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AOMOMOrol0 NiKapcbkoro npenaparty, BUTOTOBIEHOMO 3
BUKopucTaHHAM Mycobacterium w (M), Wwo sBnge
coboto HenaToreHHy, LWBUAKOPOCNY, NpuaaTtHy AOns
KYNbTUBYBaHHS, aTunoBy MikoBakTepito 3
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He € iOeHTMYHO TUM LWTamam, siki cknagawTb Lo
rpyny, Qf[ae HeraTuBHUA pesynbTaT y TecTi Ha
ypeasy, He rigponisye TBiH 80, He npogykye HiauuH
i [ae CcurbHY MO3WMTMBHY peakuilo B TecTi Ha
BiQHOBMNEHHA HIiTpaTy.
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Onuc BuHaxony

[aHWii BMHaxig CTOCYeTbCS CNOCOBY NiKyBaHHS paky.

BBarkatoTb, WO pak BUKITMKAETHCH YLLKOAXKEHO iIMYHHOK CMCTeMOoto. YUcneHHi cnpobu noninwmTn iMyHHY cucTemy
ycnixy He npvHecnu. FAk ue He OUBHO, BUSIBUIIOCH, WO NpenapaTtun, OO cknagy skux BxoguTb Mycobacterium w i aki
3aCTOCOBYHOTLCS AA NOMINWEHHs iIMyHHOrO CTaTycy XBOPUX Ha NpoKasy, € KOPUCHWMU TakoX Yy BedeHHi paky. BoHu
BUSBNSIOTLCH KOPUCHUMU Y 3MEHLLEHHI TSPKKOCTI XBOpPOOM i NOM'SKLIEHHI CUMNTOMIB, SiKi acouitotoTeea 3 pakom. Lle
Oinblu AnBHO Oyna X cMHepria 3i 3BUYaNHOI Tepanielo, He3BaXalo4mn Ha Te, WO B OCHOBI iX Ail NeXMTb 30BCIM iHWWA
MexaHiaM. Takox AMBHUM Byro cKopille 3HMKEHHsT NoBIMHNX edekTiB iHWNX NpenapartiB, aHiXk 3poCTaHHs X 3aranbHoi
4YacToTW, He AMBMAYMCL Ha BUKOPWUCTaHHS TUX CaMuX TepaneBTUYHWMX [03, i ue npu 36inblueHHi edeKTUBHOCTI
NiKyBaHHS.

JiKyBaHHS paKky TpaguuiiHO 34iiCHIOBaroCch LWNSAXOM XimioTepanii pa3oM i3 npoMeHeBo Tepanielo Ans nepBUHHOT
eniMiHauii nenkemiin, HOBOyTBOpPEHb | NyXfMH. 3 iHLWOI CTOPOHM, ANA BMAENEHHs COMigHUX MyXrWH 3acTocoBYyBanach
Xipyprisi. Tepanis nepenbaqae sk nikyBanbHi, Tak i naniaTMBHI 3axo4n, cnpsAMOBaHi Ha OOYXaHHA W 3MEHLLEHHS
cTpaxaaHb XBOporo. IMyHoTepaneBTUYHI Cnocobu nikyBaHHS TakoX BUSIBUNUCb eDEKTUBHUMMW NPOTU oBMexeHoro kona
NyXMH Me3o4epManbHOro MNOXOMXKEHHs, NpunycKkawuu, LWo IiMyHHa cucTemMa 3haTHa nonepedxysatu  abo
YNOBINBHIOBATK PICT MYXSITMH B MEBHUX BMNagkax.

TpaguuinHo Ans NiABWLLEHHS IMYHITETY XBOpPMX Ha pak BMKOpUCTOBYeTbCA BakuymHa BLPK (BLK = bacillus
Calmette-Guerin; BakunHa BELK - Uue BakyuHa, BUroTOBNEHAa 3 KynbTyp ocrnabneHnx 6uyadunx TyGepkynso3Hux Gauun,
fKa BUKOPWUCTOBYETLCS AN CTBOPEHHS iMYHITETY NpoTu TyOepKynbosy - npum, nepekn.). Llei nigxin He OyB uWinkom
BU3HAHWIA K Cnoci® NiKyBaHHS 4Yepe3 HEOQHO3HauHi pe3ynbTatu. €OUHUM BU3HAHWM 3aCTOCYBaHHAM BaKuuMHu BLDK
Oyno niKyBaHHs paKy CEeYOBOro Mixypa LWnsXoM i BHYTPILIHBOMIXYpOBOro BBefEHHsl. Heponikom, noB's3aHuM i3
BUKOPUCTaHHAM BakuuHu BLIK, € posBuTOK cucTeMHoro 1 MicueBoro Ty6epkynbosy, crnpuunHeHnin BLDK. Lle
NOAICHIOETHCA TUM, WO BakuuHa BLK MicTuTb XuBi opraHiamu, siki MOXyTb ©OyTW naToreHHUMM Ons xassiHa 3
NOPYLUEHUM iIMYHITETOM.

B [naTeHTi CLLUA Ne6,030,618] onucaHuii BMHaxig, NOB'A3aHWiA 3 npenapaTaMmu, crnocobamn Ta KOMMnekTamu ansi
npoinakTUKM 1 NikyBaHHs NEPBUHHOIO M MeTacTaTU4YHOro pakis Ta/abo iHdeKuiiHMX XBopob i3 3acTocyBaHHSAM Oinkis
TennoBoro LWoky/cTpecy (hsp) -AK y3TUX OKPEMO, Tak i B KOMGiHaUifX 3 iHWWMKU - Ta aHTUTEeHHUX Monekyn ans
NOCUMEHHS IMYHHUX peaKLiii Ha reHOTOKCUYHI Ta HEFEHOTOKCUYHI YAHHUKK, NYXAMHKU, NaToreHn Ta 30yqHUKM iHbEeKLin.

B [naTenti CLUA No5,767,156] onucaHuin cnoci® cTuMynoBaHHS YHKLiT Makpodbarie, HelTpodinis Ta/abo
MoHouuTiB y cy6'ekTa. Llein cnocib nepenbaqae BBeneHHA eheKTUBHOI KiNbKOCTI BIfIBHUX KUPHUX KUCIOT, WO MatloTb
NaHUIoXKOK AOBXWUHOL 18-24 aTomiB Byrneuto 3 2-6 nogginHWmu 3B'askamu, i TNF (YMHHWK HEKpO3y NyXSIMH -NpuMm,
nepekn.), abo pparmeHty TNF, abo GMCSF, abo iHTepgepoHy ramma.

[MaTeHT CLUA Ne 6,080,725] MiCTUTb NOCKAHHA Ha BaKUWUHW, WO MICTATb OAWH YK Binblie 6akTepianbHUX, BipyCHUX
YN acouiioBaHMX i3 MyXSIMHOK aHTUrEHiB, @ TaKoX OfMH YK Oinblue canoHiH-NiNogINBHNX KoH'toraTtie, B AKOMY
niodbinbHa 4acTuHa, Taka Ak ninig, kupHa kucnota, PEG abo TepneH, KOBaneHTHO 3B'A3aHa HeauunboBaHUM Yu
AeaunnboBaHNM TPUTEPNEHOBMM CanoHIHOM 4epe3 kapBoKCUNbHY rpyny, HaaBHy Ha 3-O-rmioKypoHOBIA KUCHOTI
TPUTEPNEHOBOrO carnoHiHy. BakTepiansHUn aHTUreH y BakUMHI acouitoeTbes 3 GakTepieto, BUOpaHoOW 3 pisHOMaHITHUX
rpyn GakTepit, Bkntovaroum Mycobacterium tuberculosis.

[MaTeHT CLUA Ne6,221,351 B1], 3aranom, CTOCyeTbCs TyMOPMLMOHUX npenapaTiB i cnocobie, a 6inbll TOYHO
CynepaHTUreHiB 44 eHTEepPOTOKCWMHIB, noxigHux Big Staphylococcus aureus. [lenTvauM, rOMOSOMiYHI  LKUM
€HTEepPOTOKCMHAM, BKIOHaAUYM TOKCUH LLOKOBOIO CUHAPOMY, CTPENTOKOKOBI NipOreHHi eHOOTOKCUHM, BMAW MIKOMnasmu i
MikoBaKkTepir, AONOMIXHI NiIMOLNT-CTUMYNIOKOYI aHTUreHN, BiNkM TENNOBOro LWOKY, CTPECOBI NenTuau, NentTuaun sipycy
NyXJMHA  MOMOYHO!T  3amno3W, TOMOSOMYHI  CMHTETWMYHI  noninentuakl, OioXiMIYHO  OTPMMaHI  EHTEPOTOKCUHM;
€HTEPOTOKCUHW, OTPMMaHi LUMAXOM TEeHHOI iHxeHepil, Ta Oinknm 3polleHHs. Lle BMHaxig CTOCYeTbCS TaKOX
cynepaHTWUreHiB, eKkcnpecoBaHUX Ha MOBEPXHi nNinigHUX KpannmuMHOK Y npenapaTtax Tuny af'loBaHT-ocHoBa abo
€KCNpecoBaHWX Ha MoBepxHi 6GionoriYHuMX KMiTUH AK  pesynbTaT TpaHCgeKuil reHoM eHTEepPOTOKCUHY, SKi
3aCTOCOBYHOTbCA, OO BUKNUKATM TYMOPULMAHY peakuilo y XassliB, Lo € HociaMM NMyXNUH. BiH cTocyeTbcs Takoxk
E€HTEPOTOKCUHIB | CMOPIOHEHUX CMOMYK, siKi BBOAATBLCA BHYTPILIHBOBEHHO, NiALWKIpHO, SK Yy BUMMAAi ag'toBaHTy, abo
BUKOPUCTOBYIOTBCA €KCTPaKopnopasnbHO Y BifbHIN 4M 3B'A3aHin dopmi, Wo6 CTUMyNtoBaTU iMyHOUWUTW, SIKi NOTIM
BBOAATL Y TKAHUHW, LLO HECYTb MYXIIMHY.

[MaTeHT CLUA Ne6,090,385] onucye cnoci® nikyBaHHA XBOPOro Ha pak, IKUA BKIIOYaE BBEAEHHSI BKA3aHOMY XBOPOMY
epeKkTUBHOI LWOAO NPOTUNYXMHHOT Aii  KINMbKOCTi  LWOHANMEHLIe OOHOMO BOAOPO3YMHHOIO  TEPMOCTabinbHOro
MaKpOMOEKYNAPHOrO aHTUITEHHOMO KOMMSEKCY, WO € iHTepcneundiyHum Ans MikpoopraHiamiB i3 rpynu Mycobacteria,
Nocardia i Corynebacteria i gemoHcTpye nicna enekTpodopesy KapTUHY iMyHO-eneKTpodopeTUYHOI npeuumnitadil, aka
BionoBigae Takii aHTUreHHoro komnnekcy 60 3i wramy Bacillus Calmette Guerin Mycobacterium bovis a6o
iMyHOreHHWX cbparMeHTiB Takoro komnnekcy. Lleli cnocib6 nepenbavae nogaTkoBUN eTan BBeAEHHA TepaneBTUYHOrO
npenaparty, cneyndidHoro LWoao paky A4aHoro XBOporo.

B [naTeHTi CLLUA N26,056,964] onncaHunii cnoci® ynoBiflbHEHHS YM MONEpPemKeHHA POCTy abo PO3MOBCIOAKEHHS
HOBOYTBOPEHb MOJIOMHOT 3aro3n Y BpoHXiarbHWX HOBOYTBOPEHb, SIKMI BKItOMae BBedeHHs cyb'ekTy, o noTpebye
LbOro, aHTUreHHoro Ta/abo IMyHOperynsaTopHoro marepiany, Wo MicTUTe BOWTI KniTuHM wTamy NCTC 11659
Mycobacterium vaccae B KinbKOCTi, AOCTaTHIN MpUHAWMHI ONS YNOBINIbHEHHST YM MONEPEmKEHHSA POCTY BKa3aHOro
HOBOYTBOPEHHS. Taknili MaTepian MoXe BBOAMTUCH LUMSIXOM iHTpagepMarnbHol iH'eKuil.

[MaTenT CLUA Ne6,033,669] onucye cnocibé ctumyntoBaHHA reHepauil ymtotokendHux T knituH (L TK) y nauieHTa, 3a
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akuMm UTK matoTe noTeHuian pyiHyBaTu 4v ocrabnioBaTu KMITUHW 3 XapaKTepHOo, acoliioBaHow 3 XBOpobGoto
CTPYKTYpol ByrreBogie. Cnoci6 BKkMoYae BBEOEHHS NaUieHTYy egeKTUBHOI [03M KOH'IOraTHOro  KOMMIeKcy

nenTua/Byrneson, 30aTHOI reHepyBaTh LMTOTOKCUYHUA T-KNITUHHWIA IMYHITET NPOTU BYIMEBOAHOI CTPYKTYpU. YKasaHa
KOH'loraTHa CTpykTypa MicTuTb (1) NenTUAHMA KOMMNOHEHT, 3gaTHui 3B'asyBath MHC (MHC = ronoBHUA Komnnekc
ricTocyMicHOCTi, NpuM. nepekrn.) monekyny knacy | i (2) ByrneBogHWA KOMMOHEHT 3 iMyHOreHHOW crneyudidHiCTio Ao
BKa3aHo| BYrNeBOAHO! CTPYKTYpW, acouiioBaHO! 3 XBOpo6O, WO Mae poaMmip, KU Oae MOXMIMBICTb T-KMiTUHHOMY
peuenTopy 3axonntoBaTh eniton (aHTUreHHa AeTepMmiHaHTa - NpuM, Nepekr.) BKa3aHOo! BYIMeBOOHOI CTPYKTYpW,
acouinoBaHoi 3 XxBopobow. B LUbOMY naTeHTi CTBEPAXYETbCH, WO ONWCaHUM chnoci® € edeKTUBHUM Y NiKyBaHHI
MenaHoMW, paKy MOSIOYHOT 3ar1031, paKy fereHb i paky LUTYHKOBO-KULIKOBOIO TPaKTy.

HecnogiBaHo BusiBUSOCH, WO chapMaueBTU4YHI npenapaTun, ski MictaTe Mycobacterium w, € edekTvBHUMM B
NiKyBaHHI LUMPOKOro Kona OHKOMOrYHMX 3axBopioBaHb. dapmaueBTWYHI npenapaTy 3a AaHUM BUHaXOO4OM MOXYTb
MiCTUTK ekcTpakTu Mycobacterium w -okpemo abo B pisHUX KOoMOGiHauisx. B iHWoOMy BTiNeHHi chapmaleBTUYHWI
npenapat 3a 4aHUM BMHAX04OM MOXe MICTUTU iHWWiA imyHomopynsaTop. MpenapaT Moxe BBOAWTUCH PIBHUMMU LUNISIXaMW,
BKIlOYAlOYUM iHTpagepMarbHUin | opanbHWUi, Ta Yy BOTHULLE YpaxeHHs. [laHni BMHAXiA CTOCYETbCA TakMX npenaparis,
cnocoby X BUrOTOBMEHHSA Ta 3aCTOCYBaHHS.

Mycobacterium w - Le wBMakopocTyya MikobaKTepisi, WO He € NaTOreHoM.

Mycobacterium w € HenaToreHHow, NpugaTHOK ANA KyNbTUBYBaAHHS, aTUNOBOK MikoGakTepietlo 3 BioxiMidHMMK
BMacTMBOCTAMM | WBWAKUMU POCTOBMMMW XapaKTepUCTUKaMmK, Lo Haradye npeactaBHukiB |V knacy rpynu Runyons
mikoGakTepin 3a MeTabomniyHMMU Ta POCTOBMMMW BNACTUBOCTSIMU, ane He € iAeHTWYHOK A0 TUX LWTamiB, Ak 3apas
3apaxoBaHi o uiel rpynu. ToMy MOXHa BBaxaTw, Wwo My, € uinkoM HoBMM WTamoM. Bugosa npuHanexHicte M,, 6yna
BCT@HOBMEHA 3a LOMNOMOrIo BMU3Ha4YeHHs nocrigoeHocTi AHK y nonimepasHiii naHutorosin peakuii.

BusiBunocs, Wo BoHa nofinsie aHTureHn 3 Mycobacterium leprae Ta Mycobacterium tuberculosis. BoHa 3a6eanevye
npodinakTuky niogen NpoTW NPoKasWu LUNSXOM MepeTBOPeHHs iHAMBIAYYMIB, HeraTMBHMX LOQO NenpoMmiHy, Ha
NEnpPOMiH-NO3NTMBHMX. BCTaHOBMEHO TakoX, WO BoHa 3abeanedye npodinakTuky npotu Ty6epkynbosy y TBapuH. Byno
noKasaHo, WO Yy XBOPMX Ha Mpokasdy BOHA CKOpOYyEe TPUBAaNICTb MiKyBaHHS, CNpsIMOBAHOrO Ha yMepTBiHHA BakTepil,
OYULLEHHS, a TAKOX KNiHIYHOMO BUMIKOBYBAHHS, KON 3aCTOCOBYETHCA B KOMOiHAUIT 3 iHWNMKW Npenapatamu.

3rigHo 3 AaHUM BUHaxodoM, dapmMaueBTUYHa KOMMNo3uLis, BurotosneHa 3 "Mycobacterium w" (M), BUaBnaeTbCA
KOPWCHOIO Y BeAeHHi paky. 3apa3 HamMu BXe BCTaHOBMEHO, WO Lel dapMaueBTUYHUIA npenapar [iNCHO € KOPUCHUM Y
BefleHHi paky. 3acTtocyBaHHsA npenapartis, Wo MicTaTe Mycobacterium w, acouiloeTbCsl 3i 3MEHLLEHHAM TAraps pakoBoi
TKaHWHW, NOM'AKLIEHHAM MOB'A3aHUX i3 PAKOM CUMMTOMIB i MOKpALlaHHAM SKOCTI XWUTTA. BOHW Takox noninwyloTs
NepeHOCUMICTb iHLMX NiKyBanbHUX 3acobiB.

TepaneBTMYHMIA nNpenapaT 3a UMM BUHaxogom MicTUTb Mycobacterium w, HenaToreHHy, npugatHy Ans
KyrnbTUBYBaHHS, aTUNoBY MikobakTepito 3 BioXiMiYHUMM BNACTUBOCTAMU i LUBUOKMMW POCTOBMMMW XapakTepucTmKkamu, LWo
Haragye npeacTtasHuUkiB IV knacy rpynu Runyons mikoGakTepili 3a MeTaboniYHUMKU Ta POCTOBMMU BNACTUBOCTSAMU, ane
He € igeHTWYHOo Ao TUX WTaMmiB, SKi 3apa3 3apaxoBaHi Ao uiel rpynu. ToMy MOXHa BBaxaTtu, Wo My, € Uinkom HoBuUM
LITAMOM.

Buposa npuHanexHicte M, 6yna BcTaHOBMNeHa 3a [OMOMOrol BU3HadeHHs nocnigosHocTi JHK y nonimepasHin
naHuloroBii peakuil i BigoudepeHuinoBaHa Big TpuausTWM HWUMX BugiB MikoGakTepii. 3a gonomorow alaniasy
NocnifoBHOCTI NoniMopdHOI AiNAHKM CTPYKTYpu Byrno BCTaHoBReHo, Wo My, € yHikansHUM BUOOM, SKUI Bigpi3HAETbCS
Bin OaraTbox iHWWX BigomMux BuaiB MikobakTepid, Takmx sk M. avium, M. intracellulare, M. scrofulaceum, M.
kansasii, M. gastri, M. gordonae, M. shimoidei, M. malmoense, M. haemophilum, M. terrae, M. nonchromogenicum,
M. triviale, M. marinum, M. flavescens, M. simian, M. szulgal, M. xenopi, M. asciaticum, M. aurum, M.
smegmatis, M. vaccae, M. fortuitum subsp. fortuitum, M. fortuitum subsp. Peregrinum, M. chelonae subsp.
Chelonae, M. chelonae subsp. Abscessus, M. genavense, M. tuberculosis, M. tuberculosis H37Ry, M. paratuberculosis.

MeTa gaHoro BMHaxody - Le CTBOpeHHs dhapmaleBTUYHOro npenapary, akui MictuTte "Mycobacterium w" (M )
Ans nikyBaHHA paky.

|HWa mMeTa gaHoro BUHaxody - Le CTBOPEHHs cdhapMaueBTUYHOrO npenaparty, skuin mictute "Mycobacterium w"
(My,) , ANa noKpaLllaHHA AKOCTI XUTTA XBOPUX Ha pak.

Llle ogHa meTa gaHoro BUHaxody - Lie CTBOPEHHs cdhapmaleBTUYHOro npenapaTy, noxXigHoro Big MikobakTepil w, Lo
€ KOPUCHWUM Y BEOEHHi paKy.

Llle ogHa mMeTa gaHoro BUHaxofy - Lie CTBOPEHHS dhapmMaLleBTUYHOro npenapary, noxigHoro Big MikoGakTepii w, ans
NOM'AKLIEHHA CUMNTOMIB Y XBOPUX Ha pak.

Llle ogHa MeTa gaHoro BMHaxo#y - Lie CTBOPEHHs dapMaleBTUYHOrO npenapaTty, SKUA 3HUXKYE YacToTy NobiuHMX
edbeKTiB CTaHAapTHOI Tepanii, Takoi Ak XiMioTepanisa i npoMeHeBa Tepanis.

Llle ogHa meTa gaHoro BUHaxogy - Lie CTBOPEHHS hapMaLleBTMYHOrO npenapaTty, akuin mictutb "Mycobacterium w"
(My,), WO 3MeHLWlye TArap pakoBUX KIITUH/TKAHWH Ha NEPBUHHIN Ta/abo BTOPUHHIN (MeTacTaTuuHil) cTagii xsopobu,
yyTnueol Ta/abo pedpakTepHOl 4o 3BUYaNHOI Tepanii.

llle ogHa MeTa gaHoOro BUHaxody - LUe CTBOPEeHHs chapMaueBTMYHOrO npenapary, AKWiA nominwye edekTUBHICTb
3BUYanHOI Tepanii.

KopoTkuii onnuc mantoHkis

dir.1 nokasye peHTreHorpamy He ApiOHOKMITUHHOIO paky nereHb 4o nikyBaHHs (CyG'ekT 1).

dir.2 nokasye peHTreHorpamMy He ApiGHOKNITUHHOMO paKy NereHb nicns nikyBaHHs (Cy0b'ekT 1).

dir.3 nokasye peHTreHorpamMy He piOHOKMITUHHOIO paKy fereHb 4o nikyBaHHs (CyO'ekT 2).

dir.4 nokasye peHTreHorpamMy He ApiOHOKNITUHHOMO paKy NereHb nicns nikyBaHHst (Cy0'ekT 2).

®ir.5 gpemoHcTpye 3pia KT XBOporo, onepoBaHoro 3 nNpuMBOAY KOSMOPEKTanbHOro paky 3 MeTacTasoM Y NediHky, Ao

5.
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niKyBaHHs.

®ir.6 gemoHcTpye 3pia KT XBOporo, onepoBaHOro 3 MpuBOAY KOMOPEKTaNbHOrO paky 3 MEeTacTasoM Y MeuiHKy,
nicna nikyeBaHHS.

BignoeigHo Oo paHoro BMHaxogy, B HAcTymHWX npuknagax 6yayTb onucaHi cknap dapmaueBTUYHOrO npenapary,
cnoci6 Woro NpPUroTyBaHHsi, OTPUMaHi 3a JOMOMOrOK BUCOKOEdEKTUBHOT PigMHHOI XpoMaTorpadii XxapakTepucTukn noro
6e3neyHoCTi Ta NepeHOCUMOCTI, CNocobu BUKOPWUCTaHHS Ta pesynbTaTtu nikyBaHHs. Lii npuknagu cnyrytoTe Tinbku ons
intocTpauii gaHoro BuHaxogy i He obMexyTb cepy MOro 3acTOCyBaHHS.
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Mpuknag 1. ®apmaueBTUYHI NpenapaTu:
A. KoxHa 0,1-mn1 go3a TepaneBTMYHOro npenapaTy MIiCTUTb:

Mycobacterium w (y6uTa HarpisaHHsM) 0505109
Hatpito xnopug |.®. 0,90% B/o
TeiH 80 0,1% Blo
Tiomeposan |.®. (9K KOHcepBaHT) 0,01% slo
Boga ang iH'ekyini 1.®. g.s. go 0,1mn
B. KoxHa 0,1-Mn go3a TepaneBTUYHOrO npenapary MiCTUTb:
Mycobacterium w (y6uTa HarpiBaHHsSM) 0150X109
Hartpito xnopua 1.®. 0,90% Blo
TpwuToH x 100 0,1% Blo
Tiomeposan |.®. (8K KOHCepBaHT) 0,01% slo
Bopga ans iH'ekuinn 1.®. g.s. go 0,1mn
C. KoxHa 0,1-mn1 gosa TepaneBTMYHOro npenapaTy MIiCTUTb:
Mycobacterium w (y6uTa HarpisaHHsM) 0505109
Hatpito xnopug |.®. 0,90% B/o
Tiomeposzan |.®. (AK KOHCepBaHT) 0,01% Blo
Boga ans iH'ekuini |.®. g.s. go 0,1mn
D. KoxxHa 0,1-mn go3a TepaneBTUYHOro npenapaTy MIiCTUTb:
EkcTpakT nicns 06pobku ynbTpaasykom 1x1010 Mycobacterium w
Harpito xnopug |.®. 0,90% /o
Tiomeposan |.®. (sk koHcepsaHT) 0,01% B/o
Bopa ans iH'ekuivi |.®. g.s. go 0,1mn
E. KoxHa 0,1-Mn go3a TepaneBTUYHOroO npenapary MiCTUTb:
MeTaHomnbHN ekcTpakT 3 1x101% Mycobacterium w
Hatpito xnopua 1.®. 0,90% /o
Tiomepozan |.®. (ak koHcepsaHT) 0,01% B/O
Boga gns iH'ekuivi |.®. g.s. go 0,1mn
F. Koxna 0,1-Mn go3a TepaneBTUYHOIO npenaparty MiCTUTb:
XrnopochopmHuin ekcTpakT 3 1x10'% Mycobacterium w
Hatpito xnopug 1.®. 0,90% B/o
Tiomeposan |.®. (ak koHcepsaHT) 0,01% B/o
Bopa ans iH'ekuivi 1.®. g.s. go 0,1mn
G. KoxHa 0,1-mn gosa TepaneBTUYHOIO npenaparty MiCTUTb:
ALETOHOBUIN ekcTpakT 3 1x101° Mycobacterium w
Hatpito xnopua 1.®. 0,90% /o
Tiomepozan |.®. (ak koHcepsaHT) 0,01% B/O
Boga gns iH'ekuivi |.®. g.s. go 0,1mn
H. KoxxHa 0,1-mn gosa TepaneBTUYHOro npenapaTy MIiCTUTb:
ETtaHonbHUI ekcTpakT 3 11010 Mycobacterium w
Harpito xnopug |.®. 0,90% /o

Tiomeposan |.®. (sk koHcepsaHT) 0,01% B/o

Bopa ans iH'ekuivi |.®. g.s. go

-6-
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|. KoxHa 0,1-mn gosa TepaneBTUYHOro npenaparty MicTUTb:
NitikasHnit ekctpakT 3 1x10 19 Mycobacterium w

Harpito xnopug |.&. 0,90% /o
Tiomeposan |.®. (sk koHcepsaHT) 0,01% B/O

Boga gns iH'ekuivi |.®. g.s. go 0,1mn
J. KoxHa 0,1-mn gosa TepaneBTMYHOro npenapaTy MIiCTUTL:

Mycobacterium w (ybuta HarpiBaHHAM) 0150X1o7

EkcTpakt 3 1x10% Mycobacterium w, oTpumaHui wWnsxoM AesiHTerpauii, ekcTpakuii po3qMHHMKOM abo
hepMeHTaTMBHOI eKCTpaKuii

Hatpito xnopug |.® 0,90% B/o
Tiomepozan |.®. (ak koHcepsaHT) 0,01% B/o

Boga gns iH'ekuivi |.®. g.s. go 0,1mn

Mpuknag 2. Mpouec NnpuroTyBaHHA dapMaLeBTUYHOrO npenaparty

A. KynbTueyBaHHs Mycobacterium w

i) MpuroTyBaHHA KynNbTypanbHOro cepeqoBuLla

Mycobacterium w KyrnbTUBYOTb Ha TBEPOAOMY CEpenoBMLLi, Takomy sk cepeposuile L J, abo pinkomy cepemoBuLyi,
Takomy fik cepepoBule Mioanbpyka 4v cepepoBuie CayToHa. [Ana OOCArHEHHS Kpalloro BMXody cepedoBulle
Migon6pyka 3baradytoTb. 3 Lielo MeTol Kpalle AogaBaTtu nokosy, GaktoTpunTtoH i BSA (buyadnin cupoBaTKoBUR
ans6yMiH - NpuM. nepekn.). Ix onTumanbHe cniBBiAHOWEHHSA cTaHoBUTL 20:30:2.

Take 30aradeHe cepepoBulle AofdaTb A0 cepenosuila Minonbpyka. Lie pobuTbcs nepeBaHo y CniBBigHOLIEHHI
Big 15:1 go 25:1, a kpalye y cniBBigHowweHHi 20:1.

ii) PoboTa GiopeakTopa

a) lNigroToBka nocyanHu

BHYTpIlWHI KOHTaKTHI YacTMHM NOCYAWHW (CMOMNYyYEeHHs, MeXaHidHi YWiNbHEHHs, KaHaBKX Nig KinbLUeBi Npoknagkuy i
T.N.) NOBWUHHI OyTW peTenbHO OYMLLeHHi, Wob 3anobirmu 3abpyaHeHHw. HanosHwowTe nocyamHy 0,1N NaOH i
3anuwaTb Ha 24 roavHU Onst BUAANEHHS NiporeHHWX maTtepianiB Ta iHWWX 3abpyaHeHb. llicnsa uboro nocyauHy
YACTATb CnoYaTKy NiAKUCMEeHo BOAOK, MOTIM OMOSiCKyloTh 3BUYalriHOK Bopok. HacamkiHelb NocyauHy npoMuBaloTb
AVNCTUNBOBAHO BOAOK (TpWYi) Nepen NpUroTyBaHHAM XUBUIBHOTO cepenoBuLLa.

b) Crepunisayis 6iopeakTopa

BiopeakTop, Wo MicTUTb 9 N AUNCTUNBOBaHOI BOAMW, CTEPUAI3YIOTE FOCTPOD Napoto (Henpsmoto). MogibHUM YnHOM
OiopeakTop cTepunisytoTb We pa3 cepenoBuiem Miganbpyka. |HWi getani, Taki Sk CKNsHKKA, PinbTpu Ana BXigHOro 7
BUXiQHOro NOBITPS i T.N., CTEpUNI3ytoTb B aBToknaBi (ABidi) npu 121°C ynpogosx 15 xBunuH. MNepen BUKOPUCTAHHAM iX
BUCYLLYIOTb Y CYLUMMbHIN wadi npu 50°C.

c) MapameTpu oTouylo4oro cepepnoBuLa

i) Temnepatypa: 37+0,5°C

ii) pH: Ha novaTky Big 6,7 oo 6,8

B. 36ip Ta KOHLEHTpPYBaHHS

TunoBo e pobuTbcs B KiHLi 6-0ro AHS KyNbTUBYBaHHSA B aCeNTUYHUX YMOBaX.

KoHUeHTpyBaHHA KNiTWH (BUKNagaHHA) AOCAraeTbCsa LWNAXOM LeHTpUdyryBaHHs.

C. MpoMnBaHHA KMiTUH

BuknageHi TakuM YWHOM KMITMHW MPOMUBAIOTb MIHIMYM Tpudi hisionoridHMM po3dYMHOM. X MOXHa npomMuBaTH i
OyOb-SIKOK iHLLOK PIOVHOK, Kpalle i30TOHIYHOL0.

D. HopaBaHHs hapmaleBTUHHO NPURHATHOIO HOCIS

[o BuKnNageHWx KNITUH AopatoTb isionoriyHMin po3yMH, WO He MICTUTb niporeHiB. B sakocTi dapmaleBTUHHOro
HOCisi MOXe BMKOpUCTOBYBaTUChH Oyab-aKa iHWa i30TOHIYHa pigunHa, Wo He MICTUTb miporeHiB. Hocin gogatoTb B Takin
KinbKocTi, Wo6 oTpumMaTi BaxkaHy KOHLEHTpaLilo akTUBHOT pe4YOBUHM Y KIHLEBIN NikapchKi hopMi.

E. onaBaHHA KOHCepBaHTY

KoHcepBaHT gopatoTb i3 Tielo MeTow, Wo6 NPOAYKT He MICTMB iHWNX 3abpynaHounx GakTepili ynpogoBX BCbOro
TepMiHy 36epiraHHs. Kpallym KOHCepBaHTOM € TiOMe30r, SIKUiA BUKOPUCTOBYETLCA B KiHLEBIN koHueHTpauii 0,01% B/o.

F. KiHueBa cTepunizauis

KiHueBa cTepunisauis MoOXe BUKOHYBaTUChb PI3HUMU DisMYHMMK cnocobamn, TakuMK SIK HarpiBaHHsl, ioHisylo4e
ONPOMIHEHHS YM CTepusbHa dinbTpadia.

HarpiBaHHs MOXe 30iACHIOBATUCL CYyXMM Y1 BONOMMM TEMNSIOM. BOHO MoXKe 30iNCHIOBATUCE TakoX y hopMi KMN'ATIHHA
4 nactepwmaalii. Kpalie 3a Bce 06pobnsitTu roToBUN NpoAyKT B aBTOKMaBI.

Lle MoxHa 3pobUTK Nicns HanoBHEHHS KiHLEBOT yNakoBKU.

G. KoHTporb aKoCTi

i. MaTepian ouiHTb Y BiOHOLWEHHI YNCTOTU i CTEPUNBHOCTI.

ii. OpraHiamu nepeBipatOTb HA KUCMOTOCTINKICTL nicns dapbyBaHHsA 3a ["pamom.

ii. TecT Ha iHakTUBaLito: Liel TecT BUKOHYETBCA LUMAXOM KySIbTUBYBaHHS MPOAYKTY Ha XUBWUIbHOMY cepenoBuLli L J
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i3 METO BUSABMEHHSA Byab-AKOro XXMBOrO OpraHiamy.

iv. MaToreHHicTb Ta/abo 3abpygHEHHS NaTOreHoM.

KynbTnBOBaHi opraHiamu BBoasaTb Muiiam Balb/c.

>KogHa MuLa He NOBMHHA MOMEPTW, i BCi MOBUHHI 3anMLUWTUCL XXMBUMWU | HabvpaTu Bary Tina. He noBuHHO ByTn
XKOAHMX MaKpPO- YW MIKPOCKOMIMHUX YpaKeHb Y NediHui, cenesiHui, nereHax 4v B OyAb-aKMX iHWWX opraHax, Komu
TBapWH 3abmBatoTb Yepes 8 TUXKHIB nicns o6pobku.

v. BioximiYHuiA TecT:

KynbTMBOBaHWUIA opraHiam nigaalTb HAacTynHUM BioxiMiuHMM TecTam:;

a) Ypeasa

©) lgponia TeiHy 80

B) HiaynHoBuiA Tect

r) TecT Ha BigHOBMEHHs HITpaTy

KynbTMBOBaHUA OpraHiam [fae HeraTuBHi pe3ynbTaTM B TecTax Ha ypeasy, rigponia TeiHy 80 i HiayuH i
MO3UTMBHMI pe3ynbTaT y TeCTi Ha BIGHOBMNEHHSA HiTpaTy.

H. MpuroTtyBaHHsa cknagoBux YacTuH Mycobacterium w

Cknagosi YacTuHu Mycobacterium w ans uinei gaHoro BUHaxony MOXHa NPUroTyBaTh LUNSIXOM:

|. OesiHTerpauii (pyMHyBaHHSA) KNiTUH

II. EkcTpakyii po34MHHUKOM

IIl. ®epmeHTaTUBHOI eKCTpaKL,il

[esiHTerpauio KNiTUH MOXHa 34IKCHUTU LWNSXOM OOpo6KM YrbTpasBykoM, abo BMKOPUCTaHHAM AesiHTerpadii nig
BMCOKUM TUCKOM, ab0 NpUKNageHHsiM rpagieHTy OCMOTUYHOIO THUCKY.

[ns ekcTpakuil po34YMHHUKOM MOXHa CKOpUCTaTUCh ByOb-SIKMM OpraHidHUM PO3YMHHUKOM, TakuM Sk Xropodhopm,
eTUIOBUI CNUPT, METUITOBUI CNIMPT, aLeToH, (heHon, i3onponuioBuii CNUPT, OLTOBA KUCIOTa, CEYOBUHE, rekcaH i T.1.

Ona depmeHTaTMBHOI eKCcTpakuii MOXHa CcKopucTaTUcb (hepMeHTamu, 34aTHMMWU NepeTpaBrioBaTu KAITUHHY
CTiHKy/MeMbpaHu. TMNOBO BOHW € NPOTEONITUYHUMK 3a CBOE Npupoaoto. Kpalwmmm dpepMeHTamm y UboMy BigHOLLEHHI
€ niTikazsa N npoHasa. [na OOCAMHEHHS METW OaHOro BUHaxody CKriagoBi YacTvHM Mycobacterium w MOXyTb
BUKOPWUCTOBYBATUCb OKPEMO, 3aMiCTb opraHiamis Mycobacterium w, abo ix MoxxHa gogasaTi 40 NPOAYKTY, SKUA MICTUTb
Mycobacterium w.

JonaBaHHs KNITMHHUX cKnagoBuUX 3abeanevye niaBuULLeHY edpeKTUBHICTE 4aHOro MPOAYKTY.

Mpuknag 3. XapakTepucTukn cknagoBux YactuH Mycobacterium w, oTpumani 3a gonomoroto BEPX

Cknagosi YactuHm Mycobacterium w, aki BAKOPUCTOBYIOTLCA ANS OOCATHEHHA MeTU 4aHOro BMHaxogy, Npu aHanisi
3a ponomoroto BEPX patoTb €AnHWIA NiK i3 YacoM yTpuMaHHsa 11 XBUnKH. Hiskux iHWKMX CyTTEBUX NiKiB HE BUSIBNSETHCS.
Llef nik € roMoreHHWM i He Mae >of4HOT BUPI3KK, WO 3acBigyye OAHOPIAHICTL OTpUMaHoro matepiarny.

AHanis 3a gonomoroto BEPX 6yB agilicHeHWIA Ha anapaTti Ans BUCOKoedheKTMBHOI PignHHOT XpomaTorpadii cnctemm
Yortepc:

KonoHka: Novapak c1860A, 4mkm, 3,9x150Mm
3axncHa KonoHka: Novapak c18

TemnepaTypa konoHku: 30°C

LLiBMAKICTE NOTOKY: 2,5MN/XB.
OB'eM iHxXeKUi: 25mkn
MobinbHa daza: PoaunHHUK A: METUNOBUI CMUPT YNCTOTK Ak ansa BEPX

Po3umHHUK B: MeTuneH xnopwvg 4mctotn ak ana BEPX

BiHapHui rpagieHT:

IpagieHT BEPX cnouatky cknagaB 98% (o/o) meTtunoBoro cnupTy (po3dmHHuK B). Llen rpagieHT nigBuliyBaBcs
niHiiHo o 80% posdnHHKKa A | 20% posudnHHMKa B yvepes 1 xBunuHy; fo 35% poadyuHHuka A i 65% posynHHuka B
Yepes 10 XBUIUH, YyTPMMyBaBCHA BNPOAOBX S cekyHA, nicns 4oro 3HWXyBaBcA 3HOBY A0 98% posuuHHuka A i 2%
pO34MHHUKa B.

Mpuknag 4. Tepania paky, pedpakTepHoOro 4o CTaHAapTHOrO JiKyBaHHS

Bunagok 1:

XiHka 70-Tn pokKiB, WO CTpaxaana Ha MHOXWHHY Mienomy, BnpoaosX 5 pokiB npuimana nikyBaHHs MarndanaHom i
npeaHisonoHom. XBopoba peuuaneyBana 3 6ornem B KicTkax. 3aranbHuil cTaH xBopoi 6yB noraHWM, BoHa Gyna npukyTa
[o nixka. PiBeHb remornobiHy Bnae go 5,5r/gn. Xeopin 6yno npusHadveHo iHTpagepmanbHy iH'eklito hapMaleBTUYHOMO
npenaparty, Wwo mictuTe Mycobacterium w (To6To npenapaTy 3a AaHum BUHaxodom). Mpenapat ysogunu B osi 0,1mn
Ha AiNsHUi AenbToBMOHOro Mm'asa 3 iHTepBanom B 1 TuxaeHb. Yepes 3 micaui il CMMNTOMM 3HAYHO NOM'AKLIANN,
3aranbHWA CTaH noninwuBecs, i BOHa 3Morna cratv Ha cBoi Horu. PiBeHb remornobiHy 3pic 3 5,5 go 7,7r/gn 3a
BiOCYTHICTIO Oyab-SKOro cneuundgivyHoOro nikyBaHHs Big aHemil.

Bunapok 2:

50-piyHa nocTkMiMakTepudHa XiHKka nepeHecna BuAaneHHA MyXJIMHU OCTaHHbOI MOSIOYHOI 3anosun (kapuuHoma
MornodHol 3arnoan T4, Ny My). TMyxnuHa 6Gyna ropMoHanbHO He3anexHow, | cTaTyc peuenTopiB ecTporeHy Ta
nporectepoHy OyB HeraTusHuM. [licns onepauil y XBOpoi pO3BUHYNWCL Kallenb Ta 3aguilka. Buseunock, Wwo ue
NOB'A38HO 3 BEMUKUM MEeTacTaTUYHMM YpaXKeHHsM Y Ti rpygHin knitui. Jo i nikyBaHHa 6yno gogaHo cdhapMaleBTUYHNI
npenapaTt 3a AaHUM BUHaxodoM. Yepe3 3 MicAui cnocTepiranock CyTTEBE MOKPALL@HHSA LWOAO Kalnio Ta 3aguLlKku.
PeHTreHorpama rpyaHoi kniTkn / nokasana 25% 3MeHLUeHHA po3Mipy MeTacTaTU4HOro ypaxeHHs. Bwmilyiouuni
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Mycobacterium w dapmaueBTU4HUA npenapaT 3a AaHMM BWHaxo4OM BBOAMBCH iHTpagepManbHO Ha OinsHui
AenbToBUAHOIo M'A3a.

Bunapok 3:

Yornosik 68-pivHOro BiKy, WO CTpaXOaB Ha KapuWHOMY CepefHbOl TPETMHWU CTPaBOXOAY, MPUMNHSAB NPOMEHEBY
Tepanito i 3HaxoAMBCA Ha XximioTepanii (oguH kypc OyB 3aBeplleHWin). Yepes nporpecyBaHHs XBOPOOM y HbOrO
po3BUHYNack Aucdaria (yTpyaHEHe KOBTaHHA - NpuM, nepekn.). B Hboro Takox ©Gyna HelTponeHia 3 nagiHHaM
3aranbHOl KiNbKOCTI fenkouyuTie. XBopoMy Oyno npusHadeHe nikyBaHHS apMaleBTUYHUM npenapaTtoM 3a AaHum
BUHaxodom. BoHO npuBeno [o NOCTYNoBOro nokpawaHHs cuMnToMmiB. Yepes 3 MicAui KOBTaHHA HOpManisyBaroch,
3aranbHUMA CTaH MOKpaWUBCA, KiNbKiCTb INeWkouuTiB cTana HopmanbHow. dapmaueBTUYHMI NpenapaTt 3a LuM
BMHaxodoM ysoaunu B fosi 0,1Mn oaMH pa3 Ha TuxaeHb. 3 ApYrolo A03010 BULWNG 3aTpUMKa, i i 6yno BBefeHo Yepes
15 pgHiB nicns nepwoi. BoHa cknagana 0,3mn 3amicte 0,1mn.

Y Bunagkax 1 i 3 nokpaljaHHA cnocTepiranock, He OMBNAYUCE HA BIACYTHICTL XiMioTepanii, Todi Ak y Bunagky 2
ximioTepania (FAC) npogosxyBanacs.

Takum 4uHOM, Ui BUNadku nokasytoTb, Wo dapmMaleBTUYHUIA npenapart, skui MictTute Mycobacterium w (M,,) , 3a
[aHUM BMHAXOMOM € KOPUCHWM Yy RiKyBaHHI paKy, pedpakTepHoro Ao cTaHmapTHoi Tepanii. Moro 3sacTtocyBaHHs
acouiloeTbC 3 MOM'AKWEHHAM CUMMTOMIB, MOKPaLlaHHAM 3araflsHOro CamornodyTTs i AKOCTI KUTTH, a TaKkox
NOMINLUEHHSIM IHLWIMX CYNYTHIX CTaHIB, TAKMX SIK aHEMIsl i HEATPOMEHis.

Mpuknag 5. [ia dpapmayeBTUYHOro npenapaTy Ha pak, Konu BiH BUKOPUCTOBYETLCA AK MOHOTEpanis

[MoBepxHeBWIA paKk ce4oBOro Mixypa MaHidecTtye cebe Ak rematypia. BiH nignaetbcs pisHMM dpopmam Tepanil.
Mpenapatun, siKi 3aCTOCOBYKOTLCA ONA AOCATHEHHA peMicii, Hanpuknag, pokcopy6iumH abo BLPK, BBogaTbCA
BHYTPILLUHBOMIXYpPOBO.

YoTupboM nauieHTam i3 NOBEPXHEBMM PaKkoM CEYOBOIO MiXypa, AiarHOCTOBaHMM LIMCTOCKOMIMHO, hapMaLeBTUYHUIA
npenapaTt 3a AaHUM BUHaxogoMm OyB nMpusHadeHuin iHTpagepmanbHo. [Josa 0,1mMn yBogunace oguvH pa3 Ha Micalb.
Uepes 6 micauie (nicna ABox iH'eKUill) cMMNTOMW 3HWUKNKW Yy BCiX nauieHTiB. Bicim TWxHIB no Tomy 6Gyna BUKOHaHa
uuctockonito. PesynbTaTr BpasuB - B XogHOMY Bunagky He Oyno BusBReHO ByAb-SKOro ypakeHHsi CeHOBOro Mixypa.
HacTynHe cnocTtepexxeHHs BNPOAOBX 6 MicALiB He BMABWUIIO XXOQHOMO BUNaAKy NoBepHeHHA cumnTomiB. Linctockonis
nokasaria HopmaribHy Cru3oBy 0BOONOHKY CeHOBOro MixXypa 3a BigCyTHICTIO GyOb-AKUX ypaXeHb.

Lli oaHi 3acBig4ytoTh, Wo dapmMaueBTUYHUIA Npenapart, akuin MicTute Mycobacterium w (M,,), 3a 4aHUM BUHaXOAOM
€ edeKTUBHOK Tepanielo y BEeOEHHI paKky Ce4oBOro Mixypa, Komnu BBOOMTLCHA IiHTpagepmanbHO Ha AginsHui
AenbToBUAHOIo M'A3a.

Mpuknag 6. Jia Mycobacterium w, Konn npomeHeBa Teparnis € HeageKBaTHOK

M's30BUI iHBA3MBHWIA pak ce4oBOro Mixypa

M'sazoBui iHBa3MBHWIA pak ceqoBoro mixypa (T4) MOXHa NikyBaTu WNSXOM pagukansHoi yuctektomii. OgHak 6yno 6
OaxaHo 30epertu cevoBui Mixyp. NpomeHeBa Tepania Ta/abo ximioTepania € HegocTaTHIMKU ANst AOCATHEHHSI MiCLLEBOro
KOHTponto/pemicii xsopobu.

[M'aTb nayieHTiB i3 M'A30BUM iHBa3MBHWM pPakoM CEYOBOro Mixypa IiKyBanucb iHTpagepManbHUMKM iH'ekuisMm
Mycobacterium w Ha ginsiHkax obox genbToBMAHUX M'A3siB. |[HTpagepmarnbHy iH'ekuito Mycobacterium w nosToptoBanu
Lwomicaua Ha ginsHui ogHoro 3 AenbTOBUAHUX M'A3iB ynpomoBX 6 MicauiB. YCi nauieHTM oTpumanu ctaHgapTHY
NpoOMeHeBY Tepanito B 3aranbHili gosi 71gy.

B «kiHUi pgBomicayHoro nepiogy BCi nauieHTM 3BiNbHUNKUCH Big cuMnToMiB  xBopoOwu. Lluctockonis i
koMn'toTepu3oBaHa akcianbHa Tomorpadis (KT 3pi3) He BUSBUNKU ByOb-aKOro ypaXKeHHs CEHOBOro Mixypa, 3acBigyyroun
MOBHY peMicito XBopobu. HacTynHe cnocTepexeHHs BNpodoBX LoHarkMeHWwe 8 MicsauiB Big nodvaTky NikyBaHHS He
BMSIBMITIO NOBEPHEHHS1 XBOPOOM Y 3XOOHOMY BUMaaKYy.

Omxe Mycobacterium w € edpekTuBHMM 3acoboM ANa OOCATHEHHS] NOBHOT peMicii i TT nigTpuMyBaHHS.

Y 3KOAHOro 3 LMX NauieHTiB He cnocTepiranock Oyab-akuxX NOBIYHUX edekTiB.

Mpuknag 7. Oia Mycobacterium w, konu ximioTepanis € HeageKkBaTHO

He OpiGHOKNITUHHMIA paK nereHb

He ApiGHOKMITUHHWUIA pak NereHb BaXKo NigAaeTbCs fikyBaHHIO. 3BUYaAHO BiH He pearye BigyyTHO Ha XiMmioTepanito
4M NpoMeHeBYy Tepanilo. YactoTa peakuii 3BOPOTHO nponopuiiHa cTagii 3axeBoptoBaHHA. Ha crtapii T, XipypriuHe
BTPYYaHHs HEe € MoKasaHuM, a XimioTepanis Ta/abo npomMeHeBa Tepanis feaBe MawTb SKYCb Aito; UA CTadis Hece
NoraHWi NpPorHos.

TakMuM YMHOM, AaHi UbOro OOCNIMKEeHHS 3acBiguyloTh, Wo Mycobacterium w Mae cyTTeBWIA BNMAWMB Ha pak, SKURA
BaXXKKO MiaOaeTbCA NiKyBaHHIO.

Mpuknag 8. Bnnue nikyBaHHS 3 BKtoveHHsIM Mycobacterium w Ha sikicTb XXuUTTS | NobivHi edbekTn ximioTepanil

a) KapynHoma MOSoYHOI 3aro3un 3 MeTactasamMm B KiCTKY

Lis Mycobacterium w ouiHloBanacb B KOHTPONbOBaHOMY AOCHIMXKEHHI 3a y4dacTio 20 nayieHTiB i3 pakoM MOSOYHOI
3ano3M N mMetactasamy B KIiCTKy. YCi nauieHTu oTpumanu xiMmioTepanito y Burmsgi uuknodgpocdamigy, agpiamiyuny i
5-pTopypaunny. Mpenapatu, Wwo MictaTe Mycobacterium w, BBOOUNM WAAXOM iHTpagepmanbHUX iH'ekuin ob'eMom
0,1Mn oauH pa3 Ha TuxAeHb BNPOOOBX ABOX MicALB, NOTIM KOXHMX 15 OHIB ynpodoBX HacTynHUX OBOX MicsuiB, a
noTiM OAWH pa3 Ha MicAub YNPOAOBX OCTaHHIX ABOX MicAuiB JiKyBaHHA (Bcboro 6 micsauis). Jecatepo 3 uux 20
nauieHTis, BUGpaHUX BUNaAKOBO, NpMiMani npenapaT 3a JaHUM BUHAXo4oM, TOAI ik peluTa criyryBarna KOHTporem.

Y ogHOro 3 nauieHTiB OCHOBHOI rpynu He crnocTepiranock Aiapei 4n 6roBaHHA, nopiBHAHO 3 8 3 10 nauieHTiB y
KOHTpOnbHIlA rpyni. MykoauT cnocTtepirascs y 1 nauieHTa B OCHOBHI rpyni NpoTW 5 nauieHTiB y KOHTPOMbHIA rpyni.
MpUrHiYeHHsA KICTKOBOrO MO3KY, sike NpOosIBIANOCH fenKkoneHieto, TpoMOoLnToneHielo Ta aHeMmieto, cnocTepiranocs y 2
nauieHTiB B OCHOBHIA rpyni NpoTn 6 y KOHTpOsbHi. 36inblleHHa Baru Tina Oyno 3apeectpoBaHe y 3 nauieHTiB B
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OCHOBHIli rpyni, YOro He CrMocTepiranocb Yy OOAHOro nauieHTa B KOHTPOSbHIN rpyni. B OCHOBHI rpyni BCi nauieHTu
BiOMITUNW NOKpPaLLaHHS SIKOCTI XKUTTS, B KOHTPOMbHIWA rpyni LbOro He BigMITUB XXOOHWUI 3 NauieHTiB.

©) Pak ronoeu i wni

[is Mycobacterium w ouiHioBanacb B KOHTPOSbOBaHOMY AOCrimMXKeHHi 3a ydyacTio 20 nauieHTiB i3 ricTonorivHo
niaTBEPAXKEHNM, NPOCYHYTUM PakoM rosioBY M LKW, WO Manu LoHanMeHLe B6-MicsiqHy oJikyBaHy TpWBanicTb XUTTA. YCi
Ui nauieHTn oTpumanu ximioTepanito y cknagi yucnnatuhy i 5-cdbtopypauuny. Mycobacterium w seogunum 10 i3 yux 20
nayieHTis, BUOpPaHNX BMNAOKOBO, LUMAXOM iHTpagepManbHux iH'ekuin o6'emom 0,1Mn Ha LinsHUi AenbToBMAHOMO M'A3a
oOuH pas Ha 15 gHiB ynpogoBx Tpbox Micsuis. MNeplwa gosa Beogunace o6'emom 0,2Mn, posgineHnx Ha ABi ANSHKK
OEenbTOBUAHMX M'A3IB.

XimioTepania cnpuynHuna remaTonoridHi nobidHi edbekTn, Aki amycunu Bigknactu ximiotepanito y 2 3 10
nauieHTiB oCHOBHOI rpynu Ta y 5 3 10 nayieHTiB KOHTPONbHOI rpynu.

Myko3nT nposiBMBcA Ha 15-TM OeHb nicns XximioTepanii y 2 nauieHTiB B OCHOBHIA rpyni Ta y 6 nauieHTiB y
KOHTPOIbHIW rpyni.

HynoTta/bnioBaHHs crnocTepiranncb Y BCiX NALEHTIB KOHTPOSIbHOI rpynu, Todi Ik B OCHOBHIN rpyni Uboro He 6yro
Y KOOHOrO 3 NauieHTiB.

TakMMm 4uHOM, 3acTocyBaHHsi Mycobacterium w 6yrno KOPUCHUM i3 TOYKM 30pYy NOM'SKLIEHHA NOBGIMHUX edekTiB
XimioTepanii.

Mpuknag 9. 3actocyBaHHA Mycobacterium w y TepMiHanbHO XBOPUX Ha pak nayieHTiB

65-pidyHoMy 4YornoBikoBi B6yB nocTaBneHWW AiarHo3 kapuMHOMW MiALITYHKOBOI 3aro3n 3 meTactazamu B NediHky i
nerexi. Byno NpuURHATO pilleHHs1, WO Lie TepMiHarbHO XBOPUIN 3 HEBUMIKOBHUM pakoM, i oMy He Byno 3anponoHoBaHo
»oQHOoro nikyBaHHSA. Y XBOPOro pO3BMHYNUCH €KCTEHCUBHUI Kallernb i 3agullka, BiH BTPATUB 34aTHICTb cnaTtu. Lisomy
nauieHTy BBogunn Mycobacterium w B gosi 0,3mn iHTpagepmanesHo 1 pas Ha gBa TuxHi. B mexxax 10 gHiB kawenb 6yB
nogonaHWii, i 3aranbHUin CTaH NokasyBaB NoKpallaHHsA. XBOPUIN NoYaB cam BMKOHYBaTK BCIO CBOK 3BUYalHy poboTy, Ao
HbOTO NMOBEPHYBCS HOpMarbHWUI CcoH. Konu 3 sikuxocb NpuynH BBeaeHHs Mycobacterium w 3atprumMyBanoch Ginblu Hix
Ha 4 gHi, TO 3BMYaHO CNOCTepirarocb NOBEPHEHHS Kalwmnw i poanagy cHy. Llel xBopuii npoxune 14 TuxkHIB nicns
NiKyBaHHA | NoMep NPUPOLHOK CMepTHo. PeHTreHorpamu rpygHoi KiTkM O NiKyBaHHA i nmicna 2 micauiB nikyBaHHA
nokasanu neBHe NoKpallaHHs ypaxkeHHsl. Becb el Yac XBOpUI He NpUINMAaB XOoAHOI iHWOI Tepanil.

Omxe Mycobacterium w 6yna KOpMCHO y NOM'IKLEHHI CUMMNTOMIB Y TePMiHanbHO XBOPOro NauieHTa Ha pak.

dopmyrna BMHaxony

1. Cnocib nikyBaHHA paky, KWW BKMoYae BBEAEHHS NaLuieHTy, WO CTpaxaae Ha pak, nikapcbkoro npenapaty, Wo
NPUIroTOBMNEHNI 3 BUKOpUCTaHHSAM Mycobacterium w.

2. Cnocib 3a n. 1, SkMin BiAPI3HAETLCA TUM, WO € €PEKTUBHUM Y NOM’SIKLIEHHI CMMNTOMIB paKy y nauieHTa, akui
nignarae nikyBaHHo.

3. Cnocib 3a n. 1, akMin BigpI3HAETBLCA TUM, WO 30aTHUW BUKNUKATW perpecito abo HaBiTb MOBHICTIO nogaBMTU
PO3BMTOK paKy y nauieHTa, KA nignsrae nikyBaHHIo.

4. Cnocib 3a n. 1, AKWIA BigPI3HAETbCA TWMM, LIO NaUieHTy, WO CTpaxaae Ha pak, BBOASATb NiKapCbKUi npenapart, B
akoMmy Mycobacterium w e B6utoo Mycobacterium w.

5. Cnoci6 3a n. 4, skuin BigpisHaAeTbea TuM, Wo Mycobacterium w € BOGuTol hisMdHMM crnocobom, TakMMm sk
HarpiBaHHsi Y1 ONMPOMIHEHHS, a Halikpalle HarpiBaHHAM Y BUMsAgi o6pobkn B aBTOKNABI.

6. Cnoci6 3a n. 1, 9k BigpI3HAETBCA TUM, WO NaLieHTy, WO CTPaKOae Ha pak, BBOOAATb NiKapCbKU npenapar,
AKUIA OTpUMytoTb i3 Mycobacterium w Lnaxom obpobkn ynbTpasByKOM.

7. Cnoci6 3a n. 1, 9k BigpPISHAETBCA TUM, WO MaLieHTy, WO CTPaKOae Ha pak, BBOOAATb NiKapCbKU npenapar,
AKUIA OTpuMytoTb i3 Mycobacterium w LINsixoM eKkcTpakuii.

8. Cnoci6 3a n. 1 abo 7, AkM BIiAPI3HAETLCA TUM, WO NaUieHTy, WO CTpaxaae Ha pak, BBOAATH NiKapCbKUi
npenapart, Sk oTpuMytoTb i3 Mycobacterium w WNsSxoM ekcTpakuii opraHiyHMMU PO3HUHHUKAMNA.

9. Cnoci6 3a bygb-skum 3 nn. 1, 7 i 8, SkMn BiAPI3HAETbLCA TUM, WO NauUieHTy, WO CTpaxhae Ha pak, BBOOSTb
nikapcbkU npenapat, AKMA OTPUMYIOTb €KCTpaKUielo 3 BMKOPUCTAHHSAM PO34YMHHMKA, BUOpaHoro 3 xropodopmy,
€TUIOBOro CrupTy, METUIOBOrO CNUPTY, aueToHy, deHory, i3onponinoBoro CnvMpTy, OLTOBOI KACMOTW, CEYOBUHM abo
rekcaHy.

10. Cnoci6 3a n. 1, Sk Bigpi3HAETLCA TWMM, LIO NaUieHTY, WO CTpaxaae Ha pak, BBOAATb Nikapcbkuii npenapar,
AKUA MICTUTb ag’toBaHTWU, siki BUOUpaloTb i3 MiHepanbHoi onii, MiHepanbHoi onii i cypdakTaHTy, ag'toBaHTy Pibi,
TiTep-makca, [OMOMIKHOI PEYOBUHW CUHTAKC, ag'toBaHTy i3 comi antomiHito, abcopboBaHoro Ha HiTpouentonosi
aHTUreHy, IMyHHUX CTMMYynoBanbHUX KomnnekciB, ap'toBaHTy [ebpa, cynepHocis, ensakcy 40w, L-TUpo3uHy,
MOHaTaHigy (cnornyka maHig-oneat), ximaacoby Ag'to, ckBaneHy, HaTpilo dTanin ninononicaxapuay, Kanbuito dgocgary,
CanoHiHy, aHTUreHy MenaHomun abo mypamin gunentugy (MAMN).

11. Cnoci6 3a n. 1, akniA BigpPi3HAETbCA TUM, L0 NaLieHTy BBOAATL NiKapCbKUi Npenapart, KM MiCTUTb CypdakTaHT.

12. Cnoci6 3a n. 11, Akni BigpisHAETbCA TUM, WO cypdakTaHToM € TBiH 80.

13. Cnoci6 3a n. 11 abo 12, akuii BiAPI3HAETLCA TUM, WO NauieHTy BBOASATb NiKAPCbKMIA Mnpenapart, B AKOMY
KinbKicTb cypdakTaHTy ctaHoBuTs Ao 0,4 %, a kpawe 0,1 %.

14. Cnoci6 3a n. 1, Ak BigPI3HAETLCA TUM, O € ePEKTUBHUM, KOSM BUKOPUCTOBYETHCS OKPEMO YK B KOMBiHaLi 3
iHWKMK cnocobamu fikyBaHHSA paky, TakuMK siK XimioTepanisi, npoMeHeBa Tepanisi, Xipypris.

15. Cnocib 3a n. 1, Sknii BigpisHAETbCA TUM, O € ePEKTUBHMM Y NOKPAaLLaHHI AKOCTI XXUTTS NauieHTa, Wo cTpaxaae
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BiO paky.

16. Cnoci6 3a n. 15, SkMA BigPI3HAETLCA TUM, WO NOKPaLLaHHs AKOCTI XXUTTA AOCAraeTbCa K 3a BiACYTHOCTI, Tak
i 38 HaABHOCTI iHLWMX CNocobiB NiKyBaHHS paky.

17. Cnoci6 3a n. 1, akniA Bigpi3HAETLCA TUM, O € €PEKTUBHUM Y 3MEHLLEHHI 06’'€eMy paKkoBOi TKaHWUHM.

18. Cnocib 3a n. 17, akuii BiQpPI3HAETBCA TWUM, WO 3MEHLIEHHS O6’'eMy pakoBOI TKaHWHW OOCAraeTbCcs SK 3a
BiCYTHOCTI, TaK i 3@ HasiBHOCTI iHLLIMX cnocobiB MikyBaHHS paky.

19. Cnoci6 3a n. 17, 9kMA BIQPI3HAETBCA TUM, WO pakoBa TKaHWHA Moxe 6yTW NepBUHHMM abo BTOPUHHUM
(MeTacTaTU4HNUM) YparKeHHSAM.

20. Cnoci6 3a n. 1, skniA BiApPI3HAETBCA TUM, LIO AOAATKOBO 3MEHLUYye YacToTy NobivyHux edpekTiB iHWNX cnocobis
NpPOTMpPAaKoBOI Tepanii, TakMX Sk MpoMeHeBa Tepanisa i XimioTepanis.

21. Cnoci6 3a n. 20, AKWI BigPI3HAETLCA TUM, WO NOGIMHUMK edhekTaMu € reMaTororiyHi NoGivHi edpekTn.

22. Cnoci6 3a n. 20, Sk Bigpi3HAETbCA TUM, WO NOBIYHUMK edbekTaMmn € NenkoneHis, TpoMOoLnTONEHIs, aHeMis,
HyZoTa, 6roBaHHs, 3ananeHHsl crM3oBoi 060oHKK, Aiapes.

23. Cnoci6 3a n. 20, aknii BigpI3HAETbCA TUM, LIO 3HMXKEHHS 4acTOTU NOBIMHUX edeKTiB A03BOSMSE YHUKHYTU
BiOCTpoukM XimioTepanii Ta/abo pagioTepanii.

24. Cnoci6 3a n. 1, ak1ii BigpisHAETbCA TUM, O BBOAATL NpenapaT napeHTepanbHUM LUMSXOM.

25. Cnoci6 3a n. 1, akni Bigpi3HAETbCA TUM, WO BBOAATbH MpenapaTt BHYTPILWHbOM SI30BMM, MIOLWKIpHUM abo
iHTpagepMarnbHUM LUMAXOM, NepeBaXkHO iHTpagepManbHUM LUFIAXOM.

26. Cnocib 3a n. 1, aknii BigpisHAETbCA TUM, WO KinbkicTb Mycobacterium w, siky BBoAaTb cy6’ekTy 3a oguH pas,
fopisHioe abo nepesuiye 1x10% Mycobacterium w.

27. Cnocib 3a n. 1, akuii BigpisHAETbCA TUM, WO KinbkicTe Mycobacterium w, siky BBoasaTb cyf®’ekTy 3a oguH pas,
popisHioe abo nepesuilye 1x107 Mycobacterium w.

28. Cnoci6 3a n. 1, aknii BigpisHAETbCA TUM, WO KinbkicTb Mycobacterium w, siky BBoAsaTb cy6’ekTy 3a oguH pas,
Mae nepeBaxHo cknagaty Bin 1x108 go 1x10'° Mycobacterium w.

29. 3acTtocyBaHHs Mycobacterium w npu BMIoTOBIEHHI NikapCbKoro npenaparty A5 BUKOPUCTaHHS NpU JliKkyBaHHi
paky.

30. BactocyBaHHs 3a n. 29, B SKOMY fikapCbKuiA npenapaTt BUrOTOBMAIOTh LUMSIXOM iHKOPNOPYBaHHS LibHWUX KNiTUH
Mycobacterium w Ta/abo gesiHterpoBaHux kniTuH Mycobacterium w Tta/abo ekctpakty Mycobacterium w, oTpumaHoro
3a [OMNOMOro po3dnHHUKa Ta/abo ekcTpakTy Mycobacterium w, OTpMMaHoOro WnAXoM gepMeHTaulii, pasom i3
hapMaLeBTUYHO NPUMHATHUM HOCIEM i, HEODOB' A3KOBO, KOHCEPBAHTOM Y €OUHWIA NpenaparT y BUrnagi dapmayeBTUHHOI
komno3suuii, ae kNiTuHKM Mycobacterium w He € XXusumu.

31. 3actocyBaHHA 3a n. 29 4u n. 30, B SKOMY [03a JlikapCbKoro npenaparty, Lo BBOAUTbCA CyO'eKTy 3a oauH
pas, MicTUTb 1x10% abo Ginblue Mycobacterium w, kpaiye 1x107 a6o Ginblwe Mycobacterium w, a Haitkpalie Big 1x108
o 1x10° knituH Mycobacterium w.

32. 3actocyBaHHA 3a n. 30, B AKOMY iHKOPNOPYIOTb AesiHTerpoBaHi knitnHm Mycobacterium w.

33. BacTocyBaHHa 3a n. 30, B AKOMY iHKOpnopyloTb ekcTpakT Mycobacterium w, oTpMmaHuin 3a gonomororo
PO34YMHHUKA

34. 3acTocyBaHHA 3a n. 30, B IKOMY iHKOPNoOpYoTh ekcTpakT Mycobacterium w, oTpumMaHuii WwWnsaxom depmeHTadii.

35. BactocyBaHHa 3a n. 30, B AKOMY 3MiWYOTb LinbHi KNiTMHKW Mycobacterium w i3 gesiHTerpoBaHUMKU KIiTUHaMu
Mycobacterium w Ta/abo ekctpaktom Mycobacterium w, oTpUMaHMM 3a JONOMOrOK PO3YMHHMKE, Ta/abo eKCcTpaKkTom
Mycobacterium w, oTpyMaHuM WNAXoM dbepMeHTauii, 4N HAaCTYNHOro iHKOPMOPYBaHHS.

36. 3actocyBaHHsA 3a n. 30, Ake Bigpi3HAETbLCA TMM, WO BKNOYae AoAaBaHHA ag’loBaHTy.

37. 3actocyBaHHs 3a N. 36, ske Bigpi3HAETbCA TUM, WO ag'loBaHT BUOMpatoTh i3 MiHepanbHoi onii, MiHepanbHOT
onii i cypdpaktaHTy, apg'toBaHTy Pibi, TiTep-makca, OOMOMIKHOI PEYOBUHW CUHTAKC, af'loBaHTy i3 COMi artoMiHilo;
abcopOboBaHOrO Ha HITPOLENtonosi aHTUreHy, iIMyHHUX CTUMYMoBanbHUX KOMMSEKCiB, af'loBaHTy ebpa, cynepHocis,
ensakcy 40w, L-TuposuHy, MoHaTaHigy (cnoryka MaHig-onear), Xim3acoby Apf'to, ckBarneHy, HaTpito dTanin
ninononicaxapuay, kanbuito dpocgaty, canoHiHy, aHTureHy menaHomu abo mypamin gunentugy (MAM).
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