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NHCTPYKUWNA

no npvMeHeHnto Habopa peareHToB 415 UMMYHO(DEPMEHTHOIO BbiiBNEHUA 1gG aHTUTeN
K aHTUreHaM 3XMHOKOKKa B CbIBOPOTKE (MN/1a3Me) KpoBu
«OXMHOKOKK 1gG-NPA»

1 OBWAA MHPOPMALINA.

11. HasHaueHwue.

Habop peareHTOB /19 UMMYHO(EPMEHTHOIO BbISIBIEHNA 1gG aHTUTEN K aHTUreHam 3XMHOKOKKa B
CbIBOPOTKe (Mna3me) KpoBu «IXMHOKOKK 1gG-MIPA» npeaHasHayeH ANs KayeCTBEHHOrO BbISIBMIEHUS
lgG aHTUTENn K aHTUreHam Echinococcus granulosus B cbiBOpOTKe (NasMe) KpPoBUM METOLOM
TBEpPAO(ha3HOro MMMYHO(EPMEHTHOIO aHam3a.

1.2. BeefeHwe.

OXMHOKOKKOB - Mepejatolimincs OT XKMBOTHbIX K 4enoBeky renbMUHTO3. Echinococcus
granulosus - 3TO refbMWHTBI W3 Pofa NEHTOYHbIX YepBei, KOTOpble SABMAKOTCA BO30yAMTENEM
0[JHOKaMepHOro 3XMHOKOKKO03a Y YefioBeka.

Mpy 3apaxeHun Echinococcus granulosus NPOMCXOAUT MOpaXKeHWe pasfiMyHbIX OPraHoB U
TKaHel ¢ 06pa3oBaHMEM B HMX MapasuTapHbIX KUCT. BO3MOXHO HarHoeHume 1 paspbiB 3XMHOKOKKOBbIX
KUCT, YTO NPUBOAUT K Cepbe3HbIM MOCMEACTBUAM - PacrnpoCcTpaHeHWo BO3GyauTeNns OT odara
MH(EKUMX MO BCEMY OpraHy WM 3a ero npefesibl ¢ 06pa3oBaHVEM [OYEpPHUX KUCT, & B HEKOTOPbIX
Cyyasx K aHa(uakTUYeCKOMY LLIOKY.

VIMMyHOrnobynuHbel knacca G K 3xMHOKOKKaM Echinococcus granulosus B onpegensieMbiX
KOMMYecTBax MOSBNAIOTCA B KPOBW 4Yepe3 6-8 Hefesb C MOMEHTa MH(UUMPOBaHNA. KOHLEHTpaums mx
HapacTaeT M u4epe3 2-3 MecAua AOCTUraeT MakCMMyMa, Ha KOTOPOM COXpaHsfeTcs B TeyeHue
NpofoMKNTENBHOTO BpemMeHW. CTeneHb MOBLILWEHMS YPOBHSA aHTUTeN B KPOBWM TECHO CBfA3aHa C
TSXKECTbHO 3a060/1eBaHUS.

1.3. inarHoctnyeckas 3HaUMMOCTb OMnpeaeneHus.

BbisBneHne 1gG-aHTUTEN K aHTUreHaM 3XMHOKOKKA MOXeT ObITb  WCMO/b30BaHO  ANA
CEPOsIOrMYeCcKon ANarHOCTUKM 3XMHOKOKKO3a BCeX Py HaceneHus.

1.4. Habop npefgHa3Ha4eH AN AnarHOCTUKM UH BUTPO.

1.5. O6nacTb NPUMEHEHUS - KNMHUYeCKas 1abopaTopHas AMarHoCcTUKa.

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



2. XAPAKTEPUCTWVKW HABOPA

2.1. Habop paccunTaH Ha NpoBefeHVe aHanM3a B Ay6nmkaTax 46 mccnefgyembiX 06pasLoB u 2
KOHTPO/IbHbIX CbIBOPOTOK (BCEro 96 onpeaeneHui).

2.2. MpyHUMn paboTtbl Habopa.

BbisBnieHve 1gG aHTUTEN K aHTUreHam 3XMHOKOKKa OCHOBAHO Ha MCMO/b30BaHWM HENPSMOro
BapmaHTa TBepAO(a3HOro WMMMYHOMEPMEHTHOrO aHa/m3a. Ha BHYTpPeHHeld MNOBEPXHOCTU JIYHOK
nnaHweTa MMMobununsosaH aHTUreH Echinococcus granulosus. AHTUTeNa M3 06pasLa CBA3bIBAKOTCA C
aHTUIeHOM Ha MOBEPXHOCTWN NyHKW. O6pa30BaBLUMIACA KOMMEKC BbISB/ISHOT C MOMOLLGHO MbILUMHBIX
MOHOK/TIOHa/IbHbIX aHTUTen K IgG 4enoBeka C MepoKcuaasoim XxpeHa. B pesynbTate o6pasyeTcs
CBSA3aHHbIM C MNNACTUKOM «C3HABUY», COlepXallmin nepokcuaasy. Bo BpeMs MHKybaumm ¢ cybcTpaTHbIM
pacTBOpoM TeTpameTunbeHsngmHa (TMB) NpPOMCXOAWUT  OKpaluMBaHWe pPacTBOPOB B JIyHKax.
VIHTEHCMBHOCTb OKpacky NpsAMO MpOMnopuMoHasibHa cofepxaHuto crieuynduyecknx lgG aHtuten K
aHTUreHaM 3XMHOKOKKa.

2.3. CocTaB Habopa:

- niaHWweT 96-1yHOYHbIN NONCTUPONOBLIA CTPUNUPOBAHHDIW, TOTOB K UCMO/b30BaHMIO - 1 LWT.;

- OTpULATE/IbHbIN KOHTPO/b, MHAKTUBMPOBaH, Ha OCHOBE CbIBOPOTKM KPOBM YenoBeKa, He CofepKalluii
IgG aHTUTeN K aHTUreHaM 3XMHOKOKKa, rOTOB K UCMO/b30BaHMIO - 1 chnakoH (2,0 mn);

- MONIOXMWTENbHbIA KOHTPO/b, MHAaKTMBUPOBAH, HA OCHOBE CbIBOPOTKM KPOBW Y€/I0BEKA, C U3BECTHbIM
cogep>xaHveM IgG aHTUTEN K aHTUreHam 3XMHOKOKKa, FOTOB K UCMO/b30BaHUIO - 1 dpnakoH (1,5 mn);

- KOHbHOrar, rotoB K MCMosb30BaHuto - 1diakoH (14 mn);

- DA-Byep, rotos K 1cnosb3osaHuio - 1 dnakoH (50 mn);

- cybcTpaTHbIn pacTBop TeTpaMmeTunoeHsnamHa (TMB), roToB K MCNonb3oBaHuIo - 1 nakoH (14 mn);

KOHLLEHTpaT OTMbIBOYHOI0 pacTeopa - 1 nakoH (22 mn);

CTOM-peareHT, roToB K UCNONb30BaHWIO - 1 iakoH (14 mn);

6ymara [N 3aKNenBaHnsA niaHLWeT, roToBa K UCMOo/b30BaHNIO - 2 LUT,;

WHCTPYKUMS NO NpuMeHeHnto Habopa - 1wt

aHaIMTYeCKUiA nacnopT (NacnopT KOHTPONSA KavecTsa) - 1 LuT.
3. AHAJTMTUYECKVE N ANATHOCTUYECKUE XAPAKTEPUCTUKU
3.1. AHa/IMTMYeCKasa YyBCTBUTE/LHOCTb.
MuvHUManbHas LOCTOBEPHO ornpesenseMas KoHUeHTpaums 1gG aHTUTen K aHTUreHam 3X1MHOKOKKA He
npesbiwaet 0,03 Eg/mn.
3.2. AHannTMYecKas CneuunUYHOCTb.
CbIBOPOTKM KPOBM OT MALMEHTOB C Pa3/INYHbIMA MHEKLMAMY OblIN NPOTECTUPOBAHbLI C NMOMOLLbHO

Habopa «3XMHOKOKK 1gG-NPA». Hu 0fHa 13 UCMbITaHHbLIX NPO6 He MOKa3aia Halmumne NepekpPECTHOM

peakTUBHOCTU.
Mpeanonaraemble BVAIOLLYE (haKTopb! IMepekpécTHasa peakLys

Opisthorchis felineus OTCYTCTBYET

Opisthorchis viverrini OTCYTCTBYET

FarAiAla hAanAatiAAa
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Fasciolopsis buski OTCYTCTBYET
Toxocara canis OTCYTCTBYeT
Trichinella nativa OTCYTCTBYET
Trichinella spiralis OTCYTCTBYeT
Ascaris lumbricoides OTCYTCTBYeT
E.coli OTCYTCTBYCT
Candida albicans OTCYTCTBYET
Bricokoe cosepxaHneM PCBMATOHAROTO daxTopa OTCYTCTBYET

3.3. Bocnpou3soaMMOCTS.

Bryrpucepniianit xoapdpHIREHT BapHallHi pe3yNbTaToB BRABICHAS coAcpXauna 1gG aHTHTEN K
aHTHTEHAM 3XHHOKOKKA B OJHOM H TOM Xe o0pasne CHBOPOTKE (IUIA3MAEI) KPOBH ¢ HCIIONB3OBAHMEM
Habopa «3xunokokk IgG-HDA» me npepsumaet 8,0%.

Mexcepuiinbii ko>(p¢HUIHCHT BapHalMH Pe3yNbTaTOB BHARNCHHS cofepkanma IgG amTuren k
aHTHTEHAM 3XMHOKOKKA B OZJHOM H TOM k¢ 00pasie CHBOPOTKE (IIa3Mbl) KPOBH C HCIIONB3OBAHHEM
HaGopa «3xunokokk IgG-UMA» ne npepsiaer 8,0%.

3.4. Cnennpu4HOCTS.

IIpa mpoBepke Ha MaHENIR NPEANPHATHA, cOCToAMmIeH H3 HATHBHEIX O0pasloB, AOCTOBEPHO He
coepxaiuX IgG-aHTHTEN K aHTHICHAM 3XAHOKOKKA, cnemaduaHocTs Habopa pearcHTOB «3XHHOKOKK
IgG-HPA» cocTasser He meHee 98%.

3.5.YyBCTBHTENIEHOCTD.

IIpa npobepke HAa MaHENH NpEANPHATHA, cocTosmieli H3 HATHBHHIX 00pasuoB, AOCTOBEPHO
copepxamux IgG-anTATen K aHTHrCHaM 9XHHOKOKKA, YYBCTBHTeNbHOCTE HaGopa peareHToB
«IxHHOKOKK IgG-HPA» cocrannser He MeHee 98%.

3.6. Unrepdepenuna.

Ha pesyibTarsl aHANH3A HC OKA3HBANO BIHAHHUA HCTONB30BaHHE aHTHKOAryAsHTOB OJITA,
TCHapHH MW IMTPAT HATPHA, & TakkKe NPHCYTCTBHE IeMOINOOHHA, TPUIMHLICPUAOB, XOJICCTCPHHA,
Onmmpybuna, ofmero Oenka B KOHNEHTpaIMAX, He MNPEBHINAIOMMX HOPMAIBHHC KIHHHYCCKHE
3HAMCHUA.

3.7. KnnnAveckad mpoBepKa.

Ilpn npoBeACHME KIHHHSCCKHX HCNBITaHMH moarsepxacHa >ddexrusHocTs Habopa pearenros
«OxuHokokK IgG-UPA» ¢ BcmonpzoBaHHeM OHONOTHYECKOIO MATEpHANA, NONYy4EeHHOro B paBHOH
CTeNeHH OT MAHCHTOB MYXCKOIO H JXEHCKOro MoJa U3 MYXYHH H XKEHIWH BO3PACTHOM KaTeropnu or
1,5 no 80 ner. Hcenenopanue nmamuenTos Miamme 1,5 m crapme 80 ner me nporogwmkch BBHAY
OTCYTCTBHS KNHHAYECKOrO MaTepHana A HCCCAOBAHHAA.

JHlnarHocTayeckas YYBCTBHTENBHOCTH: KIHHHYECKHE HCNBITAHHA, MpoBeAcHHBe Ha 300
NOJOXKHTEBHEX ofpasmax CHIBOPOTOK H TJIA3M KpOBH OT 75 NAIMCHTOB C BHUABAEHHHIM IgG
AHTHTENAMH K AHTHIeHAM 3XMHOKOKKA, mokasamu 100% wyscteuTensrocts (300/300 murepsan 98,0-
100% ¢ aoBepuTeNBHON BEPOATHOCTHIO 95%).

JuarHocrudeckas cnenHOMUHOCTH: KIHHHYECKHE HCOHWTaHHA, NpoBedeHHNe Ha 500
@ 000 WPV 1 INFOGLIRMIRY @ WAWGOSTRAINADZORR) TOK M TLIA3M KPOBH OT 125 YCNOBHO 370POBHIX NAIMEHTOB H
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NANMCHTOB ¢ BHIMB/ICHHHIMH NApasHTApHHMHA HHBAIAAMH, HE OTHOCAIAMHCS K ONpPeAeiIaeMolt Ipyine,
noxasams 100% cnetnpuamocts (500/500 mmreppan 99,0-100% ¢ noBepHTENEHON BEPOATHOCTBIO
95%).

4. MEPbB! BE3OITACHOCTH ITPH HCTIOJIb30BAHHH HABOPA

4.1. Morenmmansunit puck npuMenenns HaGopa - xmacc 26.

4.2. CHBOPOTKH KPOBH 4eJIOBeKA, HCNONBIyeMble TPH HNPHTNOTOBNCHHH NOJOXHTCIBHOTO H
otpunarensHoro kontponett (CONTROL+, CONTROL-), HHaKTHBHPOBAHH H HC COACPAAT aHTHTENA K
Bupycy rematTta C, auTirena K BUY 1, 2 u antArena p24 BHY-1, antaren supyca remartuta B
(HBsAg).

4.3. Merponornveckas NpoCACKABACMOCTD OCYIIECTRIANACH, cornacHo I'OCT ISO 17511-2011 ¢
HCTOMB30BaHUEM PCHEPEHTHHIX MECTOAHK.

4.4, Habop npeanasKadeH TONBKO A NPOdEeCCHOHANIFHONO NPHMEHERUA.

4.5. Bce xoMnoHenTal HaGopa B HCIONB3YeMBX KOHIEHTPALMAX ABMSIOTCS HETOKCHYHEIMA.

4.6. Tlpu paGore ¢ HaGopoM HeoOXOAMMO MCIONBL30BATH HEAMBHAYANbHHE CPENCTBA 3ALNATH:
Xanar, rolioBHOK yGop, pe3suHOBbie MIH IUTACTHKOBEIC NCPYATKH, CIICIHANBHYIO 00YBb, 3AIMTHEE OYKH
HIH IHTOK), TAK KaK OOpasmsl CHBOPOTKH HIH NNA3MBl KPOBH CleAYeT PACCMATPHBATH KaK
HOTCHIHANLHO un(bmmponalmuﬁ 6uomarepuan.

4.7. PaGoty ciienyer IpoBORHT B CHCUHANBHO 00OPYNOBAHHOM nomemenuu naboparopus. [lpu
pabore ¢ Habopom 1pebyerca cobmonats «HMBcTpyxumio no MepaM NpoQRIAKTHKA pacnpOCTpaHCHRAS
nHbexnRORREX 3abonepauuil mpu pabore B KIMHNKO-AHATHOCTHYCCKHX MabopaTopHsx neuebmo-
npodunaxTHUCCKUX yupexnennit», yrs. Munsnpapom CCCP 17 aupapa 1991 roaa; T'OCT P 52905
(MCO 15190:2003) «JIaGoparopun Memumunckue. TpeGoBanua 6€300aCHOCTHY.

4.8. Bce OTMEIBOUHEIE PACTBOPH ClIEAYET COOHpaTs B CHCIMANBHEIN KOHTeHHep 1 06pabarsBaTn
He3HHQUUEPYIOMAMH CpPENCTBAMH, paspeHICHHBIME JUIA NpHMEHEHHs Ha Tepputopun PO B
YCTAHOB/ICHHOM NOPAZKE.

4.9. JlaboparopHyi0 NOCYQy MHOIOPAa3OBOTO HCNONBE30BAHHA M PpACXOAHHE MATCPHAJEL,
KOHTAKTHpYIOWIHE ¢ MCCICAYCMEIMH H xomponbm ofpasnamm, craeayer o0essapaxuBarh ¢
ACTIOIB30BAHHEM JEC3MHGUIHPYIONMX CPEACTB, HE COACPXKAIMAX AKTMBHBI KHCIOpOA M XIOp,
OKA3LIBAIONMIMX HEFaTHBHOC BO3ACHCTBHE Ha KayecTBo HDA.

4.10. Hucrpyments, ofopynoBaHMe, a Takke paloude MOBEpPXHOCTH CTONOB HeoGXOAMMO
nporapars 70% pacTBOPOM 3THIIOBOIO CIHPTA.

4.11. Ilpn HCHONB30BAHHH COTNACHO MHCTPYKIHE 0O NPHMEHEHHIO H3JENHE SBISCTCA
GezonacHbM (He HeceT QH3HYECKHX, SKOMOTHUESCKHEX B HHEIX PHCKOB).

4.12. Habop «3xanokokk IgG-HPA» He COASPXKHT NCKAPCTBEHHEBIX CPEACTB IS MEAHIEHCKOTO
NpHMEHEHHUA.

4.13. TloxasaHHA ¥ IPOTHBOTIOKA3AHHS:
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4.13.1. TloKa3aHWA K NPUMEHEHWD MEAULMHCKOrO W3fenus: MNPUMEHATb B COOTBETCTBUWN C
HazHaYeHueMm.

4.13.2. TIpoTMBOMNOKa3aHWUs K MPUMEHEHUO MEAMLMHCKOro u3genus: [poTuBONOKa3aHWiA B
paMKax YCTaHOB/MIEHHOI0 Ha3Ha4yeHNs He MeeT. He NPUMEHATb He MO Ha3HaYeHWH.

5 OBOPYAOBAHWE, MATEPUNAJIbI N PEATEHTDI,
HEOBEXOAUMBIE MNPV PABEOTE C HABOPOM:

- (DOTOMETP BEPTUKA/IbHOr0 CKaHMPOBaHWA, MO3BONAIOWMIA  M3MEPATb  OMTUYECKYHD MNOTHOCTb
COZIEPXXMMOr0 NIYHOK NAaHLeTa Npu AvHe BO/HbI 450 HM;
- TepmocTaT, NoAAepXMBaroLLMiA TemnepaTypy +37+2°C;
- [103aTOpPbl CO CMEHHbLIMU HAaKOHEUYHMKaMU, NO3BONAOLLME OTOMPaTh 06beMbI B AnanazoHe 5-250 MK,
- UMIVHAP MEePHbIA BMECTUMOCTbIO 1000 Mn;
- BOJa AUCTUNINPOBaHHAS,

- nepyaTtkn pe3snHoBbIE NN MTaCTUKOBBLIE,

bymara (hunbTpoBasibHas.
6. AHAJIM3NPYEMB1E OBPA3LIEL

B KauecTBe aHa/IM3Mpyemoro obpasia UCrosb3yeTcs CbIBOPOTKa (MNa3ma) KPoBW.

6.1. TMpoueaypa NONYyYEHUs aHANM3NPYEMOrO MaTepuana.

C6op o006pa3LoB KpoBM MNPOBOAUTL B COOTBETCTBUM C TEKYLUEA MNPaKTUKOW METOA0M
BEHOMYHKUMK, cobnogas CTaHAapTHble fabopaTopHble npouedypbl. [n8 aHaimsa MCnosb3oBaThb
Hepa3BeEHHYO CbIBOPOTKY (M1a3My) KpoBM.

6.2. MoaroToBKa aHaNM3MpPyeMbIx 06pasLoB.

Bo n3bexaHne remonmsa HeO6X0AMMO KaK MOXHO ObICTpee OTAENUTb NiasMy OT 3pUTPOLMUTOB
WM CbIBOPOTKY OT CrycTka. Bblbop npobupok Ans NosyyvyeHust CbIBOPOTKU WM Ma3Mbl, MOATOTOBKY,
LIeHTPU(YyrnpoBaHne, XpaHeHWe U TPaHCMOPTUPOBKY 06pasua MPOM3BOAWUTL COrIaCHO MpaBu/iam
NPOBEAEHNA NpeaHa/IMTUYECKOrO 3Tana, YTBEPXKAEHHbIM 418 nabopaTtopuu.

6.2.1. TpuroToBeHne aHaIM3MPYeMbIX 06Pa3LL0B CbIBOPOTOK KPOBM MaLEHTOB.

KpoBb 0TO6paTb BEHOMYHKUMER, AaTb MOMHOCTbIO  CBEPHYTLCH, OTAENUTb  CbIBOPOTKY
LIeHTpMYrMpoBaHMEM MPY KOMHATHOW TemnepaType.

6.2.2. TpuroToBeHNe aHaN3NPYeMbIX 06pa3LLOB N1asMbl.

C6op KpoBW MpoM3BOAMTL B NPOBMPKK, COAepXKallMe aHTUKOarynsHTbl M HEMeASIeHHO rocne
coopa UeHTpudyrmpoBaTb. B KayecTBe aHTUKOArynsHTOB Mcnonb3osatb SATA, renapuH v umtpart
HaTpus. PeKOMeHyeMOe COOTHOLUEHME aHTUKoarynsHTa W Ouomatepuana, a TakKXe Crnocoobl
MOArOTOBKM 06pasla W pPeXxunmMbl LEHTPUGYrMpoBaHUs OMNMCaHbl B WUHCTPYKUMUM MO MPUMEHEHNIO
NPO6MPOK, NCMOMb3YEMbIX NabopaTopuei.

6.3. Ecnm aHann3 npoBoauTCs He B AEHb B3ATUSA, 06pasLibl CbIBOPOTKM, MNa3Mbl KPOBU, Crefye
XpaHUTb npu  Temnepatype +2-8°C B TeyeHMe 5 CyTOK, [OMYyCKaeTcd O[HOKpaTHOe

pasMopaxvBaHue/3amopaxueaHme 06pasLos npu Temnepatype -20°C He 60nee 2 MeCALEB.
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MoBTOPHOE 3aMOpaXXMBaHVe-0TTamBaHe 06pasLioB CbIBOPOTKM (N1a3Mbl) KPOBM He [OMYCKaeTCs.

6.4. O6pasupbl C remMonn3oM, rUnNepIMNUAEMUEn UM OYEBUAHBIM GaKTepuasibHbIM MPOPOCTOM
NCCNEeOBaHNIO He MOA/IEXaT, a Takxke 1ccrefyemMble 06pasubl, CoepXKallime asng HaTpus B KavecTse
KOHCEepBaHTa.

6.5. MNepepn npoBefieHMeM aHanmsa mccnedyemMble 06pasLbl CbIBOPOTKM (NfasMbl) KPOBW, criedyeT
BblepXaTb NPy KOMHATHON Temnepatype +18-25°C He MeHee 30 MUH.

7. MOAIrOTOBKA PEAITEHTOB AN1A AHAJIU3A.

7.1 Tepen npoBefeHNEM aHanM3a KOMMOHEHTbI Habopa v uccnegyemble 06pasiibl CbIBOPOTKM
(nnasmbl) KpoBM cneayeT BblAepXKaTb MNPV KOMHaTHOW TemnepaType (+18-25°C) He meHee 30 MUH.

7.2. TpuroTosneHne NnaHLUeTa.

BCKpbITb NakeT ¢ NIaHLWETOM M YCTAHOBUTb Ha paMKy He06X04MMOe KOMIMYeCTBO CTPUMOB.

OcTaBLUMECA HEWCNO/b30BaHHLIMU CTPUMbI, YTOObI NPefoTBPaTUTL BO3AEWCTBME  Ha HUX
Bfary, TWATeNbHO 3aKneuTb Bymaroi An1si 3aknemBaHWs MaHLLeTa.

7.3. NpuroTosneHne 0TMbIBOYHOIO PacTeopa.

Copgepxnumoe (hiakoHa C KOHLEHTPATOM OTMbIBOYHOrO pactsopa (22 ms), NepeHecTV B MePHbIiA
uUMnnMHap BmecTMocTbto 1000  mn, fo6asutb 550 M AUCTUNNMPOBAHHOM BOAbI M TLATE/IbHO
nepemewarb. B cnyyae  [gpo6HOro mcnonb3oBaHWs Habopa cnegyeT  oTobpaTb Heobxoaumoe
KOMIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTu AMCTWUAIMPOBaHHOM BOAOW B 26 pa3s
(1 Mn KOHUeHTpaTa OTMbIBOYHOrO pacTteBopa +25 M/ AUCTUNNMPOBAHHON BOAbI).

8. MPOBEAEHME AHAJIN3A

8.1 MomecTuTe B pamKy Heob6XO4MMOe KOMMYECTBO CTPUNOB — WUCCefyeMble 06pasubl B 2
noBTopax M 4 NYyHKN AN KOHTPO/IbHbIX CbIBOPOTOK (OTpuuaTtenbHbii  KOHTponb (CONTROL-) 3
NYHKW, NONOXUTENbHBLIA KOHTPOIb (CONTROL+) 1 51yHKa).

Pa3baBbTe 06pasLibl CbIBOPOTKM (Mna3mbl) Kposu B 101 pas, ucnonbdys MPA-Bygep.

Mpumep: 5 mkn o6pasua + 500 mkn DA-Byepa.

BHumanve! KOHTpO/bHbIe CbIBOPOTKM He pa3baBnsTh.

8.3. BHecuTe B COOTBETCTBYHOLWME NlyHKM B paybnukatax no 100 MK OTpuuaTesibHOro u
nonoxutensHoro koHTponerr (CONTROL+, CONTROL-). B ocTanbHble IyHKM BHECTU B fy6/mKaTax
no 100 MK pa3baBfieHHbIX WcCnedyeMblX 06pasLoB CbIBOPOTKM (M1a3Mbl) KpoBW. BHeceHue
OTPULATENILHOTO M MNONOXUTENbHOro KoHTponein (CONTROL+, CONTROL-) u wuccnegyemblx
06pas3LL0B HEO6XOAMMO NPOM3BECTU B TedeHUe 15 MUHYT.

8.4. AKKypaTHO  MepemMellaiTe  COAEPXMMOE MMaHLWeTa  KPYroBbIMU  [ABMXKEHWAMM MO
FOPU30HTA/IbHOM MOBEPXHOCTW, 3aK/feiTe MiaHWeT Oymaror AN 3akfemBaHWUs MaHLLeTa.

VHKy6upyiTe nnaHweT B TeueHne 30 MUHYT npu Temnepatype +37°C.

85. Tlo OKOHYaHMM WMHKY6GauuMu ypanmTe COLEPXMMOE JIYHOK acnupauuent (Hanpumep, cC
MOMOLLIbKO BOAOCTPYAHOrO Hacoca) WM [eKaHTMPOBaHMEM W OTMONTE NyHKWU 3 pasa. [pu Kaxaow

OTMbIBKe [106aBbTE BO BCE /lyHKM MO 250 MK OTMbIBOYHOFO PacTBOpa, BCTPAXHWTE MNaHLLET
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KPYTOBBIMH ABHXKEHHAMH NO  TOPH3OHTAILHOH MOBEPXHOCTH ¢ MOCACAYIOUied acnupalHed MM
ACKaHTHpOBaHHeM. 3afiepXKa IPH OTMbIBKE (3aMaYHBaHMe JNYHOK) He Tpefyercs.
Tpu xaxa0oM NeKAaHTHPOBAHHH HCOOXOAMMO THIATENBHO YHANATh OCTATKH XKHAKOCTH H3 JYHOK.

8.6. Buecure Bo Bce nyHkH no 100 MK KoHBIOTATA,

8.7. 3aknefite nnanmer Gymarod JIa 3aKkneHBaHMs IUIaHIIeTa M HHKYOHpyiiTe nuaHumer B
TeyeHHe 30 MuHYT npn temneparype +37°C. [lo okoHYaHMH HHKYOALMH YHATHTE COAECPXKHMOE
JIYHOK H OTMOITE JIYHKH 5 pas.

8.8. Brecure Bo Bee nynkn mo 100 M cyGerparHeift pacTBop TerpametunGensuauda (TMB).
Buecenne cybcerpatnoro pactBopa teTpaMetunGensuanHa (TMB) B IyHKH Heo6XoaMMO NpOH3BECTH
B TeueHne 2--3 MAHYT. UHKyOHpyiiTe nnanmer B TeMHOTE NPH KOMHATHOH TeMneparype +18-25°C B
Tedyenne 10-20 MHHYT B 3aBHCHMOCTH OT CTENICHH Pa3BHTHA CHHETO OKPAIUHBAHAA.

8.9. Buecute BO BCe JYHKH C Tolf ke CKOPOCTHIO H B TOH e NOCJICIOBATENLHOCTH, KaK H
cyGcrpatHbili pactBop TerpaMerunbensmamHa (TMB), no 100 Mkn cron-peareHTa, INpH 3TOM
COAECPXHMOE JIYHOK OKPADIHBAETCA B SPKO-XKEITHIH NBET.

8.10. MamepbTe BenuunHy onrtHueckod maotHoctd (OIT) cosepXHMOro JIyHOK MJaHILETa Ha
doToMeTpe BEPTHKANBHOTO CKAHNPOBAHMA NpH ANMMHE BONHH 450 M. Hamepenne OIl comepxumoro
AYHOK NaHIleTa HEOOXOMMMO NpPOH3BECTH B TeYCHHE 15 MHHYT moOC/ie BHECEHHN CTOM-peareHTa.
Bnaik ¢oromerpa BhicTaBRAliTE O BO3AYXY.

9. YYET PE3VJIbTATOB. KOHTPOJIb KAYECTBA.
9.1. Paccunraiite cpeanee 3nauenne OIl orpuuarensroro xoutpons (CONTROL-)
OI1 (CN175Z)Cp = (OIl1 (CN175Z)+0I12 (CN1752)) / 2;

PesynsraThi aHanusa CHYMTaTh JOCTOBEPHHIMH, €CIIH:

- OIl nonoxmrensaoro xouTpona (CONTROL+) He nuxe 1,0 ontwueckux emmnrn (OE);

- OIl orpunarensroro xoxrpons (CONTROL-) ue Bue 0,15 ontuueckux eaunnn (OE) o
BCEX JIYHKaX;

9.2. PaccunTaiite ypoBeHb rpannaHoro suaverus Cut off, ana atoro k cpeanemy suauenmio Ofl
orpunarensioro xoHtpons (CONTROL-) npuGasbre xoadduuuent A, ykazaHlbili B aHANMATHYCCKOM
nacnopre.

Cut off = OII1 (CN175Z)Cp + A

9.3. Paccuuratite nugexc nosmrusHoctH (M1, %) ans xaxaoro mccnemyemoro ofpasna, as

sroro OIl o6pasna pasaennte na snavenne Cut off :
HIT = Ollo6pasua/Cut off
10. MHTEPTIPETALIUA PE3YJIbTATOB

Ilpn UI1 < 0,9 — obpasen oTpHLATE/ILHEIA.

[Ipn HT1 > 1,1 - o6pasen nonoxuTensHH,

Tlpu snavenny U, nexawmem B npoMexytke ot 0,9 ao 1,1- pesynstar B norpanuusoft sone (+/-).

Takue ChIBODOTKM DEKOMeHIVeTCS HCCNEAOBaTh NMOBTOpHO, Ecny nosTopHuilt nomydennsl NbTAT
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Ll 6ygeT HeonpefeneHHbIM, TO CfiefyeT MPOBECTVM TECTMPOBaHUE CbIBOPOTKW, MOJlyYeHHON udepe3 2-4
HeZenn. B cnyyae nonyyeHns HeonpeaeneHHbIX Pe3ynbTaToB Takue 06pasLbl CUMTaTh OTPULLATEbHBIMU.
11. OrPAHMYEHME METOJA

11.1. Habop peareHTOB «3IXMHOKOKK lgG-UPA» npegHasHayeH AN AMarHOCTUYECKUX LeNen,
OAHaKO OKOHYaTe/lbHbIA AnarHo3 He [O/MKEH OCHOBbIBATLCA TO/IbKO Ha pe3y/bTaTax JaHHOro TecTa.

11.2. inarHo3 AomkeH ObITb NOCTaBMEH BPayoM MOCNE NOMHOMO KAMHWYECKOro 1 N1abopaTopHOro
06cnefioBaHNA MaumeHTa.

12. YC/NOBUA TPAHCIIOPTUPOBKW,
XPAHEHNA U SKCMNYATALIM HABOPA.

WHdopmaums, 06 0COGEHHOCTAX TPAHCMOPTUPOBAHWUA [O/MKHA Y4YMTbIBATLCA BCEMU NULAMM,
Y4YacTBYHOLLMMN B XPaHEHWUW, MEPEBO3KE U YTUAN3ALUN (YHUUTOXEHUN) 3TOr0 U3LENNS.

12.1.  TpaHcnopTupoBaHue.

12.1.1.  TpaHcnoptupoBaHne  Habopa  peareHTOB  «OXMHOKOKK  1gG-DA» [0/mKHO
NPOU3BOAMTLCS BCEMM BUAAMU KPbITOrO TpaHCMopTa B COOTBETCTBUM C TPeOOBaHMSMU U NpaBuiamu,
YCTaHOB/IEHHbIMM  Ha [aHHOM BWAe TpaHcnopta, npu Temnepatype (+2-8)°C. Jonyckaetcs
TpaHcnopTMpoBka Habopa npu TemnepaType A0 -b25°C He 6Gonee 15 cyTok. He pgonyckaetcs
3aMopaxxmBaHme Lienoro Habopa.

12.1.2. TpaHCropTUpOBaHMe M3AeNuIA Npy TemnepaTypax, TPebyoLWmMX cobntoaeHuns " Xonomoson
uenu”, obecreymBatoLLeld COXPaHHOCTb TEMMEPATYPHOro pexuma, [O/DKHO OCYLLEeCTBNATLCA B
TEPMOKOHTEHepax  OfHOPa30BOro  MO/b30BaHUA,  COfepXallMx  X1af03fleMeHTbl, WM B
TEPMOKOHTENHepPaxX MHOFOKPaTHOro MpYMEHEHWsS C aBTOMAaTMYECKU MOAAEPKMBAEMON TemnepaTypoit
WK B aBTOpepuKepaTopax ¢ UCNO/b30BaHNEM TEPMOVHAMKATOPOB.

12.1.3. M13genus, TpaHCNoOpTUPOBaHHbIE C HapyLUeHWEM TeMMnepaTypHOro pexuma, npuMeHeHuo
He Mnofnexar.

12.2. XpaHeHwe.

XpaHeHwue n3genuii /nnm KOMNoHeHTOB Mpu TemnepaType oT +2-8°C J0/MKHO OCYLLECTBNATLCS B
XONMOAWNbHBLIX — Kamepax WM B XONOAWIbHMKAX,  06ecneymBatolMX  perfiaMmeHTUPOBaHHbIN
TemnepaTypHbIA PEXMUM C eXXeHEBHOIN pernctpauuein TemnepaTypsbi.

XpaHeHVe CBETOYYBCTBUTE/NbHLIX W3AENNMIA U/MIN KOMMOHEHTOB [O/DKHO OCYLLECTBNATHCA B
TEMHOM MecCTe.

12.2.1. Ha6op peareHToB «3IXMHOKOKK IgG-NPA» 00MKEH XPaHUTLCS B YNAKOBKE MNPeAnpUaTus
N3roToBuUTENSA NpU Temnepatype +2-8°C B TeueHWe BCEro Cpoka rogHoCTM, YKa3aHHOro Ha ynakoBke
Habopa. [onyckaeTcsi xpaHeHue Habopa npu TemnepaType Ao +25°C He 6onee 15 cyTok. He
[lOMyCKaeTcA 3aMmopaxkuBaHue Lenoro Habopa.

12.2.2. B cnyvae Apo6GHOro MCNosb30BaHNA Habopa KOMMOHEHTbI CNeAYEeT XPaHUTb CReay LM
06pasom:

- OCTaBLUMECS HEWCNONMb30BaHHbIMK CTPUMbl, YTOObI NPEeAOTBPATUTL BO3AENCTBME HA HUX
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BJIArH, TIIATENBHO  3aKICHTh Oymarof  Jis  3aKkICHBAHMA IUIAHINETa M XPAHHTH OPH
'reunépa'rype +2-8°C » Teuenne Bcero cpoka roanocTd HaGopa.

- UDA-Bydep, xonsiorar, cyGcrparasii pacteop TerpaMerunGensaanna (TMB), cron—peareRT
nocyie BCKPHTHA (NIAKOHOB ClieflyeT XpAaHHTH NpH Temmeparype +2-8°C B TeueHHE BCero Cpoxa
rogaocTd Habopa;

— nonoxuTeAbHNY KoHTpons (CONTROL+) u otpunarensueti kouTpoms (CONTROL-) nocne
BCKpHTHA (IaKOROB CieAyeT XpaHHTh OpH TeMueparype +2-8°C B TeueHMe BCero CpoKa rofHOCTH
HaGopa.

— OCTaBIUHiiCS HCHCNIONB3OBAHHEIM KOHLCHTPAT OTMBBOYHOIO PACTBOPA CHEAYeT XPAHHTH IPH
TeMnepatype +2-8°C B TeueHHe Boero cpoxa rogHoctd HaGopa.

— MPHTOTORJICHHEIH OTMRIBOYHEIH PacTBOP XPaHHUTH NPH Temnepatype +2-8°C He fonee 45 cyToK,
AOMYCKAcTCA XpaHCHHE IPH KOMHATHOH Temneparype +18-25°C He Gonee 15 cyTok.

IIpumevanue. Tlocne NCHONB30BAHAA PCArcHTa HEMENICHHO SAKpLIBaiiTe KpPHINKY (MIAKOHA.
3akpriBatiTe Kaxanit GPRaKoH cBoelt KPHIIKOM.

12.2.3. Hanenns, XxpaHHBIIAECA ¢ HAPYMCHHEM PEITIANCHTHPOBAHHOTO PEXHMA, IPHMEHEHHIO He
OOICKAT.

12.2.4. Cpok romrocn HabGopa pearenroB «Jxnaokokk [gG-HPA» - 18 Mecanes.

12.3. Oxcruryaraips.

Bce xOMINIEKTH HpeAHasHaYeHH AL pydHOH NOCTAHOBKH H AJA OCTAHOBKH HA ABTOMATHUYSCKHX
aHAH3ATOPaX JUIA HMMYHODEPMEHTHOIO QHANK3A OTKPRITONO THIA ¢ BO3MOXHOCTHIO, KaK ApoGHOro
HCTIOJb30BaHNA ITaHmeTa (Habopa), Tak H JUIX NOCTAHOBKH HENON0 NaHmera (Habopa).

IToTeHMHanbHB  NOTpeOHTENb —  Bpaud  KIMHHKO-JIMATHOCTHYECKHX  Jaboparopuif.
ITpodeccHonanbHas kBanudukanHoHHad rpymma "Bpaws n nposusops” BeeX yposHel (TTpuxas NeS26 or
06.08.2007 r «O6 yreepEacHHE NPOpCCCHOHANBHBIX KBAMHQHKAMOHHNX IPYIN AOJDKHOCTeH
MCIHIHHCKHX H (apMancBTHYCCKHX PaGOTHHKOBY).

MemunuBckrli  nEpcoHAN — KNHHHKO-THATHOCTHYECKHX  JlabopaTopuif  JOokeH — HMeTh
JAOKYMEHTHPOBAHHOE NOATBEPAACHHE NPOBSACHHOIO 00y4eHRS, CBA3aHHOIO C NOTEHIHANBHEIM PHCKOM,
coderalommMce ¢ pabotoil, ¢ MOGHM MEAHITHHCKEM (KITHHHICCKHM) Na00paTOPHBIM YCTPOHCTBOM.

12.3.1. Ipn ucnoms3osanAn Habopa HEOOXOAMMO HPHACPKUBATHCA CHEAYIONMX NPaB:

— He Hcnoyms3opath Habop mocne oxoHYaHHA CPOKa NOAHOCTH;

— He HCnoab3oBaTh Habop peareHToB, ecie yNaKoBKa NOBPEXKACHA;

— HEe CMCIIHBATH KOMINOHEHTH Ha0OpOB pasHHIX cepuif, XpoMe YHHQHIMPOBAHHBIX
HecTeA(HIECKEX PEareHToB (KOEICHTPAT OTMEIBOYHOIO pacTBOpA, CTON-PeareHTa, CyGCTpaTHBIA
pactBop reTpamerniGensnmuaa (TMB),

— TINATENBHO MepeMEILIHBATH PEAreHTH IIPH NOATOTOBKE H MPOBEACHNH AHAIH3A;

— HCIONB30BATh UIY NPHNOTOBJICHHA PEareHTOB XHMHYECKH HHMCTYIO nocyay, oSpaboTaHHYIo
JMCTWUIHPOBAHHON BOAOH;
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.J — HCHONE30BATH TONBKO 060pyAOBaRHE, NPOMCANICS MCTPOMOTHUYCCKYIO TOBEPKY;

/

— HCKIOYHTH mpAMOe BO3JICHCTBHC CONMHCYHEIX JydeH HA TUIAHIIET BO BpeMA IPOBEACHHA
HCCTICIOBAHHS,

— HE JOIYCKATH MPHCYTCTBHE MApOB MEPECKUCH BOAOPOAa H X/IOPa B NOMEIIeHRH [IPH NMPOBEACHHH
HMMYHO(DECPMEHTHOTO aHAJIN3A;

— [OCHC HCNONb30BAHHMA PearcHTa HEMELICHHO 3aKpHBaliiTe KpHmky ¢akona. 3axphiBaiite

Kaxanif ¢nakoR cBoel KpHIKOM;
12.3.2. He znomyckaerca ncrnons3oBaHHe monoxuTenbHoro koTpona (CONTROLY), ecmm
PpacTeop BO $nakoHe MYTHEIH, HaOMOAACTCA OCANOK HIH HENPHATHHI 3anax.

12.3.3. Bce kxommonentTss HaGopa pearentoB «OxmHokokk IgG-UMA» mpu cobmoacnun
TpeGoBanu#t RamHO¥ HMHCTpyxkuum cTaGHNBHBI B TEYEHHE BCEIO CPOKA NORHOCTH. CpOK TOAHOCTH
Ha0opa yxa3aH Ha BHCUIHEH CTOPOHE YIIAKOBKH.

12.3.4. HenpasunsHoe obpatienne ¢ o6pasuaMi H M3MEHEHHE NPOLCAYPHl IOCTAHOBKH AHANH3A
MOTYT NOBJNHATD Ha Pe3ynbTarhl. JUIa momyveRHs HaJCXHBX pe3yAbTATOB HeoOXOmMMO CTporoe
cobmopacuaue HACTpyKiMEA No NpAMEHEHHIO,

12.3.5. He ucnons3oBars xOMNOHEHTH H3 Apyrux HaGopos wmm w3 amanormamnix HaGopos
HApYTHX CepHH.

12.3.6. U3penns w/unu xommoHeHTR HaGopa pearentoB «IxmuEokokk IgG-UDAy» peMoHTY H
TEXHHYECKOMY O0CIYXKHBAHHIO He TOVICHKAT.

12.4. Yrunusauus.

12.4.1. Uanenua, npHuicAnIME B HETPHTOQHOCTD, B TOM YMC/IC B CBA3H C HCTCUCHACM CPOKa
TOZHOCTH, NOAICAKAT YTHJIH3AIHH.

12.4.2. MepunuHcKkAe OTXOAB! Kiacca B, YTHIM3aUHI0 WM YHHYTOXCHHe HaGOpOB pearcHTOB
cnexyer npopoaHTs B coorsercTeuH ¢ CanlluH 2.1.7.2790-10 «CaHATapHO-3MHACMHONOTHYCCKHE
TpeOoBaHHA K OOPAILICRHIO ¢ METHLMHCKUME oTXofaMu» U MY-287-113 «Metoauyeckde yKasaHua mo
AC3MHGEKInH, NpeACTEPHIM3ANHORHON OYMCTKC H CTEPHIM3ALMH M3jennli MEJHIMHCKOrO
HA3HAYCHHAY,

124.3. Vraimm3auAs NPOBOAHTCA CHEHHATH3HPOBAHHLIME OPraHH3alHAMH, KOTOpHE HMEIOT
JBLCH3AIO HA IIPABO YTHIM3AHA MCIHIMHCKHX OTXOA0B.

Tlpe/mpHATHC-H3TOTOBUTEND FAPaHTHPYST CTaOHNBHOCTL KOMNOHeHTOB ¥ HaGopa «OXMEOKOKK
IgG-NPA», a Takxke coorsercTBHe HaGopa «IxmHOKOKK IgG-UMA» tpeGopammaM TexHHUeCKHX
YCNOBHE APH COOMONCHAH YCIIOBHIH TPAHCHOPTHPOBAHAA, XPAHEHHS U IPHMCHCHHA.

ITo eonpocam, wacarowumca ravecmea Habopa peazewmos «Ixunoxoxx IgG-H®OA»,
caedyem obpawamvcs 6 OO0 « XEMA» no adpecy: 105264, Mocxea, ya. 9-as Ilapxoeas, 0. 48.
men/epaxc (495) 510-57-07.
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CumBon 3HayeHMe cMMBONa

o [NpounssognTens

[ata nponsBoacTea
L1r]| Homep no Katanory
1 1 Howmep cepun

Co/ePXKNMOT0 OCTATOYHO 1S NPOBE/EHMS
Vn M KO/IMYECTBA MCC/EN0BaHMI]

Vcnonb3oBath A0 (rof-mecsL)

x OrpaHunyeHnn TemMnepaTypbl
1 1 TONbKO ANA VH BUTPO AUArHOCTUKN
OcTopoXKHO! O6paTUTECh K MHCTPYKLMM MO
A NPUMEHEHNIO
T Ob6paTnTeCh K MHCTPYKLUM MO NPUMEHEHUIO
bepeyb OT Bnaru
He gonyckaTtb BO3AeCTBUA COTHEYHOTO CBeTa
B cocTaB, BXOJAT BELLECTBA «pa3fpakatoLyes,
He ABNAOTCA eAKUMW.
SORB MTP Mnaniuer
CONTROL OTpuuaTesibHbIA KOHTPO/b
CONTROL + [MoNOXWTENbHbIA KOHTPO/b
CONJ HRP KoHbtorar
DIL SPE VdA-Bydep
SUBS TMB Cy6cTpaTHbIV pacTBop TeTpaMmeTunéeHsngmHa (TMB)
BUF WASH n-X KOHLIEHTpaT 0TMbIBOYHOI0 pacTBopa
STOP Crton-peareHT

3amecTuTeNb reHepaibHOro ANpPeKTopa
rno T™\cHonormm OO0 «XEMA»
«/ b » Oon 2019.

«COIMACOBAHO»
I"eHepasibHbIA AVPEKTOP
00a_«BbIMMEN-MEALEHTP»
2019 r.
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