«YTBEPXIEHA» «YTBEPXIAIO»

7
3aMmecTUTEh TEHEPAIEHOTO TUPEKTOPA
OQ%(Q% «Hay4dHo-11pO] v,Bé)I[CTBeHHOC
OeimEeHe, « JHATHOCTHYeCKHe CHCTEMBI»
GpsemgemmoyJlugrnoc

f,g*i; TR g 7 %:% v O. H. 1o nuu
«_» 2012 . NES) e LTV b 2012r.
%?%?s}‘%“* LA AT év’/é

HHCTPYKIHUSA
o NpHMeHEeHHI0 Hafopa peareHTOB
«1C-CO-AHTHU-HBc»

CrannapTHblii GMoJIOrHYeCKHii MaTepHual, coAep:Kaluii anTuTea Kiaacca G K
HBcAg Bupyca renatuta B

PazpaboTrana BepBEIe



Conep:xxanne

II.  Cocras na60pa«IC-CO-AHTH-HBC w.....vvvvvoeveoeereeeeeeeseeeeeoeeeoeoeooe oo
IIl. AmamuTHyecKue XxapaKTepUCTHKH HAOODA. .1ttt e
IV, MEPBI IPEAOCTOPOIKHOCTH .......coocvvveeraareeerssaae et
V. VHCTPYKIHE IO GE30MACHOCTH «......covvvmmneererererenrssoeeeeeeseeseeseeeeeee oo ooooeooooeoooooooeeoeo
VI. Heobxonumbre MaTepuans! i 000pynoBaHUe, He IPETOCTABIIEMOE C HabOPOM peareHTos.........

VIIL. I1oATOTOBKA 06PASIA H PEATCHTOB ....vvvvvvrvrereeeeeeeeeeeeeeeeeeeeeeeeeseoo oo ooooooooooooooooooeoooeoeo



Ha0op pearenToB BbIIIyCKAaeTCH B 0OHOM KOMILIEKTE.

«CO-AHTU-HBc» - npezncrasisieT co6oit CRIBOPOTKY, coaepxaiyro antuTena kinacca G xk HBcAg B
1% pactBope anbOymuHa, HHAKTHBUPOBAHHLIH, THODUIH3HPOBAHHELA,

Pearent 1 — Iy HEraTHBHEIX CHIBOPOTOK (11a3mM) KpOBHM YeIOBEKa, MCHOMb3YEeMBbIi st pasBeeHus
«CO-AHTHU-HBc», nHaKTHBHPOBAHHEIIH, TMO(DUTU3HPOBAHHBIIA.

B xommnext Bxoaut 1 ¢pmakon «CO-AHTU-HBe» u 5 ¢nakonor PearenrTa 1.

L.HASHAYEHUE

«J1C-CO-AHTH-HBc» CranpapTHEIH Gronornyeckuit Marepua, coaepxamuil anturena xiacca G
HBcAg Bupyca renatnra B npeanasnauen 1is OLEHKH YyBCTBUTETbHOCTH UMMYHO()EPMEHTHBIX TECT-
CHCTEM, BBUBILIIOIMX aHTHTENa knacca G k HBcAg, nns koHTponss TecT-cHCTeM Ha cTamusax
TIPOU3BOACTBA M BBIIYCKA; VISl HAyYHO-IPOH3BOJCTBEHHBIX IENCH, BHEIIHETO H BHYTPEHHEro
KOHTpOJIS Ka4ecTBa pabOThI IMArHOCTHYECKHX Tab0paTopHil.

II. COCTAB HABOPA «(JIC-CO-AHTU-HBc»

Tabmuma 1
XapaKkTepUCTHKa peareHTa @opma BBITyCKa

«CO-AHTH-HBc» — nropunsHo-BEICYIICHHAS CBIBOPOTKA, COAEpKAIas aHTHTENA 1 pmaxon
kmacca G k HBcAg Bupyca remarura B, B koHnenTpauuu 100 Ep,
WHAKTUBAPOBAHHBIH.
Cyxas mopucras Macca 6eoro Il CBETIIO-KENTOr0 IIBETA.
Peareat 1 - mym HerammeHBIX CBIBOPOTOK (1a3sM) KpOBH  4YeJIOBEKa, 5 ¢urakoHOB
HHAKTUBUPOBAHHBIA, THODIIH3UPOBAHHBII.
Cyxas nopucras Macca 6eJIoro UM CBETJIO-KENITOTO [BETA.

III. AHAJINTHYECKUE XAPAKTEPUCTUKU HABOPA
HaGop pearentos «JIC-CO-AHTU-HBc» Crannaptoerit  Grmonormueckuii  mMarepuai, COIEPKUT
anTHTena kinacca G x HBcAg Bupyca remarura B, B koHneHTpamuu 100 En, orrurposan mo

Mexnynaponnomy crampapty «Fist International Standard for anti-Hepatitis B core antigen (anti-
HBc)» (bupma «NIBSC», Benukobpuranus).

IV.MEPBI IPETOCTOPOXKHOCTHU

JlOCTOBEPHOCTD  pE3YILTATOB 3aBHCHT OT IPaBUILHOTO  BBIIOJIHEHHS CIEAYIOUIMX IIPABHI
nabopaTOpHOM MPAaKTHKY:

* Heb3s NCIIONMB30BATE PEATCHTHI ¢ UCTEKITHM CPOKOM TOJHOCTH.

* Henmp3st ucnonb3oBaTh peareHTH M3 HAGOPOB PA3HBIX CEepHil U CMEMHUBATh UX B IPOIECCE
IPUTOTOBJIEHHS PACTBOPOB.

e JlaGopaTopHas mocyma MOMKHA OBITH TINATENHHO npomeIta. IIpeAnodTHTensHO MPHUMEHSTH
IOCYy OMHOPA30BOTO UCIOILE30BAHMUS.

* HeolxoamumMo HCTIONB30BaTh HOBEI HAKOHEUHUK JUIS KAYKIIOTO obpasia.

* Heo6XoamMo HCIIONB30BATh TONLKO BATHMIUPOBAHHEIE TUTIETKH o0opynoBaHue.

¢ Heo0x0auM0 HCIIONB30BATh BOAY BEICOKOTO KAYECTRA.

* Heub3s moaBeprarh pearenTh BO3AEHCTBHIO TEMTA BO BPEMSI XPAHEHHS.

V. HHCTPYKIIMHA 11O BE3OINACHOCTH

* Bce peareHTsl Habopa HpeAHA3HAYEHE] VI IUATHOCTHKE “in Vitro™.

e «CO-AHTU-HBc» u PeareHT 1 W3roToBIEH H3 TEPMOHMHAKTUBHPOBAHHBIX CHIBOPOTOK HJIH
IUIa3MbI KPOBH.

e Ilocne BCKpBITHS KOPOOKM HEOOXOIMMO [POBEPUTE (DIIAKOHEI C PearcHTAMH Ha LEOCTHOCTh K
HaJIMIMe Ha HUX 9TUKETOK. IToBpexnéHHbIe (hI1akoHbI ¥ (IaKoHbI 03 STHKETOK HCHOIb30BaTh HEJIb3A.

o Jlns mpemoTBpamenuss BbIGpoca JIMO(GHIH3MPOBAHHEIX  0OPA3LOB IIPH  pa3repMeTH3AINH
(akoHOB IPOOKY HEOGXOAUMO CIIETKA TPHOTKPHITH, A 3aTEM H3BJIEYb HOTHOCTDHIO.
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e Ilpu paGore ¢ uccnenyembMu 06pasaMy HYKHO 0bpaIarhbes KaK ¢ MOTEHITMATBEHO OMAaCHBIMH
MaTepHajlaMy, T.K. HH OJMH U3BECTHBIH METOJ TECTHPOBAHHS HE MOIKET rapaHTHPOBaTh OTCYTCTBHE
HH(EKIINOHHBIX areHTOB.

* B nomemeHun ¢ MMMyHOIMATHOCTHYECKHMHE MaTtepuanaMy Hellb3s YHOTPeOJsITh IHMITY, ITHTD,
KYPHUTb, IPUMEHSATH KOCMETHKY.

* Henp3s nmuneTuposats proM.

e Ilpu paore ¢ HaGOPOM peareHToB M HCCIENYEMbIMA 00pasnaMu HEOOXOMUMO HCIIOIb30BATh
CHCMOASKITY U ONHOPA3OBBIE IEPYATKH, TIIATENBHO IIPOMBIBATE PYKH ITOCIE PAGOTHI ¢ HUMI.

* Heobxonumo wusGerate pasbpersruBamus PETHAPaTUPOBAHHBIX peareHTOB Habopa. Ilpm
Pa3OpBI3TUBAHUH HEMEIJICHHO A€3AKTHBUPOBATE MOBEPXHOCTH 3 % pacTBOpoM xjtopamuHa b.

o llocne mnpoBeneHuWs (epMEHTaTHBHOMN peaKkuuu  HeoOXOOMMO  HeWTpanu30BaTh W/HIM
aBTOKJIABHPOBATE PACTBOPBI, OTXObI WM JIFOOBIC XKHAKOCTH, COAEPIKAIHE OGHONOTHYECKHE 00pas1br
7o cOpoca B cTouHyIO TpyGy. TBepmBIE OTXOMEI (MCTIONB30BAHHbIE TUIAHINETHl, HAKOHEYHHKH K
M103aTOpaM U ()IIAKOHEI HM3-II0J] PEAarcHTOR) 06e33apakuBaTh IIOrpy:KeHHEM B 6% PacTBOp HepeKucH
Bozopoza ¢ 0,5% CMC wumu B 3% pacteop xnopamusa b wmm APYTHM, Pa3pelIeHHbIM K TIPUMEHEHHIO
N€3.CPENCTBOM.  J[IUTENBPHOCTh J€3aKTHBAIMM - He MeHee 1y, Teepaple orTxomel MOXHO
00e3BpEKUBATh ABTOKJIABHPOBAHHEM B TeueHme 1 4 opu temneparype ot 124 mo 128 °C nop
naeienuem 1,5 kI'c/em®. Wumxue OTXOZBI (IPOMBIBHBIE BOJBI) OOE3BPEKHBATE B EMKOCTH JUTSE
HH(QUIMPOBAHHOTO MaTepHaa 106aBIcHIEM cyxoro xnopamusa b u3 pacuera 30,0 r/n (gaurensuocTs
AC3AKTHBALMK HE MEHEE 14), Wi KHIYeHHeM B TeueHHe 30 MUH, WK aBTOKJIaBUPOBAHUEM B TEUECHUE
14 npu Temmeparype ot 124 no 128 °C nox nasienuem 1,5 k[c/em?. WucTpymenTs u 060pynoBaHue
10 ¥ 1ocie paboTh MPOTUPATh 2 pasa 70 Y% STHIOBLIM CIIUPTOM.

VI. HEOBXOJANUMBIE MATEPHUAJIBI U OBOPY/JIOBAHME, HE IPENOCTABJSAEMOE C
HABOPOM PEAT'EHTOB

* CroextpooTOMETp BEpPTHKATHHOIO CKaHHPOBAHM, IO3BOJLIOLIAN H3MEPATH ONTHYECKYIO
TUIOTHOCTB pacTBOpa B JIyHKaX IIJIaHIIETa IIPH JUIMHAX BOJH 450 uM 1 620-680 mu.
ITuneTky nepemenHoro o6vremMa (0HO- 1 MHOTrOKaHaJbHEIE).

HaxoneuHUKY OIHOpA30BEIE IS MHIIETOK IIEPEMEHHOTO 00BEMA.

TepmocTar.

YCTpoHCTBO A HPOMBIBAHMS IIIAHIIIETOB (Bommep).

Ietixep.

ABTOMaTHYECKHUH aHAM3ATOD 1T MMMYHO(DEPMEHTHOTO aHaIH3a OTKPBITOTO THIIA.
Bona nuctunnmnposannas.

Bbymara ¢unstpopansras nabopartopHasi.

Ilepuatku MequnmHCKHE.

VII. IIOJTI'OTOBKA OBPA3IIA U PEATEHTOB

1. Tlpurorosnenue rexonsoro pacreopa «CO-AHTU-HBcy B KonnenTparnuy 100 Ex: Bo ¢urakon ¢
nuodumasupoBanasM «CO-AHTHU-HBc» BrecTH BONY IUCTHJUIMPOBAHHYIO B 00bEME, YKA3aHHOM Ha
STUKETKe (raxona, BeIepxkath 15-20 MEHYT U TIHATETBHO IIepeMenIaTh MUIETUPOBAHUEM IO IIOJTHOTO
pacTBOpEHHS.

Perunparupopanusii «CO-AHTU-HBc» nomxen IPE/ICTaBIATE OO0 Mpo3paunbiil GeciBeTHLIM
HJIH JKEJITOBATOrO IBETA PAaCTBOP, 6€3 0cauKa, OIIyCKAETCs OIANeCIIeHI S,

Bo3MokHO XpaHeHHe pacTBOpa «CO-AHTH-HBc», npesBapuTeNsHO PasidToro 1o ANUKBOTaM,
TIpH Temiieparype He Beime MuHyc 20 °C B Tewenne 1 mec wm npu mmaye 70 °C 1o koHua Cpoka
ropHocTy Habopa. JlomyckaeTes OTHOKPATHOE OTTAMBAHHE-3aMOPAKHBAHMTE pacTBopa.

2. Ilpurorornenue pacteopa Pearenra 1: B Kakpiit (bnaxon ¢ MuodumuznpoBanHEM Pearentom 1
BHECTH BOIY IHCTW/UIMPOBAHHYIO B 00beMe, yKasaHHOM Ha STUKETKe (akoHa, BbIAEpXKaTh 15-20
MUHYT M TIIATENRHO IEPeMEIIaTh ITHIIETHPOBAHHEM [0 TONHOIO DACTBOPEHHS COACPKHUMOTIO
dakona.

Perunparuposannsii Pearent 1 mpencrasnser co6oii [IPO3pavHbIi OECIBETHBIA HIHM CBETIIO-
’KEJITOTO IIBETA pacTBOP, O€3 ocanKa, TOMyCKAeTCI OnaleCeHIus.
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Xpauuts npu (6+2) °C ge 60nee 1 Hemem.

3. llpuroroBnmemme cramapTHeIX passemenmit  «CO-AHTU-HBoy UL OIpeleIeHHs
TYBCTBHTEIEHOCTH MMATHOCTHYECKUX HAOOPOB, NIPeAHA3HAYEHHBIX [UTS BEISBJICHHS AHTHTEN K HBcAg
Bupyca rematuta B: ucrons3osats uexoansiit pactsop «CO-AHTHU-HBcy (1. 1) u pactBop Pearenra-
1 (m. 2). Kaxnoe passenemme «CO-AHTHU-HBc» rotossT B OTJIETBHOM (IIAKOHE C PacTBOPOM
Pearenra 1: Heo6XooMMOe KOJIHMYECTBO HCXOMHOTO pactBopa «CO-AHTU-HBc» BHOCST B Kamblit
(iraxon ¢ pacTBopoM Pearenta 1 B 06beMax, YKa3aHHBIX B TabnuIe 2.

Hanpumep, 1uts npurotosnesns KoHUeHTpanuu 5 Ex neo6xomumo o puaxon ¢ 0,4 mi1 Pearenra 1
BHecTH 21,0 Mxn ucxoxHoro pacteopa «CO-AHTU-HBy.

Tabnuna 2
Hpurotosnenue crannaprabx passenenuii « [C-CO-AHTHU-HBcy
Konnenrpanus Wcxonuslii pacteop PactBop Pearenra Nel
anti-HBc (En), kotopyro «CO-AHTH-HBc» (mur)
NoNe HEOOXOAUMO IOJIYUUTH (Mx)
1 0 0 0,4
2 50 400,0 0,4
3 40 266,0 0,4
4 20 100,0 0,4
5 10 44,5 04
6 5 21,0 0,4
7 2,5 10,0 0,4
8 1,25 5,0 0,4
9 0,6 2,5 0,4
10 0,5 2,0 0,4

4. IlpuroToBNenue paboYnX pacTBOPOB peareHToB 13 HabOPOB UMMYHO(GEPMEHTHBIX TECT-CHCTEM
IIPOBOJAT COMIACHO HHCTPYKLHMSAM IO MPUMEHEHUIO TAHHBIX TECT-CHCTEM.

VIIL.IIPOBEJIEHUE AHAJIU3A U YUET PE3VJBLTATOB

1. TloctamoBky UN®A mpoBOAIT B COOTBETCTBHH C HHCTPYKIMEH II0 TPHMEHEHHUIO
HCIIOJIB3YEMOM TeCT-CHCTEMBL.

2. IIpu ompeneneHnu 9yBCTBUTENBHOCTH HMMYHO(QEPMEHTHOH TECT-CUCTEMBI TIPHIOTOBJIEHHBIE
Cranfapreele passenenus «CO-AHTHU-HBe» (nVI, mm. 3) BHocsT B JYHKH UMMYyHOCOpOeHTa
UCTIOJIE3YEMOM TECT-CHCTEMBI B 3-X IIOBTOPHOCTSIX.

3. Ilpu omeHKe 4yBCTBHTENBHOCTH TECT-CHCTEMBI ITOT [10KA3ATEND COOTBETCTBYET CpPETHEMY
HaUMCHBIIEMY KONU4YeCTBY aHTH-HBc, KoTopoe onpenensercs: nanmoi TecT-CHCTEMOI,

IX. CPOKTOJIHOCTH. YCJIOBUSI XPAHEHUS 1 TPAHCIIOPTUPOBAHMSI

Cpok rogroctr — 5 net. HaGop ¢ uerekmmmm CPOKOM IOTHOCTH HCIIOIH30BAHUIO HE MOICIKHUT.

Xpanenne - B coorserctsum ¢ CII 3/3.2.1248-03 = 3AIUIICHHOM OT CBeTa MeCTe IIpH
Temneparype ot 2 10 8 °C 1 BIaxXHOCTH Bo3ayxa He Bbimme 60 %,

TpancnoprupoBanue - B8 coorBercrsuu ¢ CIT 3.3.2.1248-03 npu temieparype ot 2 mo 8°C.
Homyctumo Tparcopruposanue ot 9 1o 20 °C me 6oee 5 CYTOK. 3aMOpakKHBaHHE HE MOITYCKACTCSL.

Pexnavarnn wa cremmuueckue u (usmdeckme CcBOHCTBA Habopa HampaBIATh B aapec
npeanpustusg-u3rorosuress - OO0 «Hayyno mpomsBoncTBeHHOE 00BETUHEHHE «JlmaraocTuyeckue
cucteMel» 603093, Poccus, Humxuuit Hosropon, yi. SI6nouesas, 22, ten./thaxc: (831) 434-86-83 wmm
Ten.: (831) 434-97-12. E-mail: info@npods.ru, www.npods.ru.



X. OFBJACHEHHE CUMBOJIOB

c E EC Mapxkuposxka (Espomneiickast mupexktusa 98/79/CE 1o in vitro
J[rarHoctuyeckum MY)

VD Tonbko mns maboparoproro mcmoisp3oBanus (in vitro diagnostic)
d IIpou3sBoaUTENH
LOT Kon maptuu (HOMep cepum)
REF KatasnosHeIii HoMep
+8°C
o TemneparypHbIe IpeeNbl XPaHSHUS

Cpok rogHoCTH JTaTa/MECsIy/Tox
EXP.

Hcnionb3yiiTe HHCTPYKIHIO 110 IPUMEHEHHIO

JupexTop no Npou3BOACTBY
000 «Hay4HO-nIpOH3BOACTBEHHOE 00HeTHHEHHE

«/IlmarmocTu4eckne CHCTEMBD) B. K. IInmenoB

H.o. 3aBexyromei n

KJIHHHKO-IHATHOCTHYECKoii 1abopaTopun Kfuvk@)\-s JI.LB. MaxmyTtoBa
o

I'naBHbIi Bpau II.HA. Ceprees




