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HDPA-aumuHCV-II Komnnexm 1

1 Hasnayenune HaGopa

1.1 HaGop npenHasHa4yeH Ui TOATBEPKACHUS HATHYUA aHTUTEN K pa3IWIHBIM aH-
THTeHHEBIM JeTepMHHaHTaM BHpyca renatura C (core, NS3, NS4 u NS5) B ceiBopoTKke mnu
IUIa3Me KpOBM dYelloBeKa “in vitro” MeTomoM HempsMoro TBepAodasHoro MMmyHodep-
MEHTHOI'O aHaJIN3a, NONYy4YEHHEBIX NIPU CKPHHUHIE, U UL HACHTH(HKALMH cTaguu 3aboite-
BaHHUS.

2 XapakTepHCTHKAa H NPHHOMI paboTel Habopa
2.1 Cocrag Habopa:

HaumeHOBaHNE KOMIIOHEHTA KonuuecTBo
ViMMyHOCOpOeHT | naHnreT
TlonoXuTeNbHEIH KOHTPOIbHEIH o6pazen (K') 1 daxon, 2 ma
OrpuuarensHblil KOHTPONIBHEIH 06pazen (K°) 1 dnakoH, 3 Mn
Konsiorar (Kr) 1 dnaxon, 0,5 M
PactBop misa paseenenus xonsiorara (PP-K) 1 dbnaxon, 13 mn
PactBop konstorara (PK) — emecmo PP-K u Kz! 1 ¢nakoH, 13 mn
PacTBop Ju1s paszseneHust ceiBopoTok (PP-C) 1 dnaxoH, 13 mMn
Bydepusii pactBop s cyocrpara (BPC) 1 dunakoH, 13 ma
Xpomoren TMbB 1 dumakon, 0,5 M
PactBop xpomorena (PX) — emecmo BPC u xpomozena TMBE! 1 duakon, 13 mi
25-kpaTHEIl KOHIEHTpaT ¢ocdarHo-coneBoro OydepHOro pac-
TBOpa ¢ TBUHOM (DPCB-Tx25) 1 dbnaxoH, 28 M
Cromn-peareHT 1 daxoH, 6 Mn
KoMrekT BaHHOYKH /71 peareHTOB ¢ HAKOHEYHHKaMU IS
MHOTI'OKaHAJIBHBIX IMUIIETOK 2 KOMILIIeKTa
Kielikas mieska 3 WTYyKH

2.2 OcHoBuble koMnoHeHTH Habopa "MPA-antuHCV-IT" — ummyHOCOpGEHT M
KOHBIOTAT (pacTBOp KOHBIOraTa).

HMMMmyHOCOpPOEHT npencTaBiseT co00M NOMMCTUPONBHEIN IUIAHILET, B IyHKaX KOTO-
poro pasfensHO COpOUpPOBaHE! peKOMOHWHAHTHEBIE aHTHUICHBEI U CHHTETHYECKHE IMENTHIEI
Bupyca renatura C (BI'C), sBnsiomuxcs aHa.noraMH ARG NS3, N84, NSS u Core:

“NS5”), — c*rpnnm, MapKHpPOBaHHEIE 3€JIEHOM METKOM:

a) aHTUreH “core” NpezAcTaBiseT co0ol CHHTE3MPOBAHHKIMH/B HaHT-
HEI aHTUI'CH, COASPXKAIUH aMHHOKHCIIOTHYIO IIOCTIeI0BaTeIbH( Aetep-
MHHAHT KOpoBoro (HyKJeokarncugHoro) 6enka BI'C; Wi

6) anTuren “NS3” npezcrapisier co6oil CHHTE3UPOBaHHBIH BNE, YHAHT-
HBIA aHTHUTeH, COAEpIKAIIUA aMHHOKHCIIOTHYIO HOCJIBJIOB&TCJIBHOCTB ] IX JIeTep-

MMHaHT HecTpyKTypHoro Genkxa NS3 BI'C;
B) aHTHTeH “NS4” npeacrasnser co6oii CHHTETHUECKUI TIENTH], COOTBETCTBYIOLIH

aHTHreHHBIM netepMmuHanTaM NS4 BI'C, xapakTepHEIii /1 reHOTHI] 13«23,33.,__
(T['H %/B F.)L iA §
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HPA-aumuHCV-II Komnnexm 1

r) antures “NS5” npencrasiser co6oii CHHTe3UpOBaHHEI B E. coli pexomMOHHAHT-
HBIA aHTHI'€H, COAEpIKalui aMHHOKHCJIOTHYIO ITOC/I€I0BATE]LHOCTE aHTUIeHHBIX JIeTep-
MHHaHT HeCTPYKTypHoOro 6enka NS5 BI'C.

KoHbiorar (pacTBop KOHBIOraTa) NpeacTaBuseT coboi MOHOKIIOHANEHEIE aHTHTENA
MBI K IgG YenoBeka, KOHBIOTHPOBAHHEIE C IEPOKCHIA30i XpeHa.

ITomoxuTeNbHbIH KOHTPONBHEIH 06pasell — CEIBOPOTKA KPOBH UeloBeKa, cozepxKa-
mas anTuTena Xk BI'C u He conmepxamas anturena x BUY-1 u BUY-2 u HBs-anTuren,
HMHaKTHBUPOBaHHasl IIPOrPEBaHUEM B Te4eHHUe 3 4 Ipu Temmepatype 56 °C.

OtpuuaTensHeI KOHTPOJBHELA 06pazel] — CEIBOPOTKA KPOBH UeJIOBeKa, He cofep-
Kawas aututena k BI'C, BUY-1, BUY-2 u HBs-aHTHIreH, HHAKTHBMPOBAHHAS [IPOTpeBa-
HHEM B Te4eHue 3 4 npu TeMuneparype 56 °C.

IIpy BHECEHHMH B JYHKH IUIaHIIETa 0GpAa3LOB HCCIETYEMbIX CHIBOPOTOK aHTHTENIA,
crenuduieckue k BUpyCy renaruta C, CB3EIBAIOTCS C AHTUI'€HAMH Ha TBepoii dase, 06-
pasya HMMYHHBIC KOMIUIEKCEI aHTHUI€H-aHTHTEIIO. Oﬁpasosaamneca KOMIIJIEKCHI BBIABJISA-
I0T TIPY TIIOMOLIA CIIENA(PHUIECKOro UMMYHO(DEPMEHTHOIO KOHBIOraTa. 110C/e OTMEIBAHMUS
HECBS3aBLINXCA KOMIIOHSHTOB B JIyHKH IUIaHIIETa JOGABIAIOT pacTBOp Cy6CeTpara IMepoK-
cuzassl (Mepekuch Bogopoaa) u xpomorena TMB.

IIepoKCHAa3HYI0 PEeaKIHIO OCTAHABIMBAIOT, HOOABIAS CTOM-pEareHT (0,9 M pac-
TBOP CEPHOM KHCIIOTBI), X MHTEHCHBHOCTb OKPALIMBAHKSA PACTBOPA B JIyHKaX H3MEpSIIOT Ha
CIIeKTPOYOTOMETPE KaK BEMHIKHY onTideckoil miotsocty (OIT) npu mimse BomHb1450 By,

Bennyuna OIT npsAMo NpONOpLHOHANEHA KOHIEHTPALUMH CIIEMHpHIECKIX aHTHTE
B O0pasie CHIBOPOTKH MJIH IUIa3MBI KPOBH YelioBeKa. UeM BBINIE COAEP)KAHHE aHTHTEN B
o0pa3Le CEIBOPOTKH, TEM BBILIIE HHTEHCUBHOCTh OKPAITHBAHHS.

2.3 Halop paccuuMTaH Ha INpoBefeHHE 6 mocTaHoBok M®A: 1 mocTaHOBKA —
2 ctpun (16 syHoK). Beero — 48 onpenestenuii, BITIo9as KOHTPOIBHEIE 06Pa3LIbL.

3 Mepnl npexocTopoxkHOCTH NpH paboTe ¢ HaGopom

3.1 Bce xommoHeHTEI Habopa B HCMONE3YeMEIX KOHIEHTPALMAX SBITIOTCS HETOK-
CHYHBIMH. OIHaKo paGoTa co BCeMH HCCIEAYyeMBIMH O6pa3slaMH CHIBOPOTOK (uTasmer),
KOTOpPEIE CIIEAyeT pacCMaTPUBATh KaK IOTEHIHATEHO HHOHLUHPOBAaHHEIE, CIIOCOGHEIE CO-
XpaHATh ¥ nepeaasate BHY, Bupyc renatura B miu moGoit apyroit BosGyauTens BUpyC-
HOH HHQEKIHH, ¢ OTPaGOTaHHEIMU PACTBOPAMH H XKHIKOCTIMH, pa3nIUYHEIM 000pyIoBa-
HHEM, KOTOPOe MOXET OBITh 3arpsA3HEHO B IpOLlecCe aHaiu3a, TpeOyeT OIpeeleHHbIX
Mep Ge30macHOCTH IIPH HCIIOB30BaHUH Habopa:

- paboTy HeOOXOHMO IPOBOAUTE B CIIELHATIEHO 060pynoBaHEEN HOMel ‘gﬁm;

- paboraTh HEOOXOMMMO C NMPUMEHEHHEM CPEJCTB HHIHMB / e UTEL U C
COOJIIOEHHEM Mep MPEIOCTOPOKHOCTH B COOTBETCTBHH C TPe6O i 1
- B CJIy4a¢ NpoJIMBa CHIBOPOTKH KPOBH Ha pabovue MOBEpXE 0 mpo-

BOJIUTD HE3NH(EKLMIO B COOTBETCTBHH C TpeGoBaHmsIMH [3]. \ '
3.2 Cron-peareHT, Coepalluii CEPHYIO KHCIIOTY, 06/1azae DASAPAKAIOUIM TIeii-
cTBueM. IIpn nonazanuy Ha KOXy H CIH3HCTEE HEMEIEHHO IPOMBITE DONEMIM KOTHYe-
CTBOM BOJIEL _
3.3quH pabore ¢ HaGopoM paGoure MecTa JOIKHEL 6%“1"1'5F ;Eﬁcpﬂeieyfl_npmoqﬂo-
BEITSDKHOM BeHTHWIIAL{He}], |2t ts /;/Z%/(a,, 2. CE’? VZ
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3.4 Bce nuua, 3aHATEIE IPH POM3BOACTBE HaOGOPOB, NOKHEI MPOXOAUTH 00s3a-
TEJbHBIH METUIIMHCKMH OCMOTp B COOTBETCTBUH C TpeOOBaHUAMH [4].

3.5 VYTunu3auus MeQULHHCKHX OTXOIOB W/WIHM HEUCIIONb30BaHHBIX HabOpOB C HC-
TeKIIMM CPOKOM I'OHOCTH J0JDKHA IIPOU3BOIUTHECA B COOTBETCTBUH ¢ TpeOoBaHMAMH [5].

4 IlpaBuia paboTbl ¢ HaGopom

4.1 Jlnda HCKIIOYECHHA JIOKHBIX Pe3yJIbTaTOB HCClIeLyeMble 00pasipl HE0OX0OAUMO
TOTOBUTh U XPaHUTh B YCJIOBHAX, IPEAOTBpaLIaIOIMX OakTepranpHbli nmpopoct. Heobxo-
IMMO OCBETJSTH 0OPA3IEI CEIROPOTOK, COJEpIKAIlie arperupOBaHHEIE KOMIIOHEHTEI CEIBO-
POTKH HJIH OCafoK, IIPH ITOMOIIM LEHTPU(YrHpOBaHUA B TeYEHHE 15 MHUH IIPH CKOPOCTH
Bpamenus 3000 06/MuH. O6pa3iBl CHIBOPOTOK MOXKHO XpPaHUTE NpHU Temreparype (2-8) °C
1o 48 4. 3aMopoKkeHHEIe 06pa3Lbl (KeaTeNIbHO 10 TeMIlepaTyphl He MeHee MuHyc 20 °C)
MOXHO XpaHMTh 10 3 MecsaueB. Heo6xoqumo u3berate MOBTOPHBIX LIMKIIOB 3aMOpaXKHBa-
HUS-OTTauBaHMS 00pa3LoB.

Heo6xoquMo NMOMHHTE, 4TO 00paslsl ¢ reMOIH30M, THIIEpIUNHAeMHeH, 6aKTepH-
aNBHBIM [IPOPOCTOM, a TAKXKe JIMTENBHO XpaHUBIIUeCs 6e3 3aMOPaXXUBaHUs HE ITPUTOHEI
JUISl aHaJIU3a.

HanexHocTs pe3yIbTaToB 3aBUCHT OT BBIIIOJHEHMS CJIEAYIOLIUX IIPABHIL:

- He JoIlycKaeTcs MCIIONB30BaHHE Habopa IOCiIe OKOHYAaHUS CpOKa IOAHOCTH, a
TaK)XX€ CMEIIMBaHHe KOMIIOHEHTOB HA0OPOB Pa3HbIX CEpUi;

- JUIs TIPUTOTOBJNICHHS Ka)XKIOr0 peareHTa JOJDKHA HCIIONB30BAaThCsA OTHENbHAs eM-
KOCTE;

- BCIO HCIONB3YeMyIO IS IIPUTOTOBIICHHS PeareHTOB NOcyny He oOpabaThIBaTh
Je3pacTBOpaM¥ M MOIOIIMMH CpelacTBaMH. B ciydae HeoOXOAMMOCTH NPOMBITE BOJOH
ITHTHEBOM IIPOTOYHOH, & 3aTEM IIATH Pa3 ONOJIOCHYTh AUCTUIIMPOBAaHHOM BOJIOH;

- A pabotsl ¢ xpomoreHoM TMb u PX HeoOXoauMo HCIIONB30BaTh OTEIbLHEIS
€MKOCTH JUIsl PaCTBOPOB, HAKOHEYHUKH JUIS IIUIIETOK, IIOCY Y.

- He06X0AUMO 06paTHTh BHUMAaHKE Ha TIATEIbHOE IIEPEeMELINBAHHE PEareHTOB;

- BpeMA MEXJy 3allOJHeHHEM H OIOPOXKHEHHEeM JIyHOK IUIaHIIeTa pacTBOPaMH H
peareHTamMu AoJKHO ObITh He MeHee 30 c. He momyckaercs mojchixaHHe JIYHOK Ha BCeX
aTanax nocraHoBku MDA

- IIPH HCTIOJIL30BAHUM IIPOMBIBATENS CIEIUTh 32 COCTOSIHUEM eMKOCTH JJIsl PacTBO-
pa Ui NPOMBIBaHHSA IUIAHIIETa H COeAMHHUTENBHBIX LIAHIOB: B HUX HE JOJUKHO OBITH
NPHU3HAKOB OaKTEepHANTBEHOIO MIIH IPHOKOBOTO POCTa;

- He0OXOUMO HCIOJIBE30BATh IUIETKH aBTOMATHYECKHE CO oM

KaMH, aTTECTOBAHHEIE 110 3HAYCHHIO CPEeIHEH 03Bl U CXONHUMOCTH aj mqnem-
poBaHud (orpemHocTs He 6ojee 3%); \
- 1I03aTopsl U pabodnre MOBEPXHOCTH 0OpabaTEIBaTh pacTBOPG: Ol foneit
cniupTa 3THiIoBoro 70 %. He ucnons30BaTek XJIOpaMUH U ApyTHE JAtecTsa;
- st paboThI ¢ MCCIEAYeMbIMH CBIBOPOTKAMH U KOHTPOJIBHBEY AV peKo-

MEHJyeTCs HCIIONIb30BaTh OJHOPA30Bble HAKOHEYHHMKM JUI THIETOK. Kaxasli obpaser
CHIBOPOTKH, a TAKXe peareHThl Habopa HeoOX0AUMO 0TOMPATE OTENBHEIM HAKOHEYHHKOM.
- BO BpeMs IIPOBE/IEHHs aHAIM3a clieqyeT u3berars nona,gaHua TIPAMBIX CONTHEYHBIX

nTydei Ha pabodyro MOBEPXHOCTb. | KONWUS_REPH
a?’é’é{#?ﬂ/@///wﬁﬁ?
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HOA-aumuHCV-II Komnnexm I

S OGopynosanune n maTepuabl, HeoGX0 HMbBIE AJIS NPOBEJECHHA AHAJTH3A

S.1 CnextpodoroMerp BepTHKAIBLHOrO CKaHHPOBaHHA, ITO3BOJISIOMIMI IPOBOAUTH
H3MEPEHHA ONITHIECKOH ITIOTHOCTH PaCTBOPOB B JIYHKAX ILIAIIETa TIPH JIHHE BONHBI 450 HM;

- IOJTy=- MIIM aBTOMAaTH4ECKOE YCTPOHCTBO s MPOMBIBAHHS [LUIAHIIETOB (BOLIEP);

- CYXOBO3NYWIHBIH TepMocTar THna TC-80 M2, moamepxusarommit Temmeparypy
(37+1) °C, nn aHaNOTHYHBI eMy IO XapaKTePHCTHKAM;

- IIMIIETKH OJHOKAHAJIBHbIe aBTOMATHYECKHE CO CMEHHBLIMH HAKOHEYHHKAMH, I1O-
3BOJIAIOIIME OTOMPaTh 00BeMEl xkuakocty ot 0,02 10 5,0 M

- IUNETKA 8-MU KAHATEHEIE aBTOMATHYECKHE CO CMEHHBIMH HAKOHEUHHKAMH, TO-
3BOJIAIOIHE OTOMPaTh 06BeMBI XKuaKoCTH 10 0,5 Mi;

- MEPHEIH HIMHAP BMecTEMOCTBIO 1000 Mi;

- konba nabopaTopHas BMecTEMOCTEIO 1000 Mt;

- DJIaKOHBI CTEKJITHHEIE BMECTUMOCTEIO 20 MJT;

- BAaHHOYKH JUI1 peareHToB WK JamkH [lerpu (quamerp 100 Mm);

- BaTa METHIHHCKAs THIPOCKOIIHYECKAS;

- Oymara ¢puisTpoBaBHas;

- IEpYaTKH PE3HHOBEIE XUPYpPIHIECKHE;

- pacTBOp ¢ 00BEMHOH noJeit ciupTa 3THIoBOrO 70%):

- PacTBOp C MacCcoOBO# J0JIel nepeKkucy Bogopona 6 %;

- BOJIa ICHOHU3HPOBaHHAA MJIH JUCTH/UIHPOBAHHAS,

- KOHTeHHep s cbopa TBEPABIX OTXOMIOB;

- KOHTEHHEep IS CIIMBA XHIKHX OTXOIOB.

6 IloaroToBKa K NPOBEJEHHIO AHAIH3A

6.1 HaGop pearenTos nepen NIPOBEICHHEM aHa/IM3a U3BJIeYb U3 XOJIOMMILHUAKA, OT-
KPEITh  KPBIUKY KOPOOKM H BBEJIEpXaThb KOMIIOHEHTEl Habopa IpH TeMmeparype
(18-25) °C B Teuennue 30 muH.

Bce 06pasiisl CEIBOPOTOK (ILIa3MBI) M peareHTHI Mepe]| IPOBeJIeHHeM aHAIN3a TIa-
TEJIBHO NepeMeIaTh.

Pacxon pearenToB HaGopa Ju1s MOCTAaHOBKH aHAIH3a, KOTOPBIH ONpeNeIAaeTCs KOJIH-
9E€CTBOM HCIOIB3YEMEIX CTPHIIOB, IIPHBEJIEH B Tabnuwe 1.

6.2 IToaroroBka HuMMyHOCOpGeHTa

HIMMyHOCOPOEHT rOTOB K HCITOIB30BAHHUIO.

OTKpBITh MaKeT M YCTAaHOBHUTH HA PaMKy HEOGXOIMMOE KOIHYeC B0 eTpuIoB. Oc-
TaBIIHECS CTPHUIIBI XPAHUTH B IUIOTHO 3aKPEITOM ITAKETE C BJIArOIOING) gﬁh}m» [IDH. TeM-
nepatype (2-8) °C B TeueHHe 3 Mecsues. (358 %\

6.3 IIpuroToB/ieHHe PaCTBOPA AJisi NPOMBIBAHMS TIAHIIIETS

Brumanue! PacTBop 115 NPOMEIBAHHSA IUTAHIIETA TOTOBUTH\3A
TIPOBE/ICHHUS aHATH3a! \

Ecmu ¢nakon ¢ ®CB-TX25 ComepXHT 0CafoK, ero HeoGXomu! 0 IPOLPELE
HCIIOIb30BaHHEM IIpH TeMIepatype (37+1) °C 10 monHOro pacTBOpeHHs ocaska.

B MepHblii mumuHAp BMecTHMocThIo 1000 Mu BHecTH comepxuMoe (QIIakoHa ¢
®CB-Tx25, 3aTeM 106aBHTH AUCTHILIHPOBAHHON BOMBI [0 MeTkT_ZOQ MJI ¥ aKKypaTHO ITe-

nepen

peMelmaTh pacTBOp. PacTBOp MOKHO XpaHUTH IIPH TeMIepaType -Sﬁ@?ﬁlﬁrﬁ?ﬁfém
ST IV peu 070l
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B ciy4ae uCnosns30BaHyA OJHOrO HIH HECKOJIBKO CTPHIIOB COAEPKUMOe (IIaKOHa ¢
OCB-TX25 HHTEHCHBHO BCTPSXHYTH B Tedenue (20-30) ¢, oro6path HeoGxoxuMblil 06beM
pactBopa (Tabmuua 1) B MepHbIi CTakaH WM MUIHEAP, 106aBUTH HEOOXOIAMOE KOIHYeE-

CTBO JMCTHJUIMPOBAHHOM BOJBI M IIEpeMeIIaTh PacTBop.
Heucnonszosanusiit ®CB-TX25 MOXHO XpaHHUTE B 32KPHITOM (JIaKOHE IIPH TeMITe-

parype (2-8) °C B TedeHHe cpoKa roOJHOCTH Habopa.

Tabauua 1 — Pacxon pearenTos na6opa aas nocranoskn HOA

O6nem KonuyecTBo HCIIONB3yeMEBIX CTPHIIOB, INT.

peareHra, M1 1 2 3 4 - 6 7 8 9 10 | 11 12

IIpuzomosenenue pacmeopa 0ns npomvieanus niaruwema

®CB-Tx25 2 + 6 8 |10 | 12 | 14 | 16 | 18 | 20 | 22 | 28

AucTunimpos. | xo | 70 | o | a0 | g0 | xo | xo | mo | mo | mo | mo | mo

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

PP-K 1 |2 |3 |4 (5|6 |7 |89 /|10][11]13

Kr all2 | a/6 | a/4 | a3 |51 | a2 |71 | 232 | 3a | S | 12| a
IIpuzomoenenue pabouezo pacmeopa cybempama

BPC 1 | 2|3 |4 (56| 7] 8] 9 |[10]11]13

Xpomoren b2 b/6 | b/4 | b/3 | 50| b2 | 712 | 230 | 34b | 56 | WX | b

TMB

* a =X M1 (BeNMYHHA NIEpEMEHHAs, OTIPeIeAeTCs IS KA IO cepuu Habopa).
* b =X mn (BeJMYMHA IepeMEHHAs, ONPEAENASTCA I KAk o cepuu Habopa).

6.4 Ioxgroroska K', K-, PK, PP-K, PP-C, BPC, PX u cron-pearenTa
K', K, PK, PPK, PP-C BPC, PX 1 cTon-peareHT roToBEI K HCIIOIB30BAHMUIO.
anuauue! Bo ¢nakonax ¢ PK, PP-C u PP-K Bo3MOXHO BLInaJJ;eHHe ocamca Ile-

Pa30BaHHUA MEHBI.
Brumanue! Heo6XxonuMo MCKITIOYUTE BO3IEHCTBUE IIpSIM
¢raxon ¢ PX! -
Heucnonszosannsre PK, PP-C, PP-K, BPC, PX u cron-pede: gn{pHTHﬂ
(ITaKOHOB MOXXHO XPaHHTh B 3aKDHITHIX (NIAKOHAX IPH TeMIepa :
CpOKa roJJHOCTH Habopa.

Ocrarox K 1 K™ mocne BcKphITHS (hi1akoHa MOXKHO XPaHHTb B 3KPBITHIX Q)narconax

npu Temneparype (2-8) °C B TedeHue cpoka rogHOCTH Haﬁopp KOnns. 3 BEPHA
ﬁ’f_:’?_ﬁ b ;/ m, ..f; azrf/




HDPA-aumuHCV-II Komnnexm 1

6.5 IlpuroroBienue pacreopa Kr B paGouem pasBeaeHHH

M3 ¢urakona ¢ Kr oto6path ykasaHHEIH B Tabiune 1 06beM U EpeHeCTH BO (IaKOH
¢ PP-K. Conepxumoe ¢akoHa TINATETBHO epeMeLIaTh, He JOMycKas 00pa3oBaHMs MEHbL

B ciy4ae UCIIONB30BaHuUs OJHOIO MIIH HECKOJNBKO CTPUIIOB B YHMCTHIN (p1akoH oTo-
Opats HeoOxoauMoe Konu4decTBo PP-K, no6asute Kr B cooTBeTCTBHHE C Tabuieh 1 U me-
pemeInarTh pacTBOp, He JoIrycKas 00pa3oBaHUs MEHE.

Brumanue! Pactsop Kr B paGoueM pasBe[ieHUH TOTOBST HENOCPEACTBEHHO IEpes
ucnons3oBanueM! PactBop Kr B pabouem pasBemeHHH MOXHO XpaHWTh B TeYeHHE
15 mun npu Temneparype (18-25) °C. Mcnons30BaTh TONEKO HOBYIO BAaHHOUKY JUIS pea-
T€HTOB Y HOBbIE HAKOHEYHHKH !

Octarok Kr MOXXHO XpaHUTE B 3aKpEITOM (iiakoHe npH Temmepatype (2-8) °C B Te-
YeHHe CpOKa F'OHOCTH Habopa.

6.6 IIpuroropjieHHe paGoyero pacTeopa cyderpara

Ecmu ¢nakon ¢ xpomoreHomM TMB COAEPXHUT KPHUCTALIEI, €r0 HEOOXOAMMO IIPO-
TPETh Nepel UCIIOJNB30BaHMEM B T€4eHHUH (3-5) MuH npu temmneparype (37+1) °C mo nox-
HOT'O pacTBOPEHHS KPHUCTAJLIOB.

U3 dnakona ¢ xpomorenoM TMB oToGpats ykasaHHbld B Tabnume 1 06beM u mepe-
HecTH Bo dmakoH ¢ BPC. Copepkumoe drakoHa TIIATENHHO MepeMelaTh, He JOIycKas
00pa3zoBaHUs IIEHEL.

B ciyyae WCTIONE30BaHMS ONHOIO MM HECKONBKO CTPHIIOB B YHCTHIH (IaKoH U3
TEMHOT'O CTEeKJIa MU IUIaCTHKA (TIpo3payuHsblii GakoH 06epHyTh (hiiakoH) oTo6paTh HeOb-
xonumoe xonudectBo BPC, no6aButs xpomoren TMB B cootBeTcTBuu ¢ Tabnuueit 1 u me-
peMelaTs pacTBOp, He NOIMycKas o0pa3oBaHUs MIEHE.

Brumanue! Pabounii pacTBop cyGCcTpaTa TOTOBAT HENMOCPENCTBEHHO IEpel HC-
NI0JIb30BaHHEM B 3alIMIICHHOM OT CBeTa MecTe! PacTBOp MOXXHO XpaHUTE B TeYEHHE
20 muH npu Temneparype (18-25) °C B 3aIIUIEHHOM OT CBETA MECTE.

PacTBOp HEOOXOIUMO NIPENOXPAHATE OT MONAaJaHMUsA CBETa H KOHTAKTA C METAJLIAMU
WM MOHaMM METaJUIoB. Ilepex MCIONB30BaHMEM PacTBOP CyOcTpara NOJKeH OBITH Gec-
usetHeM. Ilocyny, koTopas Gyner B Xone peakiMd KOHTaKTHPOBATH C PacTBOPOM CYO-
CTpara, OTMbIBaTh (€3 NIPHMEHEHHs CHHTETHYECKHX MOIOLIMX CPeiCTB. VICIIONB30BATh
TOJIEKO HOBYIO BAHHOYKY JUJIsl pEareHTOB ¥ HOBEIE HAKOHEUHHUKH!

Octarok xpomorena TMB MOHO XpaHHTh B 3aKpBITOM (pJIaKOHE IIPH TEMIIEpaType
(2-8) °C B TeueHHe cpoka roqHOCTH Habopa.

7 TpeGoBaHHsI K NPOMBIBAHHIO ILIAHIIETA ,

7.1 Jlns NMpOMBIBaHHSA IUIAHINETa PEKOMEHIYETCA HCIIONES
HJIH TI0JTyaBTOMAaTHYE€CKHMH IPOMBIBATENb — BOLIEP; B CIIy4ae OT¢
IIPOMBIBATH JIYHKH 8-KaHaJIbHON IMUIETKOI;

- Ha BCEX JTanax IpOMBIBaHHSA HEOOXOAHUMO KOHTPOJIMPOB y
HOK H II0JIHOE YZAaJIeHHE (aCIIHpaLHIo) XKUAKOCTH H3 HUX; N

- He00XOZMMO IPH KaXZIOM IIPOMEIBAHHH BCE JIYHKH 3aTIONHUT PacTBOPOM J0 Kpa-
eB (0,30-0,35 mn1 B yHKY), Ge3 mepenoNMHeHus H IIepeTeKaH s KHUIKOCTH U3 COCEIHHX y-
HOK; —

| LKOMNS BEPHA |
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- He00XO0MMO BLIIEPXXHMBATh JYHKH, 3alI0JHEHHEIMU PacTBOpOM IS IPOMEIBAHHMS
IUTaHIIeTa, B Tedenue 30 c;

- TIPY KX/0¥ aCIHpalyy TINATeIbHO YAAIATE OCTATKH XHUIKOCTH U3 JYHOK IIOCTY-
KHBaHHEM PaMKOH CO CTPHIIaMH B IIEPEBEPHYTOM IOJIOKEHUH 10 CIIOKEHHOI B HECKOIBKO
pa3 GUIBTPOBANEHOM GymMare, IOJIOKEHHOMH HA JIUCT HOMHATHIICHA;

- HCKa4E€CTBEHHOE IIPOMBIBAHHE IUIAHINETA IPUBOIUT K IOJYIEHHUIO HEKOPPEKTHBIX
PE3yJIbTATOB.

8 IlpoBenenue anaauza

8.1 IIpOMBITE JIyHKH IUIaHINETA PACTBOPOM I NPOMBIBAHMS IUIAHIIETA (m 6.3)
ofuH pas. [Ipu npoMeBaHME BO Bee JTyHKH HeoGxoaumo BHectd (0,30-0,35) M pacTBOpA.
Ilo oxoHYaHNH POMBIBAHHUS TIATENBHO yAATHTE OCTATKH JKHIKOCTH U3 JIYHOK, MIOCTYKH-
Basl IIAHIICTOM B [IEPEBEPHYTOM IOJIOKEHUH 10 CJIOXKEHHOH B HECKOJIBKO pa3 (GHUILTpO-
BaJIbHOH GyMare, [TOJIOKEHHOM Ha JIUCT ITOTUATHIIEHA.

8.2 B nymxu mnanmera A-1, A-2, B-1 u B-2 BHecTH o 0,1 M (100 mxn) K" B
nyrku C-1, C-2, D-1, D-2, E-1 u E-2 BHectd 110 0,1 M (100 mxot) K3 B nyuku F-1 u F-2,
BHECTH 110 0,1 Mt (100 mxi) PP-C i koHTpOIs xonstorata (KKr).

Buumanue! Tlpu nocranoske DA Ha AByX CTpHIax JOITyCKAETCs HCII0JIL30BATh
ans K- — gethipe JIyHKH (110 1BE WIS Kaxaoro crpuna), ans K — xse myHKH (10 oxHOM i
kaxoro crpuna), st KKr — nse sryHK# (10 OXHOM A7 KaXI0T0 CTpHIIA).

B octanerble myHkH mianueta saecty 1o 0,08 vt (80 mxi) PP-C, 3atem BHecTH 10
0,02 M (20 MKx) BecmenyeMbx 06pasLoB CHIBOPOTKH (ILIa3MbI) KPOBH YENOBEKA B COOT-
BETCTBHH C pucyHKoM 1. Cozpepxumoe JIyHOK mepeMemIaTs ITh pa3 IUIETHPOBAHUEM,
npu atom uBet PP-C nomkeH usMeHUTHCS.

Brumanue! Bpems BHECEHUS KOHTPOIBHBIX H MCCIEAYEMBIX 06Pa3I0B HE HOKHO
npessimaTh (5-10) Mun! Kaxneri oGpaser; Heo6XOAUMO OTGHPATE OJHOPA30OBEIM HAKO-
HEYHHKOM!

3 - S | 6 7 | 8 9 [ 10 ] 11 | 12

1 2
A | K | K [ M3 | N3 [ Nl1 [Nl | 19| Ne1o | N27 [ N27 | Ne35 | W35
B | K | K | Ne4 | Ned | Nel2 | No12 | Ne20 | Ne20 [ Ne28 | Ne28 | Me36 | Me36
C K K NeS | Ne5 | Nel3 | Nel3 | Ne21 | Ne21 | Ne29 | Ne29 | Ne37 | Ne37
D | K | K | N6 | Ne6 | Nel4 | Nold | Ne22 | Ne22 | Ne30 | Ne30 | Ne38 | Ne38
E | K | K | N7 | %7 [NI5 | Nls [ N23 | N23 | Ne31 |2Fi]wso | Neso
F | Ko | Kr | N8 [ 38 | N16 | Nel6 | Ne24 | Ne24 | NepBof 3o eae] wedo
G | Nl | Mol | Ne9 | Ne9 | Nel7 | Nel7 | Ne25 | Ne25 | NIBT:]: K33 fi et 1\ Ne1
H | M2 | N2 [ Nel0 | Nel0 [ Ne18 | Ne18 | Ne26 | Ne26 SFNe3d . Ne4 /862

core | NS | core | NS | core | NS | core | NS cok\"\; 5 ﬁw )NS

Pucynok 1 — Cxema BHeceHHst 06pa3LoB B JYHKH IIAHOIETa

Brnumanue! Ctpunsr ummynocop6benra 1, 3, 5,7, 9, 11, B JIyHKaX KOTOPBIX COpOu-
pOBaH peKOMOMHAHTHEIN aQHTHUIeH core, Ko,unpyelvfm,ﬁ K pPHOI ), 001acTEI0 reHOMa

BI'C, MapKupoBaHBI KpacHEIM I[BETOM. Crpunsr u :.s" ¢ 3 pﬁ,é, 8, 10, 12, B
| Lazgr 107,67 | 4
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JIyHKaX KOTOPBIX COpGHPOBaHa CMeCh PeKOMOHHAHTHEIX AHTHICHOB NS3, NS5 u cunrern-
deckoro nentuna NS4, KoqupyeMbIX HECTPYKTYPHBIMH OGNACTIMY TeHOMa BI'C, mapku-
POBaHBI 3€JIEHBIM L[BETOM.

8.3 Ilnanmer 3aKiIeUTh IIEHKON WITH 3aKPHITh KPBIIIKOM 1 UHKYOHpOBaTh B TEPMO-
crate npu Temneparype (37+1) °C B teuenue 30 mun.

Buumanue! 3a (1-2) MHH 0 OKOHYaHHS MHKYGALUU IIPUrOTOBUTH pactBop Kr B
paboyem passeneHnd (1 6.5).

8.4 VYnamuTe conepXxuMoe JIyHOK ¢ IOMOLIBIO IIPOMBIBATEJIS, 3aTE€M [IPOMEITE JIYH-
Ki IUTAHIIETa PACTBOPOM JUIS POMEIBAHUS IUIaHmIeTa (11 6.3) naTe pas.

8.5 Baectu Bo Bce JyHKH Iwianmera mo 0,1 M (100 MKJI) pactBopa PK umu pac-
TBOpa Kr B pabouem passesenny (11 6.5) B 3aBUCHMOCTH OT KOMILIEKTAITHH Habopa.

8.6 IInaHImeT 3aKiIeHTh IUICHKON WK 3aKpbITh KPBIMIKOH 1 MHKyOHPOBAaTh B TEPMO-
crare npu Temmeparype (37+1) °C B Treuyenne 30 mun.

8.7 Vnanute conepxumoe TyHOK MIaHIIETa ¢ TOMOLIBIO IIPOMBIBATEIIs, 3aTEM IIPO-
MBITB JIyHKH IIaHIIETOB paCTBOPOM JUIs IPOMBIBAHHA IL1aHweTa (1 6.3) naTh pas.

8.8 Bo Bce styHku maHmera Baecty 1o 0,1 M (100 MKI) pabodero pactsopa cy6-
ctpata (1 6.6) wmu PX B 3aBUCHMOCTH OT KOMIUTEKTAIIMH Habopa.

8.9 IlnaHImeT 3aKieuTh IIEHKOH WM 3aKPBITh KPBILIKOH 1 HHKYOHpOBaTh B TEPMO-
craTe pu remnepatype (37+1) °C B 3amuLeHHoM oT cBeTa MecTe B TedeHHe 15 MHH.

Brumanue! TIo 0KOHYaHUN HHKYGAIMH B TYHKAX ¢ obpa3snamMu CEIBOPOTOK, Comep-
Kamumy antutena k BI'C, npousoliner H3aMeHeHHe OKpacKu pacTBOpa pasIUYHON MHTEH-
CHBHOCTH B 3aBHCHMOCTH OT KOHIIGHTpPALMH aHTHUTEN B HCCIeLyeMoM obpasie CEIBOPOT-
KH: oT OecLBETHOH N0 royGoii (IIpH HCTOTB30BaHHA paboyero pacTBOpa cybcrpara) uiu
OT PO30BOM 10 CUHel (Ipu ucronb3oBanuu PX).

8.10 OcTaHOBHTH IEPOKCHAA3HYIO PEaKIHIO ITyTeM BHECEHHS BO BCE JIYHKH TIO
0,05 mut (50 MxT) cTOn-peareHTa.

Brnumanue! B nynxax ¢ o6pasuamu CIBOPOTOK, couepkamuMu anTurtena k BI'C,
TIPOH30H/IET H3MEHEHHE OKPAacKH PacTBOpa: ¢ Toly6oii Ha XKeNTyio (pu ucnone30BaHKMK
pabouero pacTBopa cyGCcTpara) HIlH ¢ CHHEl Ha XeNTYIo (IIpH Hcnoib3oBanuu PX),

8.11 He nosxe 9eM uepes 40 MHH IIOC/IE OCTAHOBKH PeaKIyH OIPENEeNUTh 3Have-
uue OII pactBopa B ryHKax:

~ TIpH HCHONBE30BaHUH PX — B JBYXBOMHOBOM pexkume: 450 HM OTHOCHTEIHHO
(620-700) um. Jlomyckaercs usmepenne OI1 B 0JHOBOTHOBOM PEeXHME NpHU JUTHHE BOIHEI
450 HM.

- IIPH HCTIONIE30BaHUHU pabodero pactBopa cybcrTpara — B 0
IIpH JUTHHE BOJIHEI 450 HM.

9 OGpaGoTka pe3yaLTaToOB aHAH3A

OIlep K7, OE; mis mynok ¢ K™ — OIlep K, OE.
9.2 Pe3ynbTaThl YYHTEIBATH TOJNBKO B TOM Clly4dae ecliu:
- 3Ha4enue Ollcp K™ — ue Gonee 0,20 OE;

- 3Havenme Ollcp K* — ne menee 1,00 OF; P EPHA ]
- 3Hagenue OI1 B mynke ¢ KKr — ne Gonee 0,15 OF{ 44227 1 fj””’ 2deele Yo
Loty 108,04




HDPA-aumuHCV-II Komnnexm 1

9.3 Tlpu coOMONEHHH BHINE NMEPEYHCIIEHHBIX YCIOBUH BEIMHUCIHTE OTAENBHO ISt
ctpunoB kputudeckoe 3HaueHune (Ollkpur.core u Ollkput.NS), OE, o dopmynam (1; 2):

OIllkpurt.core = OIlcp K core + 0,2 (1).
OIlkput.NS = OIlcp K'NS + 0,2 (2);

Pe3yneTar TecTa cUMTATH MOJIOKHTEILHBIM IIPH aHAK3E HAa JaHHOM Habope pea-
reuToB, ecnu 3HayeHHe Ollcore, smauenue OIINS wuccnemyemoro obpasma CBIBOPOTKH
(mnasMbl) KpOBH 4eJIOBeKa WM XOTA OBl OJHO M3 HMX PaBHO MJiM GoJbIue 3HAYEHHS
OIlxkpwur.

Pesynerar Tecta cuMTaTh OTPHIATENBHBIM IPY aHAJIKW3e HA JaHHOM Habope pea-
reHToB, ecid 3HauyeHHe Ollcore, 3nauyenne OIINS wuccnexyemoro oOpasua CEIBOPOTKH
(Tma3sMel) KpoBH YenoBeka Menbiue 3HadyeHus OIlkpur.

ITpy moTy<9eHHH MONOKHUTEIBHOTO pe3yIbTaTa 3TOT XKe 00pa3el] CHIBOPOTKH HCCIIe-
N0BaTh MOBTOPHO. IIpH NMOBTOPHOM IOIYYEHHH IIOJIOXKUTENIBHOIO Pe3yJbTaTa HCCIENo-
BAaTh HOBYIO IIOPLMIO CHIBOPOTKH (IUIa3MBI) KPOBH OT TOrO JKe 4dejoBeka. JKenaTelnbHo,
4TOOBI MOBTOPHO B3ATHINA 0Gpa3elr] CHIBOPOTKH KpOBH (IUIa3Mbl) OBUT NPOaHAIH3HPOBAaH C
TpeAsIAyIiuM o0pa3LoM («IapHele CEHIBOPOTKH»). Eciiu u B 3TOM citydae Gyner moimydeH
TIOJIOKMTENIBHEIH PE3YJIBTAT, CBIBOPOTKY NEPEAaTh Ul NaJbHEHUIIEro H3y4eHUs OPYTHMH
METOJaMH.

10 ®opma BeInycka HaGopa

10.1 HaGop BrImyckaeTcs B AByX BApHAHTaX KOMIUIEKTALUH:

1 xommiekT 1 — npoBejeHHe aHANTH3a py4HBIM crioco6oM. Habop paccuntan Ha
nposegeHre 6 mocranoBok MDA Ha pasGopHoM maHmere: 1 mocraHoska — 2 cTpuma
(16 mynoxk). Bcero — 48 onpenesieHnii, BKI0Yas KOHTPOJILHEIE 0GPasLIEL;

2 XOMIJEKT 2 — NpOBelcHHEe aHAIH3a Py4HbIM criocoGom. HaGop paccuuran Ha
nposefeHre 3 nocraHoBok MDA na pasGopHoM ruranmere: 1 mocraHoBka — 4 crpuma
(32 mynku). Beero — 24 onpeneneHus, BKIIOYas KOHTPOJIbHEIE 00pasiibl;

11 YcnoBusi XpaHeHHs] H NPHMeHeHHs] HaGopa

11.1 XpaneHnue Habopa AOHKHO IIPOHU3BOAUTHECA B YHCTOM, 3aAIMILEHHOM OT BIIard
¥ CBeTa IIOMEIIECHUH IIpH Temmnepatype (2-8) °C B TedeHHe BCEro cpoka ro,uHocm

3anpernaercs 3aMOPaXUBATh KOMIIOHEHTEI HaGopa. AT

11.2 Jlnsa momyyeHus: HageKHBIX pe3y/IbTaTOB HEOGXOIUMO
HHCTPYKIIHHM I10 TPUMEHEHUIO Habopa.

11.3 Cpoxk rogHocTu Ha6opa — 12 MecsLeB.

«(DA]!MHJ HJL»
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1 Hasznauenne naGopa

1.1 Ha6op npenuazuaven mis MIOATBEPKACHHA HAJTHYHs aHTHTE) K Pa3IMYHBIM aH-
THICHHEIM leTepMUHAHTaM BHpyca renatura C (core, NS3, NS4 u NS5) B ceiBOpoTKE MK
Il1a3Me KpoBH 4enoBeka “in vitro” MerozoM Hempsmoro TBepAO(azHOro UMMyHOpep-

MCEHTHOT'0O aHaJIu3a, ITOJIYUYEHHBIX IIPH CKpHHHUHTE, H I HHCHTH@HK&HHH cTaguu 3aboe-
BaHMU4.

2 XapaKTepHCTHKA H NPHHUHD paGoTel HaGopa
2.1 CoctaB Habopa:

HauMmeHOBaHHe KoMIIOHEHTa Konuuectso
HMmmyHOCOpGenT 1 nanmer
ITosoXHUTeIBHBI KOHTPOIBHELA 06pazen (KD 1 dnakoH, 3 M
OrpunaTensHEI KOHTPOIBHEI 06paser 9] 1 dmaxon, 3 M
Konsrorart (Kr) 1 dnakon, 0,5 M
PacTBop 11s pa3sBeieHUsT KOHBIOraTa (PP-K) 1 ¢makon, 13 M
PactBop koHbiorara (PK) — emecmo PP-K u Kz! 1 ¢naxon, 13 mn
PacTBop Ju1st pa3zseieHus CHIBOPOTOK (PP-C) 1 dmakon, 13 mn
Bydeprsrit pactBop mist cy6erpara (BPC) 1 dnaxown, 13 mn
XpomoreH TMB 1 dmakon, 0,5 M
Pacteop xpomorena (PX) — emecmo EPC u xpomozena TMB! 1 dumakoH, 13 mn
25-KpaTHBIH KOHIEHTpaT (ochaTHO-CONEBOro OydepHoro pac-
TBOpa ¢ TBUHOM (DCB-Tx25) 1 dbnakon, 28 mn
Cron-pearent 1 dnakon, 6 M
KoMmiekT BaHHOUKH JJ1s1 peareHTOB ¢ HAKOHEIHMKAMH ISt
MHOI'OKaHAJIbHEIX ITHIIETOK 2 KOMILIEKTa
Knetixas mienka 3 WITyKH

2.2 OcHoBHEIE KOMIOHeHTH HaGopa "HU®A-autuHCV-IT" — HMMYHOCOpPOEHT H
KOHBIOraT (PacTBOp KOHBIOraTa).

HIMMyHOCOPOEHT IpefcTaBseT coboi TIOJTMCTHPONBHEIH IUTAHIIET, B IYHKaX KOTO-
POro pasuenbHO cOpOHMpOBaHbl PeKOMOHHAHTHBIE AHTHUIEHE M CHHTETHUECKHE TENTHIEI
Bupyca renaruta C (BI'C), sBisromuxcs aHaIOraMyu aHTHT€HOB NS3, ,5‘_.11\_ ”._Core:
(“core” — cTpumBI, MapKEpOBaHHEIE KpacHON MeTKol; “NS3” — CTpH (EPkifpasaHHbIe
3eneHol MeTkoM; “NS4” — cTpunsl, MapKHpOBaHHEIE CHHEN MeTKO X
MapKUpOBaHHBIE YEPHOIT METKOIA: §

a) aHTHUreH “core” IpeACTaBIIAeT COBOM CHHTE3UPOBaHHEIN B K. \edll ' PeromouHanT-
HEIA aHTHIeH, COAepKaluit aMHHOKHCIIOTHYIO I0C/IEN0BATEIbHOCTD QBT SHABX figTep-
MHHAHT KOPOBOT'O (HyKJIeOKaIcHAHOro) 6enkxa BI'C; ee

6) anruren “NS3” npexcrasiser coboii CHHTe3UpoBaHHEIHA B E. coli pekombuHanT-
HBIH aHTHIeH, COAepKalKii aMUHOKHCIOTHYIO TIOC/IeNOBATEbHOCTS AHTUTE€HHBIX JeTep-
MHHAHT HECTPYKTypHoro 6einxa NS3 BI'C; o

B) anTHreH “NS4” npencrapnsier coboit CHHTETHYECKiL TeMTHA, COOTBETOPBYIONI
AHTHTCHHBIM ieTepMuHaHTaM NS4 BI'C, xapakTepHsrii mis TeHOT 2Br-3a—

| » ST o
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r) anrured “NS5” npencrasiser co6oit CHUHTE3UPOBaHHEIN B E. coli pexom6uHaHT-
HBIH aHTUTEH, COmepIKallUii AMHHOKHCJIOTHYIO ITOC/IE€0BATENILHOCTS aHTHIEHHEIX JeTep-
MHHAHT HeCTpyKTypHoro Genka NS5 BI'C.,

KoHsrorar (pacTBop KoHBIOrata) mpezicTapiseT co6oifl MOHOKIOHATEHEIE aHTHTENA
MBI K IgG yenoBeka, KOHBIOrHPOBaHHEIE C TIEPOKCHAA30MH XpeHa.

ITonoXuTeNbHBIN KOHTPONBHEI 06paser — CBIBOPOTKA KPOBH YEJIOBEKa, COZlepIKa-
mas anTHTena k BI'C u He conepxaman antutena k BUY-1 u BUY-2 u HBs-autures,
HHAaKTHBHPOBaHHAA NIPOTPeBaHKEM B TedeHHe 3 4 IpH Temmeparype 56 °C.

OTpHuaTensHelil KOHTPONBHEIA 06pazel] — CEIBOPOTKA KPORH UeNOBeKa, He cozep-
Kamas anTurTena k BI'C, BUY-1, BUY-2 u HBs-anTures, HHAaKTHBHPOBaHHAas IpOTpeBa-
HHEM B Te4eHHE 3 4 npH Temmeparype 56 °C.

Ilpu BHeCeHHMH B JIyHKH IUIaHIIETa 00pasIoB HCCIIeyeMBIX CEIBOPOTOK AHTHTENa,
crenupuIeckre Kk BUpycy renatuta C, CBA3BIBAIOTCS C aHTHTEHAMM HA TBEpHOH daze, 06-
pasyd HMMYHHBIC KOMIUIEKCHI aHTHIeH-aHTuTeNn0. O6pa3oBaBIIMecs KOMIUIEKCH BEISBIIS-
10T IIPH [IOMOIIH CHENH(HIECKOr0 HMMYHO(DEPMEHTHOTO KOHbIorata. Ilocie oTMBIBAHMS
HECBA3ABIIMXCA KOMIIOHEHTOB B JIYHKH IUIaHIIETa J06aBIAIOT pacTBOp CyGeTpaTa Mepok-
cuaaskl (TIepeKuch Bogoposa) u xpomoresa TMB.

IlepoKcHIa3HyIO peaKLHIo OCTAHABIMBAIOT, H0GABIIAS cromn-pearexT (0,9 M pac-
TBOP CEPHOH KHMCJIOTHI), X HHTEHCHBHOCTH OKPAIIHBAHUA PACTBOPA B JIYHKAX H3MEPSIOT Ha
CNEKTPOHOTOMETpE Kak BENMIHHY ONTHIeCKoH miotHocTH (OIT) nipu mirHe BomHEsI450 HM.

Bemuuuna OIT [IpAMO NPONOPLHOHAIBHA KOHUCHTPALMH CIIELHUDUISCKHX aHTHTEN
B 06pasie CHIBOPOTKHM WJTH ILTA3MBI KPOBH 4YesloBeKa. UeM BBIIIE CONEpKAHUE aHTHTEN B
00pasLie CEIBOPOTKH, TeM BBILIE HHTEHCHBHOCT OKPALIMBAHH.

2.3 Habop paccunran Ha mposenenue 3 mocramoBoxk M®A: 1 mocraHoBka —
4 crpuna (32 ;ynku). Beero — 24 onpenestenus, BKoyas KOHTPOJIEHBIE 00pa3IIbl.

3 Mepsn! npenocroposxknocTu npu paGoTe ¢ Habopom

3.1 Bce KOMIOHEHTHI HaGopa B HCMOJB3YEMBIX KOHIIEHTPaLHUAX ABIAIOTCS HETOK-
cuunbIME. OnHako paGoTa co BCeMH HeclnemyeMBIMH oGpasnamu CBIBOPOTOK (IUTasMel),
KOTOpEIE CIIelyeT pacCMaTPUBATE KaK MOTEHIHAIBHO HH(UIMPOBaHHEIE, CIIOCOGHEBIE CO-
XpaHATh ¥ niepenasatk BHUY, Bupyc renarura B mim mo6oit npyroit BO30yIUTENH BUpYC-
HOM HH(QEKLMH, ¢ OTPaGOTaHHEIMH PACTBOPAMHM U JKHAKOCTSIMH, pasnu4HEIM oGopymoBa-
HHEM, KOTOPO€ MOXET OBITh 3arpA3HEHO B IPOLECCE aHATH3a, Tpehy ' ONPEIENEeHHBIX
Mep 6e30I1aCHOCTH NPH HCIIOJIB30BAHMH Habopa: R

<

[
Q o 9 N
- paboTy HeO6XOLMMO IIPOBOJUTH B CHIELHAILHO obopynopanHg }ﬁl;
- paboTaTh HEOGXOIUMO C NPUMEHEHHEM CPEACTB HHI -: 3 UTEl H C
COOII0OIEHHEM Mep IPEeIOCTOPOKHOCTH B COOTBETCTBHH C Tpebo lélzlj 3 i

- B CJIy4ae NpoJIMBa CBIBOPOTKH KPOBH Ha paboyue MoBepx
BOZUTH IESHH(EKLUIO B COOTBETCTBHH C TpeGoBaHmHAMH [3]. Tl

3.2 Cron-peareHT, copepxaluii cepHyro KHUCJIOTY, 001a/1aeT pa3ipakaloluM aeii-
crBueM. Ilpu nonaganuy Ha KOXy H CIM3HCTEE HEMEIEHHO IPOMEITH GOJIBIIMM KOJIHIe-
CTBOM BOJEI. '

3.3 Ilpu paGore ¢ HaGopoM paboyne MecTa JOKHEI GBTPB 00ecrneYeHbl IPHTOYHO-
BBITSDKHON BeHTHIISIIHEH. | KOMUS BEPHA
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3.4 Bce mua, 3aHATHIE IPH NPOH3BOICTBE HabopoB, JOMKHEI IIPOXOAUTH 0034~
TEeNbHBI MEUIUHCKUH OCMOTp B COOTBETCTBHH C TpeGOBAHUIMH [4].

3.5 VTunuzanus MeJULHHCKHX OTXOIOB H/HITH HEHCIIONB30BAHHEIX HabopoB ¢ uc-
TCKIITHM CPOKOM I'OJHOCTH AOJKHA IIPOH3BOJUTECS B COOTBETCTBHH C TPeGOBaHUAMH [5].

4 IlpaBuna paGorsl ¢ HaGopom

4.1 Jlns MCKIIOYEHMS JIOXKHBIX PE3YIBTATOB HCCIIELyESMBIE o6pa3iel HeoOX0AUMO
TOTOBHUTh M XPaHUTh B YCIIOBHAX, NPEIOTBPAIIAIOIIMX OaKTepHalbHELl mpopoct. Heo6xo-
JIAMO OCBETJIATH 0OPA3Ibl CEIBOPOTOK, CONEPXKAIIUE aTPErHpPOBAHHEIE KOMIIOHEHTEI CEIBO-
POTKH A OCaOK, IIPH IIOMOLIM LUEHTPH(YrHpOBaHHA B TeYEHUE 15 MHH IPH CKOPOCTH
Bpamerust 3000 06/mun. OBpasip! CEIBOPOTOK MOKHO XPAHHTD [IPH TeMmueparype (2-8) °C
70 48 4. 3amMopoxeHHBIe 06pa3Lbl (KeJATeNBHO 0 TEMIIEPATYPhl He MEHee MuHyc 20 °C)
MOXHO XPaHUTE 10 3 MecsiueB. Heo6xomuMo n3GeraTh MOBTOPHEIX [UKIOB 3aMOPAKHBA-
HHS-OTTauBaHHA 00pasLoB.

Heobxonumo moMHUTE, YTO OGpasLbl ¢ reMONM30OM, THITEpIHITHAEMHeH, GaKTepH-
QJIBHBIM IIPOPOCTOM, & TaKXKe JIHTeNbHO XpaHUBIIHECs 6e3 3aMOpaKHBaHKA He PUTOTHEI
JULs aHaJu3a.

HanexHOCTE pe3ynsTaToB 3aBUCHT OT BEIIIOIHEHMS CJIEIYIOMMX IIPABII:

- He JOIyCKaeTCsA HCIONB30BaHHEe Habopa Iocie OKOHYAHHS CPOKa TOIZHOCTH, a
TAKKe CMEIIMBAaHUE KOMIIOHEHTOB HaOOPOB pa3HbIX CEpHii;

- AV IPDUTOTOBJICHUsI KaXKIOr'0 peareHTa JOJDKHA HCIIONIBL30BaTECS OTAENBHAS eM-
KOCTB;

- BCIO HCIIOJIB3YEMYIO JUIA IIPUTOTOBJIEHHMs PEareHTOB IIOCYXy He oOpabaThIBaTh
AC3pacTBOpaMH M MOIOINMMHU CpeACTBaMH. B ciydae HEOOXOOUMOCTH NPOMEITH BOZOIf
IUTHEBOX IPOTOYHOH, a 3aTeM IIATH pa3s OIOJOCHYTH JHCTHJUTHPOBAHHOM BOJION;

- At pabotel ¢ xpomoreHom TMB u PX HeoGXOMMMO HCIONB30BATH OTMEBHbIE
EMKOCTH I PaCTBOPOB, HAKOHEYHHUKH JUIS IIUIIETOK, [IOCY/TY.

- He00XOMMO O06paTHTH BHUMAaHUKE Ha TIIATENBHOE ITepeMeLIHBaHNe peareHToB;

- BPEMsT MEX/y 3alOJIHCHHEeM H ONOPOXXHEHHEM JIYHOK IUIAHIIETa PacTBOPaMH H
peareHTaMu NOJKHO O®ITe He MeHee 30 c¢. He AOIYCKACTCA MOJACBIXaHHE JIYHOK Ha BCEX
9Tanax noctaHoBku DA

- NIPH MCTIOJIb30BaHUHM IPOMBIBATENIA CIIEAUTH 33 COCTOSHHEM €MKOCTH JJIi PAacTBO-
pa Ui IPOMBIBAHWS IUIAHIUETA M COSAMHHUTENIBHBIX IIUIAHIOB: B HUX HE JOJDKHO OBITH
TNPU3HAKOB GaKTepHUATFHOTO MM IPUGKOBOro poCTa;

KaMH, aTTeCTOBaHHBIE 10 3HAYCHHUIO CPeAHEH M03Bl U CXOIUMOCTH He
poBaHus (norpemHocTs He Gonee 3%);

- I03aTOPbl ¥ paboyre IOBEPXHOCTH 06pabaTEBaTh pacT
cnupta strnoBoro 70 %. He Hcmonb30BaTh XJI0paMuH 1 IpyTHE X0§

- I paboTEI C HCCIIEYeMBIMU CHIBODOTKAMH M KOHTPOJIb .-
obpazen
CBIBOPOTKH, & TaKXX€ PeareHTEl Habopa HeOOXOUMO OTOHPATh OTIENBEHEIM HAKOHETHHKOM.

- BO BpeMs IPOBE/ICHHA aHaIHu3a ClieflyeT H306eraTs IonagaHus MPAMBIX CONTHEYHbIX
Jy4ed Ha pabouyro IIOBEPXHOCTS, fﬁ-

KM &
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S OGopynoBanue i MaTepuabl, HEOGXOAUMbIE AJIS NpOBeJeHHs AHAJIH3A

5.1 CnekTpooTOMETp BEpPTHKAIBHOIO CKaHMPOBAHUS, ITO3BOJISIOMIUH MIPOBOIUTE
H3MCPCHHS ONTHIECKO INIOTHOCTH PacTBOPOB B JIYHKAX ILIAIIETA IIPH JyIHE BOJHBI 450 HM;

- TIOJTy= MK aBTOMATHYECKOe YCTPOMCTBO IS IPOMBIBAHHMS ILTAHIIETOB (BOLIEP);

- CYXOBO3AyWHBIH TepmocTar Tuna TC-80 M2, mommepxuBaromit TEMIIEPATypy
(37£1) °C, vy aHAIOrHYHELH €My I10 XapaKTePHCTHKAM;

- THICTKH ONHOKAHAIBHEIE aBTOMATHYECKHE CO CMEHHBIMH HAKOHEYHHKAMH, TIO-
3BOJIAIOIME OTOUPATh 06BeMsI skuaKocTH oT 0,02 110 5,0 mut;

- IMNETKH 8-MM KAHANLHEIE aBTOMATHUECKUE CO CMEHHEIMH HAKOHEUHHKAMH, IIO-
3BOJIAIOIIHE OTOHPaTh 06BEMBI JKUIKOCTH 10 0,5 MJI;

= MEPHBIA IWITHHAP BMECTHMOCTHIO 1000 Mit;

- Konba nabopaTopHas BMecTUMOCTBHIO 1000 M

- (IIaKOHBI CTEKIIIHHBIE BMECTUMOCTBI0 20 MJT;

- BAHHOYKH IS peareHToB Wik Jaiky Ilerpu (muamerp 100 mm);

- BaTa MEUIMHCKAs THIPOCKOIIUYECKAS;

- Oymara ¢GHIBTpOBaNBHAS,

- IIEPYaTKH PE3HHOBBIE XUPYPrUYECKHE;

- pacTBop ¢ 00beMHOM Honeit criupTa 3TroBoro 70%:

- PacTBOp ¢ MaccoBO Momei nepekucu Bogopona 6 %

- BOJIa ICHOHU3HUPOBAHHAS MM JUCTHIUIAPOBAHHAS,

- KOHTeHHep 11 cOopa TBEPABIX OTXOIOB;

- KOHTCHHED VIS CIIMBA XXUAKHX OTXOJOB.

6 IloaroToBKa K NpOBEJEHUIO AHAIH3A

6.1 HaGop peareHToB nepes mpoBeleHHeM aHATH3a H3BIEYb H3 XOJIOAUIBHUKA, OT-
KpEITE  KPBINIKY KOPOOKM M BEIIEPXKATh KOMIIOHEHTHI HaGopa IpH TEMIIepaType
(18-25) °C B Teyenue 30 MuH.

Bce o6pasup! cEIBOPOTOK (II1a3MbI) M PeareHTH Iepe]| IpOBEeIeHHeM aHAIN3a TIa-
TEJILHO IepeMellaTh.,

Pacxon pearentos Ha6opa M IOCTAHOBKU aHANM3A, KOTOPBIH OIPEIENSeTCs KOIH-
1€CTBOM HCIIONb3YEMEIX CTPHIIOB, IIPUBEAEH B Tabmuue 1.

6.2 IloaroroBka uMmMyHocopGenTa

VIMMyHOCOpPGEHT roTOB K HCIIOJIb30BAHHIO.

TaBIIHECS CTPHUIIBI XPaHHTH B ILIOTHO 3aKPEITOM IIaKeTe C BJiar
nepatype (2-8) °C B Teuenue 3 mecsues. |
6.3 IIpuroToBsieHNe pacTBOPa A1t NPOMBIBAHMS 1A
Brumanue! PactBop 1i1a NpOMBIBaHHS [UIAHIIETa FOTOBHTE
NIpOBeICHHS aHAIH3a!

HCTOJIE30BAHNEM IIPH TemmepaType (37+1) °C 1o nomHOro pacTBOpeHHs ocajxa.
B MepHeli mummHAp BMmecTuMocTh0 1000 My BHecTH comepxxumoe (IakoHa ¢

©CB-Tx25, 3aTeM N0GABHTH AUCTHIUTHPOBAHHOM BOIBI 10 METK] 700 M1 ¥ aKKypaTHO I1e-

pememats pactsop. PactBop MoxHO xpanuTs npu Temmeparype (2-8Y°C B Tédétme 72 4.

2‘ | 20 {
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B cry4ae uCIIons30BaHMsA OJHOIO MIIM HECKOJIBKO CTPHIIOB COIEPKUMOe (paKoHa C
OCB-T*25 uHTEeHCHBHO BCTPAXHYTH B TeueHue (20-30) ¢, orobpars HeoOX0oauMBIi 00beM
pactBopa (Tabnuua 1) B MepHBIH CTakaH WIH LHIHHAD, ToOaBUTh HE0OX0 UMOe KOIHYe-

CTBO JUCTHJUIMPOBAHHOM BOJEI U IIEPEMEIIATh PacTBOP.
HeucnonszoBauusiit @CB-TX25 MOXHO XpaHHTh B 3aKPBITOM (pJIaKOHE IIpPH TeMIIe-

patype (2-8) °C B TeueHHe cpoka rogHOCTH Habopa.

Tabauna 1 — Pacxoa pearentoB HaGopa ais noctanoBku UDA

O0reM Konu4ecTBo HCIIONB3yEeMBIX CTPHUIIOB, IIT.

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

ITpuzomoenenue pacmeopa 0 NpoMvI6AHUA NAAHWEMA

®CB-Tx25 2 | 4| 6 | 8|10]12 |14 |16 |18 |20 | 22 | 28

Huernaaupos. | Ao | @m0 | @0 | @0 | mo | @m0 | Mo | mo | mo | mo | mo | mo

BOAa 50 | 100 | 150 | 240 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 700
IIpuzomoenenue pacmeopa Kz 6 pabouem paszsedenuu

PP-K 1 (2|3 |4|5|6 |7 |8]| 9 ]|10]|11]13

Kr a/ll2 | a/6 | a/d | a3 |S2a| a2 [712a| 28a | 3a | S6a | 12| a
IIpuzomoenenue pabouezo pacmeopa cybcmpama

BPC 1 | 23| 4|56 7| 8|9 ]10]11]13

XpomoreH b/2| b/ | b/4 | bB || b2 |70 | 230 | b | S6b | B | b

TMB

* a =X M (BeTMYMHA IEPEMEHHAS, ONPENENAETCS [UTS KAXKI0M cepuu Habopa).
* b =X M1 (Benu4MHa IepeMEHHAas, ONpeneseTcs Ul KaXIoi cepuu Habopa).

6.4 Ioarotoska K', K-, PK, PP-K, PP-C, BPC, PX u cron-pearenTa

K', K, PK, PP-K, PP C, BPC, PX u cTon-peareHT roTOBEI K HCIIOE30RA

Buwuanue! Bo ¢nakxonax ¢ PK, PP-C u PP-K Bo3moxHO BB
pen HCIOIb30BaHHEM COAEPXUMOe (IAaKOHOB TILATEIBHO MepeMeli
pa30BaHHS IEHEL

Brumanue! Heo6XonuMo HCKIIIOYUTE BO3JECTBHE IIPSIMOrd
¢nakoH ¢ PX!

Heuncnonssosanusie PK, PP-C, PP-K, BPC, PX u cron-pearen BOKPBITHA
(1aKOHOB MOXXHO XpaHHUTh B 3aKpPHITHIX (JIAKOHAX IpH Temmeparype (2- 8) °C B TEYCHHE
CpoKa rofIHOCTH Habopa.

Ocrarok K* u K™ mocne BCKpBITHS (/1aKOHA MOXKHO XPAHHTB B 3aKPHITHIX (IIaKOHAX
mpy Temneparype (2-8) °C B TeueHue cpoka rogHoctH HaGopa. ]—T{Q WA 5??3}_1[\_—“]

§ e
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6.5 IIpurorosjenne pacrBopa Kr B paGo4yem passenenuu

13 ¢nakona ¢ Kr oto6pars ykasaHHEI B Tabmune 1 06bem 1 IIEPEHECTH BO ()IaKOH
¢ PP-K. Coznepxumoe (iaxoHa TImaTensso NEpEMEIaTh, He NOIyckas 00pa3oBaHus MEHEL

B ciy4ae uCIONB30BaHUA OTHOrO WIIH HECKOJIBKO CTPHUIIOB B YHCTHIH (1akoH oTO-
OpaTh HEOOXOAUMOE KOJIMYECTRO PP-K, no6asuts Kr B cooTBeTCTBHY ¢ Tabnuueil 1 1 re-
peMeIaTh paCTBOP, He NOIMycKas 00pa30BaHMs MEHEL.

Brumanue! Pactsop Kr B paGouem pasBeseHnn roToBaT HEMOCPENCTBEHHO Iepe]
ucrons3oBaHueM! PactBop Kr B paGouem pasBefeHHM MOKHO XpaHHTh B TEYEHHE
15 mMun npu Temmneparype (18-25) °C. Ucnons30BaTs TOILKO HOBYIO BaHHOYKY IJIA pea-
TeHTOB U HOBBIE HAKOHEYHHKH !

Ocrarok Kr MOXHO XpaHHTE B 3aKPEITOM ¢nakone npu Temmeparype (2-8) °C B Te-
YeHHe CpOKa roJHOCTH Habopa.

6.6 Ilpurorosjenne paGoyero pacTBopa cybcTpara

Ecmu ¢unaxon ¢ xpomorenoM TMB CONEpXHT KPHCTalIbl, €r0 HEOBXOJHMO Tpo-
TPEThb epel UCIIONB30BAHNEM B TeYeHUH (3-5) MuH npu Temuepatype (37+1) °C no moi-
HOT'O PacTBOPEHHS KPHCTAJLIOB.

W3 ¢naxona ¢ xpomorenoM TMB 0To6paths ykazauHEIH B Tabmume 1 06beM | nepe-
HecTH BO ¢urakoH ¢ BPC. CozmepxuMoe drakoHa TIIAaTeNbHO IepeMemars, He JIoIycKast
00pa3oBaHus IIEHEI.

B ciyuae MCIIONE30BaHHSA OJHOTO WM HECKONBKO CTPHIIOB B YHCTHIM dbrakoH us3
TEMHOTO CTeKJIa WM IUIACTHKA (NpO3pavHEIi BiakoH oGepHyTsh dakoH) oTo6pats Heo6-
xonuMmoe konuuecTBo BPC, no6asuts xpomoreH TMB B COOTBETCTBHH C tabaunei 1 u ne-
PEMEIaTe pacTBOp, HE JOITycKas 00pa3oBaHMs IEHEL.

Brumanue! Pabounit pacTBOp CyGeTpaTa TOTOBAT HEIOCDPECTBEHHO nepex wc-
TI0Ib30BaHHEM B 3AlMINEHHOM OT CBeTa MecTe! PacTBOp MOXXHO XpaHHTH B TeUEHHE
20 mun npu Temneparype (18-25) °C B 3aIIHIIEHHOM OT CBETa MECTE.

PacTBop HEOGX0AMMO IPENOXpaHATE OT MONANAHHS CBETA M KOHTAKTa C METa/LIaMH
HIIH MOHaMH MeTaioB. Ilepen ncnone3zoBanneM pacTBOp cybcTpara mODKeH GBITH Gec-
IBeTHEIM. [locyny, koTopas GyAeT B XOlle peakIuH KOHTaKTHPOBATH C PacTBOPOM Cy6-
CTpara, OTMBIBAaTh 0e3 NPHMEHEHMs CHHTeTHYECKHX MOIOLUIMX CpeacTB. VICIONb30BaTh
TOJIPKO HOBYIO BaHHOYKY ISl peareHTOB H HOBble HAKOHEUHHKH !

Ocratox xpomorena TMB MOXHO XpaHHTE B 3aKPEITOM ¢b1akoHe pH TemrepaType
(2-8) °C B Teuenue cpoka rogHocTH HaGopa.

7 TpeGoBaHHuA K NPOMBIBAHKIO IIAHIIETA

7.1 Jlna npoMBIBaHMA IUIAHLIETA PEKOMEHIYETCS HCIIGIIK:
HJIH TIONyaBTOMATHYECKUH [IPOMEBIBATENb — BOLIEP; B CiIydae
IIPOMBIBATH TYHKH 8-KaHaJIBbHOMN IUIIETKOI;

HOK H TI0JTHO® yZAaJleHHe (aCIIHPALIHIO) KH/IKOCTH U3 HUX,

- HeOOXOJUMO NPH KaXAOM IIPOMBIBAHHH BCE JIYHKH 3aIIOJIHUTE PacTBOpoM JI0 Kpa-
eB (0,30-0,35 mu1 B IyHKY), 6e3 meperoNHEeH s U IepeTeKAHNUS KUIKOCTH H3 COCEIHHX JIy-
HOK; — e
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- HEOOXONMMO BBIIEPKUBATE JIYHKH, 3aI0HEHHBIMH PacTBOPOM JIs [TPOMBIBAHHS
IUIaHIrera, B reueHue 30 c;

- IIDH KaXJIOH aclUpalMy TIIATENBHO YAAIATh OCTATKH SKUIKOCTH U3 JYHOK IIOCTY-
KMB2HUEM PaMKOii CO CTPHIIAMHU B IIEPEBEPHYTOM ITOIOKEHHH I10 CIOKEHHOMH B HECKOIBKO
pa3s QUIBTPOBaNBHOM GyMare, OIOKEHHOH Ha JIUCT IIOJIM3THIIEHA;

- HEKa4Y€CTBEHHOE NPOMEBIBAHME IUIAHIIETa IPUBOJUT K IONYYEHHIO HEKOPPEKTHEIX
pe3yIbTaToB.

8 IlpoBenenue ananuza

8.1 IlpoMBITE JyHKH IUIaHINETa PaCTBOPOM VISl IIPOMBIBAHHSA IUIAHIIETA (m 6.3)
oauH pa3. IIpu NMpoMBIBaHHH BO BCE JIyHKH HEOOXOJUMO BHECTH (0,30-0,35) Mt pactBopa.
Io OXOHYaHHH NPOMBIBAHHA TINATENBHO YAATHTD OCTATKH XKHIKOCTH K3 JTYHOK, TIOCTYKH-
Bas IUIaHIIETOM B MEPEBEPHYTOM IOJIOKESHHH T10 CIIOKEHHOH B HECKOJIBKO pa3 (GHIBTpO-
BJIBHOU GyMmare, IOJIOXXEHHOM Ha JIMCT MTOIHATHIIEHA,

8.2 B mynku mnanmera A-1, A-2, A-3, A-4, B-1, B-2, B-3 u B-4, BHecT o 0,1 M
(100 mxn) K*; B nyaku C-1, C-2, C-3, C-4, D-1, D-2, D-3, D-4, E-1, E-2, E-3 u E-4 BHe-
crit 10 0,1 mu (100 mxr) K75 B ynku F-1, F-2, F-3 u F-4 Brectn 1o 0,1 M (100 mxm)
PP-C pyia xonTpOss konstorara (KKr).

Brumanue! TIpu nocranoske MDA Ha YeTsIpex CTpUIAxX JOIYCKAETCS HCTIONB30-
BaTh st K™ — BoceMs JyHOK (mo gBe st kaxmoro crpuma), wist KM — YeTBIpe JYHKH (110
OZIHOH A1 Kaxzoro cTpumna), st KKr — yeTsIpe yHKH (110 OZHON IS KAXI0r0 CTpHIIa).

B ocranbusle Mynku miaHmera sHecty o 0,08 mut (80 mxir) PP-C, 3aTeM BHECTH 1o
0,02 mut (20 Mxur) MccremyeMBIx 0GpasLoOB CHIBOPOTKH (ILTa3MBI) KPOBH YEOBEKA B COOT-
BETCTBUM ¢ puCyHKOM 1. ComepkuMoe JIyHOK NepeMellaTh IMTh pa3 NMHUIETUPOBAHUEM,
npu 3ToM 1BeT PP-C nomkeH H3MEHHUTHCS.

Brumanue! Bpems BHeCEHHA KOHTPOJIBHEIX H UCCIIEyeMBIX 0Opa3LoB HE JOKHO
npesbimarh (5-10) mun! Kaxeri o6pasen HeoGxomuMo OTGHMpaTh OJHOPA3OBEIM HAKO-
HEYHUKOM!

1 2 3 4 S | 6 7 | 8 9 [10 ] 11 | 12
A| K | K | K| K | N| N | N3| N3 |NIl|NIl| Nl | Nl
B | K | K | K | K | Nd | Nd | Nod | Ned | Nel2 [ NeI2 | Nel2 [ Nel2
ClK | K | K |K | M5| N | NS | NS | N3 | N3 |eid | Nl3
D | K | K | K | K | N[ N6 NG| N6 | N4 | oA Nsta] Motk
E| K | K | K | K [N N | N7 | N7 | N5 [Nl Poeds,]| Net5 |
F [ Kr | Kr | Ko | Kr | %8 | N8 | N8 [ M8 | Nel6 |\ Nelg P 9wi6,| Jib |
G | Mol | Nel | Nol | Nel [ Ne9 | Ne9 | Ne9 | Ne9 | Ne17 ‘\i&" Nt 7|17
H | N2 | M2 | N2 | Ne2 | Nel0 | Nel0 | NelO | Nel0 | Nel8 | NeTSYchels 12618

core | NS3 | NS4 | NS5 | core | NS3 | NS4 | NS5 | core | NS3 | NS4 | NS5

Pucynok 1 — Cxema BHeceHHst 06pa3I0B B JIyHKH IUIAHLIETA

Buumanue! Crpunsr ummyrocopGenta 1, 5, 9, B MyHKax KOTophik CopGmpoBaH pe-
KOMOMHAHTHBI aHTHIEH Core, KOJHUPYeMbIii CTPYKTYPHOH 00J1acTei0 TeHoMa BFE, map-

—— e R | 8
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KHpOBAHbI KpacHEIM LBeTOM. CTpHIEI HMMYHOCOpGeHTa 2, 6, 10, B mynKax KOTOPBIX COp-
OUPORAH peKOMGHHAHTHEIH anTHren NS3, KOAMPYEMBIH HECTPYKTYPHBIMH 06IacTAMHU re-
HoMa BI'C, MapKupOBaHEI 3e/IeHEIM 1IBETOM. Crpuner ummynocopGenta 3, 7, 11, B myHKax
KOTOPBIX COPOMPOBAaH CHHTETHYECKHil menTuy NS4, KOAMPYEMBIH HECTPYKTYPHEIMHM 00-
7acTAMU reHoMa BI'C, MapKupoBaHBEI CHHUM I[BETOM. Crpumnsl umMyHOCOpGerTa 4, 8, 12,
B JIyHKaX KOTOPBIX COPOMpPOBaH peKOMOHHAHTHEIA aHTHIreH NS5, KOJMPYEMBIH HECTPYK-
TyPHBIMH 0bnacTsMu reHoma BI'C, MapKupoBaHEI YEPHEIM LIBETOM.

8.3 ILnaHmer 3aKJIeHTh IUIEHKONH MU 3aKPBITh KPBIIIKOH U MHKYOHUPOBATh B TEPMO-
CTate npu Temreparype (37+1) °C B Teuenue 30 Mun.

Brumanue! 3a (1-2) MMH 0 OKOHYAHHS MHKyOaluK IpUroTOBUTh pacTBop Kr B
paboyem pasBeneHuw (1 6.5).

8.4 Ypanute conmepxuMoe JIyHOK ¢ TOMOLIBIO IIPOMBIBATEJISI, 3aTEM NPOMBITH JIyH-
KH IIaHIICTa pacTBOPOM UL IPOMBIBAHKS ITaHmeTa (11 6.3) naTh pas.

8.5 BHectu BO Bce JiyHKM IuiaHmera 1o 0,1 (100 mxu) pacteopa PK umu pac-
TBopa Kr B paGoueM pa3BeneHuu (11 6.5) B 3aBHCHMOCTH OT KOMIUIEKTAlui Habopa.

8.6 IInanmer 3akineuTs MIEHKON WK 33KPLITh KPBILIKOH H HHKYOHPOBATh B TEPMO-
crate npu TeMneparype (37+1) °C B Teuenue 30 Mun.

8.7 Ypanute conepixumoe JyHOK IJIAHIIETa ¢ TOMOIIBIO IIPOMEIBATEIA, 3aTeM ITPo-
MBITD JIYHKH ILIAHIIETOB paCTBOPOM [V POMBIBaHHSA IUTaHIIeTa (11 6.3) nsTh pas.

8.8 Bo Bce myHKH m1aHmera BHectH 110 0,1 M1 (100 mxiT) pabouero pactBopa cy6-
crpara (1 6.6) wii PX B 3aBUCHMOCTH OT KOMIUIEKTAIIUH Habopa.

8.9 Ilnanurer 3aKiIeHUTs IIEHKOMN HIIH 3aKPHITH KpBIIIKOW X HHKYOHpOBaTh B TEPMO-
craTe npu Temnepatype (3711) °C B 3alIHLIEHHOM OT CBeTa MeCTe B TeyeHue 15 Mum.

Brumanue! Tlo okoHYaHuY HHKYGAIHH B IyHKAX ¢ o6pasamu ChIBOPOTOK, Conep-
Kauumu anTaTena Kk BI'C, mpousoiier H3MeHEHHe OKPacKH pacTBOpa pa3iHyHON WHTEH-
CHBHOCTH B 3aBHCHMOCTH OT KOHIEHTPALMH aHTHTEN B HCCIeAyeMoM 06paslle CHBOPOT-
Kd: OT 6ecLBETHOH 110 rony6oit (pH HCIONB30BAHIH pabouero pacTBopa cy6eTpara) wirn
OT pO30BOH 110 cHHEH (npu Henons3oBanuu PX).

8.10 OcCTaHOBHTH IEPOKCHAA3HYIO PEeaKLHio IIyTeM BHECEHHSA BO BCE JIYHKH IIO
0,05 mut (50 mMxu1) cTON-peareHTa.

Buumanue! B nyHKax ¢ o6pasnaMu CEIBOPOTOK, conepxxkamumu anturena Kk BI'C,
NPOU3OH/ET H3MEHEHHe OKPACKH PacTBOpa: ¢ roXyGoii Ha XKeTyio (1pu McmONBE30BaHKH
paGoyero pacTBopa cy6eTpaTa) WM ¢ CHHEH Ha KENTYIo (IpH ucrnoske3oBanuy PX).

8.11 He mo3sxe 4eM uepe3 40 MHH NOCTE OCTAHOBKH PeaKIHH OIAcASH
uue OIl pacTBopa B yHKax:

- IIpH HCHONB30BaHMH PX — B JBYXBOJHOBOM pexuMe:
(620-700) um. Jlomyckaercs usmeperue OIT B 0MHOBOIHOBOM peiu
450 HMm.

- TIpH MCIIONBE30BaHUH pabodero pacTBopa cyGceTpara — B
TIpH JUTHHE BOJHEI 450 HM,

9 OGpaboTka pe3yIbTAaTOB aHAJIH3A

9.1 Paccuurars OTHENBEHO Iy CTPHIIOB CpefiHee 3H efll%s_; -
NOITUNG L:‘("?Ph‘;\

— 20 ‘ f
e S

OIlep K7, OF; ma myrok ¢ K™ — OIlep K*, OE.
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9.2 PesynbTaTs! yquTHIBATE TONBKO B TOM ClIy4ae eci:

- 3Ha4eHne Ollep K™ — me Gonee 0,20 OE;

- sHaqenne Ollcp K — He menee 1,00 OF;

- 3Hauenue OII B mynke ¢ KKr - re Gonee 0,15 OE;

9.3 Ilpu coGmoneHun Beme IICPCYNCIICHHBIX YCIOBUM BBIMUCIUTE OTHENILHO JUIS
CTPHUNIOB ~ KpuTH4Yeckoe 3uaveHue (OIlkpur.core; Ollxput.NS3; OIlkpur.NS4 u
Ollxput.NS5), OE, mo dopmymam (1; 2; 3; 4):

OlIlkpur.core = OIlcp K core + 0,2 (1)

OIlkput.NS3 = OIlcp K'NS3 + 0,2 (2).
OIlkput.NS4 = OIlcp K'NS4 + 0,2 3).
OIlkput.NS5 = OIlcp KNS5 + 0,2 (4).

Pesynbrar Tecta cuuTaTh MOJIOKHTENBHBLIM TIpH aHaM3e ucciegyeMoro obpasra
CBHIBOPOTKH (ILTa3MBI) KPOBH YeJIOBEKA Ha JAHHOM Habope peareHToB, eCiu:

1) 3nauenue Ollcore GosbIme Hin PaBHo 3HaueHus Ollkpur.core, miGo

2) sHavenus OIINS st mo6sx ABYX WIH Gonee NS-aHTHTEHOB GoJibINe MJIH paB-
HBI COOTBETCTBYIOIMM 3Ha4eHHsIM OIlkpur.

Ecnu uccnepyemsrii o6paser CBIBOPOTKH (ILTa3Mbl) KPOBH Haer IIOJIOXKUTENBHYIO
PEAKIHIO Ha aHTHTEIA TOJBKO K OXHOMY H3 NS-anturenos, To Heo6x0UMO HCCIIEIOBATh
HOBYIO IIOPLIMIO CBIBOPOTKH (TIIa3MEI) KPOBH OT TOTO XK€ YeJIOBEeKa 4epe3 (2-3) Hemenu ot
MOMEHTa nepeoro ot6opa kposu. XKenarensHo, 9To6sr IIOBTOPHO B3ATEIH 00pa3sel] CBIBO-
POTKH KpOBH (TIa3Msl) 6511 TIPOAHATH3HPOBAH C NPEABIAYIIAM 06pasLoM («IapHBIE CHI-
BOPOTKUY).

Ecimu u B 3TOM ciywae Gynmer TOTyI€H aHAJIOTHYHBIA PE3yNbTaT, CYUTATH PEaAKIIHIO
Ha aHTHTeJIa OTPHLIATEIBHOIH,

10 ®opma Beinycka HabGopa

10.1 HaGop Brimyckaercs B ABYX BapHaHTaX KOMILIEKTAI[UH;

1 xommmexr 1 — mpoBenenue anammsa Py4HBIM criocoGoMm. HaGop paccunrtan ma
Sl 2 po -8

k8! +:2. cTpumna

co

&N
o5 Ve
o}oﬁ/.\\‘l
CEARA

(16 mynox). Beero — 48 ONPENe/IEHUH, BKIII0Yask KOHTPOJIBHEIE 0GP s
2 KOMIUIEKT 2 — NpoBeleHHe aHAIH3A PYYHBIM CcrIoco60 g &
nposezieHue 3 nocranosox MDA Ha pPa3GopHom mianmere: 1 mocT#

(32 mynku). Beero — 24 OnpeaeIeHHs, BKIII0Yas KOHTPOJILHEIE 06 .\; ()5

: Y
11 Yenosusi Xxpanenns u npumenenus Habopa ¥ @5-:_%’*///
11.1 Xpanenue Habopa fomKHO IIPOM3BOIUTHECS B YHCTOM, 3AILMIICHHOM OT BJIATH
¥ CBETA IOMEILCHUH IIPH TeMmepatype (2-8) °C B TeueHue Beero .CPOKa O/THOCTH.
3amperaercs 3aMOpa>XUBaTh KOMIIOHEHTEI Habopa. f KONUA BEPHA
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11.2 JIna nomyvenus manexmsix PE€3yIBTaTOB HEOOXOAHMO CTPOroe COBNIOMEHUE
MHCTPYKIIMH 10 IPUMEHEHHIO HaGopa.
11.3 Cpox rogsoctu HaGopa — 12 MecCHIIeB.

[1]

[2]
[3]

[4]

(5]

bubanorpadus

IIpuka3s Ne 66 ot 20.04.93 r.

O Mepax 1o cHmkeHHMIO 3a601eBaeMOCTH BHPYCHBEIMH relaTuTaMu B Pecry6muke
benapycs

ITpuxa3 Ne351 or 16.12.98r.

CGopHMK HOpMaTHUBHEIX AOKYMEHTOB 110 ripobreme BITY/CITH T

OCT 42-21-2-85

Crepunusanus u Ae3UH(EKIUA U3NeNnnil MeIUIUHCKOro HasHavyeHus. Meronsl,
CPENCTBa H PEXHUMBI

[Tocranosnenue Ne 33 Munucrepctsa 3ApaBooxpaneHus Pecry6iuku Benapych
ot 08.08.2000 r.

O nopsizke npoBeneHns 06M3aTebHEX MEIMIHHCKHX OCMOTPOB pabOTHHKOB
CanurapHble HOPMEI ¥ paBHIa

CanlTuH Ne 2.1.7.14-20-2005 ITpaBuna o6pamenus ¢ METULUHCKUMH OTXOJaMH
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