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HDPA-aumuHCV Komnnexm 3

1 Ha3na4yenune HaGopa

1.1 Ha6op npenHasHaueH Mg OZHOBPEMEHHOTO BBEIABIECHHS aHTHTEN KiaccoB G u
M x supycy renarura C (BI'C) B chIBOpPOTKE MM ILTa3Me KPOBH 4YeIoBeKa “in vitro” me-
TOZIOM HEIPAMOIo TBepA0(ha3HOro UMMYHOGDEPMEHTHOIO aHAJIN3a.

2 XapakTepHCTHKA H NIPHHIHN paGoThl HaGopa
2.1 Cocras Habopa:

HanmeHoBaHHE KOMIIOHEHTa KosngecTso

MMmyHOCOPOCHT 2 nnaxuera
TTomoXKHTENBHBIN KOHTPONBHEIH 06pasert (K 1 dnakon, 2 M
OrpruarensHbIH KOHTpONIBHEIN o6pazen (KO) 1 ¢nakon, 3 Mn
Konsiorar (Kr) 1 dnakown, 0,5 mn
PactBop g paszeeneHus konstorara (PP-K) 2 ¢uakona 1o 13 M
Pactop xonstorata (PK) — emecmo PP-K u K2! 2 dnakona mo 13 mn
PacTBop ans pa3sBenenus ceiBopotok (PP-C) 1 ¢makon, 13 mn
BydepHsii pactBop mis cyberpara (BPC) 2 dmaxona mo 13 M
Xpomoren TMB, 1 dmakon, 1,0 mi
PactBop xpomorena (PX) — emecmo BPC u xpomozena TME! 2 dnakona o 13 mn
25-KpaTHBIH KOHIEHTpaT (ochaTHO-coneroro GydepHoro pac-
TBOpa ¢ TBUHOM (DPCB-Tx25) 2 dnaxona mo 28 mi
Cron-pearest 1 dnaxon, 12 mu

2.2 OcHoBHele KoMnoOHeHTH! HaGopa "H®A-antuHCV" — uMMyHOCOpGEHT u

KOHBIOraT (pacTBOp KOHBIOraTa).

MMMyHOCOPGEHT Npe/icTaBgeT cO60M MOMMCTHPONIBHEIN IUIAHIIET, B IyHKaX KOTO-
poro copOHpoBaHA CMeCh peKOMOMHAHTHEIX aHTHIeHOB “core”, “NS3” u “NS5” u cunTe-
THYECKUX NenTunoB “NS4”, spnsromuxcs aHajsoraMu aHTureHoB NS3, NS4, NS5 u Core
BUpyca remarura C:

a) aHTHTeH “core” mpezcTaBnseT coboit cuHTe3MpoBaHHEI B E. coli pekoMGHHAHT-
HBIi aHTHICH, COACpXKalluii aMHHOKHCIIOTHYIO IIOCIEA0BATEIbHOCT aHTUTEHHBIX JIeTep-
MHHEHT KOPOBOTo (HyKJIeoKarncumaHoro) 6enka BI'C;

6) anTurer “NS3” npexcrasnser co6oii cuHTe3npoBaHHsli B E. coli peKoMOMHaHT-
HBIi aHTHTEH, COAEPXKalMi aMHHOKHCIIOTHYIO IIOCIe0BaTeIbHOCTh AHTUIEHHEIX JETep-
MHHAHT HECTPYKTypHOro Oenka NS3 BI'C;

B) auTHreH “NS4” mpexcrapiger co60i CHHTETHYECKHI IeNTUL, COOTBem’l;B,-ymmHH
aHTHUTeHHBIM neTepMuHanTaM NS4 BI'C, xapakTepHEIil [l Fe HOTUIIOB Tt -

r) anture “NS5” mpejcrasiser co6oi CHHTE3HpOBaHHEI B E.
HBIH aHTHIeH, COAEPXKAIIMI aMMHOKHCIIOTHYIO IIOCIE[0BATENEHOCTE
MHHAHT HeCTpyKTypHOro Genka NS5 BI'C.

Konsrorar (pacTBop KoHBIOraTa) mpeacrasnsier coboii cMech Mo

HaJIBHBIX aHTHUTEN MBILIH K IgM 4eJI0BeKa, KOHBIOTHPOBAHHEIX C nepoxcn,uaaon xpeHa
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IToNOKUTETBHBINH KOHTPOJIBHBIA oGpaszel] — ChIBOPOTKA KPOBH yeJioBeKa, CoOepxKa-
Ias agTATena K BI'C u He cojepialas aHTATeNa K BUY-1 u BI/I‘-I—? u HBs-aHTHUTeH,
HHAKTHBUPOBAHHAs NPOrpeBaHueM B regeHue 3 4 TP TEMIIEPATYPe 56 °C.

OTpHIATeTBHBIN KOHTPOJIBHEIH 0Opasell — ChIBOPOTKA KPOBH UeJIOBeKa, He COMCP-
samas antatena k BI'C, BUY-1, BUU-2 u HBs-anTUreH, HHAKTUBUPOBAHHAM IIporpeBa-
QyeM B TeUeHHe 3 4 NIPH TeMIepaType 56 °C.

IIpu BHECCHHH B JYHKH IUIGHIICTA 06pa3noB UCCIEYCMbIX CBIBOPOTOK aHTUTENA,
crienu@uyecKre K BUPYCy remnaTura C, CBA3BIBAIOTCA C @HTHICHAMHM Ha TBepoH (ase, 00-
pasys MMMYHHbIC KOMIUICKCEHI apTHreH-anTaTeno. OGpa3soBaBIIMECs KOMIIIEKCE] RBISIBIISI-
[OT TIPH MOMOLIH CTIELH(IISCKOro MMMYHO(pEPMEHTHOr0 KOHBIOTaTa. TTocie OTMBIBAHHA
HecBI3aBIIMXCS KOMIIOHEHTOB B JIYHKH IUIAHIICTA NOGABIIOT PacTBOp cyOcTpaTa rnepox-
cinassl (epeKuch BOJXOPOAa) H XpoMOoreHa TMB.

[TepoKCHIA3HYIO PEaKiHio OCTaHABIMBAIOT, no6asnsis cron-pearent (0,9 M pac-
TBOP CEpHOMN KHCIIOTEHI), ¥ HHTEHCHBHOCTE OKpAIIMBaHKs PAaCcTBOpPA B JIyHKaX U3MEPSIOT Ha
crieKTpoOTOMETPE KaK BEIHIHHY ornrudeckoit rotHocTH (OIT) npy ATHHE BOTHBI 450 v

Beyuuna OIT mpsiMO IPONOPLHOHATEHA KOHIEHTPAlHH crienubHIeCKUX aHTATEI
B 06pasie CHIBOPOTKM WX IUIa3MBI KPOBH HEIOBEKA. YemM BBIIIE COJEPIKAHHE AHTUTEIN B
o6paslie CHIBOPOTKH, TEM BbIIIEC HHTCHCHBHOCTD OKpallVBaHHMSL.

2.3 Ha6op paccudTaH Ha IPOBE/ACHHE 24 nocranoBok VIPA: 1 mocraHOBKa —
1 crpun (8 nyHok). Beero — 192 onpenesieHns, BKJTIOUYAs KOHTPOJIbHEIE 00pasLIbl.

3 Mepbl NpeAOCTOPOKHOCTH NPH paGore ¢ HabopoMm

3.1 Bce KOMIIOHEHTH HaGopa B HCIONB3YEMBIX KOHUECHTPALHAX SBJIANTCA HETOK-
cuunbiMH. OfiHako paboTa CO BCEMM HCCICAyEeMbIMH oGpa3LaMH CHIBOPOTOK (rTa3sMel),
KOTOpBIE CIEAYeT PacCMaTpUBATh Kak MOTEHIHAIBHO MH(HUITUPOBAHHBIE, CIIOCOOHBIE CO-
XpaHATh U TepenasaT BUY, BUpyC renaTuta B unu r060ii apyroii Bo3OyIuTeNb BUPYC-
Hol MH(EKI¥H, ¢ OTPaGOTAHHBIMHE PAaCTBOPAMH M JKHAKOCTAMH, pasnu4HBIM 000pyoBa-
HHeM, KOTOpOe MOXKeT OBITh 3arpsA3HEHO B IPOLECCE aHAIM3a, TpeGyeT onpenereHHbIX
Mep 6€30MTaCHOCTH NIPH HCIIONE30BaHHH Habopa:

- paboTy Heo6XOMMO NPOBOAUTE B CNICIUATIEHO 060pyA0BaHHOM [TOMEIICHHH;

- pabotaTh HeOGXOMUMO C MPUMEHEHUEM CPEICTB MHIMBUAYaAJIbHOH 3aIllUTEl H C
co6IOIeHIEM Mep IIPeLOCTOPOXHOCTH B COOTBETCTBHH C tpeGosanmamu [1], [2];

- B CllydYae IpOoJIMBa CHIBOPOTKM KPOBH Ha paGoune OBEPXHOCTH, HEOOXOMMO MPO-
BOJTHTB IE3MH(MEKIIMIO B COOTBETCTBUY C TPeOOBAHHMAMK [31.

3.2 CTOI-peareHt, COACPKaIUi CePHYIO KUCIIOTY, obnagaeT pa3apaKaioliM nen-
cteueM. IIpy momafgaHuy Ha KOXY M CIH3HCThIE HEMEICHHO IIPOMBITA/RH S ?"'ige\%n_me-
CTBOM BOJIBL. ' ' u;a,\é\“

3.3 Ilpu paGote ¢ HaGopoM paboune MecTa JAOJDKHBI OBITE 00EQE HPPTOHHO-
BBITSOKHON BEHTHIIALIMEH.

3.4 Bce JmIa, 3aHATHIE IpU IPOHU3BOJICTBE HAGOPOB, JOJDKH 0
TebHBIH MeIHITUHCKANR OCMOTp B COOTBETCTBHH ¢ TPeOOBaHUAMH [4]. F

3.5 VTwinsamus MEIUIMHCKHAX OTXOJOB H/WIM HEUCIOJB30BaHHEIX HAOOPOB € HC-
TEKIIMM CPOKOM I'OJHOCTH HOJDKHA MPOU3BOMUTECA B COOTBETCTBHH C TPeOOBAaHHAMH [2]

KONUA-BEPHA
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4 Tpasuna paboTel ¢ nabopom

4.1 Jns MCKIIOYEHU JIOMHBIX pe3yJbTaTOB MCCIEXYEMBIC o6pa3sisl HeoOX0AUMO
FOTOBHUTH M XPAaHUTh B YCIOBUSX, NpeJOoTBPAIalomuUX HakTepHaIBLHBIA IPOPOCT. Heobxo-
JIIMO OCBETJIATH 0OPasIIEl CEIBOPOTOK, COACPHKAILHC arpernpoBaHHBIE KOMIIOHEHTBI ChIBO-
POTKH HUIH OCAJIOK, TIPH IIOMOIIH 1eHTpA(yTHPOBaHH] B TEUCHUS 15 MuH IpH cxopoc:*n
ppamesust 3000 06/MHH. OG6pas1sl CHIBOPOTOK MOXHO XPAHUTD TIPH TeMIIepaType (2—8)o C
710 48 4, 3aMOpOKEHHEIE 00pasIIE] (;KemaTeNbHO [0 TEMIIEpaTyphbl HE MEHES munyc 20 °C)
MOJKHO XPaHHTb A0 3 MeCAILEB. Heob6xomiMo n3berats MOBTOPHBIX HUKIOB 3aMOpaXKHuBa-
HHS-0TTAHBAHUA 00Pa3IIOB.

Heo6x0oauMO MOMHHTb, YTO 00pasiel ¢ IeMOIHU30M, ranepnunuaeMuel, 6akrepu-
ANBHBIM POPOCTOM, @ TAKXKe JTMTEeBHO XPaHHUBIINECH 6e3 3aMOpaKNBaHUs HE IIPUIOIHbI
IS aHaJU3a.

HazexHOCTE pe3yJIBTATOB 3aBHCHT OT BEIIOIHEHHUS CIEyFOIIUX MpaBHiL

- He IOITyCKaeTCA HCIIOJIB30BAHHE Ha6opa Iocjie OKOH4YaHHA CpOKa TOOHOCTH, a
TAKKe CMEIIHBAHUE KOMIIOHEHTOB HaGOPOB PasHBIX CepUi;

- JUIA TIDHTOTOBJEHMS KaX/IOTO peareHTa JOIDKHA HCIIOJB30BATHCA OTACTBHAA eM-
KOCTB;

- BCIO HCIONB3YEMYIO Ul IPUTOTOBJICHHS PEarcHTOB NOCYHy HE 00pabaTeIBaTh
J€3pacTBOpaMd ¥ MOIOIIMMH cpejcTBamH. B ciydae HeOoOGXOIUMOCTH TIPOMBITh BOZAOH
IIUTHEBOM MIPOTOYHOIH, @ 3aTeM IIATh pa3 OIOJIOCHYTh IUCTHJUIMPOBAHHON BOJIOM;

- s pabotel ¢ xpomoredoM TMB n PX HeoOXOMMO HCIIONB30BATh OTHAEIBbHEIC
€MKOCTH JUI paCTBOPOB, HAKOHEUHHUKH JUIs IIHIIETOK, MOCY Y.

- HeoGX0UMO OBPATUTh BHIMAaHHME Ha TIIATEIHOS IEPEMEIIIBAHNC PCArcHTOB,

- BpeMA MEXIy 3alIOJIHEHUEM H OIIOPOKHEHHEM JIYHOK IUIaHIIeTa pacTBOpaMH H
pearenTamu AoJDKHO GbITh He MeHee 30 c. He momyckaercs mOAChIXanue JIYHOK Ha BCEX
sTamnax noctaHoBku UDA;

- TIPH MCTIOJIb30BAHMH MPOMBIBATEIIS CIEAUTH 38 COCTOSHHEM eMKOCTH JULL pacTBo-
pa ANA TPOMBIBAHMS IUTAHIIETA M COSNUHHMTENBHBIX IUIAHTOB: B HUX HE HOJDKHO OBITH
IIPU3HAKOB GaKTepUAILHOTO HIIH FPUOKOBOr0 POCTa;

- HeOGXOAMMO HMCITONB30BATh ITUIIETKH ABTOMAaTUYEeCKHE CO CMEHHBIMM HaKOHCTHH-
KaMH, aTTeCTOBAaHHBIE 110 3HAYEHHIO CPeJHEH J03bI ¥ CXOMMMOCTH Pe3yNbTaTOB IHIICTH-
poBanus (TorpemHocTs He Gosee 3%);

- [03aTOpH! H paGouue MOBEPXHOCTH 00pabaTeIBaTE PACTBOPOM C 00BeMHOHI IONeH
criupra aTHoBoro 70 %. He HCIIONB30BaTh XJIOPaMHH M APYTHE XIOPCONCPIAILIE BEILECTB,

- znst paGoTHI C MCCNEAyeMBIMU CEIBOPOTKaMH W KOHTPOJIBHBIMA QORAsUaMy peKo-
MEH/IyeTCsl HMCIIONb30BaTh OJHOPAa30BbIe HAKOHEYHUKH ULA IIHIIETO Kaxc it -obpasen
CHIBOOTKH, a TAKXKe PeareHThl Habopa HeoOXOMUMO OTOHPATE OTACIFHBIM OHEYHMKOM.

- BO BpeMs IPOBEJICHHS aHAIIN3a Clie/lyeT u30erath Monaaanus BIX, (ONHEIHBIX
nydeil Ha pabouyIo IIOBEPXHOCTE. "

5 OGopyaoBaHHe H MaTepHaJIbl, HeOOXOAHMBIE U151 POBEACHH AL
5.1 Apromaruyeckuii UMMyHOGEPMEHTHBIN aHAIW3aTOP OTKPBITOTO THIIA,

- NOJTy- WM aBTOMATHYeCKOe YCTPOHCTBO I IPOMBIB 1IeTOB (BOIIEP);
- NHUIETKH ONHOKAaHAIBHEIE aBTOMATHYECKHE CO C

3BoJIsIomHe 0T6HpaTh 06BeMsl xuakoctd ot 0,02 1o 5,0 1\&(;_ ,
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- MEPHBIY LIHJIMHIP BMECTUMOCTBIO 2000 mit;

- xon6a naGopaTopHas BMecTHMOCTEI0 2000 Mi;

- (hJ1aKOHBI CTEKJITHHBIE BMECTHMOCTBIO 20 mu;

- BAaHHOYKH I peareHToB Wiy yanku ITerpu (zmametp 100 MM);
- BaTa MEIMIIMHCKAsi THTPOCKONMYECKaAd,

- IepYATKY Pe3UHOBEIE XUPYPTrUIECKHE;

- pacTBOp ¢ 00BEMHOM JONEi CIIIPTa ITUIIOBOIO 70%;
- pacTBOP C MacCOBOH JONeH NePEKUCH BOAOPOAA 6 %;
- BOJla IEMOHM3HPOBaHHaA HIH TUCTHIUIMPOBaHHAA,

- KOHTelHHep st cOopa TBEPIBIX OTXO/0B;

- KOHTEHHEp U1 CIIUBA XKUIKHUX OTXOMOB.

6 IMoaroTroBKAa K NpOBeJEHHIO AHAIH3A

6.1 HaGop peareHToB Iepe/l MPOBEACHHEM aHAIH3a H3BIIEHD 13 XOJIOJWIIBHHKA, OT-
KPBITh KPBILIKY KOPOOKM ¥ BBIIEPXKATh KOMIIOHEHTEI HaGopa INpH TeMIepaType
(18-25) °C B TeueHune 30 MHH.

Bce 06pasiibl CHIBOPOTOK (TLTA3MBI) i PEareHThl IIepel IIPOBEACHHICM aHajgu3a TIIa-
TeJILHO IepeMeIIaTh.

Pacxoj; peareHTOB Habopa /jis II0OCTaHOBKY aHaIk34, KOTOpEIi OIpeleNIeTcs KONu-
4eCTBOM HCITOMB3YEMBIX CTPHIIOB, PHBE/IeH B Tabumue 1.

6.2 ITogroroBka HMMyHocopGeHTa

VIMMYHOCOPGEHT FOTOB K HCIIO/IE30BaHHIO.

OTKpBITh [TAKET M YCTAHOBHTH HA PaMKy Heob6Xx0AMMOe KOm4ecTBO cTpUroB. Oc-
TaBIIMeCS CTPHIBI XPAHHTh B IUIOTHO 3aKPBITOM MaKeTe C BIArONOrIOTHTENEM IIpH TeM-
neparype (2-8) °C B TedeHue 3 MeCALEB.

6.3 IIlpuroToBieHHe pacTBOpa AJIs MPOMBIBAHHS MJIAHIIETA

Buumanue! PacTBOp Ui NPOMBIBAaHUA IUIAHIIETA I'OTOBUTE 34 15 MuH 0 HaJala
IpoBeJeHHs aHaHu3a!

Ecmu ¢nakoH ¢ @CB-TX25 comepXuT 0calok, ero HeoOXO0AUMO TPOrpeTh Iepen
pcrionp30BanreM npu Temmneparype (37+1) °C 10 IOIHOro pacTBOPCHUA 0CaKa.

B MepHsli mwiuHap BMecTEMOCTsI0 1000 Ml BHECTH COACPXHMMOC ¢akona ¢
OCB-Tx25, 3aTeM H00aBUTH AUCTHIITMPOBAHHOH BOJBI 10 METKH 700 MII ¥ aKKypaTHO ITe-
peMemars pacTBop. PacTBOp MOXHO XPaHHUTE IPH TEMIIEPAType (2-8) °C B Teyenue 72 4.

B ciryuae MCTIONB30BaHUS OHOTO WM HECKOJIBKO CTPHIIOB COACPKUMOC ¢axoHa ¢
®CB-TX25 UHTEHCHBHO BCTpAXHYTH B Tedenue (20-30) c, oTo6paTh HEAOXOMUMEI 06BeM
pacTBopa (TaGmuua 1) B MepHBIH CTaKaH AN LKIHHAP, NOOABUTD B & K
CTBO UCTUIMPOBAHHOU BOJBI M IepeMelIaTh pacTBop.

Heucnonp3oBanusiii @CB-TX25 MOXHO XpaHHUTE B 3aKpPhITO}
partype (2-8) °C B TeueHHe CpPOKa FOJJHOCTH Habopa.

| A 5OMMS BEpS
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Ta6auna 1 — Pacxog pearenTos HaGopa aast noctanoBku HPA

OO0reM KonuyecTBo HCIONB3yEMBIX CTPUIIOB, IIT.

peareHTa, MJI 1 2 3 4 5 6 7 8 9 10 11 12

Hpuaomoeﬂenue pacmeopa ons npomuleanua niaruiema

OCBb-Tx*25 2 + 6 8 |10 | 12 ( 14 | 16 | 18 | 20 | 22 | 28

HucTuaampoB. | Ao | o | Ao | Ao | @0 | @0 | @0 | @o | Ao | 4O | A0 | 4O

BOJAA 50 | 100 | 150 | 240 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 700
Ipuzomoenenue pacmeopa Kz ¢ pabouem pazeedenuu

PP-K 1 2 3 - - 6 ) 8 g 1310 | 11 1 13

Kr all2 | a/6 | a/d | a/3 |52 | a2 | 74| 2% | 3 | Sta | IM2| a
Ilpuzomosnenue pabouezo pacmeopa cybcmpama

BPC 1 2 3 4 - 6 7 8 9 |10 | 11 | 13

Xpomoren b2 | b/6 | b/4 | b3 |52 | b2 | 7120 | 23b | 34b | 56b | 1D | b

TMBb

* a = X M1 (BeNMYHHA IIEpEMEHHAs, ONpeeNaeTcs A Kax ol cepun Habopa).
* b =X M1 (BenuHHA IepeMeHHas1, ONpeeNsieTcs Ul KaXaoH cepun Habopa).

6.4 Moaroroexa K', K-, PK, PP-K, PP-C, BPC, PX u cron-peareHTa

K', K, PK, PP-K, PP-C, BPC, PX u cTON-peareHT roTOBEI K HCIIOJIB30BaHHUIO,

Brumanue! Bo ¢naxonax ¢ PK, PP-C u PP-K Bo3moxHO BEIIazeHne ocajka. Ile-
pel MCIONE30BaHHEM colepuMoe (IIaKOHOB TINATENIBbHO IIepeMeIaTh, He IoIycKas 00-
pa30BaHUs NIEHEL.

Brumanue! HeoGXoauMo HCKIIOYHTE BO3JIEHCTBHE IIPAMOrO COJIHEYHOI'O CBETa Ha

¢naxon ¢ PX!
Heucnons3osagusle PK, PP-C, PP-K, BPC, PX u cromn-peareHT mocjie BCKPBITHS
(I1aKOHOB MOXKHO XPaHWTH B 3aKpHITEIX (IakoHax mnpu Temmneparype (2-8) °C B TeyeHue
CpoKa roJJHOCTH Habopa.
Ocrarok K™ 1 K™ mocye BCKpBITHS (IIaKOHA MOYXXHO XPaHHTH B 33K
pu Temneparype (2-8) °C B TedeHHe cpoka roqHOCTH Habopa.
6.5 IlpuroroBaenue pacreopa Kr B paGouem pa3BeeHHH
W3 ¢nakona ¢ Kr oto6path ykazaHHBIH B Tabnune 1 o6beM 1
¢ PP-K. Cozepxumoe ¢rakoHa TIIATENBHO NEpEMEIIaTh, HE OITYCKE D2
B citydae MCIIONB30BAHMUS OJHOTO MM HECKOJBEKO CTPHIIOB B YHGTBLA (hrars
Opats HeoOxomuMoe konudectBo PP-K, nobasuts Kr B cooTBeTcTBHH C Tégﬁﬁﬂé%fﬂ me-
peMelnarh pacTBOp, He HOIycKas 00pa30BaHUS ITEHEL. —

PEITEIX ‘(DIIAKOHAX
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15 muH npu Temmnepartype (18-25) °C. Mcnone3oBaTs TOIBKO HOBYIO BAHHOYKY U pea-
T'€HTOB U HOBBIE HAKOHEYHUKH!

Ocrarok Kr MOXHO XpaHHTE B 3aKpEITOM (iiakoHe mpu Temmeparype (2-8) °C B Te-
YyeHue Cpoka roJHOCTH Habopa.

6.6 IlpuroroBienune paGoyero pacrsopa cyberpara

Ecmu ¢nakon ¢ xpomoreHom TMB comepHUT KpHCTaLIBI, €ro HeoOXOAUMO Ipo-

TrpeTh Iepe]] UCIIoNb30BaHNeM B TeueHue (3-5) MuH npu Temneparype (37+1) °C mo mosn-
HOT'O pacTBOPEHUS KPUCTAJLIIOB.

W3 dnaxona ¢ xpomoresoM TMB oto0pare ykazauHeld B Tabnune | 06beM u nepe-
HecTd Bo (nakoH ¢ BPC. Conmepxumoe (rnakoHa TILATENBHO IepeMelaTh, He JOIycKas
00pa3oBaHUs NIEHEI.

B ciydae uCIonb30BaHUS OZHOIO HJIM HECKOJIBKO CTPHUIIOB B YMCTBIH (IaKOH U3
TEMHOTO CTEKJIa W/IH IUIacTHKa (Tpo3pavHblil GiakoH 00epHyTh (hnakoH) oToOpars Heob-
xomumoe konmdectBo BPC, no6asuts xpoMored TMB B cooTBeTcTBHH ¢ Tabnuiei 1 u me-
peMelnaTh pacTBOp, He JOMycKas 00pa3oBaHUs IEeHEIL.

Buumanue! PaGouuii pacTBOp cybcTpara TOTOBAT HENOCPEINCTBEHHO Ilepes Hce-
MOJIB30BAHHEM B 3alIMIIEHHOM OT CcBeTa MecTte! PacTBOp MOXXHO XpaHHUTh B TEYECHHE
20 muH npu Temmneparype (18-25) °C B 3amuIEeHHOM OT CBETa MECTE.

PacTBOp HEOOXOIUMO ITPENOXPAHATE OT MONAJaHUsA CBEeTa H KOHTaKTa ¢ MeTaJllIaM{
WIM HOHaMH MeTaJutoB. Ilepen MCHoONb30BaHMEM pacTBOp cyOcTpaTta JokeH ObITH Oec-
uBseTHBIM. Ilocyny, koTopas OymeT B XOIe peaklud KOHTaKTHpOBaTh C pacTBOPOM CyO-
cTpaTa, OTMBIBaTh 0e3 NMPHMEHEHHS CHHTETHYECKHX MOIOIMX cpericTB. Mcmoms3oBatsk
TOJIBKO HOBYIO BaHHOYKY JJIS p€areHTOB U HOBBIE HAKOHEYHHUKH !

Ocrarok xpoMoreHa TMB MOXXHO XpaHUTE B 3aKpEITOM (hJIakoHE IIpU TeMIlepaType
(2-8) °C B TeueHue cpoka rogHocTu Habopa.

7 IIpoBeneHue aHaU3a

7.1 HmMyHODEepMeHTHEIH aHANU3aTOp HMeeT NOJHOCTBIO aBTOMAaTH3HPOBAHHBIM
Ipoliecc IPOBEAECHNUS aHaIN3a: BHECEHHE peareHTOB, IIPOMEIBKA, HHKYOHpOBaHHe, U3Me-
pEeHHE ONTHYECKOH IUIOTHOCTH, 06paboTka pe3ynpTaToB.

7.2 3anuTh pacTBOp AJIA NPOMEIBaHHUSA IUIaHmeTa (11.6.3) B npeaHa3HAUYEHHYIO IS
Hero eMKOCTb.

7.3 3anuTh ocTANBHEE pacTBOpEL, pearenTsl, K, K~ (11.6.4-6.7) u HccnemyeMsle 06-
pa3ibl CBIBOPOTKH (IUIa3MBI) KPOBH UeJIOBEeKa B CIIELIHAIbHBIE KOHTEHHEPBL., =

7.4 ITomecTUTh B aHAIU3ATOp IUIAHIIET-HMMYHOCOPOEHT. '

7.5 3apats nporpammy nposeneHus UDA:

I IIpoMEsiBKa 1 1 pa3 pacTBOpOM 1 MPOMEIBaHNA 114 ﬁi\i’;& Kymenrop
II BreceHue pacTBOpOB 1 2 mynxu —mo 100 mxn K7 Xﬁ\:’*ﬁi
2 3 nynku — o 100 mxa K Vryyvt
yyYs

3 1 nmynka — 100 mxn PP-C mnsa KKr;
4 B ocraneHsble JIyHKH — 110 60 M PP-C, 3atem mo

40 MKJI BCCIIeIyEeMBIX oﬁpaauogqﬂﬁo;o:t&@Iast)

KPOBH YEJIOBEKa,; Orns gep Hy
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III Maxy6auus 1 30 mun npu remneparype 37 °C

IV TlpomsiBka 1 5 pa3 pacTBOpOM JiIs IPOMBIBaHHS IUTAHINIETA

V Brecenue pactBopa 1 mo 100 Mk pactBopa Kr B paGouem paspeneHuu
uinu 1o 100 mxa PK

VI Hnxybanus 1 30 muH npu Temneparype 37 °C

VII IIpomsbiBKa 1 5 pa3 pacTBOpOM Aj11 NPOMBIBaHHS IUTAHILETA

VIII Brecenue pactBopa |1 mo 100 MK paGodero pacTBopa cybcTpara Wil 0
100 mxn PX

IX Wukybauus 1 15 mun npu remneparype 37 °C B 3alIUIIEHHOM OT
CBETa MeCTe

X Bnecenue pacTBopa 1 mo 50 MKJI cTOII-peareHTa

7.6 IlpoBecTH pa3sMeTKy JIyHOK IUIAHIIETA B CXEME aHAIM3aTOpA.
7.7 BKIoYuTH aHAJIHM3ATOP.

8 OGpaGoTka pe3y1bTATOB aHAIH3A

8.1 Ilo oxonuanuu aHanu3a (o6uee Bpems 2 9) MPHOOP BEIJACT MPOTOKOJ PE3YJIb-
TaTOB UCCIIEJOBAHMUS.

8.2 Pe3synbTaThl yYUTHIBATE TOJIBKO B TOM CIIy4ae eCiIH:

- 3HaueHue Ollcp K™ — e 6onee 0,20 OE;

- kaxxnoe otaensHoe 3HavyeHue OIT K™ He momxHo otiiioHsThCs oT Ollcp K™ Gonee
gyeM Ha 20%. Eciu ogHo 13 Tpex 3HayeHuit OIT K™ BBIXOAUT 3a 3TOT MpEJIEN, €r0 CIeLyeT
uckmouynts u3 pacdera Ollcp K. Eciu aBa u3 Tpex 3Havenuit OIT K~ BEIXOZAT 3a 3TOT
TpeJeN], aHaJIN3 CIEAYET IIOBTOPUTH Ha peareHTax HoBoro Habopa;

- snauenne Ollcp K™ — ne menee 1,00 OE;

- 3HaueHue OII B mynke ¢ KKr — He 6onee 0,15 OE;

8.3 Ilpu cobmromeHUM BbIIIE MEPEIHUCICHHBIX YCIOBHH BBEIYHCIHATH KPUTHYECKOE
snauvenue (Ollkpur.), OE, no ¢opmyie (1):

OIlkpmurt. = Ollcp K™+ 0,2 ().

PesynpTaT TecTa cUMTATH MOJIOKHTENBHBIM [IPH aHAJIX3€ Ha JaHHOM Habope pea-
reHToB, ecnu 3HayeHue OIT uccremyemoro o6pasiia CHIBOPOTKH (IUIa3Mbl) KPOBM YeI0BEKa
Oosbme 3HaueHus OIIkpHT.

Pe3yneTaT TecTa CUMTATh OTPHUIATENLHBIM IIPH aHAIH3E HA JIaHHOM _Habope pea-
reHToB, eciu 3HadeHHe Ol uccnexyemoro o6pasua CEIBOPOTKH (TUIa3MELY KPOBH: *fen‘eBeKa
meHbIue 3Ha9eHus Ollkpwr. SO

ITpu nosmyyeHuy MOJIOXUTENBHOTO pe3ysbTaTa 3TOT e o6paseji KK, HCT
JOBaTh MOBTOPHO. IIpM NOBTOPHOM HOJYYEeHHH IIONIOKHTEIHLHOIO PEay. 4 HCQIEMO-
BaTh HOBYIO IIOPLIMIO CBIBOPOTKH. EClH M B 3TOM ciy4ae Gyner rmoayd :

9 ®opma BbIMycka HaGopa e ==
[ N {( S p/’ H
9.1 Ha6op BhImycKkaeTcs B TpeX BapHAHTAX KOMHHEKT&M%
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1 KOMIUTEKT 1 — mpoBeXeHMe aHATH3a PYYHEIM CIIOCOGOM. Habop paccuuran na
nposeseHue 12 mocranoBok MMA Ha pa3GopHOM Itammere: 1 IOCTaHOBKA — 1 CTpHIT
(8 myHok). Beero — 96 onpezenenuit, BKIOUas KOHTPONEHEIE o6pasisr;

2 KOMIUIEKT 2 — MpOBEIEHHe aHAIW3a PYYHBIM CIIOCOGOM. Ha6op paccuntan nHa
nposefieHue 24 nocraHoBok VIOA Ha 2 pa3GopHBIX IWIaHmeTax: 1 mocTaHoBKA — | CTpun
(8 mynox). Beero — 192 onpenenenus, BKmouas KOHTPOJBHEIE 00pasIb;

3 KOMILIEKT 3 — MpOBefeHNe aHAIM3a Ha aBTOMATHUECKOM aHaymuzarope. Habop
paccyuTaH Ha npoBeAeHue 24 noctaHoBok MDA Ha 2 pa36opHbIX mianmerax: | mocTa-
HOBKa — 1 cTpun (8 ;yHOK). Beero — 192 onpenenenus:, BKodas KOHTPOJIBHEIE 0OPA3IEL.

10 YciaoBus XpaHeHHs1 M NpuMeHeHus: HaGopa

10.1 Xpanenue HaGopa DOMKHO NPOM3BOIUTECS B YUCTOM, 3AIMUIIEHHOM OT BIATH
H CBETa IIOMEINCHUY NIPH TeMIiepatype (2-8) °C B TeueHHe BCEro cpoka rofHOCTH.

3anpeinaercs 3aMOpaXXHBaTh KOMIIOHEHTH! HaGopa.

10.2 [ina momydeHus HafeXHBIX Pe3yIbTATOB HEOGXOMHMO cTporoe cobmoeHue
HHCTPYKIMH 10 MPUMEHEHHIO Habopa.

10.3 Cpoxk roguocta Habopa — 12 Mecses.

Bubaunorpadus

[1] ITpuxas Ne 66 or 20.04.93 r.
O Mepax 110 CHIXEHHIO 3a60/1€BAGMOCTH BUPYCHEIMH TelTATHTAMH B PecnyGiuke
Benapyce

[2] TlIpuka3 Ne351 ot 16.12.98r.
COGOpHUK HOPMAaTHBHBIX JOKYMEHTOB I10 IPoGiIeMe BUY/CITN g

[3] OCT 42-21-2-85
Crepunusanus u ne3vabexuys H3ennit MeIHIMHCKOrO Ha3HAYCHHSL Mertopngsr,
CPEICTBA U PEXUMBI

[4] TlocraroBmerue Ne 33 Munucrepcrsa 3apaBooxpaHenus Pecmy6muku Benapycs
ot 08.08.2000 r.
O nopsnke npoBeeHUs 0633 TeIBHBIX MEJTULHHCKHX OCMOTPOB pa0OTHHUKOB

[5] Canutapusie HOpMEI u IpaBHIa
CanlTuH Ne 2.1.7.14-20-2005 IlpaBuna o6paIneHus ¢ MeIHIHHCKAMH O0TXO0JlaMH
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1 Hasnayenne naGopa

1.1 Habop mpennasHaueH AJist OMHOBPEMEHHOTO BBIABIIEHHS aHTHTE] KnaccoB G u
M x Bupycy renaruta C (BI'C) B cbIBOpOTKe WM IIa3sMe KPOBH 4esioBeka “in vitro” Mme-
TOJOM HENPAMOro TBEPAO(DA3HOr0 HMMYHO(MEPMEHTHOI'O aHATH3A.

2 XapaKTepHCTHKA M NPHHLAN PaGoTel HaGopa
2.1 CocrasB Habopa:

HanmeHoBaHHE KOMIIOHEHTA Konugecto
WmmyHOCOp6enT 1 nmuaxmer
ITonoxuTeNbHEIH KOHTpONBHEILHA 06pazer (K') 1 dumakon, 2 M
OrpuratenbHBIH KOHTpOIBHEI o6paser (K) 1 drakoH, 3 M
Konsrorar (Kr) 1 ¢akon, 0,5 Ma
PactBop s pasBenenns konsiorara (PP-K) 1 ¢uaxoH, 13 mi
Pacteop xonsiorara (PK) — emecmo PP-K u Kz! 1 dnakon, 13 mu
Pactsop s pasBenenust ceroportok (PP-C) 1 dnakon, 13 mi
Bydepnerii pactBop mis cyberpara (BPC) 1 dbnaxon, 13 mn
Xpomoren TMB 1 dnakown, 0,5 Ma
PacTBop xpomorena (PX) — emecmo BPC u xpomozena TME! 1 dnaxomn, 13 M
25-KpaTHBIA KOHIEHTpaT (ocharHo-conesoro GydepHoro pac-
TBOpa ¢ TBUHOM (PCB-Tx*25) 1 dnakoH, 28 M
Cron-pearent 1 dakoH, 6 M
KomruekT BaHHOUKH 111 peareHTOB ¢ HAKOHEYHHKAMM IS
MHOT'OKQHAJIGHBIX IMHIIETOK 2 KOMIUIEKT2
Krneiikas mienka 3 wTykH

2.2 OcHosHBle KOMIOHEeHTH HaGopa "W®A-antuHCV" — HMMYHOCOpPOEHT H
KOHBIOTaT (pacTBOp KOHBIOIraTa).

HmmynocopbeHT npencrasiser coboit HOJIHCTHpOJILHBIH ILUTAHIIET, B JIYHKaX KOTO-
poro copbupoBaHa cMech peKOMOMHAHTHEIX aHTHIEHOB “core”, “NS3” u “NS5” u cumnre-
THYECKUX NENTHROB “NS4”, apnsrommxcs aHaroramu antureHoB NS3, NS4, NS5 u Core
BHpYyCa rernaTura C'

a) aHTHIeH “core” MpencTaBisAeT co00l CHHTE3NpPOBaHHEL B E. cqh RBKOMSHHELHT-
HBIH aHTHTEH, COAEPXKAIIMI aMHHOKHCIOTHYIO TIOCIIELOBATEIBHOCTE /2
MHHAHT KOPOBOro (HyKJIeoKarcuaHoro) 6enka BI'C;

6) arruren “NS3” npexcrasiser co6oit CHHTE3HPOBAHHEII
HEI aHTHIEH, COAEpPIKAIMiT aMUHOKHCIIOTHYIO ITOCIIEI0BATENEHOC
MHHAHT HeCTpYKTypHoro 6enka NS3 BI'C; —

B) anTHre “NS4” npencrasnser co6oit CUHTETHYECKHH TeNTHT MHLHH
aHTHICHHBIM fiIeTepMuHanTaM NS4 BI'C, xapakTepHEIif 11 TeHOTHIIOB IE“ a;

r) antured “NS5” npencrasnser co6oii cuntesuposannsiii B E. coli peKOMﬁﬂHaHT-
HBIH aHTHIEH, COJEpIKAIUil aMHHOKUCIIOTHYIO OC/IeIOBATEIBHOCTD AHTHT€HHBIX J_'[eTep-

T i ———

MHHAHT HecC Horo 6enka NS5 BI'C. KOMWUA, BEPHA
it M //f W (i c? 3[&(/

&aﬁzﬂ .7 o /%7
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Konsrorat (pacTBop KOHBIOTaTa) MpeACTaBisieT OO0 CMeCh MOHOKIOHAIBHBIX aH-
TUTeN MBIIM K IgG denoBeka, KOHBIOTHPOBAaHHEIX C MEPOKCHIA30i XpeHa M MOHOKJIO-
HaJIBHBIX aHTHTEN MBIIIH K IgM yenoBeka, KOHBIOTHPOBAHHEIX ¢ IIEPOKCUAA30H XpeHa.

ITonoxHUTeNBHEINH KOHTPOJIBHEINR 00pazel] — CEIBOPOTKA KPOBH UeJIOBEKa, CONepIKa-
mas aaTurena Kk BI'C u He comepkamas antutena k BUY-1 u BHUY-2 u HBs-anTurex,
HHAaKTHBHPOBaHHAsA MPOrpeBaHHeM B TeYeHHE 3 4 npu Temiiepatype 56 °C.

OrpunaTenbHbl KOHTPOJIBHEINA 00pasell — CBIBOPOTKA KPOBH 4eJIoBeKa, He COomep-
kamas anturena k BI'C, BUU-1, BUY-2 u HBs-anTureH, HHaKTHBUPOBaHHAS IPOrpeBa-
HHEM B TeueHHe 3 4 npu temmeparype 56 °C.

ITpy BHeceHHMM B JYHKHU IUIaHIIeTa OOpasIoB HCCIEAYEMBIX CHIBOPOTOK aHTHTENA,
cnenuduyeckue k BUpycy remarura C, CBA3BIBAIOTCS C aHTHI€HAMU Ha TBEpAOH (dase, 06-
pasyd HMMYHHBIE KOMIUIEKCEI aHTUI€H-aHTHUTEN0. O0pa30BaBIIMECS KOMIUIEKCEHI BBISBIIS-
IOT IIPH NMOMOIIM CNELH(PHYECKOr0 HMMYHO(EpPMEHTHOIO KOHBIoraTa. [lociie OTMBIBaHMS
HECBA3aBIIMXCA KOMIIOHEHTOB B JIYHKHU IUIaHIIeTa 100aBIsAIOT pacTBOp cybcTpara mepok-
cuza3kl (epeKkuch Bogoponaa) u xpoMorena TMB.

[lepoxcuaasHylo peakiHi0 OCTaHaBIHBAIOT, HobaBisAs crom-pearedt (0,9 M pac-
TBOP CEpHOM KHCJIOTHI), U MHTEHCHBHOCTh OKPAllIMBaHUA PacTBOpa B JIYHKAX U3MEPSIOT Ha
cIIeKTpo(OTOMETpe KaK BeJIMYKHY onTiuyecKoii rurotHoctH (OIT) mpu anuHe BomHBI450 HM.

Bemruuna OIT npsMo MpONOpIHOHATBHA KOHIEHTPALUHH CIeMHbHIeCKUX aHTHTEN
B 00pasile CEIBOPOTKH WJIM IITa3MBl KPOBH 4YelIOBeKa., UeM BEIIIE COAEPIKAHHUE aHTHTEN B
00paslie CEHIBOPOTKH, TeM BEIIIIe HHTEHCHBHOCTD OKPAIIBAHHSI,

2.3 Habop paccuuran Ha mpoBexeHue 12 mocranoBok M®A: 1 nocranoska —
1 crpun (8 myHOK). Beero — 96 onpenesenuii, BKIIOUas KOHTPOJIBHEIE 00pa3IEL.

3 Mepbl nIpeaoCTOPOMKHOCTH NPH paGoTe ¢ HAGOPOM

3.1 Bce xoMIOHEHTHI Habopa B HCIOJIB3YyEMBIX KOHLEHTPALUIX ABISAIOTCH HETOK-
cuqHeiME. OnHako paboTa co BceMH HcCleAyeMbIMU O0pa3sliaMH CHIBOPOTOK (ILIa3MEL),
KOTOpEIE CIENyeT pacCMaTpUBaTh KaK IOTEHLUHAIBHO UH(PHIMPOBAHHEIE, CIIOCOOHEIE CO-
XpaHATh ¥ nepeaasate BHUY, Bupyc renarura B umu mo6oit npyroit Bo3Oyaurens Bupyc-
HOM MH(EKUHH, C 0TPaOOTaHHEIMU PacTBOPAMH U XXUJKOCTAMHU, Pa3IH4HEIM 060pyHOBa-
HHEM, KOTOPO€ MOXKET OBITh 3arpA3HEHO B IPOLeCcCe aHalu3a, TpebyeT ompe/ieleHHBIX
Mep 6e30I1aCHOCTH. IPH HCIIOJIL30BaHUU HaGopa:

- paboty He0OXO0AMMO NPOBOIHUTE B CHEHAIBEHO 000pyI0BaHHO

- paboTaTs HeoOXOIUMO ¢ NPHMEHEHHEM CPEACTB HHAUBHIYZkKH [ H C
coOMmoIeHNeM Mep IIPENOCTOPOXKHOCTH B COOTBETCTBHH C TpeOOBaH ( /¢ ‘é;‘\" :

- B ClIy4ae MpoJIMBA CEIBOPOTKH KPOBH Ha paboyre IOBEpXHOCH iipo-
BOJIMTB JIE3MH(QEKIIHIO B COOTBETCTBHUH C TpeGoBanuamu [3]. \ , .

3.2 Cron-peareHT, colepxalluii CepHyI0 KHCIIOTY, 00/1a1aeT pasy Padice Meii-

creueM. ITpy monafaHuy Ha KOXY U CIU3UCTHIE HEMEIJIEHHO IPOMBITE 60 F&mvﬂconnqe-
CTBOM BOJEI.

3.3 Ilpu pabote ¢ HabopoM pabourie MecTa HOKHEI OBITH 0OECcIedeHb! TPHTOYHO-
BBITSDKHOM BEHTHIISALIHEH. = —

3.4 Bce nuua, 3aHATEIe IPH NPOU3BOJICTBE HAGOPOB, ,U,b i};ﬁo %}rﬁr@ 06513a-
TEeJIbHBIA MEIUIMHCKUH OCMOTP B COOTBETCTBHH C TpGﬁOBaHHiﬂ\f 4 Q / (/W /éf /;, //
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3.5 Vrwmzanus MEQUIMHCKAX OTXONO0B H/HIIM HEHMCIIONB30BaHHEIX HAOOpPOB C HC-
TEKILIHM CPOKOM I'OMHOCTH OO0JIXKHa TIPOHU3BOAHUTECA B COOTBETCTBHH C TPGGOBB.HHHMH [5]

4 IIpaBuaa paGoTel ¢ HaGopom

4.1 J{ns WCKIIOYEHHs JIOXKHBIX Pe3yJIBTATOB HUCCIENyeMbIe 00pasipl HE0OX0MUMO
TOTOBHTh U XPaHUTH B YCIIOBMSX, NPEJOTBPAIAIOIIMX OaKTepUabHEIN popocT. HeoGxo-
JMO OCBETIIATH 00pa3Lbl CHIBOPOTOK, COZEPXKAIlKe arperHpOBaHHEIE KOMIIOHEHTHI ChIBO-
POTKH MM OCaZOK, IIPH IMIOMOIIM LIEHTPHQYTHPOBAHUSA B TEYCHUE 15 MHH IPH CKOPOCTH
Bpauenusd 3000 06/MuH. O6pasus! CEIBOPOTOK MOKHO XPaHHUTh ITPH TeMIieparype (2-8) °C
710 48 4. 3aMOpOXKeHHBIe 00pa3Ib! (MKeTaTenbHO 0 TeMIIepaTypsl He MeHee Munyc 20 °C)
MOJXHO XpaHHUTE 10 3 Mmecanes. Heo6xonumo u3berats MOBTOPHEIX LHKIIOB 3aMOpPaXKUBa-
HHS-OTTaHBaHUS 00pasIoB.

Heo6xoauMo NOMHHTE, 4TO 00pasibl ¢ TeMOJM30M, TUNEPIUTHAeMHUel, GakTepH-
aNbHBIM IPOPOCTOM, & TAKXKe JUIMTENIBHO XpaHHUBIIKecs 6e3 3aMOPaXKHBAHHUS He TIPUTO/IHbI
JUIsl aHaJIu3a.

Hajie’XHOCTB pe3ynbTaToB 3aBUCHT OT BBINOJHEHNS CIEAYFOLIMX IPABUIL:

- He JOITyCKaeTCs HCIOJB30BaHHE Habopa Iocie OKOHYAaHHs CPOKa TFOLHOCTH, a
TAK)X€ CMEIIHBaHHe KOMIIOHEHTOB HabOPOB pa3HBIX CEPHIii;

- AV IPUTOTOBJICHHUS KaXIOr0 peareHTa JOJDKHA MCIIONB30BAThCS OTHENbHAS eM-
KOCTB;

- BCIO HCIOJB3YEMYIO IS IPUIOTOBICHUS PEareHTOB IOCYXy He 00pabaTeiBaTh
Ae3pacTBOpaMH M MOIOIIMMH CpeACTBaMH. B ciyyae HEOOXOJUMOCTH IMPOMBITH BOJOM
MHUTHEEBOMH NIPOTOYHOM, a 3aTEM IIATh Pa3 ONOJIOCHYTh AUCTHINIMPOBAHHOM BOMOM;

- ana pabotel ¢ xpomoreHoM TMB u PX HeoGXOAMMO MCIONB30BaTh OT/EIBHBIE
€MKOCTH JUI paCTBOPOB, HAKOHCYHHUKH I ITHIIETOK, IIOCYY.

- He0OXO0TMMO OGpaTHTh BHAMaHKE Ha TIIATEHHOE NepEMENIHBAHIE PEAareHTOB;

= BpeMs MEXIy 3aIlOJIHEHHEM H OIOPOXKHEHHEM JIYHOK IUIaHIeTa PacTBOpaMH H
peareHTaMu J0JDKHO OBITE He MeHee 30 ¢, He momyckaercsa moiceIxaHue JYHOK Ha Beex
sranax nocraHoBkH MDA

- TIpY UCTIONIB30BAHHH IPOMBIBATEIIS CIEAUTH 32 COCTOSHHEM €MKOCTH /IS PacTBO-
pa Iud NPOMBIBAHHUSA IUIAHIIETa W COSJMHHUTEIBHBIX IIJIAHIOB: B HHX HE JIOJDKHO OBITH
NPU3HAKOB 6aKTEPHAIEHOIO WiIM IPHOKOBOIO POCTa;

- HEOOXOIMMO HCIIONIB30BATh MUIIETKH aBTOMATHYECKHE CO CME }L}Mﬂ HAKOHEYHH-
KaMH, aTTeCTOBaHHEIE 110 3HAYCHHIO CpeIHEeH MO3EI H CXOMHUMOCTH TRTAT0R TAIeTH-
poBanus (orpemHocTs He 6onee 3%); :

- 103aTOpEI U paboyHe IOBEPXHOCTH 00pabaThIBaTh pacTBOPOM |00 BeMH(  JoJIei
crupTa STUI0BOro 70 %. He Mcmons30BaTh XIIOpaMUH H APYTHE XIOPGO e BETIOCTRA;

- Anst paGoTEl ¢ HCCIEAYEMBIMH CBIBOPOTKAMH H KOHTPOJIBH ¢ MK pexo-
MEHJIyeTCs HMCIIONB30BaTh OJHOPa30Bble HAKOHEYHHKH ISl MHIETOK. KakIpli-obpasel
CEIBOPOTKH, & TAKXe peareHThl Habopa HeoOXOAMMO OTOHPATE OTAENIBHEIM HaKOHEUHHKOM.

- BO BpeMs MPOBEACHUA aHallu3a clenyeT u3berars nona,uanm HpﬂMBIX conHequg
nTy4ed Ha paGouyio IOBEpXHOCTE.

(,2,"\»‘., ;}_. g “‘“‘1
ﬂ/l ‘({/0;
Lﬁ%’;ﬁ} ?i/&

-_,.____‘J‘
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5 OGopyaoBaHHe H MATEPHAJIBI, He00OX0AHMBIE JIsl NPOBEJeHHs AHAIU3A

5.1 CnexTtpodOoTOMETp BEpTHKAIBHOI'O CKaHWPOBAHMS, II03BOJIAIOIINM MPOBOIUTE
H3MEPEHHS ONITHYECKOM IIOTHOCTH pacTBOPOB B JIyHKaXx IUIAIIeTa IpH JIHHE BOIMHBI 450 Hy;

- TIOJIy- HJIH @BTOMATHYECKOE YCTPOHCTBO A MPOMBIBAHHSA ILIAHIIETOB (BOIIED);

- CyX0BO3QywHEIA TepMmoctar Tuma TC-80 M2, nmomnepXHBarOLIKi TeMIepaTypy
(37%1) °C, nnu aHAIOrHYHBINA €My I10 XapaKTepUCTHUKaM,

- NUNETKH OJHOKAHAJIBHBIC aBTOMAaTHYECKHE CO CMCHHBIMH HaKOHEYHMKaMHU, I10-
3BOJIAIOIHE 0TOHpaTh 06BeMbl xuakocty ot 0,02 no 5,0 mur;

- THUMETKH 8-MM KaHaIbHEIE aBTOMATHYECKHE CO CMEHHBIMH HAKOHEYHHKAaMH, I10-
3BOJISTIOIIME OTOUPATh 06BeMBI XKuaKoCcTH 10 0,5 Mit;

- MEepHBI HUIUHAP BMecTUMOCTEI0 1000 Mit;

- xoxiba naboparopHas BMecTUMocThI0 1000 Mut;

- (h1aKOHBI CTEKJISIHHBIE BMECTUMOCTBIO 20 MIT;

- BAaHHOYKHY U1 peareHToB wiu yamku [lerpu (quametp 100 Mm);

- BaTa MEeULIMHCKAs TUTPOCKOIIMYECKas,

- Oymara puiIbTpOBasIbHAS;

- IepYaTKHU Pe3HHOBEIE XHPYPrHYECKHE;

- pacTBOp ¢ 06BpeMHOI1 foneit criupTta 3TUIoBoro 70%;

- pacTBOp ¢ MaccoBoOii foneli nepexkucu Bogopoaa 6 %o,

- BOJIa ACHOHH3UPOBaHHaA HJIH JUCTH/UIHPOBAaHHAS,;

- KOHTeiHep Ay c6opa TBepAbIX OTXO0B;

- KOHTeMHep JJIS CIIMBA XUIKUX OTXOMOB.

6 IToaroroBka K NpoBeJeHHIO AHAJIH3A

6.1 HaGop peareHTOB IepeJ NpOBEAEHHEM aHAIH3a U3BJIECYb U3 XOIOJUIbHHKA, OT-
KPBITh KpBIOIKY KOpPOOKH M BEIEpXKAaTh KOMIIOHEHTHI Habopa IIpH TeMIlepaType
(18-25) °C B Teuenue 30 MuH.

Bce o6pasupl chIBOPOTOK (IUIa3Mbl) H peareHTHl Nepel MpOoBeIeHHEM aHau3a TIa-
TENLHO NepeMeIaTh.

Pacxon pearenToB HaGopa I MOCTAaHOBKH aHAIM3a, KOTOPBIH ONMPENesIeTCs KOMH-
YECTBOM UCIIOIb3YEMBIX CTPUIIOB, IpUBEJeH B Tabnuue 1.

6.2 IToaroroBxa mMMyHocopGeHTa

HIMMyHOCOpPOEHT rOTOB K HCIIOIE30BaHHUIO.

OTKpBITh NAaKeT U YCTAaHOBUTH Ha paMKy HeoOXoguMmoe KO
TaBLIMECA CTPHIIBI XPaHHTh B IUIOTHO 3aKPBITOM ITaKeTe ¢ BJaro
nepatype (2-8) °C B TeueHue 3 MecsiLes.

6.3 IIpuroroBjieHHe pacTBOPA AJIsl NPOMbIBAHHS IJIAHIL

Brumanue! PacTBop AN NpOMBIBaHUS IUTAHIIETa TOTOBHUTH 3& .
TIIPOBEEHUS aHaNH3a! SREEREF

Ecmu ¢makon ¢ ®CB-TX25 comepxuT 0Cafok, ero HeoOXOAHUMO INpPOrpeTh Mepe
HCIIOJIE30BaHKEM IPH Temreparype (37+1) °C 1o monHOro pacTBOPEHHUs OCajKa.

B MepHeni numuHap BmectuMocTeio 1000 M BHecTH do W@e
®CB-Tx25, 3aTeM 106aBHUTH JAUCTHUIHPOBAHHOM BOIBI O METKH | # axkypar
peMewaTs pacTBop. PacTBOp MOXHO XpaHHUTH TIPU TEMIIEPAType (g&%ﬁd

-
C
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B ciiyyae HCIIOJIB30BaHKA OJHOIO MM HECKOJIBKO CTPHIIOB COJEPXKUMOE ¢nakoHa ¢
(OCB-TX25 HHTEHCHBHO BCTPAXHYTH B Teuenue (20-30) ¢, 0To6path HeoOX0MMBIH 06BeM
pacTBopa (Tabnuia 1) B MEpHEIN CTaKaH WIM LHIHHEID, 100aBHUTE HeoOXoauMOe Komuye-
CTBO JUCTHJUTHPOBAHHOM BOJBI ¥ II€pEMEIATE PACTBOP.

Heucnonssopaunsiii ®CB-TX25 MOXHO XpaHHTh B 3aKPEITOM (hIaKoHe IIPH TeMIle-
patype (2-8) °C B TedeHHe CpOKa FOJHOCTH Habopa.

Ta6auna 1 — Pacxoa pearenToB HaGopa s nocTaHoBKH HPA

O0BeM KonnuecTBO HCIIOJIB3YEMBIX CTPHIIOB, IIT.

peareHra, M 1 2 3 4 5 6 7 8 9 10 | 11 12

IIpuzomoenerue pacmeopa O NPOMbIEAHUA NIAHUEMA

OCB-T*25 2 4 6 8 10 | 12 | 14 | 16 | 18 | 20 | 22 | 28

JIHCTHJIJIHPOB. a0 a0 A0 Ao ao Ao ao a0 ao Ao p1 (1] ao

BOAa 50 | 100 | 150 | 240 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 700
IIpuzomoenenue pacmeopa Kz e pabouem paseedenuu

PP-K 1 2 3 - - 6 7 8 9 | 10 | 11 | 13

Kr allZ | a/6 | a/d | a3 | Sa| a2 | 72| 230 | 342 | Sta' | M| a
IIpuzomoenenue pabouezo pacmeopa cybcmpama

bPC i | 2 3 4 5 6 7 8 9 | 10 | 11 | 13

Xpomoren b2 | b/6 | b/d | b3 |52 | b2 |75 | 236 | 34b | S6b [ 1B | b’

TMb

* 3 = X M1 (BEIHYHHA ITEpEMEHHAs, ONPeASIASTCA A KaX A0 cepuu Habopa).
* b =X M1 (BenMYMHA IEpEMEHHasl, ONpeIesIeTCs I KaX/I0i cepuu Habopa).

6.4 Moaroroeka K', K-, PK, PP-K, PP-C, BPC, PX u cron-pes
K', K, PK, PP-K, PP-C, BPC, PX u cTOn-pearesT roToOBEI K/
Brumanue! Bo ¢naxonax ¢ PK, PP-C u PP-K Bo3mMoxH()BE

Pel KCIOJIB30BAaHUEM COZEp>)KAMOe (DJIaKOHOB TIIATEIBHO IepeN

pa30BaHUs [IEHBL. \ y
Buumanue! Heo6xomuMo HCKIIOUUTE BO3JEHCTBHE NPSIMOIQCOIHEUHD: 0/BeTa Ha

tdnakon ¢ PX! '

Heucnons3zosanusie PK, PP-C, PP-K, BPC, PX u cton-peareHT 1mocijie BCKPBITHS

(IIaKOHOB MOXKHO XPaHHTH B 3aKPBITHIX (TaKoHax IpH TemnepaType (2-8) °C B TeueHue

CpoKa roqHocTH Habopa.

Ocrarok K™ 1 K™ mociie BeKphITHS (I1aKoHa MOXXHO XPaHHTh B 3aKPBITHIX @gar%omx

ipu Temmepatype (2-8) °C B TedeHHe cpoka rogHocTH Habopa, KOMAS BEPHA
- PRCypeEE) P & . E’/ﬂ’f/l’m&?d/‘%
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6.5 IlpuroroBaenne pacrsopa Kr B pabouem pazseeHHH

U3 dnakona ¢ Kr orobpars ykazauuslii B Tabnuie 1 o6veM ¥ nepeHecTd BO (GIakoH
c PP-K. Conepiximoe riakoHa TIIATENBHO IIepeMellaTh, He JOITycKas 00pa3oBaHHs IICHBL

B ciy4ae UCIIONB30BaHUA OQHOTO I HECKOJBKO CTPHIIOB B YHCTBIN (IaKkoH OTO-
Opatb Heobxonumoe konmmaecTBo PP-K, mo6asute Kr B cooTBeTCTBHHU ¢ Tabnuuei 1 u me-
peMelaTh pacTBOP, HE JoMycKas 00pa3oBaHUs IEHEI.

Buumanue! PactBop Kr B paGo4yeM pa3zBefieHUM IOTOBAT HEINOCPEACTBEHHO IEpen
ucnons3oBaHueM! PactBop Kr B paGoyeM pa3BeIeHHH MOXHO XpaHHTE B TEYEHHE
15 muH npu temneparype (18-25) °C. Hcnons3oBaTh TONBKO HOBYIO BaHHOYKY AJIA pea-
T€HTOB ¥ HOBble HAKOHEYHUKH!

Ocrarox Kr M0oxHO XpaHHTE B 3aKpEITOM ¢uiakoHe IpHu Temmeparype (2-8) °C B Te-
YeHHe CpoKa roIHOCTU Habopa.

6.6 IlpuroroBienne paGodero pacTBopa cyocrpara

Ecnu ¢naxon ¢ xpomoreHoM TMDB comepXHUT KpHCTaUIbl, €T0 HE0OXOAHUMO IIpo-
TPeTh Nepej UCNOoNIb30BaHueM B TeueHHe (3-5) MuH npu Temneparype (37+1) °C no non-
HOTI'0 PacTBOPEHUS KPUCTAILIOB.

U3 ¢naxona ¢ xpomorenoM TMB otobpats yka3zaHHEIH B Tabnuie 1 06beM U nepe-
HecTH BO (¢akoH ¢ BPC. ConepxuMoe (rakoHa TIATENBHO NEepeMellaTh, He JOITycKas
00pa3oBaHUA MEHEL.

B ciydae MCIIONB30BaHHA ONHOIO MJIM HECKOJIBKO CTPHMIIOB B YHCTBIA (JIakoH U3
TEMHOTO CTeKJIa MIIH IUlacTHKa (npo3pavHbiii ¢iakoH obepHyTh (urakoH) oTobpats HE0O-
xoxumoe konuuecTBo BPC, nobasuts xpomoren TMbB B cooTBeTCTBHH ¢ Tabnuued 1 u me-
peMelIaTh pacTBOp, He AOITyCKas 06pa30oBaHMsI ITEHEI.

Brumanue! Pabounit pactBop cyOcTpaTa rOTOBAT HEMOCPEACTBEHHO IEpe] HC-
NI0Jb30BaHMEM B 3alUIIEHHOM OT cBeTa MecTe! PacTBOp MOXHO XpaHUTh B TE€YEHHE
20 mun npu Temneparype (18-25) °C B 3alIHIIEHHOM OT CBETa MECTE.

PacTBop HE0OXOAMMO IIpeNOXpaHATh OT MONANaHUA CBETa U KOHTAKTa C MeTa/UIaMu
WK HOHaMK MeTauioB. Ilepen ucnons3oBaHueM pacTBop cyOcTparta HomkeH OBITE Oec-
useTHBIM. Ilocyny, xoTopas Oyner B Xxole peakIMyu KOHTaKTHPOBATH C PacTBOPOM CYO-
CTpara, OTMBIBaTh O€3 NPHUMEHEHHUsA CHHTETHYECKMX MOIOIIMX CpeACTB. ICIOIB30BaTh
TOJIEKO HOBYIO BAHHOYKY JJIS1 peareHTOB H HOBbIe HAKOHEYHHKH ! =

Ocratok xpomoreHa TMB MOXHO XpaHHTb B 3aKpBITOM (IaKdHE: fn‘iemnepa'rype
(2-8) °C B TeueHHe cpoka rogHoctd Habopa. 7

< m‘; anaEHig

7 TpeGoBaHHSA K NPOMBIBAHUIO IVIAHIIETA

7.1 JInd npoMEBIBaHHS IUIAHIIETA PEKOMEHYETCS HCIIOIbSORaTH-ABTY: ,v H'-ISCKHH
HJIH IIOJTyaBTOMAaTHIECKHA IPOMEIBATENb — BOLIEP; B CIIy4Yae OTCY N O
IIPOMEIBATh JIYHKH 8-KaHaJIBHOM ITHITETKOI; e

- Ha BCEX 3TallaX NMPOMBIBaHUS HEOOXOAUMO KOHTPOJIMPOBATh 3aIl0OJIHEHHE BCEX JIy-
HOK H TI0JIHOE y7alleHre (aCIIHpPaLHIo) )KHIKOCTH H3 HIEX;

- He00XOMMO IPH KaXKIOM IIPOMEBIBAHHH BCE JIYHKH 3aIl0JIHHUTE PacTBOPOM /IO Kpa-
eB (0,30-0,35 M B 1yHKY), 6€3 mepenonHeHus 1 TNepeTeKaHUs KULKOCTH U3 COCeTHUX oy-

HOK; [ KOs, BEPHA N |
;c/mf(f?t )-r/
/a,fcﬂf K73 JL/
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- He0OXOIHUMO BBIIEPIKUBATH JIYHKH, 3aIIOJTHEHHBIMH PacTBOPOM TS MPOMBIBAHUS
IUIaHmera, B reuenue 30 c;

- IIpH KaXKIOM acUpallMy THIATENIBHO YAAISTh OCTATKH XHUIKOCTH M3 JIyHOK IIOCTY-
KHBaHHEM PaMKO# CO CTPUIIAMH B TIEPEBEPHYTOM IIOJIOKEHHH I10 CIOKEHHONW B HECKOJIBKO
pa3 ¢uisTpoBaIBHON GyMare, ITOJIOKEHHOH Ha JIMCT IOJU3THIIECHA,

- HEKaueCTBEeHHOE IIPOMBIBAHUE IIIAHIIETa IPUBOAUT K IOTYYEHHIO HEKOPPEKTHBIX

pe3yIbTaTOB.

8 Ilposenenune anaansa

8.1 IIpoMEITh JYHKH IUIaHINETa PacTBOPOM Ui NPOMEIBaHHA IulaHimera (m 6.3)
opun pas. IIpu npomsiBanuH Bo Bee JiyHKH HeoOxomumo BHecTH (0,30-035) M pactsopa.
[Io oxoHYaHMH NPOMEBIBAaHHUA TIIATEJIBHO YAAIUTh OCTATKH XKUAKOCTH H3 JTYHOK, ITOCTYKH-
Bad IUIAHIIETOM B [IEPEBEPHYTOM IIOJIOXKEHHH I10 CIIO)KEHHOH B HECKOJIBKO pa3 (QHIbTpo-
BaJIbHOM OyMmare, OJIO’KEHHOH Ha JIUCT MOMUITHIICHA.

8.2 B moG6ble [Be JIYHKH IUTanmeTa BHecTH 1o 0,1 ma (100 mxr) K', B Tpu apyrue
nyHkH mianmera — 1o 0,1 mu (100 mxn) K7, B onny nmynky BHectr 0,1 M (100 mxn) PP-C
Ju1st KoHTpous korbrorata (KKr).

Brumanue! Ilpn nocranoske IPA Ha 0IHOM CTpHIIE AOITyCKAeTCs HCIIOIL30BaTh
ms K~ — nee mynxu, nns K — onny nysky, ma KKr — oaHy nyHKy.

B ocransHble qyHKH IuaHmera BHecTd 1o 0,06 mi (60 mxi) PP-C, 3ateM BHECTH 1O
0,04 mu1 (40 MKJI) HCCllexyeMBIX 00pa3LoB CEIBOPOTKH (IL1a3MbI) KpoBH denoBeka. Coxep-
’KHMO€ JIyHOK IlepeMellaTh MATh pa3 NMUIEeTHPOBAaHHEM, IIpH 3TOM IpH 3ToM nBeT PP-C
JOJI2KEH HBMGHHTbéﬂ.

Buumanue! Bpems BHeCeHHS KOHTPOJBHBIX U HCCIIEyeMBIX 00pa3LioB He JOJDKHO
npesbimath (5-10) muna! Kaxneii oOpazer; HeoOxoauMo oTOHpaTh OJHOPA3OBBIM HaKO-
HEYHUKOM!

8.3 [InanHmer 3aKkNeuTh IUICHKON MM 3aKPHITh KPBIIKOH U UHKYOUPOBATE B TEPMO-
crare npu Temneparype (37£1) °C B Teuenue 30 muH.

Brumanue! 3a (1-2) MUH [0 OKOHYaHHS WHKyOaluu ImpuUrotoBuTh pactBop Kr B
paboyeM pasBeneHuu (1 6.5).

8.4 Vpanuth conmep>kxuMoOe JIYHOK C IIOMOIIBIO IPOMBIBATENs, 3aT€M IIPOMEITh JIyH-
KH IUIaHIIETa paCTBOPOM JJIsl IPOMBIBaHHA IUTaHmeTa (11 6.3) nsTh pas.

8.5 Baectu Bo Bce myHku manmera mo 0,1 mn (100 Mx1) pacTe

L\

C'Ba PK WM pac-

8.6 IlnaHmeT 3aKJIeuTh IUIEHKOM HIIH 3aKPBITh KPBIIIKOH
crare npy temneparype (3711) °C B Teuenue 30 muH. |

8.7 Ypanuts comepikxuMoe JIYHOK ILIaHIIETa C TIOMOIIEO 11
MBITB JIYHKH [UIAHIIETOB PaCTBOPOM UL IPOMBIBAaHHS IUTAHIIETA (TRG:

8.8 Bo Bce nmynku mnanmera BHectd mo 0,1 mur (100 Mxi) pa6 -‘éiéﬁﬁk%fﬁopa cyo-
crpara (11 6.6) miu PX B 3aBUCHMOCTH OT KOMIUIEKTalM| Habopa.

8.9 IInaHmer 3akneuTh IIEHKON WU 3aKPHITH KpLIIIIKOH U HHKyﬁnposaTb B TEPMO-
crate npu temneparype (37+1) °C B 3a1uLeHHOM OT cBeTa 'ec pe B Te

Brumanue! TIo OKOHYaHHH MHKYOGAIMK B IyHKax ¢ oOpasiia
xamme aiTuTena K BI'C, npousoiner H3MEeHEHHE OKpacKy pac : 1
CHBHOCTH B 3aBHCHMOCTH OT KOHLEHTPAaLMU aHTUTEN B UCCIIELYEMOM oGpasu??ﬁxrsopm-

8




HDOA-aumuHCYV Komnnexm 1

KH: OT GecBETHOM! 10 roy0oi (IpH MCTONBE30BaHUK paboyuero pacTeopa cyOcTpara) Uity
OT PO30BOIi 10 cuHel (rpu ucmonas3oBanuu PX).

8.10 OcTaHOBUTH IEPOKCUAA3HYIO PEAKLHUIO IIyTEM BHECEHHS BO BCE JIYHKH IIO
0,05 mn (50 MKiT) cTON-pearexTa.

Brumanue! B nynkax ¢ obpa3namMu CEHIBOPOTOK, copepkamumMu anturena k BI'C,
IPOM3OMIeT U3MEHEHNE OKPACKU pacTBopa: ¢ romy6oii Ha enTyio (IpH HCIOJIB30BAHHH
paboudero pacTBopa cyOCcTpaTa) WK ¢ CUHEH Ha XenTyio (TIpH ucroas3oBaHun PX).

8.11 He no3:xe yem uepe3z 40 MUH NoOCje OCTAHOBKH peakIlHH ONpeNeNUTh 3Haue-
uue OIl pactBopa B myHKaX:

- IpH KCIoNb30BaHUH PX — B JBYXBONHOBOM pexume: 450 HM OTHOCHTEIBHO
(620-700) am. Tomyckaercs uamepeHue OIl B OJHOBOJIHOBOM pPEXHME IPH JJIHHE BOJIHEI
450 M.

- TIPH KCIIOJIE30BaHUK pabodvero pacTBopa cyOCcTpaTa — B OJHOBOJIHOBOM peXHMe
IIpH JUIMHE BOJHEI 450 HM.

9 OOpaboTka pe3yIbTATOB aHAJIH3A

9.1 Paccuurath cpegnee 3Hauenue Ol jug nyHok ¢ K™ — Ollep K7, OE; st nyHOK
¢ K" - OIlcp K, OE.

9.2 PesynbTaThl yYUTHIBAaTh TOJHKO B TOM CIIydae €CIIH:

- 3HayeHue Ollcp K™ — ne 6onee 0,20 OE;

- kaxgoe otaensHoe 3Havenne OIT K™ He momxHO oTkinoHATECA OT Ollcp K™ Gonee
yeM Ha 20%. Ecinu ogHOo U3 Tpex 3HadeHHd OI1 K™ BRIXOOUT 3a 3TOT IIpefien, ero cienyer
uckmounTs u3 pacuera Ollcp K. Ecnu aBa u3 Tpex 3nauenuit OIT K™ BeIXo#aT 3a 3TOT
Ipezel, aHalIu3 ClIeyeT IOBTOPUTH Ha peareHTax HoBOro Habopa;

- 3gagenne Ollcp K — me menee 1,00 OE;

- 3Hauenue Ol B mynke ¢ KKr — ne 6onee 0,15 OE;

9.3 TIlpu cobmoneHUH BEIIIE NEPEYUCIEHHBIX YCJIOBUM BEIYUCIUTH KPUTHYECKOE
3HaueHue (Ollkpur.), OE, no ¢popmyne (1):

OIlxpur. = OIlcp K™+ 0,2 (D).
Pe3ynpTaT TecTa CYMTaTh MOJIOXKHTEIbHBIM IIPDH aHAIKU3€ HA JaHHOM Habope pea-
reHToB, ecH 3HadeHue OIT uccnemyemoro odpasna ChIBOPOTKH (II1a3MbI) KPOBH YeJIOBeKa
Goabe 3HaueHus OIlkpur.
PesynpTar TecTa CYMTATH OTPHUATEIbLHBIM TIPU aHATU3E HA QI gﬂ}mM Ha6ope pea-

reHToB, eciy 3HaueHue OIT uccemyeMoro o6pasia CEIBOPOTKH n 33 1 YenoBeKa
menbme 3Havenns OIIkpur. '

IIpu Hoy4eHUH MOJIOKHUTEIBHOTO Pe3yIBTaTa 3TOT XKe Ofp (H HCCITe-
I0BaTh MOBTOPHO. IIpM MOBTOPHOM IOJNYYEHHM MONOXKHTEIb T& /HCCIe o
BaTh HOBYIO IIOPLMIO CBIBOPOTKH. Eciu u B 3TOM Ciry4ae OyzeT IQIysers JTeIBHBIHA

10 dopma Brinycka HaGopa "

= ————

10.1 Ha6op BeImyckaeTcs B TpeX BapHaHTaX KOMILIE AN )
V% er

[
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1 KomnuekT 1 — npoBefeHHE aHATH3Aa PYYHBIM CIIOCOGOM. Ha6op paccumran Ha
nposefienre 12 nocranoBok MDA na pasGopuom mnanmere: 1 mocrtanoska — 1 CTpHII
(8 mynox). Beero — 96 onpenesiennii, BKroyas KOHTPOIIBHEIE 06pa3Isl;

2 KOMIUTEKT 2 — NPOBEJCHHE aHAIN3a PYUHEIM CIIOCOOOM. Habop paccuutan na
TpoBefienre 24 noctaHoBok MIPA Ha 2 pa36opHbIX mnaHmerax: 1 mocTaHoBKa — 1 CTpHI
(8 mynok). Beero — 192 onpeneneHus, BKI0YAs KOHTPOJIBHBIE 00pa3IIE;

3 KOMIUIEKT 3 — MPOBEJEHHE AHAIN3a HA aBTOMATHIECKOM ananmu3arope. Habop
paccunTan Ha nposeneHue 24 noctaHoBok MDA Ha 2 pas6oprbix mianmerax: 1 mocra-
HOBKa — 1 cTpu (8 myHOK). Beero — 192 onpenenenus, Bkmouas KOHTPOJIBHEIE 00pasIkL.

11 YcaoBHst XpaHeHHS H IPHMEHEHUS Ha0opa

11.1 Xpanenue Habopa JOIKHO MPOM3BOAUTECS B YUMCTOM, 3AIUIIEHHOM OT BIATH
H CBETa IIOMEINEHUHM IIpH TeMriepatype (2-8) °C B TeueHue Bcero CpOKa rOOHOCTH.

3ampermaeTcs 3aMOpaXKUBaTh KOMIIOHEHTEI Habopa.

11.2 JIns monydeHus HaXe)KHBIX Pe3yJIbTAaTOB HEOOXOOUMO CTPOroe CobGIIIoeHHE
HHCTPYKIHH 110 MPUMEHEHHIO Habopa.

11.3 Cpoxk rogsocTtu HaGopa — 12 Mecs1es,

bubauorpadus

[1] TIpukas Ne 66 ot 20.04.93 .
O Mepax 1o CHIDKEHHIO 3a60/1eBAeMOCTH BUPYCHEIMH FeNIaTHTAMH B Pecny6nuke
Benapycs

[2] IIpuxas Ne351 ot 16.12.98r.

COOpHUK HOPMATHUBHBIX JOKYMEHTOB 10 ipoGieme BUY/CITU]I

[3] OCT 42-21-2-85
Crepunusanus u fe3un(exis W3nenuii MeUIHHCKOro HasHadeHus. MeToEl,
CPE/ICTBA H PEXKHUMEI

[4] Ilocranosnerne Ne 33 MunucTepcTBa 3npaBooxpaneHus Pecrybnuku Benapycs
or 08.08.2000 r.

O nopsnxe npoBeneHUs 0633 TETbHBIX MEAHIHHCKUX OCMOTPOB pabOTHHKOB

[5] Canwuraprsie HOpMEI H IpaBHIa

CanlTuH Ne 2.1.7.14-20-2005 ITpaBuna o6pameHns ¢ MeIUIIUHC UMH

[

OTXOoJaMH

Huctpykuus cocrasnena
coTpygHuKaMH CIT OO0 «®apmisHy:

I'maBHEIM cnieLUaIHCTOM

CIT OO0 «®apmisHI»
Benymum-rexnonorom . A/Z"i‘]?r._m’_ E.I/I..HaBpeL[KOH‘
Benymum crienuanucToM mo f, f 7 KO ”’7.”(*:';’?%‘

i . ) S |FEL Pl i) 0
JAHUArHOCTHYECKUM TECT-CHCTEMAM [/ |« s W, z?,%ﬂé}ﬁ@f}fKOH

il -~ 2L 3:‘_:_7:-"(,
= — )
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YTBEPXIOAIO
3amecrurens Munucrpa
3apaBooXpaHeHuUs

HWHCTPYKIIMA
110 ITPUMEHEHUIO HABOPA PEATEHTOB
VIS BBISABJIEHUSI AHTUTEJI K BUPYCY I'ETTIATUTA C
B CbIBOPOTKE WJIH [TJIASME KPOBU YEJIOBEKA
METOJOM UMMYHO®EPMEHTHOI'O AHAJIM3A
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1 HazHavenue Habopa
1.1 HaGop nmpenHa3zHa4eH I OAHOBPEMEHHOI'O BBIABICHUS aHTHTEN KiaccoB G H

M k Bupycy renartuta C (BI'C) B ChHIBOpOTKE HIIH ILTIa3Me KPOBH YelloBeKa “in vitro”
TOZIOM HEIPSIMOTo TBepAOo(ha3HOro MMMYHO(DEPMEHTHOTO aHAJIH3a.

2 XapaKkTepHCTHKA H MpHHIHUN paboThl HaGopa
2.1 CocraB Habopa:

HaurMeHoBaHKe KOMIIOHEHTa KonuuecTso
UMmMyHocopOenT 2 nnaxmera
 TTonoxuTenpHEIH KOHTpOIbHEIH obpaser (K) 1 dnakoH, 2 M
OrpunarensHeIi KOHTpONbHEI 06pazen (K7) 1 dnakoH, 3 M
Konsrorar (Kr) 1 dnakon, 0,5 mn
Pacteop nns paseenenus kousiorara (PP-K) 2 ¢oakona 1o 13 M
PactBop konsiorara (PK) — emecmo PP-K u Ka! 2 durakona mo 13 mn
PactBop mis passenenus ceiBopoTok (PP-C) 1 ¢makoH, 13 M
Bydepnslii pactBop s cyberpara (BPC) 2 ¢duaxoHa o 13 M
Xpomoren TMB 1 ¢maxon, 1,0 M
Pacteop xpomoreHa (PX) — emecmo BPC u xpomozena TMb! 2 dakona mo 13 M
25-kpaTHbI KOHUEHTpaT (docdaTHO-coneBoro OydepHoro pac-
TBOpa ¢ TBHHOM (DCB-T%25) 2 ¢nakoHa 1o 28 M
Cron-peareHt 1 dmakon, 12 mn
KoMIuiekT BaHHOYKH IJIS peareHTOB C HAKOHEUHUKAMHU U1
MHOTI'OKaHaJIbHBIX ITHIIETOK 2 KOMIUIEKTa
Kneiikas nmieHka 6 IMTyK
2.2 OcHoBuble koMnoHeHTE Habopa "M®A-antuHCV" — nmmyHocopbeHT 1

KOHBIOTaT (pacTBOp KOHBIOraTa).

HmmyHocopOeHT npencrasisgeT coboi nonncmponbﬁblﬁ IIAHIIET, B JIyHKax KOTO-
poro cop6HpoBaHa CMeCh PEKOMOMHAHTHEIX aHTHIEeHOB “core”, “NS3” u “NS5” u cunrte-
THYECKUX NenTHaoB “NS4”, apnsromuxcsa aHaioramMu aHTureHoB NS3, NS4, NS5 u Core
BHUpyca renatura C:

a) aHTHIeH “core” NPEACTABIACT co0oit cuHTe3upoBaHHBIN B E. cy';ﬁp’g@mﬁnﬂam-

3

MHHAHT Koponoro (HyxneokancunHoro) 6enka BI'C;
6) anturen “NS3” npeacrapisger co00i CHHTE3UPOBAHHEIH B

HEIM aHTHUIEH, COAEpXaIlUii aMHHOKHCIIOTHYIO ITOCIIENOBATEIEHOCTY" SHBH € X eTep-
MHHAHT HECTPYKTypHOro 6enka NS3 BI'C; | T ")
B) aHTUreH “NS4” npencraBisieT co60ii CHHTETHUECKHH MENTH]I, C8 GTCY 11105071

aHTUreHHBIM fAetepmuHanTaM NS4 BI'C, xapakTepHEIii 11 TeHOTHIIOB 1B, 2B, 3a 3a;

r) autureH “NS5” npencrasnser coboit cunTe3npoBanHsiil B E. coli pekoMOuHaHT-
HEBIM aHTHIEeH, COAEPXKalluil aMHHOKHCIIOTHYIO MOCIEeN0BATENIbHOCT aHTUTCHHBIX Je1ep-
MHHAHT HecTpyKTypHoro 6emka NS5 BI'C. ™
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HPA-aumuHCV Komniexm 2

Konsrorat (pacTBOp KOHBIOTaTa) IMpeacTaBiaseT coboi cMech MOHOKIIOHANIBHBIX aH-
tuTen MemM K IgG 4enoBeka, KOHBIOTHPOBAaHHBIX C IEPOKCHIA30H XpeHa W MOHOKIIO-
HaNbHBIX aHTUTEN MBIIIH K IgM 4entoBeka, KOHBIOTHPOBAHHBIX € IIEPOKCHIA30H XpeHa.

ITonoXuTeNBHBIH KOHTPOJLHEIH 00pa3zel] — CHIBOPOTKA KPOBH YEJIOBEKa, CoIepiKa-
mas antuTena K BI'C u He comepxamas anturena k BUY-1 u BUY-2 u HBs-anrtures,
HHAKTHBHPOBaHHAs MTPOrpeBaHKUEM B TeueHHe 3 4 mpH Temrneparype 56 °C.

OrpuiarensHbI KOHTPONBHBIH 00pasel — ChIBOPOTKAa KPOBH YEJIOBEKa, He COozep-
xamag anturena Kk BI'C, BUY-1, BUY-2 u HBs-aHTUreH, HHaKTUBUPOBAHHAS MIpPOrpeBa-
HueM B TeueHHe 3 4 rpu Temmeparype 56 °C.

[Tpy BHeceHHH B JIYHKH IUIaHIIETa 00pa3lioB HCCIEAYEMBIX CHIBOPOTOK aHTHTEIA,
crenuduIecKre K BUpycy rematura C, CBA3BIBAIOTCS ¢ aHTUMCHAMH Ha TBEpIOH dase, 06-
pasys HMMYHHBIE KOMIUIEKCHl aHTHreH-aHTHTeNn0. O0pa3oBaBIIiecs KOMIUIEKCEl BEIABIISA-
IOT IIPY NOMOIIM CIIeNHPHIECKOro HMMYHO(epMeHTHOro KoHbIorara. Ilocie oTMBIBaH s
HECBA3ABIIMXCA KOMIIOHEHTOB B JIYHKH IUIaHIIeTa J00aBIAOT pacTBOp cyOcTpara IepoK-
cuzassl (mepekuch Bogopoaa) u xpomorena TMB.

[NepoxcHaasHy0 peaklMi0 OCTaHaBIUBAIOT, nobaBnds crom-peareHT (0,9 M pac-
TBOP CEpHOM KHUCJIOTHI), © HHTEHCUBHOCTh OKPAILlIMBaHUs PACTBOpA B JIyHKaX U3MEPSIOT Ha
crekTpooTOMETpEe KaK BeTHUHMHY onTHUeckoi mroTHocTH (OIT) mpu mrHe BomHe1 450 HM.

Bennuuna OIT mpsMo MponopuyOHaNIbHAa KOHIEHTPAIUH CIIeU(DUYECKHX aHTHTE
B 00pasie CEIBOPOTKH WJIH IUIa3MBI KPOBH 4eloBeKa. UeM BBIIIE COJACPXKaHWe aHTHUTEN B
obpa31ie CEIBOPOTKH, TeM BEIIIe HHTEHCHBHOCTE OKpalIMBaHHS.

2.3 HaGop paccuuran Ha nposenenue 24 mocraHoBok HM®A: 1 mocraHoBka —
1 crprm (8 myHOK). Beero — 192 onpenenennsi, BKIo4as KOHTPOJIbHBIE 00pasIIbL.

3 Meps!I NpeaoCcTOPOKHOCTH NpH paboTe ¢ HaGopom

3.1 Bce xOMIOHEHTE Habopa B MCIIONB3YEMBIX KOHIIEHTPALMAX SABJISIOTCA HETOK-
cuuHbIMH. OftHako paGoTa CO BCeMM HCCIENyeMBIMH 06pa3llaMH CBIBOPOTOK (IIasMbl),
KOTOpBIE CIIEyeT pacCMaTpUBaTh KaK MOTEHIUAIPHO HH(GHIUPOBAaHHEIE, CIIOCOOHEIE CO-
XpaHaTh U nepenasats BUY, Bupyc renmatura B wim mo6oii npyroii Bo30yauTens BUpyC-
HOH HH(EKIHH, ¢ 0OTPaGOTaHHBIMH PacTBOPaMH H KHIKOCTSAMH, PasIHIHEIM obopyaoBa-
HHEM, KOTOPOE MOXKET OBITh 3arps3HEHO B IIPOIECCE aHaIM3a, TPeOyeT OIpe/eNeHHBIX
Mep 6e30macHOCTH IIPH HCIIONB30BaHUU Habopa:

w2

e

coboleHHeM Mep NIPEAOCTOPOKHOCTH B COOTBETCTBHHU C TpeOOBaHAME', :
- B CJIy4ae MpOJIMBA CHIBOPOTKM KPOBHU Ha pabouue NOBEpXHOETH, H kD, ITpO-
BOJUTH neanmbexumo B COOTBETCTBHH C TpeboBaHuaMH [3].

CTBHEM. HpPI HOH&}I&HHH Ha KOXY H CIIH3HCTBIC HEMEIJICHHO IIpOMBI

SIBHIMM KoNuIe-
CTBOM BOJIEL e
3.3 Ilpu pabote ¢ HabopoM pabouue MecTa HOKHBI OBITH 0OecneYeHbl IPHTOYHO-
BBITSDKHOM BEHTHIISALIUE. b




HOA-aumuHCV Komnnexm 2

3.5 VTuiusauus MeOULHHCKHX OTXOZOB H/HIH HEHCIIOIBE30BaHHEIX HAGOPOB ¢ HC-
TEKIIUM CPOKOM I'OQHOCTH JOJDKHA IIPOM3BOJUTECS B COOTBETCTBUH C TpeOOBaHUAMH [5].

4 IIpaBuia paGoTel ¢ HaGopoM

4.1 Jlnsa UCKIIOYEHUS JIOXKHEBIX Pe3yNbTATOB HMCCIeAyeMEle 00pasisl HeoGXOMUMO
TOTOBHTH M XPAaHHUTh B YCJIOBUSX, IPEAOTBpPALIAIONMX OaKkTepHallbHEIA popocT. Heo6xo-
JIMMO OCBETJIATH 00pa3Ibl CHIBOPOTOK, COAEPXKALIME arperupOBaHHEIE KOMIIOHEHTHI ChIBO-
POTKH MK OCaJ0K, IIPH IIOMOIIM LEHTPU(YTrUpOBaHUs B TeUeHHe 15 MHH NPH CKOPOCTH
BpameHus 3000 06/MuH. O6pa3sIE! CHIBOPOTOK MOKHO XpaHHUTH IpH Temmepatype (2-8) °C
10 48 4. 3aMOpOoKeHHEBIe 00pa3Ibl (JKenaTeIsHO O TeMIeparypsl He MeHee munyc 20 °C)
MOXHO XpaHHUTh 10 3 MecsueB. Heob6xoaumo u3beraTs NOBTOPHEIX LUKIOB 3aMOPaKHBAa-
HHUA-OTTaUBaHUA 00pa3IoB.

Heo0xoaMmMo NOMHHUTB, YTO 0Gpa3sLBl ¢ TeMOJIKU30M, MMIEpPIUIUAeMueH, GaKTepy-
aJIbHBIM IIPOPOCTOM, @ TaKXXe JUIMTEIFHO XpaHUBIIHMecs 6e3 3aMOpaXUBaHHS He IIPUTO/(HE]
IUIs aHAIH3a.

HapexHoCTb pe3yibTaToB 3aBHCUT OT BBIIOJHEHHUS CIIEAYIONIUX IPABHIL:

- He JIOIyCKaeTCs HCIOJb30BaHHE Habopa IIOCIe OKOHYAHHS CpOKa TOIHOCTH, 4
TaKKe CMEIIHBaHKe KOMIIOHEHTOB HaOOpOB Pa3HBIX Cepuii;

- A1 NPUTOTOBIIEHHS KaXKOI'0 peareHTa AOJDKHA HCIIOJIB30BATECHA OTHENIBHAS €M-
KOCTE;

- BCIO HCIIOJIE3YEMYIO U IPMIOTOBJIEHHS PEareHTOB IOCYay He 00pabaThIBaTh
Ne3pacTBOpaMH H MOIOIIHMMH CpelcTBaMH. B ciygae HEOOXOOMMOCTH ITPOMBITH BOJOMH
IMHTBEBOH NPOTOYHOM, a 3aT€M IIATH pa3 ONOJOCHYTh AUCTHIUIMPOBAHHOMN BOOM;

- 1us pabotsl ¢ xpomoreHoM TMB u PX HeoGXOAHUMO HCIIOIB30BaTh OTEIILHEIE
€MKOCTH IJI PACTBOPOB, HAKOHEYHHKH JUIS ITHIIETOK, TOCY Y.

- He00X01MMO 06pPAaTHTh BHUMAHKE Ha TIIATEBHOE NIEPEMEIIMBAHNE PEAreHTOB;

- BpeMdA MEXIY 3aIlOJIHCHHEM H OIOPOXXHEHHEM JyHOK IUIAaHIIeTa pacTBOPaMH U
peareHTaMH HOKHO ObITe He Menee 30 c. He nomyckaercs moiacklxaHHe TyHOK Ha BCEX
aTamnax rmoctaHoBku MOA;

- IIPH MCTIOJIE30BAHUHU NPOMBIBATENS CJIEJUTH 3a COCTOSHHEM €MKOCTH I PacTBO-
pa U1 IIPOMBIBAaHHS IUIAHINETa M COCAMHHUTENBHBIX LLIAHIOB: B HUX HE NOJKHO OBITH
IPU3HAKOB GaKTepHAIBHOIO HIIH IPHGKOBOIO pOCTa;

- HeoOXOA¥MO HCIIOIB30BaTh IIUIIETKH aBTOMAaTUYECKHE CO CMEHHBIMH HaKOHEJHH-
KaMH, aTTeCTOBaHHBIE I10 3HAYEHUIO CpeNHe# O3Bl M CXOLUMOCTH pesy?
poBanHs (IIorpemHocTs He Gonee 3%);

- 103aTOpEI H pabo4Ke NOBEPXHOCTH 06pabaTEIBaTE PACTBOPOM [
crupTa 3THI0BOro 70 %. He HCnoms30BaTh XJIIOpaMUH H ApYTHE XIOPCOMEPiE

- 471 paGoThl ¢ MCCIIETYeMbIMH CIBOPOTKAMH M KOHTPOJIEHBIME
MEHIYETCA HCIONB30BATh OJHOPA30Bble HAKOHEYHHMKH IS IHUIETOK. Kaids
CBIBOPOTKH, & TAK)K€ peareHThl Habopa He0OOXOAMMO OTGHPATh OT/IETEHEIM HAKGHESHIKOM.

- BO BpeMA NIPOBEACHHA aHalk3a CliefyeT u3beraTh monafaHus MPAMEIX COJHEYHBIX
Ty4ei Ha pabo4yro IOBEPXHOCTb.

PHA |
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5 OGopyaoBaHue H MaTepHaJbl, HeOOXOAUMBIE /IS IPOBEIEHUS AHAIH3A

5.1 Crextpo)oTOMETp BEpTHKAIBHOTO CKAHMPOBAHHS, ITO3BOJISAIOIIHLL IIPOBOAUTE
H3MEPEHUs ONTHIECKOH INIOTHOCTH PACTBOPOB B JIyHKaX ILTAlIeTa [P JTMHe BomHbI 450 HM;

- IOy~ WITH aBTOMaTHYeCKOe YCTPOMCTBO JUIs POMEIBAHUS IIAHLIETOB (BoIIep);

- CYXOBOSHyIIHBIH TepmocTar tuna TC-80 M2, mommepxuBaroliuii TemrepaTypy
(37+1) °C, unu aHATOTHYHEIN €My 110 XapaKTePHCTHKAM;

- IIMIETKH OJHOKAHAIBHbIE aBTOMATHYECKHE CO CMEHHLIMH HAKOHEYHHKAMH, I10-
3BOJIAIOMIIE OTOMPATh 00BEMBI XKUAKOCTH OT 0,02 110 5,0 Mt;

- MUIETKH 8-MH KaHAJIbHEIC aBTOMAaTHYECKHE CO CMEHHBIMH HAKOHEUHWKAMH, I10-
3BOJIIOINHE OTOUPATH O0BEMBI XKHAKOCTH 10 0,5 M,

- MePHBIH HHIHHAP BMecTHMOCTEIO 1000 Mi;

- kos16a maboparopHas BMecTHMOCTEIO 1000 Mt

- (hI1aKOHEI CTEKJITHHBIE BMECTHMOCTEIO 20 MIT;

- BAHHOYKH IJI1 peareHToB WK Yamky [lerpu (nuamerp 100 Mm);

- BaTa MeAMLMHCKAA THIPOCKOIIHYECKAs;

- Oymara ¢pmiIbTpoBaNEHAS;

- IEPYATKH PE3UHOBBIE XUPYPrHYECKHUE;

- pacTBop ¢ 06BeMHO#1 Jonel crupTa 3THI0BOro 70%:;

- pacTBOp ¢ MaccoOBOH o€l niepeKucH Bogopoaa 6 %o;

- BOJla ICHOHU3UPOBAHHAs HJIH JHCTH/UIMPOBAHHAS,

- KOHTelHep 111 c6opa TBEpALIX OTXOOB;

- KOHTEHHED IS CIIMBA XKUIKHX OTXO/OB.

6 IloaroTroBKa K NPOBEJEHHIO AHAIH3A

6.1 Habop peareHTOB Iepe/i NpoBeIeHHEM aHAIK3A U3BJIEYh U3 XOJIOUIBHHUKA, OT-
KPBITh  KPBINIKY KOPOOKA H BBIIEPXATh KOMIIOHEHTH HaGopa mpH TeMIIEpaType
(18-25) °C B Teuenne 30 MuH.

Bce 06pasie! cEIBOPOTOK (T1a3MBI) H pPeareHTE [Iepea IIPOBEICHHUEM aHAIH3a TIa-
TEJBHO MIepeMelIaTh.

Pacxox pearenTos HaGopa mns mocTasoBKy aHanu3a, KOTODBIH OIpefenseTcs KoJIu-
1€CTBOM HCIIONB3YEMBIX CTPUIIOB, IIPUBE/IEH B Tabmuie 1.

6.2 IlogroroBka uMmyHocopGenTa

HMMyHOCOPGEHT IOTOB K HCIIOBE30BAHHIO.

neparype (2-8) °C B Teuenue 3 mecsues.
6.3 IlpuroroBJjieHHe pacTBOPa AJIsi NPOMBIBAHHUS MJIAHIIETS
Buumanue! PacTBOp U1 NpOMBIBaHHS IUIQHIIETA TOTOBHTE 3
TIPOBEECHUA aHan3a!

HCIOJI30BaHMEM IpK TeMnepaType (3711) °C 1o monHOro pacTBOpeHHs ocazxa.

B Mepubiii mmmuHAp BMectHMocTeio 1000 M BHeCTH comepkumoe (akoHa ¢
OCB-Tx25, 3areM 0o6aBUTH JHCTHJUIMPOBAHHOM BOMBI 4O Ki-700 MJI ¥ aKKypaTHO I1e-
pemermatk pacTsop. PacTBOp MOXHO XpaHHTb IIpU TeMITEp J%/f)?:

35
Ledven |
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B cyuae HCIONB30BaHMS OJJHOTO WM HECKONBKO CTPHIIOB CONEPKHMOE (akoHa ¢
®CB-TX25 MHTEHCHBHO BCTPAXHYTH B TeueHue (20-30) ¢, oTo6paTs Heobxomumelil 06bem
pacTBopa (Tabnuua 1) B MEpHSBLH CTakaH HIH IHIMHAP, T00aBUTh HEOOXOIHUMOE KOIHYe-
CTBO OUCTHUIMPOBAaHHOH BOJBI M IlepeMelIaTh pacTBop.

Heucnonszosauusii ®CB-TX25 MOXXHO XpaHHUTh B 3aKpBEITOM (IIaKOHE NPH TeMIIe-
parype (2-8) °C B TeueHHe CpOKa FOIHOCTH Habopa.

TaGauua 1 — Pacxoa pearenToB HaGopa ais nocranoBku HDA

O6weM KomuecTBo HCIONB3YEMBIX CTPHUIIOB, INT.

peareHTa, Mi 1 2 3 4 5 6 7 8 9 10 i1 12

Ilpuzomoenenue pacmeopa 0N NPOMbIEAHUA NIAHULIeMA

P®Cb-Tx*25 2 4 6 8 |10 | 12 | 14 | 16 | 18 | 20 | 22 | 28

HucTuiaaupoB. | ;o | 7o | Ao | xo | @o | @mo | mo | Ao | A0 | A0 | Ao | AO

BOJA 50 | 100 | 150 | 240 | 250 | 300 | 350 | 400 | 450 | 500 | 550 [ 700
ITpuzomosnenue pacmeopa Kz ¢ pabouem pazeedernuu

PP-K 1 2 3 4 5 6 7 8 9 110 | 11 | 13

Kr afl2 | a/6 | a4 | a/3 |52 | a2 | 7| 2Ba | 3a | S6a | K| a’
ITpuzomoenenue pabovezo pacmeopa cybcmpama

BPC 1 2 3 B 5 6 7 8 9 |10 | 11 | 13

XpomoreH b2 | b/6 | b/a | bR |5 | b2 |72 | 236 | 34 | S6b [ 1D | b

TMb

* a =X M (BeTMYHMHA NIEpEMEHHAs, ONpeaeaeTcs I KaXKaoi cepur Habopa).
* b =X M (BeUUHMHA IepeMeHHas1, ONpeneNseTcs s KaXKIoi cepuu Habopa).

6.4 Ioaroroska K', K-, PK, PP-K, PP-C, BPC, PX u cron-pearenta

K', K, PK, PP-K, PP-C, BPC, PX 1 cTOI-pearesT roTOBEI K HCHOHE;QB&HHm

anuauue’ Bo ¢nakonax ¢ PK, PP-C u PP-K B03MOXHO BbIJ BTCH ‘dcamca ITe-
peX UCIIONB30BAaHUEM COZAEPKUMOE (IAKOHOB TIATENBHO IepeMe _/ SR ayckas o6-

B AR
Pa30BAHHS TIEHEL. B |
Brumanue! Heo6Xx0onuMo MCKIIOYUTH BO3AEHCTBHE MPAMO NHeHOro CBeTa Ha
¢nakoH ¢ PX! &
0 \\\, /7
*/‘gﬁpu’rm

Heucnonssosannsie PK, PP-C, PP-K, BPC, PX u cromn-pe %
(GI1aKOHOB MOXHO XPaHHTh B 3aKpBITHIX (iakoHax npu teMmeparype (2-8)-=
CpOKa roJTHOCTH Haﬁopa.

Ocratok K" 1 K™ mociie BCKpEITHS (1akoHa MOXHO ¥PAHUTE B 3aKPEITBIX (DIaKOHAX

nipu Temneparype (2-8) °C B TedeHHe cpoka roOgJHOCTH Ha6p£a'21ﬁ‘ ';// / ;i,l;; a1
(/ %’/

IV« L2he /{{z "(&n
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6.5 IIpuroroBnenue pacteopa Kr B paGoyem passeneHun

U3 pnaxona ¢ Kr oro6path yka3aHHEIH B Tabmune 1 06beM K epeHecTH BO DIaKoH
¢ PP-K. ConmepxuMoe (1axoHa TIIATENBHO IepeMenIaTh, He JOMycKas 00pa3oBaHus MEHEL

B ciy4yae HCIIONIB30BaHHUSA OZTHOTO HMIJIM HECKOJNBKO CTPUIIOB B YHCTHIM (IakoH oTo-
Opats HeoOxoauMoe konmdectBo PP-K, no6asuth Kr B cootBeTcTBHM ¢ Tabmuueii | u ne-
peMemaTs pacTBOp, He AOITyckas 00pa3oBaHHUs IIEHEI.

Brumanue! Pactop Kr B paboyeM pasBeZleHHH I'OTOBAT HEOCPEACTBEHHO NEPEN
ucrons3oBanueMm! PactBop Kr B pabGoueM pa3BeeHHH MOXKHO XpaHHTL B TEUCHHE
15 Mun mpu Temnepatype (18-25) °C. Hcmons3oBaTh TONBKO HOBYIO BaHHOYKY JUIA pea-
T€HTOB  HOBBIE HAKOHEYHHUKH !

Ocrarox Kr MO>XHO XpaHUTE B 3aKkpsIToM (riakoHe mpu Temmeparype (2-8) °C B Te-
YEHHE CpOKa r'OJAHOCTH Habopa.

6.6 Ilpurorornenue paGoyero pacreopa cyGerpaTa

Ecmu Qnakon ¢ xpomoreHoM TMB COREPKHT KPHUCTAILIEI, €r0 HEOOXOMUMO IpO-
TpeTh Nepel UCIIONB30BaHUEM B TeueHHe (3-5) muH npu temmneparype (37+1) °C mo mon-
HOI'O pacCTBOPEHHS KPHUCTAILIIOB.

U3 ¢naxona ¢ xpomorenom TMB oToGpats ykasaHHbIH B Tabauue 1 o6beM u mepe-
HecTH BO ¢rakoH ¢ BPC. CoxepxuMoe (akoHa TIIATENLHO MepeMeNIaTh, He JOIycKast
06pa3oBaHus ITEHEI.

B ciy4yae Hcnons30BaHUA OJHOTO HJIH HECKOJBKO CTPHIIOB B YMHMCTHIH (DIakoH U3
TEMHOT'O CTeK/Ia WK IUIACTHKa (Ipo3pavHbli (akoH 00epHYTh (BIIaKoH) 0TOGpaTh Heob-
xomuMoe KonudectBo bPC, no6asuts xpomoren TMB B cooTBeTcTBHY ¢ Tabuueit 1 u me-
peMelnaTs pacTBOp, He AOITyckas 06pa3oBaHUs IIEHEI,

Bhumanue! Pabounii pacTBop cy6cTpaTa TOTOBAT HENOCPEACTBEHHO IIEpe HC-
NOJIL30BaHHEM B 3ALIHUIIEHHOM OT cBeTa MecTe! PacTBOp MOXHO XpaHHThL B TeUeHHE
20 muH npu Temnepatype (18-25) °C B 3aIMIIEHHOM OT CBETA MECTE.

PacTBop HEOOGXOOMMO NPEeNOXpPaHATH OT IONAJAHUA CBETa H KOHTAKTa C MeTaJUIaMH
WM HOHaMH MerajutoB. Ilepen ucrnonb3oBaHMeM pacTBOp CyOcTpara JOMKEeH OBITh Gec-
uBeTHsIM. Ilocyny, koTopas GyneT B XOZe peakLHH KOHTaKTHPOBATh C PacTBOPOM CyO-
crpara, OTMBIBaTh (€3 NPUMEHEHHS CHHTETHYECKHX MOIOIIHX CpeAcTB., VCIOIb30BaTh
TOJIBKO HOBYIO BaHHOYKY JUISl peareHTOB H HOBbIE HAKOHEYHHKH!

Ocratok xpomorena TMB MOHO XpaHHTE B 3aKPHITOM (hJIaKOHE TIPH TeMITepaType
(2-8) °C B TeueHne cpoka rogHocTH Habopa.

7 TpeboBanusi K NPOMBIBAHHIO IVIAHLIETA

7.1 JIna npoMbBIBaHHUA IUTAHIIETa PEKOMEHIYETCS HCIIONB30B
HJIH TI0JlyaBTOMAaTHYECKHH IPOMEBIBATENb — BOILEP; B CIIy4ae OTCYT
IIPOMEIBATh JIYHKH 8-KaHAJIBHOM ITHIIETKOM;

- Ha BCEX dTalax IMPOMEIBAHHA HEOOXOIUMO KOHTPOJIHPOBATE 3
HOK H MOJTHOE yZalleHHe (aCITHPALIHIO) XHUAKOCTH U3 HUX,

- HeOOXOAMMO TIPH KaXJOM IIPOMEIBAHUM BCE JTyHKH 3aIIOJHHUTE paCTBopOM JI0 Kpa-
eB (0,30-0,35 mn B yHKY), Ge3 nepenoNHeH s 1 nepeTeKaHus JKUKOCTH 13 cocenHHx Iy-
HOK; —
| KON sEp—
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- HeoOXOIUMO BEIJIEPXKUBATE JIYHKH, 3aIIOJIHEHHBIMU PACTBOPOM IS TIPOMBIBAHUS
nnaxmera, B reyeHue 30 c;

- TIPY KaXXIOH aCIHpalUH TINATEIBHO YAAIATh OCTATKH JKUAKOCTH M3 JIYHOK IIOCTY-
KHBaHHUEM PaMKOM CO CTPHIIaMHM B IIEpEBEPHYTOM IIOJIOXKEHHUH 110 CIIOXKEHHOH B HECKOJIBKO
pa3 QUILTPOBaJIEHOM GyMare, MOJIOXXEHHOM Ha JIUCT MOJHATHIIEHA;

- HEKaYeCTBEHHOE IIPOMBIBAHHE IIIaHIIETa IPUBOAUT K IOy4CHHIO HEKOPPEKTHEIX

PE3YIIBTATOB.

8 IlpoBenenne ananusa

8.1 IIpoMBITh JyHKH IUIQHIIETa PacTBOPOM Ui IPOMEBIBaHHA IutaHmera (m 6.3)
oauH pa3. I[Ipu npomeiBanuu Bo Bce myHKH HeoOxomumo BHecTH (0,30-0,35) M1 pacTBOpa.
ITo oKOHYaHWH NPOMBIBAaHHS TIIATENBHO YAAIHTE OCTATKH XHUAKOCTH M3 JIYHOK, IIOCTYKH-
Basl IJIAHIIETOM B IIEPEBEPHYTOM IIOJIOKEHHH I10 CIIOKEHHOM B HECKOJBKO pa3 (HIBTPO-
BaNbHOM OyMare, IOJ0KEHHOM Ha JIUCT ITOJIMATHIIEHA.,

8.2 B moGkle aBe TyHKH IU1aHmeTa BHectd 1o 0,1 mu (100 mxn) K', B Tpu npyrue
yHKH miaHmera — no 0,1 ma (100 M) K7, B ogHy nyHKy BHectH 0,1 Mt (100 mxn) PP-C
s koHTpousia koHbrorata (KKr).

Brumanue! Ilpu nocranopke DA Ha 0JHOM CTpHIIE HOIYCKAETCS MCIIONL30BATh
mist K™ — nse mynku, g K — oy nynxy, g KKr — ofHy 1yHKY.

B ocranbHble myHKH maHmera BHecTH 110 0,06 mi (60 mxi) PP-C, 3aTeM BHECTH IO
0,04 M (40 Mxu) HCcneayeMBIX 00pas3IoB CHIBOPOTKH (TU1a3Mel) KpoBH denoseka. Conep-
XKHMO€ JIYHOK II€peMellaTh IATh pa3 IMHIEeTHPOBAHHEM, IPH 3TOM IpH 3ToM IseT PP-C
JOMKEeH U3MEHUTHCH.

Brumanue! Bpems BHeceHHA KOHTPOJBHBIX U HCCIEAYEMEIX 00pa3loB HE JOJKHO
npeBbimarh (5-10) mun! Kaxneii obpasen HeoOX0AMMO OTOHMpPATh OJHOPA30BEIM HAKO-
HEYHUKOM!

8.3 IlnaHwer 3aKIenTs IIeHKON WK 3aKPBITh KPBIIIKOM H MHKYGHPOBATh B TEPMO-
crate npu Temmnepatype (37£1) °C B Teuenne 30 MuH.

Brumanue! 3a (1-2) MUH N0 OKOHYAaHHA MHKYOGAlLMH IPUrOTOBUTE pacTop Kr B
paboueM pazpenenus (1 6.5).

8.4 VYnamuth conepKuMoOe JIYHOK ¢ IOMOLIBIO IIPOMBIBATENS, 3aT€M IIPOMEITE JTyH-
KH IITaHILIETa pACTBOPOM JJIs MPOMEBIBaHUS ItaHmeTa (11 6.3) naTe pas.

8.5 Buectu Bo Bee synku muanmera mo 0,1 M (100 Mkir) pactsopa PK wmmu pac-
TBopa Kr B pabouem paspenenuu (11 6.5) B 3aBUCHMOCTH OT KOMILIEKTAIIMH HaGopa.

8.6 Ilnanmer 3aKiIenTh MIEHKON MM 3aKPBITh KPBIIKOH U HHKyGHR???;TE; B TepMo-
crare nipu TeMreparype (37+1) °C B Teuenne 30 mun. ba‘;‘\pﬂ;i ; /

8.7 VIATHTE CONEpKIMOE TYHOK IUTAHIIETA ¢ TOMOIIEIO IpAAEinitens e
MBITb JIyHKH IIJIAHIIETOB pacTBOPOM JUIA IPOMEIBAHHA IJIAHIIETA

8.8 Bo Bce myHku manmera BHects 10 0,1 vt (100 mxo)
CTparta (n 6.6) unu PX B 3aBHcHMOCTH OT KOMIUIEKTaIUH Ha60pa

Brumanue! TIo oxoHYaHUYM HHKYGaLUH B JIYHKaX C pﬁp&auam

xamuMH anTuTena K BI'C, npousolineT u3sMeHeH#e okpack TROP qjapngpqﬁaﬁ HHTEH-
CHBHOCTH B 3aBUCHMOCTH OT KOHILIEHTpPAalLlH aHTUTEN B H#éf T7eMOKL ﬁ%ﬁ%mopon
LR B0 Y, |
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KH: OT GeCLBETHOH 10 royGoii (IpU HCIIONE30BaHHH Pabodero pacTBopa cy0cTpaTa) HiIH
OT PO30BOH 10 CHHEH (TIpH Hcnonb30Banuu PX),

8.10 OCTaHOBUTb MEPOKCHIA3HYIO PEaKLMIO IyTeM BHECEHHs BO BCE JYHKH IIO
0,05 M (50 MKuT) cTOTI-peareHTa.

Bruumanue! B nyHkax ¢ o6paslaMy CBIBOPOTOK, COAEPKAIUMHU aHTHTeNa K BI'C,
NPOU30HIET U3MEHEHHE OKPaCKH pacTBOpa: ¢ roiy0Goif Ha XenTyro (IIpH HCIOJIB30BaHHH
pabouero pacTBopa CyGCeTpara) WK ¢ CHHel Ha XenTyio (IpH Heronb3oBanuy PX).

8.11 He nosxe uem uepes 40 MUH IOC/IE OCTAaHOBKH PEAKIMH ONPENEHTh 3HaYe-
uue OII pacTBopa B myHKax:

- IpH ucnons3oBaHuM PX — B AByXBONMHOBOM pexume: 450 HM OTHOCHTENBHO
(620-700) am. [omyckaercs usmepenue OIl B 0THOBOIHOBOM PEXHMe IIPH [IHHE BOJIHEL
450 HMm.

- TIDH HCIONB30BaHHK pabovero pacrsopa cybcTpara — B OZHOBOJHOBOM PEXHME
IIPH JUTHHE BOJIHEI 450 HM.

9 O6paGoTka pe3yJbTaTOB aHAIH3A

9.1 Paccuutars cpennee 3nagenne OIT yis nyHok ¢ K~ — OIlep K-, OE; ms nyHOK
c K" - OIlcp K, OE.

9.2 PBBYJ'IBTaTBI YYHTBIBATh TOJIEKO B TOM CIIy4ae €CIIH:

- 3Haye”ne Ollcp K™ — e Gonee 0,20 OE;

- kKaxcpoe otaensHoe 3HaueHHe OII K™ me nomxHo otiinoHsTees ot Ollcp K™ Goee
ueM Ha 20%. Ecnu oxgHo u3 Tpex 3avenuit OIT K~ BEIXOIHT 3a 5TOT IIpEJiell, ero cueayeT
uckmounts U3 pacyera Ollcp K. Eciu aBa u3 Tpex 3nauenuit OIT K~ BEIXOZST 3a 9TOT
Ipeiel], aHAIHU3 CIeLyeT TIOBTOPHUTE Ha PearcHTax HOBOro Habopa;

- 3uavenue Ollcp K — me menee 1,00 OE;

- 3Hayenue OII B mynke ¢ KKr - e 6onee 0,15 OE;

9.3 Ilpu cobmoneHuu BBINIE IIEPEUHMCIEHHBIX YCIOBHE BBIYHCIUTE KPHTHIECKOE
3Havenue (Ollkput.), OE, o dpopmyne (1):

OIlxpur. = OIlcp K™+ 0,2 (1).

Pe3ynpTar TeCTa CUMTATH MOJIOKHTENLHBIM IIPY aHAIM3E HA TaHHOM Habope pea-
TeHTOB, ecii 3HaYeHHe OIT uccnemyemoro o6pasua CblBOPOTKH (TLIa3MBI) KPOBU YeJI0OBEKA
Goaniue 3HageHuss OIIKpHT.

Pe3ynbTaT TecTa CUHTATH OTPHUATENLHBIM IPH AHATH3E HA JlaHHOM Habope pea-
reHToB, eciu 3HadeHue OIl uccnenyemoro o6pasua chIBOpoTKH (IL1a3MEs) @oﬁn HEIOBEKa
MenbIne 3HayeHns OIlkpur. VA i

IIpH HoyYeHNH MOOKHUTENBHOIO Pe3yBTaTa 3TOT XKe 06pa
ZI0BATh MOBTOPHO. IIpH MOBTOPHOM NONYYeHHH IIOJOKHTENBHOIE
BaTh HOBYIO MOPIHIO CEIBOPOTKH. Eciy H B 3TOM citydae GymeT monye

10 ®opma BeImycka Habopa

 E——

10.1 HaGop BeInycKaeTcs B Tpex BapHaHTAX Komnflex*féuﬁml B r;i;‘,‘_;j-—w
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1 xoMmiekr 1 — mpoBeneHHe aHamM3a pydHEIM croco6om. HaGop paccumtan Ha
nposenenue 12 mocranosok MDA Ha pa3GopHoM muraHmiere: 1 mocraHoBka — 1 cTpunm
(8 myHOK). Beero — 96 onpenenenuit, BKIIOUas KOHTPOJILHEIE 00pa3ILY;

2 KOMIIEKT 2 — IpOBeNeHUE aHATH3a PYYHEIM crocobom. HaGop paccunran Ha
nposenerye 24 nocranoBok MI®A Ha 2 pasGopHbIX IuiaHmerax: 1 nocranoska — 1 cTpun
(8 myHok). Beero — 192 onpenenenust, BKIIOYas KOHTPOIBHEIE 06PasIIEL;

3 KOMIUIEKT 3 — mpoBeJeHHE aHAIM3a Ha aBTOMAaTHYECKOM aHaiuzatope. Habop
paccunTad Ha nposeneHHe 24 noctaHoBokK VDA Ha 2 paz6opHeIX miaHmerax: 1 nocra-
HoBKa — 1 crpumn (8 nyHOK). Beero — 192 onpenenenus, BkiIouas KOHTPONBHEIE 06PasIIEL.

11 YcnoBus XpaHeHHSI H NPHMEHeHUsI Habopa

11.1 XpaneHune HaGopa JOKHO MPOU3BOAHUTECS B YHCTOM, 3aIUIIEHHOM OT BJIArH
U CBETa NOMEIIEHHH NIpH TemriepaType (2-8) °C B TedeHHe Bcero cpoxa rofAHOCTH.

3anpemaercs 3aMOPaXUBAaTh KOMIIOHEHTEI Habopa.

11.2 Jlna nonmyyeHHs HaJeXKHBIX Pe3y/lbTaToB HEOOXOAMMO CTPOroe CoOIIOeHHE
HHCTPYKIHH 110 IPMMEHEHUIO Habopa.

11.3 Cpoxk rogrocTu HaGopa — 12 Mecsues.
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