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CMNCOK COKPALLIEHWIA 1 OBO3HAUYEHUI

B HacTosLLe MHCTPYKLUN UCTONb3YIOTCS CNefytoLle COKPaLLeHNs N 0603HaYEHNS:

Cre - CTPENTOKOKKU rpynnbl B

|_|L|,P - NoMMepasHas LienHas peakums

JTIKO - NabopaTOpPHbIi KOHTPO/bHbIM 06pasel|,
"B - UHTepepupytoLLne BelllecTBa

,U,HK - 0e30KCUPUBOHYKNEMHOBAs KMCNoTa
BK - BHYTPEHHWIA KOHTPO/Ib

K+

- MOMOXUTE/bHbI KOHTPO/bHbIA 06pasel,
- OTpPULATENbHBI KOHTPO/bHBIA 06paseL,
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BBEAEHUE

Streptococcus agalactiae 0THOCUTCA K rpamnonoXXnTesibHbIM 6akTepuam poga Streptococcus spp.
rpynnsl B, cemeiicTBa Streptococcaceae, nopsigka Lactobacillales.

S. agalactiae pacnpocTpaHeH noBceMeCcTHO. [MpupofHbIA pe3epByap 6GakTepuu O6LUMPEH W
BK/IKOYAET pa3/inyHble BUAbI MIEKONUTAIOLWMX, NTUL, N XONOAHOKPOBHbIX XXUBOTHBbIX.

CtpenTokokku rpynnbl B (CIB) KOMOHM3UPYIOT >KENyAOUHO-KULLEYHbIA, YPOreHUTa/IbHbIN
TpakKT, POTOBYHO U HOCOBYHO MOJIOCTb, O4HAKO OCHOBHbIM pe3epByapoM cumtaeTcs XKKT.

Y 60/bLUeR YaCTU NHULMPOBAHHbIX B3POC/bIX NHOAEN KOTOHM3aumMa npoTekaeT 6eCCUMNTOMHO
B BUAe 340p0OBOro HocutenbeTBa. OAHako S. agalactiae Bbi3biBaeT TSXKEN0 NpOTeKatoLLue 3a60/1eBaHNA
Yy HOBOPOXIEHHbIX [feTeli M npeAcTaBnseT OMacHOCTb A1 OnpedefieHHbIX MauveHToB ApYyrux
BO3PacTHbIX rpymnn.

CIrB 00nagaloT MHOXECTBOM pPas3/INYHbIX ()aKTOPOB MATOreHHOCTW, CMOCOOCTBYHOLLINX
BbDKMBaHWIO GaKTEPUA BHYTPU XO035IMHA, a TakKe pasBUTUIO MHJEKLUMOHHbLIX MPOLECCOB pPas/IMYyHON
nokanusauun [1].

CI'B MOXEeT BbI3blBaTb Takue 3ab0/1eBaHUSA KaK OCTEOMMUENNT, HEeKPOTU3UPYHOLWMIA (acuunT,
MMWO3UT, CEMNCUC, MHEBMOHUSA, apTPUT, MEHUHIUT, SHAOKAPAUT N MHPEKLNN YPOreHNUTaIbHOrO TPakTa,
npu 3TOM YypoBeHb 3a60/1eBaeMOCTM M CMEPTHOCTM pacTeT C yBe/IMYeHWeM BO3pacTa, a Takke npu
HaIMUNKN CepLeYHO-COCYANCTbIX 3a60/1€BaHNI, CHKEHUN UMMYHUTETA, OHKO/I0rMYeCKUX 3a60/1eBaHN
P, 3].

OpfHako, ocoboe BHMUMaHuWe S. agalactiae npuBnekaet K cebe B CBA3U C PE3KMM MOAHEMOM
3a60/1€BaeMOCTN HOBOPOXKAEHHbIX AeTell MHPEKUUAMM, BbI3BAHHLIMU 3TUM MUKPOOPraHuM3mMom. [o
HacTosLlero BpeMeHu S. agalactiae 3aHMMaeT O4HO M3 BefyLUMX MeCT B CTPYKType BO30yauTenei
nepuHaTanbHbIX UHQeKUMIA [2].

B nogasnsatowiem 60/bLLMHCTBE C/ly4aeB HOBOPOXAeHHbIe MHpMUMpytoTca CI'B BO Bpemsi posoB
OT MaTepu, NpuYyeM Yatlle 3TO MPOUCXOAUT MPU BarMHa/ibHOM pojopaspelleHnn. Puck 3abonesaHus
JOHoLIeHHOro pebeHka coctaBnseT 1-2%, HefoHOLLEHHOro — 15-20%, a Npu CpoKe rectauun mMeHee 28
Hegenb — npakTnyeckn 100%. CI'B Bbi3blBaeT paHHME HeOHaTa/lbHble UH(EKLNN, TaKne Kak Cencuc,
MEHWHIUT, NMHEBMOHUS, OCTEOMUENUT, apTPUT U NNENOHePUT, YaCcTOTa KOTOPbIX B pasHbIX CTpaHax
Kone6netcsa ot 0,2 o 5 n 60nee Ha 1000 >XMBOPOXKAEHHbIX AeTel [4].

B akywepckoi npaktnke ¢ CI'B cBs3blBalOT 6GakTepyeMmnio, MHJEKUUM MOYEBbIX MyTew,

XOPWUOAMHUOHUT, MPEeXAeBPeMEHHOE WU3IUTUE OKOJMOMMIOAHBLIX BOA, MNPeXAeBPeMeHHbIE pPOfbl,
NnocnepoaoBoOM IHAOMETPUT 1 ap. [4].
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O6cnefoBaHVe Ha HOCUTENBCTBO CTPENTOKOKKA rpynnbl B 1 nocnegyrowias Tepanva Bo Bpems
6epeMeHHOCTM MOMOraeT BbISIBUTb KOMOHM3aumio S. agalactiae pofoBbIX MNYTeN >KEHLMHbI W©
YMEHbLUNTb KONIMYECTBO POXKAEHUS AETEN C NPU3HaKaMn BHYTPUYTPOOHOM NMH(eKLmn [5].

OnTMasibHbIM peLLeHneM 4718 pean3aummn CKPUHNUHIOBLIX MEPONPUATUIA 1 paHHEeR AnarHOCTUKN
CI'B-mHpekumn  asnsetca meton [MLUP B peaslbHOM BpemMeHW, KOTOPbIA  XapakTepusyeTcs

UYBCTBUTE/IbHOCTBLIO,  CMELMMUYHOCTEIO M BbICOKOI  CKOPOCTbIO  MOJyYeHUs  pe3ynbTaToB

nccnepoBaHus. [2, 6].
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1 NMPEAHA3HAYEHHOE NMPMEHEHUME

1.1 TNonHoe HanMeHoOBaHWe Habopa: Habop peareHToB A1 BbisBneHua HK Streptococcus
agalactiae metogom MNMLUP ¢ geTekumen B pexxume peanbHOro spemeHu (Streptococcus agalactiae), fanee
Mo TEKCTY — HAbOp peareHTos.

1.2 HasHaudeHue: Habop peareHTOB npeAHasHadeH Ana BbiseneHns OHK Streptococcus
agalactiae (cTpenToOKOKK rpynnbl B) B 6uonornyeckoM martepuane vefnioBeka (KpoBb, MOKPOTa, MOYa,
COCKOObI 13 [blXaTeflbHbIX MYTei, XenyA0YHO-KULLIEYHOro U YPOreHNTasIbHOro TpakTa, ekaimm nuam
MEKOHWIA, 6uonTatbl, IMKBOP), B GaKTepuasibHbIX Ky/bTypax M3 3TOro 6uomarepuana, B CMblBax C
KaTeTepoB W 3HAOTpaxeasbHbIX TPYOOK METOAOM MOMMMEPasHOM LEenHOW peakumMn ¢ eTeKuuei B
peXxxrMe peasibHOro BpemMeHw.

13 ®PyHKUMOHa/IbHOE Ha3HaYeHWe: AMAarHOCTUKa in Vitro, CKPUHWHT.

1.4 TlokasaHUs K MNPOBEAEHMIO aHaIn3a: CKPUHMHI 6ecCMMMTOMHOIO HOCUTENbCTBA
Streptococcus agalactiae wnaM Hannune nNPuU3HaKoB WHPEKLUNOHHOTO 3aboneBaHWsi, BbI3BAHHOIO
Streptococcus agalactiae.

15 TlonynaunoHHble, eMorpapuyeckKmne acnekTbl: NccnefoBaHVe 6epeMeHHbIX XXeHLUH
N HOBOPOXKAEHHbIX [eTeMN.

1.6 TMpoTMBONOKAa3aHW K NPUMEHEHUIO HET.

1.7 O6nacTb npumeHeHusA: Habop peareHTOB MOXeT OblTb MCMO/b30BaH B K/IMHUKO-
[MarHOCTUYECKNX N1TabopaTopuaX MeAVLMHCKMX YUPEeXAeHWM U HayYHO-UCCeA0BaTeIbCKOM NPaKTUKe.

1.8 ToTeHuWasbHble MONb30BaTENN:  KBAIMMULNPOBAHHBLIN  MEpPCoHan, 06YyYEeHHbIN
MeToAaM MONEKYNAPHOM ANarHOCTUKM U NpaBuiamM paboTbl B KITMHUKO-AMarHOCTUYECKON labopaTopuu.

1.9 TpuMeHsATb HABOp peareHTOB CTPOrO MO Ha3HAYEHWIO COT/TACHO AaHHOW UHCTPYKLUMM MO
NMPUMEHEHMIO.
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NHCTPYKUMSA NO MPUMEHEHMIO

[HK-TEXHONOMUS _ et ®
_ Streptococcus agalactiae
2 XAPAKTEPNCTUKA HABOPA PEAITEHTOB
2.1  CocTtaB Habopa peareHTOB
R1-P012-S3/4, hacoBKa S, cTpunbl
H B o Konnyectso HoMuHanbHbIM
aumMeHOBaHWe KOMMOHEHTOB HeLLHWIA BUA MPOGMPOK 06bEM KOMMOHEHTa
CmMecb ans amnaugukaumm, MpospauHas GecLBeTHas XUAKOCTb 6 cTpunos 10 20 MK
3arneyaTaHHas napaguHom nof, BOCKOO6pasHbIM 6e/bIM Croem no 8 Npo6mpok
PacTsop Tag-nonvmepasbl Mpo3payHas 6ecLBeTHas XXUAKOCTb 1 npobupka 500 mKkn
MuHepanbHoe mMacno Mpo3paiHas GecuBeTHas BA3Kas 1 npo6bupka 1,0 mn
Mac/IiHUCTas XXMAKOCTb

MONOKUTENBHBIN KOHTPO/bHBIA Mpo3payHas becLBeTHas XUAKOCTb 1 npobupka 130 mkn
obpasel,
KpbILWK® gna cTpunos 6 wr.

HanmeHoBaHMe KOMMOHEHTOB

Cmecb Ans aMnanguKaLuum,

BHeLwHWi1 BUA

Mpo3payHas 6ecLBETHAs XNAKOCTb

173 R1-P012-23/4, thacoBKa S, npobupKun

KonnuecTso
npo6mpokK

HoMWHabHbIN
00BbEM KOMMOHEHTA

3aneyaTaHHas napamHoM Moj BOCKOO6pa3HbIM 6e/biM CNoem 48 MpooupoK 110 20 MKr
Pacteop Taqg-nonumepasbl Mpo3payHas becLBeTHas XULKOCTb 1 npobupka 500 mKn
Mpo3payHas becLBeTHas BA3Kas
MwuHepasibHoe macno MACTSHUCTaS! XIIIKOCTb 1 npobupka 1,0 mn
MoNoXUTENbHbIA KOHTPO/IbHbINA
Mpo3payHas GecLBeTHasA XWAKOCTb 1 npobupka 130 mkn
o6pasel,
@& R1-P012-UA/9, (pacoska U
HanMeHOBaHWe KOMMNOHEHTOB BHewHwii Bug Konuectso HPMMHaﬂbeM
npo6bupok 06bEM KOMIMOHEHTA
Mpo3payHas XX1AKOCTb cabo-
Cwmecb ana amnangukaummn
An thvikal DO30BOC LBETA 1 npo6upka 600 MKN
Mpo3payHan 6ecLBeTHasA BA3Kas
Monumepasa TexHoTag MAX KWIKOCTb 1 npobupka 30 MK~
MLUP-6ydep Mpo3payHas 6ecLBeTHas XXMAKOCTb 1 npobupka 600 mKn
MoNOXUTENbHbIA KOHTPO/IbHBIN
o6paseL, Mpo3payHas 6ecLBeTHasA XNLKOCTb 1 npo6upka 130 MKn

2.2 KonnyecTBO aHaM3NpyembiX 06pasLoB

Habop peareHTOB nmpeAHasHayeH /A7 OJHOKPATHOro MPUMEHEHWUs W paccuMTaH Ha

48 onpepfeneHnn (thacoBka S), UTO COOTBETCTBYET UCCNeL0BaHUIO He 60/ee 46 Hen3BeCTHbIX 06pa3LoB,
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OTPULIATENIbHOTO KOHTPO/IbHOIO 06pas3Lia 1 MoMOXMUTEeIbHOro KOHTPO/LHOTO 06pasLia.

Hab6op peareHTOB B (hacoBke U paccumTaH Ha npoBeAeHWe B py4yHOM copmaTte 96 onpegeneHuii npu
YC/MIOBMN MOCTAHOBKW He MeHee 5 06pa3LoB B OAHOM McCneaoBaHWM (3 HEM3BECTHbIX 06pasua,
NONOXMNTENbHbIA 1 OTPULLATENbHbIA KOHTPO/IbHbIE 06PasLbl) UK MPU UCMONb30BaHUM A03UPYHOLLErO
yCTpO/icTBa BO3MOXHA MOCTaHOBKa, Mpeanonararollas eanHoBpeMeHHO 96 onpegeneHuii (94

HeM3BECTHbIX 06pasLa, NONOXMNTE/NbHbIM N OTPULATENbHBIA KOHTPO/IbHbIE 06pasLbl).

2.3 [MpunHuymn metoga

MeToga: lMonumepasHaa uenHasa peakuusa (MUP) ¢ getekumein pesynbTaToOB: B peXume
peaslbHOr0 BPEMEHW; KaYeCTBEHHbIN aHau3.

MpuHUMN MeToZa OCHOBaH Ha WCMNOMb30BaHUW rMpouecca amnangpukaumm  OHK,
3aK/I04aloLLErocs B MOBTOPSOLLMXCS LMKIaxX TemnepaTypHon geHatypaunn AHK, omxura npaliMepos
C KOMIM/JIEMEHTapHbIMW MNOCNef0BaTe/IbHOCTAMU U MOCNeAyoLWwe AOCTPOMKM MONNHYKNEOTUAHbIX
Lenen ¢ aTux nparimepos Tag-nonMmepason.

[na NOBbILLEHWNS YYBCTBUTENIbBHOCTU U CMELMUYHOCTM peakLmm NpeaycMoTPeHO NpUMeHeHNe
«rops4yero» crapta. [Ana ¢acoBku S «ropsaunii» ctapT obecrneymBaeTcd METOAMKOW MPUroTOBEHUS
peakLNOHHOW CMecu, COCTOSILLLEN N3 ABYX CNOEB, pa3fenéHHbIX NPoCc/onKoi u3 napaduHa. CmeLLeHne
CNOEB W MpeBpalleHVe MX B aMMIUPUKAUNOHHYKO CMeCb MPOUCXOAUT TOJIbKO MOC/e MaBieHns
napagpuHa. MomMmMMo 3TOro, napaguH ob6ecrneymBaeT 3aneyaTbiBaHWE pPEaKUMOHHOW CMecu 1
[AONOMHUTENbHYIO 3alUMTY OT KOHTaMMHauMM amnankoHamu. «lopauuii» ctapT ana dacoskn U
ob6ecneyunBaeTca MCMNOMNb30BaHWEM MOMMEPasbl, aKTUMBHOCTb KOTOPOW 6/10KMpOBaHa aHTuTenamu,
aKTmBaLms (hepMeHTa NPoMCXOAMUT TOJIbKO Moc/e MnpefBapuTe/IbHOro nporpesa peakumMoHHOW CMecu
npu 94°C B TeUeHMe 5 MUHYT. DTO UCKOYAET HecneunpUUeCcKNii OTXKUT npaimepos Ha JHK-MuLeHn
npv Ha4ya/IbHOM Mporpese NPOBUPKMN.

B cmecb gna amnaudmkaumm BeefeHbl OHK-30HAbI, KaXAblA M3 KOTOPbIX COAEPXKMUT
(h/TyOPeCcUEHTHYIO MeTKY 1 racutenb gyopecueHumn. Mpu obpasoBaHUn crieynmnyeckoro npoayKra
OHK-30HA pa3pyLlaeTcs, AecTBMe racuTesna Ha IyopecLEeHTHYO METKY MpekpatlaeTcs, YTo BeET K
BO3pacTaHWIO YPOBHS  (PlyopecueHUMN, KOTOPbIA  (PUKCUPYETCA  cneuuasibHbiMA - npubopamMu.
KonnuecTtBo paspyLueHHbIX 30H40B (a, C/iefoBaTe/ibHO, U YPOBEHb (oIyOpecLieHUUN) yBeMymMBaeTcs
NPOMNopLUMOHa/ZIbHO  KOMMYecTBY  06pa3oBaBLUMXCS  CMeuUUYEcKMX  aMI/IMKOHOB.  YPOBEHb
(hnyopecueHUMN N3MEPAETCA Ha KaXXA0M LMK/e aMnangukaunm.

B coctaB cmecu Ansa amnamgumkauum BKAKOYEH BHYTPEHHWUI KOHTposnb (BK), KoTopbliii
npegHasHaveH 419 OLEHKM KayecTBa MPOX0oXXAeHUs NonnmmMepasHon LienHon peakumn. B coctas JHK-
30Ha, UCNOJb3YHOLLErocs ANa AeTeKuMy NpoaykKra amnangukauun cneumndgudeckon AHK, BkaoyeHa

thnyopecueHTHaa mMeTka Fam. B coctas AHK-30HAa, ncnonb3ytollerocs Ans AeTekuum npoaykTa
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aMnAnUKaumm BHYTPEHHETO KOHTPONS, BXOAWUT (h/lyOPECUEHTHbIN Kpacutenb Hex. B Tabnuue 1

npuBeaeHbl KaHasbl AeTEKLUN NPOAYKTOB aMNnguKaunn.
Tabnuua 1 - KaHasbl geTeKumn npoAyKToB amnanmkaumm
Fam Hex Rox Cy5 Cy5.5

Streptococcus agalactiae BK ; - -
WccnepgoBaHne cocTonT U3 cnedyrolimx atanos: BblaeneHne AHK (npo6onogrotoeka), MTTP-

amnangukauma JHK ¢ getekumeli pesynbTaToB B PEXMME PeaslbHOro BPEMEHU C MCMO/b30BaHUEM

Habopa peareHTOB Streptococcus agalactiae.

2.4 Bpewms npoBegeHust aHanmsa (MCKIoYas Npo6onoaroToBky) - oT 1,5 vacos.
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3 AHATNMTUNYECKUME XAPAKTEPUCTUKWM HABEOPA PEATEHTOB
3.1 CneundunyHOCTb aHanmn3a

B o6pa3uax 6ronornyeckoro marepmana yenoseka, cogepxkawmx AHK S. agalactiae, Bo Bpems
npoBefeHns aMmnanukKaumMm nporpaMMHoOe  obecrneyeHve [JeTeKTUPYHOLWero amnavukaropa
OUKCUPYET MOMOXKUTENbHbIE pe3ysbTaTbl aMmnangukauum cneum@uyeckoro rnpoaykra (pparmeHta
AHK S. agalactiae).

B o6pasuax 6uonormyeckoro matepumana, He cogepxxawmx AHK S. agalactiae, npu nposegeHnn
amnanukaumm  nNporpaMMHoe  obecrneveHWe  AeTEKTUPYIOLWLEro  amnamgukaTopa  (UKcupyet
oTpuuaTenbHble pe3ynbTaTbl amnanpUKaLMm cneunruyeckoro NPOAYKTa U NOOXKUTENbHbIN pe3ynbTaT
aMnanuKaumm BHyTpeHHero KoHTpons (BK).

Mpw nccnegoBaHn aHa/IMTUYECKOW crneunrnyHoCcTn nokasaHo OTCYTCTBUE
Hecrneungrnyecknx NONOXKUTENbHbLIX Pe3y/nbTaToB amnangukaumm npyv UccnefoBaHUM B BbICOKOWA
KOHUeHTpauun OHK  61M3KOPOACTBEHHbLIX  MWUKPOOPraHM3mMoB WM MUKPOOpPraHusmoB (B
KOHUeHTpauun  105-106 KO3/mn), noTeHUMaNbHO NPUCYTCTBYIOWMX B UCCefyeMblX 06pasuax:
Streptococcus bovis, Streptococcus sanguinis, Escherichia coli, Streptococcus pyogenes, Streptococcus
pneumoniae, Streptococcus anginosus, Staphylococcus aureus, Burkholderia spp., Klebsiella
pneumoniae, Proteus spp., Morganella morganii, Pseudomonas aeruginosa, Enterobacter cloacae,
Acinetobacter spp., Enterococcus spp. n JHK yenoBeka B KOHLEHTpaLmn 6onee 750 Hr Ha o6pasel,

MNoka3aHO OTCYTCTBME KOHKYPEHTHOM MHIMOMLMK Npu nccnefoBaHnm 06pasLoBs, cogepXkalnx

Hecneundunyeckyto JHK B BbICOKOWN KOHUeHTpauun n AHK S. agalactiae B HU3KO.
3.2 VHTepthepupytoLLne BellecTsa

Hannume nHrnéutopos MLUP B o6pasue 61M010rnyeckoro marepmana MoXeT 6bITb MPUUNHON
COMHUTENbHbIX (HEONpPeAeNn&HHbIX) pe3ynbTaToB. Npr3HaKoM NOAHOro MHrnémnposaHus MLP asnsetca
O[HOBPEMEHHOE OTCYTCTBME amMIINMUKALNN BHYTPEHHETO KOHTPONSA U CNeuupuYecKoro npoaykra
(cm. paspen 2.3, pasgen 9.3).

K wuHruoutopam [LP, KoTOpble MOryT npucyTcTBOBaTb B 06pa3ue [AHK, oTHeceHbl
cnefyloLine aHOOrMEHHbIE N 3K30reHHble MHTepepUpyoLLne BeLecTBa: reMornoouH, 6unnpyouH,
XONEeCTepuH, Tpuranuepuapl, cnmsb (MyuuMH) n nekapcTBeHHble npenapatbl (MPC-19, Ha3oHekc,
NMUHOCO/, X/TOPreKCUanH 6UrntoKoHart, HAOMETaUNH Cynno3nTopun, pUHOQIYUMYLW, OKTEHUCENT).,
Haxogswmecs B obpasue HK B pe3ynbTate HENOHOMO yaasieHUs B Xoae BblaeneHna AHK n3 obpasua
6uomaTepmana, a TakXke W30NPONWIOBLIA CNUPT U MeTuNaueTar, ocTaiowmecs B obpasue AHK B
pe3ysibTaTe HenosIHOro yAaneHUs NPOMbIBOYHBLIX PaCTBOPOB B X0Ae Npo60onosroToBKN.

MaKc/Ma/bHble KOHLEHTPALMN NHTEP(EPUPYHOLLIMX BELLECTB, NMPU KOTOPbIX He Ha6Aan0Ch

nHrnémposaHue MNLP, npeacTasBneHbl B TabNULE HUXKE.

Pernctparua MU 8 Pocagpasramaope
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AHK-TEXHONOT A

x'--. -rAa-l-.

Bug 6bruomaTepuana

KpoBb, hekannu nnm mekoHuin, Moua,
COCKOGbI 13 YKenyA04HO-KULLEYHOT 0
TpakTa

KpoBb, hekanum nnm MeKoHUiA,
COCKOObI 113 XKenya04HO-KMLLEYHOTO
TpakTa, IMKBOP

KpoBb, MOKpOTa, COCKOObI 13
ObIXaTeNbHbIX MyTel, CMbIBbI C
3HAOTpaxeanbHbIX TPYOOK, CMbIBbI C
KaTeTepoB, (heKanum UM MeKOHWIA,
MOYa, COCKOObI 13 XXeny[ouHo-
KULLEYHOro TPaKTa, Moya, buonratbl
KpoBb, thekanmm nnm MekoHwia,
COCKOObI 13 XKeNyA04YHO-KNLIEYHOTO
TpakTa

MoKpoTa, COCKOGbI 13 bIXaTe/bHbIX
MyTei, COCKOObI N3 YPOreHNTaIbHOIO
TpakTa

KpoBb, CMbIBbI C KaTeTepoB
MokpoTa, COCKOb6bI U3 AbIXaTeNbHbIX
nyTei

MokKpoTa, COCKOObI 13 AbIXaTe/bHbIX
nyTe

MokpoTa, COCKOBbI U3 AbIXaTe/lbHbIX
nyTen

MoKpoTa, COCKOObI 13 AbIXaTe/bHbIX
nyTel COCKOBbI U3 YPOreHUTaIbHOT0
TpakTa

deKannum nnm MekoHwui

MokpoTa, COCKOObI U3 AbIXaTeNbHbIX
nyTel

MoKpoTa, COCKOObI U3 AbIXaTeNbHbIX
nyTeli COCKOObI U3 yPOreHNTa/IbHOro
TpakTa

KpoBb, MOKpOTa, COCKOObI 13
[bIXaTe/bHbIX MyTeR, CMbIBbI C
3HA0TpaxeanbHbIX TPYOOK, CMbIBbI €
KaTeTepoB, (heKanmm UM MeKOHUIA,
MQYa, COCKOObI 13 XKenya04Ho-
KVLLIEYHOro TpakTa, Moya, buonTartsl,
NKop, 6aKkTeprabHble KynbTypbl
KpoBb, MOKpOTa, COCKOGbI 13
[bIXaTe/NbHbIX MyTel, CMbIBbI C
3HAO0TpaxealbHbIX TPYOOK, CMbIBbI €
KaTeTepos, hekanmm UM MeKOHWUIA,
MOYa, COCKOObI U3 XXenyaouHo-
KULLEYHOro TpakTa, Moya, 6uonTarsl,
NMKOp, BakTeprasnbHble KynbTypbl

NHCTPYKUNS NO NPUMEHEHUIO Nuet 10

Streptococcus agalactiae Jlvctos 37

MHTepepupytoLLiee
BELLECTBO

OHOreHHbIe BeLllecTBa

ViccnefoBaHHas KOHLUEHTpaUuUs B 06pasLie

Bunnpy6uH 684 MKMOnNb/N

XonectepunH 13 Mmonb/n

FemornobuH 0,35 mr/mn

Tpurnuuepuapl 37 Mmonb/n

Cnunsb (MyuuH) 20%

OK30reHHble BellecTBa
SATA no 2,0 mr/mn
MPC-19 5%

Ha3oHekc 2%

MuHocon 2%

XnoprekcuamH GurnokoHaT 5%

VHpomeTaumH

5%
cynnosuTopuu

PuHodnyumyLmn 5%

OkTeHucenT 2%

M3onponunosblii cnvpT 10%

MeTunauerar 10%

Mpu pob6asneHnn renapvHa B 06pasubl 6uomaTtepuana (KpoBb M CMbIBbl C KaTeTEPOB)

NHrnémposaHme MLP Habn[anocs NpM MUHUMaIbHO UCCNEA0BAHHON KOHTTEHTPATLLM MHTepdepeHTa
paBHon 110 ME/an.

1 CornacHo MTOCT P 53079.4-2008 (TexHonoruu nabopaTopHble KaMHUYeckme. ObecneyeHne KavyecTBa KIMHUYECKNX

nabopaTopHbIX MccnegoBaHun. YacTtb 4. lMpaBuna BeAeHWS NpeaHaMTUYECKOro aTtama) kKanvs SATA Mcnonb3ytoT B
KOHLeHTpaumun oT 1,2 no 2,0 mr/mn.

Pernctpanua MH B Pocagparnagsope
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NHCTPYKUMS NO NpYMEHEHUIO Nviet 11

JlnctoB 37

Yy OHK-TEXHO/10I A

Streptococcus agalactiae

3.3 Mpenen o6HapyXeHWs:

Mpepen 06Hapy>xeHusi coctasnseT 5 konuii AHK Ha amnaMdukaunoHHyo npobupky. Mpeaen
OGHapy>XeHUs1 yCTaHOB/MEH MNYTEM aHanM3a CepPUMHbIX pasBefeHWNn NabopaTOPHOro KOHTPO/bHOMO
o6pasua (JIKO).

Mpegen o06Hapy>eHUsT B uMccnefyeMoM o00pasle 3aBUCUT OT UCMNOoJSIb3yeMoro Habopa
(koMmnnekTa) peareHToB A5 BblaeneHns JHK n KoHeYHOro o6bLémMa antounmn (passegeHuns) BblAeIEHHOM

OHK, Hanprmep, cockobbl U3 Bnaranvwia, B 500 MK TpaHCNOPTHOW cpeapl:

KomnnekTbl peareHToB ans BblaeneHns JHK / 06bém antoumm

MPOBA-HK/ WPOBA-TC/ MPOBA-MY-PANA/ MPOBA-PATING/
50 100 300 500
50 100 300 o
Konuii/obpaseLy Konwuit/obpasel, Konuii/obpasel, 500 konui/obpase
3.4 JnarHoctmnyeckme XxapakTepucTmkin

Bug buomatepunana YyscTBUTENBHOCTL (95% AWN) CneuundmyHocTb (95% [N)

KpoBb

MokpoTa

Cocko6bl 13 fbIXaTe/bHbIX NyTei
CMbIBbI € 3HAOTpaxeasbHbIX
Tpy60K

CMbIBbI C KaTeTepoB
deKanmm UM MeEKOHW
BakTepuanbHble KynbTypbl
Moua

CocKobbl n3
KULLEYHOr 0 TpakTa

Cockobbl U3 YpPOreHUTaNIbHOro
TpakTa.

BuonTatbl*
Jlnkeop*

Streptococcus agalactiae
MpumeyaHus:

KesyL0YHO-

Peructpamua MH B Pocagpasnamasope
www.nevacert.ru | info@nevacert.ru

100,0 (39,76-100,0)
100,0 (47,82-100,0)
100,0 (54,07-100,0)

100,0 (59,04-100,0)

100,0(15,81-100,0)
100,0 (54,07-100,0)
100,0 (80,49-100,0)
100,0 (82,35-100,0)

100,0 (78,20-100,0)

100,0 (63,06-100,0)

100,0 (69,15-100,0)
100,0 (69,15-100,0)
100,0 (96,6-100,0)

* - CUHTETUYeCKMe 06pasLbl.

100,0 (91,40-100,0)
100,0 (91,19-100,0)
100,0 (88,06-100,0)

100,0 (59,04-100,0)

100,0 (39,76-100,0)
100,0 (88,06-100,0)
100,0 (87,66-100,0)
100,0 (88,78-100,0)

100,0 (88,43-100,0)

100,0 (90,51-100,0)

100,0 (69,15-100,0)
100,0 (69,15-100,0)
100,0 (98,6-100,0)



< NHK-TEXHONOT N4 NHCTPYKUUS N0 NPUMEHEHNIO et 12
Streptococcus agalactiae Jlnctos 37

3.5 BHyrpucepuiiHas 1 MexxcepuiiHas BOCMpon3BoANMOCTb

OLeHKa BHYTpUCepUiiHOl 1 MeXXcepuiiHoli BOCMPOM3BOANMOCTM Habopa peareHToB NpoBeaeHa

MyTEM CpaBHeHWsl pPe3ynbTaToB, MOJyYeHHbIX MPW WCCNEAOBaHWM OAHUX U TeX e 24 06pasLioB

6uomarepuana.
BocnpownssogumocTtb
o . MexcepuiiHas,
BHyrpucepuiiHas MexcepuiiHas
Pesynbtar 3KBMBA/IEHTHOCTb (JacoOBOK
dacoBka S, cTpunbl
Ha6op 1 Ha6op 2 dacoska S, cTpunbl PacoBKa S, MPoOGUPKM

KonnyecTBo NonoXuTenbHbIX
pe3ynbLTaToB 13 13 13 13
KonnyecTBo oTpuLaTenbHbIX
pe3ynbLTaToB d 1 1 d
O6Lee KONMYECTBO COBMAAEHNM
pe3ynsLTaToB 24 n3 24
% coBnajeHNs pe3ynsTaTtoB
(95%M) 100% (85,7-100%)
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J 1 JHK-TEXHO/I0I'NA VIHCTpYKLMS NO MPUMEHEHNo NineT 13

Streptococcus agalactiae JlncTos 37

4 MEPbI NMPEOCTOPOXHOCTWU

OpraHuzaumna pa6botbl [LIP-nabopatopun, o6opyaoBaHue U MaTepuaibl  JOMKHbI
cooTBeTcTBOBaTb Tpe6oBaHMaM FOCT P 52905-2007, meToAn4vecKMx ykasaHuii MY 1.3.2569-09
«OpraHusauns paboTbl 1abopaTtopuii, NCNOMb3YIOLWNX MEeTOAbI aMNINGUKALNN HYKIEUHOBBIX KUC/OT,
npu pabote ¢ MaTepuasiom, cofepXkawm MuUKpoopraHmsmbl I-1V  rpynn natoreHHocTu», ¢
Cco6M0eHNEM CaHUTapHO-aNuaemMuonorndeckux npasmn CIl 1.3.2322-08 «be3onacHOCTb paboThbl ¢
MUKpoopraHusmamu LU-1V rpynn naTtoreHHoOCTU (0nNacHoCTM) W BO30YAUTENsIMU NapasuTapHbIX
60nesHel».

K pa6oTe ¢ HabopoM peareHTOB [OMYCKAeTCA TO/IbKO MEPCOHa, OOY4YEeHHbIA MeToham
MOEKYISPHOM ANAarHOCTMKKN U npasuiam paboTbl B KNIMHMKO-AMarHOCTUYECKOM nabopaTtopum.

Wccnepgyemble o06paslbl paccMaTpmBalOTCA Kak MOTeHUManibHO-onacHble. Mpu paboTte ¢
MUKpoopraHuamamu I-1V rpynn natoreHHoCcT BbI6op TMNa 3alMTHOro KocTioMa (paboyert ogexzabl 1
CPeACTB WHAVBUAY&/IbHOW 3aluTbl) NPOBOAUTCS B CTpoOrom cooteetcTBum ¢ CIM 1.3.2322-08 u
onpegensieTca BUAOM BO30OyAuUTeNs, AMArHOCTUYECKUM MeTOLOM, paboyeit 30HOW, OCHalleHVEM ee
6oKcaMu 61ONOrMYecKon 6e30MacHOCTH.

Mpwn paboTe ¢ HAGOPOM peareHTOB CefyeT HafeBaTb OA4HOPa30Bble NepyaTky 6e3 TasibKa.

Mcnonb3oBarth TO/ILKO OAHOPA30Bble HAKOHEYHUKN N NMPOBUPKMN.

He ponyckaeTtcs Ucnosb3oBaHMe O4HUX U TeX XKe HaKOHEYHUKOB Npu o6paboTke pas/inyHbIX
06pa3yoB 6MONOrMYecKoro maTepuana.

BbigeneHne AHK cnegyeT npoBoguTb B 60Kcax 6Guonormyveckoi 6eszonacHoctu I Knacca.
MoprotoBky K MLIP ¢ ncnonb3osaHvem Habopa peareHTOB BO3MOXHO nposoauTb B MLIP-60Kcax.

Bce nabopatopHoe o6opyfoBaHWe, B TOM YMUC/e [03aTOpbl, LWTaTKBbI, labopaTtopHasa nocyaa,
Xasnarbl, F0/I0BHbIe Y60pbI 1 NP., a TaKXXe pacTBOPbI peareHToB A0/KHbI OblTb CTPOro CTalMoOHapHbIMN.
3anpeLaeTca nx nepemMeLleHe N3 04HOI0 NMOMeLLLEHUS B ApYroe.

Jo3aTopbl [O/MKHbI 6bITb COOTBETCTBYHOLMM 06pa3oM noBepeHbl (B aKKpeAMTOBAHHbIX
nabopaTopuax) 1 NPOMapKNpPOBaHbI.

Vicnonb3oBaHHbIE O4HOPA30Bble NMPUHAAIEXXHOCTU (MPOOUPKN, HAKOHEYHUKWN W ApP.) LO/MKHbI
cbpacblBaTbCA B KOHTENHep A8 MeAUUUHCKUX OTXOAO0B, COAEPXKalnin Ae3VHPULMPYIOLWNIA pacTBOpP
(npwn HeobxoaMMOCTN).

MoBepxHOCTM paboymx CTOMOB, a TaKXe MOMELLEHNIA, B KOTOpbIX nposoauTcs MLP, cneayet

006513aTe/IbHO, 40 W Mnoc/e npoBefeHUss paboT, 0b6ny4daTb C MOMOLLbIO GaKTepUUMAHbIX YCTaHOBOK B
TeyeHue 15-30 MUHYT.

Peructpanua MU 8 Pocagpasramsope
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¥ OHK-TEXHONOrngd NHCTpYKLS MO NPUMEHEH0 Nver 14
Streptococcus agalactiae Jvctos 37

Bce noepxHOCTM B fabopatopumn (pabouyme CTOMbI, LWITaTUBLI, O6OpydoBaHWe W ap.)
€XXeJHEBHO NOABepralT BNaXKHOW YyO60pKe C NPUMEHEHWEM AEe3UHMULMPYHOLWMX/MOKOLNX CPeacTB,
pernameHTUpPOBaHHbLIX caHUTapHbIMKU npasunamn CI1 1.3.2322-08.

BHVMAHWE! ¥YTunuaunposatb oTxoApbl ¢ Nnpoayktamu MNLIP He06X0AMMO TO/IbKO B 3aKPbITOM
Buae. He gonyckaeTcsa oTKpbiBaTb Npo6upkM nocne amnamgukaummn (MY 1.3.2569-09).

Mpu wncnonb3oBaHUM Habopa peareHToB B  K/IWMHWKO-AMAarHOCTUYeCKOW nabopatopumn
06pa3ytoTca oTXoAbl knacca B, KoTopble KnaccuuuMpyroTca U YTUAN3MPYKOTCS B COOTBETCTBUMN C
Tpeb6oBaHMAMU CaHlMnH 2.1.3684-21.

OnacHble KOMMOHEHTbI B HA6Ope peareHToB

BapuaHT 1crnonHeHus
KomnoHeHT Habopa peareHToB

MLIP ¢ geTekumein B pexxnMe peasisHOr0 BPEMEHM

dacoska S dacoska U
Cmecb gnsd amnaudukaumu, 3arnevaraHHas HeT ONacHbIX BEILIECTS )
napaguHoM
PacTtsBop Tag-nonvumepasbl HeT onacHbIX BeLLeCTB -
MwuHepasibHOe macso HeT onacHbIX BeLLecTs -

Cwmech Ans amnandukaLmm - HeT onacHbIX BELLECTB

Monumepasa TexHoTag MAX - HeT onacHbIX BeLLecTs

MLP-6ydep - HeT onacHbIX BeLWeCTB
MoNoXUTENbHBIN KOHTPO/BHBIN 06paseL, As3ng Hatpusa meHee 0,1% As3ng Hatpus meHee 0,1%

B cocTaB HaGopa peareHTOB BXOAST peareHTbl, KOTOpble COAepXKaT as3ng HaTpus -
KOHCEPBAHT, B KOHLIEHTpauun meHee 0,1 %, UTo SBNsieTCS 6e30MacHbIM /17151 KOHEUHOrO Mo/b30BaTers.

Mpn MCNoMb30BaHWM MO Ha3HAYeHUIO U CO6MOAEHMIO Mep MPeaoCTOPOXHOCTU, KOHTaKT C
OpraHM3MOM YeoBeKa UCKoUEH. Mpu aBapuiiHbIX CUTYaLMSX BO3MOXKHO CeAyHoLLEe: pas3fpakeHne
KOXXW U C/IM3UCTOIN 060M0YUKN TNa3 y YyBCTBUTENbHbIX /UL, anepruyeckas peakums. Mpu KOHTaKTe
MPOMbITb MOpPaXKeHHOe MeCTO BOZOI 1 06paTUTLCS 3a MEAVLMHCKO NMOMOLLbHO.

He gonyckaeTcst UCNO/b30BaTb HAbop peareHToB:

NP HapyLLEHWWN YC/IOBWiIA TPAHCNOPTUPOBAHUS U XPaHEHUS;

NPV HECOOTBETCTBUM BHELLHErO BUJA peareHToB, YKa3aHHOrO B nacropTe K Habopy
peareHToB;

NpU HapyLLIEHUN BHYTPEHHel YNakKoBKY KOMMOHEHTOB Habopa peareHToB;

no NCTedyeHMro CpoKa rogHoCTK.

MpriMmeyvaHue — Ha6op peareHToB He COAEPXKUT MaTepUanoB 61ONOMMYECKOT0 MPOVCXOXK/AEHUS], BELLECTB B
KOHLIEHTpaUUsX, 06/afalolnX KaHLEPOreHHbIM, MyTareHHbIM [eACTBMEM, a TaKKe BAVSIOWMX Ha

PENpPOAYKTUBHYHO (DYHKLMIO uenoBeka.  [MpU  MCMOMb30BaHMM MO Ha3HAYeHU ¥ COBMOAEHUM Mep
NPeLOCTOPOXHOCTY ABNSIETCA 6e30MaCHbIM.
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5 OBOPYNOBAHVE N MATEPUAJIbI

Mpn pa6oTe ¢ HabopoMm peareHTOB Streptococcus agalactiae TpeGytoTcs cregytoLime

060py10BaHNe, peareHTbl 1 PpacXoAHble MaTepuasibi:

dacoBka S ®acoska U
O6opyaoBaHue, peareHTbl M PacXoHble MaTepuabl
CTpUMbl  NPOBUPKN PYUHOL aBTOMATUIV
OBaHHbI
MLP-60kc fa Ja fa na
amnaMukaTop getektupytowmii ATnait, ATnpaiim, AT-96 (OO0 «HIMO
Ja Ja Ja na

OHK-TexHonorus»)!
amnnmgukatop Rotor- Gene Q (QIAGEN, epmaHus) HeT na Ja HeT
MUKPOLIEHTPUYTa-BOpTeKC aa fa Ja Ja
potop  Ana MUKPOLIEHTPUYrn-BopTEKCa 15 CTPUMOBAHHLIX MNPOOMPOK 1 HeT HeT HeT
06bEmom 0,2 mn
X0NOAUBHWK UMW XONOAN/IbHAS Kamepa it} it} na fa
MOPO3WbHAA KaMepa HeT HeT ik} Ja
LITaTMB «paboyee MeCTO» A1 MPOOMPOK 06BEMOM 1,5 Mn
N 4N CTPUNOBaHHbIX NPO6UPOK 06bEMOM 0,2 MA ha ha ha ha
[03aTOpbl  MEXaHW4ecKMe WM 3MeKTPOHHbIE  NepPeMeHHOro  06béma
OfJHOKaHaJbHbIe, M03BONAIOLLME 0TOMPaTL 06BEM >uaKocT oT 0,5 Ao 10 MK/, Ja fa fa HeT
o1 2,0 go 20 mkn, ot 20 go 200 mkn, ot 200 go 1000 mKkn
0[JHOpPa3oBble HAKOHEYHWKM C (UILTPOM A1d  MONyaBTOMaTUYECKMX
[l03aTopoB., cBo6oAHbIE 0T PHKa3 n JHKa3, o6bémom 10 MKA HeT HET Aa HeT
O[lHOpa30Bble HaKOHEUYHUKW C  (PUALTPOM A1  M0/IyaBTOMATUYECKUX
[03aTopoB., cBo6oAHbIe 0T PHKa3 n [HKa3, 06béMom 20 MK/ ha fa ha HeT
0/lHOPa30Bble HAKOHEYHVKM A1 MO/TlyaBTOMaTUYECKUX [03aTOPOB, CBOOOAHbIE
ot PHKa3 n IHKa3, o6bémom 200 mkn, 1000 mMkn ha Aa ha HeT
nNpo6upky 06bEmom 0,5 MmN HeT HeT na HeT
NPOGMPKM aMNINPUKALMOHHBIE 06BEMOM 0,2 M HeT HeT Ja HeT
0JiHOpa30Bble NepyaTkn MeLULUHCKYE, 6e3 TaNlbka, TEKCTYPUPOBaHHbIE na na fa aa
8MKOCTb /11 copoca MCMo/b30BaHHbIX HAKOHEYHWKOB, MPOGMPOK U ApYrux " " ” na
pacxofHbIX MaTepunanos
Le3nHpULMPYIOLLLEE CPeLCTBO na Ja na Ja
Jo3upytoLLee ycTpoiicteo ATcTpum HeT HeT HeT Ja
HakoHeuHuKn GEB (Tecan style) AF2000T-H-NS HeT HeT HeT Ja
YCTPOWCTBO 415 3aneyarbiBaHns nnaHweT [ Tnak HeT HeT HeT Ja
LeHTpudyra ans mukponnaHwet MLP HeT HeT HeT Ja
nosiMMepHan TepMOrn/ieHKa N4 3aneyartbliBaHNA MUKponiaHLweT NTTP HeT HeT HeT Ja
MuKponnaHwet MUP HeT HeT HeT Ja

Ana npenobpaboTky maTepuana Ana uccnefosaHus u BolgeneHma JHK:
— OOKCc 6umonoruyeckoin 6ezonacHocTu N Knacca;
- TepMocCTaT TBEPAOTE/bHbIA NporpaMmupyemblii ManorabapntHoeli TT-1-« AHK-TexH.» (OO0
«HMO AHK-TexHonorus», Poccns) unn aHanornyHblii;
- NPOBUPKN MUKPOLIEHTPUDYXXHble 06BEMOM 1,5 M1 € KpbiwKamu, cBoboaHble oT PHKa3 n JHKas
Wnn npobupkn obvéMoM 1,5 M ¢ 3alWéNKMBaKOWNMUCA KpblilKaMn, cBo6oAHble oT PHKa3 u

A HKa3s, Hanpumep, Eppendorf Safe-Lock Tubes;

Perucrpanug MU B Poc3gpaerapzope
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3NEKTPUYECKMIA NabopaTopHbI acnMpaTtop ¢ Kon6oi-noByLIKOM NS yAaleHUs HafoCcafgo4vHbIX

XngkocTten (npy He06X0AMMOCTU yAaNleHNsA Haf0CafA0uHOM XUAKOCTW);

- 0fHOpa30Bble HaKOHEUYHUKU 6e3 hunbTpa, cBobogHble oT PHKas 1 AHKas, ana anekrpuyeckoro
nabopatopHoro acnuparopa (Npy Heo6XoANMOCTU yAaNeHNs Haf0CaA0YHOM XXUAKOCTN);

- uUeHTpudiyra ans npobmnpok o6xvEMom 1,5 mn, ¢ RCF He HMxke 16 000 X g;

- MUKPOLEHTPUJYra-BOpTeKC;

- WTaTuB «paboyee MECTO» ANA NPOOGMPOK 06BEMOM 1,5 M;

hmsmonornyeckmii pactTeop (ecnm He06XoaMMO) ANst NOATOTOBKM OTPULLATENIbHOrO KOHTPO/IbHOMO
o6pasua;
- BOfJa AenoHn30BaHHas (NpyY HeO6X04UMOCTN);

- TpaHcrnopTHaa cpefa (pekomeHpyeTcsa TpaHcnopTHaa cpega pnsa 6uonpo6 CTOP-® o
TY 21.20.23-101-46482062-2019, npoussoactea OOO «[AHK-TexHonorua TC», Poccus,
PY Ne P3H 2020/9640);

- Habop/koMnnekT peareHToB [Ana BblgeneHuss JAHK wu3  6uonorvyeckoro martepuana
(pekomeHgytoTcs  TMPOBA-HK, TPOBA-I'C, T[MPOBA-PAMKNA, TPOBA-MY-PAMNA

npomnssoactea OO0 «HIMNO AHK-TexHonorus», Poccus).
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6 AHANN3NPYEMbIE OBPA3LbI
6.1 Martepwan gna nccnegosaHus
[na vccnegoBaHMst NCNOMb3YHOT KPOBb, MOKPOTY, MOYY, COCKOObI M3 AbIXaTe/lbHbIX NyTeN,
YKeNYAOUYHO-KULIEYHOIO0 N YPOreHUTa/IbHOIO TpakTa, (heKamm UM MEeKOHWK, 6uonTtaTtbl, JIMKBOP,

6aKTepuanbHble KynbTypbl U3 3TOF0 6MoMaTepurana, CMbIBbl C KATETEPOB U 3HAOTPaxXeaslbHbIX TPYOOK.

6.2 O6Lue TpeboBaHMsA

NccnepgosaHme metogoM MUP oTHocUTCA K NpAMbIM METOAaM /1abopaTopHOro nccefoBaHus,
NO3TOMY B35iTMe BUOI0rMYECKOro MaTepuana YesoBeka He06XoAMMO NMPOBOAUTL N3 MeCTa JIoKa/IM3aLmnm
VMH(EKUNOHHOIo rnpouecca. PelleHne o0 Heo6XOAMMOCTU UCCNef0BaTb TY WU WHYIO NIOKa/M3auuio
NPUHMMAET Jfleyalnii Bpad Ha OCHOBaHUM COOpPaHHOro aHaMHe3a W  K/IWHUYECKOW KapTUHbI
3abo1eBaHuS.

Ana nonyvyeHWsi KOPPEeKTHbIX pe3ynbTaToB 60/bLIOe 3HAaYeHWe KMeeT KayeCTBO B3ATUSA
ob6pasua buomartepuana ana uccnefoBaHus, ero xpaHeHue, TpaHCNOPTUPOBaHWE U NpeaBapuTe/ibHas
06paboTKa.

HenpasunbHoe B3siTMe OuOMaTepuasia MOXET TMPUBECTU K TMONYYEHUIO HELOCTOBEPHbIX
pe3ynbTaToB WU, BCNeACTBUE 3TOro, HEO6X0AMMOCTM ero NOBTOPHOIO B3ATUSA.

MpumMeydaHue - BssaTue, npeaBapuTeibHY0 06paboTKy, XpaHeHWe 1 NepeBo3Ky, nepeaady UCCiedyeMoro martepuana B
Apyre OpraHu3aLMy OCYLLECTBASIOT COMNAaCHO WHCTPYKTVMBHO-METOAMYECKAM [OKYMEHTaM, PernamMeHTUpYIoLLVM

BbIMO/IHEHWE UCCNEA0BaHNI B COOTBETCTBUM C TpeboBaHuAMM MY 1.3.2569-09 n CIM 1.3.2322-08.

6.3 B3aTve maTepuana Ha UccneoBaHme

BHVMAHWE! Tlepen BblgeneHvem [AHK Tpebyetca npeasaputesibHad o06paboTka 06pasLos

6uonormnyeckoro matepuana (6.5). 6.3.1. Mepudepunyeckas KpoBb

B3siTve uenbHOM nepugepmyecKon KpoBN NPOBOANTCA B BaKyyMHbIE M1aCTUKOBbIE NPOGUPKU
Tuna Vacuette o6béEMom 2,0 mam 4,0 M ¢ A06GaBNEeHHOM B KayecTBe aHTUKOarynsHTa Cosbho
aTuneHanamuHTeTpaaudetaTa (34TA) B KOHEYHOW KOHUeHTpaumn 2,0 mr/mn.  Ons nepemeLlvBaHus
KPOBM C aHTUKOAry/ssHTOM, Noc/e B3ATUA MaTepuana, He06XoaMMo nepeBepHyTh NPO6UPKY 2-3 pasa.

BHVMAHWME! He gonyckaeTcsa UCrnosib3oBaHWe rernapmHa B KauecTBe aHTUKOAry/isaHTa.

6.3.2. Jluksop

B3saTue CrnMHHOMO3roBOW >XMAKOCTU (NIMKBOPA) OCYLLECTB/SETCA OAHOPAa30BbIMU UrfamMu B
O[HOpa3oBble MyCTble MPo6bupkn 06bLEMOM 1,5 M B KonmyecTtBe He meHee 500 MK corsiacHo

yCTaHOBNEHHOI npoueaype. Mpo6upku crnedyeT MA0THO 3aKPbITbh KPbILIKOW 1 NPOMapKMpPOBaTh.

6.3.3. MokporTa
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B3ATve MaTepuana ocyLLeCTBNSOT B OAHOPA30BbIE PafyNpPOBaHHbIE CTEPUIbHbIE (PIAaKOHbI C
NTUPOKMM FOPJIOM 1 3aBUHUYMBAIOLLUMICA KPbILLKaMy 06BEMOM He MeHee 50 MJ1 B KOIMYECTBE HE MeHee

1,0 mn.

Mocne c6opa MaTeprana hIakoH NIOTHO 3aKPbIBAKOT U MapKUPYHOT.

6.3.4. Moua

[na aHann3a oToMparoT NepBYy0 NOPLMIO YTPEHHE MOUN B KONNYeCTBe He MeHbLUe 20-30 M.

OT60p MOUM NPOBOASAT B CReUManbHYH CyXYH CTEPU/IbHYH EMKOCTb 06bEMOM A0 60 M/, CHAGXKEHHYHO

repmMeTnyHoO BaBMHHMBa}OU_LeVICﬂ KprLIJKOI7|.

Mocne c60pa MOUM KOHTeHEP MI0THO 3aKPbIBAlOT U MapKUPYHOT.
6.3.5. COCKOGbI 13 AbIXaTeNbHbIX MYTel, XXenya0UHO-KULLIEYHOTO 1 YPOreHUTa/IbHOMo TPaKTa

B3ATne martepuana OCyLLECTBAAETCSA C MOMOLLbIO CheunaibHbIX CTEPU/bHBIX OLHOPa30BbIX
WHCTPYMEHTOB — 30HAO0B, LMTOLLETOK WX TaMMOHOB, B 3aBUCUMOCTM OT UCTOYHMKA K/IMHUYECKOro
MaTepuasia corsiacHO yCTaHOB/IEHHOW npoueaype.

MNocne B3ATUSA GUOMOrMYECKOro MaTepuasia nepeHecuTe 30HA B MPOOGUPKY C TPaHCMOPTHOM
cpefoii, npegHasHa4YeHHOW nNpow3BOAMTENeM AN TPAHCMOPTUPOBaHUS WM XPaHeHMst 06pasLoB
6uonormnyeckoro matepuana ansa rNLP-nccnegosaHnia, 1 TwaTenbHO NPONOAOLWMTE ero B TeveHue 10-
15 ¢, nsberas pas3bpbI3rMBaHUs XXNAKOCTU. 3aTeM U3BEKMTEe 30HA U3 pacTBOPa, NMPMXKMMas ero K CTEHKe
NPOOUPKN, OTOXKMUTE N3OLITOK XXUAKOCTU, YAanuTe 30HA4 U BblopocbTe. MAOTHO 3aKpPONTe KPbILIKY

NPOGVPKM 1 NPOMapKUpyiTe.

MpumeyaHue - lepea NoNyYeHNEM COCKOGA aNUTENNAbHBLIX KNETOK C 3afIHE CTEHKU FNIOTKK, U3
YPETPbI, 33[HEro CBOJa Bnaranlla, LEPBUKASIbHOMO KaHana, CBOOOAHO CTeKalollee OTAensemMoe

H606X0,D|I/IMO yOaINTb CTEPUSIBHBIM BaTHbIM TaMIMOHOM.

6.3.6. ®deKanuu Uanm MeKoHUM

[ns aHanmM3a Ncnonb3yroT NPoobl heKannin N MeKOHMSE Maccoi (06bEMOM) NPUMEPHO 1-3 T
(1-3 mn). Mpoby NepeHOCAT 0TAENbHbIM HAKOHEUHUKOM C (OMNbTPOM UM O4HOPA30BbIMM SI0NaTKaMu B
crneunasbHbIA CTePUbHBIN CYyXOW (hnakoH B Konuyectse 1 I (MpUMEPHO).

Mocne cbopa thekanunin h1akoH NAOTHO 3aKPbIBAKOT Y MapKUPYHOT.

6.3.7. BwuonTarbl

MomecTnTe GMoNTaThbl TKaHel B NAACTUKOBYHO NPOOGUMPKY 06bEMOM 1,5 M/1 C TPaHCMOPTHOWM
cpefoi, npeAHa3HauYeHHOW Mpou3BoAMTENeM AN TPaHCNOPTMPOBAHUSA W XpaHeHUs 06pasLoB

6uonoruyeckoro matepuana ans MLP-nccnegosaHwnii.

MNOTHO 3aKPOITE KPbILLKY MPOBUPKN 1 NPOMapKMpPYiTe NpobupKy.
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6.3.8. CMbIBbl C (pparMeHTOB BEHO3HOIO KaTteTepa

OTpexXbTe CTEPUNbHbIMU HOXHULAMKN 5-10 MM KOHUYMKa KaTeTepa, NMOMeCTUTE ero B YACTYHO
NyCTY0 NPO6UPKY Trna dnneHgopd o6bEmMom 1,5 mn.
MNOTHO 3aKpOWNTe KPbIWKY MNPOOGUPKU M NPOMapKMpyinTe NpPo6upky. CMbIBbl C BEHO3HOIO

KaTeTepa nosy4yaroT B nabopatopum B xoae 06paboTKM maTepuana.

6.3.9. CMbIBbI C 3HAOTpaxeanbHbIX TPYOOK

B3dATne matepuana npousBOAUTCA B MNYCTble O4HOPa30Bble M/IOTHO 3aBMHYMBAIOLLMECS

Npo6upkn 06bLEMOM 50 M. IMocne B3ATUS MaTepuasia NPo6MPKyY MI0THO 3aKPbIBAKOT U MapKUPYIOT.

6.3.10. bBakTepnasibHble KYbTYpbl

B3siTve matepuana C XXUAKUX U NIOTHbIX Cpej OCYLLecTBASAeTCA NPy NOMOLLM OAHOPAa30BOiA
MMKPOOBNONOTMNYECKOM NET/IN UK LINaTens.

MomecTnTe OAMHOYHYIO KOMOHMIO KNETOK mam 100 MKA >XUAKOW cpedbl B MNACTUKOBYHO
npobupky o6bémom 1,5-2,0 M, B KOTOPYH nNpeasaputesisHO BHeceHO 500 MK/ (PU3MOIOrMYEcKoro

pacTBopa CTEPUILHOTIO.

MNOTHO 3aKPOiTe KPbILWKY NPOBMPKN 1 NPOMapKMpYiTe NPo6GUpKY.

6.4 TpaHCNOPTMPOBAHUE N XPaHEHWNE UCCNeAYEMbIX 06Pa3LIOB

6.4.1. KpoBb, MKBOP
O6pa3sLbl KPOBU A0MYCKAETCA TPAHCNOPTUPOBATb U XPaHUTb:
- npu temnepatype ot 20 °C go 25 °C - He 6onee 2 4acos;

npu Temnepatype o1 2 °C go 8 °C - He 60/1ee 6 YacOB C MOMEHTa B3ATUA MaTepuana.
BHNMAHWE! LenbHyto KpoBb Hesb3s 3aMOPaXKNBaTb.
6.4.2. MokpoTa
O6pa3sLbl MOKPOTbI A0OMYCKAeTCA TPAHCMOPTUPOBATb M XPaHUTb:
- npu KoMHaTHoi Temnepatype (0T 18 °C go 25 °C) - He 60nee 6 4acos;

- npu Temnepatype ot 2 °C o 8 °C - He 60nee 3 CYTOK.

6.4.3. HaTuBHble 1 NpeaBapuTeNbHO 06paboTaHHble 06pa3Lbl MOUK:
HaTunBHble 1 NpeaBapunTenibHO 06paboTaHHbIE 06PasLbl MOUYM AOMYCKAeTCA TPaHCMOPTUPOBaTh
N XPaHUTb:
- npuv Temnepatype oT 2 °C go 8 °C — He 60/1ee O4HUNX CYTOK;
- Npw TemnepaType oT MuHyc 18 °C go MmnHyc 20 °C - He 6051ee OHOWN Heaenu;

—  npuv Temnepatype muHyc 70 °C - gnuTenbHo.
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BHVMAHWE! [onyckaeTca NnLlb O4HOKPaTHOE 3aMOpadKMBaHMe-0TTanBaHne mMmarepuana.

6.4.4. COCKOOGbI U3 AblXaTe bHbIX NYTENr, XKeNya04HO-KULLIEYHOTO N YPOreHNUTabHOro TpakTa
CpOKM TpaHCMOPTMPOBaHUA N XpaHEHUSA COCKOBOB M3 AblXaTeNbHbIX NYTeR, XKenyA04HO-KALLIEYHOIO U
YPOreHNTaIbHOro TpaKTa OMnpefenAtTCA UHCTPYKUMSAMN K PEKOMEHAYEMbIM KOMI/IEKTaM peareHToB
ansa sbigeneHns OHK (MPOBA-HK, MPOBA-I'C, MPOBA-PAMNA, MPOBA-MU-PAMNA) nin K
TpaHCNOPTHOM cpege.

6.4.5. OO6pasLbl HaTMBHbIX (heKa NI NN MEKOHUS

O6pasLbl HaTUBHbIX eKa i NN MEKOHUA AOMNYCKAeTCA TPaHCNOPTUPOBaTh U XPaHUTb:
- npw KoMHaTHoW TemnepaType (0T 18 °C go 25 °C) - He 60nee 6 4acos;

- npuv Temnepatype ot 2 °C o 8 °C - He 60/ee 3 CYTOK.

6.4.6. dparmMeHTbl BEHO3HbIX KaTETEPOB, CMbIBbI C 3HA0TPaxea/lbHbIX TPY6OOK, 6aKTepuasbHble

KYNbTypbl, 6ronTathl
®parMeHTbl BEHO3HbIX KaTeTepoB, CMbIBbl C 3HAOTpaxeasibHbIX TPYOOK, 6GaKTepuaibHble
KY/IbTYpbl, 6UONTaThl 4OMYCKAeTCA TPAHCMOPTUPOBATb U XPaHUTb:
- npu Temnepatype oT 2 °C go 8 °C — He 60nee 04HUX CYTOK;
- npwu TemnepaTtype oT MUHYC 18 °C fo MunHyc 20 °C - He 60/1ee O4HOM Hefenw;
- npu Temnepatype MuHyc 70 °C - AnunTesibHO.

BHVIMAHWE! [onyckaeTca n1lib 0HOKPaTHOE 3aMOpaXkKnBaHUe-oTTauBaHWe MaTepuana

6.5 TMogrotoBka 6MONOTNYECKOro mMaTepuana 4yenoBeka asa nccnegoBaHuA.

BHVMAHWE! OTHocuTenbHoe yckopeHue ueHTpudyrn (RCF nnmn g) 3aBUCUT OT YacTOThbl BpalleHus
n paguyca ueHTpudyruposaHus (MpunoxeHve A). Ona onpefeneHUss COOTBETCTBUA LIEHTPUDYru

3alaHHbIM napameTpam LeHTPUGYrMpoBaHnsa 06paTnTeCh K PYKOBOACTBY MO 3KCMyaTauuu.
6.5.1. Kposb

MoaroToBka 06pasLOB KPOBW A/151 UCCNEA0BaHMSA NPOBOAMTCA COMMACHO MHCTPYKLUKN K UCMO/Ib3YyEMOMY
KOMMAeKTy/Habopy peareHToB Ans BbigeneHusa AHK (cm. 7.1).

6.5.2. MokpoTa

6.5.2.1. Cnoco6 Nel
1. TlepeHecuTe B CTepwibHYK nocygy npumepHo 500 MK 6M0N0rMYecKoro marepuana v naoTHO
3aKpOMNTE KPbILLKOM.

2. J[o6aBbTe K Npobe MOKPOThbI paBHbIi 06bEM 10 % Tpex3ameLléHHOro octhOpPHOKMNCIONo HaTPUs

XI12H20, NNoTHO 3aKPOoiiTe KPbILLKOW N MHTEHCUBHO BCTPAXHUTE.
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3. WHkybupyiite cmecb npu Temnepatype 37 °C B TeuyeHune 18-24 yacoB, 3aTeM HelTpannsyinTe
1 M HC1 go pH 6,8-7,4.

4.  UeHTtpudyrupynite npu 900 X g B TedeHne 20 MUH.

5. CneinTe Hag0Caf04HYH XUAKOCTb B EMKOCTb C 5 % pacTBOPOM X/il0paMuHa A1 06e33apaXkMBaHNS.

6. [ob6aBbTe K ocagky 500 MK AUCTUNNIMPOBAHHOW BOAbl, MepemMellainTe MUNETUPOBAHMEM U
nepeHecuTe B MIaCTUKOBYHO NPOGUPKY 06bEMOM 1,5 M/l

7.  UeHTpudyrupyinTe npobupky rnpu 16000 X g B TeyeHne 10 MUH.

8. Ypanute HafoCafo4HYH XMAKOCTb, OCTaBMB B MPOOMpPKe 006beM (0CaAOK + XKMAKaa hpakuus),

PEKOMEHAOBaHHbI Npou3BoaMTeNnemM Habopa (KOMMNIEKTa) peareHToB Ansi BblgeneHus OAHK u3

COOTBETCTBYIOLLEro 6bromaTtepuana.
6.5.2.2. Cnoco6 Ne 2
1. [doGaBbTe B KOHTeMHep ¢ 06pasLoM MyKOMM3MH B COOTHOweHun 5:1 (5 vacteli MyKonusmHa K
OZHOI YaCTM MOKPOTbI), OPUEHTUPYSACL MO rpafynpoOBKe KOHTenHepa.
2. 3aKpoKiTe KpbIWKY KOHTelHepa, BCTPAXHUTE COAepXUMOe W WHKYoupyrTe 20-30 MUH npu
KOMHaTHoW TemnepaType (0T 18 °C go 25 °C), Kaxable 2-3 MUH BCTPSAXMBas KOHTeNHep.

6.5.3. Moua

6.5.3.1. lNepeHecuTe B NNaCTMKOBYHO NPOBMPKY 06BEMOM 1,5 ma 1,0 ma mouw.

6.5.3.2. LeHTpudyrmnpyite npobupky npm 16000 X g B TedeHne 10 MUH.

6.5.3.3. Hanbonee NonHo yaanute HaaoCcag0uHYO XNUAKOCTb.

6.5.3.4. [ob6asbTe K ocasky 1,0 Mn (oM310N10rM4eckoro pacTesopa CTePUsILHONO.

6.5.3.5. LleHTpudpyrunpyiite npobupky npyu 16000 X g B TedeHre 10 MUH.

6.5.3.6. Ypanute HaJ0CaZl0uHYO KNOKOCTb, oCTaBuB B npoobupke 00bEM
(ocapok + kmnakas pakums), PeKOMeHAOBaHHbIA MNpou3BoauTeneM Habopa (KOMMNIeKTa) peareHTOB

ansa sblgeneHua AHK v3 cooTBeTCcTBYOLWEr0 Guomatepmana.

6.5.4. COCKOGbI 13 AbiXaTeNbHbIX MYTEN, XKEeNYAOUHO-KNLLEYHOIO N YPOreHNTalbHOro TPaKTa,

6aKTepuasibHbIe KyNbTYpPbl C XXUAKUX U NNOTHBIX CPea,
6.5.4.1. LleHTpudyrupyinte npobupky rnpm 16000 X g B Te4eHne 10 MUH.

6.5.4.2. Ypanute HafocafouHyHo YXUAKOCTb, OCTaBuB B npoéupke 06beEM
(ocafloK + unakasa pakumsa), PeKOMeHAO0BaHHbIA Npon3BoAnTENeM Habopa (KOMMEKTa) peareHToB

Ansa sbigeneHua JHK 13 cooTeeTCcTBYOLLErO Gromarepuana.

6.5.5. ®dekanun M MEKOHUI — NPUrOTOB/IEHNE CYCMEH3UN.

6.5.5.1. MNepeHecunTe B NIaCTUKOBYHO MPOBMpKY 06beéMoM 1,5 M ¢ 1,0 M (on3nonornyeckoro

pacTBopa CTepuabHOro npmumepHo 0,1-0,2 r (Mn) dekannii.
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6552 TuwaTenbHO pecycrneHanpyiiTe coaep>XMmoe NPobMpPKN Ha BOpTEKCE B TeveHue 5-10¢
6.5.5.3. [danbHeias 06paboTKa CyCrneH3nn npoBOAUTCA B COOTBETCTBMU C MHCTPYKLUMEN K

Ncronb3yemMomMy HaGopy (KOMMMEKTY) peareHTOB Ans BbigeneHns JHK 13 cOOTBETCTBYHOLLETO

6uomatepuana.
6.5.6. bBwuonTarbl

6.5.6.1. UeHTpudyrmpyite npo6bumpky npu 16000 X g B TeueHne 10 MUH.
6.5.62. Ypanute Ha[0Ccaf0uHYHO YXXUOKOCTb, oCTaBuvB B npobupke 06beM

(ocafok + Xunakas pakums), peKoOMeHA0BaHHbIA Mpou3BoanTeneM Habopa (KOMMJEKTa) peareHToB

Ana eblgeneHua AHK 13 cooTeeTCcTBYIOLLErO Gromarepmana.

6.5.7.  CMbIBbI C 3HAOTpaxeasbHbIX TPY6OK

6.5.7.1. lNepeHecuTe B Npo6GUPKY 06BLEMOM 1,5 M1 C MOMOLLIbKO aBTOMATUYeCKOro [03aTopa,
NCNosb3ysA HaKOHEYHUK ¢ unbTpom, 1,0 M matepuana.

6.5.72. LeHTpudyrmnpyite npobupky npm 16000 X g B TedeHne 10 MUH.

6.5.7.3. Ypanute HafocafouHyo YXUAKOCTb, OCTaBuB B npooupke 06beEM
(ocapoK + Xnakas pakums), peKoMeHAOBaHHbI NPOM3BOAMTENEM Habopa (KOMMEKTa) peareHToB

Aans BblaeneHns AHK 13 cooTBETCTBYIOLLEr0 GroMaTepuana.

6.5.8. Jlnkeop

6.5.8.1. lMepeHecnTe B NPO6MPKY 06BEMOM 1,5 M1 C MOMOLLBKO aBTOMaTUYeCKOro 4o3aTopa,
NCNonb3ysa HaKOHEYHUK ¢ (nnbTpoMm, 500 MK maTepuana.

6.5.82. UeHTpudyrupyinte npobupky npu 16000 X g B TeyeHne 10 MUH.

6.5.8.3. Ypanute HaJ0Caf0uHY0 YKUIKOCTb, 0CTaBuVB B npooupke 06beM
(ocapokK + xngkas hpakumus), peKOMeHAO0BaHHbIi NPOU3BOAMTENEM Habopa (KOMMEeKTa) peareHToB

Ana sblgeneHns AHK n3 cooTeeTcTBYOLWEr0 6oMaTepuana.

6.5.9. dparmeHTbl BEHO3HbIX KaTeTepPoB (TONbKO NPV UCMONb30BaHUN Ans BbliaeneHms AHK

KoMniekTa peareHToB NMPOBA-HK)

6.5.9.1. [1na nony4eHUss CMbIBOB C )parMeHTOB BEHO3HbIX KaTeTepoB BHECUTE B NPOBGMPKY C
thparmeHTOM KaTeTepa 100 MKN AUCTUAIMPOBaHHOM BOoAbl an 100 MKA h3M0N0rMYecKoro pacteopa
CTEPW/LHOTO.

6.5.92. BcTpsxHUTEe nNpobupKy C ((parMeHTOM KaTeTepa B TeyeHnme 3-5¢ Ha
MUKPOLEHTPUYre-BopTeKCe U LeHTPUGyrnpyinte 1-3 ¢ Ha MMKPOLEHTPUDYre-BOpTEKCE.

6.5.9.3. BHecute B npobupkKy 300 MKA NU3NPYIOLLIEr0 pacTBOpa M3 KOMIMJEKTa peareHToB

NMPOBA-HK.
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6.5.9.4. BcTpsaxHute npobupky B TeyeHMe 3-5C Ha MUKPOLEHTPUMYre-BOpTEKCE U
LeHTpuyrupyinte 1-3 ¢ Ha MUKPOLLEHTPUYre-BOopTeEKCE.

6.5.9.5. TepmocTaTtnpyiTe NpoobumpKy npu 65 °C B TedyeHme 15 MUH.

6.5.9.6. Ocagute KOHAEHCAT LEHTPUMYTMpoBaHNEM B TeyeHne 1-3 ¢ Ha MUKPOLEHTpUPYre-
BOPTEKCE N NepeHecuTe Haf0Caf0uHYH XXUAKOCTb B HOBYHO M1aCTUKOBYHO NMPOBGMPKY 06bEMOM 1,5 M.

[anbHeliwee BblgeneHne OHK npoBoguTcs, HaumHas ¢ 3Tana gob6aBneHWs pacTtBopa Ans
npeyunuTaummn.

JanbHelwan o06paboTka OCTa/lbHbIX BWAOB WCCMEAYEMOro MaTepuana OCyLLeCTBSeTCS

COr/laCHO MHCTPYKLMAM K UCMOMb3yeMbIM KOMIM/IEKTaM peareHToB A5 BblaeneHns AHK.
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7 MPOBELEHVE AHAJTIN3A
7.1 BbigeneHve AHK 13 6uonornyeckoro matepuana.

Ans sblagenenna JHK pekomeHayeTCsi UCMNOb30BaTb KOMMIEKTbI\HAG0Pb! peareHToB, MMelLme
perncTpaumoHHble  YAOCTOBEPEHUA  MEAMUWHCKOro  mM3fenvs U npegHasHayeHHble  Ans
COOTBETCTBYHOLLMX BUAOB GMOMaTepmasa ¢ Lenbio nocneaytolero nccnegosanma AHK metoaom MLUP,
Hanpumep, komnnekT peareHToB NMPOBA-HK, npounssogctea OO0 «AHK-TexHonorna TC», Poccus.

BbigeneHne AHK m3 vccnegyeMoro martepuana npoBOASAT B COOTBETCTBUM C UHCTPYKUMEN K
NCMo/Ib3yeMOMY KOMIMEKTY/Habopy peareHToB.

BHVMAHWE! BbigeneHne JHK 13 cMbIBOB ¢ )parMeHTOB BEHO3HbIX KaTETEPOB PEKOMeHAYeTCH
NPOBOAMUTBL C MOMOLLbIO KOMMieKTa peareHToB NMPOBA-HK (cm. 6.5.9).

BHVMMAHWE! OgHoBpemMeHHO ¢ BblgeneHnem HK 13 6uonormyeckoro matepmana Heo6xoanmo
NOAroOTOBUTbL OTpMUATE/bHbLIA  KOHTPO/IbHLIA  06pasel, WU NPOBECTM €ero 4epe3 Bce 3Tanbl
npo6ornoAroToBkn. B kauecTse 0TpULATENILHOIO KOHTPO/IbHOI0 06pas3ua peKoMeHAyeTCs UCMOob30BaThb
(PU3M0NOTMYECKNIA PACTBOP WAW OTpULATE/IbHBIA KOHTPO/IbHBIA 06paseLl, BXOAALWMA B COCTaB

KOMI/eKTa peareHToB Ans BbigeneHuss AHK, B 06bEMe, YKa3aHHOM B WMHCTPYKLUMW K KOMMJEKTY
peareHToB.

7.2 TloaroTtoBka v nposegeHue MNLP

BHMMAHWE! [Mpu nposegeHuM BCeX MOCMeAyHOWMX AEACTBUI cneayeT wm3beratb BO3AECTBUA
NPSMbIX COTHEYHbIX STy4el Ha NPOBMPKM CO CMECHIO ANA aMnnguKalmm!
BHVIMAHWE! MNpwn ncnonb3oBaHnn Habopa peareHToB B BapuaHTe UCMONIHeHUst «PacoBKa S, CTPUNbI»,

cTporo CO6I'IPO,C|,8.TI3 KOMMJ/IEKTHOCTb CTPUNOB U KpbIleK K HAM. He Mcnonb3oBaTh KPbIWKU K CTpUNam

N3 Apyrux HabopoB peareHToB!

7.2.1dacoBka S: MpoMapKupyiiTe Heo6GXOAMMOe KONMMYECTBO MPOGUPOK CO CMeCbi Asis
amnInguKaumm, 3anedyaTaHHOW napaduHOM: [ANS UCCNeAyeMbIX 00pasLoB, AN MOMOXKUTENbHOIO
KOHTPO/IbHOI0 06pasLa «K+» 1 0TpULATeIlbHOro KOHTPO/ILHOTO 06pasua «K-».
Mprymep: Heo6GXOAMMO MpoaHanM3vMpoBaTh 4 o6pasua. [N 3TOro Heo6XoAMMO MPOMapPKUPOBaThb
4 Npo6UpKM ANs UccrefyemMbix 06pasuoB, oaHy MPO6UPKY Ana «K-» u ofHy Npo6upKy Ans «K+».

O6uee KONMYeCcTBO NPOBMPOK — 6.

7.2.1.1 BcTpsaAxHUTE NPOOUPKY C pacTBOPOM Tag-nonumepasbl B TedeHue 3-5 ¢ 1 LeHTpUdyrmpyiiTe B

TedeHue 1-3 ¢ Ha MUKPOLIEHTPUGyre-BopTEKCE.

7.2.1.2 [o6GaBbTe BO BCE NPOMApPKMPOBaHHbIE NPOOUPKN, HE NOBPEeXAas Cow napadumHa, no 10 mMKn

pacTBopa Tag-nommvepasbi.
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7.2.1.3 [06aBbTe B Kaxayto NpoOMpKY MO OAHON Kanje MWHepasibHOro macna (okono 20 MK).
3akpoiiTe NpobupKN.

7.2.1.4 BcTpaxHUTe Npobupku ¢ npenapatoMm OHK, NonoXmtenbHbIM KOHTPO/IbHbIM 06pPasLoM U
oTpuvLaTe/IbHbIM KOHTPO/IbHbIM 06pa3uoM B TeveHue 3-5 ¢ 1 LeHTpudyrnpyinte B TedeHue 1-3 ¢ Ha

MUKPOLEHTPUYre-BOpTEKCE.

BHVIMAHUWE!

1. Mpn wucnons3oBaHnn Ana BbigeneHna AHK komnnektos peareHToB [NMPOBA-TC
HEeOO6XO0AMMO MOC/Ee BCTPSXMBaHUS LIEHTpUQyrmpoBatb Npobupku ¢ npenapatom AHK nipu
16 000 X g B TeyeHWe OAHOM MWUHYTbI ONA OcaXaeHwust copbeHTa. B cnydae ecnu nocne
BblAeNeHNs HafocafouHan XUAKOCTb, cofepykallasa BbigeneHHyo AHK, 6blna nepeHeceHa B
HOBbIE NPOBMPKU, LLEHTPUGYTrMpoBaHme NPON3BOANTCS B TedeHne 3-5 ¢ Ha MUKPOLEHTpUdyre-
BOPTEKCE.
2. Mpu ucnonb3oBaHun ans BblaeneHns AHK Habopa peareHToB MNMPOBA-MY-PAMNLA
Heo6X04MMO nocne BCTPAXMBaHMA NMOMECTUTL NPO6UPKM ¢ npenapaTtom OHK B MarHUTHbIN
wratme. B cnyyae ecnn nocne BbIAENEHWMA HAZOCAfO4YHAsA >KUOKOCTb, COAep kallas
BblgeneHHyto [AHK, 6bl1a nepeHeceHa B HOBble MPOOGUPKMK, LIEHTpPUGYrmposaHue
Npoun3BoANTCA B TeveHne 3-5 ¢ Ha MUKPOLLEHTPUYre-BOpTEKCE.
3. Ona npepoTepalleHna KoOHTamuHauuu cnegyet nepep BHeceHvem [OHK oOTKpbiBaTb
KPbILLKN TONbKO TEX NPOGMPOK, B KOTOPble OyAeT BHOCUTLCS AaHHbIA 06pasel, U 3aKpbiBaTb
nx, nepep BHeceHWem cnegytowlero. Mpenapatel AHK 1 KOHTpOsbHble 06pasupbl cnepyet
BHOCUTb HAKOHEYHUKaMU C (PUIbTPOM.
7.2.1.5 BHecuTe B COOTBETCTBYHOLME MPOMapKMpOBaHHbIE MNPOOMPKK, He noBpexaas Crou
napadguHa, 5,0 MK BbldeNeHHOro M3 obpasua npenapata AHK (kKpome npobupok «K-», «K+»).
3akpoliTe NI0THO NPOBUPKMN.
7.2.1.6 BHecuTe B NpobupKy, NpOMapKMpoBaHHYO «K-», He nospexaas c/ioi napauHa, 50 mMkn
oTpuLaTeslbHOro KOHTPO/IbHOro obpasua, npoweguero atan sbigeneHns AHK (cm.n.7.1). 3akporite

NIOTHO NPOGUPKY.

7.2.1.7 BHecuTe B NpobUpKy, NPOMapKMUpoBaHHY0 «K+», He noBpexkaas cfoi napaguHa, 5,0 MKn
NOJIOXKMTENBHOr0 KOHTPO/IbHOIO 06pasua. 3akponTe NJI0THO NPOBUPKY.

7.2.1.8 LleHTpuyrupyiTe Bce NpobupKmM B TedyeHne 3-5 ¢ Ha MUKPOLIeHTPUyre-BopTeKce.

7.2.1.9 YcTaHoBUTe BCe NPOOUPKM B 6NOK aMnnndunkaTopa. 3anyctute NnporpaMmmMmHoe obecrneveHmne
RealTimeJPCR B pexxume «PaboTa ¢ npubopom». Mpu nepsom nposegeHun MLP 3arpysuTte caiin

S.agalactiae.ini». Janee 1 npy nocnefyoLmMx NOCTaHOBKaxX A06aBbTe B MPOTOKO/ COOTBETCTBYIOLLWIA
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TECT, YKaXKNTe KOJIMYECTBO N UAEHTUMUKATOPLI 06pasLioB, OTMETbTe PacrnosioXXeHne Npobupok Ha
mMaTpuue TepmobsioKa B COOTBETCTBUM C MX ycTaHOBKOW W nposegute TMLIP ¢ yyeTom 06bEMma
peakunoHHON cMmecun, paBHOro 35 MK/. [py BblGOpe 3TUX TECTOB B OKHE «3amnyck nporpammbl
aMmnanuKaunm» 4o/mKHa 0TobpaxkaTbCs Nporpamma, npyeegéHHas B tabnuue A.1 (MpunoxeHuve A).
Onsa npubopa Rotor-Gene Q ncnonb3yeTca NnporpammMa, ykasaHHasa B Tabnvue A.2 (MpunoxeHue A).

Tectbl (ini dannbl) ana npubopoB «ATnpaim», «OATnant» n «AT-96» npegocTaBnsAOTCA

npoussoauTenemM Habopa peareHTOB.
7.2.2 dacoska U, pyyHoe [031poBaHue.

7.2.2.1 TlpomapKupyiite He06X0AMMOE KONMYECTBO OAHOPA30BbIX aMMANGMKALIMOHHBLIX NPOGMPOK

06bEMoM 0,2 M/T: A1 UccrielyeMbiX 06pasLoB, [/151 MOMOXKMUTEIbHOTO KOHTPO/IbHOTO 06pasua «K+» 1

OTpULIATENIbHOTO KOHTPO/LHOIO 06pasua «K-».

Mpumep: Heobxoanmo npoaHaM3nposaTb 4 obpasua. [ 3Toro Heo6Xxo4MMO MPOMAPKMPOBaTh
4 NpobupKN AN uccrefyemMbiX 06pasuoB, O4HY NPooupky ana «K-» v ogHy npobupky ana «K+».

O6Lee KONMYeCTBO NPOBMPOK — 6.

7.2.2.2 BCTpAXHUTE NPOOGUMPKY CO CMECHIO A1 aMNAnuKaLmmn B TedeHne 3-5 ¢ U LeHTpudyrmpyinTte
B TeyeHune 1-3 ¢ Ha MMKPOLLeHTPU(yre-BopTeKce.
7.2.2.3 BHecuTe B KaXXayt0 NPpOMapKMPOBaHHY0 NPo6UpKy rno 6,0 MK cMecun A8 aMnanukauuym.

7.2.2.4 BcTpsaxHuTe npobupku ¢ MLP-6ydepom 1 nonmmepasoint TexHoTaq MAX B TeueHue 3-5 c u

LEeHTpUGyrmpyiiTe B TeueHne 1-3 ¢ Ha MUKPOLEHTPUYTe-BOPTEKCE.

MpumeyvaHme - Monumepasy TexHoTag MAX gocTaBaTb M3 MOPO3W/bHON Kamepbl HENOCPEACTBEHHO Mepes,
NCMO/b30BaHNEM.

7.2.2.5 TlpuroTtosBbTe cMech MNMLP-6ydepa ¢ nonnmepasoii TexHoTag MAX. [na 3Toro cmellainTe B

OTZAe/IbHOM Npo6bupke:

6,0 x (N+1) mkn MLP-6ydepa,

0,3 x (N+1) mkn nonumepasbl TexHoTag MAX,

roe N — KonnmyecTBO NPOMapPKUPOBaHHbIX NPOBMPOK € YUYETOM «K-», «K+».

Mpuymep: HeobXxoaMMo NpPoaHann3npoBaTh 4 o6pasua, «K-», «K+». MpomMapKMpoBaHHbIX MPOGUPOK
-6.

Heobxoanmo npurotoBuTb cMech MNLP-6ydepa n nonumepassl TexHoTag MAX ansa 7 (6+1) npo6upok,

T.e. 42 mkn MUP-6ydepa + 2,1 mkn nonnumepasbl TexHoTag MAX.

7.2.2.6 BcTpaxHUTe nNpobupky B TeyeHne 3-5C W UeHTpudyrupyinte B TeyeHume 1-3 C Ha

MUKPOLEHTPUQYre-BopTeKCe.
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MpumevaHne - Cwmecb [LUP-6yepa © nonmmepassl TexHoTag MAX Heo6XoguMo rOTOBWUTH
HemnocpeACTBEHHO Nepes, UCNob30BaHMUEM.

7.2.2.7 [o6aBbTe B NPOOMPKM CO CMECbIO AMa amnandukaumm no 6,0 mkn cmecu MLP-6ydepa n

nonumepasbl TexHoTag MAX. 3akpoiTe Npo6bupKM HeNIOTHO.

Mp nveyaHue - Mocne pgobasneHuns cmecun MNLP-6yhepa 1 nonumepassl TexHoTaq MAX B nNpo6upkn co

CMECbt0 /15 aMnandmKaLmm Heo6X0AMMO B TEHEHME ABYX YacOB BbIMONHWUTL Mn. 7.2.2.8 - 7.2.2.13.

7.2.2.8 BcTpsaxHuTe npobupku ¢ npenapatoMm AHK, NonoxutenbHbIM KOHTPO/IbHBIM 06pasLom u

oTpuLaTe/lbHbIM KOHTPO/IbHbIM 06pa3L,oM B TeveHue 3-5 ¢ U LeHTpudyrnpyinTe B TedyeHne 1-3 ¢ Ha

MUKPOLIEHTPUyre-BopTeKce.

BHNMAHUNE!
1. Mpu wncnonb3oBaHun Anga BblgeneHna AHK komnnekta peareHToB [MPOBA-TC
HeobX0AMMO Nocne BCTPAXMBAHUSA LEHTPURYTMPOBaTb NPO6MpPKKM ¢ npenapatom AHK npu 16 000
X g B TeyeHWe O4HOW MWHYTbI ANsi OcakAeHWUs copbeHTa. B cnydyae ecnm nocne BbleneHus
HajocafouHas >XUAKOCTb, cofepkawas BblgeneHHyw [AHK, 6blna nepeHeceHa B HOBble
NPoOGUpPKK, LEHTPUGYTrMpoBaHWE NPON3BOANTCA B TedeHne 3-5 ¢ Ha MUKPOLLEHTpUYre-BOpTeKCe.
2. Mpu ucnonb3oBaHMn gns BblgeneHnsa AHK Habopa peareHToB MNMPOBA-MU-PAMNLA
Heo6Xo4AMMO MOC/e BCTPAXMBaHWUA MOMECTUTb NPo6upku c npenapatom AHK B MarHUTHbIR
wratme. B cnyyae ecnu nocre BblAeNEHNA HAA0CAL0UHAA XXNAKOCTb, COAepXKallan BblAeNeHHYO
AHK, 6bln1a nepeHeceHa B HOBble MPOBUPKN, LIEeHTPU(YrmpoBaHne NPon3BoaMTCS B TeueHue 3-5 ¢
Ha MUKPOLLEHTPUMYre-BopTeKCeE.
3. [Ana npepoTepalleHUs KOHTaMUHauum criepyet nepef BHeceHuem [HK oTkpbiBaTb
KPbILLKW TOMIbKO TEX NPOBGUPOK, B KOTOPble BYyAEeT BHOCUTLCA AaHHbIA 06paseL, 1 3aKpblBaTb UX
nepen BHeceHMeM crieaytoulero. Mpenapatbl AHK 1 KOHTpONbHbIE 06pasLpbl cnegyeT BHOCUTb
HaKOHEeYHMKaMN ¢ (OUNbTPOM.

7.2.2.9 BHecuTe B COOTBETCTBYHOLIME MPOMapPKMpPOBaHHble MPO6UpPKN 6,0 MK BbIAENIEHHOTO U3

o6pasua npenapata AHK (kpome npobupok «K-», «K+»). 3akpoiiTe NI10THO NPOGUPKN.

7.2.2.10 BHecuTe B npobupKy, nNpomapknpoBaHHyto «K-» 6,0 MK/ OTpuUaTe/IbHOro KOHTPOJ/IbHOMO

o6pasua, npowweaLero atan BbigeneHna JHK (cm.n.7.1). 3akpoitTe NIOTHO NPOGUPKY.

7.2.2.11 BHecnTe B nNpobupKy, NMpoOMapKMpoBaHHYO «K+» 6,0 MK NOMOXKUTENbHOIO KOHTPONLHOIO

obpasua. 3akpoiiTe NI0THO NPOBUpPKY.

7.2.2.12 UeHTpndyrmpyinte Bce Npobupkn B TedeHne 3-5 ¢ Ha MUKPOLIEHTPUYre-BOopTEKCE.

7.2.2.13 YcTaHOBUTE BCe NMPOOGMpPKK B 610K amnvdukaTopa. 3anycTuTe nNporpammMmHoe obecriedeHme

RealTimePCR B pexume «PaboTa ¢ npubopom». MNpu nepsom nposegeHumn MLIP 3arpysute taiin

S.agalactiae_U». [anee n npu nocnegyrowmx noctaHoBkax Ao6aBbTe B MPOTOKO/ COOTBETCTBYHOLL I
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TECT, YKaKUTE KOMNYECTBO U MAEHTU(DMKATOPbl 06pasLoB, OTMeTbTE PacroioXXeHne MpPobupoK Ha
mMaTpule TepMOb6/0Ka B COOTBETCTBMM C WX YCTaHOBKOM W npoeaute MUP ¢ ydyeTom 06bEMa
peakuMOHHOW cMecu, paBHOro 18 mkn. [pu Bbi6ope 3TUX TECTOB B OKHe «3amnyCK MporpaMmbi
aMmnanuKaumm» fo/mMKHa oTobpakaTbCs Nporpamma, npveegéHHas B tabnuvue 6.1 (MpunoxeHuve b).

[Ansa npnbopa Rotor-Gene Q ncnonb3yeTcsa nporpaMmma, ykasaHHasi B Tabnuue 6.2 (MpunoxeHue b).

Tectbl (ini daiinbl) gns npubopoB «ATnpaiim», «OTnait» n «AT-96» npeaocTaBnstoTCA

npown3BoAuTeleM Habopa peareHToB.
7.2.3 dacoBka U, c ncnonb3oBaHNeM A03MPYHOLLLEr0 ycTpolicTBa ATcTpum

7.2.3.1 BcTpaxHUTe NPOBMPKY CO CMeCbio N5t aMnaMduKkaunm B TedeHne 3-5 ¢ U LeHTpudgyrmpyinte
B TeYeHue 1-3 ¢ Ha MUKPOLEHTpUyre-BopTeKce.

7.2.3.2 BcTpaxHuTe npobupku ¢ MLP-6ydepom 1 nonnmepason TexHoTaq MAX B TedeHue 3-5 ¢ u
LeHTpUyrupyite B TedyeHne 1-3 ¢ Ha MUKPOLEHTPUYre-BOPTEKCE.

MpumeyvaHne - Monumepasy TexHoTag MAX gocTaBaTh 13 MOPO3WIbHOM KaMepbl HEMOCPeACTBEHHO Mepeq
NCMO/Ib30BaHMEM.

7.2.3.3 Cnepys ykazaHuam [MO posuvpylowero ycrtpoinctsa ATcTpum, B OTAENbHOW NpPoO6GUpKe
npurotoBbTe cMechb MLIP-6ydepa ¢ nonnmepasoii TexHoTag MAX.

7.2.3.4 BCTpAXxHUTE Npo6GMpKy B TeyeHne 3-5¢C M UeHTpudyrupyinte B TeudeHne 1-3 ¢ Ha
MUKPOLIEHTpUdyre-BopTeKCe.

7.2.3.5 BcTpsaxHuTe Npobupku ¢ npenapatom AHK, NonoXutenbHbIM KOHTPO/bHLIM 06pa3LoM U
OTpULATENbHBLIM KOHTPO/IbHbIM 06pa3LoM B TeueHue 3-5 ¢ U LeHTpUdyrupyinTe B TedeHme 1-3 ¢ Ha
MWUKPOLIEHTPUYre-BopTeKcCe.

BHNMAHWE!

1. Mpn wucnons3oBaHn ana  BbigeneHna [JHK komnnekta peareHToB [MPOBA-TC
Heo6X0AMMO MOC/Ie BCTPAXMBAHUA LEHTPUMYrMpoBaTh Npobupku ¢ npenapatom AHK npu 16 000
X g B TeYeHWe OAHON MWHYTbI ANA OCaXAeHUsA copbeHTa. B cnyyae ecnv nocne BblAeneHUs
HajocafouHasa >XXWUAKOCTb, cofeprkallas BblgeneHHyo [AHK, 6blna nepeHeceHa B HOBble
NPOGUPKU, LEHTPUPYTMPOBaHNE NPON3BOANTCS B TedeHne 3-5 ¢ Ha MUKPOLLEHTPUYre-BOpPTeKCE.
2. Mpu ucnonb3oBaHMn Ans BblaeneHns OHK Habopa peareHToB NMPOBA-MY-PAMNL,
Heo6XoAMMO Mocne BCTPAXMBAHUSA MOMECTUTbH MPo6upkM ¢ npenapatom /(HK B MarHWTHbIN
lwTaTue. B cnyyae ecniv nocrne BblAeNEHNS HAL0CaA0UHAsA XXUOKOCTb, COAep Kallias BblAe/IEHHYHO

OHK, 6blna nepeHeceHa B HOBble NMPOBUPKK, LEHTPUMYTpOBaHNe NPOM3BOAUTCA B TeveHme 3-5 ¢

Ha MUKPOLLEHTPU(YTe-BOPTEKCE.
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7.2.3.6 YcTaHOBMUTE MPOOMPKU: CO CMECbK AN amnandukauum, co cmecbto [MLP-6ydepa u
nonvmepasbl TexHoTag MAX, ¢ npenapatamn OHK, nNonoXmntenbHbIM KOHTPO/IbHbIM 06pa3LoM K
oTpuLaTeNlbHbIM KOHTPO/IbHbIM 06pa3LoM, a Takxke MukponnaHieT MLP Ha pa6ouwnii cton ATCcTpyum n
npoBeanTe 4031POBaHMe KOMMOHEHTOB COM/laCHO PYKOBOACTBY MO 3KCM/lyatauuu.

7.2.3.7 TloMecTUTe aKKypaTHO, He BCTpaxmBasd MUKponnaHLieT MNLIP B NOA10)KKY repMeTU3npyroLLLEero
ycTpoicTsa [ Tnak nocne 3aBepLUEHNst NPOrpaMmbl Ha A03MPYHOLEM YCTpoKcTBe A TCTpUM.

7.2.3.8 TlpoBeguTe npoueaypy 3aneyarbiBaHUA MUKponnaHweT MLUP nonnmepHon TepMonieHKoMn

COr/lacHO MHCTPYKUUK K Nnpubopy ATnak.

7.2.3.9 UeHTpudyrupyite mukponnaHweT MLP npm 500 x g B TeyeHme 30 c.

7.2.3.10 YcTtaHoBUTE MUKponnaHweT MLUP B 610K amnangumkaTopa. 3anyctute nporpaMmmHoe
o6ecneveHre RealTime PCR B pexume «PaboTa ¢ npubopom». pu nepsom nposedeHun TTTP
3arpysuTe (aiin S.agalactiae_U.ini». [lanee n npm nocneayowmx NocTaHOBKaxX A06aBbTe B MPOTOKON
COOTBETCTBYHOLMIA TecT 1 nposeauTte MLP ¢ yyeToM 06bEMA peakLMOHHOM CMecu, paBHOro 18 MKJ.
Mpn BbIGOPE 3TUX TECTOB B OKHe «3anycK nporpammbl amnanukaunm» LO/MKHa 0TobpaXkaTbecs

nporpamma, npuseiéHHasa B Tabnvue 6.1 (MpunoxkeHne b).

Tectbl (ini dhaiinbl) Ana npubopos «ATnpam», «ATnait» u «AT-96» NpegoCcTaBNAKTCS

npon3BoAUTENEM Ha60pa peareHToB.
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8 PEMTMMCTPALUNA PE3YJIbBTATOB AMITTNMOUNKALINIA
8.1 Peructpaums curHana qnyopecLeHUMM MpoBOAMTCS MNPUGOPOM aBTOMATUYECKM BO Bpems

amMnangukaumn.

8.2  [deTeKumss W YYET pe3ynbTaTOB OCYLLECTBASKOTCS AETEKTUPYIOLWMM  aMNIM(UKaTopoMm
aBTOMAaTUYECKMN.

8.3 Mocne OKOHYaHWA MNPOrpaMmMbl aMnANMUKaLMKM Ha 3KpaHe MOsSIBUTCSA COOTBETCTBYHOLLEE
NH(OPMaLMOHHOE CO0O6LLEHNe 1 ByaeT MPeasioXKeHo MeperTn K aHann3y pesy/ibTaToB. Ha rpaguke

6yAeT 0ToOpakeHa 3aBUCMMOCTb (hTyOPECLEHLMN OT HOMepa LiMKa No BCem MCMos/b3yeMbIM KaHanam

ON5 KaXKA0M NPoOMpPKU B TEPMOB/IOKe.

9 YYET PE3YJIbTATOB PEAKUNA

9.1 YUéT 1N peructpaums pesynbTaToOB peakumy OCYLLECTBAKOTCA aBTOMaTU4YeCKM C MOMOLLbIO
nporpaMMHoOro obecrie4eHus, NOCTaBASEMOro ¢ AeTEKTUPYHOLLUM aMMNINGIUKATOPOM.

9.2 Mocne 3aBepLueHus MLP nporpamma oTobpadkaeT B Tabnmue B rpade «PesynbraT»: «+» Un
«-», B 9TOM c/lyyae BblJaeTcs 3ak/1to4YeHMe No pesybTaTaM UccnefoBaHUs.

9.3 YUET N nHTepnpeTaumnsa pesybTaToB peakumnm

931 Ona o6pasuo., AN KOTOpbIX MOMyYeHbl OTpUuAaTe/IbHblE pe3ynbTaTbl MO ABYM KaHanam
[AeTekumn, B rpage «Pe3ynbTaT» OyaeT yKasaHO «HA» (HEeAOCTOBEpHbIA pe3ynbTar). B aToMm cnydvae
TpebyeTca noeTopHoe nposedeHue TMLIP ¢ wmmerowmmcesa npenapatom AHK, nn6o noeTopHOe
BblgeneHne AHK wun noctaHoBka [MLUP, nn6o nNoOBTOpPHOe B3ATUE 6GMOMNOrMYECKOro matepuana
(BbINONHAETCA NOCNe0BaTENbHO).

9.3.2 [ns  oTpuUaTeNbHOrO U MOMOXWTENbHOMO KOHTPO/IbHbIX 06pa3LoB  A0MKHbI  ObITh

Nony4YeHbl pesynbTaThbl, NPUBEAEHHbIE B TabNULIE 2.

Tabnuuya 2 - PesynbTaTbl MCCNEeAOBaHUA OTPULATE/IbBHOTO W MOMOXUTEIbHOIO KOHTPO/bHbIX
06pa3LoB

KaHan getekuum

WHTepnpeTaums
Fam Hex PesynbTtar

pe3ynbTata
MonoXmTeNbHbI KOHTPO/BHLIA 06pasel,

3HaueHne Cp yKasaHo 3HaueHve He YUMTbIBAETCA + PesynbTaT NMonoXX1Te bHbIi
Pe3ynbTaTbl MOCTAHOBKN Ba/IMHbI

OTpuLaTeNbHbIA KOHTPO/BHBIA 06pasel

3HauyeHue Cp He yKa3aHOo 3HayeHue Cp yKa3aHo _ Pe3yﬂbTaT OTpuLUaTeNbHbIN
Pe3yﬂbTaTb| NOCTaHOBKWN BaJ/INHbI
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9.33 MpuHUMMBLI - MHTEpNpeTauMn  pesynbTaToB  WCC/MefOBaHUA MpuBeAEeHbI B Tabnuue
npuaoXxxeHus B.
9.34 Mpn nonyyeHUn [N OTPULATENIbBHOTO  KOHTPO/SIbHOrO  0o6pasua  pesy/ibTaros,

OT/IMYAIOLLMXCA OT YKasaHHbIX B Tabnuue, pe3ynbTaTbl BCEi MOCTAHOBOYHOW CEpUM CcuMTatoT
HeoOCTOBEPHbIMW. B 3TOM cfydae Heo6X0oAMMO MpPOBeAeHME CreuuanbHbIX MeponpusTuiA  ans
YCTpaHeHUs! BO3MOXXHOW KOHTaMUHaLMMW.

9.3.5 Mpn  nonyyeHUM AN NONOXKWUTENbHOrO  KOHTPONbHOrO  06pasua  pesy/bTaTos,

OT/INYAIOLMXCA OT YKa3aHHbIX B Tabnuvue, TpebyeTcs NOBTOPHas MOCTAHOBKA amnanguKauum Beei
napTum obpasLoB..
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10 TPAHCITOPTUPOBAHUNE, XPAHEHNE N SKCIJTYATAUNA
10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcrnopTupoBaHMe Habopa peareHTOB OCYLLECTBASIOT B TEPMOKOHTeliHepax ¢

XNafgoaneMeHTaMM BCEMM BMAAMU KPbITOFO TpaHcrnopTa nNpu Temnepatype, COOTBETCTBYHOLLEN
YC/IOBMSIM XpaHeHNs1 KOMNOHEHTOB, BXOASLLMX B COCTaB Habopa peareHToB.

10.1.2 [lonyckaeTcs TpaHCMOPTUPOBaHME B TEPMOKOHTEMHepax C X/1afo3/ieMeHTaMy BCEMU
BMAAMM KpbITOro TpaHCnopTa npu TemnepaType BHyTpy KoHTeliHepa oT 2°C Ao 25°C He 6onee 5 CyToK.
10.1.3 Habopbl peareHTOB, TPaHCMOPTUPOBaHHbIE C HapyLUeHWEM TEeMMepaTypHOro pPexmuva,

NPUMEHEHNIO HEe NoANeXarT.
10.2 XpaHeHue

10.2.1 KoMnoHeHTbI Habopa peareHToOB, 3a UCK/IOYeHNEM Nonmmepasbl TexHoTag MAX, cnegyet
XPaHUTb B XO/I0AWTbHUKE WX XON04UNBHOM Kamepe nNpu Temnepatype oT 2°C go 8°C B TeueHme BCero
CpOKa rogHocCTu.

10.2.2 Monumepasy TexHoTag MAX cnenyeT XpaHUTb B MOPO3W/bHOM Kamepe npu Temnepartype
OT MUHYC 18°C Ao MMHYC 22°C B TeUYeHMe BCEro cpoka rofgHoCTn Habopa peareHToB.

10.2.3 Cmecb ana amnnnmkaumum U cMmecb A8 aMmnandukauum, 3arnedataHHyo napauHoM,
cnegyet XpaHUTb B XONOAUNbHUKE WM XONOAWIbHOW Kamepe npu Temnepatype ot 2°C go 8°C B
3alMLULEHHOM OT CBETa MeCcTe B TeYEHMe BCEro CpoKa rogHocTy Habopa peareHToB.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECH C HApYLLEHWEM PErNIAMEHTMPOBAHHOTO PEXNMA, a TaKXe

C UCTEKLLNM CPOKOM FOAHOCTM, NPUMEHEHMIO He MoAJexar.
10.3 ¥YkasaHus Mo akcnayaraumm

10.3.1 Habop peareHTOB JO/MKEH MPUMEHSITLCA COMMIaCHO AEeNCTBYHOLLEN BEPCUM YTBEPXKAEHHOM
WHCTPYKLUMN MO MPUMEHEHNIO.

10.3.2 lNMocne BCKPbITUA YMNaKOBKM KOMIMOHEHTbl Habopa peareHTOB CliefyeT XpaHUTb npu
CNefyoLWnX YCoBuUAX:

KOMMOHEHTbI Habopa peareHTOB, 3a WCK/OYeHMEM nonumepasbl TexHoTaq MAX, cnegyet
XPaHUTb B XONI0ANBHMKE NN XONOAWIbHON Kamepe Npu Temnepatype oT 2°C go 8°C B TeueHune BCero
CpOKa rogHocTn Habopa peareHToB;

CMecb ANna amnanukaumm u cMmechb 4719 aMmnangukanumy, anedyataHHyo napauHom, cnegyet
XPaHUTb B XONOAUNbHUKE UM XON0A4WUbHOM Kamepe npu Temnepatype oT 2°C go 8°C B 3aWMLLeHHOM
OT CBeTa MeCTe B TEYEHME BCEro CPoKa roAHOCTM Habopa peareHToB;

nonumepasy TexHoTag MAX cnefyeT XpaHUTb B MOPO3W/IbHOM KaMepe Npu TemnepaTtype oT

MUHYC 18°C o muHyc 22°C B TeUYeHMe BCEro CpoKa rogHoCcTn Habopa peareHTos.
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11 YKASAHWA MO YTUITN3ALUNA

111 Mpwn ncnonb3oBaHUM Habopa peareHTOB B K/IAMHUKO-AMArHOCTUYECKOW nabopatopun

0o6pa3yloTca 0TxXo4bl Knacca B, KoTopble YTUAM3UPYIOTCA B COOTBETCTBMM C TpeboBaHMAMU
CaHllnH 2/1.3684 n MY 1.3.2569.

11.2 W3penus, npuvlleguive B HernpurogHoCTb, B TOM YUC/le B CBA3U C UCTEUYEHMEM CpOKa

roAHOCTN, Noanexar yTuamsauum B cooTBeTCTBUM ¢ TpeboBaHnsAMU CaHlNvH 2.1.3684.

12 FAPAHTUN N3TOTOBUTEA
12.1 MpegnpusTe-n3roToBUTENb FapaHTUPYeT COOTBETCTBME Habopa peareHTOB TpeboBaHMAM
TEXHUYECKUX YC/OBUIA MpU COGMOAEHUN YC/IOBUI TPaHCMOPTMPOBAHUS, XpaHEHUs U

aKcnnyataynn, yCtaHOBNEHHbIX TEXHNYECKNMWN YCIOBUAMN.

12.2 CpoK rogHocTM Habopa peareHToB - 12 mMecsiueB npwv Cco6AOAEHUM BCeX YCNOBWUIA

TPaHCMOPTMPOBaHNSA, XPaHEHNS 1 3KCNIyaTauuu.

13 PEMOHT N TEXHVNYECKOE OBC/TY > XVBAHWE

Habop peareHTOB npefHasHauyeH [Ans OJHOPA30BOr0 WCMOMb30BaHUS W HE MOMIEXUT

TEXHMUUYECKOMY 0OCNY>KMBAHUIO U TEKYLLIEMY PEMOHTY.

14 CMBOIJbI, NCMOJIb3YEMBbIE NP MAPKNPOBKE HABEOPA PEAITEHTOB

D d] MeamnumHCKoe n3genve ans Da O6paTnTeck K MHCTPYKLMK MO
y [ANarHOCTUKM in Vitro NPVMEHEHNIIO
I TemnepaTypHbIii AnanasoH KaTanoXxHsblii Homep
V KonunyecTBo TecToB AJ[pec N3roToBuTeENs
2 FogeH 10 He fonyckaeTcs BO3gencTeme
CO/IHEYHOrO CBETa
||Ot| Cepuist Habopa peareHToB He cTepuibHO
JlaTa 13rotosneHus <2> O[HOPa30BOE MCMO/b30BaHMe
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15 MEPEYEHLb NMPUMEHAEMbIX HALUNOHAJIbHbIX CTAHOAPTOB
MOCT 2.105-95 O6Lue TpeboBaHMA K TEKCTOBLIM JOKYMEHTaM.
FOCT ISO 14971-2011 UN3penunsa meanumHckume. NpuMeHeHre MeHeIKMeHTa pUcka K MegULMHCKUM
N30eNNsaM.
FOCT P 15.309-98 Cuctema pa3paboTKM M MOCTaHOBKU NPOAYKLUN Ha NPOU3BOACTBO. VcnbITaHUA U
NPYEMKa BbIMyCKaeMori NpoayKummn. OCHOBHbIE MOJIOXKEHWSI.
FOCT P 51088-2013 MeguUMHCKME wU3Oenua Ons AMarHOCTUKWM WH BUTPO. PeareHTbl, Habopbl
peareHTOB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepuasbl, MUTaTeNbHble cpeabl. TpeboBaHMA K U3LeNNAM U
NoAAep>KMBatOLLEN JOKYMEHTaL NN,
TOCT P 51352-2013 MeanUUHCKNE n3aenns ana AMarHoCTUKM UH BUTPO. MeToAbl CMbITaHWIA.
FOCT P 53022.3-2008 TpeboBaHMA K Ka4yecTBY K/IMHUYECKMX NabopaTopHbIX uccneaoBaHuin, Y.3.
MpaBuna OLEHKN KIMHNUYECKOM MH(OPMATUBHOCTM NabopaTopHbIX TECTOB.
FOCT P NCO 18113-1-2015 MeanumHCKMe u3denus ons AuMarHocTuUKM in vitro. WHdopmauus,
npefocTaBnsemMass M3rotoBuTeneM (MapkupoBka). YacTb 1. TepmuHbl, onpeaeneHuss v obwime
TpeboBaHus.
FOCT P NCO 18113-2-2015 MeauUMHCKMe m3aenusa Ans AnarHOCTUKW in vitro. VHdopmaums,
npefocTaensemMas N3rotoBuTesieM (MapkmpoBska). YacTb 2. PeareHTbl 419 AUArHOCTUKW in vitro ans

NPoeccnoHaIbHOrO NPUMEHEHMUS.

FOCT P NCO 23640-2015 UN3pgenusa meguUUMHCKUE AN8 AMarHOCTUMKK in vitro. OueHKa CTabunibHOCTK

peareHTOB /19 ANarHOCTUKMU in Vitro

FOCT P NCO 15223-1-2014 N3genusa megnumHcKne. CUMBO/IbI, NMPUMEHSAEMbIE NPU MapKMPOBaHUM Ha
MEAMUMHCKNX W3AeNUsiX, 3TUKETKaXx M B COMPOBOAMTENbHOM AoKyMmeHTauuwn. 4.1. OCHOBHble
TpeboBaHUS.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopmnn MeanUMHCKMe. TpeboBaHUA 6e30MacHOCTN.
MpuMeyaHme - YkasaHHble Bbllle CTaHAapTbl Oblfn AACTBYIOWMMY HA MOMEHT YTBEPXKAEHWS UHCTPYKLMM
no MNpUMeHeHWIO. B panbHeiwem, Mpu Moib30BaHWM [AOKYMEHTOM, LieN1ecoobpasHO MNpoBEpUTb [AeicTBue

CCbINIOYHbIX HOPMATMBHbIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. ECnM CCbINOYHBIA [OKYMEHT 3aMEHEH Wau

M3MEHEH, TO MPU MPUMEHEHUN HACTOSILLETO JOKYMEHTa CrefyeT Mo/b30BaTbCs 3aMEHEHHBLIM (M3MEHEHHbBIM)
[IOKYMEHTOM.
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16 AOPEC ANndA OBPALLEEHNA

MNpon3BoacTBO HabOpPOB peareHTOB WMeeT CepTUMPUUUPOBAHHYHKD CUCTEMY MeHeMKMeHTa
KauecTBa W COOTBETCTBYeT TpeboBaHWSM CTaHAapTa CUCTEM MeHeMKMeHTa KadecTBa ISO 9001 B
o6nactn paspaboTka, NPou3BoACTBO M npogaxa IVD peareHTOB M NpPUO0POB AN MeAULMHCKON
MOJEKYAPHO-TEHETMYECKOWM ANArHOCTUKN, N APYroro nabopatopHoro npumeHeHns n EN ISO 13485
B 06nacTn pa3paboTka, NPoOM3BOACTBO M npogaxa IVD peareHTOB M NpPUO0pPoB A1 MeLULMHCKOWN
MOJ1IEKYNSPHO-TEHETUYECKOWN ANarHOCTUKM.
MpounssoanTenb: OO6WECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbIO «JHK-TexHonorns TC» (OO0

«[AHK-TexHonorusa TC»), Poccus.

Ajapec npousBoanTens: Poccus, 117246, r. Mocksa, HayuHbIli npoe3a, 4. 20, cTp.4.
MecTo npounsBoAcTBa:

000 «HK-TexHononTs TCx»: Poccus, 117246, r. Mocksa, Hay4Hblin npoesg, 4. 20, cTp.4.

Mo BonpocaM, KacarloLmMca KavecTBa Habopa peareHToB Streptococcus agalactiae, cnegyet
obpawateca no agpecy: OO0 «AHK-TexHonorusa», 117587, r. Mocksa, Bapwasckoe L., [.125X,
Kopnyc 6, aTax 5, KOMH.14, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru

Cny»6a KNMEeHTCKOM NoaaepXKu:
8-800-200-75-15 (ansa Poccun, 3BOHOK 6ecnnaTHbIi),
+7 (495) 640-16-93 (gna ctpaH CHI™ 1 3apy6exxbsi, 3BOHOK MATHbIN).

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

CHe OO0 «HIMN® AHK-TexHonormsa»,

K.6.H. J1.B. AptemoBa
« /T » 2021 r.

COIrNMACOBAHO

AuvpekTop PI'bY «<HMNL,
nMm. B.W. KynakoBa» MUH3
akageMunk PAH, npodeccop .T. Cyxux

« £><>> 2021 r.
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NHCT KumAa no npmeHeHmro
AIHK-TEXHOJTOT WS 24 P et 36
: Jlnctos 37
V2 e Ve Streptococcus agalactiae
MpunoxxeHne A
MLLP ¢ geteKkuueli B peXxnme peasibHOro BpemeHu, acoBka S
Tab6nnuya A.1 - TlporpaMmma amnavpukauuy ana AeTeKTUPYOLLNX Tabnnuya A.2 - [lporpamma amnavgukaumm ans npuéopa
amnangurkaTopos «ATnpaim», «4Tnait», «4T-96». Rotor-Gene Q
Pexxum
TemnepaTtypa, Bpewms, ¢
Ne Temnepatypa, M c Yucno OnT;:eCK Tvn N‘—’_ F(): P /pHold Konnuectso uykos
6noka °C UMKNOB | - epen 6noka /Cycling /Temperature Time, s [Cycle Repeats
V";l 80d 60
80 0 30 i €9 i
1 o X o 1 Lykn Cycling 94 deg 90 1 time
. 94 deg 30 .
o 0 20 Cycling 2 57 deg 1l 15 5 times
2 64 0 15 5 il L _ 94 deg 10 _
Cycling 3 45 times
o 10 57 deg y/ 15
3 0 45 Linkn
64 0 15 nl o
o7-  PEXWUM OMTUYECKUX U3MEPEeHWI, YCTaHOBUTb  M3MepeHue
L 1 thnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow (Hex)
4 94 -0 > Lvikn npu 57 °C.
5 10 XpaHe XpaHe
Hue Hue

¥7- PEXMM OMTUUECKIX U3MEPEHNI

MpunoxxeHve b

MLP c getekumein B pexxnmMe peasibHOro BpeMeHu, thacoska U

Tabnunuya b.1 - lNporpamMma amnandukaumn ans AeTeKTUPYHOLNMX Rotor-Gene Q
amnangukaTopos «ATnpaim», «4TnaiT», «4T-96».
Pexum Ne Temn(ipaTypa, Bpema, ¢ onnuectso UMKNOB
Ne  Temneparypa Uncno ~ OnTnde Tun /Cycling c /Hold ICycle Repeats
N " MWH c CKMX /Temperature Time, s
6noka °C LMKOB 610Ka
namepe 80 d 60
Hn cvcli eg i
1 - 0 5 ycling 94 deg 300 1 time
15 Linkn 94 de 30
94 0 5 ; g :
Cycling 2 57 deg 1/ 15 5 times
2 94 5 00 ! K7 _ 94 deg 10
H Cycling 3 45 times
57 deg n/ 15
94 0 30
3 5 Linkn
64 0 15 o o
peXuM  ONTUYECKUX  WM3MEPEHWA, YCTaHOBUTb  W3MepeHue
thnyopecueHummn (Acquiring) no kaHanam Green (Fam) n Yellow (Hex)
4 94 0 10 45 Lk npun 57 °C.
64 0 15 o
5 94 o LS5 1 Lnkn
6 10 XpaHe XpaHe
Hye HVe

1V- peXKMM ONTUYECKUX U3MEPEHWI

Tab6nuuya b.2 - lNporpamma amnaudukaummn  ans npuéopa

Perucrparnua MU e PocagpaBragzope
www.nevacert.ru | info@nevacert.ru



NHCTPYKUUS NO NPUMEHEHUIO et 37
JlnctoB 37

AHK TEXHOI0IA

Streptococcus agalactiae

IMpunoxkeHve B
(cnpaBoyHoe)

MpUHUUNbI NHTepNpeTaunmn pesyibTaToB UCC/ef0BaHNSA
YUeT ” perucTpaumst npoBOAATCA MPOrpaMMHbIM 06GecneveHneM aBTOMATUYECKM. B gaHHOM

MPUNOXEHNN N3NTO0XKEHbI o6u_u/|e NPUHUUNbI NHTEPNPETALMN PEIY/IbTATOB.

Bbli6paHHbIi hiyopodop
Fam Hex PesynbTar VHTepnpeTauus pesynbTata

AHanusnpyemble 06pasLpbl

3HaveHue Cp 3HaueHve + O6Hapy»xeHa [IHK Streptococcus agalactiae.
yKa3aHo He yumnTbIBaeTcs
3HaueHuve Cp 3HaueHue Cp He o6Hapy»xeHa HK Streptococcus agalactiae.
He yKaszaHo yKa3aHo )
SHaueHe Cp 3Hauere Cp H HepnocToBepHbIli pe3ynbTaT*
He yKa3aHo He yKa3aHo A A P Pesy

*TpebyeTca noBTopHOE NposeseHue MLP ¢ nvetowmmes npenapatom AHK, nm60 nosTopHoe BblaeneHne AHK 1 noctaHoBka MLP,

60 NOBTOPHOE B3ATME BUONOMMYECKOro Matepuana (BbINoOMHAETCA NOCAef0BaTeNbHO).
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