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HaGop peareHToB BbIIyCKAETCSI B OJHOM KOMILIEKTE:

JIpOOHOT0 UCIIOIL30BaHUS HAbopa.

HaGop paccuutan Ha mnpoBeacHue 96 (8 x 12) ompenencuwid,
KOHTPOJbHBIC, TpEeAHa3HAYEH JIi PYYHOW TIOCTAHOBKH C BO3MOXKHOCTHIO

BKJIO4Yas

. HA3BHAYEHHE

HaGop pearentoB «JIC-UDA-AHTU-BOB-NA-G» —

TCCT-CUCTEMA

uMMyHO(hEepMEHTHas Uil BbISIBIICHUs] aHTUTEN Kiacca [gG k saepHOMYy aHTUTEHY
(NA) Bupyca Dmmreiina-bapp B chIBOpoTKe (I1a3Me) KPOBU YEJIOBEKA C IICIIBIO

criennpuIeCcKON JUAarHOCTUKH MH(EKITUH.
II. COCTAB HABOPA «IC-UPA-AHTU-BIB-NA-G»

Tabmuma 1
X dopma
apaKTEpUCTUKHU PEarcHTOB

BBIITYCKa
NMMYHOCOPOGHT — TOJUCTUPOJIOBBIA pa300pHbI  96-TyHOUHBIM
IJIaHIIET € MPO3pauyHbIMUA OECIBETHBIMU JIYyHKaMH, B KOTOPBIX 1 [IaHLIeT
COpOMpOBaHbl  PEKOMOMHAHTHBIE  SIACPHBbIE AHTUIEHBI  BUpPYCa
OnmrerHa-bapp.
Konbrorar (koHIEHTpaT X 21) — MOHOKJIOHAIGHBIC AHTUTENA MBIIIH
MPOTHB UMMYHOTJI00yIMHa G yenoBeKka, MEUeHHBIC TIEPOKCHIa30M XpeHa. | 1 ¢uiakon
[Ipo3paunass wiam cierka onainecuupyromas, OecuBetHas wunu| 1,0 ma
CBETJIO-)KEITOTO IBETA KUJKOCTD.
K+ (KOHTpOJIbHBIM MOJIOKUTENbHBIN 00pa3el]) — ChIBOPOTKA KpPOBU
4eyioBeKa, conepikaias antutena kiacca IgG k smepHOMY aHTUTEHY
Bupyca OnmureiiHa-bapp, He cogepxamas HBsAg, anturena x| 1 ¢uakon
BHY-1,2 u Bupycy renarura C, ”HAKTUBUPOBAHHAS. 1,5 mn
[Ipo3paunas WM cierka onajJecuUpyromas MajJIuHOBO-KPaCHOIO IIBETA
AKUIKOCTD.
K- (KOHTpOJBHBIN OTpUIATENBHBIN 00pa3eln) — ChIBOPOTKAa KpPOBH
4eJloBeKa, He cojepkamias aHTuTena kiacca 1gG k  smepHOomMy
aHTUTeHY BHUpyca OmnmTeiHa-bapp, He coxepxkamas HBsAg, | 1 ¢nakon
antutena k BUY-1,2 u Bupycy rematuta C, uHakTuBupoBaHHas. | 3,0 mu
[Ipo3paunas wWinM clerka ONAJECHUPYIOMAs 3€JICHOr0  [BETa
KUJIKOCTb.
PPK — pacTBOp i1 pa3BeieHUsI KOHBIOTaTa. 1 ¢hnakon
[Tpo3paunas WM ciierka onaJieCHUpyroIias KeJIToro IBeTa KUAKocTh. | 13,5 mn
BP — Omok-pactBOp — JIs pa3BelEHUs] HCCICAYEMBIX OOpasIloB. 1 draxon
[Ipo3payHas wiaM cierka onajecuupyroas cuHe-(QUOoIETOBOTO 1BETA 125 v
JKUJIKOCTbD. ’
1P — mpoMBIBOUHBI pacTBOp (KOHIIEHTpAT X 25).
[Ipo3paunass wiaM  cjerka omnajecuupyronias — OeclBeTHas WU | graxon
CBETJIO-KENTOrO IIBETAa >KHUJKOCTh, JOMYCTUMO OOpa30BaHHE OCAaJKa, 50.0 a1

,

NOJTHOCTBIO pacTBopsAromierocs npu temneparype ot 35 mo 39 °C u
BCTPSIXMBAHUHU.
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Cb - cyOctparHbiii OydepHblii pacTBOp, COAEpXKAIIMK JTUMOHHYIO
KHUCJIOTY, ameTaT HaTpHs, PacTBOp Mepekucu Boaopona. I[Ipospaunas
OecrBeTHas KUJIKOCTb.

1 ¢pnakon
15,0 M

TMB — pactBop, conepsxanmii 3,3',5,5"-rerpaMeriioeH3umHaeruapoxiopun. | 1 giakon

[Ipo3padnas 6ecriBeTHas KUIKOCTb. 1,5 mn
Cromn-peareHT — pacTBOp CepHOM KUCIOTHI 0,75 MOJIB/II. 1 dbmakon
ITpo3paunas 6ecrBeTHAs KUIAKOCTb. 25,0 M

PeareHTbl MOMEIIalOT B KOPOOKY KApTOHHYIO, KyJa BKJIAJIbIBAIOT

WHCTPYKIIMIO IO TPUMEHECHUIO.

Kppika k monucTuposioBeiM 96-TyHOUHBIM IUTAHIIETaM | | IIT.

JIOTOJIHUTEILHO | WM 3aIUTHAS TWieHKa Juid MDA mumaHeTos 2 1IT.
HaOop MoxkeT | OTHOPA30BbIE HAKOHEUHUKHU 16 .
OBITBH IlimacTukOBasi BAHHOYKA ISl dKUJIKAX PEAr€HTOB 2 .

YKOMIUIEKTOBaH | [TomuaTriieHOBBIH makeT ¢ 3amkoMm Zip-Lock wim

1 .

IUIACTUKOBAsA CKPCIIKA

MEPBI IPEJOCTOPOKHOCTH
JIOCTOBEPHOCTH  PE3yJbTATOB 3aBUCUT OT IIPABUJIIBHOIO  BBINIOJHEHUS

CJICIYIOIINX MTPaBWJI J1a00OPATOPHOM MPAKTUKHU:

[TocranoBky M®PA cnemyer mpoBOJWTh, B TMOMEMICHUH C TEMIIEPATYpOM
ot 18 mo 24 °C.

Henb3s ucnonb30BaTh peareHThl 3 HA0OPOB Pa3HBIX CEPUH.

Henp3ss wucnonp30BaTh peareHThl IIOCIHE HCTEYEHUS CPOKa TOJHOCTH,
YKa3aHHOT'O Ha YITAKOBKE.

[lepen nucnoyib30BaHUEM BCE peareHThl HA0OpA BBIAEPKATh MPU TEMIIEpAType
ot 18 no 24 °C B Teuenue 30 MuH.

PacTBOpBI TOTOBUTH OCTOPOKHO, UCKIIFOUAS KAKOE-JINOO0 3arpsi3HEHUE.
Henb3s mpoBoaAuTh (PEPMEHTHYIO pPEAKIMI0 B MPUCYTCTBUH PEAKTUBHBIX
napoB (KUCJIO0Ta, IIeJI0Yb, AJIbJAECTU/IbI) WU MbUIM, KOTOPbIE MOTYT MOBJIUSATH
HA aKTUBHOCTH KOHBIOTATOB.

JlaboparopHass ~ mocyga  JOJDKHA ~ OBITh  THIATENBHO  IPOMBITA;
IPEAITOYTUTEIBHO MPUMEHEHUE MAaTEPUAIIOB OJTHOPA30BOTO HCIOJIb30BAHUS.
[lepen HMCHOJIB30BAaHWMEM IUIACTUKOBBIE BAHHOYKH IS KUIKUX PEArceHTOB
OTNOJIOCHYTh BOJOM JUCTUJUIMPOBAHHOW. MHOropa3oBble BAHHOYKH IS
aBTOMATUYECKUX aHAM3aTOPOB HEOOXOJAMMO cpa3y 1ociie  padoThl
OMOJIOCHYTh BOJIOW IUCTHJUIMPOBAHHOM. 3ateM mpombITh 70% pacTtBOpoM
STUJIOBOT'O CIIUPTA U CHOBA ONOJIOCHYTH BOJOU AUCTUILUIMPOBAHHOM.
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NMmMyHOCOpPOEHT  JIOMyCKaeTCsi  XpaHUTh B TMPOMEKYTKAX  MEXKIY
OT/ICJIbHBIMU omeparusiMu He 0osiee 10 MUH (HEIb3s1 JOMYyCKAaTh BBICBIXaHUS
JYHOK TIJIAQHIIIETA).

depMeHTHasi peakiusg 0CO00 UyBCTBUTEJbHA K MOHaM MeTauioB. Hemnb3s
JIOMyCKaTh KOHTAKTa META/UIMYECKUX MTPEIMETOB C paCTBOPAMU KOHBIOTATOB
WM cyOcTpara.

Heo6xoauMo 1Ccnoib30BaTh YUCTHIA HAKOHEYHHUK ISl KaXA0T0 00pasia wiu
peareHra.

IIpoMbIBKa JIYHOK — Ba)XHBIM 3Tall B JaHHOM IIpoleaype: HEOOXOIUMO
co0JIt01aTh PEKOMEH/I0BAHHOE KOJMYECTBO IIUKIIOB MPOMBIBKH U YOCIUTHCH,
YTO JYHKH TMOJHOCTBHIO 3aIOJIHSIOTCS, HE JOMYCKATh OCTATKa JKUIAKOCTH B
JyHKaX TMOCJi€ NpOMBIBKM. HemnpaBuibHO MPOBEICHHBIM 3Tall MPOMBIBKU
MOXET MPUBECTU K HETOYHBIM PE3YJIbTATaM.

Henb3s wucnonb3oBarh OJHY M Ty JKE€ €MKOCTb JJIi MNPUTOTOBJICHUS
KOHBIOTaTa U PaCTBOPOB.

HeoOxoamMo  HWCMONBb30BaTh  TOJIBKO  BAJIUMAUPOBAHHBIC TMHUIETKH U
000py0BaHHUE.

Henb3s u3MeHsATh Npolieaypy IPOBEICHUS aHAN3a.

Henb3sa moaBepraTe peareHThl BO3JCHCTBUIO BBICOKOW TEMIIEPATYPHl HIIH
OPSIMOTO COJIHEYHOTO CBETA.

NHCTPYKIHUMU 110 BE3OITACHOCTH

Bce pearentsl Habopa npeHa3HavueHbI 15 1a00paTOPHON TUArHOCTHUKHU.
CpIBOpOTKM (TUI1a3MBbI) KPOBHU YEJIOBEKA, MCIOIb3YyEMbIE IIPU MPUTOTOBJICHUU
K-, ObIM TIPOTECTUPOBAHBI U OINpPEACIECHb HEPEAKTUBHBIMU B OTHOIICHUU
aatuten kimacca IgG k smepromy antureny (NA) Bupyca DmmreitHa-bapp,
NOBEPXHOCTHOI'O aHTUT€HA BUpyca renarura B, antuten k Bupycy renatuta C
U BUpyCy UMMyHoiedunnTa yenoseka BUY-1,2.

ChIBOpPOTKH (TUIa3Mbl) KPOBH YEJIOBEKA, UCIIOJIb3YEMbIE ITPU MPUTOTOBIECHUN
K+, ObuIM mpoTEeCTUPOBAaHBI U ONpPEAEIEHbl HEPEAKTUBHBIMU B OTHOIIECHUU
NOBEPXHOCTHOIO aHTUreHa Bupyca rematuta B, anturen k BUY-1,2 u x
BHUpycy renarura C.

B nmomemieHnn ¢ HMMMYHOJIMAarHOCTUYECKMMHU MaTepuajiaMu  HEJb3d
yHOoTpeOsATh MUIILY, TUTh, KYpUTh, IPUMEHATH KOCMETHUKY.

Henw3s nunerupoBaTh pTOM.

[Ipu pabote ¢ uccneayembiMu OOpa3liaMu HEOOXOIUMO OOpalaThCsi Kak C
NOTEHUMAIbHO OMACHBIMU MaTepuaiamMH, T.K. HU OAWH H3BECTHBIA METOJ
TECTUPOBAHUS HE MOKET rapaHTUPOBATH OTCYTCTBUE MH(PEKIIMOHHBIX areHTOB.
IIpu pabGore ¢ m0OBIM O0OpPYJAOBaHHEM, KOTOPOE KOHTAKTUPYET C
UCCIEeTyEMBIMH 00pa3iaMu HeOOXOAMMO OOpalaThCs Kak ¢ MOTCHIIUAIBHO
OMacHBIMHU MaTepHUaIaMHu.
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[Ipu pabore ¢ HAOOPOM pEareHTOB W HCCIAEAyEeMBIMH OOpa3lamu
HEOOXOJMMO HCIOJb30BaTh CIICIl. OJEXKAY M OJHOPA30BbIC MEPUYATKH,
THIATEIHHO MPOMBIBATH PYKH MOCIIE PAOOTHI C HUMH.

HeobxomuMo wu30erath pacrleCKMBaHWS OOpas3IlOB WM  PacTBOPOB,
coJiepKaInx 00pasIibl. [Tpu pacIUIECKUBaHUU HEMEIJICHHO
ne3uHGUIUPOBATh MOBEPXHOCTh 3% pacTBOpoM xyiopamuHa b.

HeoOxonumo nzberath kKoHTakTa cyoctparnoro 0ydepa, TMBb, cron-pearenra
C KOYKEU U CIIM3UCTHIMHU.

[locne mpoBeneHus: (HEpMEHTHOM peaKIMU HEOOXOJMMO HEUTPaIU30BaTh
W/WTW  aBTOKJIABUPOBATH PACTBOPHI, OTXOAbl WJIM JIOOBIE KUIKOCTH,
cojepkalue onoaorudeckrue oopasiipl, 10 copoca B KaHaau3aluio. TBepipie
OTXOJbl  (MCIOJIb30BAaHHBIE IUIAHIIETHl, HAKOHEYHUKH K J103aTOpam,
(dbakoHbl, JJabopaTopHas IOCyJa, OJHOPA30BbIe NMEPUYATKH U T. J.) JOJKHBI
OBITH 00€33apakeHbl TorpykeHneM B 6% pacTBOp MEPEKUCH BOAOPOJIA C
0,5% cuHTETHYECKOr0 MOOIIETO CpeAcTBa WK B 3% pacTBop xjopaMmuHa b.
JUTUTEILHOCTh Jie3aKTHBallMM — He MeHee | 4. JlomycTHUMO TpUMEHEHUE
JIPYroro pa3peuieHHOro K MPUMEHEHHIO J€3. CPEACTBA. TBEPABIE OTXOIbI
TaKXke CleAyeT 00e3BpEKUBATh ABTOKJIABUPOBAHHUEM B TeyeHue vaca Ipu
temmeparype oT 124 no 128 °C mox pgaBnenuem 1,5 k[ /om? (0,15 MlIIa).
Kunkve otTxoapl (IPOMBIBOYHBIE BOJBI) ClEAYEeT 00€33apa’kuBaTh
nobapieHueM cyxoro xjopamuHa b u3 pacuera 30 1/n1 (ATUTEIHLHOCTH
J€3aKTUBALIMU — HE MEHEE 2 4) WUJIM KUIIIYCHUEM B TE€UEHUE 30 MUHYT, WU
aBTOKJIaBUPOBAaHHUEM B T€YeHHe | 4 moj maBieHueM 1,5 k[ /em® (0,15 MlIIa)
npu temneparype ot 124 no 128 °C. MHCTpyMEHTBI U 000pYyJOBaHUE J0 U
nocJje padboTsl HEOOXOAUMO TIPOTUPaTh 2 pa3za 70% 3TUIOBBIM CITUPTOM.

> &

Xt Hekoropeie pearentel  coaepxkar 0,05%  Ilpoxmun  300.
[Tpoxkmua 300 0,05% — pa3zapaxaromiee BemecTBO. MOXKET BbI3BaTh
CEHCUOMJIM3AIINIO MPU KOHTAKTE ¢ Koxkel. [Ipu KOHTakTe ¢ KOKel MPOMBITh
00JIacTh KOHTAKTa OOJBIIUM KOJMYECTBOM MbLIIA U BOJIBI.

HEOBXOAUMBIE MATEPHAJIBI U OBOPYJIOBAHUE, HE
HOCTABJIAEMBIE C HABOPOM PEAT'EHTOB
Bopa muctriummpoBaHHasl.
ABTOMAaTUYECKHE WM  TOJIyaBTOMAaTUYECKHUE,  PETYJIHPYEMBIC  HIIH
MIPEABAPUTENILHO YCTAHABIMBAEMbIE OJHOKAHAJIBHBIE WM MHOTOKAHAIbHBIE
MUNETKU ¢ U3MEHAEMBIM 00BEMOM JIJ1s1 0TOOpA KUIKOCTEH.
OnHOpa30BbIe HAKOHEYHUKH K MUITETKAM.
WNukyb6arop mukporutanmretHeii (37,0 + 0,5) °C.
ABTOMAaTHYECKA MUKPOIUIAHIIETHBIN BOLIEP.
['pagyupoBannbie nmiHAPHL: 25 M, 100 v, 1000 mut.
MUKpONIAHIIETHBIA PUAEP C BO3MOXKHOCTBIO HU3MEPEHUS OINTHUYECKOU
miotHOCcTH (OIT) mpu dunsTpax 450 Hm u 620-680 HM.
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VI. OTBOP A IIOAT'OTOBKA OBPA3IIOB

JIJis MCKIIOYEHMS] JIOXKHBIX PE3YJIbTAaTOB HEJb3s MOJBEPraTth MCCICAyEMbIC
00pa3iibl TEePMOUHAKTUBHUPOBAHUIO, HEOOXOIMMO OTOMPATh U XPAHUTH UX B YCIIOBUSX,
NPEIOTBPAIIAIONINX OaKkTepuaibHbli pocT. Kaxaplii oOpaszer; ChIBOPOTKH CIIEAYET
OoTOMpaTh HOBBIM HaKOHEUHUKOM! OTOOpaHHbIe 00pa3Ilbl XpaHUTh He OoJiee 3-X CYyTOK
npu temmneparype ot 2 no 8 °C. bonee AjMTeNbHOE XpaHEHUE JOMYCTUMO MpHU
TemnepaType He Bbiiie MuHyc 20 °C (00pa3ipl MOTYT MOABEPIaThCs 3aMOPAKUBAHUIO
U oTTauBaHUIO He Oosee 1 paza). OOpasibl ¢ BRIpAKEHHBIM OAKTEpUATILHBIM POCTOM,
reMOJIM30M U TUMEPIMIUAEMUEH MOTYT JaTh HENMpPaBUIbHBIA pe3ynbTar. OOpasiibl
CBIBOPOTKH (TLJIa3Mbl) KPOBH, COJIEpKalllU€ arperarbl WM OCaJoK, HEOOXOIUMO
«OCBETJISATHY EHTPUDYTUPOBAHUEM.

VIl. HIOAT'OTOBKA PEATEHTOB

1. PeareHTbl, FOTOBbIE K IPUMEHEHHUIO:

K- — KOHTPOJIBHBIN OTpULIATEIbHBIA 00pa3elr;

K+ — KOHTpOJILHBIHN TTOJOKUTENBHBIN 00pa3ell;

PPK — pactBOp 1111 pa3sBeA€HUSI KOHBIOTATA;

BP — Grokupyromuii pacTBOp 115 pa3BeACHUS UCCIEIYyEMbIX 00pa3IOB,;
Cron-pearenr.

2. PeareHTbl, TpeOyIOlIMe MPEIBAPUTEIHHOT0 PUTOTOBJIEHUS
NmmyHnocopOenT. Kaxnplii rmiaHmer, cocrosmuid u3 12 CTpumoB, ymakoBaH B
dbonprupoBaHHbIi TakeT. BCKpbITh (HONBIUpOBAaHHBINA TAKET W BBIHYTH ILIAHIIIET.
B3sTh HEOOXOAMMOE KOJMYECTBO CTPUIIOB. Hencnonap3oBaHHBIE CTpUITBI 0€3 pamMKu
MOMECTUTh O0O0paTHO B (POJIBIMPOBAHHBIA TMAKET (HE YJaIsisl CWIMKareib!) u
THIATETbHO TePMETU3UpPOBaTh. [[s1 3TOro0 MOMECTUTh BCKPBITBIA MakeT ¢
UMMYHOCOPOEHTOM B TMOJMATWJICHOBBIM MakeT ¢ 3aMkoM Zip-Lock wnmm kpait
(GOJILrUPOBAHHOTO MaKeTa CBEPHYTh 2-3 pa3a M 3aKpeNuTh, HAJECB CBEPXY CKPEIKY
i (oJIbrupoBaHHOrO mnakera. [locie BCKphITHS MakeTa UMMYHOCOPOEHT CTaOWIIeH
B TeueHue 6 mec. nmpu Temmneparype ot 2 a0 8 °C.

PaGounii npomsbiBouHbIid pacTtBOp (IIP). Conepxumoe (QuakoHa ¢
KOHIIEHTpPaTOM (KOHIIEHTpaT X 25) NPOMBIBOYHOI'O pPacTBOpa TIIATCIHHO
nepeMmematb. [{ns  npuroroBiieHUss  paboO4yero  MPOMBIBOYHOTO  pacTBOpa
HEOOXOJMMBIMT 00bEM  KOHIIEHTpaTa IPOMBIBOYHOIO pacTBOpa PpPa3BECTH
COOTBETCTBYIOIIUM OOBEMOM BOJBl JUCTHUIMPOBAHHOH (cM. Tabm.  2).
[TonydeHHBI pacTBOp THIATENBHO Mepemeniarb. [IpuroToBiaeHHbI padouuit
IIPOMBIBOYHBIN PACTBOP XPAHUTh B UUCTOM IIJIOTHO 3aKPBITOW €MKOCTH B TEUEHHE
14 cyrox nmpu Temneparype ot 18 no 24 °C.

Pabounii pacTBop konblrara. HeoOxomumoe kommuectBo PPK mepenectu B
YUCTHIN (DJIaKoOH, T00ABUTH COOTBETCTBYIOIIEE KOJIMYECTBO KOHIIEHTpaTa KOHbIOraTa
(konuenTpar X 21) (cM. Tabim. 2) M OCTOPOXKHO IIepeMelaTh, HE JOIyCKas
BCIICHUBAHUSl (MHTEHCHBHOE MEpEMENIMBAHUE HE MPUMEHSATH!). XpaHUTh HE OoJiee
6 4acoB B 3aIlIUIIIEHHOM OT CBETa MecTe Mpu TemrepaType ot 18 1o 24 °C.
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CyocrpatHas cmecb (CC). Passectu HeoOxomumbii  o0bem  TMb
cootBeTcTBytomuM o6bemMoM Cb (cm. Tabn. 2). TmarensHO TepemMemiaTh 10
1ojHoro pactBopeHus. CyOCTpaTHYHO CMECh T'OTOBUTH IEPE] HMCIIOJIb30BAHHEM.
XPpaHEHUIO HE TTOIJIEKHUT.

CyOcTpaTHasi cMech J10JI5)KHA OBITH OeCBeTHOM!

3. XpaHeHHe HEUCNOJIb30BAHHBIX PeareHTOB

[Tocne BCkpbiTHS (HDJTAKOHOB OCTABIIMECS HEUCIOJIb30BAHHBIMU PEAreHTHI:
KOHBIOTAT (KOHILEHTpaT X 21), KOHTPOJbHBIA MOJOXUTEIbHBIA oOpazern (K+),
KOHTPOJIbHBIN oTpumareabHbiii odpaser; (K-), PPK, BP, IIP (koHuenTtpar x 25),
Cb, TMBb, cron-peareHT XpaHUTh BO (pJIAKOHAX, 3aKPBITBIX BUHTOBBIMU
KpBIIIKAaMU, Ha MPOTSHKEHUU CPOKA TOJHOCTU TECT-CUCTEMBI MPU TEMIIepaType
ot 2 10 8 °C, UMMYHOCOPOEHT MOCJIe BCKPBITHS MaKeTa MOKHO XPaHUTh B TCUCHUE
6 mec. npu temneparype ot 2 1o 8 °C.

VIIL.ITPOBEAEHUE AHAJIN3A
IIpumeuanue: Ilepex wucnoJb30BaHHEM BCe peareHTbl HalOopa
BblIep:xaTh B TeueHue 30 muH npu temmeparype ot 18 10 24 °C.
HeoOxomuMpie 0O0OBEMBI pPEAreHTOB B 3aBUCHUMOCTH OT KOJMYECTBA
MCIIOJIb3yEMbIX CTPHUIIOB WU IJIAHIIIETA IPECTABICHBI B TAOIHUIIE 2.

Tabnumna 2
Pacxoa pearenToB Ha0Opa B 3aBUCMMOCTH OT KOJIMYECTBA
HCIO0Jb3YEeMbIX CTPHUIIOB
Pabounii npoMbIBOYHBIN PabGouuii pactBop
Kom4ecTBo pactBop (IIP) KOHBIOraTa cc
ch:;:)ﬁf,rm I1P Bona Kounsrorar PPK | CE | TME
(koHIIL. X 25) | nucTminMpoBaHHas | (KoHIl. X 21)

(o) (1) (M) (vn) | (mun) | (M)

1 4 96 0,05 1,0 | 1,0 | 0,05
2 8 192 0,10 20| 20 | 0,10
3 12 288 0,15 3,0 30| 0,15
4 16 384 0,20 40 | 4,0 | 0,20
5 20 480 0,25 50| 50 | 0,25
6 24 576 0,30 6,0 | 6,0 | 0,30
7 28 672 0,35 701 7,0 0,35
8 32 768 0,40 80 | 80 | 0,40
9 36 864 0,45 9,0 | 90 | 0,45
10 40 960 0,50 10,0 | 10,0 | 0,50
11 44 1056 0,55 11,0 | 11,0 | 0,55
12 48 1152 0,60 12,0 | 12,0 | 0,60
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1. Tlepen wcmoONB30BaHWEM IUIAHIIET TIPOMBITH 2 paza pabouum [IP:
OCTOPOXKHO BHecTH pabGoumii IIP B MyHKHM TIaHIIETa ¢ MOMOIIBIO MTPOMBIBOYHOTO
yCTpOMCTBa 10 Kpa€B JyHOK (He MeHee 380 MKII B JIyHKY), BbiaepkaTh 40 ¢, 3aTem
yIaJdUTh MPOMBIBOYHBI PAacTBOP B EMKOCTh C JAC3UH(OUIMPYIOIMIUM PaCTBOPOM.
PekoMmeHmyeTcss MCHOJb30BaHUE AaBTOMATHUYECKOIO MHUKPOIUIAHIIETHOIO BOLIEPA.
Henocrarounast mpoMbIBKa MOKET HEOJIArONPUSITHO MOBJIUATH HA TOYHOCTh aHAJIM3A.

2. KoHTpousibHBIE 00pa3iibl pEKOMEHIYETCSI BHOCUTD IO CIEAYIONIEH CXeMe B
3aBUCUMOCTH OT KOJIMYECTBA UCIIOJIb3YEMBbIX CTPHUIIOB:

1 crpum — 1 nynka — 100 mxn K+, 2 mynku no 100 mxn K-;

2 crpuna — 2 aysku 1o 100 mxin K+, 2 mynku o 100 mxn K-;

3 crpuna u 6osee — 2 nmynku o 100 mxin K+, 3 mysku mo 100 mxi K-

B nynku ctpuna, nanpumep, A-1 u B-1 Baectn no 100 mxn K+, B 3 nmyHku
C-1, D-1, E-1 — mo 100 mkx K-. B ocTanbHble TyHKH UMMYyHOCOPOEHTA BHECTH T10
90 Mkn Onok-pactBopa, 3aTeM 1o 10 MK 00pa3IoB HCCIEAYEMBIX CHIBOPOTOK
(pa3BeneHue ceIBOPOTOK 1:10).

3. ComepxkuMoe  JTyHOK  TIIATEbHO  MEpeMelIaTh  OCTOPOXKHBIM
MUNETUPOBAHUEM, MNPHU ITOM (PUOJIETOBO-CHUHUM IBET JOJDKEH HM3MEHUTHCS Ha
royiyooBaro-3eneHbiil. Eciiu n3aMeHeHue 1BeTa He MPOU30IILIO0, 3HAYUT, CHIBOPOTKA
He BHeceHa. CTpUNbI 3aKPbITh KPBIIIKOW WJIM 3AIMMTHON MJIEHKOW U BBIIECPKATH
30 mun ipu Temmnepatype (37,0 = 0,5) °C.

4. ConmepXuMO€ JIYHOK aKKypaTHO YJAJIWTh B €MKOCTb C JI€3. PACTBOPOM, C
MOMOIIIbI0 TIPOMBIBOYHOTO YCTPOWMCTBA, IUIAHIIET MPOMBITH 4 pa3a padouum IIP,
UCIIOJIb3Ysl aBTOMATUYECKUI MUKPOTUIAHIIIETHBINA BOIIIEP, KaK yKa3aHo B II. 1.

5. Bo Bce iyHKHM OTMBITOTO TiIaHIIeTa BHecTH o 100 M1 pabouero pactBopa
KOHBbIOrara. [lnaHmer 3aKkppITh KPBHIIKOW MM 3allUTHOMN IUICHKOM W BBIAECPKATh B
teuenre 30 muH npu Temreparype (37,0 £0,5) °C.

6. Conmepxumoe JIYHOK aKKypaTHO YAaJduTh B €MKOCThb C JI€3. PaCTBOPOM, C
MOMOIIBIO MPOMBIBOYHOIO YCTPOMCTBA, IUIAHIIET MPOMBITH 4 pa3a padounm I[IP,
UCIIOJIb3Ysl aBTOMATHYECKUI MUKPOTUIAHIIIETHBINA BOIIIEP, KaK yKa3aHo B II. 1.

/. Bo Bce nyHku orMmbIToro rianmera BHectd mo 100 mxn CC u mnaHiier
BbIIep)KaTh B TeueHue 20 MHH B 3alUMIIEHHOM OT CBETa MECTE MPHU TeMIepaType
ot 18 o 24 °C.

8. Peakmuio ocTaHOBUTH J00aBJICHHEM BO BCE JYHKH TuTaHIeTa mo 50 MKI
CTON-peareHra u 4epe3 3-4 MUHYTHI MPOBECTH YYET PE3yJIbTaTOB MPU OCHOBHOM
bunbtpe 450 HM U pedepenc-punpTpe 620-680 HM, ucnonb3ys puaep. Jomyctum
YYET PE3YIBTATOB IIPU OJJHOM IMHE BOJHBI 450 HM.

IX. YUET PE3VYJIBTATOB
Peak1iyto ciemyer yYuThIBaTh, €CIIM CPEIHUE 3HAYEHHS ONTUYECKOM MIIOTHOCTH
(OII) B mynkax ¢ K+ me Hmmke 0,6, a cpennee 3aauenue K- e 6omee 0,170.
[TonoxuTtenbHbIM cuUMTaTh OOpazer; co 3HadeHuemM OIl paBHBIM WM
npesbimaromumM OIT kputrnueckyro (OIT kpur).
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OTpuniatenbHbIM cuuTath oopasen co 3nauenueM OIl menee Ol kpwur.
OI1 kpHT. pacCUUTHIBATH 1O PopMyJIe:

OIl xkput. = cp.3nau. OII (K-) + A (A=0,170),

riae A — ko3hUIMEHT, onpeesseMblii METOJIOM CTaTUCTHYECKONM 00pabOTKH
pe3ynbpTaToB noctaHoBku MDA Ha npeanpusaTuu-u3roToBUTEIE.

HNuTepnperanusi pe3yibTaTOB
Pe3ynbpTaThl MOCTAHOBKH TECT-CHCTEMBI OIICHMBAIOT C IOMOIIBIO TaOMHIBI 3.
OmHako it 0OoJjiee TOYHOM IIOCTAHOBKM JHMAarHo3a HEOOXOOUMO  TakKke
PYKOBOJICTBOBATbCS KITMHUYECKUMM JIAHHBIMH.

TabOmuma 3
HNuTepnperanus pe3yjbTaToOB NOCTAHOBKHU TECT-CUCTEMbI
HuskoaBuanbie | VCA- | VCA- | EA- NA-
AHTHTEJIA 1gG* IgM 109G 19G
NHKy0aliuOHHBIN Nepuo
WIH OTCYTCTBHE — — — — —
HH(pUIHPOBAHUA
IepBuunasi ungexuus + + +/— - -
OcTpast nepBuYHaA
uH(peKkuusa (MHPEeKIIUOHHbIA + + + + —
MOHOHYKJI€03)
Io3Hsist nepBUYHAS B N +/— N o
HH(pexun (£0,3)
ATHNNYHASA NIEPBUYHAA B N + B B
HH}eKIus
Xponnyeckasi nH(eKIus — + +/— + —
Pannss nacr-uHdpexumus _ + _ + +
(peKOHBAJICHCIIEHIIHA)
Mo3ausas nacT-uHpeKuus
(maTenTHas MHPeEKIUSA 3 + 3 3 +
Y KJIMHUYECKH 3/I0POBBIX
(01 (37))
PeakTuBanus — + + + +

*y nereit 7o 7-8 net IgG k VCA MOryT HE BBISIBIISTHCS.
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X. CPOK I'OJHOCTMN. YCJI0OBUs XPAHEHUASA n

TPAHCIIOPTUPOBAHUA

Cpok romHocth — 24 wMecsia. Habop ¢ HCTEKIIMM CPOKOM TOJHOCTH
VCIIOJIb30BAHUIO HE MOJIEKUT.

XpaHeHue — B CyXOM, 3alMIIEHHOM OT CBETa MECTE MpU TEMIEpPaType
ot 2 o 8 °C.

TpancnioptupoBanne — mnpu Temneparype ot 2 ao 8 °C. Jlomyctumo
TpancnoptupoBanue ot 9 g0 20 °C He Oonee 10 cyrok. 3aMopakuMBaHUE
HE JIOIYCKAETCS.

Pexnamannu Ha crienuduieckue U hu3ndeckrue CBoMCTBa Habopa HAIPABISTH B
aagpec  npeanpustus-uzroropureis — OO0  «Hay4HO-TIpOM3BOICTBEHHOE
oobpenuuenue «Jlumarnoctrdaeckue cuctembdy 603093, Poccus, r. Huwxauit HoBropog,
yi. SlonmoneBast, 1. 22, ten./dakc: (831) 434-86-83 wm ten.: (831) 434-97-12. E-mail:
info@npods.ru, www.npods.ru.

Xl. OBbSICHEHUE CUMBOJIOB HA BHYTPEHHEHN YIIAKOBKE

c € EC Mapxkuposka (EBpomneiickas gupektuBa 98/79/CE mo in vitro
JTMarHoCTUYeCKUM MY)

IVD Tonbko Jy1s1 1abopaTopHOTro UCTOIB30BaHus (in vitro diagnostic)

[OT Howmep maptuu (cepun)

+8'C
g /f TemneparypHbIe Tpeaebl XpaHEH s

g exp | CPOK rOIHOCTH rojy/MecsLy 1ata

x - COI[Gp)KI/IT pasapaxaromee BEUICCTBO

11

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



mailto:info@npods.ru
http://www.npods.ru/

JMonosnurtenbHasi uHpopmanus B coorsercTeum ¢ 'OCT P 51088-2013

o «Habop npenHazHaueH 111 TPO(PECCUOHATLHOTO MCIIOJIb30BAHUS B KIMHUYECKOM
71a00paTOpHOM JUATHOCTUKE CIIEIMaIbHO 00y4YeHHBIM TiepcoHaaom. [Ipu padote ¢
HabopoMm peareHToB cieayeT coomogate ['OCT P 52905-2007 «JlabopaTopuu
MeauIMHCKE. TpeOboBaHuUs K O€30MaCHOCTH» Y.

e «PearenTsl HabOpa HE coJepKaT BPEIHBIX BEIIECTB B OMIACHBIX KOHIIEHTPAIIUSIX,
3a UCKJIIIOYEHHEM pEareHTOB, 0003HAYCHHBIX CUMBOJIOM «BHumanue». Ilpu
nonajaHuyd Ha KOXY WJIM CIU3UCThIE HEMENJICHHO IPOMBITh OOJBIINM
KOJIMYECTBOM BOJIbI.

e Pacmudposka cumBosioB nmo ['OCT P 15223-1-2014 «M3nenus MeIUIIMHCKUE.
CuMBOJIBI, TPUMEHSIEMbIE TMPU MAPKUPOBAHUM HA MEAUIIMHCKUX U3JIEIUAX,
STUKETKaX W B COMNPOBOJAUTENbHOM jokyMeHTauuu. Yacte 1. OOmwue
TpeOOBaHUY.

— N3roroButenb, cumBoia S5.1.1;

— Hata uzrorosienus (YYYY-MM), cumBoin 5.1.3;

— Cpok TrogHOCTH (JaTa HWCTEUYEHUsT CpOKa TOAHOCTH B (Qopmate
YYYY-MM-DD), cumBon 5.1.4 (B3ameH cumBoJa = EXP);

— Howmep o katanory, cumBo:n 5.1.6;

LI Y 3

\,
N

— He momyckaTh BO3JE€UCTBUS COJTHEYHOI'O CBETA, CUMBOJI J5.3.2;

g 2

— bepeus ot Bnaru, cumsoi 5.3.4;
— OOparturech K THCTPYKIIMU IO TPUMEHEHUIO, CUMBOJI 5.4.3;

— Buumanue, cumBoin 5.4.4;

— CoaepXUMOro JIO0CTAaTOYHO JJISI MPOBEACHUS N-KOJIWYECTBA TECTOB
(KOJTMYECTBO OMpeIeIeHN ), CUMBOJ 5.5.5;

U B b=

X

— ConepKuT pazapakaroniee BemecTBO (CHMBOJ UCKIIIOYEH).
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