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[TPOTOKOJI
MEAHLUHHCKHY HCMETaHHA
YCTPOHCTBA TEIUIO-MATHUTO-BUEPOMACCAKHOTO
JIEYHEHHW S BOCTTANMUTEJILHBIX 3ABONIEBAHHH INMPENCTATENRHOH WEJIE3bI
YII-01-«EJIAT

. OcHoBanne N4 nposeieHna ucneiTauuid — Pemenwe orgena  perwcrpaunmu
OTEYECTBCHHON MEAHUHHCKOH TEXHHMKH W M3/ENWHA MeIMUMHCKOro HasHaucHWa MenepansHoii
eyl N0 Hanlopy B cdiepe 31paBoOXPAHEHHA W couMatbHOrO paserTua Ne(3-6354/0199 ot

1

18.05.2006. L

2. Llenk vcnelTaHwii
OueHka MEAHUMHCKHX M 3KCINYATALMOHHBIX Kauectr yerpoiicrea VIIT-01- "EJIAT" u

DTPHE-DTICE METOAHKH €I NMPHMEHEHHA B MEIHLUHHCKOR NPAKTHEE,

3. Menbrranua nposenensl [ocysapeTenHbiM 0DpasosaTeibiiv yupexaerueM Briciero
npodeccuonanbioro ofpasoranus "PAIaHCKHIT rocyaapeTaen i MeIuUMHCKUI yHUBEpCHTET
uvenn  akanemuka M.[L[Magnosa" @enepansHoro arewrcrsa no  3ApaBoOXpaHeHHIo M

COUMBNBEHOMY PATBHTHID,

4. Mecro 1 Bpems npoBeneHHA MEAMUMHCKHX HenuiTanuit MY3 "'opoackas knHHYecKas
GonbHuua Ne 11", r. Pazans, 15.07.06-20.08.06 2006 r.



5. Jnsa npoBeaeHUs MeAMLMHCKUX HcnibiTannit o1 OAO «EnaroMckuid npubopHsIii 3aBo»
ObIK NpeaCcTaBCHbI:

- onbITHRIA oOpasew ycrtpoictea YJII-01-"EJIAT" T'MKC.941519.102, npouuemumuii

MPUEMOYHbIE TEXHUUECKHE UCNbITAHUS;

- PYKOBOJCTBO N0 3KcrulyaTauuu ycrpoiictsa YJII1-01 "EJIAT" TMKC.941519.102 PD;

- Tokcukosiorudeckoe sakimouenune Ne 300.0967.P.06 ot 16.06.06 r.

6. KpaTkas TexHMueckas XapakTepucTHKa yCTpOiCcTBa

6.1. VYcrpoiictBo TEMJI0-MarHUTHO-BUOPOMACCAXKHOE  JIEUEHUsI BOCMANUTENbHBIX
3abonesanuii npeacratensHoi xenessl YJI[I-01 "EJIAT" npenHazHaueHo ans jedyeHus
XPOHHYECKOrO MpOCTaTUTa B CTAlMOHAPHBbIX, aMOyNaTOPHBIX YCIOBMAX, a TaKXke Mo

HA3HA4YCHUIO Bpaya B JOMALIHUX YCIOBHUAX U AUHAMHYECKOM Ha6JHOlICHHl/l.

6.2. B pabouem pexuMe TemrnepaTypa MOBEPXHOCTH pabouell 30HBI anmaukatropa,

MOrpYKEHHOro B XUAKOCTL npu t 36 -38 °C, cocTtasnsier ot 38,5 no 42 °C.

6.3. JIlnana3oH amMIIMTYAHbIX 3HAYEHUH MarHUTHOW WHAYKUHUK NEPEMEHHOTO MarHMTHOTO
NoJA Ha NOBEPXHOCTU paboueil 30HbI anminkaropa cocrapaset 3 - 30 mT.
Yactora KkoneGaHWi NEPEMEHHOTO MAarHUTHOTO TMOJI1 H3MEHAETCs B Mpejesax/

ot 20 (£ 5) ' 1o 100 (£ 20) I'u ¢ nepuosom usmeHeHus 12 (x 2)cek. AMniuTyaa Bubpauuu

anmiukaropa: ot 0,01 1o 0,1 mm.

6.4. Hanpsbxenne anektpocetd 220B + 10 %, 50 I'y, momHocts, noTpebnsemas

YCTpOUCTBOM, He 6osiee 10 BA.

6.5. 1o snexTpobezonacHocTH ycTpoHcTBO cooTBeTcTBYET TpeGosanusam MOCT P 50267.0

M BbINOJIHEHO NO CTENEHMU 3alLUThl u3aenus no knaccy Il tun BF.
6.6. 'abaputHble pa3mepsl ycTpoiicTBa B pyTnspe He 6onee 240x80x200 mm.
Macca yctpoiictsa B dyTaspe He 6osee 800 r.
7. Pe3yabTaTbl UCMbITAHUH

7.1. MeToauka neueHus




7.1.1. Tlepea neueGHOW npoueaypoil mpoBoaunach MOAroToBka yctpoiicrsa YJIIT-01
"EJIAT" k paboTe B COOTBETCTBUM C yKa3aHUAMM PYKOBOACTBA 110 IKCIUIyaTalMy YCTPOHCTBA
MKC.941519.102 PO.

7.1.2. Anniukarop yCTpPOKHCTBA, MOMEIIEHHBIH B 3JACTHUHYIO 3alMTHYIO 06010UKY
(npesepsarus, (OCT4645-81), o6pabarbiBascs CTEPUIIbHBIM Ba3€JIUHOM M BBOMJICS B MPAMYIO
KULLIKY O0MILHOTO Tak, 4TOObl MOBEPXHOCTh pabouelt 30HbE anMIMKaTopa KOHTAKTHpPOBAna CO
CTEHKOW NpAMOii KULIKK B 30HE MpeACTaTeNbHOM xene3bl. [launeHT HaxoauTCS Ha KylleTke B
MOJIOXKEHUU "/IEXKa HA CIMHE", CO cllerka pa3BeIcHHbIMM U COTHYTBIMM B KOJIEHAX HOTaMH.

7.1.3. Bkmouenve M BeikmoueHne yctpoiictsa VJIII-01 " EJIAT " ocymectBnsnoch B
COOTBETCTBHH C YKa3aHUAMU pyKOBOJCTBa no skcnayarauun MNKC.941519.102 PD.

[lpopomxurensHocTs npouenypsl neueHns - 30 MWH, TemrepaTypa Ha MOBEPXHOCTH
paboueil 30HbI anniMKaTopa Haxoauiach B npeaenax ot 38,5 no 42 °C, 3HayeHHe MAarHWUTHOM
MHJYKUMA Ha TMOBEPXHOCTH paboued 30HBI - B mpegenax ot 3 go 30 mTn, amnautyna
BuOGpomaccaxa B npeaenax ot 0,01 xo 0,1 Mm.

YcraHoBuBLLIEECA 3HAYEHHE TEMMEPATYPBI HA MOBEPXHOCTH paboueil 30HbI anminkaTopa B
pexkume paGoTbl coctasuno (40.9 = 0.4) °C, 4To KOHTPONMPOBANOCH PAAHOMETPHUECKUM

METOAOM U3MEPEHUA TEMIEPATYPLI.

7.1.4. OcHoBHbIM oTauuuem ycTpoiictea YJIT-01 "EJIAT" oT yxe npumeHseMoro B
MEJMUMHCKOM MPaKTHKe YCTPOWCTBA JICYEHHS BOCTIANMTENLHBIX 3a00NeBaHNI NpeACTaTeNbHO

wenessl KJIT-01 "TTIPA" BUPM.941519.005TY saBasercs TO, 4TO MUKpONEpEMEILEHHS BEKTOpa

BHOpalLliy HamnpasieHbl NEPNEHAMKYNAPHO K MOBEPXHOCTH paboueil 30HBI ammiMKaTopa, yTo °

yCuiuBaer gusnotepaneBTHueckuit 3¢ dekT. UcnonbzoBanue B ycTpoiicTee TaiiMepa nopbimaer

6e30nacHoOCTb JKCIlyaTallMi, Tak KakK HWCKIKYaeTcs BCPOATHOCTb NMPEBLILICHUSA MJIUTENbHOCTH

npouesypbl.

7.1.5. MemvuMHCKHE HMCNBITaHUA ONBITHOrO obpasua ycrpoiictea YJIII-01 " EJIAT" ¢
paananbHOii BUOpaumeii nposeaeHbl Npu neueHnu 12 6oabHbIX B Bo3pacTe 45 10 73 ner
(M=63+1.23). B knunuueckyro rpynmy sowan 10 GonbHbIX HecneuUdpUUECKHM XPOHHYECKHM
npocratutom (XIT), 11 n HIA kannuuecknx kateropuii (knaccudrkauus NIDDK-2002 rog),
NpoTeKaloLMM Ha (oHe 100pOKauYECTBEHHOM FUNepriasuy NpeacTaTenbHoi xenessl | craguu
(AT'TDK) u 60apubie XIT — IIIA kiuHHUECKO# KaTeropuu (2) ¢ ABNEHUAMH NICHXOCOMATH3ALMK
3aboneBaHus J{nurenbHocTh 3ab07€BaHMs cOCTaBUAa, B cpeaHeM, 4,5 ropa (ot lgo 9 ser).
Beaywumn skanobamu Oblin: cUMNTOMBI HWXHUX MoueBblx nyTeit (CHMIT)(8), Gonesoii
cuHapoM (8), HapylieHHe apekThIbHON dyHKunu (4). [Ipn 0GbekTHBHOM 06C/IEN0BAHNH Y BeeX

OONBHBIX [10 Hayasla JIe4eH1a 00BEM OCTAaTOYHON MOYM He npeBbinan 50,0 M., a MaKcHUMalbHas
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CKOpOCTb MOTOKa MOYM BapbupoBana oT llmn/cex go 15,2 mn/cek. Ilpn oueHke cumnTomoB
3aboneBanus npoctatsl (I[PSS-Qol) cpeanuit 6ann cooTseTcTBOBan "JIErkOMy TEUYEHHIO
3aboneBaHua” (6,8+0,94), a cpeaHuit Oann nokasarens kauecTBa XM3HM He npesblan 4,0
O0annoB (OTMETKa «HEYIOBAETBOPUTENbHO»). Y Bcex OO0JbHBIX MNOCHE  BhITOJHEHHS
cTaHaapTHoro oOcnenoBaHus (aHanM3 KpoBM Ha omnyxosieBslid Mapkep - [ICA, nansueBoe
peKTanbHOE HCCAELOBaHUE TMPOCTaThl, TPAHCPEKTANIbHOE YNBTPA3BYKOBOE CKaHUpOBAaHHE
MpoCTaThl) MCKJIOUEH pak fpeacTaTensHoi kene3bl. BocnanuTtenbHble W3MEHEHHs 110
pe3ynbTaTy UCCAEN0BaHUA CEKPETA MPOCTATbI XapaKTEPU30BAIUCh HATMUUEM CErMEHTOSAEPHbBIX
neiikouunToB oT12 B n.3p 10100 B N.3p. U B cpeaHem coctaBuin 54,2 B n.3p.

Bce nauueHTbl Oblid MHQOPMHpOBaHBl 10 Hauyana fiedeHUss O MpuMeHeHuu mnpubopa YJIII-
OI"EJIAT" nna nokanbHOW (u3voTepaniy B CXEMe JIEUEHHUs, C OQOPMIICHHEM B KaXIOM
cnyyae HHPOPMHUPOBAHHOIO COTACHS.

BonabHbIM  HasHauancs Kypc neueHMs ¢ NMPUMEHEHHWEM OMBITHOro oOpasua ycTpoiicTsa
VIII-01"EJIAT", ¢ paananbHoii BMOpauuer, koTopblii coctosn u3 7-9 npoueayp. Jleuenue
NPOBOJMJIOCE B pEXHMME KOMIUIEKCHOH Tepanuu XII, B KoTOpom mpemycMaTpHBanioch
Ha3HaYeHWe TMNpOCTaTOTPONHbIX AHTUOWUOTHMKOB, MPOTHBOBOCMAIUTENbHBIX JIEKAPCTBEHHBIX
npenapaToB M NpPUMEHEHHME  Hecnenuuyeckux  HUMMyHomonynsTopoB. KoutpossHoe
obcnenoBaHue GONBLHBIX APOBOAMIOCL Cpasy MOC/Ae OKOHYAHHWA Kypca MpOLELYpP OMbITHBIM
ob6pasuom yctpoiictea YJIII-01"EJIAT" ¢ paguanbHoii BuGpaumeii.

SddexTuBHOCTL KOMNNEKCHOTO NeueHnss XI1 B naHHO#M rpynne oueHeHa No pesybTaTam
KJIMHUYECKUX W NaBOPaTOPHbIX UCCAEAOBAHMMH, MPUHATHIX 33 CTAHAAPT.

PesynbraThl KIMHUYECKUX UCTBITAHUH onbITHOrO 0bOpa3ua ycrpoicrsa YJIT-01"EJIAT" ¢
paavanbHOH BMOpauued MokaszanM, UYTO MEPEHOCUMOCTL OGOJIBHBIMM BO3AEHCTBUA ‘HOBOFO“
HanpasjeHWss BUOpaumu Oblia XOpolleH, KaKUX-THO0 HEMpPUATHBIX OILYLIEHHI MpH JCYEHHH,
ARCKOMQOpTA U OCIOKHEHHIA, KaK B MPOLIECCE, TaK U B MOCIEAYIOLIEM, MALMEHTHI HE OTMEYAIH.
[Tocne xomnaeKCHOW Tepanum y Bcex OOBHBIX CyMMapHbiid 6ail CUMNTOMOB HUKHUX MOUYEBBIX
nytei (I-PSS) cHusunca, B cpenHem, Ha 2,2 Ganna, MHAEKC OLEHKH KAuyecTBa JKM3HU GONbHBIX
YMEHbLIMICA, B CpeAHEM, Ha 1,2 6anna, 4yto  CBUAETENLCTBYET 00 YAYUYLIEHHH MX
caMo4yBCTBUA. MakcumanbHas 06beMHast CKOpOCTb NOTOKa MOUM (Q max) (OCHOBHOM NoOKa3aTenb
B OLEHKE (yHKUMOHANBbHOW cocTaBastollei MH(paBe3nKanbHOH 06CTPYKLMHK) BO3pOCaa MoCIe
neyeHus, B cpeiHem Ha 3.2 ma/c. O6beM 0CTaTOYHON MOYM YMEHBILKACSA, B CpeaHeM Ha 25,0 ma.
Ko/in4ecTBO HOYHBIX MO3bIBOB K MOYEMCNYCKAHUIO COKPAaTHIOCh, B cpeaHem Ha 1,4 pasa. V
ABYX OOJIbHBIX UCHE3N CUMITTOMBI 3PEKTHIBHON TUCHYHKIMH.

B uenoM, aMHaMMKa TeueHWs BOCMANMTENBHOrO Mpolecca B NMPEACTATeNbHON Kejese
OTMEYEHA KaK «MOJIOXMTEbHAA» MO AaHHbIM (HU3MKANBLHOrO 00CneN0BaHUsA GONbHLIX U IO

.ﬂa60paTOprlM naHHbIM. B H4aCTHOCTH, ¥y BCEX OONbHBIX MOKa3aTelhb JIEMKOLUTOB B CEKpETE




MpOCTaThl CHU3MWICA, B cpeaHeM, Ha 78,2 % u cocTaBun 6-7 B none 3peHus. 1o cyObeKTUBHLIM
OLEHKaM nNalWeHThl oueHWIM sddext ot npumenenus ycrtpoiticta VYJII-01"EJIAT kax
«oTnraHO» (3), «xopoio» (8), B 0JHOM ciiyuae — «yI0BIETBOPUTEIBHON(1), UTO GBLIO CBA3aHO
¢ paszapaxatoliMM 3¢QeKkToM Ba3eIMHOBOrO Macia NPUMEHAEMOTO B Ka4decTBE JIIOOpHKAHTA.
JlonoaHuTeNbHbIX Ha3HAYEHHUI B 3TOM cllydae He NoTpeboBanoCh.

8. 3akoueHue

8.1. Ycrpoiicteo YJITT-01 "EJIAT" orBevaeT TpeOOBaHUAM MEIMLMHCKOW MPAKTUKK NO
(YHKUMOHANBHBIM M 3KCNAYaTaLMOHHBLIM KauyecTBaM Ad JeveHWA OOJIbHBIX [POCTATHTOM,
yno0Ho B 3Kcniyatauru 1 6e30nacHo.

YCTpOHCTBO MOXET MPHUMEHATHCS TOJbLKO MO Ha3HAUYEHHIO W NOJA HAbNOJEHHWEM Bpaya B
CTalMOHApHBIX, aMOyNaTOPHbBIX U AOMAIIHUX YCJIOBUAX. JleueHHe pekoMEHIyeTcst MPOBOAUTH
KOMIJIEKCHO ¢ MPUMEHEHHEM aHTUOaKTepHalbHBIX ¥ NPOTHUBOBOCNIANUTENBHbIX JIEKAPCTBEHHBIX

CpeACTB
8.2. YcTpoicTBO NOKa3aHO NpU JIEHEHUHN:
- XpOHUYECKOTO MPOCTaTUTA;
- IPOCTAaTOBE3NKYJINTA;
- YPeTpOMnpoCcTaTHTa;
- HapyLIEHHUS KOMYIATUBHOHN QYHKLMH;
- XpOHH4ECKOTro MpocTaThTa y 60nbHbEIX 106pOKaYECTBEHHOI runepruiazuei (aieHOMOM)

npeacraren bHOM XeNe3bl.

8.3. [IpoTuBONOKa3aHUs K MPUMEHEHHIO:

- BO Bcex (popMax oCcTpOro BocnaieHHs NpocTaThl;

- abcuecc npocTaThbi;

- MH(EKLMOHHAs cTaans 000CTPEHHs XPOHUUYECKOTO NPOCTATHTA;

- paK npocTarhbl;

- aKTUBHbIW TyOepKy/e3 Wi noao3peHue Ha TyOepKyes3 MpocTaThl;

- OCTpbIC BOCMAJUTEIbHLIE U 3I0KAYECTBCHHLIC 3aboneBaHus ﬂpﬂMOﬁ KHIIKH.

8.4. PykoBOJCTBO Mo 3KcniyaTauuu YCTPOHWCTBA COAEPIKUT MONHbIH 00beM CBEAECHUH MO
NPUMEHEHUIO U TEXHUUECKOMY OOCNYKMBAHHUIO YCTPOMCTBA, W3JI0XKEHO SICHO M HE BbI3bIBAET

San}’)lHCHHﬁ B MNPAKTUIECKOM NMPUMEHEHHH.
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8.5, BHEWHHA B, TEXHHYECKHH AM3afH YCTPOHCTBA COOTRETCTRYET NYYIIMM 05pa3ILam

MEIMUMHCKOH TEXHHEH.

9. PexoMeHaalMu

9.1. Yerpoicreo TEMNO-MATHHTO -BHOPOMACCAIKHOE MEUYCHHH BOCNATMTENLHLIX
sabonenannid npeactatensholl weneswt YJIMN-01 "EJIAT" pekoMeHAYETcs K NpUMEHEHHIO B
MENHLMHCKOH IPAKTHKE W CEPHITHOMY NPOM3BOACTBY.

Moser HCNONBI0BATECA KAK CAMOCTOATENRHBIN CNOCOD feYeHHs, TAK H B KOMILIEKCHOM

MEHEHHH XPOHHYECKOTD NpOCTATHTA.
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