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IHCTPYKUIA ANA 3BACTOCYBAHHA

YBATA! OegepanbHe 3akoHopaBcTBo CLLIA posBonse
npogax Lboro npunaay nviue nikapam a6o Ha ixHe
3aMOBJI€HHA.

1. ONMNC NPUCTPOIO

MpoTe3 knanaHa cepua OH-IKc (Puc. 1) — Lie ABOCTYNKOBMIA
MexaHIYHWI KnanaH cepLa, AKUN CKNagaeTbCA 3 ONOPHOTO KifbLiA

i ABOX CTYNOK. BXiIHNI TPaKT KnanaHa Mae POo3LUMPEeHH: ANa
3HWKeHHA TypOyNeHTHOCT], @ BUXIAHWIA Kpai ONMOPHOTO KinbLiA Ma€e
BVCTYNM 1A 3aXWCTY CTYSIOK, KOMW BOHW NepedyBatoTh B 3aKPUTOMY
nonoxeHHi. CTynkin NoBepPTaloTbCA HABKOO BMCTYMIB, PO3TALLOBAHMX
Ha BHYTPILHIM NOBEPXHI OMOPHOIO KifbUA. Y 3aKPUTOMY MONOXKEHHI
KOMHa CTyfKa YTBOPIOE HOMIHaNbHMIA KyT 40° BITHOCHO MOLLMHM
OMOPHOTO KiNlbLA. Y BIIKPUTOMY NONOXKEHHI MTOWKMHA KOXHOI CTYIKM
YTBOPIOE HOMIHAMbHWM KyT 90° BiAHOCHO MOLLMHM OMOPHOTO KiflbLA.
EKCKypcisat CTYNOK O 3aKPUTOTO MONOMXKEHHA CTaHOBUTL 50°.

OnopHe Kinblie BMroToBeHe 3 rpaditoBoro cybcTpaty 3 MOKPUTTAM
i3 Byrnewto OH-IKC (uncTa 6e3nomitkoBa dopma NiponiTMIHOrO
Byrnewo). CTynkun BUroToBneHi 3 Byrneuto OH-IKC, HaHeceHoro Ha
rpadiToBumin cybcTpaT i3 BMicToM 10% (33 Baroto) Bosbdpamy ans
3abe3neyeHHs PeHTreHOKOHTPACTHOCTI.

MpuvVBHE KinblLe BUroTOBMEHE 3 NONiTETPadTOPETUNEHOBOI
(MTOE) TKaHWHW, WO KPINUTbCA O OMOPHOTO KinbLA 33 JONOMOrOH
GiKCytounx TUTAHOBYX KiNeLb | LIOBHOrO MaTepiany po3mipy 5-0.
Takuii Cnoci6 KpinaeHHA NPUWWBHOIO KibLiA O ONMOPHOTO KifbLis
[103BONIAE 06epTaTV NPULWMBHE KinbLie in situ nif Yac imnnaHTadii.
Ha npunwweHe Kinbue HaHeCeHi OpPIEHTYBasbHI MO3HAaYKM ANA
OpieHTaLii knanaHa.

MpoTes knanaHa cepua OH-IKC HaABHWI y 3 aopTanbHUX i 2
MITPaNbHUX KOHIrypaLisx NpULLXBHOTO KiflbLA. YCi aopTanbHi
KOH®IrypaLlii BUnycKaoTbCa B po3mipax 19,21, 23,251 27/29 mm.
CTaHOapTHE MiTpanbHe NPULLKMBHE KinblLie BUMYCKAETbCA B PO3MIpax
23,25,27/29131/33 MM, a MiTpalnbHe NpuLliMeHe KinbLie KoHdopm-
[KC BMMYCKAETBCA TiNbKM B PO3MIPI 25/33 MM.

AopTanbHi KnanaHu po3mipy Big 19 Mm o 25 MM Npu3HayeHi AnA
IHTpacynpa-aHyIApHOT MOCafKM NPULLMBHOTO KiflbLA, a KnanaH
PO3MIpY 27/29 MM NMpU3HaYeHnin ANa iHTpa-aHyNApHOI NOCaaKM
NPUWKBHOTO Kinbua. MiTpanbHi KnanaHu BCiX pO3MipiB Npri3HayeHi
ANA Cynpa-aHynapHOT NOCaAKM NPULWMBHOTO KiNbLA.

2.MOKA3AHHA OO0 3ACTOCYBAHHA

MpoTe3 knanaHa cepua OH-IKC Npr3HaYeHW Ana 3amiHKn
YPaXKEHOTO, MOLWKOAMKEHOTO Y HEQYHKLIOHYIOUYOro NPUPOAHOro
Yu WTYYHOrO aoPTasibHOrO | MITPaNbHOTO KnanaHis cepLid.

3. MPOTUMNOKA3AHHA
[NpoTe3 knanaHa cepua OH-IKC NpoTMNOKa3aHW NaLieHTam i3
HemnepeHOCUMICTIO aHTUKOAryIAHTHOT Teparii.
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Puc. 1. Mpoddini aopTanbHMX i MiTpanbHNX KnanaHis
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4. MONEPEAMEHHA | 3BANOBIXKHI 3AX0AN

4.1 NMonepenXeHHA
TUIbKU ANnda OOHOPA30BOIo BUKOPUCTAHHA.

HE BUKOPUCTOBYWTE npoTes knanaHa cepus OH-IKc, AKW0:

e nMpoTe3 3a3HaB nagiHHA, NOWKOMAXKEHHA YN 6yﬂb-ﬂK0r0
Heoﬁepe)KHoro NOoBOAEeHHA;

* TepMiH NPUAATHOCTI 3aKiHUNBCA;

* 3aco6u KOHTPONIO HECAHKLiiIOHOBAHOTrO PO3KPUTTSA
NOLWKOOKEeHi;

* CepiliHNI HOMep Ha APNNKY He BianoBiga€e cepiliHoMy
HOMepy Ha MapKyBaHHi yNakoBKU.

HE npoBogbTe KaTeTep, XipypriuHui iHcTpymeHT abo
TPaHCBEHO3HUI eNeKTPOoA KapAiocTumynaTopa yepes
npotes, OCKiNIbKM Lie MOKe NPU3BecTy A0 K/lanaHHOI
HeA0CTaTHOCTI, NOLWKOMAKEHHA CTYNKU, 3MilLleHHA CTYNKIN Ta/
a60 3acTpAraHHA Katetepa/iHcTpymeHTa/eneKkrpopaa.

3ABOPOHAETbCA noBTOPHO CTEepui3yBaTy NpoOTe3 KNanaHa
cepusa OH-Ikc.

4.2 3ano6iX<Hi 3axoan

Yci maHinynauii 3 npoTresom BUKOHYITE TiNbKu 3a
AOMOMOrolo iIHCTPYMEHTIB 4NA npoTte3a KfanaHa cepud cepii
OH-lkc komnaHii «OH-1Kc JTaiid TexHonogKuc, IHK.» (OH-lKc
JITI). Ana Bu6opy po3mipy npotesa cnif BUKOPUCTOBYBaTH
TinbKu BUMiploBaui npoTesa KnanaHa cepua OH-IKc KomnaHii
«OH-1Kc JITI»; BUKOpMCTaHHA iHWKMX BUMiploBa4iB MOXe
npu3BeCcTy A0 HenpaBWIbHOro BM6opy KnanaHa.

He TopKaiiTecAa noBepxHi KnanaHa 3 ByrnewueBum NOKPUTTAM
nanbuAMM B pyKaBuU4YKax a6o 6yab-AKMMn meTaneBummn

4 abpasvBHUMI IHCTPYMEHTaMM, OCKINIbKM Lie MoXe
BUK/MKaTY NOLWKOAKEHHA NOBEPXHi KNnanaHa, HeBUANMi
He036pPOEHNM OKOM, AIKi MOXKYTb NPU3BECTV [0 NPUCKOPEHOI
CTPYKTYpPHOI ANCPYHKLiT KnanaHa, BUNaAiHHA CTYNnKu abo
cTaTu ocepepKkom popmyBaHHA TPOMOY.

LLlo6 YHMKHYTI NOLIKOAXKEHHA NpoTe3a, He NpuKnaaainTe
HaAMipHMX 3yCUnb A0 OMOPHOTO KiNbLA YK CTYNOK.

5. MOXKJIBI HEBAXKAHI ABULLIA

[lo HebaxaHVx ABWLL, NOTEHL|INHO NMOB'A3aHMX 3 BUKOPUCTAHHAM
npoTesiB KnanaHa cepud (HaBefeHi B JOBINIbHOMY MOPALKY),
HanexaTb, MOMIX IHLIOro:

-+ CTeHoKapgis;

+  CepueBsa apuTMmia;

+  eHAoKapauT;

+  CepueBa HeJoCTaTHICTb;

. remMonis;

« FemMosiTMYHa aHeMis;

+  KpOBOTEY3;

«  iHapKT MioKapaa;

+  3aK/IMHEHHS (3allemneHHs) CTYIKK KnanaHa;
+ HeCTPyKTypHa ANCHYHKLIA KnanaHa;
+  MaHHyC NpoTesy;

+  MiATIKAHHA HAaBKONO KnanaHa;

«  perypritauia Ha npotesi;
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« CTPYKTYpHa AUCOYHKLA npoTe3sa;
+  Tpombo3 npoTesa;

«  IHCynbT;

«  Tpomboembonia.

ICHY€E IMOBIPHICTb, WO Lii YCKNaAHEHHA MOXYTb MPU3BECTH JO:

+  MOBTOPHOI Onepaui;

«  eKcrnnaHTauir;

«  MOCTINHOT iHBaNigHOCTI;
« CMepTi.

[Ina mexaHiyHoro NpoTesa KnanaHa cepua HOpManbHUM ABMLLEM
€ YYTHWI 3BYK MOro poboTu. Y AeAKMX NaLIEHTIB Li 3BYKM MOXYTb
Oy TV HENPUEMHUMN.

3asABa wWjo[0 pysuKy y BUNagKy noBTOPHOIro BUKOPUCTAHHAA:
BionosigHo no dupektmnen €C npo meamyHi npuctpoi 93/42/EEC,
nofaTok |, po3ain 13.6h, BUpobHWK 0bnagHaHHs 3000B'A3aHMNA
HafaTv iHGopMaLLito W00 PU3LKIB, MOB'A3aHMX 3 NOBTOPHUM
BMKOPWUCTaHHAM NPUCTPOIO, MPU3HAYEHOro ANA OAHOPA30BOro
BMKOPWUCTaHHA. 3 L€l NPUYMHN JOAAHa HaBefeHa HUKYe 3adABa:

IMANaHTOBaHWI NpoTe3 knanaHa cepud OH-IKC NpU3HaveHnn TinbKku
[N OHOPA30BOro BUKOPUCTaHHA. 33a00POHAETHCA MOBTOPHE
BMKOPUCTaHHA NpUCTPOI0. OKPIM PU3KKIB, 3a3HaYEHX Y po3aini 5,
MOBTOPHE BMKOPUCTaHHA MOXe NPW3BECTM [0 YCKNAAHEHb NI Yac
30iMCHEHHA NpoLeaypy, y TOMy YMCAi A0 NOLIKOLXEHHA NPUCTPOIO,
npobnem i3 6ioCyMiCHICTIO MPUCTPOIO Ta MOro 3a6pyaHEHHS.
[TOBTOPHE BMKOPWCTAHHA MOXKE NPU3BECTM A0 IHOIKYBAHHS,
Cepo3HOro TpaBMyBaHHs abo cMepTi NaLieHTa.

6. IHAUBIAYANISALIA NIKYBAHHA

AHmukoaz2ynaHmHa mepania — HeobxigHoO Npri3HayaTy
BIAMOBIAHY aHTUKOATYNAHTHY Ul aHTUKOAryIAHTHO-
AHTUTPOMOOLIMTaPHY Tepanito. Bubip cxemn aHTUKoarynaHTHOT
UM AHTUKOArYNAHTHO-AHTUTPOMOOLMTAPHOT Tepanii 3anexunTb Bif
KOHKpETHMX NnoTpeb naLjieHTa Ta KNiHiYHoT cuTyauii.

lMauieHT 3 aopTanbHUM knanaHom OH-IKC noTpebdytoTb Tp1Banoi
AHTVIKOAryNAHTHOI Tepanii BapGapnHOM 3 METOO MiATPUMAHHSA
Mi>KHapPO[JHOrO HOPMasi3oBaHOro BifgHoWeHHA (MHB) y mexax
2,0-3,0 npoTarom nepumx 3-x Micauis nicna onepauii 3aMiHmn
Knanawa, nicna yoro MHB noTpibHo 3HM3MTK A0 1,5-2,0. Y
NaLieHTIB 3 MITPanbHUM KnanaHom OH-IKC abo 3 aekinbkoma
TaKMMM KNnanaHamu nicna onepawii 3amiHy knanaHa MHB notpibHo
NiATPMMYBATU Y MeXKax 2,5-3,5. lNaLlieHTam i3 6yab-AK1MM KnanaHom
OH-IKC pekoMeHay€eTbCA [OAaBaTH 0 CxXeMy Tepanii WOAEHHUI
NpUIAOM acnipuHy y Ao3i Big 75 o 100 Mr, 3a yMOBK BIICY THOCTI
NPOTUMNOKA3aHb 4O NPUOMY acmipUHY.

[ocnimkeHHA NoKa3ytoTb, WO CTabinbHW KOHTPONb piBHA MHB 3a-

6e3neyye [OCATHeHHA KPaLLMX KNIHIYHNX pe3ynbTaTis i o Heobxia-
HO MPOBOANTU PETYNAPHNI MOHITOPWHT NaLieHTiB. [1na focArHeHHA
CTabinbHOro KoHTposio pisHa MHB pekomeHayeTbCA BUKOPUCTOBY-
BaTV 33COOM JOMALLIHBOTO MOHITOPUHTY.

6.1 Okpemi rpynu nauieHTis
be3neuHicTb Ta eheKTUBHICTb NpoTe3a KnanaHa ceplis OH-IKC He

Oy BCTAHOBNEHI 1A HABEAEHMX HIXYE OKPEMUX FPYM MALLIEHTIB,
OCKIfNbKM 3aCTOCYBaHHA NMPOTE3a B LINX rpynax naLlieHTiB He
LOCTNIAXKYBaNOCA:



+  BariTHi;

« rofytoui MaTepi;

+ MAUIEHTYU 3 XPOHIYHMM eH0KapAUTOM;

+ nauieHTn, AKi NoTpebytoTb NereHeBOl Nepecafky Yv nepecaakm
TPWKYCNIAANbHOTO KnanaHa.

7. KOHCYJIbTYBAHHA NALIEHTIB

« TpodinakTUuHU NPUKOM aHTUBIOTVKIB MOBMHEH NpK3HAYaTICA
BCIM NaujieHTaM 3 NpoTe3amu KianaHis nepej nposeaeHHAM
CTOMATONOrUHWX NpoLeayp abo IHWWX NOTEHLINHO
GakTepieMiyHMX NpoLeayp.

- MNauieHT NoTpebytoTb aHTUKOAryNAHTHOT @60 aHTUKOArYNAHTHO-
aHTUTPOMOOLMTAPHOT Tepanil.

- TlauieHTam cnig nopaanTy 3aMOBHUTW KapTKy NauieHTa, Wo
JO[IAETbCA 10 KnanaHa, i 3aBxau MaTtu il npu cobi.

8. DOPMA BUMYCKY

8.1 HaaBHi mopeni Ta ix posmipu

[NpoTe3 knanaHa cepua OH-IKC HaABHWI Y 3 a0PTaNbHUX i 2
MITPaNbHUX KOHIrypaUiax NPULLMBHOTIO KiflbUA. YCi a0pTabHi
KOH®IrypaLii BUNycKatoTbCA B po3mipax 19, 21, 23, 251 27/29 mm.
CraHpapTHe MiTpanbHe NPULLMBHE KiflbLie BUMYCKAETLCA B PO3Mipax
23,25,27/29131/33 MM, a MiTpanbHe NpUWMBHE KinbLie KoHGopm-
[KC BMMYCKA€ETbCA TiNbKM B PO3MIPI 25/33 MM.

AopTanbHi KnanaHu posmipy Big 19 Mm 0 25 MM Npr3HayeHi Ana
IHTPacynpa-aHynApHOT NOCaAKM MPULLMBHOIO KifbLiA, @ KNnarnaH
PO3MIpy 27/29 MM NpU3HaYeHNA ANA IHTPa-aHyNApHOI NOCaaKM
MPULLMBHOTO KinbLUA. MiTpanbHi KnanaHu BCiX pO3MipiB Mpu3HadeHi
ANA Cynpa-aHynApHOT MOCafKN NMPULLMBHOTO KiflbLiA.

YKpaiHcbka

Puc. 2. Tpumaui aopTanbHOro i MiTpasbHOro KnanaHis
[opoBKeHW TprMay aopTabHOrO KanaHa lprmMay MiTpanbHOro KianaHa

[abapuTLi Ta TEXHIUHI XapaKTePUCTUKM Pi3HKX MOAeNel NpoTesis
KnanaHa cepua OH-IKC y BCiX HAaABHMX PO3Mipax NokasaHi 8 Tabn. 1
i Ha Puc. 1. Cumeon «SZ mmy» Ha 30BHILLUHIM yNakoBLi, MapKyBaHHi
KOHTEeMHepa i Ha peecTpaLliHin KapTui iMAIaHTaTy BKa3ye fiameTp
GIbPO3HOro KinbLA 414 NOCTAaHOBKM KnanaHa B MiniMeTpax.

8.2 YnakoBKa

lNpoTes knanaHa cepud OH-IKC NOCTaYaeTbCA CTEPUIBHIM,
BCTAHOBJ/IEHWUM Ha TPMMaY, YKaAEHNM y NMOABIVHWIN 3aneyaTaHnia
KOHTEeMHep. YNakoBKa CKNafAaETbCA 3 TaKWX eNeMeHTIB:

+  30BHIWHA yNnakoBka

- Kaptka nauieHTa

+  [1lnacTMKOBMI KOHTEMHEP KNanaHa

«  PeectpauinHa kapTka imnnaHTarty

« [lnacTmkoBmM TprMay KnanaHa

« Apnvk i3 cepirHMM HOMepPOM KnanaHa

+ IHCTpyKuia ans 3actocyBaHHs (OykneT abo KapTka 3 NOCKNaHHAM
Ha Beb-can)

Ta6n. 1: TexHiuHi xapakTepucTukiy KnanatiB OH-1kc (y minimeTpax)

Riametp $i6pos-
HOro Kinbua
(nocapka)

Kop mopeni Posmip/Tun (A)
ONXAE-19% AopTanbHuii 19 19
ONXAE-21% AopTanbHuii 21 21
ONXAE-23* AopTanbHui 23 23
ONXAE-25% AopTanbHuit 25 25

ONXAE-27/29* AopTanbHuii 27/29 27-29
ONXACE-19* AopTanbHuin 19 KoHdopm-Ikc 19
ONXACE-21* AopTanbHuii 21 KoHpopm-lke 21
ONXACE-23* AopTanbHuit 23 KoHdopm-Ikc 23
ONXACE-25* AopTanbHuii 25 Kordopm-Ikc 25

ONXACE-27/29* AopTanbHuin 27/29 Kondopm-Ikc 27-29
ONXANE-19* AopTanbHuit 19 aHaTomiuHe KinbLie 19
ONXANE-21* AopTanbHui 21 aHaTomiuHe KinbLie 21
ONXANE-23* AopTanbHui1 23 aHaToMiYHe KinbLie 23
ONXANE-25% AopTanbHuii 25 aHaTomiuHe KinbLie 25

ONXANE-27/29* AopTanbHWin 27/29 aHaTomiuHe Kinbue 27/29
ONXM-23** MitpanbHuii 23 23
ONXM-25 MitpanbHuit 25 25

ONXM-27/29 MitpanbHuit 27/29 27-29

ONXM-31/33 MitpanbHuin 31/33 31-33

ONXMC-25/33 MitpanbHuii KoHpopm-Ike 25-33

*Y HaABHOCTI He Ha BCiX PUHKax **He B HassHocTi y CLUA
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BHyTpiwHiIn gia- 3 in pia- Bucora npodinio  Bucoranpodinio  BHyTpiwHa nno-
meTp pHoOro MeTp nif (y 3akputomy (y Bigkputomy a onopHoro
Kinbuysa HOro Kinbua i) i) Kinbua
(D) (s) (h) (H) (mm?)
174 23 108 133 228
194 26 119 14,7 284
214 29 13,1 16,1 344
234 32 14,2 178 41
234 34 14,2 178 41
174 27 108 133 228
194 30 11,9 14,7 284
214 33 13,1 16,1 344
234 34 14,2 17,8 41
234 36 14,2 178 411
174 27 108 133 228
194 30 11,9 14,7 284
214 33 13,1 16,1 344
234 34 14,2 17,8 411
234 36 14,2 17,8 411
214 31 13,1 16,1 344
234 33 14,2 178 41
234 34 14,2 178 411
234 36 14,2 17,8 411
234 39 14,2 178 411

Cxema BMMIpIB 3a3HaueHa Ha Puc. 1. 3HaueHHs, HaBeaeHi TyT, € HOMIHaNbHMM B MexaX AOMNYCKY.



[HCTpyMeHTM AnAa iMnnaHTauii npoTtesa knanaHa cepua OH-IkC
noctayaoTbca okpemo; BoH1n HECTEPWJIbHI i nosnHHI nponTtn
YMLLEHHA | CTepunizaLito BiANOBIAHO A0 IHCTPYKLU N, HaBeaeHWX y
po3aini 8.5.

8.3 36epiraHHsa
[laTa 3aKiHUeHHA TepMiHY CTepUIbHOCTI 3a3HaveHa Ha 30BHILLHIN

YMaKoBLi NpoTe3a KnanaHa cepua OH-IKc. HeobxingHo BecTu
HanexHy iHBeHTapKr3aLito, Wob y nepuy Yepry iMnaaHTyBaTH
npoTe3n 3 Hinbll PaHHIMM AaTamu 3aKiHUeHHA TePMiHY iX
NPWAATHOCTI Ta He AOMYCKaTK IX MPOCTPOYEHHA. [1na 3axmcTy
KfanaHa noro noTpibHo 36epiraTi y 30BHiLLHIK YNakoBLi [0
MOMEHTY BUKOPWCTaHHA. Micle 36epiraHHa NOBMHHE Oy TW UNCTUM,
MPOXONOAHVIM Ta CyXVM.

8.4 lopaTkoBe npunagas

lNpotes knanaHa cepua OH-IKC NpU3HaYeHK Ana BUKOPUCTaHHA
TiNbKM 3 IHCTPyMeHTamm OH-IkC kKomnaHii «OH-IKc JTTI». IHCTpymeHTK
NOCTaualoTbCA OKPEMIUM HAaBOPOM, AKMI BKMtOUaE B cebe
BMMIpPIOBaYI, pOTaTOPW, TPUMAY ANA IHCTPYMEHTA | 30HA ANA CTYNOK.
IHCTPYMEHTY NpU3HavueHi A1 6araTopa3oBoro BUKOPUCTaHHA.

YBATA! BumiploBaui Ta TpuMayi iHCTpyMeHTiB MaloTb Me-
Tanesi CTepPXHi, AKi MOXKHa 3ruHaTh. YacTe 3rMHaHHA X
MeTaneBUX CTePXKHiB MOXe Npu3BecTn 4,0 BTOMU MaTepiany
Ta namaHHA. LL|o6 iHCTPYMeHT He 3n1amaBcs nig yac noro
BUKOPVCTAHHS, A0 i Nic/isl KOXXHOro 3rHaHHA CTePXKHS Noro
cnig ornAagaTyi Ha NnpeaMeT HaABHOCTI TPILLUH Ha NOBEPXHi.
AKW0 Ha NoBepXxHi 3'ABUANCA TPILMHM Big BTOMU MeTany,
BuMiploBay a6o Tpumau iHCTpymMeHTa noTpi6HO yTunisysaTtu
Ta 3amiHUTN HOoBUM. LLlo6 3amoBUTM 3anacHe Npunagas,
3BEPHITbCA Y LIEHTP 06C/IyroByBaHHA KNi€EHTIB KoMnaHii
«OH-Ikc NITI».

YBATA! 3oHan ANA CTYNOK | poTaTopun € THY4YKUMU, ane
BOHM He NPU3HaYeHi ANA 3rMHaHHA A0 CTaHY NOCTIHOT
Aedopmaduii.

Ta6n. 2: Bu6ip BumiptoBaua

[ocTynHi BapiaHTy BUMipioBa4a

YKpaiHcbka

BumiproBau

BuMiptoBay npu3HaYeHni 1A BU3HaueHHs giameTpy Gibpo3HOro KinbLis
nicna ¥oro NifgroToBKM A0 iMNaHTaw i npoTesa. 3 06ox 60KiB BUMIpIOBaY
Ma€E CTEPXHI, AKI MOXHa 3rHaTv. Ina knanawis po3mipy 8ig 19 mm go

25 MM BUMIpIOBaYi MaIOTb LMAIHAPUYHY GOPMY, @ ANA KnanaHis po3mipy
27/29 MM i 31/33 MM BUMIpIOBaYi MaloTb KOHIUHY dopmy (Puc. 3a Ta 3b).
PekomeHpaLlii Loao B1bopy B1MIpOBaYa A, y Tabn. 2.

AopranbHi BumiproBayi (aHanorv nporesa)

AopTanbHi BUMiptoBadi nepeabadeHi Ans BCix pO3mMipiB
aopTanbHOro knanaxa (Pvc. 3a). BoHy MoaentoTs CTaHAapTHN
npodinb aopTanbHoro knanaHa OH-IKC. BoHW BMKOPKCTOBYOTHCA
[NA CTaHAAPTHOT, KoHGopM-IKC | aHaToMiuHOT KoHdIrypauii
NPUWMBHOIO KiNbLiA NICNA BU3HAYEHHA PO3MIpY NpoTe3a, Lob
nepeBipnTH, WO a0PTaNbHWI KanaH He CNPUYMHKUTL OBCTPYKLT
KOPOHapHKX apTepil. AopTanbHi BUMiptoBadi po3mipy Big 19 fo 25
npu3HaYveHi 4nAa MOLeNoBaHHA IHTPaCcynpa-aHynapHOT MOCaaKu.
AopTanbHni BUMIPIOBaY PO3MIPY 27/29 Npy3HaYeHnin ana
MOZENOBaHHA IHTPa-aHyNAPHOT MOCaAKM.

Puc. 3a. BumiptoBau i aHanor aoptanbHoOro nporesa

LnningpruHmun

IMiTaTOp aopTanbHOro

Puc. 3b. BumipioBau KnanaHa

KoHiuHNnn

MonoxeHHs npulInBHOro

) . . Kinbusa
Po3mip Tun KnanaHa Twun BumipioBaua BukopucraHHA BUMipiloBa-
Yya-aHanora nporesa
19 AopTanbHuii LUnniHopuyHni TAK IHTpacynpa-aHynapHe
21 AopTanbHWit Lmninopryrmn TAK [HTpacynpa-aHynapHe
23 AopTanbHWii LnniHapnyHnin TAK |HTpacynpa-aHynAapHe
25 AopTanbHuit UmniHapryHmni TAK IHTpacynpa-aHynapHe
27/29 AopTanbHui KoHiyHum TAK [HTpa-aHynapHe
19% AopTanbHui KoHdopm-Ike LmniHapryHmni TAK IHTpacynpa-aHynapHe
21* AopTanbHui KoHdopm-Ike LUnniHopnyHnin TAK IHTpacynpa-aHynapHe
23% AopTanbHuin KoHdopm-Ike LnniHopruHnia TAK IHTpacynpa-aHynapHe
25% AopTanbHui KoHdopm-Ike LnniHapnyHnin TAK IHTpacynpa-aHynAapHe
27/29* AopTanbHuii KoHdopm-Ike KoHiuHWni TAK [HTpa-aHynApHe
19* AopTanbHuUiA aHaTOMIYHe KinbLe LnniHapnyHni TAK |[HTpacynpa-aHynapHe
21% AOPTanbHWUM aHaTOMIYHE KinbLie LnningpruHnia TAK IHTPacynpa-aHynapHe
23* AopTanbHuUiA aHaTOMIYHe KinbLie Lnninapnyxnin TAK |IHTpacynpa-aHynAapHe
25% AopTanbHuii aHaToMIYHe Kinbue UmniHapuyHmi TAK IHTpacynpa-aHynapHe
27/29* AopTanbHUit aHaToOMIYHe KinbLie KoHiyHum TAK [HTpa-aHynApHe
23* MitpanbHwi LmniHapryHmni Hl Cynpa-aHynape
25 MitpanbHuit LnnivapnyHnia HI Cynpa-aHynapHe
27/29 MitpanbHui KoHiyHuim Hl Cynpa-aHynapHe
31/33 MitpanbHWi KoHiyHuin HI Cynpa-aHynapHe
25/33 MiTpanbHui KoHpopm-lkc LnniHapruHmin abo KoHIYHMIA HI Cynpa-aHynapte

* Y HaABHOCTI He Ha BCiX PyHKax

MpoTe3 knanaHa cepua OH-IKC | IHCTPYKLUIA AN 3aCTOCYBaHHA



Toumady iHCTpymeHTa

Tpoumay iHCTpymeHTa (PUcC. 4) NO3BOMAE TPMMATK KanaH abo
poTaTop Nif Yac onepadii. Tpymay iHCTPYMeHTa CKNnafaeTbeA
3 PYYUKM, CTEPXKHA, AKAN MOMXHA 3rMHATH, | KIHUMKA.

Poratop

Potatop knanaHa (Pvc. 5) BUKOPUCTOBYETLCA ANA NepeopieHTaLlii
KfanaHa in situ i Moxe BMKOPWUCTOBYBATUCA [AN1A NEePEBIPKM
PYXOMOCTI CTyNOK. POTaTOp CKNaAa€ETbCA 3 MAACTUKOBOT FONIBKM i3
30HAOM [/14 CTYJIOK MO LUEHTPY | NPYEAHAHOrO Tprmaya.

PoTatop MOXHa BMKOPUCTOBYBATY 3 TDMMAYeM iHCTPYMEHTA, LLO
A0OAAETHCA, ab0 6e3 Hboro. LLlob npreaHaTh poTaTop A0 TprMada
IHCTPYMEHTa, BCTaBTe KiHUMK TpMMaYa iHCTpymeHTa besnocepeHbo
B MPOPI3 Ha KiHUi py4Kkn poTtatopa. PoTaTtop 3aknaLHeTbcAa nicna
NErkoro HaTUCKaHHA.

30HA ANA CTYNOK

30H ANA CTyNokK (Prc. 6) — Lie THYUKKI CTePXKeHb 3 KOHIYHIMM
KIHLAMM. 30HA AN1A CTYIOK BUKOPUCTOBYETLCA AN TOTO,

W06 akypaTHO NopyXaTu CTYNKK i NepeKOHaTUCA, WO BOHN
BIAKPVIBAIOTLCA | 3aKPVIBAKOTLCA BifIbHO.

Puc. 4. Tpumay iHcTpyMeHTa

Puc. 5. Potatop

Puc. 6. 3oHA anAa cTynokK

8.5 YmiueHHs i crepunisauia gogaTkosoro npunaana
[HCTpyMeHTV Ana iMnnaHTauii npotesy knanaHa cepud OH-

[kc nocTavatoTbea okpemo; BoH HECTEPWIJIbHI i nepes
BMKOPMCTaHHAM MOBUHHI MPONTH YMLLEHHA | CTepunizaLiio, AKi
NPOBOAATLCA 3a CTAHAAPTHVIMY FOCMITaNbHYIMK NPOLeAyPamm
YMLLEHHA XipYPriYHOro iHCTpyMeHTapito. [puMiTKa: meTanesi
IHCTPYMEHTI BUTOTOBIEHI 3 TUTaHY. [11acTUKOBI IHCTPYMEHTH
BUroTOBAEHI 3 NonideHincynbGoHy. Matepiany, Wwo
BUKOPUCTOBYIOTHCA ANIA BUTOTOBIEHHA LIMX IHCTPYMEHTIB, MOXYTb
BUTPVIMYBATV CTaHOAPTHUN | LUBMAKMI PEXMMUN CTepuii3adii.

OBEPEXHO! Li inctpymeHTn noctavatotbca HE
crepunbHumn MNepep KOXKHUM BUKOPUCTaHHAM Heo6XigHO
NMPOBOAUTM IX HaJIeXKHe YNLLeHHA | cTepunisauilo.

MpoTe3 knanaHa cepua OH-IKC | IHCTPYKLUIA AN 3aCTOCYBaHHA

YKpaiHcbka

OBEPEXHO! HE cTepunisyinte iHCTPYMEHTW }KOAHMM iHLLNM
MeToAOM, OKpim cTepunisauii napot. BukopucraHHa iHWmnx
meTogiB cTepunisalii MoXke NPU3BeCTUN A0 NOLWKOLKEHHA
AeAKNX iIHCTPYMEHTIB.

OBEPEXHO! PoraTtop notpi6Ho BigokpemnioBaT Bif
TpUMaua nicnA BUKOPUCTaHHA | nepeA YnieHHAM. [ina
BiA'eAHaHHA poTaTopa Bif TpMaya iHCTpyMeHTa noTpi6He
6inblue 3ycunns, HiXK ANA NOro NpuEAHaHHA.

9. BKA3IBKU OO0 3ACTOCYBAHHA
OBEPEXXHO! HE BUKOPUCTOBYWTE npotes kKnanaHa cepus
OH-IKc, AKWo:

npoTes 3a3HaB NafiHHA, NOWKOAKEHHA UM 6yAb-AKOro
Heo6epeXXHOro NOBOAKEeHHS;

* TepMiH NPUAATHOCTI 3aKiHUNBCA;

e 3aco6u KOHTPOJIO HECAaHKLIOHOBAHOIO PO3KPUTTA
NOLUKOAXKEHi;

e cepiliHNII HOMep Ha AP/INKY He BignoBigae cepiitHoMy
HOMepy Ha MapKyBaHHi yNaKoBKMU.

9.1 NigroTtoBKa nikapsa

[na imnnaHTauii npoTesa knanaxa cepua OH-IKC He NOTPIOHO
cneuianbHOro JO4aTKOBOrO HaBYaHHA. MeToaMKm iMnnaHTaLil
LIbOro NpoTe3a aHanorivHi MeToAnKam, AKi BUKOPUCTOBYIOTbCA AA
iMnnaHTauii byb-AKOro MexaHiyHoro NpoTe3a KnamnaHa cepus.

9.2 Crepunisauis i nOBTOpHa crepunisauia

[NpoTes knanaHa cepua OH-IKC NOCTauaETbCA CTEPUNBHUM. AKLLO
TePMIiH CTEPUNBHOCTI 3aKiHUMBCS abo AKLLIO MICNA [iCTaBaHHA i3
30BHilIHbOT YNAKOBKM KOHTEMHEP KnanaHa 6yB MOLWKOAXKEHM ab0
6ap'epy CTePUIBbHOCTI MOPYLLIEH], HE BUKOPWCTOBYMTE KMnanaH.
3BEPHITLCA Y LEeHTP 06CNYroByBaHHSA KNIEHTIB KoMMaHii «OH-IKC
J1Tly, Wob opraHizyBaTVi NOBEPHEHHA KnanaHa i oTpUMaTH 3amiHy.

OBEPEXHO! ikwo nig yac onepauii KnanaH 6yB BUNHATAN
i3 KOHTeliHepa, ane He 6yB BUKOPUCTaHWIA, He [lO3BONAETbCA
nakyBaTu 110ro Ha3apj y KOHTeliHep a6o NOBTOPHO cTepusi-
3yBaTul. Y LbOMY BUNAAKY KanaH NoTPiOHO NoBepHY TN KOMNaHii
«OH-Ikc JTTI». Mepuw Hix nosepTaTV OyAb-AKNIA BUPIO, 3BEPHITLCA Y
LeHTP 06CNyroByBaHHA KNIEHTIB 33 OBIAKOBO IHPOPMALIEIO.

OBEPEXHO! 3a60pOoHAETbCA NOBTOPHO CTepuisyBaTh
npoTtes KnanaHa cepusa OH-Ikc.

9.3 IHCTPYKLii 3 MaHinynloBaHHA Ta NiArOTOBKMN
YBATA! Yci maHinynAuii 3 npoTte3omM BUKOHYITe TiNbKN 3a

AOMNOMOrOI0 iHCTPYMEHTIB ANA NpoTe3a KanaHa cepus
OH-lkc komnaHii «OH-Ikc JITI». ina BM60py po3mipy nportesa
cnip BUKOpPMUCTOBYBaTU TiIbKM BUMiploBaYi npoTtesa
KnanaHa cepuya OH-lIkc KomnaHii «OH-Ikc JITI»; BUKOpucTaHHA
iHWMX BUMiploBayviB MOXKe Npn3BecTy A0 HeNPaBWIbHOIO
Bn6opy KnanaHa.

YBATA! He TopKaiiTecs noBepxHi KnanaHa 3 ByrfieueBum
NOKPUTTAM NaibLUAMU B pyKaBNYKax abo 6yab-akumn
MeTaneBMMu Y1 abpasmBHUMU iHCTPYMEHTaMU, OCKINbKYN
Lie MOoXKe BUK/INKaTW NOLWKOAKEeHHA NOoBepXHi KnanaHa,
HeBUANMi He036POEHNM OKOM, AKi MOXKYTb NpU3BeCcT A0
NPUCKOPEHOI CTPYKTYpHOI AncyHKLii KnanaHa, BUNagiHHA
CTYNnKu abo cTaTu ocepeaKkom popmyBaHHA TPOMOY.

YBATA! LLio6 yHNKHYTW NOLIKO/AKEHHA NpoTesa, He NpuKna-
AanTe HaAMIPHUX 3yCW/Ib 4,0 ONMOPHOTO KiNibLiA YN CTYJOK.



Yeprosa xipyprivHa megcectpa

1.

[NepeBipTe TepMiH NPUAATHOCTI Ha 30BHILLHIN YNaKOBLi.

OBEPEXXHO! HE BuKopucToBYyiiTe NpoTes KnanaHa cepus
OH-IK¢, AKWWO TepMiH 10ro NpuAaTHOCTI 3aKiHUMBCA. AKLW o
KnanaH He 6yB BUKOPUCTaHWIA, IOTO N1IaCTUIKOBUI KOHTe-
Hep He NOLWKOMKEHWUIA, ane TepMiH CTepUIbHOCTI 3aKiH-
4YMBCA, KNanaH ciig noBepHyTH KomnaHii «OH-lkc JITI».

[licTaHbTe KOHTeHep KnanaHa Ta BKNaAuWLLI i3 30BHILLIHBbOT
ynakoBku. OrnaHbTe KOHTEMHEP Ha NpeaMET MOWKOLKEHb.

OBEPEXXHO! HE BukopucToByiiTe npoTes KnanaHa cepus OH-
IKc, AKWO BiH 3a3HaB NafiHHSA, NOLWKOAXKEHHA Un 6yab-AKOro
Heob6epeXXHOoro NoBoaKeHHs. KW 0 BusBNeHe 6yab-ake
NOLUKO/PKEHHA, BUKOPUCTOBYITE IHWNIA KNanaH i 3BepHiTb-
€Ay LieHTp 06cnyroByBaHHA KNi€HTIB KomnaHii «OH-1Kc JITI»,
o6 opraHisyBaTy NOBepHEHHSA LibOro KnanaHa.

3anOBHITb PEECTPALHY KapTKy iMMIaHTaTy HaCTiNIbKX NMOBHO,
HaCKINbKK O3BOMAE MiCLIEBE 3aKOHOLABCTBO, | AKOMOra LWBKALWE
BianpasTe il 4o komnaHii «OH-Ikc J1TI». Lle no3Bonsae 3aHecT nNa-
UieHTa B 6a3y AaHWX ANA BICTEXEHHS, O MOXe OyTV BaXMBO
ANA ManbyTHIX NoBifOMAEHb WOAO KNanaHa. [laiTe kapTky
nauieHTa nayieHTy abo BKNaAiTh il B MeAMYHY KapTKy nauieHTa.

BiokpuiTe 30BHILLHIN KOHTENHED.

[AnA KoHTenHepa 3 BiAKPYy4YyBaHOI0 KPULLKOIO: NOBEPHITH
KPWLLKY MNPOTU TOAMHHUKOBOT CTRINKK L0 YNOPY, NOTIM 3HIMITb
KPWILLKY 3 KOHTelHepa (Puc. 7a).

KoHTelHep 3 BigKpy4yBaHOI KPULLKOIO

YKpaiHcbka

[inAa KoHTelHepa 3 BigninnoBaHoo Kpukoto Tyvek®:
Bi3bMiTbCA KyTOUOK KPULKK, LLO BiAOKPEMTIOETLCA | MOTATHITL
[0 LieHTpy KoHTelHepa (Puc. 8a). lpoaoBxynTe TArHY T, MOKN
KpWLLKa He 3HIMETbCA NMOBHICTHO.

CrepunbHa onepaLiniHa MeAcecTpa MOXe BUAHATU CTEPUIbHUI
BHYTPILWHI KOHTEMHeP i3 30BHILIHbOIO KOHTEMHepa, 00epexHO
NiOHABLWY MOTO 33 A3MYOK, MPUKPINSIEHWI A0 BEPXHBOT YaCTUHU
BHYTPIlIHbOro KOHTelHepa (Puc. 7b abo Puc. 8b). Micnsa uypboro
BHYTPILLHIM KOHTEMHEP NOMILLAETLCA Ha CTiN ANA IHCTPYMEHTIB.
o6 noMICTUTV BHYTPILWHIA KOHTEMHEP B CTEPWIbHY 30HY,
MOHa TaKOX 06epEXHO NePEBEPHY TV 30BHILLHIN KOHTEHEP Ha
HeBesVIKIl BUCOTI Hafl CTepubHO 30HO (PUc. 7¢ abo Puc. 8¢),
OO BHYTPILWHIA KOHTEMHEP BUCV3HYB Y CTEPUIbHY 30HY.

CrepunbHa onepayiviHa MegcecTpa/xXipypr:

1.

2.

[NepeBipTe WiNiCHICTb PO3PUBHOIO KiflbLiA Ha KPULWILL
BHYTPILHBOIO KOHTENHEPa.

OBEPEXXHO! HE BukopucToByiiTe NpoTes KianaHa cepus
OH-IKc, AKWWO0 LWinicHiCTb PO3PMBHOrO KiNbLA NopyLleHa.
AKwWo LinicHicTb pO3pUBHOIO KiNnbLs NopylueHa,
BUKOPMCTOBYITE iHWIWI KNanaH i 3BepHIiTbCA y LIeHTp
o6cnyroByBaHHA KnieHTiB KomnaHii «OH-1kc JITI», w06
opraHi3yBaT/l NOBEPHEHHS LibOro K/ianaHa.

BinkpwuiiTe BHYTPIWHIN KOHTEMHep. InA Lboro 3nerka NoBepHiTb
KPULLKY, 06 3n1amaTi po3purBHe KinbLe (Puc. 9), a NoTiM 3HIMITb
KPWLLKY 3 KOHTEMHEpPa.

Puc. 7a. 30BHilIHA BigKpyYyBaHa KpuiKa

KoHTelHep 3 BiAPMBHOIO KPULLKOIO

Puc. 7b. Buiimitb 3a A3N4OK...

Puc. 7c¢. ...a60 nepeBepHiTb KOHTeliHEpP
Haj CTePUNbHOIO 30HOI0

Puc. 8a. 30BHilLHA BigpyBHA KpuLLKa

Mpotes knanaxa cepua OH-IKC | IHCTPYKLUiA AnA 3aCTOCyBaHHA

Puc. 8b. Buiimitb 3a A3n40K...

@o

Puc. 8c. ...a60 nepeBepHiTb KOHTellHEp
Haj, CTepUbHOIO 30HOI0




3. BcTaBTe KiHUMK TprMaya iHCTpyMeHTa B MPOpI3 Ha KiHLi Tprmaya
KnanaHa i npuTUCKanTe, MOKM BiH HAZIMHO He 3aKknaLHeTbCA
(Pnc. 10). AKypaTHO BUAMITb KNanaH i3 KOHTeHepa i 3CyHbTe
MNAaCTVHKY TPMMaYa KnanaHa 3 Tprmava.

AKYpaTHO Bi3bMiTbCA PYKOIO B PYKaBMULLi 3a NPULLVBHE KifbLie
1 06epexHO NOBEPHITb TPUMAY IHCTPYMEHTa Y OyAb-AKMiA OiK.
KnanaH NoBMHeH nerko 0bepTaTnca BcepenHi NPULLIMBHOIO
KinbLiA. 3aKiHYiTb NepeBipKy NOBEPTaHHA KnanaHa, CyMiCTMBLUN
OPIEHTYIOYY MO3HAYKY 3 BICCIO MOBOPOTY.

OBEPEXXHO! HE BuKopucroByiiTe npoTes KnanaHa
cepua OH-IK¢, AKLWO KnanaH He 06epTaeTbCA BiNbHO.
BukopuctoByiiTe iHWINI KNnanaH i 3BepHiTbCA Y LIeHTp
o6cnyroByBaHHA KnieHTiB KomnaHii «OH-1kc JITI», wo6
opraHisyBaTu NOBEPHEHHA LibOro KianaHa.

Puc. 9. BinKpnBaHHA BHYTPilUHbOro KOHTelHepa

Puc. 10. BctaBnAHHA
TpyMaya iHCTpyMeHTa

4. 3BipTe CepinHMM HoMep Ha APKKY i3 MapKyBaHHAM Ha
30BHIWHbOMY KOHTEMHEDI.

OBEPEXHO! HE BuKkopucroByiiTe npoTes KianaHa cepus
OH-lK¢, AKLWWO cepiliHnii HOMep Ha APAUKY He BignoBigae
cepililHOMy HOMepy Ha MapKyBaHHi KOHTeliHepa.
BukopucToByiiTe iHLWINIA KNanaH i 3BepHITbCA Y LeHTp
o6cnyroByBaHHA KnieHTiB KomnaHii «OH-1kc JITI», wo6
opraHisyBaTy NOBEePHEHHA LibOro KaanaHa.

5. 3HIMITb APAINK i3 CEPINHMM HOMEPOM, Mepepi3aBLUX HUTKY, AKOKD
BiH NPUKpPINAeHnI 4o KnanaHa. MNpur 6axaHHi ApAVK MOXHa
BMKOPMUCTATV ANIA NEPEBIPKM Ha CTEPUIBHICTb 33 JOMOMOTOI0
CTaHOAPTHMX METOAIB MOCIBY BiApasy » NiCA TOro, AK Moro
3HATO.

6. Tenep knanaH rotoBui JO iMnnaHTauii. na 3py4HocTi
PO3MILLEHHA KNanaHa nig vac imnnaaHTauil cTepKeHb Tprmayda
IHCTPYMEHTa MOXHa 3irHYTV; 1A LbOro Bi3bMITbCA PyKaMu 3a
PYUKY TPMMaYa i 3a KiHelb CTepXKHSA Ta 3irHiTb 1oro. He 6epitbcs
3a KnanaH.

OBEPEXHO! HE BuKopucroByiiTe KnanaH sik micue
NPUKIaAeHHA CUN MNif Yac 3rMHaHHA CTePXKHA TPMaya
iHcTpymeHTa. Lle moXe nowwKoANTY KnanaH i npnussectu
[0 Noro MexaHi4yHoi HecnpaBHOCTI.
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9.4 ImnnaHTauia Bupo6y
OBEPEXXHO! Bci gonomix<Hi iHcTpymeHTU nepep ix

BUKOPUCTAaHHAM NOBUHHI NPONTU YMLLEHHA | cTepunisauito
BifNOBiIAHO A0 IHCTPYKUIN, WO AOAAIOTHCA A0 iHCTPYMEHTIB.

Bu3HayeHHA po3mipy

[1na BM3HauYeHHA po3mipy GiBPO3HOrO KiNbLA BUKOPUCTOBYATE
TiNbKK BUMIpIOBaYi MpoTe3a knanaHa cepusa OH-IKC. Bumiptosaui
OyBatoTb UMAIHAPUYHI, KOHIYHI Ta a0pTasbHi (@Hanor NpoTesa).
PekomeHaaLlii Loao BMbopy BMMiptoBada AvB. y Tabn. 2.

LnniHapuyHi BMMiptoBaYi BIiANOBIAAOTb KNanaHam po3Mipy Bif

19 MM 10 25 Mm. KOHIYHI BUMIptOBaui BiNOBIAAOTb KanaHam
po3mipy 27/29 mm i 31/33 mm. Lii Tnv BUMIpIOBaY4iB MOXyYTb BMKO-
PUCTOBYBATUCA AK AN1A a0PTaNbHUX, TaK | A1A MITPaNbHMX KnanaHis.

[paBWUIbHWM PO3MIP KNanaHa B1M3HAYaETbCA WIAXOM OTPUMAHHA
3pYYHOI, He TiCHOI NocaaKu BUMIpoBaya y Gibpo3Homy Kinbui. Konn
3pyYHy NocaaKy 3HaaeHo, BIANOBIAHNUIA PO3MIP KnanaHa byne 3a3Ha-
YeHWI Ha B1MiptoBaui. [poTe3n MiTpanbHoro knanaHa cepua OH-IKc
KoHbOopM-IKC MOXyTb BUKOPWCTOBYBATUCA TOAI, KOMW ANA 3pYUHOT
nocafKy NoTpideH po3mip B AianazoHi Mix 25 i 33 BKIKOUHO.

AopTanbHi BUMiptoBadi nepeadadeHi ans BCix po3MipiB aopTanb-
HOro knanaxa. [ina aoptanbHnx KnanaHis po3mipy sig 19 Mm 1o

25 MM BMKOPUCTOBYIOTbCA a0pTanbHi BUMIpIoBadi, o6 nepesipuTH
HanexHy NocaaKy aopTanbHOro KnanaHa y Gibpo3Homy KinbLyi i
BIAICYTHICTb OBCTPYKLIT KOPOHAPHWX apTepii. AopTanbHi Knanaxn
pOo3Mipy B 19 MM 10 25 MM ANA CTaHAapTHOT, KoHopMm-IKC i aHa-
TOMIYHOT KOH®IrypaLlii NPUWWBHOTO KifbLiA NPY3HaYeHi Ana Takol
NOCaAKM NPK iMNAaHTaLl, Ipy AKI OroneHa Po3LWVPeHa YacTyHa

3 MOKPUTTAM i3 ByrieLto BBOAUTLCA Y GibpO3He Kifblie, a MpuMBHE
KinbLe pOo3TallOBYETLCA IHTPACynpa-aHynapHo (Puc. 11).

OBEPEXHO! HE npumipsiiTe npuwmBHe Kinbue
aopTanbHOro KnanaHa po3mipy Big 19 mm go 25 mm ans
nocaaku BcepepauHy ¢pi6posHoro Kinbus.

AopTanbHi KnanaHu po3mipy 27/29 MM Ana CTaHAaPTHOI, KoHdopm-
[KC | aHaTOMIYHOT KOHIrypaLiT MPUWMBHOTO KifbLA NPU3HaYeHi AnA
iHTPa-aHyNApHOI MOCaAKM i MatoTb BMMIpIOBaY (aHanor npoTesa) And
iMITaLYiT TaKOro PO3TalLyBaHHA.

Yci MiTpanbHi KnanaHy, BKoYaloum NpoTe3 MiTPanbHOro KnanaHa
cepua OH-lkc KoHbopM-IKe, Npu3HayeHi Ana cynpa-aHynapHol
nocagku (Pnc. 12).

YBATIA! He BUKOpUCTOBYITE KnanaHn 3aBeNnKoro posmipy,
OCKiNbKI Lie MOX<e Npu3BecTu A0 NopyLlueHHA GYyHKLii KnanaHa.

Puc. 11. NepeBipka nocagkn aopTanbHOro KnanaHa 3a ,0NOMOroio
aopTanbHOro BUMiploBaya




9.5 MeToauKa HaknageHHA WBIB

[nA BLIMBAHHA KNanaHa MOXYTb BMKOPUCTOBYBATUCA Pi3Hi
METOAVKM 3anexHo Bif ynoaobaHb Xipypra, Lo BUKOHYE
IMMIaHTaLio, Ta CTaHy MauieHTa. KOHCTPYKLUiA aopTanbHOro
KnanaHy nepenbayae NpUAAraHHA TKaHNH GIGPO3HOTO KinbLA A0
PO3LUMPEHHA OMOPHOTO KiNbLA. Cepefl XipypriB iCHYE 3aranbHum

KOHCEHCYC B TOMY, LLIO HEBMBOPOTHWI NEPEPUBYACTU MATPALIHMI

LWOB, 3 MPOKMNaAKamm Yu 6e3, 3abe3neuye Halkpalle NpunsaraHHs
GibpOo3HOro KinbLA A0 30BHIIHBOT NOBEPXHI PO3WMPEHHA
OMOPHOTO KifbLA NpoTesa.

[na iMnnaHTauii MiTpanbHYIX KNanaHxiB, AK NPaBuIo, 3aCTOCOBYETLCA

BMBOPOTHNIM MaTPaLHWIA OB 3 MPOKIafKaMm Ym 6e3, xoua

HEBMBOPOTHI Ta HEMEPEPBHI WBK TaKOX YCMIWHO 3aCTOCOBYBANNCA.

YBATA! IMig yac nocagKku KnanaHa nepekoHanrecs, Wwo
LWOBHMI MaTepian Yn aHaTOMIUHi CTPYKTYpu He 6yayTb
nepeLlKoAKaTu pyxXy CTyNok KnanaHa. Moxxnusictb

06€pTaHHﬂ KnanaHa J,03BOJISIE 3MiHIOBaTU IOr0 NOJIOXKeHHA

TaKuM YMHOM, WO6 3annwWKOBi aHoOManii natonorii He
nepeLwKomKanu pyxy CTyNoK KnanaHa.

Puc. 12. Cynpa-aHynapHa nocagka KnanaHa

LLIBM NOBMHHI HaKNafaTUCA Yyepes cepefrHHy NiHilo NPULLINBHOTO
Kinbua. Lle 36epira€ rHyukicTb NPULLMBHOTO KinbUA i 3abe3neuye
npunsaraHHa 1o Gibpo3HOro Kinbus. Lie Takox A03BOMAE YHUKHYTH
KOHTaKTY FOJKM 3 TUTAHOBMMU KiNTbLIAMM, AKi 3HaXOOATHCA B TOBLL
npuwmeHoro Kinbua (Puc. 13). ina gonomoru nifg Yac HaknagaHHsA
LUBIB MOXHa BMKOPWCTOBYBATV OPIEHTYIOU MO3HAYKM Ha
NPULWKBHOMY KiflbUi.

YBATA! na aHaTOMi4HOrO NPULINBHOIO KiNlbLiA WBWN
B MicLli TPbOX KOMiCyp KnanaHa NoBUHHI cniBnagatn
3 OPIEHTYIOUMMI NO3HAYKaM1 Ha NPULLNBHOMY KinbLi.
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Puc. 13. MpuwumBHiI Kinbysa y nepepisi

OnopHe
Kinbue

(A)
AopTanbHui

(B)

TutaHosi . “
MiTpansHui

Kinbua

Wapn
TKaHWHM

(@] OﬂopHe (D)
MitpanbHun KinbLe AopTanbHui
KoHdopm-Ikc KoHdopm-Ikc
TutaHosi . -
i aopTanbHMM
KinbusA N o
aHaTOMIYHWMM
LWapw
TKaHWHN

MMicnsa HaknaeHHA yCix WBIB KnanaH NpoCcyBaEeTbCs y Gibpo3He
KinbLe i HUTKKM 3aB'A3ytoTbCA. [1nA aopTanbHWX KnanaHis pekomeH-
LYETbCA NepLi 3 By3/1 3aB'A3aTV PIBHOBIJAANEHO OAVH Bif OAHOMO
i nocepearHi Mix KoMiCypamu, o6 cTabinizysaty knanaH y ¢ibpos-
HoMy KinbLyi. Lo BUMHATK TprMay i3 KnanaHa, 0bepexxHo nepepixK-
Te QIKCytoUy MOro HIUTKY, AK MOKa3aHo Ha Puc. 14, noTim akypaTHO 3a
ZIOMOMOTOI0 PYUKM BUIMITB i3 KNanaHa Moro Tpymau.

OBEPEXHO! HE HamaraiTeca NOBTOPHO BCTaBUTUN TpUMay y
KnanaH nicns Toro, AK BiH 6yB BUNHATYIA. [INA aopTaNbHUX i
MiTpanbHUX KNanaHiB BUKOPNCTOBYIOTbCA OAHOHaNpPaB/eHi
TpuMaYi KnanaHiB, NpM3HavyeHHi cneyianbHO ANA KOXKHOFO
TMNy Knanasa. (Puc. 2.)

YBATA! Micna 3aB'A3yBaHHA BY3/iB WWOBHNI MaTepian
noTpi6HoO BigpisaTin KOPOTKO, W06 BiH He 3aBaXKaB Pyxy
CTYNOK KnamnaHa.

Puc. 14. BuiimaHHA TpuMmaya KnanaHa




9.6 OuiHKa pyXy CTY/IOK i NOBepPTaHHA KJlanaHa

lMepeBipKka pyxy cTynok

Micns Toro sK BLUMBAHHSA KanaHa 3akiHueHe, HeoOXigHO
nepeBipuTI BINbHWI Pyx CTYNOK. LLIo6 nepeBipnTv pyxnmBicTb
CTYNOK, aKypaTHO MopyxanTe CTYNKM 30HA0M pOTaTopa Yu
OKPEMMM 30HAOM AIA CTYNIOK | MepeKoHanTecs, WO BOHN
BIKPMBAIOTLCA | 3aKPUBAIOTHCA BINTBHO.

OBEPEXXHO! inA nepeBipKu pyxy CTyN0K BUKOPUCTOBYITE
TinbKM 30HA ANA cTynoK OH-lIkc KomnaHii «OH-1kc JITI» a6o
30HA ANA CTYNOK, WO 3HaXOANTbCA Ha KiHLi poTaTopa.

lNoBepraHHA

AKLLO CTY/KM He pyxaloTbCA BiflbHO, 0bepeXKHO NoBepTaliTe KnanaH
y ByAb-AKNiA 6iK, MOKM BiH He JOCATHE NONOXKEHHS, MPY AKOMY
CTYSIKaM HiYOro He 3aBakae.

YBATA! He HamaraiiTecA noBepHYTU KnanaH, AKLLO0 BUHUKAE
6yab-AKNIA BigYYTHMIA onip noBepTaHHI0. KpyTHMII MOMeHT,
HeoOXigHMI ANA NOBOPOTY KNanaHa in situ, mae 6yt
NpUGAN3HO TaKNM Xe, K | NPy TecTyBaHHi NOBepTaHHA
nepep imnnaHTauielo. KO ANA NOBepPTaHHA BUMaraeTbcs
MOMITHO GiNbLUNII KPYTHUIA MOMEHT, NPUMNUHITL CNPo6y
NoBepHYTU KnamnaH. AKLo KnanaH Heo6XigHO NoBepHYyTH,
ane Le HEeMOX/INBO BUKOHaTH, BUAANIThb KlanaH.

POTaTOp MOXHa BUKOPWCTOBYBATK 3 TOMMa4eM iHCprMeHTa, o

[0fa€eTbCA, abo 6e3 Hboro. Y pasi HeobxigHOCTI NPUERHalTe TprMaY

[10 POTaTOPa, BCTaBNAKYM KIHUMK TPMMaYa IHCTPYMEHTa B MPOopI3
Ha KiHLi pyyYKki poTatopa i TPUTUCKAIOUM, MOKM BiH HAOIMHO He
3aKfaLHeTbCA.

OBEPEXHO! 1na noBepTaHHA KnanaHa in situ
BMKOPUCTOBYITE TiIbKN poTaTop OH-lKc KoMmnaHii «OH-

Ikc JITI». BukopucroByiiTe poTtaTop TiibKu BignoBigHOro
po3mipy. BukopucrtaHHsa poTratopa HenpaBuUabHOro po3mipy
MOXKe MOLWKOAUTY K/lanaH.

AKypaTHO BCTaBNANTe POTATOP KNanaHa B KfanaH Tak, Wob
30HA AN1A CTYNIOK 3HAaXOAMBCA MiX CTySIKaMK, a monepeynHa —
napanefibHo oci ix MOBOPOTY, MOKM BiH NErKo He yBilnae Ha MicLie
(Pnc. 15).

Puc. 15. BctaBnsiHHA poTaTopa KnanaHa

YBATA! Mig yac BcTaBNAHHA poTaTopa He NOBVHEH
BigvyBaTuca onip. AKLO onip BUHUKAE, NPUNWHITbL
npocyBaHHA poTaTopa, BUNMITb IOT0 i CKOpeKTyliTe 1ioro
NONOXKEeHHS, NepLl Hi>k cnpo6yBaTi 3HOBY NOro BCTaBUTW.

Micna noBepTaHHA KnanaHa NOBTOPHO NepesipTe pyx CTYNOK. AKLIO
BiNIbHOTO PyXy CTYSIOK He BAAETLCA AOCArTY, BUAANITL KNanaH.
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9.7 OpieHTauia KnanaHa

AopranbHuii:

33 JaHVMK KIIHIYHWX JOCNIAXEHb HEMAE MEBHOI OPieHTaLii NpoTe3a
aopTanbHOro Knanaxa cepusa OH-IKC 3i cTaHaapTHO, KoHbopM-IKC
i QHAaTOMIYHOIO KOHGIrypaLiEio NPULLMBHOIO KinbUd, AKIN cig ou
6yno HaaaBaTu nepe.ary.

YBATA! Micna imnnaHTauii KnanaHa BisyanbHO nepesBipTe
BiACYTHiCTb 06CTPYKLii BycTb KOPOHapPHUX apTepiil.

MitpanbHui:

Ony6nikoBaHi AaHi AOCNiAXKEHb CBIAYaTb NPO HEeOOXiAHICTb
NPOTU-aHAaTOMIYHOT OPIEHTALT LLAPHIPHOT OCi CTYIOK MITPaIbHOTO
knanaHa. [Jus. Puc. 16.

Puc. 16. LLlapHipHa Bicb cTYyNOK MiTpasbHOrO KnanaHa Ma€ npoTu-
aHaTOMi4HY opi€HTaLilo.

MiTpanbHW 3i CTaHAAPTHUM KinbLem i KoHpopm-Ikc

10. NICNIAONEPALIVHA IHOOPMALLIA

10.1 CymicHicTb 3 MarHiTHO-pe30HaHCHO ToMmorpadieio

(MPT)

*Mpumitka. HrkueHaseneHi pesynstatit MPT CTOCy0TbCA yCix po3mipis
npoTe3sa knanaHa cepua OH-IKC i KOHIrypauirt NpUWNBHOT MaHXeTN.

YmoBHo cymicHnii 3 MPT: A

lMpoTe3 knanaHa cepua OH-IKC (MpoTe3 MiTpanbHOro KnanaHa
cepusa Konpopm-Ike, po3mip 25-33%) BU3HaUYEHMI 5K YMOBHO
cymicHnin 3 MPT BigNoBIAHO A0 TePMIHONOTIT, TPUAHATOI
AMEPUKAHCbKNM TOBAPUCTBOM 3 BUMPOOYBAHHS Ta MaTepianis
(ACTM IHTepHelwHn), koa: F2503-08. «<MapKyBaHHA MeAUUYHMX
NPUCTPOIB Ta iHWWX NpeaMETIB AnA 6e3neyHol ekcnnyaTawii

B MarHiTHO-pe3oHaHcHoMy cepepoBuLi». ACTM IHTepHelwHn, 100
Bapp Xapbop Lpaiis, a/c C700, BecT-KoHworokeH, MeHcnnbBaHis,
CLWA.

HekniHiuHi BUNPOBYBaHHA NMOKazanu, Wo nNpoTe3 MiTpasbHOro
KnanaHa cepua KoHdopm-Ikc OH-IKe, po3mip 25-33, € yMOBHO
CymicHUM 3 MPT. TaujieHTa 3 UMM NPUCTPOEM MOXHa 6e3neyHo
CKaHyBaTW Bigpasy NicasA CTBOPEHHA TaKMX YMOB:

CratuyHe marHiTHe nosne:

« CraTmyHe MarHiTHe none 3 Tn abo MeHLle

« MakcnmanbHWIM NPOCTOPOBUI FPafieHT marHiTHoro nona 720 ¢
abo meHue



HarpiBaHHA, BuknnkaHe MPT:

Mia yac HeKNiHIYHKX BUNPOBYBaHb NpoTe3 KnanaHa cepuis OH-IKC
(npoTe3 MmiTpanbHoro knanaxa cepua KoHbopm-Ike, po3mip 25-33)
NMOKa3as Take MigBuLLeHHA Temnepatypu nig yac MPT npotarom
15-XBUANHHOIO CKaHyBaHHA (TOOTO ANA IMNYNbCHOT NOCNIA0BHOCTI)
B cuctemi MPT 3 Tn (3 Tn/128 MIy, Ikcant, HDx, nporpamHe
3abe3neyenHs 14X.M5, BUpOOHIMK — KoMMaHiA «[xeHepan
EnekTpik Xenckeax, M. Minyoki, wrat BickoHcnH, CLUA):

Halbinblue nigsueHHs Temnepatypu +1,6 °C

TaKMM YMHOM, BUNPOBOYBAHHA Ha HarpiBaHHsA, BUKVKaHe MPT, ana
npoTesa MiTpanbHOro Knanaxa cepua KoHdopm-lkc OH-IKc, po3mip
25-33, npw 3 Tn 3a gonomoroto PY KOTyLWKM npunomy/nepeaaui
Ana Tina Ha MP-cuctemi 3 ycepeHeHM NUTOMUM KoediLliEHTOM
nornuHanHs (SAR) 2,9 BT/Kr (TO6TO KanopuMeTpryHO BIMIpAHe
ycepeaHeHe 3HaueHHA 1A BCboro Tina 2,7 BT/Kr), nokasano, wo
Halbinblue NigBULIEHHA TeMNepaTypu, Ake BiAOYN0CA 3a LUx
KOHKPETHWMX YMOB, IOPiBHIOE ab0 meHwwe +1,6 °C.

IHgopmavia npo aptegpakTu:

AKicTb MP 300parkeHHA MOXKe 3HM3UTUCS, AKLLO 061acTb
JOCNIAMKEHHA MOBHICTIO 30iracThbCa Um 3HaXOAMTbCA BiAHOCHO
6n13bKO 10 06MACTi PO3TallyBaHHA MITPasbHOrO KNarnaHa cepus
KoHdopm-Ikc OH-IKc, po3mip 25-33. Yepes Lie Moxe BUSBUTACA
HeobxigHoW0 onTMMizaLlia napameTpis MP Bi3yanisauii ons
KOMMeHcaLil LbOro B1BY LibOro NMprUcTPOLO.

IMnynbcHa Po3mip nyctot OpieHTaLis NAOWWHYM
NMOCNIAOBHICTb curHany (Mm2)
T1-SE 1090 lNapanenbHa
T1-SE 686 [NepneHavkynapHa
GRE 1478 [NapanenbHa
GRE 1014 [NepneHankynapHa

10.2 NoBepHeHHA BMpPO6iB

[ns noBepHeHHs byab-AKoro B1poby NoTpibHa nonepeaHs
aBToOpVI3auia Cy»6v 06CNyroByBaHHA KNIEHTIB KomnaHii «OH-IKc
J1Tl». 3 6ynb-AKMX NUTaHb CTOCOBHO KanaHa 4u aBTopw3aLlii ana
noBepHeHHA B1POOLIB 3BepTalTeca y LeHTP 00CNyroByBaHHS
KNEHTIB KomnaHii «OH-1Kc JTTI».

JliueH3osaHo BignosigHo Ao nateHTiB CLUA NONe 5308361; 5137532;
5545216; 5772694; 5641324; 5908452; 5284676; 5305554; 5328713,
5332337, 5336259; 5514410; 5677061; 6096075, cepinHmi

Ne 09/010449 po3soneHo; cepirHmin N° 09/224816 n03BONEHO; iHLLI
[I03BOMV Ta NaTeHTV 3aaBNeHi.
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11. IHOOPMALIA NMPO NALIIEHTA

11.1 PeecTpauis nauieHTa

KOXHa ynakoBsKa 3 KnarnaHoM MIiCTUTb KapTKy MaljieHTa i KapTKy
peecTpadii iMnnaHTaTy. BignosigHo o BMmorn komnaHii «OH-IKc
JTl» peecTpalliinHy KapTKy iMAnaHTaTy HeobxiaHo HeBiaKnaaHo
3aMOBHWTW i BIANPABUT OANH MPUMIPHVK MOLTO Y LIEHTP
00cnyroByBaHHs KNieHTiB komnaHii «OH-Ikc JTTI». Mpn iMnnaHTauji
KifIbKOX KflanaHiB 3anoBHIONTe OKpeMy KapTKy 418 KOXKHOIO
KnanaHa. KomnaHia «OH-Ikc JTTl» bye BUKOPUCTOBYBATW Lii AaHi
[NA PO3CUNKM MOBIAOMMNEHb Ta MONOBHEHHA iIHBEHTaPHOrO 3amnacy
B MeMYHOMY 3aknafi. Bca iHbopmallia naLieHTa 3anmaeTbca
CyBOPO KOHIAeHLHOL, a iHbopmaLlis, ineHTUdIKytoUa NaLieHTa,
MOXE He PO3KPMBATUCA, AKLIO Lie O3BOMIEHO 3aKOHOLABCTBOM.

11.2 KapTka naui€eHTa
KapTka nauieHTa BxoauTb B KOMMAEKT NpoTe3a. lNauieHTam cnig

NOPaANTI 3aMOBHUTW LItO KAPTKY i 3aBXAW MaTu ii npu COOI.

11.3 InpopmauiinHuit GykneT ansa nauieHTa

KomnaHis «OH-Ikc [TTI» nigroTysana iHbopmaLlinHnia byknet

[NA NaLienTa, WO Nikap MOXe AaTv NaLieHTy nepes BUMUCKOIO.
MPUMIPHMKI LUbOrO BYKNETY MOXHa OTPUMATK, 3BEPHYBLIMCH 0
TOProBOro npefcTaBHykKa KoMnaHii «OH-1Kc JTT1».

12. BIJMOBA BIfl TAPAHTIA

Yepes nepeniyeHi BuLLe YyCKNaaHEeHH, AKI MOXYTb BUHVKHY TV MPK
BUKOPWCTaHHI Oyb-AKOro MpoTe3a KflanaHa cepus, Ta MMOBIPHICTb
3aBAaHHs WKOAW 40, Nif Yac abo nicaa iMnnaHTauil, Lo TakoX
OyNno 3a3HayeHo paHile, komnaria «OH-IKc JTTl» rapaHTye nuwe
BiANOBIAHICTb BUPOOY CTaHAAPTHUM CrelmndikaLiam KomnaHii
«OH-IKC JTTl». Komnaria «OH-IKc JTTl» He Haa€ »KOAHMX rapaHTin
CTOCOBHO QYHKLIIOHYBaHHA BUKOPUCTOBYBAHOTO BMPODY, @ Takox
KomnaHia «OH-Ikc JTTl» He bepe Ha cebe »oAHOI BiANOBIAANbHOCTI
33 pe3y/bTaTv BUKOPUCTaHHS Liboro B1poby. Mokynelb bepe Ha
cebe BiANOBIAANBHICTb 3a BCI PU3MKK, NOB'A3aHI 3 BUKOPUCTAHHAM
BUpPoOy. KomnaHia «OH-IKc JTTl» BIAMOBAAETLCA Bif YCiX HWWX
rapaHTivi CTOCOBHO BMPOOY, ABHMX UL MPUMYLLEHMX, BKITHOUaOUN,
cepefl iHWOro, rapaHTil TOBAPHOI LIIHHOCTI Y/ NpUaaTHOCTI ANA
IOCATHEHHA KOHKPeTHWX Liner. Komnaria «OH-Ikc JTTl» He Hece
BiANOBIAANbHOCTI 33 OyAb-AKI NPAMI, GaKTUYHI, HenpAMi a6o
BMNAAKOBI BTPATY, 30MTKM ab0 BUTPATK, NOB'A3aHI 3 BUKOPUCTAHHAM
LIbOro NpoayKTy. KoaHa ocoba He Mae MOBHOBAXEHb 3MiHIOBATY
Oyab-AKi 3 UMX yMOB abo NMoKNagaTy Ha KomnaHito «OH-IKc JTTI»
6ynb-AKY OAATKOBY BiANOBIAANLHICTb aDO BUMOTY rapaHTii y
3B'A3KY 3 BUKOPUCTaHHAM MPOLYKTY.



AOAATOK A

KniniyHa iHhopMalida BinoBiaHO A0 BUMOT YNPaBAiHHA 3 KOHTPOSIO
AKOCTI XapuOoBWX NPOAYKTIB i NikapcbKux 3acobis (FDA) CLUA

1. HEBAXKAHI ABULLA

Y xofi nepeanpoaaXxHOro AOCNIAKEHHS, WO NPOBOANIOCA B KPai-
Hax €BPOMNK, BCbOro Oy/10 iMMIaHTOBaHO 184 NpoTesun aopTanbHOro
KnanaHa cepua OH-Ikc y 184 nauieHTie B 11 LeHTpax. CepeaHin
nepiof CNocTepeXkeHHA CTaHOBMB 2,2 POKY (Aiana3oH TpyBanocTi
Bia 0 10 4,0 pokiB), Wo 3aranom cknano 411,8 nauieHTo-pokis. MiT-
panbHUX NPOTE3iB YCbOro ByNo iMnaaHToBaHo 229 y 229 nauieHTis
y 16 ueHTpax. CepeaHin nepiof CnoctepekeHHA CTaHoBKB 1,8 poky
(niana3oH TpreanocTi Big 0 o 4,5 POKiB), LU0 3aranom CKNano

417,9 nayieHTO-pOKIB.

Cepep NauieNTIB 3 MpOTe3amu a0PTAIbHOMO KlanaHa nif vac
AOCNIIPKEHHA BCbOrO CTanocaA 7 CMepTen i 2 3 HUX By BU3Ha-

YeHi AK MOoB'A3aHi 3 knanaHoM. [TprurHamm cMepTen, MOB'A3aHKIX

3 a0pTanbHUM KnanaHom, bynn paHHA Tpomooemoonis (1 nauieHT)

i panToBa HenosAcHeHa cmepTb (1 mauieHT). Cepen NaLieHTIB 3 Npo-
Te3aMu MITPaNbHOro KanaHa nig vac LOCNIAKeHHA BCbOro CTanocA
18 cmepTelt i 3 3 HUX Bynn BU3HAuUeHi AK NOB'A3aHI 3 KnanaHoMm.
MpnUMHaMK CMepTEN, NMOB'A3aHMX 3 MITPaNbHUM KnanaHom, Oynm
PaHHA HEKOHTPONbOBaHa KposoTeya (1 mauieHT) i panTosa HEMOAC-
HeHa cMepTb (2 nauieHTw).

1.1 He6axaHi ABMLWa, WO cnocTepiranunca
HebaaHi ABKLLa, NPO AKi NOBIAOMAANOCA B XOAI KNiHIUYHOro AoChi-

[PKEHHS, BKa3aHi B Tabnumuax 3 i 4.

2, KJIIHIMHI AOCNIAXKEHHA

2.1 MepeanpoaakHi gocnigKeHHA
[NepeanpofaHi KNiHIYHI AOCNIIKEHHA NPOTe3a KnanaHa cepus

OH-IKc Bynu npursHadeHi Ana JoCniaxeHHA 6e3neyHocTi Ta edek-
TUBHOCTI KNanaHa Ana NpoTe3yBaHHA a0PTa/IbHOIO Ta MITPAIbHOro
KnanaHis. MauieHTn, Wwo noTpedyBanu i301bOBAHONO NPOTE3yBaAHHA
aopTanbHOro KnanaHa cepus, 3 1996 no 2000 pik 6panu yyacTs y
MiXKHapOoAHOMY 6araToLeHTPOBOMY MPOCMEKTUBHOMY HEPAHAOMI-
30BaHOMY AOCNIOKEHHI 3 PETPOCMEKTUBHMM KOHTPOJIEM, LWLO NPO-
Boamnoca B 11 ueHTpax. MauieHTy, wo notpebysany i30/1b0BaHOTO
npoTesyBaHHA MITPasIbHOrO KnanaHa cepua, 3 1996 no 2001 pik
6panu yuacTb y MiXkHapoaHOMY HaraToLeHTPOBOMY MNPOCMEeK-
TMBHOMY HEepaHLOMI30BaHOMY LOCNIAKEHH] 3 PETPOCMEKTUBHUM
KOHTPONeM, Lo NPoBOAMNIOCA B 16 LieHTpax.

pyna npoTe3yBaHHA a0PTaNbHOroO KnanaHa BkMtoyana 184 nauieH-
T (121 yonosik, 63 XiHkK) Bikom Bia 20 10 80 pokKiB (cepeaHiit Bik
60,2 poky). KyMynaT1BHa TpyBanicTb NOAANBLIOIO CNOCTEPEXEHHSA
CTaHoBMNa 411,8 NaLieHTO-POKIB 3 CepeAHIM Nepiogom CrnocTe-
pexeHHd 2,2 poky (cepeaHbokBafpaTnuHe BiaxmnerHs (CB) =

0,8 poky, aianasoH TpueanocTi = Big 0 go 4,0 poky). lpyna npoTtesy-
BaHHA MITPasbHOrO KfanaHa Bktovana 229 nauienTis (86 4yonosi-
Kig, 143 xiHKw) Bikom Big 21 [0 78 pokis (cepeHilt Bik 59,2 pOKy).
KymynaTVBHa TPMBaNiCTb NOAANBLLOrO CNOCTEPEKEHHA CTaHOBMA
417,9 NayieHTO-POKIB 3 CepefHiM NepiofoM CNOCTEPEKEHHA

1,8 poky (cepeaHboKBaapaTnyHe BigxuneHHa (CB) = 1,3 poky,
fiana3oH TpueanocTi = Bia 0 ao 4,5 poky). B Tabn. 5 Ta 6 npefcTas-
NeHi nepefonepauinHi n onepauinHi CTaTMCTUYHI AaHi NauieHTIB.
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Ha lpad. 1 nokasaHo 4Mcno nauieHTiB 3 iMnaaHTaTamu B MOPIiBHAHHI
3 TPWBAnNICTIO CriocTepekeHHA. B Tabn. 7 npeactaeneHa iHpopmadis
MPO IMMNAHTaTK 38 PO3MIPOM KnaraHa, BKIYatoum YUCNO naLjieH-
TiB 3 IMMIAHTaTaMM Ta YUCSIO NALIEHTO-POKIB.

KiHLEeBUMM TOUKaMM OLLiIHKYM 6€3NMeYHOCTi, BU3HAUYeHMK AN LibOro
[OCNimKeHHA, OyNn yCKNaAHeHHRA; ANA NiATBEPAKEHHA HAABHO-

CTi ab0 BiACYTHOCTI NEeBHMX YCKNaHEHb MPOBOAWINCA aHasi3n
KpOBI. Pe3ynbTaTii oUiHKm 6e3neyHocTi npeacTasneHi 8 Tabn. 3 i 4.
KiHLUEeBMMM TOUKaMM OLiHKM epeKTUBHOCTI Bynn OLiHKa 3a LKaow
Hbto-Vlopkcbkoi KapgionoriuHoi acouiayii (NYHA) i pesynsTaTy exo-
Kapaiorpadii. Peynbtatv oUiHKM 3a Wwkanoto NYHA i aHanizis KpoBi
6y oTpuMaHi 1o onepadii, nig Yac onepadllii Ta nicnsa onepatii: ye-
pe3 3-6 MicAUIB, Yepe3 OAMH PiK, a NOTIM WOPIYHO. [eMOANHAMIUHI
MOKa3HWKM Bynv OTpMMaHi Npw BUNKCLI | Yepe3 oanH pik. B Tabn. 8
9 NpencTaBneHi Ui pesynbratit OLiHKN eheKTUBHOCTI.

2.2 MlicnanpopgaXHe AOCNiA)KEHHA aHTUKOaryiAaHTHOI Tepa-
nii 3 HU3bKUM LinboBum piBHem MHB

[pocneKTnBHe paHAOMI30BaHe KiliHIYHe JOCIKeHHA aHTUKOary-
NAHTHOI Tepanily NauierTiB 3i WTyYH1MK knanaHammn cepud OH-IKC
(PROACT) byno npusHaueHe aAna oLiHKK 6e3neYHOCTi Ta epeKTrB-
HOCTI 3aCTOCYBaHHA Y MaLiEHTIB 3 IMMIAHTOBAHVIMI NPOTE3aMM
KnanaHa cepua OH-IKC MeHLW arpecrBHOT aHTUKOAryNAHTHOI Tepanii
HIXK T, LLO peKOMeHIYETbCA YMHHMMIM HaCTaHOBaMM AMeprKaH-
CbKOT Konerii kapaionoris/AMeprKaHCbKOI KapAionorivyHoi acowiayii
(ACC/AHA) un AMepuKaHCbKoT Konerii daxiBuis B 06nacTi Topakanb-
Hol meanumnHy (ACCP) ans nauieHTiB 3 iMNNaHTOBaHM ABOCTY -
KOBMM MexaHiuH1M KnanaHom cepud. pyna, wo 6yna HabpaHa Ta
npoaHanizoBaHa NepLoto, BUKOPUCTOBYBANACA ANA NOPIBHAHHA
CTaHOAPTHOT aHTUKOAryIAHTHOT Tepanii'y MauieHTIB 3 BUCOKMM
CTyneHem pU3NKyY, Lo NoTpebyBanu NpoTe3yBaHHA a0PTaNbHOMO
knanaHa ([MAK), 3 Tepanieto, Ae LinboBe MiXkHapOaHe HOpMasi3oBa-
He BigHowWweHHa (MHB) ctaHosuno Big 1,5 no 2,0.

Au3zavin gocnigxeHHs Ta Big6ip nayieHTiB

Y rpyni pocnigxkenHa PROACT, aka cknafanaca i3 nawieHTiB 3 BUCO-
KVIM CTyneHem pU3nKY, Lo NoTpebysany NpoTesyBaHHA aopTanbHO-
ro knanata (MAK), npoBoannoca NpocnekTVBHe, paHOMi30BaHe,
He3amackoBaHe, KOHTPONbOBaHe JOCNIAKEHHA 3 METOIO MOPIB-
HAHHA Pe3ynbTaTiB NiCIA NPOTEe3yBaHHA A0OPTASIbHUM K1anaHoMm
OH-Ikc. flocnipxeHHs 6yno 6aratoLeHTPoBKM i NPOBOANIOCA Y 36
OOCNIAHNLBKNX LeHTpax Y [TiBHIURIM Amepundi, 35 3 AKKX 3HaxX0-
annnca y CnonyueHumx LUTaTax, 1 3Haxoameca y KaHaai. Y rpyny
MAK'y NauieHTiB 3 BUCOKMM PU3MKOM PO3BKTKY TPOMOO3Y KianaHa
i Tpomboembonii 3aranom Oyno HabpaHo 425 nalieHTie. Habip
nauieHTis novasca y yepsHi 2006 POKy i 3aBepLINBCA AN rPynm
[MAK'Y MaLieHTIB 3 BUCOKIM PU3NKOM Y »OBTHI 2009 poky. [aHi
cnoctepexeHHda no 1 BepecHa 2014 poky Oynn HagaHi AnA Uboro
3BITY. [NepBUHHMUMM KiHLEBMMI TOUKaMM BN YacToTa BUHUKHEHHS
TpoM603y KnanaHa, TpoMboembonii, KpoBOTeUi, TOBTOPHOT onepa-
LiiT, eKCMNaHTaLil, a TakoXK CMEPTHOCTI Bif YCiX MPUYMH Ta CMEPTHO-
CTi, NOB'A3aHOT 3 KNanaHoOM, BiANOBIAHO [0 BU3HAYeHb, HaBeAeHUX
y HacTaHoBax ToBapm1CTBa TopakanbHWX Xipyprie/AMepuKaHCbKOT
acoujiauii TopakanbHux xipypris (STS/AATS) WOAO NPOBEAEHHA
KAIHIYHKX fOCAifXeHb B 06NaCTi KNanaHHOro NpoTesyBaHHA. [Ana
NpoBefeHHA aHanNi3y He MEHWOT eGeKTUBHOCTI MiX 2 rpynamm
JOCNIMKEHHA BUKOPWCTOBYBABCA KOMOIHOBaHMIA MOKA3HMK Ha
OCHOBI YaCTOTW BUHUKHEHHA TPOMOO3y KnanaHa, Tpomboembonii
Ta KpoBOTeUi, Ta 33aCTOCOBYBaNACA Mexa He MeHLIOT epeKTUBHOCTI



1,5% (abcontoTHe 3HauYeHHs). [1na po3paxyHKy YnCenbHOCTI BUOIPKK
BMKOPMCTOBYBABCA 1-CTOPOHHIN KpUTEPI ANA NOPIBHAHHA YacTOK
3 nomunkoto |-ro pogy 0,05 i CTaTUCTUYHOI MOTYXKHICTIO ANA nepe-

BIpKM rinoTte3n He MeHWoi edekTeHOCTI 80%.

Kpurepii Bigbopy nayieHTiB
Kputepii Binbopy naLieHTiB Ans AOCNIAKEHHS OYV TaKUMU:

1. T1aUienHT 3 KNIHIYHMMM NOKa3aHHAMY AN1A NPOBeAEHHS: i1301b0Ba-
Horo [TAK.

2. TauieHTn, BigHECeHi O Py BUCOKOTO PU3MKY Yepes TakKi
CTaHW: XpOHiuHa dibpunauia nepeacepab, dpakuia BUKMIY NiBOrO
wnyHouKa < 30%, 36inbweHe nise nepeacepad > 50 MM y fiameTpi,
CMOHTaHHI exoKkapaiorpadiyHi KOHTPaACTK y niBoMy nepeacepdi,
CYAMHHI NaToNorii, HEBPONOFIUHI ABMLLA, rinepKoarynAuid (ave.
BM3HaUYEeHHA HIKYE), aHeBPK13Ma NIBOTO Ui MPABOrO LLUNYHOUKA,
BIACYTHICTb peakLii TpoMOoUMTIB Ha acnipyH abo Knonigorpens,
MPWIOM XIHKamK nNpenapaTiB 3aMiCHOI eCTPOreHHOoI Tepanii.

3. BUKOHaHHA CynyTHBOTO KapaioxipypriuHoro BTPy4aHHsA, B TOMY
YUCNI LWYHTYBAHHA KOPOHAPHOI apTepil, MNacTyKM MiTpanbHOro
Yn TPUKYCMiZanbHOro KarnaHa, NpoTesyBaHHA BUCXIAHOT aOpTH Ta
npouenypv Maze, nonyckanocs.

4. lopocni nauieHtn (He monoaue 18 pokis)

Kputepii BuKkioueHHsA nayieHTiB
KntoyoBi KpuTtepii BUKOUEHHS NaLEHTIB i3 4OCAIMKeHHA Bynn
TaKUMU:

1. [poTe3yBaHHA KnanaHa y npasux Biadinax cepus.

2. OgHouacHe NpoTe3yBaHHA ABOX K/anaHis (AopTanbHOro Ta
MITPanbHOro).

3. T1alWieHTN 3 aKTUBHIM eHOKaPAMTOM Ha MOMEHT iMMaHTaLl.

4. MonepenHe niaTeepaxeHe abo nino3ptosaHe TpomboemboniyHe
ABKLLE Un TPOMOODNEDIT, WO BUHNKAM 3OO0 MUHYNCA 33 OCTaHHIN
PIK, WO Nepeaye BKIOYEHHIO Y AOCIAKEHHA.

5. T1aLieHTN y HEBIAKNAAHOMY CTaHi.

linepkoarynauia y nauieHTis, Wo noTpebysanu NpoTe3yBaHHA aop-
TanbHoro knanaxa (MAK), BM3Havanaca 1o nposefeHHs onepadlii Ta
noyaTKy Tepanii BapGapnHOM 3a AOMOMOTOI0 TaKIX aHani3iB KPOBi:
PE3UCTEHTHICTb 10 akTBOBaHOro nNpoTeiny C (neraeHiBCbka MyTa-
uia dakTopa V), NpoTpoMOiHOBa MyTallif, aKTUBHICTb aHTUTPOMOIHY
Ill, akTMBHICTb NpoTeiHy C, aKTUBHICTb NPOTETHY S, aKTUBHICTb PakTo-
pa VIl i piBeHb xonecTeprHy NiNONPOTEIAIB HN3bKOI LLiNBHOCTI.
Pe31CTeHTHICTb 10 acnipuHy abo Knoniaorpento y NaLieHTiB, wo no-
TpebyBanu NpoTe3yBaHHA a0PTaNbHOrO K1anaHa, B13Havanaca Ha
OCHOBI Pe3ynbTaTiB Takunx NabopaTopPHUX AOCHIMKEHb: aHani3 cedi
Ha 11-periapo-TpombokcaH B2 (nisHiwe 3MiHEHO Ha aHani3 KPoBi

Ha TpoMboKcaH A2) Ans acnipuHy Ta BM3HaUYeHHA piBHA 61oKaam
peuenTopis P2Y12 gna knonigorpesio.

PaHgomizayia y rpyny 4OC/IfXKEHHSA Ta Y KOHTPOJIbHY rpyny
[poTAromM nepLurx 3-x MiCALIB NicA onepauil yci NaLieHTn oTpu-
MyBafIN CTaHAAPTHY Tepanito BaphapUHOM 3 LiNbOBUM 3HAUEHHAM
MHB y mexax 2,0-3,0 y noeHaHHI 3i LoAeHHVIM NMPUKOMOM acmi-
puHy y fo3i 81 mr. Yepe3 90 aHiB nicns onepadii byna nposefeHa
PaH4oMiI3aLiA NaLieHTIB 38 AOMOMOTOI0 CTaHAAPTHOTO anropuTMy
paHaomizaLii — Brxopa MepceHHa — yepes OHNaMHOBUI MOLY b
paHaoMi3aLji.
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Mpyna pocnigkeHHs: [poTArom neplmx 3-x Micalis nicna onepa-
Uil 3acTocoByBanaca Tepania BapGapyHOM 3 LiNbOBUM 3HAUYEHHAM
MHB y mexax 2,0-3,0 y noefHaHHi 3 acnipuHom y Aosi 81 mr/aoby.
Yepes 3 micaui fo3a BapdapuiHy Oyna 3mMeHLeHa A1a AOCATHEHHS
LinboBoro 3HayeHHA MHB y mexax 1,5-2,0 y noeaHaHHi 3 acnipu-
HoM y 03i 81 mr/goby.

KoHTponbHa rpyna: [1icna onepadii 3acTocoByBanaca tepanis
BaphapUHOM 3 LiNboBMM 3HaueHHAM MHB y mexax 2,0-3,0 y no-
€HaHHI 3 acnipnHOM y 031 81 Mr/goby MpOTAroM yCbOro nepiofy
LOCHIIKEHHS.

Yci nauieHTv i3 rpynm JOCHIIKEHHR, Y AKX BUHNKAK TPOMOOEMOo-
NiuHi ABKLLA, Oynm NepeBeAeHi Ha CTaHAAPTHY aHTUKOAryNAHTHY
Tepanito (MHB y mexax 2,0-3,0 y noeHaHHI 3 acnipvHOM Yy A03i

81 Mr/poby), xoua And uine aHanisy Ha OCHOBI MOYATKOBO MpPW3Ha-
UeHoro nikyBaHH# (intention-to-treat) Taki NaLieHT NPOAOBXKYBaNu
Hanexatu O rpynuv AOCIAKEHHS.

[lepBuyHHI KiHYeBi TOYKU

MepBUHHI KiHLIEBI TOYKM BKtOUaNV B cebe MacnBHI KpoBOTEYi,
He3HaYHI KPOBOTEUI, TDAaH3UTOPHY iwemiuHy aTaky (TIA), iwemiuHwni
iHCYNbT, NepudepiriHy TpoMmboembonito, TPOMOO3 KnanaHa, Kom-
6IHOBaHMI MOKa3HMK Ha OCHOBI LiMX ABKLL, MOBTOPHY onepadito,
eKCMaHTaLito, a TaKoX CMEPTHICTb Bif YCiX NPUYMH Ta CMEPTHICTb,
NOB'A3aHY 3 KManaHom.

BropuHHI KiHYeBi To4ku

BTOPWHHI KiHLIEBI TOUKM BKMtOYanv B cebe eHoKapamnT, reMonis,
reMosiTUYHY aHemito, MiATIKaHHA HAaBKOSO KanaHa, CTRYKTYPHY Ta
HECTPYKTYPHY AMCOYHKLIO KnanaHa, nicnaonepauiiHmii GyHKLio-
HabHUM KNac 3a WKano Hblo-MopKebKoT kapaionoriyHor acouiadii
Ta exokapaiorpadiuHi remogMHamiuHi NOKa3HUKKM (MIKOBUI rpadienT,
cepefHivi rpaflieHT, NoLla OTBOPY KanaHa Ta KfanaHHa peryprita-
Lis).

Ipbagik cnocrepexkeHHA

Mopanblie CnocTepexeHHs 3a NalieHTaMn BiAbYBanoca Takmm
YMHOM: NMALLIEHTM NOBMHHI Oynv 0COBWCTO BiABIAYBaATM [OCNIA-
HNUbBKI LeHTpK Yepes 3 micaui, 6 micauis i 1 pik nicna onepatii,

a NOTiM WOPIYHO NPOTArOM Nepiofy BiA 2 10 5, a TO 1 8 pokiB nicnA
onepadlii, o6 HakonNuuuTK HeobxiaHi 800 NaLliEHTO-POKiB Cro-
CTepEXeHHA BIANOBIAHO A0 BUMOT YNPAaBAiHHA 3 KOHTPOMIO AKOCTI
XapUoBMX NPOAYKTIB i Nikapcbkumx 3acobis (FDA) CLUA. Min vac
TaKKMX Bi3WTIB 3riAHO 3 BMMOramu NpOTOKOIY, @ TaKOXK 33 KIIHIYHNMN
NoKa3aHHAMKM NPOBOAWNACS enekTpoKkapaiorpadia abo exokapaio-
rpadia. [Ina BCix NaLiEHTIB, WO OTPMMYBanu Tepanito BaphaprHOM,
CMOCTEPEXKEHHS TaKoX Nependayano WOTUKHEBMN KOHTPOSb PIBHA
MHB BaOMa Ta 3aHeCeHHA pe3ynbTaTiB Y LeHTpanbHy 6a3y AaHWx 3a
TenepoHoM abo B pexummi oHNaiiH. MNepiof cnocTepexeHHa TP1BaB
[0 1 BepecHa 2014 poky Ta OyB 3aBepLueHnit y 98% nauieHTis.

Koutponr MHB

Yci nauieHT oTpyManu NpUCTRIN ANNA MOHITOPUHIY pisHA MHB

B JIOMALLHIX YMOBaXx Mif yac paHaomizauil. KoHtponb MHB 3gincHio-
BaBCA 33 JOMOMOTOIO LOTWKHEBOrO AOMALIHbOrO MOHITOPUHTY, Ha
OCHOBI AKOIO AOCAIAHNLBKI LLEHTPW KOPUryBanu Ao3y BapdapuHy
3 MeTO0 3BeCTu 10 MiHIMyMy BapiabenbHicTb MHB i makcumansHoO
NOOOBXMTI NepebyBaHHs B MeXax LjinboBoro fianasoHy MHB.
[loTprMaHHA pexrmy JOMALHbOrO MOHITOPWHIY B13HavanocA 3a
4aCTOTOK aHanisis, NPOBEAEHUX LLOMICALA.



CraTtucTu4dHNV aHali3

[na yncnosux BMMIpiB NOBIAOMNANNCA AECKPUMTUBHI CTaTUCTUYHI
XaPaKTePUCTMKN, BKIOUAKOUM CepeHE 3HAUYEeHHA Ta CTaHAApTHE
BiAXu1neHHnA. HebaxkaHi ABLLLIA B paHHbOMY nepiogi, TO6TO Ti, o
BUHWKV [O paHAOMI3aLil, pO3paxoByBannca y BUMMALI MPOLEHT-
HOro 3HaueHHs. JliHeaprn3oBaHa YacToTa BUHUKHEHHA HebaxKaHMx
ABVILY Y Ni3HbOMY NepioAi (nicna paHaomisauil), BUpaxeHa y %/
NaLieHTO-PIK, PO3PaxoByBanacsa Ha OCHOBI BUOIPKM A OLiHKM
6e3neyHOCTI, BK/OYatouM BCiX MaLEHTIB, AKi OTPUMaNM LLoHaNMeH-
we 1 o3y gocnigkysaHoro npenapaty. [padikn KPUBOT BUXKIMBAHHA,
nobynoeaHi 3a Metogom KannaHa-Melepa, po3paxosyBannca ansa
[aHVX Yacy [0 ABMLLA , Bl MOMEHTY paHAOMI3aUil O HAaCTaHHA nep-
LIOro ABMLLIA. AHaNi3 MPOBOAMBCA 3a AOMOMOrOI0 CTATUCTUYHOIO
nporpamHoro 3abe3nederHs Statistical Analysis Systems Bepcii 9.2
(po3pobHumK: CAC IHCTUTYT, M. Kepi, wraT MigHiuHa KaponiHa, CLUA).

PE3YJIbTATU

3 uepBHA 2006 poky No »oBTeHb 2009 poky y rpyny AOCHiIKEHHA
PROACT, Aka cknaganaca i3 nauieHTiB 3 BUCOKMM CTYMEHEM PU3NKY,
wo notpebdysann MAK, 6yno HabpaHo 425 nauieHTis. Yepes 3 micaui
nicna onepauii iz umx 425 nauieHTis 185 Oynn paHaoMi30BaHi 10
rpynv gocnigkeHHs, a 190 6ynv paHaoMi30BaHi 10 KOHTPOMBHOT
rpynu. lNepioa CnocTepexeHHA B CepeaHbOMy CTaHOBMB 3,82 POKiB
i TpvBas [0 1 BepecHa 2014 poky (878,6 NauieHTO-POKIB ANA KOH-
TPONBHOT rpynK Ta 766,2 NaLieEHTO-POKIB ANA rpYN AOCTIAKEHHSA).
PewTa 50 nauieHTiB OyM BUKMOYUEHI 3 AOCIMKEHHA 1O PaHAO-
Mi3aLlil 3 HACTYMHWX NPUYMH: CMepTb (N = 8), BUKOUEHH:A Yepes
HebarkaHe ABMLLe BIANOBIAHO [0 NpoTokony (N = 10), NpoBeAeHHA
IHLWOrO XipypriYHOro BTpyYaHHs abo BIACY THICTb XipypriyHoro
BTPYyYaHHA (N = 14), BMXia 3 [OCNiIAKEHHA 3a iHiLiaTVBM NaLlieHTa
abo nikapa (n = 11), KpUTePI BUKITIOYEHHA MO NPOTOKOAY (N = 3),
ekcnnaHTauia (N = 1) i HEMOXNMBICTb MPOBEAEHHA CMOCTEPEKEHHSA
yepes BTpaTy KOHTAKTY 3 nalieHTom (n = 3). Ha MOMeHT nposefeH-

Puc. 17. Po3nogin 3HaueHb MHB

YKpaiHcbka

HA onepaLii cepeaHi Bik NaLiEHTIB y KOHTPOSBbHIN rpyni CTaHOBMB
55,8 + 12,0 pokiB (aianasoH Big 22 Ao 85), a y rpyni AoCnimpkeHHa —
54,1 £ 13,0 pokis (aiana3oH Big 20 o 83) (p = 0,187). Y KOHTPONbHIN
rpyniTa 'y rpyni gocnigkeHHa 81% ta 80% nauieHTiB BIANOBIAHO
CTaHOBMAM YoNoBiKK (p = 0,898).

[MopiBHAHHA 2 rpyn 3a NaTonoriamMm NPUPOLHOTO KanaHa, ypa-
XKEHHAMU KanaHa, nepeaonepauinHim GyHKLIOHaNbHUM KNacom
3a Wkanoto Hblo-MopKcbKoT kapaionoriyHor acouialii, KNiHYHUMM
bakTopamu pU3KKy Ta aHOMANbHUMUM Pe3ybTaTamy N1abopPaToOPHIUX
nocnimkeHs HasefieHi y Tabn. 10. CTaTUCTUYHO 3HAYYLIMX BiAMIH-
HOCTEW He BMABMEHO.

[NaLieHT BBAKANNCA TaKMMM, O BUKOHYIOTb MiHiIManbHi BUMOTM
NPOTOKONY AOCNIAXKEHHA, AKLLO BAOMA BOHW NPOBOAMIN KOHTPOJb
piBHA MHB npriHaiMHi ABIYI Ha MiCALb, WO NPUOAM3HO B ABa Pa3w
yacTile, Hik 3BUYaHWUI MOHITOPUHT MHB B ambynaTopHii KniHiLi.
lMaLieHT BBAXaNCA TaKMMM, LLO MOBHICTIO BUKOHYIOTb BMMOTM
NPOTOKONY AOCNIAXKEHHA, AKLLO BAOMA BOHW NPOBOAMIN KOHTPOJIb
piBHA MHB 2-3 pa3u Ha micaub. [1pu igeanbHOMy NpoBefeHHi
LOMALUHBOTO MOHITOPUHIY TPMBANICTb IHTEPBASTY MiXK aHasi3amm
NOBMHHa Oyna 61 CTaHOBWTM B CepeiHbOMY 7 [HIB. Y LibOMY AOCII-
[PKeHHI TpMBanICTb IHTEPBasy MK aHasizamn CTaHOBWIA B cepef-
HboMy 9 fiHiB B 060X rpynax. binblue 80% XBOPUX MiHIManbHO B~
KOHYBanu BMMOTM WOAO NpoLenypy MOHITOPUHrY, > 20% igeansHo
BMKOHYBanu BUMOTW, a 96% BCix MaLiEHTIB MPUHANMHI OAMH pa3
CnpoObyBany BUKOHaTK aHani3 Baoma. Ha foseplueHHs, 4% natlieH-
TiB MOBHICTIO BiAMOBUAMCA NPOBOANTN MOHITOpuHT MHB Baoma. Y
LMX BUMa[Kax MOHITOPUHT BUKOHYBABCA MICLIEBMMM NiKapAMK Nij
Yac BIi3WTIB MaLiEHTIB A0 KNiHikn. CepeaHe 3HaueHHs pisHA MHB
cTaHoswmno 1,89 + 0,49 (meaiaHa 1,80) Ana nauieHTiB rpynu Aoci-
IKeHHaA (LinboBui gianasoH 1,5-2,0) 1 2,50 + 0,63 (mefiaHa 2,40)
[NA NaLEHTIB KOHTPOBHOT rpynin (Linbosuia fianasoH 2,0-3,0).
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Ha Puc. 17 nokasaHo po3noain BumipaHmx 3HaveHb MHB 3a rpyna-
MW, AKNIN AEMOHCTPYE NigTpUMaHHA MHB Ha HKUMX PIBHAX Y rpyni
aocnigxeHHA. Bincotok BUMipAHMX 3HaueHb MHB B mexax LjinboBo-
ro giana3oHy ctaHoBuB 64,1% ana rpynu gocnimxkeHHs i 70,4% ona
KOHTPOJbHOI rpynn. BifCoToK 3HaueHb B Mexax Aiana3oHy B rpyni
AOCNIIKEHHA OyB aHANOTIUHMIM, HEe3BaXKatoUV Ha BYKUWIA LiNbOBMIA
pianasoH. CepeaHe Ta MefjiaHHe 3HadeHHs piBHA MHB 6y B Mexax
LiNbOBOro AianasoHy Ana 06ox rpyn. BiacoTok BUMIPAHYIX 3Ha4YeHb
> 3,0 a60 < 1,5 CTaHOBWB BiANOBIAHO 17,3% Yy KOHTPOJbHIN rpyni Ta
13,5% y rpyni DOCNioMEeHHA.

Pe3ynbTatyi 33 ABMLLAMM MEPBUHHMX KIHLEBIX TOYOK HaBeAEHI

B Tabn. 11.JliHeapmn3oBaHa YacToTa BUHUKHEHHA HebaxaHWX ABULL Y
Ni3HbOMY NepioAi Nokasana, Wo 'y rpyni AoCNiAXeHb cnocTepirana-
CA HUKYa YaCTOTa BUHUKHEHHA MACKBHIX | HE3HAYHNX KPOBOTEY.

YacToTa BUHUKHEHHA TPOMOOTUUYHYIX ABKLL B OBOX rpynax BUABK-
NacA aHanoriyHoo. PisHNUA MiX 2-Ma rpynami CTOCOBHO KPOBOTeY
6yna NoOMITHO Ha KOPUCTb rpynu AocniaxeHHs. OKPIiM LibOro NMokas-
HVKIM CMepTHOCTI B 000X rpynax Oynau aHanoriyH1UmMm; 4acToTa iHLIMX
BTOPWHHWMX ABULL, NMOB'A3aHMX i3 KNanaHoM, Lo He BioOpaxeHi

B Tabn. 11, BCi cTaHoBMAM < 1%/nauieHTo-pik i TakoX Oynn aHano-
FIYHVIMI ONA 2-X TPYN.

[lo paHaomizauii 4 nauieHT nomepnu NpoTarom nepwvix 30 AHIB i
e 4 nomepnun y nepioa 8ig 30 o 90 gHis. [NprunHammn 4-x paHHIX
cMmepTen Oynm KapaioreHHUI LWOoK, NoniopraHHa HeAOCTATHICTb,
JBOKNanaHHa HeJoCTaTHICTb | BUKIMA aTepoembonis, Lo Npu3BiB

[10 H/PKOBOI HeJOCTATHOCTI; BCI ABWLLA BIAOYNMCA NpOTAroM 2 HIB
nicna onepadil. lNprurHamm 4-x cMepTen, Wo HacTanm B nepiof

3 30-ro no 90-aeHb nicna onepawii bynv pantoBa CMePTb HEBILOMOT
eTiofNoril, NPOTe3HWIM eHAOKAPAWT, reMOPariYHniA IHCYNbT | apUTMIA.

Micna paHaoMi3aLlii YaCcToTa BUHWKHEHHA panToBOi cmepTi Oyna
aHanoriyHoto B 06ox rpynax (Mo 3 BUNagKuM y KOXHi rpyni). Y
KOHTPONBHI rpyni Oyno 3adikcoBaHo 3 BUNaaKM cepLeBol cMepTi,
a 'y rpyni AOCNiAXKeHHA — XOAHOro. Brnagkn cmepTrent, MoB'A3aHmx
i3 KNanaHoMm, BK/oYany 2 BUNaaKu LiepebpanbHux KposoTey | 1
BMMaAOK LWTYHKOBO-KMLWKOBOI KDOBOTEUI B KOHTPOSBHIN rpyni Ta

1 ilWemiyHWI iHCYNbT i 1 BMNaAoK LepebpanbHoi KpoBOTeui B rpyni
AOCNigKeHHA. PelwTa Ni3Hix cMepTel He3anexHUM pilleHHAM Oyu
BM3HAHI TaKMMM, LLIO He MOB'A3aHi 3 KNanaHoM. Y KOXHIiV rpyni 6yno
Mo 7 Taknx BUNaAKIB.

AKiCHa OLiHKa NOBTOPHMX OMnepaLin Ta ekCriaHTalii nokasana, Wwo
TUNW | NPUYNHY NOBTOPHIX ONepaLii Ta ekcrnaHTauiv 6ynm aHa-
noriyHUMK Ansa 06ox rpyn. 1o paHaomizadii HarbinbL nolwmpeHoto
XipypriyHoto npoueaypoto Byna pesisia 3 Npusoay nepronepauii-
HOI KPOBOTEUI, AKa BMKOHYBanaca 22 pasu (5,2% Bia 425 nauieH-

TiB 200 6/11M3bKO NOMOBMHY BCiX NMeprionepaLinHnx KpoBoTeu).
IMRNaHTauia HOBOro KapAioCTUMynATopa NpoTarom 14 AHiB byna
APYroto HanobinbL NOWMPEHOI0 NPOoLeypoIo, Aka BMKOHyBanaca 19
nauieHTam (4,5% Big 425 nauieHTiB). IHWi Nnpoueaypy B paHHbOMY
nepioai NPOBOAMINCA 3 MPUBOAY LWNYHKOBO-KMLLKOBOI KPOBOTEU,
NPOTE3HOTO EHAOKAPAUTY, MOBTOPHOIO HakNafeHHA JPOTAHMX LUBIB
Ha rpyavHy Ta NpUXOBaHOI BariTHOCTI; KOXHa 3 npoLeayp nposo-
amnaca ofuH pas. lNicna paHaomizadii NOBTOPHI onepadii, NoB'A3aHi
3 KJ1anaHom, MPOBOAWINCA 3 MPUBOLY NPOTE3HOTO eHAOKAPANTY,
ninTikaHHA HaBKOMO KnanaHa, TPoMb03y, NepudepiiHol TPOMOeKTO-
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Mil, KpOBOTeui Ta TpaHCMNaHTaLii cepud. 3araflom 4acToTa NpoBe-
[leHHA NOBTOPHMX OnepaLir nicna paHgomisauii ctaHosuna 0,46%/
NaLiEHTO-PIiK ANA KOHTPONbHOI rpynu i 0,91%/nauieHTo-pik AnA
rpynv DOCNIOXKEHHS, @ 4YaCTOTa eKCnnaHTauin ctaHosmna 0,34%

B KOHTPONbHIM rpyni i 0,91% B rpyni fOCAiImKeHHA. TUMK i KiNbKiCTb
NOBTOPHYX OnepaLlit Ta eKCNNaHTaLi aHanoriuHi Ana 0box rpyn.

TIA 6yna BM3HaueHa sk HEBPONOTiUYHUIA AediunT NpoTarom < 3 AHIB.
Cim (7) TPaH3UTOPHMX ilIeMiYHIX aTak i3 cepeaHbOLo TPVBANICTIO
1,6 BOBU CTanocsA B KOHTPONbHIN rpymi, a B rpyni AOCHIIKEHHA —
11 aTak i3 cepeaHboto TpyBanicTio 1 foba. Y BCix BMNaaKax cnocte-
pirannca KopoTkoyacHa CninoTa, OHIMIHHS, CNabkicTb abo BiAYyTTA
MOKOSIOBaHHA, MPK YoMy Y LIMX MaLiEHTIB KOMN'toTepHa ToMorpadia
Ul MarHiTHO-pe3oHaHCHa ToMorpadia He BUABMIA aHOManiN Kpo-
BOOGIry abo HOBYIX 30H iHGaPKTY MO3Ky. Cim (7) iLuemiyHmnx iHCyb-
TiB CTanoCA B KOHTPOMbHIN rpyni Ta 6 — B rpyni AOCNIIKEHHA. |3
LIMX IHCYIBTIB MO 3y KOHTPOMbBHIN rpyni Ta Yy rpyni LOCNiAXEeHHA
MUHYIUCA NPOTArOM 3-X AHIB, ane pesynbraTu Bisyasnisalii MeToLom
KoMM'toTepHOT ToMorpadii Ta MarHiTHO-pe3oHaHCHOT Tomorpadii
Oy NO3UTUBHUMM. Y 4-X MALIEHTIB 3 KOHTPOBHOI FPYNK Ta 2-X
NauienTIB i3 rpyny JOCTIIKEHHA BUHMK MOCTIMHWI HEBPOJIOTIYHWN
AediunT, a 1 nauienT i3 rpynv AOCIAKEHHA NOMEP Bif IHCYbTY Ha
APy AeHb nicna onepadii. YactoTa BUHUMKHEHHA HEBPOMOTIY-
HUX TPOMOOEMOOMIUHMX ABUL Y 2-X rpynax 6yna aHanoriyHow0, Ak
nokasaHo B Tabn. 11.

Tpomb03 KfnanaHa AKICHO BiAPI3HABCA Bif TpoMboemoonii TM, Lo
BCi 4 BNaaKkuM TPOMOO3y KnamnaHa CTanuca y nauieHTis, AKi npunu-
HWUW NPUAOM BapdapuHy BCynepey pekomeHaaLil nikapsa. 3 MeToto
yCyHeHHA TpoMbO03y MPOBOAMNACA ekcnnaHTalia knanaxa (1 naui-
E€HT i3 KOHTPONBHOI rPyNV Ta 1 NaUieHT i3 rpynu JOCAIAXKEHHS), OHa
TPOMOEKTOMIA, @ B OAHOMY BUMAKY CTanocA CNOHTaHHE YCyHEHHS
nicna BifHOBNEHHA NpuoMy BapGapuHy. YCi 4 naLieHTiB oayxanu.

13 y3ATUX PA30OM ABULL MEPBUHHIX KIHLIEBMX TOYOK B KOHTPOSbHI
rpyni Ta rpyni AOCAiAXKeHHA 46 ByN MaCUBHUMM KpOBOTeUamK, 44
Oy HE3HAUHKMIM KPOBOTEYUAMM, 13 By ILIEMIYHUMM IHCYNbTaMK,
a 18 6ynn TIA. Bunaakv MacuBHOT KpoBOTeui Aani Knacudikysanmcs
Ha 5 BMNafKIiB LepebpanbHOT KpoBoTeYi, 27 BUNAAKIB LLAYHKO-
BO-KMLWKOBOT KPOBOTEUI, 3 BUMaKM remaTtomu, 2 BUNaaKm HOCOBOI
KpOBOTEU, @ TaKOX 9 BUMAAKIB IHWX KPOBOTEY. B pe3ynbrarti
LiepebpanbHNX KPOBOTeY Y 3-X BUMaAKax HacTana cCMepTb, a y

2-X BUNaAKax BUHWUK NOCTIMHMI AediumT. B pesynetati iwemiuHmx
HCYNbTIB B 1-My BUMNAAKY HacTana CMepTb, a Y 6-TW BUMaAKaX BUHNK
NoCTIHNIA fediuuT; 6 NauieHTiB MOBHICTIO BIAHOBMANCA NMPOTArOM
< 3 aHiB. B Tabn. 11 kpoBoTeui Ta LiepebpanbHi ABnLLa CTpaTUdiKo-
BaHi 38 KOHTPOJIbHOIO TPYMOIO Ta 3a rpynoto JOCNIAKEHHA.

[1nsa nepeBipku rinotesu gocnigKeHHA Oys NpoBefeHNUI aHani3 He
MeHLWOT edeKTUBHOCTI, pe3ynbTaTh AKOro nokasai 8 Tadn. 12. Ha
OCHOBI LIbOrO aHanizy 6yno BCTaHOBMEHO, WO rpyna AOCIAXKEHHSA
He NMOCTYNAETbCA 3a ePeKTUBHICTIO KOHTPONBHIN rpyMi, NPy LibOMY
33aCTOCOBYBANACA Mexa He MeHLWOoT edekTBHOCTI 1,5%. MNpoToko-
JIOM JOCNIOKEHHA TaKOX B1Maranoca NposefeHHA NopiBHAHD i3
00'eKTMBHUMM KpuTepiamu edekTnHOCTI (OKE), pesynsTtati AKMX
HaseaeHi y Tabn. 13. [locnigKeHHaA BBaXXaeTbCA YCMiLIHMM, AKLLIO
3HaYeHHA YaCTOTU BUHWUKHEHHA ABMLL, AKi cyrytoTb OKE, meHLwe
NOABOEHOIO 3HaueHHs BignosigHoro OKE, ake HasegeHe B Tabnuui.



lpad. 1. AuHamika cnocTepe)KeHHA NalieHTiB

Bcboro nauieHTis 3 aopTanbHUMK imnnanTatamu, N = 184,
KymynatveHui nepio cnoctepexxerHa = 411,8 nauieHTo-pokis

Bcboro nauieHTis 3 MiTpanbHYMKM iMnnaHTaTamm

N =229,

KymynatveHuI nepio cnoctepexxerHa = 417,9 NnauieHTo-pokis

CnocTepexeHHs naLieHTiB
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Yac nicns onepauii B pokax
Yucno Bunucka 1 poku nicna 2 poku nicna 3 poku nicna
naui€eHTiB, Wo pauii pauii pauii
cnocrepiranucs, -
Nf AopTanbHui 184 138 66 37
MitpanbHuin 216 134 74 44

Ta6n. 3: YacToTa BUHUKHEHHA HebaXKaHUX ABMLLY NpU NpoTe3yBaHHi aopTaibHOro KnanaHa'
Bcboro nauienTis 3 imnnaHtatamu, N = 184, KymynatneHuit nepiog cnoctepexeHHa = 411,8 nawjieHTo-pokis

flBuwa B nisHbOMY

nepiogi?
%/navjieH-
TO-piK
0,7%
0,2%
0,5%
0,5%
0,0%
0,7%
0,2%
0,7%
0,0%
0,0%
0,7%
0,0%
1,7%
0,0%

YKpaiHcbka

HeHacTaHHA asuwas, % [CM]

1 pik nicna onepauii (n=138)

97,8% [1,1]

99,4% [0,5]
99,4% [0,6]
98,4% [0,9]

100,0% [0]
99,4% [0,5]
100,0% [0]
96,7% [1,3]
100,0% [0]
100,0% [0]
97,8% [1,1]

100,0% [0]
97,8% [1,1]
100,0% [0]

YcknagHeHHA flBMwa B paHHbO-
My nepiopgi
n % (n/N)* n
CMepTHICTb (BCbOrO) 4 2,2% 3
CMepTHICTb (MoB'A3aHa 3 KnanaHom) 1 0,5% 1
EHpokapauT 0 0,0% 2
EkcnnaHTayia 1 0,5% 2
Femonis® 0 0,0% 0
lemoparis® (Bcboro) 1 0,5% 3
KpoBoBumnvB (3HauHMI) 1 0,5% 1
MiaTikaHHA HAaBKOMO KnanaHa (BCboro) 4 2,2% 3
[linTikaHHA HaBKOMO KnanaHa (3HayHe) 1 0,5% 0
HecTpyKTypHa AMChYHKLIA KnanaHa 0 0,0% 0
osTOpHa onepaLia (MoB'A3aHa 3 KnanaHom) 2 1,1% 3
CrpyKTypHa AMcdyHKLiA knanaHa 0 0,0% 0
Tpomboembonis 1 0,5% 7
Tpom603 0 0,0% 0
MpumiTkIA.
1. [laHi He BK/IOYaI0Tb pesynbTati NPOTe3yBaHHA [4BOX KNanaHis.
2. fABMua B Ni3HBOMY NEPIOAI PO3PAXOBYIOTLCA AK JlIHEaPU30BaHa 4acTOTa Ha OCHOBI 3araflbHOro YMCa NALIEHTO-POKIB.
3. HeHacTaHHA ABMLLA PO3paxoByBanocA 3a Metoaom KannaHa-Meliepa. Cl = CraHgapTHa noxvoka.
4. N =4nCNO NauieHTIB Y KOXHIN KaTeropii; N = 3aranbHe YiCNo NauieHTis y AOCTIAKEHHI.
5.

3 poku nicnsa onepauii (n=37)

96,0% [1,5]
98,8% [0,9]
98,9% [0,8]
97,8% [1,1]
100,0% [0]
97,3% [1,4]
99,1% [0,9]
96,7% [1,3]
100,0% [0]
100,0% [0]
97,2% [1,2]
100,0% [0]
93,9% [2,5]
100,0% [0]

Ha niacTasi pe3ynbraTie aHanisis Kposi, AKi NPOBOAMINCA B LIeHTPanbHi nabopatopii, 6yno BCTaHOBAEHO, WO KNanaH CNPUYWHAE HU3bKWIA PiBEHb NOBHICTIO KOMNEHCOBAHOTO remonizy,

LL|O XapaKTepU3yeTbCA NiABMLLEHHAM PiBHA nakTataeringporerasv (1IN y cvposaTyi KPoBi 3 cepefHiM 3HaYEHHAM B MEXax HOPMMU, 3HVXKEHHAM ranTornobiHy Hux4Ye Hopmn y 69%
nauieHTiB i3 npote3om aopTanbHoro knanaHa (MAK) i 65% nauieHTis 3 npote3om MiTpanbHoro knanaxa (MVIK) yepes 1 pik nicna onepauii, Npy LboMy BCi iHLI NOKAa3HWKM — B MeXax

HOPMM.

6. BUKOpPUCTOBYBaHI aHTUKOAryNAHTK 3a3Hauanunca. Llinbose mixxHapogHe HopmanizosaHe BiiHOWeEHHA CTaHOBWO Bif 2,5 Ao 3,5 Ana MAK Ta sig 3,0 o 4,5 ana MMK.

MpoTe3 knanaHa cepua OH-IKC | IHCTPYKLUIA AN 3aCTOCYBaHHA



YKpaiHcbka

Ta6n. 4: YacToTa BUHMKHEHHA He6GaXKaHMX ABULY, NPV NpoTe3yBaHHi MiTpanbHOro KnanaHa'
Bcboro nauieHTis 3 imnnaHtatamn, N = 229, KyMynatrBHW nepiof cnocTepexeHHa = 417,9 nauieHTo-pokis

YcknagHeHHA flBuwla B paHHbO- flBMwa B nisHbOMY HeHacTaHHA aBuwa®, % [CM]
My nepiopi nepiopi?
n % (n/N)* n %/naujieH- 1 pik nicns onepauii (n=134) 3 poku nicns onepauii (n=44)
To-pik

CMepTHICTb (BCbOrO) 9 3,9% 9 2,2% 954% [1,4] 89.2% [2,7]
CMepTHICTb (MoB'A3aHa 3 KnanaHom) 1 0,4% 2 0,5% 99,5% [0,5] 97,2% [1,7]
EHOoKapaut 0 0,0% 3 0,7% 99,0% [0,7] 99,0% [0,7]
EkcnnanTauin 1 0,4% 3 0,7% 98,0% [1,0] 98,0% [1,0]
Femonis® 0 0,0% 0 0,0% 100,0% [0] 100,0% [0]
lemoparis® (Bcboro) 4 1,8% 6 1,4% 96,4% [1,3] 94,4% (2,0
KpoBoBumnuB (3HauHMi) 4 1,8% 2 0,5% 97,0% [1,2] 97,0% [1,2]
MiaTikaHHA HaBKOMO KnanaHa (BCboro) 2 0,9% 3 0,7% 98,0% [1,0] 97,1% [1,2]
[MiaTikaHHA HaBKOMO KnanaHa (3HauHe) 1 0,4% 1 0,2% 99,4% [0,6] 99,4% [0,6]
HecTpykTypHa AncdyHKLUIA knanaHa 0 0,0% 1 0,2% 100,0% [0] 99,1% [0,9]
osTOpHa onepaLis (MoB'A3aHa 3 KnanaHom) 3 1,3% 5 1,2% 97,0% [1,2] 97,0% [1,2]
CrpyKTypHa AMChYHKLIA KnanaHa 0 0,0% 0 0,0% 100,0% [0] 100,0% [0]
Tpomboembonis 2 0,9% 7 1,7% 97,0% [1,2] 96,3% [1,4]
Tpomb603 0 0,0% 0 0,0% 100,0% [0] 100,0% [0]

MpVMITKN.

1. [aHi He BK/OYaIOTb pe3ynbTaTi NPoTe3yBaHHA [4BOX KManaHis.

2. flBMua B Ni3HbOMY NePIOf PO3PaxoBYIOTbCA AK NiHEapM30BaHa YacToTa Ha OCHOBI 3aranbHOro YMCa NaLiEHTO-POKIB.

3. HeHacTaHHA ABWLa PO3paxoByBanocA 3a Metonom KannaHa-Meiepa. CM = CrangapTHa noxmnoka.

4. n=4MCno NaLieHTIB y KOXHIiN kaTeropii; N = 3arafibHe YACIO NaLiEHTIB Y AOCNIOKEHHI.

5. Ha nigcragi pe3ynsTaTis aHanizie KpoBi, AKi NPOBOAMANCA B LIEHTPanbHil nabopatopii, 6yn10 BCTAHOBNEHO, WO KNanaH CNPUYMHAE HU3bKIIA PIBEHb MOBHICTIO KOMNEHCOBAHOO reMonisy,

1|0 XapaKTepu13y€eTbCA NiABMLLEHHAM PIBHA NakTataerigporeHasv (AN y cMpoBaTui KPoBi 3 CepefHiM 3HaUEHHAM B MeXKax HOPMU, 3HUKEHHAM ranTornobiHy HiKUe Hopmn y 69%

nauieHTiB i3 npoTe3om aoptanbHoro knanaHa (MAK) i 65% nauieHTis 3 npote3om MiTpanbHoro knanaa (MVIK) vyepes 1 pik nicna onepauii, npy LboMy BCH IHLI NOKAa3HMKM — B Mexax

HopMM.

6. BWKOPWCTOBYBaHI aHTUKOArynAHTY 3a3Hauyanunca. Llinbose mixkHapoaHe HopmanizoBaHe BiHOWeHHA CTaHoBWNO Bif 2,5 1o 3,5 Ana MAK Ta 8ig 3,0 no 4,5 ana NMMK.

Ta6n. 5: MepeponepadiiiHi cTaTUCTUYHI AaHi NalieHTIB

MepeponepauiiiHi cTaTMCTUYHI AaHi NaLi€HTIB 3 NpoTe3yBaHHAM
aopTa/NbHOro K/lanaHa

Bcboro nadienTis 3 imnnaHTtatamum, N = 184,
KymynatveHWI nepiof cnoctepexxerHa = 411,8 nauieHTo-pokis

MepeponepauiiiHi cTaTUCTUYHI AaHi NaLi€HTIB i3 NpoTe3yBaHHAM
MiTpasbHOro KNnanaHa

Bcboro nauieHTis 3 imnnaHTtatamu, N = 229,
KymynaTvBHWM nepiof cnoctepexeHHa = 417,9 nauieHTo-pokKis

XapakTtepucTuka nauieHra N % (n/N)1 XapakTepucTuKa nauieHra N % (n/N)1

Bik Ha MOMeHT iMmnnaHTaLii y pokax 60,2+8,4 Bik Ha MOMeHT iMnnaHTawii y pokax 59,2+ 10,6

Cratb: - Yonosiya 121 65,8% Cratb: - Yonogiya 86 37,6%
« KiHoua 63 34,2% « KiHoua 143 62,4%

OuiHKa 3a WKa- .l 9 4,9% OuiHKa 3a WwKa- . 5 2,2%

now NYHA: .l 91 49,5% noto NYHA: -l 68 29,7%
<l 79 42,9% Al 134 58,5%
Y 2,7% vV 18 7,9%
- Hesigomo 0,0% - HeBigomo 4 1,7%

YpaxkeHHs . CTeHo3 86 46,7% YpaxkeHHA - CreHo3 29 12,7%

KnanaHis: - HenocTathicTs 39 21,2% Knanasis: + HepocTatHicTb 1 48,5%
- 3miwaHoro Tuny 59 32,1% + 3miaHoro Tvny 87 38,0%
« [Hwe 0 0% « lHwe 2 0,9%

[TPUMITKI. 1. N = 4nCNOo NaUiEHTIB y KOXHIN KaTeropii; N = 3aranbHe Yicno nalieHTis y
L[OCNIKEHHI.

MpoTe3 knanaHa cepua OH-IKC | IHCTPYKLUIA AN 3aCTOCYBaHHA

MpUMITKI. 1. N = unCno NauieHTiB y KOXHI KaTeropii; N = 3aranbHe 4ncno nauieHTis y
LOCNIAXKEHHI.



Ta6n. 6: OnepauiliHi cTaTUCTUYHI AaHi NaLieHTiB'

OnepauiiiHi CTaTUCTUYHI AaHi NaLlieHTIB i3 NpoTe3yBaHHAM

aopTasibHOro KnanaHa

Bcboro nauieHTiB 3 imnnaHTatamm, N = 184,

KymynatvsHun nepiof cnoctepexxerHa = 411,8 nauieHTo-pokis

3miHHa Kareropis' n % (n/N)2
Erionoria® KanbLudikatiis 92 50,0%
[lereHepaTuBHi 3MiHK 51 27,7%
PesmaTyyHi 3MiHK 24 13,0%
BpomkeHi agn 18 9,8%
EHpoKapanT 8 44%
[vcdyHkuia npoTesa KnanaHa 0 0,0%
[Hwe 6 3,3%
CynyTHi Hemae 141 76,7%
npoLieaypyu*
LyHTyBaHHA KOPOHapHOT apTepil 21 11,4%
MioTomis 10 5,4%
[Tnactuka MiTpanbHOro knanaHa 5 2,7%
[nacTuka un NpotesysaHHA aopTU 4 22%
[TnacTuka TpUKycniganbHoro KnanaHa 1 0,5%
MiokapaianbHuii MICTOK 1 0,5%
[MpoTe3yBaHHA TPVKYCNiAaNbHOrO Knanaxa 0 0,0%
EkcnnaHTauia KinbLa aHynonnactuku 0 0,0%
[Mpoueaypa Maze 0 0,0%
3aKpUTTA BYLLIKa Nepeacepas 0 0,0%
lnacTvka aHeBPU3MM LLTYHOUKa 0 0,0%
|Hwe 0 0,0%
HaneHi CucTemHa rinepteHsia 90 48,9%
3aXBOPIOBAHHA UM
cTaHw® linepninigemis 83 45,1%
CreHokapaia 42 22,8%
3axBOPIOBAHHA KOPOHAPHWIX apTepilt 42 22,8%
Llykposwi aiabeT 33 17,9%
Mepeacepani apuTmii 25 13,6%
JvcdyHKLUia NiBOro WAYHOUKa 23 12,5%
3acTiliHa cepueBa HefjoCTaTHICTb 22 12,0%
IHdapKT Miokapaa 12 6,5%
[NopyLIeHHA MO3KOBOTO KpoBOObiry 10 54%
3axBOPIOBaHHA COHHWUX apTepiit 7 3,8%
EHpokapant 4 22%
Kapaiomionartia 3 1,6%
IMANaHTOBaHWI KapaioCcTUMynaTop 2 1,1%
LyHTyBaHHA KOPOHapHOI apTepii 1 0,5%
E::;izﬂ% npoTesyBaHHA aopTaNnbHOro 1 0,5%
Ej:)anﬂeazeapwe npoTe3yBaHHA MITPanbHOro 0 0,0%
IHWwe 27 14,8%
Po3mip knanaHa 19 MM 17 9.2%
21 Mm 35 19,0%
23 MM 70 38,0%
25 mm 38 20,6%
27/29 Mm 24 13,0%

MpumiTkIA.

1. BnopaaKoBaHi 3a YaCTOTOIO BUHWKHEHHS, 33 BUHATKOM PO3MIPY KNnanaHa.
2. N=YUCNO NALIEHTIB y KOXHIN KaTeropii; N = 3aranbHe 4ncio NaLierTis y AOCIAXKEeHHI.
3. Moxe byTn 6inblue oaHiel No3uLii 4nA ofgHoro natieHTa.

MpoTe3 knanaHa cepua OH-IKC | IHCTPYKLUIA AN 3aCTOCYBaHHA

OnepauiiiHi cTaTUCTUYHI AaHi NalieHTiB i3 NpoTe3yBaHHAM

MiTpaanoro K/flanaHa

Bcboro nauieHTiB 3 imnnaHTatamu, N = 229,
KyMynatvBHWI nepiof cnoctepexeHHa = 417,9 nauieHTo-pokKis

YKpaiHcbka

3MiHHa Kateropis' N % (n/N)2
Erionoria’ PesmMaTUuHi 3MiHK 86 37,6%
JlereHepaTusHi 3MiHK 62 27,1%
Kanbumdikauia 36 15,7%
EHpokapaut 16 7,0%
JAvicoyHKLia NpoTesa KnanaHa 6 2,6%
BpopxeHi sagu 4 1,8%
IHwWe 38 16,6%
CynyTHi Hemae 130 56,8%
npouenypw®
LWyHTyBaHHA KOPOHapHOI apTepil 44 19,2%
[nacTrka TpUKyCnifanbHOro Knanaxa 22 9,6%
3aKpuTTA ByLLKa Nepeacepan 12 5,2%
Mnactuka MITpanbHOro Knanaxa 12 5,2%
Mpoueaypa Maze 12 5,2%
3aKpuTTA AedeKTy Neperopoakm 8 3,5%
[nacTvka aHeBpY3MM WyHOUKa 3 1,3%
Myckynapusauia 2 0,9%
[MpoTe3syBaHHA TPMKyCNifanbHOro KnanaHa 1 0,4%
EkcnnanTauia KinbLa aHynonnacTvkm 1 0,4%
Hangri MepencepaHi apumii 137 59,3%
3aXBOPIOBAHHA
4u cramn? Nerenesa rineptexsia 108 46,8%
CucTemHa rinepreHsia 88 38,1%
linepninigemis 88 38,1%
3acTilHa cepLieBa HeJOCTaTHICTb 80 34,6%
IHWwe 77 333%
3axBOPIOBaHHA KOPOHAPHVIX apTepin 67 29,0%
TioTIOHOMNANIHHSA 64 27,7%
[ncdyHKLiA NiBOrO WAyHOUKa 47 20,4%
[opyLeHHA MO3KOBOTO KPOBOOGIry 43 18,6%
Llykposuit giabet 40 17,3%
CreHokapgisa 38 16,4%
IHpapKT Miokapaa 30 13,0%
lineptupeoiansm 27 11,7%
XPOHiYHE OBCTPYKTVBHE 3aXBOPIOBAHHA NEreHb 25 10,8%
EHpokapaut 18 7,8%
Bupasku WKT 18 7,8%
XPOHiYHa HMPKOBaA HeAOCTaTHICTL 13 5,6%
3axBOPIOBAHHA COHHUX apTepiit 12 5,2%
LLyHTyBaHHA KOPOHapPHOT apTepii 10 4,4%
Pak 10 4,4%
NonepenHe NpoTe3yBaHHA MITPaNbHOMO KnanaHa 9 3,9%
Kapaiomionaria 8 3,5%
IMNNaHTOBaHW KapAioCTVMYNATOP 6 2,6%
Posmip 25 MM 33 14,4%
KnanaHa
27/29 Mm 131 57,2%
31/33 Mm 65 284%
20



Ta6n. 7: Yncno nauieHTiB i3 NnpoTesyBaHHAM KNanaHa i uncno

naui€eHTo-poKiB 3a po3mipamu KnanaHa .
Yucno MaLIEHTIB I3 NpOoTe3yBaHHAM aOpPTaJ/ibHOIO KJjianaHa 1 Yymcno

nauieHTo-poKiB 3a po3mipamu KnanaHa

Bcboro nauieHTie 3 imnnaHTatamu, N = 184,
KymynatvsHun nepiof cnoctepexxeHHs = 411,8 nauieHTO-pokiB

YKpaiHcbka

Ta6n. 8: MNokasHUKN epeKTNBHOCTI KNnanaHa

Moka3sHuKN epeKTUBHOCTI B rpyni 3 NpoTe3yBaHHAM aOpTaibHOTO
KnanaHa, ouiHKa 3a GyHKLiOHanbHOI0 WKanoto Hblo-MopkcbKoi
KapaionoriuHoi acouiauii (NYHA)'

Bcboro nauieHTiB 3 imnnanTatamum, N = 184,
KymynatvsHm nepiof cnoctepexerHa = 411,8 nauieHTo-pokis

[MaHi 3a posmipamu KnanaHa

19mMm | 21Mm | 23 Mm | 25mMm | 27/29 mm | Beboro

Yucno nauieHTiB 3 imnnaHtatamn 17 35 70 38 24 184

Yucno nauieHTo-pokis 36,9 82,2 151,5 85,9 55,3 4118

Yucno nauieHTiB i3 npoTesyBaHHAM MiTPasiibHOro K/lanaHa i 4ncno
nawli€eHTO-poKiB 3a po3mipamu KnanaHa

Bcboro nauieHTis 3 imnnanTatamu, N = 229,
KyMynatvsHuM nepio cnoctepexxeHHa = 417,9 NnauieHTo-pokiB

[AaHi 3a po3mipamu KnanaHa

25mm | 27/29 mm | 31/33 mm Bcboro
Yucno nauieHTiB 3 i TaTamu 33 131 65 229
Yucno naujieHTo-pokKiB 60,2 239,1 1186 4179

MpoTe3 knanaHa cepua OH-IKC | IHCTPYKLUIA AN 3aCTOCYBaHHA

Dy i | Mep p MNicnsionepauinHi oLiHKK
KNac 3a WwKanow uiiiHa oui
NYHA (Nd = 184) 1 pik 2 pik 3 pik
(10-14 micauiB) | (22-26 micauis) | (34-38 micauis)
(Nf=138, (Nf =66, (Nf=37,
Nd =129)? Nd =66) Nd =36)
N? % (n/ n % (n/ n % (n/ n % (n/
Nd) Nd) Nd) Nd)
| 9 49 83 64,3 48 72,7 20 556
] 91 49,5 35 27,1 12 18,2 10 27,8
n 79 429 4 31 6 91 4 1,1
\") 5 2,7 0 0 0 0 0 0
He Bu3HaueHo* 0 0 7 54 0 0 2 56
BigcyTtha® 0 He3sacTo- 9 He3sacto- 0 HesacTo- 1 He3sacto-
COBHO COBHO COBHO COBHO
MpumiTkn.

1. [laHi He BKJIOYalOTL pe3sy/bTaTtn NPOTe3yBaHHA [JBOX KNanaHis.

2. Nf=uncno nauieHTis, Wwo cnoctepiranmca (aaHi 3 Mpad. 1); Nd = unicno nauieHTis,
[NA AKX NPOBOAMNACA OLiHKa 3a WKanoio NYHA (He BpaxoBytoun BUOYMX i3
NOCNIAXKEHHS).

3. N'=4YUCNO0 NALIEHTIB y KOXHIN KaTeropil.

4. OuiHKa «He BM3HaYeHO» O3HauaE, Lo OLiHKa NPOBOAMNACA, ane nif Yac 06CTexeHHA
GYHKLIOHaNbHWIA KNac He BAANOCA BU3HAUNTY

5. Knac «BiacyTHi» CTOCYETHCA PI3HMLI MiX UMCIOM NaUieHTIB, Wo cnocTepiranmca (Nf), Ta
YUCIIOM NaLiEHTIB, 4N1A AKMX NPOBOAMNACA OLiHKa 3a Wwkanoto NYHA (Nd).

MoKa3HnKn epeKTUBHOCTI B rpyni 3 NpoTe3yBaHHAM MiTpasiibHOro
KnanaHa, ouiHKa 3a GyHKLioHanbHOI0 WKanoto Hblo-MopKcbKoi
KapaionoriuHoi acouiauii (NYHA)'

Bcboro mauieHTis 3 imnnaHTtatamu, N = 229,
KymynatvsHW nepiof cnoctepexeHHa = 417,9 nauieHTo-pokKis

DyHKL | Mepeponep MicnAonepauiiiHi oWiHKK
Knac 3a WwKanoio yiitHa
NYHA (Nd =229) 1pik 2pik 3 pik
(10-14 micauis) | (22-26 micauyis) | (34-38 micAuis)
(Nf=134,Nd = (Nf=74,Nd (Nf = 44, Nd = 42)
127)? =69)
L % (n/ N % (n/ n % (n/ N % (n/
Nd) Nd) Nd) Nd)
1 5 22 85 66,9 35 50,7 14 333
] 68 29,7 29 22,8 24 34,8 22 524
m 134 58,5 5 39 5 72 6 143
v 18 79 0 0 1 14 0 0
He Bu3HaueHo* 4 1,7 8 6,3 4 58 0 0
BigcyTHa® 0 He3sacto- 7 Hezacto- 5 He3sacto- 2 HezacTto-
COBHO COBHO COBHO COBHO
MpUMITKI.

1. [ari He BKMOYatoTb pe3y/bTaTi NPOTe3yBaHHA ABOX KNamnaHis.

2. Nf=uymncno nauienTis, wo cnoctepiranuca (gani 3 Mpad. 1); Nd = uncno nauienTis, ans
AKVX NPOBOAMNACA OLLiHKa 3a Wwkanoto NYHA (He BpaxoBylouv BUOYNUX i3 AOCNILKEHHS).

3. N =4MCN0 NALIEHTIB y KOXHIN KaTeropil.

4. OuiHKa «He BM3HAYeHO» 03HAYaE, WO OLjiHKa NPOBOAMNACSA, ane nif Yac 0OCTeXeHH:
bYHKLIOHaNbHWI KNac He BAANOCA BU3HAUNTY

5. Knac «BiacyTHi» CTOCYETHCA PI3HMLI MiX UMCIOM NaUieHTIB, Wo cnocTepiranmca (Nf), Ta
YMCNOM NaLieHTiB, ANA AKX NPOBOAMNACA OLiHKa 3a WwKanoto NYHA (Nd).
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YKpaiHcbka

Ta6n. 9: MNoka3sHUKN epeKTNBHOCTI,
XapaKTepUCTNKN reMoANHaMIKI

MokKa3HuKM epeKTUBHOCTI, XapaKTepUCTUKN reMmoanHaMiKkmn MoKa3sHMKN epeKTUBHOCTI, XapaKTepNCTUKN reMmoanHamMiKkm

aopTanbHOro KnanaHa' MiTpanbHOro KnanaHa'

Bcboro nadienTis 3 imnnanHtatamum, N = 184, Bcboro nauieHTis 3 imnnanHtatamu, N = 229,

KymynatvsHun nepiof cnocrepexxerHa = 411,8 nauieHTo-pokis KyMynaTvBHUM nepiof cnocrepexerHHa = 417,9 nauieHTo-pokKis
FemopuHamiuHi Pe3y TV 32 p ip FemopuHamiuHi PesynbtaTi 3a po3mipamu KnanaHa
napametpu ome | 21w | 23wm | 25wm 27/29 napamerpu | oswm | 2729mm | 31/33mm
PaHHi nic pauiiHuii nepiop (< 30 gHis), N2 = 184 PaHHiii nic paujiitiuii nepiop (< 30 auie), N> =216
Cepeii rpa- N,=20 N,=31 N,=58 N,=33 N,=20 Cepeaiii rpapienT® N, =31 N,=117 N, =59
Di€HT

«CepegHe = CB 43+13 43+16 45+22
« CepepHe + CB 11,6+45 94+36 84+43 75+38 61+29
- « MiH., maKc. 17,75 1,2,100 10,117
« MiH., maKc. 56,21,5 40,184 20,264 21,186 10,115
noks N, =25 N, =97 N,=53
noks N,=19 N, =31 N,=57 N,=33 N, =20 d d ‘
« CepepHe + CB 24+08 22+06 22+08
. + 14+0, 18+0, 1 +£0, ,5 £ 0, 8+04 N
Cepepne + CB 02 8+03 21405 25+08 28+0, Mt makc, 09,42 10,43 08,44
« MiH., MaKc. 11,19 13,24 10,36 09,43 19,35
Perypritauia® N, =28 N, =104 N, =56
Perypritauia® N,=22 N, =40 N,=72 N, =38 N, =24
no{%mN) [ N | %N | N | %N
n’ % n % n % N % n % S - -
(N (N (N (/N) (WN) .0 20 | 714% | 73 | 702% | 40 | 714%
o1-2+ 4 143% | 25 | 240% | 16 | 286%
.0 9 | 409% | 14 | 350% | 31 | 431% | 19 | 500% | 9 | 37,5%
2 2 6% | 25 | 625% |3 % | 19 ] s00% | 13 2% 3 0 o0 0 o0 . oo
o1-2+ 1 54,6% 5 5% 7] 514 1 5 1 54,
e i i il il -4+ o | 00 | o] 00% | o | oo
. 0, 0/ 0, 0, 0,
3+ 0| 100% | 0| 00% | 2| 28% | O | 00% | O | 00% - Hemac pannx 7 143% B 5.6% o 0.0%
o4+ 0| 00% | 0| 00% | 0| 00% | O | 00% | O | 00% 1 piK nicnn onepani, N = 134
« Hemae paHnx 1 4,6% 1 2,5% 2 2,8% 0 0,0% 2 8,3%
1 pik nicna onepauji, N, = 138 CepepHili rpaflieHT N,=18 N,=79 N, =30
. * 742 4441 40+1
Cepepiitrpagient| N, =13 N, =22 N, =55 N, =24 N,=16 Cepeane + CB 3720 4218 D15
‘ ‘ ‘ « MiH., MaKc. 17,75 1,7,100 20,7,
+ Cepepne + CB 97+26 77+28 6,6+30 37422 56+29
« Min., make. 57,143 31,152 20,160 05113 10,108 nok Ny=15 N, =70 N, =28
MoK N N N N N «CepenHe + CB 21+06 21+06 21+06
=1 =22 =54 =2 =1
0 ) =13 d 4 =5 =25 =16 « MiH., MmaKc. 1,2,3,1 09,40 14,43
« CepepHe + CB 14403 1,9+04 23+06 28+08 28+06
" Perypritauia N, =15 N, =66 N, =29
« MiH., maKc. 09,18 12,29 1,0,4,1 08,42 20,41 ¢ ‘ ‘
n % (n/N,) n | %0/N) N | % (n/N)
Perypritauyis N,=16 N,=28 N, =60 N, =30 N, =21
! .0 1| 733% | 53 | 803% | 23 | 793%
no1%M/N) | n | %O/N) | n [ %M/N) | N [%MO/N)| n | %(M/N e 1-2+ 3 20,0% 1 16,7% 6 20,7%
o3+ 1 6,7% 1 1,5% 0 0,0%
.0 4| 250% | 6 | 214% | 24 | 400% | 12 | 400% | 5 | 238% o4+ 0 0,0% 0 0,0% 0 0,0%
o1-2+ 1| 688% | 21 | 750% | 33 | 550% | 16 | 533% | 15 | 714% « Hemae panux 0 0,0% 1 1,5% 0 0,0%
o3+ 0| 00% | O | 00% | 2| 33% | 2| 67% | 1 4,8%
o4+ 0| 00% | 0| 00% | 0| 00% | O | 00% | O | 00%
+ Hemae panux 1 62% | 1 36% | 1 17% | 0 | 00% | 0 | 00%

> 1 pik nicna onepauii, N, = 103 (pasom 3a 2 pokn (66) i 3 pokn (37) cnocrep

CepepHili rpagieHT N,=17 N, =29 N, =61 N, =30 N, =18
«CepepHe = CB 90+32 81+32 66+3,1 42+25 55+30
« Min., makc. 22,143 35,166 20,141 08,128 1,0,108
noK N,=17 N,=29 N, =60 N, =31 N, =18
« CepenHe + CB 1502 18£05 23+07 27+08 29+08
« MiH., MaKc. 09,19 07,29 14,47 08,42 20,43
Perypritauyis N, =20 N, =37 N, =68 N, =36 N, =25
nop%M/N) | N [ %M/N) | N | %(/N) | N 9% (/N | no|%(n/N)
-0 5 25,0% 9 243% | 27 | 397% 17 | 47.2% 7 28,0%
o 1-2+ 12 60,0% | 25 676% | 37 | 544% 16 | 444% 17 68,0%
3+ 2 10,0% 0 0,0% 3 4,4% 2 5,6% 1 4,0%
4+ 0 0,0% 0 0,0% 0 0,0% 1 2,8% 0 0,0%
« Hemae gannx 1 50% 3 81% 1 15% 0 0,0% 0 0,0%
MpumiTKI.

1. TemMoamMHamiuHi NOKa3HWKM AOCNIAXKYBanMCa METOAOM TpaHCTOpaKanbHoI exokapaiorpadii (TTE), a B AeAKMx BUNaaKax METOAOM Yepe3cTpaBoxiaHoi exokapaiorpadii (YCE). JaHi He
BKJ/TIOYAIOTb pe3ynbTaTi NPOTE3yBaHHA [BOX KNamnaHis.

N, = 41cio nauieHTis, Wo cnoctepirannca (aawi 3 fpad. 1).

CepepHilt rpafjieHT Bifobpaxkae nagiHHA TUCKY, WO BUMIDIOETECA TPAHCKAMNAHHO B MM PT. CT.

N, = YnCI0 NaUIEHTIB, y AKX AOCNIIKYBANNCA FEMOANHAMIUHI MOKAZHNKI.

MOK = pakTruHa nnolya oTBOPY KrarnaHa, BYMIPIOETbCA B CM2,

Perypritallia Binobpakae 3BOPOTHNI TiK KPOBI Uepe3 KnanaH, Wo BiA0YyBAETbCA 3 MPUUYMHN HEAOCTATHOCTI MPUPOAHMX KNanaHis Ta NiaTikaHHA HAaBKONO KnanaHa; 0 = Hemae, 1+ = nerkui
CTYNiHb, 24+ = NOMIPHWI CTYNiHb, 3+ = NOMIPHWIA/BaXXKWNI CTYMiHb, 4+ = BaXKMNIA CTYMiHb.

7. N=41CNO NaLiEHTIB Yy KOXHIN KaTeropii.

ok wN
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Ta6n. 10. NepeponepadiliHi XxapaKTepucTUKM rpynu

AOCHiA)KEHHil Ta KOHTpOﬂbHdI' rpynmu gna rpynu nporesyBaHHA
AOpPTa/ibHOro KfanaHay ﬂal.l,iGHTiB 3 BUCOKNM pU3nNkKom

YKpaiHcbka

Ta6n. 11. Jlineapn3oBaHa YacTOTa BUHNKHEHHA He6GaXkaHNX

ABMLY Y Ni3HbOMY NnepioAi nicnAa paHaomisay

Il anarpynmn

npoTe3yBaHHsA aopTanbHoro KnanaHa (MAK) y nauieHTis

3 BUCOKNM pU3NKOM

[Nani npexcraenexiy surnagi n (%). Yactota BUHMKHEHHSA ABULLY BKa3aHa 3a eTionorielo
3aXBOPIOBaHb, AOCTOBIPHICTb PO36iXKHOCTEN MPU NOPIBHAHHI rPYNn JOCIAXKEHHA Ta KOHTPONbHOI

rpynu BU3Ha4anaca 3a AONOMOroK KpUTepilo Xi-KBagpar (Bkmovatoun nonpasky Weitca ana

HemnepepBHOCTI MPU HeBENMKNX po3mipax Bubipku). MAK = npoTesyBaHHA aOPTanbHOro KnanaHxa;

NYHA = Hblo-Vopkcbka kapgionoriuna acouiauis; AT-1ll = anTuTpom6iH |11 Yci p-3HaueHHs €
KpUTepiamMy NOPIBHAHHA YaCTOK, 32 BUHATKOM PO3MOAINiB AaHNX WOAO ypa)KeHHA KnanaHis i

dyHKUioHanbHOro Knacy 3a wkanot NYHA, aki € Kputepiamu posnoginis xi-kagpar.
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QyHKUioHanbHMI Knac/ r?yna KonTponbHa P-3Ha- KontponbHarpyna lpyna nofmmxeunn
. AoOCnigKeHHA . N (nayienTo-
AocnifKeHHA rpyna (n=190) YeHHA fAlBnwe (nauienTo-pokiB=878,6) .
(n=185) (MHB 2,0-3,0) pokKiB=766,2)
i (MHB 1,5-2,0)
! iYHi 3MiHU (emi
Yacrora (%/
0
PesmaTyuHi 3ty 32 3 071 N asIone ] N nauienTo-
nauieHTo-piK) )

Kanbuyudikauis 121 (65) 130 (68) 0,61

MacusHa KpoBoTeua 34 3,87 12 1,57
Bpop:keHi Bagn 69 (37) 72 (38) 0,93

LlepebpanbHa kpoBoTeua 4 0,46 1 0,13
EHpokapanT 8(4) 5(3) 0,81

He3HauHa KpoBoTeua 35 3,98 9 117
JlereHepaTUBHI/MIKCOMATO3Hi 3MiHW 31(17) 32(17) 0,89

3 4ucno kposomey 69 7,85 21 2,74
AncoyHKLia npoTesa

| {YHMI iHCynbT 7 0,80 6 0,78
KnanaHa 8(4) 9(5) 0,79

TIA 7 0,80 n 1,44
YpaxKeHHA KnanaHis 0,24 -

HesponoeziuHe TE asuwe 14 1,59 17 2,22
Cretios 95 (51) 97 (51) Nepudepiiia TE 1 0 4 0,52
Perypritauia 46 (25) 34(18) 3azansHe yucno TE 15 1,70 21 2,74
3miwaHoro Tuny 39(21) 54 (28) Tpom603 KnanaHa 2 0,23 2 0,26
DyHKUioHanbHUi Knac 3a wkanoto NYHA 0,45 Macusna kposomeua, TE 51 5,80 35 4,57

mpom603 knanava
| 39(21) 36(19) 7 i

KombiHosaHa nep8uHHa KiHyesa 86 979 1 574

moyka
M 73 (39) 73 (38)

PanTtoBa cmepTb 3 0,34 3 0,39
1] 50 (27) 51(27) K

CmepTb, NOB'A3aHa i3 KnanaHom 3 0,34 2 0,26
v 74 16(8) 3aranbHa CMepTHICTb 16 1,82 2 157
Hesigomo 16 (9) 14(7) . . . . .

TE = Tpom6oembonis; KOMGIHOBaHa NepPBUHHA KiHLieBa TOUYKa = KOMGIHOBaHUI NOKa3HUK Ha
Kniniuni paxmopu pusuky OCHOBI Taknx iHﬂM‘BiﬂyaanMX KpuTepiiB: 3aranbHe UNC0 KpoBoTeY, HeBposnoriuHe TE aBuwye,
nepudpepnyHa TE i Tpom603 Knanaxa

Qibpunauia nepeacepab 3(2) 11(6) 0,06
Dpakuis Bukngy < 30% 9(5) 7 (4) 0,75
EcTporeHHa Tepania 4(2) 2(1) 0,66
[HiameTp nisoro nepepcepaa > 50
MM 15(8) 22(12) 0,34
HesponoriyHi asnwa 6(3) 9(5) 0,63
CnoHTaHHi
exokapgiorpadiuHi KOHTpacTn 0(0) 2(1) 0,46
LLinyHo4YkoBa aHeBpM3Ma 1(0,5) 1(0,5) 0,46
A i pe3y 6op p docniomeHo
AKTUBHICTb AT-IIl 28(15) 24(13) 0,58
AKTUBHICTb pakTopa VIII 1(0,5) 1(0,5) 0,46
JNeperiBcbka myTauis daktopa V 5(3) 3(2) 0,71
AKTMBHIicTb npoTeiHy C 9(5) 9(5) 0,88
MpoTpombiHoBa My TaLis 4(2) 3(2) 0,96
AKTUBHICTb NPOTEiHY S 3(2) 3(2) 0,68
Bnokaga peuentopis P2Y12 42 (23) 52(27) 0,35
Tpom6oKkcaH ceui 84 (45) 69 (36) 0,09
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YKpaiHcbka

Ta6n. 12. AHani3 He meHWw oI epeKTUBHOCTI

. MokasHuk
PisHnuyna ..
Yucno . He MeHL O
Yucno asuuy, | Yacrorta Yactrota | (mixrpynoio
. . ABALY Y . . 95% Al edek-
YcKnagHeHHA 3a KaTeropiamm Yy KOHTponb- | (%/naui- .. (%/naui- nikyBaHHA . A .
Hill rpyni €HTO-PiK) TRYmIMIKY- | e pro- iK) | Ta KOHTpONb- pizHuui[1] | TusHocTi
Py P BaHHA P P (1,5% MI)
HOI0 rpynoio)
[2]
3aranbHe Yncno nauieHTO-poKiB 878,6 766,2
He nocty-
KombiHoBaHa nepBUHHa KiHLeBa
P H 86 9,79 44 5,74 -4,05 -6,77--1,32 | "acTeCA3a
TOUKa edpekTyB-
HicTiO
He nocty-
MacumBHa K Teya, TE, Tpoom
aCBHa KpoBOTeYa PO 603 51 5,80 35 457 123 3,45 --0,98 Na€eTbCs 3a
KfnlanaHa edeKTnB-
HiCTIO

KombiHoBaHa nNepBUHHa KiHLeBa TOUKa = KOMOIHOBaHWI MOKa3HMK Ha OCHOBI TakUX iHAMBIAYanbHUX KPUTEPIiB: 3aranbHe
uncno KpoBoTey, HeBposoriuHe TE asulle, nepudepnyHa TE i Tpom603 KnanaHa; TE = Tpomboembonis; [l = gosipunit
iHTepBan; Ml = mexa He MeHLWoT epeKTUBHOCTI [1] 3HaueHH:A [l po3paxoByOTbCA 3 BUKOPUCTaHHAM po3noainy lMyaccoHa,
KpuTepito NyaccoHa. [2] He meHLwa epeKTUBHICTb PO3PaxOBY€ETbCA Ha OCHOBI HY/IbOBOI rinoTe3u: YacToTa y rpyni NikyBaHHA
- YacToTa y KOHTponbHin rpyni < 1,5%. 3rigHo 3 HactaHoBamm YNpaBAniHHA 3 KOHTPOIO AKOCTI Xap4YOBUX NPOAYKTIB i
nikapcbkux 3aco6is CLUA (FDA) Big 6epesHa 2010 poKy BUCHOBOK NPO He MeHLLY epeKTUBHICTb MOXKHa 3pobuTy Togi, Konm
BEPXHA MeXa IBOCTOPOHHbOrO JOBipYOro iHTepBany MmeHwa 1,5%.

Ta6n. 13. AHani3 06'eKTMBHNX KpUTepiiB epeKTNBHOCTI ANA rpynu NikyBaHHA

YacroTa
06'eKTIBHOrO
YacroTa BepxHa mexa e ¢Ke|:(|:'r“es|::’o"i
YcKnapHeHHsA 3a KaTeropiamm Yucno asnwy (%/nauieHTo- OAHOCTOPOH- P-3HaveHHa [1]
. FDA (2* YacToTa
pik) Hboro 95% Al .
06'eKTIBHOrO
KpuTtepito
edekTuBHOCTI)
3arafnibHe Ynco NauieHTO-POKiB 766,2
Tpomboembonis 21 2,74 3,92 3,0 (6,0) <0,001
Tpom603 KnanaHa 2 0,26 0,84 0,8 (1,6) 0,005
MacuBHa abo He3HauHa KpoBoTeUa 21 2,74 3,92 3,5(7,0) < 0,001
MacmnsHa KpoBoOTe4a 12 1,57 2,52 1,5(3,0) 0,012

[l = posipunin iHTepBan

[1] 3HaueHHs []l po3paxoByOTbCA 3 BUKOPUCTaHHAM po3noginy lMyaccoHa, mogenb perpecii lMyaccoHa 3i 3cyBom norapudmy
3aranbHOro yacy CnocTepexxeHHs.

P-3HaueHHsA ABNATb cOO0I0 KpUTEPI NepeBipKn HyNbOBOI rinoTesn: YactoTa y rpyni nikyBaHHA > 2X YactoTa 06'eKTUBHOIO
KpuTepito epeKTUBHOCTI YNpaBiHHA 3 KOHTPOIO AKOCTI XapyoBUX NPOAYKTIB i Nikapcbkux 3acobis CLUA (FDA OPC Rate) Ha
OCHOBI AaHux 1993 poky.
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Ta6n. 14. BusHaueHHA

YKpaiHcbka

STERILE| |

CTEPUJII30BAHO MAPOIO

MOBTOPHO CTEPUJII3YBATHU
3ABOPOHEHO

:::OE:I:;):;:I;M HE BUKOPUCTOBYBATMU,
EC | REP ACTA AKLLO NOLKO/XEHA
€EBPONMEUCBKOMY VIAKOBKA
CNIBTOBAPUCTBI
BUPOBHUK @ :g:?g::gCTOBVBATM
O3HANOMTECH 3
IHCTPYKLIEIO ANd BUKOPUCTATU 0
3ACTOCYBAHHA
O3HAMOMTECA 3
IHCTPYKLIEO ANna SN CEPIMHUA HOMEP
WWW.ONXLTI.COM/IFU/HV 3ACTOCYBAHHA
RE F HOMEP 3A KATAJIOTOM M AATA BUTOTOBJIEHHA

/0N

YMOBHO CYMICHUM 3 MPT
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