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OTKPbITOE HEKOHTPOAUPYEMOE MHOTOLIEHTPOBOE

WHTEPBEHUMOHHOE NCCAEAOBAHUE BE3SONACHOCTU

N SOPEKTUBHOCTU KAHEDPOHA® H B AEHEHUN
HEOCAOXHEHHbIX MHOEKLIMN MOYEBbLIX MYTEU

Pestome. O60CHOBAHMUE. HECMOTPST HQ POCT PACPOCTOAHEHHOCTY PE3NCTEHTHOCTM 6AKTEPUIV K QHTUOMOTHKAM
Y1 BO3MOXKHBIX HEXKEAQTEAbHbIX peaKumy (HP), Mpu HEOCAOXKHEHHbIX MHOEKLMSIX HYDKHX OTAEAOB MOYEBbIX 1yTeN
(HVIMIT), KQK MpaBUAO, MPUMEHSIKOT AHTUOMOTHKN. KaHEepPOH® H, pACTUTEAbHBLIN ACKQPCTBEHHBIV MPEenapart, ObiA

MCCAEAOBQAH HQ MPEAMET ero 6€30MACHOCTU M 3PPEKTUBHOCTI Y KEHLLWMH C HVIMIT,

Meroabl uccaepoBaHus. OTKObITOE HEPAHAOMM3NPOBAHHOE MHOMOLIEHTPOBOE KAMHUYECKOE MCCASAOBOHME C
ydactvem 125 NauUmeHToK eBponeorAHOM PACK], CTPAAQKOLLMX HVIMI, CO 3HQYEHUEM CYMMQPHOIO MNMOKA3ATEAS],
YYUTBIBAKOLLIErO TSPKECTb AU3YPUM, YACTOTY MOYEUCITYCKAHMSI M HEOTAOXKHBIX MO3bIBOB K MOYEUCITYCKAHMIO (KQDK-
AbII CUMATOM OLIEHMBAACS MO LWKAAe OT 0 A0 4), He meHee JyeM 6. [aUmMeHTK MOAYHaAn 3 X 2 Apaxke npenapara
KaHeppoH® H B TedeHmne 7 pAHer. OLEHKY CUMITOMOB CQMM MALMEHTKN MPOBOANAM EXXKEAHEBHO, ICCAEAOBATEAL —
Ha A€Hb O, 7 1 37. [NepBunyHQAs KOHEYHQST TOHKQ — YACTOTA HP B XOAE AeYEHWMSI. BTopuyHbIe KOHEYHbIE TOYKM — AO-
CTDKEHNE KAMHNHYECKOrO U3AEYEHMS (BbIPAXKEHHOCTH OCHOBHbBIX CUMMITOMOB HE MPEBLILLAET 1, TO eCTb CAQ6O Bbi-
PQXKEHBI) HQ 7-V1 AEHb, TSPKECTb CUMITOMOB HVIMIT HQ 7-v1 11 37-i AHM, BO3HUKHOBEHME HEOOXOAMMOCTN AEYEHMST
QHTMBNOTUKAMIM AO 7-TO AHSI, MPOAOAKUTEABHOCTE CUMMITOMOB HVIMITT 11 YNCAO PAHHMX PELIMANBOB. VIBMEHEHMS AQ-
60PATOPHbIX AQHHBIX (QHQAM3 MOYM FPK MTOMOLLM TECT-NOAOCOK, QHAAM3 KPOBU M MOYM B LIEHTDAABHOM AQOOPATO-
PV AQHAAMBUPOBAAM OMMCATEABHBIM METOAOM. 3QTEM MPOBOAUAMCE POST hOC QHAAM3LI [TOAYYEHHbIX PE3YALTATOB.
Pe3syabrarbl. Hi1 oaHA 13 19 HP, 3apervcTpmpoBaHHbIX B XOAE MCCAEAOBAHMSI, HE MMEAQ OTHOLLIEHMS K MPEnapary
M HE XQPAKTEPU30BAAQCH KOK Cepbe3Hasl, YacTora MoAOXKUTEALHOIO OTBETA HQ AeYeHMe CoOCTaBMAQ 71,2 % Ha
AeHb 7 1 85,6 % Ha AeHb 37 (Cpeau BCEX MALMEHTOB, BKAKOHEHHbBIX B UICCAEAOBAHME, N = 125) CO 3HQYUTEABbHBIM
YAYYLLEHNEM COCTOSIHMSI (BHQYUMOE CHIDKEHNE BbIPQXKEHHOCT BCEX CUMMMITOMOB: p < 0,001 AAST KOXKAOIO). AuLLIb
2,4 % naumeHToK notpeboBAANCH QHTUOUOTUKI B XOAE AEYEHUS, N HN Y OAHOW M3 MALMEHTOK HE OTMEYAAMUCH
peumnamBbl A0 AHS1 37. CoeAHMNE U3MEHEHMS B OCHOBHbBIX CUMITOMAX HA A€Hb 7 11 37 B CPABHEHMN C AHEM O COCTQ-
sunm: =1,9/-2,3 (amsypusi); —1,8/-2,4 (yactora), —1,6/—1,9 (HEOTAOXKHbIE M03bIBb1). CUMATOMATUYECKOE YAYHLLIEHWE

COrMPOBOXKAQAOCH CHYDKEHNEM COAEPXKQAHUSI HUTPUTOB, AEMKOLIMTOB 1 SPUTPOLIMTOB C AHST 0 MO A€Hb 7 11 37.

BbIBOABI. AQHHOE UCCAEAOBAHME MMOATBEPANAO 6E30MACHOCTb M BO3MOXHOCTL 3PHEKTUBHOIO MOUMEHEHMS Te-
panmm 6e3 Ha3HAYEHUsT AHTUGMOTMKOB C MCTIOAb30BAHMEM MPENapaTa KaHedpoH® H 1 CAYXKMT 0GOCHOBAHMEM

ANSI IPOBEAEHMS KOYNMHOMQCLUTAGHOIrO KOHTPOAMPYEMOIO KAMHUYECKOro MCCAEAOBQHMSI.
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BBeapeHue

Tlocne wHpeKuMii AbIXaTeJbHBIX MyTel WHMEK-
1mu MoueBbix nyteid (MMIT) 3aHMMarT BTOpoe MECTO
M0 YacToTe OaKTepHaJbHBIX WH(MEKIWA y KEeHIIWH.
B GonbimHceTBe ciydaeB (80 %) aTM MHGEKIIUU SIB-
JstioTes HeocnmoxkHeHHBIMU (HUMIT) [1, 2]. Pacmipo-
cTpaHeHHble cuminTomMbl HMMII BkiIOuyalOT vacTtoe
MOYEHCITyCKaHNE, HEOTIOKHBIC IMTO3BIBBI K MOUYEHCITY-
CKaHMIO, TU3YPUIO0 U 00JIb B HaIJIOOKOBOI 00J1aCTH, B
TO BpeMsI KaK 00Jb BHU3Y CIIUHBI, OOKY, TOSICHULIE U
JINXOpaJKa 4acTO paccMaTPUBAIOT KaK CUMIITOMBI ITH-
enoHegputa. Octprie HUMII xapakTepusupyroTcs
OTCYTCTBUEM CTPYKTYPHBIX M (DYHKLIMOHAJbHBIX ITa-
TOJIOTUI MOYEBBIX MyTEe, TOrma Kak 3adojeBaHus MOo-
YeK M COITyTCTBYIOIIME COCTOSIHMSI TIOBBIIIAIOT PUCK
ocioxxHeHuit UMII ¢ 6ojiee cepbe3HbIM UcxoaoM [3].
Haubonee yacTeiMu yporiaTOreHaMM SIBJISTFOTCS KUTITEY-
Hag mranouka (E.coli), ctapmIoKOKKY, SHTEPOKOKKU 1
9HTepobakTepuu, BKiIouast Klebsiella spp. OcTpbiMu
HUMII 06bI1YHO 3aHUMAIOTCS Bpauu OOIIEH TPaKTUKU
Ha amOynatopHoM npueme. B nccinenoBanusx HUMII,
KakK IMpaBUJIo, CAeIaH aKIeHT Ha 0aKTepUOJIOTUH, pe-
3MCTEHTHOCTU K IpernapaTaM U 0aKTEePUOIOTUYSCKMX
HUCXOMax JeYeHUs] aHTUOMOTUKAMM, XOTSI HOBbIE PYKO-
BoacTBa 1o JeuyeHuto MUMII tpebyroT apaaukanmum Kak
OakTepuypuu, Tak U cuMnTomMoB [4, 5]. Bo uzbexaHue
HepallMoOHAJIBLHOTO TIPUMEHEHUS AHTHOMOTUKOB WX
cliemyeT Ha3HavyaTh MPU COYETAHWM CUMIITOMATUKU C
6akTepuypueii [6, 7].

M3BecTHO, yTO MHOTHE >KeHIIMHBI ¢ HUMIT He cpa-
3y 00OpaIaTcs 3a MEINIIMHCKONM ITOMOIIBIO, a BBIKM-
JIAI0T BpeMSI M CaMOCTOSITEJIBHO MCITOJIB3YIOT JTOMAIlll-
Hue cpenctsa [8]. Xon pa3Butus HemedeHbIXx HUMIT
yXKe OB ONMMCaH B HECKOJbKUX MCCAEAOBAHUAX, MPU
9TOM YacTOTa pa3pellieHuss CUMOTOMATUKU COCTaBJIsIa
10 50 % 1o niporecTBuM Tpex AHel [1, 3, 6, 7]. B xone
XOPOIIIO CITAaHMPOBaHHOTrO ucciaenoBaHust Ferry et al.
ObLIO OTMEUEHO CIIOHTAHHOE U3JIeYEHUE B XO/I€ ITePBOIA
Henenn y 28 % mauueHToB U eie y 37 % — B TedyeHue
5—7 venens [7]. B nunotHoM uccienoBanuu Bleidorn et
al. cooO1anu o He MeHblIeil 3P GHEeKTUBHOCTU UOYTTPO-
¢eHa o cpaBHEHUIO C HUTTPOGIOKCAITMHOM B OTHO-
IIeHUM BIMSHUS HAa CUMIITOMBI Ha 4-1i IeHb TepaIuu,
OIHAKO Yy OMHOI TPETH MAIMEHTOK, MOJIyJYaBIINX UOY-
npocdeH, OTMeYasCs peluanB B TeUCHUE IePBOIt Hele-
qm [6]. TakuM 00pa3oM, HEAOCTATOYHO JTOKA3aTEILCTB
3 GEKTUBHOCTU aJbTePHATUBHBIX METOAOB JICUCHUS
WJIX BO3MOXHOCTU camousieueHus mpu HAMII. B cBsi-
311 C Bo3pacTalollleil YacTOTOI pe3UCTEHTHOCTU K aHTH-
OMOTHKaM Bce OOJIbIIYIO aKTyaJbHOCTh MpPUOOpeTaeT
KaK ONTHMU3AINS TTPOTUBOMUKPOOHEIX IIPEITapaTosB,
TaK 1 pa3paboTKa aJIbTepHATUBHBIX METOIOB JICUCHUSI.

Kanedpon® H, pactutenbHbIH IeKapCTBEHHBIH Ipe-
rmapar, cojepKalluii TpaBy 30JI0TOTHICSTYHUKA, KOPHU
JIIOOUCTKA M JIUCThSI pO3MapuHa, ObUT pa3padoTaH i
JICYCHHUS OCTPBHIX M XPOHMICCKUX MH(PEKINIT MOYEBBIX
MyTeil, a TakKe MPOPUIAKTUKI MOUYeKaMeHHOI 00J1e3-
HU [9]. OTaenbHbIe KOMIIOHEHTHI TIpenapaTa o0J1a1aT
CHa3MOJUTUIECKUMU, TUYPETUISCKUMU, ITPOTUBOBOC-

NaJIUTEJIbHBIMU U MPOTUBOMMKPOOHBIMU CBOMCTBAMU
[9]. TpaBa 30JI0TOTBICSTYHMKA, COACPIKAILAST KCAHTOHBI,
OKa3bIBaeT aHTMOAKTEPUATbHOE W AHTUXOJIMHEPTHYE-
ckoe neiictBue [10, 11] 1, Kak mpaBUI0, UCHOJb3YETCS B
KavyecTBe BCITIOMOTATEIbHOTO CPECTRA JIJIST BBIBEICHMS
TMOYEUYHBIX KaMHEMN, a TakXkKe C TUypEeTUIECKOU IIeJIbI0
[12—14]. KopHu m1100ucTKa, comepxaliue ¢GhypaHOKY-
MapuHBI, 00JIaJAI0T CIIa3MOJIUTUYESCKUMU U JUYPETH-
YyeCKUMU cBoycTBaMu [15, 16] u mpuUMeHSIOTCS NpU
BOCMaJEHMU HIWXKHUX OTAECIOB MOUYEBBIX myTeil [15].
JIucThst po3aMapuHa coaepKaT JUTepIIeHbI, MOaU(peHO-
JIbl U (DeHOJIBI U OKa3bIBAIOT aHTUOKCUJIAHTHOE, aHTU-
OakTepuaabHOE, IPOTUBOBUPYCHOE, TPOTUBOBOCHAIM -
TEJbHOE, CIa3MOJUTUYECKOE M IPOTUBOCYIOPOXKHOE
neiicteue [17, 18], momaepKuBarOT MOYEUHYIO SKCKpPE-
o u nuypes [4, 14, 19, 20]. B cuctemataeckoM 00-
3ope 17 KIMHUYeCKUX ucciaenoBanuii ¢ yaactuem 3115
nauneHToB Kaneppon® H mpomeMoHCTprpoBai cBOIO
a¢dekTuBHOCTD B ieueHnU U nipodwiaktuke UMIT B
CPaBHEHUHU CO CTAHAAPTHOM Teparnuein Kak y B3pOCIIbIX
MMallMeHTOB, TaK W y AeTel, a TakKe oOecreunBal CHU-
JKeHHE 4acTOThl peuuauBoB [21]. CooOl11anoch Juiilb 00
onHOM HexkenatelbHoM siBiaeHuur (H) (koxkHast ChIIb).
Bruto cnenano 3akimoueHue o ToM, uyto Kanedppon® H
OKa3bIBaeT OJIaronpusTHOE BO3AEHCTBME HAa TEYCHME
WHGbEKIIMOHHBIX U BOCIAIMTEIbHBIX TTPOLECCOB B MO-
yeBbIX MyTax. OJHAKO M3-3a HEYIAaYHOTO Au3aiiHa He-
KOTOPBIX U3 3TUX MCCIIETOBaHUI TOCTOBEPHOCTD ITOJIY-
YEHHBIX B HUX Pe3yJIbTaTOB OCTaeTCs HesICHOM [21].

Ilenp HACTOSIIIIETO WCCIEMOBAHUS 3aKITIOYaiach B
OlIeHKEe 0Ee30TacHOCTU W TePAINeBTUUECKOTO NEUCTBUS
npenapara Kaneppon® H mia neuenuss HUMIT Ges
MIPUMEHEHMST aHTUOMOTUKOB.

MeTtoAbl UCCAEAOBAHUS

JlaHHO€ OTKPBHITO€ HEKOHTPOJMPYEMOE MHOIOLICH-
TPOBOE MHTEPBEHIIMOHHOE KJIMHMYECKOE HCCIIeI0Ba-
HYe ObLIO MPOBEJAEHO B 9 YKPAaMHCKMX LIEHTPAX B OKTSI-
ope 2011 — urone 2012 r.

HccnenoBanue cocTosio M3 7-THEBHOTO Tiepuona
neyeHus npernaparom Kanedbpon® H m mepuonma Ha-
omoneHust 1o nHS 37. Bbuin 3amaHUpOBaHBI TPU BU-
3uTa: B AeHb 0 (BU3UT 1: BKIITOUeHNE B UCCIICOOBaHNE,
HayaJo JIeueHus ), B 1eHb 7 = 1 meHb (BU3UT 2: OKOH-
YyaHue JieYeHNsT) U B AeHb 37 + 1 meHb (BU3UT 3: OKOH-
yaHue uccienoBaHus). [Ipy HaTMIMM COXpPaHSIIOIIMXCS
WM YCYTYOISIONIMXCSI CUMIITOMOB JIOITYCKaJICSI TIpUeM
aHTUOaKTepHUaIbHbBIX TIpernapaToB, a MpUeM MpenapaTa
Kanedpon® H npekpamanu (puc. 1).

Tsoxkects cumntTomMmoB HMII exenHeBHO OLeHU-
BaJIM caMU TTallMEHTKH, 3aHOCS JaHHBbIE B THECBHUKMH,
U UCCJIeN0BaTeb BO BpeMs Kaxaoro Busurta (puc. 1),
otMmeuas HaomoaeHus B MPK. Crenyroime cuMnToMbl
HUMII oueHuBanu 1o 5-0ajibHOM IiKane (tabdiu. 1):
IU3ypHSI, YACTOC MOYCHCITYCKAaHHNE, HEOTIOXHEIC T10-
3bIBBI K MOYEHCITYCKAHHUIO, OCTPOE Pa3BUTHE HeAep:Ka-
HUSI MOYHU WJIM €TO yCYryOJieHue, HUKTYpHsl, 00Ib WIN
JUCKOMMOPT B HMXKHEM YacTU KUBOTA WIM B 00JaCTU
JI00Ka, a TaKKe MOBBIIIEHUE TeMITepaTyphl Teaa (JIMXo-
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Mepexon Ha MOHOTEpPanuio aHTUBUOTUKAMM MPK COXPaHEHUN
UK ycyrybneHum cMMnToMoB
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OueHka cumntomoB HAMI
uccnegosatenem
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OueHka cumntomoB HAMI
nccnegosatenem

| OueHKa cumnTomoB HAMI nauueHTKon |

PucyHok 1. 0630p gu3aliHa nccsienoBaHns

panka). 7151 olleHKY KIMHUYECKOTO ncxoaa (KIMHIIe-
CKOe U3JIeUeHNUe, yaydllleHue, JeueHre Hea(h(PEKTUBHO)
OLICHUBAJIU TOJIBKO TPU OCHOBHBIX CUMIITOMA — U3y~
pUIO, YaCTOTY MOUEMCITYCKaHMSI U HEOTJIOXHbIC I10-
3bIBbI K MoyeucnyckaHuiwoo. Illkamsa cuMnToMoB Oblia
COCTaBJIEHAa Ha OCHOBAaHUU HECKOJbKUX PYKOBOJCTB IO
JIEYEHUIO YPOJOTMYECKUX 3a00J1eBaHuii [6, 22—24].

OuenuBaeMble cuMnToMbl HUMII BKItOUanu ausy-
pUIO, YaCTOE MOYCHUCITYCKAHNE, HEOTIOXKHBIC TTO3BIBEI
K MOYEUCITYCKAHUIO, OCTPOE Pa3BUTUE HEIep>KaHUS
MOYM WJIU €T0 YCyTyOJeHue, HUKTYPHUIO, OOJIb M OUC-
KOMGOPT B HIDKHEHN YacTH KUBOTA YUIM HAaIIOOKOBOM
obnacTy, a TakKe ITOBBIIICHHE TeMIIepaTyphl TeJa.
OnenuBaemble cumntToMbl HUMII mi1s BKIIloueHUs B
HCCJIeI0BaHUe U OLIEHKU KIMHUYECKOTro ucxoaa (Kiv-
HUYECKOe M3JIeYeHue, YaydlleHue, JieueHue Hedbh-
(eKTUBHO) — TOJIbKO OCHOBHBIE CUMIOTOMBI: TU3YPUS,
YacToe MOYEUCITYCKaHWE M HEOTJOXHBIE IMO3bIBbI K
MOUYEHCITYCKaHUIO.

WM3yuaemble 1abopaTopHbIe MOKA3aTeJU BKIOUYAIU
OOIINIT aHaJIN3 KPOBH, OMOXMMUUYCCKII aHAIN3 KPOBU
(BusuT 1 1 2), aHanu3 cpenHeil mopuuu MoIu (yaeiab-
HBIT Bec, pH, JIefKOLUTHI, 3PUTPOLIUTHI, HUTPUTHI,
IJIF0K03a, 0€JI0K, KETOHOBBIE TeJIa, YPOOMIMHOICH, O1-

Ta6bnuuya 1. LLkana oLeHKU CUMITTOMOB HEOCJIOX-
HEeHHOW MHPEeKLMM MOYEBbIX NMyTeNn NaLneHToM n

uccnepnosaresiem

Bann OnucaHue cumntomoB HUMI

0 OtcytctBYET

1 CnaboBblparkeHHble (OTCYTCTBUE BIAUAHUS Ha NO-
BCEAHEBHYIO AEATENBHOCTb UM COH)

2 YMepeHHble (HE3HaYUTENbHOE BAUSIHME Ha NOo-
BCEAHEBHYIO AeATENbHOCTb UK COH)

3 Taxenble (BblparkeHHOe BUSAHWE Ha NOBCEAHEB-
HYO0 AESATENbHOCTb MW COH)

4 OuyeHb TaXeNble (HEBO3MOMXKHOCTb BbIMOAHATb NO-
BCELHEBHYIO JefATeNbHOCTb UK cnaTb)

JupyouH, KpoBb; TecT-nojiocku Combur 10 (Roche,
I'epmanust) njist aKCrpecc-aHaaM3a MOYM) U CTaHIapT-
HOE MMKPOOMOJIOTMYECKOE MCCIIeOBAaHNE B LIEHTPAJIb-
HOM 1abopaTopuu (BU3UTHI 1, 2 u 3).

B nccrnenoBanue OBLIM BKITIOUYECHBI 125 MallMEHTOK
(TrorHast BeIOOpKa 115t aHanm3a (FAS)). M3 vux 105 ma-
LIMEHTOK OBLIM OTHECEHBI K BEIOOPKE ITAIlIeHTOB, BHI-
MOJIHUBIIMX TpeOoBaHMs nipoTokoia (PPS, puc. 2).

HccnenoBanue OBLIO MPOBEACHO B COOTBETCTBUU
¢ XelnbCUHKCKOWM nekJyapauueil, nmpaBuiamu Hamie-
XKalleil KIMHWUYECKON TNpakTUKU MekayHapomaHoi
KoH(pepeHuuu 1o rapmonHuszamuu (ICH-GCP). Insa
CTaHIApTU3ALMU PE3yJbTaTOB MCCAEIOBAHMS UCIOJb-
30Bajiach LEHTpaJbHas JabopaTopusl.

OCHOBHbIE€ KpUTEPUN BKAIOYEHUS,
XApPAKTePUCTUKA NALUEHTOB

[TonnucanHoe MHOOPMUPOBAHHOE COTIACUE; TTALIU -
€HTBI )KEHCKOTO T110J1a B Bo3pacTe ot 18 10 65 jet, mpu-
HIeAIIe Ha aMOyJIaTOPHBINA ITpHUeM; HaJIUudhe OCTPBIX
cumnroMoB HUMII (umcTuT) Ha BU3UTE CKPUHMHTA
C CyMMapHbIM IOKa3aTeJieM IO IKaje CUMIITOMOB He
MeHee 6: nu3ypus (00JIb BO BpeMs MOYEHCITYCKAHMST),
yacToe MoYeHCcIycKaHue (MoJJTaKUypusl ), HEOTJIOXKHbIE
Mo3bIBbI (TabJI. 1); pa3BUTHE CUMIITOMOB He 0oJjiee YeM
3a 6 AHEH 10 MOMEHTA CKPUHUHTA; OTCYTCTBHUE TPYIHO-
T0 BCKapMJIMBAaHUSI, OTPUIIATEJILHBIN TECT Ha OepeMeH -
HOCTb BO BpeMsI CKPUHMHTA U TOTOBHOCTb ITPUMEHSITh
3¢ (peKTUBHBIE METOIBI KOHTPATIETIIIVN.

OCHOBHbIEe KpUTEPUN UCKAIOYEHUS

[lpusHaku, yKasbpIBalOIIMEe Ha OCIOXHEHHBIC
HWMII, nuenonedpur (imxopanka > 38 °C, 60yb B 110-
SICHUIIE, O3HOO, IPOKb) M/UIN COMYTCTBYIOLINI BYJIb-
BOBAarMHUT; COCTOSIHMS, IIPUBOASIINIE K OCJI0XHEHHBIM
nH@eKkuusIM (3a0ojieBaHUST MOYEK, TMaTOJOTUU MOoye-
BBIX TIyT€il, olepaliii Ha MOYEBBIX MYTSIX B aHAMHE3e,
KaTeTepu3alysl MOYM U T.11.); XPOHUIECKUE MTHPEKIIUN
MOUYEBBIX TTyTEi, TPEOYIOIINE TIPOBEACHUS ITUEIOTpaM-
MBI, VIBTPa3BYKOBOTO MCCIICAOBAHUS W LIMCTOCKOITUH

N =125 (100 %)
CKpMHUPOBaHbI

N =125 (100 %)
BknioyeHbl B BbIGOPKY SA

|

N =125 (100 %)
BruitoyeHbl B BbIGOpKY FAS

I

N =105 (84,0 %)
BkntoyeHbl B BbIGOPKY PPS

N =122 (97,6 %)
BbinonHunm susut 2

N =121 (96,8 %)
BbinonHunmn Buaunt 3

PucyHok 2. Yucso npowenLnx CKpUHUHI naymneH-
TOK B Pa3/INYHbIX CTaTUCTUYEeCKNX BbiOOpkax. Ha
PUCYHKE OTMEY€E€HO KOJIN4EeCTBO CKPUHUPOBAaHHbIX
naumMeHToOK, COBEePLUNBLUNX BUSUT 2, 3 N BKJTIOYEHHbIX
B BbIOOPKY OLeHkn 6e3onacHocTu (SA), NOJIHyIO Bbi-
60pky Ansa aHann3a (FAS) n B BbIGOPKY NayNeHTOB,
BbINOJIHUBLLNX TPe6oBaHus nportokona (PPS)
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Ta6nm.¢a 2. KaTel'OpMM umncxonos y nayneHToB Ha OCHOBaHUY OLl€eHKU CUMITTOMOB uccJsiegoBsaresiemM

OnpeaeneHue cornacHo NPOTOKOJy UCC/Ief0BaHUSA OnpeaeneHue cornacHo aHanu3y pesynbTaToB
CUMMTOMbI U3YPUK, HAaCTOrO MOYEUCTYCKa- Hu oanH M3 CUMNTOMOB AM3YpPUK, 4acToro
PecnoHaep HUSA M HEOTNIOXHbIX MO3bIBOB K MOYeucny- KnuHuyeckoe MOYENUCNYCKaHUSA N HEOTNIOXHbIX NO3bIBOB
CKaHMIO He Bbllle «cNnaboBblipaXKeHHOro» (To | u3neyeHune K MOYEeUCMyCKaHWIo He Bbllle «cNnaboBbl-
eCcTb cymMmma 6annos < 3) paeHHoro» (To ecTb cymma 6annoB < 3)
Mo MeHblIen Mepe 0AMH U3 CUMNTOMOB ViyuieHHe CymMMa 6annoB < 6, KPUTEPUIA KIMHWYe-
ON3YPUN, HaCcTOro MOYENCNYCKaHUA U He- CKOro U3ne4vyeHnqa He yjoBleTBOpeH
HepecnoHaep | OTN0XHbIX MO3bIBOB K MOYEUCNYCKaHUIO
- | JleyeHue He-
nmeet 6oneevTﬂ>+<eny|o dopmy, 4eM «cnabo CymMma 6anoB > 6
BbIPaXKEHHbIN» 3 PeKTUBHO

C BHYTPUBEHHBIM BBEIEHMEM KOHTpacTa; MpU3HAKU
TSKEJIOTO, TIPOTPECCUPYIONIETO M HEKOHTPOJIUPYEMOTO
CHCTEMHOTO 3a00JieBaHUS, IIPEICTABISIONIETO YIPO-
3y IUIS SKU3HU (C BOBJICUCHUEM SHIOKPWHHEIX XeJie3,
JIETKUX, Cepilla, HepBHOM CHCTEMEI, TOJJOBHOTO MO3-
ra, IMoYeK, IeYeHU, KPOBU U KEIYIOUYHO-KUIICUHOTO
TpaKTa); Ipyrue ocTpble MH(PEKIINMOHHBIC 3a00I¢BaHNSI,
TpeOylole MpUMEeHEHNUS aHTUOMOTUKOB; TTOATBEPK-
nedHasgs MUMII B teuenue 4 Henenb OO0 BKIIIOYEHUS B
UccleqoBaHue; MpUMEHEHUe aHTUOMOTUKOB, MMMY-
HOJETPEeCCaHTOB U UMMYHOCTHUMYJIITOPOB B TeueHue 4
HeJleJIb 10 BKJIIOUEHUS B UCCJIeIOBAHME.

bblu 3amnpeliieHbl K MPUMEHEHUIO B KaueCTBe CO-
MYTCTBYIOIICH Teparmuy  IperapaTthl, coaepxKaliue
JINCThSI pO3MapuHa, KOPHU JIFOOMCTKA W TPaBy 30J10-
TOTBICAIYHUKA, TIOMHMO MCCICAYEeMOro IIperapara,
TIPOTUBOBOCIIAIMTEIBHEIC TIPEITapaThl, CIIa3MOJINTUKH,
pacTUTENIbHBIC TIpeIapaThl M J00aBKU, KITIOKBEHHBIN
COK, COOpBI [J1 JJeyeHus 3a001eBaHUIi TTOYEK U MOYe-
BOTO ITy3bIpd. Jlomyckaaoch MpuMeHeHHEe TTapaleTaMo-
Jla B KaueCTBE OCHOBHOTO 00€300/1MBaIOIIEIO CPeACTBa
JUUISL 00s1er4eHus1 OOJIu.

NccaepyeMmMbin A€KAPCTBEHHbIU
npenapart (MAI), AO3NPOBKA M NyTb
BBeAeHuns

WJIIT Kanedppon® H B apaxke mpuMeHsUICS Tepo-
paJIbHO B TeueHue 7 IHel Moapsi, Mo JABa Apaxe Tpu
pasa B JieHb (KaK yKa3aHO B YTBEPXKIEHHOW MHCTPYK-
LMY 10 IPUMEHEHMUIO JIEKAPCTBEHHOTO Mpernapara).

OnpeaeneHuns

Wcxonst U3 olleHKM CUMIITOMOB CYMMapHBIi1 0ann
(ot 0 mo 12) paccuuThIBaJM TOJIbKO Ha OCHOBaHMUU
OCHOBHBIX CUMIITOMOB — JAU3YPUU, YACTOTHI MOYe-
HUCITyCKAHU U HEOTJIOKHBIX MO3bIBOB K MOYEHCITY-
CKaHWIO. BBIIO ompeneneHo, 4To KaK pecroHIEpOB
(TTaIMeHT ¢ pe3yabTaToM Tepaluy, OlleHEHHBIM KakK
KJIMHUYECKOe U3JIeueHre) OyIyT paccMaTpuBaTh Ia-
IIMEHTOB C TIPOSIBJICHUSIMUA OCHOBHBIX CUMIITOMOB HE
OoJiee ueM «CaboBBIpakeHHBIE» («1») ¢ MaKCUMaITb-
HBIM CyMMapHbIM OautoMm 3. Yucno nHel oT Havana
JIEYEHUSI 10 MOMEHTa OIIEHKN COOTBETCTBYIOIIETO
CUMMTOMA KaK «He 0oJjiee TSIKeJIoro, 4em cjaaboBbI-
pPaXXeHHBIN» OIpPenessyIM KaK IIPOJOJKUTEIbHOCTD
KaxXJ10ro CUMIITOMA.

s OLleHKM paHHMX PEUUIUBOB HCMOJIb30BATUCH
cleaylolIe KpUTEpUU: MalUeHT AOJLKEH OblT ObITh
TPU3HAH PECIIOHIEPOM, TO €CTh OTBETUTH Ha JieueHUe
K JHIO 7, ¥ B TaJIbHEMIIIeM Y HETO JOJKHO OBIJIO TTPOUC-
XOIUTh YCYTyOJIeHWe CUMIITOMOB B TepUO HaOIo/Ie-
HUST (DOCTHMXXKEHME CYMMAapHOro 0ajuia > 6), 1o pe3yJib-
TaTaM MMKPOOMOJOrMYECKOT0 aHajIu3a JO0JKHO ObLIO
OBITh OOHapPYXeHO > 10* KoJIoOHNEeOoOpa3yIOIINX eAMHUILL
(KOE/mn). Ins ompeneleHUs] YuClIa PECIIOHACPOB
(KIMHUYEeCKOe M3JIeYeHUE) U PAaHHUX PELMANBOB Tpe-
OoBajach OlleHKa MCCienoBaTesisl, Toraa Kak IJuTe/b-
HOCTb CUMITTOMOB ONPEIE/ISIU C TIOMOILbIO THEBHUKOB
MalMeHTOB.

Hnsg nonydyeHus: 6ojiee moapoOHON MHbOpMauu
MPOBOAMJICS TIocaenytoluii (post hoc) aHanu3 mosy-
YEHHBIX pPe3yJIbTaTOB C paslejeHWeM TallMeHTOB, He
OTBETUBIIIMX Ha JieueHne (HEPECTIOHAECPOB), Ha IBE Ka-
TErOpUY — MAIMEHTOK C OCIa0JIeHUEeM BIPAXKEHHOCTH
CHMIITOMOB (HO HE TOCTUTIINX M3JICUCHUsI) 1 IMallueH-
TOK ¢ Hea(P(PeKTUBHBIM JeueHueM. B manHo# Knaccu-
(ukanuy pecrnoHaepoB 0003HAYAIM KaK MAIlMEHTOK C
KJIMHUYECKUM M3JIeYeHUEM. YIydllleHUe MOATBepxKaa-
JIOCh Ha OCHOBAaHMWU JOCTVIKEHUSI CYMMBI 0a/lioB < 6,
HO MpPU OTCYTCTBUM KPUTEPUEB, COOTBETCTBYIOLIUX
KJIMHUYECKOMY u3yiedeHuto. Ilpu KIMHUYECKOH He-
3(HEKTUBHOCTU JieUeHUsT cyMMa OaJlJIoB cOCTaBJslia
> 6 (Tabu. 2). [TocKoJIBbKY METO/bI LIEHTPAIbHOM J1a00-
paTopuu IS ONpeeIeHUs Yuciaa 0akTepuii ObUTU 10-
CTAaTOYHO YYBCTBUTEJILHBI JUISI BBISIBJICHUS JIaxke Oosee
HU3KUX 3HAYCHUI 3TOTO ITOKA3aTeIsl 10 CPaBHEHUIO C
TEeMH, KOTOPBIC MPEIITOIaraIuCh IIPH pa3paboTKe IMpo-
TOKOJIa, OBUIO MIPUHSITO pellIeHNe U3MEHUTh KPUTEPUil
BoIpaxkeHHOU Oaktepuypuu ¢ 10* KOE/mn1 Ha Gonee
4yyBCTBUTEIbHBII nopor B 10° KOE/mu1.

KOHeYHbIe TOYKU UCCAEeAOBAHUS

[lepBuuHasi KOHEYHasr TOYKAa — 4YacTOTa HeXe-
JIaTeJIbHBIX peaklWii Ha Tperapar BO BpeMs 7-IHEB-
Horo JedeHusi cumnTomoB HWMII npenapaTtom
Kanedppon® H. HP omnpenensiach kak yodoe Hebna-
TOMPUATHOE MEIULIMHCKOE COObITHE, HauaBlIeecs BO
BpeMmst JiedeHus npemnaparoM Kanedhpon® H u umero-
1iee MPUIYUHHO-CJIEJCTBEHHYIO CBSI3b C JAHHBIM Jieue-
nueM. Hexenarenbueie sBiaeHust (HS) omenwBanu c
MOMOIIBIO HETPSIMOTO OIPOCa MAIlMEHTKU Ha KaXIOM
BU3UTE, MO Xajlo0aM MalMEeHTOK WJIKU BbISIBISUIA TPU
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(u3MKaIbHOM 00CIEI0BAHUHU, a TAKKE T10 pe3yabTaTaM
J1abopaTOPHBIX aHAJIN30B.

BropuuHble KOHEUHBIE TOYKM BKJIIOYAIU YUCIO
pecroHaepoB (KJIMHUYECKOE M3JIeueHWe) Ha JeHb 7,
TsKecTh cuMIitoMoB HUMIT wva gum 7 w 37, mmrtenb-
HOCTb CUMIITOMOB, JOJII0 MTAllMEHTOB, MOTPeOOBABIINX
JIeUeHUs1 aHTUOMOTUKAMMU JI0 THS 7, U UUCJIO MalleH-
TOB C paHHUM PELIUINBOM.

Crarucruka

IlepBuuHyI0 KOHEYHYIO TOYKy — yacrory HP
B TeyeHMEe 7-ITHEBHOTO JIeYEHUs MpernapaToM
Kanedpon® H — olieHMBaIM METOJaMU OITMCATEIBLHOMN
cTaTUCTUKU. OLIEHKM CTaTUCTUYECKON TMITOTE3bI Mep-
BUYHOM W BTOPWYHBIX KOHEUHBIX TOUYEK HE OBLIM 3a-
IUIAaHUPOBAHBI; pa3Mep BBIOOPKU 00CYXIaJICsSI B OTHO-
ILIEHUU TOYHOCTHU oxuaaemoro Kogudecta HP. bouin
paccuMTaHbl JOBEPUTEIBHBIC WHTEPBAILI IO METOLY
Kiormepa — IMupcoHa mj1s moka3aTelist 9acTOTHI.

OIeHKa TSKECTM CUMITOMOB OCHOBBIBAJach Ha
5-6anpHol miKaje (Tadsu. 1). JlaHHbIe ObLIN TpOoaHaIH -
31MPOBaHbI METONAMU OIMCATEIbHOM CTaTUCTUKMU. M3-
MeHeHUs TskecTu cuMmnrToMoB HUMII o cpaBHeHUIO
C UCXOAHBIMM 3HAYEHUSIMU aHAIM3UPOBAIM C TOMO-
LIbIO KpUTEpHUsI YWIKOKCOHA. Pe3ynbTraTbl U3MEpeHUs
OCHOBHBIX ITOKa3aTeiel )KU3HEeNeITeIbHOCTH, hU3nde-
CKOT0 00CJIeIoBaHMS U JJaOOPaTOPHBIX aHAJIU30B ObLTU
Takke IPpoaHaIM3UPOBAHBI METOJAMU OMMCATEIbHOMN
CTaTUCTUKU.

Bribopka amst orieHKM 06€30TacHOCTH COCTOsIIa U3
MAIMEHTOK, TTOJYYMBIINX XOTSI ObI OTHY J03Y UCCIIEIy-
€MOTO IIpernapaTa, B TO BpeMsI KaK ITOTHast BRIOOPKa IS
aHanusa (FAS) Bkitouana B ce0Osl BceX MAllMEHTOK U3
BBIOOPKHM 0€30TTaCHOCTH, COOOIIABIINX O JOCTHXXEHUN
XOT$1 ObI OTHOM KOHEYHOI TOUKM 3(P(PeKTUBHOCTHU. Bee
NalyeHTKU U3 BhIOOpKU FAS 6e3 3HauMMBbIX Hapyllle-
HUI TPOTOKOJIa ObLIU BKIIOUEHBI B BHIOOPKY PPS.

C nomMoliipto post hoc aHanau3a ObLIM MPOBEACHBI
CJIeMyoIe pacueThl: CpaBHEHWE CYMMAapHBIX Oaj-
JIOB, OTpEICJIEHHBIX MallMeHTKaMU W MCCJIe0BaTes-
MU OITMCATCIIbHBIM METOIOM, C ITOCTPOCHUEM KPUBOI
Kannana — Meiiepa. B ciyyae BbIpaxkeHHOU OakTe-
PUYpUH aHAIM3UPOBAIN CIIEKTp yporatoreHoB. [Ipu
JIUAarHOCTUPOBAHUU «HEUACHTUDULIUPOBAHHONI GaKTe-
pUypUN» U «OTCYTCTBUSI POCTa» TpOBeAecHUEe OaKTe-
PUAIBHOTO aHaJIM3a He TMPEACTABISIOCHh BO3MOXHBIM.
Jlns mpoBeneHus mocaeayolero post hoc aHanusa mo-
JIyUEHHBIX Pe3YyJIbTaTOB UCITOJIb30Baau BbIOOPKY FAS.

Bornpocki 3TUKK

PaspelieHre Ha MpoBeAeHUE KIIMHUYECKOTO UCCIe-
JIOBaHUS OBLIO MOJIYYEHO OT YITOJTHOMOUYEHHBIX OPraHOB
YKpauHbl, a TakKe Mepea Ha4aIoM KIIMHUYECKOTO UC-
clIe0BaHUS OBUIO MOJIYYEHO TMOJOXUTEIbHOE 3aKITI0-
yeHue lleHTpasbHON KOMMCCUU TIO BOTIPOCAM ITUKHU
MuHucTepcTBa 3APaBOOXPAHEHUST YKpPaHbl, COOTBET-
CTBYIOILIETO HE3aBUCUMOI'O KOMMUTeTa 110 3TukKe. [1uch-
MEHHOE MH(POPMUPOBAHHOE corjiacue ObLIO MOIYYEHO
y BCeX IMalMeHTOK J0 BKIIOUEHUS B MCCIIeIOBaHNE.

Pe3yAbTaThl

B maHHOe OTKpBHITOE HEpaHIOMU3UPOBAHHOE MHO-
TOIIEHTPOBOE MHTEPBEHIIMOHHOE MCCJIENOBAHUE, IPO-
BoAMBIIEeCS B 9 YKPaMHCKUX IIEHTPaX, ObLIM BKIIO-
yeHbl 125 MalMeHTOK eBPOIeONTHON pachl (CpemHuit
Bo3pacT — 43,8 roma) ¢ quarto3om HMMII: 83 mamm-
eHTKHU (66,4 %) crpananu octpoit HUMII, y 42 (33,6 %)
JMAarHOCTUPOBAIA O0OCTPEHNE PELIUANBUPYIOLLIEH UH-
dexnum. ITaumeHTKU TPOAEMOHCTPUPOBAIN TPEBOC-
XOJIHYIO0 KOMILUIAMiEeHTHOCTh (CpelHUil IoKazaTellb —
101,8 %). JIump 3 xeHUMHBL U3 122, 3aBepIIMBLINX
(asy sieyeHMsI, He COOTBETCTBOBAIM JMAIa30HY KOM-
miaiieHTHOCTH 80—120 % 10 4yucay apaxe, KOTOphIe
OHM JIOJKHBI OBLTU IPUHSTD. B CBSI3U ¢ Cepbe3HBIM Ha-
pylieHreM npotokona 20 malueHTOK ObLTA UCKITIoUe-
Hbl 13 BeIbopku PPS. B cBa3u ¢ atum PPS cocraBuiu
105 genoBek (Tab:a. 3). Hu omHa M3 mallMeHTOK HE BHI-
ObLJIa B CBS3U C TIEPEXO/IOM Ha Teparuio aHTUOMOTUKA -
MU 10 3-TO THA.

Kanedpon® H ob6saman 6e30macHOCTBIO M XOPOIIIEi
IMeEPEeHOCUMOCTRIO. Bbi1o 3apeructpuposano 19 HS
v HU onHoro cepbe3Horo HA (CHf). OmunHanmaTth
(8,8 %) mauueHTOK M3 125 UMenu MO MeHbIIeil Mepe
onHo HJI, yame Bcero rosoBHYyI0 6076 (4,0 %) M B31y-
tue xuBota (1,6 %). Hu onHo u3 HSl He GbL10 CBSI3aHO
¢ IpueMoM Tpenapara. TakuM o0Opa3oM, MepBUYHAS
KOHEeYHas Touka uccieaoBaHus — yactora HP B xoze
7-nHeBHOTO JeuyeHus npernaparom Kanedpon® H — co-
ctaBwia 0 % c 95% noseputebHbIM UHTEpBasioM (1)
Kitormmepa — INupcona mexny 0,0 1 2,9 % B BEIOOpKE
OIIEHKM 0€30TIaCHOCTH.

ITo oxoHYaHuUM 7-IHEBHOIrO Iepuoaa JEYEHUS
71,2 % naunenTox u3 Beioopku FAS (ta6m. 4) u 70,8 %
u3 PPS cooTBeTcTBOBaIM KpUTEPUSIM KIMHUYECKOTO
uzjiedeHus. Yacrora KIMHMYECKOTO M3JICYCHUST Ha
neHb 37 cocraBuna 85,6 % (FAS) u 85,8 % (PPS). Ya-
CTOTa KJIMHUYECKOTO M3JIedeHUsT Oblja BhILIE y OoJiee
MOJIOABIX MalMeHTOK (< 45 JieT; yacToTa W3JIeYeHUs
80,9 % na nenb 7 1 94,1 % wHa aeHb 37), yeM y mauu-
eHTOK cTapiie 45 jet (4actoTa usneyeHus 59,7 % Ha
nenb 7 u 75,4 % na neub 37) (FAS; 1aba. 4). Ha nenn
7 cpenHee yaydliieHue (CpeHee M3MEHEHUE 10 CpaB-
HEHUIO C UICXOIHBIMU 3HaueHusiMu, FAS) cymmapHoro
Gajula OM3ypUHU, YACTOIO MOYEUCIIYCKAHMSI U HEOT-

Ta6auua 3. Mpu4YnHbI UCKITIIOYEHUS NaLNneHTOK

un3 BbIbOpku PPS
‘-qu"c::r::- MpuunHa ncknioueHus us PPS
HekomnnaneHTHoCTb (< 80 %)
OTCyTCTBME BaXKHbIX TAGOPATOPHbIX AAHHbIX
22 Bbi6bITME 00 3-10 AHSA
7 3Ha4yMMoe HapylleHne CPOKOB BU3UTa
8 MpumeHeHWe 3anpeLLeHHON CONyTCTBYIOLLEN
Tepanuu

MpumeyaHne: ? — BbIObITUE B CBSI3U C HESIBKOV Ha BU-
3UT HabsogeHns N U3bITUeM UHGOPMUPOBAHHOIO
cornacwus.
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Tabnuya 4. U3meHeHMue cTaTtyca CUMITOMOB NaLNeHTOK C 7-ro AHs no geHb 37 ¢ kateropu3awmnei

no Bo3pacTy nayneHToK

OeHb 7 OeHb 37
N % N %
KnnHuyecKkoe nsnevyeHue 89 71,2 107 85,6
Bcero
(n = 125) YnyduweHue 24 19,2 10 8,0
JleyeHne HeabdEKTUBHO 12 9,6 8 6,4
KnnHuyecKkoe nsnevyeHue 55 80,9 64 94,1
<45 net
(n = 68) YnydweHue 9 13,2 2,9
JleyeHune HeabdEKTUBHO 4 5,9 2,9
KnuHunyeckoe nsneyeHune 34 59,7 43 75,4
> 45 net
(n=>57) YnydweHue 15 26,3 8 14,0
JleyeHune HeabdEKTUBHO 8 14,0 6 10,5

Mpumeyanuns: yncno (N) n npoueHT (%) naumeHToOK ¢ CUMINTOMaMU, OL,€ HEHHbIMU KakK «KJINHU4YecKoe nasedye-
Hue» (cymma 6annos* < 3), «ynyqwieHme» (3 < cymma 6annoe < 6) n «neyeHme HeagpekTusHo» (cymma 6as-
JN10B > 6) Ha 7-vi n 37-1i AHN ¥ BCex nauneHTok B Bo3pacTe < 45 net u > 45 ner (nosHas BbIOOpka Ans aHanu3a,
n = 125); * — cymma Tpex OCHOBHbIX CUMITOMOB (AN3ypusl, 4aCTOe MOYEUNUCNYCKaHNe, HEeOTJIOXHbIE MO03bIBbI
K Mo4YeucnyckaHuio) no 5-6annbHoii wkane (0 — orcyrcTtemue, 1 — cnaboBbipaXkeHHble, 2 — yMepeHHble, 3 —
TsOKesnbie, 4 — O4eHb TsHKesibie).
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«CNnaboBblparKeHHbIX»

[eHb

—— PecnoHaep => An3ypus, Hactoe MoYencrnyckaHume
M HEOT/IOXKHbl€ NMO3bIBbl K MOYENCIYCKaHUIO HE TAXKeNnee

— PecnoHpep => ansypus, 4actoe moyencnycKkaHue
1 HEOTNOXKHbIE MO3bIBbI K MOYEWUCTYCKaHMIO OTCYTCTBYIOT

PucyHok 3. CpaBHeHune cymmbi 6asnnoB HAMI no
oLeHKe NauneHToK n uccriegosarenen. Cymma 6as-
nos HUMI BknitoyaeT cCUMNTOMbI [N3YPUN, 4ACTOro
MOYEeUCINyCKaHUs U HEOTJIOXKHbIX MO3bIBOB K MO4Ye-

ucrnycKkaHuio; Tspkects cumrnromos HUMI oyennBa-

v Ha geHb 0, 7 n 37 (nonHas Bbibopka, n = 125)

PucyHok 4. KpuBasi KannaHa — Meviiepa, 4eMOH-
CcTpupyioLLas 40J1I0 PeCriOHAEPOB B KaXAblii feHb
uccnenoBaHusi. PecnoHaepamu cyuTaanuce nauv-

E€HTKU C CUMNTOMaMM AN3YPUN, 4aCTOIro MOYEUcCy-
CKaHUNsi N HEOTJIOXHbIX MO3bIBOB He Tshkesiee «cabo-
BbIPA)XEHHbIX» (YepHasi JIMHUSI) NI UX OTCYTCTBUEM

(cepasi ninHns) (NnonHas BbIOOPKa A1 aHann3a,
n=125)
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JIOKHBIX TIO3BIBOB K €MOYEMCITYCKaHMIO COCTaBUJIO
—5,4 Ha neHb 7 1 —6,6 Ha geHb 37 1O CPaBHEHUIO CO
CpeJHUM HUCXOIHBIM Toka3zareneM 7,3 (puc. 3). Cpen-
HUEe U3MEHEHUS OTHCIbHBIX CUMIITOMOB Ha JIeHb 7/37
(FAS) o cpaBHeHnwmto ¢ naem 0 coctaBwim: —1,9/—2,3
(mu3ypust); —1,8/—2,4 (9acToe MOUEHCITyCKAHUE);
—1,6/—1,9 (HEOTIOXHBIC IMO3bIBEI K MOYEUCITyCKa-
auw); —0,4/—0,5 (Hemepxanme wmoum); —0,8/—1,1
(muktypusi) u —1,0/—1,2 (6onp). Bce usmeHeHnust ot
MCXOIHBIX 3HAUCHUN ObLIM CTATUCTUUYCCKU 3HAUMMBI-
mu (p < 0,001).

OTMeyaluch JIMIIb HE3HAUYUTEIbHbIE Pa3IMuMs
MEXIy OLIeHKaMU CUMIITOMOB MCCJIeIOBaTeISIMU U Ta-
uueHTtkamu (puc. 3). Kpusas Kamnana — Meiiepa Ha
p¥C. 4 IEMOHCTPUPYET IOJTIO PECTTIOHACPOB (OTCYTCTBHUE
CUMIITOMOB M CUMITTOMBI HE TSKeJIee «CTab0BBIpaKeH-
HBIX») B TICPUOJ MCCICAOBAaHMS, YKa3bIBas Ha OBICTpOE
YMEHBIIICHNE CUMIITOMOB Y TTAIIUEHTOB C OTCYTCTBHEM
CUMIITOMOB JU3YPUHU, YACTOTO MOUYCHUCITYCKAHUS U He-
OTJIOXKHBIX MO3BIBOB TsKelIee «CIab0BbIPAKEHHBIX» B
nepsbie 10U JedeHus (FAS).

JnUTeIbHOCTh CUMITOMOB COCTaBMJIA B CpeIHEM
5,1 nH4 (yacToe ModeucIyckanue), 3,5 aHs (Iu3ypusi),
2,9 nHs (HEOTIOXHBIE MO3bIBbI), 2,4 NHS (HUKTYpHUSI),
1,7 nusa (6oapb) 1 0,9 nHa (HemepxxaHue). Yucio He-
PECIIOHAEPOB, TO €CTh MAIMEHTOK C YIYJIICHUEM WU
KJIMHUYECKON Hed((PEKTUBHOCTHIO ieueHus (TabJ. 2),
CHMXKAJI0Ch B XO/€ 7-AHEBHOIO JieueHus, U A0 AHs 37
TIEPEXOINIIO B TTOJTB3Y TOJIU MALIMEHTOK ¢ KITMHUYECKUM
n3nedeHneM (tadi. 4; FAS).

[ToBBIIIIEeHUS TEMIIEPATYPHI TeIa HE OTMEYaIOCh HU
Yy OIHOM MAalMEHTKN HYU Ha IeHb 7, HU Ha 1eHb 37. Tpem
namyeHTkaM u3 125 moTpebGoBainCch aHTUOMOTUKU B
TeyeHue 7-IHEeBHOTO Tepuona jedeHus. ITo mporne-
CTBUM 7 JHEN HU y OMHOM M3 MallMEHTOK He ObLI 3ape-
TUCTPUPOBAH pelIaAUB 3a001eBaHusI. KIIMHUYEeCKU BbI-
PaXXEeHHBbIX TEHAECHUMI B JaOOPaTOPHBIX aHAIM3aX He
oTMeyvanoch (00K aHaau3 KPOBU, OMOXMMUYECKUIA
aHaJM3 KPOBM), paBHO KaK M B OCHOBHBIX ITOKa3aTeJIsIxX
KU3HEAETSILHOCTH U pe3yabTaTaX (DM3UKaTbHOTO 00-

caemoBanus. Cpeau MalMeHTOK, 3aBEPIIUBIINX UCCIIE-
JIOBaHME, HU OJIHA HE T10JTyYajia aHTUOMOTUKOTEpaITiu.

Y manyeHToK, JeMOHCTPUPYIOIIMX TOJOXHUTEb-
HBbIE PE3yJIbTaThl, OTMEYAIIOCh OTYETIIMBOE CHUKEHUE,
B YaCTHOCTHM, 3PUTPOLIMTOB, B OCOOCHHOCTH YMCIIa
SPUTPOIIUTOB, JIEWKOIIUTOB M HAUTPUTOB B Moue. Jloms
MALIMEHTOB C OTCYTCTBUEM JIEKOLIMTOB B MOYE YBEJIM-
yunack ¢ 17,6 % (nenn 0) 1o 70,4 % (neun 7) u 77,6 %
(menn 37). Ha menn 37 y 93,6 % nauueHTOB He ObLIM
0oOHapyKeHbl HUTPUTHI B Mode 1 y 80 % oTCyTCTBOBAIN
BPUTPOLIUTHI (3KcHIpecc-mpoda, Tada. 5, FAS). U3 65
MaluMeHTOK C BbIpaxkeHHOI OakTepuypueit B 0-ii meHb
quib y 40 otmevanoch > 10° KOE/mut no nust 37. OaHa-
Ko u3 50 mauueHTOK 0e3 BhIpakeHHOI 6aKTepuypuu y
14 pazBuiacek 3HaUnMas 6akTepuypus K 37-my aHiwo. 13
10 yesoBeK ¢ HEMACHTUDUIIMPOBAHHON OaKTepuypueit
B JeHb (0 y 7 oTMeuaiach BeIpakeHHasl 0aKTepuypust Ha
neHb 37 (puc. 5). Takum o6pa3om, obIiee YnCIio maru-
€HTOK C BBIPAXEHHOU OakTepuypueil u OakTepuab-
HbBIM CIIEKTPOM OCTaJIOCh IIPAKTUYECKU HEM3MEHHbBIM B
nenb 0, 7u 37, a E.coli sBnasnack Hanbosiee pacpocTpa-
HEHHBIM YpOTIaTOreHOM, 3a Heit cnenoBanu Enterococci
(Taba. 6). YacTtoTa KIMHMYECKOrO M3JICUECHUS IallM-
eHToK ¢ ypoBHeM < 10° KOE/ma B nenb 0 cocraBiisiia
88,0 % B nenb 7 1 98,0 % B AeHb 37, TOrAa KakK 4acTo-
Ta U3JeYeHUs y MalMeHTOK ¢ ypoBHeM > 10° KOE/mn
B neHb 0 coctaBmia 62,9 % B nedb 7 1 98,0 % B neHb
37 u 6bu1a 3HauuTeapHO HIxe (p < 0,005). B rpynme
< 10° KOE /Mt KomMaecTBO MallMeHTOK ¢ KITMHIYECKOMU
HeabGEeKTUBHOCTBIO JeueHus coctaBuio 1 (2,0 %) Ha
penb 7 1 0 (0,0 %) B neHpb 37, Torma Kak 4MCIIO Maly-
€HTOB C KJIMHUYECKO! Hea(D(EeKTUBHOCTHIO JICYSHUS B
rpymime > 103 KOE/mi cocrasisiio 7 (11,3 %) Ha neHb 7
u4 (6,5 %) na nexp 37 (tTabam. 7).

O6¢cyxaeHne

B teuenne omHoro roga 11 % XeHIIWH ITEPEeHOCST He
MeHee ogHoro snuzona UMII, u Gosiee yem y moyioBu-
HBI U3 HUX 32 BCIO JKM3HB CIIyIaeTCS OJWH WA HECKOJIb-
Ko anu3on0B uHdekuuii [25]. Kaxnsiii rog B Coenu-

Ta6nuya 5. UameHeHns akcnpecc-aHann3a Mmoy4u ¢ aHa 0 rno geHb 7 u 37 (TecT-rnosiocku)

OeHb O OeHb 7 Oenb 37
Tect-nonocka

% N % N %

MponyweHo 0 0,0 3 2,4 4 3,2
HuTpuThI OTpuuaTenbHo 98 78,4 115 92,0 117 93,6
[MonoxuTenbHo 27 21,6 7 5,6 4 3,2

MponyweHo 0 0,0 3 2,4 4 3,2
OpuTtpoumTtbl | OTpULATENLHO 70 56,0 92 73,6 100 80,0
MonoxurensHo 55 44,0 30 24,0 21 16,8

[MponyuieHo 0 0,0 3 2,4 5 4,0
JlenKounTbl OTpuuaTenbHo 22 17,6 88 70,4 97 77,6
[TonoXxuTenbHo 103 82,4 34 27,2 23 18,4

Mpumeyanne: yncno (N) n npoueHT (%) nauneHToK ¢ oTpULATE/IbHbIMU U MOJIOXNTEJIbHbIMU pPe3yJibTaTamMn
Han4Ynss HUTPUTOB, 3PUTPOLUTOB U JIEHKOLUUTOB, a TakXke C OTCYTCTBUEM Pe3Y/IbTaTOB UCCJIe40BaHUs B [eHb

0, 7 n 37 (nonxasa BbI6OpKa Ans aHanusa, n = 125).
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Bbipa)keHHas 6akTepuypus

HewnsBecTHo
He siBMnacb Ha BU3UT Habo4eHUs

PucyHok 5. UsameHeHus B cTaTyce 6aktepuypun 'y
nauneHToK B xo4e KJINHU4eCKOro UCCJie40BaHuUSI.
Yucno nayumeHToK ¢ Bbipa>keHHOW, cs1aboBbipa-
J)KeHHOV n HeugeHTNULNPOBaHHOV 6akTepuypuei
Ha geHb 0, 7 n 37 COOTBETCTBEHHO U U3MEHEHUS B
crartyce 6akrepuypuu B xoae KJIMHU4eCKOoro nccJie-
AoBaHus (nosiHas BbiIbopka ans aHann3a, n = 125). B
ciy4ae HeuaeHTUULMPOBaHHONW 6akTepuypun nav
oTCcyTCTBUS pOCTa rnpoBeneHune 6akrepuasbHOro
aHanun3a He nNpeAcTaB/isIOCh BO3MOXHbIM

HeHHBIX LlTatax oCTphIil IUCTUT SBIISIETCS TTPUUMHON
3,6 MJTH BU3UTOB XEHIIIMH B Bo3pacte 18—75 et K crie-
nragucTaM. B CBSI3W ¢ 9TUM MpsiMbIe 3aTpaThl COCTaB-
jsoT 1,6 mipa noutapoB [25]. BoOJBIIMHCTBO OCTPBIX
UHODEKINIT HIKHUX OTIAETIOB MOYEBBIX IyTell (OCTPHIi
OaKTepUaIbHBIN IUCTUT) MPOTEKAIOT 03 OCIOXHEHUIA.
Hn1s HUX HeXapaKTepHBl IMPU3HAKU UM CUMIITOMBI MH-
eK1Mii BepXHUX OTISIOB MOUEBBIX MyTeil (JIMxopaaka,
03HOO, 0OJM B MOSICHUIIE) WX APYTUE MPOSIBICHUS,
yKa3bIBaloIlMe Ha BBICOKMI PUCK MHMEKINUIN BepXHUX
OTIIEJI0B MOYEBBIX ITyTEH UM OCIOXKHEHHbBIX WH(bEKIIUI
(caxapHblit quabeTt, 6epeMeHHOCTb, UMMYHOCYIIPECCHSI,
neoHePUT B aHaMHe3€, CTPYKTYPHbIE aHOMAaJTMU MO-

yeBbIX MmyTeit). [Tocae nepBUYHON MHMEKIIMK Y MHOTUX
JKEHIIMH BO3HMKAIOT CHOpaauvecKue 100 YacThble pe-
uuauBbl. E.coli Bei3biBaeT 70—90 % 3MM3000B OCTPBIX
HUMII, pexe peummuBbl BBI3BIBACT Staphylococcus
saprophyticus, B OCHOBHOM Y MOJIOZIBIX NeByIeK. CraH-
JTAPTHOE JIEYEHNE BKIIIOYAET B Ce0S aHTUOAKTEPUATBHYIO
TEparnuio, Py KOTOPOIi YaCTOTa MOOOYHBIX PEAKIINIA CO-
crasister 7—40 % s tpumeronpuma, 0—40 % niis Hu-
TpodypaHTonHa, 7—21 % mist HopdokcanmHa u 13 %
I munpodiokcanuta [25]. JauTenbHOCTh JieueHUs
AHTUOMOTHUKAMM I10 TAaHHOMY IMOKa3aHUIO, KaK IpaBu-
JIO, HEMPOJOJIKUTEIbHAS: B IJ1aLe00-KOHTPOJIUPYEMOM
KJIMHUYECKOM HCCIEIOBAHUU OTMEYAIOCh BhIPA)KEHHOE
ObICTpOE OIaronprsITHOE BIMSIHUE HAa TeUEHUE CUMITO-
MOB U 0aKTepHOJIOTMYECKHUE TTOKA3aTeIM MPU JICUEHUN
HUMII HuTpodypaHTOMHOM B TeueHue 3 JHE 1Mo cpaB-
HeHwUIo ¢ Tuiaie6o. [Tocie mocenyoiero 2-HeneabHOTO
neprona HaOMONeHUS HE OTMEYaJIoCh CTAaTMCTUYECKH
3HauuMbIX pasznuunii [21]. Kpome Toro, mpumeHeHwue
AHTHOMOTHUKOB MOXET MPMHECTU BpEI IMallMeHTKAM C
OeccuMNTOMHOIM bakTepuypueit. B ucciemoBanuu, mpo-
BeaeHHoM Cai 1 coaBropamu [26], GbUTO ceIaHO 3aKITI0-
YeHUE, YTO HelleJecoo0pa3Ho MPUMEHITh aHTUOMOTUKU
Yy MOJIOABIX MAllMEHTOK C OeCCUMMTOMHOUN OakTepuy-
pueil u3-3a BO3MOXHOTO 3alIMTHOTO 3hheKTa KOJOHU-
3upylolmux oakrepuii. PaccmaTpuBaeTcsi BO3MOXKHOCTb
TOJIBKO CHMITOMAaTUYECKOTO JiedeHus ocTpbix HUMII.
Bleidorn u coaBTOpBI MOTYYMIIN aHATOTMYHBIE Pe3YJIbTa-
ThI TIPY IPUMEHEHNUN UOYTIpodeHa 1 TUTTPOQIIOKC AL -
Ha B OTHOIIIEHUY MCXO0/Ia CUMIITOMATHUKY 3200JIEBaHUS B
IMJIOTHOM MCCJICAOBAHNH; OMHAKO Y OMHOM TPETH Mall-
€HTOK M3 TPYIIIHI NOyIpodeHa B TeUeHNE IepBOil Helle-
JIM OTMevaJsics peluaus [5].

Takum o006pa3zoM, HEOOXOAWMMBI ajJbTepHATUBHBIE
METOABI JIeYeHUsI, MOMUMO aHTUOMOTUKOB. KilokBa,
JIaBHO MpenjaraemMas sl Npo@MuIaKTUKK OCTPOro LM~
CTUTA, CONEPKUT MPOAHTOLUMAHUAMHBI, KOTOPhIE ITO-
JABJISIIOT TIPUCOEIMHEHUE YPOMaTOT€HOB K IMUTEINIO
[27]. 200—500 Mr KJIIOKBEHHOTO COKa WJIM TabJETKHU C

Tabnuya 6. U3meHeHns cnekTpa 6akTepunypumn

OeHb O AeHb 7 Oenb 37

N % N % N %
MauneHTKH 125 100 122 100 121 100
MauMeHTKK ¢ BblparkeHHON 6aKTepuypuen 65 52,0 65 53,3 61 50,4
Bcero nsonatos 87 100 83 100 79 100
E.coli 35 40,2 36 43,4 31 39,2
Klebsiella spp. 4 4,6 4 4.8 4 51
Proteus spp. 3 34 2 2,4 5 6,3
[Lpyrue Enterobacteriaceae 1 1,1 3 3,6 2 2,5
OHTEPOKOKKM 34 39,1 28 33,7 32 40,5
CTadWIOKOKKH 4 46 4 4,8 3 3,8
CTpenTOKOKKHM 1 1,1 2 2,4 0 0,0
[pyrve rpaMmnonoxurenbHble 6akTepum 5 57 4 4.8 2 2,5

MpumeyarHune: konnyectBo (N) n npouyeHT (%) NnaumeHTOoK C BbipaxkeHHoVi 6akTepunypueri (> 10° KOE)/mn) Ha

AaeHb 0, 7 n 37  COOTBETCTBYIOLLMNI CIIEKTP YPOornaTroreHoB.
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€ro KOHLICHTPATOM CHUXKaIOT PUCK CUMIITOMATUYECKMUX
peunavBoB Ha 12—20 %, omHaKO HAHHBIA METOA He
noaxoauT ajs aedeHuss HUMIT [28].

Uto Kacaercsl TEKyIIero craTyca CIIOCOOOB Jieue-
Hust HUMII, naHHoOe uccliienoBaHue ObLIO MPOBEAECHO
C 1eJTbI0 OLIEHKU Tpoduist 6e30TacHOCTH TIperapaTa
Kanedpon® H u BausiHuS HeaHTUOAKTepUATbHOM Te-
panuu Ha xon HUMII. ITopor BbipaxkeHHOI GakTepuy-
pun BapbpupyeT Mexxay 10° u 105 KOE/mi B 3aBucuMo-
CTU OT YPONaTOTeHOB, IOJIa TMallMeHTa U TUIIa MPOObI
Mouu [7], ToaTOMY 111 JAHHOTO UCCASAOBAHMST ObLIU
BbIOpaHsbI moporu 10 1 103 KOE /M. Kpurepuu BKiIio-
YEHUsI U UCKJIIOYEHUS] XOPOIIO COOTBETCTBOBAIM 3a-
JaHHOMY MOKa3aHUI0, O YeM CBUIETEIbCTBYET TO, UYTO
JULb 2,4 % nauueHTOB IPUMHUMAIU aHTUOMOTHUKH.

B uccnenoBaHnm yactora M3JeUEeHUS TIPU MpPUME-
HeHuu mnpenapara Kaneppon® H cocrasnsna 71,2 %
nociie 7 mHel steueHus u 85,6 % tocie 37 nHeii HaOo-
nenust (FAS, n = 125), 4to ObIJI0 HAMHOTO BHIIIIE, YEM
ToKa3aTejIv, YCTAaHOBJICHHBIC IJISI CTIOHTAHHOTO BBI3IO-
poBieHus [6—8, 21—26]. Dto roBoput 06 3¢ hHEeKTUBHO-
cru npenapata Kanedppon® H. TpexnHeBHOe JieueHuUe
HUTPODYPAHTOMHOM HE TIPUBEJIO K 3HAUMMBIM Pa3fin-
YUSIM B CAMIOTOMATHKE MO CPaBHEHUIO C MAallMEHTKAMMU,
He TOoJyYaBIIMMM JIeYeHHsI, MO IpoluecTBun 14 nHeit
[21]. HampoTuB, cMMOTOMATUYECKUI M MPOTUBOBOC-
NaJIUTEeNbHbINA (pdeKT coxpaHsica n0 4 Hemeab IMo-
cJie OKOHYaHWSI 7-AHEBHOTO JIEUCHHUs IIperapaToM
Kanedpon® H (puc. 4, Tabn. 4 u 5).

B HenaBHO TIpoBeeHHOM MeTaaHanu3e 464 uccie-
noBaHuii HUMII y XeHIIINH 4acTOe MOYEUCITyCKAHUE U
IU3YPUST UMENIM TIOJIOKUTENIBHYI0 KOPPEISILINIO ¢ 0aK-
Tepuypueir [29], 4TO TOATBEPXKIAeT CHUMIITOMATHYEC-
CKMI U TIPOTUBOBOCIAJIMTEbHBIN 3 (MEKT MpernapaTa

Kanedpon® H B nanHoM rcciiegoBanmu. C Ipyroii cto-
DPOHBI, 6ecCUMNITOMHAsT OaKTepUypus He Bceraa Tpeby-
€T TIPpUMEHEeHUs] aHTUOMOTUKOB, JMaXe Y IMallMeHTOB C
PELMANBUPYIOIIUM LUCTUTOM |3, 26].

ITpu UMII MukpoopraHusm, TPUCOECAUHSISCH K YPO-
TEJINI0O MOYEBOTO TTY3bIPsi, BBI3BIBAET BOCTIAJIUTEIBHYIO
peakinio. BozHMKaeT rurnepakTMBHOCTh MOUEBOTO ITy3bl-
psl, YTO OOYCIIOBJIMBAET YACTOE MOYEUCITYCKAHUE U OOJIb.
Kanedpou® H obGnamaer cyliecTBEHHOM aHTHAAre3WB-
HOM M IPOTUBOBOCIIAIMTEIBHON AKTUBHOCTBIO, BEPO-
SITHO MOJIYJIUPYSI TMIEPAaKTUBHOCTH MOYEBOTO ITY3bIpPS,
obseryast ero (hbyHKIMIO U MPEIsITCTBYsI afare3un E.coli,
YTO MOATBEPXKIAIOCH B XO/I€ HECKOJbKUX IKCIEPUMEH-
TOB in vitro v in vivo |30, 31]. bakTepuaabHbIi CIIEKTp Y
MaIMEeHTOK C BBIPAKEHHOM OaKTepuypurelt MpaKTUIeCK
He MEHSIICS B XOJIe JICUEHUsT U TIeprosia HaOIoneHUsT B
JAHHOM HMCCIIeI0BaHUM (TabJ1. 6), YTO TOBOPUT 06 OTCYT-
CTBUM TIPSIMOTO aHTUMUKPOOHOTO 3dekTa Tpernapara.
DTO MOXET CBUIETEILCTBOBATH B TOJIB3Y KOHIICTIIIMK O
TpoLecCe MMMYHHOM aganTalliy MEXIy YPOIIUTEINEM 1
TIPYICOSTUHSIIOINMCS MUKPOOPraHM3MOM. bricTpoe pas-
peteHue cumnTomoB HUMIT npu neyeHnu npenapatom
Kanedpon® H monreepkmaeT TMpeaIioNokeHue O TOM,
YTO MHOIOUYMCJIEHHbIE (bapMaKOAMHAMUYECKUE LIeIn
JJaHHOTO Mnpenapara noaxoadT ajs gedyeHust HUMIT.

3aKAO4YEeHne

Kanedpon® H ob1anan xopolieil nepeHoCUMOCTbIO
u obu1 6e30maceH. O passutuu HP u CHS He cooba-
Jock. YacTora mmoyiHoro usnneyeHust coctasmia 71,2 % Ha
neHb 7 1 85,6 % na nenb 37 (FAS, n=125). O 3HaunTeb-
HOM YIYYIICHUM CBUAETEIBCTBOBAIM KaK CYMMAapHBII
6aJu1, Tak 1 0aJ/UIbHAsI OLIEHKA KaXKI0ro OTAEILHOIO CUM-
TOMa Ha JieHb 7 1 aeHb 37. JInmb 2,4 % nauyeHToK Mo-

Tabnunya 7. U3MeHeHUss CUMNTOMAaTUKN Y NaLNEeHTOK C AHSA 7 1o geHb 37, knaccuduuymnpoBaHHbIe M0 CTaTtycy
BbIPaXKeHHOW 6akTepuypuu

OeHb 7 Oenb 37
N % N %
KnuHuyecKkoe nsnedveHune 89 73,0 107 88,4
Bcero (n = 1259) YnydweHue 24 19,7 10 8,2
JleyeHune HeadGeKTUBHO 9 7,3 4 3,3
KnuHuyeckoe naneveHune 44 88,0° 49 98,0°
;]J;O;(I-)()OE/MH YnyyweHue 5 10,0 1 2,0
JleyeHune HeadPeKTUBHO 1 2,0 0 0,0
KnuHunyeckoe naneveHune 39 62,9° 48 77,4°
(2n1:O36I-2()OE/Mn YnyyweHune 16 25,8 9 14,5
NeyeHne HeaPpOEKTUBHO 7 11,3 4 6,5
KnuHuyecKoe nsneveHune 6 60,0 10 100,0
:-r']eziBoe)CTHo Ynyywexue 3 30,0 0 0,0
NeyeHune HeaPpDEKTUBHO 1 10,0 0 0,0

Mpumeyanus: yncno (N) u npoueHT (%) nauneHTok ¢ CUMIMTOMaMU, OLL,€eHUBaeMbIMU KaK «KJINHU4€CKOe U3-
JIeYEeHUNEe», «yNy4qLIeHne» U «Jie4eHne Hea(pPeKTnBHO» Ha AeHb 7 n 37, y Bcex nauneHTOoK, pa3aesieHHbIX Ha
noarpynnsl ¢ BoipaXxxeHHol 6akrepuypueii (> 10° KOE/mn) nnn 6e3 Hee (< 10° KOE/m) (nonHas BbiI6opka ans
aHanm3a, n = 125); ? — He NPULLNN Ha BU3UT HabGmogeHns: 3 NnauneHTKu Ha 7-i AeHb n 4 nauneHTku Ha 37 -/
AEHb; ° — pasnn4ynsa mexay nauneHTKaMu ¢ BbipaXKeHHoV bakTepuypueri n 6e3 Hee CTaTUCTUYECKU 3HAYUMBbI
(kputepuii xu-kBagpart; p < 0,005) Ha ageHb 7 u 37.
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TpeOOBAIMCH AaHTUOMOTUKU B XO€ 7-THEBHOI'O JICUCHMUSI.
Hu y omHOI mauyeHTKW U3 yucia TeX, A KOro ObLIo
OTMEYEHO KIIMHNYECKOE M3JICUCHNE Ha JICHb 7, He OBIITN
3apeTUCTPUPOBAHBI PEUMINBEI 10 JHS 37. JlanpHeliee
pa3peleHne CUMIITOMOB TIPOIOJDKANIOCh B TeueHUe 4
HeIleTb TT0CIe OKOHYAHMS JICYCHNUS] B OTJIMUKME OT MHO-
TMX aHTHOAKTePUAIBHBIX TIpertapaToB. [10CKONMBKY maH-
HOE HMCCJIeIoBaHNe OBUIO IPOBEICHO C IIEIbI0 OLICHKU
6e3oracHocTH Tperapata Kanedpon® H, HeBo3MOXHO
OMpeJeICHHO 3asBIIITh 0 €ro 3P (GEKTUBHOCTU, OJHAKO
onIcTpoe paspelieHue cumnromoB HUMII npu neyenun
JaHHBIM MpernapaToM TOBOPUT O ero 3(phEeKTUBHOCTH,
YTO HYXXAAaeTcs B JajbHeileM u3ydyeHuu. B maHHOM
HUCCIIEOBAaHUM CAEJaH aKILEHT Ha Oe30IacHOM Ipu-
MEHEHNH ¥ BO3MOXKHOCTH MCITOJIb30BAaHMUST HEaHTNOAaK-
TePUAJTLHOTO TePareBTUIECKOTO ITOAX0Aa B BHUIE TIpe-
napara Karedpon® H, u oHO cIry>kuT 000CHOBaHHEM K
MPOBEACHUIO KPYITHOMACIITAOHOTO KOHTPOJIMUPYESMOTO
KJIMHUYECKOTO MCCIICIOBAHMS C IEJIbIO ITOATBEPIKIACHUS
POJIM JAHHOTO TIpernapara B JiedeHuu ocTpbix HUMII.

Kongpauxm unmepecos

Hmutpuii UBanoB, TarbsiHa KoctuHeHko, Jlunus
MaprtsiHiok 1 Hukonait KonecHuk — ucciaenoBaresiu B
JAHHOM MCCIeI0BAaHUM, CTIOHCOPOM KOTOPOTO BBICTYIM-
Ja komnaHus «buonopuka CE», HoitmapkT, I'epmanust.

HOmutpuii IBaHOB Takoke SIBISIETCSI TIPECTaBUTE-
JIEM-JIEKTOPOM KoMIIaHUY «BbroHOprKa».

Hmurtpuit A6pamoB-Commapuba, Katpun Mopwuig
u XepOepT DCKeTTep SABISIIUCH COTPYTHUKAMU KOMIIa-
Huu «broHOpUKa».

Kypr I'. Habep: «bazunea» (1ccienoBaresb, KOHCYIIb-
TaHT), «baitep» (mpencraButesn), «bruoHopuka» (uccre-
JOBaTeb, KOHCYJIbTAHT, HAyYHbIE MyOIMKALIUY, JIEKTOD),
«bepunrep MHrenbxaitm» (KoHcyabTaHT), «Kyouct/MCI»
(xoHcynbTaHT), «[lanmun CaHKKO» (MpencTaBUTeNb, HAyd-
HbIe myomKanum), «laneHyc» (KOHCYIbTaHT), «Jleo Map-
Ma» (KOHCYJBTaHT, MpencTaBUTeNb), «MeauHTa» (KOH-
cyabTaHT), «MepJluoH» (uccaenoBareib, KOHCYJIbTAHT,
HayyHble Tyonukaimu), «OM @apma/Budop» (uccie-
JIOBaTeNIb, KOHCYJIBTAHT, JIEKTOP, HayJyHbIE ITyOJUKAIIN),
«[Tapatek» (koHcynbTaHT), «Pemreke Papm» (KOHCYIb-
TaHT), «Po3en Mapma» (nccaenoBaTesb, KOHCYIBTAHT, Ha-
YUYHBIE TTYOJIMKALIUN, JTeKTOp), «CHOHOTH» (KOHCYJIBTAHT),
«3aM00H» (HccIenoBaTelb, KOHCYJIbTAHT, JIEKTOD).

Aemopuot

KH, JAC, IT'® nu KM miaHupoBaiu au3aiiH uccie-
JIOBaHUsI, MPOBOAWIM aHAJIM3 U 0030p pe3yJIbTaTOB MC-
cnepoBanus. I, HK, TK u JIM BbINOJHSINU KAMHUAYE-
CKYIO YacTb MCCJIeoBaHus U cOop TaHHbIX. Bce aBTOpHI
03HAKOMUJIMCH Y YTBEPIMIN KOHEUHYIO BEPCHIO CTAThU.

Ilpusnameavnocmo

MBI XOTUM BBIPa3nTh TIPU3HATEIHLHOCTh BCEM Yyda-
CTBYIOIIVM KJIMHUYECKUM CaliTaM 3a UX OTBETCTBEHHOE
M YCIICIITHOE BBITTOJIHEHNE TaHHOTO KIIMHUIECKOTO MC-
clieqoBaHUs.

Konecnuk Hwukomaii, rocymapcTBeHHOE TpEAIpu-
artue «HMHcturyr Hedpomorunu HAMH VYkpaunbi»,
yi. derrapenckas, 17-b, 04050, Kues, Ykpauna.

JlecoBoit Bnagumup, PervoHanbHbI KIMHUYECKUI
LIeHTp yposoruu u Hedposoruu uMm. B.U. Illanosana,
MockoBckuii mpocnekT, 195, 61037, Xapbkos, YkpauHa.

IMuporoB BukTop, HaumoHanbHbIN UHCTUTYT YpOJIO-
iy HarmoHambHOM akageMUn MeTUIIMHCKIX HayK YKpa-
nHbI, yi1. FO. KorrodonHckoro, 9a, 04053, Kues, YkpanHa.

AntoHsaH Wropsw, 3aBemyromuii Kademapoil ypomoruu
XMATIO na 6a3e xadenpbl ypoJaoruu moJIuKINHUKHY «J]oK-
Top Astekc», yi1. BopobreBa, 4, 61057, XapbkoB, YkpanHa.

HWBanoB JIMutpuii, KOMMyHaJbHOE TPEANIPUSITHE
Kuesckoro obGmactHoro copeta «KueBckas o0iacT-
Hasl KJIMHUYecKasi OoJIbHUILIA», Y. barroByrosckas, 1,
04107, KueB, YkpauHa.

Koctunenko TatbsiHa, LleHTp Hedpoaoruu u aua-
nu3a, HukonaeBckast objacTHast KJIMHUYECKass OOJb-
Hu1a, yi. Kuesckas, 1, 54058, Hukonaes, YkpanHa.

MapreiHiok JImmst, kadenpa Hedpomoruu TepHo-
TIOJIBCKOTO MEIUIIMHCKOTO YHUBEPCUTETA, TepHOIONb-
cKas objacTHas KiuMHU4YecKas 6oabHuua, ya. KiuHu-
yeckasi, 1, 46002, TepHomo/b, YKpauHa.

Jlionbko Anekceii, 3aBeaywoluii Kageapoil ypo-
Jioruu 3aropoKCKOM MEIUIIMHCKON aKageMHUU II0-
cleauIuioMHoro ob6paszoBaHus (3MAIIO), ypo-
JIOTUYEeCKMII KabuHeT 3amopoXCKOoi 00JacTHOM
KJIMHUYECKOU OoJbHUILIBI, Y. OpexoBCcKoe IIocce,
10, 69600, 3aropoxbe, YKpauHa.

KocteB @enop, 3aBemyronimii Kacheapoil ypororum,/He-
dposorun Oaecckoro rocyaapcTBEHHOro MeIULIMHCKOTO
YHUBEpCUTETa, yposiorndeckuii otmesr Ne 1/Ne 2, 6onbHM-
ma Ne 10, yi1. ManuHoBckoro, 61, 65074, Onecca, YkpanHa.

MpbI BBIpaxkaeM MPU3HATEIbHOCTh KOHTPAKTHO-MC-
CJIeI0BATE/IbCKOM OpraHU3aluu «XappUCOH KJIMHUKAII
pucepy» 3a OrPOMHBII BKJIa B pa3pabOTKy IIPOEKTa.

Mpu1 6aropapum Jorg Michael Schierholz, IITapH-
oepr, I'epmaHus, 3a ero NOANEPXKKY B MEAUIIMHCKUX U
Hay4YHBIX BOITpOCax, a Takxke HEeOlLIEeHUMble KOMMEHTa-
pUM B IPOLIECCe MOATOTOBKY PYKOMCH.

Mpb1  oueHb OnaromapHbl Christine Neubauer,
Martina Holler, Mirjam Rittmeyer, Patrick Dubovy,
Hubert Steindl, «buonopuka CE», Hoitmapkr, I'epma-
HUsI, 32 PaCIIUPEHHYIO TTOAICPKKY B IIPOBCACHUM HC-
CJICIIOBAHMS 1 YCIIeXe PYKOITHCH.

Yupexncoenusn

IKueBckag o6nacTHasg KiIMHWYeCKash OOJIbHUIIA,
04107, r. Kues, yn. barroByroBckas, 1

’buonopuka CE, Kepiuenmreiinep, 11-15, 92318,
Hoiimapkr, I'epmanus

TIpenar-Orro-Miosutep-ITnan 2, 50670, KenbH,
I'epmanus

‘IlenTp HedpoOTUN U Tran3a, HukomaeBckast 00-
JlactTHas 6oabHULA, yi. Kuesckas, 11, 54058, Hukona-
€B, YKpauHa

‘TepHoTIOMBCKAS 00JaCTHAS KIMHINIECKAs O0TbHM -
ua, yi. Knunuueckas, 1, 46002, TepHomnoub, YkpauHa

*Uuctutyt Heppoorun HAMH Ykpaunsl, yi. [ler-
tapeBckas, 17-B. 04050, KueB, Ykpauna

"Kapin-buxkineaep rpacce 44c, 94315, r. LTpay-
ounr, 'epmanus

86 Moyky, ISSN 2307-1257

N2 1(15) 2016



dapmakoTtepanis B ypoAorii n Heppoaorii / Pharmacotherapy in Urology and Nephrology

Cnucok AMNTepaTypbl

1. Little P., Moore M.V., Turner S., Rumsby K., Warner G.,
Lowes J.A. et al. Effectiveness of five different approaches in manage-
ment of urinary tract infection: randomised controlled trial // BMJ. —
2010. — Ne 340. — P. 199. — Doi:10.1136/bmj.c 199.

2. Dingermann T., Loew D. Urologika // Phytopharmakologie. —
Stuttgart. Wiss. Verlagsgesellschaft Stuttgart, 2003. — P. 250-258.

3. Wagenlehner F.M.E., Weidner W., Naber K.G. An update on
uncomplicated urinary tract infections in women // Current Opintion
in Urology. — 2009. — Ne 19. — P. 368-74.

4. S3 Guideline (83 Leitlinie) AWM F-Register-Nr. 043/044
Harnwegsinfektionen Epidemiologie, Diagnostik, Therapie und Man-
agement unkomplizierter bakterieller ambulant erworbener Harnweg-
sinfektionen bei erwachsenen Patienten.

5. Scottish intercollegiate Guidelines network (SIGN) manage-
ment of suspected urinary tract infecftions in adult // A national clini-
cal guideline, SIGN Publication. — 2006. — Ne &8.

6. Bleidorn J., Gagyor 1., Kochen M. M., Wegscheider K., Hummers-
Pradier E. Symptomatic treatment (ibuprofen) or antibiotics (ciprofloxa-
cin) for uncomplicated urinary tract infection? — Results of a randomized
controlled pilot trial // BMC Medicine. — 2010. — Ne 8. — P. 30.

7. Ferry S.A., Holm S.E., Stenlund H., Lundholm R., Mon-
sen T.J. The natural course of uncomplicated lower urinary tract infec-
tion in women illustrated by a randomized placebo controlled study //
Scand. J. Inf. Dis. — 2004. — Ne 36. — P. 296-301.

8. Jolleys J.V. The reported incidence of urinary symptoms in
women in one rural general practise // Brit. J. Gen. Pract. — 1990. —
Ne 40. — P. 335-7.

9. Naber K.G. Efficacy and safety of the phytotherapeutic drug Ca-
nephron® N in prevention and treatment of urogenital and gestational
disease: review of clinical experience in eastern europe and central
asia // Research and reports in Urology. — 2013. — No 5. — P. 39-46.

10. EMEA, HMPC. Community herbal monograph on Centaurium
erythraea rafn, herba. EMEA/HMPC/105536/2008, 12 March 2009.

11. European Scientific Cooperative on Phytotherapy (ESCOP),
Centaurii herba (Centaury herb) // ESCOP Monographs. 2¥ ed. —
Stuttgart-New York: Thieme Verlag, 2003. — P. 70-73.

12. Blaschek W., Ebel S., Hackenthal E., Holzgrabe U., Keller K.,
Reichling J., Schulz V. Centaurium // Hager Handbook. 6" ed. — Stutt-
gart. Wissenschaftliche Verlagsgesellschaft mbH, 2007 — P. 159-168.

13. Claisse R. Drogues de la Pharmacopee traditionelle de la
ragion de Rabat-Sale // Plantes medicinales et phytotherapie. —
1989. — T. XXIII, Ne 4. — P. 315-331.

14. Fournier. Centauree Jaune // Le livre des Plantes Medicinales
et Veneneuses de France. — 1947. — P. 324-327.

15. German Commission E monograph for Levistici radix //
Bundesanzeiger. — 1 June 1990. — No 101.

16. Willuhn G. Levistici radix, Liebstockelwurzel / Ed. by
Wichtl M. // Teedrogen. 4" ed. — Stuttgart. Wiss. Verlagsgesellschaft,
2002. — P. 335-337.

17. EMA, HMPC. Community herbal monograph on Rosmarinus
officinalis L., folium. EMA/HMPC/13633/2009, 15 July 2010.

18. European Scientific Cooperative on Phytotherapy (ESCOP),
Rosmarini folium (Rosemary leaf) // ESCOP Monographs. 2 ed. —
Stuttgart-New York: Thieme Verlag, 2003. — P. 429-436.

19. British Herbal Medicines Association. Rosmarinus. // British
Pharmacopoeia. — 1983. — P. 180-181.

20. Fluck. Romarin // Petit Guide panoramique des Herbes Me-
dicinales. — 1973. — P. 124.

21. Christaensen T.C., De Meyere M., Verschraegen G., Peers-
mann W., Heytens S., De Maeseneer J.M. Randomized controlled
trial of nitrofurantoin versus placebo in the treatment of uncompli-
cated urinary tract infection in adult women // Brit. J. Gen. Pract. —
2002. — Ne 52. — P. 729-43.

22. Rubin R.H., Beam Jr T.R., Stamm W.E. An Approach to
Evaluating Antibacterial Agents in the Treatment of Urinary Tract In-
fection // Clin. Infect. Dis. — 1992. — No 14. — §246-51.

23. Malterud K., Baerheim A. Peeing Barbed Wire. Symptom Ex-
periences in Women With Lower Urinary Tract Infection // Scand. J.
Prim. Health Care. — 1999. — No 17. — P. 49-53.

24. Falagas M.E., Kotsantis I.K., Vouloumanou E.K., Rafaili-
dis P.1. Antibiotics versus placebo in the treatment of women with un-
complicated cystitis: a metaanalysis of randomized controlled trials //
J. Infect. — 2009. — Ne 58(2). — P. 91-102.

25. Fihn SD: Acute uncomplicated urinary tract infection in wo-
men // NEJM. — 2003. — Ne 349(3). — P. 259-266.

26. Cai T., Mazzoli S., Mondaini N., Meacci F., Nesi G., De-
lia C. et al. The Role of Asymptomatic Bacteriuria in Young Women
With Recurrent Urinary Tract Infections: To Treat or Not to Treat? //
Clin. Infect. Dis. — 2012. — No 55(6). — P. 771-7.

27. Foo L.Y., Lu Y., Howell A.B., Vorsa N. A-type proanthocy-
anidine trimers from cranberry that inhibit adherence of uropatho-
genic P-fimbiriated E.coli // J. Nat. Prod. — 2000. — No 63. —
P. 1225-1228.

28. Kontiokari T., Sundquist K., Nuutine M., Pokka T., Koske-
la M. Randomised trial of cranberry-lingonberry juice and Lactobacil-
lus GG drink for the prevention of urinary tract infections in women //
BMJ. — 2001. — No 322. — P. 1571.

29. Bent S., Nallamothu B.K., Simel D.L., Fihn S.D., Saint S.
Does these women have an acute uncomplicated UTI? // JAMA. —
2002. — Ne 287. — P. 2701-10.

30. Brenneis C., Kunstle G., Haunschild J. Spasmolytic activity of
Canephron N® on the contractility of rat and human isolated urinary
bladder. — Abstract 2012, 13" International Congress of the Society
for Ethnopharmacology.

31. Kunstle G., Brenneis C., Haunschild J. Efficacy of Caneph-
ron® N against bacterial adhesion, inflammation and bladder hyper-
activity. — Abstract 2013, 28" European Association of Urology Con-
gress (poster presentation). Poster No. 671, Session 55: From bench to
bedside in pain and OAB.

Briepsble ory6/1MKoBaHoO B XypHasie
Clinical Phytoscience. — 2015. — Ne 1(7) M

IsaHoB A.", Abpamos-Commapisa A.?, Mopi K.2, Ecketrep I3, KoctuHeHko T.4, MaptuHiok A.°, KonecHuk H.6, Kypt I Ha6ep’

"KniBcbka 06AQCHQ KAIHIYHQ AIKQPHST
2«bioHopwKa», M. HOVMQPKT, HiMeyunHa
3KeAbH, HimeyumHa
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BIAKPUTE HEKOHTPOAbOBAHE BATATOLIEHTPOBE IHTEPBEHLIMHE AOCAIAXEHHS BE3MNEKN TA EQEKTUBHOCTI
KAHE®PPOHY®H Y AIKYBAHHI HEYCKAAAHEHUX IHDEKLIN CEHOBUX LLUAGXIB

Pesiome. Obepynmyeanns. He3Baxaiouu Ha 3pOCTaHHS IMOIIU-
PEHOCTI pe3MCTEHTHOCTI OaKTepiii 70 aHTUOIOTUKIB i MOKIUBUX
HebaxaHux peakiiit (HP), npu HeyckiagHeHUX iHOEKITisSIX HUX-
Hix BigainiB ceyoBux uusixi (HICLL), sik mpaBuiio, 3acTOCOBYIOTH
antubioTrku. Kanedpon® H, pocamHHuUii TiKapchbKUii Ipemnapar,

OyB IOCIIKEHUI Ha MpenMeT iforo 6e3neku Ta e(beKTUBHOCTI y
xkiHok 3 HICLL.

Memoou docaioncenns. Binkpute HepaHIOMi30BaHe 0araToleH-
TPOBE KJIiHIUHE TOCITIDKEHHST 3a y4acTio 125 mailieHToK eBporeo-
inHoi pacu, siki ctpaxknaroTh Big HICILI, 3i 3HaUeHHSIM CyMapHOTO

N2 1(15) 2016

www.mif-ua.com 87



dapmakoTtepanis B ypoAorii n Heppoaorii / Pharmacotherapy in Urology and Nephrology

MOKa3HMKa, 110 BPaxOBYE TSDKKICTb AM3Ypii, YacTOTY CEYOBHU-
MyCKaHHS i HEeBIIKJIAIHUX TTO3UBIB 10 CEUOBUITYCKAHHST (KOXEH
CHMIITOM OLIiHIOBaBCs 3a IIKaio Bin 0 1o 4), He MeHIle Hix 6.
[MauienTkn orpumyBaiu 3 x 2 apaxe npernapary Kaneppon® H
npoTsaroM 7 aHiB. OIiHKY CUMITTOMIB CaMi MALliEHTKY TTPOBOIIIN
IIOIHS, TOCTiMHUK — Ha faeHb 0, 7 i 37. [lepBuHHA KiHIIeBa TOY-
Ka — yactota HP B xomi JlikyBaHHSI. BToprHHI KiHIIEBI TOYKI —
JIOCSITHEHHSI KJTIHIYHOTO BUJIIKOBYBaHHSI (BUPaXKeHICTh OCHOBHUX
CUMIITOMIB He TTepeBuIye 1, ToOTO crabo BUupakeHi) Ha 7-ii IeHb,
TsKKicTb cumntoMiB HICII Ha 7-1 i 37-1i IHi, BAHUKHEHHS He-
OOXiTHOCTI JIiKyBaHHSI aHTUOIOTUKAMU 10 7-TO IHSI, TPUBAJICTh
cumnromiB HICII i yncmo paHHiX penmuauBiB. 3MiHM Jabopa-
TOPHUX aHUX (aHaJli3 ceyi 3a JOMOMOIOK TECT-CMYXXOK; aHali3
KpOBI i ceui B LeHTpasIbHiii JabopaTopii) aHati3yBaji ONTUCOBUM
metonoM. [ToTiM mpoBoauarcs post hoc aHai3u OTpUMaHUX pe-
3yJIbTaTiB.

Pesyasmamu. XKonna 3 19 HP, 3apeectpoBaHux B X0fi mociti-
JDKEHHS, He MaJjla BiTHOLIEHHS 10 Mpernapary i He XapaKTepu3y-
Batacs sIK cepiio3Ha. YacToTa IMO3UTUBHOI BiAITOBiAi Ha JIIKyBaH-
Hsi ctaHoBwIa 71,2 % Ha nenb 7 i 85,6 % Ha neHb 37 (cepen ycix

Malli€HTIB, BKIIOUEHUX Y TOCIIIKXEHHS, n = 125) 3i 3HAUHUM I10-
JIITIIIEHHSIM CTaHy (3Hauylle 3HKEHHST BUPaXKeHOCTI BCiX CUMIT-
tomiB: p < 0,001 mis koxxHoro). Jluie 2,4 % naiieHTOK MoTpioHi
Oy aHTUOIOTUKY TIi Yac JIiKyBaHHSI, i B KOIHOI MAlliEHTKU He
3a3Havaaucs peunausu a0 aHA 37. CepenHi 3MiHM B OCHOBHHUX
CUMIITOMax Ha ieHb 7 i 37 mopiBHsIHO 3 qHeM 0 ctaHoBMIM: —1,9/
—2,3 (mmsypisn); —1,8/—2,4 (uacrora); —1,6/—1,9 (HeBinkiIam-
Hi mo3uBM). CUMOTOMATUYHE MOJIMIIEHHST CYIMPOBOIKYBAIOCS
3HUXKEHHSIM BMICTY HITPUTIB, JIEHKOUMUTIB i epUTPOLUTIB 3 AHs 0
no neHb 7137.

Bucnoexu. Jlane nocnipkeHHs MATBEpAUIO Oe3neKy i MOX-
JIMBICTh €(heKTUBHOTO 3aCTOCYBaHHS Tepalrii 0e3 Mpu3HaAYeHHS
aHTUOIOTHKIB 3 BUKOpUCTaHHSM nipenaparty Kanedpon® H i ciy-
KWUTh OOTPYHTYBaHHSIM JUJISI TPOBEICHHST BEJMKOMACIITaOHOTO
KOHTPOJIbOBAHOTO KJIIHIYHOTO JOCTiI>KEHHSI.

Peecmpauis docaioncenna: Eudra CT Ne 2011-000838-11. Clini-
calTrials.gov Identifier NCT01478620.

Kumouogi cioBa: Kanedpon® H, HeyckinamHeHi iHdeKIlii cevyo-
BUX LIJISIXiB, pOCMHHMUI TIpenapar, KIiHIiYHe JOCTiIKeHHS, 0e3-
nexa, e(beKTUBHICTb.
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AN OPEN LABEL, NON-CONTROLLED, MULTICENTRE, INTERVENTIONAL TRIAL TO INVESTIGATE THE SAFETY AND
EFFICACY OF CANEPHRON® N IN THE MANAGEMENT OF UNCOMPLICATED URINARY TRACT INFECTIONS

Summary. Background. Despite of increasing prevalence of bac-
terial resistance to antibiotics and possible adverse drug reactions
(ADRs), uncomplicated lower urinary tract infections (uUT]Is) are
usually treated with antibiotics. Canephron® N, a herbal medicinal
product, was now investigated for safety and efficacy in women suf-
fering from uUTI.

Methods of research. In an open-label, non-randomized,
multicentre clinical trial 125 Caucasian female patients suf-
fering from uUTI with a sum score of at least 6 for the symp-
toms dysuria, frequency and urgency (each rated 0—4) were
enrolled. Patients were treated with 3 x 2 tablets Canephron®
N for seven days. Symptom assessment was performed by the
patient on a daily basis and by the investigator at day 0, day 7,
day 37. Primary endpoint was the incidence of ADRs during
the treatment. Secondary endpoints were clinical cure (none
of the main symptoms scored as worse than mild (1)) on day
7, severity of uUTI symptoms on day 7 and day 37, patients
requiring antibiotic treatment until day 7, duration of uUTI
symptoms and patients with early recurrence. Changes in safety
data (dipstick analysis of urine; analysis of blood and urine in

a central laboratory) were analysed descriptively. Further post
hoc analyses were performed.

Results. None of 19 adverse events within the study period was
considered as drug-related or serious. The responder rate was
71.2 % on day 7 and 85.6 % on day 37 (full analysis set, N = 125)
with a significant improvement of all symptoms (all: p < 0.001).
Only 2.4 % of patients required antibiotics during the treatment pe-
riod and none of the patients met the definition of recurrence until
day 37. The mean changes of the main symptoms on day 7 and day
37 compared to day 0 were: —1.9/—2.3 (dysuria); —1.8/—2.4 (fre-
quency); —1.6/—1.9 (urgency). Symptomatic improvement was ac-
companied by decreased nitrite, leukocytes as well as erythrocyte
levels from day 0 to day 7 and day 37.

Conclusions. This trial emphasises the safe usage and efficacious
opportunity of a non-antibiotic therapy approach with Caneph-
ron® N and fully justifies a large-scale controlled clinical trial.

Trial registration: Eudra CT nr. 2011-000838-11. ClinicalTrials.
gov Identifier NCT01478620.

Key words: Canephron® N, uncomplicated urinary tract infec-
tions, herbal drug, clinical trial, safety, efficacy.
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