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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneayroumne CoKkpaweHna 1 0603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LEHTPUDYTU
BK - BHYTPEHHWIA KOHTPO/b

OHK - 0€30KCUPUBOHYKIEMHOBaAsA KUCIO0Ta

OHKa3bi - Ae30KCcnpuboHykeassbl

K- - OTpMUATeNbHbI KOHTPOJIbHbLIN 06paseLl

K+ - MOJIOXUTENbHbIA KOHTPOJIbHbIN 0bpa3sel,

JIKO - nabopaTopHbIN KOHTPOJIbHLIN 0bpasel

HK - HyKknenHoBble kncnoTtbl (PHK n AHK)

nup - MOSIMMepasHas uenHas peakuuns

PHKa3bl - puboHykneassbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHnsa OHK
Coxiella burnetii metogom MMLP B pexnme peanbHoro BpemeHun (Coxiella burnetii), ganee no

TEKCTY — Habop peareHToB.

1.2 HasHauyeHune: Habop peareHTOB NpeaHasHayveH ansa sbisBneHuns OHK Coxiella burnetii B
6rnonornyeckom matepuasne 4Yenoseka (MasoK U3 HOCOTMNOTKM, POTOr/IOTKN, 6pOHX0aIbBEOISIPHbIN
NlaBaXx, JHAOTpaxeasnbHbli, HazodapuHreasabHbI acnupaTt, MOKpPOTa, MieBpasibHas XWAKOCTb,
CMMHHOMO3roBas XWAKOCTb, KPOBb, 6MONTaThl, CEKLUMOHHbIM MaTepuan) metogoMm MLP B pexume

peanibHOro BPEMEHMU.

1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: guarHocTuka in vitro.
1.4 MokasaHus K MPOBEAEHMIO UCCNedoBaHMs: CUMMOTOMbl MHMEKUMK, Bbi3BaHHOW Coxiella
burnetii.

MpoTNBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble W gemorpadmyeckme acnekTbl: npuMmeHeHne Habopa peareHToB

HE 3aBUCUT OT NONYNALUMNOHHbIX U ,D,eMOI'paCI)VI‘-IeCKVIX aCneKkToB.

1.6 O6bnactb NMPpUMEHEHUA ! Ha6op peareHToB MOXET ObITb WMCNOMb30BaH B KJIMHUKO-

ANAarHoCTU4eCKnx na6opaTopM;|x MEeANLUNHCKUNX yqpe>|<p,eHm71.

1.7 MoTeHUManbHble NoNb30BaTENM: KBANUMULNPOBaHHbIA NepcoHan, obydeHHbIn MeToaaM
MONEKYNAPHON AMArHOCTMKW M NpaBuaaM paboTbl B KIAWMHMKO-AMArHoCTMYeckon nabopatopun:
Bpay  KIMHWKO-AMarHoctuyeckom  nabopatopun,  denbawep-nabopaHt  (MeAULMWHCKUIA

nabopaTopHbIN TEXHUK).

1.8 MpUMeHATb HaAabop peareHToB CTPOro Mo Ha3HAUYEHUIO COrNacHO ZaHHOW WMHCTPYKLUMMU

no NpUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEAFEHTOB
2.1 CoctaB Habopa peareHToB

} AHK-TEXHONOruA

R1-P013-S3/4, chacoBka S, cTpunbl

HauMmeHoBaHune . Konuuectso HOMMHanbHbIN
BHewHunn Bug ..
KOMMOHEHTa npobumpok 06bEM KOMMOHEHTa

Mpo3payHas 6ecuseTHas wuam

Cmecb ansa amnandukaumm, po3p 4 6 cTpunos
pO30Bas XWAKOCTb NoA no 20 mkn

3arne4dyaTaHHas napaguHoM no 8 npobupok
BOCKOO6pasHbIM 6enbiM croem

PacteBop Tag-nonnmepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 500 mkn
Mpo3payHas 6ecuBeTHasa BA3Kas

MuHepanbHoe Macno posp 4 1 npobupka 1,0 mn
MacnsHUCTas XWAKoCTb

MonoXxnTenbHbl

. 1 Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew
KpbIlWKK Ana cTpunos 6 WwT.

R1-P013-23/4, cbacoBka S, npo6bupkmu

HanmeHoBaHue
KOMMOHEHTa

BHewHUn BUA

Konnyectso
npobupok

HoMMHanbHbIN
06BbEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

MNpo3payHas 6ecuBeTHas Uau

KOHTPO/bHbIN 06pazew!

po30Bas XMAKOCTb Nojg 48 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PacTteBop Tag-nonumepassbl Mpo3payHas 6ecuBeTHasa XUAKOCTb 1 npobupka 500 mkn
Mpo3payHas 6ecuBeTHasa BsA3Kas
MunHepanbHoe Macno posp H 1 npobupka 1,0 mn
MacnsHUCTasa XXNUAKOCTb
MonoxunTenbHbI
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

R1-P013-UA/9, dacoska U

KOHTPO/bHbIN 06pa3sel!

HaumeHoBaHue . Konuyectso HoMWHanbHbIN
BHewHU Bug ..
KOMIMOHEHTa npobupok 061bEM KOMMOHEeHTa
Mpo3payHas 6ecuseTHas uam
CMecb ans amnnmdbumkaumm posp 1 npobupka 600 mkn
pO30Bas XUAKOCTb
Monnmepasa Mpo3pauHas 6ecuBeTHas BA3Kas
P posp 1 npobupka 30 Mkn
TexHoTaq MAX XNAKOCTb
MUP-6ydep Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mkn
MonoxuTensbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

Bce KOMMOHEHTHI

Habopa peareHToB [rOTOBbI

OOMONHUTENbHOM NOAMOTOBKM K pa60Te.

KoMnneKTHOCTb:

- Bknagbiw - 1 aK3.

- MacnopTt - 1 3K3.

NHCTPYKLUMS NO NMpUMEHEHUNI0 — 1 3K3.

K  MNPpUMEHEHUNIO U

Habop peareHTOB B OZIHOM M3 BapUaHTOB UCMONHEHUSA — 1 wWT.

He TpebytoT

1 - Ha 3TMKeTKe KOMMOHEHTA Ana Bcex (baCOBOK «MonoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eu>> YKa3blBa€TCA

Kak «K+»
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2.2 KonnuectBo aHanmn3npyemMbix o6pa3Los

Habop peareHToB B (hacoBke S paccumTaH Ha npoBeaeHue 48 onpenenenuii (He 6onee
12 nocTtaHOBOK), BK/lOYas aHa/n3 HEM3BECTHbIX 06pas3uoB, OTpUUATENbHbIX KOHTPOSbHbIX
06pasuoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LIOB.

Habop peareHToB B (pacoBke U paccuntaH Ha npoBeaeHme 96 onpeaeneHnii npu ycrnoBumn
NOCTaHOBKM He MeHee 5 o06pasuoB B OAHOM uccnepoBaHuMm (3 HEM3BECTHbIX obpasua,

oTpuUaTeNbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

MeToa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTekumen pesynbTaTOB: B pexume
peanbHOro BpEMeHU; KayeCTBeHHbIM aHanms.

MpuMHUMN MeToAa OCHOBaAH Ha WCMONb30BaHMKM npouecca amnandukaumn OHK
C NOMOLWb0 NosuMepasHon uenHon peakumn (MUP). Mpouecc amnandukaumm 3aka4vaeTcs
B CEpMN MOBTOPSIOLWNXCS UMKNOB TemnepaTtypHon pgeHatypaumn [OHK, oTxura nparnMmepos
C KOMMNJIEMEHTapHbIMW NOCAeA0BaTENbHOCTSAMN N Nocaeayowen AOCTPOMKU MOANHYKNEOTUAHbIX
uenen Tag-nonmmepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CneuyudUUHOCTM peakunum npeaycMoTpeHO
NpUMEHeHWe «rops4vero» crapTa, KOTOpbIM. obecneumBaeTca A9 (aACOBKM S MeTOAUKOM
NPUroTOB/MIEHUS pEeaKLMOHHOM CMEeCH, COCTOsLLEN U3 ABYX CNOEB, pa3fenéHHbIX MpPOCIONKOM
n3 napadumHa. CmeweHne cNoés 1 NpespalleHme Nx B peakuMOHHY CMeCb NMPOUCXOANUT TObKO
nocne nnaefneHuMs napaduHa, 4UYTO MUCKIOYaeT Hecneuuduryeckoe CBsA3biBaHWE MpalriMepoB
¢ [OHK-MuweHbto npu 6onee HU3KMX TemnepaTtypax. <«lopsuuni» cTtapt ana dacosku U
obecneumBaeTcs MICNOSIb30BAHMEM MOJIMMEPa3bl, aKTUBHOCTb KOTOPOW 6/710KMpoBaHa aHTUTeNamMu,
aKkTneauus depMeHTa NpomMcxoauT TONbKO MocCse npeaBapuTesibHOro rnMporpesa peakuMOoHHOM
cMecn npu 94 °C. DTO UCKIOYaET Hecneundunyeckoe ceBasbiBaHne npanmepoB ¢ [HK-MuweHbto
npun 6onee HM3KUX TeMNepaTypax.

B peakuunoHHyt cMecb ans amnamdukaumm eeegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
coaepxut dnyopecueHTHYO MeTKy W racutens dnyopecueHumn. [pu  obpasoBaHum
cneunduyeckoro npoaykrta AHK-30H4 paspylwaercsi, oencTBMe racutens Ha (payopecueHTHYIO
MEeTKYy npeKkpawaeTcs, 4YTo BeAéT K BO3pacTaHU YpoBHSA dyopecueHUnn, KOTOpbIi
dbuKcmpyeTcsa AeTeKTUpPYWMM aMiandukaTopomM.

KonnyectBo paspylueHHbIX 30HA4OB (@, cnefoBaTesbHO, U yYpOBeHb (nyopecueHumn)
yBenuumBaeTcs NponopuMoHanbHO Konnyectsy obpasoBaBLUMXCH chneundunyeckmx npoayKToB
amnnmdukaumm. YposeHb dayopecueHumMn U3MepseTcs Ha KaxaoM uukne amnandukaumm B
pexume peasbHOro BpeMeHu.

B coctaB cmecn ansg amnandukaumn BKAKYEH BHYTPEHHUW KOHTponb (BK), koTopbin
npegHasHadeH 415 KOHTPONS NMPOXOoXAEHMS NOIMMEpPasHON LeNHON peakuun.

B coctas AHK-30HAa, ncnonb3yowerocs agns AeTekumMn npoaykTta amnnmdukaumm OHK
Coxiella burnetii, BkntoueHa pnyopecueHTHast MeTka Fam. B coctas [JHK-30HA4a, ncnonb3ytoLlerocs
ONS AeTeKuMn npoaykTa aMmnandukaumm BHyTpeHHero koHTpons (BK), BxoauT hnyopecueHTHbIN

KpacuTenb Hex. B Tabnuue 1 npuBeaeHbl KaHanbl AeTEKLUUN NPOAYKTOB aMnandukaumm.
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Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

Fam Hex/Vic Rox Cy5 Cy5.5

Coxiella burnetii BK - - _

NccnegoBaHme cocTomT M3 cneaylowmnx atanos: BbigeneHne AHK (npobonogrotoBka) m
nupP-amnandpukauma OHK ¢ getekumen pesynbTaToB B pexXuMe peasibHOro BpeMeHU

C ncnonb3osaHnem Habopa peareHTos Coxiella burnetii.

3 AHANTUTUYECKME N ANATHOCTUYECKUNE XAPAKTEPUCTUKHU

3.1 AHanuTu4yeckas cneundunyHoCTb

B o6pa3uax buonormyeckoro Mmatepuana yenoseka, cogepxawmx OHK Coxiella burnetii,
nporpaMMHoe obecreyeHme AeTekTupytowero amnamdukaTopa A[OMKHO PperncTpupoBaTb
NONOXUTENbHBIN pe3ynbTaT amnandukaumm cneymdundeckoro npoaykta (dbparmMeHTa reHoma
Coxiella burnetii) no kaHany aetekuun Fam.

B o6pasuax 6uonormyeckoro Matepwana, He coaepxawmx AHK Coxiella burnetii
nporpaMMHoe obecrneyeHve pAeTekTupylowero amnamdbukaTopa AOMKHO PperncTpupoBaTb
oTpuuaTenbHbI pe3ynbTaT aMmnandukaummn cneuuduyeckoro npoaykta (dbparmeHTa reHoma
Coxiella burnetii) no kaHany aetekumn Fam W NONOXUTENbHbIA pe3ynbTaT amMnandukaumm
BHyTpeHHero koHTpons (BK) no kaHany aetekummn Hex/Vic.

MNoka3aHo OTCYTCTBME HecneuMdUyecknx NoNoXUTENbHbIX pe3ybTaToB aMnandukaunm
npu Hanmumm B obpasue PHK Influenza virus A(H3N2), Influenza virus A(H1IN1pdm0Q09), Influenza
B virus, Human Coronavirus 229E, Human Coronavirus HKU-1, Human Coronavirus NL-63,
Human Coronavirus OC-43, Human Metapneumovirus, Human Parainfluenza virus type 2,
Human Parainfluenza virus type 3, Human Parainfluenza virus type 4, Human Parainfluenza virus
type 1, Human Rhinovirus, MERS-CoV, Respiratory syncytial virus, SARS-CoV-2, AHK Human
Adenovirus, Human Bocavirus, Bordetella parapertussis, Bordetella pertussis, Chlamydophila
pneumoniae, Haemophilus influenzae, Klebsiella pneumoniae, Legionella pneumophila, Moraxella
catarrhalis, Mycoplasma pneumoniae, Staphylococcus aureus (methicillin-resistant), Streptococcus

pneumoniae, a Takxe [HK yenoseka B KOHLeHTpauuu ao 1,0 x 108 konuit/mn obpasua

3.2 NHTepdepupyoline BelecTsa

Hanunumne wuHrubutopos [MLUP B o6pa3sue 6Guonormyeckoro martepumana MoxeT 6biTb
MPUYMHON COMHUTENbHLIX (HeonpeaenéHHbIX/Hea4OCTOBEPHbIX) pe3ynbTatoB. [puM3HaKoM
nHrmbuposaHus TLUP saBnsetcs oAHOBpeMeHHOE OTCyTCTBME aMnaMduKaunum BHYTPEHHEro

KOHTPOSIS U crneumdmryeckoro npoaykra.
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K nHrnémutopam MNLP oTHeceHbl cneayrwowme BewecTBa: reMornobmH U nekapCTBEHHbIE
npenapaTtbl, NpucyTcTeytowmne B obpasue AHK B pe3ynbTtaTe HEMOMHOrO yaaneHus B rnpolecce
BblaeneHmns AHK n3 obpasua 6buomaTepuana, a Takxe M30MNponuaOBbLIA CAUMPT M MeTuaaueTarT,
npucyTcTeytowme B obpasue AHK B pe3synbTate HEMOSIHOrO yAasieHMs NPOMbIBOYHbIX PacTBOPOB
B Xo4e npobonoaroToBKM.

MakcuManbHble  KOHUEHTpauum  UHTepdepupylowmMx  BeEWeCTB, MNpu  KOTOPbIX
He Habnwaganocb BAUSAHME Ha aMnandukauuio 1abopaTopHOro KOHTPONbHOro obpasua u
BHYTPEHHEero KOHTpOJIbHOro obpasua cocrtasnsaT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponunosbli cnupt — 100 Mmkn/mn obpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.

[0na oueHKM BO3MOXHOW MHTepdepeHUMn fIeKapCTBEHHbIX npenapaTtoB 6buin BbibpaHbl
Te, KOTOpble NOTEHLMNANIBHO MOTYT NPUCYTCTBOBATb B OCTAaTO4YHbIX KOJIMYECTBaxX B 6M010rMyeckmx
obpasuax u4enoBeka, B3STbIX W3 COOTBETCTBYWOLMX MCCNefyeMbIX OMOTOMOB (X/TOprekCuamH
6urnokoHaT, /lazoneaH® PUHO, PUHODJTYUMYLIMN®, Tusann® Knaccuk, Cnpent TaHTyM® Bepae,
rekcopan® PacTtBop, Bepoayan®, CanbbyTtamon-Tesa, MpunndepoH® Kannu Ha3anbHble).

[Ons Bcex uccneayeMbiX NEKApCTBEHHbIX MpenapaToB 6bISI0 MOKa3aHO OTCYTCTBUE UX

BINSIHMS B KOHUeHTpauun ao 10% B obpasue 6buomatepmnana.

3.3 Mpenen obHapyxeHuns

Mpepen obHapyxeHus coctasnsaet 5 konun OHK Coxiella burnetii Ha aMNANPUKALNOHHYO
npobupky.

Mpenen o6HapyxeHuns [OHK B o6pa3sue 6uomatepuana 3aBUCUT OT MeToAa
npobonoaroTtoBkM obpasua n KoHedyHoro o6véma BoigeneHHon AHK (o6béma antoumn).

Mpenen obHapyxeHus 5 konun AHK Ha aMmnandukauymMoHHyo Npobupky cooTBeTCcTBYeT
cnenyowmm 3HaYeHnsaM KOHLEeHTpauum OHK npu MCNOJSb30BaHUN yKa3aHHbIX
HabopoB/KOMMNNEKTOB peareHToB Ans BbiaeneHnsa HK n koHeuHoro o6véma anounn (passeaeHuns)

BblaeneHHon AHK:
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HanmeHoBaHue O61bEM NMpenen
BbuomaTtepmnan Habopa/koMniekTa NnoJIy4eHHOoro o6Hapy>xeHus,
Ana BbigeneHnsa AHK| npenaparta, Mka| konui/o6paseuy
MPOBA-HK 50 50
MPOBA-HK-MJTIOC 300 300
Ma30K M3 HOCOrNIOTKW, POTOMI0TKM MPOBA-PANNA 500 500
B 500 MK/ TpaHCNopTHOI cpeabi! MPOBA-MY-PAMUNA 100 100
MPOBA-OMNTUMA 400 400
MPOBA-MY-PANNA 11 100 100
BpoHx0anbBeONSIPHbIN NaBaXx, MOKPOTA,
nAeBpanbHas XWUAKOCTb MPOBA-HK 50 50
(npwv BblgenexHnun n3 500 mkn obpasua),
HazodapuHreanbHbI n
3HAOTPaxeasnbHbIN acnmpaTsl MPOBA-HK-TIIIOC 300 300
(npu BblgeneHnm ns 1,0 mn obpasua)
MPOBA-HK 50 50
CNMHHOMO3roBas XUAKOCTb MPOBA-HK-MJHOC 300 300
(npwn Bbigenenmnn ns 500 mkn obpasua) MPOBA-MY-PANKNA 100 100
MPOBA-PANMNLA 500 500
CnMHHOMO3roBas XWAKOCTb NPOBA-ONTUMA 200 400
(npu Bblgenenmn s 1,0 mn obpasua)
MPOBA-HK 50 50
BuonTaTbl
MPOBA-OMNTUMA 400 400
BuonTaTbl, CEKLUMOHHbIA MaTepuan MPOBA-HK 50 50
Lenbras nepudepnyeckas kposk MPOBA-ONTUMA MAKC 100 100
(500 mMkn?)
LlenbHas nepudgepunyeckas KpoBb MPOBA-MY MAKC 50 50
(100 mkn)
3.4 AunarHocTnyeckne xapakTepucTuku
Bua 6nomartepuana AnarHocrnyeckas AnarHocrnyeckas
A P YYBCTBUTENIbHOCTb cneunduyHoCTb
Ma30K M3 HOCOTI0TKM 100% (95% OW: 86,28% — 100%) | 100% (95% AWN: 86,28% — 100%)
Ma3oK 13 poTornoTku 100% (95% [OWN: 86,28% — 100%) | 100% (95% AOWN: 86,28% - 100%)
BpoHxoanbBeonspHbin nasax | 100% (95% [AWN: 86,28% - 100%) | 100% (95% AWN: 86,28% - 100%)
DHAOTpaxeanbHbIi acnupar 100% (95% [WN: 86,28% — 100%) | 100% (95% AW: 86,28% - 100%)
HasodapuHreanbHbiit acnupaT | 100% (95% [AOW: 86,28% - 100%) | 100% (95% AWN: 86,28% - 100%)
MokpoTa 100% (95% AW: 86,28% — 100%) | 100% (95% AWN: 86,28% — 100%)
MneBpanbHas XMAKOCTb 100% (95% [OWN: 86,28% — 100%) | 100% (95% AOWN: 86,28% - 100%)
fn”m”}:'B”oop“;O”OBa” HNAKOCTE 100% (95% [M: 86,28% — 100%) | 100% (95% [U: 86,28% - 100%)
Esg::a" nepudepnyeckas 100% (95% [M: 86,28% — 100%) | 100% (95% [U: 86,28% - 100%)
Buonart 100% (95% OW: 86,28% — 100%) | 100% (95% AWN: 86,28% — 100%)
CeKUMOHHbIM MaTepuan 100% (95% [OW: 86,28% — 100%) | 100% (95% AOWN: 86,28% - 100%)
UToro | 100% (95% AW: 98,67% — 100%) | 100% (95% AWN: 98,67% — 100%)

3.5

Bocnpoun3BoanMOCTb M MOBTOPSEMOCTb

Bocnpounssognmoctb coctasnseT 100%.

MosTOopsemocTb cocTtasnseT 100%.

1 — B KauecTBe TPaHCNOPTHOW Ccpeabl NCNOMb30Banachk TpaHCnopTHas cpeaa Ana 6uonpo6 CTOP-O,

000 «OHK-TexHonorusa TC», Poccusa, PY N P3H 2020/9640

2 - npu ao6asneHnn 100 MKN NU3NPYIOLLErO pacTBopa
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopynoBaHue u MaTepuanbl LOSKHbI
COOTBETCTBOBAaTb TpeboBaHuAM FOCT P NCO 15190-2023, MeToAUNYECKNX yKasaHui
MY 1.3.2569-09 «OpraHusaumsa paboTtbl nabopatopuii, NCNOMAb3YHOLWNX MeToabl amnandukaumm
HYK/IEMHOBbIX KNCNOT, Npn paboTe C MaTepuasnoMm, CoAepXXalmMm MUKpoopraHumsmbl I-IV rpynn
MaToreHHoCTn», C cobnaeHmemM caHuTapHbiX npasmn n HopM CaHluH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckme TpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

HenseecTHble o06pa3ubl paccMaTpuBalTCA Kak MNoTeHumanbHo-onacHble. Mpu pabote
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTkmn 6e3 Tanbka.

Mpn pabote ¢ mMukpoopraHmamamm I-IV rpynn natoreHHOCTu BbI6Op TMMa 3aWMUTHOro
KocTioma (pabouer opexabl M CpeacTB MHAMBUAYA/IbHOW 3aWuTbl) MNPOBOAUTCS B CTPOrOM
COOTBETCTBMW C CaHUTapHbIMUK NpaBunamMu n Hopmamm CaHluH 3.3686-21 n onpeaensaeTcss BUAOM
B0o36yauTens, paboyer 30HO, OCHaweHneM ee 6bokcamu buonornyeckon 6esonacHoOCTu.

CnepyeT UCcnonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPpobupKu.

He ponyckaeTcsa WCNOAb30BaHWE OAHMX W TeX Xe HakKoHeyHuKkoB npu obpaboTke
pasnnyHbiX 06pa3uoB 6MonorMyeckoro Mmatepuana.

K pabote c HabopoMm peareHTOB JoMycKaeTcs nepcoHan, obydyeHHbln MeToAaMm
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenve AHK cneayet nposoanTb B 6okcax buonornyeckon 6esonacHocTu II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B lNMLP-60kcax.

3anpewaeTca nepemelleHne nabopaTtopHoro obopyaoBaHUsA, B TOM 4Yucne A03aTOpoB,
WTaTMBOB, JlabopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M nNp., a TakXe pacTBOPOB
peareHToB U3 O4HOro NMOMeLeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAMTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOPa30Bble MPUHAANEXHOCTM (NPOBUMPKKU, HAKOHEYHUKW U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A9  MeAMUMHCKMX — OTX0A0B,  COoAepXXalimi
Ae3nHdouumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHne
OHK n nocrtaHoBka [UP, cnepyet ob6s3aTtenbHO, 40 W mnocne nposegeHus pabot, obnaydatb
C noMouwblo bakTepmumMaHbIX YCTAHOBOK B TeveHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume cTtonbl, wWTaTuBbl, obopyaoBaHue M ap.)
eXegHeBHO MoABepratoT BfaxHon ybopke C MpUMEHEeHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeAacCTB, perfiaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunusnposaTb 0TX0Abl C npoaykTamu MLP Heo6X0oaNMMO TONMBKO B 3aKpbITOM BUAE.
He ponyckaetca oTKpbiBaTb Npobupku nocne amnamdukaumm, Tak Kak 3TO MOXET MpuBecTu

K KOHTamMuHauuum npoayktamu MUP (MY 1.3.2569-09).
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Mpn uncnonb3oBaHnMM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckom nabopaTtopum
obpas3ylTcs 0TX0Abl Kfhacca B, KOTopble YyTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbiX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anunaeMuonormyeckme
TpeboBaHWS K coaepXaHWUIO TEPPUTOPUIN TOPOACKNX U CEbCKUX NOCENEHUN, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMochepHOMY BO34yXY, MOYBaM, XWUSbIM
noMeLleHnsaM, 3KCnayaTaunum nNpousBOACTBEHHbIX, 06WECTBEHHbIX MOMELLEeHUA, OpraHnu3aunum u

NpoBeAEeHNI0 CAaHNUTApHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hannumne/otcyrcrBue
KoMmnoHeHT Habopa

eareHToB
P ®dacoska S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3ane4dyaTaHHas napagpuHoM BELWECTB
HeT onacHbIX
PactBop Tag-nosnmepassl - -
BELWECTB
HeT onacHbIX
MunHepanbHoe Macno - -
BELWecTB

HeT onacHbIX
CMecb ana amnnmdbumkaumm - -

BELecCTB
HeT onacHbIX
Monnmepasa TexHoTaq MAX - -
BellecTB
HeT onacHbIX
MNuP-6yde - -
LP-bydep BellecTB
. He knaccuduunpyetcs
MonoXxuTenbHbIN A3up HaTpusa A3unp HaTpusa vq) 1Py
o KaK onacHbIA ANns 340p0Bbs
KOHTPO/bHbIN 06pasel meHee 0,1% MeHee 0,1%

yenoBeka un OKDY)KaPOLIJ,e17I cpeabl

Mpun pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPEeACTBA MHAMBUAYASbHOW
3aWmnTbl AN NpeaoTBPaLLEeHMS KOHTaKTa C OpraHu3MoM 4enoseka. lMocne okoH4YaHMs paboThl
TLWATENbHO BbIMbITb PYKU. MN36eraTb KOHTaKTa C KOXeW, rnasamMm 1 CNM3ncTbiMm 060104KaMM.

Mpn nCcnonb30BaHMKU MO Ha3Ha4YeHU U cobnaeHUN Mep NPeaoCTOPOXHOCTU KOHTaKT
C OpPraHM3MOM YesioBeKa MCKITHOYEH.

He ncnonb3oBatb Habop peareHTOB:

- nMpw HapyLleHnn yCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;

- Mpu HECOOTBETCTBMM BHELWIHEro BMAa peareHToB, YKa3aHHOro B Macnopte K Habopy
peareHToB;

- nMpw HapyLweHnn BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa peareHToB;

- Nno NCTeYEHNKO CpOKa rogHoCTmn Ha6opa peareHTos.

MpuMeuyaHne - Habop peareHTOB He COAEPXMUT MaTepuanos 6MOMOMMUECKOr0 MPOUCXOXAEHUS,
BELLECTB B KOHLEHTpaumnsax, o6naaaloWmnx KaHUeporeHHbIM, MyTareHHbIM AeACTBUEM, @ TaKXe BMSAIOLINX
Ha penpoayKTUBHYI GYHKUMIO YenoBeka. Mpv MCMONb30BaHMM MO HAa3HAYEeHUO W COGMAEHUM Mep

NpefoCTOPOXHOCTU ABNsAeTCA 6e30nacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

®acoeka S o3upoBaHue
O6opyanoBaHue, peareHTbl U pacxogHble MaTepuanbl A L
CTpUNbI npobupkn | pydHoe asromarv-
3npoBaHHOE
MLUP-60kc na na na na
amMnandukaTop C AeTeKUneln B pexnme peasnibHoro 5
" na Aa aa Aaa
BpPEMEHMU
MUKpOLEeHTpudyra-soprekc’ na Aaa aa Aaa
OTOp A1 MUKPOLEHTPU@Yrm-BopTekca A5 CTPUNOBaHHbIX
poTop A p ueHTpUdy P A P Aa HeT HeT HeT
npobmpok o6vLEMoM 0,2 Mn
XONOANTBHUK C MOPO3UJIbHOM KaMepoii na aa aa aa
wraTtne «paboyee mecto» Ans npobupok o6bLémMom 1,5 Mn aa aa aa aa
wraTtne «paboyee Mmecto» Ans nNpobupok o6bEMOM 0,2 Mn HeT ha na* HeT
wTaTMB «pabouee MecTo» A8 CTPUMOBaHHbIX MPO6MpPOK
. na HeT HeT HeT
06bémom 0,2 mMn
[03aTopbl MEXAaHUYECKNE UJTN 3/IEKTPOHHbIE MEPEMEHHOIO
ob6béMa ofHOKaHasbHble, No3BonsoWwmne oTbnupate 06HEM na na na na
xunakoctn ot 2,0 go 20 Mk, ot 20 ao 200 mMkn,
ot 200 no 1000 mkn
HaKOHEYHMKW OAHOpa30Bble C GUALTPOM ANS
rnoslyaBToMaTU4eckmx Ao3aTtopoB, cBoboaHble oT PHKas un na aa aa Aaa
OHKa3, 06bémom 20 mkn, 200 mkn, 1000 mkn
WwTaTMB ANS A03aTOpPOB na aa aa ha
Npo6mMpKn MMKpoLEeHTpUdYxXHbie 06bEMOM 1,5 MA C
pobup poueHTpudy ' na na na na

Kpblwkamn, ceoboaHble oT PHKas n AHKa3
npobmpkn amMnandukaumoHHble ob6bémom 0,2 M C
Kpbiwkamn, cesoboaHble oT PHKa3 n AHKas HeT HeT ha HeT
nnu mukponnaHweT MUP 96 nyHok>

OAHOpa30Bble nepyaTkn MeauunHckme, 6e3 Tanbka,

a a a a
TEKCTYPUPOBaHHbIE A A A A
EMKOCTb Ans cbpoca MCcnosb30BaHHbIX HAKOHEYHWKOB,
aa ha ha Aa
NpobupoK 1 Apyrux pacxoAHbIX MaTepuanos
dusnonornyeckmin pactesop (0,9% NaCl) ctepunbHbIn
aa ha ha ha
(npn Heobx0aMMOCTH)
YCTPOMCTBO Ao3upytowee ATcTpum
no TY 9443-005-96301278-2012 B BapuaHTe UCMOJIHEHUSA
HeT HeT HeT aa
12M1 nnm 15M1, OO0 «HIMO OHK-TexHonorua», Poccus,
PY N° P3H 2015/2982, nanee no Tekcty — OTcTpum
OAHOPa30Bble HAKOHEYHUKU C PUNLTPOM AN AO3UPYIOLLErO
ycTponctBa ATcTpuM B KoMniekTaumm *M1, ceBoboaHbie oT
PHKa3 n AHKa3, o6bémom 200 MK MAn peKoMeHA0BaHHbIe HeT HeT HeT Aa
ANS @aHaNOrM4yHOro UCMosb3yeMoro A03MpYIoLEero
yCTpolicTBa
YyCTPONCTBO 4115 3aneyvaTbiBaHus niaaHweTtoB ATnak, 6
HeT HeT ha ha
000 «HMO OHK-TexHonorus», Poccus
eHTpudyra ¢ RCF He Hmxe 100, c aganTepom Ans
LeHTpudy (9) , C apanTtepom A, her et a6 na
MukponnaHweTtos MLUP
nonuMepHas TepMonaéHka Ans 3anedyaTbiBaHUs 6
HeT HeT aa aa
MukponnaHwetos MLUP
MukponnaHuwet MLUP 384 nyHku HeT HeT HeT Aa
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dacoBka U,

®acoska S o3MpoBaHue
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuasnbl A P
CTpunbl | Npobupkn | pyyHoe asromarn-
3npoBaHHOE

TpaHcnopTHaa cpeaa (nNpu HeobXxoAMMOCTU), PeKOMeHAYyeTCs WCMOosb30BaTb TPaHCNOPTHYIO Cpeay Ans
61onpob CTOP-®, 000 «HK-TexHonorus TC», Poccus, PY N2 P3H 2020/9640 nnn TpaHCNopTHYO cpeay,
pEKOMEHAOBAHHY B UHCTPYKUMKW MO NPUMEHEHMUIO UCMOoNb3yeMoro Habopa/KoMnaekTa peareHToB Ans
BblaeneHnsa AHK

Habop/KOMMNMEKT peareHToB ANs BblaeneHmns HK u3 6uonornyeckoro matepmana’, peKOMeHAYHOTCS:

- KomnnekT peareHToB A5 BblaeneHns HyknemHosbix kncnoT (MPOBA-HK/MPOBA-HK-MJTHOC)
no TY 9398-035-46482062-2009 B ¢popMax koMmnaekTaumm: komnnaekTt NMPOBA-HK, komnnekT
MPOBA-HK-MJOC, 000 «AHK-TexHonormua TC», Poccus, PY N2 ®CP 2010/08867;
- KoMmnnekT peareHTtoB ansa sbliagenenms AHK (MPOBA-PANNA)
rno TY 9398-015-46482062-2008, 000 «HK-TexHonormus TC», Poccus, PY N2 ®CP 2008/02939;
- Habop peareHToB ANs BblAeNeHUs HyKInenHoBbix kncnot (MPOBA-MY)
no TY 9398-088-46482062-2016 B komnnektaumu NMPOBA-MY-PAMNNA, OO0 «AHK-TexHonormna TC»,
Poccus, PY N2 P3H 2017/5753;
- Habop peareHnTtoB ansa soigenenus AHK NMPOBA-MY MAKC
no TY 21.20.23-106-46482062-2019, OO0 «HK-TexHonoruna TC», Poccus, PY N2 P3H 2021/14391;
- Habop peareHToB ans BbigeneHmns JHK yenoseka, 6aktepuin, BUpycoB 1 rpnbos
13 6MONOrMYECcKOro MaTepuana YenoBeka 1 KynbTyp MUkpoopraHusmos (MPOBA-OMTNMA)8
no TY 21.20.23-124-46482062-2021, OO0 «AHK-TexHonoruna TC», Poccusa, PY N2 P3H 2022/17496;
- Habop peareHToB ans BolaeneHmns JHK/PHK uenoseka, 6akTepuii, BupycoB u rpubos un3
6nonornyeckoro matepmana venoseka (MPOBA-MY-PAMN/ 1I)
no TY 21.20.23-136-46482062-2023, 000 «AHK-TexHonorusa TC», Poccus, PY N2 P3H 2024/23205.

OononHuTenbHO Ans nNpeao6paboTkn 6poHX0anNbBEOJIAPHOrO JlaBaXka, NJieBpasibHOM
YMAKOCTU, Ha3ohapuHreasbHOro U aHAOTPaxeasibHOro acnupara:

6okc 6uonormnyeckon 6esonacHoctu II knacca

ueHTpudyra ana npobupok o6vémom 1,5 mn, obecneumnsatowas RCF(g) 12000

aneKkTpuYeckunii nabopaTtopHbIi acnupaTop C Ko6oN-N0BYLWKON ANS yAaneHUs HafoCaaouHbIX
XUAKOCTEN

0oAHOpas3oBble HaKOHeYHWKK 6e3 dunbtpa, ceoboaHble oT PHKas n [HKas, ans anekTpuyeckoro
nabopaTtopHoro acnmpatopa

Ae3MHPUUMPYIOLWMA pacTBop

AononHutenbHo ana npepobpab6otku un Bbiaenenms HK ns 6uontatoB N CEKLLMOHHOIO
MaTepuana c ucnosib3osaHmeM komnnaekta peareHtos MPOBA-HK:

6okc 6uonornyeckoi 6esonacHocTtn II knacca

ueHTpudyra ana npobmpok o6vémom 1,5 mn, obecneumsatrowas RCF(g)12000

TepMOCTaT TBEPAOTENbHbIN, MoAAEPXMBaAKOLWMI TemnepaTypy 65 °C

3N1eKTpuYeckmii nabopaTtopHbIf acnmMpaTop C KON60OM-NOBYLLKON AN yAANeHUs Haa0Can04HbIX
XUAKoCTen

OZHOpa30Bble HAKOHeYHUKM 6e3 punbTpa, cBoboaHble oT PHKas n AIHKas3, ana anekrpmyeckoro
nabopaTtopHoro acnmpaTopa

Ae3MHPUUMPYIOLWMA pacTeBop

MpuMeuaHusa k Tabnuue:
1 — pnanee no TeKCTy — AETEKTUPYHOLWNIM aMmnnndukaTop; TpebyeMble napaMeTpbl AETEKTUPYIOLLMX
aMnandunKaTopoB yKasaHbl HMUXeE
2 - BaNMAMpPOBaHbI AeTeKTupytowme amMmnamdukaTopbl «4Tnpaim» (Moandukauns ATnpanm» *X*),
000 «HMNO AHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10229; «ATnpaim II» (Moandukaums
«OTnpanm II *X*»), OO0 «HMO OHK-TexHonorua», Poccus, PY N2 P3H 2024/24179
3 - pekoMeHAyeTcs BcTpsixmBaTenb NabopaTopHbIi MEAMLMHCKUI «OTCnuH»
no TY 32.50.50-003-96301278-2024, OO0 «HMNO AHK-TexHonorus», Poccusi, PY N2 P3H 2024/24070;
pOTOp AN CTPMNOBaHHbIX NPo6Mpok 06bEMOM 0,2 M1 BXOAMT B KOMMNEKTaumuo
— TONIbKO MpW NUCNonb3oBaHMN Npobupok
He MCnonb3yeTcsa ANS AeTeKTupyloLwero amnandukatopa «ATnant»
TONIbKO MpPU UCMONb30BAHMU MUKponnaHweTos MLUP
BO3MOXHOCTb MCMNONb30BaHUA Habopa/koMnnekTa peareHToB ansa solgenenmsa OHK Coxiella burnetii
onpegensieTca Buaom 6monormdyeckoro matepumana (7.1)
8 — nnsa BbiaeneHunsa AHK M3 KpoBM TONbKO B BapuaHTe ncnonHeHns NPOBA-OMNTUMA MAKC

N o ou A
[N
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Habop peareHTOB MpUMEHSETCS C AETEKTUPYHLWUMK aMnandukaTopamMm MiaHWEeTHOro
TMNa C CUCTEMOW JeTekuun QryopecLeHTHOro CurHana B peXxuMe peanibHOro BPEMEHMU,
3aperncTpMpoBaHHbIMW B YCTaAHOBJIEHHOM Mopsiike B P® W COOTBETCTBYHOLMMU CAEAYHOLLUM
TpeboBaHuAM:
- obecneunBaeTtca pabota c 06bLEMOM peakumMoHHOM cMecn 35 mkn (dacoska S) mam 18 Mkn

(dbacoBka U);
- obecneumnBaetcs pabota c pnyopodopamu: Fam, Hex;
- nogorpeBaeMasl KpbilwKka c TemnepaTtypon 6onee 100 °C;
- CKOpPOCTb Harpesa He MeHee 2 °C/c;
- CKOpOCTb OoxnlaxaeHus He MmeHee 1 °C/c;
- TOYHOCTb NOAAEPXXAHMSA N OAHOPOAHOCTb TeMnepaTypbl He 6onee = 0,4 °C.
Ona pabotel ¢ HabopoM peareHTOB Ba/MAUPOBaHbl Cleayllue AeTeKkTupylolme

amMnandunkaTopsbl:
- AMnnmdukaTop getektupyowmn «ATnpanm» no TY 9443-004-96301278-2010 (Moandukaums
«OTnpanm *M*»), OO0 «HMO AHK-TexHonormus», Poccus, PY N2 ®CP 2011/10229, ganee no
TekcTy — «ATnpanm»;
- AMnnaudunkatop agetektupywowmun «OTnpanm II» no TY 26.51.53-001-96301278-2022
(moandukauus «ATnpanm II *M*»), OO0 «HMNO AHK-TexHonorus», Poccuns, PY N2 P3H 2024/24179,
Aanee rno Tekcty — «QTnpanm II»;
- AMnnudukaTop getektupyrowmn «ATnpanm» no TY 9443-004-96301278-2010 (Mogmdurkaums
«OTnpanm *X*») 000 «HMO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B (pacoBke U gns aBTOMaAaTM3NPOBAHHOINO A03MPOBaHUSA), Aanee rno TeKCTy -
«OTnpanm» B Mmogndukaumm «ATnpanmm *X*»;
- AMnaudukatop agetektupyrwowmun «OTnpanm II» no TY 26.51.53-001-96301278-2022
(moandukaumns «ATnpanm II *X*») OO0 «HMO OHK-TexHonorus», Poccusa, PY N° P3H 2024/24179
(Tonbko ans Habopa peareHToB B (hacoBke U ans aBTOMaTtM3MpPOBAHHOIO A03MpPOBaHus), Aanee
no Tekcty — «ATnpanm II» B Mmoandukaummn «ATnpanm II *X*»;
- AMnnndukaTop aetekTupyowmn «ATnant»> no TY 9443-003-96301278-2010 (Moandurkaums
«OTnant *S*»), 000 «HMO AOHK-TexHonoruna», Poccusa, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B (pacoBke S; B acoBke U ans pyyHOro A03MPOBaHUS NpU MCNOSb30BaHUMU
npobupok), nanee nNo TekCcTy — «ATnanT»;
- TepMounknep ans amnandukaumMm HykiemHoBbix kucioT 1000 ¢ MoayneM peakuWOHHbIM
ontnyeckmMm CFX96 (Optical Reaction Module CFX96), Buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, nanee no tekcty — CFX96;
- AMNAndunkaTop HyKnenHoBbix kncioT Applied Biosystems QuantStudio 5 ¢ rmbpunamsauMoHHo-
dbnyopecueHTHOM aetekumen npoayktoe [ILUP B pexmme peanbHOro BpeMeHu, «Jland
TekHonoaxuc Xonauurc MNre. JIta.», CuHranyp, PY N2 P3H 2019/8446, nanee no Tekcty — Applied
Biosystems QuantStudio 5.

Mo BoNpocaM NpUMEHEHUS AETEKTUPYHOLNX aMNINGUKATOPOB, HE YKa3aHHbIX BbIlLE,

TpebyeTca cornacoBaHue C NpousBoaMTeneM Habopa peareHToB.
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6 AHAJTUSUPYEMbIE OBPA3Lbl
6.1 MaTepuan ons nccneaoBaHus
ans uccrnenosaHuns UCNONb3YIOT Ma30K n3 HOCOI/10TKM, pOTOrNOTKM,

6pOHX0aNbBEONISAPHbIA NaBaX<, 3HAOTPaxeasibHblli, Ha3odapuHreasnbHblA acnupaTt, MOKpPOTY,

nneBpasbHY XNAKOCTb, CMMHHOMO3IroBYH XXNAKOCTb, KPOBb, 6VIOI'ITaTbI, CEKUMOHHbIN MaTepuan.

6.2 O6bwme TpeboBaHus

6.2.1 WccnepoBaHue M™etogoM [ILUP oTHOCMTCA K npssiMbiIM  MeTodaM nabopaTopHOro
nccnenoBaHMs, No3TOMYy B3ATME 6MoNorMyeckoro Matepuana uyesnopeka Heobxoammo
NMpoBOAUTb U3 MeCTa SIoKanmn3aunm MHPeKLMOHHOro npouecca. PeweHne o Heo6xoaMMOCTH
nccnenoBsatb TY WMAM MHYHO NOKaau3auumio nMpuHUMaeT nedyalnii Bpad Ha OCHOBaHMM
CcobpaHHOro aHaMmHe3a M KJIMHUYECKON KapTuHbl 3aboneBaHus.

6.2.2 [ns nony4YeHMs KOPPEKTHbIX pe3yibTaToB 60/bloe 3HaYEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANA WUCCNEeAOBaHWUSA, €ro XpaHeHwe, TpaHCNopTMpOBaHue U
npeasaputencHas obpaboTka.

Mpn Heob6X0ANMMOCTM B3ATUSA MA3KOB M3 HECKOSbKMX 6BMOTOMOB NMOBTOpUTE Mpoueaypy,
Kaxabln pa3 3abupast Matepman HOBbIM 30HAOM B HOBY Npobupky.

HenpaBunbHoe B3ATHMe GuMoOMaTepuana MOXET NPUBECTU K MOJIYYEHUID HEAOCTOBEPHbIX
pe3ynbTaToB U, BC/1eACTBUE 3TOro, HeE06X0AMMOCTU ero NOBTOPHOIO B3SATUS.

6.2.3 Ha »3Tane noarotoBkuM 6uoMaTepumana WCMNONb3yWTE OAHOPA30Bble HAKOHEYHUKMU
c ¢punbTpoM, cBoboaHble oT PHKa3 1 [IHKas.

6.2.4 [Ons npenoTBpalleHUss KOHTaMMHAUWM OTKpbiBAWTE KpbIWKY TONbKO TOW Npobupkw,
C KoTOpo wuAEtr pabota (BHeceHMe obpasua/peakTuBa, YyaalleHME HaAoCaA0UYHOMN
XXMAKOCTK), U 3aKpbiBanTe eé nocne atoro. He gonyckaertcsa pabotatb 04HOBPEMEHHO

C HECKOJIbKMU I'IpO6VIpKaMVI C OTKPbITbIMU KPpbllWWKaMu.

MpumeyaHue - B3ATMe, nNpeaBapuTeNbHyt0 06paboTKy, XpaHeHWe W NepeBO3Ky, nepeaadvy
nccneayemMoro matepuana B Apyrme opraHvMsaumy OCYLLECTBAKT COrMacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, perfaMeHTUpYyoWnM BbINOJSIHEHWE WCC/IeAoBaHWM B COOTBETCTBUMM C  TpeboBaHWUSAMMU
MY 1.3.2569-09 u CaHlunH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbligeneHnem [OHK MoxeT noTpeboBaTbCs mnoarotoBka o06pa3uos

éunonormnyeckoro matepuana (6.5).

OrpaHunuyeHme Merogal: MecTHOe NMpUMEHEeHMe NeKapCTBEHHbIX MnpenapaTtoB (cnpeu, Kanawu,
KpeMbl M Ma3n) MeHee, 4YeM 3a 24 4yaca Ao wucciegosaHus. MNMpu MCcNonb3oBaHUM aspo3onen u
Apyrnx ¢opM nekapcTBEeHHbIX NpenapaToB ANs MHransaumMn npu nedyeHmnmn 6poHXnanbHOM acTMbl

MaTepuan ansi uccnenoBaHuin cneayeT 6paTb HE paHee, YeM Yepes TpW Yaca Nnocne MHransuum.

1 - ecnuM 3TO He NpoTMBOpPEYUT TpeboBaHMSAM K MCMOJIb3yeMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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6.3.1

Ma3KKn M3 HOCOr/I0TKM, POTOrNOTKMU

B3aTne Matepuana oCyLLeCcTBASIOT C MOMOLLbIO CreumanbHbiX MeANUMHCKUX U3aenumn,
UMEIOLWMX perncTpaunoHHble yoOCTOBEPEHUS, COMIaCHO YCTAaHOBJ/IEHHOM B 3aBMCMMOCTU
OT UCTOYHMKaA Buonormyeckoro Matepuana npoueaype (HanpuMep, 30HA MeAULMHCKUIA
OAHOpPa30BbIN cTepunbHbli, PY N2 P3H 2021/13989).

BHUMAHME! B3satne maTtepuana B npobupku c¢ peakTuBoM «[lpoba-Panua» ocylecrBnsieTcs

CYXnM 30HAO0M! Heob6xoaMMo UCKNOUYNTb KOHTaKT pactBopa C KO)KeVI, rnazaMmm " CiIn3ncCtbiMu

obonoykamu.

6.3.2

6.3.3

6.3.4

Mopsaok B3ATUS MaTepuana:

Mocne B34TNS MaTepuana nepeHecuTe 30HA4 B NpobMpKy € PU3NOIOrMYeCKMM pacTBOpPOM,
peaktTuBoM «[llpoba-Panug», nusaupyowmm pacTBOPOM WM TPaAHCMOPTHOM Cpeaown,
npegHasHa4YeHHoOM Mpou3BoAUTENEeM ANA TPAHCNOPTUPOBaHUSA U XpaHeHus obpasuos
buonornyeckoro matepumana ans [UP-uccnegoBaHnin, U TwaTenbHO MNPOMONTE €ro
B XMAKOCTM B TeueHue 10-15 ¢, nsberas eé pasbpbiarmsaHus.

N3Bnekute 30HA W3 pacTBopa M, BpawaTesbHbIM [ABMXEHWEM MpuXuUMasa ero
K BHYTPEHHEN CTeHKe NpobUpPKK Bbillie YPOBHS pacTBOpa, OTOXMUTE N3ObITOK XXUAKOCTHU.
MoNHOCTbIO yaanuTe 30H4 M3 NPOBUPKU U YTUNU3UPYITE.

MNOTHO 3aKpoONTE U NpOMapKUpyihTe Npobupky.

BpoHXxoanbBeoASpHbIN TlaBax, NneBpanbHas XXMOKOCTb

B3atne ™martepuana npoBOAUTCS B COOTBETCTBMU C WMHCTPYKUMSMM MO MNPUMEHEHMUIO
MCNonb3yeMbiXx HA6OPOB/KOMMNMIEKTOB peareHToB Ans Bblaenenus HK (7.1).

Mpu wucnonb3oBaHmn pnsa BbolgeneHns [OHK komnnekTtoB peareHtoB [1POBA-HK u
MPOBA-HK-IJTHOC:

B3aTne MaTepuana npouM3BOAUTCSA B MNyCTble O4HOpPa30Bble MJIOTHO 3aBMH4YMBAtOLWMeECS
npobupkn o6vEMOM Ao 50 mn.

B npobupky cobupatoT 6uomaTepunan B Koandvectse He MeHee 500 mkn. Mocne B3ATMS
MaTepunana npobupky NAOTHO 3aKpbiBatoT.

DHAoTpaxeasnbHbl, Ha3odapuHreanbHbIi acnupar

B3aTne ™Matepuana npoBOAMUTCSH B COOTBETCTBMM C WMHCTPYKUMAMM MO MNPUMEHEHUIO
ncnosiblyembix HabopoB/KOMMAEKTOB peareHToB Ans Bbigenenmsa HK (7.1).

Mpn wncnonb3oBaHun ana BbigeneHna [AHK komnnektoB peareHToB [1POBA-HK u
MPOBA-HK-TIJTIOC:

B3aTne MaTepuana npous3BOAUTCHA B MNyCTble OAHOPa30Bble MJIOTHO 3aBMHYMBAtOLWMECS
npobmpkn o6vémom ao 50 mn.

B npobupky cobupatoT 6buomatepuan B konuyectse He MeHee 1,0 mn. MNocne B3aTus
MaTepuana npobupKy MJOTHO 3aKPbIBAOT.

MokpoTa, CNMMHHOMO3roBas XWAKOCTb

B3aTne ™Matepuana npoBOAMUTCS B COOTBETCTBMW C WHCTPYKUMSMM MO MNPUMEHEHUIO

MCnosib3yemMbix HabopoB/KOMMIEKTOB peareHToB Ans Bbigenenms HK (7.1).
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6.3.5 Nepudepunyeckas KpoBb
B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMU MO MNPUMEHEHMUIO
ncnonb3yemblXx HabopoB/KOMMNEKTOB peareHToB Ans BoiaeneHns HK (7.1).
OrpaHuueHme Metopaal: BHYTpPMBEHHble MHBEKLMWU renapuHa, MHDY3UM npenapaTos
ANa napeHTepasibHOro NUTaHMs — MeHee 4yeM 3a 6 YacoB A0 UCCcnenoBaHus.

6.3.6 buonTaTbl, CEKUNOHHbIA MaTepman
B3aTne ™matepuana npoBOAUTCS B COOTBETCTBMW C WMHCTPYKUMSMM MO MNPUMEHEHUIO
NCNonb3yeMblix HabopoB/KOMMNIEKTOB peareHToB Ans sbiaenenms HK (7.1).
Mpu ncnonblosaHun ansa eolaenenma AHK komnnekta peareHtoB NPOBA-HK:
B3saTne wMaTepmana npoBoaMTCS B ogHopa3oBble nNpobupkn  ob6bEMOM 1,5 mn
C TPAHCNOPTHOM CpeAon, NnpeaHa3Ha4YeHHOW Mpom3BoAUTENEM A TPaHCMOPTUPOBaHUS

n xpaHeHuns obpasuos 6monormyeckoro matepumana and NLUpP-nccnegosaHni.

6.4 TpaHcnopTupoBaHMe U xpaHeHne obpasuoB bnonormyeckoro Mmatepuana

YcnoBusa TpaHCOOPTUPOBaAHMSA W XpaHeHus obpasuoB 6uonornmyeckoro martepuana
onpeaensaTcs MHCTPYKUUSAMWN MO NPUMEHEHMIO UCMOb3yeMblX HabOpPOB/KOMMNNEKTOB peareHToB
ans sbigenedus HK (7.1) nnm ucnonb3yembix ANs TPaHCMNOPTUPOBAHUS U XpaHeHus obpas3uos
TPaHCNOPTHbLIX Cpea.

Jonyckaetca xpaHeHue o06pa3yoB 6MONOrMYECKOro ™Martepuana npu  CaeayLwmnx
ycnosuax (ecnn 3To He NpoTuBopeunT TpeboBaHMAM K MCNoSb3yeMblM Habopam/KoMnsekTam
peareHToB ANns BblgeneHms HK wmnm umcnonb3yemblM ANs TPaHCMNOPTUPOBAHUSA U XpaHeHUus

06pa3LoB TPaHCNOPTHbLIM CpeaaMm):

Tabnuua 2 - YcnoBus TPaHCMOPTUPOBaHMSA W XpaHeHus o6pasuoB 6MONOrMUYeckoro

MaTepuana nepepg ebligeneHmem OQHK

TeMmnepaTtypa XpaHeHUs U Bpems
BbunomaTtepuman
TPaHCNOPTUPOBaHUSA Ao BbiaeneHuna AHK
ot 2 °C po 8 °C He 6onee 24 yacos
BuonTarel . OT MUHYC 22 °C go MmHyc 18 °C He 6onee 7 cyToK
CeKUMOoHHbIN MaTepunan
MuHyc 70 °C ANUTeNnbHOo
BpoHXxoanbBeONAPHbIA NaBax 0T 2 °C 10 8 °C He Gonee 24 YacoB
HazodapuHreanbHbIN,
SHAOTpaxeanbHbIM acnpar OT MMHYC 22 °C go MmnHyc 18 °C He 6onee 7 cyToK
MneBpanbHasa XMAKOCTb
Kposb oT 18 °C pgo 25 °C He 6osiee 2 yacoB
CnMHHOMO3roBas XMaKoCTb oT 2 °C o 8 °C He Bofee 6 Yacos
oT 2 °C po 8 °C He 6bonee 24 yacos
Ma3Kku U3 HOCOrNOTKN, POTOrIOTKK
OT MMHYC 22 °C go MmmHyc 18 °C He 6onee 1 mMecsua
oT 18 °C pgo 25 °C He 6bonee 6 yacos
MokpoTa
ot 2 °C po 8 °C He 6onee 3 cyToK

BHUMAHME! Cnegyet nsberatb NOBTOPHOrO 3aMOpPa)knBaHus 1 oTtansaHus obpasuos.

1 - ecnuM 3TO He NpoTMBOpPEYUT TpeboBaHMSAM K MCMOJIb3yeMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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6.5
6.5.1

6.5.2
6.5.2.1

6.5.2.2
6.5.2.3

6.5.2.4

6.5.2.5

6.5.2.6

6.5.2.7

6.5.3
6.5.3.1

6.5.3.2
6.5.3.3

6.5.3.4

6.5.4

6.5.4.1

6.5.4.2

MoaroToBka 6MonornMyeckoro Matepmana yenoseka ans sbiaeneHns JHK

Ma3KKn M3 HOCOr/I0TKM, POTOMNIOTKM, MOKPOTA, CMMHHOMO3roBas XuUAKoCTb, KPOBb

MoarotoBka 6wuonormyeckoro Matepuana (Npy  Heob6XoAMMOCTM)  MNpPOBOAMTCS

B COOTBETCTBUWN C MHCTPYKLUMSAMM MO MPUMEHEHWNIO NCNOSb3YyeMbIX HabopoB/KOMMNIEKTOB

peareHToB ans sbiaenenms HK (7.1).

BpoHxoanbBeoAspHbIM aBax, NneBpanbHas XMAKOCTb
NepeHecuTe B 0O4HOPA30OBYK MNNACTUKOBYI Mpobupky ob6vbémom 1,5 mn 500 mkn
MaTepuana.

LeHTpndyrnpynte npobupky npm RCF(g) 12000-16000 B TeyeHne 10 MUH.

Ypganute HagoCagouHYyK XUAKOCTb, OCTaBuB B nNpobupke npumepHo 50 mkn
(ocapok + xugkasa dpakums).

JobaBbTe Kk ocagky 500 MK CTEpUIBHOIO MGM3NOAOrMYECKOro pacTeopa.
LlenTpndyrmnpynite npobupky npn RCF(g) 12000-16000 B TeyeHme 10 MUH.

Ypganute HaAoCafouHYyK XUAKOCTb, OCTaBuB B npobupke npumepHo 100 Mkn
(ocapok + xugkasa dpakums).

MnoTHO 3akponTe Npobupku.

O6pasey rotos ansa sbigeneHna AHK.

HasodgapunHreanbHbIli U 3HAOTPaxeasbHbIA acnmpaTthbl
NepeHecuTe B OA4HOPA30BYH MAACTUKOBYK Mpobupky obbémom 1,5mMn 1,0 mn
MaTepuana.

UeHTpudyrmnpynte npobupky npm RCF(g) 12000-16000 B TeueHne 10 MUH.

Ypanute HapoCaAO4YHYH XWMAKOCTb, OCTaBuB B npobupke npumepHo 100 mkn
(ocapok + xunakas dbpakums).

MnoTHO 3akponTe Npobupku.

O6pasey rotos ans sbigeneHmna AHK.

BuonTaTbl, CEKUMOHHbIN MaTepuan

MoarotoBka 6uonornyeckoro Matepuana (nNpn HeobXoAMMOCTM) NpPoOBOAUTCS B

COOTBETCTBUMN C MHCTPYKUMSAMU MO MPUMEHEHWUID MUCMNOb3yeMblX HAabopoB/KOMMAEKTOB

peareHToB A5 Bbigenenms HK (7.1).

Mpn ncnonb3oBaHuun ang solaeneHns AHK komnnekTta peareHTos NMPOBA-HK:
BcTpaxHuTe npobupkn ¢ 6uomatepmanoM Ha MUKPOLEHTPUdYre-BopTeKCE B Te4YeHne
3-5 c n ueHTpudyrnupymnTe Ha MMKpoLeHTpudyre-eopTekce B TeyeHme 3-5 c.
Ypanute HagoCaAouHYH XUAKOCTb.

Ob6pazey rotos ansa ebigeneHmnsa AHK (7.2)
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Ons BbigeneHns OHK pekomeHAyeTCs MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMelLme permncTpaunoHHbIe YAOCTOBEPEHUSA Ha MEANLIMHCKOE U3aenne n npeaHasHavyeHHble Ang
COOTBETCTBYIOLWMNX BNAOB BuoMaTepmana c uenbtlo nocneayrouwero nccnegosaHna AHK metogom
nup, wHanpumep, TPOBA-HK, TPOBA-HK-MMIOC, TMPOBA-PANKNA, MNPOBA-MY-PANUA,

MPOBA-OMNTUMA, TTPOBA-MY MAKC, NMPOBA-MY-PAMNNA II (Tabnuua 3).

Tabnuuya 3 - Habopbl/KOMNNEKTbl peareHToB, peKoOMeHAOBaHHble Ans BbigeneHmna OHK ans
AanbHenwero nccnegoBaHus € Mcnonb3oBaHmeM Habopa peareHToB Coxiella burnetii
MuHuManbHoe
Hab6op/koMmnJieKkT peareHToB, PY Buomartepman KOJZINYEeCTBO
a/ir0arta, MK
Ma3Ku U3 HOCOrNOTKM, POTOTIOTKM,
6poHX0anbBEONSAPHbLIN NaBax,
3HAOTpaxeasnbHbIN,
HasodapuHreanbHbIA acnupar,
KomnnekT peareHtos NMPOBA-HK MOKpOTa, nieBpasibHasa XUAKOCTb,
PY N° ®CP 2010/08867 CNMHHOMO3roBas XWAKOCTb, 6BuonTtaThl, 50
CEKLUWOHHbI MaTepuan
MasKn 13 HOCOr/I0TKM, POTOrNOTKMU
(cokpalwéHHaa meToanka
B COOTBETCTBUU C [1pnnoxeHmnem B)
Ma3Kku 13 HOCOrNOTKM, POTOrI0TKM,
6poHX0anbBeONSAPHbLIN NaBax,
3HAOTPaxeasnbHbI,
KomnnekT peareHToB NMPOBA-HK-IMOC, Ha30(apuHreasbHbIi acnupar,
PY NO OCP 2010/08867 MOKPOTa, njeBpanbHas XWAKOCTb, 300
CNMHHOMO3roBas XWAKOCTb
Ma3Kn 13 HOCOr/I0TKM, POTOMNOTKMU
(cokpalléHHas meToamka
B COOTBETCTBUU C [pmnnoxeHnem B)
KomnnekT peareHtos NMPOBA-PAMNNA, Maskun U3 HOCOrNOTKU, POTOrI0TKH, 500
PY N° &CP 2008/02939 CMMHHOMO3roBas XUAKOCTb
Habop peareHTos NMPOBA-MY-PANNL, Maskun U3 HOCOrnOTKU, POTOrI0TKH, 100
PY N° P3H 2017/5753 CMMHHOMO3roBas XUAKOCTb
LenbHas nepudepnyeckas Kposb! 100
Habop pearenTos NPOBA-OMNTUMA, Ma3Ku U3 HOCOMMIOTKM, POTOIAOTKM,
PY N2 P3H 2022/17496 CMUHHOMO3roBas XUAKOCTb, 6MonTaThl, 400
CEKLIMOHHbI MaTepuan
Habop pearerTos MPOBA-MH MAKC, LlenbHas nepudepunyeckas KpoBb 50
PY N° P3H 2021/14391
Habop pearertos MPOBA-MY-PANWA 11, Ma3sKku 13 HOCOrnoTKM, POTOrNOTKU 100
PY N° P3H 2024/23205 !

Boigenenne [OHK npoBoasaT B COOTBETCTBUM C  WMHCTpPYKUMEN

Ncrnonb3yemMoro Habopa/KoMMnIeKTa peareHToB.

no nMNpUMEHEHUIO

1 — ToNbKO C UCNoNb30oBaHMeM Habopa peareHToB B BapuaHTe ncnonHeHns NMPOBA-OMNTUMA MAKC
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BHVUMAHME!

1. OpHoBpeMeHHO ¢ BblgeneHvem [HK w3 6uonornyeckoro martepuana Heobxoammo
NnoAroToBMTb OTpUUATENbHbIN KOHTPOJIbHLIA 06pa3ely, M MNpPoOBECTU €ro 4epe3 BCe 3STanbl
npobonoarotoBku. [ns 3TOro pekoMeHAyeTCs WCMosib30oBaTb (HU3MONOrMYECKUin pacTBop MU
oTpuLUaTeNbHbIM KOHTPOJIbHbLIA 06pa3eLl, BXoAAWwMin B cCOCTaB Habopa/KoMnaeKkTa peareHToB A4S
BblAEIEHNS HYK/IEMHOBbIX KWCAOT B 06bEME, yKa3aHHOM B WHCTPYKUMW MO MNPUMEHEHUIO
cooTBeTCTBYHOWEero Habopa/KoMnekTa peareHToB.

2. Boigenenne OHK n3 6MonTaTtoB M CEKLUMOHHOro Matepuasa C MCMNofb30BaHMEM KOMMIeKTa

peareHToB NMPOBA-HK npoBoaMTCs COrnacHo AaHHOM UHCTpYKuun (7.2).

7.2 Boigenenne [OHK un3 6uontatoB M CEKUMOHHOrO MaTepuana C WCMOJSIb30BaHMEM

komnnekTa peareHTosB NMPOBA-HK

7.2.1 O6uwme TpeboBaHus

7.2.1.1 Ncnonb3yihTe opgHOpa3oBbie HAKOHEYHUKU C uabTpoMm, cBobogHble oT PHKas wu
OHKa3. Mcnonb3yeMble HAaKOHEYHUKM MEHSNTEe NpU KaxXaoM yaasieHuMn pacTtBopa u3
npobupkun. Mpu paboTe Cc acnMpaTopoOM MUCMNOMb3YNTE HAKOHEYHUKKN 6e3 dhunbTpa,
cBoboaHble oT PHKa3 n HKas.

7.2.1.2 Mpn pobasneHun pacTBopa B NpobupkKy, coaepxalyto buonorMyeckmin matepuvan,
BHOCMTE pacTBOp aKKypaTHO, He KacasiCb CTEHOK Mpobupku. Mpu KacaHUM CTEHKMU
NpobMpKM CMEHNTE HAKOHEYHMUK.

7.2.1.3 Onsa npepoTBpaleHnss KOHTaMUHAUWM OTKpbIBalTE KpbIWKY TOJIbKO TOW Npobupku,
B KOTOpYto 6yaete BHOCUTb pacTBOpP WM N3 KOTOPOM byaeTe yaansaTb HaAoCaA04HYO
XXMAKOCTb, W 3aKkpbiBanTte ee nepes pabotoli co cneaywwen npobUpKo.
He ponyckaetcs pabotaTb O4HOBPEMEHHO C HECKOSIbKUMU NPOBUpKamMn € OTKPbITbIMU
KpbILKaMU.

7.2.1.4 HenzeecTHble 06pa3ubl 1 OTpUUATENbHbIA KOHTPONbHbIN obpa3sel (K-) Heobxoanmo

obpabaTtbiBaTb N0 e4MHON CXeMe O4HOBPEMEHHO COrNacHO AaHHOM MHCTPYKUUN.

7.2.2 Bblaenenune AHK

BHUMAHME!

1. Mepea Havanom paboTbl HeEO6X0AMMO:

- BKJTIOUUTb TEPMOCTAT AN nporpesaHunda go 65 °C;

- AO0CTaTb U3 XON0AMNIbHUKA KOMMEKT peareHToB A5 BblAeNeHUs HYKNEMHOBbIX KUCNOT U
NPOKOHTPO/IMPOBATb OTCYTCTBME OCaaka B NM3MpyloleM pacTtBope. B ciydae BbinagdeHusa ocaaka
HeobxoanmMo nporpeTb NakoH C AU3UPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTenbHO
nporpetoM go 65 °C, oo nosHOro pacTBOpeHUs ocajka. 3aTeM creayeT nepeMewaTtb pacTBop
nepesopadnBaHneM dnakoHa BBepx gHoM 5-10 pa3, u3beras neHoobpasoBaHus. [lepen
MCNO/Ib30BaHWEM OXxJlaauTe pacTBOp A0 KOMHaTHOW TemnepaTtypbl (0T 18 °C go 25 °C). Ocapok
TaKXe MOXHO pacTBOpMTb MNpu KOMHaTHoi Temnepatype (ot 18 °C pmo 25 °C) B TeueHue

npuéan3nTenbHO 12 Yacos.
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2. Mpn nporpeBaHnn npobmMpok C obpasuaMm BO3MOXHO OTKpbiBaHWe Kpbiwek! Cneagyet
MCNosib30BaTb NpobMpKKM C 3awénkmBatowmmmcs Kpbiwkamu (Hanpumep, Eppendorf Safe-Lock
Tubes) wnn nporpaMMmMpyeMblie TEPMOCTaTbl C MPUXMMHOW KPpbIWKOW (Hanpumep, TepMocTar
TBEpPAOTENbHbLIA NporpaMMupyemblin ManorabaputHbii TT-1-«[QHK-TexH.», 00O «HIMO AOHK-

TexHonormsa», Poccus).

7.2.2.1 MpoMapKkunpyinTe nNo ogHOW 04HOPA30BOM NaacTUKoBOW Npobupke o6bEMOM 1,5 mn ans
Ka)Aoro Hem3BeCcTHOro obpasua 1 Ang oTpuuaTenbHOro KOHTposibHOro obpasua (K-).

7.2.2.2 [JobaBbTe B NpobMPKU C MOAroTOBIEHHbIMM 0bpa3uamm H6MONTATOB M CEKUMOHHOMO
maTepunana (cMm. 6.5.4) n B npobumpky «K-» no 300 MK nM3upyrowero pacteopa, He
Kacasicb Kpas npobMpok.

7.2.2.3 BHecuTte B npobupky, npoMapkmpoBaHHyt <«K-», 100 Mkn oTpuuatenbHOro
KOHTpOJIbHOrO o06pa3ua. [MAoTHO 3akpoilTe NpobupkK, BCTPSXHUTE MNPOBUPKM Ha
MUKpoOUEeHTpudyre-sopTekce B TeyeHue 3-5 c.

7.2.2.4 TepmocTaTmpyinTe npobupkmn npu 65 °C B TeueHue 30 MUH, ueHTpudyrupyite Ha
MUKpOLEHTpUdyre-sopTekce B TeyeHue 3-5 c.

7.2.2.5 MNepeHecuTe B COOTBETCTBYOLWME MPOMAPKUPOBAHHbLIE MPOBUPKN A1t HEN3BECTHbIX
06pa3uoB HaA0CaAOYHYO XMAKOCTb. [Ana npobupkun «K-» nepeHoCcuTb HaA0CaA0YHYIO
XUAKOCTb He TpebyeTcs.

7.2.2.6 JobaBbTe B Kaxxayto Nnpobupky rno 400 MK peareHTa Ans npeunnmTaumm, He KacasiCb
Kpass npobupkn, NJOTHO 3akpouTe npobupKM U BCTPSIXHUTE NPOBGUMPKM Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

7.2.2.7 UeHTpndyrmnpymnte npobupku npn RCF(g) 12000 - 16000 B TeueHue 15 mMuH.

7.2.2.8 He 3apgeBass ocagoK, MOSHOCTbIO yAanuTe HaAoCAAOYHY XWMAKOCTb (OTAESbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

7.2.2.9 [JobaBbTe k ocaaky no 500 mkn npombiBoyHOro pacrtsopa N21, He kacasicb kpas
npobumpKn, NAOTHO 3aKpoNTE NPOBMPKM M aKKypaTHO nepeBepHuUTE nNpobmpkm 3-5 pas.

7.2.2.10 UeHTpudyrupynte npobmpku npm RCF(g) 12000 - 16000 B TeyeHne 5 MuH.

7.2.2.11 He 3ageBas 0CafoK, MOJIHOCTbIO yAanUTE HaAOCAAOYHYH XMAKOCTb (OTAENbHbIM
HaKOHEYHUMKOM U3 Kaxaon npobupkn).

7.2.2.12 [dobaBbTe K ocagky no 300 Mk/i nMpoMbiBOYHOro pacrteopa N92, He KacasCb Kpas
npobupKn, NNOTHO 3aKponTe NPOBUMPKM M aKKypaTHO nepeBepHuUTe Npobupkn 3-5 pas.

7.2.2.13 UeHTpndyrmnpynte npobumpkn npu RCF(g) 12000 - 16000 B TeueHne 5 MuH.

7.2.2.14 He 3apeBass 0CafoK, MOJSIHOCTbIO yAanuTe HAAO0CAAOYHYK XMAKOCTb (OTAENbHbLIM
HAaKOHEYHMKOM M3 Kaxaowm npobupku).

7.2.2.15 OTkponTe Nnpobmpkmn n BbiCyluMTe 0Cafok npu 65 °C B TeyeHne 5 MuH.

7.2.2.16 [OobaBbTe K ocaaky 50 mkn 6ydepa ons pactBopeHus. MNNOTHO 3aKponTe Npobupku.

7.2.2.17 BcTpsaAXxHMUTE NpobMpKM Ha MUKpOLEHTpudyre-sopTekce B TedeHne 3-5 Cc n ocagute
Kanau ueHTpmdyrmpoBaHneM npobnpok Ha MUKpoLLeHTpUdyre-BopTeKkce B TeueHne 1-3 c.

7.2.2.18 TepmocTtatupymnte npobupku npu 65 °C B TevyeHne 10 MUH. BcTpaxHuTe npobupkm Ha
MUKpOLLeHTpUdyre-sopTekce B TedeHne 3-5 c.

7.2.2.19 UeHTpndyrmupymnte npobupkm npn RCF(g) 12000 - 16000 B Teuenune 30 c.
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MpenapaTt AHK rotoB K BHECEHUIO B peakuUOoHHY cMecb ansa MuPp.

Mpenapat AHK MOXHO XpaHuTb Npu TeMnepaType oT MUHYC 22 °C Ao MuHyC 18 °C He 6onee
OAHOro Mecsiua uau npu TemnepaTtype oT MMHyc 72 °C go MnHyc 68 °C He 6onee ogHoOro roaa.

Mepen wcnonb3oBaHmeMm npenapata AHK pna nocrtaHoeku [MUP nocne XxpaHeHus
Heobxoanmmo pasmopo3nTb npenapat AHK wn oTpuuatenbHbll KOHTPOsMbHbLIA ob6pasey npu
KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C) mnum npu Temnepartype ot 2 °C go 8 °C, 3atem
BCTPSAXHYTb npobupkm c npenapatoMm [AHK wn oTpuuaTesbHbIM KOHTPOJSibHbIM 0O6pasuomMm Ha
MUKpoLeHTpudyre-soptekce B TedeHue 3-5cC m ueHTpudyrMpoBaTb Ha MuKpoueHTpudyre-

BOpTEKCe B TeyeHue 1-3 c.
BHUMAHME! [1na npenapata HK gonyckaeTtcst ToNbKO 0OA4HOKpaTHOEe pa3MopaxXunsaHue!

Mpenapat AHK roToB K BHECEHUIO B peaKLUMOHHYI cMecb ang MLUP.

7.3 MoarotoBka u nposeaeHune MLUP. ®acoska S
BHVUMAHME!
1. Mpu npoBedeHUN BCEX MOCTeayWnxX AENCTBUN cneayeTt nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX ly4Yer Ha Npobupku Cco cMecbto Ansd amnamdukauymnm!
2. Mpn ncnonb3oBaHnn Habopa peareHTOB B BapuaHTe UCNoAHeHus «dacoBka S, CTpuUMbI»
cnepyet cTporo cobnogaTb KOMMIEKTHOCTb CTPUMOB U KPbILWEK K HUM. He ncnonb3oBaTb KpPbILWKK

K cTpuMnam us apyrux Habopos peareHTos!

7.3.1 TpomMapkupyihTe no OAHOM npobupke/cTpMnoBaHHOM npobupke cO CMecblo Ans
amnangukaummn, 3anedyataHHoW napadunHOM, ANS KaXAoro Hem3BecTHoOro obpasua, ang
OTpMLATENbHOr0 KOHTPOSIbHOro obpasua (K-) v Ana NonoXUTeNbHOro KOHTPOSIbHOMO

obpasua (K+).

BHUMAHME! KonnyecTtBo peareHToB paccyMTaHo He 6onee yeM Ha 12 NOCTaHOBOK Npu yCN0BUMU
BapmabenbHOro Kon4yecTea HeM3BeCTHbIX 06pa3uoB, 1 oTpMUaTENbHOrO KOHTPONLHOro obpasua

M 1 NONOXKNTENbHOr0 KOHTPOJSIbHOMO o6pa3L|,a B Ka)J0M NOCTaHOBKe.

Mpumep:
Heobxoanmo npoaHanusupoBaTb 4 Hem3BecTHbiX obpasua. [ng 3TOro  Hy>XHO
npoMapkmpoBaTb 4 NpobUpPKKN AN HEM3BECTHbIX 06pa3LoB, oaHY Npobupky ans «K-» n
0AHY Npobupky ansa «K+». Obwee KonnyecTso Npobupok - 6.

7.3.2 BcrpsixHuTe npobupky C pactBopoM Tag-nonmmepasbl Ha MUKpoOUeHTpudyre-soprekce
B TeyeHume 3-5 ¢ n ueHTpudyrmpynte Ha MUKpoueHTpudyre-soptekce B TedeHme 1-3 c.

7.3.3 [dobasbTe BO BCe NpoOMapKupoBaHHble Npobupkn, He noBpexaas caon napaduHa,
rno 10 Mkn pacTteopa Tag-nonumepasbl.

7.3.4 [dobaBbTe B Kaxayl npobupky no ogHon kanne (okono 20 MKN) MUHepasibHOro mMacna.
HennoTHO npuKporTe NpobupKN/CTpunbl KpbllWKaMu.

7.3.5 BcTpsixHuTe NpobupKy € NONOXUTENBHBIM KOHTPObHbLIM 06pa3L0oM Ha MUKpPOLIEHTpUdyre-
BOpTEKCE B TeyeHme 3-5C U1 ueHTpudyrupymte Ha MUKPOLEHTpudyre-sopTekce

B TeyeHue 1-3 c.
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BHMMAHME!

1. Ona npenapata OHK wu oTpuvuatenbHOro KOHTPOSIbHOro ob6pasua nepen BHeCEHMEM
B NPOOUpPKKN C peakLMOHHOM CMeCbio HeE06X0AMMO BbINOJIHUTL PEKOMEHAALMN N0 NCMOIb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKUMM NO NPUMEHEHMIO Habopa/KoMMjeKkTa peareHToB
ana sbiaeneHns HK.

2. Mpu wucnone3zoBaHun ang Bblaenenmsa [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-HK-TJTIOC HeobxoanMo BCTpSAXHYTb Npobupkm ¢ npenapatoMm [AHK v oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLIEHTpUdyre-sopTekce B TedeHme 3-5 ¢ n ueHTpmudyrmposaTtb
Ha MuKpoueHTpudyre-sopTekce B TeveHue 1-3 c.

3. Mpn wncnonb3oBaHun ansa BblgeneHns [OHK Habopoe pearentoB [MPOBA-MY-PAMNA,
MPOBA-MY MAKC HeobxoamMo, He BCTpsixmBasi, LeHTpudyrnposaTb npobupkm C npenapaToM
OHK n oTpuuyaTtenbHbiM KOHTPOJIbHbIM 06pa3L oM Ha MUKpoueHTpudyre-eopTekce B TeyeHne 1-3 ¢,
3aTeM MNOMeCTUTb NpobupKM B MarHWUTHbIM wWTaTMB. B cnydae ecam nocne BblaeneHus
HagocCado4YHas XUAKOCTb, copepxawas BblgeneHHyto [AOHK, 6bina nepeHeceHa B HOBble
npobupku, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbIM
obpa3uoM Ha MUKpoueHTpudyre-soptekce B TeyeHme 3-5c u ueHTpudyrmposatb Ha
MUKpOLEHTpUdyre-sopTekce B TeueHne 1-3 c.

4, 0na npenoTepalleHmns KOHTaMUHauun cneayet nepeq sHeceHmeM OHK oTKpbiBaTb KPbILLKK
TONbKO Tex Npobupok, B KOTOpble 6yaeT BHOCUTLCS AaHHbIM obpa3el, M 3aKkpbiBaTb MX, nepes
BHeceHumeM criegytowiero. B cnyvyae ncnonb3oBaHUs CTPUMNOB CAeAyeT 3aKpblBaTb KPbIWKY CTpuna
nocne BHeCeHMs B Hero obpa3suoB nepes HayanoM paboTbl co crneaywuwum. Heobxoammo
3aKpbiBaTb Mpobupku/cTpunbl naoTHo. [lMpenapatbl OHK n KoOHTponbHble o6pasubl criegyer

BHOCUTb HaKOHEYHUKaMKN C CbVIﬂprOM.

7.3.6 BHecuTe B COOTBETCTBYHOLME MPOMapKUpOBaHHbIE MpPobMpKM, He noBpexaas CAoK
napadwuHa, no 5,0 Mkn BblgeneHHoro u3 obpasuos npenapata AHK. B npobupkuy,
npomMapkmpoBaHHble «K-» 1 «K+», IHK He BHOocKUTCS.

7.3.7 BHecuTe B NnpobumpKy, NpOMapKMpoBaHHYIo «K—», He noeBpexaas cion napaduHa, 5,0 Mkn
OTpMUaTENIbHOIrO KOHTPOJIbHOIro obpasua, npowegwero atan sbigenenHns AHK (cm. 7.1).

7.3.8 BHecuTe B npobupKy, NpoMapKMpoBaHHYK «K+>», He noBpexpaas cnon napadwuHa,
5,0 MK MOSIOXUTENbHOINO KOHTPOJIbHOIo obpasua.

7.3.9  UeHTpudyrnpymnte Bce npobupKn/CTpunbl HA MUKPOLEHTPUGYre-BopTekce B TedeHme 3-5 cC.

7.3.10 YcraHoBUTe BCe NpobUPKKN/CTpUNbI B AETEKTUPYIOLWMA aMmiandukaTop.

7.3.11 [ns petektupytowmx amnamdunkatopos cepmun OT:
3anyctuTe nporpaMMHoe obecnedeHune getektTmpyrowero amnamdukatopa. NMpu nepsom
nposeaeHun TMLP 3arpy3ute cooTBeTCTBYlOWMIA TecT!. [danee M Npu NOCAeayLWnX
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAeAOBaHUSA:  YKaXuTe
KONM4yecTBO W wnaeHtudukaTopbl 06pas3uoB, B TOM 4ucne oTpuuaTenbHOro u

MOJIOXMUTENIbHOINO KOHTPOJIbHbIX 06pa3uoB, OTMETbLTE pacnosioXXeHne Nnpobmpok/cTprunos

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun A) Wam npeaocTaBnseTcs NpousBoaMTeneM Habopa peareHToB
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Ha MaTpuue TepMobsioka B COOTBETCTBMM C UX ycCTaHoBkor (cM. 7.3.10) n nposeaute

MLUP. Mpwn BbIbOpe TecTa AoxHa oTobpaxaTbca Nporpamma, npusenéHHasa B Tabnuue 4.
7.3.12 [Ana petektupytowmx amnangunkatopos CFX96, Applied Biosystems QuantStudio 5:

MposeaunTte MUP ¢ yyeToM 06bEMa peakLMOHHOM cMecu, paBHOro 35 Mkn, no nporpaMMam

aMnaMdounkaumm, NpuBeaEHHbLIM B Tabnnuax 5, 6 COOTBETCTBEHHO.

Tabnuua 4 - [(porpamMma aMmnaMbukauum aOns AOETEKTUPYHOLWMX aMnaMdukaTopoB

«ATnpanm», «ATnpanm II», «ATnant» (dacoska S)

N2 Yucno Pe>xnm onTtuyeckmux
TeMmnepartypa, °C MUWH C - Tun 6noka
6510ka LIMKJ1I0OB n3MepeHum
80 0 30
1 1 Unkn
94 1 30
94 0 30
2 5 Uunkn
64 0 15 \
94 0 10
3 45 Lunkn
64 0 15 v
4 94 0 5 1 Unkn
5 251 XpaHeHue XpaHeHune
V - pexuM ONTUYECKNX U3MepeHU

Tabnuuya 5 - Mporpamma amnamdukaumm ons geTekKTUpyrwwux amnnmdukatopos CFX96
(dacoBku S, U)

Bpems, KonuuyecrBo UMKIOB
o o
N2 6s10ka (Step) Temnepartypa, °C MWK CeK e

1 80 01:00 1

2 94 01:30 1

3 94 00:15

50

4 64 v 00:20
V - pexuM ontuyeckmx namepeHuii (Plate Read), ycTaHOBUTbL U3MepeHune dyopecueHLmMm Mo
HeobxoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnuua 6 - T[porpaMma amMnaudukauMm A8 AeTEKTUPYHLWKUX aMnandukaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

Cragus N wara TeMnepartypa, °C Bpems, KonmuecTso uMkioB
MWH: ceK (noBTOpOB)
Craaus 1 80 01:00 1
yaepxaHus 2 94 01:30 )
1 94 00:20
Craaunsa MNup 50
2 64 vV 00:20
V - c6op AaHHbIX AN HeobxoAnMbIX dnyopodopos (Fam, Vic (Hex)) BKIOYEH

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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7.4 Moarotoska v nposeaeHue MNLP. ®acoska U, py4yHoe Ao3upoBaHue

BHUMAHME!

1. Ona amnnandukaumn cnegyet Mcnosib3oBaTb O4HOPa30Bble aMNINGPUKALMOHHbIE NPOBMpPKM
06béMoM 0,2 MA WMAKM  MUKponnaHweTsl MLUP 96 nyHok!, repMeTMsanpyeMbie TEPMOMIEHKON.
He pekomeHAyeTCsi UMCMoO/b30BaTb CTPUMNOBAHHble NpobuMpkM B CBA3M C  OMACHOCTbLIO
noctamnamdmKaumoHHON KOHTaMUHaLUMuN.

2. Mpn npoBeaeHMN BCeEX MOCeaYyOWNX AeNCTBUA cnepyeT mlberaTtb BO3AENCTBUA MPSAMbIX

COJIHEYHbIX Sly4eil Ha NpobunpKM Co cMecbio AN amnnmdpukaunm!

7.4.1 T[pomapkumpyinte Heobxoammoe KOMMYECTBO OAHOPA30BbIX  aMMINGPUKALMOHHbIX
npobupok o6béEMOM 0,2 MA unm mMukponaaHwert MUP 96 nyHOK ansi HeM3BeCTHbIX
obpas3uoB, 49 OTpMUATENIbHOIO KOHTPONAbHOro obpasua (K-) n ansa nosoXuTenbHOro

KOHTpoJsibHOro o6pasua (K+).

MpuMeyaHne - PekoMeHAyeTCA MOCTaHOBKAa He MeHee 5 06pa3uoB B OAHOM WCC/eA0BaHUK

(3 HemzBecCTHbIX 06pa3ua, oTpMUaTeNIbHbLIA U MOIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
Heobxognmo npoaHanmanpoBaTb 4 HeM3BeCTHbIX obpasua. [Ons 3TOro  HyXHO
npomapkupoBatb 4 npobupku/3apesepeupoBaTtb 4 NYHKWM  MUKponaaHwerta AnS
HensBecTHbIX 06pa3uoB, oaHYy Npobupky/nyHKy ana «K-» un ogHy npobupKy/nyHKy
ans «K+», Obwee konnyectso Npobupok/nyHok — 6.

7.4.2  BcTpsixHuTe nNpobupKy CO CMecblo ANns aMianduKaumm Ha MUKpOLLEeHTpUdyre-sopTekce
B TeyeHune 3-5 C u ueHTpudyrupymnte Ha MUKpoLUeHTpudyre-sopTekce B TedeHue 1-3 c.

7.4.3 BHecuTe BO BCe NMpOMapKUpoOBaHHble Npobupku/ HeobxoanMble NYHKN MUKponiaHweTa
(Bknoyasa «K-» n «K+») no 6,0 Mmkn cMecu Ang amnandukaumu.

7.4.4 BcTtpsaxHute npobupkm ¢ T[UP-6ydepom wun nonuMmepason TexHoTaq MAX Ha
MUKpOLEHTpUdyre-sopTekce B TedeHme 3-5 ¢ n ueHTpudyrmpymnTte Ha MmkpoueHTpudyre-

BOpTEKcCe B TeyeHue 1-3 c.

BHUMAHME! TlMonuMmepasy TexHoTaq MAX HeobxoaMMmo AocTaBaTb M3 MOPO3W/IbHOM Kamepbl

HenocpeaCcTBeHHO nepea MCnoJib30BaHUEM.

7.4.5 TpurotosbTe cMechb MLUP-6ydepa c nonmmepason TexHoTaq MAX. [lng 3Toro cMmewanTe
B OTAESIbHOM 04HOpa30oBonN npobupke:
- 6,0 x (N+1) mkn NUP-6ydepa,
- 0,3 x (N+1) Mkn nonumepasbl TexHoTaq MAX,
rae N — KonM4yecTBo NPOMapKMPOBaHHbIX MPOBMPOK/KONMYECTBO HEOHXOAMMbBIX TYHOK

MUKpornaHiwera ¢ y4étoM «K—», «K+»,

1 — ana netekTupyouwero aMmnnandukaTopa «ATnant» MukponnaHuweTsl MLP 96 NyHOK HE UCNONb3YTCA
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Mpumep:
Heobxoanmo rnpoaHanM3npoBaTb 4 HEN3BECTHbIX obpa3sua, «K-», «K+».
MpoMapKknpoBaHHbIX NpobMPOK/HEOBXOAMMBIX JSIYHOK MUKponnaHwetra - 6. HyXHO

npurotoBntb cMmecb [LUP-6bydepa wn nonmmepasbl TexHoTaq MAX pgna 7 (6+1)

npobupok/nyHok, T.e. 42 mkn MUP-6ydepa + 2,1 mkn nonmMmepasbl TexHoTaq MAX.
7.4.6 BCTpsAXHMTE nNpobupKy C nNpUroToBieHHOW cMecbto [LP-6ydepa v nonumepassbl

TexHoTaqg MAX Ha MukpoueHTpudyre-BopTekce B TeueHue 3-5 C U ueHTpudyrmupymnte

Ha MUKpOLEHTpUdyre-sopTekce B TedeHne 1-3 c.

BHUMAHME! Cwmecb [UP-6ydepa wn nonumepasbl TexHoTaq MAX HeobxoaMMo TroToBUTb

HENocpeacTBeHHO Nepea 1UCrnoJsib30BaHNEM.

7.4.7 [dobaBbTe BO BCe NpOMapKMUpoBaHHbIe Npobupku/HeobxoanMble YHKU MUKpOMIaHLWeTa
CO cMecb ana amnamdukaumm no 6,0 mkn cmecu TUP-6ydepa v nonumepasbl

TexHoTaq MAX. HennoTHO 3akpoiTe Npobupku.

BHUMAHME! T[locne pobasneHns cmecn T[UP-6bydepa wn nonumepasbl TexHoTaq MAX
B NpOOGUPKN/NYHKM CO cCMecblo Aans amnaudukaumm HeobxoaMMO B TedyeHue [ABYX 4acoB
BbINONHUTE 7.4.8 — 7.4.14.

7.4.8 BCTpAxXHUTE NMPOBMPKY C NONOXUTENbHLIM KOHTPOJIbHbIM 06pa3uUoM Ha MUKpoLeHTpudyre-
BOpTEKCE B TeyeHue 3-5C U UeHTpUdYyrupymte Ha MUKPOLEHTpuUdyre-sopTekce

B TeyeHune 1-3 c.

BHVUMAHME!

1. Ona npenapata OHK wu oTpuvuatenbHOro KOHTpPOSibHOro obpasua nepes BHeceHWEM
B MPOOUPKU/NYHKM C peakUuMOHHOM CMecbld HeobxoamMoO BbIMOJHUTL  peKoMeHZauunm
rno ucnono3oBaHuo npenapata [AHK, npuBenéHHble B  WHCTPYKUMM MO  TMPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHnsa HK.

2. Mpu wucnone3zosBaHnn ang BblgenenHmsa [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-HK-MMOC HeobxoAMMO BCTPSAXHYTb Npobupku ¢ npenapatom AHK u oTpuuartenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEeHTpudyre-sopTekce B TedeHme 3-5 ¢ n ueHTpmdyrmposaTtb
Ha MUKpOLEHTpudyre-sopTeKce B TeueHme 1-3 c.

3. Mpn wncnonb3oBaHum ansa BblgeneHns [OHK Habopos pearentos [MPOBA-MY-PAMNA,
MPOBA-MY MAKC HeobxoanMo, He BCTpSIXMBas, LeHTpudyruposaTb NMpobMpku C mpenapaTom
OHK n oTpuuaTtenbHbIM KOHTPOSbHbIM 06pa3LoM Ha MUKPOLEHTpUdyre-sopTekce B TeyeHme 1-3 ¢,
3aTeM MnOMeCTUTb MNpobuMpKM B MarHuTHbIM WTaTMB. B cnydae ecnam nocne BblaeneHus
Hagocago4Has XWAKOCTb, coaepxawas BbigeneHHyto [OHK, 6blia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPOSbHbIM
obpasuoM Ha MUKpoUeHTpudyre-soptekce B TedeHMe 3-5C UM uUeHTpudyrnposaTb Ha
MUKpoLeHTpudyre-sopTekce B TeueHue 1-3 c.

4.  [ns npepoTBpalleHUs KOHTaMUHaUWK cneayeT neped BHeceHmeM [HK oTKpbiBaTbh KpPbIWKK
TOJIbKO Tex npobupok, B KoTopble 6yaeT BHOCUTLCA AaHHbIN obpaseyu, M 3aKkpbiBaTb UX nepes
BHeceHmeM cneaytouwero. Heobxoammo 3akpbiBaTb Mpobupku nnoTtHo. [Mpenapatel OHK u

KOHTpOJIbHble 06pa3subl C/leayeT BHOCUTb HAKOHEYHMKAMKN C DUNLTPOM.
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7.4.9

7.4.10

7.4.11

7.4.12

7.4.12.

1.

BHecuTe B COOTBETCTBYKOLIME MPOMAPKUPOBaHHbIE MPOBUPKM/HEOBX0oAMMbIE NYHKMU
MukponnaHwera no 6,0 Mkn  BblgeneHHoro w3 obpasuos npenapata OHK.
B npobupkun/nyHkun, npoMmapkmpoBaHHblie «K-» n «K+», NHK He BHOCUTCS.

BHecuTe B npobupky/nyHKy, npoMapkupoBaHHyto «K-», 6,0 MKn oOTpuUaTeNbHOro
KOHTposibHOro obpasua, npoweawero 3tan sblgenenmnsa AHK (cm.7.1).

BHecuTe B NpobGUpPKY/NYyHKY, MPOMaApKMpOBaHHYK «K+», 6,0 MKN MNONOXNTENbHOIo
KOHTponbHOro obpasua.

B cnyyae ncnonb3soBaHuga MukponnaHweTtos lMNMUP 96 nyHok:

MomMecTuTe akKypaTHO, He BCTpsxuBasi, MMKponaaHwet MLUP B noanoxKy yCcTponcTea

ANg 3anevyaTbiBaHMA nnaHweTos ATnak.

7.4.12.2. TlpoBeguTte 3anedarbiBaHMe MUKporsiaHweTa MLUP nosmmepHon TepMONIEHKOM COrnacHo

pPYyKOBOACTBY MO 3Kcnayatauum npubopa ATnak.

7.4.12.3. UeHTpndyrupymnte mmkponnaHwert MNMUP npn RCF(g) 100 B Teuenmne 30 c.

7.4.13 B cny4ae ncnonb3oBaHus Npobupok:

7.4.14

7.4.15

7.4.16

LleHTpndyrnpyrite Bce Nnpobmpkn Ha MUKpoueHTpudyre-sopTekce B TeveHme 3-5 c.
YctaHoBuTe BCce npobupku/mukponnaHwet MUP B ageTekTupylowmnii aMmnnmdukatop wm
nposeaute MUP (7.4.15, 7.4.16).

Ona petexkTupytowmx amnandukatopos cepun AOT:

3anyctuTe nporpaMMHoe obecnedeHune aetekTmpyrowero amnamdukatopa. NMpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBeTCTBYOLWMIA TecT!. [anee v Npu NOCIeayoLmx
NOCTaHOBKAaxX Co3fjaMTe COOTBETCTBYIOWMMN MNPOTOKOA  WUCCNefOoBaHUA:  yKaxXuTe
KONIMYeCcTBO UM wuaeHTudukaTopbl 06pasuoB, B TOM 4UCIe OTPUMUATENLHOrO W
NOJIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnonoxeHne obpasuoB Ha
MaTpuue TepMobsioka B COOTBETCTBUM C UX YCTaHOBKOM (CM.7.4.14) n nposeaute MLP.
Mpwn BbIGOpe TecTa AomkHa oTobpaxaTbCsa nporpamMma, npuseaéHHasa B Tabnuue 7.

Ona petekTupytowmnx amnnndukatopos CFX96 n Applied Biosystems QuantStudio 5:
MposeaunTte MUP ¢ yyeToM 06BbEMa peakLMOHHOM CMecu, paBHOro 18 Mk, No nporpaMMam

amnnmdukaunm, npueeaéHHbIM B Tabnmuax 5, 6 COOTBETCTBEHHO.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnpousBoamTeneM Habopa peareHToB
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Tabnuua 7 - T[porpaMma aMnaudukaumMm Ana AeTEKTUPYHLWKUX aMnandukaTopos

«ATnpanm», «OTnpaim II», «ATnat» (dacoska U)

Pe>xxum
Ne°
610Ka TeMmnepartypa, °C MWH C Yucno umknos ONTUYECKUX Tun 6n0ka
n3MepeHun
80 0 5
1 15 Uunkn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 LUnkn
64 0 15 \
94 0 10
4 45 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHune XpaHeHue
V — pexuM ONTUYECKUX U3MEPEHUI
7.5 MoarotoBka wn nposegeHue TILUP. ®acoBka U, € WCNonb3oBaHWMEM [A03MPYHOLWLEro

ycTporictea ATcTpuM (TONbKO ANS AeTEKTUPYOLWMX amnamdukaTopos «ATnpanm», «ATnpanm II»

B Moandukaumax «ATnpanm *X*» «ATnpanm II *X*»)

BHVUMAHME!

1. Ons amnnvdukaumm cneagyeT Ucnonb3oBaTb MMKponnaHweTsl MLUP 384 nyHkn, repMmeTusmpyemble
TEPMOMNEHKON.

2. Mpn npoBeaeHMN BCeX MOCeAYOWNX AeNCTBUA cnepyeT m3beraTtb BO3AENCTBUA MPSMbIX

COJTHEYHbIX Sly4eil Ha NpobunpKM Cco cMecbto AN amnnmdpukaumnm!

MpuMmeyaHune - PekoMmeHayeTca nocTaHoOBKa He MeHee 5 O6paBLI,OB B OAHOM MuccnegoBaHun

(3 HeusBecTHbIX 06pa3ua, oTpuuaTesnbHbIA U NONOXUTENbHbIA KOHTPONbHbIE 06pasupbl).

7.5.1 BcTpsaxHuTe npobupKy CcO cMecbio Ans amMnandukaumm Ha MUKpOUEHTpUdyre-BopTeKkce
B TeyeHue 3-5 ¢ n yeHTpudyrnpyinte Ha MUKpoueHTpudyre-sopTekce B TeyeHmne 1-3 c.
7.5.2 BcTtpaxHuTte npobupkn ¢ TUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpoLEeHTpUdyre-seopTekce B TedeHme 3-5 ¢ n ueHTpndyrnpymTte Ha MUKpoueHTpudyre-

BOpTEKCe B TeyeHne 1-3 c.

BHUMAHME! lMonumepasy TexHoTaq MAX HeobxoaMMo AocTaBaTb M3 MOPO3WUIbHOW Kamepbl

HenocpeacTtBeHHO nepen ncnosib30BaHNEM.

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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7.5.3 Cnepys ykasanusam MO pgosumpytowero yctponcrea ATCTpuM, NpUroToBbTE B OTAENbHOM
ofHopa30BoM Npobupke cMmechk MUP-6ydepa n nonnmepasbl TexHoTag MAX.

7.5.4 BcTpsAxXHMTE npobupKy C nNpuUrotoBfieHHOW cMmecbto [LUP-6ydepa v nonumepassbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TeueHne 3-5 ¢ u ueHTpudyrnpynte Ha
MUKpOLIEHTpUdyre-sopTekce B TeyeHue 1-3 c.

7.5.5 BcTpsAXHUTE NpobmpKy C NOMOXNTENbHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKpOLEeHTpudyre-
BOpTekCce B TeyeHne 3-5C u uUeHTpUdyrmpymte Ha MuUKpoueHTpudyre-sopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. Mepen npoeeaeHneM fo3npoBanHmsa ansa npenapata HK n oTpnuyatenbHOro KOHTPOSbHOIO
obpasua HeobxoaAnMMO BbINOAHUTL pPEKOMeHZauuMn no ucnosab3oBaHuo npenapata [AHK,
npuBeAéHHbIE B MHCTPYKUWM NO NpUMMeHeHnto Habopa/KoMnsiekTa peareHToB Ans sblaeneHns HK.
2. Mpn wncnonbsoBaHmm ana Bblagenenns [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-HK-TJTIOC HeobxoamMmo BCTpsSXHYTb Npobupkm ¢ npenapatoM OHK mn oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpOLEeHTpudyre-sopTekce B TedeHme 3-5 ¢ n ueHTpmudyrmposaTtb
Ha MUKpoLeHTpudyre-BopTekce B TedyeHne 1-3 ¢

3. Mpn wucnonb3oBaHun ana BbigeneHna [AHK Habopos peareHtoB [MPOBA-MY-PAMUA,
MPOBA-MY MAKC HeobxoanMo, He BCTpaxmBas, LeHTpudyrMpoBaTb Npobupku C npenapaToM
OHK v oTpuuatenbHbIM KOHTPOSIbHLIM 06pa3LOM Ha MUKPOLIEHTPUdYre-BopTeKce B TedeHne 1-3 ¢,
3aTeM MNOMECTUTb MNPObMPKM B MarHUTHbIM WTaTMB. B cnydyae ecin nocne BblaeneHus
HaZocago4YHas XMUMAKOCTb, coAepxalwlas BblaeneHHyio [AHK, 6biia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbIM
obpa3uoM Ha MUKpoueHTpudyre-sopTekce B TedeHMe 3-5c u ueHTpudyrmposaTb Ha

MUKpoLeHTpudyre-sopTekce B TeveHne 1-3 c.

7.5.6 YcraHoBuTe npobupkm co cmecbto ansd amnaudukaumm, co cmecbio TMLP-6ydepa u
rnonnmepassbl TexHoTaq MAX, npobumpkm nnu rny60KONYHOUHbIN naaHwer
c npenapatamn [OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3LoM W MNOAOXUTENbHbIM
KOHTpONbHbIM 06pa3uoM, a Takxe MmukponnaHwetT MUP Ha pabounn cton OTCTpyuM m
nposeamTe AO3NPOBaHME KOMMOHEHTOB COM/TaCHO PyKOBOACTBY MO 3KCrjyaTauuu.

7.5.7 TloMecTuTe akKypaTHO, HE BCTpsAXuBas, mmkponnaHwert MNMLUP B noanoxky yctpoicrea 414
3anevyaTbiBaHMA NnaHweToB [Tnak nocse 3aBeplleHMs nporpaMmbl Ha A0O3UpyoLeM
ycTponctee OTCTpuM.

7.5.8 T[poBeauTe 3anedaTbiBaHne MmkponaaHweta MNMUP nonnmepHon TepMONIEHKOM CornacHo
PYKOBOACTBY MO 3KCnyaTaumu npmbopa ATnak.

7.5.9 UeHtpudyrmpynte mukponnanuwet MLUP npn RCF(g) 100 B TeueHmne 30 c.

7.5.10 YcraHoBuTe MukporaHweT MUP B 610K geTekTupyowero amnnndukaTopa.
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7.5.11 3anyctute nporpamMMHoe obecneyeHue geTekTupytowero amnandukartopa. MNpu nepsom
npoeeaeHun [LP 3arpysuTe COOTBETCTBYWOLWMNIA TecT!. Janee u npu NocneayLmnx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WCCAEAO0BaHUS:  YKaXute
KONMYecTBO W unaeHtudukaTopbl 06pas3uoB, B TOM 4ucne OTpuUaTeNbHOro u
MOJSIOXKUTENbHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnosioxXeHne obpasLoB Ha MaTpuue
Tepmobnoka B COOTBETCTBMM C WX YycCTaHoBkoih (cm. 7.5.10) wn nposeaute TMLP.

Mpu BbI6Ope TecTa AO/KHA O0TobpaXkaTbCs Nporpamma, npueeaéHHasa B Tabnuue 7.

8 PETNCTPALUMSA PE3VJIbTATOB AMIVINOUKALINN

Pernctpaumns curHana dbnyopecueHunn NpoBOAMTCA AETEKTUPYIOWUM aMNaMbUKaTopoM

aBTOMaTU4eCKMN BO BpeMA aMI'IJ'IVICbVIKaLI,VIVI.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs nponssoamTeneM Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéTt pe3ynbTaTtoB aMI'I}'IMCbMKaLI,MM OCYLWLECTBNAETCA aBTOMaTU4YECKNM C NOMOLWbHIO

nporpaMmMHoOro o6ecnequM;|, NnocCTaB/A€EMOro C AETEKTUPYHOLWLNM aMI'IJ'IMCbMKaTODOM.

9.2 Mpn MCnonb3oBaHUM AeTEKTUPYOWMX amMmnandunkatopos CFX96 cneayeTr nmcnonb3oBaTb
perpeccnoHHbIn TN aHanusa (Cq Determination Mode: Regression), BO Bknaake «Baseline

Setting» Heob6xoanmo BbiIbpaTb «Baseline Subtracted Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB NPOBOAUTCA B COOTBETCTBUM C Tabnuuen 8. Pesynbrathl
NOCTaHOBKWN BasiNAHbl, €CNIN BbIMOJHAKTCA YCNOBUS MHTEPMNpPEeTaunn pesynbTaToB, MoSyUYeHHbIX

ANA KOHTPOJIbHbIX O6p63LI,OB.

Tabnuuya 8 - WHTepnpetauus pesynbratos MLUP

KaHan perekumun

Fam, Hex/Vic, UHTepnpeTaums pesynbrarta
(nckomas OHK), (BHYTPEHHWUI KOHTPOJIb),
Cp/Cq/Ct Cp/Cq/Ct

HeunsBecTtHble 06pa3ubl

YKasaH He yunTbiBaeTcs O6Hapy>eHa [1HK Coxiella burnetii
He ykasaH YKasaH He obHapyxeHa OHK Coxiella burnetii
He ykasaH He ykasaH HepoctoBepHbIli pe3ynbTaT

OTpuuUaTenbHbI KOHTPOJbHbIN 06pa3sel

OTpuuaTesnibHbIA pe3ysibTar

He ykasaH Yka3aH
Pe3yanaTb| MOCTAaHOBKW BaNAHbI

Mono>kuTenbHbIN KOHTPOJIbHbINA 06pa3ey

Mono>xutenbHblii pesynbTaT

YkKasaH He yunTbiBaeTcs
Pe3ynbTaTbl NOCTAHOBKW BasNAHbI

9.4 HepoctoBepHblit  pe3ynbTaT MoXeT 6biTb CBS3aH C  MPUCYTCTBMEM UHIMOUTOPOB
B npenapate [AHK, noayyeHHOM wn3 6uonormyeckoro mMatepuana; HEBEpPHbIM BbIMOJHEHMEM
NpoToKONa aHanmsa; HecobnogeHneMm TemnepaTypHOro pexuma amnamdukaumm m ap. B atom
cnyyae Tpebyetcsa nosTopHoe npoBedeHue TUP ¢ wmewwmmca npenapatom AOHK, nunbo
noeTopHoe Bbigenenme AHK n nocraHoBka lMUP ans atoro obpasua, nmbo noBTOpHOE B3SITME

éunonormyeckoro Matepuana y naumeHTa (BbINOJIHAETCS NOCNeA0BaTENbHO).

9.5 MNpn nNoNy4YeHUM MOJIOXKUTENBHOTrO pe3yfbTaTa ANs OTPULATENbHOMO KOHTPOSIbHOMO
obpa3sua pe3ynbTaTbl BCEN MOCTAHOBOUYHOW CEPUU CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydae
Heo6XoANMO NpoBeAEHNE CreLmanbHbiX MEPONPUATUIA NS BbIABNEHUSA U YCTPAHEHUS BO3MOXHOM

KOHTaMWHauUunu.

9.6 Mpy MofyYyeHUU OTpULATENbHOrO pesyfnbTaTa A MOJIOKUTENbHOrO0 KOHTPOJSIbHOMO
obpasua pesynbTaTbl BCE/ MOCTAaHOBOYHOW CEpPUWM CUUTAOT HEAOCTOBEPHbIMW. B 3TOM cnydyae

TpebyeTcs NOBTOPHas MNOCTaHOBKA aMnanduKaumMmn BCe napTum o6pa3LoB.
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10

10.1
10.1.1

10.1.2

10.1.3
10.1.3.1

10.1.3.2

10.1.4

10.2
10.2.1

10.2.2
10.2.2.1

10.2.2.2

10.2.3

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLLEeCTBAAT B  TEPMOKOHTEMHepax
C X/1ago3/1eMeHTaMM BCEMW BWUAAMW KpbITOro TpaHCnopTa MNpu TemrepaType BHYTpU
TEPMOKOHTENHEpPa, COOTBETCTBYIOLLEN YCNOBUSM XpaHEHUs KOMMOHEHTOB, BXOASLWMX
B cocTaB Habopa peareHToB.
dacoBka S
Jonyckaetca  TpaHcrnopTupoBaHue Habopa peareHTOB B  TEPMOKOHTEMHepax
C XJlalo3NIeMeHTaMn BCEMW BUAAMU KPbLITOro TpaHCnopTa Mpu TeMnepaType BHYTpu
TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
dacoska U
JonyckaeTca TpaHcnopTMpoBaHue Habopa peareHToB, 3a UCKOYEHNEM MOSIMMepa3bl
TexHoTaq MAX, B TEpMOKOHTENHeEpax C XJlad03/1eMeHTaMM BCEMW BMAAMU KPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpu TepMoKoHTeHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
[onyckaeTcs TpaHCcnopTMpoBaHue nonnumepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C XJ1aA03/IEMEHTaMN BCEMW BMAAMU KPbITOrO TpaHCMopTa npu TemMnepaTtype BHYTpu
TEepPMOKOHTENHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTMPOBAHHbIE C HapylleHWeM TeMnepaTypHOro pexuma,

NMPpUMEHEHNIO HE nMoANeEXart.

XpaHeHue

dacoska S

Bce KkKoMnoHeHTbl Habopa peareHToB cneayeT XpaHUTb B  XOJ0AMNBHWUKE WK

xofnoannbHOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeyeHue BCero cCpoka

rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,

cnenyeT XpaHuTb B 3alUULWEHHOM OT CBeTa MecTe.

dacoeka U
Bce koMnoHeHTLI Habopa peareHToOB, 3a UCK/IOYEHMEM nonmMmepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNBHWKE WU XONOAWIBbHOW KaMepe npwu TemnepaTtype
oT 2 °C go 8 °C B TeueHuMe BCEro cpoka rogHoctm Habopa peareHToB. CMecb Ans
amnnmdukaumm cnegyet XpaHuTb B 3alLMWEHHOM OT CBETa MecTe.
Monnmepasy TexHoTaq MAX cneayer XpaHuTb B MOPO3W/bLHOWM Kamepe npu
Temnepatype OT MMHyC 22 °C go MuHyc 18 °C B TeuyeHue BCero cpoka rogHocTu
Habopa peareHTOB.

Habopbl peareHTOB, XpaHMBLUMECS C HApYyLIEHMEM PperiaMeHTUPOBAHHOIO pexuma,

NMPpUMEHEHUNIO HE nMoANeEXarT.

32



Coxiella burnetii | UHCTPYKUMA NO NPUMEHEHUIO | 1176 ot 10 okTA6psa 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

10.3 YkKasaHusd no akcnayaTtaumu
10.3.1 Habop peareHToB A0/IKEH NPUMEHATBHCSA COrNacHO AEACTBYIOLWEN BEPCUN YTBEPXKAEHHOWN

WHCTPYKUMM MO NPUMEHEHMIO.

10.3.2 [Ona nonydeHuMs LOOCTOBEPHbLIX pe3ynbTaToB HeobxoauMMo cTporoe cobnwgeHune

WHCTPYKLUMM MO NpUMeHeHnto Habopa peareHToB.

10.3.3 TMMocne BCKpbITUS YMNakoOBKM KOMMOHEHTbl Habopa peareHTOB cneayeT XpaHuUTb MNpwu
cneaywmx ycnoBumsx:

— BCe KOMMOHeHTbl Habopa peareHTOB, 3a MUCKIOYeHMEM nosmmepasbl TexHoTaq MAX
(dbacoseka U), cneayetr XpaHuTb B XOSIOAUSIbHMKE WAW XOMOAWIbHOW KaMmepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCero cpoka rogHoCTM Habopa peareHTOB;

- cMecb ansg amnandukaumn n cMecb Ana amnandukaummn, 3anevyataHHyro napaduHomMm,
cnenyet XpaHWTb B XONOAWMNBHWKE WU XONOAWIbHOM KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B 3alWMLWEHHOM OT CBETa MeCTe B TeyeHue BCero Cpoka rogHocTu
Habopa peareHToB;

- nonumepasy TexHoTaq MAX (dacoska U) cnegyeT xpaHuTb B MOPO3MIbHOMN KaMepe
npu TemnepaTtype oT MUHYC 22 °C go MMHyc 18 °C B TedyeHMe BCEro cpoka rogHocTm
Habopa peareHTOB.

10.3.4 Ha6opb| peareHToB C UCTEKWWMM CPOKOM rogHOCTU NPUMEHEHUIO HE NOoANEXaT.

11 YKA3AHNA NO YTUWIN3ALUNU

11.1 [lpy ucnonb3oBaHMM Habopa peareHToB B KMHWUKO-AMArHOCTMYECKol nabopaTtopumn
06pa3yloTca OTX0Abl Kiacca B, KoTopbie YTUN3MPYIOTCS B COOTBETCTBMM C TpPeBOBAHUSAMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweane B HEMPUIOAHOCTb, B TOM YUC/IE B CBS3N C UCTEUYEHUNEM
CpoOKa rOAHOCTW, MOBpeXAeHMEM YNakoBKWM, noanexaTr yTuwam3auum B  COOTBETCTBUMU
c TpeboBaHusaMm CaHlumH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTue-m3roTosmnTenb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKMX YCI0BUN NMpu CObI04EHMN YCNOBUIN TPAHCMOPTUPOBAHUS, XPaHEHUS

M 3KCcnyatTaunn, yCtaHoBJIEHHbIX TEXHUYECKNMU YCITOBUAMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsueB npu cobnogeHnm BCeEX YCNOBUMN

TPaHCNOPTMPOBAHUS, XpPaHEHUS M 3KCMyaTauum.

13 PEMOHT N TEXHUYECKOE OBCJTY>)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He NoANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauunHckoe nsgenne ans AMarHocTukun in vitro

TeMnepaTypHbIil AManasoH

Coaep>XXmMoro AoCTaTovyHO A5 NMpoBeAeHMs <n> TeCToB

Mcnonb3oBaTb A0

00| < |

-
o
o

Koa naptum (cepun)

[JaTta narotoBneHus

O6paTnTechb K MHCTPYKLUM MO NPUMEHEHMIO
WU K UHCTPYKLWM MO NPUMEHEHMUIO B 3NIEKTPOHHOM BUAE

HoMep no kaTtanory

L G = &

N3roToBuTENb
>
— o
A\ He ponyckaTb BO34ENCTBUSA COTHEYHOrO CBeTa
[ ]

HectepunbHo
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 VN3genusa megnunHckme. NpuMeHeHne MeHeaXXMeHTa pMcka K MegnUNHCKUM
nsgenuam

FOCT P 2.105-2019 EauHas cucTteMa KOHCTPYKTOPCKOM aokyMmeHTaumu. Ob6wme TpeboBaHus
K TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTkm 1 NOCTaHOBKWM MpoayKumn Ha npoussoacteso (CPMM).
MeaununHCKMe nlgenms

FOCT P 51088-2013 MeanuunHcKkune uspenus ans AWarHOCTUKM WH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTeMbl, KOHTPOJibHble MaTepuanbl, NUTaTenbHble cpeabl. TpeboBaHus
K U34envsM 1 NoAAEPXUBAIOLEN JOKYMeHTauum

FOCT 15.309-98 Cucrema pa3paboTkm m NOCTAHOBKW NMpoAyKUMM HA Mpom3BoACTBO. NcnbiTaHus
M Npuemka BblinyckaeMmorn npoayKumm. OCHOBHbIE MOSTOXEHUS

FOCT P 51352-2013 MeanumHckme nsgenus aasa AMarHoCTUKM MH BUTPO. MeToabl UCNbITaHW
FOCT P NCO 15190-2023 NNabopaTtopun MmeanumnHckue. TpebosaHunsa 6e3onacHoCTH

FOCT P NCO 15223-1-2023 W3genua MeguumHckue. CUMBOMbLI, NpUMeHsieMble A8 nepeaayvu
nHdopmMaunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OCHOBHble TpeboBaHMS

FOCT P NICO 18113-1-2024 MepuuuMHCKMe usgenus Ans AuarHoCTukuM in vitro. NHdopmaums,
npeaocTaBneHHas msrotosuteneMm (MapkupoBka). YacTte 1. TepMuHbl, onpepeneHuns mn obwime
TpeboBaHus

FOCT P NCO 18113-2-2024 MeauuuHCKMe usgenus ANs AuarHoCTukuM in vitro. NHdopmaums,
npeaocTaBneHHas M3rotosuTenem (MapkuMpoBka). Yactb 2. PeareHTbl AN AMArHOCTMKMK in vitro
ANnsa NpodeccMoHanbHOro UCNonb30BaHMS

FOCT P UCO 23640-2015 W3pgenua MegvuMHCKUE ANA  AMArHOCTUMKKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHMSa K Ka4yeCTBY KIAMHMYECKUX nabopaTopHbIX MCCNenoBaHWi,

Y.3. MpaBuna OUEHKN KIMHUYECKON MH(DOPMATUBHOCTM NabopaToOpHbIX TECTOB.

MpuMmeyaHuMe - YKasaHHble Bbllle CTaHAApPTbl 6bLIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NpUMeHeHWto. B ganbHeliweM, Npy Nosib30BaHMM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
[leACTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO nMNpu MPUMEHEHUM HACTOsLWEro J[AOKYMeHTa CneAyeT MoNb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHea)XMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, npomnssoacTea n npogaxun IVD peareHToB 1 NnpnbopoB AN MOSeKyNsapHO-
reHeTUM4YeCcKon AMarHoCTUKKM, n apyroro nabopatopHoro npuMeHeHus u ISO 13485 B obnactu
pa3paboTtku, npousBoacTBa M npoaaxu IVD peareHtoB n npubopoB A1 MeauLUHCKOMN

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoauTenb: 0O6WeECTBO C OrpaHUWYeHHOM OTBEeTCTBEHHOCTb <«[HK-TexHonormsa TC»
(000 «OHK-TexHonorua TC»), Poccus.

Aapec npomsBoauTens:

117246, Poccus, r. MockBa, npoesg HayuHbin, g. 20, ctpoeHune 4.

MecTto npousBoacTBa:
— 000 «[OHK-TexHonorus TC», 117246, Poccus, r. Mockea, npoesg HayuHbiii, 4. 20, cTpoeHune 4.
- 000 «HMNO OHK-TexHonorus», 142281, Poccus, Mockosckas obnactb, r.o. Cepnyxos,

r. NMpoTteuHo, yn. XXenesHofopoXXHas, 4. 3.

Mo BonpocaM, KacawwuMmcs KadyectBa Habopa peareHToB, cneayetr obpawaTtbes
B CNYX0Y K/IMEHTCKOM NOAAEPXKKMU.
Cnyx6a KNMEHTCKOM NOAAEPXKKU:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbin),
+7 (495) 640-16-93 (ansa crtpaH CHI u 3apybexbs, 3BOHOK MAATHbIN).
E-mail: hotline@dna-technology.ru

www.dna-technology.ru
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MapameTpbl TecTta, KOTOpbIEe Heo6xoaQMMO BHECTU B nporpamMmMmHoe obecneueHue

AeTekTupyrwmx amnaudukatopoB «ATnpanm>», «ATnpanm II», «ATnaur»

npv ncnosnb3oBaHumn Habopa peareHTtoB Coxiella burnetii

1) Konnuectso npobupok B Tecte - 1;

2) O6bEM peakumoHHoM cmecn — 35 MKn;

B ¢pacoBke S

3) B okHe «[porpamma amMnandukaummn» BBECTU cieayolimMe napaMeTpbl:

’ AHK-TEXHONOruA

MpunoxxeHue A

Pexxum
N¢ Yucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tvn 6noka
6510ka LIMKJIOB .
n3MepeHumn

80 0 30

1 1 Linkn
94 1 30
94 0 30

2 5 Lnkn
64 0 15 v
94 0 10

3 45 LUnkn
64 0 15 v

4 94 0 5 1 Lnkn

5 251 XpaHeHue XpaHeHue

V - PeXUM ONTUYECKUX U3MEPEHUI
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
Coxiella burnetii BK - - -

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xeHune b

MapamMeTpbl TecTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe obecneueHume
AeTekTupyrwmx amnaudukatopoB «ATnpanm>», «ATnpanm II», «ATnaur»
npv ncnonb3oBaHumn Habopa peareHTtoB Coxiella burnetii

B ¢pacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecn — 18 MK;

3) B okHe «[lporpamma amMnandukaunmn» BBECTU cieayolimMe napaMeTpbl:

Pexxum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKNX Tun 6noka
6510ka LIMKJ1I0B .
n3MepeHunm

80 0 5

1 15 Lnkn
94 0 5

2 94 5 00 1 Lukn
94 0 30

3 5 Lnkn
64 0 15 \
94 0 10

4 45 Lnkn
64 0 15 \

5 94 0 5 1 Lnkn

6 251 XpaHeHue XpaHeHune

V = pexuM ONTUUECKMX U3MEPEHMUi
4) BHecTn cnegyrouwme napamMeTpbl KaHaN0B AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Coxiella burnetii BK - - -

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xeHue B

CokpalléHHaa MeToAUKaA Bblfe/IeHUS1 HYKJIEUHOBbIX KUCNOT
U3 uccnegyemoro matepuvasna (Ma3ku U3 HOCOIJIOTKU, POTOr/IOTKH)

C ucnosib3oBaHueMm koMmriektoB peareHtoB MPOBA-HK, MPOBA-HK-MJ1HOC

BHMUMAHME!

1. MNepen HavyanoM paboTbl Heo6xoanMo:

- BKJIIOUUTb TEpPMOCTAT AN nporpeBaHuns Ao 65 °C;

- AOCTaTb M3 XOJI0AWIbHWUKA KOMMJIEKT peareHToB As BblAeNeHUs HYKNEMHOBbIX KUCIOT U

NMPOKOHTPOSIMPOBaTb OTCYTCTBME OCaAaKa B NM3MPYLOLWEM pacTBope. B criyyae BbinageHMs ocagka

Heobxoanmo nporpeTb (hNakoH C AU3NPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTenbHO

nporpetoM o 65 °C, 0o nMosHOrO pacTBOpPeHUsa ocajka. 3aTeM cneayeT nepemMellaTtb pacTBop

nepesopaydmBaHneM dnakoHa BBepx aHOM 5-10 pa3, u3beras neHoobpasoBaHus. [lepen

MCMOSIb30BaHMEM OXJ1aanTe pacTBOp A0 KOMHaTHoMW Temnepatypbl (oT 18 °C go 25 °C). Ocagok

TaKXe MOXHO pacTBOpUTb MpU KOMHaTHon Temnepatype (oT 18 °C go 25 °C) B TeuyeHume

npubnnsntensHo 12 yacos.

2. Mpn nporpeeBaHnn npobupok c obpasuamm BO3MOXHO OTKpbiBaHue Kpbiwek! Cneayer

ncnonb3oBatb NpobupkM € 3awWénkuBawwmMnuca  Kpbiwkamm  (Hanpumep, Eppendorf

Safe-Lock Tubes) wnm nporpaMMmpyeMble TepMOCTaTbl C MNPUMXMMHOM KPpbIWKOW (HanpuMep,

TEPMOCTAT  TBEPAOTE/IbHLIA  MporpaMMmpyemMblit  ManorabaputHbiii  TT-1-«[QHK-TexH.»,

000 «HMO AHK-TexHonorus», Poccus).

1. T[lpomapkupyiTe 04HOPA30BYHO MJIACTMKOBYLO NMpobupky o6béMomMm 1,5 mn ansg oTpmuaTenbHOro
KOHTponbHOro obpasua (K-).

2. [obaBbTe B Kaxayt NpoOMapKMpoBaHHY NpobupKy C NOArOTOBNEHHbLIM A1 UCCNef0BaHMS
MaTepunasnoMm B ob6béme 100 mkn (cM. 6.5) n B npobupKy, NpoMapKMpoBaHHYK «K-»,
no 300 MK nn3npytowero pacTteopa, He Kacascb Kpas npobupku.

3. BHecnTe B NpobupkKy, npoMapkupoBaHHyto «K-», 100 MK OTpMUATENbHOr0 KOHTPOJIbHOMO
obpasua.

MnoTHO 3aKponTe NPobUpKK, BCTPSXHUTE HA MUKpPOoLeHTpuUdyre-sopTekce B TeyeHne 3-5 C.

TepmocTaTupymnTe npobmpku npu Temnepatype 65 °C B TeyeHne 5 MuH.

. LleHTpndyrnpyinte npobupkm Ha MMKpoueHTpudyre-sopTekce B TedeHue 3-5 c.

N o u »

[JobaBbTe B Kaxay npobmupky no 400 MKA peareHTa 4ns npeunnuraunm, BCTPSXHUTE Ha

MUKpoOLEeHTpudyre-sopTekce B TedeHne 3-5 c.

8. LeHTpudyrupynte npobupkm npm RCF(g) 12000-16000 npwm KOMHaATHOW TeMmnepaType
(o1 18 °C po 25 °C) B TeyeHme 10 MUH.

9. He 3ageBas o0cagokK, MNOMHOCTbIO YyAANUTE HAAOCAAOYHYK IKUAKOCTb (OTAENbHbIM
HaKOHEYHWKOM U3 Kaxaolh npobupkmn).

10. [JobasbTe k ocaaky no 500 mkn npomMbiBoYHOr0O pacteopa N21, naoTHO 3akponTe Npobupku

n nepeMewlarnTe, 3-5 pa3 akkypaTHO nepeBepHyB NPOBMpPKU.
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11.

12,

13.

14.

15.

16.
17.

18.

19.

UeHTpudyrmnpynte npobupkn npm RCF(g) 12000 - 16000 npwn KOMHaTHOM TemnepaType
(o1 18 °C go 25 °C) B TeueHme 1 MuH.

He 3ageBas 0cCafoK, MOMIHOCTbIO YyAanuTe HaAOCAAOUYHYH XWAKOCTb (OTAeNbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

JobaBbTe k ocaaky no 300 MK/ NpoMbIBOYHOro pacteopa N2, nnoTHO 3akpoiTe Nnpobupkn
M nepemewanTe, 3-5 pa3 akKypaTHO nepeBepHyB NpobUpKMU.

LeHTpndyrnpynte npobupkn npm RCF(g) 12000 - 16000 npu kKOMHaTHON TemnepaType
(o1 18 °C pno 25 °C) B TeueHme 1 MuH.

He 3apeBass ocagok, yAanute HaAOCAAOYHYH KUAKOCTb (OTAEeNbHbIM HaKOHEYHUKOM
N3 Kaxaomn npobupkn). [lonyckaeTcs 0CTaBUTb XNUAKOCTb, MOKPbIBAKOLLYIO 0CaAoK, 06 bEMOM
He 6onee 20-30 MKJ.

OTkponTe NpobmpKn 1 BbICYLLUTE OCaAAOK NMpu TemnepaTtype 65 °C B TeueHne 5 MuH.
JobaBbTe K 0CagKy COOTBETCTBYHLEe kKonmyectso b6ydepa Ans pacTBOpPEHMsI COrnacHo
UHCTPYKUUM NO npuMeHeHUto komnnekTta peareHTtoB MPOBA-HK nnu MPOBA-HK-TMJTHOC un
ocaauTe Kanau UueHTpudyrmpoBaHMeM NpPobUPOK Ha MUKPOUEHTpudyre-sopTekce
B TedyeHue 3-5 c.

TepMocTaTupyiiTe npobupkn npu TemnepaTtype 65 °C B TeueHue 5 MWH. BcTpaxHuTe
npobupku Ha MUKpoUeHTpudyre-sopTekce B TedeHume 3-5 c.

OcaanTte koHAaeHcaT ueHTpudyrmposaHvem npu RCF(g) 12000-16000 npu KOMHaATHOM

TemnepaTtype (oT 18 °C go 25 °C) B TeueHune 30 c.

MpenapaTt OHK rotoB K BHECEHUIO B peakUUOHHY cMecb ansa MuP.

Mpenapat AHK MOXHO XpaHUTb Mpu TemnepaType OoT MUHycC 22 °C no MuHyc 18 °C

He 6bonee ogHoro Mecsua MM Npu TemnepaTtype OT MUHyYC 72 °C 4o MuHyc 68 °C He 6onee

oAHOro roaa.

Mepen wcrnonb3osBaHuveM npenapata AHK ana noctaHosku [UP nocne XxpaHeHus

Heobxoammo pasmopo3nTb npenapat AHK wn oTpuuatenbHbll KOHTPOsbHbLIA obpaseu, npu

KoMHaTHoOM TemnepaTtype (ot 18 °C go 25 °C) unu npu Temnepatype oT 2 °C po 8 °C, 3arteM

BCTPAXHYTb npobupkn c npenapatoMm [AHK 1 oTpuuaTesbHbIM KOHTPOJSIbHbIM 06pasLOM

Ha MUKpOLEHTpudyre-BopTekce B TedeHne 3-5 c U UeHTpudyrnpoBaTb Ha MUKpoUeHTpudyre-

BOpTeKcCe B TeueHune 1-3 C.

BHMUMAHME! [1na npenapata HK gonyckaeTtcs TonbKO O4HOKpaTHOEe pa3MopaxusaHue!

Mpenapat AHK roToB K BHECEHUIO B peaKLUMOHHY cMecb ang MLUP.

Homep 1176
2025-10-16

40



	1 ПРЕДНАЗНАЧЕННОЕ ПРИМЕНЕНИЕ
	2 ХАРАКТЕРИСТИКА НАБОРА РЕАГЕНТОВ
	2.1 Состав набора реагентов
	2.2 Количество анализируемых образцов
	2.3 Принцип метода

	3 АНАЛИТИЧЕСКИЕ И ДИАГНОСТИЧЕСКИЕ ХАРАКТЕРИСТИКИ
	3.1 Аналитическая специфичность
	3.2 Интерферирующие вещества
	3.3 Предел обнаружения
	3.4 Диагностические характеристики
	3.5 Воспроизводимость и повторяемость

	4 МЕРЫ ПРЕДОСТОРОЖНОСТИ
	5 ОБОРУДОВАНИЕ И МАТЕРИАЛЫ
	6 АНАЛИЗИРУЕМЫЕ ОБРАЗЦЫ
	6.1 Материал для исследования
	6.2 Общие требования
	6.3 Взятие материала на исследование
	6.4 Транспортирование и хранение образцов биологического материала

	7 ПРОВЕДЕНИЕ АНАЛИЗА
	7.1 Выделение ДНК из биологического материала
	7.2 Выделение ДНК из биоптатов и секционного материала с использованием комплекта реагентов ПРОБА-НК
	7.3 Подготовка и проведение ПЦР. Фасовка S
	7.4 Подготовка и проведение ПЦР. Фасовка U, ручное дозирование
	7.5 Подготовка и проведение ПЦР. Фасовка U, с использованием дозирующего устройства ДТстрим (только для детектирующих амплификаторов «ДТпрайм», «ДТпрайм II» в модификациях «ДТпрайм *X*», «ДТпрайм II *X*»)

	8 РЕГИСТРАЦИЯ РЕЗУЛЬТАТОВ АМПЛИФИКАЦИИ
	9 УЧЁТ И ИНТЕРПРЕТАЦИЯ РЕЗУЛЬТАТОВ
	10 ТРАНСПОРТИРОВАНИЕ, ХРАНЕНИЕ И ЭКСПЛУАТАЦИЯ
	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	13 РЕМОНТ И ТЕХНИЧЕСКОЕ ОБСЛУЖИВАНИЕ
	14 СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА РЕАГЕНТОВ
	15 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
	16 АДРЕС ДЛЯ ОБРАЩЕНИЯ
	Приложение А
	Приложение Б
	Приложение B


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



