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|.OBIIIASA XAPAKTEPUCTUKA PABOTbI

AKTYaJIbHOCTh TeMbI HCCJI€0BAHUSA

ITaxoBass rppDKa CYMTAeTCs CaMOM pPACIpPOCTPAHEHHOM XUPYPrHUYECKOU
MaToJIOTUEH, TpeOyrolel onepaTUBHOro jedyeHus. OHa uMeeT OONbIIYI0 HCTOPHIO
Pa3BUTHS TEXHUKU XUPYPIHUYECKOIO BMENIATEILCTBA, HANIPABICHHON Ha yCTpaHEHUE
nanHoi matonoruun. [Sajid M.S, Craciunas L, Singh K.K., Sains P, Baig M.K.,2013].
CymectByer 0Oonee 300 c¢moco0OB TIepHUOIIACTUKHU. bBoJbllioe KOJIMYECTBO
ocnoxkHeHut (1o 60%) W peuuaArMBOB TMOCJE ONEPATUBHBIX BMEIIATENLCTB MPHU
npocTteiX (10 20%) u cnoxHbix (10 40%) MaxoBBIX I'PbIXKaX CBUIETEILCTBYIOT O
HepenieHHoCTH mpodnemsl. [Kebposckuit B.B., 2005; Nyhus L.M., Klein M.S.,
Rogers FB.,1991]. B nauane 70-x rogoB JIMXTEHIITENH MNpPENSIOKWI HEHATSKHYIO
METOMKY I'PhDKECCUEHHUE IS BCEX THITOB MaxoBbIX IphikK. [Lichtenstein I.L., Shulman
A.G., Amid P.K,1993], a B Hacrosiiee Bpems omnepanus mo JIMXTeHIITeHHy cTana
30JI0TBIM CTaHIAPTOM [UJISi XUPYPTUUECKOTO JIEUEHHUs TMAIlMeHTOB C MaXxOBBIMU
rpbbKaMu niepeaaum goctynom [Simons M.P, Aufenacker T, et al., 2009].

I[To paHHBIM KIMHWUYECKHMX pekoMmeHnamui "I[laxoBas rpebka"  (YTB.
MunwucTepcTBOM 31paBooxpaneHus PD, 2021) maxoBbie TPhIXKU HAOII0JaeTCS Yalie y
MYX4UH, yeM Y >keHinuH [JlaBpoBa T.®., 1979], u yamie Bo3Hukarot y nuil ctapiie 40
net [Ruhl C.E.,2007]. B nianoBo# Xupypruu onepamuu Mo MmoBOAY MaXOBBIX T'PHDK
3aHUMAIOT IIEpBOE MECTO cpeau Beex onepannii [Uuxkos J1.B.u coast.,2004]. B Poccun
BBITIOJTHACTCS OKOJIO 150 ThICSY omepanuii B TOJ KJacCHUYeCKUMHU criocodamu. Y 10-
15% Bcex onepupuyroOmUXCcs MO 3TOMY NOBOAY MallMEHTOB BO3HHUKAIOT PELIMIMBBI.
bosiee 28 MHIITMOHOB IOJUIAPOB B TOJI TPATATCS HA MOBTOPHOE JICYEHUE MAILIMEHTOB C
pelMInBHBIME TaxoBbiMu Tpebkamu: [[llensxosckuit M. A., Yekmazos . A.,2002].

B pexomennmamusax EHS meron JluxtenmiTeiiHa W jamapo-3HAO0CKONMUYECKHUE
meronbl (TAIII/TOII) npennararoTcss Kak MPEANOYTUTETbHBIC BAapPUAHTHI JICUCHUS
MEPBUYHBIX OJJHOCTOPOHHUX MAXOBBIX IPHIK MPHU YCIOBHUH, YTO BPAUY-XUPYPT UMEET

JOCTAaTOYHBIA ONBIT B KOHKpeTHOW omepamuu [Simons M.P., Aufenacker T.et al.,

2009].



[Ipodeccop IlporacoB A.B. u jgpyrue coaBTOpbl YTBEPXKIAIOT, YTO
MPOTE3UPYIOLIME METOJUKH T€PHUOILIACTUKU MPOYHO 3aHSUIM JIMIUPYIOIEEe MECTO B
COBPEMEHHON XUPYPIUHU, CHU3UB YACTOTY PELMANBA I'PBIXK B cpeaHemM a0 4% [Mutun
C.E., HuctsakoB .b. u np.,2004; IIporacoB A.B u np coasr.,2016]. HecmoTps Ha
IIUPOKOE TMPUMEHEHUE CEeTYAThIX HMMIUIAHTOB B TE€PHHUOJIOTHH, CYIIECTBYET P
MPAKTUYECKUX BOIMPOCOB, KOTOPHIC MOIYAC BBHI3BIBAIOT COMHEHUS, Ta’K€ Y OMBITHBIX
xupyproB. OTHUM U3 HUX SBISETCS BHIOOP METO/1a (PUKCAIIMKM CETYATOTO UMILIAHTaTa
, OT aJICKBaTHOCTH KOTOPOTO B OOJIBIIIONW Mepe 3aBUCSAT PE3yJbTaThl OMEPATUBHOTO
neyenus [Novitsky Y.W., Harrel A.G., Crisiano J.A. et al.,2007]. B ugactHOCTH,
HajJexkHasg (PUKCalMs JTOJDKHA TPEMATCTBOBATh MUTPAIMU MPOTE3a U, TEM CaMbIM,
CHWXKaTh PUCK peuuauBa TrpbbDK. [loMumo 3TOTO, crioco0 Qukcanuu HMMILUIaHTaTa
JIOJDKEH OBbITh O€30MacHBIM U TMPEayNpekaaTh Pa3BUTHE XPOHUYECKOTO OO0JIEBOTO
CHUHJIpOMa B IOCJICOTIEPAIITMOHHOM IEPHOEe, YacTOTa KOTOPOTO MO JaHHBIM Pa3HbIX
aBTOpoB cocTaBisieT oT 10 1o 54% y nmepeHecmMX MaxoBYIO aJUIOT€PHHUOILIACTUKY
[Pycramos 2.I°,2010; Magnusson N., Hedberg M., Osterberg J. et al;2010].

[Ipoananu3upoBaB JiuTepaTypy, Mbl Hauuu 6onee yem 100 mccrnepoBanuii Ha
ATy TEeMy, pe3yibTaThl KOTOPBIX YXKe OMYyOJIMKOBAaHBI B PAa3HBIX PEHEH3UPYEMBIX
KypHajiax C pa3HBIMH MeToJaMu (UKCAIMU CHHTETUYECKUX HMMIUIAHTATOB 32
MOCIICTHUE TOBI, YTO MOATBEPKIAET AKTYyaIbHOCTh IPOOJIEMBI [0 BCEMY MUDY.

Crenennb pa3pa0OTaHHOCTH TeMbI. 10 CUX IOp omnepauus JluxTeHmTelHa
octaercs «30J0THIM CTaHAAPTOM», HECMOTPS Ha IIUPOKHUI BHIOOP pa3sHOOOpPA3HBIX
METOOUK IS OMNEPATUBHOTO JIEYEHUsS] NALHUEHTOB C IMaXOBbIMU Trpbbkamu. Ha
MOCJICONIEPAIIMOHHBIN PE3yNIbTAT, 10 HAIIMM HCCIIEIOBAHUSM, MOXKET BIUSATH BBHIOOD
TOTO WJIA MHOTO CETYATOTO MMIUIAHTaTa U MeToa ero (ukcanuu. OgHako, Hanboee
YacTO HUCMOJb3yEMbIM OCTAIOTCSl CETYAThle UMILJIAHTAThl HA OCHOBE MOJUIIPONUIICHA,
KOTOpPbIE€ BBI3BIBAIOT BBIPAKEHHYIO PEAKIUIO OKPYKAIOIIMX TKaHE HAa MHOPOJHOE
TEJO, B CJICACTBUU YET0, MOXKET Pa3BUTHCA TPYObIN COeTMHUTETLHOTKAaHHBINA pyoerr. C
LETBI0 YIYUIICHUS! PE3YJIbTaTOB XUPYPTrUUECKOr0 JEYSHUS] MHOTUE XUPYPrU CTalH
UCIIOJIB30BaTh Oec(hUKCAIIMOHHBIC BUBI CETUATHIX HMILIAHTATOB, TAKUX Kak Progrip u

Adhesix , koTopble JOCTATOYHO YaCTO MPUMEHSIOT B HEKOTOPBIX EBpomerckux



cTpaHaX. BTOpBIM CHOPHBEIM MOMEHTOM OCTAa€TCs CHOCO0 HamiIydiel (uKcauu

UMILIaHTarta. Jlo CHX IOp HET €MHOr0 MHEHHS O HAMIydlIeM MaTepuajle HMILIAHTATA

U crocobe ero pukcaruu.

MesxIy TeM OTCYTCTBYIOT PaboThl, JOCTOBEPHO JEMOHCTPHPYIOIIUE HANOOJIEE
ONTHMAJBHBIA CNOCO00B (PUKCALMM CETYATOr0 HMIUIAHTAHTA Yy IALUMEHTOB IIPH
IaXOBBIX TEPHUOIIACTUKAX TIEPETHUM JOCTYIIOM.

Takum 00pa3oM BO3HUKAET HEOOXOAUMOCTH IIPOBEJEHUS HUCCIIEJOBAHUS
HAIPABIEHHOTO HAa BBHIOOD ONTMMAJILHOTO BapHaHTa (PUKCALMM  CETYATBIX
MMIIIAHTATOB ITPU NAXOBHIX T€PHUOILIACTUKAX HEPEJIHUM JOCTYIIOM .

Ieab MccienoBaHusi: YIIydllleHHe Pe3yJIbTaTOB XUPYPrHYECKOrO JIEUEHMs
MAlMEHTOB C MaXOBBIMHM TPBDKAMH HYTEM ONTUMHU3ALMU CIOCO00B (HKCALMU
CeTYaTOro MMILIAHTATA IPU NAaXOBBIX FEPHUOIIACTHKAX TIEPETHUM JOCTYIIOM.

3apaum uccaeg0BaHUSA

1. OuEHUTh BO3MOKHOCTh NPHMEHEHMS B KIMHMYECKON MPAKTHKE FePHHOCTEILIEpa
Ui (PUKCALMM CETYATOrO MMILIAHTATA IIPU MAXOBBIX TEPHUOIIACTUKAX HEPETHUM
JIOCTYTIOM.

2. TIpoBecTu cpaBHMTENBHBII aHAIM3 MCIIONB30BAHMS T€PHUOCTEINIEPA C THTAHOBLIM
M a[cOPOUPYEMBIM TaKepaMy NpH (PUKCALUM CETYATOr0 UMILIAHTATA Y MALMEHTOB
C IIAXOBBIMH TEPHHOIIACTUKAMHU MEPEIHUM JTOCTYIIOM.

3. Ilposectu CpaBHUTEIBHBIIH aHaNus3 HCIIOJIb30BAHHUS METOJIOB
caMO(UKCHUpYIOMHUXC ceTdaThix ummaanTatoB Progrip™ u  Adhesix™ mpu
IIaXOBBIX TEPHUOILIACTUKAX IIEPEIHAM JOCTYIIOM.

4. TIpoBeCTH CpAaBHHTENLHBIA AHAIM3 HCIONB30BAHUA  CAMO(MHKCHPYIOIUXCS
CHHTETMYECKHMX UMIUIAHTATOB U MIOBHOM (DUKCALIUMM CHHTETUYECKUX UMILIAHTATOB
Y NAXOBBIX FEPHUOIUIACTHKAX IIEPEIHUM JOCTYIIOM.

5. IIpoBecTH CPaBHUTEILHBI aHAIN3 MCIOIb30BAHMS TE€PHUOCTEILIEPA U HUTH IS
(uKcauuM CeTYaTOro MMILIAHTATA IIPU IMAXOBBIX T'€PHHOILIACTHKAX IEPEIHUM
JIOCTYTIOM.

6. BelOparh ONTHMAbHBIM BapuaHT (MKCAUMH CHHTETHYECKMX HMILIAHTATOB

(repHuocTeriepaMu, caMO(QUKCHPYIOIUMUCS CETKAaMH W JIMTaTypHOH (uKcarmm)



U TIOJIYYHTh KJIMHUYCCKHE PEKOMEHIAIMU M0 MPHOPUTETaM (UKCAITMH CEeTYATHIX
UMITIAaHTATOB MPU OTKPHITON MaXOBOW Te€PHUOILIACTHKH.

Hayuynasi HOBU3HA HCCJIeI0BAHUSA

BriepBbie MpOBEICHO CpaBHGHHE MEXAYy IBYMS TUIIAMU TEPHHOCTEIIEpa C
TUTAHOBBIM W aJCOPOMPYEMBIM TaKepaMH, W BBHIOpAH ONTHMAJbHBI BapUaHT TMPH
¢uKcaMK CeTYaTOr0 MMIUIAHTATA y TAIlUEHTOB C IMaXOBBIMH T€PHUOTIUIACTUKAMH
NEPETHUM JTOCTYIIOM.

BriepBrie IPOBEJICH CPaBHUTCIIBHBIN aHaJH3 WCIIOJIb30BaHUS
caMouKCcUpyIOmMXCcs ceTyarhix ummiantatos  Progrip™ wu  Adhesix™ npu
OIIEpAaTUBHOM JICUCHUH TMAIMCHTOB C TTaXOBBIMU I'PBIXKaMU TIEPETHUM JTOCTYIIOM.

BriepBbie MpoBeACH CpPaBHUTCIBHBIA aHAIW3 HCIIOJIB30BAaHUS TPEX CIOCOOOB
¢uKcaMu CceT4aThIX HMMIUIAHTATOB. TEPHUOCTEILICPAMH, CaMO(DHKCHUPYIOIIMMUCS
CeTKaMH W JIUTaTypHOW (HKCAlMU TIPH TAXOBbIX T'C€PHHUOIIACTHKAX TICPEIHUM
JOCTYIIOM.

TeopeTnueckasi u npakTUYecKasi 3HAYMMOCTH PadoThI

ABTOpOM  mpoaeMoHCTpupoBaHa  A(G(EKTUBHOCTH W ONTUMAIBHOCTH
HCIIOJIB30BaHUS CaMO(DUKCUPYIOIIUXCS CETYaThIX MMILIaHTaToB  Progrip ™ wu
Adhesix ™ B kauecTBe anbTEpPHATMBHOTO MeTOJa (UKCAIMU HMIUIAHTATA IIPU
OTKpPBITOM TaxXOBOW TEPHUOIUIACTHKE KOTOPOE  IMO3BOJIMIIO COKPATHTh BpeMs

OIepaId, YaACTOTY PELUIUBOB U ITOCICONEPALMOHHBIX OCIOKHECHUH.

Jlokazano, 4To ucmonb3oBanue repHuocremiepa Covidien Absorbotack mms
duKcanMu CETKM TMPU OTKPBITOW IMAXOBOM TEPHUOIUIACTHKE IO3BOJSIET CHHU3UTH
CpellHee BpeMsl OTepallid W CHIDKAET YacTOTY IOCJICONEePAlMOHHBIX HEBPAITHI U

PELUIUBOB.

MGTOZIO.]'IOFI/IH N METOABbI HCCTICA0OBAHUA

Pabora BBINOJIHEHA B COOTBETCTBHU C NpuHOUIIaMA MW IIPpaBUJIaMH
I[OKaBaTCHBHOﬁ MCIAUIIMHBI HA OCHOBC COBPCMCHHBIX KIIMHHUYCCKHX, J'Ia60paTOpHBIX,
HHCTPYMCHTAJIbHBIX " CTaTUCTHUYCCKHUX MCTOJ0B HCCJICAOBAaHUA. OOBeKT

HCCICAOBAHUA - IAMMCHTBI C OJHOCTOPOHHHMMH IIaXOBBIMHU TI'PbIZKaMH. HpCI[MeT



UCCIICJIOBAHMS - CPaBHEHHE CIIOCOOOB (hPUKCAIMU CHHTETUYCCKUX MMILIAHTATOB TPHU
MaXOBbIX TEPHHUOILUIACTUKAX IMEPEIHUM JOCTYIIOM B XHUPYPTrHYECKOM OTACICHUHU
OMBA Kb Ne 85 r. Mockssl ¢ 2016 o 2020 r.

OcCHOBHbBIE MOJI0KEeHH, BBIHOCHMbIE HA 3aIHTY

1. HWcnonb3oBaHWE TEePHUOCTEILICPOB U (PUKCAIIMM CETYATOr0 HMIUIAHTATa IpPH
MaXOBbIX T'CPHUOIUIACTHKAX MEPEIHUM JOCTYIIOM IO METOoAMKe JIMXTeHIITeHHa
MO3BOJISICT 3HAYMTEIBHO YMEHBIIUTh BPEeMsl MPOBEACHHS XHPYPIHUYCCKOM
orepalyM, CHWKAET YPOBCHb IOCJICONEPANMOHHON OO0AM W  YMEHBIIAIOT
KOJIMYECTBO PEIICIUBOB.

2. Wcnonap30BaHUEe TEPHUOCTEIUIEPOB IS (DUKCAIMU CETYATOr0 HMMILIAHTAaTa IpH
MaXOBBIX T€PHUOILIACTHKAX TMEPEAHUM JOCTYIIOM 10 JIMXTEHIITEeHHY O3BOJISET B
OoJIbIIIEeH Mepe CTaHIapTH3UPOBAThH ONEPATHBHOE BMEIIATEILCTRO.

3. Her sBHBIX pa3jnuuuii MPH KCIOJB30BAHUU CaMO(MUKCHPYIOIIHMXCS MMILIAHTATOB
Progrip™ u Adhesix™ mouru Bo Bcex acneKkTax cpaBHEHUS.

4, Tlpu  cpaBHEHHMH  MEXIy  CaMO(DHKCUPYIOIIMMCS  WMIUIAHTaTOM |
TepHUOCTEIUIEPOM, HCITOJI30BaHNE CaMOPUKCUPYIOIUXCS CETYATHIX UMIUIAHTATOB
NPEBOCXOJAWT TEPHUOCTEIUIEP [0 MHOTHM AacleKTaM, OCOOCHHO BpEMEHHU
NPOBEACHUS XUPYPTUICCKON OTepaIiii  OTAaJEHHBIM pe3yabTaTaM.

CTeneHb TOCTOBEPHOCTH U JIMYHOE YYaCTHE aBTOpPa
Pesynbrarhl WCCIEIOBaHUS SIBJISFOTCS JOCTOBEPHBIMH , ITOJTBEPIKICHBI

OOJIBIIUM KOJMYECTBOM KIMHHYECKOTO MaTepuaia ¢ GOpMHPOBAHHEM Pa3HBIX TPYIIIT

WCCJICIOBAHHS, TPUMEHEHUEM COBPEMECHHBIX METOOB UCCIICIOBAHMS 1 KOPPEKTHBIMH

METO/IaMH CTaTUCTUUYECKON 00paboTku. CHopMynHpOBaHHBIE BBIBOJIBI, TIOJIOKEHUS U

PEKOMEHJIAIUU apTyMEHTHPOBAHBI U JIOTHYECKH BBITEKAIOT M3 CUCTEMHOIO aHaIu3a

Pe3yJbTaTOB BBHITIOJHEHHBIX MCCIICIOBAHU.

ABTOPOM JIMYHO TIPOBEACHO OOCJICIOBAaHWE W JICYCHHE BKJIFOUYCHHBIX B

UCCIIeIOBaHHE OOJIBHBIX, BBIITOJIHEHA CTATUCTHYECKAsT 00pabOTKa JaHHBIX C TOMOIIHIO

nporpamm Statistica 10.0, Microsoft Excel (MS Office), Statistics: Mann—Whitney U

test-OR u ananu3 pe3yabTaToOB UCCIICIOBAHMUS.



Anpobdanus padorTbl. Pe3ynpTaThl HcCieTOBaHUS U OCHOBHBIE ITOJIOKEHUS
JIUCCEPTALIMOHHON padOThl OBLIM OJIOKEHBI U OOCYXAEHBI Ha 3acelaHuu Kadeapsl
ONEPATUBHOM XUPYPruM M KiuHH4Yeckou anatomuu wum. MW.J[.Kupnatosckoro
MeauuuHckoro uHeturyta PYJIH 28 utonst 2021 r. OcHOBHbBIE pe3ysbTaThl pabOThI
npexacraBieHbl Ha 7 Poccuiickux KoH(epeHuusx, B ToM uucie «CoBpeMeHHas
napajurMa HayyHoro 3HaHUs: akTyaJIbHOCTb U nepcnekTuBbl» (r.Mocksa, 2019, 2020
u 2021 rr.); XVII Mexnynapoausiii EBpasuiickuii konrpecc xupypros (baky,
AzepOaiimxan, 2019); V HayuHo-mpakTHYecKas KoHpepeHIs «MexayHapoaHas
uHTerpanusi B cdepe XuMuUyeckoM U (apMalEBTUUECKONH MPOMBIIUICHHOCTH
(MockBa,  18.12.2020 71).; Xl International  scientific ~ conference
SCIENCE4HEALTH2021 (r. Mockga, 21-22 mas 2021 r.); V Bcepoccuiickuii chesn
repauosioros (r.Mocksa,02-03 nexabps 2021r).

BHeapeHnue B IPaKTHKY

OCHOBHBIE MOJIOKEHUS U BBIBOJIBI TUCCEPTALIMH UCTIOIB3YIOTCS B IPAKTUYECKOU
pabote xupyprudeckoro otaeneHuss ®MBA Kb Ne 85 r. Mockssl. Pe3ynbrars
JUCCEPTAIMOHHON pabOThl BHEJIPEHBI B YUEOHBIN Mpoliecc Ha Kadeape onepaTuBHON
XUPYPrud M KIWHWYECKOW aHatomMur uM. W.J[.KupnatoBCKOro MeIMIMHCKOTO
uactutyra PYJIH.

Ily6aukanuu. ITo maTtepuanam nuccepranuu onmyoaukoBaHo 10 pabot, U3 HUX
S5 craTed B JKypHaJlaX, BXOMSIIMX B TMepedyeHb, yTBepxkaeHHbIH BAK mpu
MUHHUCTEPCTBE OOpa3oBaHus U Hayk P®, B ToMm uymcine 3 crarbu, BXOIALIUX B
MEXIyHapOIHbI€ INTaTHO-aHATUTUYECKUE Oa3bl JaHHBIX SCOpPUS.

Ctpykrypa u o0bem auccepramum. Jluccepramus wusmoxkeHa Ha 152
CTPaHHLIaX MAIIMHOIKUCHOIO TEKCTa U COCTOUT U3 BBEAECHUS, S-H I1aB, OOCYKIEHUS
pPE3yIbTAaTOB M 3aKJIIOYEHHMsI, BBIBOJOB, CIIMCKA JUTEPATYPHl U CIIMCKA COKPAIICHUH.
Texct nmmroctpupoBan 60 pucynkamu, 7 rpadukaMu u 8 TaOIUIIAMU C KOHTPOJIBHOU

KapTOﬁ HCCICAOBAaHM HAa BCCX ITAIIMCHTOB, BOBJICYCHHBIX B pa60Ty.



I1.OcHoBHOE conep:xanus padoThl
MarepuaJjibl M METOABI HCCJIEOBAHUSA
KnnHanyeckuil MmaTepuan AUCCEpTalMOHHOW paOOThl OCHOBAaH Ha pe3yJbTaTax

XUPYPTrUYECKOro Je4eHHsI OOJBHBIX C MAXOBBIMU IPbIKAMU METOAAMH (PUKCALIMU MPU

nepeiHe  MaxoBOM  TIepHUOIUIACTHKE,  KOTOpble  OBbUIM  MPOBEAECHBI U

MIpOaHaTU3UpPOBaHbl HaMu B mepuon c siHBapsa 2016 r. mo amexabps 2020 r, Ha

KJIMHUYECKON 0aze kadeapbl onepaTUBHOM XUPYPruu U KIMHUYECKOW aHATOMHH WM.

N. 1. KupniaroBckoro meauunackoro nHctutyta PYJIH B Xupypruueckom oTaeleHUN

Kb Ne 85 ®MBA, Mocksa, Poccus.

[Ipoananu3upoBaHbl pe3yiabTaThl Xupyprudeckoro jedeHus 450 OONBHBIX C

OJIHOCTOPOHHUMHU NaXOBBIMU I'pbhkamMu.Tao. 1.

1. TIpoBenéH cpaBHUTENBHBIN aHAIN3 UCIIOIB30BaHUS TepHHOCTeIIepa «Covidien» B
rpynne A, repuuocremiepa «IIII1-Kazaup» B rpynne B ans onpenenenus
ONTUMAIBHOIO BbIOOpa MeEXAYy HHUMM JUIsl MCIOJNb30BAHHUA B JAJIbHEWIINX
KJIMHUYECKUX pekoMeHanusax. C 3TOM LEeNbl0 Mbl UCIIOJIb30BAIA IIPOCIIEKTUBHOE
UCCIIEOBAHUE.

2. TlpoBenéH CpaBHUTENBHBIA aHAJIM3 UCIIOJB30BAHUSA CaMO(pUKCUPYIOIICHCS
ceruathix uMmaantatos Progrip ™ B rpymne C u, camoukcupyromeiics ceTku
Adhesix™ B rpynne D s onpezeneHds ONTUMAIBHOIO BBIOOpA MEKTY HHMMH,
KOTOPBIN OyAE€T NCIOJIb30BAaThCSl B OKOHUATEIIbHOM CPAaBHEHUU B KAUECTBE METO/1a
¢ukcanun ceTdaThlx HUMIUIaHTaToB. C 93TOM 1eNbI0 MBI HCIOJIB30BAJIH
IIPOCIIEKTUBHOE UCCIIEA0OBAHNE.

3. IlpoBenéHn cpaBHUTENBHBIA aHAIM3  HCIOJIB30BaHHE CaM(UKCUPYIOMIUXCS
CeTyaThIX UMIUIAHTATOB B rpymme E u ceTok, puxkcupyembix HUTHIO, B rpymnmne F
IIPU  OTKPBITOM NAXOBOM TE€PHUOIUIACTHKE, JJIA OTOr0 MBI HCIIOJIb30BAIU
PETPOCIIEKTUBHOE UCCIIEA0OBAHUE.

4. TlpoBenéH cpaBHUTEIBHBIN aHAJIN3 UCIIOIL30BaHUS repHUOCTEIIepoB «Covidien»
B rpynmne G, ¢ ucnosib30BaHMeM HHUTH B rpynne H nus ¢uxcanum cerdaTsix

MMIUIAHTATOB IIPU OTKPBITOM NaxOBOW TrepHUOMIACTUKUA. C 3TOW LENBI0 MBI



10

HCIIOJIb30BAIN KOMOMHUPOBAHHOE IIPOCIIEKTUBHO-PETPOCIIEKTUBHOE
UCCIIEJOBAHHUE.

5. IlpoBenéH cpaBHUTENbHBIN aHANM3 TPEX CPYIII MALUEHTOB 110 METOJIaM (puKcanuu
IIPU OTKPBITOM MaxOBOM TePHUOIUIACTUKH MO JIMXTEHIUTEHHY (T€pHUOCTEILIEPHI-
rpymmna I, mBei(HuTE)-rpynmna K u camodukcupyromiascs cetka «Adhesix» -rpymma
J) nns BeiOOpa onTuManbHOrO BapuaHTa. B kadecTBe Merona Qukcauuu mpu
OTKPBITOM  MaxoBOW  TEPHHUOIJIACTUKE  MCIOJIb30BaJd  KOMOWHHUPOBAHHOE
PETPOCTIIEKTUBHO-MIPOCIIEKTUBHOE UccienoBanue). Tabauya 1.

Taoauua 1. Pacnpedenenue nauuenmoe no 2pynnam

First clinical trial | Second clinical third clinical trial Fourth clinical Fifth clinical trial
1) trial (2) (3) trial (4) (5)
Patie | Group | Group | Group | Group | Group Group Group | Group Group Group | Group
nt A B C D E F G H | J K
group
ing
Type | Prospe | prospe | prospe | prospe | retrospe | retrospe | prospe | retrospe | retrospe | prospe | Prospe
of ctive ctive ctive ctive ctive ctive ctive ctive ctive ctive ctive
study
Amo | 25 25 25 25 50 50 50 50 50 50 50
unt
of
patie
nts
Total | 50 50 100 100 150
amou
nt by
numb
ers
B IIEPBOM KIMHUYCCKOM HCCJIEAOBAaHNU, MBI HUCIIOJIB30BaJINU

TIOJTUTIPOTTHIICHOBYIO CETKY, KOTOPYIO (DHKCHpPOBAIHM C IOMOIIBI0 T€PHHOCTEILIEPA
«Covidien» nmu «I1II1-Ka3zanp».

Bo  BTOpoM  KIMHMYECKOM  HWCCJICIOBAaHWUM MBI  HCIIOJIb30Bau
camodukcupyromuecs cetkr Adhesix ™ wmmu Progrip ™, ¢uxcupys ux Tonsko ogHuM
mBoM (tiposinH 4/0).

B TperheM wWcclenOBaHWM MBI HCIIOJNB30BAIM JUJISL  TIEPBOM  TPYIIITBI
camodukcupyromytocs cetky Adhesix ™, puxcupyemyro ogaum msom (mposun 4/0),
a JUIsl BTOPOU TPYIITBI MBI UCTIOIH30BAIN TTOJTUITPOITHIICHOBYIO CETKY, (UKCUPYEMYIO

¢ moMoIIkko repauocteriepa «Covidien».,
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B d4eTBepTOM  KIMHHUYECKOM  MCCIEIOBAaHUM MBI  HCIOJIb30BAIH
MOJIUTIPONMIIEHOBYIO CETKY B 00€UX IPYIIAX C UCIOIb30BaHUEM IIBaMu (1poJinH 4/0)
B 0J{HOU Tpymme u reparocterwiep «Covidien Absorb» B npyroi rpymme.

B nsToM KIMHUYECKOM MCCIEA0BAHUM MBI HCIIOIb30BAIHU MOJIHUIPONUICHOBYIO
CeTKy C (puKcaleil HUTbIO B MEPBOM rpymme, ¢ (uKcaluueid repHUOCTEIIepoM BO

BTOpOH, 1 camodukcupyromeiics cetkoii Adhesix ™ B Tpetweii rpynme. Tabnuya 2

Taoauua 2. Memoowt pukcuuu cemuamuvix UMNRJIAHHIAM OB

First clinical trial Second clinical | third clinical trial Fourth clinical trial Fifth clinical trial
trial
Patien Group Group Group | Group | Group Group Group Group Group Group Group
t A B C D E F G H | J K
group
ing
Fixati | T.F* T.F* S.G. S.G. S.G. T.F* T.F* S.pF** S.pFx* S.G. T.F*
on Covidien PPP- M** M** M** M**
metho Kazan
d
Type Polyprop | Polyprop | Adhes | Progri | Adhes | Polyprop Polyprop Polyprop | Polyprop | Adhes | Polyprop
of ylene ylene ix p ix ylene ylene ylene ylene [ ylene
mesh Mesh Mesh Mesh Mesh Mesh Mesh Mesh
Type NO NO Single | Single | Single | NO NO prolene prolene Single | NO
of suture | suture | suture 4/0 4/0 suture
suture (Proli | (Proli | (Proli (Proli
ne ne ne ne
4/0) 4/0) 4/0) 4/0)
Amou | 25 25 25 25 50 50 50 50 50 50 50
nt of
patien
ts
Total | 50 50 100 100 150
amou
nt by
numb
ers
By 11,11 11,11 22,22 22,22 33,33
Perce
nt
Korna:

*T. F- uxcanus ceTku repHUOCTEIIIEPOM.
** S.G.M.- camoukcupyromascs ceTka.
*** S. F-llloBHas duxcarms.
Kpurepun nckinrodyeHus:

ITammmenTer <21 nim >71 rox.

bepemenHbIe TALIMEHTKH.

[TateHTsI ¢ IBYyCTOPOHHEN MAXOBOU I'PBIKEH.

B w0 bdoe

[TaneHTsI ¢ peUANBUPYIOIIMMU TPHIXKAMU.
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5. [IlaumeHTsl, OnepupOBaHHBIE B SKCTPEHHON XUPYPrHUH.
Pe3yabTaThl HCC/1€I0BAHUS M UX 00CY:KIEHUS
[TapaMeTpsl CpaBHEHHUS BO BCEX UCCIIEYEMBIX TPYIITIAX.
Hospital stays —konuuecTBO KOWKO/IeHb (BpeMsl TOCIIATATH3ALIMH).
Time of operation- mHUTENEHOCTD ONEpaIUy.

Postoperative complications - ociio)kHEHHUs B TTOCICONEPAIAOHHOM ITIEPHO/IE.

-l

Short-term complications (within 6 months) - ocnoxuenus mocie 6 MecsIEB.

B nepBoM kIMHHUYECKOM HCCIIeIOBaHUU TpU cpaBHeHUU Mexay «Covidien fixing

device» u «PPP-Kazan», Mbl cpaBHHIN JABE TPYIIIBI MAI[UCHTOB OMEPUPOBAHHBIX 10
metoauke Jluxrenmreitna: Group A (n=25) - ¢ ucnonszoBanuem «Covidien» u Group
B (n=25) — ¢ ucnons3oBanuem «I1II1-Kazaup».

Jlns cratuctukd Mbl ucnonb3oBanmu (Statistics: Mann—Whitney U test-OR),
nporpamMma Statistica 10.0, Microsoft Excel (MS Office).

B nepBoii rpynmne cpeaHuil Bo3pacT coctaBuia 51,4 roga nnsa 24 maiueHTOB
MY>KCKOTO ToJ1a ¥ |1 manmenTka »eHckoro noja. M3 Hux 15 manueHToB ¢ AMarHo3omM
JIEBOCTOPOHHSISI MaxoBasi rpeika U 10 U3 HUX ¢ MPABOCTOPOHHEN MaXOBOM T'PbDKEH.
CpenHee BpeMs omepalnu B 3TOW rpymme coctaBuiio 31,4 MUHYTBI IIpU CpEIHEM
npeObIBaHUH B cTariuoHape 4,1 ausl.

B 1o BpemMs kak BO BTOpO# rpyIine cpeaHuii Bo3pacT coctaBui 48,9 roaa, ais
24 manMeHTOB MYXKCKOTO 1oJia U | mamuenTKa >keHckoro nosia. M3 Hux 21 manueHT ¢
IMAarHO30M JIEBOCTOPOHHSISI MaxoBas TIpblka U 4 TMalMeHTa ¢ JIHarHo30M
MPaBOCTOPOHHSIST maxoBasi rpebka. CpenHee BpeMsl omepauud B 3TOW TpyIIe
coctaBuiio 41,3 MUHYTHI IPU CpeTHEM MPeObIBAHUY B cTalioHape 4,8 mHs.

1.1. KoaunuyecTBO KOiiKO/IeHb (BpeMsl TOCIIUTAIU3ALNHN).

300 400

il
=)

107 N=25 _ N=25
CpegHui padr= 29,28 CpeaHwi padr= 21,72

hospital stay
Bl 4 d
Aeys jepdsoy

)

Puc 1.Bpems rocnuranu3anuy y NallMEHTOB B IEPBOM U BTOPOU I'PYIIIBL.
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Mann-Whitney U test (C1=95%, p=0,055).

Oocyxnenune 1.1 IlanueHTsl, onepupOBaHHBIE B MEPBOIl TpyINIE MEHbILIE
MpoBeJ BpeMsi B O0JbHUIIE, YeM BO BTOpou rpymre (rpynmna A -4.1 ¥/n , rpynna B -
4.8 /1) XOTs JUIsl CTATUCTUKH HE CUUTAETCA SIBHBIM JIOCTOBEPHBIM Pa3IU4YHEM.

1.2. JIauTeJbHOCTH ONEePaAIlMU.

300 400

Q0

[=]
o
o

N=25 _ N=25 _
CpegHwui paHr= 34 24 CpegHui pavr= 16,76

@
=]
]
@
o

b
o
|

A
(=] o
uonesado Jo awn

time of operation

5]
o
|

Puc 2.JlnuTensHOCTh OnepalMyu B IEPBOM U BTOPOH TpyIIE.

Mann-Whitney U test (C1=95%, p<0,000)
Covidien (Group A): mean = 31,34, median = 35,0, Sd = 0,978
PPP-Kazan (Group B): mean = 41,28, median = 40, Sd = 1,762

O6cy:xnenue 1.2. VYV manueHTOB B MEPBOW TPYIIIE JIIUTEIBHOCTh ONEPAIMH
ropas3ao MEHbIIE.

1.3. OcJ10:kHEeHUS B MOCJI€0NEePANMOHHOM NepHoje.

Hus  (Group A) B mocieonepaliMoHHOM Tiepuojae 4  MalueHTa ¢
MOCJICONIEPAIIMOHHON 00JbI0, KOTOpas ObUTa KymUpOBaHAa aHAIbIe€THKAMHU, a Y BCEX
OCTaJbHBIX TAIMEHTOB 3TON TPYyMIbl OOJb MOCTETIEHHO yYMEHbBIIANACh NP MPUEME
HIIBC.

B 1o Bpems kak nns Group B B mocneoneparmonaom nepuosie 14 mamueHToB ¢
MOCJIeonepaliMoHHON 001110, 00JIb TOCTENEHHO yMeHbIanack ¢ nomouisio HITBC.

B (Group B) puck nocieonepannonsoii 60iu Boitre, yem B (Group A).

Group A: OR =0,150; CI 0,040 — 0,565, p = 0,003

Group B: OR =6,682; Cl 1,769 - 25,245, p = 0,003
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O6cyxnenune 1.3. KonuyecTBO OCIOXHEHHA B BHJIE MOCIECONEPALMOHHBIX
OoJieli B IepBOM rpymIie ropas3io MEHbIIIE, YeM BO BTOPOM T'PYIIIE.

1.4. OcaoxHeHHs mocje 6 MecsileB.

B (Group A) - 5 manueHTOB C ONIYIIIEHUEM HHOPOJIHOIO Tena, 0e3 KaKuX-JIn0o
peunauBoB. Hu olHOTO cilyyasi XpOHHYECKON 00JIU mocie 6 MecsIeB HaOII0IeHUs He
OBLIO.

B 1o Bpems kak B Group B - 12 marueHToOB ¢ omIylieHueM WHOPOJIHOTO Tea.
KpoMe Toro, 0e3 Kakux-aubo penuauBoB. Hu ogHOro ciyuyas XpoHUYECKOW 0oyin
rnociie 6 MecsieB HaOII0AeHNUS HE OBLIO.

O1ynieHne HHOPOJHOTO Tefa - npuMeHenue repurocteriepa «IIMTI-Kazanb»
(Group A) cBs3aHO ¢ MOBBINICHHBIM PUCKOM OIIYIICHHS WHOPOJHOTO Teja Imocie 6
Mecs1eB HAOTI0ICHUS.

Group A: OR =3,692; CI 1,052 - 12,957, p = 0.037

Group B: OR =0,271; C1 0,077 - 0,950, p = 0.037

Obcyxnenue 1.4. Ilpumenenue repuuocrerepa «lIIITI1-Ka3zanp» cBsi3aHo ¢
MOBBIIIEHHBIM PUCKOM OLIYIIEHUsI THOPOJHOIO Tesa mociie 6 MecsieB HabtoIeHu s,
T.€. MBI MOJKEM peKOMeHI0BaTh repuuocrerniep «Covidien fixing device» kak BbiOOp
pH (PUKCAIIUU CEeTYATHIX UMIUIAHTATOB Y MAIMEHTOB C MaXOBBIMU T€PHUOIIIIACTHKAMU
MepeHuM NOCTynoM. Ha crenyromeM pucyHKe Mbl MOXKEM BUJETh, KaK BBITJISIIUT

buKcalus ce4aToro MMILIaHTaTa ¢ MMOMOIIBIO TepHHOCTEeILIEpa. (puc 3).

Puc 3.®ukcanys ceT4aToro MMIUIAaHTATa C MTOMOIIBIO TEPHUOCTEILIEPA .
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Bo BTOpOM KIMHHUYECKOM MCCJICIOBAHUU MBI CpaBHUBAJIM HCIIOJIB30BAHHC

X™ B (Group C) u camodukcupyromencs ceTku

camodukcupyromerics cetkun Adhesi
Progrip™ B (Group D). O61ee konuuecTBo narueHTos -50.

B Group C mamueHThl, MpoonepupoBaHHbIE MO MeToAauke JIMXTeHIITeiHa ¢
ucrnoiab3oBaHueM camodukcupyromieiics cetku Adhesix™ - 25 nanueHToB.

B Group D namueHTsl, mpoonepupoBaHHbIE MO MeToauke JIuxTeHmTelHa ¢
UCIIOJIb30BaHUEM caMo(uKkcupytomeiics cetku Progrip™ - 25 nmanueHToB.

B nepBoii rpynmne cpeaHuii Bo3pacTt coctaBua 51,9 roga nng 23 manueHTOB
MY’KCKOTO TM0J1a U 2 MalMeHTa KeHCKoro noja. M3 Hux 19 nmanueHToB ¢ 1MarHo3oM
JIEBOCTOPOHHSISI IMaxoBasi Tpbka U 6 ¢ MPaBOCTOPOHHEHN MaxoBou rpeiken. CpegHee
BpEMS OTIEpAIlMH B TIEPBOM IPYIINE COCTABUIIO 25,7 MUHYTHI IPU CPEAHEM NMPEObLIBAHUM
B cranioHape 4,7 nus. B To Bpemst kak BO BTOPOU TPYIINE CPEITHUM BO3PACT COCTABUII
57,2 rona, niis 23 manMeHToB MY>KCKOTO 10J1a ¥ 2 MAIMEeHTOB KEHCKOTo moja. M3 Hux
15 mamueHTOB € HMArHO30M JIEBOCTOPOHHSS MaxoBas rpebka M 10 MamueHToB ¢
IMarHO30M IPaBOCTOPOHHSA NaxoBas rpebka. CpelnHee BpeMs ONEpallMd B 3TOU
rpytre coctaBmwiio 30,6 MUHYTHI TIPU CpeTHEM MIPEObIBAaHUY B CTallOHape 4,6 THS.

2.1. IauTeIbHOCTh Onepanun

IIpy cpaBHeHUM 2 TpyNN HCHOJB30BAICA KpuTepuih MaHHa-YUTHU IJis
HE3aBHCHUMBIX BBIOOPOK. AHAIU3 IMOKa3al JOCTOBEPHBIC Pa3IUyMs B IIUTEIBHOCTU
oneparuu (p<0,016). IIpu 3TOM TMOKa3aTEIN PACTIPEICIUIUCH CICTYIOMHUM 00Pa30oM:
Progrip™ — cpennss npogomkurensHocts onepamuu = 30,6, meaunana = 30, Sd =
1,615; ns rpynmsl ¢ ucroas3oBanueM Adhesix™ - cpegnee = 25,68, menuana = 27,0,
Sd =1,078.

Report: 30,6+1,615vs 25,68+1,078 min; U=190.5, p=0.016)

O6cyxnenue 2.1. J[MUTeNbHOCTH OMEpalvd TPH HCTOIB30BAHUHM CETKH

Adhesix™ MmeHbIIIe TOYTH HA 5 MUHYT B CPETHEM.
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Kputepun U MaHHa-YUTHM 4NA He3aBMCUMbIX BbiGopok
type of mesh

1 2

]
o
1

N= 25 N=25
CpegHuia paHr= 30,38 CpegHuia padr = 20,62

time of operation
N P ]
o 6 o
[
UL
0 OC o 09 08
uonelado jo awyy

o
|

T T T T T T T T T
120 10,0 8.0 6,0 40 2,0 0,0 20 4.0 6,0 8.0 100 120

YacroTa Yacrora

Bcero 50
U MaHHa-YuTHH 190,500
W Yunkokcouna 515,500
Crarucruka Kpurepns 190,500
CranpaprHan owmbka 50,816
CranpapTu3oBaHHaA cTaTMCTHKa -2 401
KpuTepua =

ACHMMNTOTHY. 3HY. (2-CTOPOHHMA 016
KpUTepwui) '

Puc 4 Kputepuiit Manna-YutHu 1151 He 3aBUCUMBIX BBIOOPOK

(TI/IH CCTUYATOIo UMILIaHTaTa U AJIMTCIBbHOCTD OHCpaHI/II/I).

2.2. KonuvyecTBO KOIKO/1eHb (BpeMsl TOCTIUTAIU3ANUM B 00JbHHIIE)

[To mpoAOIKUTENBHOCTH TOCIIUTATN3AUNA HET JOCTOBEPHBIX PA3NMUUNA CPEAU
stux rpynn (p=0,759). CpenHsisi AIUTENBHOCTh TOCHUTAIM3AMUA B TpYIIE, €
ucrnoiab3oBas Progrip™ = 4,56, menuana = 4,0, sd = 0,259; Adhesix - cpennee =
4,72, menuana = 5,0, sd = 0,339.

Report: 4,56+0,259 vs 4,72 £0,339 days; U=328, p=0.759

O6cy:xnenue 2.2. [To npoaomKUTETHHOCTH TOCTUTAIM3AIIUN HET IOCTOBEPHBIX

pasnuuui cpeau 3tux rpyni. Puc 5.
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Kpuntepmin U ManHHa-YMTHWM A4NA HeJasMcMbiIX BbiGopok
type of mesh

1 2
127 N= 25 N= 25 12
10— CpenHWa pasdr = 24 88 CpenHWwA pamr = 26,12 10
g 2] = 3
&= B
=
| o= o
0 B
22— 2
T
8.0
Yacrora Yacrora
Becero 50
U Manna-Yurum 328,000
W Yunkoxkcoua 653,000
Crarmcruka KpMrepun 328,000
CranpnaprHan omwmbxka 50,510
CrannapTMionaHHan CTaTHCTHKa 307
KpuTepun '
ACHMNTOTHM. 3HY. (2. CTOPOHHMA 759
KpuTepui) e

Puc 5.Kputepuit Manna-YuTHH 1719 HE3aBUCUMBIX BRIOOPOK

(TI/IH CCTYATOI'0O UMILJIAHTATa 1 BPCMA FOCHI/ITaJ'II/IBaIII/II/I).

2.3.0c¢/10:kHeHNsI B MOC/Ie0NePallMOHHOM TepHoje.

Husa  (Group C) - B moCieoNepaliMOHHOM TMEpHojAe 2 TMalueHTa ¢
MOCJICONEPAIIMOHHON 00JbI0, KOTOpasi ObUIa KymUpOBaHA aHaJbI'€THKAaMH, a Y BCEX
OCTaJIbHBIX MAIMEHTOB 3TOW TPYMIBI OOJIb MOCTEIIEHHO YMEHbBIIANACh MPU MPUEME
HIIBC. B 1o Bpems kak mius (Group D )- B mocieomnepanroHHOM Iepuoae y 2
MAIMEHTOB C TOCJCONEepalMOHHON 00JbI0, 0O0Jb TOCTENEHHO YMEHbINAIach C
nomoiiso HITBC.

I'pynna nmanueHToB ¢ ucnojab3oBanueM Progrip™
[Ipumenenue ceTyaThiX DAHAONPOTE30B Progrip™ He  yBelIMYMBAET PHUCK
nociieonepanronubix ooneit (OR = 1,000; CI 0,130 - 7,717; p=1.00).

[Tpumenenune ceTyaThix SHIONPOTE30B Progrip™ He accOMUpPOBAaHO C YBEIMYCHHEM
pHCKa OCJIOXXKHEHHS B 00jacTu onepanuonHor pansl. (OR = 1,087; CI 0,968 - 1,220;
p=0.149)

I'pynna mauueHToB ¢ ucnojb3osanueM Adhesix™.,

[Ipumenenue cetuatbix HHAONpoTe30B Adhesix™ He yBEJIMUMBAET PHUCK

nocireonepanronnsix ooneit (OR = 1,000; CI 0,130 - 7,717; p=1.00)
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[Ipumenenue cetuatbix 3Ha0npoTe30B Adhesix™ He acCOUMUPOBAHO C YBEIUUYECHHEM
pHUCKa oclioKHEHUsI B obyiactu onepanuronHoi pansl. (OR = 0,92; CI 0,820 - 1,033;
p=0.149)
O6cyxnenue 2.3. [IpumeHenrne o0oMX ceTyaThIX MMILUIAHTAHTOB Progrip™ u
Adhesix™ He yBeIMYHBAET PUCK TOCICONECPAIIMOHHBIX 0OJICH W HE acCOIMUPOBAH C
YBEIIMUCHUEM PUCKA OCJIOKHEHUS 00JIACTH OTICPAIIMOHHON PaHBI.
2.4.0cnoxxHeHns nocje 6 Mecsles.
Jiis (Group C) — Bce ManMeHThl HE MMEJIH OCJIOXHEHHUI HU PELIUIUBOB.
B 1o Bpems kak (Group D) - Bce maneHThI ObLIH YAOBICTBOPUTEIBHBIMH 0€3
KaKuX-IMOO OCJIIOKHEHHM, KpOME TOro, 0€3 KaKuX-Iu00 peluInBOB.
I'pynna nmauueHToB ¢ ucnojab3oBanueM Progrip™
— He ObuTO OTMEYEHO HM OJHOTO Cllydas kajlo0 Ha XpOHWYECKHe OONMM B 00yacTu
OTIepaIyy Mmociie 6 MecsIeB HaOII0ICHUS;

— He 6b110 OTMEUYEHO HU OJHOTO CITy4asi MOSIBICHHS YyBCTBA HHOPOJIHOTO Tella Iociie
6 Mecsi1eB HaOJII0ICHHUI;

— He Obul0 OTMEUYEHO HM OJHOTO Ciy4yass BOSHHUKHOBEHHUS CEPOM B JIOJITOCPOYHOM
NepPHOJIe MPU MPUMEHEHUHN CeTYAThIX UMILTAaHTOB Progrip™

I'pynna naunueHToB ¢ ucnoab3oBanneM Adhesix™

— He O6bUT0 OTMEYEHO HHM OJIHOTO ClIydas )ajlob Ha XpoHWYECKHe 00U B 00JacTH
orepanuu nocie 6 MecsiieB HaOIIOACHUS

— He ObUIO0 OTMEYEHO HM OJHOTO CIliydas TMOSIBICHHS YyBCTBAa WHOPOIHOTO Tela
rmociie 6 MecseB HaOIIOAECHNI

— He ObUTO OTMEYEHO HHM OJHOTO CITy4yasi BOSHUKHOBEHHUS CEPOM B JOJITOCPOYHOM
Mepro/ie P MPUMEHEHNUH ceTYaThiX UMILIaHTOB Adhesix™

Oo6cy:xknenue 2.4. Hcnomp3oBanme oOowx wuMminiaHTaHToB Adhesix™ wu
Progrip™ He noka3ajia HUKaKUX OCJIO)KHCHH TIPH HAOJIOJICHUH B TCUCHUU 6 MECSIIICB
(HM XpoHHWYECKHX 0OJIeH, HU OUTYIICHUH WHOPOTHOTO Tella, HU PEIHINB U HUKAKUX
IpyTrux ociokHeHwui). [1oBOAsS UTOT MBI MOKEM CKa3aTh, YTO HET SBHOTO Pa3IHIHS

Mexay wucnonb3oBaHueM Progrip™ u Adhesix™ mnodTu BO BCEX acleKkTax. Ha
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CJICaAyrOmeEM pUCYHKE Mbl MOKCM BUICTh, KaK BBITJTIAJUT CaMO(l)I/IKCI/IPYIOH_IaHCH CCTKa

BO BpeMs onepanuu . Puc.6.

Puc 6.Camoukcupyromuiics ceyaTblii UMIUIAHTAT BO BpEMsl Olepaluu.

B TpeTheM KIMHUYECKOM MCCIACAOBAHUM MBI IMPOBCJIN CPABHCHUC MCIKAY ABYM:A

rpynmnamu nanuenToB. Ooiiee konrdecTBo narueHToB 100 maueHToB.

Group E - mamumenTsl, mpoomnepupoBaHHBIE MO METOAWKE JIMXTeHITelHHa C
HCIIOJIb30BaHUEM CaMO(PUKCUPYIOMHUXCS UMITJIAHTATOB -50 MaIlueHToB.

Group F — mammeHThI, POONEPUPOBAHHBIE MO MeETOAWKE JIMXTeHITEelWHa ¢
WCIIOJIb30BaHUEM TEpHUOCTeIIepa Mg (UKCAIlMA CEeTYAThIX MMIUTaHaTaToB-50
MMaIllMEHTOB.

3.1. JnTeIbHOCTh ONEePaIuu .

IIpu ucnosb3oBanuu camopuKcHpyouieiics cerku -28,1 min.

IIpu ucnosib30BaHNHU repHHOCTEILIEPA -36.3 Min.

time of operation

%

40—

time of operation

a2 n
=]

operation technique

Puc 7. CpaBHeHue nnutenbHOCTH onepanuu B rpynnax E u F.
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[Ipu cpaBHeHHM 2 Tpynn NaMEHTOB MCIIOJIB30BAJICS KpUTEpUl MaHHa-YUTHU
JUTSI HE3aBUCUMBIX BBIOOPOK. AHAJIM3 MOKa3aJl JOCTOBEPHBIE pa3IUyusi BO BPEMEHU
oneparuu (p=0,0001). TIpu rToM nmokazaTenu pacpeaeIuInCh CIEeTYIOINM 00pa3oM:

Report: 46,4+ 3,130 vs 36,34 + 1,222 min; U=1972, p=0.0001

IIpu ucnoab3oBanum camodukcupywiueiicss cetkm — cpennee = 28,14,
Menuana = 28,5, Sd = 7,23; se = 1,495;

IIpu ncnob30BaHUM repHUOCTENIEpPa - cpearee = 36,34, meaunana = 35,0, Sd
= 8,64, se = 1,222.

O6cyxnenne 3.1. JInuTenbHOCT,  omepallud  MPU  MCHOJIb30BAHUU
caMO(DHKCUPYIOIIEHCsS CETKH MEHBIIE MOYTH HAa 8§ MUHYT, YeM IPU UCIOIH30BAaHUU
TaKepOB OT FEPHUOCTEILIEPA.

3.2.Koiiko/neHb (MPOAOIKUTENTBLHOCTH TOCTUTATN3AIUN)

B rpynne nanuentos E-4,6.

B rpynne nauuenTtos F-4,5.

[To mpoAOIKUTENBHOCTH TOCTIUTATN3AlUNA HET JOCTOBEPHBIX PA3NIMUUNA CPEAU
atux rpyni (p=0,627).

Report: 4,64+ 0,211 vs 4,48, £ 0,179 min; U=1181,5, p=0.627

IIpu ucnosib30Banuu camopukcupymoieiicsi cerku — Mean = 4,64, Me = 5,0,

Sd =1,495; se = 0,211.

IIpu ucnonb3oBaHuu repuuocreriepa - Mean = 4,48, Me = 5,0,

Sd = 1,265, se = 0,179.
Oocy:xkaenne 3.2. [1o npoaomKUTENBHOCTH TOCTIUTATU3AIMH HET TOCTOBEPHBIX

pasznuuuii cpeau 3Tux rpynm.Puc 8.

hospital stay

hospital stay
|

aaaaaaaaaaaaaaaaaa

Puc 8.11pogomKuTeTbHOCTh TOCTIMTAIN3AINN B 000UX TPYIIaX.
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3.3.0c¢J/105)kHeHHUs B TOCJI€0NePAllMIOHHOM MepHoe.
B (Group E)

— Ilpumenenne  caMOMUKCHPYIOIIMXCS ~ CETOK  HE  ACCOLMUPYIOTCA  C
nocieoneparronabiMu 6ossimMu (OR = 0,067; CI 0,024- 0,185; p=0.0001);

— TlpuMenenne caMO(DUKCUPYIOMIUXCS CETOK HE aCCOMMHUPYIOTCS C OCIOKHCHUSIMH
obnactu oneparronnoi pansl (OR =1,04; CI 0,98 - 1,10; p=0.47).

B (Group F)

— TlpuMeHeHHE TaKepOB HE CBSI3aHO C pUCKaMU IocieonepauoHHbix ooner (OR =
26,00; CI 9,803- 68,958; p=0.163);

— TlpuMeHeHHE TepHUOCTEIUIepa JUIS YKPEIUICHHSI CETKH HE acCCOIMUPYETCS C
ocJIo)HEeHUssMu objyactu omneparmonHoit pansl (OR = 0,980; CI 0,953 - 1,008;
p=0.314).

Oocy:xknenne 3.3. Hukakux sSIBHBIX pa3IHuuii B TIOCICONEPAIIIOHHOM MTEPUOIE

MEXIy TpyIIamM# HeT.

3.4. QOcuaoxHeHus nmocJie 6 Mecsiues.

Group E

— IlpumeHeHHe CaMOPUKCUPYIONINXCS CETOK HE aCCONMUPYIOTCS C XPOHUYCCKUMU
oomstmu B monrocpounoii nmepenekruse (OR = 0,475; CI 0,052 - 4,364; p=0.501);

— IlpumeHeHHE CaMOPUKCUPYIONIUXCS CETOK HE CBS3aHO C YYBCTBOM HWHOPOJIHOTO
Tena nocie 6 mecsieB Hadmoaenuii (OR = 0,828; Cl 0,757 - 0,906; p=0.002);

— Ilpumenenne caMOGUKCHPYIOIINXCS CETOK HE CBA3aHO C 00pa30BaHUEM CEPOM B
nonrocpounom nepuoe (OR = 0,980; Cl 0,953 - 1,008; p=0.307).

Group F

— IlpuMeHeHHne TakepoB HE CBS3aHO C XPOHMUYECKHUMH OOJSIMH B JIOJITOCPOYHOU
nepcrektuse (OR = 0,95; CI 0,908 - 0,994, p=0.108);
— TlpuMenenne TepHUOCTETUIepA JIJIS YKPEIUICHUS! CETKH aCCOIUUPYETCS C YyBCTBOM

MHOPOJIHOTO TeJia mocie 6 mecsane HaOmoaeHui (OR = 1,515; CI 1,242 - 1,849;

p=0.0001):
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— [IpumeHeHne TakepoB HE CBA3AHO ¢ 00OPa30BaHUEM CEPOM B JIOJITOCPOYHOM MTEPUOIE
(OR =0,980; C1 0,953 - 1,008; p=0.314.
Obcy:xxknenue 3.4. Ilpu 6-u wMecsax HaOIIOJICHUS, HCIOIL30BaHUE
TePHUOCTEIUICPOB W (DUKCAIUs TaKepaMH aCCOIUUPYETCS ¢ YYBCTBOM HHOPOJHOTO
Tena.

B yeTBepTOM KJIMHUYECKOM MCCIICIOBAHUU

MBI TMPOAHATU3UPOBAIA PE3YJIbTAThl JICUCHUS B JABYX TpYINax MaIlMEHTOB.
O6m1ee konuyecTBo nanueHToB - 100.
Group G - manMeHThl, MPOONEPUPOBAHHBIC MO METOAWKE JIMXTEHIITEelWHA ¢
UCITIOJIb30BaHUEM Te€pHHUOCTEIUIepa JIJisl PuKcauu ceTku - 50 marrueHToB.
Group H - manmeHThl, MPOONEPUPOBAHHBIE MO METOAWKE JIMXTeHIITEelWHA ¢
UCITOJIb30BAaHUEM HUTKH 111 UKCAIMU CeTKH - SO MaireHToB.
4.1. JInuTeJbHOCTH ONEpaIuM.
[Ipu cpaBHeHUU 00euwX TpYMI HCHOJIb30BAJICA KpUTepuili ManHa-
YUTHU 1J11 HE3aBUCUMBIX BBIOOPOK. AHAIU3 MOKa3all JOCTOBEPHBIE pa3inyusi BO
Bpemenu omnepauuu (p=0,082). Ilpu »5>TOM mMoOKazaTead pacnpeaeIINCh
CJICAYIOIIHUM 00pa3oM:

Report: 46,4+ 3,130 vs 36,34 £ 1,222 min; U=999, p=0.082

time of operation

80—

] &

time of operation

40

T

operation technique

Puc 9.CpaBHeHUSs IIUTEIIEHOCTH OTICPAIIHAH.
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C ucnons3oBanreM HUTKH - Mean = 46,4, Me = 40,0, Sd = 22,13, se = 3,130;

C ucnonb3oBaHWEM repHUOCTEIIEpa - cpennee = 36,34, meauana = 35,0, sd =
8,64, se =1,222.

O6cyxnenne 4.1, JIIuTeNbHOCTh,  OMEpallud  HPU  HUCHOJb30BAHUU
repHuocTeruiepa MeHbiie Ha 10 MHHYT, YeM JAIUTENBRHOCTH OMNEpalud TpHU
MCTIOIh30BaHUEM HUTKH JUTst pukcaryu ceTku. Puc 9.

4.2. Koau4ecTBO KOWKO/I€Hb.
[To mpoIOKUTENBPHOCTH TOCTTUTATTU3AIIMN HET JOCTOBEPHBIX Pa3INIUl CPEIH ITUX
rpym (p=0,786).
Report: 4,6+ 0,289 vs 4,48, £ 0,179 min; U=1288,5, p=0.786
[Tpu ucronbp30BaHMK HUTKH [T pukcaiuu ceTku- Mean = 4,6, Me = 4,0, Sd = 2,04,
se = 0,289.
[Tpu ucnonp3oBanuu repuunocrerviepa - Mean = 4,48, Me = 5,0, Sd = 1,265, se =
0,179

hospital stay

36

L7

T

T T
1 3

10,04

1

hospital stay

5,07

operation technique

Puc 10. InutensHOCTh TOCTIUTANH3AIIMN B OOJIBHUIIE B 00CUX TPYyIIax.

O6cy:xnenue 4.2. HeT 10CTOBEPHBIX pa3InUUii MKy UCTIOJIB30BAaHUEM 00CHX

METOJHK MO JJIMTEIBHOCTH rocuTann3anuu. Puc 10.
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4.3. OcioxXHeHMS B MOCJI€0NEePAIMOHHOM IepHo/Ie.

B rpynmne manweHTOB, B KOTOPOW MBI HCIOJB30BAM HUTKU I (DUKCAITUU
CETYATHIX UMILIAHTAHTOB:

— llpuMeHeHHe ceT4YaThIX DSHIONPOTE30B  (PUKCHPOBAHHBIX  Y3JIOBBIM  IIIBOM
JIOCTOBEPHO CBSI3aHO C pUCKaMM TMocieonepanuonnsix 6oneit (OR = 26,00; CI
9,803- 68,958; p=0.0001);

— TlpuMeHeHHe 1MIBa JIs YKPEIUICHHUS CETKH HE aCCOIMUPYETCS C OCIOXHEHUSMU B
obnactu oneparronnoit pansl (OR = 0,980; Cl 0,953 - 1,008; p=0.314).

Toraa kak B rpynie MaueHTOB, B KOTOPOW MBI UCTIOJIb30BAJIA TEPHUOCTEILIEP
JUTsE PUKCAIIMK CeTYAThIX UMILUTAHTAHTOB:

— TlpuMeHEHHE TakepoB HE CBS3aHO C PHUCKAMH ITOCIICONEPAIIMOHHBIX OOJIeH He
kyrmupytoruxcss HIIBC (OR = 26,00; CI 9,803- 68,958; p=0.163);

— IlpuMeHeHHME TepHUOCTEILIepa IS YKPEIUICHUS CEeTKH HE AacCCOIMHPYETCS C
OCJIO)KHEHUSIMU o0yiacTu omeparmonHoit pansl (OR = 0,980; CI 0,953 - 1,008;
p=0.314).

O6cy:xneHue 4.3. B nmociconepalliOHHOM TIEPHOJIE HCITOJIB30BAHUE
TePHHUOCTEILIepa Jy4dIlle B OTHOIICHUU IIOCJICONCPAIMOHHONW OOlM  4eM
MCII0JIb30BAaHMEM HUTKHU MIPH (PUKCALMH CETYATHIX UMILIAHTATOB.

4.4, OcaoxkHeHHs MOcjie 6 MecseB.

B (Group G)

— IlpumeHeHHE CeTYaThIX DJHAOMPOTE30B (HUKCHPOBAHHBIE Y3JOBBIM  IIIBOM
JIOCTOBEPHO CBS3aHO C XPOHHYECKOH 00JIbIO B JosrocpouHoi nepcnektuse (OR =
1,111; C1 1,013 - 1,219; p=0.001);

— IlpumeHeHHME Y3JIOBBIX IMBOB IS (PUKCAIIMHM CETOK HE CBS3aHO C YYBCTBOM
WHOPOJIHOTO Tena mocie 6 mecsuer Hadmoaeruit (OR = 0,830; CI 0,760 - 0,907;
p=0.002);

— IlpumeHeHHe y370BBIX IIBOB I (PUKCAIIMH CETOK HE CBSA3aHO C 0Opa30BaHHEM

cepoM B gosrocpounom nepuoje (OR = 1,042; C1 0,984 - 1,102; p=0.044).
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— B (Group H)

— IlpuMeHeHHe TakepoB HE CBSI3aHO C XPOHUYECKUMHU OOJISIMH B JOJITOCPOYHOMN
nepcrektuse (OR = 0,95; CI 0,908 - 0,994, p=0.108);

— Ilpumenenue repHuOCTEIIEpA AJI YKPEIUIEHUS CETKUA aCCOLIMMPYETCS C YyBCTBOM
WHOPOJIHOTO Tena nocie 6 mecsieB Haomoaennit (OR = 1,515; ClI 1,242 - 1,849;
p=0.0001);

— IlpumMeHeHHne TakepoB HE CBS3aHO C OOpa30BaHUEM CEPOM B JIOJITOCPOYHOM
nepuoje (OR =0,980; Cl 0,953 - 1,008; p=0.314).

O0cyxnenne 4.4. B OTHOUIEHMM TIOSABIICHHE XpPOHUYECKOW Oonmu -
UCIIOJIb30BaHUE TAKePOB JIyYllle, YeM HCIOIb30BaHUE HUTKU. B OTHOIIEHNU 4yBCTBa
WHOPOJHOIO TeJla - MCMOJIb30BaHHE HUTKU JIy4llle, YEM HCIOIb30BaHUE TakepoB. B
OTHOIIEHHE JIPYTUX OCJIOKHEHUM M PEUUIUBOB B HAIIEM HCCIEIOBAHUM -
UCIIOJIb30BaHNE 00EUX METOJUK JAET OJIMHAKOBBIN Pe3yJIbTar.

To ectp, wucHoONb30BaHHME TEPHUOCTEIUIEPOB C TakepamMu Uil (UKCaALUU
CeTYaThIX UMILJIAHTATOB IIPEBOCXOIUT UCIOIb30BAaHNE HUTKU BO MHOTUX acleKTax, HO
UMEET OTPULIATEIbHBIN PE3yJIbTAaT B HAOIIOJEHUH TOCe 6 MECSILEB U3-3a MOSIBICHUS
OLYLICHHUS] HHOPOJHOIO Tea.

B nsiToM KJIMHWUYECKOM UCCIEIOBAHUU, MBI TTpoaHanu3upoBaiu 150 nanueHToB

B TPEX rpynmnax.

Group | - mamueHThl, ONEpUPOBaHHBIE MO MeToauke JIMXTeHmTelHa ¢
UCTIOJIb30BAaHUEM HHUTKH JIIs ukcanuu cetku (Sutured mesh).

Group J — manmWeHThl, MPOOMEPUPOBAHBI MO METOAMKE JIMXTeHmTelHa ¢
UCTIONb30BaHUEM camopukcupyrorerics cetku (Self-gripping mesh).

Group K — mamwieHThl, TpOONEPUPOBAaHBI MO METOAMKE JIMXTeHIITEeHa ¢
UCTIOJb30BaHUEM repHHOCTeILIepa s ¢pukcaruu (Herniostaplers).

B Group | cpennmii Bo3pacT coctaBmi 54,2 roaa, 1t 47 MalyueHTOB MYKCKOTO
mojla M 3 mamueHTa >JKeHcKoro mosa. M3 Hux 28 manueHToB ¢ JHUAarHO30M
JIEBOCTOPOHHSISI NaxoBasi TpbhkKa U 22 U3 HUX C MPABOCTOPOHHEN MaXOBOM T'PBIKEH.
Cpennee BpeMs omnepanyvu B 3TOW Ipymnne cocTaBWwio 46,4 MUHYTBHI NPU CPEIHEM

npeObIBaHUU B cTaliuoHape 4,6 aHsl.
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B 1o Bpems kak B Group J cpemnuii Bo3pacT coctaBuin 54,6 roma, nus 46
MMAIMEHTOB MY>KCKOTO I0Ja U 4 ManueHTOB KEHCKOro noia. M3 Hux 34 nmanueHra c
JIMarHO30M JICBOCTOPOHHSSI MMaxoBas Trpbbka M 16 MalMeHTOB C JIMarHO30M
MPaBOCTOPOHHsIST maxoBasi rpebka. CpelnHee BpeMsi omnepalud B 3TOW TpyIIe
cocTaBuiio 36,3 MUHYTHI PU CpeTHEM MPeObIBAaHUM B cTallMoHape 4,6 THS.

A B Group K - cpennuii Bospact coctaBui 50,1 roma, maist 48 manueHTOB
MY>KCKOT'O TI0JIa U 2 TAIMEeHTOB KeHCKOro mnojia. M3 Hux 36 manueHToB ¢ TMarHo30M
JIEBOCTOPOHHSISI MaxoBasi Tpblka U 14 MalMEeHTOB C JUArHO30M IPaBOCTOPOHHSS
naxoBasi rpebka. CpeHee BpeMs Olepallud B 3TOW TPyIIe cocTaBuiIo 28,1 MUHYTHI
IpU CpeTHEM ITPeOBIBAaHUY B CTallMOHApe 4,5 THS.

5.1.  JInuTeabHOCTH OmMepanun

IIpu cpaBHEeHUU Tpex rpyni UCHoJIb30BasCs Kpurepuii Kpackana-Yommca nis
HE3aBUCHUMBIX BBIOOPOK. AHANM3 MOKa3aJl JOCTOBEPHBIC PA3IUUUS B JJTUTEIBHOCTH
oneparuu (p<0,0001). IIpu 3TOM MoKazaTenu pacrpeaeTuINCh CICIYIOINM 00pa3oM:

Report: H (2) = 30.214, df=2, p < 0.0001.

C ucnonn3oBaHueM camodukcupymoineiicss cetku — Mean = 28,14, Me =
28,5, Sd = 7,23.

C ucnoJsb3oBanueM HUTKH - Mean = 46,4, Me = 40,0, Sd = 22,13;

C ucnojib30BaHHEM repHUOCTeIUIepa - cpennee = 36,34, meauana = 35,0, Sd
= 8,64.

Obcyxnenue 5.1. JlnutenbHOCTH  Omepaluud € UCIOJIb30BAHUEM
caMO(UKCHUPYIOIICICS CEeTKHM MEHbIIIE, YeM IPH UCIOJIb30BaHUM TE€PHHUOCTEIIEpa U
HUTKHU JUTs1 GUKCAIIMH CETYATHIX UMILIAHTATOB.

5.2. KoanyecTtBO KOHKO/IeHb (IJUTEJbHOCTh TOCHHTAJIM3ALNH B

00JIbHUIIE)

CpenHsisi AIUTENbHOCTh TOCIUTAIN3AIUY B TPYIINAX:

Report: H (2) = 0.504, df=2, p =0,777.

[Tpu (self-gripping mesh) — Mean = 4,64, Me = 5,0, Sd = 1,495;

ITpu (sutured mesh ) - Mean = 4,6, Me = 4,0, Sd = 2,04;

ITpu (Tacks fixed mesh) - Mean = 4,48, Me = 5,0, Sd = 1,265.
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Oo6cy:xkaenue 5. 2. [1o mpoAOTKUTETBHOCTH TOCTIUTAIU3AIMY HET IOCTOBEPHBIX
pazmmuuii (p=0,777).

5.3. Oc/10:)KHEHHUS B MOCJIE0NEePANUOHHOM NepHUoe.

Hna Group | B mocineomepallioHHOM —Tmiepuojae 44  mamuweHTa ¢
MOCJICONEePAIIMOHHON 00JIbI0, KOTOpasi Oblla KymUpOBaHA aHAJIbI€THKAMH, a ¥ BCEX
OCTAJILHBIX TAIMEHTOB 3TOH TPYMIBI 0OJb TMOCTECIICHHO YMEHbBIIAJIACh NPH MPUEME
HIIBC.

B 1o Bpems kak mmsa Group J B mocrieoneparioHHOM Tepuojie 4 maiueHTa ¢
MOCJICONEPAIIMOHHON OO0JBI0, KYNMUPOBAHOW aHAJIbIeTUKAaMU, OOJb MOCTEIEHHO
yMeHbIanach ¢ nomouniso HITBC.

B Group K B nmnocneomnepalluoHHOM TiepuoAe y 18 mamueHToB C
MOCJICOTIEPAIIMOHHON 00JIbI0, KOTOPasi MOCTENEHHO YMEHbIanach ¢ nmomoiiso HITBC.

Ipu ucnoanzosanuu (Self-gripping Mesh)

— Ilpumenenne  caMO(QUKCHPYIOUIUXCS ~ CETOK  HE  aCCOLUUPYIOTCS €
nocieonepanuonasiMu 6o0sssmu (OR = 0,067; CI 0,024- 0,185; p=0.0001);

— Tlpumenenne caMODUKCUPYIOIIUXCS CETOK HE aCCOLMUPYIOTCS C OCIOKHEHUSIMHU
B oOJsiacTi oneparoHHo# pansl (OR = 1,04; CI1 0,98 - 1,10; p=0.47).

Ipu ucnoan3oBanuu (Sutured Fixation)

— IlpuMeHeHne ceTYaTBIX OHHAONPOTE30B (PUKCUPOBAHHBIC Y3JIOBHIMU IIIBAMH
JIOCTOBEPHO CBSI3aHO C puUckamu mocieonepannonueix 6oneir (OR = 26,00; CI
9,803- 68,958; p=0.0001);

— TlpuMenenwue mBa 1751 YKpEIUICHUS CETKU HE aCCOIMHUPYETCS ¢ OCIOKHEHHUSIMU B
obnactu oneparronHoi pansl (OR = 0,980; CI 0,953 - 1,008; p=0.314).

Ipu ucnoan3oBanuu (Tacks Fixation)

— IlpumeHeHHre TaKkepoB HE CBSA3aHO C pUCKaMM MocieonepaoHHbix 0omuei (OR =
26,00; CI 9,803- 68,958; p=0.163);

— IlpuMeHnenne TepHUOCTEIUIEpa ISl YKPEIUICHHWsS] CETKH HE aCCOIMUPYETCS C

OCJIOXKHEHHUSIMHU B obOstactu oneparnonHoi pansl (OR = 0,980; CI 0,953 - 1,008;

p=0.314).
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Oo0cyxnenne 5.3. Hcrnonb3oBaHue CcaMOPUKCHUPYIOIICHCS CETKH H
WCITOJIb30BaHUE TEPHUOCTETIIEpA HE CBA3aHO C PUCKAMH TIOCICOTICPAIIMOHHBIX OOJICH.
Hcnonp3oBaHue BceX TPEX BHIOB (DHKCAIIUU HE aCCOIMUPYETCS C OCIOKHCHHUSIMU B
00J1aCTH OINEepPalMOHHON PaHBbl.

5.4. OcJio)kHeHus1 mocje 6 MecsileB

Hns Group | — MBI 0OHaApYX UM 5 MAIMEHTOB C XPOHUYECKOM OOJbI0 U 2
HaIueHTa ¢ CepoMoii,0€3 PeIHIUBOB.

B 10 Bpemst kak B Group J — ocioxxHEHUI U PEIUIUBOB HE OBLIO.

Hst Group K — mMbr oOHapyxuiau 17 TanueHToB ¢ OIIYIICHHEM WHOPOIHOTO
Tesna, 6e3 peluIuBOB.

IIpu ucnoanzosanuu (Self-Gripping Mesh)

— TlpuMeHeHHEe CaMODHUKCUPYIOIIMXCS CETOK HE aCCOIMUPYIOTCS C XPOHUYCCKUMH
oosstmu B osrocpounoit nepenekruse (OR = 0,475; CI 0,052 - 4,364; p=0.501);

— Ilpumenenne caMOPUKCUPYIOMIMXCA CETOK HE CBA3AHO C YYBCTBOM HMHOPOIHOTO
Tela mocie 6 mecsaies Hadmoaenuit (OR = 0,828; C1 0,757 - 0,906; p=0.002);

— Tlpumenenne caMODUKCUPYIOIIUXCS CETOK HE CBSI3aHO C 0Opa30BaHHEM CEPOM B
nonrocpourom nepuozae (OR = 0,980; CI 0,953 - 1,008; p=0.307).

Ipu ucnoan3oBanuu (Sutured Mesh)

— IlpuMeHeHne ceTYaThIX DSHIONPOTE30B, (UKCUPOBAHHBI Y3JIOBBIMH IIIBAMH,
JIOCTOBEPHO CBSI3aHO C XPOHUUECKOU 00JIbI0 B H0dATOcpoyHoit nepcnektuse (OR =
1,111; C1 1,013 - 1,219; p=0.001);

— IlpuMenenne y3J70BBIX IIBOB JUIsi (PUKCAIIMM CETOK HE CBSI3aHO C YYBCTBOM
WHOPOJIHOTO Tena mocie 6 mecsies Haomoaennit (OR = 0,830; CI 0,760 - 0,907;
p=0.002);

— IlpuMeHeHHe Y3JIOBBIX IIBOB CETOK HE CBA3aHO C OOpa3oBaHUEM CEpOM B
nonrocpounom nepuoze (OR = 1,042; CI1 0,984 - 1,102; p=0.044).

Ipu ucnoanzoBanun (Tack Fixation)

— llpuMeHeHHE TakepoB HE CBSI3aHO C XPOHUYECKUMHU OOJSIMU B JOJATOCPOUHOM

nepcraektuse (OR = 0,95; CI 0,908 - 0,994; p=0.108);
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— TlpuMeHeHHe TepHUOCTETIIepA AT YKPETUICHUS CETKHA aCCOIIMUPYETCS C YYBCTBOM
WHOPOJIHOTO Tena nocie 6 mecsueB Haomoaenuit (OR = 1,515; CI 1,242 - 1,849;
p=0.0001);

— IlpuMeHeHHE TaKepoOB HE CBS3aHO C OOpa30BaHUEM CEPOM B JIOJITOCPOYHOM
nepuoae (OR = 0,980; CI1 0,953 - 1,008; p=0.314).

O0cyxnenune 5.4. Hcnonb3oBaHue CaMO(PUKCUPYIOIIUXCS CETOK  HE
ACCOIMHMPYETCS ¢ XPOHUYECCKUMHU OOJISIMU, HE CBS3aHO C YyBCTBOM HMHOPOJHOTO TeJia
Y HE TIPUBOJIUT HU K KAKUM OCIIOKHCHHSAM TI0CIIe 6 MECSIIEeB HAOTOACHH.

Hcnonp3oBanue TepHUOCTEIIEpA IS YKPEIUICHUS CETKH acCOIUUPYETCS C
YyBCTBOM MHOPOJIHOTO TeJIa Mocje 6 MecsIeB HaO 0 IeHUH.

[IpuMeHeHne ceTJyaThiX DHAONMPOTE30B, (UKCHUPOBAHHBIX Y3JIOBBIM IIBOM,

JAOCTOBEPHO CBs3aHO C XpOHH‘IGCKOﬁ 00JbI0 B HOHFOCpO‘IHOﬁ MCPCIICKTUBC.
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BoIBOABI
IIpy maxoBOW TEPHUOIIACTUKE IEPEAHUM JIOCTYIIOM C MCIOJIb30BaHUEM
repuuocreruiepa «Covidien» 1ocToBEpHO CHUKAeTCs Bpems ornepanuu Hal() MuH,
KOJIMYECTBO OCJIOKHEHUH B MOCJIEONEPALMOHHOM MEPHOJAE M OLIYLIECHUE
MHOpOAHOTO Tena o cpaBHeHUIO ¢ «IITTIT-Kazauby.
IIpy maxoBOM TIEPHUOIIACTUKE MEPEAHUM JOCTYIIOM C HCIIOJIb30BAaHUEM
camo(ukcupyromerocs wummuiantata  AdheSiX™  IMTEeIbHOCTh — OmepaIuu
CHU)KAETCsI B CPETHEM MOYTH Ha 5 MUHYT MO CPAaBHEHMIO ¢ UMIIaHTaTOM Progrip™.
Ilo IPOJOJKUTEIBHOCTH rOCIUTAIN3ALINH, YBEIUYEHUIO pHUcKa
MOCJICONIEPAIIMOHHBIX 00JIeH, YBEIMUEHUIO PHUCKA OCJIOKHEHUW W PEUUAMBOB
JOCTOBEPHBIX PA3INYUN CPEAU ITUX TPYIMI HET.
CpaBHUTEIBHBIN aHAJIU3 UCTOIB30BAHUS CAMO(DHUKCUPYIOIIUXCS UMILIAHTATA0B U
TEPHUOCTEIIEPA MOKAa3aJl, YTO JJIUTEIBHOCTh ONEpaluy MPU HCIOJIB30BAHUU
caMO(UKCUPYIONINXCS UMIIJIAHTATOB B CPEIHEM MEHBIIE Ha 8 MHUHYT, YeM IpH
UCIIOJBb30BaHUU TepHuocTemiepa. IIpoaoIDKUTENbHOCTh TOCIHUTANU3AUMNA  HE
umeer pazmuuuid. [lpy  6-u  MecsyHOM  HAONIOEHWH, UCIHOJIb30BAHHE
TePHUOCTEIUIEPOB ¢ (PUKcalnel TakepaMHl MOKET BBI3bIBATH YYBCTBO HHOPOHOTO
tena B 1 % cioydaes.
[Ipy cpaBHUTENHHOM aHAJIW3€ TEPHUOIUIACTHKU C HCIOIb30BaHUEM (UKCAIUH
UMIUTAHTaTa HUTHIO, TEPHUOCTEIUIEPOM M CaMO(DUKCUPYIOIIMMCS HMIUIAHTATOM
MaKCHUMaJIbHOE BpEMs ONEPAIMH - MPU HMCTOIb30BaHUM HUTSHOUN (ukcaruu. [lo
MPOAOJDKUTENBHOCTH TOCIUTAIIN3AUUU JOCTOBEPHBIX pa3nuuuid HeT. [Ipumenenue
CETYAThIX UMILJIAHTATOB (DUKCUPOBAHHBIX Y3JIOBHIM IIIBOM, JIOCTOBEPHO CBS3aHO C
XPOHUYECKOM O0JIbIO B JOJTOCPOYHOM MEPCIIEKTUBE.
IIpakTHyecKkue peKOMeH AU
[Ipyr BBIIONMHEHMHM ONEpalMM TEPHUOILIACTUKHU IO TMOBOAY MaXOBOM TI'PBIKHU

HamboJee ONpPaBIaHO UCTIOIH30BaHNE CaMO(PDUKCUPIONIETOCS NMILUIAHTATa THITA

Progrip™ u Adhesix™,
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HpI/I BBIIIOJIHCHUHW  I'CPHUOIUIACTHKM 10 IIOBOAY IaxoBOM I'PbDKH  C
HCIIOJIB30BaHUEM T'CPHUOCTEINIEPA HAMIYYIIHUEC PE3YJIbTaThl MPU MPUMECHCHHUU
«Covidien Absorb tack ».
[Ipu BBINOJIHEHWH T'€PHUOIIACTUKH MO MOBOJAY MAaXOBOW I'PhIKU MPU BBIOOpE
MEXAYy MeToJaMH  (UKCcAlMM  CaMO(PUKCHPYIOIIMMCS  HMMIUIAHTATOM,
ICPHUOCTCIIIICPOM nu HHUTBHHO MMpeAITIOYTCHHC ciaenyer OoTaaBaTh
C&MO(I)I/IKCI/IPYIO]_HI/IMCSI HUMJIAHTATaM ,ad 3aTCM I'CPHUOCTCILIICPAM.

Cnucok padoT, ony0JIMKOBAHHBIX 10 TeMe UCCJIeIOBAHUSA:
. M.S.F. Mekhaeel. Self-gripping mesh as a fixation method in open inguinal
hernioplasty. / M.S.F. Mekhaeel, A.V. Protasov, M.N. Navid. / CoBpemeHHas
ImapaanurMa Hay4YHOro 3HaHU:A AKTyaJ'IBHOCTB N IICPCIICKTUBHI. C60pHI/IK cTaTeu.
C107-111. 2020.
. Mekhaeel M.S.F. Giant inguinoscrotal hernia. / Protasov A.V., Kulakova A.L.,
Dzhabiev A.A., Mekhaeel M.S.F.//Bectauk Poccuiickoro yHHBEpCHTETa
npy)0b1 HapoaoB. Cepusi: Menuuuna. - M.: Poccuiickuii yHUBEpPCUTET IPYKOBI
HapoioB - Nel - C.66-72, 2021.
. Mekhaeel Shehata Fakhry. The use of Self-Locking implants in the open
treatment of patients with large and giant Peri-Incisional ventral hernias.
/ Protasov A.V., Evloeva L.A., Mekhaeel Shehata Fakhry, Dzhabiev Ayaz A.,
Navid M.N.//International Journal of Engineering Trends and Technology
(JETT). - K.: SSRG - Ne7 - C.69-72.2020.
. Navid M.N. Experience of self-gripping mesh in open inguinal hernioplasty. /
Navid M.N., Protasov A.V., Mekhaeel M.SH. F., Titarov D.L.//Abstracts of the
XVIII International Euroasian Congress of surgery. C 119-122 .2019 .
. Protasov Andrey Vitalievich. Use of Botulinum toxin Type A in giant ventral
postoperative hernia. / Protasov Andrey Vitalievich,Podolskiy Mikhail
Yurivich,Mekhaeel Shehata Fakhry Mekhaeel.//Annals of African Surgery
18(4). 2021.
. Shehata Fakhry Mekhaeel Mekhaeel. Inguinal hernioplasty with various mesh
fixation methods. / Shehata Fakhry Mekhaeel Mekhaeel, E.A. Notina, I.A.
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Bykova. //Tlapagurma Hay4yHOTO 3HAHMS. AaKTYaJllbHOCTh M TPECICKTUBHI:
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7. Mekxaeaap M.II.®. A Complicated Case of Inguinoscrotal Hernia./
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npecnekTuBbl: COopHuk crateit. Ne- C.111-113. 2020.

8. Mekxaeanb Mekxaednb Illexata @akxpu. CpaBHUTENbHAA XapaKTepPUCTUKA
MmetozoB Onlay u inlay mpu mymounsix rpeikax./ [IporacoB A.B., M6parumos
D.C.ormer, JIxabmeB A.A. ornel, Mekxaedar Mekxaedanr Illexara
daxxpu.//CoBpeMeHHass HayKa: aKTyaJbHbIE MPOOJIEMbl TEOPUU U MPAKTHKHU.
Cepusi: EcTecTBeHHBIE M TeXHMUYeCKHE Hayku. - M.: Hayunble TexHonoruu -
Nel2 - C.225-227. 2020.

9. Mekxaesab Illexata ®axxpm Mekxaedab. COBpEMEHHbBIE METObI
XUpypruyeckoro JedeHus maxoBod rpeiku./ [IporacoB A.B., Mekxaedb
Illexara dakxpu Mexkxaedb, Kymakosa AJL, N6parumon
3.C.orubl.//CoBpeMeHHas HayKa: akTyalbHbIE MTPOOJIEMbl TEOPUU U MPAKTUKH.
Cepusti: EctecTBeHHBIC M TexHUUecKHe Hayku. Ne8: 199-201. 2021.

10.Mexana Illexata ®axpum Mexaua. I[IpuMuHeHHE aHTUOHWOTKOB MpH
pasnmuunbix oneparuax./ Xemupu WMoparum ,Mexamn Illexara daxpu
Mexauwi, Aiit AMupat Axcen AmuH.//CripaBOYHUK Bpaya 00111ei mpakTUKH. .Ne
5-2021 ctp 46-50. 2021.

CIIUCOK COKPAIIIEHUH
EHS-European Hernia Society- EBporiefickoe 001iecTBO TepHUOIOTHH.
G.F-Glue fixation-®ukcarysi ¢ MOMOIIBIO KIiesl.
S.G.M-self-gripping mesh-Camdukcupyronuecs: ceyaTblXx IMILIAHTAHTOB.
S.M-sutured mesh (fixing the mesh with a thread)-IllosHas pukcarus.
SSI- Surgical Site Infection- PaneBas uadexius.
T.F-Tack fixation - Fixing with the help of the herniostaplers- ®wuxcarmus
TakepaMu - OuUKcanus ¢ MOMOIBIO T€PHUOCTEIIEPOB.

TAPP-TAIIII- TpancabaomuHanbHas mpenepuToHeanbHas iacTuKa

TEP-TOII- TotanbHas sKcTpanepuToHealIbHasi TEPHUOIIACTUKA
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PE3IOME

KaHauaaTrckon auccepranuu Mexxaedab Mekxaedab Illexara ®daxxpu
«CpaBHeHHe cn0c000B GUKCALMM CHHTETHYECKUX MMILUIAHTATOB NPH MAXOBBIX
FePHUOILIACTUKAX MEPEeIHUM JO0CTYIIOM>»

B 1mucceprallMOHHOM MCCIEIOBAaHUM IIPOBEAEH CpPAaBHUTEIBbHBIM AaHaAJIU3
Croco00B (PUKCAIMU CeYaThIX UMILIAHTATOB MPH MMAXOBOU FePHUOIIIIACTHKE TEPETHUM
noctynowm. [IpennoxxeH 1 BHEPEH TepHUOCTEIIEP U (PUKCALIUS CEYaThIX UMILJIAHTATOB
TEPHUOCTEILUIEPOM JUII  OTKPBITOM I1aXOBOW TrepHUoIIacTUkKu. Ha ocHoBaHuu
NOJIYYEHHBIX JIAaHHBIX CJeJaHbl BBIBOABI 00 ONTHMAaJbHOM BBIOOpE CMOCOOOB
¢ukcanMu cevyaTrblX UMIUIAHTATOB MpPH IaXOBOW TE€PHUOIUIACTUKE IO METOIUKE
JIuxrenmreitHa. IlokazaHo, 4TO B KayecTBE ONTUMAJIBHOIO BapHaHTa (ukcanuu
CeTYaThIX UMIUIAHTATOB IIPU [1aXOBOW I'€PHUOIIACTUKE IIEPEAHUM JIOCTYIIOM CIEAYET
BBIOMpPATh CaMO(QUKCHPYIOIINECS CETKH , a TepHUOCTEIUIEp - KaK BTOPOM BapHaHT
(uKcanuy ceTyaThbIX UMIIJIAHTATOB.

SUMMARY

Of the PhD thesis ""Mesh fixation methods during open inguinal
hernioplasty ""by Mekhaeel Mekhaeel Shehata Fakhry.

In the PhD research, a comparative analysis of mesh fixation methods during
inguinal hernioplasty by anterior approach was carried out. A herniostapler and fixation
of the mesh by tacks for open inguinal hernioplasty have been proposed and
implemented. Based on the data obtained, Conclusions were done about the optimal
choice of mesh fixation methods during inguinal hernioplasty according to
Liechtenstein. It is indicated, to choose self-gripping meshes as the best option which
are fixed only with one suture, and herniostapler as the second choice for fixing mesh

implants in inguinal hernioplasty with an anterior approach.
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l. GENERAL DESCRIPTION OF DISSERTATION

Relevance of the problem. Inguinal hernia is considered the most common
surgical diseases requiring surgical intervention. Developing surgical techniques
aimed at eliminating this pathology has a long history. [Sajid M.S., Krakiunas L.,
Singh K.K., Sainz P., Baig M.K., 2013].

There are over 300 inguinal hernia repair methods. Many complications (up
to 60%) and recurrence after surgical interventions as simple (up to 20%) as
complicated (up to 40%) inguinal hernias corresponds to this unresolved problem.
[Zhebrovsky V.V., 2005; Nyhus L.M., Klein M.S., Rogers F.B., 1991]. In the early
70s, I.L. Lichtenstein developed the tension-free hernia repair technique for all types
of inguinal hernias. [Lichtenstein I.L., Shulman A.G., Amid P.K., 1993], and now
the Liechtenstein operation has become the gold standard for the surgical treatment
of patients with anterior inguinal hernia repair [Simons MP, Aufenacker T, et al.,
2009].

The Russian guidelines by the Russian Hernia Society for inguinal hernia
(approved by the Ministry of Health of the Russian Federation, 2021) approved that
inguinal hernias are observed more often in men than in women [Lavrova T.F.,
1979., RHS.2021]. In planned operations for inguinal hernias, the first place among
all operations remaining Lichtenstein operation [Chizhov D.V. et al., 2004].

In Russia, there are about 150 thousand operations per year done by classical
methods. Recurrence occurs in 10-15% of all patients operated on for this reason.
More than 28 million dollars per year are spent on the redo of this operation for
patients with recurrent inguinal hernias. [Shelyakhovsky I.A., Chekmazov I.A.,
2002].

In the European Hernia Society recommendation, the Lichtenstein method,
and laparo-endoscopic techniques (TAPP/TEP) are considered the possible options

for the treatment of primary unilateral inguinal hernias, in case if the surgeon has
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sufficient experience in a particular operation [Simons MP, Aufenacker T. et al.,
2009].

Professor Protasov A.V. and other authors claim that prosthetic hernioplasty
techniques have firmly taken the most important place in modern surgery, reducing
the frequency of hernia recurrence to an average of 4% [Mitin S.E., Chistyakov D.B.
etal., 2004; Protasov A.V. etal., 2016]. Despite the widespread use of mesh implants
in herniology, there are several practical issues that raise doubts, even among
experienced surgeons. One of them is the choice of the mesh fixation method,
depending on the adequacy of many factors that cause the acceleration of surgical
intervention [Novitsky Y.W., Harrel A.G., Crisiano J.A. et al., 2007]. In particular,
secure fixation should prevent mesh migration and thus reduce the risk of hernia
recurrence. In addition, the method of mesh fixation should be safe and prevent the
development of chronic pain syndrome in the postoperative period, the frequency of
which, according to different authors, ranges from 10 to 54% in those who
underwent inguinal allohernioplasty. [Rustamov E.G., 2010; Magnusson N.,
Hedberg M., Osterberg J. et al.; 2010].

Literature review. After analyzing the literature, we found more than 100
studies around this topic, the results of which have already been published in various
peer-reviewed journals with different mesh fixation methods for open inguinal
hernia repair in recent years, which confirms the relevance of the problem around
the world.

Degree of development of the topic. At present, despite the wide choice of
different surgical techniques for the open surgical treatment of patients with inguinal
hernias, the Liechtenstein operation remains the "Gold Standard". According to our
research, the choice of one or another mesh implant and the method of its fixation
can influence the postoperative results.

However, mesh implants based on polypropylene remain the most frequently
used, which cause a pronounced reaction of surrounding tissues to a foreign body,
because of which a rough connective tissue scar may develop. To improve the results

of surgical treatment, many surgeons and researchers use other types of mesh
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implants, such as Adhesix and Progrip, which are quite often used in a lot of

European countries. The second point of attention is the method of best fixation for

the mesh implants. There is still no consensus on the best mesh material and how to

fix it.

Meanwhile, there are no works that reliably demonstrate the most optimal
method for fixing a mesh implant in patients with inguinal hernioplasty using an
anterior approach.

Thus, there is a need to conduct a study aimed at choosing the optimal choice
for mesh fixation during inguinal hernioplasty using the anterior Liechtenstein
approach.

The purpose of research is to improve the results of surgical treatment in
patients with inguinal hernias by optimizing the mesh fixation methods in open
inguinal hernioplasty.

The research objectives
1. To evaluate the possibility of using a herniostapler in clinical practice for mesh

fixation in inguinal hernioplasty using an anterior approach.

2. Comparative analysis of the use of a herniostapler with titanium and adsorbed
tack in fixing a mesh implant for patients with inguinal hernioplasty using an
anterior approach.

3. Comparing between using ProGrip™ versus Adhesix™ mesh during anterior
inguinal hernioplasty.

4. Comparative study between using self-gripping meshes and sutured meshes
during open inguinal hernioplasty.

5. Comparative study between using herniostaplers versus using sutures for mesh
fixation in anterior inguinal hernia repair.

6. Choose the optimal fixation choice from (herniostaplers, sutures, or self -fixing
mesh) and obtain the clinical recommendation by priorities for mesh fixation

during open inguinal hernia repair.



The scientific novelty.

For the first time, a comparison was made between two types of herniostapler
(with titanium and with adsorbable tacks) for mesh fixation during open inguinal
hernioplasty for patients with unilateral inguinal hernias and choose the optimal

variant from them.

Comparing between using Progrip ™ and Adhesix ™ self-gripping mesh and
choosing the optimal one to work with. Comparing between using self-gripping
meshes and sutured meshes with tacked fixed meshes.

A comparative characteristic is made between the usage of the classic
Lichtenstein operation with the use of suture as a method of fixation and two other
methods (the use of a herniastaplers with fixing by tacks and the use of a self-fixing
mesh fixed by a single suture) during open inguinal hernia repair.

The theoretical and practical significance of the work. The author demonstrated
the effectiveness and optimality of using Progrip ™ and Adhesix ™ self-gripping
mesh implants as an alternative method of mesh fixation in open inguinal
hernioplasty, which reduced the time of surgery, the frequency of relapses and

postoperative complications.

It has been proven that the use of the Covidien Absorbotack R herniostapler
for mesh fixation in open inguinal hernioplasty can reduce the average operation

time and reduce the incidence of postoperative neuralgia and relapses.
Methodology and research methods

The research was performed according to the principles and rules of evidence-
based medicine based on modern clinical, laboratory, instrumental and statistical
research methods. The object of the study were patients with unilateral inguinal
hernias. The subject of the study was comparing the mesh fixation methods for
patients with inguinal hernioplasty by using the anterior approach in the surgical
department of the clinical federal hospital No. 85 in Moscow from 2016 to 2020.
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Main provisions for the PhD defense

1. The introduction of herniostaplers for mesh fixation during open inguinal
hernioplasty using the anterior Liechtenstein approach can significantly reduce
the time of the surgical operation, reduce the level of postoperative pain, and
reduce the recurrence rate.

2. The introduction of herniastaplers for fixing a mesh in inguinal hernioplasty by
using the anterior approach according to Liechtenstein makes it possible to more
standardization of the surgical intervention.

3. There is no clear difference between Progrip™ and Adhesix ™ self-gripping
meshes in almost all aspects of the comparison.

4. By comparing between a self-gripping meshes and a herniostapler, the use of a
self-gripping mesh is superior to a herniostapler in many aspects, especially the

time of operation and long-term results.

The degree of reliability and personal participation of the author.

The results of the study are reliable, confirmed by a large amount of clinical
material with the formation of various research groups, modern research methods
and correct methods of statistical processing. The formulated conclusions,
provisions and recommendations are reasoned and follow logically from a
systematic analysis of the results of the studies performed.

The author personally examined and treated the patients included in the study,
performed statistical data processing using Statistica 10.0, Microsoft Excel (MS
Office), Statistics: Mann—Whitney U test-OR and analyzed the results of the study.

Approbation of research results. The results of the study and the main
provisions of the dissertation work were reported and discussed at the Department
meeting (the Department of Operative Surgery and Clinical Anatomy named by I.D.
Kirpatovsky of the RUDN university) on June 28, 2021. The main results of the
work were presented at 7 Russian conferences, including “The modern paradigm of
scientific knowledge: relevance and prospects” (Moscow, 2019, 2020 and 2021);
XVIII International Eurasian Congress of Surgeons (Baku, Azerbaijan, 2019); V
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Scientific and Practical Conference "International Integration in the Chemical and
Pharmaceutical Industry” (Moscow, December 18, 2020); XIlI International
scientific conference SCIENCE4HEALTH2021 (Moscow, May 21-22, 2021); V
All-Russian Congress of Herniologists (Moscow, December 02-03, 2021).

Implementation in the practice

The main provisions and conclusions of the dissertation are used in the
practical work of the surgical department of the hospital No. 85 in Moscow. The
results of the dissertation work are introduced into the educational process at the
Department of Operative Surgery and Clinical Anatomy named after I.D.
Kirpatovsky Medical Institute of RUDN University.

Publications. Based on the materials of the dissertation, 10 papers were
published, of which 5 papers were in journals included in the list approved by the
Higher Attestation Commission of the Ministry of Education and Sciences of the
Russian Federation, including 3 papers included in the international citation and
analytical databases Scopus.

The structure and volume of the thesis. The dissertation is presented on 152
pages of typewritten text and consists of an introduction, 5 chapters, a discussion of
the results and conclusions, practical recommendations, a list of references and
sources, and an abbreviation list. The text is illustrated with 60 figures, 7 graphs, and
8 tables with a control chart of the study on all patients involved in the work.

I1.Contents of the work
Materials and methods of research.

The clinical material of the thesis is based on the results of surgical
intervention for patients with inguinal hernias according to mesh fixation methods
for anterior inguinal hernioplasty, which were performed or analyzed by us in the
period from January 2016 to December 2020, at the clinical base of the Department
of Operative Surgery and Clinical Anatomy, namely I. D. Kirpatovsky of Medical
Institute RUDN university in the surgical department of the Clinical Hospital
No. 85 FMBA, Moscow, Russia.
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The results of surgical intervention of 450 patients with unilateral inguinal
hernias were analyzed. Table 1.
1. A comparative analysis of the use of the herniostapler "Covidien®" in group A,
the herniostapler "PPP-Kazan®" in group B was carried out to determine the optimal
choice between them for the usage in further clinical recommendations. To this goal,

we used a prospective study.

2. A comparative analysis of the use of Progrip ™ self-gripping mesh implants in
group C and Adhesix ™ self-gripping mesh in group D was carried out to determine
the optimal choice between them, which will be used in the final comparison as a

method for fixing mesh implants. To this goal, we used a prospective study.

3. A comparative analysis of the use of self-gripping mesh implants in group E and
sutured fixed meshes in group F in open inguinal hernioplasty was carried out, for

this goal we used a retrospective study.

4. A comparative analysis of using Covidien® herniostaplers in group G was carried
out, with the use of a thread for mesh fixation in group H in open inguinal

hernioplasty. To this purpose, we used a combined prospective-retrospective study.

5. A comparative analysis of three groups of patients was carried out according to
the methods of fixation for open inguinal hernioplasty using Liechtenstein repair
(herniostaplers - group I, sutures (thread) - group K and self-fixing mesh "Adhesix"

- group J) to select the optimal option. A combined retrospective-prospective study.

Table 1. The type of study in the general study design.

First clinical trial Second clinical third clinical trial Fourth clinical trial Fifth clinical trial

(€)) trial (2) ®) ) 5)
Patien | Group Group Group Group Group Group Group Group Group Group Group
t A B C D E F G H | J K
group
ing
Type Prospec | prospec | prospec | prospec | retrospe | retrospe | prospec | retrospe | retrospe | prospec | Prospec
of tive tive tive tive ctive ctive tive ctive ctive tive tive
study
Amou | 25 25 25 25 50 50 50 50 50 50 50
nt of
patien
ts
Total | 50 50 100 100 150
amou
nt by
numb
ers
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Also, in this schedule, we can see the division of patients into groups with the

total amount numbers of patients in each clinical trial.

Table 2. The materials and mesh fixation methods.

First clinical trial Second clinical | third clinical trial Fourth clinical trial Fifth clinical trial
trial
Patie Group Group Grou Grou | Grou Group Group Group Group Grou Group
nt A B p p p F G H | pJ K
group Cc D E
ing
Fixati | T.F* T.F* S.G. S.G. S.G. T.F* T.F* S.FF** S.FF** S.G. T.F*
on Covidien | PPP- M** M** M** M**
meth Kazan
od
Type | Polyprop | Polyprop | Adhe | Progr | Adhe | Polyprop | Polyprop | Polyprop | Polyprop | Adhe | Polyprop
of ylene ylene Six ip Six ylene ylene ylene ylene Six ylene
mesh | Mesh Mesh Mesh Mesh Mesh Mesh Mesh
Type | NO NO Singl | Singl | Singl | NO NO prolene prolene Singl | NO
of e e e 4/0 4/0 e
sutur suture | suture | suture suture
e (Proli | (Proli | (Proli (Proli
ne ne ne ne
4/0) 4/0) 4/0) 4/0)
Amo | 25 25 25 25 50 50 50 50 50 50 50
unt of
patie
nts
Total | 50 50 100 100 150
amou
nt by
numb
ers
By 11,11 11,11 22,22 22,22 33,33
Perce
nt

Explanation of table 2 for materials and mesh fixation methods.

In the first and second clinical trials, we conducted our study up to 50 patients
which were divided equally into 2 groups of patients.

While in a third and fourth clinical trial, we analyzed the results of 100
patients, which were divided equally into 2 groups of 50 patients.

Otherwise, in the fifth clinical trial, we operated on 150 patients, which were
divided into 3 groups every of which contained 50 patients.

For the first clinical trial, we used the mesh type - Polypropylene Mesh which
was fixed either by Covidien or PPP-Kazan fixing device.

In the second clinical trial, we used self-gripping meshes either Adhesix ™ or

Progrip ™ only fixing them by one suture (Polypropylene) (proline 4/0).
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While in the third trial, we used for the first group Self -Gripping Mesh type
(Adhesix ™) fixed by one suture (proline 4/0) and for the second group we used
polypropylene mesh type fixed by Covidien Absorb tack fixing device.

For the fourth clinical trial, we used Polypropylene Mesh in both groups with
polypropylene sutures (proline 4/0) in one group and Covidien Absorb tack fixing
device in the other group.

And in the fifth clinical trial, we used Polypropylene Mesh in two groups and
Adhesix ™ Self-Gripping Mesh in one group either fixed by sutures proline 4/0 (one
or more according to the patient’s group) or by Covidien Absorb tack fixing Device.

Exclusion Criteria

1. Patients with bilateral inguinal hernia.
2. Patients over 71 years of age and under 21 years of age.
3. Pregnant patients.
4. Emergency patients.
5. Recurrent inguinal hernia.
Results of the study and their discussions
The comparison criteria for all the comparison groups.
1. Hospital stays (beds/day).
2. The duration of the operation.
3. Postoperative complications.
4. Complications in six months follow-up.

In the first clinical study, the comparison between (Covidien fixing device)

and (ppp-kazan fixing device), we compared two groups of patients: (n=50) operated
on by Liechtenstein group A (n=25) - using Covidien Absorb tack fixing devices
during mesh fixation. group B (n=25) — Using PPP-Kazan fixing devices during
mesh fixation.

For statistics, we used (Statistics: Mann—Whitney U test-OR), Statistica 10.0
program, Microsoft Excel (MS Office).
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In the first group, the mean age was 51.4 years for 24 male patients and 1
female patient. Of these, 15 patients were diagnosed with a left-sided hernia, and 10
of them with a right-sided inguinal hernia. The mean operative time in this group
was 31.4 minutes with a mean hospital stay of 4.1 days.

While in the second group the mean age was 48.9 years for 24 male patients
and 1 female patient. Of these, 21 patients were diagnosed with a left-sided inguinal
hernia and 4 patients were diagnosed with a right-sided inguinal hernia. The mean
operative time in this group was 41.3 minutes with a mean hospital stay of 4.8 days.

1.1 Hospital stay - the number of beds/day (hospitalization time).
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Figure 1. Hospitalization time for patients in the first and second groups.

Mann-Whitney U test (CI=95%, p=0.055).

Discussion 1.1 patients operated in the first group spent less time in the
hospital than in the second group (group A-4.1b/d, group B - 4.8 b / d), although
for statistics it is not considered a clear significant difference.

1.2.  Time of operation - the duration of the operation.

Mann—Whitney U test (CI=95%, p<0,000)

Covidien (Group A): mean = 31,34, median = 35,0, Sd = 0,978

PPP-kazan (Group B): mean = 41,28, median = 40, Sd = 1,762

Discussion 1.2. For patients in the first group, the duration of the operation

IS much shorter.Fig.2
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Figure 2. The duration of the operation in the first and second groups.

1.3. Postoperative complications - complications in the postoperative
period.

For group, A-We found in the postoperative period 4 patients with
postoperative pain, which was relieved by analgesics, and in all other patients in this
group, the pain gradually decreased when taking NSAIDs.

While for group B - we found 14 patients with postoperative pain in the
postoperative period, the pain gradually decreased with the help of NSAIDs.

Group B has a higher risk of postoperative pain than group A.

Group A: OR=0.150; CI 0.040 — 0.565, p = 0.003

Group B: OR=6.682; (confident index) CI 1.769 - 25.245, p = 0.003

Discussion 1.3. The number of complications as postoperative pain in the first
group is much less than in the second group.

1.4. Short-term complications -complications within 6 months.

For group A, we found 5 patients with foreign body sensations. without any
recurrence. No case of chronic pain after 6 months of follow-up.

While group B - we found 12 patients with foreign body sensations. moreover,

without any recurrences. No case of chronic pain after 6 months of follow-up.
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Foreign body sensation - The use of PPP-Kazan herniostapler (group A) is
associated with an increased risk of foreign body sensation after 6 months of follow-
up.

Group A: OR=3.692; Cl 1.052 - 12.957, p = 0.037

Group B: OR=0.271; C1 0.077 - 0.950, p = 0.037

Discussion 1.4. The use of PPP-Kazan herniostapler is associated with an
increased risk of foreign body sensation after 6 months of follow-up.

As the answer to the first question, we can recommend a herniostapler
(Covidien fixing device) as a choice for fixing mesh in patients with anterior inguinal
hernioplasty.

In the following figure, we can see how the fixation of a mesh implant looks

like with a herniostapler. (Fig 3).

Figure 3. Fixation of a mesh implant with a herniostapler.

In the second clinical trial, we conducted a comparison between two groups.

The total number of patients was 50.

Group C - patients operated on according to the Liechtenstein technique using
self-fixing meshes (Adhesix™) - 25 patients.

Group D - patients were operated on according to the Liechtenstein technique
using self-gripping meshes (Progrip™) - 25 patients.

In the first group, the mean age was 51.9 years for 23 male patients and 2
female patients. Of these, 19 patients were diagnosed with a left-sided hernia, and 6

of them with a right-sided inguinal hernia. The mean operative time in this group
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was 25.7 minutes with a mean hospital stay of 4.7 days. While in the second group
the mean age was 57.2 years for 23 male patients and 2 female patients. Of these, 15
patients were diagnosed with a left-sided inguinal hernia and 10 patients were
diagnosed with a right-sided inguinal hernia. The mean operative time in this group
was 30.6 minutes with a mean hospital stay of 4.6 days.

2.1. Time of operation - the duration of the operation

When comparing 2 groups, the Mann-Whitney test was used for independent
samples. The analysis showed significant differences in the duration of the operation
(p<0.016). At the same time, the indicators were distributed as follows: Progrip -
average operation time = 30.6, median = 30, Sd = 1.615; for the Adhesix group -
average = 25.68, median = 27.0, Sd = 1.078.

Report: 30.6£1.615vs 25.68+£1.078 min; U=190.5, p=0.016)

Discussion 2.1. The duration of the operation using the Adhesix mesh is

reduced by almost 5 minutes on average. Fig 4.
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Figure 4. Mann-Whitney test for independent samples

(Type of mesh implant and duration of operation).
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2.2. Hospital stay—number of beds/day (hospital stay time)

There are no significant differences in the duration of hospitalization among
these groups (p=0.759). Mean hospital stays in the Progrip group — mean hospital
stays: = 4.56, median = 4.0, Sd = 0.259; Adhesix - mean = 4.72, median = 5.0,

Sd = 0.339.

Report: 4.56+0.259 vs 4.72+0.339 days; U=328, p=0.759)

Discussion 2.2. There are no significant differences in the duration of

hospitalization between these groups. Fig 5.
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Figure 5. Mann-Whitney test for independent samples (mesh implant type

and hospitalization time).

2.3. Postoperative complications-complications in the postoperative
period.

For group C - We found in the postoperative period 2 patients with
postoperative pain, which was relieved by analgesics, and in all other patients of this
group, the pain gradually decreased when taking NSAIDs. While for group D - we
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found that in the postoperative period in 2 patients with postoperative pain, the pain
was gradually reduced with the help of NSAIDs.

Patient group using Progrip™

- The use of Progrip mesh does not increase the risk of postoperative pain
(OR =1.000; CI10.130 - 7.717; p=1.00)

- The use of Progrip mesh is not associated with an increased risk of
complications in the surgical wound according to SSI. (OR = 1.087; Cl 0.968 -
1.220; p=0.149)

Patient group using Adhesix™

- The use of mesh Adhesix does not increase the risk of postoperative pain
(OR =1.000; C1 0.130 - 7.717; p=1.00)

- The use of Adhesix mesh is not associated with an increased risk of
complications around the surgical wound according to SSI. (OR = 0.92; CI 0.820 -
1.033; p=0.149)

Discussion 2.3. The use of both meshes Progrip and Adhesix did not increase
the risk of postoperative pain and is not associated with an increased risk of wound
complications.

2.4. Short-term complications .

For group C, all patients were satisfactory without any complications. without

any recurrence.

Also, in group D - all patients were satisfactory without any complications.

moreover, without any recurrences.
Patient group using Progrip™

- There were no cases of complaints of chronic pain in the surgical area after

6 months of observation

- There was not a single case of foreign body sensation after 6 months of

observation

- No long-term seromas have been reported with Progrip mesh.
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Patient group using Adhesix ™

- There were no cases of complaints from a chronic pain in the surgical area

after 6 months follow-up.

- There was not a single case of foreign body sensation after 6 months follow-
up.

- No long-term seromas have been reported after using Adhesix mesh

implants.

Discussion 2. 4. The use of both meshes Adhesix and Progrip did not show
any complications at short-term follow-up (no chronic pain, no foreign body

sensation, no recurrence, and no other complications).

As the answer to this question - we can assure that there is no clear difference
between using Progrip and Adhesix in almost every aspect. In the following figure,

we can see how the self-gripping mesh looks like during the operation. Fig 6.

Figure 6. Self-gripping mesh implant intraoperatively.

In the third clinical study, we conducted a comparison between two groups

of patients. The total number of patients in the comparison was 100 patients

Group E -patients operated on according to Liechtenstein using self-fixing
mesh implants - 50 patients

Group F - patients were operated on according to Liechtenstein using a
herniostapler for fixing mesh implants - 50 patients.
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3.1. operation time
For Self-gripping mesh -28.1 min

By using Herniostaplers -36.3 min.

time of operation
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operation technique

Figure 7. Comparison of operation time in both groups (E) and (F).

When we compared those two groups of patients, the Mann-Whitney test was
used for independent samples. The analysis showed significant differences in the
operation time (p=0.0001). The scores were distributed as follows:

Report: 46.4 + 3.130 vs 36.34 £ 1.222 min; U=1972, p=0.0001

Using self-gripping mesh - Mean = 28.14, Me = 28.5, Sd = 7.23; se = 1.495.

Using herniostaplers - mean = 36.34, median = 35.0, Sd = 8.64, se = 1.222.

Discussion 3.1. The duration of the operation when we used a self-fixing mesh
is less by almost 8 minutes than when we used a herniastapler fixing device.

3.2. Hospital stay — bed/day .

In the group of patients E-4.6.

In the group of patients F-4.5.

There are no significant differences in the duration of hospitalization among
these groups (p=0.627).

Report: 4.64 £ 0.211 vs 4.48, £ 0.179 min; U=1181.5, p=0.627
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Using self-gripping mesh - Mean = 4.64, Me = 5.0, Sd = 1.495; se = 0.211.
Using herniostaplers - Mean = 4.48, Me = 5.0, Sd = 1.265, se = 0.179.
Discussion 3.2. There is no significant differences in the duration of

hospitalization among these groups. Fig 8.
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Figure 8. Duration of hospitalization in both groups.

operation technique

3.3. Postoperative complication-complications in the postoperative
period.

Group E

- The use of self-locking meshes is not associated with postoperative pain (OR
= 0.067; CI 0.024-0.185; p=0.0001).

- The use of self-gripping meshes is not associated with complications of the
surgical site infection (OR =1.04; C1 0.98 - 1.10; p=0.47).

Group F

- The use of tackers is not associated with the risk of postoperative pain (OR
= 26.00; Cl 9.803-68.958; p=0.163).



21

- The use of a herniostapler to fix the mesh is not associated with
complications of the surgical site infection (OR = 0.980; C1 0.953 - 1.008; p=0.314)

Discussion 3.3. No apparent difference in the postoperative period between
both methods.

3.4. Short-term complications -complications within 6 months.

Ingroup E

- The use of self-gripping meshes is not associated with chronic pain in the
short term (OR = 0.475; C1 0.052 - 4.364; p=0.501)

- The use of self-gripping meshes is not associated with foreign body
sensation within 6 months of follow-up (OR = 0.828; CI 0.757 - 0.906; p=0.002)

- The use of self-fixed meshes is not associated with the formation of seroma
in the short-term period (OR = 0.980; Cl 0.953 - 1.008; p=0.307)

Ingroup F

-Tacker usage is not associated with short-term chronic pain (OR=0.95; ClI
0.908 - 0.994; p=0.108)

- The use of a herniostapler to fix the mesh is associated with foreign body
sensation after 6 months of follow-up (OR = 1.515; CI 1.242 - 1.849; p=0.0001)

- The use of tackers is not associated with the formation of seroma in the short-
term results. (OR =0.980; CI 0.953 - 1.008; p=0.314

Discussion 3.4. At 6 months of follow-up, the use of herniostaplers as a
fixation method is associated with foreign body sensation.

As answer to this question, we can say that the use of self-gripping mesh is
superior to the use of hernia staplers in many aspects.

In the fourth clinical study, Herniostapler versus Sutured mesh

We analyzed the results of surgical intervention in two groups of patients. The
total number of patients was 100 patients.
Group G - patients were operated on according to Liechtenstein using a

herniostapler to fix the mesh - 50 patients.



22

Group H - patients were operated on according to Liechtenstein using a thread
to fix the mesh - 50 patients.

4.1. Time of operation.
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Figure 9. Comparison of the duration of the operation in both

groups.

When comparing both groups, the Mann-Whitney test for independent
samples was used. The analysis showed significant difference in the operation time
(p=0.082). The scores were distributed as follows:

Report: 46.4 + 3.130 vs 36.34 + 1.222 min; U=999, p=0.082.

With the use of threads - Mean = 46.4, Me = 40.0, Sd = 22.13, se = 3.130.

Using a herniostapler, mean = 36.34, median = 35.0, Sd = 8.64, se = 1.222.

Discussion 4.1. The duration of the operation using a herniostapler is 10
minutes less than the duration of the operation using a thread to fix the mesh. Fig 9.

4.2. Hospital stay - the number of beds / days.

There was no significant difference in the duration of hospitalization among these
groups (p=0.786).

Report: 4.6 + 0.289 vs 4.48, + 0.179 min; U=1288.5, p=0.786

Sutured fixation - Mean = 4.6, Me = 4.0, Sd = 2.04, se = 0.289.

Tack’s fixation - Mean = 4.48, Me = 5.0, Sd = 1.265, se = 0.179
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Figure 10. Duration of hospital stay in both groups.

Discussion 4. 2. There were no significant differences between the use of both
methods for the duration of hospitalization. Fig 10.

4.3. Postoperative complications.

In the group of patients in which we used threads to fix mesh implants:

- The use of mesh fixed with an interrupted suture is significantly associated
with the risks of postoperative pain (OR = 26.00; Cl 9.803-68.958; p=0.0001)

- The use of a suture to reinforce the mesh is not associated with complications
as surgical site infection (OR =0.980; C1 0.953 - 1.008; p=0.314)

Whereas, in the group of patients in which we used a herniostapler to fix mesh
implants:

- The use of tacks is not associated with the risks of postoperative pain using
NSAIDs (OR = 26.00; Cl 9.803-68.958; p=0.163)

- The use of a herniostapler to strengthen the mesh is not associated with
complications of the surgical site infection (OR =0.980; CI 0.953 - 1.008; p=0.314)
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Discussion 4. 3. In the postoperative period, the use of a herniostapler is much
better than the use of thread when fixing mesh implants in the aspect of postoperative
pain.

4.4. Short-term complications - complications within 6 months.

In group G

- The use of mesh implants fixed with interrupted suture was significantly
associated with chronic pain(neuralgia) in the long term (OR = 1.111; CI 1.013 -
1.219; p=0.001)

- The use of interrupted sutures to fix the meshes was not associated with
foreign body sensation within 6 months of follow-up (OR =0.830; C1 0.760 - 0.907;
p=0.002)

- The use of interrupted sutures to fix the meshes is not associated with the
formation of seroma in the short-term results (OR = 1.042; CI 0.984 - 1.102;
p=0.044)

In group H

-Herniostapler usage is not associated with long-term chronic pain (OR=0.95;
C1 0.908 - 0.994; p=0.108)

- The use of a herniostapler to strengthen the mesh is associated with foreign
body sensation after 6 months of follow-up (OR = 1.515; CI 1.242 - 1.849;
p=0.0001)

- The use of herniostapler is not associated with the formation of seroma in
the long term (OR =0.980; C1 0.953 - 1.008; p=0.314)

Discussion 4.4. According to the occurrence of chronic pain, the use of
herniostapler is better than the use of thread, according to the feeling of a foreign
body sensation, the use of thread is better than the use of tacks. In relation to other
complications and relapses in our study, the use of both methods gives the same
result.

That’s why the use of herniostaplers with tacks for fixing mesh implants is
superior to the use of the thread in many aspects but has a negative result in follow-
up within 6 months due to the appearance of a foreign body sensation.
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In the fifth clinical study, we analyzed 150 patients in three groups.

Group | - patients operated on using the Liechtenstein technique with the use
of stitched mesh (threads during fixation) (Sutured mesh).

Group J - patients were operated by the Liechtenstein technique using a self-
gripping mesh

Group K - patients were operated on using the Lichtenstein technique with the
use of herniotacks for fixation. (Using herniostapler).

In the first group, the mean age was 54.2 years, 47 male patients and 3 female
patients. Of these, 28 patients were diagnosed with a left-sided inguinal hernia, and
22 of them with a right-sided inguinal hernia. The mean operative time in this group
was 46.4 minutes with a mean hospital stay of 4.6 days.

While in group J the mean age was 54.6 years for 46 male patients and 4
female patients. From them, 34 patients were diagnosed with a left-sided inguinal
hernia and 16 patients were diagnosed with a right-sided inguinal hernia. The mean
operative time in this group was 36.3 minutes with a mean hospital stay of 4.6 days.

And in group K - the average age was 50.1 years for 48 male patients and 2
female patients. Of these, 36 patients were diagnosed with a left-sided inguinal
hernia and 14 patients were diagnosed with a right-sided inguinal hernia. The mean
operative time in this group was 28.1 minutes with a mean hospital stay of 4.5 days.

1.1. Time of operation - the duration of the operation

When we compared the three groups by using the Kruskal-Wallis test for
independent samples. The analysis showed significant differences in the duration of
the operation (p<0.0001). The scores were distributed as follows:

Report: H (2) = 30.214, df=2, p < 0.0001.

By using self-gripping mesh — Mean = 28,14, Me = 28,5, Sd = 7,23.

By using sutured fixation - Mean = 46,4, Me = 40,0, Sd = 22,13.

By using tacks fixation — middle = 36,34, median = 35,0, Sd = 8,64.

Discussion 5.1. The duration of the operation using a self-fixing mesh is less

than using a hernia stapler and less than using a thread for mesh fixation.
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5.2. Hospital stay (duration of hospital stay)

Average duration of hospitalization in groups:

Report: H (2) = 0.504, df=2, p=0.777.

-For patients using self-gripping mesh — Mean = 4.64, Me = 5.0, Sd = 1.495.

-For patients using sutured mesh - Mean = 4.6, Me = 4.0, Sd = 2.04.

-For patients using tacks fixation - Mean = 4.48, Me = 5.0, Sd = 1.265.

Discussion 5.2. There was no significant differences in the duration of
hospitalization among these groups (p=0.777).

6.3. Postoperative complications

For group | - We found in the postoperative period 44 patients with
postoperative pain, which was relieved by analgesics, and in all other patients in this
group, the pain gradually decreased when taking NSAIDs.

While for group J - we found in the postoperative period 4 patients with
postoperative pain relieved by analgesics, the pain gradually decreased with the help
of NSAIDs.

Group K - we found that in the postoperative period in 18 patients with
postoperative pain, which gradually decreased with the help of NSAIDs.

Using Self-gripping Mesh

- The use of self-locking meshes is not associated with postoperative pain (OR
= 0.067; CI 0.024-0.185; p=0.0001)

- The use of self-locking meshes is not associated with complications as
surgical site infection (OR =1.04; CI 0.98 - 1.10; p=0.47)

Using Sutured Fixation

- The use of mesh endoprostheses fixed with interrupted sutures is
significantly associated with the risks of postoperative pain (OR = 26.00; CI 9.803-
68.958; p=0.0001)

- The use of a suture to reinforce the mesh is not associated with complications
as surgical site infection (OR =0.980; C1 0.953 - 1.008; p=0.314)

Using Tacks Fixation
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- The use of tackers is not associated with the risk of postoperative pain (OR
= 26.00; CI 9.803-68.958; p=0.163)

- The use of a hernia stapler to strengthen the mesh is not associated with
complications as surgical site infection (OR = 0.980; C1 0.953 - 1.008; p=0.314)

Discussion 5.3. The use of self-gripping mesh and the use of a herniostapler
were not associated with risks of postoperative pain. The use of these three types of
fixations was not associated with complications as surgical site infection.

5.4. Complication within 6 months.

For group | — we found 5 patients with chronic pain and 2 patients with a
seroma. without any relapses.

While group J - all patients were satisfactory without any complications.
moreover, without any recurrences.

For group K, we found 17 patients with foreign body sensation, without any
recurrence.

Using Self-gripping mesh

- The use of self-locking meshes is not associated with chronic pain in the
short-term follow-up (OR = 0.475; CI 0.052 - 4.364; p=0.501)

- The use of self-locking meshes is not associated with foreign body sensation
within 6 months of follow-up (OR = 0.828; CI 0.757 - 0.906; p=0.002)

- The use of self-fixing meshes is not associated with the formation of seroma
in the short-term follow-up (OR = 0.980; CI 0.953 - 1.008; p=0.307)

Using Sutured mesh

- The use of mesh endoprostheses fixed with interrupted sutures was
significantly associated with chronic pain in the long term (OR =1.111; CI 1.013 -
1.219; p=0.001)

- The use of interrupted sutures to fix the meshes was not associated with
foreign body sensation within 6 months of follow-up (OR =0.830; C1 0.760 - 0.907;
p=0.002)

- The use of interrupted mesh sutures is not associated with the formation of
seroma in the long term (OR = 1.042; C1 0.984 - 1.102; p=0.044)
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Using Tack Fixation

-Tacker use is not associated with long-term chronic pain (OR=0.95; CI 0.908
- 0.994; p=0.108)

- The use of a hernia stapler to strengthen the mesh is associated with foreign
body sensation within 6 months of follow-up (OR = 1.515; CI 1.242 - 1.849;
p=0.0001)

- The use of tackers is not associated with the formation of seroma in the long
term (OR = 0.980; CI 0.953 - 1.008; p=0.314)

Discussion 5.4. The use of self-gripping meshes was not associated with
chronic pain, was not associated with foreign body sensation, and didn’t lead to any
complications within 6 months of follow-up.

The use of a herniostapler to reinforce the mesh is associated with foreign
body sensation within 6 months of follow-up.

When the use of mesh implants fixed with the interrupted suture is

significantly associated with chronic pain in the long-term results.
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Conclusions
1. In inguinal hernioplasty by anterior approach using the Covidien
herniostapler, the operation time is significantly reduced by 10 minutes, the number
of complications in the postoperative period and the sensation of a foreign body are

significantly reduced compared to PPP-Kazan.

2. In anterior inguinal hernioplasty using the self-gripping mesh Adhesix™ ,
the duration of the operation is reduced by an average of almost 5 minutes compared
to the Progrip™ mesh implant. There are no significant differences among these
groups in terms of the duration of hospitalization, the increase in the risk of
postoperative pain, the increase in the risk of complications and recurrences. The

use of both mesh implants showed no complications at follow-up within 6 months.

3. Comparative analysis of the use of self-fixing mesh implants and
herniostapler showed that the duration of the operation when using self-fixing mesh
implants is on average 8 minutes less than when using a herniostapler. The duration
of hospitalization didn’t differ. At a 6-month follow-up, the use of herniostaplers
using fixation with tackers can cause a feeling of a foreign body sensation in 1% of

cases.

4. In a comparative analysis of hernioplasty sutured-fixed mesh, a
herniostapler and a self-fixing mesh implant, the maximum operation time when
using thread fixation. There were no significant differences in duration of
hospitalization. The use of mesh implants fixed with an interrupted suture is

significantly associated with chronic pain in the long-term follow-up.

Practical recommendations
1. When performing a hernioplasty operation for an inguinal hernia, the
use of a self-gripping mesh either PROGRIP or ADHESIX type is most justified.
2. For an open inguinal hernia repair according to using a herniostapler,
the best results are for use of the Covidien fixing device than Ppp-kazan fixing

device.
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3. When performing hernioplasty for an inguinal hernia, choosing
between fixation methods between a self-gripping mesh implant, a herniostapler,
and a thread, preference should be given to self-gripping meshes, then

herniostaplers.
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Abbreviation list

EHS-European Hernia Society.

G.F-Glue fixation

S.G.M-self-gripping mesh.

S.M-sutured mesh (fixing the mesh with a thread).

S.S.1- Surgical Site Infection.

T.F-Tack fixation - Fixing with the help of the herniastaplers.
TAPP- Transabdominal preperitoneal

TEP- Totally extraperitoneal
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SUMMARY

Of the PhD thesis "Mesh fixation methods during open inguinal hernioplasty
"by Mekhaeel Mekhaeel Shehata Fakhry.

In the PhD research, a comparative analysis of mesh fixation methods during
inguinal hernioplasty by anterior approach was carried out. A herniostapler and
fixation of the mesh by tacks for open inguinal hernioplasty have been proposed and
implemented. Based on the data obtained, Conclusions were done about the optimal
choice of mesh fixation methods during inguinal hernioplasty according to
Liechtenstein. It is indicated, to choose self-gripping meshes as the best option which
are fixed only with one suture, and herniostapler as the second choice for fixing

mesh implants in inguinal hernioplasty with an anterior approach.

PE3IOME
KaHAUAaTCKOM quccepraunu Mekxaesnb Mekxaeds Illexara @akxpu
«CpaBHeHHe clIOC000B (PUKCAIMU CUHTETHYECKUX UMILJIAHTATOB NP
MaXOBbIX FePHUOIIACTUKAX MEePeAHUM A0CTYIIOM»

B 1uccepraluOHHOM UMCCIENOBAaHUM TIPOBEJCH CPABHUTEIBHBIN aHAINA3
crioco00B (pUKCAIMK CceYaThbIX MMIUIAHTATOB IIPHM IIaXOBOM T'€PHUOILIACTHUKE
nepeaHuM JoctynoM. [IpennoxkeH u BHEAPEH repHUOCTEILIEP U (PUKCaIUs CeYaThIX
VMMIUIAHTATOB TE€PHUOCTEIVIEPOM IS OTKPBITOW ITaXOBOW TepHUOILIacTUKH. Ha
OCHOBAaHWU MOJIYYEHHBIX JaHHBIX CJEJaHbl BBIBOABI 00 ONTUMAaJIbHOM BBIOOpE
crioco00B (pUKCAIlMK CeYaThIX HMMIUIAHTATOB IPH IaXOBOH T'€PHHUOIUIACTHKE I10
MeTonuke JluxtenmreHa. [lokazaHo, 4TO B Ka4eCTBE ONTUMAJIbHOIO BapHAHTa
dbukcaluy ceTyaThblX HMIUIAHTATOB MPU TAXOBOW TE€PHUOIJIACTUKE MEPEIHUM
JIOCTYTIOM CIIeZTyeT BEIOMPATh CaMO(PUKCUPYIOIITUECS CETKHU , 2 TEPHUOCTEILIEP - KaK

BTOPOM BapuaHT (PUKCAIIMHM CETYATHIX UMILJIAHTATOB.
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