HAYYHO-NPOM3BOACTBEHHOE OBbEAUHEHUE
N~ JOWATHOCTUYECKWE CUCTEMODI

"
REF| RH-151 W %

NHCTPYKIOUA
10 NPUMEHEHHUI0 HA0OPA peareHToB
«1C-UDA-T'onagorponun-®CIH»
TecT-cucTema nMMyHO(epMeHTHAS 1JI51 KOJIMY€CTBEHHOT 0
onpenejeHus Go/LUTHKYJIOCTUMYJITHPYIOLIEr0 TOPMOHA

1. Ha3naueHue

1.1. Habop pearentoB «IC-UDPA-T'onanotponuu-OCI» npeaHazHadyeH ais
KOJIMYECTBEHHOTO OMpeeNeHuUs (DOILTMKYIOCTUMYIIMPYIOLIErO TOPMOHA B CHIBOPOTKE
KPOBHU 4€JIOBEKa METOJIOM TBEP10(azHOro uMmMyHopepmeHTHoro aHanmza (MDA).

1.2. ®CI' — TJIUKONPOTEHMHOBBI TOPMOH C MOJICKYJISIPHOM Maccoi OKOJIO
30 000 Ma, cekpetupyemblii 6a30(pIbHBIMH KJIETKAMU TIEPEAHEN q0u runodusa.
®CT" coctouT U3 ABYX CyOBeAMHUIl — aiib(a (CXOAHOHN y BCEX TOPMOHOB TIepETHEH
noiu runoduza) u 6era, onpeAessomel OUOTOrMYeCKY0 aKTUBHOCTh TOPMOHA.
®CT" BrIOpachiBaeTCA B KPOBb UMITYJIbCAMU C HHTEpBajoM B 1-4 daca.

Y JKEHIIMH, JOCTUTIIMX MonoBOM 3penoctd, PCI' cTUMynupyeT pocT u
co3peBanue (HOUIMKYJIOB B siMuHUKaX. JlocTikeHne Kputudeckoro ypoBHsa OCI'
MPUBOJIUT K OBYJISILIUH.

Y myxunH OCI' B mybepTaTHOM MEPHUOJIEC 3ayCKAET CIIEPMATOT€HES, U 3aTEM
y4acTBYeT B €ro NOJJCPKaHUU HapsAay C JIIOTEUHU3UPYIOIIUM TOPMOHOM U
tectoctepoHoM. DCI sBIISIETCS OCHOBHBIM CTUMYJISITOPOM POCTA CEMSIBBIHOCSIITUX
KaHAJIbLIEB, YBEIMYMBAECT KOHIEHTPALUIO TECTOCTEPOHA B IIazme, oOecreunBas
TEM CaMbIM IIPOIIECC CO3pEBaHUs crnepMaro3ouaoB. Habmrogarorcs ce30HHBIE
KoJieOaHHsI KOHIIEHTPAIIMM TOPMOHA B KpoBH: JieTOM ypoBeHb DCI' y myxuuH
BBIIIE, YEM B JIpPYTUE€ BpEMEHA rojia.

Omnpenenenne ypoBHa DPCI' B CBIBOPOTKE KPOBU HMEET IUATHOCTUUYECKOE
3HAQYCHUE TIpU ONpEJCICHMH MEHOIAay3bl, TOYHOIO BPEMEHHU OBYISIUM MU
MOHUTOPHHTE SHIOKPUHHOMN Teparum.

1.3. Habop paccumTan Ha TpOBEJCHHE aHajauM3a B JOyOJIuKaTax:
40 Heuws3BeCcTHBIX TIpo0, oaHa Tpobda KOHTPOJHHOM CBHIBOPOTKH, IIIECTh
CTaHJIAPTHBIX KaJTUOPOBOYHBIX MTPOO M OJIHA MTPo0a JJIsi ONPEICIICHUSI ONTUYECKOM
miioTHOCTH TMbB-Cyb6cTpaTHOrO pacTBopa mpu OJHOBPEMEHHOM HCIOJIb30BAHUU
BCEX CTPUIIOB ILIaHIIeTa (Bcero 96 onpeneneHuii).

B cinydae npoOGHOro mnpumeHeHuss Habopa HeoOXoauMo o0si3aTenbHOe
HCIIOJIb30BAaHUE BCEX CTAHIAPTHBIX KAITMOPOBOYHBIX IIPOO.

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



2. XapakTepucTuKa Habopa

2.1. IlpuHumun aecTBus.

B natope «JIC-UDA-T'onanorponun-OCI» npuMeHEeH «CIHIBUY»-BapUAHT
tBepaodaznoro MDA. Jls peanusaiu €ro UCIoIb30BaHbl JJBa MOHOKJIOHAIBLHBIX
aHTUTEJa C pa3HOM cnelu(UUHOCTHIO K ABYM JoMeHaM Moiiekysbl OCI': mepBbie
aHTHUTEJIa UMMOOMIN30BaHbI HA TBEPIOM (ase, BTOphIe (MEUCHHBIC EPOKCHIa30M
XpeHa) BXOJAT B COCTaB KOHbIOraTa. B jyHKax, nmpu J00aBJICHUM HUCCIIETYEMOTO
oOpasiia u koHbtorata aHTU-OCI-mepokcuaaza, BO BpeMs HMHKyOaluu
OJHOBpEMEHHO ImpoucxoauT umMooOmwmm3zamus @OCI, coxpepxkamerocs B
ucciaeayeMoM oOpaslie, M CBSI3bIBaHHUE €ro ¢ KoHbioratoMm. KomanuecTBo
CBSI3aBUIErOCS KOHBIOraTa MnOpsiMO mponopuuoHanbHO Konudyectsy OCIT B
HcciIeayeMoM oOpaslie.

Bo Bpems wunkybaunuu ¢ TMB-CyOGcTpaTHBIM pacTBOPOM MPOUCXOJUT
OKpallliBaHWE pacTBOpa B JIyHKax. CTENEeHb OKPACKU MHPSIMO MPOIMOPLIHOHAIBHA
koHieHTpauun OCI' B ananmu3upyembix npobax. Ilocie u3mMepeHus onTHYECKOM
MJIOTHOCTH pacTBOpa B JIyHKaX Ha OCHOBAaHUU KaduOPOBOYHOTO Tpaduka
paccuutbiBaeTca koHUueHTpausa OCI" B onpenensiemMbix o0pasiax.

2.2. CoctaB Habopa pearenToB «{C-UPA-T'onagorponuu-®CI»

Tabnuna 1
dopma
XapaKTEepUCTUKU PEATEHTOB

BBIITYCKa
NMMyHOCOpPOEHT - TIJIAHIIET MOJUCTUPOJIOBBIA pa300pHBII
(12 cTpumoB 1o 8 TYHOK KaxbIi, pa300pHOCTH 10 | JYHKH) C | wr
UMMOOUJIN30BAHHBIMU HA BHYTPEHHEH ITOBEPXHOCTH JIYHOK '
MOHOKJIOHAJIbHbIMH aHTUTenaMu K OCT'.
Konsbtorar - moHokioHanbHble aHTHTENAa K PCI' yenoBeka,
MEUEHHbIE  Tlepokcuaazon  xpeHa.  [Ipo3paunas  wim | naxon
ONaJIECUUPYIOIIAas PO30BOr0 LBETAa JKUIKOCTh. B KadecTse 12.0 M1

KOHCEpPBAHTOB COJICPKUT: 0,1% POKJIMH 300,
0,004% renramunyHa cyibdar.

Kanmubparop 0, Kanuopartop 1, Kanubparop 2, Kanubparop 3,
Kanubparop 4, Kanubparop 5 — crangapTHble KaauOpOBOYHBIE
npoObl, aTTecToBaHHble N0 TpeTbeMy MexayHapogHOMY
cranaapty BO3 IS 94/632 (mpunstomy B3ameH 2 IS 78/549),
conepxaiue uzBectHble konmuectBa DOCI'. [Ipo3paunbie wim

6 ¢rakoHOB

o 0,5 mu
CJIETKA OIAJECHUPYIOIIUE CBETJIO-KEJITOrO IBETA XUIKOCTH. (Kami6 ’aTo 0
3nauenus KoHueHTpaunii ®CI' B KanuOpOBOYHBIX MpobOax ) OpMn)p
2

yKa3aHbl Ha JTUKETKaX (JIAKOHOB U B aHAJIUTHYECKOM
nmacropre KadecTBa. B KkauecTBe KOHCEPBAHTOB COJIEPIKAT:
0,1% npoxkaun 300, 0,004% redHTamuIiuHa CyJbdar,
0,1% ¢enou.
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KoHTponbHast  ChIBOpOTKAa -  CBIBOPOTKA C  W3BECTHBIM
conepxkanreM OCI'. IIpo3paunas wim cierka onajieclupyromas
CBETJIO-KENTOrO IBETA KUIAKOCTh. 3HaUeHHE KOHIeHTparmu OCI 1 ¢pnakon
B CHIBOPOTKE YKa3aHO Ha ATHKETKE (PlakoHa W B aHAJIUTHYECKOM 0,5 mi

MacnopTe KadyecTBa. B KauecTBe KOHCEPBAHTOB COJEPIKUT:
0,1% mpoxmun 300, 0,004% renramuimHa cyiabdar, 0,1% denon.
[1P (koHIeHTpaT X 25) — MPOMBIBOUYHBIN PacTBOp, KOHIICHTpAT.

1 ¢nakon
[Ipo3paunas wiu cierka onajecuupyromias, OeclBeTHas WU 50.0 M1
CBETJIO-KEJITOTO 1[BETA KUIAKOCTb. ’
TMBb-CyOcTpaTHblii  pacTBOp - mOpo3padyHas OeclBeTHas 1 ¢nakon
JKUJIKOCTD. 14,0 M
Cromn-pearent/0,2M - cepHasi KHCJIOTa B KOHIICHTpallUU 1 ¢nakon
0,2 moub/n. Ilpo3paunas 6ecriBeTHas JKUIKOCTb. 25,0 M
biiank 1151 mocTpoeHust KamMOPOBOYHOM KPUBOM | .
MHCTpyKIKs 1O NPUMEHEHUIO 1 mir.

JIOTIOJTHUTETLHO B KOMILJIEKT IMTOCTABKH MOTYT OBITh BKIIOUCHBI:

— KpbIIIKa K TOJHUCTUPOJIOBBIM 96-TyHOUHBIM IUIAHIIETAM WJIM 3alUTHAS
renka Juid MDA miadHmieTosB;

— OJHOPA30BbIC HAKOHCYHUKHU;

— IUIACTUKOBBIE BAHHOYKH IS )KUJIKUX PEAreHTOB;

— IUJIACTUKOBAsl CKperKa JJisl 3aKpbIBaHUS MAaKeTa ¢ UMMYHOCOPOEHTOM WJIH
MMOJIMATUJIICHOBBIN MAKET C 3aMKOM.

3. AHAJIMTUYECKHE U JUATHOCTHYECKHE XapaKTePUCTUKHU Habopa

3.1. UyBcTBUTEILHOCTh. MUHMMAaJIBHAS JIOCTOBEPHO OompeaeisieMas Habopom
koHieHTpanust @CI" B ChIBOpOTKE KpoBH yenoBeka coctapiisieT 0,3 MME/mu.

3.2. Cnemudpuunocts. He oOHapyXeHO MepeKpecTHONW peakiMy KOMIOHEHTOR
CUCTEMBl C XOPUOHMYECKUM TOHAJOTPONMHOM, JIOTEMHU3UPYIOIIUM U
TUPEOTPOITHBIM TOPMOHAMH.

3.3. Koappunuent Bapuaruu pesyiaptaTtoB onpeaencaus @CI' B 0o1HOM U TOM
e o0paslle ¢ UCT0JIb30BaHUEM Habopa He mpeBbIaeT 8%.

3.4. JIunerinocts. 3aBucumocth KoHIeHTpanuu OCI" ot OIl umeeT nuHEHHbIN
XapakTep B JUaIa3oHe KOHIEHTpalui KauOpoBouHbIX MpoO Nel—NeS. 3nauenue
«JIMHEWHOCTU» JOJDKHO HaxoauThes B peaenax ot 90 qo 110%.

3.5. Tounocts. JlaHHBIM aHAIMTHUYECKUN MapaMeTp MpPOBEPSETCS TECTOM Ha
«otkpbiTie» OCI" — cooTBeTCTBHE M3MEepeHHOM KOHIeHTpaunu OCI' npeanmucanHomn
B IIPO0OE, MOTYYECHHON ITyTEM CMEIIMBAHUS PaBHBIX 00BEMOB KaTHOPOBOYHOM MPOOKI
Ne2 u xoHTpOIBHOM CHIBOPOTKHU. [IporieHT oTkphiThs coctaBiseT ot 90 mo 110%.

3.6. Knunnueckas nposepka. Konnenrpanuio ®CI' u3Mepsiii B CHIBOPOTKE
KpoBH, B34Toi ¢ 9 1o 11 4, y 200 3q00poBeIX dtozei B Bo3pacte ot 21 go 60 mer B
pa3InyHbIX (Pazax MEHCTPYyalbHOIO IIUKJa (TadJI. 2).
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TabOnuria 2

rpyIimna Pa36poc konnenTparuit, MME/mMn
Kenmmnuel | bomnukynspHas dasza <10
OBYJISILIUOHHBIN MUK 5-16
JroTenHoBas (asza <10
MIOCTMEHOIIay3a 25 - 150
My K4rHBI 14-14

3.7. PexomeHayeTcss B KaXJI0Ml 7a0opaTopuu MpHU HCIOIb30BaHUU Habopa
YyTOYHUTH 3HaueHus KoHueHTpauun OCI, CcOOTBETCTBYIOIIME HOPMAIBHBIM
3HAYEHUSM JIJIsI KOHKPETHON TEPPUTOPUH.

4. Mepbl Ipe10CTOPOKHOCTH

JIOCTOBEpHOCTh  PE3YJbTATOB 3aBHUCUT OT MPABUIBHOTO  BBIMNOJHEHUS
CJIEIYIOIIMX MTPaBUJI Ja00OPATOPHOM MPAKTUKHU:

4.1. [TocranoBky MDA cneayeT NpoBOJAUTh B MOMEUIEHWH C KOMHATHOMU
Temriepatypoit ot 18 no 24 °C.

4.2. Henb3ss MCHOJIB30BaTh pPEareHTbl M3 HAO0OpPOB pa3HbIX CEpUN WU
CMEUIMBATh UX MPU MPUTOTOBJIEHUH PACTBOPOB, KpOME:

— Hecnenudpuueckux  komronentoB  (IIP (konmenTtpar x  25),

TMBb-CyOctpatsblii pacTBOp, CTON-peareHT), KOTOPhIe B3aUMO3aMEHSIEMbI
BO Bcex HalOopax Il HCCIeAOBaHUS TOPMOHOB U OHKOMApKEpOB,
npousBojictBa OO0 «HIIO «/[uarHoCTUUECKHUE CUCTEMBDY.

4.3. Henb3st MCHONIb30BaTh pEareHThl IOCIE HCTEUEHHs] CpOKa TOJHOCTH,
YKa3aHHOT'O Ha YIIaKOBKE.

4.4. PacTBOpBI TOTOBUTH OCTOPOKHO, UCKITIOYAs KaKoe-JIM00 3arpsi3HEHUE.

4.5. Henw3st mpoBOAUTh (PEPMEHTHYIO PEAKIUI0 B MPUCYTCTBUU PEAKTUBHBIX
napoB (KUCJIOTa, IIEJI0Yb, aJbJErU/ibl) WIN MbUIH, KOTOPbIE MOTYT MOBJIUATH HA
aKTUBHOCThH KOHBIOTATA.

4.6. JlTabopatopHass mocyda JOJDKHAa  ObITh  TIIATEJIBHO  MPOMBITA;
MPEANIOYTUTENBHO TPUMEHEHHE MaTEPUAIOB OJJHOPA30BOI0 UCIIOJIb30BaAHUS.

4.7. ®epMeHTHas peakius 0co00 YyBCTBUTEIbHA K MOHAM MeTasuioB. Henb3s
JOMyCKaTh KOHTaKTa METAJUIMYECKUX MPEIMETOB C pacTBOpaMH KOHbBIOraTa
WM cyocTpara.

4.8. HeoO6X01uMO HCIOb30BaTh YHUCTHIM HAKOHEYHUK JUIS KaXKI0ro oOpasliia
VI peareHra.

4.9. [IpoMbIBKa JIYHOK - BaKHBIA OSTall MPOBEACHUS aHAIM3a: HEOOXOIUMO
coOJIt01aTh PEKOMEHIOBAHHOE KOJIMYECTBO IIUKJIOB MPOMBIBKH U YOEIUTHCS, YTO
JYHKHA TIOJIHOCTBIO 3aloHSI0TCS pactBopoM. He creayer momyckaTh oOcCTaTKa
KUJKOCTH B JIYHKax I[0CJIe MNPOMBIBKM. HemnpaBUIIbHO MpPOBEAEHHBIA 3Tam
IIPOMBIBKH MOKET MPUBECTH K HETOYHBIM PE3yJIbTaTaM.

4.10. Henp3s wucmonp30BaTh OJAHY MU Ty K€ BaHHOYKY [Jii BHECEHUS
koHbtorata U TMb-Cy0cTpaTHOTO pacTBopa.
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4.11. HeoOGxoamMoO HCIOIL30BaTh TOJIBKO BAJIUIWPOBAHHBIC 103aTOPHI U
o0opya0BaHHUE.

4.12. Henb3st U3MEHATH MPOILIEAYPY NPOBEACHUS aHATU3A.

4.13. Henb3si mojaBeprarb peareHThbl BO3JICUCTBUIO BBICOKOW TeMIepaTyphbl
WJIU TIPSIMOTO COJTHEYHOTO CBETA.

5. UHCTpYyKIUA 110 0€301IACHOCTH

5.1. Bce pearenTsl HaOOpa MpeHaA3HAYEHBI 17151 1a00PaTOPHOUN THMarHOCTUKH.

5.2. ChIBOPOTKM KpPOBHM YEJIOBEKa, HCIOJb3yeMbIE MpPU MNPUTOTOBICHUU
KaIMOpAaTOpOB M KOHTPOJIBHOM CBHIBOPOTKHU, HE COJEpKAT aHTUTEIA K BUPYCY
renatuta C, anturena k BUY-1,2, anturen Bupyca rematuta B (HBsAg),
p24 BUY-1 u anTuTena Kk BO30yauTento cuduiuca.

5.3. B mnomemnieHuy ¢ UMMYHOJMArHOCTUYECKUMU MaTepuaiaMu HEJb3s
yHOOTPEOJISIT MUIILY, TUTh, KyPUTh, TPUMEHSITh KOCMETHKY.

5.4. Henb3s nuneTupoBaTh pTOM.

5.5. Ilpu pabote ¢ uccireayeMbIMu oOpasiaMyd HEO0OXOAUMO OOpamaThes
KaK C MOTEHI[MAJbHO OIMACHBIMU MaTepHaliaMH, T.K. HU OJHMH U3BECTHBIM METON
TECTUPOBAHUS HE MOXKET FrapaHTUPOBATh OTCYTCTBUE MH(PEKIIMOHHBIX areHTOB.

5.6. Tlpu pabote ¢ HOOBIM O00OpPYIOBAHHUEM, KOTOPOE KOHTAKTHPYET C
uccielyeMbIMM 00Opa3liaMu W peareHTaMu, HeoOXOaMMO oOpamatbcsi Kak ¢
WH(PEKITMOHHBIMUA MaTepUaIaMH.

5.7. Ilpu pabGore ¢ HAOOPOM pEAreHTOB W UCCIEAYEMBIMH OOpa3laMu
HEOOXOIMMO HCIIOJb30BaTh CIELOJICKIY U OJHOPA30BBIE MEPUYATKHU, TIIATEIHHO
MPOMBIBATH PYKH IOCIIE PAOOTHI C HUMHU.

5.8. HeoOxomumo wu30erath paciuleCKMBaHUs OOpa3lOB WM PacTBOPOB,
coaepxkamux oOpasnel. [Ipu pacniaeckuBaHUM HEMEJIEHHO Je3UMH(UIIMPOBATH
MOBEPXHOCTH 3% pacTBOpOM XyopamuHa b.

5.9. HeoOxomumo wu3beratb koHTakta TMb-CyOcTtpatHoro pactBopa,
CTON-peareHTa ¢ KOKeil U CIU3UCTHIMHU.

5.10. [locne npoBeaeHust (hepMEHTHON peaKIu HeOOX0IMMO HEUTPATN30BaTh
W/WIM aBTOKJIABUPOBATh PACTBOPHI, OTXOJbI WJIM JIFOOBIC >KUIKOCTH, COACpIKAIIUE
Ovojoruyeckrue 00pasil 0 cOpoca B  KaHaIM3alUiO. TBEpIbIe  OTXOJIbI
(MCTIOSTb30BaHHbBIC TUTAHIIIETHI, HAKOHEYHUKH K Jl03aTopaM, (JIaKoOHBI, JJadopaTopHas
MOCY/1a, OJTHOPA30BbIE MEPUYATKH U T.JI.) IOJKHBI OBITh 00€33apaskeHbI MTOTPYKEHUEM
B 6% pacTtBOp nepekrcu Bojopoaa ¢ 0,5% CHHTETMYECKOTO MOIOIIETO CPEICTBA WIIU
B 3% pactBop xisopamuHa b. [InutenbHOCTh ne3uHpEKM — HE MeHee | u.
JlomycTMO ~ MPUMEHEHHWE  JAPYroro  pPa3pelieHHOr0 K MPUMEHEHHIO
JNE3UH(PUITUPYIONIETO CpeAcTBa. TBEPABIC OTXOIBI TAKXKE CIEIyeT 00€3BpEKUBATH
4BTOKIIABMPOBAHMEM B TCUCHHME Haca IPH TEMICPAaType OT 124 no 128 °C non
nasinernem 1,5 k['c/em’ (0,15 MIla). Kuakue oTxo1bl (IPOMBIBOYHBIE BOJIbI)
cleryeT 00e33apakuBaTh J00aBlieHHEeM Ccyxoro xjopamuHa b w3 pacdera 30 r/n
(ITUTENBHOCTD AC3UH(EKIIMA — HE MEHEe 2 4) WM KUIISTYCHUEM B TequHe 30 MuH,
WM aBTOKJIABUPOBaHUEM B TeueHue | 4 moxa jaBiienuem 1,5 k[c/om? (0,15 MlIIa)
npu temrepatype ot 124 mo 128 °C. NHcTpyMeHTHI U 000pyAOBaHUE JO U TOCIE
PpaboThl HEOOXOIUMO MPOTUPaTh 2 paza 70% FTHIOBBIM CIIUPTOM.
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5.11. x Xi Hekoropsie pearentel comepxar 0,1% mnpoxmun  300.
IIpoxouan 300 0,1% - pazgpaxaromiee  BemecTBO. MOXKET  BBI3BATh
CEHCUOMJIM3AIMIO TIPpU KOHTakTe ¢ Koxkeil. [Ipu KOHTakTe ¢ KOXKEMl MNpPOMBIThH
00J1aCTh KOHTAKTa OOJIBIIIMM KOJIMYECTBOM MbLIA U BOJIBI.

6. O0opynoBaHue U MaTepHUAaJIbl, HE00X0AUMbIE NPU padoTe ¢ HAOOpOM:

— CHEeKTpOo(OTOMETP  BEPTUKAIBHOTO  CKAHUPOBAHMS,  IO3BOJISIONIUN
U3MEPATh ONTUYECKYIO IUIOTHOCTh pacTBOpa B JIYHKax IUIAHIIETAa NPU JJIUHE
BOJIHEI 450 HM;

— TEPMOCTATUPYEMBbIU IIEUKED, MO3BOJISIOIINN TPOU3BOAUTH BCTPSIXUBAHUE
co ckopocThio 0T 500 1o 800 06/MuH nipu Temmneparype (37,0 +0,5) °C;

— TepMocTaT a1 MHKyOaruu npu temueparype (37,0 £ 1,0) °C;

— YCTPOMCTBO JIJIs MPOMBIBaHUS IIAHIIETOB (BOLIEP);

— JI03aTOpbl  MHUMETOYHBIE IOJYyaBTOMATHYECKUE OJHOKAHAJIbHBIE C
M3MEHsIeMbIM O00BbeMOM oOTOOpa kuakocTei: Ha 5-50 Mk, Ha 40-200 MK,
Ha 200—1000 mxi1; Ha 1000—-5000 MK ¢ HAKOHEYHUKAMU;

— J103aTOp  NMIIETOYHBIM  IOJYaBTOMAaTUYECKUM  BOCHbMHUKAHAJIBHBIN,
MTO3BOJISIONIHM OTOMPATh 00beMBI XKUAKOCTH 10 300 MKJI, C HAKOHEYHUKAMH,

— mwmHAp MepHBI (200 M, 500 mi);

— CTakaH CTeKJISHHBIHN (500 Mi);

— BOJIa IUCTUJUIMPOBAHHAS;

— OyMara puiabTpoBajibHas JabopaTopHas;

— TMepYaTKU PE3UHOBBIC WU IIACTUKOBBIE.

/. AHaJIm3upyemMblie 00pa3ibl CHIBOPOTOK KPOBHU YeJI0BEKA

JIJIst MCKITIOUEHUS! JIOKHBIX PE3YJIbTAaTOB HEJb3sl MOABEPraTh HUCCIEAYEMbIE
0o0pa3lbl TEPMOMHAKTUBUPOBAHUIO, HEOOXOAUMO OTOMpaTh M XPaHUTh HUX B
YCIOBUSX,  NpeaoTBpallalonmx  OakTepualnbHbii  pocT.  HemomycTtumo
HCNOJb30BaHUEe 00pa3suoB ¢ Jg00aBJieHMEM a3uaa HATPUSLT B KadecTBe
koHcepBaHTa! Kaxnplii oOpazen MCCIenyeMOl CBIBOPOTKH CleayeT OTOHpaTh
HOBBIM HakoHeYHUKOM! OToOpaHHBIE 00pa3lbl XpPaHUTh NPU TeMIlepaType
ot 2 1o 8 °C He 6osee 3-x cyTok. boyiee nnuTenpbHOe XpaHEHUE AOMYCTUMO MpHU
temnepatype He Bbime MuHyc 20 °C (oOpasipl MOTryT MOJBEPraThCs
3aMOpaXMBAaHUIO U OTTauBaHUIO He Oosee 1 pasa). Henw3s ncmonb3oBaTh 00pasiibl
c OakTepuUalbHBIM POCTOM, BBIPAXKCHHBIM T'E€MOJIU30M M TUNECPIUMHUIECMUCH.
OOpa3upl CHIBOPOTKH KPOBH, COJEpIKAIIME arperarbl WIA OCaJ0K, HEOOXOIMMO
ocBeTiATh neHTpudyrupoBanreM npul000-2000 o6/MuH B TeueHue 15 MUH Tpu
temneparype ot 4 10 8 °C.
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8.IloAroToBKA peareHTOB /ISl AHAJIN3a

[lepen wucmosib30BaHWEM BCE peareHThl Habopa BbiAepkaTh 30 MUH Ipu
KOMHATHOW TeMIIEpaType.

8.1. UmmyHOoCcOpOeHT. BHuMMaHue: BO u30e:kaHHe KOHJAEHCAIMH BJIATH
BHYTPH JIYHOK He00XOAMMO BbIAEpP:KATh MMMYHOCOPOEHT NPU KOMHATHOM
TeMIlepaType B 3aKpbITOM naxkere He MeHee 30 MuHyT!

BcekpoiTh  (onbrupoBaHHbiii makeTr, orctynuB 1,0 c¢M OT Kpas Iakera.
BbIHYTh U3 makeTa paMKy ¥ HEOOXOAMMOE KOJIMYECTBO CTPUIIOB, BCTABUTH CTPUITBI
B PaMKYy.

[lakeT ¢ HEUCNOJb30BAHHBIMU CTPHUIAMHU TIIATEIBHO TE€PMETH3HPOBATH C
MOMOIIBIO CKpENKU JJis (POJbrMpOBAHHOIO MakeTa (HE YJamsisa OCYIIUTENb!).
s »TOro kpal makera CIeayeT CBEPHYTh 2-3 pa3a U 3aKpenuTh, HAJCB
CBEpXY CKpemky i (OJBIMpOBaHHOrO  maketa. Mnm  momecTuTh
BCKPBITBIN (HOJTBTUPOBAHHBIN MaKeT ¢ MMMYHOCOPOCHTOM B TMOJHMATHICHOBBIN
MAKeT C 3aMKOM.

8.2.IIP - paGoumit mpombiBouHbI pacTtBop. Comepxumoe (iIakoHa C
KoHueHTparoM [IP TmarensHO nepemenars.

Jns mpurotoBienus: padodero I[P HeoOXonumoe KOJUYECTBO KOHIIEHTpaTa
MPOMBIBOYHOTO pPAacTBOpa pa3BecTd B 25 pa3 BOAOW JUCTUIIIMPOBAHHOM
(mampumep, ¥ 10 mn xonuentpara IIP mobGaButek 240 mn Boabl). [lomyueHHbIM
pPacTBOP TIIATEJILHO MEPEMEIIATh.

8.3. Konborar — rotroB K IpUMEHEHHUIO.

8.4. CranmapTHbie KaIMOPOBOYHBIC MPOOBI - TOTOBHI K MPUMEHEHHUIO.

8.5. KonTpoJsibHas CHIBOPOTKA - TOTOBA K IPUMEHEHUIO.

8.6. TMbB-CybcTpatHblii pacTBOp - TOTOB K IPUMEHEHHUIO.

8.7. Crom-peareHT — roToB K MPUMEHEHHUIO.

9.1lpoBeneHne aHaan3a

9.1. CranmapTHple KaauOpOBOYHBIE MPOOBI M KOHTPOJHHYIO CHIBOPOTKY
BHOCHUTH IO 25 MKJ B JIByX MOBTOpax. PexoMeHayeTcsi OCTaBUTh 2 JIYHKU IS
uzmepenust OIl TMb-Cyb6cTpaTHoro pactBopa.

B ocTtanpHble JIyHKM B JBYX IOBTOpAaX BHECTH IO 25 MKJ HCCIEIYEMBbIX
0o0pa3IloB CHIBOPOTOK KpoBH. BHmManme! Bpemsi BHeceHusi 00pa3loB He
TOJIKHO peBbIATH 10 MunH!

9.2. Bo Bce nyHKH, KpoMme JyHOK ¢ kKoHTposieM TMb-Cyb6ctpaTHoro pacTBopa,
BHecTH 10 100 MK KOHBIOTaTa, CTPHUIIBI IUIAHIIETa 3aKPBITh KPBIIIKOW WU
3alIATHOM IJICHKOW.

9.3. Bo3MOXXHBI Tpu TIpoIIeAyphl HHKYOAITUH TIJIaHIIIeTa:

IIpouenypa 1 (TepmocraTupyemslii meiikep, (37,0 £+ 0,5) °C):

[Inanmer wuHkyOupoBaTh 30 MHUHYT Ha TEPMOCTAaTUPYEMOM IIEHKepe MpH
BCTpsAXHUBaHUU cO CKOpocThIo OT 500 10 800 06/Mun u Temneparype (37,0 £0,5) °C.
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Ipouenypa 2 (tepmocrar, (37,0 = 1,0) °C):

[Inanmer naHKYOHMpoBaTh 60 MUHYT BO BIQXHOW KaMepe B TEPMOCTaTe IMpHU
temmneparype (37,0 + 1,0) °C.

Jns co3gaHus BIIAXKHOM KaMepbl IUIAHIIET 3aKPBITh KPBIMIKOW, HA KOTOPYIO
MOJIOKUTh CMOYEHHYIO BOAOW (DUIBTPOBAJIbHYIO Oymary, IUIAHIIET MTOMECTUTh B
MOJIMATUJIEHOBBIN MAKET, IMOCJIC YETO Kpasi MAKETa 3aBEPHYTh BHU3.

IIpoueaypa 3 (koMmHaTHasi TeMIlepaTypa):

[Tocne BHeceHUs B JyHKM IUIaHIIETa OOpasIlOB M KOHBIOTAaTa COJEPHKUMOE
nepeMeniaTh akKypaTHbBIM MOCTYKMBAaHHEM 10 KpasM IUIAHIIETa B TEUYECHUE
30 cekyH[, CTPUIBI 3aKPBITh KPBIIIKON WM 3allIUTHOM IJIEHKOW U MHKYOHPOBAaTh
B TeucHue 90 MMHYT pu KOMHaTHOM Temnepatype (3mech 20-25 °C).

9.4. [lo ucTeyeHUM YKAa3aHHOTO BPEMEHHU COACPKUMOE JIYHOK YIAJIUTh C
MOMOIIbIO Bollepa (WM MHOTOKAHAIBHOM MHIETKH) B EMKOCTb IJs cOopa
MHPUIIUPOBAHHOTO MaTepuajia, UMMYHOCOPOEHT MpPOMBITH 5 pa3 pabouum IIP,
3aMBasg €ro J0 KpaeB JiyHOK (He wmeHee 300 MKI B JIYHKY) W yJauss
MIPOMBIBOYHBIN PAacTBOP C MOMOIIBIO Boliepa (MJIM MHOTOKAHAJIbHOW MUIIETKHA) B
E€MKOCTh JyUIsi cOopa MHOUIIMPOBAHHOTO Marepuana. [lo OKOHYaHUM MPOMBIBKU
TIIATENBHO YIAJIUTh OCTATKU KUJKOCTH U3 JYHOK IIOCTYKMBAHHUEM PaMKH
CO CTpUINIaMH B TIEPEBEPHYTOM TMOJOXKEHUU TO0 (QUIBTpOBaIBbHONU Oymare.
He nonyckate octaTka >KUJKOCTH B JIyHKaX IUIAHILIETA.

9.5.Bo Bce JyHKM OTMBITOTO IuTaHIIeTa BHecTH 1o 100 wmknd
TMB-CyOctpatHoro pacTBopa W BBIACPKAaTh MNpPU KOMHATHOM TeMIlepaType
B TEMHOTE:

IIpouenypa 1: 20-30 mu~.

IIpouenypa 2: 20-30 muH.

IIpouenypa 3: 15-20 muH.

9.6. Peakiuio 0cTaHOBUTH JOOABJIICHHEM BO BCE JIYHKH IUIaHIeTa mo 150 Mk
CTON-peareHTa, BCTPSAXHYTh CTPUMBLI Ha Iieiikepe B TeueHue 5-10 cekyHa wu
MPOBECTU YUYET PE3yJbTaTOB. Bpemsi Mexky OCTAaHOBKOM PEAaKIMU U U3MEPECHUEM
OII ne nmomxHO npebiaTh 20 MUH.

9.7. CnexkTpodoToMeTpUYeCKUil KOHTPOJIb BHECEHHMS CHIBOPOTOK W
peareHTOB npu nocTtaHoBKe TecT-cucTeMbl «J{C-UDA-T'onagorponnu-®CI»
Ha aBroMaTtudyeckux HWMDA-anammzaropax. KoOHTposnb BHECEHHMs KOHBIOraTra
PEKOMEHAYETCS MPOBOJUTH Ipu JiirHax BoJIH 540 (550) um, kpurepuii: OI1 > 0,500.

10.PerucTpanusi pe3yJibTaToOB
Peructpamuio pe3yiabTaToOB MPOBOJAWTH  CHEKTPOGOTOMETPUUYECKH  TpHU
uirnHe BOJIHEI 450 HM.
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11.Y4er pe3yabTaToB

Peakiuro cnemyer yuumthiBaTh, eciu cpegHee 3HadueHne OII B nmyHkax c
koHTposieM TMb-Cy0OctpaTHoro pactsopa - He 6ozee 0,1.

Heob0xoauMo mocTpouth KaauOpPOBOYHBIN rpaduk MO CpeAHUM BeJIUYUHAM
OIl «Kamubparopa 0»; «Kamubpartopa 1»; «Kamubparopa 2»; «Kambparopa 3»;
«Kamubparopa 4»; «KamubOparopa 5». Ha OnaHke i IIOCTPOCHHS
KaJIMOPOBOYHOM KPUBOWM MO OCH aldcuucc X OTKIQAbIBAIOT COOTBETCTBYIOIINE
3HaueHus KoHueHTpauuu POCI, BeipakeHHo B MME/mi, mo ocu opauHat Y
oTknaabiBatoT cpennue 3HadeHus OIl cranmapTHbIX KanuOpoBOYHBIX Mpob. [lo
MOJIYYCHHBIM TOUYKAM CTPOST KaIUOPOBOUYHYIO KPUBYIO.

KoHTponbHAs CHIBOPOTKA CIYKHUT TSI TPOBEPKU TOYHOCTU U JOCTOBEPHOCTH
pe3ynbTatoB. IlonydyenHple BeanuuHbl KoHIeHTpauuid @CIT B oOpasiax cuuTarth
JIOCTOBEPHBIMH, €CIIM BBIYUCICHHOE IO KaJuOpoBOYHOMY TrpaduKy 3HAUYCHUE
koHueHtpauuu OCI' B KOHTpoIbHOM 00pasiie MornajaaeT B Mpeieibl, yKa3aHHbIC Ha
ITUKETKE (hIaKoHa.

12.OrpanuyeHus Tecta

12.1. Bce peareHtsl Habopa TmpenHasHaueHbl s onpenenenus OCIT B
CBIBOPOTKE KpOBH uejioBeka. HaGop He mpemHasHaueH ansi ompenenenuss OCIT B
CIIIOHE, TJIa3Me U APYTruX 00pa3iax 4eJI0BEYECKOro WM KUBOTHOTO IPOUCXOXKICHUSL.

12.2. HempaBunbHOe oOpaieHne ¢ oOpasllaMd U W3MEHEHHUE MPOIEAYPHI
TeCTa MOT'YT IOBJIUATH Ha PE3yJIbTATHI.

12.3. Jlnsg pa3BeaeHusi o0pas3IioB CHIBOPOTOK C BBICOKUM cojaepxkanuem OCIT
cienyet ucnonbzoBath «Kamubparop 0». [IpuMeneHune Apyrux peareHTOB MOMKET
MIPUBECTHU K JIOKHBIM pe3yJIbTaTaM.

12.4. 3axmioueHHe O KIMHUYECKOM JHAarHo3e HE MOXKET OBbITh OCHOBAHO
TOJILKO Ha pe3ysibTaTax JAaHHOTO TeCTa. B IMarHOCTMYECKUX MENSIX Pe3ybTaThl
JOJDKHBI  00513aTE€NIbHO HCIOJIB30BAaThCsl B COUETAHMHM C JIPYTUMH JaHHBIMU:
CUMIITOMaMH, OOIIeH KIWHUYECKOW KapTHHOW, pe3yJIbTaTaMH HMCCIICIOBAHUS
JIPYTUMU T€CTaMH.

12.5. Hanuume rerepoUIIbHBIX AHTUTEN Yy NAlMEHTOB, MUMEIOLIUX JEJIO C
KUBOTHBIMU WJIM TIOJIY4aBIIUX MOHOKJIOHAJIbHBIE aHTHUTENIA B KA4eCTBE JICUCHUS,
MOKET OKa3bIBaTh BIUSHUE HA PE3YJIbTaThl IMMYHOJIOTHYSCKHUX TECTOB.

12.6. Xyk-3¢ddeKxT B 1TaHHOM TeCcTe HE HaOIrogaIICs.

12.7. HaGop He mnpenHa3HadyeH JJisi TECTUPOBAHHUS OOPa3IOB CBHIBOPOTOK
KPOBU HOBOPOJK/ICHHBIX.

13.¥YcnoBusi XxpaHeHHs U IKCIIyaTAlMU Hadopa

13.1. HabGop peareHToB TOJKEH XPaHUTHCS B YIIAKOBKE
MPEINPUATHASI-U3TOTOBUTENS NpU Temmeparype ot 2 no 8 °C B 3alMIIECHHOM
OT CBETa MECTE€ B TEUEHHME BCEro cpoka rogHoctu. Cpok TOAHOCTU Habopa —
18 mecsnes.

13.2. TpancnopTupoBaHHe Ha0Opa PeareHTOB MPOBOJIUTH MPHU TEMIIEPATYpPE
oT 2 no 8 °C. JlomycTtumo TpaHCHOpTUpOBaHUE Ipu Temneparype oT 9 go 20 °C
He 6osiee 10 cyTOK.

Pernctpanua MU g Pocagpaerapzope 9
www.nevacert.ru | info@nevacert.ru



13.3. B cimydae npoOHOTO MCIIOIB30BaHUSI KOMIIOHEHTHI HA0Opa HEOOX0IUMO
XPaHUTh CIEIYIOIMIUM 00pa3oM:

— MMyHOCOpPOEHT - MakeT ¢ HEMCHOJb30BAHHBIMU CTPUIIAMU U CUJIUKArejieM
THIATEIBHO TepMETHU3UpPOBaTh. [lociie mepBoro BCKPHITHS MaKeTa UMMYHOCOPOEHT
CTaOMJICH Ha MPOTSKEHUH CpOKa IOJHOCTH Habopa Ipu Temieparype ot 2 o 8 °C.

— [P (koHueHtpar x 25) - mociie BCKphITUS (JIaKoHa OCTaBIIUUCS
HeucnoJsib3oBaHHbIM [IP  (koHueHTpar X 25) XpaHuTh BO (JIaKoHE, IJIOTHO
3aKpHITOM BHHTOBOW KpBIIIKON, HAa MPOTSXKEHUU CpPOKA TOJHOCTH Habopa mpu
temneparype ot 2 10 8 °C;

— PaGouuii mpOMBIBOUHBIN pPacTBOP, MOJATOTOBJICHHBIM K HCIOJIb30BaHUIO,
XPaHUTh B YUCTOU IUIOTHO 3aKPBITOM €EMKOCTH B T€UueHUE 14 CyT. mpu KOMHATHOM
TeMnepaTrype win 28 cyt. npu temneparype ot 2 10 8 °C.

— Konbroratr — mocie BCKpbITHA (PIakOHA OCTABIIMKCS HEUCIOJIb30BAHHBIM
KOHBIOTAT XPAaHUTh BO (JIAKOHE, IUIOTHO 3aKPHITOM BHUHTOBOM KPBIIIKOW,
Ha MPOTSKECHUU JIByX MECSIEB IpU Temieparype oT 2 a0 8 °C.

— CranpapTtHble KanuOpOBOYHBIE MpPOOBI - MOCH€ BCKPBITHS  (hJIaKoHa
OCTaBIINECS HEUCIOJIb30BAHHBIMU KAJIMOPOBOYHBIE MPOOBI XPAHUTH BO (PIIaKOHAX,
IJIOTHO 3aKPBITHIX BUHTOBBIMHU KPBIIIKAMU, HA MPOTSIKEHUHU JBYX MECSIIECB IPHU
temriepatype ot 2 go 8 °C.

— KontponpHass ChIBOpOTKa - TmoOcie BCKPBITUSA (JIAKOHOB OCTaBIIYIOCA
HEHCIIOJIb30BaHHON KOHTPOJBHYIO CHIBOPOTKY XpaHUTh BO (JaKkoHE, IIJIOTHO
3aKpBITOM BUHTOBOM KPBIIIKOW, HA MPOTSKEHUU JIBYX MECSIEB MPHU TEMIIEPATYPE
ot 2 1o 8 °C.

— TMB-CyOcTpatHblii pacTBOp - TMOCHA€ BCKPBITHS (DJIAKOHA OCTaBIIMKCSA
Heucnonb3oBaHHbIM ~ TMbB-CyOcTpaTHbIii  pacTBOp XpaHuUTh BO  (hJIaKoOHE,
IJIOTHO 3aKPHITOM BUHTOBOW KPBIIIKOM, HA MTPOTSKEHUH ABYX MECSIEB IpHU
temmeparype ot 2 o 8 °C.

— Cron-peareHT — mocJjie BCKPBHITUS (pJIaKOHA OCTABIIMICA HEUCIIOJIb30BAHHBIM
Cromn-peareHT XpaHUTh BO (PIakOHE, MJIOTHO 3aKPhITOM BUHTOBOW KPBIIIKOM, HA
IPOTSIKEHUM CPpOKa TOJTHOCTH Habopa npu Temiieparype ot 2 1o 8 °C.

13.4. Jlna momydeHUsT HAACKHBIX pPE3yJIbTaTOB HEOOXOJMMO CTPOTroe
cOOJTII0IEHNE UHCTPYKIUU.

Peknamanuu Ha cnerduyeckue U GU3MUECKrUe CBOMCTBA Mperapara HarpaBisTh
B aapec npeanpustus-uzroroputens - 00O  «HaydHO-mpou3BOACTBEHHOE
oowveauHeHue «J{uarnoctudeckue cuctembl» 603093, Poccus, r. Hwkuuit Hosropog,
yi1. Slomonesas, 1. 22, ten./dakc: (831) 434-86-83 wm Ten.: (831) 434-97-12. E-mail:
info@npods.ru, www.npods.ru.
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14. O0bsacHeHHEe CUMBOJIOB

q3

EC MapkupoBka (EBpomeiickas nupektuBa 98/79/CE mo in vitro
JTMarHocTudeckum MVY)

IVD Tonbko st nabopaTopHOro Ucnoiab30BaHus (in vitro diagnostic)
d [IpownsBoauTEID

REF KaranoxHnsiii HOMep

W KonunuectBo onpenenennit

LOT Homep maptuu (cepun)

TemneparypHbIe IPEAEIbl XPAHEHUS

CpOK TOJTHOCTH YHCIIO/MECSIL/TOT

Hcnons30BaTh HHCTPYKLMIO M0 IPUMEHEHHIO

CopaepKuT pazapaxaroriee BemecTBO
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JMonosnurtenbHast unpopmanus B coorsercreum ¢ 'OCT P 51088-2013

«Habop npennaznayen Jisi mpodheCCUOHATILHOTO UCIIOJIL30BAHUS B KIIMHUYECKOM
71a00paTOPHOM TMArHOCTUKE CIEIUAIbHO 00YUYEeHHBIM IMepcoHagoM. [Ipu padote
¢ HabopoM pearenToB cieayer coomogate ['OCT P 52905-2007 «JlabopaTtopun
MeauiMHCKue. TpeboBaHus K O€30ITaCHOCTH».

«PeareHTsl HabOpa HE coAepKaT BPEAHBIX BEIIECTB B OMACHBIX KOHIICHTPAIUSIX,
32 WCKIIOUYEHUEM pEareHToB, OOO03HAYEHHBIX CUMBOJIOM «BHUMaHUEY.
[Ipy momagaHMu HA KOXY WJIM CIU3UCTBIE HEMEIJICHHO MPOMBITH OOJBIIUM
KOJIMYECTBOM BOJIBD».

PactmudgpoBka cumBosioB o 'OCT P 15223-1-2014 «W3penusi MeIUIIMHCKHE.
CUMBOJIBI, TIpUMEHSIEMbIE TMPU MAPKUPOBAHUM HA MEAUIIMHCKUX HW3JIENUAX,
ATUKETKAX U B COMPOBOAUTEIBHON AJOoKyMeHTaluu. Yacts 1. O0mme TpeboBaHusD».

— Cpok TrogHOCTH (JaTa HWCTEUYEHUsT CpOKa TOJHOCTH B (Qopmare
YYYY-MM-DD), cumBon 5.1.4 (B3ameH cumMBoOJIa = EXP.);

— He momyckaTh BO3JE€UCTBUS COTHEYHOI'O CBETA, CUMBOJI 5.3.2;

&l — Hara uzroropnenus (YYYY-MM), cumBon 5.1.3;

o

— bepeus ot Bnaru, cuMBoI 5.3.4;

> P

— Buumanue, cumBoin 5.4.4;

-

— CollepXUT pa3apaxkaroliee BeiecTBO (CUMBOJ UCKITIOUEH).
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