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MpoTokon

KnuHuyecknx ucnbiTaHum

QOOEKTUBHOCTU NNIEYEHUA AMNMAPATOM A3TA

2009 roa

OcHoBaHue ans npoBeAeHUA uccneaoBaHmii: HayuHbil nnad  MyHuumnanbHas nonknuHuka Ne
48r. Ypa Ne 2 ot 10.06.2008 .

Llenb uccnepoBanumn: OueHuTb BO3MOXHOCTU NpuMeHeHus annaparta J3TA npoussogctea OO0
HMM «3JIUC» B meanUMHCKO NpakTUke Ha TeppuTopumn Poccuiickoit eaepauuu npu neveHun 6onbHbIX
B NONUKIMUHUYECKNUX YCNOBUAX FOPOACKON MyHULMNANBbHON NONUKIUHUKA

Bua uccnepoBaHus: OTKpPbITOE, HEPpaHAOMU3NPOBaHHOE, CpaBHUTENbHOE.

3apaum uccnenoBaHuA:

1. OnpepenuTtb KnNuUHWYECKyl0 3MMEKTUBHOCTL npumeHeHnuss annapata [OOTA B kayecTse
MOHOTEpanun n KOMBUPUPOBAHHOW NPU  NEYEHUN:

1. OcTpbix pecnupaTopHbix 3aboneBaHuii BEpXHUX AblixatenbHbix nyten (OP3)
A) OcTpas pecnupaTopHas BUpycHasi UHeKuus
B)ocTpblit ,XpOHUYECKMIA NPOCTOR BPOHXUT
McuHycuTbl
2.MepneTtuyeckas uxngekums(FeP.)

3.XpoHuyeckue 3abonesanusi XXKT accoumunposaHHble ¢ Helikobakter pilor i(H P)XpoHuueckuii
racTpuT,sisBeHHasn 6onesHb 12 N.KULWKK 1 xenyaka.

2. WccnepoeaTb KkNuMHUYecCKylo 3eKkTUBHOCTL npumMeHenus annapata [OOTA B cocrtase
KOMNNEKCHOro nevyexuns

3. OuenuTb 6e3onacHocTb NpumereHus annapata J3OTA npu neyeHun 3abonesaHuii

MnaH uccnenoBaHuA: NpoBEeAEHME KIUHWYECKMX WCnbiTaHuii Ha  annapate DETA. Ot6op
nauneHToB NPOBOAUNCSA B COOTBETCTBUMN C BbIOPaAHHBIMU KPUTEPUAMU BKNHOYEHUS.

KpuTepuu BKNIOYEHUA: B UCCnefoBaHME BOWNMM nNauuveHTbl B Bo3pacte ot 20 ao 65 net ¢
NOATBEPXAEHHbIMU aHanu3amu W knuHukoil. OBcnepgoBaHMe W neYeHWe NpPOBOAMIIOCH HA OCHOBE
UHopMupoBaHHOro Ao6poBonbHOro cornacusi GonbHoro Ha ocHoBaHwuu [Mpukasza Ne163 (OCT
91500.14.0001-2002) MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoin deaepauuu.

MecTo 1 Bpemsi npoBeAeHUA UCCNneAO0BaHUI: MyHULMNAnNbHas NONUKNUHWKa 48 r. Yool




Ana npoBeaeHuA UccneaoBaHuit NpeACTaBneHbl:

1. Annapat A3TA npoussoactea OO0 "HIMO «3JIMC» (Mocksa) B konuyectee 2wr,; MNporpammHoe
obecneyeHne annapara npeaycMaTpuBaeT aHTUNapasuTapHylo Tepanuio.

2. Annapatr [O3TA paspeweH K NPUMEHEHUO B MEeAULMHCKOW npakTuke (perucrpaunoHHoe
yaoctoeepeHue PocagpasHaasopa Ne oT )

3. PykoBoacTBo no akcnnyatauuu annapara JETA

4. MeTtoaunyeckue pekomeHzauuu MeToauka AWarHOCTUKU W
neyeHuss B.T. oxpaHsetcs nateHTom Ne2000114578 ot 20.03.2003 r., Ha 3aKOHHbIX OCHOBaHMUAX
ncnonb3yembix OO0 «HIMO «3JIUC»

Pe3ynbTaTbl UCCNeAOBaHUN:

UccnepoBaHusa KNUHUYECKON 3EeKTUBHOCTM pasnuyHbix cnocoboB neyexHus 3abonesaHuii
nposoaunocb y 100 nauveHTtoB (50 myxumH u 50 xeHwwmH), B Bo3pacte oT 20 ao 60 net (cpeaHun
Bo3pact 40 net). [uarHo3 ycraHaeBnueancsa KIMHUYECKU U C MNOATBEPXAEHHBIMU AAHHBLIMU
nabopaTtopHbix uccnegoBanuii. O6cnefoBaHue U nevYeHne nNauueHToB NPOBOAWUIOCH B COOTBETCTBUE C
oTpacnesbiM cTaHgaptoMm "lpotokon BeaeHuss 6GOnbHbIX. Y . 0CT .
yTBepxaeHHbiM [Npukazom M3 PO Ne or . Fpynna cpaBHeHusi (UCKNIOYUTENbHO
MeavkameHTo3Hoe neyeHue) coctasuna 40 yenosek (20MyxunH u 20 xeHwwmH), B Bo3pacte oT 20 Ao
60net (cpegHuii Bo3pact 40ner)

pynnbl HabnogeHus Gbinu conocTasuMbl NO NONY, BO3PACTy, HO30MOMMYECKUM hopMam, TSKECTU O
3abonesaHua. KnuHuyeckas xapakrepuctuka rpynn HabnoaeHua npeacrasneHa B tabnuue 1.

Tabnuuya 1
[warHos CreneHb Konuyecteo CpegaHss NPOAOIMKUTENBHOCTb
TSXKECTU NauneHToB neyexus Ha npubope OETA
OP3 Cp.ct 50 3-4 gHsA no 1-2 pas3a B AeHb
3aboneBaHus XKT | Cp.cT 20 7-8 gHei no 1 pa3y B AeHb
accoy c (HP)
epneTuyeckasn MHd Cp.cT 30 2 AHs no 3 pasa B AeHb
[warHos | CpepgHsas CpepHsis CpeaHss OppeKkTUBHOCTD
MpoAoMKNUTENBHOCTL | NPOAOCIMKUTENBHOCTD NPOAOCIKUTENBHOCTb MCNONb30BaHUA
neyeHusi Ha npubope | KOMBUHUPOBAHHOIO neyeHus npubopa 1OTA
OETA neyeHus Ha npubope | megukameHTo3Has (6e3
OETA MCnonb30BaHusA
npubopa JETA)
OP3 4 3 7-14
MKKT 8 6 10-16
lepn 2 2 7-10

MeTtoauka nevenus. lNepen npoueaypoit neyeHms nposogunacb nogrotoska annapara "A3TA" k
paboTe B COOTBETCTBME C yKa3aHUSIMU PYKOBOACTBA MO 3KCnnyaTauuu ycTpoicTsa. Bkniouenue wu
BbIKNIOYEHNWEe annaparta OCYyLIeCTBNAANOCb B COOTBETCTBUMM C yKa3aHUsiIMW AaHHOro pykosoactsa. [lpu
NpoBEAEHUN ceaHca annapar pacnonarancs Ha paccTtosHuM 5 cm. [nuTenbHOCTb npoueaypbl Ha
annapare, KpaTHOCTb 2 ceaHca B A€Hb, KypcC OT 2 A0 8 AHeW.




AeHb, amokcuknas no 1 1ab 2 pasa B geHb. KnaputpomuuuH no 1 tab 2 pasa B ageHb, Omes no 11ab

2 pasa B IeHb B TEYEHUN 7 AHEN

BonbHbIX € repneTu4ecknm nopaxeHue ry6 nevynnu Hapy>xHo NpoTUBOBUPYCHbIMU Ma3aMu

AUVMKNOBUP W NPOTUBOBUPYCHLIMW NpenaparaMmu BHYyTPb

2 rpynna nauveHToB nonyyana KoMBMHUPOBAHHOE neyeHune (TPaauLNOHHOE MeANKaMEHTbI U

neyexuve Ha annapate [JETA)

1 rpynna nauyueHToB nosy4arna ToNbKOo annapaTtHoe neYyexHune .

Tabnuua 2
[wvarxos 1 rpynna 2 rpynna 3 rpynna Cpoku neverusn | MNpebbiBaHue Ynydwexve

3 Ha CaMO4yBCTBUS

NauueHToB | NAUWEHTOB | MauUWEHTOB T D — Uepes CKOMbKO

nucre(aHewn) aHewn
1 2 3 1 2 3 1 2 3

OP3 50 50 20 4 3 10 |7 |6 14 |3 3 7
3abonesanun | 20 20 10 8 8 15 10 (10 |18 |4 3 v
A XKKT
lepnetnyec | 30 30 10 2 2 7 5 5 8 1 2 5
Koe
nopaxeHue

M3 Tabnuubl 2 BUAHO YTO NPU KOMBUHUPOBAHHOM NEYEHUN YNYHLIEHUE CAMOYYBCTBUSI HAcTynaeT
ObICTpee : MCYE3aKT ABNEHNUSI PEHOPEU, HACMOPKA, CHUXAETCA TeMNepaTypa Tena Ha HecKonbko
AHew GbicTpee ,Yem nNpu TpagUUMOHHOM neveHune.lpu MoHOTEpanuu pasHuLa B CPOKax NnevyeHus no
CPaBNEHNIo C KOMOMHUPOBAHHLIM NEYEHNEM HeaHauuTenbHas 1-2 axs.Ucxoas u3
BbILLEN3NOXEHHOrO MOXHO CAeNnaTh BbIBOA: -NpUMeHeHue annapata [JJETA B NONUKNUHUYECKUX
YCNOBMAX , @ TaKKe B AOMALLHUX YCNOBUSX,COKPALLAET AHWU HETPYAOCNOCOGHOCTH

paboTaLwmx,yMeHbLUAET OCNOXHEHUA Npu Takux 3abonesaHusx kak OP3 |



3aknoyeHue.

1. Annapat [13TA (c nporpammHbim obecneveHnem «Ally») no cBOMM PyHKLMOHANbHbLIM U
3KCNNyaTaunoOHHbIM Ka4ecTBam NOMHOCTLIO oTBeYaeT TpeboBaHUsAM MeAULMHCKON NPaKTUKK B
obnactu neyeHusa TepaneBTUYeckux 60nbH

2. MNokasaH BbICOKMIA KNuHWYeckuii acpcpekT annaparta JOTA kak B BuAE MOHOTEpanuu, Tak U B
KOMNNeKce C MeANKaMEeHTO3HbIM NIEYEHMEM NO CPABHEHMIO C TPAAULMOHHBIMU METOAAMU NEYEHUS.
3. MNpoTusonokasaHuit k ucnonb3osaxuio annapata [JOTA y nauneHToB ¢ 3abonesaHusimm OP3
3abonesanuii XKKT 1 repnetTuyeckumm nopaxeHuammn Hebbino

4. Bo3amOXHO ucnonb3oBaHue annapara "O3TA" B cTauymoHapHbIX, ambynaTopHbIX U JOMAaLUHUX
yCnoBUSAX.

PekomeHaauuu.

Mcxoas M3 U3noXeHHOro, Ha OCHOBE KNUHUYECKUX UCNbITAHWIA Nnpeanaraem A0NONHUTL
pernoHanbHblil CTaHAapT OCHaLleHnss ambynaTopHO-NONUKIUHUYECKUX YYPEXAEHUN , MUHUManbHbIE
TpebosaHus k koTopomy onpegeneHbl MNMpukaszom M3CP P Ne753 ot 01.12. 2005 r. cneayowmmm
no3nymsaMu

1) KabuHeT Bpaua cemeitHoit npakTuku (npunoxenus k Mpukazy M3CP NeNe 1-__ )

Annapart Tepanuu [1I3TA (c nporpaMmmMHbim obecneyeHvnem «Ally)

2) KabuHet Bpaya uHdpekuymoHucta (npunoxerus k Mpukazy M3CP NeNe 1-__ )

Annapart Tepanuv [1I3TA (c nporpaMMHbimM obecnevervnem «Ally)

Mpwu aTom, annapatbl Tepanuu [1STA (c nporpammHbiM o6ecneyeHnem «All») MOryT 3akynaTtbCs Kak
3a cyet cpeAcTs BroaKeTa, Tak 1 3a CHET CPeACTB NAUUEHTOB ANS UHAUBUAYANbHOIO NPUMEHEHWS.
Yka3aHHan pekomeHaauus ByaeTt neruTumHa Ha ocHoBaHum Mpukasa opraHa ynpasneHus

pernoHanbHbIM 34paBOOXPaHEHNEM U OKAXET NONOXUTENbHOE BO3AENCTBUE Ha ynyyLlleHue

MeaAULMNHCKOro OGCHY)KVIBaHMﬂ HaceneHusa




