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1. HAJHAYEHME:
B ocnose tecroB IMMULITE ONE, 1000, 2000 nexut TBepaodasHbli XCMHIIOMUHCCUCHT-
HBI# UMMYHOGEPMEHTHBIE aHaNH3 (CIHIBHY).

2. OCHOBHbIE TEXHHYECKHE XAPAKTEPHCTHKM (IIPABHJIA XPAHEHHSA H
HCITIOJB30OBAHHS)

KomnonenTsi, BXoASmHe B cocTaB Halopa

LU Tpux-KoA, MpUCYTCTBYIOINI HA BCeX KOMIOHeHTaX Habopa, COaepKUT HeoOX0auMYIO Iist
aHanM3a HH(QOPMaUHIO 0 TECTe, BKIIOYas CPOK FONHOCTH, HOMED IIapTHM, KaIuOpOBKY ¥ na-
paMeTpb! 3TaNOHHOH KpHBOH.

Bead Pack (K1nBbs ¢ mapiKkamu)

Kaxkaplit 1IHH MEYEH IITPHX—KOAOM ¥ cofepXdT 200 1napHkoB, NOKPHITHIX HHAKTHBHPOBAH-
HbEIM aHTHI¢HOM. IlpH coboneHuH peKOMEeHAOBAHHOrO cnocoba xpaHeHHs (2-8°C) IApUKY
cTaOUNBHEI 710 KOHIA CPOKA T'OXHOCTH, OTMEUEHHOID Ha ITaKeTe.

Reagent Wedge (Kinn ¢ peakTHBOM)
Knunba MeueHsl MTPAX—KOAOM H cogepixar 2 pearenta. [Ipu cobmoneHHH peKOMEHIOBAH-

Horo cnoco6a xpanenus (2-8°C) peaktue crabuineH 1o KOHIA CPOKA TOAHOCTH, OTMEYCHHOFO
Ha [akere.

0 Ileper ucnonszobaHneM HeoOX0AAMO OTOPBAThL HAKICHKY MO nepdopauny, CTapascs HE mo-
BPEANTEL WTPHK-KOJ. Y JAJIUTL (ONLTY ¢ MOBEPXHOCTH KiIMHA, 3alAINAIONIYI0 OTBEPCTHS pe-
3EPBYapOB ¢ PEareHTOM. 3alleNKHYTh CKOJIB3AIIYHO KPHIKY B HANPABNAIOMIHX HA MOBEPXHO-
CTH KUIAHA.

Adjustor (Kannoparop)

B omnom ¢uiakone xamubparopa conepixkutcd 00paGoTaHRE KOHCEPBAHTOM JTHOGDWIHIHPO-
BAHHBIA MaTepHal, B COCTaB KOTOPOrQ BXoAaT anturena. Ilpn cobmogenuu ycaopui xpaHe-
una (2-8°C) nepazpenenusi KanuOpaTop cTabHNien o KOHIA CPOKA MOXHOCTH, YKA3aHHOIO
Ha sTHKeTKe. Kanubparop HeoOxomumo paspecTH B 4 MJ JEHOHHM3OBAHHON BOJLI, OCTABHUTEH
NpH KOMHEATHOH Temmeparype Ha 30 MUHYT, 3aTeM OCTOPOXKHO [IEpeMEINaTh, IEPEBOPAYHRAN
(akoH, JO NONHOIO PacTBOPEHHs THOGHIM3MPOBAHHOTO MaTepHana., PazseaeHHBIH kamb-
paTop pasaHKBOTHTDL H 3amopo3uts npu —20°C. Paseenennsiii kamubparop cTabumeH B Te-

yerne 14 niueit Npu xpancHuy Ha 2-8°C WIH Ko MmECTH MecAles npu xpaHernu Ha —20°C B
aTMKBOTAX.

[lepen nposenctirem xamuOpPOBKH 0643aTEIBHO NPHKPEIHTE K MPOOHPKAM ¢ KanHOpaTopaMu
0 CaMOKJIEIONIHCCA HAKIICHKH CO IITPHX-—KoAoM. B 3ToM cayuae npodupka Oyjer apToMaTave-
CKM pacrno3HaHa CKaHEPOM aBaNn3aTopa.

Controls (KoHTpoILHBIe MATEPHAIBI)

OrpunaTenbHbllf KOHTPOID: (uakoH comepXUT 00palOTaHHBI KOHCEPBAHTOM HE PEAKTHB-
Bl THOQHUITHIHPOBAHHBIH MaTepual.

TlomoxuTeNLHBIH KOHTPOML: (QIIAKOH cOAEp)UT 0OpaboTaHHYI0 KOHCEPBAHTOM JTHOGUIHIH-
POBAHHYIO CHIBOPOTKY YENOBEKA, COACPKALILYIO aHTHUTE]IA.

Tpu cobmonenny ycnopnit xpanennus (2-8°C) KOHTpoLHEIC MaTepHANEl CTAGHIBHSI O KOH-
IIa CpoXa FOZHOCTH, YKA3aHHOTO Ha 3THKETKE.

Kontponbssiil Matepaan HeoOXOOHUMO pa3BeCTH B 2 MII JEMOHH30BAHHON BOJEI, OCTABHTH
NP KOMHaTHOil Temneparype Ha 30 MUHYT, 3aTeM OCTOPOKHO MEpPEMellaTh, NeperopaynBpas
$naxoH, M0 NMONHOrCG PacTBOPeHUA NHOPHIM3HPOBAHHOTO MaTepHana. PaspeneHHBIi KoH-
TPOJb Pa3salTHKBOTHTL M 3aMoposuTs npH —20°C. PaseefeHHBIC KOHTPONBHBIE MATEpHANEI
cTabHNbHEL B TeueHHe 14 mHell npu XpaHeHWH Ha 2-8°C mnm mo mecTu mecsnes IIpH XpaHe-
aun Ha —20°C B amukBOTaX.
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KoHTtponsHbIe 3HATEHHA CM. B AHCTPYKIIHH K COOTBETCTBYIOMIEMY JIOTY KOHTPOILA.

Sample Diluent (Pa36aBATeNEL AN NPo6)

IpemnasHayeH ia pazBefcHUA Ha 6opry IpuGopa Beex HCCICAYEMBIX O0Pa3lOB CHIROPOTKH
KPOBH M KoaTponeii. [ToctaBnAerca B uakol GopMe, roToB K HCNoNb30BaHHI0, CocTas pas-
faBuTens: OydepHEI pacTBOp Ha OCHOBe DEIKOBOTO MaTpHKca, 0OpafoTaHHBII KOHCEpPBAR-
ToM. [locne BckphiTHA (nakoHa pacTBOpHTENb cTabHiIcH B Tewenne 30 aHell npH XpaHeHKH
na 2-8°C wnm 10 6 Mecaues TIPH XpaHEeHHH B ANHKBOTAX Ha ~20%.

Bmecte ¢ PNAKOHOM MOCTABIMIOTCA HAKIEHKHM CO IITpHX—KOAOM. Ilepex Mconn3oBaHHeM
obg3aTeNEHO HaKIelTe COOTBETCTRYIOIYIO HaKNeHKy Ha 16x100 MM mpoGHpKY TakuM obpa-
30M, 9T0OBI INTPAX-KOA MOT OBITE CHATAH CKAHEPOM AHAIM3IATOPA.

MaTepuansl HeoGX0XHMBbIE, HO HE BXOAfSMHAEe B KOMILIEKT Halopa:

Chemiluminescent Substrate (XemunoMuHecueRTHEIH cybcTpat)

Probe Wash Module (ITpoMbiBaiomui pactsop AN J034TOPA)

Probe Cleaning Kit {(ounmarouruit Habop ans Aozaropa)

Reaction Tubes (OnHOpa3oBbIE peAKIIMOHHBIE MPOOUPKH)

250 Sample Diluent Test Tubes (16 x 100 mm) (250 npoGupox ans pasreneHuns oGpasia)
" 250 Sample Diluent Tube Caps (250 kpeitiex kK npobnpkaM ais pazBeReHus)

Takxe TpebyroTca:

IaneTkn 14 B349THA CHIBOPOTKH H BHSCCHUS €€ B MPOOHPKY, AEHOHUINPOBAHHAL BOJA.

3.NPOTHBOTIOKA3IAHHA K TTPHMEHEHHIO

Hpenynpe:xkaenns 1 Mepsl IpeRocTOpoKHICTH

» Ha0op npuMenseTca TOALKO A AUATHOCTHKY in Vitro.

» PeareHTHl H TECT—eAMHUAIEI JOMKHE XPAHUTLCA TIPH TEMIICpaType 2-8°C. Bee Manumyns-
I[1H OPOBOANTE B COOTBETCTBHH ¢ IIPHJIAraeMoii HHCTPYKITHEH.

o [IpH TecTHPOBAHWU HCUONL3OBAHHBIX A CO3NAHMA Habopa MaTepHanoB YCJIOBEYECKOro
MPOHCXOXICHHA He 00HapyKEHO aHTHTEN K BHpPYCY HMMyHoaebHLuTa yenoecka (BUY) 1
B 2, IOBEPXHOCTHOMY AHTHTEHY IenaTuTa B M antyuTen K renatuty C, a TAKXE HE BHABIC-
HO aKTHBHOCTH Ha cudummic. TeM He MeHee, HUKaKHe TSCTUPYIOMHE METOIUKH HE AAROT
abcomoTHOH YBEpEHHOCTH B TOM, 9T0 naboparopHsle o0pasusl He conepxar BUY, supyca
renaTHTa HIM APYTHX HHQeKUHOHHbIX areHToB. [1o3ToMy ¢ AaHHBIMM peareHTamu Heol-
Xoaume obpalnarecd Kax ¢ NOTCHIMATBHO HHPEKIHOHHO-OIIACHBIM MATCPHAJIOM, COrac-

‘ HO HALIHOHANEHEIM PYKOROJCTBAM 10 OHOJIOTHYECKOH 0¢30MacCHOCTH.

¢ Asnx HaTpud B KoHUCHTpamun McHee (.1 r/an noGarnen B kavyecTBe KoHCepBayTa, UToOR!
H30eKaTh BOSHHKHOBCHHA B3pHIBOONACHEIX a3UJOB B CBHHIOBBIX H MEXHBIX BOIOIMPOBO-
IaX, pEareHThl MOXHO CNHMBATEH B KAHANM3AMKIO TOMBKO MOCIC IHAMNTEILHOTO PA3BEACHHS,
NpH 3TOM CMBIBATH OONBINMM KomuuecTBOM BoAblL Ilepuoamtdeckd npoMeiraiite TpyGsI
10% pacTBOpOM HJIPOOKHCH HATPHS.

¢ XeMHIOMHMHECHEHTHEIE cyDCTpaT He JOMKCH MONANATH NOA BO3ACHCTBME NMPAMEIX COM-
HEYHBIX Jy4eif (TaK KaK OH CBETOMYBCTBHTENCH), 3arPA3HATECA IenouHol docdarasoit.
Hcmons3yiiTe TONBKO OeHOHU3HPOBAHHYIO BOLY.

¢ IllapMK NOKPHIT MHAKTHBHPOBAHHBIM AHTHTEHOM TOKCOITA3MEL. TeM He MeHee, ¢ JaHHLI-
MH MaTepHaioM HeoOXomHMO o0palmaThesd Kak ¢ MOTEHIMANBHO HHPEKITHOHHO-0TACHBIM
H paboTaTh B IepYaTKax.

¢ Jlnodunu3HpoBaHHBIE MATEPHANEL, BXOJALIHE B COCTaB Habopa (KanMOpaTop | KOHTpomm),
HeoOXO0HMO MOTHOCTBIO PACTBOPHTH NEPEH, MPOBCACHAEM AHANA3a, UHAYE BOCIIPOM3BO-
JHMOCTS IIONIy4eHHEIX Pe3yALTATOB OYNEeT IOXOMH.

Huxtel naxyOanun: 2 X 30 MEHYT
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4.MMOATOTOBKA H IMMOPAINOK PABOTEBI NIJEJIHA

4.1. B3stre ob6pa3na

Bo3sMHTe KpoBb [TALIHECHTA H3 BCHBI B MPOOHPKY. 3aNIHIIATS BPeMA B3ATHA H OTACIHTE CHIBO-
POTKY OT (POPMEHHBIX 3IICMEHTOB.

Buumanue:

- Hannyue reMoaH3APOBAHHBLIX Npob NMOKa3bIBAET, YTO C 00pasnaMH (A0 MOCTYIIEHHS
B naboparopHio) obpalanick HEMpABHIBHO, NOITOMY Pe3YJILTATH AOMMKHEl MHTEp-
[IPETHPOBATECH € OCTOPOIKHOCTHIO.

- IInd OMHCTKH JINIeMHMECKHY NIPO0 peXOMEHAYETCA YIBTpalleHTpH{yrHpoBaHHAC.

- MyTtubie o0pa3ibl HEOOXOAHAMO OYHCTHTE ¢ ITOMORILID HH3KOCKOPOCTHOTO LCHTpH-
(dbyrupopaHus.

- Jing mpeaoTBpalleHid OIIHO0K, BOIHUKAOIMX H3-3a [PHCYTCTEMS B 00pasiax ¢uo-
pHHAa, HeoOXoAMMO LCHTPU(YTHpOBaTE O0Opa3lbl TONBKQ MOCHE OKOHYATEILHOTO
tdbopMupoBanus ¢ubpranoBoro cryctka. s o6pastoB, B3ATHIX OT MONYYAOIHX aH-
THKOATYJIAHTHYIO TEPanuio MANMEHTOB, BpeMA (opMmuposanns pHOPHHEOBOTO CrycTka
YBETUYUBaACTCA.

- Ha pesynpTaThl aHanu3a MOXET BIIHATH HCIONB30BaHKE I cOopa o0pa3sna npoOupok
HEKOTOPBIX NPOM3BOAHTCNEH, MPHIHAOH TOMY MOTYT OHITE: MaTepHall, H3 KOTOPOTO

c H3TOTOBJICHE] IPOOHPKH, HCNONB3YCMEIE B HHX TefeBbIc WIH Jpyrae Gapsepbl, aKTH-
BaTopel GopmupoBaHHA (MODHHOBOTO CIrycTKa, aHTHKOAaryJqHTH. HaGopht
IMMULITE 1000/ IMMULITE 2000 He TecTHpOBaHREI ¢ NpOoOHpPKAMH BCeX BOIMOX-
HBLIX THNOB, HO PE3YNBTATEI HEKOTODHIX HCCHIENCBaHMil MPEACTABJICHBI B pa3ziene
«AnbTepHaTHBHBIE TUIEI 0OpasLa».

Tpebyembiii 06béM: 1S MpoBeAeHUA ORHOTO TeCTa HCNONB3yerca 10 MKI CHBODOTKH HIX
IUIa3MBL.

Xpanenne: o6pa3lisl (CEIBOPOTKA HIH TUIA3Ma) MOTYT XPaHHUTECH MPH TeMIEpaType 2-8°C -
10 3-x naueft, npu -20°C B amkBoTaX — A0 6 Mecaues. '

(daxkTop aBTOMATHYECKOrO passeaeHus: 20.

4.2, Ilponeaypa aHaiHza
JlaHHhIii TecT crenHansHO paspabotad zna cuereMsl IMMULITE 1000/ IMMULITE 2000,

Jlnd nolyueHHd HAMITY9IIHX Pe3yIbTaTOB BAXKHO BHIIOJHATH BCE PEKOMEHIAMH, OMHUCAHHbIE
B HHCTpYKImH K npubopy IMMULITE 1000/ IMMULITE 2000.

0 B Huctpyxuuu Ilonezorarens IMMULITE 1000/ IMMULITE 2000 umeeTtcs onncanue aHa-
JIH3ATOpa M H3NOXKEHBl CHEAYIOUINE pasfenbl: NMpeaHa3sHAYCHHE, WHCTAIUTALMS; TPWHITHITBE
DeHCTBUsA; TEXHHHCCKHE XaPakKTCPHCTUKK W cneHnduKanyy; npasyuna paboTsi; kKamiGpoeKa;
o0pafoTka pe3ynLTaToB; NpaBHiIa 6e30MAaCHOCTH; PSAOCTEPEKEHHA U OrpaHHYCHHA; TEXHH-
yeckoe 06CIyKHBAHUE; KOHTPONb Ka4yecTBa.

PexoMengoBaHHBIi HHTEPBAA PeKaTHGPOBKH: 2 HEAEH.

KoHTpo/Is KavecTBa HCCHeAOBAHHI: B KaXIOH CepHH HeCeoBaHAN HEOOXOXUMO TeCTH-
pOBAT: KOHTPONLHBE 00paziikl ang oflecncyeHus KOHTPONS KagecTBa. [10noXATenbHEN KOH-
Tponk (Positive Control) necnonsiyercs 7y ONEHKH KPUTHYMECKOTO, 6IM3KOTO K MOPOrOBOMY
YPOBHIO, COJICP)KaHUA aHTHTEN B pole nannenTa.

KoHTponeHBIC 3HaUEHHS CM. B HHCTPYKIIHH K COOTBETCTBYIOIIEMY JIOTY KOHTPONA.

Pacyer noporoBoro 3HaveHHsA ¥ oTHomeHHs S/CO;
I1pH BEINOMHCHUH KAYECTRCHHEIX AHAMM3OB Pe3yNLETATH PA3fCHASIOTCS HA MOAONCUMERbHbICY
H «ompuyamensibie», a Takke HHOra «xeonpedenentviey,. Pe3ynbTaThl TaKUX aHATHA3OB BbI-
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YHCNAIOTCA IYTEM CPABHCHMA CHTHANA, MONYYECHHOTO MIA MpoOEl NMAlMEHTa, ¢ NMOPOTOBEM
cuarHanoM. KoHTponsHEH MOPOTOBEI CHTHANI PACCHMTLIBAETCA NpH KaXAo# KaauOpoBke s
JOCTHXEHHA ONTHMANBHOIO COOTHOLIEHHA YYBCTBHTENBHOCTH H CHEUHA(UYHOCTH aHATH3A
{cM. «Mnerpyxmmio nons3oparend IMMULITE»).

OTHOLIEHHE 3HAYCHHAS HMITYNbCOB/CEeK (CpS) kKamiOpaTopa K NOporoBOMY 3Ha9CHHI) 3aHECEHO
B IOTPHX-KOAOBY1O METKY TecT-Habopa kak Pl. Hrobel nonyyn e 3HaucHUE nopora A nonb-
30BaTCIA CPEeIHEE 3HAUCHME Cps KanubpaTopa, IONYHMCHHOS HPH KaIHOPOBKe, YMHOXKACTCK Ha
P1 {cM. nona «HwkHee 3HaueHHe ¢ps KanuGpaTopa» H «napaMerpH 1» B 5KpaHe HHpoOpMaLuH
o Habope, B MeHIO HaCopa).

Ioncuet orHomenua S/CO (signal/cutoff) ocymecTrigerca no popMyne:

S/CO Ratio = (cpeanee sHadYeHne cps ofpazna HIH KoHTpoJfA) / (cpeaHee 3HAYERHE CPS
Kanubparopa x P1)

AHanu3aTop aBTOMATHYECKH O6paGaTHIBACT M BBLIAET Pe3yNBTAT ((IIOJOKHTCIBHBIHY, «OT-

PHUATETRHLIN H/IHM «HeoNpenencHHRIN),

«IIpomexyTouRbIe» PeIYIBTATH HAXOZATCA B Wpeaenax murcpbana +/- 10% oTHOCHTENBHO
NOPOrOBOTO 3HAYCHHA CPS. Pe3y/IbTaT CUMTAeTCA «IMONOKUTEIBHEIMY, ECITH CpS 00pasia Bhl-

G 10€ TIOPOrOBOTO 3HAYEHMS, ¥ OTPUIATENBHLIM, €CNH Cps 06pa3na HWXKE MOPOTOBOTO 3Haue-
HUAL.

Ha ocHORaHWM TIOCTAHORNEHMI OpraHM3allMi, YNPABNAOIIMX PEerHOHANBHBEIMH, TOCYAapCT-
BCHHBIMA WIH (eACPaIbHEIMI [IpOrpaMMaMH BHEIHETO KOHTPOJN KAMECTBa, ¢ JAHHBIM TeC-
TOM MOTYT OBITh TaKXKe HCIIOIB30BaHBI JONONHUTENbHEIE KOHTPONBHBIE MATEPHANDL.

4.3. XapakTepHCTHKH TecTa:

TpeacTaBnenne JAHHBLIX

Pesynbrarsl BeIpaxkeHbl kak oTHomeHHe S/CO (signal-to—cutoff). Jina momyuenns o6pasnos
CHIBOPOTKH KPOBH HCIIONE3OBANH NPOOHpPKH Ge3 reneBhiX 6apbepoR H AKTHBRPYIOIOHX (hop-
mMupoBanie GHOPHHOBOTO crycTKa A00aBoK.

BocnpoM3BOANMOCTB: HCCIEIOBAHHS MO BOCHPOH3BOAMMOCTH pe3yibTaroB GBUIN MpoBene-
Hbl KOoMIaHHeH Siemens n naboparopueii Ha rore CIIA. OGpasiupl aHANTH3HPOBANH B TpeX
IOBTOpaX B Te4cHHE 5 MHei, o 1 cepun B AcHb. Beero nposeaenc 15 norTopos.

I'emoau3: cogepxanue B npobe reMornoGiHa B KOHUCGHTPAIMAX B0 539 MI/mn He oKa3biBaeT
KJAMHAYECKH 3HAaYHMOrO BIIUSAHMSL HA pe3yIbTaThl aHATH3A.

c JInnemuueckne 06pasnui: NPACYTCTBHE B IpoGe TPUTIHUEPHUAOB B KOHIIEHTpaIHAX ¢ 3000
MU/ He OKA3bIBACT KIMHWYCCKN 3HAIHMOTO BAUSHYSA HA PE3yIbTATH aHalu3a,
AJIbTepHATHBHBIE THITH 00pa3na: KoMNaHUA Siemens npoBena psA HCCACAOBaHKIH, MTO3BO-
JMHBIIAX OLICHHUThL CTENCHD BIHAHHA HA Pe3y/IbTaThi AHAIM3OBR HEKOTOPRIX BCIECTB M MaTe-
pHaiI0B, OOLIYAO HCMONB3YCMBIX HA CTAamgHK NPoSOnOAroToBKH. Bauto npoananmsapoBano 28
06pa3lioB CEIBOPOTKH KPOBH 3[0POBBIX JOHOPOB. [I19 MOTYYeHHS CHIBOPOTKHM HCHONB30BAIH
pasNMYHbIE THIIB MTPOOHPOK — CTaHAAPTHEE, 0GpaboTaHHble renapuHoM Wik DJITA.
PesynbraTel Hecnenopanud (N = 28, ukcno o6pazuos):

» oOpaboTaHHEIEe renapyuHOM NPOOHPKH:
Cpeanue 3HaYCHHS:

¢ (.80 - pH HCNIONB3OBAHUHA CTaH/IAPTHHIX NPOOHPOK AA CHIBOPOTKH,

e 0.82 - mpH HcnoNL30BaHHH MPo6HPOK, 06paGoTaHHEIX renapuHOM
r=0.991
(obpabotanHbIe renapaHoM mpobupku) = 0.96 * (craHpaprabic npobupku) — 0.05
e obpabGotanusie DTA nmpobupku
Cpenung 3Ha4YeHNS:
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¢ (.80 — nipH HCIIONB30BaHHH CTAHIAPTHBIX MPOGHUPOK IS CHIBOPOTKH,
e (.79 — nipn acnonezoBaHuH Mpodupok, obpabotanaex JATA
r=0.992

(oGpabotannbie ITA npoSupku) = 0.93 * (cTanmapTHbic MpoOupkn) + 0.04

Ilo mompocaM, kacapoumumMcs cucreMmm IMMULITE 1000/ IMMULITE 2000, maGopos
IMMULITE 1000/ IMMULITE 2000 munx WX KOMIIOHEHTOB, a TAKXKE 3a COBCTAMH 110 TEXHO-
TOTHH, KATAOPOBKe, KOHTPOJIK KAaYeCcTRa HITH OXKMIAEMBIM 3HaueHuaM obpamaiitecs B oTaen
Texanyeckoro O6cmy>XnBaHs KOMIAHAHE «Siemens» HIH:

MeaumuuHcxkan xoMnaHus OMBE
P®, Mockea, 125047, yn. 4-am Teepckan-Amckana, a. 18
cTR.3

Ten/ doake: (495) 925-81-50 /4,
E-mail: omb@omb.ru JJ’/
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