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ABSTRACT

Background & Aims. The article presents results of two
observational, prospective, multicenter studies “Quality
of Life, Symptom Profile, and Adherence to Treatment
in Adult Patients with Newly Diagnosed Chronic Phase
Chronic Myeloid Leukemia Receiving Dasatinib” (2012-
2015) and “Quality of Life and Symptom Profile in Ima-
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(2012-2015 rr.) n «Nokasatenn kavyecTBa XW3HW U MpPO-
hunb CUMNTOMOB Yy OGO/bHbIX XPOHUYECKUM MWEenonemn-
KO30M Ha (hoHE feYeHUs Mpu Pe3nCTEHTHOCTU UMK He-
NepeHOCUMOCTU NpeaLlecTByoWwelr Tepanun nMaTMHMGoM»
(2011-2014 rr.).

Mertogabl. [poaHannsnpoBaHa nHpopmaumsa Ha 107 6onb-
HbIX B XPOHUYECKOM (hase XPOHNYECKOro MUeNonemnkosa —
32 naumeHTa, nony4alowmnx 4a3aTMHMO B Ka4YeCcTBE NePBOWA
NVIHUW Tepanuun Uan Npu paHHeM NepPeK/TIIoYEHMM Ha Aa3aTn-
HWO nocne Heyaaym Tepannum UMaTMHMOOM, 1 75 NauneHToB,
nonyYalLWwmnx BTOPYIO MMHWIO Tepanuu Aas3aTMHUMOOM Mpu
HEenepeHoOCMMOCTU Un HeaEKTUBHOCTU NpeaLecTBy-
lowei Tepanum nmaTuHM6oM. Mayvanacb 3pHEKTUBHOCTb
n 6e30MacHOCTb NEPBON N BTOPOW NIMHWIA Tepanuu gasa-
TUHMOOM B YCMIOBUAX PeanibHOW KAMHUYECKOW MPaKTUKW.
BaxxHoe 3HaueHue npugaBanocb He TOMbKO KAMHUYECKNUM
napameTpam, HO 1 OLEeHKaM, aHHbIM CAMUMU NMaumMeHTamu,
UTO MO3BOJINNO OLEHUTb KAYECTBO XU3HU U NPOdUib CUM-
NTOMOB.

PesynbTtatbl. Pe3ynbTatel HaOMOAEHNA HA OrpaHUYEHHOM
nonynaumm 6onbHbIX XMJT B yCNoBUSX peasnbHON NpakTu-
KM COOTBETCTBYIOT AAHHbBIM KMHUYECKMX WCCNeAoBaHWiA
06 3¢pheKkTMBHOCTM M 6€30MacHOCTU Tepanun nepBon u
BTOPOM NIMHUM [a3aTUHMOOM, @ TakXe MNpPOLAEMOHCTPUPO-
Bann BaXHOCTb yyeTa MHeHUsa 6onbHoro. Yepes 12 mec.
Tepanuum NepBon NUHUM Aa3aTMHUOOM BbIIBIEHO ynyulle-
HWe nokasaTener KayecTBa XM3HU y 60/bHbIX NO Creayto-
MM WKanam: ponesoe usnyeckoe HyHKLNOHMPOBaAHME,
601b, XN3HECNOCOBHOCTb, counanbHoe (MYHKLMOHMPOBA-
HWe 1N pOeBOE 3MOLMOHaNbHOEe hyHKUMOHMpOoBaHue. Haun-
6onee BbIPAXEHHOE K/IMHWYECKU 3Ha4yMMoe YydlleHue
Habnganu no Lwkane poneBoro 3MOLMOHANbHOro yHK-
unoHupoBaHusa (51,1 vs 68,9). MNMpwn BTOPOI NMHUK Tepanuu
Aa3aTMHNOOM 3aperncTpmpoBaHa ctabunnsaums nokasaTe-
nel KayecTBa XW3HM MO LKanaM XU3HECNOoCOBHOCTH, CO-
LManbHOro (yHKUMOHMPOBAHUS, NMCUXUYECKOrO 340POBbA
n 6onm. OTMEYEHO 3HAUYMMOE Y/yudllEeHNe UHTErpaabHOro
nokasaTenia KadecTtBa Xu3sHu (p < 0,05). YcTtaHoBneHa no-
NOXWUTEeNbHas AMHAMUKA aKTyanbHbIX CUMNTOMOB. BbiaBne-
HO CHUWXEHME BbIPaXeHHOCTN CMMMTOMOB Kak Mpu NepBo,
Tak U BTOPOW NIMHUKM Tepanun gasaTMHNOOM.

3akno4eHue. VzyyeHne KkadecTBa XnU3Hu 1 Npoung cum-
NnTOMOB Yy 60nbHbix XMJT nmomoraeTr cOBepLUEHCTBOBaTb
KOHTPO/b Haf 3a60/1eBaHMEM B COOTBETCTBUM C MPpUHLMMa-
MW PUCK-aAanTUPOBAHHOW Tepanuu.

KnioueBble cnoBa: KayeCTBO >XU3HU, XPOHUYECKWUI
MUEeNonenkos, asaTmHmo, ahexT Tepanmm, 6esonac-
HOCTb Tepanun, peanbHasa KInMHNYecKas rnpakTuka.
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tinib-Resistant or Intolerant Patients with Chronic Myeloid
Leukemia” (2011-2014).

Methods. Data of 107 patients with chronic myeloid leuke-
mia in chronic phase were involved in the real-world analy-
sis — 32 newly diagnosed patients on first-line treatment
with dasatinib or after yearly switch to dasatinib after ima-
tinib treatment failure and 75 imatinib-resistant or intoler-
ant patients on second-line treatment with dasatinib. Treat-
ment effectiveness and safety of dasatinib were assessed
during first- and second-line dasatinib treatment using
clinical outcomes as well as quality of life and symptom
profile assessment.

Results. The real-world data obtained during observa-
tional study in limited population of CML patients conform
the results of clinical trials devoted to evaluation of treat-
ment efficacy and safety of dasatinib treatment in first- and
second-line treatment and demonstrate the importance of
patient-reported outcomes. Patient’s quality of life improved
within 12 months of the first-line dasatinib therapy according
to the following scales: role physical functioning, pain, vital-
ity, social functioning and role emotional functioning. The
most pronounced and clinically significant improvement was
observed for the role emotional functioning (511 vs. 68.9).
During the second-line dasatinib treatment, stabilization of
quality of life parameters was registered for the following
scales: vitality, social functioning, mental health, and pain.
Significant improvement of the Integral Quality of Life In-
dex was observed (p < 0.05). Positive dynamics of relevant
symptoms was registered. The symptom severity decreased
during both the first- and second-line therapy.

Conclusion. Quality of life and symptom assessment in CML
patients contribute to a better disease control in accordance
with the principles of risk-adaptive therapy.

Keywords: quality of life, chronic myeloid leukemia,
dasatinib, therapy effectiveness, therapy safety, real-
world data.
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BBEAEHUE

CoBpeMeHHbIe BO3MOXKHOCTH JIe4eHHs] XPOHUYECKOTro Mue-
Jioneiikosa (XMJI), cBsi3aHHbIE C IOSIBJIEHWEM UHTUOUTOPOB
TUpo3nHKKHa3bl (UTK), 103BO/AIOT JOCTUYb JJIMTEIBHOTO
KOHTpOJII HaJ, 3abosieBaHueM [1-3]. [IpumeHeHUe uMa-
TUHHGA, KOTOPBIN fIBJsIeTCs MepBbIM UHru6uTopoM BCR-
ABL-THpo3uHKHUHA3bl, ¥ naiueHToB ¢ XMJI B XpoHUYecKo
¢dase npuBesIo K 3HAUYUTEJbHOMY Y/IyUlleHUIO IIoKa3aTesel
o0wIell U BbDKUBAaEeMOCTH 6e3 mporpeccupoBanus [4, 5].
OnHaKo y HEKOTOpOM 4YaCTH NAalMeHTOB He yAaeTcs J0-
CTH4Yb OTBeTa Ha Tepalnuio UMaTUHHUOOM WJIM Pa3BUBAETCS
HelepeHOCUMOCTb Ipenapata [4-7]. B coBpeMeHHBIX pe-
KOMeH/aLMAX 10 JieueHHIo 60/1bHbIX XMJI B XpOHUYeCcKOH
¢dase nmpessiaraeTcs B KayecTBe NEPBOW JIMHUM Tepalvy,
a TakXke B KayeCTBe BTOPOM JIMHUU NPU Heyjjaue JedyeHUsl
nMaTtuHu60M npumeHeHue UTK 2-ro nokonenus (UTK2) [4,
8, 9]. la3aTUHUO SIB/ISIETCS OJJHUM M3 HOBbIX 3 EeKTUBHBIX
npenapatoB npu XMJI. OH otHocutca k UTK2 u moxet
NpUMeHSThCs Y 60bHbIX XMJI B XpoHUUeckol dase Kak B
NepBOM, TaK U NOC/IeYIOINX JUHUAX Tepanuu. JJaHHble 06
3¢ PeKTUBHOCTH U 6e30MaCHOCTH Ja3aTUHUOA MpeCTaB-
JIeHbl B psijie KPYMHbIX MeXAyHapoJAHbIX HCCJIeJ0BaHUH,
Brutoyast DASISION u START-C [10-19].

HecMoTps Ha TO, UTO KJIMHUYECKUH OTBET Ha TepaInHuio U
NoKasaTeJsH 0611ell BbKHBAaeMOCTH OCTAlTCsl OCHOBHBIMU
napaMeTpaMu 3QQeKTHBHOCTH JieyeHHUsl, B IMOC/e/iHee
BpeMs IpU olleHKe Tepanuu XMJI 6osiblile BHUMaHUS yie-
JIleTCsl KpUTepHUsIM, OPUEeHTHPOBAaHHbIM Ha MalueHTa (B
3apy0OexxHOl TepMHUHOJIOTHUHU «patient-centered outcomes»),
a MMeHHO KaueCTBY >KU3HU U IPOPUIII0 CUMIITOMOB [20-27].
Kputepun 3dPeKTUBHOCTH JiedeHUs,, OpUeHTHPOBAHHbIE
Ha MaldeHTa U IOJIyYeHHble HANpsSIMyl OT Hero, AT
BO3MOXKHOCTb OLIEHHUTD BJIMsSIHUE 3a60J1eBaHUSA U JIeYeHUs C
TOYKH 3peHHUsI caMoro 60JibHOro. Takol MoJxo/, Mo3BoJIsieT
MOJIYYUTh BaXKHYIO JOINOJHUTEJNbHYI0O HHopMaunuw 06
3¢ deKTUBHOCTH IPOBOJYMOTO JIeueHHUsI U MOXKeT ObITb UC-
M10JIb30BaH JJ1s1 UHAMBU/IyaIM3alluY Tepanui. Pas aBTopoB
obpaliaeT BHMMaHHE Ha TO, YTO BbIGOp Tepamuu XMJI
Cero/iHsi BO MHOI'OM 3aBUCHUT OT KaueCTBa YKM3HU 6OJIbHOTO.
[Tpu cxoHOM KIMHUYeCKOU 3 EKTUBHOCTH COBpEMEHHOMN
TapreTHOM Tepaluy NOKa3aTeJM KayecTBa KU3HU Ha QoHe
JiedeHH!s MOTYT pa3/uyaThbcs [2, 28, 29].

BOJIBIIMHCTBO JaHHBIX O KayeCTBe KU3HU OOJIbHBIX
XMJI nosiydeHbl B paMKaX paHAOMH3HMPOBAHHBIX KJIMHHUYE-
CKUX MccaefioBaHul. CiieflyeT OTMETUTb, YTO pe3y/IbTaThbl
KJIMHAYeCKHX UCC/IeZlOBaHUM He BCerJa BOCPOM3BOAUMBI B
peasbHOM NpPaKTHUKe U3-3a XKeCTKUX KPUTepUeB BKJIOUEHUS.
ITO ¥ BO3pacTHbIE OTPaHUYEHMS, Y OTCYTCTBHE BbIPaXKEHHBIX
CONYTCTBYIOUIMX 3a00JIeBaHUH, a TaKXke CTporve Tpe6Go-
BaHHUS INPOTOKOJIOB HCCJe[OBaHUH, NpeAycMaTpHBaroliye
YBeJIMYEHHYI0 KPaTHOCTb BU3UTOB U MOBbILIEHHYIO IPUBEP-
»KEHHOCTb MalleHToB K JjiedeHuto [3, 30, 31]. OrpaHuyeHus
paHOMHU3UPOBAHHbBIX KJIMHUYECKUX UCC/IeJOBaHUN LIIUPOKO
npeacraByeHbl B Jutepatype [32, 33]. /[laHHble HabJito-
JlaTesIbHbIX MCC/eZIOBAHUHN CIy>KaT Ba)KHbIM HCTOYHHUKOM
MHPOPMALMH O PeasbHOM «OIBbITE» MALMEHTOB B IpoLecce
JJuTeNbHOTO JieyeHUs. OHM GoJiee penpe3eHTaTUBHBI C
TOYKM 3PEHUs] ONMCAHUS TOMYJALMH GOJIbHBIX M HCXOJ0B
JleueHusl B peaJlbHOM KJIMHHWYeCKOW NpakTHke. [lo HacTosi-
11lero BpeMeHH JIaHHble 0 KayecTBe JKU3HU M CUMITOMax y
60s1bHbIX XMJI B xpoHUUYeckoit ¢ase Ha GoHe [JIUTebHON
Tepanyy HEMHOTOYMC/IEHHbI M PAa3PO3HEHHBI.

KTMHNYECKAA OHKOTEMATO/ON 4

B nocnesHee BpeMs 6blJ10 MHULMUPOBAHO HECKOJIBKO
KPYMHBIX MeX/JYHapOJAHbIX HabJ/lofaTe/IbHbIX NPOEKTOB,
MOCBSILIIEHHBIX OLleHKe HCXO0/,0B JleyeHUs Yy 601bHbIX XMJI
C y4eTOM MHeHUsl caMux naiueHToB [34, 35]. Cpeau Hau-
6oJiee 3HAaUUMbIX — npoekT SYMPLICITY, nocBsiujeHHbIN
cpaBHEHUIO 3P PEKTUBHOCTU U 6E30MACHOCTH UMAaTUHHUG3,
Jla3aTMHMOa M HUJIOTHHMOA B KauecTBe NepBOH JIMHUU
Tepanuu y 60ybHbIX XMJI B xpoHHueckoii dpaze [34, 36-38].
[IpenBapuTebHBIE JaHHBIE TPOEKTA ObIJIN NTpe/CTaBIeHbl
B MaTepHaJlaXx KOHrpecca AMepUKaHCKOI0o reMaToJioruye-
ckoro o6uiectBa (ASH) u koHrpecca EBponeiickoro o6iie-
CTBa KJMHUYecKuX oHKoJioroB (ESMO). /lana xapakTepu-
CTHKa 60/IbHBIX [34], onvcaHbl pe3y/bTaTbl MOHUTOPUHTA
KJIMHUYecKol 3pdeKTUBHOCTU Tepanuu pasHbiMu UTK2 B
TeueHUe [epBoro rojaJiedenus [37,38], a Takke UCXOAHbIE
XapaKTepUCTHUKHU NPoduUJIsi CUMIITOMOB, Ka4ecTBa >KU3HHY,
YAOBJIETBOPEHHOCTH JIeYeHHWeM W NPUBEPKEHHOCTH K
Tepanuu [36]. [pyroii npuMep — eBpornelickoe HabJIO-
JaTtesnbHoe ucciaenoBanue LEONIDAS, nHunMupoBaHHoOe €
1|eJIbI0 CPAaBHUTD KaueCTBO >KM3HU U CHMIITOMBI ¥ 60JIbHBIX
XMJI, nosiy4yarux NEPBYIO IUHUIO TEPATUU UMAaTHHUO0M
win aasatuHub6om (GIMEMA QoL-CML0713). Eme oaHo
HabJsioaTesbHoe uccnenoBanue DasPAQT, crapToBaBiiee
B 2014 r. B lepMaHuy, MOCBSIIEHO OLIEHKE HCXO/I0B IEPBOM
Y BTOPOM JIMHUU Tepanuu Ja3aTUHUO0M y 60JbHbIX XMJI
B peasIbHOM KJIMHMYeCKON npakTuke. Hapsaay ¢ aHa/iu3oM
KJIMHUYEeCKHX XapaKTepUCTHUK 3¢ PeKTUBHOCTH U Ge3omac-
HOCTH JiedyeHHsl OHO BKJIIOYAeT U3yYeHHe KayecTBa XKU3HU
60JIbHBIX M UX NIPUBEPXKEHHOCTU K Tepanuu. Pe3yabTaThbl
nepevyucJeHHbIX HabJI0aTeNbHbIX UCCIe0BaHUN OyAyT
npeJcTaBJieHbl TeMaT0J0IMYeCKOMY COOOLIECTBY 110 Mepe
VX 3aBeplieHMs. OTedyecTBeHHble HabGJIOJaTesbHbIE HC-
C/le/loBaHMs, MOCBsIIEHHbIE OLlEHKEe HCXO/O0B Jie4eHUs y
60J1bHbIX XMJI € yyeTOM MHeHHUs ALlUEHTOB, I0Ka KpaiiHe
orpaHuyeHsl [6, 39, 40].

TakvM 06pa3oM, K HacTosilleMy BpeMeHM H3ydyeHUe
a¢dextuBHOCTH U 6e3omacHocTH UTK2 y GosnbHbIx XMJI
B YCJOBUSIX peabHOW KJIMHUYECKOW MpPaKTUKU Ipej-
CTaBJIIETCSl aKTYaJIbHbIM U UMeeT 60JIbllIoe TPaKTHYecKoe
3HaueHUe. B paMkax HabJlofjaTe/IbHbIX MPOrpaMM Ba)KeH
KOMIUJIEKCHBIM TOJX0J, K aHa/IM3y MCX0J0B Tepanuu XMJI
Ha OCHOBAHUM KJIMHUYECKHUX KPUTEPHUEB U OLEHOK CaMHX
NalueHTOB. B 3TOM cBA3M B CTaThe CUCTEMAaTU3UpPOBaHa UH-
¢dopMarys, nosyyeHHast B paMKax 2 0Te4yeCTBEHHbBIX MHOTO-
LIEHTPOBBIX HAOJ/II0/JaTe/]bHbIX IPOrpaMM, MNOCBSLIEHHBIX
H3y4yeHUI0 3G PEeKTUBHOCTH JJa3aTUHUOA B KaYECTBE MepBOM
Y BTOpoU inHUM Tepanuu XMJI B xpoHHU4Yeckol ¢paze. AHaIU3
NIPOBeJIeH C MCI0JIb30BaHWEM KOMIIJIEKCHOTO MOJAXoJAa K
onpezeneHH0 3G GeKTUBHOCTU U [IePEHOCUMOCTH JIeYeHus],
BKJIFOUAIOLEro MOMUMO OLeHKU KJIMHHUYEeCKUX JJaHHBIX 110-
KasaTeJd KaueCTBa YKU3HU U NPOPU/Ib CUMIITOMOB.

MAUUEHTbI U METO/1bl

B aHanu3 BkJwoudeHO 107 manydeHTOB B XPOHUYECKOU
¢dase XMJI, koTopble y4acTBOBAJIM B MHOIOLIEHTPOBBIX
MPOCNEKTUBHBIX HAOJ/II0AATeNbHbIX [IPOrpaMMax, NMOCBs-
LIleHHbIX U3Y4YeHHI0 KayeCTBa >KM3HU Ha QOHe Tepanuu
Jla3aTUHUO0M Yy 60J1bHbIX XMJI 1 ee 3¢ PEeKTUBHOCTHU B yC-
JIOBUSIX pea/IbHON KJIMHUYeCKON paKTUKU. B nporpamMmmy
«[loka3aTenu kavyecTBa »M3HH, NPOPUJIb CUMITOMOB U
NPHBEPKEHHOCTD K JIEYEHUIO y 60JIbHBIX C BIIEPBbI€e BbISIB-
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JIEHHbIM XPOHUYECKUM MUeJI0JeHKO30M B XPOHHYECKOU
¢dase Ha ¢oHe Tepanuu AazatTuHu60oM» (2013-2015 rr.)
BKJIIOUEHO 32 MalMeHTa, KOTOpble MoJy4asu Ja3aTUHUO
B KayecTBe MepBOU JIMHUMU Tepanuu (n = 16) uiu npu
paHHeM NepeK/IYeHNH Ha Ja3aTUHUG B cilydae HeyAauu
Tepanuyd UMaTUHUO0M (n = 16). B nporpammy «Ilokasa-
TeJIM Ka4ecTBa KU3HU U PO UJIb CUMIITOMOB Y 60JIbHBIX
XPOHUYECKMM MHeJso/lelKo30M Ha ¢QoHe JiedeHUS NpPHU
pPe3UCTEHTHOCTU WJM HelNepeHOCHUMOCTH IpeJlLIecTBY-
olel Tepanuu UMaTuHUO60M» (2012-2014 rr.) BouwLIO
75 nanueHTOB, KOTOpbIe NOJIy4asu a3aTUHUO B KaueCcTBe
BTOPOM JIMHUM Tepanuu. Y nojassoluiero 60JbMLHXHCTBA
60JIbHBIX J103a Aja3aTUHUOa cocTaBuaa 100 Mr/cyT.

[IlporpaMMbl peasii30BaHbl MpU ydacTuu 33 Je-
yeOHbIX yupex/eHuit Poccuiickoit ®esnepanuu. B pasHblie
CPOKM HaOJ/II0/leHHs] BpauM-HUCcCae[0BaTed PerucTpu-
poBasu uHopManuio o 3ab6o0JieBaHUM U JIeYeHHWU B
KapTax 6oJsibHOro. [lallMeHThbl 3aMoJIHSIM ONPOCHUKH.
Kpome Toro, Bpauyu-uccjefoBaTeNd 3alOJHSIU KapTy
CONYTCTBYMOLeN MaTo0ruyu. Ha ocHOBaHNM JaHHBIX 3TOH
KapThl omnpejensau UHAeKC KoMopbuaHoctu (Charlson
Index) [41-46]. JnuTenbHOCTb HAOJIIO/eHUS MALUEHTOB
B paMKax IporpaMM coctaBuJa 12 mec.

MepuaHa Bo3pacTa NaLUeHTOB cocTaBuiaa 49 jer
(MexXKBapTUIBHBIA HUHTepBan 39,5-60 JieT, nuamasoH
19-83 rozna). Myx4uH 66110 58, )xeH1uH — 49. [logass-
ol ee 6OJIBIIMHCTBO NanueHToB (97,2 %) uMenu oblieco-
MaTtuudeckuit cratyc 0-1 6asa no mkasne ECOG.

CTeneHb BbIPpAXKEHHOCTH He)KeslaTeJbHbIX sIBJIEeHUMN
(HA) mpu Tepanuu [a3aTHUHUOGOM OLeHHMBAJU B COOT-
BeTCTBUHU ¢ KputepusiMu TokcudHoctyu NCI CTCAE v3.0
[47]. TemaToI0TU4YECKUN, LUTOTEeHETUYECKUN U MOJIEKY-
JIIPHBbIN OTBETHI Ha JieueHUe ONpesie/IsiiM Ha OCHOBaHUU
COBpeMeHHbIX pekoMeHaanui [8]. [ny6uHy MoseKy/sap-
HOT0 OTBeTa OLieHUBAJIU 110 Jl0Jle MaljMeHTOB, JOCTUTILHX
MOJTHOTO MOJIEKYJIAPHOrO oTBeTa. /lJisl OLleHKH KayecTBa
J)KU3HU M CHeKTpa CUMIITOMOB MalUeHTbl 3aMOJIHSIN
0611 ONPOCHUK OlleHKU KauyecTBa »xu3Hu (RAND SF-36)
Y ONPOCHUK OLIEHKH CUMITOMOB y 6osibHbIX XMJI (CSP
Leuk-CML) cooTBeTcTBeHHO. 3amnoJiHEHHE ONPOCHUKOB
NPOBOAMJIOCH IIPH NJIaHOBOM 06CJIe/JOBaHUH.

RAND SF-36 sBisisieTcs OOIIUM OINPOCHHUKOM OIIEHKU
KayecTBa >KM3HU U MOXET NPUMEHSTHCA KaK y 3/J0pPOBBIX
JITO/leH, TaK U y JIUL] C XpPOHUYECKUMU 3a60J1eBaHUSAMHY, BT. Y.y
OHKOJIOTMYECKUX 60JIbHBIX, BK/Itouast XMJI [48]. UHcTpyMeHT
COCTOUT U3 36 BONPOCOB, KOTOPble GOPMUPYIOT 8 MmKaI: Pu-
3udeckoe pyHkuroHUpoBaHue (PD), poseBoe dpusuveckoe
dynkuuonupoBanue (PO®D), 60b (B), 0b11ee 3q0poBbe (03),
»u3HecnocobHocTh (2K), counanbHoe QYHKIMOHUPOBAHUE
(C®), poneBoe aMmonoHabHOE pyHKIMOHUPOBaHUe (PID),
ncuxudeckoe 370poBbe (I13). Ilocse oueHKHM mNO MIKale
(mepeBozia HEOOPAOOTAHHBIX JAHHBIX B Oa/Ibl KauecTBa
’KU3HM) pe3y/IbTaThl UCC/IE€0BAaHNS BbIPAKAIOT B 6asljlaX OT
0 1o 100 no kaxkaou u3 8 mKas. YeM Bblllle 6211 110 IIKaJIe
onpocHuka RAND SF-36, Tem Jsiydine nokasaresib KadyecTBa
»kn3HU. Ha ocHoBe mikan onpocHuka RAND SF-36 metonom
VHTEerpaJIbHbIX Npoduiell BbIUNUCASANN UHTErPalbHbIN 10-
kazatesb (UI1) kauecTBa xxu3HU [49].

Onpocuuk CSP Leuk-CML oTHOCUTCSI K HOBBIM UHCTPY-
MeHTaM Mnojo6Horo poga. OH pa3paboTaH B paMKax CO-
BMECTHOI'0 pOCCHICKO-aMepHUKaHCKoro npoekra LleHTpoM
M3y4yeHHUs1 KayecTBa >KM3HU U 370poBbsl Hblo-/kepcu U
MexHallMOHA/JIbHBIM LIEHTPOM HCCJIe[JOBAaHUS KayecTBa
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’)KU3HU B COOTBETCTBUM C peKOMeHJalUsIMU YIpaBJieHUs
[0 KOHTPOJIIO 3a KauyeCTBOM IMILEBBIX NPOAYKTOB U
JekapcTBeHHbIX cpefctB CHIA (FDA) [50]. OmpocHuk
npeJiHasHaueH JJis OLleHKH CHeKTpa U BbIpaKeHHOCTH
CcUMNTOMOB y 6oJibHbIX XMJI. OH mO3BOJISIET MPOBECTHU
M0/ IHOQOPMATHBIA CKPUHUHT 47 CHMITOMOB, NMOJY4YUTb
vHopMalio 06 UX BbIPAXKEHHOCTH U OINpeJieJUTh UX
npodusib. ONpocHUK coCcTOUT U3 IudpoBeix (oT 0 fo 10)
OLIEHOYHBIX IIKaJ, XapaKTepU3YIOUIUX BbIPa>KEHHOCTb
TOro WJIM HHOro cuMnToMa. C MOMOLIbIO ONPOCHUKA
OTpe/ie/III0T BbIPaXKEHHOCTb CUMIITOMOB 3a I0CJIE/[HIO0
Hepento (0 — MoJIHOE OTCYTCTBUE cUMIITOMA, 10 — Makcu-
MaJIbHasl BbIPaXKEHHOCTb CUMIITOMA), @ TaKXKe UH/EKC BbI-
pa>XeHHOCTH aKTyaJIbHbIX CUMIITOMOB, Ipe/iCTaBJISIOLUN
coboi cpesiHee 3HaYeHME 6AJIJIOB MO IaHHBIM LKasaaM [51].
K akTya/JbHBIM OTHOCHJIM CHMIITOMBI, BCTpeyaBIIHecs [0
HavaJla Tepalliy He MeHee YeM Y [T0JIOBUHbI NaljMeHTOB.

[l aHanu3a TMokasaTesed KayecTBa JKU3HU Y
60JIbHBIX B CPaBHEHUHU C YCJOBHO 3/0POBBIMM JIMIIAMHU
6blla chopMHpOBaHa KOHTpOJIbHAsi Tpynna W3 MOMy-
JIIMOHHOW 6a3bl JaHHBIX, COOTBETCTBYMOIAS TpyIIe
60JIbHBIX 10 N10JIY U BO3PaCTY.

CraTncTMyecKnin aHanms

Hcnonb3oBasnch MeTOAbl ONMUCATENbHOM CTaTH-
cTUKU. KosimyecTBeHHble JaHHbIe NIPe/iCTaB/eHbl B BH/Jle
yucaa Hab/ofeHuH, cpejHero apudMeTHYECKOro 3Ha-
YeHMUs, CTAaHAapPTHOI0 OTKJIOHEHHs], AMaNla30Ha 3Ha4eHUH,
MeJlMaHbl, MEXKBapTHUJbHOTO WHTepBaJa, MPOLEHTHbIX
Joseil. KauecTBeHHble JlaHHble — B BH/le 4acTOT, NpO-
LIeHTHBIX J10J1el], JOBEPUTEJbHOTO UHTepBaJa.

CpaBHeHUe NoKasaTeJsed B rpynnax MIPOBOAMJIHU C IO-
MOLIbI0 MapHoro t-kputepus. OLeHKY CTaTUCTHUYeCKOH
3HAUYMMOCTH Da3/IMYUM TOKasaTesJeld KadyecTBa KU3HU B
JIMHaMUKe BBITNOJIHAIM C MIOMOLIbI0 MeTo/a 00001eHHbIX
yPaBHEHUH OLleHKH; yYUTbIBaJIM GaKTOPbl, KOTOPble MOTYT
BJIMSITH Ha Ka4eCcTBO »KU3HU. B rpynnax c MasibIM 41 C/I0M Ha-
6JIt0ZleHUH olpe/iesisid KJIMHUYEeCKU 3HaYUMble pas3Inyus
Ha OCHOBAaHMM M3MeHeHMs 6aJlJIOB MO IlIKaJe ONPOCHHUKA
RAND SF-36 u ¢ ucrosb3oBaHHeM BeJIMUUHbI 3ddeKTa 115
Ul kayecTBa>KU3HU M BbIpa>KEHHOCTH CHMIITOMOB. COr/1acHO
JIaHHBIM JIMTEPATYPHI, 4151 1t060H 1ikanbl RAND SF-36 pas-
JIN4Us B 8 6aJIJI0B SBJISAOTCI MUHUMaJIbHbIMU KJIMHUYECKU
3HAYUMBIMHU [26]. Bennuuny adpdekTa (ES) onpenensiiu kak
Pa3HOCTb CpeJiHUX 3HaUeHUH B pa3Hble CPOKU HAOII0[eHus,
pasfieJleHHYl0 Ha CTaHJApTHOe OTKJIOHeHMe. Hcmosb3o-
Bau ciaenywoiye rpaganuu: 0 < ES < 0,2 — HeT 3¢ dekTa;
0,2 < ES < 0,5 — masnbiii apdekT; 0,5 < ES < 0,8 — cpennuit
addexr; ES = 0,8 — 6osbioit adpPekT.

Bce TecTbl ObLIM [ABYCTOPOHHHUMM; YpOBEHb CTa-
TUCTUYeCcKOU 3HauuMmoctu p < 0,05. CraTUcTUYecKUH
aHa/u3 NpoBeJileH C HCIO0Jb30BaHUMEM IPOrpaMMHOI0
obecneyenus Statistica 10.0.

PE3YNIbTATbI

9 hekTMBHOCTL M 6e30NacHOCTb fga3aTuHUO6a

B KayecTBe NepBoOW IMHUMN Tepanuu Wau Npu paHHeM

nepeknoYeHn Ha aa3aTtMHUG nocne Heyaauu

Tepanum uMaTMHM6om

W3 32 BkJIIOYEHHbIX B aHa/Ju3 nanueHToB ¢ XMJI
B XpoHUYeckoi ¢ase y 16 [a3aTUHUOG NPUMEHSIM B



210 T.W. NoHosa u ap.

Ta6nuua 1. O6Las xapakTepucTnka 60/bHbIX, MOMyYaBLUMX Aa3aTUHNO
B KayecTBe NepBOi NMHUN Tepanumn iy npu paHHeM nepektoyYeHnm
Ha Aa3atMHWG Nocne Heyaayu Tepanmm UMaTMHNMOGOM

Mokasartenb Bcs rpynna, n = 32

Meguana (MKW) Bo3pacra, net 47 (42,5-58)
CoOTHOLLEHNE MYXUNH/KEHLLNH 21M
Megauana (MKW) gnutenbHocTv 3a6oneBanus, net 5(3-8)
Pacnpepenenue no rpynnam pucka Sokal, n (%)*

Huzkuii 8(27,6)

CpefHuit 12 (41,4)

Bblicoknii 9(31,0)
O6wwecomatuyeckuii ctatyc no ECOG, n (%)

0 6annos 21(65,6)

16ann 11(34,4)
Hanuuune conytctBytowmx 3a6onesanuii, n (%) 11(34,4)
Hannuune cnnenomeranuu, n (%)* 10 (33,3)
Konnuectso knetok ¢ Hannumem metacas Ph+, n (%)*

>95 % metacas Ph+ 16 (72,7)

35-95 % metachas Ph+ 4(18,3)

1-35 % metachas Ph+ 1(4,5)

0 % metachas Ph+ 1(4,5)
YpoeHb BCR-ABL, n (%)*

1-<10 % 3(16,7)

210 % 15 (83,3)
Menwana (MKW), amana3oH ypoBHs remorno6uHa, r/n 120 (107-131),

80-167

MepuaHa (MKW), nnanasoH ypoBHs 286 (167-574),

TpomGouuToB, x10%n 56-2500
MeguaHa (MKW), anana3oH ypoBHS 10 (7,1-28,5),

neikouuTos, x10%n 3-146
MpepwectBytowwas xumuotepanus, n (%) 19 (59,4)

[MapOKCMMOYEBMHA 17 (89,5)

MapoKCUMOYEBMHA + AOKCOPYOULIMH/ 2(10,5)

uuTapabuH/maapyonumnH

MKW — mexKBapTUAbHbIA MHTEPBAN.
* PacyeT OT yncna naLmMeHToB, Y KOTOPbIX M3y4Yancs AaHHbIA nokasaTesb.

KayeCTBe NepBOM JIMHUU Tepanuu. Y Apyrux 16 dyesoBek
VIMeJIo MeCTO paHHee NepeKJIloueHue Ha Jja3aTUHUG rociie
HeyZiauy Tepanuu MMaTUHUOOM (MeZHaHa AJUTeJbHOCTH
Tepanuu UMaTUHUO6OM — 6,5 Mec., Jl03a UMaTUHUOA —
400-800 mr/cyT). Y nojaBJislollero 4yucjaa MallUeHTOB
NPUYMHON paHHero nepek/JYeHUs Ha Ja3aTUHUO Oblia
NnepBUYHAsl PE3UCTEHTHOCTb K uMaTUHUOY (78 %).
Y ocTa/bHBbIX GOJIbHBIX MMeJla MeCTO HellepeHOCUMOCTb
npenapara.

MesyaHa AJUTENBHOCTH TepanuM Ja3aTHUHHUOOM cCo-
craBuia 12 Mec. (MeXXKBapTU/IbHbIA UHTEpBaJ 9,6-12 Mec.).

B Tabs. 1 mpeacraBieHa o6bliasg XapaKTepUCTHKA
60JIbHBIX TAHHOU PYIIIHL.

CornacHO JaHHBIM KapThl CONYTCTBYIOLlEH maTo-
Jgoruu y 34 % mnanueHTOB 3adpUKCUPOBAHbI CONMYTCTBY-
olve 3a6osieBaHusA. MHEKC KOMOPOUAHOCTH COCTaBUJI
1-9 6ann0B, cpeaHuM 6Gann — 3,8, MeAuaHa HHJEKca
KOMOpO6UuAHOCTU — 3.

U3 obuiero yucaa 17 nmanueHTOB 3aBepLIMIU JIUHA-
MUYecKoe HabJitofleHue B TedeHHWe 12 Mec. Tepanuu B
COOTBETCTBHHU C MPOTOKOJIOM. U3 ucciesioBaHuUs BbIGBLIO
5 60/1bHBIX, Ha Pa3HbIX 3TaNax HabJ/toeHus HaxoaaTcs 10.

HcktoyeHre MallMeHTOB U3 UCC/e[0BaHUS B CBS3U C
OTMeHOH JJa3aTMHMO6A MPOUCXOAUIIO [0 Pa3HbIM IPUYUHAM:

KTMHNYECKAA OHKOTEMATO/ON 4

@ yTpaTa IOJHOTO TIeMaTOJIOTUYeCKOro OTBeTa

(6s1acTHBIN KpU3) yepes 4 Mec. IOCJie HavaJa Jie-
yeHusd (n = 1);

@ TIepBUYHAs LUTOreHeTHYeCcKasi pe3UCTEHTHOCTh
yepes 6 Mec. [I0CJle HavaJia JleyeHus (n = 1);

® OTCYTCTBHE MOJIEKYJISIPHOTO OTBeTa B TeyeHHe
9 mec. Tepanuu (n = 1);

@ HeXeJaTeJIbHble sIBJIeHUS Ha poHe IpHeMa Ja-
3aTuHUGa (n = 2).

Y 1 manueHnTa 68 JieT pa3BUJICA OTEK JIETKUX yepe3
7 nHel mocjie Hayasa JedeHUs (B aHaMHe3e — Meplia-
TeJIbHasl apUTMMUS, NAaTOJI0TUs TepudepUUeCcKUX COCY/I0B,
COJIUZIHAsA OMyXoJib). Y ApPYrod mnauueHTKH 55 seT Ha-
6J10/1a/10Cb KPOBOTeUEHUE U3 s13BbI JKeJly/iKa yepe3 4 Mec.
1ocJjie Hadasa JiedeHHUs (COMyTCTBYOIAs MaTOJOIUs —
si3BeHHas 60JIe3Hb XKeyaKa).

JledueHue Ja3aTMHHUOGOM TO3BOJIMJIO COXPAaHUTh
MoJIHbIM remaTosiorudeckuit oTBeT (I'0) y 89 % 60JbHBIX.
MeauaHa gocTkeHus mosaHoro 'O cocraBusia 3 Mec.
(nuamnasoH 2-3 Mec.). B ofHOM Habt0jleHUM Yyepe3 4 Mec.
JleyeHUs1 3apUKCUpOBaJM MoOTepro mnoJsHoro [0, 4To
MOCJIY>KUJI0 NPUYMHOMN MCK/II04YeHNd NaleHTa U3 uccie-
JloBaHUs (nmepekstodyeH Ha Tepanuto ApyruMm UTK2). [Ipu
MeJMaHe JJIMTEeJbHOCTH HabstofeHUs 12 Mec. yacToTa
cTtabusabHoro nosiHoro I'O cocraBusa 85,7 % (95%-i1 go-
BepuTeabHbIA HHTepBaa [95% JH] 72,7-98,7 %).

Jlons1 GOJIbHBIX C NMOJIHBIM LIUTOT€HeTUYeCcKHM OT-
BeToM (L1O) Ha neyeHue Aa3zaTUHUOGOM cocTaBua 85 %.
MenuaHa gocTmxeHus noJyiHoro IO — 6 Mec. (quana3oH
2-12 mec.). Y 10 % 6oabHbix IO oTcyTcTBOBaL. Y 5 %
NaLMeHTOB AOCTUTHYT MUHUManbHbIA L[O. [Ipy MeauaHe
JJINTeJbHOCTH HabstofieHHus 12 Mec. yacToTa CTabUJIb-
Horo nostHoro 110 coctaBusia 80 % (95% AU 62,5-97,5 %).

Bosbuioit mMosiekynspHbid oTBeT (MO) JOCTUTHYT Yy
62 % 60JbHBIX. MeaHa JAOCTHXKeHUsS 6oJibioro MO —
6 Mec. (fnana3oH 3-12 mec.). [Ipu MeuaHe JJUTENIbHOCTH
Hab/tofleHus1 12 Mec. yacToTa COXpPaHEHHOTO GOJIBLIOrO
MO cocraBusa 57 % (95% 1 35,8-78,2 %). Y '/, (33,3 %)
MalnueHTOB 6bL1 3adpuKcUpoBaH noJHbIi MO.

BesonacHOCTh M NepPeHOCUMOCTb Aa3aTHUHUOA COOT-
BETCTBOBAJIM JAHHBIM NpeAbIAYIIUX HccaefoBaHuM. Ha
¢doHe Tepamuu Aa3aTUHUOGOM NpU MeJiMaHe [JUTEJb-
HOCTU HabuwgaeHus 12 mec. y 13 (40,6 %) nanueHTOB
OblJIM 3aperUCTPUPOBAHbI CJAydyau reMaToJIOTUYecKou u/
WJIY HEreMaToJIOrM4ecKol TOKCUYHOCTH Pa3HOM CTeleH!
TsokecTu 1o mkase CTCAE v3.0, B OCHOBHOM JieTKUe U
yMepeHHble ocaoxkHeHus. HA IV crenenu Tsxectu He
3aperucTpupoBaHbl. Ha npoTs»keHHUH Bcero nepuo/ia Hao-
JIIOJIeHUs1 OTCYTCTBOBAJIM JieTaJbHble UCXOAbl. 3a BpeMs
HabJ1t0/ieHUs He ObLJI0 C/y4yaeB MJIeBpaJbHOTO BBINOTA.

B passiivuHble CPOKM TepaluM Aa3aTUHUOOM 3aduK-
CUPOBAHO 9 3MM30/10B IeMaTOJIOTUUYeCKON TOKCHUYHOCTH
y 5 60JIbHBbIX: aHEMUSI, HEUTPOIEeHHUs], TPOMOOLUTONEHUS
pa3HoM CTelleHU BblpaXkeHHOCTHU. HeremaTosiorudeckue
HA orMeueHnbl y 11 nauueHTOB B pa3Hble CPOKH JIeUeHUs
(Tabs. 2). HaubGosiee 4yacThIMU HereMaTOJOTUYECKUMU
HA 6bu1n cnabocTh, OZBIINIKA, KOXXHble MpPOSIBJEHHUS.
BoapmuHcTBo HA 6bL10 I-1I cTremenu. HA Il crenenu
3apeructpupoBanbl y 2 (6,3 %) 60JbHBIX: y OJHOH — B
BUJle apTpalruy/MUaIruy, y Jpyroi — B BUJe Ta-
TOJIOTUM >KeJYJOYHO-KUIIEYHOI0 TpaKTa, TOIIHOTHI,
JlMaped U ToJIOBOKpY>keHUs. HaGsofanuch oTAesbHbIE
c/lydyau HeWpomaTHH, FOJI0BHOU 60/1M, nepudepudecKux
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Ta6nuua 2. HeremaTtonornyeckme HexenatesibHble B/1eHUs Ha hoHe
Tepanuu gasatuHuoom (n = 32)

Yacrora Hfl Yacrora HY lll-
nto6oi cTeneHn IV ctenenn
TAXECTN No TAXECTN No
wkane CTCAE wkane CTCAE
MposiBNeHns TOKCUYHOCTU v3.0, n (%) v3.0, n (%)
CnabocTb 5 (15,6) —
Ogplwka 3(9.4 -
KoxHas cbinb 3(9,4) —
Aptpanrus/muanrus 2(6,3) 1(3,1)
TowHoTa/pBoTa 2(6,3) 1(3,1)
3a6oneBanus XKT 2(6,3) 1(3,1)
['onoBokpyxeHue 2(6,3) 1(3,1)
HapyLienve namsatu 2(6,3) —
KoxHbI# 3y4 2(6,3) -
['emopparnyeckuit CMHAPOM 2(6,3) —
Anoneuus 2(6,3) —
YBenuyeHne mMaccol Tena 2(6,3) —

OTEKOB, KalllJIsl, IEPENaZioB HACTPOEHHUs, 03HOGA, CYZL0POT,
HapylleHUsl CepAeYyHOro pHUTMa, MOBBILEHUS YPOBHS
acrmaptat- (AcAT) u anaHuHaMuHOoTpaHcdepas (AnAT)
(I-1I ctenenu), auapeu (IIl crenenu). ¥ 1 6osbHOrO 3a-
pErUCTPUPOBAH OTeK Jierkux Il crenenu.

Mokasatenu KayecTsa XU3HU U CMEKTP CUMNTOMOB

y 6onbHbix XMJ1 Ha choHe Tepanuu gasatuHM6om

B MepBOW JIMHUM WJIN NPU PaHHEM NepeKioYeHUH

Ha Aas3aTtMHUG nocne Heyaaymn nevyeHs UMaTUHMGOM

H3yyeHbl MOKa3aTe/M KayecTBa XXU3HU 60J1bHbIX XMJI
[0 Haya/lla U B pa3Hble CPOKM Tepanuu AasaTMHUO60M. Ha
NepBOM 3Tale NpPOBeJieH CpaBHUTE/IbHbIN aHa/lu3 MoKa-
3aTesiell KauecTBa >KU3HU Y OOJIbHBIX, KOTOpble MOJIydaan
Jla3aTUHUO B NEPBOM JIMHUM Tepaluy, U Y NalMeHTOB IPU
paHHeM NepeKJIIoYeHUH Ha [ja3aTUHUO 1ocie HeyAauu Jie-

B /10 Hayana neyeHua [ yepe3 3 Mec.
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yeHUs1 UMaTUHUOOM. [loka3aTe/M KauecTBa )KU3HU 10 BCEM
mkasiam onpocHuka RAND SF-36 6buiu cxofHbIMU. [lanb-
HeMIIMN aHa/M3 MPOBOAW/IM B OOIel rpyie nanueHToB
(n=32).Hapuc. 1 npeactaB/ieHbl cCpefiHUEe 3HAYEHHUs [T0Ka3a-
TeJsiel KauecTBa *K13HU 1o mkaaaM RAND SF-36 y 601bHBIX
XMJI o nedenus, yepe3 3 U 12 Mec. noc/ie Hayajla Tepanuu
Jla3aTUHMOOM B CPaBHEHUH C COOTBETCTBYIOLIMMHU IOKa3a-
TeJsIMM B KOHTPOJIbHOM rpymnie (COOTHOIIeHHe MY>XYUH/
JKeHLUH — 2:1, cpeiHuit Bo3pact — 41,7 + 11,7 roza).

Jlo Hadasa Tepamuu [Ja3aTHUHUOOM IOKa3aTesH
Mo GOJIBIIMHCTBY ILKaJ HIXKe Yy 60bHbIX XMJI, yeM y
YCJIOBHO 370poBbIX JiuL,. UII kauecTBa xU3HU y 60JIbHBIX
XMJI 3HauuTeJbHO HWXe, YeM B IpyIlle CpaBHEHUS, —
0,408 vs 0,527 (pa3inuusl cpeJjHENR CUJIbI 10 BeJIUYHUHE
addexra, ES = 0,64). KinHUYeCcKU 3HAYMMble pa3dyUs
MoJIydeHbl MpU aHanuie no ukaiam ®d (79,0 vs 91,3
6as1a), PO® (51,7 vs 81,7), b (75,9 vs 84,0), CP (70,8 vs
80,8) u P3® (51,1 vs 71,1). Paznuyusa no wmkanam @ u
PO® cratuctruyecku 3HauuMbl (p < 0,05). Uepes 3 mec.
mocje Havyasa JedeHuss y 6osibHbIXx XMJI 3aperucrtpu-
pPOBaHO HEKOTOpoe yJjydllleHWe MoKasaTesell KadecTBa
J)KU3HU 10 GOJIBLIMHCTBY IlIKaJ onpocHuka. [lo mkasne
PO® BbIfAB/IEeHA KJIMHAYECKU 3HAaUYMMasl M0JI0OXKUTebHas
AnHamuka — 51,1 (mo Hayasa Tepanuu) vs 62,2 6asuia
(uepe3 3 Mmec.). Yepes 12 Mec. nocJie Havajia JieueHuUs Mo-
JIOKUTeJIbHAsl JUHAMHUKA KauecTBa »KU3HU COXPAHAJIACh.
B cpennem UII kayecTBa KU3HU yBeauuuscs Ha 15 %.
[lokasaTesnu no mkanam PO®, b, XK, C® u PIP cranu
Bblllle, YeM JI0 HadaJsla Tepanuu gasaTuHu6oM. Haubosee
BbIpa)KEHHOe KJWHMYEeCKHM 3HauMMoOe YJydllleHue Ha-
6JIr0ja/Iv NP OlleHKe KauecTBa >XMW3HU N0 Likajae PIP:
51,1 (zo Havyasa Tepanuu) vs 68,9 6anna (depes 12 mec.).
[Ipy cpaBHeHUU NoOKaszaTesel B rpymnine 60JbHBIX Yyepes
12 Mec. mocsie Havaja TepaluM Ja3aTMHUGOM C COOT-
BETCTBYIOLIMMU [OKa3aTeJsIMHU B KOHTPOJIbHOH rpyIie
BBISIBJIEHO ciefyollee. 3HaueHUs Mo mkanaMm OP (74,3
vs 91,3 6amna; p < 0,05) u PO® (55,6 vs 81,7 6anna) y

I yepe3 12 mec. [ rpynna cpaBHeHna
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Puc. 1. CpegHue nokasaTtenun Kkayectsa Xn3Hu y 60nbHbIXx XMJ1 go neveHus gasatmHMoomMm, yepes 3 1 12 mec. nocne ero Hayana B cpas-

HEeHWWN C yC/TOBHO 340pPOBbIMK NNl aMn

B — 60nb; XK — xun3HecnocobHocTb; O3 — obuiee 300poBbe; M3 — ncuxmyeckoe 300poBbe; POD — ponesoe usnyeckoe hyHKLMOHMPOBA-
Hue; PO® — poneBoe aMounoHanbHoe yHkUMoHnpoBaHue; CO — coumanbHoe yHKUMOHUpoBaHue; PP — chnsmyeckoe pyHKLMOHMPOBaHME.

Fig. 1. Means of quality of life parameters in CML patients before, 3 and 12 months after the initiation of the dasatinib therapy vs. healthy

controls

B — pain; XX — vitality; O3 — general health; M3 — mental health; PO® — role physical functioning; P9® — role emotional functioning; C® —

social functioning; ®® — physical functioning.
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60s1bHBIX XMJI 0CTalOTCSl HUXKE, 4YeM y YCJIOBHO 3/0POBBIX
sy, Pasnuyua mo ocranbHbIM mikaaaMm U UII kadecTsa
’)KW3HU He3HauUUTeJbHbIE,

C moMoIbl0 ONMPOCHHUKA NMOJHOGOPMATHON OLleHKHU
cumntToMoB CSP Leuk-CML u3y4yuiu cnekTp aKTyaabHBIX
CUMIITOMOB y 60/ibHBIX XMJI 0 Hauyaja JiedeHUs U B
pa3Hble CPOKM Tepanuu Ja3aTHHUOOM. K akTya/sbHbIM
OTHeCeHbl CUMIITOMBI, BCTpeyawlluecs 6ojiee 4eM y Io-
JIOBUHBI GOJIbHBIX [10 HayaJla Tepalnuy epBoi JIUHUHU Ja-
3aTUHUO0OM: CJ1a60CThb, YYBCTBO NMOCTOSIHHOM YCTaJIOCTH,
roJioBHas 60Jb, 6bICTpasi yTOMJISIEMOCTb IPH HEGOJIBIIHUX
Harpyskax, CHU>KeHue paboToCnoCOOHOCTH, NOTIUBOCTh
B IIOKOe/IIpy HEGO/IbIION PpU3UUEeCKON HArPy3Ke, UyBCTBO
»Kapa, oJiblllIKa NpU HebosibiIoW GU3NYEeCKON Harpyske,
cepALebreHre, OTeKH, YYBCTBO Medyasd, YYBCTBO Tpe-
Boru. [IpesAcTaByieHHble 12 CUMITOMOB ObLIM HauboJiee
BbID)KEHHBIMU [0 Haya/jla NepBOM JIMHUM Tepanuu
JlazaTuHUO0M. CpefHsss BbIPAXKEHHOCTb COCTaBJIsAIA
oT 1,4 (auanasoH 0-4) go 3,9 6anna (muamason 0-10).
CpefHee 3HaUeHHe MH/IeKCA BbIPAXKEHHOCTH aKTyaIbHbIX
CUMIITOMOB paBHO 2,5 6asia. Yepes 12 Mec. mocje Ha-
yaJjla Tepalnuy NMepBOH JIMHUMU AA3aTUHUOOM OTMedeHO
CyllleCTBEHHOE YMeHbllleHHe BbIpa)KeHHOCTU HEKOTOPbIX
aKTyaJbHbIX CUMITOMOB. K HUM OTHOCATCA clefyloliue:
oTekH (3,3 6assia 10 Hayasa Tepanuu vs 1,6 6asnia yepes
12 Mec.), NIOTJIMBOCTb B MOKOE WM NPU HeOOJIbIION
dusuyeckoit Harpyske (3,0 vs 2,0 6as1a), 4yBCTBO Kapa
(1,4 vs 0,9 6anna), cHKeHUEe paboTocnocobHocTH (4,0 vs
3,0 6as1a) u ceppuebuenue (2,0 vs 1,5 6aia); pasaudus
OKasa/JIMCb KJMHUYECKH 3HAYMMBIMU M XapaKTepHU30Ba-
JIUCh KaK cJaboi U cpelHEN CUJIbI IO BesInunHe 3ddeKTa
(ES = 0,25-0,6). CpegHee 3HaueHUE UH/EKCA BbIpaXKeH-
HOCTH aKTyaJIbHbIX CUMITOMOB yMeHbIIWJI0Ch Ha 20 %
Y cOCTaBUJIO 2 6asia (KJIMHUYECKU 3HaYUMble Pa3Indus
c1a60# cuJibl o BesJiMuMHe 3¢ deKTa 0 CpaBHEHUIO C UC-
XOJHbIMHU 3HaYeHUusAMY, ES = 0,45).

A hekTMBHOCTL M 6e30MacHOCTb fa3aTUHUGa
B KayecTBe BTOpoMn nuHum tepanuu XMJ1
B ananus Bkjto4yeHo 75 manueHToB ¢ XMJI B XpoHU-
yecKkoi ¢ase C pe3UCTEHTHbIM TeuyeHHUeM 3ab60JieBaHUA
WA HeNepeHOCHMOCTbI0 NpeJllecTBYIOlled Tepanuu
MMaTUHUOOM.
MeauaHa J/UTEJbHOCTH Tepaluu Aa3aTUHUOG0OM cCo-
crtaBuia 12 mec. (quanasox 1-12 mec.).
B Tabs. 3 mpexacTaBieHa o6liasg XapaKTepUCTHKA
GOJIbHBIX.
CornacHO JaHHBIM KapThl CONMYTCTBYIOLlEH MaTo-
jgorun y 37 % mnanueHTOB 3adpUKCUPOBAHbI CONMYTCTBY-
folue 3a6osieBaHusA. MHEKC KOMOPOUAHOCTH COCTaBUIJI
0-5 6asioB, cpegHuil 6aan — 2,3, MeJuaHa HHJEKcA
KOMOpO6UAHOCTH — 3.
U3 o6111ero yncsia naueHToB y 62 4eJI0BEK 3aBEPIIEHO
JIMHaMU4YecKoe HabJioJleHHe B TeueHHe 12 Mec. Tepanuu
B COOTBETCTBHUH C MIPOTOKOJIOM IporpaMMel. M3 uccieno-
BaHMs BbIObLIO 13 NalMeHTOB N0 pa3HbIM IPUYHUHAM:
@ JleTaJbHBbIN UCX0[ 4yepes3 1,5 Mec. mocJie Havas1a
Tepanuu Aa3aTUHUG6OM (n = 1),yepe3 4 (n=1)u
6 mec. (n=3);

@ OTMeHa/jJa3aTHHUOA B CBSA3M C IePBUYHON [JUTO-
reHeTUYEeCKONW pe3uCTEeHTHOCThIO (n = 4) yepes
3,5,6 19 Mec. nocJie HavyaJia JJeYeHUs fa3aTUHU-
60M COOTBETCTBEHHO;

KTMHNYECKAA OHKOTEMATO/ON 4

Ta6nuua 3. O6Lasa xapakTepucTmka 60bHbIX, MOAyYaBLUNX Aa3aTUHNO
B KayecTBe BTOPOV NINHMM Tepanun

Mokasartenb Bcsa rpynna, n =75
MeguaHa (MKW) Bo3pacta, net 51(39-62)
CoOTHOLLEHUE MYXUNH/KEHLLMH 37/38
Megauana (MKW) pantensHocTv 3a6oneBanus, net 5(3-8)
O6wecomatunyeckuii ctatyc no ECOG, n (%)

0-16ann 72 (96,0)

>16anna 3(4,0)

JleyeHue nmatnHn6om, n (%)

MakcumanbHas Ao3a umatuHuba
400 mr/cyt 14 (18,7)
600 mr/cyt 28 (37,3)
800 mr/cyt 33 (44,0)

[MpeALecTByOLWMA OTBET HA TEPaNNI0O UMaTUHUOOM
Monubin LLO 11(13,0)
Yactnynbii LO 14 (19,0)
Manbiii LLO 19 (25,0)
Ortcytcteue LIO 31(43,0)

[puynHa Heyaaum Tepanum MMaTMHUGOM
[epBUYHas Pe3nUCTEHTHOCTL 29 (38,7)
BropuuHas pesncTeHTHoCTb 34 (45,3)
HenepeHocumocTb 12 (16,0)

MpepLwectBylowee nevexne, n (%)

[TpepLwectBytoLas xummnorepanms 31(41,3)
['mppokcumoueBnHa 19 (61,3)
['vapokcMmoyeBuHa + LutapabuH/ 12 (38,7)
6ycynbaH/py6omMuLmH
MHTeptepoH-a 21(28,0)

TpaHCI'II'IaHTaLWIﬂ remMonoaTn4yeckux
CTBONIOBbIX KNETOK

101,3)

MKW — meXKBapTU/bHbIi MHTEPBa.

@ OTMeHa Jjla3aTuHUOa B CBA3U C cepbe3HbIM HA y
1 6osbHOM (KHILIeYHAs] HEMPOXOJUMOCThb Yepes
3 mec.);

® O0TKas 0T y4yacTHus B UCCJejoBaHUM (n = 2);

® [1a3aTUHUG OTMeHeH B CBSI3U C 6€PeMEHHOCThIO
(n=1).

Yepes 3 Mec. noc/e Hayajla JiedeHUs Aa3aTUHUOOM
nonHbid 'O gocturnyt y 84,7 % 6osabHbix (95% U
76,4-93 %). U3 60s1bHBIX € osHBIM ['0 (n = 69) 2 nosiHo-
ctbio yrpatuau 'O (3apeructpupoBaHo otcyTcTBue 'O
yepe3 6 u 12 Mec. nocJie Havyasia Tepanuu Ja3aTUHUOOM
COOTBETCTBEHHO). Y 3 NalMeHTOB OblJ MOTePSH MOJHbINA
'O u 3apeructpupoBaH yacTuuHbii ['0 yepes 12 Mec.
Iocjle HayajJa Tepanuu JasaTUHUGoM. [lpu MesauaHe
JJIMTEJbHOCTU HabtoaeHusa 12 mec. yactora noJiHoro I'O
coctaBuia 85,3 % (95% /11 77,3-93,3 %).

OnTuMaJbHBI OTBET Ha Tepaluio OLEeHUBaJIU Ha
OCHOBaHUM JlaHHBIX 0 mosiHoM 0. UHopmauuio o MO
He YYUTBIBAJU B CBSA3M C Te€M, UYTO He Y BCexX NalMeHTOB
MMeJIUCh pe3y/nbTaThbl oleHKH MO B o603HaueHHble B
JlaHHOM HCCJ1e[JOBAaHUM CPOKU HabJto/ieHus1. Yepes 6 Mec.
JleyeHUs] ONTHUMaJIbHBIA OTBeT B BHJAe nosHoro L[O pmo-
CcTUTHYT Y 35,8 % 60bHBIX (95% AU 22,9-48,7 %). Uepes
12 mec. Tepanuu 39,4 % 6osbHbIX (95% [U 28,3-50,5 %)
uMeJiu noJiHbiu 110.

[Tony4yeHHble AaHHble MO 6€30MACHOCTH U NepeHo-
CUMOCTH Jla3aTHHUO6A COOTBETCTBOBA/IU JIUTEPATYPHBIM.
[Ipu A 1M TEIbHOCTU TepaNU Y BTOPOU INHUHU Ja3aTHHUO0M
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12 mec. reMaToJIOTHYecKasl U/UJIM HereMaToJiorudyeckas
TOKCUYHOCTb Jla3aTHHUOa oTMedasach y 80 % 6GOJIbHBIX.
B npouecce Ha6Jt0ZileHUs] 3aperUCTPUPOBAHO 6 CiydaeB
IJIeBPaJIbHOI'O BBINOTA. ¥ 5 6GOJBHBIX YCNEIHO Chpa-
BWJIMCb C IIJIEBpPUTOM Has3HaueHUeM JUYPeTHKOB U/
WA TyJbC-Tepaluy T[JIIOKOKOPTUKOCTepouZaMu. B 1
HabJII0leHUU IJIeBpa/lbHbIA BbINOT IV cTemeHu mnocie
npucoeAUHUBIIENCA MUHOEKL MU 3aBePILUJICS JIeTalbHbIM
WCXOJIOM Y nauyeHTa 78 seT (Tepanuss UMaTUHHUGOM C
3CKasanuel /103, HellepeHOCHUMOCTb WMaTHHUOa, [AJU-
TeJbHOCTb TEPANMU UMaTHHUO60M — 16 Mec.).
l'ematosiornvyeckre Hf B 60JIbLIMHCTBE CBOEM ObLIN
JIETKUMU WJIM YMepeHHbIMM, 3a HUCK/IIOYeHueM 4 ciy-
yaeB remartoJsioruyeckoi TokcuyHocTu III-IV crenenu
TsKeCTH (2 — HelTponeHusi, 1 — TPpoMOOLUTONEHUS U
HelTponeHus, 1 — naHuuTOoNeHusA). Y Bcex MallUEHTOB C
HA II-1V cTenenu seyeHue 66110 pepBaHo. U3 uccieso-
BaHUs BbIObLIO 3 60/IbHBIX. Y 1 MallueHTKU JieyeHue ObII0
MpPOJI0J/>KEHO I0CJIe YMeHblIeHHs 103kl Ja3aTUHUOA.

HeremaTtosornyeckue Hf 6bLIM  JerkUMU WU
yMepeHHbIMH, 3a MCKJHYeHUMeM 1 ciyyas KHIIeYHOH
HeNnpoXoJWMOCTH U 1 MyieBpaJbHOTO BbINOTa IV cTeneHwu.
HeremaTosiornyeckue Hf B mpoliecce Tepanuu gasaTu-
HUOOM IpesiCTaBJIeHbI B TA0I. 4.

Hau6osee yacteiMu Hfl B TeueHue rojja Tepanuu aa-
3aTUHUO0M ObLIU ToJIoBHAsA 606 (32 %), 60Jb B :KUBOTE
(25,3 %), noBepxHocTHble oTeku (25,3 %), apTpanrus/
muasirud (24 %), TomHoTa/pBoTa (20 %), nuapes (20 %).
3a BpeMs HabJIlOJeHHUs TaKXe OTMeyeHbl CleAyolive
HA I-1I crenenu: creHokapaus (4 %), cepAauebueHue
(4 %), xoxxHad cbinb (4 %), KoXKHBIN 3yA (4 %), cTOMAaTUT
(4 %), oapiika (4 %), noBbilleHHe aKTUBHOCTU ANAT u
AcAT (4 %). B efMHUYHBIX cay4asx HaGJOfaNd Cleny-
toue HA I-1I crenenu: noBeiieHue A/l, UHPUABTPAT B
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Ta6nuua 4. Herematonornyeckme HexernaTeNbHble AB/IEHUSA Ha hoHe
BTOPO NMMHUN Tepanun gasatmHnoom (n = 75)

Yacrora Hfl Yacrora HAl
nto6oii cteneHn -1V cTenenn
no wkane CTCAE  no wkane CTCAE
MposiBNeHns TOKCUYHOCTH v3.0, n (%) v3.0, n (%)
[onoBHas 601b 24 (32,0) —
Bonb B xunBoTE 19 (25,3) —
[loBepXHOCTHbIE OTEKM 19 (25,3) —
ApTtpanrus/muanrus 18 (24,0) —
TowwHoTa/pBoTa 15 (20,0) —
[vapes 15 (20,0) —
Cypoporu 8(10,7) —
lMneBpanbHbIi BbINOT 6(8,0) 1(1,3)
[emopparnyecknit CMHAPOM 6(8,0) —
3a6oneBanus XKT 6(8,0) 1(1,3)
3anop 4(5,3) —

* KuwweyHas HENpOXoaUMOCTb.

JIErOYHOU TKaHH, CJ1Iab0CTh, COHJIMBOCTD, HAPYLIEHHE CHa,
CHW)KEHMe NaMsITH, OHEMeHUE MaJbleB PYK, Kap, HOBBI-
IIeHHe TeMIEPATYpPbl TeJa, MOTJIUBOCTb, FeNAaTOTOKCHY-
HOCTb, KalleJb, CyXOCTb IJ1a3, 60J1b B KOCTSIX, THHTUBUT,
noJarpa, ajonelus, KpanMBHUIA, reMOppoM, BUpYCHAs
nHeKL s, repneTHyeckas HHQEKI .

Mokasartenu KayecTBa XU3HU U CMEKTP CUMMTOMOB

y 6onbHbix XMJ1 Ha choHe BTOpOW NMHUM Tepanuu

AasaTMHUGOM

[IpoBesieH aHa/IU3 IOKa3aTesed KayecTBa >KHU3HU
y 6oabHbIx XMJI 10 Hayasa BTOpPOM JIMHUM Tepanuu
Jla3aTUHMOOM B pa3Hble CPOKU ee NpoBefeHHUs. CpesHUe
MOKa3aTeJu KayecTBa M3HU no wkKaiaMm RAND SF-36 y

100 [ I 10 Hayana feyenuna [ yepe3 3 mec. I yepe3 12 mec. =3 rpynna cpaBHeHus
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Puc. 2. CpegHue nokasaTem KauyecTBa Xn3Hu y 60/1bHbIx XMJ1 4o BTOPOW NMHMK Tepanuu fasaTMHNooM, yepes 3 n 12 mec. nocne ee Ha-

Yana B CpaBHEHUN C YC/TOBHO 3400POBbIMU NnLaMu

B — 60nb; XX — xun3HecnocobHocTb; O3 — obuiee 300poBbe; M3 — ncuxmyeckoe 300poBbe; POD — poneBoe ursnyeckoe hyHKLUMOHMPOBA-
Hue; P9® — poneBoe amounoHansHoe yHkUMoHnpoBaHue; CO — coumanbHoe dyHKUMoHnpoBaHue; D — chnsmyeckoe PyHKLMOHMPOBaHME.
* p < 0,001 Mmexxay nokasaTensMu 4o Havana Tepanuu BTOPOMn NMHUK Aa3aTMHUOOM 1 B rpynne CpaBHEHUS.

** p < 0,05 mexay nokasaTensiMu 4O Havana BTOPOW NMHMM Tepanuu gasaTmHMooMm u yepes 12 mec.

Fig. 2. Means of quality of life parameters in CML patients before, 3 and 12 months after initiation of the second-line dasatinib therapy vs.

healthy controls

B — pain; X — vitality; O3 — general health; M3 — mental health; PO® — role physical functioning; P9® — role emotional functioning; C® —

social functioning; ®® — physical functioning.

* p < 0.001 between the values before the second-line dasatinib treatment and in the control group.
** p <0.05 between the values before initiation of the second-line treatment and 12 months later.
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60s1bHbIX XMJI 10, uepe3 3 u 12 Mec. ocsie Havyasia JIedeHUs
Jla3aTUHUOOM B CPaBHEHUM C KOHTPOJIbHOU TIpyImnon
(cooTHoIIEHHUE MYXKYUH/>keHIUH — 1:1,1, cpeaHUN BO3-
pact — 51,6 + 8,18 roza) mpe/icTaB/IeHbl HA PUC. 2.

Kak BUiHO Ha pucC. 2, NOKa3aTe/JHd KayecTBa »KU3HU Y
60sbHBIX XMJI 10 Havya/la BTOPOM JIMHUM Tepanuu Jasa-
TUHHUOOM CyLIeCTBEHHO HUKe, YeEM B I'pyIIle CPaBHEHMUSI.
Paznuyus cTaTUCTHYECKW 3HAYMMBbl [0 BCEM ILIKaJaM
onpocHuKa (p <0,001). KnuHUYecKkr 3HaUMMble pa3Inyus
(=2 8 6annoB) TakKe MOJIYYEHbI NMPU OLlEHKE M0 BCEM
mkasam. U1l kauecTBa »kU3HU B rpynne 60bHbIx XMJI 10
HayaJia Tepallui BTOPOX JIMHUU OBl CYIleCTBEHHO HUXKeE,
yeM B rpynne cpaBHeHus, — 0,35 vs 0,55 (p < 0,001).

Yepe3 3 Mec. nocje Havyasla BTOPOW JIMHUHM Tepanuu
Jla3aTUHUOOM HabJrolaeTcsl CTabWIM3alusad WM He3Ha-
YUTeJbHOE Y/ydllleHHe [oKasaTesJed KayecTBa »KU3HM.
KiuHudecky 3HauMMoe yiry4dlileHue OTMeYeHO IPU OlieHKe
no mkase C® — 65,7 (fo Hayasna Tepanuu) vs 75,0 6amia
(uepe3 3 mec.). Uepes 12 Mec. nocsie Hayala Tepanuu Aasa-
TUHUOOM HMMeJM MeCTO CTabWJM3alMs WM JaJibHelllee
yJydllleHue T[OoKas3aTeslell KaueCcTBa >KU3HU. 3HAYMMoe
yJlydllleHue MoKa3aTesiell KayecTBa »KM3HHU C y4eToM I0J1a,
BO3pacCTa, Z103bl UMaTUHMOA B IepBOM JIMHWUHU Tepalliy U UC-
XOJIHOT0 KauecTBa YKM3HU [TALJMEHTOB OTMeYaJIoCh /1JIs LIIKaJI
K (53,7 vs 60,1 6asw1a), CO (65,7 vs 75,0 6anna), 113 (58,6 vs
65,0 6amia) u b (65,5 vs 73,4 6amta) (p < 0,05), a Takxke
nuis UIT kadectBa xusuu (0,34 vs 0,43 6anna) (p < 0,05).
Kpowme Toro, ans mwkan PO, XK, CO u PI® paznuuus 66114
KJIMHUYECKH 3Ha4yUMMbIMU. [Ipu cpaBHeHMHM NOKasaTeJsed
B IpyIne 60JbHBIX Yepe3 12 Mec. BTOPOU JIMHUU Tepanuu
Jla3aTUHUOOM C COOTBETCTBYIOLIMMM MOKas3aTeNsMH B
KOHTPOJILHOH T'pyIIe BblsiBJeHbl 3HaYUMble pas3/nyus Mo
mkanam OO, PO, PI® u 03 (p < 0,005). [To 3TUM 1mikaiam
NoKasaTesy B IpyMIle 60JbHBIX HUXKe, YeM Y YCJIOBHO 3710-
poBbIX JivL. [lo OCTaZIbHBIM 1lIKa/JaM [T0Ka3aTe U KayecTBa
’KU3HU Y GOJIbHBIX ObLJIM CXOAHBIMU C TaKOBBIMHU B IpyIle
cpaBHeHuUs. 3HayeHHe UII kauecTBa :KU3HU Y 601bHbIX XMJI
yepe3 12 Mec. Tepanuy Aa3aTHHUOOM HUKeE, UEM Y YCIIOBHO
3p0poBbix i, — 0,43 vs 0,55 (p < 0,005).

C nomoibto onpocHuka CSP Leuk-CML usyuuniu fuHa-
MUKY aKTyaJIbHbIX CHMIITOMOB Y 60/1bHbIX XMJI B Ipo1jecce
Tepanuu BTOPOW JIMHUM [a3aTHHHUOGOM. AKTyaJbHbIMU
CUMIITOMaMH, T. €. BCTpeyawoluMucs 6ojiee yeM y Io-
JIOBMHBI NMAallMEHTOB /0 HayaJjla BTOPOM JIMHUM Tepanuu
Jla3aTUHUOOM, ObLIN CJeAyloliHe: C€l1abocTb, TOJIOBHAs
60J1b, YYBCTBO IOCTOSIHHOW YCTaJIOCTH, ObICTpas yTOM-
JISIEMOCTb, CHIKEHHe pPaboTOCNOCOOHOCTH, MOTIUBOCTb
B IOKOe WJMU NpU HebosbLION (u3NYecKol Harpyske,
MBbIIlIeYHble CIa3Mbl, CYXOCTb BO PTY, B3JyTHE >XUBOTQ,
cepAlebueHue, ObIIIKA B TOKOE WU TPU He6GoIbIIoN du-
3WYeCcKOM HarpysKe, OTeKH, yXy/jllleHUe IaMATH, CHU>KeHHe
KOHLEHTPAallUM BHUMAaHMs, YYBCTBO MeYasH, 4yBCTBO
TPeBOTH, YYBCTBO CTPaxa, OHeMeHue, TPobJIeMbl C KOXKeH,
npo6JieMbl € I1a3aMM, Npob6seMbl co cHoM. CpefjHee 3Ha-
YyeHHe HHJeKCa BbIpaXKeHHOCTH aKTyasbHbIX CUMITOMOB
coctaBuio 2,6 6anna. Yepes 12 mec. nocjie Hayajia BTOPOH
JINHUM Tepanuy [a3aTUHUO0M BbIpaXKeHHOCTb 0OJIbLIMH-
CTBa aKTyaJIbHbIX CUMIITOMOB yMeHbLIMJIach. KnHU4YecKH
3HAYUMMOe yMeHblIeHHe BBbIPKEHHOCTHM OTMeYeHO [JIf
CeAYIOUUX aKTYaJbHBIX CHMIITOMOB: cJ1a60CTh (3,5 6as1a
JI0 Hadasjla BTOPOW JIMHUM Tepanuu Ja3aTUHUOOM VS
2,5 6asia yepe3 12 Mmec.; pasinyuus c1abou CUJIbI 110 BeJU-
yuHe 3 dekTa, ES = 0,36), noTiuBocTh B mokoe (4,3 vs 1,9
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6as1a; pa3uyus cpefHel CU/bl MO BenuuuHe 3ddeKTa,
ES = 0,53), ozapbiika (2,9 vs 1,8 6asia; pa3inyus cjiaboin
cuiibl o BesinunHe 3¢ dekTa, ES = 0,43), oteku (3,8 vs 1,5
6as1a; pa3n4us cpefHel CU/bl M0 BenuuuHe 3ddeKTa,
ES = 0,5). BoisiBjieHO yMeHbllleHHe HHJEKCA BbIpaXKeH-
HOCTH aKTyaJIbHbIX CUMIITOMOB uyepe3 12 Mec. nocje Ha-
yaJjia JjeyeHUs Ha 27 %. 3HaueHue 3TOTo oKa3aTeJis Iocje
12 mec. nedeHus coctaBusio 1,9 vs 2,6 6ania (KJIMHUYECKU
3HAYMMble pa3Inyus cJ1aboi CU/bI 10 BesnunHe adpdekTa
M0 CPAaBHEHUIO C UCXOIHBIMU 3HaueHusIMHY, ES = 0,26).

OBCYXAEHUE

3ddexTuBHOCTD U 6e30nacHocTb UTK2 B KauecTBe nepBoi
Y BTOPOM JIMHUMN Tepanuu XpoHu4deckoi ¢paspl XMJI mupoko
M3y4YeHbl B paMKaX KJIMHUYECKUX ucciaefoBaHui [10-19].
OnHaKo B HUX NpPeLyCMOTPEHO 6O0JIbllIOe YMCIO OTpaHu-
YeHUH BKJIIOUEHHs], KOTOpble ONHCcaHbl B JuTepaType. Ilo
3TOM NpUYMHe JaHHble KJWHUYECKUX HCCJIe[0OBaHUM He
BCETr/la OTPaXKaloT pe3yJ/bTaThl JIedeHHs B peaJlbHOM Npak-
TUKe. B cBSI3U € 3TUM He BO Bcex C/1y4yasix JaHHble KJIMHU4e-
CKHX UCCJIeJOBAaHUM MOTYT ObITh NPUMEHEeHbl BpayoM JJis
NPUHATHUSA pellleHHH OTHOCHUTENbHO CTpaTeruy JedeHwusl.
HanpoTus, Hab6/tofaTesbHble MCCAE0BaHUA SBJISAIOTCA
6osiee penpe3eHTAaTUBHbIMU C TOYKM 3PEeHMs] ONHCaHUsA
MOMYJISALUY GOJBHBIX U UCXOJ0B JIedeHUs] B KIMHUYECKOH
npakTuke. biarogapss UM MOXHO NMOJy4YUTh HHPOPMALIHIO
0 pe3sy/ibTaTaX JiedeHUs NMalMeHTOB B YCIOBUSX peasbHON
Jlede6HOM paKkTUKU. KpoMe Toro, Hab1roaTe/IbHble Uccile-
JIOBaHUs1 IO3BOJISIIOT OLeHUTh 3G EKT TepanHU He TOJIbKO C
TOYKH 3peHUs] Bpaya, HO U C TOUKU 3peHHs TaljueHTa.
YuyuTbIBasi aKTyaJbHOCTb JAHHBIX HaOGJIIOAATENIbHBIX
IporpaMM U OrpaHUYEHHOe YMCJIO MCCAe[0BAaHUU 1O 3¢-
dexTuBHOCTH U Ge3omacHocTu UTK2 B kauecTBe mepBoi
U BTOpoH JiuHUM Tepanuu XMJI B xpoHUYeckoil ¢ase, B
HacTosllllell CTaTbe CHCTeMaTH3WpOBaHa HWHpopMalus,
NoJlydyeHHasl B paMKax 2 0Te4eCTBEHHbIX MHOTI'OLEHTPOBBIX
HabJ/0faTe/IbHbIX IPOrpaMM, NOCBSILIEHHBIX H3YyYeHHIO
3¢ PeKTUBHOCTH [ja3aTHHUOA B KaueCTBE MEPBOM U BTOPOH
JuHui Tepanuu XMJI B xpoHuyeckolt ¢asze. [Ipu aHanuzse
WCIOJIb30BaH KOMILJIEKCHBIM T0/X0J, OnpejeseHust 3¢-
$EeKTUBHOCTH U NEePeHOCHMMOCTH Tepallvy, BK/IOYAOIUN
NOMHUMO OLIEHKM KJMHUYEeCKUX JaHHBIX IIOKasaTesu
KayecTBa »KU3HU U poduJis CUMIITOMOB. B nepByto rpynny
BKJItOUeHb! 60sibHble XMJI B xpoHHUYeckol ¢ase, KOTopble
NoJIyJalu Aa3aTUHUO B KayecTBe NepBOM JIMHUU Tepanuu
WJIM IPU paHHEM IepeKJ/II0YeHUH Ha Jja3aTUHUO 1ocjie He-
yAayu Tepanuyd MMaTHUHUOOM B NepBOM JIMHUM (MeauaHa
JUINTEJIbHOCTH Tepanuu UMaTUHUO6oM — 6,5 Mmec.). [lanu-
€HTbl BTOPOW TpyNIbl MOJy4yaau Aa3aTUHUOG B KayecTBe
BTOPOW JINHUU Tepaluu IIpH pe3UCTEHTHOCTH UJIM Hellepe-
HOCHMMOCTH MMaTHHHOA B MepBOH JIMHUM. [JJIUTEbHOCTD
Tepalvy JJa3aTUHUO0M B 00eMX rpyInax coctaBuia 12 mec.
[Tony4yeHHble JaHHble N0 3QPEKTUBHOCTH Ja3aTH-
HUOAa B 1|eJIOM COOTBETCTBYIOT pe3yJibTaTaM KJIMHUYEeCKHUX
ucciaenoBanui [1, 10-12, 14, 19, 52]. B rpynne 60/JbHBIX,
KOTOpbIe N0JIy4ya/iy 1a3aTUHUO B IepBOM JIMHUM Tepaluu
WJIM NIpY paHHEM IepeKJII0YeHUH Ha Npenapar MocJje He-
yZa4M Tepanuy UMaTUHUO0M, OJIHbIN 'O 6bLI JOCTUTHY T
B 89 % cuy4yaes. Ilpu gauTesbHOCTH Tepanuu 12 mec.
yacTtoTa nmosHoro 110 cocrtaBuia 80 %, yacToTa 60J1bIIOTO
MO — 57 %. W3 nmanyeHTOB, JOCTUTIIMX GoJiblioi MO,
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y '/, 6bu1 3adukcupoBan noJHbld MO. [Ipy HasHaueHUH
Jla3aTUHMOA B KaueCcTBe BTOPOM JIMHUU NoHbIHN 'O yepes
3 Mec. nosiydeH y 84,7 % 6osbHBIX. Yepes 6 Mec. JleyeHUs
ONTHMaJIbHbIN OTBeT B BU/Je No/iHOTo 1|0 KoHCTaTUpOBaH
y 35,8 % 60/1bHBIX, uepe3 12 mec. — y 39,4 %.

[Ipu aHa/M3e 6e30NMaCHOCTH U NepeHOCUMOCTH Ja3a-
TUHUOA MOJIyYeHHble JaHHble TAKXKe B L|eJIOM OTpaKaroT
pe3ysbTaTbl KJWHUYECKUX ucciaegoBaHuit [1, 10, 18].
B ycnoBusX peasbHOM KJIMHUYECKOM NMPaKTHUKU OTMeyva-
eTcsl YA0BJIeTBOPUTEJIbHAS IePeHOCUMOCTD Jja3aTHHHUOA B
NepBOH JIMHUY Tepallvy WK NPU PaHHEM NepeKJII0YeHUun
Ha 3TOT npemnapat. He BbIsIBJIEHO HU OJJHOTO CJly4asl MJIeB-
pajbHOro BbINOTAa. Kak KM3BeCcTHO, MJeBpaJbHbIM BBINOT
OTHOCUTCSI K TpeTbel KaTeropuu OCJI0KHEHUH Tepanuu
NepBoH JIMHUM /a3aTMHUO0M, BOSHUKAIOUMX B MO3JHUN
Cpok mocJjie ee Hayaja [8]. OTcyTcTBUe ciydaeB IJIEB-
paJIbHOTO BbBINOTA B HalleM HCCJIeJOBaHUM, BepOSITHO,
CBSI3aHO C HENPOJO/DKUTENbHBIM N1ePUO/IOM HAOJII0leHUS.
[eMaTo/IOrMYecKue U HereMaToJIOTHYeCKHe MPOsiBJIeHUs
6blIM GOJIBIIMHCTBE B CBOEM JIETKUMU UJIM yMepPEHHBIMHU.
O6pataeT Ha ce6s1 BHUMaHUe, 4To yactoTa HA npu npu-
MeHeHUM Jla3aTMHHUOA B paMKax HacToslero HabJofa-
TeJIbHOTO HCC/IelOBaHUs MeHblile, YeM B KJIMHUYECKOM
uccnegoBanuu DASISION [10]. OyeBUAHO, 3TO CBSI3aHO C
CYLIECTBEHHO GOJIBLUIMM YUCJOM ManueHToB (n = 259) B
ucciaenoBanuu DASISION, XoTa 1 cpoku Tepanuu NpaKTH-
YeCKHU He pasaudanucb — 14 u 12 mec. COOTBETCTBEHHO.
Y 2 60o/bHBIX Tepamnus Aa3aTUHUO0M Obljla peKpallieHa B
cBs3u ¢ HA (1 — oTek Jierkux, 1 — KpoBoTeueHHe U3 SI3Bbl
JKeJlyika). ITO ObLIM MallUeHTbl C CEPbe3HbIMU COMYT-
CTBYIOLIMMHU 3a60/1€eBaHUSIMU (B MEPBOM HAOJIIOZEHUU —
MeplaTe/jbHasi apUTMMs, NATOJOrUs IepudepUyecKux
COCYZIOB M COJIM/IHAsA OIyX0JIb, BO BTOPOM — sI3B€HHas 60-
JIe3Hb Kesyjka). CorylacHoO MMeUUMCcs peKOMeH/JanusM,
WUTK2 Heo6xoAHMMO Ha3HadyaTb C OCTOPOXKHOCTHIO MallU-
€HTaM C COIYTCTBYIOLIMMU 3a60J1eBaHUsAMU. COGCTBEHHbIE
JlaHHble 110 6e30T1aCHOCTH /1a3aTUHMOAa B KaueCTBe Tepanuu
BTOPOU JIMHUU He OTVIMYAIOTCS OT JIUTEPATYypHbIX [1, 42].
3aMeTuM, YTO CIEKTP U yacToTa Tskesablx HA Ha done
Tepanuu Ja3aTUHUOO0M, 3aperMCTPUPOBAHHBIX B paMKax
HACTOSLIMX HaOJ/I0aTe/IbHbIX NPOTrpaMM, CXOJHBI C pe-
3y/bTaTaMU KJIMHUYECKUX HcclefoBaHUM. Heobxomumo
OTMETHUTB, YTO Ha NPOTSHKEHUM NEePBOro rofa Tepanuu
BTOPOU JIMHUU [1a3aTUHUOOM 3aperucTpupoBaHo 6 (8 %)
C/lyyaeB MJIeBPaJbHOTO BBINOTA, U3 HUX ¥ 5 GOJIbHBIX —
[-1I cTrenenu (c MoOJIOKUTENbHON IUHAMUKONH) ©y 1 — IV
CTelNeH! (3aBepILUJICS JIeTalbHbIM UCX0J0M).

B paMkax npoBeJeHHOI'O0 MCC/Ie0BaHUsI BIlepBble
0606111eHbl JJaHHblEe O JUHAMHKe KaueCTBa XU3HU U CUM-
nToMOB y 60JibHBIX XMJI B mpoliecce mepBoil U BTOpOH
JIMHUH Tepanuy Ja3aTUHUOOM, TOJIyYeHHble B YCIOBUSX
peasbHON KJIMHNYECKOH NpakTUKU. CieyeT OTMETUTB, YTO
K HacTosillleMy BpeMeHM MHpOopMalMs 0 KauyecTBe >XM3HU
¥ npodusie CUMITOMOB y NallUEHTOB B Ipoliecce NepBor
JIMHUY Tepanuu [ja3aTUHUOOM KpaliHe orpaHuyeHa. Ume-
I0TCS1 TOJIBKO IIpefiBapUTesIbHble JaHHble KJIMHUYECKOIro
uccnepgoBanusa SPIRIT-2, neMoHCTpupylOlKe HEKOTOPYIO
MOJIOXKUTEJIbHYI0 JUHAMMKY KayecTBa *KU3HU Y OOJIbHBIX
XMJI Ha npoTskeHUH 12 Mec. IEPBOM JIMHUM Tepanuu Jja-
3aTuHUO60M [53]. CorytacHO A@aHHBIM, IOJIYYEHHBIM B HallleM
HabJ/0faTe/IlbHOM HCCJIe[JOBaHUY, ITOKa3aTeJ M KadecTBa
JKU3HU y 60sbHBIX XMJI 10 Havasia TEpanuu HIXKE, YeM y
YCJIOBHO 3/10POBBIX JIML], 10 GOJIBIIMHCTBY 1lIKaJ OIPOCHUKA
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RAND SF-36. CsieiyeT OTMETHUTB, UTO [TOKa3aTeu KayecTBa
’KM3HM /10 Hayasla Tepaluy Ja3aTUHMOOM B NIepBOM JIMHUHU
Y NpU paHHeM IIepeK/IIOUeHWH Ha Hero Iocje Heyjauu
JledeHUs] UMaTHHUG0M conocTaBUMbL. Yepe3 12 mec. mocie
HayaJjla JiedeHUsl NMPOUCXOAUT 3HAUKMMoOe YJydllleHHe I0-
KasaTeJiell KauecTBa *KU3HU M0 GOJIbILMHCTBY LIKaJ ONpoc-
Huka RAND SF-36. Pazinuurs nokasartesiell KauecTBa )KM3HU
10 60JIBIIMHCTBY LIKaJl OIPOCHHKA, 3a UCKIt04eHneM PP u
PO, B rpynne 60JbHBIX HOC/Ae 12 Mec. Tepanuu CXOHbI C
COOTBETCTBYIOUIMMU MOKa3aTesJsIMH Y YCJIOBHO 3[0POBBIX
auy, KpoMe Toro, ycTaHOBJIeHO 6oJibliiee CHU)KEHHE Bbl-
pa’KeHHOCTH aKTYyaJIbHbIX CHMITOMOB ¥ 60/1bHbIX XMJI B Te-
YyeHHe rojia Tepanuy nepBou JMHUM AJ151 TAKUX CUMIITOMOB,
KaK OTeK{, NMOTJIMBOCTb B IOKOe WJIM NPHU HebGOJbLIOH
dusnyeckoil Harpyske, CHWXKeHUe pPaboTOCIOCOOGHOCTH,
YyBCTBO apa, cepALieouenue. [lonyyeHHas nHGopMaLys o
JIMHaMUKe KauyeCTBa »KU3HU U CUMIITOMOB y 60/1bHbIX XMJI
Ha QoHe Tepanuu Ja3aTHHUOOM B NepBOH JIMHUM COI/IACY-
eTcsl C IpeJBapUTeJbHbIMU pe3yJbTaTaMU KJIMHHUYEeCKUX
KCCJIeJOBaHUM.

Y 6osbHBIX XMJI B TeueHHe 12 Mec. BTOPOW JIMHUU Te-
panuy Ja3aTHHUOOM NpPOJEMOHCTPUPOBaHA YCTOMYMBas
MOJIOKUTE/bHAs JMHAMUKa IOKasaTesjedl IO MLIKajJaM
DD, POD, XK, PID u I13. [Ipu 3TOM A0 Hayaa JIeYEHUS Y
60JIbHBIX [T0Ka3aTesH [0 BCeM ILIKaslaM onpocHUKa RAND
SF-36 6bL1M CcyllecTBEHHO HUXKe 110 CPaBHEHUIO C YCJIOBHO
3/0poBbIMHU JinLaMu. Yepe3 12 Mec. jiedeHUs] COXpaHs-
JIUCh Pa3/IMYUs TOJIbKO 1o 1mKanaMm OP, PO, PIP u 03,
a Takxe no UII kauectBa xxu3Hu. Kpome Toro, y 60/bHBIX
yepe3 12 Mec. ocjie Hadyaja BTOPOU JIMHUM Tepanuu Ja-
3aTUHUOOM yMeHbUIW/IAch BbIpaKEHHOCTb OOJIBLIMHCTBA
aKTyaJIbHbIX CUMIITOMOB. B 11e/10M moJsiydeHHble pe3yib-
TaTbl CONOCTAaBUMBI C OITy6JIMKOBAaHHBIMU paHee JJaHHbIMU
3apy6eKHbIX HAab/II0JaTeTbHbIX UCCIe0oBaHUM [35].

[IpumeHenue onpocHuka CSP Leuk-CML no3BoJinio Ha
KauyeCTBEHHO HOBOM YPOBHE U3y4YUTb CNEKTP CUMIITOMOB
Y po6.JieM y 60/1bHbIX XMJI, CBI3aHHBIX C 3a00J1IeBaHUEM U
Tepanuel Ja3aTHHUO60M. CHUMIITOMBI U IPOGJIEMBI, BCTpe-
yaroluecsi 60Jiee 4eM y I0JIOBUHbI 60JIbHBIX 10 HayaJja Te-
panuy Aa3aTUHUO0M, CXOAHBI C paHee ONyOJIUKOBAaHHBIMU
JaHHBIMU KJIMHUYECKUX UcciaenoBaHuM [23-25]. OpHako
OHM IIpeJicTaBJieHbl 6oJiee IIHPOKUM CIEKTPOM, 4TO
JneMoHcTpupyeT onpocHuK CSP Leuk-CML npu ero mpu-
MeHEeHUH B YCJIOBUSAX pealbHOW KJIMHUYECKON NMPaKTHUKH.
Kpome Toro, oljeHKa CHMIITOMOB C ITOMOLIbI0 ONPOCHUKA
CSP Leuk-CML no3BoJisieT ono/JHUTL UHGopManuio o Hf,
KOTOPY!0 BpayM TPaJULMOHHO YKa3blBalOT Ha OCHOBAaHUHU
MeX/IyHapOHbIX KpUTepHeB TOKCUYHOCTH.

3AK/TIOMEHUE

B paMkax 2 oTe4yecTBEHHbIX MHOTOLIEHTPOBBIX HAGJIHO/[a-
TeJIbHBbIX MPOrpaMM H3y4YeHbl 3¢eKTUBHOCTh, Ge3omac-
HOCTb W KauyeCTBO >KU3HU GOJIbHBIX B XpOHUYECKOU Qa3ze
XMJI, nosiy4yaromux Ja3aTUHUO B IEPBOM WU NTOC/IeyIoLen
JIMHUsSAX Tepanuu. [Ipy aHaM3e UCT0/Ib30BaH KOMILJIEKCHBIH
MO/IXO/1 K OTnlpe/iesieHHI0 3¢ HEeKTUBHOCTH U IEPEHOCHMOCTH
Ja3aTUHN0a, BKIOYAIIUH IOMHUMO OLEHKH KJIUHUYECKUX
JIAHHBbIX TOKa3aTeJu KayecTBa KU3HU U NPOQHUJIS CUMII-
TOMOB. JlaHHbIe 110 3 HEKTUBHOCTU Tepanuu Jla3aTHHUGA
KaK B MEPBOM, TaK U BTOPOU JIMHUM TEPANUU CXOAHBI C
pe3yJbTaTaMyd  ONyOJIMKOBAaHHBIX paHee KJIWHUYECKUX
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uccjefoBaHui. Kpome Toro, HecMoTpsi Ha OorpaHUYeHHOe
yuc0 60sbHbIX XMJI B peaslbHON KJIMHWYECKON NPaKTHKe,
M0Ka3aHo, YTO Ja3aTUHHUO B NepBOM U BTOPOM JIMHHUSX
Tepaluy XapaKTepu3yeTcsl YA0BJeTBOPUTE/IbHOM IepeHo-
cumocThlo. YacToTa 1 npodub HA He oTsinyanuck oT paHee
ONHCaHHBIX B MEXJYHAapOAHbIX KJIMHUYECKUX UCC/Ie/l0Ba-
HUSIX, BKJIIOYasl YaCTOTY MJIEBPAJIbHOTO BBINOTA.

B ycnoBusix peasbHOM KJMHUYECKOW NPaKTHUKHU
nosiydeHa MHPopManus o KayecTBe XU3HU U Npoduiie
CUMIITOMOB V GOJIbHBIX B XpoHUYeckolt ¢paze XMJI B mpo-
Lecce JieyeHUsl Ja3aTUHUOOM. [IpoJeMOHCTPUPOBAHbI
cTabuan3anusl WM yay4dllleHUue NoKasaTesed 1mo 60Jib-
IUHCTBY IKaz onpocHuka RAND SF-36 kak B nepBoH, Tak
¥ BTOPOM JINHUHU Tepalliu Aa3aTUHUO0M. B npouecce Te-
panuu 1a3aTUHUOO0M MepBOX U BTOPOM JIMHUMN ¥ 60JTbHBIX
XMJI 3aperucTpupoBaHa IMOJIOXKUTEJNbHAsA JAUHAMHUKA
aKTyaJbHbIX CHUMIITOMOB. BbIsIB/IeHO CHU)KeHHe HX BbI-
pakeHHOCTH. H3yyeHue KauyecTBa >XU3HU M Npoduis
CUMIITOMOB y 60JsibHbIX XMJI MMeeT BakHOe 3HadyeHHUe
IpY OLeHKe MCXOZ0B JiIeYeHHUS U IOMOraeT YCOBepIleH-
CTBOBAaTb KOHTPOJIb HaJ, 3a60/ieBaHUEM B COOTBETCTBUU
C IPMHIUMIAMU PUCK-3JallITHPOBAHHOM TepanuH.

[Ipumenenue onpocHuka CSP Leuk-CML nosBosisieT
Ha KaueCTBEHHO HOBOM YPOBHE OCYILIEeCTBJAATb KOHTPOJIb
CUMIITOMOB 3a06o0JieBaHUs U Npob6JieM, CBS3aHHBIX C
no6o4yHbIMU 3¢ dekTaMu Tepanuu. Takoi nogxos A0MOJ-
HseT uHopManuio o Hf, koTopyo Bpad TpaJULHUOHHO
perucTpupyeT Ha OCHOBAaHMM LIKasabl TOKCHUYHOCTH NCI
CTCAE v3.0. TakuM 06pa3oM, pe3yabTaThl HAGJIIO/[eHH ],
XOT$ U HAa OTPaHHUYEeHHOH nonyasuuu 60abHbIx XMJI, B yc-
JIOBUSIX pea/IbHON KJIMHUYeCKOM PaKTUKKU OATBEePHUIN
JlaHHble 00 3)PEeKTUBHOCTU U 6GE30MACHOCTU Tepanuu
NnepBOM U BTOPOU JIMHUU [Aa3aTHUHUOOM, MOJYYEeHHbIE B
KJMHUYECKUX UCCJe[JOBaHUsAX, a TaKXke MpPOJeMOHCTPU-
pOBaJIM Ba)XHOCTb yyeTa MHEHMs NalMeHTa P OLieHKe
3dpdexTa NPOBOAUMOTrO JieUeHUs.

KOH®JIUKTbl UHTEPECOB

B aHanu3e HcnoJib30BaHbl JaHHbIE, TOJyYeHHbIe B pAMKax
HabJojaTe/IbHbIX NPOTrpaMM, BBINOJHEHHBIX NPU TNOJ-
Jlep>xke koMmnaHuu «bpucrton-Maiiepc CkBU66», 0JHAKO
3TO He OKas3aJo BJMAHUS Ha pe3ysbTaThl BbIIIOJHEHHOIO
aHa/IM3a U UX NpeficTaBjeHre B paMKaX JJaHHOH CTaTbH.

MCTOYHUNKN ®UHAHCUPOBAHUA

HCCJIe,Z[OBaHI/Ie He UMeJio CHOHCOpCKOﬁ NOAAEPIKKU.
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