«YTBEPXKIAIO»

enepanbuslii pextop

e
, H‘ ch HOB
Vdd AN eWTOR £ A4 N
Dy ez RN .
"g. b e N

HMHCTPYKIIUS
IO IPUMEHEHHUIO Habopa peareHToB
AT IMMYHO(DEPMEHTHOTO BhISBIICHHUS HUMMYHOT100yTHHOB Kitacca G k BUpYCYy napoTura
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1. HABHAYEHUE
1.1. Habop pearentos s MMMYHO(EPMEHTHOTO BhISBICHMUS UMMYHOT100yIHHOB Knacca G K BHpYyCY
[1apOTHTA B CHIBOPOTKE (I171a3Me) KPOBH «Bexrollaporut-IgGy» (nanee mo TCKCTy — HaOop) npeanaznayen
AJIA BBIABJICHUST UMMYHOTIIOOYIMHOB Kiacca G (IgG) k Bupycy nmaporuta B CBIBOPOTKE (m1a3mMe) KPoBU ye-
7TOBEKA METOLIOM TBEPAO(Pa3HOro UMMYHODEPMEHTHOTO aHATH3A (UDA).

1.2. Habop paccunran na nposenenue 96 aHanmMzoB, BKMIOYAs KOHTPOJIBHBIE 06pasiel. BozaMokHo
ApO6HOE HCToNIB30BaHKe HAGOPA.

2. XAPAKTEPUCTUKA HABOPA
2.1. Ilpusuun meropa
Meron onpenenenns IgG BUpPYCY MAPOTHTA OCHOBAH Ha ABYXCTAlMIHOM HEIIPAMOMY BapHaHTe TBep-
nodasnoro uMMyHodepMeHTHOrO anam3a. Ha IEPBO CTaluy aHaIu3a COAepKAIIMecs B HCCIIeIyeMBIX 00pas-
Lax CreLuuIeckne aHTHTENA K BUPYCY HapOTHTA CBA3BIBAIOTCS C MMMOGHIMB0BAHHBIM HA IOBEPXHOCTH JTYHOK
[ITAHIICTa PEKOMOMHAHTHBIM aHTUICHOM BUpYca napoTuta. Ha Bropoit crazuy KOHBIOraT MOHOKTOHAILHELX Al
Turen K IgG yenoseka ¢ nepoxcuasoit XpeHa B3aUMOJICHCTBYET C KOMIUIEKCAMMU «antured-IgGy. Ilpu unky6a-
HHH € PaCTBOPOM TETPaMETH/IOCH3MAMHA IPOUCXO/IUT OKPALMBAHUE PacTBOpa B JIHKaX, COAEPKaIKX 06pazo-
BABIIHECST KOMILIEKCh! «aHTUIeH-IgG-KoHbrorary. MHTeHCHBHOCTE OKpalllMBAaHUS MPONOPUHOHATEHA KOHIIEH-

Tpaunu IgG k Bupycy mapoTuTa B aHATM3UPyEMBbIX obpasnax. Peakuuio ocTanaBiuBaoT CTOTI-PEAreHTOM U
USMEPAIOT ONTHYECKYIO 10THOCTH (OIT) B MyHKAX muaHmmera.

2.2. Cocras nabopa

Komnonenr na6opa (coxpamenue)
Kon-Bo
Onucanue

Ilnanmer pa36opHuslit ¢ *MMOGHANIOBAHHBIM PEKOMOMHAHTHBIM AHTHI€HOM BHpYCa ma- .
porura |

Honoxurenbublit KOHTPOJIBHBII o6pazen (K1)

I .,
Cooeporcum IgG k supycy napomuma. _ 1 gpﬁm
Codeporcum azud nampus (0,1 2%), ProClin 300 (0,02%). ?
OTtpuuare/bublit KOHTPOIbLHBII obpasen (K°) 1 .
He codeporcum IgG k eupycy napomuma, 30 M}I
LCodepchum Hampus asuo (0,12%), ProClin 300 (0, 02%). ;
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Konsiorar
Konvioeam monoxnonansmpix anmumen xk IgG venosexq ¢ hepokcudasoii xpenua. g,
Codepacum ProClin 150 (0,0044%), shenon (0,008%), ProClin 300 (0, 03%). 13,0
: AR
PactBop s pazenenus ¢bIBopoToK (PPC) 1 .,
Coodeporcum ProClin 300 (0,03%,). 12,0 Mnt
PactBop nas HPEABAPHUTE/ILHOTO Pa3BeJeHus ce1BOpoTok (PITIPC) 1 o,
Codeporcum ProClin 300 (0,02%). 10,0 Mt
Konuentpar pocedarno-conesoro Oydeproro pacrsopa ¢ TBHHOM (PCB-Tx25) 2 ¢ 1o
Cooepoicum ProClin 300 (0,25 %). 28,0 Mt
PacrBop TeTpaMeTHI0eH3uANHA
(pactBop TMB) : G,
Cooeporcum 3,3 5,5' — mempamemunoensuoun (0,025%). 13.0 M
Cromn-pearent 1,
Codeporcum xucnomy cepnyio (4,9%,). Lalimn
Ilnanmer pa36opusrii aas NPeABAPHTE/ILHOIO pa3BegeHus ncceayeMpIx o6pasnos 1 .
Inenxn aist 3akaensanns mianmera 2 T,
Hakoneunnku gas A03aTopoB Ha 2-200 Mk 16 .
Banunoukn qusa pearenron 2,

3. IMATHOCTUYECKUE XAPAKTEPUCTUKHA
3.1. JlnarHocTHyeckas 4yBCTBUTENBHOCTE: ICIMHUYECKHE MCCIIeN0BAHMUS, MPOBEAEHHbIE HA 88 [1070MKH-
TCJIPHBIX KIMHUYECKUX obpasuax, nokasamu 100% YBCTBUTENLHOCTE (MHTepBan 97%—100%, ¢ JIOBEPUTEIBHOI
BEPOATHOCTEIO 90%).
3.2. TnardHocTtryeckas CHEUHYHOCTD: KIMHHYECKUE UCCIeIoBaHUs, npoBeeHHble HA 91 oTpuia-
TCIIBHOM KITMHHYeCKOM obpasiie, nokazanu 100% crnenubraHocTs (MHTEpBaN 97%—100%, C JOBEPHUTENBHOf
BEPOATHOCTBIO 90%).

4. MEPBI IPEJJOCTOPOXHOCTHU

4.1. IloTeHumaNbHbIA PUCK MPUMEHEHNS Habopa — knace 26 (npuxaz M3 P® ot 06.06.2012 No 4n).

4.2. Habop npejasHavuen s MPO(ECCHOHATBHOTO NPUMEHEHHS B KIIHHHYECKOi 1abopaToOpHOi JuarHo-
CTHKe OOyuyeHHbIM mepconanoM. TpeGopamus OesomacHOCTH K MeaHUMHCKIM nabopaTopusM NpPUBENEHB! B
['OCT P 52905-2007.

4.3. Cron-pearenrt u pacteop TMb ob6nanator pasapakarommm neficTemem. Msberars pasdpenriusanus i
HIOTIaIaHMs HA KOXKY M CIIM3UCTBIE. B ciryuae nmonananus CTom-pearenta u pactBopa TMb Ha koxy u cnusucThie
HEOOXOMMO IIPOMBITH IOPAYKEHHbIi Y4acTOK OOJIbUIMM KOJIMYECTBOM HPOTOUHOM BOJIEL. Hexoropsie xomrmo-
HEHTBI coaepxar ProClin 300, ProClin 150, denou, KHCJIOTy CepHYIO, HATPHA a3UJ, TETPAMETHIOEH3UIUH B
KOHUCHTPALMSIX, yKasaHHBIX B II. 2.2. «Cocras HaBopay.

Bee kommonenTs! Habopa, COACPHKAIIE B CBOEM COCTABE MaTEPUAIIBI YeJ0BEYECKOro [OPOUCXOKIEHUS,
UHAKTUBUPOBAHBEI.

4.4. Ilpn paGote ¢ uccrenyempivu u KOHTPOJIbHBIMH 00pasnamu ciieayer cobmoaars Mepbl NPeIocTo-
POMKHOCTH, NPUHATBIE PH paGoTe ¢ MOTEHIUATHHO MH(EKLMOHHBIM MatepuanoM. OCHOBHEBIE NpaBHIa PaGoTh
HU3JI0KeHbL B «HCTPYKIHY 110 MepaM TIPO(UIAKTHKH PaclpoCTpaHeHUs] MHOEKIIMOHHBIX 3a60/1eBaHMi IIpH
paboTe B KIMHHKO-IHATHOCTHYECKHX 71adopaTopuaX Jieue6HO-IPODUIAKTHICCKHX YUPeXACHUI», yTBEp-
KnerHon Munsnpasom CCCP 17 suBaps 1991 r.

4.5. Ilpn ucnonp3osanuu naGopa 00pa3yloTcs OTXOb! KiIaccoB A, B u I', xotoprre KIacCHOUUUpyroTCs
1 YHHYTOXKAIOTCS (yTHIM3UPYIOTCS)

B cootsercTBum ¢ CanlluH 2.1.7.2790-10 «CaHuTapHO-31IM IeMHONOrMYeCK e TpebOoBaHus K 06palIeHHIO ¢
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MCIHLIMHCKUMHK OTX0daMH».

5. OBOPYJ1IOBAHUE U MATEPHAJIBI, HEOBXOJIUMBIE ITPH PABOTE C HABOPOM
- Cnempocboromerp, MO3BOJLIIOIUMHE IPOBOANTE H3MEPEHMS ONTUYECKON ILIOTHOCTH PacTBOPOB B JyHKax
TUIaHIIEeTa 1IPY OCHOBHOM JtMHE BoHbI 450 HM M JUTHHE BOJIHBI CPABHEHUS B Auanasone 620-655 um; go-
ITyCKAeTCsl U3MEPEHHUE IIPH OJIHOM UIMHE BOTHE — 450 uM;
— TepMOCTart, MoAAePKUBAIOIIIHIL Temneparypy (37+1)°C;
— IIPOMBIBOYHOE yCTPOMCTBO JJ1s IUTAHIIETOB;
— XOJIOJMIBHUK OBITOBOI;

— H03aTOPhI OHOKAHAIBHEIE CO CMEHHBIMK HAaKOHEYHHKAMH, IT03BOIISIOLIN & OTOMPATh 06BEMBI KUAKOCTH
10-5000 mk;

— A034TOPbl MHOTOKAHAIBHBIE CO CMEHHBIMU HAKOHEYHMKAMH, IO3BOIAIOINE OTOUPATD 06DEMEI KHIIKO-
crert 10-300 mx;

— UWIMHAP MEPHBIH BMECTUMOCTEIO 1000 MIT;

— BOJIa IMCTHIUIMPOBAHHAS;

— IICPYaTKH MEAUIUHCKUE IMATHOCTHYCCK e OZIHOPA30BEIE;

— Oymara ¢punsTpoBanbHas naboparopHas;

— AC3MHOUUHUpYIONIHE CpescTRa.

FCHHBIX 1 HHBIX (DAKTOPOB, MEINAIONIHX [IPABHUIIBHOMY OTPa)KEHHIO COCTOSHUS BHYTPEHHEH cpefibl oGcieye-
MBIX TAlMEHTOB B DPE3yNbTaTaX KIMHUYECKHX 1ab0PATOPHBIX  HCCIIEA0BAHMIA usnoxensl B ['OCT P
53079.4-2008 «Texuomnoruu JTabopaTopHele KiMHMUecKue. Ofeceuene Ka4ecTBa KIIMHUYECKUX JaGopaTop-
HBIX Mcenenoanuit. Yacte 4. [paBuia Benenus NpeaHalIuTUYECKOTrO JTamnay.

Bsstue, tpancnopruposanue n XPaHCHHE HCCIEyeMOr0 MaTepuana OCYIecTRIsSeTes corinacHo MY
4.2.2039-05 «Texuuka cOopa u TpaHCIOPTHpOBaHMS OrnomarepHanoB B MHKPOGHOIOrHYecKe naboparo-

Poccun mo kuanyeckoit nmaboparopuoii Auarnoctuke 30.05.2013.

6.2. Jlna ananusa mcnosin3oRats 00pasubl CEIBOPOTKH KPOBH YENOBEKA Mk 00pa3subl IIa3Mbl KPOBH,
OJIyYCHHOM C HCIOJIb30BAHUEM B KauyecTRe aHTHKOAryJIsiHTa UMATpata HaTpus umu DJTA.

6.3. O6pasupsl cIBOPOTKH (T71a3MBI) KPOBH MOKHO XPaHHUTE 1IpH Temriepatype (2-8)°C ne Gosee 5 CYTOK, /1
Tpu TeMnepatype MuHyc 18°C u mmxe, ecm Tpebyercst Gonee mreBHOE Xpanenue. [locne pasmopaskusanus o6-
Paslibl CICIYeT TIIATENIBHO [epeMellaTh.

6.4. O6pasusr coBOpoTKH (r1a3sMsl) KpoBwy, COACPXKAIINE B3BEIICHHBIE YaCTHIIBI, HEOOXOAUMO OYM-
CTHUTb UCHTPU(YTHPOBAHUEM.

7. IIOAI'OTOBKA KOMIIOHEHTOB JJIsI AHAJIM3A

7.1. Buumanue! Tugamensnoe cobuiodenue ONUCAHHbIX HudIce mpebosanuil no3eonum usbexcams uc-
Kadsicenua pesynomamos HDA.

— Ilepex mocranoBkoit peakiuu Bce KOMIOHEHTE Habopa Heo6X0AUMO BEIEpKATH TIPYU TEMIIepaType
(18-26)°C ue menee 30 muw.

— Ilpu npobroM ucnonp3osanmu Habopa nocne oT6opa HEOGXOMHMOro KOJIM4ECTBA KOMIIOHEHTOB (hita-
KOHBI C pacTBOpamMM HEOOXOIMMO IIOTHO 3aKPbITh, 4 OCTABIIHECS CTPUIIBI Cpa3y YNaKOBATh B IIAKET C BIIArONO-
TJIOTUTENEM, yIAIUTh U3 HETO BO3AYX U ILIOTHO 3aKPBITh 3aMOK. XpaHUTb IpH Temneparype (2—-8)°C, ucrojmn-
30BaThb B TCYEHHE BCErO CPOKA I'OAHOCTH Habopa. Jlonmyckaercs xparenue dCB-Tx25 U CTOII-peareHTa mpH
Temmeparype (2-30)°C.

— Heobxomumo usberats BosaeitcTeus [IPAMOrO COMHEYHOro cBeTa Ha pactBop TMB IPU TOAIOTOBKE
u nposeaenun MDA,

— Ilpu mocranoeke UDA Hens3s ucmonszosats KOMITOHCHTBI U3 HAOOPOB Pa3HBIX CEepPHil MM CMELIH-
BaTb MX NIPA NPUTOTOBJICHUH PACTBOPOB, KPOME HeCNEUU(PUYECKUX KOMIIOHEHTOB (®CB-Tx25, pactBop
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TMB, PIIPC, CTOL-pearenT), KOTopbie B3anmosamenseMs! B HaGopax AQ «Bextop-Becty.
— Henp3s ucnonszopars, PCareHThI U3 HabOPOB Apyrux dbupM-nponssouTesei,

— Mg npurorosgenus PacTBoOpoB u nposesennu UMA CIICOYET HCIIOb30BATE OOHOpPA30BBIE HAKO-
HEYHHKH 115 Z103aTOpOB,

ObITE MUKPOGHO KOHTaMuHanuu, J{ns NPCIOTBpAIICHUS 3aCOPEHNs U [IPOMEBIBOYHOTO ycTpoiicTsa B
KOHIe paboyero ams o6s3aTennHo CJIENYCT BBINIOJIHUTD MPOLEAYPY ONIONaCKUBAHHUs CHCTEMbI MOJaYH KU~
KOCTH IHCTHIUIMPOBAaHHON BOJOIL, Onun pas B Heneno HE0OX0AUMO NpPoU3BOANTS 3aMayuBaHue Bceit cy-
CTEMEI TPOMBIBOYHOrO YeTpoiicTra B 70% CIIMPTE WIM B ADYroM pacTBope, PEKOMECHJIOBAHHOM MHCTPYKIIU-
el K mpubopy.

— s pesundexuuu TIOCYIbI U MaTepuaos, KOHTAKTHPYIOINX C HCCIeayeMBIMU U KOHTPOJIbHBIMU
obpazuamuy, PEKOMEHIYyeM HCIIONB30BATE Ae3UHGULHPYIOLIHE CPEACTBA, HE OKAa3BIBAIOIIME HEraTHBHOrO
BO3/ICHCTBHS HA KAyecTBO DA, ne COAEPKAIINE AKTURHLII KHEIOpoa u XjI0p, Hanpumep, KOMOMHHpO-

BaHHBIE CpeJicTBa Ha ocHoBe YAC (YETBEPTHYHBIX aMMOHHEBIX COCIMHEHNUH), CIIUPTOB, TPETHUYHBIX aM-
HOB.,

— Mosaropsr u paGoune TOBEPXHOCTH 00pabaThBaTh ToNbKo 70% PacTBOpOM 3THI0BOrO crimpra. He
HCIIOJIB30BaTE MEPEKUCh BOAOPO/IA, XJIOpaMHUH.

= BanpemaeTcsl IIOBTOPHOE UCIIOJIL30BAHUE IJ1aHIIeTa s HpPeaBapUTENLHOIO pa3BeneHus OGPBBLIOB.

7.2. IloaroroBka IJIaHIIeTAa
BekpeiTe maker ¢ IUTAaHIIETOM BbIIe 3amka. OCTaBUTHL Ha pamke HeobxomuMoe s TIPOBEICHUS aHa-
/N3 KOJTMYECTBO CTPUIIOR.

7.3. llpuroroBienne NPOMBIBOYHOIO pacTBOpa

Ilepemernats conepyumoe (maxona ¢ ®CB-Tx25, [Ipu BomaneHny B KOHIICHTpaTe ocajtka coreii mporpers ero
Ipu Temneparype (30-40)°C no nosHoro PacTBOpeHus ocazka.

B cootBerctBuu ¢ unciom HCIIO/Ib3yeMBIX CTPHIIOB (CM. Tabimity pacxosa KOMIIOHEHTOB) BHECTH B MEpHBIi]
UWIUHAD HEOOXOAMMOE KOJIMYECTRO Kkonuentpara @CB-Tx25 u gosectu 10 COOTBETCTBYIOLIEr0 00BEMA TUCTHII-
JMPOBAHHOM BOZOM, TIIATEIEHO [IepeMeNIaTh,

Xpanenue: npu memnepamype (2—8)°C ne 6onee | vecaya unu npu (18-26)°C ne 6onee 7 CYMOK.

7.4. Kouniorar
Konviozam 20mosg x Ucnonb306anuio. B cooTBETCTBUM ¢ uMcIOM HCIIOJIb3YEMBIX CTPUIIOB (CM. Tabuy
pacxoia KOMIIOHEHTOB) OTOGPATE B BAHHOYKY Il peareHTa HeoOXOAMMOe KOTHYecTRBO KOHEBIOrara.

7.5. Pacrop TMB
Pacmeop TME 20mos k ucnon306anuo., B cootsercreuu ¢ unciom HCIIOMB3YEMBIX CTPUIIOB (CM. Tabmuiry
pacxoia KOMIIOHEHTOB) 0TOOPATH HEOOXOAUMOE KOJIM4€ECTBO pacTBopa TMB B BaHHOYKY /I peareHTa.

7.6. IloaroroBka HCC/IeyeMbIX 00pa3nos
Hcenenyembie o6pasisr passectu B 10 pas pactBopom s HPEABAPUTEILHOTO Pa3sBENCHMS CHIBOPOTOK
(PTIPC). Tnst sToro BHectH B JIYHKH IJIaHIIeTa pa3sbopHOro s NMPCIIBAPUTEILHOTO Pa3BeNICHHS HCCIIe/Iye-
MBIX 00pastios o 90 Mk PITPC u 106asuts mo 10 mxn LEIBHBIX 00pasloB CHIBOPOTKH (m1asmbl) KpoBw,

IBETa HE IPOM3OILIIO, aHANIU3 06pasLa CBIBODOTKH MOXET JaTh HeNpaBHIbHbIIL pesyabrar. Ilpu paseenenuu
[UI3MBI LIBET PACTBOPA B JTYHKE MEHSIETCS He3HAYHTEILHO.

Xpanenue: 10-mu Kpamuo paseedennvle 0bpasysr modncHo Xpanums He bonee 3 y npu memnepamype
(18-26)°C.
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7.7. KontposbHsle 06pasiip (K™ u K), CTOII-PEareHT rOTOBBI K UCMIOIB30BAHMIO,

8. IPOBEJAEHUE AHAJIN3A
Brumanue! Pacmeop dna pazeedenus CHIBOPOMOK nepeo uchob308aHuem sCmpaxXHymeo!
8.1.1. B moGble siBe myHku, Hanpumep, A-1 u B-1, Brectu 1o 100 mx OTPHIATEIEHOIO KOHTPOJILHOTO 06-
pasua (K™), B ogmy mynxy, Hanpumep, C-1, — 100 MK monoskuTesHOMo KOHTPOIBHOTO 06pasua (KT).
B ocranshsie nynxu srecty o 90 MK PPC u o 10 mxn HIPEABAPUTENBHO pa3BeAeHHBIX HCCIIelyeMbIX

06pasnos (. 7.6.), TmarensHo epememars. Takum o6pasowm, HceneyeMbli obpasen paz6asisiercs B 100
pas.

Ciiennero pana. M3 nocneauero psauga YAQIUTE B COCYZ C AE3MH(QULMPYIOMIUM pactBopoM no 100 mxn co-
ACPIKUMOro s1yHOK. Takum o6pazom, B BEPTHKANLHBIX PANaX MOJNYYAIOTCA MOCIEA0BATEILHEE 2-KpaTHble
PasBENICHUS HCCeyeMbIX 06pa3LOB B uHTEpBae ot 1:100 zo 1:12800.

Bpems enecenus 0bpazyoe ne dondicro npesvliiams 10 mun.

Crpunsl 3aknents mienkoit u HHKYOHpoBath 30 MUH B TepmocTaTe Ipu Temmneparype (37+1)°C.

8.2. ITo oxonuanuu MHKYOaUMH CHSTH JIMIIKYIO [VICHKY ¥ TIOMECTUTH €e B COCyJ ¢ AE3UHQUIUP YoM
pacTBopoM. C MOMOIIBIO TPOMBIBOYHOTO YCTPONCTBA NPOMBITE JIYHKY MIaHIIeTa 5 Pa3s IPOMBIBOYHBIM PACTBO-
PoM (1. 7.3.), wepenys acnmpaimio u HememTeHHOE 3AMOIHCHUE JIYHOK KaXAOro crpuma. B kaxyio JTyHKY
BHOCUTB 400 MKJT XuaxocTy B MPOLECCe KaXIO0ro UMKIa MPOMBIBKU. Bpems M@}y 3aN0THEHUEM U OIIOPO3K-

Basl [IEPEBEPHYTHIM IUIAHLIETOM I10 (DHIIETPOBAIBHOI Oymare.

8.3. Buectu Bo Bee nynku mo 100 MK KOHBIO-Tata (CM. 1. 7.4.), 3aKienTs CTPHIIBI IIJIEHKOR M UHKYOU-
posatb 30 muH B TepMoOcTate mpu TeMneparype (37+1)°C

Ocmamxu konvioeama uz éanmnoyxu ymunuzuposamo (He causame 60 (akon ¢ ucxodupim Konwvlo2a-
mom).

8.4. Ilo oxoHYaHUM BTOPOI MHKYOAUK IPOMBIT JIyHKH CTPHIIOB, KaK yKasaHo B 11. 8.2.

8.5. Buectu Bo Bce mynku o 100 MK pactsopa TMB (cm. 1. 7.5.) u HHKYOUPOBATb B 3al[UIIEHHOM OT
TPAMOTO COIHEYHOro CBeTa MecTe 25 MUH npu Temnepatype (18-26)°C,

Ocmamxu pacmeopa TMB u3 éannouxu Ymunusuposams (He caueams 60 uaxon ¢ ucxodnvim pac-
meopom TME).

8.6. Buectu Bo Bee myHku o 100 mx CTOII-peareHTa.

8.7. iaMepuTh BeMuMHY ONTHYECKOMN [IOTHOCTH PAacTBOPOB B JIyHKaX Ha CIIEKTPOGOTOMETpE B ABYX-
BOJTHOBOM peXHMe: NPH OCHOBHOM JTMHE BOMHB! 450 HM M JUTHHE BOHE] CpaBHEHHA B Manazone 620—-655
HM. Jlonyckaercs usMmepenue IPH OJHOM JIuHE BONHBEI — 450 mM. Bpems mexnay ocranosxoit peakuuu u
H3MEPEHUEM ONITHYECKOMH IUIOTHOCTH HE AOJHKHO IIPEBBIIATE 5 MUK,

9. VUET PE3VJIbTATOB _
9.1. Paccuntats cpennee apudmernueckoe 3uauenme ONTHYECKOH IVIOTHOCTH B JIyHKAX C OTPHLATE-

HBIM KOHTPOJIBHBIM 06pasom (OI1g, K-).
9.2, Pesynerars! nceenosanumii YUHTBIBATE TOJIBKO IPH COOIONCHAN CIEMYIOMINX YCIIOBHUH:
— cpeanee snavenne Ol B mynkax ¢ K~ ne 6omee 0,25;

— 3HayeHne OII B nyrke ¢ KT ne menee 0,8,
9.3. BEIHCIIHT KPUTHYECKOE 3HAYEHUE ONITHYECKOH IA0THOCTH (Ollipur) 0 popmyrne:

Onxpu'r. = OHcp.K- +0,3,

9.4. Pesynbrar anamusa cuntaercs TOI0KUTeNbHBIM, eciid Ollosp. > Ollpyr.
Pesynerar ananusa cunraercs 0TpUUATEeIbHBIM, eciti Ollyep < 0,8 x Ol T,
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Pesynbrar ananmsg CHUTACTCS HeONpeeeHHbIM, ey 0,8 x Ollxpyy, < OlIoep. < Ollxpur,
rae: Ollosy, — 3HaUEeHKE ONTHYECKOM MIOTHOCTH B JIYHKE ¢ uccienyembv o6pasionm,

Ilpu onpenenenun THTPa B BBIABIEHHBIX MOI0KUTELHELX obpasuax 3a Turp IgG « Bupycy napoTHTa
[IpPHHAMaETCs nocieguee pasBenienne wuccnemyemoro obpasa, npu KoTopom 3Hauenne OI1 B coorper-
CTBYIOIIEH JIyHKe OobIe Olipur.

B cinyyae HCONPENICIEHHOrO pesybTaTa PEKOMEHyeTCs MOBTOpPHO HCCIICI0BATE TH 06pasifsl napaji-
JIENIBHO ¢ 00pa3tamMu JaHHbIX NaUEHTOB, B3STLIMU qepe3 7-14 nueit

10. YCJI0OBUSI TPAHCHOPTHPOBAHHH, XPAHEHMSI
U IIPUMEHEHMS HABOPA

CTBaX B COOTBETCTBHH C MpaBHIaMU IICPEBO30K, NEHCTBYIOMUMH Ha TPaHCIOpTe MaHHOTO BUMA, HMpH TeMie-
patype (2-8)°C. lomyckaercs TPaHCIOPTUPOBAHHE NIpH Temneparype 10 26°C ue 6onee 10 CYTOK.

10.2. Xpauenue Habopa B ynaxoBke IPEITIPUA-THSA-M3TOTOBUTENS TOIBKHO HPOU3BOMUTLCS IIPHU TeMIIepaType
(2-8)°C B Teyenne Beero CPOKa rOIHOCTH B XOJIOTHIILHBIX Kamepax MM XONOIMIbHHKAX, obecreumBaroumx pe-
ITIAMEHTHPOBAHHBIH TeMIIepaTypHbIit PEHUM C €XKeTHEBHO perucTparmeis TeMIIEpaTypEl.

10.3. Cpok rozsoctu Habopa peareHTOB — 12 MecsieB co aus BbIlycka. He nomyckaercs [IPHUMEHEHHE
HabOPOB 1o HeTeyeHuy CPOKa UX roHOCTH.

10.4. st monyuenus HAJIOHHBIX PE3YIIbTaTOB HEOOXOMMMO CTPOTOE COOMOECHIE HHCTPYKIMY 110 Ipu-
MCHEHHIO Habopa.

10.5. Habop npennasnaven mig OZIHOKPATHOI'O IPUMEHEHHS,

11. TAPAHTUMHBIE OBSI3ATEJILCTBA
11.1. ITpoussoaurens rapaHTHPYET COOTBETCTRUE BBIITYCKaeMBIX U31eNHH TpeGoBaHMAM HOPMATHBHOH
H TEXHHUYECKOH TOKYMEHTAIHH.

TPETHUX JIH1L, TUO0 HENPEOIOTUMOl CHIILL.

11.3. IIpoussoaurens 00s3yeTcs 3a CBOH cUeT 3aMeHUTH U3JIeITHe, TEXHHYECKHE U (BYHKUHOHATbHbIE
XapaKTEPUCTUKU (MOTpeGHUTeNbCKHE CBOHCTRA) KOTOPOro He COOTBETCTBYIOT HOPMATHBHOM U TEXHHYECKOH
JIOKYM@HTAIIMH, €CIIM yKa3aHHblE HEIOCTATKH SBUITHCE C/ICACTBUCM CKPBITOTO ned)eKTa MaTepuasos miu
HEKaYCCTBEHHOTO M3TOTOBJICHUS U3/ IIPOU3BOJUTEIIEM.

ITo Bonpocam, kacaromumes kauecrpa nabopa
«Bexrollaporur-IgGy,
ciuenyer obpamarscst B AQ «Bextop-Becty
10 azpecy:
630559, Hosocubupckas obacts,
p.i. Kosnbnoso, a/s 121,
Ten. (383) 227-67-64, (383) 227-75-43.
E-mail: vbobtk@vector-best.ru

HOINOJIHUTEJIbHASI HNHDOPMAILIUSI
JJISI IOTPEBUTEJIEN
1. Onenka anamuza no K03 puunenTy nosurusnocTu

Pesynbrater ananusa mosxuo OCHHUTD 110 KO3 GUUMEHTY O3UTHBHOCTH (KII), paccuutsiBast orHOIIE-
nue Ol B ynxke ¢ 06pasnom nanuenta OTHOCUTENBHO Ollypyr (1. 9.3.).

Hast pacuera KodhULKEHTa TO3HTUBHOCTH 00pa3sioB, UMeomux OIlss0 < 3,5 o.e., HCIIONB30BATh
bopmyny:

OIl4s0 o6p.

Knnﬁp. =
OIIK'[)I[T.
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rae OIlyso osp. — OI1 obpasna, nomyyennas s ABYXBOJIHOBOM pexime 450 / 620-655 M (Wm Tonsko c
dumpTpom 450 Hm).

On405 obGp.

Knoﬁp, = 3,2 X
OnKplﬂ'.
rne  OlIlgos ogp. — OI1 obpasna, nmonsyyennas s ABYXBOJIHOBOM pexume 405 / 620-655 mm (M| ToNBKO ¢
bunsTpom 405 Hm).

Pesynsrar anamusa TI0JI0KMTe/NbHbBIH, eCiT KIlosp, > 1, rie Kl
clieryemoro obpasiia.

Pesynbrar anamusa OTpHUATENbHBIH, eC/iy KIlosp, < 0,8.

Pesynbrar anammaa HeonpeaeJeHHBIM, eciiy COOTBETCTBYIOIIEE €My 3HAYEHHE KIosp. momanaer B un-
TepBan or 0,8 o 1,0.

p. = KO3 GHUIHMEHT mO3uTHBHOCTH He-

AUHaMHKE B ITapHBIX 06pa3uax CBIBOPOTOK.

2. Kparkas cxema npoeenennss MO A
AJIst Habopa peareHTon
«Bekrollaporur-IgGy
Henonvzosams monvro nocne BHUMAMENbH020 03HaKOMACHUS ¢ uHcmpyryueii!

Buecrn: no 100 mxn K+ u K—;

110 90 mxs1 PPC u 1o 10 mxc NPEIBAPUTENILHO pasBeaeHHBIX aHAIM3UPYEMBIX 06pasIioB.
Huky6uposars: 30 mun, 37°C,

IIpombiTe: IPOMBIBOYHEBIM PACTBOPOM,
400 mxu1, 5 pas.
Buectu: 110 100 MK KoHBIOraTa.
Huxybuposars: 30 mun, 37°C.
IIpoMbITh: IIPOMBIBOYHBIM PACTBOPOM,
400 mx, 5 pas.
Buectn: 10 100 mkn pacteopa TMB.
Hukybuposats: 25 mun, 18-26°C, B TemHuoTE.
Buecru: no 100 Mk cron-pearenra.
Uzmepurs: OIT npu 450 1M / pedepencuas mmua BOJIHBI — 620—655 HM.
3. I'paduueckue cumpop
Homep no karanory E@ miﬂ?ﬁ:? r
AWNarHoCTUKW in vitro
Copepxumoro
V AocTarouHo He crepunsHo

ANA NposeAeHWA
N-KONWYecTea TecTos

TemnepatypHbii
LOT Koa naprim I ANanazoH
so] Dara
J Warorosutens “—  |#n3rorosnenus
O6partutecs
g Menonbaosars 4o ... Uﬂ K MHCTPYKUMK
no NpUMeHe Huo
Ocropoxto!
Og::ameca yyvvam.op | daTa 8 diopmare
A K VHeTpyKuun vrrvam | [0A-Mecau-fens

10 NPUMeHEHMUIO Moa-Mecay
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Tabimua pacxoaa KOMIIOHEHTORB

[IpoMbiBouHbLi pacTtsop =
Kon-go Kownstorar, PactBop TMB,
MCTIOMB3YEMBIX CTPHIOB R T2 B Huctiun.sona, M M
MJT
1 2,0 Jo 50 1,0 1,0
2 4,0 Ho 100 2,0 2,0
S 6,0 Mo 150 3,0 3,0
4 8,0 o 200 4,0 4,0
5 10,0 Ho 250 3,0 5,0
6 12,0 Ho 300 6,0 6,0
7 14,0 Ho 350 7,0 7,0
8 16,0 Ho 400 8,0 8,0
9 18,0 Ho 450 9,0 9.0
10 20,0 Ho 500 10,0 10,0
11 22,0 Jo 550 11,0 11,0
12 24,0 Ho 600 12,0 12,0
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