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1. Haznavenne

1.1. Habop pearenroB "JIC-UDPA-Tonanorponun-OCI™ npeaHasHadeH I KOIHYECTBEHHOI'O
orpenenieHusT (OUIMKYJIOCTUMYJIHPYIOIIEr0 TIOpPMOHAa B CBIBOPOTKE KpPOBH YEIOBEKA METOJIOM
TBEPIOPazHoro nMMmyHodepmentroro ananuza (UDOA).

1.2. ®CI' — rIMKONPOTEMHOBBIM TOPMOH ¢ MOJIEKYJIIPHON Maccoil OKOIIo 30 000 [a,
CeKpeTHpyeMbIi 0a30(mIbHBIMU KieTkamu nepenHed jomu runoduza. @CI' coctomT M3 ABYX
cyobenuamI — anbda (cxXomHOU y BCeX TOPMOHOB IepeaHed nonu runodusa) u 0era, olpeIesIomen
OmoJOrnIecKyio akTuBHOCTH ropMoHa. O CI' BEIOpackIBaeTCs B KPOBh UMITYJIbCAMH C HHTEPBAJIOM B 1-4
gaca.

V JKeHIIUH, TOCTHTIINX 1oIoBoH 3penoctu, @CI” cTUMYIUpyeT pocT U co3peBaHue (HOILIUKYIOB
B smgHUKax. JlocTmxerne kpurudeckoro ypoBHS ©CI” mpuBOIUT K OBYJISLIMH.

Y myxunn @CI" B myGepTaTHOM mepHojie 3allycKaeT CIepMaToreHes, U 3aTeM yJacTBYET B €T0
MOJACPKAHUN HapsAAy C JFOTEUHU3UPYIOIUM TOpMOHOM U TecTocTepoHOM. PCI™ sABisIeTCS OCHOBHBIM
CTUMYJIATOPOM pOCTa CEMSBHIHOCSIINX KaHAJIBIEB, yBEIHMYMBAaET KOHIEHTPAIMIO TECTOCTEPOHA B
mia3Me, obecreynBasl TeM CaMBIM IIPOIIECC CO3PEBaHUs crepMaro3ounoB. HabmogaroTcs ce30HHbIE
KoJe0aHusl KOHIICHTpAIlMM T'OpMOHA B KpoBU: JieToM ypoBeHb @CI' y My»4uwH BEHIIIE, YeM B ApPyrue
BpeMeHa rojia.

Onpeneneaue ypoBHsi OCI' B CBIBOPOTKE KpPOBM HMEET JMATHOCTAYECKOE 3HAYCHHUE IPU
OIIPENEICHAN MEHOTIAay3b]l, TOYHOI'O BPEMEHH OBYJIILIMYA X MOHUTOPHHIE 3HIOKPHHHON TEPAIIUH.

1.3. Habop paccuwWTaH Ha IpOBeJeHHWE aHAIM3a B AyOnmkarax: 40 HeM3BeCTHBIX IIpo0, OaHa
poba KOHTPOIBHOM CHIBOPOTKH, IMECTh CTAHJAPTHHIX KaTHMOPOBOYHBIX Mpod W oxHa mpoda i
ompenenenus ontudeckod 1iotHoctH TMB-CyOctpaTHOro pacrBopa IIpH  OXHOBPEMEHHOM
HCIIOIb30BaHUH BCEX CTPUIIOB TLIAHIIETa (Beero 96 ompesieneHuit).

B cmygae apoOHOro mpuMeHEHHs Habopa HeoOXOomuMoO 00s3aTeIbHOE MCIOIB30BAHHE BCEX
CTaHJAPTHBIX KATHOPOBOYHBIX IIPOD.

2. XapakTepacTuka Ha0opa
2.1. IlIpuHnun geldcTBus.

B mabope «JIC-UDA-T'onanorponuu-OCI'» TpHMeHEH «COHABUU»-BAPUAHT TBEPAO(DA3HOTO
NOA. [lng peanusallMi €ro HKCIOJB30BaHbI JIBA MOHOKJIOHAJIBHBIX aHTUTeNa ¢ pasHOM
CrIenMpUIHOCTHIO K ABYM JoMeHaM Moiekyinsl @CI': mepBble aHTUTENA IMMOOMIM30BAHbl Ha TBEPIOM
dase, BTOpHE (MEUeHHBIE TEPOKCHIAa30i XpeHa) BXOISAT B COCTaB KOHbBIOrata. B JIyHKaX, IpH
nobaBteHMn mcciexyeMoro obpasua u Kombiorata aHTu-OCl-mepokcmpaasza, BO BpeMs HHKyOaIuu
oHOBpeMeHHO mnpoucxoauT ummobmmmsamus OCIL, comepxamerocs B HcclefyeMoM o0pasie, #
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CBA3BIBAHME €ro ¢ KOHBIOraToM. KOJIM4YecTBO CBS3aBIIErOCS KOHBIOTaTa IIPSIMO NPONOPIUOHATIBHO
kommaectBy @CI' B uccnemyemom obpasiie.

Bo Bpems makybanmu ¢ TMB-CybcTpaTHBIM pacTBOPOM IPOUCXOIUT OKpalllMBaHHWE PacTBOpa B
nyakax. CTemeHb OKpackd IpsMo mponopuuoHaisHa KoHneHTpammu OCI' B aHanm3upyeMsIx mpodax.
ITocie n3MepeHnst ONTHYECKON IIOTHOCTH PacTBOPA B IyHKaX HA OCHOBAHUYU KAJHOPOBOUYHOIO rpaduka
paccuuTthiBaetcs KoHreHTpanus OCI' B onpeaenseMbIx oOpa3nax.

2.2. Cocras HaGopa pearenToB «/{C-UD®A-T'onanorponus-OCI»

Tabmmna 1
XapaKTepUCTUKU PEareHTOB . ®opma BBIIIyCKa
NMMyHOCOPOEHT - IUTAHIIET MOJIMCTHPOJIOBHIA pa3dopHei (12 crpumoB mo 8
JTYHOK KaKAbIf, pa30opHOCTH A0 1 JIYHKH) ¢ MMMOOMIM30BAaHHBIMH Ha 1 mT.
BHYTPEHHEH TTOBEPXHOCTH JTYHOK MOHOKJIOHANBEHBIME aHTUTenamu Kk OCT.
Konstorar - MoHOkIOHanbHBEIE aHTuUTena K @OCIT denoBeka, MeYeHHEBIE
nepokcunasoit xpeHa. IlpospadnHas unmmM onanecHuMpyromas PpoO30BOTO  I[BETA 1 ¢maxon
KUAKOCTE. B kadecTBe kKoHcepBaHTOB coaepxut: 0,1% npoxnud 300, 0,004% 12,0 mn
TeHTaMUITMHA CyIbdar.
Kambparop 0, Kamubparop 1, Kamubparop 2, Kamubparop 3, Kamubpatop 4,
Kamubpatop 5 — craHmapTHblE KaJIMOPOBOYHBIE IMPOOBI, ATTECTOBAHHEBIE I10
Tpetsemy MexnyHapoguomy cranfapty BO3 IS 94/632 (mpunsitomy B3ameH 2 IS 6 (h1aKoHOB
78/549), conmepxamue u3BectHble kommuectBa OCI'. IIpospadnbie umm cierka o 0,5 mn
OMAJIECIIUPYIOMINE CBETIO-XKEJITOTO LBETA XUAKOCTA. JHadeHWs KoHueHTtpanuil | (Kamubparop 0 —
OCI' B kamumOpOBOYHBIX IpoOax yKa3aHbBI Ha OTHKETKaX (IAKOHOB U B 2,0 mur)
AHATMTHYECKOM MACIIOpTe KadecTna. B xagecTBe KOHCEPBAHTOB COMEPIKAT:
0,1% mpoxmud 300, 0,004% renramuniuna cyiasgar, 0,1% denon.
KoHTponbHasi CBHIBOPOTKAa - CHIBOPOTKAa C W3BEeCTHBIM conaepkanueM OCI.
[Tpo3pauHas WIM ClIerka OINAJeCHUPYIOIasl CBETJIO-KEINTOTrO IBETA KUIKOCTD.
3nauenue koHueHTpamuu OCI B CHIBOPOTKE yKa3aHO Ha ATHKETKE (lakoHa U B 1 ¢pnakon
AHATMTHYECKOM IIaclopTe KadyecTBa. B kadecTBe KOHCepBaHTOB cojepxuT: 0,1% 0,5 ma
npoxiuH 300,
0,004% rearamumuHa cyiabdart, 0,1% denom.
ITP (xoHIEHTpaT X 25) — MPOMBIBOYHBIH pacTBOp, KoHIEHTpaT. [Ipo3paunas wim
cJIerka onajieciupyronias, OecBeTHas! UM CBETIO-KENTOTO 1IBETa KUAKOCTE. 1 draxon
50,0 M

. 1 ¢pnakon

TMB-CyOcTpaTHEI pacTBOP - Ipo3padHas O¢CIBETHAS KUIKOCTD. 14.0 vox
>

Cromn-pearent/0,2M - cepnas xuciaota B koHneHTpanun 0,2 mons/n. IIpo3paunas 1 ¢makon
OecrBeTHAS KUIKOCTE. 25,0 M
braHk st mocTpoeHus: KaTuOPOBOYHOM KPUBOH 1 mr.
VHCTpYKIMS 110 TPUMEHEHUIO 1 mT.

JIOTIOTHUTETBHO B KOMIUIEKT ITOCTABKHA MOTYT OBITh BKJIFOUCHBI:

- KpBIIKa K IOJIHCTUPOJIOBHIM 96-TyHOUHBIM ILIAHINETaM MM 3alluTHas IuleHka jgiua MDA
IUTAHIIETOB;

- OZJHOPA30BBIE HAKOHEYHUKH;

- MJIACTUKOBBIE BAHHOYKM IS J)KUJIKAX PEAreHTOB;

- IJIaCTHKOBas CKpeNKa JUIS 3aKphIBAHUA ITaKeTa ¢ MMMYHOCOPOEHTOM HIIM IIOJIMITUICHOBBIN
IIaKeT C 3aMKOM.

3. ABAJMTHYECKHE H JHATHOCTHIECKAE XapaKTepHCTHKHA Hadopa
3.1. UyBCcTBUTENBHOCTE. MUHHMAIBHAS JOCTOBEPHO oIpeperieMas HaOOpPOM KOHIEHTPALMS
®CI B cEIBOPOTKE KpoBH denoBeka coctapisier 0,3 MME/MiL.
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3.2. Cnemuduunocts. He o0OHapyXeHO NEpPEeKpeCTHOM peaklMyd KOMIIOHEHTOB CHCTEMEBI C
XOPHOHHUYECKHUM TOHATOTPOITUHOM, JIFOTCHHU3UPYIONUM U THPEOTPOIHEIM TOPMOHAMH.

3.3. Koaddumment Bapuanum pesynsratoB onpeaeneHuss @CI° B oqHOM B TOM ke oOpasle ¢
KCIIONIb30BaHNeM Habopa He mpeBrimacT §%.

3.4. JlunmeiiHocts. 3aBucuMocTh KoHmeHTpanmmu OCIT ot OIl umeer nuHEHHBIA XapakTep B
JIUana3oHe KOHIICHTpaIit KanmuOpoBOUHBIX MpoO Nel-No5. 3HaueHHE (WIMHEHHOCTH» JOJDKHO
HaxoauThes B mpenenax ot 90 go 110%.

3.5. Tounoctb. /laHHBIH aHATMTUYECKUI TapaMeTp IpoBepsieTcss TeCTOM Ha «oTKpbiTHEY DCI —
coorBeTcTBHE mM3MepeHHOH koumeHTparmmu @OCIT mpeanmcanaoit B mpobe, MOIyYEeHHOH IyTeM
CMEIIUBAHUS DPAaBHBIX O0BEMOB KanuOpoBOYHON IIpoObl Ne2 W KOHTPOJIBHOH CHIBOPOTKH. IIporeHT
OTKpHITHA cocTaBusgeT oT 90 mo 110%.

3.6. Kimnanueckas mposepka. Konnentparmio ©@CI™ u3mepsiiiv B CBIBOPOTKE KPOBH, B3ATOH ¢ 9 110
11 4, y 200 310poBBIX JFOZI B Bo3pacte OT 21 g0 60 jeT B pa3nuuHbIX (hazax MEHCTPYaIbHOTO ITUKIIA
(tabm. 2).

Tabmuma 2
rpynmna Pasz0poc xornenTpanmii, MME/Mn
Kenmuusl | pommukynspHad dasa <10
OBYJISITMOHHBIN MK 5-16
oTenHOoBas Baza <10
MOCTMEHOIIAY3a 25-150
My>KYuHHI 1,4-14

3.7. PexoMenayeTcs B KaxI0# 1abopaTopuy IpU HCIIOJIL30BAaHMKM Habopa yTOUHUTH 3HAUCHUS
koHueHTpaunii ®CI', COOTBETCTBYIOIMINE HOPMAJIBHBIM 3HAYCHUSIM 111 KOHKPETHOU TEPPUTOPUH.

4. Mepsl Ipe0cTOPOXHOCTH

JIOCTOBEPHOCTH PE3yIbTATOB 3aBUCHUT OT IIPABHIILHOTO BHITIOJIHEHUS CIIEAYIOIINX TIPABHI JIAOOPATOPHOM
TIPaKTUKH:

4.1. IlocranoBky MDA crnenyeTr NpoBOJAUTHh B MOMEIICHUH ¢ KOMHATHON TeMmepaTypoi oT 18
50 24 °C.

4.2. Henp3st UCHONB30BaTh peareHTHl M3 HAOOPOB pPazHBIX CEPUM MM CMEIINBATh UX TIPH
IPUTOTOBJIEHUH PaCTBOPOB, KPOME:

- Hecnerguaeckux koMrnoneHToB (I1P (kormenTpar x 25), TMbB-Cy6ctpatHsiii pactBop, CTom-
peareHT), KOTOphle B3auMO3aMeHsIEMbl BO BceX Habopax I UCCIICAOBAaHUS TOPMOHOB ¥ OHKOMAapPKEPOB,
nponsBoactBa OO0 «HIIO «/lmarHocTHUECKHE CUCTEMBIY.

4.3. Hemp3s HCIIOIB30BAaTh PEAreHTHl IIOCNIE HCTEUEHUs CpPOKa TOJHOCTH, YKa3aHHOTO Ha
YIaKOBKe.

4.4.  PacTBOPBI TOTOBUTH OCTOPOIKHO, UCKITIOUYAsl KaKOe-JIN00 3arpsi3HEHHE.

4.5. Henp3st npoBoUTH PEPMEHTHYIO PEAKITUIO B IPUCYTCTBUU PEAKTUBHBIX ITApOB (KUCIOTA,
IIEJI0Yb, AIbJACTH/IBI) WU BN, KOTOPhIE MOTYT IOBJIMSATH HA aKTUBHOCTh KOHBIOTATA.

4.6. JlabopatopHas 1mocyJa JODKHAa OBITH TIIATENBHO IPOMBITA; IPEANOYTUTEIHHO
IPUMEHEHIE MaTepHalioB OJHOPA30BOTO HCIIOIH30BAHUS.

4.7. ®epmeHTHas peakuuss 0co0O YYBCTBUTEIbHA K HMOHAM METaUIOB. Henb3s L[OIIYCK&TB
KOHTaKTa METAJUTHYCCKUX MPEAMETOB C PACTBOpaMH KOHBIOTATa MU cyOcTpara.

4.8. HeobxoauMoO UCHOH30BATH YHCTHIM HAKOHEUHUK JJI KAXKJ0T0 00pasiia Wil pearcHTa.

4.9. TlpombIBKa JIYHOK - BaXHBIM 93Tall IPOBEJCHUS aHAM3a: HEOOXOAMMO cOOMIOaTh
PEKOMEH/IOBAHHOE KOJMYECTBO LIMKJIOB IIPOMBIBKM M YOEIUTHCS, YTO JYHKU IOJHOCTHIO 3AIIOJIHAIOTCS
pactBopoM. He ciemyer nomyckarh OCTaTKa JKWAKOCTH B JIyHKax IIOCIIE€ NPOMBIBKM. HenpaBuiabHO
TIPOBEICHHBIH 5Tall HPOMBIBKY MOXKET IIPUBECTH K HETOUHLIM PE3yILTATaM.

4.10. Henp3s HCIONB30BaTh OJAHY M Ty JX€ BAHHOUYKY JUI1 BHEeceHHUs KoHblorara u TMb-
CybcTpaTHOTO pacTBOpa.

4.11. Heo0x0QuMO HCIIOIB30BATh TOJIBKO BAMIUPOBAHHBIE 103ATOPEI M 000pyaOBaHKE.

4.12. Henb3s n3MEeHATH IPOLEAYPY IPOBEICHUS aHAIN3A.
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4.13. Henp3s moaBepraTh pearcHTHl BO3ACHCTBUIO BBICOKOW TeMIEpaTypbl WIA IIPSIMOIO
COJIHEYHOI'O CBETA.

5. HHcTpyknus no 06e300acHOCTH

5.1. Bce peareHThl Habopa IpelHA3HAYEHBI JUIsL 1a00PaTOPHOM TMarHOCTUKH.

5.2.CHIBOPOTKH KpPOBH UEJIOBEKAa, WCIIONB3yeMBIE IIpH IIPUTOTOBICHUN KaluOpaTropoB U
KOHTPOJBHOW CHIBOPOTKU, HE COJIEPXKaT AHTHATENA K BUPYCY reratuta C, apturena k. BUY-1,2,
apTureH pupyca rematuta B (HBsAg), p24 BUU-1 u anTHTena K BO30YAUTENO CUPUIHCA.

5.3.B moMemeHHH ¢ MMMYHOJAMArHOCTHYECKHNMU MaTeprajlaMi Heb3s YHOTpeOJATh IIHIY,
UTh, KYPUTh, IPUMEHATh KOCMETHKY.

5.4 . Henp3st nUNETHPOBATH PTOM.

5.5.Ilpu pabore ¢ mccaeayeMBIMU oOpaslaMu HeobxoauMo oOpamarbes Kak ¢ MOTEHIMAILHO
OMAacHBIMH MaTepuaiaMu, T.K. HU OJUH W3BECTHHIN METOJ TECTUPOBAHMSI HE MOXET rapaHTHpPOBAThH
OTCYTCTBUE UH()EKIIMOHHBIX ar€HTOB.

5.6.ITpu pabote ¢ 106BIM 060PYIOBAHHEM, KOTOPOE KOHTAKTUPYET C UCCIEAYEMBIME 00pa3liaMu
U peareHTamMu, HeoOX0IUMO 00pamaTbes Kak ¢ MHPEKIIMOHHBIMY MaTepuaiaMu.

5.7 Ilpm pabote ¢ HaOOPOM peareHTOB U UCCIIEAYEMBIMU 00pa3liaMi HEOOXOAMMO HCIIOIb30BaTh
CIICIIOJCIKAY M OJJTHOPA30BHIE IEPIATKH, TIIATEIFHO IPOMBIBATh PYKH [IOCIe PabOTHI ¢ HUMHU.

5.8.HeobxomumMo m3beraTh pacijieCKMBaHHS OOPa3llOB WM PACTBOPOB, COMACPXKAMIMX OOpasIlbl.
ITpu pacruiecKMBaHWY HEMEIJIEHHO Ae3MH(PUIMPOBATh IOBEPXHOCTH 3 % pacTBOpoM xyopamuna b.

5.9.Heobxommmo m3berats kontakra TMbB-CyGcTpaTHOTO pacTBOpa, CTON-peareHTa ¢ KoXXed u
CJIM3ACTHIMH.

5.10.Tlocne mpoBexeHuss (EPMEHTHON peakiu HeOOXOJAMMO HEHUTpPaTN30BaTh  W/MIIA
ABTOKJIABUPOBATH PACTBOPEI, OTXO/IBI WX JIOOBIE XKUAKOCTH, COAepKaIue Onoorndeckue oopasist 10
cOpoca B xaHayim3auio. TBepasle 0TXO/bI (MCIOIb30BAHHBIE IUIAHINETH, HAKOHEYHUKH K 103aTOPaM,
¢makoHsl, nmabopaTopHAas IOCYAa, OJHOPA30BBIC MEpYaTKM M T.O.) MOJDKHEI OBITH 00e33apa)KeHb
norpyxenueM B 6 % pactBop nepekucu Bojopoaa ¢ 0,5 % cuHTETHUECKOT0 MOIOIIEro CPe/CTBA UM B
3 % pactBop xnopamuHa b. J[murensHOCTH JAe3uH(pexnuyu — He MeHee 1 4. JIomycTUMO IpUMEHEHUE
JIPYTOrO Ppa3pelieHHOT0 K NPUMEHEHUWIO Je3WHQUIUPYIOMEro CpeAcTBa. TBEpPABIE OTXOABI TaKXKe
crenyeT 06e3BpeXHBaTh aBTOKIABMPOBAHKEM B TeUEHHE daca IpH TeMIireparype oT 124 mo 128 °C mox
masnenmeM 1,5 klc/eM” (0,15 MIla). XKuakue oTxoabl (IPOMBIBOYHBIE BOJBI) CIEAYET 00e33apakuBaTh
nobaBiieHuEM CyXoro xjopammuHa b m3 pacdera 30 r/1 (JumMTeNbHOCTh Ne3MH(EKINA — HE MEHee 2 )
WA KUlsguesueM B TedeHue 30 MUH, WIM aBTOKJIABUPOBAHWEM B TeueHue | 49 moj JaBieHueM 1,5
xlc/em® (0,15 MIla) npu temueparype ot 124 no 128 °C. UnctpyMeHTH U 000py0OBaHUE A0 U IIOCIIE
paboTer HeoOxoaUMO poTUpaTh 2 pasa 70 % 3TUIIOBBIM CIIUPTOM.

5.11.% Hexotopsie pearents conepxat 0,1% mpoxmun 300.  IIpoxmma 300 0,1% -
pa3apakarolee BemecTBO. MOXKeT BBI3BaTh CEHCHOMIM3AIMIO IIPU KOHTAKTe ¢ Koxeil. IIpu koHTakTe ¢
KO)KeH IPOMBITh 00J1aCTh KOHTaKTa OOJIBIIAM KOJIMIECTBOM MELIIA M BOZHL.

6. O0opynoBanue U MaTepHaJbl, He0OX0AUMbIE IPA padoTe ¢ HAOOpOM:

- CHEKTPO(OTOMETP BEPTUKAIBHOTO CKAHWPOBAHUS, MO3BOIIIOMUN W3MEPATh ONTHIECKYIO
IUIOTHOCTH PacTBOPA B JIYHKAX ILIAHIIETa IIPH JIMHE BOJHBI 450 HM;

- TEPMOCTaTHPYEMBIN MIEHKEP, MO3BOJAIOMMI NPOU3BOAUTH BCTPAXUBAHUE CO CKOPOCTBIO OT
500 mo 800 06/mun nipu Temmnepatype (37,0 £ 0,5)°C;

- TepMocTaT 1 uHKyOanmu npu temreparype (37,0 = 1,0) °C;

- YCTPOWCTBO IJIsI IPOMBIBAHUSA IUTAHIIETOB (BOIIEP);

- JI03aTOpHl TMUIETOYHEIE TIOJYaBTOMATHYECKHE OJHOKAHAIBHEIE C U3MEHSIEMBIM O0BEMOM
otbopa xmakocred: Ha 5-50 Mk, Ha 40-200 mxo; Ha 200-1000 mxm; Ha 1000-5000 Mkn ¢
HAaKOHEUHHKAMH,

- [103aTOp MHIETOYHBIM I10JyaBTOMATHYECKUI BOCHMUKAHAIBLHBIN, MO3BOJISIOMMN OTOMpPATh
00BeMBI XXHUAKOCTH 10 300 MK, C HAKOHEYHUKAMU;

- mmrHAp MepHBIA (200 Mo, 500 min);



- cTakaH cTeKIIHHBIA (500 Mi);

- BOJIa JINCTHJLTIPOBAHHAS;

- Oymara ¢unpTpoBaNbHAS Ta00paTOPHAS;
- IEpYaTKH PE3UHOBBIE WM IIJIACTUKOBBIE.

7. AHaJH3HpyeMble 00pa3bl CHIBOPOTOK KPOBH Y€JIOBEKa

Jlus  WCKITFOYEHHUS JIOKHBIX —PE3yJbTaTOB HENB3S IIOJBEPraTrh HccieqyeMble 00pasIibl
TePMOMHAKTUBUPOBAHUIO, HEOOXOAMMO OTOMpPaTh M XpaHUTh UX B YCJIOBHAX, IIPEIOTBPAIIAFOIIUX
OakrepranbHBIN pocT. HegomyeTnMo McnoJib3oBaHHe 00pa3smoB ¢ no0aBJjieHHEM a3HIa HATPHA B
KagecTBe KomcepBanta! Kaxapni oOpasel; wmcciaeqyeMoOi CBHIBOPOTKH CIELyeT OTOMpaTh HOBBIM
HakoHeuHukoM! OToOpaHHBEIE 00pa3ilbl XpaHUTh MpU TemmepaTrype oT 2 no 8°C He Gonee 3-X CYTOK.
bonee mnuTenpHOE XpaHEHWE MOIMYCTUMO MpHU TeMmieparype He Belme MuHyC 20°C (00pasisl MOryT
HOJBEPraThCs 3aMOPAXUBAHUIO U OTTaMBaHMIO He Ooinee 1 pasza). Hemb3st mcmonb3oBaTh 00pasisl ©
OaKTepHATEHEIM POCTOM, BRIPKEHHBIM T'eMOJIM30M M runepimnuaeMueii. O0pasisl CHIBOPOTKH KPOBH,
COJIEpIKalie arperaTel WIH OCATOK, HEOOXOOUMO OCBETIIATH LeHTpudyruposanueMm mpu 1000-2000
00/MuH B TeueHue 15 mun npu Temnepatype ot 4 mo 8 °C.

8. IloaroroBKa peareHTOB AJIS1 AHAJIN3A

[lepen wucnonp3oBaHWEM Bce peareHTHl HaOopa BblgepkaTh 30 MHH IpU  KOMHATHOM
TeMIeparype.

8.1. MmmyHocopOeHT. BHuMaHme: BO H30ekaHHe KOHACHCAIMH BJIATH BHYTPH JYHOK
He00X0THMO BBIIEP:KATh HMMYHOCOPOEHT IPH KOMHATHOH TeMIepaType B 3aKpPbITOM HaKeTe He
meHee 30 MuHyT!

BekprITh GONBrupOBaHHBIN TTAKeT, OTCTYmHB 1,0 ¢M OT Kpast makera. BEIHYTh U3 akeTa paMKy U
HEO0XOAUMOE KOJIMYECTBO CTPHUIIOB, BCTABUTH CTPUIIBI B PAMKY.

[lakeT ¢ HEWCIOJB30BAaHHBIME CTPHUIIAMYU TINATEIHHO T€PMETHU3UPOBATh C MOMOIIBIO CKPENKU
it GONBTUPOBAHHOTO MaKeTa (He yaamss ocymuTens!). Jlmg aToro xpait makera cieayeT CBEpHYTH 2-3
pa3a ¥ 3aKpenMTh, HaJEB CBEPXY CKPEIKYy UL (GOILTHpOBaHHOIO Hakera. VInM IOMECTUTH BCKPBHITHIN
(OJBIUPOBAHHBIN TAKET C HMMYHOCOPOEHTOM B IIOJIMITHIICHOBBIH ITAKET C 3aMKOM.

8.2. IIP - paboumit mpombIBOUHBIH pacTBOp. Comepxumoe ¢(rakona ¢ kxonmeHTpatom [IP
TINATEJBHO MTEPEMeIaTh.

s npuroroBnenuss pabodero IIP HeoOXoamMoe KOJMYECTBO KOHIEHTpaTa IPOMBIBOYHOTO
pacTBopa pa3BecTy B 25 pa3 BoJIOH JUCTUIUTMPOBAHHON (Hanpumep, k 10 mur konnenTpara [IP no6aButh
240 mu1 Boasl). [lomydeHHbIH pacTBOp TIIATENHHO IIEPEMENIATh.

8.3. Konprorat — rotoB K NpIMEHEHHIO.

8.4. CragmapTHbIe KaIHOPOBOYHEIE IIPOOHI - TOTOBHI K MPHUMEHEHUIO.

8.5. KoHTpospHAas CHIBOPOTKA - FOTOBA K IPUMEHEHHUIO.

8.6. TMB-Cy0cTpaTHBIii pacTBOp - TOTOB K IPHUMEHEHUIO.

8.7. CTom-peareHT — roToB K IPUMEHEHHUIO.

9. IlpoBegenne anam3a

9.1. CrangapTHble KaIMOPOBOYHBIE MPOOBI M KOHTPOJIHHYIO CBIBOPOTKY BHOCHTH IO 25 MKI B
JIByX moBTOpax. PexomeHmyeTcs octaButh 2 myHKH 1t usMmepernus OIl TMbB-Cy6ctpatroro pacteopa.

B ocranpHBIe TYHKW B JIBYX IOBTOpax BHECTU IO 25 MK HCCIEAYEMBIX 00pa3loB CHIBOPOTOK
KpoBu. Buumanue! Bpemsi BHeceHns 00pa3noB He X0/LKHO pesbimarTh 10 mun!

9.2. Bo Bce yHKH, KpoMe JIYHOK ¢ KoHTposleM TMB-Cy6cerpatHoro pactBopa, BHecTr 1o 100
MKJI KOHBIOTaTa, CTPHIIBI IUIAHIIETA 3aKPBITh KPBIIIKON WU 3aIlUTHON IIJIEHKOM.

9.3. Bo3MOXHEI TpH Mpole ypsl HHKYOAIuy IUIaHIIeTa:

IIpouenypa 1 (tepmocTaTupyemslii meiixep, (37,0 + 0,5)°C):

[Tnanmer mHKYOHMpOBaTh 30 MHHYT Ha TEPMOCTATUPYEMOM INEMKEpEe IpPHU BCTPIXMBAHHK CO
cxopocThio ot 500 1o 800 o6/mMuu 1 Temmepatype (37,0 £ 0,5)°C.

Ipoueaypa 2 (repmocrar, (37,0 £ 1,0)°C):

ITnanmeT HEKY6HpoBaTh 60 MUHYT BO BIQKHOM KaMepe B TepMocTaTe npu Temreparype (37,0 =
1,0)°C.



Jlns co3maHus BIXHOM KaMmephl IUTAHINET 3aKPBITh KPBINIKOH, Ha KOTOPYIO IIOJIOXKHUTH
CMOYEHHYIO BOZON (DHIBTPOBAIBHYIO GyMary, IUIAHIIET HOMECTUTh B NOJUATHICHOBHIA MAKET, MOCTIE
4ero Kpasi makeTa 3aBEpHYTh BHH3.

IIpouexypa 3 (koMHATHAs TeMIepaTypa):

Ilocne BHeceHWs B JIYHKYW IUIaHIIeTa OOpa3loB M KOHBIOTaTa CONEPKMMOE IlepeMeniarh
aKKypaTHBIM MTOCTYKHBAaHHEM IIO KpasM IUTaHIIeTa B TedeHHe 30 CEKyHJ, CTPUIIBI 3aKPHITh KPBIIIKOM
WJIM 3allUTHOM IJICHKOW M MHKYOMpOBATh B TEUCHHE 90 MUHYT TPy KOMHATHOU TEMIEpaType
(3necs 20-25 °C).

9.4. I1o uCTeYEHNH YKa3aHHOTO BPEMEHH COJICPIKIMOE JTYHOK YAAJIUTh ¢ IIOMOIIBIO BoLIepa (MK
MHOTOKAHAJILHOM IMIETKH) B &MKOCTh JUis cOopa HMHOUIUPOBAHHOTO MaTephaia, UMMYHOCOPOEHT
OpOMBITE 5 pa3 pabounm 1P, 3amiBas ero o kpaeB JIyHOK (He MeHee 300 MKI B JIYHKY) M yAaisisd
OPOMBIBOYHBINA PacTBOP ¢ MOMOIIBIO BOIIepa (MM MHOTOKAaHAIBHOW MHUIETKH) B EMKOCTH I cOopa
AHOUIHEPOBAHHOTO MaTepHana. [[0 OKOHYaHWU HPOMBIBKU TINATENIBHO YAAIUTh OCTATKH JKUIAKOCTH W3
JIYHOK IOCTYKMBAHHEM PAMKH CO CTPHUIIAMHE B IIEPEBEPHYTOM HOJIOKSHUH 110 (HUIBTPOBANBHON Oymare.
He momyckaTh ocTaTKa )XUJIKOCTH B TyHKaX IUIAHIIETA.

9.5. Bo Bce mynkm otMbrToro rranmera BHectH o 100 mxin TMB-Cy6cerparHoro pactsopa u
BEIJIEpXKATh P KOMHATHON TEMIIEPAType B TEMHOTE:!

Ipoueaypa 1: 20-30 muH.

IIpoueaypa 2: 20-30 muH.

IIpouexypa 3: 15-20 MuH.

9.6. Peakuiuio 0CTaHOBHTH J00OABJIEHNEM BO BCE JYHKM IUIaHmeTa o 150 MKII cTom-peareHra,
BCTPAXHYThH CTPUIIBI Ha INeikepe B TedeHune 5-10 ceKyHI M MPOBECTH yUeT pe3ylabTaToB. Bpems Mexay
ocTaHoBKo# peakiu u u3mepenueM Ol He 1opkHO npessimaTs 20 MUAH.

9.7. CnektpodoToMeTpHYECKHI KOHTPOJbL BHECEHHS CHIBOPDOTOK H peareHTOB IpH
moctaHoBke TecT-cucTeMbl «/IC-U®A-T'onagorponun-®CI» nHa aBromaTndeckux HWMPA-
aHam3aTopax. KoHTpoms BHECEHMS KOHBIOTATa PEKOMEHAYETCA HPOBOAMTE IPH JUIMHAX BOMH 540
(550) um, xpurepnii: OIT > 0,500.

10. PerncTrpanus pe3yjbTaroB
Perucrpanuio pe3yinbTaToB IPOBOANUTE CIIEKTPOGOTOMETPHUYECKH IIPH JIMHE BOJIHBL 450 HM.

11. Y4er pe3y/ibTaToB

Peaknnto cnexyer yumThiBaTh, ecnm cpenHee 3HadeHue OIl B mynkax ¢ kontponem TMb-
CybcTpatHoro pactopa - He Oosnee 0,1.

Heobxonmumo moctpouTs KanmubpoBouHslii rpaduk no cpexaum BemmanHaM Ol «Kamubpatopa
0»; «Kamubpartopa 1»; «KamubpaTtopa 2»; «Kamubparopa 3»; «Kamubpatopa 4»; «Kanmubparopa 5». Ha
OnaHKe JUISl TOCTPOEHMUS KaTMOPOBOYHOM KpHBO# 1O och abcruce X OTKIAbIBAIOT COOTBETCTBYIOIIUE
3HaveHust KoHneHTpanuun OCI, BripaxerHOH B MME/Mi, 1o ocu opausaT Y OTKJIAQABIBAIOT CPEIHUE
sHageHrs OIl cTaHmapTHEIX KaTuOpoBOUHBIX Mpo6. [1o MoTydeHHEIM TOYKaM CTPOAT KaJIUOPOBOUHYIO
KPUBYIO.

KoHnTpospHas CBIBOPOTKA CIy>KUT A1 HOPOBEPKM TOYHOCTH M JIOCTOBEPHOCTH DPE3YJIHTATOB.
[Tonyuennsie BenumuuHB KOHIEHTpanuil @CI™ B o6pasznax cuuTaTh JOCTOBEPHBIMH, €CIIM BEIYUCIEHHOE
mo KamubpoBouHoMmy rpaduky 3HaueHue KoHueHTpanuu OCIT B KOHTpOIBHOM 00paslie IONajacT B
TIpe/IeITbl, yKa3aHHbIe Ha STUKETKE (prakoHa.

12. Orpanuyenus Tecta
12.1. Bce pearenTsl Habopa mnpemHazHadeHbl ans omnpenencHus OCIT B CHIBOPOTKE KPOBH
genoBeka. Habop He mpenmasmaden misn onpexneiernuss OCIT B CIOHe, ImasMe M JIPYTHX obpasmax
YeJIOBEYECKOTO WU KUBOTHOTO IIPOUCXOKICHHUI.
12.2. HenpaBuibHOE oOparieHue ¢ o0pa3liaMi ¥ U3MEHEHUE IPOIEYPHI TeCTa MOTYT IIOBJIUATH

Ha PE3yJIbTATHL.



12.3. Jlns pasBemeHuss oOpas3loB CBHIBOPOTOK C BHICOKMM cogepxanueM @OCIT ciexyer
ucnonp3oBath «Kamubpartop O». IlpuMmeHeHHMe IpYrMX pEareéHTOB MOJXET IIPUBECTH K JIOXKHBIM
pe3yJbTaTaM.

12.4. 3akmoveHne 0 KIMHUYECKOM JIMarHO3€ HE MOXKET OBITh OCHOBAHO TOJBKO Ha pe3yJbTaTax
JAHHOTO TecTa. B JHarHOCTMYEeCKMX IesAX pe3yIbTaThl JOJDKHBI 00s3aTENbHO MCIIONB30BATHCS B
COYETAaHMU C JPYTUMH JaHHBIMH: CHMIITOMaMH, oOmiel KIMHMYECKOW KapTUHOM, pe3ylbTaTaMu
HCCIEeIOBAaHUS APYTUMHU TECTAMH.

12.5. Hanuuue reTepoMIIbHBIX aHTUTEN y HAI[MEHTOB, MMEIOIMUX JEN0 C KUBOTHBIMU WU
MOJTyYaBIIMX MOHOKJIOHATHHBIE AHTUTENA B KA4eCTBE JICUEHHsA, MOXET OKa3blBaTh BIMSIHWE Ha
PE3yIbTaThl HMMYHOJIOTHYECKUX TECTOB.

12.6. Xyk-3¢hexT B JaHHOM TecTe He Ha0IroAaIcs.

12.7. HaGop He npemHa3HAYEH I TECTUPOBAHUS 00pa3I[OB CBIBOPOTOK KPOBH HOBOPOXK/ICHHBIX.

13. YeaoBusi XpaHeHHsI H IKCIUIyaTalan Habopa

13.1. HabGop peareHTOB MAOIDKEH XPAaHUTHCA B YMAKOBKE MPEANPUATUA-U3TOTOBUTENS IIPU
TemnepaTrype oT 2 g0 8 °C B 3alUINEHHOM OT CBETa MECTe B TEYEHHE BCEro Cpoka rogHocTh. Cpok
rogHOCTH Habopa — 18 mecsies.

13.2. TpancmoptupoBanrne Habopa peareHTOB IIPOBOAWTH NMpu TeMmieparype or 2 go 8 °C.
JIomycTHMO TpaHCTIOPTHPOBAHHKE IIpH TemIeparype oT 9 10 20 °C ue 6omee 10 cyTok.

13.3. B cnydae [OpoOHOrO HCHOJBL30BaHUS KOMIIOHCHTH Habopa HEOOXOAWMO XpaHUThH
CIEIYIOIIUM 00pa3zom:

- NMmyHOCOpPOEHT — MakeT ¢ HEUCHOJH30BAHHBIMU CTPHUIIAMKA W CHUJIMKArejieM TIIATEIbHO
repMeTru3upoBaTh. [lociie mepBOro BCKPHITUS MakeTa MMMYHOCOPOCHT cTabuIleH Ha MPOTSHKEHUH CPOKa
roJHOCTH Habopa mpu Temmeparype ot 2 1o 8 °C.

- IIP (xoHmentpar X 25) - mocie BCKpHITHS (plakoHa OCTaBIIANCS HEUCIOIb30BaHHBEIM [P
(KOHIEHTpAT X 25) XpaHUTh BO (IAKOHE, IUIOTHO 3aKPHITOM BHHTOBOM KPBIIIKOM, HA IIPOTSHKEHUM CPOKA
TOIHOCTH Habopa Ipy TeMieparype ot 2 1o 8°C;

- Pabounif pOMBIBOYHEIM PacTBOp, MOJATOTOBJICHHBIN K HCIIOJNB30BAHUIO, XPAHUTH B YHCTOM
IUIOTHO 3aKpBITOH €MKOCTH B TeueHue 14 cyT. mpu KOMHATHOM TeMmieparype uim 28 CyT. Ipu
temiepatype ot 2 o § °C.

- Konsloratr — nocie BCKpHITHS (prlakoHa OCTABIIMIICS HEMCIONH30BAHHBIM KOHBIOTAT XPAaHUTH
BO (h1aKOHE, MJIOTHO 3aKPHITOM BUHTOBOM KPHIIIKOM, Ha MPOTSHKEHUU JIBYX MECSIIEB MPH TEMITEPATYpPe
or2 o 8°C.

- Cranpapreele  KanuOpoOBOYHBIE MPOOBI - MOCHE BCKPHITHS (JIAKOHA  OCTABIIHECS
HEHUCIIOIb30BAHHBIMU KaIUOPOBOYHBIE MPOOBI XPaHHUTh BO (hJIAKOHAX, IUIOTHO 3aKPHITHIX BHHTOBBHIMH
KPBILIKAMHU, HA IPOTSDKEHUH JBYX MeCSIIEB Ipd Temieparype ot 2 g0 8 °C.

- KoHTponpHas CHIBOpOTKA - IIOCNE BCKPHITUA (DIAKOHOB OCTABIIYIOCS HEHCHOJIB30BAHHOM
KOHTPOJBHYIO CBIBOPOTKY XpaHUTh BO (pIakoHe, IUIOTHO 3aKpBITOM BUHTOBOW KPpHIMIKOW, HAa
NPOTSDKEHUU JBYX MECAIIEB IIpU TeMuepatype ot 2 1o 8 °C.

- TMB-CybcTpaTHbIii pacTBOp - TOCJE BCKPHITHS (DJIAKOHA OCTABIIMICS HEHUCIIOIH30BAHHBIM
TMB-CyOcTpaTHBIli PacTBOpP XpaHUTH BO (UIAKOHE, IUIOTHO 3aKPHITOM BHHTOBON KpBIIIKOH, Ha
IPOTSHKEHUM JBYX MeCALEB MpH Temireparype ot 2 go 8 °C. '

- Crom-peareHT — mOCC BCKPHITHS (pJiakoHA OCTABINHIICSI HEHCIOIB30BaHHBIM CTOmI-peareHT
XPpaHUTh BO (UIaKOHE, IUIOTHO 3aKPBITOM BHHTOBOW KPBHIIMIKOH, Ha MPOTSDKEHUH CPOKA TOJHOCTH Habopa
pu Temiieparype ot 2 1o 8 °C.



13.4. JIas moyueHus: HaJie)KHBIX Pe3yJIbTaTOB HEOOXOAUMO CTPOToe COOMIONEHNE UHCTPYKITHH.

PexnaManuu Ha cnenmududeckue u (pusanyueckue CBOMCTBA IpemapaTa HampaBisaTh B aJpec
npennpustus-usroroputens - OO0 «HayuHo-mpou3BojicTBeHHOE 00belnHeHNE «J[narnocTudeckue

cucteMsl» 603093, Poccus,
86-83 mm ten.: (831) 434-97-12.

r. Huwxanii Hosropos,

yi. SIononeBas, n. 22, ten./¢paxc: (831) 434-

14. O0BsicHEeHNE CHMBOJIOB

JUarHocTudeckum MY)

EC MapkupoBka (EBporneiickas nupextuBa 98/79/CE 1o in vitro

Tompko m1a mabopaTopHOTO HCIoNb30BaHus (in vitro diagnostic)

IIpousBoaUTENH

KaranoxHusrit HoMep

KonudecTBo onpeneneHmit

LOT

Howmep naptuu (cepun)

+8°C

+2°C S

TemnepaTypHbI€ ITpe/1eIbl XpaHeHUs

Cpox rogHOCTH J1aTa/MeCsIl/TOT

CMoTpuTE HHCTPYKIUIO IO TIPHMEHEHHIO

CozepXuT pa3apaikaromee BeecTBO

JHpeKTOop 10 NPON3BOACTBY

000 «HayyHo-IpOH3BOACTBEHHOE O0be{HHEHHE

«I[HaFHOCTH‘ICCKI/Ie CHCTEMbID»

COI'JIACOBAHO
3aB.kadeapoi KIMHNYECKOH
JIa00paTOPHOH JHATHOCTHKH
I'BOY AIIO PMAIIO
Munsapasconpaspurus Poccun
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