«YTBEPXOAKO»
3amectutens AvpekTopa no
snuaemuonorn - Bpuo aupektopa
denepanbHOro BIOIKETHOrO YYpeXaeHNs
HayKu «LleHTpanbHbIA Hay4Ho-
nccnegoBaTenbCKUn UHCTUTYT
anuaemuonoruny depepanbHoOn CryxoObl
no Haasopy” B. ChEpe 3aWuTbl npas
noTpebuteneit -+ % Brnarononyyus
YeroBeka @i/
‘ : B.[> AKMMKUH

« 1Ay 4 ut?}éa 1160 2018 L,

UHCTPYKUUA MO NPUMEHEHUIO

Habopa peareHToB AN AMarHOCTUKM in Vitro

AmnnnCeHc® Rickettsia conorii-FL

AmnnuCeHc®

PBEYH LUHNW Snngemmnonorumn
PocnotpebHaasopa,

Poccuiickas ®epepauusa, 111123,
ropoa Mocksa, ynvua HoBorupeesckas, gom 3A IVD




OIrMABJIEHUE

CIMUCOK COKPALLEHUW. ...ttt saenn e 3
HASHAUEHUE ... 3
I 0 T LY O 1 PP 4
DOPMbBI KOMITTEKTALU ... asssssassssssssssssnnsnnnnnnnes 5
AHAJTTIMTUHECKUE XAPAKTEPUCTUKWU ..., 6
OANATHOCTUYECKUE XAPAKTEPUCTUKWU ..., 8
MEPbI MPEOOCTOPOXHOCTU N CBEOEHUA OB YTUITUSALUN. .......coovvvvvvviiiieieee 8
AONOJIHUTEJIbHBIE MATEPUATTbI M OBOPYOAOBAHUE ..., 14
B3ATUE, TPAHCIMTOPTUPOBAHUE N XPAHEHWE NCCIEOYEMOIO MATEPUATIA .. 17
noaroToBKA MCCJIEQYEMOIO MATEPUATIA K QKCTPALUUWN OHK ..., 19
NWHTEP®EPUPYIOWWME BEWECTBA N OTPAHUYEHUA MO NCMNONb30OBAHUIO NMPOB
NCCINEOYEMOI'O MATEPUATIA ... e e e e eeeenes 22
MPOBEAEHUE MUP-UCCIEOOBAHUA. ......coeiiiiiiiiiiiiiiieeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e 22
OKCTPAKUUVA OHK N3 NCCIEOYEMbBIX OBPASLOB.......cco e 22
®OPMA KOMIMNEKTAUUN 1 («IMUP-komnnekT» BapuaHT FRT-50 FN) ........cccccvviiiinnnnnns 24
O L O 7 = S 24
AMMITMOUKALINA OHK C OETEKUMEN B PEXXUME «PEAJTbHOIO BPEMEHW» ... 24

A. MNogrotoska NPOBMPOK ANA aMIATINMUKALMM ....cceeeeeeeinieeeeeeeeeeeeiiiieee e e e e eeeeeennnnnnns 24

B. NpoBegeHre amnnudukaumm ¢ geTekumen B pexxmume «pearsibHoro BpeMeHm» ... 26

B. AHamnm3 v MHTEPNPETALMS PEBYTIBTATOB. .. ... ieeeeeeeeererenneeeeeeeeeeernnnnaaeeeeereeesnnnnnnnns 27
®OPMA KOMIMNEKTAUWUN 2 («IMUP-komnnekT» BapuaHT FRT-L).......ccccccvvviiiiiiiiiiiiiinnnns 31
O L O 1 = S 31
AMMITMOUKALIMA OHK C OETEKUMEN B PEXXUME «PEANIbHOIO BPEMEHW» ... 31

A. MNogrotoska NPOBMPOK ANA aMIATINMUKALMM ....ccoeeeeeiiniieeeeeeeeeeiiiiiee e e e e e eeeeeennnnnes 31

B. NpoeeneHue MNUP ¢ getekumen B pexmme «peanbHOro BPEMEHUY .................... 32

B. AHamnm3 v MHTEPNPETALMS PEBYTIBTATOB. .. ... ieeeeeeeeerernnnneeeeeereeeesnnnnaaeeeeeeeeeesennnnnnns 33
CPOKTOOHOCTW. YCITOBUA TPAHCITOPTUPOBAHUNA N XPAHEHUA..................... 37
CUMBOIbI, UCMNONB3YEMBbIE B MEYATHOM MPOAYKUMWU ..., 39
[ 100 2 N = 17 PP 40

®opma 1: [REF| H-2741-1; ®opma 2: |REF| H-2742-1-4 / 12.03.18 / cTp. 2 n3 41



CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi n 0603Ha4YeHus:

BKO-FL - 9K30reHHbIN BHYTPEHHNN KOHTPOJIbHbIN 0bOpaseLy

AOHK - 0e30KCUPNBOHYKNENHOBAas KMCNoTa

AHTO - fesokcnpunboHykneoTngrpudocdat

K+ - NONOXUTENbHBLIN KOHTPONb IMNMLP

K— - oTpuyaTenbHbIn KoHTpons MNLUP

OK - oTpULaTenbHbIA KOHTPOSb 3KCTPaKUNn

OKO - OTpyLaTENbHbIN KOHTPOMbHbIN 0bpaseL

rnupP - nonnMepasHas LenHas peakums

PY - perMcTpaumnoHHoe yaoCcToBepeHme

yar - ypauun-AHK-rnnkosmnnasa

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

onupemmonorm ® / 6bl N0 Haa30py B cdhepe 3awmnThl NpaB

PocnoTtpebHansopa SASparnbHol criyx Asopy P t P
notpebutenen n Gnarononyyns Yenoeeka

FRT - (bnyopecuLeHTHasa geTekumns B peXXMMe «peanbHOro BpeMeHN»

HA3HAYEHUE

Habop peareHTOB Ans AuvarHoCcTMkM in vitro AmnnuCeHc®
Rickettsia conorii-FL, panee — Habop peareHToB, NpeaHasHa4YeH ans
kayectBeHHoro  onpegenenHnsa OHK  Rickettsia conorii B
buonornyeckom matepuane (KpoBb, TKaHeBOW (ayTOMNCUWHBLIN,
BMONCUNHLIN) MaTepuarn, CMbIBbl C ovara nepBUYHOro addekra,
NUKBOP, Krewm) MeToA0M MUP ¢ rMbpuamsaunoHHO-
dorniyopecueHTHON aeTekumMen npoayktosB amnnundukaumm. Habop
peareHTOB  UCMNONb3yeTcss B KIAWMHMYECKOM  nabopaTopHOM
OVNarHoCTuKe.

MaTtepnanom pgna nposeneHus [MUP cnyxat npobbl OHK,
9KCTparnpoBaHHOM U3 Uccnegyemoro martepuana.

B cootBeTcTBMM C dreaepanbHbiM 3akoHOM OT 21.11.2011 Ne
323-3 «O6 ocHoBax OxpaHbl 340pOBbA rpaxagaH B Poccunckon
®epepaunny [LUP-uccnegoBaHne gaBnsetcd OogHUM M3 METOOO0B
BCECTOPOHHEro obcrenoBaHUs naumeHTa, Ha OCHOBaHUM KOTOPbIX
neyaiuum Bpad yctaHaBnuBaeT ANArHO3 1 BbIOMpaeT MeponpusaTuns
MO NeYeHnto naymeHTa.

NokaszaHua UM NPOTUBOMNOKa3aHUA K TMpPUMEeHeHUK Habopa
peareHTOB

Habop  peareHTOB  ucnonb3yeTcda  aAns  uccrnegoBaHus
Buonornyeckoro matepuana, nosly4eHHoro oT nuy, C NoA03PEHMNEM
Ha KNeweByl MATHUCTYH NMXopagky (KNeweBOW PUKKETCUO3) BHE
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3aBUCMMOCTN OT (POPMbI U HanMMuna MaHudgecTtaunm 3abonesaHus,
N Knewemn.

[MpoTMBOMNOKa3aHUsl OTCYTCTBYIOT, 3a WCKIIHOYEHMEM CIly4aEes,
korga 3abop wmartepuana He MoOXeT OblTb OCyWecTBfeH Mo
MeOULNHCKMUM MOKasaHMAM.

NoTeHUManbHbIE NONb30BaTeNI MeAULUMHCKOro nsaenus

K pabote ¢ Habopom peareHTOB [OMyCcKalTCsA  TOJSIbKO
MeauunHCKue paboTHUKKM, OOyYeHHble MeTodaM MONEKYISAPHOMN
OWarHoCTUKM M npasunam paboTbl B KIAWMHMKO-OMArHOCTUYECKOMN
nabopatopun B yctaHoBneHHoMm nopsagke (Cl 1.3.2322-08
«besonacHocTb paboTtbl €  MuUKpoopraHuamamu -1V rpynn
naTOreHHocTn (onacHocTn) wn BO30dyauTenaMM napasuTapHbIX
bonesHen»).

NMPUHUUIN METOOA

[MpMHUKMN TeCcTUpoBaHUA OCHOBbIBaeTCs Ha akcTpakumu OHK um3
obpasuoB uccrnegyemMoro mMartepmana C 3K30reHHbIM BHYTPEHHUM
KOHTPOSbHbIM obpasuom (BKO-FL) n O4HOBPEMEHHON
amnnudpukauum yyactkoe [[OHK R.conorii 1 OHK BKO-FL c
rmopunansaunoHHo-pIyopecueHTHOM aeTekumen. BKO-FL
NO3BOJSIAET KOHTponupoBaTb Bce aTanbl [NLUP-nccnegosaHna ongd
Kaxxgoro obpasua v oueHuBaTb BIUSHUE WHIMOUTOPOB Ha
pesynbTatbl [NLIP-nccnenosaHus.

C nonyvyeHHbIMM Ha 3Tane akcTpakuum npobamm [OHK
npoBoOAUTCA peakuma amnnudpukauymm ydyactkos OHK npu nomouwm
cneundunyHbIX K 3TUM y4yacTkam rnpavmepoB N depmeHtTa Tag-
nonumepasbl. B cocTtaBe peakuMOHHOW CMEeCWU MpPUCYTCTBYIOT
dornyopecueHTHO-MeYeHble ONIUrOHYKIeoTnabl, KOTOpble
rmopnansyoTcd C KOMMyieMeHTapHbIM y4acTKOM
amnnucpunumpyemon AHK-muweHu, B pesynbtaTe 4ero nponcxognt
HapacTaHMe WHTEHCUBHOCTU (pryopecueHunn. ITO No3BonsaeT
perncTpupoBaTb HaKomnsieHme cneundgun4yeckoro npoaykra
amnnudpukauumm nyTem N3MepeHns NHTEHCUBHOCTU
dornyopecueHTHOro CUrHana C cucTemom aeTekunm
donyopecuUeHTHOro curHana B pexume «pearnbHOro BpeMeHmy.

Habop peareHTOB COAEPXUT CUCTEMY 3alUMTbl OT KOHTaMUHaUNK
aMnJiMkoHamMMn 3a c4yeT npuMmeHeHns depmeHTa ypauun-AHK-
rmvko3unasel (YOI) n gesokcuypunagnHtpudocdata. ®epmeHt YOI
pacrnosHaeT 1 Katanusnpyet paspywieHne uenen OHK, cogepxawmx
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nesokcnypuauH, Ho He [OHK, copgepxawen [Oe30KCUTUMUOUH.
HesokcnypugmnH otcytcteyetr B npupogHon [OHK, HO Bcerpa
NPUCYTCTBYET B aMMSIMKOHaX, MOCKOJSIbKY Ae30KCuypmuanHTpudocdar
BXOOUT B coctaB cmecn OHTD B peareHTax ons amnniudukaumu.
[e3okcnypuauH aenaet KOHTaMUHMpYoLLne aMMIUKOHbI
BOCNPUUMYUMBLIMKN K paspyweHunio depmeHtom YOI oo Havana
amnnudpukauum OHK-mumweHn, v, cnepoBaTenbHO, OHU HE MOTYT
ObITb B AanbHenwem aMmnamduumpoBaHsbl.

depmeHT YOI TepmonabuneH n HaKTUBMPYETCS NPU HarpeesaHUn
Boltwe 50 °C © nodToMy He paspywaeT aMmninKOoHbl MU LLEHMU,
HapabaTbiBaeMble B npouecce MLP.

Ha atane amnnudukaumm OOHOBPEMEHHO B OAHOM Npobupke
npoBoaaTcsa 2 peakuun — amnnudpukauusa OHK R.conorii, a Takke
amnnndpukaums  nocnegosatensHoctn BKO-FL.  PesynbtaTthl
amnmmdmkaummn  OHK  R.conorii, a Takwke [OHK BKO-FL
PErNMCTPUPYIOTCA MO 2 pasfindHbIM  KaHanam dryopecLeHTHON
oeTeKkunu:

Tabnuua 1
Kanan ansa ¢pnyopodopa FAM JOE
OHK-MuweHb JHK BKO-FL AHK R.conorii
NCKYCCTBEHHas
O6nacTtb amnnudurkaumm HyKneoTuaHas OmpA reH
nocnefoBaTenibHOCTb

POPMbl KOMIMINEKTALUA
®Popma 1. «[1TLUP-komnnekT» BapuaHT FRT-50 FN
Popma 2. «[1UP-komnnekT» BapmaHT FRT-L

dopmbl KOMMnekTaumm 1 1 2 npegHasHayeHbl Ansi NpoBeaeHus
amnnupukauum  OHK ¢ rmbpuansaumoHHo-dnyopecUeHTHON
OeTekumen B pexmme «peanbHOro BpPEMEHU» U MO3BONSAKT
BoiaBnATe [OHK B KayectBeHHOM doopmate. [na npoBeneHud
NOMHOro [MLP-nccnegoBaHums Heobxoanmo MCNonb30BaTb
KOMMSeKTbl peareHToB Ans akcTtpakuum OHK, pekomeHOoBaHHbIe
[Mponssoantenem.

dopma komnnekTaummn 1 paccymtaHa Ha npoBeaeHne 55 peakuum
amnnudpukauum, BKoYass KoHTponu. dopma Komnnektauyum 2
paccyuTaHa Ha nposefeHne 48 peakuun amnnmdukaumn, BKIoYasd
KOHTPOMNW.
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AHANTMTUYHECKUE XAPAKTEPUCTUKH

[Ona paHHoro Habopa peareHToB MPUMEHUMbI cregyloume
XapaKTepPUCTUKN:
AHanuTnyeckas YyBCTBUTENbHOCTb (Npeaen ooHapyXeHus)
Tabnuua 2
06 AHanuTtuyeckas
Bug 6 BEM KomnnekTt gns K YYBCTBUTENbHOCTb
nccnegyemMmoro PP L 3KCTpaKLuUm nlnmbar il (npepen
3KCTpaKuum, aMmnnudpukaummn
mMaTepuana MKR OHK 06|-|apy>v|<e|-m9|),
Konuu /mn
«MypP-
KOMMMEKT»
KpoBb Ocapok+100 | «PUBO-npen» BAPUAHT 10°
FRT-50 FN,
FRT-L
TkaHeBon «MLP-
(bnoncuimHbIn 100 «PUBO-n KOMMneKT> 3
S pen» BapuaHT 10
ayTOMCUMHbLIN) FRT-50 EN
MaTtepuan FRT-L '
«MypP-
KOMMMEKT»
Mnkeop Ocapok+100 | «PUBO-npen» BAPUAHT 10°
FRT-50 FN,
FRT-L
«MupP-
CwmbiB C KOMMIIEKT» 3
NepBUYHOMO 100 «PUBO-npen» BapuaHT 10
abpekTa FRT-50 FN,
FRT-L
«MypP-
KOMMMEKT»
Kneww 100 «PUBO-npen» BAPUAHT 10°
FRT-50 FN,
FRT-L
«MupP-
«MAIHO- KOMMJSIEKT» 3
Knewwm 100 cop6» BapuaHT 10
FRT-50 EN,
FRT-L

[aHHbIM Npegen obHapyXeHust AoCTUraeTcs npu coobnoaeHun
npaBusl, ykasaHHbIX B pasgenax «B3aTuve, TpaHcnopTupoBaHue u

XpaHeHune

nceriegyemoro

matepvana» U

nccrieayemMmoro martepuarna K akctpakumm JHK» .

AHanutn4yeckan cneunPuUYHOCTb
AHanuTuyeckaa cneundnyHocTb Habopa peareHTOB AoKaszaHa npu

nccnegoBaHun

creayoLwmnx

wTamMmmMoB

«[NoarotoBka

MUKPOOPraHN3MOB:
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dnasusupycos: WNV (Bupyc 3anagHoro Hwuna), JEV (Bupyc
SAINOHCKOro aHuedanuta), OHFV (BUpyc OMCKOM remopparnyeckou
nuxopagku), TBEV (Bupyc kreweBoro asHuedanuta), Bartonella
henselae, Anaplasma phagocytophillum, Babesia microti,
Leptospira kirschneri, L. borgpetersenii, Shigella sonne, S. flexneri,
Salmonella typhi, S. enteritidis, Klebsiella pneumonia, Esherichia
coli NCTC 9001, Enterococcus faecalis, Staphylococcus aureus, S.
saprophyticus, Pseudomonas aeruginosa, Proteus mirabilis,
Enterobacter cloacae, Yersinia pestis, a Takke reHomHon [OHK
YyenoBekKa. Mpwn TECTUPOBAHNN obpasuos AHK
BblLLENEPEYNCIIEHHBIX MUKpPOOpraHn3amMmoB, a Takke OHK 4yenoseka,
OHK «knewen wn [OHK rpbidyHOB Hecneumndunyeckux peakumn
BbISABSIEHO He 6bIno.
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ONATHOCTUYECKUE XAPAKTEPUCTUKHA
Tabnuua 3
Pe3ynbTraThbl TECTUPOBaHUA Habopa peareHTOB AN
OWNarHOCTUKM in vitro AmnnuCenc® Rickettsia conorii-FL B
CpaBHeHUM ¢ pedrepeHTHbIMMU MeToA4aMMU

Pe3ynbTaT cpaBHEHUs C P
Pe3synbTaTbl uccnegoBaHus pedhepeHTHLIM MEeTOAOoM e3ynbTaT CpaBHeHUA C
Tun Habopa peareHTos BbISIBNIEHUS creLmdUIecKux PethepeHTHLIM MeTo/loM
obpasuoB AmnnuCeHc “Rlckett5|a aHTUTEN® CeKBeHMpoBaHUs
conorii-FL
NOJIOXUTESbHbIX| OTPULIATENbHbIX [MONOXUTENbHbIX| OTPULIAaTeNbHbIX
Bcero MONOXUTESIbHbIX 132 0 132 0
KpoBb nccnenoBaHo
198 06pa3LLoB oTpuuaTesnbHbIX 66 0 0 66
CMbIB C Bcero MOJIOXUTENbHbIX 44 0 44 0
nepBUYHOIO | UCCrefoBaHO
addexTa 52 06pasua oTpuuaTenbHbIX 8 0 0 8

Ons OueHKM [OMarHOCTUYECKOW  YYBCTBUTENBHOCTU  Obinu

NCMNOJSIb30BaHbI:

— 198 obpasuoB bakTepmanbHOro ocagka KpoBuM OT NMaUUEHTOB C
OnarHosaom  «AcTpaxaHckasa  pUKKETCUMO3Has  Jinxopagkay.
dwnarHo3 ©Obin noaTBEPXOEH  HA OCHOBAHUM  KITMHUYECKMX
CUMMTOMOB:  Inuxopajka, Cbiflb, NEPBUYHbLIN  adPdeKT,
permnoHapHbln  nuMmdageHnT, N Hannunusg CePOKOHBEPCUU
crneunduyecknx aHTuUTes, onpeaerieHHbIX ¢ NOMOLLb Habopa
peareHTOB And guarHoctukm in vitro 1gG/IlgM-aHtutena K
Rickettsia conorii («Bupcen, J1.C.», cnanus).

— 52 obpasua cMmbIBOB C nepBUYHOro addpekra, Nomny4YeHHbIX OT
52 nauneHToB N3 BblLLEONNUCaHHOW rpynnbl.

! B kauecTBe pedepeHTHOro MeToaa Mcnorb3oBancsa Habop peareHTOB ANS AWArHOCTUKM in Vitro
IlgG/IgM-aHTuTena k Rickettsia conorii («Bupcen, J1.C.», Acnanusa) PY Ne ®C3 2009/05430 ot 29
okTs16psa 2014 rona

2 MpoBeaeHo cekBeHMpoBaHUa metogom CaHrepa yyactka AHK anuHon 170-176 H.n. n3
6uonornyeckmx npob Ha npnbope ABIPrism 3100.
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Tabnuua 4

Pe3ynbTraThbl TECTUPOBaHUA Habopa peareHTOB AN
AnarHocTukwm in vitro AmMnnnCenc® Rickettsia conorii-FL npu
uccrnegoBaHMM MmaTepuarna oT nauMeHToB C MHOM 3TUonoruen

3aboneBaHuA U Kneweun, COopaHHbIX C HE3AHAEMUYHOM NO
R.conorii Tepputopumn

MaTtepuan oT nauMeHTOB C UHOMN
PesynbTaThl nccnenosanus aTuonoruei 3a6onesaHus u
Habopa peareHToB Ans Knewen, COGpaHHbIX C
Tun o6pasuyosB p,uarH%cmxu in vitro HE3HAEMUYHOM No R.CONOTi]
AmnnuCeHc RléchettS|a conorii- TeppuUTopUM
NONOXUTESbHbIX |OTpULaTeNbHbIX
Bcero NONOXUTENbHbIX 0 0
KpoBb nccnenoBaHo
25 06pasLoB oTpuuaTenbHbIX 0 25
CwmbIB C Bcero NOJIOXUTENbHbIX 0 0
nepBUYHOIO nccnegoBaHo 5
adhcekTa 25 06pasLoB oTpuuaTenbHbIX 0 5
Bcero NOJIOXNTENbHbIX 0 0
JlnkBop nccnenoBaHo
25 06pa3LoB oTpuuaTesibHbIX 0 25
TkaHeBoW Bcero NONoOXUTenbHbIX 0 0
(broncumHbIN,
S nccnegoBaHo
ayTonCUiHLIN) | Hp o6pasuos |OTPULATENBHBIX 0 25
mMartepuan
Bcero NONOXUTENbHbIX 0
Knewm ncecnegoBaHo
25 06pa3LoB oTpuuaTenbHbIX 0 25
[na OLEHKN ANarHoCTNYeCKou cneundgunyHoCcTn ObInn
MCNnoJib30BaHbI O6pa3Ll,bI OCaKoB KpoBU, JIMKBOpPA, TKaHEBOIO

(buoncumHoro, ayTorncumMHOro) matepuarna, CMblIBOB C NMEPBUYHOIO
apdoekTa, nNOSy4eHHbIX OT MauMeHTOB C MHOW 3TMONornen
3aboneBaHna (no 25 obpasuoB Kaxgoro Buaa 6GMONOrMYeckoro
MaTtepuana), a Takke Ha 25 obpasuax knewewn D.reticulatus,
cobpaHHbIX Ha He3HAEeMUYHOM No R.conorii Tepputopumn.
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Tabnuua 5
Pe3ynbTaTtbl aHanusa moaesnbHbIX 06pa3uoB NIMKBOPA,
ayTONCUUHOro Matepuana, Knewem, KOHTaMUHUPOBAHHbIX
wrTammom R.conorii M-1

O6bLem KoHueHTpauus
Bug S KomnnekT Yucno koHTa- Yucno
uccnepgye- | AHK R.conorii 0
uccrniegyemoro peareHToOB ANAd |MUHUPOBAHHLIX|[MOJTOXKUTEJIbHbIX %
maTepuana Moro ) 5 elpEsie, akcTpakuuu AHK ob6pasuoB pe3ynbTaTtoB
obpasua, Mk  konun/mn
AYTONCUMHbIA 100 1x10° «PVBO-npen» 20 20 100
mMaTepuan

Inkeop 100 1x10° «PNBO-npen» 20 20 100
100 1x10° «PUBO-npen» 20

Knewm 40 100
100 1x10° «MATHO-cop6» 20

[Ons oueHkn AOnarHOCTUYECKOM YYBCTBUTENBbHOCTUM Habopa
peareHToB Npuv UcCnegoBaHMM BUAOB MaTepuanoB, AN KOTOPbIX
HEeT penpe3eHTaTuBHOW BbIOOPKM OT OOMNbHbLIX PUKKETCMO3OM,
Bbl3BaHHLIM R.conorii, a Takke npu WUccnegoBaHUN Krewen
NUCNbITaHME NPOBOAUNKN C UCMOSIb30BaHNUEM MOAESNbHbIX 00pa3LoB
buonornyeckoro martepuana, KOHTAMWHMPOBAHHOIO LITAMMOM
R.conorii M-1 B KOHUEHTpaUumn 103 kon/mn.
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Tabnuua 6

OunarHocTu4yeckue xapakTepucTukm Habopa peareHToB Ans

in vitro AMnnmCenc® Rickettsia conorii-FL

ANarHOCTuKu

B cpaBHeHuu c
pecdepeHTHbIM
MeTOAO0M BbisIBNEHUS

Mpwu nccneposaHumn matepmana
OT 60NbHbIX C MHOW ITUONOTrNEn
3a6051eBaHMA U OT KIeLen,

B cpaBHeHuu ¢
pecdepeHTHbIM
MeToA0M

Mpwn nccneposaHumn
MoAeribHbIX

9 &
n NPn4eCKunx HHbIX Ha HEe3H, MUYHOMU B
cneuund ec cobpa a HeaHpae o CeKBEHMPOBaHWS obpasuo
aHTUTEN Tepputopum
Tun obpasuoB
[unarHocTuyeckas OwnarHocTuyeckas [OunarHocTuyeckas [OunarHocTuyeckas
YyBCTBUTEJNIbHOCTb cneLWI(bVI‘-IHOCTb YyBCTBUTEJNIbHOCTb YyBCTBUTEJNIbHOCTb

(c moBepuTenbHOM
BeposiTHoCTbIo 95 %) B
nHTepBane, %

(c moBepuTenbHOM
BepoATHOCTLIO 95 %) B
vHTepBane, %

(c moBepuTenbHOM
BepPOATHOCTHLIO 95 %)
B MHTepBane, %

(c moBepuTEnbHOM
BepPOATHOCTHLIO 95 %)
B MHTepBane, %

KpoBb 59,6-73,2 86,3-100 97,2-100 —
CwmbIBbI C
nepBUYHOro 71,9-93,1 86,3-100 92-100 —
adpekTa
Jlnkeop — 86,3-100 — 84,6-100
TkaHeBowm
(@yroncmibli, — 86,3-100 — 84,6-100
B1oncuiHbIN)
martepuan.
Knewm — 86,3-100 — 84,6-100

MEPbI NIPEOOCTOPOXHOCTU U CBEOEHUNA OB
YTUNMN3ALIUN
Pabota gomkHa npoBoaUTbCA B NnabopaTtopuu, BbIMOMHSAOLLEN

MOneKynapHo-bunonornyeckme (MUP) nccnenoBaHud
buonormyeckoro  Matepuana Ha  HanuuMe  BO3bGyauTenen
NHMEKUNOHHBIX ~ DonesHen, Cc cobnwgeHnemMm  caHuTapHo-
anungemunonormndyecknx npasun  CI11.3.2322-08 «besonacHocTb
paboTbl C MukpoopraHmamamm IlI-IV  rpynn natoreHHoCcTu
(onacHocTn) ©n BO3GyauTENAMM napasuTapHbiXx  OOne3Hen»,

CaHnlluH 2.1.7.2790-10

TpeboBaHus

«CaHI/ITapHO-C-)I'II/I,EI,eMI/IOJ'IOFI/I‘-IeCKI/Ie

K oOpalleHnio ¢ MeaguUMHCKUMW oTXodamu» U

mMeToamndecknx ykasaHunm MY 1.3.2569-09 «OpraHusauus paboTbl
nabopaTtopun, NCMNOSb3YHOLLNX MeToabl aMmnnudunkaymm
HYKNEWHOBLIX KUCIIOT npu paboTe C mMaTepuarnom, cogepxawum
MUKpoopraHusmbl -V rpynn natoreHHOCTU».

[Mpn pabote HeobxoauMMO Bcerga BbINOMHATL — criegylowme

® B kauecTBe pedhepeHTHOr0 MeToAa MCMonb30Banca Habop peareHToB AN AWArHOCTUKM in Vitro
lgG/IgM-aHTuTena k Rickettsia conorii («Bupcen, J1.C.», Mcnanusa) PY Ne ®C3 2009/05430 ot 29
okTs16psa 2014 roga

* MpoBeneHo cekBeHMpoBaHus MeToaom CaHrepa yuactka [HK gnuHoin 170-176 H.N. u3
Buonorndeckux npob Ha npnbope ABIPrism 3100.

> MopenbHble 06pasubl NMKBOpa, ayTOMCWMIHOTO MaTtepuana W Khellel, KOHTaMUHUPOBAHHLIX
wrtammoM R.conorii M-1 B koHUeHTpauumn 10° kon/mn
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TpeboBaHUS:

- Temnepatypa B nomelieHun rnabopaTtopum pormkHa ObiTb OT
20 no 28 °C, oTHOCUTENBHAA BNaXHOCTb - OT 15 Ao 75%.

- PaccmatpuBatb wuccnegyemble obpasubl Kak MHAEKLUWUOHHO-
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 N gesvHdpuunpoBaTb pasnnTble obpasubl, UCMONb3ys
aesnHduumpyowme cpeacrtea B cootsetcteum ¢ Cl11.3.2322-08
«besonacHocTb paboTbl ¢ MuKpoopraHuamamu -1V rpynn
naTOreHHoCTM (onacHocTU) M BO3DyaAUTENSAMU NapasuTapHbIX
bonesHen».

- JlabopaTtopHbin npouecc AomKeH ObITb OAHOHaMNPaBMEHHbIM.
AHanm3 npoBoaMTCS B OTAENbHbIX NOMeELLeHUsIX (30Hax). PaboTy
cnegyeT HauynHatb B 30He JKCTpakuuu, npogormkaTb B 30HE
AmMnnudpumkaumm un  Hetekumn. He BosBpawartb obpasusl,
obopyaooBaHue N peareHTbl B 30HY, B KOTOpoW Bbina npoBeadeHa
npegblayuasl ctagms npouecca.

- Hewucnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLWMM CPOKOM
FOAHOCTW, a Takke WCMONb30BaHHbIE peareHTbl, YNakoBKy’,
Buonornyecknn martepuarn, Bknovaa matepuanbl, MHCTPYMEHTbI
N npeameTbl, 3arpsi3HeHHble OGWonorMvyeckuM Martepuanom,
cnegyetr ygoansatb B COOTBETCTBMM C  TpeboBaHusMMK
CaHllnH 2.1.7.2790-10 «CaHnTapHo-anngemMmonornyeckune
TpeboBaHus K 0bpalleHnio ¢ MeEAULMHCKUMN OTX04aMmn».

BHUMAHUE! [lpu ypaneHunm oTXoQoB nocre amnniudukauum

(npobupok, cogepxawmx  npoayktel  [UP)  HegonycTtumo

OTKpblBaHWE nNpPobMpoK U1  pasbpbi3rMBaHne  COOEPXUMOrO,

MOCKOSbKY 3TO MOXET NPUBECTU K KOHTaMuHauun npoaykrtamu MNLP

nabopaTopHOM 30HbI, 000PYAOBaAHUS N peareHTOB.

- Wcnonb3oBaTb U MEHATb NPU Kaxaow onepauum ogHopa3oBble
HaKOHEYHWKN Ans aBTOMaTUYeCcKMX A03aTOpOB C bunbTpom’.
OpHopasoByk nnacTukoByko nocydy (Npobupku, HaKOHEYHUKN)
Heobxoaumo cbpacblBaTb B cneuuarnbHbll  KOHTEMHED,
cogepXxawmn gesnHpuumpyrowee cpencrtso, KOTOpoe MOXeT

® Heucrnonb3oBaHHLIE peareHTbl, peareHTbl C MCTEKLWMM CPOKOM [OAHOCTW, MCMOMb30BaHHbIE
peareHTbl, ynakoBka OTHOCSITCS K Kaccy OnacHOCTN MeaULMHCKNX OTXoaoB [

" Ons yaaneHus HaZoCafouHONM XUAKOCTM B MPOLIECCe SKCTPaKLMM MCMOMb3YTCs OJHOPasoBbie
HaKOHeYHVKN 6e3 hunbTpa.
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OblTb MCMNOMb30BaHO AN  obes33apaXmBaHUS MeOULMHCKUX
OTXOA0B.

[ToBEPXHOCTM CTOMIOB, a TakkKe TMNOMELWEHNs, B KOTOpPbIX
nposogutca nocrtaHoska NUP, 0o Havyana v nocre 3aBepLueHns
paboTt Heobxoanmo nogsepraTb ynbTpadmMoneToBomy
obny4veHunto B TeveHne 30 MuH.

Habop peareHTOB npegHasHadeH AN O4HOPa30BOro
npumeHeHns ang nposegerHus lNUP-nccnegosanus ykasaHHOro
kKonn4yectBa npob (cMm. pasgen «CocTtaBy).

Habop peareHTOB roTtoB K MPUMEHEHUIO COrNacHoO [AaHHOW
NMHCTPYKUMN. NpnMeHATL Habop CTPOro No HasHa4YeHUIo.

K paboTte ¢ Habopom peareHTOB AoMycKaeTcsa TOSbKO NepcoHart,
0OyYeHHbIN MeToA4aM MONEKYSSIPHOM ANAarHOCTUKN U NpaBunam
paboTbl B  KINMHUKO-OMarHoctudeckon  nabopatopum B
yctaHoBrieHHoMm rnopsgke (CI 1.3.2322-08 «be3onacHocTb
paboTbl C MUKpoopraHuamamu -1V rpynn naToreHHoCcTu
(onacHocTK) 1 BO3DyanTenamMmn napasmtapHblix 60ne3Hen»).

He wucnonb3oBaTb Habop peareHToB, €cCnn  HapylleHa
BHYTPEHHAA YyMNakoBKa WM  BHEWHWW BWO peareHta He
COOTBETCTBYET ONUCAHUIO.

He wucnonb3oBatb Habop peareHTOB, ecnn He cobniganucb
YCNOBUS  TPaHCNOPTUPOBAHUS M XPaHEHUs1  COrfnacHo
NHCTPYKLUMN.

He wucnonb3oBaTb Habop peareHTOB MO WCTEYEHUU CpOKa
roO4HOCTW.

Ncnonb3oBaTb  O0QHOpPa30Bble  HeonydpeHHble  repyvaTku,
nabopaTopHble XanaTthbl, 3awWmwaTtb rfnasa Bo BpemMda paboTbl C
obpasuamn un peareHTamu. TLwaTeNbHO BbIMbITb PYKA MO
OKOH4YaHuM paboTbl. Bce onepauuMm npoBOAATCS TOMbKO B
nepyaTtkax Ang UCKIOYEHUsS] KOHTaKTa ¢ OPraHM3MoM YerioBeka.
N3beraTtb BObIXaHMSA NApPOB, KOHTAKTa C KOXeW, rnasamm Wu
cnusncton obonodkon. BpepeH npu npornatbiBaHun. [lpu
KOHTaKTe HemMeasieHHO NPOMbITb NOPaXXEeHHOE MECTO BOAOW, Npu
Heob6XxoaMMOCTM 0BpaTUTLCS 3a MeAULMHCKON NOMOLLbIO.

[Mpn cobniogeHnn ycrnoBuim TPaHCMOPTUPOBKK, SKcnnyaTaunum u
XPaHEHUs1 PUCKN B3pbiBa U BO3ropaHusi OTCYTCTBYIOT.
NHdopmaumoHHoe nucbMo 0 BesonacHocTn Habopa peareHToB
AOCTYMNHO NO 3arpocy.
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OueHka BEPOATHbLIX COObITUIM, B Pe3ySibTaTe HACTYMIIEHUS KOTOPbIX
MOIYT MPOU3ONTU OTpuuaTenbHble MNOCNeacTBUS ANs opraHvM3ma
yesrioBeka

[Mfp  ncnonb3oBaHWM MO  Ha3HayeHWo U cobnogeHun
BblLLEeNepevYncneHHbIX Mep NPegoCTOPOXHOCTN Habop Be3onaceH.
Cneundmyeckme BO3OENCTBUS Habopa peareHTOB Ha OpraHuam
yeroBeka
- KaHueporeHHbIn apdekT OTCyTCTBYET.
- MyTtareHHoe oencrTeme oTCyTCTBYET.
- PenpoayktnBHasi TOKCUYHOCTb OTCYTCTBYET.

AOONOJIHATENbHbLIE MATEPUAITblI U OBOPYOOBAHUE

B3saTne nccnepyemoro matepuana

1. BakyymHasa cuctema 3abopa kpoBu Vacuette (Hanpumep, Greiner
Bio-One GmbH («'peiHep  buo-YaH»), ABCTpus  unm
aHarorunyHole).

2. OgHopasoBble  MNOMMMPOMNUIEHOBbIE  MSIOTHO  3aKpblBaKOLLMECS
npobupkn obbemom 2,0 mn (Hanpumep, Axygen, Inc. («AKCUIKEH,
NHK.»), CLLUA, nnn aHanornyHole).

3. Urnbl nyHKumoHHbIe (Hanpumep, 'ebptogep MapTtnH M'mMoX & Ko. KIT
(Gebruder Martin GmbH & Co. KG, N'epmaHus, unm aHanorndHole).

4. KOoHTeMHep  MMacTUKOBbIKW  ONA  B3ATUSA,  XpaHeHUa U
TPaHCMOPTUPOBKN Buonorndecknx obpasuos obbemom 50-60 mn,
ctepunbHbln  (Hanpumep, OO0 «Kombutek [Mnactnk» wnu
aHanorn4yHbIn).

5. 0,9 % pactBop HaTpus xnopuaa (CTepunbHbIA PU3NONTOrMYECKUI
pacTBop) 4S5 B3ATUA CMbIBOB C NEPBUYHOro adpdekra.

6. 30HO-TaMNOH Ans  oTbopa, TPAHCNOPTUPOBKA U XpPaHEHUSA
Buonorn4yecknx npo6 (Hanpumep, DELTALAB S.L.U.
(«AENIbTAJIAB C.J1.Y.»), cnaHnsa nnn aHanornyHsIn).

NpepgBaputenbHasa noAroToBKa UccrieayeMoro matepuana

7. 0,9% pacTBop HaTpus xnopuga (cTepunbHbIN
dumsnonormyeckun pacteop) wunu docdaTtHbin  BydepHbIn
pactBop (PBS) (HaTpua xnopua, 137 MM; kanusa xnopwua,
2,7 MM; HaTpus moHodocdaTt, 10 MM; kanua gndocdar, 2 mM;
pH=7,5+0,2) gona npoBegeHns npobonNnoAroToBKAN TKaAHEBOrO
MaTepuana u Kneiemn.

8. 96 % pacTtBOp 3TaHoONa AN npoBedeHust NpobonoaroToBKK
KneLlemn.
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9. NMuuepon ansa xpaHeHns 06paboTaHHbIX KNeLeW.

10.04HOpasoBble  NOMAUNPOMNUITIEHOBLIE  3aBMHYMBAIOLIMECS WUNA
NMOTHO 3aKpbiBalowmecsa npobupkn Ha 1,5 n 2,0 mn (Hanpumep,
Axygen, Inc. («3kcumkeH, NHk»), CLUA, nnn aHanornyHole).

11.3aBMHYMBaAIOLMECS KPbIWKN K Nnpobupkam (Hanpumep, Axygen,
Inc. («3kenpxeH, UHK.»), CLLUA, nnn aHanornyHele).

12.00HOpa30Bble  HAKOHEYHWKUM ON1s  [03aTopoB  MNEePEMEHHOro
obbema c¢ dunetpom pgo 100, go 200, m pgo 1000 mkn
(Hanpumep, Axygen, Inc. («3kcnoxeH, WHk»), CLUA, wnu
aHarnornyHole).

13.lUtatmBbl ans npobupok obvemom 1,5 n 2,0 mn (Hanpumep,
Axygen, Inc. («9kcnmxeH, NHk»), CLUA, nnu aHanornyHolie).

14.0T1oenbHble Onsa Kaxgon npodbl CTepuiibHble UHCTPYMEHTbI OS5
romoreHnsaumm (apcopoBad CcTynka C NECTUKOM) WU
romMoreHnsaTtop Ans nposegeHns npobonoaroToBkM TKAHEBOro
MaTepuana un Knewiemn.

15.MukpoueHTpudyra ans npobupok Tuna «3AnneHgopd» c
MaKCUMasibHOM CKOPOCTbK LEHTPUPYrupoBaHUa He MeHee
12 Teic g (Hanpumep, Eppendorf Manufacturing Corporation
(«9nneHgopd MaHydakTypuHr KoprnopanwHy»), 'epmanusa, nnm
aHarnornyHas).

16.BopTtekc (Hanpumep, SIA Biosan, JlatBusi, nnm aHanornyHbIn).

17.BakyyMHbI oTcacbkiBaTeSlb MeAULMHCKUA C KONOON-NTOBYLLKOW
ana yganeHns HagocagodHoun xumagkoctn (Hanpumep, «OM-1y»,
00O «YTec», Poccus, unu aHanornyHoelin).

18.ABTOMaTM4ECKNE O03aTOpbl NepemMeHHoro obbvema (Hanpumep,
00O «buoxut», Poccus, nnn aHanornyHole).

19.XonoaunneHuk ot 2 ao 8 °C ¢ MOpO3unbHOM KaMepon OT MUHYC
24 po muHyc 16 °C.

20.0T1OenbHbIM XanaT, wanodku, obyBb U 0gHOpa30oBble nepvaTku
no MY 1.3.2569-009.

21.0gHopasoBble  MNAacTUKOBbLIE KOHTEWMHeEpbl Ans  cbpoca u
MHaKTMBaLUMN MaTepuanos.

Akctpakuma OHK u3 nccnegyemobix obpasyoB

22.KomnnekT peareHToB ansa akctpakunm OHK — « PUBO-npen» (PY
Ne ®CP 2008/03147), «MAI'HO-cop6» (PY Ne ©CP
2010/07265) vnn gpyrme pekomeHagoBaHHble [NponssoguTenem.

23.[ononHntensHble matepuansl 1 06opyaoBaHMe ONa KCTpPaKuum
OHK — cornacHO MWHCTPYKUMW K KOMMMEKTy peareHToB [Ans
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akcTpakumnn OHK.

[lpy ncnonb3oBaHUM aBTOMATUMECKUX CTaHUMW ONSA 3KCTpaKumun

HYKNENHOBbIX KUCIIOT:

24.ABTOMaTU4eckaa cTaHuus ansa akctpakumm HK  (Hanpumep,
Neon 100 (Xiril AG (Kcupun AI), LWeenuapus) u papyrue,
pekoMeHaoBaHHble [1ponssogntenem).

25.Habop peareHtoB (Hanpumep, «MAIHO-cop6» (PY Ne ©®CP
2010/07265)) wn  Habop  pacxogHblX  MaTepuanoB K
aBTOMaTNYECKOW CTaHLUN.

Amnnudgpukauunn c rmépmnansaumMoHHo-pnyopecLeHTHON
AeTeKumen NpoaykKToB amnnucpmkauum
26.0gHopa3soBble nNonunponuieHoBble nNpodupkn npu pabote cC

«MuUP-komnnektom» BapmaHT FRT-50FN:

a) 3aBMHYMBAlOLLMECS UM NAOTHO 3aKpbliBaloLWMeca npobupkn
obbemom 1,5 mn (Hanpumep, Axygen, Inc. («9QKCMOXeEH,
NHk»), CLUA, wnn aHanormyHble) Ans npuroToBrieHnd
peakuNOHHOW CMECH.

6) TOHKOCTEHHbIe npobupkn ana lMNUP obvemom 0,2 mMn ¢
BbINYKITION WM MSIOCKON OMNTUYECKU MPO3PaYvYHON KPbILLIKOW
nnn npodbumpkn obvemom 0,2 Mn B cTpunax no 8 wrt. C
Npo3pavyHbIMX  KpbllWKamu  (Hanpumep,  Axygen, Inc.
(«9kemoxkeH, WHk»), CLIA, wnu aHanornyHble) — npwu
Mcnosib3oBaHuUM npmbopa nNnaHWeTHOro Tna;

B) TOHKOCTEHHble npobupkn gna [lLUP obvemom 0,2 mn c
MNNOCKOW KpbiWwKon (Hanpumep. Axygen, Inc. («OKCUOKEH,
NHk»), CLUA, nnn ananormnyHble) nnm npodupku ans MUP k
Rotor-Gene obbemom 0,1 mn B cTpunax no 4 wr. cC
Kpblwkamu (Hanpumep, QIAGEN GmbH («KuareH 'mbX»),
[epMaHua, WNU aHanorndHble) — npu  UCMNOSIb30BaAHUMU
npubopa poTOPHOro Tuna.

27.0gHOpa3oBble  HAKOHEYHMKM Ond  [003aTOPOB  NEPEMEHHOro
obbema c unbtpom go 200 mkn (Hanpumep, Axygen, Inc.

(«OkenmxkeH, NHk»), CLUA, unu aHanornyHble).

28.lUtatmebl ans npobupok obvemom 0,2 mn wnm 0,1 mn (B

COOTBETCTBMN C UCNOMb3yEMbIMM KOMMMEKTaMU peareHToB)

(Hanpumep, Axygen, Inc. («3kcmoxkeH, WHk»), CLUA, wvnu

aHanornyHole).

29.bokc  abaktepuanbHon  Bo3aywHou  cpeabl  (MLUP-6okc)
(Hanpumep, «BAB-TLUP-«JlamuHap-C», 3A0 «JlamnHapHble
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cucTeMbly, Poccusi, nnu aHanornyHeIn).

30.BopTekc (Hanpumep, SIA Biosan, JlaTeua, unn aHanornyHbIn).

31.ABTOMaTU4ECKME O03aTOpbl NepeMeHHoro obbema (Hanpumep,
OO0 «bunoxut», Poccusi, nnn aHanornyHole).

32.l1porpammunpyembin  amnnuukaTtop € CUCTEMOW OeTeKuun
dryopecueHTHOro curHana B pexume «pearibHoro BpeMeHuy,
nMerLmnmn 2 nnu oonee He3aBUCUMbIX KaHarnos
dnyopecueHTHOM  geTekumn  (Hanpumep, Rotor-Gene Q
(QIAGEN GmbH («KnareH 'm6X»), N'epmanus), CFX96 (Bio-Rad
Laboratories, Inc. («buo-Pag Jlabopatopus, UHk.»), CLUA) n
apyrue pekomeHaoBaHHble [TponsBogutenem).

33.XonoaunbHuk oT 2 ao 8 °C ¢ MOpPO3nUIbHOMN KamMepon OT MUHYC
24 no munHyc 16 °C.

34.01oenbHbIn XxanaT, wanoyku, obyBb M 0gHOpPa30Bble NepyaTku
no MY 1.3.2569-09.

35.EMKOCTb Ans cbpoca HaKOHEYHUKOB.

B3ATUE, TPAHCINMOPTUPOBAHUE 7 XPAHEHUE
UCCINEOYEMOI'O MATEPUAIIA

MaTepuanom ans nccnenoBaHug criyxar:
— KpOBb,
— TKaHeBOW (ayTONCUWHbIN, DUOMCUHBIN) MaTepuan,
— INKUKBOP,
— CMbIBbI C NepBuYHOro adpdoekTa,
—  Knewu.
KpoBb

Ons nonyyvyeHns 6akTepuanbHOro ocagka KpoBW B3ATUE KPOBU
cnegyeTt Npov3BOAMTL HaTOLLaK unm Yyepes 3 4aca nocne npuema
nMwmM opHopasoson wurnon guametpom 0,8-1,1 mMm B npobupky
(cneynanbHy0 BakKyyMHYyl cuctemy) ¢ 6 % pactsopom IOTA
(KOHEeYHas1 KOHLUEeHTpauus nocrne 3abopa kposu coctaenseT 0,3 %)
mim 3,2%  pactBopoM  uuTpata HaTpuss B Ka4yecTBe
aHTuKoaryngaHTa. [locrne B3daTMA KpoBWM  MpoOupky criegyet
HECKONbKO pa3s MniaBHO NepeBepHYTb BBEPX AHOM, YTOObI KPOBb B
npobupke TLATENbHO MepemMellanacbe C aHTukoarynaHtom. (B
NPOTUBHOM CIiydae KpOoBb_ cBepHeTcd U 9kcTpakuma OHK craHer
HeBo3MOXHoun!). [locrne nnaBHOrO nepemMewnBaHus Npodupky
NOMECTUTbL B LUTATUB.

®opma 1: [REF] H-2741-1; ®opma 2: [REF] H-2742-1-4 | 12.03.18 / cTp. 17 n3 41



[donyckaeTca xpaHeHne o0O0Opa3loB KpOBM [0 TMONyYeHUs u

NOAroTOBKU NENKOUMTOB K aKkcTpakuum OHK:

— npu Temnepatype ot 20 go 25 °C — B Te4deHne 2 4acos;

— npu TemnepaTtype ot 2 o 8 °C — B TeyeHne 12 yacos.
Heponyctumo 3amopaxusaHue obpasua LensHom Kposu!
[MogrotoBky 06pa3yoB MNPOBECTU HE NO3QHEE YKa3aHHOro

BPEMEHM.
TkaHeBoW (ayTONCUNHbLIN, DMOMNCUNHBLIN) MaTepuan
MaTepuan oTbupatoT n3 30HbI npegnonaraemMoro

MeCTOHaxoXaeHns BO30yauTenss uHMeKunn, u3 noBpexaeHHON
TKAHW UM N3 y4acTKa, NOrpaHMYHOro C MOBPEXOEHHBIM MECTOM,
CTEPUNbHLIM WHCTPYMEHTOM (Hanpumep, NUHUET) B CTEPUIbHbLIN
NNacTUKOBbIN ~ KOHTEMHep obbemoM 50 MR € MNOTHO
3aKpblBalOLLENCA  KPbIWKOW mnm  npobupky o6bLEMOM 2 MI.
[MpoOMpKy NNOTHO 3aKPbIBAOT KPbILLKOW.
[onyckaeTca xpaHeHne obpasuoB TKAHEBOro MaTepuana:

— NpU KOMHaTHOM Temnepartype — B TedeHne 6 4acos;

— npu Temnepatype ot 2 Ao 8 °C — B Te4eHme 3 CyTOK;

— npu TemnepaTtype OT MUHYC 24 o muHyc 16 °C — B TedeHue

1 Hepenu;

— Npu TemnepaTtype He Bblle MUHyC 68 °C — onuTenbHo.
JInkBop (CNMHHOMO3roBas XXMOKOCTb)

CNMHHOMO3roBYyK XWOKOCTb B KonndectBe He MeHee 1 mn
cobupaloT, uCnosib3ysa OOHOpasoBble WUrMMbl, B O4HOPa30Bble
npobupkn ob6vemom 2,0 mn.

[onyckaeTca XxpaHeHue o06pasyoB JNMKBOpa OO0 MpPOBeaeHUs
[MLUP-nccnepgoBaHus:

— npwu Temnepatype oT 2 oo 8 °C — B Te4eHue 1 CcyToK;
— npu TemnepaTtype OT MUHYC 24 0o muHyc 16 °C — B TedeHue

1 Hepenu;

— Mpu TemnepaType He Bbllle MUHYC 68 °C — AnnTenbHo.

[onyckaeTcd OAHOKpaTHOE 3amMopaxmBaHne-oTTanBaHme
mMartepuana.

CMbIBbI C NepBMYHOro adpdekra

MaTepuan 3abupaloT HecTepUrbHbIM BaTHbIM TaMMNOHOM Ha
NS1aCTMKOBOW OCHOBe (30HA). TaMnoH npeaBapuTenbHO cMadnBsatoT
B oM3MOSIOrMYecKoM pacTBOpe WU MPOBOAAT ABWXKEHMEM C JEerkum
Ha>XMMOM MO Y4YacTKy KOXM C nepBUYHbIM addektoMm. 3atem
paboyyto 4acTb 30HOa C BaTHbIM TaMMNOHOM MOMELAT B
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OLHOPAa30BYI0 npoOunpkKy C 3aLlernkmBaroLencd nnm
3aBMHYMBalOLLLENCS KPbILLKOMN, coaepxallen 300 MK
dum3nonorMyeckoro  pacteopa, W  akkypatHo obnambiBaloT
NMacTUKOBbIN CTEPXEHb Ha pacctosHum He 6onee 0,5 cm oT
pabo4yen 4acTu 30HOa TaK, YTO TaMMOH BMECTe C MaTepuariom
ocTaeTcs B npobupke B domsnonorndyeckom pacteope. Npobupky
NSIOTHO 3aKpblBaloT.
[onyckaetca xpaHeHne maTtepuana o nposegeHusa [1LP-
nccrnenoBaHus:
— NpU KOMHaTHOM Temneparype — B TedeHne 6 4acos;
— npw TemnepaTtype oT 2 oo 8 °C — B Te4eHune 3 CyTOoK;
— nNpu TemnepaTtype oT MUHYC 24 0o muHyc 16 °C — B TeyeHue
1 Hepenu;
— Mpw TemnepaType He Bbllle MUHYC 68 °C — AnnTensbHo.
KneLuu
CobpaHHbIn MaTepuan pasbupatoT B nabopatopum no Buaam,
nony, mectam M pgatam cbopa M NOMeELWAT B CyXME YUCTble
npobupkn obvemom 2,0 mn. lMNpu obbeanHeHUU Knewen B Mnynbl
4Yncno ocoben B 04HOM nyrie He JOMKHO npesbiwaTb 10.
[donyckaeTca XpaHeHue maTepuana nocne pasbopa u
dopmupoBaHus npood:
— npu TemnepaTtype OT MUHYC 24 Ao muHyc 16 °C — B TedeHue
1 mecsua;
— npu TemnepaTtype He Bbiwe MuHyc 68°C nnn B cocyne [tapa ¢
XWUOKUM a30TOM — OSIUTESBHO.
[donyckaeTca nuwb OOHOKpaTHOE 3aMopakMBaHue-oTTamBaHue
martepuana.
[onyckaeTcd TpaHCNopTUpOBaHUE BblLLENEPEYNCITIEHHOrO
MaTtepuana npu Temnepatype ot 2 oo 8 °C B TeyeHune 1 cyTok.

NOANrOTOBKA UCCIIEQOYEMOIO MATEPUATA K 3KCTPALUA
AOHK

Onsa nonyyeHna GakTepuanbHOro ocagka KpoBu TpebyeTtcd
npeaBapuTeribHas NoaroToska obpasLoB KpOBW.

[MepeHectn 1,5 wMn kpoBu c pactesopom JATA, ucnonbays
HaKOHEYHUK C (PUSIbTPOM, B CTEPUITbHYKO OOHOPA30BYH MNPOOUPKY
obvemom 2,0 wmn. UeHtpudyrmposate 10 muHyT npu 40 g
(Hanpumep, 800 o6/MuMH gna  MmukpoueHTpudyrm  MiniSpin,
Eppendorf Manufacturing Corporation). He 3axBaTbiBas ocagok
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aputpoumntoB, nepeHectn 500-600 Mkn cynepHaTaHTa (nfasmbl C
nevkouutamnm) OTAefibHbIM  HAKOHEYHMKOM C  UNLTPOM B
CTEPUNbHYIO OAdHOpa3oBy MNpobupky obvemom 1,5 mMn w
ueHTpudyrmposate 10 mMuH npm 10 Tbic. g (Hanpumep,
12 Tbic 06/MMH  gna  mMukpoueHTpudyrm  MiniSpin, Eppendorf
Manufacturing Corporation). 3kctpakunio [OHK npoBoguts wu3
ocafka krnetok n 100 Mmkn cynepHaTtaHTa (nnasmbl).

[donyckaeTca XxpaHeHue 6akTepuanbHOro ocagka KpoBu [0
nposenenusa NLP-nccnegosaHms:

— npu Temnepartype oT MUHyc 24 o muHyc 16 °C — B TeyeHue

1 Hepenu;

— Mpu TeMmnepaType He Bblilwe MUHYC 68 °C — AnnTencsHo.

O6pasubl TkaHeBOro (ayToncumHoro, GMonNcMnHOro) matepuana
TpebyloT NpeaBapuUTENIbHON NOATOTOBKM.

Ona akctpakuymm OHK 6epyt 30-50 mr (mkn) maTepuana wm
FOMOreHMU3NPYKT ero  pacTupaHMeMm C  UCMNOSb30BaHUEM
npeaBapuUTesibHO OXNaX4EHHbIX CTepusibHbIX PpapdOopoBbLIX CTYMNOK
N NECTMKOB UMM C NOMOLLLIO roMoreHnsatopa. 13 pacteépton TKkaHu
rotoBat 10 % cycneH3no Ha oxnaxgeHHom 0,9 % pacTteope
HaTpua xrnopuaga (CTepunbHbIn PU3NONOTMYECKUIA PaCcTBOpP) WUIn
docdatHom BydepHom pactBope (PBS). Ons atoro Ha 1 06BLEM
pacTépTon TKaHuM [JobaenawT 9 00BLEMOB (PU3MONOrnyeckoro
pactBopa wunu docdaTtHoro 6ydepa. 100 MK nonyvyeHHoun
CyCrMeH3um ucnonbayrT anga akctpakuum OHK.

[donyckaeTca  xpaHeHWe  npeaBapuTenibHO  0bpaboTaHHbIX
obpasuoB 6GuoncunHoro Mmatepmana p[o nposegenus [1LP-
nccrenoBaHus:

— npu TemnepaTtype oT MUHYC 24 0O MUHYC 16 °C — B Te4yeHue

1 Hepenu;

— Mpu TeMmnepaType He Bblile MUHYC 68 °C — AnnTensHo.

JlnkBop TpebyeT npeaBapuTenbHON NOATOTOBKM.

1-1,5 Mn nukBopa ueHTpudyrmpytoT npmn 10 Teic g (Hanpumep,
12 Tbic. 06/MMH AN MukpoueHTpudyrn Tuna «3AnneHgopd») B
TeyeHne 10 mmH. OToBpaTh HAOOCA4OUYHYIO XUOKOCTb B KOHTEMHEP
ona ytunumsaumm otxogoB. B akcTpakumio OHK ©Gepyt ocapok
KneTok, Haxoaawmmeca B8 100 mMkn Hagocago4YHOM XNOKOCTMW.

[donyckaeTca XxpaHeHue o6pasyoB nuMKBOpa O NpoBeneHUs
[MUP-nccneposaHus:

— npu TemnepaTtype oT MUHYC 24 0o MUHYC 16 °C — B Te4yeHue
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1 Hepenu,

— Mpu TeMmnepaType He Bblilwe MUHYC 68 °C — AnnTenesHo.

He ponyckaeTca 3amMopaxuBaHue-oTTamMBaHue mMaTepuana 6es
npoueaypsbl akcTpakummn JHK.

CMbIBbl_C nepBuYHOro addekra He TpebyloT npeaBapuTeribHOM
obpaboTkn.

Knewiuy TpebytoT npeaBapuTenbHOM NOAroTOBKM.

[Mpn wuccnegoBaHMM NyfiOB  rONOOHLIX  KNELWen cemenctsa
Ixodidae 4ncno ocoben B ogHOM Nyrne He OOSMKHO npeBblwaTb 3,
HanMUTaBLLUNXCA Krewewn Hago uccnegosaTb MHAMBUAYAIbHO.
Knewen nomectutb B npobupkn obvemom 1,5 mn, Kyoa BHECTU
500 mkn 96%-Horo ataHona. lNepemelaTbe N 0CaguUTb Ha BOPTEKCE.
Yaanutb COUPT M3 Kaxgon npodupkym OTAenbHbIM HAKOHEYHUKOM
6e3 cunbTpa, UCNOoNb3yst BaKyyMHbIM OTcacbiBaTenb. BHecTn B
npodupky 500 mkn 0,9% pacTtBopa HaTpua xnopuga (CTepusibHbIN
dumsnonormyeckun  pacteop) wunu  docaTtHoro  BGydepHoro
pactBopa (PBS), nepemewaTte n ueHTpudyrnpoBaTb Ha BOpTEKCE.
YaanuTb HagoCago4HYH XUAOKOCTb OTAENbHLIM HAaKOHEYHUKOM 6e3
dunbTpa, uWCNOMb3yd BaKyyMHbIM oOTcacbiBaTenb. [lepeHecTtun
Krnewemn B cTepuribHy0 dapdopoByto YalluKy (Unn roMmoreHn3aTop),
nobasute 600 mkn (npn nccnegoBaHnn 1 ronogHoOro Knewa) unu
1 Mn (ecnu romMoreHM3upyrT HanuTaBLIErocd Knewia wnu nyn
knewen) 0,9% pactBopa HaTpua xnopuaga (CTEpUnbHbIN
doumsnonormyeckun  pactsop) wunm  docaTtHoro  BydepHoro
pactBopa (PBS), romoreHnsnposatb npooy.

[lepeHecTn npoby, wncnonb3ys OTAEerNbHbIN HAKOHEYHUK C
dunbTpoM, B Npodbupky odbbemom 1,5 Mn n ueHTpudyrmposaTb B
TeyeHne 2 MuH npu 2 Tbic g (5 Thic 06/MMH Ha uUeHTpudyre
MiniSpin, Eppendorf Manufacturing Corporation) aonss ocBeTneHus
npoObl. Ona akctpakuymm OHK otobpaTte 100 Mkn Hagocago4vHOW
Xugkoctn. B ocTtaBwuncss obbem CycrneH3nnm BHOCAT NuULepon
(10% no obbemy ocTaBLUENCS CycNeH3nn), Npoby nepemelunsaroT
N 3aMopaxusaroT Npu TemnepaTtype oT MUHYC 24 0o muHyc 16 °C
ana nocneayrouwero MNUP-nccnenosanus.

[donyckaeTca  xpaHeHne  npeaBaputTenbHO  0bpaboTaHHbIX
Krnewewn oo nposeneHus MNLP-nccnegosaHus:

— npu Temnepatype oT MuHyc 24 oo mumHyc 16 °C — B TeueHue 1

Hegenwu;

— npu TemnepaTtype He Bbile MUHYyC 68 °C nnu B cocyae [btoapa
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C XXMAKUM a30TOM — ANUTENbHO.
OonyckaeTcs NUilb OAHOKpPaTHOE 3amMopakuBaHue-oTTanmBaHue
maTepuana.

UHTEP®EPUPYOLLUE BELWLECTBA U OIrPAHUYEHUA 1O
UCMNOJIb3OBAHUIO NMPOB UCCJIIEAYEMOI'O MATEPUAITIA

Ona koHTponsa adpdekTuBHOCTU akcTpakumn OHK n BoamoxHoro
nHrnbuposanmsa [1MUP B Habope peareHTOB npegycMOTPEHO
MCMNOSIb30BaHME BHYTPEHHEro KOHTposnbHOro obpasua (BKO),
KOTOpbIM 006aBNAT B KaXabi buonornvyecknn obpasel, Ha atane
9KCTPaKUMN  HYKNEMHOBLIX KUCNOT. [l0 OKOHYaHMM peakuunu
amnnudukaumm Hanumume CuUrHana, CBUOETENbCTBYHOLWEro O
HakonneHun dparmeHtoB [OHK BKO, roBoput 0 [goctaTouHOW
9PPEKTUBHOCTU IKCTPAKLUMN HYKINEMHOBbLIX KUCIIOT U OTCYTCTBUU
nHrnéutopos lMLP.

HenpurogHbiMn Ans uccnegoBaHus ABNSOTCA obpasubl KPOBMU,
B3ATble B NPOOUNPKM C renapmHOM B Ka4yeCTBE aHTUKOarynsHra.

NMPOBEOEHUE NMUP-UCCITEOOBAHUA
[MLP-nccnepgosaHmne cCOCTOUT U3 CrneayroLmx aTarnos:

— akctpakuma OHK n3 nccnegyembix ob6pasuos,

— amnnundgukaummn OHK ¢ rubpmuansaumoHHO-nyopecLeHTHON
AeTekUnen B pexmme «peanbHOro BpeMeHny,

— aHanus u nHTepnpeTauus pesynbTaTos.

AKCTPAKUUNA AHK U3 UCCNEAYEMbIX OBPA3LIOB
Ona oakctpakumn [OHK w©3  pasHblX BMOOB UCCenyemMoro

MaTepuana Mcnonb3yrTCs KOMMNMEKTbl peareHToB:

- «PUBO-npen» pans akctpakumn [OHK n3 nenkoumToB KpoOBMW,
NnKBOpa, Knewewn, TKaHeBOro (ayTONCUMUHOIO M BGUOMCUMNHOrO)
MaTtepuana n CMbIBOB C NepBUYHOro adpdekTa B COOTBETCTBUN C
MHCTPYKLMEN K NCMONb3YEMOMY KOMIMIEKTY peareHToB;

- «MATHO-copb» pana oakctpakummn [OHK wun3 «knewen B
cooTBeTCTBMU C [1punoxeHmem 1.

ObObeMbl _peareHToB  MNpPU _ 9KCTPaKLMW _C  MNOMOLLbIO KOMMMNEKTa
peareHToB «PUBO-npen»:

IkcTpakuma [OHK w3 kaxpgoro wuccnegyemoro obpasua u
KOHTPOSIEN NPOBOAUTCS B NPUCYTCTBUN BHYTPEHHETO KOHTPOSIbHOIO
obpas3uya — BKO-FL.

O6bem BKO-FL — 10 Mkn B Kaxkayto npobupky.
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O6bem nccrnegyemoro obpasua — 100 mkn. Npu nccnepgosaHnn
NEeNKoUUTOB KPOBU N NUKBOpa — ocagok n 100 mkn HagocagouHoOW
xungkoctn. [pun  wmnccnegoBaHMn  TKaHeBOro  (OMONCUMHOIO U
ayToONnCUMHOro MaTtepuana), CYCMeH3uM WKCOOOBbIX Krewen -—
100 MKn cycneHs3un.

B npobupky otTpuuatenbHoro KoHTponsa akcTpakuum (OK)
peareHT OKO He BHOCUTD.

O6bem anoumum — 50 mkn.

BHUMAHUE! B cny4yae npoBeaeHna amnnudpukauum
ncnonb3osaHuem «[l1LIP-komnnekta» BapuaHT FRT-L Heobxogmumo
nposoauTb antounto [JHK B 100 mkn 6ydepa gna anoumn.

Ob6beMbl _peareHToB MNpW _3KCTPaKUMW _C  MOMOLLBIK KOMMJIEKTa
peareHToB « MAITHO-copb»:

OkcTtpakuma [OHK un3 kaxgoro wuccnegyemoro obpasua w
KOHTPOSIEN NPOBOAUTCS B NPUCYTCTBUN BHYTPEHHETO KOHTPOSbHOIO
obpasuya — BKO-FL.

O6bem BKO-FL— 10 Mmkn B kaxgyto npobupky.

O6bem wuccnegyemoro obpasuya — 100 MKn cycneH3um
MKCOOOBbIX KNEeLewn.

B npobupKky oTpuuaTenbHoOro KoHTposns akctpakuum (OK) BHecTun
100 mkn OKO.

Obbem antoumn —100 Mkn.
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®OPMA KOMMNEKTALINW 1. KAYMECTBEHHBLIN ®OPMAT

POPMA KOMIMJIEKTALUUU 1 («MLUP-komnnekT» BapuaHt FRT-50
FN)

COCTAB

Komnnekt peareHTtoB «[LUP-komnnekt» BapuaHT FRT-50 FN
ana  amnnupukaummn  pparmeHta OHK Rickettsia conorii ¢
rmopnan3aunoHHoO-pyopecUeHTHON  OeTEKUMEN B  pexume
«pearnbHOro BpemMeHu» nosponsaet nposoantb NUP-nccnepgosanmne
B Ka4yecTBeHHOM hopmaTe. KOMNMEKT peareHTOB BKMNIOYaET:

PeareHT OnucaHue O61bem, Mn| KonuyectBo

MUP-cmeck-FL Rickettsia lpo3pauHasi X1aKoCTk ot

conorii GecLBeTHOro 4o CBETO- 0,6 1 npo6upka
NNOBOrO LBeTa

; ) MpospayHas becuBeTHast

nuP-6ydgep-H JKIKOCTb 0,3 1 npobupka

K+ Rickettsia conorii lNpospavast becuseTHas 0,2 1 npobupka
XMAKOCTb

K— MNpo3payHas becuBeTHas 0.2 1 npo6upka
XMAKOCTb

BKO-FL MNpo3payHas becuseTHas 0.5 1 npo6upka
XWUOKOCTb

OKO MNpo3payHas GecupeTHas 1.2 1 npoGupka
XWUOKOCTb

KomMmnnekT peareHTOB paccyMTaH Ha npoBefeHue 55 peakuyumn
amnnudunkaumnm, BKIoHast KOHTPOIN.

AMMIIUOUKALUMA [OHK C [OETEKUMEM B PEXWUME
«PEAJNIbHOIO BPEMEHW»

Bbibop npobupok ana amnnucdpukaumMm 3aBUCUT  OT
ucnonb3dyemoro amnnuduKkatopa C CUCTEMOU AeTeKuuu B
pexume «peanbHOro BpeMeHmy.

Ona BHeceHMsa B nNpoOupkun peareHtoB, npo6 [OHK wu
KOHTPOJSIbHbIX 00pasuoB  UCMNOSIb3YKTCA  OAHOpa3oBbLIe
HAaKOHEeYHUKU ¢ hunbTpamu.

A. MNMogroToBKa npo6bupok ana amnnudukaumm

O6wWwmnm o6bLemM peakuMOHHOU cMecUu — 25 MKN, BKIO4Yas o6bLeMm

npo6bi AHK — 10 mkn.

1. PaccuntaTb KONMYECTBO KaXKOOro peareHTta, Tpebyroweeca ans
NPUrOTOBIIEHNA  peakuuoHHOM cMecu. Ha oaHy peakumio
Tpebyetca 10 mkn MUP-cmecun-FL Rickettsia conorii n 5 Mkn
NUP-6ycgepa-H. Cmecb rotoButb Ha  obuwee  4UCno
nccnegyemMblX M KOHTPOSIbHbIX — 0oBpasuoB  (KONMMYeCcTBO
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®OPMA KOMMNEKTALINW 1. KAYMECTBEHHBLIN ®OPMAT

KOHTPOSIbHbLIX 00pas3uoB CM. B M. 7) MNAOC 3anac Ha ogHy
peakuuto.

BHAMAHUE! KomnoHeHTbl  peakuuoHHOW  cMecu  criegyet

cMewwmBaTb  HenocpeacTBeHHO nepen  nposedeHuem  [LP-

nccnegoBaHus.

2. Pa3smoposntb npobupky c MNMUP-cmecbro-FL Rickettsia conorii.
[MepemelwlaTtb copepxmnmoe Bcex peareHToB [1LP-komnnekra,
ocaguTb Kansm Ha BOpTEKCE.

3. B otgenbHoM npobupke noaroToBUTb pPeakUMOHHYK CMECh.

CwmewaTtb Heobxoaumoe KOJINYECTBO: NMUP-cmecu-FL
Rickettsia conorii  u MNUP-6ydepa-H, ocagutb kannn Ha
BOpTEKCE.

4. OtobpaTb HeobxogMmMoe KONMMYECTBO MPOOMPOK UM CTPUMNOB
ons amnnudpukaunm HK nccnegyembix 1 KOHTPOSIbHbIX NMPo6.

5. BHectn B kaxayto npobupky no 15 MKR NpUroToBNEHHOW
peakuNOHHOW cMecu. Heuncnonb3oBaHHbIE OCTaTKU
peakuMOHHOW CMEeCU BbIOPOCUTD.

6. B nogrotoBneHHble npobupkn BHectn rno 10 mkn npo6 AHK,
NOMyYEHHbIX B pe3ynbTarte 3KCTpakumMm wu3 unccrnegyemMblx
obpasuoB..

BHUMAHMUE! lpu gobasneHnn npob [OHK, akcTparmpoBaHHLIX C

NMOMOLLIbIO KOMMJIEKTOB peareHToB ANs NpoBedeHUsa 3KCTpakumn

METOAOM  MarHMTHOM  cenapauuu, Heobxoammo  usberatb

nonagaHna copbeHTa B peakLNOHHY CMECh.

BHUMAHUE! Copepxumoe npobmpok Heobxoammo TuaTesibHO

nepemMewartb NUMNETUPOBAHMEM, He  Jornyckas  MnosABreHus

Ny3bIpbKOB BO34yXa.

7. locTaBUTb KOHTPOSbHLIE peakUnM.

a) nonoxwurtenbHbin KoHTponb [LUP (K+) — B npobupky c
peakunoHHon cmecbto BHecTn 10 mkn K+ Rickettsia conorii.

6) oTpuuaTtenbHbin KoHTponb [UP (K-) — B npobupky c
peakunoHHoW cmecbto BHeCTU 10 mkn K-

B) oTpuuaTenbHbIA KOHTponb 3kcTtpakuum (OK) - B
NpoBUpKYy C peakumoHHou cmecbio BHecTU 10 MKn npobbl,
aKkcTparnposaHHoun n3 OKO.

BHUMAHUE! Copepxnmoe npobupok Heobxoammo TulaTenbHO

nepemMmewartb NUMNETUPOBAHMEM, He  Oornyckasi  nosiBNeHus

Ny3bIpbKOB BO34yXa.

BHAMAHUE! T[lposectu TILUP cpa3sy nocne coegnHeHud

peakunoHHon cmecun n [JIHK-npobbl 1 KOHTponen.
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®OPMA KOMMNEKTALINW 1. KAYMECTBEHHBLIN ®OPMAT

b. lNpoBegeHMe amnnudmkaumm ¢ OeTekKuMen B pexume

«peanbHOro BpeMeHu»

1. 3anporpammumpoBaTb amMnnMdukaTop ¢ CUCTEMOMN OETEKUUU B
pexnme «peanbHoro BpeEMEHN» ang BbIMNOSTHEHMA
COOTBETCTBYHOLLEN MporpamMmbl amMnnuukaunm mn getekumn
dryopecLeHTHOro curHana (cm. Tabn. 6, 7)°.

Tabnuuya 6
EavHaa nporpamma amnnuépunkauum n getekumm
donyopecueHTHOro curHana «AmMnnmCeHc» gnsa npumoéopos
poTopHoro® u nnaHweTtHoro™ TMna

HdeTtekuuns
Ul Temnepatypa, °C Bpemst c¢nyopecueHTHOro KonuyectBo
’ CUrHana no KaHanam LUKNOB
ans conyopocdopon
1 50 15 MWH - 1
2 95 15 MWH - 1
95 10 c -
3 45
60 20c FAM, JOE

BHUMAHUE! C wncnonb3oBaHMeM €OWHOM MNpPOrpamMmMbl  MOXHO
OOHOBPEMEHHO NPOBOAUTL B OAHOM MNpubope nwboe coveTaHue
TECTOB, BKMYass TeCTbl C OOpaTHOM  TpaHcKpunuuenm u
amnnncpukaupyen. [lpn ogHOBPEMEHHOM MPOBEAEHUM HECKOSTbKUX
TectoB B doopmMate «MynbTuUnpamm» Oetekums dryopecLeHTHOro
CUrHasna HasHa4yaeTcs M Nno ApyrMM UCNoSib3yeMbIM KaHarnam, Kpome
ykasaHHblX. B cnyyae, ecrnim B OOHOM npubope OO4HOBPEMEHHO
NpoBOOATCA TeCcTbl Tonbko Anga BoisgereHna [OHK Bosbyautens
Rickettsia conorii, MOXHO yganuTb U3 JaHHOM MporpamMmbl NepBbIN
war obpatHom TpaHckpunumm (50 °C — 15 MWUHYT) ONS 9KOHOMUM
BPEMEHWN, HO YBENNYUTL NPOAOIPKUTENBHOCTD LLara npu temneparype
60 °C go 30 ¢ B TpeTbeM LUKITE.

® MpeanoutuTenbHee Mcnonb3oBaTh NPOrpaMmMy amnnudukauum B Tabnuue 7, npyu OTCYTCTBUM
HeobXxoaMMOCTM UCNONb30BaThL €AUHYI0 NporpaMMmy amnnundrkauun.

° Hanpumep, Rotor-Gene Q (QIAGEN) n apyrue pekoMmeHaoBaHHble MNpoussogutenem.

1 Hanpumep, CFX 96 (Bio-Rad) 1 apyrve pekomeraosaHHble MponssoanTenem.
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Tabnuua 7
NMporpamma amnnucpukaummn n getekummn prnyopecueHTHOro
cCMrHana Ansi npu6opoB POTOPHOro’ U NAaHLIEeTHOro® TMna

HdeTtekuuns
Lykn Temneparypa, °C Bpemst c¢nyopecueHTHOro Konu4yectBo
TyPa, CUrHana no KaHanam LIMKNOB
ans c¢onyopocdopos
1 95 15 MuH - 1
95 10c -
2 45
60 30c FAM, JOE

2. YcTaHOBUTL NPOBUMPKN B SYENKNM peakuMOHHOro  MOAyns
npuodopa. PekomeHayeTcs nepen NOCTaHOBKOW B
amnnudukaTop nnaHWeTHOro Tuna ocaguTb Karnnu Co CTEHOK
Npobupok Ha BOpTEKCE.

BHAMAHUE! B cnyyae HenonHom  3arpysknm  npubopos

NfaHWEeTHOro Tuna HeobxoauMmMo AOMONHUTENBbHO YCTAaHOBUTb

nycTble NpodupKK no  Kpaam peakuMOHHOro Moayns

amnnudukartopa.

3. 3anyctutb  BbLIMOSIHEHME nNpoOrpamMmbl  amnnudpukaumm ¢
aetekunen pryopecLeHTHOro curHana.

4. 1o OKOHYaHWUKM BbINOSHEHUS NPOrpamMMbl NPUCTYMNUTL K aHanun3y
N UHTepnpeTaunm pesynbLTaTos.

B. AHanus3 u nHTepnpeTauus pe3ynbLTaTtoB
AHanu3 nosiy4YeHHbIX pe3ynbTatoB MNPOBOAAT C MNOMOLLLIO

nporpammHoro obecneyeHnss npubopa, WUCNOMb3yemMoro Ans

nposenerHua MNLP ¢ getekumnen B pexmme «peanbHOro BPEMEHUY.

AHanuM3npyloT KpMBble HaKoMmeHna priyopecueHTHOro curHana no

2 KaHanawm:

Tabnuua 8

Kanan ansa donyopodopa FAM JOE

Pernctpauus curHana,
CBMOETENbCTBYIOLWAA O HAKOMNMNEeHUN OHK BKO-FL
NpoAyKTa amningukaumnm

OHK Rickettsia
conorii

PesynbTtaTbl WHTEPNPETUPYIOTCS HaA OCHOBaAHWM Hanuyus (unm
OTCYTCTBUS1) rnepeceyeHns Kpueon dnyopecueHunn S-obpasHoun
(curmoobpasHon) popMbl C YCTAHOBIIEHHOW Ha COOTBETCTBYIOLLEM
YPOBHE MOPOroBOM nUHWEW, 4TO onpegensietr Hanuuune (Mnu
oTcytcTBmne) ana gaHHon npobbl [HK 3HavyeHuss noporoBoro uukna
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Ct B cooTBeTcTBYylOLlEN rpade Tabnuubl pes3ynbTaToB. [MpuHUMM
NHTepnpeTaunn pe3ynbTaToB CrieayoLLNNA;

Tabnuua 9
MHTepnpeTauvm pe3ynbTaToB aHalin3a uccrnenayemMbix
obpas3uos
3HavyeHMe NOpPoroBoro LukKna no KkaHany ans cdonyopocopa (Ct)
PesynbTart
FAM JOE
onpeneneHo MeHbLle JHK Rickettsia conorii
oTCcyTCTBYET

rPaHNYHOro HE obHapyxeHa

onpeneneHo OMDEAENIEHO MEHBLLE FOaHNIHOMO OHK Rickettsia conorii
UM OTCYTCTBYET OrpefIeNneHo P oGHapyxeHa

OTCYTCTBYET UNN
onpeaeneHo 6onbLue
rPaHNYHOro

OTCYTCTBYET U onpeneneHo

HeBanuagHbIn*
GornbLue rpaHM4YHOro

onpeageneHo MeHblle

onpeaeneHo 6onblue rpaHNYHOro COMHUTEnNbHbIN**
rPaHNYHOro

* B cnyyae nonyyYeHnss HeBanMAHoOro pesynbTata Heobxogumo
nposectn nosTopHoe [1LP-nccnenosaHne cooTBeTCTBYHOLLEIO
nccnegyemoro obpasua, HadunHas ¢ atana akctpakumm OHK.

** B cnyyae nonyyeHnsi COMHUTENbHOro pesynbTata HeobxogMmo
nposectn nosTopHoe [1LP-nccnenosaHne CoOTBETCTBYHOLLEIO
nccnegyemoro obpasua, HayMHas c aTana akcTpakuun. B cnyyae
NOBTOPEHUST  aHanMormyHoro  pesynbTata obpasey  cuuTaTb
nonoxumtenbHbiM. [pn nony4yeHun oTpuuaTeNnbHOro pesynbTata B
NOBTOPHOW MNOCTaHoBKe obpasey cuymtaTb COMHUTENbHBIM W
pekoMeHaoBaTh NOBTOPHOE B3ATME MaTepmnana ans aHanuaa.

BHUMAHUE! [paHndHble 3HadeHus Ct ykasaHbl BO BKfadblulle,
npunaraeMom K Habopy peareHToB.

PesynbTtat [LUP-uccnepoBaHna cumtaeTcsd AOCTOBEPHbIM,
€Cfnin nony4YeHbl npaBusibHble pe3ynbTaTbl ANA KOHTponeun
atanoB 3KcTpakuum n amnnudpukaummn OHK B cooTBeTCTBMU C
Tabn. 10 v BKNagblwemMm, npunaraeMbiM K HAOopy peareHToOB.
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Tabnuua 10
Pe3ynbTaTbl Ans KOHTponen pa3nuyHbix 3Tanos lNLP-
nccrnenoBaHus

3HayeHMe NOPOroBoOro LMKna no KaHany ans
KoHT- | KoHTponupyembin aTan dnyopodopa (Ct)
ponb MUP-nccnepoBaHus FAM JOE
OK OkcTpakumsa AHK o_n% :\)"repo"”e OTCyTCTBYET
K— nupP oTCyTCTBYET OTCyTCTBYET
K+ nuP onpegeneHo MeHbLue onpeaeneHo MeHblue

rPaHNYHOro rPaHN4HOro

BO3MOXHble OLLINOKMN:

1. Ana nonoxutenbHoro KoHTponsa [UP  (K+) 3HayeHwne
noporosoro uukna (Ct) no kaHanam gns dnyopodopos FAM
n/vnn JOE oTCyTCTBYET UMW MPEBbLIWLAET rPaHNYHOE 3HAYEHMeE.
Heobxoanmo noBTOpUTb aMmnindukaumio n OeTEKUNIO ONS BCEX
obpasuoB, B KOTOPbIX HE 0OHapyxeHa cneundunyeckaa QHK.

2. [na oTpuuaTtenbHOro KoHTposis akctpakumm (OK) no kaHany ans
donyopodopa JOE onpenenieHo 3HadeHne MNOPOroBOro LMKma
(Ct). BeposiTHa KOHTamMuHaumsi nabopaTopun npoAyKTaMmm
amnnndurkaumum nnm KoHTaMmHaumsa peareHToB, Uccnegyembix
obpa3yoB Ha kakom-nmbo artane [UP-uccnepgoBaHus.
HeobxoaumMo nNpPUHATL Mepbl MO BbIABNEHUIO U NUKBUOALUK
NCTOYHMKA KOHTaMuHaummn n nostoputb NUP-nccnegosanne ans
Bcex obpasuoB, B KOTOpLIX obHapyxeHa cneundundeckaa OHK,
HayMHasa ¢ atana akcTpakumm OHK.

3. Ona otpuuatenbHoro koHTponsa [P (K-) no kaHanam Aans
dnyopodopos FAM wu/vnn JOE onpegeneHo 3Ha4veHue
noporosoro uukna (Ct). BepositHa KoHTamuHauma nabopatopun
npoaykTamn amnianukaumm unn KOHTaMUHauMsa peareHToB,
nccrnegyemblx obpasuoB Ha kakom-nubo aotane  [LP-
nccnenoBaHmsa. Heobxogmumo npUHATL Mepbl MO BbISIBIEHUIO U
NUKBMOAUMN  UCTOMHMKA  KOHTaMuHauMm M MOBTOPUTb
amnnndurkauuio U getekumio ans Bcex obpasuoB, B KOTOPbIX
obHapyxeHa cneuyndpuyeckasa [HK.

4. [Ons nccnegyemoro obpasua onpeaeneHo 3Ha4eHne noporoBoro
Uukna, npu 3ToM Ha rpaduke donyopecueHumMn OTCYTCTBYET
Y4acTOK XapaKTepPHOro 3KCMOHeHUManbHOro noabema (rpaduk
npeactaBnsier cobon NpUBAN3UTENBHO NPSMYIO  JIMHWUIO).
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Heobxoaumo npoBepuTb MPaBUMBbHOCTL BbIGPAHHONO YPOBHSA
NOPOroBOoM NUHUK UK NapameTpoB pacdeTa 6a30BON NUHUN.
Ecnu pesynbTaT nonydeH npu npaBuUibHOM YypPOBHE MOPOroBOM
nuHMn  (6asoBon  NUHUK), TpebyeTcsi NOBTOPHO MNPOBECTU
amnnndumkauuo n getTekuuo ans atoro obpasua.
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POPMA KOMMMNEKTALUUU 2 («IMLUP-komnnekT» BapuaHT FRT-L)
COCTAB

Komnnekr peareHtoB «[LUP-komnnekt» BapuaHt FRT-L
amnnudpukaumn  dpparmeHta OHK  Rickettsia  conorii ¢
rmopnan3aunoHHoO-pNIyopeCcUEeHTHON  OeTEKUMEN B pexume
«peanbHOro BpemeHn» nosponsetT nposoautb NLP-nccrnenosaHue
B Ka4ecTBEHHOM hopmaTe. KOMNMEKT peareHTOB BKMNIOYaAET:

PeareHT OnucaHune O61bem, mn| KonnyectBo
MUP-cmechk Rickettsia conorii- 48 npobupok
Mopowok 6enoro useTa - obbemMom
Lyo
0,2 mn
K+ Rickettsia conorii onapaqHaﬂ 0,2 1 npobupka
eCLBETHas XUOKOCTb
K- MNpo3patras 0,2 1 npobupka
OecuBeTHas XXNOKOCTb
BKO-FL onspaqHaﬂ 0,5 1 npobupka
ecLBeTHas XXUOKOCTb
OKO onspaqHaﬂ 1,2 1 npobupka
eCcLBeTHas XXUOKOCTb

KomMnnekT peareHTOB paccuymtaH Ha npoBeAeHue 48 peakuyuin
amnnndorkauum, BKNOYast KOHTPOSMN.

AMMNOUKAUMA OHK C OETEKUMEW B  PEXWME
«PEAJIbHOIO BPEMEHW»

Ona BHeceHuss B npobupkn peareHtoB, npo6 OHK wu
KOHTPONbHbLIX  OOpa3uoB MCNOJMb3YIOTCA ofiHopa3oBbIe
HaKOHEYHUKU C pUnbTpamMu.

A. MoaroToBka Nnpo6upok ana amnnudmnkauum

Oowmmn o6bLEeM peakUMOHHON cMecu — 25 MK, BKMO4Yaa oobem

npo6bi AHK — 25 mkn.

1. OtobpaTb Heobxoanmoe KONUYeCcTBO npobupok  and
aMmnnukauum ¢ rotoBon NmModpunmnanpoBaHHON peakuMOHHON
NMLUP-cmecbio Rickettsia conorii-Lyo gns amnnudpukauun OHK
nccrnegyemMblX M KOHTPOSbHbIX — 0BpasuoB  (KONMYEeCcTBO
KOHTPOSbHbIX 06Pa3LoB CM. B NMyHKTe 3).

2. B nogrotoBneHHble npobupku BHecTn no 25 mkn npoo OHK,
MONYYEHHbIX B peaynbTarte 3KCTpakuunm u3  uccregyemMblx
obpasuos.

BHUMAHMUE! [lpn pobasneHnn npob [OHK, akcTparmpoBaHHbIX C

MOMOLLLIO KOMMJIEKTOB peareHToB [ONnA NpoBefeHUs 3KCTpaKuuu

METOLOM MarHUTHOMW cenapaumn, Heobxoammo usberatb nonagaHus

copbeHTa B peakuMOHHY CMECH.
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BHUMAHUE! Copgepxmumoe npobmnpok Heobxoaumo TwaTenbHO
nepemMelaTe NMNETUPOBAHMEM, HE AO0NyCKasl NOSIBNEHUST Ny3blPbKOB
BO34yXxa.

3. lNocTaBUTb KOHTPOSbHbLIE pPeaKLmN.

a) nonoxutenbHbin KoHTponb [MLUP (K+) — B npobupky c
peakumMoHHOW cmecbkto BHecTn 25 Mkn K+ Rickettsia conorii

6) oTpuuatenbHbin KoHTponb [UP (K-) — B npobupky c
peakUuMoHHOW CMeCbIo BHECTN 25 MK K-.

B) oTpuuaTenbHbIW KOHTPONb 3KcTpakuun (OK) — B npobupky ¢
peakLuMoHHON CMecCbio BHECTU 25 MK Npoobl,
akcTparuposaHHom n3 OKO.

BHUMAHUE! Copgepxumoe npobupok HeobxoaMmo TLWATENbHO
nepemMelwaTe NMNeTUPOBAHNEM, HE OONyCKasl NOSIBNEHUST Ny3blPbKOB
BO34yXa.

BHUMAHUE! T[lposectn TILP cpasy nocrne coeguHeHus
peakunoHHon cmecn n [HK-npobbl n koHTponen. Bpemsa BHeceHus
Npo6 B peakuMOHHYID CMeCb W 3anycKk peakuum Ha npubope He
O0STKHO npeBbiwaTtb 10-15 MUHYT.

B. lNpoeepneHve TLUP c petekumen B pexume «pearibHOro

BpeMeHun»
1. 3anporpammupoBaTb aMnnMdUKaTop C CUCTEMOM AeTeKuMM B
pexume «pearnbHoro BPEMEHU» ans BbIMOJTHEHUS

COOTBETCTBYIOLWEN NporpaMmmbl  amnnudukaumm u  OeTekuum
dnyopecLieHTHoro curiana (cm. Tabn.11, 12)*.
Tabnuuya 11
EavHaa nporpamma amnnudpukaumm n gaetekumm
donyopecueHTHOro curHana «<AmnnuCeHc» ana npmoéopos
pOTOpPHOro™” u nnaHweTHoro™ Tuna

HeTtekuunsn
Linkn Temnepatypa, °C Bpemst c¢nyopecueHTHOro KonuyectBo
’ CUrHana no KaHanawm LUKNoB
ana conyopodopos
1 50 15 MWH - 1
2 95 15 MWH - 1
95 10c -
3 45
60 20 c FAM, JOE

"MpengnoytutensHee ncnonb3oBaTh NporpamMmy amnnudukauum B Tabnuue 12, npu oTCyTCTBUN
HeoBXOAMMOCTM NCNONb30BaTh EAVHYIO NPOrpaMMy aMmMdmrKaLmm.

2 Hanpumep, Rotor-Gene Q (QIAGEN) v apyrue pekomeHaoBaHHbIe [poussoautenem.

¥ Hanpumep, CFX 96 (Bio-Rad) 1 apyrve pekomeraoBaHHble MponssoauTenem.
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BHUMAHUE! C wucnonb3oBaHMemM eguHOM MporpamMmbl  MOXHO
OOHOBPEMEHHO NPOBOAUTL B OAHOM npubope nwboe coveTaHue
TECTOB, BKMOYass TeCcTbl C oOOpaTHOM  TpaHCKpunuuenm u
amnnudpukauuen. Npu ogHOBPEMEHHOM MPOBEAEHUM HECKONbKNX
TecToB B doopMarte «MynbTUNpanm» OeTekuns dryopecueHTHOro
CUrHamna HasHavaeTca U No gpyrMM MUCNOoNb3yeMbiM KaHanam, Kpome
ykasaHHblX. B cnyyae, ecnim B OOHOM npubope OO4HOBPEMEHHO
NpoBOAATCA TeCTbl Tomnbko Ans BbisgereHns [OHK Bosbygutens
Rickettsia conorii, MOXHO yganuTb U3 JaHHOW MporpamMmbl NMepBbLIN
war obpatHom TpaHckpunumm (50 °C — 15 MUHYT) ONs 9KOHOMUM
BPEMEHU, HO YBENNYNTL NPOOOIHKUTESNBHOCTD LWara npu temnepaType
60 °C go 30 ¢ B TpeTbEM LUKIE.
Tabnuua 12
NMporpamma amnnucgpukaummn n getekummn prnyopecueHTHOro
curHana ans npu6opos potopHoro'® u nnaHweTHoro™ Tuna

OeTtekuunsn
° c¢nyopecueHTHOro Konu4yectBo
T VETERETRTEE, 16 PN CUrHana no KaHanam LUKNoB
ans conyopocdopon
1 95 15 MWH - 1
95 10c -
2 45
60 30c FAM, JOE

2. YCTaHOBUTL MPOOUPKN B SAYEMKNM pPeakuMOHHOro Moayns
npubopa. PekomeHayeTcs nepen NOCTaHOBKOM B
amnnudukaTop nnaHWeTHOro Tuna ocaguTb Karnnu Co CTEHOK
NpobUpPOoK Ha BOpPTEKCE.

BHAMAHUE! B cnyyae HenonHonm  3arpysknm  npubopos

NfaHWEeTHOro Tuna HeobxoauMmMo AOMOSNHUTENBHO YCTAaHOBUTb

nyctole  NPOBMPKK no  Kpaam peakuMoHHOro  mMoayns

amnnudukartopa.

3. 3anyctutb  BbINOSIHEHME MporpamMmmbl  amnnudukauum ¢
aetekunen goryopecueHTHOro curHana.

4. 1o OKOHYaHUKM BbINOSIHEHUS NPOrpamMmMbl NPUCTYMNUTL K aHanun3y
N MHTEepNpeTaunmn pesynbLTaTos.

B. AHanu3 n uHTepnpeTauus pesynbraToB
AHanum3 nosflyyeHHbIX pe3ynbTatoB MNPOBOAAT C MNOMOLLLIO

nporpammHoro obecnedyeHusi npubopa, WUCNONL3YyEMOro Ans

nposegeHud MNLUP c getekunen B pexmme «peanbHOro BPEMEHU».

AHanuM3npyloT KpMBble HaKoMMeHNa priyopecueHTHOro curHana no

2 KaHanaw:
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Tabnuua 13

Kanan ans ¢nyopodopa FAM JOE

Pernctpauus curHana,
CBMAETENLCTBYOLWAA O
HaKoMNMeHun npoaykTa

amnnngukaumm

OHK BKO-FL OHK Rickettsia conorii

PesynbTtaTbl MHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuyumnsa (Unu
OTCYTCTBUS) rnepecedeHnsa Kpueon donyopecueHummn S-obpasHou
(curmoobpasHon) dopMbl C YCTAHOBIIEHHOM HA COOTBETCTBYHOLLEM
YPOBHE MOPOroBOM JIMHMEW, 4TO onpedenseT Hanuune (UNu
oTcyTcTBMe) ans gaHHon npodbbl JHK 3HavyeHuss noporoeBoro uukna
(Ct) B cootBeTCcTBYIOWEN rpade Tabnuubl pesdynbtatoB. [MpuHUMn
NHTepnpeTaumn pesynbTaToB CleayroLWun:

Tabnuua 14
I/IHTepnpeTauvm pe3ynbTaToB aHalin3a nccnenyembix
obpa3uos
3Ha4yeHMe NOPOroBOro LMKna no KaHany ans
¢nyopocpopa (Ct) PesynbTaT
FAM JOE
onpeneneHo MeHbLle [OHK Rickettsia conorii
rPaHNYHOro oTcyTCTBYeT HE oGHapyxeHa
onpegeneHo onpeaeneHo MeHbLUe [OHK Rickettsia conorii

Unnm OTCyTCTBYET

rPaHN4YHOro

obHapyxeHa

OTCYTCTBYET UK
onpeaeneHo 6onbLie

OTCYTCTBYET UMK
onpegeneHo 6onblue

HeBanungHbIn®

rPaHNYHOro rPaHNYHOro
onpegeneHo MeHbLle onpegeneHo donblue <
PeA PeA COMHMTEnNbHbLIN**
rPaHNYHOro rPaHNYHOrO

* B cnyyae nonyyeHuss HeBanuMAOHOro pesynbTtaTta Heo6xogumo
nposectn nosTopHoe [1LP-nccnenosaHne cooOTBETCTBYHOLLEIO
nccnegyemoro obpasua, HadunHas ¢ atana akctpakumm OHK.

** B cnyvae
Heobxoanmo

nonyyeHuns
npoBecTn

COMHUTENbLHOro
NOBTOPHOE

pesynbTaTta

MUP-uccnegosaHne

COOTBETCTBYIOLLErO uccneayemoro obpasua, HadmHas c 3Tana
9KCTpakumMn. B cnyyae nNOBTOPEHUs aHanorMyHoro pesynbtaTta
obpasel cunTaTb NONOXUTENbHBIM. Mpwu nony4yeHnn
oTpuLaTenbHOro pesynbTata B MOBTOPHOM MOCTaHOBKe obGpasel
cyMTaTb COMHUTENBbHBLIM U PEeKOMEeHAOBaTb MOBTOPHOE B3ATUE
maTepuana ans aHanusa.
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BHAMAHWUE! [paHuyHble 3HadeHuna Ct ykasaHbl BO BKnagblule,
npunaraeMom K Habopy peareHToB.

Pesynbtat [LUP-uccnepoBaHusa cuyutaeTcss A[0OCTOBEPHLIM,
€cCnn nony4YeHbl npaBulibHble pe3ynbTaTbl AN KOHTponeun
aTanoB 3KcTpakumn u amnnucpukaumm AHK B cooTBeTCTBUM C
Tabn. 15 n BKNagbiwemMm, npunaraemMbiM K HA6opy peareHTOB.

Tabnuua 15
Pe3ynbTaTbl Ans KOHTponen pasnuyHbix 3tanos lNLP-
nccrnenoBaHuA

3HayeHMe NOPOroBoOro LMKna no KaHany ans
KoHT- | KoHTponupyembin aTan dnyopodopa (Ct)
ponb MUP-nccnepoBaHus FAM JOE
OK OkcTtpakumsa AHK o_np_e% g/lrepoLue oTCyTCTBYET
K- nupP oTCyTCTBYET OTCyTCTBYET
K+ nuP onpegeneHo MeHbLue onpeaeneHo MeHblue

rPaHN4HOrO rPaHN4HOro

BoO3MOXHble OLLINOKMN:

1. Ana nonoxutenbHoro KoHTpons [UP  (K+) 3HayeHune
noporosoro uukna (Ct) no kaHanam gns dnyopodopos FAM
n/vnn JOE OTCyTCTBYET UMW MPEBLILLAET rPaHNYHOE 3HAYEHME.
Heobxoanumo noBTOpuUTb amMnnndukaumio 1 OeTEKUNIO ONs BCEX
obpasuoB, B KOTOpbIX He 0DHapyxeHa cneundunyeckaa JHK.

2. [na oTpuuaTtenbHOro KoHTposs akctpakumm (OK) no kaHany ans
donyopodopa JOE onpenenieHo 3HadeHne MNOPOroBOro LMKma
(Ct). BeposiTHa KOHTamuHauuss nabopaTopun npoAyKTamu
amnnndurkaumum nnm KoHTaMmHaumsa peareHToB, Uccnegyembix
obpa3yoB Ha kakom-nmbo artane [UP-uccnepoBaHus.
Heobxoaumo npeanpuHATbL Mepbl MO BbISBNEHMIO U NUKBUOALNN
NCTOYHMKA KOHTaMuHaumn n nostoputb NUP-nccnegosanne ans
Bcex obpasuoB, B KOTOpbIX obHapyxeHa cneundundeckaa OHK,
HayMHasa ¢ atana akcTpakumm OHK.

3. Ona otpuuatenbHoro koHTponsa [P (K-) no kaHanam Aans
dnyopodopos FAM wu/vnn JOE onpegeneHo 3Ha4veHue
noporosoro uukna (Ct). BeposiTHa kOHTamMunHauus nabopatopum
npoaykTamm amnianukaumm unnm KOHTaMuUHaUMA peareHToB,
nccrnegyemblx obpasuoB Ha kakom-nubo aotane  [LP-
nccneoosaHmsa.  Heobxoaumo  npeanpuHATb  Mepbl MO
BbISIBAIEHUIO W NUKBMOAUMW  UCTOYHMKA  KOHTaMUHaUMM U
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®OPMA KOMMNEKTALNW 2. KAYMECTBEHHbLIN ®OPMAT

NOBTOPUTL amnnudukaumio n geTekumo ans scex obpasuyos, B
KoTopbIX 06HapyxeHa cneundpuyeckas OHK.

4. [ns nccnegyemoro obpasua onpegeneHo 3Ha4eHne noporoBoro
UuKna, npu 3TOM Ha rpaduke donyopecueHumMn OTCyTCTBYeT
Yy4aCTOK XapaKTepHOro 3KCnoHeHuuasribHoro nogbema (rpaduk
npeactaBnser cobon nNpUBAN3UTESNIBHO NPSIMYIO  JIMHWUIO).
Heobxoaumo npoBepuUTb MPaBUMBbHOCTL BbIGPAHHONO YPOBHSA
NOPOroBOM NUHUN UK NapameTpoB pacdeTa 6a30BON NUHUN.
Ecnu pesynbTaT nonyveH npu npaBuUiibHOM ypPOBHE MOPOroBOM
nuHMn  (6asoBon NUHUK), TpebyeTcsi NOBTOPHO MNPOBECTU
amnnndumkauuo 1 getekuuo ans atoro obpasua.
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CPOK TIoOoAoHOCTU. YcnoBuA TPAHCINMOPTUPOBAHUA WU
XPAHEHUA
Cpok rogHocTu. 12 mec. Habop peareHTOB C UCTEKLIMM CPOKOM
rOOQHOCTU NPUMEHEHMI0 He noanexmut. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY TrOOHOCTW, YyKasaHHOMY Ha
9TUKETKaxX OS19 HEBCKPbITbIX peareHToB, €Crl B WHCTPYKUUU He
yKa3aHo NHOe.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCMOPTUPOBaTb MNpU
Temnepatype ot 2 go 8 °C He 6onee 5 cyT B TEPMOKOHTENHEPAX,
coepXawmx  xnagoanemMeHTbl, BCeMW  BUOAAMM  KPbITbIX
TPaHCNOPTHbIX cpeacTB. [onyckaeTca TpaHCNopTUPOBaAHME MNpU
Temnepartype oT 2 o 25 °C He 6onee 3 cyT.
Komnnekt peareHtoB «[1LP-komnnekT» BapuaHT FRT-50 FN npwu
NOfy4YeHUN pasyKoOMMSIeKToBaTb B COOTBETCTBUM C YKa3aHHbIMU
TemMnepaTtypamm XpaHeHus.
XpaHeHwue.
®opma_komnnektaumm 1. Komnnekt peareHToB «[1LP-komMnnekr»
BapnaHt FRT-50 FN XxpaHuTb B XOnogurbHOW Kamepe npu
TemnepaTtype oT 2 oo 8 °C, kpome lNUP-cmecn-FL Rickettsia conori
n NUP-6ydepa-H. MNLUP-cmecb-FL Rickettsia conorii, NUP-6ydep-H
XpPaHUTb B MOPO3UITIbHOM Kamepe npu Temnepartype oT MUHyc 24 ao
mmHyc 16 °C. T1LUP-cmecb-FL Rickettsia conorii xpaHuTb B
3alluLEeHHOM OT cBeTa MecCTe.
®opma_komnnektaumm 2. Komnnekt peareHToB «[1L|P-komnnekT»
BapnaHT FRT-L xpaHnTb B X0NoaunNbLHOW Kamepe npu temneparype
oT 2 go 8 °C. lNUP-cmech Rickettsia conorii-Lyo XxpaHuUTb B nakeTax
C BriaronornoTuTenem B 3alUULLEHHOM OT CBeTa MecCTe.
XonoaunbHblE N MOPO3UNbHbIE KaMepbl OOSMKHbI obecneynBaTh
pernamMeHTUpPOBaHHbLIN TeMMNepaTypPHbIN PEXUM.
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FAPAHTUMHDBIE OBA3ATENIbCTBA NMPOU3BOAUTENSA

[MponsBoguTenb rapaHTupyeTt COOTBETCTBUE OCHOBHbIX
napamMeTpoB U XapakTepucTuk Habopa peareHToB, TpeboBaHUAM,
yKa3aHHbIM B TEXHUYECKOW M SKCryaTauMoOHHOW OOKYMEHTauuu, B
TeYEHNEe YyKasaHHOro Ccpoka rogHoOCTU npu cobnogeHnun Bcex
YCINOBUM TPAHCMOPTUPOBaHUSA, XPaHEHUSI N NPUMEHEHMUS.

Peknamaumm Ha KavyecTBO Habopa peareHToB HanpaensaATb MO
agpecy 111123, r.Mocksa, yn. Hosornpeesckasi, gom 3A, e-mail:
cs@pcr.ru*.

[Mpn BbisBNEHUN MOBOYHBIX OENCTBUW, HE YKa3aHHbIX B
MHCTPYKUMN NO NMPUMEHEHNIO Habopa peareHToB, HexenaTernbHbIX
peakumMin npu ero WUcnonb3oBaHuMKW, (akToB M 0OOCTOATENBLCTB,
co3farLmx yrposy XU3HU U 300POBbI0 rpaXkaaH U MeOUUMHCKUX
pabOTHMKOB NPU NPUMEHEHUN N AKCMSyaTauum Habopa peareHToB,
pekoMmeHayeTca HanpaBuTb coobllieHne B oTaen no pabote cC
peknamauMamMm  no  agpecy, YyKas3aHHOMY Bbllle, U B
YNOSTHOMOYEHHYO rOCY4apCTBEHHYIO PErynupyoLLY0 opraHM3aumio
(8 P® — OdepepanbHaa cnyxba 0o Hagsopy B cdepe
34paBOOXpaHeHUs) B COOTBETCTBUU C OEUCTBYIOLLNM
3aKOHOOaTEeNbCTBOM.

3aseaytowmin HMNJ1 OMAn3S V Qe Ly L E.H. PoguoHoBa

®bYH UHWUW Snuaemuonorum PocnotpebHaasopa

maBHbIn Bpay PI'BY «Monuknuumka Ne 1» YAl PO E.B. Pxesckas

14 OT3bIBLI M NpeanoXeHns o NPoayKUMN «AMNIMCEHC» Bbl MOXeTE OCTaBUTb, 3aMOMHUB aHKeTY
notpebutens Ha cante: www.amplisens.ru.
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http://www.amplisens.ru/

CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

REF

LOT

IVD

> B = 2

Homep no Kartanory

Koa naptum

MeauunHckoe nsgenue
ONs AMarHocTUKM in Vvitro

JaTta nameHeHus

TemnepaTypHbIi AnanasoH

MN3rotoButernb

OctopoxHo! ObpaTutech kK
WHCTPYKUWUM NO
NPUMEHEHMIO

Copaep>XMMoro 4oCTaTo4HO
ANA NpoBeaeHns n-
KONM4ecTBa TeCTOB

Mcnonb3oBaTb A0

O6paTnTech K MHCTPYKLMK
Mo NPYMEHEHUIO

He ponyckaTb Bo3aencTeus
CONMHEeYHoro ceeTa

[laTta nsrotoBnenus

Bepeub oT BNaru
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NMPUNOXEHMUE 1.

Akctpakuma OHK u3 100 mkn o6pas3ua KneweBOn CYyCreH3un ¢
ucnosnib3oBaHMemM komnsiekta peareHToB « MAIFHO-cop6».

NMPOBEOEHUE AHATTU3A
(npoBoauTca B 3OHE 1 — nomeweHuu ans o6paboTku npoob).
NMopsagok paboThl.

1.

INnaupyrowmn pacteop MAIHO-copb n pacTBop ANA OTMbIBKM 5
nporpeTb npu Temnepatype 60 °C OO MOSIHOrO pacTBOpeHud
KpUcTansnos.

[MogrotoBUTb  HeobGXoaAMMOe  KONMYECTBO  OOHOPa30BbIX
npobupok Ha 1,5 mn (BKNYaa oTpuuaTtesibHbli KOHTPOIb
9KCTpakumn) n NnpoMapKkmpoBaTb MX.

CmewaTb B oTAeNbHON cTepurnibHon npobupke Ha 1,5 mn BKO-
FL, KOMNOHEHT A N MarHeTU3MPOBAHHYIO CUJTUKY N3 pacyeTa
Ha ogHy Touky 10 mkn BKO, 10 mkn KomnoHeHTa A n 20 MK
MarHeTnsupoBaHHon cunukn. [lpun pacyete Heobxoanmmo
yuYnTbiBaTb 3anac — paccyuTbiBaTb Ha OOHY TOYKy 6onblue,
Hanpumep:

KonunyectBo obpasuoB BKO-FL, KomnoHeHT A, MarHeTusanpoBaHHas
ana akcrpakumm JHK MKI MK CUNMKa, MKn

6 70 70 140

12 130 130 260

18 190 190 380

24 250 250 500

BHecTtu B npobupkn no 40 mkn nogrotosrneHHon cmecn BKO-FL,
KOMMOHEHTa A U MarHeTU3npOBaHHOW CUSTUKM.

BHectn B npobupkn 900 MKn nusupyrowero pactBopa
MAIHO-cop®.

[JoGaBuTb B Kaxayt nNpobupKy C nU3MpyoWwMM pacTBOPOM
100 mkn nccnepyemoro ob6pasua 1 nepemellaTb Ha BOPTEKCE.

. [Ansa Kaxgon naHenu HeobxoAnuMO NMoCTaBUTb OTpMLl,aTe.ﬂbeIﬁ

koHTponb (OK). [lns 3toro B npoOuMpKy C JN3UPYHOLLNM
pactBopom gob6asutb 100 mn OKO, nepemeluaTb Ha BOpPTEKCE.
[MomecTnTb Npobupkn B TepmocTtaT ¢ TemnepaTtypon 60 °C Ha
10 MuH.

KpaTkmum ueHTpudyrmpoBaHMeM OCaguTb Kaniu U NepeHecTu
NPOOUPKM B MarHUTHbIN LUTATUB Ha 2 MUH.

10.Mlo BHYTpPEHHEWN CTEHKE nNPOOMPKM OCTOPOXHO oOTobpaTbh
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HaZoCcago4HY0 XWOKOCTb, NCNosib3ys BaKyyMHbI/
oTcacblBaTeflb U OTAESIbHbIA HAKOHEYHUK AN KaXaon npobbl.
[MepeHecTn NpobupKM B 0ObIYHbLIN LUITATUB.

11.[lo6aBnTb B Npobupkun no 700 Mkn pacTeopa AN OTMbIBKU 5.

12.CMbITb MarHeTU3NMPOBAHHYIOD CUMIUKY BOPTEKCUPOBAHWEM, a
3aTeM ocaguTb Kanmium KpaTtknm LeHTpudyrmpoBaHmnem.

13.lMocTtaBuTb NPoOOUPKM B OOLIYHLIM WITATUB, OTKPbITb KPbILWKA U
nepectaBnTb B MarHUTHbIW WTaTMB. VIHKYBUpoBaTb 2 MUH.

14.0T06paTth HagOCaAOYHYIO XMAOKOCTb U NMEpPEeHecTn npobupkn B
OObIYHbIN WITATUB.

15.MoBTOPUTb OTMbIBKY pacCTBOPOM ANs OTMbIBKU 5 (nNn. 11-14).

16.AHanorM4yHo npoBecTn ogHy oTmbIiBKY 700 MKn pacTtBopa Ans
OTMbIBKMU 6.

17.[1o6aBnTb 200 MKN pacTBOpa ANA OTMbIBKMU 7, NepemMellaThb, a
3aTeM ocaguTb Kannm Ha BopTekce. [loctaBuTb Npobupku B
OObIYHbIN LUTATUB N OTKPbITb KPbILLKWU.

18.lNepecTaBnTb NPOOUPKM B MArHUTHbIN WTATUB HA 1 MUH, 3aTeM
oTobpaTb HAaAOCaAOYHYIO XXNOKOCTb.

19.Bbicyluntb  CcOpOEHT, ocTaBMB NPOBUPKNM C  OTKPbITbIMU
KpbILWKaMW HA MarHUTHOM WTaTuee B TedeHne 10 MuH.

20.[Jo6asntb 100 Mkn Oydhepa Ana anwoUMM N NnepemMellaTb Ha
BOpTEKCe.

21.MNMomecTnTb Npobupkn B TepmocTat npu Temnepatype 60 °C Ha
5 MUH, Yepes3 2 MUH NepemMeLLaTb Ha BOPTEKCE.

22.KopoTko ocaguTb Kanmu Ha BOPTEKCE U nepecTaBuTb NMPobupKu
B MarHuUTHbIM wWwTatmB. WHKybmnposatb 2 MuH. HapgocagoyHasd
XUOKOCTb coaepXuT oumweHHyto HK.

BHUMAHUE! OT60op ounweHHon OHK ana BHeceHusa B [LUP

ocywecTBnsaeTca ©0e3 CHATUA _NpPoOMPOK € MarHUTHOro

LuTaTUBA.
OunweHHaa OHK moxeT xpaHuTbca npu TemnepaTtype oT 2 A0

8 °C B TeueHue Hegenu, nNpu Temnepartype OoT MUHYC 24 0O MUHYC

16 °C B Te4yeHne 6 Mec 1 npun Temnepartype He Bbile MUHYC 68 °C

B TedyeHuMe roga. [Ons aT10oro HeobxoguMmo, He 3axBaTbiBad

MarHeTU3NPOBAHHYIO CUMNUKY, NEPEHECTN HAaAOCAA0UHYI0 XUAOKOCTb

B HOBYIO NMPOBOUpPKY.
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