareHToOB Ha UX ONMTOBOM
doacoske.

®opmbl  komnnektaumm 1, 2, 3 n 4 npegHasHaveHbl AOnNA
npoBeaeHns NOSIHOro MUP-nccnenosaHus, BKNHOYaOLLEro
akcTpakumo [OHK n3 buonornyeckoro marepmana n amnnudukaumnio
OHK ¢ rmbpuansaynoHHO-GnyopecUEHTHON OETEKUNEN B PEXUME
«pearibHOro BpeMeHu».

dopmbl KOMMNeKTaumMm 5 u 6 npegHasHadeHbl ONns nNpoBeaeHud
amnnucpukauum  OHK ¢ rmbpuamnsaumoHHO-dnyopecUeHTHON
OeTEKUMEN B peXume «pearbHOro BpemeHu». [Ons npoBeaeHus
MNOSIHOro [MUP-nccnepnosanmg HeobxoaMmo Mcnonb3oBaThb

KOMMMEKTbI peareHToB ans 9KCTpaKumu AHK/PHK,
peKoMeHOBaHHbIe OBbYH LUHAU AnmaemMmonoruu
PocnoTtpebHansopa.

dopma KOMMneKTauum 7 npegHasHa4vyeHa ans

NPON3BOACTBEHHbLIX LENen ans nocneayrwen MapKMpoBKM Ha
A3blKe 3aKas4yMka U KoMnnekrtayum no Habopam.

BHUMAHUE! Vicnonb3oBaHne  opmbl  KOMnnekrauum 7
NPOM3BOOUTCA  TOSIbKO B  COOTBETCTBMU C  perfnameHToM,
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yTBEPXOEHHbLIM dBYH LIHNIA AnNmnaemMnonormm
PocnoTtpebHansopa.

AHAJIIMTUMECKUE XAPAKTEPUCTUKH
AHannTnyeckas YyBCTBUTENbHOCTb NPU UCCIIe0BaHNM
Ma3KOB CO CJIU3NCTOU HUXKHEro HoOCoBOIro xoaa u 3agHeu
CTEHKU POTOrJIOTKMN

KomnnekT gansa KomnnekT ansa AHanunTu4yeckas

BosbyauTtenb BblaeneHus amnnmdukaumm 1 | YyBCTBUTENbHOCTb
OHK/PHK aeTekuum ra/mn 2

Bordetella «PVBO-cop6» «MLIP-KoMnAeKkT 1x10°
pertussis «PUBO-npen» sapuant FRT, 5x10°
fg‘:ﬁg’ﬂ:{e”" NUCliSENS easyMAG | BapuaHT FRT-100 F 5x102
Bordetella «PNBO-copb» 1x10°
parapertussis «PVBO-npen» «lMUP-komnnekT» 5x102
(Bo3byauTennb : BapuahT FRT, >
napakokniowa) NucliSENS easyMAG | BapuaHT FRT-100 F 5x10
Bordetella «PUBO-cop6» 1x10°
bronchiseptica «PI/IEO-I‘Ipen» «rlLl'P-KOMrllane_FT» 5X102
(BO3GyAuTent NUCISENS easyMAG | sapusmr FRT-100 F 5x10°
OpoHxucenTUKo3a) u y P

AHanutn4yeckan cneunPuUYHOCTb

Habop peareHToB 0OHapyxuBaeT dparmeHTsl JHK 3asaBneHHbIx
BO30yanTenen. AHanuTtnyeckas cneunguyHoOCTb Habopa
peareHTOB [JokasaHa npu wuccneposaHun [OHK cnegyrouwmx
MUKpOOpraHmMamMoB: Streptococcus spp., Moraxella catarrhalis,
Staphilococcus aureus, Staphilococcus saprophiticus, Haemophilus
influenzae, Proteus mirabilis, Klebsiella pneumoniae, Pseudomonas
aeruginosa, Mycobacteria tuberculosis 27294 105, Neisseria flava,
Neisseria sicca, Neisseria mucosa, E. coli ATCC, NCTC, 01577
27u7, Enterococcus faecalis, Mycoplasma pneumoniae,
Chlamydophila pneumoniae, Legionella pneumophila, Shigella
flexneri, Shigella sonnei, Salmonella Enteritidis, Yersinia
enterocolitica, a Takke reHomHon [JHK yenoBseka.

MEPbLI MPEOOCTOPOXHOCTHU

PaboTta gomkHa npoBoauTbCs B Nnabopatopuu, BbIMOMHAOLEN
MosnekynsipHo-6uonorundeckue (MNMUP) nccnegoBaHus KNMMHUYECKOro
Matepuarna Ha Hanuyue Bo3byauTenen MHAPEKUNOHHbIX DOoSe3Hewn,

? YyBCTBUTENBHOCTb BbIPAXaeTCcs B reHOMHbIX akBuBaneHTax (M) Bo3byauTens B 1 M Npobsi.
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Cc cobntogeHnemMm caHuTapHo-anmgemundeckux npasun CI1 1.3.2322-

08 «be3onacHocTb paboTbl ¢ MukpoopraHnamamm |-V rpynn
naToOreHHocTn (onacHocTn) wun BO3dyauTENAMU nNapasuTapHbIX
oone3Heny, CanlluH 2.1.7.2790-10 «CaHuTtapHo-

anugemMunonornyeckme TpeboBaHna K obpalleHnio ¢ MegULUHCKUMU

oTxogamun» U MeTogumdeckux  ykasaHum MY  1.3.2569-09

«OpraHmnszauma paboTbl nabopaTtopui, MUCNONb3YOLWMX MeTOoAbl

aMmnndurkaumum HyKnenHoBbIX KUCAOT npu pabote ¢ maTepunanom,

codepXalmnum MrukpoopraHnamel |-V rpynn natoreHHoCTuy.

[Mpn paboTe Bcerga crieqyeT BoIMONHATL cregyowme TpeboBaHus:

— Cnepyet paccmatpuBatb  uccrnegyemble  obpasubl  Kak
MHGEKLUMOHHO-0MNacHble, OpraHn3oBbiBaTb paboTy U XpaHUTb B
cootBeTcTBMN C CI1 1.3.2322-08 «bes3onacHocTb paboTbl C
MUKpoopraHuamamum IlI—IV rpynn naTtoreHHoCTn (OnacHOCTU) U
BO30OyaAnTENAMU napasmtapHbiX 6onesHen».

— Ybupatb wn pges3nHduuMpoBaTtb pasnuTble obpasubl UK
peakTMBbl, WUCNOMb3ya  Ae3nHduumpylowme cpeactea B
cootBeTcTBMN C CI1 1.3.2322-08 «bes3onacHocTb paboTbl C
MuKpoopraHmamamu |-V rpynn natoreHHOCTM (onacHoCTU) u
BO30OyaAnTENAMKU napasmtapHbiXx 60nesHen .

— JlabopaTopHbln Npouecc AoMmKeH ObiTb OAHOHaNpPaBMEeHHbIM.
AHanuna npoBoanNTCA B OTAESbHbIX NMOMELLEHMsX (30Hax). PaboTy
cnegyeT HauvHate B 3oHe Bblgenenusi, npogormkaTb B 30HE
AmMnnudpukaumm un  Hetekumn. He BosBpawartb o0bpasupl,
obopynoBaHne N peakTuBbl B 30HY, B KOTOpOW Oblfia npoBeaeHa
npegblaywiasl ctaams npouecca.

— Ypanatb Heucnornb3oBaHHble peakTUBbl B COOTBETCTBUMU C
TpeboBaHUSAMMU CaHllnH 2.1.7.2790-10 «CaHutapHo-
anugemuonorndyeckne  TpeboBaHud K  obpaleHunio C
MEeAVULNHCKUMWN OTXO4aMMU».

BHUMAHUE! [lpu ypaneHunm oTxomoB nocre amnniundoukauum

(npobupok, cogepxawmx  npoayktel  [LUP)  HegonycTumo

OTKpbIBAHME NPoOOMPOK U1  pasbpbi3rmBaHne  COOEPXUMOrO,

MOCKOSIbKY 3TO MOXET MPUBECTU K KOHTaMuHauum npogykramu MNLUP

nabopaTopHOM 30HLI, 0OOPYAOBaHNSA N peareHToB.

— [llpnmMeHaTb Habop CTPOro NoO HasHa4YeHuto, CornacHo AaHHOW
NHCTPYKLMN.

— [HonyckaTtb K paboTe ¢ HabopoM TONbKO crneymanbHO 00yYEeHHbIN
nepcoHarn.
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He ncnonb3oBaTtb HAbOp NO UCTEYEHUN CPOKA FOAHOCTH.
cnonb3oBaTtb 04HOpa30Bble nepyaTku, nabopaTtopHble xanaThl,
3almuwiate rnasa BO BpemMsa pabotbl ¢ obpasuamu 1
peakTnBamu. TaTenbHO BbIMbITb PYKM MO OKOHYaHUK paboThl.
N3beratb KOHTaKTa peareHTOB C KOXEW, rnasamum u Crlmn3ncTton
obonoykon. Npn KOHTAKTe HEMEeAOSIEHHO MPOMbITb MOPaXeHHOoEe
MECTO BOOOW 1 00paTUTbCA 3a MeAULIMHCKON MOMOLLbHO.

Jlnctel G6esonacHoctn matepunanos (MSDS — material safety
data sheet) gocTynHbl no 3anpocy.

AONONHUTENbHbLIE MATEPUAIIbI U OBOPYAOBAHUE

1.

TpaHcnopTHasas cpega Ana XpaHEeHUA U TPaHCMOPTUPOBKU
pecnmpaTtopHblx MaskoB (TY 9398-083-01897593-2009) -
peareHT ans XpaHeHUs Ma3koB U3 NOMOCTU HOCa N POTOrMOTKMN.

. [legmnaTtpunyeckun HasodgrapuHreasibHbll  Besnop-TaMnoH Ha

nnactukosoM annnukatope (516CS01, COPAN, Utanus) — 30HA
Ona B3ATUA Ma3KOB CO CIIM3UCTOW HWMXKHEro HOCOBOro xoda Yy
geTen.

MMBKkMn HasodapuHrearnbHbI BEOP-TAMMOH Ha MNMacTUKOBOM
annnukaTtope (503CS01, COPAN, Utanusa) — 301 ona B3ATUA
Ma3KoB CO CINMU3NCTON HMXKHEro HOCOBOIO X04a Y B3POCHbIX.
30HA-TaMnoH  (NONUCTMPON C TaMnNoOHOM U3  BUCKO3bl), B
nHgmBmnayaneHon ynakoske, cTepusibHbiM (300202, Deltalab,
Mcnanna) — 3oHO Ans B3ATUA Ma3KoB M3 POTOrSIOTKU y AeTEN U
B3POCHbIX.

0,9% pacTtBopa HaTpua xnopuaa unm 0,01 M kanun-gpoccatHomM
bydepe, pH 7,0 — B cnydyae wuccnegoBaHUs KynbTyp
MMKPOOPraHn3mMoB.

Komnnekt peareHtoB anga BblgeneHna PHK/OHK — «PUBO-
copb» (TY 9398-004-01897593-2008), «PUBO-npen» (TY 9398-
071-01897593-2008) wnu pgpyrne pekomeHagoBaHHble PBYH
UHUN  Bnmpemuonornn  PocnoTpebHagsopa (ansa  dopm
KoMmnnektaumm 5 un 6).

. JononHuTenbHble MaTepuanbl 1 00opyaoBaHMeE ANA SKCTPaKLUK

— COrflaCHO MHCTPYKLMKU K KOMMSIEKTY peareHToB N4 BblAeneHus
AHK/PHK.

ABTOoMaTmyeckass cTtaHuua ans  BblgeneHns  OHK/PHK
(Hanpumep, NUcliSENS easyMAG (bioMérieux, ®paHums) — npum
MCMNOJSIb30BAHMN aBTOMATUYECKUX CTaHUUN Ons  SKCTpakumu
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HYKINEMHOBbLIX KUCIOT (418 doopM KoMnsiekTaumm 5 n 6).

9. Habop peakTnBOB 1 pacxodHbIX MaTepuanoB K aBTOMaTU4YeCcKon
ctaHuum (Hanpumep, NUcliSENS easyMAG (NucliSens 0ydep
ona  akctpakumm 1, NucliSens ©Oydep ans  akcTpakuum 2,
NucliSens 6ydep ans akctpakumm 3, NucliSens 6ydep and
nmnanca, NucliSens marHutHasa cunuka) (bioMérieux, PpaHuus)) —
NpU UCMONb30BaHUM aBTOMATUYECKMUX CTaHUMW ONA 3KCTPaKumm
HYKITENHOBBIX KUCIOT (4149 popM KoMMektauum 5 n 6).

10.bokc abakTepuanbHoun BosayLuHon cpenbl (MLP-60kc).

11.LleHTpundpyra/sopTekc.

12.ABTOMaTM4eCKNEe fo3aTopbl nepemeHHoro obbvema (o1 5 go 20
Mk, oT 20 go 200 mkn).

13.0aHopa3soBble HakoHe4YHUKM ¢ unbTpom go 10, 100, 200 mkn.

14.WTaTtuebl ans npobupok o6vemom 0,2 mn n 0,1 mn.

15.XonoguneHuk ot 2 ao 8°C ¢ MOpo3nrbHOW KaMepowu He Bbllle

MuHyc 16 °C.

16.0TOenbHbIN XanaT, wano4ykm, obyBb M OOHOPA30BLIE MepYaTKu
no MY 1.3.2569-009.

17.EmMkocTb anga cbpoca HaKOHEYHUKOB.

18.lMNporpammupyemMbiu amnnudpukatop POTOPHOro TMna
(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,
Asctpanus), Rotor-Gene Q (Qiagen, [epmaHuga) wnu
amnnndgukaTop nnaHweTHoro tTvna (Hanpumep, iCycler iIQ5 w
iCycler iQ (Bio-Rad, CLWA), «[OT-96» «OHK-TexHonorua» wu
peKoMeH4OBaHHbIe OBbYH LHAW AnmaemMmmonorum
PocnoTpebHags3opa B MeTOAUMYECKUX pekoMeHdaumax no
NPUMEHEHUNIO JaHHOro Habopa peareHToB).

19.04gHopasoBble  nonunponuneHosble npobupkn aona  MNUP
obvemom 0,2mMn unu 0,1mn — npm pabote c «lUP-
KoMmnnektom» BapuaHt FRT-100 F:

a) TOHKOCTeHHble npobupkn gna [MUP obvemom 0,2 mn c
BbIMYKION  KpblwKon (Hanpumep, Axygen, CLUA) — npwm
Mcnonb3oBaHUM Npudopa nnaHWeTHOro TUna;

0) TOHKOCTEHHble npobupkn ana [UP obvemom 0,2 mn c
NSI0CKOM Kpbllwkon (Hanpumep, Axygen, CLUA) nnu npobupkn
onga MNUP k Rotor-Gene, o6bemom 0,1 mn B cTpunax no 4 wr.
C Kpblwkamn (Hanpumep, Corbett Research, AscTpanus;
Qiagen, [epmaHusi) — npu uUcCnonb3oBaHUM npubopa
POTOPHOro TUna.

®opmat FRT ®opma 6: [REF| R-B84-100-F(RG,iQ,Dt); H-1936-1 / 24.02.12 / cTp. 10 13 36



B3ATUE, TPAHCITOPTUPOBAHUE U XPAHEHUE
UCCINEOYEMOI'O MATEPUAITA

[lepeq  Hayanom  paboTbl cnegyeTr  O3HAKOMUTbLCA  C
MeToandeckumMn pekomeHgauusmm «Basatne, TpaHCNoOpTUPOBKA,
XpaHeHue KnunHuyeckoro wmatepuana pgna [MUP-gnarHoctukmy,
paspaboTtanHHbiMn PI'YH LHWNG PocnotpebHaa3opa, Mockea,
2008 .

Bce paboTbl N0 B3ATUIO, TPAHCMOPTUPOBAHUID U NOAroTOBKE NPoo6
KNUHNYECKOTO N CEKLIMOHHOIo Martepuarna OCyLWeCcTBAAT B CTPOromM
cooTBeTCcTBUM C TpeboBaHmammn CI11.3.2322-08 «besonacHocTb
paboTbl C  MuKpoopraHuamamu -1V rpynn  natoreHHoCcTH
(omacHocTn) ©n  BO30OyauTENsMM  napasvTapHbiX  6onesHeny,
Cl11.2.036-95 «[lopsgok y4yeTa, XpaHeHWs, nepegadn W
TPaHCMOPTUPOBAHUS MUKPOOPraHn3amMoB -1V rpynn natoreHHoCTn.

MaTepuanom ans uccnegoBaHma criyxar:

— Ma3sKu CO CIU3NUCTON HUMXKXHEro HOCOBOro Xxoda WU 3aHEn CTEHKU

POTOrNOTKN,

—  KYINbTYpPbl MUKPOOPraHnM3mosB.

B3gtne ma3koB CO CNU3NCTOMN HMXHEro HOCOBOrro xoaa

Ma3sku 6epyT cyxum cTepuribHbIM HaszodapuHreanbHbIM BeNOp-
TaMnoHOM Ha NNacTUKOBOM annnukatope. Ecnn nonoctb Hoca
3arnofnHeHa cnuabio, Nepen npolenypon pekoMeHayeTca nNpoBecTy
BbICMapknBaHue. 30H4 BBOAAT JIENKUM OBWXEHUEM MO HaPYXHOW
CTEHKe Hoca Ha rmyounHy 2-3 CM [0 HUXHEN pakoBWUHbLI. 3aTeM 30HA
cnerka onyckawT KHU3Y, BBOOSAT B HWXHUMA HOCOBOM Xo4 noA
HWKHIOIO ~ HOCOBYKD  pakoBMHY OO  HOCOMMNOTKM,  AenatoT
BpawaTtenbHoe ABWXEeHWE U yaansioT BOOSMb HAPY)KHOW CTEHKU
Hoca.

[Tocne B3ATUS MaTepuana TamnoH (pabo4vyi 4acTb 30HOA C
TaMnoHOM) nMOMeLlalT [0 MecTa CcfoMa B CTEPUSbHYHO
ogHopasoByto npobupky ¢ 500 MKN TpaHCNOPTHOM cpeabl Ans
XpaHEeHUsi U TPaHCNOPTUPOBKN pecnmnpaTtopHbiX Ma3koB. KoHel,
30H4a OTnambiBalOT C pacyeTomM, 4YToObl OH MO3BOSMMMA MNOTHO
3aKpbITb KpbIWKY Npodupku. MNpobupky ¢ pactBopoM u pabdoyven
4YacTblo 30HAa 3aKpPbIBAOT N MAaPKUPYHOT.

B3agatne ma3koB 13 POTOrAOTKM

Masku 13 poTOrnoTkM B6epyT CyXuMu CTEPUNbHLIMM 30HOAAMU C
BUCKO3HbIMW  TaMnoHamMu  BpallaTenbHbIMKU  OBMXEHUAMU  C
NOBEPXHOCTM MUHOANWH, HEOHbIX [OyXeK W 3adHen CTeHKU
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POTOrNOTKN.
[locne B3aTMS MaTepuana TamnoH (pabo4yo 4acTb 30HOa C
BMCKO3HbIM TaMMOHOM) MOMELLAOT B CTEPUNbHYID OOHOPA30BYIO
npobupky ¢ 500 MKN TpaHCNOPTHOM cpedbl AN XPaHeHUs wn
TPAHCNOPTUPOBKM  pecnupaTtopHbiXx  MaskoB. KoHeu  3oHAa
OTNambIBaOT, MPUOEPXKUBAS KPbIWKON NPOGUPKM C pacyeTom,
YTOObl OH MO3BOMWUMA MMOTHO 3akKkpbiTb Npobupky. [Mpobupky c
pacTBOpPOM M paboyen YacTbio 30H4A 3aKpbIiBAOT, MAPKUPYIOT.

BHUMAHUE! [llpn B3aTMM Ma3KkoB peKkoMeHOyeTCs COBMeELaTb
Masku K3 NOMOCTU HOca WM POTOrMOTKM B oAHou npobupke. Ongd
9TOro CcHavana 6epyT MaskuM pasHbIMWU 30HO4AMW CO CIIM3UCTOM
HWXHEro HOCOBOro Xo4a, a 3aTeM M3 pPOTOrnoTKW, MNpu 3TOM
paboyne KOHUbl 30HOOB MNOCMEe B3ATUA MasKoB Yy nauumeHTa
nomMmewjatoTca B ogHy npodupky ¢ 0,5 mn TpaHcnopTHOW cpeabl Angd
XpaHEHUsT N  TPaAHCNOPTUPOBKM  pPecnupaTopHbiX MasKoB U
nccrneayrTcs Kak ognH obpased.

[onyckaeTca XpaHeHNe KNUHMYECKOro maTtepuana oo nposeaeHunsd
nccrnegoBaHust B TedeHne 3 cyT npu Temnepatype ot 2 4o 8 °C nnm 1
Heq — Npu TemnepaType He Bblwe M1HyC 16 °C.

KynbTypbl MUKPOOPraHU3MOB:

KonoHuto mukpoopraHuamoB pecycneHguposats B 1 mn 0,9 %
pactBopa HaTtpus xnopuga wunn 0,01 M kanun-doocdartHom
bydepe, pH 7,0. lony4yeHHyo cycneH3no Wcnonb3oBaTb AN
aanbHenwen paboTol.

NMNOoAroToBKA UCCJIEAYEMOI'O MATEPUAIJIA K

SKCTPAKUMU OHK

Masku Cco Cnmn3uCTOM HWXKHEro HOCOBOIO XO4a W 3adHen CTEHKU
POTOMMOTKN: COOAEPXKUMOE 3aKpbITOM NPOOMPKM nepemMellatb Ha
BOPTEKCE W LEHTpuUdyrmposatb B TeyeHne S5 C npum STbiC g Ha
MUKpOLEHTpUdyre Ans yoaneHnsa Kkanenb ¢ BHYTPEHHEN MOBEPXHOCTH
KPbILLKW NPOBUPKA.
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®OPMAT FRT

®OPMAT FRT

COCTAB

KomnnekTt peareHtoB «PUBO-cop6» BapuaHT 50 unu BapuaHTt

100 -

KIMTMHNYECKOro Mmartepuarsia — BKnro4vaeT.

KOMNMekT peareHtoB ansa BbligeneHna PHK/OHK u3

BapuaHm 50 Bapuanm 100
Peakmuse OnucaHue O6bem, O6newm,
Kon-eo Kon-eo
M mn

Nuanpyowmn I'IpospaqHaaﬂ GecuBeTHas 225 1 chraKoH 45 1 dnakoH
pacTBop XVOKOCTb
PacTtBop ans I'IpospaqHSaﬂ BecuBeTHas 20 1 dnakoH 40 1 donakoH
OTMbIBKM 1 XMOKOCTb
PacTtBop ans Mpo3payHasn 6ecupeTHas 50 1 dnakoH 100 1 donakoH
OTMbIBKM 3 XMOKOCTb
PacTtBop ans Mpo3payHasn 6ecupeTHas 20 1 dnakoH 40 1 chriaKoH
OTMbIBKM 4 XMOKOCTb
Copb6eHT CycneHana 6enoro ugeTa 1,25 | 1npobupka| 1,25 |2 npobupku

i MpospayHasn becupeTHas
PHK-6ydep KATROCTS 0,5 |5 npobupok 0,5 |10 npobupok

Komnnekr peareHtoB BapuaHT 50 paccuutaH Ha BblaeneHue
PHK/OHK un3 50 npob6, Bknw4vasi koHTponu. BxogmT B cocTtaB
doopMbl KOMMSiekTauum 1.
Komnnekt peareHtoB BapuaHT 100 paccuyutaH Ha BblaeneHue
PHK/OHK n3 100 npo6, Bknto4yas KOHTponwu. Bxogut B coctaB
doopMbl KOMMSEKTauum 3.

KomnnekTt peareHtoB «PUBO-npen» BapuaHT 50 nnu BapuaHTt
100 - «komMmnnekt peareHToB Ansa Bblagenedns PHK/OHK wn3

KITMHNYECKOIro Mmartepuasia — BKnro4vaerT.

BapuaHm 50 Bapuanm 100
Peakmue
SIEEE Obrem, Kon-eo O6rem, Kon-eo
M mn

PacTtBop ans Mpo3payHasn )KI/IAD,KOCTb 15 1 chriakoH 30 1 cnakoH
nusunca rony6oro ugeTa
PacTtBop ans Mpo3payHas becLBeTHas 20 1 hriakoH 40 1 dpriakoH
npeuyMnuTauum XVOKOCTb
PacTtBop ansa Mpo3payHas becLBeTHasa o5 1 donakoH 50 1 donakoH
OTMbIBKM 3 XMAKOCTb
PacTtBop ansa Mpo3payHas becLBeTHasa 10 1 donakoH 20 1 donakoH
OTMbIBKM 4 XMAKOCTb

) Mpo3payHas becLBeTHasa
PHK-6ydep KUKOCTD 1,2 4 npobupku 1,2 8 npobupok

® Mpwn xpaHeHnn NU3NpyLLLEro pacTBopa 1 pacTBopa ANA OTMbIBKM 1 Npu Temneparype oT 2 [0
8 °C BO3MOXHO 06pa3oBaHMe ocagka B Buae KpucTansos.
* Mpu xpaHeHun pacTBopa Ans nusnca npy Temnepatype oT 2 A0 8 °C BO3MOXHO obpasoBaHue
ocajika B BMAe KpUCTanmos.
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®OPMAT FRT

Komnnekr peareHToB BapuaHT 50 paccyuMtaH Ha BblOefieHue
PHK/OHK 13 50 npoO, Bkntovasa KoHTponu. BxoguTt B coctae hopMbl
KomMnnekrauum 2.

Komnnekt peareHtoB BapuaHT 100 paccuutaH Ha BblaeneHue
PHK/OHK n3 100 npo6, Bkntoyasi KOHTponu. Bxogut B cocTaBs
doopmbl KoMmnnekTaumn 4.

Komnnekt peareHtoB «[LUP-komnnekt» BapuaHT FRT -
KOMMSIEKT peareHToB Ans amnnmdpukaummn mn gundpdepeHumnaumnm
[OHK Bo3byantenen kokntowa (Bordetella pertussis), napakokntowa
(Bordetella parapertussis) wu 6poHxucentukosa (Bordetella
bronchiseptica) ¢ ruébpuansaymoHHo-dNyopeCcUEHTHON AeTEKUNEN B
pexmnme «pearnbHOro BpeMeHu» — BKINOYaeT:

Peakmue OnucaHue O6vem, Mn Kosni-eo
MUP-cmecb-1-FL Bordetella multi| Npo3payHas 0.008 55;8523%%%
packanaHa nog Bock GecLBeTHas XNOKoCTb ’ 0.2 Mn

lMpo3payHas
MNMuUuP-cmecb-2-FL 6§CL|,§6THaF| SKUKOCTb 0,77 1 npobupka
MKO OHK Bordetella spp. Qggjgs:::;mmmm 0.1 1 npoBupka
MKO STI-88 MNpospaukas 0.1 1 npo6upka
OecuBeTHas XXNOKOCTb
i
TE-Gychep 658552:::: XNOKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccyuMtaH Ha npoBedeHne 55 peakumu
amnnudukaumm, BkoYasa KOHTPONMN.

K KOMMNNeKkTy peareHToB npunaralTCcs KOHTPOMNbHble 06pasupbl
aTana 3KCTpaKLUun:

Peakmuse OnucaHue O6bem, Mn Kon-eo
lNpo3payHasd
OKO OecuBeTHas XUOKOCTb 1.2 1 npobupka
lMpospayHasa
BKO STI-87 BECLIBETHAS KUAKOCTb 0,6 1 npobupka

Komnnekt peareHTtoB «[LP-komnnekTt» BapunaHt FRT-100 F —
KOMMJIEKT peareHToB And amnnmdukaummn mn gudpdepeHumnaumnm
OHK Bo3byaguntenen kokntowa (Bordetella pertussis), napakoknowa
(Bordetella parapertussis) wu  6poHxucentukosa (Bordetella
bronchiseptica) ¢ rubpnansaumMoHHO-PNYyoOpPECLUEHTHON AETEKLMNEN B
pexnme «pearibHOro BpeMeHu» — BKITKOYaerT:
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®OPMAT FRT

Peakmuse OnucaHue O6nbem, Mn Kon-eo
rILI,P'-cmer-l-FL-F Bordetella [Mpo3payvHas 0.2 5 NpoBUpOK
multi OecuBeTHas XNOKOCTb

[MpospayHas
MuUP-cmecb-2-FRT 6(§cu§eTHaﬂ JKUKOCTb 0,6 1 npobupka
[MpospayHas
Monumepasa (TagF) 6(§cu§eTHaﬂ KUOKOCTb 0,06 1 npobupka
MKO OHK Bordetella spp. Qggjg’::::: - 0.1 2 NPOBUPKA
MKO STI-88 Qp°3pa””a” 0,1 2 npo6upky
eCLIBETHas XXNOKOCTb
[MpospayHas
TE-6ychep 6gcu§eTHa;| XXNOKOCTb 0.5 2 Npobupky

KomMmnnekt peareHTOB paccumTaH Ha npoBegeHune 100 peakumu
amnnudunkaunm, BKNOYasa KOHTPONMN.

K KOMNNekTy peareHTOB npunaratTcsl KOHTPOSbHble 00pa3subl
aTana SKCTpaKuuu:

Peakmue OnucaHue O6wbem, Mn Kon-eo
[MpospayHas
OKO bOecuBeTHas XXUOKOCTb 1,2 1 npobupka
MpospayHas
BKO STI-87 BecLBETHAs KUAKOCTb 0,6 2 npobupku

NMPOBEAOEHUE NUP-UCCNEOOBAHUA

[MLP-nccnegoBaHne cOCTOUT U3 CrieyroLmnx 3Tanos:

- OkcTtpakuma OHK n3 nccnegyembix ob6pasuos.

- [lpoBeoeHune amnnmdukaymmn C rmépuansaumnoHHO-
donyopecueHTHON OeTeKUMEN B peXxmme «pearibHOro BpeMeHmy.

- AHanus n nHTepnpeTauus pesynbTaToB.

HetanbHasa wHMoOpmauua no npouenype nposegeHna [1LIP-
nccnegoBaHusa, B 3aBUCMMOCTM  OT  Tunma  MCMOJSib3yemMmoro
obopyooBaHus, MU3NoxeHa B METOAUMYECKUX pPeKkoMeHaaumsax no
NnpuUMeHeHU0  Habopa  peareHToB  Ans BbISABSIEHUS 7
onddepeHuymaummn  OHK Bo3byautenen koknwowa (Bordetella
pertussis), napakoknoLia (Bordetella parapertussis) n
bpoHxucenTtukosa (Bordetella bronchiseptica) B 6uonornyeckom
mMatepuane MeToaoM nonumepasHonm uenHou peakunmn (MLP) c
rmépuansaumnoHHo-oNyopecUEeHTHON  aeTeKkunen «AMNInMCeHc®
Bordetella multi-FL», pa3paboTaHHbIX dbYH UHUNS
PocnoTtpebHagsopa.
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®OPMAT FRT

SKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Onsa  akctpakumn [OHK wucnonb3ytotcs Habopbl peareHTos,
pPEKOMeHJOBaHHbIE ObYH LUHAU AnmaemMmmonorum
PocnoTtpebHagsopa. lNopsagok paboTbl ¢ KOMMNMEKTamMu peareHToB
«PUBO-copb», «PUBO-npen», aBTOMaTU4YEeCKOM CTaHUUEN
NucliSENS easyMAG (npousBogctea bioMérieux, ®paHuma) u
HabopoMm peakTuBoB W pacxogHbix maTtepmanoB NUcliSENS
easyMAG onucaH B npuroxeHun 1.
BHUMAHMUE! Okctpakuusa OHK n3 kaxgoro KnmHu4yeckoro obpasua
NpPOBOAUTCS B NPUCYTCTBUM BHYTPEHHENO KOHTPOSbHOro obpasua —
BKO STI-87. B kayecTBe oTpuuaTENIbHOrO KOHTPOMA 3SKCTpaKuum
(OK) ncnoneaytot npenapat OKO.
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®OPMAT FRT

NPOBEOEHUE AMIMIIM®UKALNU C DETEKLUMEN B PEXXUME
«PEAJNIbHOIO BPEMEHW»

A. NMoprotoBka NpooMpok ana amnnucgpukaumm

BbiGbop npobupok ana amnnudukaumMm  3aBUCUT  OT
ucnosiblyemoro amnnucpukatopa ¢ CUCTEMON AeTeKuun B
peXxume «pearibHOro BpeMeHn».

Ona BHeceHMs B nNpoOupku peareHtToB, npo6 [OHK wu

KOHTPOJSIbHbIX  O0OpasuoB  MUCMNOMbL3YHTCA  OAHOpPa30Bble

HaKOHEYHUKN C PUnbTpamm.

Oowmn o6 beM peakLMOHHON cMecn — 25 MKN, BKIKOYaa 00bLem

npo6bi AHK — 10 mkn.

A1. MNMoarotoBka nNpoOUpPOK ANs npoBeaeHMsa amnnudcpukaummn

npuv nomowm Komnnekra peareHToB «[LP-komnnekT» BapuaHT

FRT

1. Otobpatb Heobxogmmoe Konuyectso npodbupok ¢ MUP-
cmecblo-1-FL Bordetella multi gna amnnudpukaummn OHK
nccrnegyembiX W KOHTPOSMbHbIX Npo6. Ybeautbcsi, 4TO BOCK
NOSTHOCTLHIO MOKPbIBAET pacTBOp Ha AHE NPOOMPOK.

2. Ha noBepxHocTb Bocka BHecTu no 7 mkn MNMUP-cmecu-2-FL, npu
9TOM OHa He JOoJKHa npoBanMBaTbCs NoL4 BOCK M CMeLIMBaTbCS
c NMUP-cmecblo-1-FL Bordetella multi.

3. B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 OHK,
NONyYeHHbIX B pes3ynbTaTe 3KCTpakuuuM U3 uccriegyemblx unm
KOHTPOJIbHbIX 06pa3sLoB.

4. TlocTaBUTb KOHTPOSIbHbIE peakumn:

a) oTpuuartenbHbin KOHTponb MNUP (K-) — BHecTn B npobupky
10 mkn TE-6ydhepa.
6) nonoxutenbHbIn KOHTponb NUP (K+) — BHecT B npobupky
10 mkn NMKO AOHK Bordetella spp.
B) nonoxutenbHbin KoHTponb [P BKO (BK+) — BHectn B
npobupky 10 mkn MNMKO STI-88.
ryoTpuuaTenbHbIX KOHTpPOJsib 3KcTpakumm (OK) — BHecTu B
npodupky 10 mkn npobsl, BbiaeneHHon ns OKO.
PekomeHayeTca nepen nocTtaHOBKOM B amnnudukaTtop ocagutb
Kanfam CO CTEeHOK MpoOMPOK KpaTKUM LEHTPpUdyrmpoBaHMEM Ha
ueHTpudyre/soptekce (1-3 c).
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A2. MopgrotoBKka NpobUpPOK AnNA npoBeAeHUA amnnucpukauum
npv nomowm Komnnekra peareHToB «[LP-komnnekT» BapuaHT
FRT-100 F

1.

285

Pasmopoautb Heobxogumoe konuyectso npobupok ¢ MUP-
cmecblo-1-FL-F Bordetella multi. [NepemewaTts cogepxmmoe
npobupok c¢ [MUP-cmecblo-1-FL-F Bordetella multi, TLP-
cMmecbro-2-FRT un nonumepasoun (TagF), ocagutb Kannwu
KpaTKOBPEMEHHbIM LUeHTpudyruposaHmnem (1-2 ¢) ¢ NOMOLLbIO
LeHTpudoyrmu/sopTekca.

. OTobpaTb HeobXxoauMmMoe KONMMYecTBO NPOOBMPOK MMM CTPUMOB

ansa amnnuukaunm HK nccnegyemblx  KOHTPOISbHbIX NPo6.
Ona npoBegeHna N peakunn cMelwaTb B OTAeNbHOW npobupke
10«(N+1) mkn MUP-cmecu-1-FL-F Bordetella multi, 5«(N+1)
mkn MUP-cmecu-2-FRT, n 0,5(N+1) mkn nonumepasbl (TagF).
(PacyetHaa Tabnuua NpuUroToBfEHUs pPeakuMOHHbLIX CMecen B
NPUNOXeHUn 2).

[lepemeliatb NOAroTOBMEHHYKD CMECb Ha BOpPTEKCE U OCaauTb
Kannu KpaTKOBPEMEHHbIM LIEHTPUYrMpOBaHNEM C MOMOLLbHO
LeHTpudyrmu/BopTekca.

BHecTn B Kaxgyto npobupky no 15 MK nogroToBreHHON CMeCH.,
B noarotosneHHble npobupku BHecTn no 10 mkn npo6 AHK,
NONy4YeHHbIX B pes3yrnbTaTe 3KCTpPakuuuM U3 uccriegyemMmbix unm
KOHTPOJIbHbIX 06pa3LoB.

. MocTaBnUTb KOHTPONbHbIE PeaKLK:

a) oTpuuartenbHbin KOHTponb MNUP (K-) — BHecTn B npobupky
10 mkn TE-6ydepa.

6) nonoxutenbHbin KOHTponb MNLUP (K+) — BHecTn B npobupky
10 mkn NMKO AHK Bordetella spp.

B) nonoxutenbHbin KoHTponb lNUP BKO (BK+) — BHecTu B
npodupky 10 mkn NMKO STI-88.

r oTpuuaTenbHbIX KOHTponb 3KcTpakuumm (OK) - BHecTn B
npodupky 10 mkn npobsbl, BbigeneHHon n3s OKO.

PeKOMeHLI,yeTCﬂ nepej NOCTaHOBKOW B amnnmchKaTop ocagunTb

Kannu CcO CTEeHOK NPOOUPOK KpaTKUM LIEHTPUYyrmpoBaHMeM Ha
ueHTpudyre/soptekce (1-3 c).

b. NMpoBeaeHne amnnudukaumm c geTekumen B pexume
«pearibHOro BpeMeHn»

1.

3anporpammMmupoBatb nNpubop (amnnndukatop C CUCTEMOW
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OeTekuMn B pexnme «pearibHOro BpeMeHn») Ansa BbINOSIHEHUSA
COOTBETCTBYHOLLUEN MpOrpaMmmbl amMniandukaumm mn geTekuum
donyopecueHTHOro curHana (cm. Tabn. 1).

Tabnuua 1
MNMporpamma amnnudumkaumm OHK Bordetella multi-FL
Mpu6opbl poTopHOro TUNa’ Mpu6opbl NnaHweTHOro TMna’®
Lk Telvmef)a- Bpewms Kon-Bo TeMHeEa- Bpews Kon-Bo
Typa, °C umMKIioB | Typa, °C LIKIOB
5 MUH 5 MuH
(ans BapuaHTa FRT) (anst BapuaHta FRT)
1 95 nnu 1 95 unu 1
15 MuH (ons 15 MmuH (ans
BapuaHTa FRT-100 F) BapuaHTta FRT-100 F)
95 10 C 95 10 c
2 60 20 c 10 60 25¢c 10
72 10 Cc 72 25¢c
95 10 c 95 10 c
20c 25¢c
3 60 geTtekuus 35 60 geTtekuus 35
donyopecu,. curHana driyopecu,. curHana
72 10c 72 25¢c

HdeTtekuma priyopecueHTHOro curHana npoBoguTcAa Mo KaHanam

ana donyopodgopos FAM, JOE, ROX un Cys.

2. YcTaHOBUTL MNPOBUMPKNM B HA4YENKM pPeakuMoOHHOro moayns
npubopa.

3. 3anyctutb  BbINOSIHEHME  nNporpaMmbl  aMmnandukaunm
netekuuen dpnyopecueHTHOro cmrHana.

4. 1o OKOHYaHWU BLIMOSTHEHMA MPOrpaMmmbl MPUCTYNUTb K aHanNn3y
N MHTepnpeTaunmn pesynbLTaTos.

AHAJIU3 U UHTEPIMNPETALUUA PE3YJIbTATOB

AHanna peaynbTtatoB MNPOBOAAT C MOMOLWbIO NPOrpaMMHOro
obecneyeHuss ucnonb3yemoro npumbopa ans nposegeHua [UP c
aetekumen B pexume «peanbHoOro BpemMeHu». PesynbTarthl
NHTEPNPETUPYIOTCA Ha OCHOBaHWW Hanuyusa (UM OTCYTCTBUSA)
nepecedeHna  KpMBOM  (priyopecueHunMM Ha  KaXaom U3
NCMNOJSIb3yEMbIX KaHanoB C YCTAHOBJIEHHOM Ha COOTBETCTBYHOLLEM

®> Hanpumep, Rotor-Gene 3000/6000 (Corbett Research, Asctpanus), Rotor-Gene Q (Qiagen,
lepmaHua) un pekomeHgoBaHHble OBYH UHUW  3Onugemmonormm PocnoTtpebHaas3opa B
MEeTOANYECKNX PEKOMEHAALMSIX MO NPUMEHEHMIO AHHOrO Habopa peareHToB
® nanpumep, «OT-96» («OHK-TexHonorus», Poccust), iCycler iQ5, iCycler iQ (Bio-Rad, CLUA) u
pekomeHagoBaHHble PBYH UHWW  3nupemuonormm PocnotpebHag3opa B MeTOOUYECKUX
pekoMeHAaumax No NPUMMEHEHUI0 AaHHOro Habopa peareHToB
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YpPOBHE MOPOroBON JIMHMEW, YTO onpedender Hanuune (Unu
oTCcyTCTBME) AN AaHHoW npobbl [JHK 3HavyeHus noporoBoro uukna
Ct B cooTBeTCTBYIOLWEN rpade B Tabnuue pesynbTaTos.

[MTpuHUMN aHanu3a pe3ynbTaToB aMnandukaumm cnenyLmnm:
AHanNM3npyT KpmUBbIE HaKOMIIEHUA oyOpeCLEHTHOro curHana
no YyetblpemM kaHanam (FAM, JOE, ROX n Cy5):

Obﬁ?';?)’; é‘)‘;g .| FAM JOE ROX Cy5
TleTekums O6HapyxeHuve reHa | WpeHTudmkaums | MaeHtudukauus
Peakuus BK(;l KOKIMIOLLHOrO Bordetella Bordetella
TOKCUHA, PtxA pertussis bronchiseptica

— no kKaHany ana dnyopodgopa JOE peructpupyercs curHarn,
CBUOETENbCTBYOLIMA O HaKOMSIeHUM npoadykra amnnudpukayum
doparmeHTa reHa KOKJHOLHOIMo TOKCMHA, MMELLLEerocs B reHoMmax
Bordetella pertussis, Bordetella parapertussis n Bordetella
bronchiseptica;

— no Kanany anga dgnyopodopa ROX perncrpupyertcs curHarn,
CBUOETENbCTBYHOLMA O HaKOMMEHUMN npoaykra amnnudukauum
cneumduyeckoro yyacTtka reHoma Bordetella pertussis;

— no kaHany gna dnyopodopa Cy5 peructpupyetrca curHarn,
CBUOETENbCTBYOLMA O HAKOMMNEHUU MpoaykTa aMnindukaumnm
cneundgomdeckoro y4yactka reHoma Bordetella bronchiseptica;

— No KaHany ana dnyopodopa FAM pernctpuvpyertcs curHarn,
CBUOETENbCTBYIOLUA O HAKOMMNEHUU Mpoaykra aMmnindukaumnm
OHK BKO STI-87.

PesynbTar amnnndukaumnm no KaHany cynTaeTcd
NOJIOXKUTENbHbIM, €CIN KpMBas (PriyopecueHuUMn MMeeT TUMUYHbIN
ona TMUP B pexume peanbHOro BpemMeHu S-obpasHyto dopmy,
OOHOKpATHO rMepecekaeTcsas C MNoporoBon nvHMEn B obnacTtu
OOCTOBEPHOro npupocTta riyopecueHumnn, n 3HadeHne noporoBoro
uukna Ct gnsg gaHHOro KaHana MeHee YKas3aHHOro rpaHu4yHoro,
ompuuamesibHbIM — B Clny4ae OTCYTCTBUA KPUBOW TUMNUYHOM
dopMbl, HE MepeceKkaroLLencss ¢ NOPoOroBon NIMHMEN (HET 3HaYeHus
Ct) wunm ecnu onpegeneHo 3HadyeHne noporosoro uukna Ct,
npesblllatoLee ykasaHHOe rpaHUYHOe 3Ha4YeHue.

BHUMAHMUE! [paHun4yHble noporosble 3HadeHua Ct ykasaHbl BO

BKNagplle, npunaraeMomM K Habopy peareHToOB, a Takke B

«MeTtoguyecknx PekomeHpaumax nNo  npumeHeHuio  Habopa

peareHTOB Ons  BbigBneHuns n  gunddepeHumaummn  OHK

Bo3OyanTenen koknwowa (Bordetella pertussis), napakokniowa
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(Bordetella parapertussis) u  6poHxucentnko3a (Bordetella
bronchiseptica) B  6uonorndyeckom  maTepuane  MeToAOoM
nonumepasHon uenHon peakumn (MNUP) ¢ rmbpuansaunmoHHo-
cdryopecLeHTHON feTekumeit «AmnnmCenc® Bordetella multi-FL»,

pa3paboTaHHbIX ObYH LIHAU IAnnaemmonornm
PocnoTtpebHansopa.
PesynbTaTthl NMUP-uccnepoBaHuna cynTarTcA

AOCTOBEPHbIMX, €CrfM MNOoJlyYeHbl MpaBUNbHble pe3ynbTaTtbl
AnNA  MONIOXKUTESNIbHbLIX W OTpUUATeNbHOro  KOHTposieun
aMmnnudpuKkaumm n otpmuaTesibHOro KOHTponsa akcrtpakumm JHK
B COOTBETCTBUM C Tabnumuem OLEHKM pe3ynbTaToB
KOHTPOSbHbIX peakuun (cMm. Tadn. 2).

Tabnuua 2
Pe3ynbTaTthbl Ansa KOHTponen pasnuyHbix atanos MNLP-
nccnenoBaHuA
3Ha4yeHue noporosoro uyukna, Ct
‘ KonTponupye- FAM JOE ROX Cy5
OHT- MbIW 3Tan
ponb MNLP- O6GHapyxeHune Wnentudpu- | UnenTucom-
HeTekuuns KOKMIOLIHOrO Kaums Kauma
nccneposanns BKO Bordetella Bordetella
TOKCHHA . . :
pertussis | bronchiseptica
OnpegeneHo
OKcTpakums 3Ha4yeHne
OK HK/PHK MEHBLLE OrtcytctByetr | OtcyrctByer | OTtcyTtcTByeT
rpaHM4HOro
K- nupP OrcyTcTBYET OrcytctByeTr | OTtcyrctByer | OTtcyTCcTBYET
OnpegeneHo
3Ha4yeHne
BK+ nupP MEHLLLIE OrcytctByeTr | OTtcyrctByer | OTtcyTCcTBYET
rpaHM4HOro
OnpepeneHo | OnpegeneH OnpegeneHo
K+ Mup OTevTCTRYET 3Ha4yeHve 0 3Ha4yeHue 3Ha4YeHne
=TCYTCTBYeT MEHbLLE MEHbLUe MeHbLUEe
rpaHM4HOro rpaHUYHOro rPaHN4YHOro

[MpuHUMN MHTEepNpeTaunmn pesynbTaTos:

NHTepnpeTtauus pes3ynbTaToB [MUP-nccnegosaHus no
BbIABNIEHUIO N naeHTudnkaummn so3byamtenen kokntowa (Bordetella
pertussis), napakokroLwa (Bordetella  parapertussis) 7
6poHxmncentukosa (Bordetella bronchiseptica) nposBogutcs Ha
OCHOBaHWM co4veTaHUa pesynbTaToB aHanu3a amnindgukauum B
COOTBETCTBUU C Tabnuuen 3.
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Tabnuuya 3
MHTepnpeTauvm pe3ynibTaToOB aHalrin3a nccrnegyemMmbix
obpa3uosB
Ba- FAM | JOE ROX | Cy5
naH- PesynbTaTr
prI 3HaueHue noporoBoro uukna, Ct y
OrcyTciBYyeT
OrtcytcrBYET
i Gonble | AU TPUCYTCTBYeT,
1 - HO bonblue OtcytctByeTr | OTcyTcTBYET HesanunaHbin
NoporoBoro NOpPOroBoro
3Ha4YeHus
_ 3Ha4YeHus
B.pertussis
2 n<'JVI ?;Ic:)gJoero OTcyrcTBYET OtcytctByeT | OTtcyrcTByeT B.parapertussis
3|-f)aquvm B.bronchiseptica
HE oGHapyxeHbl
MpucyTtcTBYET O6HapyxeHa
3 /nnbo MpucyTcTBYET MpucytctByeT | OTcyTcTBYET OHK:
OrcytcrBYET B.pertussis
1 IpncyTcTByeT
Mpue T/CTB el O6HapyxeHa
4 60 [NpucyTtcTByeT OtcytctByeT | [MpucyrtcTteyet OHK:
B.bronchiseptica
OTcyTcTBYET
MpucytcTBYET MpucyTcTayeT i O6HapyxeHa
MEHbLLIE .
5 /nnbo HODOrOBOO OtcytctByeT | OTtcyrcTByeT OHK:
OrtcytcrBYeT NopOroBoro B.parapertussis
3Ha4YeHus
O6HapyxeHa OHK
Bordetella spp:
B.pertussis, unm
B.parapertussis,
MeHbLLe MpucyTcTBYET, HO nwwm
—— fonble B.bronchiseptica.
6 NnoporoBoro OrcyrtctByer | OtcyrcrByeT
NoporoBoro [ns nposeneHus
3Ha4YeHus
3Ha4yeHus BW0OBOrO
TUMMPOBAHUS
HeobXxoanmo
NOBTOPHOE B3ATHE
MaTtepuana
MeHbLLe Mpn nosTOpPEHUMU
—— pesynbTaTta B
7 NnoporoBoro OTcyTcTBYET MpucytcteyeT | OTcyTCcTBYET MUP cumrats
SHa"eHIA COMHUTEIbHbIM
MeHbLLe INpu noBTOPEHNN
—— pesynbTaTta B
8 NnoporoBoro OTcyTcTBYET Orcytcteyet | pucytcteyeT NP cumrats
3Ha4YeHus

COMHUTEJIbHbIM

BHUMAHME! Tlloporoeble 3HavyeHus Ct ykasaHbl B METOAUYECKUX

pekomeHaauusax

no

MPUMEHEHUIO

Habopa

peareHToB

ans

BbigBNeHns u anddepeHumaummn [OHK Bo3OyauTenen Koknowa
(Bordetella pertussis), napakokntowa (Bordetella parapertussis) u
6poHxmncentukosa (Bordetella bronchiseptica) B ©uonormnyeckom
MaTtepuane MeTogoM nonumepasHou uenHom peakuumun (MUP) c
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rmopunan3aunoHHoO-pIyopecUeHTHON  OeTeKunen «AMnnnCenc®

Bordetella multi-FL» wn Bknagbiwwe K Habopy peareHToB
«AMnnnCeHc® Bordetella multi-FL».

- OHK B. pertussis, B. parapertussis u B. bronchiseptica He
OOHapyXeHbl, ecnu Ona pgaHHon npobbl B Tabnuue
pe3ynbTaTtoB Mo kaHanam gna gnyopodopos JOE, ROX n Cy5
He onpeferneHo (OTCyTCTBYeT) 3HadeHne noporosoro uukna Ct
(KpuBaga donyopecueHUnn He nepecekaeT MNoporoByko JIMHUKO), a
B Tabnuue pesynbtatoB no kaHany ansa BKO (FAM)
onpegeneHo  3HavyeHue  rnoporoBoro  uukna  Ct, He
npesBbllWwatolee ykazaHHOro rpaHUYHoro.

- O6HapyxeHa [HK B. pertussis, ecnn ana gaHHoW npoObl B
Tabnuue pesynbtaToB No kaHanam anga dnyopodopos JOE u
ROX onpegensetca 3HadeHue noporosoro uukna Ct, He
npesblWalollee ykasaHHoe rpaHn4YHoe 3HadveHue. Npu aTtom ans
gaHHOW  npobbl  gormkeH  HabnwgaTbCa  XapaKTepHbIN
9KCMOHEeHUManbHbin noabem dJriyopecueHTHOro curHana. B
Taknx obpasuax 3HadeHue noporosoro uukna Ct B Tabnuue
pe3ynbTatoB rno kaHany ana BKO (FAM) moxeT 6biTb NoObiM
MM OTCYTCTBOBATb MNPU BbICOKOW Harpy3ke Bo3OyauTenss B
nccrnegyemom obpaste.

- Oo6HapyxeHa [JHK B. bronchiseptica, ecnun gna gaHHon npoobl
B Tabnuue pesynbtaToB Nno kaHanam ans donyopodgopos JOE u
Cy5 onpenensetca 3HayeHuMe noporosBoro uukna Ct, He
npeBbllwalolee ykazaHHoe rpaHn4YHoe 3HadveHue. Npu aTom ans
JaHHON Npobsbl JOIMKeH HabnaaTbCcA XapaKTepHbIN
9KCMNOHEeHUManbHbin nogbemM dJriyopecueHTHOro curHana. B
Taknx obpasuyax 3HayeHue noporosoro uukna Ct B Tabnuue
pesynbTaToB no kaHany gna BKO (FAM) moxeT 6biTb NobbiM
MM OTCYTCTBOBATb MNPU BbICOKOWM Harpy3ke Bo3OyauTenss B
nccnegyemom obpasue.

- O6HapyxeHa [JHK B. parapertussis, ecnu gns gaHHon npobol B
Tabnuue pesynbTaToB NO KaHany Aana dnyopodopa JOE
onpegeneHo 3HadeHne Ct MeHblle MOPOroBOro M OTCYTCTBYHOT
3HadeHna noporosoro umkna Ct no kaHanam gna gpryopodopos
ROX wn Cy5. [llpu atom pgna paHHon npobbl  OOSKeH
HabnaaTbCA  XapakTEePHbIM  SKCMOHEHUMarnbHbIM - NOABbEM
dnyopecueHTHOro curHana. B Takux obpasuyax 3HayeHune
noporosoro uukna Ct B Tabnuue pesynbTaToB NO KaHany Ans
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BKO (FAM) wmoxeT 6biTb ntoObIM UM OTCYTCTBOBATb MNpU
BbICOKOW Harpyske Bo3byauTens B uccnegyemom obpasue.

- Ecnn pna wuccnegyemon npobbl B Tabnuue pesynbtaToB MO
kaHany pgna dnyopodopa JOE onpeneneHo 3HadeHue Ct
bonbwe noporoBoro WM OTCYTCTBYKOT 3HA4YeHUss MOPOroBOro
yukna Ct no kaHanam ansg dnyopodgopos ROX mn Cy5, a no
kaHany gna BKO (FAM) onpegeneHo 3HadYeHWe MNOpPOroBoOro
uukna Ct, He npesBbllalowee yKaszaHHOro rpaHUYHOro, MOXHO
caenatb BbIBO4, 4TO oOOHapyxeHa [OHK opHoro wum3
npeacrasutenen popaa Bordetella (B. pertussis, B.
parapertussis u B. bronchiseptica), HO gna npoBeneHUs
BUOOBOW MOEHTUPUKAUMN KonndecTBa aKkcTparnposaHHon OHK
HegocTaToOMHO, W NpyM  HeobxoAUMMOCTUM  MAeHTUdMKauUn
TpebyeTcs NOBTOPHOE B3ATUE KIMHMYECKOrO MaTepuana.

- Ecrnm gna wnccnegyemon npobbl B Tabnuue pesynbLTatoB
OTCYTCTBYET 3HayeHue rnoporosoro uukna Ct no kaHany gns
donyopodopa JOE, HO onpenensieTca 3HayeHMe MOporoBoro
uukna Ct no kaHany ans dnyopodopa ROX wunmn Cy5, a no
kaHany ansa BKO (FAM) 3HayeHue noporosoro uukna Ct He
npeBbIlIaeT YyKa3aHHoe (rpaHuM4YHOe) 3HadveHue, TpebyeTtca
NOBTOPHOE uccregoBaHne gaHHou npobbl ¢ atana [MUP. lNpu
NOBTOPEHUMN pesynbTarta cunTaTtb OaHHYI0 npoby
COMHUTENbHOU U  pPEKOMeHOoBaTb  MNOBTOPUTb  B3ATUE
KITMHMYECKOro matepuana ansa uccrieoBaHus.

- PesynbtaTr aHanusa cuuTaeTcs HeBanuAHbIM, ecnu  ans
OaHHon npobbl He onpedeneHo (OTCYTCTBYET) 3Ha4vYeHue
noporosoro uukra Ct no kaHanam gna dnyopodgopos ROX u
Cy5, no kaHany pgna dnyopocdopa JOE 3HaueHne Ct
OTCYTCTBYET WKW TMpeBbillaeT YKasaHHOE TrpaHu4yHoe, U Mo
kaHany ana BKO (FAM) 3HayeHne Ct Takke OTCYTCTBYET UMK
NnpeBbIlIAaeT yKasdaHHOE rpaHM4Hoe 3HadeHune. B aTom cnydae

TpebyeTcs NOBTOPHO NpoBECTU MUP-nccnepgoBaHmne
COOTBETCTBYIOLLEIO KMMHMYECKOro obpasua ¢ atana aKCcTpakumm
AHK.

BHUMAHUE!

1. Ecnu gna nonoxutenbHoro koHTpona [MUP (K+) 3HadeHue
NOPOroBOro LMKMa no COOTBETCTBYHLLEMY KaHarny OTCYTCTBYeT
NN NpeBbIWAET rpaHNYHoOE 3Ha4YeHne, Heob6xoanmMo NOBTOPUTL
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amnnudukauymo ans  Bcex oTpuuaTenbHbIX  KIUHUYECKUX
obpasLoB.

2. Ecnn gns otpuuartenbHoro koHTponsa akctpakunn OHK (OK) no
kaHanam gna  dnyopogopos JOE, ROX wn Cy5 wu/unm
oTpuuatensHoro koHTtponsa lNUP (K-) no nobomy n3 kaHanos
3apukcnpoBaHo 3HadeHne noporosoro uukna Ct, Heob6xoanmo
NOBTOPWUTb UCCeaoBaHne And BCex MonoXuTernbHbiX obpa3syoB
HauYMHasa C 3Tana 3KCTpakuum, a Takke NpeanpuHaTb Mepbl Mo
BbISIBIIEHUIO n nukBMaaunm NCTOYHUKA BO3MOXXHOM
KOHTaMMHaunu.
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CPOK IOOHOCTWU. YCNNOBUA TPAHCINTOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTu. [Ina dopm komnnekraumu 1, 2, 5 (BapmnaHT FRT)
— 9 mec. Ina doopm komnnektaumn 3, 4, 6 (BapmnaHT FRT-100 F) —
12 wmec. Habop peareHTOB C WCTEKWWUM CPOKOM [OAHOCTU
NPUMEHEHUIO HEe noanexut. CpoK rogHOCTU BCKPbITbIX peareHTOoB
COOTBETCTBYET CPOKY FOAHOCTW, YKasaHHOMY Ha 3TUKeTKax Ons
HEBCKPbITbIX peareHToB, eClin B MHCTPYKLUMKN HE YKa3aHO UHOE.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHcnopTUpoBaTb Mpwu
Temnepatype oT 2 0o 8 C He 6onee 5 cyt. «[UP-komnnekT»
BapmaHT FRT-100 F npu nosiydeHUM pasykoMniekroBaTtb B
COOTBETCTBUN C YKa3aHHbIMU TeMnepaTypamm XpaHeHus.
XpaHeHue. Habop peareHTOB xpaHUTb Npu TemnepaTtype oT 2 A0
8 °C. luP-cmecb-2-FRT, TMUP-cmecb-1-FL-F Bordetella multi w
nonnmepasy (TagF) xpaHnTb Npu TemnepaType He Bbilie MUHYC 16
°C. TlUP-cmecb-1-FL Bordetella multi »n TUP-cmechb-1-FL-F
Bordetella multi xpaHuTb B 3aLyuLLLEHHOM OT CBETa MECTE.

YcnoBua otnycka. [Onsa  neyebHo-npodunakTniyecknx  u
CaHUTaPHO-NMPOPUITAKTUYECKNX YYPEXOEHUN.
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Peknamauum Ha kayecTBo Habopa peareHToB «AmnnmCeHc®

Bordetella multi-FL» HanpaBnaTb Ha npeanpuaTUe-u3roToBUTENb
obYH UHWWN 3nunoemunonormn PocnotpebHagsopa (111123 .
MockBa, yn. HoBorupeesckasa, a. 3a) B oTgen no paboTte c
peknamaumaMmn n opraHusauyum obydveHua (ten. (495) 974-96-46,
dakc (495) 916-18-18, e-mail: products@pcr.ru)’.

3aseaytowmnin HMJ OMAnS E.H. PoanoHosa

®bYH UHUWN 3nuaemuonorun Pocnotpebraa3opa

HAupekTop ®epepanbHOro BHOKETHOro A.b. XXebpyH
yuypexaeHunsa Haykun «CaHkt-lNeTtepbyprekun
Hay4YHO-nccneaoBaTenbCKkun NHCTUTYT

annaemMuonorum n Mukpobuonornm um. MNacrepa

! OT3bIBbl U npeanoXxeHnda o npoaykuunm «AMnnnCeHc» Bbl MOXeTe OCTaBWUTb, 3arosiHMB aHKeTy
notpebutensa Ha canTte: www.amplisens.ru.
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JKCTPAKUMA OHK

NMPUNOXEHUE 1. SKCTPAKUUA OHK U3 UCCIIEOQYEMbIX
OBPA3LIOB

(npoBoautca B 30HE 1 - nomeweHun paOna npoBeaeHUN
akcTpakumn AHK/PHK n3 obpasuos).

A.Tlpu ncnonb3oBaHun Komnnekrta peareHtoB «PUBO-copO»
O6beM KnMHu4yeckoro matepuana ans akctpakuuu OHK — 100
MKI1.

1. JNinaupyrowmin pacTBop 1 pacTBOp AN OTMbIBKU 1 (ecrnu OHM
XpaHunucb npu Temnepatype oT 2 o 8 °C) nporpeTb npwu
Temnepatype ot 60 go 65°C [o NOMHOrO pacTBOPEHMS
KpUcTansos.

2. OTtobpaTb Heobxoammoe KONMMYECTBO OOHOPAa30BbIX MPOBMPOK
obbemom 1,5 wmn  (BKNYasi oTpuuaTemnbHbIN  KOHTPOSIb
9KCTpakuuun). BHectn B kaxayto npobupky no 450 Mkn
nusampyrowero pactsopa um no 10 mkn BKO STI-87.
[MpomapkupoBaTb NPOOUPKN.

3. B npobupkn c nuaupyrowmm pactsopom n BKO STI-87 BHecTn
no 100 mkn mccnegyembix Npood, UCNONb3yst HAKOHEYHUKN C
dunbTpom. lNepemewatb NUNETUPOBAHUEM.

B npobupky oTpuuatenbHoro KoHTposnsa akctpakumm (OK) BHecTu
100 mkn OKO.

4. TINOTHO 3aKpbITble NPOObLI TWAaTENMbHO NepemMellaTb Ha BOpTEKCE
N npoueHTpudyrmposaTtb B TeyeHne 5 ¢ npu 5 Tbic 06/MUH Ha
MUKPOLEHTPU(Yre AONsa yaoaneHna Kanefb C  BHYTPEHHEN
NOBEPXHOCTU KpbILWKM Npodupkn. Ecnn B npobupkax HaxogaTcd
B3BELLUEHHble 4acTuubl (He pPacTBOPMBLLUMMACA MOJSTHOCTbLIO
martepuarn), ueHtpudyrnposatb npn 10 Thic 06/MUH B TevyeHune
1 MUH Ha MUKpoOUeHTpudyre W rMepeHecTu HagoCago4HYHo
XUOKOCTb B Apyrne npoodupku.

5. TwaTtenbHO pecycneHanpoBaTb COpPOEHT Ha BopTekce. B
Kakayo NpobupKy oTAenbHbIM HaKOHEYHUKOM gobaBuTb no 25
MK pecycrneHampoBaHHOro copbeHTta. [lepemelwlatbe Ha
BOpTEKCce, NOCTaBUTL B LWUTATUB Ha 1 MUWH, ewwe pas nepemellaTb
N OCTaBUTb Ha 5 MUH.

6. lNpoueHTpudyrnposatb NPOBGUPKKN AN ocaxaeHust copbeHTa npu
10 Tbic 06/MMH B TedyeHne 30 ¢ Ha MUKpoueHTpudyre. Yoanutb
HaZoCad0YHYI0 XUAOKOCTb, MCMOSb3YyHd BaKyyMHbIN OTcacblBaTESb
N OTAESNbHbIM HAKOHEYHUK ONS KaXaou Npobsbl.
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JKCTPAKUMA OHK

7. [ob6asutb B npobupkn no 400 mkn pacTtBopa AfiIA OTMbIBKM 1.
[Mepemewatb Ha BOpTEKCE A0 MNOSIHOrO pecycneHaAnpOoBaHUS
copbeHTa, npoueHTpudyrnposatb 30 ¢ npn 10 Tbic 06/MMH Ha
MUKpoUEeHTpudyre.  Yoanutb  HAOOCAAOYHY  XMOKOCTb,
NCNoMb3ysi BaKyyMHbIW OTcacbiBaTeNb U OTAEMNbHbIN HAKOHEYHUK
ansa Kaxaown npobobl.

8. [obasutb B npodbupku no 500 mkn pacTteopa ANA OTMbIBKU 3.
TwartenbHO pecycneHaupoBaTb COPOEHT Ha  BOpPTEKCe.
MpoueHTpudyrnposate 30c  npwu 10 TbiC 06/MUH Ha
MUKpoUEeHTpudyre.  Yoanutb  HAOOCaAOYHY  XMOKOCTb,
NCNoNb3ysi BakyyMHbIW OTcacbiBaTeNb U OTAENbHbIN HAKOHEYHUK
ansa Kaxaown npobsl.

9. lNoBTOPUTL OTMbLIBKY PpacTBOPOM AN OTMbIBKU 3, cneays n. 8.

10.Jo6aBuTb B Nnpobupkn no 400 Mkn pactBopa ANs OTMbIBKU 4.
TwartensHO  pecycneHaupoBaTb COPOEHT Ha  BOpPTeEKCce,
npoLeHTpugyrmposaTb 30c npu 10 Tbic 06/MUH Ha
MUKpoueHTpudyre. [lONHOCTLID  yoanuTb  HagoCadouYHYH
XWOKOCTb M3 KaXOoW Mnpobupku oTAefIbHbIM HAaKOHEYHUKOM,
MCNoNb3ysi BakyyMHbIN OTcacbiBaTenb.

11.MomecTntb NPpobUpKMN B TepmocTaT ¢ Temnepatypomn 60 °C Ha 15
MUH Ona noacywmBaHma copbeHTa. [lpy 3TOM  KPbILKK
NPOBUPOK AOMKHbI ObITb OTKPbITHI.

12.B npobupkn pobasutb no 50 mkn PHK-6ydepa, mcnonbays
HaKOHEYHUKM C¢ hunbTpoMm, ceoboaHble oT PHKas. Nepemewats
Ha BopTekce. [lomecTnTb B TepmocTaT ¢ Temnepartypon 60 °C
Ha 2-3 MUH. [lepemeluaTb Ha BOpTEKCe U npoueHTpudyrnposaTb
NpobupkM Ha MakcumarbHbIX 0bopoTax MukpoueHTpudyrn (12-
13 TbiC 06/MVH) B TeyeHne 1 MuH.

Hapgocago4yHas XXnakocTb coaepXuT odnieHHyo OHK.

OTbupaTb pacTBoOp AN peakunm HY>XHO OYEHb OCTOPOXHO, He
3axBaTbiBaa copbeHT. Ecnn copbeHT B3myTUncs, Heobxogmmo
ocaaunTb ero Ha ueHTpudyre.

OunweHHaa OHK moxeT XxpaHuTbCA B TevyeHue 1 Hen npwu
Temnepatype ot 2 go 8 °C, B TeueHne 1 roga npu temnepaTtype He
Bblle MUHYyc 16 °C, bonee AnnTenbHO Npun TemnepaType He Bbille
MuHyc 68 °C.
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JKCTPAKUMA OHK

Bb.Mpu ncnonb3oBaHuun komnnekra peareHtToB «PUBO-npen»
BHUMAHMUE! PactBop ons nuauca u3 gaHHoro Habopa peareHToB
MMeeT HenpusTHbIM 3anax. PaboTy npoBoanTb B flaMWHApPHOM
bokce.

O6beM KnuMHu4yeckoro matepuana ans akctpakuuu OHK — 100

MKI1.

1. PacTtBop Ansa nusnca (ecrnm OH XpaHWUrics npu Temneparype oT
2 po 8°C) nporpeTb npu TemnepaTtype 65 °C Ao nosiHOro
pacTBOPEHUST KPUCTaSOB.

2. OtobpaTb HeobxoAuMMoOe KOMMYEeCTBO OAHOPAa30BbLIX MPOBMPOK
Ha 1,5 M C NNOTHO 3aKpbIBALWMMUCA KpbllKaMu (BKItovas
oTpuuaTenbHbI  KOHTPOSIb  3KCTpakumun). BHectn B Kaxagyto
npodupky no 10 mkn BKO STI-87 n no 300 mkn pacTtBopa ans
nu3suca. lNpomapkmpoBaTb NPOOUNPKMN.

3. B npobupkn c pactBopom ana nusnca n BKO STI-87 BHecTH
no 100 MKN NoAroToBrneHHbIX NPOO6, NCNONb3ys HAKOHEYHUKM
c dunbTpoM. B npobupky oTpuuaTenbHOro  KOHTPONs
akcTpakuunm (OK) BHectn 100 mkn OKO.

4. Cooepxumoe npodbupok TaTerbHO nepemMellaTb Ha BOPTEKCE,
npoueHTpudyruposatb B TedeHne 5 C Ha MUKpoUeHTpudyre
ONa yganeHust kanenb C BHYTPEHHEW MOBEPXHOCTU KPbILLKK
npobupkun n nporpets 5 MUH npu 65 °C B TepmocTarTe.

5. NobaeBntb B npobumpkn no 400 w™Mkn pacTtBopa AnA
npeuMnuTauumm, nepemeLllaTb Ha BOPTEKCE.

6. lNpoueHTpudyrnpoBaTb MNPOOUPKM Ha MUKPOLIEHTpUdyre B
TeyeHne 5 MUH npu 13 Tbic 06/MUH.

7. AkkypaTHO oTOb6paTb HagOCagO4HYHK XUMAOKOCTb, He 3ageBad
0CafoK, WUCMOJSIb3yAa BaKyyMHbIA OTCacblBaTeflb U OTAESbHbIN
HaKOHeYHUK Ha 200 MKn Ang Kakaow Npobsbl.

8. [obasuntb B npodbupku no 500 mkn pacTtBopa ANA OTMbIBKU 3,
NAOTHO 3aKpPbiTb KPbIWKA U  OCTOPOXHO MPOMbITb OCadoK,
nepesopaumBad npodbupkn 3-5 pas. MOoOXHO npoBecTu
npoueaypy OOHOBPEMEHHO AONs BCeX MNpobupok, Ansa 3Toro
HEOBXOAMMO HaKpbITb MPOOUPKM B LUTATUBE CBEPXY KPbILLIKOW
NN OpyruMm LWITaTUBOM, NpUXKaTb UX U NepeBopaymBaThb LUTATMB.

9. lNpoueHTpudyruposate Npu 13 Tbic 06/MUH B TeyeHue 1-2
MMH Ha MUKpOUEHTpudyre.

10.0OcTOpOXHO, HE 3axBaTblBasi 0OCagoK, 0oTobpaTb HagO0CagouHYHO
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XWOKOCTb, NCMNOMb3ysl BaKyyMHbIA OTCacblBaTeNb U OTAENbHbLIN
HaKOHEeYHUK Ha 10 MKn Ans Ka)xaom npoobbi.

11.[lo6aBnTb B Nnpobupkm no 200 mkn pactBopa ANs OTMbIBKU 4,
NSIOTHO 3aKPbiTb KPbIWKN W  OCTOPOXHO MPOMbITb OCafoK,
nepeBopaymBasa npobupkn 3-5 pas.

12.MMpoueHTpudyrnposatb Npn 13 TbiC 06/MUH B Te4YeHME 1-2 MUH
Ha MUKpoLUeHTpudyre.

13.0CTOpOXHO, HE 3axBaTblBasi 0OCagoK, 0TobpaTb Hagocago4HYHO
XWOKOCTb, UCMNOSb3yS BaKyyMHbIA OTCacbiBaTeNb U OTAENbHbLIN
HaKOHeYHUK Ha 10 MKn Ansa KaXxaom npoobbi.

14.MomecTnTb NPoBUpkKM B TepMmocTaT ¢ Temnepartypon 65 °C Ha 5
MMH 415 noacylumBaHmMa ocagka (Npyv 3TOM KpPbILWKM NpoOupokK
OOIMKHbI BbITb OTKPLIThI).

15.[1o6aButb B npobupkmn no 50 mkn PHK-6ydepa. lNepemewwiats
Ha BopTekce. [lomecTuTb B TepmocTaT ¢ TemnepaTtypon 65 °C
Ha 5 MUH, NepruoanYveCcKn BCTpsAXmMBasi Ha BOPTEKCE.

16.MMpoueHTpndyrnposats npodbupkn npu 13 Tbic 06/MMH B
TedyeHue 1 MUH Ha MUKpoLUeHTpuUdyre.

17.HapgocagoyHas XXnOkocTb cogep Xt odniieHHyro OHK.
OunweHHaa OHK moxeT XxpaHuTbCa B TevyeHue 1 Hen npwu

Temnepatype oT 2 go 8 °C, B TeyeHne 1 roga npu TemnepaTtype He

Bbilwe MUHYyC 16 °C, bonee AnNUTENibHO NpU Temnepartype He Bbllle

MuHyc 68 °C.
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B.Mpn wucnonb3oBaHMM aBTOMAaTUYECKOU CTaHUMM ANNA
HyknenHoBbiX Kucnot NucliSENS easyMAG (BioMerieux,
PpaHuumn)

O61bem knuHnyeckoro matepuana gna AHK — 100 mkn.

BapuaHT 1. AkcTpakuma OHK ¢ nnaucom ob6pa3ua BHe npubopa

[aHHbIN MeTOoq 3KCTpaKkuuM MNO3BONSET CHU3UTb pacxon 6ydepa

ana nm3uca NucliSens u npeaonoytutenbHee npu pabote C

obpasuaMn KIMHMYECKOro MaTtepuana, CcoAepXKallero Crycrku

(MoKpoTa, acnuparbl).

NMopsagok paboTbl

1. Bkmounte npnoop NUcliSENS easyMAG n noarotoBuTb €ro K
akcTpakummn OHK/PHK, cnegya nHcTpykummn K npnoopy.

2. B okHe ans BBOoOa uccnegyemMblx obpasuoB BBECTU ANA KaXaoro
obpa3ua cnegywwue napameTpbl: HasBaHue obpasua,
matepunan (Matrix) pna akctpakuun OHK/PHK (yctaHoBUTB
Other), o6bbem obpasua (Volume) — 0,1 ml, obbem antounn
(Eluate) — 25 ul, Tun obpasua (Type) — Lysed, o4yepenHOCTb
akcTpakummn OHK B obpasuax (priority) — Normal.

3. CosgaTtb HoBbIM npoTokon akcTpakumm OHK/PHK n coxpaHuTb

ero. B npoTtokone ykasaTb, YTO NM3MC M UHKYBauusi obpasuos

npoucxoaut BHe npmubopa: On-board Lysis Buffer Dispensing

— No, On-board Lysis Incubation — No.

[MepeHecTn Tabnunuy obpasuoB B CO34aHHbIN MPOTOKOS.

OTobpatb HeobxoaMmMoe KONMMYECTBO creumnann3npoBaHHbIX

OQHOpPAa30BbLIX NPOBGUPOK, NpedHasHaYeHHbIX AN 3KCTPaKUUK

OHK B  npubope  NucliSENS easyMAG, (Bkntoyas

oTpuuaTenbHbIN  KOHTPONb BblaeneHnda). BHecTn B Kaxayto

npobupky Ha BHYTpeHHMe cTeHkn no 10 mkn BKO STI-87.

[Job6aBute B npobupkn no 550 Mmkn Oydepa Ana nusuca

NucliSens.

BHUMAHUE! T[lpn pabote c martepuanom, coaepxaliem

CrYCTKW, JIM3UC peKkoMeHOyeTca MpoBOAUTb B  Npobupkax

obvémom 1,5 mn. lMocne okoHYyaHMa uHKybaumm (cm. n. 8)

cnegyet nNpPOBECTU  LEeHTpudyrmposaHne npodbupok npwu

10 Tbic 06/MMH B Te4yeHne 1 MUMH Ha MUKpoueHTpudyre u

nepeHecTn HagoCagO4YHYK XMOKOCTb B crneumann3mpoBaHHble

npobupkn, npegHasHadeHHble Ansa BolgeneHus [OHK/PHK B

npubope NUucliSENS easyMAG.

o1 &
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6. B npobupku ¢ pactBopom ana nusnca n BKO STI-87, BHecTn
no 100 MKN NoAroToBneHHbIX NPOO6, NCNONb3ys HAKOHEYHUKM
C (unbTpoM K TwWATENbHO nepemMewaTtb MUMNeTUPOBaHNEM.
(Cnengyet mnaberatb nonagaHns B npobMpKy CrycTKOB CIvM3n U
KPYMHbIX YacTuu,.)

7. B npobupky oTpuuatenbHoro KoHTpons akctpakummn (OK) BHecTn
100 mkn OKO.

8. MHkybupoBaTb npobupkm B TedeHne 10 MWH Npu KOMHaTHOW
TemnepaTtype.

9. PecycnengmpoBatb NpoGUPKY €  MaArHUTHOM  CUJSTUKOM
NucliSens, MHTEHCMBHO nepemMellaB Ha BopTekce. BHecTn B
Kaxkayto rnpobupky oTaenbHbIM HAKOHEYHUKOM C PUMbTPOM MO
25 MKN MarHUTHOM CUIIMKM W TWATENbHO nepemMelaTb
nunetTnposaHnem.  MarHuTHass  cunmka  OofmkHa  ObITb
paBHOMEPHO pacnpeaeneHa no scemy o6bemy npobupkn.

10.3arpy3nte npobupkn c obpasuamm B npubop, YCTaHOBUTb

HaKOHEeYHUKW, 3anyCcTuTb nporpammy akcTtpakumm OHK c

nmnauncom obpasuos BHe npubopa (off board).

11.Mocne okoH4yaHus akcTtpakumm [OHK, wn3sneyb npobupku u3
npubopa. HapgocagodHasi XUMOKOCTb COLAEPXUT  OYUYULLEHHYIO
OHK.

[Mpn HeobOxogumocTn XxXpaHeHuns ounweHHyto [OHK cnepyert
nepeHecTn B CTepusibHble Npobupkn He nosgHee 30 MWUH nocrne
Bblaenenma. OunweHHas OHK MmoxeT xpaHuTbca B TedeHne 1 Hen
npu Temnepatype ot 2 pgo 8°C, B TedeHme 1 ropga npu
TemnepaType He Bbilwe MUHYc 16 °C, noboro cpoka xpaHeHusa npu
TemnepaType He Bbile MUHyc 68 °C.

BapuaHT 2. AkcTpakuma OHK ¢ nuaucom obpasua B npubope

NMopsagok paboTbl

1. Bkmounte npudop NUcliSENS easyMAG n noarotoBuTb €ro K
akcTpakummn OHK, cnegys nHctpykumm K npmbopy.

2. B okHe ons BBOga mnccregyembix o0pasuoB BBECTU OS5 KaXK4oro
obpasua cnegywwme napamMeTpbl:  HasBaHuMe  obOpasua,
matepuan (Matrix) gna akctpakumm [OHK/PHK (yctaHoBuTb
Other), obbem obpasua (Volume) — 0,1 ml, obbem antounn
(Eluate) — 25 ul, TMn obpasua (Type) — Primary, o4yepeaHOCTb
akcTpakummn OHK B obpasuax (priority) — Normal.

3. CosgaTb HOoBbIWM NpoTokon BbigeneHna OHK n coxpanute ero. B
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NPOTOKOMEe YyKasaTb, 4YTO §nM3MC W WHKybaums obpasuos
npoucxoaut B nNpubope: On-board Lysis Buffer Dispensing —
Yes, On-board Lysis Incubation — Yes.

[MepeHecTn Tabnunuy obpasuoB B CO34aHHbIN MPOTOKOS.

OTobpaTb HeobxoaMMOe KONMMYECTBO OOHOPAa30BbIX NPOBUPOK,

npegHasHadeHHbIxX ans akctpakumm OHK B npubope NUcCliSENS

easyMAG, (Bknwo4yas oTpuuaTtesibHbIA KOHTPOSIb BblOENEHUA).

BHecTn B kaxgyro NpobupKy Ha BHYTPEHHUE CTEHKU no 10 MKn

BKO STI-87.

6. B npobupkn ¢ BKO BHectn no 100 MKN noAaroToBfIEHHbIX
npob6, wucnonb3yss HakoOHeYHukn c dunbTpoMm. (Cneayer
n3beratb NonagaHna B NPOOUPKY CryCTKOB CIU3N U KPYMHbIX
YacTuu).

7. B npobupky oTpuuatenbHoro KoHTpons akctpakummn (OK) BHecTH
100 mkn OKO.

8. 3arpy3utb npobupkm ¢ obpasyamum B nNpubop, yCTaHOBUTL
HaKOHEeYHWKW, 3anyCcTuTb nporpammy akctpakumm [OHK c
nnauncom obpasuos B npubope (on board).

9. [loxpaTtbca, noka aBToMmaTtmyeckaa cTtaHumMa NucliSENS
easyMAG He ocTaHOBUT paboTy B nosioxeHun Instrument State
— Idle.

10.PecycneHgupoBaTb MNpoOMpKY €  MarHUTHOM  CUJSTUKOM
NucliSens, MHTEHCMBHO nepemelwlaB Ha BopTekce. OTKPbITb
KpbILWKY npubopa, B Kaxayww nNpobupky BHECTU OTAENbHbLIM
HaKOHEYHUKOM C PUITbTPOM MO 25 MK MarHUTHOU CUJSTUKU U
TLWaTeNlbHO nepemMewlartb nuneTuposaHnem. MarHMTHaga cunuka
OoMmkHa ObITb paBHOMEPHO pacnpedenieHa no BceMy obbemy
npoodupKu.

11.3aKkpblTb  KpbIWKY npubopa W NPOAOIMKUTL  Nporpammy
akcTpakuunn OHK.

12.Mocne okoH4yaHus akcTpakuyum [OHK, nasneyo npobupku w3
npubopa. HagocagodHasi XMOKOCTb COAEPXUT OYULLEHHYIO
AOHK.

[Mpn HeobxoaumocTn XxpaHeHuns ounweHHyto [OHK cnepyert
nepeHecTn B cTepuribHble Npobupkn He nosgHee 30 MUH nocne
Bblaenenma. OuunweHHas JHK MmoxeT xpaHuTbca B TedeHne 1 Hen
npu Temnepatype oTr 2 o 8°C, B TeyeHne 1 roga npwm
TemnepaTtype He Bbiwe MuHyc 16 °C, 6Gonee AnuTenbHO nNpwu
TemnepaTtype He Bbllwe MUHYC 68 °C.

ok
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TABJIULIA NPUIOTOBJIEHUA PEAKLIMOHHbIX CMECEMW

NMPUNOXXEHUE 2. Tabnuua npuUrotoBrieHNA peakuMOHHbIX

cmMmecem

PacuyeTHas Tabnuua npuroToBsieHUA peakLuMOHHbIX CMeceun
AnAa npoBeaeHusa amnnudukaumm ona KOMNneKra peareHToB
«MUP-komnnekT» BapuaHT FRT-100 F

O61beMm peareHTa
Ha O4HY peaKkuuio
(Mkn)

O6bem peakTMBOB Ha yKa3aHHOE KONM4YeCTBO peakuui

10,00

5,00

0,50

Yucno peakumin®

MUP-cmecb-1-FL-F,

MUP-cmecb-2-FRT,

Monumepasa (TagF),

MK MKI MKn
6 60 30 3,0
8 80 40 4,0
10 100 50 5,0
12 120 60 6,0
14 140 70 7,0
16 160 80 8,0
18 180 90 9,0
20 200 100 10,0
22 220 110 11,0
24 240 120 12,0
26 260 130 13,0
28 280 140 14,0
30 300 150 15,0
32 320 160 16,0

& Yucno nccnenyemblix 06pasLioB, BKoYas KOHTporb atana akctpakumm JHK (N), koHTponu aTana
MUP, c 3anacom Ha oauH obpasey, (N+3+1).

®opmat FRT ®opma 6: [REF| R-B84-100-F(RG,iQ,Dt); H-1936-1 / 24.02.12 / cTp. 35 13 36




CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

OcTopoxHo!
O6paTtutechb K
ConpoBOAUTENBHON
AOKyMeHTaumm

REF Homep B kaTanore

MakcumarnbHoe

LOT Kon fapTian YNCII1O0 TeCTOB

VD N3penue ans in vitro
JVNarHOCTUKN

Mcnonb3oBaTb Ao

O6patutechb Kk
PYKOBOACTBY MO

[lata nameHeHusa

= B3 < B

VER
aKcnnyaTtaumm
\l/ He ponyckaTb
OrpaHuyeHve e Aony
nonagaHus
Temneparypbl
& COJTHEYHOro cBeTa
BepxHee orpaHuyeHne JaTta
Temnepartypbl N3roToBneHus
“ MpousBoanTenb

®opmat FRT ®opma 6: [REF| R-B84-100-F(RG,iQ,Dt); H-1936-1 / 24.02.12 / cTp. 36 13 36



OEAEPAABHAS CAVKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMA
(POCSAPABHAASOP)

PEFHCTPALIHOHHOE Y,CIOCTOBEPEHHE
HA MEZIMLIMHCROE U3 AEJIUE
ot 26 ¢eepans 2019 roga Ne ®CP 2012/13304

Ha memunuHCKOE H3neme

HaGop pearentoB puist BeisiBjenus u Auddepenunannn JHK Bo3byaureneii
kokaoma (Bordetella pertussis), napakoxnoma (Bordetella parapertussis) n
b6ponxnucentuko3a (Bordetella bronchiseptica) B 6rororaueckom MaTepHalie MeToa0M
NoJIMMepasHoii enmnoit peammn (ITP) ¢ ruépuauszanmoHHo-pIIyopecenTHOH
aerexmueit " AmminCenc® Bordetella multi-FL" no TY 9398-193-01897593-2012
Hacrosmee perucTpainoHHOE YI0CTOBEPEHHE BBIIAHO

{ - DegepaabHoe Ol0MKeTHOE YupexaeHHe Hayku " [lenrpaasubiii Hayuno-

| MccTe0BATENLCKHIT HHCTUTYT S1HaeMuoorun" @egepaabHoll CIyKObI 0 HAA30PY B
cepe 3amuTeLI NpaB noTpeduTeneit n duarononyansn senosexka (PBYH IITHUU
Snuaemuonornn Pocnorpebnanzopa), Pocensi, 111123, Mocksa, yi. Hosorupeesckas,

U n3A

ITpon3soauTenn

Denepanbaoe 0ropKeTHOE yupeaaenue naykn ""Ilenrpaasabiii nayuno-

| HCCTIeI0BATENILCKHI HHCTHTYT SnuaemMuororun' ®exepaiabHol ¢ay:k0bI IO HA/I30PY B
| cepe 3amMTHI HpaB MoTpeduTeNClH B Oaaronoayans venosexa (PHYH IIHUN

" Dmmaemuonorun Pocnorpeénamsopa), Pocens, 111123, Mocksa, yi. HoBorupeesckas,
A . 3A

™| Mecro npou3BoACTBa MEIHIHHCKOTO W3 teIHs

|| em. npuitokenne

- Homep perucrpaunonsoro gocse Ne P/1-25790/6432 or 08.02.2019

77¢|| Knace moTeHIMaIBHOrO PHCKa IIPAMEHEHHS MEIMIHHCKOrO H31e/1us 20

‘ Koz Obmepoccniickoro kiaccupukaropa poayKIuy 110 BUAAM 3KOHOMUYECKOH
“ || mesrempHOCTA 21.20.23.110

|

~ | mpuxasom Pocanpaemazzopa ot 26 despamst 2019 roxa Né 141
| IOTyIIEHO K 06palieHnio Ha TeppuTopun Pocemiickoii Dgasp

. Ilap1oxoB

0042437




®EAEPAABHAS CAYKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP) N

' KPETHCTPALUIHOHHOMY Y OCTOBEPEHHIO '

HA MEAWLIMHCKOE U3AEJIUE &

oT 26 despais 2019 rona  Ne ®CP 2012/13304 5

JIner 1 é-

G

Ha mMeuumHCKOe W3jenme S e
Ha6op pearenTos nas BoisiBjenns u Anddepenunanuu JHK Bo3b6yaureneii koxmoma >
(Bordetella pertussis), napakoxsiioma (Bordetella parapertussis) u 6ponxucentukosa P
(Bordetella bronchiseptica) B 6mosioruyeckom MaTepHale MeToI0M HOTUMEPA3HOI @
uennoii peaknuu (TIHP) ¢ rubpuanszaunonno-payopecueHTHOl qeTeKIHel 5 .

"AmmmnCenc” Bordetella multi-FL" o TY 9398-193-01897593-2012: -
@opma | BKIIIOUaET KOMIIEKTHI peareHToB «PUBO-cop6» BapuanT 50, «[1L[P-kommaekT»
BapuanT FRT (npobupku 0,2 Ma1 B COOTBETCTBIH ¢ THIIOM aMIUTH(HUKATOPA).
f Dopma 2 BKIIHOYAET KOMILIEKTBI peareHToB «PUBO-niper» sapuant 50, «[TL[P-koMmiaeKkT
X BapuanT FRT (mpo6upku 0.2 M7 B COOTBETCTBHY € THIIOM aMILIH(UKATOPA).

e @opma 3 BKIIFOUaET KoMIIEKThl pearentoB «PUBO-cop6» Bapuant 100, «ITL[P-koMIIeKkT
BapuanT FRT-100 F.
Dopma 4 BKIIIOUAET KOMTIIEKTEI pearentoB «PUBO-niper» sapuant 100, «[TI[P-xoMmiekT»
Bapuant FRT-100 F.
@opma 5 BKIIOYACT KOMILIEKT pearenToB «l11[P-kommiekr» Bapuant FRT (nmpo6upku 0,2 min B
COOTBETCTBUH € TUIIOM aMIUTA(HKaTOpa).
@opma 6 BKmovaeT KoMIuiekT pearenToB «lILIP-kommiekr» sapuant FRT-100 F.
@opma 7 BKIIOYaET HaOOPBI PEareHTOB ONTOM, pac(acoBaHHbIE 1O OT/IEBHBIM peareHTaM,
C MapKHpPOBKO# pearc¢HTOB Ha UX ONTOBOM (hacoske.
MecTo nmpou3Bo/ICTBA:

1. ®5VH IMTHHUH Dnunemuonoruu Pocnorpedbranzopa, Poceus, 111123, Mockea, _'*
) yi. Hosorupeesckas, 1. 3A. <
Y 2. ®BYH ITHMUU Dnunemuonoruu Pocriorpeduanzopa, Poceus, 111123, Mockaa, e

yn. Hosorupeerckas, a. 3A, ctp. 6.

: 3amecTuTEIb pyKOBOAHTeNS DefepaabHOl cryKObI
b o HaA30py B chepe 3ApaBoOXpaAHEeHHS

. [laBokoB
00538086

: J




®EAEPAABHAS CAVIKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POCSAPABHAA?:OP)

PE]'P[CTPAL[HOHHOE Y,ﬂOCTOBEPEHHE
HA MEAHULIMHCROE U3 AEJIHE
or 27 derpans 2019 rona  Ne ®CP 2011/12380

Ha MeaunuHCKOE H3JIeTUe

Habop pearenTos 1 bisisiaenns JJTHK Neisseria meningitidis, Haemophilus
influenzae u Streptococcus pneumoniae B KJIHHHYECKOM MaTepHaJie METOA0M
noaavepassoii nennoii peaxuun (TTIP) ¢ rubpuansannonno-guyopecueHTHOMN
aerexuueii "AvnanCenc” N. meningitidis/H. influenzae/S. pneumoniae-FL"

no TY 9398-163-01897593-2010

HacTosiimee perucTpaluoHHOe y10CTOBEPEHUE BBIIAHO

|| Mdenepannuoe 610KeTHOE Yupexkaenne Haykn " LleHTpajibHBIH HAYTHO-

| mccxenoBATEIbCKHI MHCTHTYT JnnieMuosiorun” ®eaepaabHol C/Iy:KOBI 10 HAA30PY B
| cdepe 3amuETHI NpaB HoTpebHTE ek B Gaarononyyns yenosexa (PBYH ITHUH

. Smupemuoiaorun Pocnorpebnanzopa), Poceus, 111123, Mocksa, yii. HoBorupeesckast,
o.3A

|| Ipoussomures
= @enepanbHOe GI0KETHOE YIPEKICHHE HAYKH "llenTpabHbIN HAYIHO-

HceIeN0BaATeIbCKIN HHCTHTYT dnnjiemMuoorun’ @enepaibHoil ciyx0b1 110 Ha30pY B
- ctepe 3amETHI IPAB NOTPeGUTEIEH H 61ATONO/IY YU Ye/l0BeKa (®PBYH ITHUH
1 Dmmpemuonoruu Pocnorpebnaxzopa), Pocens, 111123, Mocksa, yi. Hosorupeesckas,

W a.3A

MecTo mpou3BOACTBA METHITMHCKOTO H3EHs

M. NPHJI0KEHHE

Howmep peructpaunontoro jocke Ne PJ{-25877/8153 ot 13.02.2019
Kj1ace noTeHIMAaIbHOTO PUCKA IPUMCHEHUS MEIHULIHHCKOTO HaseIHy 3§
Koa O6umepoccuiickoro xiaccnukaTopa npoayKIuy mno B ;
,uesn?enmocm 21.20.23.110 .

3amecTHTENb pyKoBoauTes DexepanbHoi CayKObI = )
o HaA30py B cdepe 3ApaBooXpaHeHHAsN : A.1O. ITaBi1rokos |-

0042500
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<3 ®EAEPAABHAS CAYJKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHWM S
el (POC3APABHAA3OP)

-
=t R PETUCTPALIMUOHHOMY Y/ZIOCTOBEPEHHMIO
) HA MEAWLIMHCROE U3EJIUE

ot 27 ¢eBpans 2019 roaa Ne ®CP 2011/12380
Jluer 1

Ha Meaunmsckoe U3eine
HaGop pearenros aas BoisiBaenus JJHK Neisseria meningitidis, Haemophilus influenzae
u Streptococcus pneumoniae B KJAHHHYIECKOM MATEpHAIe METOA0M HoJnMepaszHoi
wennoii peaxnun (IILP) ¢ ruépuan3annonno-gayopecueHTHON TeTeKIMeH
" AmmumCenc”® N. meningitidis/H. influenzae/S. pneumoniae-FL"
_ mo TY 9398-163-01897593-2010:
Bapuaut FEP/FRT.
HaGop pearenToB BeNTyckaeTca B 2 (popMax KOMIUICKTALHH!
dopma 1 BrIrOYaeT KOMILIEKT pearcHToB «lI1[P-KoMmiekT» BapuaHT FEP/FRT-50 F.
dopma 2 BKIFOYaeT HAGOPhI PEareHTOB ONTOM, pac(acoBaHHBIE 0 OTACIBHBIM pearcHTaM,
¢ MAPKUPOBKO#H PearcHTOB Ha UX ONTOBOMU (PacOBKE.
MecTo mpousBoCTBRa:
1. ®bYH LIHUHU Drnuaemuonorun Pocriorpebuansopa, Pocenst, 111123, Mocksa,
yi.. HoBorupeesckas, 1. 3A.
2. ®BYH ITHUHU Pnugemuonoruu PocrniotpeGranszopa, Pocens, 111123, Mocksa,
yi1. Hosorupeesckas, 1. 3A, c1p. 6.

3amecTuTe L pyKoBoIUTE A DeepaabHol CayKObI
1o HAX30pY B cdepe 3ApaBooxXpaHeHnn

JL.KO. [laB/okoB
0054015

= =
N N 2
TN 1 SRSy |

>




YTBEPXOEHA YTBEPXOAKO
Mpukasom Poc3gpasHansopa [OvpekTop PepepanbHOro
oT K. A 2o Ne XXl -/ /17 rocyAapCTBEHHOIO YYpeXaeHNs
a Haykn «LleHTpanbHbIn Hay4YHo-
nccrnenoBaTenbCKUn MHCTUTYT
annaemmnonornny denepanbHON
/ cnyx6bl no Hapasopy B chepe
/ 3awWmTbl Npae noTpedbutenen u
6naron5;nyuv19 yenoseka
45T _B.W.Mokposckuit
«IPAY ¢ 2011,

MHCTPYKLUUA

Nno NpuMeHeHno Habopa peareHToB
ons soiasnenus AHK Neisseria meningitidis, Haemophilus
influenzae n Streptococcus pneumoniae B KIMMHUYECKOM
mMaTtepuane MeTogom nonumepasHon uenHom peakumm (MLP)

C rmbpman3aunoHHO-yopecUeHTHON AeTEKUNEN

«AMnnnmCenc® N.meningitidis / H.influenzae /

S.pneumoniae-FL»
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CMUCOK COKPALLEHUN

B HacTosilen  MHCTPYKUMM  MPUMEHAIOTCA  cneaywowine
cokpalleHnsi n 06o3Ha4YeHUs:

- BHYTPEHHUIN KOHTPONbHbIN 06pa3sew, Ana Habopos C

BKO-FL . .
rmépnan3aunoHHO-ITyOpeCUEHTHON AeTeKUNen
OKO - OTpyLaTenNbHbIN KOHTPOMbHbLIN 0bpaseL
MKO - NOJNIOXXUTENbHbBIN KOHTPOSbHbLIV 0bpasel|
MnupP - nonnMepasHag LuenHasg peakums
- (bepepanbHOe rocygapCcTBEHHOE yUpexaeHne Hayku
®ryH UHMmMS «UeHTparnbHbIn Hay4yHO-UCcCnegoBaTeNbCKUM NHCTUTYT

PocnoTtpebHagsopa | anuaemmonornny ®enepanbHon cnyxbbl No Haa3opy B cepe
3aWmMThl NpaB noTpedbutenen n Gnaronony4ymsi YenoBeka

FEP - eTeKLUs Mo «KOHEYHOWN TOYKEe»
FRT - JleTeKumMs B pexmme «pearibHOro BpeMeHu»
HA3SHAYEHUE

Habop peareHToB «AmnnuCeHc® N.meningitidis /
H.influenzae / S.pneumoniae-FL» npeaHasHayeH ons BbiABIIEHUSA
OHK  Neisseria meningitidis, Haemophilus influenzae n
Streptococcus pneumoniae B obpasuax CNMHHOMO3rOBOW XXUAKOCTH
metogom [UP ¢ rmbpuamsaumoHHO-bNyopecUueHTHON AeTekumnen
NpOoAYyKTOB aMnindukaumnm.

BHUMAHUE! Peaynbtatol [lNLUP-uccnenosaHna ydnThbiBalOTCA B
KOMMMEKCHON AnarHocTuke 3abonesaHms’.

NMPAHUUN METOOA

MeTog oCHOBaH Ha OOHOBPEMEHHOM amnmdukauum y4acTKOB
OHK  Neisseria  meningitidis, Haemophilus influenzae n
Streptococcus pneumoniae, a TakKke Yy4vacTka BHYTPEHHEro
KOHTpoOsibHOro obpasua (BKO) B gByx peakuMOHHbIX Mpobupkax
(dbopmat «MynbTunnekc-ruUP») n rmopunansaumoHHo-
driyopecueHTHOM  JeTekuun, KoTopas  npomsBogutcsa  nnbo
HenocpeacTBeHHo B xoge [NMUP (BapmanHT FRT), nubo nocne ee
3aBepweHuna (BapuaHt FEP). PeakunoHHaa cmecb cogepxut
ONMUroHyKneoTngHole npammepol N PNyopecLeHTHO-MeYeHble

rmépuansaumoHHbIe 30HAbI, KOTOpble KOMMJSIEMEHTapPHbI
BHYTPEHHMM  cneundunyeckum yyactkam  amMnamduumpyemoro
doparmeHTa. dnyopecueHTHbIN curHarn, NcnyckaemMbln

donyopecUeHTHO-MEYEHbIM 30HAOM, OETEKTUPYETCHA ONTUYECKUM
6nokomMm amnnudurkaTopa HENOCPEACTBEHHO B NMpoLiecce peakumn B
peanbHoOM BpemMeHn (dopmat FRT) wnn  dryopecueHTHbIM

! B cooTtBeTcTBUM ¢ [QupekTnBoi EBponeiickoro Cotosa 98/79/EC
BapuaHTt FEP/FRT ®opma 1: B25(RG,iQ,FEP), H-1631-3/ 29.04.11/ cTp. 3 us 27




OETEKTOPOM MO OKOH4YaHuM amnnudpukaunm (dopmat FEP).
dnyopecueHTHO-MeYeHble 30HAblI ANA KaXaon N3 MULLEHEN UMEIDT
CBOKO [OJSIMHY BOMHbl, YTO MO3BOMSET PErncTpupoBaTb CUrHasm no
COOTBETCTBYHOLLEMY KaHany. [Ina geTtekummn Tpex Bo3byautenen u
BKO wucnonb3dyetcsa amnnugukatop wunm  doryopecueHTHbIN
OETEKTOP C onNTU4Yeckum 6510koM, nmerowmm 2 n bonee KaHanos.

BAPUAHTbI N ®OPMbI BbIlTYCKA HABOPA PEATEHTOB
HaGop peareHTOB BbinyckaeTcsa B 1 BapuaHTe.
BapuaHt FEP/FRT
Habop peareHToOB BbinyckaeTcst B 1 doopmMe KoMneKkTaunu:
Popma 1 skntovaet «lNLP-komnnekT» sapuant FEP/FRT-50 F.
dopma Komnnekrauum 1 npegHasHayeHa nOna nNpoBeaeHusd
ogHoBpeMeHHon  amnnudpumkaumm  yyactkoB OHK  Neisseria
meningitidis, Haemophilus influenzae n Streptococcus pneumoniae
C rMopnamnm3aunoHHO-IYOPECLEHTHON OETeKUNEn B pexume
«peanbHOro BPEMEHU» UMM MO «KOHEYHOW Touke». [Angd
nposegeHnsa MOJTHOIro MUP-nccnegosaHusa Heobxoanmo
MCNOSIb30BaTb KOMIMMEKTblI peareHToB AN SKCTpakumm (BblaeneHmns)
OHK w13 KknuHuyeckoro martepuana, pekoMmeHgoBaHHble PIYH
LIHWNOS PocnoTtpebHaasopa.

AHAJIMTUYECKUE XAPAKTEPUCTUKA
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bupg Komnnekr KomMmnnekT ansa AHanuTnuyeckasn
KNMUHUYECKOro AnA amnnudpukaumn MaTtoreH YYyBCTBUTESIbHOCTb,
mMmatepuana BblaerneHus M geTekummn r3/mn?
OHK

Neisseria

«MLP- meningitidis

CnuHHOMO3roBas «PUBO- KOMMNEKT» Haemophilus 1%103
XNOKOCTb npen» BapuaHT influenzae
FEP/FRT-50 F |Streptococcus
pneumoniae

AHanutn4yeckaa cneunPuUyHOCTb

OueHKy creundnyHocTM Habopa peareHToB «AMINMCeHc®
N.meningitidis / H.influenzae / S.pneumoniae-FL» nposogunu npu
nccrnenoBaHum cneayowmx LUTAaMMOB MUKPOOPraHM3MOB:
Enterobacter aerogenes; Enterobacter cloacae; Enterococcus
faecalis (TUICK 29212); Escherichia coli (NCTC 9001); Escherichia

2 KonmMyecTBO reHOMHbIX 3KBMBANEHTOB MukpoopraHunama (F3) B 1 mn obpasua KIMHWYECKOro
maTtepuana

BapuaHTt FEP/FRT ®opma 1: B25(RG,iQ,FEP), H-1631-3/ 29.04.11/ cTp. 4 us 27




coli (ATCC 25922); Haemophilus parainfluenzae; Haemophilus
Haemolyticus; Klebsiella oxytoca; Klebsiella pneumoniae; Listeria
monocytogenes; Moraxella catarrhalis; Neisseria cinereae;
Neisseria elongate; Neisseria flavescens; Neisseria gonorrhoeae;
Neisseria mucosa; Neisseria sicca; Neisseria subflava; Pantoea
agglomerans; Proteus mirabilis; Pseudomonas aeruginosa (ATCC
27853); Salmonella enteritidis (TMCK 1137); Salmonella typhi
(Central Public Health Laboratory (London) 5715); Shigella flexneri
2a (TMCK 1270); Shigella sonnei (TMCK 9090); Staphylococcus
aureus (ATCC 25923); Staphylococcus saprophyticus (ATCC
15305); Streptococcus pneumonia; Streptococcus agalactiae;
Streptococcus milleri; Streptococcus mitis; Streptococcus mutans;
Streptococcus pyogenes; Streptococcus salivarius; Streptococcus
sanguis; Streptococcus suis; Streptococcus viridians; Yersinia
enterocolitica; Yersinia pseudotuberculosis. Takke aHanMTUYeCKyro
cneynduyHocTb oueHuBanu npu TectuposBaHunm [OHK yernoseka.
Hecneundunyecknx peakuumn BbiSBNeHO He ObIno.

MEPbI NPEOOCTOPOXXHOCTHU
PaboTta gomkHa npoBoauTbCs B Nnabopatopuu, BbIMOMHAOLWEN

MosiekynsipHo-6uonorundeckue (MNMUP) nccnemooBaHus KNMHUMYECKOro

Matepuana Ha Hanuyme Bo3byautenen MHPEKUMOHHLIX BonesHen,

c cobnogeHnem caHuTapHo-anugemuosnorndecknx npasun Crll

1.3.2322-08 «besonacHocTb paboTbl ¢ MukpoopraHuamamu |-V

rpynn naToreHHoCcTn (onacHoCcTn) N BO30yanTenaMmn napasuTapHbIX
oonesHeny, CaHllvH 2.1.7.2790-10 «CaHuTtapHo-
anugemuonorndyeckne TpedbosaHus K obpaweHnto ¢ MegULMHCKUMU
oTXxogamun» U MeTogudeckux  ykaszaHum MY  1.3.2569-09

«OpraHusaumna paboTbl nabopaTopun, MUCMOMb3YIOWNX MeTOoObl

amnnndurkaumm HyKyNeMHOBbIX KUCIOT Npu paboTte ¢ maTepunanom,

coaepXalinm MukpoopraHnamel |-V rpynn natoreHHoCTuy.

[Mpn paboTe BCcerga cneayeT BbINOMHATL criegylowmne TpeboBaHns:

- Cnepyer paccmatpuBaTb  uccnegyemMmble  obpasubl  Kak
MHGEKLUMOHHO-0MAacHble, OpraHM3o0BLIBaTb paboTy U XpaHEHME B
cootBetctBMn c CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHuamamm -V rpynn naTtoreHHoCcTM (onacHOCTU) u
BO30OyanTenaMun napasmtapHbix 6onesHeny.

- Ybupate W agesuHpuuupoBaTb pasnuTble obpasubl  UnU
peakTMBbl, UCNOMb3ya  Ae3nHduumpylowme cpeacrtea B
cootBetcTBMN ¢ CI1 1.3.2322-08 «besonacHocTb paboTbl C
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MUKpoopraHuamamm -V rpynn naTtoreHHoCTM (onacHOCTU) U
BO30OyanTensamMun napasmtapHblix 6onesHen.

- Ypanatbe HeUcnosib30BaHHble peakTMBbl B COOTBETCTBUM C
CaHllH  2.1.7.2790-10 «CaHuTapHO-3NNaeMNoNornyeckme
TpeboBaHus K 0bpalleHnio C MEAULUMHCKUMN OTX04aMmn».

BHUMAHUE! [lpu ypaneHunm oTxXogoB nocre amniundukauum

(Nnpobupok, cogepxawmx  NPOAYKTHI MUP)  HepgonycTMmo

OTKpbIBAHWE nNpPoOOMPOK U1  pasbpbli3rMBaHne  COOEPXUMOrO,

MOCKOSbKY 9TO MOXET NPMBECTU K KOHTaMuHauun npogyktamm MNLIP

nabopaTopHOM 30HbI, 000PYAOBAHUS N peareHTOB.

- [NpumeHaTb Habop CTPOro NO HasHa4eHWo, COrfacHo OaHHOW
NHCTPYKLMN.

- JonyckaTb kK paboTe ¢ HabopoM TOSNbKO creynanbHO 00yYEHHbIN
nepcoHarn.

- He ncnonb3osatb Habop Mo UCTeYeHNn cpoka rogHOCTH.

- W3beraTb KOHTaKTa C KOXEW, rrnasaMmm n crim3ancton ob6onoYkon.
[Mpn KOHTaKTe HeEMeaNEeHHO NMPOMbITb NOPaXXeHHOe MECTO BOAOM
n obpaTnTbCs 3a MEANLMHCKON MOMOLLBHO.

- Jluctel 6esonacHoctn matepuanos (MSDS — material safety
data sheet) gocTynHbI NO 3anpocy.

AOONOJIHUTENbHbLIE MATEPUAITblI U OBOPYOOBAHUE

1. Komnnekt peareHtoB ans solgenedna OHK — « AHK-cop6-B» (TY
9398-003-01897593-2009), «PWUBO-copb» (TY 9398-004-
01897593-2008), «PUBO-npen» (TY 9398-071-01897593-2008)
nnm apyrue pekoOMeHOO0BaHHbIe dryH LUHUNS
PocnoTtpebHagsopa.
Komnnektbl peareHtoB «PUBO-copb» wunu «PUBO-npen»
pekomeHayeTcAd NCMosib30BaThb npw OAHOBPEMEHHOM
nccrnenoBaHMn KIMHMYeCKoro obpasua Ha aHTepOBUPYCHI.

2. [ononHuTenbHble MaTepuarbl 1 00opyaoBaHue AN 3KCTPaKuum

OHK — cornacHO MWHCTPYKUMW K KOMMMEKTYy peareHToB [Ans

BblaeneHus OHK.

Bokc abakTepuanbHon Bo3gyLuHon cpeabl (MLP-6okce).

LleHTpudyra/sopTekc.

ABTOMaTUYeECKME [03aTopbl NepemMeHHoro obbema (0T 5 Oo

20 mkn, ot 20 go 200 mkn).

6. OgHopasoBble HaKOHeYHuKM C dunbTpom o 100 mMkn B
lTaTUBax.

7. WTatmebl ana mukponpobupok ob6vemom 0,2 mn unn 0,5 mn (B
COOTBETCTBMU C UCMOSIb3YyEMbIMU KOMIMIIEKTAMN peareHToB).
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8. XonoaunbHuk oT 2 o 8 °C ¢ MOpO3nUNLHON KaMepon He Bbille

MuHyC 16 °C anga BblaeneHHbix npob OHK.

9. OToenbHbIM XanaT, wanovkn, obyBb M 0gHOpPa30Bble NepyaTku
no MYy 1.3.1888-04.

10. EmMkocTb Ansi cOpoca HaKOHEYHUNKOB.

[pn OeTeKUMU NO KKOHEYHOM TOYKEN:

11.Mporpammupyembin  amnnudukaTop (Hanpumep, «Tepuuky»

(«dHK-TexHonorusa», Poccuqa), Gradient Palm Cycler (Corbett

Research, Asctpanusa), MaxyGene (Axygen, CLUA), GeneAmp

PCR System 2700 (Applied Biosystems, CLWUA) wnn

aHanorn4yHole).

12.®nyopecueHTHbIN [TLP-geTektop (Hanpumep, ALA-1/4 (BioSan,

Nateung), «KUH» («dHK-TexHonornsa», Poccus) 7

pekomeHaoBaHHble @®I'YH UWUHWNAD PocnotpebHag3opa B

METOONYECKNX peKoMeHAaumax Mo MNPUMEHEHUID [JaHHOro

Habopa peareHToB).

13.0aHopasoBble nonunponuneHoBble npodbupkn ans MNUP (c

NSIOCKON KPbILLKOWN, HECTPUMNOBAHHbIE):

a) obbemom 0,2 wmn (Hanpumep, Axygen, CLWIA) — ans
amnnndukaTopoB, agantupoBaHHbix ang [NLUP-npobunpok
0,2 mn (Gradient Palm Cycler, GeneAmp PCR System 2700,
MaxyGene v gp.);

6) oobvemom 0,5 mn (Hanpumep, Axygen, CLWA) — ans
amnnndukaTopoB, agantupoBaHHbix ans [NUP-npobupok
0,5 mn («Tepuuk» 1 gp.).

[Mpn OeTEeKUNU B PEXNUME «pPeanibHOro BPEMEHMUY :
14.MporpammupyemMmbii  amniMdmukaTop C CUCTEMOU [AeTeKkumnu
dNyopecueHTHOro curHana B pexmnme «pearnbHOro BPeEMEHU»

(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,

AscTtpanus), Rotor-Gene Q (Qiagen, 'epmanus), iQ5 (Bio-Rad,

CWA), Mx3000P (Stratagene, CLWA), «OT-96» («OHK-

TexHonorus», Poccus) n pekomeHgoBaHHble PIYH UHUND

PocnotpebHag3opa B MeTOOMYECKUMX PEeKoMeHZauusx Mo

NPUMEHEHWNIO AaHHOro Habopa peareHToB).

15.0paHopasoBble nonunponuieHosble npodupku ana MNLP:

a) Ha 0,2 wmMn (C nNMOCKOW KPbIWKOW, HEeCTpUnoBaHHbIE,
Hanpumep, Axygen, CLUA) ona noctaHoBku B poTop Ha 36
npobupok — K npubopam ansa MNUP B pexume «peanbHOro
BpeEMEHM» C OeTekumen 4vepes AHO npobupkn (Hanpumep,
Rotor-Gene).
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6) Ha 0,2 mn (c KynonoobpasHou KpbILKOW; Hanpumep, Axygen,
CWA) — k npubopam gna TP B pexume «pearnbHOro
BpEMEHM» C [OeTeKuMen 4yepes KpblwKy (Hanpumep, 1Q5,
Mx3000P).

B3ATUE, TPAHCINMOPTUPOBAHUE 7 XPAHEHUE
UCCJIEOYEMOI'O MATEPUATNA

[lepen  Hayvanom  paboTbl cnegyeTr  O3HAKOMUTbCA  C
MeToaNYECKUMN pekomMeHaauusimm  «Basatne, TpaHCNopTUPOBKA,
XpaHeHue KnunHuyeckoro wmatepuana pgna [MUP-gnarHoctukmy,
paspabotaHHbiMn PI'YH LUHWNSG PocnotpebHaasopa, Mockea,
2008 r.

MaTepnanom ans nccrnenoBaHums cnyxart obpasubl
CMMHHOMO3roBOM XNAOKOCTU. CNNMHHOMO3IOBYIO XUAKOCTb (FTMKBOP)
cnegyet nonyvaTtb C NOMOLLbD OAHOPA30BLIX UrM, B 04HOPa30Bble
NfacTMKoBble cyxne npobupkn obbemom 2,0 M B KONUYECTBE HE
meHee 1,0 mn. MNpobupKy NSIOTHO 3aKPbITb KPbILWKOW, HE OOonyckasd
3a30pa 1 CMATUS BHYTPEHHEN YacTU KPbILWKA, U MTPOMapKUpoBaTh.

YcnoBus xpaHeHusa maTtepuana:

NpU KOMHaTHOM TeMnepaType — B TeyeHune 6 y;

npu Temnepatype ot 2 Ao 8 °C — B TeveHune 1 cyr;

npu TemnepaTtype He Bbilwe MuHyc 16 °C — B TeyeHne 1 mec;
Npu TemnepaTtype He Bbile MUHYC 68 °C — AnnTensbHo.

[onyckaeTca TONMbKO OQHOKPaTHOE 3aMopakMBaHue-oTTanBaHue
mMartepuana.
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BAPUAHT FEP

COCTAB
Komnnekt peareHtoB «[MLUP-komnnekT» BapuaHt FEP/FRT-50 F —
KOMMSIEKT  peareHToB A1 OO4HOBPEMEHHOW  amMnnudukaunm

dparmeHToB [HK Neisseria meningitidis, Haemophilus influenzae w
Streptococcus pneumoniae ¢ rMbpunansaumMoHHO-NyopeCcUEeHTHOW
AeTeKkunen — BKrroYaer:

Peakmue OnucaHue O6bem (Mn) Kosn-eo
I'IIJ,_P-CM_er-l-I_:EI?/_FRT Mpo3payHas 6ecuBeTHas 0.6 1 npo6upka
Neisseria meningitidis / STl | XugKoctb
MUP-cmece-1-FEP/FRT MpospauHas 6ecupeTHas
Streptococcus pneumoniae / po3p H 0,6 1 npobupka

LU XNOKOCTb
Haemophilus influenzae
MuUuP-cmecb-2-FRT lpospaunas becuseTHas 0,3 2 npobupku

XNOKOCTb
Monumepasa (TagF) lpo3paynas becuseTHas 0,03 2 npobupku
XNOKOCTb
i Mpo3payHas 6ecuBeTHas
OHK-6ydep KALKOGTb 0,5 1 npobupka
I'IKO.JJ.I-!K. Nelsserla [Mpo3payHas 6ecuBeTHas 0.1 1 npo6upKa
meningitidis-Flu XNOKOCTb
!‘IKO OHK Haemophilus [Mpo3payHas 6ecuBeTHas 0.1 1 npobupka
influenzae XNOKOCTb
NnKoO HHK.Streptococcus MpospayHas becuBeTHas 0.1 1 npo6upka
pneumoniae XNOKOCTb
KO STI-88 [Mpo3payvHas 6ecuBeTHas 0.1 1 npoBupka
XNOKOCTb
MuHepanbHOe Mmacno ans BecuBeTHasa BA3kas 40 1 (hnakoH
nue XNOKOCTb

KomMnnekT peareHTOB paccymTaH Ha npoBefeHne 55 peakumn
amnnudukaumm, BKNYaa KOHTPOSIN.,
K KOMNMEeKTy peareHToB npuraralTCs KOHTPOSibHblE 0Opasubl

aTana 3KCTpakunn:

Peakmue OnucaHue O6nem (M) Kosn-eo
BKO-EL® MpospayHas becuseTHas 10 1 npoBupka
XXUOKOCTb '
OKO Mpo3payHas 6ecuBeTHas 12 1 npoBupka

XNOKOCTb

NMPOBEOEHUWE NUP-UCCINEOOBAHUA
[MLP-nccnegoBaHne cOCTOUT U3 CrieyroLLmnx 3Tanos:

® B npouecce akcTpakumm [HK BHecTy B Kakayto npobupky no 10 mkn BKO-FL.
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BAPUAHT FEP

- Qkctpakuma OHK n3 nccnegyembix obpasuos.

- [lpoBegeHne amnnmudmrkauun.

- dnyopecueHTHass pQeTekuust MnpoaykToB amnindukaumMm no
«KOHEYHOWN TOYKE».

- WHTepnpeTauma pesynbtaToB.

AKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Ona akctpakumn OHK Mcnonb3yoTcs KOMMSEKTbl peareHTos,
pekomeHaoBaHHble OI'YH UHWNG  PocnoTtpebHag3opa, B
COOTBETCTBUN C WHCTPYKUMEN K WCMNOSNb3YEMOMY KOMIIEKTY.
AkcTpakuma AHK n3 kaxxgoro KnMHu4Yeckoro obpasuya npoBoauTCs B
NPUCYTCTBMN BHYTPEHHEro KOHTposibHOro obpasua (BKO-FL).

B kadectBe oTpuuartenibHoro KoHTponda BblgeneHus (OK)
ncnonbaytoT peareHT OKO.

KomnnekTtbl peareHtoB «PUBO-copb» wunn «PUBO-npen»
peKkoMeHayeTcs Mcnonb3oBaThb npu O4AHOBPEMEHHOM
nccrnenoBaHMn KIMHMYECKOro obpasua Ha 3HTepPOBUPYCHI.

NMPOBEAEHUE AMIMTITUOUKALIUA

Oowmn o6 beM peakuMOHHON CMecu — 25 MKI, BKIOYasa 00bLem
npo6bl AHK — 10 mkn.

A. NMoarotoBka NnpobupokK ana amnnndpukaumm

Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT
ucnosb3yemoro amnnudukatopa.

Ona BHeceHMsas B npobupkn peareHtoB, npo6 OHK wu
KOHTPOJSIbHbIX O0Opa3uoB  UCNONbL3YKTCA  OAHOpa3OBbLIe
HaKOHEeYHUKN ¢ hunbTpamu.

B komMmnnekTte peareHTOB NPUMEHSETCA «ropsAuYMn cTapT»,
KOTOpbIM obecne4ynMBaeTcsi UCMOSMIb30OBaHUMEM XUMUYECKU
MoancnumnpoBaHHOM Tag-nonnmepasbl (TagF-OHK-
nonumepasa), KoTopas aKTMBMpPYeTCA nNpu  nporpese
peakuMoHHOM cmMmecu npu Temnepatype 95°C B TeyeHue
15 MuH.

BHUMAHUE! KomnoHeHTbl peakumoHHOM cMmecu  cnegyet
CMeluMBaTb HenocpeacTBEHHO nMepen MNpoBedeHMEM aHanusa.
CmewmBaTb peareHTbl U3 pacdyeTa HeoObXoAMMOro 4Yncra peakuum,
BKNIOYaOLWEro TecTUpoBaHME UCCReayeEMbIX W KOHTPOSbHbIX
obpasuyoB, cornacHo pacyeTHon Tabnuue (CM. npunoxeHwe 1).
Crnenyer yuuTbiBaTb, YTO AN TECTUPOBAHUSA Jaxe OAOHOro
nccriegyemMoro unu KoHtposnbHoro obpasua [OHK Heobxoaumo
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BAPUAHT FEP

NpoBOANTL  MOCTAHOBKY  BCeX  KoHTponenm  9tana  [1UP

(nonoxuternbHbIX KOHTponen (K+), oTpuuartenibHoro KoHTpons (K-) n

OBYX Npobupok «PoH» Ons Kaxaoro Tuna cmeck). PekomeHayeTcs

CMeLUMBaTb peareHTbl 41 YETHOro Yncna peakummn ¢ Lenbio bonee

TOYHOroO JO3MPOBaHMUSI.

1. [Jo Hayana paboTbl Bce peareHTbl Habopa pas3mMopo3nTb,
TWaTeNbHO nepeMellaTb Ha BOPTEKCE W 0caguTb Kaniu C
KpbILWEK MPOOMPOK.

2. OtobpaTb  HeobOxoAuMMOE  KONMMYECTBO  Npobupok  and
amnnnpukaummn OHK wmnccnegyemblx M KOHTPOMbHBLIX NPO6 U
obpa3LoB «DOHY.

3. na npurotoBrneHMa peakuMOHHbIX CMecen Uu cmecen angd
obpasuoB «®PoH» HeobxoaAMMO B OTAENbHOW CTEpPUNbHOMN
npobupke cmewatb ogHy u3 MUP-cmecen-1 (MUP-cmecb-1-
FEP/FRT Neisseria meningitidis / STl wnnu MUP-cmecb-1-
FEP/FRT Streptococcus pneumoniae [/ Haemophilus
influenzae) n MUP-cmecb-2-FRT cornacHo npunoxeHuto 1.
TwaTtenbHO nepemMellaTb CMEeCU Ha BOPTEKCE U OCaauTb Kanmu
C KpblLleK Npobumpok.

4. TlpurotoBntb 4 nNpodupkn «PoH» (No OBe ONA Kaxaoro Tuna
peakunoHHon cmecu). [Ona atoro BHecTM no 15 MKn
NPUroToBIiEHHbIX cmecen (6e3 nonumepasbl (TagF)) B aOBe
npobupkn «®PoH», pobasute no 10 mkn [OHK-6ydepa,
nepemewaTtb nuneTuposaHmemM. Cpepxy gobaBuTb Kanso
MuUHepanbHoro wmacna pagna [UP (npu wcnonb3oBaHun
amnnndgukatopa 6e3 TepMoCcTaTUpyeMoun KpPbILLKN).

5. B octaBwMecs 4acTum peakumoHHbIX cMecen aobaButb
nonumepasy (TagF) (Bo Bce cmecKn) B KonnM4yecTse, ykasaHHOM
B npunoxeHnn 1. TwatenbHO nepemMellaTb CMECb Ha BOPTEKCE
N OCaguTb Kannu C KPbILWKN NPOBUpPKN.

BHUMAHUE! KonnyectBo gobaBnaemoro B peakuMOHHYH CMECb

depmeHTa nonumepassbl (TagF), ykasaHHoe B npuroxeHun 1,

NpuBeLEHO C Y4eTOM YXXe 0ToBpaHHbIX 30 MKIT peakuMoHHOM CMecH

Ons AByx Npodunpok «PoH» (C BblMETOM ABYX NPOBUPOK « DOHY).

6. BHectn B ocTaBwuecs npobupkn no 15 MKN roToBbIX
peakunoHHbIX cmecen. Ceepxy fobaBuTb Kannio MUHeparibHOro
macna gna MUP (npn ucnonb3oBaHun amnnundukaTopa 6e3
TepMoCTaTUPyeMON KPbILLIKK).

7. B npobupku ¢ peakumoHHom cMmecbto AobaBnTtb No 10 MKn npoo
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AHK, nony4eHHbIX B pes3ynbTarte 3KCTpakuMn U3 UCcnegyembix
UM KOHTPO&bHbLIX 06pa3uoB. Heucnonb3oBaHHblE OCTaATKK
peakuNoOHHON CMecK BbIOpPOCUTD.
BHAMAHUE! [lpu pob6asneHnn npo6 [OHK, BblgeneHHbIXx C
nomoLlbto komnnektoB peareHToB «[HK-cop6-B» n «PUBO-copby,
Heobxogumo wus3beratb nonagaHuss copbeHTa B peakuMOHHYIO
cmecb ans MUP.
8. lNocTaBnTb KOHTPOSIbHbIE peakuun:

a) otpuuartenbHbin KoHTponb MNLUP (K-) — BHecTn B npobupky
10 mkn OHK-6ydepa;

6) nonoxurtenbHble KOHTPONU MUP (K+y meningitidis, K+s11) — 414
NMUP-cmecun-1-FEP/FRT Neisseria meningitidis / STI
BHECTU B noarotoBrieHHble npobupkn no 10 mkn MKO OHK
Neisseria meningitidis-Flu n MKO STI-88, cooTBETCTBEHHO;

B) nonoxutenbHble KOHTPonu MUP (K+s pneumoniaes K+H.influenzae)
— ana NMUP-cmecu-1-FEP/FRT Streptococcus pneumoniae
/ Haemophilus influenzae BHectn B npobupkn no 10 mkn
NMKO AOHK Streptococcus pneumoniae u MKO [OHK
Haemophilus influenzae, cooTBeTCTBEHHO.

PekomeHayeTcs nepen NoCTaHOBKOM B aMMMUKATOp OCaguThb
Kanfm CO CTEHOK MpoOUMPOK KpaTKUM LEeHTPUGYrMpoBaHMEM Ha
ueHTpudyre/soptekce (1-3 c).

b. NpoBeaeHne amnnundgpmukaummn

BHUMAHUE! Awmnnudukaumio  npoBogutb  cpasy  nocrne
coeuHeHna peakumnmoHHon cmecun, npod OHK n koHTponen. 3anyck
peakumn Ha npubope OOomKeH NPoOnU3oUTN He No3xXe, Yem vYepes 10—
15 MWH C MOM€EHTa BHeCeHUs1 Npob B peakuMOHHYI0 CMECH.

1. 3anyctuTb Ha amMmnnudukaTope COOTBETCTBYHOLLYIO MporpaMmmy
amnnudukaumm (cm. Tabn. 1).
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Tabnuua 1
Mporpamma amnnudmkaumm OHK
(npn ncnonb3oBaHUU AETEKLUUN NO KKOHEYHOWN TOUYKE)

AmnnmdmkaTopbl C aKTUBHLIM perynuposaHmnem (no AmMnnudukaTopbl C
pacTBopy B npobupke): MaTPUYHbIM
erynmpoBaHvem
GeneAmp PCR System 2400 Ge?iArTiiggi?y;::msmO pTeylvmeppaTypbl:
(Perkin Elmer), «Tepuuk» Grpapdient Paln>1/ C cler’ Uno-2 (Biometra),
(«AHK-TexHonorns») Y MiniCycler,

(Corbett Research) PTC-100 (MJ Research)

Lukn [Temnepa | Bpema | Kon-so |Temnepa | Bpems | Luknbl [Temnepat | Bpemsa | Kon-Bo
Typa, °C uuknoB |Typa, °C ypa, °C LIMKITOB
0 95 naysa 95 naysa 95 naysa
95 15 MUH 1 95 15 MuH 1 95 15 1
MUH
95 10c 95 10c¢c 95 1 MUH
2 56 10c 42 56 25¢c 42 56 1 MUH 42
72 10c 72 25¢ 72 1 MUH
3 72 1 MUH 1 72 1 MUH 1 72 1 MUH 1
4 10 XpaHeHue 10 XpaHeHue 10 XpaHeHue

2. Mo OKOHYaHWK BbLINOMHEHNS MNporpaMmmbl  MNPUCTYNUTL K
donyopecueHTHON OeTeKuun.

PJNTYOPECLEHTHAHA AETEKUUA NMPOAOYKTOB
AMMIIUOUKALIUN MO «KOHEYHOU TOYKE»

Hetekuma nposogutca € nomoulbio driyopecueHTHoro [MLP-
neTtektopa (COrnacHoO WHCTPYKUMW K UCMONb3yeMomy npubopy)
NyTEM M3MEPEHUS MHTEHCUBHOCTU (PNyopecueHTHOro curHana no
OBYM KaHanam (cMm. Tabn. 2).

Tabnuua 2
Cxema cooTBeTCTBUA TECTUPYEMbIX NaTOreHoB
U KaHanoB ans conyopodopa

Kanan ans MUP-cmech-1-FEP/FRT NUP-cmeck-1-FEP/FRT
chnyopodopa Neisseria meningitidis / STI | St'eptococcus pneumoniae /
Haemophilus influenzae
EAM? [HK BKO-FL AHK Streptococcus
pneumoniae
JOE* AHK Neisseria meningitidis AOHK Haemophilus influenzae

BHUMAHWE! [o nposBeoeHnss pgetekumm B MNpOrpaMmmMHOM
obecneyeHun [ILP-peTtektopa AOOMKHbI ObITb BHECEHbl W
COXpaHEeHbl COOTBETCTBYKOLWME HACTPOMKM — CM. BKnagbiul,

* HaseaHve kaHanoB AeTEKUWM NS COOTBETCTBYIOLIEro AeTeKTopa CM. B COOTBETCTBYHOLLEM
pasgene MeToanYeckux pekomeHgauni kK Habopy peareHToB.
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npunaraemblin K Habopy peareHTOB, a TaKke MeToauyeckue
pekoMeHgaunm no npuMeHeHuto Habopa peareHToB  And
BbisiBneHna [HK Neisseria meningitidis, Haemophilus influenzae n
Streptococcus pneumoniae B KIMHUYECKOM MaTepuarne MeTonoM
nonumepasHon uenHon peakumn (MNUP) c rmbpunansaunoHHo-
doriyopecueHTHOM  OeTeKkumnen «AMnmCenc® N.meningitidis /
H.Influenzae / S.pneumoniae-FL», pa3spaboTtaHHble ®I'YH LUIHNNS
PocnoTtpebHansopa.

UHTEPIMNPETALUA PE3YJIbTATOB

[MonyyeHHble pe3ynbTaTtbl WHTEPNPETUPYIOT Ha OCHOBaHUK
OaHHbIX 006 ypoBHe NYyOPECLUEHTHOrO CUrHana OTHOCUTENbHO
dooHa No COOTBETCTBYIOLIMM KaHanam Af1s1 KOHTPONbHbIX 0Opa3uoB
n npod [OHK, BblgeneHHbIX W3  KIMHUYECKUX 06pasuos.
NHTepnpeTauuss npousBoAMTCS aBTOMATUYECKM C  MOMOLLbLHO
nporpaMmMHOro obecrnevyeHusi ucnonb3dyemoro npmbopa (cm. Tabn. 3
N MeToauMvyeckme pekoMeHgaumm No  npumeHeHuto Habopa
peareHToB ans BoigerieHnsa [HK  Neisseria  meningitidis,
Haemophilus influenzae wn  Streptococcus pneumoniae B
KnnHnyeckoMm wmatepunane wmetogom [P ¢ rmbpunansaymoHHo-
donyopecueHTHON aetekymen NPO4YKTOB amnnmdmkaumm
«AMMMCeHc® N.meningitidis / H.Influenzae / S.pneumoniae-FL»,
OIr'yYH UHNNO PocnoTtpebHansopa).

Ecnu 3HayeHne ypoBHSA dnyopecueHunn ansa npobbl HaxoauTcs
Mexay NOpPOroBbIMK 3Ha4YEHUSAMMU NONOXNTENBHOIo n
oTpuuaTenbHOro pesyrnbTaTta, OH pacLueHMBaeTCsa Kak HeBannaHbIN
NN COMHUTENbHbIN N TpebyeT nosTopeHus lNLIP-nccnegosaHus
COOTBETCTBYHOLLEro nccrnegyemoro obpasua.
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Tabnuuya 3

UHTepnpetauusa pesynbrtaTtoB [NLP-uccnegosaHus

MLP- CurHan no kaHany P
cmech-1 EAM JOE esynbTaT
- BbliLwe noporoBoro Hwxe noporoeoro
- 0 3Ha4eHus 3HaYeHus B npobe He BbiSBNeHa
o MOMOXUTENbHOIOo oTpuuaTernbHOro AHK Neisseria meningitidis
oo pesynbTarta pesynbTarta
= Bbiwe unv Huxe
v 2 BbliLwe NnoporoBoro
— £ NoporoBoro I
o g SHAYCHUS] 3HaveHus B npobe BbIsiBNeHa
= NOMNOXUTENbHOIo IOHK Neisseria meningitidis
s oTpuLaTernibHOro
© pesynbTaTa
Q.= pe3ynbTaTta
% A Hwxe noporosoro Hwxe noporosoro .
) B PesynbTaT HeBanuaHbIn - Npoba
C3 3Ha4eHus 3Ha4eHus
TpebyeT NOBTOPHOIO BblAeNeHs
z oTpuLaTeribHOro oTpuLaTernbHOro
N TEeCTUPOBaHUSA
pesynbTata pesynbTata
° BbliLe Nnoporosoro Hwxe noporosoro
E -g & 3HaYeHus 3HaYeHus B npobe BbisBneHa JHK
L O o NONOXUTENBHOro oTpuLaTenbHOro Streptococcus pneumoniae
& § g pes3ynbTaTta pes3ynbTaTta
T Hwxe noporosoro BbliLe noporosoro
H.'n % " 3HaYeHus 3HayeHus B npobe BbisBneHa HK
8 3 = oTpuLaTENBHOTO NOJNOXUTENBHOIO Haemophilus influenzae
s 0 =3 pesynbTaTa pesynbTaTa
(&) (@)
O
£ Hwxe noporosoro Hwxe noporosoro
% g_ © 3Haq2va 3Haq2HMﬂ B npobe He BbisiBneHsb HK
CoT Streptococcus pneumoniae n
= oTpULaTENbHOro oTpuULaTENbHOro Haemophilus influenzae °
pesynbTata pesynbTata

Pesynbtat lLP-uccnepgoBaHnsa cumtaetcsi AOCTOBEPHbIM,

ecnu nony4yeHbl npaBuUibHbIe pe3ynbTaThl ansa
NONIOXUTENbHOIro " oTpuuaTesnibHOro KOHTponen
amnnudpukaumm n oTpuuaTtesnibHoOoro KoHtpons sbigeneHusa AHK
B COOTBETCTBUMU C Taodn. 4.

®> Mpun ypoBHe (hryopecLieHLMN Bbille NOPOroBOro 3HadyeHus no kavany FAM Ha MLP-cmecu-1-
FEP/FRT Neisseria meningitidis / STI.
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Tabnuua 4
Pe3ynbTaTbl Ans KOHTpoOneu pa3nnyHbix 3tanos lNLP-
nccnenoBaHuA
KoHTponu- CurHan no KaHany O6o3Ha4yeHue
pyemMbIin pe3ynbTaTta B
MnLpP-
KoHTtponb | artan MNLP- nporpammax
cmechk-1 FAM JOE
uccnenos HEKOTOPbIX
aHuA OEeTEeKTOpOB
Bbliwe Hwxe
NMOpoOroBoro MOPOroBoro
OKCTpakums «—» Unn
OK 3HaYeHus 3Ha4YeHus
- OHK «OK»
= NONOXUTENbHOr | oTpULaTENBHOrO
o 0 pesynbTaTa pesynbTaTta
'8 Hwxe Hwuxe
ZFE NoporoBoro MOPOroBoOro
P K nupP 3HaveHust 3HaveHust «HOY»
Lo oTpuuaTenbHOr | oTpuuaTeribHOro
Q. E 0 pesynbTaTa pesynbTaTa
s = Hwxe Boiwe
D= MOPOroBOro MOPOroBOro
L 5 «+» nnun
Q2 K+N.meningitidis rnupP 3HaYeHus 3HayeHus «OKy»
s NONOXUTENBHOr | NMONOXUTENbHOrO
g_’ 0 pesynbTaTa pesynbTaTta
= Bbiwe Hwxe
= MOpPOroBOro MOPOroBOro
«+» Unn
K+sT nupP 3Ha4YeHud 3Ha4yeHus «OK»
NOMNOXUTENBHOr | NONOXUTESBbHOrO
0 pesynbTaTa pesynbrarta
Hwxe Hwxe
NMOpOroBoro NOPOroBoro
n SKCTpakuma
5 © OK TIHK 3HavyeHus 3Ha4yeHus «HO»
N
S S oTpuuaTenbHOr | oTpuLaTenbHOro
S S 0 pesynbTara pesynbTaTa
g_ ‘€ Hwxe Hwxe
0 o NMoOporoBoro MOPOroBoro
&n = K- MnupP 3Ha4vyeHus 3Ha4YeHus «HO»
E = oTpuLaTenbHOr | OTpuLaTenbHOro
o g 0 pesynbTaTa pesynbrarta
& o Bbiwe Hwxe
LT NMopoOroBoro NOPOroBoro
— ~ «+» Unun
P K+s pneumoniae MnupP 3Ha4vyeHus 3Ha4vyeHus «OKy
o g NONOXUTENbHOr | NMONOXUTENbHOrO
s O 0 pesynbTaTa pesynbtarta
g £ Hwxe Bbliwe
=5 2 NoporoBoro NOpPOroBoro
C s _ «+» Unn
K+4.influenzae rnupP 3HaYeHun4 3Ha4YeHun4 «OK>»
NONOXUTENBHOr | NONOXUTESNBHOrO
O pesynbTaTa pesynbtarta
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BHUMAHMUE!

1. Ecnu gna nonoxutenbHoro koHTpons [TUP (K+) curHan no
kKaHanam gns dnyopodopos JOE uvnu FAM Hmke noporosoro
3HaveHus NOMNOXUTESBbHOro pes3ynbTara, HeobxoaAnmMo
NOBTOPUTL amMnnuukaunio 1 getekumo ans Bcex obpasuos, y
KOTOpPbIX CUrHan no kaHanam dnyopodgopos JOE unn FAM 6bin
HMXXEe MOPOroBoro 3HavyeHua MNONOXUTENBbHOro pesynbTata Ha
cooTtBeTcTBYlOLWEeM Tune MNUP-cmecn-1.

2. Ecnin gna otpuuatenbHoro koHTponsa akctpakumn OHK (OK)
(kpome TLP-cmecn-1-FEP/FRT Neisseria meningitidis / STI no
kKaHany gana dnyopodopa FAM) w/vnn oTpuuaTenbHOro
KOHTponda amnnndukaumm (K-) (no Bcem kaHanam) curHan Bbille
NOpPOroBoro 3Ha4eHus NONOXUTESTbHOIo pesynbTarta,
Heobxoaumo noBTopuTb [LP-uccnepoBaHne pgns  Bcex
obpasuoB, B KoTOopbiXx O6HapyxeHa [OHK cooTBeTCTBylOLLNX
naToreHoB, Ha4YMHaga ¢ aTana akcTpakumm HK.
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BAPUAHT FRT

COCTAB

Komnnekt peareHtoB «[MLUP-komnnekT» BapuaHt FEP/FRT-50 F —
koMnnekT peareHTtoB ans amnnudukaumm OHK Neisseria meningitidis,
Haemophilus influenzae wn  Streptococcus pneumoniae c

rmbpunamsaumoHHO-pNyopecUEeHTHON AeTEKUMEN — BKINIOYaeT:
Peakmue OnucaHue O6bem (Mn) Kon-eo

I'IIJ,_P-CM_er-l-I_:EF_’/_FRT Mpo3payHas 6ecuBeTHas 0.6 1 npoBupka

Neisseria meningitidis / STl | XngKocTb

MLUP-cmect-1-FEP/FRT MpospauHas 6ecupeTHas

Streptococcus pneumoniae / PO3p H 0,6 1 npobupka

U XMOKOCTb

Haemophilus influenzae

MUP-cmecb-2-FRT Mpo3paynas becuseTHas 0,3 2 npobupkun
XMOKOCTb

Monumepasa (TagF) Mpo3paynas becuseTHas 0,03 2 npobupku
XMOKOCTb

i MpospayHas 6ecuBeTHas

OHK-6ydep JKIKOCTb 0,5 1 npobupka

HKOID.I-!K Nelsserla [Mpo3payvHas 6ecuBeTHas 0.1 1 npo6upka

meningitidis-Flu XNOKOCTb

_I'IKO OHK Haemophilus [Mpo3payvHas 6ecuBeTHas 0.1 1 npo6upka

influenzae XNOKOCTb

NMKO ,uHK_Streptococcus [Mpo3payHas 6ecuBeTHas 01 1 npoBupka

pneumoniae XNOKOCTb

KO STI-88 [Mpo3payHas 6ecuBeTHast 0.1 1 npo6upKa
XMAKOCTb

MuvHepanbHoe Macno ans BecugeTHas Bsa3kas 40 1 dbnakoH

nupP XNOKOCTb

Komnnekr peareHTOB paccuuMtaH Ha npoBedeHWe 55 peakumu
amnnndurkauum, BKIo4as KOHTPOMN.

K KoMnnekTy peareHToB npunaralTCs KOHTPOJSibHble 06pasubl
aTana aKCTpaKuuu:

Peakmue OnucaHue O6bem (Mn) Kosn-eo
BKO-FL® Mpo3payvHas 6ecuBeTHas 10 1 npoBupka
XXUOKOCTb ’
Mpo3payvHas 6ecuBeTHas
OKO JKIKOCTb 1,2 1 npobupka

NMPOBEOEHUE NUP-UCCINEOOBAHUA
[MUP-nccnegoBaHne cOCTOUT U3 CrieyroLmnxX 3Tanos:
- OkcTtpakuma HK n3 nccnegyembix ob6pasuos.

® B npoLiecce SKCTPaKLMM BHECTH B KaXayto Npo6upky no 10 mkn BKO-FL.
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- lNpoeegeHwne MNMUP-amnnndgpumkauymm ¢ rudbpnansaumnoHHo-
donyopecueHTHON OeTEKUMEN B peXMMe «pearibHOro BpeMeHmy.
- AHanus u nHTepnpeTauusi pesyrnbTaTos.

SKCTPAKUMA OHK U3 UCCINIEQYEMbIX OBPA3LIOB

Ona akctpakumn OHK Mcnonb3yoTcsa KOMMIEKTbl peareHToB,
pekomeHgoBaHHble OI'YH UHWNG  PocnoTtpebHag3opa, B
COOTBETCTBMN C MWHCTPYKUMEN K UCMOSIb3yeMOMY KOMIMSIEKTY.
AkeTpakuma AHK n3 kaxxgoro KnMHM4Yeckoro obpasuya npoBoauTCs B
NPUCYTCTBMN BHYTPEHHErO KOHTPOSIbHOro obpasua (BKO-FL).

B kayectBe oTpuuartenibHoro KoHTponsa akctpakumm (OK)
ncnonbayetcs peareHT OKO.

Komnnektol peareHtoB «PWUBO-copb» wunn «PUBO-npen»
pekoMeHayeTcs Mcnonb3oBaThb npu O4HOBPEMEHHOM
nccrnegoBaHMn KIMHMYECKOro obpasua Ha 3HTepPOBUPYCHI.

NMPOBEOEHUE AMMIIM®UKALMMN C OETEKUMENA B PEXUME
«PEAJIBHOIO BPEMEHW»

O6wmn o6 beM peakLuMOHHON cMecHu — 25 MK, BKINO4Yasa 06 bem
npo6bi AHK — 10 mkn.

A. NMoaroTtoBKka NnpobupokK ana amnnndpukaumm

Bbibop npobupok ana amnnudpukaumMm  3aBUCUT  OT
ucnosnb3yemoro amnnucpukatopa € CUCTEMON AeTeKuuu B
peXxume «pearibHOro BpeMeHn».

Ona BHeceHMsas B npobupkn peareHtoB, npo6 OHK wu
KOHTPOSIbHbIX O0Opa3LuoB  MUCMOSIL3YKTCA  OAHOpPa30Bble
HaKOHEeYHUKN ¢ hunbTpamu.

BHUMAHUE! KomnoHeHTbl peaKkUuMOHHbLIX CcMecen cnegyert
cMelumBaTb HenocpeacTBeHHO repen MpoBedeHVMeM aHanusa.
CmewmBatb peareHTbl M3 pacyeTa Ha HeobxoguMmoe 4ucro
peakuun,  BKMKOYawLllee  TeCcTUpoBaHME  UCCregyemMbiX U
KOHTPOMbHLIX 00pasyoB, HeO6XOAMMO COrnacHO pac4yeTHoOMU
Tabnuue (cMm. npunoxeHue 2). CregyeT yunTbiBaTb, 4TO ANA
TeCTUpoBaHUA paxe opaHoro uccriegyemoro o6bpasua [OHK
HeobxoAMMO NMPOBOAUTL MOCTAHOBKY BCEX KOHTpOsienM 3atana
NMUP (nonoxutenbHbIXx KoHTponeun (K+) n oTpuuyatenbHoro
koHTpona (K-) ana kaxpgoro Tuna cmecu). PekomeHayetcs
CMeLUMBaTb peareHTbl 4S5 YETHOro Yncna peakummn ¢ Lenbio bonee
TOYHOro 403MPOBaHMUSL.

1. o Havana paboTbl Bce peareHTbl Habopa pasmMopo3nTsb,
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TWAaTeNbHO MepemMellaTb Ha BOpTEKCe W ocaguTb Kanmm C
KpbILWEK MPOOMPOK.

2. OtobpaTb  HeobOxoguMoOe  KOMMYECTBO  Npobupok  Ans
amnnmndukaumm OHK nccnegyembix U KOHTPOSbHbIX NPO6.

3. Ona npuroTtoBrneHust peakuuoHHbIX CMecen Heobxoaumo B
OTAenbHOW CcTepunbHoM npobupke cmewaTtb oaHy w3 [LP-
cmecen-1 (MUP-cmecb-1-FEP/FRT Neisseria meningitidis /
STI vnn NUP-cmecb-1-FEP/FRT Streptococcus pneumoniae /
Haemophilus influenzae), NMUP-cmecb-2-FRT n
nonumepasy (TagF) B kKonm4yecTBe, yKazaHHOM B NPUIIOXEHUN
2. TwartenbHO nNepemMewaTtb CMEeCW Ha BOPTEKCE M 0OCaauTb
Kansn ¢ KpbllWeK npobupok.

4. BHecTh B OTOOpaHHble npobupkn no 15 MKR roToBbIX
peakLUNOHHbIX CMEeCeN.

5. B nogroToBneHHble NPOBUPKM C peakLMOHHOW cMeckbio 406aBUTb
no 10 mkn npo6 OHK, nonyyeHHbIX B pe3ynbTate SKCTpakuum n3
nccneagyemMblx UM KOHTPOSbHBLIX 06pa3uoB Hencnornb3oBaHHbIE
OCTaTKMN peakUMOHHOM CMecu BbIBpOCUTD.

BHAMAHUE! Tllpn pobasneHun npod [OHK, BblgeneHHbIx c

nomoLubto komnnektoB peareHToB «dHK-cop6-B» n «PUBO-copby,

HeobxoguMmo un3beratb nonagaHus copbeHTa B peakUuMOHHYHO

cmechb ana MNupP.

6. NocTaBUTb KOHTPOJSIbHbLIE peaKLUUK:

a) otpuuartenbHbin KoHTponb lMNLUP (K-) — BHecTn B npobupky
10 mkn OHK-6ydepa;

6) nonoxutenbHblie KOHTPONU MNMUP (K+y meningitidis, K+sTi) — 414
NUP-cmecun-1-FEP/FRT Neisseria meningitidis / STI
BHecT B npobupkn no 10 mkn KO [OHK Neisseria
meningitidis-Flu n NMKO STI-88, cooTBETCTBEHHO;

B) nonoxutenbHble KOHTPonu MUP (K+s pneumoniaes K+Hinfuenzae) —
ons MUP-cmecun-1-FEP/FRT Streptococcus pneumoniae /
Haemophilus influenzae BHecTn B npo6bupkn no 10 mkn MNMKO
AHK Streptococcus pneumoniae n NMNKO OHK Haemophilus
influenzae, cooTBETCTBEHHO.

b. [llpoBegeHne amnnucpukaumMm C pOeTeKuMen B peXume

«peanbHOro BpeMeHn»

1. 3anporpammupoBaTb npubop (amnnudukaTtop C CUCTEMOM
OEeTEeKUNN B peXnme «pearibHOro BpemMeHu») Ons BbIMNOSIHEHUSA
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COOTBETCTBYHOLLEN NpPOrpaMmmbl
dniyopecueHTHoro curHana (cm. tabn. 5).

Mporpamma amnnudpukaumm
(Nnpn Ucnonb3oBaHUU OETEKLUN B pPeXUMe «peanbHOro

amnnMdukaumm un aeTekuun

Tabnuua 5

BPeMEeHN»)
Mpu6opkl poTopHoro Tuna’ Mpu6opbl NNaHweTHOro TMNa®
LIk Temnepa- Bpems Kon-sBo | Temnepa- Bpemsi Kon-Bo
Typa, °C P umkrnoBs | Typa, °C P LMKITOB
1 95 15 MUH 1 95 15 MUH 1
95 10 c 95 10 c
20c 25¢c
AeTekums AeTekums
2 56 donyopecu. 45 56 donyopecd. 45
curHana curHana
72 10c 72 10c
[eTekuns CbJ'IyOpeCLl,eHTHOI'O curHasjia Ha3Ha4daeTcd Nno KaHanam
ons  cnyopodopos FAM® u  JOE® (npy opHOBpEeMeHHOM

NPOBEAEHMN HECKONbKMX TECTOB Ha3HayaeTca OeTekunst v o

OPYrMM UCNosb3yeMbIM KaHanam).

2. YCTaHOBUTb MNPOBUPKN B  AYEUNKU
npubopa.

3. 3anyctntb  BbINOSIHEHME  MpPOrpamMmsbl
aetekumen dprnyopecueHTHOro curHana.

4. 10 OKOHYaHWU BLIMOSTHEHMA MPOrpaMmmbl MPUCTYNUTb K aHannay
N ydeTy pesyrnbTaToB.

AHAJIU3 U UHTEPINMPETALUUA PE3YJIbTATOB

AHanuna pesynbTatoB MNpPOBOAAT C MNOMOLWbLI NPOrpaMMHOro
obecneyvyeHns ucnonblyemoro npubopa ansa nposegeHus [MLP ¢
OEeTeKUnen B pexmMme «peanbHOro BpemMeHu». AHanu3npyoT Kpusble
HakonneHna QIiyopecueHTHOro curHana no ABYM KaHanam ans
donyopodopos: FAM n JOE.

PesynbTaTtbl WHTEPNPETUPYIOTCA HaA OCHOBAHUM Hanuumsa (Unuv
OTCYTCTBUSA) nepecevyeHns KpUBOW donyopecueHumn C

peakunoHHOro moayns

amnnudpukaummn ¢

" Hanpumep, Rotor-Gene 3000, Rotor-Gene 6000, Rotor-Gene Q u pekomeHaoBaHHble ®IYH
LUHNNS PocnotpebHansopa B METOANYECKNX peKOMEHAAUMAX NO NPUMEHEHUIO OAHHOro Habopa
peareHToB.

® Hanpumep, iCycler iQ, iQ5, Mx3000P, Mx3000, «T-96» n pekomeHaoBaHHble ®IYH LIHANG
PocnotpebHag3opa B MeTOOMYECKMX peKoMeHOauusx Mo MNPUMEHEHUIO [aHHoro Habopa
peareHToB.

° HasBaHne KkaHanoB AeTekuMW ONs COOTBETCTBYIOLIErO AEeTEeKTopa CM. B COOTBETCTBYIOLLEM
pasgene MeToanyYecknx pekoMeHgaumm K Habopy peareHToB.
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YCTaHOBJIEHHOW Ha COOTBETCTBYKOLLEM YPOBHE MOPOroBOW JIMHUEWN,
4yTO onpegenseT Hanuyue (UM OTCYTCTBME) ONA OaHHOW NpoOobI
OHK 3HayeHunsa noporosoro uukna «Ct» B COOTBETCTBYOLLEN rpade
B Tabnuue pesynbTaTos.

PesynbTaTtbl MHTEPNPETUPYOTCA B COOTBETCTBUM C Tabn. 6,
MEeTOONYECKUMN  peKOMeHZauussMM No  npuMeHeHuto  Habopa
peareHToB ans BoigerieHnsa [HK  Neisseria  meningitidis,
Haemophilus influenzae wu  Streptococcus pneumoniae B
KnnHnyeckom wmatepunane wmetogom [P ¢ rmbpunansaymoHHo-
donyopecueHTHON aeTekumnen NPO4YKTOB amMmnnnukaumm
«AMnnmCenc® N.meningitidis / H.influenzae / S.pneumoniae-FLy,
dIr'yH UHNNS PocnotpebHansopa v Bknagbilem, npunaraemMom K
Habopy peareHToB.

Tabnuuya 6
UHTepnpetauus pesynbTtaTtoB [LP-uccnegosaHus
3Ha4eHue noporoBoro uukna, Ct
MUP-cmecb-1 Mo kaHany ans Mo kaHany ans PesynbTtart
c¢onyopocpopa cdonyopocopa
FAM JOE
= Bonblue B npobe He BbisiBNeHa
(7)) MeHbLue rpaHn4Horo . i
xr — 3HAYEHS] rpaHM4HoOro NHK Neisseria
Lo 3HaYeHus meningitidis
[alpye]
W =
L > BonbLie nnu MeHbLie
- — B npobe BbisiBneHa [JHK
= MEHbLLE rPaHUYHOro rPaHNYHOro : : N
a g Neisseria meningitidis
o2 3Ha4eHus 3Ha4eHus
= =
o o PesynbTat HeBanuaHbIN
a e Bonblue - npoba TpebyeT
a9 BonbLie rpaHnyHoro o P Peoy
2 SHAYCHUS rPaHNYHOro NMOBTOPHOrO
z 3Ha4veHus nepeBblaeNeHns n
TECTUPOBaHUSA
Q
T O BonbLue
T8 | Memswe mannworo | ZRRLE | B P e
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% Mpu 3HaueHUM NOPOroBOrO LMKNA MeHbLUe rpaHM4Horo no kaHany FAM Ha MLP-cmecu-1-
FEP/FRT Neisseria meningitidis / STI.
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BHUMAHMUE! [paHnyHble 3HadeHna Ct ykasaHbl BO BKNagbllle,
npunaraemMom K Habopy peareHToB.
PesynbTtaTt lLUP-nccnepoBaHna cumtaetcsa A[OCTOBEPHbLIM,

eciin

Nony4eHbl

MNOJTIOXKUTEJIbHbIX

npaBusiibHbIE

" oTpuuaTenbHOro
aMmnnucpumKkaumMm M oTpuUaATENbHONO KOHTPOSA BblAeneHus
OHK, B cootBetcTBUM C Tabnuuen OLEHKU pe3ynbTaToB
KOHTPOSbHbIX peakuun (cMm. Tadn. 7).

pe3ynbTaTthbl

ans
KOHTpoOneun

Tabnuua 7
Pe3ynbTaTbl Ans KOHTponeun pa3nnyHbix 3tanos lNLP-
nccrieaoBaHuA
KOHTpf) nvpye- 3HauyeHue noporoBoro uukna, Ct
nuP- KOHTDOSb MbINX 3Tan
cMecb-1 P nupP- no KaHany ans no KaHany ans
uccnegoBaHus | ¢onyopodopa FAM | ¢dnyopodopa JOE
- OK OKCTpakums MeHbLe rpaHnyHoro | bornblle rpaHnyHoro
E « AHK 3HayeHus 3HayeHus
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o5, Bonblue rpaHnyHoro | bonblue rpaHMYHOro
w 2 K- MupP
L .= 3HaYeHus 3Ha4eHus
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A GE’ MeHblie
o K+ - ALIP Bonblue rpaHnyHoro —
o © N.meningitidis Ll. 3HaYeHUs rPaHN4YHOro
25 3Ha4YeHus
2
o v
&3 = K+sr, nupP MeHbLue rpaHmyHoro | bonblie rpaHn4yHoro
CZwn 3HaYeHus 3Ha4yeHus
0 | oK OkcTpakuuns Bonble rpaHnyHoro | bonblue rpaHMYHOro
',_-E N AHK 3Ha4veHus 3Ha4eHus
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1. Ecnu gna nonoxutenbHoro kKoHTpons [TUP (K+) curHan no
kaHanam gns dpnyopodopos FAM nnn JOE 6onbLie rpaHUYHOro
3HayeHnd, Heob6XxoaMMO MOBTOPUTL aMMINAUKALNIO N AeTeKUMI0
ansa Bcex o06pasyoB, B KOTOPbIX CUrHam Mo KaHanam gngd

dnyopogopoe FAM wnm JOE ©Obin Gornblie

rpaHMYHOro

3HadeHusa Ha cooTBeTcTBYlOWEM Tune MNLUP-cmecn-1.
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2. Ecnn pgna otpuuatenbHoro KoHTponsa akcTpakumn OHK (OK)
(kpome TMLP-cmecn-1-FEP/FRT Neisseria meningitidis / STI no
KaHany ana dnyopogopa FAM) w/vnu oTpuuaTenbHOro
KoHTpona 9atana T[IUP (K-) (no Bcem kaHanam gnd
donyopodopoB) curHam MeHblUe TPaHUYHOINO  3HAYEHWUS,
Heobxogumo noBTopuTb  [LP-uccnepoBaHne gns Bcex
obpasuoB, B KoTOpbiX O6HapyxeHa [OHK cooTBeTCTByOLLNX
naToreHoB, Ha4YMHas ¢ atana akcTpakumm AHK.
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CPOK TIOoAoHOCTU. YcnoBuA TPAHCMNOPTUPOBAHUA WU
XPAHEHUA

Cpok rogHocTu. 9 mec. Habop peareHTOB C UCTEKLUUM CPOKOM
rO4HOCTU MPUMEHEHNIO HE NOAJSIEXMNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpPOBaTbL MNpU
Temnepatype oT 2 go 8 °C He Oonee 5 cyt. «[MUP-komMnnekT»
BapuaHT FEP/FRT-50 F npu nonyyYeHun pasyKoOMMeKToBaTb B
COOTBETCTBUU C YKa3aHHbIMK TeMnepaTypaMmmn XpaHeHus.
XpaHeHue. Habop peareHTOB XxpaHUTb Npu TemnepaTtype oT 2 Ao
8 °C. lMuP-cmecb-1-FEP/FRT Neisseria meningitidis / STI, TLP-
cmecb-1-FEP/FRT  Streptococcus pneumoniae/ Haemophilus
influenzae, MNMUP-cmecb-2-FRT n nonumepasy (TaqF) xpaHuTb npu
TemnepaTtype He Bblwe MuHyc 16 °C. [UP-cmecb-1-FEP/FRT
Neisseria meningitidis / STI, NMLUP-cmecb-1-FEP/FRT Streptococcus
pneumoniae / Haemophilus influenzae xpaHuTb B 3alULLEHHOM OT
cBeTa MecTe.

YcnoBua otnycka. [Ona  neyebHo-npodunakTMyecknx  u
CaHUTapPHO-NPOOUNAKTUYECKNX YHPEXOEHNN.

Peknamaumn Ha kadectBO Habopa peareHToB «AmnnuCeHc®
N.meningitidis / H.influenzae / S.pneumoniae-FL» HanpaBnatb
Ha npeanpuaTtue-nsrotosutens ®IryH LUHNNS PocnotpebHansopa
(111123 r. MockBa, yn. HoBornpeesckas, 4. 3a) B otaen no padote
C peknamaumamun n opraHnsaumm obydeHusa (ten. (495) 974-96-46,
dakc (495) 916-18-18, e-mail: products@pcr.ru)*.

3aseaytowuin HIJ1 , E.H. PoguoHoBa
®Ir'YH UHUNS PocnoTtpebHansopa

[(MaBsHbI Bpay H.JL.Kapnoe
®I'Y3 «LleHTp rurueHsl n 3nuaeMmnonorum '
B Alpocnasckon obnactuy»

1 OT3bIBbI 1 NPEANOXEHNs 0 NPOAYKUMM «AMANMCEHCY» Bbl MOXETE OCTaBWTb, 3aNOMHWUB aHKeTy
noTpeburtens Ha cante: www.amplisens.ru.
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NMPUNTOXXEHUE 1. Cxema npurotoBrieHUsa peakLMOHHbIX CMeceu
ans NMUP c getekunen no «kKOHEYHOU TOUYKE»

O6bem peareHTOB Ha yKa3aHHOE KONM4YeCTBO peakuuin (MKn)

SJGH;‘*I;’:EEE:;‘:'I; :jf) 10,00 5,00 0,50
Yucno peakumin™? MLUP-cmecb-1-FRT | MLUP-cMecb-2-FRT |Monumepasa (TaqF)

8 80 40 3,0

10 100 50 4,0

12 120 60 5,0

14 140 70 6,0

16 160 80 7,0

18 180 90 8,0

20 200 100 9,0

22 220 110 10,0

24 240 120 11,0

26 260 130 12,0

28 280 140 13,0

30 300 150 14,0

32 320 160 15,0

34 340 170 16,0

2 Yycno knuHnuecknx obpasuos, koHTponu aTtana akctpakuun JHK (N), koHtponu atana MLUP
npobupkn «doH» ¢ 3anacom Ha oauH obpasey, (N+5+1).
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NMPUNTOXXEHUE 2. Cxema npurotoBrieHUs peakLMOHHbIX CMeceu
ansa MNMUP ¢ getekumen B pexmume «peanbHOro BpeMeHu»

O61BLeM peareHTOB Ha yKa3aHHOE KONMMYECTBO peaKLmii
(MKn)
316“‘;93"92335‘:*?;:;) 10,00 5,00 0,50
Yucno peakumin I'ILI,P-:::g_(le_Cb-l- MUP-cmeck-2-FRT | Monumepasa (TaqF)
6 60 30 3,0
8 80 40 4,0
10 100 50 5,0
12 120 60 6,0
14 140 70 7,0
16 160 80 8,0
18 180 90 9,0
20 200 100 10,0
22 220 110 11,0
24 240 120 12,0
26 260 130 13,0
28 280 140 14,0
30 300 150 15,0
32 320 160 16,0

3 Yueno knuHuyecknx obpasiios, kKoHTponu atana akcTpakumm AHK (N), konTponu atana MLUP ¢
3anacom Ha oaunH obpasey (N+3+

1).
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Kit Contents

QlAamp DNA Kits Blood Mini (50) Blood Mini (250) Mini (50) Mini (250)
Catalog no. 51104 51106 51304 51306
Number of preps 50 250 50 250
QIAamp Mini Spin Columns 50 250 50 250
Collection Tubes (2 mL) 150 750 150 750
Buffer AL* 12 mL 2x33mL 12 mL 2x33mlL
Buffer ATL - - 14 mL 50 mL
Buffer AW1* (concentrate) 19 mlL 98 mL 19 mlL 98 mL
Buffer AW2T (concentrate) 13 mL 66 mL 13 mL 66 mL
Buffer AE 15 mlL 60 mL 2x15mlL 128 mL
QIAGEN® Protease 1 vial* 1 vial® - -
Protease Solvent® 1.2mL 5.5mL - -
Proteinase K - - 1.25mlL 6ml
Selection Guide 1 1 1 1

*Contains chaotropic salt. Not compatible with disinfecting agents containing bleach; see page 8 for
Safety Information.

T Contains sodium azide as a preservative.
# Resuspension volume 1.2 mL.

§ Resuspension volume 5.5 mL.
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Ordering Information for separately available buffers and enzymes:

Product Contents Cat. no.
Buffer AL (216 mL) 216 mL Lysis Buffer AL 19075
Buffer ATL (200 mL) 200 mL Tissue Lysis Buffer for 1000 preps 19076
Buffer AE (240 mL) 240 ml Elution Buffer AE 19077
QIAGEN Protease (7.5 AU) 7.5 Anson units per vial (lyophilized) 19155
QIAGEN Protease (30 AU) 4 x7.5 Anson units per vial (lyophilized) 19157
QIAGEN Proteinase K (2 mlL) 2 mL (>600 mAU/mL, solution) 19131
QIAGEN Profeinase K (10 ml) 10 mL (>600 mAU/mL, solution) 19133
RNase A (17,500 U) 2.5 mL (100 mg/mL; 7000 units/mL, solution) 19101
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Storage

QIAamp Mini spin columns and buffers can be stored dry at room temperature (15-25°C) for

up to 1 year without showing any reduction in performance.

Lyophilized QIAGEN Protease can be stored at room temperature for up to 12 months without
any decrease in performance. For storage longer than 12 months or if ambient temperatures
constantly exceed 25°C, QIAGEN Protease should be stored dry at 2-8°C.

QIAGEN Protease reconstituted in Buffer AVE, Protease Solvent, and Protease Suspension
buffer is stable for 12 months when stored at 2-8°C. Keeping the QIAGEN Protease stock

solution at room temperature for prolonged periods of time should be avoided.

QlAamp DNA Mini Kits contain ready-to-use proteinase K solution, which is dissolved in a
specially formulated storage buffer. The proteinase K is stable for up to 1 year after delivery
when stored at room temperature. To prolong the lifetime of Proteinase K, storage at 2-8°C is

recommended.
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Intended Use

The QlAamp DNA Mini Kit and QlAamp DNA Blood Mini Kit are intended for molecular
biology applications. These products are not intended for the diagnosis, prevention, or

treatment of a disease.

All due care and attention should be exercised in the handling of the products. We
recommend all users of QIAGEN products to adhere to the NIH guidelines that have been

developed for recombinant DNA experiments, or to other applicable guidelines.
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Safety Information

When working with chemicals, always wear a suitable lab coat, disposable gloves, and
protective goggles. For more information, please consult the appropriate safety data sheets
(SDSs). These are available online in convenient and compact PDF format at
www.qiagen.com/safety where you can find, view, and print the SDS for each QIAGEN kit

and kit components.

CAUTION DO NOT add bleach or acidic solutions directly to the sample preparation

f waste.

The sample preparation waste contains guanidine hydrochloride from Buffers AL and AWT,

which can form highly reactive compounds when combined with bleach.

If liquid containing these buffers is spilled, clean with suitable laboratory detergent and water.
If the spilled liquid contains potentially infectious agents, clean the affected area first with

laboratory detergent and water, and then with 1% (v/v) sodium hypochlorite.
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Quality Control

In accordance with QIAGEN's ISO-certified Quality Management System, each lot of the
QlAamp DNA Mini Kit and the QIAamp DNA Blood Mini Kit is tested against predetermined

specifications to ensure consistent product quality.
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Introduction

QIAamp DNA Mini and QlAamp DNA Blood Mini Kits provide fast and easy methods for
purification of total DNA for reliable PCR and Southern blotting. Total DNA (e.g., genomic,
viral, mitochondrial) can be purified from whole blood, plasma, serum, buffy coat, bone

marrow, other body fluids, lymphocytes, cultured cells, tissue, and forensic specimens.

The simple QlAamp spin and vacuum procedures, which are ideal for simultaneous
processing of multiple samples, yield pure DNA ready for direct amplification in just
20 minutes. The QlAamp spin procedures can be fully automated on the QlAcube® for
increased standardization and ease of use (see page 19). The QlAamp procedure is suitable
for use with fresh or frozen whole blood and blood that has been treated with citrate, heparin,
or EDTA. Prior separation of leukocytes is not necessary. Purification requires no
phenol/chloroform extraction or alcohol precipitation, and involves very little handling. DNA
is eluted in Buffer AE or water, ready for direct addition to PCR or other enzymatic reactions.
Alternatively, it can be safely stored at =30°C to —15°C for later use. The purified DNA is free

of protein, nucleases, and other contaminants or inhibitors.

DNA purified using QlAamp Kits is up to 50 kb in size, with fragments of approximately
20-30 kb predominating. DNA of this length denatures completely during thermal cycling
and can be amplified with high efficiency.

For purification of genomic DNA from blood for in vitro diagnostics in Europe, the QlAamp
DSP DNA Blood Mini Kit (cat. no. 61104) is CE-IVD marked according to the Regulation (EU)
2017/746.
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Purification of viral RNA and DNA

For purification of viral RNA, the QlAamp Viral RNA Mini Kit (cat. no. 52904) is
recommended. All buffers and components are guaranteed to be RNase free. Alternatively,
for simultaneous purification of viral DNA and RNA, we recommend using the QlAamp
MinElute® Virus Vacuum Kit (cat. no. 577144) or the QlAamp MinElute Virus Spin Kit (cat. no.
57704). These kits provide viral nucleic acid purification with minimal elution volumes for
higher sensitivity in downstream applications. All buffers and components of these kits are
guaranteed to be RNase free. Viral nucleic acid purification using the QlAamp MinElute Virus
Spin Kit or the QlAamp Viral RNA Mini Kit can be fully automated on the QlAcube Connect

for increased standardization and ease of use.

Purification of viral DNA is possible with QlAamp DNA Mini or QlAamp DNA Blood Mini
Kits. Because cellular DNA copurifies with viral DNA, cell-free samples (e.g., plasma, serum)
are necessary fo obtain pure viral DNA. For preparation of DNA from free viral particles in
fluids or suspensions (other than urine) using the blood and body fluid protocols, see

Appendix F, page 80.

For purification of viral nucleic acids for in vitro diagnostics in Europe, the QlAamp DSP Virus

Kit is CE-IVD marked according to the Regulation (EU) 2017 /746.

Purification of DNA from urine

For preparation of cellular, bacterial, or viral DNA from urine, the QlAamp Viral RNA Mini Kit
(cat. no. 52904) is recommended. Buffer AVL supplied with this kit is optimized to inactivate

the numerous PCR inhibitors found in urine.
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Purification of DNA from stool

The QIAamp DNA Fast Stool Mini Kit (cat. no. 51604) is recommended for preparation of
DNA from stool. Stool samples typically contain many compounds that can degrade DNA and
inhibit downstream enzymatic reactions. The QIAamp DNA Fast Stool Mini Kit removes these
substances through the action of a proprietary reagent that efficiently adsorbs inhibitors,
together with a lysis buffer that provides optimized conditions for inhibitor removal. DNA
purification using the QlAamp DNA Fast Stool Mini Kit can be fully automated on the

QlAcube Connect for increased standardization and ease of use.

QIAamp DNA Mini or QlAamp DNA Blood Mini Kits can also be used to purify viral DNA

from stool, but removal of inhibitors is not as effective. See Appendix F, page 80.

Purification of DNA from formalin-fixed, paraffin-embedded tissues

The QIAamp DNA FFPE Advanced (cat.no. 56604) and QlAamp DNA FFPE Advanced UNG
Kits (cat. no. 56704) are recommended for purification of DNA from formalin-fixed,
paraffin-embedded (FFPE) tissues. The procedure consists of a simplified deparaffinization
step, two lysis steps with in-between de-crosslinking and optional artifact removal (QlAamp
DNA FFPE Advanced UNG Kit), and the established bind-wash—elute steps.
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Purification of DNA from forensic and human identity samples

The QlAamp DNA Investigator Kit (cat. no. 56504) is recommended for purification of total
(genomic and mitochondrial) DNA from a wide range of forensic and human identity samples,
such as casework or crime-scene samples, dried blood, bone, and sexual assault samples,
swabs, and filters. Purification is fast and efficient, and purified DNA performs well in
downstream analyses, such as quantitative PCR and STR analysis, with high signal-to-noise
ratios. The procedure is designed to ensure that there is no sample-to-sample cross-
confamination. Purification of DNA using the QlAamp DNA Investigator Kit can be automated
on the QlAcube.

Purification of high-molecular-weight DNA

To purify high-molecular-weight DNA, larger than 50 kb, we recommend using MagAtrract
HMW DNA Kit (cat. no. 67563), QIAGEN Genomic-Tips (cat. nos. 10223, 10243, and

10262), or Puregene® Kits (www.giagen.com/Puregene-Kits).

The MagAttract HMW DNA Kit enables purification of high-molecular-weight DNA using a

simple, magnetic bead-based protocol.

QIAGEN Genomic-Tips are gravity-flow, anion-exchange tips that enable purification of DNA
of up to 150 kb from a wide range of sample types. The tips are available separately or, with
QIAGEN Protease and buffers, as part of Blood & Cell Culture DNA Kits (cat. nos. 13323,
13343, and 13362).

Puregene Kits use a modified salting-out precipitation method for purification of archive-quality
DNA of 100-200 kb. The procedure is scalable for large or small sample volumes, and kits
are available for a wide range of sample types. An ongoing study of archived DNA has

shown that purified DNA can be stored for at least 14 years without degradation.
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Processing large sample volumes

QIAamp DNA Blood Midi and Maxi Kits (cat. nos. 51183 and 51192) are available for
purification of DNA from up to 2 and 10 mL of blood, respectively. The QlAamp 96 DNA
Blood Kit (cat. no. 51161) provides purification capabilities in a 96-well format for up to

200 plL samples sizes. These kits use the same silica-membrane technology as the QlAamp
DNA Blood Mini Kit.

The FlexiGene® DNA Kit (cat. no. 51206) provides scalable purification of genomic DNA
from whole blood, buffy coat, or cultured cells in a single tube. The simple, rapid procedure
yields pure DNA of up to 150 kb, ready to use in downstream applications such as PCR or
Southern blotting.

Puregene Kits provide a scalable procedure for large or small sample volumes. The kits use a
modified salting-out precipitation method for purification of archive-quality DNA and kits are

available for a wide range of sample types.

High-throughput sample processing

Please contact one of the QIAGEN Technical Service Departments (see the back cover), or
visit www.giagen.com for detailed information on high-throughput QlAamp systems and

automated solutions.
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Principle and procedure

QlAamp DNA Mini and QIAamp DNA Blood Mini Kits are designed for rapid purification of
an average of 6 pg of total DNA (e.g., genomic, viral, mitochondrial) from 200 pL of whole
human blood and up to 50 pg of DNA from 200 pL of buffy coat, 5 x 10% lymphocytes, or
cultured cells that have a normal set of chromosomes. The procedure is suitable for use with
whole blood treated with citrate, heparin, or EDTA;” buffy coat; lymphocytes; plasma; serum;
and body fluids. Samples may be either fresh or frozen. For larger volumes of whole blood or

cultured cells, we recommend using QlAamp DNA Blood Midi or Maxi Kits.

The QIAamp DNA Mini Kit performs all the functions of the QlAamp DNA Blood Mini Kit, and
also allows rapid purification of DNA from solid tissue. On average, up to 30 pg of DNA can

be purified from 25 mg of various human tissues.

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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Lysis with QIAGEN Protease or Proteinase K

QIAamp DNA Blood Mini Kits contain QIAGEN Protease. Intensive research has shown that
QIAGEN Protease is the optimal enzyme for use with the lysis buffer provided in the QlAamp
DNA Blood Mini Kit. QIAGEN Protease is completely free of DNase and RNase activity.

When using the QlAamp DNA Blood Mini Kit for a sample that requires a modified protocol,
please contact our Technical Service Department for advice about whether your lysis
conditions are compatible with QIAGEN Protease. When >8 mM EDTA is used in conjunction
with >0.5% SDS,” QIAGEN Protease activity decreases. For samples that require an SDS-
contfaining lysis buffer or that contain high levels of EDTA, the QlAamp DNA Mini Kit is
recommended. The QlAamp DNA Mini Kit contains proteinase K, which is the enzyme of
choice for SDS-containing lysis buffers used in the tissue protocol, but which performs equally
well in the blood and body fluid protocol. The activity of the proteinase K solution is
600 mAU/mL solution (or 40 mAU/mg protein). This activity provides optimal results in
QIAamp protocols.

Purification on QIAamp Mini spin columns

The QIAamp DNA purification procedure comprises 4 steps and is carried out using QlAamp
Mini spin columns in a standard microcentrifuge, on a vacuum manifold, or fully automated on
the QlAcube (see page 19). The procedures are designed to ensure that there is no sample-to-

sample cross-contamination and allow safe handling of potentially infectious samples.

*When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.

16 QIAamp DNA Mini and Blood Mini Handbook | 07/2025



QlAamp Spin Procedure QlAamp Vacuum Procedure
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QlAamp Mini spin columns fit into most standard microcentrifuge tubes. In the spin protocol,
due to the volume of filirate, 2 mL collection tubes (provided) are required to support the
QlAamp Mini spin column during loading and wash steps. For the vacuum protocol, a
vacuum manifold (e.g., QlAvac 24 Plus manifold; and a vacuum pump capable of producing
a vacuum of =800 to =900 mbar are required. Eluted DNA can be collected in standard

1.5 mL microcentrifuge tubes (not provided).

Adsorption to the QlAamp membrane

The lysate buffering conditions are adjusted to allow optimal binding of the DNA to the
QIAamp membrane before the sample is loaded onto the QIAamp Mini spin column. DNA is
adsorbed onto the QlAamp silica membrane during a brief centrifugation or vacuum step. Salt
and pH conditions in the lysate ensure that protein and other contaminants, which can inhibit
PCR and other downstream enzymatic reactions, are not retained on the QlAamp membrane.
If the initial sample volume is larger than 200 pL, it will be necessary to load the lysate onto
the QlAamp Mini spin column in several steps. If larger sample volumes are required, we
suggest using QlAamp DNA Blood Midi or Maxi Kits (Midi: 1-2 mL; Maxi: 5-10 mL starting

material).

Removal of residual contaminants

DNA bound to the QlAamp membrane is washed in two centrifugation or vacuum steps. The
use of two different wash buffers, Buffer AW1 and Buffer AW2, significantly improves the
purity of the eluted DNA. Wash conditions ensure complete removal of any residual

contaminants without affecting DNA binding.
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Elution of pure nucleic acids

Purified DNA is eluted from the QlAamp Mini spin column in a concentrated form in either
Buffer AE or water. Elution buffer should be equilibrated to room temperature (15-25°C)
before it is applied to the column. Yields will be increased if the QIAamp Mini spin column is
incubated with the elution buffer at room temperature for 5 minutes before centrifugation. The
eluted genomic DNA is up to 50 kb in length (predominantly 20-30 kb) and is suitable for

direct use in PCR or Southern blotting applications.

If the purified DNA is to be stored, elution in Buffer AE (10 mM Tris-Cl; 0.5 mM EDTA; pH
9.0) and storage at —=30°C to —=15°C is recommended. If high pH or EDTA affects sensitive
downstream applications, use water for elution. However, ensure that the pH of the water is at
least 7.0 (deionized water from certain sources can be acidic). DNA stored in water is subject

to degradation by acid hydrolysis.

Automated DNA purification on the QlAcube

Purification of DNA from blood, body fluids, tissues, and bacteria using the QlAamp DNA
Mini Kit or the QlAamp DNA Blood Mini Kit can be fully automated on the QlAcube Connect
(cat. no. 9002864) or the classic QlAcube. The innovative QlAcube instruments use
advanced technology to process QIAGEN spin columns, enabling seamless integration of
automated, low-throughput sample prep into your laboratory workflow. Sample preparation
using the QlAcube instruments follows the same steps as the manual procedure i.e., lyse,
bind, wash, and elute), enabling you to continue using the QlAamp DNA Mini Kit and the
QlAamp DNA Blood Mini Kit for purification of high-quality DNA.

The dedicated QlAamp DNA Blood Mini QlAcube Kit (cat. no. 51126) enables automated
DNA isolation from blood and DNA isolation from body fluids on the QlAcube Connect. The
kit includes rotor adapters that are preloaded with QlAamp spin columns and elution tubes,
delivering greater convenience and time savings. Furthermore, ease of use is increased and

user errors are minimized. Waste is reduced, because the content of the dedicated kit is
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tailored for purification on the QlAcube Connect and the superfluous tubes that are required

for the manual procedure are not included.

QIAcube instruments are preinstalled with protocols for purification of plasmid DNA, genomic
DNA, RNA, viral nucleic acids and proteins, plus DNA and RNA cleanup. The range of
protocols available is continually expanding, and additional QIAGEN protocols can be

downloaded free of charge at www.qiagen.com/qiacubeprotocols.

Vodh Lt

Figure 1. Automated DNA purification. DNA purification using the QIAamp DNA Mini Kit or the QIAamp DNA Blood
Mini Kit can be fully automated on the QlAcube.
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Equipment and Reagents to Be Supplied by User

When working with chemicals, always wear a suitable lab coat, disposable gloves, and
protective goggles. For more information, consult the appropriate safety data sheets (SDSs),

available from the product supplier.

Ethanol (96-100%)"

e 1.5 mL microcentrifuge tubes

¢ Pipet tips with aerosol barrier
 Microcentrifuge (with rotor for 2 mL tubes)
* Vortexer

* Water bath or heating block at 56°C

* Phosphate-buffered saline (PBS) may be required for some samples

For vacuum protocols

* QlAvac 24 Plus (cat. no. 19413) or equivalent
* VacConnectors (cat. no. 19407)

e Vacuum Regulator (cat. 19530) for easy monitoring of vacuum pressures and easy

releasing of vacuum

e Vacuum Pump (cat. no. 84010 [USA and Canada], 84000 [Japan], or 84020 [rest of

world]) or equivalent pump capable of producing a vacuum of -800 to 900 mbar
* For buccal swabs or large volumes: Extension Tubes (cat. no. 15987)

« Optional: VacValves (cat. no. 19408)

*Do not use denatured alcohol, which contains other substances such as methanol or methylethylketone.
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« Optional: QlAvac Connecting System (cat. no. 19419)
 Optional: RNase A (100 mg/mL)
For tissues

 Additional water bath or heating block at 70°C

* Optional: Equipment for mechanical disruption, such as the TissueRuptor®or mortar and

pestle, and liquid nitrogen

For buccal swabs

« Additional Buffer AL (cat. no. 19075)
2 mlL microcentrifuge tubes

e For cotton or DACRON® swabs: Scissors or appropriate cutting device

For dried blood spots

¢ 3 mm single-hole paper puncher

 Two additional water baths or heating blocks at 85°C and 70°C
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Important Notes

Preparation of reagents

QIAGEN Protease stock solution (store at 2-8°C)

When using the QlAamp DNA Blood Mini Kit (50), pipet 1.2 mL protease solvent into the vial
containing lyophilized QIAGEN Protease, as indicated on the label. When using the QlAamp
DNA Blood Mini Kit (250), pipet 5.5 mL protease solvent into the vial containing lyophilized
QIAGEN Protease, as indicated on the label.

Dissolved QIAGEN Protease is stable for up to 12 months when stored at 2-8°C.

Note: If you also use QlAamp MinElute Virus Kits, be aware that the QIAGEN Protease
supplied with these kits is reconstituted in protease resuspension buffer or Buffer AVE and is
not compatible with the QlAamp DNA Blood Mini Kit. After reconstituting a vial of QIAGEN
Protease, label the resuspended QIAGEN Protease to indicate which buffer was used for

resuspension.

Buffer AL (store at room temperature, 15-25°C)

Mix Buffer AL thoroughly by shaking before use. Buffer AL is stable for 1 year when stored at

room temperature.

Note: Do not add QIAGEN Protease or Proteinase K directly to Buffer AL.

" This contains chaotropic salt.
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Buffer AW1™ (store at room temperature, 15-25°C)

Buffer AW is supplied as a concentrate. Before using for the first time, add the appropriate
amount of ethanol (96-100%) as indicated on the bottle.

Buffer AW 1 is stable for 1 year when stored closed at room temperature.

Buffer AW2' (store at room temperature, 15-25°C)

Buffer AW?2 is supplied as a concentrate. Before using for the first time, add the appropriate
amount of ethanol (96-100%) to Buffer AW2 concentrate as indicated on the bottle.

Buffer AW?2 is stable for 1 year when stored closed at room temperature.

Carrier DNA

Use carrier DNA (e.g., poly dA, poly dT, poly dA:dT) when the sample is low copy (i.e., when
<10,000 copies are present). For preparation of DNA from free viral particles in fluids or
suspensions (other than urine) using the blood and body fluid protocols, we recommend the
addition of 1 pL of an aqueous solution containing 5-10 pg of carrier DNA (e.g., poly dA,
poly dT, poly dA:dT) to 200 pL Buffer AL. To ensure binding conditions are optimal, increase
the volume of ethanol added at step 6 from 200 to 230 pL. Elution should be in 60 plL
Buffer AE.

" This contains chaotropic salt.

T This contains sodium azide as preservative.
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Amounts of starting material

Use the amounts of starting material indicated in Table 1.

Table 1. Amounts of starting material for QIAmp Mini Procedures

Sample Amount
Blood, plasma, serum 200 plL
Buffy 200 pl
Tissue 25 mg*
Cells (diploid) 5 x 10° cells

*When isolating DNA from spleen, 10 mg samples should be used.

Small samples should be adjusted to 200 pL with PBS before loading. For samples larger than
200 pL, the amount of lysis buffer and other reagents added to the sample before loading
must be increased proportionally (see note below). Application of the lysed sample to the
QIAamp Mini spin column will require more than one loading step if the initial sample volume
is increased. The amounts of Buffer AW 1 and Buffer AW2 used in the wash steps do not need

to be increased.

Scaling up the tissue protocol is possible in principle. The volumes of Buffer ATL and
proteinase K used should be increased proportionally, while the volumes of wash and elution
buffers should remain constant. The user should defermine the maximum amount of tissue
used. It is important not to overload the column, as this can lead to significantly lower yields

than expected.

Note: All QlAamp buffers can be purchased separately to supplement the QlAamp DNA Mini
and QlAamp DNA Blood Mini Kits. QIAGEN Proteinase K is recommended for use with tissue

samples. QIAGEN Protease is suitable for genomic DNA preparation from blood, cells, and
body fluids.
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Preparation of buffy coat

Buffy coat is a leukocyte-enriched fraction of whole blood. Preparing a buffy coat fraction from
whole blood is simple and yields approximately 5-10 times more DNA than an equivalent

volume of whole blood.

Prepare buffy coat by centrifuging whole blood at 2500 x g for 10 minutes at room
temperature (15-25°C). After centrifugation, three different fractions are distinguishable: the
upper clear layer is plasma; the intermediate layer is buffy coat, containing concentrated

leukocytes; and the bottom layer contains concentrated erythrocytes.

Handling of QlAamp Mini columns

Because of the sensitivity of nucleic acid amplification technologies, the following precautions
are necessary when handling QlAamp Mini columns to avoid cross- contamination between

sample preparations:
e Carefully apply the sample or solution to the QlAamp Mini column. Pipet the sample into
the QlAamp Mini column without wetting the rim of the column.

 Change pipette tips between all liquid transfers. The use of aerosol-barrier pipette tips is

recommended.
* Avoid touching the QlAamp membrane with the pipette tip.

o After all pulse-vortexing steps, briefly centrifuge the 1.5 mL microcentrifuge tubes to

remove drops from the inside of the lid.

* Wear gloves throughout the entire procedure. In case of contact between gloves and

sample, change gloves immediately.
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Centrifugation

QlAamp Mini columns will fit into most standard 1.5-2 mL microcentrifuge tubes. Additional

2 ml collection tubes are available separately.

Centrifugation of QlAamp Mini columns is performed at 6000 x g (8000 rpm) to reduce
centrifuge noise. Centrifuging QlAamp Mini columns at full speed will not affect DNA yield.
Centrifugation at lower speeds is also acceptable, provided that nearly all of each solution is
transferred through the QlAamp membrane. When preparing DNA from buffy coat or

lymphocytes, full-speed centrifugation is recommended to avoid clogging.

All centrifugation steps should be carried out at room temperature (15-25°C).

Processing QlAamp Mini columns using a microcentrifuge (spin
protocols)

Close the QlAamp Mini column before placing it in the microcentrifuge. Centrifuge as

described.

* Remove the QlAamp Mini column and collection tube from the microcentrifuge. Place the

QIAamp Mini column in a new collection tube. Discard the filtrate and the collection tube.
Note: The filtrate may contain hazardous waste and should be disposed of appropriately.

e Open only one QlAamp Mini column at a time, and take care to avoid generating

aerosols.

e For efficient parallel processing of multiple samples, fill a rack with collection tubes to
which the QIAamp Mini columns can be transferred after centrifugation. Used collection
tubes containing the filtrate can be discarded, and the new collection tubes containing the

QIAamp Mini columns can be placed directly in the microcentrifuge.
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The QlAvac 24 Plus

The QlAvac 24 Plus is designed for fast and efficient vacuum processing of up to 24 QIAGEN
spin columns in parallel. Samples and wash solutions are drawn through the column
membranes by vacuum instead of centrifugation, providing greater speed and reduced hands-

on time in purification procedures.

In combination with the QIAvac Connecting System (optional), the QlAvac 24 Plus can be
used as a flow-through system. The sample flow through is collected in a separate waste
bottle.

For maintenance of the QlAvac 24 Plus, please refer to the handling guidelines in the QIAvac

24 Plus Handbook.

Processing QlAamp Mini Columns on the QlAvac 24 Plus (vacuum protocols)

QIAamp Mini spin columns are processed on the QlAvac 24 Plus using disposable
VacConnectors and reusable VacValves. VacValves (optional) are inserted directly into the
luer slots of the QlAvac 24 Plus manifold and ensure a steady flow rate, facilitating parallel
processing of samples of different natures (e.g., blood and body fluids), volumes, or
viscosities. They should be used if sample flow rates differ significantly to ensure consistent
vacuum. VacConnectors are disposable connectors that fit between QlAamp Mini columns
and VacValves or between the QlAamp Mini columns and the luer slots of the QlAvac 24 Plus.
They prevent direct contact between the spin column and VacValve during purification,
avoiding any cross-contamination between samples. VacConnectors are discarded after a

single use.
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Handling guidelines for the QlAvac 24 Plus

¢ Always place the QlAvac 24 Plus on a secure bench top or work area. If dropped, the

QlAvac 24 Plus manifold may crack.

 Always store the QlAvac 24 Plus clean and dry. For cleaning procedures, see the QIAvac
24 Plus Handbook.

¢ The components of the QlAvac 24 Plus are not resistant to certain solvents (Table 2). If

these solvents are spilled on the unit, rinse it thoroughly with water.

* To ensure consistent performance, do not apply silicone or vacuum grease to any part of
the QlAvac 24 Plus manifold.

* Always use caution and wear safety glasses when working near a vacuum manifold under

pressure.

 Contact QIAGEN Technical Services or your local distributor for information concerning

spare or replacement parts.

¢ The vacuum pressure is the pressure differential between the inside of the vacuum
manifold and the atmosphere (standard atmospheric pressure 1013 millibar or
760 mm Hg) and can be measured using the QlAvac Connecting System or a vacuum
regulator (see Figure 3). The vacuum protocol requires a vacuum pump capable of
producing a vacuum of —800 to —900 mbar (e.g., QIAGEN, Vacuum Pump). Higher
vacuum pressures must be avoided. Use of vacuum pressures lower than recommended

may reduce DNA yield and purity and increase the frequency of clogged membranes.
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Table 2. Chemical resistance properties of QlAvac 24 Plus

Resistant fo

Acetic acid Chaotropic salts Chlorine bleach
Chromic acid Concentrated alcohols Hydrochloric acid
SDS Sodium chloride Sodium hydroxide
Tween® 20 Urea

Not Resistant to:

Benzene Chloroform Ethers

Phenol Toulene

Figure 2. Schematic diagram of the Vacuum Regulator.
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Setup of the QlAvac 24 Plus vacuum manifold

1.

Connect the QlAvac 24 Plus to a vacuum source. If using the QIAvac Connecting System,

connect the system to the manifold and vacuum source as described in Appendix A of the
QIlAvac 24 Plus Handbook.

Insert a VacValve into each luer slot of the QlAvac 24 Plus that is to be used (see Figure

3). Close unused luer slots with luer plugs or close the inserted VacValve.

VacValves should be used if flow rates of samples differ significantly to ensure consistent

vacuum.
Insert a VacConnector into each VacValve (see Figure 3).

Perform this step directly before starting the purification to avoid exposure of

VacConnectors to potential contaminants in the air.

Place the QlAamp Mini columns into the VacConnectors on the manifold (see Figure 3).
If necessary, insert an Extension Tube into each QlAamp Mini column (see Figure 4).
Extension Tubes are required for processing buccal swabs or large volumes.

For nucleic acid purification, follow the instructions in the vacuum protocols. Discard the

VacConnectors appropriately after use.
Leave the lid of the QlAamp Mini column open while applying vacuum.

Switch off the vacuum between steps to ensure that a consistent, even vacuum is applied
during processing. For faster vacuum release, a vacuum regulator should be used (see

Figure 3).

Note: Each VacValve can be closed individually when the sample is completely drawn
through the spin column, allowing parallel processing of samples of different volumes or

viscosities.

After processing samples, clean the QlAvac 24 Plus (see “Cleaning and Decontaminating
the QlAvac 24 Plus” in the QIAvac 24 Plus Handbook).
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Note: Buffers AL and AW1 used in QlAamp DNA Mini and QlAamp DNA Blood Mini
procedures are not compatible with disinfecting agents containing bleach. See page 6 for

safety information.

Figure 3. Setting up the QlAvac 24 Plus with QlAamp Mini columns using VacValves and VacConnectors.

1 QlAvac 24 plus vacuum manifold 4 VacConnector
2 Luer slot of the QlAvac 24 Plus 5 QlAamp Mini column
3 VacValve 6 Luer slot closed with luer plug
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Figure 4. Assembly of QlAamp Mini columns with extension tubes (for buccal swabs or large volumes).

1 VacValve 3 QlAamp Mini Column

2 VacConnector 4 Extension tube*

* Must be purchased separately

Processing QlAamp Mini columns on the QlAcube

Sample preparation using the QlAcube follows the same steps as the manual procedure (i.e.,

lyse, bind, wash, and elute). For more information about the automated procedure, see the

relevant protocol sheet available at www.qgiagen.com/MyQIlAcube
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Copurification of RNA

QlAamp Mini spin columns copurify DNA and RNA when both are present in the sample (see
Table 3). RNA may inhibit some downstream enzymatic reactions but will not inhibit PCR. If
RNA-free genomic DNA is required, 4 plL of an RNase A stock solution (100 mg/mL) should
be added to the sample prior to the addition of Buffer AL. RNase A (cat. no. 19101) is not
supplied with the kits and should be purchased separately. Ensure that the RNase A used is

completely free of DNase activity.

Table 3. Yields of nucleic acids purified from various sources with QlAamp Kits

Nucleic acid yield (pg) without RNase A

Sample treatment DNA yield (pg) with RNase A treatment
Blood (200 pl) 4-12 4-12

Buffy coat (200 pL) 25-50 25-50

Cultured cells (5 x 10¢) 20-30 15-20

Liver (25 mg) 60-115 10-30

Brain (25 mg) 35-60 15-30

Lung (25 mg) 8-20 5-10

Heart (25 mg) 25-45 5-10

Kidney (25 mg) 40-85 15-30

Spleen (10 mg) 25-45 5-30

DNA was purified with the QlAamp kits following the standard protocols.
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Elution mode for maximum yield or concentration

The yield of genomic DNA depends on the sample type and the number of cells in the sample.
Typically, a 200 pL sample of whole blood from a healthy individual will yield 3-12 pg of
DNA. (If higher yields are required, use QlAamp DNA Blood Midi or QlAamp DNA Blood
Maxi Kits with up to 2 mL or up to 10 mL blood, respectively.) For most whole blood samples,
a single elution with 200 pL elution buffer is sufficient. Samples with elevated white blood cell
(WBC) counts, ranging from 1 x 107 to 1.5 x 107 cells/mL will yield between 13 and 20 pg of
DNA. If such a sample is loaded onto the column, approximately 80% of the DNA will elute in
the first 200 pL and up to 20% more in the next 200 plL. In samples with WBC counts
exceeding 1.5 x 107 cells/mL, up to 60% of the DNA will elute in the first 200 pL and up to
70% of the remaining material in each subsequent 200 pl (see Table 4). Elution into a fresh
tube is recommended to prevent dilution of the first eluate. More than 200 pL should not be
eluted into a 1.5 mL microcentrifuge tube because the spin column will contact the eluate,
leading to possible aerosol formation of samples during centrifugation. Eluting in 4 x 100 plL
instead of 2 x 200 pL does not increase elution efficiency. In all cases, a single elution with

200 pl of elution buffer will provide sufficient DNA to perform multiple amplification reactions.

For some downstream applications, concentrated DNA may be required. Elution with volumes
of less than 200 pL increases the final DNA concentration in the eluate significantly but slightly
reduces overall DNA yield (see Table 5). For samples containing <3 pg of DNA, eluting the
DNA in 100 pL is recommended. For samples containing less than 1 pg of DNA, only one

elution in 50 pl Buffer AE or water is recommended.
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Table 4. Total nucleic acid yields with QlAamp Kits using successive elutions

Yield (pg)
Sample Amount Elution 1 Elution 2 Elution 3 Total
Whole blood 200 pL 3-8 1-2 0-2 4-12
Lymphocytes 5x 108 cells/ 13-18 5-8 3-5 20-30
200 plL

Buffy coat 200 plL 15-25 8-15 5-10 28-50
Liver* 25mg 25-45 25-45 10-25 60-115
Brain* 25mg 20-30 10-20 5-10 35-60
Lung* 25 mg 5-10 2-6 1-4 8-20
Heart* 25 mg 15-25 8-15 2-5 25-45
Kidney* 25 mg 25-40 20-30 5-15 50-85
Spleen* 10 mg 15-25 8-15 2-5 25-45

DNA was purified with QlAamp Kits following standard protocols. Successive elutions were each performed with

200 pL Buffer AE.
* Results refer to the QlAamp DNA Mini Kit only.

Table 5. Effect of elution volume on yield and concentration

Elution

volume Yield (pg) Yield (%) DNA concentration (ng/pl)
200 6.80 100 34.0

150 6.51 95 43.4

100 6.25 92 62.5

50 5.84 86 116.8

DNA was purified with QlAamp Kits following standard protocols. Average values obtained from 20 preparations are
shown.
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Protocol: DNA Purification from Blood or Body
Fluids (Spin Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from whole
blood, plasma, serum, buffy coat, lymphocytes, and body fluids using a microcentrifuge. For
total DNA purification using a vacuum manifold, see “Protocol: DNA Purification from Blood

or Body Fluids (Vacuum Protocol)” on page 42.

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

A total of 200 pL of whole blood yields 3-12 pg of DNA. Preparation of buffy coat (see
page 26) is recommended if a higher yield is required.

Things to do before starting

* Equilibrate samples to room temperature (15-25°C).
* Heat a water bath or heating block to 56°C for use in step 4.
« Equilibrate Buffer AE or distilled water to room temperature for elution in step 11.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.
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Procedure

1.

38

Pipet 20 pL QIAGEN Protease (or proteinase K) into the bottom of a 1.5 mlL

microcentrifuge tube.

Add 200 pL sample to the microcentrifuge tube. Use up to 200 pL whole blood, plasma,
serum, buffy coat, or body fluids, or up to 5 x 10° lymphocytes in 200 pL PBS.

If the sample volume is less than 200 pL, add the appropriate volume of PBS. QlAamp
Mini spin columns copurify RNA and DNA when both are present in the sample. RNA
may inhibit some downstream enzymatic reactions, but not PCR. If RNA-free genomic
DNA is required, 4 pl of an RNase A stock solution (100 mg/mlL) should be added to the
sample before addition of Buffer AL.

Note: It is possible to add QIAGEN Protease (or proteinase K) to samples that have
already been dispensed into microcentrifuge tubes. In this case, it is important to ensure

proper mixing after adding the enzyme.
Add 200 plL Buffer AL to the sample. Mix by pulse-vortexing for 15 s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed thoroughly

to yield a homogeneous solution.

If the sample volume is larger than 200 pl, increase the amount of QIAGEN Protease (or
proteinase K) and Buffer AL proportionally; for example, a 400 plL sample will require 40
pL QIAGEN Protease (or proteinase K) and 400 pL Buffer AL. If sample volumes larger
than 400 pL are required, use of QlAamp DNA Blood Midi or Maxi Kits is recommended;

these can process up to 2 mL or up to 10 mlL of sample, respectively.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.
Incubate at 56°C for 10 min.

DNA yield reaches a maximum after lysis for 10 min at 56°C. Longer incubation times

have no effect on yield or quality of the purified DNA.
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5. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the inside of the

lid.

6. Add 200 plL ethanol (96-100%) to the sample, and mix again by pulse-vortexing for 15 s.

After mixing, briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the

inside of the lid.

If the sample volume is greater than 200 pl, increase the amount of ethanol

proportionally; for example, a 400 pL sample will require 400 pL of ethanol.

7. Carefully apply the mixture from step 6 to the QlAamp Mini spin column (in a 2 mL
collection tube) without wetting the rim. Close the cap, and centrifuge at 6000 x g
(8000 rpm) for T min. Place the QlAamp Mini spin column in a clean 2 mlL collection tube

(provided), and discard the tube containing the filtrate.
Close each spin column to avoid aerosol formation during centrifugation.

Centrifugation is performed at 6000 x g (8000 rpm) to reduce noise. Centrifugation at full
speed will not affect the yield or purity of the DNA. If the lysate has not completely passed
through the column after centrifugation, centrifuge again at higher speed until the

QIAamp Mini spin column is empty.

Note: When preparing DNA from buffy coat or lymphocytes, centrifugation at full speed is

recommended to avoid clogging.

8. Carefully open the QlAamp Mini spin column and add 500 pL Buffer AW1 without
wetting the rim. Close the cap and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the
QIAamp Mini spin column in a clean 2 ml collection tube (provided), and discard the

collection tube containing the filtrate.

It is not necessary to increase the volume of Buffer AW 1 if the original sample volume is
larger than 200 plL.

Note: Flow through contains Buffer AL or Buffer AW and is therefore not compatible with

bleach. See page 8 for safety information.
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9.

11.
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Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QIAamp Mini spin column in a new 2 ml collection tube (not
provided) and discard the old collection tube with the filtrate. Centrifuge at full speed for

1 min.
This step helps to eliminate the chance of possible Buffer AW2 carryover.

Place the QlAamp Mini spin column in a clean 1.5 ml microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QIAamp Mini spin column and add 200 pl Buffer AE or distilled water. Incubate at room
temperature (15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for

1 min.

Incubating the QlAamp Mini spin column loaded with Buffer AE or water for 5 min at

room temperature before centrifugation generally increases DNA yield.
A second elution step with a further 200 pL Buffer AE will increase yields by up to 15%.

Volumes of more than 200 pL should not be eluted into a 1.5 mL microcentrifuge tube
because the spin column will come into contact with the eluate, leading to possible

aerosol formation during centrifugation.

Elution with volumes of less than 200 pL increases the final DNA concentration in the
eluate significantly, but slightly reduces the overall DNA yield (see Table 5, page 36). For
samples containing less than 1 pg of DNA, elution in 50 plL Buffer AE or water is
recommended. Eluting with 2 x 100 pL instead of 1 x 200 pl does not increase elution

efficiency.

For long-term storage of DNA, eluting in Buffer AE and storing at —30°C to —15°C is

recommended, because DNA stored in water is subject to acid hydrolysis.
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A 200 pL sample of whole human blood (approximately 5 x 106 leukocytes/ml) typically
yields 6 pg of DNA in 200 pl water (30 ng/pL) with an Aggo/Aggo ratio of 1.7-1.9.

For more information about elution and how to determine DNA yield, purity, and length,
refer to Table 4 (page 36) and Appendix A (page 69).
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Protocol: DNA Purification from Blood or Body
Fluids (Vacuum Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from whole
blood, plasma, serum, lymphocytes, and body fluids using the QIAvac 24 Plus or equivalent
vacuum manifold. For total DNA purification using a microcentrifuge, see “Protocol: DNA

Purification from Blood or Body Fluids (Spin Protocol)” on page 37.

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
* For setup of the QlAvac 24 Plus, see page 28.

¢ Switch off vacuum between steps to ensure that a consistent, even vacuum is applied

during protocol steps.

* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

A total of 200 pL of whole blood yields 3—-12 pg of DNA.

Things to do before starting

« Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C for use in step 4.
* Equilibrate Buffer AE or distilled water to room temperature for elution in step 11.

e Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.
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Procedure

1. Pipet 20 pL QIAGEN Protease (or proteinase K) into the bottom of a 1.5 mlL

microcentrifuge tube.

2. Add 200 plL sample to the microcentrifuge tube. Use up to 200 pl whole blood, plasma,
serum, or body fluids, or up to 5 x 10¢ lymphocytes in 200 pL PBS.

If the sample volume is less than 200 pl, add the appropriate volume of PBS.

QIAamp Mini columns copurify RNA and DNA when both are present in the sample. RNA
may inhibit some downstream enzymatic reactions, but not PCR. If RNA-free genomic
DNA is required, 4 pL of an RNase A stock solution (100 mg/ml) should be added to the
sample before addition of Buffer AL.

Note: It is possible to add QIAGEN Protease (or proteinase K) to samples that have
already been dispensed into microcentrifuge tubes. In this case, it is important to ensure

proper mixing after adding the enzyme.
3. Add 200 pL Buffer AL to the sample. Mix by pulse-vortexing for 15 s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed thoroughly

to yield a homogeneous solution.

If the sample volume is larger than 200 pL, increase the amount of QIAGEN Protease (or
proteinase K) and Buffer AL proportionally; for example, a 400 pL sample will require
40 pL QIAGEN Protease (or proteinase K) and 400 pL Buffer AL. If sample volumes larger
than 400 pL are required, use of QlAamp DNA Blood Midi or Maxi Kits is recommended;

these can process up to 2 mL or up to 10 mL of sample, respectively.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.
4. Incubate at 56°C for 10 min.

DNA yield reaches a maximum after lysis for 10 min at 56°C. Longer incubation times

have no effect on yield or quality of the purified DNA.
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Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the inside of the

lid.

Add 200 plL ethanol (96-100%) to the sample, and mix again by pulse-vortexing for 15 s.
After mixing, briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the

inside of the lid.

If the sample volume is greater than 200 pl, increase the amount of ethanol

proportionally; for example, a 400 pL sample will require 400 pL of ethanol.

Insert the QIAamp Mini column into the VacConnector on the QlAvac vacuum manifold.
Carefully apply the mixture from step 6 to the QlAamp Mini column without wetting the
rim. Switch on the vacuum pump. Be sure fo leave the lid of the QIAamp Mini column
open while applying vacuum. After all lysates have been drawn through the spin column,

switch off the vacuum pump.
The collection tube from the blister pack can be saved for the centrifugation in step 10.

If at this stage all of the solution has not passed through the membrane, place the QlAamp
Mini column info a clean 2 mL collection tube (provided), close the cap, and centrifuge at
6000 x g (8000 rpm) for 3 min or until all the liquid has completely passed through. Place
the QlAamp Mini column into another clean 2 mL collection tube, and discard the tube

containing the filtrate. Continue with step 8 of the spin protocol on page 27.

Note: Flow through contains Buffer AL or Buffer AW and is therefore not compatible with

bleach. See page 8 for safety information.

Apply 750 pL Buffer AW1 to the QlAamp Mini column without wetting the rim. Leave the
lid of the QlAamp Mini column open and switch on the vacuum pump. After all of

Buffer AW1 has been drawn through the QlAamp Mini column, switch off the vacuum
pump.
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9.

Add 750 pl Buffer AW2 without wetting the rim of the QIAamp Mini column. Leave the lid
of the QlAamp Mini column open and switch on the vacuum pump. After all of

Buffer AW2 has been drawn through the QlAamp Mini column, switch off the vacuum
pump.

Close the lid of the QlAamp Mini column, remove it from the vacuum manifold, and
discard the VacConnector. Place the QIAamp Mini column into a clean 2 ml collection
tube and centrifuge at 20,000 x g (14,000 rpm) for 1 min to dry the membrane

completely.

Place the QlAamp Mini column in a clean 1.5 mL microcentrifuge tube (not provided).
Discard the collection tube containing the filirate. Carefully open the QlAamp Mini
column. Add 200 pL Buffer AE or distilled water equilibrated to room temperature
(15-25°C). Incubate at room temperature for 1 min, and then centrifuge at 6000 x g
(8000 rpm) for 1 min.

Incubating the QlAamp Mini column loaded with Buffer AE or water for 5 min at room

temperature before centrifugation generally increases DNA yield.
A second elution step with a further 200 pL Buffer AE will increase yields by up to 15%.

Volumes of more than 200 pL should not be eluted into a 1.5 mL microcentrifuge tube
because the QlAamp Mini column will come into contact with the eluate, leading to

possible aerosol formation during centrifugation.

Elution with volumes of less than 200 pL increases the final DNA concentration in the
eluate significantly, but slightly reduces overall DNA vyield (see Table 5, page 36). For
samples containing less than 1 pg of DNA, elution in 50 pL Buffer AE or water is
recommended. Eluting with 2 x 100 pL instead of 1 x 200 pl does not increase elution

efficiency.

For long-term storage of DNA, eluting in Buffer AE and storing at =30°C to —15°C is

recommended, since DNA stored in water is subject to acid hydrolysis.
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A 200 pL sample of whole human blood (approx. 5 x 10° leukocytes/mL) typically yields
6 pg of DNA in 200 pL water (30 ng/pL) with an Aygo/Argg ratio of 1.7-1.9.

For more information about elution and how to determine DNA yield, purity, and length,
refer to Table 4 (page 36) and Appendix A (page 69).
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Protocol: DNA Purification from Tissues
(QlAamp DNA Mini Kit)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from fissues

using the QlAamp DNA Mini Kit.

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

* Avoid repeated freezing and thawing of stored samples, since this leads to reduced DNA

size.

* Transcriptionally active tissues, such as liver and kidney, contain high levels of RNA that
will copurify with genomic DNA. RNA may inhibit some downstream enzymatic reactions
but will not inhibit PCR. If RNA-free genomic DNA is required, include the RNase A digest,

as described in step 5a of the protocol.

Things to do before starting

« Equilibrate the sample to room temperature (15-25°C).

* Heat two water baths or heating blocks: one to 56°C for use in step 3, and one to 70°C for

use in step 5.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution in step 11.

¢ Ensure that Buffers AW1 and AW2 have been prepared according to the instructions on
page 16.

* If a precipitate has formed in Buffer ATL or Buffer AL, dissolve by incubating at 56°C.
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Excise the tissue sample or remove it from storage. Determine the amount of tissue. Do not

use more than 25 mg (10 mg spleen).

Weighing tissue is the most accurate way to determine the amount.

If DNA is prepared from spleen tissue, no more than 10 mg should be used.

The yield of DNA will depend on both the amount and the type of tissue processed. 1 mg

of tissue will yield approximately 0.2-1.2 pg of DNA.

Cut up (step 2a), grind (step 2b), or mechanically disrupt (step 2¢) the tissue sample. The

QIAamp procedure requires no mechanical disruption of the tissue sample, but lysis time

will be reduced if the sample is ground in liquid nitrogen (step 2b) or mechanically

homogenized (step 2c¢) in advance.

a.

Cut up to 25 mg of tissue (up to 10 mg spleen) into small pieces. Place in a 1.5 mL

microcentrifuge tube, and add 180 pl of Buffer ATL. Proceed with step 3.

It is important to cut the tissue info small pieces to decrease lysis time. Microcentrifuge

tubes (2 mL) may be better suited for lysis.

Place up to 25 mg of tissue (10 mg spleen) in liquid nitrogen, and grind thoroughly
with a mortar and pestle. Decant tissue powder and liquid nitrogen into 1.5 mlL
microcentrifuge tube. Allow the liquid nitrogen to evaporate, but do not allow the
tissue to thaw, and add 180 pL of Buffer ATL. Proceed with step 3.

Add up to 25 mg of tissue (10 mg spleen) to a 1.5 mL microcentrifuge tube containing
no more than 80 pL PBS. Homogenize the sample using the TissueRuptor or equivalent

rotor-stator homogenizer. Add 100 pL Buffer ATL, and proceed with step 3.

Some tissues require undiluted Buffer ATL for complete lysis. In this case, grinding in
liquid nitrogen is recommended. Samples cannot be homogenized directly in Buffer

ATL, which contains detergent.
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3. Add 20 plL proteinase K, mix by vortexing, and incubate at 56°C until the tissue is
completely lysed. Vortex occasionally during incubation to disperse the sample, or place

in a shaking water bath or on a rocking platform.

Note: Proteinase K must be used. QIAGEN Protease has reduced activity in the presence
of Buffer ATL.

Lysis time varies depending on the type of tissue processed. Lysis is usually complete in
1-3 h. Lysis overnight is possible and does not influence the preparation. To ensure
efficient lysis, a shaking water bath or a rocking platform should be used. If not available,

vortexing 2-3 times per hour during incubation is recommended.

4. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the inside of the

lid.
5. IFRNA{ree genomic DNA is required, follow step 5a. Otherwise, follow step 5b.

Transcriptionally active tissues, such as liver and kidney, contain high levels of RNA that
will copurify with genomic DNA. RNA may inhibit some downstream enzymatic reactions
but will not inhibit PCR.

a. First add 4 pL RNase A (100 mg/mL), mix by pulse-vortexing for 15 s, and incubate
for 2 min at room temperature (15-25°C). Briefly centrifuge the 1.5 ml
microcentrifuge tube to remove drops from inside the lid before adding 200 pL Buffer
AL to the sample. Mix again by pulse-vortexing for 15 s, and incubate at 70°C for

10 min. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from inside

the lid.

It is essential that the sample and Buffer AL are mixed thoroughly to yield a

homogeneous solution.

A white precipitate may form on addition of Buffer AL. In most cases it will dissolve
during incubation at 70°C. The precipitate does not interfere with the QlAamp

procedure or with any subsequent application.
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b. Add 200 plL Buffer AL to the sample, mix by pulse-vortexing for 15 s, and incubate at
70°C for 10 min. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops

from inside the lid.

It is essential that the sample and Buffer AL are mixed thoroughly to yield a

homogeneous solution.

c. A white precipitate may form on addition of Buffer AL, which in most cases will
dissolve during incubation at 70°C. The precipitate does not interfere with the

QlAamp procedure or with any subsequent application.

Add 200 pL ethanol (96-100%) to the sample, and mix by pulse-vortexing for 15 s. After
mixing, briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from inside the

lid.

It is essential that the sample, Buffer AL, and the ethanol are mixed thoroughly to yield a

homogeneous solution.

A white precipitate may form on addition of ethanol. It is essential to apply all of the
precipitate to the QlAamp Mini spin column. This precipitate does not interfere with the

QIlAamp procedure or with any subsequent application.
Do not use alcohols other than ethanol because this may result in reduced yields.

Carefully apply the mixture from step 6 (including the precipitate) to the QlAamp Mini
spin column (in a 2 mlL collection tube) without wetting the rim. Close the cap, and
centrifuge at 6000 x g (8000 rpm) for 1 min. Place the QIAamp Mini spin column in a

clean 2 mlL collection tube (provided), and discard the tube containing the filtrate.

Note: Flow through contains Buffer AL or Buffer AW1 and is therefore not compatible with
bleach.

Close each spin column to avoid aerosol formation during centrifugation.

It is essential to apply all of the precipitate to the QlAamp Mini spin column.
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Centrifugation is performed at 6000 x g (8000 rpm) to reduce noise. Centrifugation at full
speed will not affect the yield or purity of the DNA. If the solution has not completely
passed through the membrane, centrifuge again at a higher speed until all the solution has

passed through.

Carefully open the QlAamp Mini spin column and add 500 pL Buffer AW1 without
wetting the rim. Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min. Place
the QlAamp Mini spin column in a clean 2 mL collection tube (provided), and discard the

collection tube containing the filtrate.

Note: Flow through contains Buffer AL or Buffer AW 1 and is therefore not compatible with
bleach.

Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QlAamp Mini spin column in a new 2 mL collection tube (not
provided) and discard the old collection tube with the filirate. Centrifuge at full speed for

1 min.
This step helps to eliminate the chance of possible Buffer AW?2 carryover.

Place the QIAamp Mini spin column in a clean 1.5 mlL microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QlAamp Mini spin column and add 200 pl Buffer AE or distilled water. Incubate at room
temperature for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.

Repeat step 11.

A 5 min incubation of the QlAamp Mini spin column loaded with Buffer AE or water,

before centrifugation, generally increases DNA yield.

A third elution step with a further 200 plL Buffer AE will increase yields by up to 15%.
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Volumes of more than 200 pL should not be eluted into a 1.5 mL microcentrifuge tube
because the spin column will come into contact with the eluate, leading to possible

aerosol formation during centrifugation.

Elution with volumes of less than 200 pl increases the final DNA concentration in the
eluate significantly, but slightly reduces the overall DNA yield (see Table 5, page 36).
Eluting with 4 x 100 plL instead of 2 x 200 pL does not increase elution efficiency.

For long-term storage of DNA, eluting in Buffer AE and placing at -30°C to —15°C is

recommended, since DNA stored in water is subject to acid hydrolysis.

Yields of DNA will depend both on the amount and the type of tissue processed. 25 mg of
tissue will yield approximately 10-30 pg of DNA in 400 pl of water (25-75 ng/pl), with
an A260/A28O ratio OF 1.7-1.9.

For more information about elution and how to determine DNA yield, length, and purity,
refer to Table 4 (page 36) and Appendix A (page 69).
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Protocol: DNA Purification from Buccal Swabs
(Spin Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from buccal
swabs using a microcentrifuge. For total DNA purification using a vacuum manifold, see

“Protocol: DNA Purification from Buccal Swabs (Vacuum Protocol)” on page 57.

Important points before starting

 Due fo the increased volume of Buffer AL that is required for the buccal swab protocol,
fewer preparations can be performed. Additional Buffer AL can be purchased separately.

¢ This protocol is recommended for the following swab types: C.E.P. (Omni Swabs from
Whatman Bioscience, www.whatman.com), cotton, and DACRON (Daigger, Puritan®

applicators with plastic stick and cotton or DACRON tip from Hardwood Products

Company, www.hwppuritan.com, or from Hain Diagnostika, www.hain-diagnostika.de).

* To collect a sample, scrape the swab firmly against the inside of each cheek six times. Air-
dry the swab for at least 2 hour after collection. Ensure that the person providing the

sample has not consumed any food or drink in the 30 minutes prior to sample collection.

« All centrifugation steps are carried out at room temperature (15-25°C).
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Things to do before starting

Prepare a 56°C water bath for use in step 3.

Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution in

step 10.
Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1.

3.
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Place buccal swab in a 2 mL microcentrifuge tube. Add 400 plL (cotton and DACRON
swab) or 600 pL (Omni Swab) PBS to the sample.

The Omni Swab is ejected into the microcentrifuge tube by pressing the stem end toward
the swab. Cotton or DACRON swabs are separated from the stick by hand or with

SCissors.

QIAamp Mini spin columns copurify RNA and DNA in parallel when both are present in
the sample. RNA may inhibit some downstream enzymatic reactions, but not PCR. If RNA-
free genomic DNA is required, 4 pL of an RNase A stock solution (100 mg/ml) should be
added to the sample prior to the addition of Buffer AL.

Add 20 pL QIAGEN Protease stock solution (or proteinase K) and 400 plL (cotton or
DACRON swab) or 600 pL (Omni Swab) Buffer AL to the sample. Mix immediately by

vortexing for 15 s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed immediately

and thoroughly.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.

Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.
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Add 400 pL (cotton or DACRON swab) or 600 pL (Omni Swab) ethanol (96-100%) to the
sample, and mix again by vortexing. Briefly centrifuge to remove drops from inside the

lid.

Carefully apply 700 pL of the mixture from step 4 to the QlAamp Mini spin column (in a
2 mL collection tube) without wetting the rim. Close the cap, and centrifuge at 6000 x g
(8000 rpm) for 1T min. Place the QlAamp Mini spin column in a clean 2 mlL collection tube

(provided), and discard the tube containing the filtrate.
Close each spin column to avoid aerosol formation during centrifugation.

Repeat step 5 by applying up to 700 pL of the remaining mixture from step 4 to the
QIAamp Mini spin column.

Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW1 without
wetting the rim. Close the cap and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the
QlAamp Mini spin column in a clean 2 mL collection tube (provided), and discard the

collection tube containing the filtrate.

Carefully open the QlAamp Mini spin column and add 500 pL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QlAamp Mini spin column in @ new 2 mL collection tube (not
provided) and discard the old collection tube with the filirate. Centrifuge at full speed for

1 min.
This step helps to eliminate the chance of possible Buffer AW2 carryover.

Place the QlAamp Mini spin column in a clean 1.5 mlL microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QIAamp Mini spin column and add 150 pl Buffer AE or distilled water. Incubate at room
temperature (15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.
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Elution with 100 pL buffer increases the final DNA concentration in the eluate significantly
but may slightly reduce the overall DNA yield. Elution with volumes of less than 100 plL is

not recommended as the overall DNA yield decreases dramatically.

A second elution step with the same 150 pl eluate containing the DNA will increase yield

significantly. However this is not recommended when using the eluate for PCR.

For long-term storage of DNA, eluting in Buffer AE and placing at =30°C to —15°C is

recommended.

One buccal swab typically yields 0.5-3.5 pg of DNA in 150 plL of buffer (3-23 ng/pL),
with Aygo/Asgg ratios of 1.7-1.9 (measured in water).
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Protocol: DNA Purification from Buccal Swabs
(Vacuum Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from buccal
swabs using the QlAvac 24 Plus or equivalent vacuum manifold. For total DNA purification
using a microcentrifuge, see “Protocol: DNA Purification from Buccal Swabs (Spin Protocol)”

on page 53.

Important points before starting
 Due to the increased volume of Buffer AL that is required for the buccal swab protocol,
fewer preparations can be performed. Additional Buffer AL can be purchased separately.

* This protocol is recommended for the following swab types: C.E.P. (Omni Swabs from
Whatman Bioscience, www.whatman.com), cotton, and DACRON (Daigger, Puritan
applicators with plastic stick and cotton or DACRON tip from Hardwood Products

Company, www.hwppuritan.com, or from Hain Diagnostika, www.hain-diagnostika.de).

* To collect a sample, scrape the swab firmly against the inside of each cheek six times. Air-
dry the swab for at least 2 hours after collection. Ensure that the person providing the

sample has not consumed any food or drink in the 30 minutes prior to sample collection.
* All centrifugation steps are carried out at room temperature (15-25°C).
* For setup of the QlAvac 24 Plus, see page 28.

* Switch off the vacuum between steps to ensure that a consistent, even vacuum is applied

during protocol steps.
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Things to do before starting

Prepare a 56°C water bath for use in step 3.

Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution in

step 10.
Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1.

3.

58

Place buccal swab in a 2 mL microcentrifuge tube. Add 400 pL (cotton and DACRON
swab) or 600 pL (Omni Swab) PBS to the sample.

The Omni Swab is ejected into the microcentrifuge tube by pressing the stem end toward

the swab. Cotton or DACRON swabs are cut from the stick by hand or with scissors.

QIAamp Mini columns copurify RNA and DNA in parallel when both are present in the
sample. RNA may inhibit some downstream enzymatic reactions, but not the PCR itself. If
RNA-free genomic DNA is required, 4 pL RNase A stock solution (100 mg/mL) should be
added to the sample prior to the addition of Buffer AL.

Add 20 pL QIAGEN Protease stock solution (or proteinase K) and 400 pL (cotton or
DACRON swab) or 600 plL (Omni Swab) of Buffer AL to the sample. Mix immediately by

vortexing for 15s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed

immediately.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.

Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.
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Add 400 pL (cotton or DACRON swab) or 600 pL (Omni Swab) ethanol (96-100%) to the

sample, and mix again by vortexing.

Insert the QIAamp Mini column into a VacConnector on the QlAvac vacuum manifold.

Place an extension tube on the column. Seal unused Luer Adapters with Luer plugs.

Apply the mixture from step 4 to the QlAamp Mini column. Switch on the vacuum pump to
draw the lysate through the QIAamp Mini column. After the lysate has passed through the

QlAamp Mini column, switch off the vacuum pump.

Add 750 pL Buffer AW1 into the extension tube. Switch on the vacuum pump to draw
Buffer AW through the QlAamp Mini column. Switch off the vacuum pump. Carefully

remove the extension tube from the QlAamp Mini column and discard.

Add 750 pL Buffer AW2 without wetting the rim of the QlAamp Mini column. Leave the lid
of the QlAamp Mini column open and switch on the vacuum pump. After all of Buffer

AW?2 has been drawn through the spin column, switch off the vacuum pump.

Close the lid of the QlAamp Mini column, remove it from the vacuum manifold, and
discard the VacConnector. Place the QlAamp Mini column into a clean 2 mL collection
tube and centrifuge at 20,000 x g (14,000 rpm) for 1 min to dry the membrane

completely.

Place the QlAamp Mini column in a clean 1.5 mL microcentrifuge tube (not provided).
Discard the collection tube and the filtrate. Carefully open the QlAamp Mini column. Elute
the DNA with 150 plL Buffer AE or distilled water. Incubate at room temperature
(15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.

Elution with 100 pL buffer increases the final DNA concentration in the eluate significantly,
but may slightly reduce the overall DNA yield. Elution with volumes of less than 100 pL is

not recommended as overall DNA yield decreases dramatically.

A second elution step with the same 150 pl eluate containing the DNA will increase yield

significantly. However this is not recommended when using the eluate for PCR.
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For long-term storage of DNA, eluting in Buffer AE and placing at =30°C to —15°C is

recommended.

One buccal swab typically yields 0.5-3.5 pg DNA in 150 pL buffer (3-23 ng/pl), with
Ags0/Aogg ratios of 1.7-1.9 (measured in water).
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Protocol: DNA Purification from Dried Blood
Spots (QlAamp DNA Mini Kit)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from blood,
both untreated and treated with anticoagulants, which has been spotted and dried on filter
paper (Schleicher and Schuell 903).

Important point before starting

* All centrifugation steps are carried out at room temperature (15-25°C).

Things to do before starting
* Prepare an 85°C water bath for use in step 2, a 56°C water bath for use in step 3, and a
70°C water bath for use in step 4.

* Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution in

step 10.

e Ensure that Buffer AW 1 and Buffer AW2 have been prepared according to the instructions
on page 23.

¢ If a precipitate has formed in Buffer AL or Buffer ATL, dissolve by incubating at 56°C.

Procedure

1. Place 3 punched-out circles from a dried blood spot into a 1.5 mL microcentrifuge tube
and add 180 pl of Buffer ATL.

Cut 3 mm (1/8 inch) diameter punches from a dried blood spot with a single-hole paper

puncher.

2. Incubate at 85°C for 10 min. Briefly centrifuge to remove drops from inside the lid.
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Add 20 pl proteinase K stock solution. Mix by vortexing, and incubate at 56°C for 1 h.

Briefly centrifuge to remove drops from inside the lid.
The addition of proteinase K is essential.

Add 200 plL Buffer AL to the sample. Mix thoroughly by vortexing, and incubate at 70°C

for 10 min. Briefly centrifuge to remove drops from inside the lid.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed immediately

and thoroughly.
Do not add proteinase K directly to Buffer AL.

A white precipitate may form when Buffer AL is added to the sample. In most cases, the
precipitate will dissolve during incubation. The precipitate does not interfere with the

QIAamp procedure or with any subsequent application.

Add 200 pL ethanol (96-100%) to the sample, and mix thoroughly by vortexing. Briefly

centrifuge fo remove drops from inside the lid.
It is essential that the sample and ethanol are mixed thoroughly.

Carefully apply the mixture from step 5 to the QlAamp Mini spin column (in a 2 mL
collection tube) without wetting the rim. Close the cap, and centrifuge at 6000 x g
(8000 rpm) for T min. Place the QlAamp Mini spin column in a clean 2 mL collection tube

(provided), and discard the tube containing the filtrate.

Note: Flow through contains Buffer AL or Buffer AW and is therefore not compatible with
bleach.

Close each QlAamp Mini spin column to avoid aerosol formation during centrifugation.

Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW1 without
wetting the rim. Close the cap and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the
QIAamp Mini spin column in a clean 2 ml collection tube (provided), and discard the

collection tube containing the filtrate.
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8.

Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QIAamp Mini spin column in a new 2 ml collection tube (not
provided) and discard the old collection tube with the filtrate. Centrifuge at full speed for

1 min.

This step helps to eliminate the chance of possible Buffer AW2 carryover.

Place the QlAamp Mini spin column in a clean 1.5 ml microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QIAamp Mini spin column and add 150 pl Buffer AE or distilled water. Incubate at room
temperature (15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.

Three punched-out circles (3 mm diameter) typically yield 150 ng and 75 ng of DNA from
anticoagulated and untreated blood, respectively. If the yield from untreated blood is not

sufficient, use 6 circles per prep instead of 3.

The volume of the DNA eluate used in a PCR assay should not exceed 10%; for example,

for a 50 pL PCR, add no more than 5 pl of eluate.
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Troubleshooting Guide

This troubleshooting guide may be helpful in solving any problems that may arise. For more

information, see also the Frequently Asked Questions page at our Technical Support Center:

www.qiagen.com/FAQ/FAQList.aspx. The scientists in QIAGEN Technical Services are

always happy to answer any questions you may have about either the information and

protocols in this handbook or sample and assay technologies (for contact information, see

back cover or visit www.qiagen.com).

Comments and suggestions

Colored residues remain on the QlAamp Mini spin column after washing

Inefficient cell lysis due to
insufficient mixing of the sample

with Buffer AL

Inefficient cell lysis due to
decreased protease activity

No ethanol added to the lysate
before loading onto the QlAamp
Mini column

Buffer AW1 or AW?2 prepared
incorrectly

Little or no DNA in the eluate

Low concentration of cells or
viruses in the sample
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Repeat the DNA purification procedure with a new sample. Be sure to mix the
sample and Buffer AL immediately and thoroughly by pulse-vortexing.

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution
at 2-8°C immediately after use. Ensure that QIAGEN Protease is not added
directly to Buffer AL.

Repeat the purification procedure with a new sample.

Ensure that Buffer AW 1 and AW?2 concentrates were diluted with the correct
volumes of pure ethanol (see page 23). Do not use denatured alcohol, which
contains other substances such as methanol or methylethylketone. Repeat the
purification procedure with a new sample.

Concentrate a larger volume of a new cell- free sample to 200 plL using a
Centricon® 100 (Amicon, USA). Repeat the DNA purification procedure, adding
5-10 pg of carrier DNA to each lysate (see page 24) if the sample has a low
DNA content. If whole blood was used, prepare buffy coat (see procedure on

page 26).
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Comments and suggestions

Inefficient cell lysis due to
insufficient mixing with Buffer AL

Inefficient cell lysis due to
decreased protease activity

Inefficient cell lysis or protein
degradation in Buffer AL or Buffer
ATL due to insufficient incubation
time

Inefficient cell lysis due to
decreased protease activity

No ethanol added to the lysate
before loading onto the QlAamp
Mini column

Low-percentage ethanol used
instead of 100%

Isopropanol used instead of
ethanol with samples other than
blood or plasma

QlAamp Mini column not
incubated at room temperature
(15-25°C) for 1 min

DNA not eluted efficiently

pH of water incorrect (acidic)

Repeat the DNA purification procedure with a new sample. Be sure to mix the
sample and Buffer AL immediately and thoroughly by pulse-vortexing.

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution at
2-8°C immediately after use. Ensure that QIAGEN Protease is not added directly
to Buffer AL.

Repeat the procedure with a new sample. Ensure that the tissue sample is cut info
small pieces and extend the incubation time. Ensure that no residual particulates
are visible (bones or hair will not be lysed at all).

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution at
2-8°C immediately after use. Ensure that QIAGEN Protease is not added directly
to Buffer AL.

Repeat the purification procedure with a new sample.

Repeat the purification procedure with a new sample. Do not use denatured
alcohol, which contains other substances such as methanol or methylethylketone.

We strictly recommend the use of ethanol with all samples other than blood or
plasma (serum). The use of isopropanol results in reduced yields with all other
samples.

After addition of Buffer AE or water, the QIAamp Mini column should be
incubated at room temperature for at least 1 min.

To increase elution efficiency, pipet Buffer AE or water onto the center of the
QIAamp Mini column and incubate the column for 5 min at room temperature
before centrifugation.

Low pH may reduce DNA yield. Ensure that the pH of the water is at least 7.0 or
use Buffer AE for elution.
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Comments and suggestions

Buffer AW1 or AW?2 prepared

incorrectly

Buffer AW1 or AW?2 prepared
with 70% ethanol

Buffers AW1 and AW2 used in
the wrong order

Elution with too much Buffer AE

Check that Buffer AW1 and AW2 concentrates were diluted with the correct
volumes of pure ethanol (see page 23). Do not use denatured alcohol, which
contains other substances such as methanol or methylethylketone. Repeat the
purification procedure with a new sample.

Check that Buffer AW1 and AW2 concentrates were diluted with 96-100%
ethanol. Repeat the purification procedure with a new sample.

Ensure that Buffers AW 1 and AW2 are used in the correct order in the protocol.
Repeat the purification procedure with a new sample.

Elution with volumes of less than 200 pL increases the final DNA concentration in
the eluate, but slightly reduces the overall DNA yield (see Table 5 on page 36).
For samples containing less than 1 pg of DNA, elution in 50 pL of Buffer AE or
water is always recommended.

Ag0/Agg ratio for purified nucleic acids is low

Inefficient cell lysis due to
insufficient mixing with Buffer AL

Inefficient cell lysis due to
decreased protease activity

Inefficient cell lysis or protein
degradation in Buffer AL or Buffer
ATL due to insufficient incubation
time

No ethanol added to the lysate
before loading onto the QlAamp
Mini column

Low percentage ethanol used

instead of 100%

Buffer AW1 or AW?2 prepared

incorrectly
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Repeat the procedure with a new sample. Be sure to mix the sample and Buffer AL
immediately and thoroughly by pulse-vortexing.

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution at
2-8°C immediately after use. Ensure that QIAGEN Protease is not added directly
to Buffer AL.

Repeat the procedure with a new sample. Extend the incubation time. Take care
that no residual particulates are visible (bones or hair will not be lysed at all).

Repeat the purification procedure with a new sample.

Repeat the purification procedure with a new sample.

Check that Buffer AW1 and AW2 concentrates were diluted with the correct
volumes of pure ethanol (see page 23). Do not use denatured alcohol, which
contains other substances such as methanol or methylethylketone. Repeat the
purification procedure with a new sample.
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Comments and suggestions

Buffer AW1 or AW?2 prepared
with 70% ethanol

Buffers AW1 and AW2 used in
the wrong order

Check that Buffer AW 1 and AW?2 concentrates were diluted with 96-100%

ethanol. Repeat the purification procedure with a new sample.

Ensure that Buffers AW and AW?2 are used in the correct order in the protocol.
Repeat the purification procedure with a new sample.

Agp0/Agg0 ratio for purified nucleic acids is high

High level of residual RNA

Buffer AL added to the sample

In future DNA preparations, use the optional RNase step included in the protocols.

Always add RNase A first and vortex when before addition of RNase A using the
optional RNase A step.

DNA does not perform well in subsequent enzymatic reactions

Not enough DNA in sample

Inhibitory substances in
preparation

Residual Buffer AW?2 in the eluate

Buffers AW1 and AW2 used in
the wrong order

High level of residual RNA

Reduced sensitivity of
amplification reaction

Amplification reaction setup has
been modified

Check “Little or no DNA in the eluate” in this troubleshooting guide for possible
reasons. Increase the amount ofeluate added to the reaction, if possible. If
necessary, vacuum-concentrate the DNA or increase the amount of sample used,
and repeat the purification procedure. If the amount of purified DNA is still
expected to be low, reduce the elution volume to 50 L.

Lowering the elution volume will slightly reduce the overall yield, but will result in a
higher concentration of nucleic acids in the eluate (see Table 5 on page 36). DNA
remaining on the QlAamp Mini column can be recovered in a subsequent elution
step by applying the same eluate to the column.

Check “A260/A280 ratio for purified nucleic acids is low” for possible reasons

Use recommended drying step in the relevant protocol. Ensure that the QlAamp
Mini column does not come into contact with the filtrate prior to elution.

Ensure that Buffers AW and AW?2 are used in the correct order in the protocol.
Repeat the purification procedure with a new sample.

In future DNA preparations, use the optional RNase step included in the protocols.

Adjust the volume of eluate added as template in the amplification reaction.
Reoptimize the amplification system by adjusting the volume of eluate added.

Reoptimize the amplification system by adjusting the volume of eluate added.
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Comments and suggestions

White precipitate in Buffer ATL or Buffer AL

White precipitate may form after
storage at low temperature or
prolonged storage

Any precipitate in Buffer ATL or Buffer AL must be dissolved by incubation of the
buffer at 56°C. The precipitate has no effect on function. Dissolving the precipitate
at high temperature will not compromise yield or quality of the purified nucleic
acids.

White precipitate in steps 5 or 6 of the tissue protocol

White precipitate may form after
storage at low temperature or
prolonged storage

General handling

Lysate not completely passed
through the membrane

Clogged membrane

Cross contamination between
samples

Vacuum pressure too high/too
low
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In most cases the precipitate formed in step 5 will dissolve during incubation at
70°C. The precipitates do not interfere with the QIAamp procedure or with any
subsequent application.

Using spin protocol: Centrifuge for 1 min at through the membrane full speed or
until all the lysate has passed through the membrane.

Using vacuum protocol: Insufficient vacuum was applied or the lid of the QlAamp
Mini column was closed during the vacuum step. Increase the vacuum, and open
the lid while applying the vacuum. If the vacuum pressure cannot be increased,
place the QlAamp Mini column in a clean 2 mL collection tube, close the cap, and
centrifuge at 6000 x g (8000 rpm) for 3 min or until the lysate has completely
passed through the membrane. Place the QlAamp Mini column into another clean
2 mlL collection tube, and discard the tube containing the filtrate. Continue with
step 8 of the spin protocol on page 37.

Blood samples: Concentration of leukocytes in samples was greater than
5 x 10¢/200 pL. Dilute the sample with PBS and repeat the purification.

Plasma samples: Cryoprecipitates have formed in plasma due to repeated
freezing and thawing. Do not use plasma that has been frozen and thawed more
than once.

To avoid cross-contamination when handling QIAamp Mini columns, read
“Handling of QlAamp Mini columns” on page 26. Repeat the purification
procedure with new samples.

Using a vacuum pressure that is too high may damage the QlAamp membrane.
Using a vacuum pressure that is too low may cause reduced DNA yield and
purity. Use a vacuum regulator to adjust the pressure to —~800 to 900 mbar for all
vacuum steps.
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Appendix A: Determination of Concentration,
Yield, Purity, and Length of DNA

Determination of concentration, yield, and purity

DNA vyields are determined from the concentration of DNA in the eluate, measured by
absorbance at 260 nm. Purity is determined by calculating the ratio of absorbance at 260 nm
to absorbance at 280 nm. Pure DNA has an Aggp/Aggo ratio of 1.7-1.9. Absorbance
readings at 260 nm should lie between 0.1 and 1.0 to be accurate. Sample dilution should
be adjusted accordingly. Use elution buffer or water (as appropriate) to dilute samples and to
calibrate the spectrophotometer. Measure the absorbance at 260 and 280 nm, or scan
absorbance from 220-320 nm (a scan will show if there are other factors affecting
absorbance at 260 nm). Both DNA and RNA are measured with a spectrophotometer. To

measure only DNA, a fluorometer must be used.
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Determination of DNA length

The length of genomic DNA can be determined by pulsed-field gel electrophoresis (PFGE)
through an agarose gel. The DNA should be concentrated by alcohol precipitation and
reconstituted by gentle agitation in approximately 30 pL TE buffer, pH 8.0, for at least
30 minutes at 60°C. Avoid drying the DNA pellet for more than 10 minutes at room
temperature (15-25°C) since over-dried genomic DNA is very difficult to redissolve. Load

3-5 pg DNA per well. Standard PFGE conditions are as follows:

* 1% agarose gel in 0.5x TBE electrophoresis buffer*
* Switch intervals: 5-40 s

e Runtime: 17 h

Voltage: 170V

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles.
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Appendix B: Protocol for Cultured Cells

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from cultured

cells using a microcentrifuge.

Additional equipment and reagents required

« Phosphate buffered saline (PBS)

¢ Equipment for harvesting cells. Depending on the method chosen, one or more of the

following are required:
°  Microcentrifuge
° Trypsin and culture media*

o Cell scraper

Important points before starting

Do not use more than 5 x 10 cells (with a normal set of chromosomes).
¢ All centrifugation steps are carried out at room temperature (15-25°C).

e Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.

QIAamp DNA Mini and Blood Mini Handbook | 07/2025 71



Things to do before starting

Heat a water bath or heating block to 56°C.

Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution.

Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1.
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Harvest cells according to step a (for cells grown in suspension) or b (for cells grown in a

monolayer).

a.

Cells grown in suspension (do not use more than 5 x 10° cells with a normal set of
chromosomes): Determine the number of cells. Centrifuge the appropriate number of
cells for 5 min at 300 x g in a 1.5 mL microcentrifuge tube. Remove the supernatant

completely and discard, taking care not to disturb the cell pellet. Continue with step 2.

Cells grown in a monolayer (do not use more than 5 x 10° cells with a normal set of
chromosomes): Cells grown in a monolayer can be detached from the culture flask by

either trypsinization or using a cell scraper.
To trypsinize cells:

Determine the number of cells. Aspirate the medium and wash cells with PBS. Aspirate
the PBS, and add 0.10-0.25% trypsin. After cells have detached from the dish or
flask, collect them in medium and transfer the appropriate number of cells (do not use
more than 5x 10° cells with a normal set of chromosomes) to a 1.5mlL
microcentrifuge tube. Centrifuge for 5 min at 300 x g. Remove the supernatant

complerely dn IscCard, raKing care nofr 1o aistur e ce ellef. Lonfinue wiin sie .
pletely and discard, taking t to disturb the cell pellet. Conti ith step 2
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Using a cell scraper:

Detach cells from the dish or flask. Transfer the appropriate number of cells (do not
use more than 5x10° cells with a normal set of chromosomes) to a 1.5mlL
microcentrifuge tube and centrifuge for 5 min at 300 x g. Remove the supernatant

completely and discard, taking care not to disturb the cell pellet. Continue with step 2.
2. Resuspend cell pellet in PBS to a final volume of 200 pL.
3. Add 20 pL QIAGEN Protease or proteinase K.

4. Continue with step 3 of “Protocol: DNA Purification from Blood or Body Fluids (Spin
Protocol)”, page 37.
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Appendix C: Protocols for Bacteria

These protocols have been used successfully for bacteria such as Escherichia coli, Bacillus
subtilis, and Bordetella pertussis from nasopharyngeal swabs; Borrelia burgdorferi from
cerebrospinal fluid; and Legionella pneumophila from broncho-alveolar lavage. For other
bacteria, follow the protocol for Gram-positive bacteria, especially other Gram-positive

bacteria, which may be difficult fo lyse.

For isolation of bacterial DNA from urine, either follow the protocol for biological fluids, or
use the QlAamp Viral RNA Mini Kit. Urine contains numerous unidentified PCR inhibitors.
Buffer AVL (included in the QlAamp Viral RNA Mini Kit) is the buffer of choice to destroy these

inhibitors.

Some bacteria (particularly Gram-positive bacteria) require pre-incubation with specific
enzymes such as lysozyme” or lysostaphin* (e.g., staphylococci) to lyse the rigid multilayered

cell wall. In these cases the protocol for Gram-positive bacteria should be used.

Additional reagents required

* For swabs: Phosphate-buffered saline (PBS)* containing a common fungicide*

 For Gram-positive and difficult-to-lyse bacteria: 20 mg/mL lysozyme or 200 pg/mlL
lysostaphin solution in 20 mM Tris-Cl,* pH 8.0, 2 mM EDTA,* 1.2% Triton®*

*When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.

74 QIAamp DNA Mini and Blood Mini Handbook | 07/2025



Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
¢ Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

* Avoid repeated freezing and thawing of stored samples, since this leads to reduced DNA

size.

Things to do before starting

* Equilibrate the sample to room temperature (15-25°C).
* Heat 2 water baths or heating blocks: one to 56°C and one to 70°C.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution.

¢ Ensure that Buffers AW1 and AW2 have been prepared according to the instructions on
page 23.

¢ If a precipitate has formed in Buffer ATL or Buffer AL, dissolve by incubating at 56°C.

Isolation of bacterial DNA from biological fluids

1. Pellet bacteria by centrifugation for 10 min at 5000 x g (7500 rpm).
2. Resuspend bacterial pellet in 180 pL Buffer ATL (supplied in the QlAamp DNA Mini Kit).

3. Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).
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Isolation of bacterial DNA from eye, nasal, pharyngeal, or other swabs’
1. Collect samples and place in 2 mL PBS containing a common fungicide. Incubate for
several hours at room temperature (15-25°C).

2. Follow the biological fluids protocol above from step 1.

Isolation of genomic DNA from bacterial plate cultures

1. Remove bacteria from culture plate with an inoculation loop and suspend in 180 pL of
Buffer ATL (supplied in the QlAamp DNA Mini Kit) by vigorous stirring.

2. Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).

Isolation of genomic DNA from bacterial suspension cultures

1. Pipet 1 mL of bacterial culture into a 1.5 mL microcentrifuge tube, and centrifuge for 5 min
at 5000 x g (7500 rpm).

2. Calculate the volume of the pellet or concentrate and add Buffer ATL (supplied in the
QIAamp DNA Mini Kit) to a total volume of 180 pL.

3. Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).

*See also “Protocol: DNA Purification from Buccal Swabs (Spin Protocol)” on page 53.
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Isolation of genomic DNA from Gram-positive bacteria

1.
2.

Pellet bacteria by centrifugation for 10 min at 5000 x g (7500 rpm).

Suspend bacterial pellet in 180 plL of the appropriate enzyme solution (20 mg/ml
lysozyme or 200 pg/mL lysostaphin; 20 mM Tris-HCl, pH 8.0; 2 mM EDTA;1.2% Triton).

Incubate for at least 30 min at 37°C.

Add 20 pL proteinase K and 200 pL Buffer AL. Mix by vortexing.
Incubate at 56°C for 30 min and then for a further 15 min at 95°C.
Note: Extended incubation at 95°C can lead to some DNA degradation.
Centrifuge for a few seconds.

Follow the “Protocol: DNA Purification from Buccal Swabs (Spin Protocol)” from step 6
(page 47).
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Appendix D: Protocol for Yeast (e.g., Cultured
Candida spp.)

Additional reagents required

« Sorbitol buffer (1 M sorbitol, 100 mM EDTA, 14 mM &mercaptoethanol)’

* Zymolase or lyticase*

Important points before starting

¢ Lysis time and yield will vary from sample to sample depending on the cell number and
species processed. A total of 3 mL of log-phase culture will yield approximately 15-25 pg
of DNA in 400 pl of water (37-62 ng/pl), with an Aygo/Argg ratio of 1.6-1.8.

¢ A third elution with 200 pL of Buffer AE or water will increase yield.
* All centrifugation steps are carried out at room temperature (15-25°C).
e Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

¢ Avoid repeated freezing and thawing of stored samples, since this leads to reduced DNA

size.

*When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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Things to do before starting

Equilibrate the sample to room temperature (15-25°C).
Heat three water baths or heating blocks: one to 30°C, one to 56°C, and one to 70°C.
Equilibrate Buffer AE or distilled water to room temperature for elution.

Ensure that Buffers AW1 and AW2 have been prepared according to the instructions on
page 23.

If a precipitate has formed in Buffer ATL or Buffer AL, dissolve by incubating at 56°C.

Procedure

Grow yeast culture in YPD medium to an OD600 of 10.
Harvest 3 mL of culture by centrifuging for 10 min at 5000 x g (7500 rpm).

Resuspend the pellet in 600 plL sorbitol buffer. Add 200 U zymolase or lyticase and
incubate at 30°C for 30 min.

Pellet the spheroplasts by centrifuging for 5 min at 5000 x g (7500 rpm).
Resuspend the spheroplasts in 180 plL Buffer ATL (supplied in the QlAamp DNA Mini Kit).

Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).

QIAamp DNA Mini and Blood Mini Handbook | 07/2025 79



Appendix E: Protocols for Viral DNA

For simultaneous purification of viral DNA and RNA from plasma or serum, we recommend
using the QlAamp MinElute Virus Vacuum Kit or the QlAamp MinElute Virus Spin Kit. These
kits provide viral nucleic acid purification with minimal elution volumes for higher sensitivity in
downstream applications. All buffers and components of these kits are guaranteed to be
RNase free. Viral nucleic acid purification using the QIAamp MinElute Virus Spin Kit can be

fully automated on the QlAcube for increased standardization and ease of use.

Important points before starting

e Stool, plasma, serum, urine, cerebrospinal fluid, and other body fluids often contain very
low numbers of cells or viruses. In these cases, concentrating samples from up to 3.5 mL to
a final volume of 200 pl, as described in the “Appendix J: Protocol for Sample

Concentration” on page 93, is recommended.
¢ All centrifugation steps are carried out at room temperature (15-25°C).

 Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

Things to do before starting

e Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.
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Integrated viral DNA

Integrated viral DNA is prepared by the same procedures as genomic DNA (see standard

protocols).

Free viral DNA from fluids or suspensions

For preparation of DNA from free viral particles in fluids or suspensions (other than urine)
using the “Protocol: DNA Purification from Blood or Body Fluid” protocols we recommend the
addition of 1 plL of an aqueous solution containing 5-10 pg of carrier DNA (e.g., poly dA,
poly dT, poly dA:dT)* to 200 pL Buffer AL.

To ensure binding conditions are optimal, increase the volume of ethanol added at step 6 from

200 to 230 pL.

Elution should be in 60 pL Buffer AE.

Free viral DNA from stool

Additional equipment and reagents required

e 0.89% saline solution

e 0.22 pm filter
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Procedure

1.
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Suspend 0.5-1.0 mL of a stool specimen in not more than 5 mL of 0.89% NaCl (maximum

dilution 1:10).
Clarify the solution by centrifugation for 20 min at 4000 x g.
Filter supernatant through a 0.22 pm filter.

Filiration will remove cells from the sample, eliminating cellular DNA from the

preparation.

Pipet 200 pL of the filtrate into a 1.5 mL microcentrifuge tube. Add 20 plL QIAGEN
Protease and continue with the “Protocol: DNA Purification from Blood or Body Fluids

(Spin Protocol)” from step 3 (page 37).
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Free viral DNA from eye, nasal, pharyngeal, or other swabs

Additional reagent required

« Phosphate-buffered saline (PBS) containing a common fungicide”

Procedure

e Collect samples and transfer to 2 mL PBS containing a common fungicide and bactericide.

Incubate for 2-3 hours at room temperature (15-25°C).

 Concentrate the samples from 2 mL to 200 pL as described in the “"Appendix J: Protocol

for Sample Concentration” on page 93.

e Pipet 200 pL concentrate into a 1.5 ml microcentrifuge tube. Add 20 pL QIAGEN
Protease and continue with the “Protocol: DNA Purification from Blood or Body Fluids

(Spin Protocol)” from step 3 (page 37).

Viral DNA from urine

* Use the QlAamp Viral RNA Mini Kit. Urine contains numerous unidentified PCR inhibitors.
Buffer AVL (included in the QlAamp Viral RNA Mini Kit) is the buffer of choice to inactivate

these inhibitors.

¢ Eluting the DNA in 50-100 L elution buffer or water is recommended.

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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Appendix F: Protocols for Eye, Nasal, or
Pharyngeal Swabs

Stool, plasma, serum, urine, cerebrospinal fluid, and other body fluids often contain very low
numbers of cells or viruses. In these cases, concentrating samples from up to 3.5 ml to a final
volume of 200 pl, as described in the “Appendix J: Protocol for Sample Concentration” on

page 93, is recommended.

DNA viruses

See “Appendix E: Protocols for Viral DNA” on page 80.
Bacteria

See “Appendix C: Protocols for Bacteria” on page 74.

Cells

Additional reagent required

e Phosphate-buffered saline (PBS) containing a common fungicide

Important points before starting

* All centrifugation steps are carried out at room temperature (15-25°C).

e Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).
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Things to do before starting

« Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
* Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

* If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure
1. Collect samples and transfer into 2 mL PBS containing a common fungicide and

bactericide. Incubate for 2-3 h at room temperature (15-25°C).

2. Concentrate the samples from 2 mL to 200 pL as described in the “Appendix J: Protocol
for Sample Concentration” on page 93. Alternatively pellet the cells by centrifuging for

10 min at 5000 x g (7500 rpm).

3. Pipet 200 pL concentrate into a 1.5 mL microcentrifuge tube. Alternatively resuspend the
cell pellet in 200 pL PBS. Add 20 pL QIAGEN Protease and continue with the “Protocol:
DNA Purification from Blood or Body Fluids (Spin Protocol)” from step 3 (page 37).

Eluting the DNA in 50-100 pL of Buffer AE or water is recommended.
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Appendix G: Protocol for Mitochondrial DNA
from Platelets

Additional reagent required

* Due to the increased volumes of Buffer AL and QIAGEN Protease that are required for the
following protocol, fewer preparations can be performed. Additional Buffer AL and

QIAGEN Protease can be purchased separately.

Important point before starting

* All centrifugation steps are carried out at room temperature (15-25°C).

Things to do before starting

* Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
* Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

* If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1. Draw blood in the presence of a common anticoagulant.

2. Take 8 mlL of the blood and prepare platelet-rich plasma by centrifugation at 100 x g for
15 min at room temperature (15-25°C).
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10.

Transfer upper layer into a new tube and remove residual blood cells by centrifugation at

200 x g for 10 min at room temperature.
Transfer supernatant to a new tube.

Add 400 pL platelet suspension to a 1.5 mL microcentrifuge tube containing 40 plL
QIAGEN Protease or proteinase K. Add 400 pL Buffer AL and mix thoroughly by

vortexing.
Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.

Add 400 plL ethanol (96-100%), and mix again by vortexing. Briefly centrifuge to remove
drops from inside the lid.

Apply 620 pl of the lysate to the QlAamp Mini spin column (in a 2 mL collection tube)
without wetting the rim. Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min.
Place the QlAamp Mini spin column in a clean 2 mL collection tube (provided), and

discard the tube containing the filtrate.”

Apply the remainder of the lysate to the QlAamp Mini spin column without wetting the rim.
Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the QlAamp Mini

spin column in a clean 2 mL collection tube, and discard the tube containing the filtrate.

Continue with step 8 of the “Protocol: DNA Purification from Blood or Body Fluids (Spin
Protocol)” (page 37).

Eluting the DNA in 50-100 plL of Buffer AE or water is recommended.

*Flow-through contains Buffer AL or Buffer AW 1 and is therefore not compatible with bleach. See page 8 for safety
information.
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Appendix H: Protocol for CSF and Bone Marrow
on Hematological Slides

Additional equipment and reagents required

e Phosphate-buffered saline (PBS)

¢ Clean microscope slide

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).

* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

Things to do before starting

* Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.
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Procedure

1. Moisten the dried material with a drop of PBS.
Add 180 pL PBS to a 1.5 mL microcentrifuge tube.
Scrape cytological material into the microcentrifuge tube using the edge of a clean slide.

Dissolve the resulting sludge by pipetting up and down.

O > N

Add 20 pL QIAGEN Protease and continue with the “Protocol: DNA Purification from
Blood or Body Fluids (Spin Protocol)” from step 3 (page 37).
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Appendix |: Protocol for Crude Cell Lysates and
Other Samples

For preparation of genomic DNA from samples other than those listed in this handbook or for

which specialized protocols are not available, the following procedure is recommended.

QIAGEN is continuously developing and optimizing QlAamp protocols for new sample
sources not included in this handbook. Additional preliminary protocols developed by
customers are available for bone, hair, nails, sperm, fungi, and many other sample types.
Please contact one of our Technical Service Departments or your local distributor (see back

cover or visit www.giagen.com) for more information.

Additional reagent required

« Cell lysis buffer”

Important points before starting

» Optimal lysis conditions must first be found for the specific sample being processed.

QIAamp lysis buffers are not suitable for all sample sources.
* All centrifugation steps are carried out at room temperature (15-25°C).

¢ Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles.
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Things to do before starting

Equilibrate samples to room temperature (15-25°C).
Heat a water bath or heating block to 56°C.
Equilibrate Buffer AE or distilled water to room temperature for elution.

Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 37.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

N o O A~ W

Lyse sample in the sample-specific lysis buffer in as small a volume as possible (200 pL of

lysis buffer is optimal).

Estimate the volume of the lysate.

Add 20 pl proteinase K per 200 pl lysate.

Add 200 pL Buffer AL per 200 pL lysate.

Mix immediately by pulse-vortexing for 15 s.

Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.

Check the pH of the lysate. The pH must be acidic (<7.0) to obtain maximum binding of
DNA to the QlAamp membrane.

Add 200 pl ethanol (96-100%) per 200 pL lysate, and mix again by pulse-vortexing for

15 s. Briefly centrifuge to remove drops from inside the lid.
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9.

Apply 620 pl of the lysate to the QlAamp Mini spin column (in a 2 mL collection tube)
without wetting the rim. Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min.
Place the QlAamp Mini spin column in a clean 2 mL collection tube (provided), and

discard the tube containing the filtrate.”

Repeat step 9 until the whole lysate is loaded. A maximum of 5 x 620 pL can be loaded

onto the QlAamp Mini spin column.

Continue with step 8 of the “Protocol: DNA Purification from Blood or Body Fluids (Spin
Protocol)” (page 37).

Note: Yields will vary from sample to sample depending on the cell number and species

processed.

*Flow-through contains Buffer AL or Buffer AW1 and is therefore not compatible with bleach.
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Appendix J: Protocol for Sample Concentration

Plasma, serum, urine, cerebrospinal fluid, and other body fluids often contain very low
numbers of cells, bacteria, or viruses. In these cases, concentrating samples from up to 3.5 mL

to a final volume of 200 pl is recommended.

Additional equipment required

e Centrifugal microconcentrators such as Amicon® Centricon- 100 (Millipore, 2 mlL),
Microsep 100 (Filtron, 3.5 ml), and UltraFree® CL (Millipore, 2 mL), or equivalents from

other suppliers

Procedure

1. Apply up to 3.5mlL sample to the microconcentrator, according to manufacturer’s
instructions.

2. Centrifuge according to manufacturer’s instructions to a final volume of 200 pL.

3. It may not always be possible to concentrate samples to 200 pL due to the high viscosity of

the sample (e.g., plasma). In these cases, centrifugation for 6 h is recommended.

4. Pipet 200 pL concentrate into a 1.5 mL microcentrifuge tube and follow the appropriate

QIAamp protocol for the specific sample.
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Ordering Information

Product Contents Cat. no.

EZ2 RNA/miRNA Tissue/Cells For 48 preps: EZ2 RNA/miRNA Tissue/Cells cartridge, Filter Tips 050035

Kit (48) and Holders, Tubes, RNase-free DNase, Buffer RLT, Proteinase K
Benchtop instrument for automated isolation of nucleic acids from

EZ2 Connect up to 24 samples in parallel, using sealed prefilled cartridges; 9003210
includes 1-year warranty on parts and labor

Accessories and reagents

6”&30:5' Tissue Reagent For immediate stabilization of DNA, RNA, and protein in tissues 76405

RNAprotect Tissue Reagent For stabilization of RNA in 25 x 200 mg tissue samples: 50 mL 76104

(50 mL) RNAprotect Tissue Reagent

RNAprotect Tissue Reagent For stabilization of RNA in 125 x 200 mg tissue samples: 250 mL 76106

(250 ml) RNAprotect Tissue Reagent

RNAprotect Cell Reagent

(250 ml) 250 mL RNAprotect Cell Reagent 76526

- 50 Disposable Filter-Tips, 50 Disposable Tip Holders; additional
Filter Tips and Holders, EZ1 (50) tips and holders for use with EZ1, EZ1&2 and EZ2 Kits 994900
. . Genome-wide, bicinformatically validated primer sets for use in
QuantiTect Primer Assay (200) SYBR Green-based realtime RT-PCR on any cycler 249900
QuantiTect Reverse Transcription  For fast and convenient procedure for cDNA synthesis with
) . ; 205311

Kit (50) integrated genomic DNA removal

QlAshredder (50) 5(? fhsposable celllysate homogenizers for use in nucleic acid 70654
minipreps

QlAshredder (250] 250 disposable cell-lysate homogenizers for use in nucleic acid 70656
minipreps

Instruments

TissueRuptor I Handheld rotor-stator homogenizer, 5 TissueRuptor Disposable 0002755
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Product Contents Cat. no.

Bead mill with touch screen for simultaneous disruption of up to 192 0003240

Tissuelyser IlI
samples

Tissuelyser LT Compact bead mill for simultaneous disruption of up to 12 samples 85600

For up-to-date licensing information and product-specific disclaimers, see the respective
QIAGEN kit handbook or user manual. QIAGEN kit handbooks and user manuals are
available at www.qiagen.com or can be requested from QIAGEN Technical Services or your

local distributor.
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Document Revision History

Date Changes

06/2023 Added line under Ordering Info for QlAamp DNA Blood Mini QlAcube Kit (240) (Cat. no. 51126)

03/2024 o Added cat.no to kits, buffers accessories and enzymes. Updated references to kits. Removed one
section in Appendix section.

o Added Proteinase K in Kit Contents section.
o Added kit compatibility with both QlAcube classic and QlAcube Connect
« Added specific description on the functionality of QlAamp DNA Blood Mini QlAcube Kit.

o Added specific description on the preinstalled protocol configurations of the QlAcube instruments.

07/2025 Corrected links of section all throughout the handbook.
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Limited License Agreement forQlAamp DNA Mini Kit and QlAamp DNA Blood Mini Kit

Use of this product signifies the agreement of any purchaser or user of the product to the following terms:

1.

The product may be used solely in accordance with the protocols provided with the product and this Instructions for
Use and for use with components contained in the kit only. QIAGEN grants no license under any of its intellectual
property fo use or incorporate the enclosed components of this kit with any components not included within this kit
except as described in the protocols provided with the product, this Instructions for Use, and additional protocols
available at www.qiagen.com. Some of these additional protocols have been provided by QIAGEN users for
QIAGEN users. These protocols have not been thoroughly tested or optimized by QIAGEN. QIAGEN neither
guarantees them nor warrants that they do not infringe the rights of third-parties.

Other than expressly stated licenses, QIAGEN makes no warranty that this kit and/or its use(s) do not infringe the
rights of third-parties.

This kit and its components are licensed for one-time use and may not be reused, refurbished, or resold.
QIAGEN specifically disclaims any other licenses, expressed or implied other than those expressly stated.

The purchaser and user of the kit agree not to take or permit anyone else to take any steps that could lead to or
facilitate any acts prohibited above. QIAGEN may enforce the prohibitions of this Limited License Agreement in any
Court, and shall recover all its investigative and Court costs, including attorney fees, in any action to enforce this
Limited License Agreement or any of its intellectual property rights relating to the kit and/or its components.

For updated license terms, see www.qiagen.com.

Trademarks: QIAGEN®, QIAamp®, QlAcube®, FlexiGene®, Gentra®, Puregene®, InhibitEX®, MinElute®, TissueRuptor®
(QIAGEN Group); Amicon®, Centricon®, UliraFree® (Merck KGaA); DACRON® (INVISTA North America S.AR.L.
Corporation); Puritan® (Puritan Medical Products Company); Triton® (Union Carbide Corp.); Tween® (ICI Americas Inc.).
Registered names, trademarks, etc. used in this document, even when not specifically marked as such, are not to be

considered unprotected by law.

07/2025 HB-0329-007 © 2025 QIAGEN, all rights reserved.
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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi 1 0603Ha4YeHus:

BKO - BHYTPEHHUI KOHTPONbHbIA 06pasel,
B— - oTpULaTenbHbIA KOHTPOSb 3KCTPAKLUK
K+ - NONOXUTESbHbLIN KOHTpOIb [LIP
K— - oTpuuartenbHbli KoHTponb MLP
HK - HykneuHoBble kucnotbl (PHK/OHK)
MKO - NONOXNTENbHbIN KOHTPOSbHLIN 06pa3sel,
MnupP - nonnMepasHag uenHasg peakums
®BYH LIHAM - hegepanbHoe BogKeTHOE yupexaeHne Haykm «LleHTpanbHbIn
35 Hay4YHO-UccnenoBaTeNbCKUN UHCTUTYT ANNOEMNOSTOTUN»
nMaemMmonormm g
depepanbHon cnyxbbl N0 HaA30py B chepe 3amnTbl NpaB
PocnoTtpebHaasopa o
noTpebutenen n bnarononyyns Yyenoseka
FRT - oriyopecLeHTHas AeTeKUNA B peXNME «peanbHOro BpemMeHmn»
HA3HAYEHUE

HaGop peareHtoB «AMnnuCeHc® Coxiella burnetii-FL»
npeaHasHavyeH ans BbigBneHuss [JHK Coxiella burnetii B knewakx,
buonorndyeckom Matepuane oT nwogen  (KpoBb,  MOKpOTa,
NPOMbIBHbIE BOAbl OPOHXOB, NIMKBOP, CEKUMOHHbIN MaTepwuan) u
mMatepuane oOT J>KMBOTHbIX (KPOBb, CEKLUMOHHbLIA Martepuan,
nnadeHta wn  abopTmBHbIM  mMmaTtepuan) Metogom TP ¢
rmopunansaumnoHHoO-prIyopecueHTHOM aetekumnen NPOOYKTOB
amnnudukayumn.

BHUMAHMUE! Pesynbtatol lLUP-uccnegosaHus y4duTtbiBalOTCA B
KOMMMNEKCHO AnarHocTuke 3abonesaHus.”

NMPUHUUIN METOOA

BoiasneHne Coxiella burnetii MmeTogom nonumepasHoOu UENMHOW
peakunun (IMNLUP) ¢ rmbpuansauMoHHO-NyopecLeHTHON aeTekumnen
BKMovYaeT B cebs Tpu aTana: akcTpakumio OHK u3 obpasuos
Bbuonornyeckoro matepwuana, lNUP-amnnugukaunto ydactka OHK
OAHHOr0 MUKpoopraHuama u rmbpunansaumoHHO-NyoOpPECUEHTHYIO
OeTekumo, KoTopada npomsBoauTcs HenocpeacTteeHHo B xode [LP
(dbopmaT FRT). OkcTtpakuusa OHK n3 6uonorndeckoro martepuana
NpOBOANTCA B MPUCYTCTBUM BHYTPEHHErO KOHTPOSbHOro obpasua
(BKO STI-87), koTOpbIn NO3BOMSET KOHTPONMPOBATb BbINOMHEHME
npouenypbl wUccnegoBaHWA AONs Kaxgoro obpasua. 3atem C
nofny4yeHHbIMN npobaMmn NpoBOAUTCA peakuust amniundukauum
ydactka [JHK Coxiella burnetii npy nomowm cneundmnyHbIX K 9TOMY

! B cooTBeTCTBUM € AnpekTMBOI EBponelickoro Cotosa 98/79/EC
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ydactky OHK npanmepos n depmeHta TagF-nonumepasbl. B
COCTaBe peakuMOHHOW CMecCu MpucyTcTByeT ryopecLeHTHO-
MEYEHbIN OSIMTOHYKNEOTUAHLIA 30HA, KOTOPbIA rMbpuansyeTtca C
KOMMyieMeHTapHbIM ydacTkom amnnndguumpyemon OHK-muweHn, B
pesynbTate 4ero nNpoOMCXOoAUT HapacCTaHMe  UHTEHCUMBHOCTU
donyopecueHuMn. 3TO NO3BOMSAET pPEerncTpupoBaTb HaKOMfeHne
cneundunyecknx npPoAYKTOB amMnindukaunm nytem UsMepeHus
MHTEHCUBHOCTHU donyopecuUeHTHbIX CUrHarnos. HeTtekumsa
donyopeCUEeHTHbIX CUrHanoB npu ucnonb3oBaHun dopmata FRT
npoucxogut HenocpeactseHHo B xoge [TIUP ¢ nomowbio
amnnudukatopa ¢ cuctemMomn getekumnm onyopecueHTHOro curHana
B peXnMe «peanbHOro BpeMeHmy.

POPMATbI N ®OPMbI BbIlTYCKA HABOPA PEATEHTOB
HaGop peareHTOB Bbinyckaetca B 1 oopmare.

dopmar FRT
Habop peareHTOB BbinyckaeTcsa B 3 oopmMax KOMMIieKTaunu:
Popma 1 Bkw4vaetr KomrsiekTt peareHtoB «[l1LP-komnnekT»
BapuaHT FRT-50 F.
Popma 2 BknoyaeT komnnekTol peareHToB «PUBO-npen» BapmnaHT
50, «MUP-komnnekT» BapmaHT FRT-50 F.
Popma 3 BkoYaeT Habopbl peareHTOB ONTOM, pacgacoBaHHbIe MO
OTAenbHbIM peareHTam, C MapKMPOBKOW peareHToB Ha UX ONMTOBOM
doacoske.

dopma kKomnnektaumn 1 npegHasHayeHa AOns NpoBedeHud
amnnudpukaumm OHK Coxiella burnetii ¢ rmbpuansaumoHHo-
donyopecueHTHON OeTeKUMENn B pPexmme «peasribHOro BpeMEeHUn».
Ona nposegeHuss nonHoro [1LP-uccnegosaHna Heobxoanmo
NCNob3oBaTb KOMMMEKTbl peareHToB Anda akctpakuum PHK/OHK,
peKoMeHOBaHHbIe dBYH LHAU AnNmaemMmmnonornu
PocnoTtpebHansopa.

dopma Komnnekraumn 2 npegHasHayeHa [Ans  npoBeneHus
nonHoro lNUP-nccnenosanusa, skrnovatowero akctpakuyuo OHK us
buonornyeckoro wmartepuana wu amnnudpukaumio OHK Coxiella
burneti ¢ rmMbpnamMszaumMoHHO-(pNyopecueHTHON aOeTekunen B
pexXume «peanbHOro BpEMEHNY.

dopma KoMnnekTaumm 3 npegHa3sHa4vyeHa ang
NPON3BOACTBEHHbLIX LeNen ans nocnegyrwen MapKUpoBKM Ha
A3blKe 3aKa34yMKa 1 KoMmnnekrtayum no Habopam.
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BHAMAHUE! dopma komnnektaumm 3 MCNONb3yeTCs TOMbKO B
COOTBETCTBMW C perfiaMmeHToMm, yteepxaeHHbim @OBYH LHNAW
anuagemuonornn PocnoTpebHaasopa.

AHAJIMTUYECKUE XAPAKTEPUCTUKA
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bup
ounonornyeckoro | Komnnekr
KomnnekT onsa AHanuTu4yeckasn
maTepuana ans NMpoGonoaroToBka
amnnudmkaumm | YyBCTBUTENb-
(o6Bbem BblAeneHus 2 maTtepuana
o M AeTeKuumn HocTb", 3/Mmn
uccnegyemMmom PHK/OHK
npoo6hbl)
-Knewm poga
Dermacentor [aHHas
(S50 mkn YYBCTBUTENBHOCTb
Knewiesoun AocTuraeTcs npu
CyCneH3um); cobnioaeHum
-KpOBb «ILIP-komnnexr» HUXKEN3NOXKEHHbIX
POE «PUBO- BapuaHT FRT-50 5
(nenkouuTapHas noen» = 5x10 npasun
dpakumsi KpoBM, P npo6onoaroToBKM
200 mkn); dnomaTtepuana u
-10 % cycneHsus pekoMeHayemMoMm
TKaHel nccnegyemom
ceneseHkn u ob6beme nNpoobbI
ne4veHn (50 mkn)

AHanutn4yeckas cneunPuUYHOCTb

AHanuTnyeckas cneunduyHoOCTb M3y4eHa Ha  OakTepuax
Rickettsia conorii ssp. Caspia, Ehrlichia muris n Francisella
tularensis, a Takke Bupycax — Bupyce 3anagHoro Hwuna, Bupyce
KpbiMmckon-KoHro remopparnyeckomn nuxopankm n Herpesvirus.

Mpwn paboTe C PHK/OHK BblLLEeNepeYnCIieHHbIX
MukpoopraHnamos, a Takke OHK uyenoseka, OHK knewen n OHK
rPbI3YHOB HE BbISIBIEHO JTOXKHOMOJSIOXKUTESbHbBIX Pe3yfibTaToB.

MEPbI MPEOOCTOPOXHOCTH
B3atne, xpaHeHne maTepuana, TpaHcnopTupoBaHue Ha
uccriegosaHne M paboTy € HMM MpPOBOAAT B COOTBETCTBUMM C

NHCTPYKTUBHO-METOANYECKNMN OOKYMEHTaMMU,
pernaMmeHTnpyowmmMm BolinonHeHne ncenegosanum: Cl 1.3. 1285-3
«be3onacHocTb paboTbl €  MUKpoopraHmamamu |-l rpynn

naToreHHocTn (onacHoctn)», MY 1.3.2569-09 «OpraHunsauyus

2 KonnyecTBO reHOMHbIX 3KBMBANEeHTOB MukpoopraHmama (FQ) B 1 mn obpasua uccnemyemoro
maTepuana.
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paboTbl nabopaTtopuin, MUCNONb3YLWMX MeToAbl amniandukauum

HYKNEWHOBbLIX KUCMOT nNpu paboTe C MaTepuanom, cogepkallinm

MUKpoopraHuambl -1V rpynn natoreHHoctn» u CI1 1.2.036-95

«lMopsagok ydeTa, XpaHeHuda, nepedavynm M TpPaAHCNOPTUPOBAHUS

MUKpoopraHmamos |-IV rpynn natoreHHoCTn».

[Mpn paboTe HeobxoaMMO BbINOSHATL cneaytowme TpeboBaHuS:

- Cnepyetr paccmaTtpumBaTb  uccriegyemble  obpasubl  Kak
NoTeHUManbHO WHQEKUMOHHbIE ©n paboTatb C HUMKU B
buonornyeckom kabuHete B cootBetctBuM CI1 1.3. 1285-3
«besonacHocTb paboTbl € MukpoopraHuamamun |-l rpynn
NaTOreHHOCTU (ONacHOCTWN)»

- Ybupatb W age3uHpuuupoBaTb pasnuTble obpasubl MU
peakTMBbl, WUCNOMb3ya  Ae3nHduumpylowme cpeactea B
cootBeTcTBMN ¢ CI1 1.3. 1285-3 «besonacHocTb paboTbl C
MUKpoopraHuamamu |-l rpynn naToreHHOCTn (ONacHOCTU)».

- JlabopaTtopHbin npouecc AomkeH OblTb OAHOHaMNPaBfEHHLIM.
AHanms npoBoaMTCSA B OTAESbHbIX NOMELLEHUsX (30Hax). PaboTy
cnegyeT HauyvHatb B 3o0He Bbloenenusi, npogomkaTe B 30HE
AmMnnudpumkaumm un  Hetekumn. He BosBpawartb obpasusl,
obopyaoBaHne N peakTuBbl B 30HY, B KOTOPOW Dbina npoBeaeHa
npeablaywas ctagmsa npouecca.

- YHuyTOXaTb obpasubl B cootBetctBum ¢ CI1 1.3. 1285-3
«besonacHocTb paboTbl € MukpoopraHumamamun |-l rpynn
NaTOreHHOCTU (ONacHOCTWN)»

BHUMAHUE! [lpu ypaneHunm oTxomoB nocre amniundoukauum

(npobupok, cogepxawmx  npoayktel  [UP)  HegonycTtumo

OTKpblBaHME nNpoOGUPOK U1  pas3dbpbl3rMBaHMe  COLEPXKMMOrO,

MOCKOSbKY 9TO MOXET NPMBECTU K KOHTaMuHauun npogyktamm MNLP

nabopaTopHOM 30HLI, 0OOPYAOBaHNSA N peareHToB.

- [NpumeHaTb Habop CTPOro nNo HasHa4eHWo, COrfacHo OaHHOW
NHCTPYKLMN.

- HonyckaTb K paboTe ¢ HabopoM TONLKO creumanbHO 00YYEHHbIN
nepcoHan.

- He ncnonb3oBatb Habop Mo UCTeyeHnn cpoka rogHoOCTH.

- Wcnonb3oBaTtb 0gHOPa30BbLIE NepyaTku, nabopaTopHble XanaThl,
3awmwiate rnasa Bo BpemMa pabotel ¢ obpasuamu
peakTnBamu. TwaTenbHO BbIMbITb PYKM MO OKOHYaHUK paboThl.

-  W3beratb KOHTaKTa C KOXeW, rnasamMmvm u Crnm3ncTtom oD0OrOYKOWN.
[Mpn KOHTaKTe HEMeONEHHO NMPOMbITb NOpaXXeHHOe MeCTO BOAOM
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n obpaTuUTbCH 3a MEQULIMHCKON NOMOLLbIHO.
- Jluctbl 6esonacHoctn matepuanos (MSDS — material safety
data sheet) gocTynHbl Nno 3anpocy.

OONONMHUTEJNIbHbLIE MATEPUAIJIbI U OBOPYOOBAHUE

1. 0,15 M NaCl (dusnonornyeckuin pacrtsop) wunm docaTHbIN
bydepHbin pacteop (PBS) (Hatpus xnopwua, 137 MM; kanus
xnopua, 2,7 MM; Hatpua w™oHodocdatr, 10 MM; kanusa
andocdar, 2 MM pH=7,510,2) ans npoBeaeHus
NpobonoaroToOBKN  KNewien, TKaHenW BHYTPEHHMX OpraHoB,
CEKLUMOHHOro maTtepuana.

2. 96 % pacTBOp 9aTaHona And npoBedeHus npodonoaroToBkM

Knewen, obpaboTaHHbIX MaCrioM.

[MruepuH ans nposeaeHnsa NpobonoAroTOBKU KreLlen.

lomoreHmnsatop TissueLyser LT (Qiagen, [epmaHus) wu

MeTannuyecknue Wapukn U3 HepXxaBewLLen ctanm gmuameTpom 5

MM WU 7 MM PEKOMeHOYHTCA AnA TFOMOreHusaumm TKaHeu

OpraHoB W KneLen.

5. CtepunbHble doapdopoBas CTyrnkKa n nectmk  Ansg
NpobonoAroToBKM  BHYTPEHHMX  OPraHoOB UM CEKLUMOHHOro
MaTepuana.

6. Pearent «MYKOJIM3NH» npoussoactea SBYH LHNAU
anuaemmnonormn PocnoTpebHag3opa Ana npeaBapuTenbHON
06paboTKM MOKPOTHI.

B w

30HA 1. 3kctpakuma AHK n3 buonornyeckoro marepuana.

7. KomnnekT peareHtoB ans sblgeneHus PHK/OHK «PUBO-npeny
(TY 9398-071-01897593-2008) — npu pabote c dopmon
KomMmnnektauum 1.

8. NlamuHapHbin 6okc (Hanpumep, «BbABM-01-«JlamuHap-C»-1,2,
«JlamuHapHble cuctembl», Poccud, knacc 6uonornyeckon
6e3onacHocTu Il Tun A).

9. TepmocTaT ansa npodbupok Tuna «3dnneHgopd» ot 25 go 100 °C.

10.ABTOMaTM4eckne posatopbl nepemeHHoro obvema (ot 20 go
200 mkn, ot 100 go 1000 mkn).

11.0LI,HOpa3OBbIe NONUMPONUNEHOBbIE  3aBUHYMBAOWMECA WUIN
NSIOTHO 3aKpbliBatoLmecs npodunpkn obemom 1,5 mn.

12.lratmB gna npobupok obbemom 1,5 mn.

13.0gHopa3oBble HakoHeYHUKK ¢ punbTpom o 100 n 1000 mkn.

14.lUTtaTtmBbl ANA HAKOHEYHUKOB.
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15.MukpoueHTpudoyra gna npobupok tvna «3nneHgopd» no 16
ThbIC Q.

16.BopTekc.

17.BakyyMHbI OTCcacblBaTeSlb MEOULUUHCKUIA C KONBOOM-NTOBYLLKOW
ONS yaaneHus HagocagovHOW XXUAOKOCTH.

18.XonoguneHuk ot 2 o 8 °C ¢ MOpo3unbLHOW KaMepown He Bbllle
MuHyc 16 °C.

19.0TaenbHbIN XanaT, wano4yk, odbyBb N 0gHOPA30BbIE NepvyaTku B
cootBeTcTBMM ¢ MY 1.3.2569-09.

20.EmMkocTb Anst cbpoca HaKOHEYHUKOB.

30HA 2. lpoBepgeHne T[TIUP wn rmMbpuansaunoHHO-

cdonyopecueHTHON AeTeKuUn NpoaAyKTOB aMmnnncpurkaumm

21.bokc abakTepunarnbHon Bo3gywHoun cpeabl (MLUP-6oke).

22.UeHTpudbyra/BopTekc.

23.ABTOMaTUYECKNE O03aTOpbl NepemMeHHoro obvema (ot 5 go 50
mkn, oT 20 go 200 mkn).

24.0gHopasoBble HakKoOHEeYHUKM ¢ dunbTpom go 100 mkn B
lTaTuBax.

25.WTatmebl ans npobupok ob6vemom 0,2 M.

26.XonoannbHuk ot 2 oo 8 °C ¢ MOpPO3nIbHOW KaMepou He BblLLE
MuHyc 16 °C.

27.0ToenbHbIM Xanart, wano4vkn, obyBb U 0QHOPa30Bble NepyaTky B
cootBeTcTBMM ¢ MY 1.3.2569-09.

28. EMKocTb anst cbpoca HaKOHEYHUKOB.

29.lporpammmpyembin - aMmnindukaTop C CUCTEMON LeTeKuuun
dryopecuUeHTHOro curHana B pexmnme «pearibHoro BpeMEHU»

(Hanpumep, Rotor-Gene  3000/6000 (Corbett Research,

Asctpanung), Rotor-Gene Q (Qiagen, epmanus), iCycler iQ5

(Bio-Rad, CLIA), «OT-96» («OHK-TexHonormnay», Poccunsa) wu

pEeKoOMeHLOBaHHbIE OBbYH LHAW AnNmaemMmonoruu

PocnotpebHag3opa B MeTOOMYECKMX PEeKOMeHZauusix Mo

NPUMEHEHWNIO AaHHOro Habopa peareHToB).

30.0gHopasoBble  nonunponuneHosble npobupkn gna  TLP
obbemom 0,2 mn unm 0,1 mn:

a) TOHKOCTeHHble npobupkn gna [MUP obvemom 0,2 mn c
BbINYKNOW KpblwKon (Hanpumep, Axygen, CLIA) — npwm
Mcnosib3oBaHuUM npmbopa NnaHWeTHOro TMna;

6) TOHKOCTEHHble npobupkn ana lNUP obvemom 0,2 mMn ¢
NSIOCKOM KpblwKkon (Hanpumep, Axygen, CLUA) nnu npobupkm
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anga MNUP k Rotor-Gene, o6bemom 0,1 mn B cTpunax no 4 wr.
C Kpblwkamu (Hanpumep, Corbett Research, AscTpanus;
Qiagen, [epmaHusi) — npu uUcCnonb3oBaHUM npubopa
POTOPHOro TUna.

B3ATUE, TPAHCITOPTUPOBAHUE N XPAHEHUE

UCCINEOYEMOI'O MATEPUAITA
OcyuwlectBngeTca B COOTBETCTBMU C  METOONYECKUMU

pekoMeHaaunsamm «B3aTue, TPaHCNOPTMPOBKA, XpaHeHune

KITMHUYECKOro MaTepuana ans [MUP-gmnarHoctnkmy,

paspabotaHHbiMn PI'YH LUHWNSG PocnotpebHaasopa, Mocksa,

2008 r, a Takke CI1 1.2.036-95 «[llopsipok ydeTa, XpaHeHwus,

nepegaynm v TPaAHCMNOPTUPOBAHUA MUKpoopraHmamoB |-V rpynn

NaTOreHHOCTUY.

Matepuanom ana nccnepgoBaHuA cryXxar:

— Wkcoposeble Knewu: Rhipicephalus, Haemaphysalis,
Dermacentor, Ixodes.

MaTtepwan ot nogen:

— LUenbHas nepudepunyeckas KpoBb, MOKpPOTa, MPOMbIBHbIE BOAbI
OpPOHXOB, JIMKBOP, CEKUMOHHbLIN MaTepuan (TKaHM Moa3ra,
cepaua, nerknx, cenesexka).

MaTepuan OT XXUBOTHbIX:

— KpOBb, nNnaueHta, abopTuBHbIN MaTepuarn, CeEKUMOHHbIN
mMartepuan (ceneseHka).

KpoBb, MOKpPOTY, MpPOMbIBHbIE BOAbl OpPOHXOB, JMKBOP,
CEKUMOHHbIM MaTepunan OoCTaBnsaT B labopaTtopmio B EMKOCTU CO
nbOoM B TedeHue 1 cyT.

[Mpn noctynneHun B nabopaTtoputo NpoBoasAT nNpobonoaroToBky
KPOBW, JIMKBOPA, MNPOMbIBHbIX BOA OPOHXOB C MNOMYy4YEHUEM
BGakTepuanbHOro ocagka, nocne 4ero nNubo cpasy npucTynarT K
9KCTpaKUMN HYKITEUHOBBIX KACNOT NMBO 3aMopaxusatoT npoby Ans
ONINTENbHOro XxpaHeHud. Knewien xpaHaT unu xuebimu (4o 1 mec),
nnn 1 Hed npu TemnepaType He Bbile MUHYC 16 °C, nanee — npu
Temnepatype He Bbiwe MuHyc 68 °C. CeKUMOHHbIN 1 abopPTUBHLIN
MaTtepuan, a Takke nnaueHTy XpaHaTt 1 Hed npu Temnepartype He
Bbllwe MuHyC 16 °C, ganee — npu TeMmnepatype He Bbllle MUHYC
68 °C. [lonyckaeTcs ogHOKpaTHOE 3amMopaxmBaHue-oTTanBaHue
mMartepuana.
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NOAroTOBKA UCCINIEAYEMOIO MATEPUATA K
SKCTPAKLUUU OHK

1. Knewm

Knewen npegnodtutenbHee wuccnegosaTb MHAuBMOYyanbHo. B
TOM crnyyae, ecnu knewm 6binn obpaboTaHbl Macrnom, ux crnegyet
NOMEeCcTUTb B Npobupkm Tuna «3dnnengopd», aobdasutb 500 mkn
96 % 9TaHOMa W BCTPAXHYTb Ha  BopTekce. [1pobupky
LeHTpudyrmpoBatb B TedyeHue 3-5 C Ha MUKpoOLEeHTpudoyre tuna
BOPTEKC AONs yAaneHus Kanenb C BHYTPEHHENW MNOBEPXHOCTU
KPbILWKN NPOBUPKN, NOCIie Yero XMOKOCTb akKypaTHO oTobpaTtb C
MOMOLLbIO BaKyyMHOro otcacbiBaTend. 3ateM B NpoOupKy cC
knewamm gobasnte 500 mkn ctepunbHoro 0,9 % pacTtBopa HaTpus
xrnopuga v PBS-Oydepa, BCTPSAXHYTb Ha  BOPTEKCE,
LeHTpudyrmpoBatb B TedeHne 3-5 C Ha MUKpoueHTpudoyre angd
yoaneHus Kanenb ¢ BHYTPEHHEN NMOBEPXHOCTU KPbILLKK MPOBMpKHY,
Nocne 4Yero XXMAKOCTb akKypaTHO 0TobpaTb C MOMOLLbI BaKyyMHOIO
oTcacoiBatend. [Onsa  NpurotoBrieHUMss  CYCNeH3un  Krewiemn
MCNOSIb30BaTb CTEPUSIbHYIO papdopoBYyHO YallKy W CTEPUSIbHbLIN
nectmk. [lpu  Hanuuum  aBTOMATUYECKOro  romoreHusaTopa
TissueLyser LT NPUMEHATb cnepywwme napameTpbl
romoreHmsaumun: 1) onsa  knewen pogoB  Rhipicephalus,
Haemaphysalis n Dermacentor gnameTtp wapukos 7/ MM, YacToTa
50 lu/c, Bpemsa romoreHnsauum 10-12 muH, obvem 6ycepa 700
MKN (HeHanuTaBwwumncsa knew,) nnm 1000-1500 mkn (HanuTaBWKUNCA
Knew v nynbl Knewen); 2) ona knewewn poga Ixodes guametp
lapukoB 5 MM, yactota 50 'u/c, Bpemsi romoreHnsauyum 5—10 MuH,
obbem Oydepa 300 mkn (HeHanuTaBwwunca knewt) mnm 700-1000
MK (HanUTaBLUMWCA KIeLy 1 Nynbl KreLen).

B cnyyae romoreHusaumm HanuTaBLUMXCHA KIEWen B CTYrnke ux
npeaBapuTeSibHO crieayeT MNPOKONOTb CTEPUSTIbHOM OOHOpPa30BOM
MIMON B HECKONMbKMX MecTax [Aans Bbixoda Kposu. Knewen
pactmpatb B 700 wmMkn (ecnn npoba cocTtouT K3 OOHOro
HeHanuTasweroca knewa poaoB Rhipicephalus, Haemaphysalis,
Dermacentor) unn B 300 mkn (ecnu npoba COCTOUT U3 OQHOro
HeHanuTaBweroca krewa poga Ixodes), B 1-1,5 mMmn (ecnu
FOMOreHU3NPYT Nyn Krewen unnm HanuTaBLIerocs kKnewa poaos
Rhipicephalus, Haemaphysalis, Dermacentor), nniv 8 1000 mkn
(ecnn romMoreHuUsnpyroT Myn Krewen UM HanuvTasllerocs Knewa
poga Ixodes) 0,15 M pactBopa xnopuaa HaTpus, CMelunBas
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pacTBOp C Krewamn Hebosnbwmmm obbemamu, 3aTem MNOSTyYEHHYHO
CyCneH3no LeHTpudyrnposatb npu 5 Teic 06/MUH B TEYEHME 2 MUH
n otobpartb 50 MKN Hagocago4YHOWM XMAKOCTU Ans akcTpakuum OHK.
OctaBwmnnca obbem cycneHsum 6e3 ocagka NnepeHecTn B HOBYIO
npobupky Tuna «3AnneHgopd» wn BHecTn rnuuepuH (10 % no
obbemy), Npoby nepemellatb U 3aMOPO3UTL NPU TeMnepaType He
Bblle MuHyc 16 °C ans nocneayowero nccrnegoBaHust.

2. KpoBb

B3saTtne uenbHOM nepndepruyeckon KpoBU Yy nogen NpoBOAUTCS
yTPOM HaTowak B npobupky ¢ 6 % pactBopom OJOTA B
cooTHoweHnn  1:20. 3akpbITylo NPOOUPKY HECKONbKO  pa3
nepesopaymBaoT. B npobupky tuna «3dnnengopd» BHeCTU 1,5 Mn
uenbHon KpoBu, B3sitTon ¢ JSOTA, n ueHtpudyrnposats npu 800
06/mnH (380 g npu anametpe potopa 50 mm) B TeyeHne 10 MuUH;
3atrem BepxHuM cnon nnasmbl (500-600 mkn) ¢ nenkoumTamu
nepeHecT BO BTOPYyK Mpobupky Tuna «3AnneHgopd» w
ueHTpudyrmposatb npu 9 000 g B TeyeHue 5 muH. HagocagoyHyto
XugkocTtb (3a wucknodeHnem 200 MKN KUMOKOCTUM Hag ocagkom
KNEeTOK) NepeHecTn B KOHTENHEP C AE3MHMPUULNPYIOLLNM pacTBOPOM,
a ocapok Knetok M 200 MKN Hagocago4YHOM XUAKOCTU
ncnosib3oBaTth Ana akctpakuum AHK.

3. BHyTpeHHMe opraHbl, nriaueHTa u abopTUBHLIU MaTepuan oT
XXUBOTHbIX, CEKLUMOHHbIX MaTepunan, Nosfly4eHHbIU OT YenoBekKa
Kycouku ob6bemoM He meHee 0,5 cm® TwaTenbHO pacTepeTb B
roMoreHmsaTopax WM  C  WUCMOSIb30BaHMEM  CTEPUSIbHbIX
dapdopoBbIX CTYNnok M nectukos, fobaBuTb cTtepunbHbii 0,9 %
pacTBop HaTpus xnopuga unn PBS-6ydep He meHee 500 mkn wn
TWwaTensLHo nepemMeLlaTb. [Mpw NOAroToBKe nraueHTbl
roMmoreHn3aTopbl NCNoNb30BaTb He pekoMmeHayeTca. ['oTtoByo 10 %
CYCNEeH3uo oTCTamBaTb NP KOMHATHOW TemnepaTtype B Te4YeHne 2—
3 MWH, 3aTeM BepxHwl d¢asy nepeHectTm B NPoBUpPKK
BMecTumMmocTbto 1,5 mn. JHK BeigensoT ns 50 Mkn cycneH3um.

4. MokpoTa

[MpenobpaboTky MaTepuana BbIMNONHATL MO WHCTPYKUMM K
peareHTy «MYKOJIM3NH». Ona akctpakumm [OHK wncnonb3oBaTb
50 MKN npoobI.

5. JInkBop 1 npomMbIiBHbIe BOAbl OPOHXOB
1,0 MmN KNUHMYeckoro obpasua nepeHecT B NpoOUpKy Tuna
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«3dnneHgopd» n ueHTpudyrmnposatb Npn 9 000 g B TEHYEHME 5 MUH.
HapgocagoyHyto Xugkoctb (3a ucknodeHnem 200 MKIT XKMOKOCTU
Hag, ocagKkom KNeToK) nepeHecTu B KOHTEeUHep C
Oe3NHPUUMPYIOLLIMM pacTBOPOM, a ocagokK Knetok v 200 mkn
HaJ0CaA04YHOM XMUAKOCTU UCNOSb3oBaTb Ans akcTpakumm OHK.

MaTepmnan nocne npodbonoarotoBkn A0 akcTpakumm OHK mMoxHO
XpaHUTbL Npu Temnepartype He Bbiwe MUHyc 20 °C B TeyeHne 1 mec
NN ONUTENbHO NPKU TemnepaType He Bbilwe MUHYC 68 °C.
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®OPMAT FRT

®OPMAT FRT
COCTAB

Komnnekt peareHtoB «PUBO-npen» BapuaHT 50 — KOMMEKT
peareHToB ans solgenenns PHK/OHK na knnHndeckoro matepunana

— BKJTHO4YaeT:
Peakmus OnucaHue O6BLeM, mn Kosn-eo

PacTtBop ansa nusuca MNpospaukas WQKOC“ 15 1 cpbnakoH
ronyboro ugeTa
lMpo3payvHaga 6ecuBeTHas

PacTtBop Ana npeuunutauum KUOKOGCTH 20 1 conakoH

PacTtBop Ansa oTMbIBKK 3 MNpospavHast becuseTHas 25 1 conakoH
XNOKOCTb

PacTtBop Ansa oTMmbIiBKU 4 MNpospavHast becuseTHas 10 1 conakoH
XNOKOCTb

i MpospayHaga becupeTHas
PHK-6ydep KUOKOCTb 1,2 4 npobupku

KoMmnnekT peareHTOB paccumtaH Ha BblgeneHve PHK/OHK wn3 50
Npo6, BKIOYast KOHTpoNu. Bxoant B coctaB hopMbl KOMMNeEKTauum 2.

Komnnekt peareHtoB «[LP-komnnekt» BapumaHTt FRT-50 F —
KOMMJIEKT peareHToB Ansa amnnundukauum doparmenta JHK Coxiella
burnetii ¢ rmMbpuansaumMoHHO-PNYOPECUEHTHON AOEeTeKkumen B
pexume «pearnbHOro BpEMEHM» — BKITKOYaeT:

Peakmuse OnucaHue O6nem, mn Kon-eo
I'ILI,P-cu_\(ler-l-FRT Coxiella MpospayHas becuseTHas 06 1 npo6upka
burnetii XNOKOCTb
OT-NUP-cmech-2-FEP/FRT | | IPO3pauHas becuseTHas 0,3 1 npo6upka

XNOKOCTb
Monumepasa (TagF) Mpospaunas becuseTHas 0,03 1 npobupka
XNOKOCTb
NMKO OHK Coxiella burnetii / | Npo3payHas 6ecupeTHas 0.2 1 npo6upKa
STI XUOKOCTb
i MpospayHas becuseTHas
OHK-6ydep N 0,5 1 npobupka

Komnnekr peareHTOB paccumtaH Ha nposegeHne 60 peakuyuin
aMmnnndukauunm, BKNYasa KOHTPONMN.

K KoMnnekTy peareHToB npuraraeTcs KOHTPOIbHbIA obpa3sel aTana

IQKCTpPaKunn.
Peakmuse OnucaHue O6vem, Mn Kos-eo
BKO STI-87 onspaqHaﬂ 0,6 1 npobupka
ecLBeTHas KUOKOCTb

® MNpu xpaHeHUM pacTBopa Ans nuanca npu TemnepaTtype oT 2 1o 8 °C BO3MOXHO o6pa3oBaHMe

OCajlka B BUAE KpUCTAIJ10B.
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NMPOBEOEHUE NUP-UCCNEOOBAHUA

[MUP-nccnegoBaHne cOCToUT U3 criegyroLmnx aTanos:

- OkcTtpakuma HK n3 nccnegyembix ob6pasuos.

- [lNpoBegeHne amnnndukaunm ¢ rmdpuansaLmoHHo-
donyopecueHTHON OeTEKUMEN B peXMMe «pearibHOro BpeMeHmy.

- AHanus u nHTepnpeTauusi pesyrnbTaTos.

HetanbHas wHMoOpmauua no npouenype nposegeHuna [1LIP-
nccnegoBaHMs B 3aBUCUMMOCTM  OT  TuNa  MUCMOJSIb3yeMoro
obopynoBaHUs U3MOXEHaA B METOAMYECKMX pPeKkoMeHZaumax mno
npumeHeHuto Habopa peareHToB Ans BbisBneHna OHK Coxiella
burnetii B Guonormyeckom wmartepuane MeToaoM nofnMmepasHoun
uenHon peakunn (MUP) c rMbpuansaymoHHO-NyopeCcLEHTHON
netekumen «AmnnnCenc® Coxiella burnetii-FL», pa3paboTaHHbIX
dbYH LUHUWM Snngemunonorum PocnoTpebHansopa.

SKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Ona oskctpakummn OHK wmncnonb3yoTca KOMMMEKTbl peareHToB,
peKkoMeHOO0BaHHbIE OBbYH LUHAU AnmnaemMmmonornm
PocnotpebHag3opa. 3kctpakuns OHK n3 kaxgoro KAMHUYECKOro
obpa3ua nNpoBOAUTCS B MPUCYTCTBMU BHYTPEHHEINO KOHTPOSIBLHOIO
obpasua (BKO STI-87).

[Mpn wncnonb3oBaHuM Komnnekra peareHtoB «PUBO-npen»
nopsaok pabotbl cMm. B npunoxeHunm 1 «3OkcTtpakuma OHK c
ncnosnib3oBaHMeM komnnekta peareHToB «PUBO-npeny.

NMPOBEOEHUE AMMIIUOUKALMMN C OETEKUMEWU B PEXXUME
«PEAJIbHOIO BPEMEHW»

A. NMopgroroBka Npodupok ana amnnudpukaumum

Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT
ucnonb3yemoro amnnudukatopa € CUCTEMOM p[eTeKuunm B
pexunmMme «pearibHOro BpeMeHu».

Ona BHeceHMAa B nNpobupkn peareHtoB, npo6 OHK wu
KOHTPONbHbLIX 00pa3uoB  UCMNOMNbL3YyHTCA  OAHOpPaA3OBble
HaKOHEYHUKN C PUnbTpamm.

OOwmn o6 LemM peakUMOHHOM cMecu — 25 MK, BKNO4Yaa oobem

npoobl HK — 10 mkn.

1. MNpurotoBUTL  peakuMOHHYKD CMEeCb Ha  Heobxoammoe
KonuyecTBo peakuuin. lNpn pacyeTe cnenyet yunTbiBaTb, YTO
MOCTaHOBKa COMPOBOXOAETCA amnnudukaumen Kak MUHUMYM
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4.

TPEX KOHTPOSibHbIX 00pasuUoB: OTPULATENBHOMO  KOHTPOMNS
aKcTpakuuu (B—), nonoxmntenbHOro n otpmuaTensHOro KOHTPOSIEN
MUP (K+ n K-). Kpome Toro, Heobxoanumo 6paTtb peareHTbl €
3anacom: paccumnTbiBaTb Ha O4HY peakuuto bonbLie.

. B otoenbHoOn npobupke Heobxogmmo cmewatb MNMUP-cmecb-1-

FRT Coxiella burnetii, OT-NMuUP-cmecb-2-FEP/FRT,
nonumepasy (TaqF) 13 pacyeTa Ha KaXxayl peakumio:

— 10 mkn NMUP-cmecu-1-FRT Coxiella burnetii;

— 5 mkn OT-NMUP-cmecu-2-FEP/FRT;

— 0,5 mkn nonumepasbl (TagF).

OTtobpatb Heobxogumoe KONMMYecTBO MNPOOUMPOK UMM CTPUMOB
ana  amnnudukaumm  OHK  uccneoyemblX M KOHTPOSbHbIX
obpasuos.

BHecTn B kaxay npobupky no 15 MK nNpuUroToBriEHHOM
peakyMoOHHOW CMECH.

BHUMAHMWE! lNpurotoBneHHyo cMeCb HE XpaHUTDL!

5.

B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 OHK,

NOMyYeHHbIX B pe3ynbTaTe 3KCTpakuuuM N3 uccrnegyemblX unum

KOHTPOSbHbIX obpasuos. OCTOpPOXHO nepemMeLwlaTtb

NMNETUPOBAHUEM.

[MocTaBUTb KOHTPOSbHbIE peakuuu:

a) oTpuuartenbHbIU KOHTponb MNUP (K-) — BHecTn B npobupky
10 mxkn OHK-6ydepa.

06) nonoxutenbHbin KOHTponb MNLUP (K+) — BHecTn B npobupky
10 mkn NMKO OHK Coxiella burnetii / STI.

B) oTpuuaTernbHbIU KOHTPOJSib 3KCcTpakuum (B-) — BHecTn B
npooupky 10 mkn npoOsbl, BbigeneHHon us (B-).

BHUMAHME! lNpobbl amnnndpunumpoBaTtb cpasy nocrne coeamHeHus
peakumoHHon cmecu ¢ npodamn [HK 1 koHTponamu!

b. [poBegeHne amnnucdpumkauMm c pOeTeKuMen B pexume
«peanbHOro BpeMeHn»

1.

3anporpammupoBaTb npudop (amnnudukaTtop C CUCTEMON
OeTeKUnn B PeXNMe «pearibHOro BpeMeHW») ANS BbIMNOSTHEHUS
COOTBETCTBYKOLLEN MporpaMmmbl amMmrnindumkaumm wu geTekuum
donyopecueHTHOro curHana
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Tabnuua 1
Mpu6opbl poTopHoro Tuna* Mpu6opbI NNaHWeTHOro TMna°
Lukn | Temnepamypa | Bpems Heharle Temnepamypa | Bpems Helre
Yuksos Yuksos

1 95 °C 15 MuH 1 95 °C 15 MuH 1
95 °C 5c¢ 95 °C 5c¢

2 60 °C 20c 5 60 °C 25¢c 5
72 °C 15¢ 72 °C 15¢c
95 °C 5¢ 95 °C 5c¢
20 c 25c¢

3 56 °C aeTekums 40 56 °C aeTekums 40

dnyopecu. donyopecu.
CurHana CurHana

72 °C 15 ¢ 72 °C 15¢

HdeTekumns prnyopecueHTHOro curHana HasHadaeTcsl No KaHanam
anga gnyopodgopos FAM n JOE.

2. YCTaHOBUTbL MNPOBUMPKM B HA4YENKM pPeakuMOHHOro moaynd
npubopa. JlyHka Ne1 obsa3aTenbHO AOXKHA ObITb 3anosfiHeHa
Kakon-nmbo uccregyemMoun npoonpKomn.

3. 3anyctntb  BbINOSIHEHME  MporpaMmbl  amniandukaumm ¢
netekunen dpnyopecueHTHOro cmrHana.

4. Tlo OKOHYaHUKM BbINOSTHEHUS NpOrpamMmMbl MPUCTYNUTb K aHanmay
N MHTEepnpeTauumn pesynbTaTos.

AHAIIN3 U UHTEPIMNPETALUNA PE3YJILTATOB
AHanu3 pes3ynbTaTtoB MNOBOAAT C MOMOLbLI MPOrpaMMHOro
obecneyeHunss ucrnosnb3dyemoro npubopa ansa nposegeHna [UP ¢
OeTeKUnen B pexumme «peanbHOro BpeMeHu». AHanmsnpyroT
KpuBble HakonmneHnsa iyopecLeHTHOro cnurHasna no BymMm KaHanam:
— no kaHany ana dnyopodopa FAM pernctpupyetca curHan,
CBUOETENbCTBYHOLMA O HAKOMMNEHUU MpoayKTa amMniandukaunm
dparmeHta JHK BKO STI-87,
— no kaHany ana dnyopodgopa JOE peructpupyetca curHan,
CBUOETENbCTBYIOLMA O HAKOMSIEHMM NpoayKTa amnnudpukauum
dparmeHTa [JHK Coxiella burnetii.

4

Hanpumep, Rotor-Gene 3000, Rotor-Gene 6000 wn pekomeHgoBaHHble ®BYH LIHAN
Anuagemunonorun PocnoTpebHaa3opa B METOANYECKMX PEKOMEHOAUMSIX MO NPUMEHEHMIO OAHHOMO
Habopa peareHToB.
®> Hanpumep, iCycler iQ5, Mx3000P, Mx3000, «JT-96» u pekomeHgoBaHHble ®BYH LIHAW
Onuagemuonormn PocnotpebHaa3opa B METOOMYECKUX PEKOMEHAALMAX MO NPUMEHEHUNIO LAHHOIo
Habopa peareHToB.
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PesynbTaTtbl UHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuuuns (Unu
OTCYTCTBUSA) nepeceYyeHns KpUBOW donyopecueHumn C
YCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBOWN NUHUEN,
4YTO onpeaenseTr Hanudme (UM OTCYTCTBME) AN AaHHOW NpoObl
OHK 3HaveHna noporosoro uukna Ct B cOOTBETCTBYHOLWEN rpade B
Tabnuue pesynbTaTos.

[MpyHUMN MHTepnpeTaunn pes3ynbTaToB CreayroLWmii;

— [OHK Coxiella burnetii obHapyxeHa, ecnu ans gaHHon npobbl B
Tabnuue pesynbTatoB Mo kaHany ana dnyopodopa JOE
onpegeneHo  3HayeHue  rnoporosoro  uukna  Ct, He
npesbilLalowee ykasaHHoOe (rpaHu4yHoe) 3HadeHue. [lpu aToM
KpuBasi onyopecueHUnn Kaxxgom nccrnegyemon npodbl AormkHa
nepecekatb [MOPOroByK JIMHMIO HA Yy4yacCTKe XapaKTepHOro
9KCMNOHEHUManbLHOro nogbema riyopecueHuUnm.

— [OHK Coxiella burnetii He obHapyxeHa, ecnu ona gaHHoOM Npobbl
B Tabnuue pesynbTaTtoB No kKaHany ans dnyopodopa FAM
onpegeneHo  3HayeHue  rnoporosoro  uukna  Ct, He
npesbilLaloLee ykaszaHHoe (rpaHUYHOE) 3HayYeHne, a No KaHany
JOE He onpeneneHo 3HayeHme noporosoro uukna Ct.

— PesynbTaT aHanusa HeBanuAHbIWU, eCNU AN AaHHOW Npodbl He
onpegeneHo (OTCYTCTBYET) 3HayeHue noporosoro uukna Ct no
kaHany JOE u no kaHany FAM 3HadeHune Ct Takke He
onpegeneHo (OTCYTCTBYET) WNU  MNpeBbllUAeT  yKa3aHHoe
rpaHu4yHoe 3HadeHue. B aTtom cnydae TpebyeTcss MOBTOPHO
npoBecTn [MUP-nccnengosaHue COOTBETCTBYHOLLENO
KIMHMYecKkoro obpasua, HadmHasi ¢ atana 3KCTpakunu.

BHUMAHWE! [paHunyHble 3HayvyeHma Ct ykasaHbl BO BKnagbllle,
npunaraemMomM K Habopy peareHToB. CM. Takke MeToandeckune
pekoMeHgaunm no npuMeHeHuio Habopa peareHToB  And
BoisiBneHna [HK Coxiella burnetii B buonorndeckom matepuane
MeTo40M nonvmepasHou LenHoun peakuunm (MupP) C
rmépuansaunmoHHo-oNyopecueHTHON  aeTekumen «AmMnnnCenc®
Coxiella burnetii-FL».

PesynbTtaTt [lLUP-nccnegoBaHns cuymtaetca AOOCTOBEPHbLIM,
ecnu Nnony4eHobl npaBuUnbHbLIE pe3ynbTaThbl ans
NONIOXUTESNIbHOIro " oTpuuaTenbHOro KOHTponen
amnnudpukaumm n oTpuuaTenbHOro KOHTpons akcTpakumm AHK
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B cooTBeTCTBUU C Tabnuuen OLUEeHKHU pe3ynbTaTtoB
KOHTPOSbHbIX peakuun (Tabn. 2).
Tabnuua 2
Pe3ynbTaTtbl AN KOHTponen pasnuyHbix atanos lMNLP-
nccneooBaHus
KoHTponupyemsbin 3HauyeHue noporosoro uukna, Ct
KoTpone aran MLP- no KaHany ans no kaHany ans
vecnenosannA ¢dnyopodcopa JOE ¢nyopocdopa FAM
B- AkeTpakums AHK 3HayeHue oTcyTCTBYET O&Ziﬁzgeﬁpoa::i:?:ge
K— rnupP 3HayeHne oTcyTCcTBYET 3Ha4yeHne oTcyTCTBYET
K+ nuP OnpepeneHo 3HavyeHue OnpepneneHo 3HayeHne
MEHbLLE rPaHNYHOro MeHbLLE rPaHNYHOro
BHAMAHMUE!
1. Ecnn gna nonoxutenbHoro kKoHTpona [UP (K+) 3HaveHue

NOporoBoro uUukra no kKaHany pgna dnyopodgopa JOE
OTCYTCTBYET WM  [MpeBblllaeT  rpaHM4yHOe  3HayeHwue,
HeobxoAMMO MOBTOPUTbL amnnndukaumio ona scex obpasuos, B
KOTOpbIX He 0OHapyxeHa cneundunyeckasa JHK.

Ecnu ons otpuuatenbHoro kKoHTponsa akcTpakuum OHK (B-) no
kaHany gna dnyopodopa JOE onpeneneHo 3HadveHue
noporogoro uukna Ct, Heobxogumo nosToputhb  [1LP-
nccriegoBaHne ona Bcex obpasuyoB, B KOTOPbIX OOHapyxeHa
[JHK Coxiella burnetii.

Ecnn gna otpuuatensHoro koHTpons [UP (K-) no kaHanam
FAM u/vnn JOE onpepgeneHo 3HadeHne noporosoro uukna Ct,
HeobXxoaMMO NOBTOPUTL aMnnndukauuo ona scex obpasyos, B
kKoTopbix obHapyxeHa OHK Coxiella burnetii, ¢ noctaHoBkon «K—
» HEe MeHee YyeM B Tpex NoBTOopax.
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CPOK rogHoOCTW. ycnoBusa TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTtn. 9 mec. Habop peareHTOB C WUCTEKLWINM CPOKOM
rogQHOCTN MPUMEHEHUIO He nognexmnt. CpoK rogHOCTU BCKPbITbIX
peareHToOB COOTBETCTBYET CPOKY rogHOCTU, yKa3aHHOMY Ha STUKETKaXx
OS5 HEBCKPLITBIX peareHToB, eCN B MHCTPYKLMN He yKa3aHO MHOe.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHcnopTUpoOBaTb Mpwu
Temnepatype ot 2 go 8 °C He 6onee 5 cyt. «[MUP-komnnekT»
BapnaHt FRT-50 F npu nonydeHun pasykoMmnnekrosaTtb B
COOTBETCTBMU C YKa3aHHbIMW TemMnepaTypamm XpaHeHUA.
XpaHeHue. Komnnektol peareHtoB «PUBO-npen» wn «lUP-
KOMMNEKT» XpaHuTb Npu Temnepatype ot 2 go 8 °C. NuUP-cmecb-1-
FRT Coxiella burnetii, nonumepasy (TaqF) n OT-TLP-cmecb-2-
FEP/FRT (13 komnnekra peareHToB «[1L|P-komMnnekT») XpaHuTb
npu TemnepaTtype He Bblwe MuHyc 16 °C. TMUP-cmecb-1-FRT
Coxiella burnetii xpaHnTb B 3aWMLEHHOM OT CBETA MECTE.
YcnoBua otnycka. [Ona  neyebHo-npodunakTniyecknx  u
CaHMUTapPHO-NMPOPUITAKTUYECKNX YUPEXOEHUN.

Peknamaumm Ha kayectBo Habopa peareHToB «AMnnmCeHc®
Coxiella burnetii-FL» HanpaBnaTb Ha npeanpuaTUe-n3roToBUTENb
dbYH UHUUN 3nngemmonormm PocnotpebHagsopa (111123, r.
MockBa, yn. Hoormpeesckasi, O. 3a) B oTdaen no pabote c
peknamaumamMm n opraHusauum obydenus (ten. (495) 974-96-46,
dakc (495) 916-18-18, e-mail: products@pcr.ru)®.

3aseaytowmn HMJT OMAn3 . E.H. PoguoHoBa

®BYH UHWUW 3nuaemunonormnu PocnotpebHaasopa

L ae Y
po ~ x . y g ’ ,
nasHbI Bpa4y OBnacTHON MHMEKLUNOHHOW » A.B.bypkuH

S

KnuHundeckon bonsHuubl nm.A.M.Hu4yoru

r.AcTpaxaHb

® OTabiBbI M NpeanoxeHns o NpoayKunn «AMAIMCEHC» Bbl MOXETE OCTaBMTb, 3arOfHNB aHKETY
noTpebutens Ha cante: www.amplisens.ru.
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JKCTPAKUMA OHK

NMPUNTOXXEHUE 1. kctpakuma JHK ¢ ncnonb3oBaHuem
KoMmnriekta peareHtoB «PUBO-npen»

AkcTpakuua OHK u3 Bcex BnaoB 6uonorn4yeckoro marepuvana
npoBOAUTCA C NMpPMMEeHeHueM Komnnekta peareHtoB «PUBO-
npen»

NMopspok paboThl.

1. PacTtBop Ansa nusnca (ecrnm OH XpaHWUrics npu Temneparype oT
2 po 8°C) nporpeTb npu TemnepaTtype 65 °C Ao nosiHOro
pacTBOPEHUST KPUCTaSOB.

2. B cny4ae akctpakuum OHK 13 cycneH3un knewen v TKaHewU,
MOKpPOTblI OTOOpaTb HeobxoaMmmoe KONMMYEeCcTBO OOHOPAa30BbIX
Npodbupok Ha 1,5 MN C NNOTHO 3aKpPbIBAKOLWMMUCS KpbiLLKaMu
(BkNOYas oTpuuaTenbHbIM _KOHTPOMb 3KCTpakuuu). BHecTn B
Kaxayto  npobupky, npegHasHauyeHHy AONs  9KCTpakuuum
nccnegyembix npo6, no 10 mkn BKO STI-87 1 no 300 mkn
pacTBopa ansa nusunca. NpomapkupoBaTb NPOBGUPKNA.

2. B npobupkn c pactBopom ans nuauca n BKO STI-87 BHecTn
no 50 MKR cycneH3un Kknewien, CyCrneHsun TKaHen u
obpaboTaHHOWN MYKONU3UHOM MOKPOTHI.

3. B cnyyae akctpakuuu [OHK n3 ocagKkoB KNeTOK KpOBM,
FINKBOpa, MPOMbIBHbIX BOA OpPOHXOB B Mpobupkn c
npobonoaroToBfieHHbIM  MaTepuanoMm BHectn 1o 300 Mkn
pacTtBopa Ana nusmca. Coaepxumoe npodbuMpoK TWaTenbHO
nepemMewlatb Ha BOpTEKCe W nNpoueHTpudyrMposatb Ha
BOpTEKCe [ANns yaaneHust Kanefb C KpblWKA npodupkn. B
npodbupkn ¢ nccnegyemoimm npodamm BHectn no 10 mkn BKO
STI-87. NpomapkupoBaTb NPOBUPKN.

4. B npobupky oTpuuatenbHOro KoHTponga (B—) akcTpakunm BHECTU
Tonbko 10 mkn BKO STI-87 1 300 mkn pacTtBopa Ans nusuca.

5. Cogepxumoe Npodbunpok TwaTenbHO nepemMellaTs Ha BOPTEKCE U
nporpetb 5MuMH npun 65°C B Tepmoctate. [JobaButb B
npobupkn no 400 mMkn pacTtBopa AnNA npeuunUuTaumm,
nepemMeLllaTb Ha BOpTEKCe.

6. lNpoueHTpudyrpoBaTb MPOOMPKM HaA MUKPOLEHTpUdyre B
TedeHne 5 muH npu 10 000 g.

7. AkkypaTHO oTOb6paTb HagoOCago4HYHK XUMAOKOCTb, He 3ageBad
ocafloK, UCMoSib3ys BaKyyMHbI OTcacbiBaTeflb U OTAESbHbIN
HaKOHEYHUK OS5 Kaxkaon Npoobl.
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8. [obasntb B npodbupku no 500 mkn pacTteopa AnNA OTMbIBKU 3,
NMIOTHO 3aKPbiTb KPbIWKK, OCTOPOXHO MNPOMbITb OCafoK,
nepesopadmBaa npobupkn 3-5 pas. MoxHO npoBecTU
npoueaypy OOHOBPEMEHHO AONs BCexX Npobupok, Ons 3Toro
Heo6XxoaMMO HaKpbiTb NPOOUPKM B LUTATMBE CBEPXY KPbILLKOW
NN Opyrum WTaTMBOM, NpMXKaTb UX N NepeBopavymnBaTh LUTATUB.

9. lNpoueHTpudyrmposate npu 10 000 g B TeyeHne 2 MMH Ha
MUKpoOLEHTpUQyre.

10.0OcTOpOXHO, HEe 3axBaTbiBasi 0OCagoK, OToOpaTb Hag0Cag0ouHYHO
XWOKOCTb, NCMNOMb3ysl BaKyyMHbIA OTCacbiBaTeNb U OTAENbHbLIN
HaKOHEYHUK ANS Kaxxaon Npoobl.

11.[lo6aBuTb B Nnpobupkn no 200 Mkn pactBopa ANst OTMbIBKU 4,
NMOTHO 3aKpbiTb KPbIWKN W  OCTOPOXHO MPOMbITb OCafoK,
nepesopavnBasa npobumpku 3-5 pas.

12.MpoueHTpudyruposats npn 10 000 g B TedeHne 2 MWUH Ha
MUKpOLeHTpUdyre.

13.0CcTOpOXHO, HE 3axBaTbiBasi 0CagoK, 0ToOpaTb Hag0Cag0uHYHO
XWOKOCTb, MCMNOSb3ys BaKyyMHbIN OTCacbiBaTeNb U OTAENbHbLIN
HaKOHEYHUK ANS Kaxaon npoobl.

14.MMomecTnTb NPobMpKN B TepmocTaTt npu Temnepatype 65 °C Ha
5 MMH 0N noacywmnBaHUA ocagka (Npy 3TOM KPbILLKA MPOBMpPoK
OOIMKHbI BbITb OTKPLIThI).

15.[1o6aButb B npobupkn no 50 mkn PHK-6ydepa. lNepemewiats
Ha BopTekce. [MlomecTnTb B TepmocTaT npu temnepartype 65 °C
Ha 5 MUH, NepruoanyvecKn BCTpAXmMBasi Ha BOpPTEKCE.

16.MMpoueHTpudyrnposatb npobupkn npn 10000g B TeyeHue
1 MMH Ha MuKpoueHTpudpyre. HapgocagodHas  XKUAOKOCTb
coaepxut ouunleHHyto [HK. MNpobbl rotoBbl kK noctaHoBke NLP.

OunweHHaa OHK moxeT xpaHuTbca Ao 24 4 npu TemnepaTtype oT
2 no 8 °C n go roga npu TemnepaType He Bbiwe MuHyc 16 °C.

®opmat FRT ®opma 1: R-B85-50-F(RG,iQ,Mx,Dt), H-1951-1/ 28.11.11/ cTp. 21 13 22



CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

OcTOpOXHO!
ObpatuTtecsb Kk
REF Homep B kaTanore P .
COMpOBOANTENTbHOM
AOKyMeHTauum
MakcumanbHoe
Koo napTtum
LOT Anap YuMcno TecToB
N3penue ans in vitro
IVD A A Wcnonb3oBaTtb Ao
JNarHoOCTUKN
Ob6patuTtecsb K
VER [aTta nameHeHus [:E:] PYKOBOACTBY MO
aKcnnyaTauum
I He gonyckaTb
OrpaHuyeHmne e Aoty
21N nonagaHus
TemnepaTtypbl
& COJTHEYHOro ceeTa
BepxHee orpaHnyeHne [ata
TemnepaTypbl N3roToBMNeHus
“ MpousBoauTens
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OEAEPAABHAS CAVZKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PEFMCTPALIMOHHOE Y10 CTOBEPEHUE
HA MEAULIMHCKROE U3 /EJIUE
ot 13 mapra 2019 roga Ne ®CP 2012/13923

{ Ha memununckoe u3genae

| Ha6opa pearenros pius Brissiaenns JTHK Coxiella burnetii B 6nonornueckom

|| MmaTepua/ie MeTo10M MOJHMEPA3HOMH nensoii peakunn (INLP) ¢ rudpuansannonso-
7 1 gayopecuentroii qetexumeii " AmmmCenc” Coxiella burnetii-FL"
Jmo TY 9398-195-01897593-2011

- || Hacrosiiliee PerncTpalHOHHOE YA0CTOBEPSHHE BbIIAHO
| ®exepanbHoe O10KeTHOE yupexnenne Haykn " [lenTpanbubiit HayqHo-
W@ mceIe10BaTe/IbCKHH HHCTATYT snuaemMuonorun" ®eepaiabHoH CIyKObI 10 HA30PY B

{ cepe 3amATHI Mpae moTpeduTeneii n 6yaronoayyns Yyenorexka (PEYH HHUHN
__ Inuaemuosiornn Pocnorpedonanzopa), Poccus, 111123, Mocksa, yii. HoBorupeesckasi,
. 3A

IIpoussoautens
(|| denepaibHOe 0l0XKETHOE Yupexkaenue HaykH " LlenTpanbHbii HAy9HO-

+| meenezoBaTeIbeKNil HHCTHTYT 3nuAeMuoNorun" MegepaibHOH ¢1yk0b1 IO HAX30PY B

chepe 3amuTHI NpaB noTpedHTe el B Garonoayuus seaosexa (PBYH ITHUHN

|| Duuaemuoaorun Pocorpednansopa), Pocensn, 111123, Mocksa, yi. HoBorupeesckast,
Al m. 3A

AW Mecto TIPOHU3BOACTBA MCOAHITHHCKOTO M3 OCTTH I

CM. IPHJIOIKeHHe
Homep peructpanmonsoro gocke Ne P/I-26105/11178 ot 28.02.2019
Krnacc moTeHnmansHOro pucka NpuMEHEHHIS METHITMHECKOTO H3AeTHs 3

\ || Koa O6mepoccuiickoro knaccudukaTopa MPoAyKIHH TI0 BHIaM SKOHOMHYIECKOMH
nearensrocTr 21.20.23.110 -

npukasom Pocsapasranzopa or 13 mapra 2019 rozga Ne 19 o
JIOIYIIEHO K 00palleH o Ha TepprTopun Poccuiickoii Dencppins

3amecTHTe L pyKROBOAUTENS PeaepaasHoil cyKkObI
no Haa3opy B chepe 3ApaBooXpaHEeHHA

g
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OEAEPAABHASL CAVIKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

TIPUJIOYKEHME
R PETUCTPALIAOHHOMY Y/10CTOBEPEHMIO "
HA MEAWLUMHCKOE U3/IEJUE

ot 13 mapra 2019 roga Ne ®CP 2012/13923

Jluer 1

Ha mennnuaCcKOE W3 enue
HaGopa pearenros 1ia spisisaenusi IHK Coxiella burnetii B 6uonormaeckom Matepuade
METOA0M NOJIMepa3Hoii uenuoﬁ peaxuun (ITHP) ¢ ru6puan3aunonno-giyopecuenTHol
nerexnmeii ""AmmamCenc” Coxiella burnetii-FL" 1o TY 9398-195-01897593-2011:
®opwmar FRT.
G®OPMA KOMHJ'IEKTAHHH
" HaGop peareHTOB BBIYCKAETCS B 3 thopmax KOMILIEKTALHH;
@opma | BriOYaeT KoMmiieKT peareHToB «I1LIP-kommiexT» Bapuant FRT-50 F.
Dopma 2 BKIMOYaeT KOMIIIEKTsI peareaTos «PUBO-nper» apuant 50, «[IL{P-koMIIIeKT
BapuanT FRT-50 F.
dopma 3 BKIIIOYaET HABOPEI peareHToB ONTOM, PAC(acOBAHHEIE MO OT/ACILHBIM PeareHTaM,
C MapKHPOBKOH PEareHTOB Ha X ONTOBOI (hacoBKe.
Mecto npousBojicTBa:
1. ®bYH IIHUH Snunemuonornu Pocnorpebuanzopa, Poceus, 111123, Mocksa.
yin. Hosorupeesckas, a. 3A.
2. ®bYH ITHMH Bnunemuonorun Pocniotpeduanzopa, Pocens, 111123, Mocksa.,
yi. Hoorupeenckasi, a. 3A, ctp. 6.

G 3amecTurenn pykopoauteas Oexepaibnoil ciayxonl
gl 0 HAA30py B cdepe 3ApaBoOXpaHEHUN




YTBEPXJIEHA «YTBEPXJIAKO»

[Ipukaszom Poc3npaBhaizopa Jupextop denepanbHOroO
or 45 0Y O Ne JE7 Z‘//iz’/f P rOCY1aPCTBEHHOTO YUPEeKIeHHsE
HAYKH «lleHTpanbHbIi Hay4HO-
MCCIIe10BaTENIbCKHHA UHCTHUTYT
ynuaeMuQIorun»y  “aPenepanbHoi

ClyKOBE ' 110 .Hafa3opys B  cdepe
3allMTHL. - [paB” -iloTpeduTeneid U
OIaropyTyYus YeI0BeKa

/,!J g > J
4 3V ¢ Ui
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MHCTPYKLUUA

Nno npumeHeHno Habopa peareHToB
nns BbigeneHnsa OHK Bacillus anthracis B Guonornyeckom
MaTepuane n obbekTax oKpyxaroLwen cpeabl METOLOM
nonnmMmepasHon uenHon peakumn (MNUP) ¢ rmubpmnamnsaumoHHo-

donyopecueHTHOW geTeKUuMen B pexmme «pearibHoro BpeMeHmn»

«AMnnuCeHc® Bacillus anthracis-FRT»



Habop peareHTOB COCTOUT 13 2 KOMMNJIEKTOB peareHToB:
KOMMJIEKT peareHToB And

— «AHK-cop6-B»

BapunaHTt 50 -
BblgeneHusa OHK 13 knuHunyeckoro matepuana;

— «[lUP-komnnekT» BapuaHT FRT — KOMMJIEKT peareHToB Ans
anthracis C

MUP-amnnmndumkayumn

rmoépunan3saunoHHo-dyopecLeHTHON

«pealibHOro BpeMeHmn».

AHK

Bacillus
aetekunen

pexunme

[onyckaeTca komnnekTaums 6e3 komnnekra peareHtoB «QHK-

copb-By.
®OPMA BbIINMYCKA.

KomnnekT peareHtoB «[QHK-cop6-B» BapnaHT 50 BKntoyaerT:

Peakmue OnucaHue LD Kon-eo
(mn)
N Mpo3payHas 6ecuBeTHas
NMnaupyrowmm pacteop KUOKOCTD 15 1 dpnakoH
PacTtBop Ansa oTMbIBKK 1 Mpo3paynas becuseTHas 15 1 dpnakoH
XNOKOCTb
PacTtBop Ansa oTMbIBKK 2 lNpospavHast becuseTHas 50 1 dpnakoH
XWNOKOCTb
CopO6eHT yHuBepcanbHbIN CycneHsuna 6enoro upeTa 1,25 1 npobupka
TE-6ydep ansa anouuu AHK lNpospavHast becuseTHas 5,0 1 npobupka

XWOKOCTb

KomnnekT peareHToB paccuntaH Ha BblaeneHne [OHK n3 50 npoo,

BKIMKO4YasA KOHTPOJIN.

KomnnekT peareHToB «[lLP-komnnekT» BapuaHT FRT BKkntoyaeT:

Peakmue OnucaHue 2ozl Kon-eo
(mn)
I'ILI,P-CM_er-l-FRT Bacillus lMpo3payHas 0.008 55 NpoBIUPOK
anthracis OecuBeTHas XXNOKOCTb
MUP-cmecb-2-FL Mpospaunas 0,77 1 npobupka
OecuBeTHas XXMAOKOCTb
NMKO AHK Bacillus anthracis pXO1 2p03pa‘-lHa$I 0,1 1 npobupka
eCLBEeTHasa XXNOKOCTb
NMKO AHK Bacillus anthracis pXO2 2p03pa‘-lHa$I 0,1 1 npobupka
eCLBEeTHasa XXNOKOCTb
MKO STI MNpo3pavras 0,1 1 npobupka
OecuBeTHas XXNOKOCTb
lMpo3payHas XMOKOCTb
OKO OT COSTOMEHHO-XKEMNToro 1,6 1 npobupka
8o 6ecuBeTHOro
BKO STI-704 MNpospaukas 0,5 1 npobupka
OecuBeTHas XMOKOCTb
OHK-6ydep MNpo3patinas 0,5 1 npobupka

OecuBeTHas XXUOKOCTb
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KomMnnekT peareHTOB paccymTaH Ha npoBedeHne 355 peakuumn
amnnndurkauum, BKIo4as KOHTPOSN.

HA3HAYEHMUE.

HaGop peareHToB «AmnnuCeHc® Bacillus anthracis-FRT»
npegHasHadyeH ansg sbigsneHns [OHK BeretatmBHbIX M CNOpOBbLIX
dopm Bacillus anthracis B 6buonornyeckom matepuane n obbekTax
OKpyXatloLllen cpefbl, a Takke Ona ornpenerfieHns nnasmMumgHoro
coctaBa Bacillus anthracis nytem BbisiBneHna reHa pagA
(nnasmuga pXO1) u reHa capA (nnasmuga pXO2) meToaom
nonumepasHon uenHon peakumn (MNUP) ¢ rmbpunansaunoHHo-
donyopecuUeHTHON OeTeKUMEN B peXnMe «peanbHOro BpeMeHN».

OauH Habop paccumtaH Ha 50 TecToB, BKMOYasi KOHTPOSIbHbIE
obpasupbl.

MEPbI MPEOOCTOPOXHOCTM.
B3atne, TpaHcnopTupoBaHMe, XpaHeHWe Martepuana Ha
nccnegosaHne n paboTy C HMM NPOBOAAT B COOTBETCTBUM C

MHCTPYKTUBHO-METOANYECKNMN OOKYMeHTaMM,
pernamMmeHTupyowmnmMmmn BolinonHeHne nccnegosanun: CIl 1.3. 1285-3
«be3onacHocTb paboTel ¢ MukpoopraHuamamu |-l rpynn

naToreHHocTn (onacHoctn)», MY 1.3.1794-03 «OpraHmnsaums
paboTel npu wuccrnegosaHmax mMmetogom [LUP  matepunana,
NHPUUNPOBAHHOIO MUKpoopraHmamamu |-l rpynn natoreHHoCcTu» u
Cll 1.2.036-95 «[llopsigok y4eTa, XpaHeHud, nepefadm wu
TpaHCNOPTUPOBaAHUA MUKpoopraHmamMos I-IV rpynn natoreHHOCTU».

B3ATUE U XPAHEHUE MATEPUAJIA HA UCCJIEOJOBAHUE.

Ona npoBegeHMs aHanu3a WUCNONbL3YKTCA crneaywolme

MaTepuanbil:

— Bopa (cToyHas, n3 sogoema, nutbesasi) — 10-20 mn.

— [louysa.

— CwMbIBbI C BO34YLUHbIX OUNbTPOB.

— T[lopowkoobpasHble BelwlecTBa (kopMa Ans KPYNHOro poraTtoro
ckota (KPC), myka n 1.4.)

MaTtepuan ot noaeu:

— UenbHag kpoBb — 5 M. 3abop KpoBM NpoOBOAUTCS YTPOM
HaToLak B Nnpobupky Tuna Vacuette®, ¢ 6 % pactsopom SOTA
n3 pacyeta 50 mkn SOTA Ha 1 Mn KpoBWU. 3aKpbITYO NPOOUPKY C
KPOBbKD HECKOSNbKO pa3 TwaTesnbHO MepeMeLwunBalT nyTem
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nepeBopaymBaHus.

— JKccypgar M3 oyaroB nopaxeHuma (npu KoXHom  dhopme),
nomeweHHoln B 200 MKN CTepurbHOro pacTtBopa HaTpus
xmopuga 0,9 % (ucnonb3ywT 6e3 npegBapuTenbHOM
00OpaboTKm).

— MokpoTa — B €MKOCTb C MOKPOTOW, AN ee pasXMKeHud,
nobasnsoT KOMMEPYECKNI peareHT «MykonnaunH»
nponsBoacTBa Or'yH «UHNA annaemMmonornmy»

PocnoTtpebHan3sopa. NpenobpaboTka MOKpPOTbI NPOBOAUTCS MO
MHCTPYKUMN K peareHTy «MykonmauH». [lpn HeobxoammocTu
NOBTOPHOIO MNPOBEAEHNa aHanusa ocTaTok obpaboTaHHOW
MOKPOTbI 3aMOpaXXneator.

MaTtepuan oT XXMBOTHbIX:

— UenbHasa kpoBb — 5 mn. 3abop KpoBuM MNpoOBOAAT B MNPOOMpPKY
Tuna Vacuette®, ¢ 6 % pactBopom OJTA u3 pacuyeta 50 MK
OOTA Ha 1 mn KpoBu. 3aKpbITy0 MPOBUPKY C KPOBLID HECKOMBKO
pa3 nepeBopaynBaloT, YTOOLI NnepemellaTb KOHCEPBAHT.

— Monoko KPC — 6e3 npeaBaputensHon o6paboTku.

— [lapeHxnmaTo3Hble opraHbl U NUM@OY3Ibl.
buonornyeckun matepuan QOocTaBnsawT B flabopatopuio B

€MKOCTU CO NbJOM B TedeHune 1 cyT.

[onyckaeTca XpaHeHWe BbillenepevyncneHHoro marepuana go
npoBedeHNa UccrnegoBaHus B TedeHne 1 cyT npu Temnepartype oT
2 po 8 °C n B Te4eHne 6 Mec npu TemnepaType He Bbille MUHYC 16
°C. [HonyckaeTca oOOHOKpaTHoe 3aMopaxunBaHue-oTTanBaHue
MaTtepuana.

peaBapuTenbHasa o6paboTka maTepuana:

Boaa v cMbiBbI € BO3AYLWHbIX PUNLTPOB.

10-20 mn Boabl LeHTpudyrnposaTb 15 MUH Ha UeHTpUdyre npu
8000 g (10 000 o6/muH npun paguyce potopa 70 mm mnu 3 000
o6/MuH npun paaunyce potopa 150 mm). HagocaoodHyro XUOKOCTb
cnegyet OCTOPOXHO yganuTb, octaBuB 100 wmkn. Ocapgok
pecycneHgmpoBaTb B 06beme 100 MKN 1 nepeHecTn B NpobMpKN Ha
1,5 mn.

MNMouBa:

B npobupkn obbemMom 5 Mn C NNOTHO 3aKpbliBatoLLENCH
(3aBUHYMBAOLLENCH) KPbIWKOW  OTAESbHbIM  Wwnatenem (unum
ogHopasoBbiMM nonaTtkamu) BHectn no 0,4-1,0 r (okono 1,0 mn)

REFA TR-B41; |REF| HK7-0011-1-2 / 20.12.07 / cTp. 4 3 17



3emMnu, 3anuTb 3 M1 pacteopa HaTtpua xnopuga 0,9 %, TuwaTtenbHO
nepemMewlaTtb n oTCcTamBaTtb
5 MuH. U3 npobupok c oTcTtosiBLUENCs 3emnen nepeHectn 1 mn
pacTBopa B Npobupkn ob6beEMOM
1,5 M C MNIOTHO 3akpblBalOWEWNCH KPbIWKOM W 0ocaauTb
rpyboamncnepcHyto dopakuuto LEeHTPUdYrMpoBaHneMm Ha
MukpoueHTpudgyre 2-3 muH npu 300 g (2000 o6/mMuH npu paguyce
potopa 70 wmm). [anee  wucnonb3oBaTb  OCBETSIEHHYIO
HagoCcagO4YHYH XXUOKOCTb.

NMopowkooOpa3Hble BelecTBa.

MopolkoobpasHble BelectBa (06bem okorno 0,05 c¢md)
pacTBopuUTb B 150 MK cTepunbHOro pacteopa HaTpus xnopuga 0,9
% 1 ncnonb3oBaTb NOMYYEHHLIN pacTBOp B paborTe.

HepactBopnMble B BOde BewecTBa cregyetr obpabaTbiBatb
aHanorn4yHo npobam semnu.

MapeHxUMaTO3HbIe OpraHbl.

Kycouku pasmepom He MeHee 1 cM® 1 numMdoysnbl (LEenmkom)
TWwaTenbHO pacTepeTb B rOMOreHn3aTtopax umnm ¢ Ncrnosib30BaHNEM
CTepUNbHbIX apdopoBbIX CTYNOK U MNECTUKOB, 40DABUTb pPaBHbLIN
obbem (He meHee 100 mkn) ctepunbHoro 0,9 % pacTtBopa HaTpus
xnopuga n TwartenbHo nepemelwlaTtb. CycrneHauo oTcTamBaTb Npu
KOMHaTHOW TemnepaTtype B TeyeHne
2-3 MWH, 3aTeM BepxHw ¢asy nepeHectn B MNPOBMPKK
BMecTMMocTbto 1,5 Mn M wucnonb3oBaTb pJanee Ha craguu
obes3apaxmnBaHusl.

Ob6e33apaxuBaHne Martepuana:

[MpoBogatr cornacHo MY 3.5.5.1034-01 «O6e33apaxuBaHue
nccriegyemoro martepuana, uHguumpoBaHHoro 6aktepusimu -1V
rpynn naTtoreHHocTu, npu pabote metogom lMNLP».

1. epmuHauus cnop.

[NpenBapuTenbHoO NOAroTOBNEHHbIV nccnegyemMolu
MaTepuan B KOonu4yecTBse 0,1 mn mepHon NNNEeTKOW
€MKOCTbH 1-2 mn 2 Knacca TOYHOCTU 3aceqaTtb B

npobupkn (FTOCT 1770-74) ¢ 0,9 mn 6ynboHa XoTTuHrepa pH
7,2+0,1 1 nHKyObmMpoBaTb C MHTEHCMBHOW aspauunen Ha LyTTeSb-
annapate npu Temnepatype (37+1) °C B TeyeHne 2,5 .

2. ObpaboTka NeHULUUNITIMHOM.
B npobupkn gobaBuTb CBEXENPUIrOTOBIEHHBIN  PacTBOP
neHMuunnMHa (oo KOHeyHon koHueHTpaumm 1000 ea/mn) um
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MHKYbupoBaTb ewe 15 muH npm Temnepatype (37+1) °C.

3. 1 Mn cycneHsun nepeHecTu aBTOMaTUYECKOW MNUMETKON C
HaKOHEYHUKaMMU C adpo30fibHbIM OapbepoM B MPOOMpPKK
oobeMoMm 1,5 M (c 3acTermBatoLLMMmnCS Unn
3aBMHYNBAOLLIMMUCS KpbIWKaMW, CHaBXEHHbIMWU pPe3MHOBLIMA
NpoKnagkamm) n NoaBeprHyTb LEHTpUdyrmposaHuto npn 12 Toic
06/MuH B TedeHue 10 MmH. Hagocago4Hyto XuakocTb oTobpaTh,
K ocagky nobasutb 100 mkn 0,9 % pactBopa HaTpus xnopuaa,
pecycneHgmpoBaTtb. [lpobupku nporpetb B TBEPAOTENBbHOM
TepmocTtaTte npu temnepatype (110x5) °C B TedeHme 10 MUH.

4. Jlnsupyrowmnmn pacteop n3 komnnekra peareHtoB «dHK-cop6-B»
(ecnu OH xpaHuncsa npu Temnepatype ot 2 o 8 °C) nporpeTb
npu Temnepatype oT 60 go 65 °C Ao nNonHOro pacTtBOpeHus
Kpuctannos. B kaxgyto npobupky c¢ uccnegyembimMu npobamu
BHecTn no 300 mMKN nM3upyroLero pacteopa u UHKybmnposaTtb B
TeyeHue 15 muH nNpu Temnepartype 65 °C.

JanbHenwune  uvccnegoBaHusi nNpob6  npoBoauTb Kak C
obe33apaXeHHbIM MaTepuanom no Nopsiaky npouenyp, onnMcaHHbIX

B pasgene «BbIOENTEHME OHK».

AOONOJIHNTEJIbHbIE MATEPUAJIbI U ObOPYAJOBAHMUE,

TPEBYEMBbIE ONA NPOBEOEHNA NUP-AHAJIU3A.

(c ykazaHuem chnpm-npoussogutenen/nocraBLMKOB):

30HA 1.

Onsa ebiaeneHusa JHK n3 nuccnegyemoro matepuana

TpeobyroTca:

1. CTepunbHbIM  NamMuvHapHbIn - WKadg  (Hanpumep, «bBABR-01-
«JlamuHap-C»-1,2», «JlamnHapHble cuctemol», Poccus).

2. TepmocTtaT anga npobupok Tmna «3dnneHgopd» ot 25 go 100 °C
(Hanpumep, « TEPMO 24-15», «brnokom», Poccus).

3. BakyymMHbIl oOTcacblBaTeNb MEOULUMHCKUA C KONOOW-NOBYLLKOW
ONs yaaneHna HagocagoyHou xungkoctn (Hanpumep, «OM-1», T.
YnbsiHoBCK, Poccus).

4. MwukpoueHTpudyra ans npodmnpok tmna «3AnneHgopd» 4o 16 TbiC

06/MuH (Hanpumep, «MiniSpin», «Eppendorf», Flepmanuns).

BopTtekc (Hanpumep « TOTA-2», «bnokom», Poccus).

OTpenbHbI  HAbop aBTOMATUYECKUX MNUMNETOK MNEePEMEHHOro

obbema (Hanpumep, «JleHnuneTy», Poccus).

7. OgHopasoBble  MONUMPOMNUINEHOBLIE  3aBUHYMBAKOLLMECH  UIMN

o O
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NMOTHO 3aKpbiBalOWMECH MUKPONpobupkn obvemom 1,5 wmn
(Hanpumep, «Axygeny», CLUA).

8. WTatmebl ana mukponpobupok obbemom 1,5 mn (Hanpumep,
«HTepllabCepBuc», Poccma) n  HaKOHEYHWKOB (Hanpumep,
«Axygeny, CLLUA).

9. OgHopas3oBble HAKOHEYHUKN AN NMNETOK nepeMeHHoro obbema ¢
a3p030SIbHbIM Bbapbepom ao
200 mkn n go 1000 mkn (Hanpumep, «Axygen», CLUA).

10.0aHopa3oBble HAaKOHEYHUKU AN NUNETOK nepemMeHHoro obrema
0o 200 mkn v go 1000 mkn (Hanpumep, «Axygeny, CLLA).

11.XonoaunnbHuk oT 2 oo 8 °C ¢ MOPO3UNbHOW KaMepowm He Bbille
mMuHyc 16 °C.

12.0TOenbHbIN XanaT U 04HOPa30BbIe NepYaTKu.

13.EMKOCTb C Ae3nHpUUMpPYOLLUM pacTBOPOM.

14.KomnnekTt cpeacTts Ana obpaboTkn paboyero mecra.

30HA 2.

Ona npoBepgeHua [UP-amnnudmkaumm un  getekuuun
NpPoAyKTOB amnnucpukauum TpebdyroTcs:
1. Amnnudoukatop «Rotor-Gene» 3000 wnu 6000 («Corbett

Researchy», ABCTpanusl) nnu akBMBasneHTHbIN.

2. MNUP-6okc (Hanpumep, «BAB-TUP-«JTamnHap-C»,
«JlamuHapHble cuctembl», Poccus).
BopTtekc (Hanpumep, « TOTA-2», «buokom», Poccus).
OToenbHbIM HAabop aBTOMATUYECKUX MUMNETOK MNepeMeHHOro
obbema (Hanpumep, «JleHnuneTty, Poccua).
5. OagHopa3oBble HAKOHEYHUKM C a3po30nbHbiM Bapbepom o 200

MK (Hanpumep, «Axygeny, CLLA).
6. WUTaTuBbl ONs HakoHedHukoB (Hanpumep, «Axygen», CLUA) u

MUKponpobupok (Hanpumep, «NHTepJ/labCepsucy», Poccus).
7. XonogunbHuk oT 2 ao 8 °C ¢ MOpPO3UNbLHOM KaMepown He Bbllle

MUHYC 16 °C.
8. OToenbHbIM XanaTt n ogHopas3oBble nepvyaTku.
9. EMKOCTb C Ae3UH(PULMPYIOLLMM PaCcTBOPOM.
10.KomnnekT cpeacTts ana obpaboTkn paboyero mecra.
NMPUMEYAHUE: fonyckaeTcs npumeHeHne obopygoBaHus apyroro
TMNa, MO  CBOMM  XapaKTepuUCTUKaM  He  ycTynawLwlero
peEKOMEHOYEMOMY.

B W
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NMPOBEAEHUE MNLUP-AHAJIN3A.

STAIN 1. BbIAENEHUE OHK U3 UCCINEOYEMOI'O MATEPUAIJIA
(KomnnekT peareHtoB «[HK-cop6-B» BapuaHT 50).
(npoBoauTca B 3OHE 1 — nomeweHun ans o6paboTku
uccnegyemMoro martepuwana).

NMopsagok paboThl.

1.

[MoaroToBUTb OTpUUaTeNnbHbIM KOHTpOsb BbiaeneHna [OHK
(OK). B npobupky obbemom 1,5 mn BHectn 300 MKn
nusnpyrowero pacteopa n 100 mkn OKO — oTpuuartenbHoro
KOHTpOnbHOro obpasua.

. OToenbHbIMM  HaKOHEYHUMKaMW C adpOo30SibHbIM Oapbepom

BHECTM B Kaxayw npobupky c¢ npobamn (cMm. pasgen
«ObeszapaxuBaHne 6uonorndeckoro marepuanar), BKNo4ad
OK, no
10 mkn BKO STI-704.

[MpoObl TWwaTenbHO nepemellaTb Ha BOPTEKCE, NPOrpeTb 5 MUH
npu Temnepatype 65 °C, ocaguTb Ha BopTekce 5 C.

Ecnn B npobupkax HaxogsaTcsl B3BELUEHHble YacTuubl (He
pacTBOPMBLLUMNCA MNOSIHOCTbIO Martepuarn), To Heobxogumo
npoueHTpudyrnpoBaTbe NPOOMPKY Ha MUKpoueHTpudyre 5 MuH
npu 8-10 Tbic 06/MnH (10-13 TbiC 06/MUH NpK pagnyce poTopa
70 Mm) 1 ucnonb3oBaTtb Ansa sblaeneHnsa OHK Hagocago4Hyto
XWOKOCTb, NEPEHECS €€ B HOBYIO NPOOUpKY.

TwaTtensHO pecycneHaMpoBaTb COpPOEHT yHUBepcCasribHbIM Ha
BopTekce. B kaxayo npobupky oTaenbHbIM HaKOHEYHUKOM
pobaBute No 25 MKN  pecycrneHgMpoBaHHOrO copobeHTa
yHuUBepcanbHoro. [lepemewatb Ha BOpPTEKCe, MNOCTaBUTb B
lUTaTUB Ha 5 MWH, ele pa3 nepemMewlaTtb U OCTaBUTb B LUTATUBE
Ha 5 MUH.

Ocagutb CcoOpOeHT YHUBEpCcasribHbIn B npobunpkax
ueHTpudyrupoaHmem npu 8-10 Toic 06/MuH (10-13 ThiC 06/MUH
npu paguyce potopa 70 mm) B TedeHne 30 c. Yganutb
HaZo0cago4HYo XKWOKOCTb, NCnonb3ys BaKyyMHbI
oTcacblBaTESb M OTAENbHbIN HAKOHEYHUK NS KaXX40W npoobbl.
[o6asutb B npobel no 300 Mkn pacTtBopa AN OTMbIBKU 1,
nepemellaTtb Ha BOpPTEKCe OO0 MOSMHOro pecycneHaupoBaHus
copbeHTa, npoueHTpudyrnposats 30 ¢ npu 8-10 Tbic 06/MUH
(10-13 TbiIC 06/MMH npn paguyce potopa 70 MM) Ha
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MUKpOLEeHTpudyre.  YaanuTb  HagoCaLO4YHYK  XKUMOKOCTb,
MCNOSb3ysl BaKyyMHbIW OTcacbiBaTesNb U OTAESbHbIN HAKOHEYHMK
ansa  kaxgon npobbl. [lpn pabote ¢ obpasuamum KpoBU
O0NycTUMO  NPUMEHEHMe gos3aTtopa  C  MHAMBMAOYyalNbHbIM
HaKOHEYHWUKOM C adp030SibHbiM HGapbepoM Ons MexaHU4eCcKoro
pa3buBaHMAa ocagka.

7. dobaButb B npobbl no 500 MKN pacTtBopa ANSA OTMbIBKU 2,
nepemellaTtb Ha BOpTEKCe [0 MOSIHOro pecycneHaupoBaHus
copbeHTa yHuBepcanbHoro, npoueHtpudyrmposats 30 ¢ npwu
8-10 Tbic 06/MnH (10-13 Tbic 06/MUH Npu paanyce potopa 70
MM) Ha MUKpPOLEHTpudyre. Yoanutb HagoCagouHyl XUOKOCTb,
NCNoNb3ysi BaKyyMHbIW OTcacbiBaTeNb U OTAENbHbIN HAKOHEYHMK
ansa Kaxagown npobsbl.

8. lNoBTOpUTb OTMbLIBKY elWe pas, cnegys n. 7, yoanuTb
HaZ0CaO4YHY0 XNOKOCTb MOSTHOCTbIO.

9. lMNomecTuTb NpobUpKM B TepmocTaTt npun Temnepatype 65 °C Ha
5-10 muH ansg noacywmBaHus copbeHTa yHuMBepcarnbHoro. [Npu
9TOM KPbILLKM NPOBUPOK AOMKHbI ObITb OTKPbLITHI.

10.B npobupkn gobasute no 50 mkn TE-6ydepa ana anouumn
AHK. MNMepemewarts Ha BopTekce. [loMmecTUTb B TepMocTaT npu
Temnepatype 65 °C Ha 5 MWH, Nepuoguyeckn BCTPAXMBaAS Ha
BOpTEKCE.

11.MpoueHTpudyrnposatb npodbupku npu 8-10 Tbic 06/mMmH (10-13
TbiC 06/MUH npu paguyce potopa 70 MMm) B TedeHne 1 MUH Ha
MUKpoLeHTpudyre. HapgocagoyHass  XWOKOCTb  COAEPXKUT
oumnwieHHyto IHK. Mpobkl rotoBbl kK noctaHoBke MLLP.
Honyckaetca xpaHeHue oumweHHon [HK B TeyeHue 7 cyt

npu Ttemnepatype oT 2 go 8 °C M B TeyeHue ropga npu

TemnepaTtype He Bbiwe MUHyc 16 °C.

STAI 2. NPOBEAEHUA NUP-AMINNTNOUKALUN N OETEKUUN
NMPOOYKTOB AMINUIM®OUKALUN (Komnnekt peareHToB «[LP-
KOMMNJIeKT» BapuaHT FRT).
(npoBoautca B 30OHE 2 — nomeweHnn ana nposepeHusn MNMLUP-
amnnudpukaumm).
Ooowmn ob6vem peakuun — 25 mkn, oovem [OHK-npo6bl — 10
MK.

B Komnnekte peareHTOB MNPUMEHSIETCA «TroOpAYUn CTapTy,
KOTOpbIN obecrneynBaeTcs pasgerieHMeM HykrneotmaoB U Taqg-
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nonumMmepasbl MNpPOCNoMKonm Bocka. [lnaBneHne BOCKa M
nepemMewMBaHMe peakUuMOHHbIX KOMMOHEHTOB mnpoucxoauT
TONbKO npu Temnepartype 95 °C, 4yTo 3HaAYUTENIbHO CHMWXaeT
KONin4yecTBO Hecneuuduyecku 3aTpaBneHHbIX peakuumn.

NMopspok paboThi:

A.lMoarotoBka npobupok ansa nposeaneHus MNMLP.

1. OtobpaTb Heobxogmmoe Konuyectso npodbupok c¢ MUP-
cmecblo-1-FRT Bacillus anthracis gna amnnudpukaumn OHK
nccnegyembiX U KOHTPOmbHbIX Npob (1 — oTpuuartenbHaa n 3 —
NONOXUTENbHbIE KOHTPOJSIbHbLIE NPOObLI).

2. Ha noBepxHocTb Bocka BHecTu no 7 mkn lNMUP-cmecu-2-FL, npu
9TOM OHa He OOJIKHa NpoBanmMBaTbCs No4 BOCK M CMELUMBATbLCA
c NMUP-cmecblo-1-FRT Bacillus anthracis.

b.lMpoBegeHue amnnucgpunkauumm.

1. B nogrotoBneHHble anga lMNLUP npobupkn BHECTUM OTAENbHbIMU
HaKOHEYHUKaMM C aspo3osibHbIM bapbepom no 10 mkn AOHK-
npoo, BblOENEHHbIX M3 UCCeayeMbIX UMM KOHTPOSIbHbIX Npo6
aTana Bblgenenuns OHK.

2. llocTaBUTb KOHTPOMbHbIE peakuuun amnnudpukauumu.

a) oTpuuaTtenbHbIN KoHTponb (K-) —  BHectu B
noarotosneHHyto npobupky 10 mkn OHK-6ydepa.
0) nonoxutenbHbIn  KOHTponb (K1+) — BHecTM B

nogrotosneHHyto npobupky 10 mkn MKO OHK Bacillus
anthracis pXO1.

B) NONMOXUTENbHbLIN  KOHTponb (K2+) - BHecTn B
nogrotosneHHyto npobupky 10 mkn MKO OHK Bacillus
anthracis pXO2.

r) NONOXUTenbHbIN KOHTponb (BK+) - BHectn B
noarotoBrieHHyto npodbupky 10 mkn MKO STI.

B.lMporpammupoBaHue amnnudukartopa:

Ona pa6otbl ¢ npubopom «Rotor-Gene» 3000 cneayet
ucnonb3oBaTtb nporpammy Rotor-Gene Bepcumn 6, ¢ npnéopom
«Rotor-Gene» 6000- nporpammy Rotor-Gene 6000 Bepcum 1.7
(build 67) unu BbIWwe.

Hanee no TeKCTy TepMMUHbI, COOTBETCTBYHWLIME pa3HbIM
BepcusaM nNnpndbopoB U NporpamMMHOro obecne4yeHmsa ykasaHol B
crnenyrolwem nopsagke: ana npmoopa «Rotor-Genex» 3000 / ansa
aHrnosi3abIMHOU Bepcuu nporpammbl «Rotor-Gene» 6000 / ansa
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PYyCCKOA3bIYHOU Bepcum nporpammebl «Rotor-Genex» 6000.

1.
2.

o B

~N o

9.

HaxaTtb kHonky «New»/«HoBbI» B OCHOBHOM MEHIO MPOrpamMmbi.

B oTkpbiBLIEMCS OKHE BblbpaTb MeHio «Advanced»/«[deTanbHbin

mMactep» M wWabnoH 3anycka akcnepumeHta «Dual Labeled

Probe»/«Hydrolysis probes»/«dnyopecueHTHbIe 30Hbl

(TagMan)». HaxaTb KHONKy «New»/«HoBbIn.

Boibpate TMn poTtopa «36-Well Rotor»/«36-1yHOYHbIN POTOPY.

[MocTaBuTbL OTMETKY B OKHe psagoM ¢ Hagnucbio «No Domed 0.2 mi

Tubes»/«Locking ring attached»/«KonbuLo 3akpenneHo».

HaxaTtb kHonky «Next»/«[danee».

BbibpaTte 06bem peakumoHHon cmecu: Reaction volume/O6bem

peakunn -25 mkn. Onsa npubopa «Rotor-Gene» 6000 A0OMmMKHO

OblITb aKTMBHO (OTMedeHO rano4kor) okHo «15 ul oil layer

volumex»/«15 pL obbem macna/Bockar». (Ecnu ranodka He cTouT B

OKHE MO YMOM4YaHuo, NOCTaBUTb €€ C NOMOLLbH MbILLIKW).

HaxaTtb kHonky «Next»/«[danee».

B BepxHen 4acTn okHa HaxaTb KHOmMky «Edit profile»/«PenakTop

npodouna.

3agaTtb cregyoume napameTpbl IKCnepuMeHTa:

1. «Hold»/«Ygepx. Temn-pbi» 95 °C — 5 MuH

2. «Cycling»/«UunknupoBaHue» 95°C-10c

60 °C—-25c

72°C-10c

Cycle repeats/LUnkn nostoputb — 10
times/pas.

3. «Cycling 2»/«UuknnposaHne 2» 95°C -10c

56 °C — 25 c — leTtekymns

72°C-10c

Cycle repeats/Llnkn nostoputb — 35
times/pas.

4. dnyopecueHUMo mn3MepsatoT npu TemnepaTtype 56 °C (Bo
BTOpOM 0Onoke uuKnMpoBaHusl) Ha kaHanax FAM/Green,
JOE/Yellow n ROX/Orange.

5. HaxaTtb aBaxabl kHOMKy « OK»/«[ay.

B HwKHenm 4yactm okHa HaxaTb KHOnky «Calibrate»/«Gain

Optimisation...»/«OnT. ypoBHA CUrH.». B OTKpbIBLLEMCS OKHe
HaXxaTb KHOMKY «Calibrate Acquiring»/«Optimise
Acquiring»/«Ont. [Oetek-mbix». [Ona kaHana FAM/Green
ycTaHoBUTb NapameTpbl «Min Reading»/«MuHum CurHan» —
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20FI n «Max Reading»/«Makcum CurHan» — 30FIl. [1na kaHana

JOE/Yellow yctaHoBuTbL napametpbl «Min Reading»/«MuHnm

CurHan» — 10Fl u «Max Reading»/«Makcum CurHan» — 15FI.

Ona «kaHana ROX/Orange ycTaHOBUTbL napameTpbl «Min

Reading»/«MuHum CurHan» — 5F n «Max Reading»/«Makcum

CurHan» — 10FI. B rpade «Tube position»/«Mo3nuus MNpobupkmny

yKaszaH HoMep npobupkn, no KoTopon 6yaeT aBTOMaTUYECKU

BblbpaH napameTp «gainy/«ycurieHne curHana», no ymosn4aHuio

9710 1-a npobupka B potope. [MoaTomy B 1-0M nos3vuum B poTope

OO0IMKHA CTaBUTbLCSA NPodupKa ¢ peakuMoHHON CMecbto. [loMeTuTb

ranoykon 6okc B cTpoke «Perform Calibration Before 1%

Acquisition»/«Perform Optimisation Before 1%

Acquisition»/«BbinonHnte  ontuMmMsauuio npu 1-m  ware

aetekumm». OKHO 3aKpbliTb, HaXaB KHOMKY «Closen/«3akpbITb.

HaxaTb kHornky «Next»/«daneey.
10.lMomecTnTb nNpegBapuTeNibHO MNOArOTOBMNEHHbIE NPOBUPKM B

amnnndgukatop. 3anyctuTb amnnudunkaumio KHOMKon «Start

run»/«CtapT».
11.[l1aTb HasBaHMe 3JKCMNEPUMEHTA U COXPaHWTbL €ro Ha aucke (B
aTOM dhanne OyayT aBTOMaTUYECKN COXpaHeHbl pes3yrnbTaThl

OaHHOro 9KCnepuMeHTa).

B npouecce paboTbl amnnndukatopa WUNM NO OKOHYAHUM €ero
paboTbl HEOH6X0AMMO 3anporpaMMmnpoBaTh MOSIOXEHME NPOOUNPOK B
kapycenu. [Ons 3TOro Hago wvcnonb3oBaTb KHOMKY  «Edit
samples»/«lpaBka o6pa3uoB» (B HWXKHEW MpaBoM YacTu
OCHOBHOro OkHa). Bce npobbl M KOHTponu 0603Ha4YNTb B MEHIO
«Samples»/«O6pa3ubl kak Unknown»/«Obpasen.

AHAJIIN3 PE3YJIbTATOB.
AHanua pesynbtatoB amnnudukaumm BKO no kaHany ROX/
QOrange.

1. HaxaTb B MeHI0 KHOMKY «Analysis»/«AHanuna», BblbpaTb pexum
aHanmsa «Quantitation»/«KonnyecTBEHHbIN», HaXaTb KHOMKY
«Cycling A. ROX»/«Cycling A. Orange», «Show»/«lNoka3aTb».
OTMeHUTb aBTOMaTH4yeckum Bolbop «Threshold»/«lMopory.
BoibpaTb nuMHEWHyK wkKany rpadudeckoro M3obpaxkeHus
pe3ynbTaTtoB, HaxaB KHoOMKy «Linear scale»/«JlnHenHasn
lkana» B HWXHeW 4acTM OKHa crpaBa (ecnu 93Ta LWKana
aKTMBHa MO YMOJSIYaHUID, BMECTO KHOMNKM «Linear scale»/

W
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«JlnHennas Wkanay» BngHa kHonka «Log scalex»/ «Jlor. LUkanay).
B MEHIO OCHOBHOIO OKHa («Quantitation
analysis»/«KonnyectBeHHbI aHanua3») JorkHa OblTb HaaTta
KHornka «Dynamic tube»/«dunHamuny.poH».

B meHio «CT Calculation»/«Bblancnedne CT» (B npaBon 4acTtu
okHa) BbicTaBuTb Threshold/IMopor = 0.1.

B Tabnuue pesynbTaToB (OKHO «Quant.
Results»/«KonnyectBeHHble Pe3ynbTaTtbl») NOSBATCA 3HAYeHUs
Ct, koTopble AO0MmMKHbI BbITb He bonee 31 aong wuccnegnyemMblX
0b6pasL 0B M KOHTPOMEWN.

AHanunsa pesynbtatoB amnandukaummn OHK Bacillus anthracis pXO1

no kaHany FAM/Green.

1.

W

HaxaTb B MeH0 KHOMKy «Analysis»/«AHanus», BblibpaTtb pexnm
aHanmsa «Quantitation»/«KonnyecTBEHHbIN», HaXaTb KHOMKY
«Cycling A. FAM»/«Cycling A. Green», «Show»/«lloka3aTb».
OTmMeHnTbL aBTOMaTn4eckum Beldbop «Threshold»/«lNopory.
BolOpaTb NWHENHYyO WwKany rpaduyeckoro mnsodbpaxeHus
pe3ynbTaTtoB, HaxaB KHonky «Linear scale»/«JluHenHas
llikana» B HWKHEN 4acTM OKHa cnpasa (ecnu 9Ta LWKana
aKkTMBHa  NO  YMONYaHUK, BMeCTO  KHomnku  «Linear
scale»/«JlnHenHasa Lkana» BmaHa kHonka «Log scalex»/ «Jlor.
LLkana).

B MEHIO OCHOBHOrO OKHa («Quantitation
analysis»/«KonnyecTtBeHHbIn aHanma») AormkHa ObiTb Haxarta
kKHonka « Dynamic tube»/«dnHamn4d.qooH».

B wmeHio «CT Calculation»/«BbluncrieHne CT» BbICTaBUTb
«Threshold»/«[Mopor» = 0.025.

B Tabnuue pesyrnibTaTos (OKHO «Quant.
Results»/«KonnyectBeHHble PesyrnbTaTbl» MNOABATCA 3HAYeHU
Ct.

AHanuni pesynbtatoB amnnudukaumm AHK Bacillus anthracis pX0O2

no kaHany JOE/Yellow.

1.

W

HaxaTb B MeH KHOMKy «Analysis»/«AHanus», BblbpaTb pexum
aHanusa «Quantitation»/«KonnyecTBeHHbIN», HaXaTb KHOMKY
«Cycling A. JOE»/«Cycling A. Yellow», «Show»/«lloka3aTb».
OTMeHUTb aBTOMaTH4yeckum Bblibop «Threshold»/«lTopory.
BolOpaTb NUHENHYIO WwKany rpadguyeckoro wnsobpaxeHusd
pe3ynbTatoB, HaxaB KHomnky «Linear scale»/«JlnuHenHan
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llikana» B HWKHEN 4acTu OKHa cnpasBa (ecnu 9Ta LWKana
aKTMBHa  NO  YMONYaHuK, BMeCTO  KHomnku  «Linear
scale»/«JlnHenHasa Lkana» BmaHa kHonka «Log scalex»/ «Jlor.
LLikanay).

4. B MEHIO OCHOBHOIO OKHa («Quantitation
analysis»/«KonnyectBeHHbIn aHanua») JorkHa OblTb HaaTa
KHornka «Dynamic tube»/«dunHamuny.poH».

5. B meHwo «CT Calculation»/«Bblumncnenne CT» BbICTaBUTb
«Threshold»/«[Mopor» = 0.1.

6. B Tabnuue pesyrnbTaToB (OKHO «Quant.
Results»/«KonnyectBeHHble Pe3ynbTaTbl») NOABATCA 3HAYEHUS
Ct.

YYET PE3YJIbTATOB.

PesynbTaTtbl UHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuumnsa (Unu
OTCYTCTBMSA) nepecevyeHuns KpMBOM donyopecueHuun C
YCTaAHOBJIEHHOW Ha COOTBETCTBYHLLEM YPOBHE MOPOroBON JIMHUEN
(4TO COOTBETCTBYET Hanuuuio (UK  OTCYTCTBMIO) 3HAYEHUS
noporoeoro uukna «Ct» B cooTBeTcTByWOLWEN rpade B Tabnuue
pes3ynbTaToB).

Pe3ynbTaT cuuMTaeTcsi AOCTOBEPHbIM TONMMbKO B Crlyyae
NPOXOXAEHUSA MONIOXUTESNbHbLIX U OTpULUaTesibHbIX KOHTponeun
amnnudpumkauum n oTpuuaTenbHoro KoHTponsa BbigeneHua OHK
(cm. Tabn. 1).

Ta6bnwuua 1.
Pe3ynbTaTbl NOCTaAaHOBKU KOHTpPONen pa3nuyHbix atanos NLP-
aHalnu3a
KoHTponupyembl 3HaueHue Ct no kaHany
KoHTponb n atan MLUP-
aHanu3a FAM/Green JOE/Yellow ROX/Orange
«OK» Bbioenexnne JHK HeT 3HauyeHun HeT 3HauyeHun <31
«K-» nuypP HeT 3HaueHuin HeT 3HaueHuin HeT 3HaueHun
«K1+» rnupP <33 HeT 3HayeHumn HeT 3HayeHumn
«K2+» rnupP HeT 3HayeHuin <33 HeT 3HayeHun
«BK+» MnupP HeT 3HayeHun HeT 3HayeHumn <31

1. Obpasey cuUUTaAOT MNONOXUTeNnbHbIM Ha Hanuume [OHK
Bacillus anthracis pXOl1+ u pXO2+, ecnn 3HayeHne Ct no
kaHany FAM/Green n JOE/Yellow meHee 33, He 3aBUCUMO OT
3HadeHua Ct no kaHany ROX/Orange.

2. OGpasey cuyMmTalT nNoNOXUTeNnbHbIM Ha Hanuume [OHK
Bacillus anthracis pXO1l+, ecnu 3HayeHne Ct no kaHany
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FAM/Green meHee 33, He 3aBUCMMO OT 3Ha4vyeHust Ct no kaHany
ROX/Orange.

3. Obpasey cuuTalT NONOXUTeNIbHbIM Ha Hanunuue [OHK
Bacillus anthracis pXO2+, ecnu 3HayeHne Ct no kaHany
JOE/Yellow meHee 33, He 3aBncMMO OT 3Ha4vyeHust Ct no kaHany
ROX/Orange.

4. Obpasey CcUYMTaAOT oOTpUuUaTenbHbIM, €CnM N0 KaHanam
FAM/Green n JOE/Yellow ansa Hero 3Ha4deHne Ct oTcyTCTBYET, a
no kaHany ROX/Orange ons Hero onpegeneHo 3HayvyeHue Ct, He
npesbiwamLwee 31.

Tabnuua 2.

OueHka pe3ynbTaToB UccrieayemMbix npo6
3HauveHue Ct no kaHany
Pe3ynbTaTt aHanusa
FAM/Green | JOE/Yellow | ROX/Orange

1 Het Het <31 Bacillus anthracis He obHapy»xeHa
2 <33 Het (mns|/|3l-1leT) Bacillus anthracis (pXO1+/pX02-)
3 <33 <33 (Mnsmﬂeﬂ Bacillus anthracis (pXO1+/pX02+)
4 Het <33 (MnS|/|3I-1IeT) Bacillus anthracis (pXO1-/pX02+)
5 Her HoT | (una31) | anaresy & arans emmenonns TIHK

Pe3ynbTaTtbl He noanexar y4yeTy:

1.

OTcyTcTBME  MOMOXUTENLHOrO  curHana B npobax ¢
NONOXUTENbHbLIMU KOHTpOIAMMU rnypP MOXeT
CBMAETEeNbCTBOBATb O HenpaBUibHO BblIOpaHHOW MporpaMmme
amnnMcukaumm n o apyrmx owmbkax, OONYLUEHHbIX Ha aTare
noctaHoBku NUP. B Takom crny4yae Heobxoaumo nposectu NLP
eLle pas.

Ecnn 3HavyeHne Ct no kaHany FAM/Green 6onbwe 33, a
3HadyeHne Ct no kaHany ROX/Orange He npeBblwaetr 31,
Tpebyetca nosToputb MNLP 1 cuntate ero NosioXUTenbHbIM B
crnyyae NOBTOPEHUA pesynbTaTa unm nonyyvyeHmda sHadeHunsa Ct
Ha kaHane FAM/Green meHee 33.

Ecnn 3HadyeHne Ct Ha kanane JOE/Yellow Oonbwe 33, a
3HadyeHne Ct no kaHany ROX/Orange He npesblwlaetr 31,
Tpebyetca nosToputb UP 1 cuntatbe ero nonoXxutenbHbIM B
cny4ae MNOBTOpPEHUs pes3ynbTaTa unu nonyyvyeHus 3HadveHunsa Ct
Ha kaHane JOE/Yellow meHee 33.

Ecnim B obpasue otcytctByeT 3HadeHne Ct no kaHanam
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FAM/Green wn JOE/Yellow, a 3HayenHne Ct no kanHany
ROX/Orange 6ornee 31 unun oTcyTCcTBYET, TPEDBYETCA NOBTOPHOE
nposeanenne [lUP wn petekuun. B cnyyae ecnu noBTOPHO
noflydeH aHarnornyHblM pesynbTaT, TpebyeTca MOBTOPUTL
aHanum3 obpasua, HayMHas C aTana BblOeNeHUs HYKNenHOBbIX
KNUCNOT.

5. lMNMosiBnenue nwboro 3HayeHna Ct B Tabnuue pesynbTaTtoB An4
oTpuuaTeribHOro KOHTPObHOro obpasya Ha kaHane JOE/Yellow
n/vnn FAM/Green n gna otpuuatensHoro koHtpons MNUP (OHK-
bydep) Ha nobomM M3 KaHanoB CBUAOETENLCTBYET O Hannymm
KOHTaMuMHaumMnm peaktuBoB wunn obpasuyos. B atom cnyyae
pesynbTaTbl aHanmMsa nNo BceM nNpobam  cyuTaloTCs
HedencTBuUTeNbHbIMU. TpebyeTcss NOBTOPUTL aHann3 Bcex Npoo,
a Takke npeanpuHATb Mepbl NO BbIABMIEHUIO U NUKBUAALNK
NCTOYHMKA KOHTaMMHaLUNW.

OBE33APAXNBAHUE.

O6es3apaxuBaHne 6Guomatepmana W peareHToB cnegyer
NPOBOAUTbL Ha Kaxgon ctagum OTAenbHO, MoMeLlas O4HOPa3oBYIO
nnacTukoByto nocyady (NpobupKW, HAKOHEYHWUKK), KONObI-NOBYLLKN
BaKyyMHbIX oOTcacbiBatenien Ha 20-24 4 B cneuuasnbHble
KOHTEeNHepbl, cogepxaiune gesnHhuumpyrowmn 0,2 % pactsop Al1-
2T.

CPOK IogHOCTU. YyClioBUA TPAHCIMOPTUPOBAHUA WU
XPAHEHUA.

Cpok rogHoctn 6 mec. Habop peareHTOB C WUCTEKLWUM CPOKOM
rO4AHOCTU NPUMEHEHUIO HE NOASIEXMUT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHcnopTupoBaTb Mpwu
Temnepatype ot 2 go 8 °C He 6ornee 5 cyrt. lNpn nonyyeHun
pa3yKoMMJieKkToBaTb B COOTBETCTBMNA C yKa3aHHbIMU
TemnepaTtypamm XpaHeHus.

XpaHeHue. Komnnekt peareHToB «[HK-cop6-B» XxpanHutb npwu
Temnepatype ot 2 pgo 25 °C. Kowmnnekr peareHtoB «[1LP-
KOMMSIEKT» XpaHUTb Npu Temnepartype ot 2 go 8 °C B 3alnLLEHHOM
OT CBeTa MecTe.
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PeknamaumMm Ha kayecTBo Habopa peareHToB «AMnnAnCeHc®
Bacillus anthracis-FRT» Hanpaenate B agpec PI'YH N'MCK unm.
J.A. Tapacesuya PocnotpebHagsopa (119002, r. Mockea, nep.
CusueB Bpaxek, g. 41, ten. (495) 241-39-22, dpakc (495) 241-92-
38), B agpec npeagnpustumn-narotosutenen. PryH «UHUNI»
PocnoTtpebHansopa (111123, r. Mockea, yn. HoBorupeesckas, A.
3a, Ten. (495) 305-39-39, dakc (495) 305-54-23), DIy3
PocHUMNYN «Mukpob» PocnotpebHaasopa (410005. r. CapaTtos,
yn.YHusepcuteTckas, 0.46, ten (8452) 26-21-31, cakc (8452) 51-
52-12) v B agpec odwmuuaneHoro gunepa — komnaHmio OOO
«NHTepllabCepBuc» (ten. (495) 105-0554, gpakc (495) 916-18-18,
e-mail: products@pcr.ru).

Hupextop ®I'VH « L ITHWUHW snuaeMuoI0rau» B.H. IToxporckuii

Pocnorpebnaazopa

Hupexrop ®I'Y3 Poccuiickoro Hay4yHo-HCCIEI0BATENBCKOTO 5, %

IPOTHBOUYYMHOI'O HHCTUTYTa «MHUKpO6»

Pocnorpebranszopa

PYKOBOAMTEINH TPHEMOYHBIX TEXHUYECKHUX ) i J1.B.Cagrniuua
J I [&CZL’Z C/"- S=

U MEIULIMHCKHUX HCTIbITAHU

3aB. nabopaTopHeli npenaparoB IPOTHB 4yMBI

H JIPYTHX 0C000 OracHbIX HH(pEKIIMIH

OI'VH I'MCK um. JI.A . Tapacesuya Pocniotpebuaaszopa
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PEAEPAABHASA CAYJKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHWMS
(POC3APABHAA3OP)

PETUCTPALIHOHHOE YAOCTOBEPEHHE
HA MEAULIHHCROE U3EJIME
ot 13 mapra 2019 roga Ne ®CP 2008/02417

Ha meaumpHeKoe u3aesnue
HaGop pearearos aan soissiienust JIHK Bacillus anthracis B 6nonorugeckom
| martepuasie H 00LEKTAX OKPYKaIOHIel cpeibl METOI0M ITOJIHMEPA3ZHOM IENHOM
/| peaxuun (TTI(P) ¢ ru6puan3amHoHHo-(IyopecHeHTHOI AeTeKuneii B pexkume
| "peansbHoro Bpemennu" " AmmumCenc® Bacillus anthracis-FRT"
- mo TY 9398-001-01897593-2007
Hacrosiee perucrpalnOHHOE YIOCTOBEPEHHE BBIIAHO

\ ®enepanbHoe DoKeTHOE YupesKaeHue Hayku "1eHTpanbHbIi HAYIHO-

4 mecenoBaTe bCKHii MHCTHTYT nxemuonornn’ @eaepaabHoii ¢/ayKObI 10 HA3OPY B
754 cdepe zamuThl npas morpedurtereii u 6aaronoiyuns yenosexka (PBYH IIHUN
Snuaemuosiornn Pocnorpednanzopa), Pocens, 111123, Mocksa, yia. Hosorupeesckas,
. 3A
IlponzBoauTENS
®denepanbHoe 610/ReTHOE Yupexaenue Haykn "' IlenTpajbHblii Hay4HO-
HCC/IeI0BATEIbCKHIT HHCTHTYT 3nuaAemMuoa0run" ®egepaiibHoii ¢/1yx0bl 10 HAA30pY B
cepe 3amuUTHI IPAB NOTpedUTENElH H Giaronoayuns yenosexa (PBYH ITHUH
Suuaemuoaorun Pocnorpednaasopa), Pocens, 111123, Mocksa, yia. Hoporapeesckas,
a. 3A
MecTo TpOH3BOACTBA MEAHIIMHCKOrO W31
M. MPHJIOKeHHe
Homep peructpanuonnoro nocke Ne P/1-26121/11203 ot 01.03.2019
Kilace noTeHIMaiIbHOro pUCKa HIPUMEHeHHs MEIMIIMHCKOTO M31enus 3

nearenbuoctn 21.20.23.110
Hacrosimee peracTpaiiioHHOE yI0CTOBEPEHUE UMEET HPUIIQH

3amMecTHTENbL pYyKoBOAUTe s DetepanbHoii eayKobI
110 HAJ30PY B chepe 3ApABOOXPAHEHHSI
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®EAEPAABHAS CAYKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHUS
(POC3APABHAA3OP)

TIPUJIOYKEHUE

RPETMCTPALHHOHHOMY YA4OCTOBEPEHHIO
HA MEAULUHWHCKOE U34EJIUE

ot 13 mapta 2019 roaa Ne ®@CP 2008/02417

Juaer 1

Ha MeaumuHCKOE H3eHe

Haoop pearenton nisa Beisiiaenns JJHK Bacillus anthracis B Omonorndeckom MaTepuaJie
1 00beKTaxX OKpYy:Kalomeii cpeabl MeTo/10M noauMepasHoi uennoi peaxunn (ILP) ¢
rudpuausanHoHHo-¢IyopeceHTHOH JeTeKHeil B pexknMe "'peabHOro BpeMeHu’
"AmmumaCenc” Bacillus anthracis-FRT" no TY 9398-001-01897593-2007:

®opmar FRT.

®opma 1 Brirouaet kominiekt pearentoB «JIHK-cop6-B» Bapuant 50, "I1L[P-kommiext"
BapuanTt FRT:

dopma 2 BrIrouaeT Habopbl peareHToB ONTOM, pachacoOBaHHLIE IO OTACJILHLIM peareHTam,

€ MapKHPOBKOIf pearceHTOB Ha MX ONTOBOH (acoBKe.

MecTo npou3Bo/ICTBa:

1. ®bYH IIHWH Dnugemuonoruu Pocriorpednanzopa, Poccus, 111123, Mocksa, g
yi. Hosorupeesckas, a. 3A. {(
2. ®bYH [IHWUH Drnuaemuonoruu PocnorpebHanszopa, Poccus, 111123, Mocksa, B
yi1. HoBorupeesckas, 1. 3A, c1p. 6.
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3amecTHTEH pYKOBOIUTE ISl DeepaabHOM CIyROBI
10 HA/30pY B ¢epe 3ApaBOOXpPAHEHHS




®EAEPAABHASI CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE YAOCTOBEPEHHE
HA MEAULIHHCRKOE U3 AEJIUE
ot 05 mapra 2019 roaa Ne ©CP 2011/11503

. Ha MenunmuHCKOe A3nenue

Habop pearentor mius BeiaBiaenns PHK Bupyca 3anaanoro Haia B 6mosorngaeckom

| MaTepuajie METOAOM NOJHMEPAZHOIH uem{on peaxkunu (IIP) ¢ ruépuansannonno-
dayopecnenTHoi gerexumeii "AmmmCenc® WNV-FL"

no TV 9398-162-01897593-2012

Hacrosmiee pernerpaiioHHOE y/I0CTOBEPEHHE BBIIAHO

MeaepanpHoe 010/KeTHOE YIpexkIeHHe Haykn "[lenTpanbubiii nayano-
HCCIEA0BATENbCKHH HHCTHTYT 3nuaemMuo/0run' MegepansHoii ¢1yxK0bI 10 HAN30PY B
cdepe 3amuTh npaB norTpednTeIei M daaronoayuns yeaosexa (PBYH HHUU
Inuaemuonoran Pocnorpednansopa), Pocens, 111123, MockBa, yi. HoBorupeesckas,
. 3A

ITpousBoauTess

®enepanbpHoe 610KeTHOE yupekIeHHe HaykH " LleHTpaabHbIi HAYyYHO-
HCC/TEI0BATE/IbCKHH HHCTHTYT 3nHaemMuo/aorun’ ®eaepanbHoii ciry:K0bl 110 HAA30PY B
cdepe 3amuTLI NpaB noTpeduTeseil n 6aarononyuns veaosexa (PBYH IIHUHN
Ammaaevuosorun Pocnorpeénaxzopa), Pocenst, 111123, Mocksa, yi. Hosorupeesckasi,
a. 3A

MecTo Mpou3BOACTEA METHITUHCKOTO H3ACITHs

CM. MIPpAJIOKEeHHe

Howmep perucrpaipionsoro gocse Ne PJ1-25976/9608 o1 21.02.2019

Kracc norenuuanbHOro pucka npuMEHEHUS MEIMIMHCKOrO u3aeus 26

Kox O6mepoccuitckoro xnaccupukaTopa npoayKUEy 10 BHIaM sxoaomqecxoi&
nesitenbHocTr 21.20.23.110 o

npukasoM Pocsapasnasopa ot 05 mapra 2019 rojga Ne 17»;; 7 e duny
JIOIIYIIIEHO K oOpaienuto Ha Tepputopun Poccuiickoit @e 'HEE(
=

3amecTaTeas pykoBoautesst ®exepanbHoi ciryKObI Al
10 Haja3opy B cdepe 3ApaBoOXpaHCHHA JLIO. IlaBnoxos

0042534




3amMecTHTENb PYKOBOIATEH DeaepanbHO CayKOBI

QEAEPAABHAA CAVKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHM S
(POC3APABHAA3QOP)

- MPHJIOKEHUE

R PETUCTPALIMOHHOMY Y0 CTOBEPEHHMIO
HA MEJULIMHCROE U3AEJIME

ot 05 mapra 2019 roaa Ne ®CP 2011/11503
Juaer 1

Ha Menununckoe uznenme

HaGop pearenros qis peineienns PHK BHpYca 3anagnoro Huia B 6uotornueckom
MaTepHaJIe METO/I0M NOIHMepa3Hoii nenHoii peaxunn (IIP) ¢ rudpHAN3AHOHHO-
dayopecnentHol xerexnmeii " AmmanCene” WNV-FL"

no TY 9398-162-01897593-2012:

@opwmar FRT B 6 popmax KoMILICKTALHH:

®opma 1 BKMOYaeT KOMIUTEKT peareHToR «ITI [P-KOMILIEKT» BapHanT FRT.

Dopma 2 BKIIHOYAET KOMILIEKTE PeareHTon «PHBO-mipen» Bapuant 50, «I1L[P-koMriiekTs
BapuanT FRT.

Dopma 3 BKITIOYAET KOMILIEKTEI PeareHToB s KOMOMHUMPOBaHHOIO MeTo/1a BeItenenus PHK:
«PHBO-npen» Bapuant 50, «PUBO-3015-Cy Bapuant 50, «ITP-kommiekT» Bapuant FRT.
@opMa 4 BKITIOYaeT KOMILIEKThI PEAreHTOoB /U1l KOMOMHHPOBAHHOTO METO/1a Bhuienenus PHI:
«PUBO-cop6» Bapuant 50, «PHUBO-30115-C» BapuanT 50, «IIL[P-xoMmmiekT» Bapuant FRT.
®opma 5 BKTOYaeT 1 KoMIUIeKT pearentor « MAT HO-cop6» Bapuant 100-1000, 2 kommmexTa
pearenToB «I1L[P-xommrexT» Bapuant FRT.,

®opma 6 BKINOYAET HaGOPbI PEATEHTOR OITOM, pacacoBaHmble 10 OTIETBHBIM peareHTaM,
€ MapKHUPOBKOW PeareHTOB HA UX OITOBOH (hacoBKe.
MecTo npouzgoscTaa:

1. ®5YH [IHHUH Dnunemuonoruu Pocriorpetuanzopa, Poceus, 111123, Mocksa,
yn. HosBorupeesckas, a. 3A.

2. @®bYH ITHUH SmumneMHoI0ruu Pocnorpe6uanzopa, Poceus. 111 123, Mockea,
ya. Hosorupeesckas, 1. 3A, c1p. 6.
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0 HaA30py B cdepe 3apaBoOXpaHenus




YTBEPXEHA YTBEPXIOAIKO

Npukazom Poc3gpaBHagsopa dupekTop denepanbHOro
a0 7 , BloQXETHOro yypexaeHus Hayku

9.05 01TNe OS] p /1L
o405 0INe US7 //,' LI «LleHTpanbHbIN Hay4YHO-

uccnenoBaTenbCkM  UHCTUTYT
anuagemvonoruny depepanbHoun
cnyxBbl -No Hapsopy B cdepe
3auunThbl. Npae nortpedbutenen wu
Bnaronosnyymsa Yenoseka

4

B.W.Adkposckuia
__ 2012,
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MHCTPYKLUUA

Nno npumeHeHno Habopa peareHToB
anga sbisiBneHns PHK supyca 3anagHoro Huna
B BMonornyeckom matepmane MetTogom nonmmepasHom LEenHOM

peakuuu (NMLP) c rubpunansaymoHHo-dnyopecLeHTHON AeTeKUNen

«AMnnnCeHc® WNV-FL»

AMnnnCeHc®

dPepepanbHoe GHOOKETHOE yUpEXOEHNE HaYKM
«LleHTpanbHbIV Hay4YHO-UCCneaoBaTENbCKUM
WHCTUTYT aN1OEMNONOTUN»,

Poccuinckaa depepauusn, 111123,

ropog Mockea, ynuua HoBorvupeeBckasi, aom 3a IVD
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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMEHSATCA  cregyroume
cokpalleHusi 1 06o3Ha4YeHus:

BKO - BHYTPEHHUI KOHTPONbHbIA 06pasel,

K— - oTpuuartensHbli KoHTponb MLP

K+ - NONOXUTESbHbLIN KOHTpOIb [LIP

KIIHK - komnnemeHTapHaga AHK, nonyvyaemas B peakuumn obpaTHoOmn
TpaHckpunumm Ha maTtpuue PHK

HK - HyknenHosble kncrnotsbl (PHK/OHK)

OKO - OTpyLaTENbHbIN KOHTPOSbHbIN 06pasel

OK - oTpULaTenbHbIM KOHTPONbHbIM 06pasel, akcTpakumm PHK

MK -NONOXUTENBLHBIN KOHTPOINb aKCcTpakummn PHK

MKO - NOJIOXXUTENbHbBIN KOHTPONbHbLIN 06pa3seLl|

MnupP - nonnMepasHas uenHas peaxkums

CMX - CMMHHOMO3roBas XUaKOCTb

®BYH LIHAM - begepanbHoe 6ro,u,>|<eTHoev ydpexaeHue Hayku «LleHTpanbHbin

35 Hay4HO-nccnenoBaTeNbCKUA NHCTUTYT ANUAEMNONOTNNY

nMaemMmonormm y

PocnoTpe6Hanaopa cDe,u,epaanovl cnyx6bl N0 Hag30py B cdepe 3awmThbl NpaB
noTpedbutenen n bnarononyyns Yenoseka

FRT - oriyopecLeHTHas AeTeKUNA B peXNME «peanbHOro BpeMeHn»

WNV - West Nile virus, Bupyc 3anagHoro Huna

HA3HAYEHUE

HaGop peareHtoB «AmMnnunCeHc® WNV-FL» npeaHasHadeH
ona  Bbigaenenna PHK  Bupyca 3anagHoro Hwuna (WNV) B
KNnUHU4YeckoMm (nfiasmMa UM CbIBOPOTKA KPOBW, JenkouuTapHasd
dpakumna KpoBu, CIMHHOMOS3roBast XXMAKOCTb, MOYa) U ayTOMNCUAHOM
mMatepuane oT nwogen (TKaHM MO3ra, [MeYeHW, CeNle3eHKN,
nnumdoy3noB), Mmatepuarne OT XMUBOTHbIX (TKaHW Mo3ra), B kKoMapax
n knewax metogom [MUP ¢ rmbpuansaymoHHO-dNyopecLeHTHON
geTekumen.

BHUMAHUE! Peaynbtatol [NLUP-uccnenosaHna ydnThbiBalOTCA B
KOMMIIEKCHOW AMarHocTuke 3abonesaHmsal,

NMPUHUMN METOOA

BoianeHne WNV meTtogom nonuvMepasHoOUM UENHOW peakumu
(MUP) ¢ rmbpmnamnsaumoHHo-pnyopecueHTHON OeTekunen BKAoYaeT
B ceba cneaytowme aTanbl: akcTpakunto PHK wn3 obpasuos
KIMMHWYECKOro MaTepuarna, npoBefeHne obpaTHOM TpaHCKpunuum
PHK n amnnudpukaumio ydvactka kKQHK WNV ¢ rmbpunamnsaumnoHHo-
donyopecueHTHON geTtekuuen, KoTopas npounsBoaunTcs
HenocpeacTteeHHo B xoae NLP.

IkcTpakuma PHK u3 knuHu4yeckoro martepuana npoBOAUTCS B

1 B cootBeTcTBUM ¢ OupekTusoin Esponeiickoro Cotosa 98/79/EC.
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NPUCYTCTBMN BHYTPEHHEro KOHTponbHoro obpasua (BKO STI-87-
rec), KOTOpbIN NO3BONSET KOHTPONMPOBAaTL BbINOSIHEHNE Npoueaypbl
nccrnegoBaHms ang Kaxgoro obpasua. 3atem € nonyyYeHHbIMU
npobamn npoBoasaTcs: obpaTHasa TpaHckpunuum PHK ¢ nomoulbto
depmeHTa TM-PeBepTasbl 1 amnnudukaumnsa ydactkos KOHK WNV
npu nomowm crneundunyHoix K atomy ydactky kKOHK npanmepos un
depmeHTa Tag-nonumepasbl. B coctaBe peakuMoHHOM CMecH
npucyTcTBYyeT (PJIyopecLeHTHO-MeYeHbIN ONUIOHYKIMEeOTUAHbIN 30HA,
KOTOpbIn  rMbpmnamsyetcss C  KOMMNIEMEHTAPHbIM  y4acCTKOM
amnnudpunumpyemon kKAHK-muweHn, B pesynbtaTe 4ero nponcxoant
HapacTaHne WHTEHCUMBHOCTM donyopecueHumMn. 3TO NO3BOSISET
perncTpupoBaTb HaKonsieHne cneundgnyeckmnx NpPOAYKTOB
amnnudpukauumm nyTem N3mepeHns NHTEHCUBHOCTU
donyopecuUeHTHbIX cUrHanoB. [eTekuma priyopecLeHTHbIX CUrHanos
npu ucnonb3oBaHnn goopmarta FRT nponcxogut HenocpeaCTBEHHO B
xoge [NMUP ¢ nomowbio amnnudoukatopa C CUCTEMOWN OeTeKuUU
donyopecLEeHTHOro curHana B pexume «pearibHOoro BpeMeHm».

POPMATbI N dOPMbI BbIlMTYCKA HABOPA PEANEHTOB
Habop peareHTOB Bbinyckaetcsa B 1 chopmare.
Popmat FRT
Habop peareHTOB BbinyckaeTca B 6 doopmax KOMMeKTaunu:
Popma 1 Bkw4vaer KomrsiekTt peareHToB  «[l1LP-komnnekT»
BapuaHT FRT.
Popma 2 BkroyaeT komnnekTbl peareHToB «PUBO-npen» BapmaHT
50, «IMUP-komnnekT» BapuaHT FRT.
Popma 3 BKNOYAET KOMMMEKTblI peareHToB And KOMOMHNUPOBAHHOIO
metoga akctpakuumm PHK: «PUBO-npen» BapunaHtT 50, «PUBO-
3o0nb-C» BapuaHT 50, «[MUP-komnnekT» BapmnaHT FRT.
Popma 4 BKNOYaeT KOMMMEKTbl peareHToB Ang KOMOUHNUPOBAHHOIO
metoga akctpakunmm PHK: «PUBO-copb» BapmaHT 50, «PUBO-
3o0nb-C» BapuaHT 50, «[MLUP-komnnekT» BapmnaHT FRT.
Popma 5 Bknwouvaetr 1 komnnekt peareHToB «MAIHO-copb»
BapnaHT 100-1000, 2 komnnekta peareHtoB «[1LP-komMnnekT»
BapuaHT FRT.
®Popma 6 BknoyaeT Habopbl peareHTOB OMTOM, pacdacoBaHHbIe
NO OTAEenbHbIM peareHTamM, C MapKUPOBKOW peareHToB Ha WUX
onToBOW (hacoBKe.

dopma Komnnektaumn 1 npegHasHayeHa [Ans  NpoBedeHud
obpatHon TpaHckpunumn PHK v amnnudukaumm kOQHK ¢
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rmopnan3aunmoHHO-PyopecUeHTHON  OEeTEeKUMEN B pexunme
«peanbHOro BpemeHun». [Ona nposegeHnss nonHoro [1UP-
nccriegoBaHMsa  HeobxoaAMMO  AOMOSMHUTENBbHO  MCMONbL30BaTb

KOMMMNEKTbl peareHToB Ans akctpakuum PHK, pekomeHgoBaHHbIE
ObYH UHNWN Snnaemunonornm PocnoTpebHaasopa B 3aBUCMMOCTH
OT Buga nccriegyemoro matepuana.

®opmbl  komnnekTaummn 2, 3, 4, 5 npegHasHaveHbl AOnNs
npoeegeHusa nonHoro [NUP-nccnemoBaHna, BKo4Yas SKCTpaKUMKO
PHK wu13 knuHuM4yeckoro martepuana, npoBeaeHne obpaTtHoun
TpaHckpunuun PHK n amnnudpukaunio kAHK ¢ rmbpmnagmsaumoHHo-
donyopecueHTHON OeTeKUuMen B peXXMMe «peanbHOro BpeMeHm».

dopma KOMMeKkTauum 6 npeanHasHayeHa ans
NPON3BOACTBEHHLIX LUenen ans nocneayrwen MapKMpoOBKUM Ha
A3blKe 3aKas4yMka U KoMnnekrayum no Habopam.
BHUMAHUE! dopma komnnekraumm 6 MCNONb3yeTcs TONbKO B
COOTBETCTBMW C perfiaMmeHTom, yteepxgeHHoim OBYH LHNAW
anuagemuonornn PocnoTpebHaasopa.

AHAITIUTUHECKUE XAPAKTEPUCTUKH
AHanuTn4yeckKkasa YyBCTBUTENbHOCTb

KomnnekT ans G-
Bupg 6uonornyeckoro KomnnekT gns amnnudmKa- yeckas yyB- | lpo6onoaro-
mMaTtepuana (o6bem 3KCTpaKuum CTBUTENb- TOBKa
uccnegyemMmomn npoodbl) PHK/OHK unn U netek- HOCTb, mMaTtepuana
ik konun/mn
CbIBOPOTKa KPOBU
(200 mkn), CMXK (200 mkr), «LP-
Esg';g%gggp;sﬁ)ﬁ%a&mﬂ «PUBO-npen» KOMMIIEKT» 5x103 [aHHas JyscTBu-
cycneHsus TKaHéﬁ Moa3ra BapuaHT FRT TEeNbHOCTb
(30 mkn), komaps! (100 mkn) pocrturaeTcsa npu
nenkouuTapHas gopakums «LIP- cobnogeHun
kpoBu (200 mkn), 10 % «PUBO-npen» n OMIEKT» 5y10° HUXeunsno-
CyCrneH3us TkaHen Mo3sra «PUBO-30nb-C» XEHHbIX npasun
(30 mkn), komaps! (100 mkn) BapUaHT FRT Npo6onoAroToBKM
nenkouuTapHas opakums «MLIP- Guomartepuana n
kposu (200 mkn), 10 % «PUBO-cop6» n OMIEKT» 5y10° pekoMeHayeMoMm
CyCrneH3usi TkKaHen Mo3sra «PUBO-30nb-C» nccriegyeMmom
(30 mkn), komaps! (100 mkn) BapuaHT FRT ob6beme npoobbI
«MyP-
SpbéiOMngl\ljla)&/I_ﬂqlaJ;ﬂa «MAIHO-cop6» KOMMNEKT» 5x102
’ BapuaHt FRT

AHanutn4yeckan cneunPuUYHOCTb

AHanuntmndeckas CI'IeLI,VId)I/I‘—IHOCTb N3y4vyeHa Ha.
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dnasuBMpycax (BMpyC KneweBoro sHuedanuta, JlaHrar,

[MoBaccaH, AnoHckoro aHuedanuta, OMCKON remopparm4eckomn

nuxopagakn);

- repnecsupycax (I n Il Tmnos, CMV, EBV, VZV, IV T1una),
aHTepoBupycax (ECHO, Coxsackie);

— PUKKETCUAX Tpynnbl NATHUCTLIX nnxopanok (Rickettsia conorii
ssp. caspia, R.heilongiangensis; Coxiella burnetii; Bartonella
henselae, B.quintana);

- cnupoxetax (Borrelia  miyamotoi; Treponema  pallidum;
Leptospira interrogans, L.kirshneri, L.borgpetersenii).

[Mpn paboTte ¢ PHK/OHK BbiwenepeyncnenHbix opraHnamos, AHK
yenoseka, JHK ntuu, OHK knewen n komapos, [HK rpbisayHoB He

BbISIBIIEHO JTOXXHOMOJSIOXKNTENBHbLIX Pe3ynbTaToB.

MEPbI NMPEOOCTOPOXHOCTU

PaboTa gomkHa npoBoauTbCsA B Nnabopatopuu, BbIMOMHAOLEN
mMonekynapHo-o6unonorndeckue (MUP) ncecnegosaHnsa KNMHMYECKOro
mMatepuana Ha Hanuyue Bo3byauTenen MHAPEKUNOHHbIX DOoNe3HewN,
Cc cobntoaeHnemMm caHuTapHo-anmaemunyeckux npasun CI1 1.3.2322-

08 «besonacHocTb paboTbl ¢ MukpoopraHmamamu |-V rpynn
naToOreHHocTn (onacHocTn) n BO3DyaAUTENAMW NapasuTapHbIX
oone3Heny, CanlluH 2.1.7.2790-10 «CaHuTtapHo-

anungemMuonormyeckme TpebosaHna K obpalleHnio ¢ MegULMHCKUMU

oTXxogamun» U MeTogudeckux  ykaszaHum MY  1.3.2569-09

«OpraHusauma paboTbl nabopaTopuin, MUCMNOMb3YIOWNX MeTOoObl

aMmnnndumkaumum HyKnenHoBbIX KACMOT nNpu paboTte ¢ maTepuanow,

cogepXalinm MukpoopraHnamel |-V rpynn natoreHHoCTu.

[Mpn paboTe BCcerga cneayeT BbINOMHATL criegylowmne TpeboBaHns:

- Cnepyer paccmatpuBatTb  uccnegyemble  obpasubl  Kak
MHGEKLUMOHHO-0MacHble, OpraHM3oBbLIBaTb paboTy U XpaHeHUeE B
cootBetctBMn c CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHuamamm -V rpynn naTtoreHHocTM (onacHoOCTU) u
BO30OyanTeNnaMKU napasmtapHbiXx 60nesHen».

BHAMAHMUE! [lpn paboTe C Knewom C BbICOKOM CTENEHbIO

HanNnUTaHHOCTU PeKOMeHAYeTCHa nepen romoreHmsaumen rnpokonoTb

ero ogHopas3oBOM WUrNon AN BbiXOoda KPOBU WU npepynpexneHnd

pas3bpbl3rMBaHMa mMaTepuana npu pactupaHum B CTYMKe.

- Ybupatb wn pesnHduuMpoBaTtb pasnutble obpasubl  MNK
peakTuBbl, WUCNONb3ya Ae3uHduuupylwme cpeacrea B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
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MUKpoopraHuamamu IlI-IV rpynn naTtoreHHoCTM (OnacHOCTU) u
BO30OyanTenaMun napasmtapHbix 6onesHen».

— JlabopaTopHbIN npouecc AOMMKEH ObiTb OAHOHAaMNPaBNEHHbIM.
AHanu3 npoBoAUTCA B OTAENbHbIX MNOMeELLeHUsx (3oHax).
PaboTy cnegyet HaumHaTb B 30He BblgeneHnusi, npogosikaTb B
3oHe Amnnudukauum n detekumn. He BosBpawaTtb obpasubl,
obopynoBaHue 1 peakTMBbl B 30HY, B KOTOpoW Obina npoBeaeHa
npegblaywasa cragnsa npouecca.

- Ypanatb HEeUCnonb30BaHHbIE peakTuMBbl B COOTBETCTBUM C
CanllvH  2.1.7.2790-10 «CaHunTapHO-annagemMmnosrnorm4yeckme
TpeboBaHus K obpalleHnio ¢ MeEAULMHCKUMN OTX04aMmn».

BHUMAHWE! [lpn ypaneHnmn oTxoooB rMocrie amnnudukaunm

(npobupok, cogepxawmx  npoayktel  lLUP)  HegonycTtumo

OTKpblBaHME NpPOGUPOK U  pasdpbl3rMBaHMe  COOEPKMMOrO,

MOCKOJSIbKY 9TO MOXET NPMBECTU K KOHTaMuHauum npogykrtamu MNLP

nabopaTopHOM 30HbI, 000pPYyQOBaHUS N peareHTOoB.

- [lpnMeHATb Habop CTporo Mo HasHaAYeHWIo, COrflacHO OaHHOM
NHCTPYKLUMN.

- HonyckaTtb K paboTte ¢ Habopom TomnbKO cneumanbHO 06YyYEHHbIN
nepcoHarn.

- He ncnonb3oBatb HAbop NO NCTEYEHUN CPOKA rOAHOCTW.

- Wcnonb3oBaTb 0gHOpa30Bble NepyaTkn, nabopatopHble xanaThl,
3awmuwiate rnasa Bo BpeMsa pabotel ¢ obpasuamu v
peakTnBaMmu. TwaTenbHO BbIMbITb PYKM MO OKOHYaHUM paboThl.

- W3beraTtb KOHTaAKTa C KOXeWn, rnasamum n Crinaucton ob0osI04KON.
[Mpn KOHTaKTEe HEMEONEHHO MPOMbITb NOPaXXeHHOe MeCTO BOAOM
n obpaTnTbCs 3a MEAULMHCKON MOMOLLIBbHO.

— Jluctbl GesonacHoctn matepuanos (MSDS — material safety
data sheet) gocTynHbI NO 3anpocy.

OONMOJTIHUTEJIbHBLIE MATEPUATBbI U OBOPYOOBAHUE

1. 0,15M NaCl wnn docdatHbin bydepHbin pacteBop (PBS)
(HaTpua xnopua, 137 mM; kanua xnopwua, 2,7 MM; HaTpud
MoHodocdart, 10 mM; kanua gudocdar, 2 mM; pH=7,5+0,2).

2. Komnnektol peareHToB Aans  BblgenenHuss PHK/OHK (B
3aBMCMMOCTM OT Tuna wuccrnegyemoro 6uomatepmana) npu
paboTe ¢ dpopmon Komnnekrtaumm 1.

3. [ononHuTenbHble MaTepunanbl 1 00opyaoBaHUE ANA KCTPaKUNK
PHK/OHK — cornacHO MHCTPYKUUM K KOMMJSIEKTY peareHToB And
BblaenexHuns PHK/OHK.
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4. TomoreHnsatop  TissueLyser LT (Qiagen, [epmaHus)
pekomeHayeTcH NCMosib30BaThb Ons romMmoreHm3aumnm
ayToONCMNHOro MaTtepuana, Krewemn u Komapos.

5. MeTtannuyeckne wapuku U3 Hep)KaBewLlwlen ctann gmameTpom
SMM U 7 MM,

6. bokc abakTepmanbHom Bo3gywHoun cpeabl (MLUP-6oke).

7. UeHTpundoyra/BopTekc.

8. ABTOmMaTuyeckume p[osaTtopbl nepemeHHoro obvema (OoT 5 Oo
20 mkn n ot 20 go 200 mkn).

9. OgHopasoBble HaKOHEYHUMKNM C dunbTpom o 100 mkn B
wratmBax, go 200 mkn n go 1000 mkn.

10.lWUTaTtmBbl Ansa npobupok o6vbemom 0,2 mr.

11.0gHopa3oBbLIie  MOSIMNPONUIIEHOBLIE  3aBUHYMBAKOLLIMECH UMK
NSIOTHO 3aKpbliBatoLWmecs Nnpodupkn obvemom 1,5 mn.

12.lUTtaTmBbl 4NS HAKOHEYHMKOB U NPpobunpok obvemom 1,5 mn.

13.XonoguneHuk ot 2 Ao 8 °C ¢ MOpO3nIibHOWN KaMepon He Bbllle

MUHYC 16 °C an4a BblaeneHHbix npob PHK.

14.0ToenbHbIN Xanat, wano4ykm, obyBb M OOHOPA30BLIE MepYaTKu
no MY 1.3.2569-009.

15.EmMKoCTb Anga cbpoca HaKOHEYHUKOB.

16.EmMKOCTb C Ae3nHUUNPYOLWUM PpacTBOPOM.

17.MporpammupyemMmbii  amiiMmdpukaTop C CUCTEMOM [AeTeKkumnu
dryopecuUeHTHOro curHana B pexmme «pearibHoro BpeMeEHU»

(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,

Asctpanung), Rotor-Gene Q (Qiagen, epmanus), iCycler iQ5

(Bio-Rad, CLUA), Mx3000P  (Stratagene, CLUA) wu

peKoMeH4OBaHHbIe OBbYH LHAW AnmaemMmmonorum

PocnotpebHag3opa B MeTOOMYECKMX PEeKOMeHZauusix Mo

NPUMEHEHUIO JaHHOro Habopa peareHToB).

18.0gHopa3oBble  nonunponuneHosble npodbupkn agna  TUP
obbemom 0,2 mn:

a) TOHKOCTEHHble npobupkn ana lMNUP obvemom 0,2 mMn ¢
BbINYKNOW KpbiwKkon (Hanpumep, Axygen, CLIA) — npwm
ncnosib3oBaHuUM Nnpmbopa NnaHWeTHOro Tna;

6) ToHKOCTEHHble npobupkn ansa lMNUP obvemom 0,2 mMn ¢
NSIOCKOM  Kpblwkon (Hanpumep, Axygen, CLIA) — npwm
ncnosib3oBaHuUM npmbopa poTopHOro TMna.
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[Mlpn  umncnonb3oBaHun _kKomnnekra peareHtoB  «MAIHO-copb»

OONOSNTHUTENLHO:

1. TepmocTtaT Anga npobupok o6bemom 5 Mmn, guameTpom 12 mm ot
25 po 100 °C.

2. TepmocTtaT and npobupok Tuna «3dnnengopd» ot 25 go 100 °C.

3. MarHuTHbIn wTaTMB Ans Npobupok Tuna «3IAnneHgopd» Ha

1,5 mn.

MarHuTHbIW WITATUB ANa Npobupok Ha 5 mn, gnameTp 12 mm.

OpaHopasoBble  NONUMAPONUNEHOBLIE UMW  MOJSIMCTUPOSIbHbIE

npodbupkn obbemom 4o 5 mn gnameTpom 12 MM, KpYrnogoHHbIE.

6. OgHopasoBble MNOMNUMPOMNUIIEHOBbLIE KPbIWKN Ana  nNpodupok
obbemom 0o 5 mn anameTpom 12 mm.

7. ABTOMaTUYECKUN nosatop nepemMeHHoro obbema C
BO3MOXHOCTbIO go3npoBaHust ot 1000 go 5000 mkn.

8. OgHopasoBble HakoHeyHukn oo 200 mkn, oo 1000 mkn u go
5000 mKn.

B3ATUE, TPAHCINMOPTUPOBAHUE N XPAHEHUE
UCCIIEOAYEMOIO MATEPUATIA

[lepen Hayanom  paboTbl  criegyeT  O3HAKOMWUTbCA  C
MEeToANYECKUMN pekoMeHaaumamn «BaaTtne, TpaHCNopTUPOBKA,
XpaHeHue KnunHuyeckoro wmatepuana gna [MUP-gnarHoctukmy,
paspabotaHHbiMn PI'YH LHWNSG PocnotpebHaa3opa, Mocksa,
2008 .

NOArOTOBKA UCCIIEAYEMOIO MATEPUAIIA K

QKCTPAKLUUU PHK

1. Mna3ma KpoBu, cbiBOpoTka kposu, CMX. B3atme uenbHoOM
nepudeprnyecKkon KpoBsu NpoBoAMUTCS YTPOM HaToLWaK B NPoBupKy
c 6 % pactBopom Q[ TA n3 pacdeta 1:20. 3aKkpbITy0 NPOOMPKY C
LenbHON nepudepryeckon KPOBbHO HECKOSbKO pas
nepesopayvnBatoT. [ns otbopa nnasmbl NPOOUPKY C KPOBbLO
ueHTpudyrupytoT B TedeHne 20 muH npu 1600 g. CbIBOPOTKY
KpOBM nony4varT cTaHgapTHeIMKU mMeTogamu. CMXK He npoxogut
ctaguto npobonoarotoBkn. [na wmuccnegoBaHus  oToOmpatoT
200 MK KNUHMYECKOro MaTepuana npu akctpakummn PHK c
ucnonb3oBaHnem  komnnekra  «PUBO-npen» wunn 1 Mmn
KNMUHUYECKOrO MaTtepuana npuv  UCMONb3oBaHUW  KOMMMEKTa
«MAI'HO-copb».

2. JlenkountapHasa  dpakumsa  KpoBu. Ona  uccnegoBaHus
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nenkoumTapHon dpakuum KpoBW (OaHHbIA TUMN  KITMHWUYECKOro
mMatepuana pekoMeHayeTcd AN uccnegoBaHMd Ha 2-l Hen
3aboneaHus) 1,5 mn kpoBn ¢ pactsopom SLTA nepeHocAT B
npobupky TuMNa «3nneHgopd» W UEHTPUPYrmpyroT  Ha
mMukpoueHTpudyre npu 400 g B TeyeHne 10 muH. 3aTtem
oTbupatot NpUoeNU3nTenbLHoO 500-600 mMkn nrasmbl n
ueHTpudyrnpytot npn 7000 g B TeyeHme 10 muH. [locne 4ero
octaBnsaT anga akctpakumm PHK ocagok knetok m 200 mkn
HaZocago4yHOM nfiasMbl Hag KreTkaMu Npu OKCTPakuMn C
ncnosfb3oBaHNEM KOMMJiekTa «PUBO-npen» n npu
MCMONb30BaHUN  KOMOWHMPOBAHHbLIX  METOAOB  3KCTpaKLun
(komnnektol «PUB0O-30nb-C» n «PUBO-copb» mnu koMnnekTsbl
«PUBO-30nb-C» n «PUBO-npeny).

BHYTpeHHME oOpraHbl XMBOTHbIX W CEKLUMOHHbLIW _MaTtepwuan.
[aHHbIn  MaTepuan rOMOreHuU3MpyrT C  WUCMOSIb30BaAHMEM
cTepuribHbIX dapdOpOBbIX CTYNOK U MNEeCTUKOB, 3aTeM rOTOBAT
10 % cycneHsuto Ha CTepUribHOM OM3NONOrM4YeCcKOM pacTBope
unn docdgartHom ©Oydepe. [Mpu HanMununm aBTOMaTUYECKOrO
romoreHmsatopa TissuelLyser LT npumeHAOT cnegywowne
napamMmeTpbl NS roMoreHmsauum TKaHen BHYTPEHHWUX OpraHoB:
obvem PBS-0Oycdepa wunmn 0,15M pactBopa NaCl pgnsa
romMoreHnsaunm onpegendeTrca o06bEMOM [OMOreHn3npyemom
TKaHW — COOTHOLLUEHNE TKaHb-Oydep onpegensietTcs kak 1:9, To
ectb rotoButca 10 % cycneHama. Obwmn obbem npobbl ansd
npobupok obvemom 1,5 Mn He OofmKeH npeBbiwate 1 Mn,
YCNOBUA romMoreHmsauun: [Onsg TKaHenm Mo3sra: gumameTtp
lwapukoB — 5 MMm; YacTtoTta — 50 ['u/cek; BpemMsa romoreHnsaumm —
2-3 MUHYTbI; ONs TKaHEW NeYeHWu, cerie3eHkn, NMMJoyanos:
anameTp wapukoB — 7 MM; 4yactota — 50 [u/cek; Bpems

romoreHnsaunmm — 10 MUHYT;, Ona nuMd@oysnos: AnameTp
lwapukoB — 5 MMm; yactota — 50 ['u/cek; Bpemsa romoreHmnsaumm —
S5 MUHYT.

Ona oakctpakumm PHK 6epyt 30 Mkn cycneH3nmm B crnyyae
aKCcTpakummn komnnektom «PUBO-npen» n KOMOBUHMPOBAHHLIM
metogom (komnnektol «PUBO-305mb6-C» n «PUBO-copb») u
100 MKk cycneH3snn B Criydae 9KCTpakumMm KOMOWHMPOBAHHbLIM
meToaoMm (komnnekTbl «PUBO-30n6-C» n «PUBO-npeny).

. Mova. [Ina nccnegoBaHua Mmo4va cobupaeTca B YMCTYHO nocyny.
Ecnn HeT BO3MOXHOCTM wuccregoBaTb MaTepuarn B TeyeHue
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1 cyTOK nocrne B3ATUA, MO4Ya MEPEHOCUTCA B LEHTPUYKHYIO
npobupky Ha 30 Mn unn NPodupKy TUnNa «3AnneHgopd», 3aTemMm B
Hee BHocAT rnuuepuH, 10 % ot obbema Npobbl, nepemMelunBaroT
01151 paBHOMEPHOro pacnpeaenenust rmmuepmnHa n saMmopaxxmnsarT
npn muHyc 20 °C ans XxpaHeHust B TedeHne 1 Heqg unm npyu MUHyC
70 °C B TeuyeHune bonee AnNNTENbHOrO BPEMEHM.

Mpn Hanuumn ueHTpudyrm ¢ oxnaxgeHnem po 4 °C and
npobupok obbemom 30 mn n yckopeHnem 8000 g ucnonbayeTcs
cnegyowmm anropuTm NpobonoaroTOBKMN. [Mpoby
ueHTpudpyrnpytot npm 8000-9000 g B TeyeHne 10 MuH, 3aTtem
HaOOCaOOYHYHD  KMOKOCTb  MEPEHOCAT B €MKOCTb  C
Ae3HOUUNPYIOLLMM pacTBOPOM, a ocafok U 1 Mn HagocagoyHOM
XMOKOCTU Hag HUM — B npobupky Tvna «3dnneHgopd». Mocne
4Yero CHoBa KoHUEeHTpupytoT npoby npun 8000 g B TeveHne 10 MuH.
900 mMKn HagoCadOYHOW XMOKOCTU MNEPEeHOCAT B EMKOCTb C
aesnHduumpyrlowmm  pactBopoMm, a ocagok u - 100 mkn
HaOCag04YHOM XMAOKOCTU MCMNONb3yrT and akcTpakumm PHK. B
cnyyae Hanuumsa 60nbLIOro KonmyecTsa conen, Ansa 3KCTpakuuu
PHK B oTaoenbHyto npobupky Tuna «3nneHaopd» nepeHocAaTt
100 MKN Hagocaao4YHOM XUOKOCTW.

[Mpn oTtcytcTBUKM LeHTpudyrn ans npobupok obbemom 30 ms m
yckopeHnem 8000 g, npoBOAAT KOHUEHTpUpoBaHue 6akTepun
TONBLKO M3 1 MN MOYM Kak onucaHo Bblle. JkcTpakumo PHK Takke
npoBoaAT u3 ocagka n 100 Mkn Hagocago4YHOW XXNOKOCTM.

. Komapbl. [1na npurotoBrieHUa CyCcneH3nn KOMapoB UCMOSb3YHOT
CTepuUIibHY0 hapdopoByo HallKy U CTEPUIbHbLIA NMecTuk. Mpwu
HanNMyMn aBTOMaTU4YECKOro romoreHudatopa TissuelLyser LT
NPUMEHSAIOT cregylowmne napameTpbl Ans  romoreHusauumm
KoMmapoB (anameTp wapukos — 5 MM; yactota — 50 'u/c; Bpemd
romoreHmsaumm — 5 MuH; obbvem bydepa — 700 mkn (nyn u3
25 komapos), 1000-1500 mkn (nyn n3 50 komapos.).
MpeaBaputencHo dopMupyoT nynbl komMapoB (He 6onee
50 ocoben). KomapoB roMOreHmsmMpyrT B  CTEPUIIbBHOM
dusnonormyeckom pacrteope wunn docdatHom 6ydepe un3
pacyeTa 1 komap — 30 Mkn pactBopa. LleHTpudyrmupytoT npobbl
npu 10000g B TeyeHne 1 MuH. 3atem otbupatoT 100 MKn
HagoCcado4YHOW XNOKOCTM anga akcTpakumum PHK.

. Knewu. lNpeasapntensHO OpMUPYIOT Nynbl KNewen: ronoaHbIX
o0beanHAT no 5-7 ocoben, nonyHanuTaBwmxca — no 2-3;
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NOMHOCTBIO HanuTaBwmxca — no 1. [Ona npurotoBneHus
CYCNeH3un Krewen uncnonb3yrT CTepurnbHyto dapdopoByro
YalwlKy U CTepunbHbIM NecTuk. Npu Hannunum aBTOMAaTUYECKOrO
romoreHmsatopa TissuelLyser LT npumeHAOT cnegywowine
napameTpbl 4ns romoreHusauum knewen poga Hyalomma
(anameTp wapukoB — 7 MM; dactota — 50 [u/c; Bpewms
romoreHnsaumm — 10-12 muH; obbem 6ydepa — 700 Mkn
(HeHanuTaBwwumncs knewy), 1000-1500 mkn (HanUTaBLUMIKCS KNeLy
n nynol knewen). B cnydae romoreHusaumm HanMTaBLUMXCAHA
Knewem B CTynNke UWX npeaBapuTenbHO  NpoKanbiBatoT
CTEPUNBLHOW OOHOPA30BOM WUIMION B HECKONbKUX MecTax Aans
Bbixoga kposu. Knewen pactupatot B 700 mkn (ecnu npoba
COCTOMT U3 OOHOro HeHanuTaswerocda knewa) uwnu B 1-1,5 mn
(ecnn romMoreHusuMpyrT nyn Krewen unu HanuTasLierocd
krnewa) 0,15 M pacTtBopa xnopuga HaTpus, CMeWnBasa pacTBop
C Knewamu Hebonbwmmm obbemamu, 3aTemM MNONyYEHHYHO
cycneHsuo ueHTpudyrupytot npm 10 000 g B TeyeHne 1 MuUH ”
otbupatotr 100 MKN HagoCagoO4YHOM XKMAOKOCTM AN 3KCTPaKumn
PHK.

[lonyckaeTcs XpaHeHue BbIENepeyncrieHHOro KIMHUYeCcKoro
mMaTepuana Ao NpPOBEeAEHUs MUCCReaoBaHUS B TEYEHWE CYTOK Mpu
TemnepaTtype oT 2 o 8 °C vnu 1 Heg — nNpu TemnepaType He Bbille
MuHyc 16 °C. [Ona ayTtoncumHOro martepuana W HaceKOMbIX
NPeayCMOTPEHbl  Creayrwme  peXmmbl  XPaHEHUS:  TKaHM
BHYTPEHHMX OPraHoB U KOMapoOB XpaHAT 1 Hed Npu TemnepaTtype He
Bollwe MuHyc 16 °C, panee — npu Temnepartype muHyc 70 °C.
Krnewen xpaHat wnm xumebiMm (0o 1 mec) wnu 1 Hen npu
TemnepaType He Bblilwe MUHyc 16 °C, nanee — npu Temneparype
muHyc 70 °C.
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®OPMAT FRT
COCTAB

KomnnekTt peareHtoB «PUBO-cop6» BapuaHTt 50 (TY 9398-004-
01897593-2008) — komnnekT peareHToB ans sbigenenns PHK/OHK
N3 KINMMHNYECKOro MaTtepuana — BKrn4vaer:

Peakmuse OnucaHue O6BLemM, mn Kon-eo
- [Mpo3pavHas
Nnaunpyrowmn pacteop 6§cu§eTHaﬂ SKUIKOCTB? 22,5 1 donakoH
PacTtBop Ansa otMbIBKK 1 MNpospaunas 4 20 1 donakoH
BGecuBeTHas XNOKOCTb
PacTtBop Ansa oTMbIBKK 3 ngjgs::::mmmocm 50 1 dpnakoH
PacTtBop Ansa otmbiBKK 4 Qggjss::::mmmocm 20 1 dpnakoH
Copb6eHT Cycnenaus benoro 1,25 1 npobupka
uBeta
PHK-6ydep Mpospaukas 0,5 5 npobupok

OecuBeTHas XXNOKOCTb

Komnnekr peareHToB paccuntaH Ha BblgeneHne PHK/OHK w3
50 npob, BKMAYasi KOHTponu. Bxogut B cocTaB  (popMmbl
KomMmnnekrauum 4.

Komnnekt peareHtoB «PUBO-30nb-C» BapuaHTt 50 (TY 9398-
074-01897593-2008) — KOMMSIEKT peareHTOB AN4 MepBoro arana
BblaeneHma PHK ns 6uonornyeckoro marepmnana — BKnOYaerT:

Peakmue OnucaHue O6newm, Kosn-eo

lMpospayHasa

Pactsop D OecuBeTHas XUOKOCTb 20 1 cpnakou

PacTtBop E glpospaqHaﬂ 15 1 npobupka

eCLBEeTHas XNOKOCTb

PacTeop A Mpo3payHas XnakocTb 15 1 dpnakoH
OpaHXeBoro LBeTa

PactBop B MNpospaukas 5 1 conakoH
GecLBeTHas XUOKOCTb

KomnnekT peareHToB paccuutaH Ha BbigeneHne PHK n3 50 npoo,
BKJTOMasi KOHTponu. Bxoaut B coctas popm Komnnektauum 3, 4.

KomnnekTt peareHtoB «PUBO-npen» BapuaHnTt 50 (TY 9398-071-
01897593-2008) — komnnekT peareHToB Ans BolgeneHnsa PHK/OHK
N3 KNMHNYECKOro Matepmana — BKNnrovaerT:

2 Mpn xpaHeHUM NU3MPYIOLLLIErO pacTBopa, pacTBopa Ans OTMbIBKM 1 U pacTBopa Ans nusuca npu
TemnepaTtype oT 2 fo 8 °C BO3MOXHO 0bpa3oBaHne ocaaka B BUAE KPUCTANOB.
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Peakmuse OnucaHue O6BLemM, mn Kon-eo

PacTtBop ansa nusuca MNpospaukas m”f'KOCTb 15 1 cpbnakoH
ronyboro ugeTa
Mpo3payHasa 6ecuBeTHas

PacTtBop Aana npeuunutaumm KKOGT 20 1 conakoH

PacTtBop Ansa otMbIiBKK 3 MNpospaunas beclpeTHas 25 1 conakoH
XNOKOCTb

PactBop ansa otmbIBKU 4 Mpospavirast becupeTHas 10 1 donakoH
XNOKOCTb
Mpo3payHasa 6ecuBeTHas

PHK-6ydep KKOGT 1,2 4 npoBupku

Komnnekt peareHToB paccumtaH Ha BblgeneHne PHK/OHK w3
50 npob, BKM4Yass KoOHTponu. Bxogut B coctaB  dopm
KomMnnekTauum 2, 3.

Komnnekt peareHtoB «MAIHO-cop6» Bapuant 100-1000

(TY 9398-106-01897593-12) —  KOMMSIEKT  peareHToB  And
BblageneHna PHK/OHK 13 knuHn4eckoro matepuana — BKIO4aeT:
Peakmuse OnucaHue O6rem, Mmn| Kon-eo
Insupyrowmn pacteop [Mpo3payHas 6ecuBeTHas
MAIHO-cop6 XNOKocTb3 70 4 (pnakoHa
KomnoHeHT A Mpo3paunas becuseTHas 0,6 4 npobupku
XMOKOCTb
PacTtBop Ansa oTMbIBKK 5 I'Ipo3paqH5as=| GecuBeTHaR 60 4 hnakoHa
XUOKOCTb
PacTtBop Ansa oTMbIBKK 6 Mpo3paunas becuseTHas 20 4 pnakoHa
XMAOKOCTb
PacTtBop Ansa oTMbIBKK 7 Mpo3paynas becuseTHas 6,0 4 ¢pnakoHa
XMOKOCTb
MarHeTusupoBaHHasa cunuka | CycneHsus 4epHoro uBeTa 0,9 4 npobupkm
MpospayHas 6ecuseTHas
Bydep ansa anouun JKIAKOCTb 1,2 12 npobupok

Komnnekt peareHToB paccumtaH Ha BblgeneHne PHK/OHK wn3
100 npo6, Bkno4vas koHTponu. Ob6bemMm uccnegyemoro martepuana
1000 mkn. Bxogut B coctaB qoopMbl KOMMSIEKTauum 5.

Komnnekt peareHtoB «[LUP-komnnekT» BapuaHt FRT -
KOMMNMEKT peareHToB ONA npoBefeHuss obpaTHOW TpaHCKpunumm
PHK n amnnudpukaummn k[HK yyactka reHoma Bupyca 3anagHoro
Huna ¢ rubpuansaumoHHo-onyopecueHTHON AeTEKUNEN B peEXUME
«pearnbHOro BpeMeHu» — BKIOYaerT:

3 Mpu XxpaHeHUW NU3NPYIOLLErO pacTBopa WM pacTBopa ANs OTMbIBKM 5 Mpu TemnepaType Huxe
20 °C BO3MOXHO 0Opa3oBaHuMe ocadka B BUOE KPUCTAarsoB.
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Peakmue OnucaHue O6BLemM, mn Kon-eo
RT-G-mix-2 Mpospaukas 0,015 1 npoBupka
GecuBeTHas XNOKOCTb
OT-NUP-cmech-1-FRT WNV g'pmpaq“a” 0,6 1 npo6upka
ecLBEeTHas XNOKOCTb
OT-NMUP-cmecb-2-FEP/FRT Qgc?js:::::mmmocm 0,3 1 npobGupka
lMpospayHaga
Monumepasa (TagF) BecLBETHAs KUAKOCTD 0,03 1 npobupka
TM-PeBepTtaza (MMIv) mepaqHaﬂ 0,015 1 npobupka
ecLBeTHas XNOKOCTb
MKO kOHK WNV / STI mepa‘*”a" 0,1 1 npoBupka
ecLBeTHas XNOKOCTb
MpospayHas
PHK-bycpep BecLBeTHas XNOKOCTb 0.6 2 Npobupk

KomMnnekTt peareHTOB paccymtaH Ha npoBedeHne 60 peakunu
amnnudunkauum, BKNOYaa KOHTPOnu. 1 KOMNNEeKT peareHToB BXOAUT
B cocTtaB hopMm komnnektaumm 1, 2, 3, 4. 2 KOMNSIEKTa peareHTOB
BXOOAT B cOCTaB popMbl KOMMnekraumm 5.

K KOMIMJEKTY peareHToB rnpunararoTcd clieyrune peareHThbl.

Peakmue OnucaHue O6BLemM, mn Kon-eo
OKO glpospaqHaﬂ 1,6 8 npobupok
ecLBeTHasa XXNOKOCTb
NMKO WNV-rec glpospaqHaﬂ 0,03 5 npobupok
ecLBeTHasa XXNOKOCTb
BKO STI-87-rec 2p°3pa”“a” 0,12 5 NPoBMpPOK
ecLBeTHasa XXNUAOKOCTb

NMPOBEAEHUE NUP-UCCNEOOBAHUA

[MLP-nccnepgosaHmne cCOCTOUT U3 CrneayroLmx aTarnos:

— OkcTpakumna PHK ns nccnegyembix obpasuos.

— [lpoBegeHne oOpaTHOW TpaHCKpUNUUM W amMnamukauum c
rmopnansaunoHHoO-pryopecUeHTHON OeTeKumen B pexunme
«peanbHOro BpemMeHmn».

— AHanus n nHTepnpeTauma pesynbTaToB.

HetanbHasa wHMoOpmauua no npouenype nposegeHna [1LIP-
nccrieqoBaHMs B 3aBUCMMOCTM  OT  Tunma  UCMOJSIb3yeMoro
obopynoBaHUs U3MOXKeHa B METOOMYECKMX peKoMeHZauusix no
npuMeHeHut0 Habopa peareHToB Aans BbisBneHna PHK Bupyca
3anagHoro Hwna B 6Guonorndyeckom MmaTepuane MeToaoMm
nonumepasHon uenHon peakumn (MNUP) ¢ rmbpunansaunoHHo-
donyopecueHTHON aeTekunen «AMnnnCeHc® WNV-FLy,
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pa3paboTaHHbIX ObYH LUHAN Annaemmonornm
PocnoTtpebHagsopa.

AKCTPAKLUNA PHK U3 UCCINEOQYEMbIX OBPA3LI0B
Ona  akctpakumn PHK WNV  ©n3  pasnuuHbix 6Monorndeckux

OOBbEKTOB pPEeKoOMeHOYyeTCsl UCMOoNb3oBaTb Creaylolmne KOMMIEKTbI

peareHToB  npoussoactea PbYH UHUN  3Snungemuonorum

PocnoTtpebHansopa:

— «PUBO-npen» — akcTpakuma PHK n3 nnasmbl 1 CbIBOPOTKU
kpoBu, CMX, neunkouutapHon dopakumm KpOBW, romoreHaToB
TKAHEN BHYTPEHHUX OpraHoB U KOMapoB, OCAOKOB MOu4W,
cofepXallunx TOSIbKO anuTenunanbHble KNeTKN U He codepXKalumnx
conu;

— «PUBO-30nb-C» — okcTpakunmsa PHK Ha nepBom aTane
BblOENIEHNA U3 neunkoumTapHon dpakunum KpoBWU, CyCNeH3UU
TKaHeN BHYTPEHHMX OpraHoB, KOMapPOB U KIiewen, ocagkos MOYU
(B TOM u4ucne copgepxawmnx conu). Btopon atan BblgeneHus
npoBoanNTCSA C ucnosnb3oBaHnem komnnekra «PUBO-npen» mnu
«PUBO-copb»;

— «MAIHO-cop6» — oakctpakuma PHK wn3 1 mn nnasmbl u
CbIBOPOTKM KpoBu, CMX.

[Mpn ncnonb3oBaHUM POPMbI KoMNekTaunm 2 akcTpakumsa PHK
npoBoaAnNTCSA ¢ NnomMmoLlblo komnnekta «PUBO-npen» B cOOTBETCTBUM
c Mpunoxenunem 1. MNpn ncnonb3oBaHUn popmbl KOMNekTaumm 3
akcTtpakuma PHK nposogutcs ¢ nomowbio komnnektoB «PUBO-
3o0nb-C» n «PUBO-npen» B cootBeTCcTBUM C [MpunoxeHunem 2. Npwu
MCNosib30BaHMM  ¢opMbl  Komnnektauum 4 akctpakuyma PHK
nposoanTca ¢ nomouwbto komnnektoB «PUBO-3onb-C» n «PUBO-
copb» B cootBeTcTBUM C [lpunoxeHnem 3. lNpn ncnonb3oBaHUK
doopmMbl KOMNNeKkTauum 5 akctpakuma PHK npoBogmtca ¢ NoOMOLLbHO
komnnekra «MAIHO-copb» B COOTBETCTBMU C WHCTPYKUMEN K
Habopy.

MPOBEOEHME OBPATHOM TPAHCKPUMUUU PHK M
AMMIIUOUKALMM kOAHK C [OETEKUMEW B PEXWME
«PEAJIbHOIO BPEMEHW»

A. NMoarotoBKka NpodupokK ana amnnudpmukaumm

Bbibop npobupok ana amnnudpukaumMm  3aBUCUT  OT
ucnosnb3yeMmoro amnnucpukatopa € CUCTEMON AeTeKuun B
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peXxume «pearibHOro BpeMeHny.

Ona BHeceHUA B NPOOMPKU peareHToB, NPOO N KOHTPOJIbHbIX

o6pa3uoB UCMONMb3YyHTCA OAHOPA30OBblé HAKOHEYHUKU C

¢unbTpamu.

O6wmnm o6LEeM peakLMOHHON CMecU — 25 MK, BKINOYasa oobLem

npoobi PHK — 10 mkn.

CnocobObl BHeCEHUA peakTUMBOB B NPOOUPKMU:

1. NMpUroToBUTL  PEakUMOHHYKD CMeCb Ha  Heobxogumoe
KONMMYECTBO peakuMn - cMmewaTtb B oTaenbHon npobupke OT-
NMUP-cmecb-1-FRT WNV, OT-NMuUP-cmecb-2-FEP/FRT,
nonumepasy (TagF), TM-PesepTta3sy (MMIv) n RT-G-mix-2, ns
pacyeTa Ha Kaxayio peakumio:

—10 mkn OT-NMUP-cmecun-1-FRT WNV;
— 5 mkn OT-MUP-cmecn-2-FEP/FRT;

— 0,5 mkn nonnmMmepassbl (TagF);

— 0,25 mkn TM-PeBepTasbl (MMIV);

— 0,25 mkn RT-G-mix-2.

[Mp  pacuyete crnegyer  yuuTbiBaTb, 4YTO  MOCTaAHOBKA

conpoBoXaaetcda amnnmdukaumen Kak MUHUMYM  YeTblipex

KOHTPOJSIbHbIX 06pa3LOB: MOMIOXKUTENBLHOIO KOHTPOSS SKCTpaKumn

(MK), oTpuLaTesibHOro KOHTPOSIA 9KCTpakKuum (OK),
NONOXUTENBHOIrO U oTpuuatenbHoro koHTponen OT-TMUP (K+ n
K-).

2. Packanatb npurotoBneHHble cMecu B Npobupkn no 15 mMkn.
BHUMAHMWE! lNpurotoeneHHy0 cMecb He XpaHUTb.

3. Ucnonb3ys HakoHedHuK ¢ punbtpom, godasute 10 mkn PHK-
npobbl B MNPOBUPKM C KaXOouW pPeakuMoOHHOW CMECHHO.
OCTOpOXHO nepemMeLlaTb NUNETUPOBAHUEM.

4. Onsa Kagow naHenu wuccnegyemblx o0pasuoB  Heobxoaumo
NOCTaBUTb KOHTPOSb amnnindukauum K4AHK:

a) oTpuuartenbHbin KOHTponb MLUP (K-) — BHecTn B npobumpky
10 mkn PHK-6ydepa.

06) nonoxutenbHbin KOHTponb lMLP (K+) — BHecTn B npobupky
10 mkn MNMKO kAHK WNV / STI.

BHUMAHMUE! lNpobbl amnnudpuumnpoBaTtb cpasy nocre coeanHeHus
peakunoHHon cmecu n PHK-npobbl 1 KOHTponen.
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B. NMpoBeaeHue o6paTtHon TpaHckpunuun PHK n amnnudpmnkaumm

kAHK c geTtekunen B pexxume «peanbHOro BpeMeHu»

1. 3anporpammupoBaTb npubop (amnnudukatop C CUCTEMOU
OEeTEKUNN B pPeXnmMe «pearibHOro BpeMeHu») Ons BbIMNOSIHEHUSA
COOTBETCTBYHOLLEN nporpaMmmbl  OBpaTHOM  TpaHCKpUNLUMW,
amnnndpukaumm n - getekumm  doriyopecueHTHOro  curHana
(Tabn.1).

Tabnuua 1
Mpu6opbl poTopHoro Tuna* Mpu6opbl NnaHweTHOro Tuna®
Temnepa- Kon-seo | Temnepa- Kon-Bo
Linkn o Bpems o Bpewms
Typa, °C uMkroB | Typa, °C LMKITOB
1 50 30 MUH 1 50 30 MUH 1
2 95 15 MuH 1 95 15 MUH 1
95 5c¢c 95 5c¢c
3 56 25c 5 56 30c 5
72 15 ¢ 72 15 ¢
95 5c¢c 95 5¢c
25c 30c
4 56 aeTekums 40 56 aeTekumns 40
donyopecu. donyopecdu.
curHana curHana
72 15 ¢ 72 15 ¢

HeTekumns riyopecueHTHOro curHana HasHadaeTcsl no KaHanam
ana gnyopodgopos FAM n JOE.

2. YCcTaHOBUTL MNPOBUMPKNM B HA4YENKM pPeakuMoHHOro moayns
npubopa. JlyHka Ne1 oba3aTtenbHO AOMXKHA ObITb 3anosfiHeHa
KaKkon-nmbéo uccregyemMoun npooupKomn.

3. 3anyctutb  BbINOMHEHME  MporpaMmbl  amnindukaumm ¢
aetekumen dornyopecueHTHOro curHana.

4. Tlo OKOHYaHUKU BbINOSTHEHUS NPOrpaMmMbl NPUCTYNUTb K aHanuasy
N MHTepnpeTauumn pesynbTaTos.

AHAIIN3 W UHTEPIMNPETALUA PE3YJIbTATOB

AHanu3 peaynbTaToB MPOBOAAT C MOMOLLBIO MNPOrpamMmHOro
obecneyvyeHns wucnonblyemoro npubopa ansa nposegeHusa TLP ¢
OeTeKUnen B pexnmme «peanbHOro BpeMeHun». AHann3npyoT Kpusble
HakonneHnsa oryopecueHTHOro curHana no ABymMm KaHanaw:

4 Hanpumep, Rotor-Gene 3000/6000 (Corbett Research, Asctpanusi), Rotor-Gene Q (Qiagen,
lepmaHua) un pekomeHgoBaHHble OBYH UHUW  3Onugemmonorum PocnoTtpebHaas3opa B
METOAMYECKUX PpEKOMEHAALMAX MO NPUMEHEHNIO AaHHOro Habopa peareHToB.

> Hanpumep, iQ5 (Bio-Rad, CLUA), Mx3000P (Stratagene, CLUA) n pekomeHaoBaHHble ®BYH
LUHUW 3nugemnonorum PocnoTpebHaas3opa B METOANYECKUX PEeKOMEeHOauusX No NpUMEHEHUIo
AaHHoro Habopa peareHToB.
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— no kaHany ana dnyopodopa FAM peructpupyetca curHan,
CBMOETENbCTBYIOLWNN O HaKoMieHn Npoaykra amnnudpunkaumm
dparmeHnTa K[QHK BKO STI-87-rec;

— no KaHany gna dnyopodopa JOE peructpupyetcs curHan,
CBUOETENbCTBYOLUA O HAKOMMNEHUU MpoayKTa amMnindukaunm
dparmeHTa KAHK WNV.

Pe3ynbTatbl MHTEPNPETUPYIOTCA HA OCHOBAHUM Hanuuma (uUnu
OTCYTCTBUSA) nepeceYyeHns KpuBOW donyopecueHumn C
YCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBOWN NUHUEN,
4YTO onpedenseT Hanuyme (UM OTCYTCTBME) AN OaHHOW Npo6bl
kHK 3HaueHua noporosoro uukna Ct B cooTBeTCTBYIOLLEN rpade B
Tabnuue pesynbTaTos.

Pe3ynbTaTbl MHTEPNPETUPYIOTCA B COOTBETCTBUM C Tabn. 2.

Tabnuua 2
CooTBeTCTBME MULLEHEN U KaHaNoB AeTeKunun

i i HeTekuma no KaHany
MUP-cmece-1 FAM/Green JOE/Yellow
OT-MNuUP-cmecb-1-FRT WNV BKO WNV

[MpyHUMN MHTEpNpeTaunn pesynbTaToB Creayowmii:

— kOHK WNV obHapyxeHa, ecnn ans gaHHon npobsl B Tabnuue
pes3ynbTtaTtoB Mo KaHany ana dgnyopodopa JOE onpeneneHo
3HadeHne noporosoro uukna Ct, He npeBblllaloLee yKkasaHHOe
rpaHnM4yHoe BO BKnagbiwe. [lpn aTOM KpmBasi priyopecueHunm
KaXxgom uccregyemMon npobbl OOSMKHA nepecekaTb MOpOroByko
NMUHNIO Ha y4acTKe XapaKTepHOro 3KCNoHeHUnansLHoro nogbema
donyopecueHumn.

— kOHK WNV He oOHapyxeHa, ecnu gna paHHon npobbl B
Tabnuue pe3ynbTatoB N0 KaHany anga dnyopodopa FAM
onpegeneHo  3HayeHue  rnoporosoro  uukna  Ct, He
npesblllalollee ykasaHHOe rpaHM4YyHoe 3Ha4vyeHue, a no KaHany
JOE 3Ha4yeHMe noporoBoro uukna He onpegeneHo unm donblue
yKa3aHHOro BO BKMagblLle.

— PesynbTat aHannsa HeBanuAHbINA, eCNU ANs JaHHOM Npobbl He
onpegeneHo (oTcyTcTByeT) 3HadeHne noporosoro umkna Ct no
kaHany ans dgnyopodopa JOE, n no kaHany ansa dgnyopodopa
FAM 3HayeHne Ct Takke He onpegerieHo (OTCyTCTBYeET) wunu
npeBbllWaeT yKasdaHHOe rpaHM4Hoe 3HadeHune. B aTtom cnydae
TpebyeTcs NOBTOPHO NpoBeCTn MUP-nccnepoBaHne
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COOTBETCTBYHLLErO KNUHMYeckoro obpasua, HauMHasa c 3Tana
9KCTPaKLUW.

BHUMAHMUE! [paHuyHble 3HadeHma Ct ykasaHbl BO BKNnagbllle,
npunaraemom K Habopy peareHToB. CM. Takke MeTogu4veckue
pekoMmeHgaunm rno npuMeHeHno Habopa peareHToB AnS BbIABEHUS
PHK Bupyca 3anagHoro Hwuna B 6uonorndeckom martepuane
MeTo40M nonmmepasHou LenHomn peakuunm (rypP) C
rmMopuansaumMoHHo-ryopecLeHTHON  aetekumen  «AMnnnCeHc®
WNV-FL», pa3spabotaHHble DBYH LIHUWN Snugemuonorun.

Pesynbrat lLP-uccnepgoBaHnsa cumtaeTcsi AOCTOBEPHbIM,

eciin noJsiy4yeHbl npaBusibHbIE pe3ynbTaTbl ans
NOoJIOXUTEeNMbHOIo n oTpuuaTesibHOro KOHTpOﬂeﬁ
amnnmbm(auuu n nNOJNIOXKUTEINbHOro “u OTpulaTernbHOro

KOHTponeu 3kctpakumm PHK, B cootBetcTBMM C Tabnuuen
OLleHKU pe3yfibTaTOB KOHTPOJIbHbIX peakuun (Tadn. 3).

Tabnuya 3
Pe3ynbTaTbl AN KOHTpoONen pasnnyHbix atanos NLP-
nccrieaoBaHuA
KoHTponupyembin 3Ha4yeHue noporoBoro uukna, Ct
KoHTponb atan MNLUP- no KaHany ans no KaHany ans
uccnegoBaHuA ¢nyopodcopa JOE ¢dnyopodopa FAM
OK OkcTpakumsa PHK | 3HadveHue oTcyTcTBYET OnpeneneHo sxavenme
MeHbLLE rpaHN4yHOro
nK Sxcrpakumst PHK OnpegeneHo 3HayeHne | OnpeaeneHo 3HadYeHue
MeHbLUE rPaHNUYHOro MeHbLLE rpaHN4yHOro
K- nupP 3HayeHne oTcyTCcTBYET 3Ha4yeHne oTcyTCTBYET
K+ nup OnpegeneHo 3HauyeHne | OnpeaeneHo 3Ha4YeHue
MEHbLLE rPaHNYHOro MEHbLLE rPaHN4YHOro
BHUMAHUE!

1. Ecnn gna nonoxutenbHoro koHTpona [P (K+) 3HayeHue
NOporoBoro uukna no kKaHany anda dnyopogopa JOE
OTCYTCTBYyeT  WNWU  MpeBblllaeT  rpaHM4yHOe  3HadeHue,
HeoObXoAMMO MOBTOPUTL aMnMukaumio ona scex obpasuos, B
KOTOpbIX HE 0OHapyxeHa cneundunyeckas kKQHK.

2. Ecnun gna nonoxutenbHoro koHTpons akcTpakuymum PHK (MK)
3HadeHMe NoporoBoro Umkna no kaHany anga dgnyopodgopa JOE
OTCYTCTBYET  UnM  MNpeBblllaeT  [PaHUYHOE  3HavYeHue,
HeoOXoAMMO NOBTOPUTbL SKCTPaKUMio Ona Bcex obpasuos, B
KOTOpbIX HEe 0OHapyxeHa cneundunyveckada kKQHK.
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3. Ecnu ans otpuuatenbHoro KoHTponsa akctpakumm PHK (OK) no
kKaHany Aana dnyopodopa JOE onpegeneHo 3HayeHue
noporosoro uukna Ct, Heobxogummo noBToputb [ILIP-
nccnegoBaHme Onst Bcex obpasuoB, B KOTOPbIX OBHapyxeHa
kOQHK, netektnpyemas Ha kaHane ans gpnyopodopa JOE.

4. Ecnun gnsa otpuuatensHoro koHTpons MNUP (K-) no kananam ans
donyopodgopos FAM n JOE onpeneneHo 3HadeHne noporoBoro
uukna Ct, Heob6xoAMMO NOBTOPUTL amMnnUuUkaumio ans Bcex
obpasuoB, B KoTopblx obHapyxeHa KOHK, petektupyemasi Ha
kaHane gna dnyopodopa JOE, ¢ noctaHoBKOM K— He MeHee
4YyeM B TPex NOBTOPax.
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CPOK IOOHOCTW. YCITOBUA TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHoctn. 9 mec. Habop peareHTOB C WUCTEKLWNM CPOKOM
rOOQHOCTU NPUMEHEHMI0 He noanexmnt. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKYy rOAHOCTW, YKasaHHOMY Ha
9TUKETKaX AN HEBCKPbITbIX peareHTOB, €CliM B WHCTPYKUUU He
yKa3aHO MHoe.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpPOBaTbL MNpU
Temnepatype oT 2 0o 8 °C He 6onee 5 cyt. «[MUP-komnnekT»
BapuaHT FRT npu nony4vyeHnn pasykomMnnekToBaTb B COOTBETCTBUU
C YKasaHHbIMUK TeMnepaTtypamMmmn XpaHeHUs:.

XpaHeHue. Komnnektbl peareHtoB «PUBO-npeny», «PUBO-30mb-
C», «PUBO-copb», «lLP-komnnekt» (kpome RT-G-mix-2, OT-
[MUP-cmecun-1-FRT WNV, OT-IMNuP-cmecu-2-FEP/FRT,
nonnumepasbl (TaqF) u TM-Peeptasbl (MMIv)) XxpaHuTb npwu
Temnepatype ot 2 go 8 °C. RT-G-mix-2, OT-MUP-cmecb-1-FRT
WNV, OT-MNuP-cmecb-2-FEP/FRT, nonumepasy (TaqF) u TM-
PesepTtaszy (MMIv) xpaHnTb npun temnepaTtype He Bblille MUHYC 16
°C. Komnnekt pearentoB « MAITHO-copb» XpaHuTb TemnepaType oT
2 no 25 °C. OT-NMuyP-cmecb-1-FRT WNV xpaHuTb B 3alUULLLEHHOM
OT CBeTa MecTe.

YcnoBua otnycka. [Ong  neyebHo-npodunakTuyecknx  u
CaHUTapPHO-NMPOPUITAKTUYECKNX YUPEXOEHUN.

Peknamaumm Ha kayectBo Habopa peareHToB «AmMnnnCeHc®
WNV-FL» HanpaeBnaTb Ha npeanpusatne-nsrotosutenis ObYH
LIHUW 3nngemmnonorumn PocnotpebHaasopa (111123 r. Mockea, yn.
HoBornpeesckas, O. 3a) B otaen no pabote ¢ peknamaumsamum u
opraHunsaummn oby4deHus (ten. (495) 974-96-46, dakc (495) 916-18-
18 e-mail: products@pcr.ru)®.

3asegytowmn HMNJT OMAn3 ‘ E.H. PoanoHosa
—
®bYH LUHUU 3nupemuonorum PocnotpebHagsopa

'masHbIn Bpay OIBY «lMonuknuHuka N, $» -8 NN IS E.J1.HukoHoB

YnpasneHnus genamu lNpesanaeHta Podcuicrol Pepgepatinm

6 OT3bIBbI U NpeanoXeHns o NPoAyKUMn «AMNNMCEHC» Bbl MOXXETE OCTaBUTb, 3aMOSIHUB aHKeTy
notpebutens Ha cante: www.amplisens.ru.
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JKCTPAKUMUA PHK

NMPUNOXEHUE 1. OkcTpakuma PHK u3 nnasmbl 1 CbIBOPOTKMU
KpoBu, CMX, neukouutapHoum pakumm KpoBu, mMoun (6e3
ocajgka corneu), romoreHaToB TKaHe BHYTPEHHUX OpPraHoB WU
KOMapoB C NnpuMeHeHnem Komnnekrta peareHtoB «PUBO-npen»
(npoBoauTca B 3OHE 1 — nomeweHun ans o6paboTku
uccnegyemMoro marepuana)

NMopsagok paboTbl

1.

PacTtBop AnA nu3anca (ecnu oH XpaHumncs npu TemnepaTtype ot
2 po 8°C) nporpeTb npu TemnepaTtype 65 °C Ao nosiHOro
pacTBOPEHUSI KPUCTAMSOB.

. B cnyyae akctpakunm PHK 13 romoreHaToB TKaHeMn, nNna3mbl,

cbiBopoTkn, CMX un romoreHatoB KomapoB oOTobpaTtb
HeobxoQMmMoe KonnM4ecTBO O4HOPAa30BbIX NPObupok Ha 1,5 mn ¢
NSIOTHO 3aKpblBalOLLMMNCAH KpbILLKaMu (BKNtOYas
oTpuuaTenbHbIn U MONOXUTENbHbLIA KOHTPOMNM 3KCTPaKuuK).
BHectn B kaxayto npobupky no 10 mkn BKO STI-87-rec.
[o6asutb B npobupkn no 300 MKn pacTtBOopa ANSA nu3uca.
[MpomapkupoBaTb NPOOUPKMN.

B npobupkn c¢ pactBopom ana nusuca un BKO STI-87-rec
BHecTu no 30 MKR wuccrefyemblX CYyCrneH3unh opraHoB, o
100 mkn cycneH3nn komapos, no 200 MKN nnasmbl, CbIBOPOTKH,
CMX.

[Mpn SKCTpakuum u3 neukouuTapHon dpakumm KpoBU WU
ocagika MoOuYM B [laHHble uccriegyemble Nnpodupkn Heobxoanmo
BHecTn 300 mkn pactBopa ansa nuauca n 10 mkn BKO STI-87-
rec. 3atem otobpaTtb ABe NpobUpkM AONs oTpuuaTenbHOro U
NONOXWUTESNBbHOrO KOHTPOMNEN SKCTPAKLUN.

B npobupky oTpuuatenbHoro koHTpona (OK) akcTpakummn u
nonoxutenbHoro koHTponsa ([K) akcTpakuum BHecTn 10 MKn
BKO STI-87-rec n 300 Mmkn pactBopa Ansa nusuca. B
npobupky nonoxmtenbHoro kKoHTpons ([K) akcTpakumm BHECTU
Takke 10 mkn NMKO WNV-rec.

Copepxnmoe Npobupok TwaTeNbHO NepemMeLllaTb Ha BOpTEKCE U
nporpetb 5MuMH npun 65°C B Tepmoctate. [obaButb B
npobupkn no 400 mMkn pacTtBopa AnNA npeuunUuTaumm,
nepemelLaTb Ha BOpTEKCe.

. MpoueHTpudyrnpoBatb MNPOOUPKNM Ha MUKPOLEHTpUdyre B

TedeHne 5 muH npu 10 000 g.
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8. AkkypaTHO oTobpaTb HagocagoO4vHYK XMOKOCTb, HEe 3adeBast
0CajoK, WCMOSib3ysl BaKyyMHbIA OTcacblBaTeflb U OTAENbHbIN
HaKOHEYHUK OS5 Kaxkaon Npoobl.

9. [obasutb B npobumpkn no 500 mkn pacTtBopa AN OTMbIBKU 3,
NIOTHO 3aKPbiTb  KPbIWKW, OCTOPOXHO MPOMbITb OCadok,
nepesopadmBaa npobupkn 3-5 pas. MoxHO npoBecTU
npoueaypy OOHOBPEMEHHO AONs BCex Npobupok, Ons 3Toro
HeobXxoaMMO HakpbiTb MNPOOUPKM B LUTATMBE CBEPXY KPbILLKOW
NN Opyrum LWITaTUBOM, NPUXKaTb UX U NepeBopaymBaTh LLITATMB.

10.MpoueHTpudyruposate npn 10 000 g B Te4eHMe 2 MUH Ha
MUKpOLEeHTpUyre.

11.0cTOpOXHO, HE 3axBaTblBasi 0OCagoK, OToOpaTb Hag0Cag0uHYHO
XUOKOCTb, UCMNOMb3ya BaKyyMHbIW OTcacbiBaTelflb U OTAESbHbIN
HaKOHEYHUK ONS Kaxkaon Npoobl.

12.[1o6aBuTb B Nnpobupkn no 200 Mkn pacteBopa ANs OTMbIBKU 4,
NIOTHO 3aKpPbiTb KPbIWKA W  OCTOPOXHO MNPOMbITb OCadoK,
nepesopadnBasa npobumpku 3-5 pas.

13.MpoueHTpudyruposats npu 10 000 g B TedeHne 2 MWUH Ha
MUKpoLeHTpuUdyre.

14.0cTOpOXHO, HE 3axBaTbiBad ocafoK, oTobpaTb HagoCadOuHYH
XUOKOCTb, UCMNOMb3yd BaKyyMHbIW OTcacbiBaTesflb U OTAESNbHbIN
HaKOHEYHUK ON19 KaXkaon npobobl.

15.MomecTnTtb Npobupkn B TepmocTaTt npu Temnepatype 65 °C Ha
5 MMH Ons noacywmnBaHUA ocagka (Npy 3TOM KPbILKA MPoBMpoK
OOIMKHbI BbITb OTKPLITHI).

16.[lo6aButb B npobupkn no 50 mkn PHK-6ydepa. lNepemewiats
Ha BopTekce. [MlomecTnTb B TepmocTaT npu temnepartype 65 °C
Ha 5 MUH, NepruoanNyecKkn BCTPAXMBaAa Ha BOpTEKCE.

17.MpoueHTpudyrnposatb npobupkn npu 10000 g B Te4yeHue
1 MMH Ha MuUKpoueHTpudyre. HapgocagodHad  KUAOKOCTb
coaepxut ounuweHHble PHK. Tlpobbl rotoBbl K MNOCTaHOBKE
peakuunn obpaTtHom TpaHckpunummn u MNMUP.
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NMPUINTOXXEHUE 2. Skctpakumsa PHK ns nenkountapHowm
c¢hpakumm KpoBn, oCagKoB MOYU, CYCMEeH3UU TKaHeun
BHYTPEHHMX OpraHoOB, KOMapoOB U KreLien ¢ NpuMeHeHuem
komnriektoB peareHToB «PUBO-30nb-C» n «PUBO-npen»
(npoBoauTca B 3OHE 1 — nomeweHun ans o6paboTku
uccnegyemMoro marepuana)

NMopsagok paboTbl
| aTan

1.

OTobpaTb HeobxoaMmoe KONMMYEeCTBO OAHOPA30BbIX MPOOUPOK
obbemoM 1,5 Mn (BKMo4as oTpuuaTesibHbIn U NONOXUTENbHbLIN
KOHTPOJSIN 3KCTpakumn). BHecTn B kaxkayto npobupky no 10 mkn
BKO STI-87-rec, 3atem gobaBute no 300 mkn pactBopa D.
MpomapkmpoBaTb NPOOBUPKMN.

. B cnyyae wusonguum PHK 13 cycneHsun kneiien, Komapos,

BHYTPEHHNX opraHoB B nNpobupkun ¢ pactesopom D n BKO STI-87-
rec pobasnsawT no 100 MKN noAaroToBfEeHHbIX NpPoo,
NCNONb3ya HAKOHEYHUKN C PUITBbTPOM.

Mpwn akcTtpakuum PHK n3 nenkoumtapHou dopakuum KpoBu UIn
ocagkoB MO4YM B Npobupknm ¢ ocagkamm BHocAT no 300 mKn
pactBopa D 1 no 10 mkn BKO STI-87-rec.

B npobupky oTpuuaTtensHoro KoHTpons (OK) akcTpakumMn BHECTU
100 mkn OKO n 10 mkn BKO STI-87-rec. B npobupky
nonoxutenoHoro kKoHTponsa (MK) akcTtpakuun BHectn 10 MKn
NMKO WNV-rec, 10 mkn BKO STI-87-rec n 90 mkn OKO. NnoTHo
3aKpbITble NPoObI TWATENLHO NepeMeLllaTb Ha BOpPTEKCe
[MporpeTb Npobupkn B TepmocTtaTte npm 56 °C B TeyeHne 5 MuH,
Nnepnoanyeckn BCTpPSIXMBaAs X Ha BOPTEKCE.

[obaBuTb K obpasuam, nnu3mpoBaHHbIM B pactBope D, 30 mkn
pacTtBopa E, nepemelwiatb Ha BOpTekce U LeHTpudyrmposaTb 5
c npn 1500 g.

. B oatm xe npobupkn pobaBute 300 MKn pacTtBopa A,

nepemMeLllaTb Ha BopTekce u ueHTpudyrmposatb 5 ¢ npm 1500 g.
B atn xe npobupku BHectn 100 mkn pactBopa B, nepemeruats
Ha BopTekce B TedeHne 1-2 MWH (pacTBOp OOMMKEH cTaTb
MOMNOYHO-6enbIM), 3aTeM NOMECTUTb NPOObI Ha NeasHyt OaHwo
(npn Temnepatype ot 0 go 4 °C) Ha 5 muH. llocne aToro
LeHTpudyrmposatb Npodbupku B TedeHmne 10 muH npm 10 000 g.
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9. B HoBble npobupkn obvemom 1,5 mn BHectn no 300 mkn
pacTtBopa Ansa nuauca (M3 komnnekta peareHtoB «PUBO-
npen») n NpomMapknpoBaTb COOTBETCTBEHHO HOMepam npoo.

10.lMocne ueHTpudyrmpoBaHMa pacTBOp AOMKEH pa3genutbCs Ha
2 dhasbl: HWXHIOK (deHOonbHY), cogepxaluyo 6enkn n OHK, n
BEpXHIOO  (BoOHyw), cogepxawywo PHK.  Heobxoonmo
aKKypaTHO, He 3axBaTbiBas HWXHWUK crion, otobpatb 200 MKn
BepxHen hasbl U NepeHecTn ee B NpodbupkKy ¢ pacTBOpoM And
nunauca. TwaTenbHO nepemellaTb CMeCh.

Il aTan
11.Coaepxmmoe npobumpok TwaTenbHO nepemeLllaTb Ha BOPTEKCE U
nporpeTtb 5 MUH npwu 65 °C B TepMmocTare.

[MpoueHTpudyruposate B TevyeHne 5c¢ npu 15009 Aons
yoaneHua Kanenb C BHYTPEHHEW MOBEPXHOCTU  KPbILLKU
npobupkn. dobaBute B npobupkn no 400 MKkn pacTtBopa Ans
npeuMnuTauunm, nepemeLllaTb Ha BOpPTEKCE.

12.MMpoueHTpudyrnposatb nNpobUpkM Ha MUKpoueHTpudyre B
TedeHne 5 muH npu 10 000 g.

13.AKkKypaTHO OTOOpaTb HagOCaAOYHYH XWOKOCTb, He 3ajeBas
0CafoK, UCMOJSIb3yA BaKyyMHbIN OTCacblBaTeflb U OTAESbHbIN
HaKOHEYHUK OS5 Kaxkaon Npoobl.

14.[1o6aBuTb B Nnpobupkn no 500 Mkn pacteBopa ANA OTMbIBKU 3,
MIOTHO 3aKPbiTb  KPbIWKW, OCTOPOXHO MPOMbITb OCadok,
nepesopadmBaa npobupkn 3-5 pas. MoxHO npoBecTU
npouenypy OOHOBPEMEHHO AONfid Bcex npobupok, Ona 3Toro
HeobXxoaMMO HaKpbiTb MNPOOUPKM B LUTATMBE CBEPXY KPbILLKOW
NN Opyrum LWTaTUBOM, NPUXKaTb UX N NepeBopaymBaThb LUTATMB.

15.MNpoueHTpndpyrmposatb npn 10 000 g B TeyeHMe 2 MUH Ha
MUKpOLEHTpUyre.

16.0CTOpPOXHO, He 3axBaTblBas 0CafoK, 0TobpaTb HaLOCaAO0uYHYHO
XUAOKOCTb, UCMOMb3YyHa BaKyyMHbIW OTcacbiBaTeNb U OTAENbHbIN
HaKOHEYHUK OS5 Kaxkaomn Npoobl.

17.[Jo6aBuTb B Nnpobupkn no 200 Mkn pacteBopa ANs OTMbIBKU 4,
NAOTHO 3aKpPbiTb KPbIWKA WU  OCTOPOXHO MPOMbITb OCadoK,
nepesopaymBada npodbupkm 3-5 pas.

18.MpoueHTpudyruposats npu 10 000 g B TeyeHne 2 MWUH Ha
MUKpOLeHTpUgyre.

19.0CTOpPOXHO, He 3axBaTblBas 0CafoK, 0TobpaTb HaLOCaAOYHYHO
XUAOKOCTb, UCMNOMb3Yyd BaKyyMHbIM OTcacbiBaTelflb U OTAENbHbIN
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HaKOHEYHUK OS5 Kaxkaon Npoobl.

20.MomecTnTb Npobupkn B TepmMocTaT npu temnepatype 65 °C Ha
5 MMH ONs noacywmnBaHnsA ocagka (Npy 9TOM KPbILLKK MPOoBMpokK
OOMKHbI BbITb OTKPLIThI).

21.[lo6asntb B npobupkn no 50 mkn PHK-6ydepa. NepemelwiaTs
Ha BopTekce. [lomecTnTb B TepmocTaT npu temnepartype 65 °C
Ha 5 MUH, Neprnoanyeckn BCTPAXMBad Ha BOpTEKCeE.

22.MpoueHTpudyruposaTte npodupkn npu 10000 g B Te4vyeHue
1 MMH Ha MuKpoueHTpudpyre. HapgocagodHas  XKUAOKOCTb
coaepxut ounweHHole PHK. [Mpobbl rotoBbl K MNOCTaHOBKE
peakuunn obpaTtHom TpaHckpunumn n MNMUP.
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NMPUNTOXXEHUE 3. dkcTpakuma PHK u3s nenkouutapHom
c¢hpakumm KpoBn, oCagKoB MOYU, CYCMEeH3UU TKaHeun
BHYTPEHHMX OpraHoOB, KOMapoOB U KreLien ¢ NpuMeHeHuem
komnriektoB peareHToB «PUBO-30nb-C» n «PUBO-copb»
(npoBoauTca B 3OHE 1 — nomeweHuun ans o6paboTku
uccnegyemMoro marepuana)

NMopsagok paboThl.
| aTan

1.

OTobpaTb HeobxoaMmoe KONMMYEeCTBO OAHOPA30BbIX MPOOUPOK
obbemoM 1,5 Mn (BKMo4as oTpuuaTesibHbIn U NONOXUTENbHbLIN
KOHTPOJSIN 3KCTpakumm). BHecTn B kaxkayto npobupky no 10 mkn
BKO STI-87-rec, 3atem pobasutb no 300 mkn pactBopa D.
MpomapkmpoBaTb NPOOBUPKMN.

. B cnyyae wmzonaumn PHK n3 cycneHaun knewen, KomapoB B

npobupkn ¢ pactBopom D mn BKO STI-87-rec gobasnstoT no
100 MKN noAaroToBJIEHHbIX MNPO6, B cCryyae wu3onauum w3
CyCNeH3unm TKaHen BHYTPEeHHUX opraHos — 30 MKn
NOAroToBJIeHHbIX MPOO, NCMOSIb3Yyst HAKOHEYHUKU C PUNBLTPOM.
[Mpu akcTpakunm PHK 13 nenkountapHon pakuymm Kposu mnm
0ocagkoB MOuYM B Npobupkm ¢ ocagkamm BHocAT no 300 mMKn
pactBopa D n no 10 mkn BKO STI-87-rec.

B npobupky oTpuuartenbHoro kKoHTpons (OK) akcTpakummn BHECTU
100 mkn OKO n 10 mkn BKO STI-87-rec. B npobupky
nonoxutenobHoro koHTpona (MK) akctpakumn BHectn 10 MKn
NMKO WNV-rec, 10 mkn BKO STI-87-rec n 90 mkn OKO. NnoTHo
3aKpblTble NpoObl TLATenbHO nepemellaTtb Ha BOpPTEKCe U
npoueHTpudyruposats B TedeHne S5 ¢ npu 1500 g Ha
MUKPOLEHTPU(Yre nONa yOoaneHna Kanefb C  BHYTPEHHEWN
NOBEPXHOCTU KPbILLKK NMPOOUNPKMN.

[MporpeTb Npobupkn B TepmocTtaTte npm 56 °C B TedeHne 5 MuH,
nepunoanyeckn BCTpsXmMBas UX Ha BOPTEKCE.

[obaBnTb K obpasuyam, NM3npoBaHHbIM B pacteope D, 30 Mkn
pactBopa E, nepemeluatb Ha BOpTEKCE U LEHTpUPYrnposaTtb
5 ¢ npu 1500 g.

. B oatm xe npobupkn pobaBute 300 MKn pacTtBopa A,

nepemMeLlaTb Ha BopTeKkce U LeHTpudgyrmposatb 5 ¢ npu 1500 g.
B atn xe npobupkn BHectn 100 mkn pactBopa B, nepemewiatb
Ha BoOpTekce B TeyeHue 1-2 MuH (pacTBop [OOSKEH cCTaTb
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JKCTPAKUMUA PHK

MONOYHO-6enbIM), 3aTeM NOMECTUTb NPOObI Ha NeasiHyto DaHio
(npu Temnepatype oT 0 go 4 °C) Ha 5 muH. [llocne aTtoro
LeHTpudyrmposaTb nNpodupkun B TedeHmne 10 muH npm 10 000 g.

9. B HoBble npobupkn obvemom 1,5 mn BHectn no 400 mkn
nusnpyrowero pactsopa (M3 komnnekra peareHtoB «PUBO-
cop6») 1 NnpoMmapkMpoBaTb COOTBETCTBEHHO HOMepaM npob.

10.lMocne ueHTpudyrmpoBaHMa pacTBOp AOMKEH pa3genutbCs Ha
2 dhasbl: HWXKHIOK (eHOonbHY), cogepxawyto 6enkn n OHK, n
BEPXHIOO  (BOOHyw), cogepxawyw PHK.  Heobxoonmo
aKKypaTHO, He 3axBaTblBasi HMXXHUMA CION, 0TOBpaTb BEPXHHIOK
dasy (400 mkn npu 3kctpakumm PHK u3 ocagkoB mouu u
romoreHaToB BHYTPEHHUX OpraHoB, rOMOreHaToB KOMapoB
n knewen, 300 mkn — M3 ocagkoB KpoBU, 450 MKNn npwu
akcTpakumm PHK 13 OKO n NMKO) n nepeHecTtn ee B Nnpodbumpky ¢
NU3NPYIOLLKUM pacTBOPOM. TLlaTesibHO nepemellaTtb CMeCh.

Il aTan

11.TwatenbHO pecycneHaMpoBaTb COPOEHT Ha BopTekce. B
Kaxayto npobupky oOTAenbHbIM HaKOHEYHUKOM p[obaBuTb Mo
25 MKn copbeHTa. [lepemelwlaTtb Ha BOpTEKCe, NOCTaBUTL B
lWTaTMB Ha 1 MUH, elle pa3 nepemMellaTtb U OCTaBUTb HA 5 MUH.

12.LleHTpndpyrupoBaTtbe Npobupkn Ana ocaxgeHus copbeHta npu
1500 g B TevyeHnme 30cC Ha MukpoueHTpudoyre. YganuTb
HagoCago4HYo XXUOKOCTb, NCnonb3ys BaKyyMHbIN
oTcacblBaTESb M OTAENbHbIN HAKOHEYHUK NS KaXX40W npobbl.

13.[Jo6aBnTb B Nnpobupku no 400 mkn pactBopa ANA OTMbIBKK 1.
[MepemewaTtb Ha BOpTeKce OO MOSIHOrO pecycneHanpoBaHUS
copbeHTa, npoueHTpudpyrmposatb 30c npu 15009 Ha
MUKpoUEeHTpUdyre. Yaganutb  HaOoOCAOOYHYH  XXWMAKOCTb,
NCNONb3ysa BaKyyMHbIN OTcacbiBaTeslb U OTAENbHbLIA HAKOHEYHUK
ansa Kaxkaown npobsl.

14.[1o6aBuTb B Nnpobupkn no 500 Mkn pactBopa ANA OTMbIBKU 3.
TwartenbHO  pecycneHaupoBaTb COPOEHT Ha  BOpPTEKCe.
[MpoueHTpudyrnposatb 45 ¢ npu 5000 g Ha MUKpoUeHTpuUdyre.
Yaanutb HagoCafouvHY KUOKOCTb, WCMOMb3yd BaKyyMHbIN
oTcacblBaTeSNb M OTAENbHbIN HAKOHEYHUK NS KaXX40W npoobbl.

15.MMoBTOPUTL OTMLIBKY pacTBOPOM ANs OTMbIBKU 3, cneayd
NyHKTY 13.

16.[Jo6aBuTb B Nnpobupkn no 400 MKN pactBopa ANsl OTMbIBKU 4.
TwartenbHO pecycneHaupoBaTb COPOEHT Ha  BOpTeEKce,
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JKCTPAKUMUA PHK

npoueHTpndyrmpoBaTtb 1 MWH npu 6000 g Ha
MUKpoueHTpudyre. TloNHOCTBIO  ygannTb  HagoCagO4HYIo
XUOKOCTb U3 Kaaou Npobupkn oTAeNbHbIM  HAaKOHEYHUKOM,
NCNONb3ysa BaKyyMHbIN OTcacbiBaTeNb.

17.MomecTnTtb Npobupkn B TepmocTaT npu temnepartype 56 °C Ha
10 MuH gna noacywwumBaHus copbeHTa. [py 9TOM  KPbILLKK
NPOBUPOK AOMKHbI ObITb OTKPbITHI.

18.B npobupkn pobasutb no 50 mkn PHK-6ydepa, ncnonbsys
cBoboaHbIM 0T PHKa3 HakOHEeYHUK ¢ UnbTpoM.
BHAMAHUE! BckpbiTyto npobupky ¢ PHK-6ydepom
XpaHUTb NpU Temnepartype He Bbiwe MMHyc 16 °C.

19.lMepemewiatb cogepxnmoe npobupok Ha BopTekce. [lomMecTuTb
B TepmocTtaT npu Temnepartype 56 °C Ha 5 MuH (BCTpaAxmBas
npobbl Ha BoOpTekce Kaxayww MuH). [MpoueHTpudyrnpoBaTtb
NpodupkM Ha MakcumanbHbIX 060poTax MUKPOUEHTPUdYyrm
(10000 g) B Te4dyeHme 1 wMMH. HapocagoyHas XUOKOCTb
coaepxut ounweHHole PHK. [Mpobbl rotoBbl K MNOCTaHOBKE
peakuunn obpaTtHom TpaHckpunummn u MNMUP.
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INTENDED USE

Guidelines describe the procedure of using AmpliSens® Leptospira-FRT PCR kit for
qualitative detection of 16S RNA of pathogenic Leptospira genospecies in the biological
material (blood and cerebrospinal fluid), autopsy material (brain, kidney, liver, lung tissue,
and mesenterial lymph nodes) and material obtained from died animals (lung, brain, and
kidney tissue) and animals suffering from acute leptospirosis (blood) or Leptospira persisting
in kidneys (urine) by the polymerase chain reaction (PCR) with real-time hybridization-
fluorescence detection using the following instruments:

— Rotor-Gene 3000/6000 (Corbett Research, Australia);

— iCycler iQ, iQ5 (Bio-Rad, USA).

AMPLIFICATION AND DATA ANALYSIS USING Rotor-Gene 3000/6000 (Corbett
Research, Australia) INSTRUMENTS

When working with Rotor-Gene 3000 one should use the Rotor-Gene version 6.1 and higher
software and the Rotor-Gene 6000 versions 1.7 (build 67) software or higher for Rotor-Gene
6000.

Hereinafter, all the terms corresponding to different instruments and software are
indicated in the following order: for Rotor-Gene 3000 / for Rotor-Gene 6000.

Programming the thermocycler

1. Turn on the instrument, run the Rotor-Gene software.

2. Insert the tubes or strips into the rotor of the Rotor-Gene 3000/6000/Q instrument (the
rotor wells are numbered, the numbers are used for the further programming of the
samples’ order in the thermocycler).

NOTE: Well 1 must be filled with any test tube.

3. Set the amplification program:

Table 1
Leptospira cDNA amplification program
Step Temperature, °C Time Fluorescence detection ng;girs()f
1 50 30 min - 1
2 95 15 min - 1
95 20s -
3 65 50 s — 10
72 20s —
95 20s —
4 61 50 s FAM/Green, JOE/Yellow 38
72 20s —
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4. Adjust fluorescence channel sensitivity. Click the Calibrate/Gain Optimisation... button

in the New Run Wizard window. In the opened window:

— perform the measurement of the fluorescence in the FAM/Green, JOE/Yellow
channels (activate the Calibrate Acquiring/Optimise Acquiring);

— perform the calibration in the selected channels before the first detection (tick the
Perform Calibration Before 15t Acquisition/ Perform Optimisation Before 1°t
Acquisition option). Click the Close button;

— for signal measurement optimisation for the selected channels set calibration of the
FAM/Green channel from 3Fl to 7FI, the JOE/Yellow channel — from 10F| to 20FL.

5. Start the amplification program by activating the Start run button. Name the experiment.

Enter the data into the grid of the samples (it opens automatically after the amplification
has been started). Enter the names/numbers of the test samples in the Name column.
Define the Negative control of amplification as NCA, the Positive control of amplification
as C+. Set the type Unknown opposite all the test samples, the type Positive control —
for the Positive controls, the type Negative control — for the Negative control of
extraction, the type NTC — for the Negative control of amplification. Set the type None

for the cells matching with the corresponding empty tubes.

Data analysis

Amplification data analysis in the JOE/Yellow channel (Leptospira DNA):

1.

Activate the button Analysis in the menu, select the mode of the analysis Quantitation,
activate the buttons Cycling A. JOE/Cycling A. Yellow, Show.

Cancel the automatic choice of the threshold line level Threshold.

Activate the Dynamic tube and Slope Correct buttons in the menu of main window
(Quantitation analysis).

In the Calculation menu (in the right part of the window) indicate the threshold line level
0.04 in the Threshold box.

Choose the parameter More settings/Outlier Removal and set 10 % for the value of
negative samples threshold (NTC/Threshold).

In the results grid (the Quantitation Results window) one will be able to see the Ct
values.

For the Positive Control of Extraction (PCE) — Positive Control Leptospira-rec —the Ct
value should be less than the boundary value 26.

For the Positive Control of Amplification (C+) — Positive Control cDNA Leptospira
(C+Leptospira) — Ct value should be less than the boundary value 25.

For Negative Control of Extraction (C—) — Negative Control (C-) — Ct values should be
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absent.

10.For Negative Control of Amplification (NCA) — RNA-eluent — Ct values should be absent.

11.The samples are positive if the determined Ct value is less than 32. If the Ct value in a

sample is greater than this boundary value, than the sample is equivocal. The analysis

of this sample should be repeated in two repeats.

Amplification data analysis in the FAM/Green channel (IC):

1.

Activate the button Analysis in the menu, select the mode of the analysis Quantitation,
activate the buttons Cycling A. FAM/Cycling A. Green, Show.

Cancel the automatic choice of the threshold line level Threshold.

3. Activate the Dynamic tube and Slope Correct buttons in the menu of main window

(Quantitation analysis).

In the Calculation menu (in the right part of the window) indicate the threshold line level
0.03 in the Threshold box.

Choose the parameter More settings/Outlier Removal and set 10 % for the value of
negative samples threshold (NTC/Threshold).

In the results grid (the Quantitation Results window) the Ct values should appear for
Internal Control STI-87-rec (IC) in each test sample, Positive control of extraction (PCE)
and Negative control of extraction (C—).

For Negative Control of Amplification (NCA) — RNA-eluent and Positive control of
amplification (C+) — Positive Control cDNA Leptospira (C+Leptospira) — Ct values should
be absent.

The Ct values determined for the test samples should not exceed the value 25 for the
blood sediment and cerebrospinal fluid and the value 27 for the tissues homogenates. If
the Ct value in a sample exceeds this boundary value, then the result is considered
invalid in case of negative result in the JOE/Yellow channel. It is necessary to repeat the

analysis of this sample from RNA extraction stage.
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Table 2
Boundary Ct values for control and test samples

FAM/Green JOE/Yellow
Sample : : -
Deteciton of IC Detection of Leptospira
PCE Present <26
C- Present Absent
NCA Absent Absent
C+ Absent <25
Test <24.5 (Blood sediment and cerebrospinal fluid)
es )
samples <26.5 (Tlssges hompgenates) <32
<27 (Urine sediment)

Troubleshooting

1. Ifthe Ctvalue is determined for the Negative Control of Extraction (C-) in the JOE/Yellow
channel and/or for the Negative Control of Amplification (NCA) in the FAM/Green and
JOE/Yellow channels in the results grid, it indicates contamination of reagents or
samples. In such cases, the results of analysis are considered to be irrelevant. Analysis
should be repeated and measures to detect and eliminate the source of contamination
should be taken.

2. If no signal is detected for the Negative Control of extraction (C-) in the FAM/Green
channel and/or for the Positive Control of Extraction (PCE) in the FAM/Green and
JOE/Yellow channels, the results of analysis are considered invalid. Analysis of all
samples should be repeated starting from the extraction stage.

3. If no signal is detected for Positive Control of Amplification (C+) in the JOE/Yellow
channel, analysis results are considered invalid. Analysis of all samples should be

repeated starting from the RT-PCR stage.
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AMPLIFICATION AND DATA ANALYSIS USING iCycler iQ5 (Bio-Rad, USA)
INSTRUMENT

Programming the thermocycler

1.

Turn on the instrument and the power supply unit of the optical block of the instrument.
Start measurements not earlier than 30 min after turning on the optic part of the

instrument.

. Set the amplification program

Table 3
Leptospira cDNA amplification program

Number of

Step Temperature, °C Time Fluorescence detection
cycles

1 50 30 min - 1

2 95 15 min - 1

95 20s -
3 65 50s - 10

95 20s —
4 61 50s FAM, JOE/HEX 40
65 20s -

5.

Set the plate setup (set the order of the tubes in the reaction chamber and the detection
of fluorescent signal). Select the fluorophores (Select/add fluorophores button).
Activate the fluorophores for the samples in the created protocol by the Fluorophore
loading in Whole Plate mode button. Set the reaction volume (Sample Volume) as 25
Ml, the caps type (Seal Type) as Domed Cap, and the tubes type (Vessel Type) as
Tubes. Then save the created protocol by clicking the Save&EXxit Plate Editing button.

. After that add the reagents and RNA samples into the tubes, insert the tubes into the

instrument.

Run the experiment (Run button). Select Run Persistent Plate. Save the experiment.

Data analysis

Amplification data analysis in the JOE/Yellow channel (Leptospira DNA):

1.
2.

Click the Data Analysis button.

Select the Base line in the range 20-25 in the Crossing Treshold User Defined window.
The threshold line is to cross only with sigmoid curves describing the accumulation of the
signal detecting positive samples and controls. The threshold line is not to cross the

curves of other shapes. If it happens, it is necessary to raise the threshold line level.
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3. Forthe Positive Control of Extraction (PCE) — Positive Control Leptospira-rec —the Ct
value should be less than the boundary value 27.

4. For the Positive Control of Amplification (C+) — Positive Control cDNA Leptospira
(C+Leptospira) — Ct value should be less than the boundary value 26.

5. For Negative Control of Extraction (C—) — Negative Control (C-) — Ct values should be

absent.
6. For Negative Control of Amplification (NCA) — RNA-eluent — Ct values should be absent.
7. The samples are positive if the determined Ct value is less than 32. If the Ct value in a

sample is greater than this boundary value, than the sample is equivocal. The analysis
of this sample should be repeated in two repeats.
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Amplification data analysis in the FAM/Green channel (IC):

1. Selectthe Base line in the range 20-25 in the Crossing Treshold User Defined window.
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2. The Ct values should appear for Internal Control STI-87-rec (IC) in each test sample,
Positive control of extraction (PCE) and Negative control of extraction (C-).

3. For Negative Control of Amplification (NCA) — RNA-eluent and Positive control of
amplification (C+) — Positive Control cDNA Leptospira (C+Leptospira) — Ct values should
be absent.

4. The Ct values determined for the test samples should not exceed the value 27 for the
blood sediment and cerebrospinal fluid and the value 29 for the tissues homogenates.
For urine sediment samples the Ct value can be up to 29 cycle. If the Ct value in a sample
exceeds this boundary value, then the result is considered invalid in case of negative
result in the JOE/HEX channel. It is necessary to repeat the analysis of this sample from

RNA extraction stage.
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Table 4
Boundary Ct values for control and test samples

FAM/Green JOE/Yellow
Sample : - -
Deteciton of IC Detection of Leptospira
PCE Present <27
C- Present Absent
NCA Absent Absent
C+ Absent <26
Test <27 (Blood sediment and cerebrospinal fluid)
es .
samples <27 (Tlssugs homggenates) <32
<29 (Urine sediment)

Troubleshooting

1.

If the Ct value is determined for the Negative Control of Extraction (C-) in the JOE/HEX
channel and/or for the Negative Control of Amplification (NCA) in the FAM and JOE/HEX
channels in the results grid, it indicates contamination of reagents or samples. In such
cases, the results of analysis are considered to be irrelevant. Analysis should be
repeated and measures to detect and eliminate the source of contamination should be
taken.

If no signal is detected for the Negative Control of extraction (C-) in the FAM channel
and/or for the Positive Control of Extraction (PCE) in the FAM and JOE/HEX channels,
the results of analysis are considered invalid. Analysis of all samples should be repeated
starting from the extraction stage.

If no signal is detected for Positive Control of Amplification (C+) in the JOE/HEX channel,
analysis results are considered invalid. Analysis of all samples should be repeated

starting from the RT-PCR stage.
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List of Changes Made in the Guidelines

VER Location of changes Essence of changes
Amplification and
data analysis using Text was corrected with the template. Amplification program
Rotor-Gene was added. The interpretation of results was added. It was
3000/6000 (Corbett added that for the data analysis the Slope Correct button
21.10.15 | Research, Australia) | should be activated
ME instruments
Amplification and
data analysis using Information about work with the iCycler iQ instrument was
iCycler iQ5 (Bio-Rad, | deleted. The chapter was rewritten
USA) instrument
Amplification and
data analysis using
Rotor-Gene
3000/6000 (Corbett In the table “Boundary Ct values for control and test
13.07.17 | Research, Australia) | samples” the column “Designation in the instruction
PM instruments manual” was deleted and the detection channels were
Amplification and indicated
data analysis using
iCycler iQ5 (Bio-Rad,
USA) instrument
Amplification and
data analysis using The Ct values for the blood sediment, cerebrospinal fluid
Rotor-Gene . .
and tissues homogenates were changed, the specification
3000/6000 (Corbett about urine sediment samples was deleted
31.01.19 | Research, Australia)
EM instruments
Amplification and
%;ng%f'(slg?os_gg d The Ct values for the tissues homogenates were changed
USA) instrument
01.06.21 Through the text The symbol & was changed to NOTE:
EM Cover page The phrase ",‘For research use only. Not for diagnostic
procedures” was added
13'£|\7/|'23 Footer REH R-B49(RG,iQ)-CE was added
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HaGop peareHTOB BbinycKaeTcsl B ABYX BapuaHTax.

BapuaHTt FEP.

POPMA KOMIMJIEKTALUN.

Habop peareHTOB BbinyckaeTcsa B 4 oopmax KOMMsiekTaunu:
Popma 1 BknovaeT komnnekTol peareHToB «AHK-cop6-B» BapuaHT
50, «lMNUP-komnnekrT» BapnaHt FEP (npobupku 0,5 mn).

Popma 2 BkntovaeT komnnekTol peareHToB «[AHK-cop6-B» BapuaHT
50, «lMUP-komnnekr» BapnaHt FEP (npobupku 0,2 mn).

Popma 3 Bkw4YaeT KoMMekT peareHToB  «[l1LP-komMnnekT»
BapuaHT FEP (npobupkn 0,5 mn).

Popma 4 Bkw4YaeT KoOMMekT peareHToB  «[l1LP-komnnekT»
BapuaHT FEP (npobupkn 0,2 mn).

BHAMAHUE! 3asBneHHble aHanuUTUYeCKNne  XapakTePUCTUKU
Habopa peareHToB npu pabote ¢ popmamn 3 1 4 rapaHTUpPYOTCH
TONLKO B Criydae nNpUMEHEHUS AOOMOMHUTENbHOINO KOMMSEKTa
peareHTtoB  «[HK-cop6-B» npoussoactea @dIyH LHUND
PocnoTtpebHansopa.

BapuaHT FRT.

POPMA KOMINJIEKTALIUN.

Habop peareHTOB BbinyckaeTcsa B 2 oopMax KOMMIeKTaunu:
Popma 1 BknovaeT komnnekTol peareHToB «AHK-cop6-B» BapuaHT
50, «IMUP-komnnekT» BapuaHT FRT.

Popma 2 Bkw4YaeT KoOMMekT peareHToB «[l1LP-komnnekT»
BapunaHT FRT.

BHAMAHUE! 3asBneHHble aHanuUTUYeCcKne  XapakTepUCTUKK
Habopa peareHToB Npu padoTe ¢ popmon 2 rapaHTUPYHOTCS TOMbKO
B Cnydae NpUMEHEHUS AOMOSIHUTESNbHONO KOMMSIEKTa peareHToB
«[HK-cop6-B» npoussoactea ®I'YH LLHNNSG PocnoTtpebHaasopa.

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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COCTAB.

KomnnekT peareHtoB «[HK-cop6-B» BapnaHT 50 (TY 9398-003-
01897593-2006) — kOMNSeKT peareHToB ans Bobiaenexma OHK na
KIMMHWYECKOro MaTtepunana BKIIlOYaeT:

Peakmue OnucaHue O6bem (Mn) Kos-eo
. [Mpo3payHasa becuBeTHas
TNusupyrowmm pacteop RADKOGTL” 15 1 cdonakoH
PacTtBop Ansa otmbIBKK 1 lNpospaunasn GecuseTHan 15 1 conakoH
XUOKOCTb*
[MpospayHasa becuBeTHas
PacTBOp AN OTMbIBKK 2 SKUOKOCTb 50 1 conakoH
CopO6eHT yHuBepcanbHbIN CycneHans 6enoro ugeta 1,25 1 npobupka
TE-6ydep ana anoummn OHK lpospauHan becupeTHasn 50 1 npobupka

XNOKOCTb

KomnnekT peareHToB paccymTaH Ha BblaeneHne OHK n3 50 npoo,

BKJTHOMAs KOHTPOMN.
KomMmnnekr peareHTOB

«MUP-komnnekT»

BapuaHT

FEP -

komnnekt peareHtoB ana [lUP-amnnndukaummn OHK 6Gaktepumn
Brucella spp. ¢ rmbpunansaunoHHo-pryopecueHTHON OeTeKUMEN Mo
«KOHEYHOW TOYKE» BKIHOYaeT:

Peakmue OnucaHue O6bem (Mmn) Kon-eo

NMUP-cmecb-1-FEP/FRT 55 npobupok
MpospayHas

Brucella spp. 0,008 ob6bvemom 0,5

packanaHa noj Bock GecuBeTHas XUAKOCTL nnn 0,2 mn
[MpospayHas

MUP-cmecb-2-FL BecLBETHAs KUAKOCTb 0,77 1 npobupka
MpospayHas

MUP-cmecb-PoH BeCLBETHAS KUAKOCTb 0,5 1 npobupka

MuHepanbHoe macno gnsa MNUP iﬁzﬁgg:aﬂ BA3KaA 2,0 1 npobupka
[MpospayHas

NMKO OHK Brucella BecLBETHAs KUAKOCTb 0,1 1 npobupka

OHK-6ydep lNpospauxas 0,5 1 npobupka

OecuBeTHas XNOKOCTb

KoMnnekT peareHTOB paccymTaH Ha npoBedeHne 55 peakuumn
amnnmdukauumn, BKITHOYasa KOHTPOIM.

J[lornonHuTenbHoO K

KOMIJIEKTY

KOHTPOJIbHbIE O6pa3Ll,bI aTara BblaeNeHnA:

peareHToB

npunaratTcs

* [pu XxpaHeHUn N3NPYOLLIEro pacTBopa U pacTBopa AN OTMbIBKKU 1 npu TemnepaTtype oT 2 Ao 8
°C BO3MOXHO obpasoBaHMe ocafka B BUAE KPUCTANIOB.
BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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O6bem

Peakmue OnucaHue (M) Kosn-eo
[Mpo3payvHas XNUOKoCTb
OKO OT COSTOMEHHO-XENTOro 1,6 1 npobupka
Ao 6ecuBeTHOro
BKO STI-704 [pospauHas 0,5 1 npobupka

OecuBeTHas }XNOKOCTb

Komnnekt peareHtoB «[UP-komnnekt» BapuaHT FRT -
komnnekt peareHtoB ansa [MUP-amnnndukaunn LOHK 6aktepun
Brucella spp. ¢ rmbpmngmsaumoHHo-priyopecueHTHON OeTekumen B
pexmnme «peanbHOro BpEMEHM» BKIIHOYaeT:

Peakmue OnucaHue omM Kon-eo
NMuUP-cmecb-1-FEP/FRT 55 npobupok
g:;gl?aerlllaaHan%,q BOCK gggjss:::: HAAKOCTD 0,008 o%?zemM
MUP-cmecb-2-FL gggjss:::: KUTKOCTb 0,77 1 npobupka
NMKO OHK Brucella gggsss::::mmnkocm 0,1 1 npobupka
oo moors | 03| 1 oo
AHK-6ydep Qggfss:::; KNOKOCTb 0.5 1 npobupka

KomMnnekT peareHTOB paccymTaH Ha npoBefeHne 55 peakumn
amnnudukaumm, BkoYasd KOHTPONMN.

[lononHUTenbHO K KOMMJIEKTY peareHToB npunararTcA
KOHTPOJIbHbIE o6pa3u,b| aTarna BblgeJieHUA:
O6bem
Peakmue OnucaHue (M) Kon-eo

[Mpo3payvHad XNUaKoCTb

OKO OT COSTIOMEHHO-XenNToro 1,6 1 npobupka
no 6ecuBeTHOro
MpospayHas

BKO STI-704 BecLBETHAs KUAKOCTb 0,5 1 npobupka

HA3HAYEHMUE.

HaGop peareHToB «AMnnuCenc® Brucella  spp.-FL»

npegHa3HadeH ansa BoisBneHna [OHK ©Gaktepuin Brucella spp.
(B.melitensis, B.abortus, B.suis, B.ovis, B.canis, B.neotomae) B
buonornyeckom Matepmane U  KynbTypax MUKPOOPraHM3mMoB
MeTo40M nonvmepasHou LenHoun peakuunm (MupP) C
rmépuansaunoHHo-dNyopecueHTHON aeTeKUNEN.
PekomeHayeTcs O3HAKOMUTbLCH C MY
«[MPOOUNAKTUKA U NNABOPATOPHAA

3.1.7.1189-03
ANATHOCTUKA

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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BEPYUENJIE3A NOOEN», yTBEepPXOEHHbLIMU [MaBHbIM
rocygapcTBeHHbIM caHnTapHbiM Bpadom PO 30.01.2003.

BapuaHt FEP. ®opmbl komnnektauum 1 n 2 npegHasHaveHbl Ans
NOSIHOro aHanusa, BKnw4as BblaenenHme [OHK wmn3 knnHuyeckoro
Matepuana wun nposegeHne [NUP-amnnundpukaumm OHK ¢
rmopnan3aunmoHHO-pyopecUeHTHON OeTekumen no «KOHEeYHOW
Touke». Popmbl komnnektTaumm 3 u 4 npeaHasHavyeHbl AN
npoeegeHusa [UP-amnnundpukaumm OHK. Ona nonHoro aHanusa
Heo6XoANMO AOMOSNHUTENbLHO MUCMNOMNb30BaTbh KOMMIEKT peareHToB
«OdHK-cop6-B» ansa Bbiaenenma AHK mn3 knuHuyeckoro matepuana
(TY 9398-003-01897593-2006) npowussoactBa PIryH LHUND
PocnoTtpebHagsopa.

BapuaHt FRT. ®opma komnnektauum 1 npeaHasHadeHa AOns
NONHOro aHanuaa, Bkw4as BblaeneHme OHK n3 knuHunueckoro
mMatepuana wun nposegeHus [NLUP-amnnndukaumm [OHK ¢
rmopnan3aunmoHHO-PIyopeCcUEHTHON  OeTEKUMEN B  pexume
«pearnbHoro BpemeHu». dopma KoMmnrektaumm 2 npegHasHa4veHa
ana nposegenHus MNUP-amnnudpmkaunmn AHK. Onga nonHoro aHanusa
Heo6XoAMMO AOMOSTHUTENBHO UCNONL30BaTb KOMMMEKT peareHToB
«OdHK-cop6-B» ansa Bbiaenenmna OAHK mn3 knuHuyeckoro matepuana
npounssoacTtea PIryH LUHNNG PocnoTtpebHansopa.

B3ATUE KIMHUYECKOI'O MATEPUAIIA.

TPAHCINMOPTUPOBAHUE U XPAHEHUE MNPOB.

[Mlepeq  Hayanom  paboTbl cnegyeTr  O3HAKOMUTbLCA  C
MeToaNYECKUMN pekomMeHaauusmm  «BasaTtne, TpaHCNopTUPOBKA,
XpaHeHne KnuHudeckoro wmartepuana ansa [LUP-gnarHoctnkmny,
paspaboTtaHHbiMn PI'YH ULUHWNDG PocnoTtpebHansopa, Mocksa,
2008 r.

Ona npoBeaeHUs aHanu3a MUCNONb3yeTCA CcneayroLwwun

MaTepuan:

MaTtepuan ot nogemn:

— uenbHaga nepudepudeckas KpoBb 3abupaetca B Npodupky ¢ 3 %
OOTA un3 pacyeta 50 mkn 34TA Ha 1 Mn KpoBW.

— MNYHKTAT W®“3 nNUMAQOY3NoB rMocne B3dATUS MNOMeLwarT B
CTEepPUIibHY0 oHOpPa30BYy Npobupky co 100 MKN TpaHCNOPTHOM
cpeabl (nponssoactea PIr'YH LUHNNG PocnotpebHagsopa) vnu
ctepunsHoro 0,9 % M30TOHWYECKOro pacTtBopa HaTpust xnopuga

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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(cbnamonormnyeckoro pacteopa).

— CWHOBMarnbHasi  XWMOKOCTb  NOMewawT B CTEPUIbHYH
O4HOPA30BYH NMPOOUPKY.

Matepuan oT XMBOTHbIX:

— KpoBb 3abupaetcsa B npobupky ¢ 6 % 3OTA n3 pacdyeta 50 mkn
OLOTA Ha 1 mn KpoBw.

— Monoko otbupatoT B 06beme 10-20 MmN B CTEPUNbHYIO Nocyay.

— coaepXxmnmoe 6pHoLLIHOM NOMOCTU U XernyaKa, cenes3eHka, nevyeHb
abopTupoBaHHOro nroaa.

— nnaueHTa W nnogoBble 00OMOYKM OT abopTUMpoBaBLUMX
XUBOTHbIX.

— coaepxmnmoe dypc, rmrpom.

— B crny4ae ybos XKMBOTHbIX A5 UCcrneaoBaHust otomparoT napHble
numdaTtnyeckne y3nbl € 06enx CTOPOH TyWWN LENUKOM
(napaaopTanbHble, HagBbIMEHHbIE, MNaxoBble, Ta30Bble) U
KyCOYKM NapeHXMMaTo3HbIX OpraHoB (MedeHb, ceneseHka), oT
camMUOB C MNpuU3Hakamum opxuTa unu anuananmuta oTtbupatot
CEMEHHUKN C NpuaaTKamum.

KynbTypbl MUKPOOpPraHn3mMoB.

—  KynbTypbl B XKNOKNX cpenax NCMNonb3oBaTb bes
npeaBapuTenbHOW NOArOTOBKM.

— nogosputensHble Ha Brucella spp. kKonoHUn pecycneHanpoBaTb
B 0,5 Mn pnsnonornyeckoro pacraeopa.

XpaHnTb MaTepuan Ao npoBedeHuUs uccnegoBaHWs MOXHO B
TedyeHne 1 cyTt npu Temnepatype oT 2 go 8 °C, 1 mMec npwu
TemnepaTtype He Bbilwe MuHyc 16 °C. [JonyckaeTcs ogHOKpaTHoe
3amMopaxunBaHune-oTTanBaHMe maTepuana.

NogroTroBKa uccnegyemMoro marepuana.

Bce paboTbl no cbopy, TpaHCNOPTUPOBaHMIO U NOArOTOBKE NPo6
KITMHUYECKOr0 UM  CEeKUMOHHOro MaTtepumana OCYWEeCTBMIAT B
CTporom cooTBeTcTBUM C TpeboBaHusmm CI1 1.3. 1285-03
«be3onacHocTb paboTel ¢ MukpoopraHuamamu |-l rpynn
natoreHHocTn (onacHoctn)», CI11.2.036-95 «[lopsigok yueTa,
XpaHeHusa, nepegadn n TpaHCNoOpPTUPOBaHUA MUKpoopraHnamos |-IV
rpynn  natoreHHocTu». Bce  MaHunynaumn, CBA3aHHble C
NoAroToBKOM Mpob, NPOBOAATCA C UCMOSIb30BAHMEM CTEPUIbHbIX
CTYMOK, NecTUKOB, WHCTPYMEHTOB (HOXHWL, NUHLUETOB,

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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ckarnbnenen), [003aTOPOB MNepeMEHHbIX 06bLeEMOB, OOHOPA30BbIX
NONMNPOMNUIIEHOBLIX NPOGUPOK Ha 1,5 M1 M HaKOHEYHUKOB C
aspo3onibHbiM  GapbepoMm. OpgHopasoBasi NnacTukoBasi nocyaa
(NMpoBMpKK, HAKOHEYHUKN) OOSMKHA cOpacbkiBaTbCA B crneuuarbHbIn
KOHTENHeP, coaepxawmn aesnHdpuuupyrowmnn 0,2 % pacteop All-
2T n ytTMnuampoBaTbCs B COOTBETCTBUM C BbllLEYKa3aHHbLIMU
ookymeHTamu. CTynkn, nNecTMkn W MHCTPYMEHTbl  OOJTKHbI
obpabatbiBaTbCs cornacHo CI11.3. 1285-03.

[MpoObl LenbLHON KpOBMU, KOHCEpPBUPOBAHHOM OLTA,
CUHOBMASTbHOW XXUOKOCTU, NYHKTATbl M3 NMMEOY3noB, CoaepXnumoe
BypC M [UIPOM, KYJbTYPbl MWKPOOPraHM3MOB MWCMONbL3YT ANs
Bblaenenna [JHK 6e3 npeaBapmntenbHON NOAroTOBKM NOCIe cTaauu
obes3apaxnsaHug (cm. pasgern «Obe33apaxuBaHue
MaTepuana»).

[MpoObl NapEeHXUMAaTO3HbIX OpPraHoB, CEMEHHMKOB, MNOAOBLIX
obonoyek, naaueHTbl (Kaxay oTaenbHo) pasmepoM 1x1x1cwm, a
nnmdatnyeckme y3/bl LeSIMKOM, FOMOreHN3npyLoT C
NCNOMIb30BaHMEM CTEpPUIibHbIX apdOpPOBLIX CTYNOK U MECTUKOB
0o6aBnsAlT paBHbIN  0ObEM  CTEPUNBHOIO  OU3MOSIOTMYECKOTO
pacTBopa U TwaTtenbHo nepemelwumnatot. Ob6pasoBaBLLYHOCS CMECb
oTcTamBaoT npu temnepatype ot 20 go 25 ° C B Te4eHne 5 MuH,
3atrem BepxHw ¢asy no 0,4-0,5 Mn nepeHoCcAT nacTepoOBCKOW
AMNETKON (MNIM  HAKOHEYHWKOM C adpo30SibHbiM Oapbepom) B
npobupkn Ha 1,5 mn, npoBoadatr obessapaxuBaHue (CM. pasgen
«Obe3zapaxuBaHme matepuana») u 0,1 Mn ucnonb3ywT ANS
Bolaenedna OHK. HwkHioo @dasy BMecte ¢ npobupkon
yTUNN3NPYOT B cooTBeTCcTBUM C TpeboBaHuamu CI1 1.3. 1285-03
«be3onacHocTtb pabotel ¢ MukpoopraHuamamu |-l rpynn
naTOreHHOCTU (ONacHOCTN)».

Monoko B obbeme 10 mn (npu HeobxogumocTn obbem npob
ooBoaaT oo Tpebyemoro nytem gobaBneHuss omM3nMoNornvyeckoro
pactBopa), obessapaxuBaiT (cM. pasgen «Obes3apaxuBaHue
MaTepuana») u ueHTpudyrupyoT npm 3 TbiC 06/MUH B TeveHne 10-
15 MuH. Ecnu ocagok nNpakTU4YecKn He BUOEH, TO B 3Ty Xe
npobupky BHocAT ewe 10 MmN maTepyuana W NOBTOPANT
LeHTpudyruposaHune. Hagocago4yHyto  XUAOKOCTb  OCTOPOXKHO
oTbupaloT, ocTaBMB Hag ocagkom npumepHo 0,2 Mn XMOKOCTWU.
Ocapgok pecycneHaupyoT B OCTaBLUENCS HAZoCad04YHOM XUOKOCTU

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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n 0,1 MmN cycneHsum ucnosnb3yoT and sbigeneHna JHK.

OBE33APAXUWBAHUE MATEPUAITA.

MpoBogar cornacHo MY 3.5.5.1034-01 «O6e33apaxunBaHue
nccriegyemoro martepuana, uHguumpoBaHHoro 6aktepusamun -1V
rpynn natoreHHocTn, npu paboTte metogom MLP».

OGpaboTka MEPTUONATOM HaTpPUSA.

1. B obpasubl Ouonormyeckoro maTtepuana WU KynbTypbl
MUKPOOPraHn3mMoB (npwm Heob6XxoanmMocTu nocne
npegBapuTenbHOM noarotoBkM cM. nNyHKT «[loaroTtoBKa
uccnegyemoro martepuana») pobasute 0,1 % HaTpud
mepTuonaTa (passegeHne 1:1000) 0O KOHEYHOM KOHLEHTpaummn
0,01 % (passegeHune 1:10000) n nporpesatoT rnpu Temneparype
(56+1) °C B TeyeHne 30 muH. [lanee B paboTe Mcnonb3oBaThb NO
100 Mk” npoo.

2. lMNpun paboTe ¢ nogo3putenbHbIMU KynbTypamn obpaboTaHHble
MepTUonAaToM bakTepuanbHble KynbTypbl N0 1 M OTAENbHBbIMUA
gosatopamu rnepeHectm B npobupkn obbemom 1,5 mn wu
ueHTpudyrmposate npu 12000 ob/MMH B TedyeHne 15 MuUH.
HagocagoyHylo  XMOKOCTb  yganuTb B €MKOCTb  C
Oe3NHPULNPYIOLWLMM pacTBOPOM, OCadoK pecycrneHampoBaTbh B
100 mkn 0,9 % pactBopa HaTpusi xfopuga M UCNOMNb3oBaTb
aanee B paborte.

3. Jlnsunpyowmnn pacteop n3 komnnekta peareHtoB «[JHK-cop6-B»
(ecnu OH XxpaHuncsa npu Temnepatype ot 2 oo 8 °C) nporpeTb
npu Temnepatype oT 60 go 65 °C Oo nNonHOro pacTtBOpeHus
KpucTansos.

4. B kaxgyto npobupky co 100 wmkn obes3apa)keHHOoro
nccnegyemoro martepuana BHectn rno 300 MKn NU3MpyOLWEro
pacTBopa 1 MHKybupoBaTb B TedeHne 15 MUH npu Temneparype
65 °C.
danbHenwne  uccnegoBaHnss npob  npoBoauTb Kak C

obe33apaxxeHHbIM MaTepuanom no Nopsiaky npoueayp, onucaHHbIX

B pa3gene «Bobiaenenune [HK n3 npob».

MEPbI NPEOJOCTOPOXHOCTMW.
1. Heobxoanmo cTtporo coobnwapgatb CIl 1.3. 1285-03
«be3onacHocTb paboTbl ¢ MuUKpoopraHuamamu |-l rpynn

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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naTtoreHHOCcTn (ONacHOCTU)».

Heob6xoaumo ctporo cob6nrwopgartb «llpaBuna ycTtpoucTBa,
TEXHUKU 6e30nacHOCTU, MNPOU3BOACTBEHHOW CaHUTapuw,
NPOTUBO3NUAEMNYECKOrO pPeXumMa U JINYHOU TUTMeHbl NpuU
pabote B na6opartopusix (oTmeneHusax, oTAaenax)
CaHUTaApPHO-3NNAEMMUOSNIONMYECKNX YUYpeXXaeHUU CUCTeMbl
sapaBooxpaHeHusa CCCP», MockBa, 1981 r.

AHanua npoBoAUTCA B OTAENbHbLIX MNOMELLEHUsX (30Hax),
cornacHo MY 1.3.1794-03 «Opranusaumss pabotbl npu
nccrnenosannax metogom lNLUP matepuana, nHgmnumnpoBaHHOro
MUKpoopraHuamamm I-Il rpynn naToreHHOCTn.

PaboTaTb TONMbKO B OAHOPA30BbIX MepyaTkax, MCNOoMb30BaTb U
MEHATb NPU KaXXaon onepauyum o4HOPa30Bble HAKOHEYHUKU AS1S
aBTOMaTUYEeCKMX [O03aTopoOB C adpo30SibHbIM  HapbepoMm.
OpHopasoBylo nnacTukoByko nocyny (Npobupky, HaKOHEYHUKN)
Heobxoaumo cbpacblBaTb B cneuuanbHbll  KOHTEWHEP,
cogepxawmnn gesnHguumpytowmnn 0,2 % pacteop AN1-2T.

Bce nabopaTtopHoe obopygoBaHue, B TOM 4uUcne O03aTopbl,
lwrTaTuebl, nabopaTopHass nocyga, a Takke Bce pabouyune
pacTBOpPbl AOMKHbI ObITb CTPOro cTauMoHapHbIMKU. 3anpeliaeTcd
NepeHoCUTb UX U3 OAHOro NOMELLEHUS B APYroe.

[TOBEPXHOCTM CTOSMIOB, a TakkKe TMNOMELWEHNs, B KOTOPbIX
nposoguTca noctaHoBka [NUP, 0o Havyana v nocre 3aBepLUueHns
paboT Heobxoaummo obnyyaTtb ynbTpadUoneToBbLIM CBETOM B
TedeHne 30 MUH.

OONOJIHUTEJIbHbIE MATEPUAIIbI U OBOPYOOBAHMUE,
TPEBYEMBbIE ONA NPOBEOEHNA NUP-AHAJIU3A.
(c ykazaHuem chnpm-npoussoautenen/nocrtaBLMKOB):

30HA 1.

Onsa ebiaeneHusa JHK n3 nuccnegyemoro matepuana

TpeobyroTca:

1. JlamuHapHbin 60kc (Hanpumep, «BABN-01-«JlamunHap-C»-1,2»,
«JlammHapHble cuctembl», Poccuda, «knacc 6Guonornyeckon
6esonacHocTu Il Tnn A).

2. TepmocTaT ans npobupok Tuna «3dnnengopd» ot 25 go 100 °C
(Hanpumep, « TEPMO 24-15», «brnokom», Poccus).

3. MukpoueHTpudoyra anst npodbupok Tuna «3dnneHgopd» 4o 16 Tbic

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;

REF| H-0594-2-2; Bapuant FRT ®opma 1: HK7-0591-1-2; ®opma 2: R-B10; JREF] H-0592-1-2
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06/MuH (Hanpumep, «MiniSpin», «Eppendort», 'epmaHuns).

4. BakyyMHbI oOTcCacbiBaTeNb MEOUUMHCKUA C KOSIGON-NTOBYLLKOMW

ONa yoaneHna Hagocago4vyHoMW XuakocTu (Hanpumep, «OM-1y», .

YnbsiHoBCK, Poccus).

BopTtekc (Hanpumep, « TOTA-2», «brnokom», Poccus).

Habop aneKTPOHHbIX NN MeEXaHMYECKMX 403aTOPOB NEPEMEHHOIO

ob6bema (Hanpumep, «JleHnuneT», Poccus).

7. OgHopasoBble  MONUMPOMNUNEHOBLIE  3aBUHYMBAOLLMECA UMK
NNOTHO 3akpbiBalOWMECH MUKpoOnpobupkn obbemom 1,5 wmn
(Hanpumep, «Axygeny», CLUA).

8. WTratmebl ana mukpornpobupok obvemom 1,5 mn (Hanpumep,
«HTepllabCepBuc», Poccmnsa) M HakKOHEYHWKOB (Hanpumep,
«Axygen», CLLUA).

9. OgHOpasoBble HAKOHEYHUKM ONnA  [403aTOpPOB  MNEepPeMEHHOro
obbema C aspo30sibHbIM BGapbepom oo
200 mkn n go 1000 mkn (Hanpumep, «Axygen», CLLUA).

10.0gHOpasoBble  HAaKOHEYHWKM [Ofs  [003aTOPOB  MEepPeMeHHOro
obbema go 200 mkn n go 1000 mkn (Hanpumep, «Axygeny, CLLUA).

11.XonoaunnbHuk oT 2 oo 8 °C ¢ MOPO3UNbHON KaMepowm He Bbille
MUHyC 16 °C.

12.0TaenbHbIN XanaT U O4HOPa30Bble NepyaTKu.

13.EMKOCTb C Ae3nHpUUMpPYOLLUM pacTBOPOM.

30HA 2.

Onsa nposegeHus NUP-amnnudukaumm n rmdépmnansaumMoHHo-

cdonyopecueHTHOU AeTekummn npoaykros MNLUP-amnnndukaummn

TpebOyroTcs:

(c ykazaHuem chupm-npoussoguTtenen / noctaBLUKOB):

1. BapuaHt FEP: amnnudukatop ans mukponpobupok 0,5 mn
(Hanpumep, «Tepumk», «OHK-TexHonorus», Poccusa wnu
9KBMBAmNeHTHbIN), Ona  mMukponpobupok 0,2 mn  (Hanpumep,
«Gradient Palm Cycler», «Corbett Research», ABcTtpanua vunu
9KBMBaneHTHbIN). ®nyopecueHTHbIM LP-geTekTop, Hanpumep,
«AJ1A-1/4» («BioSany», JlatBus) unn aKBUBaneHTHbLIN.

2. BapuwaHTt FRT:. amnnundgukatop «Rotor-Gene» 3000 nnn 6000
(«Corbett Research», ABcTpanusi) unu aKBMBasrieHTHbIN.

3. MNuP-6okc (Hanpumep, «BAB-IUP-«JTamuHap-C»,
«JlamuHapHble cuctembl», Poccus).

4. Boptekc (Hanpumep, « TOTA-2», «brnokom», Poccus).

BapuaHT FEP ®opma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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8.

9.

Habop 3neKTpOHHbIX U MEXaHNYECKNX 403aTOPOB NEPEMEHHOIO
ob6bema (Hanpumep, «JleHnuneT», Poccus).

OpaHopasoBble HAKOHEYHMKN C ad3p0o30ribHbIM Bapbepom ao 200
MK (Hanpumep, «Axygeny, CLUA).

. Wtatnebl Ana HakoHeYHUKOB (Hanpumep, «Axygeny», CLUA) u

MUKPONPOBMpPOK Ha 0,2 (0,5) M (Hanpumep,
«NHTepllabCepaucy», Poccus).

XonogunbHuk oT 2 ao 8 °C ¢ MOpO3nibHON KaMepon He BblLle
mMuHyc 16 °C.

OToenbHbIM XanaTt n ogHOpPa3oBble NepYaTKu.

10.EmkoCTb C Ae3nHUUNPYOLWKMM PacTBOPOM.

NMPOBEOEHUE MNMLUP-AHAJTIU3A.

STAN 1. BbIAENEHUE OHK U3 MNMPOB.

(npoBoantca B 30HE 1 - nomeweHun pana oo6paboTku
uccriegyemMoro matepuana).
O61em npobbl, Heobxoanmbin ansa BbigeneHusa OHK, — 0,1 mn.

NMopspok paboThl.

1.

MogrotoBUTL OTpUUaTeNbHbLIA KOHTPONb BbiaeneHna [OHK
(OK). B npobupky obvemom 1,5mn BHectn 300 MKn
nuaupyrouwero pacrtesopa un 100 mkn OKO — oTpuuaTtenbHoro
KOHTpOsnbHOro obpasua.

OTaenbHbIMM HAKOHEYHNKaAMN C ad9p030SibHbIM BapbepoM BHECTH
B Kaxxayto npobupky ¢ npodbamu (cm. pasgen «ObessapaxuBaHune
maTtepuanay), skrodas OK, no 10 mkn BKO STI-704.

[MpoObl TWwaTenbHO NepemellaTb Ha BOpPTEKCE, NPorpeTb 5 MUH
npu Temnepatype 65 °C, ocaguTb Ha BopTekce 5 c. Ecrim B
npobupkax Haxoa4aTCs B3BELLEHHbIe YacTuubl (He
pacTBOPMBLLUMNCA MOSIHOCTBIO Martepuan), To Heobxoanmmo
npoueHTpudyrnpoBaTb NPOBMPKY Ha MUKpOUEHTpudyre 5 MUH
npu 8-10 Tbic 06/MnH (10-13 TbiIC 0O/MWH Npu paguyce poTopa
70 mm) n ncnonb3oBaTtb Anga BblgeneHna OHK HagocagouHyto
XWUOKOCTb, NEPEHECS €€ B HOBYHO NPOBUPKY.

TwartenbHO pecycrneHanpoBaTb COPOEHT YHUBepcaribHbIA Ha
BopTekce. B kaxayo npobupky oTaenbHbIM HaKOHEYHUKOM
aobasutb no 25 MKN pecycneHAMpPOBaHHOIO CcopOeHTa
yHUBepcanbHoro. [lepemewatb Ha BOpPTEKCe, MNOCTaBUTb B
lUTAaTUB Ha 5 MWH, eLle pas rnepemellaTb U OCTaBUTb B LUTATUBE

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;

REF| H-0594-2-2; Bapuant FRT ®opma 1: HK7-0591-1-2; ®opma 2: R-B10; JREF] H-0592-1-2
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Ha 5 MUH.

5. Ocagntb copbeHT YHUBEpPCanbHbIN B npobupkax
ueHTpudyrnposaHmem npu 8-10 Toic 06/MuH (10-13 Thic 06/MUH
npu paguyce potopa 70 mMm) B TedeHne 30 c. Ypganutb
HaZoCcago4HY0 XWOKOCTb, NCNosib3ys BaKyyMHbI/
oTcacblBaTESb M OTAENbHbIN HAKOHEYHUK NS KaX40W npoobbl.

6. dobaButb B npobbl no 300 MKN pacTtBopa ANSA OTMbIBKU 1,
nepemellaTtb Ha BOpTEKCe [0 MOSIHOro pecycneHaupoBaHus
copbeHTa, npoueHTpudyrnposats 30 ¢ npu 8-10 Toic 06/MUH
(10-13 TbiIc 06/MMH npn paguyce potopa 70 MM) Ha
MUKpoUeHTpudyre. Yaganutb  HagOCAO4OYHYH  XWAOKOCTb,
MCNOJSIb3YHA BaKyyMHbIW BaKyyMHbIA OTCacblBaTeNb U OTAENbHbIN
HaKOHEYHUK OS5 Kaxkaom Npoobl.

7. Jobasutb B nNpobbl no 500 MKn pacTBopa ANA OTMbIBKU 2,
nepemMelwlatb Ha BOPTEKCe OO MOJSIHOro pecycneHaupoBaHUS
copbeHTa yHMBepcarnbHoro, npoueHTpudyrnposats 30 ¢ npu 8-
10 Tbic 06/MuH (10-13 Tbic 06/MUH Npn paguyce potopa 70 Mm)
Ha MUKpoueHTpudyre. YganuTb HaLoOCaLOYHYH XWMOKOCTb,
MCNOsSb3ysl BaKyyMHbIW OTcacbiBaTesNb U OTAENbHbIN HAKOHEYHUK
ansa Kaxaown npobsbl.

8. lNoBTOPUTb OTMbIBKY pacTBOPOM ANsi OTMbIBKM 2, cneays n. 7,
yoannTb HagoCcagouHYH XUOKOCTb NOSMTHOCTbIO.

9. lMNomecTuTb NpobUpKM B TepmocTaTt npu Temnepatype 65 °C Ha
5-10 muH ansg noacywmBaHus copbeHTa yHuBepcarnbHoro. [pu
9TOM KPbILLKM NPOBUPOK AOMKHbI ObITb OTKPbITHI.

10.B npobupkn gobasute no 50 mkn TE-6ydepa ana anouuun
AHK. lNepemewatb Ha BopTekce. [NomecTnuTb B TepMocTaT npu
Temnepatype 65 °C Ha 5 MMH, Nepuognyeckn BCTpSIXMBasi Ha
BOpTEKCeE.

11.MpoueHTpudyrnposatb npobumpkun npu 8-10 Toic 06/mMuH (10-13
TbiC 006/MMH npu paguyce potopa 70 MM) B TeyeHne 1 MUH Ha
MUKpOLEHTpUyre. HagocagodHaa  XXUMOKOCTb  COOEPXKUT
ounwieHnyto [HK. MNMpobel rotoBbl K noctaHoBke MLP.
OunweHHyro OHK MoOXHO XpaHUTb B TeyeHMe 1 Hen npwm

Temnepatype ot 2 oo 8 °C n B Te4yeHme roga npu Temneparype

He Bbiwe MuHyc 16 °C.

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
REF| H-0594-2-2; Bapuant FRT ®opma 1: HK7-0591-1-2; ®opma 2: R-B10; JREF] H-0592-1-2
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JTAIN 2. NTPOBEAEHUE NUP-AMIMTJIMOUKALUMUUN N OETEKUUNU
NMPOAYKTOB NMuP-AMMJIM®OUNKALIUA.

(npoBoautca B 30OHE 2 - nomeweHnn gnsa nposeaexHuns MNMLUP-
amnnudmukauumn).

Oo6owmn o6Lem peakuum - 25 mkn, o6em AHK-npoOGbI - 10 MKn.

B komMmnrnekte peareHTOB TMPUMEHSAETCA «ropsiiyMu CTapT,
KOTOpbIM obecrneynBaeTcs pasferieHMeM HykrneoTtmaoB U Taqg-
nonumMmepasbl MNpPOCNoMKonm Bocka. [lnaBneHne BOCKa M
nepemMeliMBaHue pPeakUuMOHHbLIX KOMMOHEHTOB MNpoucxoauT
TONbKO npu Temnepartype 95 °C, 4To 3Ha4YUTeNIbHO CHWXaeT
KONmM4ecTBO Hecrneundpuyeckmn 3aTpaBneHHbIX peakunin.

BapuvaHTt FEP.

NMopspok paboThl.

A.lMoarotoBka npobupok ansa nposeaneHus MNMLP.

1. Otobpatb Heobxogmmoe Konuyectso npodbupok ¢ MUP-
cmecbio-1-FEP/FRT Brucella spp. gna amnnudpukauymm OHK
nccnegyembiX U KOHTPOSbHbIX NPo6.

2. Ha noBepxHocTb Bocka BHecTu no 7 mkn MUP-cmecun-2-FL, npu
9TOM OHa He [O0JIKHa npoBanmBaTbCs Mo BOCK M CMeLUMBaTbLCA
c MUP-cmecbro-1-FEP/FRT Brucella spp.

3. Csepxy gobaBuTtb no kansie muHepanbHoro macna ansa MLUP
(MpymepHo 25 mkn).

4. lMpurotoButb 2 obpasya «PoHx». [1na aToro B ABe npodbupkn ¢
NMUP-cmecbro-1-FEP/FRT Brucella spp. Ha noBepxXHOCTb BOCKa
BHecTn 17 mkn TLUP-cmecun-®oH, npu 3TOM OHa He [OOSKHa
npoBanueBaTbCs nog Bock U cmewwmBaTtbcsa ¢ MUP-cmecblo-1-
FEP/FRT Brucella spp. Csepxy pobaButb no karnne
MuUHepanbHoro macna ansa lNUpP.

b.MpoBeaeHue amnnundpunkaumn.

1. B nogrotosrieHHble gna MNLP npobupkun BHectn no 10 mkn AHK-
npoo, BblAESNEHHbIX U3 UCCeAyeMbIX UMW KOHTPOSbHbIX Npob
aTana Bblgenenuns OHK.

2. lNocTaBUTb KOHTPOJIbHbIE peakunum amnnudukaumn.

a) oTpuuatenbHbin KoHTponb (K-) — Bmecto [OHK-npobbl
BHecTun B npobupky 10 mkn HK-6ydepa.

6) nonoxutenbHbIU KOHTpoNnb (K+) — BHecTn B npobupky 10
mkn NMKO OHK Brucella.

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
REF| H-0594-2-2; Bapuant FRT ®opma 1: HK7-0591-1-2; ®opma 2: R-B10; JREF] H-0592-1-2
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3anyctutb Ha amnnudunkaTope HYXHyK nporpammy (cm. Tabn.
1). Korga temnepatypa B a4denkax gocturHeT 95 °C (pexum
naysbl), MOMECTUTb MPOOUPKM B HAYENKM amnnndukaTopa,
3aKpbITb KPbILKY Npubopa n CHATb NporpaMmmy c naya3sbl.

PekomeHayeTca nepeq NOCTAaHOBKOW B amMnnudukaTop ocaguTb

Kannu cO CTEeHOK NpoOWMPOK KpaTKUM LEeHTpUyrmpoBaHMem Ha
BopTekce (1-3 c).

Tabnuua 1.
NMporpamma amnnudmkaumm AHK Brucella spp.

AMnnundmkaTopbl C aKTUBHBLIM perynmpoBaHuem (No pacteopy

B Npobupke): AmnnundukaTopsbl ¢
«GeneAmp PCR System MaTPUYHBIM perynnupoBaHuem
2400» («Applied «GeneAmp PCR System TemMmnepaTypsil:
Biosystemsy), «Tepuuk» 2700» («Applied «Uno-2» («Biometray),
(TOYHbLIX anropuT™m Biosystems»), «Gradient Palm «MiniCycler»,
perynupoBaHus) Cycler» («Corbett Research»)| «PTC-100» («MJ Researchy)

(«AHK-TexHORNOIrMaA»)

uukn | Temnepatypa | Bpemsi | umknbl | TemnepaTtypa | Bpemsi | umknbl Temnepatypa | Bpemst | umknbl
0 |95°C naysa 93 °C naysa 95 °C naysa
1 [95°C 2 MWH 1 93 °C 2 MWH 1 95 °C 2 MWH 1
95 °C 10 c 93 °C 10 c 95 °C 25c
2 |65°C 25¢c 10 [65°C 25¢c 10 |65°C 40 c 10
72 °C 10 c 72 °C 25¢c 72 °C 25¢c
95 °C 10 c 93 °C 10 c 95 °C 25c
3 |56°C 25¢c 35 |56°C 25¢c 35 |56°C 40 c 35
72 °C 10 c 72 °C 25¢c 72 °C 25¢
4 |10°C XpaHeHune 10 °C XpaHeHne 10 °C XpaHeHne
4. [lo OKOHYaHUM BbINOSIHEHUSA nporpamMmmbl aMI'IJ'Il/ICbVIKaLI,VII/I

NPUCTYNNTb K AeTEKUNN.

B. [etekuusa c nomouwbio pnyopecueHTHoro MNLP pgetekTopa
«AINA-1/4».
YcTtaHoBKa napameTpoB TecTta «Brucellar.

1.

2.
3.
4

3anycTuTtb nporpammy «ALA_1» Ha KoMnbloTEpPE,
npucoeguHeHHOM K npubopy.

B rmaBHOM MeHIO nporpamMmmebl Bbibpate «HacTponkmn» — «TecTy.
HaxaTb kHonky «HoBbIny» (B BEpXHEM NpaBoOM Yriy).

B oTkpbiBLUEMCA MeEHIO 3agaTb HasBaHue Tecta «Brucellay,
HaxaTb KHOmMKy OK.

B rpynne napameTpoB «KaHanbl» OTMETUTb raniouKkon BcCe
3agencrtBoBaHHble B TecTe kaHanbl (FAM, HEX), B rpynne
«BKO» oTmMeTuTb KaHasn, KOTOpblM ucCnonb3dyeTca And

BHYTPeHHero KoHTpons (FAM).
BapuanT FEP ®opma 3: [REF] B10-50-R0,5-FEP; [REF] H-0593-2-5 ®opma 4: [REF B10-50-R0,2-FEP;
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6.

B nongax «n-» n «n+» yCTaHOBUTb MOPOroBble 3HAYeHUs Ons
OTHOWeEHNA  curHan/coH No  KaHany gna  getekumu
cneunduyeckon OHK:

HEX: «n-» = 2.5, «n+» = 3.0;

B none «BKO/doH» 3agaTb noporoBoe 3HA4YEHUE OTHOLUEHUS
curHarna no kaHany gnga getekuum BKO k oHy:

«BKO/poH» = 2.5.

B rpynne napameTtpoB «YpoBeHb 0OHa» YCTAaHOBUTb 3HAYEHUS
dnyopecueHummn, gonyctmmble anst GOHOBLIX NPOBUPOK:

FAM: = 100;

HEX: = 50.

BeBectn HasBaHuMa muwleHen B 6nok napameTtpoB «[llpuBsi3ka
KaHaroB» M COOTHECTU UX C KaHanamu getekuuun. Ons atoro
Hane4yaTtaTb HasBaHME MULWIEHN B CBOBOAHOE MNofle U HaXaTtb
knasuwy «[Jo6aButby», Npu 3TOM HOBasi MULLUEHb MNOSIBUTCH B
ctonbue yxe cywecTBylOWMX B NamMaTM npudopa MULLEHEN.
HassaHue muweHn B ctonbue «llpuBsaska KaHanoB» BbIAENUTb
KYPCOPOM M HaXaTb COOTBETCTBYHOLLYIO €/ KHOMKY KaHana ans
aeTekumn:

Brucella= HEX

BriokuposaTb JOYHKL MO «[JoBepuUTesibHbIN NHTEpPBany,
yCcTaHOBMB B rnosie «[loBepuUTerbHbIN MHTepBasn», 3HadeHne 555
%.

10.HaxaTb KHOoMKy « CoOXpaHUTbY.

U3mepeHue cpnyopecueHTHOro curHana.

1.

2.

Bknounte npubop wn 3anyctutb nporpammy «ALA 1» Ha
KOMMNbOTEPE, MPUCOEaMHEHHOM K Npubopy.

3agatb nNpoTokon wuamepeHusi. [Ons 9Toro B rNaBHOM MEHIO
BblOpaTb «[lpoTokon» — «Co3gaTb HOBbIN» UNK «OTKPbITbY,
YTOBObI OTKPbITb CO3[4aHHbLIN paHee NPOTOKOS.

B okHe npoTokona HeobxoaMmo BbiGpaTb TMM MUCMOSb3YEMOro
potopa 36 x 0,6 nnn 48 x 0,2, BBECTU HOMEpP NPOTOKOMa,
BblOpaTb HyXHbIM TecT («Brucella») B MeHto-Bknagke «Tect» m
BBECTU MNOCMeaoBaTENbHOCTbL [AeTekTupyemblx obpasuoB (B
KonoHke «ObpaseLuy).

O603HaunTL 0b6pasubl, KoTopble SABMATCA (OOHOBbIMW AOSIS
OAaHHOW rpynnbl 006pasuoB, Kak «doH» (MCMOoNb3ysd codyeTaHue
knasuw «Ctrl» n «F»). B kadectBe 00pa3uoB, 0003HAYEHHbIX

BapuaHnT FEP ®opwma 3: B10-50-R0,5-FEP; H-0593-2-5 ®opma 4: B10-50-R0,2-FEP;
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«POH» ncnonbsoBaTb NPobupku ¢ obpasuamm «POH».
3aKpbITb OKHO pedaKTUPOBAHUS MPOTOKOMA, HaXaB Ha KHOMKY
«Exit» B BepxHeM fieBom yrny naHenu. [NpoToKon COXpaHUTb.
[MocTaBnTe NPOBUPKM B AYEMKM pOTOpa B COOTBETCTBUMU C
3aJaHHOM NOCefoBaTENIbHOCTLI0O UM 3anyCTUTb  AeTeKUMUIo,
BbiOpaB B MeHi «[lpoTokon» — «[eTekuusi» unu 3Ha4voK
«[etekuma no npoTokony» Ha NaHenu WUHCTPYMEHTOB (BBEPXY
9KpaHa).

Y4eT pe3ynbTaToB.
1. lNonyyeHHble [JaHHblE WHTEPNPETUPYIOTCA aBTOMATUYECKM C

noMowiblo nporpammbl  «ALA 1». PesynbTatel B Tabnuue
NpeacTaBnsaAlTCA C NOMOLLbIO cneaywmx 06o03Ha4YeHNI:
«OOHapyXXeHO» — NONOXUTENbHLIN pesynbTar;

«He OOHapyXeHO» — oTpuLaTernbHbIN PeE3yNbTaT;
«COMHUTENbHO» — pe3ynbTaT, KOTOPbIN Henb3s OA4HO3HA4YHO
WHTepnpeTupoBaTb (CUrHam Mo KaHany, OTBEedEHHOMY And
aetekumn  cneundumdeckon [OHK, npesBbilwaer noporoeoe
3Ha4yeHue, OonyctuMmoe And oTpuuaTtenbHbiX 06pasuoB, HO He
NpeBbIlUAaeT MNOPOroBOEe 3HaAYeHWe ONns  NONOXUTENbHbIX
obpasuoB (curHan B Tak Ha3blIBaeMOW «CEPOUN 30HEY);

«HA» — HeOoCToBepHbIM  pe3ynbTar (B obpasue He
aetektnpyetca  (He npeBblWaeT  3agaHHOro  MNOpPOroBOro
3Ha4YeHus1) HM cneumduyeckui curHan, H1 curHan BKO).
Pe3synbTat cuMmtaeTca OOCTOBEPHbIM TOMLKO B  Ccny4ae
NPOXOXOEHNS MOSNIOXKUTENBbHBIX U OTpUUATESNbHbIX KOHTPONeun
amnnudukaumm n otpuuaTternbHoro KoHtponsa Bblgenenna OHK
(cm. Tabn. 2).

Tabnuua 2.
Pe3ynbTaTbl NOCTAaHOBKU KOHTpOJien pa3nuyHbix atanos [NLP-
aHalin3a
KoHTponupyembiit atan | Pe3ynbTaT aBTOMaTM4eCckon UHTepnpeTaLum
KoHTponb
MLP-aHanu3a kaHan FAM kaHan HEX

«OK» Boigenenve JHK BKO+ «Brucella - He obHapyxeHO»
«K-» nupP BKO- «Brucella - HO»
«K+» MupP BKO- «Brucella — obHapyxeHo»

3. Ob6pasubl, ANa KOTOPLIX MOSy4YeH pesynbTat «HA» (Kpome K-),

TpebytoT noBTopHOro nposegeHus MNUP n getekumn. B cnydyae
eCIi1 NOBTOPHO MOSTy4eH pesynbTaTt «HA», TpebyeTcs NOBTOPUTL
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aHanuna obpasua, HauyMHasa ¢ 9Tana BblaeneHus. Ons obpasua
«K-» pesynbTaTt «HO» ABNSAETCA HOPMOWN.

O6pa3subl, AN KOTopbIX MOMNy4YeH pe3ynbTaT « COMHUTENbHOY,
TpebytoT noBTopHOro nposegeHus MNUP n getekumn. B cnyyae
NOBTOPEHUS aHanorM4yHoro pesynbTata obpasubl cuyuTaTb
NONOXUTENbHBIMN.

OTcyTCcTBME  NONOXWUTENLHOrO  cUrHana B npobe C
nonoxumtenbHbIM KoHTporiem MNLUP moxeT cBuageTenscTBoBaTh O
HenpaBunbHO BbIGpaHHOM MporpamMme amniandukaumum mn o
Opyrux owwmnbkax, OOonyweHHbIX Ha aTane noctaHosku [1LIP. B
TakoMm cnydyae Heobxoanmo nposectu NLP ewwe pas.

Ecnn B oTpuuatenoHom koHTpone (OK unu K-) getektnpyercs
NONOXWUTESIbHbIM CUrHarm, 3Ha4uT, Mpou3oLlna KOHTaMUHaUWS
peakTneoB unn npob. B aTom cnyyae pesynbTatbl aHanuia rno
BceM npobam cumtaroTcs HeaoeucTBuTenbHbIMU. TpebyeTtcs
NOBTOPUTL aHanu3 npob, a Takke npeanpuHATb Mepbl Mo
BbISABJIEHUIO NCTOYHMKA KOHTaMMHaLUNN.

BapuaHT FRT.

NMopspok paboThl.
A.lMoarotoBka npooupok ana nposeneHus MNLP.

1.

OTtobpaTtb Heobxogumoe KonmdectBo npobupok ¢ TMLUP-
cmecbro-1-FEP/FRT Brucella spp. ana amnnmndpukauum OHK
ncenegyemMbliX U KOHTPOSbHbIX MPoo.

Ha noBepxHocTb Bocka BHecTn no 7 mkn MNMUP-cmecun-2-FL, npu
9TOM OHa He OOJIKHa npoBanmMBaTbCs Mo BOCK U CMELUMBATLCA
c MUP-cmecbro-1-FEP/FRT Brucella spp.

b.lMpoBegeHue amnnucgpunkauumn.

1.

B nogrotosneHHble ana MNLP npobupkun sBHectn no 10 mkn AHK-

npoo, BblAESNEHHbIX U3 UCCeAyeMbIX WU KOHTPOSbHbIX Npob

aTana Bblaenennsa AHK.

[TocTaBUTb KOHTPONbHbIE peakuMu amnnudpunkaumm:

a) oTpuuatenbHbin KoHTponb (K-) — Bmecto [OHK-npobbl
BHecTun B npobupky 10 mkn JHK-6ydepa.

6) nonoxutenbHbIU KOHTponb (K+) — BHecTn B npobupky 10
mkn NMKO OHK Brucella.

B) NMONOXUTENbHbIN KOHTponb (BK+) — B noarotoBneHHble
ana MNUP npobupkn sHectn 10 mkn NMKO STI.
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B.lMporpammupoBaHmne amnnudmkartopa:

Ona paboTtbl ¢ npubopom «Rotor-Gene» 3000 cnepyert
ucnosnb3oBaTb nporpammy Rotor-Gene Bepcum 6, ¢ npndopom
«Rotor-Gene» 6000- nporpammy Rotor-Gene 6000 Bepcum 1.7
(build 67) unu BbIiLe.

Janee nNo TEeKCTYy TepPMMUHbI, COOTBETCTBYHLUUE pPa3HbLIM
BepcusiM NpnoopoB U NporpaMmmMHoOro obecnevyeHus ykasaHbl B
crnepgyrowem nopsagke: ana npmoopa «Rotor-Genex» 3000 / ansa
aHrnofA3bIYHOM Bepcuu nporpammbl «Rotor-Geney» 6000 / ansa
PYyCCKOA3bIYHOU Bepcum nporpammebl «Rotor-Gene» 6000.

1. Haxatb kHonky «New»/«HoBbin» B  OCHOBHOM  MEHIO
nporpammei.

2. B oTkpbiBLLEMCA OKHE BblIOpaTh MeHo «Advanced»/«[eTanbHbIn
mMactep» M wabnoH 3anycka akcnepumeHTa «Dual Labeled
Probe»/«Hydrolysis probes»/«®nyopecueHTHbIE 30Hb!
(TagMan)». HaxaTb KHonKy «New»/«HoBbIN.

3. Boibpatb Tvn potopa «36-Well Rotor»/«36-1yHOUYHbIN POTOPY.

[MocTaBnTb OTMETKY B OKHE psagoM ¢ Haanuckio «No Domed 0.2

ml Tubes»/«Locking ring attached»/«Konbuo 3akpensieHo».

HaxaTb kHomnKy «Next»/«[daneey.

BbiOpaTb 06beM peakumoHHom cmecu: Reaction volume/O6bem

peakumn — 25 mkn. Ons npubopa «Rotor-Gene» 6000 gomkHO

OblTb aKTMBHO (OTMEYeHO rarnoykon) okHo «15 ul oil layer

volume»/«15 yL o6bem macna/socka». (Ecnv ranodka He cTouT

B OKHEe N0 YMOJ4YaHM1I0, NOCTaBUTb €€ C MNOMOLLbH MbILLKN).

HaxaTb kHomnKy «Next»/«[daneey.

. B BepxHen yacTtu okHa HaxaTb KHonky «Edit profile»/«Pegaktop

npocuns».

8. 3apgaTb cneaylowme napamMmeTpbl SKCNEPUMEHTA:

o

~NOo

1. Hold/Ygepx. Temn-pbl 95 °C — 5 MuH

2. Cycling/UnknuposaHue 95°C-10c
65°C-25c
72°C-10c

Cycle repeats/Lmkn nosToputb — 10 times/pas.
3. Cycling2/UnknupoBaHne?2 95°C-10c
56 °C — 25 c — [leTtekyms
72°C-10c
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Cycle repeats/Lnkn nosToputb — 35 times/pas.

4. dnroopecueHumio namepstoT npu 56 °C (B0 BTopom 6roke

LUuKnnpoBaHus) no kaHanam FAM/Green, JOE/Yellow.

5. Haxatb kHornky «OK»/«[da».

9. B HwxHen 4actm okHa HaxaTb KHonky «Calibrate»/«Gain
Optimisation...»/«OnNT.ypOBHA CWUrH.». B OTKpbIBLLEMCSH OKHe
HaxaTb KHOMKy «Calibrate Acquiring»/«Optimise Acquiring»/
«OnTt.getek-mbix». [Ona oboux KpacuTenem HyXHO ykasaTb B
rpacpe Min Reading/MuHum. CurHan 3HayeHue 5, a B rpadge
Max Reading/Makcum. CurHan 3HadeHne 10. B rpade «Tube
position/lMoanuunsa [NNpobupkny ykaszaH HomMep nNpobupkn, no
KOTOpOW oyoet aBTOMaTU4YECKU BblOpaH napameTp
«gain»/«ycuneHne curHana», no ymonyaHuio ato 1-a npobupka
B potope. [lloatomy B 1-0M nos3vumm B poOTOpEe [OOJSIKHa
CTaBUTbCA nNpobupka C peakuyMoHHOW cMmecblo. [lomeTuTtb
ranoukoii Bokc B cTpoke «Perform Calibration Before 1%
Acquisition»/«Perform Optimisation Before 1t
Acquisition»/«BbInoniHnTe  onTumMmMsaunto  npu 1-m  ware
aetekunm». 3akpblTb OKHO «Auto Gain Calibration Setup/ABTo-
onTuMmn3aums YPOBHS CUrHanay, Ha)xaB KHOMKY
«Close»/«3akpbITb». HaxaTb KHOMKy «Next»/«[danee».

10.lMomecTnTb nNpeaBapuTeENbHO MNOArOTOBMNEHHbIE NPOBUPKM B
amnnndgukatop. 3anyctuTb amnnudukaumio KHOMKon «Start
run»/«CtapT».

11.[l1aTb HasBaHMe 3JKCMEPUMEHTA U COXPaHWTbL €ro Ha aucke (B
aTOM dhanne OyayT aBTOMaTUYECKN COXpaHeHbl pesyrbTaThl
OaHHOro 9KCnepuMeHTa).

B npouecce paboTbl amnnndukatopa MNM NO OKOHYAHUM €ero
paboTbl HeOH6X0AMMO 3anporpaMmMmnpoBaTh MOSIOXEHME NPOOUNPOK B
kapycenn. [Ona 9Toro Hago WCnosnb3oBaTb KHOMKy  «Edit
samples»/«llpaBka o6pa3uoB» (B HWXHEW MpaBoM YacTu
OCHOBHOro okHa). Bce npobbl U KOHTpONMM 0003HAYUTb B MEHIO
Samples/O6pa3ubl kak Unknown/Ob6pa3sedu,.

AHAJIN3 PE3YJIbTATOB.

AHanuna pesynbTaToB amnandunkaunmn BKO.

1. HaxaTb B MeHI0 KHOMKY «Analysis»/«AHanuna», BblbpaTb pexum
aHanmsa «Quantitation»/«KonnyecTBeHHbIN», HaXaTb KHOMKY
«Cycling A. FAM»/«Cycling A. Green», «Show»/«lloka3aTb».
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W

OTmeHnTb aBTOMaTndeckum Bblbop Threshold/lMopor.

BoiOpaTb nNuWHEnHyo wkany rpaduyeckoro mnsobpaxeHus
pe3yrnbTaToB, HaXXaB KHOMKY Linear scale B HMXHen YyacTu OKHa
cnpaBa (ecnv 3Ta LWKana akTMBHA MO YMOSM4YaHUK, BMECTO
KHOMKW Linear scale BugHa kHonka Log scale).

B MEHIO OCHOBHOIO OKHa (Quantitation
analysis/KonnyecTBeHHbI aHannid) [ofmkHa OblTb  Haxara
KHornka «Dynamic tube»/«dunHamuny.cpoH».

B MeH ocHoBHOro okHa «More  settings»/«Outlier
Removal»/«YcTpaHeHne BbIbpocoB» ycTaHOBUTL 3HadeHne NTC
threshold/lNopor ®oHa — NP (NTC) 0 %.

B meHio «CT Calculation»/«Bbluncnedne CT» (B npaBon 4actu
okHa) BbicTaBuTb Threshold/IMopor = 0.1.

B Tabnuue pe3ynbTaToB (OKHO «Quant.
Results»/«KonnyectBeHHble Pe3ynbTaTtbl») NOABATCA 3HAYEHUS
Ct, koTopble OO0MMKHbI BbITb He Oonee 31 Onsa uccnegyembix
06pasL 0B 1 KOHTPOMEWN.

AHanun3 pesynbtatoB amnnndukaunm OAHK Brucella.

1.

W N

HaxaTb B MeHI0 KHOMKy «Analysis»/«AHanusy», BblbpaTtb pexum
aHannsa «Quantitation»/«Konn4yecTBeHHbIN», HaXaTb KHOMKY
«Cycling A. JOE»/«Cycling A. Yellow», «Show»/«lloka3aTb».
OTmMeHuTb aBTOMaTH4eckum Bbibop Threshold/IMopor.

Boibpatb nuHenHyro wkany rpadudeckoro un3obpaxeHus
pe3ynbTaToB, HaXkaB KHOMKY Linear scale B HMXHeN YyacTu OKHa
cnpaBa (ecnv 3Ta LWKana akTMBHaA MO YMOSMYaHUK, BMECTO
KHOMKK Linear scale BugHa kHonka Log scale).

B MEHIO OCHOBHOIO OKHa (Quantitation
analysis/KonnyectBeHHbIN aHanuM3) pgofmkHa OblTb HaxaTa
KHoMka «Dynamic tubex»/«duHamuny.cooH».

B wmeHw ocHoBHoro okHa «More  settings»/«Outlier
Removal»/«YcTpaHeHne BbIOpocoB» ycTaHOBUTb 3HadeHne NTC
threshold/lNopor ®oHa — NP (NTC) 10 %.

B wmeHio «CT Calculation»/«BblumucneHne CT» BbICTaBUTb
Threshold/Tlopor = 0.1.

B Tabnuue pesyrnbTaTos (OKHO «Quant.
Results»/«KonnyectBeHHble Pe3ynbTaTbl») NOABATCA 3HAYEHUS
Ct.
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YYET PE3YJIbTATOB.

PesynbTaTtbl UHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuuunsa (Unu
OTCYTCTBUSA) nepeceYyeHuns KpUBOW donyopecueHumn C
YCTaAHOBJIEHHON Ha COOTBETCTBYHOLLEM YPOBHE MOPOroBON JIMHUEN
(4TO COOTBETCTBYET Hanmuuuiw (UM  OTCYTCTBMUIO) 3HAYeHud
noporoBoro uukna «Ct» B cooTBeTCcTByWOLWEN rpade B Tabnuue
pesynbTaToBs).

Pe3ynbTaT cuuMTaeTca AOCTOBEpPHbIM TONMbKO B Crlyyae
NPOXOXAEHUA MONOXUTESNIbHbLIX U OTPULIATENbHbIX KOHTpONeun
amnnudpukaumm n oTpuuaTtenbHOro KoHtpons sbigeneHus AHK
(cm. Tabn. 3).

Tabnuua 3.
Pe3ynbTaTbl NOCTaAaHOBKU KOHTpONen pasnuyHbix 3tanos MNLP-
aHalnu3a
K KoHTponvpyemsii atan 3Ha4yeHue Ct no kaHany
OHTpOIb
NUP-aHanusa FAM/Green JOE/Yellow
OK Boigenexnne AHK <31 HeT 3HavyeHun
K- nupP HeT 3HaueHui HeT 3HauyeHui
K+ nupP HeT 3HayeHun <33
BK+ nupP <31 HeT 3HayeHun

1. Ob6pasey cYMTalOT MNONIOXKUTENbHbLIM, ecnn 3HayeHne Ct Ha
kaHane JOE/Yellow meHee 33.

2. Obpasey cuMTalOT oOTpUuuUaTenbHbIM, €Cfn MO KaHany
JOE/Yellow gns Hero 3HayeHne Ct OTCyTCTBYeT, a Mo KaHany
FAM/Green pgna Hero onpegerneHo 3HadveHune Ct, He
npesbiwatoLlee 31.

Pe3ynbTaTbl He noanexar yJyeTy:

1. OTcyTCcTBME  MONOXWUTENBHOrO  CUrHana B npobax ¢
NONOXUTENbHbLIMU KOHTpOSIAMU ruypP MOXeT
CBMAETENbCTBOBATbL O HenpaBUibHO BblIOpaHHOW MporpaMmme
aMmnnudunkaumum m o Apyrnx owmbkax, AONyLEHHbIX Ha 3Tane
noctaHoBku NUP. B Takom cnydyae Heobxoanmo nposectu lNLP
eLle pas.

2. Ecnn 3HaveHne Ct Ha kaHane JOE/Yellow Gonbwe 33, a
3HadyeHne Ct no kaHany FAM/Green He npeBbllaetr 31,
Tpebyetca nosToputb MNLP 1 cuntate ero NosioXUTenbHbIM B
Crnyyae NOBTOPEHUA pesynbTaTa unm nonyyvyeHnda sHadeHus Ct
Ha kaHane JOE/Yellow meHee 33.
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3. Obpasubl, Ons KOTOpbIX OTCYTCTBYeT 3HayeHue Ct kak no
kaHany JOE/Yellow, Tak n no kaHany FAM/Green, nnv nony4eHo
3HayeHne Ct no kaHany FAM/Green 06onee 31 TpebytoT
nosTtopHoro nposefeHus MNUP v petekumn. B cnyyae, ecnu
NOBTOPHO MOSlydeH aHamnorMyHbln  pesynbrtar, TpebyeTcd
NOBTOPUTL aHann3 obpasua, HaunHas ¢ atana BblaeneHus.

4. TosiBneHne nwboro 3HavyeHuss Ct B Tabnuue pesynbtaToB ASS
oTpuuartenbHoro kKoHTpona (Ha kaHane JOE/Yellow) u ans
oTpuuatenoHoro konTtpons MUP (OHK-6ydep) (Ha nobom m3
KaHanoB) CBUOETENbCTBYET O  HaNWyYuMM  KOHTaMuHaumn
peakTnBoB unn obpasuos. B aTom crnyyae pesynbTatbl aHanuia
no BceM npobam cuuTalTcs HeoencTBuTeNbHbIMKU. TpebyeTtcs
NOBTOPUTL aHanu3 Bcex npob, a Takke NpeanpuHATbL Mepbl Mo
BbISABIEHUIO N NNKBUAALNN UCTOYHNKA KOHTaMUHaLUWMN.

OBE33APAXWBAHMUE.

1. Obes3apaxnBaHne duomartepmnanoB 1 peareHToB NPOBOAAT ANS
KaXgon  cTtagum  OTAESbHO, nomMelias  OgHOPA30BYIO
nnacTukoBy nocygny (MpoBupKW, HAKOHEYHWKKM), KOSObl-
NOBYLLKN BaKyyMHbIX OTcOCOB Ha 20-24 4 B cneuunanbHble
KOHTENHepPbI, cogepxawme aesnHduumpytowmn 0,2 % pacTtesop
an-2T,
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CPOK IogHOCTU. yClnoBUA TPAHCIMOPTUPOBAHUA WU
XPAHEHUA.

Cpok rogHocTU. 6 mMec. Habop peareHToOB C WUCTEKLUUM CPOKOM
rO4HOCTU MPUMEHEHNIO HE NOAJSIEXMNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpPOBaTbL MNpU
Temnepatype ot 2 oo 8 °C He OGonee 5 cyt. lpn nony4yeHuu
pa3yKoMMJIeKToBaTb B COOTBETCTBUMA c yKazaHHbIMU
TemnepaTypamm XpaHeHus.

XpaHeHue. Komnnekt peareHtoB «[JHK-cop6-B» XxpanHutb npwu
Temnepatype ot 2 po 25 °C. Komnnekt peareHtoB «[1LP-
KOMMNEKT» XpaHUTb Npu TemnepaTtype oT 2 go 8 °C B 3anLeHHOM
OT CBeTa MecTe.

YcnoBua otnycka. [Ona  neyebHo-npodunakTMyecknx  u
CaHUTaPHO-NMPOPUITIAKTUYECKNX YUPEXOEHUN,

Peknamauum Ha kayecTBO Habopa peareHToB «AMnnuCeHc®
Brucella spp.-FL» Hanpaenate B agpec ®I'YH TMCK wnm. J1.A.
TapaceBun4ya PocnoTtpebHaasopa (119002, r. Mocksa, nep. CuBLUEB
Bpaxek, o. 41, ten. (499) 241-39-22, dakc (499) 241-92-38), B
agpec npeanpuATUA-U3roToBUTENA dryH LHUNS
PocnoTtpebHansopa (111123, r. Mockea, yn. HoBorupeesckas, A.
3a, Ten. (495) 305-39-39, dhakc (495) 305-54-23) u B agpec
odmuymancHoro gunepa — komnaHmwo OOO «HTeplJlabCepBuc»
(ten. (495) 925-05-54, (pakc (495) 916-18-18, e-mail:
products@pcr.ru).

Pykosoaurens [Ipoussoacrea a B

®I'YH [THHUHD PocnotpebHaazopa /Z,ﬁ/fdjl{;(é'?ouuonoaa EH
J J

Hupexrop @I'Y3 Poccuiickoro HayuHO-HCCIe10BaTeNbCKOTO ﬂ ( Kytsipes B.B.

NPOTHBOYYMHOIO HHCTHTYTa « MHKpPOO»

PocnorpebHaznzopa

PykoBoaHTENb NPUEMOYHBIX TEXHUYECKHX %Z&(‘ Casnuna JI.B.
M MEAMLIMHCKUX UCIIBITAHHUH

3as. naGopaTopueii npenaparoB NPOTHB YyMbl

u Apyrux 0cobo onacHbIX HHPEKLMI

OI'VH I'HCK um. JI. A Tapacesuua PocniorpebHagzopa
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QEAEPAABHAS CAVJKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMA
(POCS,A,PABHAASOP)
N PEFHCTPALIPIOHHOE Y,EIOCTOBEPEHHE
| HA MEAHULIMHCKOE U3EJIUE
N\ :5__:(-«(; L or 13 mapra 2019 ronza  Ne ®CP 2009/04212
';f_ -‘_-_."s. Ha memuiiaHCcKoe u3aenue
i ." Ha6op pearenrtos aus seissiaenus JJTHK 6axrepuii Brucella spp. B 6uoornyeckom
= p mMaTepua/ie H KyJbTyPax MUKPOOPraHUu3MOB MEeTOXOM MOJAMEPAa3HOH HenHoii
: ‘l 1 peaxnuu (IILP) ¢ ruépuan3anuonHo-¢.ryopecueHTHOMH JeTeKuHei " AmminCenc”

Brucella spp.-FL" mo TV 9398-059-01897593-2008
HacTosiiee perueTpalioHHOE YA0CTOBEPEHHE BBIJIAHO
MdenepansHoe 610/pReTHOE yupeskaenne Haykn " LleHTpabHbIi HAYIHO-
ACCaeN0BATeNBCKHI HHCTHTYT 3nugeMuoaorun’ @eiepaibHoil cayk0b1 10 HAA30PY B
cihepe 3ammuTHI NpaB norpeduTenei u 6aaronoayuus denosexa (PEYH HHUH
Snuaemuoaorun Pocnorpednaazopa), Pocens, 111123, Mocksa, yi. Hosorupeesckasm,
A.3A
IIpousBonauTenb
(| MexepanbHoe 010 KeTHOE yupexieHne HayKu " LleHTpaIbHbIH HAYHO-

~| mecae0BaTELCKHI HHCTATYT dnuaemuo iorun" dexepansHoii cIyK0bl 10 HAA30pY B
cepe 3amuTH IpaB notpedureneii n Gaaronoayuus yeaosexa (PEYH ITHAHN

|l Innpemuonorun PocnorpedHanszopa), Pocensi, 111123, Mocksa, ya. Hosorupeesckas,
< {'_" a. 3A

I MecTo IpOM3BOICTBA MEAMIIMHCKOrO U3ICTIHS
|| em. npaaoKenne
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Kit Contents

QlAamp DNA Kits Blood Mini (50) Blood Mini (250) Mini (50) Mini (250)
Catalog no. 51104 51106 51304 51306
Number of preps 50 250 50 250
QIAamp Mini Spin Columns 50 250 50 250
Collection Tubes (2 mL) 150 750 150 750
Buffer AL* 12 mL 2x33mL 12 mL 2x33mlL
Buffer ATL - - 14 mL 50 mL
Buffer AW1* (concentrate) 19 mlL 98 mL 19 mlL 98 mL
Buffer AW2T (concentrate) 13 mL 66 mL 13 mL 66 mL
Buffer AE 15 mlL 60 mL 2x15mlL 128 mL
QIAGEN® Protease 1 vial* 1 vial® - -
Protease Solvent® 1.2mL 5.5mL - -
Proteinase K - - 1.25mlL 6ml
Selection Guide 1 1 1 1

*Contains chaotropic salt. Not compatible with disinfecting agents containing bleach; see page 8 for
Safety Information.

T Contains sodium azide as a preservative.
# Resuspension volume 1.2 mL.

§ Resuspension volume 5.5 mL.
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Ordering Information for separately available buffers and enzymes:

Product Contents Cat. no.
Buffer AL (216 mL) 216 mL Lysis Buffer AL 19075
Buffer ATL (200 mL) 200 mL Tissue Lysis Buffer for 1000 preps 19076
Buffer AE (240 mL) 240 ml Elution Buffer AE 19077
QIAGEN Protease (7.5 AU) 7.5 Anson units per vial (lyophilized) 19155
QIAGEN Protease (30 AU) 4 x7.5 Anson units per vial (lyophilized) 19157
QIAGEN Proteinase K (2 mlL) 2 mL (>600 mAU/mL, solution) 19131
QIAGEN Profeinase K (10 ml) 10 mL (>600 mAU/mL, solution) 19133
RNase A (17,500 U) 2.5 mL (100 mg/mL; 7000 units/mL, solution) 19101
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Storage

QIAamp Mini spin columns and buffers can be stored dry at room temperature (15-25°C) for

up to 1 year without showing any reduction in performance.

Lyophilized QIAGEN Protease can be stored at room temperature for up to 12 months without
any decrease in performance. For storage longer than 12 months or if ambient temperatures
constantly exceed 25°C, QIAGEN Protease should be stored dry at 2-8°C.

QIAGEN Protease reconstituted in Buffer AVE, Protease Solvent, and Protease Suspension
buffer is stable for 12 months when stored at 2-8°C. Keeping the QIAGEN Protease stock

solution at room temperature for prolonged periods of time should be avoided.

QlAamp DNA Mini Kits contain ready-to-use proteinase K solution, which is dissolved in a
specially formulated storage buffer. The proteinase K is stable for up to 1 year after delivery
when stored at room temperature. To prolong the lifetime of Proteinase K, storage at 2-8°C is

recommended.
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Intended Use

The QlAamp DNA Mini Kit and QlAamp DNA Blood Mini Kit are intended for molecular
biology applications. These products are not intended for the diagnosis, prevention, or

treatment of a disease.

All due care and attention should be exercised in the handling of the products. We
recommend all users of QIAGEN products to adhere to the NIH guidelines that have been

developed for recombinant DNA experiments, or to other applicable guidelines.
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Safety Information

When working with chemicals, always wear a suitable lab coat, disposable gloves, and
protective goggles. For more information, please consult the appropriate safety data sheets
(SDSs). These are available online in convenient and compact PDF format at
www.qiagen.com/safety where you can find, view, and print the SDS for each QIAGEN kit

and kit components.

CAUTION DO NOT add bleach or acidic solutions directly to the sample preparation

f waste.

The sample preparation waste contains guanidine hydrochloride from Buffers AL and AWT,

which can form highly reactive compounds when combined with bleach.

If liquid containing these buffers is spilled, clean with suitable laboratory detergent and water.
If the spilled liquid contains potentially infectious agents, clean the affected area first with

laboratory detergent and water, and then with 1% (v/v) sodium hypochlorite.
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Quality Control

In accordance with QIAGEN's ISO-certified Quality Management System, each lot of the
QlAamp DNA Mini Kit and the QIAamp DNA Blood Mini Kit is tested against predetermined

specifications to ensure consistent product quality.
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Introduction

QIAamp DNA Mini and QlAamp DNA Blood Mini Kits provide fast and easy methods for
purification of total DNA for reliable PCR and Southern blotting. Total DNA (e.g., genomic,
viral, mitochondrial) can be purified from whole blood, plasma, serum, buffy coat, bone

marrow, other body fluids, lymphocytes, cultured cells, tissue, and forensic specimens.

The simple QlAamp spin and vacuum procedures, which are ideal for simultaneous
processing of multiple samples, yield pure DNA ready for direct amplification in just
20 minutes. The QlAamp spin procedures can be fully automated on the QlAcube® for
increased standardization and ease of use (see page 19). The QlAamp procedure is suitable
for use with fresh or frozen whole blood and blood that has been treated with citrate, heparin,
or EDTA. Prior separation of leukocytes is not necessary. Purification requires no
phenol/chloroform extraction or alcohol precipitation, and involves very little handling. DNA
is eluted in Buffer AE or water, ready for direct addition to PCR or other enzymatic reactions.
Alternatively, it can be safely stored at =30°C to —15°C for later use. The purified DNA is free

of protein, nucleases, and other contaminants or inhibitors.

DNA purified using QlAamp Kits is up to 50 kb in size, with fragments of approximately
20-30 kb predominating. DNA of this length denatures completely during thermal cycling
and can be amplified with high efficiency.

For purification of genomic DNA from blood for in vitro diagnostics in Europe, the QlAamp
DSP DNA Blood Mini Kit (cat. no. 61104) is CE-IVD marked according to the Regulation (EU)
2017/746.
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Purification of viral RNA and DNA

For purification of viral RNA, the QlAamp Viral RNA Mini Kit (cat. no. 52904) is
recommended. All buffers and components are guaranteed to be RNase free. Alternatively,
for simultaneous purification of viral DNA and RNA, we recommend using the QlAamp
MinElute® Virus Vacuum Kit (cat. no. 577144) or the QlAamp MinElute Virus Spin Kit (cat. no.
57704). These kits provide viral nucleic acid purification with minimal elution volumes for
higher sensitivity in downstream applications. All buffers and components of these kits are
guaranteed to be RNase free. Viral nucleic acid purification using the QlAamp MinElute Virus
Spin Kit or the QlAamp Viral RNA Mini Kit can be fully automated on the QlAcube Connect

for increased standardization and ease of use.

Purification of viral DNA is possible with QlAamp DNA Mini or QlAamp DNA Blood Mini
Kits. Because cellular DNA copurifies with viral DNA, cell-free samples (e.g., plasma, serum)
are necessary fo obtain pure viral DNA. For preparation of DNA from free viral particles in
fluids or suspensions (other than urine) using the blood and body fluid protocols, see

Appendix F, page 80.

For purification of viral nucleic acids for in vitro diagnostics in Europe, the QlAamp DSP Virus

Kit is CE-IVD marked according to the Regulation (EU) 2017 /746.

Purification of DNA from urine

For preparation of cellular, bacterial, or viral DNA from urine, the QlAamp Viral RNA Mini Kit
(cat. no. 52904) is recommended. Buffer AVL supplied with this kit is optimized to inactivate

the numerous PCR inhibitors found in urine.
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Purification of DNA from stool

The QIAamp DNA Fast Stool Mini Kit (cat. no. 51604) is recommended for preparation of
DNA from stool. Stool samples typically contain many compounds that can degrade DNA and
inhibit downstream enzymatic reactions. The QIAamp DNA Fast Stool Mini Kit removes these
substances through the action of a proprietary reagent that efficiently adsorbs inhibitors,
together with a lysis buffer that provides optimized conditions for inhibitor removal. DNA
purification using the QlAamp DNA Fast Stool Mini Kit can be fully automated on the

QlAcube Connect for increased standardization and ease of use.

QIAamp DNA Mini or QlAamp DNA Blood Mini Kits can also be used to purify viral DNA

from stool, but removal of inhibitors is not as effective. See Appendix F, page 80.

Purification of DNA from formalin-fixed, paraffin-embedded tissues

The QIAamp DNA FFPE Advanced (cat.no. 56604) and QlAamp DNA FFPE Advanced UNG
Kits (cat. no. 56704) are recommended for purification of DNA from formalin-fixed,
paraffin-embedded (FFPE) tissues. The procedure consists of a simplified deparaffinization
step, two lysis steps with in-between de-crosslinking and optional artifact removal (QlAamp
DNA FFPE Advanced UNG Kit), and the established bind-wash—elute steps.
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Purification of DNA from forensic and human identity samples

The QlAamp DNA Investigator Kit (cat. no. 56504) is recommended for purification of total
(genomic and mitochondrial) DNA from a wide range of forensic and human identity samples,
such as casework or crime-scene samples, dried blood, bone, and sexual assault samples,
swabs, and filters. Purification is fast and efficient, and purified DNA performs well in
downstream analyses, such as quantitative PCR and STR analysis, with high signal-to-noise
ratios. The procedure is designed to ensure that there is no sample-to-sample cross-
confamination. Purification of DNA using the QlAamp DNA Investigator Kit can be automated
on the QlAcube.

Purification of high-molecular-weight DNA

To purify high-molecular-weight DNA, larger than 50 kb, we recommend using MagAtrract
HMW DNA Kit (cat. no. 67563), QIAGEN Genomic-Tips (cat. nos. 10223, 10243, and

10262), or Puregene® Kits (www.giagen.com/Puregene-Kits).

The MagAttract HMW DNA Kit enables purification of high-molecular-weight DNA using a

simple, magnetic bead-based protocol.

QIAGEN Genomic-Tips are gravity-flow, anion-exchange tips that enable purification of DNA
of up to 150 kb from a wide range of sample types. The tips are available separately or, with
QIAGEN Protease and buffers, as part of Blood & Cell Culture DNA Kits (cat. nos. 13323,
13343, and 13362).

Puregene Kits use a modified salting-out precipitation method for purification of archive-quality
DNA of 100-200 kb. The procedure is scalable for large or small sample volumes, and kits
are available for a wide range of sample types. An ongoing study of archived DNA has

shown that purified DNA can be stored for at least 14 years without degradation.
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Processing large sample volumes

QIAamp DNA Blood Midi and Maxi Kits (cat. nos. 51183 and 51192) are available for
purification of DNA from up to 2 and 10 mL of blood, respectively. The QlAamp 96 DNA
Blood Kit (cat. no. 51161) provides purification capabilities in a 96-well format for up to

200 plL samples sizes. These kits use the same silica-membrane technology as the QlAamp
DNA Blood Mini Kit.

The FlexiGene® DNA Kit (cat. no. 51206) provides scalable purification of genomic DNA
from whole blood, buffy coat, or cultured cells in a single tube. The simple, rapid procedure
yields pure DNA of up to 150 kb, ready to use in downstream applications such as PCR or
Southern blotting.

Puregene Kits provide a scalable procedure for large or small sample volumes. The kits use a
modified salting-out precipitation method for purification of archive-quality DNA and kits are

available for a wide range of sample types.

High-throughput sample processing

Please contact one of the QIAGEN Technical Service Departments (see the back cover), or
visit www.giagen.com for detailed information on high-throughput QlAamp systems and

automated solutions.
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Principle and procedure

QlAamp DNA Mini and QIAamp DNA Blood Mini Kits are designed for rapid purification of
an average of 6 pg of total DNA (e.g., genomic, viral, mitochondrial) from 200 pL of whole
human blood and up to 50 pg of DNA from 200 pL of buffy coat, 5 x 10% lymphocytes, or
cultured cells that have a normal set of chromosomes. The procedure is suitable for use with
whole blood treated with citrate, heparin, or EDTA;” buffy coat; lymphocytes; plasma; serum;
and body fluids. Samples may be either fresh or frozen. For larger volumes of whole blood or

cultured cells, we recommend using QlAamp DNA Blood Midi or Maxi Kits.

The QIAamp DNA Mini Kit performs all the functions of the QlAamp DNA Blood Mini Kit, and
also allows rapid purification of DNA from solid tissue. On average, up to 30 pg of DNA can

be purified from 25 mg of various human tissues.

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.

QIAamp DNA Mini and Blood Mini Handbook | 07/2025 15



Lysis with QIAGEN Protease or Proteinase K

QIAamp DNA Blood Mini Kits contain QIAGEN Protease. Intensive research has shown that
QIAGEN Protease is the optimal enzyme for use with the lysis buffer provided in the QlAamp
DNA Blood Mini Kit. QIAGEN Protease is completely free of DNase and RNase activity.

When using the QlAamp DNA Blood Mini Kit for a sample that requires a modified protocol,
please contact our Technical Service Department for advice about whether your lysis
conditions are compatible with QIAGEN Protease. When >8 mM EDTA is used in conjunction
with >0.5% SDS,” QIAGEN Protease activity decreases. For samples that require an SDS-
contfaining lysis buffer or that contain high levels of EDTA, the QlAamp DNA Mini Kit is
recommended. The QlAamp DNA Mini Kit contains proteinase K, which is the enzyme of
choice for SDS-containing lysis buffers used in the tissue protocol, but which performs equally
well in the blood and body fluid protocol. The activity of the proteinase K solution is
600 mAU/mL solution (or 40 mAU/mg protein). This activity provides optimal results in
QIAamp protocols.

Purification on QIAamp Mini spin columns

The QIAamp DNA purification procedure comprises 4 steps and is carried out using QlAamp
Mini spin columns in a standard microcentrifuge, on a vacuum manifold, or fully automated on
the QlAcube (see page 19). The procedures are designed to ensure that there is no sample-to-

sample cross-contamination and allow safe handling of potentially infectious samples.

*When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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QlAamp Spin Procedure QlAamp Vacuum Procedure
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QlAamp Mini spin columns fit into most standard microcentrifuge tubes. In the spin protocol,
due to the volume of filirate, 2 mL collection tubes (provided) are required to support the
QlAamp Mini spin column during loading and wash steps. For the vacuum protocol, a
vacuum manifold (e.g., QlAvac 24 Plus manifold; and a vacuum pump capable of producing
a vacuum of =800 to =900 mbar are required. Eluted DNA can be collected in standard

1.5 mL microcentrifuge tubes (not provided).

Adsorption to the QlAamp membrane

The lysate buffering conditions are adjusted to allow optimal binding of the DNA to the
QIAamp membrane before the sample is loaded onto the QIAamp Mini spin column. DNA is
adsorbed onto the QlAamp silica membrane during a brief centrifugation or vacuum step. Salt
and pH conditions in the lysate ensure that protein and other contaminants, which can inhibit
PCR and other downstream enzymatic reactions, are not retained on the QlAamp membrane.
If the initial sample volume is larger than 200 pL, it will be necessary to load the lysate onto
the QlAamp Mini spin column in several steps. If larger sample volumes are required, we
suggest using QlAamp DNA Blood Midi or Maxi Kits (Midi: 1-2 mL; Maxi: 5-10 mL starting

material).

Removal of residual contaminants

DNA bound to the QlAamp membrane is washed in two centrifugation or vacuum steps. The
use of two different wash buffers, Buffer AW1 and Buffer AW2, significantly improves the
purity of the eluted DNA. Wash conditions ensure complete removal of any residual

contaminants without affecting DNA binding.
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Elution of pure nucleic acids

Purified DNA is eluted from the QlAamp Mini spin column in a concentrated form in either
Buffer AE or water. Elution buffer should be equilibrated to room temperature (15-25°C)
before it is applied to the column. Yields will be increased if the QIAamp Mini spin column is
incubated with the elution buffer at room temperature for 5 minutes before centrifugation. The
eluted genomic DNA is up to 50 kb in length (predominantly 20-30 kb) and is suitable for

direct use in PCR or Southern blotting applications.

If the purified DNA is to be stored, elution in Buffer AE (10 mM Tris-Cl; 0.5 mM EDTA; pH
9.0) and storage at —=30°C to —=15°C is recommended. If high pH or EDTA affects sensitive
downstream applications, use water for elution. However, ensure that the pH of the water is at
least 7.0 (deionized water from certain sources can be acidic). DNA stored in water is subject

to degradation by acid hydrolysis.

Automated DNA purification on the QlAcube

Purification of DNA from blood, body fluids, tissues, and bacteria using the QlAamp DNA
Mini Kit or the QlAamp DNA Blood Mini Kit can be fully automated on the QlAcube Connect
(cat. no. 9002864) or the classic QlAcube. The innovative QlAcube instruments use
advanced technology to process QIAGEN spin columns, enabling seamless integration of
automated, low-throughput sample prep into your laboratory workflow. Sample preparation
using the QlAcube instruments follows the same steps as the manual procedure i.e., lyse,
bind, wash, and elute), enabling you to continue using the QlAamp DNA Mini Kit and the
QlAamp DNA Blood Mini Kit for purification of high-quality DNA.

The dedicated QlAamp DNA Blood Mini QlAcube Kit (cat. no. 51126) enables automated
DNA isolation from blood and DNA isolation from body fluids on the QlAcube Connect. The
kit includes rotor adapters that are preloaded with QlAamp spin columns and elution tubes,
delivering greater convenience and time savings. Furthermore, ease of use is increased and

user errors are minimized. Waste is reduced, because the content of the dedicated kit is
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tailored for purification on the QlAcube Connect and the superfluous tubes that are required

for the manual procedure are not included.

QIAcube instruments are preinstalled with protocols for purification of plasmid DNA, genomic
DNA, RNA, viral nucleic acids and proteins, plus DNA and RNA cleanup. The range of
protocols available is continually expanding, and additional QIAGEN protocols can be

downloaded free of charge at www.qiagen.com/qiacubeprotocols.

Vodh Lt

Figure 1. Automated DNA purification. DNA purification using the QIAamp DNA Mini Kit or the QIAamp DNA Blood
Mini Kit can be fully automated on the QlAcube.
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Equipment and Reagents to Be Supplied by User

When working with chemicals, always wear a suitable lab coat, disposable gloves, and
protective goggles. For more information, consult the appropriate safety data sheets (SDSs),

available from the product supplier.

Ethanol (96-100%)"

e 1.5 mL microcentrifuge tubes

¢ Pipet tips with aerosol barrier
 Microcentrifuge (with rotor for 2 mL tubes)
* Vortexer

* Water bath or heating block at 56°C

* Phosphate-buffered saline (PBS) may be required for some samples

For vacuum protocols

* QlAvac 24 Plus (cat. no. 19413) or equivalent
* VacConnectors (cat. no. 19407)

e Vacuum Regulator (cat. 19530) for easy monitoring of vacuum pressures and easy

releasing of vacuum

e Vacuum Pump (cat. no. 84010 [USA and Canada], 84000 [Japan], or 84020 [rest of

world]) or equivalent pump capable of producing a vacuum of -800 to 900 mbar
* For buccal swabs or large volumes: Extension Tubes (cat. no. 15987)

« Optional: VacValves (cat. no. 19408)

*Do not use denatured alcohol, which contains other substances such as methanol or methylethylketone.
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« Optional: QlAvac Connecting System (cat. no. 19419)
 Optional: RNase A (100 mg/mL)
For tissues

 Additional water bath or heating block at 70°C

* Optional: Equipment for mechanical disruption, such as the TissueRuptor®or mortar and

pestle, and liquid nitrogen

For buccal swabs

« Additional Buffer AL (cat. no. 19075)
2 mlL microcentrifuge tubes

e For cotton or DACRON® swabs: Scissors or appropriate cutting device

For dried blood spots

¢ 3 mm single-hole paper puncher

 Two additional water baths or heating blocks at 85°C and 70°C

22 QIAamp DNA Mini and Blood Mini Handbook | 07/2025



Important Notes

Preparation of reagents

QIAGEN Protease stock solution (store at 2-8°C)

When using the QlAamp DNA Blood Mini Kit (50), pipet 1.2 mL protease solvent into the vial
containing lyophilized QIAGEN Protease, as indicated on the label. When using the QlAamp
DNA Blood Mini Kit (250), pipet 5.5 mL protease solvent into the vial containing lyophilized
QIAGEN Protease, as indicated on the label.

Dissolved QIAGEN Protease is stable for up to 12 months when stored at 2-8°C.

Note: If you also use QlAamp MinElute Virus Kits, be aware that the QIAGEN Protease
supplied with these kits is reconstituted in protease resuspension buffer or Buffer AVE and is
not compatible with the QlAamp DNA Blood Mini Kit. After reconstituting a vial of QIAGEN
Protease, label the resuspended QIAGEN Protease to indicate which buffer was used for

resuspension.

Buffer AL (store at room temperature, 15-25°C)

Mix Buffer AL thoroughly by shaking before use. Buffer AL is stable for 1 year when stored at

room temperature.

Note: Do not add QIAGEN Protease or Proteinase K directly to Buffer AL.

" This contains chaotropic salt.
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Buffer AW1™ (store at room temperature, 15-25°C)

Buffer AW is supplied as a concentrate. Before using for the first time, add the appropriate
amount of ethanol (96-100%) as indicated on the bottle.

Buffer AW 1 is stable for 1 year when stored closed at room temperature.

Buffer AW2' (store at room temperature, 15-25°C)

Buffer AW?2 is supplied as a concentrate. Before using for the first time, add the appropriate
amount of ethanol (96-100%) to Buffer AW2 concentrate as indicated on the bottle.

Buffer AW?2 is stable for 1 year when stored closed at room temperature.

Carrier DNA

Use carrier DNA (e.g., poly dA, poly dT, poly dA:dT) when the sample is low copy (i.e., when
<10,000 copies are present). For preparation of DNA from free viral particles in fluids or
suspensions (other than urine) using the blood and body fluid protocols, we recommend the
addition of 1 pL of an aqueous solution containing 5-10 pg of carrier DNA (e.g., poly dA,
poly dT, poly dA:dT) to 200 pL Buffer AL. To ensure binding conditions are optimal, increase
the volume of ethanol added at step 6 from 200 to 230 pL. Elution should be in 60 plL
Buffer AE.

" This contains chaotropic salt.

T This contains sodium azide as preservative.

24 QIAamp DNA Mini and Blood Mini Handbook | 07/2025



Amounts of starting material

Use the amounts of starting material indicated in Table 1.

Table 1. Amounts of starting material for QIAmp Mini Procedures

Sample Amount
Blood, plasma, serum 200 plL
Buffy 200 pl
Tissue 25 mg*
Cells (diploid) 5 x 10° cells

*When isolating DNA from spleen, 10 mg samples should be used.

Small samples should be adjusted to 200 pL with PBS before loading. For samples larger than
200 pL, the amount of lysis buffer and other reagents added to the sample before loading
must be increased proportionally (see note below). Application of the lysed sample to the
QIAamp Mini spin column will require more than one loading step if the initial sample volume
is increased. The amounts of Buffer AW 1 and Buffer AW2 used in the wash steps do not need

to be increased.

Scaling up the tissue protocol is possible in principle. The volumes of Buffer ATL and
proteinase K used should be increased proportionally, while the volumes of wash and elution
buffers should remain constant. The user should defermine the maximum amount of tissue
used. It is important not to overload the column, as this can lead to significantly lower yields

than expected.

Note: All QlAamp buffers can be purchased separately to supplement the QlAamp DNA Mini
and QlAamp DNA Blood Mini Kits. QIAGEN Proteinase K is recommended for use with tissue

samples. QIAGEN Protease is suitable for genomic DNA preparation from blood, cells, and
body fluids.
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Preparation of buffy coat

Buffy coat is a leukocyte-enriched fraction of whole blood. Preparing a buffy coat fraction from
whole blood is simple and yields approximately 5-10 times more DNA than an equivalent

volume of whole blood.

Prepare buffy coat by centrifuging whole blood at 2500 x g for 10 minutes at room
temperature (15-25°C). After centrifugation, three different fractions are distinguishable: the
upper clear layer is plasma; the intermediate layer is buffy coat, containing concentrated

leukocytes; and the bottom layer contains concentrated erythrocytes.

Handling of QlAamp Mini columns

Because of the sensitivity of nucleic acid amplification technologies, the following precautions
are necessary when handling QlAamp Mini columns to avoid cross- contamination between

sample preparations:
e Carefully apply the sample or solution to the QlAamp Mini column. Pipet the sample into
the QlAamp Mini column without wetting the rim of the column.

 Change pipette tips between all liquid transfers. The use of aerosol-barrier pipette tips is

recommended.
* Avoid touching the QlAamp membrane with the pipette tip.

o After all pulse-vortexing steps, briefly centrifuge the 1.5 mL microcentrifuge tubes to

remove drops from the inside of the lid.

* Wear gloves throughout the entire procedure. In case of contact between gloves and

sample, change gloves immediately.

26 QIAamp DNA Mini and Blood Mini Handbook | 07/2025



Centrifugation

QlAamp Mini columns will fit into most standard 1.5-2 mL microcentrifuge tubes. Additional

2 ml collection tubes are available separately.

Centrifugation of QlAamp Mini columns is performed at 6000 x g (8000 rpm) to reduce
centrifuge noise. Centrifuging QlAamp Mini columns at full speed will not affect DNA yield.
Centrifugation at lower speeds is also acceptable, provided that nearly all of each solution is
transferred through the QlAamp membrane. When preparing DNA from buffy coat or

lymphocytes, full-speed centrifugation is recommended to avoid clogging.

All centrifugation steps should be carried out at room temperature (15-25°C).

Processing QlAamp Mini columns using a microcentrifuge (spin
protocols)

Close the QlAamp Mini column before placing it in the microcentrifuge. Centrifuge as

described.

* Remove the QlAamp Mini column and collection tube from the microcentrifuge. Place the

QIAamp Mini column in a new collection tube. Discard the filtrate and the collection tube.
Note: The filtrate may contain hazardous waste and should be disposed of appropriately.

e Open only one QlAamp Mini column at a time, and take care to avoid generating

aerosols.

e For efficient parallel processing of multiple samples, fill a rack with collection tubes to
which the QIAamp Mini columns can be transferred after centrifugation. Used collection
tubes containing the filtrate can be discarded, and the new collection tubes containing the

QIAamp Mini columns can be placed directly in the microcentrifuge.
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The QlAvac 24 Plus

The QlAvac 24 Plus is designed for fast and efficient vacuum processing of up to 24 QIAGEN
spin columns in parallel. Samples and wash solutions are drawn through the column
membranes by vacuum instead of centrifugation, providing greater speed and reduced hands-

on time in purification procedures.

In combination with the QIAvac Connecting System (optional), the QlAvac 24 Plus can be
used as a flow-through system. The sample flow through is collected in a separate waste
bottle.

For maintenance of the QlAvac 24 Plus, please refer to the handling guidelines in the QIAvac

24 Plus Handbook.

Processing QlAamp Mini Columns on the QlAvac 24 Plus (vacuum protocols)

QIAamp Mini spin columns are processed on the QlAvac 24 Plus using disposable
VacConnectors and reusable VacValves. VacValves (optional) are inserted directly into the
luer slots of the QlAvac 24 Plus manifold and ensure a steady flow rate, facilitating parallel
processing of samples of different natures (e.g., blood and body fluids), volumes, or
viscosities. They should be used if sample flow rates differ significantly to ensure consistent
vacuum. VacConnectors are disposable connectors that fit between QlAamp Mini columns
and VacValves or between the QlAamp Mini columns and the luer slots of the QlAvac 24 Plus.
They prevent direct contact between the spin column and VacValve during purification,
avoiding any cross-contamination between samples. VacConnectors are discarded after a

single use.
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Handling guidelines for the QlAvac 24 Plus

¢ Always place the QlAvac 24 Plus on a secure bench top or work area. If dropped, the

QlAvac 24 Plus manifold may crack.

 Always store the QlAvac 24 Plus clean and dry. For cleaning procedures, see the QIAvac
24 Plus Handbook.

¢ The components of the QlAvac 24 Plus are not resistant to certain solvents (Table 2). If

these solvents are spilled on the unit, rinse it thoroughly with water.

* To ensure consistent performance, do not apply silicone or vacuum grease to any part of
the QlAvac 24 Plus manifold.

* Always use caution and wear safety glasses when working near a vacuum manifold under

pressure.

 Contact QIAGEN Technical Services or your local distributor for information concerning

spare or replacement parts.

¢ The vacuum pressure is the pressure differential between the inside of the vacuum
manifold and the atmosphere (standard atmospheric pressure 1013 millibar or
760 mm Hg) and can be measured using the QlAvac Connecting System or a vacuum
regulator (see Figure 3). The vacuum protocol requires a vacuum pump capable of
producing a vacuum of —800 to —900 mbar (e.g., QIAGEN, Vacuum Pump). Higher
vacuum pressures must be avoided. Use of vacuum pressures lower than recommended

may reduce DNA yield and purity and increase the frequency of clogged membranes.
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Table 2. Chemical resistance properties of QlAvac 24 Plus

Resistant fo

Acetic acid Chaotropic salts Chlorine bleach
Chromic acid Concentrated alcohols Hydrochloric acid
SDS Sodium chloride Sodium hydroxide
Tween® 20 Urea

Not Resistant to:

Benzene Chloroform Ethers

Phenol Toulene

Figure 2. Schematic diagram of the Vacuum Regulator.
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Setup of the QlAvac 24 Plus vacuum manifold

1.

Connect the QlAvac 24 Plus to a vacuum source. If using the QIAvac Connecting System,

connect the system to the manifold and vacuum source as described in Appendix A of the
QIlAvac 24 Plus Handbook.

Insert a VacValve into each luer slot of the QlAvac 24 Plus that is to be used (see Figure

3). Close unused luer slots with luer plugs or close the inserted VacValve.

VacValves should be used if flow rates of samples differ significantly to ensure consistent

vacuum.
Insert a VacConnector into each VacValve (see Figure 3).

Perform this step directly before starting the purification to avoid exposure of

VacConnectors to potential contaminants in the air.

Place the QlAamp Mini columns into the VacConnectors on the manifold (see Figure 3).
If necessary, insert an Extension Tube into each QlAamp Mini column (see Figure 4).
Extension Tubes are required for processing buccal swabs or large volumes.

For nucleic acid purification, follow the instructions in the vacuum protocols. Discard the

VacConnectors appropriately after use.
Leave the lid of the QlAamp Mini column open while applying vacuum.

Switch off the vacuum between steps to ensure that a consistent, even vacuum is applied
during processing. For faster vacuum release, a vacuum regulator should be used (see

Figure 3).

Note: Each VacValve can be closed individually when the sample is completely drawn
through the spin column, allowing parallel processing of samples of different volumes or

viscosities.

After processing samples, clean the QlAvac 24 Plus (see “Cleaning and Decontaminating
the QlAvac 24 Plus” in the QIAvac 24 Plus Handbook).
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Note: Buffers AL and AW1 used in QlAamp DNA Mini and QlAamp DNA Blood Mini
procedures are not compatible with disinfecting agents containing bleach. See page 6 for

safety information.

Figure 3. Setting up the QlAvac 24 Plus with QlAamp Mini columns using VacValves and VacConnectors.

1 QlAvac 24 plus vacuum manifold 4 VacConnector
2 Luer slot of the QlAvac 24 Plus 5 QlAamp Mini column
3 VacValve 6 Luer slot closed with luer plug
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Figure 4. Assembly of QlAamp Mini columns with extension tubes (for buccal swabs or large volumes).

1 VacValve 3 QlAamp Mini Column

2 VacConnector 4 Extension tube*

* Must be purchased separately

Processing QlAamp Mini columns on the QlAcube

Sample preparation using the QlAcube follows the same steps as the manual procedure (i.e.,

lyse, bind, wash, and elute). For more information about the automated procedure, see the

relevant protocol sheet available at www.qgiagen.com/MyQIlAcube
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Copurification of RNA

QlAamp Mini spin columns copurify DNA and RNA when both are present in the sample (see
Table 3). RNA may inhibit some downstream enzymatic reactions but will not inhibit PCR. If
RNA-free genomic DNA is required, 4 plL of an RNase A stock solution (100 mg/mL) should
be added to the sample prior to the addition of Buffer AL. RNase A (cat. no. 19101) is not
supplied with the kits and should be purchased separately. Ensure that the RNase A used is

completely free of DNase activity.

Table 3. Yields of nucleic acids purified from various sources with QlAamp Kits

Nucleic acid yield (pg) without RNase A

Sample treatment DNA yield (pg) with RNase A treatment
Blood (200 pl) 4-12 4-12

Buffy coat (200 pL) 25-50 25-50

Cultured cells (5 x 10¢) 20-30 15-20

Liver (25 mg) 60-115 10-30

Brain (25 mg) 35-60 15-30

Lung (25 mg) 8-20 5-10

Heart (25 mg) 25-45 5-10

Kidney (25 mg) 40-85 15-30

Spleen (10 mg) 25-45 5-30

DNA was purified with the QlAamp kits following the standard protocols.
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Elution mode for maximum yield or concentration

The yield of genomic DNA depends on the sample type and the number of cells in the sample.
Typically, a 200 pL sample of whole blood from a healthy individual will yield 3-12 pg of
DNA. (If higher yields are required, use QlAamp DNA Blood Midi or QlAamp DNA Blood
Maxi Kits with up to 2 mL or up to 10 mL blood, respectively.) For most whole blood samples,
a single elution with 200 pL elution buffer is sufficient. Samples with elevated white blood cell
(WBC) counts, ranging from 1 x 107 to 1.5 x 107 cells/mL will yield between 13 and 20 pg of
DNA. If such a sample is loaded onto the column, approximately 80% of the DNA will elute in
the first 200 pL and up to 20% more in the next 200 plL. In samples with WBC counts
exceeding 1.5 x 107 cells/mL, up to 60% of the DNA will elute in the first 200 pL and up to
70% of the remaining material in each subsequent 200 pl (see Table 4). Elution into a fresh
tube is recommended to prevent dilution of the first eluate. More than 200 pL should not be
eluted into a 1.5 mL microcentrifuge tube because the spin column will contact the eluate,
leading to possible aerosol formation of samples during centrifugation. Eluting in 4 x 100 plL
instead of 2 x 200 pL does not increase elution efficiency. In all cases, a single elution with

200 pl of elution buffer will provide sufficient DNA to perform multiple amplification reactions.

For some downstream applications, concentrated DNA may be required. Elution with volumes
of less than 200 pL increases the final DNA concentration in the eluate significantly but slightly
reduces overall DNA yield (see Table 5). For samples containing <3 pg of DNA, eluting the
DNA in 100 pL is recommended. For samples containing less than 1 pg of DNA, only one

elution in 50 pl Buffer AE or water is recommended.
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Table 4. Total nucleic acid yields with QlAamp Kits using successive elutions

Yield (pg)
Sample Amount Elution 1 Elution 2 Elution 3 Total
Whole blood 200 pL 3-8 1-2 0-2 4-12
Lymphocytes 5x 108 cells/ 13-18 5-8 3-5 20-30
200 plL

Buffy coat 200 plL 15-25 8-15 5-10 28-50
Liver* 25mg 25-45 25-45 10-25 60-115
Brain* 25mg 20-30 10-20 5-10 35-60
Lung* 25 mg 5-10 2-6 1-4 8-20
Heart* 25 mg 15-25 8-15 2-5 25-45
Kidney* 25 mg 25-40 20-30 5-15 50-85
Spleen* 10 mg 15-25 8-15 2-5 25-45

DNA was purified with QlAamp Kits following standard protocols. Successive elutions were each performed with

200 pL Buffer AE.
* Results refer to the QlAamp DNA Mini Kit only.

Table 5. Effect of elution volume on yield and concentration

Elution

volume Yield (pg) Yield (%) DNA concentration (ng/pl)
200 6.80 100 34.0

150 6.51 95 43.4

100 6.25 92 62.5

50 5.84 86 116.8

DNA was purified with QlAamp Kits following standard protocols. Average values obtained from 20 preparations are
shown.
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Protocol: DNA Purification from Blood or Body
Fluids (Spin Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from whole
blood, plasma, serum, buffy coat, lymphocytes, and body fluids using a microcentrifuge. For
total DNA purification using a vacuum manifold, see “Protocol: DNA Purification from Blood

or Body Fluids (Vacuum Protocol)” on page 42.

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

A total of 200 pL of whole blood yields 3-12 pg of DNA. Preparation of buffy coat (see
page 26) is recommended if a higher yield is required.

Things to do before starting

* Equilibrate samples to room temperature (15-25°C).
* Heat a water bath or heating block to 56°C for use in step 4.
« Equilibrate Buffer AE or distilled water to room temperature for elution in step 11.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.
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Procedure

1.

38

Pipet 20 pL QIAGEN Protease (or proteinase K) into the bottom of a 1.5 mlL

microcentrifuge tube.

Add 200 pL sample to the microcentrifuge tube. Use up to 200 pL whole blood, plasma,
serum, buffy coat, or body fluids, or up to 5 x 10° lymphocytes in 200 pL PBS.

If the sample volume is less than 200 pL, add the appropriate volume of PBS. QlAamp
Mini spin columns copurify RNA and DNA when both are present in the sample. RNA
may inhibit some downstream enzymatic reactions, but not PCR. If RNA-free genomic
DNA is required, 4 pl of an RNase A stock solution (100 mg/mlL) should be added to the
sample before addition of Buffer AL.

Note: It is possible to add QIAGEN Protease (or proteinase K) to samples that have
already been dispensed into microcentrifuge tubes. In this case, it is important to ensure

proper mixing after adding the enzyme.
Add 200 plL Buffer AL to the sample. Mix by pulse-vortexing for 15 s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed thoroughly

to yield a homogeneous solution.

If the sample volume is larger than 200 pl, increase the amount of QIAGEN Protease (or
proteinase K) and Buffer AL proportionally; for example, a 400 plL sample will require 40
pL QIAGEN Protease (or proteinase K) and 400 pL Buffer AL. If sample volumes larger
than 400 pL are required, use of QlAamp DNA Blood Midi or Maxi Kits is recommended;

these can process up to 2 mL or up to 10 mlL of sample, respectively.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.
Incubate at 56°C for 10 min.

DNA yield reaches a maximum after lysis for 10 min at 56°C. Longer incubation times

have no effect on yield or quality of the purified DNA.
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5. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the inside of the

lid.

6. Add 200 plL ethanol (96-100%) to the sample, and mix again by pulse-vortexing for 15 s.

After mixing, briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the

inside of the lid.

If the sample volume is greater than 200 pl, increase the amount of ethanol

proportionally; for example, a 400 pL sample will require 400 pL of ethanol.

7. Carefully apply the mixture from step 6 to the QlAamp Mini spin column (in a 2 mL
collection tube) without wetting the rim. Close the cap, and centrifuge at 6000 x g
(8000 rpm) for T min. Place the QlAamp Mini spin column in a clean 2 mlL collection tube

(provided), and discard the tube containing the filtrate.
Close each spin column to avoid aerosol formation during centrifugation.

Centrifugation is performed at 6000 x g (8000 rpm) to reduce noise. Centrifugation at full
speed will not affect the yield or purity of the DNA. If the lysate has not completely passed
through the column after centrifugation, centrifuge again at higher speed until the

QIAamp Mini spin column is empty.

Note: When preparing DNA from buffy coat or lymphocytes, centrifugation at full speed is

recommended to avoid clogging.

8. Carefully open the QlAamp Mini spin column and add 500 pL Buffer AW1 without
wetting the rim. Close the cap and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the
QIAamp Mini spin column in a clean 2 ml collection tube (provided), and discard the

collection tube containing the filtrate.

It is not necessary to increase the volume of Buffer AW 1 if the original sample volume is
larger than 200 plL.

Note: Flow through contains Buffer AL or Buffer AW and is therefore not compatible with

bleach. See page 8 for safety information.
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9.

11.
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Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QIAamp Mini spin column in a new 2 ml collection tube (not
provided) and discard the old collection tube with the filtrate. Centrifuge at full speed for

1 min.
This step helps to eliminate the chance of possible Buffer AW2 carryover.

Place the QlAamp Mini spin column in a clean 1.5 ml microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QIAamp Mini spin column and add 200 pl Buffer AE or distilled water. Incubate at room
temperature (15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for

1 min.

Incubating the QlAamp Mini spin column loaded with Buffer AE or water for 5 min at

room temperature before centrifugation generally increases DNA yield.
A second elution step with a further 200 pL Buffer AE will increase yields by up to 15%.

Volumes of more than 200 pL should not be eluted into a 1.5 mL microcentrifuge tube
because the spin column will come into contact with the eluate, leading to possible

aerosol formation during centrifugation.

Elution with volumes of less than 200 pL increases the final DNA concentration in the
eluate significantly, but slightly reduces the overall DNA yield (see Table 5, page 36). For
samples containing less than 1 pg of DNA, elution in 50 plL Buffer AE or water is
recommended. Eluting with 2 x 100 pL instead of 1 x 200 pl does not increase elution

efficiency.

For long-term storage of DNA, eluting in Buffer AE and storing at —30°C to —15°C is

recommended, because DNA stored in water is subject to acid hydrolysis.
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A 200 pL sample of whole human blood (approximately 5 x 106 leukocytes/ml) typically
yields 6 pg of DNA in 200 pl water (30 ng/pL) with an Aggo/Aggo ratio of 1.7-1.9.

For more information about elution and how to determine DNA yield, purity, and length,
refer to Table 4 (page 36) and Appendix A (page 69).
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Protocol: DNA Purification from Blood or Body
Fluids (Vacuum Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from whole
blood, plasma, serum, lymphocytes, and body fluids using the QIAvac 24 Plus or equivalent
vacuum manifold. For total DNA purification using a microcentrifuge, see “Protocol: DNA

Purification from Blood or Body Fluids (Spin Protocol)” on page 37.

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
* For setup of the QlAvac 24 Plus, see page 28.

¢ Switch off vacuum between steps to ensure that a consistent, even vacuum is applied

during protocol steps.

* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

A total of 200 pL of whole blood yields 3—-12 pg of DNA.

Things to do before starting

« Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C for use in step 4.
* Equilibrate Buffer AE or distilled water to room temperature for elution in step 11.

e Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.
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Procedure

1. Pipet 20 pL QIAGEN Protease (or proteinase K) into the bottom of a 1.5 mlL

microcentrifuge tube.

2. Add 200 plL sample to the microcentrifuge tube. Use up to 200 pl whole blood, plasma,
serum, or body fluids, or up to 5 x 10¢ lymphocytes in 200 pL PBS.

If the sample volume is less than 200 pl, add the appropriate volume of PBS.

QIAamp Mini columns copurify RNA and DNA when both are present in the sample. RNA
may inhibit some downstream enzymatic reactions, but not PCR. If RNA-free genomic
DNA is required, 4 pL of an RNase A stock solution (100 mg/ml) should be added to the
sample before addition of Buffer AL.

Note: It is possible to add QIAGEN Protease (or proteinase K) to samples that have
already been dispensed into microcentrifuge tubes. In this case, it is important to ensure

proper mixing after adding the enzyme.
3. Add 200 pL Buffer AL to the sample. Mix by pulse-vortexing for 15 s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed thoroughly

to yield a homogeneous solution.

If the sample volume is larger than 200 pL, increase the amount of QIAGEN Protease (or
proteinase K) and Buffer AL proportionally; for example, a 400 pL sample will require
40 pL QIAGEN Protease (or proteinase K) and 400 pL Buffer AL. If sample volumes larger
than 400 pL are required, use of QlAamp DNA Blood Midi or Maxi Kits is recommended;

these can process up to 2 mL or up to 10 mL of sample, respectively.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.
4. Incubate at 56°C for 10 min.

DNA yield reaches a maximum after lysis for 10 min at 56°C. Longer incubation times

have no effect on yield or quality of the purified DNA.
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5.
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Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the inside of the

lid.

Add 200 plL ethanol (96-100%) to the sample, and mix again by pulse-vortexing for 15 s.
After mixing, briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the

inside of the lid.

If the sample volume is greater than 200 pl, increase the amount of ethanol

proportionally; for example, a 400 pL sample will require 400 pL of ethanol.

Insert the QIAamp Mini column into the VacConnector on the QlAvac vacuum manifold.
Carefully apply the mixture from step 6 to the QlAamp Mini column without wetting the
rim. Switch on the vacuum pump. Be sure fo leave the lid of the QIAamp Mini column
open while applying vacuum. After all lysates have been drawn through the spin column,

switch off the vacuum pump.
The collection tube from the blister pack can be saved for the centrifugation in step 10.

If at this stage all of the solution has not passed through the membrane, place the QlAamp
Mini column info a clean 2 mL collection tube (provided), close the cap, and centrifuge at
6000 x g (8000 rpm) for 3 min or until all the liquid has completely passed through. Place
the QlAamp Mini column into another clean 2 mL collection tube, and discard the tube

containing the filtrate. Continue with step 8 of the spin protocol on page 27.

Note: Flow through contains Buffer AL or Buffer AW and is therefore not compatible with

bleach. See page 8 for safety information.

Apply 750 pL Buffer AW1 to the QlAamp Mini column without wetting the rim. Leave the
lid of the QlAamp Mini column open and switch on the vacuum pump. After all of

Buffer AW1 has been drawn through the QlAamp Mini column, switch off the vacuum
pump.
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9.

Add 750 pl Buffer AW2 without wetting the rim of the QIAamp Mini column. Leave the lid
of the QlAamp Mini column open and switch on the vacuum pump. After all of

Buffer AW2 has been drawn through the QlAamp Mini column, switch off the vacuum
pump.

Close the lid of the QlAamp Mini column, remove it from the vacuum manifold, and
discard the VacConnector. Place the QIAamp Mini column into a clean 2 ml collection
tube and centrifuge at 20,000 x g (14,000 rpm) for 1 min to dry the membrane

completely.

Place the QlAamp Mini column in a clean 1.5 mL microcentrifuge tube (not provided).
Discard the collection tube containing the filirate. Carefully open the QlAamp Mini
column. Add 200 pL Buffer AE or distilled water equilibrated to room temperature
(15-25°C). Incubate at room temperature for 1 min, and then centrifuge at 6000 x g
(8000 rpm) for 1 min.

Incubating the QlAamp Mini column loaded with Buffer AE or water for 5 min at room

temperature before centrifugation generally increases DNA yield.
A second elution step with a further 200 pL Buffer AE will increase yields by up to 15%.

Volumes of more than 200 pL should not be eluted into a 1.5 mL microcentrifuge tube
because the QlAamp Mini column will come into contact with the eluate, leading to

possible aerosol formation during centrifugation.

Elution with volumes of less than 200 pL increases the final DNA concentration in the
eluate significantly, but slightly reduces overall DNA vyield (see Table 5, page 36). For
samples containing less than 1 pg of DNA, elution in 50 pL Buffer AE or water is
recommended. Eluting with 2 x 100 pL instead of 1 x 200 pl does not increase elution

efficiency.

For long-term storage of DNA, eluting in Buffer AE and storing at =30°C to —15°C is

recommended, since DNA stored in water is subject to acid hydrolysis.
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A 200 pL sample of whole human blood (approx. 5 x 10° leukocytes/mL) typically yields
6 pg of DNA in 200 pL water (30 ng/pL) with an Aygo/Argg ratio of 1.7-1.9.

For more information about elution and how to determine DNA yield, purity, and length,
refer to Table 4 (page 36) and Appendix A (page 69).
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Protocol: DNA Purification from Tissues
(QlAamp DNA Mini Kit)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from fissues

using the QlAamp DNA Mini Kit.

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

* Avoid repeated freezing and thawing of stored samples, since this leads to reduced DNA

size.

* Transcriptionally active tissues, such as liver and kidney, contain high levels of RNA that
will copurify with genomic DNA. RNA may inhibit some downstream enzymatic reactions
but will not inhibit PCR. If RNA-free genomic DNA is required, include the RNase A digest,

as described in step 5a of the protocol.

Things to do before starting

« Equilibrate the sample to room temperature (15-25°C).

* Heat two water baths or heating blocks: one to 56°C for use in step 3, and one to 70°C for

use in step 5.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution in step 11.

¢ Ensure that Buffers AW1 and AW2 have been prepared according to the instructions on
page 16.

* If a precipitate has formed in Buffer ATL or Buffer AL, dissolve by incubating at 56°C.
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Excise the tissue sample or remove it from storage. Determine the amount of tissue. Do not

use more than 25 mg (10 mg spleen).

Weighing tissue is the most accurate way to determine the amount.

If DNA is prepared from spleen tissue, no more than 10 mg should be used.

The yield of DNA will depend on both the amount and the type of tissue processed. 1 mg

of tissue will yield approximately 0.2-1.2 pg of DNA.

Cut up (step 2a), grind (step 2b), or mechanically disrupt (step 2¢) the tissue sample. The

QIAamp procedure requires no mechanical disruption of the tissue sample, but lysis time

will be reduced if the sample is ground in liquid nitrogen (step 2b) or mechanically

homogenized (step 2c¢) in advance.

a.

Cut up to 25 mg of tissue (up to 10 mg spleen) into small pieces. Place in a 1.5 mL

microcentrifuge tube, and add 180 pl of Buffer ATL. Proceed with step 3.

It is important to cut the tissue info small pieces to decrease lysis time. Microcentrifuge

tubes (2 mL) may be better suited for lysis.

Place up to 25 mg of tissue (10 mg spleen) in liquid nitrogen, and grind thoroughly
with a mortar and pestle. Decant tissue powder and liquid nitrogen into 1.5 mlL
microcentrifuge tube. Allow the liquid nitrogen to evaporate, but do not allow the
tissue to thaw, and add 180 pL of Buffer ATL. Proceed with step 3.

Add up to 25 mg of tissue (10 mg spleen) to a 1.5 mL microcentrifuge tube containing
no more than 80 pL PBS. Homogenize the sample using the TissueRuptor or equivalent

rotor-stator homogenizer. Add 100 pL Buffer ATL, and proceed with step 3.

Some tissues require undiluted Buffer ATL for complete lysis. In this case, grinding in
liquid nitrogen is recommended. Samples cannot be homogenized directly in Buffer

ATL, which contains detergent.
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3. Add 20 plL proteinase K, mix by vortexing, and incubate at 56°C until the tissue is
completely lysed. Vortex occasionally during incubation to disperse the sample, or place

in a shaking water bath or on a rocking platform.

Note: Proteinase K must be used. QIAGEN Protease has reduced activity in the presence
of Buffer ATL.

Lysis time varies depending on the type of tissue processed. Lysis is usually complete in
1-3 h. Lysis overnight is possible and does not influence the preparation. To ensure
efficient lysis, a shaking water bath or a rocking platform should be used. If not available,

vortexing 2-3 times per hour during incubation is recommended.

4. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from the inside of the

lid.
5. IFRNA{ree genomic DNA is required, follow step 5a. Otherwise, follow step 5b.

Transcriptionally active tissues, such as liver and kidney, contain high levels of RNA that
will copurify with genomic DNA. RNA may inhibit some downstream enzymatic reactions
but will not inhibit PCR.

a. First add 4 pL RNase A (100 mg/mL), mix by pulse-vortexing for 15 s, and incubate
for 2 min at room temperature (15-25°C). Briefly centrifuge the 1.5 ml
microcentrifuge tube to remove drops from inside the lid before adding 200 pL Buffer
AL to the sample. Mix again by pulse-vortexing for 15 s, and incubate at 70°C for

10 min. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from inside

the lid.

It is essential that the sample and Buffer AL are mixed thoroughly to yield a

homogeneous solution.

A white precipitate may form on addition of Buffer AL. In most cases it will dissolve
during incubation at 70°C. The precipitate does not interfere with the QlAamp

procedure or with any subsequent application.
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b. Add 200 plL Buffer AL to the sample, mix by pulse-vortexing for 15 s, and incubate at
70°C for 10 min. Briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops

from inside the lid.

It is essential that the sample and Buffer AL are mixed thoroughly to yield a

homogeneous solution.

c. A white precipitate may form on addition of Buffer AL, which in most cases will
dissolve during incubation at 70°C. The precipitate does not interfere with the

QlAamp procedure or with any subsequent application.

Add 200 pL ethanol (96-100%) to the sample, and mix by pulse-vortexing for 15 s. After
mixing, briefly centrifuge the 1.5 mL microcentrifuge tube to remove drops from inside the

lid.

It is essential that the sample, Buffer AL, and the ethanol are mixed thoroughly to yield a

homogeneous solution.

A white precipitate may form on addition of ethanol. It is essential to apply all of the
precipitate to the QlAamp Mini spin column. This precipitate does not interfere with the

QIlAamp procedure or with any subsequent application.
Do not use alcohols other than ethanol because this may result in reduced yields.

Carefully apply the mixture from step 6 (including the precipitate) to the QlAamp Mini
spin column (in a 2 mlL collection tube) without wetting the rim. Close the cap, and
centrifuge at 6000 x g (8000 rpm) for 1 min. Place the QIAamp Mini spin column in a

clean 2 mlL collection tube (provided), and discard the tube containing the filtrate.

Note: Flow through contains Buffer AL or Buffer AW1 and is therefore not compatible with
bleach.

Close each spin column to avoid aerosol formation during centrifugation.

It is essential to apply all of the precipitate to the QlAamp Mini spin column.
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Centrifugation is performed at 6000 x g (8000 rpm) to reduce noise. Centrifugation at full
speed will not affect the yield or purity of the DNA. If the solution has not completely
passed through the membrane, centrifuge again at a higher speed until all the solution has

passed through.

Carefully open the QlAamp Mini spin column and add 500 pL Buffer AW1 without
wetting the rim. Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min. Place
the QlAamp Mini spin column in a clean 2 mL collection tube (provided), and discard the

collection tube containing the filtrate.

Note: Flow through contains Buffer AL or Buffer AW 1 and is therefore not compatible with
bleach.

Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QlAamp Mini spin column in a new 2 mL collection tube (not
provided) and discard the old collection tube with the filirate. Centrifuge at full speed for

1 min.
This step helps to eliminate the chance of possible Buffer AW?2 carryover.

Place the QIAamp Mini spin column in a clean 1.5 mlL microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QlAamp Mini spin column and add 200 pl Buffer AE or distilled water. Incubate at room
temperature for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.

Repeat step 11.

A 5 min incubation of the QlAamp Mini spin column loaded with Buffer AE or water,

before centrifugation, generally increases DNA yield.

A third elution step with a further 200 plL Buffer AE will increase yields by up to 15%.
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Volumes of more than 200 pL should not be eluted into a 1.5 mL microcentrifuge tube
because the spin column will come into contact with the eluate, leading to possible

aerosol formation during centrifugation.

Elution with volumes of less than 200 pl increases the final DNA concentration in the
eluate significantly, but slightly reduces the overall DNA yield (see Table 5, page 36).
Eluting with 4 x 100 plL instead of 2 x 200 pL does not increase elution efficiency.

For long-term storage of DNA, eluting in Buffer AE and placing at -30°C to —15°C is

recommended, since DNA stored in water is subject to acid hydrolysis.

Yields of DNA will depend both on the amount and the type of tissue processed. 25 mg of
tissue will yield approximately 10-30 pg of DNA in 400 pl of water (25-75 ng/pl), with
an A260/A28O ratio OF 1.7-1.9.

For more information about elution and how to determine DNA yield, length, and purity,
refer to Table 4 (page 36) and Appendix A (page 69).
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Protocol: DNA Purification from Buccal Swabs
(Spin Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from buccal
swabs using a microcentrifuge. For total DNA purification using a vacuum manifold, see

“Protocol: DNA Purification from Buccal Swabs (Vacuum Protocol)” on page 57.

Important points before starting

 Due fo the increased volume of Buffer AL that is required for the buccal swab protocol,
fewer preparations can be performed. Additional Buffer AL can be purchased separately.

¢ This protocol is recommended for the following swab types: C.E.P. (Omni Swabs from
Whatman Bioscience, www.whatman.com), cotton, and DACRON (Daigger, Puritan®

applicators with plastic stick and cotton or DACRON tip from Hardwood Products

Company, www.hwppuritan.com, or from Hain Diagnostika, www.hain-diagnostika.de).

* To collect a sample, scrape the swab firmly against the inside of each cheek six times. Air-
dry the swab for at least 2 hour after collection. Ensure that the person providing the

sample has not consumed any food or drink in the 30 minutes prior to sample collection.

« All centrifugation steps are carried out at room temperature (15-25°C).
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Things to do before starting

Prepare a 56°C water bath for use in step 3.

Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution in

step 10.
Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1.

3.
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Place buccal swab in a 2 mL microcentrifuge tube. Add 400 plL (cotton and DACRON
swab) or 600 pL (Omni Swab) PBS to the sample.

The Omni Swab is ejected into the microcentrifuge tube by pressing the stem end toward
the swab. Cotton or DACRON swabs are separated from the stick by hand or with

SCissors.

QIAamp Mini spin columns copurify RNA and DNA in parallel when both are present in
the sample. RNA may inhibit some downstream enzymatic reactions, but not PCR. If RNA-
free genomic DNA is required, 4 pL of an RNase A stock solution (100 mg/ml) should be
added to the sample prior to the addition of Buffer AL.

Add 20 pL QIAGEN Protease stock solution (or proteinase K) and 400 plL (cotton or
DACRON swab) or 600 pL (Omni Swab) Buffer AL to the sample. Mix immediately by

vortexing for 15 s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed immediately

and thoroughly.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.

Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.
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Add 400 pL (cotton or DACRON swab) or 600 pL (Omni Swab) ethanol (96-100%) to the
sample, and mix again by vortexing. Briefly centrifuge to remove drops from inside the

lid.

Carefully apply 700 pL of the mixture from step 4 to the QlAamp Mini spin column (in a
2 mL collection tube) without wetting the rim. Close the cap, and centrifuge at 6000 x g
(8000 rpm) for 1T min. Place the QlAamp Mini spin column in a clean 2 mlL collection tube

(provided), and discard the tube containing the filtrate.
Close each spin column to avoid aerosol formation during centrifugation.

Repeat step 5 by applying up to 700 pL of the remaining mixture from step 4 to the
QIAamp Mini spin column.

Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW1 without
wetting the rim. Close the cap and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the
QlAamp Mini spin column in a clean 2 mL collection tube (provided), and discard the

collection tube containing the filtrate.

Carefully open the QlAamp Mini spin column and add 500 pL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QlAamp Mini spin column in @ new 2 mL collection tube (not
provided) and discard the old collection tube with the filirate. Centrifuge at full speed for

1 min.
This step helps to eliminate the chance of possible Buffer AW2 carryover.

Place the QlAamp Mini spin column in a clean 1.5 mlL microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QIAamp Mini spin column and add 150 pl Buffer AE or distilled water. Incubate at room
temperature (15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.
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Elution with 100 pL buffer increases the final DNA concentration in the eluate significantly
but may slightly reduce the overall DNA yield. Elution with volumes of less than 100 plL is

not recommended as the overall DNA yield decreases dramatically.

A second elution step with the same 150 pl eluate containing the DNA will increase yield

significantly. However this is not recommended when using the eluate for PCR.

For long-term storage of DNA, eluting in Buffer AE and placing at =30°C to —15°C is

recommended.

One buccal swab typically yields 0.5-3.5 pg of DNA in 150 plL of buffer (3-23 ng/pL),
with Aygo/Asgg ratios of 1.7-1.9 (measured in water).
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Protocol: DNA Purification from Buccal Swabs
(Vacuum Protocol)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from buccal
swabs using the QlAvac 24 Plus or equivalent vacuum manifold. For total DNA purification
using a microcentrifuge, see “Protocol: DNA Purification from Buccal Swabs (Spin Protocol)”

on page 53.

Important points before starting
 Due to the increased volume of Buffer AL that is required for the buccal swab protocol,
fewer preparations can be performed. Additional Buffer AL can be purchased separately.

* This protocol is recommended for the following swab types: C.E.P. (Omni Swabs from
Whatman Bioscience, www.whatman.com), cotton, and DACRON (Daigger, Puritan
applicators with plastic stick and cotton or DACRON tip from Hardwood Products

Company, www.hwppuritan.com, or from Hain Diagnostika, www.hain-diagnostika.de).

* To collect a sample, scrape the swab firmly against the inside of each cheek six times. Air-
dry the swab for at least 2 hours after collection. Ensure that the person providing the

sample has not consumed any food or drink in the 30 minutes prior to sample collection.
* All centrifugation steps are carried out at room temperature (15-25°C).
* For setup of the QlAvac 24 Plus, see page 28.

* Switch off the vacuum between steps to ensure that a consistent, even vacuum is applied

during protocol steps.
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Things to do before starting

Prepare a 56°C water bath for use in step 3.

Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution in

step 10.
Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1.

3.
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Place buccal swab in a 2 mL microcentrifuge tube. Add 400 pL (cotton and DACRON
swab) or 600 pL (Omni Swab) PBS to the sample.

The Omni Swab is ejected into the microcentrifuge tube by pressing the stem end toward

the swab. Cotton or DACRON swabs are cut from the stick by hand or with scissors.

QIAamp Mini columns copurify RNA and DNA in parallel when both are present in the
sample. RNA may inhibit some downstream enzymatic reactions, but not the PCR itself. If
RNA-free genomic DNA is required, 4 pL RNase A stock solution (100 mg/mL) should be
added to the sample prior to the addition of Buffer AL.

Add 20 pL QIAGEN Protease stock solution (or proteinase K) and 400 pL (cotton or
DACRON swab) or 600 plL (Omni Swab) of Buffer AL to the sample. Mix immediately by

vortexing for 15s.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed

immediately.
Note: Do not add QIAGEN Protease or proteinase K directly to Buffer AL.

Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.
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Add 400 pL (cotton or DACRON swab) or 600 pL (Omni Swab) ethanol (96-100%) to the

sample, and mix again by vortexing.

Insert the QIAamp Mini column into a VacConnector on the QlAvac vacuum manifold.

Place an extension tube on the column. Seal unused Luer Adapters with Luer plugs.

Apply the mixture from step 4 to the QlAamp Mini column. Switch on the vacuum pump to
draw the lysate through the QIAamp Mini column. After the lysate has passed through the

QlAamp Mini column, switch off the vacuum pump.

Add 750 pL Buffer AW1 into the extension tube. Switch on the vacuum pump to draw
Buffer AW through the QlAamp Mini column. Switch off the vacuum pump. Carefully

remove the extension tube from the QlAamp Mini column and discard.

Add 750 pL Buffer AW2 without wetting the rim of the QlAamp Mini column. Leave the lid
of the QlAamp Mini column open and switch on the vacuum pump. After all of Buffer

AW?2 has been drawn through the spin column, switch off the vacuum pump.

Close the lid of the QlAamp Mini column, remove it from the vacuum manifold, and
discard the VacConnector. Place the QlAamp Mini column into a clean 2 mL collection
tube and centrifuge at 20,000 x g (14,000 rpm) for 1 min to dry the membrane

completely.

Place the QlAamp Mini column in a clean 1.5 mL microcentrifuge tube (not provided).
Discard the collection tube and the filtrate. Carefully open the QlAamp Mini column. Elute
the DNA with 150 plL Buffer AE or distilled water. Incubate at room temperature
(15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.

Elution with 100 pL buffer increases the final DNA concentration in the eluate significantly,
but may slightly reduce the overall DNA yield. Elution with volumes of less than 100 pL is

not recommended as overall DNA yield decreases dramatically.

A second elution step with the same 150 pl eluate containing the DNA will increase yield

significantly. However this is not recommended when using the eluate for PCR.
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For long-term storage of DNA, eluting in Buffer AE and placing at =30°C to —15°C is

recommended.

One buccal swab typically yields 0.5-3.5 pg DNA in 150 pL buffer (3-23 ng/pl), with
Ags0/Aogg ratios of 1.7-1.9 (measured in water).
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Protocol: DNA Purification from Dried Blood
Spots (QlAamp DNA Mini Kit)

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from blood,
both untreated and treated with anticoagulants, which has been spotted and dried on filter
paper (Schleicher and Schuell 903).

Important point before starting

* All centrifugation steps are carried out at room temperature (15-25°C).

Things to do before starting
* Prepare an 85°C water bath for use in step 2, a 56°C water bath for use in step 3, and a
70°C water bath for use in step 4.

* Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution in

step 10.

e Ensure that Buffer AW 1 and Buffer AW2 have been prepared according to the instructions
on page 23.

¢ If a precipitate has formed in Buffer AL or Buffer ATL, dissolve by incubating at 56°C.

Procedure

1. Place 3 punched-out circles from a dried blood spot into a 1.5 mL microcentrifuge tube
and add 180 pl of Buffer ATL.

Cut 3 mm (1/8 inch) diameter punches from a dried blood spot with a single-hole paper

puncher.

2. Incubate at 85°C for 10 min. Briefly centrifuge to remove drops from inside the lid.
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Add 20 pl proteinase K stock solution. Mix by vortexing, and incubate at 56°C for 1 h.

Briefly centrifuge to remove drops from inside the lid.
The addition of proteinase K is essential.

Add 200 plL Buffer AL to the sample. Mix thoroughly by vortexing, and incubate at 70°C

for 10 min. Briefly centrifuge to remove drops from inside the lid.

To ensure efficient lysis, it is essential that the sample and Buffer AL are mixed immediately

and thoroughly.
Do not add proteinase K directly to Buffer AL.

A white precipitate may form when Buffer AL is added to the sample. In most cases, the
precipitate will dissolve during incubation. The precipitate does not interfere with the

QIAamp procedure or with any subsequent application.

Add 200 pL ethanol (96-100%) to the sample, and mix thoroughly by vortexing. Briefly

centrifuge fo remove drops from inside the lid.
It is essential that the sample and ethanol are mixed thoroughly.

Carefully apply the mixture from step 5 to the QlAamp Mini spin column (in a 2 mL
collection tube) without wetting the rim. Close the cap, and centrifuge at 6000 x g
(8000 rpm) for T min. Place the QlAamp Mini spin column in a clean 2 mL collection tube

(provided), and discard the tube containing the filtrate.

Note: Flow through contains Buffer AL or Buffer AW and is therefore not compatible with
bleach.

Close each QlAamp Mini spin column to avoid aerosol formation during centrifugation.

Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW1 without
wetting the rim. Close the cap and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the
QIAamp Mini spin column in a clean 2 ml collection tube (provided), and discard the

collection tube containing the filtrate.
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Carefully open the QlAamp Mini spin column and add 500 plL Buffer AW2 without
wetting the rim. Close the cap and centrifuge at full speed (20,000 x g; 14,000 rpm) for

3 min.

Recommended: Place the QIAamp Mini spin column in a new 2 ml collection tube (not
provided) and discard the old collection tube with the filtrate. Centrifuge at full speed for

1 min.

This step helps to eliminate the chance of possible Buffer AW2 carryover.

Place the QlAamp Mini spin column in a clean 1.5 ml microcentrifuge tube (not
provided), and discard the collection tube containing the filtrate. Carefully open the
QIAamp Mini spin column and add 150 pl Buffer AE or distilled water. Incubate at room
temperature (15-25°C) for 1 min, and then centrifuge at 6000 x g (8000 rpm) for 1 min.

Three punched-out circles (3 mm diameter) typically yield 150 ng and 75 ng of DNA from
anticoagulated and untreated blood, respectively. If the yield from untreated blood is not

sufficient, use 6 circles per prep instead of 3.

The volume of the DNA eluate used in a PCR assay should not exceed 10%; for example,

for a 50 pL PCR, add no more than 5 pl of eluate.
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Troubleshooting Guide

This troubleshooting guide may be helpful in solving any problems that may arise. For more

information, see also the Frequently Asked Questions page at our Technical Support Center:

www.qiagen.com/FAQ/FAQList.aspx. The scientists in QIAGEN Technical Services are

always happy to answer any questions you may have about either the information and

protocols in this handbook or sample and assay technologies (for contact information, see

back cover or visit www.qiagen.com).

Comments and suggestions

Colored residues remain on the QlAamp Mini spin column after washing

Inefficient cell lysis due to
insufficient mixing of the sample

with Buffer AL

Inefficient cell lysis due to
decreased protease activity

No ethanol added to the lysate
before loading onto the QlAamp
Mini column

Buffer AW1 or AW?2 prepared
incorrectly

Little or no DNA in the eluate

Low concentration of cells or
viruses in the sample

64

Repeat the DNA purification procedure with a new sample. Be sure to mix the
sample and Buffer AL immediately and thoroughly by pulse-vortexing.

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution
at 2-8°C immediately after use. Ensure that QIAGEN Protease is not added
directly to Buffer AL.

Repeat the purification procedure with a new sample.

Ensure that Buffer AW 1 and AW?2 concentrates were diluted with the correct
volumes of pure ethanol (see page 23). Do not use denatured alcohol, which
contains other substances such as methanol or methylethylketone. Repeat the
purification procedure with a new sample.

Concentrate a larger volume of a new cell- free sample to 200 plL using a
Centricon® 100 (Amicon, USA). Repeat the DNA purification procedure, adding
5-10 pg of carrier DNA to each lysate (see page 24) if the sample has a low
DNA content. If whole blood was used, prepare buffy coat (see procedure on

page 26).
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Comments and suggestions

Inefficient cell lysis due to
insufficient mixing with Buffer AL

Inefficient cell lysis due to
decreased protease activity

Inefficient cell lysis or protein
degradation in Buffer AL or Buffer
ATL due to insufficient incubation
time

Inefficient cell lysis due to
decreased protease activity

No ethanol added to the lysate
before loading onto the QlAamp
Mini column

Low-percentage ethanol used
instead of 100%

Isopropanol used instead of
ethanol with samples other than
blood or plasma

QlAamp Mini column not
incubated at room temperature
(15-25°C) for 1 min

DNA not eluted efficiently

pH of water incorrect (acidic)

Repeat the DNA purification procedure with a new sample. Be sure to mix the
sample and Buffer AL immediately and thoroughly by pulse-vortexing.

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution at
2-8°C immediately after use. Ensure that QIAGEN Protease is not added directly
to Buffer AL.

Repeat the procedure with a new sample. Ensure that the tissue sample is cut info
small pieces and extend the incubation time. Ensure that no residual particulates
are visible (bones or hair will not be lysed at all).

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution at
2-8°C immediately after use. Ensure that QIAGEN Protease is not added directly
to Buffer AL.

Repeat the purification procedure with a new sample.

Repeat the purification procedure with a new sample. Do not use denatured
alcohol, which contains other substances such as methanol or methylethylketone.

We strictly recommend the use of ethanol with all samples other than blood or
plasma (serum). The use of isopropanol results in reduced yields with all other
samples.

After addition of Buffer AE or water, the QIAamp Mini column should be
incubated at room temperature for at least 1 min.

To increase elution efficiency, pipet Buffer AE or water onto the center of the
QIAamp Mini column and incubate the column for 5 min at room temperature
before centrifugation.

Low pH may reduce DNA yield. Ensure that the pH of the water is at least 7.0 or
use Buffer AE for elution.
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Comments and suggestions

Buffer AW1 or AW?2 prepared

incorrectly

Buffer AW1 or AW?2 prepared
with 70% ethanol

Buffers AW1 and AW2 used in
the wrong order

Elution with too much Buffer AE

Check that Buffer AW1 and AW2 concentrates were diluted with the correct
volumes of pure ethanol (see page 23). Do not use denatured alcohol, which
contains other substances such as methanol or methylethylketone. Repeat the
purification procedure with a new sample.

Check that Buffer AW1 and AW2 concentrates were diluted with 96-100%
ethanol. Repeat the purification procedure with a new sample.

Ensure that Buffers AW 1 and AW2 are used in the correct order in the protocol.
Repeat the purification procedure with a new sample.

Elution with volumes of less than 200 pL increases the final DNA concentration in
the eluate, but slightly reduces the overall DNA yield (see Table 5 on page 36).
For samples containing less than 1 pg of DNA, elution in 50 pL of Buffer AE or
water is always recommended.

Ag0/Agg ratio for purified nucleic acids is low

Inefficient cell lysis due to
insufficient mixing with Buffer AL

Inefficient cell lysis due to
decreased protease activity

Inefficient cell lysis or protein
degradation in Buffer AL or Buffer
ATL due to insufficient incubation
time

No ethanol added to the lysate
before loading onto the QlAamp
Mini column

Low percentage ethanol used

instead of 100%

Buffer AW1 or AW?2 prepared

incorrectly
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Repeat the procedure with a new sample. Be sure to mix the sample and Buffer AL
immediately and thoroughly by pulse-vortexing.

Repeat the DNA purification procedure with a new sample and with freshly
prepared QIAGEN Protease stock solution. Be sure to store the stock solution at
2-8°C immediately after use. Ensure that QIAGEN Protease is not added directly
to Buffer AL.

Repeat the procedure with a new sample. Extend the incubation time. Take care
that no residual particulates are visible (bones or hair will not be lysed at all).

Repeat the purification procedure with a new sample.

Repeat the purification procedure with a new sample.

Check that Buffer AW1 and AW2 concentrates were diluted with the correct
volumes of pure ethanol (see page 23). Do not use denatured alcohol, which
contains other substances such as methanol or methylethylketone. Repeat the
purification procedure with a new sample.
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Comments and suggestions

Buffer AW1 or AW?2 prepared
with 70% ethanol

Buffers AW1 and AW2 used in
the wrong order

Check that Buffer AW 1 and AW?2 concentrates were diluted with 96-100%

ethanol. Repeat the purification procedure with a new sample.

Ensure that Buffers AW and AW?2 are used in the correct order in the protocol.
Repeat the purification procedure with a new sample.

Agp0/Agg0 ratio for purified nucleic acids is high

High level of residual RNA

Buffer AL added to the sample

In future DNA preparations, use the optional RNase step included in the protocols.

Always add RNase A first and vortex when before addition of RNase A using the
optional RNase A step.

DNA does not perform well in subsequent enzymatic reactions

Not enough DNA in sample

Inhibitory substances in
preparation

Residual Buffer AW?2 in the eluate

Buffers AW1 and AW2 used in
the wrong order

High level of residual RNA

Reduced sensitivity of
amplification reaction

Amplification reaction setup has
been modified

Check “Little or no DNA in the eluate” in this troubleshooting guide for possible
reasons. Increase the amount ofeluate added to the reaction, if possible. If
necessary, vacuum-concentrate the DNA or increase the amount of sample used,
and repeat the purification procedure. If the amount of purified DNA is still
expected to be low, reduce the elution volume to 50 L.

Lowering the elution volume will slightly reduce the overall yield, but will result in a
higher concentration of nucleic acids in the eluate (see Table 5 on page 36). DNA
remaining on the QlAamp Mini column can be recovered in a subsequent elution
step by applying the same eluate to the column.

Check “A260/A280 ratio for purified nucleic acids is low” for possible reasons

Use recommended drying step in the relevant protocol. Ensure that the QlAamp
Mini column does not come into contact with the filtrate prior to elution.

Ensure that Buffers AW and AW?2 are used in the correct order in the protocol.
Repeat the purification procedure with a new sample.

In future DNA preparations, use the optional RNase step included in the protocols.

Adjust the volume of eluate added as template in the amplification reaction.
Reoptimize the amplification system by adjusting the volume of eluate added.

Reoptimize the amplification system by adjusting the volume of eluate added.
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Comments and suggestions

White precipitate in Buffer ATL or Buffer AL

White precipitate may form after
storage at low temperature or
prolonged storage

Any precipitate in Buffer ATL or Buffer AL must be dissolved by incubation of the
buffer at 56°C. The precipitate has no effect on function. Dissolving the precipitate
at high temperature will not compromise yield or quality of the purified nucleic
acids.

White precipitate in steps 5 or 6 of the tissue protocol

White precipitate may form after
storage at low temperature or
prolonged storage

General handling

Lysate not completely passed
through the membrane

Clogged membrane

Cross contamination between
samples

Vacuum pressure too high/too
low
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In most cases the precipitate formed in step 5 will dissolve during incubation at
70°C. The precipitates do not interfere with the QIAamp procedure or with any
subsequent application.

Using spin protocol: Centrifuge for 1 min at through the membrane full speed or
until all the lysate has passed through the membrane.

Using vacuum protocol: Insufficient vacuum was applied or the lid of the QlAamp
Mini column was closed during the vacuum step. Increase the vacuum, and open
the lid while applying the vacuum. If the vacuum pressure cannot be increased,
place the QlAamp Mini column in a clean 2 mL collection tube, close the cap, and
centrifuge at 6000 x g (8000 rpm) for 3 min or until the lysate has completely
passed through the membrane. Place the QlAamp Mini column into another clean
2 mlL collection tube, and discard the tube containing the filtrate. Continue with
step 8 of the spin protocol on page 37.

Blood samples: Concentration of leukocytes in samples was greater than
5 x 10¢/200 pL. Dilute the sample with PBS and repeat the purification.

Plasma samples: Cryoprecipitates have formed in plasma due to repeated
freezing and thawing. Do not use plasma that has been frozen and thawed more
than once.

To avoid cross-contamination when handling QIAamp Mini columns, read
“Handling of QlAamp Mini columns” on page 26. Repeat the purification
procedure with new samples.

Using a vacuum pressure that is too high may damage the QlAamp membrane.
Using a vacuum pressure that is too low may cause reduced DNA yield and
purity. Use a vacuum regulator to adjust the pressure to —~800 to 900 mbar for all
vacuum steps.
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Appendix A: Determination of Concentration,
Yield, Purity, and Length of DNA

Determination of concentration, yield, and purity

DNA vyields are determined from the concentration of DNA in the eluate, measured by
absorbance at 260 nm. Purity is determined by calculating the ratio of absorbance at 260 nm
to absorbance at 280 nm. Pure DNA has an Aggp/Aggo ratio of 1.7-1.9. Absorbance
readings at 260 nm should lie between 0.1 and 1.0 to be accurate. Sample dilution should
be adjusted accordingly. Use elution buffer or water (as appropriate) to dilute samples and to
calibrate the spectrophotometer. Measure the absorbance at 260 and 280 nm, or scan
absorbance from 220-320 nm (a scan will show if there are other factors affecting
absorbance at 260 nm). Both DNA and RNA are measured with a spectrophotometer. To

measure only DNA, a fluorometer must be used.
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Determination of DNA length

The length of genomic DNA can be determined by pulsed-field gel electrophoresis (PFGE)
through an agarose gel. The DNA should be concentrated by alcohol precipitation and
reconstituted by gentle agitation in approximately 30 pL TE buffer, pH 8.0, for at least
30 minutes at 60°C. Avoid drying the DNA pellet for more than 10 minutes at room
temperature (15-25°C) since over-dried genomic DNA is very difficult to redissolve. Load

3-5 pg DNA per well. Standard PFGE conditions are as follows:

* 1% agarose gel in 0.5x TBE electrophoresis buffer*
* Switch intervals: 5-40 s

e Runtime: 17 h

Voltage: 170V

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles.
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Appendix B: Protocol for Cultured Cells

This protocol is for purification of total (genomic, mitochondrial, and viral) DNA from cultured

cells using a microcentrifuge.

Additional equipment and reagents required

« Phosphate buffered saline (PBS)

¢ Equipment for harvesting cells. Depending on the method chosen, one or more of the

following are required:
°  Microcentrifuge
° Trypsin and culture media*

o Cell scraper

Important points before starting

Do not use more than 5 x 10 cells (with a normal set of chromosomes).
¢ All centrifugation steps are carried out at room temperature (15-25°C).

e Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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Things to do before starting

Heat a water bath or heating block to 56°C.

Equilibrate Buffer AE or distilled water to room temperature (15-25°C) for elution.

Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1.
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Harvest cells according to step a (for cells grown in suspension) or b (for cells grown in a

monolayer).

a.

Cells grown in suspension (do not use more than 5 x 10° cells with a normal set of
chromosomes): Determine the number of cells. Centrifuge the appropriate number of
cells for 5 min at 300 x g in a 1.5 mL microcentrifuge tube. Remove the supernatant

completely and discard, taking care not to disturb the cell pellet. Continue with step 2.

Cells grown in a monolayer (do not use more than 5 x 10° cells with a normal set of
chromosomes): Cells grown in a monolayer can be detached from the culture flask by

either trypsinization or using a cell scraper.
To trypsinize cells:

Determine the number of cells. Aspirate the medium and wash cells with PBS. Aspirate
the PBS, and add 0.10-0.25% trypsin. After cells have detached from the dish or
flask, collect them in medium and transfer the appropriate number of cells (do not use
more than 5x 10° cells with a normal set of chromosomes) to a 1.5mlL
microcentrifuge tube. Centrifuge for 5 min at 300 x g. Remove the supernatant

complerely dn IscCard, raKing care nofr 1o aistur e ce ellef. Lonfinue wiin sie .
pletely and discard, taking t to disturb the cell pellet. Conti ith step 2
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Using a cell scraper:

Detach cells from the dish or flask. Transfer the appropriate number of cells (do not
use more than 5x10° cells with a normal set of chromosomes) to a 1.5mlL
microcentrifuge tube and centrifuge for 5 min at 300 x g. Remove the supernatant

completely and discard, taking care not to disturb the cell pellet. Continue with step 2.
2. Resuspend cell pellet in PBS to a final volume of 200 pL.
3. Add 20 pL QIAGEN Protease or proteinase K.

4. Continue with step 3 of “Protocol: DNA Purification from Blood or Body Fluids (Spin
Protocol)”, page 37.
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Appendix C: Protocols for Bacteria

These protocols have been used successfully for bacteria such as Escherichia coli, Bacillus
subtilis, and Bordetella pertussis from nasopharyngeal swabs; Borrelia burgdorferi from
cerebrospinal fluid; and Legionella pneumophila from broncho-alveolar lavage. For other
bacteria, follow the protocol for Gram-positive bacteria, especially other Gram-positive

bacteria, which may be difficult fo lyse.

For isolation of bacterial DNA from urine, either follow the protocol for biological fluids, or
use the QlAamp Viral RNA Mini Kit. Urine contains numerous unidentified PCR inhibitors.
Buffer AVL (included in the QlAamp Viral RNA Mini Kit) is the buffer of choice to destroy these

inhibitors.

Some bacteria (particularly Gram-positive bacteria) require pre-incubation with specific
enzymes such as lysozyme” or lysostaphin* (e.g., staphylococci) to lyse the rigid multilayered

cell wall. In these cases the protocol for Gram-positive bacteria should be used.

Additional reagents required

* For swabs: Phosphate-buffered saline (PBS)* containing a common fungicide*

 For Gram-positive and difficult-to-lyse bacteria: 20 mg/mL lysozyme or 200 pg/mlL
lysostaphin solution in 20 mM Tris-Cl,* pH 8.0, 2 mM EDTA,* 1.2% Triton®*

*When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).
¢ Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

* Avoid repeated freezing and thawing of stored samples, since this leads to reduced DNA

size.

Things to do before starting

* Equilibrate the sample to room temperature (15-25°C).
* Heat 2 water baths or heating blocks: one to 56°C and one to 70°C.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution.

¢ Ensure that Buffers AW1 and AW2 have been prepared according to the instructions on
page 23.

¢ If a precipitate has formed in Buffer ATL or Buffer AL, dissolve by incubating at 56°C.

Isolation of bacterial DNA from biological fluids

1. Pellet bacteria by centrifugation for 10 min at 5000 x g (7500 rpm).
2. Resuspend bacterial pellet in 180 pL Buffer ATL (supplied in the QlAamp DNA Mini Kit).

3. Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).
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Isolation of bacterial DNA from eye, nasal, pharyngeal, or other swabs’
1. Collect samples and place in 2 mL PBS containing a common fungicide. Incubate for
several hours at room temperature (15-25°C).

2. Follow the biological fluids protocol above from step 1.

Isolation of genomic DNA from bacterial plate cultures

1. Remove bacteria from culture plate with an inoculation loop and suspend in 180 pL of
Buffer ATL (supplied in the QlAamp DNA Mini Kit) by vigorous stirring.

2. Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).

Isolation of genomic DNA from bacterial suspension cultures

1. Pipet 1 mL of bacterial culture into a 1.5 mL microcentrifuge tube, and centrifuge for 5 min
at 5000 x g (7500 rpm).

2. Calculate the volume of the pellet or concentrate and add Buffer ATL (supplied in the
QIAamp DNA Mini Kit) to a total volume of 180 pL.

3. Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).

*See also “Protocol: DNA Purification from Buccal Swabs (Spin Protocol)” on page 53.
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Isolation of genomic DNA from Gram-positive bacteria

1.
2.

Pellet bacteria by centrifugation for 10 min at 5000 x g (7500 rpm).

Suspend bacterial pellet in 180 plL of the appropriate enzyme solution (20 mg/ml
lysozyme or 200 pg/mL lysostaphin; 20 mM Tris-HCl, pH 8.0; 2 mM EDTA;1.2% Triton).

Incubate for at least 30 min at 37°C.

Add 20 pL proteinase K and 200 pL Buffer AL. Mix by vortexing.
Incubate at 56°C for 30 min and then for a further 15 min at 95°C.
Note: Extended incubation at 95°C can lead to some DNA degradation.
Centrifuge for a few seconds.

Follow the “Protocol: DNA Purification from Buccal Swabs (Spin Protocol)” from step 6
(page 47).
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Appendix D: Protocol for Yeast (e.g., Cultured
Candida spp.)

Additional reagents required

« Sorbitol buffer (1 M sorbitol, 100 mM EDTA, 14 mM &mercaptoethanol)’

* Zymolase or lyticase*

Important points before starting

¢ Lysis time and yield will vary from sample to sample depending on the cell number and
species processed. A total of 3 mL of log-phase culture will yield approximately 15-25 pg
of DNA in 400 pl of water (37-62 ng/pl), with an Aygo/Argg ratio of 1.6-1.8.

¢ A third elution with 200 pL of Buffer AE or water will increase yield.
* All centrifugation steps are carried out at room temperature (15-25°C).
e Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

¢ Avoid repeated freezing and thawing of stored samples, since this leads to reduced DNA

size.

*When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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Things to do before starting

Equilibrate the sample to room temperature (15-25°C).
Heat three water baths or heating blocks: one to 30°C, one to 56°C, and one to 70°C.
Equilibrate Buffer AE or distilled water to room temperature for elution.

Ensure that Buffers AW1 and AW2 have been prepared according to the instructions on
page 23.

If a precipitate has formed in Buffer ATL or Buffer AL, dissolve by incubating at 56°C.

Procedure

Grow yeast culture in YPD medium to an OD600 of 10.
Harvest 3 mL of culture by centrifuging for 10 min at 5000 x g (7500 rpm).

Resuspend the pellet in 600 plL sorbitol buffer. Add 200 U zymolase or lyticase and
incubate at 30°C for 30 min.

Pellet the spheroplasts by centrifuging for 5 min at 5000 x g (7500 rpm).
Resuspend the spheroplasts in 180 plL Buffer ATL (supplied in the QlAamp DNA Mini Kit).

Follow the “Protocol: DNA Purification from Tissues (QlAamp DNA Mini Kit)” from step 3
(page 47).
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Appendix E: Protocols for Viral DNA

For simultaneous purification of viral DNA and RNA from plasma or serum, we recommend
using the QlAamp MinElute Virus Vacuum Kit or the QlAamp MinElute Virus Spin Kit. These
kits provide viral nucleic acid purification with minimal elution volumes for higher sensitivity in
downstream applications. All buffers and components of these kits are guaranteed to be
RNase free. Viral nucleic acid purification using the QIAamp MinElute Virus Spin Kit can be

fully automated on the QlAcube for increased standardization and ease of use.

Important points before starting

e Stool, plasma, serum, urine, cerebrospinal fluid, and other body fluids often contain very
low numbers of cells or viruses. In these cases, concentrating samples from up to 3.5 mL to
a final volume of 200 pl, as described in the “Appendix J: Protocol for Sample

Concentration” on page 93, is recommended.
¢ All centrifugation steps are carried out at room temperature (15-25°C).

 Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

Things to do before starting

e Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.
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Integrated viral DNA

Integrated viral DNA is prepared by the same procedures as genomic DNA (see standard

protocols).

Free viral DNA from fluids or suspensions

For preparation of DNA from free viral particles in fluids or suspensions (other than urine)
using the “Protocol: DNA Purification from Blood or Body Fluid” protocols we recommend the
addition of 1 plL of an aqueous solution containing 5-10 pg of carrier DNA (e.g., poly dA,
poly dT, poly dA:dT)* to 200 pL Buffer AL.

To ensure binding conditions are optimal, increase the volume of ethanol added at step 6 from

200 to 230 pL.

Elution should be in 60 pL Buffer AE.

Free viral DNA from stool

Additional equipment and reagents required

e 0.89% saline solution

e 0.22 pm filter
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Procedure

1.

82

Suspend 0.5-1.0 mL of a stool specimen in not more than 5 mL of 0.89% NaCl (maximum

dilution 1:10).
Clarify the solution by centrifugation for 20 min at 4000 x g.
Filter supernatant through a 0.22 pm filter.

Filiration will remove cells from the sample, eliminating cellular DNA from the

preparation.

Pipet 200 pL of the filtrate into a 1.5 mL microcentrifuge tube. Add 20 plL QIAGEN
Protease and continue with the “Protocol: DNA Purification from Blood or Body Fluids

(Spin Protocol)” from step 3 (page 37).
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Free viral DNA from eye, nasal, pharyngeal, or other swabs

Additional reagent required

« Phosphate-buffered saline (PBS) containing a common fungicide”

Procedure

e Collect samples and transfer to 2 mL PBS containing a common fungicide and bactericide.

Incubate for 2-3 hours at room temperature (15-25°C).

 Concentrate the samples from 2 mL to 200 pL as described in the “"Appendix J: Protocol

for Sample Concentration” on page 93.

e Pipet 200 pL concentrate into a 1.5 ml microcentrifuge tube. Add 20 pL QIAGEN
Protease and continue with the “Protocol: DNA Purification from Blood or Body Fluids

(Spin Protocol)” from step 3 (page 37).

Viral DNA from urine

* Use the QlAamp Viral RNA Mini Kit. Urine contains numerous unidentified PCR inhibitors.
Buffer AVL (included in the QlAamp Viral RNA Mini Kit) is the buffer of choice to inactivate

these inhibitors.

¢ Eluting the DNA in 50-100 L elution buffer or water is recommended.

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For more
information, consult the appropriate safety data sheets (SDSs), available from the product supplier.
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Appendix F: Protocols for Eye, Nasal, or
Pharyngeal Swabs

Stool, plasma, serum, urine, cerebrospinal fluid, and other body fluids often contain very low
numbers of cells or viruses. In these cases, concentrating samples from up to 3.5 ml to a final
volume of 200 pl, as described in the “Appendix J: Protocol for Sample Concentration” on

page 93, is recommended.

DNA viruses

See “Appendix E: Protocols for Viral DNA” on page 80.
Bacteria

See “Appendix C: Protocols for Bacteria” on page 74.

Cells

Additional reagent required

e Phosphate-buffered saline (PBS) containing a common fungicide

Important points before starting

* All centrifugation steps are carried out at room temperature (15-25°C).

e Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).
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Things to do before starting

« Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
* Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

* If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure
1. Collect samples and transfer into 2 mL PBS containing a common fungicide and

bactericide. Incubate for 2-3 h at room temperature (15-25°C).

2. Concentrate the samples from 2 mL to 200 pL as described in the “Appendix J: Protocol
for Sample Concentration” on page 93. Alternatively pellet the cells by centrifuging for

10 min at 5000 x g (7500 rpm).

3. Pipet 200 pL concentrate into a 1.5 mL microcentrifuge tube. Alternatively resuspend the
cell pellet in 200 pL PBS. Add 20 pL QIAGEN Protease and continue with the “Protocol:
DNA Purification from Blood or Body Fluids (Spin Protocol)” from step 3 (page 37).

Eluting the DNA in 50-100 pL of Buffer AE or water is recommended.
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Appendix G: Protocol for Mitochondrial DNA
from Platelets

Additional reagent required

* Due to the increased volumes of Buffer AL and QIAGEN Protease that are required for the
following protocol, fewer preparations can be performed. Additional Buffer AL and

QIAGEN Protease can be purchased separately.

Important point before starting

* All centrifugation steps are carried out at room temperature (15-25°C).

Things to do before starting

* Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
* Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

* If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

1. Draw blood in the presence of a common anticoagulant.

2. Take 8 mlL of the blood and prepare platelet-rich plasma by centrifugation at 100 x g for
15 min at room temperature (15-25°C).
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10.

Transfer upper layer into a new tube and remove residual blood cells by centrifugation at

200 x g for 10 min at room temperature.
Transfer supernatant to a new tube.

Add 400 pL platelet suspension to a 1.5 mL microcentrifuge tube containing 40 plL
QIAGEN Protease or proteinase K. Add 400 pL Buffer AL and mix thoroughly by

vortexing.
Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.

Add 400 plL ethanol (96-100%), and mix again by vortexing. Briefly centrifuge to remove
drops from inside the lid.

Apply 620 pl of the lysate to the QlAamp Mini spin column (in a 2 mL collection tube)
without wetting the rim. Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min.
Place the QlAamp Mini spin column in a clean 2 mL collection tube (provided), and

discard the tube containing the filtrate.”

Apply the remainder of the lysate to the QlAamp Mini spin column without wetting the rim.
Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min. Place the QlAamp Mini

spin column in a clean 2 mL collection tube, and discard the tube containing the filtrate.

Continue with step 8 of the “Protocol: DNA Purification from Blood or Body Fluids (Spin
Protocol)” (page 37).

Eluting the DNA in 50-100 plL of Buffer AE or water is recommended.

*Flow-through contains Buffer AL or Buffer AW 1 and is therefore not compatible with bleach. See page 8 for safety
information.
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Appendix H: Protocol for CSF and Bone Marrow
on Hematological Slides

Additional equipment and reagents required

e Phosphate-buffered saline (PBS)

¢ Clean microscope slide

Important points before starting

¢ All centrifugation steps are carried out at room temperature (15-25°C).

* Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

Things to do before starting

* Equilibrate samples to room temperature (15-25°C).
 Heat a water bath or heating block to 56°C.
¢ Equilibrate Buffer AE or distilled water to room temperature for elution.

 Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according fo the instructions on page 23.

¢ If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

88 QIAamp DNA Mini and Blood Mini Handbook | 07/2025



Procedure

1. Moisten the dried material with a drop of PBS.
Add 180 pL PBS to a 1.5 mL microcentrifuge tube.
Scrape cytological material into the microcentrifuge tube using the edge of a clean slide.

Dissolve the resulting sludge by pipetting up and down.

O > N

Add 20 pL QIAGEN Protease and continue with the “Protocol: DNA Purification from
Blood or Body Fluids (Spin Protocol)” from step 3 (page 37).
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Appendix |: Protocol for Crude Cell Lysates and
Other Samples

For preparation of genomic DNA from samples other than those listed in this handbook or for

which specialized protocols are not available, the following procedure is recommended.

QIAGEN is continuously developing and optimizing QlAamp protocols for new sample
sources not included in this handbook. Additional preliminary protocols developed by
customers are available for bone, hair, nails, sperm, fungi, and many other sample types.
Please contact one of our Technical Service Departments or your local distributor (see back

cover or visit www.giagen.com) for more information.

Additional reagent required

« Cell lysis buffer”

Important points before starting

» Optimal lysis conditions must first be found for the specific sample being processed.

QIAamp lysis buffers are not suitable for all sample sources.
* All centrifugation steps are carried out at room temperature (15-25°C).

¢ Use carrier DNA if the sample contains <10,000 genome equivalents (see page 24).

“When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles.
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Things to do before starting

Equilibrate samples to room temperature (15-25°C).
Heat a water bath or heating block to 56°C.
Equilibrate Buffer AE or distilled water to room temperature for elution.

Ensure that Buffer AW1, Buffer AW2, and QIAGEN Protease have been prepared

according to the instructions on page 37.

If a precipitate has formed in Buffer AL, dissolve by incubating at 56°C.

Procedure

N o O A~ W

Lyse sample in the sample-specific lysis buffer in as small a volume as possible (200 pL of

lysis buffer is optimal).

Estimate the volume of the lysate.

Add 20 pl proteinase K per 200 pl lysate.

Add 200 pL Buffer AL per 200 pL lysate.

Mix immediately by pulse-vortexing for 15 s.

Incubate at 56°C for 10 min. Briefly centrifuge to remove drops from inside the lid.

Check the pH of the lysate. The pH must be acidic (<7.0) to obtain maximum binding of
DNA to the QlAamp membrane.

Add 200 pl ethanol (96-100%) per 200 pL lysate, and mix again by pulse-vortexing for

15 s. Briefly centrifuge to remove drops from inside the lid.
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9.

Apply 620 pl of the lysate to the QlAamp Mini spin column (in a 2 mL collection tube)
without wetting the rim. Close the cap, and centrifuge at 6000 x g (8000 rpm) for 1 min.
Place the QlAamp Mini spin column in a clean 2 mL collection tube (provided), and

discard the tube containing the filtrate.”

Repeat step 9 until the whole lysate is loaded. A maximum of 5 x 620 pL can be loaded

onto the QlAamp Mini spin column.

Continue with step 8 of the “Protocol: DNA Purification from Blood or Body Fluids (Spin
Protocol)” (page 37).

Note: Yields will vary from sample to sample depending on the cell number and species

processed.

*Flow-through contains Buffer AL or Buffer AW1 and is therefore not compatible with bleach.
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Appendix J: Protocol for Sample Concentration

Plasma, serum, urine, cerebrospinal fluid, and other body fluids often contain very low
numbers of cells, bacteria, or viruses. In these cases, concentrating samples from up to 3.5 mL

to a final volume of 200 pl is recommended.

Additional equipment required

e Centrifugal microconcentrators such as Amicon® Centricon- 100 (Millipore, 2 mlL),
Microsep 100 (Filtron, 3.5 ml), and UltraFree® CL (Millipore, 2 mL), or equivalents from

other suppliers

Procedure

1. Apply up to 3.5mlL sample to the microconcentrator, according to manufacturer’s
instructions.

2. Centrifuge according to manufacturer’s instructions to a final volume of 200 pL.

3. It may not always be possible to concentrate samples to 200 pL due to the high viscosity of

the sample (e.g., plasma). In these cases, centrifugation for 6 h is recommended.

4. Pipet 200 pL concentrate into a 1.5 mL microcentrifuge tube and follow the appropriate

QIAamp protocol for the specific sample.
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Ordering Information

Product Contents Cat. no.

EZ2 RNA/miRNA Tissue/Cells For 48 preps: EZ2 RNA/miRNA Tissue/Cells cartridge, Filter Tips 050035

Kit (48) and Holders, Tubes, RNase-free DNase, Buffer RLT, Proteinase K
Benchtop instrument for automated isolation of nucleic acids from

EZ2 Connect up to 24 samples in parallel, using sealed prefilled cartridges; 9003210
includes 1-year warranty on parts and labor

Accessories and reagents

6”&30:5' Tissue Reagent For immediate stabilization of DNA, RNA, and protein in tissues 76405

RNAprotect Tissue Reagent For stabilization of RNA in 25 x 200 mg tissue samples: 50 mL 76104

(50 mL) RNAprotect Tissue Reagent

RNAprotect Tissue Reagent For stabilization of RNA in 125 x 200 mg tissue samples: 250 mL 76106

(250 ml) RNAprotect Tissue Reagent

RNAprotect Cell Reagent

(250 ml) 250 mL RNAprotect Cell Reagent 76526

- 50 Disposable Filter-Tips, 50 Disposable Tip Holders; additional
Filter Tips and Holders, EZ1 (50) tips and holders for use with EZ1, EZ1&2 and EZ2 Kits 994900
. . Genome-wide, bicinformatically validated primer sets for use in
QuantiTect Primer Assay (200) SYBR Green-based realtime RT-PCR on any cycler 249900
QuantiTect Reverse Transcription  For fast and convenient procedure for cDNA synthesis with
) . ; 205311

Kit (50) integrated genomic DNA removal

QlAshredder (50) 5(? fhsposable celllysate homogenizers for use in nucleic acid 70654
minipreps

QlAshredder (250] 250 disposable cell-lysate homogenizers for use in nucleic acid 70656
minipreps

Instruments

TissueRuptor I Handheld rotor-stator homogenizer, 5 TissueRuptor Disposable 0002755
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Product Contents Cat. no.

Bead mill with touch screen for simultaneous disruption of up to 192 0003240

Tissuelyser IlI
samples

Tissuelyser LT Compact bead mill for simultaneous disruption of up to 12 samples 85600

For up-to-date licensing information and product-specific disclaimers, see the respective
QIAGEN kit handbook or user manual. QIAGEN kit handbooks and user manuals are
available at www.qiagen.com or can be requested from QIAGEN Technical Services or your

local distributor.
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Document Revision History

Date Changes

06/2023 Added line under Ordering Info for QlAamp DNA Blood Mini QlAcube Kit (240) (Cat. no. 51126)

03/2024 o Added cat.no to kits, buffers accessories and enzymes. Updated references to kits. Removed one
section in Appendix section.

o Added Proteinase K in Kit Contents section.
o Added kit compatibility with both QlAcube classic and QlAcube Connect
« Added specific description on the functionality of QlAamp DNA Blood Mini QlAcube Kit.

o Added specific description on the preinstalled protocol configurations of the QlAcube instruments.

07/2025 Corrected links of section all throughout the handbook.
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Limited License Agreement forQlAamp DNA Mini Kit and QlAamp DNA Blood Mini Kit

Use of this product signifies the agreement of any purchaser or user of the product to the following terms:

1.

The product may be used solely in accordance with the protocols provided with the product and this Instructions for
Use and for use with components contained in the kit only. QIAGEN grants no license under any of its intellectual
property fo use or incorporate the enclosed components of this kit with any components not included within this kit
except as described in the protocols provided with the product, this Instructions for Use, and additional protocols
available at www.qiagen.com. Some of these additional protocols have been provided by QIAGEN users for
QIAGEN users. These protocols have not been thoroughly tested or optimized by QIAGEN. QIAGEN neither
guarantees them nor warrants that they do not infringe the rights of third-parties.

Other than expressly stated licenses, QIAGEN makes no warranty that this kit and/or its use(s) do not infringe the
rights of third-parties.

This kit and its components are licensed for one-time use and may not be reused, refurbished, or resold.
QIAGEN specifically disclaims any other licenses, expressed or implied other than those expressly stated.

The purchaser and user of the kit agree not to take or permit anyone else to take any steps that could lead to or
facilitate any acts prohibited above. QIAGEN may enforce the prohibitions of this Limited License Agreement in any
Court, and shall recover all its investigative and Court costs, including attorney fees, in any action to enforce this
Limited License Agreement or any of its intellectual property rights relating to the kit and/or its components.

For updated license terms, see www.qiagen.com.

Trademarks: QIAGEN®, QIAamp®, QlAcube®, FlexiGene®, Gentra®, Puregene®, InhibitEX®, MinElute®, TissueRuptor®
(QIAGEN Group); Amicon®, Centricon®, UliraFree® (Merck KGaA); DACRON® (INVISTA North America S.AR.L.
Corporation); Puritan® (Puritan Medical Products Company); Triton® (Union Carbide Corp.); Tween® (ICI Americas Inc.).
Registered names, trademarks, etc. used in this document, even when not specifically marked as such, are not to be

considered unprotected by law.

07/2025 HB-0329-007 © 2025 QIAGEN, all rights reserved.
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UHCTPYKUUA MO NPUMEHEHUIO

KomMmnnekTa peareHToB gna nonyyeHus kQHK Ha matpuue PHK

«PEBEPTA-L»
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CMUCOK COKPALLEHUN
B HacTosLen NHCTPYKUUKM MPUMEHSIOTCA CreayoLlmne cokpalleHns
N 0003HAYEHUS:;

OHK — 0e30KCUPNBOHYKNENHOBASA KNCoTa
KIIHK — koMmnnemeHTapHas [HK, nonyyaemas B peakunn obpatHom
TpaHckpunumn Ha maTtpuue PHK
MnupP — nonnMepasHas uenHas peakums
PHK — puBOHYKNenHoBas Kncnorta
®BYH LIHWM — depgepansHoe BlogKeTHOe yupexaeHue Hayku «LleHTpanbHbIn
Hay4HO-uccnenoBaTenbCKUA MHCTUTYT 3NUAEMUONOTNNY
Annaemmonornu -
depnepanbHon cnyx6bl N0 HaA30py B cdhepe 3almThbl Npas
PocnotpebHaasopa y
notpeburtenen n Gnarononyyns Yenoeeka
HA3HAYEHUE

Komnnekt peareHtoB «PEBEPTA-L» npegHasHavyeH AOns
nonydeHusa kKOHK Ha maTtpuue PHK ons nocnegytouiero aHanusa
METOAOM MOSIMMEPAa3HON LIEMHON peakuun.

NMPUHUUIMN METOOA

MonydyeHne kOHK Ha wmaTtpuue PHK, akcTtparmpoBaHHOM u3
nccrnegyemoro bnuomatepuana, NpoBOAMUTCS C NOMOLLbID depMeHTa
obpaTtHomn TpaHcKpunTasbl (peBepTasbl) n KOPOTKNX
ONIUrOHYKIIEOTNOOB (rekcamMepoB) Crly4anHOW nocrnenoBaTenbHOCTU
B KayecTBe NpanvmMepoB Ans nonumMmepusaumm (paHaoM-npanMepsl).
B pesynbTtate peakuum obpaTHOM TPaAHCKPUNUUN CUHTE3NPYETCH
k[QHK co Bcex PHK, npucytcTtBylomnx B uccnegyemom obpasue.

ObpaTtHaa TpaHckpunuma PHK saBnsetca npeaHanutuyecknm
9Tarnom B KNUHNYECKOW NnabopaTOpHOM ANarHOCTUKE.

®OPMbIl KOMMJNEKTALUN.

Komnnekt peareHTOB BbinyckaeTcsd B 4 oopmax KoOMMsiekTauum:
Popma 1 Bknwovaetr Komnnekt peareHtoB «PEBEPTA-L»
BapuaHT 50.

Popma 2 Bknw4yaetr Komnnekt peareHtoB «PEBEPTA-L»
BapuaHT 100.

Popma 3 BkNw4vaeTr Komnnekt peareHtoB «PEBEPTA-L»
BapuaHT 100M.

Pdopma 4 Bknwvaer Komnnekt peareHtoB «PEBEPTA-L»
BapuaHT 200M.
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MEPbLI MPEOOCTOPOXHOCTHU

PaboTta gormkHa npoBoauTbCs B nabopatopuu, BbIMOMHAOLEN
MONEKysipHo-bmnonormyeckme (MUP) nccrnenoBaHug
buonornyeckoro  martepuana Ha  Hanudme  BO3byauTernen
NHMEKUNOHHBLIX  ©onesHen, Cc  cobnogeHnem  caHuTapHo-
anugemmonormndecknx npasun CIl 1.3.2322-08 «besonacHocTb

paboTbl C MukpoopraHmamamu IlI-IV  rpynn natoreHHocTu
(omacHocTn) w© BO3ByauTENAMM  napasvTapHbiXx OonesHemn»,
CaHlluH 2.1.3684-21 «CaHuTapHo-annaeMmnosnornyeckme

TpeboBaHUS K COAepXaHU TEPPUTOPUNA TOPOACKUX U CeNbCKUX
NocefieHnn, K BOOHbIM OObekTaMm, NUTbLEBOWM BOAE W MUTLEBOMY
BOOOCHAOXeHU0, aTMocdepHOMY BO34yXy, Mo4YBaM, XUMbIM
NoMeLeHnsaM, aKcnnyaTtaunmm npon3BoACTBEHHbIX, OBLLECTBEHHbIX
NoMeLLEHNN, opraHusayum 7 NPOBEAEHUIO  CaHUTapHO-
NPOTMBOANNAEMNYECKNX (MPOPUNAKTUYECKNX) MEPONPUATUN» W
meToamndecknx ykasaHum MY 1.3.2569-09 «OpraHusauus paboTbl
nabopatopun, NCMNOSb3YHOLLNX MeToabl amnnndumkaumm

HYKNEWHOBbLIX KUCMOT npu paboTe Cc maTepuanom, coaepkallinm

MUKpoopraHuamsl |-V rpynn natoreHHOCTU».

KomnnekT peareHTOB npegHasHayeH Angd  O4HOPa3oBOro
npumeHeHns ansa nposenerHus [MLUP-nccnepnosaHmna ykasaHHOro
konuyectBa nNpob (cMm. pasgen «CoctaBy).

KoMnnekT peareHTOB roToB K MPUMMEHEHMUIO COrfacHO OaHHOM
NHCTPYKUMN. [1pUMEHATb  KOMMMEKT peareHToB CTpPOro o
Ha3Ha4YeHuto.

[Mlpn pabote HeobOxoAuMMO Bcerga BbINOMAHATL — crneaytowme
TpeboBaHUS:

— TemnepaTypa B nomelleHun nabopatopum ot 20 go 28 °C,
OTHOCUTENbHAagA BraXxHoOCTb OoT 15 Ao 75%.

— [Honyckatb K paboTe C KOMMNEKTOM peareHToB TOJSIbKO
nepcoHarn, oby4YeHHbIn MeTogamM MOSEKYNAPHON ANArHOCTUKN U
npasunam paboTbl B KINUHUKO-gMarHocTnyeckon nabopartopun B
YCTaHOBIEHHOM MOpPSIAKE.

— He wcnonb3oBaTb KOMMMEKT peareHToB, €Cfn HapylleHa
BHYTPEHHAA YyMNakoBKa WM  BHEWHWW BWMO peareHta He
COOTBETCTBYET ONUCAHUIO.

— He ucnonb3oBaTb KOMMMEKT peareHToB, €Cnn He cobniganuch
YCNOBUSI  TPAHCNOPTUPOBAHUS UM XPaHEHUSI  COrfacHo
NHCTPYKLUMN.
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— He wncnonb3oBaTb KOMMMEKT peareHToB MO WUCTEYEHUU CPoKa
rOAHOCTMW.

— Wcnonb3oBaTb  OQHOPa30Bble  HEOMyApPeHHble  nepyaTtku,
nabopaTopHble xanaTbl, 3awuaTb rnasa Bo Bpemsi paboTtbl C
obpasuamm u peareHTamu. TuwaTeNbHO BbIMbITb PYKM MO
OKOH4YaHuK paboTbl. Bce onepaunn nNpPoOBOAATCS TOMNbKO B
nepyaTtkax Ang UCKIOYEHUs] KOHTaKTa C OPraHM3MoM YerioBeka.

— W3sberatb BAObIXaHMA NApoOB, KOHTAKTa C KOXeu, rnasamm u
cnusncton obonoudkon. BpegeH npu npornateiBaHun. [lpu
KOHTaKTe HemMeaneHHO NPOMbITb NOPaXeHHOEe MecTo BOAOW, Npu
HeobxoanmMocTn obpaTUTbCs 3a MEOUNLMHCKOW MOMOLLIBIO.

[Mp  mncnonb3oBaHMM MO  HasHadeHUo KU cobngeHnn
BblLLENEPEYNCNEHHbIX Mep NpPeaoCTOPOXKHOCTH KOMMNNEKT
peareHToB 6e3onaceH.

[Mpn cobnogeHnn ycrnoBun TPaHCNOPTUPOBKKU, IKcChnyaTauuun u
XpaHEHUs1 PUCKN B3pbiBa U BO3ropaHusi OTCYTCTBYIOT.

CBefieHMst 0 6e30MacHOCTN KOMMSIEKTa peareHToB AOCTYMHbI MO
3anpocy.

CBEOEHUA OB YTUITU3ALUUN

Hewuncnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLIMM CPOKOM
rOQHOCTW, UCMONb30BaHHbIE peareHTbl, YNakoBKy!, Guonornyeckui
mMatepuan, a Takke mMaTepuanbl, WHCTPYMEHTbl W nNpeaMeThl,
3arps3HeHHble OuMosiormyeckum martepuanom, criegyeTr yaandtb B
cooTtBeTcTBUK C TpeboBaHnamu CaHllnH 2.1.3684-21 «CaHuTapHo-
anugemuonornyeckue TpeboBaHWA K cogepXaHul TepputTopun
FOPOACKUX N CENbCKUX NOCESNEHNIN, K BOAHbIM 0ObeKkTaM, MMTLEBON
BOOE W NUTbEBOMY BOAOCHaOXeHWo, aTMOCKEpPHOMY BO3OYXY,
no4BaMm, XUnbIiM NOMELLEHUSM, IKChnyaTaumm nNpon3BOLCTBEHHbIX,
OOLLECTBEHHbBIX  MOMELLUEHUN, OpraHu3auum ”  NPOBELEHUIO
CaHUTapPHO-NPOTUBO3ANNLOEMUYECKNX (MpounakTnyeckmx)
MepPOnpUATUIAY.

AOONONHUTEINbHbLIE MATEPUAIIbI U OBOPYOOBAHUE

1. JlammHapHbIn BOKC Knacc brnonorndeckon 6eszonacHocTu Il Tun A
(Hanpumep, «bABM-01-«JlamuHap-C»-1,2», 3A0 «JlammHapHble
cuctemsl», Poccusa, nnm aHanorn4yHoln).

! Hewucnonb3oBaHHble peareHTtbl, peareHtbl C UCTEKWMNM CPOKOM rogHOCTWU, MUCNOJIb3OBaHHbIE
peareHTbl, ynakoBka OTHOCATCA K Kinaccy onacHoOCT MeaununHCKMX oTxonoB I.
‘
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2. TepmocTaT ans npobupok Tuna «3dnneHgopd» ot 25 go 100 °C
(Hanpumep, SIA Biosan («CUA bwocaH»), JlatBusa, wnu
aHanormyHoln) wmnn amnnudukatop (Hanpumep, MaxyGene
Gradient (Axygen, Scientific Inc. («3kcngkeH CaeHTUuUK,
NHk»), CLLUA, nnu aHanormnyHeln).

3. Boprtekc (Hanpumep, SIA Biosan («CUA Buocany), Jlateusa, nnm
aHanorn4yHboln).

4. ABTOMaTMYeCKMEe [03aTopbl NepeMeHHoro obbema (Hanpumep,
OO0 «buoxut», Poccusa, nnn aHanornyHole).

5. OgHopasoBble nonuNponuneHoBbie Mnpobupkn obvemom 0,2
(0,5) mn (Hanpumep, Axygen, Inc. («3kcmoxeH, WHk»), CLUA,
NN aHanornyHoble).

6. OgHOpa3oBble HAKOHEYHUKM [ANns  [003aTOpPOB  MNEepPeMEHHOro
obbema ¢ unetpom go 200 mkn (Hanpumep, Axygen, Inc.
(«OkenmxkeH, NHk»), CLUA, unu aHanornyHble).

7. WraTtuebl gnsa npobupok obbemom 0,2 (0,5) mn (Hanpumep,
Axygen, Inc. («3kcumkeH, NHk»), CLUA, nnn aHanornyHole).

8. XonoaunbHUK C MOPO3UITbHOM KaMepoWn OT MUHYC 24 0O MUHYC
16 °C.

9. OToenbHbIM Xanar, Wwanoyku, o0yBb U O4HOPA30BbLIE NepYaTKU.

10.EmkocTb anga cbpoca HaKOHEYHMKOB.

B3ATUE, TPAHCNOPTUPOBAHWUE U XPAHEHUE
UCCNEOYEMOIO MATEPUATIA. UHTEP®EPUPYIOLLUUE
BELWWECTBA U OTPAHUYEHUA NO UCMNOJIb3OBAHUIO NMPOB
UCCINEOYEMOIO MATEPUATNA

MaTtepunanom ans npoBeeHuns peakunm obpaTtHom
TpaHcKkpunummn cnyxut pacteop PHK, nonyyeHHbIM paHee Ha 3Tane
9KCTpakumn U3 nccrnegyemoro matepuana.

NHdopmauuio o nopagke B3ATUSA, YCNOBUSAX TPaHCMOPTUPOBaHUA
N XpaHeHNda uccnegyemoro matepuana, HeobxoguMocCTu N nopsake
ero noarotoBkn K akctpakumm PHK, a Takke wnHdopmaumio 06
NHTEpdEPUPYIOLLNX BeLeCTBax WM OrpaHUYeHUAX, CBA3AHHbIX C
npobon, CMOTpUTE B WHCTPYKUUM K MCNofb3yemMoMmy Habopy
peareHToB AN NpoBeAeHNs amnnudukaumnu.
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COCTAB
«PEBEPTA-L»

BapuaHt 50 wunn BapwuaHT 100

KOMIMJIEeKT

peareHToB anga nonydeHna KAHK Ha maTpuue PHK — Bknro4aer:

BapwuaHT 50 BapwuanTt 100
PeareHT OnucaHwne O61bewm, Kon-Bo O61bem, Kon-Bo
M1 M

miy. lNpo3payHas

RT-G-mix-1 BecLBETHAs KUAKOCTb 0,01 5 npobupok| 0,01 [10 npobupok

RT-mix Qp°3pa”“a" 0,125 |5 npoBupok| 0,125 {10 npo6upoK

€CLIBETHas XNOKOCTb

lMpospayHasa

PeBepTtasza (MMIv) BecLBETHAS KUAKOCTS 0,03 1 npobupka | 0,06 |1 npobupka
MpospayHasa

OHK-6ydep GECLBETHAS KUAKOCTb 1,2 1 npobupka 1,2 |2 npobupkn

Komnnekr peareHTOB BapuaHT
60 peakunn obpaTHOM TPaAHCKPMNLMM, BKITHOYAs KOHTPOSN.
Komnnekt peareHtoB BapuaHT 100 paccumtaH Ha npoBegeHue
120 peakumn obpaTtHOW TPaHCKPMMNLUW, BKITHOYAs KOHTPOSMN.

«PEBEPTA-L» BapuaHT 100M uvnn BapuaHT 200M — komnnekr
peareHToB anga nonydeHna KAHK Ha maTpuue PHK — Bknro4yaer:

50 paccumtaH Ha npoBeaeHue

BapuanTt 100M BapuanTt 200M
PeareHT Onucaxue O6bem, Kon-go Oo6tbem, Kon-go
M M
- MpospayHas
RT-G-mix-1 BecLBETHas KUAKOCTb 0,05 1 npobupka | 0,05 | 2 npobupkm
RT-mix onspaqHaﬂ 0,25 5 npobupok| 0,25 |10 npobupok
eCLIBETHas XUOKOCTb
MpospayHas
PeBepTtasza (MMIv) BecLBETHAS KUAKOCTS 0,06 1 npobupka | 0,06 | 2 npobupkm
MpospayHas
OHK-6ydep BECLBETHAS KAOKOCTb 1,2 2 npobupku 1,2 4 NpoBupku

Komnnekt peareHtoB BapuaHT 100M paccumtaH Ha npoBefeHwue
120 peakumn obpaTHOW TpaHCKPUNLUUK, BKITHOYAA KOHTPOSMN.
KomnnekTt peareHtoB BapuaHT 200M paccuuTaH Ha nposedeHue
240 peakunn obpaTHOM TPAHCKPUNLMK, BKIOYAS KOHTPOJSIN.

NPOBEOEHUE PEAKLMN OBEPATHOWU TPAHCKPUMLUUK

(npoBoautca B 3OHE 2 - nomeweHnn gna nposeaexHusn MNLUP-
amnnudmukauumn).
O6wmnin o6 Lem peakumm — 20 mkn, o6vem PHK-npoO6bI — 10 mkn.

BHUMAHMUE! lNpu pabote ¢ PHK Heo6xoaMmo ncnonb3oBaTtb
TONIbKO OA4HOpPa30Bble NMacTUKOBbIEe pacxodHble MaTepuanbl,
umerwme cneumanbHyro mapkmpoBKy «RNase-free», «DNase-

®opma 1: K3-4-50, [REF
®opma 3: K13-0053-100; ®opma 4:

REF

K13-0051-50; ®opma 2: IREF
K13-0054-200

VER

K3-4-100, IREF

K13-0052-100;
11.05.21 /ctp. 7n3 11



freey.

BHUMAHUE! O6bem pobGaBnsemMbiXx peareHTOB U NOPSAOK
npoBeAeHUA peakumMm MoryT ObITb pa3nnMyHbiMu. Heobxoammo
PYKOBOACTBOBATLCA  OMMCaHMEM MNpoOBeAEeHUAs  peakuuu
oGpaTHOMN TpaHCKpPUNLUUM, YKa3aHHbIM B MHCTPYKLUN K Habopy
peareHTOB ans BbISIBJIEHUA PHK aHanusanpyemoro
BO30yauTens.

NMopspok paboThi:

1. Otobpatb HeobOxoAMMOE KONMMYECTBO MNPobupok obbemom
0,2 (0,5) mn.

2. Mpn _uncnonb3oBaHWM KOMMJIEKTA peareHToB BapuaHT 50 wnu
BapuaHT 100:

— [lpurotoBnTL peakUNOHHYIO CMecb Ha 12 peakuui. [nga aToro
B Npobupky ¢ RT-mix BHecTn 5 Mkn RT-G-mix-1, TwartenbHO
nepemMewartb Ha BOPTEKCe, OCaaUTb Kaniu C KPbILWKK
NPOOUNPKM KpaTKOBPEMEHHbLIM LIEHTPUAYTMPOBaAHMNEM.

— K nonyyeHHomy pactBopy no6aButb 6 MKN peBepTas3bl
(MMIlv), nuneTtmpoBaTb 5 pas, NepemMellatb Ha BOPTEKCE.
Ocagntb Kannu C KPbIWKN NPOBMPKM KpaTKOBPEMEHHbLIM
LEeHTpUdYyrmpoBaHuemM.

3. [Npu ncnonb3oBaHuM koMnaekTa peareHToB BapuaHt _100M wmnu

BapuaHT 200M:

— [lpnrotoBnTb peakuMOHHYIO CMeCb Ha 24 peakuun. [ns aToro
B npobupky ¢ RT-mix BHectn 10mkn RT-G-mix-1,
TWaTeNnbHO nepemMewartb Ha BOPTEKCe, ocaauTb Kannu c
KPbILLKMN NpPO6BMpPKK KpaTKOBPEMEHHbIM
LEeHTpUdYyrmpoBaHuemM.

— K nonyyeHHoMy pactBopy Aob6asBuTb 12 MKN peBepTas3bl
(MMIlv), nuneTtupoBaTb 5 pas, nepemMewlatb Ha BOPTEKCE.
Ocagntb Kannu C KPbIWKA NPOBMPKM KpaTKOBPEMEHHbLIM
LEeHTpUdYrmpoBaHneM.

BHecTn B npobupkn no 10 MKn rotoBov peakumMoHHOW CMECH.

Mcnonb3yss HAaKOHEYHUKN C ad3pOo30SibHbIM BapbepoMm, ob6aBUTb

no 10 mkn PHK-npoG6bl B Nnpobupkn ¢ peakumMoHHON CMECHIO.

OCTOpOXHO nepemellaTb NMNETUPOBAHUEM.

6. lNoctaBuTb npobupkn B amnnugukatop (TepmocTaTt) C
Temnepatypon 37 °C Ha 30 MuH.

oA

®opma 1: K3-4-50, |REF| K13-0051-50; ®opma 2: IREF K3-4-100, IREF K13-0052-100;
dopma 3: K13-0053-100; ®opma 4: |[REF| K13-0054-200 AVER] 11.05.21 / ctp. 8 u3 11




7. lMNonyyeHHyo B peakunn obpatHou TpaHckpunuun kKOHK ang
nocneaywowen nocrtaHoskn [MLUP passectn B 2 pasa [OHK-
bydpepom (k 20 mkn kOHK oToenbHbIM  HakOHEYHUKOM C
aspo3osibHbiM  6apbepom aobasute 20 mkn OHK-6ydepa,
akKkypaTHO nepemMewaTtb nunetmposaHnem 10 pas).

NotoBbIn npenapaTt KAHK moxHO XpaHUTb nNpu Temnepartype

He Bbiwe MUHYC 16 °C B TeyeHue 1 Hea UM npu Temnepartype

He Bbiwe MUHYC 68 °C B TeyeHue roaga.

®opma 1: K3-4-50, |REF| K13-0051-50; ®opma 2: IREF K3-4-100, IREF K13-0052-100;
dopma 3: K13-0053-100; ®opma 4: |[REF| K13-0054-200 AVER] 11.05.21 / ctp. 9 u3 11




CPOKIogHOCTH, YCnoBuUA TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTU. 12 mec. KoMnnekT peareHTOB C UCTEKLLNM CPOKOM
rOAHOCTU NPUMEHEHUIO HE NOASIEXMUT.

TpaHcnopTupoBaHMe. KoMMMEKT peareHToB TpaHCNopTUpoBaTb
npu Temnepatype oT 2 go 8 °C He 6onee 5 cyT.

XpaHeHue. KoMNnekT peareHTOB XpaHUTb Npu TemrnepaTtype oT
MUHYC 24 0o muHyc 16 °C.

FTAPAHTUUHbIE OBA3ATENIbCTBA U3rOTOBUTENA

N3rotoBuTenb rapaHTupyeTt COOTBETCTBME OCHOBHBbIX
napamMeTpoB M XapakKTEPUCTUK KOMMSIEKTa peareHToB TpeboBaHUAM,
yKa3aHHbIM B TEXHUYECKOW M SKCnnyaTauMoHHOW OOKYMEHTauuu, B
TEYEHNE YKasaHHOro CpoKa rogHOCTM npu cobngeHnun BCex
YCINOBUM TPAHCMOPTUPOBaHUA, XPaHEHUSI N NPUMEHEHMUS.

Peknamayum Ha Ka4yeCcTBO KOMMMEKTa peareHToB HanpaendaTb Mo
agpecy 111123, r. MockBa, yn. Hosornpeesckas, gom 3A, e-mail:
obtk@pcr.ru 2.

[Mpn BbisBNEHUX MOBOYHLIX AEWCTBMA, HE YKasaHHbIX B
NHCTPYKLMN no NPUMEHEHNIO KOoMnnekTa peareHToB,
HeXenaTenbHbIX peakuun npu €ero Uucnonb3oBaHun, d¢akToB U
0bCcTOATENBLCTB, CO34aloWMX Yrpo3y XKU3HU U 300POBLI0 FpaxaaH u
MeONLMHCKNX pabOTHUKOB NMpu NPMMEHEHUM KOMMSIEKTA peareHToB,
pekoMeHayeTCca HanpaBUTb COOOLLEeHMe MO agpecy, yKasaHHOMY
Bbllle, U B YMNOSITHOMOYEHHYIO rOCYOapPCTBEHHYK PerynumpyroLLyro
opraHusauuio (B PO — depepanbHas cnyxba no Hagsopy B cdepe
34paBOOXpaHEHUs) B COOTBETCTBUU C OEUCTBYIOLLNM
3aKoHOOaTENbCTBOM.

3aseayrowui HMNN OMAn3
®bYH LUHUW 3nugemuonorum
PocnoTtpebHaasopa

. Q::?”&/ E.H. PognoHoBa

2 OT3biBbl M NpeanoXxeHns o npoaykunm «AMnNnMCeHc» Bbl MOXETE OCTaBWUTb, 3arOfiHWB aHKeTy
notpebutens Ha cante: www.amplisens.ru.

®opma 1: K3-4-50, [REF K13-0051-50; ®opma 2: IREF K3-4-100, IREF K13-0052-100;
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CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

REF

LOT

IVD

VER

®opma 1: K3-4-50, [REF
®opma 3: K13-0053-100; ®opma 4: [REF

Homep no Kartanory

Koa napTtum

MeauumnHckoe nsagenue ans
JNarHocTuKuM in vitro

[laTta nameHeHus

TemnepaTypHbI AManasoH

N3roTtoBuTenb

OcTtopoxHo! ObpaTutech K
WHCTPYKLMM NO MPUMEHEHNIO

Copaepxmmoro AoctatovHo ans
npoBegeHnst n-konmyecTea
TECTOB

Mcnonb3oBaTtb Ao

O6paTtntechb K MHCTPYKLUK NO
NPUMEHEHMIO

JaTa narotoBrnenHus

EEN ek
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®EAEPAABHAST CAYKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA30P)

PEFHCTPALI,HOHHOE YﬂOCTOBEPEHHE

HA MEAULUHWHCROE U3ZAEJIUE
ot 01 cenrsiopn 2021 rona Ne ®CP 2008/03994

Ha mMeaummHCKOE H3€eMe
KomnuaekT pearentos ais noaydenus k/IHK sa matpune PHK "PEBEPTA-L"
no TY 9398-005-01897593-2008

Hacrosimee pernctpaniuonHoe yIOCTOBEPEHHE BEIIAHO

DenepaiabHoe G10IKeTHOE yupexaenne HayKu ' IlenTpanbHbiii HAY9HO-
HCCJIEI0BATEILCKHI HHCTHTYT 3nuaemMuosoruun" ®egepanabHoi ¢/1y:x0b1 10 HAA30PY B
cdepe 3amuTHI NPaB NoTpebuTeNel U 61aromoy4Yns YeI0BeKa
(PBYH IITHUMH Dnupemuooruu Pocorpednanzopa), Poccus,
111123, Mockaa, y.I. HoBorupeeBckasg, 1. 3A

[IpouzBoautens

Penepannnoe 010pxeTHOE yupexkaenne Hayku ''IlenTpansHblii Hay9HO-
HCC/1E0BATEIbLCKHE HHCTHTYT 3nHaeMuodorun' @exepansHoi ¢ayx0b1 0 HAA30PY B
cepe 3a1MUTHI IPaB NOTPeGHTe el U O/IAroNoyYHs Ye10BeKa
(PBYH ITHUMH Dnnaevuosoruu Pocnorpeénanzopa), Pocens,
111123, MockBa, yia. HoBorupeesckas, 1. 3A

MecTo npou3BoACTBa MEAUIAHCKOTO H3ACIHA
CM.IIPHJIOKEHHE

Homep peructpanuonnoro nocke Ne P/I-41825/34977 ot 28.05.2021
Kiacc norennmansnoro pucka npuMeHeHHs MEIRIIMHCKOTO H3/IENHs 2a

‘I'{_o,u O6mepoccuiickoro KmaccudukaTopa MpoIyKIHH MO BUIaM SKOHOMUYECKOH
nesarenbaocTd 21.20.23.110

Hacrosiee perucTpaiuoHHOe yIOCTOBEPEHHE HMEET Hpmﬂﬁéhu&ag 1 nucre
SOk o,

npukazoM PocsapaBransopa ot 01 centsiops 2021 1 gﬁﬂ'ﬂ 83§4 %
JonylneHo k obpalnenuio Ha Tepputopur Poccuiic 6ﬁ dl‘:gl




OEAEPAABHAS CAYJKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP)

RPETMCTPALIHUOHHOMY YAOCTOBEPEHHIO
HA MEAULIHHCROE U3AEJIHE

ot 01 cenrnOps 2021 roxga Ne ®CP 2008/03994
JIuer 1

Ha memuiusaCcKoe u3zenue

Komnuaexr pearenToB s noxyuenus k/IHK na marpune PHK "PEBEPTA-L"
mo TVY 9398-005-01897593-2008, B cocrase:

KommuiekT peareHToB BeITyckaeTcs B 4 hopMax KOMIUICKTALHH:

@opma | BxmodaeT koMiuieKkT peareHToB «PEBEPTA-L» BapuanT 50, B cocrase:

- RT-G-mix-1 - 5 mpo6upox (0,01 m);

- RT-mix - 5 npo6upok (0,125 mi);

- Pepepraza (MMIv) - 1 mpo6upka (0,03 mu);

- IHK-6ydep - 1 npoGupka (1,2 mi).

®opma 2 BimogaeT koMmiutekT pearenToB «PEBEPTA-L» Bapuant 100, B cocrage:

- RT-G-mix-1 - 10 opo6upok (0.01 mx);

- RT-mix - 10 mpo6upoxk (0,125 mm);

- Perepraza (MMIv) - 1 npoGupka (0,06 mu);

- JHK-Gydep - 2 npobupku (1,2 m).

@opma 3 BrmogaeT KoMiuiekT pearentoB «PEBEPTA-Ly Bapuant 100M, B cocrase:
- RT-G-mix-1 - 1 npo6upka (0,05 mn):

- RT-mix - 5 npobupok (0.25 mi);

- Pesepraza (MMIv) - 1 npo6upxka (0,06 mi);

- THK-6ydep - 2 npobupku (1.2 mi).

@opma 4 BmovaeT KoMIuiekT peareHToB «PEBEPTA-L» Bapuant 200M, B cocTase:
- RT-G-mix-1 - 2 npo6upxku (0,05 mn);

- RT-mix - 10 npobupoxk (0.25 mi);

- Pesepraza (MML1v) - 2 npoGupku (0,06 mi):

- IHK-6ydep - 4 npobupku (1,2 mi).

OKCIUTyaTalHOHHASA TOKYMEHTAIHS:

- HHCTPYKIHS 110 IPpHMEHeHHIO - 1 1mT;

- MacrmopT KagecTBa - | mrt;

- KpaTKoe pyKOBOJICTBO - | miT.
MecTo npou3BoACcTBA:

1. ®bYH [THWUU Dmuapemuonornu PocniorpeGranzopa, Poccus, 111123, Mocksa,
yi1. HoBorupeesckas. 1. 3A.

2. ®bYH I[THWUH Snunemuonornu Pociotpebuanszopa. Pocens, 111123, Mockaa,
yi1. HoBorupeesckas. 1. 3A, ctp. 6.

=

3amecTurens pykoBoautens eaepansHoi
110 HaA30py B cdepe 31paBoOXpPaHEeHAN




Mpukasom Poca,qpaBHap,sopa YTBEPXOAKO
oT N 02 152 Ne 7 XS/ - // /7 5 [QupekTop denepanbHOro
; BHOAXKETHOIO YYPEXAEHUSA HAYKN
«LleHTpanbHbIN HAy4YHO-
nccnenoBaTeNbCKUA MHCTUTYT
anuaemuonorun» deaepansHow
cnyx6bl No Haasopy,B chepe
SAEVTERPAB nomeGMTenem W
A Braronrogigs wénosexa
S e A Y5Y  B.W.Mokposckuin
D 2012r.

MHCTPYKLUUA

Nno npuMeHeHno Habopa peareHToB
ONA BblABEHNA reHoB MeTanno-B-nakramas rpynn VIM, IMP
n NDM meTtogom nonnmepasHon uenHon peakumn (MLP)

C rmépunan3saunoHHo-dNyopecUeHTHON AeTeKUMEN

«AMnnuCenc® MDR MBL-FL»

AmMnnnCeHc®

®BYH LUHWN Snugemuonoruu
PocnoTtpebHansopa,

Poccuinckaa depepauusn, 111123,
ropog Mocksa, ynuua HoBormpeesckasi, aom 3a IVD
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CMUCOK COKPALLEHUN

B HacTosLEN

NHCTPYKUNN NPUMEHAIKTCA cnepywouwne

cokpalleHusi 1 0603Ha4YeHus:

BAJl - BpoHxoanbLBeoONApHLIN NaBax

BKO-FL - BHYTpEeHHWI KOHTPOSIbHBIN o6pase1.l ans Ha6opos C
rmépnan3aunoHHO-ITyOpeCUEeHTHON AeTeKUNen

B— - OTpuuaTenbHbI KOHTPOSb 3KCTPaKUUK

K+ - MonoxutensHbin kKOHTPONb MNMLUP

K— - OTpuuaTtesnbHbIn KOHTposb MNLP

MBJ1, MBL - MeTanno-B-nakramasbl

OKO - OTpuuaTenbHbI KOHTPOSbHbLIN 06paseL

MKO - MonoXntenbHbIN KOHTPOIBbHbIV 0bpaseL

nupP - MonumepasHasa yenHasa peakums

®BYH LIHWM - ®epepansHoe 6+op,>|<eTHoev yypexaeHue Hayku «LleHTpanbHbIn
Hay4HO-UccnenoBaTenbCKUA MHCTUTYT ANUAEMUONOTNNY

Annagemmonornn -

PocroTpe6Hanaopa dJe,uepaanovl cnyx6bl No Hag3opy B cdhepe 3amThbl NpaB
notpebutenen n Gnarononyyns Yenoeeka

MDR - MonupesuncteHTHOCTL (Multidrug-resistance)

FRT - dnyopecueHTHas OeTeKUNs B pexnume «peasibHoro BpeMeHn»

HA3HAYEHUE

Habop peareHtoB « AMnnuCeHc® MDR MBL-FL» npeaHasHadeH
ONS BbISABNIEHUS TEHOB NpuobpeTeHHbIX KapbaneHemas kKnacca
meTtanno-p-nakrtamas (MBJ1) rpynn VIM, IMP u NDM metogowm T1LP
C mbpunamsaunmoHHO-PIIyopeCcUEHTHON AeTEeKUMen nNpOaYKTOB
amnnudukauum B pexmnmme «peanbHOro BpemeHu». MaTtepuanom
onsa nposegeHunsa TUP cnyxat npobbl OHK, nonyyeHHble nytem
9KCTpakumm un3 o6pasyoB 4YMCTON OakTepuanbHOW KynbTypbl,
MNOSTIOXKUTESNTIBHON TFeMOKYJSIbTYpPbl, CMecn OaKkTepuanbHbIX KynbTyp,
Nosly4eHHOW nNyTeM MNepBUMYHOro NnoceBa KIMHMYECKOro mMartepuana
(nukBopa, BAJl, paHeBoro oToenseMoro v Ap.) Ha NMAOTHblE WUNU
Xnakne nutatesnbHble cpedbl, a Takke n3 obpasyoB KITIMHUYECKOro
mMaTtepuana: Mo4Yu, MasKoB CO CIIM3UCTbIX 0DONOYEK POTOrMOTKN,
NPSMON KULLIKN,

BHUMAHUE! Peaynbtatol [NLUP-uccrnenosaHna y4dmTbiBalOTCA B
KOMMNINEKCHOW AnarHocTuke 3abonesaHus.t

NMPUHUUIN METOOA

BoisisBneHne gpparmenToB HK reHoB npnobpeTeHHbIX MeTanmno-f-
naktamas rpynn VIM, IMP n NDM meTogomM nonvmepasHon LiernHou
peakunmn (MUP) ¢ rmbpuansauynoHHO-GNyopecLEHTHON aOeTeKunen

1 B cooTBeTcTBUM ¢ [upekTuBor EBponeiickoro Cotosa 98/79/EC.
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BKnovYaeT B cebs gBa aTtana: akcTtpakumo OHK n3 obpasuos
buonornyeckoro martepmana u aMmnnndukauuto  pparmMeHToB
BbigBNsieMblX reHoe MBL ¢ rMbpuansauymoHHO-dnyopecueHTHON
OeTekunen, Kotopas npomsBoanTcs HenocpeacTseHHo B xoae LP.
OkcTpakuma OHK n3 buonorndeckoro martepuana npoBOAUTCS B
NPUCYTCTBMN BHYTPEHHEro KOHTposnbHoro obpasua (BKO-FL),
KOTOPbIM MNO3BOSIAET KOHTPONMpPOBaThb BbINOSHEHWE nNpouenypbl
nccrnenoBaHus gnga Kaxgoro obpasua. 3atem € NosyyYeHHbIMU
npobamn [OHK npoBogutcs peakuusi amnnndukaumm npu nomoLim
cneunuyHelx npanvvepoB u gepmeHta Tag-nonumepasbl. B
COCTaBe peakUMOHHOW CMeCWU MNPUCYTCTBYIOT doryopecLeHTHO-
MEYEHbIE OJSIMTOHYKNEOTUAHbIE 30HAbI, KOTOpblIE MMOPUAON3YITCA C
KOMMyieMeHTapHbIM y4acTtkoMm amnnudpuumpyemon OHK-muweHn, B
pesynbTate 4Yero npoucxoauT  HapacTaHMe  MHTEHCUBHOCTHU
donyopecueHumMn. 3TO MO3BOMSET PErucTpupoBaTb HaKoMNmeHue
cneundunyeckoro npoaykra amnandukaumm nytem U3MepeHus
MHTEHCUBHOCTHU donyopecueHTHOro curHana. Pe3ynbTathl
amnnmdukaumm dgparmeHtos reHos MBI rpynn VIM, IMP n NDM
PErncTpuUpyroTCa MO TPEM pPasfiMYHbIM KaHanam dryopecueHTHON
ngetekuun: onsa rpynnel VIM — no kaHany gns dnyopodgopa FAM,
aona rpynnel IMP — no kaHany ana dgnyopodopa JOE, ansg rpynnol
NDM — no kanany gna dnyopogopa Cy5. [llo kaHany pans
donyopodopa ROX petektupyetca npoaykt amnnundukaummn OHK
BKO (BHYTpeHHEro KOHTPOsibHOro obpasua).

Kanan gns

bryopochopa FAM? JOE? ROX? Cy5?
reHbl MBJ1 reHol MBJ1 reHbl MBJ1
AHR-mmweHy rpynnsi VIM rpynnsl IMP BKO rpynnsl NDM

POPMATbI U dOPMbI BbIlTYCKA HABOPA PEANEHTOB
HaGop peareHTOB Bbinyckaetca B 1 hopmarte

Popmat FRT

Habop peareHTOB BbinyckaeTcda B 2 hopmax KOMMNneKkTaunu:
Popma 1 Bkw4vaer Komrsiekt peareHToB «[l1LIP-komnnekT»
BapunaHT FRT-100 F.

Popma 2 BkovaeT Habopbl peareHTOB ONTOM, pacdacoBaHHbLIE MO
OTAeNnbHbIM peareHTaMm, C MapKMPOBKOW peareHToOB Ha UX ONMTOBOM
doacoske.

2 Wnn aHanorvyHbll kaHan [aOns OeTekuuMu ykasaHHoro dryopodopa B 3aBMCUMOCTM OT
ncnonb3yemoro npubopa.
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dopma komMmnnektaumm 1 npedHasHadyeHa [ONs NPOBeLEHUS
amnnudpukauum gpparmeHtos reHos MbBJ1 rpynn VIM, IMP n NDM ¢

rmopnan3aunmoHHO-PyopecUeHTHON  OEeTEeKUMEN B pexunme
«peanbHOro BpemMeHuny». [Ona nposegeHnss nonHoro [MLP-
nccrnenoBaHmss Heob6xoaMMO MCNONb30BaTb KOMMSIEKTbl peareHTOoB
ona  akctpakumm  OHK,  pekomeHpgoBaHHble ®BYH LIHUA
anmnaemunonornn PocnotpebHagsopa.

dopma KomMnnekrTauuu 2 npegHa3Ha4vyeHa ans

NPOM3BOACTBEHHbIX LEeNnen ansa nocneayrwen MapKUMpoOBKU Ha
A3blKe 3aKa34yMka 1 KoMmnnekrayum no Habopam.

BHUMAHUE! dopma komnnekrauumm 2 MUCNonb3yeTcs TONbKo B
COOTBETCTBMW C perfiaMmeHToMm, yteepxaeHHoiMm OBYH LHNAW
anuagemuonornn PocnoTtpebHaasopa.

AHANMNTUYECKUE XAPAKTEPUCTUKU

AHanunTnyeckas YYBCTBUTEJIbHOCTDb
KomnnekT/peareHT AHanunTu4yeckas
Bupg 6uonorunyeckoro | TpaHcnopTHas
MaTepHana cpena ANA 3KCTpaKuumn '-lyBCTBVITGian;)CTb,
OHK Konun/mn
"[eMOKyrnbTypa,
cMecb H6akTepuarnbHbIX «['K-akcnpecc» 5x10°
KynbTyp, NONy4YeHHas
nyTemMm nocesa
KNUHWUYECKOro —
Martepuana Ha XuUaKkyro «[QHK-cop6-AM» 1x10°
UNn NNOTHyH*
nuTaTenbHYyo cpeay,
Moua «QHK-cop6-AM» £ 102
- «PUBO-npen»

«TpaHcnopTHas

cpena ans
Maskn co CrnmsuncTbIX Ma3KoB» Unu
0060no4YeK poTornoTKy, «TpaHcnopTHas «[QHK-cop6-AM» 2x103
NPSAMON KULLIKW cpepac

MYKONTUTUKOM

(TCM)»

C ncnonb3oBaHneM gaHHOro Habopa peareHToB 6binv BbISIBMEHbI
reHol MBL cooTBeTCTBYyHOLWKMX rpynn npu aHanmse obpasuyos OHK
KOHTPOSbHbLIX  WTAaMMOB, HeCywWMuX TreHbl Uu3BecTHbix MBL

3 laHHas 4yBCTBUTENbHOCTb AOCTUraeTcs nNpu cobnogeHnn npaBun npeasapuTenbHo 06paboTku
obpa3uoB OvomaTtepvana, MW3MNOXEHHbIX HWXE, U PEeKoMeHOyeMOM wuccrnegyeMom obbeme
obpasua.

4 [Ins GakTepuarnbHbIX KynbTyp, MOSlyYEHHbIX MyTeM MoceBa Ha MMOTHYI NUTaTenbHYH cpeay,
yKasaHa 4yBCTBMTENbHOCTb B OTHOLUEHUW CycrneH3uu GakTepuanbHbIX KreTok B peareHTe «[K-
akcnpeccy nnu B nuaupytowem pacteope «[HK-cop6-AM» cooTBETCTBEHHO.
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cnegywowunx rpynn: VIM-1, VIM-2, VIM-4, VIM-10, IMP-1, IMP-2,
IMP-12, IMP-13.

AHanutn4yeckan cneunPUYHOCTb

OTcyTcTBOBanNU Hecneunduyeckne peakuum nNpu TECTUPOBAHUM
obpasuos [OHK 4yenoseka wn o6pasyos [OHK cneayowmx
MUKpoopraHmamoB: Pseudomonas aeruginosa, Escherichia coli,
Klebsiella pneumoniae, Klebsiella oxytoca, Serratia marcescens,
Acinetobacter baumannii, Proteus mirabilis, Enterococcus faecalis,
Staphylococcus spp., Streptococcus spp., Candida spp.

MEPbI NMPEOOCTOPOXHOCTHU
PaboTa gomkHa npoBoauTbCsA B NabopaTtopuu, BbIMOSHAKOLEN

MOneKynapHo-bunonornyeckme (MUP) nccnenoBaHus

buonorMyeckoro  mMatepuana Ha  Hanuuve  BO3byauTeneu

NHMEKLUMOHHBIX  ©onesHen, c cobnogeHnem CaHUTapHoO-

anupgemmnydecknx npasun CI1 1.3.2322-08 «be3onacHocTb paboThl C

MuUKpoopraHmamamm -1V rpynn natoreHHocTn (onacHocTn) W

BO30OyanTenamMmn napasmntapHbix 6onesHen», CanllnH 2.1.7.2790-10

«CaHuntapHo-anngemuonoruyeckne tpeboBaHna K oObpalleHuto C

MEOVULUMHCKUMKM  OTXo4aMu» U MeToauMyecKkux ykaszaHum MY

1.3.2569-09 «OpraHusauus paboTbl nabopatopuin, NCNOSb3YHOLLINX

MeToAdbl aMnindukaunum HyYKNEeunHOBbLIX KUCIIOT npu pabote c

MaTtepuanomMm, cogepxawum  MukpoopraHmsmbl  I-IV  rpynn

MaTOreHHOCTUY.

[Mpn paboTe BCcerga cneayeT BbINOMHATL criegylowmne TpeboBaHns:

- Cnepnyet paccmatpmBaTb  uccriegyemble  obpasubl  Kak
NH(EKUNOHHO-0OMNACHbIE, OpraHM3oBbIBaTbe paboTy U XpaHeHUE B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MuKpoopraHmamamu |lI-IV rpynn natoreHHOCTM (OnacHoOCTU) u
BO30OyaAnTENAMU NapasnTapHbiX 6onesHen».

- Ybupate W gesuHpuuupoBaTb pasnuTble obpasubl  Unu
peakTuBbl, WUCNONb3ya Ae3uHduuuMpylowme cpeacrea B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHuamamm -V rpynn naTtoreHHoCcTM (onacHOCTU) u
BO30OyanTENnaMU napasmtapHbiXx 6onesHen».

- JlabopaTtopHbin npouecc [omkKeH ObITb OAHOHaMNPaBMEHHbIM.
AHanna npoBoanNTCSA B OTAESNbHbIX NMOMELLEHUsIX (3oHax). PaboTy
cnegyeT HauvHate B 3oHe Bblgenenusi, npogormkaTe B 30HE
Amnnudpmkaumm un  Oetekumn. He BosBpawartb obpasusl,
obopygoBaHue N peakTuBbl B 30HY, B KOTOpoun bblfia npoBeaeHa
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npegblaywias ctagms npouecca.

- Hewucnonb3oBaHHbIE peakTuBbl, peakTUBbl C UCTEKLLIMM CPOKOM
rOOHOCTW, a Takke WUCNonb30BaHHblE peakTuBbl cnegyet
yoansaTtb B cooTBeTCcTBUM € TpeboaHuammn CanllnH 2.1.7.2790-
10 «CaHuTtapHo-3annaeMmonornyeckme TpeboBaHUs K
obpalleHnto ¢ MEOULIMHCKMMUM OTXO4aMMU» .

BHUMAHUE! [lpu ypaneHunm oTxomoB nocre amniundukauum

(Nnpobupok, cogepxawmx  NPOAYKTbI MUP)  HeponycTMmo

OTKpbIBAHWE nNpPoOMPOK UK  pasbpbl3rmBaHne  COOEPXUMOrO,

MOCKOSbKY 9TO MOXET NPMUBECTU K KOHTaMmuHauun npogyktamm MNLIP

nabopaTopHOM 30HbI, 000PYAOBAHUS N peareHTOB.

- Wcnonb3oBaTb U MEHSATb NPU Kaxaow onepauum ogHopas3oBble
HaKOHEYHUKM ONS aBTOMATUYECKUX [O03aTOPOB C OUITbTPOM.
OpgHopasoBylo NNacTUKOBYO nNocyay Heobxoammo cbpackiBaTth B
cneuuanbHbIn  KOHTENHEpP, coAaepXxalun nesmHuumpyrollee
CpeacTBO, KOTOpoe MOXeT OblTb  MCNONb30BaHO  And
obeszapaxnBaHma MeanLMHCKNX OTXOO0B.

- [MoBepxHOCTM CTOMOB, a TaKKe [MOMELIEHNS, B KOTOPbIX
nposogutca nocrtaHoska NUP, 0o Havyana v nocrne 3aBepLueHns
paboT Heob6xoaMmo noasepraTtb ynbTpadnoneToBomy
obny4veHunto B TeveHne 30 MuH.

- [NpumeHaTb Habop CTPOro nNo HasHa4eHWo, COrfacHo OaHHOW
NHCTPYKLMN.

- HonyckaTb K paboTe ¢ HabopoM TONLKO creumanbHO 00YYEHHbIN
nepcoHarn.

- He ncnonb3oBaTtb Habop Mo UCTeyeHnn cpoka rogHoOCTH.

- Wcnonb3oBatb 0gHOpa30BbLIE NepyaTkuy, nabopaTopHble XanaThl,
3awmuwiate rnasa Bo BpemMsa pabotel ¢ obpasuamu v
peakTnBaMmu. TwaTenbHO BbIMbITb PYKM MO OKOHYaHUM paboThl.

- WM3beraTb KOHTaAKTa C KOXeW, rnasamMmm n crin3aucton obosiouKkomn.
[Mpn KOHTaKTE HEMEANEHHO NMPOMbITb NOPaXeHHOe MeCTO BOAOM
n obpaTnTbCs 3a MEAULIMHCKON MOMOLLbHO.

- Jlnctel 6esonacHoctn martepmanoB (MSDS — material safety
data sheet) gocTynHbI NO 3anpocy.

AOONONMHUTEJNIbHBLIE MATEPUAIIBI 1 OBOPYOOBAHUE

[lpoBeaeHne  nNpeaBapuUTEnbHOW  MNOAroTOBKU  UCCNeayeMoro

MaTepuana

1. OgHopas3oBblie MOMMNPONUIIEHOBLIE 3aBUHYMBAKOLLIMECH UMK
NAOTHO  3akpbiBawwmecss npobupkn obvemom 1,5 Mn
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(Hanpumep, Axygen, CLUA).

[MpoBeneHune akcTpakumm OAHK n3 ncenegyemoix obpasuos
2. KomnnekTt peareHtoB/peareHT anga sblgenenus OHK — «[QHK-
copb-AM» (popma komnnekTaumm 6e3 koHTponen), «PUBO-

npeny, «['K-akcnpecc» Unn apyrve KOMMIEKTHI,
peKOMeH40BaHHLIE OBbYH LIHAW AnNmaemMmmonormum
PocnoTtpebHagsopa.

3. [ononHuTtenbHble MaTepunanbsl U1 000pyagoBaHUE NS IKCTPaKLNK
OHK — cornacHoO MHCTPYKUMW K KOMIMJIEKTY peareHToB/peareHTy
ansa akctpakuyun AHK.

[MpoBeaeHne amnnndukaumm ¢ rmdpnamsaLmoHHo-hIyOPECLIEHTHOMN

geTekumen Npoaykros aMmnamdmkaumnm

4. bokc abaktepuanbHon Bo3gywHou cpeabl  (MUP-60kc)
(Hanpumep, «bAB-«JlamunHap.-c», «JlamuMHapHble CUCTEMDIY,
Poccus).

5. UeHTpudpyra/Boptekc (Hanpumep, «TITA-2», «brnokomy,
Poccuq).

6. ABTOMaTuU4eckne p[osaTopbl nepemeHHoro obbvema (oT 5 Oo
20 mkn n ot 20 go 200 mkn) (Hanpumep, «JleHnuneTt», Poccng).

7. OgHopasoBble HaKOHEYHUMKNM Cc dunbTpom o 100 mkn B
wratueax (Hanpumep, Axygen, CLUA).

8. Wratmebl gna npobupok obvemom 0,2 mn wnm 0,1 mn
(Hanpumep, «NHTepllabCepsuc», Poccus).

9. XonoaunbHuk oT 2 ao 8 °C ¢ MOpPO3UNbLHOW KaMepon He Bbille
MuHYC 16 °C anga BblaeneHHbix npob OHK.

10.01genbHbIN Xanat, Warno4vkn, obyBb M O04HOPAa30BLIE NepyaTKu
no MY 1.3.2569-009.

11.EmMKocTb onga cbpoca HaKOHEYHUKOB.

12.MporpammupyemMmbii  amniMdukaTop C CUCTEMOU AeTeKkumu
dyopecueHTHOro curHana B pexmnme «pearbHOro BpeMEHU»
(Hanpumep, Rotor-Gene 6000 (Corbett Research, AscTtpanus),
Rotor-Gene Q (Qiagen, 'epmanus), CFX96 (Bio-Rad, CLUA) u
pEeKoOMeH4OBaHHbIEe dBbYH LHAW AnmaemMmmonorum
PocnotpebHag3opa B MeTOOMYECKMX pPEeKoMeHZauusix Mo
NPUMEHEHWNIO AaHHOro Habopa peareHToB).

13.0gHopas3oBble  nonunponuneHosble npodbupkn agna  TUP
obbemom 0,2 mn unum 0,1 mn:
a) TOHKOCTEeHHble npodbupkn ana [IUP obvemom 0,2 mMn c

KPYrfiOW WUnu MioCKOM ONTUYECKM MNPO3padHON KPbILLKOW —
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Npwu NUCNonNbL3oBaHuUM Nprubopa NaHWeTHOro Tmna;

6) TOHKOCTEHHble npobupkn ana [MUP obvemom 0,2 mMn ¢
NSI0CKOM Kpblwkon (Hanpumep, Axygen, CLUA) nnu npobupkm
onga MNUP k Rotor-Gene, o6bemom 0,1 mn B cTpunax no 4 wr.
C Kpblwkamu (Hanpumep, Corbett Research, AscTpanus;
QIAGEN, TlepmaHusi) — npu wucnonb3oBaHMM npubopa
POTOPHOro TUna.

B3ATUE, TPAHCITOPTUPOBAHUE U XPAHEHUE
UCCINEOYEMOI'O MATEPUAIA

[lepen  Hayvanom  paboTbl  cnegyer  O3HAKOMUTbCA  C
MeToandeckumMmn pekomeHgauusmm «Basatne, TpaHCNoOpTUPOBKA,
XpaHeHne KnnHudeckoro wmartepuana pgna [MUP-gnarHoctukmy,
paspaboTtaHHbiMn PI'YH ULUHWND PocnotpebHag3opa, Mockea,
2010.

MaTepuanom aOna wuccnegoBaHMa  cnyXaTt. NonoXuTerbHas
reMokynbTypa, CMeCcb BakTepuarbHbIX KynbTyp, NOy4YeHHas nyTem
NepBUYHOro roceBa KIMHUYECKOro Mmatepuana (nukeopa, BAI,
paHeBOro OTAEeNnsieMoro, MOYM W Ap.) Ha MNMOTHbIE WUNKU XUakue
nuTaTenbHble cpenbl, Yictad bakrtepuanbHasi KynbTypa, a Takke
obpasubl KIMHMYECKOro Martepuana: Moda (nMpu  OCTPbIX
NHMEKUNAX MOYEBLIBOASALIMX NYyTEN), MasKM CO CIU3UCTbIX
000s104EK POTOrNOTKN, NPAMON KULLKM (MpY NpoOBEAEHNN CKPUHUHIA
KONMOHM3auum baktepmamn, obnagarowmmm npuobpeTeHHbIMU
kKapbaneHemasamun).

Ma3sku co cnuancTbiX 060sI04EK POTOMMOTKN UM NPSMON KULLIKA
OOMKHbI BbITb NOMELLEHbI B TPAHCNOPTHYIO cpeay «TpaHcrnopTHas
cpeda aona MaskoB» Unn «TpaHcrnopTHasi cpeda C MYKONUTUKOM
(TCM)» npoussoacTBa dbYH LHN InuaemMmonornm
PocnoTtpebHagsopa.

NMOArOoTOBKA UCCJIEAYEMOI'O MATEPUAITIA K
SKCTPAKUUN OHK
[eMOKynbTypa, cMeCb_OakTepuanbHbIX KynbTyp, Nony4vyeHHas
nyTeM MnepBUYHOro rnoceBa KIMHMYECKOro MaTepuana Ha
XUOKYH NUTaTesNibHYI0 cpeay
[MepeHectn ot 0,1 oo 0,25 mn reMokynbTypbl UNM noceBa Ha
cpeqy oboralleHuss B CTEPUITbHYHO OOHOPa30BYK MNPOBUPKY
obbemom 1,5 Mn (C NOMOLLLIO O4HOPA30BOro LWNpKULa).
LlenTpndpyruposate 10 muH npm 10 000 g (12 Tbic 06/MMH Ha
ueHTpudyre MiniSpin, Eppendorf). Wcnonb3ys BaKyyMHbIN
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oTcacbiBaTeflb C  KONOOW-NOBYLUKOW,  MOSIHOCTbIO  yAanuTb
Ha0CaO4YHY0 XNOKOCTb, HE 3axBaTblBasi 0cafoK U UCNOSb3ys And
Kaxxgoro obpasua otaenbHbIM HaKOHEeYHUK Be3 ounbTpa.

Moua

B3bontatb nakoH ¢ Moyown. [lepeHectn 1 MmN Moun B
CTEPUNbHYIO 0aHOPa30oBYy NpPobupky ob6bemom 1,5 M, ncnonb3ys
OTAENbHbIN HAKOHEYHUK C UIbTPOM [ONA  Kaxgoro obpasua.
LlenTpndpyruposate 10 mmH npm 10 000 g (12 Tbic 06/MWH Ha
ueHTpudyre MiniSpin, Eppendorf). Tllpu Hanuumm 6GoNbLUIOro
KOninyecTBa COJSIEM pecycneHaupoBaTb TOSMIbKO BEPXHUMA Crou
ocaflka cosien B obbeme 1 M n 3aTemM CHoBa LEHTpUdyrnpoBaTb.
Mcnonb3ya BakyyMHbIA oOTcacbiBaTenlb C  KONBGOM-NOBYLUKOMW,
NOSIHOCTBLIO yAanuUTb HaOoCaAoYHYH XXWMOKOCTb, He 3axBaTbliBasd
ocaflok M UCMOoSb3ys AN KaXaoro odbpasua oTaenbHbIM HAKOHEYHNK
6e3 punbTpa.

C nonydeHHblMM  nocre  npeaBapuTenibHOM  0B6paboTKM
obpasuamun (ocagkamu) npoBectu npoueaypy akctpakumm OHK B
COOTBETCTBUN C WHCTPYKUMEM K WCMNOSMIb3YyEMOMY KOMMMEKTY
peareHToB.

[MonydeHHble Nocne npeaBapuTenbHOn o00paboTkn obpasubl
(ocagKn) MOXHO XPaHUTb:

- Npu TeMmnepaTtype He Bblle MUHYC 16 °C — B TeueHne Hegenu,

- Npu TemnepaTtype He Bbile MUHyc 68 °C - onuTenbHo.

®opmat FRT ®opma 1: [REF] R-C1(RG,CFX), H-2191-1/ 01.12.12/ cTp. 10 13 22



®OPMAT FRT

®OPMAT FRT

COCTAB

KomnnekTt peareHtoB «[lLUP-koMmnnekT» BapuaHTt FRT-100 F —
KOMMNEKT peareHToB [Ana amnnmukaunm dqparMeHTOB [EeHOB
meTanno-B-naktamas rpynn VIM, IMP n NDM ¢ rmbpuansaumoHHo-
donyopecueHTHON AeTeKkumen B pexmnme «pearibHoro BpeMeHu» —
BKJIIOYaeT:

Peakmuse OnucaHue O6BLeM, mn Kon-eo
NMUP-cmecb-1-FRT Mpo3payHas 6ecuBeTHas 1,2 1 npo6upka
MBL XXUOKOCTb
MuUP-cmecb-2-FRT Qlﬁgigs::aﬂ GecuseTHas 0,3 2 npobupku
Monumepasa (TagF) Qﬁgigg‘::aﬂ GecuseTHas 0,03 2 npobupku
K Mpo3payHas 6ecuBeTHas 0.2 1 npoBupka
XNOKOCTb

NMKO-1 MBL Mpo3payHas 6ecuBeTHas 0.2 1 npoBupka
XMOKOCTb

NKO-2 MBL Mpo3payHas 6ecuBeTHas 0.2 1 npoBupka
XNOKOCTb

KomnnekT peareHToB paccuymtaH Ha npoBegeHune 110 peakumu
amnnmdmkaunm, BKNOYast KOHTPOMM.

K KOMNMekTy peareHTOB npunaratTCs KOHTPOSibHble ob6pasubl
aTana aKCTpakuuu:

Peakmuse OnucaHue O6BLemM, mn Kon-eo
OKO Mpo3payvHas 6ecuBeTHas 1.2 1 npoBupka
XNOKOCTb
Mpo3payvHasa 6ecuBeTHas
BKO-FL KUIKOCTb 1,0 1 npobupka

NMPOBEOEHUE NUP-UCCNEOOBAHUA

[MLP-nccnepgosaHmne cCOCTOUT U3 CrneayroLwmx aTarnos:

- Okctpakuma OHK n3 nccnegyembix ob6pasuos.

- Amnnudukaumsa C rmopunan3saunoHHo-dyopecLeHTHOM

AeTeKUMEN B PEXNME «PeanbHOro BPEMEHN Y.

- AHanus n nHTepnpeTauus pesynbLTaTos.

HetanbHas wHMoOpmauua no npouenype nposegeHna [1LIP-
nccnegoBaHMsa B 3aBUCUMMOCTU OT UCMOSb3yeMoro obopyaoBaHus
N3noXxeHa B METOAMYECKMX peKoMeHZaumnax Mo MNPUMEHEHUIO
HabopoB peareHTOB AN BbISIBIEHUsT reHOB KapbaneHemas
MeTo40M nonMmMmepasHou LenHown peakuum (ruypP) C
rmépuansaumoHHo-crnyopecLeHTHONn  getekunen  «AMnnMCeHc®
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MDR MBL-FL»
pa3paboTaHHbIX

PocnotpebHansopa.

n

«AMnnCeHc® MDR KPC/OXA-48-FLy,
ObYH LIHAU Innaemmonornm
Tabnuua 1

Cxema npoBepneHus NLUP-uccnegoBaHnsa B 3aBUCUMOCTU OT

Buaa ouonorn4yeckoro MaTepuana
Bua O6bvem gns Komnnekt/peareHT | [lo6aBneHue n VlcnonbsyeMbmv
porpamma NOJIOXKNUTENbHbIN
6uonornyeckoro 3KCTPaKuum, AN 3KCTPaKuumn BKO-FL npwm
amnnudurkaumm KOHTpPOJb
maTtepuana MK OHK 3KCTpaKuum
amnnudurkaumm
FemokynbTypa,
CcMecCb
OakTepuranbHbIX «IK-akcnpeccy - «AmnnnCeHc-B» MKO-1 MBL
KynbTyp, Ocapok
nosny4yeHHas 13 100-250 mkn,
nyTemM nocesa NOMy4YeHHbIN
KMMHUYECKOro nocne
MaTepuana Ha npenobpaboTku
KMAKYIO «dHK-cop6-AM» + «AmnnmCeHc-1» [MKO-2 MBL
nUTaTenbHYHo
cpeny
Cwmecb
BakTepuanbHbIX
KynbTyp, «I'K-akcnpecc» - «AmnnnCeHc-B» MKO-1 MBL
nony4yeHHas 107-10°
nyTemM nocesa
DakTepuanbHbIX
KMMHUYECKOro
KNeToK
matepuana Ha
NJIOTHYO «dHK-cop6-AM» + «AmnnmCeHc-1» [MKO-2 MBL
nUTaTeNbLHYHo
cpeny
Ocapok un3
1000 mkn, «OHK-cop6-AM»
Moua NONyYeHHbIN + «AmnnmCeHc-1» MKO-2 MBL
nocne «PUBO-npen»
npenobpaboTku
Masku co
CIM3UCTbIX
obonouyek 100 «dHK-cop6-AM» + «AmnnmCeHc-1» MKO-2 MBL
pPOTOrNOTKMU,

NPAMON KULLKN

SKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB
Ona oakctpakumm [OHK wmncnonb3ytoTcss KOMMMEKTbl peareHtoB /

peareHT:

— «[lK-akcnpecc» nnn «OdHK-copb-AM» gnsa akctpakuum OHK un3
reMoKynbTypbl,

obpasuoB

NOoNoOXUTenbHOM
GaKkTepuanbHbIX KynbTyp,

cMmecu

NOJSIy4eHHOM nNpu noceBe Ha

XUOKYI0 nuTaTenbHyl cpeny (nocne npeaBapuTenbHOM

o6paboTKu),
GakTepuanbHbIX KynbTyp,

oO6pasuoB YMUCTON KYyNbTypbl
NOJSIy4eHHOM nNpu noceBe Ha

nin cmMmecu
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NAOTHYHO nNUTaTeNlbHYKO cpeany, B  COOTBETCTBMU  C
MHCTPYKUMEN K NCMONb3YEMOMY KOMMMNEKTY peareHToB.

—  «[HK-cop6-AM» unn «PUBO-npen» gnsa akctpakuum OHK un3
obpa3uoB MoYM nocrne npegBaputenbHon o06paboTkn, B
COOTBETCTBUN C WHCTPYKUMEN K MWCMNOMb3yEMOMY KOMIEKTY
peareHTOB.

—  «[HK-cop6-AM» ans akctpakummn OHK n3 obpasyos Ma3koB co
CINMU3UCTbLIX OOONOYEeK POTOrNOTKU, MNPAMOA KULIKU B
COOTBETCTBUN C WHCTPYKUMEN K MWCMNOMb3yEMOMY KOMIEKTY
peareHTOB.

Okctpakuma OHK wn3 kaxpgoro wuccnegyemoro obpasua
NpoOBOAUTCSA B MPUCYTCTBUM BHYTPEHHErO KOHTPOSIbHOro obpasua
(BKO-FL). B kayectBe npobbl B- ncnonb3yetca peaktus OKO. B
cnyyae wucnonb3oBaHna anda akctpakuyum OHK peareHta «[K-
akcnpecc» gobaeneHne BKO-FL B nccnegyemsie obpasubl 1 OKO
B Npoby B- He TpebyeTcs.

[Mpn npoeegeHnn akctpakumm OHK wun3 obpasuoB, nocne
npenobpaboTkn npeacTtaBnaoWmMx cobon ocagku, NU3NPYLLNIA
pacTBop nnm peareHT «['K-akcnpecc» aobaensaoT
HenocpeacTBEHHO B NPOOMPKY C 0cagKOM, UCMOSb3ysa AN KaXaoro
obpasua oTaenbHbI HAKOHEYHUK C (PUNBTPOM.

[Mpn npoBeAeHUN SKCTPaKLMN U3 0Opa3LIOB YMCTOM KyNbTYpbl UMK
cmecu 6GakTepuanbHbIX KynbTyp, MOSlydEHHOW MpW noceBe Ha
NNOTHYO NUTaTENbHYK cpeny, 6akTtepuanbHble KNeTKW, B3ATble
cTepunbHOM netnen (M  CTepUribHbIM  HAKOHEYHUKOM) B
konndyectBe 107-10° KneTok, nomeLlalT HenocpeACTBEHHO B
npobupky obbemom 1,5 mn, coaepxallyto peareHT «[ K-akcnpecc»
NN N3npyroLWKnM pacteop Habopa «HK-copb-AM».

BHUMAHUE! He pekomeHaoyetca OOHOBPEMEHHO MPOBOAUTH

akcTpakunio OHK mn3 obpasyoB remMokynbTypbl, YNCTOW KynbTypbl

nnn cMmecun BakTepumarnbHbIX KynbTyp, NONYYEHHOW NyTEM NoceBa Ha
nuTaTenbHyo cpeay, U n3 obpasyoB Guonorndeckoro marepuana

Opyrmx BugoB, T.K. NpM  3TOM CYLLUECTBYET BbICOKMM PUCK

KOHTaMuHauMnm OT o0pasuoB MOMNOXUTENbHON FEMOKYNbTYpbl WA

BGakTepuanbHbIX KynbTyp, COAEpXXalLUuX BbICOKME KOHLEHTpauum

OHK Bo3byautens.
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NPOBEOEHUE AMMITU®UKALIUMN C OETEKLMEN B PEXXUME
«PEAJIbHOIO BPEMEHW»

BbiGbop npobupok ana amnnudpukaumMm  3aBUCUT  OT
ucnosibdyemoro amnnucpukatopa ¢ CUCTEMON AeTeKuun B
peXxunme «peanbHOro BpeMeHmu».

Ona BHeceHMsas B nNpoOupkun peareHToB, npo6 [OHK wu
KOHTPOSIbHbIX O0Opa3uoB  MUCMNOSNb3YOTCA  OAHOpPa3oBbIle
HaKOHEYHUKN C PUnbTpamm.

A. NMoarotoBka Npodupok ana amnnudpukauum

Oowmn o6 beM peakLuMOHHON cMecHu — 25 MKI, BKIOYasa oobLem

npo6bi AHK — 10 mkn.

KOMMNOHEHTbI  peakuMoHHOWM CcMecu crefgyeT  CcMelumBaTth
HenocpeacTBeHHO nepen npoBeLeHNEM aKcnepuMeHTa.
CmewmBatb peareHTbl M3 pacyeTa pacxodoBaHUA Ha OAHY
peakuuio:

- 10 mkn NMUP-cmecun-1-FRT MBL,

- 5 mkn cmecu MUP-cmecn-2-FRT,

- 0,5 mkn nonumepasbl (TaqF).

1. lMNpepBaputenbHo Heobxoaumo noarotoButb cmecb MLUP-
cmecun-2-FRT n nonumepasbl (TaqF). Cogepxumoe ogHon
npobupkn ¢ nonumepasoun (TaqF) (30 mkn) Heobxogumo
NonHoCTblo nepeHectn B npobupky c [MUP-cmecbho-2-FRT
(300 MKn) 1 akkypaTHO nepemellaTb Ha UeHTpudyre/BopTekce,
He ponyckaa obpasoBaHuA MeHbl. [lpomapkmpoBaTe NPOOUPKY,
yKasaB gaTy npuroToBfieHNs CMecH.

BHUMAHME! lNpurotoBrneHHas cmecb paccymnTaHa Ha 60 peakuuin.

Cmecb xpaHuTb Npu Temnepatype oT 2 o 8 °C B TeueHue 3 mec un

Mcnosib3oBaTb NO Mepe HEOOXOANUMOCTH.

B cnyyae ecnm paHHaAs cCcMeCb He MOXeT ObITb
u3pacxogoBaHa B Te4yeHMe Tpex MecsueB, Heobxoaumo
roTOBUTb CMECb Ha MeHbLlee KONIM4YeCcTBO peakuun, Hanpumep,
cmewatb 150 mkn MUP-cmecun-2-FRT n 15 Mkn nonumepassbl
(TagF) (nony4yeHHas cmecb paccuymtaHa Ha 30 peakuui).

2. lNepemewaTtb cogepxnmoe npobupku ¢ peareHtom MNMUP-cMmech-
1-FRT  MBL W ocagutb  Kannu KpaTKOBPEMEHHbLIM
LeHTpUdyrmpoBaHmeM ¢ NOMOLLbIO LEeHTpUdyrn/BopTekca.
CoenaTtb pacdeT Ha HeOBXoANMMOE YNCNO peakunn, BKNovaroulee

TECTUpOBaHME UCCNeayeMbIX W KOHTPOJSIbHbIX 06pasuoB, MOXHO

COrfacHo pac4yeTHou Tabnuue, npuBeAeHHON B NPUNOXeHUn 1.
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Cnegyet yuuTbiBaTb, 4YTO AN TECTUPOBaAHUSA Oaxe OAHOro
nccneagyemoro obpasua OHK Heobxoaumo npoBoauTb MOCTAHOBKY
elle 3-X KOHTPOSbHbIX peakuuu:. K+, K- n B—.

Heobxoaonmo 6paTb peareHTbl ¢ 3anacom: ans tectmpoanus N

obpasuoB npurotoBuTb peareHTbl 4ns (N+1) peakuun.

3.

o o

B oToenbHoM npobupke noaroToBUTb pPeakuMOHHYK CMECh.

CwmewaTtb Heobxogmmoe konuyvectso MUP-cmecun-1-FRT MBL,

NMUP-cmecn-2-FRT ¢ nonumepason (TagF), npurotoBrieHHOM

cornacHo n.1.

OTtobpaTbe HeobxogMmoe KOonmMyecTBO MNPOOUPOK MNU CTPUMOB

ansa amnnuukauum HK ncenegyemblX n KOHTPOMbHbIX NPoO.

BHecTn B npobupkn no 15 MKn rotoBon peakumMoHHOW CMECH.

B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 OHK,

NOMyYeHHbIX B pe3ynbTaTe 3KCTpakuMm Un3 uccrnegyembix

obpasuos..

[MocTaBUTb KOHTPOSbHbIE PeaKUnM:

a) otpuuaTtenbHbin KOoHTponb MNMUP (K-) — BHecTn B npobupky
10 mkn K-

6) nonoxutenbHbIn KOHTponb MNMUP (K+) — B ogHy npobupky
BHecTh 10 mkn [MKO-1 MBL (npu aHanuse npoo [OHK,
NOSflyd4eHHbIX M3 00pa3LOB reMOKYNbTYpbl, YACTOWN KynbTypbl
nnn cmecu GakTepumanbHbIX KynbTyp, NpYM_MUCNOIb30BaHUU
nporpaMmmbl_amnianduvkaumm «AmnanCeHc-By») nnn 10 mkn
NMKO-2 MBL (npn aHanuize npo6 [OHK, nonyyeHHbIXx U3
obpa3uoB WCXOAHOro KIAWMHMYECKOro MaTtepuana unu us
o0pa3uoB reMoKynbTypbl, YUCTOM KyNbTypbl WKW CMeECU
BGakTepuanbHbIX KynbTyp, NpU_MCMNONbL30BaAHUM MPOrpamMmebl
amnnudukaumm «KAMnanCeHc-1»).

B) oTpuuaTenbHbIN KOHTpONb 3kcTpakuumn OHK (B-) — BHecTH
B Npobupky 10 mkn npobsl, BoigeneHHon n3s OKO.

b. MNpoBeaeHne amnnudukauum ¢ geTekumen B pexxume
«peanbHOro BpeMeHun»

1.

3anporpammupoBatb npubop (amnnndukatop C CUCTEMOW
OETEKUNN B PEXUME «pearibHOro BpeMEHU») Ans BbIMNOSTHEHUS
COOTBETCTBYIOLLEN NporpaMmmbl amnandukaumum u OeTekunn
dnyopecueHTHoro curHana. [lpu aHanuse npo6 [OHK,
NOMNYYEHHbIX MPU 3IKCTpPaKuuMm C nomMoubd peareHTa «[K-
aKcrnpecc» u3 obpasuoB reMoKyrnbTypbl, YACTOW KynbTypbl UMK
cmecu BakTepuarnbHbIX KyrbTyp, NOMYYEHHOM NyTEM MOceBa Ha
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nuTaTenbHyl0 cpeay, ucnonb3yetca nporpamma «AmMnnmCeHc-
B» (cm. Ttabn. 2). lNpun ananmse npo6b [OHK, nonyyYyeHHbIX w3
obpasuoB NCXOQHOro KNMHMYeckoro matepuana, unu npo6b OHK,
NOSTYYEHHbIX NPU SKCTPAKLMKN C MOMOLLIbIO KOMMJSIEKTA peareHToB
«[QHK-cop6-AM» 13 obpasLoB reMoKySibTypbl, YACTOWN KyIbTYypbl
nnu cmecun BaktTepmasnbHbIX KynbTyp, UCNOMb3yeTcs nporpamma
«AmnnuCeHc-1» (cm. Tabn. 3).

Tabnuua 2
NMporpamma «AMnnuCeHc-B»
Mpu6opbl poTopHOro Tuna® Mpu6opbl nnaHweTHoro Tuna®
Hvkn Temnepa- Kon-Bo Temnepa- Kon-Bo
o Bpewms . Bpewms
Typa, °C LIMKITOB Typa, °C LMKIIOB
1 95 15 MWH 1 95 15 MWH 1
95 5c 95 5c
20c 30c
5 60 aeTekums 35 60 aetekums 35
dnyopecu. dniyopecu.
curHana curHana
72 15 ¢ 72 15¢
Tabnuya 3
Mporpamma «AMnnuCeHc-1»
Mpubopbl poTopHOro Tuna® Mpunbopbl NnnaHweTHoro Tuna®
Hvkn Temnepa- Kon-Bo Temnepa- Kon-Bo
o Bpems o Bpewmsi
Typa, °C LIMKITOB Typa, °C LMKIIOB
1 95 15 MVH 1 95 15 MWH 1
95 5cC 95 5cC
2 60 20c 5 60 20c 5
72 15¢ 72 15¢
95 5c¢ 95 5c
20c 30c
3 60 AeTekums 40 60 aetekums 40
dnyopecu. dnyopecu.
curHana curHana
72 15 ¢ 72 15 ¢

OeTeKkumnsa dnyopecLeHTHOro curHana HasHavyaeTcs Mo YeThbipem
kaHanam — ansa donyopodopos FAM’, JOE’, ROX’ n Cy5’.

> Hanpumep, Rotor-Gene 6000 (Corbett Research, AscTpanus), Rotor-Gene Q (QIAGEN,
lepmaHua) un pekomeHgosaHHble @PBYH UHWUW  3Onugemuonorum PocnoTtpebHagsopa B
MeToaAnYeCKMX pekomeHgaumax no npuMmeHeHno gaHHoro Ha6opa peareHToB.
6 Hanpumep, CFX, iQ5 (Bio-Rad, CLWA) n pekomeHaoBaHHble ®BYH LIHUN 3nuoemuonorum
PocnotpebHag3opa B MeTOOUYECKMX PEKOMEHAAUMSX MO MNPUMEHEHMIO [OaHHOro Habopa
peareHToB.
’ HasBaHve kaHanoB [AeTekuMW [Ans COOTBETCTBYILLEro npubopa CM. B  MeTOOAUYECKMX
pekomMeHaaumsax K Habopy peareHToB.
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2. YcTaHOBUTL MNPOBMPKM B  SA4YEWKU peakuMOHHOro MoAayns
npubopa.

3. 3anyctntb  BbINOSIHEHME  MporpaMmbl  amniandukaumm c
aetekumen dprnyopecueHTHOro curHana.

4. 10 OKOHYaHWU BLIMOSTHEHNA MPOrpaMmmbl MPUCTYNUTb K aHann3y
N MHTeprpeTaunmn pesynbTaTos.

AHAIIN3 U UHTEPIMNPETALUUA PE3YJILTATOB
AHanu3 pesynbTaToB MPOBOAAT C MNOMOLLBbO MNPOrpamMMHOro

obecneyvennsa npubopa ucnonb3dyemoro ans nposegeHus [LP ¢

OeTekumen B pexume «pearibHoro BpeMeHu». AHanuampyroT

rpapukm HakonneHust doryopecueHTHOro curHana rno YeTblpem

KaHanam:

- Mo KaHany ana dnyopodgopa FAM pernctpupyerca curHan,
CBUOETENbCTBYOLUA O HAKOMMNEHUU npoaykra amnindukaumnm
dparmeHTOoB reHoB MBJ1 rpynnbi VIM;

- no kKaHany ana dnyopodopa JOE pernctpumpyetca curHan,
CBUOETENbCTBYOLMA O HaKOMMNEHUU Mpoaykra amMmniandgukaunm
dparmeHToB reHoB MBJ1 rpynnbi IMP;

- no KaHany gna dnyopodopa ROX pernctpupyetca curHan,
CBUOETENbCTBYOLMA O HaKOMMNEHUU Mpoaykra amMmniandgukaunm
NHK BHYTpeHHero KOHTpons;

- no kaHany ana dnyopodopa Cy5 peructpupyercsa curHan,
CBUOETENbCTBYOLLMA O HaKOMMNEHUU npoaykra amniandukaumnm
dparmeHTOB reHoB MBJ1 rpynnbi NDM.

Pe3ynbTaTtbl UHTEPNPETUPYIOTCA Ha OCHOBAHUW Hanuuus (Unu
OTCYTCTBUSA) nepeceyeHns rpaduka donyopecueHumMn ¢ noporoBown
NUHNEN, YCTaHOBMEHHOW Ha YPOBHE 3KCMOHEeHUManbHOro nogbema
curHana, 4to onpenensieT Hanuyme (UM OTCyTCTBME) ANA AaHHOM
OHK-munweHn 3HaveHnsa noporosoro umkna Ct B COOTBETCTBYIOLLEN
rpade Tabnuubl pe3ynbLTaTos.

[MpyHUMN MHTEepNpeTaunn pe3ynbTaToB CreayroLWmii;

- [enbl MBJ1 cooTBeTCTBYIOLWEN rPYNMbl OOHaPYXeHbl, ecnu Ans
OgaHHOW npobbl B Tabnuue pe3ynbTaToB MO KaHany Aans
dnyopocpopa FAM wunu/v JOE, wnm/mn Cy5 onpegeneHo
3HadeHne noporosoro uukna Ct, He npesbillaoLLee ykaszaHHOro
rpaHnUYHOro 3HadeHus. [lpyu 3TOM KpuBaga dryopecueHuumn
AaHHOM npobbl OofMKHa nepecekaTtb MOPOroByH JUMHUKD Ha
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y4yacTtke XapakTepHOoro 9KCMOHEHUManbHOro nogabema
donyopecueHuunn.

- TeHbl MBJ1 cooTBeTCTBYIOLEN TPYNNbl HE OOHaAPYXeHbl, eCrn
Onsa gaHHonm npobbl B Tabnuue pesynbTaToB NO KaHanam Ans
donyopodopos FAM, JOE n Cy5 He onpefnerneHo (OTCyTCTBYET)
3HayeHue noporosoro umkna Ct (kpuBasa dnyopecueHunmn He
nepecekaeT NOPOroByl NMHUIO), a B Tabnuue pesynbtaToB Mo
KaHany ansa dnyopocdopa ROX onpeneneHo 3HayeHue
noporosoro uukna Ct, He npeBblWaKwWee YyKkasaHHoe
(rpaHN4HOE) 3Ha4eHue.

- PesynbtaT aHanuMsa HeBanuAHbIW, ecnn ONs uccnegyemoro
obpasua OTCYTCTBYKT 3HayeHus noporoBbix uuknos Ct no
kaHanam gnsa gnyopodopos FAM, JOE u Cy5, 1 no kaHany ons
dnyopodopa ROX 3HayeHnme Ct TakkKe OTCYTCTBYET WU
npeBbIlaeT yKa3aHHOe rpaHun4yHoe 3HadeHue. B atom cnydae
Heobxoanmo NOBTOPHO NpPoOBECTH MLP-nccneposaHue
COOTBETCTBYIOLLEro obpasua, HadnMHad C 3Tana 3dKCTpakuum
AHK.

BHUMAHWE! [paHunyHble 3HayvyeHma Ct ykasaHbl BO BKnagbllle,
npunaraemMomM K Habopy peareHToB. CM. Takke MeToguveckue
pekoMeHgaunum nno nNpuUMeEHeHU0 HabopoB peareHToB Ans
BbISIBIEHNSA reHoB KapbaneHemas3 MeTo4oM NofiMMepasHon LenHoM
peakunun (IMUP) ¢ rmbpmuansaumMoHHO-NyopecLUeHTHON OeTekumnen
«AMnMCeHc® MDR MBL-FL» n «AMnnnCeHc® MDR KPC/OXA-48-
FL», pa3paboTaHHble dBYH LIHAN Inuaemunonornm
PocnoTtpebHansopa.

PesynbTtaTt lLUP-nccnepgoBaHns cumtaetca [OOCTOBEPHbLIM,
ecnum nony4eHbl npaBuUnbHbIE pe3ynbTaThbl ans
NOJIOXXNUTENbHOro " oTpuuaTenbHOro KOHTpoOIeun
aMnnudgpuKkaumm m oTpmuaTenibHOro KOHTponsa akcrpakumm OHK
B COOTBETCTBMM C Tabnuuenm 4 wn BKnagbilwweM K Habopy
peareHToB.
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Tabnuua 4
Pe3ynbTaTtbl AN KOHTponen pasnuyHbix atanos lMNLP-
nccnenoBaHuA
. 3Ha4yeHue noporoBoro yukna Ct
KoHTponupyembin
KoHTponb atan no KaHanam no KaHany ans
NMUP-uccnepnoBaHus na ¢onyopocopoB
1P wecnes TIOR8 | anyapocpora ROX
B— OkcTtpakumsa AHK 3Ha4veHne oTcyTCTBYET OnpeAeneHo sHaveHme
MeHbLUE rPaHU4HOro
K- rnypP 3HayeHune oTCyTCTBYET 3HayeHne oTCyTCTBYET
K+ MLUP OnpepeneHo 3HayeHune He oLieHMBaeTcs
MeHbLUE rPaHN4yHOro

BHUMAHWE!

1. Ecnu gna nonoxutenbHoro KoHTponsa [lUP (K+) 3HaveHusd
NOPOroBoOro uUmMkna no kaHanam gna dnyopodgopos FAM, JOE,
Cy5 OTCyTCTBYIOT WNU MNpPEBLILAIOT YyKas3aHHOE rpaHUYHOE
3HayeHne, HeobxooMMO NOBTOPUTbL amnnudukaumio Ans BCex
obpasuos..

2. Ecnin gnsa oTpuuatenbHoro KoHTponsa akctpakumn OHK (B-)
n/vnn otpuuyartenbHoro koHTponsa [lUP (K-) peructpupyetcsa
3HadeHne noporosoro umkna Ct no kaHanam gnga ryopodopos
FAM wnu/n JOE, unn/n Cy5, Heobxogumo nosToputb [1LP-
nccnegoBaHne Ons Bcex obpasuoB, ANsS KOTOPbIX onpeaeneHo
3Ha4eHne NOpPOroBoro Lukna, CoOoTBETCTBEHHO, MO KaHanam gns
donyopodgopos FAM nnu/n JOE, nnn/n Cyb.

KnnHndeckass uHTeprnpetaums pesynbrtatoB TecTa [AOorKHa
NPOBOANTLCA BpPa4yoM TOSMbKO MPU  YCNOBUW  KOMIMSEKCHOIO
obcnegoBaHus  naumMeHta, C Y4€TOM  [JaHHbLIX aHaMHe3a,
KITMHMYECKOro N 3annaeMmnoriormdeckoro cratyca, B COOTBETCTBUM C
CyLLEeCTBYOLLMMU KIMHUYECKNMMN n MEeTOANYECKUMN
pekoMeHaaunsamMu.
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CPOK I'OOHOCTW. YCIIOBUA TPAHCINOPTUPOBAHUA U
XPAHEHUA
Cpok rogHoctn. 9 mec. Habop peareHTOB C WUCTEKLWINM CPOKOM
OOHOCTU NPUMEHEHUI0 He nognexut. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY [rOOHOCTW, YyKasaHHOMY Ha
9TUKETKaxX OS19 HEBCKPbITbIX peareHToB, €Crl B WHCTPYKUUU He
yKa3aHo NHOe.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOpTUpPOBaTb MNpu
Temnepatype oT 2 o 8 °C He 6onee 5 cyt. «[1LP-koMmnnekT»
BapmaHT FRT-100 F npu nonydyeHun pasykoMmnrekrToBaTb B
COOTBETCTBMW C YKa3aHHbIMW TeMnepaTypamMm XpaHeHnA.
XpaHeHue. Komnnekt peareHToB «[1LP-koMnnekT» XxpaHuTb npu
Temnepatype ot 2 go 8 °C. lUP-cmecb-1-FRT MBL xpaHuTb B
3awmuieHHom oT ceeTa mMmecte. [NUP-cmecb-2-FRT u nonumepasy
(TaqF) xpaHuTb npu TemnepaTtype oT MuHyc 24 0o mmHyc 16 °C.
Peknamauum Ha kayecTBo Habopa peareHToB «AMnnnCeHc®
MDR MBL-FL» HanpaBnatb Ha npegnpustne-narotosutens PbYH
LUHUW Snnaemmonornn PocnotpebHaasopa (111123 r. Mocksa, yn.
HoBornpeesckasi, 4. 3a) B oTaen no paborte c¢ peknamaumsamm u
opraHusaunmn obydyenus (ten. (495) 974-96-46, cdakc (495) 916-18-
18, e-mail: products@pcr.ru)s.

3asepyrowmin HMT OMAnS o oo gl S E.H. PoanoHosa
®bYH UHWUW 3nngemunonorun PocnotpebHaasopa

HAupextop HUMAX NBOY BIMO CIrMA : P.C Ko3nos

MuH3gpasa Poccuu

8 OT3bIBbI M NPeANOXeHNs 0 NPoAyKUMM «AMMNMCEHC» Bbl MOXETE OCTaBWTb, 3aMOSTHVB aHKeTy
notpebutens Ha canTte: www.amplisens.ru.
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NMPUNOXEHMUE 1.

Cxema npuroToBneHusa peakyMoHHbIX CMeceun
O61beM peareHTOB Ha YKa3aHHOE KOJIM4eCTBO peakuumn
(mkn)
O61beM peareHTOB Ha
OoAHY peakuuio (MKn) WL DLl
KonunyecTtBo
nccneayeMbix NUP-cmecb-1-FRT * Cmeck I'ILI,P-cmecw-Z-FR*T v
06pasLoB* nonumepassbl (TaqF)
2 60 30
3 70 35
4 80 40
5 90 45
6 100 50
7 110 55
8 120 60
9 130 65
10 140 70
11 150 75
12 160 80
13 170 85
14 180 90
15 190 95
16 200 100
17 210 105
18 220 110
19 230 115
20 240 120
21 250 125
22 260 130
23 270 135
24 280 140
25 290 145

*MpuBeaeHbl 3HAYEHUS C y4EeTOM 3anaca (pacyeT Ha O4HY peakuumio
bornblie) n ¢ y4eToM HeOBXOAMMOCTN NOCTAHOBKU 3 KOHTPOJSIbHbIX
peakunn: K+, B— un K—.
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CUMBOINbI, UICNONb3YEMbIE B NEYATHOW NMPOAYKLIUU

MakcumarnbHoe
Yyncno TecToB

REF Homep B kaTanore

LOT Kog naptun Mcnonb3oBaTb A0

O6paTtutech kK

3% B a9

N3penue ans in vitro
KOBOACTBY MO
IVD JNarHoCTUKK Py AcTBY
aKcnnyaTaumm
He ponyckaTb
VER [laTta nameHeHus nonagaHus
COJTHEYHOro ceeTa
OrpaHnyeHune [ata
TemnepaTtypbl U3roToBneHus

“ MponsBoanTenb

®opmat FRT ®opma 1: [REF] R-C1(RG,CFX), H-2191-1/ 01.12.12 / cTp. 22 13 22



®EAEPAABHAST CAVKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PEFMCTPALIMOHHOE ¥Y/10 CTOBEPEHME
HA MEZIMLIMHCKROE U3 EJIUE
or 13 mapra 2019 roxza Ne P3H 2013/729

| Ha Me/ununckoe uineme
| Habop pearenToB /1151 BLIABICHHS TeHOB Mertajuio-p-aakramas rpynn VIM, IMP u
| NDM meToxom mosmmmepa3Hoii nenuoii peaknun (ITIHP) ¢ rudGpHIH3ALHOHHO-
7 Aldbayopecuentroii nerexuneii "AmMmmCenc® MDR MBL-FL"
Almo TY 9398-219-01897593-2012
- ||Hactosimee perucTpaliHOHHOE Y/I0CTOBEPEHHE BBIIAHO
‘2 iy | PenepanabHoe OloTKeTHOE yupexaeHne Haykn "TleHTpatbHbI Hay HO-
o s ¥4 Mcclie10BaTe ILCKUA HHCTHTYT JIHIeMH0I0THI"" ®exepaabHOil CIy:KOBI 10 HAN3OPY B
% cepe 3ammTHI NpaB noTpeduTeseii u 6aronoayausn yenosexa (PBYH IITHUU
1 Snuaemuonoran Pocorpednanzopa), Pocens, 111123, Mockga, yi1. HoBorupeesckas,
£ lla.3A
' |\ TIponssonuress
<( DezepasibHoe 510/KETHOE Yupexaenne Haykn "llenTpaabHbIi HAYIHO-
“~{mccieoBaTe IbCKHA HHCTHTYT YTHIEMHOJIOTHH" PenepaanHoiil ci1yk0bI 110 HAA30PY B
~ ||chepe 3amuTel ipaB norpeduTeieii 1 6aaronoayuun seaosexa (PEYH ITHUH
| Inuemuonornu Pociorpebnajsopa), Pocens, 111123, Mockea, yau. HoBorupeesckasi,
(.--;, . 3A
L [[Mecto MIPOH3BO/ICTBA MEAHIIMHCKOTO U3IETIHS
-[leM. npuaoKeHne
- {|[Homep perucrpatnonsoro mocke Ne P/1-26106/11179 ot 28.02.2019
/~ [IKj1acc IOTeHNManbHOTO pUcKa IPUMEHEHHS METHIMHCKOTO H3IeHs 26
(5: Ko O6mepoccniickoro kiaccu(pukaropa npoiyKiy 10 BUAAM SKOHOMHAUECKOH
[ |lmesitensHoCTH 21.20.23.110 i

npukasom Pocspasranzopa ot 13 mapra 2019 roza Ne 1976 82",

JIOTIyIIEHO K odpalneHnio Ha Tepputopun Poceuiickoi Denepafgins . - 2
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®EAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

MPUJIOKEHHUE
K PETUCTPALIMOHHOMY Y/10CTOBEPEHHIO
HA MEAWLIMHCROE U3/IEJIUE

ot 13 mapra 2019 roaa Ne P3H 2013/729
Jucer 1

Ha meqununckoe usaenue

Habop peareHToB AJIs BHIABJIECHHA reHoB MeTaL10-f-1akramas rpynn VIM, IMP u NDM
METO0M noJuMepasHoi uennoi peaxkuun (IIP) ¢ rudpuansannonHo-PayopecueHTHO
JeTeKIuen "AviiCenc® MDR MBL-FL" no TY 9398-219-01897593-2012:

Habop pearenros Beuryckaercs B 1 ¢popmare.

_@opmar FRT.

Habop pearenToB BBIITycKaeTcs B 2 hopMax KOMIUIEKTALUH:

®dopma | BrmodaeT koMIuiekT pearentoB «I1L[P-koMmmexty Bapumant FRT-100 F.

®opma 2 BKIOYACT HAGOPEI PEarcHTOB ONTOM, pachacoBaHHBIE MO OTACIBHBIM peareHTam,
C MapKHpOBKOM pearcHTOB Ha WX OITOBOH (hacoBke.

MecTto npou3BOJICTRA:

1. ®bVH I[[HUU Dnugemuonoruu Pocorpeduansopa, Poccus, 111123, Mockaa,

yi. HoBorupeesckas, 1. 3A.

2. ®bYH [IHHH Dnuanemuonoruu Pocnorpednanszopa, Poccus, 111123, Mocksa,

yi. HoBorupeerckas, 1. 3A, ctp. 6.
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3amecTHTeNb pyKOBOAHTENS PefepATbHOMH CIyKOBI
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MNpukaszom Poc3gpasHagsopa YTBEPXJAIO
ot 12 )7 2013 Ne 3754 -//p/l> [upekTtop ®enepanbHOro
’ BH0AXXETHOr0 YYpeXXaeHNsa HayKu
«LleHTparnbHbIA Hay4YHO-
nccnenoBaTenbCKUM UHCTUTYT
annaemuonorun» degeparnbHon
cnyx6bl Nno Hap3opy B cepe
3aWnThl Npas notpeduTenen n
Bnaronosyqns Yenopeka
! /[ ~—=""B.W.TekpoBCcKuil
Rexy, 78 2012 r.

MHCTPYKLUUA

Nno NpuMeHeHno Habopa peareHToB
Ons BbigBneHns reHoB kapbaneHemas rpynn KPC n OXA-48
B Omonorn4yeckom martepuane MeToaoM rnosimMmepasHon LiEnHOW

peakuunu (MLP) c rmbpunansaymoHHo-gnyopecLeHTHON JeTeKUNEN

«AMnnuCenc® MDR KPC/OXA-48-FL »

AMmnnnCeHc®

PBEYH LUHUW Snngemmnonorumn
PocnotpebHaasopa,

Poccuinckaa depepauusn, 111123,
ropopa MockBa, ynuua HoBorupeeBckasi, oM 3a IVD
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CMUCOK COKPALLEHUN

B HacTosLEN MHCTPYKLINK NPUMEHSATCA  cregyroume
cokpalleHusi 1 0603Ha4YeHus:

BAJl - BpoHxoanbLBeoONApPHLIN NaBax

BKO-FL - BHYTpEeHHM KOHTPOSIbHBIN o6pase1.t ans Ha6opos C
rmépnan3aunoHHO-ITyOpeCUEHTHON AeTeKUNen

B— - OTpuuaTenbHbIN KOHTPOSb 3KCTPaKUMK

K+ - MonoxutensHbin kKOHTPONb MNMLP

K— - OTpuuaTtesnbHbIn KOHTposb MNLP

OKO - OTpuyaTenbHbI KOHTPOSbHLIN 06pasel,

MKO - MonoXntenbHbIN KOHTPOSbHbIN 06paseL

rnupP - NonnmepasHas uenHas peakums

®BYH LIHAM - PepepanbHoe 6ro,u,>|<eTHoev ydpexaeHue Hayku «LleHTpanbHbin

Snnaemnonormy Hay4HO-MCCIIeA0BATENbCKUI MHCTUTYT SMMAEMMNONOrn»

PocnoTpe6Hanaopa cDe,u,epaanovl cnyx6bl N0 Hag3opy B cdepe 3awmThbl NpaB
notpebutenen n Gnarononyyns Yenoseka

MDR - MonupesncteHTHoCTb (Multidrug-resistance)

FRT - dnyopecueHTHasa JeTeKkUumns B pexnume «peasibHoro BpeMeHn»

HA3HAYEHUE

Ha6op peareHToB «AmMnnuCeHc® MDR KPC/OXA-48-FL»
npegHasHadeH  And BbIABIIEHUS reHoB NPUoBpeTEHHbIX
kapbaneHemas rpynn KPC n OXA-48-nogobHbix (Tvnbl OXA-48 n
OXA-162) metogom [P c rmbpunansaymoHHo-dnyopecueHTHON
aetekumen nNpoAYKTOB amnnupukaumm B pexumme «peanbHoro
BpeMeHn». Matepmnanom gna nposegenus [NLUP cnyxat npobbl
OHK, nonyyeHHble nNyTeMm 9KCTpakuum wun3 o0pasuoB 4MUCTOM
BakTepmarnbHOM KyrbTypbl, NOMOXUTESNTIbHOW reMOKYISbTYPbl, CMECH
BakTepmarbHbIX KynbTyp, NOMYyYEHHOW MyTeM NepBMYHOrO nocesa
KnnMHn4Yeckoro matepuana (nukeopa, bAJl, paHeBoro otaensemoro
N Op.) Ha MNOTHbIE UMW XUAKNE nuTaTernbHble cpeabl, a Takke n3
o0pasyoB KIIMHUYECKOro maTepuarna: Modu, MasKoB CO CIIU3UCTbIX
000SI04EK POTOrNIOTKN, MPAMOWN KULLIKW.

BHAMAHMUE! Pesynbtatel lLUP-uccnegosaHus y4duTbiBalOTCA B
KOMMMEKCHON AnarHocTuke 3abonesanust.”

NMPUHUWMIMN METOOA

BuisiBneHne  dparmeHtoB  [OHK  reHoB  npuobpeTeHHbIX
kapbaneHema3z rpynn KPC u OXA-48-nogobHblX MeToaoMm
nonumepasHon uenHom peakunn (MNMUP) ¢ rmbpunansauymMoHHo-
donyopecueHTHON AeTekuuen BKNvaeT B cebsa pOBa aTana:

! B cooTBeTcTBUM ¢ [QupekTnBoi EBponeiickoro Cotosa 98/79/EC.
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akctpakumo OHK wun3 obpasuoB 6Guonormyeckoro martepuana,
amnnudunkauuio doparmeHTOB BbISABNAEMbIX reHoB C
rmoépunansaunoHHo-pIyopecueHTHOM aeTtekumen, KoTopas
npon3sBoauTca HenocpeacTBeHHo B xoae MNUP. Skctpakuusa OHK u3
buonornyeckoro  mMatepuana  npoBoAUTCA B MNPUCYTCTBUK
BHYTPEHHEro  KoHTpomnbHoro obpasua (BKO-FL), koTopbin
Nno3BosSideT KOHTpONMpoBaTb BbINONMHEHWE npoueaypsol
nccrnenoBaHMsa Onsa Kaxgoro obpasua. 3atemM € NofyyYeHHbIMU
npobamn OHK npoBoguTtcs peakuusa amnnndukaumm npu nomoLm
cneuyndpuyHelx npanvepoB u depmeHta Tag-nonumepasbl. B
COCTaBe peaKkUMOHHOM CMeCu NPUCYTCTBYKT doryopecLeHTHO-
MEYEHbIE OJIUTOHYKNEOTUAHLIE 30HAbI, KOTOPbLIE MOPNAN3YIOTCA C
KOMMSieMeHTapHbIM ydacTkom amnnunduumpyemon QHK-muweHn, B
pesynbTate 4ero npoucxoguT HapacTaHMe  UHTEHCMBHOCTU
donyopecueHuMn. 3TO NO3BOMSAET pPErncTpupoBaTb HaKOMfeHne
cneundunyeckoro npoaykrta amnnuukaumm nytem Un3MepeHus
MHTEHCUBHOCTHU donyopecueHTHOro curHana. Pe3ynbTathl
amnnndukaumm dparMeHToB reHoB kapbaneHemas rpynn KPC wu
OXA-48-nogobHbIX PErMCTPUPYIOTCA NO ABYM pasfiniyHbIM KaHanam
donyopecueHTHOM aetekuuun: anga rpynnsl KPC — no kaHany gns
dnyopodopa FAM, ona rpynnbl OXA-48-nofobHbiX — Mo KaHany
ona dnyopodopa JOE. [llo kanHany ansa dmnyopodgopa ROX
petektnpyetca npogykt amnnundpukaumum OHK BKO (BHyTpeHHero
KOHTPOSbHOro obpasua).

Kanan ans FAM? JOE? ROX?
dnyopodopa

"eHbl kapbaneHemas
rpynnsbl OXA-48- BKO
noao6HbIX

"eHbl kapbaneHemas

AHK-muwerie rpynnsl KPC

POPMATbI U POPMbI BbilTYCKA HABOPA PEATEHTOB
Habop peareHTOB Bbinyckaetcs B 1 chopmare.

Popmat FRT

Habop peareHTOB BbinyckaeTcda B 2 dopmMax KoOMMnekTaumu:
Popma 1 Bkw4vaetr kKomrniekt peareHtoB «[l1LIP-komnnekT»
BapunaHT FRT-100 F.

Popma 2 BKto4aeT Habopbl peareHToB ONTOM, pacacoBaHHbIE MO
OTAerNbHbIM peareHTamM, C MapKUPOBKOW peareHTOB Ha MX ONTOBOW
doacoske.

2 VN aHanorvuHbIn KaHan [ans OeTeKuMM ykasaHHoro dryopodopa B 3aBUMCMMOCTU OT
ncnonb3yemoro npubopa.
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dopma komnnektaumMm 1 npegHasHadyeHa AOng  npoBedeHus
amnnndukaumm dparMeHToB reHoB kapbaneHemas rpynn KPC wu
OXA-48-nogobHbIX C rmopunansaumnoHHO-pIyopecUeHTHOM
OeTEKUMEN B peEXUME «pearbHOro BpemMeHw». [Ons npoBeaeHus
NONHOro [MLP-nccnegoBaHus Heobxoanumo ncnonb3oBaTb
KOMMNEKTbl peareHToB Ans akctpakuum OHK, pekomeHgoBaHHbIE
ObYH UHNW Snnagemunonornm PocnoTtpebHaasopa.

dopma KomMnnekrTauuu 2 npegHa3Ha4vyeHa ans
NPON3BOACTBEHHLIX Lenen ans nocneayrwen MapKMpoOBKUM Ha
S13blKe 3aKas4yuka 1 Komnnekraumm no Habopam.
BHUMAHUE! dopma komnnekraunmm 2 MUCNonb3yeTcs TONbKo B
COOTBETCTBMW C perfaMmeHToMm, yteepxaeHHoim OBYH LHNAW
anuagemuonornn PocnoTtpebHaasopa.

AHAITIUTUHECKUE XAPAKTEPUCTUKH
AHanuTn4yeckKkasa YyBCTBUTENbHOCTb

KomnnekT/peareHT AHanuTu4yeckas
Bupg 6uonoruyeckoro | TpaHcnopTHas
MaTepmana cpena ONA 3KCTpPaKuum YYBCTBUTENbHOCTb,
OHK konui/mn’®
"[eMOKyrnbTypa,
cMecb bakTepmarnbHbIX «TK-3KCrpece» 5x10°
KynbTyp, NONy4YeHHas
nyTemMm nocesa i
KNUHWUYECKOro
MaTepumana H? KNOKYHO «ﬂ,HK'COp6-AM» 1X105
UIN NAOTHYH
nuTaTenbHyo cpeay
«OHK-cop6-AM»
Moua - 5x10°
«PUBO-npen»

«TpaHcnopTHas

cpena ans
Ma3sku co crnmsncTbix Ma3KoB» Unmn
060noYeKk poTornoTKku, «TpaHcnopTHas «AHK-copb-AM» 2x10°
NPAMOM KULLIKN cpepa c

MYKOJTUTUKOM

(TCM)»

® [laHHas 4yBCTBUTENBLHOCTL JOCTUraeTCA NP cOBMIOAEHNM NpaBun NpeasapuTensHoi 06paboTku
obpa3uoB OuomaTtepuana, W3NOXEHHbIX HWXKE, W pekoMmeHOyemMoM obbeme wuccnegyemoro
obpasua.

* Ina 6akTepuanbHbIX KynbTyp, MOMyYeHHbIX NyTEeM MOCeBa Ha MIOTHYI MUTaTenbHylo cpemy,
yKazaHa 4yBCTBUTENbHOCTb B OTHOLUEHMWU CycneH3uu BakTepuarnbHbiX KNeTok B peareHTe «[K-
akcnpecc» nnu B nuaunpytowem pacteope «[HK-cop6-AM», cOOTBETCTBEHHO.
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C ncnonb3oBaHWeM gaHHOro Habopa peareHToB 6biNun BbiSIBMEHbI
reHbl KapbaneHema3 COOTBETCTBYWLUMX Tpynn npu aHanuse
obpasuoB OHK KOHTPOSMbHbIX WITAMMOB, HECYLUNX FEHbl N3BECTHbIX
kapbaneHemas Tmnos KPC-3 n OXA-48.

AHanutn4yeckaa cneunPuUYHOCTb

OTcyTcTBOBanu Hecneumguyeckme peakuum npuv TeCTUMPOBaHUK
obpasuoB [OHK 4yenoseka wn o6pasyos [OHK cneayowmx
MukpoopraHmamoB: Escherichia coli, Klebsiella pneumoniae,
Klebsiella  oxytoca, Serratia  marcescens, Pseudomonas
aeruginosa, Acinetobacter baumannii, Proteus  mirabilis,
Enterococcus faecalis, Staphylococcus spp., Streptococcus spp.,
Candida spp.

MEPbI NPEOOCTOPOXXHOCTHU
Pabota gormkHa npoBoauUTbCA B NlabopaTtopuu, BbIMOMHSAKOLLEN

MOneKynapHo-bmnonornyeckme (MUP) nccnenoBaHus

buonormyeckoro  mMatepuana Ha  Hanuume  Bo3byauTeneu

NHMEKUMOHHBIX  ©onesHen, c cobnogeHnem CaHUTapHoO-

anupgemmnydecknx npasun CI1 1.3.2322-08 «be3onacHocTb paboThl ¢

MuUKpoopraHmamamu -1V rpynn naToreHHocTn (onacHocTun) W

BO30OyauTenamMun napasutapHbix bonesHen», CanllnH 2.1.7.2790-10

«CaHuTtapHo-anungemMuorsriornyeckme TpeboBaHUs K obpalleHuio C

MEOULUMHCKUMKM  OTXOo4aMW» U MeToAUYEeCKUX ykasaHun MY

1.3.2569-09 «OpraHunsauunsa paboTtbl nabopaTopuin, NCNOMb3YIOLLNX

MeToabl amMnandukaunmm HyKNENHOBLIX KUCAOT npu paboTe C

MaTtepuanomMm, cogepxawum  MukpoopraHmsmel  I-IV  rpynn

MaTOreHHOCTUY.

[Mpn paboTe BCcerga cneayeT BbINOMHATL criegylowmne TpeboBaHns:

- Cnepyetr paccmatpmBaTb  uccriegyemble  obpasubl  Kak
NHEKLMOHHO-0MNACHbIE, OPraHN3oBLIBaTb paboTy U XpaHeHME B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHuamamm -V rpynn naTtoreHHocTM (onacHoOCTU) u
BO3OyaAnTeNnaAMKU napasmtapHbix 6onesHen».

- Ybupate W gesuHpuuupoBaTb pasnuTble obpasubl UK
peakTuBbl, WUCMONb3ys  Ae3nHuuMpylowme cpeacresa B
cootBeTCcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHuamamm -V rpynn naTtoreHHoCTM (onacHOCTU) u
BO30OyanTensaMun napasmtapHblx 6onesHen.

- JlabopaTtopHbin npouecc AomKeH ObITb OAHOHaMNPaBMEHHbIM.
AHanms npoBoaMTCS B OTAESbHbIX NOMELLEHUsX (30Hax). PaboTy
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cnegyeT HayvHate B 3oHe BbigeneHnusi, npogomkaTb B 30HeE
AmMnnudpmkaumm un  Oetekumn. He BosBpawartb o0bpasusl,
obopyaoBaHMe N peakTuBbl B 30HY, B KOTOpoMW Obina npoBedeHa
npegblaywias ctagms npouecca.

- Hewucnonb3oBaHHbIE peaKkTuBbl, peakTuUBbl C UCTEKLUMM CPOKOM
roOgHOCTW, a Takke WCMNofb30BaHHblE peakTuBbl cnegyet
yoansaTtb B cooTBeTCcTBUM € TpeboaHuammn CanllnH 2.1.7.2790-
10 «CaHuTapHoO-3annaeMmonornyeckme TpeboBaHus K
obpalleHnto ¢ MEOULIMHCKMMKM OTXO4aMMU» .

BHUMAHUE! [lpu ypaneHunm oTXo4oB nocre amniundukauum

(npobupok, copgepxawmx  npoayktel  [LUP)  HegonycTtumo

OTKpbIBAHWE nNpobOMPOK U1  pasbpbi3rMBaHne  COOEPXUMOrO,

MOCKOSbKY 9TO MOXET NPMBECTU K KOHTaMuHauun npoayktamm MNLP

nabopaTopHOM 30HbI, 000pPYQOBaAHUS N peareHTOoB.

-  KWcnonb3oBatb U MEHATH MPU KaXgow onepauum ogHopasoBble
HaKOHEYHUKM [ONs aBTOMATUYECKUX [003aTOPOB C OUITbTPOM.
OpgHopasoBylo NNacTUKOBYO nNocyay Heobxoammo cbpackiBaTth B
cneuuanbHbIn  KOHTENHEpP, coAaepXxalun aesmHuumnpyrollee
CpeacTBO, KOTOpoe MOXeT OblTb  MCNONb30BaHO  And
obes3apaxmBaHna MeauULMHCKNX OTXOO0B.

- [lloBepxHOCTM CTONMIOB, a TakkKe TMOMELWEHNS, B KOTOPbIX
nposoguTca nocrtaHoska NMUP, 0o Havyana v nocre 3aBepLUeHns
paboT HeobXxo4MMO noasepraTtb ynbTpadroneToBomy
obnyyeHuto B TedeHne 30 MUH.

- [NpumeHaTb Habop CTPOro nNoO HasHa4eHWo, COrfacHo OaHHOW
NHCTPYKLMN.

- HonyckaTb K paboTe ¢ HabopoM TONbLKO creumanbHO 00YyYEHHbIN
nepcoHarn.

- He ncnonb3oBaTb HAbOp MO UCTEYEHUN CPOKa rO4HOCTM.

- Wcnonb3oBaTtb 0gHOPa30BbLIE NepyaTku, nabopaTopHble XanaThl,
3awmwatb rnasa BO BpemMs paboTtbl C obpasuamn  w“
peakTnBamu. TwaTenbHO BbIMbITb PYKM MO OKOHYaHUN paboThl.

- WM3beraTb KOHTaAKTa C KOXeW, rnasamMm n Crim3amcton 0H60STI0HKOMN.
[Mpn KOHTaKTE HEMEANEHHO NMPOMbITb NOpPaXXeHHOe MEeCTO BOAOM
n obpaTnUTbCs 3a MEANLMHCKON MOMOLLBIO.

- Jlnctel 6esonacHoctn martepmanos (MSDS — material safety
data sheet) gocTynHbI NO 3anpocy.
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AOONOJIHATENbHbLIE MATEPUAITbI U OBOPYOOBAHUE

[MfpoBefeHVEe  npeaBapuUTenbHOW  MOArOTOBKU  MUCCreayemMoro

MaTtepuana

1. OgHopasoBble MNOAUNPOMNUIIEHOBbLIE  3aBMHYMBAIOLIMECS WUNA
NAOTHO  3akpbiBawowmecss npodbupkn obvemom 1,5 Mn
(Hanpumep, Axygen, CLLA).

[MpoBeneHune akcTpakumm OHK n3 nccnegyemoix obpasuos

2. KomnnekT peareHtoB anga sblgenenus OHK — «AHK-copb-AM»y,
«PUBO-npen» wunu «lK-akcnpecc» wnu gpyrue KOMMSIEKTHI,
PEKOMeHLOBaHHbIE ObYH LHAW AnmaemMmonorum
PocnoTtpebHagsopa. [ononHuTtenbHble mMarepuansl n
obopynoBaHue ans akctpakumm OHK — cornacHo MHCTPYKUMK K
KOMMNEKTY peareHToB/peareHTy ansa akctpakumm OHK.

[TpoBeageHne amnandukaunm c rmépnamsaumoHHO-hIyopeCLEHTHOMN

geTekumen Npoaykros aMmnamdmkaumnm

3. bokc abaktepuanbHonm Bo3gywHou cpeabl  (MUP-60kc)
(Hanpumep, «bAB-«JlamunHap.-c», «JlamuMHapHble CUCTEMDIY,
Poccus).

4. UeHTtpudpyra/Boptekc (Hanpumep, «TIOTA-2», «bunokomy,
Poccuq).

5. ABTOMaTuyeckme p[osaTopbl nepemMeHHoro obbema (oT 5 oo
20 mkn n ot 20 go 200 mkn) (Hanpumep, «JleHnuneTt», Poccug).

6. OgHopasoBble HaKoOHeYHuKM ¢ dunbTpom o 100 mkn B
wratueax (Hanpumep, Axygen, CLUA).

7. Wratmebl ana npobupok obvemom 0,2 mn wnm 0,1 mn
(Hanpumep, «NHTepllabCepsuc», Poccus).

8. XonoaunbHuk oT 2 go 8 °C ¢ MOpPO3nUNLHON KaMepou He Bbille
MUHYC 16 °C anga BblaeneHHbix npob OHK.

9. OToenbHbIM XanaT, wanodku, obyBb U 0QHOpAa30Bble NepvaTku
no MY 1.3.2569-009.

10.EmMKocTb anga cbpoca HaKOHEYHUKOB.

11.MporpammupyemMmbii  amiiMdpukaTop C CUCTEMOU [AeTeKkumu
dNyopecuUeHTHOro curHana B pexmme «pearbHOro BPeMEHU»
(Hanpumep, Rotor-Gene 6000 (Corbett Research, AscTtpanus),
Rotor-Gene Q (QIAGEN, NepmaHusa), CFX96 (Bio-Rad, CLUA) n
peKoOMeH4OBaHHbIEe dBbYH LHAA AnmaemMmmonorum
PocnotpebHag3opa B MeTOOMYECKMX PEeKoOMeHZauusix Mo
NPUMEHEHUIO JaHHOro Habopa peareHToB).

12.0gHopasoBble  nonunponuneHoBble npobupkn ana  [UP
obbvemom 0,2 mn unm 0,1 mn:
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a) TOHKOCTEHHble npobupkn ana [lNUP obvemom 0,2 mn c
KPyrfiol wny nsioOCKOW ONTUYECKU MNPO3pavyHON  KPbILLKOW
(Hanpumep, Axygen, CLLUA) — npu ncnonb3oBaHuu npmnbopa
NfaHWeTHOro Tmna;

6) TOHKOCTEHHble npobupkn ana [UP obvemom 0,2 mMn ¢
NNIOCKOM Kpbllwikon (Hanpumep, Axygen, CLUA) nnu npobupkn
onga MNUP k Rotor-Gene, o6bemom 0,1 mn B cTpunax no 4 wr.
C Kpblwkamn (Hanpumep, Corbett Research, AscTpanus;
QIAGEN, TlepmaHusi) — npu wucnonb3oBaHMM npubopa
POTOPHOro TUna.

B3ATUE, TPAHCITOPTUPOBAHUE N XPAHEHUE
UCCJIEOYEMOI'O MATEPUATNA

[lepeq  Hayvanom  paboTbl cnegyeTr  O3HAKOMUTbLCA  C
MeToANYECKUMN pekoMeHaaumamn «Baatue, TpaHCNOpTUPOBKA,
XpaHeHne KnuHudeckoro wmartepuana ansa [UP-gnarHoctnkmny,
paspabotaHHbiMn PI'YH LHWNG PocnoTtpebHaasopa, Mocksa,
2010 .

MaTepnanom AOnss wuccnegoBaHMa  crniyaT  MoNnoXuTenbHas
reMokynbTypa, CMeCb BakTepuarnbHbIX KynbTyp, NOAy4YeHHas nyTem
NepBUYHOro rnoceBa KIMHUMYEcCKoro matepuana (nukesopa, BAIJ,
paHeBOro OTAEensiemMoro, MoYM M Ap.) Ha NMOTHbIE WKW XUOKuMe
nuTaTenbHble cpenbl, Yictaa bakrtepuanbHasl KynbTypa, a Takke
obpa3ubl KIMHMYECKOrO MaTepuana: Mo4ya (Npu  OCTpbIX
NHAEKUMAX MOYEBBLIBOAALIMX MyTEN), Ma3kMm CO CIU3UCTbIX
000s104EeK POTOrNOTKN, NPSAMON KULLKK (MpWY NpOBEAEHNN CKPUHUHTA
KONOHM3auum baktepmamn, obnagarowymm npuobpeTeHHbIMU
KapbaneHemasamun).

Ma3sku co CnuancTbiX 060fI04EK POTOMMOTKN UM NPSMON KULLIKA
OOIMKHbI ObITb NMOMELLEHbI B TPAHCMOPTHYIO cpeny «TpaHCcnopTHas
cpeda Onst MaskoB» UNM «TpaHCnopTHasi cpega C MYKONMUTUKOM
(TCM)» npoussoAacTBa dbYH LHNA InNuaemMmnonornu
PocnoTtpebHansopa.

NOAIrOTOBKA UCCIIEOYEMOIO MATEPUATIA K
IKCTPAKUUUN OHK

FemMokynbTypa, cMecb baKkTepuanbHbIX KynbTyp, nony4YeHHas
nyrTeM MnepBUYHOro noceBa KMAMHWYECKOro MaTepuana Ha
XKUOKYI0 NnuTaTenbHylo cpeny
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[MepeHectn ot 0,1 oo 0,25 mn remokynbTypbl UNM NoceBa Ha
cpeqy oboralleHnss B CTEPUITbHYHO OOHOPa30BYKD MNpOBUpPKY
obbemom 1,5 Mn (C NOMOLLLIO 0O4HOPA30BOro LWNpKULa).

LlenTpndpyruposate 10 mmH npm 10000 g (12 Tbic 06/MWH Ha
ueHTpudyre MiniSpin, Eppendorf). Wcnonb3ysa BaKyyMHbIn
oTcacbiBaTteSlb  C  KONOOW-NOBYLUKOW,  MOMHOCTLIO  yAanuTb
HaZoCaO4YHY0 XXNOKOCTb, HE 3axBaTblBasi 0cafoK U UCNoSb3ys Angd
Kaxxgoro obpasua otaenibHbI HaKOHEYHUK Be3 counbTpa.

Moua

B3bontatb nakoH ¢ Moyon. [lepeHectn 1 MmN mMoun B
CTEPUNbHYIO 0gHOPa30BY NPobUpKy obbemom 1,5 Mms, ncnonb3ys
OTAENbHbLIN HaKOHEYHUK C UNbTPOM ANs Kaxagoro obpasua.
LlenTpndpyruposate 10 muH npm 10000 g (12 Tbic 06/MMH Ha
ueHTpudyre MiniSpin, Eppendorf). Tllpu Hanuumm 6GoONbLUOrO
KOnnMyecTtBa COJfien pecycrneHaupoBaTb TOMbKO BEPXHUN CIIOU
ocaflka conien B obbeme 1 Mn n 3aTemM CcHOBa LEHTPUPYrnpoBaTb.
Mcnonb3ya BakyyMHbIn —oOTcacbiBatenlb C  KONBGOM-NOBYLUKOMN,
MNOMHOCTbIO yOanMTb HagoCagOuvHYK XUMAOKOCTb, HE 3axBaTtbiBasd
ocaZlok M UCMOoSb3ysa ANs KaXaoro obpasua oTaenbHbIM HAKOHEYHNK
6e3 punbTpa.

C nonydeHHbIMM  nocne  npegBapuTenbHOM  00paboTKK
obpasuamn (ocagkamu) npoBectn npoueaypy akctpakumm OHK B
COOTBETCTBMN C WHCTPYKUMEN K WUCMNOMb3YEMOMY KOMIMIEKTY
peareHToB.

[TonydeHHble nocne npeaBapuTenibHOM o00paboTkn obpasubl
(0cagKun) MOXHO XpaHUTb:

— Npu TemnepaType He Bbilwe MUHYC 16 °C — B Te4YeHne Heaenu,

— npu TemnepaType He Bblilwe MUHYC 68 °C — AnuTenbsHO.
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®OPMAT FRT
COCTAB

KomnnekTt peareHtoB «[lLUP-koMmnnekT» BapuaHTt FRT-100 F —

KOMMNIEKT peareHToB Ans amnnudukauum dparmeHToB

reHoB

kapbaneHemas KPC n OXA-48-noaobHbIX C

rmopnan3aunoHHO-PrIyopecUeHTHON  OeTeKUMEN B pexume

«pearnbHOro BpeMeHn» — BKN4vaerT:

Peakmuse OnucaHue O6BLemM, mn Kon-eo

MUP-cmecb-1-FRT Mpo3payvHas 6ecuBeTHasi

KPC/OXA-48 XNOKOCTb 1.2 1 npobupka

MUP-cmecb-2-FRT Qﬁgigg‘::aﬂ GecusetHas 0,3 2 npobupku

Monumepasa (TagF) )T(Sgigi::aﬂ GecupeTHas 0,03 2 npobupku

K MpospayHas becuBeTHast 0.2 1 npoBupka
XNOKOCTb

MKO-1 KPC/OXA-48 Mpospaynas becuseTHas 0,2 1 npobupka
XNOKOCTb

NMKO-2 KPC/OXA-48 Mpo3paunas becuseTHas 0,2 1 npobupka

XNOKOCTb

KomnnekT peareHTOB paccuymtaH Ha nposegeHne 110 peakuun
amnnmdmrkaunm, BKNOYas KOHTPOM.
K KOMMMEKTy peareHTOB npunaratTCs KOHTPOSibHble 0Opasupbl

aTana 3KCTpakunn:

Peakmue OnucaHue O6vem, Mn Kos-eo
OKO MpospayHas b6ecuseTHas 1.2 1 npoBmpka
XNOKOCTb
BKO-EL [Mpo3payHasa 6ecuseTHas 1.0 1 npo6upKa

XNOKOCTb

NMPOBEOEHUE MNUP-UCCINEOOBAHUA

[MUP-nccnegoBaHne cOCTOUT U3 CrieQyroLmnx 3Tanos:
— Okctpakuma OHK n3 n3 nccnegyemoix ob6pasyos.
C rmépuansaumoHHO-NTyopeCcLEHTHON
AeTekumen B pexxmme «peanbHOro BpeEMeEHN».,
— AHanus n nHTepnpeTauma pesynbTaToB.

— AmMnnndumkaumns

HetanbHas wHMoOpmMmauua no npouenype nposegeHna [1LIP-
nccnegoBaHMsa B 3aBUCUMMOCTU OT UCMOSb3yeMoro obopyaoBaHus
N3NOXEHA B METOAMYECKMX PEKOMeHOauusix no MNPUMEHEHUIO

HabopoB
METOO0M

peareHTOB AN
nonMmMmepasHom

BbISIBI1IEHUS
LlenHowu

reHoB
peakuun

kapbaneHemas
(MupP) ¢
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rmopunansaunoHHo-pIyopecueHTHOM
MDR MBL-FL»

pa3paboTaHHbIX
PocnoTtpebHagsopa.

n

netekumen  «AMnnmMCeHc®
«AMnNmuCeHc® MDR  KPC/OXA-48-FLy,
dBYH LHN AnmaemMmmonorum
Tabnuua 1

Cxema npoBepeHus NUP-uccnegoBaHna B 3aBUCUMOCTHU OT

Buaa bmonorn4yeckoro marepumana
Bua O6bem ons Komnnekt/peareHT | [lo6aBneHue n VlcnonbsyeMbmv
porpamma NONOXUTENbHbIN
OMONIOrMYecKoro | 3KcTpakKuuu, ANA 3KCTPaKuum BKO-FL npu aMnnudUKaLMK KOHTDONE
maTepuana MKn OHK 3KCTpaKuum - P
amnnudmkaumm
FeMmokynbTypa,
CcMecb
BakTepuanbHbix Ocapok «[K-akcnpecc» - «AMnnunCeHc-B» MKO-1 EZC/OXA'
KyNeTyp, u3 100-250
nony4eHHas M
nyTem nocesa A
NONy4YeHHbI
KIMMHUYECKOro
Martepuana Ha nocne MKO-2 KPC/OXA
KNAKYHO npenobpaboTky «QHK-cop6-AM» + «AmnnmCeHc-1» } 48 :
nuTaTenbHYH
cpeay
Cwmecb
GakTepuarnbHbIX
KynbTyp, «K-akcnpecc» - «AMnnuCeHc-B» MKO-1 }ZEC/OXA-
nony4eHHast 7 109
nyTem nocesa 6 10°-10
aKkTepuanbHbIX
KNMMHUYECKOro
MaTepuana Ha KneTok
NAOTHYIO «OQHK-cop6-AM» + «AMnnnCeHc-1» MKO-2 EZC/OXA'
nuTaTenbHYH
cpeny
Ocapok «AHK-cop6-AM»
13 1000 mkn,
Moua MONy4YeHHbIN + «AmnnuCeHc-1» MKO-2 }ZZC/OXA'
nocne
npenobpaboTku «PUBO-npen»
Masku co
CNU3NCTbIX
obornouek 100 «[AHK-cop6-AM» + «AmnmuCenic-1» | NKO-2 T;C/OXA'
POTOrNOTKM,

NPSMON KULLKN

SKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB
Ona oakctpakumm [OHK wmncnonb3yoTcss KOMMNMEekTbl peareHtoB /

peareHT:

— «[I'K-akcnpecc» unn «dHK-copb-AM» ans akctpakuum OHK un3
reMoKynbTypbl,

obpasuoB

NoNoXuTtenbHoOM

GakTepmanbHbIX KynbTyp,

XKUOKYIO nuTaTenbHYyl cpeay,

cmMecu

NOJSIy4eHHOM nNpuU noceBe Ha
nocne npeaBapuUTensHoOm
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obOpaboTkn, o0O6pasyoB 4YUCTOM KyNbTypbl WA CMecHU

OaKkTepuanbHbIX KymnbTyp, MOJIlYy4EeHHOW nMNpPU MnoceBe Ha

NSOTHYIO NUTaTESIbHYIO cpeay B COOTBETCTBUM C UHCTPYKLUMEN

K MICNOSIb3yEMOMY KOMMIIEKTY peareHToB/peareHTy.

— «[OHK-cop6-AM» nnu «PUBO-npen» ana akctpakumm OHK un3
obpa3uoB MOuYM nocne npegBaputenbHon 06paboTkm B
COOTBETCTBMN C WHCTPYKUMEN K WCMNOSIb3YyEMOMY KOMMIEKTY
peareHTOB.

—  «[HK-cop6-AM» ans akctpakummn JHK n3 obpasuos Ma3koB co
CINMU3UCTbLIX OOONOYEeK POTOrfOTKU, MNPSAMOA KULIKU B
COOTBETCTBMN C WHCTPYKUMEN K WCMNOSIb3YEMOMY KOMMIEKTY
peareHToB.

Okctpakuma OHK wn3  kaxpgoro wuccnegyemoro obpasua
NpoBOAUTCS B MPUCYTCTBUM BHYTPEHHErO KOHTPOSNbHOro obpasua
(BKO-FL). B kauectBe npobbl B— ncnonb3yetcs peaktns OKO. B
cnyyae wucnonb3oBaHna and akctpakuyum OHK peareHta «[K-
akcnpecc» gobasneHna BKO-FL B nccnegyemole obpasubl n OKO B
npody B— He TpebyeTcA.

[Mpn npoeegeHnn akctpakumm OHK wun3 obpasuoB, nocne
npenobpaboTkn npeacTaBnawWmMX cobon ocagkun, nU3NPyHoLWnn
pacTBop nnm peareHT «['K-akcnpecc» nobasnsaoT
HenocpeacTBEHHO B NPOOMPKY C 0cagKOM, UCMOSb3ysa AN KaXaoro
obpasua oTaenbHbI HAKOHEYHUK C PUNLTPOM.

[Mpn npoBeAeHUN SKCTPaKLMN U3 0Opa3LIOB YMCTOM KyNbTYpbl UMK
cmecu 6GakTepuanbHbIX KynbTyp, MOSlydEHHOW MpW noceBe Ha
NNOTHYO NUTaTenbHyK cpeny, bakTtepuanbHble KNeTKu, B3sATble
cTepunbHOM netnen (M CTepUribHbIM  HAKOHEYHUKOM) B
konuyectBe 107-10° kneTok, NOMELLAT HEMNOCPEACTBEHHO B
npobupky obvemom 1,5 mn, cogepxallyto peareHT «[ K-akcripecc»
NN NN3npyroLWnm pacteop Habopa «[HK-copb-AM».

BHUMAHUE! He pekomeHaoyetca OOHOBPEMEHHO MPOBOAUTH

akctpakumo OHK n3 obpasuyoB reMokynbTypbl, YACTOMN KyNbTypbl

nnn cMmecu BakTepuanbHbIX KynbTyp, NONYYEeHHOM NyTEM NOcCeBa Ha
nuTaTenbHyo cpeay, U n3 obpasyoB GMOMOrMYeckoro martepuana

Opyrmx BuOoB, T.K. NpPM 3TOM CYLLUECTBYET BbICOKMMA PUCK

KOHTaMuHauMnm OT o0pasuoB MOMNOXUTENbHON FEMOKYNbTYpbl WA

BGakTepuanbHbIX KynbTyp, COAEP)KaLLUMX BbICOKME KOHLEHTpauuu

OHK Bo3byauTens.
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NPOBEOEHUE AMIMIIM®UKALNU C DETEKLUMEN B PEXXUME
«PEAJNIbHOIO BPEMEHW»

Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT
ucnonb3yemoro amnnucgpukaTopa C CUCTEMOW AeTeKuum B
pexunme «peanbHOro BpeMeHmu».

Ona BHeceHMAa B nNpobupkn peareHtoB, npo6 OHK wu
KOHTPOSIbHbIX 00Opa3yoB  MUCNOSIL3YHOTCA  OAHOpPa30BbLIe
HaKOHEeYHUKN ¢ hunbTpamm.

A. NMoparoroBka Nnpodupok ana amnnudpunkaumm

Oowmn o6 beM peakuMOHHOM cMecHu — 25 MKI, BKIOYasa o6obLem

npo6bi AHK — 10 mkn.

KOMMNOHEHTbI  peakuMoHHOWM CcMecu crefgyeT  CcMelumBaTth
HernocpeacTBeHHO nepen npoBeaeHneM aKcnepuMeHTa.
CmewmBatb peareHTbl M3 pacyeTa pacxodoBaHUA Ha OAHY
peakumio:

- 10 mkn NMUP-cmecu-1-FRT KPC/OXA-48,

- 5 mkn cmvecu MNMUP-cmecu-2-FRT,

- 0,5 mkn nonumepasbl (TaqF).

1. lMNpepBaputenbHo Heobxoaumo noarotoButb cmMmecb [LP-
cmecun-2-FRT n nonumepasbl (TaqF). Copgepxumoe ogHoOn
npobupkn ¢ nonumepasoun (TaqF) (30 mkn) Heobxogumo
NonHoCTblo nepeHectn B npobupky c [MUP-cmecbho-2-FRT
(300 MKn) n akkypaTHO nepemellaTb Ha UeHTpudyre/BopTekce,
He ponyckaa obpasoBaHuA MeHbl. [lpomapkmpoBaTe NPOOUPKY,
yKasaB gaTy npuroToBrieHns CMecu.

BHUMAHME! lNpurotoBrneHHas cmecb paccymnTaHa Ha 60 peakuuin.

Cmecb xpaHuTb Npu Temnepatype oT 2 o 8 °C B TeveHne 3 mec un

Ncnosib3oBaTb N0 Mepe HEOBXOAUMOCTH.

B cnyyae ecnm paHHaAs CMeCb He MOXeT ObITb
u3pacxogoBaHa B Te4yeHUe Tpex MecsaueB, Heobxoaumo
roTOBUTb CMECb Ha MeHbLlee KONIM4eCcTBO peakuun, Hanpumep,
cmewatb 150 mkn MUP-cmecun-2-FRT n 15 Mkn nonumepassbl
(TagF) (nony4yeHHas cmecb paccuymtaHa Ha 30 peakuui).

2. lNepemewaTtb cogepxnmoe npobupku ¢ peareHtom MNMUP-cMmech-
1-FRT KPC/OXA-48 wn ocagutb Kanmium KpaTKOBPEMEHHbLIM
LEHTPUPYrMpoBaHNEM C NMOMOLLBIO LieHTpudyrn/BopTekca.
CaoenaTtb pacyeT Ha HeEOBXoANMMOE YNCNO peakunn, BKNovaroulee

TeCTMpOBaHNE WUCCreayeMblX U KOHTPOSIbHbIX 00pasuoB, MOXHO

corfnacHo pac4yeTHou Tabnuue, npuBegeHHOU B npunoxeHum 1.
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Cnegyet yuuTbiBaTb, 4YTO AN TECTUPOBAHUS [Oaxe OAHOro
nccneagyemoro obpasua OHK Heobxoaumo npoBoauTb MOCTAHOBKY
elle 3-X KOHTPOSbHbIX peakuuu:. K+, K- n B—.

Heobxoaonmo 6paTb peareHTbl ¢ 3anacom: ans tectmpoanus N

obpasuoB npurotoBuTb peareHTbl 4ns (N+1) peakuun.

3.

o O

B oToenbHoM npobupke noaroToBUTb pPeakUMOHHYK CMECh.

CmewaTtb Heobxoaumoe KONM4YEeCcTBO NMUP-cmecu-1-

FRT KPC/OXA-48, NMUuP-cmecn-2-FRT C

nonumepasou (TagF), npurotoBneHHon cornacHo n.1.

OTtobpaTbe HeobxogMmoe KOonmMyecTBO MNPOOUPOK MNU CTPUMOB

ana amnnugukauum HK ncecnegyemblX n KOHTPOMbHbBIX NPoO.

BHecTn B npobupkn no 15 MKn rotoBon peakumMoHHOW CMECH.

B noarotoBneHHble npobupku BHectn no 10 mkn npo6 AHK,

NOMyyYeHHbIX B pe3ynbTaTe J3KCTpakuum U3 uccrnegyemblx

obpasuos..

[MocTaBUTb KOHTPOSbHbIE PeaKUnM:

a) oTpuvuaTtenbHbIM KOHTponb 3KcTpakummn OHK (B-) -
BHecCTU B npodbupky 10 Mkn npoOsbl, BbligeneHHon n3 OKO.

6) oTpuuaTenbHbI KOHTponb MNLUP (K-) — BHecT B npobupky
10 mkn K-

B) nonoxutenbHbin KOoHTponb lMLUP (K+) — B ogHy npobupky
BHecTn 10 mkn MNKO-1 KPC/OXA-48 (npun aHanuse npob
OHK, nony4veHHbIXx n3 06pasyoB remMoKysnbTypbl, YUCTOM
KynbTypbl UK cMecn BakTepuanbHbIX KyrbTyp, NONy4YeHHOW
NyTeM noceBa Ha nuUTaTenbHyl cpeay, _Npu MCNoSfIb30BaHUU
nporpaMmmbl _amninduvkaumm «AmnanCeHc-By») nnn 10 mkn
NMKO-2 KPC/OXA-48 (npn aHanuse npob OHK, nonyyeHHbIX
n3 obpasuoB MCXOOHOro KIMHWYECKOro martepuana unu ms
o0pa3uoB reMoKynbTypbl, YUCTOM KyNnbTypbl WAN CMecwu
BGakTepuanbHbIX KynbTyp, NpU_MCMNONbL30BAHUM MPOrpamMmebl
amnnudukaumm «AMnnnCeHc-1»).

B. NMpoBeaeHne amnnudukaumm c geTekumen B pexume
«peanbHOro BpeMeHu»

1.

3anporpammupoBaTb npudop (amnnudukaTtop C CUCTEMOM
OETEKUUN B PEXUME «pearibHOro BPEMEHU») ANl BbIMNOSTHEHUS
COOTBETCTBYKOLLEN MporpaMmmbl amMnnmdukaunm u geTekuum
dnyopecueHTHoro curHana. [lpu aHanuse npo6 [OHK,
NOMNYYEHHbIX TMPU 3IKCTpPaKuMm C nomMoubo peareHTa «lK-
aKcrnpecc» u3 obpasuoB reMoKyrnbTypbl, YACTOW KynbTypbl UMK
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cMmecn BakTepuanbHbIX KynbTyp, NOSyd4eHHOM nyTemM nocesBa Ha
nuTaTenbHyl0 cpeay, ucnonb3yeTtca nporpamma «AmMnnmCeHc-
B» (cm. Tabn. 2). MNpn anannze npo6 [OHK, nonyyeHHbIX K3
obpasLoB NCXOOQHOro KNMHMYeckoro matepuana, unu npob OQHK,
NOSTYYEHHbIX NPU SKCTPAKLMKN C MOMOLLIbIO KOMMJSIEKTA peareHToB
«QHK-copb-AM» 13 06pasLoB reMoKynbTypbl, YUCTON KYSbTYpbl
UM cmecn BakTepuanbHbIX KySbTyp, UCNOMb3yeTca nporpaMmma
«AmnnuCeHc-1» (cm. Tabn. 3).

Tabnuua 2

NMporpamma «AMnnuCeHc-B»

Mpu6opbl poTopHOro TMna® Mpu6opbl NnaHweTHOro TMna’®
Hvkn Temnepa- Kon-Bo Temnepa- Kon-Bo
o Bpems o Bpems
Typa, °C LIMKITOB Typa, °C LMKIIOB
1 95 15 MUH 1 95 15 MUH 1
95 5c 95 5c¢C
20c 30c
5 60 aeTekums 35 60 aetekums 35
donyopecdu. donyopecu.
curHana curHana
72 15 ¢ 72 15¢
Tabnuua 3
Mporpamma «AMnnuCeHc-1»
Mpu6opbl poTopHOro TMNa’ Mpu6opbl NNaHweTHOro TMNa’®
Hvkn Temnepa- Kon-Bo Temnepa- Kon-Bo
° Bpewms 5 Bpewms
Typa, °C LIMKITOB Typa, °C LMKIIOB
1 95 15 MVH 1 95 15 MWH 1
95 5c 95 5c
2 60 20c 5 60 20c 5
72 15 ¢ 72 15¢
95 5c 95 5c
20c 30c
3 60 AeTekums 40 60 aetekums 40
dnyopecu. dnyopecu.
curHana curHana
72 15 ¢ 72 15 ¢

[etekunsa dryopecueHTHOro curHana HasHadaeTcs Mo TPem

® Hanpumep, Rotor-Gene 6000 (Corbett Research, Asctpanus), Rotor-Gene Q (QIAGEN,
lepmaHua) un pekomeHgoBaHHble OBYH UHUW  3Onugemmonormm PocnoTtpebHaas3opa B
MEeTOANYECKMX PEKOMEHAAUMSX MO NPUMEHEHMIO @aHHOrO Habopa peareHToB.

® Hanpumep, CFX, iQ5 (Bio-Rad, CLUA) n pekomeHpoBaHHbie ®BYH LIHWW 3nugemwuonorumn
PocnotpebHag3opa B MeTOOMYECKMX pPEeKOMEeHZauusax no MNPUMEHEHUIO [aHHOro Habopa
peareHToB.
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kaHanam — ans gnyopodopos FAM’, JOE’ n ROX .

2. YCTaHOBUTb MNPOBUPKM B  SIYEKM PeaKkUMOHHOrO  MOAYMS
npubopa.

3. 3anycTutb  BLINOMHEHWE MPOrpaMMbl  amnaMdukaumm  c
aetekumen dpryopecueHTHOro curHana.

4. 1o OKOHYaHWW BbINOMHEHWSI NPOrpaMMbl MPUCTYNUTL K aHanmuay
W MHTepnpeTaLumn peaynbTaTos.

AHAIIN3 U UHTEPIMNPETALUUA PE3YJILTATOB
AHanus peaynbTaToB MPOBOAAT C MOMOLLBbO MPOrpaMMHOro

obecneyveHnsa npubopa, mcnonb3dyemoro Ansa nposegeHuns MLP c

OeTekumen B pexume «pearibHoro BpeMeHu». AHanuampyoT

rpapukm  HakonneHus dnyopecueHTHOro curHana no Tpem

KaHanam:

— no kaHany ana dnyopodgopa FAM pernctpumpyercsa curHan,
CBUOETENbCTBYOLUA O HAKOMMNEHUU npoaykra amnindukaumnm
dparmeHTOB reHOB KapbaneHemas rpynnbl KPC;

— no KaHany gna dnyopodgopa JOE pernctpupyetrca curHan,
CBUOETENbCTBYOLMA O HaKOMMNEHUU Mpoaykra amMmniandukaunm
dparmeHTOB reHoB KapbaneHema3 rpynnbl OXA-48-
NoAOOHbIX;

— No kKaHany gnga dnyopodopa ROX peructpupyercs curHan,
CBUOETENIbCTBYOLIMA O HaKOMMNeHun npoaykra amnnudpukauum
NHK BHYTpeHHero KOHTponsi.

Pe3ynbTaTtbl UHTEPNPETUPYIOTCA Ha OCHOBAHMW Hanuuus (Unu
OTCYTCTBUSA) nepeceyeHns rpaduka donyopecueHumn ¢ noporoBown
NVUHUEN, YCTAaHOBMNEHHOW Ha YPOBHE 3KCMOHEHUMarnbHOro nogbema
curHana, 4to onpegenseTr Hanuyme (Unn OTCyTCTBME) ANS OAaHHOW
OHK-munweHn 3HaveHnsa noporosoro umkna Ct B COOTBETCTBYIOLLEN
rpacpe Tabnuubl pesynbTaToB.

[MpyHUMN MHTEepNpeTaunn pe3ynbTaToB CreayroLWwmii;

— TeHbl KapbaneHemas COOTBETCTBYHOLLEN rpynnol
OOHapyXeHbl, ecnu gna pgaHHon npobbl B Tabnuue
pe3ynbTatoB Mo KaHany ans dnyopodopa FAM wunn/n JOE
onpegeneHo  3HayeHue  rnoporoBoro  uukna - Ct, He
npesblllaollee ykasaHHOe rpaHWU4YHOe 3HayeHue. [lpn aTom
KpuBasi conyopecueHuMn paHHOM NpoObl OOMMKHA nepecekaTtb

! HasBaHue kaHanoB pgetekumn Aans CooTBETCTBYHOLLEro an6opa CM. B MeToAn4eCKunx

pekoMeHaauunax no npuMeHeHn JaHHoro HaGOpa peareHTosB.
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NOpPOroByto NNHUIO Ha yyacTtke XapaKTepHOro
9KCMOHeHunanbHoro nogbema onyopecueHUni.

— TleHbl kap6aneHema3 rpynn KPC u OXA-48-nofgoOHbIX He
OOHapyXeHbl, ecnu gna pgaHHonm npobbl B Tabnuue
pe3ynbTaTtoB No kKaHanam gnga donyopogopos FAM u JOE He
onpegeneHo (OTCYTCTBYeT) 3HayeHue noporosoro uukna Ct
(kpnBasi priyopecueHUnn He rnepecekaeT NoporoByro JINHULKD), a
B Tabnuue pes3ynbTaToB MO KaHany ana dnyopodopa ROX
onpegeneHo  3HayeHue  rnoporosoro  uukna Ct, He
npesbillatoLLee ykazaHHoe (rpaHUYHOE) 3HaYEHME.

— PesynbTar aHanusa HeBanuAHbIW, e€cnn Ons uccneagyemMoro
obpasua OTCYTCTBYKT 3HayeHus noporoBbix uuknos Ct no
kaHanam gns donyopodopos FAM un JOE, n no kaHany ans
dnyopodpopa ROX 3HadeHne Ct Takke OTCYTCTBYET WU
npeBbIlaeT yKasaHHOEe rpaHuM4YHoe 3HadeHue. B aTtom cnyyae
Heobxoanmo NOBTOPHO NpPoOBECTH ML P-nccneposaHue
COOTBETCTBYIOLWEro obpasua, HadmMHad C 3Tana 3dKCTpakuum
OHK.

BHUMAHWE! [paHunyHble 3HayvyeHma Ct ykasaHbl BO BKnagbllle,
npunaraemMomM K Habopy peareHToB. CM. Takke MeToau4yeckue
pekoMeHgaunmm no rnpUMEHEHMo HabopoB peareHToB Ans
BbISIBIEHNSA reHoB KapbaneHemas3 MeTo4oM MNofiMMepasHon LenHon
peakunun (MUP) ¢ rmbpuansaummoHHO-nyopecueHTHON AeTeKunen
«AMnMCerc® MDR MBL-FL» 1 «AMnnuCeHc® MDR KPC/OXA-48-
FL», pa3paboTaHHble dBYH LIHAN InuaemMunonornm
PocnoTtpebHansopa.

PesynbTtaTt [lLUP-nccnegoBaHns cumtaetca AOOCTOBEPHbLIM,
ecnu nony4eHbl npaBuUnbHbIE pe3ynbTaThbl ans
NOSIOXXNUTENbHOro " oTpuuaTenbLHOro KOHTpOnewu
aMmnnucpumKkaumm m oTtpmuaTesibHOro KOHTponsa akcrtpakumm OHK
B COOTBETCTBUM C Tabnuuen 4 wu BKnagbilwem K Habopy
peareHToB.
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Tabnuua 4
Pe3ynbTaTthbl Ansa KOHTponen pas3nuyHbix atanos MNLUP-aHanu3a
KoHTponupyembin 3HayeHue noporoBoro uyukna Ct
KoHTponb atan MNUP- no KaHanam ans no KaHany ans

uccregoBaHusi dnyopodopo FAM, JOE ¢nyopodopa ROX

OnpepeneHo 3HayeHne

B— OkcTpakumsa AHK 3HayeHne oTcyTCTBYET
MEeHbLUEe rPaHNYHOro

K- rnupP 3Ha4veHne oTcyTCTBYET 3HayeHne oTcyTCTBYET

OnpepgeneHo 3HayeHne

K+ Mnup
MeHblLlle rpaHn4YHoro

He oueHunBaeTcs

Pesynetat [lUP-uccnegoBaHna cuutaeTca HEOOCTOBEPHbLIM B

crefyroLmnx cryyasax:

1. Ecnn gna nonoxuteneHoro koHTpons [MUP (K+) 3HaveHus
NOpPOroBOro UmMkna no kaHanam gna dgpnyopodgopos FAM wu/vnm
JOE OTCyTCTBYHOT WNM nNpPEeBbIWAT YyKa3aHHOE rpaHuU4YHoe
3HayeHue, HeobxoOMMO NOBTOPUTb amMnnMuKaunio ona BCeX
obpasLos..

2. Ecrin pna otpuuartenbHoro koHTponsa akcTpakuum OHK (B-)
nvinn otpuuatensHoro koHTponsa [UP (K-) pernctpupyetcs
3HayeHue noporosoro ymkna Ct no kaHanam ansa dgpnyopodopos
FAM unu/n JOE, Heobxogmmo nosTopuTb [LP-uccnegosaHmne
ana Bcex obpasuyoB, OnA KOTOpPbIX onpegeneHo 3HavyeHue
NOpPOroBOro UMKNa, COOTBETCTBEHHO, MO KaHanam Aans
donyopodgopos FAM mnnu/n JOE.

KnnHndeckass uHTeprnpetaums pesynbrtatoB TecTa [AOorKHa
NpPOBOOMUTLCA BpadoM TOMbKO MNPW  YCIIOBUM  KOMMJIEKCHOIO
obcnenoBaHust nauneHta, C  Y4eTOM [daHHblIX  aHaMHesa,
KITMHMYECKOro N 3annaeMmnoriormdeckoro cratyca, B COOTBETCTBUM C
CYLLLECTBYOLLMMN KIMMHUYECKUMMN n METOANYECKUMN
pekoMeHaaunsaIMu.
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CPOK I'OOHOCTW. YCIIOBUA TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHoctn. 9 mec. Habop peareHTOB C WUCTEKLWINM CPOKOM
OOHOCTU NPUMEHEHUI0 He nognexut. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY [OOHOCTW, YKasaHHOMY Ha
9TUKETKaxX OS19 HEBCKPbITbIX peareHToB, €Crl B WHCTPYKUUU He
yKa3aHO MHoe.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOpTUpPOBaTb MNpu
Temnepatype oT 2 go 8 °C He 6onee 5 cyt. «[1LP-koMmnnekT»
BapmaHT FRT-100 F npu nonydyeHun pasykoMnrekrtoBaTb B
COOTBETCTBMW C YKa3aHHbIMW TeMnepaTypamMm XpaHeHnA.
XpaHeHue. Komnnekt peareHToB «[1LP-koMnnekT» XxpaHuTb npu
Temnepatype oT 2 po 8°C. TllUP-cmecb-1-FRT KPC/OXA-48
XpaHUTb B 3awmueHHoMm oT ceeTta mMmecte. [NLUP-cmecb-2-FRT wu
nonumepasy (TagF) xpaHuTb npu Temnepatype OT MuUHyc 24 [0
muHyc 16 °C.

Peknamaumm Ha kayecTBo Habopa peareHToB «AMnnmCeHc®
MDR KPC/OXA-48-FL» HanpaensTb Ha npeanpustme-n3roToBmTesb
odbYH UHUUN  OSnuaoemmonormn PocnotpebHagsopa (111123
r. Mockea, yn. HoBorumpeeBckasa, O. 3a) B otgen no pabote c
peknamaumaMmn n opraHmsauum obydenHus (ten. (495) 974-96-46,
dakc (495) 916-18-18, e-mail: products@pcr.ru)®.

3aseayowmn HIJT OMAn3 E.H. PognoHoBa

OBEYH LUIHAU Snupemunonorumn PocnoTpebHagsopa

m

[npexktop HAWN aHTMMUKPpODHOU XnMmuoTtepanum
rBOY BI1O CIrMA Mun3apasa P® P.C. Koanos

® OT3bIBbI M NPEANOXKEHNS O NPOAYKLUMMN «AMMNMCEHC» Bbl MOXETEe OCTAaBUTb, 3aMOMHNB aHKeTy
noTpeburtens Ha cante: www.amplisens.ru.
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NMPUNOXEHMUE 1.

Cxema npurotToBneHus peakLMOHHbIX CMeceun
O6bem peareHTOB Ha YKazaHHOE KOJIMYeCTBO peaKkuun (MKn)
O61beM peareHTOB Ha 10 mKn 5 MKN
OAHY peakuuro (MKn)
KonuyectBo
nuccnepyembix NLUP-cmecb-1-FRT * Cmeck I'ILI,P-cmecw-Z-FR*T v
06pasLos* nonumepassbl (TaqF)
2 60 30
3 70 35
4 80 40
5 90 45
6 100 50
7 110 55
8 120 60
9 130 65
10 140 70
11 150 75
12 160 80
13 170 85
14 180 90
15 190 95
16 200 100
17 210 105
18 220 110
19 230 115
20 240 120
21 250 125
22 260 130
23 270 135
24 280 140
25 290 145

*MpuBeaeHbl 3Ha4YEHMA C Y4ETOM 3anaca (pacyeT Ha OgHYy peakuuio
bonblwe) n ¢ y4eToM HEOBXOANMOCTUN NMOCTAHOBKN 3 KOHTPOSIbHbIX
peakunn: K+, B— un K—.
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CUMBOIJbIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

MakcumanbHoe
Yyncno TecToB

REF Homep B kaTanore

LOT Kog naptun Mcnonb3oBaTb o0

O6paTtutech kK

3% 5 a9

N3penue gna in vitro
KOBOZCTBY MO
IVD JNarHoCcTUKN Py AcCTBY
aKcnnyaTaumm
He ponyckaTb
VER [laTta nameHeHuns nonagaHus
COJTHEYHOro cBeTa
OrpaHunyerue [ata
Temnepartypbl N3roToBneHus

“ MponssoanTenb
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DEAEPAABHAS CAYJKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

PEFTUCTPALIMOHHOE Y/IOCTOBEPEHUE
HA ME/JULIMHCKOE U3 /EJIUE
or 13 maprta 2019 rona Ne P3H 2013/879

< Ha MeauuuHckoe H3enue
| Habop pearentos s BeIfBIeHNs renoB kap6anenemas rpymn KPC u OXA-48 B
|| OHostornyeckom MaTepuase MeToI0M NoanMepasHoil nennoii peaxuun (MIP) ¢
|irubpuuzanmonHo-¢1yopecnenTHOIM aerexnuei "AmMmmCenc” MDR KPC/OXA-48-
IFL" mo TV 9398-220-01897593-2012
- l|HacTosiiee perucrpannoHHoe y0CTOBEPEHIE BBIIAHO
» || PeepanbHoe 610KeTHOE yupexkaenne naykn " LleaTpansHeiii HayuHo-
. mecneonaTensexmii MHCTHTYT SnnjemMuoiorun’ MerepaasHoii ¢i1yxk051 10 HAK30pY B
}r‘i cpepe 3ammTLI Npas norpeduTeeit n Giaronoayuns yeaosexa (PEYH IHUU
o 9 AeMHOTOTHI Pocnorpednansopa), Poceus, 111123, Mocksa, yii. HoBorupeenckasi,
n. 3A
_|{ITponzBoguTenn
/| ®enepannnoe GroxmerHOE yapexaenue HaykH " LleHTpaasHBII HAYYHO-
+|[HCCIEI0BATELCKMI HHCTHTY T SnMaeMuoiornu' ®exepaibHoii ¢ayx0bI o HAT30pY B
|lcdepe 3amuTHI NpaB MoTpeduTENel N Gaaronoayqus yeaosexa (PBYH IIHUN
~[Bumaemuonorun Pocniorpebnanzopa), Pocens, 111123, Mockaa, yii. Horornpeerckas,
.3A
“IMecto npomssoscTBa MeMIHAECKOTO H3TEHS
_|lem. npunoxenue
oMmep perucrpannonHoro gocse Ne P/1-26130/11190 o1 01.03.2019
Jlacc NOTEHUMAIBHOIO PHCKA NPUMEHEHUS MEAMITHHCKOro u3aenus 20
" {IKox O6mepoccuiickoro kiaccupukaropa MpoayKIHHU 1O BAAAM IKOHOMHUUECKOH
“inesrensroctr 21.20.23.110 : g

:
7 i,
Wi

”’,‘ % ” wAh

npukasoM Pocspasranzopa ot 13 mapra 2019 rona Ne 1974 > ’Ja !

JIOTIYIIEHO K 00paiienuio Ha Tepputopun Poccuiickoii de
aMecTHTeIb PyKoBoauTe s MeepaibHOH ¢IyKObI
0 HaA30py B cdepe 3ApaBoOOXpPAHEHHS




®EAEPAABHAS CAYJKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

- TIPUNIOYKEHHUE

RPETHCTPALHHOHHOMY YAOCTOBEPEHHIO
HA MEAULUHWHCROE U3AEJIUE

ot 13 mapra 2019 roaa Ne P3H 2013/879

Juer 1

Ha meaunuunckoe usaenue

HaGop pearenToB /sl BeisiBJieHns renoB kapbanenema3s rpynn KPC u OXA-48 B
OMOJIOrHYECKOM MaTepHaJie MeTOA0M noauMepasHoii nenHoi peakuun (IIP) ¢
rHOpHAH3ANAOHHO-(UIyOpecIieHTHOM /IeTeKuuei "AmmanCenc® MDR KPC/OXA-48-FL"
no TY 9398-220-01897593-2012:

~ Habop pearentos Beinyckaercs B 1 dopmare.

~ ®opmar FRT.

HaGop pearenTor BbilmycKaercs B 2 (hopMax KOMITJICKTAIUH:

@®opma | Brmovaer komiuiekT peareHToB «lI1[P-komnnexr» papuant FRT-100 F.

@®opma 2 BknovyaeT HaOOPEI peareHToB OIITOM, pacacoBanHbIe 110 OTACIBHBIM PEAreHTaM.,
C MapKHUpPOBKO# pearcHTOB Ha WX ONTOBOI (hacorke.

Mecto TIPOH3BOJACTBA:

1. ®bYH IHHHWH Snmuaemuonoruu Pocriorpednansopa, Poccus, 111123, Mocksa,

ya. Hosorupeesckas, 1. 3A.

2. ®bYH IIHHWH Dnugemuosnoruu Pocriorpebnanzopa, Pocens, 111123, Mocksa,

yi1. HoBorupeesckas, 1. 3A, c1p. 6.

=

3amecTureab pykoBoauTeas OexepaabHoil ciayxObI
10 HaA30pYy B cepe 3ApaBoOXpaAHEHHSA




YTBEPXOEHA YTBEPXIOAKO

ﬂpMKasoM Poc3npaBHau30pa OupekTop depnepanbHoro
oT 03 ( , Ne 3¥O-1p /77 BIOKETHOIO YUPEKOEHNA HayKm
; «LleHTpanbHbIN HayYHO-

nccnenoBaTenbCKUN WHCTUTYT

anuaemuonoruny denepanbHon
crybbl no _Hansopy B coepe
3aWuThl ATpaB. notpebutenen w
6ﬂarononyLm9 Yenoseka

AR, B.W.lMokposckuin
«L ;,// » 24 :;;r,:}" 280 (7 201 1 &

MHCTPYKLUUA

No NPUMEHEHNIO Habopa peareHToB
ana sbisgeneHns PHK supyca Kpbimckon-KoHro remopparnyeckomn
nunxopagku (KK, Crimean-Congo hemorrhagic fever virus, CCHFV) B
BGuonornyeckoMm matepmane MeTogoM NoMmMepasHonm LENHOM peakumnm
(MUP) ¢ rubpuansayoHHO-GnyopeCcLEHTHON AeTEKUNEN
«AmnnuCenc® CCHFV-FL»

AmnnuCeHc®

depepanbHoOe BIOIKETHOE YUpEeXaeHNe Haykn
«LleHTpanbHbIN Hay4YHO-UCCreaoBaTeNbCKUM
WHCTUTYT 3NUAEMUONOrMmny,

Poccuinckaa depepauusn, 111123,

ropoa Mocksa, ynuua Hosorupeesckas, AoMm 3a IVD
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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi 1 0603Ha4YeHus:

BKO - BHYTPEHHWUI KOHTPOJbHLIN 06pasel,

K— - oTpuuatenbHbli KoHTponb [MLP

K+ - NOJNIOXUTENbHLIN KOHTpOsb [1LP

KIIHK - koMmnnemeHTapHas [AHK, nonyyaemas B peakunn obpaTtHom
TpaHckpunumm Ha maTtpuue PHK

HK - HyKnenHosble kucnotbl (PHK/OHK)

OK - OTpuUaTenbHbIN KOHTPONb 3KCTpakunn PHK

OKO - OTpULATENbHbIM KOHTPOSbHLIM 06pasel,

MK -MNONOXMUTENbHbIV KOHTPOSb aKcTpakumm PHK

MKO - NONOXUTENbHbBIA KOHTPOSbHbLIV 06pa3seL

MnupP - noniMMepasHag LuenHasg peakums

®BYH LIHWM - bepepanbHoe 6ron>|<eTHoev ydpexaeHue Hayku «LleHTpanbHbin
Hay4YHO-UccnegoBaTeNbCKUN UHCTUTYT ANNOEMNOSTOTUN»

Annaemmonornm 2

PocroTpe6Hanaopa cbeuepaanovl cnyx6bl N0 Hag3opy B cdepe 3awmThbl Npas
noTpebutenen n bnarononyyns Yyesoseka

CCHEV - Crimean-Congq hemorrhagic fever virus, Bupyc Kpbimckomn-KoHro
remopparn4eckon nmxopagkm

FRT - hriyopecLeHTHas geTekumsa B pexmme «peanbHOro BpeMeHmu»

HA3HAYEHUE

HaGop peareHtoB «AMnnnCenc® CCHFV-FL» npeaHasHayeH
ona sbigsneHns PHK Bupyca KpbiMckon-KoHro remopparmieckou
nuxopagkn (CCHFV) B knuHuMyeckoM wmMaTepuane (nnasma u
CbIBOPOTKa KpPOBW) M Krewiax MeToAoM MnofMMepasHOM LienHOM
peakuunu (MNLP) c rmbpnansaumoHHO-nyopecUeHTHON AeTeKUNEN.
BHUMAHUE! Peaynbtatol [NUP-uccnenosaHna ydnThbiBalOTCA B
KOMMMEKCHON AnarHocTuke 3abonesaHms’.

NMPUHUUN METOOA

BoiasneHne CCHFV meToooM nonMmepasHou LenHon peakunum
(MUP) ¢ rmubpnansaunoHHO-GyopeCcLEHTHON AeTEKUNEN BKOYaET
B ceba cneagywowme aTtanbl: 3kcTpakuma PHK wn3 obpasuyos
Buonornyeckoro matepuana, obpatHas TpaHckpunuma PHK n IMNMLP-
amnnndpukauus ydactka kOHK CCHFV u rmbpugusaumoHHO-
donyopecueHTHOMN netekymen, KoTopas nponsBoanTcd
HenocpeacTeeHHO B xoae MNUP (dbopmat FRT).

IkcTpakuma PHK n3 6uonormyeckoro matepuana npoBoaUTCS B
NPUCYTCTBUN BHYTPEHHEro KOHTposbHOro obpasua (BKO STI-87-
rec), KOTOpbIM  MNO3BOSMIAET  KOHTPONMPOBATb  BbINOSIHEHUE

! B cooTtBeTcTBUM ¢ [upekTnBoi EBponeiickoro Cotosa 98/79/EC.
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npouenypbl wUccnegoBaHWa OnNs  Kaxgoro obpasua. 3ateMm C
noslydyeHHbIMM Npobamn npoBoanTCcs obpaTHasa TpaHckpunummn PHK
Cc nomowibo hepmeHTa TM-peBepTasbl U amnnuukaymsa ydyacTtka
kQHK CCHFV npu nomowm crneumdunyHbix K aToMy ydacTtky kOHK
npanmepoB ©n depmeHTa Tag-nonmmepasbl. B cocrtase
peakuMoOHHOM CMecn npUucyTcTByeT JornyopecUeHTHO-MEYEHbIN
OJTUIOHYKITEOTULHbLIV 30H[, KOTOPbLIW rmopunamnsyeTcs C
KOMMSieMeHTapHbIM y4acTkom amnnmdpuuympyemon kOHK-muweHn,
B pe3ynbraTe 4ero rMpoucxoauT HapacTaHMe WHTEHCMBHOCTU
donyopecueHumn. IOTO MO3BOSISIET PErncTpupoBaTb HakornneHme
cneundunyecknx nNpoAYyKTOB amnindukauum nytem un3MepeHus
MHTEHCUBHOCTHU doNyopeCUEHTHbIX CUrHanos. HeTtekuuns
donyopecuUeHTHbIX curHanos npu ucnonb3oBaHun dopmata FRT
npoucxogut HenocpeactBeHHo B xoge [ILUP ¢ nomowbio
amnnmdukaTtopa ¢ cMcTeMon geTekumn osiyopecueHTHOro cmrHana
B peXume «peanbHOro BpeMeHny.

POPMATbI U DOPMbI BbiIlTYCKA HABOPA PEANEHTOB
HaGop peareHTOB Bbinyckaetcs B 1 chopmare.
Popmart FRT
Habop peareHTOB BbinyckaeTcs B 4 oopmax KOMMsiekTaunu:
Popma 1 BkovaeT Komnnekt peareHToB  «[1LP-komnnekT»
BapuaHT FRT,;
Popma 2 BknoyaeT komnnekTbl peareHToB «PUBO-npen» BapmaHT
50 n «IUP-komnnekT» BapnaHt FRT;
Popma 3 BkNYaeT Komnnektbl peareHToB «PUBO-30nb-By»
BapuaHT 50 n «lLUP-komnnekT» BapnaHT FRT;
Popma 4 BkroHaeT Habopbl peareHToB ONTOM, pacacoBaHHbIE MO
OTAeNnbHbIM peareHTam, C MapKMPOBKOW peareHToB Ha MX ONTOBOW
doacoske.

dopma komnnekTauum 1 npegHasHadyeHa AN NpoBedeHUs
obpatHon TpaHckpunuun PHK u amnnudpukaummn kOHK ¢
rmopnan3aumoHHO-PrIyopecUeHTHON  OeTeKUMen B pexunme
«peanbHoro BpemeHw». [Ona npoBeaeHuna nonHoro [1LP-
nccrieqoBaHns  HeoOXoAMMO  [OMOSTHUTESIbHO  UCMONb30BaThb
KOMMMEKTbl peareHTtoB Ans akctpakuumm PHK, pekomeHgoBaHHLIE
ObYH UHNWN Snnaoemunonornm PocnoTpebHaasopa B 3aBUCMMOCTH
OT BMa uccriegyemoro matepuana.
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dopmbl KOMMANEKTauumM 2 1 3 npegHasHayeHbl Ang npoBeaeHus
nonHoro lNUP-nccnenosanus, Bkrovatowero akctpakuyuo PHK u3
Buonornyeckoro wmartepuana, obpaTHyto TpaHckpunuun PHK n
amnnndpukauyuio  kQHK ¢ rmbpungmsaumoHHo-(priyopecueHTHON
OETEKLMEN B pEXNUME «peanbHOro BpeMEHNY.

dopma KOMMeKkTauum 4 npenHasHayeHa ans
NPOM3BOACTBEHHbIX Lenen ana nocneaylowen MapKUMpOBKU Ha
S13blKe 3aKas4yumka 1 Komnnekraumm no Habopam.
BHUMAHUE! Wcnonb3oBaHne  dopmbl  Komnnektaumm 4
Npon3BOAMUTCA TONMbKO B  COOTBETCTBUM C  PErflaMEHTOM,
YTBEPXOEHHbIM dbYH LIHNA InNuaemMmonornm
PocnoTtpebHagsopa.

AHAJIMTUYECKUE XAPAKTEPUCTUKA
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bua
AHanuTtu-
Guonorunyeckoro
KomnnekT ana | Komnnekr ana | yeckas 4yB-
mMmatepuana NMpoGonoaroToBka
BblaeneHus amnnudukaumm | CTBUTENb-
(06Bbem MaTepuana
o PHK/OHK M geTekuum HOCTb,
uccnegyemMmou y
konun/mn
npo6bl)

CbiBOpOTKa HaHHas yyBCTBU-

kposu (100 mkn) «MyP- TenbHOCTb AOCTU-

Knewwm «PUBO-npen» KOMMNIIEeKT» 5x10° raetcs npu

H.marginatum BapuaHT FRT cobnto-geHnn

nynbl (50 mMkn) HUXEN3No-
YKEHHbIX NpaBus
npo6onoaroToBKM

Knewm «MP- BuomaTepuana un

H.marginatum «PUBO-30mnb-B» | koMnnekT» 5x10° pekoMeHayeMoMm

nynbl (100 mkn) BapuaHT FRT obbeme
nccnegyemomn
npoobI

AHanutn4yeckaa cneunPuUyHOCTb

AHanuTtmnyeckasa crneyndunyHOCTb n3yveHa Ha:

- (onasuBMpycax (BMpycC 3anagHoro Huna, Owmckowm
remMopparnyeckoun nuxopagku);

- repnecsupycax (I v Il Tvnos, CMV, EBV, VZV, IV Tuna),
aHTepoBupycax (ECHO, Coxsackie);

—  PUKKETCUAX rpynnbl NATHUCTBIX nunxopapok (Rickettsia conorii
ssp. caspia, Coxiella burnetii);

- opTobyHbsiBMpycax (Bupyc TarnHu, batan);

- XxaHTaBupycax ([lymana, [lobpasa);
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- ToroTtoBupycax (batken).

Mpun pabote ¢ PHK/OHK BbiwenepevncrneHHbix opraHmamos, JHK
yenoseka n [OHK knewen nNoOXHOMOMNOXUTENbHLIX pPe3ynbTaToB
BbISIBIIEHO He ObINO.

MEPbLI MPEOOCTOPOXXHOCTHU

PaboTta gomkHa npoBoauTbCsA B nabopatopuu, BbINOMHAOLEN
MonekynspHo-ononormnyeckue (MNLP) nccnenoBaHust KIMHUYECKOroO
mMatepuarna Ha Hanuyue Bo3byautenen MHPEKUMOHHLIX BonesHen,
c cobntoaeHnemMm caHuTapHo-anmaemunyeckux npasun CI1 1.3.2322-

08 «be3onacHocTb paboTbl ¢ MukpoopraHmamamm |-V rpynn
naToreHHocTn (onacHocTn) n BO3DyaAUTENAMW NapasuTapHbIX
oonesHen», CanllnH 2.1.7.2790-10 «CaHuTtapHo-

anungemMuonornyeckme TpebosaHna K obpalleHnio ¢ MegULUHCKUMU

oTXxogamun» U MeTogudeckux  ykasaHun MY  1.3.2569-09

«OpraHunsauma paboTbl nabopaTopuii, MCNOMb3YHOLWNX METOAbI

aMmnnndurkaumm HyKnenHoBbIX KUCAOT npu pabote ¢ maTepunanom,

cogepXalnm MrukpoopraHnamel |-V rpynn natoreHHoCTuy.

[Mpn paboTte BCcerga cnenyeT BbINOMHATL creaytowme TpeboBaHns:

- Cnepoyet paccmatpumBaTb  uUccriegyemble  obpasubl  Kak
MHJEKLUMOHHO-0MacHble, OpraHn3oBbiBaTb paboTy N XxpaHeHne B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MuKpoopraHmamamu |lI-IV rpynn natoreHHOCTM (onacHoCTU) u
BO30OyaAnTENnaMKU napasmtapHbiXx 6onesHen».

- Ybupate W gesnH@uuupoBaTb pasnuTble obpasubl  Unu
peakTuBbl, WUCNONb3ya Ae3uHduuupylwme cpeacrea B
cootBeTcTBMN C CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MUKpoopraHuamamm IlI-IV rpynn naTtoreHHoCcTn (onacHoOCTU) U
BO30OyanTENAMU napasmtapHbix 6onesHeny.

- JlabopaTtopHbin npouecc OofmkeH OblTb OAHOHaMNpPaBfIEHHLIM.
AHanms npoBoaMTCA B OTAESbHbIX NMOMELLEHUsX (30Hax). PaboTty
cnegyeT HauvHatb B 3o0He Bblgenenusi, npogommkaTe B 30HE
Amnnudpmkaumm un  Hetekumn. He BosBpawartb obpasupl,
obopygoBaHne N peakTuBbl B 30HY, B KOTOpOW Oblfia npoBeaeHa
npegblgyLlias ctagms npouecca.

- Ypanatb HEUCNonb30BaHHble peakTUBbl B COOTBETCTBUM C
CaHlluH  2.1.7.2790-10 «CaHuTapHO-3NnaeMNoNornyeckme
TpeboBaHus K 0bpalleHnio C MEAULUMHCKUMWN OTX04aMmn».
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BHUMAHUE! [lpu ypaneHunm oTxomoB nocre amnniundukauum

(Nnpobupok, cogepxawmx  NPOAYKTHI MUP)  HepgonycTMmo

OTKpbIBAHWE nNpPoOMPOK UK  pasbpbi3rMBaHne  COOEPXUMOrO,

MOCKOSbKY 9TO MOXET NPMBECTU K KOHTaMuHauun npogyktamm MNLIP

nabopaTopHOM 30HbI, 000PYAOBAHUS N peareHTOB.

- [NpumeHaTb Habop CTPOro NO HasHa4eHWo, COrfacHo OaHHOW
NHCTPYKLMN.

- JonyckaTb K paboTe ¢ HabopoM TOSNbLKO creynanbHO 00yYEeHHbIN
nepcoHarn.

- He ncnonb3osatb Habop Mo ncteyeHn cpoka rogHoOCTH.

- Wcnonb3oBaTtb 0gHOPa30BbLIE NepyaTku, nabopaTopHble xanaThl,
3awmuwiate rnasa BO BpeMsa pabotbl ¢ obpasuamu v
peakTnBamu. TaTenbHO BbIMbITb PYKM MO OKOHYaHUM paboThl.

- W3beraTb KOHTaKTa C KOXeW, rrnasamm n crim3anctom obosiouKon.
[Mpn KOHTaKTe HEMeANEHHO NMPOMbITb NOPaXXeHHOe MEeCTO BOAOM
n obpaTnTbCs 3a MEAULMHCKON MOMOLLGHO.

- Jluctel 6esonacHoctn matepumanoB (MSDS — material safety
data sheet) gocTynHbl no 3anpocy.

BHUMAHMUE! B cooteetcTBumM ¢ Jupektneson Esponenckoro Cotosa

67/548/EEC cnepywouwme peareHTbl nognexar MapKUMpOBKE, Kak

cogepkallume onacHble BellecTBa, a Takke TpebylT YyKasaHus

dakTopos pucka (R) u mep npeaocTopoxHocTH (S):
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HaumeHoBaHne | HanmeHoBaHue | HammeHoBaHune | Kog onacHocTy, no N 2.2.5.1313-03?
peareHTa KomnnekTa, B onacHoro (B nepeyeHb akTopoB
KOTOPbI/ BXOAUT | COOTBETCTBUM C | pucka (R) n mep i:u Sé’ 2
peareHT ANPEKTUBOM npeaoCTOPOXHOCTM 5| 2 9 3
67/548/EEC) (S) B cooTBETCTBUU C 3|8 < qﬂ)’%
BellecTsa AVPEKTVBOM ?135| 5|5 o é
67/548/EEC g|E 28 §§ g|
08| x| 8| 2L Q
S8 %3 2ca%
vo| o| |l okrF0g
3| 5|2 bg5ag®
Ca| O 5 T £O0m
Pacteop ons «PUBO-npen» NyaHnguH Harmful® HeT gaHHbIX
nmnauca TuouunaHat R:20/21/22-32-52/53
PactBop D «PNBO-30nb-B» S:13-61
Pacteop ans «PUNBO-npen» . Kna
npeuunuTaLmmn :—h_gghl;;sflammable. cc | He
rritan 50/ | Map | ona | Tpe
Pacteop C «PNBO-30nb-B» Visonponakon R:11-36-67 10 bl | CHO | Bye
S:7-16-24/25-26 C;VI TCA
Toxic, Corrosive® Kna
R: 23/24/25-34- e cc | He
PacTeop A «PWNBO-30mb-B» | deHon 48/20/21/22-68 03 lu oo | oo
S: 24/25-26-28- 3 | Bl | cHo | bye
CTHn TCA
36/37/39-45 2
Kna
Harmful® cc | ne
Pacteop B «PUBO-30nb-B» | Xnopodopm 58 /22% /323 40 éO/ Eap 252 g;z
S: 36/37 cTn | TcA
2
Pacteop ans «PUNBO-npen» JTtaHon Highly flammable® 20004 Map | Kna | He
OTMbIBKU 3 «PNBO-30nb-B» R:11 1000 bl cc | Tpe
pacTBop ANns «PVBO-npen» S:7-16 ona | Gye
OTMbIBKY 4 CHO | TCA
CTun
4
PacwudpoBka o0003HayeHnn daktopoB pucka (R) n wmep

NpeaoCcToOpOXHOCTH (S).

R11: nerko BocnsiameHsieTcA.

R20/21/22: onaceH npu npornatbiBaHUN, KOHTAKTE C KOXEW unu
BObIXaHUN.

R22: onaceH npwu npornaTtbiBaHUN.

R23/24/25: apoBuUT npu BObIXaHUM, KOHTAKTE C KOXEN U npu
npornaTbiBaHUMN.

2 NlaHHble MH 2.2.5.1313-03 «lMpepenbHo gonyctumble KoHueHTpauum (MOK) BpeaHbIx BeWeCTB B
Bo3ayxe pabouyert 30HbI». Knacc onacHoctu no NOCT 12.1.007-76. CCBT. «BpeaHble BeLecTBa.
Knaccudgukauus. Obuwme TpeboBaHus 6€30nacHOCTMY.

® Micnonb3oBaHbl AaHHbIe 0 KoAe onacHocTH, dpakTopax pucka (R) v Mepax npeaocTopoXKHOCTH (S)
dumpmbl Sigma-Aldrich (harmful - BpegHbin ansa 3goposbs, highly flammable —
nerkoBoCnNaMeHSIOLWKNICS, irritant - BbI3bIBaOLLUA pasgpaykeHmne, toxic- TOKCUYHbIN, corrosive-
KOPPO3UBHbIN).
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R32: npun KOHTaKTe C KUCNOToM 0bpasyeT TOKCUYHbBIN ras.

R34: Bbi3bIBAET OXOrW.

R36: pasgpaxaeT CrM3ucTyto rnas.

R38: pasgpaxkaeTt KoxXy.

R40: orpaHW4yeHHOEe 4YUCIIO0 [OoKasaTeNbCTB  KaHLEepPOreHHoro
adpekTa.

R48/20/22: onacHOCTb Cepbe3HOro Bpeda And opraHmama npu
OSINTENbHOM BAbIXaHUN 1 NPUEME BHYTPb.

R48/20/21/22: onacHOCTb Cepbe3HbIX NOBPEXAEHNN OpraHM3amMa npu
OJSINTENBbHOM BbIXaHUW, KOHTAKTE C KOXEWN Unun rnpu npnemMe BHyTpb
R52/53: onaceH AOna BOOHLIX OPraHM3MOB, MOXET BbI3blBaTb
OONroBpEMEHHOE HeXenaTtenbHOe BO34ENCTBME Ha BOAHYIO cpeay.
R67: napbl BewectBa MOryT Bbl3blBaTb COHMIMBOCTb U
FOSI0OBOKPY>KEHME.

R68: puck HeobpaTuMbIX NocneacTBun.

S7: gepXaTb eMKOCTb MSIOTHO 3aKPbITON.

S13: pgepxaTb BOanu OT MNUWEBLIX MNPOAYKTOB W HAMUTKOB,
NPOAYKTOB ANS XKMBOTHbIX.

S16: gepxaTb BOann oT UICTOYHUKOB OMHS1, HE KYPUTb.

S24/25: n3beratb KOHTaKTa C KOXeun 1 rnasamu.

S26: B cnyvyae nonagaHMa B rnasa HemMeasleHHO MpPOMbITb
GonbWMM KONMMYECTBOM BOAbI U 0OpaTUTbCA 3a MeaULMHCKOW
NOMOLLbIO.

S28: nocne nonagaHust Ha KOXY NPOMbITb OOMNbLIMM KOIMYECTBOM
BOAbI.

S36/37: ncnonb3oBaTb COOTBETCTBYIOLLYIO 3alUUTHYIO ogexay W
nepyaTtku.

S36/37/39: ncnonb3oBaTb COOTBETCTBYIOLLYIO 3aWMTHYIO oaexay,
nepyaTky U Macky/o4Ku.

S45: B cnyyae nNpOUCLLECTBUSA WNU YXYALWEHUS CaMO4YyBCTBUS
HemeaneHHo obpaTUTbCs 3a MEAULMHCKON MOMOLLIbIO.

S61: nsberatb NonagaHNAa B OKpPYXXatoLLyo cpeay.

BHAMAHUE! T[lpn pabote C rnerkoBocnsiaMmeHaLWnMMnca
BewlecTtBaMu cobniogatb npasuna noxapHom 6esonacHocTn And
yupexaeHnn sgpasooxpaHenus MNMNb5O 07-91 ot 30.08.91

AOOMNONMHUTENBbHbBIE MATEPUAITIbI N OBOPYOOBAHUE
1. 0,15M NaCl wnn docdatHbin bydepHbin pacteBop (PBS)
(HaTpua xnopug, 137 mM; kanuna xnopwug, 2,7 mMM; HaTpud
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9.

mMoHodpocdpaT, 10 MM; kanusa audocdart, 2 mM; pH=7,5+0,2).

. Komnnektel peareHtoB ana  Bblgenenuns PHK/OHK (B

3aBMCMMOCTM OT TuUna uccnegyemoro buomatepmana) — «PUBO-
npen» (TY 9398-071-01897593-2008) nnn «PUBO-30nb-B» (TY
9398-073-01897593-2008), wnu gpyrne peKoMeHOOBaHHblE
®bYH UHWWN OSnmpemmnonormn PocnoTtpebHaa3opa — npu
paboTe ¢ doopmon Komnnekraumm 1.

[ononHutenbHble matepuansl n ob6opyaoBaHMe ANs 3KCTPaKLUUm
PHK/OHK — corfnacHO MHCTPYKUWM K KOMMSIEKTY peareHToB AJiS
BblaenexHuns PHK/OHK.

lomoreHmnsatop  TissueLyser LT  (Qiagen, [epmaHugd)
pekoMeHayeTCa UCNoSb30BaTh A4S FOMOreHN3aUnn KreLlen.
MeTannuyeckne wapukm U3 HepxXxaBerlLlen ctanu gunameTpom 7
MM.

6. bokc abakTepmanbHon Bo3gywHoun cpeabl (MLUP-6oke).
7.
8. ABTOMaTuyeckme go3atopbl nepemeHHoro obbrema (ot 5 go 20

LleHTpundoyra/sBopTekc.

Mk 1 ot 20 go 200 mkn).
OpgHopasoBble HakoHeYHUKN ¢ ounbTpom Ao 100 mkn u go 200
MK B LUTaTUBAaX.

10.WTaTtuebl gns npobupok o6vemom 0,2 1 0,1 mn.
11.0gHopa3oBbIe  MOMMMNPONUIIEHOBLIE  3aBUHYMBAKOLLIMECH UMK

NM0THO 3aKpbliBatoLWwmecs npodupkn obvemom 1,5 mn.

12.XonogunbHuk oT 2 ao 8 °C ¢ MOpPO3UIIbHOMN KaMepon He Bbllle

MuHyc 16 °C ans BblgeneHHbix npod JHK/PHK.

13.0T1OoenbHbIN xanart, wano4yku, obyBb M 0QHOPAa30Bble MepyaTKu

no MY 1.3.2569-09.

14.EmMKOCTb anga cbpoca HaKOHEYHUKOB.
15.Mporpammupyembii  amnnMdumkaTop C CUCTEMOU AeTeKunu

dNyopecueHTHOro curHana B pexmme «pearnbHOro BPeEMEHU»
(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,
AscTpanusi), Rotor-Gene Q (Qiagen, NepmaHug), iQ5 (Bio-Rad,
CLWLA), Mx3000P (Stratagene, CLUA), OT-96 (OHK-TexHonorun,
Poccus) unn aHanornyHeole).

16.0aHopas3oBkIe nonunponuieHosbie Npodupku ana MNLUP:

a) TOHKOCTeHHble npobupkn gna [MUP obvemom 0,2 mn c
BbINYKNOW KpbiwKkon (Hanpumep, Axygen, CLIA) — npwm
NCnonb3oBaHMM Npudopa NaHWeTHOro TUna;

6) TOHKOCTEHHble npobupkn ana lNUP obvemom 0,2 mMn ¢
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nrockon Kpbiwkon unu 0,1 mn (Hanpumep, Axygen, CLUA) —
Npwn UCnosfib3oBaHUK Npnbopa poTOPHOro Tuna.

B3ATUE, TPAHCINMTOPTUPOBAHUE U XPAHEHUE
UCCIIEOYEMOIO MATEPUAITIA

[lepen  Hayvanom  paboTbl  cnegyer  O3HAKOMUTBCA  C
MeToANYECKUMN pekoMeHaaumammn «BaaTtune, TpaHCNOpTUPOBKA,
XpaHeHue KnuHuyeckoro wmatepuana pgna [MUP-gnarHoctnkmy,
paspaboTtaHHbiMn PI'YH ULUHWNSG PocnoTtpebHaasopa, Mocksa,
2008 .

NMNOoAroToBKA UCCJIEAYEMOI'O MATEPUAIJIA K

QKCTPAKLUNU PHK

1. [lnasama  KpOBW, CbIBOpPOTKA KpoBuU. B3atne  uenbHOW
nepudepmnyecKon KpoBm NPOBOANTCH YTPOM HaTOLLAK B NPOBUPKY
c 6 % pactBopom Q[ TA n3 pacdeta 1:20. 3aKkpbITy0 NPOOMPKY C
LenbHOoMn nepudpepunyeckomn KPOBbIO HECKOJbKO pas
nepesopaymnBatoT. [na oTbopa nnasmbl NPOBUPKY C KPOBbLIO
ueHTpudyrupytoT B TedyeHne 20 muH npm 1600 g. CbIBOPOTKY
KpOBM nony4varT ctaHgapTHbIMM MeTogamu. [ns nccnegoBaHud
oToupatoT 100 MKN KIMMHUYECKOro maTepuana.

2. Knewu. lNpensaputenbHO OPMUPYIOT Mynbl KNeLwen: roiogHbIX
obbeauHAKT no 5-7 ocoben, nonyHanutaeBwmnxca — no 2-3;
NOMHOCTbID HanuTaBswuxca — no 1. [Ona npurotoBneHus
CYCNeH3un Krewen uncnonb3yrT CTepurnbHyto dapdopoByto
YallKy U CTepunbHbIN necTtuk. MNpn Hannuum aBTOMaTUYECKOro
romoreHusatopa TissuelLyser LT npumeHaT cneaywouwme
napamMmeTpbl ONs roMmoreHusaumm knewen poga Hyalomma
(owameTp wapukoB — 7 MM; 4vactota — 50 [u/c; Bpemd
romoreHnsaumm — 12-15 muH; obbem 6ydepa — 700 Mkn
(HeHanuTaBwwumnca knew), 1000-1500 mkn (HanUTaBLUWKCA Knewy
N nynbl knewewn). B cnydae romoreHusaumm HanuMTaBLUNXCS
Krnewen B CTynke WX npegBapuTeribHO  MpokanbiBaloT
CTEPUNbLHOW OOHOPA30BOM WUIMON B HECKONbKUX MecTax Ans
Bblxoga Kposu. Knewen npeaoBaputenbHO OoTMbiBatoT B 70 %
9TaHone B cnydae ecnu kKnew, 3arps3HeH macriom. Kneiien
pactmpatoT B 700 mkn (ecnu npoba COCTOUT M3 OOHOro
HeHanuTaswerocda knewa) wwm B 11,5 wMmn  (ecnu
rOMOreHM3npyT Ny Knewen nnn Hanutasweroca krewa) 0,15
M pactBopa xnopuga HaTpua unu PBS-bydepa, cmewmsad
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pacTBop C Krnewamum HebonbwuMuM obbemamu, 3aTeMm
nony4yeHHyr cycneHsuo ueHTpudyrmpytotr npu 10 000 g B
TedyeHne 1 MuH 1 otbumparT 50 MKN HagoCcado4YHOW KUOKOCTU
ana BolgeneHns PHK ¢ nHabopom «PWBO-npen». PHK un3
NOSTHOCTbIO HANUTAaBLUNXCS KIeLlen peKkoMeHayeTCs BblAenaTb C
npumeHeHnem Habopa peareHToB «PUBO-30nb-B». B aTtom
cnyvyae anga sblgenenuss PHK otoupatoT 100 Mkn ocBeTneHHoM
KrieweBon CycrneH3nu.

[onyckaeTca XpaHeHue BbllIEenepeyYmncneHHoro KrInmHU4YeCKoro

mMaTtepuana 4o npoBeaeHUA UCCNedoBaHUs B TEYEHME CYTOK MNpwu
Temnepatype oT 2 ao 8 °C unu 1 Hepg — npu TemnepaTtype He Bbille
mMuHyc 16 °C. Knewen xpaHat unu xumebiMn (0o 1 mec) unn 1 Heq
npu TemnepaTtype He Bbiwe wMuHYyc 16 °C, panee - npwu
Temnepatype muHyc 70 °C.
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®OPMAT FRT
COCTAB

Komnnekr peareHTOB

«MUP-komnnekT»

BapuaHT

FRT -

KOMMNNEKT peareHToB Ana obpatHou TpaHckpunuun PHK n
amnnudpukaumm kOHK ydyactka reHoma Bupyca KpbiMckon-KoHro

remopparmyeckomn nuxopagkm C rmépuansaumnoHHO-

donyopecuUeHTHON AeTeKUMEN B PEXUME «pearibHOro BPEMEHU» —

BKJ1KOYaeT.

Peakmuse OnucaHue O6BLeM, mn Kosn-eo

OT-NuUP-cmecb-1-FRT CCHFV lNpospauHas GeclpeTHas 0,6 1 npobupka
XNOKOCTb

OT-NUP-cmecb-2-FEP/FRT MNpospavHast becuseTHas 0,3 1 npo6upka
XXVOKOCTb

RT-G-mix-2 lNpospaunas beclpeTHas 0,015 1 npobupka
XNOKOCTb

Monumepasa (TagF) lNpospaunas beclpeTHas 0,03 1 npobupka
XNOKOCTb

TM-PeBepTasza (MMIv) lNpospaunas beclpeTHas 0,015 1 npobupka
XNOKOCTb

MKO kOHK CCHFV / STI MNpospavHast becuseTHas 0,1 1 npoBupka
XMOKOCTb

PHK-6ydep lMpo3payvHaga 6ecuBeTHas 06 2 NPOBUPKA

XWOKOCTb

KomnnekT peareHTOB paccyutaH Ha npoBegeHue 60 peakummn
obpaTHOW TpaHCKPUNUMK U amnnndukaumm, BKNoYas KOHTPOMMN.

K komnnekty peareHtoB  «[lIUP-komnnekTt»  npunaraiotcd
cnegyrwuine peareHTbl:
Peakmue OnucaHue O6nem, mn Kos-eo

OKO MpospayHaa 6ecuBeTHas 1.6 1 npoBupka
XMOKOCTb

NMKO CCHFV-FL-rec lNpospaunas becupeTHas 0,03 5 npobupok
XMOKOCTb

BKO STI-87-rec lNpospaunas becupeTHas 0,12 5 npobupok
XMOKOCTb

TPHK 1 mkr/mkn MNpospaunas becseTHas 0,06 5 npo6bupok
XNOKOCTb

KomnnekTt peareHToB «PUBO-npen» BapuaHT 50 (TY 9398-071-
01897593-2008) — koMnnekT peareHToB Ans BblgeneHns PHK/OHK
N3 KNMHNYECKOro Matepuana — BKNoYaerT:

®opmat FRT ®opma 1: R-V22-50-F(RG,iQ,Mx,Dt), H-1881-1/ 01.08.11/ cTp. 13 u3 26




®OPMAT FRT

Peakmuse OnucaHue O6BLemM, mn Kon-eo

PacTtBop ansa nusuca Mpospauas m”f'KOCTb 15 1 cpbnakoH
ronyboro upeTa
Mpo3payHas 6ecuBeTHas

PacTtBop Aana npeunnutaumm KWAKOGTD 20 1 conakoH

PacTtBop Ansa oTMbIBKK 3 Npoapaqhas GecLipeTHaR 25 1 cdonakoH
XNOKOCTb

PactBop ansa otmbiBKU 4 Mpo3paviras GecuseTHas 10 1 donakoH
XNOKOCTb
Mpo3payvHas 6ecuBeTHas

PHK-6ydep KIOKOCTb 1,2 4 npoBupku

Komnnekr peareHTtoB paccumtadH Ha BblgenenHme PHK un3 50
obpasuoB, BKMw4Yas KOHTponu. Bxogut B coctaB (popmebl
KoOMMnekTauum 2.

Komnnekt peareHtoB «PUBO-30nb-B» Bapuant 50 (TY 9398-
073-01897593-2008) — koMnneKkT peareHToB Ans BblgeneHna PHK
N3 KNMHNYECKOro Mmatepmarna — BKIroYaerT:

Peakmue OnucaHue O6nbem, mn Kos-eo

PacTeOp D lMpo3payvHasa 6ecuBeTHas 20 1 cnakoH
XNOKOCTb

PacTBOp E Mpo3payvHasa 6ecuBeTHas 15 1 npoBupka
XXMOKOCTb

PacTeOp A lMpospayHas XMaKocTb 15 1 (hnakoH
OpaHXXeBOro LBeTa

PacTeop B lMpo3payvHasa 6ecuBeTHas 5.0 1 npoBupka
XMOKOCTb

PacTBOp C lMpo3payvHaga 6ecuBeTHas 20 1 (hnakoH
XNOKOCTb

PacTtBop Ansa oTMbIBKK 3 MNpospavHast becuseTHas 50 1 dpnakoH
XNOKOCTb

PHK-anweHT lNpospaunas becuseTHas 0,5 5 npobupok
XNOKOCTb

KomnnekTt peareHToB BapuaHT 50 paccumTtaH Ha BbigeneHne PHK
n3 50 obpasuos, BKM4Yasi KOHTponu. BxoamT B coctaB popmbl
KoMnnekrTauum 3.

* Mpu xpaHeHun pacTBopa Ans nuanca npu Temnepatype oT 2 Ao 8 °C Bo3MoxHo obpasoBaHue
ocajgka B BMAE KpUCTansos.
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NMPOBEOEHUE NUP-UCCNEOOBAHUA

[MUP-nccnegoBaHne cOCToUT U3 criegyroLmnx aTanos:

— OkcTpakumnsa PHK n3 nccnegyembix obpasuos.

— T[lpoBeaeHune obpatHon TpaHckpunuuu n MNMUP-amnnudomnkaumm c
rmopunan3aunoHHo-pIyopecUeHTHON OeTEeKUMen B pexmnme
«peanbHOro BpeMeHMN».

— AHanus n nHTepnpeTauma pesynbTaToB.

HetanbHasa wHMopmauua no npouenype nposegeHna [1LIP-
nccnegoBaHMs B 3aBUCUMMOCTM  OT  TuNa  MUCMOJSIb3yeMoro
obopyaoBaHUs U3MOXEHaA B METOAMYECKMX peKoMeHZdaumax mno
npuMeHeHUt0 Habopa peareHToB Aans BbisBneHna PHK Bupyca
Kpbimckon-KoHro remopparmndeckon nuxopagkm (KK, Crimean-
Congo hemorrhagic fever virus, CCHFV) B 6uonornyeckom
MaTtepuane MeTogoMm nonumepasHou uenHonm peakummn (MLP) c
rmoépnan3aunoHHoO-pIyopecUeHTHON  OeTeKunen «AMNnCenc®
CCHFV-FL», paspabotaHHbix ®BYH LUHWN 3Snuagemunonorun
PocnoTtpebHansopa.

AKCTPAKUUNA PHK U3 UCCJIEAYEMbIX OBPA3LIOB

Ona akctpakumn PHK CCHFV 13 pasnuyHbix 61onorndeckux
ODBEKTOB peKoMeHOYyeTCs WUCMoNb3oBaTb Crieayrlmne KOMMIIEKTb
peareHToB  npoussoactBa O®bYH LUHWW  3nngemmonornn
PocnotpebHaasopa:

— «PUBO-npen» — akcTpakuns PHK 13 nnasmbl M CbIBOPOTKM

KPOBW, CyCNeH3nnN rofogHbIX 1 NOSTyHanUTaBLUNXCS KreLwemn;

— «PUBO0O-30nb-B» — akctpakuma PHK 13 cycneHsnm nomnHOCTLHO

HaNMUTaBLLUUXCS KNeLlen.

[Mpn ncnonb3oBaHUM PopMbl KOMMSeKkTaunm 2 akctpakuma PHK
npoBoAUTCS ¢ nomMoLlbio komnnekta «PUBO-npen» B COOTBETCTBUN
c lNMpunoxeHnem 1. MNpu ncnonb3oBaHUM popmbl KOMMSIEKTaUumM 3
akcTpakuusa PHK nposoantcsa ¢ nomouwbo komnnekta « PUBO-305b-
B» B cooTtBeTCcTBMU C [1pnnoxeHmem 2.

MPOBEOEHUE OBPATHOWM TPAHCKPUMUUUA PHK MU
AMMIIMOUKALMN kOHK C [OETEKUMEW B PEXWME
«PEAJIbHOIO BPEMEHW»

A. MNoaroToBKa npobupok ana amnnudnkaummn

Bbibop npobupok ana amnnucpukaumMm  3aBUCUT  OT
ucnosnb3yeMmoro amnnucpukatopa € CUCTEMON AeTeKuun B
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pexunme «pearibHOro BpeMeHu».

Ona BHeceHUA B NPOOMPKU peareHToB, NPOO U KOHTPOSIbHbLIX

obGpa3uoB MCMNONbL3YHTCA OAHOPa30Bbleé HAKOHEYHUKU C

¢unbTpamu.

O6wmnm o6 bEM peakLIMOHHON CMecn — 25 MKN, BKNovasi 00 bem

npobbl PHK — 10 mMkn.

1. NMpUroToBUTbL  PeakUMOHHYKD CMeCb Ha  Heobxogumoe
KONMMYeCcTBO peakumn - cMmewanTte B otaenbHon npobupke OT-
NMUP-cmecb-1-FRT CCHFV, OT-NMuUP-cmecb-2-FEP/FRT,
nonumepasy (TagF), TM-PesepTtasy (MMIv) n RT-G-mix-2, ns
pacyeTa Ha Kaxaylo peakuuio:

—10 mkn OT-MUP-cmecu-1-FRT CCHFV;

— 5 mkn OT-MUP-cmecn-2-FEP/FRT;

— 0,5 mkn nonunmMmepasbl (TagF);

— 0,25 mkn TM-PeBepTa3sbl (MMIV);

— 0,25 mkn RT-G-mix-2.

[Mpu  pacyeTe crnegyetr  yunTbiBaTb, YTO  MOCTaHOBKA
conpoBoXpgaetcd amnnmdpukaumen Kak  MUHUMYM  YeTblipex
KOHTPOSbHbIX 06pa3LoB: MOSIOXKUTENBHOIO KOHTPOMA 3KCTPaKuun
(MK), oTpuuatensHoro kKoHTpons akcTpakumm (OK), nonoxmntenbHoOro
n oTpuuatensHoro koHTponen OT-TLP (K+ n K-).

2. BHecTn B kaxagyto npobupky no 15 MK noarotoBrieHHON CMeCH.

BHUMAHMWE! lNpurotosneHHy0 cMecb He XpaHUTb.

3. B noarotoBneHHble npobupkn BHectn no 10 mkn npod6 PHK,
NONYYEHHbIX B pe3ynbTaTe 3KCTpaKkuuu M3 nccnegyembix uUnu

KOHTPOJIbHbIX obpasuoB.. OCTOpPOXHO nepemeluaTb
nMNeTUpoOBaHUEM.
4. lNocTaBUTb KOHTPOSbHbIE peaKLUuK:
a) otpuuatenbHbin KoHTponb OT-MUP (K-) — BHectn B
npooupky 10 mxkn PHK-6ydepa.
6) nonoxutenbHbin KoHTponb OT-MUP (K+) — BHecTn B

npooupky 10 mkn NMKO kAHK CCHFV / STI.

BHUMAHME! Npobbl amnnuuumposaTtb cpady nocne coeguHeHns
peakunoHHon cmecn n Nnpod PHK u koHTponen.
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b. NMpoBeaeHune  obpaTHOM  TpaHCKpuUNUUKU PHK w
amnnudukaummn kKOAHK ¢ getekumenm B pexumme «pearnbHOro
BpeMeHMn»

1. 3anporpammupoBaTtb npubop (amnnudukatop C CUCTEMON
OETEKUNN B pPeXUMe «pearibHOro BpeMeHu») Ons BbIMNOSIHEHUSA
COOTBETCTBYIOLLEN nNporpaMmmbl  OBpaTHOWM  TpPaAHCKPUNLMW,
amnnudpukaumm m getekunn driyopecueHTHoro curHana (cm.
Tabn. 1)

Tabnuua 1
Mpu6opbl poTopHOro Tuna’ Mpu6opbl NnaHweTHOro TMna’®
Livkn TeMHeE)a- Bpems Kon-Bo TeMHeE)a- Bpews Kon-Bo
Typa, °C LMKITOB Typa, °C LMKIIOB
1 50 30 MUH 1 50 30 MuH 1
2 95 15 MWH 1 95 15 MWH 1
95 10c 95 10c
3 54 25¢c 5 54 30c 5
72 15c 72 15¢c
95 10c 95 10c
25¢c 35c
4 50 aeTekums 45 50 aeTekums 45
dnyopecu. dnyopecu.
curHana curHana
72 15¢ 72 15 ¢

[eTekuuns priyopecueHTHOro cMrHana HasHayaeTcd Nno KaHanam
ana gnyopodgopos FAM/Green n JOE/Yellow/HEX.

2. YcTaHOBUTL MNPOBMPKM B  A4YENKM peakuMOHHOro MoAayns
npubopa. JlyHka Ne1 obsasaTtenbHO AOMXKHA ObITb 3anosfiHeHa
KaKkou-nmbo uccrnenyemMom npooupkomn.

3. 3anyctntb  BbINOSIHEHME  MpPOrpamMmsbl
netekunen pnyopecueHTHOro curHana.

4. 1o OKOHYaHWUM BLIMOSTHEHMNA MPOrpaMmmbl MPUCTYNUTb K aHannay
N MHTepnpeTaunm pesynbLTaTos.

AHAJIN3 U UHTEPIMNPETALUUA PE3YJIbTATOB

AHanu3 pes3ynbTaToB MNOBOAAT C MOMOLLbL MNPOrpamMMHOro
obecneyvyeHnsa ucnonbdyemoro npubopa ans nposegeHus [LUP c¢
OeTeKUMen B pPeEXUME «pearibHOro BpeEMEHW». AHanuanpyloT
KpuBble HaKoMmneHns oriyopecueHTHOro curHana no AsymMm KaHanam:

amnnudpukaummn ¢

® Hanpumep, Rotor-Gene 3000/6000 (Corbett Research, Asctpanus), Rotor-Gene Q (Qiagen,
"epmMaHusa) nnn aHanoruyHble.

® Hanpumep, iQ5 (Bio-Rad, CLUA), Mx3000P (Stratagene, CLLUA), AT-96 (OHK-TexHonorun, P®)
NN aHanormyHble.
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— no kaHany ana dnyopodopa FAM peructpupyetca curHan,
CBMOETENbCTBYIOLWMA O HAKOMMeHUn npoaykra amnindukaumm
dparmeHnTa K[QHK BKO STI-87-rec;

— no KaHany gns dnyopodopa JOE peructpupyetca curHan,
CBUOETENbCTBYOLUA O HAKOMMNEHUU MpoayKTa amMnindukaunm
dparmenTa KAHK CCHFV.

Pe3ynbTatbl MHTEPNPETUPYIOTCA Ha OCHOBAHMW Hanuuus (Unu
OTCYTCTBUSA) nepeceYyeHns KpUBOW donyopecueHumn C
YCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBOU JINHUEN,
4YTO onpedenseT Hanuume (UNn OTCYTCTBME) OANS AaHHOW NpPOO6bI
kHK 3HaueHua noporosoro uukna Ct B cooTBeTCTBYIOLLEN rpade B
Tabnuue pesynbTaTos.

[MpuHUKMN HTepnpeTaumn pesynbTaToB CreayoLnn:

— kOHK CCHFV oOHapyxeHa, ecnu ans gaHHou npobbl B
Tabnuue pesynbTatoB Mo kaHany ana dnyopodopa JOE
ornpegeneHo  3HayeHue  rnoporosoro  uukna  Ct, He
npesblllarowee ykasaHHoe (rpaHuYHoe) 3HayeHue. [lpn aTtom
KpuBasi onyopecueHUnn Kaxgom nccrnegyemon npodbl AormkHa
nepecekatb [MOPOroByH JIMHMIO Ha Yy4yacTke XapaKTepHOro
9KCMNOHEHUManbLHOro nogabema riyopecueHunm.

— kOHK CCHFV He oOHapyxeHa, ecnn agnd gaHHon npobbl B
Tabnuue pe3ynbTatoB N0 KaHany ana dnyopodopa FAM
onpegeneHo  3HayeHue  rnoporosoro  uukna  Ct, He
npesbllLalolee ykaszaHHoe (rpaHU4YHOE) 3Ha4YeHne, a No KaHany
JOE 3Ha4yeHMe noOporoBoro LuMKNa He onpegeneHo wunu
npeBbIlWaeT yKazaHHOe rpaHNYHOE 3HaveHune.

— PesynbTaT aHanusa HeBanuAHbIWU, eCNU AN AaHHOW Npobbl He
onpegeneHo (oTcyTcTByeT) 3HadeHuMe noporosoro umkna Ct no
kaHany ons dgnyopodopa JOE, n no kaHany ansa dgnyopodopa
FAM 3HadeHne Ct Takke He onpenerieHo (OTCYTCTBYET) wunn
npeBbIlWaeT yKasdaHHOe rpaHW4Hoe 3HadeHune. B atom cnydvae
TpebyeTca NOBTOPHO NpoBecCTn MUP-nccnepoBaHune
COOTBETCTBYIOLLEro KrnMHMYeckoro obpasua, HadmHasa c atana
9KCTpaKumn.

BHUMAHWE! [paHndHble 3HayvyeHma Ct ykasaHbl BO BKnagbllle,
npunaraemMom K Habopy peareHToB. CM. Takke MeTogudeckune
pekoMeHdaunm no npuMeHeHuUto Habopa peareHToB  And
BoiaBneHna PHK Bupyca KpbiMckon-KoHro remopparndeckon
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nuxopaakn (KKI'Tl, Crimean-Congo hemorrhagic fever virus,
CCHFV) B 6uonornyeckom matepuane MeTogoM MnofnnmmepasHoun
LEeNHOMN peaKkuum (I'ILI,P@Z Cc rMbpuansaumMoHHO-NYyopeCLEHTHON
petekumen «AMnnnCenc: CCHFV-FL».

Pesynbtat [LUP-nccnepgoBaHns cuymtaetca AOOCTOBEPHbLIM,

ecinun noJNiy4yeHbl npaBusibHbie pe3yribTaTbl Aans
noNnnoXuTtesibHOro n oTpUuuaTtesibHoOro KOHTpOﬂEﬁ
amnnwdmxauuw n nNOJNIOXKUTEINNbHOro “u OoTpulaTernibHOro

KOHTponen 3kcTpakuuum PHK, B cooTtBetctBUM C Tabnuueun
OLIeHKU pe3yfibTaTOB KOHTPOJIbHbIX peakuun (Tabn. 2).
Tabnuua 2

Pe3ynbTaTbl AN KOHTpoONen pasnnyHbix atanos NLP-
nccnenoBaHus

KoHTponupyembin 3HayeHue noporoBoro uukna, Ct
KonTpons aran MLP- no KaHany ans no KaHany ans
uccnenosaHna ¢nyopodcopa JOE ¢nyopodopa FAM
OK kcTpakums PHK 3HayeHue oTcyTCTBYET OnpeneneHo 3HaueHue
MEHbLLE rPaHN4YHOro
K ScTpakuus PHK OnpegeneHo 3Ha4vyeHne OnpepeneHo 3HayeHne
MEHbLLE rPaHNYHOro MEHbLLE rPaHN4YHOro
K- MnupP 3HayeHne oTcyTCcTBYET 3HayeHne oTcyTCcTBYET
K+ nup OnpegeneHo 3HayeHne OnpegeneHo 3HayeHne
MEHbLLE rPaHNUYHOro MEHbLLE rPaHNU4YHOro
BHUMAHUWE!

1. Ecnn gna nonoxutenoHoro koHTpona [MUP (K+) 3HayeHue
NnoporoBoro uukna no kaHany and dnyopogopa JOE
OTCYTCTBYyeT  WUNWU  MpeBblllaeT  rpaHM4yHOe  3HadeHue,
HeoObXo4AMMO MOBTOPUTL aMnMukaumio ona scex obpasuos, B
KOTOpbIX HE 0OHapyxeHa cneuundunyeckas kKQHK.

2. Ecnn gna nonoxutenbHoro koHTpons akcTpakuymm PHK (MMK)
3HayeHue NoporoBoro LUukna no kaHany gnsa dgpnyopodgopa JOE
OTCYTCTBYET  WIXU  MpeBbIAET  rPaHM4YHOE  3HadeHue,
HeoOXoAMMO NOBTOPUTb SKCTPaKUMIO Ona Bcex obpasuos, B
KOTOpbIX HE 0OHapyxeHa cneuundunyeckas kKQHK.

3. Ecnn gna otpuuatensHoro koHTpona akctpakumn PHK (OK) no
kaHany pgna dnyopocopa JOE onpegeneHo 3HadeHue
noporosoro uukna Ct, Heobxogumo noBToputb [ILIP-
nccnegoBaHme Ons Bcex o6pasuoB, B KOTOpPbIX OBHapyxeHa
kOQHK, netektnpyemas Ha kaHane ans gpnyopodopa JOE.
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4. Ecnv ansa otpuuatensHoro KoHTpons MNUP (K-) no kaHanam gns
donyopodopos FAM n JOE onpeneneHo 3HadeHWe rnoporoBoro
uukna Ct, Heob6xoaMMO NOBTOPUTL amMnnUpukaumio ans BCex
obpasuoB, B KoTopbix OobHapyxeHa KOHK, goetektupyemasi Ha
kaHane gna dnyopodopa JOE, ¢ noctaHoBKOM K— He MeHee
4YyeM B TpPEX NOBTOPaXx.
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CPOK IOOHOCTWU. YCNNOBUA TPAHCINTOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTn. 9 mec. Habop peareHTOB C WUCTEKLWNM CPOKOM
rOOHOCTU NPUMEHEHMI0 He noanexmnt. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKYy [OAHOCTM, YKasaHHOMY Ha
9TUKETKaX AN HEBCKPbITbIX peareHTOB, €CliM B WHCTPYKUUU He
yKa3aHO MHoe.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpPOBaTbL MNpU
Temnepatype ot 2 Ao 8 °C He 6onee 5 cyT. [Npu nony4vyeHuu
pas3yKoMMJIeKToBaTb B COOTBETCTBUA C yKasaHHbIMN
TemnepaTypamm XpaHeHus.

XpaHeHune. Komnnektbl peareHToB «PUBO-npen», «PUBO-30nb-B»
n «MNMUP-komMnnekT» xpaHuTb npu Temnepatype oT 2 go 8 °C. PHK-
antoeHT (u3 komnnekta «PUBO-3onb-B»), RT-G-mix-2, OT-MLP-
cmecb-1-FRT CCHFV, OT-MNuUP-cmecb-2-FEP/FRT,
nonumepasy (TagF), TM-PesepTtasy (MMIv) n TPHK 1 mkr/mkn (13
komnnekta «lNLP-koMnnekT») XxpaHuTb Npu TemnepaType He Bbllle
mmHyc 16 °C. OT-TUP-cmecb-1-FRT CCHFV xpaHuTb B
3allnLLEeHHOM OT CBeTa MecTe.

YcnoBua otnycka. [Onsa  neyebHo-npodunakTMyecknx  u
CaHUTaPHO-NMPOPUIIAKTUYECKUX YYPEXOEHUN.

Peknamauum Ha kayecTBo Habopa peareHToB «AmnnuCeHc®
CCHFV-FL» HanpaBnAaTb Ha npeanpusatue-nsrotosutens ObYH
LUHUWN Onuaoemmnonorun PocnotpebHansopa (111123 r. Mockea, yn.
HoBornpeesckasi, 4. 3a) B otgen no pabote c peknamaumsmu u
opraHusaumm obyyeHus (ten. (495) 974-96-42, dpakc (495) 305-54-23
e-mail: products@pcr.ru)’.

7\
\

3asegytowmin HMNJT OMOun3 Vlr7/00cs. !// E.H.PoanoHoBa
®BYH LUHWWN Snugemunonorun PocnoTpebHaasopa /

[upexTop ®IY3 CraBpononbckun 794 7 A.H.KynuyeHko
Hay4YHO-UCCneaoBaTenbkuin NPOTUBOYYMH bl ,////‘,,’

nHctutyT PocnotpebHagsopa £

" OT3bIBbI M NPeANOXKeHUs 0 NPOAYKLUMM «AMAMNCEHC» Bbl MOXETE OCTaBUTb, 3arOfNHNB aHKeTy
noTpeburtens Ha cante: www.amplisens.ru.
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NMPUNOXEHUE 1

AkcTpakuua PHK 13 nnasmbl U CbIBOPOTKM KPOBMU, KreLleu ¢

npumMmeHeHuem Komnrekrta peareHToB «PUBO-npen»

1. PacTtBOp AnAa nuauca (ecnu oH XpaHWUIca Npu TemnepaType oT
2 po 8°C) nporpetb npu TemnepaTtype 65 °C go nonHoro
pacTBOPEHUSI KPUCTANSOB.

2. OTobpatb HeobxooMMoOE KONMUYECTBO OAHOPA30BbIX MPOOUPOK
Ha 1,5 M C NMAOTHO 3aKpbiBAOLWMMUCA KpbllLKamMu (BKIIOYas
OTpUUATESNIbHLIM N NONOXUTESbHbLIM _KOHTPOMW _3KCTPaKLMN).
BHecT B Kaxgyto nNpoOupky, npegHasHayeHHy A
9KCcTpakumn nccnegyembix npod, no 10 mkn BKO STI-87-rec u
no 300mMkn pactBopa Aana num3uca. [lpomapkuposaTb
npoodupkKu.

3. B npobupkn c pacrBopom ansa nusmca n BKO STI-87-rec
BHecTM no 50 Mkn cycneH3nn knewen numéo no 100 mMKn
nfiasmbl, CbIBOPOTKN.

4. B npobupKy MOMOXUTENLHOrO KoHTpons akcTpakuuu (1K)
BHecTn 10 mkn BKO STI-87-rec n 300 mkn pactBopa Ans
nu3uca, 3atem god6asntb 10 mkn NMNKO CCHFV-FL-rec.

5. B npobupky oTpuuaTtenbHoro KoHTpons akctpakummn (OK) BHecTH
Tonbko 10 mkn BKO STI-87-rec n 300 mkn pactBopa Aansa
nisuca.

6. Cooepxumoe Npodbmnpok TaTenbHO NnepemMellaTbs Ha BOpPTEKCE U
nporpetb 5MuMH npun 65°C B Tepmoctate. [obaButb B
npobupkn no 400 mMkn pacTtBopa AnNA npeuunUuTaumm,
nepemMeLlaTb Ha BOpTEKCe.

7. lNpoueHTpudyrupoBaTb MPOOMPKM Ha MUKpPOLEHTpudyre B
TedeHne S muH npu 10 000 g.

8. AKKypaTHO oToDpaTb Hagocado4HYK XUOKOCTb, HE 3ajeBad
0CafoK, WUCMOJSIb3yAa BaKyyMHbIA OTCacblBaTeflb U OTAESbHbIN
HaKOHEYHUK OS5 Kaxkaon Npoobl.

9. [obasutb B npobupkmn no 500 mkn pacTtBopa AJIA OTMbIBKU 3,
NMOTHO 3aKPbiTb KPbIWKK, OCTOPOXHO MNPOMbITb OCaAoK,
nepesopaymBad npodbupkn 3-5 pas. MoXHO npoBecTu
npoueaypy OOHOBPEMEHHO ANdA BCex Npobupok, Ans 3TOoro
HeobxoaMMO HaKpbiTb NPOOUPKM B LUTATMBE CBEPXY KPbILLKOW
NN Opyrum WTaTMBOM, NpMXaTb NX N NepeBoOpavYnBaTh LUTATUB.

10.MpoueHTpudyruposats npn 10 000 g B TeyeHMe 2 MUH Ha
MUKpOLeHTpUdyre.
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11.0cTOpOXHO, HE 3axBaTbiBasi 0OCagoK, 0ToOpaTb Ha40Cag04HYH
XWOKOCTb, UCMNOSb3yS BaKyyMHbIA OTcacbiBaTeNb U OTAENbHbIN
HaKOHEYHUK ON1s1 Kaxkaon Npoobl.

12.[lo6aBnTb B Nnpobupkm no 200 mkn pactBopa ANs OTMbIBKU 4,
MNSIOTHO 3aKPbiTb KPbIWKA W OCTOPOXHO MPOMbITb OCafoK,
nepesBopaymBasa npobupkn 3-5 pas.

13.MpoueHTpudyruposats npn 10 000 g B TedeHne 2 MWUH Ha
MUKpoLeHTpuUdgyre.

14.0CTOpPOXHO, HE 3axBaTblBasi 0OCagoK, 0ToOpaTb HaQO0Cag0uHYHO
XWOKOCTb, NUCMNOSIb3yS BaKyyMHbIA OTcacbiBaTeNb U OTAESbHbIN
HaKOHEYHUK OS5 KaXkaon Npoobl.

15.MomecTnTtb Npobumpkn B TepmocTaTt npu temnepatype 65 °C Ha
5 MMH 0N noacywmnBaHnsa ocagka (Npy 9TOM KPbILKA MPoBMpokK
OOJTKHbI ObITb OTKPbITHI).

16.[Jo6aButb B npobupkmn no 50 mkn PHK-6ydepa. Nepemewats
Ha BopTekce. [MlomecTnTb B TepmocTaTt npu Temnepatype 65 °C
Ha 5 MUH, NepruoagnYveCcKn BCTPSAXMBAsS Ha BOPTEKCE.

17.MpoueHTpudyrnposatb npodupkn npn 10 000 g B TeyeHue
1 MMH Ha MuKpoueHTpudpyre. HapgocagodHas  KUAOKOCTb
coaepxumt ounweHHole PHK. [Mpobbl rotoBbl K MNOCTaHOBKE
peakunn obpaTtHom TpaHckpunumn u MNMUP.
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NMPUNOXEHUE 2

Akctpakuma PHK w3 knewen ¢ npumMeHeHUEM KOMIMMeEKTa

peareHToB «PUBO-30nb-B»

1. OTtobpaTb HeobxoaMmMoe KONMYECTBO OAHOPAa30BbIX NPOBMPOK
Ha 1,5 M C NMAOTHO 3aKpbiBAOLWMMUCA KpbllLKamMu (BKIIOYas
OTpUUATESNIbHBbIM N NONOXUTESbHLIM _KOHTPOIN _3KCTPaKLMN).
BHecT B  Kaxgyto nNpobupky, npegHasHayeHHy A
9KCTpakumn uccnegyemblx npob, no 10 mkn BKO STI-87-rec.
[JoB6aBute B npobupkn no 300 mkn pactBopa D.
[MpomapkupoBaTb NPOBUPKM.

2. B npobupkun ¢ pactBopom D n BKO STI-87-rec BHectn no 100
MKJ1 CYCMEH3NN KneLleun.

3. B npobupky nonoxutenoHoro KoHTpons akctpakuuu (1K)
BHecTn 10 mkn BKO STI-87-rec n 300 mkn pactBopa D, 3aTem
80 mkn OKO 1 10 mkn NKO CCHFV-FL-rec.

4. B npobupky oTpuuaTensHoro KoHTponsa akctpakunm (OK) BHeECTH
10 mkn BKO STI-87-rec n 300 mkn pactBopa D, 3atem 90 mkn
OKO.

5. Coaepxumoe npobumpok TwaTenbHO NepemMellaTb Ha BOPTEKCE U
nporpeTb 5 MUH npwu 56 °C B TepMmocTare.
[MpoueHTpuyrnpoBatb Ha BoOpTeKkce ANA yaaneHua Kanesnb C
KPbILLKN MPOBUpKMN.

6. [ob6basutb k pactBopy 30 MKn pactBopa E. [NepemewaTts Ha
BOpTEKCe npoueHTpudyrmposaTe AN yOaneHust Kanenb C
KPbILLKN MPOBUPKMN.

7. Jobasutb Kk pactBopy 300 MKn pactBopa A, rnepemellartb Ha
BOpPTEKCE W NpOUEHTpudyrMpoBaTtb AN yOareHus Kanenb C
KPbILLKN MPOBUpKMN.

8. [obasuTtb k pacteopy 100 mkn pactBopa B. [lepemewnBaTth Ha
BopTekce 1-2 MUH (pacTBOpP OOJMKEH CTaTb MOSIOYHO-6€ErbIM).

9. lNocTaBuUTb NPOBMPKN B XONnoaunbHUK (Temnepartypa oT 2 go 4
°C) Ha 10 MuH.

10.UenTpndpyruposate npodupkn 10 mMuH npu 10Teicg. B
npouecce UEHTPUPYrnpoBaHNs pacTBOp pasdenutcs Ha aBe
dasbl: HWXHIOW, cogepxawy 6benkm v OHK, n BepxHiow —
BoAHY0, cogepxatuyto PHK.

11.0T106paTtb HOBLIE NPOOMPKM Ha 1,5 Mn, B KOTOpbIE HEOBXOAMMO
BHecTn 300 mkn pactBopa C. [lpomapkupoBaTb npobupku. B
NpodupkM C OTpuuaTESIbHbIM U MOSIOXKUTESIbHBbIM  KOHTPOSIEM
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akcTpakumn (npomapkmpoBaHbl OK n MK) BHectn no 10 mkn
TPHK 1 mkr/mkn.

12.AkkypaTHO oTobpaTb BepxHwo a3y (npubnuaumtensHo 400
MKM), WUCNOMb3y HAKOHEYHUMKN C (PUIbTPOM U NEPEHECTU B
npobupky ¢ pactBopom C. [lepemewaTtb Ha BOpTeEKce U
BblepXaTb B MOPO3UNbHUKE NpU TeMnepaType He Bbille MUHYC
16 °C B TeyeHune 1 u.

13.LleHTpndpyruposate npodupkn 10 mmH npm 10 Tbic g. Yoanutb
HagoCaAo4HY XWOKOCTb OTAESIbHbIM HaKOHEYHWKOM Ha 1 mn,
He 3ageBad ocafka.

14.PacTtBoputb ocagok B 100 mkn pactBopa D, no6asute 100 mkn
pactBopa C, nepemewate Ha BopTekce. Bbigepxatb B
MOPO3UNbHUKE NpU TemnepaTtype He Bbiwe MuUHYyc 16 °C B
TedyeHne 1 u.

15.LleHTpndyruposate npodbupkn 10 mmH npm 10 Tbic g. Yoanutb
HagoCaAo4YHY XWOKOCTb OTAESIbHbIM HaKOHEeYHWKOM Ha 1 mn,
He 3ageBad ocajka.

16.0cagok npomblTe B 800 mMKNn oxnaXxgeHHoOro npw
Temnepartype nntoc 2 go 8 °C pacrtBopa AnA OTMbIBKM 3,
nepemelunBas Ha BopTekce. LleHTpudyrmposatb npobupkn 10
MMH npn 10 Teicg. YOoanuTb HaOgoCaOOYHYH  XKUAOKOCTb
OTAeSIbHbIM HaKOHEeYHUKOM Ha 1 MI1, He 3aeBad ocajka.

17.[0o6aBnTtb 150 MKN oxnaxgeHHOro pacteopa Ans OTMbIBKU 3.
LleHTpndpyrmposate npodupkn 10 muH npm 10 Teic g. Yoanutb
HagoCado4YHY XWOKOCTb OTAESIbHbIM HakOHe4YHuMkoM Ha 200
MKI, He 3aJeBas ocaka.

18.MomecTnTb NPobupkn B TepmocTaT npu temnepatype 56 °C Ha
5 MWH onsa noacywmnBaHna ocagka (Npy 3TOM KpbILWKK NPpoBrpok
OOIMKHbI BbITb OTKPLITI).

19.[lo6aBntb B npobupkn no 50 mkn PHK-anteHTa. PactBoputb
ocagok PHK B npobupke, nepemelunBas anaTt Ha BopTekce. B
Cny4yae BbICOKOW BS3KOCTW pacTBopa YBeNUYUTbL 0ObeMm
aneHTta ao 100 mkn. lNporpeBaTb Npobupkn B TepmocTate B
TeyeHne 5-7 MUH.

20.UeHTpudpyrmposate  npobupkn 2 MuH npu 10 TbIC Q.
HagocagoyHasa xugkocTb coaepXut ouvnweHHble PHK. Tpobebl
rOTOBbI K MOCTAHOBKE peakuun obpaTHOW TpaHckpunuum m MNLP.
PactBop PHK xpaHuTb npu Temnepartype He Bbille MUHYC 68 °C.
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CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

OcTopoxHo!
O6paTtutechb K
ConpoBOAUTENBHON
AOKyMeHTaumm
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= B3 < B

VER
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OrpaHuyeHve e Aony
nonagaHus
Temneparypbl
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OEAEPAABHASL CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAABOP)

PEFHCTPAL[HOHHOE Y,CIOCTOBEPEHHE
HA MEAWLIUHCROE U3 AEJIHE
or 13 mapra 2019 ropa Ne ®CP 2012/12997
i

|| Ha MmequmuHCKOE H3eiHe
: il Hab6op pearentor aas BeigBieans PHK suapyca Kpmmcmon-l(ouro remMopparu4geckoii
= g auxopaaxn (KKIJI, Crimean-Congo hemorrhagic fever virus, CCHFV) B
<(i :' OHOJIOTHYECKOM MaTepHaJie MeTo10M nosamepasHoii nenuoii peaxkuun (TIHHP) ¢
A | ru6puanzannoHH0-(GIyopeceHTHOI AeTeKnnei "AmmauCenc” CCHFV-FL"
~ | mo TY 9398-188-01897593-2011
5 || HacTosiiiee perucTpanuoHHOE yI0CTOBEPEHHE BBIIAHO
7| @eaepaabHoe 0I0KeTHOE yupeskienne Hayku " HlenrpanbHblii HAYYHO-
4| mccIe0BaTe b KMl MHCTHTYT 3nmaeMuoaorun’ ®exepanbHoii cayx0bl 10 HAA30PY B
| cepe 3amHTHI NpaB NOTpedHTe el U daaronoayyns yeaosexka (PBYH ITHUH
|| Onuaemuogornn Pocnorpebuaasopa), Pocens, 111123, Mocksa, yi1. Hosorupeesckas,
Ul m. 3A
| TIponseoguTENH
{| @epepanbHoe 010KeTHOE Yupexkaenne Haykn "LlenTpanbubiii HaydHO-
HCCTeI0BATeNbCKHI HHCTATYT dnnaemMuoaorun' MenepaabHoi ¢1y:R0bBI 110 HAN30PY B
~ || edpepe 3amuTH NpaB morpebuTeei n 6aaronoayuns yeaosexa (PBYH IIHUH
7| Snuaemuosorny PocnoTpedHanszopa), Poccus, 111123, Mocksa, yi1. HoBorupeeBekas,
il . 3A
-{| Mecto npou3BocTBa MEAHIIMHCKOTO W3/1eIHS
|| eM. npuaoKeHUe
Il Homep peructpanuonuoro gocse Ne P/I-26132/11177 ot 01.03.2019
\|| Kimace moTeHnuansHoro pucka NpUMEHEeHUs MEIMIIMHCKOro H3/ienus 3
|l Kox O6mepoccniickoro KiaccudukaTopa IpoAyKIHH 110 BUAAM 3 O

-f‘

|l nesrrensrOCTH 21.20.23.110 \&0 q'-}_gfiﬁm" __
+| HacTostiiee perucTpainoHHOE YAOCTOBEPEHUE HMEET TPHIOK

4 '.j 3amecTuTedab pykosoauTtes OeepannHoil cay:kObl
1o Haa3opy B cdepe 3ApaBooOXpaHeHHA




OEAEPAABHAS CAVKBA T1TO HAA3OPY B COEPE 3APABOOXPAHEHMUS
(POC3APABHAA3OP)

 TMPUJIOYKEHHWE

R PETUCTPALIMOHHOMY Y/1OCTOBEPEHHIO
HA MEAMLIHHCKOE U3 EJIUE

or 13 mapra 2019 roaa Ne ®CP 2012/12997
Jluer 1

Ha mMeaumuHCcKOe U3jenme

Habop pearenroB ais BoisBiaennsi PHK supyca Kpbimekoii-Konro remopparuyeckoii
muxopaakn (KKIJI, Crimean-Congo hemorrhagic fever virus, CCHFV) B
0HOIOrHYecKOM MaTepHaJie MeTOA0M noHMepasHoi uentoi peaxkuuu (ITIHP) ¢
rHOpAIN3AHOHHO-(PIVOpPECIIEHTHOH TeTeKIneH "AmmumCenc® CCHFV-FL"

mo TV 9398-188-01897593-2011:

®opmat FRT.

Habop peareHToB BhIIycKaeTed B 4 dopmMax KOMIUICKTAIHK:

®opwma | Brnrogaet komruiekT pearenToB «ITI[P-kommnnexT» Bapuant FRT;

Dopma 2 BKIovaeT KoMmiekTsl peareHToB « PUBO-nipen» Bapuant 50 u «IILP-komimexT
BapuanT FRT;

@opma 3 BkIrouaeT KommiaekTsl peareHToB «PUBO-3016-B» BapuanT 50 u «I1L[P-koMiutexT»
papuant FRT;

Dopma 4 BKItOYaeT HaOOPbI peareHTOB ONTOM, pac(acoBaHHBIC 10 OTAEIbHBIM PEareHTaM,
¢ MapKHPOBKOH PEareHTOB Ha X ONTOBOM (hacoBKe.

MecTo npou3Bo/icTBa:

1. ®bYH LIHHWH Dnuaemuonorun Pociorpeduanzopa, Poccusi, 111123, Mockga,

yi1. HoBorupeesckasi, 1. 3A.

2. ®bYH IHHHUH Dnuaemuonoruu Pocnorpebnanzopa, Pocens, 111123, Mockaa,

yi. HoBormpeesckas, 1. 3A, cTp. 6.
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