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HA3SHAYEHWE

Habop peareHTOB «TecT-cucteMa UMMYHO(EPMEHTHAA AN1F BbISABNEHUA UMMYHOI106yNIMHOB Knacca G
K BuMpycy npocTtoro reprneca 2 Ttuna» "WPA-BIMI-2-1gG" npegHasHayeH A8 KayeCTBEHHOro U
NMoJSIyKONNYECTBEHHOIO BbIABNEHUA BUAOCMELMPUUECKMX aHTUTen icnacca G K BMpyCy MpOCTOro repneca 2
Tvna (BMIr-2) B cbiBOpPOTKe (Mia3Me) KPOBW 4YesioBeka METOAOM HENpsAMOro MMMYHO(EpPMEHTHOro aHanunsa
(MDA) Ha TBepAoGha3HOM HOCMTENE MpK "pyYHO" NOCTaHOBKE M C UCMONb30BaHMEM N A-aHann3aTopos.

[ns 0f4HOKPATHOro NpUMeHeHMs Habopa Mo Ha3HauYeHUHo.

Lna KNMHNMYecKoin nabopaToOpHOI AMarHOCTUKM in vitro.

NMokasaHMA 1 NPOTUBOMNOKa3aHNA K NPUMEHEHUIO N34enns

N3genve npepHasHayeHO pAnd ob6cnefoBaHWs 60MIbHbLIX MNPUM MOAO3PEHUN HA TEePnecBUPYCHYIO
MHDEKUNIO.

MpoTMBONOKAa3aHWIA He CyLLecTBYeT.

MMoTeHUWanbHble NOTPEOUTENN U3aENNSA

NabopaTopHble NogpasfeneHns neve6Ho-NPoHNNaKTUYECKUX YUPEXAEHWNIA.

MpodheccrnoHanbHbIN YpoBEHb NOTEHUMaNbHbIX N0/Ib30BaTeSNEN

Bpay KnMHMYecKoi nabopaTopHO AMAarHOCTUKN, MEAULMHCKNA NabopaTopHbI TEXHUK.

OnwucaHme LeNeBOro aHannTa, CBEAEHMS 0 ero Hay4Hoi 060CHOBaHHOCTU

MpocToi repnec — XPOHUYECKOE BUPYCHOE peuuaunsupytoliee 3aboneBaHne ¢ NPevmMyLL,eCTBEHHbIM
MOpaXKeHMEeM KOXW W CAU3UCTbIX pasHOi nokanusauun. Bosbyautens - AHK cogepxawunin Bo3byauTenb
BMpyca npoctoro repneca (BMI) tuna Il, oTHOCMTCA K CEMeCTBY anba-repnecBupycoB. XapakTepuayertcs
KOPOTKUM UMKIOM penpofykumn (24 4aca), BbICOKOW TPOMHOCTbI K KNeTKaM 3nuTeIMOUAHOro psaja u
HEPBHOW CUCTEMbI, BbIP@XEHHbIM LMTONATUYeCKUM AelcTBueM. TlpocToi repnec — XPOHUYecKas
nepcucTupyroLas nHPekuns yenoseka. flocne nepeuYHOro MHPULMPOBAHMA BUPYC MEPEXOLUT B NlaTeHTHOe
COCTOSIHME B CEHCOPHbIX MapaBepTebpanbHbIX TaHrIUAX. [MOBTOPHbIE MPOABNEHUA WH(EKUUM CBA3aHbI C
noTepein MMMYHHOTO KOHTPONA Haf NaTeHTHbIM cocTosHMeM BIT.

[na  AnarHoCTUKWM reprneTUYecKon WHMeKLMM UCNONb3YKTCA BCe nabopaTopHble MeToAbl - OT
LUMTONOIMYECKNX NCCNeA0BaHUI A0 MONEKYNAPHO-6MON0TMYECKMX METOLOB.

B HacToswee BpeMsA OAHUM M3 Hanbonee UyYBCTBMTE/bHbIX METOA4OB AMArHOCTUKM repneTuyeckon
NH(pEeKUUN SABNAETCA MeTOo4 WMMYHO(epMeHTHoro aHanmsa (MPA), nossonswowmii o6HapyxuBatb, B
3aBUCMMOCTM OT BuAa OMONOTMYECKOro MaTtepuana, Kak BUPyCCMeunpnyeckne aHTUreHbl, TaK U
BMpyccneuuduyeckne aHtmurena knaccos M un G.

Mpn o6Hapy>xeHnn ToNbKO IgM nMmeeT mMecTo ocTpas (has3a BUPYCHOro npouecca, o6HapyxxeHue IgM u
IgG cBupaeTenbCcTByeT 06 060CTPEHMM NaTEHTHOW (opMbl MHDEKLMU, 0OHapy>XeHne Tonbko IgG roeBopuTt o
CTUXaHUW KNWHUYECKUX NposiBNeHWid n nepexoge BT B nateHTHoe cocTosiHue. [MposegeHne VDA ans
OLEHKN guHamukun Tutpos IgM n IgG uenecoo6pasHo NPOBOAMTL B MapHbIX CbIBOPOTKAX KPOBU C MHTEPBAIOM
7-10 OHeil. 4-kpaTHOe HapacTaHWe YPOBHSI aHTMTEN CBW/ETENbCTBYET O PeUUANBUPYHOLLLEA TePNeTUYECKON
nHpekunn. OnpegeneHvie 1gG B CbIBOPOTKE KPOBM K BMPYCYy MPOCTOro repneca 2 Tuna Mnoka3aHO BCEM
6epemMeHHbIM, TaK Kak yCTaHOBJIEHO, YTO MH(MLMPOBaHHbIE UMEKOT B 2-3 pas3a 601bLWKNIA PUCK CNOHTAHHOIO
abopTa ¥ MHPMLMPOBAHNSA HOBOPOXKAEHHOIO MO CPaBHEHUIO C MHTAKTHLIMY NauneHTamu.

Bonbwyio npobnemy coctaBnseT AuMarHocTMKa MHMekumu, Bbi3BaHHOW BMI, 'y nauy ¢
UMMYHOZe(MLMUTAMU  Pa3/IMYHOro  npoucxoxgeHns (BUY-uHpekuns, nauuveHTbl C  OHKOJIOrMYECKOM

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



GoNbHBIE MOMYYAIOIIME XMMHOTEPANHIO, NAUMEHTH] MOCNE TPAHCIUIAHTAUHK). Y TakuX GOMBHBIX

SHHS CO CTOPOHBI KOXKM HOCAT HCTMNIMMHBIA XapakTep, YacTO BO3HMKAIOT NOPaXEHHA BHYTPEHHUX

4HOB, 0€3 KOXKHBIX IPOABICHHIA.

BoicTpeiii U TouHblll naboparopusit auarHo3z BINT B Hacrosmee BpeMa cTan HEOOXOAMMOCTHIO,

YYMTBIBAS CHOXKHOCTH KnuHu4eckoro amarnosa BIIIY, pactymyio Bo BceM MHpe pacnpOCTPaHEHHOCTH
FEeHHTANBHOIO reprieca U Hanuuue 3¢dexTHBHON MPOTHBOBAPYCHOH TEPANKH.

COCTAB H KOMIUIEKTALIUA HABOPA

HUmmyHOCOpOEHT nu3aTHREL  HHAaKTHBMpoBaEHbI  oumimeHHbI | Komnnexkr Nel | Komnnekt Ne2
aHTHIeH BHpYCa MpocToro reprieca 2 Tuna (BIIT-2),
copOupOBaHHBEIE Ha 96-TyHOYHOM pa3GopHOM | naRmer T Tmanmer
MOJIACTHPOIOBOM fUIRHIIETE A
HMMYHOJIOTHYECKHX peakuuii ¢ MJIOCKAM JHOM
(Mcnonb3yioTca "NnoMarommecs” CTPHITBI)
donyckaemcs pazoenvras ynaxoska cmpunos (no 1-4 cmpuna 6 naxeme)
KonrtponsHbii HHAKTHBHPOBAHHBIH, CBIBOPOTKA KPOBH YENOBEKA, 1 n. 1 ¢
NONQKUTENBHBIH coaepxainas umMmyHornobynuus! knacca G k BIII- (1,2 mn) (1,2 mn)
obpasen (K 2 B marpe 1:500 (THUTp yKkasbiBaeTcs TalKe Ha
3THKEeTKEe o0pasua);, npo3payHas KpacHOro uBeTa
WKHAKOCTD
KonTponsHbi HHAKTMBHPOBAHHEIA; CHIBOPOTKA KPOBH Y€JIOBEKa, 1 $n. 1 dn.
obpasen YpOBHS | conepxamas nMMyHornoGynuHe knacca G x BIII- (2 mm) (2 Mx)
cpesa (K op) 2 B «noporosomM» TuUTpe (1:100); npospaunas
KETTOro BETA KHAKOCTD
KOHTpONbHETH HHAKTHBHPOBAHHEIH; CBIBOPOTKA KPOBH YENOBEKa, 1 . 1 ¢
OTPHHATE/NLHbIH He cofepxamnas anturena Kk BIII'-2; npospaynas (2 mn) (2 mn)
obpazen (K°) 3€JICHONO LIBETa XHIAKOCTh
Konsiorar @HTHTENIA MOHOKJIOHANBHBIC MBINAHBIE NPOTHB, 1 dn. 1 ¢n.
HAMMYHOTIOOYIHHOB Yenoseka kiacca G, MeueHbIC (13 mn) (13 mn)
NIEPOKCHAA30H XpeHa, Mmpo3payHas pozoeoro ugera | (tutpl:1000) | (tuTpl:2000)
KHAKOCTD
PactBOp ANA | npo3pavHas XHAKOCTE CUHETO LBeTa 1 ¢n. 1 pu.
pa3BeieHHs {15 mn) (15 mn)
obpasuos (PPO)
Pacteop ANd | Mpo3payHad KHAKOCTH PO30OBOIO IBETA 1 . 1 ¢n.
npeaBapuTeNLHOrO (15 Mn) (no 15 m)
pasBeAeHHA
obpasuos (PTIPO)
25-kpaTHbih npo3payHas HIM  Clerka  OnajleCUHpYIOLIas 2 ¢n. 2 ¢
KOHLIEHTpAT neHAmaAcs OecuBeTHas IKUAKOCTb, BO3MOxHO |  (mo 40 mu) (o 40 M)
docdaTHo-coneroro | sminageHHe ocagka coneff  Gemoro  mBera,
6ydepHoro pacTeopa | pacTBopsIomerocs npH Temneparype 37 °C &
¢ TBHHOM [®CB- | Teyenue 30 MuH.
T(x25)]
PactBop npospauHas OecuBeTHAa#® WM CBETIO-PO30OBOIO 1 ¢n. 1 ¢n.
nuaukaTopHeti (PH) | usera xuakocrs (13 mn) (13 mn)
Cron-peareHT npo3pausas GeclupeTHas XHAKOCTb 1 . 1 ¢n.
(12,5 mn) (12,5 M)
BenmoMoraTeNpHB  TUIAHIIET Ui [PSABAPHTENbLHOrO  pasBefeHHA 1 mt 1 wr
HCCNIeAYEMBIX 06pa3LioB
ORHOPa30BHIC HAKOHCYHHKH JUIS ABTOMATHYECKHX MUIIETOK 16 T 16 T

Ipuveyanun. 1. Habop exmouaem ece peazenmbi, neobxooumeie Ons nocmanoexu HPA,
KpOMe O41eHROI (OUCTMURRUPOBAHHOU UAU OCUOHUIUPOBANHHON) 8000,
2. O@CB-T(x25), PHU, PPO, PIIPO, cmon-peazenm — yrugdpuyuposansvi Oas écex Hab'opae 340
"IKOnab", 8 KomopuIX UCRONLIYIOMCR YKAIAHHBIE PEAZEHMBIL.
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‘v 3. fonycxaemca ucnoavzosanue Hecneyu@uyeckux peazenmos u3 pasHvix cepuii Habopa
peazenmoe.
4. K', K yopu K~ we codepcam HBsAg, anmumena x BI'C, BHY-1,2.
5. B cocmage uzdesus omcymcmeyiom Mamepuansi, GCmynaioujue 6 Henocpeocmeeiintii wau
ONOCPEOOBARHbLI KOHMAKM ¢ OPZAHUIMOM NAYUEHMA U NEPCONARG, UCNOALIYIOWE20 U30enue,
npu  ewnoaNeRuu mpebosanuil  FKCNAYAMAYUORHOU OOKyMenmayuu (UHCMDYKyuu no
npuMexHeruo).
6. B cocmase usderus omcymcmeyiom aexapcmeenxvie cpeocmea u dapmayesmuueckue
cybecmanyuu.

HaGop MoxeT OLITh JONONHUTENBHO YKOMINIEKTOBAH

BcnoMorarensHpMu IracTukoBeME ([1BX) eMkocTAMH (4 wiT.),

Kielkoii 1nenkoil 14 nnanmeros (4 mwr.).

KoMmnoHeHTH Hafopa ymakoBaHbl B KOpOOKY, B KOpOOKY BIIOXKEHa MHCTPYKUHMA MO NPHMEHEHHIO U
Onatk KanuOpoBOUHOIO rpaduKa.

[To xenanuo morpeGurens Gasopas koMIIEeKTalHa Habopa (YMCAO HHAMBHIAYAILHBIX YNAKOBOK C
peareHTaMH H UX 0OBEMBI) MOXKET ObITh K3MEHEHA.

OCHOBHBIE NOTPEBUTEJIbCKHE XAPAKTEPHUCTHKH
Ba3zoBele BAapHAHThl KOMIUICKTAlldK MO3BONAIOT ONHOMOMEHTHOE HccnenoBanue 96 obpasuos,
BKJIIOYAS KOHTPOJBHLIE (HA KOHTPOJBHBIE 00pasiibl HCNOML3yeTcs 6 JIYHOK, OJIHA NIYHKa MCHOAB3YETCA Ui
KOHTpONs ypoBHA "Gnank"). JlomyckaeTcs McNONL30BaHHE 3 MYHOK HAa KOHTponis (M0 OAHON nyHKe HA
xonTponbHEDi o6pasen: K, K, K'nop.). [IpexycmoTpera BOIMOXHOCTD TIPOBEACHHS Pa3fe/bHBIX HCCHeoBaHHi
€ HCNIOMB30BAHHEM HEOOXOAMMOTrO KOJHYECTRA CTPHITOB:
YHCIO CTPHIIOB 1 2 3 4 5 6 7 8 9 10 | 11 12
Ywucno ucen. obp. 1 2.9 10- | 18- | 26- | 34- | 42- | 50- | 58- | 66- | 74- | B2-

17 | 25 | 33 | 41 | 49 | 57 | 65 | 73 | 8] 89

MeToAb! CTEPHAHZAUHH H3XCTHA

Hspemue He TpeOyeT cTepHIH3alUM.

IMporpammuoe oGecniesienne paboThI H3AEAN

OtcyTeTBYyeT.

Texuauueckoe oGcnyRuBaHHe U PeMORT H3ACAUS

Usnenue He TpeOyeT TEXHHYECKOro 00CnyKHBAHUA H HE NMOANEKUT PEMOHTY.

TIPUHEUI JEACTBUS
[Ipr wanuumm B uccnenyemom obpasue anturen knacca G k BII-2 anTared, copGHpoBaHHBIH Ha

NOBEPXHOCTH JIYHOK MONMCTHPONIOBOrO NJIAHMIIETa, CBASHIBAETCA ¢ AHTHTENAMH; JITOT KOMIUIEKC, B CBOIO
ouepellb, CBA3BIBASTCA ¢ KOHBIOrATOM — aHTHTenaMH npotus IgG yenoseka, MeUeHHbIMU NEPOKCUAA30H XpeHa.
OGpa3oBABIIHICA KOMIUIEKC "aHTUreH-aHTHTENO-KOHBIOrAT" BBLIABAACTCA [0 PEAKUMH C HHAHKATOPHBIM
pacTBOpOM, COAEPXKAIIMM XPOMOTEH — TETPAMETHIOCHIMAHH, B pPC3yNbTaTe KOTOPOH MeEHAETCA IBET
(onTHYECKas IUIOTHOCTB) PCAKUMOHHOM CMECH B JIyHKe TUIAHLIETA; HIMEHEHHE PErHCTPHPYETCH ¢ MOMOLLBIO
cnexTpodoromerpa.

AHAJIMTHYECKHUE H JUATHOCTHYECKHE XAPAKTEPHCTHKH

YyBCTBHTENBHOCTD Ha0oOpa ONpefeNndercs N0 CTaHAapTHOH NAHENM CHIBOPOTOK IPEATIPHATHA,
CONEpKAMMX HMMyHOrnoGynuHE knacca G K BHpycy mpocToro repneca 2-ro tuna (COIT'-049) kax
IPOLEHTHOE COAEPXkanue 06pasLoB, ONPEACTCHHBX Hab0pOM KaK MONOXKUTeNbHLIE, H cocTasadeT 100% .

CrneumduynocTs HaGopa ompeaensercs No CTaHZAPTHOH NAaHENH CHBOPOTOK NpPCANPHATHA, HE
CONEpXKAMMNX HMMYHOIIOOYNWHEl Kkmacca G K BHpycy npocroro repmeca 2-ro tuna (COIT-049) kxak
NPOLICHTHOE COZIEPXXaHue 06pa3LoB, ONpeaeNeHHbIX HaGopoM Kak OTpHuaTe/bHbe, K cocTaenzeT 100%.

BocApon3BOAHMOCTE Pe3yabTaToB - K0apduuueHT papHanuu Ol nonoXHTeNbHbIX KOHTPOJIBHBIX
obpasuos He Gonee 8 %. '

B pesynetate npoeeaeHus ucnbiratuit 1440 obpasuop GHoMaTepraia noNyueHb! pe3yNbTaThL:

JinarHocTHuyeckas 4JyBCTBHTENbHOCTh Halopa - pearentoB: 99,24%-100% (c moBepHTENBNOI
BEPOATHOCTHIO 95%).

Juarnocruueckad cneundmunocrs HaGopa peareHroB:  99,71%-100% (¢ aoBepUTENBHOIM
BEPOATHOCTHIO 95%).
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’9 HCCJIEAYEMBIE OBPA3LbI
aTHBHas ChIBOPOTKA (I1a3Ma) KpoBH YesioBeka o6beMoM He meHee 10 MKl
C60p 6MONOrHUYECKOro MaTepHaia J0JkeH Npou3BoauThes B cootBeTcTBHH ¢ TOCT P 53079.4-2008
JbecrieueHre KayecTBa KITHHUYECKHUX 1ab0paTOPHBIX HCCNEAOBaAHHI».

O6pa3Lbl IO HCCNEAOBaHHA XpaHuThL NpH Temneparype oT 2 o 8 °C. 11pu HeobXoauMOCTH XpaHeHHs
o6pasuos 6onee 7 aHeH peKOMEHIYETCS pa3leiuTh HX Ha ATMKBOTbl M XPaHHTD MPH TeMMepatype oT MUHyc 20
no muuyc 70 °C. PasmopoxeHHble 0Opasibl nepea MCCIeNOBaHHEM HYXHO TuIATeabHO nepemewars. [lpu
paboTe ¢ pazMOpOXEHHbIMH 00pa3LaMH ClleAyeT YUHTbIBATh, YTO KaXblA LMKJI OTTaHBaHHUA-3aMOPaXKHBaHH
NPUBOAUT K Pa3spyLICHHIO BBISBISAEMBIX AHTHTEN, CHHXas KayecTBO Hccneayemoro Marepuana. C uesisio
IOJIyYEHUSA JOCTOBEPHBIX PE3YNLTATOB HCCIEAOBAHHS PEKOMEHJYETCS HCIIONb30BATh TOJBLKO OJHOKpaTHOE
3aMOpaXXMBaHHe-OTTauBaHue obpasuos. PasMopoxeHHble 00pa3sibl Mepea  HCCICN0BaHHEM  TLIATENIbHO
nepeMeLIaTh Ha 1abopaTopHOM BCTpsAxuBaTene THna «Boprekc».

He nmomyckaeTcs wucnosib3oBaHHE Ui UCCAENOBaHMA 00pa3suoB C MOBBILEHHBIM COJICPXKAHUEM
JHMHUAOB U (WIJIK) C NIPHU3HAKAMH IreMOJTH3a, H (UJIH) C BUIHMBIM MHKPOOHBLIM MPOPOCTOM.

O6pasibl, cojepxallie 0caaoK, nepel aHaNn3oM OTUEHTpHyrupoBaTh B TeueHHE 10-15 mMuH npu
2500-3000 06/MuH.

MEPBI IPEJOCTOPOXHOCTH

Ha6op 6uosioruuecku 6e3onaceH, OAHAKO ¢ HccilelyeMbIMU 00pa3uaMu Heo6X01HMO 00pallaThCst Kak ¢
NOTEHUHAIIbHO HHPHLIHPOBAHHBIM MaTEPHAJIOM.

[MoTeHuHanbHbIl puck npumenens Habopa — knacc 26 (Ipukaz M3 P® Nedu ot 6 uions 2012 r.),
I'OCT 31508.

Mepsl npeaocTopoXHOCTH npu pabote ¢ Habopom — cobmoaenue npasui «MHCTpyKuuu 1o Mepam
npoduNaKTHKH pacrpocTpaHcHUS HHGEKUMOHHBIX 3abosneBaHuil mpu paboTe B KJIMHMKO-AHArHOCTHYECKHX
nabopatopusx NeueGHO-NpoduIaKTHYECKUX yupexaeHuii» (yrB. Munsapasom CCCP 17 susaps 1991 r.),
['OCT P 52905-2007 (MCO 15190:2003).

PPO, PITPO coaepxatr tuMepocan B Ge3onacHoi koHueHTpauuu. CTon-peareHT Npd MofnajaHuH Ha
HE3ALIUIIEHHYIO KOXY H CIM3HCTHIE MOXET BbI3bIBAaTH XMMHUECKHE OXOrd. B ciyyae rmonagaHus Ha KOXy —
HEMEUICHHO MPOMOIATE NOpaXXEHHbIH y4aCTOK BOOOM.

Ha6op pearentoB, B cootBerctBun ¢ CaulluH 2.1.7.2790-10 «Canurapro-3nMaeMHONIOrHYCCKHE
TpeGoBaHHA K OOpalIeHHIO C MEAMLMHCKHMM OTXOJaMH» OTHOCHTCA K KiaacCy A - OTXO/Ibl, HE MMeIolHe
KOHTAaKTAa C OWOJIOTHMECKHMH IKMIKOCTAMH MaUMEHTOB, HHOEKUMOHHBIMM OonbHbIMH M Knaccy b
(3NMIEMUONOrHYECKH OMacHble OTX0Abl) — HHOHUUMPOBAHHBIE W MOTEHLHAILHO MH(GHUHMPOBAHHBIE OTXOJb,
MaTepHalbl W MHCTPYMEHTbl, TPEAMETbI, 3arpsA3HEHHbE KPOBBIO H/MIAW JAPYTHMH OHONIOrHYECKHMH
WKHUAKOCTSMH.

VTUAKW3AUMIO WM YHUYTOXEHHE, Je3uH(EeKuuio HabopoB peareHToB CJleAye€T NpOBOAMTH B
coorBercTBHH ¢ CaulluH 2.1.7.2790-10 "CauuTtapHo-3nuaeMHosornyeckue tpeboBaHus K OOpallCHHIO C
MEAMLMHCKUMH  oTxomaMH" u MY  287-113  "Meroauueckue  ykazaHus 1o  Je3HH(EKUHH,
NpeACTEPHUIIN3AUMOHHON OYUCTKE H CTEPUIIM3ALINK U3/ICNHI MEAULIKHCKOrO Ha3HAYEHHUA" .

CInoCoOb IIPUMEHEHUA

O6opyaoBaHue 1 MaTepHasbl (s ''pyYHoi' NOCTAHOBKH)

Jlo3aTopbl MUNETOYHbie (MUMETKH MOJIyaBTOMAaTHYECKHE ONHO- M MHOTOKaHaJIbHbIE MEPECMEHHOro
ob6beMa) I BHECEHHS PEareHTOB B JIYHKM [UJIAHUIETa C MOrPELIHOCTBbIO A03WpoBaHUA He Oonee 5 % ¢
HAaKOHEYHHKAMH TMOJIHMPONHIIEHOBBIMH OJIHOPA30BbIMH.

PyuHble, W aBTOMATHYECKHE MPOMbBIBATENH, HAH BOCbMH- H [BEHAAUATHKAHAJILHBIC MUNETOYHBIC
JI03aTOPbI JUIS TPOMbIBAHUS JIYHOK TUIaHIIETA.

- CnekTpoOTOMETP BEPTHKATIBHOTO CKAHHPOBAHMSA JUIS U3MEPEHUs ONTHYECKOH MIOTHOCTH B JIyHKaX
nnaxiera npu 450 HM W/WIK B ABYXBONHOBOM PEXHMC IPH OCHOBHO#H JUIMHE BOJHBI 450 HM H JUIHHE BOJIHbI
cpaBHeHHUs B AManazoHe 620-650 HM.

- AHaNU3aTop UMMYHO(EPMEHTHBIN.

- Llentpudyra naGoparopsas Ha 2,5-3,0 Tbic. 06/MHH.

- TepmocTar Ha 37 °C.

- XonoaunsHUK ObITOBOM, punbTpOBanbHas Oymara.

- Boprekc naGopatopHsiii, ananazon ckopocteit 250-3000 o6/MuH.

- Bosa ouniieHas (AMCTHUTMPOBAHHAS WIIH AEHOHH3HPOBAHHAa).

- 70 %-HBlii pacTBOp CNHUpPTA 3TWIOBOrO M HJH PacTBOPbI HHBIX AC3MHGEKTAHTOB, Pa3pelUIEHHBIX K
npuMeHenuto CIT 1.32322-08, kpome xnopcoaepxaiumx.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 4




r S o S T

o/

§iroToBsieHHe pabouux pacTBopos peareHTos juis HDA
epen paGotoit u3pneub HaBOp M3 XOJNIOAM/IBHHKA, BCKPLITh YNAKOBKY M BbLIEPXaTb BCC PEarcHTh
npoBeacHHEM aHanu3a He MeHee 30 MuH 1ipu Temneparype ot 21 go 25 °C.

7 IIpedsapumensroe pazeedenue uccaedyemoix oopazuos
/ HUccnenyembie obpasubl passectd 1:10 Bo BcrnomorarensHoM nuaduere. Jlis 3Toro BHECTH B €ro
/nynku no 90 mxn PITPO u no6aButhb 110 10 MK CHIBOPOTKHM, TILATENBHO NEPEMELIATh MHUIIETHPOBAHHEM. [Ipu

3TOM PO30BbIii IIBET JOJKEH U3MEHHTHCA Ha XeNThii. ECIIH H3MeHeHHe 11BETa He MPOM30LLIO, AaHHbIH obpasel
HeOGXOMMO HCCIIEI0BATh MOBTOPHO € LIE/IBLIO HCKIIKOYEHHS HENpaBHIIbLHBIX pe3ynbTaToB. PaGouee pazseacHue
(1:100) roTOBHTb HEMOCPEJACTBCHHO B JiyHkax UMMyHocopOeHTa (cM. paszen Iposesenne UPA ('pyunan”
NOCTAHOBKA), 1. 2).

IpenBapuTenbHbIe passencHUus 0Opa3LloB XpaHUTb He Gonee 134 npu Temneparype ot 18 10 25 °C.

IIpuzomosnenue pabouezo npomsigounozo pacmeopa (PCh-T)

[pu Buinanenuu ocanka cojeit B8 ®CB-T(x25) nporpets ero npu temnepatrype 37 °C no mnosuoro
pacTBOpEHHS OcallKa.

[lpu nocraHoBkax ¢ ucnonbzoBanueM MdA-ananuzatopos 80 ma ®CB-T(x25) mosectH BOAOH
OYHLIEHHO 10 2 5.

Mpy apo6Hoi "pyuHON" NMOCTAHOBKE MCMONBL30BaTh COOTHOWEHH 06beMoB DCh-T(x25) u Boasl,
yKa3zaHHble B Tabn. | A8 pa3HOro YHCIa HCMOJIL3YEMBIX CTPHITOB.

Tabnuua 1
Yuco cTpuinos 2 3 4 5 6 7 8 9 10 11 12
OCB-T(x25), Mn 7 10 13 17 20 23 27 30 33 37 40
Bona ouniuennas, | no Ao 1o 10 10 o bil4) 10 hi () o 1118 00
M1 175 | 250 |[325 |[425 |S00 [575 |675 |750 |[825 |925

ToToBbIi pabouuii NPOMBIBOYHBIN PacTBOP XpaHHTh NpH Temnepartype oT 2 jio 8 °C ue Gonee 190 cyr,
npu Temneparype ot 18 no 25 °C — ne 6onee 30 cyToK.
IIpuroToBJieHHE OCTAIBHBIX PEAreHTOB

HUmmyHocopOeHT, K'. K, K+.m,,, PPO, PITPO, xoubtorar, PU, cTon-peareHT — rotoBel K IPHMEHCHHIO.

[Mocsne BCKPLITHA YIAKOBOK HEHCMONb30OBAHHBIE PEAreHThl JA0MYCKACTCA XPaHHTh B MJIOTHO 3aKPbITHIX
ynakoBKax npH Temnepartype ot 2 10 8 °C 10 ucTeueHH s cpoKa FOJHOCTH.

Iposenenne HPA ("py4nas' nocTaHoBKa)

Brumanue! Cobriodenue yKa3aHHbLX HUNCE meMnepamypsl U 6peMeHu UHKybayuu nianuiemos Ha
Kaxcooii cmaouu nocmanoeKu KpaiiHe 6axcHO O NOAYHEHUR 00CMOBEPHBLX Pe3y1bmamaos.

Komnuexrt Nel

1. U3Bneubr W3 nakeTa IUIAHLIET, BCKPHIB Bblilie 3amka «zip-lock», M ycTaHoBMTb Ha pamKy
HeoOxoaumoe muis nposenaeHus MOA konuvectBo cTpunos. HeWcnonb3oBaHHbIC CTPHIIBI HEMEIUIEHHO
MOMECTHTL 0OPATHO B MAKET C BJAronorJoTUTENIEM, YAQIUTh H3 HEro BO3AYX, IUIOTHO 3aKphiTh «zip-lock» u
NOMECTHTD B XOJIOAUIBHHUK.

XpaHeHHe BCKPHITOrO MMMYHOCOpOEHTa BO3MOXHO mpu TemrnepaType 2-8°C 10 McTeueHus cpoka
roaHocTy Habopa.

2. B nynky Al Bhectn 100 mxn PPO, B cneayioune JiyHkH BHecTH no 100 MK KOHTPOJIBHBIX
06pa3ioB (Mo 2 NyHKH Ha obpasel), OCTAaBIUMECS JYHKH HCMOJIB30BaTh JUIS MCCneayeMbix obpasuos (o |
NyHKe Ha obpasew), JUls 4ero BHeCTH B HuMX: BHavane no 90 mkn PPO, a 3arem — mo 10 mxn obpasuos,
npeBapUTENLHO pa3BeleHHbIX 1:10 B IyHKax BCOMOraTelbHOro maaHuieTa (cM. pasaen «/Ipedsapumensiioe
paseederue uccnedyemolx 06pasyoer»), TWATENbHO NepeMeliaTh MUIETHPOBAHHEM.

3. InaHwer 3aKpbITh KPbILIKOW WM KieHKko# reHkoi. MukyOuposate 30 MUH npu TeMrepatype oT
21 g0 25 °C B 3aLIMLIEHHOM OT CBETA MECTE.

Brumanue! [Thenxa npeonasnauena 01 00HOKPAMHKOZ0 ucnob3o6anus!

4. C noMoILbIO NPOMBIBATENA YAANHTH 00pa3Lbl U3 NIYHOK, 4 pa3a MPOMBITH MJIAHIUET MPOMbIBOUHBIM
pacTBOpoM, BHOCA B IyHKH 350-370 miu1 pacTBopa. [1pH HalMuKHH NPOMBIBATENA, NO3BOJIAIOUIErO NPOU3BOANTD
npombiBKy B pexxume "Overflow", ucnons3oBarh HMEHHO 3TOT pexHM. [1o OKOHYAHMH MPOMBIBKH yAAnHTDL
OCTaTKM BJIark M3 JIYHOK, MNOCTYKMBas IUIaHiieToM no QuibTpoBanbHOi Oymare, [0JI0XEHHOH Ha
NOMUITHJICHOBYIO MICHKY.

5. Bo Bce nyuxu BHecTH no 100 Mk koHblOrara.

6. [LnaHieT 3aKpsITh KPHILIKOH Wik Kielikoi rneHkoit. MukyOuposare 30 MuH npH Temnepatype or
21 10 25 °C B 3aLUMILCHHOM OT CBETa MeCTe.
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n
A 1AM MOMOLLLIO MPOMbIBATENS YAANNTL XUAKOCTb U3 NYHOK, 4 pa3a NPOMbITb NAaHLIET KaK YKa3aHo B

8. Bo Bce nyHKn BHecTn no 100 MKn pacTBopa MHAMKATOPHOrO, HEMEANEeHHO MOMECTUThL NAaHLWeT B
NNLWEeHHOe OT CBeTa MecTo M Bblgepxatb 10-15 MuH npu Temnepatype ot 21 fo 25 °C.

9. Bo BCce NiyHKM (B TOW >e Mnocfief0BaTe/ibHOCTU, C KOTOPOA BHOCWU/ICA WHAMKATOPHbIA pacTBop)
BHecTM no 100 MK/ CTON-peareHTa, OCTOPOXHO (MOCTYKMBAHWEM MO MJaHLLeTy) NepeMellatb COoLepXumoe
NYHOK M NPUCTYNUTb K YUYETY pe3y/bTaToB He no3gHee 40 MUH

KomnnaekT Ne2

BbinonHWTL onepauunu, onucaHHble ana Komnnaekra Nel B n. 1-2.

B onepayuu no n.3 gna Komnnekrta Nel nHky6uposats 30 MuH npu temnepatype 37 °C.

BbINONHUTL onepauunn, onucaHHble angd Komnnaekra Nel B n. 4-5.

B onepaumnn no n.6 ana Komnnekta Nel nHky6upoBats 30 MmH npu Temnepatype 37 “C.

BbINOMHNUTL onepaumnn, onncaHHole gns Komnnekra Nel B n. 7.

B onepaumu no n.8 nHKky6uposatb Kak ana ana Komnnekra Nel 10-15 muH npu Temnepatype oT 21 fo
25"C.

BbInoNHUTL onepaumu, onncaHHole ana Komnaekta Nel B n. 9.

Peructpauyma v y4yeT pe3y/nbTaToB

PesynbTathl P A pernctpnpoBatb CNeKTPOPOTOMETPMUYECKM, BbIBOAS CNEKTPOMOTOMETP HAa HY/NEBOA
ypoBeHb ("6naHK™) no nyHke Al 1 namepsas onTuyeckyto naotHocTs (ON) npu aByX ANMHAX BOMAH - 450 HM K
620-650 HM. Mpu oTcyTCcTBUM pedepeHc-punbTpa Ha 620-650 HM oNTUYeCKYO NNOTHOCTL (O1) namepaTsb npu
ANVHE BOJIHbI 450 HM.

PesynbTaTbhl MPA yuuThiBaTh NPU CNefyoLwWwnx ycnoBmsax:

cpegHee 3HavyeHme Olk+ >0,60;

cpefHee 3HauyeHne Ok+Hiop >0,20;

cpenHee 3HayeHne Olk- <0,10.

B npoTtuBHOM cny4yae uccnefoBaHme He06X04MMO NOBTOPUT.

KayecTBeHHbI yueT pe3ynbTaToB

Wcecnepyemble 06pasubl yYMTbIBATD:

Kak nonoxurenbHble npu O >1,1><0rk+nop,

Kak oTpuuatesnbHble npu O <0,9><OlMk+nop-

O6pasubl ¢ ON s npegenax ot 0,9xOMk+nop 40 1,1XOMNK+LwWwp, T.e. B TaK Ha3blBaeMOW "cepoin" 30He,
PEKOMeHyeTcs WuccnefoBatb MOBTOPHO, MOCKO/bKY pe3y/bTaTtbl, MONYYEHHble B Hel, He MOryt 6biTb
OLHO3HAaYHO WHTEpPnpPeTMpoBaHbl. NP MOBTOPHOM MONYYEHUU YKa3aHHOro pesysibTaTa, 06pasubl CUMTAKOT
oTpuUaTenbHbIMU.

MonyKonMyecTBEHHbIV yYeT pe3ynbTaToB (OnpejeneHne TUTpa)

[na nonyKonnmyecTBEHHOTO yyeTa pe3ybTatoB (TUTP aHTUTEN Knacca G B MCCNeAyeMblX CbIBOPOTKAX)
CTPOUTCA KanmbpoBOYHbIM rpaduk, 4na Yero Ha cTaHgapTHOM 61aHKe No ocu abeumuce (nonynorapugpmuyeckas
WKana) oTKnajblBatTCA 3HayeHuUsa TUTpoB KN u Krop, a no ocu opaumHaT (NpomopuuoHanbHas Lwkana) -
COOTBETCTBYHOLWME UM cpegHue 3HadeHus OI1, nonyyeHHble B MDA, ToukM coefuHAOTCA NpaAMon. Ans
OLEeHKN aKTMBHOCTM wuccregyemoro obpasua Ha KanmbpoBOYHOM rpaduke HaxoAUTCA TOuyka, OpAuHaTa
KOTOPOW/ paBHa nonyyeHHoMy B MDA ¢ 3TuM 06pasyom 3HaveHuto OIl1; abcumcca 3TOM TOUKM OyaeT paBHa
TUTPY aHTUTeN Knacca G B obpasLe.

Ecnn Ol o6pasua npesbiwaer Ollk+, pekoMeHAyeTcs MNOBTOPWUTbL aHanM3 obpasuya B 60/bLUEM

pa3BefeHuM; MOMyYEeHHOe MpY 3TOM MO rpadMKy 3HaYeHWe TUTPA YMHOXWUTb Ha BEIMYUHY [OMONHUTENLHOTO
pasBefieHus.

MOCTAHOBKA C NCITOJIbSOBAHVEM N®A-AHAJTTNSATOPOB
MoarotoBUTh NpPU6GOP B COOTBETCTBUM C WHCTPYKLUMER No ero akcnnayarauuu, BBECTU Mporpammy
aHanu3a, COOTBETCTBYIOLIYIO UCMO/b3yeMOMYy Habopy, U NPOBECTU aHau3.
CPOK rogHocTwu
CpoK rogHoctu Habopa - 18 mecsiueB. Habop C MCTEKW WM CPOKOM FOAHOCTU MPUMEHEHUIO He
NOANEeXNT.
XPAHEHWVE NN TPAHCINOPTUPOBAHWE
XpaHeHue
3amopaxknBaHue He JoMnycKaeTcs.
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AyANHeHUe HabopoB [JO/KHO OCYLLeCTBAATHCA B XOMOAU/bHLIX Kamepax MWW XO0N0AWNbHUKAX,
AMBAKO LW AX pernameHTUpyembliA TEMMEPATYPHbIA PEXUM, B YNaKOBKe MPeanpuaTUAa-u3roToBUTeNs npu
/epatype oT 2 fo 8 °C B TeYeHMe BCero Cpoka rofHocTu.
Mocne BCKPLITUA YNaKOBOK HEWCNO/b30BaHHbIE peareHTbl 4ONYCKAETCA XPaHUTL B NAOTHO 3aKPbIThbIX
/nakoBKax B XONOAMW/bHbIX Kamepax WAM XONOAWNbHUKaX, 06ecnevynmBaloLNX perfnameHTUpyemMbli
, TEMNepaTypHbIA pexxum, npu Temnepatype oT 2 go 8 °C fo ncteyeHns Cpoka rogHoOCTH.

TpaHcnopTnpoBaHue

3amopaxknBaHVe He [OnyCKaeTcs.

Mpn Temnepatype oT 2 Ao 8 °C TpaHCNOPTOM BCEX BWUAOB B KPbITbIX TPAHCMOPTHbLIX CpeAcTBax B
COOTBETCTBMM C MpaBuiiaMu MepeBO30K, [ENCTBYOLWMMW Ha TpaHcnopTe fJaHHOro Bupa. Jlonyckaetcs
TpaHcnopTupoBaHme npu temnepatype ot 9 o 25 °C B TeyeHue 10 cyT.

YCNOBNA OTIMYCKA

[na yupexxaeHunin 35paBooxpaHeHus.

FTAPAHTN MPOUN3BOANTENA

Habop peareHTOB «TecT-cucteMa UMMYHO(EPMEHTHASA 411 BbIABNEHWUA UMMYHOTN00ynMHOB Knacca G
K BUpycy npoctoro repneca 2 tuna» "H(I>A-Bnr-2-19G"cooTBeTCTByeT TY 9398-049-70423725-2020,
HauunoHanbHbIM CcTaHgapTam P® u HOpMaTWBHbLIM AOKYMeHTam B 4acTu TpeboBaHWA 6e30MacHOCTU U
ahekTMBHOCTU. MO BOMpOCcam, KacawolmMMmcA KayecTsa Habopa, cnegyet obpawartbcd no agpecy 142530
MockoBcKkasi 06/1., I. INeKTporopck, yn. bygeHHoro, 4. 1, 1A. 3A0 "OKOna6"; ten. (49643) 3-23-11, hakc
(49643) 3-30-93 - oTaen cbbiTa, (49643) 3-37-30 - OBTK.

Mpn npegbABAeHUN peknamMauunm no MNoBOAY HECOOTBETCTBUS (PU3NYECKUX M cneunduyecknx
XapakTepuUCTMK Habopa peareHTOB 3afaB/ieHHbIM, [ANA MpPOBeAeHUA 06BLEKTMBHOrO  paccrefoBaHus
NPOM3BOAUTENIEM NMPUYMNH HECOOTBETCTBUS, MOTPEOUTENb JO/MKEH NPELOCTaBUTD;

1. Habop peareHTOB TOW Cepuun, Ha KOTOPYIO NPeAbABNSETCA peKnamauuns,

2. BCe CMOpHble Uccnegyemble 06pasybl NaLVeHTOB;

3. NpPOTOKO/blI aHann3a ¢ yka3aHMeM HauMeHOBaHWA, Cepun U CPOKOB FOAHOCTU MUCMOMb30BAHHOIO Habopa
peareHTOB.

4. NpPOTOKO/bI UCCef0BaHMA C UCMOb30BAHMEM APYTNX MeTOLOB/HAO0POB peareHTOB € yKasaHueM
cepuu, CPOKOB FO4HOCTU, NPOU3BOAUTENA NMPUMEHEHHbIX HA60POB PeareHToB.

OuvpekTop 3A0 "3KOna6" no Hay4Hoi paboTte PAaH/bI
"COIMMACOBAHO"

eHepanbHbI gnpekTop OO0 «BbIMMEN-MEOUEHT . BapHaBunuyc
«lf» IPI 2020
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KPATKASI CXEMA MOCTAHOBKU VA
(MPA-BMI-2-1gG)

KomnneKT Nel

Micnonb3oBaTtb TO/ILKO Moc/e TWaTe/IbHOro 03HaKOMIEHUS C UHCTPYKLUMein!
BHecTn B NyHKY Al- 100 mkn PPO,
B yHku B1, C1-. no 100 mkn KA,
B nyHKKn D1, E1-IMO 100 mkn K\,0p
B nyHkn F1,G1 -no 100 mkn K-,
B OCTa/ibHble NYHKW - BHayane no 90 mkn PPO, a 3atem - no 10 mMkn 06pasyos,
npeaBapuTensHo pasBefeHHbIX 1:10 B NyHKax BCNOMOrateflbHOro nnaHweTta (CM.
pa3fen «MpegsapuTenbHoe pasBejeHne nccnegyembix o6pasLos»)

NHkybaymsa 30 MKMH, B 3aLl4MLLEHHOM OT CBeTa MecTe npu Temnepartype 21-25
MpombITh 4 pa3a NPOMbIBOYHbIM PACTBOPOM

BHecTun no 100 MKN KOHbIOTraTa B KaXXAYH NIYHKY

NHKyb6auuns 30 MUH, B 3allMLLEHHOM OT CBEeTa MeCTe npu Temnepatype 21-25
MpombITh 4 pa3a NPOMbIBOYHbIM PacTBOPOM

BHecTn no 100 MKN MHAMKATOPHOTO pPacTBOpa B KAXAYH NYHKY

NHKyb6auuns 10-15 muH, B 3al4MLLEHHOM OT CBeTa MecTe npu Temneparype 21-25 °C
BHecTu no 100 MKN CTOM-peareHTa B KXXAYH NYHKY

N3meputb OnN npwu 450 HM (pedepeHc 620-650 HM), «6naHK» - no Al

KomnnekT Ne2

Micnonb3oBaTb TO/IbKO NOC/E TLWATEIbHOr0 03HAKOM/IEHUS C MHCTOYKMNEN!
BHecTwH B NyHKY Al- 100 mkn PPO,
B NyHKM B1, C1-. no 100 mkn K%
B nyHku D1, E1-MO 100 mkn KAop
B IyHKn F1,G1 -no 100 mkn K-,
B OCTa/ibHble NIYyHKWM - BHauane no 90 mkn PPO, a 3atem - no 10 Mkn 06pasyos,
npefBapuTenbHO passefeHHbIX 1:10 B nyHKax BcCnomoratefibHOro nmnsaHwerta (Cwm.
pa3fen «MpegsapuTenbHoe pa3BefieHne nccnegyembix o06pasLos»)

NHKybauns 30 MKMH, B 3allULLIEHHOM OT CBeTa MecTe npu Temneparype 37 °C
MpombITb 4 pa3a NpOMbIBOYHbIM PacTBOPOM

BHecTu no 100 MK KOHbIOTaTa B KOXKAYH JIYHKY

NHKy6aums 30 MUH, B 3alMLLEHHOM OT CBeTa MecTe npu Temnepatype 37
MpombITb 4 pa3a NPOMbIBOYHbIM PacTBOPOM

BHecTH no 100 MK MHANKATOPHOTO PacTBOpa B K&XKAYHO NYHKY
NHKyb6aums 10-15 MUWH, B 3alMLLLEeHHOM OT cBeTa MecTe npu 21-25

BHecTun no 100 MK CTOM-peareHTa B KaXXKAYH IYHKY

N3mepuTb OI npwu 450 HM (pedhepeHc 620-650 HM), «b6naHk» - no Al
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MPOLLNTO

MpowHypoBaHo, Npo™ymepoBaHO
BAP"nneHo nevyat™ *

leH. An~kTob 3A0"3KOnab6"

(pucos B.HO.
0 In2or.



