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OIIMCAHUE W3OBPETEHNA

2420-544697EA/032

JJEUEHME T[NAIIMEHTOB C CAXAPHBEM IMAEETOM 2 THIIA

Onmucaunuue

OBBeKTOM HaCTOLAlleI'o U300peTeHMA ABJAeTCcHd OdapMalleBTHUUecKasd
KOMOMHaUUA OJA IIPUMMEHEHMS C LeJIb ITUIMKEMUUECKOT'O KOHTPOJIA, MOJid
IpUMeHeHusa C LeJlblo CHWXeHMS 3HaueHMa HbAlc, ypOBHS TUIOKO3H B
IasMe KpPpOoBM HaTomak M/MIM YPOBHA IVIOKOSH uUepes 2 uyaca Iocje
opreMa OUKM, »OJIS [OPpMMeHeHMS C LeJbl OpelyldpexmeHusa OpubaBJIeHUA
Beca M/UIM OJI9 UMHOYUUPOBAHMA IIOTEpPM Beca, IOJIS INPUMMeHeHUI C LeJIbio
CHWXEHMS pPHUCKa TIUIOTJIMKEMMM Yy IallMeHTa C CcaxXapHeM »ouadbeTom 2
TUIIa, IIPY BTOM yKas3aHHasd KOMOMHaLMA COOEPXUT :

(i) JurcuceHaTHI U/UIU eT0 dpapMalleBTUUECKU IpHMeMIIeMy COJIb,

(ii) wmHCYIMH TJapTMH ¥/MWIM eTo dapMaleBTHUUeCKM IIpHeMIIEeMYy
COJIb U

(iii) HeobBgzaTesprHO MeTOOPMMH M/UIM eT0o dapMalleBTHUUEeCKU
IpueMIeMyl COJIb .

Y BI0POBHX JIMI BECBOOOXIEeHMEe MHCYJIMHAa IIOIXeJIyIOUHOM XeJjle30M
CTPOTO CBA3aHO C KOHUEeHTpaluey TJIOKO3E B KPOBMU. I[IOBHIMEHHBN
YPOBEHb TUIOKO3H B KPOBM, BOSHUKAKIMUM I[IOCJe IIpMeMa Ouly, OBCTPO
YPaBHOBEIMBAETCHA COOTBETCTBYKIMM IIOBHIIEHMEM CeKpPelVM MHCYJIMHa. B
COCTOSHMM HaTollak YPOBEHL MHCYJIMHa B ILJlasMe KPOBM IlaZaeT -noo
BaszaJIbHOTO 3HaAUeHusd, KOTOpoe ABJIAETCH OOCTaTOUHEM oJis
oBecrieueHMd HENPEePHBHOT'O I[IOCTYIJIEHUS TUIKO3E K UYBCTBUTEJIBHEM K
VMHCYJIMHY oOpTaHaM M TKaHAM M OIS HDOOOepXaHUsS IIPOOYKLUUM IUIOKO3H B
[IeUyeHM Ha HM3KOM YPOBHE HOULD.

B omaumume oT gmabera 1 THIOA 1P CaXapHOM omabeTe 2 THIIa

OBOBIUHO He HabmomaeTcd HegocCcTaTKa B VMHCYJIVIHE, HO BO MHOTIMX
cJlydadax, B YaCTHOCTU B CJIydaAax IIpoIrpeCCrMpoOBaHMA, JIeUeHN1e
VMHCYJIMIHOM curTaeTcd HauboJlee nonxondmei Tepanmeﬁ, I1pn
HeoOBXOoOUMOCTH B KOMOMHAaLIUN C IIepopallbHO BBOOVIMBEIMM

IpOTHUBRBOOMADETUUECKMMU CPeICTBaMM.

[IOBHIMEHHE YPOBEHL TUIOKOB3E B KPOBM Ha MIPOTSKEHUM HECKOJIbLKUX
JerT 0es3 IIepBUYHBEX CUMITOMOB IIPEeOCTAaBJIAET 3HAUUTEJLHHM PUCK OJIA
300pOBEA. B mmporoMacmTabHOM MccijenoepaHum DCCT B CHIA  (The
Diabetes Control and Complications Trial Research Group (1993)
N. Engl. J. Med. 329, 977-986) MOXHO OTUETIMBO YBMIETH, UYTO
XPOHMUECKM IIOBHIIEHHEE VPOBHM IJIIOKO3H B KPOBM HABJSITCS OCHOBHOM
IPUUVHOV PpPa3BUTUA OCJOXHeHUM ImabeTa. I[IpuMepH OCJIOXHeHUM ImabeTa

InpencraBJIART cobon MVKPO— M MaKpPOCOCYIOMCTEIE IIOBPEXIEeHMA, KOTOPEHE



3avacTyl MaHMpeCcTUMpYT B BUIe pPeTHUMHOIATUN, HedpponaTum WK
HeBpomaTuUM U IOPUBOOAT K CJenoTe, IIOYeUYHOM HeIOCTaTOUYHOCTHU WU
rnorepe KOHEeUHOCTeM, OHM COIPOBOXIOAKNTCSA [IOBEIIEHHBIM PUCKOM
CepmeuyHO—-COCYIMCTHX 3abojeBaHuM. TakuM oOpa30M, MOXHO CHOeJlaTb
BHBOJI, UTO VYJydlleHHas Tepalusa nouabeTa, B IIepBYKR oUepelb IOJDKHA
OLTE HallpaBJieHa Ha I[HoOmepXaHre YPOBHA IJIOKO3E B  KPOBU B
GMBMOJIOTUUECKOM IOMallasoHe, HACKOJBKO 3TO BO3MOXHO.

OmpeneJieHHB PUCK CYMEeCcTBYeT JS [alMeHTOB C MU3O0BTOUHLEM
BEeCOM, CTpajanmyux OT caxapHoro nmabera 2  TuUa, HalpuMep,
NalMeHTOB C MHIOEKCOM Macch Tejia (BMI) =30 xr/mM?. ¥V 5TUX HALUEHTOB
PUCKM 1uabeTa IepeKPHBalTCAa C PUCKaMM, CBSA3aHHEMM C M3OBITOUHHM
BEeCOM, UYTO [IPMBOIUT, HaAIPMMEP, K TIIOBHIEHMI pPHUCKa CEepIedHO-—
COCYIMCTHX 3abojleBaHMM I[IO0 CPpaBHEHMI C [HalMeHTaMM C CcaxapHbBM
oadteToM 2 TUIa, MUMEIYMY HOPMAaJILHEM BecC.

CoemuHeHue nes3-Pro3®-skcenmuu-4(1 -39)-Lyse—NH, (AVE0O010,
JIMKCHCEeHaTHU) npelCcTaBJIgeT cobom [IPOM3BOOHOE sKCeHOUHa—4.
AVE0010 packpuT kak SEQ ID NO:93 B WO 01/04156.

SEQ ID NO: 1: jmumkcuceHaTnn (44 aMMHOKMCIIOTEH)

H-G-E-G-T-F-T-5S-D-L-S-K-Q0-M-E-E-E-A-V-R-L-F-I-E-W-L-K-N-G-
G-P-5-5-G-A-P-P-S-K-K-K-K-K-K-NH,

SEQ ID NO: 2: sxceHmmH-4 (39 aMMHOKMCIIOT)

H-G-E-G-T-F-T-5S-D-L-5-K-Q-M-E-E-E-A-V-R-L-F-I-E-W-L-K-N-G-
G-P-S-S-G-A-P-P-P-S-NH,

SKCEeHIMHH NPpeacTaBJIAlnT cofo¥ TIpPylly IelTHUIOB, KOTOPHE MOTYT
CHUXaThb KOHLIEeHTPalMi TJTIOK O 3Ll B KPOBM. Axajior DKCEeHOMHAa
JIMKCHCeHaTu XapakTepusyeTrcs C-KOHIIEBHM yCceueHVEeM HaTUBHOM
[IOCJIeOOBATEeJIbHOCTY DSKceHOMHa-4. JIMKCUCeHaTUO COIepXuT mecTs C-—
KOHIIEBEIX OCTATKOB JIM3MHAa, He MNPUCYTCTBYKIMX B BKCeHOMHe-4.

JIMKCcruceHaTH TakXe MMeeT Ha3BaHue »Oe3-38-NpoJIMH-3KCEeHIVH—
4 (Heloderma suspectum) - (1-39) —nenTuaouianeHTa—L-Jn3uiI-L-Jn3HaM1
(HOMep CAS 320367-13-3) . CorJjiacHO HacToAmeMy N300pPEeTEHHNIO
JMKCHUCeHaTHD  BKJOYaAeT ero G(apMalleBTUMUECKM IIPpMEMIIEMEIE  COJIA.
CneuMaJucTy B  IOaHHOM  obGJacTu TeXHUKM  MBBECTHH  I[IOOXOIAMME
bapMaleBTUUECKU IIPUEMIIEMEE COJIM JIMKCUCEHaATHUIA .

VHCYJIMH TJIapTMH IIpenOcTaBjgeT cobol aHaJlol UeJIOBeUeCKOTO
VIHCYJIVHA . NHCYJIMH TJIapT'MH NIpelcTaBJIgeT cobon yeJIoBeUeCKUM
MHCYJIMH 31B-32B-Di-Arg ¢ IONOJIHUTEJILHOM 3aMeHOM achaparvHa B
[IOJIOXeHVM A21 Ha TJIMUMH. WHCYJMH TJIapI'MH TaKXe MMeeT Ha3BaHue
Gly (A21)-Arg(B31)-Arg (B32) —ueJIOBEUECKUMN VHCYJIUH . HomepoMm CAS

VHCYJIMHa ITJlapT'MHa  ABJAeTCHd 160337-95-1. CorJlacHO HacTodleMy



n300peTeHNno VHCYJIVH TJIapTVH BKJIIOUAET ero bapMalleBTUUECKHU
opueMsieMele coJiv. ChHelunaaucTy B HOaHHOM 06JacTu TexXHUKM M3BeCTHEH
nomxonamue dapMalleBTUUECKM IpMeMIIeMble COJIM MHCYJIMHa TJlapTMHa.

MeTdopMMH HBJISETCA MeXIYHAPOIHHM HelaTeHTOBAHHHM Ha3BaHMEM
1, l-guMeTMIOUTYyaHMIa (HOMep CAS 657-24-9) . MeThopMUH
npencTaBjsgeT coboM TUIOTJIMKeMMUeCcKoe CPeldCcTBO TPYINH OUTYaHUIOB,
IpuMeHSIeMoe IpM JIeUeHUM MHCYJMHHE3ABUCHMMOT'O CcaxapHoro mnmabeTa
(caxapHOoTOo 1mabeTa 2 TUla), He NOOJAKMEIOCS KOPPeKUUM IIyTeM
MOOMOUKALKM pPexXrMa IUTaHua. MeToopMMH HOpMaJIM3yeT IJIMKeMUueCKUN
KOHTPOJIb IIYyTEM IIOBHIMEHMS UYBCTBUTEJLHOCTM K MHCYJIMHY ¥ CHWXEHUS
BCAaCHBaHUA TJIIOKO 3L B KUINIeUHUKE . MeTdopMmH OOLUHO BBOIOAT
nepopajbHo. OOHAKO KOHTPOJL caxapHoro ImabeTa 2 TuUlla y HalMeHTOB
C OXMpeHMeM C IIOMOmbLI MeTQOPMMHA MOXeT OBThL HeOOCTATOUHHM. B
CUITY 3TOTO, Yy TaKmUx IaleHTOR MOTYT OBITE HeoOxXOOMME
OOIIOJIHUTEJIbHEE MepH OJIS KOHTPOJIA caxapHoro muabeTa 2 Tula.
"MeThopmuH", MCIIOJIbL3YEMHIM B  IOaHHOM IJOKYMeHTe, BKRJIDUaeT eIo
bapMalleBTUUECKM IIpUeMIeMble coJiu. CIellMaJIMCTy B »OaHHOM ofJjlacTu
TeXHUKM MB3BECTHH [HOoIOXOoIAmMe dapMalleBTUUYeCKM IIpHeMJIeMHe  COJIU
MeThoOpMMHA .

B npuMepax HacToAmeIro n3obpeTeHmA s0dbexT KOMOMHaLUM

JIMKCHMCeHaT1noa, MHCYJIVMHAa IJIapI'MHa u HeoOd3aTeJIbLHO MeTq)Opl\/H/IHa
nsydaim Y IIallMeHTa C CaXapPHEM omadeToM 2 THIIa, TIJIOXO
KOHTPOJIMPY eMBIM TOJIBEKO faszaJjibHEM VHCYJIVIHOM VI fas3aJibHEM

MHCYJIMHOM B  KOMOMHaLUMM C  OIOHMM-TPeMsa OpOTHMBOAMabeTHdeCKUMU
cpencTeaMu oJisa [IepopalitHOT'O IpUMeHeHud, BHIOPaHHBEMMA nus
MeThOpPMUHAE, CYJIbQOHMUIIMOUEBUHE, MHITUOUTOPOB OUIENTUIMJIIISITUIASE-4
(DPP-4) wu 1amMHMOoOB. [Haxe IIpM STOM JeueHUMM IMHallMeHTH C InabeTom
IOo-TIpeXHeMy MMeJIM KOHIeHTpallMi IJIOKOB3E B ILJJa3Me KPOBM HaTOMakK,
COCTaBJIAMY OPUOIM3IUTESLHO 9,2-9,5 MMonb/JI, ¥ 3HaueHme HbAlc,
cocTaBJdpmee NPUOIM3UTEIBEHO 8,5%. VYpoBeHbL IJIOKO3H UYepes 2 dYaca
IocJyie IpMeMa IIMIM COCTaBJIAJN NpUbIusuTesbHO 13,8-14,5 MMOJIL/JI
(249-262 M/ o) . STU 3HAUEeHMA BCe ele IPeBOCXOOMUIIN
HOPMOTUIMKEMUUYECKME 3BHAUEHUA.

HeoxmmaHHEIM 0O0pasoM, CHIMXKEeHMEe KOHIEHTPpalMM TJIOKO3H B ILJIa3Me
KPOBM HaTOmMakK OO MNIPpUOIM3UTENILHO 6,6 MMOJL/J (119 MI/miI) MOXHO
OpUIO HabJomaThk OPM JiedeHuM KoMOMHallMeM JMKCUCeHaTuIa, WHCYJIMHAa
TJlapTMHa ¥ HeoO043aTeJIbHO MeTQopMMHa. CHIMKeHMe Beca TeJia OBlUIOo
CTaTUCTUUECKNM  BHIIE Opu  IOPpMMeHeHUM  JIMKCHMCceHaTuIla C YyUYeToM
CPaBHUTEJIBHOT'O JIEUEHUS MHCYJIMHOM IUIYJIM3MHOM OIVMH pas B CYTKU WU

TP pasa B CYTKHU.



[IpepuHBaHMe BHIIEYKa3aHHOT O IpenlBapuUTeJILHOTO JleueHud u
TUTPOBaAHME MHCYJIMHa TJlapruHa (Heo6sa3aTeJIbHO B KOMOMHALMM  C
MeTOOPMMHOM) B TeueHMe 12 HejeJb IOJI8 OOCTWKEeHMS TJIMKeMUUeCKOU
neau 4,4-5,6 MMOJIL/JI B OTHOmMeHMM SMPG HaTomak 06e3 peKyppeHTHOM
WM TSXKEeJOV  IMIOTJIMKeMMM IO Hauaja JedueHusda C  KoMOMHauueu
JUKCHUCeHaTuna, MHCYJMHa IJlapIT'MHa WM Heobsg3aTelJlbHO MeThopMMHA
opuBOoIMJa K MCXOOHOMY CHWMXEHMIO KOHIEHTpaluM ITJIOKO3H B ILJa3Me
KPOBM HaTomak, cocTaBjdgomer or 9,16 MMoJIL/J mo 6,91 MMOJIL/JI, U
3HaueHMi HbAlc, cocrTaBadgiomeMy oT 8,51% mo 7,87%.

[lonTBepXIeHHAs TIUIOTJIMKeMMs ObJla KOJMUECTBEHHO M 3HAUMMO
HVXe TIpM OPpVMMEeHeHMM JIMKCHMceHaTHuOa C YUeTOM CPaBHUTEJLHOTO
JeUeHMSS MHCYJMHOM TUIYJIM3MHOM OIMH Pas B CYTKM WIM TPpM pasa B
CYTKU.

B 3akJoueHMe HeoOXOOMMO OTMETUTL, UTO MHCYJIMH ITJIapTMH B
KOoMOMHALIMM C JIMKCHUCEeHATHMIOM U HeoBA3aTeJIbHO MeTOOPMMHOM MOXeT
cCTaThb OpennouTUTeJIbHEM BapMaHTOM, Ipu STOM OOCTUTAnTCA
3HAUUTEJIbHEE  TJIMKeMUUuecKre LeJM C MeHblley  TUIOTJIMKeMueM U
MeHbIleM ToTepel Beca I[IO CpaBHEHMI C OpaHIMaJbHBEM MHCYJIMHOM
(TakMM KaK WMHCYJMH TUIyJIM3MH) B KadecTBe 0a3alJIbHOT'O MWHCYJIMHAa
COBMECTHO C TPOTHUBOIMADETUUECKMMM COeIVMHEeHMAMM OJIS IIepopajibHOTO
OpuMeHeHUsS WM 0OasallbHEM MHCYJMHOM COBMECTHO C IIpaHOMaJlbHBEM
VMHCYJIMHOM  (BOJIIOCHOE BBeIeHMe) Y TAKeJIO NOoONaKklMXCd KOHTPOJI
IallMMeHTOBR C OXMPEHMEeM C caxapHeM »OuadteToM 2 Tua, TOJYYallux
JleUueHUe MHCYJIMHOM.

[lepBEM aCIIEKTOM HaCTOAMET O n3o0bpeTeHNns ABJIAETCH
bapMmaleBTHUUECKA S KoMOMHAaLUM nJIs IpUMeHeHU S c LIeJIbIo
TJIMKEMUUYECKOTO KOHTPOJIS Yy IalMeHTa C caxapHeM guadeToM 2 TUIla,
IpM STOM yKa3z3aHHasg KOMOMHALMSI COIEPXUT :

(i) JukcuceHaTHUI U/UIM eTo dpapMaleBTUUSCKU IpHMeMIIeMy COJIb,

(ii) wmHCYIMH TJapTUMH ¥/MWIM eTo dapMaleBTHUUECKM IPpHeMIIEeMYIo
COJIb U

(iii) HeobBgzaTesbHO MeTOOPMMH M/UIM eT0 dapMalleBTHUUEeCKU
IpMeMIIEMYK COJIb .

B COOTBeTCTBMM C DSTHUM AacCIIeKTOM caxapHby mmuaber 2 Tuia,
nomjiexamui JedeHrio, OPpelloUuTUTeJIbEHO He KOHTPOJUMPYEeTCS IOJDKHEM
o0pas3oM TOJIBKO coeluHeHMeM (b) M HeoOsa3aTelIbHO COelMHEeHMeM (C) .

Kak T1oka3aHO B IIpuMepe, PacKpPHTOM B IJaHHOM OOKYyMeHTe,
KoMOMHAaIIMIO, OINMCAHHYI B »OaHHOM IOKYMeHTe, MOXHO I[IPpUMMEeHAThL IJIA
YIIYUIeHU I TJIMKEMUUECKOTO KOHTPOJIA . CorJjiacHO HacTOo4leMy

N300peTeHND "HoOpMaJIM3alM TJIMKEMUUECKOTO KOHTpoJa" I



"TJIIMKeMUUEeCKUY KOHTPOJIB", B UYaAaCTHOCTM, OTHOCUTCHA K HOPMaJM3alluMu
KOHIIEHTpaluuy IJIKKO3E B ILJIa3Me KPOBM UYepes 2 uyaca IIOoCJe IIpueMa
OUyY, HOpMaJiM3alMM KOHILIEeHTpaluy IJIOKO3H B ILJlasMe KpPOBM HaTolak
U/ MY HOpMaJIM3aluM 3HaueHrsa HbA ..

B uwacTHOoCTHM, "HopMasM3aluMsda ITUJIMKEMMUYECKOI'O KOHTpoJsa" wuiIu
"TIIMKeMUUEeCKUY — KOHTPOJIbL" BKJIOUAET HOpMaJiM3alul  KOHILEeHTpalun
TJIOKO3E B ILJIa3Me KPOBM Uepes3 2 uyaca I[IocJe IIpMeMa IMIIN.

B uacTHOCTH, "HopMaIM3alMa ITJIMKEeMMUeCKOT'O KOHTpoJa" wWiIu
"IIIMKeMUUECKUY KOHTPOJIb" BKJOUAET CHUMXEHMEe KOHIEeHTPpalUuM IJIIKO3EH
B IIJJasMe KpPOBM Uepes 2 dYaca Iocje nOpueMa nOumm. CHMXeHUe
O3HauvaeT, B YaCTHOCTM, UTO KOHIEHTpalMd IJIKO3E B IIJJa3Me KPOBMU
yepes 2 4Yaca IocJe IpMeMa OUIM JOCTUTAaeT HOPMOTIUIMKEMUYECKUX
3HAUEHUM WM II0 MeHbIleM Mepe NpUOIM3UTEJILHO OOCTUIaeTCHd.

B uwacTHOCTH, "HopMalIM3alMAa ITUJIMKEMMYECKOTO KOHTPpOJA" WM
"TJIMKeMUUECKUM — KOHTPOJIL" BKJIOUaEeT HOpMaJM3alul  KOHIEHTPpalun
TJIDKO3E B IJIa3Me KPOBM HaTOMaK.

B dYacTHOCTM, HOpMaJM3alusa KOHIEHTPpaluM TJIOKO3H B ILJIa3Me
KPOBM HaTOMaK BKJIKUYAET CHIMKEHME KOHIEHTPpaluM TJIOKO3H B ILJIa3Me
KpOBM HaTomak. CHWXeHMe O3HavaeT, B YaCTHOCTM, UYTO KOHIUEHTpaluus
TJIOKO3E B ILJla3Me KPOBM HaTOMaK »JOCTUTAaeT HOPMOIJIMKEMUUECKUX
3HAUEHUM WM IO MeHbIIeM Mepe NpUOIMBUTEJILHO OOCTUIaeTCHd.

B uacTHOCTH, "HopMaJIM3aluMag IUIMKEMMUECKOT'O KOHTPpOJIA" WK
"TIMKeMUUYEeCKMY KOHTPOJIE" BKIIUaeT HOpMalM3aluio 3HaueHMsa HDA;..

B uyacTHOCTM, HOpMaJMszalMsa 3HaueHusda HDA;,. BKJOUaeT CHWXEHME
3HaueHusa HDbA,.. CHwxeHMe 3HaueHusda HDA;., B UYacCTHOCTM, O3HadaerT,
UTO 3HauveHme HDLA;. CHMXEeHO IO YPOBHSA, COCTaBJIAKMEro HWXKe 6, 5% uiu
7%.

Eme OIOHUM aCIeKTOM HaCTOAmMEeTO nzobpeTeHmUs ABJISETCSA
bapMaleBTHMUeCKkasa KOMOMHAaALMSA IJIA [OIPMMEeHeHMS C 1LeJIbld HopMaJM3aluu
sHaueHusa HbAlc, VYpPOBHA IJIOKO3H B ILJla3Me KpPOBM HaTomakK W1/UIu
YPOBHA TJUIOKO3H B ILJIJa3Me KPOBM Uepes 2 Yaca I[IOoCJe IIpueMa OIUlu Y
nanuyMeHTa C caxXxapHeM 1gmabeToM 2 THUIE, IpM 5STOM YKasz3aHHad
KOMOMHALIMSA COOEPXUT :

(i) JuxcuceHaTHUI U/UIMU €70 dpapMaleBTUUECKU IpMeMIIeMyl COJIb,

(ii) wmHCYIMH TJapTMH ¥/MUIM eTo dapMaleBTHUUECKM IIpHeMIIeMYy
COJIb U

(iii) HeobBgzaTesprHO MeTOOPMMH U/UIM eT0 dapMalleBTHUUECKU
IpMeMJIEMYK COJIb .

B COOTBeTCTBMM C D2THUM AacCIeKTOM caxapHbeM 1nmaber 2 Tuia,

nonJiexammmn JIEUEeHNIO, InpenliodyTrnTeJIEHO He KOHTPpOJIMPpYEeTCA  IOOJIXHEM



oBpa30M TOJBKO coelMHeHMeM (b) M HeoOsa3aTeJIbHO COeIMHEeHUMEeEM (C) .

CoTJlaCHO HacCTOoAlleMy M300peTeHUI HOPMOIUIMKEMMUYECKME 3BHaAUeHUSA
OpenCcTaBJIglT Cco0OM KOHIEeHTpalMio IJIIOKO3H B KpPOBM, B UYacCTHOCTH,
60-140 MT/ 0J1 (uTo COOTBETCTBYET 3,3-7,8 MMOJIL /JI) . IDaHHBIM
orarnas30H OTHOCUTCH, B YaCTHOCTM, K KOHIEHTpaluM IJIOKO3H B KPOBU
B COCTOSHMM HaATOmaK M COCTOSHMM I[IOCJIe IIpMeMa IMIIN.

Kpurtepunr g TOCTAHOBKM IMarHO3a caxapHem amabeT 2 TuUIla
BKJIOUAT CJledyllume :

- KOHIEeHTpalMus IJIOKO3H B ILJla3Me KPOBM  HaTOomak (FPG)
cocraBjyger > 7,0 MMoJsb/Jy (126 Mmr/mnim), wWin

- KOHUEeHTpaluusa IJIOKO3H B IIJJadMe KPOBU IIOCJIe CTUMYJISALIUU
cocTaBjger > 11,1 wMosn/a (200 wM©/mia), IOPpM  STOM  CTUMYJISLIMIO
IpOoBOIOAT, Kak OIMCaHO BceMupHOV opraHM3alMelr 3OpaBOoOXPaHeHUS
(Definition, Diagnosis and Classification of Diabetes Mellitus
and 1ts Complications. Part 1: Diagnosis and Classification of
Diabetes Mellitus. WHO/NCD/NCS/99.2. Geneva; 1999) ¢ npuMeHeHUeM
TJIOKO3HOM  HaTpPy3KWU, comepxamer  SKBMBAJIEHT 75 T ©e3BOIHOMU
TJIOKO3E, PacTBOPEHHOW B BOOe, WM

- CcuMITOME OmabeTa ¥ VYVPOBeHbL IJIOKO3H B ILJJa3Me KPOBU IIPpU
CIIydayHOM ollpeneJleHUM

> 200 mr/mir (11,1 mMoJis/JI) .

5TV KPUTEPUM OIMCaHE BO BCEMUPHOM pykKoBOomcTBe IDF/ISPAD 1o
nvaberTy y »OeTeM M IIOOPOCTKOB (MexnyHaponHas oemepauus nuabera,
ISBN 2-930229-72-1).

[locTaHOBKa IMarHo3a ImabeT 2 TuUIla He IOOJDKHa OCHOBHBATHCHA Ha
OOHOKPATHOM OIpeneJIeHUM KOHIEeHTPpalMM IJVIOKOS3HE B ILJla3Me KpoBU. HJis
IIOCTAaHOBKU orarHos3a MOXeET norpeboBaThLCH IPOOOJIKUTEJIBHOE
HabogeHre C oIpenesjieHrMeM YPOBHeM IJIOKO3L B KPOBM HaTomWakK M/UiIu
Iocjie IpMeMa OUIM U/MiIXM  IOpoBeleHMeM IepopallbHOTO TecTa Ha
TOJIEPAHTHOCTE K TUIOKO3E.

B coorBeTcTBUM C Craig (Type 2 diabetes mellitus Diabetes
2014: 15(Suppl. 20): 4-17) vypoBeHb IJIOKO3H B ILJla3Me KpPOBU
HaTollak (FPG) " YPOBEHBL TJIIOK O 3EI rocJie CTUMYJIALUA (rmocJiie
Harpy3KM) MOXHO KJIAaCCUIMIIMPOBATH CJIelylluM ofpasoM:

- FPG <5,6 MMOJIB/JI (100 wMr/mi)=HopMaJibHad KOHIEHTpalus
TJIOKOBE HAaTOMAakK ;

- FPG oT 5,6 MMOJIE / JI oo 6,9 MMOJIb / JI (100-125
MT/OJI) =HapylleHHasd KOHLEeHTpalMd IJVIOKO3H HaTolak;

- FPG 7,0 MMOJB/JI (126 w™MI/nn)=npedBapUTeJIbHBI OMATHOS

oradeTa (OMarHos OOJIKeEH OHTH nogrTeepXxXneH, KaK OIIMCaHO BHIIE) .



COOTBETCTBYKIIME KAaTEeTOPMM I[IPpKU IIPMMEHEHUM IIepOopalJibHOT'O TecTa
Ha TOJIEPaHTHOCTL K IUIoko3e (OGTT) mnpencTaBJsanT coBOM cClelylmye :

- YPOBeHb IVIKKO3H UYepe3 OBa dYaca I[Iocjie Harpysku <7,8
MMOJIB/JI (140 MT/mi) =HopMaJibHAad TOJIEPAHTHOCTL K IJIOKO3E;

- YPOBEeHb IJIOKOB3H UYepe3 OBa dYaca II0OCJe Harpy3ku oT 7,8
MMOJIb / JI oo <11,1 MMOJIE / JI (140-200 MT'/JI) =HapylleHHasd
TOJIEPAHTHOCTE K IJIOKO3e;

- YPOBEeHBb IUIOKO3E UYepe3 IOBa dYaca IIocjJe Harpy3kum = 11,1
MMOJIL/JI (200 MI'/OJI)=npelBapUTeJIbHEI OMarHo3 1nuabteTa (OuMaTHOS

OOJDKeH OBITH IooTBepXieH, KaK OIIMCaHO BHOIE) .

HapymeHHasd TOJIEPaHTHOCTE K  IJIKKO3E (IGT) M HapylleHHasd
KOHIIeHTpaluud TJIIOKO 3L HaTollak (IFG) npencraBJignT cobon
[IPOMEXY TOUHEIE cTamgum €CTEeCTBEHHOTO prasBUTUL HapylleHU A

yTJIeBOOHOTO oOOMeHa MeXIy  HOPMAaJIbBHEIM TI'OMEOCTAa30M  IJIOKO3HE U
orabeToM.

CoTJlIaCHO HacCTOAMeMy M300peTeHUI HOPMOTUIMKEMMUECKME 3HAUeHUA
YPOBHA TJIOKO3H B IJJasMe KPOBM HaTomak OpelcTaBJgnT cobomn
KOHIIeHTpalMio IJIOKO3H B KPOBM, B YaCTHOCTH, <5, 6 MMOJL/JI.

CoTJlaCHO HacCTOoAMeMy M300peTeHUI HOPMOIUIMKEMMUYECKME 3HAUeHUA
YPOBHSA IUIKKO3E B ILJIa3Me KPOBM IIOCJIe IIpMeMa UM, OIpelleJIEHHBE B
IOaHHOM IOKYMEeHTe, IMNpelcTaBJIART Cco00M KOHIEeHTpallMio TJIOKO3H B
KPOBU, COCTAaBJAKIYI, B yacTHoCTM, <7,8 MMOJL/J.

CorJjlacHO HacTodlleMy HM300peTeHMK "He KOHTPOJUMPYETCH IOJDKHBM
obpaszoM" omopeleJieHHEMM CpelCcTBaMM I[IPOTUBOIMADETHUECKOTO JIeUueHUA
O3HauaeT, yTO JaHHOe JleueHMe He  ABJIAeTCS IJOCTAaTOUHBEIM  IJIA
yCTpaHeHMs CHUMITOMOB caxapHoro mmabera 2 Tula. B dYacTHOCTH,
BHpaxeHre "He KOHTPOJMPYETCS OOJDKHEM ofOpasoM" HIpM OaHHOM JIeUeHUU
O3HayvaeT, UYTO Yy I[allMeHTa He »OOCTUTAaKTCd HOPMOTJIMKeMUUeCKHue
3HAUEHMS B OTHOMEHUM, HalpMMep, KOHIEeHTpallMM TJIOKO3H B ILJIa3Me
KPOBM Uepes 2 yaca I[Iocje IIpMeMa MM, 3SHadueHusa HbAlc wu/uim
KOHIEHTpaUuy TJIOKO3H B IJJa3Me KPOBM HaTOMakK.

[TauMeHT C caxapHeM guadbeToM 2 TUIa, OOOJEeXallMi JIeUeHMIO B
COOTBETCTBUM C HaCTOANUM M300peTeHMeM, MOXeT IMIpedcTaBJIATL cobon
cybBeKTa, CTpalawnmero OT caxapHoro muabera 2 TUlla, OPUM 3TOM
caxapHem nouabeT 2 THIa He KOHTPOJMPYEeTCS OOJIKHEM ofpa3oM IIpu
JIEUEHUN C IIOMOIEBK MOHOTepanuy Oa3alIbHEIM MHCYJIMHOM.

[TauMeHT C caxapHeM guadbeToM 2 TUIa, OOIJEeXalli JeUeHUIO B
COOTBETCTBUM C HaCTOANMUM M300peTeHMeM, MOXeT IIpelcTaBJIATL cobon
cybBeKTa, CcTpajawnimero oOT caxapHoro mpuabera 2 TUlla, I[IPpM 5STOM

caxapHeM OuadeT 2 TUIIa He KOHTPOJUPYEeTCsa HOOJDKHEM ofOpas3oM IIpHU



JIeUeHuUuM C TIOMOWBK KOMOMHalLMM TOJBKO 0a3aJIbHOTO MHCYJIMHa U
MeTOOpMMHA, HaIpuMep, (a) OpM Oo3e, COCTABJAKIEN I[I0 MeHBIIENW Mepe
1,0 T MeThopMUHA/ CYTKA ZNAZN 1o MeHbIen Mepe 1,5 T
MeThopMMHA/CYTKM B TeueHMe IO MeHbllel Mepe 3 Mecsuer, u/uam  (b)
npr »mose, cocTaBjigomel MakcumyM 2,0 T MeThopMMHA/CYTKM B TeueHUe
10 MeHbIle¥ Mepe 3 MecsAalleB WM OpM  Jo3e Makcumym 3,5 1
MeThopMMHA/CYTKM B TeueHMe I10 MeHbIlel Mepe 3 MecCdAleB.

[TauMeHT C caxapHeM OguadeToM 2 Tua, IODOIJeXalli JIeUeHMIo B
COOTBETCTBUKM C HaACTOANUM M300peTeHMeM, MOXeT IIpedcTaBJIAThL cobomn
cydBeKTa, CcTpajanmero OT caxapHoro »muabera 2 TUlla, OPUM 53TOM
caxapHeM guabeT 2 THIa, IOIJeXallMy JieueHMd, He KOHTPOJUpPpYeTCHd
IO OJDKHEIM obpa3oM TOJIBKO COeIMHEHNEM (b) u HeoOd3aTeJIbHO
coenmMHeHMeM (cC).

C IoMOmBK JIeUeHMS B COOTBETCTBMM C HACTOSAMMM M300peTeHMeEM VY
IaluMeHTa C CcaxXapHeM OuabeToM 2 TUIIa MOXEeT OHTL OOCTUIHYT TOJIKHEIMA
KOHTPOJIbL caxapHoTo 1ImabeTa 2 TUIIA, KOTOPHEM He KOHTPOJIUPYeTCSA
IOOJDKHEIM OO0pas3oM C TIIOMOIBK OIPeleJIEHHOTO JIEUEHMS, OIMCAaHHOTO B
IOaHHOM IOKYMEHTE.

"BazaJIbHEM MHCYJIMH", OIMCAHHHEM B »OaHHOM IOKYMEeHTe, BKJIOUaeT
VHCYJIMH TJIapIT'MH, MHCYJIMH OeTeMUp M MHCYJMH M300aH (MHCyJuH NPH) .
BazaJIbHHEM MHCYJIMH, B UYaCTHOCTM, BHOpaH U3 MHCYJIMHa TJlapI'MHa,
VMHCYJIMHa IeTeMMrpa M MHCYJIMHa u3odpaHa (MHCyJmHa NPH) .

B KOHTeKCTe DaHHOTO IOOKYMeHTa BHpaXeHUd "nmomJiexamui JieueHUIO

B COOTBETCTBUMU c HaCTO AlMM nzobperTenueM", "JleueHUe B
COOTBETCTBUMK C HaCTOAWUM nzobperTeHreM" W "Tepanmuga B
COOTBETCTBUKM C HacCToSmMM u300peTeHMeM" OTHOCATCHS K  JIeUeHUd

nauMeHTa C caxXapHeM guadeToM 2 THIIa C IIOMOmBID dapMaleBTUUeCKOM
KoMOMHALIMM, CcoImepXxalen:

(i) JukcuceHaTHUI U/UIM eTo dpapMaleBTUUSCKU IpHMeMIIeMy COJIb,

(ii) wmHCYIMH TJapTUMH ¥/MWIM eTo dapMaleBTHUUECKM IPpHeMIIEeMYIo
COJIb M

(iii) HeobBgzaTesbHO MeTOOPMMH M/UIM eT0o dapMalleBTHUUEeCKU
IpreMJIEMYI COJIb,

ONMCaHHEHE B JaHHOM INOKYMeHTe.

IOMOJIHMTEJILHEM  acCIIeKTOM HaCToAmero U300peTeHMS  ABJISETCSA
bapMmaLeBTHUECKAS KoMOMHAaLMI nJig IPVIMEHEeHM S c 1eJIbIo
npenynpexnoeHns nOpubaBjieHMS Beca MW/ WIKM IJA MWHIYUIMPOBAHUS IIOTEpPU
Beca VY IallMeHTa C caxXapHeM »nuabeToM 2 TuIla, IIPM STOM YyKa3aHHAasd
KOMOMHAILIMSA COIOEPXUT :

(i) JmurcuceHaTHI U/UIMU €70 dapMalleBTUUECKU IPpMeMIIeMYyl COJIb,



(11) wmHCYIMH TJapIMH ¥/MiIM eTo dapMalleBTUUECKM I[IpVeMIEMY0
COJib U

(11i) HeobBgz3aTesbHO MeTOOPMMH U/MUIM eT0 bapMalleBTUUECKU
IpUeMJIeMyld COJIb .

B COOTBETCTBUM C BTHUM aclIekKTOM caxXapHuM nmuabeT 2 TuUIA,
nomjiexalmuryl JIeUeHMIO, [NPeONOUTUTEJIEHO He KOHTPOJUPYETCHS IOJDKHEM
o0pasoM TOJIEKO coenuHeHMeM (b) u HeoOA3aTeJIbHO COeOMHEHMEM (C).

[I[pyMepH HACTOAMETo u300peTeHMa IIOKA3HEBAT, UTO B3asgBJjisgeMasd
KOMOMHAIIMA MOXET CHMXAThL BeC Tejla y IalMeHTa C CaxapHbeM IradeToM
2 Tumna, OIpeneJIeHHEIXx B HOaHHOM JIOKYMeHTe, IIPM STOM IIperapartT
CpaBHeHUSA (MHCYJVH TJIYJM3MH OIMH pas3 B CYTKM WIM TPU pas3a B
CYTKM) MHIOYIUPYET BHauuTelJlbHOoe NpubaBJjieHMe Beca.

Eme OIIHUM acCriekToM HacToAmero n300peTeHns ABJISETCH
bapMmanieBTMUeckas kKoMOMHaAIMA OJA I[IPUMeHeHMS C 1LeJIblo CHMKeHU A
pUcka THUIOTJIMKEeMUM Yy IallMeHTa C caxapHeM »ouabeToM 2 Tua, IIpKU
STOM yKaszaHHasg KoMOMHAaIMS COIEepPXUT:

(1) JmkcuceHaTua n/viaM ero QapMalleBTUUECKM IpUeMIIeMyl COJIb,

(11) wmHCYIMH TJapIMH ¥/WIM eTo dapMalleBTUUEeCKM IIpVeMIEMY0
COJib U

(11i) HeoBga3aTesbHO MeTOOPMMH U/MUIM eT0 dapMalleBTUUECKU
IpUeMIIeMyl0 COJIb .

B COOTBETCTBUM C BTUM aclekKTOM caxXapHuu nmuabeT 2 TuUIA,
Homjiexamul JIeUeHMIo, [IPeOlNOoUTUTEJIEHO He KOHTPOJUMPYETCS IOJIKHEM
oOpasoM TOJIEKO coenuHeHMeM (b) u HeoOA3aTeJIbHO COeOMHEeHMeM (C).

[TpUMepHL HacToAmeIo nz306peTeHNUd IIOKa3LBanT, uTo
IIONTBEPXOEHHAS TUIIOTJIMKeMMUa ObJla KOJMUECTBEHHO ¥ 3HAUMMO HUXE
IpM [OPUMMEHEeHWM BafaBJISeMOM KOMOMHALMMK C YYEeTOM CPaBHUTEJILHOTO
JIEUeHVS WUHCYJIMHOM TUIYJIM3MHOM OOWH pas3 B CYTKM WIM TpPpMU pas3a B
CYTKMH.

TUIOTJIMKEMUA SBJIAeTCSd KpalHe BaXHBM OTpPaHMUMBALIMM GakKTOopOM
IpM KOHTpOJIe TUIMKEeMMM IIpM caxapHoM arafeTe Kak B KpPaTKOCPOUHOM,
Tak M B JIOJITOCPOYHOM Iepuome. HecMOTps Ha IIOCTOAHHOE YIIydlleHre
KOHTPOJIA TJIMKeMMM IIpM caxXapHoMm nuabeTe, HaHHHE [IONYJIALUMOHHOTO
MacmTaba YyKas3HBalnT Ha TO, UYTO TIUIOTJIMKEMUS OCTaeTcd OCHOBHOM
npo®JjeMoM OJig JIoIeV C caxXapHbeM IuabeToM kak 1 Tua, Tak M 2 TUIla
(American diabetes association, workgroup on hypoglycemia:
Defining and Reporting Hypoglycemia in Diabetes. Diabetes Care
28(5), 2005, 1245-1249).

KomBuHaumsa HacToAmero nz3obpeTeHUd MOXeT npelynpennThb

T'MIIOTJVIMKEMHMIO IIPpM BBeIOceHNM IlallMeHTaM C CaXapPHEM omadeToMm 2 THUIIa,
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OIIMCaHHEIM B OAaHHOM JOKYMEHTe. "TlpenynpexieHre  TUIOTJIMKeMUM"
BKJIDUAET YyMeHLIIeHMe UKcia DSIM3000B TUIOIJIMKEeMUM U/WIM TIKeCTU
SIMB0O0B TUIOIUIMKeMMM. KoMOMHAlLIMS, OIMCaHHas B IJaHHOM IOKYyMeHTe,
OpurolHa OJIA IIPMMEHEeHUS C lLeJiblo NpelylpeXieHMSa IUIOTJIMKEMUN .

CoTJilacHO HacTodAmeMy MW300peTeHu IMIOIJIMKEMMS IIpelcTaBJIgeT
cofo¥ cocTosHMEe, IIPM KOTOPOM VY IIallMeHTa C caxapHbeM amuadeToM 2
THUIIa KOHIEeHTpalusa TJIOKO3H B ILJIasMe KpPOBM cocTaBJgeT Hmke 70
Mr/og (im Hmwke 3,9 MMoJis/J1), Hmwke 60 Mr/mi (M Huxe 3,3
MMOJIL/JI), Huke 54 wmr/nn (uam Huwxe 3,0 MMoJb/Ji), Hwke 50 wmr/mn,
Hmwxe 40 Mr/mj mimM HMxe 36 MU/ Il.

CorJjlacHO HacTodgleMy M300peTeHND "cuMIITOMATHUECKA S
TUIoTJInKeMms" I "somzon CUMIITOMaTHUUECKOM TUIIOTJIMKeMU "
opencraBygeT CcoOOM COCTOSHME, CBA3aHHOE C KJIMHMUECKMM CUMIITOMOM,
00OYCJIOBJIEHHEIM TUIOTJIMKEeMMEeN, IIPM KOTOPOM KOHUEeHTpalMsa TITUIOKO3H B
jiasMe KpPOBM MOXET COCTaBJATL Huke 70 wMr/oin  (uiam  Huxe 3,9
MMOJIL/JI), Hmwke 60 wMr/ma (mam Hmke 3,3 MMOJIB/J), Hmwke 54 wMr/moi
(i "Hmwxe 3,0 MMOJB/J1), Hmwke 50 wMr/mn wiam  Hwke 40 wMr/noi.
KiIMHMYe CKYM CHUMIITOMOM MOXeT OHITD , HaopuMep, IIOTJIMBOCTE,
yualeHHoOe cepnuebueHre, UYYyBCTBO TIoJioja, OecCIOKOMCTBO, TpeBoTra,
YTOMJISAEMOCTE, Pa3opaxmuTelsIbHOCTE, TOJIOBHAA BoJIb, CHIXEeHMe
KOHIIeHTpallK, COHJIMBOCTL, HapymeHMs IICUXUKM, HapyleHMsa 3peHud,
TPaH3UTOPHEE CEeHCOpPHEIe HapymeHusd, TPaH3UTOPHEE OIBUTaTeJIbHHEe
HapylmeHuH, CIIYTAHHOCTEL COBHaHUA, cymoporm u  koMa. CoOIJlaCHO
HacCToOAIeMy n300peTeHn MOXHO BHOpPaTh OOMH VI HECKOJIbKO
KJIMHUUECKUX CUMITOMOB CHMITOMATUUECKOV TIUIIOTJIMKEMUM, YKa3aHHHX B
IOaHHOM IOKYMEeHTe. CuMIITOMaATHMYeCcKasa TIUIOTJIMKeMMUI MOXeT  OHTb
CBA3aHa ¢ OHCTPOM  YyTHIM3aLUMeV Iocjie IIepopalJibHOTO  BBeIeHUS
YIUIEBOOOB. ONM30O CUMITOMATUUYECKOM THUIOTJIMKEMUM IIPEeONOUTUTEIJIbLHO
XapakTepusyeTcsa KOHIeHTpaluen TJIIOK O 3L B jiasme KpPOBHU,
cocraBJygomer Hmwke 60 Mr/mi (mam Huxe 3,3 MMOJIL/JI) .

CorJlacHO HaCTosleMy MB00peTeHMI0 '"Taxeass CUMITOMaTUUYeCKas
runoraukeMmss" MM "SOM300 TAXKEJION CUMITOMATUUECKOM TUIOTJIMKeMUM"
opencTaBJgeT cobo¥M CcoCcTodHME C KIMHMUECKMM CHUMIITOMOM, YKa3aHHoe
B IOaHHOM HOOKyMeHTe, OOYCJIOBJIEHHOEe TUIIOTJIMKeMMelN, I[IpU KOTOPOM
KOHIIeHTpallMsa TJIOKO3HE B IIJlasMe KPOBM MOXeT COCTaBJATL Hmke 70
Mr/oa (Miam "Hmwke 3,9 wMMmoJin/J1), Hmwke 54 wMr/pin (mam Huxe 3,0
MMOJIL /JI) WM  Huxe 36 wMmr/min (miam  Hwxe 2,0 MMmoss/J1) .  Tsaxesad
CUMIITOMaTHUYeCcKas TIUIOTJIMKeMMsa MoXeT OBTb CBS3aHa C  OCTPHEM
HEeBPOJIOTUUECKYM HapylleHreM, OoOYCJIOBJEHHEM 3IM30O0M THUIOTJIMKEMUN .

HpT/I T SKeJION CUMIITOMaTUUECKOM I'MITIOTVJIMKEMNN IIallMeHT MOXeT
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HYyXIaTbCd B IIOMOmMM IOPYT'OT'O UYeJIOBeKa MOJIS aKTMBHOT'O BBeIeHUA
YTJIEBOOORB, TJIOKaroHa W BEIIIOJIHEHU A OpYITMX peaHVMallIOHHEIX
OeCTBUM . ChuZi [IPUCTYIIEL MOTYT OHTH CBSA3aHH C YPOBHEM
HeMPOTJIMKOIIEHNM, HOOCTATOUHHM, UYTOOHB BHBBATH CYIOOPOXHHM IPUIALOK,
[IOTEPK CO3HAHMA WM KOMY. JV3MepeHMe KOHIUEeHTpaluM IJIOKO3H B
jiasMe KPOBM MOXeT OHThL He OOCTYIIHO BO BpeMfd TakKoIr'o DBIM30-a, HO
HOpMaJM3alMa HEeBPOJOTMUeCKOIT'O CTaTyca, BE3BaHHaAd BOCCTAHOBJIEHUEM
HOPMAaJIbHOM  KOHUEeHTpauuy  ITJIOKO3H B IIJla3Me  KpPOBU, cuMTaeTcd
OOCTATOUHEIM [»OOKaszaTeJIbCTBOM TOI'O, UTO SBIM30H ObBJI BHS3BAH HU3IKOM
KOHIleHTpauuemn TJIIOK O 3EI B IJjiasMe KpPOBM. Snmszon T SIXeJION
CUMIITOMaTHUUECKOM  IMIOIJIMKEMMM IIPEeONOUTUTEJIbHO XapaKTepusyeTcd
KOHIIeHTpallMel IVIOKO3H B IIJla3Me KPOBU, COCTaBJIALIeENr Hmke 36 MI/IJ
(i Huwxe 2,0 MMOJIB/JI) .

OmpenejieHue  TSXEJOM  CUMIITOMATUUECKOWM  TUIIOTJIMKEMUM  MOXET
BKJIOUATh BCE IMPUCTYIIE, KOTIOa HEBPOJOTUMUECKOe HapylleHue [GBJISEeTCSH
OOCTaTOUHO T SKEJIEIM, UTOOH [IPEernaTCTBOBAThH CaMOCTOATeJILHOMY
JIeueHun, Y  KOTOPHE TeM  CaMBM, Kak CcumMTaeTcH, MIOOBEPT AT
NalyMeHTOB PUCKY IPUYMHMTE BPel CBOEMY 3IOOPOBBIK WM OKPYXaKINVM.
OcTpoe HeBpOJIOTMUEeCKOe HapylleHMe MOXeT TIpeICTaBJIATb coboi IIo
MeHbIle Mepe HapylleHue, BHIOpaHHOEe M3 COHJMBOCTM, HapylleHusd
IICUXVKM, HapylleHusd 3BpPeHMa, TPaH3UTOPHEX CEeHCOPHHX HapyleHuM,
TPaH3UTOPHEIX IOBUIT'aTeJIbHBIX HapymeHun, CIIyTaHHOCTHU CO3HaHUA,
cymopor’ M koOMH. "HyxmaeTcsa B noMommu" oO3HadaeT, UYTO I[alMeHT (kKa)
He MOXeT caM(a) okazaTb cebe INOMOmL. IIOMOMmMBb MalMeHTY U3 OOOPOTH,
KOI'Ia IIOMOIb He TpebyeTcd, He CJeOyeT CcuuMTaTh CJydaeM, Korga
"HyxgaoTcs B roMomm" .

Taxejlasgs CHUMMITOMaTMUeCcKas IUIOIJIMKeMMsa MOoXeT OHThL CBS3aHa C
BEICTPOM  yTUIMB3alMel Iocjie IIepopalJlbHOTO  BBeleHUS  yIJIeBOIOEB,
BHYTPUBEHHOTO BBeOeHMS IUIOKOS3H WMJINM/M ITJIoKaroHa.

CorJlacHO HacTogleMy M300peTeHN "TOKYMEeHTAaJIbHO
MIONTBEPXIEHHAS CHUMITOMATHUUYECKad TUNOTUIMKeMua" wmiau "IOKyMeHTaJIbHO
OO TBEPXIeHHEIM 2IIN300 CUMIITOMAaTHUUECKOM TUIIOTJIMKeMUM "
opencraBygeT coboM sOM30M, BO BpeMa KOTOPOTO IIPU  TUIIMYHEX
CUMIITOMax THUIOTJIMKEMUNM WM3MepeHHas KOHIEHTpalusa ITJIKO3E B ILJIa3Me
KpOBU cocTaBjadger < 70 wMmr/man (£ 3,9 MMOJL/JI) WIM MeHbIle, WU
paBHgeTcs 54 wMr/ma (£ 3,0 MMOJIB/JI) . KIMHMUECKMMM CUMITOMaMM,
KOTOPHE, Kak CcumMTanT, OBOYCJIOBJIEHE NPUCTYIIaMU  I'MIIOTJIMKEMUH,
ABJIARTCA, HalprMep, [IOBHIIEHHA I [IOTJIMBOCTL, HEPBOBHOCTE,
acTeHmus/ciaabocTb, TpPeMop, TOJOBOKPYXeHMe, IIOBLIIEHHH alleTHuT,

YdallleHHOe cepnluelueHMe, I'OJIOBHaA 0oJb, HapyleHure CHa,
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CIIYTaHHOCTB CO3HaHMn4g, CYIOOPOXHEIE Inpuniianoxkm, InoTep4a CO3HaHMn4g,

KOMa .

CorJlacHO HacTo4lleMy N300peTeHN "acuMITOMaTHMUECKAasd
TUrnorJnkemMmsa"” MJIN "snomson ACUMIITOMATHUUECKOM TUIoTJIMKeMmm"
npencraByigeT cobon DIMNB0M, He COIPOBOXIAIMUNIC S TUIIMYHBIMA

CUMIITOMaMM TMUIIOTJIMKEMMM, HO IIPpU KOTOPOM M3MepeHHasd KOHIEeHTpaluid
TJIOKO3E B ILJlJasMe KPOBM MeHblle MM paBHa 70 Mr/mia (3,9 MMOJIb/JI)
WX MeHbIle, WM paBHa 54 mr/mn (3,0 MMoJb/JI) .

CorJlacHO HacToAmeMy Mu300peTeHUID "BeposaTHas CUMITOMATHUUYECKAS
TUIIOTJIMKeMMs" WJIN "BepOSTHBIM BION30I0 CUMIITOMAaTUYECKOM
TUIIOTJIMKeMUur" TmpencTaBjisgeT cobo¥ DIM30I, BO BpeMsS KOTOPOTO IIPpU
CHMIITOMAax TUIIOTJIMK MU He [IPOBOIOAT V3MepeHue KOHLIEHTPpaluN
TJIOKO3E B ILJIJasMe KPOBM, HO KOTOPHM OBJI OPedloJIOXUTEeJILHO BH3BAaH
KOHIIeHTpallMel TJIOKO3H B ILJla3Me KPOBM, COCTABJAKNIEN MeHee WK
paBHOM 70 Mr/mn (MM MeHee MJIM paBHOM 3,9 MMOJIL/JI) WMIM MeHbIe,
uiaM paBHOM 54 Mr/min (MM MeHee wiIM paBHOM 3,0 MMOJB/JI); TIPU 3TOM
CUMIITOMEl BEBELUIEUEHE C IIOMOMBK II€pOpPalJIbHOTO BBeIeHMHd YIJIEeBOIOB 0e3
[IPOBEeIeHNsa TecTa IJA OIpelelJIeHMA KOHIEeHTpaluy IJIKO3HE B ILJIa3Me
KPOBM.

CorJjlacHO HacTogleMy N300peTeHN "oTHOCHUTeJIbHAa A
TUrnorJnkemMmsa"” MJIN "somzon OTHOCUTEJILHOM TUIIoOTJIMKeMum"
opencraBJgeT CcoOoM D2IM30I, BO BpeMad KOTOPOTO UeJIOBeK C CaxXapHHM
oradteToM coofllaeT O KaKUX—JIMOO TUIIMUHEIX CHMIITOMax IUIIOTJIMKEMUN U
MHTepIpeTUupyeT CHMIITOME KakK YyKaseBawlMre Ha IUIOIJIMKEMMI, HO IIpHU
STOM M3MEepeHHasd KOHLeHTpalMd IJIOKOS3E B IlIJla3Me KPOBU COCTaBJILAET
Bosiee 70 mMr/mi (mam 6oJiee 3,9 MMOJIL/JI) .

CorJjiacHO HacToAmeMy n300peTeHnD TUTIOTJIMKEeMMEN MOXeT
ABJIATLCSA CHUMITOMaTMUecKasd TITUIOIJIMKEMMS, TSXejlasgd CHUMITOMaTHMUYecKasd
TUIIOTJIMKEMM S, OOKYMEeHTAaJIbHO IOOTBEPXIEHHA A CUMIITOMaTHUUYEeCKas
TUIIOTJIMKEMM S, BepoOATHad CUMIITOMaTHUYEeCKas TUIIOTJIMKEMIM S,
OTHOCUTEJIbHAasg CHMITOMAaTHUYeCKas TUIOIJIMKEMMS WJIM ©OeCCHUMIITOMHASA
TUIIOTJIMKEMIS . [MpednouTUTEeILHOM ABJIAETCSA CHUMIITOMaTHUUYeCKasd
TUIIOTJIMKEMN S, foJiee MOPenlNouTUTEJIBHO TAXeJasd CUMITOMaTUMUYeCKasd
TUIIOTJIMKEMIS .

"CHMXeHne pucCKa TUIoOTJIMKeMum" , MCIIOJIE 3YEMOE B OaHHOM
OOKYMEeHTe, MOXeT BKJIOUATh YMeHBIIeHMEe UMcJa CllydaeB TUIOTJIMKEMUM.
UMcio ciydaeB TIUIIOTUIMKEMMM Ha I[MallMEHTO-TOJI MOXHO pacCuuMTaTh IJIA
rialuMeHTa cJIeIVIOMM obpasoM: 365,25 X (umcJiio NIPUCTYIIOB
TUNOTJMKeMUM) / (UMCJIO OHeM JIeUeHMd) M CYMMMPOBATL II0 TUIY SIM30Ia

¥ Tpylne JeueHUd. "CHUXeHVEe pPHUCKa pasBUTHUA ITUIoIUIMKeMum",
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UCIIOJIBE3YyeMoe B HOaHHOM MHOOKYMeHTe, MOXeT HOOINOJIHUTEJILHO BRJIOUYATH
npelynpexneHre TUIOIVIMKEeMUM Y TlallMeHTa, KoT'Ja CcocTaB, ONMCaHHHM
B OaHHOM JOKyMeHTe, BBOIAT IIallMeHTy C caxapHeM nuabeTom 2 TuUla,
ONMCaHHOMY B  IaHHOM  IOKYMeHTe. "CHMXXeHVe  pPUCKa  pas3BUTUA
TunoTJmMkeMun", WCIIOJIE 3y EeMoe B OaHHOM IDOKYMEHTE, MOXET
OOIIOJIHUTEJIEHO BKJIOUATL yMeHbIIeHMEe UMcJa BSIOM30I0B TUIIOTJIMKEMUU
U/MAN TSAXKECTU SNMB000B TUIMNOTJIMKEMUN .

[TallMeHT C caxXapHHM aradeToM 2 TuUIa, CTpajanmri OT CaxapHOTO

onadbeTa 2 TUIla, KO’I‘OpI::Iﬁ IIOOJIEXNMT JIEUEeHVIO B COOTBeTCTBMU C

HacToSmyMM M300peTeHMeM, MOXeT MMeTh OXMpeHMe. IlallMeHT MOXeT
CUMTaThLCAd KVMERNMM  OXMpeHue, eciIM ero  MHOEKC MaccCH  TeJa
cocTaBJIgeT IO MeHbmel Mepe 30  kn/M2. CorJjlacHO  HacCTOo4meMy

M300pEeTEeHNK [IallMeHT C OXMPEHMEeM C caxapHeM OnadeToM 2 THIla MOXET
UMEThL MHIEKC MacCCH TeJjla, COCTaBJSKmMI [0 MeHbmel Mepe 30 kr/M2.
[TauyeHT C OXMpeHMeM C CaxXapHEM IradeToM 2 Tulla MOXeT UMeTH BeC
TeJjla, COCTaBJAKINMIM IO MeHbIleM Mepe 87 KI', IO MeHbIeM Mepe 88 kT,
10 MeHbHelr Mepe 89 KI' MIM IO MeHbmelr Mepe 90 xr. IlalMeHT C
CaxapHEM OuabeToM 2 THUIla MOXeT MMeTh OXMpeHMe OO Haualjla Tepallun
KOMOMHAaIMe B COOTBETCTBMM C HACTOANMM M300peTeHMeM.

BospacT mnaumeHTa, IIomJieXalleI'o JEeUeHMI, MOXeT COCTaBJIATH
MeHee 50 JjeT. Bo3pacT HaluMeHTa TakKXe MOXET COCTaBJIATH I[IO MeHbIeM
Mepe 50 JeT WM HaxXOOUTLCA B OuanaszoHe oT 50 JjeT pmo 64 JerT.
Bo3pacT mnauMeHTa TakXe MOXeT COCTaBJIATE II0 MeHbIleM Mepe 65 JerT
WM HaxXOOUTbCA B OMalasoHe oT 65 jerT pmo 74 JjeT. BospacT naluMeHTa
TakXe MOXET COCTaBJIATL IIO0 MeHbllell Mepe 75 JjeT. IlIpedloUuTUTeJIBHO,
yTOoOH BO3pAacT MHallMeHTa OBJI IO MeHbIel Mepe 65 JjerT.

[TauMeHT C caxapHeM OuadeToM 2 TUIla, DOOJeXalui JeueHUn B
COOTBETCTBMM C  HaCTO4AMM  M300peTeHUEeM, MOXeT cTpaImaTb oT
caxapHoro mmabera 2 THUIla, He KOHTPOJIMPYEMOI'O IOJDKHEIM 0O0pasoM
MOHOTepanue 06a3alIbHEIM MHCYJMHOM WM TOJBKO ©Oa3zajibHEM MHCYJIMHOM
¥ OIOHUM-TPeMda NPOTUBOOMADETUUECKMMM CPpencTBaMM IJIA IIepopaJibHOT'O
[IpUMeHeHU I, BHOPaHHEMI nus3 TPYIIIIE, cocTosAmen TOJILKO nu3
MeTQOPMMHAE, CYJBQOHMIIMOUEBUMHH, MHIUOUTOpa DPP-4 wmiam 1mamMHUOa. B
COOTBETCTBUU C OaHHBM KOHTEKCTOM, Ba3zaJbHEN VHCYJIVH, B
YaCTHOCTM, BHOpaH M3 MHCYJMHa DJlapl'MHa, MWHCYJIMHa »OeTeMrpa U
MHCYJIWHa u30baHa (MHCyJIMHa NPH). KpoMe TOTr0o, caxapHuM nuabeT 2
THUIIa, NOOOJIeXalu JIeUeHU, [PeNlIouTUTEJILHO He KOHTPOJUPYeTCH
OOJDKHEIM oBpasoM TOJIbLKO COenOMHEHNEM (b) u Heo043aTeJIbHO
COeIMHEHNEeM (C) .

[laumeHT C CaXapHEM omuadeToM 2 THIIa, nonJjiexamut JIeUeHUO B
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COOTBETCTBMM C HaCTOANMM M300pPEeTEHMEM, MOXeET VMEThb YPOBEHb
TJIOKOB3E B ILJlJa3Me KPOBM HaTOmMaK, COCTaBJAKMIMY [0 MeHbler Mepe 9
MMOJIB / JI VIV 1o MeHbIIen Mepe 9,5 MMOJIB / JI, npu JIeUeHUN
MOHOTepanuey Oa3aJIbHEIM MHCYJIMHOM WMJIM TOJBKO OaszaJIbHEM MHCYJIMHOM
¥ OIOHUM-TpeMs [NIPpOTUBOIMabeTUUeCKMMM CpelcTBaMu OJIA I1epopaJibHOI'O
IpUMeHeHus, BEIOpPaHHEMA nus3 TPYIIIIH, cocTosAmen TOJILKO us3
MeTQOPMMHA, CYJIbQOHUIIMOUEBMHE, MHIMOMTOpa DPP-4 wiau TJauHMOa. B
YaCTHOCTHU, KOHILIeHTpaluMsa IDJIOKO3E B IIJJasMe KpPOBM  HaTOomakK VY
nalMeHTa MOXeT COCTaBJIATL I[IO0 MeHbIel Mepe 9 MMOJIL/JI MM IO
MeHbImer Mepe 9,5 MMOJIL/JI OO Hauajla Tepaluu KoMOMHaLMel B
COOTBETCTBMM C HaACTOAMMM M300peTeHMeM. B COOTBEeTCTBUM C HOaHHBEM
KOHTekKCcTOM, ©Oa3aJIbHEM MHCYJIMH, B UYacTHOCTM, BHOpaH M3 MHCYJIMHA
TJlapTMHa, WHCYJIMHa »OeTeMUpa WM MHCYJMHa Wu3o0d®aHa (MHCyJMHa NPH).
Kpowme TOTO, caxapHe OuadberT 2 TUIIA, nomjexammui  JleueHuo,
IpennouTUTEeJIbHO He KOHTPOJNPYETCH IOOJDKHEIM obpas3oMm TOJIBKO
coenuHeHreM (b) m HeoOsg3aTellbHO CoOelIMHeHMeM (C).

0o HauvaJla TepaluM KoMOMHAallMeM B COOTBETCTBMM C HACTOIMUM
n300peTeHMeM KOHIIeHTpalMd TJIKKO3H B IIJJa3Me KPOBM HaTomak vy
naluMeHTa MOXeT HaxoOUThLcd B OMalnasodHe oT 5,6 wMMmoJn/J mo 6,9
MMOJIL/JI TIPpY  JIeYeHMM TOJIbKO coearHeHueM (b) u HeoBsa3aTesbHO
COeNVHEHVEM (c) . OaHHBM omarasoH cunTaeTCcs HapylmeHHOM
KOHIIeHTpalMen TUIOKO3HE B ILJla3Me KPOBM HaTOMak.

0o HauvajJa TepaluM KoMOMHAallMEM B COOTBETCTBMM C HACTOAMUM
n300peTeHUeM KOHLeHTpalud IJIOKO3H B IJla3Me KpPOBM HaTollak vy
rnaureHTa MOXeT COCTaBJISTL IIO MeHbllel Mepe 6,6 MMOJIbL/JI, IIO
MeHbIIel Mepe 6,7 MMOJIL/JI, IO MeHbIel Mepe 6,8 MMOJIL/JI WM IO
MeHbIe Mepe 6,9 MMOJIL/JI TIpM JIeUeHUM TOJIBKO coeluHeHreM (b) wu
HeoOa3aTeJIbHO CcOoeIMHeHMeM (C) .

[TauMeHT C caxapHeM guabeToM 2 TUIla, IODOOJEeXallMi JIeUeHMIo B
COOTBETCTBMM C HaCTOAMMM M300peTeHUEeM, MOXeT WMMETb 3HaueHNe
HbAlc, cocTaBJidrmee 1o MeHbIIen Mepe 8,5% Ipu JIeUeHUN
MOHOTepanmuey 0as3aJIbHBEIM MHCYJIMHOM WJIM TOJbLKO OasaJIbHEM MWHCYJIMHOM
¥ OIHUM-TPeMS I[IPOTUBOIMAOETUUECKMMM CpelcTBaMM IJIA I1epopaJibHOT'O
IpuMeHeHud, BEIOpaHHBEMU nu3 TPYIIIIH, cocTodmen TOJIBKO "3
MeTOOPMMHAE, CYJbBQOHMIIMOUEBUMHH, WMHIUOUTOpa DPP-4 wmiam 1namHMOa. B
YaCTHOCTHM, 3HaueHMe HbAlc y HDallMeHTa MOXeT COCTaBJIATE 8,5% 1o
Hauvajla Tepalnmnu KoMOMHalLmen B COOTBETCTBUU C HaCTO AIMM
nzobpeTeHreM. B COOTBETCTBUM C HOaAHHBEIM KOHTEKCTOM, 0a3aJibHHEMN
VMHCYJIMH, B 4YaCTHOCTM, BHOpaH M3 WMHCYJMHa IJlapI'MHa, MWHCYJIMHA

oeTeMupa M MHCYJIMHa u30daHa (MHcyJImHa NPH). Kpome TOTO, CaxapHHM
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omnaderT 2 TUIIA, moaJiexammin JIEUEeHM, [IPennouTUTEeJIbHO He
KOHTPOJIMPYeTCH OOJDKHEIM obpasoM TOJIEKO COeIMHEHVEM (b) 7
HeoOA3aTeJIbHO COeOMHEeHMeM (C) .

0o HauvajJa TepaluM KoMOMHAallMEeM B COOTBETCTBMM C HACTOIMUM
nzobpeTeHreM 3HaueHMe HbAlc vy HauMeHTa MOXeT COCTaBJIATH IIO
MeHbIle Mepe 7,5% wmaIM 10 MeHbmeM Mepe 7,8% OpM JIeUEHUM TOJIBKO
coenuHeHMeM (b) m HeoBdA3aTeJILHO COeOMHEHMEeM (C).

B uyacTHOCTM, IMaLUMeHT, IIomJexallMi JeUeHMI0O B COOTBETCTBUU C
HacToOAmMMM M300peTeHueM, He TIIoJIydyaeT COIyTCTByKllee JIeUeHUe,
cocToAmee IO MeHBIleV Mepe M3 OOHOTO U3 CyJIbOOHMIIMOUEBMUHH,
nHruburopa DPP-4 u rmauHMOa.

B uyacTHOCTHM, MNalMEHTY, I[IOoIJIeXalleMy JIedeHMI B COOTBETCTBUM C
HacToAmMM M300peTeHMeM, IIOCTaBJIeH IMarHos 1amabeTa 2 TUIa IO
MeHbBIIe Mepe 3a 1 Tonm MIM IO MeHbBIeV Mepe 3a 2 Toda IO Hadaja
TepallMM B COOTBETCTBMM C HACTOAMMM M300peTeHMEM.

BeemeHre KOMOMHAIIMM B COOTBETCTBMM C HaCTOAMUM MK300peTeHMeM
MOXEeT I[pelyCMaTpMBaTEL CJelynlre CTaOWu:

(1) BBemeHue coemuHeHuM (b) M (c) B TeueHMe I[IO MeHbLIIEeM Mepe
4 HepmeJlb U

(ii1) mnpomoJpkeHMe JedueHMa IIYTeM BBeIeHMA coeIMHeHuM (a), (b)
n (c),

Ioe KOJMUeCTBO CcoemMHeHMA (b), nonojexamero BBeIeHMIO Ha
cramuax (1) wu/umm  (ii1), KOppeKTHPYLT (TUTPYIT) TakuM ofpasoM,
YTO 3BapaHee OIpenesIseMHlM YyPOBeHL IUIOKO3H B ILJla3Me KPOBM HaTollak
U/UIM 3apaHee OINpemesideMBl YPOBeHbL IJIOKO3H B ILJJa3Me KPOBU IIpU
CaMOKOHTPOJIE HOOCTHUIaeTCsS MWIM IO MeHbIleM Mepe NPpUBIN3UTEJILHO
OOCTUTaeTCa. B YacTHOCTHM, KOPPEeKLUMK (TUTPOBaHME) OO3H COeIVMHEeHUSA
(b) BHIIOJHALT Ha cTamuy (i) .

Ha cragum (1) COeOMHEHN I (b) n (c) bapmalnleBTHUUECKOM
KOMOMHALMKY I10 HaCTOAMeMY M300peTeHMK MOXHO BBOIMTB B TeUeHMe II0
MeHblle¥ Mepe 4 HemeJb, 10 MeHbIle¥ Mepe 8 HemeJb, I[I0 MeHLIIeM Mepe
12 Henmenb WM TIO MeHbBIeM Mepe 16 Heleldb. I[IpeANOUTUTEJILHO CTalusd
(1) mOpenmycMaTpuMBaeT BBeleHMe coenuHeHuyr (b) m (C) B TedeHUe IO
MeHbIIeV Mepe 12 HeleJb.

Cranumo (1) MOXHO OCYIECTRBJIIATH B TeueHNe MaKCUMyM
OpUOIN3UTEILHO 8 HemeJlb, MaKCUMyM NOpubIM3UTEJIBHO 12 HemeJlb,
MaKCUMyM HOPUOIIM3UTEJNILHO 16 Helelb, MaKCUMyM OPpUOIU3UTEIEHO 20
HeneJylb WM MaKCUMyM OPUOIM3UTENEHO 24 HepmeJsib. llpeldlouTUTeJIbHAaA
IPOOOJIKUTEJIEHOCTD cranum (1) COCTaBJIgeT NpUBIIN3UTEJIEHO 12

HeloeJlb .
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Cramuio (1) MOXHO OCYMEeCTBJATL IIPUM YCJIOBUM, UYTO COeIMHEeHNe
(a) He BBOHmAT. Kak T1okazsaHO Ha IIpUMepe HaACTOAIeI'o MU300peTeHUd,
JleueHue KOoMOMHaLMen VHCYJIMHA TJlapruHa, JUKCHCeHaTHIa u
HeoBa3aTeJIbHO MeThopMMHA MOXET HOpMaJIM30BaTh KOHIIeHTpPalMio
TJIOKO3E B ILJla3Me KPOBM HaTomak, 3HaueHue HDA ., BeC TejJla M PUCK
TUIIOTJIMKEMUM B CJydae, eCcJM JIeUeHMEe HauMHaeTCsa C BBeIOeHMS TOJBKO
MHCYJIMHa TJlapTMHa ¥ Heo0A3aTeJIbHO MeTdopMMHa. C  IIOMOWMBI STOTO
IpOTOKOJIa JIeUeHUS O3y MHCYJIMHAa IJlapITMHAa MOXHO CHUSBUTD.

B dapMaleBTUMUECKOM KOMIIO3MLUUM I10 HaCTOoAgleMy M300peTeHH’o
KOJIMUEeCTBO coemMHeHMsa (b), nDomjexamero BBeOeHMIO Ha cTammax (i)
u/ U (ii), KOPPeKTUpyeTCcs TaKUM obpasomM, uTo 3apaHee
omnpemejIIeMbll YPOBeHL IUIOKO3H B IIJlJa3Me KPOBM HaTomak 1/UIu
3apaHee oIpelesiSeMbl CaMOKOHTPOJMPYEMEM YVPOBeHL TJUIOKO3HE B ILJIasMe
KpPOBU ooCcTUTraeTcs WIn 1o MeHbIen Mepe OpUBIN3UTEJILHO
nocturaercsa. KoamuecTBO coenmHeHusa (b), nomjexamero BBeleHMIO Ha
cramuax (i) wu/miam (ii), MOXHO KOPPEKTUPOBATEH Ha OCHOBE CYTOUHHX
V3MEepeHuM KOHIeHTpalrMu TJIDKO3E B ILJla3Me KpoBM. B uyacTHOCTH,
KOJIMUEeCTBO coenmHeHMsa (b), nomjexamero BBeOeHMIO Ha cTammax (i)
u/ma (ii), MOXHO KOPPEeKTHMPOBATL TaKuM oOpasoM, UTO

(I) ypoBeHbL IJIOKO3H B IJIasMe KPOBM HaTOmWaK /MM YPOBEHL
TJIOKO3E B ILJlJa3Me KPOBM IIpPM CaMOKOHTPOJIe, cocTaBJIgRMUM  OT
Opuban3nTesbHO 4,4 MMOJIB/JI OO NPUOIM3UTEJSLHO 5,6 MMOJL/JI, u/Win

(IT) VypoBeHbL TIJIOKO3H B IlJlasMe KPOBM IIPM CaMOKOHTPOJIE
(SMPG) , coCTaBJIAMMNA OpubIU3UTEJILHO 7,8 MMOJIb / JI (M
npnbamsnTesibHO 140 MT/OJI) WMJIM MeHbIle,

OOCTUTAaeTCsa WM IO MeHbllel Mepe NPUBIM3IUTEJIBHO IHOCTUTaeTCs.

"KoHlleHTpalusa ITJIOKO3H B ILJla3Me KPOBUM IIPM  CaMOKOHTPOJIE
(SMPG) ", wmcnojJbpzyeMad B »OaHHOM »OOKYMEHTe, MOXeT IMIpeOcTaBJIAThH
cobor "KOHLEHTpaluio IJIOKO3H B ILJla3Me KPOBM IIPM CaMOKOHTpoJe 1o 4
MOMeHTaM BpeMeHM" uIM "KOHILIEeHTpalMio IJIOKO3E B ILJla3Me KPOBU IIPU
CaMOKOHTpOJIe TIo /7 MOMeHTaM BpeMeHM". 3BHaueHMI KOHIeHTpaluM
TJIOKO3E B ILJla3Me KPOBUM IIPM CAMOKOHTPOJe IO 4 MOMeHTaM BpeMeHU U
7 MOMeHTaM BpeMeHM IOpeIcTaBJigonT cobol, B UYaCTHOCTH, CpelHHue
3HaueHMA KOHIUeHTpaluM IJIOKO3H B ILJla3Me KPOBM HaTomak M IIocJe
opueMa IIUIN .

"KoHlleHTpallMa TJIOKO3E B IJJasMe KPOBUM IIPM CaMOKOHTpoJie Imo 4
MOMEeHTaM BpeMeHu", B UYacCTHOCTM, OTHOCUTCHA K U3MEPEeHMID YPOBHS
TJIOKOB3E B ILJla3Me KpPOBM UeTHpe pa3a B CYTKM M pacueTa Ha D2TOM
OCHOBAHMM CpeOHero BHaueHMSA KOHIeHTpalMM IJIOKO3H B IJJa3Me KPOBU.

B uyacTHOCTH, MsMepPpeHMA KOHIeHTpallMy IJIIOKO3H B IIJIa3Me KPOBUM IIPU
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CaMOKOHTpoJIe o 4 MOMEeHTaM BPEeMeHM BEHIIOJHAKRT IO 3aBTpaka, IIocJe
3aBTpakKa, OO yXMHa M IIOCJe YXMHA.

"KoHUeHTpalMd IJUIOKO3E B IlJIa3Me KPOBM IIPM CaMOKOHTpPOJIe TIIo 7/
MOMeHTaM BpeMeHM", B UYaCTHOCTHM, OTHOCUTCH K M3MEPEHUI YPOBHSH
TJIOKO3EL B IlJla3Me KpPpOBM CeMb Ppa3 B CYTKM U pacueTa Ha DTOM
OCHOBaHMM CpeOHeTI'O 3HaueHMSI KOHLUEeHTpalUMM IJIOKO3H B ILJla3Me KPOBU.
B uyacTHOCTH, WM3MepeHMA KOHLeHTpaluM IJIOKO3H B ILJla3Me KpPOBU IIPU
CaMOKOHTpOJIe IO 7/ MOMEeHTaM BPpeMeHM BEHIIOJHAT OO 3aBTpaka, IIocJe
3aBTpaka, Io obema, 1ocje obela, OO VYXWHa, II0OCJHe YXMHa U Iepeqn
CHOM.

"KoHIleHTpallMo TJIKKO3E B IIJJasMe KpPOBUM IIPM CaMOKOHTPOJIE
(SMPG) ", wmcnojbp3yeMy® B -»OaHHOM IOKYMEHTe, IMallMeHT WM3MepseT OO0
3aBTpaka, B UYacTHOCTM 0O MUHBEKLWM MWHCYJIMHa TJlapTMHa W/UIIu
JMKCHCeHaTulIa M HeoOg3aTeJIbHOT'O IIpMeMa MeTQOPpMMHA .

CoTJlacHO HacTodAmeMy M300peTeHM© Y 3HauveHuWe HLAlC maumeHTa C
CaxapHeM nuabeToM 2 THIla MOXeT HaxXOOMTBCS B IOManasoHe oT 7% »Oo
10%. B wacTHOCTM, Yy IallMeHTa C caxapHeM »pmabeToM 2  TuUIa,
nomjiexamero JiedueHuo, 3HaueHue HbLA;. MOXeT COCTAaBJIATL IIO0 MeHbIen
Mepe OpubIM3UTEeJILHO 7%, I[I0 MeHbeW Mepe Opubims3uresbsHo 7,5%, 1o
MeHbIley Mepe OpudbInM3uTesbLHO 7,8%, I[I0 MeHblel Mepe OPpUOIM3UTEJIBHO
8%, TI@O MeHBIIeM Mepe NPUOIMU3UTENILHO 8,5% WIM O MeHBIeW Mepe
OpUOIIU3UTEJIEHO 9%. OTM 3HaUeHMA IIPEeBHIAKT HOPMOIJIMKEMUUYECKME
3HaueHMsa, CBUIETEeJILCTBYS O TOM, UTO cCcaxapHeM amabeT 2 Tulna He
KOHTPOJIUPYEeTCA OOCTaTOUHEM oBpas3oM npu JIeUeHUN
IpOTUROOMADETUUECKMM CPeldCTBOM, OIMCaHHEM B ITaHHOM HOOKYMEHTEe.

Y mnaumMeHTa C caxapHeM InabeToM 2 TuIa, IoIJjexXxameIro JeueHMO
B COOTBETCTBUM C HACTOAMMUM MN300peTeHMeM, KOHIEeHTpalusd TITJIOKO3H B
[JlasMe KPOBM Uepes 2 dYaca IIOCJe IIpMeMa IIMIIM MOXeT COCTaBJATH IO
MeHbmer Mepe 11,1 MMOJIL/JI, IO MeHbIeM Mepe 12 MMOJIL/JI, IIO
MeHbImel Mepe 13 MMOJIL/JI, OO MeHbmeld Mepe 13,5 MMOJIL/JI MM IIO
MeHbmeM Mepe 14 MMOJIB/JI. OTUM KOHIEHTpalWK IJIOKOS3H B IJla3Me KPOBU
[IPERHIMANT HOPMOTJIMKEMUUECKME KOHIEHTPAallMM, CBUIOETEJLCTBYS O TOM,
UTO CcaxapHe omabeT 2 THIa He KOHTPOJIUPYEeTCS IOCTAaTOUHEM O00pa3oM

IIpm JIeYeHNN HpOTMBOHMaéeTMT{eCKVIM CpelCTBOM, OIIMCaHHEIM B IJaHHOM

OOKYMEHTE.

"TlocJsie 1npueMa Oummu" HOpelcTaiBJgeT Cco00M TepMMH, KOTOPHMU
XOpPOWO WM3BEeCTeH CHelUMalucTy B objactu nouadbeTojorun. TepMMH
"mocJie npreMa rvmm " OIMCHBAaeT, B yacTHOCTH, dpasy rocJie

HOTpG@J’[eHMH TTHII I/I/I/IJ'H/I BO3OEMCTBMA TJUIOKOS3E B OKCIIEPVIMEHTaJIbHEX

YCIJIOBMAX . Y SOOpPOBOTO deJIoBekKa OJaHHaAd dbasa XapaKkTepnusyeTCcAa
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[IOBHIIEHVEM U IIOCJIENYRIMM CHMXeHMEeM KOHLUEHTpalUuM IJIOKO3E B KPOBMU.
®aza [nocJie IIpMeMa OMIM, KaK I[IpaBWUIJIO, 3aKaHuMBaeTCsa B IIpelnejax 2
YacoB IIOCJe MpMeMa IUIY U/UIYM BO3OEMCTBMA IJIOKO3H (KOHIEHTpaluWs
TJIIOKO3E B ILJIa3Me KPOBM Uepes 2 uYaca I[ocje IIpMeMa OMIIN) .

OmnpernejieHMe YPOBHA IJIOKO3E B IIJIasMe KPOBU I[IOCJE IIpMeMa UM
XOpOomo WM3BEeCTHO (CcM., HamnpuMmep, Crapo et al., Diabetes, 1977,
26(12):1178-1183) .

Y HauMeHTa C caxXapHeM nuabeToM 2 TUIla, I[DoOJeXalleT'o JIeUeHUO
B COOTBETCTBMM C HACTOANMM M300pPEeTEeHMEM, KOHIEeHTpalud TIJIOKO3HE B
JjlasMe KPOBM HATOmMAK MOXET COCTaBJIATL IO MeHbIel Mepe 8 MMOJL/JI,
o MeHbIel Mepe 8,5 MMOJL/JI, IO MeHbmel Mepe 9 MMOJB/JI WMJIM II0
MeHbmer Mepe 9,5 MMOJIB/JI. DOTM KOHIUEHTpalMM TJIOKO3H B ILJlasMe
KPOBM IIPEeBHIAT HOPMOIJIMKEMMUUECKMEe KOHLUeHTpallM, CBUIOeTeJIbCTBY
O TOM, UYUTO caxXapHHM IMabeT 2 TUIIa He KOHTPOJIMUPYEeTCS IOCTAaTOUHBEM
o0pas3oM IIpU JIeUYeHUM IIpOTUBOOMaABEeTHUEeCKMM CPeICTBOM, OIMCaHHBEM B
DaHHOM HOOKyMeHTe.

CorJjlacHO HaCTOdlleMy M300peTeHMK MeTOOPMMH MOXHO BBOIOUTH
COTIJIaCHO oflen3BeCTHEM IPOTOKOJIaM BBelleHUd MeTOOpPMMHA B
COOTBETCTBUA C YCIJIOBM AMA PETUCTPALMOHHOTO YIOOCTOBEPEHMA .
Hanpumep, MeTOOPMMH MOXHO BBOOUTL OIOMH pa3 B CYTKM, OBa pas3a B
CYTKM WJIM TpM paz3a B CyTkM. B dYacTHOCTM, O3y MeTOopMMHA,
IpMMeHAeMyl OO Haudajla TepaluM, PacKpPpHTOM B »OaHHOM HOOKYMEHTe,
NPOOoOJIKalT BBOOUTL B KOMOMHALMU C (&) JMKCUCEHATUIOM U/UJIN eTo
bapMalleBTHMUECKM HOpMeMIeMoM cCcoJbl, ¥ (b) MHCYJIMHOM IJIapTMHOM
u/na ero dapMaleBTUUECKM IIPMEMIIEMOM COJIbI, PACKPHTHMM B HaHHOM
OOKYMEHTE.

CorJjlacHO HaCToOdlleMy M300peTeHMD MeTOOPMMH MOXHO BBOIOUTH
lepopalibHO. CneunaJucTy B IaHHOM 0O0JlaCTM TeXHUKU  U3BECTHEH
COCTaBH MeTQOPMMHA, IIOOXOOANMEe OJIA JIedeHMSd caxapHoro mnuabera 2
TUIIa [OyTeM I[IepopalJIbHOTO BBeleHMsa. MeTQOpMMH  MOXHO  BBOIUTH
HyXIDawnlleMyCsa B DTOM I[IalMeHTy C caxXapHeM »OuabeToM 2 TuUlla B
KOJIMYEeCTBE, OOCTaTOUHOM 0JIs VMHIOYyLIMPOBaHUS TepalleBTUYeCKOT'O
sbdexTa. MeTdopMMH MOXHO BBOIMUTL B HOO3e IO MeHbmem Mepe 1,0
T/CYTKM WM IO MeHbIel Mepe 1,5 T/CcyTku. MeTOOpMMH MOXHO BBOIOUTE
B OO3e, CcocTaBjJdpmel MakcumyM 2,0 T©0/CcyTKM MWIM MakcumyM 3,5
7/cyTku. CyTOUHYID OO3Y MeTOOpMMHA MOXHO Pas3aesiATh Ha [OBe WM TPU
OTHeJIbHEE HO3H. I8 I[IepopalIbHOI'O BBeIeHUI MeTOOPMMH MOXeT OHTh
COCTAaBJIEH B TREPHOM JIeKapCTBeHHOM ¢GopMe, TakoM KkKak TabjieTKa WK
TINJIIOJIA . MeTdopMMH MOXET OBITE COoCTaBJIeH C IIOOXOI ALVIMM

q_)apMaLI,eBTquCKI/I InprmeMIIe MEIMI HOCUTEeJIAMI, BCIIOMOTI'aTeJIb HEIMM
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cpeICTBaMM U/UJIM BCIOMOTATEJILHEMMY BelleCTBAMA.

CorJacHoO HaCTO AleMy n3006peTeHno JUKCHUCeHaTun n/nnm
bapMalleBTUUECKHM  [IpUeMIeMyld  COJIb MOXHO BBOINTH B KauecCcTBe
OOIIOJIHUTEJILHOM Tepanuu K BBEeIeHU MHCYJIMHAa TJlapTrMHa u
HeoO4d3aTeJIbHO MeTOOPMMHA .

CorJiacHO HacToAmeMy n300peTeHU TEePMUHEL "momnoJiHeHue",
"DONOJIHUTEJIEHOe JledeHMe" u "HOONOoJIHMTeJIbHad Tepaluia" OTHOCATCHA K
JIeUeHMI0O B COOTBETCTBUM C HaACTOAMMM M300peTeHMeM C IIOMOULI0
MHCYJIMHA TJlapTMHa U JIMKCUCeHaTuIa M Heobsg3aTelIbHO MeThopMMHA .
Kaxpmoe wu3 MeThopMMHa, MHCYJIMHa IJlapTMHa W/MWiIKM JIMKCHUCeHaTUIa
MOXHO BBOIMUTL B BUIOEe OO3UPOBKM OIMH pa3 B CYTKM. MeTdpopMMH,
MHCYJIMH TJIapTMH U JIMKCUCeHAaTUI MOXHO BBOOMTL C IIOMOMBLI Pa3HHX
nyTen BBeIeHM. MeTdopMmH MOXHO BBOIUTDL nepopajbHO, a
JUKCHUCeHaTUI M MHCYJMH IJIapTMH MOXHO BBOIOMTL IIapeHTepalJibHO.

B YyacTHOCTH, BEIpaXeHU g "gornoJiHeHMe", "DONOJIHMTeJIbHOe
JeueHme" u "DONIOJIHMTeJIbHAa g Tepanma" 03HavanT, yTo o3y
MeThopMMHA, BBOOVMMYIO OO Hauajla JeueHusa B COOTBETCTBUU C
HacTOAmMVM HM300peTeHMeM, PacCKPHTHM B OaHHOM IOKYMeHTe, IIPpOIoJIKalT
BBOIUTL C lI&JIbI0 JIeUeHUSd II0 HaCTOoAleMy M300peTeHM’o.

CoTJjlacHO HacTodAmeMy M300peTeHMI JMKCUCEeHaTHI BKJIOUaAeT eTo
bapMalleBTUUECKM IIpUeMIeMble coJiu. CHelMalIMCTy B »OaHHOM ofJjlacTu
TeXHUKM MBBECTHH [OIOXOoIAmMe (apMalleBTHUUYeCKM IIpHeMJIEMHE  COJIU
JMKCHUCeHaTuna. lpednouyTuTesibHad O¢apMalleBTHUUYeCKM IOIpueMiieMas CoJib
JMKCHUCeHaTuna, VICIIOJIb 3y eMa g B HaCTOAleM n300peTeHnN,
npencTaBJseT CcoOoM alleTaTHY COJIb JIMKCUCeHaTuIa.

ComJjlacHO HacTodmeMy M300peTeHMo JIMKCUCeHaTun M/UWiIn  eTo
bapMalleBTUUECKM IIPUeMJIeMyId COJIb MOXHO BBOIOMTL HyXIalMeMyCcs B
STOM TIalMeHTy C CcaxXapHeM guaberoM 2 THUIIAa B  KOJMUUECTBe,
OOCTATOUHOM NJIS MHIOYUIMPOBAHUSA TepaleBTUUeCKOTOo 2ddbekTa.

CorJjlacHO HacTodmeMy M300peTeHMio JIMKCUCeHaTUOn U/UiIu  eTo
bapMalleBTUUECKHU npueMieMasa CoJIb MOTYT OHITE COoCTaBJIEeHEH c
IIOOXOI AMMUMN bapMalleBTHUUECKHU IpUeMIIeMBEIMM HOCUTEJIAMHA,
BCIIOMOTATEJILHEMY CPeICTBaMMu U/MJIM BCIOMOTATEJILHEMM BelleCTBaMUA.

JIKCcHUceHaTun W/MUIM eTo dapMalleBTHUECKM IIpHeMIIeMyl COJIb
MOXHO BBOIMTL IIlapeHTepalJibHO, HalpUMMep OyTeM MHBLeKUMM (TakKoM Kak
BHYTPUMHIIEUHAS MM HOOKOXHAaS MHBEKUMA). M3BEeCTHH I[IOOXOIOAMNMe
VMHBEKIMOHHEIE YCTPOMCTBa, HalpMMep Tak HasbBaeMee "mnpuil-pydrm”,
comepxamue KapTPpUIX, comepxamui AKTUBHEMN VMHTPpEeOVeHT, u
VMHBEKIMOHHYD  UIJIY. JIMkCcuceHaTHUO n/ ero bapMalleBTUUECKU

InprmeMiyieMyrn CoOJIbB MOXHO BBOIMTE B IIOOXOIOAIEM KOJIMUEeECTBEe, HaAlIpMMEP
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B KOJMUeCcTBe B IMamnas33oHe oT 10 MrKr go 20 MKI Ha OO3Y.

CorJjlacHO HacTodmeMy M300peTeHMo JMKCUCeHaTUOn U/UIUM  eTo
bapMalleBTUUECKM IIpUeMIIeMyl COJIb MOXHO BBOIOMTL B CYTOUHOM I0O3e B
oOMvarnasoHe OT 10 w™Mxr mo 20  MKID. JIMKcUuceHaTun U/MUIM  eTo
bapMalleBTHUECKM IIPUEMIEMY COJIb  MOXHO BBOIOMTEL IIYTeM  OOHOM
VHBEKLIUM B CYTKMU. JIMkcuceHaTuno  U/WUan ero bapMalleBTUUECKHU
OpueMIIeMyl COJIb MOXHO BBOIMTHL 3a Opubiu3muTebHO 30 MMHYT OO
3aBTpaka.

CorJjlacHO HacTodmeMy M300peTeHMo JIMKCUCeHaTun M/UWiIu  eTo
bapMalleBTUUECKM IIpMeMJIeMas COJIb MOT'YT OBTH IIPeICTaBJIEHE B BUIe
XUOKOM KOMIIOBUIIMM, KOTOopas IIPeOlouTUTeJIbHO IIpeIcTaBjiseT cobon
BOOHLIN cCoCcTaB. [MpednouyTUTeJIBHO, UyTOOH KUOKA S KOMIIO3ULIM A
nonxonuia oIS napeHTepalJIbHOT'O BBEIOEeHUS, B YaCTHOCTHU oJs
VHBbeKIUM . ClIellMaJIMCTy B IaHHOM o00JlacTM TeXHUKM M3BEeCTHH TakKue
KUIKME KOMIIO3MIIMU JIMKCUCeHaTUOa. XKuikas KOMIIO3MIMSA 10 HaCTOAleMy
N300pEeTEeHUI MOXET MMETH KUCIIOe WMIM (PU3MOJIOTMUeCKOoe 3HaueHMre pH.
Kucioe 3HaueHMe pH OpedlnoudTHUTEJIEHO HaxXOOUTCS B IManas3oHe pH 1-
6,8, pH 3,5-6,8 wmium pH 3,5-5. OdusMoIOoIMUeCcKOe 3HaueHue pH
IPenrnouTUTEeJIbHO HaxXoIMTCHd B IuanasoHe pH 2,5-8,5, pH 4,0-8,5 wm
PH 6,0-8,5. SHaueHMe PH MOXHO peryamMpoBaTh C IIOMOIIBIO
bapMalleBTUUECKM IpueMIIeMOM pasfaBJIeHHOM KMCJOTH (KakK [OIpaBWIIO,
HCl) wmium dapMaleBTUMUECKM IIpUMeMJIEMOTO pas3faBJIEHHOTO OCHOBaHMUA
(kak nOpaBmJoO, NaOH) .

Xunkaga KOMIIO3ULMSA, conepxalas JIUKCHUCeHaTUL n/uiam ero
bapMalleBTHUECKM TPUEMIIEMYyI COJIb, MOXeT CcoIepXaTb IIOIXOIAMMUN
KOHCepBRaHT. IlloOxXongmmi KOHCEePBAHT MOXeT OHTbL BHOpaH U3 (eHoJa,
M—-Kpe30Jia, BeH3UJIOBOTO crampTa u CJIOXHOT O s0upa napa-
TUOPOKCUOEH30MHOM KMCJIOTH . [TpeonouTMTEeJIbHEM KOHCEPBaHTOM
ABJIAETCAI M—-Kpes3soJl.

Xunkasga KOMIIO3ULIVSA, comepxamas JIMKCHCeHaTU n/ U ero
bapMaleBTUUECKM  [IPUEMIIEMYK  COJIb, MOXeT comepXaThb CpencTBoO,
peryaupyriee TOHUYHOCTE . lNooxonsamee CpeIncTEo, perympyrimee
TOHMYHOCTBL, MOXeT OBTE BHOpaHO W3 TIUIMIEPMHa, JaKTO3H, copbura,
MaHHUTA, TJIKO3E, NaCl, coeIMHEeHUN, comepXamux KaJblUUM WK
MaT'HWUH, TaKMUx Kak CaCl,. KoHueHTpaumd TJIMIepUHa, JIAKTO3H,
copbuTa, MaHHMTaA M TJUIKKO3BE MOXET HaxXOOUTbCHA B aOmana33oHe 100-250
MM. KouuenTpaumusa NaCl MOXeT COCTaBJIATE oo 150 MM.
[lpennouTUTeJIbHEM CPEeOCTBOM, PEeTIYIMPYRIVMM TOHWYHOCTL, SBJIAETCH
TJIMLEPVH .

Kmokad KOMITIO3MIINA, comepxala#Ad JIMKCHMCEeHaTMO M/I/IJ'H/I eTro



21

bapMalleBTUUECKM [IPUMEMIIEMYK COJIB, MOXeT COIepXaThb METUMOHMH B
KoHIleHTpauunu oT 0,5 Mxr/mMia mo 20 MKT/MJI, OPEeOIOUTUTEeJIEHO OoT 1
MKT/MJI 00 5 MKT/MiI. IIpeOloUuTUTEJIbHO XMOKAS KOMIO3UIUA COOEPXUT
L-MeTHMOHUH.

COoIJIaCHO HacCTodmeMy M300peTeHUrn WHCYJMH ITJIapTuH U/UIn eTo
bapMalleBTHUUECKHM IIpMeMJIeMasa COJIb MOI'yT OBTH I[IPeICTaBJIEHE B BUIE
KMUIOKOV KOMIIOBMIMM, KOTOpas MIPeAlouTHUTeNIbHO MIpedcTaBjigeT cobou
BOJIHBIM cocTaB. [MpednouyTUTeJIbHO, YTO O XUIOKA S KOMIIO 3ULIM S
nomxonuia oJis napeHTepalJIbHOT O BBeIeHUS, B YaCTHOCTH OJIs
VHBeKIMM. ChoHeluraJMCcTy B IaHHOM 00JIacTM TexXHUMKM M3BECTHHE TakKue
XKUIOKME KOMIIO3ULMNY MHCYJIMHa IJlapTMHa.

B dapmalleBTMUECKMIM COCTAaB, comepXamui UHCYJMH TJIapTUH,
MOTYT OHTBH HOOOABJIEHH IIOBEPXHOCTHO-AaKTHMBHHE BeMeCTBa, HalIpUMEP, B
umcijie IIpo4Yero, HEeMOHOTEeHHEEe I[IOBEPXHOCTHO-aKTMBHEIE BeMecTBa. B
YaCTHOCTH, NIPelnodyTUTeJIbHEMN ABJIAITCSA CTaHIapTHHE C
bapMalleBTUMUECKOM TOUKM 3pPeHud I[IOBepXHOCTHO-aKTHBHLHE BelecTBa,
TakKMe KaK, HalpuMep, HeIlOoJIHEe 5SQUPH WM CJIOXHHE 30UMPH  XKMPHEBEX

KMCJIOT U 9@MpH MHOT'OAaTOMHEX CIIMPpTOB, TaKMX KaK IUJIMIOepMH, COp@MT

u T.1. (Span®, Tween®, B uwacthocTuM Tween® 20 u Tween® 80, Myrj®,
Brij®), Cremophor® I [IOJIOKCaMepPH . [JOBEepPXHOCTHO-aKTUBHEE
BelleCTBa [IPUCYTCTBYIOT B bapMalleBTHUYeCKOM KOMIIO 3ULIMN B

KOHLeHTpauuu 5-200 wMx1/MIi, npennoururensHo 5-120 wMxT/Min u
ocobeHHO NpeanouTuTesbHO 20-75 MKT/MIT.
Cocras, comepxammm VHCYJIVH TJIapIvH /N ero

bapMaleBTHUUECKM NIPpUEMIIEMyK COJIb, MOXeT OOIOJIHUTEJIBHO COLOepXaTh

KOHCEPBAHTH (HanpuMep  deHOJI, M—Kpe30JI, [I-Kpeso0Ji, napabeHH) ,
M30TOHNUYECKHUE cpencTBa (HanpuMep MaHHUT, copdbur, JJaKTO3Y,
OeKCTpo3y, Tperajosy, XJIOPUL HaTpuA, TJIMLEPVH) , OybepHEe

BelleCTBa, coJu, KMCJIOTE ¥  IeJIouH, a Takxe  IOOIOJIHUTEJILHHE
HaAlOJIHUTEIM. OSTU BelecTBa B KaXIOM Ccliydae MOTYT I[IPUCYTCTBOBATH
OTOeJIbHO WM, aJlbTepHaTMBHO, B BUIEe CMecel.

T'nmnuepwny, OeKCcTpo3a, JJakTo3a, copduT " MaHHUT MOT'YT

IIpMCyTCTBOBATE B @apMaHeBTquCKOM coCcTaBe, comepxXxalmeM WVHCYJIMH

TJIapI'vH n/niam ero bapMalLleBTUUECKU IpreMIIeMYI0 COJIb, B
KOHUeHTpauuu 100-250 MM, NaCl - B KOHUeHTpauuu mno 150 M.
EybepHEle BemecTBa, Takue Kak, HalopuMep, ©ocdaTHEIM, alleTaTHHH,
UMTPATHEY, apPTMHMHOBHIM, TUIMUMITJIMOMHOBEM MM TRIS (7. e. 2-
AMMHO-2-TUAPOKCUMETWII-1, 3—-TIPONaHIMOJIOBEI) Oydep 17

COOTBETCTBYKIME COJIM, MOTYT IIPUCYTCTBOBaTE B KOHLUeHTpauuu 5-250

MM, nOpepnouTmuTesibHO 10-100 wMM. JONOJHUTEJBEHEIMM  HAIIOJIHUTEJISMU
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MOTYT OBTBL, I[IOMMMO IIPOYeIr'0, COJIM WM aplUHUH.

KoHlleHTpaluMa LMHKa B COCTaBe, coOepxXalleM MWHCYJMH IJlaplMH
u/ Uy ero dGapMaleBTUUECKM OpUeMIIeMyl COJIb, HAaXOOMUTCS B Ouaras3oHe
KOHILeHTpaluy, KoTopasd »JocTuraeTcd 3a cdueT npucyrcreusa 0-1000
MKI'/MJI, OPenrnouYTUTeJILHO 20-400 MK/ MJI LIMHKAa, HauboJlee
npennouruTesbHo 90 MKT/MiI. OOHAKO LIMHK MOXET IIPUCYTCTBOBATH B
bopMe xJiopMIOa LMHKA, HO COJIb He OI'paHMUeHa XJIOPUIOOM LMHKA.

B dapmMalleBTMUYeCKOM COCTAaBe, comepxXalleM MHCYJIMH IJlapT'MH
u/ Ui ero dGapMaleBTUUECKU NpUeMIeMyl COJIb, IJIMIEePUH WU/WMIM MaHHUT
MOTYT MNPUCYTCTBOBATL B KOHIeHTpauuu 100-250 wmmvosb/Jy, wu/man NaCl
NpPearnouTUTeJIbHO IIPUCYTCTBYET B KOHIleHTpaluuy no 150 mmoJsb/JI.

B (dapmMaleBTHMUeCKOM COCTakee, comepxalleM MHCYJIMH IJlapI'MH
/M ero dbapMalleBTUUECKM IpUeMIIeMyld COJIb, OybepHOe BemeCTBO
MOXET MNPUCYTCTBOBATL B KOHIeHTpauuyu 5-250 mMMoJb/JI.

VHCYJIVH TJIapTVH W/ eTo dapMalleBTUUECKM I[IpreMiIeMas COJIb
MOTYT IIPUCYTCTBOBaATE B OQapMalleBTUUYECKOM COCTakBe B KOHIeHTpalWuu,
60-6000 HMOJL/MII, OpennouTrTesbHOo 240-3000 HMOJL/MII.

3HaueHMe PH cocTaBa, CoOIepXamero WHCYJIVMH TJIapTWH W/WiIu eTo
bapMalleBTUUECKM [IPUeMIIeMYyK COJIb, MOXeT HaXOIMTLCsA B IOuallasoHe pH
1-6,8, npennoururenrHo pH 3,5-6,8, OoJjiee mnpennodTuTesibHO pH 3, 5-
4,5, naxe OoJiee mnpenmnouruTesibHO pH 4,0-4,5.

Eme OOHUM aCIIEKTOM HaCcTOAmMEero n300peTeHNnA ABJIAETCH
IIpMMeHeHMe KOMOMHalLMM, COoIepXallel:

(a) JMKCUCeHATHO U/MiIU eTo dQapMalleBTUUEeCKM IpUeMIIeMYyl COJIb,

(b) WMHCYJIMH TJIapTMH U/MUIM ero GapMaleBTUUECKM [IpYeMIIeMy
COJIb U

(c) Heobg3aTelIbHO MeTOOpPMMH U/WIKM  eTro  dpapMalleBTUUYeCKU
IpueMIIeMyl COJIb,

OJI IIOJIYYeHUs JIeKapCTBEeHHOT'O IIpelapaTa IJsa INIMKEMUYeCKOT'O

KOHTPOJIA Y OOJIBHEHX C CaXapHEM omadeToM 2 THIIa, roe caxaprHZ

nmaber 2 THIIa, IO oJIeXalmi JIeUeHHMI, IpennouTUTeJILHO He
KOHTpPOJIMPYeTCH IOOJDKHBEIM obpasoM TOJILKO CcoeIVMHEeHMEM (b) "
HeoB4ga3aTeJIbHO coeIMHeHMeM (c). B cCcooTBeTCTBUMM C S2TUM acIleKToOM

nIauMeHT MOXeT MOIpedcTaBJIATE cobo¥ nalumeHTa, ONIpeleJIEHHOTO B
OaHHOM IOKYMeHTe.

Eme OIHMM aCIIeKTOM HaCcToAmeIo nz3obpeTeHms ABJIAETCHA
IpuMeHeHMe KoMOMHAallMM, CcomOepXalen:

(a) JUKCUCeHaATHUI U/UJIM eTo dapMalleBTUUECKU IpMeMIIeMyl COJIb,

(b) MHCYJIMH TJIapTMH U/MIM eTo (QapMalleBTUUECKM IpreMIIeMyo

COJIE 1
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(c) HeoB®g3aTeJIbHO MeTOOpMMH U/WIKM  eTo  dpapMalleBTUUeCKU
IpueMIIeMyl COJIb,

OJIA TIOJIydeHMA JIeKapCTBeHHOTO IpenapaTa OJ8 HopMaJlM3alluu
3HauvueHmus HbAlc, VYPOBHA IJIOKO3H B ILJla3Me KpPOBM HaTomak W/UIKu
YPOBHSA TUIOKO3HE B ILJIa3Me KPORBM uUepe3 2 Yaca IoCJie IIpMeMa WU Y
BOJILHEIX C cCcaxapHHM amadeToM 2 TUla, I'IOe caxapHwe amader 2 TuUIa,
nomJjiexamuit JieueHu, [IPedlouTUTEeJIbHO He KOHTPOJIUPYEeTCHS OOJDKHBIM
oBpa30M TOJIBKO coelIMHeHMeM (b) m Heobda3aTeJIbHO CcoeOMHeHueM (C).
B COOTBETCTBUM C DTUM AaACIeKTOM IalMeHT MOXeT IIpeldCcTaBJIAThL codou
nauMeHTa, OIpeleJJeHHOTO B JaHHOM ITOKYMeHTe.

Eme OIOHUM acIIeKTOM HacToAmEeTo n300peTeHns ABJISIEeTCH
IpuMeHeHMe KoMOMHALIMM, CcomepXalen:

(a) JUKCHUCeHaTHUI U/UJIM eT0o dpapMalleBTUUECKU IpHMeMIIEeMYy COJIb,

(b) MHCYJIMH TJIapTMH U/MIM eTo dapMalleBTUUECKM IpHeMIIEeMYy
COJIbL U

(c) HeoBOg3aTelIbHO MeTOOPMMH M/WIM  eTo  dpapMalleBTUUYeCKU
opueMiIeMyn CoOJib,

I0JI IOJIYUeHMsS JeKapCTBeHHOTO IIpellapaTa IJS OpedyIpexXIeHUS
npudaBjIeHMsS Beca MW/UIM MHOYLMPOBAHUA IIOTEepM Beca Y OOJBHEX C
caxapHeM omabeToM 2 TUMa, T'Ie caxapHelM uadeT 2 Tula, IoIJeXalun
JIeUeHHMIo, IPenrnouTUTENIbHO He  KOHTPOJMPYETCS  IOOJDKHEM  oBpa3oMm
TOJIBKO CcoenOuHeHuem (b) M HeoBA3aTesJIbHO cCcoeluMHeHreM (c). B
COOTBETCTBUM C BTUM AaCIeKTOM IIallMeHT MOXeT IIpelCcTaBJIAThL cobou
nauMeHTa, OIpeleJIEHHOTO B JaHHOM IOOKYMEHTEe.

Eme OOHUM aCIIEKTOM HaCTOAMET O n3o0bpeTeHNns ABJIAETCH
IpuMeHeHMe KoMOMHALIMM, ComepXalen:

(a) JUKCHUCeHaTHUI U/UJIM eTo dpapMaleBTUUSCKU IpHMeMIeMyl COJIb,

(b) wMHCYJIMH TJIapIMH U/WiIKM ero dapMalleBTUUeCKM IpHeMIIEeMYyIo
COJIb U

(c) HeobBg3aTelIbHO MeTOOpMMH U/WIKM  eTro  dpapMalleBTUUeCKU
opueMIeMyn COJIb,

OJI IIOJIYyYeHMS JIeKapCTBEHHOTO IMpelapaTa IOJS CHWXeHUSI pUcka

TUIIOTJIMKEMUM Y OOJIBHEIX C CaXapHEM omadeToM 2 THIIa, T'Oe caxaprHZ

nmaber 2 THIIA, IO oJIexalmi JIeUeHHI, IpenrnouTUTeJILHO He
KOHTpPOJIMPpYeTCH OOJDKHBEIM obpasoM TOJILKO COoeIVHEeHMEM (b) "
HeoB4ga3aTeJIbHO coeIMHeHMeM (c). B cooTBeTCTBUMM C 2TUM acIleKTOM

IaluMeHT MOXeT MOpelcTaBJIATE cobo¥ nalMeHTa, OIpeleJIEHHOTO B
IOaHHOM IOKYMEHTE.
Eme oOOHMM acCIHIeKTOM HacToAlle'o M300peTeHMda ABJAeTCHI CIocod

IJIMKEMNYECKOT'O KOHTPOJIA Yy IIallMeHTa C CaXapHBEM omadeToMm 2 THUIIa,
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OpM DSTOM YKasaHHHEM cCcHoco® OpelycMaTpMBaeT BBeIdeHMe KoMOMHalLUM,
comepxamen :

(a) JUKCUCeHaATHUI U/UJIM eTo dapMalleBTUUECKU IpMeMIIeMyld COJIb,

(b) WMHCYJIMH TJIapTMH U/MIM eTo (apMalleBTUUECKM IIpreMIIeMYy
COJIb U

(c) HeoOS3aTeJIbHO MeThopMMH U/MiIu  ero  dapMalleBTUUYEeCKN
IpreMIeMyl COJIb,

Toe caxapHu nuabem 2 TUIa, o nJiexanmin JIeUeHNIO,
IpennouTUTeJILHO He KOHTPOJIUPYEeTCS IOJIKHBIM obpaszom TOJILKO
coenuHeHrueM (b) M HeoB43aTeJIbHO coeOMHeHMeM (C). B CoOOTBeTCTBUMU
C BTUMM AacCIeKTOM I[alMeHT MOXeT TIpPeICTaBJIAThL cobo¥ nalueHTa,
onpeneJleHHOTO B HOaHHOM IOOKyMeHTe.

Emme OOHMM acleKTOM HacTodAllel'o M300peTeHMsa ABJSAEeTCS CIoco0
HOopMaJIM3aluu 3HaueHmusda HbAlc, VPOBHS TUIOKO3E B ILJJa3Me KpPOBWU
HaTomak M/MIM YPOBHSA IJIOKOS3H B ILJlasMe KPOBU uYepes 2 uyaca IOoCJe
opueMa OUMIM Yy IDalMeHTa C caxapHeM »OuadeToM 2 TUlla, IOPU STOM
yKas3aHHBEM croco® IpenycMaTpUBaeT BBeIeHUe KoMOMHAIINNA,
comepxamen :

(a) JUKCUCeHATHUI U/UJIMU eTo dpapMaleBTUUECKU IpMeMIeMyld COJIb,

(b) MHCYJIMH TJIapTMH U/MIM eTo dapMalleBTUUECKM IpHeMIIeMy
COJIb M

(c) HeobOg3aTeJIbHO MeTOOpMMH M/WIM  ero  dapMalleBTUUYeCKU
nIpmreMiIeMyrn COJib,

Toe caxapHHM ouaber 2 THUIIAa, rnoaJiexanmmi JIEUEeHNID,
IPEennouYTUTEJIEHO He KOHTPOJIUPYETCA OOJDKHEIM obpazoM TOJIBKO
coenmHeHueM (b) m Heob43aTeJIbHO coedMHeHMeM (C). B COOTBeTCTBUMU
C BTUMM AacCIeKTOM IIalMeHT MOXeT TIPeICcTaBJISThL cobo¥ nalueHTa,
onpeneJIeHHOT'O B IOaHHOM IOOKYMeHTe.

Elme OOHMM acleKTOM HacCTodllel'0 M300peTeHMa MABJSAEeTCS CIoco0
npelyopexneHnsa OpubaBJIeHMS Beca U/WUIM MHOYLMPOBaHUSA IIOTEpKM Beca
y IHalMeHTa C caxapHeM IuabeToM 2 TuUlla, OPM S5TOM YKa3aHHHM CIocoB
IpenycMaTprBaeT BBeIOeHMe KOoMOMHALMM, CcomepxXalen:

(a) JUKCUCeHaATHUI U/UJIM eT0o dpapMalleBTUUECKU IpMeMIIeMyl COJIb,

(b) MHCYJIMH TJIapTMH U/MIXM eTo dapMalleBTUUECKM IIpHeMIIeMYy
COJIbL U

(c) HeoOg3aTelIbHO MeTOOPMMH M/WIM  eTro  dpapMalleBTUUeCKU
IpMeMJIEMYK COJIb,

Toe caxapHBEM ouabem 2 THUIIAa, monJiexammmn JIeUeHNIo,
OpennouTUTEeJILHO He KOHTPOJIUPYEeTCA OOJIKHEIM obpaszoM TOJILKO

coegmHeHMeM (b) m HeobdgzaTeJIbHO cCcoedIMHeHMeM (c). B cooTBeTCTBUU
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C BTMM AacIeKTOM I[alMeHT MOXeT TpPeICcTaBJaATh cobo nalureHTa,
onpeneJyIeHHOTO B IOaHHOM IOOKyMeHTe.

Eme OOHMM acCIHIeKTOM HacToAlleT'o M300peTeHMA ABJAeTCHI CIocob
CHMXEHMS pPHUCKa IUIOIJIMKEeMMM VY IallMeHTa C caxapHeM »amadeToM 2
THUIIA, opy STOM  yKa3aHHBM crioco® OpelycMaTpuUBaeT BBeIeHMe
KoMOMHAaIIMYM, CcoIOepXalmen :

(a) JMKCUCeHATUO U/MiIU ero dQapMalleBTUUEeCKM IpUeMIIeMYyl COJIb,

(b) MHCYJIMH TJIapIMH U/MiIKM ero dapMalleBTUUeCKM IpHeMIIEeMYyIo
COJIb U

(c) Heobg3aTelIbHO MeThOOpMMH U/WIM  eTro  dpapMalleBTUUeCKU
npueMIeMyn COJIb,

Toe caxapHbM orabem 2 THUIIA, monJiexammi JIeUeHNIo,
IpPennouTUTeJILHO He KOHTPOJIUPYEeTCA OOJIKHEIM obpaszoMm TOJILKO
coenuHeHreM (b) M HeoB43aTeJIbHO CcoeOMHeHMeM (C). B cooTBeTCTBUM
C BTMM AaclIeKTOM I[DalMeHT MOXeT TIpeICcTaBJaTh cobol nalueHTa,
onpeneJyleHHOTO B OaHHOM IOOKyMeHTe.

OBBLeKT HacToAmeM 3adBKM OINMCHBaeTCd CJelyIVMY IYHKTaMMA.

1. OdapmaueBTHMUeCKasd KoMOMHalLUMAg OJ4 [OIPUMeHeHMS C LeJbo
TJIMKEMUUYECKOT O KOHTPOJA, IoJIg  TIPMMeHeHUS C LeJbld CHWXeHUA
sHaueHmusa HbAlc, VYPOBHSA IJIOKO3H B ILJla3Me KpPOBM HaTomakK W/UIKu
YPOBHA IJIOKO3H UYepe3 2 Yaca I[IoCjie INpuMeMa OUlY, IOJA IIPMMEeHEeHUS C
lleJIblo HNpenynpexmeHrs IOpubaBJjieHMS Beca MW/UIM OIS UWHOYLMPOBAHUS
IoTepu Beca, OJA OPpUMEeHeHMS C LeJbl CHMXeHMS PHCKa TUIOTJIMKEMAU
y TaluMeHTa C caxXapHeM gmabeToM 2 TUIa, OpM DSTOM YyKa3aHHAad
KOMOMHAaUMA COLOEPXUT :

(1) JmMkcuceHaTUI U/UIM eTo dpapMaleBTUUECKU IpHMeMIeMyl COJIb,

(ii) wmHCYIMH TJlapTMH U/WIM eTo dapMaleBTHUUEeCKM IpHeMIIEeMYyIo
COJIb U

(iii) HeobgzaTeslprHO MeTOOPMMH U/MUIM eTo dapMalleBTHUUEeCKU
npueMIeMyn COJIb.

2. OQapMmalleBTHMUeCcKas KoMOMHalLmMg OJ4 OpMMeHeHMsa 1o IoI. 1, Toe
caxapHe guabeT 2 THINa, IOOJEeXallMy JieueHMIO, He KOHTPpOJUpYeTCd
OOJIKHEIM oBpaszoM TOJILKO coeIMHeHNEM (b) u HeoBa3aTeJIbHO
coenmMHeHMeM (cC).

3. QOdapMalleBTHMUeckasd KoMOMHaAUMA »OJIA OIPpUMMeHeHMS IO II. 1 wuin
on. 2, T'Oe NalMeHT, MoOJeXalui JIeueHMIo, MVMeeT OXMpeHMe.

4. OQapmalleBTHUeCKas KoMOMHaALUMA OJ4 OpMMeHeHMSa 1o JioboMy M3
OpenuOymmux I[OYHKTOB, I'Ie MHIOEKC MacCCH TeJa alMeHTa, IoIJexamero
JIEUEeHUIO, COCTAaBJISeT IO MeHbmell Mepe 30 kr/M?.

5. (DapMaL[eBTMT{eCKaF[ KOMOMHaAUMA OJIg I[IPrMMEeHEeHNM A TIIO JIdoMy U3
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NpemHOynMx I[IYHKTOB, I'Ie BO3pacT IallMeHTa, IIOoAJIeXallel'o JIeYeHUo,
COCTaBJIAET IIO MeHBIleM Mepe 65 JeT.

6. OdapMalleBTHMUeCKasd KOMOMHaUMA IOJIA IIPUMEHEHUS I[10 JIboMy U3
OpenuOylux I[IYHKTOB, I'Ie Iepel HadvaJloM Tepaluy KoMOMHalMen IO II.
1 ypoBeHb IJIIOKO3H B ILJla3Me KPOBM HaTOmMaK Yy I[allMeHTa CoCTaBJIgeT
o MeHbIel Mepe 9 MMOJBL/JI HOpU JIeUeHUM MOHOTepamnumel 0as3allbHBEM
VHCYJIMHOM VI TOJIBKO fasaJibHEM VHCYJIMHOM n OOHVM-TpEeMHA
IpOTUBOIMAOEeTUUECKMMM CpPelCTBaMM OJIS IIepopalJIbHOTO IIPMMEeHeHUHd,
BHOpPaHHBEMA nu3 TPYIIIIH, cocToAmen TOJIBKO nus3 MeTQOpMMHA,
CYJIbOOHMIIMOUEBMHE, MHIMOMTOPa DPP-4 miau ITJMHMIA .

7. OQapmaleBTHMUeCcKas KOMOMHaALIMA nOJIS [OPMMeHeHMS IIo JioboMy U3
OpenunymmMx I[IYHKTOB, I'Ie IIepel HadvaJloM Tepaluy KoMOMHalMeM 1o II.
1 KOHIeHTpalMsd TJIKKO3H B ILJJa3Me KpPOBM HaTomak Yy IIalMeHTa
HaxoOuTcd B OuanasoHe 5,6-6,9 MMOJL/JI, WIM KOHLEHTpalUMSd TJIOKOSH
B IIJla3sMe KPOBM HaTOmMAaK Yy IallMeHTa COCTaBJIAeT 10 MeHbllel Mepe 6,6
MMOJIL/JI TPV JIeUeHUM TOJIbKO coearHeHueM (b) ©u HeoBa3aTeJbHO
coenmMHeHMeM (cC).

8. OapmaleBTHMUecCcKasd KOMOMHALMA IJI4 IIPUMEHEHUS TII0 JdOoMy U3
OpenHOymMx I[IYHKTOB, TI'Ie IIepel HadaJloM Tepaluy KoMOMHalMeM o II.
1 sHauvenre HbAlc y malMeHTa COCTaBJIAeT II0 MeHbleM Mepe 8,5% mnpwm
JeueHUM MOHOTepanmey ©Oa3aJIbHEIM MHCYJIMHOM WM TOJIEKO ©0Oa3aJibHEM
VMHCYJIMHOM WM OIHMM-TPeMsd I[IpOoTHUBOOMADeTUMUEeCKMMY CpencTBaMM IJIA
IepopajlIbHOTO IPMMEHEHMs, BHOPAaHHBEMM M3 TPYIIIL, COCTOSMEN TOJBKO
13 MeTQOPMMHA, CYJIbOOHMUIIMOUEBMHE, WUHIUOMTOpa DPP-4 wmiau rJaMHMIA.

9. OdapmMalleBTHMUeCKasa KOMOMHALUMA OJA I[IPMMEHEeHMA 110 JIOOMYy U3
OpenuOymmMx IIYHKTOB, I'Ie IIepel HavaJloM Tepaluu KoMOMHAalLMeM IIo II.
1 sHauvenue HbAlc y IaluMeHTa COCTAaBJISAEeT II0 MeHblel Mepe 7,5% mnpwm
JIeUeHUM TOJIbLKO coenmHeHueM (b) m HeoOA3aTeJIbHO COeldMHEeHHeM (C) .

10. dapmaueBTHMUeCcKas KOMOMHaUMA NOJIA OIPMMeHeHMS II0 JindoMy U3
nn. 6-9, rme ©OasaljbHHM MHCYJIMH BHOpaH M3 MHCYJIMHa TJlapI'MHa,
VHCYJIMHa IeTeMMpa M MHCYJMHa u3odpaHa (MHCyJamHa NPH) .

11. dapmaueBTHMUeCKas KOMOMHalUMA OJI4 [IPMMEeHeHMS II0 JidoMy U3
NpemHOymmMx I[IYHKTOB, Toe TIalMeHT He I[IoJIydaeT COIIYyTCTBYKIMEIO
JleueHMd II0 MeHbllel Mepe OOHUM M3 CYJIbOOHMIMOUEBUHE, MHIHUOMTOPA
DPP-4 u rmamMHMIOA.

12. QdapmaueBTHMUYeCKas KOMOMHalMA IOJS [IPVMMEeHeHMS II0 JIbOoMy U3
NpemHOylMx I[IYyHKTOB, I'Ie IallMeHTY, IHOoIJeXalleMy JIeUeHNK, IIOCTaBJIEH
IMaTHO3 caxapHoTo amabeTa 2 TUIa IO MeHBIEeM Mepe 3a 1 TOO MM IIO
MeHbIle Mepe 3a 2 Toda OO Hauajla Tepaluu coelmHeHusaMmu (a), (b)) u

HeobsazaTeJIbHO (C).
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13. QdapmaueBTHMUeCKas KOMOMHalUMAg IOJS [IPMMEeHeHMS I10 JinboMy U3
NpensHOylMx IIYHKTOB, Toe BBeIOeHMe KOMOMHalUUM I[IpelyCMaTpUBaeT
cienymmme CTaluu:

(1) BBenmeHue coeruHeHuM (b) M (C) B TeueHMe I[IO MEHBIIEN Mepe
4 HenmeJsib U

(ii) npomoJrKkeHMe JieUeHMA IIYyTeM BBeIeHMs coenuHenun (a), (b)

n (c),
Toe KOJMUeCTBO coemmHeHMa (b), nonjexamero BBeIeHMIO Ha
cranuu (1), KOPPEKTUPYEeTCA TaKMM oBpasoM, uTo 3apaHee

onpenesgeMell YPOBeHbL TJIOKO3H B ILJlJasMe KpPOBM HaTomak u/uiau
3apaHee oOlpenejigeMHl YPOBeHb  ITUIOKO3H B IIJla3Me KpPOBU  IIpH
CaMOKOHTpPOJIE HOOCTUTaeTCd WJIM IO MeHbBIleM Mepe IpUBIU3UTENIBHO
OOCTUT'aeTCH.

14, JdapmaluepTHMUeCKass KOMOMHaLUMA OJd IIpMMeHeHMd o . 13,
I'Ie KOJMUECTBO CcoenuHeHuMda (b), nomjexamero BBEINeHMI Ha CTaluwu
(1), KOppeKTUpyeTCs TakKuM o0pa30M, UTO

(I) YpoBeHBb TJIOKO3H B ILJla3Me KPOBM HATOmMaK W/UIM YPOBEHb
TJIIOKO3E B ILJla3Me KpOBM IIpM  CaMOKOHTPOJIE, COCTaBJIAKINIA  OT
OpUOIN3UTEIEHO 4,4 MMOJIL/JI OO NPUOIMU3UTENLHO 5,6 MMOJL/JI, uU/WIn

(IT) VYypoOBeHb TIUIOKO3H B ILJla3Me KpPOBM IIPM CaMOKOHTPOJIE
(SMPG) , COCTaBJIAMLNUNA NIPUOIUBUTEIIEHO 7,8 MMOJIL / JI (mIIm
npubanauTensHo 140 MI/mOJ1) WM MeHble,

OOCTUTaeTCHad WMJM 10 MeHBbIeM Mepe NPpUOIM3UTEJILHO OOCTUIaeTCHd.

15. OapmaleBTHMUeCcKasd KOMOMHalLUMA OJA IPpUMeHeHud 1o . 14,
I'Ie VYPOBEHbL IJIOKO3H B ILJla3Me KpPpOBU IIpM CaMOKOHTpoJie B (IT)
IpencTaBJIgeT codbon YPOBEHB TJTIOK O 3H B jiasMme KPOBU pu
CaMOKOHTpOJIe MO0 4 MOMeHTaM BpeMeHM WM YPOBeHbL TUIKO3H B ILJIasMe
KPOBM IIPM CaMOKOHTpPOJIe IO 7 MOMeHTaM BpeMeHWU.

16. O®apmalleBTHMUeCcKas KOMOMHaUMA OJA [IPMMeHeHMSa I[I0 JiodoMy U3
NpeIHaymux IIYHKTOB, TIe JMKCUCeHATHI W/MiIn eTo dapMalleBTUUYeCKN
opueMieMas COJIb [OJIYUeHH IJId TNapeHTepaJlbHOTO BBeIOeHUd.

17. O®apmalleBTHMUeCKas KOMOMHaUMA OJIA IPMMeHeHMVSa I[I0 JIoOoMy U3
NPenHaymux I[IYHKTOB, TIe JMKCUCEeHATUI U/UIM eTo dapMalleBTHUUeCKY
COJIb TOJIy4YeHH [OJI1 BBeIeHMs B CYTOUYHOM HO3e, BHOpaHHOM U3
oranasoHa oT 10 MrD mo 20 MKD.

18. OdapmalleBTHMUeCKas KOMOMHaUMA OJIS IPMMEHeHMVSa IO JIoOoMy U3
IpeOEOyIx IyHKTOB, TIe VHCYJINH TJIapTuH /NI ero
bapMmalleBTHMUECKM HOpHeMIeMas COJIb I[IOJIYyYUeHHE HOJIA I[IapeHTepalIbHOTO
BBeIOeHU4d.

19. @apMaHeBTquCKaF{ KOMOMHALMA IOJIA I[IprMeHeHNM A TII0 JodoMy M3
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NpenuHOymrx OYHKTOB, TOe MeTQOpMMH U/UMIM eTo dapMaleBTUUYeCKU
npuemiieMas COJIb IIOJIYUeHH IOJIS [IepopallIbHOT'O BBeIOeHUA.

20. Crnoco® HopMalIM3alMM TJIMKEMUUEeCKOTO KOHTPOJIS, CHIWKeHUS
3HauvueHmus HbAlc u/MiIM YPOBHS TJUIOKO3H B ILJla3Me KPOBM HaTOomak,
IpUMeHeHU S C LeJblo IOpenynpexneHus OpubaBjieHus Beca U/WUIK
MHOYyLMPOBaHMA IIOTEepM Beca, I[IpUMeHeHUuS C 1LeJbI0 CHMXEHUS pHUckKa
TUIIOTJIMKEMUM, TIPUM STOM yKaszaHHHN crnocod® npelycMaTpMBaeT BBeleHUe
KoOMOMHaLUMKM I10 JioOoMy M3 II. 1-18 HyXIawoleMycsS B BTOM CYOLEeKTY.

21. Cnoco®6 mno n. 20, Tme caxXapHeM omabeT 2 TUlla, II0OIJIEXAlNUM
JIeUeHMI0, He KOHTPOJIMPYEeTCsS MHOJIKHBEIM 00pa30M TOJbKO COeOMHeHMeM
(b) m HeobOa3aTeJILHO COeIMHEeHMeM (C) .

22. Crnoco® mno n. 20 wmim n. 21, Tone CyDLeKTOM SABJSEeTCH
CyOBeKT, oIpeleJIeHHHM B JoOoM M3 mnm. 2-15.

HacTosmee n3obpeTeHue OOIIOJIHUTEJILHO IPOUJIIIIOC TPUPOBAHO
cIlenyioluMy IpUMepaMu ¥ QUurypamu.

Ommucaumue Quryp

durypa 1. I'padmk cCpemHeI'O M3MeHeHMs 3HadeHusa HbLAIc (%) oT

HavaJlbHOTO MOMEHTa BPeMeHU IIpU BU3UTe - Honyjdaimsa mITT.
durypa 2. I'padur cpedHero MU3MeHeHMsS Beca Tejla (KT') OT
HavaJlbHOT'O MOMEHTa BpPeMeHU IIpU BU3UTe - Honyjdaumsa mITT.

durypa 3. I'padux cpenHeI'0 3HaAUEHMs CYTOUHOM IOBH MHCYJIMHAa
myapruHa (EO) npm BusuTe - nonyiaumsa mITT.

durypa 4. I'padux cpenHero B3HaUeHMS CYTOUYHOM MHO3H MHCYJIMHA
JyapruHa (EI) oOpu BU3UTe — Honyjsaumsa mITT.

durypa 5. I'paduk cpemHero 3HaueHusd oOmel HO3H MHCYyJMHa (EI)
opn BU3UTe - nonyndumd mITT.

durypa 6. I'paduueckoe wm300paxeHMe ILJlaHa MCCJEeNOBaHMUAg.
VHCYyJUMH TJIapI'MH HeOOXOOMMO BBOIOUTL IIOODKOXHO OIOMH pa3 B CYTKU BO
BpeMda YVXVHA VI 3aBTpaka (corJjlacHO [IPenrIouYTeHU AM
nalMeHTa/MccilegfoBarTesen) . BpeMsa MHBEKLIUU (yXMH WJIM 3aBTpak)
OOJDKHO OHTE OQOUKCHMPOBAHHEIM Ipu V2 M OCTaeaThbCs HEM3MEeHHHM B

2 MHBeKIMID JIMKCUCeHaTHUOa HeOoOXOOUMO

TedyeHMe BCETO MCCJIelIOBaHUA.
BHIIOJIHATE 3a 30-60 MMHYT IO YyXMHa WJIM 3aBTpaka (OIpueMa OIWIH,
CBA3aHHOTO C HauOOJIBIIMM MeIOMaHHBEM 3HadeHMeM PPG uyepes 2 yaca
Iocjyle IOpueMa OUIM IPM CaMOKOHTPOJIe B TeueHMe 3 Pa3JIMUHEX IHEeM) .
IIpyeM OUWMM, WCHIOJbL3YEeMHM IJIA BBeleHMA NO3H JIMKCUMCeHaTUOa, IOJIKeH
oCcTaBaThLCH HEM3MEHHEIM B TeueHMe 26-HeOeJIbHOTO IIeproma JIeYeHusd. °
VMHBEeKLIMIO MHCYJIMHAa IJIYJIM3MHA HeOoOXOOMMO BHIIOJHATE 3a 0-15 MMHYT
0O YyXMHa WIM 3aBTpaka (IOpueMa OUIIM, CBA3aHHOT'O C HaMOOJIbIIMM

MeIMaHHBEIM 3HaueHumeM PPG epes 2 4Yaca IocJie InprmeMa IIMmm IIpn
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CaMOKOHTPOJIe B TeueHUEe 3 PasJIMUHBIX nHewn) . [lpyeM  [OIUmH,
UCIIOJIBBYEMEIM  IJIS BBeleHMd JO3H MHCYJIMHa  ITUIYJM3WHAa,  OOJIDKeH
OCTaBaTbLCH HEM3MEeHHHM B TeueHMe 26-HeNeJIbHOTO IIepuoma JiedeHus. 1

MHuBeKklMa MHCYJIMHa IUIYJIM3MHa DO 3akBTpaka, obella U yXMHA.

Dpumep 1
PaHOOMM3MPOBAHHOE, OTKPHITOE, KOHTPOJUPYyeMOoe IIO0 aKTUBHOMY
IpelapaTy, C 3 TIpyldlaMu JeUeHUa, apalljleJIbHO-TPYIIIoBoe, 26—

HeIleJIJbHOe  MCCJeDoBaHMe C  leJblo CcpaBHeHMA  5b0beKTMBHOCTM U
6es30IacHOCTM JIMKCUCeHaTHOa C MHCYJMHOM TIUIYJIM3MHOM OIMH pas3 B
CYTKM ¥ WHCYJVMHOM TUIYJIMBMHOM TpPM pasa B CYTKM VY I[allMeHTOB C
caxapHeM OuabeToM 2 THIla, HEeOOCTAaTOUHO KOHTPOJMPYEMEM WHCYJIVMHOM
TJIapTMHOM C MeTOOpMMHOM MM 0e3 HeTo

1 Coxkpamenus:

AFE: HexeslaTeJIbHOE ABJIEHUE
ANCOVA: KoBapuallMOHHEM aHaJn3
BMTI: VHOoekC MacCcCH TeJla
CI: IOBepUTEJILHEM MHTEepBaJl
CMH: Kputepunt KoxpaHa-MaHTessa-T'eHzelnd
JOKI': JJleKTpoKapomnorpamMmMa
FPG: I'mmoko3a B IJlasMe KpPOBM HaTOolak
GLP-1: TUIIOKaTOHOIONOOHEM NenTua-1
IMP: VccienyeMel JIeKapCTBEHHEM IIperapar
LOCEF': [lepeHOC OaHHHX I[IOCJENHEIO HaOJOeHUd BIepel
LS: MeTo HaMMEHBIIMX KBaLpaTOB
MomuomnumpoBaHHAa A IONyJIALUMA, chopMupOBaHHA L B
mITT:
3aBUCHMOCTHM OT Ha3HAUEHHOTO JIeUeHMA
PG: YPOBEeHL IJIOKO3E B ILJlasMe KPOBU
PT: OpellouTUTEeJILHEN TepMUH
QOD: ExxecyTouHO (OIMH pa3 B CYTKH)
CepbesHOe HexeJlaTeJIbHOe ABJIeHUE;
SAE:
YPOBEHL IJIIOKO3H B IIJIa3Me KPOBU [IPM CaMOCTOATEJILHOM
SMPG:
MU3MEPEeHUN
S0C: CrucTeMHO-OpPTaHHEM KJacc
TEAE: HexeslaTeJIbHOE ABJIEHMEe, BOS3HUKIIEe B XOHOe JIeUeHUd
TID: TpMXOE B CYTKM (TpU pasza B CYTKH)

2 Ofumee oIMCaHME MCCIeIOBaHMUSI
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HasBaHMe mMcCcJIeOOBaHUS PaH,HOMI/ISI/IpOBaHHoe, OTKPHBITOE, KOHTPOJIMpYyEeMOe IIO
AKTVMBHOMY IIpeliapaTy, C 3 I'pyllliaMM JIeUeHNV A, IlapaJlJIeJIbHO—
TpYyIIIIOoBOE, 26-HeIeJibHOE MCCJelOBaHME C LeJbio CpaBHEeHNA
SQ@GKTI/IBHOCTM u 0e30IacCHOCTMU JIMKCHUCeHaTuIa C MHCYJIMIHOM
IUIYJIMISBVMHOM OIOMH pas B CYTKM M MHCYJIMHOM IVIYJIM3MHOM TPV pasa B
CYTKM y IIallMEHTOBR C CaXapHBM onadeToM 2 THmIila, HeIOOCTaTOYWHO
KOHTPOJIMPYEMBIM MHCYJIMHOM TIJIAPIVHOM C Me'I‘(l)OpMI/IHOM nnm 6es HeTo.

UccaepnoraTenbckuii (Me) LeHTpP (H) : MyJsbTHULEHTPOBOE MuccienoBaHue (199 neHTpoOB
B 18 cTpaHax)

NySauxaumm (CCHIKM) @ H.I.

T'padpuueckoe mBobpaxeHMe MIaHa MCCISHAOBaHuMsA: durypa 6

$asa paspaborkm: dasa 3

Hean

[lepBMYHasT Leab

[lokazaTbh y [NaAalUMEHTORBR C caxXapHbM OuadeToM 2 TUIA, He KOHTPOJIMUPYEMBIM IOJIXHBM

ofpasoM MHCYJIMHOM IVIAPTMHOM T MeTOOPMMUHOM:

10 CPaBHEHMI C MHCYJIMHOM IVIYJIM3MHOM OIMH pas B CYTKM (QD) He MeHbUIYIO
50PEKTUBHOCTL B OTHOmeHUM CHMXeHMS HbAlc Ha HepmeJe 26;

10 CPaBHEHMI C MHCYJIMHOM IVIYJIMBMHOM TpM pasa B CcyTKM (TID) He MeHBUIYIO
50beKTMRHOCTD B OTHOmMeHMM CcHMUXeHUS HbAlc may OoJsiee BHCOKYIR 300eKTMBHOCTD
JMKCHUCEeHaTHIa B OTHOULIEHMM M3MeHeHMS Beca TeJjla Ha Heneje 26.

MeTogmoJormMsi: OTKPHITOEe, paHIoMusupoBaHHoe l:1:1, KOHTpoJMpyeMoe IO

AKTMBHOMY IpenapaTy B 3 HapaJjlJlesIbHEX I'pyllax (MHCYJIMH IJIapTMH *
MeTOOPMUHHIUMKCUCEHATUI MM MHCYJIMH IDJIYIM3MH QD MAM MHCYJIMH TUlyamsmuH TID)
uccJenoBaHMe, cTpaTUOMUMPOBAHHOE IO cTpaTaM sHaueHusa HbAlc Bo Bpems V7

(Hemeng -1) (<8%, 28%) m npmuMmeHeHus MeTdopMMHa (Ha, HeT).

Yucao nauMeHTOoB: 3allJlaHMpoBaHO: 855
PannommsuposaHo: 894
Monyuanm JeudeHue: 893

OuenuBanu SdbdbexTrBHOCTL 890

BesonacHocTh 893

InarHos M KpUTEePUM BKIOYEHUsI. KpuUTepum BKIIOYEHMSI: Bspocible NaLMEHTH C
caxapHbeM guafeToM 2 THIA, IOMATHOS KOTOPHM I[IOCTAaBJIEH IO MeHblleM Mepe 1 Tonm
Hasan, [oJiydaBlMe JieueHMre 6aszajIbHBEIM MHCYJMHOM B TeUeHMe [IO MeHbllell Mepe 6

MecsdlleB OO CKPUMHMHTOBOTO BUSMUTA M HaXOoOAmMecs Ha CTa®MIIbHOM CXeme
BasaJIbHOTO MHCYJIMHA B TeueHMEe IO MeHbllel Mepe 3 MecsleB OO CKPMHMHTA.
[TauMeHTOR MOXHO OBUJIO JIEUMTb TOJIbBKO OasallIbHHM MHCYJMHOM MJIM B KOMOMHALMUM C

1-3 nportuBommabeTHMUECKUMM CPeIOCTBaMM OJg [IepopallbHOTO NpuMeHeHusa (OAD),
KOTOPBIMM MOTJIM OHITH: MeTdopMuH (21,5 T/CyTKM MM MaKCUMAJLHO [IePeHOCUMAId

nosa), cyiabdoHmMIMoueBMHa (SU), MHTHUOMTOp IMIeNTHUIMINenTunase-4 (DPP-4),
TIMHUI. KiloueBHEe KPUTEPMM HEBKJIIOYSHMSI NPM CKPMHMHIe: 3HaueHMe HbAlc <7,5%

mnmu >10,0% miIg HDalMeHTOR, IIOJYYABIMX JIeUeHME TOJIbKO 6aszsalIbHEIM MHCYJIMHOM

MM B KOMOMHaLUMUM TOJIBKO C MeThopMMHOM; 3HaueHMe HbAlc <7,0% m >10,0% nnug

NaluMeHTOB, I[IOJYUYaBIMX JieueHMe ©OGasaJibHBEM MHCYJIMHOM U KoMmOuHalmen OAD,
koTopas Brimouasia SU u/umm mHruburop DPP-4 n/uiau TiamHUI. KiodYeBHe KpUTepUnM
HeBKJIIOYSHUS IOJIsA paHioMmBaumm: sHaudeHue HbAlc<7,0% mmm >9,0%; cpenmHum
ypoBeHb SMPG HaTomak >140 mr/mn (7,8 mMosb/J) .

CpencrTBa OJs1 JISYEHMS B MCCISOOBaHMUM
HUccanepnyeMile JiexkapcTBeHHHe npenapaTi (IMP) JlMkcuMceHaATHI M MHCYJIMH IUIYJIMBUH

CocTaB: JIMKCHMCEeHaTHU] [NOCTaBJIAIM B BUIE CTEPMJIbHOT'O BOOHOI'O pacTBopa IOJdg

NOAKOXHHX (r/K) MHBEKUMI B CTEKJSHHOM KapTpumxe Ha 3 Mi, comepxamem 300

MKT aKTMBHOTO KOMIOHeHTa (T.e., 100 MKD/Mi), IJMlIepuMH, TPUTUOPAT aleTaTa
HaTpUg, METMOHMH, MeTakpesoJ, HCL/NaOH u Bomy IJIS MHBEKLMNA.
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UHCYJMH TUIyJM3MH NOCTaBJAAM B BMOe Apidra® SoloSTAR®.

IyTe BBemeHMsa: JIMKCHUCEHATMI BBOOWUJIM IIOOKOXHO C IIOMOIBI YyCTPOMCTBAa IS
camouHBeklum Delta 14.
VWHCYNIMH TJIYyAIMSUH BBOOWJIM IIOOKOXHO C IIOMOIBIO ONHOPA3OBOTO YCTPOMCTBA

08 camMoMHbexklUuyu SoloSTAR®.

PexyM Io3MpPOBaHMUA:

JInkcuceHaTnng

JleueHre JIMKCUMCEHAaTUOOM HauMHaJ M ¢ MHBbekUmi QD mo 10 MKD B TeueHme 2
Hedesib, UM 3aTeM NPOIOJIKaliM C HoagmepxaHueM mose 20 MkD QD Imo KoHLa Ieproma
JleUeHMS BKJIOUMTEJIbHO. EcimM LejeBasd noijepxuBaomas mgosa 20 MKD He SBJSAJIACD
[IEPEeHOCHMOM, TO O3y JIMKCUMCEHAaTHUOa MOTJIM CHMXATbh g0 10 MKT. JIMKCUCeHaTum
BBOOMJIM IO BaBTpaKa WM OO yXMHA M PEeXVM OCTAaBJAIM HEeMSMEeHHBM B TeueHue
BCeTo 26-HelNeJIbHOTO Mepuoma JIeUeHUId.

WHCYIMH TWyaMBMH OOMH paB B cyTku (pexmMm Basal Plus)

HauvanbHasa mosa cocrabjaiia 3-5 EI. 3aTeM 03y UHCYJMHA [UIYJAM3MHA TUTPOBAJIU
C moJiydyeHueM 3HaueHus SMPG, COOTBeTCTBYKOIEIO SHaYeHMIO Iepel CHOM (Ipu
BBEIEHMM BO BpeMs yXMHA) MIM [Iepen obeloM ([IpM BBEIeHUM BO BpeMs 3aBTpaka)
>100 mr/nmn (5,6 mmosib/s) u <140 mr/gn (7,8 MMosb/J), Opu >ToM usberanm
TUNOTJIMKEMMM . VIHCYJIMH TUlyJusuH QD BBOIMIIM OO BaBTpakKa MIM IO yXUHA U PEXUM
OCTaBJIAJM HEM3MEeHHEM B TeueHMe BCero 26-HemeJIbHOD'O Ieprola JIeUeHMS.

UHCYyIMH TyyamMBMH TpM pasa B cyTkmu (pexumMm Basal Bolus)

HauasbHasg mosa IJjs KaxOor'o IIpMeMa OMIKM cocTabjagana 3-5 EI. BaTeM mosy
MHCYJIMHa IJIYJIM3MHA TUTPOBAJM C IIoJlydeHMeM sHadeHMsa SMPG, cooTBeTCTByKRIEI'O
SHaUeHMI Ilepel CIenOy IMM IpMeMOM IMIM (Iepel ofOeIoM MM Iepel YXMHOM) MJIM
nepen CHOM (IJig MHBEKLUMM, BHIIOJIHIEMOM no yxmuuHa) >100 mr/mm (5,6 MMmosb/Jg) u

<140 mr/mn (7,8 MMmousib/J1), Npu STOM M3Berajau TUNOTJIMKEMNUN .
YcaoBue NpeKpalleHUs MUCCISOOBAHUS :

B cayuae, ecyamum sHaueHue HbAlc cocramBusayo 6GoJsiee 8,5% Ha 12 Hegnese uiu
[1osnHee, COOTBETCTByKIME KOPPEKTUBHBIE MePH (BKJIOUAS COOTBETCTBYyIEe
TUTPOBAHME IOSH MHCYJIMHA IJIapTMHa M/UIM MHCYJIMHA [JIYJIM3MHA) OBUIU
HenbbOEeKTUBHEIMM M INOBTOpPHOe 3HaueHue HbAlc uepes 4 HeIenm ocTaBajloch OoJee
8,5%, TO BHIIOJHANM OLEHKY, BallJIaHMPOBAHHYI BO BpeMsa BusuTa 19 (BMBMT miasg
BHIIIOJIHEHMSI KOHEUHOM OLEHKM BO BpPeMs JIeUeHUs) M BO BpPEeMsS BUSUTA
nocyenyomero Ha®JIOIeHMS [IocCJe JIedeHUs, IauMeHTyY NpekKpamanu BBemeHue IMP u
MCKJIIOUaIM M3 MCCJIeNOBaHMUS.

HenccrnenyeMe JIeKapCTBEHHHI NOpernapaT (HeuccleOyeMHe JIeKapCTBEHHHE
npenapaTi) (boHoBass Tepamnmus) :

MuHcynuu raapruH (Lantus®)

VHCynIMH TUIapI'MH [NOCTAaBJAJIM B BUIE Lantus® SoloSTAR®, jeueHMe HaUMHAJIM BO
BpeMsa V2 (mjs Tex NalUMEHTOB, KOTOpPHE elle He [OoJIydasM MHCYJIMH IJIapTMH) U
npenapaT BBOIMIM INOOKOXHO C IIOMOUIBI ONHOPASOBOTO YCTPOMCTBA OIS

caMouHBeKIUM So0loSTAR®.

MerdopMuu
Ecay nmauMeHTH OPMHMMAJIM MeTHOPMUH, TO €I'0 HeoOXOoIMMO OBUJIO BBOOMUTL B
cTabusIbHOM mo3e He MeHee 1,5 I'/OeHb UM MaKCHMMAaJbLHOM IepPeHOCHMOM mgo3e B

TeUueHMe I[I0 MeHbIeN Mepe 3 Mecsauer 1o CKPMHMHT'A . B TeueHuMe muCCIeODOBaHUSA
€0 IIponoJiXaJjiyi BBOIMTH B cTa®uiIbHOM Jose.

CynbdoHMIMOYEBMHA , MHIMOMTOPH DPP-4 M TaIMHMAON [peKpallajly BBOOUTL B Haudaje
BBOOHOTO Iepuona (BUBUT 2).

NHcynuH IJIapI'MH BBOOVMJIM IIOOKOXHO OIMH pa3 B CYTKM BO BpeMA 3aBTpakKa WU
YXMHa COIJIaACHO IIpenliouTeHVAM HauMeHTOB/MCCHeﬂOBaTeHeﬁ. BpeMH MHBEKUIUN
OCTaBaJIOCh HEV3BMEHHBIM B TeUeHMe BCeI'O lleprona MCCJIeOOBAaHVA.

Josy MHCYJIMHA TJlapTMHA TUTPOBAJM C LOOCTMXEHMEM IJIMKeMMUeCKUX Lesen [SMPG
HaTomak B muamnasoHe 80-100 mr/mi (4,4-5,6 mMosb/J) Bes peKypPPEeHTHOM WMiu
TSXEJION IMIOIUIMKEMMUM 3a MCKIIoUeHMeM 4 HemeJsib [OCJe paHIoMMs3alumyu, KoTma
HeoBxXOoOMMO NOOOEPXMBATL CTAOMIBbHYKH0 0O3y]. Jo3Sb MOXHO OBJIO CHMXATb WM
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MUBMEHSATHL B Jiodoe BpeMsa B CcJydae peKyppeHTHoﬁ WM TSIXEJIOM TUMNOTJIMKEMUN .

Ecnu sHaueHue HbAlc BO BpeMs BusuTa V7 (Hezmensa —-1) cocraBadano =7%, HO
<8,0%, To moBy MHCYJIMHA IJIapTMHa CHMWXAJM C LeJblo NpenylpexXIeHMUS
TUNOTJIMKEMMM [IpM Haudajsie JjiedeHms IMP (IMKCUCEHATUIOOM MM MHCYJIMHOM
TJTYJIMSUHOM) .

HPOHOHXMTGMBHOCTB JledyeHus1: 26 HemeJb

MpomonxkMTEeNbHOCTE HabiioAeHMs1: MaKCHMaJsbHAaS NPOOOJIXUTEJbHOCTE COCTAaBJISAIA
npuMepHo 40 HemeJsb.

Kpurepumu oLeHKM

HepBqume KOHEeYHHE TOYKM 3¢¢eKTMBHOCTM:

HepBMqHMﬁ aHaJins SQQGKTMBHOCTM OBLJT OCHOBAH Ha AOABYX COII€PBMYHBIX KOHEUWHBIX
TOUKax:

MsMeHeHMe 3HaueHus HbAlc oT HauaJIbHOTO MOMEHTAa BpeMeHM IO Helenu 26
(IMKCUMCEeHaTUI IO OTHOWEHMI K KaXIOMy PpeXuMy JIeUeHUS MHCYJIMHOM
TJTYJIM3MHOM) ;

lsMeHeHMe Beca TeJla OT HAYaJIbHOT'O MOMEHTa BpeMeHM IO Helelu 26

(MMKcHMceHaTH IO OTHOWEHMI K MHCYJMHY IDJIyJIuMsuHy TID) .

BTOquHHe KOHEYHBEE TOYKM 3¢¢eKTMBHOCTM BKJIOYaJIN :

lsMeHeHMe Beca TeJla OT HAaYaJIbHOT'O MOMEHTa BpeMeHM IO Heleyu 26
(MUKCcHMceHaTHI IO OTHOMEHMI K MHCYJMHY TDJIVIMSUHY QD) ;

VsMepeHus ypOBHS TJIOKOSH B IIJlasMe KpoBM HaTomak (FPG) oT HavaJlbHOTO
MOMEHTa BpPeMeHM IO Hemenu 26;

/sMeHeHMe @OOSHE MHCYJMHA IJIapI'MHA OT HAUYaJIbHOTO MOMEHTAa BpPEeMeHM OO HeIeyu
26;

IJosa MHCYJMHA TUIyJIM3MHA U ofmad Oo3a MHCYJMHAa Ha Hemese 26.

KoHeuHHe TOYKM BeBoIacHOCTMH

HexejlaTeJIbHEIE SBJIEHUMS, CepbesHbBlE HeXeJlaTeJIbHBEEe SBJIEHUS, OCHOBHLE
[I0KasaTeNM COCTOSHMUS OpTaHM3Ma.

NoaTBepxaeHHas (PG <60 Mr/mj) cUMOITOMATHMUYECKAS TUIOTJIMKEMMS, TIXesasd
TUNOTJIMKEMMS ([IPOLEHT CyOBEeKTOB I10 MeHbIIEM Mepe C OIOHMM SIU30I0M,
KOJIMYECTBO SBJIEHUM Ha MNAaLUMEeHTOo-Ton) .

CraTucTHYeCKMEe MEeTOIH

NNepBUYHEN aHaIMS :

[lepBMYHBD aHaaus3 OBUI OCHOBAH Ha COIEPBUYHOM KOHEUHOM TOUKe:

1 He Menbmas >0PeKTMBHOCTBb JIMKCHMCEHATMAA IO CPaBHEHMIO C MHCYJMHOM
TIyausMHOM QD B OTHOWleHUM WU3MepeHMSa 3HadeHMs HbAlc oT HauaJbHOT'O MOMeEHTa
BpeMeHM 1o Henmenu 26,

2a He mMeHbmasa 50PeKTMBHOCTBL JIMKCUCEHATHIA [IO CPABHEHMIO C MHCYJIMHOM
ranynausmuHoM TID B OTHOWEHUM M3MepeHMsa s3HaueHus HbAlc oT HauaslbHOTO
MOMEeHTa BpeMeHM OO Hemeau 26,

2a Bojee Brcokas 50PeKTUMBHOCTL JIMKCHMCEHATHIA [NO CPaBHEHMIO C MHCYJIMHOM
ranyausuHoM TID B OTHOWIEHUM M3MEpPEeHMS Beca Tejla OT HadaJIbHOT'O MOMeHTa
BpeMeHM IO Hezenu 26.

VccoenoBaHMe CUMTAaNM INOJIOXMTEJBbHEM, eCJayu gocTturanu 1 m 2 (o MeHbIleM Mepe
oIDHO M3 2a mim 2b).

B unejyioM, IJS CONEPBUYHOM KOHEUHOM TOUKM CTATUCTUUECKYID OLEHKY BBIIOJIHSIIN
npu o=0,025 (l-croponumr). 1 m 2 (ummm 2a u 2b) ouenmBamu npu o=0,025 (1-
cTopoHHMI), a 1 m 2a oLeHMBANM [pK Ipenejie He MeHbllell 5bbeKTMBHOCTM IJis
3HauvueHus HbAlc, cocraBaswomero 0,4%.

U1 CONEepBMUYHOM KOHEUHOM TOUKM 1 He MeHbllylo 50OeKTMBHOCTL OLEHMBAJM C
[IOMOIUIbI0 BEpXHEM TpaHMUb 2-cTopoHHero 95% CI. Ecnim BepxHas rpaHuua 95% CI
Opia MeHee 0,4%, TO moCcTMUTIaNM He MeHbHyD 2OPeKTUMBHOCTL JMKCHUCEHaTHIa II0
OTHOWEHMI0 K MHCYJIMHY IUIyIM3MHY QD.

IS CONEepBMUYHOM KOHEUHOM TOoukM 2 (2a u 2b), MCHONb30BaNM NPOLEelypy
Xorbepra nnsa sTux 2 cpaBHeHuM npu o=0, 025 (l-CTOpOHHUI) C LEJIbI KOHTPOJS
ommbrmu 1 Tuna: Ecau He MeHbIylw 50QeKTMBHOCTL JIMKCMCEHATHIA I[1O CPaBHEHMIO C
raynusuHoM TID B oTHomeHMM 3HauveHus HbAlc u BGoJsiee BHCOKYID 30OeKTMBHOCTHL
JMKCHUCEeHeTHOa [0 CPaBHEHMIO C MHCYJIMHOM IUIyausuHoM TID B OTHOWEHMIO Beca
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Tesla gocturasnu npu o=0,025 (l-cTOpOHHMNM), TO KOHEUHYI TOUKY 2 HOOCTUIAJM
npu o=0,025 (l-cropoHHMN); Ecaum mocTuIrasM TOJILKO ONHOTO M3 HUX, TO

DOCTUTHYTOoe HeoBxommmo 6wuio npoBepsaTh npu o=0,0125 (l-croponHmit) . He
MeHbHYyI0 5bPeKTMBHOCTbL B OTHOWEeHMM 3HaueHus HbAlc oleHMBaNM C I[IOMOUBIO
BepxHEeM TI'paHMUE 2-cTopoHHero 95% CI (mynm 97,5% CI). Eciau BepxXHSS T'paHMUla

95% CI (mym 97,5% CI) B oTHomeHMM 3HaueHus HbAlc ©Gwnia mMeHee 0,4%, TO He
MeHbIy0 50OeKTUBHOCTL JIMKCUCEHATHUIA [0 CPaBHEHMIO C MHCYJIMHOM TNIYJIMSMHOM
TID B orTHomeHuM HbAlc mocturanmu npm l-croporHHem o=0,025 (mmm ao=0,0125).
BoJsiee BHICOKYK 50OEeKTMBHOCTL B OTHOWMEHMM BecCa TeJla OLEHMBAaJM C IIOMOIBIO

cpaBHeHMus p-3HaudeHus c¢ l-cropoHHMM o=0,025 (mam o=0,0125).

[lepBMUUHBIE KOHEUHBIE TOUKM aHAJIMBMPOBAJIM C IIOMOUBLI MOIEJM KOBAPMALMOHHOTIO
aHammsa (ANCOVA) c¢ JjedveHMeM (JMKCUCEeHATUI, MHCYJIMH TJAYJIMsMH QD M MHCYJIMH
ranynusuH TID), crpartammu sHaueHus HbAlc Bo Bpemsa V7 (Hegmens -1) (<8%, 28%),
PaHIOMMBAaLUMOHHEMM CTpaTaMM IpMMeHeHUS MeTbopMMHa (Za, HET) M CTPaHH B
KauecTBe OUKCUPOBAHHEX 50DeKTOBR M INPMMEHEHMS COOTBETCTBYWIEIO HAaUaJIbHOT'O
3HaueHMSa B KauecTBe KoRapMaTH. OLeHMBaJM pPasHUILY MeXIYy JIMKCUCEHATUIOM U
MHCYJIMHOM TUIYJIMSMHOM QD M COOTBEeTCTBYHIUN OBYCTOPOHHMM 95% IOBepMTeJsIbHBIL
MHTepBaJyl. AHAJIOTMYHO, OLEHMBAJM PasHMULY MeXOy JIMKCUCEHATUIOM M MHCYJIMHOM
TnynusyHoM TID M COOTBETCTBYRIUM 2-CTOPOHHMM 95% HOBepMTesIbHBI MHTEpPBAaJ
(i 97,5% DOBEepPMUTENLHEIN MHTepBajl, eciu 2a uiM 2b He ObBIIM OOCTUIHYTH) B
oTHomeHnM HbAlc u Beca TeJa.

Ananms BTOPUYHEX KOHEYHEIX TOuYeK

Bce HemnpepbBHBHE BTOPMUUHBIE KOHEUHEIE TOYKM >OPeKTMBHOCTM (KpoMe o3 MHCYJIMHA
TUIyJIMSMHA M CYMMApPHBIX CYTOUYHBIX O3 MHCYJIMHAE) aHalIM3MPOBAaJM C I[IOMOIBI TOM
xe camoy Momenm ANCOVA, ONMCAHHOM IS [NepPBUYUHOM KOHEUHOM ToukM. OleHMBaJU
pasamumua Mexny TpyIllaMy JIedeHMsS M OOBepUTeJIbHBEe MHTepBaJibl. JO3b MHCYJIMHAa
TJIyJM3MHAa M CyMMapHBle CYTOYHBEIE OOSHE MHCYJIMHa ofofmajy B 3aBUCUMOCTM OT
TPYNNH JIeYeHNA.

Bce kaTeropmaJjibHbeEe NapaMeTphH 300eKTMBHOCTM aHalM3MPOBaJM C IIOMOIbI MeTona
KoxpaHa-MaunTensa-T'eHsensa (CMH), cTpaTHOMUMPOBRAHHOTO IO CTpaTaM SBHadYeHUS
HbAlc Bo Bpemsa V7 (Hemessa -1) (<8%, 28%) M paHIOMMBALMOHHBMM CTpaTaMMU
NpuMeHeHMs MeTodopMMHa (Ha, HeT). OTCYyTCTBYKIMEe SHAUEHMS KOHEWUHHX TOdYeK
50peKTMBHOCTM, B TOM UMCJI€ INEePBUUYHHX KOHEUHHX TOUEeK PAaCCUMTHBAaJJM C I1OMOIIbLIO
MeToma LOCEF.

AHanuBH 6GeBonacHOCTH

AHaJyMsE 60e30MacHOCTM B TedeHMe 26-HeOeJjIbHOI'O OTKPHTOIO Iepuola JIeUdeHUS
HOCHJIM ONMCATEJIbHBM XapaKTep Ha OCHOBE MNONYJSUMM HJIS OLEeHKM Oe30NaCHOCTH.

KpaTkoe onmcaxHue

XapakTepucTUKM HOonyassumum: B oBmer cioxHocTy 894 maluMeHTOB
PaHOOMUBUPOBAJIM Ha TpM TPYINH JedueHMs (o 298 nauMeHTOB B KaXION) :
JIMKCUCEHATU, MHCYJUH TUIYIU3UMH QD UM MHCYJIMH TJayJausmH TID. OmHOMY
NaluMeHTy, PAaHIOMMUMBMPOBAHHOMY B IPVYIIY MHCYJIMHa IJyausuHa TID, He BBOIUIIMU
IMP, u 890 nmaumMeHTOB BKJ0UaNM B nonynasaumio mITT. UeTHpex DalLMEHTOB,
PAHIOMUBMPOBAHHEX B IPYNNYy MHCYJIMHa IUiyaMsuHa TID, BKIOUMIM B TPYINLY
MHCYJIMHA TJIYJM3MHa QD NonynasaumM OJIsS OlleHKM ©Oes0MIaCHOCTM, I[IOCKOJIbKY OHU
BBOOMJIM MHCYJIMH IUIYJIM3MH OOMH pas B CYTKM B TeueHMe OoJsiee 50% BpeMeHHU.
OmHOTO HallMeHTa, PaHIOMUBMPOBAHHOT'O B IpylNIly MHCYJIMHaA IJIyaIMsMHa QD,
BRIIOUMIIM B IDPYNNYy MHCYJIMHaA IJIyamusuHa TID NONyngauMmM IOJS OLEHKU
0es30IacHOCTM, I[IOCKOJIbBKY OHM BROIMIIM MHCYJIMH TUIYJIMBMH TPpM pasa B CYTKM B
TeueHMre OoJiee 50% BpeMmeHuM (Tabmmua 1) . IeMoTpadmuueckme HDaHHEE U
XapaKTEepPUCTUKY B HaUaJIbHHIM MOMEHT BpeMeHM OBJIM B LEeJIOM [IOXOXMMM Cpenu
TPpYNN JiedeHMs. MeOuMaHHBII BO3pacT cocTaBuil 60 jer. McciemyeMmMas HONYJISUUS
npencraBjysaia coBol IJIaBHEM ofpasoM NpencTaBUTEJIEM €BPOINEeOUIHOM packh
(92,6%) m 54,7% mauMeHTOB M3 STOM MNONYISLUMM OBUIM XeHmmHamu (Tabjauua 2) .

PesyabTaTH B OTHOWeHMM sdbekTMBHOCTH
lNepBUYHEN aHaAIM3B

NsMeHeHMe BHadeHMs1 HbAlc oT HavaJlbHOI'O MOMEHTa BPEeMEeHM OO Hegeam 26:
JIMKCUCEHATHUL 10 OTHOWEHMIO K MHCYJIMHY IJIyInMBuHYy QD

CpenHure musMeHeHmuda 3HadeHusa HbAlc cocraBuam -0,63% »Ojag Tpynis
JamkcuceHaTtuna u —-0,58% mng rpynnel MHCyaMHa IDoyamsuHa QD (pasHmua=-0,05%,
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95% CI: -0,170-0,064%). IlokaszaHa He MeHbmas >PPeKTUBHOCTL JMKCHUCEeHATHIA
10 CPaBHEHMI C MHCYJIMHOM IVIYJIM3MHOM QD, [NOCKOJIBKY BepXHSd IpaHMlla
OBycTOopoHHeTro 95% CI pasHMUB JledueHMS ObJla MeHblle, UYeM sapaHee
ONpeIesIeHHBN Npenesyl He MeHbllel sbdbekTmBHOCTM, cocrTaBiasomun 0,4% (rabamua
6).

NsMeHeHMe BHadeHMsT HbAlc oT HavaslbHOI'O MOMEHTa BPEeMeHM OO Hegeam 26:
JIMKCHUCEeHaTHI 10 OTHOUWEHMI0O K MHCYJIMHY ITiynansmHy TID

CpenHue msMeHeHus 3Hauenus HbAlc cocraBumm -0, 63% mjsa IpyIds
gukcucenHaTtuna u —-0,84% nna rpynnel MHCyIMHa TuynmusuHa TID (pasHuuna=0,21%,
95% CI: 0,095-0,328%). I[loxasaHa He MeHbmasag 5OPeKTUBHOCTL JIMKCUCEHATHIA
10 CPaBHEHMIO C MHCYJMHOM IUIyJMs3MHOM TID, IOCKOJIBKY BEpPXHSS I'paHMUlla
oBycTopoHHero 95% CI pasHMUBL JleueHMs Oblla MeHblle, UYeM sapaHee
ONpelesIeHHH Npenesl He MeHbllel 5bbekTuBHOCTM, cocTabiasiommui 0,4% (Tadamua
6) .

MsMeHeHMe Beca Tejla OT HAa4YaJIbHOT'O MOMEHTa BPEMEeHM IO Hegeam 26:
JMKCHMCEHATHL MO OTHOWEHMIO K MHCYJIMHY TayamsuHy TID

CpenHre MBMeHeHMUS Beca Teja cocTaBuim -0, 63 KI' Ojs T'pyHdb JMUMKCUCEHATHUIA
n 1,37 xr pnug Tpynnbl MHCYyJIMHa IolynmusuHa TID (pasHuua=-1,99 kr, p-
sHaueHre <0,0001). BoJsiee BHCOKaAS 2PPeKTUBHOCTU JMKCHUCeHaATHOA 10
CPpaBHEHMIO C MHCYJMHOM TJIyiMsuHoM TID B OTHOmMEHMM Beca Teja ObJla NokasaHa

npu o=0,025, omHOCTOpoHHeM (Tabmamuua 7).
BTopMYHHE KOHEeYHHe To4Yku sddekTHMBHOCTM:

CpeInHre MBMeHeHMS OT HauaJIbHOTO MOMEHTAa BpeMeHM OO Hemesu 26 B OTHOIEHUM
Beca Tejya cocTaBuau —-0,63 KI' OJg IpyNnb JuKcuceHaTuna u 1,03 xkr mons
TPpYNNOE MHCYJMHa TulyamsmuHa QD (pasHuMua=-1,66 xr, 95% CI: ot -2,257 mo -
1,062 xr) (Tabauua 7).

Cpenumne msMeHeHusa FPG cocraBuim —-0,23 MMONb/JI B Tpylne JMKCUCEHATHOA, -
0,21 mmosib/s1 B rpynmne TuyiamsmHa QD um -0,06 MMOJIB/JI B TpyHne TUIyJIM3MHA
TID (pasinumMsa: JIMKCUCEHATUI IO OTHOWMEeHMI K IuIyamsuHy QD=-0,01 mMosb/J,
95% CI: [oT -0,319 mo 0,298]; nMKCUCeHATUI IO OTHOUEHMI K TJUIYJIM3UHY
TID=-0,17 mmosb/s, 95% CI: [oT -0,475 mo 0,143]) (rTaBmamua 8).

M3MeHeHMUS OOSBBE MHCYJIMHa IvlapI'MHa cocraBunu 0,70 EI B Tpynmne
amkcuceHatuna, —-0,06 EI B rpynne rnaynausmuHa QD m —-3,13 EI B rpynne
rayausmuHa TID (rabamua 9).

CpenHsas cyTouHas Lo3a MHCYJMHAa Ha HeneJye 26 cocraBuia 9,97 EI B rpynmne
MHCyJMHa TaynmusuHa QD m 20,24 EIN B rpylle MHCyIMHa TuyamsmuHa TID (durypa
4). CpepgHsasa cyMMapHas CyTOYHas Iosa Ha Hegejsle 26 cocraBuia 73,61 EI B
TpyIle MHCYJAMHa TuyamsuHa QD m 81,05 EI B Tpylle MHCYJIMHa TuyausuHa TID
(durypa 5).

PesynsTaT B OTHOWESHUMN BeBonacHoCTHN

[IpoueHT nauuMeHTOB c JuoOpMM TEAE cocTaBms: Tpylla JIMKCUceHaTuma - 74,2%,
Tpyllla MHCYJIMHa TulyausmuHa QD - 73,8% m rpynna MHCyIMHa IDJyyamsuHa TID —
80,3%. Haubojyee uacTemMu TEAE 6Gpumn "runornmuremMusa", o kKoTopo¥ cooBmasm 107
nauueHToB (35,9%) B rpynne amkcuceHaTuma, 140 naumeHnToB (46,5%) B IDpymme
MHCyIMHa TyynusuHa QD m 154 naumeHToB (52,4%) B Ipylle MHCYJIMHA
ranynusuHa TID, ¥ "CHMXEHHOe CcOoIepXaHMe IJIOKOSH B KpoOBU" (gBJeHMS, He
CONPOBOXIAaEMblE TUIMYHEIMM CHMITOMAMM ITMIOIJIMKEMUM), O KOTopoM coobBmamnm 60
nauueHTtos (20,1%) B rpynne JMKCHcCeHaTUza, 67 oDaumueHToB (22,3%) B Ipynne
MHCYJIMHa TJynusuHa QD m 82 naumeHToB (27,9%) B I'pylnle MHCYJIMHA IUIyJIM3MHA
TID. ToWHOTY OTMeudaNM y 75 HaluMeHTOR (25,2%) B I'pyllle JMKCUCeHaTMOa, 5
nauneHToB (1,7%) Dpyldle MHCYIMHa IJynausMHa QD m 3 naumeHTor (1,0%) B
Tpylle MHCYJAMHa TulyausmuHa TID (Tabamua 11).

O cepbesHHx TEAE coofmasio aHaJIOTMUHOE KOJMUECTBO I[allMeHTOB BO BCEX
Tpymnnax JjedeHusa (mmrcumceHaTmm: 11/298 [3,7%], raymmsuua QD: 11/301 [3,7%]

u raymusud TID: 14/294 [4,8%]) (raBmmua 12). Tpoe NALMEHTOB yMepJM BO
BpeMs MCCcleOoBaHMSA B pesyiabTaTe TEAE, oOMH — U3 TpPYIIIH JMKCUCEHATHIA U
IOBa — M3 TPYNNH MHCYJMHa IUIyJamsmHa TID:

I'pylIilla JIMKCHUMCEHaTHUOa : MeTacTaTHuue CKUM Par nonmenynquoﬁ XeJIe3Hl.
[TaumMeHTy MyXCKOIT'O IIojla B BoOo3pacTe 67 JleT NOoCTaBMUIM IMATHOS
MeTacTaTHUde CKUM Pakr nonxenynquoﬁ XeJIe3bl Jepes 35 ﬂHeﬁ I1ocJjie IIepBOT'O
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BBeneHusa IMP. IlauMeHTYy OKOHUYATEJIbHO IIpeKpaTuJM BBeIeHUe
JIMKCHUCeHaTuna. JoNoJIHMTEeJIbHas OlleHKa I[IoKasaja OIyXoJib,
kjnaccubnumpyemyio kak TAN+M]1 yvacTu Teja NOIOXEJYOOUHOM XEJIeSH C

HOMIb TpauMely B BEHY JI€BOM I[IOYUKM M B JIEBHI HANIOUEUHUK CO
MHOXEeCTBEHHBIMM MeTacTasaMu B [Ie€UeHb, BHYTPMUOPOIHYKHD JMuMbaIeHOIaTHo,
obceMeHeHHMe OpOMMHB M acuuT. llalMeHTy ofecHNeuuiaM OaJljiMaTHMBHOE
JleyeHMe, M OH CKOHUAaJICa Ha 52 IOeHb McCCcleloBaHMA. laHHOe sABJIeHMe OBJIO
pacueHeHo PSAC kKakK BepOSTHOE BJIOKaYeCTBEeHHOEe HOBoOOpasoBaHME
NOmXEJIYIOUHOM XeJIesH, He cBa3aHHoe ¢ IMP;

TuynusuH TID: KpOBOTeUeHMe M3 KOXHOM S3Bbl. [lallMeHT MYXCKOI'O IIojla B
BospacTe 75 JIeT CKOHYAaJCS OT MNOTEPM KPOBM B pPesyJbTaTe TIXEJIOIO
KPOBOTEUEHMS U3 KOXHOM S3BH uepes 155 mHel mocjie nNepBOTO HNpueMa
MHCYJIMHAE IUIYJIMBMHA ;

TaynusuH TID: xXpoHMUecKas cepledHas HeIOCTAaTOUHOCTL. [lallMeHTa MYyXCKOTI'O
nojla B BospacTe 59 JjeT oOHaApPyXMJIM MepTBEM Ha 45 IeHb MCCJIeOOBaHMUA.
BELIO NPOBENEHO BCKPHTME M B KadeCTBE IIPWUUMHE CMEPTM OBIJIO OTMEUEHO
OCJIOXHEHME XPOHMUECKOM CEePIeUHOM HEeNOCTaTOUHOCTM.

Hy ommH M3 ciydaeB CMepTM He OBUI cBAsaH ¢ IMP.

Eme oIMH HalLMEeHT CKOHYAJICHS BO BpeMsS BBOIHOT'O [epMoZa B pesybTaTe
oBoCTpeHUsT XPOHMUYECKOM JIeTouHOM OBoJiesHM (HNpenBapuTesibHOe JedeHue AE).

Bojsiblle MNalUMEHTOB B IpyIlle JUKCUCEHATUIA MCIHBTAJM 10 MeHbIIeM Mepe OIHO
TEAE, KOoTOpoOe MNPMBOAMIIO K OKOHUATEJILHOMY MpeKpalleHWIo JIeUeHUS I10
CpaBHEHMIO C TpyNNaMM MHCYJMHAa INIyJAMsuHa (JaukcuceHaTtunm: 15/298 [5,0%],
TaysmusuH QD: 2/301 [0,7%] u raynusud TID: 3/294 [1,0%]), TiaBHEM oBpasoM
B pesyJbTaTe HapyUWeHUM CO CTOPOHH XeJIyIOUHO-KMIIeuHOTo TpakTa (3,7% B
TpyNle JMKCHUCEeHaTUOa IO CPaBHEHMK C OTCYTCTBMEM B I'pylle IulyamsmHa QD
vy TID), B TOM UMCJIE€ TOWHOTH M PBOTH Yy KaXIOT'O M3 UYEeTHpPEeX INalMeHTOB
(1,3%) (Tabmauua 13).

OnpenejyieHHEe B INpoTokosiax TEAE cuMITOMaTHMYECKOM ITMIOTJVIMKEMUU
(conmpoBoOXmaeMbele YpPOBHEM IUIOKOBB B IJIasMe KpoBu < 60 mr/ma [3,3 mmosb/ii]
WY CBSSaHHBE C OBICTPEIM BOCCTAHOBJIEHMEM [IOCJIE NPOOMIIaKTMUECKMX Mep B
cilydae, ecCJiM OlpeleJjieHMe YPOBHS IVIOKOSH B IJIasMe KpPOBU OBJIO HEIOCTYIIHO)
MCHOBITHIBANM OoJiblle IMalUMeHTOB B Ipyllax MHCYJMHA IUIYJIM3MHAE 10 CPaBHEHMIO C
TPYMNON JMKCUCeHaTuma (ImrcuceHaTun: 98/298 [32,9%]; muymmusuH QD:
117/301 [38,9%]; raymusumuH TID: 132/294 [44,9%]). AHajgoruyHo, Oosbple TEAE
CUMIITOMaTHUECKOM ImnoryimkeMmuyu Ha 100 maumeHToO-JIeT BCTpedasiochb B TpyIIle
MHCYJMHa TUIynmusmuHa QD m Tpynne mMHCydIMHa riaynmusubHa TID (266,4 u 410,4,
COOTBETCTBEHHO), YeM B Tpylle JMKCHUceHaTuma (229,6) (radbmmua 14). IBoe
NauMeHToB (oBa u3 TpYINb MHCYJIMHA ITJynausuHa QD) mcneranu TEAE,
onpelesieHHHEe KaK TSXeJas CUMITOMATHUeCKAas IMIOTVIMKEMUS COTJIAaCHO
NpoTOKONY. TpMHaIlLlaTh MNAlLMEeHTOB B Tpylle TayamsuHa QD u 20 maluMeHTOB B
TpyInne MHCYJIMHa TuiyjausubHa TID cooBmany O CUMITOMATUUYECKOM MJIIM
BeCCUMIITOMHOM CJIyYalHOM IepenosupoBkKe IMP o CpaBHEHMIO C OTCYTCTBUEM B
Tpynne JMKCHUCeHaTHOa .

Tpoe MHalMeHTOR, [OJy4YaBUMX JieueHMe JuKcuceHaTtumom (1,0%), m 1 (0,3%)
nauMeHT B TIpynne muaynamsmHa TID mMenm TEAE, pacueHmBaeMoe ARAC Kak
ajleprMuyeckas peaklUus, OINHaKO HM OIOHO He OBJIO pacleHeHO KaK BO3MOXHO
cBsIsaHHoe ¢ IMP (Tabsuia 15).

OmmH naumeHT (0,3%) B IDpylle JUKCHUCeHaTMIa uMes onHo TEAE, paclieHMBaeMoe
PSAC kKakK OCTpPBI I[IaHKPEaTUT YyMEPEeHHOM MHTeHCUMBHoCcTM (Tabmmua 16):

nauveHTka 57 ser mmesia TEAE mnpepnosaraeMoro NnaHKpeaTUTa yMEepeHHOM
MHTEHCUBHOCTHK dYepes 89 QHeN Iocje [NepBOI'O BBeNEHMS JIMKCHUCEHaTHIa. 3a
JeTHpe IOHS IO Hadajla 3TOTO fABJIeHUS B CTaHIOAPTHHX JaBopaTOpPHBIX
pesyibTaTax oOHapyxwmiau Junasy 3,37 x ULN. UccrnenmoBaTesb cooBmMMII, UYTO
5TO SBJIEHME COCTOSJIO M3 SIMTAaCTpalbHOM 6OJIM yMEPEHHOM MHTEHCHMBHOCTH,
TOMHOTH M IOuapeMr. B pesynbTaTe V3U OpOWHOM [IOJOCTM, NPOBEINEHHOTO Ha
oeHb 90, OOHapPyXMJIM CTeaToTeNaTUT, O KOTOPOM COoOBMMIIM KaK O HOBOM
TEAE; NOpM3HAKOB, yKa3HBaKMMX Ha [IaHKpeaTUT He Habonanan. YPOBEHb
JMIasbl, NPOBOPHO IPOBEepPeHHHM Ha geHb 90, Haxomomics B Ipelejiax HOPMEH.
BeegmeHme IMP BpeMeHHO NpeKpaTuiM HaumHasg ¢ OHA 91 M BO3OOHOBMIM Ha
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neHp 102. Cy@%eKT CUuMTaJICAd BOCCTAHOBMBINMMCA OT IOAaHHOI'O ABJI€HMA Ha
oeHb 92 6es OCJIOXHEHUN U 3aBepUIMJI MCCJIeOOoBaTeJIbCKOE JIeUeHNMe
JIMKCUMCEHaTUIOM COIJIaCHO IIPOTOKOJIY . JomosIHuTesbHOe IIJIaHOBOE
mccjienoBaHMe ueHTpaanoﬁ na6opaTopMM IIoKasaJjJio, dYTO @epMeHTH
nonxenynoqﬂoﬁ XeJIe3bl HaXoOWJIMCBhb B IIpenejiax HOPMEL. HccrnenoraTesb
paccMoTpeJI OHaHHOE HABJIEHMEe, KaK CBA3aHHOE C JIMKCHMCEHATUIOM.

IBOEe NauMeHTOB B TpYyIIle JIMKCHMCeHaTrnna M OHOVH IalVeHT B TPYIIIle MHCYJIMHA

raynmsrHa TID mMesnm TEAE NOBBIIEHHOT'O YPOBHSA KaJdbLUMTOHMHA (220 nr/mi), o
KoTopoM coobmmiau B dopMe crneumdpmueckux AE (rabmmua 17).

HpenBapmmeanne BHBOIEI :

HacTogmee wuccyaemoBaHue ¢ yuvacTtueM 894 naumeHTor ¢ T2DM, He

KOHTPOJMPYEMBEIM IOJIXHEM OOpasoM MHCYJIMHOM INIAPTMHOM T+ MeTOOPMMHOM,
OOCTUTAJIO CBOEM IEepBMUHOM L&y, IIOKasHBasg He MeHblyln 20deKTUMBHOCTBL
JMKCHCeHaTuIa IO CPpaBHEHMIO C MHCYJMHOM IJIyJAM3MHOM QD, a TakXe MHCYJIMHOM
rnynusyuHoM TID B CcHMXeHUM ypoBHeM HbAlc, a TakXxe mnokasbBas OoJjiee BHECOKYIO
50PEeKTMBHOCTE JIMKCHCEHaTHIa [IO0 CPaBHEHMI C MHCYJMHOM IUulyamsuHOM TID B
U3MEeHEeHUM Beca TeJa.

UccrenyeMenl HNpenapaT XOPOWO IIE€PEeHOCHJICS MNallMeHTaMM BO BCEX Tpex I'pylnax
uccienoeaHusa, OoJiblle MNaLMeHTOB B Ipylllle MHCYJMHa IUIyJIM3MHa coobmasnm ob
ONpeNesIeHHEIX B INPOTOKOJIAX SBJIEHMAX CUMIITOMAaTMUYECKON I'MIOIVIMKEMMM. BoJjboe
NaluMeHTOB B TpYIINe JMKCHUCEeHATHUIa [NPpeKpaTuiM MccIleloBaHMe NOCPOYHO
TJIaBHEM ofBpasoM B pesyibTaTe TEAE CcO CTOPOHH XeJyHOYHO-KMIIEUHOT'O TpaKTa.
B rpynne nmurcuceHaTuma 1 gBJjieHMe OBIJIO paclieHeHo PSAC Kak BepOSTHOE
3JIOKaUYEeCTBEHHOE HOBOOOpAasOBaHME MOOXEJIYyIOUHOM XeJlesbl, He CBS3aHHOE C
IMP, m 1 gaByenue OpiO pacueHeHo PSAC, KakK OCTPHIM [NaHKPEaTUT yMEpPeHHOM
MHTEHCUBHOCTU.

3 PeBynbTaTH
3.1 WUcciemyeMble DalMeHTH

3.1.1 YueT HalLMeHTOB

Tabauuy B

lleueHMe) .

MX JIedeHNVeM,

COOTBETCTBUMA C

baKTHUECKU

Ha3HAaWEeHHBM IIPM pPaHIOOMM3allVM .

IIOJIYYE€HHBIM JI€UEeHMEM

Tabmuila 1 - nonyjadauMM OJisS aHaJnu3a
Nucynuu NHcynuu
JinkcucenaTug|rayamusmuu QD |(rayamsmuu TID Bcero
PaHOOMMBMPOBAHHAS IIONYJIALUMS 298 (100%) 298 (100%) 298 (100%) 894 (100%)
[lonynsums niis OLIEHKM
>PbeKTMBHOCTHU
MonmomuumpoRaHHaS nonyagaumus,| 297 (99,7%) | 298 (100%) [ 295 (99,0%) |890 (99,6%)
cbopMMpoBaHHasS B 3aBUCUMOCTHY
oT HaBHAUYEHHOTO JIeYeHM ]
(mITT)
[lonmyigaums oJis OLIEHKIM] 298 301 294 893
Oes30nacHOCTH
[[priMeyaHMe: [aHHBIE I[MAlLMEHTOB W3 I[ONYJALMM IJIS OlEeHKM O6e30MacHOCTM CBEIEHH B

(KaK IIOoJIyYaBlne

JJ19 oCTaJIbHBIX HOHyHHHMﬁ HOaHHBIE IIallMEeHTOB CBOIOMJIIVM B Ta6nmuy B COOTBETCTBUM C
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3.1.2 PacnpeneljyieHMe OJid MCCJeIOBaHUA

Tabauua 2. PacnpenesieHMe NalUMeHTOB — pPaHIOMM3MpPOBaHHAaA
TIOITYJIALIMA
NHcynuu NucynnH
JimkenceHaT™ My [rayamusmH QD |(raynmsmuma TID
(N=298) (N=298) (N=298)
PaHIOIOMMBMPOBAHHBE " He [oJIyyaBIme 0 0 1 (0,3%)
lleueHM S
PaHIOMMBMPOBAHHEE I I[OJIydyaBlME JIeUeHMUeE 298 (100%) 298 (100%) | 297 (99,7%)
[lpomnu nepuon JIeUeHUS 268 (89,9%) (281 (94,3%)| 285 (95,6%)
He npomsy nepuon JiedeHUS 30 (10,1%) 17 (5,7%) 12 (4,0%)
PemeHre cCcyObeKTa O IIpeKpalleHUM JIeUeHUS 18 (6,0%) 11 (3,7%) 8 (2,7%)
[[pruMHa [OpeKpalleHUs JIeUeHUS
HexeslaTeJbHOEe ABJIEHUE 14 (4,7%) 2 (0,70%) 5 (1,7%)
HenocTaTouHasa 30OeKTUMBHOCTDL? 6 (2,0%) 4 (1,3%) 0
HenocTaTouHOe cCOOJIOIEHME IIPOTOKOJIA 0 3 (1,0%) 2 (0,7%)
YTpadeHo nJdg nocjenymomero HabOJoIeHUS 0 0 0
IpyTMe NPpWUUMHBL 9 (3,0%) 8 (2,7%) 5 (1,7%)

5TOTO OBIO PEKOMEHIOOBAHO IIpeKpalleHN1e,

8,5%

8,5%.

[[prMeudaHMe : I[IpoL,eHTHEE OOJIU

pacCcumMTaHBI

ecnm BHaueHMe HbAlc cocTaBigeT BHIIE

C

PaHIOMVSBVMPOBAHHEIX IIallMEHTOR B KadeCTBE 3HaMeHaTeJId.

?: IJiga mMcciiegoBaHMSA He OBLJIO 3allJIaHMPOBaHO HMKAaKOM HEOTJIOXHOM Tepannn,

Ha Hegnejsie 12 WM IOBXe U e€CIU COOTRBETCTRBYIOIME KOPPEeKTMBHBIE MEPHI

HesbbeKTMBHEIMM M I[IOBTOpHOe =sHaueHue HbAlc 4 uepes 4 HeImenm ocTaBajloch OoJee

IIPMMEeHeHMEM

BMEeCTO

OBLITH

KRoJIMYeCTBa

3.1.3 ,HeMorpa®quCKme IODJaHHEIe M XapaKTepPMCTHMKM Ha MCXOIHOM

YPOBHE
Tabauiia 3.
MOMEHT B

CKPVMHIMHTIT'a MJIin

PaHIOMMUIVMPOBaAHHAA IIOITYJIALIMA

ODeMoTpadpnueckme OaHHEE U IlapaMeTpH

HauaJlbHLM

MOMEHT

BpeMeHNr

IIallMIeHTOB B
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Nucynuu NHcynuu
THYyAMBUH | TAYIAMSUH
JinkcucenaTmng QD TID Becero
(N=298) (N=298) (N=298) (N=894)
BospacT (JseT)
dncio 298 298 298 894
60,2 59,4 59,8
CpenHee sHaueHme (SD) 59,8 (8,6) (8,6) (9,5) (8,9)
MenraHoe 3BHaueHUe 60,0 60,0 60,0 60,0
MUHMMYM: MaKCHUMYM 35: 79 35: 78 32: 87 32: 87
BospacTHasa TIpylla (J1eT) [n
(%) ]
Umciio 298 298 298 894
33 48 120
< 50 39 (13.1%) (11,1%) (le,1%) (13,4%)
172 154 496
or =2 50 mo < 65 170 (57,0%) (57,7%) (51,7%) (55,5%)
76 85 237
or =2 65 mo < 75 76 (25,5%) (25,5%) (28,5%) (26,5%)
17 11 41
> 75 13 (4,4%) (5,7%) (3,7%) (4,6%)
Moa [n (%)]
Yncio 298 298 298 894
135 132 405
MyXCKOM 138 (46,3%) (45,3%) (44,3%) (45,3%)
163 166 489
KeHcxkun 160 (53,7%) (54,7%) (55,7%) (54,7%)
Paca [n (%)]
Ymciio 298 298 298 894
280 272 828
EBponeountl/ Gesse 276 (92,6%) (94,0%) (91,3%) (92,6%)
11 12 36
YepHEIE 13 (4,4%) (3,7%) (4,0%) (4,09)
AsnaTe/OpeacTaBUTen 13 29
BOCTOUYHOM packl 9 (3,0%) 7 (2,3%) (4,4%) (3,2%)
1 1
Opyrue 0 0 (0,3%) (0,1%)
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Nucynuu NHcynuu
THYyAMBUH | TAYIAMSUH
JinkcucenaTmng QD TID Becero
(N=298) (N=298) (N=298) (N=894)
BHaueHre HbAlc (%) npu V1
(Hepessa -14)
Uncio 297 298 298 893
8,49 8,51 8,50
CpenHee sBHaueHMe (SD) 8,51 (0,72) (0,72) (0,78) (0,74)
MenraHoe 3HaueHUe 8,50 8,40 8,50 8,50
7,0: 7,0:
MUHVMYM: MaKCHUMYM 7,1: 10,0 7,0: 10,0 10,0 10,0
SHaueHre HbAlc (%) opu V7
(Hemess -1)
Unciio 298 297 298 893
7,82 7,89 7,86
CpenHee 3HaueHmMe (SD) 7,87 (0,53) (0,52) (0,54) (0,53)
MenmaHoe 3HaUeHUE 7,80 7,80 7,90 7,80
7,0:
MMHMMYM: MaKCUMYM 7,0: 9,0 7,0: 8,9 7,0: 9,0 9,0
PannmoMMsalUMOHHEIE  CTPaTH IO
kaTeropumu sHadeHmsa HbAlc (%)
n (%)]
Yncio 298 298 298 894
171 172 515
<8% 172 (57.7%) (57,4%) (57,7%) (57,6%)
127 126 379
> 8% 126 (42,3%) (42,6%) (42,3%) (42,4%)
PaHIOMMBaLMOHHEE CTPAaTH IO
IpMMeHeHMI0 MeTdopMMHaA (3) [n
(%) ]
Umciio 298 298 298 894
258 257 772
Ia 257 (86,2%) (86,6%) (86,2%) (86,4%)
40 41 122
Her 41 (13,8%) (13,4%) (13,8%) (13,6%)
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Nucynuu NHcynuu
THYyAMBUH | TAYIAMSUH
JinkcucenaTmng QD TID Becero
(N=298) (N=298) (N=298) (N=894)
FPG (Mmosib/L) BO BpeMmsa V2
(Hepeysa -12)
Uncio 296 293 297 886
9,28 9,51 9,32
CpenHee sBHaueHMe (SD) 9,16 (2,94) (2,88) (2,96) (2,93)
MenraHoe 3HaueHUe 9,05 9,10 9,30 9,10
3,4: 2,9:
MUHVMYM: MaKCHUMYM 3,6: 20,5 2,9: 20,2 22,6 22,6
FPG (Mmosb/L) BO BpeMmMsa V7
(Hemess -1)
Unciio 289 291 289 869
6,75 6,65 6,77
CpenHee 3HaueHmMe (SD) 6,91 (2,07) (1,80) (1,86) (1,91)
MenmaHoe 3HaUeHUE 6,60 6,50 6,40 6,50
3,0: 2,8:
MMHMMYM: MaKCUMYM 2,8: 13,6 2,9: 13,6 14,1 14,1
Bec wTesa (KI') BO BpemMa V2
(Hepmeng -12)
Yncio 298 298 298 894
89,75 87,93 89,66 89,11
CpenHee sBHaueHmue (SD) (17,37) (15, 84) (17,28) (16,85)
MenraHoe 3BHaueHUe 88,20 87,55 87,75 88,00
51,0: 46,4: 46,4:
MUHVMYM: MaKCHUMYM 54,1: 155,8 132,8 152,0 155, 8
[lpyeM numyM OJi4 MHBeKUMyM IMP?
Yuciio 298 298
88
3aBTpak 90 (30,2%) (29,5%)
208
VXMH 207 (69,5%) (69,8%)
[IponymeHoO 1 (0,3%) 2 (0,7%)

BMI=MHOeKC MacCCH TeJla.

&: Ilpyem numm npid MHBeKIMM IMP,

SMPG mnpenmcTaBJyieH TOJIBKO

IOJIA

TPy

JIMKCHMCEeHaTMIOa n

omnpeneJjieHHEM 110 4-0aJlJIbHOMY

MHCYJIMHA




TayansmuHa QD.

Tabauiia 4.[JaHHHe O 3afoJleBaHMAX WM IIapaMeTpH
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IIallMeHTOB Ha

MOMEHT CKPVIHMHT'a MJIin B HayvaJlb HEN MOMEHT BpeMeHNM
PaHIOMMIVMPOBaAHHAA IIOITYJIALMA
Nucynuu NHcynuu
TIyAMSmUH TIYyAMBUH
JinkcuceHaTng QD TID Becero
(N=298) (N=298) (N=298) (N=894)
Duration of diabetes
(years)
Umciio 298 298 298 894
CpenHee 3HaUeHUe 12,33 12,41 12,21
(SD) 11,89 (6,43) (6,75) (6,80) (6,66)
MenraHoe 3HaUeHUE 11,03 11,44 11,45 11,34
1,0:
MUHVMYM: MaKCHUMYM 1,3: 37,9 1,1: 50,2 1,0: 37,1 50,2
[IpOOOIIXMUTEJIbLHOCTD
JIeYeHUST BasaJibHEM
MHCYJIMHOM (JieT)
Ynciio 298 298 298 894
CpenHee 3HaAUeHUE 3,26 3,17
(SD) 3,07 (2,64) (3,46) 3,19 (3,13) (3,09)
MemomaHoe SHaueHMue 2,32 2,28 2,01 2,15
0,1:
MUHMMYM: MaKCUMyM 0,1: 16,9 0,2: 35,8 0,3: 20,1 35,8
CyTouHasa osa
BasaJyIbHOT'O MHCYJIMHA B
3aBUCHMMOCTM  OT THIA
ckpuHMHTa (EI)
T'maprmu
Unciio 199 203 191 593
CpenHee 3HaueHHUe 41,36 40,23 41,11
(SD) 41,70 (23,23) (23,35) (22,73) (23,08)
MennaHoe 3HaUeHUE 35,00 34,00 33,00 34,00
16,0: 12,0:
MUHMMYM: MaKCUMYM 12,0: 140,0 160,0 12,0: 160,0 160,0
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Nucynuu Nucynuu
TIyANSUH TIYyANBUH
JinkcucenaTmng QD TID Becero
(N=298) (N=298) (N=298) (N=894)
JeTemup
dncio 25 32 30 87
CpenHee BHaueHUe 39,59 39,43 39,94
(SD) 41,00 (29,69) (25,27) (21,59) (25,18)
MenraHoe 3HaueHUe 32,00 30,00 35,00 32,00
18,0: 18,0:
MUHMMYM: MaKCHUMYM 20,0: 160,0 120,0 20,0: 125,0 160,0
NPH
Yucio 74 63 77 214
CpenHee 3HaueHHUe 38,97 40,92 40,24
(SD) 40,61 (20,43) (18,20) (20,26) (19,66)
MenmaHoe 3HaUeHUE 33,00 36,00 36,00 34,50
16,0: 16,0:
MMHMMYM: MaKCUMYM 20,0: 116,0 100,0 16,0: 116,0 116, 0
CyTouHas -Io3a MHCYJMHA
TJlapI'MHa BO BpeMsa V2
(Hegeng —-12) (EI)
dncio 298 298 298 894
CpenHee 3HaAUeHUe 39,83 39,46 40,07
(SD) 40,92 (21,78) (22,04) (21,00) (21,60)
MenraHoe 3BHaueHUe 34,00 34,00 34,50 34,00
16,0: 12,0:
MUHMMYM: MaKCHUMYM 16,0: 134,0 160,0 12,0: 160,0 160,0
Daily dose of insulin
glargine at V8 (Week
0) (U)
Umciio 292 295 296 883
CpenHee 3HaUeHUE 64,72 65,14 65,91
(SD) 67,88 (31,90) (32,12) (26,90) (30,39)
MennaHoe 3HaUeHUE 62,00 58,00 60,83 60,00
14,0: 13,0:
MMHMMYM: MaKCHUMYM 13,0: 192,0 205,3 18,0: 204,0 205,3
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Nucynuu Nucynuu
TIyANSUH TIYyANBUH
JinkcucenaTmng QD TID Becero
(N=298) (N=298) (N=298) (N=894)
[lpyMeHeHMe MeTdhOpPMMHA
nopu cKpuHMHTEe [n (%)]
Yucio 298 298 298 894
260 259 781
Ia 262 (87,9%) (87,2%) (86,9%) (87,4%)
38 113
Her 36 (12,1%) (12,8%) 39 (13,1%) (12,6%)
CyTouHasa nosa
MeThOpMMHAE B HaYaJlbHBIM
MOMEHT BpeMeHM (MI)
Unciio 262 260 258 780
CpenHee 3HaUeHUEe 2069, 37 2089,13 2114,15 2090, 77
(SD) (486, 60) (477,03) (446,74) (470,31)
MenmraHoe 3HAaUeHUE 2000, 00 2000, 00 2000, 00 2000, 00
750,0: 850,0: 500,0:
MMHMMYM: MaKCUMYM 500,0: 3000,0 3400,0 3000,0 3400,0

GLP-1=TJI0KAaTOHOIOIOOHLM IenTmi—1.

3.1.4 CobuioneHMe OO3H U pPexXrMa JIeUeHUI
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Tabmuita 5. CobJjwoneHMe pexyvMa JIeUeHUMSa — IONyJALMA OJ4 OlleHKM 6e30lacHOCTHU
JinkceucernaT™n |MHCcynMH TayamMBuH|MHCYIMH IIYINBUH
(N=298) QD (N=301) TID (N=294)
CremneHb KOMILJIAeHTHOCTHM (%)
KommuecTBO 297 301 294
CpenHee sHaueHMe (3SD) 99,34 (2,69) 98,72 (6,00) 97,12 (15,97)
MenmaHHOE 3HaueHUe 100,00 100,00 100,00
MMyH.: Makc. 68,2: 102,7 44,4: 113,3 0,0: 298,14
OBmasa KOMILJIaeHTHoCTh [n (%) ]
KommuecTBO 297 301 294
MaumeHTH ¢ <60% 0 3 (1,0%) 4 (1,4%)
MaumeHTel ¢ oT 260% mo < 80% 2 (0,7%) 1 (0,3%) 12 (4,1%)
[TaumenTer ¢ oT =280% mo <100% 294 (99,0%) 296 (98,3%) 273 (92,9%)
MaumeHTH ¢ >100% 1 (0,3%) 1 (0,3%) 5 (1,7%)
[IponymeHo 1 0 0
IMP: MccienyeMblll JIEKApCTBEHHEM IIpenapatT
[puMeudaHue: CTeleHb KOMIIJIaeHTHOCTHM (%)=(0OBmee umcio OdaKTHMUeCKMX MHBekUMM IMP 1njgg uHTepBaJa nosmpOBKM/06mee UM CJIO

oXxMOaeMblx MHBeKUMM IMP nisa VHTepRaJa ,HOBI/IpOBKI/I)




3.2 S50PEeKTUBHOCTD
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3.2.1 llepBrMUHasa KOHeUHasd Touka B3QPeKTUBHOCTHU

Tabnuia 6.

95% CI

NHucynuu NHCcynuu
JInkcuceHaT™yn | rayamBmH QD rayanusuH TID
HbAlc (%) (N=297) (N=298) (N=295)
HauaJsibHBDI MOMEHT BPEMeHU
Yuciio 292 292 295
CpenHee sBHaueHMe (SD) 7,76 (0,506) 7,72 (0,58) 7,79 (0,060)
MenraHoe 3HaueHUEe 7,70 7,70 7,70
MMHVMYM: MaKCHUMYM 6,4: 9,8 6,5: 9,5 6,5: 12,1
Hepesiga 26 (LOCF)
Yuciio 292 292 295
CpenHee sHaueHuMe (SD) 7,17 (0,77) 7,21 (0,79) 6,96 (0,73)
MennaHoe 3HaUeHUE 7,10 7,10 7,00
MMHVMYM: MaKCHUMYM 5,1: 9,8 5,2: 10,5 5,1: 9,1
MsMeHeHMEe OT HAaYaJIbHOT'O MOMEHTAa
BpeMeHM 0o Hegzeau 26 (LOCF)
Yuciio 292 292 295
-0,51
CpenHee sHaueHMue (SD) -0,59 (0,79) (0,80) -0,82 (0,78)
MenraHoe 3BHaueHUe -0,60 -0,50 -0,90
MMHMMYM: MaKCHUMYM -3,4: 2,0 -2,6: 2,5 -5,6: 1,7
-0,63 -0,58
lIpenmen cpemHero (SE) @ (0,054) (0,054) -0,84 (0,053)
PasHuuia cpegHero 3sHadeHusa LS
(SE) JamMKcHceHaTMOa I[IO OTHOIEHMIO -0,05
K 2P - (0,059) 0,21 (0,059)
(o -0,170 (or 0,095 mo
- no 0,064) 0,328)
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AHaJM3 BKJIOUYAJ MsMepeHnd,

BrJiroueHBl IalUMeHTEL

HepeJjie 26 (LOCF).

LOCF=mnpoIBMXeHME BIepel IIOCJeIHero IOCTYIHOT'O HabJoIeHMS.

QD MM JIUKCUCEHATUIOM UM MHCYJIMHOM IJIyJmM3mMHOM TID.

nocnenﬂeﬁ VIHbEKLIVNM MCCIJIeOyeMOI'O JIeKapCTBEHHOI'O IIpellapaTa.

Kak C Uu3MepeHMAMM B HadaJIbHBEIM MOMEHT BpPEeMeHU,

*MozneJib KOBaApMaLUMOHHOT'O aHammsa (ANCOVA) co cTpaTamMy TPYNI JeYeHUS
(IMKCHUCeHaTHI, MHCYJIMH DTJyIusmMH QD M MHCYJIMH DJayausmuH TID), cTpaTaMu
3HaAUEHUSA HbAlc BO BpeMs BUBUTA 7 (HepmeJns -1) [<8,0, >8,0%],
PaHOOMMBAalUMOHHEIMM CTpaTaMM [IpMMeHeHus MeTpopMMHa WM CTpaHbB B KadecTBe

bukcupoBaHHEIX 50beKTOB M HAUANbHOT'O BHaueHus HbAlc B kauecTBe KOBapMAaTH.

bPaSHmua cpelHero 3HadeHWUsA LS Mexnoy JIMKCHMCEHATMIOM M MHCYJIMHOM IUIYJIM3MHOM

IIOJIYyYEeHHBIE BIIJIOTH IO 14 ﬂHeﬁ BKJIIOUMTEJIBHO IIOCJIE

TaxK M Ha

Tabauiia 7.

(SE)*

JinkcuceHaT™n (MHCYIMH IayamMBmMH WHCYIMH IOyIMBUH
Bec Tena (xr) (N=297) QD (N=298) TID (N=295)
HauaJIbHEDI MOMEHT BpPEMEHM
KommuecTBO 295 295 295
CpenHee sHaueHue (SD) 90,10 (17,39) 88,37 (15,88) 90,00 (17,21)
MenmaHHOE 3HAUeHUe 88,00 88,00 88,70
MuyH.: Makc. 54,2: 158,14 53,6: 132,8 49,0: 154,2
Hepesg 26 (LOCF)
KommuecTBO 295 295 295
89,37 (18,
89,31 (1l6,27) 91,29 (17,27)
CpenHee sHaueHMe (SD) 14)
MenraHHOE 3HauveHue 87,30 88,40 90,50
MyH.: Makc. 54,2: 191,1 55,0: 134,8 50,3: 155,0
NsmMeHeHNE oT HaYaJIbHOT'O|
MOMeHTa BpEeMeHM OO Hemeam 26
(LOCF)
KommuecTBO 295 295 295
CpenHee sHaueHue (SD) -0,72 (5,16) 0,94 (2,50) 1,29 (2,80)
MenraHHOE 3HAUYeHUe -0,50 0,90 1,20
MuyH.: Makc. -16,4: 72,5 -8,2: 10,9 -9,5: 12,4
Cpenuee 3HayeHMe,
[IOJIYUEHHOE METOIIOM L3[-0,63 (0 276) 1,03 (0 276) 1,37 (0 271)
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PasHMIla cpemHero sSHadveHmsa LS
(SE) JIMKCHCeHaTuIa 10
OTHOWEHMI0 K 2P - -1,66 (0 305) -1,99 (0 305)
(or -2,257 mo - (or -2,593 mo -
955 CI ) 1,062) 1,396)
p-3HaueHue <0,0001 <0,0001

LOCF=nepeHOC IaHHBIX [OoCJemHeI'o HabJoleHMS BIlepen.

* Momenb KOBapMaLUMOHHOT'O aHanmsa (ANCOVA) co cTpaTamMu TPpyNnIl  JiedeHUsd
(IMKCUCEeHaTU, MHCYIMH TIyausuH QD u MHCyJIMH TayausuH TID), cTpaTaMM BSHAUEHUS
HbAlc Bo BpeMsa BusuTa 7/ (Hemens -1) [<8,0, =28,0%], paHOOMMSBAalMOHHBIMM CTpaTaMy
MpruMeHeHMSI MeTQOopMMHA M CTPaHH B KadecCTBe OUKCHUPOBAHHBIX 50PeKTOR M HaYaJIbHOTO
SHaUYeHMSI Beca TeJla B KadeCTBe KOBapMaTH.

PPasuuMIla cpenHero 3sHadeHMsa LS Mexny JMKCUCeHATUIOM M MHCYJMHOM IUIYJIM3MHOM QD
I JIMKCUCEHATUIOM M MHCYJIMHOM ITUlyJimsmuHoM TID.

AHaIM3 BKJOUYAJ M3MEpPEeHMs, [IOJIyYeHHBle BIIJIOTH nHO 3 »OHEM BKIIOUMTEJNBLHO IIOCJeE
mocyienHey MHBEKUMM MCCJEeOyeMOoT'o JIEKAPCTBEHHOTO IIpenaparTa.

BrJllodeHBl INalMeHTBH KaK C M3MepeHMSAMM B HadaJlbHEM MOMEHT BpeMeHM, TaK M Ha

Hepesie 26 (LOCF) .

Ha o¢urype 1 1nokazsaHO WM3MEHEHMe CpelHeT'o 3HadeHmMsa HbLAlc (%)
OT HavaJILHOT'O MOMEHTa BpeMeHM K BUM3UTy B nonyjgdauuu mlITT. Ha
durype 2 1okaszaHO M3MeHeHMe CpPpeOHer'o 3HaueHusa Beca Teja oT
HavaJIbHOT'O MOMEHTa BpPpeMeHM K BUIUTy B nonyjaauuy mITT.

3.2.2 J[pyrue KIIOUEBEE KOHEUHHE TOUKM 5OOeKTUBHOCTU

Tabauiia 8.
Vposenb TJIIOKOBEI B nnasme JTMKCMCEH&'I'M,H MI-ICYJ'IMH I'J'IYJ'IMBMH MHCVJIMH I'JIYJIMSMH

KpoBM HaTowaxk (MMoab/J) (N=297) QD (N=298) TID (N=295)

HauaJibHBII MOMEHT BpEeMeHU

KommuecTBO 295 295 294
CpenHee sHaueHMe (SD) 6,58 (1,83) 6,85 (1,99) 6,65 (1,89)
MenraHHOE 3HaAUYeHUe 6,40 6,50 6,40
MyH.: Makc. 2,9: 16,1 2,9: 13,8 2,9: 13,4

Hepesiga 26 (LOCF)

KommuecTBO 295 295 294
CpenHee sHaueHmMe (SD) 6,59 (1,96) 6,66 (1,94) 6,71 (2,02)
MenraHHOE 3HAUYEeHUe 6,20 6,40 6,50
MrH.: Makc. 2,9: 15,3 2,9: 16,1 2,7: 16,2

[lsMeHeHMe OT HaudaJIbHOT'O MOMEHTa BpeMeHM Ino Hezmenu 26 (LOCF)

KommuecTBO 295 295 294
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CpenHee sHaueHmMe (SD) 0,01 (2,15) -0,19 (2,52) 0,05 (2,47)
MenmaHHOE 3HAUeHUe -0,15 -0,10 -0,20
MuH.: Makc. -7,0: 7,9 -8,4: 7,5 -7,5: 10,7
CpenHee 3HaUeHMue L3 -0,23 (0 143) -0,21 (0 142) -0,06 (0 140)
(SE) *

PasHMIIa CpeIHEeIO BHaYeHUS - -0,01 (0 157) -0,17 (0 158)

LS (SE) JmMkcuceHaTuma IO

oTHOmMEeHuo K 2P

- (or -0,319 mo (or -0,475 mo

95% CI 0,298) 0,143)

LOCF=nponBuxeHMe BIepel IIOCJEeOHEeI'O NOCTYIHOTO HaOJIIeHUID.

SMomeJib KOBapMalUMOHHOT'O aHaJm3a (ANCOVA) co cTpaTaMM I'pyIIl
JedueHuUsa (JIMKCUCeHaTUI, WHCYJMH TUIyJIM3MH QD WM WHCYJIMH TUIYyJIM3UH
TID), cTpaTamMmu 3HauveHusa HbAlc BO BpeMa Bu3MTa / (Hemejgsa -—1)
[<8,0, >28,0%], paHOOMMB3aAlLMOHHBEIMU CTpaTaMM [IPMMEHEHMS MeTQOPMMHA WU
CTpaHH B KadveCTBe QUKCUPOBaAHHHX 30PEKTOB M HaYaJlbHOTO 3HAYEHUS
TJIDKO3E B IlJIa3Me KPOBM HAaTOMaK B KadeCTBe KOBapWAaTH.

PPasuuiia cpemHero 3HaueHuda LS MexOy JIMKCUCEHATUIOM U
VIHCYJIMHOM TJIYJIM3UHOM QD VI JIMKCUCEHATUIOM n VHCYJIMHOM
TIIyJns3mHoM TID.

AHaJIM3 BKJOUAJ M3MEPeHMsa, I[IOJIYYEHHHE BIJIOTHE OO OIHOT'O IOHA
BKJIOUUTEJIEHO rocJie nocJyienHen VHBEKUUN NCCIJIeyeMOTO
JIeKapCTBEeHHOT'O IIpelaparTa.

BKJIIOUEHE IalMeHTH KaK C MW3MepeHMAMM B HaudaJIbHEIM MOMEHT
BpeMeHU, TakK UM Ha Hegmejie 26 (LOCF).

Tabauiia 9.
HOoka MHCYJIUHA TaapruHal JIMkcuMceHaTHn NHCYyIMH DayansmuH NHCYyIMH DOyaInsmuH

(EmgyHmr) (N=297) QD (N=298) TID (N=295)

HauaJlbHBII MOMEHT BpEeMeHU

KommuecTBO 292 294 294
CpenHee sHaueHuMe (SD) 67,45 (31,68) 64,79 (32,09) 65,05 (27,01)
MenraHHOE 3HAUYeHUe 62,00 58,00 60,067
MuyH.: Makc. 13,0: 192,0 14,0: 205,3 18,0: 204,0

Hepesiga 26 (LOCF)
KommuecTBO 292 294 294
CpenHee 3HaueHue (SD) 67,22 (36,22) 63,89 (35,067) 61,16 (29,33)

MenmaHHOE 3HAUYeHUe 60,00 54,00 57,00
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MuH.: Makc. 14,0: 224,7 9,3: 254,0 14,0: 230,0
VisMeHeHMe OT HadaJIbHOT'O MOMEHTa BpeMeHM »o Henmenu 26 (LOCF)

KommuecTBO 292 294 294
CpenHee 3HaueHue (SD) -0,22 (13,59) -0,91 (13,41) -3,89 (13,28)
MenmaHHOE 3HaAUeHUe -1,00 -1,33 -4,00
MuH.: Makc. -36,0: 60,0 -72,7: 76,0 -56,0: 35,3
CpenHee 3HaUeHUe LS| 0,70 (1 002) -0,06 (0 999) -3,13 (0 982)
(SE) ¢
PasHMlla cpenHero - 0,76 (1 104) 3,83 (1 106)
3HaUEeHUA LS (SE)
JIMKCHCEHATHIA 1o
OTHOWEHM© K 2P

95% CI - (or -1,410 mo (or 1,658 mo

2,923) 6,001)

LOCF=nponBuxeHMe BIepel IIOCJEeOHEeIO NOOCTYIIHOTO HaOJIIeHUId.

aMomeJib KOBapMalUMOHHOT'O aHaJm3a (ANCOVA) co cTpaTaMM I'pPyIIl
JedueHuUs (JIMKCUCEeHaTUI, WHCYJMH TUIyJIM3MH QD W WMHCYJIMH TUIYyJIM3UH
TID), cTpaTamMm 3HadveHusa HbAlc BO BpeMa Bu3MTa / (Hemejgsa -—1)
[<8,0, >28,0%], paHOOMMB3aAlLMOHHBEIMU CTpaTaMM IIPVMMEHEHMS MeTQOPMMHA WU
CTpaHel B KauveCcTBe OQUKCHUPOBAHHEHX 50OeKTOB M HAUAJILHOTO 3HauUeHUd
OO3H MHCYJIMHa IJlapTMHa B KadeCTBe KOBapMAaTHL.

PPasumua cpenHero 3HAUEHUA LS wMexnmy JIMKCHUCEHATHUIOM U
MHCYJIMHOM TJIYJIN3UHOM QD ZNRZN JIMKCUCEHATUIOM n MHCYJIMHOM
rayausmnHoM TID. AHauIM3 BKJIOUAJ WU3MEepeHMd, I[IOJIyYeHHEEe BIJIOTH OO
OaTH BKJIOUUTEJILEHO riocje nocJjienHem VMHBEKLIUN VUCCIIenyeMoT o
JIEKapCTBEHHOT'O IIpelaparTa.

BKJIIOUEHE TIallMeHTH Kak C WM3MEepeHMsIMM B HadaJIbHEIM MOMEHT
BpeMeHU, TakK UM Ha Hegmejie 26 (LOCF).

Ha o¢urype 3 T1[okKal3aHO CcpelHee 3HaueHMe CYTOUHOM  IOOS3H
VMHCYJIMHa TJulapTuHa (EII) k BuU3uMTy B nonyiadaumm mITT. Ha ourype 4
[IoKas3aHa CpelHas CYyTOouHad Oo3a WMHCYJIMHa IJyJdm3mHa (El) kK BU3UTY
B nonyiasauuy mITT. Ha oourype 5 NokaszaHO cpelHee 3HaueHMe oOmen
CYTOUHOM HO3H MHCYJMHa (EII) kK BUBUTY B HONyJSumy mITT.

3.3 BbeszomacHOCTB

3.3.1 HexeJlaTeJIbHEE SBJIEHMSA, BO3HUKIIME B XOIe JIEUEHUS

Tabaniia 10. 0630p npoonig HexeJlaTeJbHBIX SABJIEHUN :

HexeJlaTeJIbHEEe ABJIEHMS, BOSHUKIME B XOINe JiIedeHrsa — 0e30IaCHOCTHb
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IIpeKpalleHVI JI€UEeHNA

Nucynuu Nucynnua
JIMkcuceHaTHn rayamnBmuH QD | raynmsuu TID
(N=298) (N=301) (N=294)
[NaumeHTH ¢ KakuM-—Jambo TEAE 221 (74,2%) 222 (73,8%)| 236 (80,3%)
[TaueHTE e} KaKuUM—Jmnobo SAE,
11 (3,7%) 11 (3,7%) 14 (4,8%)
BOBHUKIIMM B XoIe JIeUeHUS
[NaureHTH C KaKMUM—JIn6o TEAE,
1 (0,3%) 0 2 (0,7%)
OpMuBeIUYM K CMepPTU
MaumeHTH Cc kakuM—Jubo TEAE, kKoTopoe
IIPUBOIMUIIO K okoHuaTenbHOMy| 15 (5,0%) 2 (0,7%) 3 (1,0%)

TEAE:
SAE:

CepbEe3HOEe HeXeJlaTeJIbHOe ABJIeHUVE,

BO3HMKIIee IIOCJIE HaudaljJla JIeUeHNMA HeXeJlaTeJIbHOe ABJIeHUE,

n (%):KOHquCTBO 17 IIpOLeHTHaAd ITOJIA ITallIeHTOB I10 MeHLIen
Mepe ¢ omHuM TEAE.

Tabmmiza 11. 3% B oo TpyIlle JedeHusa - 0e30NacHOCTb
[MpeAnoYTUTENLHEM TepMMH COIVIACHO NHCynuH NHCyInH
TJIaBHOMY KJIacCy CHCTEM K opraHob| JImkcuceHaTuy | rayamsBmH QD |[rayamsmE TID
m (%) (N=298) (N=301) (N=294)
IMoBoM KJjacc 221 (74,2%) 222 (73,8%) | 236 (80,3%)
MHbeKUMM M MHBA3UMU 70 (23,5%) 70 (23,3%) 81 (27,6%)
HasobapMHIUT 14 (4,7%) 21 (7,0%) 18 (6,1%)
MubeKUMS BEepPXHUX IBIXATEJIbHEX IyTen 8 (2,7%) 5 (1,7%) 11 (3,7%)
punmn 5 (1,7%) 8 (2,7%) 14 (4,8%)
HapylmeHMss CO CTOPOHEH of6MeHa BelecTBa

111 (37,2%) 143 (47,5%) | 157 (53,4%)
1 YCBOEHMSI NUTATEJIbHEIX BeNeCTB

107 (35,9%) 140 (46,5%) | 154 (52,4%)
['MIIOTJIMKEMU S
HapylmeHMsS CO CTOPOHH HEPBHOM CUCTEME 32 (10,7%) 22 (7,3%) 29 (9,9%)
["osloBHas 6HoJb 20 (6,7%) 8 (2,7%) 12 (4,1%)
HapymeHnus co CTOPOHEL KEJIYOOUHO—

105 (35,2%) 26 (8,6%) 22 (7,5%)
KUIIeUHOT'O TpaKTa

75 (25,2%) 5 (1,7%) 3 (1,0%)
TomHOTa

26 (8,7%) 5 (1,7%) 6 (2,0%)
ProTa

20 (6,7%) 10 (3,3%) 4 (1,4%)
Hrapesda
MccaenoBaHMUS 69 (23,2%) 76 (25,2%) 92 (31,3%)
[[OHMXEHHED YPOBEHb IJIOKOB3H B KpPOBU 60 (20,1%) 67 (22,3%) 82 (27,9%)
TpaBMEL, OTpaBJIEHUS u OCJIOXHEHN S| 14 (4,7%) 20 (6,6%) 28 (9,5%)
npoLenyp 0 13 (4,3%) 20 (6,8%)
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CiyuyalHas IepenosMpoOBKa

TEAE:
SOC:

n (%)=KOJIMUEeCTBO U IMPOLEHTHasd IOOJdg

Mepe ¢ omHuMM TEAE.

[IpumMeuaHue: Tabania

MeXIYHapOIOIHOM YPOBHe IIOPpAIKY SOC M CHMXEHMI YaCTOTH

CUCTEeMHO—-OpPTaHHEM KJjacc MedDRA 17.1

OTCOpTMpPOBAaHAa IO

BBeleHNMA JIMKCHUMCeHaTHIOa IIOoCJIe OCHOBHOTI'O IIpHeMa IIMIN .

BO3HMKIIEE IIOCJIE Haudaljla JIeUeHNMA HeXeJlaTeJIbHOe ABJIeHNEe,

IalMeHTOB II0 MeHbIen

COIJIaCOBaHHOMY

PT B rpyIllle

3.3.2 C@pbeBHHe HeXeJlaTeJIbHEIe ABJIeHM A, BO3HMKIIME B Xonoe
JiedeHMA
Tabauua 12.
NHcynuu Nucynnua
TUIYAIMUBUH | TIAYINBUH
TylaBHHEM CHMCTEMHO-OPTaHHEI KJlacc JInkcucenarTmng QD TID
IpeanoYTHUTENBLHENM TepMMH n (%) (N=298) (N=301) (N=294)
11 14
JlioBon kJjacc 11 (3,7%) (3,7%) (4,8%)
1 1
VHbeKkUMM M MHBA3UU 3 (1,0%) (0,3%) (0,3%)
1 1
e T 0 (0,3%) (0,3%)
PoxmcToe BoOcCIaJiIeHUue 1 (0,3%) 0 0
VHbeKLUMS [OJIOBOT'O UJIEHA 1 (0,3%) 0 0
CenTmuueckuyl CTadMIOKOKKOBEIL apTPUT 1 (0,3%) 0 0
JoBpokaueCcTBeHHBEE, S3JIOKAUECTBEHHHE U
HeyTOUHEHHEE HOBOOOpasOoBaHMA (BKIOUASL 3
KMCTH M IIOJIMIIHI) 3 (1,0%) 0 (1,0%)
VHBasMBHAS IPOTOKOBAS KapumHoMa 1
MOJIOUHOM XeJIe3bL 1 (0,3%) 0 (0,3%)
MeTacTaTnueckas KapumHoMa
NOIXEJIYOOUHOM XeJlesH 1 (0,3%) 0 0
Pak MaTKMU 1 (0,3%) 0 0
1
BasaJlbHOKJIETOUHAS KapLMHOMA 0 0 (0,3%)
1
3JIoKaUYeCcTBEeHHOEe HOBooOOpasoBaHUe 2 0 0 (0,3%)
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NHucynuu Nucynnua
TAYAMBUH | TAYIMBUH
TylaBHHM CHMCTEMHO-OPTAHHEM KJacc JInkcucenaTmnng QD TID
MMpeanoYTUTEeNbHENM TepMMH n (%) (N=298) (N=301) (N=294)
HapymweHms co cTopoOHH OOMeHa BelecTBa U 2
YCBOEHUS NUTATEeJIbHBEIX BEleCcTB 1 (0,3%) (0,7%) 0
1
I'MIIoOTJINKEMNU S 0 (0,3%) 0
CHMXEeHHBI arlleTuT 1 (0,3%) 0 0
1
OBesBOXMBAaHUE 1 (0,3%) (0,3%) 0
3 2
HapymeHrss CO CTOPOHH HEPBHOM CUCTEMEL 1 (0,3%) (1,0%) (0,7%)
2
HapymeHne MO3TOBOTO KpPOBOOOpalleHUS 1 (0,3%) 0 (0,7%)
MoTeps COBHaHUHg, oByCIJIOBJIEHHA I 2
TUIOTJIMKEeMMEN 0 (0,7%) 0
1
HeBpuT uYepelnHBIX HEPBOB 0 (0,3%) 0
3 5
HapymeHus co CTOPOHH cepnla 1 (0,3%) (1,0%) (1,7%)
1
CreHOKapIMS 1 (0,3%) 0 (0,3%)
1
XpoHMueckas ceprmeyHas HeIOCTaTOUHOCTDb 0 0 (0,3%)
1
BacToMHasa cepledHas HeOOCTaTOYUHOCTDb 0 0 (0,3%)
1
HmemMmsa Mmorapza 0 0 (0,3%)
1
HecTabunbHasg CcTeHOKapIusa 0 (0,3%) 0
1
OUBPUIIALMS Hpencepnun 0 (0,3%) 0
1
[loslHag aTpMOBEHTPMKYJIApHas OJokKama 0 0 (0,3%)
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NHucynuu Nucynnua
TAYANBUH | TAYINBUH
TylaBHHM CHMCTEMHO-OPTAHHEM KJacc JInkcucenaTmnng QD TID
MMpeanoYTUTEeNbHENM TepMMH n (%) (N=298) (N=301) (N=294)
1
NubapkT MMOKapIa 0 (0,3%) 0
1
HapymeHus CcO CTOPOHEl COCYIOB 0 0 (0,3%)
1
TunepreHs3us 0 0 (0,3%)
HapymeHus co CTOPOHEL KeJIyDOUHO—
KUIIeYHOT'O TpaKTa 2 (0,7%) 0 0
Bosap B oBJjlacTM XMBOTA 1 (0,3%) 0 0
HenpusTHoe UYyBCTBO B SOMTACTPaJbHOM
obJjlacTH 1 (0,3%) 0 0
KpoBoTeueHMe M3 93BH XeJyIOKa 1 (0,3%) 0 0
HapymeHus co CTOPOHEL nedeHu n
KeJIUeBHBOOAMMUX IYTEN 1 (0,3%) 0 0
YBeJInueHMe [IeUeHUr 1 (0,3%) 0 0
HapymeHus CcO CTOPOHB KOXM M IOIOKOXHEIX 1
TKaHel 1 (0,3%) 0 (0,3%)
IuaberTnyecKkull Nys3HPb 1 (0,3%) 0 0
1
KpoBoTeueHMe M3 KOXHOM S3BH 0 0 (0,3%)
HapymeHus co CTOPOHE nouex n
MOUEBHBOOANUX IIyTeln 2 (0,7%) 0 0
[loueuHas HeIJOCTATOUYHOCTDH 1 (0,3%) 0 0
OcTpas HoueuHasd HeIOCTaTOUHOCTDL 1 (0,3%) 0 0
[loBpexneHMe, OTPAaBJIEHMS U OCJIOXHEHUS 4 1
nporuenyp 0 (1,3%) (0,3%)
2 1
CryualrHas IepeOo3MpOBKa 0 (0,7%) (0,3%)
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NHucynuu Nucynnua
TRYyINBUH TIyJINBUH
TylaBHHM CHMCTEMHO-OPTAHHEM KJacc JInkcucenaTmnng QD TID
MMpeanoYTUTEeNbHENM TepMMH n (%) (N=298) (N=301) (N=294)
1
[lepeJioM JIOIEIKKM 0 (0,3%) 0
1
[locyeonepalMOHHAas T'PEDKA 0 (0,3%) 0
TEAE: BOBHUKIIEe BO BpeMs JIeUeHMS HexesjaTeJbHoe sABJieHue, SOC: CHUCTEeMHO-

OpTaHHBEIL KJacc, PT:
MedDRA 17.1
¢ BasaJIbHO-KJIETOUHEN pakK, O KOTOPOM

CTOPOHEBL BHIIE JIMHVM pPOCTa BoJioc"

HpeﬂHOQTMTeHbHHﬁ TEePMIMH

coofBmaeTcsa Kak

o "KapuMHOME JIeBOM

n (%)=KOJIMYECTBO U IMPOLIEHTHAas HOJIS [NAallMeHTOB IO MeHbllell Mepe ¢ onHuM SAE,

BO3HMKIIVMM B XOIe€ JIEUEHMA.

lIpuMeudaHme: Tabamua OTCOPTHMPOBaHAa
ypoBHe nopanky SOC M CHMXEHMIO UYacTOTH

IIoCJIe OCHOBHOT'O IIpMeMa IIMINM.

I10

COIJIaCOBaHHOMY

Ha

MEeXIOYHapOIHOM

PT =B I'pylllie BBeIOEHNVA JIMKCHMCEeHaTHIa

3.3.3 HexejiaTeJIbHEIE ABJIeHM A, InprmBoOdmyie K OKOHUYATeJIbHOMY
[IpekpalleHUin BBeneHmud IMP
Tabauua 13.
NHcynuu Nucynuua
TUIYINBUH | TAYINBUH
T'JIaBHEM CHCTEMHO-OPT'AHHHM KJacc JInkcuceHaT™ng QD TID
MpefnoYTUTENBLHEN TepMMH n (%) (N=298) (N=301) (N=294)
2 3
JioBom kJacc 15 (5,0%) (0,7%) (1,0%)
HoBpokaueCcTBEeHHBEE, S3JIOKAUECTBEHHHE U
HeyTOUHEeHHEe HOBoOOpasoBaHMSA (BKJLYAS
KMCTH M IIOJIMIIHI) 2 (0,7%) 0 0
VHBasMBHAS IPOTOKOBAS KapumHoMa
MOJIOUHOM XeJIe3bL 1 (0,3%) 0 0
MeTacTass B [IeUeHU 1 (0,3%) 0 0
MeTacTass B OpPOMHON IIOJIOCTU 1 (0,3%) 0 0
MeTacTaTnueckas KapumHoMa
NOIXEJIYOOUHOM XeJiesH 1 (0,3%) 0 0
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NHucynuu Nucynnua
TAYAMBUH | TAYIMBUH
TylaBHHM CHMCTEMHO-OPTAHHEM KJacc JInkcucenaTmnng QD TID
MMpeanoYTUTEeNbHENM TepMMH n (%) (N=298) (N=301) (N=294)
HapymweHmss CcoO CTOPOHEL KPOBEHOCHOM M1
JrMbaTUUEeCKOM CUCTEM 1 (0,3%) 0 0
JinmbameHonaTmusa 1 (0,3%) 0 0
1
HapymeHrs CO CTOPOHH MMMYHHOM CUCTEME 0 0 (0,3%)
1
CesoHHada ajuieprusa 0 0 (0,3%)
HapymeHms co CTOpOHE OOMeHa BemecTBa U
YCBOEHUS MNUTATEJIbHEX BENEeCTR 2 (0,7%) 0 0
I'MOoTanKeMm1s 1 (0,3%) 0 0
CHIMXEHHBI alleTUT 1 (0,3%) 0 0
OBesBOXMBAaHUE 1 (0,3%) 0 0
1
HapymeHrss CO CTOPOHH HEPBHOM CUCTEMEL 1 (0,3%) (0,3%) 0
T'ostoBHas 6HoJb 1 (0,3%) 0 0
1
Tpemop 0 (0,3%) 0
1
HapymeHus cO CTOPOHH cepnla 0 0 (0,3%)
1
XpoHMUueckas ceplIeyHas HeIOCTaTOUHOCTDb 0 0] (0,3%)
HapymeHus CcO CTOPOHEL COCYIOB 2 (0,7%) 0 0
Ipuane 1 (0,3%) 0 0
TpomBos3 1 (0,3%) 0 0
HapymeHMs CO CTOPOHB OPT'AHOB IEIXaHMUSA,
TPYIOHOM KJIETKM UM CPeOOCTEeHUS 2 (0,7%) 0 0
KameJsb 1 (0,3%) 0 0
3aJI0OXeHHOCTL HOCa 1 (0,3%) 0 0
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NHucynuu Nucynnua

TAYAMBUH | TAYIMBUH
TylaBHHM CHMCTEMHO-OPTAHHEM KJacc JInkcucenaTmnng QD TID
MMpeanoYTUTEeNbHENM TepMMH n (%) (N=298) (N=301) (N=294)
HapyweHnns co CTOPOHBI XKeJIyIOWHO—
KMIIEYHOT'O TpakTa 11 (3,7%) 0 0
TomwHOTAa 4 (1,3%) 0 0
ProTa 4 (1,3%) 0 0
Ouapes 1 (0,3%) 0 0
Bosgbp B ofBJjlacTM XMBOTA 1 (0,3%) 0 0
PaccTpoMCTBO XeJyOKa 1 (0,3%) 0 0
AcUUT 2 (0,7%) 0 0
HenpusaTHOoe UYYyBCTBO B SBOMI'aCTPaJbHOM
obJjlacTH 1 (0,3%) 0 0
KpoBoTeueHre M3 G3BH XeJyOKa 1 (0,3%) 0 0
HapymeHns co CTOPOHBI IeYyeHu u
KeJIUeBHBOOAIMUX IIYTEN 1 (0,3%) 0 0
YBeJInueHMe IeUeHUr 1 (0,3%) 0 0
HapymeHMs CcO CTOPOHBEl KOXM M ITOIKOXHEIX 1
TKaHel 1 (0,3%) 0 (0,3%)
OuabeTnyecKuy IIyS3HPb 1 (0,3%) 0 0

1

KpoBoTeueHMe M3 KOXHOM S3BH 0 0 (0,3%)
HapymeHuns co CTOPOHE IoYeK u
MOUEBHBOOANMUX IIyTen 1 (0,3%) 0 0
[loueuHas HeIOCTATOYHOCTDb 1 (0,3%) 0 0
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NHucynuu Nucynnua
TRYyINBUH TIyJINBUH
TylaBHHM CHMCTEMHO-OPTAHHEM KJacc JInkcucenaTmnng QD TID
MMpeanoYTUTEeNbHENM TepMMH n (%) (N=298) (N=301) (N=294)
1
MccienoBaHMS 0 (0,3%) 0
1
[IOBBHIIEHHED YPOBEHb IVIOKO3H B KPOBU 0 (0,3%) 0
TEAE: BOBHUKIIEe BO BpeMs JIeUeHMS HexesjaTeJbHoe sABJieHue, SOC: CHUCTEeMHO-

OpT'aHHEN KJjacc, PT: HNpenlIouYTUTEJIbHBII TEepPMMUH

MedDRA 17.1

n (%)=umMcrio M MNPOLEHT IalMEeHTOB IO MeHblleM Mepe ¢ oxmHuM TEAE, OpMBeOmMMM K
OKOHUYATEJIbHOMY IpeKpalleHUo JIeUeHMS .

[lpuMeuyaHre: Tabamua OTCOPTHMPOBAaHA IO

COoIJlaCOBaHHOMY Ha MEeXIOYHapOIHOM

ypoBHe nopanky SOC M CHMXeHMI YacToThl PT B I'pylle BBeOEeHMSA JIMKCHMCeHaTHIAa.

3.3.4 HPYPMG SHa4YMTeJIBEHEIE HeXeJlaTeJIbHEIe ABJICHUMA
CMIniToMaTHMUeCKasT I'MIIOTJIMKEMUST

Tabauuia 14. BO BpeMda IHepuoma TEAE,

Nucynuu NHCcynuu

JInkcuceHaTn rayamnsmuH QD rayausue TID
Tun (N=298) (N=301) (N=294)
Bcero naumMeHTO-JIET 144,6 148, 3 146,2
Jbas CHMIITOMa THUYeCKa s
TUIOTJIMKEMN S
KommuecTso IauMeHTOB c
aBJeHMAMM, n (%) 98 (32,9%) 117 (38,9%) 132 (44,9%)
KommuecTBO IaLuMEeHTOB c
aBjaeHuaMM Ha 100 naumeHTO-
sner! 67,8 78,9 90,3
KomuuecTBO SBJIEHUN 332 395 600
KomuuecTtBo saByeHMy Ha 100
HalMeHTO-JIeT? 229,6 266,4 410,4
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CuMnrToMaTHyUecKkas TUIOTJIMKEMUSI=CUMIITOMATUUYECKAS ITUIOTJIMKEMMS, OIpelesieHHas
COIJIACHO IIPOTOKOJIY (CONpOBOXIaeMas YPOBHEM IUIOKOSHE B IjIasMe KpoBu <60
MT/ 0J1 [3,3 MMOJIb / J1] MJIN CcBS3aHHAasA OBIC TPEIM BOCCTAaHOBJIEHMEM rnocJe
NpodMIIakKTUUECKMX Mep B cCjydae, ecJM OolpenesleHMe YPOBHS IUIOKOSH B ILJIlasMme
KpOBM OBIJIO HEIOCTYIIHO) .

[lepron  JieUueHMS=BpeMsS OT I[I€pPBOM MHBEKLUMUM MCCJIEOYyeMOTO JIEKAPCTBEHHOTO
IpenapaTa BIUJIOTb OO 3 OHEM BKIOUMTEJBHO I[IOCJe I[OCJEeNHEM  MHBEKLUUMU
uccJegyeMoro JIEKapCTBEHHOTO Ipelnapara.

1l: PaccumTaHO B BuIe (KOJIUUECTBO I[aUMEeHTOB C gaBjeHMaMu *100, pasmesieHHOe
Ha oflmee BosmelcTBMe+3 OHS B NalLMeHToO-Tomax) .

2: PaccumTaHo B BuIe (kKoJuuecTBO sABJeHMM *100, paszmeseHHoe Ha ofmee

BosIercTBMe+3 OHA B HalLMeHToO-Tomax) .

AnnneprudyecKre peakxumum




Tabamita 15.
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CBsiBb C BakoaMpoBaHHHI NucynnH Nucynuu
JIeYeHueM B pamkax | Kareropuss gumaraosa ARAC | repmmu MedDRA (PT) JinkcucenarTnng rayansmue QD rayamnsua TID
ucciaenoanmusi (rno ARAC) ARAC onst ouarHoza ARAC (N=298) (N=301) (N=294)
Bcero Jlobas KaTeropmus Jinboe gpJeHHue 3 (1,0%) 0 1 (0,3%)

KPAIIMBHUIIA (KPVYII) KpanmueHMLA 1 (0,3%) 0 0

OPYIUE AJUIEPTUYECKUE

PEAKIUN AJIJIEPTUYECKUM PUHUT 2 (0,7%) 0 1 (0,3%)
BosMOXHO cCBAsaHHBEe ¢ IMP Jiobas KaTeropus Jioboe gBRJIeHUE 0 0 0

ARAC=KoMMTET MO OlleHKe aJUIepIMUeCKUX pPeaKLMM.

IMP=HccJyenyeMulll JIeKapCTBEHHED IpenapartT.
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[IauxkpeaTUT

Tabauiia 16.

Nucynnu
NHCcynnH TUIYyANBUH
JInkcuceHaT™nn | IAYyIANBUH TID

(N=298) QD (N=301)| (N=294)

Ofmee KOJIMUECTBO IIALMEHTOBR C JIOOBM ABJICHVEM,

1 (0,3%) 0 0
pacueHnBaemMbM PSAC KakK [DaHKpeaTUT
OcTpel NaHKpeaTUT 1 (0,3%) 0 0
O6ocTpeHMEe XPOHMUECKOITO INaHKpeaTuTa 0 0 0
KpoHMUeCcKUN [NaHKpeaTUT 0 0 0
HensBeCTHBED [NaHKpPEeaTUT 0 0 0

PSAC=KOMUTET IO OlleHKe 0Oes30laCHOCTM BJMSHMSA Ha INOOXEJIYOOUHYI XeJIe3Yy .

KanbLMTOHUH
Tabmuua 17. (>=20 ur/ma) -
JinkcucenaTun | MHCynuMH raynamBmMH | MHCYIMH I'yansSmuH
[MpeAnoYTUTENbHI TEPMUH (N=298) QD (N=301) TID (N=294)
ITro6oe 2 (0,7%) 0 1 (0,3%)
[loBBHIIEHHOE KPORBSAHOE IaBJIeHME 2 (0,7%) 0 1 (0,3%)

TEAE: HexeJlaTeJIbHOe HBJIEHME, BO3HUKIIEEe B XOJIe JIeUeHUSd.

pumep 2

SbdbexTHBHOCTE JleueHMsT 6OaBalJIbHEM MHCYJIMHOM  IVIAPTMHOM C
OIpaHIMaJIbHEM JIMKCUCEeHATHIOM QD IO CpaBHEHMIO C JIEUEHMEM MHCYJIMHOM
mayausmEoM QD myum TID y 1naumeHTOB ¢ T2DM: uccnenoBaHue,
OCHOBAaHHOE Ha aHalMs3e mgokaBaTenlbCTB GetGoal-Duo2

IJI1g TIOJIYUeHMA »OoKasz3aTeJIbCTB 300eKTUMBHOCTU JiedueHMS ©Oa3aJibHEM
MHCYJIMHOM (BI) OBHJIM  M3YYEHHE  BapWMaHTH JedeHMS Yy  B3POCJEHX
NalMeHTOB C OXMPeHMeM, IIoJIydaBmMX JedeHre BI (26 wmMmecdueB = 1-3
OAD) , c T2DM, He KOHTPOJINPY EMEIM IOOJDKHEIM obpasoM,
PaHIOMM3MPOBAHHEIX II0 TpyllaM JHUKcuceHaTuma 20 wMxr QD (LIXI),
MHCYJIMHa  TJIyJiM3mMHa QD (GLU-1) min GLU TID (GLU-3), BCeXx
no0aBJgaIM K WMHCYJIMHY TulaprmHy (IG) + MeTOOPMMHY, €eCJIM 3HaudeHMe
HbA:. coxpaHaJoce >7-9% mnociye 12-HeIeJIbHOTO BBOIHOTO IIepuona
onTuMMzauumu IG C OPMOCTAHOBKOW mOpyTrux OAD. CONepBUUHHE KOHEUHHE
TOUKMA Ha HeneJie 26 npencTaBJIsaiin cobom (1) He MEeHBIIYIO
>0bekTUMBHOCTE (95% CI BepxHaa TpaHula <0,4%) CHWKeHMS 3HaAUeHUHA
HbA:. nmpm wmcnosaez3oBaHuM LIXI mo cpaBHeHubo Cc GLU-1 m (2) nus LIXI
no cpapHeHuw c GLU-3 Jmbo He MeHbONyln 530OeKTMBHOCTE CHIKEHUSA
3HAUEHMA HbA; . (2a) JIMEBEO BoJiee BHICOKVYIO 20PeKTUMBHOCTD

(omHocTOpOoHHUM o<0,025) wmaMeHeHMHa Beca TeJa (2b). Ouenmpasmu FPG,
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PPG, mnozy 1IG, cocCcTaBHEEe pes3yJbTaTe, AE ¥ IuUIomMukeMun. Kaxoyoo
TPYNIly PaHOIOMU3MPOBaJIM 10 298 NaluMeHTOB (IIPOOOJIKUTEJIEHOCTE T2DM
12 JyeT, HOPOIOJIXUTENBHOCTHL JiedueHusa BI 3 roma, Bec ~90 kr). Bce
COIIEPBUUHLIE KOHEUHLEe TOUKM OBUIM OOCTUIHYTH, IIOCKOJIBKY  LIXT
XapakTepusoBaJicad He MeHblel 300peKTMBHOCTLI I1I0 cpaBHeHM®O ¢ GLU-1
n GLU-3 B OTHONEHMM CHMXeHMS YpoBHS HDLA,. M cCcTaTUCTUUeCKHu OoJee
BHICOKOM 20OPeKTHOCTRI IIO0 CpaBHeHMI C oOoMMM B OTHOUWEHUM IIO0TEepU
Beca (Tabimua). loOTBepXIeHHad I'MUIIOTJIMKEeMMUS OBJIa KOJIMUECTBEHHO WU
3HaUMMO HMWXe IOpu OpuMeHeHur LIXTI 1o cpaBHeHuwo ¢ GLU-1 m GLU-3
COOTBETCTBEHHO. B 3akxkjoueHMe CJenyeT OTMeTUTL, UuTo Bl COBMECTHO
c¢ LIXI, B cCcJydYae II€epeHOCHMOCTH, MOXeT CTaThk IIPelOllouTUTEJIbEHEM
BapMaHTOM IJAa JiedeHuda BI, OpM 5STOM OOCTHUIAKTCA SHAUMUTEJLHHE
TJIIMKEMMUYEeCKMe LeJM C MeHbIEW TUIOTJIMKEMMEN WM IIOTeper Beca,
CPaBHMMBIMM C IOpaHOMaJlbHEM MHCYJMHOM B BuOe Basal Plus wim
Basal/Bolus mjs HaLUMeHTOB C oOXxupeHreM C T2DM, KOHTPOJMPYEMHM He

IOOJIXKHEIM O@paBOM, IIOJIy4YaBIIMX JIedeHVe MVMHCYJIMHOM.

Tabamua
JinkcucenaT™un Nucynnu NHcynnu
20 Mkr TUIYINBUH TUIYINBUH
QD+MHCYIMH QD+MHCYINH TID+MHCYINH
TJIapIMH TJIapIMH TJIapTMH
PeBynsTaTH (n=297) (n=298) (n=295)
FPG, mMr/mi
CpenHee SBHaueHME IIPU CKPUHMHTE 165 + 53 167 + 52 171 + 53
(HauaJio BBOIOHOT'O Iepuoma) = SD 119 + 33 123 + 36 120 + 34
BL cpenHee 3HaUueHue (koHel 119 + 35 120 + 35 121 + 36
+ SD
BBOOHOT'O Ilepuoza) 4+ 3 4+ 3 1+ 3
CpenHee 3HaueHMe Ha Heneye 26 _ 0 _3
LOCF) + SD
( ) [-6, 5] [-9, 31
CpenHee sHaueHMe LS t musMeHeHUe
SE oT BL
CpenHee s3sHaueHMe LS [95% CI],
JledyeHMe pasHULA
PPG Jepes 2 Jaca nocJje
KOHTPOJIBHOT'O InprneMa nymm, 254 + 65 249 + 63 262 + 63
MrT/ oo
184 £ 70 220 = 60 229 + 69
BL cpenHee 3HaueHue (koHel
-66 =+ 11 -28 + 11 -25 + 11
BBOZHOTO Iepmuonma) * SD
- -37 -40
CpenHee 3HaueHMe Ha Henejie 26 <5 15 1 19
(LOCF) + SD (=59, -15] [-61, -19]
CpenHee sHaueHMe LS t usMeHeHHUe
SE oT BL
CpenHee sHaueHme LS [95% CI],
JledyeHMe pasHULA
HbA,., %
CpenHee 3HaueHMEe IIPM CKPMHMHTE 8,5+ 0,7 8,5 £ 0,7 8,5+ 0,8
(HauaJio BBOIHOTO Iepuoma) = SD 7,8 + 0,6 7,7 £ 0, 7,8 + 0,
BL cpenHee SHaj?HMe (koHel1 7,2 + 0,8 7,2 £ 0, 7,0 £ 0,
BBOZHOTO mepuoma) + 5D 0,6 + 0,1 | -0,6+0,1 ~0,8 + 0,1
CpenHee 3HaueHMe Ha Henejyie 26
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(LOCF) + SD - -0,1t 0,2t
CpenHee sHaueHMe LS t musMeHeHHUe [-0,2, 0,1] 0.1, 0,3]
SE oT BL
CpenHee sHaueHme LS [95% CI],
JledyeHMe pasHUla
Iosa MHCYJIMHA TJapIruHa,
ENl/cyTru 41 + 22 40 £ 22 39 £ 2
CpenHee 3HaueHMe IIpM CKPMHMHTE 67 + 32 65 + 32 65 + 27
+ SD B R .
(HauaJio BBOIOHOT'O IepMomna) 67+ 36 64 + 36 61 + 29
BL cpenHee 3HaueHue (koHel
0,7+ 1,0 -0,1 £ 1,0 -3,1 1,0
BBOOHOTO Iepmuona) * SD
- 0,8 3,9
CpenHee 3HaueHMe Ha Henejie 26
(LOCF) + 3D - [_1141 219] [1171 610]
10 20
CpenHee sHaueHMe LS t usMeHeHHue
SE o BL
CpenHee 3sHaueHme LS [95% CI],
JledeHMe pas3HUla
Iosza UHCYJIMHA TJIyJIMBUHA,
El/cyTkm
CpenHee 3HaueHMe Ha Henejsie 26
(LOCF)
Bec Tesia, KT
BL cpenHee sHaueHue * SD 90,1 =+ 17,4 88,4 + 15,9 90,0 = 17,2
CpenHee BHaueHMe Ha HeneJye 26 89,4 + 18,1 89,3 + 16,3 91,3 + 17,3
(LOCF) + 5D -0,6 + 0,3 1,0 £ 0,3 1,4 £ 0,3
CpenHee BHaueHMe LS * usMeHeHUe - -1,7 -2,0
SE or BL - [-2,3, -1,11 | [-2,6, -1,4]
CpenHee 3HaueHme LS [95% CI], (p<0,0001) (p<0,0001)t
JleueHMe pasHUla
(p-3HauUeHMUE 1o CpaBHEHMIO e}
JIMKCHUCEeHATHUIOM)
[looTRepXOeHHAs CHUMITOMaTHUUEeCKAaS
TUIOTJIMKEMUS Ha HeneJye 26 31,5 37,5 44,6
% rnaurMeHTOB (p—-3HauUeHUE o 325 (p=0,144) (p=0,001)
CPaBHEHMIO C JIMKCUCEHAaTUIOM) 2,2 384 595
KonmuecTBO SBJIEHUN _ 2,6 4,1
KommuecTBO ABJIeHMM/IalMeHTo—JIeT _ 0,8 0,5
PacueTHOoe COOTHOIEHUE YPOBHSA 0 [0,5, 1,1] [0,3, 0,7]
JMKCHUCeHaTHun: Tayausmua [95% CI] (p=0,123) (p<0,0001)
(p—-3HaueHUE 1o CpaBHEHMIO c 2 0
JIMKCUCEHATUIOM)
Taxesasa TUIOTJIMKEMHIS,
KOJIMUEeCTBO IalMeHTORB c
IBJIEHV IMU
AE co CTOPOHEH KeJIYyOOUHO—
KUIIEUHOTO TpakTa, n (%)F
75 (25) 5 (2) 3 (1)
TomHOTAa
20 (7) 10 (3) 4 (1)
Inapesa 06
5 (9) 5 (2) 6 (2)
BOTA

*Monrpynna nonysdauuy mITT,

MJIn VHCYJIMMHOM

TOUYKN ; ?HOHVHHHMH IOJIA

ABJIEHU S ; BL, HauaJlbkHEM

MHTepraJyi; FPG, YypOBeHb

PHMKOHMPOBaHHHﬁ

TJIYJIM3UMHOM IO
OLLeHKU
MOMEHT
TJTIOKO 3H

IreMOTJIODMH;

LOCF,

3aBTpaka,

IIepeHocC

BesonacHocTH. AE,
BpPEMeHN; CI,

B TIJIasMe KpOBM HaTOIakK,

fconepBuunne

T AaHHBEIX

II0JIy4YaBllaAd JieUeHNMe JIMKCHMCeHaATMIOM

HeXeJlaTeJIb Hee
OOBEepPUTEeJIbHEM
HbA{c/

IIOCJIeIHET' O

KOHEeUYHEIe
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HabJIOIeHU A BIIepen; LS, MeTO[ HaVMeHBIMX KBaIopaToB; mITT,
MOIUOUMUIMPOBaHHAA  [IONYJIALNnA, chopMUpOBaHHaAA B  3aBUCUMOCTU OT
Ha3HaAUeHHOT'O JieueHuA,; PPG, YypoOBeHL TITJIOKO3E IIOCJIe IIpUeMa IV ;
oD, OIVH pras B CYTKWU; SD, CTaHOapTHOe OTKJIOHEHME; SE,
CTaHmapTHad ommbka; TID, TpM pasza B CYTKHU.

KommuecTBO n OJdA noonyjgdauuyu mITT (BCce malMeHTH, KOTOPHEe
noJydaiau =1 @»OO3H MCCIeOyeMoI'o IpelapaTa, C OLEeHKOM B HauaJlbHHEMU

MOMEHT BPEMEHNM U >1 OLIeHKOM IIoCJIe HauvaJIbHOT'O MOMeHTa BpeMeHM) .
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<111> 2015-03-13

<160> 2
<170> PatentIn Bepcusa 3.5

<210> 1

<211> 44

<212> BEJIOK

<213> JckyCcCTBeHHas

<220>
<223> pes-Pro36-sxceHanH-4(1-39)-Lys6-NH2

<400> 1

His Gly Glu Gly Thr Phe Thr Ser Asp Leu Ser Lys Gln Met Glu Glu
1 5 10 15

Glu Ala Val Arg Leu Phe Ile Glu Trp Leu Lys Asn Gly Gly Pro Ser
20 25 30

Ser Gly Ala Pro Pro Ser Lys Lys Lys Lys Lys Lys
35 40

<210> 2

<211> 39

<212> BEJIOK

<213> Heloderma suspectum

<220>
<223> OxceHOmMH-4-NH2

<400> 2
His Gly Glu Gly Thr Phe Thr Ser Asp Leu Ser Lys Gln Met Glu Glu

1 5 10 15

Glu Ala Val Arg Leu Phe Ile Glu Trp Leu Lys Asn Gly Gly Pro Ser
20 25 30

Ser Gly Ala Pro Pro Pro Ser
35
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$OPMYJIA MN3OEPETEHNA

1. OJdapmMallepTHUUeCcKasd KOMOMHalMa IJIA T[IPUMMEHEeHMSa C  LeJb
TJIMKEMMUECKOTO KOHTPOJIA Yy IallMeHTa C caxXapHeM ouadbeToM 2 TuUla,
IpM 3TOM yKas3aHHas KOMOMHalMSg COINEPXUT :

(i) JmukcHceHaTHUI U/UIM eTo QapMalleBTUUECKM IIpHeMIIeMyl COJIb,

(ii) wmMHCYJIMH TJapTMH U/UJIM eTo OQapMaleBTHUUECKU IPpUeMIIeMy
COJIb, U

(iii) HeoBszsaTesbHO MeTOOPMMH U/UIM eTo OdapMalleBTUUECKU
IpUueMIIeMyD COJIb.

2. OGapmaleBTHUYecKasa KOMOMHaUMA IOJIA IIPUMEHEHMS IO II. 1, THOe
caxapHem 1OuabeT 2 TuHNIa, IOOJEeXaluM JeUueHMIO, He KOHTPOJIMPYeTCH
OOJIXKHEIM OO0pasoM coeluHeHMeM (b) m HeoOA3aTeJIbHO CcoeOMHeHMeM (C)
OTHOEeJIbHO.

3. OdapmMalleBTMUecKas KOMOMHALMA MOJI4 I[IPMMEHEeHMS IO M. 1 WK
n. 2, T'Oe HauMeHT, HoIJexallui JIeUueHU, MMeeT OXMpeHUe.

4., OdapmalleBTHMUeCKasa KOMOMHaLUMA OJIA I[IPMMEeHEHMSA 110 JioOoMy M3
OpeluOylrx IIYHKTOB, I'Ie BO3pacT IIallMeHTa, I[onOjiexaller'o JIeUeHUIo,
COCTaBJIAET IO MeHbIleV Mepe 65 JjerT.

5. OdapmaleBTHMUeCKasa KOMOMHaALMA OJIA IIPMMEHEHMA 110 JIoOoMy M3
ONpeIHaymux IIYHKTOB, T'Ie Iepell HauvaJloM Tepaluu KkoMOuHaluMely 1o II.
1 ypoBeHB IJIOKO3H B IIJJa3Me KPOBM HaTomak Yy IIalMeHTa COCTaBJIAeT
IO MeHbIlel Mepe 9 MMOJIL/JI I[pKM JIeYeHMM MOHOTepalMel 0asaJjlbHbEM
VIHCYJIMHOM VI BazaJibHEM MHCYJIMHOM u OIOHVM-TpPEeMS
IPOTURBOIMAOETUUECKMMM CpelCcTBaMM @OJIS IIepopalJibHOT'O [IPMMeHeHMSA
OTHOeJIbHO, BHOPAHHBEMM M3 TIPYIIIE, COCTOAmEeM TOJIBKO M3 MeThopMMHA,
CyJIbOOHMIIMOUEBMHE, MHIMOMUTOpa DPP-4 wmiaM TJMHMIOA.

6. OdapmMalleBTMUeCKasd KOMOMHALMA OJS IIPMMEeHEeHMS I[10 JidoMy U3
OpeduOynmMx IIYHKTOB, T'Ie IIepeld HauaJloM Tepaluy KoMOMHallMeM II0 II.
1 KoOHUeHTpaluusd TJIKKO3H B IJJa3Me KPOBM HaTomak Yy IalMeHTa
HaxXoOUTCcd B IOManasoHe 5,6-6,9 MMOJL/JI, WMJIM KOHLEHTpalUMd TJIOKOS3H
B IIJlasMe KPOBM HaTomak Yy IIallMeHTa COCTaBJIgeT 10 MeHbIlel Mepe 6,6
MMOJIL/JI TPV JIEUeHUM TOJIbKO coearHeHueM (b) ©u HeoBa3aTeJIbHO
CoeIMHEHMEM (C) .

7. OdapmMalleBTHMUeCKas KOMOMHalMA IJIS I[IPMMeHeHMSa 10 JOoMy M3
OpeluOynmMx IOYHKTOB, T'Ie IIepeld HauaJloM Tepaluy KoMOMHallMeM IIo II.
1 sHauvenme HbAlc y nallMeHTa COCTAaBJIAeT IO MeHbmel Mepe 8, 5% mnpu
JleueHM MOHOTepanuel 0as3aJIbHEM MHCYJIMHOM MM 0OasajlbHBEM MHCYJIMHOM
¥ OIOHUM-TPeMs I[IPOTUBOIMaObEeTUUEeCKVMMM CpPelCcTBaMM OJS IIepopaJibHOTO
IpuMeHeHUS OTIOeJIbHO, BHOPAaHHHMU W3 TPYIIH, COCTOAMNEeN TOJbLKO U3

MeTOOPMUHAE, CYJIbBOPOHMIMOUEBMHE, MHIMOMTOpa DPP-4 wiaM TJIMHMKIA.
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8. OdapmalleBTHMUeCcKas KoMOMHalMa OJIS I[IPMMEeHeHMSa 110 JioboMy U3
OpenunymmMx IIYHKTOB, T'Ie IIepel HauvaJloM Tepaluy KoMOMHallMeM [0 II.
1 sHauvenme HbAlc y nallMeHTa COCTAaBJIAeT IO MeHbmel Mepe 7,5% mnpu
JIeUeHUN COEeNMVHEHVEM (b) n HeoOsa3aTeJIbHO COEIMHEHNEM (c)
OTIOEJIBHO .

9. OdapmalleBTHMUeCcKas KoMOMHalLMa OJISA I[IPMMEeHeHMSa 110 JioboMy U3
nn. 5-8, 1mme ©Gasz3ajJIbHHEM MHCYJIMH BHOpaH M3 MHCYJIMHa IJlapTHMHa,
VMHCYJIMHa IeTeMypa M MHCYJIMHa us3odpaHa (MHCyJmMHa NPH) .

10. QapmalleBTHMUeCcKas KOMOMHAUMA OJI4 OPMMEeHeHMS [0 JioboMy M3
Openuaymmux IIYHKTOB, Toe IaluuMeHT He IIoJIydaeT COIIYyTCTBYKRIeI'o
JleueHMsa II0 MeHblle Mepe OOHMM U3 CYJIbOOHMUIIMOUEBMHE, MHIUOMTOPA
DPP-4 u rmJamHUIOAa.

11. QapmalleBTHMUeCKas KOMOMHALUMA OJI4 OPMMEeHEeHMS [0 JioboMy M3
OpenuOylMux IOIyHKTOB, I'Ie HalMeHTy, I[IoIJeXalleMy JIeUeHN0, II0CTaBJIEH
IMaTHO3 caxapHoTro nuabeTa 2 TuIa IO MeHbIEM Mepe 3a 1 TOO MM IIO
MeHbIIeM Mepe 3a 2 Tola OO Hauajla Tepaluu coenuHenusamu (a), (b) u
Heobsa3aTelIbHO (C) .

12. QapmalleBTHMUYeCKas KOMOMHaLUMA OJIA OPMMEeHEHMSI [0 JioboMy U3
OpenuOylux I[IYHKTOB, Toe BBeleHMe KOMOMHaALMM IIpelyCcMaTpUEaeT
clenyomme CTanum:

(1) BBemeHMe coeluHeHuM (b) M (Cc) B TeueHMe IO MeHbLIIEM Mepe
4 HenmeJlb, WU

(ii) nDponoJspkeHMe JIeUeHMsS IIyTeM BBeleHUS coeluHeHun (a), (b)

n (c),
Ioe KOJMUEeCTBO cCcoeIuHeHus (b), nomjexamero BBEeOeHMIO Ha
cranuu (i), KOPPEKTUPYETCHA TaKVM oBpaszoM, uTo 3apaHee

onpenesyiseMeEll YPOBEHb TJIOKO3H B ILJJa3Me KpPOBM HATOmark W/Wian
3apaHee oONpenejyigeMbell ypPOBeHb  TJUIOKO3H B IJla3sMe KpPOBU  IIpU
CaMOKOHTpPpOJIe HOCTUTAaeTCsa WMIM IO MeHblleM Mepe OpUbIM3UTEJIBEHO
OOCTUTaeTCsH.

13. JdapmaleBTHMUeCKasd KOMOMHAaUMA OJIS [OIpUMeHeHUs I[IOo II. 12,
I'oe KOJUYeCTBO coenuHeHusa (b), nomjmexamero BBeOEHMK Ha CTaluM
(1), KOppeKTHMpyeTCsa TakyuM obpa3oM, dYTO

(I) YypoBeHBL TJIOKOBH B ILJIJa3Me KpPOBM HATOmMakK ¥W/MIM YPOBEHDb
TJIIOKO3EL B IJla3Me KpOBUM I[IpU  CaMOKOHTPOJIE, COCTaBRJIAKMNUMA  OT
OpUBIN3UTEJIEHO 4,4 MMOJIL/JI OO NPUOIM3UTESLHO 5,6 MMOJL/JI, U/WIn

(IT) vypOBeHb IJIOKO3E B IJla3sMe KpPOBM IIpM CaMOKOHTPOJIE
(SMPG) , COCTaBJIA0MUA NIPpUOIIMU3UTEIBEHO 7,8 MMOJIB / JI (1M
npubarsnTensHo 140 MT/mJj) MIM MeHbIe,

OOCTUTAeTCd MJIM IO MeHbIIel Mepe HpMGJ’IMBMTeJ’IbHO TJoCTHIaeTC4d.



66

14, JdapmMaleBTHMUeCKasad KOMOMHaUMA OJIS [OIpUMeHeHUs I[IO0 II. 13,
I'Ile YPOBEeHbL IJIOKO3H B ILJla3Me KpPOBM IIpM CaMOKOHTpoJie B (IT1)
npencTaBJigeT coBon YPOBEHb TJIOKO3EL B jiasme KPOBU npu
CaMOKOHTpOJIe IIO0 4 MOMEHTaM BpPeMeHNV WM YPOBEHb IJIOKO3E B ILJIa3Me
KPOBU IIpM CaMOKOHTPOJIe IIO 7/ MOMeHTaM BPEeMEHMU.

15. dapmalepTHMUeCKasad KOMOMHALMA OJd IIPMMEeHEHMA 10 JIoOOMy U3
OpenHOyluxX IIYHKTOB, IIe

(a) JmMKCHCeHaTUn u/UIM eTro GapMalleBTUUECKM IpremIeMas COJIb
[IOJIYYEeHH IOJIA [lapeHTepaJIbHOT'O BBEINeHUd,

(b) wuHCYNIMH TJapTMH uW/MIM ero dapMalleBTHUUeCKM [IpreMiieMas
COJIb IIOJIYUEeHH MJid [NapeHTepaljlIbHOTO BBeOeHMud, u/UIN

(c) w™MeTbopMMH M/MIM eTo dbapMaleBTUUECKM IIpuUeMiIeMas COJIb
[IOJIYYEHE IOJIA [IepOopaJIbHOT'O BBEINEHUA.

[lo mDOBepeHHOCTH
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@ur. 1. I'padux cpennero usmenennsi 3Hauennss HbAlc(%) ot
HAYAJIbHOI0 MOMEHTA BpeMeHH npH BusuTe — nonyasiuuss mITT
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LOCF = IlepeHOC maHHBIX TIOCICTHETO HAOTFOICHHUS BIICPET.
[Tpumveuanne: rpaduK BKIFOYAT H3MCPCHHA, TIOTyUYCHHBIC BIUTOTH A0 14 THCH MOCTC MOCICTHCH HHBCKIUT
HCCIIEAYEMOTO JICKAPCTBEHHOTO CPEACTBA.
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@ur. 2. I'padux cpeaHero H3MeHEeHHUs1 Beca TeJia (Kr) 0T HA4YaJIbHOTO0
MOMEHTa BpeMeHH NpH Bu3uTe — nomyasuust mITT
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LOCF = IlepeHOC TaHHBIX MOCICAHETO HAOMIOACHUS BIICPET.
I'paduk BKIFOUAT H3MEPEHHUS, TOIYUYCHHbIC BIUIOTH 10 3 AHEH MOCIE MOCICAHEH HHBEKIMH HCCIIETy EMOTO
JEKapCTBEHHOTO CPEACTBA.
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@ur. 3. I'padux cpeanero 3Ha4eHusi CyTOYHOI 103bI HHCYJIHHA IVIAPTHHA
(EX) npu Bu3ute — nonyasiuust mITT
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LOCF = IlepeHOC TaHHBIX MOCIETHETO HAOMIOACHHUS BIICPET.

AHaau3 BKIIFOYAT HU3MCPCHWA, MOJIyYCHHBIC BIIJIOTH A0 AATHI IIOCJ'[GI[HCﬁ HHBCKIHUH UCCIICAY EMOTO JICKAPCTBCHHOTO
cpencTsa. JI03y MHCYIMHA TTIApTHHA COOMPAITM B TCUCHHE 3 PA3IMYHBIX JTHCH B TCUCHHUE HEICIH /10 BU3UTA, H
NPEICTABICHHbIC 3HAUYCHHS MIPEICTABILIIOT COO0H CpeHee 3HAUCHUE U3 COOPAHHBIX J03, 32 HCKIFOUCHUEM HECIH -
12, xorma 103y coOMpay TOIBKO OJHH Pa3 BO BPEMS BH3HTA.
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@ur. 4. I'padux cpeanero 3Ha4eHusi CyTOYHOI 103bI HHCYJIHHA IVIAPTHHA
(EI) npu Bu3ute — nomyasiuus mITT
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Henenst

LOCF = IlepeHoC TaHHBIX MOCICTHETO HAOMIOACHUS BIICPET.

AHaau3 BKIIFOYATT HU3MCPCHUA, MMOJTYUCHHBIC BIUIOTh 10 AATHI IIOCJ'[GI[HCﬁ HHBCKIUHU UCCIICAY EMOTO JICKAPCTBCHHOTO
cpeacTsa. J103b1 HHCYJIMHA TIIyJIH3MHA THCH B COOMPANH B TCUCHUE 3 PA3IMYHBIX TCUCHHE HEICTH IO BU3UTA, U
NPEICTABICHHbIC 3HAYCHUS IPEICTABILIIOT COO0H Cpe/lHee 3HAUCHUE U3 COOPAHHBIX JI03.
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Henensn

LOCF = Ilepenoc maHHBIX MOCICIHETO HAOIFOCHHUS BIICPEI.
AHaIH3 BKIIFOYATT HU3MCPCHHUA, MOJIyYCHHBIC BIIJIOTh A0 OATHI IIOCJIeIlHeﬁ HHBCKIUH HCCICAYCMOTO JICKAPCTBCHHOTO

cpeactra. O0mas 103a HHCYIHHA MPEACTABILICT COO0OH CYMMY M3 CPSIHCH 03B HHCY IHHA TJIAPTHHA U CPCIHCH
J03bI HHCY JIMHA TJIYJTA3HHA BO BPCM BU3HTA.
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J103 HHCYJIMHA [JIAPIHHA (I10/V1ePAMBAIOMAS 1032)
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Busut 1151 O1eHKH
IlepBuyHasn KOHEYH L ont
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., TesiepOHHbBIE BU3UTHI: AOTIOJHUTEILHBIA TeJIeOHHBIA 3B0HOK € HE/ILI0 THTPOBAHUS HEOOXO0AUMO 3AIIAHUPOBATE € /060 Busur B
L IEPHOIMTIHOCTHI0, KAKYIO OCYHTAET HY/KHBIM HCC/IEI0BATE/ I CUHTAET €ro HeoOX0IMMbIM HCCIIEN0BATETLCKHI

HEHT
(Ey\ Panpovmsanus 1:1, crparuguumuposannas no 3HavdeHusim HbA1c (<8%, >8%) n npumenenuro merdopmuHa (1a, Her). P
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