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1. HASHAYEHME

1.1. HabGop «Uepcuuua-IgM-UGA-BECT»
MIpeIHA3HAYEH [IJIsI BLISABJICHNIS MMMYHOIJIO0YJIMHOB
riacca M k maToreHHBIM uepcuHHAM (Yersinia
enterocolitica u Yersinia pseudotuberculosis) B
CHIBOPOTKE (NJia3Me) KPOBH YeJIOBEKA MEeTOHOM
NMMYHO(EPMEHTHOTO aHAJIN3A.

1.2. Habop paccumran Ha mnposemeHue 96
aHAJIM30B, BKJINYASI KOHTPoIU. BoamosxkHEl 12 He-
3aBucuMBIX nmocTaHoBoK MDA mo 8 aHanmms3oB Kaxk-
Ias1, BKJI0YASI KOHTPOJIN.

2. XAPAKTEPUCTUKA HABOPA

2.1. Ilpunnun geicreus.

HaGop pearemro «Uepcuruga-IgM-UDA-
BECT» mpencrasisger coboit Habop peareHTos, oc-
HOBOM KOTOPOTO ABJISETCA CMECh PEKOMOMHAHTHEIX
AHTUTEHOB MEePCUHUM, COPOMPOBAHHEIX HA II0BEPX-
HOCTH JIYHOK pasGoOpHOro IOJIMCTHPOJIOBOTO IIJIAH-
mreTa.

OCHOBHBIM CBOMCTBOM HAabopa SIBJISETCSI CIIO-
COOHOCTH BBIABJIATHL B CBHIBOPOTKE/ILIA3Me KpPOBU
JeJioBeKa MMMYHOTJI00y JtmHE Ki1acca M k Yersinia
enterocolitica u Yersinia pseudotuberculosis 3a
CUET UX B3AMMOIEMCTBUSA C MMMOOMJIM30BAHHEI-
vu auturenammu (AI'). AT mpemcrasmisior coboit
PeKOMOMHAHTHBIE OJIKY BHEIIIHEH MeMOpaHbl rnep-
cuanii (YOPs). Jlaunbie AI' BRICOKOCIIEIIM(PUUHEL
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nis Yersinia, He O0OHApPYsKeHBI HU Y KAKUX JPYTUX
OakTepuil M XapaKTEePHBI TOJBKO [JIs IIITAMMOB
Yersinia, matoreHHBIX Iyd desoBexa. O0pasoBa-
HUe KOMILJIEKCA AHTUTeH-aHTUTEJIO BBISBJIAT C
IIOMOIIBI0 HMMMYHO(EPMEHTHOr0 KOHBIrara. Bo
BpeMs WMHKyOAQIlMy C PACTBOPOM TeTpaMeTHJIOeH-
3uAWHA ITPOUCXOJUT OKpaIlMBaHMWE pPAacTBOpa B
JIYHKAX, COJIEePIKAINX KOMILJIEKCHI AHTUTEeH-aHTH-
Tesio». PeakInio ocTaHaBIWBAIOT 100aBJIeHUEM
cror-pearenra. Peaynbratsr MDA perucrpupyor
¢ TIOMOIIIBIO CITIEKTPOOTOMETPA, U3MEPSIST OIITHIE-
ckyio mwiaotHocThb (OIl) B 1ByXBOJIHOBOM pesxmMe:
ocHOBHOU QuitbTp — 450 HM, pedeperc-QUILTP — B
nuamnaszone 620-655 um. {omyctruma perucrparius
pe3yabTaToB ToJbKO ¢ duabrpom 450 mm. Ilocie
uamepenus OIl B JyHKax HA OCHOBAHHUM PACCUH-
ragHoro 3HaveHwua Oll,,,, pesyrbraT mida Kax-
JIOT0 aHAJU3UPYEMOTO 00pas3iia OIeHUBAETCS KaK
TIOJIOKUTEJIBHBIA UJIN OTPUIATEJIbHBIH.

2.2. Cocras Habopa:
* IUIaHIIeT pa30opHBIN ¢ UMMOOUIN30BAHHBIMU aHTUTE-
HaMU UePCUHUN — 1 IIT.;
° IIOJIOYKUTENIbHBIA  KOHTPOJbHBEIM  oOpaserr  (KY),
MHAKTUBUPOBAHHLIN — 1 1., 0,5 Mut;
* OTPUIIATEJIbHBIA  KOHTPOJIbHBIA  obOpaser; (K),
MHAKTUBUPOBAHHLIN — 1 1., 0,5 Mut;
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* kowplorar (awmumena k IgM uenosexa, meuerHbvLe
nepoxcudasoil xpera) — 1 . mnu 2 ir.;

* pactBop 11 passenenus chBoporok (PPC) — 1 ., 13 wur;

* pacrBop s passenenusa Korwiorara (PK) — 1 door., 13 mur;

° pacTBOp IJIg mpemBapuTeabHoro passemenus (PIIP) —
1 ., 3 mu;

* 25-KpaTHBIA KOHIIEHTPAT (pocdaTHO-coeBoro oydep-
Horo pacrsopa ¢ TBuHoM (DCB-TX25) — 1 dir., 28 v

* pacrtBop Terpamermibensunuua (pacrsop TMB) —
1 1., 13 v

* crom-pearedtT — 1 ¢r., 12 Mt

Habop momosHuTe IbHO KOMILJIEKTYETCSI:

° IWIEHKAMMU OIS 3aKJIeMBAHNA IJIAHIIeTa — 3 IIT.;

° BAHHOYKAMM [JIs peareHToB — 2 IIT.;

* HaKOHeUYHUKaMHU 1Jid nuneTku Ha 4—200 My — 16 1mrT.

3. AHAJIMTUYECKUE U OUATHOCTUYECKUE
XAPAKTEPUCTUKU

3.1. PesyisibraT KauecTBEHHOIO OIpeIesIeHUs
HA00pPOM MMMYHOINIOOYJIMHOB KJyacca M K B030y-
JUTEJIIM HEePCUHUO30B JIOJIPKEH COOTBETCTBOBATH
TpeOOBAHUSAM CTAHIAPTHOM TAHEIN IIPEIImPHUs-
Tus (pee. No 05-2-439), arrecropanuoit OBTK AO
«BexkrTop-Becr», BRIOUaKIIeir o0pasIbl, comep-
sKalye UMMYyHOIJIOOy IuHBI Kjaacca M K Bo3Oymu-
TeJIAM HEePCHHHO030B. YyYBCTBUTEJILHOCTD 110 IgM
K Bo30ymuresto nepcuanit — 100%.

D-3206 5



3.2. PesyspraT KauecTBEHHOIO OITpeeIeHUs
HaA00pPOM MMMYHOTJIOOYJTMHOB KJyacca M K B030y-
IUTEJIIM WEePCUHMO030B [IOJIKEH COOTBETCTBOBATD
TpeOOBAHUSAM CTAHIAPTHOM IIAHEJW IIPEeIIIPUs-
s (pea. Ne 05-2-439), arrecroBarnnoit OBTK AO
«Bexrop-becr», BrIoOUammeil o0pasisl, HE CO-
Iepsxallyie KMMYHOIJIOOyInHEl Kiacca M k Bo30y-
IUTEJIIM MepCUHU030B: cunerudpuaHocTs mo [gM
K Bo30ymuresio nepcuauit — 100%.

4. MEPbI NPEOOCTOPOXHOCTU

[ToreHnaabHBIN PUCK TpUMeHeHUs Habopa —
rsace 26 (I'OCT P 51609-2000).

[Tpu pabore ¢ wmcciaeqyeMbIMU CHIBOPOTKAME
U KOHTPOJIBHBIMU 00pasiiaMu CJieJyeT cOoOJIIIaTh
MepHI TIPEIOCTOPOIKHOCTH, IIPUHATHIE IIPU paboTe ¢
IOTEHITNAIBHO NH(PEKITHOHHBIM MATePUAaJIOM:

* paboTaTh B PE3WHOBBIX ITEPUATKAX;
He MHUITeTUPOBATEH PACTBOPHI PTOM;
BCe WCITOJIb30BAHHBIE MATEPHUAJBI JTe3WH-
¢umposaTh B coorBercTBru ¢ TpeboBanuamu ¢ CII
1.3.2322-08 u MY-287-113-00 ot 29.10.98.

*
*

5. OBOPYOOBAHUE U MATEPUAITIbI

— CmekrpodoToMeTp, ITO3BOJISIONINN ITPOBOIUTH
U3MepeHUsT ONTHUYECKON ILJIOTHOCTH PACTBOPOB
B JIYVHKaX IJTAHIIIeTa OPU JJIMHE BOJHBI 450 HM
u/uau B JBYXBOJHOBOM peKUMeE IIPU OCHOBHOM
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IiuHe BoJHBI 450 HM M JJIMHE BOJIHBI CpaBHe-
HUA B quanazone 620—655 um;

— TepMOCTaT, IOAJePKUBAIONIUN TeMIepaTypy
(37£1) °C;
— TepMoIllefKkep, HOAAEep*KUBAIOIINI TeMIepary-

py (87+1) °C, UHTEHCHUBHOCTH ITePEMeITUBAHUS
400—-800 06/MuH;

— XOJIOMUJIbHUK OBITOBOM, ITOJIEeP/KHUBAIOIIAI TEM-
neparypy (2-8) °C;

— IWIIETKU  II0JIyaBTOMATHUYECKHEe  OTHOKAHAJIb-
HBIE C IIepeMEeHHBIM O0OBEMOM CO CMEHHBIMHK Ha-
KOHEUHMKAMU, II03BOJISIOIINE OTOMPATH OOBEMBI
skugrocTy oT 5 mo 1000 MKJI, aTTecTOBaHHLIE IIO
3HAYEHUIO CpeTHel JO3bI U CXOIUMOCTH Pe3yJIbTa-
TOB IIUIIETUPOBAHUSA (no2peutHocms ne bosee 5%);

— IIUIIETKNA [IOJIyaBTOMATUYECKIE MHOT'OKA-
HaJbHBIE CO CMEHHBIMHM HAKOHEUHHKAMM, IIO-
3BOJISIIONIASL OTOMpPATh OOBEMBI JKHIKOCTEH OT
5 Mra go 350 MK, aTTecTOBAaHHAA II0 3HAUe-
HUIO CpeIHeH M03bl U CXOOMMOCTH Pe3yJILTATOB
NUIEeTUPOBAHUA (nozpeuHocmy He bosee 5%);

— IIPOMBIBOYHOE YCTPOMCTBO IJIS ILJIAHIIETOB;

— IepYATKU PE3UHOBLIC XUPYPIUUECKHIE;

— Oymara guiabpTpoBaJIbHAS JIabopaTopHAad;

— IIHJIWHAIP MEePHBIN 2-T0 Kjacca TOYHOCTH BMECTH-
mocThio 1000 mut;
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BOJA OUCTHJLJIMPOBAHHAS,

JIe3NHQUITNPYIOIINE CPeCTBA, pa3pelleHHbIe K
IPUMEHEHMIO B coOTBeTCcTBUM ¢ ykaszanmem CII
1.3.2322-08 u MY-287-113-00.

6. AHAJIM3UPYEMbIE OBPA3LbI

Jlomycraercst ncmosib3oBaHMe 00pasIioB, Xpa-
HuUBIIHUXCA Tpu Temmueparype (2—8)°C e 6ostee
5 cyTok, ubo mpu TemmepaType munyc (20+4) °C,
ecJIi Heo0XomuMo OoJiee IJINTeIbHOEe XPaHeHHe.

CBIBOPOTEH, COJIepsKAIe B3BEIIeHHBbIE YACTH-
ITbI, MOTYT JIaTh HEIPABUJIbHBINA pe3yJbTaT. Ta-
K#e 00pasIibl Iepe] WCIOJIF30BAHUEM CJIeIyeT
nerTpudyruposath mpu 3000 06/MUH B TeueHUE
10—15 MuHyT.

Henpast wmcmonp3oBaTh IMPOPOCIIHE, TEMOJIH-
3UPOBAHHBIE, TUIEPJIUIHUIHBIE CHIBOPOTKHU HJIU
TIOBEPTABIIIAECS MHOTOKPATHOMY 3aMOPAaKUBa-
HUIO ¥ OTTAUBAHUIO.
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7. NPOBEOEHUE AHATTU3A
7.1. BHUMAHMUE! TmarensHOe codione-

HUE€ ONMCAHHBIX HUKE TPEOOBAHUI MO3BOJIUAT
u3beskaTh nCKaskenus peadyiabraro MDA,

[Tepen mocTaHOBKOM peaKIMK BCE KOMIIOHEHTHI
Habopa He0OXOIMMO BBEIIEPIKATEH IIPKU TeMIlepa-
Type (18-25) °C He menee 30 MUHYT.

JIs1st ITpUroTOBJIEHUST PACTBOPOB W ITPOBEIEHUS
VDA cremyer MCIOJIB30BATH YHCTYI0 MEPHYIO
IOCyy M aBTOMATHYECKHE ITUIIETKU C IOTPEerl-
HOCTBIO U3MepeHus 00bEMOB He 0ostee 5%.

JInopunusmpoBaHHBIE KOMIIOHEHTHI JTOJI3KHBI
OBITH BOCCTAHOBJIEHBI, KAK MHUHHMYM, 3a 15 Mu-
HYT JI0 UX UCIIOJIb30BAHUSI.

[Tocite orbopa HEOOXOOMMOroO  KOJIMYECTBA
CTPHIIOB OCTABIIHECS CPA3y YIIAKOBATD B ITAKET C
ocyIruTeseM. ¥ IaKOBAHHbBIE CTPUIIBL, ILJIOTHO 3a-
KPBITEIE (DJIAKOHBI ¢ MCXOTHBIMU KOMIIOHEHTAMU
cpasy II0cJie MOCTAHOBKHU PEAKIIMU IIOMECTHUTH B
XOJIONMJIBHUK TIpu Temmepatype (2—8) °C.
PacrBop KombIorara B pabouem pasBegeHun roTo-
BUTBH HEIOCPEICTBEHHO IIepe]] NCIIOIb30BAHMEM.
Heobxoqumo MCKIIIOUNUTE BO3IEHCTBHE IIPSIMOIO
cBera Ha pactsop TMB.

[Tpu mpoMBIBKE JTYHKHN (cmpuna, naaHuiema) 3a-
IIOJTHATH IIOJTHOCTBIO, HE OOIIYCKAad IIepeJIMBaHUA
OPOMBIBOYHOTO pPacTBOpa dYepe3 Kpaul JIYyHOK,

9
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U He KacadChb JIYHOK HAKOHEYHHKOM ITHUIIETKH.
BperI MeXOy 3allOJIHEHHMEM K OIIOPOKHEHHEeM
JIYHOK JOJIZKHO ObITh He MeHee 30 CeKYyHI.

ITpu ucmronb3oBaHUM ABTOMATUYECKOTO UJIU PYd-
HOTO TIPOMBIBATEJISI HEOOXOIMMO CJIETUTH 34 CO-
CTOSHUEM €MKOCTH JJII IIPOMBIBOYHOTO PACTBOPA
¥ COeTMHUTEJILHBIX IMIJIAHTOB: B HUX HE JIOJIKHO
OBITH «3apocToB». Pa3 B HeesIo KeIaTeJIbHO EM-
KOCTh JIJIsT TIPOMBIBOYHOTO PAaCTBOPA U IJIAHTH
npomserBaTh 70% crmpTom.

He JOIIYCKATb BBICBIXaHHUA JIYHOK IIJIaHIIIeTa
MeXIY OTOACJIbHBIMU OIlePaIlTuAMUE.

IIpu mocranoBke MDA Hesb3s HCIIOIB30BATH
KOMIIOHEHTEI M3 HAOOpPOB PA3HBIX CEPUM WU
CMEIUBATh WX IIPU [IPUTOTOBJIEHUHM PACTBO-
pPOB, KpoMe HecHeluuIecKux KOMIIOHEHTOB
(OCB-Tx25, cmon-peacenm, pacmeop TMBE),
KOTOpble B3amMmo3aMeHsseMbl B Habopax AQO
«Bexrop-Bec».

Haxoneunnxn JJId ITUIIeTOK (aemomamuttec;cux
dosamopoe) ciiegyeT UCIIOJIb30BaTh OJJHOKPATHO.

3Bampernaercs IIOBTOPHOE MCIIOJIb30BAHUE ILIAH-
meTa JJis IpeaIBapPUTEeIbHON0 HAHECEHUS CHIBO-
POTOK.

Ilocyny (sanrouku), NCIOIB3yeMbIe IJIS PAOOTH
¢ pacrBopamu kouboorara u TMB, me odpabdarts-
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BaTh Je3UHQUIINPYOIIUMHA PACTBOPAME K MOIO-
UMY CPeJICTBAMMU.

— B ciayyae mOBTOPHOTO HCIOJIB30BAHUS IIOCY.ITY
(6aHHOUKL) IJIS PACTBOPA KOH'BIOIaTA IIPOMBITH
TIPOTOYHOU BOJOU U TIATEJIHHO OMOJIOCHYTH JTHC-
TUJIJIMPOBAHHON BOHOM, IIOCYHY (8QAHHOUKLL) OIS
pactBopa TMB cpasy mocie paboTel HEOOXO0mu-
MO TIpoMBITE 50% pPacTBOPOM ITHJIOBOTO CIUPTA,
a 3aTeM JUCTUJLJTMPOBAHHOMN BOJIOH.

— Jast nmeswH(erIMy TOCyIBI W MAaTEPHUAJIOB,
KOHTAKTUPOBABIIUX C WCCIEIYEMBIMU W KOH-
TPOJBHBIMH  00pas3IaMu, pPEeKOMEHIyeM WC-
MI0JIB30BAaTh JIe3WH(MUIIUPYIONINEe CPeJCcTBa, He
OKa3bIBAOINMe HETaTUBHOTO BO3JAEHMCTBUS HA
rauvectBo MDA, He comepsralye akTUBHBINA KIIC-
JIOPOJ ¥ XJIOP, HAIpuMep, KOMOMHWPOBAHHBIE
cpeacrBa Ha ocHoBe YAC, crimpTOB, TPETUUHBIX
amvusoB (MY-231-113-00 om 29.10.98).

— IMumnerku u paboure IMOBEPXHOCTH 00padATHIBATE
T0J1BKO 70% pacTBopoM oaTHUJI0BOrO crrmpra. He wmc-
TI0JIb30BATH TIEPEKUCH BOIOPOIA, XJIOPAMUH U T.JI.

7.2. IlpuroroBiieHue peareHToB.

7.2.1. IIpOMBIBOYHBII PACTBOP.

Bsbonrare COJIEPIKUMOe draxona ¢
OCB-Tx25. Ilpu BEIIAAEHUHN OCALKA COJIEH B KOH-
LIeHTpaTe MIPOrpeTb ero IMepel pasBedeHHeM 0
IIOJIHOTO PACTBOPEHMS OCaIKa.

D-3206 1



Tabiunma pacxosa peareHToB
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B coorBercTBME ¢ UMCIOM HCIIOIB3YEMBIX
CTPUIIOB  0TOOpaTh HEOOXOAUMOE  KOJIMYECTBO
DOCB-Tx25 (cm. mabnuyy) 1 pa3BecTH IUCTUJLIIH-
POBAHHOI BOHOH 0 YKA3aHHOI0 B TA0IMIIE 00BEMA
wim comeps:xnmoe 1 duraxona — 1o 700 m.

Xpanenue: npu memnepamype (2-8) °C do 5
CymokK.

7.2.2. PacTBOpBI KOHBIOTATA.

Bruwmanue! Jlns pabomwsr ¢ Konwiocamom
pexomeHoyem UCnoab308ams 00HOPA308ble Ha-
KOHeWHUKU OJIs NUNEMOoK.

7.2.2.1. IlpuroroBuThb  KOHIIEHTPHPOBAH-
HBIA PacTBOP KOHBIOraTa IIyTEM pPaCTBOPEHHS CO-
mepsxrMoro iraxkona ¢ kowborarom B 1,0 mux PITP.

Xparnenue: KOHUEHMPUPOBAHHbLIL PACMEOP
KoHBHO2amMa — 00 3 mecaues npu (2-8) °C unu do
12 mecaues npu munyc (20+4) °C. Jonyckaemcs
3-Kpammoe 3aMOPANCUBAHUE KOHUCHMPUDOBAHHO-
20 pacmeopa KOH»I02ama.

Brnumanue! Pacmeop koHvio2ama 8 pa-
bouem paszsedeHuUl 20MOBUMb 8 NJACMUKOEOL
B8aHHOUKe, 8X00AWel 8 cocmas Habopa, Henocpeo-
CcmeeHHo nepeod uUcnob3osaruem!

7.2.2.2. TwmaresrsHO B300JITATH COMEPIKHMOE
diakona PK. 3arem B BaHHOYKY [/ peareHTOB
oToOpaTh He0OXOIMMOe KOJIMYECTBO (CM. mabnui,y)
KOHIIEHTPUPOBAHHOTO pacTBOpa KOHbIorara, moba-
D-3206 13



BUTBH COOTBETCTBYIOIIee KoymuectBo PK, Tmraresns-
HO IIepeMellaTh IINIeTHPOBAHIEM.

Xpanernue: KoHwlO2AM 8 PAOOUEM PA3EEOCHUL
XPAHEHUIO He NOOJIeHCUMN.

7.2.3. Pacreop TMB.

Bruwmarnue! Pacmesop TME 2omos k ucnoJib-
306arnul. Heobxodumo uckniiouumos sozdeticmeue
ceema na pacmaop TMB.

Perxomendyem evidennums HaKoOHeUHUKU OJis
nUNemox, KOMmopbvie UCNOJIb308aAMb MOJIbKO 0Jis
pabomut ¢ pacmeopom TMB.

HermocpeacTBenHo 1epes;  HMCIIOJIB30BAHHEM
oroOpaTh B IJIACTUKOBYIO BAHHOUKY TOJIBKO HEO00-
XOJMMOE B COOTBETCTBHUH C UKCJIOM HCIIOJIB3YEeMBIX
CTpUIIOB KoamdecTBo pacrBopa TMB (ecm. mabnu-
uy). Ocratku pacrsopa TMB u3 BamHOuKHM yTH-
JIM3UPOBATE (He CAUBAMD 80 (PJIAKOH C UCXOOHbIM
pacmeopom TMB).

Xpanernue: npu memnepamype (2-8) °C ¢ me-
yeHue 8ce2o cpoKa 200Hocmu Habopa.

7.3. Ilposenenune amanusa.

7.3.1. ITogroToBUTH HEOOXOIUMOE KOJIAUYECTBO
cTpuros K pabore. OcraBinuecst — cpa3y yrnakoBaTh
BO m30eskaHme TyOUTEebHOTO BO3IENCTBUS BJIATH.
JlJ1s1 9TOr0 CTPUIMBI IIOMECTUTH B Ied)JIeHOBBIN IIa-
KeT C BJIATOIIOIJIOTUTEJIEM, TIIATEJIbHO 3aKPBIThH
HaKeT IIJIACTUKOBOM 3aCTE:KKOM. YIIaKkOBaHHEIE Ta-
14 D-3206

KAM 00pasoM CTPHUIILI XPAHUTEL IIPH TeMIIepaType
(2—-8) °C mo KoHIIa cpoKa FOJHOCTH Habopa.

[TpuroToBUTH TPOMBIBOYHEIHM pacTBOp (h. 7.2.1),
KOHIIEHTPHUPOBAHHBINM PacTBop Komborara (n. 7.2.2.1).

7.3.2. Bo Bce siyHKH cTpUIIOB BHecTH 110 90 MK
PPC. B onuy nyury suectu 10 mrsa K, 8 2 npyrue
sayuakn — no 10 mra K-, Bo Bce ocranbhble IyHKEN
CTPUIIOB BHeCTH 110 10 MKJI MCciIeayeMbIx o0paa-
moB. [Ipu aToM IIBET pacTBOPA B JIYHKAX U3MEHUTCS
Ha CUHUIM.

Brecenue coi80pomox  00aHCHO — CONPOBO-
HCOAMBCS, MULANMESIbHLLM NepemMeuusaruem (nune-
muposanue e menee 4 pas).

JIyHKY 3aKJIenTh IJIEHKOM U MHKYOMPOBATH
mpu (37£1) °C B Tepmorreiikepe mpu 500 06/MuH
30 muHYyT.

3a 5 MUHYT 10 OKOHYAHUS WHKYOAIIHMN [IPUTO-
TOBHUTH PACTBOP KOHBIOTaTa B paboueM pasBeleHnn
(n. 7.2.2.2).

7.3.3. Tlo orkoHuaHWy WHKYOAITUU COJEPIKU-
MoO€ JIYHOK cOOpaTh B COCYI C JAe3UH(PUIUPYIOIIAM
PacTBOpPOM, ITPOMBITH JIYHKN 5 pa3 IIPpOMBIBOYHBIM
PACTBOPOM U TIIATEIBHO YAAJIUTH BJIATY.

Brumanue! Kaxcoyio nyrky npu npomviéie
Heobx00umo 3anosnams nonHocmovio (400 mrn
pabouezo npomvieouHo20 pacmeopa). Heobxo-
ouMo 000UBaAMbBCA NOJIHO20 ONOPONCHEHUS JIYHOK
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nocse Kaxcoo2o ux aanosiHerus. Bpemsa mesicdy sa-
NOJIHEHUCM U ONOPONCHEHUEM JIYHOK 00JIHCHO ObLmb
He meree 30 cexyHO.

ITo oKOHYaHWM TTPOMBIBKH HEOOXOIMMO TIITA-
TeJILHO yIAJIUTh BJIATY U3 JIYHOK, ITIOCTYKUBAS ITepe-
BEPHYTHIMU CTPUIIAMU II0 CJIOKEHHOM B HECKOJIBKO
CJI0€B (puIbTpOBABHOMN Oymare. He momyckarts BbI-
CBIXAQHUS JIYHOK CTPUIIOB MEKIY OTJEeJIbHBIMU OIIe-
paIusaMu TIPU TTIOCTAHOBKE PEaKITUH.

7.3.4. Buectu Bo Bce nyuru mo 100 mii pac-
TBOpPa KOHBIOTaTa B pabo4yeM pa3BeeHUNn.

Bruwmarnue! Jlna enecenus pacmaopa
KoHBI02AMA 8 pabouem pa3eedeHll UCNOb308AMD
NAACMUKO8YI0 8AHHOUKY U 0OHOPA308ble HAKO-
HeuHUuKU, 8xo0saujue 8 cocmas Habopa.

JIyHEM 3aKJIE€UTH IUIEHKONH M WHKYOMPOBATH
mpu temieparype (37+1) °C 30 mumyT.

7.3.5. Tlo oxkoHUaHWM WHKYOAIIUU COMEPIKU-
MOe JIYHOK COOpaTh B COCYI C JAe3UHPUITUPYIONTUM
pPacTBOPOM U IIPOMBITH 5 pa3 MPOMBIBOYHBIM pPac-
TBOPOM, VIAJIUTD BJIATY KAK OITMCAHO BBIIIIE.

7.3.6. Bmectu B raskaymwo JiyHRY 1m0 100 MK
pactsopa TMB (n. 7.2.3).

Bruwmanue! Jlns sunecenus pacmeopa TMB
UCnOIb308AMb NJACTNUKOBYIO BAHHOUKY U OO0HO-
Pa308bile HAKOHEUHUKU, NPUSIA2aeMmble K Habopy.
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CTpHIIBI TIOMECTUTH B 3AIMUIIEHHOE OT CBETAa
Mecto mpu Temieparype (18—25) °C ma 25 MmunyT.

7.3.7. OcraHOBUTH peaKInio H00ABICHUEM B
ayuru 1o 100 Mr crom-peareHra u depe3 2—3
MuHyTH n3ameputsb OIT.

Cnedyem  uszbecamv  nonadarnus  cmon-
peacenma Ha 00excdy U OmMKpbimbvie YUACMKU
mena. Ilpu nonadaruu — npomovims 60LUUM KO-
JiUu1ecmeom 800bL.

8. PETMCTPALINA PE3YIIbTATOB

Pesyabrarer UOA perucrprpoBaTh ¢ IOMOIIHIO
crrexrpocoromerpa, nuamepsisi OIl B pByxBOSTHOBOM
pesxuMe: ocHOBHOM puuabTp — 450 HM, pedeperc-
duaeTp — B nuanasone 620—655 um. Jomycruma
perucTpaius pe3yJIbTaTOB TOJBKO C (PHUIBTPOM
450 HM.

BriBenenune crexTpodoromerpa Ha HyJIEBOM
YPOBEHbB («OJ1aHK») OCYIIECTBIIATDH 10 BO3IYXY.

9. YYET PE3YINLTATOB PEAKLIMA

9.1. PesymbraThl uMcciIeI0OBAaHUN YIUTHIBATH
TOJIBKO IIPX COOJIIOEHUH CJIEYIOIINX YCIIOBHIMA:

— cpenuee sHaveHne OII B myrrax ¢ K~ me Gosee
0,2 (OIT, K~ < 0,2).

— srauenwue OII B myrxke ¢ KT me menee 0,6 (OIIK*
>0,6);
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Beruucnurs xpurmuyeckoe aHadenme OII

(OIL,pym) mo dopmye:
OIL,pym = OIl,(KY) + 0,3,

rae OII.,(K-) — cpenmee apudmerndeckoe
suavenne OIl B JgyHEaX ¢ OTpHUIIATESIHHBIM KOH-
TPOJILHBIM 00pa3LI0M.

Ecmu OII, (K-) umeer oTpuriatesibHoe sHave-
HHe, CYUTATh €€ paBHOU HYJIIO.

Jlis mHTEepIpeTauy pesyIbTaToB UCCIIeN0Ba-
HUS CBIBOPOTOK MCIIOJIBb30BATh KO3 punueuT mo-
sutusaoctu (KII):

RH = OHuccn. CbLB'/ OHrcpum

ITpu KII < 1,0 pesysbrar paciieHHBaTh Kak
OTPHUIIATEJIbHBIN.

KII > 1,0 — pe3y/IbTaT moJI0:KUTEIbHBIH.
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10. YCNOBUA XPAHEHUA U SKCIMITYATALIUM HABOPA

10.1. TpascmopTupoBaHue Habopa IOJKHO
mpoBoguThbesa mpu Temieparype (2—-8) °C. Jlomy-
CKaeTcsd TPAHCIOPTUPOBAHWE IMIPH TeMIepaTrype
1o 25 °C me 6osiee 10 cyrok. 3aMopaskuBaHme He
IOIIYCKAETCS.

10.2. XpaHeHne Ha00Opa B YIIAKOBKE IPEIIIPH-
ATUSA-U3TOTOBUTEJISA JOJIKHO IIPOM3BOOUTHLCA IIPHU
Temmeparype (2-8) °C. 3aMopamxuBanue He JIOIy-
CRAEeTCs.

10.3. Cpox rogHocTr HaGopa peareHToB — 12
MECSIIEB CO THS BEHIILYCKA.

10.4. JIpoGHoe mcmosib3oBaHMe HAOOpa MOKET
OBITH peaJIM30BAHO B TEUEHWE BCEr0 CPOKA TOIHO-
ctu. B ciryuae qpobmHOro ncmosbs3oBaHust Habopa:

— HEWCIIOJIb30BAHHBIE CTPUITBI MOYKHO XPAHHUTh
B IIJIOTHO 3aKPBITOM MaKeTe IIPU TeMIlepaType
(2-8) °C B Teuenwme Bcero cpoka roJHOCTHA HAOOPA,;

— xoHTpoabHBIe obOpasusr, OCB-Tx25, PPC, PK,
PIIP, pacreop TMB wu crou-peareHT 1ocie
BCKPBITHS (PJIAKOHOB MOKHO XPAHUTH B IIJIOTHO
3aKpBITEIX pIaKoHAX IIpHu Temmeparype (2—8) °C
B T€YEHME BCETO CPOKA TOJHOCTH Habopa;

— KOHIIEHTPHUPOBAHHBIM PACTBOP KOHBIOraTa MOYKHO
XPaAHUThH B TJIOTHO 3aKPBITHIX (PJIAKOHAX IIPH TEM-
neparype (2—-8) °C B Teuenre 3 MecCsIeB ¢ MOMEH-
Ta TPUTOTOBJIEHUS WJIN IIPY TEMIIepPaType MUHYC

(20+4) °C B TeueHwme BCero CpoOKa TOTHOCTH HAOOPA,;
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— IIPOMBIBOYHBIA PACTBOP MOYKHO XPaHUTH IIPH
temmeparype (2-8) °C mo 5 cyTok ¢ MomeHTa
IPUTOBJIEHHUS.

Ilo sonpocam, kacawwumcs kawecmaa Habo-
pa «Hepcunusa-IgM-UDA-BECT», criedyem obpa-
wamocs 6 AO «Bexkmop-Becm» no adpecy:
630117, e. Hosocubupck-117, a/s 492,
men.: (383) 832-92-49, 227-60-30;
men./pakc: (383) 332-94-47, 332-94-44;

E-mail: plkobtk@uector-best.ru

Koncynsmauyuio cneyuanucma no pabome ¢ Ha-
6OPOM MONHCHO NOJLYHUUMDb NO meJt.: (383) 227-68-23.
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OOMNOJNTHUTENBbHAA NH®OPMALINA
Onsa NOTPEBUTENEN:

— Habop pearenToB npengHasHaveH OJis Ipodec-

CHOHAJIBHOTO IPUMEHEHUS U JOJIJKeH UCII0JIb30-
BaThCA 00YUYEHHBIM II€PCOHATIOM;

IIpn wumcmonb3oBanmym HaOoOpa 00pPas3yrTCs OT-
xoxel KiaaccoB A, B u I, xoroprie ximaccudmiim-
PyIOTCI ¥ YHHUYTOMXKAIOTCI (YMUJUSUPYIOMCS)
B coorBerctBum ¢ CamlluH 2.1.7.2790-10 «Ca-
HUTAPHO-3IIHIEMHUOJIOITUECKIE TpeOOBaAHUSA
K O0OpallleHHI0 ¢ MEIUIIMHCKHMU OTXOMJaMI».
Jleaunpekimo HA00POB cJIeAyeT IPOBOIUTEL II0
MVY-287-113 «Merogmyeckre yKasaHUsI II0 [ie-
3UHQEKINH, IPeNCTePUIN3AIIMOHHONM OUNCTKE 1
CTEPUJIN3AINN M3Oe/INN MeOUIIMHCKOTO Ha3Ha-
YeHUD;

TpeboBanusa 6e30IaCHOCTH K MEIUIIMHCKUM Jia-
boparopusim mpuseensl B 'OCT P 52905-2007;
He npumensaTs HaOOp peareHTOB II0 Ha3HaYe-
HUIO IIOCJIE OKOHYAHUSA CPOKA T'OMHOCTI;
TpaHCIIOPTUPOBAHKE TOJKHO IIPOBOAUTHLCSI BCE-
MU BHIAMU KPBITOIO TPAHCIIOPTA B COOTBETCTBHUU
C IpaBWJIAMH II€PEBO30OK, IEHCTBYIOIIUMHU Ha
TPAHCIIOPTE JAHHOIO BHIA.

[IpousBoguTeIb TAPAHTUPYET COOTBETCTBHE BBI-
IMyCKaeMbIX M3JeJIMi TPeOOBAHUSAM HOPMATHUB-
HOU U TeXHUYECKON JOKYMeHTAIInN;
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— BesomacHocTh M KAYECTBO M3[Ie/IUsA TAPAHTUDY-
I0TCS B TEUEHHUE BCETO CPOKA TOTHOCTH;

— IlpomsBomuTesis OTBEUAET 32 HEIOCTATKI U3IEJIHS,
3a HCRJIIOUYEHNEeM J_'[edf)eRTOB, BO3HUKIIIUX BCJIEO-
CTBHE HAPYIIIEHNA ITPABUJI II0JIb3OBAHUA, chIOBI/Iﬁ
TPAHCIIOPTUPOBAHIS ¥ XPAHEHMNS, JIH00 JeMCTBUS
TPETHUX JIUII, JIMOO HEIPEeo 0 IMMOI CHJTHL.

— IlpomsBomuresnib 00sI3yeTcst 3a CBOM CUET 3ame-
HUTH U3JeJine, TeXHI4IeCKHre 1 d)yHKHI/IOHaJIBHBIe
XapaKTEePUCTUKU (nompedbumenivcKue caolicmaea,)
KOTOPOT'O He COOTBETCTBYIOT HOPMATUBHON U TeX-
HUYECKON JOKYMEHTAaIH, €CJI YKa3aHHbIE HEeI0-
CTAaTKHN ABUJIVCH CJIEACTBHEM CKPBITOI'O ,I[ed)eRTa
MaTEPHUAJIOB HNJIM HEKAYEeCTBEHHOI'0 H3I0OTOBJIC-
HUA U30eJInd ITPOU3BOAUTEJIEM.

MMPNJIOKEHUE

Ha6op «Mepcuuusa — IgM — U®A - BECT»
PEKOMEH/IYeTCs JIJIs:
— JIHATHOCTUKY UEePCUHUO30B;
— HaOJII0JIeHUs B IIPOIecce JIEYEHUs U I10CJIeIyI0-

1Iei TUCIIaHCEePU3AIIUH;

— 00cJreToBaHMe KOHTAKTHBIX JIHIL,

CorutacHo IUTEpaATyPHBIM JaHHBIM AHTHUTEIA
(AT) rmacca G ® Yersinia Bcrpevatores y 10-40%
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Hacenenus, AT kmacca A — no 11%, AT rmnacca M
— 10 2%. Otm 1AdpPEl 0TPAKAIT PACIPOCTPAHEH-
HOCTBH MePCHHHIO030B CPEIH B3POCIIOT0 HACEICHUI.

Jliis mpaBUIBHON WHTEPIIPETAIuU Pe3yJib-
TaTOB, pa3TrPaHWYEHUsI OCTPOM, HeIABHO TIepe-
HECEHHOU, [aBHO IIepeHecEéHHOU UHQEKIIu!,
ITPOTHO3WPOBAHUST HCX0aa 3abosieBaHus (861300-
POBJICHUE UNU XPOHUZALUS NPOUECCQ) T TIOCIIETYT0-
IIrero BLI60pa TAKTHUKH JICUCeHUd BAKHO BKJIIOUYATH B
nccaemoBanue ompenenenue IgA, IgG u IgM.

ITocite nepenecénnoi nugeximm IgG MoryT rup-
KyJIIPOBATh B KPOBU HECKOJILKO MECALIEB MJIU JIET.

Nmmysormobyauaer kKiaaccoB A u M mpu 6J1a-
TOMPUATHOM WCXOJle HEPCUHUO30B MCUE3A0T W3
CBIBOPOTKHU KpoBU B TeueHuu 2—6 mecsames. Coxpa-
"erue B KpoBu I1gA u/uinm IgM Gostee 6-Tu Mecsiies
CBHJIETEJILCTBYET O XPOHUYECKOM TedeHur 3a00Jre-
BAHUS U TTEPCUCTEHITUN BO30YIATEIS.

Veenuuenne niu ymenbinenne Kl 8 nuaamvu-
Ke CBHIETEJILCTBYET O HAPACTAHWY WUJIN CHUMKEHWUH,
coorBercTBeHHO, THTPa AT.

JocroBepubpiM cunTtath mameHenme KII B 2
pasa u boJee.

Ilpm pguHamMuuyecKkoM HAOIIOOEHWN IIAILH-
eHTa [JI IIOJIyYeHHS pPe3yJIbTaTOB, aIeKBaT-
HO OTPaKAIINX MW3MEHEHUS KOHIIEHTPAIIHNKI
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MMMYHOIJI00yInHOB Kiacca G K MepCHHUAM B KPO-
BH, HEOOXOJMMO HCIIOJIL30BAThL HAOOPEI peareHTOB
OJHOTO HAWMEHOBAHUA (00H020 NPEONPUAMUS-U3
20mosumeJis).

Peromennyercss ncciieoBaTh mapHBIE CHIBO-
POTKY ¢ MHTEPBAJIOM 3—4 HeIeJI.

[Ipu uHTEpIIpeTaIINY PE3YILTATOB MOKHO PY-
KOBOJCTBOBATLCS IIPUBEIEHHON HUKE TAOJIMIICH:

IgG IgM IgA Nurepuperanus
IepeHecEéHHAA
+ — — B IIPOIILIOM

nHOEKII

HeJIaBHO
+, vo KII +, vo KII Has
IepeHecéHHast
CHUSKAETCS B CHUIKAETCS
+ HHQEKIIHA ¢
TeUeHUHN B TEUEHUU i
3—-6 mec. 3—6 mec.
B _BBLI3JIOPOBJICHHE
TIePCUCTEHITAS
BO30yTUTeIIA.
Aprpursr,
— wmm +, o KII yaJI0BaTas apuTemMa,
T CHUIKAETCA + Gostee 6 mec. MUOKAPIUTHL
B IMHAMUKE ¥ JIP. OCJIO}KHEHUS
UHQPEKITHOHHO-
aJIJIePTUYECKOT0
Xapakrepa
XPOHUYECKUE
WJIEUTBI, TUDIUTEL,
KOJIMTBL U JID.

+ +
b7 + 6oJstee 6 mec. i

IIpu oGcremoBaHmM OOJIBHOIO C IIOJO3PEHU-
€M Ha MEepPCUHHO3HYI0 MHQPEKIINIO IIPeNCTaABIAETC
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BaKHBIM Te€CHO€ COTPYAHHNYECTBO MEKIY JieuallluM
BpaduoM u Bpa‘IOM-JIa60paHTOM, 0CODEHHO eCJIH II0-
JIyYE€HbI CJIA0O0IIOJIOMKUTEIbHEIE pe3yJsibTaThl IIPpN
TeCTUPOBAHUNH.

OxoHYATETBPHBIA TUATHO3 (POPMYIUPYETCS Ha
OCHOBAHUU KJIWHUKO-AaHAMHECTUYECKUX JTAaHHBIX,
amUIaHAMHe3a M Pe3yJIbTATOB KOMILIEKca Jiabopa
TOPHBIX UCCJIEIOBAHUII,
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BHECTHU >|

Cxema aHanusa D-3206

IIOATrOTOBHUTH

TPOMBIBOYHBIH pacTBop (n. 7.2.1)
KOHI€eHTPUPOBAaHHBINA

pacrBop kKoubiorara (n. 7.2.2)

o 90 mxs PC

U

BHECTHU

L

mo 10 mxa K+, K~
¥ uCClIelyeMbIX 00pa3nos

UHKyOanusa

I cm. 1. 7.3.2

IIOATrOTOBUTH |

PacCTEOp KOHBIOTATA
B paGouem passenenuu (n. 7.2.2)

IIPOMBIBKA

BHECTHU

o 100 minx
pacTBopa KOHBIOraTa
B paboueM pa3BeJIeHun

IPOMBIBKa

BHECTHU I

MHKyOanus

s >
T
o (=2>
B
[ =>
[ e >
e (=

4

mo 100 MK cTOm-peareHTa

BHECTHU >I

perucrpanus ,|:>

crnexkTpodoToMeTpUPOBAHHNE
450 HM/620 HM

D-3206

IT'PAOMYECKUE CMMBOJIBI

REF

Homep no katanory

VD

MeguumHckoe
nagenve

OS5 4UarHocTuKn
in vitro

COﬂep)KI/IMOFO A0CTaTO4YHO
Ona npoeseneHnsA
N Konn4yecTBa TeCTOB

He ctepunsHo

TemnepaTypHbin

Koa naptum [MANa30H

[ata nsrotoenenmst: XXXX-XX-XX

dopmart gatbl: rog-mMecsil-4mcro WsrotosuTens
Obpartutecb

Mcnonb3oBaTb 4o: XXXX-XX-XX
dopmat gatbl: rog-Mecsau-41cro

= - P

K NHCTpyKUmMKn
no NPUMEHEHWIO

> B0 | <

OcTtopoxHo! ObpaTnTech K VIHCTPYKLUM NO MPUMEHEHWIO

D-3206

26.02.16

27



AKIIMOHEPHOE OBIIIECTBO
«BEKTOP-BECT»

Mesxnymapoausie cepruduraTs
ISO 9001 u ISO 13485

HABOPbI PEATEHTOB AJ1IA UDA

Bupycusie rematurer A, B, C, D, E, G, TT;
BUY-undexus; UITIIIT; TORCH-uudeximmy;
reprecBUpPyCHbIEe MHQPEKIINN; 6epEeMeHHOCTD;
ayTOMMMYHHBIE, CHCTEMHEBIC, [IapA3UTaPHEIE,
SKeJIyJ0YHO-KHIIeYHbIC 3a001eBAHNA,
TOPMOHEL; OILyXOJICBEIC U KAPINOMAPKEPHI;
LIUTOKWHBI, AJLJIePreHbl U JIP.

Tounas duaznocmukxa —
aghgpexmuenoe neuernue!

Ham agpec: 630117, HoBocubupcek-117, a/s 492
Ten./paxe: (383) 227-73-60 (MHOrOKAHAJIHHBINA)
Teur.: (383) 332-37-10, 332-37-58, 332-36-34,
332-67-49, 332-67-52

E-mail: vbmarket@uvector-best.ru
Internet: www.vector-best.ru
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