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OIIMCAHUE WM3OEPETEHUA

2420-543823EA/032

JJEUEHME I[ALMEHTOB JETCKOI'O BO3PACTA C CAXAPHBEM IMABETOM 2
TUIIA C IIOMOIIBI JIMKCUCEHATUIA

Ommncanune
[TpeoMmeTOM HacTo4mero nz3obpeTeHmMs aBJigeTcHd nes-Pro3%-
srceHOUH-4 (1-39) -Lysg—NH, (AVEQO10, JMKCHCeHaTH) "/ Min ero

bapMalleBTUUECKM IIpMeMieMas COJIb IJIS I[IPMMeHeHMsa B IelIuaTpuu. Eme
OOHUM TIIPeIMeTOM HacTOoAmero Mu300peTeHMA ABJIAeTCca dapMalleBTHuUecKasd
KoMOMHalUMa OJS OpMMeHeHMA B HeIMaTpuM, OpUM 5STOM VYKa3aHHasd
KOMOMHALIMA COOepXUT (a) JMKCHUCeHaTun HU/UJIUM eTo ¢apMaleBTHUUeCKU
IpUMeEMIIEMYK COJIbE WU (b) MeTOOpMHMH U/UIUM eTo (QapMalleBTUUYSCKU
IpUeMIIeMy COJIb .

Eme  oOIHMM acCIeKTOM  ABJIAeTCcHA  crnoco®  JedeHMA  IalMeHTa
OIeTCKOTO BO3pacTa, IpM 5STOM yKasaHHHBM Ccroocod® BKJIKUaeT BBeIeHUe
JMKCHUCceHaTHuIa u/nnm ero bapMalleBTHUUECKHU IpreMIeMOoMn cou,
HeoOa3aTelIbHO B KOMOMHaALMM C MeTPOPMUMHOM, HYyXIalleMyCS B STOM
IauMeHTy IOeTCKOTOo Bo3pacTa.

Y 3O0OpPOBOTO JMIla BHCBOOOXIEHME MHCYJIMHA IIaHKpeaTHUdeCKOU
XKeJles0M  CTpOTO CBA3aHO C  KOHIEeHTpaluMel  TJIOKO3H B KPOBHU.
[IOBHIMEHHEM YPOBEHL TJIOKO3H B KPOBM, BOS3HMKaKLIMM IIoCJe enH,
BEICTPO  YPaBHOBEMMBaAETCS  COOTBETCTBYKMMM  IIOBHIIEHMEM  CeKpeluM
MHCYJIMHa. B COCTOSHMM HaTOmaK YPOBEeHbL MHCYJMHa B ILJla3Me KpPOBU
namaeT »Oo0 ©0asaJIbHOTO 3HaYeHMda, KOTOopoe HABJIAeTCS IOCTATOUHHEM IJIA
obecrieueHsa HEIPEPHBHOTO IIOCTYILJIEHMSA TJUIOKOBE K UYBCTBUTEJLHBEM K
MHCYJIMHY opTraHaM M TKaHAM M IJIA HoIIepXaHMa NPOOYKUUMM TUIOKOS3H B
IeyeHM Ha HUMBKOM YPOBHE HOUL.

B omimumve oT 1mmabera 1 THNa OpM caxapHoM OuabeTe 2 TuUlla
0oOBUHO He HabJomaeTcsa HedoCcTaTKa B 2 MHCYJIMHE, HO BO MHOTUX
cIayyuanax, B UYacTHOCTM B CJydadax [OIpoTrpeccupoBaHud, JeueHue
VHCYJIMHOM cuMTaeTcs HauboJee Ionxonamen Tepanuem, Ipu
HeoBXOOMOCTHU B KoMOMHAaLUM c nepopalbHo BBOIVMBEIMM
IpOTHUBOOMABETUUECKMMM JIeKapCTBEeHHEMY CcpelcTBaMM.

[IOBHIMIEHHEM YVPOBeHL IUIOKOBE B KPOBM Ha IPOTSKEeHUM HeCKOJIbLKMUX
JerT ©0e3 IIepPBUYHEIX CHUMITOMOB IIPEeOCTaBJIAeT 33HAUMTEJILHHEM PUCK 049

SO0OPOBEA. 2T0 MOXeT OBITE ABHO IIPOOEMOHCTPHMPORBAHO



KpynHOMacmTabHeEM uccienoBaHuMeM DCCT B CHIA (The Diabetes Control
and Complications Trial Research Group (1993) N. Engl. J. Med.
329, 977-986), COINIACHO KOTOPOMY XPOHMUECKM IIOBEIIEHHEHE YPOBHU
TJIOKOBEL B KPOBU ABJATCA TJIABHOM MIPMUMHOM Pa3BUTUA OCJOXHEeHUM
nvadera. IlpuMepH OCJIOXHeHUN IMadeTa OpelcTaBJIART coBoM MHUKPO— U
MaKpOCOCYIOMCTHE TIOBPEXIEeHMA, KOTOPHE 3adacTyl MaHMOEeCTUPYKRT B
BUIOEe pPeTHUHOIATUM, HedpponaTu¥ UIM HeBpolaTUM M  IIPUBOOAT K
cJernoTe, IIOUeYHOM HeJOCTAaTOUHOCTM UM IIoTepe KOHeUHOCTeM, OHU
COMIPOBOXIAKNTCSA [1OBEIIIE HHEIM PUCKOM CepneyHOo—COCYIMC THX
3aboyieBaHuM. TakuMmM ofBpa30oM, MOXHO CIOeJjlaTh BEBOI, UYTO YJyUlleHHas
Tepanmuda nouabeTa, B IepBYK OouUepenb MOOJDKHa OBTH HalpaBJieHa Ha
nonmepXaHue YPOBHA TJIOKO3E B KPOBM B (QUBMOJIOTMUECKOM IOMalla30HEe,
HACKOJIBKO 3TO BO3MOXHO.

OmnpeneJieHHHM PUCK CYMNEeCcTBYyeT IJIS TIHalMeHTOB C M3OLBITOUHLM
BECOM, cTpajanmMx OT caxapHoro mmabera 2  TUIa, HaIlpuMep,
NauMeHTOB C MHIEeKCOM Macch Tejia (BMI) >30 xr/M?°. Y 5THUX NalMeHTOB
PUCKM 1urabeTa IIepPeKPHBaKwTCA C PHUCKaMM, CBA3aHHHMU C MW30BETOUHBEM
BECOM, 4YTO IIPMBOIWT, HaAIPUMEP, K TIIOBHIIEHUK pPHUCKa CepledHO—
COCYIMCTHX 3abojleBaHUM I[1I0 CPpaBHEHMI C HalMeHTaMM C CcaxapHbM
nvadteToM 2 TUMla, MMeMMMM HOPMAJILHBENM BecC.

o HenaBHeTO BpeMeHU caxapHbM omnaber 2 TUIIa (T2DM)
NIpaKTUUYeCKU VCKJIIOUNTEJBHO cumMTalncs 3aboJIeBaHUEM B3POCJIBIX .
CoTJIaCcOBEBASACh C pacTylleM PpaclIpoCTpaHeHHOCTLI OXUPEeHMSa y IeTel,
YyacToTa BO3HUKHOBeHMA T2DM y @»OeTe¥ M IIOOPOCTKOB SBHAUUTEJLHO
IIOBHICMJIACHE HO OTMEeTKM, UTO IO OIOHOM TpeTM BCexX HOBEX CJIyUyaeb
IpuxoouTcsa Ha T2DM, IMarHOCTHUPOBAHHHIM Yy IIOOPOCTKOB.

Y meTel/noipocTKoB T2DM OOHUHO OMATHOCTUPYIT B BO3pacTe
crapme 10 JeT, B IPOMEXYTKe OT CpPemHero OO IIO3OHeTo Iepuola
IIOJIOBOTO CO3peBaHusa, KoT'da BCJIEOCTBUE (UIMOJOTUUECKUX M3MEeHEeHUMN
cucTeMHl GH/IGF-1 pasBMBaeTCS MHCYJIMHOPE3UCTEHTHOCTE. INomo®HO
B3POCJIEM, JacToTa BO3HUKHOBEHUSA omnabera 2 TUIIa Y
meTel/IoOpOCTKOB HauboJe BEICOKA B HEKOTOPHX DTHUYECKUX
IONyJIALMAX  (HaopuMep, aMeprMKaHCKMX MHIOelleB, adpoaMeprKaHIleB,
asMaToOBR/KUTeJIen TUXOOKEAHCKMX OCTPOBOB WU  JaTMHOAMEPMKAHIIER)

(Canadian Diabetes Association Clinical Practice Guidelines



Expert Committee, Type 2 Diabetes in Children and Adolescents,
2008 Clinical Practice Guidelines, S162-S167).

IunabeT mOpelcTaBJageT CcoB0M  TepalleBTHUUeCKyl  006JacThb, B
KOTOPOM, IO MHEeHMK [IeluaTpuueckoyr pabouel Tpynne EMA, ITOJDKHH
IPOBOOUTECA  HayuHBEE  MCCJeloBaHMA M pas3paboTka  MeIULMHCKUX
OPOOYKTOR IJA HOeTeM. IuabeT 2 TUIIa MOXEeT XapaKTepu30oBaThkCcA BOoliee
PaHHMM HauvaJloM M 0oJiee aTrpPeCCHBHEIM TeUeHMeM Yy IIallMeHTOB OeTCKOTO
BO3pacTa; CJeldoBaTeJIbHO, OHM, [NO-BUIMMOMY, OYyOYyT IHOOBepTaThbCH
BoJiee BHCOKOMY PUCKY Pa3BUTHA OCJOXHEHVM M HYXIalnTCHd B HaWJIydlleM
BO3MOXHOM  TUIMKEMMUECKOM KOHTPOJIe Ha PaHHeM CcTaauu  CBOETO
zaboJyiepaHud.

T2DM vy @»OeTel oTJAMYaeTcd OT TaKoBOTO VYV B3POCJEX PAIOM
IpM3HaKOM, KOTOPHE OKasHBalT BaXHOe BJIMSIHMEe Ha I[IOTeHIMaJIbHOe
JledeHVe. Ilepuon IMOJIOBOTO CO3peBaHMsa, CyIOd IO BCeMy, HuIpaerT
TJIaBHYK POJIE B PpasBUTUM OuabeTa 2 TUIa Yy HOeTeM. B TeueHue
nepuona IIOJIOBOTO Cco3peRaHusa HabJjonaeTcs TIOBEIIEHHA A
PEe3UCTEeHTHOCTE K OelrCTBUIO VHCYJIVHA, uTo IPUBOOUT K
TUTIEPUHCYJIMHEMAHN . T'oOpMOHEL pOCTa paccMaTpMBaJIMCL B KaduecTBe
KaHIMOaToRB, OPUBOOAMMX K  MHCYJMHOPE3UCTEHTHOCTM B TeueHNe
Ieprona IIOJIOBOTO Co3peBaHMA. CpeldHMe YPOBHM TOPMOHOB POCTa
BpeMeHHO TIIOBHMAKTCA B TeUeHMe I[eprola IIOJIOBOTO CO3peBaHMA, UTO
COTJIaCOBHBAETCS CO CHUMXeHMeM IOeMCTBUA MHCYJIMHa. C YyU4eToM BTOoU
vHbopMalMM  He  YIMBUTEJNBLHO, UTO TIMKOBHEM BO3PAacCT HNPOABJIEHUA
nvabeTta 2 THUIa Yy IeTel COBNamaeT C THUIMUYHEIM BO3pPacCTOM CpeIHeTOo
Ieproda IIOJIOBOTO CO3peBaHMUA. Y MHIMBMAOYYMa C TeHeTUUYeCKOU
IpelpaclloJIOXeHHOCTEIO K VMHCYJIVMHOPE3UCTEHTHOCTH, KoTopasd
yCcyTybdgeTcsa TIOI BO3OeMcTBMeM (aKTOpPOB pHCKa OKpyXaklell Ccpend,
OOTIOJIHUTEJIbLHOe OpeMsa MHCYJMHOPE3UCTEHTHOCTM B TeUueHUe IIepuona
IIOJIOBOTO Cco3peRaHusa MOXeT HapymUTh BajaHc oT COCTOSHUSA
KOMIIEHCUPOBAHHOW TUIIEPUHCYJIMHEMUM C HOPMAaJIbHOM TOJEepaHTHOCTRI K
TJIIOKO3€e IO COCTOSAHMA HeaOeKBaTHOM CeKpellMM MHCYJIMHAa U HapylleHUSd
TOJIEPAHTHOCTM K TJIDKO3e, KOTOpOe NIJMTCA Ha IIPOTSXeHUM IIepuola
IIOJIOBOTO Co3peBaHMA (American Diabetes Association, Diabetes
Care 2000, 23(3): 381-389).

B CHA npmbimsmTesbHO 12% [HauMeHTOB HOeTCKOI'0 Bo3pacTa C

CaXapHEM omabeToMm 2 THIIa IIoJjiyyaljim MOHOTepalll MeT(]_)OpM_T/IHOM "



Q

OpUOIIM3UTENEHO 34% ToJydaJlM MOHOTepalMi MHCYJIMHOM (Dombrowsky
and Barrett, Type II Diabetes Mellitus in Children: Analysis of
Prevalence Based on the Pediatric Heath Information System
(PHIS) Database, American College of <Clinical Pharmacology
Annual Meeting September 227 - 24th 2013, Bethesda, Maryland). V¥
MHOTUMX TlallMeHTOB HIeTCKOTO BO3pacTa C caxXapHEM IMabeToM 2 THUIla
3aboJIeBaHMe MIPOTpeccupyeT OHCTPO, M KOHTPOJE IUIEPTJIMKEMUM MOXET
CTaTk HeOOCTAaTOYHHM Jaxe TIIPM MaKCHMMaJbHO IIePEeHOCHMEX IO03ax
MeThOopMMHA .

HecMmMoTpsa Ha 53TO, OTCYTCTBRBYT ONyOJIMKOBaHHHE MCCJIeNOBaHUA,
ONMCHEBaKmMMe 20PeKTUBHOCTE aHaJioToB GLP-1 B OeTCKOV HONyJIALNUN.

MeThopMMH TMpencTaBIgeT Cco00M IMIOTJIMKEMUUEeCKOe CPenOCcTRO
TPYHOOE  OUTYaHUIOOB, TIIPpUMeHSAeMoe B JIeUeHMM MHCYJIMHHE3aBUCKUMOTO
caxapHoro nuabera (caxapHoro nuabeTa 2 TuIa), He NOOOAKMEIOCH
KOppeKUIUM IOIyTeM MOOMOUKAUMM pPeXyMa OUTaHug. MeThopMMH YyIIydllaeT
TJIMKEMUYECKUM  KOHTPOJIb OyTeM  I[OBHIMEHMS  UYBCTBUTEJLHOCTU K
VMHCYJIVMHY ¥ CHWXeHUS BCaCHBaHMA TUIOKO3H B KUlleuHUKe. MeThopMMH
OBOEUHO BBOLAT IlepopallbHO. OOHAKO KOHTPOJIBE caxXapHor'o mnuabera 2
THUIa Yy HalMeHTOB C OXMPEeHMeM C TIOMOmbK MeThopMMHa MOXeT OHTh
HemgoCTaTOUHEM. B CHMIy STOTO, Y TakKMxX IIalMeHTOBR MOTYT OHTH
HeOOXOOVME MNOTIOJIHMTEJILHEIE MepH OJIS KOHTPOJA caxapHoTo nuabera 2
THIIA .

MeThopMMH HABJAETCH MeXIyHapOOHEIM HellaTeHTOBAHHHM Ha3BaHUEM
1, l-numeTmndburyanuna (HoMmep CAS 657-24-9).

CoenMHeHue mes-Pro3®-skcennuu-4 (1-39) -Lyse—NH, (AVE0O10,
JVKCHUCEeHaTUD ) IpencTaBJsaeT coBon IIPOUBBOLOHOE SKCeHIVHa-4.
AVE0010 packpuT kak SEQ ID NO:93 B WO 01/04156.

SEQ ID NO: 1l: mmuxcuceHaTun (44 aMMHOKMCIIOTEH)

H-G-E-G-T-F-T-5-D-L-5-K-Q0-M-E-E-E-A-V-R-L-F-I1-E-W-L-K-N-G-
G-P-5-5-G-A-P-P-5S-K-K-K-K-K-K-NH,

SEQ ID NO: 2: »mkcemmmu-4 (39 aMMHOKMUCIIOT)

H-G-E-G-T-F-T-5-D-L-5-K-Q0-M-E-E-E-A-V-R-L-F-I1-E-W-L-K-N-G-
G-P-5-5-G-A-P-P-P-5-NH,

OKCeHIMHH OpelCTaBJIAKRT COOOM Tpynny IMeNTUOOBR, KOTOPHE MOTYT
CHUXAaThb KOHIIEHTPpaluu TJTIOK O 3H B KpPOBHU. AHaJor SKCEeHIVHAa

JIMKCHMCEeHaTUO XapaRrTepnusyeTcHd C—-KOHIIEeBHM YCedueHMeM HaTHUBHOM



[IOCJIeIOBRATEJIbHOCTH 3KCceHIMHa-4. JIMKCUMCeHaTUO COIOepXuT mecTs C-
KOHIIEBEIX OCTaTKOB JIM3MHa, He IPUCYTCTBYKIMX B DKCeHIOIMHe-4.

JIMKCcHMCceHaTHU TaKXe MMeeT Ha3BaHue »Oe3-38-TIPOJIMH-3KCeHIMH—-4
(Heloderma suspectum) - (1-39) —nenTunuirieHTa- L-JIU3MI-L-JIM3MHaMU,
(Homep CAS 320367-13-3).

MoXHO YBMIETH, UYTO II&JIb HACTOAMEeI'o M300peTeHUS 3aKJIondaeTCHd
B VYIYUNeHUM T[IPOTUBOIMADETUMUEeCKOTO JieueHud JeTel ¥ IIOIPOCTKOB,
cTpajanmMx OT caxapHoro nmuaberTa, B UYaCTHOCTM OT CaxapHOTO
omabera 2 TuUIA.

CorJilacHO TIpMMepaM 1 M 2 HaCTOAmMETO M300peTeHUMA IIOCIe IIpMeMa
CTaHIAPTU3MPOBAHHOTO XMIKOT'O 3aBTpaka Yy 12 TIIallMeEHTOB IeTCKOTO
BO3pacTa C caxapHeM pmaberoM 2 tTuna (T2DM) cO CpelHMM YPOBHEM
HbA.. 8,65% u cpenHuMM BecoM TeJa 84,7 KI HabOIoOalM He3HauMTeJIbHOE
CHWXEHMe  YPOBHA TJIKKO3H B ILJJa3Me  KpPOBU (CKOppeKTHUpOBaHHOE
3HaueHue AUCq.30 y.-4:30 u. OJIA YPOBHHA IJIOKOS3BE B IJlazMe KPOBU M AUCqy.3g
4.-4:30 u. JOJIA YPOBHA TJIOKO3HE B ILJla3Me KPOBM) IIPM ONHOKPATHHX IO03axX
JMKCHUCeHaTria, cocTaBadomux 5 m 10 MKI, IO CpaBHeHMKO C Iualebo.
B omimumMe oT 3TOTO, OIJHOKPATHHE OO3H JIMKCUCEHATHUIA, COCTaBJAKINME
5 m 10 MKI', 3HauMTeJIbHO CHWXaJIM YPOBEeHb IJIOKO3H B ILJIa3Me KPOBU Y
12 B3pocaux naumeHToB C T2DM (cKoppeKTMpOBaHHOe 3HaueHue AUC).s3p
u.-4:30 uw. OJIA YPOBHA TIJIOKOS3H B IJlIa3sMe KpoBU UM AUCp:30 u.-4:30 4. 0JIA
YPOBHA TJIKKO3H B ILJla3Me  KPOBMU) 10 CpaBHeHM®HO C T1Janebo.
BozImelcTRUe JMKCUCeHaTHIa OBJIO MOOOOHHEM IOJiS O0eMxX TPyl BBeIeHUA
OO3E Yy OlIeHMBaeMHX IallMeHTOB IeTCKOI'O BOo3pacTa, Tor'la kKak Yy
B3P OCJIHIX nalumMeHTOB BO3IecTBUE JIMKCHCEHaTHUA [IOBHEIIAJIOCH
I0303aBUCUMEIM oB0pazoM. Y IIallMeHTOB IeTCKOTO BO3pacTa BO3IOeMCTBUE
OBLIIO aHaJIOTMUYHEM TaKOBOMY Y B3P OCJIHIX B ciayuyae 5 MKT
JMKCHCeHaTHa, OIOHakKO HMKe B cJdydae 10 MKI' JMKCUCeHaTuUIOa. B
OaHHOM KpaTKOBPEMEHHOM MCCIIeIOBaHUM OIOHOKpPaTHHE OO 3E
JMKCHCeHaTga, cocTarjggomme 5 m 10 Mxr, OvM 0Oe30lNacHEMM U
XOPOUIO [IEPEHOCUJIMCE KaK I[allMeHTaMM JOeTCKOI'O Bo3pacTa, TakK u
B3POCJIEIMU IallMeHTaMM .

B 3aKJINUeHue, B nprMepax 1 u 2 IPOOEMOHCTPUPOBAHE
CoroCcTaBMMEE O(QapMakokmHeTmueckume (PK) m dpapmMakomgmMHaMuueckue (PD)
npodmiIM y TIallMEHTOR OEeTCKOT'O BO3pacTa M B3POCJEX [HallMEeHTOB IIPHU

Jos3e 5 MKTI', a TakKxe OTCYTCTBUE HellpeIBMIOeHHEIX pPe3yJjlETaTOB,



Kacaommuxca 0e30MaCHOCTH.

MpuMmepel 1 ®m 2 HacTOoAWLeI'0 W300peTeHUs IMIOATBEpXIaKnT, UYTO
B3POCJIEe MalMEeHTH XapaKTepu3yiTCHa OTJIMUalmelcsa OaToOM3UOJIOTUEN B
CpaBHEeHUN C OeTbMU n IIOOPOCTKAaMA . OrTBeT Ha npueM
CTaHOAPTU3MPOBAHHOT'O XMOKOI'O 3abBTpaka OTJIMYaJiIcCa Yy IIalMeHTOB
OeTCKOI'O BoO3pacTa C caxXapHeM 1nuadteToM 2 TUIa OT TaKOoBOTO
B3POCJIEIX MallMeHTOB. B HOeTCKOM KOHTPOJIBHOM MNONYyJIAUMM (Tpylda
auedo) [IMKOBYIO KOHLEHTPaLUD VMHCYJIMHA HabJonaan uepes
OpUOJIU3UTEJILHO OOMH dYac I[IocJie NpOoBHOT'O IpMeMa Oumu (durypa 12) cC
IOCJIEOYIIUM Pe3KMM CHWXKeHVeM. BO B3pOCJIONM KOHTPOJBLHOW MONYJIAUUU
(rpymnna miaanebo) MK KOHUEeHTpaluM MHCYJIMHA IIOCJe [IpueMa MY ORI
foJjlee WHMPOKMM. I[IMKOBYKD KOHLUEHTpALMI MHCYJIMHa Hadjooajlu Yepes
OpUOJIU3UTEJIEHO 2 dYaca I[Iocjie NIpoBHOT'O HOpueMa oumy (ourypa 11).
AHaJIOTMUHOe paszjmMure HaOJowIalyM B OTHOIEHMM KOHUeHTpauum C-
IelTrha IIoCJe IpueMa IMmy (ouryps 13 mu 14).

B COOTBETCTEUU C STUMY  pe3yJibTaTaMi  MIOeHTUQUMUIUPOBAJIU
pazanurdga B sddekTax JMKCUCeHaTHUOa Yy I[IalMeHTOB HOeTCKOI'O Bo3pacTa
[I0 CpaBHeHUB C D20bexkTaMy, I[IOJIYUEHHBEIMM B IIONYJIAUUM  B3POCJIHX
[IallieHTOB . BHIIEeONMCAaHHEE paszjivMuuig B OUHaAMUKE CeKpelLUuM MHCYJIMHa U
C-menTuna IIOCJe IIpMeMa My, OOHapyXeHHEHe B Ipylllax IJaunedo,
Takxe HabomalM B I'pylllle JIMKCHUCeHaATHIA.

BozmelcTRUe JIMKCHMCeHaTHIa Yy IalMeHTOR IeTCKOT'o Bo3pacTa
OBHJIO MEHBIMM, YeM Yy B3POCIHHX Ipu nposzax 10 MDD (ourype 15 m 16).
CHMXeHMEe VYPOBHA TJIOKOB3H B ILJIa3Me KPOBM IIocJe Inpuema nmmm (PPG)
Opu  JIedeHUM JIMKCHUCEeHaTHUIOM  OBUJIO  MEeHBIINM, ueM Y B3POCJHX
nauveHTOB, W, BCJEeOCTBMe HeDOJBWLOI'O KOJIUUYeCTBa I[alMeHTOB, He
o6Jjlamalic 3HaAYMMOCTEBKR (QUIypH 5-8) .

UT0O HEeOXMIOaHHO, B HO3e 5 MKID JIMKCUCeHaTUI IIPOLeMOHCTPUPOBAJI
DoJibllee CHWXEeHME YPOBHA IJIOKAI'OHa B IJla3Me KPOBM, UYeM Yy B3POCJEIX
nauMeHToOeR (ourype 9 m 10).

B UeJsioM, pes3yJbTaTH IpUMepa 2 YyKas3HBawT Ha pa3jiuuuig B
IaToPU3MOJIOTUNM Yy IHalMeHTOB HOeTCKOI'0 BOo3pacTa C caxXapHHM OuabeToM
2 TuUlla ¥ B3POCJHX HauyMeHTOoB. ToT ¢akT, UYTO JMKCHUCEeHaTUI MOXeT
CHMXaThb YPOBeHbL IJIKKO3E B IJla3Me KpOBM IIOCJe [IpueMa [IWIM,
CekpelLM IJIOKaAl'OHa W MHCYJMHa I[OoCJe IpMeMa MM Yy I[alMeHTOB

OIeTCROI'O BO3pacTa, YKasEHBaeT Ha TO, UWTO JIMKCHMCeHaTrI ABJIAETCHA



20DeKTUBHEIM B JIeUEHMM DTOW I'PYIIIH IIAlMEeHTOB.

B nprMepe 3 HacTOAmeTro n300peTeHnusd ONMCHBaETCH
PAHIOMM3UPOBAHHOE, OBOMHOE cJernoe, Ianefo-KOHTPOJIMPYeMoe
MCCJIegOBaHMe C IOBHIMIEHMEeM O3 JIsS OolIpeneljieHrs ©0e30IacHOCTH,
bapMakOKMHETUKM ¥ (QapMakKOIMHAMUKM JIMKCUCeHATHMOa Yy IIallMeHTOB
IOeTCKOTO BO3pacTa Cc muabeTroM 2 THIA, KOTOPHM He KOHTPOJIMPYESTCS
OOJIKHEM O0pa30oM C IIOMOmbD MeThopMMHa M/WIM 0a3ajIbHOTO MHCYJIMHA.

[lepBEIM ACIIEeKTOM HacTOAmeTro n300peTeHnusd ABJIAETCSH
JIMKCHCeHaTUn U/WiIKM eTro dapMaleBTHUUECKM IIpMeMseMas CoOJIb [OJIg
NPYMEeHeHHMS B IIeIVaTPUM.

Opy M ACIIEeKTOM HacTOAmeTro n300peTeHnusd ABJIAETCSH
bapMmalleBTHMUeCKasS KOMOMHALUMA OJIS OPMMEHEeHMSA B IIeIMaTPuM, IPUM STOM
yKa3aHHasd KOMOMHALMA COLEPXMUT:

(a) JUKCHMCceHaATUO U/UIM eTo (QapMaleBTUUECKM IPVEeMIEeMyl COJIb

(b) MeThOpMMH U/UIMU eT0o dpapMaleBTUUSCKM IPpMeMIIeMY COJIb.

Eme OIOHUM aCIIEKTOM HacToAmeTo nz3obpeTeHmMs ABJIAETCHA
bapMalleBTMUECKasd KOMOMHalMA IJIA I[IPVMMEeHEeHMS B IeOIMaTpuM, [IPpYM 2TOM
YKaz3aHHasd KOMOMHallMA COIEpXUT :

(a) JMKCHCeHaTHUI U/UIM eTo (QapMalleBTUUYECKU IpHeMIIeMyl COJIb,

(b) MeTOOPMMH U/UIKU eT0 dQapMalleBTUUECKU IpHeMIIeMyld COJIb U

(c) GasajbHBEI MHCYJIMH U/WIKM ero ¢apMaleBTUUECKU IpUeMIIeMyo
COJIb .

Eme OIOHUM aCIIEKTOM HacToAmeTo nz3obpeTeHmMs ABJIAETCHA
bapMalleBTMUECKasd KOMOMHalMA IJIA I[IPVMMEeHEeHMS B IeOIMaTpuM, [IPpYM 2TOM
YKaz3aHHasd KOMOMHallMA COIEpXUT :

(a) JUKCHMCceHaATUO U/UIM eTo (QapMaleBTUUECKM IPVEeMIEeMyl COJIb

(b) ©GasajbHBEI MHCYIMH U/WIKM ero ¢apMaleBTUUECKU IpUeMIIeMyo
COJIb .

B KOHTeKCTe OaHHOTO OOKYyMeHTa BHpaxeHMd "IoIJjiexamui JieueHUo
B COOTBETCTBUU c HaCTO AIMM nzobpeTeHmeM", "JleueHue B
COOTBETCTBUU C HacToamyMM un3o00peTeHMeM" MJIN "MTegmMaTpUuYueCcKoe
JleueHMrMe B COOTBETCTBUMM C HacToAmMM M300peTeHMeM" OTHOCATCHA K
JIEUeHUI IIallMEHTOR JIeTCKOI'O BO3pacTa, KakK OoIpenesjieHO B HOaHHOM

IJOKYyMeHTe, C IIOMOIEBIO (l) JIMKCHMCeHaTrna I/I/I/IJ'H/I eTro @apmaueBTquCKm



OpueMIIeMOM  COJM  WJIMU (idi) bapMalleBTUUECKOM  KOMOMHALIMM, KakK
OIIMCaHO B OaHHOM IJOKYMEeHTe.

Bos3pacT nalMeHTa, HYyXIaomerocd B IeIMaTpUMUeCcKOM JeueHUM B
COOTBETCTBUM C HaCTOAMMM M300peTeHUMEeM, MOXeT COCTaBJATL IO
MeHbIe Mepe 10 JeT.

Bos3pacT nalMeHTa, HYyXIaomerocd B IeIMaTpUMUeCcKOM JeueHUM B
COOTBETCTBUM C HacTodAmMM MU300peTeHMeM, KaK OIMCaHO B IaHHOM
OOKYMEeHTe, MOXeT COCTAaBJIATL MeHee 18 JerT.

[IpednouyTuTeJIbHO, UYTOOHE BO3pacT HallMeHTa, HyXJawomerocad B
neIaTprUUYeCcKoOM JeUeHMM B COOTBETCTBMM C HACTOAMMM HK300peTeHuUeM,
Kak OIIMCaHO B IaHHOM JOKYMeHTe, COCTaBJIsaAJ (a) 0o MeHbmel Mepe 10
JeT u (b) mMeHee 18 JerT.

IMaumeHT, HYXTAMUNC g B neIraTpuuYeCKOM JleueHUn B
COOTBETCTBUM C HacTodAmMM MU300peTeHMeM, KaK OIMCaHO B IaHHOM
IOOKYMeHTe, MOXeT cTpalaTh OT caxapHoro mmabeTa 2 Tula.

MaumeHT OEeTCKOTO BO3pacTa, nonJiexammmn JIeUEeHUID B
COOTBETCTBUM C HaACTOANMM M300peTeHMeM, MOXeT IIpeldCTaBJIATL cobon
cyfbBekTa, cCcTpajaKmerc OT caxXapHoro muabera 2 Tula, IPUM STOM
caxapHe OmabeT 2 TUIIa He KOHTPOJMPYEeTCS HOJIKHBEIM ofpa3oM IIpK
JeueHMM C IIOMOUIbLI MOHOTepaluy MeTQopMMHOM, HalpMMep, IIpu Io3e,
COCTaBJIgKmEe TI[IO0 MeHbmell Mepe 1,0 T MeTQOpMMHA/CYTKM WM IIO
MeHbIeM Mepe 1,5 T MeTMOpOMHA/CYTKM B TeueHMe 3 MecCcdlleB, W/ UMK
OpM Oo3e, CocTaBJdpmelr He ©Oojiee 2,0 T MeTMOPpdMHA/CYTKM B TeUeHUE
3 MecHleB.

MaumeHT OEeTCKOTO BO3pacTa, nonJiexammmn JIeUEeHUID B
COOTBETCTBUM C HaACTOANMM M300peTeHMeM, MOXeT IIpeldCTaBJIATL cobon
cyfbBekTa, cCcTpajaKmerc OT caxXapHoro muabera 2 Tula, IPUM STOM
caxapHe OmabeT 2 TUIIa He KOHTPOJMPYEeTCS HOJIKHBEIM ofpa3oM IIpK
JIeUeHUN c [IOMOIIELIO fazaJIbHOT O MHCYJIMHA u/nnm MeThbopMMHA,
HaIlpuMep, opu  Oo3e, cocTaBJdRme I[I0 MeHbIlel  Mepe 1,0 1
MeTMOPOUHA/CYTKM MJIM IO MeHbmel Mepe 1,5 T MeTMopdMHA/CYTKM B
TeueHMe 3 MecdleB, U/MIM OpM OO3e, CcocTaBjdomelr He Oojiee 2,0 T
MeThopMUHA/CYTKM B TeueHMe 3 MecdleB.

MaumeHT OEeTCKOTO BO3pacTa, nonJiexammmn JIeUEeHUID B
COOTBETCTBUM C HaACTOANMM M300peTeHMeM, MOXeT IIpeldCTaBJIATL cobon

cy®BbeKTa, CTpamjanmero OT caxapHoTo nuaberTa 2 Tulla, IIPU DTOM



caxapHeM arateT 2 TUNA He KOHTPOJIMPYETCS MIOJIKHEM of8pa3oM IIpH

JIedeHNM C IIOMOIEBK MOHOTepallM fasaJIbHEIM MHCYJIMHOM.

CorJjiacHO HacToAmeMy MN300peTeHUD BHpaXeHNe "He
KOHTPOJINPYEeTCA OOJDKHEIM obpazoM" npu JIeUeHWN C IIOMOIIBIO
MOHOTepalnuy MeTQOPMMHOM  (JiIedeHMe MeTQOPMMHOM B  OTHEJIBHOCTHU)
O3HavaerT, uTO  MOHOTepaluu  MeTOOPMMHOM  He OOCTAaTOYHO 0JIsd

YyCTpaHeHMsa CHMITOMOE cCaxapHor'o mabeTa. B UWacTHOCTHM, BHpaxXeHMe
"He KOHTPOJMPYEeTCS NOOJDKHEM of0paszoM" [IpM JIeUueHMM C  IIOMOIBK
MOHOTepalnuy MeTOOPMMHOM O3HadaeT, 4YTO Y I[alMeHTa He IOCTUIaKnTCid
HOPMOIUIMKEMUUECKME 3HaUeHMsda B OTHOUWEHWM, HaIpUMep, KOHLeHTpaluu
TJIOKO3EL B ILJla3Me KpPOBM IIOCJe IpMeMa MM, OTKJIOHEHUSa YPOBHSA
TJIOKO3E U/MJIY KOHIEHTPalUVY ITJIOKOS3HE B IJla3Me KPOBM HATOMAaK.

CorJjiacHO HacToAmeMy MN300peTeHUD BHpaXeHNe "He
KOHTPOJIMPYETCSA NOOJDKHEM 00paszoM" IIpK JIeUeHMM C IIOMOWBK MeTOOpMMHA
u/munu  6aszaJbLHOTO MHCYJMHa O3HavaeT, UTO [HaHHOW  Tepaluu B
OTHEeJILHOCTM He [OOCTAaTOWHO IJIg YCTPaHeHMsa CHMIITOMOB CaxapHOTO
onabtera. B uacTHOCTHM, BHpaxXeHMe '"He KOHTPOJIUPYETCS  IOJDKHEM
oBpazoM" mnpM JleyeHMM C TIIOMOMbI0 MeThopMMHA W/Miau  0a3alJIbHOTO
MHCYJIMHA O3HavaerT, uTo N4 nauyveHTa He OOCTUIaKRTCH
HOPMOIUIMKEMUUECKME 3HaUeHMsda B OTHOUWEHWM, HaIpUMep, KOHLeHTpaluu
TJIOKO3EL B ILJla3Me KpPOBM IIOCJe IpMeMa MM, OTKJIOHEHUSa YPOBHSA
TJIOKO3E U/MJIY KOHIEHTPalUVY ITJIOKOS3HE B IJla3Me KPOBM HATOMAaK.

CorJjiacHO HacToAmeMy MN300peTeHUD BHpaXeHNe "He
KOHTPOJINPYEeTCA OOJDKHEIM obpazoM" npu JIeUeHWN C IIOMOIIEIO
MOHOTepalluy Oa3alJIbHEIM MHCYJMHOM (JiledeHMe Oas3alJibHEIM WHCYJIMHOM B
OTHeJILHOCTHM) O3HadaeT, UYTO MHOaHHOW TepalMM B OTIEJILHOCTM He
OOCTAaTOYHO  IJIsA  YCTpaHeHud  CHUMIITOMOB caxapHoro nuabera. B
YaCTHOCTM, BEHpaXeHMe "He KOHTPOJMPYETCsS HOOJDKHEM oBOpasoM" [Ipwu
JIEUeHVM C IIOMOWBI MOHOTepalluM ©OasallbHEM MHCYJIMHOM O3HadaeT, 4YTo
N4 nauyveHTa He OOCTUIaKRTCH HOPMOIUIMKEMUYECKME 3HaUeHUI B
OTHOWEHWNM, HaAllpUMMep, KOHLEHTpaluM IJIOKO3E B ILJla3Me KpPOBM IIOCJIE
opueMa MK, OTKJIOHEHUS YPOBHS  TJIOKO3H U/UIM  KOHIEHTPpAalUU
TJIOKO3E B ILJla3Me KPOBM HaTOWlak.

TepMrMH "He KOHTPOJMPYETCS OOJDKHBEIM oOpasoM”" [OIpM JIeUeHUuM C
IIOMOWIEBI  MOHOTepalluy  MeTQOPMUHOM, B 4YaCTHOCTH, OTHOCHUTCSHA K

Inepruony oo HaualJla OCymeCTRBJIECHMA JIeUeHNnA B COOTBETCTBUUA C
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HacToAMM M300peTeHMeM. HoO Hadajla OCYWeCTBJIEHUS JIeUeHMsa B
COOTBETCTEMM C HaCTOAIMM M300peTeHMeM MOXeT OHTE OlIpelelleHOo,
KOHTPOJMPYET JIM MOHOTepalusad MeTOOPMMHOM CaxXapHHNM 1mabeT 2 THlIa
OOJDKHEIM Oof0pas3oM WM HeT. HalpuMmep, Takoe OlIpemeJleHre MOXET
OpoBOOUTECA 3a 1 Mecsdl, 3a 2 Mecsala WIM 3a 3 Mecsla OO HadaJjla
OCYWeCTBJIEHUSA Tepalru I[10 HacTodlleMy M300peTeHMD.

TepMrMH "He KOHTPOJMPYETCS OOJDKHBEIM oOpasoM”" [OIpM JIeUeHUuM C
IOMOIbD MeThopMMHA u/miau  0a3aJIbHOTO MHCYJMHA, B  UYaCTHOCTH,
OTHOCUTCH K epmrony oo HauaJjia OCyWeCTBJIEHN A JleueHmsa B
COOTBETCTEMM C HaCTOAWmMM WM300peTeHMeM. IO Hauajla OCYyWleCTBJIeHUS
JleueHMs B COOTBETCTBMM C HACTOAIMM M300peTeHMeM MOXeT OHThb
ornpenesyIeHO, KOHTPOJMPYEeT JM TepanMs C IIOMOmbil MeThopMMHA W/MIN
Ba3aJJbHOTO MHCYJIMHAa CcaxXapHeW OuadeT 2 TuUda »OOJDKHEM o0O0pas3oM WU
HeT. Hamnpumep, Takoe oOIlpelelieHMe MOXeT IIPOBOOUTHCA 3a 1 MecHdl,
3a 2 Mecsdalla WM 3a 3 Mecsdla OO0 Hadajla OCYWEeCTEBJIeHUMsa TepalluM II0
HacTodAlleMy M300peTeHUD.

TepMrH "He KOHTPOJIUPYETCS OOJDKHEIM 00paszoM" I[OIpu JIeUdeHUU C
[IOMOIIBI MOHOTepalnu ©Oasz3alIbHEM MHCYJIMHOM, B YaCTHOCTH, OTHOCUTCSH
K IepuoOy OO Haudajla OCYIWeCTBJIeHMsa JIeUeHUsA B COOTBETCTBUM C
HacToAMM M300peTeHMeM. HoO Hadajla OCYWeCTBJIEHUS JIeUeHMsa B
COOTBETCTEMM C HaCTOAIMM M300peTeHMeM MOXeT OHTE OlIpelelleHOo,
KOHTPOJIUPYEeT JIn Tepallnsd C IIOMOIEBI  MOHOTepalllM DazalibHEM
WMHCYJIMHOM CaxXapHemM momabdeT 2 THNa JOJDKHEIM o0O0pas3oM WIM HeT.
HanpuMmep, Takoe olpelelieHMe MOXeT IIPOBOOUTBCH 3a 1 Mecsdal, 3a 2
Mecsala WM 3a 3 Mecdla OO Hadajla OCYIWeCTBJIeHMsa Tepalluy 1o
HacTodAlleMy M300peTeHUD.

C IIOMOWEBK JIeUeHUSI B COOTBETCTBMM C HACTOALMM M300peTeHUEeM VY
IaluMeHTOR HOeTCKOTO Bo3pacTa MOXeT OHTL OOCTUTHYT aleKBaTHHMN
KOHTPOJIE caxXapHoro 1auabeTa 2 TUla, KOTOPHM He KOHTPOJIUPYEeTCSH
OOJDKHEIM 00pasoM C IIOMOUEBK MOHOTEepally MeTOOPMMHOM.

C IIOMOWEBK JIeUeHUSI B COOTBETCTBMM C HACTOALMM M300peTeHUEeM VY
IaluMeHTOR HOeTCKOTO Bo3pacTa MOXeT OHTL OOCTUTHYT aleKBaTHHMN
KOHTPOJIE caxXapHoro 1auabeTa 2 TUla, KOTOPHM He KOHTPOJIUPYEeTCSH
NOJDKHEM OOpasoM C IOMOmbl MeThopMMHa U/MiIM 0as3ajIbHOTO MHCYJIMHA.

C IIOMOWEBK JIeUeHUSI B COOTBETCTBMM C HACTOALMM M300peTeHUEeM VY

IIallMeHTOB OTeTCRKOI'O BO3pacTa MOXeT OBITE JOCTUI'HYT alekKBaTHHMN
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KOHTPOJIE caxXapHoro 1auabeTa 2 TUla, KOTOPHM He KOHTPOJIUPYEeTCSH
OOJDKHEIM 00pasoM C IIOMOIEBK MOHOTepalny 6a3alJiIbHBEM UMHCYJIMHOM.

ITauyMeHT »OeTCKOTO BO3pacTa, CTpalJakmui OoT caxapHoTo nouabeTa
2 TuNa, KOTOPHM MNONOJEXUT JIeUeHUIO B COOTBETCTBMM C HaCTOAMUM
n300peTeHreM, MOXeT MMeThb OXupeHue. I[lallMeHT MOXeT CUUTATLCH
VMEKIVM OXVPeHMe, eCJiM eIl'0 WHIOeKC MacCCH Tejla CcocTaBJigdeT IIo
MeHbImel Mepe 30 kr/mM?. CoOIJIaCHO HacTodlleMy M300peTeHMI IIalueHT
OeTCKOI'O BO3pacTa C OXMpeHMeM MOXeT MMeThb MWHIOEeKC MacCH TeJa,
COCTaBJSKMUM [0 MeHbmell Mepe 30 Kr/M? MM IO MeHbmel Mepe 31
Kr/M?.  [IpenmouTuTesIbHO, UTOOH MHIEKC MacCH Tejla VY IallueHTa
IeTCKOTO BO3pacTa COCTaBJIAJ [0 MeHblell mMepe 31 kr/m?.

ITauyMeHT »OeTCKOTO BO3pacTa, CTpalJakmui OoT caxapHoTo nouabeTa
2 TuNa, KOTOPHM MNONOJEXUT JIeUeHUIO B COOTBETCTBMM C HaCTOAMUM
n300peTeHreM, I[PeOlCUTUTEeJIEHO He IoJiydaeT IIpoTuBoIMabeTudecKoe
JleueHVe C TIOMOUbLI0 MHCYJMHAa M/UIM POINCTBEHHHEX COeIVHEHUN.

ITauyMeHT »OeTCKOTO BO3pacTa, CTpalJakmui OoT caxapHoTo nouabeTa
2 TuNa, KOTOPHM MNONOJEXUT JIeUeHUIO B COOTBETCTBMM C HaCTOAMUM
n3obpeTeHMeM, MOXeT CTpalaTb OT caxapHoro 1mabera 2 TuIa B
TeUeHMe II0 MeHBIeM Mepe Tpex MecdleB. B dWacTHOCTM, VY IIallMeHTa
OIeTCKOTO BO3PacTa, KOTOPHM IMIOOJeXUT JeUeHMID, cCcaxapHuM 1nuaber 2
Tuna OBJI OMAaTHOCTUPOBAaH 10 MeHBIeM Mepe 3a TpM Mecsalla IO Haudaja
OCYWeCTBJIEHUSA Tepalru I[10 HacTodlleMy M300peTeHMD.

CorJiacHO HacToAlleMy n300peTeHUD N4 nauyveHTa OeTCKOIO
BO3pacTa 3HauveHMe HDbA . MOXeT HaxXOIMTHBCSH B IOMaras3oHe oT 7% mo 103
mim ot 7% pmo 9,9%. B uacTHoOCTHM, Y IallMeHTa IOeTCKOI'O BO3pacTa,
KOTOPHM TMOOJIEXUT JeueHUK, 3HaueHre HbLA;. MOXeT COCTaBJIATE IO
MeHBIIEM Mepe OPUOIM3UTENbHO /%, IO MeHBIleM Mepe IpUBIM3UTEeNLHO
7,5%, 10 MeHBNeM Mepe NOpPUOAMBUTENLHO 8%, @[O0 MeHbBIel Mepe
OpuBIU3UTENbHO 8, 5%, IO MeHbIIeM Mepe NOpUOIM3UTEJIEHO 8, 65% MM 1o
MeHbIIEM Mepe NPUBIM3UTEIBHO 9%.

B wuwacTHOCTHM, Yy IHalMeHTa HOeTCKOI'0O Bo3pacTa, I[IoJIydarmeIlo
MOHOTepalnin MeTQOPMMHOM (B 4YWacTHOCTM, IO Hadajla OCYyWleCTBJIeHUA
TepallMM B COOTBETCTBUM C HACTOANKMM M300peTeHMeM), 3HadeHue HbLA, .,
Haxogngdameecsd B IMalnaz30oHe oT 7% mo 10% wmim or 7% mo 9,9%, wuam
3HaueHme HbA,., cocTaBJjdpmee I1I0 MeHLIEeM Mepe OPUOIMU3UTEeJLHO 7%,

10 MeHLIIen Mepe OPUBIIN3UTEIJIEHO 7,5%, 10 MEHLIIEen Mepe
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NpubIN3UTEBEHO 8%, 10 MeHblley Mepe NOpUOIM3UTeILHO 8,5%, 10
MeHbIIen Mepe OIPUOIIUBUTEIILHO 8,65% VI 1o MeHbIIen Mepe
Opubams3uTresibHO 9%, yKal3sBaeT Ha TO, UTO CcaxXapHuM ImaberT 2 TUIla
He KOHTPROJNPYETCH IOOJDKHEIM oBpazoM c [IOMOIIELIO MOHOTepallnu
MeTOOPMUHOM.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MeThopMUH U/MiIM  ©OasalJibHEM  MHCYJIMH (B uyacTHOCTHM, IO Hauaja
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
3HaueHue HbLA,., Haxo@mdmeecsa B IOuanas3oHe oT 7% mo 10% mim oT 7% 1o
9, 9%, WU 3HaUeHne HbA. ., cocTaBJIgKIee o MeHbIen Mepe
npubIN3UTEIBEHO /1%, 10 MeHblley Mepe OpuUbIM3UTeILHO 7,5%, 10
MeHbIlel Mepe OpUOIM3UTEJILHO 8%, I[I0 MeHbllel Mepe OIPUOIM3UTeILHO
8,5%, 1o MeHblel Mepe OPUOIMBUTEJLHO 8,65% MIM 10 MeHbLIleM Mepe
Opubams3uTresibHO 9%, yKal3sBaeT Ha TO, UTO CcaxXapHuM ImaberT 2 TUIla
He KOHTPOJMPYETCHS OOJIKHEM oO0pa3oM ¢ IIOMOmbD MeThopMUHa U/UIIKn
fazaJIbHOT'O MHCYJIMHA.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MOHOTepaliuo fazaJIbHEM  MHCYJIMHOM (B YaCTHOCTH, oo HauaJa
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
3HaueHmMe HbA,., Haxomameecs B IOManaszsoHe oT 7% mo 10% wmiam oT 7% »Oo
9, 9%, MJIN 3HaUeHNne HbA:., COCTaBJIAKIEES rio MeHblIel Mepe
npubIN3UTEIBEHO /1%, 10 MeHblley Mepe OpuUbIM3UTeILHO 7,5%, 10
MeHbIlel Mepe OpUOIM3UTEJILHO 8%, I[I0 MeHbllel Mepe OIPUOIM3UTeILHO
8,5%, 1o MeHblel Mepe OPUOIMBUTEJLHO 8,65% MIM 10 MeHbLIleM Mepe
Opubams3uTresibHO 9%, yKal3sBaeT Ha TO, UTO CcaxXapHuM ImaberT 2 TUIla
He KOHTPROJNPYETCH IOOJDKHEIM oBpazoM c [IOMOIIELIO MOHOTepallnu
fasaJIbHEIM MHCYJIMHOM.

CoTJlaCHO HacCTOAmMEMY M300peTeHUI HOPMOTUIMKEMUUECKME BHAUYEHUS
OpedCcTaBJIAT COOOM KOHIEHTpallMio IJIOKO3H B KPOBM, COCTAaBJIAKIME, B
yacTHOCTH, 60-140 w™Mr/min  (uTro cCcooTBeTCcTBYeT 3,3-7,8 MMOJL/JI) .
OaHHEIM IMalas0H OTHOCUTCSA, B UYAaCTHOCTM, K KOHIEHTpaluM IJIOKO3H B
KPOBM B COCTOSHMM HaTOMaK M COCTOSHMM IIOCJIe IIpMeMa WM.

Kpurepur nOJsa T[IOCTaAHOBKM IMarHo3a caxapHel ouaber 2 TUIa
BKJIOUAKT CJelyllue :

- KOHIEeHTpalMd TJIKKO3E B ILJla3Me KpPpOBM  HaTomak (FPG)

cocraBjyger > 7,0 MMoJs/J1 (126 MD/moi), WK
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- KOHIUEeHTpalusa TJIOKO3E B ILJla3Me KpPOBUM IIOCJe CTHUMYJIAUUU
cocTaBjgder > 11,1 wMosab/a (200 wMr/mi), TTOPpM  5TOM  CTUMYJISLIMIO
IPOBOOAT, KakK OIMCaHO BceMMpHOW opTraHM3alMel 3IpaBOoOXpaHeHUs
(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) c mnpuMeHeHVEM
TJIIOKO3HOW  HaATPy3KH, comepXameu  sKBMBaJIeHT /b T ©Oes3BOOHOM
TJIIOKO3E, PaCTBOPEHHOW B BOIe, WU

- CHMIITOMEl »IOuateTa u YPOBEHE IUIIOKOI3EI B IJIa3Me KpOBUM IIPU

CIIyUalHOM oIpemesieHuM cocTabjider>200 Mmr/mia (11,1 »MMosb/JI) .

STV KPUTEPUM OIMCAaHE BO BCEMUPHOM pyKoBomcTBe IDF/ISPAD 1o
omabeTy Yy IOeTel UM [OOIOPOCTKOB (MexIyHapoIHasa obenepaliusa nuabeTa,
ISBN 2-930229-72-1).

[locTaHOBKA IOMarHo3a OmadeT 2 TuUlla He [OOJDKHa OCHOBHBATLCHA Ha
OOHOKPATHOM OIlpeleJIeHMM KOHLEHTpaluuM IJIOKO3HE B ILJla3Me KpoBU. 4
[IOCTAaHOBKU orarHosza MOXET norpefoBaTLCA IIPOOOJIKUTEJIEHOE
HabJIoOeHVe C OolIpeneljieHVeM YPOBHENM TJUIOKO3H B KPOBM HATOmMAK W/MIN
rnocjie IpueMa IOWIMM U/UIM  TIIPOBeNeHMeM IIepopalIbHOTO TecTa Ha
TOJIEPAHTHOCTE K IJIOKO3e.

B coorBercTBUMM C Craig (Pediatric Diabetes 2014: 15 (Suppl.
20): 4-17) ypoOBeHBb IUIOKO3H B ILJla3Me KpoBM HaTowmak (FPG) wm
YPOBEHE TJIOKOBEL  IIOCJIe CTUMYJIALNN (rmocJie HaIrpy3Ku) MOXHO
KJIaCCUOUUIMPOBATE CJeIyKRIM o0pasoM:

- FPG <5,6 MMOJB/JI (100 wMr/mi)=HopMaJibHasd KOHLeHTpalud
TJIOKOBE HaToWlak;

- FPG oT 5,6 mo 6,9 wMMvoun/J  (100-125 w™Mr/nj)=HapylleHHas
KOHUeHTpalrsa IJIOKO3E HaTOoWak;

- FPG>7,0 ™MMOJB/JI (126 MT/nJ)=npenBapUTeJILHEN  OMAaTHOS
oruadteTa (OMarHO3 OOJIXKeH OHBTh [IOOTBEepXIeH, Kak OIMCAHO BHIIE) .

COoOTBETCTBYKIIME KaTel'OpUM I[IPU I[IPMMEHEHWM IIepOopaJlbHOT'O TecTa
Ha TOJIEpPaHTHOCTL K TUIOKO3e (OGTT) HOpeXcTaBJAaART COoOOM Clenylmue :

- VYPOBeHb IUIKKO3E UYepe3 OBa 4Yaca IIoCJe Harpy3kum <7,8
MMOJIL/JI (140 MT/mi)=HopMaJbHasd TOJIEPAHTHOCTL K TJIOKO3E;

- YPOBEeHBb IVIOKO3E UYepes3s OeBa Yaca I[I0oCJle Harpy3ku oT 7,8 OO

<11,1 MMOJIB / JI (140-200 MT/OJI) =HapylleHHa s TOJIEPAHTHOCTE K
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TJIOKO3€E ;
- YPOBeHb TIJIOKO3E Uepes IBa dYaca IIoCjie Harpy3kwm>11,1
MMOJIL/JI (200 MI/1J1) =TpelBapuUTesIbHLM OMarHos 1nuadeTa (OMarHOS3

OOJDKeH OHTH IogTBepXieH, KaK OIIMCaHO BHOIE) .

HapymeHHads TOJEPAHTHOCTL K  IJIKKO3E (IGT) M HapylleHHas
KOHIIeHTpalumuga TJIIOKO 3H HaTollak (IFG) npencTaBJgnT cobomn
[IPOMEXY TOUHEE cTamgumu €CTEeCTBEHHOTO prasBUTUL HapylleHuAa

YyIJIEBOOHOTO oOOMeHa MeXIy  HOPMAaJIbEHEIM TI'OMEOCTAa30M  IJIOKO3H U
oradteToM.

CornJjiacHO HaCTOAIEMY n300peTeHnn HOPMOTUIMKEMUUECKNE
KOHIEHTPpaluy TJIKKO3H MOTYT BKJKUYATE HapYIEeHHHE  KOHIEHTPAalLUM
TJIDKO3E, KakK OINMCaHO B IOaHHOM JOKYMeHTE.

CoTJlaCHO HacCTOAmMEMY M300peTeHUI HOPMOTUIMKEMUUECKME BHAUYEHUS
YPOBHA IJIOKO3H B ILJJasMe KpPOBM HaTomak MOpedcTaBJIg0T coboln
KOHIIEHTpaluuKn TIJINKO3E B KPOBM, COCTAaBJIAKIYK, B YacTHocTu, <5,6
MMOJIL/J muin <7,0 MMOJBL/JI.

CoTJlaCHO HacCTOAmMEMY M300peTeHUI HOPMOTUIMKEMUUECKME BHAUYEHUS
YPOBHA TUIKKOS3E B ILJIa3Me KPOBU IIOCJe IIpMeMa UMM, KakK OIIpeIdelIeHO
B IaHHOM @IOOKYMeHTe, IIPeOCTaBJAT CcoO0M KOHIEeHTpallMio TUIOKO3HE B
KpOBH, COCTaBJIAKIIVIO, B 4YaCTHOCTH, <7,8 wMMoJIB/JNT  wim  <11,1
MMOJIB / J1.

Y  nalmMeHTa - OEeTCKOTO BO3pacTa, nonJjiexamero  JIEUYEHMK B
COOTBETCTBMM C HaCTOAMMM WM300peTeHMeM, KOHIEHTpalusa TJIOKO3H B
[Jia3Me KPOBUM Uepes3 2 Yaca IIOCIe IIpMeMa MM MOXEeT COCTaBJATH II0
MeHbImeM Mepe 11,1 MMOJIL/JI, IO MeHbBIel Mepe 12 MMOJL/JI MJIM IIO
MeHbImer Mepe 13 MMoJb/JI. Takye KOHIUEHTpalMM IJVIDKO3H B IIJla3Me
KPOBM IPEBHMAKT HOPMOTJIMKEMMUYECKME KOHIEHTPAalWM.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MOHOTepalMp MeTQOPMMHOM (B YaCTHOCTM, OO Haualjla OCYIeCTBJIEHUS
TepallMM B COOTBETCTBUM C HACTOANMMM M300peTeHMeM), KOHIEHTpalusa
TJIDKOB3E B ILJlasMe KpPOBM dUepe3 2 4Yaca IIoCJe IIpMeMa [OUIH,
cocTaBJdnmad IO MeHbmel Mepe 11,1 MMOJL/JI, IO MeHbllel Mepe 12
MMOJIBL/JI WMJIM 1[I0 MeHblell Mepe 13 MMOJB/JI, YKas3HBaeT Ha TO, UTO
caxXapHeM mOuabeT 2 THUIa He KOHTPOJIMPYETCSa HOJDKHEM 00pa3oM C

IIOMOIIEI MOHOTepalll MeT(]_)OpM_T/IHOM .
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B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MeThopMUH U/MiIM  ©OasalJibHEM  MHCYJIMH (B uyacTHOCTHM, IO Hauaja
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
KOHIIEHTpaluusa TIJUINKO3E B ILJJa3Me KPOBM Uepes 2 4Yaca IOoCJe IIpueMa
IUIM, COCTaBJAKmAaS IO MeHbmelM Mepe 11,1 MMOJL/JI, IO MeHLIIel Mepe
12 MMOJIB/JI WM IO MeHbllel Mepe 13 MMOJIL/JI, yKa3bBaeT Ha TO, UYTO
caxXapHeM mOuabeT 2 THUIa He KOHTPOJIMPYETCSa HOJDKHEM 00pa3oM C
IIOMOWBID MeThopMUHA U/MIM 6a3alJibHOTO MHCYJIMHA.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MOHOTepaliuo fazaJIbHEM  MHCYJIMHOM (B YaCTHOCTH, oo HauaJa
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
KOHIIEHTpaluusa TIJUINKO3E B ILJJa3Me KPOBM Uepes 2 4Yaca IOoCJe IIpueMa
IUIM, COCTaBJAKmAaS IO MeHbmelM Mepe 11,1 MMOJL/JI, IO MeHLIIel Mepe
12 MMOJIB/JI WM IO MeHbllel Mepe 13 MMOJIL/JI, yKa3bBaeT Ha TO, UYTO
caxXapHeM mOuabeT 2 THUIa He KOHTPOJIMPYETCSa HOJDKHEM 00pa3oM C

[IOMOIIBLI0 MOHOTepanuu OasalIbHEM MHCYJIMHOM.
"Tlocsme npuema numy’ NOpencTaBiageT coOoOM TepMMH, KOTOPBIM
XOpPOIMO M3BECTeH CIeurallMCTy B objacTy muadeTojioTur. TepMuH "mocie

opueMa OumM’ ONMUCHBaeT, B YaCTHOCTM, (¢asy IIocJe IoTpedJieHMd MU
/WM BO3OEMCTBMA TUIOKOSH B SKCIEPUMEHTAJLHHX  YCJIOBUSX. v
3I0POBOTO UeJloBekKa IJaHHasg ©¢asa xXapaKTepu3yeTcsa IIOBHIIEHMEM U
IIOCJIeIYIOMKMM CHIMXEeHMEeM KOHIeHTpaluM TUIDKO3E B KpoBM. ®asza Ioce
opueMa IIMIIM, KakK IpaBMJIO, 3akKaHuMBaeTCcsd B Ipedejlax 2 uYacoB IIocje
opueMa OHIMY M/UIM BO3OEMCTBUA TJIOKOS3H.

OmpenejieHMe YPOBHSA IJIOKO3H B ILJIasMe KPOBU IIOCJe IIpMeMa IIMIMU
XOpomo M3BecTHO (cM., Hamopumep, Crapo et al., Diabetes, 1977,
26 (12) : 1178-1183) . TUIIMUHEI CTaHOaAPTU3UPOBAHHEMN 3aBTpakK,
IIOOXOI AMUM nJid obecreueHmusa BO3IOeCcTBUSA TJIIOK O 3L B
SKCIEePUMEHTAJILHEX YCJIOBUAX TIIpM IpoOHOM IIpMeMe IOIUMIM, OIMcaH B
OPUJIOXKEeHUN IIpuMepa 2.

Y  mauMeHTa - OeTCKOTO BO3pacTa, momjexamero  JileueHU© B
COOTBETCTBUM C HACTOANMM HM300peTeHMeM, OTKJIOHEeHMEe YPOBHSA IJIOKO3H
MOXeT COCTaBJISTEL II0 MeHbIlel Mepe 3 MMOJIL/JI, IO MeHbllel Mepe 3,5
MMOJIBL/JI WMJIM 1[I0 MeHbIell Mepe 3,65 MMOJL/JI. COIVIACHO HaCTOAIEeMY

N300peTeHN OTKJIOHEeHN e YPOBHA IJIOKO3El IIpelcTaBJjidgeT coboi, B
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YacTHOCTHM, Pa3HMUIY MeXOy KOHUeHTpalMeM TJIKO3H B ILJla3sMe KpPOBU
yepes 2 uyaca IoCJe INpMeMa OIMIM M KOHIeHTpalMelM TJUIOKO3H B IIJIasMe
KpPOBM Iepel TMPpOoOHHEM IIPMEMOM  IIWIIN, HaIlpuMep, KOHIeHTpaluuen
TJIDKOB3E B ILJIa3Me KPpOoBUM 3a 30 MMHYT Hepel NPpOoOHEM MIPUMEMOM IIWIMN .

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MOHOTepalMp MeTQOPMMHOM (B YaCTHOCTM, OO Haualjla OCYIeCTBJIEHUS
TepallMM B COOTBETCTBUM C HaCTOAMMM WM300peTeHMeM), OTKJIOHEHHUE
VPOBHA TJIOKOS3LE, COCTaBJdlIee II0 MeHbIel Mepe 3 MMOJL/J, IO
MeHbBIIeM Mepe 3,5 MMOJL/J MIJIM IO MeHbllel Mepe 3,65 MMoJb/JI,
yKaseBaeT Ha TO, UTO CcaxXapHuM 1IuadeT 2 THUIIa He KOHTPOJIUPYeTCd
OOJDKHEIM OOpasoM C I[IOMOWEBI MOHOTEPANMM METPOPMMHOM.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MeThopMUH U/MiIM  ©OasalJibHEM  MHCYJIMH (B uyacTHOCTHM, IO Hauaja
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
OTKJIOHEHME VYPOBHA TJIOKOS3EH, cocTaBJdpmee IO MeHbBIeM Mepe 3
MMOJIL/JI, IIO MeHbllel Mepe 3,5 MMOJL/JI WIM IO MeHbllel Mepe 3,65
MMOJIBL/JI, VYKaseHBaeT Ha TO, UTO CcaxapHbeM guadeT 2 TuUIa He
KOHTPOJIMPYETCAa  OOJIKHEM 00pas3oM ¢ IIOMOmbD MeThopMMHA  M/UJIU
fazaJIbHOT'O MHCYJIMHA.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MOHOTepaliuo faszaJIbHEM  MHCYJIMHOM (B YaCTHOCTH, oo HauaJa
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
OTKJIOHEHME VYPOBHA TJIOKOS3EH, cocTaBJdpmee IO MeHbBIeM Mepe 3
MMOJIL/JI, IIO MeHbllel Mepe 3,5 MMOJL/JI WIM IO MeHbllel Mepe 3,65
MMOJIBL/JI, VYKaseHBaeT Ha TO, UTO CcaxapHbeM guadeT 2 TuUIa He
KOHTPOJMPYETCSa HIOJDKHEIM OOpa3coM C I[IOMOIBEK MOHOTepaluu ©OaszaJibHBM
MHCYJIMHOM.

Y  nalmMeHTa - OEeTCKOTO BO3pacTa, nonJjiexamero  JIEUYEHMK B
COOTBETCTBMM C HaCTOAMMM WM300peTeHMeM, KOHIEHTpalusa TJIOKO3H B
IJlasMe KPOBM HATOmaK MOXeT COCTaBJATL IO MeHBIeld Mepe 8 MMOJIL/JI
WIXM TIO MeHbmel Mepe 8,5 MMOJIL/JI. TakKMe KOHIeHTpalMM IUIOKOSH B
[Jla3Me KPOBM IIPEBHIAKT HOPMOTJIMKEMUUEeCKMe KOHIIeHTpalliu.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MOHOTepalMp MeTQOPMMHOM (B YaCTHOCTM, OO Haualjla OCYIeCTBJIEHUS
TepallMM B COOTBETCTBUM C HACTOANMMM M300peTeHMeM), KOHIEHTpalusa

IJIOKO3SEH B IIJIasMe KPOBM HaTOolakK, COCTaBJIAKIaA IIO MeHbIen Mepe 8



17

MMOJIBL/JI MM IIO MeHbIel Mepe 8,5 MMOJL/JI, YyKas3bBaeT Ha TO, UTO
caxXapHeM mOuabeT 2 THUIa He KOHTPOJIMPYETCSa HOJDKHEM 00pa3oM C
[IOMOIEBI MOHOTEPANNM METPOPMMHOM.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MeThopMUH U/MiIM  ©OasalJibHEM  MHCYJIMH (B uyacTHOCTHM, IO Hauaja
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
KOHIIEHTpaluMsa TIJUINKO3E B IIJJa3Me KPOBM HaTomak, CcoOCTaBJIdKnmasd IIo
MeHBIIeM Mepe 8 MMOJIL/JI MM IO MeHbmel Mepe 8,5 MMoOJB/JI,
yKaseBaeT Ha TO, UTO CcaxXapHuM 1IuadeT 2 THUIIa He KOHTPOJIUPYeTCd
OOJIKHEM O0pa30oM C IIOMOmbD MeThopMMHa M/WIM 0a3ajIbHOTO MHCYJIMHA.

B uwacTHOCTHM, Yy IallMeHTa JeTCKOI'O Bo3pacTa, [IoJIydaKimero
MOHOTepaliuo fazaJIbHEM  MHCYJIMHOM (B YaCTHOCTH, oo HauaJa
OCYIECTRBJIEHUA TepalMM B COOTBETCTBUMM C HaCTOAMUM WM300peTeHMEM) ,
KOHIIEHTpaluMsa TIJUINKO3E B IIJJa3Me KPOBM HaTomak, CcoOCTaBJIdKnmasd IIo
MeHBIIeM Mepe 8 MMOJIL/JI MM IO MeHbmel Mepe 8,5 MMoOJB/JI,
yKaseBaeT Ha TO, UTO CcaxXapHuM 1IuadeT 2 THUIIa He KOHTPOJIUPYeTCd
OOJDKHEIM O0pasoM C I[IOMOWBI MOHOTepanuu 0a3alIbHEM MHCYJIMHOM.

Y  nalmMeHTa - OEeTCKOTO BO3pacTa, nonJjiexamero  JIEUYEHMK B
COOTBETCTBMM C HaCTOAMMM M300peTeHMeM, KOHIeHTpaluusa C-nentuna B
JjasMe KpPOBM B COCTOSHMM HaTOIAaK MOXeT COCTaBJATL II0 MeHbIel
Mepe 1,2 HMOJIL/JI.

Y  nalmMeHTa - OEeTCKOTO BO3pacTa, nonJjiexamero  JIEUYEHMK B
COOTBETCTBMM C HaCTOAMMM M300peTeHMeM, VYPOBEeHbL IUIKKaAaroHa B
JjasMe KpPOBM B COCTOSHMM HaTOIAaK MOXeT COCTaBJATL II0 MeHbIel
Mmepe 140 ur/gi.

CornJjiacHO IpYyTOMY acriexkTy HaCTOAmMETO nz3obpeTeHmMs (1)
JIMKCHCeHaTUI M/UJIM eT0 (QapMaleBTUUYECKM IpMeMIIeMyl COJIb MM (ii)
KOMOMHAalIMK, KaK OIMCAHO B IOaAaHHOM OOKYMEHTEe, MOXHO IIPUMEHATH IJIA
HOopMaJlM3aluu (T. €. CHWMKEeHUS) YPOBHSA TJIKKO3H B ILJIa3Me KpPOBU
yepes 2 4. IIOCJe IpMeMa OUIM Y TIallMeHTa JeTCKOT'oO BO3pacTa,
cTpajanmero oT caxapHoro nuabera 2 Tuna. CHMXeHME O3HadaeT, B
YaCTHOCTM, UYUTO KOHIEHTpallMd IJIOKO3H B ILJlasMe KpPOBM UYepe3 2 U.
Iocjle IpMeMa IOUIM JOCTUITaeT HOPMOTJIMKEeMUUECKMX 3HaUeHUV WM 11O
MeHblleM Mepe OpubimxaeTcd K TaKMM SHaUeHMUAM.

CornJjiacHO IpYyTOMY acriexkTy HaCTOAmMETO nz3obpeTeHmMs (1)

JIMKCHCeHaTUI M/UJIM eT0 (QapMaleBTUUYECKM IpMeMIIeMyl COJIb MM (ii)
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KOMOMHalLVK, KaK OIMCaHO B OaHHOM IJOKYMeHTe, MOXHO I[PMMEHATH OJd
HOPMaJIn3allun (T. e. CHWXeHNd) OTKJIOHEHVA VYPOBHA TITUIDKO3SH Y
mauyveHTa OeTCKOI'0 Bo3pacTa, CTpalawmelo OT caxXapHoro mabeTa 2
THna. CHMXeHVe O3HauaeT, B UYacTHOCTHM, UTO OTKJIOHEeHMe VYPOBHSA
TJIOKOBE OOCTUTAaeT HOPMOTUIMKEMUUECKMX SHaUeHUM WM I[I0 MeHbIen
Mepe NpubamxaeTcsa K TakKMM 3HaAUeHUSAM.

CorJjiacHO OIPYyTOMY acrexkTy HaCcToOAmeT o n300peTeHnd (1)
JIMKCHCeHaTUI M/UJIM eT0 (QapMaleBTUUYECKM IpMeMIIeMyl COJIb MM (ii)
KOMOMHalLVK, KaK OIMCaHO B OaHHOM IJOKYMeHTe, MOXHO I[PMMEHATH OJd
HOpMaJlM3aluuu (T. e. CHMXEeHMS) KOHIEeHTpaluMy IJIKaroOHa B ILJla3Me
KPpOBM Yy TIalMeHTa OeTCKOT'0 Bo3pacTa, CcTpajaniero OT CcaxXapHoTo
omabera 2 TuUIA.

JIMKCcHUceHaTun, W/ UiIKM ero d(apMalleBTUUECKM IIpUMeMJIEMY COJIb,
MM KOMOMHAILIMI I[I0 HAaCTOoAlleMy M300peTeHVK MOXHO I[IPMMEHATH IIpU
JeueHMM OOHOTO WMJIM HeCKOJLKMX MeOMIIMHCKMX IIoKa3aHMM, OIMCAHHBX B
OaHHOM IOOKYMEeHTe, HalpuMmep, IIpM JIeUeHUM T[allMeHTOB C CcaxXapHbEM
nuadteToM 2 THIa, Kak OIMCAHO B OaAaHHOM OOKYMeHTe, WIM COCTOSHUM,
ACCOLMMPOBAHHHX C CcaxapHHM »auabeToM 2 TUla, Kak, HalpuMep, »OJSg
HOPMaJIn3allun OTKJIOHEHU A YPOBHHA TJIIOK O 3H, oJisa HOPMaJIn3allun
KOHIIEHTpaluK IJIOKO3H B IIJla3Me KPOBU IIOCJe IIpMeMa IMIIYM M/UJIU IOJI4
HOpMaJM3allMyM KOHIeHTpaluM IJIKaToHa B IJlasMe KPOBMU.

B KOHTeKCTe [OaHHOTO NOOKYMEeHTa KOHIeHTpaluMd ITJIKaroHa B
jasMe  KpPOBW, B UYacCTHOCTH, opencraByggeT coboy KOHIEeHTpPAalMio
TJIOKaroHa B ILJla3Me KPOBM IMIOCHe NpreMa IIUIun.

ComJlacHO HacTodlleMy M300peTeHr©n MeTQOPMMH  BKJIKYaeT eTo
bapMalleBTUUECKM IpUeMIIeMble coJiu. ChoeluMaJMcTy B IHaHHOM ofJjlacTu
TeXHVKM M3BECTHH [NOOXOIOAmMe  QapMalleBTUUECKM HpHUeMJIEMEE  COJIU
MeThOopMMHA .

ComJlacHO HacTodlleMy M300peTeHMKD MeTOOPMMH MOXHO BBOIUTH
COTJIaCHO oBlen3BeC THEM OIpOoTOKOJIaM BEBeIeHUSA MeThOpPMHHA B
COOTBETCTBUU C YCIJIIOBUAMU PeTUCTPALMOHHOTO YOOCTOBEPEHUSA.
MeT@opMMH MOXHO BOIMUTEL HalmeHTaM c 10 Jjer. Hanpumep, MeThoOpMUH
MOXHO BEBOIMTL OIMH pas B CYTKM, IBa pa3a B CYTKM MJIM TPpU pasza B
CyTKM. B uUyacTHOCTM, IL0O3Y MeTQOpMMHa, NIpPMMeHIeMyl OO Hauvaja
OCyMeCTBJIeHMA TepallM, PacCKPHTOM B TaHHOM IOOKYMeHTe, IIPpOOOoJDKalT

BBOOUTL B KOMOMHALUM C JIMKCUCEHaATUIOM I/I/I/IJ'H/I eTro (]_)apMaLLeBTMT{eCKM
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IpUeMIIeMOM COJIbID, PACKPHTEMM B ITaHHOM OOKYMeHTe.

ComJlacHO HacTodlleMy M300peTeHMKD MeTOOPMMH MOXHO BBOIUTH
IepopalibHO. CrneuMaJgucTy B IHaHHOM oBJacTy TexXHUKM  UM3BeCTHEH
COCTaBH MeTQOPMMHAa, IIOOXOOAMNME IJIA JedeHMHd caxapHoro nouabera 2
TUIIa [IYTEeM IIepopallbHOTO BBeleHMA. MeTQOopMMH  MOXHO  BBOIMTH
HYyXIaleMyCcsd B 3TOM IallMeHTy IeTCKOI'O Bo3pacTa B KOJUMUECTBE,
JOCTaTOUYHOM nJis VHOYLIVPOBAHMSA TepalleBTUUYECKOT O >0deKrTa.
MeTdopMMH MOXHO BBOIMUTL B IO3e, COCTaBJIAKMEe¥ IO MeHbmeln mepe 1,0
T/CYTKM MM IO MeHbIel Mepe 1,5 1/cyTkmM. MeTOOPMHMH MOXHO BBOIUTL
B IODo3e He ©O6ojiee 2,0 1v/cyTku. CyTOUHYID OO3Y MeTQOPMUHA MOXKHO
pasiellaThk Ha 2 WIWM TPpU OTIeJIbHHE IO3H. [JIS MNepopallIbHOTO BBEeIEeHUS
MeThOOpPMMH MOXeT OHTE COCTaBJIeH B BMIe TBepOOM JIeKapCTBeHHOM
bopMEI, TakoM kKak TabJeTKa MIM OUIoag. MeTdopMMH MOXeT OHTh
CoCTaBJIeH C TOOXOOAMMMM OQapMalleBTUUECKM [IPMEMIIEMEIMM HOCHUTEJISAMA,
BCIIOMOTATEeJIbHEMY CPpedCTBaMi M/MJIM BCIOMOTATEJBLHEMM BelleCTBaMA.

CorJiacHO HaCTOAIEMY n300peTeHnn JIMKCHCEeHaTU u/nnm
bapMalleBTUUYECKM  [IPUEMIIEMYK  COJIb MOXHO BBOIOUTH B KauecTBe
OOIIOJIHUTEJILHOM TepalM K BBeIeHU MeThopMMHA.

CorJlacHO HacTogleMy N300peTeHN TEePMVHE "gornoJiHeHMe ",
"OOIIOJIHUTeJIEHOE JleueHue" n " DOIIOJIHUTeJIbHA A Tepanmna" MOTYT
OTHOCHUTCH K JI€UeHMIK B COOTBETCTBMM C HACTOANMM KM3I0OpEeTeHUueM C
[IOMOIBEK METOOPMMHA M JIMKCUCEHaATHUIA.

CorJlacHO HacTogleMy N300peTeHN TEePMVHE "gornoJiHeHMe ",
"OOIIOJIHUTEJIbHOE JedeHre" u "IONOJIHUTEeJIBEHas Tepalua'" Takxe MOIyT
OTHOCHUTCH K JI€UeHMIK B COOTBETCTBMM C HACTOANMM KM3I0OpEeTeHUueM C
IIOMOmBLD ©as3alJIbHOTO MHCYJMHAa U/WUIM MeTOOopMMHAa M JIMKCUCeHaTUOa.

CorJlacHO HacTogleMy N300peTeHN TEePMVHE "gornoJiHeHMe ",
"OOIIOJIHUTEJIbHOE JedeHre" u "IONOJIHUTEeJIBEHas Tepalua'" Takxe MOIyT
OTHOCHUTCH K JI€UeHMIK B COOTBETCTBMM C HACTOANMM KM3I0OpEeTeHUueM C
noMomel 0a3alJIbHOTO MHCYJIMHA M JIMKCUCeHaTUIA .

Kaxmoe ns3 MeThOopMMHAE , JIMKCHCEHaTHUA u/nnm fazaJIbHOT O
VMHCYJIMHa MOXHO BBOIMTH B BUIEe OO3UPOBKM OIVMH pPas3 B CYTKU.
MeTdopMmH, Oa3aJIbHEM MHCYJIMH ¥ JMKCUCEeHATMOI MOXHO BBOIUTL C
[IOMOIIELIO PasHBX oIyTen BBEIOEHUSA. MeTdopMMH MOXHO BBOIOUTH
IepopallbHO, a JMKCHceHaTun ¥ 0a3ajlbHHM MHCYJIMH MOXHO BBOIMUTH

IIapeHTepaJIbHO.
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B JaCcTHOCTH, BEIpaXeHM g "gomnoJiHeHue ", " DONOJIHUTEJIbHO e
JeueHme" u "DOoIIOJIHMTeJIbHAa g Tepanuda" 03HavanT, yTo o3y
MeT)OPMMHA, BBOOMMYK IO HaudajJla OCYIECTBJIEHMS JIedeHMHa C [IOMOMBI0
JIMKCHCEHaTHUA u/nnm ero bapMalleBTUYECKHA IpueMIIeMom conu,
PaCKPEITEIX B IOaHHOM IOOKYMEHTe, IIPONOJDKAKT BBOIMUTE B KOMOMHAIMM C
JIMKCHCeHAaTUIOM U/MIM eTo dapMalleBTUUECKM IPMUeMIJIeMOM COJILD.

B JaCcTHOCTH, BEIpaXeHM g "gomnoJiHeHue ", " DONOJIHUTEJIbHO e
JeueHme" u "DOoIIOJIHMTeJIbHAa g Tepanuda" 03HavanT, yTo o3y
fazaJIbHOT'O WMHCYJIMHA, BBOIMMYK IO HaudaJa OCYIEeCTBIIEHMSA JIEUeHUS C
IIOMOWBLID JIMKCUCeHaTuma U/MiIM ero dapMaleBTUUECKM IpMeMJIeMOM COJIM,
PaCKPEITEIX B IOaHHOM IOOKYMEHTe, IIPONOJDKAKT BBOIMUTE B KOMOMHAIMM C
JIMKCHCeHAaTUIOM U/MIM eTo papMaleBTHUUECKM IIPUEeMJIEMOM COJIb. B
KauecTBe aJIbTePHaTUBE OO03a 0a3aJIbHOT'O MHCYJMHaA MOXeT  OHTH
CHMXEeHHOM B KOMOMHal UM c JIMKCHCEeHAaTUIOM u/nnm ero
bapMalleBTUUECKM IIPMEeMIIEMOM COJIbI.

CorJlaCcHO HaCTOAMeMy MW300peTeHMD JIMKCUMCeHATUMI BKJIKUAeT eTo
bapMalleBTUUECKM IpUeMIIeMble coJiu. ChoeluMaJMcTy B IHaHHOM ofJjlacTu
M'3BE&CTHH [IOOXOoOAmne bapMalleBTUYECKHA IpreMJIEMHEE coJu
JMKCHCeHaTHIa. I[IpeldllouTuTellbHad J¢(apMalleBTUUeCKM IpUMeMIIieMasd CoJib
JIMKCHUCEHaTUA, VCIIOJIE3YyeMad B HacCTOAIEM nz3obpeTeHmnn,
opencTaBJgeT CcoOOM alleTaTHYID COJIb JIMKCUMCeHaTUIa.

CormJjlacHO HacTodmeMy M300peTeHMo JIMKCUCeHATHMO M/UJIM  eTo
bapMalleBTUUYECKM [IPUMEMIIEMYK COJIb MOXHO BBOIMTE HyXIAKIEMyCS B
2TOM TIIallMEHTY HOEeTCKOT'O BO3pacTa B KOJIMYECTBE, OOCTATOYHOM MIJIA
MHOYLIUPOBAHUA TEPaleBTUYECKOTO >ddeKrTa.

CormJjlacHO HacTodmeMy M300peTeHMo JIMKCUCeHATHMO M/UJIM  eTo
bapMalleBTUYECKHA npremiieMa s COJIb MOTYT OBITH cCoCcTaBJIeHH c
[IOOX OO AMMMHA bapMalleBTUYECKHA npreMIIeMEIMA HOCHUTEJIAMA,
BCIIOMOTATEeJIbHEMY CPpedCTBaMi M/MJIM BCIOMOTATEJBLHEMM BelleCTBaMA.

JIMKCHUCeHaTUn M/UJIM eTo dapMaleBTHUUECKM IpHMeMIIeMyld COJIb
MOXHO BBOIMTEL IIapeHTepalibHO, HalpuMmep, IIyTeM MHbeKUIMM (TakoM Kak
BHYTPMMHEIIEUYHAS MM [IOOKOXHAS MHBEKIUA) . V3BEeCTHH [IOOXOOANME
VMHBEKIMOHHEE YCTPOMCTBAa, HalpMMep, Tak Ha3hBaeMee "mMOpul-pydxm',
comepxamme KapTPpUIX, comepxammui AKTUBHEMN MHTpeOVeHT, "
MHBEKLIMOHHYIO DIy . JIukcuceHaTun u/nnm ero bapMalleBTUYECKHA

InprneMjieMyrn COJIBE MOXHO BBOIMTE B IIOOXOIOAIeM KOJIMYUEeCTBEe, HalIIpUMMEDpP,
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B KOJIMUECTBEe B OMana3o0He oT 5 MKD go 10 MKI' Ha OO3Y.

CormJjlacHO HacTodmeMy M300peTeHMo JIMKCUCeHATHMO M/UJIM  eTo
bapMalleBTUUECKM IIpUeMIIeMyld COJIb MOXHO BBOIOMTL B CYTOUHOM HO3e B
ouamnasoHe oT 5 mo 10 MxID. JIMKCUCeHATHUI M/MUIM eTo (QapMalleBTUUYeCKU
OpueMIIeMyld COJIb MOXHO BBOOMTL IIYTeM OIHOM MHBEKIMM B CYTKHU.
JIMKCcHUceHaTun M/ WM ero dapMaleBTUUeCKM IpUMeMIEMY COJIb  MOXHO
BBOOUTEL 3a NpubimsmTessrHO 30 MMH. OO 3aBTpaka.

CormJjlacHO HacTodmeMy M300peTeHMo JIMKCUCeHATHMO M/UJIM  eTo
bapMalleBTUUECKM [IpMeMJIeMasd COJIb MOT'yT OHTE OOecClledeHE B BUIE
XUOKOV KOMIIOBULMM, KOTopasa IIPpedlouTUTeNIbHO IOIpelcTaBjisgeT cobon
BOIHLIMA cocTas. [TpeanouyTuTeJIBHO, UyTOOH KUOKA S KOMIIO3UILIM A
nonxonuia IOJI9  I[IapeHTepalJIbHOT O BBEIOEeHWS, B 4YacCTHOCTH, nJis
MHBbeKIVK . ClIelraJucTy B HaHHOM o00JlacTM TeXHUKM M3BeCTHHE TaKue
KUOKME KOMIIO3MIIMU JIMKCUCeHaTUOa. XMIKad KOMIIO3MIIMA II0 HaCTOANEMY
N300peTeHNI0 MOXEeT MMEeTh KUCJBEM MIXM OMamoJoImueckuit pH. Kuciaemt pH
NpedlouTUTEeJIbHO HaxXoIMTCH B Ouanaz3oHe pH 1-6,8, pH 3,5-6,8 wnamu
pPH 3,5-5. dUBUOJIOTHUUECKUM pH OpedlouTUTesILHO HaxoOuTcCs B
omuanaszoHe pH 2,5-8,5, pH 4,0-8,5 wmmm pH 6,0-8,5. pH MOXHO
pPeryJMpoBaThL C IIOMOmbI GdapMalleBTHMUeCKM I[IpueMIIeMoM pa36aBJjieHHOM
KV CJIOTE (kaxk nOpaBWUJIO, HC1) I  papMalleBTUUYECKM IIPUEMIIEMOTO
pa30aBJIeHHOT'O OCHOBaHMA (kak npaBuiio, NaOH) .

Kunokas KOMIIO3UILIVS, comepxamas JIMKCHCEeHaTU u/nnm ero
bapMalleBTUUECKM IpUeMIeMyl COJIb, MOXeT CcoIepXaTh IIOOXOIAMNUM
KoHCepBaHT. IlloOxXxoOAmmy KOHCepBaHT MoXeT OHTL BHOpaH M3 (QeHoJa,
M—-Kpes30Jia, BeH3MIIOBOTO crompTa u CJIOXHOT' O >0Upa napa-
TUOPOKCUOEH30MHOM KM CJIOTH . [TpenouyTUTeJIbHEM KOHCEPBaHTOM
ABJIAETCHS M—Kpe30J.

Kunokas KOMIIO3UILIVS, comepxamas JIMKCHCEeHaTU u/nnm ero
bapMalleBTUUECKM  IIPUEMIIEMYK  COJIb, MOXeT COoIepXaThb CpeIncTEO,
peryjaupyrimee TOHMYHOCTE . lNongxonsamee CpeIncTEO, peryjaupyrimee
TOHMYHOCTBL, MOXeT OHTb BHOpPaHO W3 IUIMIepMHa, JAaKTO3H, Ccopbura,
MaHHUTA, TJko3e, NaCl, coeIMHEeHUN, comepXamyx KaJbLUUM WJIK
MaTHUM, TaKUX Kak CaCl,. KoHueHTpaumg TN epPUHE, JIAKTOSEHL,
copbuTa, MaHHUTa M TIJIOKOS3E MOXET HaxXOoOMThLCHA B aOuanazoHe 100-250
MM, Kouuenrpaumsa NaCl MOXeT COCTaBJIATE oo 150 MM,

HpennhoMTeﬂbHoe CpelCTBO, peryJjiMpyKilnee TOHMYHOCTE, IIpedCcTaBJIideT
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cofboM TIIMLIEPUH.

Xunxkasa KOMIIO 3L A, comepxamas JIMKCHCEeHaTU u/nnm ero
bapMalleBTUUECKM TIPMEMIIEMYK COJIb, MOXeT COIOepXaTb MEeTMOHMH B
KoHIleHTpauur oT 0,5 MxD/Mia po 20 MKT/MII, OPedlIouyTUTeJIbHO oT 1
MKT/MJI OO0 5 MKI'/MI. IIpeIloUuTUTENILHO XMIOKAaS KOMIOSUIMA COOSPXUT
L-MeTHMOHMH.

CoTJlacHO HacTofmeMy M300peTeHMd OasalIbHBM MHCYJIMH BRJIOUAET
ero GQapMalleBTUUECKM IIPUEMIIEMEE  COJIM. CneuMaJgucTy B  IOaHHOM
oBJlacTM TEexXHMKM M3BEeCTHH I[IOIOXOoOAmMe OQapMalleBTUUECKM IIpMeMJIEMEIE
COoJM .

CoTJlacHO HacTodmeMy U300peTeHMin OaszalIbHB MHCYJIMH M/WIKM eTo
bapMalleBTUUYECKM [IPUMEMIIEMYK COJIb MOXHO BBOIMTE HyXIAKIEMyCS B
2TOM TIIallMEHTY HOEeTCKOT'O BO3pacTa B KOJIMYECTBE, OOCTATOYHOM MIJIA
VHIOIYLUUPOBAHUA TepareBTUUdecKoro sdderTa.

CoTJlacHO HacTodmeMy U300peTeHMin OaszalIbHB MHCYJIMH M/WIKM eTo
bapMalleBTUYECKHA npremiieMa s COJIb MOTYT OBITH cCoCcTaBJIeHH c
[IOOX OO AMMMHA bapMalleBTUYECKHA npreMIIeMEIMA HOCUTEJISMI,
BCIIOMOTATEeJIbHEMY CPpedCTBaMi M/MJIM BCIOMOTATEJBLHEMM BelleCTBaMA.

BasajIbHEM MHCYJIMH M/WIKM eT0o dpapMaleBTHUUECKU IPUEeMIIEMYID COJIb
MOXHO BBOIMTEL IIapeHTepalibHO, HalpuMmep, IIyTeM MHbeKUIMM (TakoM Kak
BHYTPMMHEIIEUYHAS MM [IOOKOXHAS MHBEKIUA) . V3BEeCTHH [IOOXOOANME
VMHBEKIMOHHEE YCTPOMCTBAa, HalpMMep, Tak Ha3hBaeMee "mMOpul-pydxm',
comepxamme KapTPpUIX, comepxammui AKTUBHEMN VHTPEeINeHT, u
MHBEKIMOHHYID UIJIY .

INOTIOJIHUTEJIBEHEIM  aCII€KTOM HaCTOAMEeTo M300peTeHMa  ABJISETCH
crmoco® HIenmMaTpuyYecKoTo  JIeUeHMHd, OpM STOM YKal3aHHBM  CcIIocod
BKJIIOUAET BBeIeHUE naumreHTy, HYXOaloIeMy C s B negmMaTpuUYeCcKOM
JIeUueHnn, JIMKCHCeHaTHuIa W/MiIxM ero dapMalleBTUUeCKM IpMeMJIeMOM
COoJM .

B 2TOM criocobe JIeueHM s nalnmueHT OEeTCKOTO BO3pacTa
OpencraBJgeT coboM nauMeHTa, OIMCaHHOTO B HaHHOM IOKyMeHTe. B
YaCTHOCTH, nalumMeHT JIeTCKOoT'o BOo3pacTa cCcTpalaeT OT CcaxapHoTo
omabeTa 2 THIOa, Kak OIMCcaHO B »OaHHOM »OOKyMeHTe. JIMKCUMCceHaTU
IoJyuamnT, Kak OIOMcaHO B IJaHHOM OOKYMeHTe, B UYacTHOCTM, B BHUIe
KMOIKOTO COoCTaBa, MNOOXOOAMeIo OJIS [NapeHTepalJIbHOTO BBeJIeHUA.

IpyTMM acleKTOM HacTodlleT'o M300peTeHusa  ABJISeTCd  CIocod
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neIvaTpUUYeCcKoTo JeueHud, I[PV DTOM YKAaBaHHHNM CIoco0 BRIOUAET
BBeIeHMe  IallMeHTy, HYXIaomeMycs B  IIeOIMaTpUUyecKoM  JIeUeHUu,
bapmalieBTMUeCKOV  KOMOMHALMM, I[PV STOM YKa3aHHas  KOMOMHALNMA
CONEPXUT :

(a) JUKCHMCceHaATUO U/UIM eTo (QapMaleBTUUECKM IPVEeMIEeMyl COJIb

(b) MeThOpMMH U/UIMU eT0o dpapMaleBTUUSCKM IPpMeMIIeMY COJIb.

IpyTMM acleKTOM HacTodlleT'o M300peTeHusa  ABJISeTCd  CIocod
neIaTprUUYecKoTo JieueHud, IOIPM 2TOM VYKAa3aHHBEM CIoCco6 BKJIOUAET
BBeIeHUE naumreHTy, HYXOaloIeMy C s B negmMaTpuyYecKoM  JIedeHUH,
bapMalleBTUUECKOM  KOMOMHALUM, IpM STOM YKa3aHHas  KOoMOMHAalLMA
COIEPXUT :

(a) JUKCHMCceHaATUO U/UIM eTo (QapMaleBTUUECKM IPVEeMIEeMyl COJIb

(b) ©GasajbHBEI MHCYIMH U/WIKM ero ¢apMaleBTUUECKU IpUeMIIeMyo
COJIb .

IpyTMM acleKTOM HacTodlleT'o M300peTeHusa  ABJISeTCd  CIocod
neIaTprUUYecKoTo JieueHud, IOIPM 2TOM VYKAa3aHHBEM CIoCco6 BKJIOUAET
BBeIeHUE naumreHTy, HYXOaloIeMy C s B negmMaTpuyYecKoM  JIedeHUH,
bapMalleBTUUECKOM  KOMOMHALUM, IpM STOM YKa3aHHas  KOoMOMHAalLMA
COIEPXUT :

(a) JMKCHCeHaTHUI U/UIM eTo (QapMalleBTUUYECKU IpHeMIIeMyl COJIb,

(b) MeTOOPMMH U/UIKU eT0 dQapMalleBTUUECKU IpHeMIIeMyld COJIb U

(c) GasajbHBEI MHCYJIMH U/WIKM ero ¢apMaleBTUUECKU IpUeMIIeMyo
COJIb .

B DTUX criocobax JIeueHM s nalnmueHT OEeTCKOTO BO3pacTa
OpencraBJgeT coboM nauMeHTa, OIMCaHHOTO B HaHHOM IOKyMeHTe. B
YaCTHOCTH, nalumMeHT JIeTCKOoT'o BOo3pacTa cCcTpalaeT OT CcaxapHoTo
omabeTa 2 THIOa, Kak OIMCcaHO B »OaHHOM »OOKyMeHTe. JIMKCUMCceHaTU
IoJyuamnT, Kak OIOMcaHO B TaHHOM OOKYMeHTe, B UYacTHOCTM, B BHUIe
KUIKOTO cocTaBa, NoOxXonAamero JOJIA IIapeHTepaJIbHOT'O  BBEIEeHUd.
MeT@opMMH [OJy4YalT, KaK OIMCAaHO B IaHHOM JIOKYMeHTe&, B YaCTHOCTH,
I0JIS IIepopallbHOTO BBeleHMA. BalajJbHHM MHCYJIMH IIOJydanT, Kak
OINIMCAaHO B IOaHHOM OOKYMeHTe, B UYacTHOCTM, B BMIe XMIKOI'O CcOCTaBa,
MIOOXOoOAmero OJIS [NapeHTepalJIbHOT'O BBeIeHUd.

Eme OOHMM AacleKTOM HAaCTOodMlerd M300peTeHUsa MABJISeTCd CIoco0
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HOPMAaJIM3alun OTKJIOHEHUSA VPOBHS TJIIOK O BHI, HOPMAaJIM3alun
KOHIIEHTpaluK TJIOKOS3E B IIJla3sMe KpPOBM IOCJe IIpMeMa MM M/UJIU
HOPMaJIMB3allMM KOHILEHTpaluMM IJIOKaIroHa B IJIa3Me KpPOBM, IIPM DSTOM
yKazsaHHBEM crocof BRJILYaeT BBeIeHMVe IIallMeHTy IeTCKOTO Bo3pacTa,
ONMCAHHOMY B IaHHOM JIOKYMEHTe, (i) JMKcHceHaTuIa U/UIKM €TI0
bapMalleBTHUECKM OpMeMJIeMOM coJM wmiar (ii) xoMOMHAaLIMM, KakK OIMCAaHO
B IOAaHHOM IOKYMEHTE.

Fme OIOHUM ACIIEeKTOM HacTOAmeTro n300peTeHnusd ABJIAETCSH
IpUMeHeHre JIMKCHCeHaTuma MU/MiIM eTro ¢apMaleBTHUUECKU IpUeMIIeMON
COJIM OJIg TPOM3BOICTBA JIEKAPCTBEHHOTO IperapaTa IJiS IIPMMEHEeHMS B
nenraTpum (IJIa [ODeIMaTprYecKOTOo  JIeUeHMUd) . [TaliMeHT  JIeTCKOTO
BO3pacTa IOpelcTapjdeT cofoM TaluueHTa, ONMCAHHOTO B  HOAHHOM
OOKYMEHTe. B YaCTHOCTHM, JEKAPCTBEHHHM IpenapaT OpelHas3HAUeH IJid
JleyeHVsa  caxapHoro amabera 2 @ TwuIa, Kak OIMCaHO B  IaHHOM
OOKYyMeHTe . JIMKCHCeHaTH noJjiyvamnT, Kak OIIMCAaHO B OAaHHOM
IOOKYMEHTE, B YaCTHOCTM, B BMIEe XMIKOI'O COCTaBa, IMIOOXOOAmMero IJid
IapeHTepaJIbHOTO BBEIEHUA.

Fme OIOHUM ACIIEeKTOM HacTOAmeTro n300peTeHnusd ABJIAETCSH
NprMeHeHMe  dapMaleBTUMYECKOM  KOMOMHALIMM, Opr STOM YKasaHHasd
KOMOMHALIMSA COOEPRXUT ;

(a) JUKCHMCceHaATUO U/UIM eTo (QapMaleBTUUECKM IPVEeMIEeMyl COJIb

(b) MeTOOPMMH U/UIU eT0 dhapMalleBTUUECKU IpHeMIIeMyld COJIb,

IOJI9 TIPOM3BOINCTERAa JIEeKapCTBEHHOT'O IIpenapaTa OJIa [IPpMMeHeHUS B
negmuaTpumn (IJ4 [NeIVMaTPUYeCcKOoTo JIeUeHU) .

Eme OIOHUM aCIIEKTOM HacToAmeTo nz3obpeTeHmMs ABJIAETCHA
IpuMeHeHMe  dpapMalleBTUUeCcKOM  KoMOMHaLUM, IpM STOM YKa3aHHasd
KOMOMHAaLMA COOEPXUT :

(a) JUKCHMCceHaATUO U/UIM eTo (QapMaleBTUUECKM IPVEeMIEeMyl COJIb

(b) ©GaszaldbHL MHCYIVH W/WUIY eTo (GapMalleBTUUEeCKM IIpUeMIIeMYIo
COJIb,

IJIS TIPOM3BOOCTBA JeKAapCTBEHHOTO MpenapaTa IJA [IpUMMeHeHUS B
nenuaTpuy (IOJIg HeIuaTpuuecKoTOo JIeUeHUud) .

Eme OIIHUM acriekToM HacToAmero n306peTeHnd ABJISETCH

IIPVMMEHEHVIE @apmaueBqueCKoﬁ KOMOMHAaLIUM, I1pm STOM YKazaHHaAd
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KOMOMHAaLMA COOEPXUT :

(a) JMKCHCeHaTHUI U/UIM eTo (QapMalleBTUUYECKU IpHeMIIeMyl COJIb,

(b) MeTOOPMMH U/UIKU eT0 dQapMalleBTUUECKU IpHeMIIeMyld COJIb U

(c) GasajbHBEI MHCYJIMH U/WIKM ero ¢apMaleBTUUECKU IpUeMIIeMyo
CoJib,

IOJI9 TIPOM3BOINCTERAa JIEeKapCTBEHHOT'O IIpenapaTa OJIa [IPpMMeHeHUS B
negmuaTpumn (IJ4 [NeIVMaTPUYeCcKOoTo JIeUeHU) .

B »TuUxX NOpUMeHeHMAX IIallMeEHT OEeTCKOT'O BO3pacTa IIPeldcTaBJISeT
cobo¥ IalmMeHTa, OIMCAHHOIO B JaHHOM OOKYyMeHTe. B uYacTHOCTH,
JIeKapCTBeHHHM npenapart npelHas3HadueH OoJIs JIeueHM s caxapHOTO
omabeTa 2 THIOa, Kak OIMCcaHO B »OaHHOM »OOKyMeHTe. JIMKCUMCceHaTU
IoJyuamnT, Kak OIOMcaHO B TaHHOM OOKYMeHTe, B UYacTHOCTM, B BHUIe
KUIKOTO cocTaBa, NoOxXonAamero JOJIA IIapeHTepaJIbHOT'O  BBEIEeHUd.
MeT@opMMH [OJy4YalT, KaK OIMCAaHO B IaHHOM JIOKYMeHTe&, B YaCTHOCTH,
I0JIS IIepopallbHOTO BBeleHMA. BalajJbHHM MHCYJIMH IIOJydanT, Kak
OINIMCAaHO B IOaHHOM OOKYMeHTe, B UYacTHOCTM, B BMIe XMIKOI'O CcOCTaBa,

InogxXxonmdmero oJIA IIapeHTepPaJIEHOT'O BBEeIeHMA.

Eme OIIHUM acriekToM HacToAmero n306peTeHnd ABJISETCH
IpUMeHeHne (i) JIVKCHCeHaTuIa u/Uim ero bapMalleBTHUUECKHU
npueMyieMo¥ coJu wiam  (ii) komBuHaMM, Kak OIMCaHOo B ITaHHOM
OOKYyMeHTe, s IPOU3BOACTRA JIEKapCTBEHHOTO pernapara Jis
HOPpMaJIM3alun OTKJIOHEHU S YPOBHSA TJIIOKO 3H, s HOPpMaJIM3alun

KOHIIEHTpaluK IJIOKO3H B IIJla3Me KPOBU IIOCJe IIpMeMa IMIIYM M/UJIU IOJI4
HOpMaJM3allMM KOHIEeHTpaluy IJIKalroHa B ILJla3Me KPOBM, IIpU D32TOM
IalMeHT, HoojJexalul JleueHuo, OpelcTaBjigeT coOoM HauMeHTa OeTCKOTO
BO3pacTa, OINMCAHHOTO B HOaHHOM IOKYMEHTE.

HacTosdmee nz3obpeTeHme OOIMOJIHUTEJIBEHO NIPOMJLJIIDCTPUPRPOBAaHO
CIenNyKIMMM [IpMMepaMr U QUuIypaMu.

Ommcaune douryp

durypa 1. I'papmueckoe wums300paXxeHMe ILJlaHa MWCCJEeOOBaHUA U3
onpuMepa 1. * 06g3aTeJibHHM 3abop obpasluoB kpoBu oT D-30 mo D-25
oJiga J1abopaTOpPHHX TEeCTOB (HalpMMep, IJd OIpelelJleHMA aHTUTeJl K I1A2
M aHTuTed K GAD, ypopHA C-mnentmia HaTomak). ClenyomMe OleHKU
OyOoyT BHIOJHATL B MoMeHT TP1, TP2, TP3 wum EOS: O(u3MKaJIbLHOE
obclyenmoBaHMe U olpelneJieHMe IIoKal3aTeJleM XM3HeHHO BaXHBEIX QYHKUUM,

3KI' m oueHka AE (3a MCKJHOUEHMEM CKPMHMHIA) .
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durypa 2. 3 KapTpuIXa OJ9 MHBEKIUN.

durypa 3. [IpOLUeHTMJIM BO3PaAaCTHOI'O MHIekKCa MaccChH Tejia (BMI) c
y4eToM IIoJla: MaJlbuMKM, OoT 2 nmo 20 Jer.

durypa 4. [IpOoLUeHTMJIM BO3PaCTHOI'O MHIekKCa MaccChH Tejyia (BMI) c

yUeTOM IoJla: OeBOUKM, OoT 2 mo 20 JjerT.

durypa 5. CpenHee 3HaueHMedrSEM ypOBHSA IJIOKO3H B ILJIa3Me
KPOBM OJI4 TPYIHIIE JIeUeHMI Y B3POCJEX I[IAlIMEeHTOB — OlleHMBaeMad B

OTHOIeHM PD onyngaumsda.

durypa 6. CpenHee 3HaueHMedrSEM ypOBHSA IJIOKO3H B ILJIa3Me
KPpOBM IOJI4 TPYHIE JeueHud Yy I[IallMeHTOBR OeTCKOI'0 Bo3pacTa -
OLleHMBaeMada B OTHoOWeHWM PD romnyjaumd.

durypa 7. MeIomMaHHOe 3HaAUYeHMEe YPOBHS TUIOKO3H B ILJIa3Me KPOBMU
(MMOJIL /JI) IOJId TPYINH JeUeHMS Y B3POCJHX TalMeHTOB - olleHMBaeMasd
B OTHOImeHMM PD ONyJgaumsg.

durypa 8. MenomMaHHOe 3HaAUEeHMEe YPOBHS TUIOKO3H B ILJIa3Me KPOBMU
(MMOJIL/JI) OJI4 TPYINH JeueHMS VY I[IalMeHTOB OeTCKOT0o Bo3pacTa -
OLleHMBaeMada B OTHoOWeHWM PD romnyjaumd.

éurypa 9. MeIMaHHOEe 3HaueHMe YPOBHS IJIoKaroHa (HT/J) IJ4
TPYIIE JIeUeHUA Y B3POCJIEIX I[allMeHTOB - OlleHMBaeMada B OTHOIeHMM PD
[IOIIYJIALUMA .

éurypa 10. MeImaHHOe 3HaueHMe YPOBHS IUIKaroHa (HT/J) InJ4
TPYINIE JIeUeHMA Y IIalMeHTOB OeTCKOI'0O Bo3pacTa - OleHMBaeMad B
OTHOIeHM PD onyngaumsda.

durypa 11. MemmaHHOEe 3HaAUYEHMe YPOBHS MHCYJIMHa B ILJa3Me
KpPOBU (rIIMOJIE /J1) OJid TPYIIE  JIEUeHUMd Yy B3POCJEX IIalVMeHTOB -
OLleHMBaeMada B OTHoOWeHWM PD romnyjaumd.

durypa 12. MemmaHHOEe 3HaAUYEHMe YPOBHSA MHCYJIMHa B ILJa3Me
KPOBU (IIMOJIL/JI) OJS TPYINHE JeueHMd Y MHallMeHTOB IeTCKOIO BO3pacTa
- OlLeHMBaeMad B OTHOWeHuM PD IIOIIyJIdLUMUA.

éurypa 13. MeIMaHHOe 3HaueHMe YpPoOBHS C-nenTuia (HMOJIL/JI)
OJid DPYIIE  JIledeHMd Yy  B3POCJEX I[IaluMeHTOB - — OLleHMBaeMad B
OTHOIeHM PD onyngaumsda.

éurypa 14. MeIMaHHOe 3HaueHMe YPOBHS C-nenTula (HMOJL/JI)
OJId TPYIIE JledeHMd y IIalMeHTORBR OeTCKOI'O BOo3pacTa — OlleHMBaeMad B

OTHOIeHM PD onyngaumsda.
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durypa 15. CpenHee 3HaUueHue (+ SD) KOHILIeHTpaluun
JUKCHUCeHaTHUna B IJla3sMe KPOBM B 3aBUCUMOCTM OT JiedeHUsa ([IOJIHad
NONyJNAlUMAa OJa olleHku PK, JMHeVHas mkaJa) .

durypa 16. CpenHee 3HaUueHue (+3SD) KOHILIeHTpaluun
JMKCHCeHaTHIa B jiasme KPOBU B 3aBUCHUMOCTHA oT JleueHmsa
(oueHMBaeMasa B OTHomeHMM PK nonynsaumsa, JIMHeVHad mKamna) .

durypa 17. I'paduueckoe wu300paxeHMe IJlaHa MWCCIeOOBaHUA U3
npuMepa 3. * PacTeBop mJjlauebo M o00BeM, KOTOPHM HeOOXOAMMO BBECTHU

I/IH'T::eKLU/IeIZ, COOTBEeTCTBOBaJIA pacTeOpRyYy JIMKCHMCeHaTrna . 50 MKJI B

TeueHMe 1-UM ¥ 2-¥ HemeJM (MHBEKLUMOHHOe YCTpolcTBO Tactipen®),

200 MKJI B TeueHMe 3-UM U 4-¥ HejeJu (MHBEKLUMOHHOE YCTPOMCTBO
Deltald® =sejieHoro nBera) m 200 MKJI B TeueHMe 5-1 M 6-11 HemeJM

(MHBEeKIMOHHOEe YCTpoMcTBO Delta 14® nypnypHoOTo IBeTa) .

OO0 BbeKT HaCTOSIIEM BasIBKM OIMCHBASTCS CJIeOVIONMMM ITYHKTaMM.

1. JMKCUCeHaATMO W/UJIUM eTo (QapMalleBTUUECKM OIpueMeMasd CoJlb
IOJI TIPMMeHeHUSa B HeIuaTpUM.

2. JIukcuceHaTHUd W/MIM eTo odapMalleBTHUECKM IIpMeMIeMas CoJib
IoJIg TpMMeHeHMsa I[I0 IOYHKTY 1, Toe JIMKCHUCeHaTud MU/UJIU  eTo
bapMalleBTHUUECKHU npuemieMas COJIb BBOIOATCSA B KauecTBe
OOMNOJIHUTEJILHOM Tepaluu K MeTQOPMUHY M/UIM eTo dapMalleBTUUYeCKU
IpUEeMIIEMOM COJIU .

3. JIMKCUCeHaTHUI U/MiIuM ero dapMalleBTUUECKM IIpUeMJIeMas COJIb
nJid IpuMeHeHU S 1o IOYHKTY 2, roe MeThopMMH u/nnm ero
bapMalleBTHUUECKHU npuemieMas COJIb IOJIYUEeHH  IOJi4 nepopallbHOTO
BBeIeHU.

4. JIMKCUCeHaTHUI U/MiIKM ero d(apMalleBTUUECKM IIpUeMJIeMas CoOJIb
0JIg IOpUMeHeHMd 10 JoboMy M3 OpedHOymMx IIYHKTOB, I'Ie BO3PAacCT
nalMeHTa, HyXIalmerocd B IIeOIMaTpUuecKoM JeueHUM, COCTaBJIAeT IIO
MeHbIe Mepe 10 JeT.

5. JlUKCUCeHaTHUI U/MIM ero dpapMalleBTUUECKM IpUeMJIeMas COJIb
0JIg IOpUMeHeHMd 10 JoboMy M3 OpedHOymMx IIYHKTOB, I'Ie BO3PAacCT
maluMeHTa, HyXIDaomerocd B 2 IeIMaTpUMUEeCKOM JIeueHUH, cocTaBJydgeT
MeHee 18 JerT.

6. JIMKCUCeHaTun Mu/MUIM eTo ¢dapMalleBTUUSCKM OIpHeMeMasd CoJlb

IOJI4 IIpMMeHEeHMA IIO JIooMy M3 INpedenymrx IIYHKTOB, I'oDe IIalVieHT,
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HyXIalomuica B HeOAMaTpUMUeCcKOM JIedeHUM, CTpalaeT OT CaxapHOTo
ovuabteTa 2 TUIA.

7. JIMKCUCeHAaTUI W/MIn eTo OGapMalleBTUUECKM IpuemIeMas CoJIb
OJ8 [OpMMeHeHMsa [0 OYHKTY 6, T'Ie caxapHeM OouaderT 2 TUIa OBUI
IVMaTHOCTHUPOBAH IO MeHbBIe¥ Mepe 3a TpM Mecslla OO Hadaja
OCYWeCTBJIEHNA TepallnM.

8. JluxkcuceHaTun un/vau ero (GapMalleBTUUECKM I[IpreMiIeMas COJIb
OJIA [OPMMeHeHMA IO NOyHKTY 6 WM 7, TOe caxapHeM guabeT 2 TUlla He
KOHTPOJINPYEeTCA OOJDKHEIM obpasoM C IIOMOIIEIO MOHOTepallnum
MeTQOPMMHOM, C I[IOMOINEBI MOHOTepalMy Oasz3aJIbHEIM WHCYJIMHOM WK C
MNOMOIIBEKD KOMOMHALIMM MeThopMMHa M 0a3aJIbHOTO MHCYJIMHA.

9. JluxkcuceHaTun wn/Mau ero (GapMalleBTUUEeCKM I[IpreMiIeMas COJIb
OJA TPpUMeHeHMA 1[I0 JdOoMy U3 OPeXedylMx I[IYHKTOBR, TOe I[IalMeHT,
HyXIalomuica B NeOuaTpUUeCKOM JIeUeHUM, MMeeT OXMpeHUe.

10. JMxcuceHaTun u/MUIM eTo QapMalleBTUUECKM IMIpremIeMas COJIb
OJIA TIPMMeHeHUSs TI0 JIoOOMYy W3 TPelHOYNMX OYHKTORBR, TI'Ie MHIEKC MaCCH
TeJla lalMeHTa, HyXIanlel'oCHd B IIeOIMaTpUMUeCKOM JIeUeHMM, COCTAaBJISAeT
no Medbmerr Mepe 30 KI'/M? MM IO MeHbmel Mepe 31 kr/m?.

11. JMxcuceHaTun u/MUIM eTo GapMalleBTUUECKM IMIpremIeMas COJIb
OJIA [OPpMMeHEeHMS IO JIIoOOMYy M3 NPeOHOylMX IIYyHKTOB, I'Ie JMKCUCeHATUND
BBOOUTCSA 3a NPUOIU3UTeJIbHO 30 MMH. OO 3aBTpaka.

12. JukcuceHaTun u/MUIM eTo QapMalleBTUUECKM IMIpremIeMas COJIb
OJIA I[OPpMMeHeHMdA 1[I0 JOoMy M3 NPelHOyNMX [IYHKTOB, T'Ie Ha MOMEHT
Havajla OCYMEeCTBJIEHVA JIeUueHMsa C IIOMOMbID JIMKCUCeHaTHIa U/UIu eTo
bapMalleBTHMUECKM MIpPUMeMIIEMOM COJIM KOHIEeHTpallMsa TJIOKO3H B ILJla3Me
KPOBM HaTomak Yy TIallMeHTa COCTaBJIAeT I10 MeHbIel Mepe 8 MMOJb/JI
WX TIO MeHbIel Mepe 8,5 MMOJIL/JI.

13. JMkcuceHaTun u/MUIM eTo OGapMalleBTUUECKM IpremIeMas COJIb
OJIA I[OPpMMeHeHMdA 1[I0 JOoMy M3 NPelHOyNMX [IYHKTOB, T'Ie Ha MOMEHT
Havajla OCYMEeCTBJIEHVA JIeUueHMsa C IIOMOMbID JIMKCUCeHaTHIa U/UIu eTo
bapMalleBTHMUECKM MIpPUMeMIIEMOM COJIM KOHIEeHTpallMsa TJIOKO3H B ILJla3Me
KPOBM Uepes3s 2 dYaca II0oCJe IIpMeMa MM Y IIalMeHTa CcocTaBJjigeT IIo
MeHbmer Mepe 11,1 MMOJIL/JI WM IO MeHbIer Mepe 12 MMOJL/JI.

14. JukcuceHaTun u/MUIM eTo GapMalleBTUUECKM IMIpremIeMas COJIb
OJIA I[OPpMMeHeHMdA 1[I0 JOoMy M3 NPelHOyNMX [IYHKTOB, T'Ie Ha MOMEHT

HauaJla OCYmMeCTBJIEHMA JIiedeHMA C IIOMOIMEBI JIMKCHUMCEHaTHIa U/ UM ero
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bapmalleBTHMUECKNM [IPMEMIIEMOM COJM OTKJIOHEHMe YPOBHSA TJIKKO3H VY
nauyeHTa COCTaBJIAeT I[I0 MeHbIer Mepe 3 MMOJIB/JI, Ipu 5BTOM
OTKJIOHEHME YPOBHSA TJUIOKO3H MpeldcTaBJgeT Cco0o0M pas3HUIYy Mexny
KOHIIeHTpalMel TJIOKO3H B IJIasMe KPOBM Uepes3s 2 Yaca IIOCie IIpueMa
OVMYM M KOHIEeHTpalMel TJIDKO3H B IJIa3Me KpoBM 3a 30 MMHYT Iepen
NPOOHEIM [IPMEMOM IIUIMN .

15. JuMkcuceHaTun u/MUIM eTo GapMalleBTUUECKM MIpremIeMas COJIb
0JIg I[IPMMEHEHMHA 10 JIIoOOMYy W3 IIPelHOYyNUX I[IyHKTOB, I'Ie Ha MOMEHT
Havajla OCYMEeCTBJIEHVA JIeUueHMsa C IIOMOMbID JIMKCUCeHaTHIa U/UIu eTo
bapMalleBTHMUECKNM IPpMeMIIeMOM COJIM 3BHaueHMe YpoBHA HbAlc y naluueHTa
COCTAaBRJIAET II0 MeHbIeNW Mepe OPUOIUBUTENBHO 7%, I[I0 MeHBIeW Mepe
npubamusuresbHo 7,5%, 100 MeHblel Mepe OIpUOIMBUTEJILHO %, T1IO
MeHbBIIEM Mepe NpUBIM3UTEeNIbHO 8,5%, IO MeHbIeM Mepe NpUBIM3UTENLHO
8, 65% MM IO MeHbIMEeW Mepe IPUOIU3UTEJ]BHO 9%.

16. JuMkcuceHaTun u/MUIM eTo OGapMalleBTUUECKM MIpremIeMas COJIb
0JIg I[IPMMEHEHMHA 10 JIIoOOMYy W3 IIPelHOYyNUX I[IyHKTOB, I'Ie Ha MOMEHT
Havajla OCYMEeCTBJIEHVA JIeUueHMsa C IIOMOMbID JIMKCUCeHaTHIa U/UIu eTo
bapMalleBTHMUECKNM IPMeMIIeMOM COJIM YPOBEeHb TUIKaTroHa B ILJla3Me KpPOBU
y IIalMeHTa COoCTaBJIdeT IIo MeHbmel Mepe 140 HT/JI.

17. JuMkcuceHaTUn u/MUIM eTo GapMalleBTUUECKM MIpremIeMas COJIb
0JIg I[IPMMEHEHMHA 10 JIIoOOMYy W3 IIPelHOYyNUX I[IyHKTOB, I'Ie Ha MOMEHT
Havajla OCYMEeCTBJIEHVA JIeUueHMsa C IIOMOMbID JIMKCUCeHaTHIa U/UIu eTo
bapMalleBTHMUECKNM [IPUEMIIEMOM COJIM KOHIeHTpaluusa C-TenNTuIda B ILJa3Me
KPOBM y IallMeHTa COCTaBJISeT IO MeHbmel Mepe 1,2 HMOJL/JI.

18. JMkcuceHaTun u/MUIM eTo OGapMalleBTUUECKM IMIpreMIeMas COJIb
0JI IIPVMMEHEHUs I10 JIIOOMY W3 IIPEelHOYINUX I[IYHKTOE, I'le JIMKCUCEeHaTHUI
u/Uim ero bapMalLleBTUUECKHU npuemiieMas COJIb [IOJIYYEHE 0JIsd
[IapeHTepallbHOT'O BBeIeHMUd.

19. JlukcuceHaTun u/MUIM eTo OGapMalleBTUUECKM IpreMIeMas COJIb
0JI IIPVMMEHEHUs I10 JIIOOMY W3 IIPEelHOYINUX I[IYHKTOE, I'le JIMKCUCEeHaTHUI
BBOOMTCA B CYTOUHOM I03e, BHOpPaHHOM M3 OManasoHa oT 5 MkT mo 10
MKT'.

20. JiukcuceHaTund u/miau ero bdapMalleBTHUECKM IIpuUeMIIeMas CoOJIb
o JioboMy M3 IIPemOHOylMX IIYHKTOB -IJiA I[IPpUMMeHeHUs B HOopMaJlM3aluu
OTKJICHEHMSA  YPOBHA  IJIOKO3H, 0Jid  IIPMMEHEHMsa B  HOopMaJlM3aluu

KOHLEeHTpalulMM TIVJIKO3EI B IIJIasMe KPOBM IIOCJIe IIpreMa IIMIIM I/I/I/IJ'H/I OJIA
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IIPVMMEHEHNVA B HOPpMaJIM3alllilM KOHIeHTpalllMM IJIIKar'OHa B IlJlasMe KpPOEBIM.
21. @apMaHeBTMT{eCKaH KOMOMHaALMA »OJIg IIPMMEeHeHVA B IleIMaTpluM,
IIPM 5TOM YKasaHHaA KOMOMHALMA COIOEPXNT .

(a) JUKCHMCceHaATUO U/UIM eTo (QapMaleBTUUECKM IPVEeMIEeMyl COJIb

(b) MeThOpMMH U/UIMU eT0o dpapMaleBTUUSCKM IPpMeMIIeMY COJIb.

22. OdapMalleBTHMUeCcKasd KOMOMHalLMAa OIS T[IPMMEHEHMSA II0 IIYHKTY
21, TOe JIUKCUCEHATHI MU/UJIM eTo ¢dapMaleBTUUECKUM IIpMeMJIeMas CoOJIb
[IOJIYUYEHE IJIA TIapeHTepaJIbHOT'O BBEIEHUA.

23. dapmalleBTMUecCcKasd KOMOMHALMA IJIA IIPMMEHEHMS I[1I0 IIYHKTY 21
Wi 22, THoe MeTOOpMMH U/MIM eTo dapMalleBTUUECKM IpMeMiieMas CoOJib
[IOJIYYEHHE IJIA IIepopalJIbHOT'CO BBeIeHUHd.

24 . dapmalleBTUMUecCcKkasd KoMOMHaLMA IJIA IIPUMEHEHWUS I10 JIOOMYy U3
IOYHKTOB21-23, TI'Oe NalMeHT, HYyXIamuica B IeIMaTpUUeCcKOoM JeueHUM,
cTpalaeT OT caxapHoro amabeTa 2 TUIla.

25. OdapmalleBTHMUecCcKasd KoOMOMHalMA IO JOOMYy M3 IIYHKTOB 21-24
OJI9 TIPMMEHeHMA B HOpMaJlM3allMM OTKJIIOHEHMSA YPOBHS TJUIOKO3H, IJIA
IIPpMMeHeHM S B HOpMaJlM3allMM KOHIEHTpaluM TJINKO3H B ILJIJa3Me KpPOBU
rnocye npreMa naZainezi n/miam OoJIs IpVMeHeHM S B HOpMaJIr3aln
KOHIIEHTpaluy TJIKKaroHa B ILJla3Me KpPOBU.

26. Cnocot® mHNemguaTpUuecKoTO JeueHMsa, I[IpM 5STOM YKa3aHHHM
crnocof BKJIUAET BBeOeHMe IMallMeHTyY, HYXIaKleMyCsa B IIelIMaTpUuudeCcKoM
JIeUueHnn, JIMKCHCeHaTHuIa W/MiIxM ero dapMalleBTUUeCKM IpMeMJIeMOM
COoJM .

27. Crioco® 1o IOYHKTY 260, roe JIMKCHUCeHaTHuI W/ WM eTo
bapMalleBTUUECKM TIIpMEeMIIeMasd COJIb I[IOJIYYEHH IJIA TIapeHTepallbHOT'O
BBeIeHUA.

28. Cnoco® 1o OVHKTY 26 WM 27, »OOIOJHUTEJILHO BKJIOUYAKIMINN
BBeIeHUE NDaluueHTy MeThOopMMHA u/nnm ero bapMalleBTUYECKHA
IpUEeMIIEMOM COJIU .

29. Crioco® rio [IYHKTY 28, roe MeTOOPMUH n/miam ero
bapMalleBTUYECKHA npremiieMa s COJIb [MOJIYYEHE  IOJIA [IepPOPaJILHOTO
BBeIeHUA.

30. Crnoco®t mno JwoboMy M3 IOYHKTOB 26-29, I'oe IauMeHT,
HyXOalomMMCcsa B HOeduaTpUUuecKoM JieueHuM, CcTpalaeT oOT CcaxapHoTo

omabeTa 2 THUIIA.
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31. IIlpuMeHeHMVe JMKCUCeHaTHIa ¥/Win ero odapMalleBTHUUECKU
IpMeMJIeMOY COJIM IJig IIPOM3BOLACTBA JIeKApPCTBEHHOTO IIpelapaTa s
IPVMMeHeH s B TeIVaTpUu.

Npumep 1

PaHOgoMMSMPOBaHHOE, IOBOMHOE CJemnoe, Inalebo-KOHTPOIMpyeMoe
MCHOHTaHUE IJIsI OLIeHKU BesonacHoOCTH, IIePeHOCUMOCTH ,
bapMakoOKMHETUMKM M (apMakoOOMHaAMMUKKM JIMKCUMCEHATHIA Yy IAlIMEeHTOB
OeTckoro BoBpacTa (10-17 meT) M BBPOCJHHX IMAalMEeHTOB ¢ guaberoM 2

THUIIa

3AT'OJIOBOK PaHOOMMBMpPOBAHHOE, IBONHOE cCJelnoe, janebo-—
KOHTPOJMpPYeMOE MCIHTaHMEe IJIS OLEeHKMU
0es30NacCHOCTM, IIEePeHOCHMMOCTM, ObapMaKOKMHETUKM U
bapMakoIMHaMMKM JIMKCHUCEHaTHIa Yy [IalMEeHTOB
DeTckoro BoszpacTa (10-17 JjeT) M B3POCIEHX
nmaumMeHToB C OuabeTom 2 TUIA.
MCCJIEOOBATEIJL/MECTONOJIOXEHNE MyJib THLIEHTPOBOE

MCIBITAHMMN
LIEJIE (M) MCCIIENOBAHUSA lepBuU4YHas LEab

Usyunth 5d0dbeKTH ODHOKPATHOM INOIKOXHO
BBOIOMMOM IOSBH JMKCHUCeHAaTHIa, COCTaBJSIEN
5 Mkr u 10 MKID', 0O CpaBHEHMIO C ILIalebo B
OTHOMEHMM CHMXEHUS YyPOBHS IVIOKOSH I[1OCIe
nopuema noumm (PPG), OLEeHMBaAEeMOI'O IIO
jIomany oI KPMBOM BSaBUCUMOCTU
KOHLEeHTpalUuM ITJIOKOSH B ILJlasMe KpoBu (AUC)
Iocjie HnpMeMa CTaHIaAPTUSUPOBAHHOM XUOKOM
numy (3aBTpaka), B IeTckoMr nonyiasuum (10-
17 ner) ¢ mmabeToM 2 TMUIA UM Yy B3POCJHX B
KadeCcTBE KOHTPOJILHBIX JIMII.

BTopMUHBE L&l

OLleHMUTHL KakK B IEeTCKOM, Tak M B3pPOCJON
MIONYJIALUMSX &

bapMakOKMHeTHUECKME [IapaMeTpHl
JMKCHUCeHaTHIa B I[JlasMe KPOBM [OCJe
IIOOKOXHOI'O BEEeINeHMS BO3pacTaolMx
ONHOKPATHBX IO3;

MaKCHMMaJIbHOE OTKJIOHeHue PPG, a Takxe
MBMeHeHUs KOHIeHTpauuy MHCyJIMHa, C-—
NenTuUna ¥ IJIOKaroHa B IIJla3Me KPORBRU IIocJge
opMeMa CTaHIapTUBMPOBAHHOT'O 3aBTpakKa;
0es30IaCHOCTb UM II€pPeHOCUMOCTD.

MJIAH MCCIEIOBAHMA MyJbTHULEHTPOBOE, IOBOMHOE CJIEIoe,
PaHIOMMBUPOBAaHHOE, ILIale®Oo-KOHTPOJIMpYyeMoe, C
ONHOKPATHOM Ios0oM, 3 mepuomaMu, 3 BUIAMU
JledyeHUs, [epeKpeCcTHoe B 6 [IOCJIeNOBaTEJIbLHOCTAX
nccJenoraHme dasel I ¢ ydyacTHUeM IallMeHTOB
OeTCKOI'O BO3pacTa M B3POCJBEX [IalMEHTOB C
ouabeToM 2 THIa (cM. paszjen 6.1).

VccienoBaHMe ABJIAETCS IOBOMHBM CJIEIBM I10
OTHOMEHMI0 K aKTMBHOMY JI€UeHMK II10 CPAaBHEHMIO C
mjuanebo. IaHHBEe o0 oBbeMe MCCIedyeMOI'O
JIeKapCTBEHHOTO cpencTBa (T. €. Oosa aKTUBHOTIO
JIeKapCTBEHHOTO CpencTBa, COCTAaRJIgomMas 5> MKI U
10 MKI', MJIM COOTBETCTByKOmero Iauebo) He
3aMacKMPOBAaHE, 3a MCKIIoUeHMeM OOBeMOB ILIaledo,
KOTOPEE COOTBETCTBYIT 5 MKI M 10 MKD B
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coorTHomeHum 1:1.

MCCJIIEAYEMASA NMONYNALNA
OCHOBHHE KpuTepuyu oTdopa

OBlee oxmMOaeMoe KOJUYSCTEO
MIaleHTOB
MCCJETOBATEJL/MECTONONOXEHNE
MCIBITAHNA

KpuTepnun BRIIOYCHUST
INauMeHTH MYyXCKOT'O M XeHCKOTO IIoJjla C
caxapHeM ImaberoMm 2 Tuna (T2DM) 1o
onpenesyieHuo WHO (ypoBeHb IUIIOKOSH B IIJIa3Me
KPOBM HaTomak > 7 MMmoJsb/ja (126 mMr/nm) wmiam
YPOBEHb TIJIOKOSH B IJlasMe KPOBM uepes 2

yaca nocJye npuema mmmm >11,1 mMosb/s (200
M/ 1) ), OMaTHOCTMPOBAHHLHM B MNpelesax 1o
MeHbIlel Mepe 3 MecsleB BO BpeMs
CKPMHMHTOBOT'O BMUBUTA, KOTOPHE MNPMHUMAJINI
MeThopMMH (CcTabMIbHYI OO3Y IIO MeHbIeM
Mepe Ba 4 Hemesu OO paHOOMMS3aLUMM) MM He
IPUHUMAJM €TO0;

Q Q

ypoBeHb HbAlc ot =2 7% mo £ 10% B MOMEHT
CKPMHMHTA ;
poBeHb C-HenTuna HaTOWAaK B MOMEHT
ckpuhmHra > 0,6 HT/MIT;
OTPMLATEJNILHENM pesyjbTaT B TecTe Ha
AHTUTEeJla K OCTPOBKOBHM KJIeTKaM (MJu
aCCOUMMPOBAHHOMY C MHCYJMHOMON OenKy
(IA2)) ¥ ayToaHTMUTeJa K Iekapbokcuiase
TJIYTAMMHOBOM KUCJOTH (GAD) .

IeTckas MNONYJSLUS:

NaluMeHTH MYXCKOTO M XEeHCKOTO I[10Jla BOSPacTOM OT

> 10 mo < 18 jeT, 0O MeHbllel Mepe < 3
IaluMeHTaMM B BoszpacTe MeHee 15 jleT M He OoJee
3 naumMeHTaMM B BospacTe =2 16 Jjer, BMI > 857
IpoLEeHTUJIA OJIS BospacTa M HoJja (Bec Teya > 50
KT) .
Bspocyasg HONyJIaLMs:
* aluMeHTH MyXCKOI'O M XE€HCKOI'O IIojla B BO3pacrTe
or > 18 mo < 65 jger u ¢ BMI or > 25 kr/M2 gmo <
37 xo/M2.
Kpurepumu MCKIOYSHUS
OTyamnuHBlt oT T2DM Tun muaderTa;
IpMMEeHEeHMEe NPOTUBOIMUIIEPIVIMKEMUUECKOTO
MeIUUMHCKOTO NPONYKTa (IPOLYKTOR) ,
OTJIMUHOTO OT MeThopMMHA;
IaHKpeaTUT HEMSBECTHOM STUOJIOTUM B
aHaMHeze;
cydar MeOyJUISPHOTO pakKa MMTOBUIHOM
xejiess (MTC) MM TeHeTHMUeCcKUX COCTOSHUM,
KOTOpHE IIpenpaclhojsarainT k MTC (HanopuMmep,
CHMHAOPOMB MHOXECTBEHHOM SHIOKPMHHOM
HeoIJlasmmM), B JIMUHOM WJIM CEMEMHOM
aHaMHeze;

YPOBEHb KaJbLUMToHMHa = 20 nr/mm (5,9
MOJIb/JI) B MOMEHT CKPMHMHTA.
12 nauMeHTOR HeTCKOI'O BoszpacTa M 12 B3POCIHX
nauMeHToOR C nuadeToM 2 THUIla
[Io BCceMy MUPY
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I/ICCJ'IEI[VEMLIﬁ BUI (Bl) JIEUEHUA
MayuaeMul MeOULIMHCKUMN
MPOAYKT (5I)

CocTasb:

MyTe (NyTn) BBEeOeHUS
PexmnM [OoSMPOBaHMUST
HenbsyyaeMut MeOULIMHCKUN
MPORYKT (1)

NMEPBMYHASA KOHEUHAS TOUKA (M) M
OCHOBHASI BTOPUYHAA KOHEWUHAA
TOUKA (1)

$apMaroOMHaAMMKA

[lepBMUUHas KOHeUHasd TOUKa
YpoBeHBb IVIIOKO3HE B IasMe KpoBU: GLU-AUCj.3g9-4.30 ut
Iomank IO KPMBOM BaBUCHMMOCTM KOHIEHTpaluu
TJIIOKOSEL B ILJIa3Me KPOBM OT BPEMEHM PacCUMTHERAIM C
MoMeHTa Haudajla [IpMeMa CTaHOapTUSMPOBAHHOITO
s3aBTpaka (uepes 30 MmMH. Docje MHBekuuyu IMP=TO,5)
Do 4 uvacor cnycrsa (T4,5), BHUMTHBAS S3HaUueHMUE
nepen npuemoM ommm TO,5 4.

BTopMyYHEE KOHEYHHE TOYKM:
OTKJIOHEHME YPOBHS IJIOKOSH IIOCJEe IIpMeMa IMIM
(PPGgy.30-4:30 w) ¢ MaKCHMMaJIbHOE M3MeHEHMe YPOBHS
TJIIOKOSEL B IIJIa3Me KPORBM IIoCJle IIpMeMa IMMM C
MoMeHTa Haudajla [IpMeMa CTaHOapTUSMPOBAHHOITO
s3aBTpaka (uepes 30 MmMH. Docje MHBekuuyu IMP=TO,5)
no 4 uvacor cnycrsa (T4,5);
YPOBHUM MHCYJIMHa, C-oenTmuna ¥ IJioraroHa (AUCq.3o-
4:30 w) ¢ I[JIomMalb OO KPMBBMM SaBUCHUMOCTU
KOHILUEHTpalUui MHCYJIMHa, C-OenTuna M IJIHoKaTroHa C
MoMeHTa Haudajla [IpMeMa CTaHOapTUSMPOBAHHOITO
s3aBTpaka (uepes 30 MmMH. Docje MHBekuuyu IMP=TO,5)
no 4 uvacor cnycrsa (T4,5);
dapMaKOKMHEeTHKA: KOHIEHTpalMd JIMKCUCeHaTHIa B
miasMe KpoBM, PK napaMeTpbl (Cupaxy Traxr AUCiast,
IAUC) ;
BesonacHOCTb: KIMHUKO-JIaBopaTopHEE IIoKasaTesu,
napaMeTps 3KI', nokasaTesaM XMSBHEHHO BAaXHBIX
byHKUMI, MecCcTHas [IepeHOCHUMMOCTL U HeXeJlaTeJlbHEBEe
ABJIEHUS .

I'PA®UK MMPOBEJEHMA OLIEHOK

$dapMakogMHAMMKA

O6pasupl KpoBM OyOyT CcOOMpaTh HeNOoCPeINCTBEHHO
nepen mHbekumey IMP s3a 30 MMH. Oepel IpUeMOM
CTaHOApTUBMPOBAHHOTO 3aBTpakKa, 3aTeM MpsMO
Iepel OPMEMOM CTaHIAPTMSMPOBAHHOTO 3abBTpakKa U
cnycrsa 30, 60, 90, 120, 180 m 240 mMuH. nocje

Hel'o IJIA OCYHmeCTRJICEHMA OLEHOK YPOBRHA IVJIIOKO3E B
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ODeHb 1 Kaxzoro M3 3 I[IepMOIOB JIeUeHUS IJIS
onpenenenna GLU-AUCq.30-4:30 u-

OTHOCHUTEJIbHO BTOPMYHEIX KOHEUHHX TOYeK, B TOM
uyycisie 0es30lacCHOCTM, ofpaTuTechb K Ipadukry
npouenyp Ha IIPOTSXEHMM MCCJeNOBaHMA M I'padmuky
nopouenyp Ha I[IPOTSXEHMM OIpelelIeHHOT'O Iepuomna.

CTATUCTUYECKME OCOEEHHOCTHU

Oba MepekpeCTHBE MKCCIeOOBRaHUS OYyIOYyT
aHaIMBUPOBaTh OTHeJIbHO. PesyJbTaTH MeXIy IBYMS
DonyaaumuaMy OyOyT CPaBHMBATH ONMCAaTEJNBHO.
$apMaroOMHaAMMKA

AHaJIU3 [IONYJISALUM

HMonynaumusa IOJS oleHKM dbapMaKOOMHAMUKM OyIeT
COCTOATh M3 [NalUMEHTOB, PaHOOMMSUPOBAHHBIX U
nojsiyJamommux JiedeHMe, U obpaslbl KPOBU KOTOPBIX
MOXHO IOCTOBEPHO OLEHUTH.

B mpezejsax KaxXIoI'o [IE€PEKPEeCTHOI'O MCCJeOOBaHUS
aHaJMSHE [EPBUYHOM KOHEUHOM TOUKMU
bapMakomMHaMMKM OyOyT [IPOBOIMTL Ha OCHOBAaHUMU
HNONyJIaUMUM IJIS OleHKM dapMaKoOMHaMMKM. Glu-
AUCq.30-4:30 w OYOYT aHaJIU3MPORATH C
MCIOJIb30OBAHMEM JIMHEMHOM CMENMAaHHOM MOIesu C
IOCJIeNOBaTEJIbHOCTBIO, IIepMOIOM M JI€UeHMS B
KadecTBe OQUKCUPOBAHHBIX 50bdekToB, M GaKTOPOM
B3aMMOIENCTRBMA HAlMEeHT-TIOCJIeI0ORaATEJIbHOCTE B
KauecTBe cJydanHoTo sddexTa, M KOHIUEHTpaLUU
TJIIOKOSEL B ILJlasMe KpoBM B MoMeHT TO,5 u. B
KayeCcTBe KOBapMaTH. Pasauuus CpeOHUX SHAUYEHU,
olpeneJIeHHHX MeTOOOM HaMMEeHbIIMX KBaIpPaToOR,
MeXIy TpyNlaMy JIedeHUS U COOTBeTCTBRyRmMM 90%
OOBEepPUTEJIbLHEM MHTepBas (CI) 6ymyT pacCuMTaHB B
paMKax JIMHEMHOM CMellaHHOM MoImelMu. ByIerT
MCIOJIb30BATLCH YPOBeHb 3HauummocTu p < 0,05.
BTopMuHEE HapaMeTpH dapMakKoOIMHAMMKM OyOyT
aHaAJIMBUPOBATH C MCIOJb30OBAHUEM CTATUCTUUECKOMN
MOIEJM, AaHaJIOTMUHOM ONMCAHHOM BHIIE, C
COOTBETCTBYOIMMM 3HaUueHUsSMM B MoMeHT TO0,5 u. B
KadyecTBEe KoBapmuarT.

$apMaKOKMHETHUKA

JlorapudpmMmuecku NpeobpasoBaHHEE
bapMakOKMHeTHUECKME [apaMeTpHl JIMKCUCeHaTKIa
Chaxs AUC1.s¢ M AUC 6yIyT aHalIMBSUPOBATH C
MCIOJIb30OBAHMEM JIMHEMHON MOIEJM CO CMellaHHBMMI
sbdexrTaMM C OUKCHUPOBAHHBIMM SHAUESHMAMM [OJIS
NoCJIeIOBRATEJILHOCTH, JIEUEeHMUS U CJIYUAMHBEM
SHauveHMeM IJa dakTopa B3aMMOLENMCTBUS [HalMEeHT-—
nocJylenoBaTEeJIbHOCTE . [lokasaTenu u 90% CI niusa
COOTHOIEHUSI T'eOMEeTPUUECKUX CPelHMX SHaAUeHUM
o 5 MKID JIMKCUCeHaTuIa IO cpaBHeHM ¢ 10 MKT
JMKCHUCeHaTHna OyIyT [oJiydaTb IIYyTeM pacueTa
nokaszaTtensa u 90% CI mig pasiaMuMsa Mexny
CpelHMMM SBSHaUeHMAMU OJIS BUOA JI€eUeHMS B paMKax
JMHENHOM MOIEJNM CO CMeMaHHBMM SdbbeKTamMmu, a
saTeM Npeobpasz0BaHMA COOTHOWMEHUS NYyTeM
ofpaTHOTO JoTapudMMUIeCKOTO Npeobpas3OBaHUS B
MCXOIOHYI MKaJy .

BesonacHocTb

AHaJms 6GesonacHoCcTH 6yIoeT OCHOBHBATLCS Ha
paccMOTpeHUM SHAaUYeHUM, [IOJIYUYEeHHEIXK IJIid
MHOMBUOYYMOB (B cJyuae KIMHUYUECKM SBHAUMMBIX
HapymeHUM ), M ONMCATEJIbHOM CTaTUCTUKE (CBOIHBEE
TaOIMUUE M [IPpM HEeOOXOOMMOCTM I'padmuKM) IO BMUAY
JleueHUs. HexesaTeJIbHBEE SBJI€EHME, BOSHMUKIME B
xome JeueHusa (TEAE), kiIaccHOUMUMPYIOT IO
CUCTEMHO-OPTaHHEIM KJjlaccaM M IPEeNIoUTUTEJIbHEM
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TepMMHaM, 3aTeM o0ofmanT 10 KOJIUUeCTRY U
IPOLIEHTHOM »oJie MNalMeHTOB U koJauuecTBY TEAE.
OTmesibHBElEe KIMHUKO-JIaOopaTOpHble IaHHBEE,
MIoKas3aTeJ M XM3HEeHHO BaXHBIX OGYHKUMM UM IDaHHBE
SKI' B6ynyT HepeuMcJIeHH C yKasaHUueM
MOTEeHUMAJBbHBEIX KIMHUUECKM SHAUMMBEIX OTKJIOHEHUN
oT HopMmul (PCSA) M HMXHeM M BepXHeM I'pPaHMLEB
KIMHUKO-JIaBopaTOPHHEX NokKaszaTeyell. KoJIuuecTBO
NaluMeHTOB C OTKJIOHEeHMAMM OT HOpMHI M Cc PCSA
OyoyT ofofmaTh IJg KaXIor'o TuIla IapaMeTpa IO
BUIOY JIeUeHUS.

MPOOONIXNTEJIBHOCTE NEPUOIA
MCCJIIEJOBAHNA
(ons naumeHTa)

CxkpuHMHT': ¢ D-30 mo D-2 mnepen BKJIOUEHMEM C
MMHMMAJIbHEM [IepuomgoM 25 nHel.

[lepuon JedeHMsa: 3 Nepuola, KaXObM U3 KOTOPHIX
omica 1 meHb (Do 2 OHEM B cJayuae IIoMelleHUS B
JleueOHoe yupexIeHMe B D-1 BeuepoM) (BHIMCKA B
D1 BO BTOpPOM MOJIOBMHE OHS B paMKaxX Kaxnoro
nepuona) .

EOS: 1-6 pgHeM mocJie [ocJelHeTr'o BBeIeHMS IOSH
(D2 - D7 nocine nepmoma 3).

Ofmasa NPOOOJIXUTEeJIbHOCTh: OoT 4 mo 7 Hezesb.

1. TPAPUMKK TIPOLHEIVP

1.1. TPAOMUECKCOE MB3COEPAXEHWE IUIAHA UCCIIEDOBAHUA

T'padnueckoe wm300paxeHre ILJlaHa WMCCJIeNOBaHMA U3 IIpUMepa

nokasaHo Ha (urype 1.
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1.2. TPA®UK MNPOLEIYP HA MNPOTAXEHUM UCCIEIOBAHUSA
Mepuon Mepuog,
Mepuog, Mepuog, Mepuog,
OTMEIBKI OTMEIBKI Busum
CKPMHMHT | JJedeHuss 1 B JedeHust 2 B JedyeHust 3 B
Faza MeXOy MeXOy OKOHYAHUS
(e) paMrax paMrax paMrax
nepuogamMm 1 nepuogamMmn 2 JeueHUust
nccIaenoBaHUS u 2 nccIaenoBaHUS u 3 nccIaenoBaHUS
Ieus C D-30 mo D1 1 mennr - 7 D1 1l menn - 7 D1 C D2 mo D7
llHbopMMpPOBaHHOE CoOIJlacue X
[loMelleHMe B JleueBHOe yupexXIeHUe X (a) X (a) X (a)
Brnmcka X X X X
Me IMUMHCKMIT/ XMPpYPTHMUYECKMI aHaMHes X X X(b,e) X(b,e)
CBop CcBeIeHMNM O paHee
o X X X X X
yyaeMblx/ COy TCTBYIOIMX

JleKapCTBEHHBIX IIpelapaTax
Pocr X
Bec Teisa X X X X X
IAHAJIMS MOUM Ha HaJMuue
HapKOTUUeCKMX BemecTB, Ipoda Ha X X X X
aJKoToJib (cC)
CeposioTnueckmre muccjenoraHusa (d) X
OnpelejieHMe aHTUTEJ K X (e)
JIMKCUCEHATUL
TecT Ha ayToaHTuUTesa (f) X
PannoMmsauusga (g)
SBoHOK B IXRS (h) X X X
CTaHIap TUSUPOBAHHEI NPOOHLI OpUeM % % %
numy (saBTpak)
Beenenme IMP X X X
BE3OINACHOCTDB
duzmkanbHOoe obBcJenoBaHUe X X X X X
llsMepeHMe KPOBSHOTO

X X X X X
NaBJIEHMA/YaCTOTH CepIeUHBIX
cokpameHun (i)
llsMepeHMe TeMIepaTyph Teja X X (e) X (e) X (e) X
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[IIIa3ME KDORIK

I I
Mepuog, spuon Mepuog, spuon Mepuog,
OTMHEBKM OTMHEBKM Busur
CKPpMHMHT | JJedeHuss 1 B JedeHust 2 B JedyeHust 3 B
$aka MexXny MexXny OKOHYAaHUS
(e) paMrax paMrax paMrax
nepuogamMm 1 nepuozaMm JleYeHUsI
nccyaenoBaHUs nccyaenoBaHUs nccyaenoBaHUs
n 2 2 un3
Ieus C D-30 D1 1l menn - 7 D1 1l menn - 7 D1 C D2
no D-2 OHeMr OHeMr no D7
SKI' B 12 orBenmeHusax (7) X X X X X
lladopaTopHOe nccJenopaHmue KpPOBU
(k) X X
TecT Ha Haluuue OepeMeHHocTU (I) X X (e) X (e) X (e)
AHaIM3 MoumM (m) X X
C6op maHHHX © AE/SAE X X X X X X X
PAPMAKOKMHETHUKA
Ob6paseln mjs onpeneseHus PK X X X
PAPMAKOOMHAMMKA (n)
HbAlc X
OnpenejieHMe yPOBHS MHCYJMHAE, C-| X (o) X X X
nenTmna, TJIlOKaToHa, TJIIOKO SH B
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[Mepnon neuenussii Illepmon oTMuBKU [[lepuon JnedueHusti| Ilepuon oTMHBKHK [[lepron JIeYeHMS BUBUT OKOHYAHMS
®asa| Cxpummnur (e) 1 B pamkax Mexny Iepuomamy| 2 B paMKax Mexny IepuomamMM| 3 B paMKax J—
McclenoBaHnus 1u2 McclenoBaHnus 2 n 3 McclenoBaHnus
Oens| C D-30 mo D-2 D1 1 meubp - 7 nHel D1 1 meubp - 7 nHel D1 C D2 nmo D7 nepmoma 3
a HﬂaHMpyeTCH TOJIBKO OIVIH BW3UT (B IOEeHb 1) B paMKaxXx OIOHOTI'O Iiepmnona, HpeHyCManMBaDMMﬁ
IpOBeIeHMe TEeCTOB U OOCJenoBaHMEg, KOTOPHEE OOJDKHEL OBTL BHIIOJIHEHE Iepel BBeDeHumeM IMP, WIM 1mnpu

yoobcTere IJIA TallMeHTa M B CJydae CymleCTBYRIINX BOBMOXHOCTEN MCCIeOoBaTeJILCKOTO LeHTpa IIoOMelleHVe B
JleuebHOe YUpeXxigcHlre MOXeT OHITH 3allJIaHMPpOBaHO Ha IOe€HB -1 BO BTOpOIZ IIOJIOBVIHE ,JIHFI/BeT{epOM IOJI4 Hadaljla

IIpoBelleHMA BCeX obcyenoBaHUM U TeCTOB, KOTOPEEe ITOJIXHEI OBITE BEIIIOJIHEHEL Iepell BBeIceHNMEM IMP.

b B mnepmone 2 ¥ 3 TOJBKO MNPOBEPART Ha OTCYTCTBMe MHOeKIMM U COONIIeHMe OTpaHWUYeHUM
HUCCJIeIoBaHMA IIepel BBeleHueM IMP.
¢ AHaJM3 MOUM Ha HaJluulMe HapKOTHUUECKMX BemecTB: aMbeTaMMHOB/MeTaMbeTaMMHOB, 0OapbuTypaTos,

OeH300Ma3enIMHOB, KaHHaOMHOUIOOB, KOKaMHa UM OIUaATOB;

d AHTMI'eH BMpPpyCa TelaTuTa B, aHTUTeJla K BUPyCy TemnaTura C, aHTuUTesa k HIVI m HIV2.

e Illepen BBeIeHMeM MCCJIEAYyeMOI'O JIEKapCTBEHHOT'O CpeACTBa.
f OBpasubrl KpOoBM MOOJDKHE OBHTL COOpPAaHH IO MeHbIler Mepe B OeHb —-25 4 ToJydyeHUud pesysiLTaToB TecTa

Ha ayToaHTUTeJla (aHTuTeJa K IA2 um aHTuTeJla K GAD) 1o paHOOMM3allWM.

g PaHmoMmM3allMK IIallMeHTOB B TPYIITY JIedeHMA WM Ha3HadeHMe VIM JIeUEeHMA BHIIOJIHAJIM C WCIIOJIE30BaHMEM
U,eHTpaJ'H/ISOBaHHOﬁ CHCTeMbBI Ha3HadueHMA JIeUYeHMA.

h HazxHaueHue HOMepa ITIlallMeHTa IIpVM CKPMHMHI'€e B IO€Hb 1 (Hepmon 1), Ha3HadeHNMe IlalllleHTaM Haéopa

OJI4d JiedeHMAd, IIooJieXalleIl'O IIPMMEHEHNVI, W OTCIJIEXNMBaHNMe 3allaCcOoB JIEKAapCTBEeHHOI'O CpeIlCTBa — B IIepron 3,

Iepron 3aBeplmeHMUd JeueHUS M 3aBeplleHVsa uccaenoBaHua EOS - 3BoHOK B IXRS 1JIig oTceBa IO pes3yibTaTaM

CKPVMHINMHIT'a WMJIM MCRJIIIOUEeHMA M3 MCCJIeIOOBaHMA, IIPM HaJlMulMM TaKOBEHX.

i TlokazaTesM XM3HEHHO BAaXHHX (]_)yHKLU/Iﬁ (T{aCTOTy CePIOIeUYHEX COKpaH_[eHI/Iﬁ M KPOBAHOE OaBJIeHME)

nsMepaJiM I1IoCJIe 10 MmMH. OTIOBIXa B IIOJIOXEHUM JieXa Ha CIMHe.
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J OKI' B 12 oTBemeHMAX OYIOYyT PEeIMCTPUPOBATL I[IOCJe II0 MeHbmel Mepe 10 MMH. B IIOJIOXEHMM Jiexa Ha
criMHe. ByIoeT NPOBOIUTCHA aBTOMaTUUECKOEe CUMTHBAHUE.

k T'emaToJlIOTMUECKME MCCJeIOBaHUA: COIepXaHMe DSPUTPOLMTOB, I'eMaTOKpPUT, YPOBEHE TIeMoTrJioOMHa,
comepxaHre JIeMKOLMTOB C olpenejieHMeM JIeMKoUMTapHOW GOopMyJEl (HeMTpoduis, JUMOOLMTE, MOHOILMTH,
BasodnIIE, SO03UHOOUIIE), YPOBEeHbL TPOMOOLMTOBR; OUOXUMHUUECKMM aHallM3 CHBOPOTKM KPOBMU: YPOBHM HaTpHULI,
Kaausg, XJOpMIOB, KaJabumsa, AST, ALT, mejouHoM ¢ochaTaszw, TamMMa-TUlyTaMuiTpaHchepaszw (GGT), obmero wu
KOHBOIMPOBAHHOTO OuMIMpyOMHa, MOUEBMHH, KpeaTVHWHA, TJIIOKO 3H, aJILbOyMMHA, obmero OBeJika, oBmero
XOJIECTEPMHA, TPUIJIMLIEPUOOB, KpeaTuMHPochokmHaszu (CPK), ammiasw, JuUIas3E, WM B MOMEHT CKPWUHUHIA -
OoTlpelleJIeHME TOJBKO YPOBHSA KalbUMTOIMHA OJS BCEX IIallMEeHTOB.

1 V¥V XeHmMWH, CHOCOOHEIX K IOEeTOopOoXIeHUK (cTamma TaHHepa>3: 3), olIpelejieHrMe YpoBHA 0OeTa-HCG B
CHIBOPOTKE KPOBM TOJLKO B MOMEHT CKPMHMHIA M aHaJlM3 MOUM Ha HaJluuMe OepeMeHHOCTM B KaXxIOhM [Iepuon
JIEUeHUS .

m AHaJM3 MOUM: YPOBHM OJIKOB, IVIDKOS3H, KJETOK KPOBM (SPUTPOLMUTOB/JIEMKOLUTOB), KETOHOBHX TeJ,
PH.

n OmopenejieHMe HapaMeTpoB dapMakKOOMHaAMUKM B LeHTpaJlbHOM JlabopaTopuM.

@) TOJIBEKO 2 TecTa: YPOBHU TJIIOKO3EL " C-nmenrtuna B IJiasMe KPOBRU B COCTOAHNWIM HaTollak.
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1.3. TPA®MK IMNPOLEINYP HA MPOTAXEHMM MEPUMOIA 1

Jens B paMkax mnepmoga D1 - mepmop 1

OPMEeHTUPOBOUHOE BpeMs 07:30 (a) 08:00 08:30 09:00 09:30 10:00 11:00 12:00 14:00
cyTok (a)

OTHOCHKUTeJIbHOE BpeMs TO TO,5 T1 T1,5 T2 T2,5 T3,5 T4,5 T6,5
(TeopeTHueckoe)

BRemeHusa IMP (b)

[loMelmeHre B JieuebBHoe e
yupexgesve (¢ f-———"—""1"-—--""H"- "'

Brommcka (d) X

Kpurepun
BKJIOUEHM I/ MCKIIIOUYeHN S X (k)

dusMKaJIbHOE
oBcyiefoBaHMe X (k) X

CBop cBeIeHUM O E o A —————"
COMYTCTBYIOMMX  |e—mmm oo
JIeKap CTBEHHBIX
npemnaparax

Beca Teja X (k)

IAHaIM3 MOUM Ha HaJauuue
HAapPKOTUUECKHNX BelleCTRB

(e) X (k)

[IpoBa Ha aJKoT'OJIb X (k)

IAHTHMTEeJIa K

mkcruceHaTuny (f) X (k)

PannoMmsauusga (g) X (k)

SBoHOK B IXRS (h) X (k)

[IpMeMsl IMIM BR (i) LU
S.Cc. BBeIeHUe X

M3ydyaeMoTo

MeIUMUIMHCKOTO NPOOYyKTa

BE3OIACHOCTE

llsMepeHMe KPOBSHOTO X (k) X X

ﬂaBﬂeHMH/qaCTOTH
CepOeduHBIX COKpameHMﬁ
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sMepeHMe TeMIlepaTyph

Tejia X (k)

SKI' B 12 oTBemeHMAX X (k) X
(3)

lladopaTopHOe

rccJieJOBRaHMEe KPOBU

IAHaJIM3 MOUM

IAHaJIM3 MOUM Ha HaJMuue
OepemeHHOCTM (I) X (k)

C6op nmaHHHX o AE/SAE D T T T T
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Jens B paMkax mnepmoga D1 - mepmop 1

OpMeHTUpoBOUHOe BpeMsa [(07:30 (a)| 08:00 08:30 09:00 09:30 10:00 11:00 12:00 14:00
cyTok (a)

OTHOCHUTEJIbHOE BpeMA

(TeopeTHUueckoe) T4,

BBemeHus IMP (b) TO TO,5 T1 T1,5 T2 T2,5 T3,5 5 T6,5
SAPMAKOKMHETUKA (PK)

Ob6pasupl Ong onpernejyenus X (k) X X X X X X X
PK

PAPMAKOIVMHAMMKA (m)

YPOBEHb IJIIOKOBH B X (k) X X X X X X X

[IJIasMe KPOBRU

YpOBHM MHCYIJIMHa, C- X (k) X X X X X X
nenTmima M IJIoKaroHa

a OpMeHTHMPOBOUHOE BpeMsa CYTOK TIIpPedcTaBIdeT cCo00M IpUOIM3UTEeSBHOE BpeMsd, MCIOJb3yeMoe MOJIid
ofeclieueHMsa YeTKOI'O I[IOHMMaHMA BPEeMeHHHX paMOK IJisg BBeNeHMsa HO3, OCYWMeCTBJIEHMS IpolLelyp M OLEeHOK.
[lepBHEe TecTH M o0OCIelOoBaHMe MOXHO HauMHaTe c 07:30 mo 9:00, m mocjenyomMe MOMEHTH BpeMeHM OyIyT
PETYNMPOBATECHA I[I0 OTHOWEHMI K MHTepBajlaM BpeMeHu (T. e. TO,5, Tl...) B paMKax IIpOTOKOJA.

b BpeMmsa (OoJM YacCoOB B IOeCATHUYHOM CUCTEMe CUMCJIeHMA) BHpaxXalT 10 OTHOMEHMK K BBemeHun IMP.

¢ IlnaHWMpyeTCsa TOJBKO OOMH BU3KMT (B IOeH:L 1) B paMKax OIJHOTO IIlepuoma, OpeldyCMaTpHUBaKMUi
IpOBeIeHMe TEeCTOB U OOCJenoBaHMEg, KOTOPHEE OOJDKHEL OBTL BHIIOJIHEHE Iepel BBeDeHumeM IMP, WIM 1mnpu
yooBCcTBe OJIA HallMeHTa M B CJiydae CYMeCTBRYKRIMX BO3MOXHOCTEM MCCIeNoBRaTeJIbCKOTO IeHTpa IIOMelleHUe B
JleuebHOe yupexXxIeHue

MOXeT OHTH 3allJIaHVMPOBAHO Ha IeHb —1 BO BTOPOM IOJIOBMHE NHSA/BeUepOM IJIS Hauvajla IIPpOBeleHUsa BCeX
oBCJenOoBaHUM M TECTOB, KOTOPHE IOOJDKHE OBITH BLHIIOJIHEHH I1epell BBeleHmeM IMP.

d TlauMeHTa BHIIMCHEAKT IIPM COIJIACUM MCCIIeloBaTelIsd.

e AHaJM3 MOUM Ha HaJudue HapKOTHMUECKNMX BelleCTB: aM@eTaWHOB/MeTaM@eTaWHOB, 6ap6MTypaTOB,
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BeH30OMa3eNIMHOB, KaHHaOMHOMIOB, KOKaMHa M OIMATOB.

f Toaepkxo 3abop o0Opasz3lOB KPOBU.

g PaHmoMmM3alM© [AalLMEHTOB B TIPYIIY JledeHMAa M Ha3HaueHMe MM JIeUEHMA BHIIOJHAJM C MCIIOJb30BaHMEM
LIeHTPpaJIM30BAHHOM CUCTEeMH Ha3HAUEHWUA JIeUeHUs.

h HasHaueHue mnauueHTaM Habopa IOJA JedeHUd, [OAJEeXallero I[IPUMEHEHMIO, M OTCJeXUBaHMEe 3allacoB
JIEKapCTBEHHOT'O CPencTBa.

i IpveM CTaHIaAPTHU3UPOBAHHOW XKUOKOMW IIMIINU.

J OKI' B 12 oTBemeHMAX OyIyT PeIMCTPUPOBATE IIOCJe IO MeHbIel Mepe 10 MMH. B I[IOJIOXKEHMM JieXa Ha
CIIMHe. ABTOMaTMUECKOE CUMTHBAHUE C [Ipeobpas30BaHMEM B LMOPOBYI QOpMy OJ4 BCeX MOMEHTOB BPEMeHM, U B
TpexX IOBTOPHOCTAX IJA MCXOIOHOTO YPOBHA B MoMeHT TO.

k Tlepen BBeOeHMEM UCCJEOYEMOT'O JIEKAPCTBEHHOT'O CPEencTBa.

1 V xeHmIUH, CIHOCOOHEX K OeTOPOXOeHMDO (cTammuda TaHHepa=3) .

m Bce napaMeTpEHl, Kak npennojlaraeTcs, V3MEeP AT B IeHTpaJbHOM’ JabopaTopun.



1.4.

T'PASUK IMNPOLEINVP HA IIPOTAXEHUU

[IEPMOJIOB 2/3
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JeHe B paMkKax nepuoma

D1 - mepuogm 2/3

OpMEeHTUPOBOUHOE BpPeMs
cyTok (a)

07:30 (a)

08:00

08:30

09:00

09:30

10:00 12:00

14:00

OTHOCUTEJILHOE BpeMs
(TeopeTHUeCcKoe) BREeIEHUS
IMP (b)

[loMemeHre B JieuebBHoe
vupexneHue (c)

Brommcka (d)

Kpurepun
BRKJIOUEHN S/ MCKIIOUEHU S

drsuKaJIbHOe ob6cJemoBaHUe

COop CBeIeHUM O
CONMYTCTBYIOIMX

JICKAPCTBEHHEBIX IIpellapaTax

Bec TeJia

IAHaJIM'3 MOUM Ha HajJluuue
HAPKOTUUECKHNX BelleCTRB

(e)

[lpoBa Ha aJKOI'OJb

Pangommsaumda

S3BoHOK B IXRS (f)

[lpMeMBl MM

BR(g)

LU

BreoeHMre M3ydaeMoIo
[IPOOYyKTa

EE3OIMACHOCTB

sMepeHMe KPOBSHOTO
maBJIeHUS/YaCTOTH CepOeuHHX
cokpalleHnNn

sMepeHMe TeMIepaTypH Teja

SKI' B 12 orBemeHmax (h)

llaGopaTopHOe MCCJeNOBaHUE
KPOBU

IAHaJIM3 MOUU
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AHaJIM3 MOUM Ha HaJuuue
CepeMeHHOCTM (1)

C6op maHHHX © AE/SAE
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Jens B paMkax mnepmoga D1 - mepuogm 2/3
OpMEeHTUPOBOUHOEe BpeMsa cyTor [07:30 (a)| 08:00 08:30 09:00 09:30 10:00 11:0 12:00 14:00
(a) 0

OTHOCUTEJILHOE BpeMs
(TeopeTnueckoe) BReneHMs IMP
(b) TO TO,5 T1 T1,5 T2 T2,5 T3,5|1T4,5 T6,5

SAPMAKOKMHETHUKA (PK)

Ob6pasupl mjasa onpepneseHus PK X (k) X X X X X X X
$APMAKOIOMHAMUKA (J)

YPpOBeHb IUIIOKOBH B ILJIasMe X (k) X X X X X X X

KpOBU

YPOBHUM MHCYyJIMHa, C-oenTula U X (k) X X X X X X

TJIOKaroHa

a OpMeHTHMPOBOUHOE BpeMsa CYTOK TIIpPedcTaBIdeT cCo00M IpUOIM3UTEeSBHOE BpeMsd, MCIOJb3yeMoe MOJIid
ofeclieueHMsa YeTKOI'O I[IOHMMaHMA BPEeMeHHHX paMOK IJisg BBeNeHMsa HO3, OCYWMeCTBJIEHMS IpolLelyp M OLEeHOK.
[lepBHEe TecTH M o0OCIelOoBaHMe MOXHO HauMHaTe c 07:30 mo 9:00, m mocjenyomMe MOMEHTH BpeMeHM OyIyT
PETYNMPOBATECHA I[I0 OTHOWEHMI K MHTepBajlaM BpeMeHu (T. e. TO,5, Tl...) B paMKax IIpOTOKOJA.

b BpeMmsa (OoJM YacCoOB B IOeCATHUYHOM CUCTEMe CUMCJIeHMA) BHpaxXalT 10 OTHOMEHMK K BBemeHun IMP.

¢ IlnaHWMpyeTCsa TOJBKO OOMH BU3KMT (B IOeH:L 1) B paMKax OIJHOTO IIlepuoma, OpeldyCMaTpHUBaKMUi
IpOBeIeHMEe TEeCTOB U OOCJenoBaHMEg, KOTOPHEE OOJDKHEL OBTL BHIIOJIHEHE Iepel BBeDeHmeM IMP, WIM 1mpu
yooBCcTBe OJIA HallMeHTa M B CJiydae CYMeCTBRYKRIMX BO3MOXHOCTEM MCCIeNoBRaTeJIbCKOTO IeHTpa IIOMelleHUe B
JleuebHOe yupexXxIeHue

MOXeT OHTH 3allJIaHVMPOBAHO Ha IeHb —1 BO BTOPOM IOJIOBMHE NHSA/BeUepOM IJIS Hauvajla IIPpOBeleHUsa BCeX
oBCJenOoBaHUM M TECTOB, KOTOPHE IOOJDKHE OBITH BLHIIOJIHEHH I1epell BBeleHmeM IMP.

d TlauMeHTa BHIIMCHEAKT IIPM COIJIACUM MCCIIeloBaTelIsd.

e AHaJM3 MOUM Ha HaJluuMe HapKOTHUUECKMX BemecTB: aMbeTaMMHOB/MeTaMbeTaMMHOB, 0OapbuTypaTos,

OeH300Ma3enIMHOB, KaHHaOMHOUIOOB, KOKaMHa UM OIMATOB.
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f 3BoHOK B IXRS TOJIBEKO B IepuOoX 3 (MM paHee B Cllydae MUCKIIUEHMSI U3 MUCCIelOBaHUA) .

g [preM CTaHOAPTU3UPOBAHHOW XUIKOW IIWIIN.

h SKI' B 12 oTBeneHMAX OyIOyT PEeTMCTPMPOBATHL I[IOCJe IO MeHbmel Mepe 10 MMH. B IIOJOXeHMM JieXa Ha
CllMHe . ABTOMaATMUECKOe CUMTHBAaHMKE C IIpeofOpa3oBaHMeM B LUMOPOBYKR GOpPMy IJIsi BCEX MOMEHTOE BpPEeMeHM, U B
Tpex IIOBTOPHOCTAX IJIS MCXOIHOI'O YPOBHSA B MOMeHT TO.

1 ¥V XeHMUH, CHOCOBOHHX K IeTOopoXxOeHMB (cTammsa TaHHepa=3) .

J Bce PD mapaMeTpH, KaK IIpennojlaraeTcsa, M3MepsanT B LeHTPallbHOM JadbopaTopuu.

k l[lepen BBeIeHMEM MCCIIEOYeMOI'O JIEKAPCTBEHHOTO CpelcTBa.
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2. (mpomymeHo)
3. CIMCOK COKPAIIEHUN
OHpe,JIeJ'IeHMFI @apMaKOKMHeTMT{eCKMX IIapaMeTpOB InpenocTraBJIEeHEl B

pasneye 9.3.5.

IAE : HexeslaTesibHOEe HABJIEHME

IARAC : KoMmTeT no olLeHKe ajllepIMUuecKUX peakuun

IARAC : KoMmTeT no olLeHKe ajllepIMUuecKUX peakuun

BMI: HOoexkc MacchH TeJa

CREF: PermcrpaumoHHasa KapTa

CV: CepmeuHo—cocymucTasd CcHCTeMa

SKI': SJIeKTpOoKapOMOTIpaMMa

FSH: QONNIMKYJIIOCTUMYJIMP YIOMUI TOPMOH

GAD: Oexapfbokcuiasa IJIYTaMMHOBOM KMCJIOTH

GLP-1: TUIIOKaTOHOMNONOBOHEM NenTui—1

IA2: ACCOUMMPOBAHHEI C MHCYJMHOMON OeJIoK

IMP: HccroenyeMell MeOUMUMHCKMUM HNPOIYKT

IXRS: HTepakTMBRHAS CHUCTeMa, ofeclIeuMpBamwmas IOOCTYIl IIyTeM IT'OJIOCOBROIO
oTBeTa U 4Yepes MHTepHeT

MT'C: MenynjasapHBEI pakK MUTOBUOHOMN XeJIeSH

PPG: YpoBeHb IVIIOKOSHL IIOCJIe IIpMeMa MM

SD: CraHOapTHOE OTKJIOHEHHUe

SEM: CraHmapTHas omMOKa CpelHer'o SHaUeHUS

SU: CynbbOHMIIMOUEBMHA

T2DM: CaxapHelt OuabBerT 2 Tuna

4, BBEIEHME VM OBOCHOBAHME

4.1. BBEJIEHME

JIMKCHUceHaTnn npencraejgeT cobom a”"aJjior DKCeHOMHA,
obJamanmMiy  aTrOHUCTUUECKOM aKTMBHOCTBI B OTHOMEHMM pellelTopa
TJIIOKATOHOIIONOBHOTO nentuga-1 (GLP-1) . B KJIMHUYE CKUX
MCCIJIeIoBaHMAX OBJI  YCTAHOBJIEH IIPUHUUIIM AL HEM TepaleBTUUeCKUM
NOTeHUIMaJ JIMKCHUCeHaTHIa B TIIOHWXEHUM VYPOBHS IUIOKO3H B KPOBU VY
nauveHToR ¢ T2DM. Sanofi-Aventis npmumcTynmia kK Iomgaue IJOKYMEHTOB
OJI perucTpalMM Ha MUPOBOM YPOBHe, B TOM UMCIe K Ioladve 3aidBKU
oJisa NOJIYyUYeHU g PPermMcTPalMOHHOTO YOOCTOBEPEHUSA (MAA) o
LHeHTpalu30BaHHOM opollienype B EBponelickom  Comze. B obmen
CJIOXHOCTM OBUJIM TIPOBEIEHHE WJIM IIPOBOOATCS B HacTodmee Bpema 42
KJIMHUUECKUX WMCCJeIOBaHMA, CpelIM KOTOPHX 24 wmcciaenoBaHusa ¢ase 1,

5 mccaemoBaHuM ¢asbl 2 M 13 muccaemoBaHuM dasbl 3.
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MacmrabHada nporpaMMa base 3 (mporpamMa KJIMHUYECKOTO
ucneiTanysa "GetGoal”), mnpoBomumMas B 48 cTpaHax u nOpuMmepHo 900
NCCJenoBaTellb CKUX LeHTpax, OrLIa MHULIUMPOBAaHAa 0JIsd OLLeHKMU
0e30IacCHOCTH n 30PeKTUBHOCTHU JIUKCHUCEeHATHTA . B oporpaMMe
"GetGoal" npuHMMasM yuyacTue ©OoJjiee 4500 B3pOCJEX HDalumMeHTOB Cc T2DM
(Bojilee 2700 M3 KOTOPHX I[OJy4YalsM JIMKCHUCEeHaTHL) . OTa Ipol'paMMa
BrIUasa 10 mMccaeloBaHUM NPOOOJIKUTEJHEHOCTRI B OManasoHe oT 12 1o
BoJjiee 76 Hemelib. KpoMme nporpaMmel GetGoal OBJIO 3BabBeplleHO OIOHO
nuccJenoeanue ¢ase 3b, M B HacTodllee BpPeMsa IIPOBOIOMTCSI BTOpoOe
nccJenoeaHue base 3b n MacmrabHoe J1aunefo-KOHTPOJIUPYEeMOe
MCCJeOOoBRaHMe NOJIS OLeHKM MCXOIOB B OTHOMEHUM CepOedHO-COCYIOMUCTOM
CUCTEeMEl B XOIe JiedeHMA C IIOMOWBK JIMKCUCeHaTUOa .

B MCCJIeIoBaHMAX basu 3, KOTOPEE OBLIIN 3aBepIlIeHE u
NpoaHalln3MpPOBaHE K HaCTOdAlleMy BpeMeHM [Opomwpa MCCJemoBaTelisd
KJIMHUUECKOTO MCHETaHmsa AVEO010, nocyenHasa BepcHUA] :

* OwUla HoOBepXeHa HOOeKTHMBHOCTE JIMKCHUCEHaATHIa B OTHOWEHWU
TJIMKEMUUYECKOT'O KOHTPOJIA;

* JIMKCHCeHaTun OpUl 0e30llaceH M XOPOWO IIePeHOCUJICS.

Kak wm oxmpmalJlock IJIA aroHMcTa pelentopa GLP-1, HamboJee
JacTHEEe  HexeJlaTeJIbHEle  ABJIeHUMsa I[I0 XapakTepy ObUIM  CBSA3aHEL C
KeJIYOOUHO—KHMIIEUHEM TPaKTOM, B OCHOBHOM 5TC OBJIa TOWHOTA C HUIKUM
IPOLIEHTOM CJIy4aeBR PBOTH UM OMapeMu. DBOJBIMHCTBO M3 2TUX ABJIEHUN
ORI  BPEMEeHHEMM, or cjnabto¥ @O0 YMEepeHHOM MHTEHCUMBHOCTH, U
IPOXOOWUIIM CaMONPOM3BOJIEHO 6e3 MOCJIeNCTBUM.

CoobmaeMele HABJIEHMS TUIOTKUKEMMM B OCHOBHOM OBUIM OT cJjadon
oo YMEpPeHHOMU MHTEHCHUBHOCTH . YacTora BO3SHUKHOBEHUSA OrLIa
aHaJIOTUYHOM TIJjlanebo NOIpM IOIPMMeHeHUM JIMKCUCeHaTHMOa B MOHOTepaluu.

B wmccinemoBaHum EFC10887, B koTopoM /0% TIIauMeHTOB MOJy4Yalu

doHOBOE JleueHue fasaJibHEM MHCYJIMHOM B KOMOMHALIUN c
CYJIbQOHUIIMOUEBUHOM (suy, [IPOLIeHTHA A ooJisg IalMeHTOB c
CUMIITOMAaTHUUECKOM TUTIOTJIMKEeMU e BrlIIa BoJee BHICOKOM c
MCIIOJIL30BaHMeM JIMKCUCeHaTHUIa (42,9%) 1o cpaBHeHMHO C ILIaunebo
(23,6%). OnmHako B IMOOTPYIIIe IIallMeHTOB, He IOJYYaBINIMX JiedeHre C
[IOMOIIELIO sSU, KOJIMYECTBO IalMeHTOB c CUMIITOMAaTHUUECKOM

TUIIOTJIMKeMMelr ObJIO TMOOODHEIM B TpyldlIax IJaluedo U JMKCHUCceHaTHuIa
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(32,6% C JMKCHMCeHaTHMIOM M 28, 3% c miaauebo) .

B CpaBHUTeJILHOM MCCJEeNOBaHUM C 3KceHaTnnoM (10 MKID mea pas3a
B CYTKM) 3SHAUUTEJILHO MeHbllee KOJIMUEeCTBO I[IalMeHTOB, I[IOJIy4YaBUINX
JleueHre C [omMomepr 20 MKI' JIMKCUCeHaTHMOIa OIOMH pa3 B CYTKH,
WCHOHTHBAJIM HABJEHUS CUMITOMATUUECKOM THIOTJIMKeMuu (5,0% B Tpyne
JMKCHUCeHaTHIa II0 CpPpaBHEHMKD C 14,6% B TpyIne BsKCceHaTUIa) .
JIMKCHUCeHaTHI TakKke XapaKTepM30BRaJICA JIYyUlleM IIepPeHOCUMOCTRI CO
CTOPOHEL XEJIYOOUHO-KMIIEUHOT'O TpakKTa, IIPpUM STOM MeHbIlee KOJIUUECTBO
NalMeHTOB MCIHIBEITHEBAJM TOWHOTY WM PBOTY.

Ha ceromHAMHMY OeHB He OBJIO NPOBEeHOeHO KJIMHUUECKUX MWCIHTaHUN
cpeln IneTel C JMKCUCEHATUIOOM.

BoJiee nonpofHasga MHbOPMaLIM A npenocraBJieHa B Opouwpe
MCccJlegoBaTe g KIMHMUeCKOTO MCIHTaHmga (1) .

4.2, OBOCHOBAHME

4.2.1. OBocHOBaHME MCCIeIOBAHUS

o HeIDaBHETO BpeMeH!U T2DM NpakKTUUYeCKU MCKJIIIOUMUTEJILHO
CUMTAaJICA zaboJieBaHMEeM  B3POCJIBIX. CoTJlacoOBEBAACE C pacTymen
PacIpOCTPaHeHHOCThID OXUPEeHMA YV IOeTel, UYacToTa BO3HMKHOBeHUS T2DM
y IHeTel ¥ TOIOPOCTKOB 3HAUUTEJBHO IMIOBHCHUIIACE OO OTMETKM, UYTO OO
OIHOM TpeTHn BCeX HOBEIX CIyyaer IPUXOOINTCA Ha T2DM,
IMaTHOCTUPOBAHHEN Y MIOIPOCTKORB.

Y nmeren/mnompocTkoB T2DM OOBUHO MOMATHOCTUPYIOT B BO3pacTe
crapme 10 JleT, B IIPOMEXyTKe OT CPeOHeIl'0 OO I[IO3OHeIl'0 Iepuona
IIOJIOBOTO CO3peBaHuA, KOoTOa BCIEOCTBME (QUBMOJOTHUUESCKUX MW3MEeHeHUN
cucTeMel GH/IGF-1 pa3BMBAaeTCsa MHCYJIMHOPE3UCTEHTHOCTL. AHAJOTUUHO
B3POCJIEIM, UYaCTOTa BO3HMKHOBeHMA ImabeTa 2 TuUra y IOeTel/MIOOpOCTKOB
ABJIAeTCsa Haubojiee BHCOKOM Y  HEKOTOPHX STHUUECKMX  ONYJIALUMN
(HanpumMmep, aMEPUKaHCKUX abopPUT'eHOB, appoaMeprUKaHIES,
a3sMaToB/XUTeJen TUXOOKEAHCKMX OCTPOBOB n Jonen MCIaHCKOTO
[IPOUCXOXOeHUd) (2).

OuaderT NpencrapjdgeT cobomn TepalleBTUUEeCKY oBJacTh, B
KOTOPOM, IO MHEHMI MIeOMaTpuuecKol pabodueln Tpynne EMA, OOJDKHE
IPOBOIOUTLCH Hayu4HEe MCCcIenoBaHnd n pazpaboTKa MeIVMUIMHCKMX
OPOOYKTOR IJA HeTeM. IuabeT 2 TUa MOXET XapaKTepu30BaThbCcA BOoliee
PaHHMM HauvaJioM M 0OoJiee arpeCcCHMBHLEIM TeUeHUeM Yy [TalMeHTOB OeTCKOI'O

BO3pacTa; CJeIoBaTeJIbHO, OHM, I[IO-BMIMMOMY, OyOyT IIOOBEepPIaTbCHd
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foJjiee BHICOKOMY PUCKY PasBUTUA OCJIOXKHEHUM UM HYXIATCA B HaWJIydlleM
BOBMOXHOM  TJIMKEMMUEeCKOM  KOHTPOJIe Ha  paHHeM  CcTaiuu CBOEeTO
3aboJieBaHnA.

Ha ceroOHAmMHMM OeHb MeTQOPMUMH OOBUHO BHOMpAalnT B KaudecTBe
IepBOM JIMHMM OQapMakKoTepaluM B KOHTpoJe T2DM y IHOeTeM B BO3pacTe
Bojee 10 JleT M y IOIOPOCTKOB B JOIOJIHEHME K M3MEHEHUI palloHa U
dUBUUEeCKUM YIOpaxHeHU aM (5, o, 7). B PAHOOMU3UPOBAaHHEIX
UCHOHTaHUAX, IIPOBOOMMEX C STOM IoIyJlduuedt, OBJIO T[IOKa3aHO, YUTO
STOT IIpelapaT »OeMCTBUTeNlbHO ©OesomnaceH u 2ddpexkTuBedH (8). TeM He
MeHee, Y MHOTMX IalMeHTOB 3aboJieBaHMe IMIporpeccupyeT OBCTPO, U
KOHTPOJIA TUTIEPTJIMKEMM  MOXET cTaTrhb HEOOCTATOUHO  Jaxe npu
MaKCHMAaJIEHO TIePeHOCHMHX J03axX MeTQOpPMMHA .

[lTozToOMy AaBTOPH HaCTOAMEIo WM300peTeHMd MNIPedJIOKUIIM OLEeHUTH
bapMakKOKMHETHUKY, bapMakoOUMHaAMMKyYy U 0e30IacHOCTh/2b0eKTUBHOCTE
JMKCHUCeHaTHuIa B IOeTCKOM IMNONYJIALUN.

4.2.2. Tomnexamasi MCCJISOOBAHMIO IIOIIYJISILIMSI

[lonjexamasa MCCIEOOBaAHMI IONYJNIAMSA  BKJIKYalla [alMeHTOB C
caxapHeM 1guadeToM 2 THUIa, CcOOIpnIanlMx pPalMOoH W BHIIOJIHSKIMX
du3MUueckme  yIpaXHeHWSd, KOTOPHE TIoJydasJM CcTabuJIbHOE  JIEUEHUe
MeTQPOPMMHOM WJIM He IoJy4Yalu e€ro, B BospactTe oT 10 mo 17 mer niusa
OeTCKOM monyJddumm M oT 18 mo 65 JjleT 1OJid B3pPOCJOM HONOyJsalum. BMI
6ymeT CcocTaBJATL Jubdo > 25 kr/M° (B3pocsue), Jubto BMI > 857re
NPOLUEHTWUIISA IJIs BO3pacTa M I[IoJla (HeTcKas [NONIyJiAumdg) .

4.2.3. OBocHOBaHME ILUIaHA M OLIEHKAa PUCKOB

[lepeKpPeCTHEM, CJelo ¥ pPaHIOMUSMPOBAHHEM IIJJaH IIO3BOJIAET
[IOBEICMTE UYBCTBUMTEJIBHOCTE K OIIeHKEe MCTUHHHX 520QeKTOB IIYyTEM
aHaJlMsza pasJuuui Mexnoy JIMKCUCceHaTHMIoOM M IJlalefo Yy  KakOIoTo
YY4aCTHMKAa C MCKIIKUYEHMEM BJIMAHUA BapuabOelIbHOCTU MEeXIOy allMeHTaMu.

CyOmeKTH C caxapHwmM puadeToM 2 THIa, I[IOJydYaBmye GOHOBYIO

Tepalrio MeTOOPMMHOM (CcTabuibHy® 103yt10% 1o MeHbmen Mepe 3a 4
HelleJlM OO paHIoOMM3aluM), MOTYT OBTE BKJKUYEHH, IIpM STOM TaHHYD
TepalM MeTOOPMMHOM He  OyOyT MEHATH Ha I[IPOTAXEHMM  BCeTrOo
uccyienopaHua. IIOCKOJBKY CpencTBa IOJ4 JIeueHud, CTUMYJIUPYoIMe
BHICBODOXIEeHMEe WMHCYJIMHa (HalpuMep, CYJIbQOHMIIMOUEBMHE), TpelyoT

OOJITHUX IIeprnonooB OTMEIBKM, ITIallMeHTaM, IIPVMHVIMAaIVIM CTVIMYJIATOPEI
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CeKpellMy MHCYJIMHa, He OynyT HNpenjaraThb ydacTue.

IOHoza 10 MKI' OpMBOIMIIa K CPeIHMM I[IMKOBEM KOHIEHTPpalMAM B
rjasMe KpOBH, COCTaBJIAKIIVM HOPUOIIN3UTEIJILEHO 50 nr/wmi, yepes
NpUOIM3UTENEHO 2 Yaca IIOCJe MHBeKUumM (1) .

B wuccienmoBaHuM ¢asel I OIHOKPATHEE JO3H JMKCHUCeHaTMIa OT 3
MKI CHW¥xaJu PPG vy mnaumeHToB ¢ T2DM, oIHakKo IO MeHblmel wMepe 10
MKT JIMKCUCeHaTuma I[IPUBOIMIIM K UEeTKOMY OCJHadlIeHVK [IOBHIIEHUSA
YPOBHHA TJIIOK O 3H B rjasMe KpOBH, VHIOIYLUUPOBAHHOTO npreMoM
CTAaHOAPTUZUPOBAHHOM XUIKOM NOUmM uYepes 1 uyac [ocje BBeOeHMSA OO3H
(MccyenopaHMe AVEOO010A/01-016, NOOPOBOHOCTHU CM. B Opolrpe
MccylegoBaTeJId KIMHMUECKOIT'O MCHOHTaHmMsg (1)) .

[Tepuon MNOJIYBEBEOEeHU I JIMKCUCeHaT1Ia, KOTOPHM BEOIOUIIU
B3POCJIEIM HalueHTaM ¢ T2DM, cocTaBJdaJl OKoJIO 3-4 4Yacoe. BrocTpoe
BEIBeIeHMe JIMKCHUCEeHaTHIa M3 KPOBOTOKAa IIOCJe TIIOJIHOTO BCAaCHBaHMUA
obecrneurBaeT KOPOTKME TIIePUOINE OTMEBKY, cocTaBJadpmue 1 IOeHb.
BciencTere 5TOTO, BUBUT OKOHUAHUSA MCCIENOBAHMSI MOXET IIPOXOIUTL B
TeUueHMe HeneJIu.

JIMKCcHMceHaTHUn MCCJeIOoBaJlM Ha CyDOBeKTax C caxapHeM IouadbeToMm 2
THUIIa, T[IpU SToM OBJIa OTMeueHa eI'0 B0e30MacHOCTE UM IIepeHOCHUMOCTEH,
uTo MIO3BOJIMIIO NIPOBOOUTE OOTIOJIHUTEJIL HEE DKCIEPVMEHTH C
OOHOKPAaTHOW  OO30M. HamnbBoJjiee paclpOCTpPaHeHHEMM  HeXeJlaTeJlbHBMHI
sbpexTaMm IOIpM BBeOeHMM OIHOKPATHOM IO3H HalMeHTaM ¢ CaxXapHHM
omateroM 2 Tuna OBJIM T'OJIOBHaA OOJIb, TOMHOTA M pPeaklMM B YydUYacTKe
VMHBEKIIMM . [IOCKOJBKY onocpenyemoe GLP-1 BECBODOXIEeHME MHCYJIMHA
3aBUCUT OT KOHIEeHTpaluy ITJIKO3E B IIJlasMe KPOBUM U CHUXaeTCHd
BILJIOTL OO OTCYTCTBUA NpM 0DoJiee HM3KOM KOHIEeHTpaluM IJIIOKO3H, PUCK
Pa3BUTUS TUIOTJIMKEMUU ABJIASTCHA OUEHb OTPaHWUEHHEBM.

TocnuTanmsanmsa " TIaTeJILHOEe HabJooeHne YUYaCTHUKOB
creumaJrcTaMM B MCCJeOOoBaTeJIbCKOM IIeHTPe B IeHb 1 oO0OecleuMBapnT
MaKCUMaJILHYID 3BallMTy OT IIOCJedCTBUM HelpelIBMISHHHX HeXeJlaTeJbHBIX
ABJIEHUN .

4.2.4. ObocHOBaHMe BHOOpa [HOOBH, pPeXMMa U IPOIOJIXUTEJILHOCTMU
JIeueHUs

MakcuMaJabHas mOo3a, olleHMBaeMasd B TIPOBOOMMOM B HacTodAlee
BpeMsa nOporpaMMe o¢Gasel III, cocTaBadeT 20 MK QD C NOpedmecTByKmeN

HauaJIbHOM IJO30M 10 wmMxr. B STOM 3allJIaHMPOBaHHOM MCCJIeOJOBaHUNM
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(PKD11475) @mosa b5 MkKI coorBercTByeT 5H0% HauvaJIbHOM »OOBH NOJIA
B3POCJEX. PaHmoMuzaumey 0OyIoyT ofecleuMBaTh, UTOOB OJIA KaKoTo-—
JMBo TaluMeHTa IIepBoe JIeUeHMe JIMKCUCEHATUIOM IIPOBOIMIIOCE IIpU
YPOBHE IO3HE 5 MKI.

[TockoJIEKY dapMaKoOMHaMMueckre 5OOeKTH JIUMKCUCeHaTuna, Takue
KakK CHMWXeHMe PPG nocye 1npoOHOTO TIIpMeMa W, MOTYT  OHTBH
IIPOOEMOHCTPUPOBAHE Jaxe I[IOoCJie CaMOoT'o IIepBOI'O BBEeIOEeHMS JIO3H,
uccJenopaHmMe ¢  OOHOKpAaTHOM IJO30M CcuMTaeTCcsa HOOXOOAMMM  OJI
CpaBHeHMA OQapMakKoIMHaMMUeCKUxX 200pekKToB MeXOy B3POCJONM UM OeTCKOM
MMONYJIALUMAMMA .

4.2.5. OBocHOBaHME KOHKPETHHX [IapaMeTpPOR

4.2.5.1. YpoBeHE IJIOKOBF B NjalsMe KPOBH HNOCJHe IpyeMa IIHIH
Iocjie CTaHJaAPTHBHPOBAHHOI'O BaBTpaka

Kak wm3BecCTHO, JIMKCHCEeHaTU oBnamaeT TUINKOPETYJIATOPHEMN
>0bexkTamMm, B TOM UMCJe YCUJIeHMeM IJIOKO303aBUCUMOV CeKpeluM
VMHCYJIMHa, CHWXEeHMEM CeKpellM IJInKal'oOHa, CHMKeHMeM HoTpebJieHuS
oMmyM WM 3aMeIJIEHMeM OIIOPOXHEHMS XKeJlyIka. I[locjle I[IpueMa [OIUIKU
XeJIYyIOUHO— KUIeUHEM TPpakKT pPeTyJIMPYET CKOPOCTH, c KOTOpOM
BCaCHBAaKTCH YIJIEBOIH UM IIMTaTeJIbLHEE BelecTBa, M, KaK WM3BeCTHO, B
HEM BHCBOOOXIAKTCSH pPeTryJIATOPHEE TIIelNTHUIE, KOTOPHE CTUMYJUPYIOT
CeKpelmno VIHCYJIMHA IOIKeJIYyOOUHOM xeJie30M. XoTa CKOPOCTB
OTIOPOXHEHMA  XeJlyllKa  HeIlOoCPeIOCTBEHHO He  BJMAET Ha  CeKpelubo
VHCYJIMHa, OHa PpPeryJIMPYeT OOCTaBKY IIMTATEJIBHEIX BEMEeCTB B TOHKYD
KUIIKY W, CJeIOBaTeJIbHO, MMeeT BaXHOE BJIMAHME Ha BPEMEHHHE pPaMKU
VM BEJIMUYMHY OTKJIOHEHMA VYPOBHS TJIOKO3H B KpPOBM, 3a CUeT UeTo
OTIOCPEeNOBaAHHO MOIOYJIMPYEeT CeKpelMuKn MHCYJIMHA.

TakuMm oOpasoM, KPOME OIleHKM YPOBHS TJIOKO3E B ILJIa3Me KPOBU
ocJjie TIpueMa UMM ([IepBUYHaAA KOHedUHad 'TOodYKa), IIOCJe I[IpMueMa
CTaHIAPTU3UPOBAHHOW MM, LIeJIM MCCIeNOoBaHMA BKJKUYAJIM  OLEHKY
20PeKTOB JIMKCUCEeHaTUOa B OTHOIEHUM CeKpelMuM WMHCYJMHa, ITJIOKaloHa
u C-nemnrmna.

4.2.5.2. KoHKpeTHsle napaMeTpil 6e300acHOCTH

YPOBEHE aMWJIasbkl M JIMIIAa3H: I[IOCKOJIBEKY Co00maJIoChk O HEeKOTOPHX
cllyyadax OCTpOT'O IaHKpeaTUTa I[IpM I[IPMeEMEe IMpeldcTaBJIEHHBIX Ha PHHKe
arouucrTor GLP-1 (7), nHDalMeHTOB, VY KOTOPHEX VYPOBHM aMWJIa3bE WU

JIVIITa 3EL IIpeBHIIAKT B 3 prasa BEPXHI T'PaHUILY HOPMEL B MOMEHT



54

CKPMHMHT'a, OyIoyT WMCKJIOYaThb M3 MCCIelIOoBaHMA, WM Yy HUX OyOoyT
KOHTPOJMPOBaThE YPOBHM aMMJIashkl M JIMIIASH.

5. LEJIM MUCCIEIOBAHMA

5.1. NEPBUYHEE

. N3yunuTh 50PeKTE OOHOKPATHOM  IOIOKOXHO  BBOIMMOM  IOOS3EH
JMUKCHUCceHaTuna, cocTapjagwomer 5 Mrr u 10 MKD, I[IO0 CpPaBHEHMID C
minane®o B OTHOIMEHMM CHUMXEeHUMS YPOBHSA IUIKKOS3HE IIOCJe IIpUMeMa [OIUIHU
(PPG), OlLleHMBAaeMOoTI 0O 1o IJIomanu ron KpUBOM 23aBUCHMOCTHU
KOHLIeHTpalun TJIIKO3EL B [iasme KpPOBU (AUC) rocse rpreMa
CTaHIAPTU3UPOBAHHOM XMIKOM MMM (3aBTpaka), B OeTCKOM NOIYJIALUM
(10-17 JeT) ¢ 1mabeTroM 2 THIIa U Y B3POCJHX B KauecTeke
KOHTPOJBHEIX JINII.

5.2. BTOPUUYHEIE

OlLleHUTL Kak B IOeTCKOM, TaK M B3POCJOM IIONYJIALUMAX :

*  (QapMaKOKMHETHMUECKME IlapaMeTpH JIMKCUMCeHaTuIa B ILJIasMe
KPOBM IIOCJIE€ IOIKOXHOTO BBEIEHMSA BO3pacCTaKMX ONHOKPATHHX I03;

d MaKcHUMaJIbHOe OTKJIOHEHUE PPG, a Takxe M3MEeHeHUd
KOHIeHTpalUuM MHCYJMHAa, [OIPOMHCYJIMHa, C-HenTuIa M TJIOKaroHa B
JIa3Me KPOBM TIOCJIE IIpMeMa CTaHOapTU3MPOBAHHOTO 3aBTpakKa;

* 0e30laCHOCTL U [IepPeHOCHMOCTE.

6. IIJIAH MCCJIEOOBAHNMA

6.1. OIMCAHME I[IPOTOKOIJIA

B OTHOIMEHUN IrpadmuuecKoro n3o0bpaxeHmUs rJjaHa
uccJenoBaHua/ rpaduKoB  Opolelvyp  — oBpaTUTECH, noxaJjymcra, K
rpadmkaM npolelnyp B pas3mese 1.

VccienoBaHue IIpedcTaBJIgeT CcoBol MyJbTHUIEHTPOBOE, IOBOMHOE
cJernioe, paHIOMUM3UPOBaHHOE, ILJJalebo-KOHTpOJMpYyeMoe, C OOHOKpaTHOM
no30M, 3 Iepuonmamwu, 3 BMIaAMM JIedeHUsd, [IEPEKPECTHOE B 6
[IOCJIeIOBAaTEeJIbHOCTAX MCClIenoBaHrMe ¢asel I C YydYacCTHMeM I[allMeHTOB
IEeTCKOTO BO3pacTa M B3POCJHX NallMeHTOB C OuadbeToM 2 TUIla.

VccrnenopaHue ABJIAETCSH OBOMHEIM  CJIEIHM 11O OTHOIEHUIO K
AKTUBHOMY JIEUEHUIK I[I0 CpaBHeHMIKD ¢ I1auedbo. [aHHEEe 06 o0LeMe
HMCCIJeIyeMOoTO JIEKAapCTBEHHOTO CpelcTBa (. e. 1o3a aKTMBHOTO
JIEKapCTBEHHOTO CpelCTBa, cocTaBagomas b5 wMxkr m 10 MK, WM
COOTBETCTBYKIETro Ianedo) He 3aMaCKMPOBAaHH.

llpoBOOMTCA 3 Mepuola JIeueHMA C TIpOoMexyTkoM B 1-7 1nHel, IIpu
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STOM  KaXIHM Inepron ImJjmMmTcd TOJIBKRKO OIOVMH I€HBb

HauaJIOM YTpOM BIIJIOTH

COOTBEeTCTBMM C

yoobcTee OJd DalueHTa Ieprmon MOXHO HaudaTb

IIOJIOBMHA OHS/Beuep)

KOTOPEE ITOJIKHEI

IIprmeMoM CTaHIapTHUM3IMOBaHHOI'O 3aBTpakKa

B IHOeHbp -1

OHITH

ITallMeHTEI

IJIA HOPOBeNeHMa BCex O0OCJIemoBaHMNM UM TeCTOB,

BEITIOJIHEHEL

I OJIXHEL

TeueHMe II0 MeHblle¥ Mepe 8 YacoB

HalMTKM 3a MWCKJnUYeHMeM BOJIEH)

IIprneMa IIMIIM B BMIOe 3aBTpakKa.

B xaxnom
IIOOKOXHOM
JIMKCUCeHaTnIa,

JIn

repuon

VMHBEKINN

COOTRBEeTCTBYIINUM

JIeUeHNnA

OOHOKPATHYIO

obweM I11aunedbo

repen

oCTaBaTeECAd B

ITallMeHTEI

0O Hadvajla BTOPOM IIOJIOBMHH

BO3SMOXHOCTAMM MCCJIegOoBaTeJIECKOI'O

o3y 5

IIpm STOM 5 MKT InpenmecTByeT YPOBHK OOS3EL

CTaHIOApTUSHMPOBAHHOTI'O HpO@HOPO IIprneMa IIWIIN .

[TouBomaTCH

pylmnax b5 MKD

(oBbweM 50 MrJ mam 100 MKJII)

Tabjuie 1.

JIMKCHMCeHaTrnoa,

MKT

B KauecTkBe KOHTPOJIA,

BBeIcHNMEM

(KMOKOM IIMIM) .

OynoyT

MKT',

(50 MKJI WM

JIMKCHMCeHaTrnoa,

(menr 1) C paHHMM
oHg. OODHaKoO B
IIeHTpPa

B IeHb -1

IMP wu

COCTOSHUM HaTomak
(He paspemaeTcsd NPUHMMATE €Oy U

OO CTaHIDapTU3UPOBAHHOTO MNIPOOHOTO

IoJIyJyaTh

NI 10

100 wMxJI),

6 TIOCJIeNOoBaTEeJIbHOCTENM C 3 IepuolaMy JIeueHUs B

10

Tabmuiza 1. Tpadbuk paHOgOMMBAlLIMM B MCCIEOYEeMOM IIOIIYJISILINK
(meTn/B3pocite)
NMocnegoBa—-| KoamuecTrBO JleueHne JleueHne JleueHne
TeJBbHOCTD NnaluyeHTOR B nepuon 1 B nepuoxn 2 B nepuon 3
NIMKCcHuMceHa T NIMKCcHuMceHa T [lnauebo
1 5 5 Mxr (50 MiII) 10 mxr (100 (100 mxJI)
T. . 5 emMHMI* MKJI) T. e. 10 7. e. 10 emguHMI*
e OMHMLL*
NIMKCcHuMceHa T NIMKCcHuMceHa T [lnauebo
5 Mxr (50 MiII) 10 mxr (100 (50 MKJI)
2 2
T. . 5 emMHMI* MKJI) T. e. 10 T. . 5 emMHMI*
e OMHMLL*
[lnauebo NIMKCcHuMceHa T NIMKCcHuMceHa T
3 2 (50 MKJI) 5 Mxkr (50 M) |10 mMxr (100 MkJI)
T. e. 5 emmHMI* T. e. 5 emguHuu |r. e. 10 emmHMI*
[lnauebo NIMKCcHuMceHa T NIMKCcHuMceHa T
4 2 (100 mxJI) 5 Mxkr (50 M) |10 mMxr (100 MkJI)
7. e. 10 eguuun” |r. e. 5 emmHMU*|Tr. e. 10 emmHMI™*
NIMKCcHuMceHa T [lnauebo NIMKCcHuMceHa T
5 2 5 Mxr (50 MiII) (50 MKJI) 10 mxr (100 mMxJI)
T. e. 5 emmHMI* T. e. 5 emguHMU*|T. e. 10 emmHMI*
NIMKCcHuMceHa T [lnauebo NIMKCcHuMceHa T
6 5 5 Mxr (50 MiII) (100 mxJI) 10 mxr (100 mMxJI)
T. e. 5 emmHMI* T. e. 10 T. e. 10 emmHML*
e OMHMLL*

n  pu

(BTOpPAA

repen

ITocjsie obBena

oyTeM

10 wmkr,

ranebo

Kak OIIMCaHO B
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* UpeJo eIMHUI, yKasaHo Ha ycTpolcTBe Opticlick®

6.1.1. CKPMHMHI'OBHM II€PUOI

B 1LeJIoOM CKPMHMHTOBHM IepMOO MOXHO HauMHaThL ¢ OHa -30 Do OHA
-2 Iepel HadaJloM Ilepuola JiedeHusa. OODHako 3abop o00pas3lLoB KPOBU B
JabopaTopuM OOJDKeH OHTH TIIpoBeleH ¢ 1»nHA -30 1»mo »OHA -25 1§54
IOJIyUYeHUs pPe3yJibTaToBR (T. €. B OTHOWEHUM aHTuUuTeJ K GAD M aHTuUTeld
k TA2) ko mgHoO 1.

CHauvaJla HDaluMeHTH C OuadeToM 2 THUIIa OPOXONOAT CKPUMHMHI C IHS
-30 mo n»nHA -2 (dpa3a CKPMHMHITAa), M Te, KTO COOTBETCTBYET BCEM
KPpUTepUaM BRJIOUeHMA, ABJATCA KaHOIMIaTaMM OJ4 OKOHUATEeJILHOTO
BHOOpPa B HOeHb 1 (M nmeHb -1) B MCCIeOOBaATEJILCKOM LieHTpe (daza
BKJIOUeHUA) . IlallMeHTH, [OOIJeXamMe BKJKOUEHMI B BTO MCCJeIOBaHUE,
npencTaBpJgnT cobom NaurMeHTOB C omadeToM 2 THUIIA,
IVMaTHOCTHUPOBAHHEIM B Mpenejax 10 MeHbIeM Mepe 1 Toma OIS B3POCJHX
¥ IO MeHblleM Mepe 3 MecdleBR IOJ8 HOeTCKOM MONyJALUM [Iepel MOMEHTOM
CKPMHMHTOBOTO BU3UTa, a TakXe I[IalMeHTORB, KOTOPHEe He TNoJydalu
JledueHUe IPOTUBOTUIEPTJIMKEMUUE CKUM MeOUIIMHCKUM IPOOYyKTOM,
OTJIMUHEIM OT MeTQOpPMMHA, IIpu cTabuiabHoM nosze (X10%) 0o MeHbIeW
Mepe 3a 4 HeleJdu OO paHioMM3aluuM (DeHb 1) (cM. pasmen 7.2).

[lepBHe IOKa3aTeJM YpoBHer HbAlc, ITJUIOKO3H B IJla3Me KPOBU U
C-menTuUma OOJDKHEL OBTL IIOJYUYEeHH 1JIA [IPOBePKM MallMeHTOB  Ha
COOTBETCTBME KPUTEPUSAM BKIIOUESHM.

[TallMeHTH, COOTBETCTBYKIME BCEeM KPUTepMAM BKJIOUeHUSI U He
VMeKMYe KPUTEPUMeR UCKIIUeHUd, [IPU3HAKRTCA HOOXOOAMYMM OJIA IIepuona
JledeHWs, HauuHaomerocs ¢ OHa 1.

6.1.2. [lepuon Je4YeHUS

Ipu yno6CcTeBe OJiA HNalUMEeHTOBR M B COOTBETCTBMM C BO3MOXHOCTAMU
MCCJIEeNOBaTEJIbCKOI'O LeHTpa I[IalMeHT MOXeT OBTH IIOMelleH B JiedeDHOoe
yupexneHrue BO BTOPOM IIOJIOBMHe IHSA WJIM BeUYepOM B IOeHb -1 BIJIOTH
0O HauaJjla BTOPOM IMOJIOBMHE IOHA B IeHb 1.

Ilocyie yXyHa B OeHb -1 B paMkKax KaXOooTo I[Iepuola JedeHUA
IDallMeHTH OOJIKHEI BO3IEPXKMBATLCA OT IIpMeMa MMM II0 MeHbIel Mepe 8
YyacoB (He paspemaeTcsd OIpMHMMATE eIy M HaOUTKM 3a MJCKIKUeHUEeM
BOOH) OO BBemeHMsa IMP B OeHb 1 B paMKax KaxOoT'o IIepuoma JieUeHUS.

B IOEeHb 1 Ineprnona JIeUeHNA 1 ITIallMeHT oymeT IIPOXOoINMThE
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obcrienoBaHMe OJIS OKOHUATEJIEHOTO BKIKNUEHMHA, WM MCXOIOHEE II0oKasaTeln
fes30oracHOCTM OYOYyT OLeHMBATL IIepell IIepBHM BbBeleHMeM IMP u 1o
CTAHOAPTUSVPOBAHHOTO MNPOOHOTO IIpMeMa UM B BHIOe 3aBTpaka.

B menr 1 B paMkKax KaXgoro nepmoma 1 TI[IauMeHTH OyOoyT
IPOMBBOJILHO pachpenejyleHH B OIOHY M3 ecTu IocJedoBaTeJIbHOCTeMN
JIeUeHUsa, COCTOAMMX W3 J3-IepUMOOHOTC IIepPeKpeCTHOT'O WMCCJeIOBaHMA,
pa3OejleHHOTO IepruomaMyM OTMEBKM II0 MeHbIle Mepe OT OIHOTO IHA IO
7 OoHeM MexIy KaxXIhM IIeprMoOIoM (CM. IOOpOBHOCTM B pas3neje 6.1.1).

B wmccienoBaTeJIbCKOM I1eHTpe OyIIeT Ha3HadueHO '""HezaBUCHUMOe
JUio" UCKJIOUUTEJIEHO NOJIS BBeleHMsa IMP c  LeJlbl T[IpeloTBpPalleHU S
paccierJieHrsa TPYINE KIMHUUECKOTO MCCJedOoBaHMA B XOIe IpoBeOeHUd
uccJenopanuga. OIDHAKO IOJIKHE OHTHL pPalpelleHB OeMCTBUA, KOTOpPHe He
IIoOBepPXeHH JIOOM cHucTeMaTUUecKoM omubKe, HaIpuMep, BBOI OaHHHBX B
bopMEI, 3aloJIHeHHbBe TPYINOM KIMHMUECKOTO MCCIeIOoBaHMA, IIpOoBepkKa
[IOJIOXEHUA BJIeKTponor nnd 3KI' u T. I.

OmHY OOHOKpaTHy®w SC »Oo3y CJelyKlero cpelcTBa OJAd JeueHusd
OynoyT BBOIMTEL B paMKaxX KaXOoT'o Iepuola JIeueHMHd:

. OOHY I0O3y 5 MKI JIMKCHMCeHaTHuIa (50 wMKJ, 5 engwuHMII,

yKas3aHHEX Ha Opticlick®);

e oIoHyYy po3y 10 MKI JMKcHMceHaTmMpma (100 w~rj, 10 enudwMii,

yKas3aHHEX Ha Opticlick®);

. 50 MKJ pacTBOpa ILaledo (5 enmuwmii, yKasaHHBEX  Ha
Opticlick®) wmmm 100 MKJI pacTBopa nJjauedto (10 emmHMIil, yYKa3aHHHX

Ha Opticlick®).

B pamkax KaxXOgor'o IIlepMola JeudueHud, IIpexae ueM IIOKMHYTH CRO
WM  MCCJemoBaTeJIbCKUM  LeHTP, Y  IIaluMeHTOB OynoyT oTIpenesifaiTh
npodmiib KOHIEHTpalUMM TJUINKO3E B ILJJa3Me KPOBM IO 8 MOMEHTAaM
BpEeMeHM, TNpodMJIE KOHIEHTpaluMM MHCYJMHa II0 / MOMEHTaM BpeMeHU,
YPOBHM C-IelTuia M ITJkKaroHa ¥ (apMakKOKMHeTMUeCKUNM OpoduiiL 1o 8
MOMeHTaM BpPeMeHM BILJIOTE IO 6,5 u. nocie BBeleHusa IMP, a Takxe
NPOBOOUTE OLIEHKM 0Oe30MaCHOCTH.

6.1.3. BuBUT OKOHUAHMSI MUCCJISIOOBAaHUSI

Bu3MT OKOHUYAHMSA MCCJeIOBaHMA IOJDKeH OBTEH 3allJlaHupOBaH Ha D2
- D7 nepmona 3.

UTo KacaeTcd [IpOoLenyphl, KOTOpOﬁ HYyXHO CJIeIOoBaTE B CJIydae
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OKOHUYATEJILHOT'O IpeKpaleHn s JleueHusa NCCIIeny eMEIM IPOIOYKTOM,
obpaTuUTeChk, IoXalylcTa, K pas3meiay 11.

6.2. NPOIOONMXUTEJIBHOCTE YUACTUSA B MCCIIEIOBAHUU

6.2.1. [NPOOONKUTENBLHOCTL YYaCTUS B MCCJIEOOBAHUM IJIS KaAXIOI'O
IalnmMeHTa

* [IpOOOJIKMTEJIBHOCTE CKPMHMHIa: oT 25 (3abop o00pas3loB KPOBU
IOJA TeCTHUPOBaHUA ayToaHTUTeJ) no 30 OHel.

* 3 Hnepmona JiedeHusa: ToJbkO oT 1 nmHA (1 OeHb JedeHMA) OO 2
IoHeM (ecJu HauMeHT OyHOeT IMIOCTYyIaThk B JIeHb —1) KaXIOHi.

*+ TlepMOO OTMHEBKMK MeXIYy KaXIbM [IepMOIOM: IIO MEeHBIeM Mepe OT
1 mHda mo 7 OHeH.

. OKOHUaHMe  MCCJeNOBaHuLg: 1-6 1mHeM 1IOCJIe IIOCJIEOHETO
BBelleHus no3el (D2 - D7 nociye nepuona 3) .

e (Ofmad NPONOJIKUTEJIEHOCTE MCCJIeOOoBaHMsa C MOMEeHTa CKPMHMHIA
0JId IauyeHTa: OT 4 OO MakKCHMMyM / HeIeJlb.

OoHako ydacTHe IallMeHTa MOXeT OBTh I[IPOLJIEHO B CcJlydae
npobyiem GeszomnmacHoCcTu (cM. pazpgen 10.3.3.1).

6.2.2. OmnpegnelyieHMe KOHIIa KIMHMYECKOI'O MCIHTAaHMS (OJIsT Bcex

IIalIMeHTOR)
KoHell KJIMHMUECKOTO MCIHIHTAaHMA OIpelelIdiT KaK IeHb, KoI'ga
[IoCJIe IHUN DalyeHT/IalMeHTKa 3aBepmaKnT CBOM [IoCJIe IHUN

3alJIaHUPOBAHHLM BUSUT 10 NPOTOKOJY.

6.3. UCCJIEDOBATEJILCKUE KOMUTE TH

6.3.1. KoMuTeT MO OLIEHKE aJUJIEPIMUYSCKUX PeaKLINMi

I[IOCKOJNBKY JMKCHUCEeHATUO IIpeldcTaBJigeT CcoOoM NenTul, KOTOPHMN
IIOTEHUIMAJIEHO MOXET BHS3HBATL aJIJIEpPIUMUEeCKMe peakluuu, OBJI CO3IaH
KommuTeT 1o OLleHKEe aJlJlepIrudeCcKmUx peaxuun (ARAC) . ARAC
npelcTaBJAgeT CoO0¥ KOMUTET BKCIepTOBR B 00JacTM allJIepToJIoTUH,
He3aBUCHMEIM OT CIOHCOPa M MCCIeIoBaTeJlel, OCYMeCTBJAKINY OLEeHKY
aJlIepTUUYeCcKUx  peaklUu¥ WM peakluum, IIONOOHEIX aJIJIepPIUUeCKMM,
KOTOPEE MOTY'T BCTpeuaTbCHAd B xome nccijenoBaHmsd. [TeJibn
OedTeJIbHOCTU ARAC aBjideTcd YCTaHOBJIIEHUE, He momnyckad
npoMenJjieHmsd, BCexX aJIJIepIMUeCKMX MM  BOSBMOXHEX  aJJIepIUueCKUX
aBJjienmit. ARAC ocCJIeIlJIeH B OTHOIEHUMM MCCJIeOYyeMOI'O BUIa JIeUeHUI.

VHorma MOTYyT HabJoIaTbCAd BPpEeMeHHHE peakluM B y4YacTKe

VMHBEKLINV, rMemyie Inprmpony PasopaxeHn4d, KOTOPEE He TPGGYIOT



59

BMellaTeJIbCTBa M MMelT COMHUTEeJIbHOE 3HadueHMe. DOTKM peaKUuM He
OOJIKHE CUMTATLCHA aJJIEPTMUeCKUMU peaKLMAaAMA.

[IpakKTUUeCKM BCE CUMITOME, IepeuMrcJieHHEe B "JOIOJHUTEJILHOM
bopme  mya  ajlepruueckux  peakumn"  CRF, nperncTaBiagoT  cobom
BO3MOXHEIE HexeJlaTe b HEe peaxumu, KOTOPEE MOTYT OLHITE

aJJIepTUUYECKYMM TI0 TIPpUPONe M MOTYT TpeBoBaTh pPacCMOTPEeHMS TIocie

MEOUIIMHCKOTO  MHEHUSd, UCKJIOYapmero  OpyTryon  S5TUOJIOTHUD, KpoMe
aJIepIun .
HexeJlaTeJbHEle ABJIEHUS, KOTOPHE MOTYT NpencTaBIATh

aJlJIepTUUYecKyl peakKlup (HalpuMep, TeHepallM30BaHHEM 3y, 3yI B
HOCY, IMIPUIyXJIOCTB B ydacCTKe WHBEKLUWM, I[IOKpaCHEeHMe, YypTHUKapHasd
CHIIL, [PUIIYXJIOCTE Iy0, IDJjas3, Jula, A3bKa, pPyK, HOD, ollylleHUe
KOMKa B TOpJle, TPYIOHOCTM IIpM IJIOTAHUM, OXPUILJIOCTE, W3MEeHEeHUE
BHICOTEL I'OJIOCA, HECIIOCODHOCTE I'OBOPUTEL, CTPUIOPO3HOE [HXaHUE,
COaBJIEHHOCTE B I'pyOM, CBUCTAllee HOHXaHWe W T. O.), CJenyer
paccMaTpmMBaTh Kak coofmaeMele Ha  OONOJHUTEJBLHOM  dopMe  mJs
aJlJIepTUUYeCcKUxX peaklui.

HexeJslaTeJIbHEHeEe ABJISHMS, KOTOPHE HABHO He MMeRT aJlJIepTUuecKou
OpUpOoLE  (HaopuMep, MeCTHHEe peakUMM B 2 ydacTKe MHBEeKUMM), He
cllenyeT PeruMcTPUMPOBATH Ha MOONOJIHUTEJILHOM dopMe OJIA aJllepTUUecKUX
peaxkuuii.

ARAC paccMaTpMBaeT coofMaeMele CJjiydau, a TakKKe OlpelesiaeT
OpUPONyY ABJIEHUYV, TMIOAOTBEPXOAET aJlIepTUMUeCcKyl IIPpUPOOY WM CTaBUT
aJlbTEePHATUBHEIM  IOIMarHO3 Ha  OCHOBaHMM  MHOOpMalMM, cooBmaeMon
nuccyenoparesieM. B NOOpOOHOM peIlJlaMeHTe OIMCaHH Npolenyph ARAC.

7. BHBEOP INIAIIMEHTOB

7.1. BAINJAHMPOBAHHOE KOJIMUECTBO I[MAIIMEHTOB

IeerHanuaTte (12) DaAaUMEeHTOB IeTCKOI'O Bo3pacTa M 12 B3POCJIEX
IauMeHTOR C JIuabeToM TNoOJexaT BKIIOUEHUIO MOJIA KOHEUHOM OlLIeHKU
bapMakOOVHAMUKHA .

7.2. KPUTEPUM BKIIIOUEHNUSA

[TauMeHTE, COOTBETCTBYKIME BCeM CJIeIyKRIVM KpUTepUaM, OyOoyT
paccMaTpMBaATLCSA IJIS BRJIKUEHUS B MUCCIeOOBaHUE.

IeMorpadmnueckme OaHHLE

I 01. CooTBeTCTBME BO3pPAaCTHEM TpeBoBaHMAM HJA IeTCKOU
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nonyJjadauum: or=210 Jger mo < 18 JleT, O MeHblel Mepe ¢ 3 HaluMeHTaMu
MeHee 15 JieT M He OoJiblle 3 HalyeHTaMy Bos3pacToM oT 16 mo 18 Jjer
(cM. Hxe B Tabjuile 2).

Tabmnuila 2. OnpenelyieHMe IIONTPVIII IS OeTCKOM IIOITYJISILINM

manasoH Bo3pacTa (JeT) KosmM4yecTBO NalUMeHTOE NeTCKOTO BO3pacTa
(n=12)
ImanasoH BospacTa oT = 10 mo < 15 or 3 mo 10
IManasoH BospacTa oT = 15 mo < 16 or 1 mo 8
ImanasoH BoszpacTa oT = 16 mo < 18 or 1 mo 3
COOTBETCTBME BO3PACTHHM TpeBoBaHMAM MOJ4 B3POCJHX: oT>18

no<65 jer.

I 02. BMI > 85-10 IHIpPOUeHTHUIIA @OJA BO3pacTa M IIoJa y HOeTeW,
Bec Tejla > 50 kr (mpuioxedue A); BMI or > 25 kr/m? po<37 kr/m?
0JIg B3POCJIEIX .

CocTosaHMe BIOPOBBLS

I 03. TlauMeHTH MYyXCKOTO M XEHCKOTO IIoJla C CaxapHBeM InadeToM
2  Tulla [0 onpenejeHno WHO (ypoBeHB IUIOKO3H B IJIa3Me KPOBU

HaTomak>7 MMOJIL/J (126 MI'/IJ) WMIM YPOBEHbL TJIOKO3H B IJla3Me KPOBU

yepes 2 uyaca Iocje nOpuemMa oumm=11,1 wMmoas/j (200 Mr/mia) ),
IVaTrHOCTUPOBAHHEM B Ipeleax [0 MeHblel Mepe 1 Toma OJIa B3POCIHX
M IO MeHblle¥ Mepe 3 MecsleB IOJ4 IOeTCKOM IMoNyJslMM BO BpeMd
CKPMHMHITOBOTO BU3UTa, KOTOPHEe IIPMHUMAIM MeTQOPMUH (CcTabuIIbHVYIO
no3y*x10% 1o MeHblel Mepe 2a 4 HeleJM OO PpaHIOMMB3AlNWMK) WIXM He
IpUHYMAJIMU eTo.

I 04. VYpoBeHt HbAlc or27% no<l0% B MOMEHT CKPMHMHIA.

I 05. VYpoeeHb C-IenTuna HaTollak B MOMEHT CKpMHMHIa > 0,6
HT/MJI.

I 06. OrpuUaTeJIbHHM pPel’3yJbLbTaT B TecTe Ha aHTuTelJa K
aCCoOUMMPOBAHHOMY C MHCYJMHOMOM Oenky (IA2) u ayToaHTUTeJla K
nexapdbokcuilazse ITJIYTaMMHOBOWM KMCJIOTH (GAD) .

I 07. MeHCTpyUPYKRIME XKEHNMHBE OOJIKHH MMEeTb OTpHUllaTeJIbHBM
pesyJbTaT TecTa Ha HaJludme OepeMeHHoCTM (OeTa-HCG B CHBOPOTKE
KpOBM) IJIA BKJKUEeHMA (cTanud TaHHepa=3) .

I 08. XeHmuHe, CHOCOOHHE K JIeTOPOXIeHMID (B TOM UMCIe
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OEBOUKM, BeOylMe aKTUBHYK I[IOJIOBYK KM3HBL), HOOJDKHE IIPUMEHATH
crioco® IOBOMHOM KOHTpallellMM Ha OPOTAXeHMM BCeT'0 MCcJemoBaHMs
COTJIACHO pPEelleHUK MCCIelOoBaTeNsa, 3a MCKIKUYEeHMEM CIydaeB, eClIM WM
OPOBOIMIIM CTepMIM3allMio I[IO MeHbIeM Mepe 3a 3 Mecdlla OO0 MOMeHTa
CKPMHMHI'a WJIM OHM HaxXOoOATCA B COCTOSHUM MeHOIay3H. I[IPUMHATEE
CIIOCOOEH OIBOWMHOM KOHTpallenluun BKJIOUAT [IPMMeHEHNE
BEICOKOROPEKTUBHOT'O criocoba npenyrpexneHmd DepeMeHHOCTHU
(BHYTPUMATOUHOE YCTPOMCTBO MJIM TOpMOHAallbHasg KOHTpalellusa) B
OOIOJIHEHME K OJHOMY W3 CJIelyllMx KOHTPAaALIelITHUBHHX cpencTe: (1)
npesepBaTUB; (2) OradparMa WM [MeeUHHlM/MaTOUHEI KOJIDaduok; (3)
criepmMuimn (CPMP/ICH/286/95, ¢ M3MeHeHUAMHM) .

[lpMedyaHMe: MeHOolay3y OINpPelelIdiT KaK I[IpebhHBaHMe B BOo3pacTe
BoJsiee 60 JeT mim oT 45 mo 60 JleT M HaJMuMe aMeHOPeM B TeueHMe II0
MeHbIIel Mepe 2 JleT C ypoBHeM FSH B mnjasme kpoBu > 30 ME/i.

HopMaTHMBHO-IIPaBOBOE PperyMpoBaHME

I 09 Bapocimm nalnmueHT IpenoCTaBJIgEeT IMCBEMEHHOE
MHOOPMMPOBaAHHOE CcoIJlacuMe OO IMIpoBeleHMA KakKoM-Jubo MOpolledypH,
CBA3aHHOM C UCcJedoBaHUEM, a HEeCOBEpPIMEeHOJEeTHUX OoDeClleunuBaKnT
bopmon VHQOPMMPOBAHHOTO corJlacus, KOTOPYK OOV CHEBAET

pOHMTeﬂb(pOHMTeHM) HaHMeHTa/SaKOHHHﬁ InpencraBmTeJib . Kpome TOT'O,

nx obecrieumpanT bopmon corJiacus, KOTOPY [IOONNUCHBAET
HeCOBepIeHHOJIe THUM nauMreHT, MM bopmon VHQOPMMPOBAHHOTO
corJlacus, KOTOPY OOV CHEBAET COBEPIMEeHHOJIe THUM MM 3peJIbi

HeCOBEPMEeHHOJIETHUY (OoNpellellIfeTCad MEeCTHHM 3aKOHOIAaTeJIECTBOM) .

I 10 TlokpHBaeTCda CUCTeMOV MeIMLIMHCKOTO CTpaxXoBaHUdg, I'Ie 5TO
IPUMEHMMO, W/MIM B COOTBETCTBMM C PEeKOMEHIOALMAMM OeMCTBYIETO
HalMOHAJBHOTO 3aKOHOHOaTeJBCTRBa, KacalmleTrocd MelIWKO-0OMOJIOTUUECKUX
VCCIIenoBaHuM (Ipy  HeoOXOOMMOCTU ajanTupyeTrca K  KOHKPETHBEM
cCTpaHaM) .

I 11 He KOHTPOJUPYETCHA HMKAKUMM AIMMHUCTPATHMBHEIMU  MJIU
DPUINUECKUMM CTPYKTYPaMM.

7.3 KPUTEPUM MCKIIIOYEHUA

7.3.1 Kpurepumn UCKJIIOUEHUS , CBSBaHHHE c MeTOOoJIOTMEN
HCCIIeOBaHUS
E 01. o4 KEeHIMH, DepeMeHHOCTh (onpenmeJsieHHad rio

IIOJIOXMTEJIEHOMY pe3yJIBETaTy aHaJlM3a MOUNM Ha HaJlidle GepeMeHHOCTM),
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KOPMIIEHVE TPYIOLIO.

E 02. ImabeT, OTJIMUHHM OT OMuabeTa 2 TUIlA.

E 03. MeradojmMueckMM aluMios3 B aHaMHese, B TOM UMCJIe
nradeTMdecKUM KeToalMOo3 B IOpelejax 1 I'oga OO0 CKPUMHUHTA.

E 04. TemorjofbuHONaATUA WMJIM TeMOJIMTHUUYECKAS aHeMMUA.

E 05. NudpapkT MMroKapna, MHCYJILT VI cepneuHas
HENOCTATOUHOCTL, TpebyKmaa TIoCIMTalM3allMM, B aHaMHe3e B IIpenejax
6 MecHdlIeB IO MOMEeHTa CKPUHMUHIA, I[IPUCYTCTBME B aHaMHe3e WK
HaJmuue KJIMHUYECKU 3HaAUMMOM oradteTndecKom peTMHOIIa TN,
IPpUCYTCTBME B aHaMHe3e WIM HaJuuMe MakKyJSapHOTO oOTeKa, KOTOPHM,

BEPOATHO, noTpedbyeT JIa3epPHOTI'O JIeUeHNnA B Inpenoejiax Ineprnona

MccJjlegoBaHMA.
E 06. CepoeuHO-COCYyIOIUCTOE, IIeUYeHOUYHOE, HeBpPOJIOTMUECKOE,
SHIOKPMHHOE 3aboJjieraHue, aKTMBHO pacTymaAa 3JIOKaUYeCTBeHHa#Ad

OIIyXOJIb WM »Opyroe 3abojleBaHMe OCHOBHOM CHCTeMH OpITaHM3Ma, WK
nalyMeHTE c KOPOTKOM OXMIaeMOM NIPOOOJIXUTENEHOCTEI KM3HU,
oBecneurpBaniyMe TPYIHOCTM BEHIIOJIHEHMA IIPOTOKOJIa WM MHTEepIpeTalun
pPesvyJILTaTOB MCCJeOOoBaHMA (IIalMeHTH, WMEKIMEe HOPMAJBHYKD QYHKIINWO
IMTOBUIHOM  XeJle3H, KOTOPHE I[OJy4YanT BaMeCTUTEJIBHYD Tepaluo,
ByoyT BKJIOUEHH B CJydae CTabuJIbHOV HO3UPOBKM THUPOKCHMHA B TeueHUe
10 MeHbIlel Mepe Tpex MecslleB OO0 CKPMHMHIOBOI'O BM3UTA) .

E 07. IOga B3pOCJEHX, HEeKOHTpoJMUpyeMasd MJIM He B IOCTaTOUHOM
CTEIEeHNU KOHTPROJMPYEeMa S TUIIEPTEHRUSA B MOMEHT CKPVMHMHT & c
CUCTOJIMYECKMM WJIM IMACTOJIMUECKMM KPOBSHBEIM HOABJIEHMEM B COCTOSHUMU
nokosg >160 MM pT. CT. MIM > 95 MM pT. CT. COOTBETCTBEHHO.

E 08. IOnga meTel, OTKJOHAKIMECS OT HOPME YPOBHU KPOBSHOTO
oaBJIeHWSd, foJybmue VI PaBHHE 90-my MIPOLIEeHTUIID,
CKOPPEeKTUPOBAHHOMY IIO IIPOLEHTWJI® -OJIS Bo3pacTa, IIojJla M pocTa
(mpuynoxeHne B) .

E 09. TIoJIOXUTEeJILHEM pe3yJbTaT B TecTe Ha acCCOUMMPOBAHHHM C
MHCYJIMHOMOM HeJIok (IA2) u ayToaHTHUTeJla K ODexkapbokcuiase
TJIYTAMMHOBOM KMCJIOTH (GAD) .

E 10. JoOee KIMHMYECKM 3HAUMMEE OTKJIOHEHMS OT HOPMHE B
nokaszaTresyiax (U3MKAJILHOTO O0o0cjJeloBaHMA, JabopaTOopHHX TeCTOBR WU
moxKasaTeyax XWU3HeHHO BaXHBX OQYHKLIMM B MOMEHT CKPMHMHIA, KOTOpPLHE

I10 MHEeHMNIO mcciiegopaTeJlAa I JIIOOOTO comrcciienoBaTeJId OynoyT
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IpendaTCTBOBATE Oe30MaCHOMY 3aBepIeHMI MCCIeNOBaHMAd.

E 11. TlonydyeHMe TPOOYKTOB M3 KPOBM MWMIM IIJIa3MEH KPOBM B
TedyeHMEe 3 MeCHdlleB IO MOMEHTa CKPUMHMHIA.

E 12. Pabora wucclemoBaTeJIeM WM JKOOEM COMCCJeIOBaTeJIEM,
bapmMalleBTOM, KOOPIMHaATOPOM  MCCJIeOOBaHUA, IPYTVMM  COTPYIHMKOM
mrara MCCJIeOOBaHUA WK CBA3aHHEM C  HMMWH, HEIIOCPeICTBEHHO
YU4aCTBYKIMM B BHIIOJIHEHMM [IPOTOKOJIA.

E 13. [TaumeHTH, KOTOPHX MCccyenopaTesb VI Jodon
COMCCJIENOBATEJE CUMTAEeT HENPUI'OIOHEIMM IJIS 2TOTO MCCIeIOBaHMA II0
KakoM-Jubo IpUUMHE (HanpuMep, HEBO3MOXHOCTE COOTBETCTBUSA
CrielrallbHEM TpeOOBaHUAM nIpoTOoKOoJa, TaKMM KakK [IOCENEHNE
3allJIaHMPOBAHHEX BUBUTORB, HECIOCOOHOCTE OCYMECTBJIATE CaMOWHBEKIUN
M T. O.)

E 14. [lpMeHeHMEe  OPYI'MX  IIepOpPaJIbHEIX MM  MHBEKIMOHHEX
IIPOTURBOIMAOETUUECKUX WM TUMNOTJINKEMUUYECKMX CPEeICTB, OTJMUYHEX OT
MeThOopMMHA (HalpuMep, WHIMOMTOpa aJbda-TJIKO3UIOa3E, 3KCeHaTuna,
mHruburopos DPP-IV, wMHCYyJMHa M T. HO.), B TedeHMe 3 MeCHALEB IO
MOMeHTa CKPMHUMHTA.

E 15. IlpMMeHeHMe CHUCTEMHHEX TIJIKKOKOPTUKOMIOB (3a MCKIJIKNUeHUEM
bopM OJIA MEeCTHOTO IIPMMEeHeHUS WJIM MHTaJlduuKM) B TeueHue OOHOM
Henenu wiam ©OoJiee B Ipemejylax 3 MeCcHdlleB OO MOMEHTa CKPMHMHTA.

E 16. IOna zneTel, uW3BeCTHasa aJlJlepTMa Ha MeCTHHe aHeCTeTHKU
(HanpyMep, Emla®, xpem Elamax®, sTuiaxjopwun) .

E 17. BepoATHOCTE HeOOXOIVMMOCTM OCYIIECTBJIEHMA JIeUeHMSA B
xone (Qasel CKPMHMHITa ¥ (Qase  JIeUeHMS C I[IOMOmMBI JIeKapCTBEHHHX
CPeICTB, He IOOIIyCKaeMHX IIPOTOKOJIOM KIMHMUYECKOT'O MCCJIEOOBaHWUA.

E 18. [MpuMeHeHV e JIOOTO MCCJIenyeMoT o JIeKapCTBEHHOTO
CpelCTBa B TeUeHMe 3 MeCHdlleB OO CKPMHMHTA.

7.3.2 KpuTepmmn MCKIIIOUEHMSI, CBSIBaHHEHE C COBpPEeMeHHHM YPOBHEM
BHaAHMII O JIMKCHUCeHaTune u/mnm MeTdopMmHE

KpuTepnn MCKIIIOUEHMSI, CBSISAaHHHE C JIMKCUCEHATHUIOM

E 19. KIMHMUECKM B3HAUMMHM CJjydall 3afojieBaHMdad XeJIYIOOUHO-
KUIIeYHOTO TpakKTa, acCCOLUMMPOBAHHOTO C IMIPOOOJIXKMTEJILHOM TONMHOTOW M
pBOTOM, BKJIOUA 4 tes OTpPaHNYEHU A racTpornapes u

racTponssodpareasibHOE pedJoKCcHOe 3aboJgieBaHMe, TpedyKllee
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MeOMUMHCKOTO JIeueHUsd, B lpenejiax 6 MecdleB IO MOMEHTa CKPMHUHIA.

E 20. Jlboe mnpenmecTByKllee JIeUEHME JIMKCUCEHATUIOM.

E 21. Annmepruueckasd peakKlusa Ha Jwobou aroHucT GLP-1 B
[IPOLJIOM (HAaIpUMep, DKCEeHaTUI, JMPpalJlyTuI) WJIM Ha MeTaKpes30Jl.

E 22. [laukpeaTUT HeM3BeCTHOU BTUOJIOTUN, XPOHUYUECKUN
[IaHKpeaTuT, [IaHKpeaT®>KTOMUSI, XypypIMdecKoe  BMeWlaTeJILCTBO  Ha
XeJynoke/B o0OJacTM XeJlyIKa, BOCHalIMTeJIbHHEe 3af0oJieBaHMUsa KUIEeUHUKA
B aHaMHe3se.

E 23. Caoydau MeOyJIJISPHOTO paka MUTOBUIOHOM Xeje3w (MTC) wuiau
TeHeTHUeCKMX COCTOSHMM, KOTOPHE IIpelpacnojarainT k MTC (HanopuMmep,
CUHIOPOMEL MHOXECTBEHHOM SHIOKPMHHOM HeollJla3uu), B JIMUHOM WU
CcCeMeVHOM aHaMHe3se.

E 24. Vs3BecTHas B aHaMHe3e HapKOTHMUecKasd WM aJIKOI'OJIbHAad
3aBUCHMMOCTE B IIpelejlaXx 6 MecslebB OO MOMeHTa CKPMHUHITA.

E 25, Pe3yJabTaTH JabDOpaTOPHHX  MCCJeIOBaHMM B MOMEHT
CKPMHMHIA :

* Y B3POCJIEIX

- VYporeHb ALT, OpeBHNapmMii B > 3 pasa BepxXHO IpPaHuIly
HOPMAaJIBHOTO JIafopaTopHOI'O Oualla3oHa.

- VYpOBeHL O0OO0mero OUIMpyOMHa, OpeBwmakmuit B > 1,5 pas
BEePXHKD TpaHully HOPMAaJIBHOT'O J1afopaTopHOTO oMrarnasoHa (3a
MCKJIOUEeHMEeM CJlydasa cuHopoMa XwuibOepa) .

- YpoBeHbL TeMoTJiOOMHa < 11 1T/mJ, U/WUIVM YPOBEHbL HEeUTPOOUIIOB
< 1500/mMM3, m/miam ypoBeHBb TpoMOGoumToB < 100000/Mm3.

* YV merTeM

- [IpeBrIICeHUE B aHaJnzax KPOBM  IIOYUEUHEIX nokasaTeJsien
(CEIBOPOTOUHEIM KpeaTVHWH > 1,0 MI'/ 0J1) u/nnm MIeYeHOUHEIX
nokasareyenn (ALT, AST wu/wm Ounupy®bwH) B > 2 pa3a BepxHen
IpaHMUE HOpMEL (ULN) B COOTBeTCTBUM C BO3PaCTOM.

- YpoBeHbL TeMoTJiOOMHa < 11 1T/mJ, U/WUIVM YPOBEHbL HEeUTPOOUIIOB
< 1500/mMM3, m/miam ypoBeHBb TpoMOGoumToB < 100000/Mm3.

* YV B3pOCJHX/OeTemn

- YpoBeHb KaJblUMTOUMHa>20 nr/mi.

- VYpoBeHL amMuJask  W/WMIM  JIMIIA3H, I[IpEeBRHMalmMii B 3 pasa

BEPXHKK TI'PaHUILY .
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- TIOJIOXUTEJILHEM pesyJbTaT B JOOM M3 CJIeIyIMx TeCcTOB:
IIOBEPXHOCTHM aHTUTeH Bupyca Tenatura B (HBs Ag), aHTUTeJla K
BUPYCY rernaTmTa C (aHTHTEJIa K HCV), a”HTuTeJla K BUpyCaM
VMMYHOIOedUIIMTa 4YeJioBeka 1 m 2 (Ab x HIV1I m HIV2).

E 26. lojmoxuTelbHada npoba Ha aJIKOTOJb.

Kpurepnn uHCKIIOUEHMSI, CBsIBaHHHe ¢ O(oHOBOM Tepamnmuen (T. e.
MeTdopMMEHOM)

E 27. llodueuHasd HeIOOCTATOUHOCTHL Y B3POCIHX, OIpeneJieHHasd C
KJIMPEHCOM KpeaTuHMHa < 60 MI/MMH. C MCIOJbL30BaHMEM (QOPMYJIH
Kokpodra-T'osra (cM. npuioxeHue C) .

[TanveHT He MOXeT OHTHL BKJIOUEeH B OaHHOe MCCJeldoBaHMe 6OoJiee
OOHOTO pasza (T. e. PaHIOMM3VPOBAaH IOBaXIEH) .

8. BUIH JIEUEHUSA

8.1. PAIIMOH U SUBUUYECKUE VYIIPAXHEHNA

Obpas KU 3HU " Tepanmo nyTeMm V3MeHEeHM pauroHa,
NpeOyCcCMOTPEeHHEe OO MOMeHTa CKPUMHMHTAa, CJelyeT IIpOomoJjpkaThk BO
BpeMsa MCCJeNOBaHMA AaHaJIOTMUHBEM o0pasoM. KOHCYJIbLTALUM TI[I0 PeXUMY
nuTaHmuga ¥ obpasy XKM3HUM OOJDKHBE [IPeIOCTaBJIATBCA CepTHUOMIMPOBAaHHEM
OMeTOoJIOTOM WM JIPYTI'MM KBaJlIMOUIIMPOBAHHBM CIEUMAaJIMCTOM II0 IIUTaHUD
(HanpuMep, SKCIepT B 2 objacTtM 1uabera ™M T. o.) W OOJIXHEL
COOTBETCTEOBATH pexoMeHIalumaMm MeXIYHapOIoHOTO WU MeCTHOTO
PYKOBOOCTBAa (B OTHOmMEHMM paclpelellIeHMsa KaJlopuM Mexnoy yIJleBoIaMu,
BeJlkaMM U XUpaMM, OQOM3UUEeCKUX YIpaXHeHMM M T. O.) IOJS [DallMeHTOBR C
omadeToM 2 TUIIA.

B kaxOel M3 3 [IepMOIOB JieUueHMSA B3POCJHE IIallMeHTH UM MallMeHTEH
OeTCKOTO BO3pacTa MNOIJIOMATE IIMIY B paMkKax CTaHIapTU3UMPOBaHOT'O
NpoBHOTO IIpMeMa UMM dYepe3 30 MMH. IIOCJe BBeneHmsda IMP OJsa OLeHKHU
YPOBHA TUIKKOSZH HATOIAK M [IOCJe IpreMa IUIu.

Hiisa B3POCJIEIX U oeTen InIprneM IIMIM B BMIOIEe CTaHIOAPTUSHMPOBAHHOTI'O

3aBTpaKa IMpencTaBJsgeT cobor HamuTok obwemoM 400 mMiu (Ensure Plus®

Drink, Abbott) . O comepxuT 600 Kkagx wm cocTtouT w3 53,8%
YIJIEBOLOB, 16,7% OGenxkoB mu 29,5% xupoOB (cM. NOOPOBHOCTU B

npuiioxeHun D) .
CoCcTaR M KOJIMUECTBO CTaHIapTUM3UPOBAHHOIT'O IIpHeMa MM TOJDKHEL

OBITE MIOEHTUUHEIMM B PaMKaxX RKaXooIr'o Ileplrola JIeUeHMA.
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CTaHOAPTU3UPOBAHHEI [IPpMeM IIUIM IJId BCexX B3POCJEIX I[IallMeHTOB
M IIallMeHTOB JeTCKOT'0 BO3pacTa OOJIKeH OCYMeCcTBJATLCI B TeueHMue
15-MMHYTHOTO IIepuona.

8.2 WCCJIEOYEMBI MEIULMHCKUA NPOIYKT

8.2.1 JnkcuceHaTnn/mnnailebo

* OQapMmalleBTHUecKas ©¢opMa JMKCHCeHaTHIa: CTEePWJILHHM BOIHLM
pacTBOp IOJIA IIOOKOXHOM (S.C.) MHBEKIMM B CTeKJISHHOM KapTpUIXe Ha
3 ™, comepxamui 300 MKI aKTMBHOTO MHI'penmeHTa (T. e. 100
MKT/MJI), TJIMIEPUH, TPUITHIpAT alleTaTa HaTpud, MEeTUMOHMH, MeTa-
KpesoJ, HCl/NaOH u BOOY OJIS MHLEKIIMIA.

*+ JlekapCTBEeHHOE CPeOCTBO-KOHTPOJL: COOTBEeTCTBRyKMee ILjJalebdo,
BOIOHHM pPacTBOP OJIA MNOOKOXHOM MHBLEKIIUM.

e [IyTe U CHOCOD BBeIeHMA: INOIOKOXHAAd MHBEKLMA C IIPVMMEHEHVEM

MHBEKIVMOHHOTO YCTPOMCTBa THUIa mIpuil-pydyka (OptiClik®). HHBerImio
JUKCHCeHaTUOa OyHOeT BHIIOJHATE CIeUMalucCT, MMeKmMUM ONHT B S.C., B
KJIMHMUUYECKOM oTIHneJIeHUM . BreneHue oyoeT TJIYOOKMM S.C., c
yepenoBaHMeM JIEBOWM U TIpaBo¥ IIepelHeBOKOBEX ¥ JIeBOWM U TIIpaBou
3anHeBOKOBEIX YacTel OpKmMHOM CTeHKM. B IIpelejlaXx IOaHHEX oB0JacTeln
MeCTOIIOJIOXKEHME CJledyeT M3MEeHATH (UuepenmoBaTh) KaXIHM pPa3 BO
nzbexaHre KOXHOWM peaKUMM B YUYaCTKe MHBEKLUN.

. Joza MCCJIenyeMoT o MeIMLUMHCKOT'O OponykKTa (IMP)
JUKCHUCeHaTuna, paccuMTaHHas Ha ONOHO BBeleHMe: OOHa MHBEKLUA
YTPOM B IOeHb 1 KaXIDoI'o Ileprona.

* BpeMeHHEEe paMKM: JMKCHUCeHaTun OyOyT BBOOUTE oOkoJio 07:30
yTpa B COCTOSAHMM HaTOoWlak (3aBTpak OyIOyT IIPMHMMATE 4Yepe3s 30 MUHYT
IocJie MHBEKUUM) .

e JIJI4 TOUHOI'O BBeIeHMA IOO3E O0BeMa JIMKCHUMCeHaTuma M Ijlalebo
mrpuil-pydka OptiClik® poirkHa OBTEL OTpPeTryJIMpOBaHa [0 eOVHUIIAM,
Kak onmMcaHo B Tabjauue 1.

* IMP JsmMrcHceHaTH OyIOeT NPeIOoCTaBJATLCHA CIOHCOPOM.

8.2.2. OmmMcaHMe MHBEKLIMOHHOT'O ycTpoicTBa OptiClik®

VHBEeKUIMOHHOE YCTPOMCTBO THIIa mOpuil-pyuka (OptiClik®) C
urjgaMu Optifine 8TM (8 ™M x31G) oT Ypsomed MOpedoCTaBJIARTCA
KaxIaoMy  MCCJIeNOoBaTeNlbCKOMY  LeHTPY  IOJIS  BHIIOJIHEHMSA  MHBeKUUN

JIMKCUCeHaTHIa WM COOTBETCTBYKIETOC eMy Iujallebo, IIpm STOM OHM



6’/

CcrienualibHO IPOMapKMPOBAaHE s IpUMeHeHV A B nccJenoBaHum
("mmxcrcenaTun’”) B COOTBETCTBUM C I[PUMEHMMHIMM  HOPMAaTHUBHEMHA
TpeBoBaHMaAMM . lIpoliellypa SKCIUIyaTallMy WHBEKIMOHHOTO YCTPOMCTEBRA

TUIIa MIPUI-PYYKa M MeTOoIMKa BBeIeHUA JIMKCUCeHaTUIOa IIPUBEOEHE B
KOHKPETHOM PYKOBOICTBE.

O npobieMax, CBA3aHHBX C YCTPOMCTBOM TMIIa MOPUI-PyYKa WU
KapTpuoxaMt (HEeUCIPaBHOCTH), HeOoOXOOMMO CoofWaThk CIOHCOPY WK
IIOCTABIMKY IIOCPeICTBOM IIpPOolelyphl, M3JIOXeHHOWM B OdopMe XaJjobOw Ha
KaueCcTBO JIEKAPCTBEHHOTIO Cpencrea (PTC), KoTopad OolMcaHa B
OTHEeJIbHOM PYKOBOLNCTBE.

8.2.3. T'paduk BBeIgeHUS OOS3

B COOTBETCTBUU co cxeMom paHIoMM3alun (paznen 6.1)
nopenrojlaraercs, 4YTO -HO3Yy JIMKCUCEeHaTHIa, PacCUMTaHHYH Ha OIOHY
MHEBEKIMD, WM o00BeM Ijaledo (meHb 1) OyaoyT BBOIOMTEL 2a 30 MMH.IO

3aBTpakKa, ¥ -OJd TOYHOTI'O BBeJeHMHA 03 BBeleHMe OyIyT OCYMEeCTBJIIATH
COTJIACHO eIMHMIIaM mrpuia-pyuky OptiClik® cruemyomuMm oBpas3oM:

* 5 MKT JMKCUceHaTuma=05 enOuHMIl, YyKasaHHBX Ha OptiClik® (=
50 MKI) ;

* 10 MKI JMKCHUCeHaTuma=10 eIMHMI], YKasSaHHHX Ha OptiClik® (=

100 wmxJI) ;

. 50 MKJ (0,05 wI) 1anedo=05 eIMHMLI, YKasz3aHHEX  Ha
OptiClik®;

. 100 wMKJ (0,10 1) wiannedo=10 eIMHUII, YKaszaHHEIX Ha
OptiClik®.

8.3. HEMCCIEIYEMBIE MEIMIMHCKHWE [NPOOYKTEI
DonycrtmMas doHoOBasag Tepammsa (T. €. TOJbBKO MeTOOPMMH) He
paccMaTpMBaeTCd B KaueCTBE HEeMCCJeOyeMoTOo MeIUIIMHCKOTO MIPOIYyKTa.

8.4. OIMCAHME CIIOCOEOB OCIJEIJEHUA

Vccieny eMeli IPOOYKT JVMKCUCeHATUD u mianefo HeJIb 34
PARJIMYNTE .

HasHaueHMe JIeUueHUS (B meHbp 1 Kaxgoro IIepuona) ByoyT
IPOBOOUTE I BOMHEIM CJIeIIBIM MEeTOIOM " B COOTBETCTBUM c
PAHIOMM3AILMOHHEM CIIMCKOM. Konmw nJg BUIa JleueHus By noyT

IpUMCBaMBaTL B COOTBETCTBMM C HOpolenypor Sanofi-Aventis.

B mejidx OoCJIellJIeHA BBeIIcHNME B mccilegopaTeJIECKOM LHOEeHTpPe
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JIMKCHUCeHaTHIa WM COOTBETCTBYIEIO eMy Iujallebo, CJIeooBaTeJIBEHO,
OymeT IIpOoBOIONMTE He3aBUMCHMMOe JIMIIO, KOTOpOe He ABJIAeTCA UWIIEHOM

TPYIHIE KIMHUUECKOID'O MCcJenoBaHuAa B CRO MM  MCCIIeOOBaTeJIbCKOM

leHTpe. D210 "HeocyemeHHoe” JIMIIO < He  IOOJIKHO —YUacTBOBATL B
OeViCTBUAX, KOTOPpHEe MOTYT IIPUBECTM K CHUCTeMaTUMUYeCKMUM OommbKaM B
pe3yJjbTaTe OCBEOOMJIEHHOCTM O Ha3HA4YeHHOM JedeHMM (HalpuMmep, B
olueHkax AE, IOCTyIl K HOaHHBEM QapMaKoOMHaMUKK) . OOHAKO IOOJIXHEL OHTH
paspeneHH IeVMCTBUA, KOTOPHE He MNOOBEPXeHH JIOOM CUCTeMaTHUUeCKOoM
omnbKe, HalpuMep, 3abop o00pas3loB KPOBM, perucTpalMsa IIoKazaTeJen
XMBHEHHO BaXHHIX OQyHKUMM, OKI' M T. 1.

B MIIPULEI-PYUYKHU OptiClik® OyoyT IIOMelaThb KapTpUIOIXHA,
comepxamme JUOO JMKCHUCEeHATHUD, JHMUbOo I[jauebo, B UCCIeIOBaTeJIbCKOM
LeHTpe. KpoMe TOTrO, JMKCUCEHATUI WM COOTBETCTBYHIee eMy ILjaueo
OyOoyT BBOIOMTE B pPasHHX OO3axX, UYTO ABJIAETCA TakKXe IPUUMHOM pPasHEBIX

06reMoB. O0O0BEeM, KOTOPHM HeOOXOIMMO BBEeCTM MHBEKIMEeM (CM. paslel
8.2.3), noirxkeH OBITHL OTPETYJIVMPOBAH Ha mnpui-pyuke OptiClik®, u oH
nsBecTen "HeocJsemnsieHHOMY” JIMLY, ~OTBETCTBEHHOMY 3a BHIIOJIHEHME

uHbvekuuy. "HeocjyenjeHHoe” JMilo, OTBETCTBEHHOEe 3a BBeleHMe, OyIeT
PeryiIuMpoBRaTk 00BEeM, KOTOPHM HYXHO BBECTM MWHBEKLUMEeN, Ha IpuUll-
pyuke OptiClik® HemocpeICTBEHHO Iepell OCYmEeCTBJIEHVWEM MHBEKIIUN.

MpencraBuTenn ARAC OyIoyT pacCMaTpMBaATLE M BHHOCUTL pPeEIleHMEe B
OTHOIEeHUN aJIIIepIUUeCcKmUx peaxuun NN peaxuu, IIONOOHEIX
AJIJIEPTUUECKMM, CJIENBEM CIIOCOOOM.

ObpasuH, coOpaHHEE Ha NIPOTAKEHUN [IEePUOLOOB JleueHusAa
JIMKCUCEeHaTUIOM, OyoyT aHaJIM3UPOBATE TOJIEKO B OTHOIEeHUN
KOHIeHTpaluM B ILJla3Me KpoBM. llonToMy OMOaHaJIMTHUK (OMOaHalIMTUKUM) B
Sanofi-Aventis, OTBEeTCTBEHHEE 3a oIpenesieHMe KOHILIeHTpaluun
JUKCHUCeHATHIa B IJla3Me KpOoBM, OyIOyT HEOCJEIJIEHE B OTHOWEHUM KOLa
paHooMM3alMM. PesyJbTaTe 5STUX OLEHOK He 0OyIOyT IIPemoCTabBJIATLCH
InepcoHaly, yuacTRyKleMy B nccJenoBaHmu, IIoka nponojrkaeTcA
uccyegoBaHue, 3a MCKJIIOUeHMEeM CIIYyUaeR HEOTJIOXHEIX npotdieMm
0es30IIacCHOCTH.

8.5. CIIOCOB PACIIPEIEJIEHUA TNALIMEHTOB B T'PYIIIY JIEUEHUS

[Tpm CKPUHMHI'OBOM BUBUTE npoluenypy IPUCBOEHUA HoMepa

rnalmMeHTa OyIOyT HaudMHaThE TOJIBKO IIOCJe InpenocCTaBJIeHMA IIMCEMEHHOTI'O
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VHQOPMMPOBAHHOTO corJlacusda  B3POCJHMM  [allMeHTaMu, o nJiexamyMmy
BKJIIOUEHVID, WJIM [IpelocTaBJIeHMd (QOPMH MHQOPMMPOBAHHOT'O COIJIacu4d,
IOONMCaHHOM OIOHVM ns3 poouTeJien (06ouMM POOUTEJIAMM )
nalureHTa/ 3aKOHHEM npeIcTaBUTEJIEM nalnmueHTa, rnonJjiexarnero
BKJIOUEHVID, a TakXe TIIpeloCcTaBJIeHMS OQOPME COIJlacud WJIM  (QOPMH
VHQOPMMPOBAHHOTO corJlacus, IOONMCaHHOM nalumMeHTOM OEeTCKOTO
BospacTa (CM. KpuTepul BrJoUeHMs 109).

BaTeM McCcCIenoBaTeJlb WM CIelMaljiMCT LOOJIXHEL cB4g3aTbcd ¢ IXRS
M TIPelOCTaBUTL OIPelel]IEHHYIK MHQOPMallMi B CHUCTeMy (HaIpUMEep, IaTy
POXOEeHMS/BO3pacT HallMeHTa, I[oJiyyuaJl JM OH(oHa) GQOHOBYHD TepallMo
[epopaJib HEIMU VI VHBEKIIVOHHEMN NIpoTUEROIMAOE TUUYE CKUMA
JIeKAapCTBEHHEMU CPeNCTBaMM, OTJIMUHEIMM OT MeThopMMHA: Ja/HeT...).
VHTepakKTMBHasa cCcuUcTeMa, oO0OecleuMBapmasd HJOCTyIl IIYTEeM T'OJIOCOBOTO
OTBeTa WM Uepe3s UHTEPHET (IXRS) oBecrneunT, UTO BKJIKUEeHME B
VCCJelIOoBaHue neTen yneT KOHTPOJMPOBATECHA c TOUKM 3peHus
0043aTeJIbLHOCTHY IIPUBJIEUEHMS IO MeHbllel Mepe 3 IHalMeHTOB IOeTCKOTO
BospacTa oT 10 mo 15 JseT, 0o MeHbmel Mepe 1 aluMeHTa OeTCKOTO
Bo3pacrta oT 15 gmo 16 Jer m He ©OoJee 3 IallMEHTOB JIETCKOTIO
BO3pacTa BoJjiee 16 JieT (KpuUTepuM BKJmoueHms I 01).

EciiM KpUTepUM OTBEeUalT BHIEMIJIOXEHHOMY YTBepXIeHUIO, IXRS
fyIoeT Ha3HadvaThk Has3HadaeMoI'o II0 BO3pacTaHWK HOMepa IallMeHTa B
COOTBETCTBUU c XPOHOJIOTUUECKUM MIOPANKOM BKJIIOUEHN A . Homep
nanuveHTa OyIeT IOpPedcTaBJATL coboM 9-palpalHHM HOMep IalMeHTa,
00pas30BaHHEM M3 3 KOMMIOHeHTOB (XXX-001-XXX), M3 KOTOPHX IepBHe 3
pazpsana  IOpeOcTaBjagioT cobol HOMep CTpaHH (HadpuMep: B cJydae
MCCJIeOOoRaTeJIbCKOTO lleHTpa B I'epMaHumM: 276; Mexcuxe: 484; IOxHOM
Adpuke: 710; BemukobpuTaHum: 826; CIA: 840) cpenHue 3 pazpdna
OpedcTaBJIgT CcoOOM HOMep MCCJIeldoBaTeJIbCKOTO LeHTpa (HauMHag C
001) wm 1moclaemHue 3 paz3pdala OPeACTaBJART CoOOV Ha3HadaeMHM 110
BO3pacCTaHMK HOMEpP IallMeHTa B IIpelejlaX MCCIeOoBaTeJIbCKOT'O IleHTpa.
HoMmep mnaumMeHTa OCTaeTCsa HEM3MeHHHEM Ha IIPOTSKEeHMM WMCCJIeIOBaHUA U
[IO3BOJIAET MIOEHTUQULIMPOBATH nanumMeHTa Ha [IPOT AXKEeHUN BCETO
MCCIIeIOBaHUA .

B 1nenr 1 mnepmonma 1 wMcCcJIeIoBaTeJlb WIM ClHelValIucT OyIoeT
KOHTakTUpoBaTs ¢ IXRS ¥ I»OOJIXeH I[IpenoCTaBUTL CHUCTeMe CJIeOyIyI

T/IH(]_)OpMaLU/IIOI HOMEep IIallMeHTa, BO3pacT WM OTpMLLaTeJIbHBIﬁ pe3syjieTaT
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TecTa Ha aHTureJa K GAD M aHTuTeja K IA2: ma/dHer. Ecam HalMEHT
COOTBETCTRBYET BCEeM KPpUTEPUAM BKJIOUEHU A/ UCKIIIOUEHU T, OaHHBM
nauvMeHT OyIOeT CUMTaThbCHa PaHIOMU3MPOBAHHBIM. PaHIOMM3UPOBAaHHEIM
naumeHT onpenesseTrcd Kak TIalumMeHT, KOTOPHM 3apermMcTPUpPORaH,
KOTOPHEI COOTBETCTBYET BCeM KPUTepPUAIM BKJIOUEHUS/UCKIIIOUEHUI U
KOTOPOMY IIPMCBOEH ero/ee HoMep Hadopa OJd JeueHMUS.

PaHIoMM3alMOHHEM CIIMCOK HOMEpPOB HabopoB oJisa JleueHusa
cosmaeTcda lLeHTpaJlu3oBaHHO Sanofi. PaHIOMMB3AlMOHHEI CIMCOK OyIeT
npelocTaBRnaATeCca Sanofi  paspaborumky IXRS. Has3HaueHMe  HOMepa
Habopa @»OJad JeueHusa DalreHTaM OyIeT OCYIeCTBIATLECA ¢ IIOMOIB
IXRS. [TaumMeHTH OyoyT IoJyuyaTh IMP B COOTBETCTBUU C nx
PAHOOMMB3ALUMOHHEM HOMEPOM Habopa IOJ8 JIeueHUd.

PaHngoMM3allMOHHOE COOTHOmeHMe OyIoeT CcoCcTaBJ4aAThL 1:1 @mjas 2
YPOBHEWV I0O3H JMKCcHMceHaTmna (5 Mxr m 10 Mrr) um 1:1 1mjgsg o6neMoB
minanedo (50 MrJ m 100 MrJI) M 2:1 1OJIS KaxmgoM HOSBH JIMKCHMCEHATHIA
OTHOCUTEJILHO KaxXmoro odweMa Ijaliedo.

[lopAnok BBeIeHUA 3 MCCIEeNYeMHX JIeKapCTBEHHHX CPencTB (5 MKD
JIUkcuceHatuga, 10 MKI JHMkcHUceHaTuIa, 100 Mrja mnjgauedo mam 50 MKI
minanedo), Kak OIpenesJeHO B PaHIOMU3ALMOHHOM ILJIaHe, ONpelesisn C
IpuMeHeHMeM LeHTpalIM30BaHHOM CUCTeMBl Ha3HaueHUsa JedeHusa (IXRS) B
oeHb 1 IepBoT'C IIepMoIa IIOocJe OlLleHOK ©0e30MNacHOCTU IIepel IIepBOokt
UHBeKkLMer IMP. "HesaBucumoe Jmuo”’ (cM. pasgesql 6.1.2) ©oymer
BBOIOIUTEL II€pPBOe CPEenOCTBO JIEUEHMS B paMKaxX MCCJIeOoBaHMA B OeHb 1 B
KaxIH IDepuond MccJeloBaHUd, OIPpUISPXMBALICL OIMCBMEeHHOM MHbOpMalLuM,
IIOJIYUEHHOM OT IXRS. CRO wIM MCCJedIOBaTeJbLCKMM LeHTp OyIoyT
oBpamarsca kK IXRS B KOHILE NOCJEIHErO IIepuona.

[ToTeHUMAJIbLHEIE NaluvMeHTH 3aMeHH OynoyT MMEeThb opyTon
UOEHTUQUKALMOHHEY HoMep (T. e. bH00+HOMep =3aMeHeHHEIX [IallMeHTOB) .
Kaxnouit maumeHT OyOeT IIOJy4YaThk OOMHAKOBYID IIOCJIeOOBaTeJIbLHOCTD
JleueHusa (OOMHAKOBH TIOPAIOK JieueHMsa, UTO M @OJ4 BHBEIEeHHOTO
naluveHTa.

MpuMeuvaHMsg: PaHOoMM3alMsa TIallMeHTa OOJDKHAa [IPOUMCXOIUTL Kak
MOXHO OJMKe K TIIepBOMy BBeleHuin IMP. IlapaMeTpaMM B HadaJlbHBEMU
Nepron BpeMeHM OynoyT IapaMeTphl, I[IOJIYUeHHEEe HelOCPeIlCTBEHHO Iepen

paHOooMM3allnen .
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8.6. VIIAKOBKA U MHCTPYKLUA 11O [IPMMEHEHMUIO

KapTpumxu (T. e. omHOpasoBag uYacThk OptiClik®) ByoyT
OPpUMEHATLCA 10 OOHOMY B KaXOHM I[IepMol JedeHMsS, M OHM YIIaKOBAHH B
KOPOOKM OJA HEeCKOJIBKUMX CPencTs JieueHMa. Kaxnmad KopoBOKa Ha
naumeHTa OynmeT comepxaThb 3 KapTpuIxa o4 VHBEKIUNA (oJisa
npyMeHeHMsA 1 KapTpulXa Ha [Oepuol JedeHMsa [OJS OOHOKPpaTHOTO
BBEIOEHUSA) .

KopoBxa @mJjd cCcpelcTBa JeueHudA, CcolepXamas TpU KapTpUIXa,
nokasaHa Ha (urype 2.

CxeMa pacrnpenejyieHnsa omnMcaHa B Tpaduke opouenyp Ha
OIPOTXKEeHNM MCCJIeNoBaHMsa (ofpaTuUTech, IoXalyWcTa, K pasmiely 1.3 u
pazneny 1.4).

ComepxaHue VMHCTPYKLIUU o IpYIMeHeH U COOTBETCTBYET
PerMoHaJIbLHEM HOPMaTMBHOMW CHelUMOUKALUK M TpeOOoBaHMUAM.

8.7. YCIIOBMA XPAHEHMA M CPOK XPAHEHMS

Bce KOpPOOKM C MCCJeIYyeMBEIMM JIeKapCTBEeHHEMM CpelAcTBaMu OyIOyT
XPaHUTLCSA B TMOOXOIOAmMeld ©6e300acHOM M 3aKPHTOM Ha 3aMOK KOMHaTe
IIOO OTBETCTBEHHOCTBI MCCIeOoBaTesd MM OPYTUX YIOJHOMOUEHHEX JIMI]
(HaipuMep, dapMalleBTOB), ¥ IOOJDKHEL OHTE HOOCTYIHHE TOJIBKO IJIS
YIIOJIHOMOUEHHOTO KpyTa JIMII.

[lepen TIEPBHM IIPMMEeHeHMEeM MCCJelyeMble TOIPOIOYKTH (KapTPpUIKA)
cllemlyeT XPaHMTE IpU TeMIepaType oT +2°C mo +8°C (or 36°F mo 46°F),
3aMlUmeHHEMY OT CBeTa, UM Helb3da 3aMOpaXuBaTh.

IlocJie TIpMMeHEeHMS KapTPpUIXM CJIeOyeT CoOXpaHATb. B  meHb 1
Kaxmoro TIepuomda JiedueHMs CJeOyeT 3aMeHMTH HOBHEM KapTpuIx. OIHY
mnprI-pyuky OptiClik® Ha [DaluMeHTa OyoyT IPUMEeHSATH ojidg 3
OOHOKPATHHEX MHBLEKLUN.

8.8. PACKPHITME KOIA PAHIOMM3AIIMKM HA IPOTSAXEHUM MCCJIEOOBAHMSA

loxayicra, obpaTUTech kK pas3nenay 9.5.

B ciayuae HexeJlaTeJIEHOT O ABJIEHUA (AFE) KO He oyoeT
PACKpPHBATLCA 3a MWCKJIUeHMeM OOCTOATeJILCTB, IIPpM KOTOPHX 3HaHUE
IMP Heo®OXOOMMO OJA JIeUueHMHI [DallMeHTa. [Io BO3MOXHOCTHU Ilepen
PACKpPHTHMEM KOIa CJelyeT CBA3aTbCSA C MOHUTOPMHIOBOM KOMaHOOW WM
MeIULVHCKMM 3KCIIEPTOM CIOHCOPa.

VccriegoBaTelisM  He IpengocCcTaBJIARTCA HMKarme MaTeprallkl IOJI4
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PACKPHTHMA KoNDa. B cjydae KaXOoT'o DallMeHTa PacKPHTHe KoIa MOXeT
OCYIEeCTBJIATLCHA MCCJemIoBaTeJIeM IIYTEM CBA3HBaHMA C cucTeMol IXRS.

MaTepuraJitl OJSA PAacCKPHETMA KoOa TakKke XpaHaTrcda B dopMme,
cilyxamel mJjsg "cucreMH 24-4YacoBOM TOTOBHOCTHM"; HO »TY CHCTEMYy
cyjenyeT IIPMMEHATH TOJIBEKO B CaMBEX MWMCKJIOUMTEJIBHBEIX CJydadx (T. e.
[IpM HeIOOCTYIIHOCTM cCcucTeMe IXRS MM HEBO3MOXHOCTUM CBA3aTLCHA C
nccjenoBaTesyeM u/nnm MTaToM MCCJeoBaTEeJIECKOTO lIeHTpPa) .
KiMHrMueckas MOHMTOPMHIOBAaA KoMaHIOa Sanofi-Aventis 6ymeT coofmarThb
HccIJenoBaTesaMm 0 OOCTYIIHOCTHU MaTepmraJioB ojidg PAaCKPETHUA
pPerMoHaJIbHOTO KoIa.

KapTa IIalilMeHTa, BRJIIYaKllaA COOTBEeTCTBEHHHM Teﬂe(l)OHHBIﬁ HOMEP

"cucreMmun 24-4yacoBOM TOTOBHOCTKM', ©OyOeT IIpeloCTaBlIeHa KaXIoMy
IaluMeHTy, KOTOPHM MNPpMHMMAaeT ydacTue B MCCJIedOoBaHUM.

Eciau OCJIEIJIeH e PacCKpHTO, HCccIJenoBaTelib OymeT
OOKYMEHTHPOBATE TaTy OTKPHTUA ¥ IIPUUMHY PAaCKPHTMA KOIa B
MEPBUUHEIX JTaHHEIX .

B ciyyae pacKpHTHMA KoOOa OCJeIlJIeHMdA JieueHMre ¢ TIOMOIBLR
MCCIJeIyeMOoTO OponykKTa JIMKCHUCeHaT1uIa (nam mjaanedo) crenyer
OKOHUATEJILHO IIPeKpaTUuThL, M C [alMeHTOM OOXOOATCA B COOTBETCTBUMU
C TIpolenypo¥, oIMcaHHOM B pasmeje 11.4. McciaemoBaTeJlb IOJIKEH
3a0OKYMEHTHUPOBATE TaTy, BpeMa CYTOK U [IPUUMHY PacKpPHTUA Kooa. B
ciydae SAE Heo®xX0oOMMO CJIegoBAThH MHCTPpYKUMAM  IJIA cooBmeHmAa
cBemeHurt o SAE (oBpaTuTechb, MoXalyMcTa, K pasmeiny 10.2.2).

8.9. OTBETCTBEHHOCTB

HNccrnenosaTelsb, KJIMHUY e CKUM bapMalerT MCCJeoBaTEeJIECKOTO
LeHTpa WM IpyTo¥ IIepcoHal, KOTOPOMY  Ppa3pelleHO XPaHUTE U
BEHOABATE JIMKCUCEHATHUL, COOTBETCTByKIee eMy IJaledbo M MIPULL-PYUKY
Opticlick® (HaspBaeMbe MCCIEOYEMHM MEeOUIMHCKMM OPOOYKTOM) OYIOYT
OTBETCTBEHHH 3a TO, YTOOR MCIIOJIb 3Y eMEBIN B KJIMHUUYECKOM
uccijaenosadmmu IMP HamexHO XpaHWJICcHd, KaK VYKa3aHO CIOHCOPOM U B
COOTBETCTEUM C IIPUMEHVMEIMM HOPMaTUBHEIMU TPeOOBaAHMUSIMA .

Bce IMP OyoyT BEIDABATH B COOTBETCTRBUU C HasHaUeHUeEM
HCCJenoBaTesisa, U OTBETCTBEHHOCTL MCCIemoBaTesJid COCTOUT B TOM,
UTOBOH  YIOCTOBEPUTLCH, qTo NOOOepXmuBaeTCd aKKypaTHad 3arnchb

BEIDAHHEIX M BO3BpalleHHExX IMP.
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O mwobor mpobieMe KauecTBa, OTMEUEeHHOWM IMIpM IIOJYyUeHUM WJIU
[IpYMeHeHUNU JIMKCHUCeHaTuIa u COOTBETCTBYKIIET O eMy minanedo,
npenoCcTaBJIEHHEX CIIOHCOPOM (HegocTaToOK COCTOAHUA, YIIaKOBKIU,

BHeIIHeI'O BMIOa, COOTBeTCTBmeeﬁ JOKYMeHTalul1, VMHCTPYRIUNM I10

NpUYMeHeHMon, CpokKa TOomHoCTM ¥ T. 1n.) wuimm OptiClick® wyxHO
Hes3aMeOJUTEeJbHO OIIOBEeCTMTL CIOHCOpa, KOTOPHM OyIeT MWHUIMHUPOBATH
IIOPAOOK IIoZauM M pacCMOTPeHMA XKaJjiod.

I[IoTeHUMAaJbHEM nedpexT KauecCcTBa IMP, IpenoCcTaBJIAeMOTO
CIIOHCOPOM, MOXeT OHTL I[IpelIMeTOM WHULUMUPOBAHMS IIPOLeNypPH OT3HBA
CO CTOPOHH CIIOHCOpa. B @»OaHHOM cCllydae MCCJIeHmoBaTeJlb OyleT HeCTU
OTBETCTBEHHOCTEL 13a HesaMelJIMTeJILHOe pelleHre JoBoIr'o  3alpoca,
CIOEeJIaHHOTO CIIOHCOPOM, C TeM UTOoOH oT03BaTek IMP ¥ yCTPaHUTH
[IOTeHUVAaJIbHEEe OIIaCHOCTH.

Hu npu kakux  oOOCTOATeNIbCTBax  MUCCIeloBaTeJlb  He Oynmer
I[IOCTAaBJIATE JIMKCUCEeHaTUn n COOTBETCTEYyKIlee eMy auedo,
IpenocTaBJissieMele CIIOHCOPOM, TpeTbMM JMlaM, He OyHOeT pa3pellaThb
MCHONB30BaTE IMP, [IpelOoCTaBJSEMHIN CIOHCOPOM, MHade, UYeM B3BTO
IpenyCMOTPEHC IIPOTOKOJIOM HaHHOI'O KJMHMUECKOI'O MCCJelNOoBaHUL, WU
pacrnopsaxaTeca IMP, nOpelocTaBJIieMBIM CIOHCOPOM, KaKMM-JIMOO IPYTUM
obpasoM.

8.10. COINYTCTBYIIEE JIEUEHUE

KoHkpeTHEIe BUMOHE JIeUEeHMs, KOTOPHE I[IPONOJDKAJIMCE O HadaJjla
UCCJIeNOBaHUA WU/UIM Ha3HAUYalIMCh WMJIM WM3MEHAJMCH Ha IIPOTSIKeHUU
WCCJIeNOBaHWsA, HOOJIKHEL OHTH 3apeTUcTpupoBaHEl B CRF ¥ [OepBUYUHHX
IOaHHHX (0oOpaTuTech, IIOXaJyMcTa, kK pas3meny 12.2).

8.10.1. ComyTcrRyKlasi Teparmmss omabera

MorTyT OBTE BKJIUEHH HallMeHTH C QOHORBOM TepalMel MeTOOPpMMHOM
npu crabujlbHoM pmo3e (+10%) Ha OpPpOTSXKEeHMM IO MeHblel Mepe 4
HelleJlb OO paHmoMu3auum) . CllenyeT COXPaHATE HEM3MEeHHYKR LO3Y
MeTQOpMMHA Ha BCeM IIPOTSXeHUM WMCCJIefoBaHMA. Ero clenyeT BBOOUTH
B COOTBETCTBUM C OHODPEHHOM MHCTPYKIMEeM IO NPpMMeHEeHMU.

8.10.2. BampeumeHHass COIYyTCTBYKIAS Tepalus

Cllenypumye JIeKapCTBEHHEE CpeICTBa (yXe  IIepeuUMCIJIEHHEE B
KadeCcTBe KPUTEPUEB UCKIIOUEeHMA, CM. pas3lhel 7.3) He pa3pelleHs BO

BpeMAd MCCIJIeOOBaHMA (BIJIOTE OO BMURMTA OKOHUAHMA MCCJIeOOBAHMUA) .



74

1. JIiobele  OpyIMe KaK  I[IepopalibHHE, TakK ¥ MVHBELUPYEMHE
OPpOTUBOIMADETUUECKHME WM TUIOTJIMKEMUUEeCKre CpelcTBa, OTJIUUHLEE OT
MeThOpPMHHA (HanmpuMep, MHIUMOMTOP aJbda-TJIKO3UOa3k, SKCeHaTHUI,
uHruburopsl DPP-1V, wmHcynuH, TZD, SU m T. m.).

2. llpyeM CHMCTEeMHEX IJIOKOKOPTHMKOUIOB (3a WMCKJIUeHMeM (QOopM
IOJIS MECTHOTO IMPUMEHEeHWUS WM MHTaJlaluM), BBOIOMMEIX Ha [IPOTIXKEeHUNU
OOHOM Helelu WK 00Jee, CJIeIyeT IMOpeKpaTUT: 3a 3 Mecdala o
MOMEHTa CKPUHUHTA.

8.10.3. PaBspelmleHHass COIYyTCTBYKIAS Tepalnus

Jioboe TepalleBTUUEeCKOoe CpPenCcTEo, He OTHOCHIMleeCHd K
3alpeleHHOoN CONyTCTBRYRIEeTepalnu, OIMCAHHOM BHIIe, pa3peleHo, U
ero CJIeOyeT BapeluMcTpUpOoBaTh B IIepPBUUYHHX JaHHEX (0oOpaTuUTecCh,
noxaJjymcra, k 12.2) m e-CRP.

Hle\Aeanme : uTo KacaeTcd IIepopallbHEX CpelCTB JIeUeHVA,

50PeKTUBHOCTEL KOTOPHX SBaBUCUT OT IIOPOTOBEX KOHIEHTPaLMM, TaKux
Kak KOHTpalLelTMBHE (IOWJI0IM) M aHTUMOMOTUKM, HalueHTaM cJenyerT
[IOCOBETOBRATL MNPMHMMATL TaKKe TepaleBTHUUeCcKMe CpeOcTBa I[I0 MeHbIel
Mepe 2a 1 UYac OO0 MHBEKUMM MCCIeOyeMOTo JIeKapCTBEeHHOTO CcpelcTBa
UM OpUBIM3UTEJEHO Yepez 11 YWacoB MocJe UMHBEKUUMM MCCIedyeMoTO
JIeKapCTBEeHHOTO CpPeIcTRBa.

8.11. YUET M COEBJIIOOEHUE TPEBOBAHUI JIEUEHUS

HeszaBucuMoe JMIIO, OpelyCMOTPeHHOe MCCIeloBaTeJIbCKUMM ILeHTPOM
(cM. pazpmen 8.4), OymeT IOOKYMEHTHUPOBaTH HOaThk, BpeMa U 03y
KaxIo¥ CcaMOMHBEKUMM JMKCHMceHaTuOa M I1Jaluedo U CYTOUHYID OO3Y
BBOIMMOTO IIepopalibHO MeTQopMUHA, OIPpM HaJIMUMKM TakKoBOM, M OyIerT
BaAlOJIHATE COOTBETCTBYWMYyWD "®opMy perrcTpaluM CPeldcCTB JeueHus' .

MoHUTOPUHTIOBAaSA KoMaHIa KypupyeT uccJenopaHue, 3aTeM
opoBepdeT HaHHbele CRF nyTeM cpaBHEeHMA UMX C »OaToM UM BpeMeHeM
BBeneHusa IMP.

8.12. BOBBPAIIEHME W/UIN JTUKBUIALIMSI CPEICTB JIEUEHUSA

CBepka nccJenopaTesbCKUX MeOUIIMHCKUX IPOOYKTOB OOJIXKHA
OCYIIECTRBJIATECA B MCCJeIOBATEJILCKOM ILieHTpe wmiau CRO dapmManeBToOM
WM IOPpYI'MM OpeldyCMOTPEeHHHM IIepcoHajloM M MOHMTOPMHIOBOM KOMaHOOM
c IpuMeHeHMeM bopM perucTpalumn CpeICcTB JleueHms u

OTJOKYMEHTHPOBATECA B BeIOMOCTHM OTCJIEXMBaHMA 3allaCa IMP LeHTpa,
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BUBUPOBAHHOM bapMalleBTOM/UCCJegoBaTeIIeM u MOHUTOPUHTOBOM
KOMaHIOoM.

[IMCEMEHHOE pa3pelleHMe Ha JMKBMIaMKO OyIdeT JaBaThb KoMaHIa
KJIIMHNUECKOI'O MCCJIeODOoBaHMA IIOCJe OOBeIeHMd IO KOHIa CeBepku IMP,
IaHHy®n JIMKBUIALMK MOXHO OCYIECTBIATE B MCCJIEOOBaATEJIECKOM IEeHTpPE,
B 3aBMCUMOCTM OT ocobeHHoCTelM IMP M peIrMOHAJILHHEIX TpeboBaHWM, WK
IMP MOXHO BO3BpallaTh CIIOHCOPY IOJ4 JIMKBUIALUU.

9. OLEHKA MCCJEIOYEMOI'O MEIUIMHCKOI'O IPOIOVKTA

9.1. $APMAKOIMHAMMKA

Bce rnapamMeTpH bapMakKoOMHaMUKM BynoyT OTIPENENIATECHA
LHeHTpaJlbHOM JadopaTopuen. ByneT npenocTaBJIeHa oeTajlbHasa
MHQOpMallMad B OTHOMeHMM 3adopa, KOHTPOJSA M aHaln3a o0pasloB.

* KoHIleHTpallMM TJIOKOB3E B IIJIa3Me KPOBU

* KoHIeHTpaluuM MHCYJIMHa, C-NenTuma W TJIKKaroHa B ILJIasMe
KpoBM (CM. TpaduUK OpOoLenyp Ha IIPOTSKEHMM WCCJEeOOBaHUA MM Tpaduk
npouenyp Ha IOIPOTAXEeHMM MCCIEeOOBaHMA B  OTHONEHMM TMTOOPOOHOTO
Trpadmka MNIPOBEOEHMS OIEHOK)

9.1.1. Criocofm OLIeHOK

OBpas3usl OJI9 ONpenesieHMS YPOBHSA IJIOKO3H, MHCYJIMHa, C-NenTuma
¥ TJIKKaroHa B ILJla3Me KPOBM CJeIyeT oTOMpaTh B IIPelIBapUTeJIBHO
3aaHHEe MOMEHTEI BpeMeHU u OTIPENeJIATh YPOBHU c [IOMOIIELIO
crieumupmuuecKmx BaJIMOIVPOBaHHBIX aHaJIN30B. TouHOe BpeMsa cbopa
0oBpasLoB IOOJIDXKHO OBITE 3apermMcTprpoOBaHoO B CRF'. CrienmaJlib HElE
NpoLenypH IJS XPaHeHMSI M TPaHCIHOPTUPOBKM o0O0pasz3loB OJS aHaJlu3a
bapMakKoOMHaMUKM OyoyT OTIMCAaHE B OTIOEeJIbHOM TeXHUUYECKOM
PYKOBOOCTBEe, MNpeloCTaBJIAeMOM LeHTpalJlbHOM JabopaTopuein.

9.1.2. MNapaMeTpH (apMaKOIMHAMUKA

9.1.2.1. IlepBuyHE¥M napaMeTp (51)

* GLU-AUC(.30-4:30 ¢ [IOCJIE& KaxIo¥ IORBH JMKCcHceHaTuma (5 mxr, 10
MKI') B CpaBHEHMM C ILJauedo

GLU-AUCy.30-4:30 4+ IJIOmMAanb IIONO MIPOdUIIEeM KOHIEeHTpallMy TJIOKOS3HE B
[JjiasMe KpPOBM B 3aBUCHMMOCTM OT BPEeMeHM C MOMEHTAa Hadaja I[IpMeMa
CTaHIAPTU3UPOBAHHOTO 3aBTpaka (uepes 30 MMH. [Iocje MHBeEKLIMM IMP,
M YPOBEHL IJIOKO3H B ILJla3Me KpPOBU Iepen npuemoMm ommmu=TO0,5) no 4
yacoB cnyctda (T4,5), C BHUMTaAHMEM 3HaAUeHUA IIepeld I[IPMEMOM IIMIIN .

AUC OynoyT pPacCUMTHBATL C TIPYMeHeHMEeM I[IpaBujla Tpalelui.
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9.1.2.2. BropmyHE¥M napaMeTp (51)

T/

MKT)

OTKJIOHEHNE

MeXIy

3aBTpakKa M YpPpOBHeM Ilepell JlaHdeM MMHYC YPOBE€HEB TITJIIKOS3EL

KPOBM Ilepeldl IIpreMOM IIMIKV

[IocJie KaxXIoM IIOS3LI

(PPG)

MaKCVMaJIb HEIM YPOBHEM

OTKJIOHEeHMVe YPOBHA

[IocJie BReIeHUS KaxIon

B CpaBHEeHMM C I[Jauebo:

PPG ©OyoyT

(TO,5).

AUCp.30-4:30 « KOHIEHTpaluM MWHCYJMHAE,

JIMKCHUCEeHaTHIa

rlanebo:

T'JIIOKO 3E

PacCcCUMTEHEATE

10 CJIe

B TIlJlasMe KpOBM TIIOCJIe IIpreMa

IO 3EI

(5 wMKrT,

Ha

npueMa

10 MkT)

JIMKCHUCEeHaTHIa

OCHOBaHUMM

(5 mMKT,

10

PAa3HUILIE

CTaHIaApTM30BaHHOI'O

B TIlJIa3Me

C-rmenTtmia ¥ IJIOKAroOHAa

B CpaBHeHINM C

IJiocmanb IIoLI HpO@MﬂeM KOHLEeHTpalrMM JIeKapCTBEeHHOI'O BelleCTBa B

KPOBU

CTaHIOApTUIMPOBAHOI'O 3aBTpakKa

M YPOBEHE TIUIIOKO3EHI

dacoeB

npasuiia

B 3aBUMCVIMOCTIM

crnycrTsa

oT

(T4,5). AUC

Tpaneumnn.

BpeMeHUu C

OyoyT

(uepes 30 MMH.

9.1.3 I'padmk OpPOBEeIEHMSI OLIEHOK

MOMeHTa

B ILJIasMe KpoBM Ilepel OpueMoM numu=T0, 5)

PacCcCUMTEHEATE C

HaualJla

npueMa

riocsie wmHBEeKLMM IMP,

oo 4

IIPVMMEHEHVEM

CpOKM IIpoBelleHMA OLeHOK MOXHO HaliT1 B Ppa@MKe Inpouenyp Ha

OPOTSKeHUNM IIepuoma (odpaTuTech, IoxaJyMcTa, kK pas3geay 1.3 wu
pazneny 1.4).
Tabmuiza 3. KonmmuecTBO 0O0paBlIOB
YpoBeHBb YpoBeHBb YpoBeHBb
TUIIOKOBH B MHCYJIMHA , TUIIoKaToHa
nnasMe KpoBu | C-nenruga
OT naumeHTa/CKPUHUHT 1 1@ 0
OT nmauMeHTa 3a Iepuon 8 7 7
Bcero oT nmaumeHTa 25 22 21
Bcero sa mnccienoBaHMe, n= 24 naumeHtaP 600 528 504
@ TOJIBKO YPOBEHB C—nenTmna, -b HYXHO Do6aBUTH IIalulMeHTOB

3aMeHH,

eCJIM TaKOBEHE NVMETCA

9.2. BES3OIACHOCTBb

9.2.1.

BppeMeHN

HeMorpa¢qucxme XaApPaKTepnuCTmMKm B HAYaJILHEIA MOMEHT

B cocrTas HeMOPpa®quCKMX XapakRTeprMCTMK B HauvaJIbHEM MOMEHT

BpeMeHNI

OyOyT BXOIOUTH CJEOVIIME .
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1. Bozpact (JjeT)

2. Pocr (cM)

3. VMHOmekCc MaccCH TeJla
4., Tlom

5. OnpeneJsieHre crazum TaHHepa (TOJIBKO CKPMHMHI)

Cranum TaHHepa NOpPencTaBIIST cobom cTanuu (5 cTamun)
dMBUUeCKOTO Pas’BUTHUA Yy IeTey, I[IOIOPOCTKOB M B3pockHx (9, (10)).
CTamuu ONpelesianT O(M3MUeCKMe IapaMeTphl pas3BUTHMA Ha OCHOBaHUU
BHEMHMX I[IePBUUHHX ¥ BTOPUUYHEX IIOJIOBHIX IIPM3HAKOB, TaKMxX Kak
pasMep MOJIOUHHX XeJjles, TeHUTaJuMM U pa3BUTHMEe OBOJIOCEeHUA JIoOKa.
BciencTBME eCTEeCTBEHHOM WM3MEeHUMBOCTM OTHEJIBHHE JMila [OPpOXOOaT
yepes cTaiuu TaHHepa C pPa3JIMUHEMM CKOPOCTSAMM, B 3aBUCKMMOCTH, B
YaCTHOCTHM, OT CPOKOB IIOJOBOTO cCco3peBaHuA. Cramamu TaHHepa OyOyT
IPVMMEHATE HJSA COHOEUCTBMA ONpPeleJIeHUMI XeHIMH CO CHOCOBHOCTRR K
OeTOPOXIEHUI BO BpeMsa (UBUMKAJILHOTO OO0CJIeNOBaHMA NPpU CKPUHMHTE.

6. OInadteT B aHaMHe3e, BKJIOUYad:

- ODaTy [IOCTaHOBKM OMarHo3a IuabeTa 2 TUIa,

- B CJydyae COBMECTHOT'O BBReIeHUA MeTOOpMMHAa,TaTy Haudaja
JledeHVsa MeTOOPMMHOM, CYTOUYHYK OO3Y MeThOopMMHa B HaudaJlbHHM MOMEHT
BpeMeHN.

9.2.2. OueHka 0eBONacCHOCTM B HaUYaJIbHEM MOMEHT BPEeMeHM M Ha
IPOTSIXEHUM MCCIIeIOBAHUS

B cocTarR MCCIeOoBaHUNM MepeHOCHMMOCTM B HadaJIbHEM MOMEHT
BpeMeHM M Ha NOPOTIKEeHUM MUCCJeOOoBaHMA OyIyT BXOOUTE CJelylmye.

1. OQusukanbHOe O0OCIemoOBaHMe (BKJOUaAeT I[IO MeHbBIEW Mepe:
BHICJIYMMBAaHME Cepllla M JeTlKMX; I[DONCUeT IyJibCca Ha TIepubpeprudecKmUx
apTeprax; 3BPadKOBEM, KOJIEHHHM, axXWJIJIOB M TI[IOIOMBEHHHM pedlIeKCH;
OCMOTP Hepudbpeprueckrx JUMOOY3JIOB M XMBOTA) .

2. Bec Teya (kxr).

3. TemmnepatTypa Tejga (°C).

4., TlokazaTesJM XMU3HEHHO BaXHHX OQYHKIMM (UYacToTa CepleuHEX
COKpalleHUM, CUCTOJIMUECKOe U »OMaCTOJMUEeCKOoe KPOBSAHOe NaRJIeHUE,
usMepsaemMoe nocye 10 MMHYT OTHOHXa B TIOJIOXEeHUM JieXa Ha CIMHe) .

5. JlabopaToOpHEE TeCTH (B COCTOSHMM HaTomak mOjasa obpas3loB

KpPOBU) :
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* TI'eMaTOJIOTMUECKOEe MCCJeOOBaHMe: CoIepXaHue HSPUTPOLMUTOB,
TeMaTOKpPUT, YPOBEHB TeMOTJIOBMHAE, comepxaHue JIEVKOLIUTOB C
openejyieHMeM  JIEMKOLUTapPHOM bOPMY JIE (HEMTPOQWJIIH, DO3UHOONUIIH,

az30dUIIE, MOHOLUMTH M JIMMQOLIMTH) , UYMUCIIO TPOMOOLUTOR;

¢ BUMOXMMMYECKUM aHaJlu3:

- DIIEKTPOJIUTH IIJIa3ME/ CHBOPOTKU KpPOBWM : HaTPUM, KaJui,
XJIOPUIO, KaJbLui,

-  OyHKLUMA TIedeHM: YypoBHM AST, ALT, meJjouHoM docdhaTaszH,
TraMMa-—-TJIyTaMuJITpaHchepass, o0melo M KOHBRIUPOBAHHOTO OUMIMPYyOuHAa,

- rnodyedyHasd QYHKIMSA: YPOBEHB MOUEBMHE, KpPeaTHMHMHA,

- MeTaboJM3M: YPOBEeHL IUIKKO3H, allbOyMMHa, ofmmx O0eJIKOB,

obmero xoJiecTeprHa, TPUTJIMIEPUIOB,

- IoTeHIIMalbHasa TOKCUUHOCTDL nJg MBI § YPOBEHE
KpeaTuHOOCHOOKMHABE, I[IOIKEJYIOUHASd Xejlesa: VYPOBeHb aMMJlas3e U
JIMIIa3H,

- YPOBEHE KaJILIMTOHMHA (Mapkep C—KJI&€TOYHEIX Oy xoJien

MUTOBUOHOM XeJIe3H) TOJILKO B MOMEHT CKPHMHINMHT'a .

6. VYpoBeHbp B-HCG B CHBOPOTKEe KPOBM TOJBKO B  MOMEHT
CKPMHMHT A N4 KeHIVH C CIIOCOOHEIX K IeTOPOXISHUIO (cTragmusa
TaHHepa>3) .

7. AHaJIM3 MOUM Ha Halnuue OepeMeHHOCTHM IJIS MEHCTPYUPYRIMX
KeHIMH I[Iepel KaXIhHM [1epPMOIOM JIEUeHWUS .

8. YPOEBEHBL GOTIIINKYJIOC TUMY JIUPYRIE T O TOPMOHa (FSH) , B
COOTBETCTBYKIIMX CJIydyasdx, B MOMEHT CKPMHMHI'a -OJS [IOOTBEPXISHUS
[IOCTMEHOIIAY3HOTO CcTaTyca.

9. CepoJIoOTMUECKME WMCCJeIOBaHMA: aHTUI'eH BMpyca TIenaTmTa B,
aHTUTeJla K BuUpycyYy renatura C, aHTHUTena k HIV 1 m HIV2.

10. ToJlkKO B MOMEHT CKPMHMHIA: MCCJIEeOOBaHMEe CHBOPOTKM KPOBU
Ha aHTuUTeJla K OCTPOBKOBEM KJIETKaAM WM aHTUTeJla K »OekapboKcuiase
TJIYTaMMHOBOM KMCJIOTH (GAD); ypoBHM C-mnenTtuna M HbAlc HaTomax.

11. AxammMs MOUM: YPOBHM OJKOE, TJIKO3SHL, SPUTPOLIUTOB,
JIEMKOLMTOB, KEeTOHOBHX TeJ M pH.

- KauecTBeHHHN: TecT C MHOIMKATOPHOM TIIOJIOCKOM  cJendyerT
OCYIECTBJIIATH Ha CBeXeBHIIYIeHHOM infeyelinznZi nJis KauyeCTBEHHOTO

oéHapyerMH C IIpMMeHeHMeM IIOJIOCKM C peal'eHTOM.
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- KolnuecTBeHHHM: KOJMUECTBEHHEE M3MepeHUS YPOBHSA TJIOKOS3H,
Besika, CoOepXaHMsa DSPUTPOLUUTOB U JEeMKoUMTOB OyOyT HYXHH B TOM
ciaydyae, KOoT'oa TeCcT oBpaz3lla MOUM IIOKa3HBaEeT [IOJIOXMU T &JIbL HEIM
pesyJIbTaT B OTHOMEeHMM JIIOOTO M3 BHIIENIEPEeUMCIIEHHHX IIapaMeTpOoB II0
TecTy MOUM C MHIMKATOPHOM I[IOJIOCKOM (HalpuMep, IJA IIOOTBepXIeHMS
JIOBOTO  TIOJOXUTEJILHOTO  pesyjbTaTa IIpM TecTe ¢ MHIMKaTOPHOM
IIOJIOCKOM C IIOMOWBLI KOJMUECTBEHHOTO M3MepeHMUS) .

12. AHanms MOUM Ha HaJnuue HapKOTUUECKUX BEmeCTB
aMbeTaMUMHOB/MeTaMbe TaMUHOB, DapdbuTypaTos, OeH30IMa3elHOB,
KaHHaOMHOMIOOB, KOKaMHa U OIIMATOB.

13. Hpo@a Ha aJIKOT'OJIE B BHIEIXAaeMOM BO3IOYXE.

14. BynoyrT OTCJIEXVMBATECHA HeXeJlaTeJIEHEIE ABJIeHNA,
CaMOCTOATEJIBEHO coofuaeMue INIallMeHTOM I HabJooaeMee
mcciiegopaTeJIleM.

15. CranpmapTHy® OSKI' B 12 OTBemeHUMAX PeTMCTPUPRYKRT IIOCJe II0
MeHbIet Mepe 10 MMHYT B IIOJIOXEeHUM Jexa Ha CIMHe ¢ IpMMeHeHMeM
YCTPOMCTBA OJA BJeKTpoKapIMOoTpaMME. SJIeKTPOOE OyOyT pas3MemaThk B
OOVMHAKOBOM IIOJIOXEHUM MOJIS KaxmooM sanucu SKI' Ha BceM IPOTSXKeHUM
uccJenopaHusa (MecTa OpMKpeIlJlIeHMsa oTBeleHUM OyIyT MapKMpPOBAThH
HeCcMHBaeMoOM Py4dKoM) .

Kaxnas OKI' mopencrabBiasja cobol 10-cexkyHIHYIO 3aluchk U3 12
OTBeOeHMM OIHOBPEeMeHHO, B pe3yJjbTaTe uUero HoJyuUalM cllelyilee.

Omuy pacrneuvaTky 2KI' B 12 oTBemeHuax (25 mMv/c, 10 mM/MB) c
JyacToToM CeplIeuHHX COKpalleHuN, PR, QORS, QT, OlLleHKOM
aBTOMATUMUECKONM Koppekluu QTc (¢ OoMomblo YyCoTpoMcTBa nOjaa 2KI),
BKJIKUAKIYID JaTy, BpPpeMs, WHMIMAaJE WM HOMep HallMeHTa, I[IOIONKCH
Bpaua-uccienoBaTeJd M II0 MeHbllel Mepe 3 KOMILJIekKca MOJd KaXIoTo
oTBelleHMA. MeIMIIMHCKOEe 3akKJInUeHMEe MCCJeIOBaTelJId M aBTOMaTUUYeCKUe
3HaueHMd OyOyT perucrpupoBaTrTibca B e—-CRFE. JJaHHadg pacheuaTka OynoeT
OCTaBaThbCAa B MCCIeIOBaTeJIbCKOM IIeHTpe.

[MpenynpexineHne nJis KaXIoTo rnepuona: BO BCeX cly4daax
COBMEIEHUSA M3MepeHMM IIoKasaTeJel XM3HEeHHO BaXHEX OGyHKUMM, 2KI' u
oTBbopa 00pasloB KPOBM OId O(apMaKOKMHEeTKM, OJ(apMaKOOMHAMUKU WJIN
olleHKM Oe3o0lacHoCTM OyOoeT cobooaTbhbCca CcJedyimmi nopsaiok: OSKIT,
oripelleJieHUE KM3HEHHO B aXXHBIX byHKLINN, bapMakoOMHaMUKE ,

bapMakOKMHETMKA M 3aTeM oO0pas3lbl IJIS OLEeHKM 0e30I0acCHOCTU. UYTOOH
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He HapyWlMThL TOUHEE CPOKM OTdhopa o00pas3loB 04 QapMaKOKMHETUKMU
(oBpaTmUTeCh K rpadury IpoUuenyp B OTHOWEHUN OOy CKaeMoI'o
OTKJIOHEHM A BPEMEHHOTO MHTepBaja o4 0oBpasLoB MCCcIenoBaHnd
bpaMakoOMHaAMMKM U (apMaKOKMHETUKU) , OIpyTMe  M3MepeHMd OynyT
IPOBOIUTL HaKaHyHe 3allJIaHMPOBaHHOT'O BpeMeHM. Ipadmk OpoBemeHMA
OLIEHOK CJIeyeT alallTUPpOBaTh K IJIaHy UCCIeIOBaHUA.

9.2.3. AHTHUTEJIA K JIMKCUCEHATUIY

BynyT cofupaTb o0paslb ILJIa3MbE KpOBM OT BCexX I[IalMeHTOB,
yTOOH ONPEeNeNIMTL aHTUTeJla K JMKCUCEeHATUIY TOJILKO B IeHb 1/mepuon
1 1epell NepBEM BBeleHMEM MCCJENyeMOT'0 JIEKAPCTBEHHOI'O CPencTBa.
[TpollenypH oJiAa coopa, XPpaHeHUsd u TPAaHCIIOPTUPOBKU OyoyT
IpenoCTaBJIeHH B OTHOEJIBHOM PYKOBOLNCTEBE.

Tabnauua 4. KoanuecTBO o0OpaBlLIOB ILIABME KPOBU IJISI OIpenejIeHUs

AHTUTEeJI K JIMKCHUCeHATNOY

AHTHUTEJNIa K JMKCHUCEeHATUOY
Bcero Ha mnaumMeHTa (oOIMH 1
pas D1/P1)
Bcero mig HalMeHTOB
(n=24) 24
Tabauila 5. BuoaHaIUMTUUECKMUIM CIIOCOD
AHaJauUT AHTUTEJNA K JUKCUCSHATURY
OCHOBHOE RelleCTBO [lmasMa KpoOBU
MeToIMKa aHaJmsa BIAcore
HuxHS9 IpaHMIa KOJIUUECTBEHHOTO I'paHUUHOE SBHaueHUe
onpenesyieHUS
InanasoH aHajJmMsa HEe aKTyaJIbHO
O6beM aHadMz3UpyeMoT'o obpasla 100 wMiJ
MecTo npoeBemeHmMsa OMoaHalM3a Ormesl dapMaKOKMHEeTHUKM, Oe30MlacHOCTH U
MccJenoBaHMM Ha XMBOTHHEX (DSAR), Sanofil
Aventis, ®paHKROYPT
STAaJIOHHBI CIIocod RPSMPK-DOHO754-BM1-EN-EO1

9.3. $APMAKOKMHE TMKA

9.3.1. MoMeHTH BpeMeHM oT6opa ofbpaSBLOoB

MoMeHTH BpeMeHr oT6opa o00pa3lloB KPOBM MOXHO HaWTy B TIpaduke
Ipoliedyp Ha [NOPOTSXeHMM IepHona (oBpaTuTechL, HOoXaJlylicTa, K

pazsneny 1.3 u pazgeny 1.4).

9.3.2. KonnuecTBO obpaBioB s bapMaKOKMHETUUECKUX
MCCJIeNOBaAHUNI
Tabauua 6. - KommuecTBo o06paBlioB ILIaBME KpOBM Iiass AVEO0O010

PK
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AVEO0010
OT mauMeHTa 3a IIepuon 8

Bcero ot naunmeHTa (x3 24
nepuona)

Bcero mjidg nalMeHTOB 24* 24= 576 (mo 864)
n=24 (mo 30)

9.3.3. Ipouenmypa obpaboTku o6paBLoB I bapMaKOHMHETUUSCKMUX

MUccIeOoBaHMM

[lpouenyps nOJa cbopa, XpaHeHMdI WM TPAaAHCIOPTUPOBKM OyIOyT
IpenoCTaBJIeHH B OTHEJIEHOM PYKOBOICTEE.

9.3.4. BuoaHaJUTUUYECKME CIOCOOH

Bce o6pas3Ue IJIa3MH KpPOBM Ha JIMKCUCEHaATUI OT IIallMeHTOR,
MNoJIydYarimx JIMKCUCEHATHUI, aHaJM3MPpOBaJM, Kak oIuMcaHo B Tabiuue 7,
OpM HWXHeM TI'paHulle KOJIMUeCTBEHHOT'O olpelelieHMUd.

Tabauua 7. O6B0p OMOAHAIUTHUYECKOT'O cHocoba

IAHaJIUT JIMKCHMCceHa T

OCHOBHOE& RelleCTBO [l;1asMa KpOBU

MeTOonmMKa aHalms3a "Cougruu"-ELISA ¢ OByMS
aHTUTEJIaMK1

HiyoxkHS S TpaHula KoJMdecTBeHHOTo (5,5 mr/mn

onpenesieHus

O6beM aHaIM3UpyeMoT'o obpasla 120 MrJ

MecTo npoBemeHMsa OMoaHalM3a Biomarker/Biologicals, DSAR,
Sanofi Aventis, dpauxdypT

STaJIOHHEDT Crocod DOH1154

9.3.5. ®apMaxKOKMHETHUECKHNE [IapaMeTPH

ByleT IDOKYMEHTHMPOBATLCH KOHLEHTpalMd JIMKCHUCeHaTHIa B ILJla3Me
KpOBU B 3apaHee onpenejieHHEE MOMEHTEL BpEMeHU.
dapMaKOKMHeTHUECKMe llapaMeTph OyOyT pPacCUMTHBATE C [IPUMEHeHMEM
HeKOMIIapPTMEHTHHX METOHOOBR MOJIA KOHIEeHTpaluW JIMKCUCeHaTHUIa B I1JIa3Me
KPpOBM IIOCJIe BBEeIEeHMSA ONHOKpAaTHOM HO3H. IlapaMeTph OyIOyT BKJIKUATH

Des OPpaHquHMﬁ cilenyroiuee .

Ta6nmua 8. Hepequb @apMaKOKMHeTquCKMX IIapaMeTpPpOB u
onpeneJIeHnn
JlekapcTBeHHOE OcHoOBHOE
MapaMeTpH [cpencTeo/aHanuT |[BellecTBO Onpepenenne/pacyer

Crax AVEQO10 [l1asmMa MaxkcuMmaJibHas HaOjomaeMas KOHIEHTpalMsa
KpPOBU B ILJIasMe KPORU
[lriasMa

Trnax AVEQO10 BpeMmsa no mocTuxeHUS Cpay
KpPOBU
[ls1a3Ma [Inomans HON KPMBOM KOHLUEHTpalLuM B

AUC .ot AVE0010

KpPOBU jiasMe B SaBUCHUMOCTM OT BpPEeMeHU
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paccumMTBEBaJIM IIPM IIOMOIM MeTOoIoa
Tpaneumﬁ OT HYJIEBOI'O BpEeMeHM IO

peaJIbHOT'O BpEeMeHU

[Iomane non KpMBOﬁ KOHIeHTpalIuM B
IJiasMe B BaBMCHMMOCTM OT BPEMEeHM
SKCTPpAaloJIMpoRaJiMt OO OeCKOHEUHOCTHU B

COOTBETCTBMM CO CJleOylVM YPaBHEHMEM:

[l1asMa Crast
AUC AVE0010 AUC = AUG, +
KPOBU

(Ciase OpenmcrapisgeT coBoOM IIOCIIEIHI0
IONOaKIynCsS KOJMUECTBEHHOMY
omnpenesieHMid KOHUEHTPALMD, a Ag
nperncrasisgeT cofoM KOHCTAHTY CKOPOCTM
TepMMHAJbHOM GaskH) . 3HaUYeHUS C
IPOLIEHTHOM »oJieM »KcTpanojasumm >20% He
BynoyT YUMTHBATBCH B ONMCATEJbHBIX

CTaTUCTMKAaX

9.4. OBBEM OTEMPAEMBIX OEPASIIOB KPOBU

IpUBIU3UTENLHEN OoOmuM o0beM OoTOUpaeMEX o0pasloB KPOBU Y
neTen COCTaBJIgET 144 MJT (IpUBIM3UTENbHEN BCJIEOCTBUE
oTOpacHBaeMO KpPOBM IIpM YCTaHOBKe KaTeTepa B KaxXIHNM [Iepuon) .
KojmmuecTrOo OOBeMa KPOBM Ha BU3UT He OymoeT IpeBemaTE 46 MII (caMoe
BoJibmoe B HOepuon 1) . IIpuUBIM3UTEJSLHEM ofmuM o00heM oTOMpaeMBIX
00pasloB KPOBM Y B3POCJHX cocTaBJadeT 144 M (ODpubIM3UTENbHBM
BCJIeICTBMe OTOpacHBaeMO¥ KpPOBM IIpM YCTaHOBKe KaTeTepa B KaXIHN
nepuon) .

9.5. MEPH [IJis1 BAIMTE OCJIEIINIEHMS UCIIBITAHUSA

C UeJibld BHIOAUM M BBemeHus IMP, a Takxe OMoaHaJIUMTUUECKOMN
OuUeHKM PK um o00OpasuoB B OTHOWEHUM aHTUTEN K JIUKCHUCEHATUIY
clenyommre Juila OyIOyT HeOCJIeIlJIEHHHMM (ofpaTuTeCchk K pas3nelly 8.8 B
OTHOIEHUM TMpolLenypH BbHOauM IMP, oOTIpaHMUeHHOM He3aBUCHUMEM MeCTHHM
guitoM mu3 CRO/mMccienoBaTelIbCKOTO LeHTpa) . KommMs paHIoOMMBallMOHHOTO
coMcka 0OyImeT IIPpemoCTabBJIATLCA TOJBKO OMOAHAJUTUKY, OTBETCTBEHHOMY
34 M3MEPEHMI KOHLEeHTpaluM JIMKCUCeHaTuIa.

B cioyuyae HexXeJlaTeJILHOT'O  ABJIEHUA  MCCIENOBaTEJI CJIeOyeT
PaCKpPEBATE KOI TOJBKO B MCKIIOUUTEJILHHEX ODCTOATEJILCTBAX, KoI'Da
3HaHKe MCCIeoBaTeJIECKOTO IpooyKTa HeoOXOoOUMO o4 JIeUeHM A

nanmeHTa (ofpaTUTeCck K pas3nesy 8.8).
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Ees coMmHeHUSs, U3 coobpaxeHuy ©0e30M0acHOCTM, KOOI JieUueHUd
ByoeT OTKPHTEM OJ4 CoOBmeHMsa opraHaM 3IpaBooxXpaHeHMsa o Jiobon
OpenrnojlaraeMo HelIpeOBUMIOESHHOM Ccepbe3HOM HexeJlaTeJIbHOM peakluu
(SUSAR), T. e. Jo0O0OM Cepbe3HOM HeXeJlaTeJIbHOM ABJIEHUM, KOTOopoe
ABJIAETCSA Kak HelpenBUOeHHBEM (Ha OCHOBaHUU OPOIIPH
VCCIeloBaTessa), Tak ¥ O0DOCHOBAHHO AaCCOUMMPOBAHO C IIPUMEeHEeHUEM
IMP B COOTBETCTBMM C MHeHMEeM OOHOTO U3 MccJemoBaTesd u/Uian
CIIOHCopa) .

ARAC ocJemnJieH nOJd BSKCIePTU3H CIydaeB aJJlepTuM U peakluum,
IIOJOBHHX aJiIJlepTMuecKuM (obpaTUTech, IDoXallyMcTa, Takxe K paslesy
6.3.1).

Bce Jmmua B Sanofi-Aventis u B JmwdoM CRO, BOBJIeUeHHHEe B
uccienopaHue, BKJIOUA A JJatopaToOpPHHX DKCIIEPTOB u, HakKoOHell,
DKCIEePTOB M0 QapMaKOIMHAMMUUECKMM MWCCJIeNOBaHMAM, OYyIOyT OCJIEIlJIeHH
B OTHOIEHUM KONa PaHIOMM3allUM.

10. BEBOIACHOCTHL MNAIIMEHTOB

NccrnenoBaTelsis  ABJIAETCHA TJIABHBEM  JIMIIOM, OTBETCTEBEHHEIM 34
IPUHATME BCeX KIMHMUECKM 3HaUMMHX pelleHuM, Kacaommuxcd Opobiem
0e30IaCcHOCTH.

Ecimm 3710 COUTYyT HeOOXOOMMEM, MHeHNte ClielimaJinmcTa cJjienyeT

paccMaTpMBaTE, He OOITyCKaAd IIpoMenJIeHN A (HaanMep, oCTpada
IIouedHa4d HeIOCTaTO4UHOCTE, cyooporu, KOXHEIE BEICHIIIaHM A,
aHPMOHeBpOTMT{eCKVIﬁ OTeK, OCTaHOBKaAa cepnla, VISMEeHEeHNMA Ha

BJIeKTpokapOuoIrpaMMe M T. IO.) .

B cilyyae IOepMaTOJIOTHMUECKMX IIOpaXeHUM B OOIOJIHeHMe K OHCTpOon
PEKOMEeHIalUM DepMaTojora HaCTOATEJILHO PEKOMEeHIOYyeTC s
ocymecTBJIeHMe doToTrpadmuecKor PuUKCalLUM.

10.1. MOHUTOPMHIT' HEXEJIATEJIBHBIX $SIBJIEHUM

Bce 4aBJeHMAa OyOyT KOHTPOJMPOBATE, M OynoyT coofmaTk © HUX B
COOTBETCTBUM CO BCeMM OeMCTBYRIMMMY OpeIlucaHuIMH, u eymyT
BKJIIOUATL MX B OKOHUATEJILHEM OTUeT O KIMHUMUECKOM MCCIJIeIOBaAHUM.

10.2. ONPEMOEJIEHMS HEXEJIATEJBHBIX SIBJIEHUA

10.2.1. HexenmaTelbHOe SBJIEHUE

HexenaTensHoOe SIBJIEHUE (AE) IpencraiBJisgeT cobomn Jboe
HeOJaTrolIpUATHOE MeIMIIMHCKOEe HABJIeHME Yy I[allMeHTa, KOTOPOMY BBEJIM

(]_)apMaLLeBTMT{eCKI/HZ IIpoOoyKrKT, W KOTOpPOE HeoB43aTelIbHO OOJIXKHO WMEThb
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IPUUMHHO-CJIEOCTBEHHYID CBA3b C IaHHHM JieueHUeM.

* (CJj1afoe=0TCYyTCTBME M3IMEHEHUM I[IOBCEIOIHEBHOM HOeATeJILHOCTU, U
He TpebyeT 004a3aTeJILHOTO KOPPEeKTUPYKRMeT o/ CUMITOMATUUECKOTO
JIeUeHNs.

*  YMepeHHOe=MellaeT HOPMAaJIbHOM IIOBCEeIHEeBHOMW IeATeJIbHOCTU
u/unu  TpebyeT 0043aTeJIbHOTO KOPPEeKTUPYKIMeTo/CUMITOMATUUECKOTO
JIeUeHNs.

s TaxeJJOe=NpeNdTCTBYeT IIOBCEeIHEeBHOM OedTeJIbHOCTUM U TpebyeT
00A3aTeJILHOTO KOPPEeKTUPYMEeT o/ CUMITOMATUYECKOTO JIeUeHU .

10.2.2. Cepbe3sHOe HeXeJlaTeJIbLHOE SBJIEHUE

CepresSHEM HeXeJIaTeJIbHEM SBJIeHUEM (SAE) aByugeTcsa Jwodoe
HeBJIaTOoNpUATHOE MeOMUIMHCKOe  ABJIeHMe, KOTopoe IIpu KakKou-Jmobo
nose:

* IPUBOIUT K CMepTH, WU

* IpelnCcTaBJIAET YyTIPOo3y IJISA XU3HU, WU
[IpuMedaHue ; TepMuH  'TipencTaBysgeT  yI'pos3y  IOJA  XM3HU' 0B

onpeneyieHur "cepbesHH’ OTHOCUTCA K SBJEHMO, IIPM KOTOPOM IMallMeHT
IoOBepraljicd PUCKY CMEPTM B MOMEHT HABJIeHMSA; OH He OTHOCUTCA K
ABJIEHVK, KOTOpPOEe TUIIOTETHUYECKM MOTJIO OB BHEH3BaTh CMEPTb, ECJIU
OBJIO OB BoJiee TSXKEJIBIM.

+ TpebyeT TOCOMUTaIM3alMKM B CTalMoHape WM T[IPOINOJDKEHMS
OeMCcTBRYyIEeN TocIMTalu3alunr, WK

* MNPUBOOUT K CTOMKOM WMJIM 3SHAUMTEJILHOWM MHBaJIMIM3alUMU/yTpaTe
TPYOOCIIOCOBHOCTH, WU

* IpeicTaBjdeT cofoM BPOXIEHHYID aHOMaJIMD/BPOXISHHEM IOPOK
PasBUTHUA, WK

* TIpencTaBfgeT cobo¥ BaxHOe ¢ MeIULMHCKOM TOUKM 3peHusd
ABJICHUE :

- MEeIMIMHCKOEe M HaydHOe MHeHMe OOJDKHO YUMTHBATBCH IIPHU
PEemeHur BOIIPOCa O TOM, I[OOXOIUT JIM BKCIPEeCC—-OTUETHOCTE B OPYI'MX
CUTYalUMax, TaKMUX Kak  BaxXHbBe  MeIMUMHCKHUE ABJIEHUSA, KOTOPHE
HEMOCPEeICTBEHHO MOTYT He IPelOcTaBJIATE YIPOo3y IJS XWU3HM WM He
IPUMBOIVUTE K CMEPTUM WM TOCIUTalM3allMM, OIOHaKO MOTYyT IIOIOBepraThb
PUCKY IallMeHTa WIM MOTyT TpefoBaThk OCYINECTRBJIEHMS BMellaTesJIbCTBa

IOJId IIpeloTBpalleHMAd OIOHOI'O M3 IPYyI'MX HWMCXOIOEB, IIepedMMCIJIEHHEIX B
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OTIpelleJIEHVM BHIIE .

IIpuMeUyaHue: IpUMepaMu TaKUxX ABJIeHUN HABRJISAEeTCHS MHTeHCHUBHAaL
TepalMsa B OTHOeJIeHMM oOKasaHMsa HeOTJIOKHOM IIoMOmM MJIM »OoMa B
OTHOMEHUM aJIJIEPTUYeCcKOTOo OpoHXoclasMa, O¢opM OUCKpasuM KpOoBU,
cynopor, ALT > 3 x ULN+ypoBeHB of0mero OmamMpybmHa > 2 x ULN wmim
IIOBHMMEeHMA ypoBHS ALT > 10 x ULN 06e3 KIMHUMUECKUX I[IPOABJIEHUM, WU
pPasBUTHUA JIeKapCTBeHHOM 3aBUCHUMOCTHU MM JIEKapCTBEHHOTO
3JI0YTIOTPeDIIeHN g .

OTkprETHe UVHOopMallMu © SUSAR CHOHCOPOM OIMCaHO B pa3nelse

10.3. OBsISAHHOCTE MUCCIIEOOBATEJS, KACAIOIAACA OTUETA OB
OLIEHKE BES3OIIACHOCTU

10.3.1. Ofmee PYKOBOICTBO IJIEI COODIWEHMS O HexXellaTeJIbHHX
SIBJIEHUSIX

Bce AE, He3aBUCKUMO oT CEPLE3HOCTHU  WUJIM CBSA3U c IMP,
OXBaTHBAKIINE IPOMEXYTOK BpeMeHU oT MIONNIMCaHM A bopME!
MHOOPMUPOBAHHOTO corJiacmsa oo OKOHUAaHUI nccJenoBaHms, Kak
olpenejieHO IIPOTOKOJIOM, CJelyeT PeIMCTPUMPOBATL Ha COOTBEeTCTBYIIEN
cTpaHulle (axX) MJIM B OKHe (ax) peTlMCTpalMOHHOM KapTH OJIA YyKa3aHHBX
nalumMeHToOB. /[Jd IallMeHTOB, He IM[IPCHellMX CKPMHMHI, peruMcTpalusa B
PEeTUCTPAllMOHHOM  KapTe OCYIIECTRJIAETCH  TOJIBKO B cJiydyae SAE,
BCTpEUanmeToCsa Ha OPOTAXEeHUMM CKPMHMHTOBOT'O Ilepuola, WMIM B Ciydae
AF, KOT'Da HEeKOTOPpHEe IMIPpOoLeldypH CKPMHMHTA [OOBepralnT IalueHTa
yrposzaM 0e30IaCHOCTHU (HanpuMep, Jwboe BelecTEBO, BEOIOVMOE B
KauecTBe IIPelBapUTeNIbHOTO  JIedeHMa WM  OJad  QeHOTUIIMPOBAaHUAg,
BHIIOJIHAEMEE WMHBA3MBHEIE TECTH WM IIPEPEHBaHME MIPMBHUHOTO JIeUeHMS) .

I[Io BOBMOXHOCTM cCJedyeT coofmaTh OMarHO3 MM  OTIOeJIbHBEM
CHUHIPOM, a He CHUMITOMH. JVccienosaTells OOJDKEeH VYyKas3aThk »aTy

BO3HUKHOBEHMA, MHTEHCHMBHOCTE (CM. oOlIpeneJjieHUsa B pas3neyne 10.2.1),

nericTeue, NpeInlIpuHsSTOe B OTHOIIEHUN IMP, HasHAYEeHHOE
KOPpeKTUpylIee JeueHre/ Teparuo, OOTIOJIHUTEJIb HEE IPOBeeHHEEe
MccJenoBaHUA (HanpuMep, B CJIYyYaeOepMaTOJIOTHMUECKMX  IIOpPaXeHMH,

HeOOXOOMME QoTOoTpadumM), MCXOI M MHEHME MCCIEeINOBATEJIS, CYMEeCTBYET
JM OOOCHOBAHHAA BEPOATHOCTE TOTO, UTO AE OBJIO BEH3BaHO IMP.
C uejsbil obecleueHMd Oe30NacHOCTM IMallMeHTOB MCCIIeIoBaTellb

IOOJIXeH ITIPedIlIPMHATE COOTBEeTCTBYKIVE MEePE IOJIA OTCIJIEXMBaHMA BCeX AR



86

0O Tex IIop, I[IOKa He 3aBepliMTCcd KIMHUUECKOE BEBIOPOBJIIEHME U
pe3yIbTaTH JIa®OpaTOPHEIX MCCIeOOBaHMM BepHYTCS K HOpMe, WIM OO
Tex I[Iop, [IoKa He CTabuiImM3mMpyeTcd I[IporpecCcHupoBaHMe, WIM IO
HaCcTyIJIEHMI CMepTM. OTO MOXeT IIoIpasyMeBaTh, UYTO HaOJoOIeHUA
OyOoyT [OIPOOOJIKATLCHA IIOCJEe IIOCJIEODHETIO 3allJIaHMPOBAHHOTO COIJIACHO
OIPOTOKOJY BU3UTa, M UYTO MOHUTOPMHIOBAA KOMaHIa MOXET 3alpOCHUTh
OOIOJIHUTEJIbHEE MCCJIENOBaHUL.

Eciu  JleueHMe  IIpeKpalleHO IIpeXIeBPeMeHHO, HabOJooeHsa  3a
mauMeHToM OyOyT IIPOOOJIXATh OO KOHLA MCCJEODOBAaHMA OJ4 TakKoI'o
nauyeHTa, KaK OIpemNejyIeHO IIPOTOKOJIOM.

OTKJIOHEHMS OT HOPMH Ja®OopaTOpPHEX IIoKazaTeJlel, IoKazaTeJen
XM3HEHHO BaXHHEX OGyHKUIUNM wniam 9SKI' cjelyeT peruMcTpuUpoOBaThL Kak AR,
TOJILKO €CJIN:

* OHM SBJIATCA CUMITOMATHUUECKUMU, WU/UIIN

* TpelynT JMOO KOPPEeKTUPpYKIeTIo JieueHMd, JUOO KOHCYJIbTalMWU,
u/nnm

* TPUMBOOAT K IIpeKpaleHMrio JeueHus C TI[oMomeio IMP/NIMP  wmim
U3MEeHEeHVI0 NO3UPOBKMY, WU/WIN

* YIOBJIETBOPALT KPUTEPUID CEPbEe3HOCTHU, WU/WIn

* ollpeneJieHH kKak AEST.

10.3.2. PyKOBOICTBa IJISS COOBIWEHMSI O CepbeBHHX HeXeJlaTeJIbHEX
SABJIEHUSAX

B cayuae SAE uccIenoBaTeJlb IOOJIKEeH HeMelOJIeHHO IIPellIpUMHATH
cJlegyolmye OeMCTBUL.

DaHHEle Ieppehle 4 NOIyHKTa CIMCKa IJOJDKHHE I[IPUMEeHATHLCS B CJydae,
KOT'Da MCIOJb3YIT OYMaXHY PErMCTPalMOHHYID KapTy.

BBECTVN wmHbOpPMaALINL, CBASAHHYID C CEPLE3HLEM HexeJaTeJbHEM
ABJIEHMEM, B COOTBEeTCTBYKIMe OKHa e-CRF; mOpmM 5TOM CcHUCTeMa OyneT
ABTOMaAaTUUYECKM IIOCHJIATE YBeIOMIIeHMEe MOHUTOPMHIOBOM KOMaHIe IIOoCHe
IOATBEPXISHUA MCCJeloBaTelld B paMkax e-CRF MM [OOCJe CcTaHOapTHOM
OTCPOUKHU .

INEPECIJIATE (MNpedNOoUTUTEJILHO C [IOMOmbK dakca MIM 3JIEeKTPOHHOU
IIOUTH) (QOTOKONMI BCeX INPOBelNeHHHX O0O0CJIeNOBaHMM M IOaTH, B KOTOPHE
IDaHHEEe OOCJIeIOBaHMA M[IPOBOIMIIMCEL, MNPEeOCTaBUTEN MOHUTOPUHIOBOMU
KOMaHIE, UYbe ¥MA, HOMep O®akca M alpecC DJeKTPOHHOM IIOUTH YKas3aHEH

Ha IIPOTOKROJIE KIIMHMYECKOI'O WCIIEITaHMA. CiiegyeT OBTE BHMMAaATEJIbHEM,
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cJienAd 3a TeM, YTOOR M,HeHTM(bMKaLU/IF[ IIalllieHTa OBLJIa 3alliieHa U
M,HeHTM(bMKaLLMOHHBIe CBeleHMA IalMeHTa B KIMHUUECKOM MWCIIEITaHUM OBLIM

TOJIKHBIM O@paSOM YIIOMAHY TEL Ha KOIINM HepBMT{HOIZ JOKYMeHTalul1,

IpenocTaBJIgeMOon CIIOHCODPY . HOns pPesvyJLTaTOR JaBopaTOPHHX
uccJenoBaHum BKJIOUAT HOpPMaJIbHHE OMarasoHH JaBopaTOPHHX
moxkasaTesyey.

Bce DaJibHeMmme OBOHOBJIEHUSA IOaHHBIX, coofpas3Ho
oBbcrogaTresIbCTBAaM, cljlenyerT PETUCTPUPOBATE B e-CRF, n

OOTIOJIHUTEJNILHYR OOKYMeHTalMK, a TakKXe OONOJHUTEJIBEHYKR WMHOOPMALV
(OTHOCUTEJILHO HAaHHHEX JabopaToOpHHX MCCJedOoBaHUM, COIYTCTBYIIMUX
JIEKapCTBEHHEIX IperapaToB, cTaTyca allMeHTa M T. IO.) CJenOyerT
[lepeCHyIaTh (mo daxkcy WM BJEeKTPOHHOM IIoUuTe) MOHMTOPMHITOBOM
KoMaHIe B Ipemnejlax 1 pabouero OHA C MOMeHTa I[IOJIYUeHMSa CBeIeHUM.
KpoMe Toro, cJenyeT IOPeONpMHATE J0OyH TIIOMNBTKY OJI4 »aJlbHelmero
OOKYMEHTUPOBAaHMSA B npenejax HelleJin (7 oHeM) rocJe
NepBOHAUAJNILHOTO YBEeOOMIIeHMA JIODOTO Cepbe3HOTO  HeXeJlaTeJIbHOTO
ABJIEHMSA, KOTOpOe M[ABJIAETCHA CMepTeJIBHEM WM [IpencTaBJIsgeT YIposy
OJIS KU'SHU.

BanacHoOM ILJlaH TIIPMMEeHAT (C [OpMMeHeHMeM OBUMXeHUMS OyMaXHHX
HOoCUTeJlel), kKorma cucTeMa e-CRP He paboTaer.

Cienyromye 3 IIyHKTa CIMcCKa OYyOyT IIPMMEHATHBCS B CJydae, KOoI'Ia
e—-CRF uMCHOJIB3YIT OJI4 2allaCHOT'O ILJIaHa.

IIEPECJIATE (OpednlouTUMTeNIbHO 110 (akKcy WM SJIeKTPOHHOM IIouTe)
NOONUCAaHHY " OaTUPOBaAHHYID COOTBETCTRYIIIY CTpaHULLy (H) B
PETUCTPALIMOHHOM KapTe TIMNPpeICTaBUTEJI0 MOHMTOPMHIOBOM KOMAaHIH, UYbe
Mg, HoMep dakca M alpec »JeKTPOHHOM I[IOUTH YyKas3aHH Ha IIPpOTOoKoJe
KJIMHUUECKOTO MCHIBETaHWA.

[IPUKPEIIMTL GQOTOKONMIO BCeX IIPOBeIeHHHX O00cCIeIoBaHMM ¥ IaTH,
B KOTOPHE OaHHEE obcrenoraHmda NIPOBOOWUIIN . CienyeT OHITH
BHMMATEJILHEIM, CJIeOsa 3a TeM, UTOoOH UIOeHTUOUKaLMA [HDallMeHTa Ovlla
3aluimeHa M UOeHTUOUMKALIMOHHEE CBeIeHMda IalMeHTa B KJIMHUUECKOM
VCHOHTaHuM OBJIM OOJIKHBEIM 00pasoM YIOMAHYTH Ha KONMM IIepBUUYHOM
OOKYMeHTalluu, IpenocTaBJIgeMOon CIIOHCOPY . nOiga Pes3yILTaToB
JJatopaToOpPHHX uccJenoBaHum BKJIIOUAT HOPMaJIbHEEe OuanasoHH
JIafopaTopHEIX IoKaszaTeJien.

Bco IOOIIOJIHMTEJIEHYIO OJOKYMEHTAaL IO cilienyeT OTIIPABJIATE



88

MOHMTOpMHPOBOﬁ KOMaHIle B Inpenoejiax 1 paéoqero IOHA C MOMEHTa

IIOJIYUEeHNMA CBeIeHUN. Kpome TOT'O, CcjlenlyeT IIpelIllIpMHATE BCe YCUMIIMA

I0JIsg IJaJibHeumero JOKYMEHTVPOBAHMA B TIIperneJlaX HellelJlrt (7 nHen)
10 CJIe IIepBOHaAYAJIEHOI'O YBeIOMJIEHIMA JIIOOOTO CEPBEE3HOTIO
HeXeJIaTeJIEHOIT'O ABJIeHNA, KOTOpoOe ABJIAETCA CMepPTeJIEHEIM JIn

npencTaepjgeT yI'po3y OJd XU3SHU.

O Jqmwbom SAE, IMOpHBJIEKIEeM BHUMaHMe MccJeloBaTelid B Jodou
MOMEHT BpPeMeHM TIIOCJie OKOHUaHMA UCCIeOoBaHusa OJA HalreHTa, U
KOTOpOe paccMaTpMBaeTCd MCcJemoBaTeJleM KaK  BHEH3BaHHOe IMP  cC
000CHOBAHHOM BEPOATHOCTLIO, crenyer coofmaThb MOHUTOPUHTOBOM
KOoMaHIe.

10.3.3. PyxoroICcTBa mOJsI COOOIEHMSI O HEeXEJIATEJILHHX SIBJICHMUSIX,
IpelCTaBJISIONIMX OCOORI MHTepec

HeobxomouMoCTE B CHelMaJIbHOM MOHUTOPMHIe, HOOKYMEeHTAaluKM U
KoHTpoJie AEST omnmcaHa B IOaHHOM pasnee.

nOiga Kaxmoro OTIPEeneJIEHHOTO HeXeJlaTeJIbHOTO ABJIEHUA,
npencTapJgnlero 0OCOOHM MHTepec, TIaTeJILEHO paccMaTpuBaeTcd
HeoOXOoOMMOCTL B cOope IOONOJHUTEJLHOW  KOHKpeTHOM MHoOpMaluM,
KoTopasd OyImeT OKa3HBATL BIMAHME Ha MCCJIelOoBaHue U/MIIM CTPYKTYPY
PeTMCTPallMOHHOM KapTH, Kak, HaIpuUMep:

OpelcTapJigpllee MHTEpeC NPpelcylleCTByllee COCTOAHMe WM obpas
XM3HM, CBHA3aHHHE C HeXeJIaTeJILHEM HABJIeHMEM (HallpMMep, [IPUMBHUKH,
bakTop pHUCKa Pa3BUTUA CepIeUHO-COCYIMCTHX 3abojleBaHUM M T. I.);

OXMIAEeMHM IlepeueHb acCCOUUMMPOBAHHEX IIPUMBHAKOB U CUMIITOMOB;

MEPOIIPUATHUA II0 KOPpeKUMM (HalpuMMep, [peKpalleHue JIeUeHusd,
CONIYyTCTBYKIIeE JIedeHVME UM T. IO.);

MEPOINIPUATHUA II0 IMaT’HOCTUKEe (HalpMMep, Pe3yJBTATEH TecTa (OB)
WM [IPpOLUedOypH (Ipoluenyp) M T. I.);

OOTIOJIHUTEJILHEE ONMcaTeJIbHEE (GaKTOPEHL;

OCJIOXHEHW A .

10.3.3.1. CoobBuenne o HeXxeJiaTeJlbLHEX SIBJICHHSIX ,
OpencTaBasioLux OCOGHM MHTepec, C HeMeLJIeHHEIM yBeIOMJIeHHeM

B ciiyuae AEST C HeMeOJIeHHEIM YBeIOMJIEHMEM CIIOHCOPa
HeoOXOoOMMO MHOOPMUPOBATE HEMeIOJIeHHO (T. €. B Ipenmejax 1 pabouero
IOHS), KaK YKas3aHO B PYKOBOIOCTBE [0 yBeIoMJIeHMK © SAE, onoMcaHHOMY

B pasznejye 10.3.2, @naxe eclIM OHM He VIOBJETBOPRAKRT KPUTEPUI
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CEepbLe3HOCTH, c NpUMeHeHNEM COOTBETCTBYIIMX CTpaHuIL
PETUCTPallMOHHOM KapTH (IOOJIEXUT IIepecHIKe) WMIM OKOH B e-CRF,
[IoBrmeHMe YpoOBHA ALT>22 x ULN (ofBpaTUTeCch K COOTBETCTByKMeN

KapTe MNPUHATUA PEMeHUM B TIPUJIOXeHUM A)

QTc>500 mMc

B ciydyae yIJIMHEeHMA WMHTepiBaJa QTc (aBToOMaTHMUYECKOE WM3MepeHUEe)

>500 MC, [IOOTEEPXIOEHHOI'CO CUMTHBAHMEM BPYUYHY MCCIeIoBaTeJIeM WU
BpaduoM, OeJIETMPOBAaHHEIM MCCJeIoBaTeJieM, C IIpUMeHeHMeM (QOPMYJIE
Opumepmuura OJA KOPPEKTUPOBKM QT, DAUMEHT OOJDKEH OLBTL I[IOMENEeH IION
HaGJooeHMe B CHelMaJIbHOM  O0OCTaHOBKE. BremeHre UCCIeOyeMOT'O
MeIVIMHCKOTO IpooyKTa OOJIKHO OBITE OCTAaHOBJIEHO n coOpaHL
COOTBETCTRYyMMe O0pa3lLbe KpoBM. IllocjelyimMMy MOHUTOPMHI J2KI' 3aTeM
OOJDKEH BEHIIOJHATLCA Ha pPeTryJapHOM M KJIMHUUECKM HaIeXHOM OCHOBEe HO
TexX I[IoOp, [IoKa MHTepkBal QTC He BepHeTcd K 0e30laCHOMY 3HAUEeHMD,

KakK OllpendeJIeHO MccJlemoBaTeJieM IO COIUIalleHMIO CO CIIOHCOPOM.

BepeMeHHOCTE

- BepemMeHHOCTE, npoun3olena g N NalvMeHTKY—XeHIIVHE,
BKJIIOUEHHOM B KJIMHUUEeCKOE VCHOBEITaHWE . BepeMeHHOCTE OynmeT
PeETUCTPUPOBATECSA Kak HexeJlaTeJIbHOe ABJIeHUE, npencTaBJidee

OCOOBIM MHTEepecC, C HeMeOJIeHHHM YBeIOMIIeHMeM BO BCexX cJydaax. OHa
OymeT KBaJIMPUUMPOBATLCA KakK Cepbe3sHOe HexXeJjlaTeJIbHOe  ABJIeHUE,
TOJILKO ecIm OynmeT COOTBETCTBOBATHL OIOHOMY ns3 KpUTEPUER
CEepLE3HOCTH.

- B ciyuae DepeMeHHOCTHU IIpUMeHeHNre IMP cyenyerT WU
HeoOXOoOMUMO IIPEeKpaTUTh.

- llocyenyrmee HabooeHMe OepeMeHHOCTU OymeT OO0A3aTeJIbHEM IO
TexX II0p, [IOoKa He OyINeT OIpemeSieH ee MCXOoI.

[Tepenosuporka IMP ¢ KJIMHMUECKMMM [IPOABJIEHUAMU .

- llepenosupoBKa (CJydyaVHasd WMJIM HaMepeHHasda) IMP HOpencTaBJIsgeT
coboM dABJIeHMe, IIpenojlaraeMoe MCCIeOoBaTeJIeM U ONpenelJIeHHOe Kak
IO MeHBIeM Mepe OBYKpaTHOe IMpeBHIMeHMe OpelnojlaraeMoy HOO3H B
npenejax IpennojyiaraeMoro TepaleBTUUYECKOT O MHTepBaja,
CKOPPEKTUPOBAHHOE B COOTBETCTBMM C TeCTHUPYEMEM JIEKAPCTBEHHEM
CPenoCTEOM.

10.3.3.2. CoobBuenne o HeXxeJiaTeJlbLHEX SIBJICHHSIX ,
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opencTaBasoLux OCO6HM uHTepec, 6eB HeMeLJeHHOT'O YBeLOMIICHMSI

llepenosupoBka IMP 6e3 KJIMHUMUECKMX [OPOABRJIeHMM (oOpaTHUTech K
pasneny 10.3.3.1).

CuMIITOMaATHUYECKasa ITUIOTJIMKEMUS (cMm. oripelleJIeHVE  HMXe) c
CONYTCTBYIMM YPOBHEM TJUNOKOBH B ILUIaBMe KpoeBu <60 wMr/mm (3,3
MMOJIE / JI) VI accouMMpoBaHHAaSA c BRICTPOM  yTHWIM3aluel  IIocje
[IepOpPalJILHOTO BBeIeHMA YIJIeBoIa, ecJIM He JOCTYIIHO W3MEPEHUue
YPOBHSA TJIOKOSBHE B ILJIa3Me KPOBU.

CuMIITOMaTHUYeCKasa TUIOTJIMKEMMA OlpelelieHa KakK  ABJIeHMe C

KIIVMTHMY e CKVMMM CYMIITOMaMM , KOTOPEHE, KakK IiojiaramnT, OOy CJIOBJIEHH

SIUB0I0M TUIIO TJIMK EMUU (HampumMmep, IIOTJIMBOCTE, ydalleHHOe
ceprnnebueHue, YyBCTBO ToJiona, HeCrnoKOMUCTRO, TpeBOTa,
YTOMJISEMOCTE, pasopaXmuTelIbHOCTE, ToJIOBHAS BoJIb, CHIMKEeHUE
KOHIIeHTPpAaLNWH, COHJIMBOCTD, HapyleHne ICUXUKA WM 3peHud,

TPaH3UTOPHLEE CEeHCOPHHE MJIM IBUTATeJLHHE HapylleHMd, CIyTaHHOCTDb
CO3HaHUL, CYOOPOTHY MJIM KoMa) .

O cuMIIToMax cC aCCOIMMPOBaAaHHEIM M3IMepeHMeM VYPOBHA TJIOKO3H B

KpoBU260  MT/IOJ (3,3 MMOJbL/JI) He cJenyer coofmaThb Kak o
TUIIOTJINKEMAN .

B HacTodmeM MCCJEOOBaHMM OyIOeT HOONYyCKaTbCAad BO3MOXHOCTL
CaMOCTOSATeJIbHOT'O M3MEPEHMSA YPOBHSA TUIKKO3H B KpoBUM (SMBG) BO Bcex
ciaydadax, KoTma HaluMeHTH OyIOyT OIyllaTh CUMITOMBEL TUIOTJIMKEMUN .
[MTauMeHTE OOJIKHEL OBTHL [NPOMHCTPYKTHUPOBAHEL B OTHOIIEHUM MW3MepeHMI
YPOBHeNV  TJIOKO3H B IIJla3Me KPOBM IO BBeIeHMA  TJIOKO3H WU
noTpediieHnd YyIJIEBOLOB.

O CHUMIOTOMATUMUECKOM TUIOTJIMKEMUM CJefyeT coofbmaTek KakK O
HexeJlaTeJILHOM  ABJICHUM. Ee cJenyer permMcTpUpPOBATH B CRF B
crelraJibHOM bopme AR o4 CUMIITOMaTHUUYECKOMN TUIIOTJINKEMAN .
HOIIOJIHUTEJIEHYIO MHOOPMALINIO cJjenyer cofupaTh B crelraJibHOM
nobarouHOM GopMe IJid SABJIEHMA CHUMITOMATUUECKOW TUIOTJIMKEMUU .

Taxesiad CcHUMITOMaATUUeCKasd ITUIOTJIMKEMMU I

Taxesad CUMIITOMaTHUUEeCKa TUIIOTJIMKEMU I OIpenesaercda Kak
ABJIEHME C  KJIMHUUYECKMMM  CHMIITOMaMy, KOTOPHE, Kak IoJjlaramoT,
0BOYCJIOBJIEHE TUIIOTJIMKEMMEN, OprM KOTOPOM IallMeHT HyXIaeTcsda B

oMo »gpyroro JiMiia, IIOCKOJIBEKY IIallMeHT He MOXeT JIeUNMThb ceba B
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CBA3M C OCTPHEM HEBPOJIOTMUECKMM HapylleHMeM,  HeloCPeICTBEHHO
BO3SHUKAKIIVM B pesyibTaTe ABJIEHUA TUIIO TJIMKEeMUH, u OHa
XapaKTepusyeTcsad OOHMM M3 CJeOyolero:

gBJIGHME, KOTOpoe OHJIO acCCOLMMPOBAHO C YPOBHEM TUNOKOSBH B
miasMe KpoBM Huxe 36 mMr/on (2,0 mMonwn/m) ;

ecJIM He OOCTYIIHO WM3MepeHMe YPOBHSA IVIDKO3H B IIJJa3Me KpPOBU,
TO gBJIeHMe OBJIO aCCOLMMPOBAHO ¢ OHCTPOM yTWiIM3aluuMel IIocJe
[IepopaljibHOTO BBeIeHMAI YIJIEBOLa, BHYTPUMBEHHOTO BBEIOEHMUS IJUIOKOSH
WIM BBeIeHMA IUIOKaroHa.

OmpemesyieHMe TSIKEJION CHUMITOMATUUECKOM TIUIOIJIMKEMUM BKJIOUAET
BCe  SHOU30IH, IpM  KOTOPHX  HEBPOJIOTMUECKOe  HapylleHue OLLIO
OOCTAaTOWHO T SDKEJIEIM, YTOBH [IpPenaTCTBOBATDL CaMOCTOATEJILHOMY
JIeUeHMIn, UM KOTOPHEe TeM  CaMuM, Kak cumMraercHd, rnomBepIraiu

ITIallMeHTOB PUCRY ITIPMUMHEHMA Bpela cebe WM OKPYyXaKlMM . HyxHO

OTMETUTL, uYTo "HyxknaeTcs B nomomu” o3HadaeT, UYTO HALUMeHT (ka) He
MoXeT cam(a) okaz3aTb cebe r1nomomb. Ciaydawum, Korma KTo-Jmbo cC
HOOPHX MNOOYXKOSHMM II0 JIMUHOM MUHMIIMATMBE IIOMOTaeT IIalMeHTy, Korma
3TO He HABJISeTCH HeOOXOOMMEM, He XKBaIMOMUMPYIOTCI Kak "HyXOaeTcd B
nomomm” .

Taxesas CUMIITOMaTUUeCKad TUTIO TJIMKEMU S yneT
KBaIUOUIUPOBATECSA Kak SAE, TOJILKO eCcJm OHa YIOOBRJIETRBOPAET
Kputepuam SAE.

[TopospeHMe Ha IIaHKpeaTuT

B ciayuyae TAXeJIOM HelpeKpamaklmencs ©60JM B XMBOTe, KoTopad
MOXeT MWppalIMMpOBaTh B CIMHY, 3adacTyl C XapaKTepHBEMM IIpUM3HaKaMM
B 3aBUCHMMOCTM OT IIOJIOXKEeHMHA, C BO3MOXHEIM BO3HMKHOBEHMEM TOIMHOTE,
PBOTEH, JIMXOPaOkM M JIeMKOoLUMTO3a, CcJelyeT IIPOBeCcCTM OOIOJIHUTeJILHOEe
U3MepeHusd YPOBHeM aMujla3h M JMIOasb. [IMarHo3 IIaHKpeaTUT MOXHO
npenmnojlaraTk TaKXe, eClIM IOpyIT'Me IPUUYMHE OOJIM B XMBOTE WMCKJIIOUEHE
(7. e. =abojleBaHMe XeJIUHOTO IMY3HpPd M T. O.), W HabIogawonTcsd
IOBHIIEHHHE YPOBHM aMMiIashl M/MIM JIMIA3H, ¥ KpoMe TOoTo HadJIomanTcd
M3MeHeHUI IIOIXeJIyIOUHOM XeJlel3H IIpU YJILTPa3BYKOBOM MCCJIedOoBaHUM
u/man CT uamu MRI (¢ KOHTPACTOM, cooBpas3Ho 0o0CTOoATesIbCTBaM) .

IHosoxkHEl  OBITHE M3MEPEHH YPOBHM  I[IaHKpeaTUUECKMX  (QEepPMEeHTORB

(aMmilaza, JmMIasza) .
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> EcJM 3HaueHUI YPOBHeM aMmja3H ¥ JIMIA3H I[IPpeBHEIAT 2-
KpaTHyo ULN, u3MepeHUSI HeoOXOIMMO IIOBTOPUTL B IIpenejax / IOHeHM.

> EcJM 3HaueHUI YPOBHeM aMmja3h ¥ JIMIA3H I[IpeBHEIMailnT 33—
KpaTHy® ULN, KM3MepeHMS HeoOXOOMMO IOBTOPUTE B Hpelejiax 48 4YacoB.
Ecim 3HaueHMe ocTaeTcd BoMe 2-KpaTHoM ULN, ero cjenOyeT IIOBTOPATH
KaxOyln HeOeJir, I[IoKa OHO He CTaHeT HMXe, uYeM 2-kpaTHasa ULN.
I[TOBHIIIEHM A YPOBHEM aMMJIa 36l nu JINTI1a 3L fes aCCOLUUMUPOBAHHEIX
KJIIMHUUECKUX CHYMIITOMOB cyjenyetT COIIPOBOXIOATH

I‘aCTpOSHTepOHOI‘MT{eCKOﬁ OLIEHKOM C HOOIOJIHUTEeJILHOM BUlyaJu3almen,

coofbpa3zHo obcTodTesibCcTBaM. Bco JafopaTopHYIRD WM  KIMHUMUECKYIO
OOKYMeHTallun CcJenyeT coduparTh. Kak Togpko OyOoyT OOHapPyXeHH
IPU3HaKN, CUMIIT OMEL n pPe3yJbTaTH MCCJenoBaHuM, N3Yy4Yanlnx
[IOoNO3peHrue Ha I[IaHKpeaTUT (HallpuMep, pe3yJbTaTH JafopaTOPHHX

MCCJIeOOBAHUY, OTUEeTH BM3YaJM3allMM, OLEeHKM TIacTPpOSHTepoJora M T.
Oo.), CBsS3aHHHE C IIONO3PEeHMEM Ha IIaHKPeaTUT, MCCJIemoBaTelJlb OOJIKEH
3a00KYMEHTHPOBATE M COOCMMTL O HMX B CclelMajbHOM dopmMme e-CRFEF.

B cJiiy¥yae TIIOCTAHOBKM IOMarHO3a OCTPHM I[IaHKpeaTuT  IIpUMe
MCCJIeoyeMoTo CcpencTea JleUueHns u OIPYTUX IIOTEHIMAJILHO
IIOOO3PUTEJILHEX  JIEKAPCTBEHHEX CpencTe clyenyeT — IIPEeKpaTUThb u
ofecrneunTs IHOCJelyllee KIMHMUECKOe HabJmoIeHMe HalMeHTa.

Ajlepruuyeckas MM NOoOoOHAS aJJIepIMUeCcKOM peaKLus

B ciy4yae, ecJM MHalMEHT MCIHTHBAET aJUIEPIMUYECKYD PeaKIMD WU

NOOODHY aﬂﬂepI‘quCKOﬁ pPearumo, oB® BTOM HYXHO Coof8laTk Kak o

HexejlaTeJbLHOM  ABJIeHMM. [ONOJIHMTEJIBHYID MHboOpMaumio cobupainT B
crielnMalbHEIX  dopMax g aJUIepTUMUeCcKUx  peakuui. PaccMoTpeHue
aJJIepIUdecKoMn I BO3MOXHOM aJJIepIUdecKoMn pearuum oymer

OCymMecCTBJIATE KoMMTeT 1[I0 OlleHKe aJlJIepTMUYecKUx peaKlui (ARAC,
pazsnen 6.3.1).

10.3.4. PyKOBOIOCTBO IO KOHTPOJIK OTKJIOHEHMM OT  HOPMH
crneumpmueckmux JIaboOpPaTOPHHX IIoKaBaTesen

Kak  TOJIBEKO IalUMeHT  BKJIKUEH B KIMHUYECKOEe  MCIEHTAaHUE,
cilenywmMe OTKJIOHEHMS OT HOPMH Ja®OopaTOpHHX ToKaszaTellell IOJDKHEH
OTCJIeXUBATLECHA, NOKYMEHTUPOBATHCSA M KOHTPOJMPOBATHCH.

HeliTpomnenus

TpoMBOUIUTONIEHU A

OCcTpad IIoueuHad HeJOCTaTOUHOCTHL
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[logo3peHre Ha pPabIoMMOJIU3

10.4. OBSISAHHOCTHM CIIOHCOPA

Ha MHOpoTaXeHMM XOOa MCCJeNOoBaHMA CIOHCOp OyImeT coofmaTh
YCKOPEHHHM CIIOCOBOM O CJIenyKleM.

0Bo Bcex SAE, KOTOpPHE KaK ABJATCH HENIPeOIBMIOEHHBEMM, TakK U

IO MeHblle¥l Mepe OOOCHOBaAHHO CBA3aHH ¢ IMP (SUSAR), opraHaM
30paBOOXpPaHeHu4d, ERJB/IEC coofpas3Ho oBCcTOATENILCTRAM u
nCccJenopaTesigM.

060 Bcex SAE, KOTOPHE ABJANTCA OXMIOAEMHMM M IIO MeHBIIeM Mepe
OBOCHOBAHHO CBA3aHH C IMP, OopraHaM 30PaBOOXPaHeHN A B
COOTBETCTEBMM C PeIMOHAJILHEMU IIpaBUJIiaMM .

11. COHEPALMKM IO MCKIIIQUEHMIO NMALUMEHTA M3 MCCJIEJOBAHUA

CllenyeT OIpelelJIMTh OCHOBaHMe I[IPUUMHE 0JIS OTMEHH JIeUeHMUd.

11.1. NEPEYEHBL KPUTEPMEB OTMEHE JIEUEHWSA

OBpaTuTeck K pazneny 10.3.

BepeMeHHOCTE OyIOyT NIPUMBOOUTE K OKOHUATEJILHOMY IIpeKpalleHU
JIeueHUsa BO BCex cly4daax (obpaTuTeck K pas3neny 10.3.3.1).

11.2. NPUUYMHBE OTMEHEl JIEUEHUA

[TauMeHTEH MOI'YT OTKaszaTbCd OT JIeUueHMs, eCJIM OHM pPellar
IOCTYNUTE TakKuM of0pasoM, B JO0OM MOMEHT BpeMeHM M 110 JKdon
[IpUUYVHe, WM BTC MOXeT OHTL pelleHUe MUCCIemoBaTelid.

11.3. 3AMEHH IALIMEHTOB

ITauMeHT, KOTOPHM IMIpeXIeBpeMeHHO IpekKpallaeT CBOe ydacTue B
MCCJIeNOBaHUM CpelCcTBa OJd JledeHMsa IIoCJle Hadajla HadallbHOTO
neprona ¥ KOTOPHM MOJYyUMII MCCIenyeMoe JieKapCTBeHHOe CpPencTBO,
MOXeT OHTb 3BaMeHeH, UTOOH I[IOJIYYMTHL, €CJM SBTO BO3MOXHO, 12
3aBEPUMBIMX JIeUeHMe IMalMeHTOB Ha IONYyJALUMKD. B cllydae OpekpalleHUs
JleueHMsa B CBA3M C BOB3HMKHOBeHMeM AE 3amMeHa OyHmeT O0ODOCYyXOATLHCH
nCccJenopaTesyieM n CIIOHCOPOM. NauveHTH 3aMeHE O OJDKHEL
COOTBETCTEOBATEL BCEM KPUTEPUAM BKJIOUEHMSI VM UCKIIOUEHMUId.

TauMeHTH 3aMeHH OyIyT MMeTh IPpYyTOM HOMep IIallMeHTa, IOyTeM
notasiyennda 500 K HOMepy 3aMeHeHHOTO IallMeHTa.

11.4. TIPOLUEIOYPA TIIOCJIEOYIOWEI'O HABJIOOEHMA B CJIYYAE OTMEHE
JIEUEHMA

Bce OTMEHEL JleueHmsa B NCCJIenOBaHUM O OJDKHEL OBITE

3apermMcTpPprMpOBaHE mcciylegopaTeJieM Ha COOTBETCTBYKIIMNX CTpaHMIIax
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PEeTUCTPAlMOHHOM KapTh WM B OKHax e-CRF, ecJauM OHM CuUMuTalnTCd
IIOOTBEPXIEeHHBEMNA .

[lp BO3MOXHOCTM Yy IIallMEHTOB CJIEOYEeT TIIPOBECTM OlleHKY C
IpuMeHeHUeM IIpOolelyPH, 3allJIaHMpOBaHHOM  IOJIS BM3UTa OKOHUAHUA
JleueHusd, BKJIOUA S BHIZATHE obpasua nJis bapMakKoOKMHEe TUUEeCKMUX
uccJenopaHui, coobpasHo o00CTOATeJILCTBaM.

B cuayuae Joforo HalMeHTa, KOTOPHM OTKaszaJICa BO3BpamaThCcsa B
UCccJedoBaTeJILCKUM  LeHTP, MCcoJeloBaTelllo cJelyeT IIPUJIOXMTL BCe
YCUIIN A nJis IIOBTOPHOTO YCTaHOBJIEHU S KOHTAaKTa c naumMeHTOM
(HanpuMep, CBA3aTbCA C CeMbey IallMeHTa WM YacTHREM BpaudoM,
IIOCMOTPETL IOOCTYIHHE PEeTMCTPH MM ©0asbl OaHHBX 30paBOOXPaHeHUMS) U
onpemesIMTL eTro/ee COCTOAHME S3IOOPOBLA, BKJOUAS II0 MeHBIeld Mepe
cBemeHMA O TOM, XMB JM OH/oHa. IIONHTKM YCTAHOBUTL KOHTAKT C
TakMuM I[alMeHTOM IOJIKHEI OBTHL 3aJOoKYMEeHTUMPOBAHH B MEeIMLIMHCKOM
KapTe IalMeHTa (HaopuMep, BpeMa ¥ HAaTH IONHTOK TeJIepOHHOTO
KOHTaKTa, KBUTaHLUMA 00 OTHNpaBJIeHUM 3BaKas3HOT'O NMUchMa) .

I[TallMeHTH, OTKasaBmMMecs OT MCCcJeloBaHMA, He IOJDKHH IIOBTOPHO
BKJIOUATLCA B McCcJedoBaHMe. JMx HOMepa BKJOUEHMS U JleueHUd He
IOOJDKHEI MCIIOJIB30BaTBHCA IIOBTOPHO.

12. MNPOLUEOYPE MCCJEIOOBAHMA

12.1. PACIMCAHME BUSUTOB

MccienoBpaHMe COCTOMT M3 CKPUMHMHIOBOTO Ieproma OO0 4 HeleJlk C
nocjelyiomyMu 3 IepuolaMM PaHIOMU3MPOBAHHOTO, IBOMHOTO CJENoTo,
[IepekKpeCcTHOT O JieueHMsa C IIpoMexyTKoM 1-7 nOHeM. KaxOooll [Iepuon
fymeT OJIMUTBCSA TOJIBKO OIMH IeHb (HO eciauM Bce oOOCJemoOBaHUA WU
TeCTH, KOTOPHE IOOJIKHEL OLITH BEHIIOJIHEHH IIepel OO3UPOBKOV B IeHb 1,
HEeBOBMOXHO BHIIOJIHUTE BO3MOXH, OyIOeT OCYMecCTRJIATLCHS BU3IUT B IeHb
-1 (BTOpas IMOJIOBMHa @OHA) OpM YIODCTBe HallMeHTa ¥ BO3MOXHOCTAX
MCCJIeIOBaTEJbCKOTO IIeHTpPa (HanpuMep, [IOMEIIEHN E B JieueBHOE
yupexneHne/pasMeleHre Ha OIHY HOUL Iepen OHeM 1 B KaXOHM
nepwuon) ) .

B KaxOwlM IIepuol JeueHMsa TalMeHTH OyIyT I[IoJydaTh OyTeM
IIOOKOXHOM MHBEKLMM OIOHY IO3y, CcocTaBjgimyln Jmdo 5 mMmxr, Jjmbo 10
MKI JIMKCHCeHaTuIa, I[IOM DSToM 5 MKI' OpellecTBYeT YPOBHI »To3k 10
MKI', MWMJIM COOTBETCTRyIMM o00beM ILIaledto (50 wMra wmiam 100 MKII) .

BUBUT OKOHUAHMA JIeUeHUAd S3allJIaHMpOBaH MeXOy ITHeM 2 m §HeM ]
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Iepmrola JiedeHud 3.

Bce BUMBUTEH B KJIMHMKe (OeHb 1) cJenyeT IIPOBOOUTE YTPOM
IIPUMEPHO B OOHO M TO Xe& BpeMd.

12.1.1. IpoueOypH CKPUHMHIA

IIpouenypr CKPpMHMHTa OyIYyT OPOBOOMUTE B NOpemejyax 30 OHeM 1o
BKJIOUEHMA, HO 3abop o00pa3loB KPOBU CJeNyeT OCYUHEeCTBIATE He
nosmHee OHA -25 OJI4 [IOJIydeHUS pPe3yJIETaToB OO paHmoMu3auuu (OeHb
1).

B ciyyae mMcclelyeMOW LOeTCKOM IIOIIYJSaLUUN

[lpy ©STOM IIePBOM KOHTaKTe MCCJIenoBaHre OyIeT pasbICHEHO

POOMTEeJIAM IalMeHTa WM SaKoHHOMY OIekKyHY (majiee "pomuresn”) .
PomurTeJb IIOJYUMT VCTHYID MHOOPMAILIMID O LeJiiXx U choocodax »TaHHOTO
uccJenopaHusda, ero OoTpaHMUeHMSAX UM PUCKax U I[OIPOOOJIKUTEILHOCTU
uccJenopanuga. IIMcbMeHHOe MHOOPMMPOBaHHOE coIJvlacue IOJIKHO OHThb
IIOONMCaHO poIMTeJleM Iepel IIpoBeleHMEeM KaKuUxX—JIMOO UCCIeIOoBaHUM.
Kpome TOTO, moJioxeHre  QOpPMEL  coIlJlacua  OydeT  IIOONMUCHBATLCH
HeCOBepIeHHOJIe THUMA naumveHTaM WM bopMarHOOPMUPOBAHHOTO
corJlacua OyIneT IIOIONMCHBATLCA  COBEPHNEeHHOJEeTHUMMU MM  3PeJEMM
HeCOBEPMEeHHOJIeTHUMM (OoNpeleJieHE MeCTHHMM 3aKoHaMuM) .

B ciyuae McceOyeMOoM TMONyJISLUUM B3POCIHX [IallMeHTOB

MalyeHT IIOJIYUUT MHOOPMALINIO HeJu (4x) uccJenoBaHmsa u
opolledypax OT MccJeloBaTeld. B3pOocJHl DalMeHT OoJDkKeH Oyaer
IoOnMcaTh MHOOPMUPOBAHHOE CcoIJlacue Ieped JIOOHM MepOIpUITHUEM,
CBA3aHHBEM C MCCJIeOOoBaHUEM.

IOing Bcex IallMeHTOBR CKPMHUMHTOBEM BU3UT OyIeT BKJIOYATH
cJenyrmmre uccjenoBaHmsa (oBpaTUTechb K paszieny 2.2):

1. Iemorpadmueckme »maHHHEe: Bo3pacT, II0J, Ppaca, POCT, BecC
Tejla B KI', BMI [MHIEKC Macchk Tejla=Bec (B KI')/pocT (B cM)?];

2. B ciaydae »OeTCKOM IMONVJALUMM: olpenejleHMe cTamuu TaHHepa
(TOJIBKO CKPUHUHI) ;

3. COOTBETCTBYNIVM MEeOIMUMHCKUNM aHaMHes, BRJUasg MeIyJJISpHLBM
pakK mMMUTOBUOHOM Xxejle3n (MTC) B JMUHOM WJIM CeMeMHOM aHaMHe3e WM
TeHeTHUeCKOe COCTOSHMe, KOTopoe IIpenpacrnojaraer k MTC, ciayuawu
aJJlepTMM B MeIMUIMHCKOM aHaMHesze MallMeHTa, QaKTOopH PUCKa Ppal3BUTUA

IIaHKpeaTrTa [HaanMep, IIPMBEHUYKA yHOTpG@J’IHTb AJIKOTI'OJIb
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(oTcyTcTBYyeT, <2 pas3/IeHb MIU >2)] ¥ XUPYPTUUSCKUNM aHaMHes3;

4. OQusukaJIbHOe oOOcCJemoBaHMe (CepledyHO-COCyIMCTas CHUCTeMa,
TpyoHasa KJIIeTKa U JIeTKUue, MHUTOBMIHAA XeJjesza, OprmHasd IIOJIOCTE,
HepBHas CHUCTeMa, KoXa " CJIM3UCTHe OOOJIOUKM, a Takke CKeJIeTHO-
MBOIeUuHasd cucTeMa) ;

5. ImabeT 2 THMIa B aHaMHe3e (DaTa I[IOCTaHOBKM IOMaTHO3a
omnader) ;

6. [lpreM  CONYTCTBYHRIMX WM [OPEeINEeCTBYKRIMX  JIEKAPCTBEeHHEX
npenapaToB, BKIKUAA IPOTHMBRONIMabeTMUeCKMe CpelcTBa JIeUueHMs 3a
ocJiegHMe 3 MecHdla OO BKJKOUEHUS B MCCIelOoBaHMe, HaTy Haudaja
JeueHsa C TIIOMOUbK MeTQOopMMHa, OpM €TI0 BEelIeHUM, CyTouHad nOo3a
MeThopMMHA B HaUYaJIbHEM MOMEeHT BpeMeHM (00paTuTech K KPpUTepHUIM
BrIJwueHusa 101, pasgen 7.2);

7. SKTI" (cTaHmapTHas, B 12 OTBeIOeHMax) , M3MepeHnd
moxasaTeJen XKMBHEHHO B aXXHBIX byHKLNUM (uacToTa CeplIeuHHX
COKpalleHUM, CUCTOJMUEeCKoe U IMacToJIMUueckoe KpPpOBAHOe IaBJeHue,
u3MepeHHoe nocJie 10 MMHYT OTIOHXa B IIOJIOXKEHMM JIeXa Ha CIWHE) ;

8. M3BMepeHMe TeMIIepaTypH TeJa;

9. AHamnms MOUmr Ha HaJuuune HapKOTUUECKHUX BEEeCTs @
aMbeTaMUMHOB/MeTaMbe TaMUHOB, DapdbuTypaTos, OeH30IMa3elHOB,
KaHHabMHOMIOB, KOKaMHa M OIMaTOB;

10. IlpoBa Ha aJIKOT'OJIb;

11. JJaBbopaTopHEE TEeCTH B COCTOSHUMU HaTomak c
TeMaTOJIOTUUECKMMU MCCJIeIOBaHUAMMU U KIMHUUYECKUMMM OMOXUMUYECKVMU
a”"ajaM3zaMM, BKJKUaAA aHalln3 CHBOPOTKM KPOBM, aHaJM3 Ha aHTuUuTesa
(auTUTesj0 K IA2 aHTUTeJIO K GAD), ypoBeHb C-renTtmia HaTomak,
ypoeeHs HDAlcC, ypoBeHB IUIOKO3H B ILJIa3Me KPOBM HaTOmakK, YPOBEHb
KaJlbIIMTOHMHA, CEepOJIOTUMUECKME MCCJeIOBaHMA (aHTUI'eH Tenatura B,
aHTUTeJla K BUpycy Tenatura C, aHTUuTeyga Kk HIV]I wm aHTHUTe]a K
HIVZ2), aHalM3 MOUM, aHalMu3 KpoBM Ha R-HCG TONBKO Yy XEHIMH CO
CIIOCOBHOCTBI K OeTopoxneHuo (crammuda TaHHepa=3), ypobeHb FSH B
CHEBOPOTKE KPOBU (y B3POCJEX XEHIMH, B COOTBETCTBYKIUX CJydadx,
OJIS MONTBEPXIEHMS IIOCTMEHOIIAY3HOTO CcTaTyca) ;

12. Kaxowi ULUeHTp OyIeT OCYmecTBJATL 3BOHOK B IXRS @0na4

IIOJIYUEeHNMA 17928 INIallMeHTOM HasHadaeMoIro I10 BO3paCTaHMIO
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UISHTUOUKAIIMOHHOT O HOMepa, COOTBETCTBRYKMETO ero/ee IOPAOKY
BKJIOUEHMA B MCCJemoBaHUe (oOpaTHUTeCch K pasznely 8.5).

I[TallMeHTE, KOTOPHEE COOTBETCTBYIOT BCEM KPUTEPUAM BKIOUEHUS U
HM OIHOMY M3 KPUTEpUeB MCKIOUYeHMS, OyIyT OOIOyMeHH K BU3UTY
BKJIOUeHMI B MCCJedoBaHMe (OeHb 1).

12.1.2. OmmMcaHMe IIO TUIIY BMBUTA

12.1.2.1. Ilepmon Jyeuvenmus 1

[IpollenypPH BKIIOUEHMSI B MCCJIeIOBaHUE

By3uT BRJOUeHMS B MCCJeloBaHMe OyIyT TINIPOBOIMTL B IOeHb
BKJIOUEHMA B MCCJIegoBaHMe (IeH: 1), M OH OyIeT BKJIOUATH CJelyilMe
nCccJenoeanua (obpaTuUTeck K pasznelly 9.2).

1. V3 coobpaxeHuit 06e30MNaCHOCTU U MNPaKTUUECKMX CcoofpaxeHUM B
clydae IOeTCKOW IMONYJIAUMM MOXHO IIPMMEHATL MeCTHOe HaHeceHMe KpeMa

I MeCTHOe HaHeCeHNe IpyITroro aHecCcTesrpyrmero cpelcCTBa

(HanpumMmep, EMLA®) Ha Openjeube OPMMEPHO 3a 1 uYac OO BeHOIYHKIUM
B MeCcTe, I'Ie OyIeT pasMelleH KaTeTep o4 3abopa o0pa3lLoB KpPOBM, C
eJiblo yMeHblleHusa O0JIM Yy HalMeHTOB, OCODEeHHO Yy OeTel;

2. OusuKaJbHOe O0OCIemoBaHMe: MeOMUIMHCKUNM aHaMHe3, BeC U
TeMIIepaTypa TeJa;

3. 9KI' u MBMepeHMA IoKa3aTeJel XM3HEeHHO BaXHHX OGYyHKIUN;

4, AHaJM3 MOUM Ha HaJluuue DepeMeHHOCTM Yy OKEeHIUH CO
CIIOCOOHOCTEI K OeTopoXneHUK (cTanusa TaHHepa=3) ;

5. Axanms MOUM Ha HaJuume HapKOTUUECKUX BelleCTs:
aMbeTaMUMHOB/MeTaMbe TaMUHOB, DapdbuTypaTos, OeH30IMa3elHOB,
KaHHaBMHOMIOB, KOKaMHa M OIMAaTOR;

6. IIpoBa Ha aJIKOTOJIb.

I[IOBTOPHYK IIPOBepKy JOOTO TIMapaMeTpa B HadaJIbHEM MOMEHT
BpeMeHM CJienyeT OT'paHMuMTL OO OOHOT'O pasa 23a MUCKIKUYEHUEM
cIydyaer, KoI'la M3MepeHMe He OBUIO IIOJIYUEeHO B HaJleXallMX YCIJIOBUAX.
[locnenHee 3HaUueHue OOJDKHO  paccMaTpUBaTLCHA Kak 3HaUueHue B
HadaJlbHHM MOMEHT BpeMeHN, n O HeM cJjenyer coofmaTh B
pPerucTpallMOHHOM KapTe. ECAM HOapaMeTp B HadYaJlbHHY MOMEHT BPEMeHU
IpencTaBJIgeT cobomn YacThb KOHKPETHOT'O KpUTEPUA BKJIOUEHN A,
[IOBTOPHAaAd IIpOBepKa He IOINyCKaeTcd; IIPpM STOM OINHO OTKJIOHAKIEEeCH

OT HOPMEI 3HaUecHMe ABJIAE€TCHA HquMHOﬁ VMCKRJIKUEeHMA M3 MCCIIedJOBaHMA.
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[TalMeHTE, KOTOPHE COOTBETCTBYIT BCEM KPUTEPMAM BKIIOUEHUA U
HY OIOHOMY W3 KPUTEepMeB WCKIIUeHUs, OyIOyT IOOIIYIEeHH IJISA BKJIOUEHNS
B MCCJleODoBaHUe. OKOHUATeJIbHOE  BKJIKUeHUE B MCCJIeOOBaHUE U
paHmoMM3aluuin OyIOyT BEHIIOJIHATE HEeIIOCPEeNCTBEHHO Ilepell BbBeleHueMm IMP
B IeHb 1.

V3 coobpaxeHuV 6€30IaCHOCTM M IMIPaKTUUECKUX CoobDpaXeHUMM 3a
npuMepHoO 15 MmMHYT no 3z3abopa o0pa3lLoB KPOBU B IIepUDEepPUUECKY BeHY
Opelnjedbsa MOXeT OHTB BCTaBJeH IOJIOCTHHY KaTeTep C  LeJbb
[IoJIydeHrsa  ofpa3LuokB KpoBM. Mexny 3abopaMr o00pa3LoB MaHIpPeH
KaTeTepa OyImeT 3akphT. [IpuMeHeHMe TellapMHa B Xohe 3ab0OpOB KPOBU
HE paspemesHo (BOo wmabexaHre JOOOTO IIOTEHUMAJIBHOTO 3alpsa3HEHUS
rellapMHOM, UYTO MOXEeT IIPelATCTBOEBATE aHajiM3aM Ha JIeKapCTBeHHOe
cpencTBo/aHTHTeNa) . [Ja T[IpOMBIBAHMA KaTeTepa nJas 3abdopa KpPOoBU
MOXHO IIpuMeHATL 0,9% coJjleBoM pacTBop. Ilepen 3adtopoMmM obpasla
KPOBM C IIOMOWEBK IIOJIOCTHOI'O KaTeTepa ccjenyeT oTobpars 0,5 M
KpPOBU U OTOPOCUTL €& BO M30exaHMe pasbaBJIeHUI.

FEcam mnauMeHT [IOOTBEPXOeH I8 BKJUEHUMS B MUCCIeIOBaHUE,
[IepMrol JiedeHMA OyHOeT BKJUYATH CJelylllMe MCCJemoBaHMsa (o0paTuTech
K paznesy 9.2):

1. B cooTBeTCTBMM C MNPOLENYypPOM, OIMCaHHOM B pasnese 8.5,
dpapMalleBT MM HEe3aBUCHUMOE JIMIO OyOYyT OCYIIeCTBJIATL 3SBOHOK B IXRS
C LeJIBD IIOJIydeHUS pacllpelelileHMsa HoMepa Habopa IJIisa JIeueHUs;

2. 3adop oBpaslLoB KPOBU oJisa TecTa Ha aHTUTEeJIa K
JMKCUCeHaTUOy Ilepel BBeleHuMeM IMP;

3. B3a 0,5 u mo BaBTpaka CaMOMHBEKIMSA JIMKCUCeHaTMOa B Oo03e 5
MKT (5 emouHMl, KakK YyKasaHo Ha OptiClick®) wmam 10 Mxr QD (10

eIMHMII, KaK VyKaszsaHo Ha OptiClick®) wunmm mmnauneto (50 wxja miam 100
MKJI) IIon HabmooeHMeM KBaJMOMUMPOBAHHOTO cCclIelMalucTa. OOHako B
neJax ocJIellJIeHna BBeIeHUe B nccJenopaTeslbCKoOM LeHTpe
JMKCHUCceHaTHUIa WJIM COOTBEeTCTBYHIMEeIro eMy Ijaledo, clIeloBaTelJbHO,
BymeT MOPOBOIUTL He3aBMCHUMOe JIMIIO, KOTopoe He HABJAeTCsS UJIeHOM
TPYIHIE KIMHUUECKOID'O MCcJenoBaHuAa B CRO MM  MCCIIeOOBaTeJIbCKOM
leHTpe;

4. CTaHDapTHU3VPOBAHHHEM 3aBTpak (obpaTuTech K pasngeay 8.4,

npujioxeHve D), OpedocTaBjgeMuel uYepes3 30 MUMHYT TIOCJIe IIePBOTO
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3abopa o00Opa3loBR KpOoBM OJI4 O(apMaKOoOIMHAMMUECKMX MCCJedoBaHuM, UTO
COOTBETCTBYET IPEelNBapMUTEeJIbHO OlpenesIeHHOMy BpeMeHu TO, bu;

5. Babop obpasloBR KPOBM IJIA OIEHKM YPOBHS IUIKKO3H B ILJIa3Me
KpPpOBM, MHCyYJMHa, C-mnentuina M IJIOKal'OHa, HauMHad MexXOoy IIPpMMEPHO
07:30 m 09:00 (TO mnepen BBeIeHMEM MCCIENYEMOTO JIEKAPCTBEHHOTO
CpencTra) c 7 (8 ojid YPOBHHA TJIIOKO 3L B jiaszme KPOBM)
npenBapmuTesIbHO 3alaHHEMU MOMEHTaMU BpEMEHN : TO, TO,5
(HermocpelCTBEHHO IIepen 3aBTpakowm), T1, T1,5, T2 (TOJIBKO YPOBEHBb
TJIDKO3E B ILJla3sMe kpoBu), T2,5, T3,5 m T4,5 (mepen JlaHueM) ;

6. B3Babop o06paszuoB KpoBu g PK, HauMHasg MexXOy IIPUMMEPHO
07:30 m 09:00 (TO, mepen BBeIEHMEM MCCIEIYeEMOTO JIEKAPCTBEHHOTO
cpencTra), UM B 7 TpelIBapUTeJIbHO 3alaHHEIX MOMEHTOB BPEMEHM II0CJe
BBemeHusa nosel: TO0,5 (HenmocpelCTBeHHO Iepen 3aBTpakowm), T1, T1,5,
T2,5, T3,5, T4,5 (nnepen JmaHueMm) u T6,5;

7. VinaMepeHMA IIoKa3aTeJleM XM3HEeHHO BaXHHX QyHKUUM B T2,5 m
T6,5;

8. OdumsMKalbHoe obciienoBaHme M OKI' mepen BHOuckou (T6.5);

9. Perucrpaums HeXeJlaTeJIbHEX ABJIEHUN U COITYy TCTBYIIIMX
JIEKapPCTBEHHEIX IIPelapaToB, €CJM TaKOBEE MMEKnTCH;

10. TIlaumeHTH ©OyIOyT BHIMCAHE IIOCJIe 3aBepleHMd [IpoCMOTpa
IOOCTYIIHEIX IOaHHHIX II0 OlleHke 0e30MIaCHOCTU MCCIIENOBATEJIEM;

11. TlauMeHTOB TMPOMHCTRPYKTUPYIT, UYTOOH OHM BEPHYJMCH B
WCCJIeNoRaTeJIbCKUY 1LeHTPp B IOpenejlax 8 »OHeM (MexXny IOHeM 2 UM IOHeM
8) .

12.1.2.2. Ilepmons: jeveHwuss 2 u 3

[lepuon JIeueHM s yneT BKJIOUATH clenyomue MCCIIeIOBaHUA
(obpaTuTeck K pazmesy 9.2):

1. M3 coobpaxeHuUll 0e30IaCHOCTM M MNPaKTHUUECKMX CcooBpaXxeHUM B
clydae IOeTCKOW IMONYJIAUMM MOXHO IIPMMEHATL MeCTHOe HaHeceHMe KpeMa
WX IJlacTHpg (HanopuMmep, EMLA®) sa OpuMMepHO 1 Yac OO BeHOIYHKLUM
B MecCcTe, TIIme OymeT pas3MelleH KaTeTep oJda 3abopa o00pasz3loB KPOBU
(ecam mnlauMeHT BHEHOpaH OKOHUYUaTeJIbHO) C ILeJIbD YMeHbIleHUMd OOoJn Yy
IalMeHTOBR, OcoDeHHO y IeTen;

2. U3 coobpaxeHuM ©0e30MaCHOCTM U OPaKTHUUECKUX CooBpaxeHUMN

3a OpuMepHO 15 MMHYT »DO 3afopa o0pa3lLoB KPOBM B IIepUdepHMUeCKYIO



100

BeHy Ipenjedbsa MoXeT OBTL BCTaBJIeH IIOJIOCTHHM KaTeTep C LeJbio
noJiyuyeHmusa ofbpas3loBR KpoBu. Mexny 3abopaMm oOpas3loB MaHIOPEeH
KaTeTepa OyImeT BakpHT. I[IpuMeHeHMe TenaprMHa B xoIoe 3ab0pOB KPOBU
HE pazspemeno (Bo m30eXaHMe IIOTEHIMAaJIbHOTO 3al'pA3HEHMSA TIellapMHOM,
uTo MOXeT [IpenaTCTBOBATE aHaJm3aM Ha JIeKapCTBEHHOE
CpeICTBO/aHTUTesa) . [JIS I[IpOMHBAaHMSA KOHTeMHepa IOJ4 cbopa KpOBU
MOXHO IIpuMeHATL 0,9% coJjleBoM pacTBop. Ilepen 3adtopoMmM obpasla
KpPOBM C IIOMOWBK TIOJIOCTHOT'O KaTeTepa cjenyer oTrobpate 0,5 M
KPOBM M OTOPOCUTE €& BO M30exaHMe pas3baBJIeHUS;

3. Perucrpaums HeXeJlaTeJIbHEX ABJIEHUN U COITYy TCTBYIIIMX
JIEKapPCTBEHHEIX IIPelapaToB, €CJM TaKOBEE MMEKnTCH;

4. Axaams MOUM Ha HaJmuue HapKOTUUECKUX BEMECTB :
aMbeTaMUMHOB/MeTaMbe TaMUHOB, DapdbuTypaTos, OeH30IMa3elHOB,
KaHHabMHOMIOB, KOKaMHa M OIMaTOBR Ilepel BBeneHueM IMP;

5. IlpoBa Ha aJKoI'oJib Ilepel BBeleHueM I1MP;

6. OdusukalbHOe oOCJemoBaHMe, BKJKYAsg M3MEpPEHMe Beca TeJa,
TeMIepaTypH TeJla, ¥ cobJoleHue OTpaHMUeHUNM MCcJIeOoBaHMA Iepen
BBeneHreM IMP;

7. WsMmMepeHus OSOKI' u 1okasaTelJeV XM3HEHHO BaXHBX QYHKIUM
rlepen BBeneHueMm IMP;

7. AHaIM3 MOUM Ha HaJuuMe 0OepeMeHHOCTM Y  XEHIMH CO
CIIOCOBHOCTBI K IeTOpOoXRONeHun (crTamud TaHHepa=3) Iepel BBeIEHUEM
IMP;

8. Ba 0,5 u @mo BaBTpaka CaMOMHBEKIIMA JIMKCHUCEHaTHIa B I03e 5

MKT (5 emouHMl, KakK YyKasaHo Ha OptiClick®) wmam 10 Mxr QD (10

eIMHMII, KaK VYyKaszsaHo Ha OptiClick®) wumm mmnaueto (50 wMxa miam 100
MKJI) IIon HabmooeHMeM KBaJMOMUMPOBAHHOTO cCclIelMalucTa. OOHako B
neJax ocJIellJIeHna BBeIeHUe B nccJenopaTeslbCKoOM LeHTpe
JMKCHUCceHaTHUIa WJIM COOTBEeTCTBYHIMEeIro eMy Ijaledo, clIeloBaTelJbHO,
BymeT MOPOBOIUTL He3aBMCHUMOe JIMIIO, KOTopoe He HABJAeTCsS UJIeHOM
TPYIHIE KIMHUUECKOID'O MCcJenoBaHuAa B CRO MM  MCCIIeOOBaTeJIbCKOM
leHTpe;

9. CTaHOapTHU3MPOBAHHHM 3aBTpak (obpaTuTech K paszmgeay 8.1),
OpenocTaBjsgeMelt uepes 30 MUHYT I[IocJe IepBoro 3abopa  o00pa3lobB

KpoBM @OJIA @apmaKonMHamaneCKmx I/ICCJ'Ie,JIOBaHI/HZ, UTO COOTBEeTCTBYyeT
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npenBapnUTeJIbHO 3alaHHOMy BpeMeHu TO, bu;

10. 3abop o06pa3lo0B KPOBUM IJIA OILEHKM YPOBHSA IJIOKO3H B ILJIa3Me
KpPpOBM, MHCyYJMHa, C-mnentuina M IJIOKal'OHa, HauMHad MexXOoy IIPpMMEPHO
07:30 m 09:00 (TO mnepen BBeIeHMEM MCCIENYEMOTO JIEKAPCTBEHHOTO
CpencTra)

c 7 (8 nuga ypoOBHA IJIOKO3H B ILJIa3sMe KpPOBM) MNIPelIBapUTEJIBHO
3aJaHHEIMM MOMeHTamMu BpemMeHu: TO, TO0,5 (HemnocpeOCTBEHHO IIepen
3aBTpPaKoM) , T1, T1,5, T2 (TOJILKO YPOBEHB TJIOKOS3E B ILJIa3Me
kpoBU), T2,5, T3,5 m T4,5 (nepen JaHueM) ;

11. 3abop obOpasuoe KpoBM nOJad PK, HauuMHasa I[OPUMEPHO MEXIY
07:30 m 09:00 (TO, mepen BBeIEHMEM MCCIEIYeEMOTO JIEKAPCTBEHHOTO
cCpencTBa) M B 7 IpPelIBapUTeJIbHO 3allaHHBEIX MOMEHTOR BPEMEHM I[I0CJe
BBemeHusa nosel: TO0,5 (HenmocpelCTBeHHO Iepen 3aBTpakowm), T1, T1,5,
T2,5, T3,5, T4,5 (nepen maHueMm) u T6,5;

12. UVsMepeHMA IIoKa3aTeJleM XM3HeHHO BaXHHX OYHKUMM B T2 "
T6,5;

13. BKI' m dmBMUKaJIbLHOe oOcjlemoBaHMe, BHIIOJIHAeMEHe B T6.5;

14. PerucTpalumusda HexXeJlaTeJILHEIX  ABJEeHUM U CONYTCTBYIIMX
JIEKapPCTBEHHEIX IIPelapaToB, €CJM TaKOBEE MMEKnTCH;

15. TlaumeHTH ©OyIOyT BHIIMCAHHE IIOCJIe 3aBeplieHMd [IpoCMOTpa
IOOCTYIIHEIX IOaHHHIX I10 OlleHke 0e30MIaCHOCTH MCCIIENOBATEJIEM;

16. B mepmon 3 KaxIOeM LeHTp OyIeT OCYIECTBJIATL 3BOHOK B
IXRS ¢ uenbn MHOOPMMPOBAHMA O TOM, UTO BCe CpelcTBa JieueHMd OBUIU
BBEIOEeHHE (KOHEell Iepuola JIedeHUsa) IOaHHOMY I[IallMeHTY;

17. [TaumeHTa [IPOMHCTRPYKTUPYIOT, UyTOOH OH BEPHYJICH B
WCCJIeNoRaTeJIbCKUY 1LeHTPp B IOpenejlax 8 »OHeM (MexXny IOHeM 2 UM IOHeM
8) .

AMOYIIATOPHEM IIepuon (&)

B xome wmccJemoBaHUA TIIallMeHTH IOJDKHEL HEMEeIOJIEHHO CBA3aTbCa C
MCCcIeloBaTeJleM WM OIHMM M3 MeHeIXEPOB KIMHMUECKOTO OTIeJIEHUSA B
ciayuyae JI060T0 CHMIITOMAa Heus3BeCTHOM DTUOJIOTUN VI JI060T0
HEOXMIAHHOTO 5»ddeKTa MM H[ABJIEHUSA, BCTPeUYalMMXCHd Ha [IPOTIXKeHUN
MCCJeloBaHMA. B CBA3M C 3THMM I[HallMEHTOR I[IPOMHOOPMUPYIOT, UYTO OHU
MOTYT CBA3HBATBLCA C KIMHUUECKMM OTIeJIeHMeM [0 TeJiepoHy 24 yYaca B
CyTKM. IlallMeHTH HOOJDKHBEI IaThk MCCJEeOoBaTeJI® HOMep TeJje@oHa, II0o

KOTOpOMYy C HVMM MOXHO CBA3ATBECA B SKCTpeHHOﬁ cuTyaumm. IllalilMeHTE
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OOJIXHEL HOCUTE C CcoBo¥M Ha OPpOTSXeHUMM aMOyJIaTOpPHOTO Iepuona (oOB)

KapTy IalMeHTa, VYKa3HhBalilyld HOMep IHalueHTa M HoMep TejdedoHa

SKCTPEHHOM CBA3M, IIPedOCTAaBJIEHHEM MCCIeIOoBATEeJILCKMM ILIeHTDPOM.
12.1.2.3. BuBHMT OKOHYAHHUS JI@YEHHSI

BMBMT OKOHUAHMSA JeueHusa OyIOyT OPOBOOUTE OT 1 @mo 6 IOHen

[IOCJIe IOCJeOIHeI'0 BBeOeHMdA nos3w (D2 - D7 nocje nepuonla 3); OH
ByoeT BKJIOUATL ClHeOylllMe MCCJenoBaHud (oOpaTUTeCck K pasneiy
9.2):

1. dusmkalbHOEe OOCJIeNOBaHMe, BKJIKUAaA BeC TeJa;

2. OKI' 1 u3MepeHMUsA IoKazaTejleM XMBHEHHO BaXHHX (QYHKLMUN;

3. JJaBopaTopHEEe TeCTH B COCTOAHUU HaTollak c
TeMaTOJIOTUUECKMMU MCCJIeIOBaHUAMMU U KIMHUUYECKUMMM OMOXUMUYECKVMU
aHaau3aMm;

4. AHaJIM3 MOUM;

5. PerucTpaumsa HeXeJlaTeJIbHEX ABJIEHUMN u COITYy TCTBYIIIMX
JIeKapCTBEHHEX IIpelapaTor, eCIM TaKOBHeEe MMeTCH;

6. 3BoHOK B IXRS nna coobmeHMa o0 OKOHUAHMM MCCIelIOBaHMUA
OJI OaHHOTO allMeHTa.

12.1.3. OrpaHuueHuMe (sI) MCCIeOOBAHUS

BeuIM omnMcaHH BJIMAHME TIJIMKEMUUECKOTO WHIekca (GI) yrjesona,
CHLEeIEHHOTO NpeneoylM  BeUuepoM, Ha TJIMKeMUYeCKUM OTBET Ha
CTaHOAPTU3UPOBAHHEN MIPOOHEIM IIpMeM IOIUIM, CheIeHHOW BIOCIeICTBUM
YTpPOM (3aBTpakx) (11, 12). TIlo ™Mepe BOBMOXHOCTM MNallMeHTy OyIOyT
PEKOMEeHIOBATEL ChelaTh OJIoI0 M3 MaKapOHHHX M3OeJui Ha oben,
OpenmecTBRYONMM OHIO 1 Kaxmoro IIepuoma.

Ilocae obena B IE€Hb -1 ITallMeHTEI JOJIKHEI OCTaBaTBECHA B

COCTOAHVWNM HaTOoIllakK B TedeHVe 10 MeHbIIeM Mepe 38 JacoB (He

paspemaeTcsd IIPMHMMATE eIy ¥ HaOIUMTKM 3a MUCKJIYeHMeM BOIH) OO
CTAaHIAPTUSUPOBAHHOTO MIPOOHOTO MIPMeMa IIMIIN.

IIpM KaxOoM BU3UTEe B MCCJeOOBATEJLCKUINI ILeHTp B OeHb 1
KaXkOoTro IepuMoma IMIalMeHTH OOJDKHE BO3IepXaThbcd OT YIoTpedJeHUd
aJikoToJId, uYad, Kode, moKoJama, HAIMTKOB, COIepPXallMX XUHUH WIINU
Kopeun. IloTpeBieHMe IJIOOOB LHUTPYCOBHX KYJBTYP M UX COKOB
3anpemeHo B TeueHMe IIepuoma JeueHuMsd (OeHb 1 KaxmoTro IIeproIa).
Kypenue u yrnorpebjeHme Tabaka He OyIeT paspemeHo oT 1 OHA Iepel

IIOMellleHIeM B JleuebHOe YUpeXxaoeHlMe Ha PO TAXEHNNM BCeTI'O CpOKa
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HCcCcJaenoBaHma oo BU3UTA OKOHUAaHUI JleueHus. MaumeHTH OyoyT
IOJIy4daTh CTAaHOAPTHM3UPOBAHHLEM MIPOOHEIM OIpMeM OUMMY (KUOKUM OIPpOoOHLM
opueM MM OJIsS 3aBTpaka) (cM. pasnei 8.1).

MauveHTOBR OYyOyT IMIPOCUTE IIPUOEPXMBATLCSA TIIOCTOAHHOTO obpa3a
XM3HM 6OeB MHTEeHCHMBHOM O(MBMUECKOM AaKTMBHOCTM B TeueHMe BCero
CpOKa MCCJeNOoBaHMA OO BM3UTaA OKOHUAHMUA JIeUeHUS.

12.2. ONPEIEJIEHME MNEPBMYHEBIX IOAHHBIX

Bce oOlleHKM, O KOTOPHX coofmalM B perucTpalMOHHOM KapTe,
OOJIKHEL NOOKPEeIJIATLECHI HaoJexamnum obpasoM UISHTUOULINPOBAHHOM
IIePBUUHOM OOKyMeHTaluueM.

Comylacve ¥ TOONMCE MHOOPMMPOBAHHOTO COIJIACUA C YKaszaHMeM
UOeHTUOUMKALIMOHHOTO HOMepa MUCCIeNOBaHMIA

NOoeHTUMOUKAIIMOHHEI  HOMep  [alMeHTa, nocyiegHee  ydacTue B
KJIMHUUECKOM  MCIHETAaHWHU, MeOUIIMHCKUN aHaMHes, aCCOUMUPOBaHHEE
3aboJieBaHMA M OaHHBE, CBA3aHHBEe C MCCJIeOyeMoOM IaToJIoTMel

Crioco® KOHTpallenlnn oJisa KEHIVH co CIIOCODHOCTE K
OeTOPOXIEHND

[IpenmecTRYOMNUIA M CONYTCTBYIIMUM JIeKapCTBEHHB IIpenapaTtT

NOoeHTUMOUKALIMOHHEM HOMEP MCCJIeIOoBaHMSA

OaTel BBeIEeHUA M HOO3H JIMKCUCeHaTUOa WM Ijalnedo

ODaTel Haualla IIpMeMa MeTOOpMUHA, EeCHM HalMeHTH [IoIBepIlalnTCcd
JeUeHUK C IOMOIBI HEeTO, M CYTOUHas o03a B MOMEHT CKPMHMHTA

IaTel BU3UTOB M OLIEHOK, BKJIUAA OTUeT O pel3ylibTaTax

llokazaTeJM XM3HEeHHO BAaXHHX OYHKINMM, POCT, BecC Teja

JJaBopaTopHEe OlleHKM, 3SKI

MOMeHTE BpeMeHU QapMakKoOMHaAMUUECKMX ¥ (apMaKOKMHEeTHUUEeCKUX
uccJenoBaHum

HauvaJjio/KoHel NPpUeMOB MM

Sanucu 9KI' ¢ NOOIMCHI M OaTou

HexeslaTeJIbHEIE ABJIEHMA UM NOCIHenyKillee HaOJoIeHWe

B cayuae SAE wMccJeOoBaTeNILCKMM ILeHTP OOJIKeH IIOIMMTL K
[IEPBUYUHEM OOKYMEHTAM o MeHbIen Mepe KoUK OTUEeTOB 0
TOCIUTaNIM3alnn (coobpasHO 0BCTOATENIECTBAM) " JIFOOBIX
COOTBETCTBEHHHBIX OTUEeTOB uccJenoBaHum, B KOTOPHIX
3a0OKYMEHTHUPOBAHO IMocJelyKilee HablooeHMe 3a SAE

HDaTa wmu IIpMYrHa TIIpeXIeBpeMeHHOI'O IIpeKpalleHMAd JIeUeHNA (ecam
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TaKOBOE MMEJIO MeCTO)

[IepBUUHYD OOKYMEeHTAlLMID MOXHO HaVTM B CJeOyIMX ITOKYMEHTAaX:

YIOOCTOBEPEHUNM JIMUHOCTM IIallMeHTa,

MeIVMIIMHCKOM aHaMHe?3e,

TeMIIepaTypPHOM JIMCTE,

3aKJIOUEHNM JIeUalleT'o Bpaya,

IOHeBHMKAX IIallMeHTa,

HauvaJie/KoHLe SKI.

13. CTATUCTUUECKME OCOBEHHOCTU

MaTepmaJ B pasleye 13 T[OIpOTOKOJIa KJIMHUUECKOTO MCIHTAaHUA
nIpelcTaBJIgeT cobom JiaH CTATUCTUUECKOTO aHaJm3a nJis
MCCIIeIOBaHMA. B clydae, ecJM HoTpebyeTcd IepeCMOTP IaHHOTO ILJaHa
B XOIOe MCCJIeIOoBaHMA OJ4 ydeTa M3MeHeHMM B IIPOTOKOJIe KJIMHUUEeCKOTO
VCHOHTaHMgS MIM 0OJS ajaldTalyuM K = HeOXMIaHHEM OpobJjeMaM  IIpu
[IPOBEeIeHUN MCCIIeIOBaHUA u IOaHHEM, KOTOpPHE BJIMSAIOT Ha
3allJIaHMPOBAHHEE  AHAJIM3E, ILJIJaH CTaTUCTUUECKOTO aHaJlM3a OyIeT
IpenocTaBJiedH Iepel OJOKMPOBKOM 0a3n ITaHHHX .

13.1. OINPEIEJIEHME PASMEPA BBEEOPKU

PacueT MOmMHOCTH ORI  OCHOBAH Ha pe3l3yJbTaTax  OBOMHOTO
CJIeNoTO, ILIaLefo-KOHTPOJIMPYEeMOTO MCcJenoBaHmMa AVE0010/01-016 c
OOHOKPAaTHOM O30V, IpOoBeleHHOTO Ha IIallMeHTax C IuadteToM 2 TuUIA.
B crnenywomeln Tabauie (Tabauua 11) o0600meHH pe3yJbTaTH CpaBHEHUA
OOHOKPATHHX O3 3 MKI M 10 MKI' JJMUKCHCeHaTuna C launebo njag AUC; sy
YPOBHA TUIKKO3E B ILJla3sMe KPOBM. MOXHO MNPenloJIOKMTL, UYTO 30QeKT
Opu OpuMeHeHMM 5 MKI' gBJgeTca 0oJiee  BHpPaXeHHHM, uyeM IIpu
OpUMeHeHUu 3 MKT.

Tabnauila 11. PesyJILTAaTH uccaenoepalmnsa AVE0010/01-016 -
CTATUCTUUYSCKMI aHaJIM3 IUIoWwanM 1oL KPMBOM IJSI YPOBHS IUIOKOSBH B
IUlaBMe KPOBM: IIapHHE CPaBHEHMSI MeXIy I'PyINaMM BBeleHMs nos 3 u 5

MKI' II0 CPaBHEHMIO ¢ Ijaanebo

osa N CpenHsisti pasHMLIA C CraupapTHas
mrauebo (Mr/ o) oumbBra (MT/IOJ)
3 MKI 4 154 50
10 MKID 4 347 50

PacueT MOWMHOCTM BHIIOJIHAJIM IJisA 2-X TPYHNIOBOTO L[-KPpUTEepKUS
(mepeKpeCTHHM aHaau3 ANOVA) B OTHOMEHMM pPa3HMIE CPelIHMX 3HaudeHUN

MeXIy AKTMBHEIM JIeUeHMeM M IJaunedo IOJId Pa3JIMYHEIX CTaHIOapTHEIX
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OTKJIOHEeHMM, cocTaBadgommx 70, 100 m 150 w™Mr.u/noi,

BOBMOXHYK 0o0Jlee BHCOKYK MW3MEHUMBOCTE Yy HOeTel IO

YTOOBE YUYEeCThb

CPaBHEHNKO C

B3POCJIEIMM . HJIg pacyeTa MOIMHOCTHM I[IPUMEHSJIM BEePOATHOCTL OWMOKM 1
pona=5% U BepOATHOCTHL OWMOKM C HNoIpaBKoM BoHbeppoHU=2, 5%.
Tabmuiia 12. PacueT MOIHOCTM IS YPOBHS IUIOKOBSH B ILIasMe

kpoBu AUC - ypOBeHB BHAUMMOCTU=5%

Pacuer MomHoCTM AJNSA 12 NMaLUMEeHTOB C YpPOBHEM 3BHaumMocTn=5% gmst AUC ypoBHS
TUIIOKOBH B KPOBM YPOBHM HOBH
5 MkrD 10 mMkr 5 MkrD 10 mMkr 5 MkrD 10 mMkrD
CraHmapTHOe 70 70 100 100 150 150
OTKJIOHEHUE B
nopeneyiax
TP YIIIEL
oOpaboTkK
NaluMeHTOR
(MT .4/ 0ut)
PasHulla 155 350 155 350 155 350
cpenmHux
SHaYeHUN
(MT .4/ 0ut)
MomHoCTbL (%) 99 99 92 99 62 99
ObBmee 12 12 12 12 12 12
KOJIMUECTRBO
2-CTOPOHHUY L-KpUTepuUM (IIepeKpeCTHHY aHalns ANOVA) 0JIsd

Pa3HUILE CpeOHUX BHaueHUMN
Tabauua 13. PacueT MOWHOCTM Iisa AUC YPOBHS IVIIOKOBH B KPOBU

- ypoBeHB BHaumMocTu=2,5%

Pacuer MomHoCTM OJNsA 12 NmMauUMeHTOB C YpPOBHeM 3BHaudmMocTn=2,5% ngna AUC ypoBHST
TUIIOKOBH B IJIaBMe KPOBM YPOBHM HOBH
5 MkrD 10 MkD 5 MkrD 10 MkD 5 MkrD 10 Mk
CraHmapTHOe 70 70 100 100 150 150
OTKJIOHEeHMVE B
npeneyjax TPYIIIL
0BpaboTKHU
PasHUlla CpeOHUX 155 350 155 350 155 350
3HaUYEeHUN
(MT.u/ o)
MomHoCTbL (%) 99 99 85 99 48 99
Ofmee KOJMUECTBO 12 12 12 12 12 12
2-CTOPOHHUM L-KpUTepuM (mepekpeCcTHEM aHaJImus ANOVA) nJis
PasHMIE CpeIHUX 3HaAUSHUN
B ciyuae of0Omero KoJu4YecTBa 12 I[HalMeHTOB IllepeKpeCTHad

CTPpYyKTypa OyIeT XapaKTepu30BaThbCAa MOMHOCTBH 929% 154 oOHapyXeHUS

PasHMIE CPEeIHMX CKOPPEeKTUpPpOBaHHEIX 3HaueHUM AUCq.30 g-40;30 o IJIA

YPOBHA IVJIOKO3H B IIJIasMe KpPOBM MeXDOy JIMKCHUCeHATHMIOM U mnalesbo,

cocraBgommx19, 43 MMoJb.4u/J1 (350 Mr.u/mi), YTO ITaeT BO3MOXHOCTE

IIpenrioJIoOXMTE, UYWTO CTaHIDapTHOe OTKJIOHeHMEe B IIpelejlaX omHOM T'OYIIIIEI
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JleueHMsd IIallMeHTOB cocTabkjger 5,55 wMvmoss.u/sn (100 wMr.u/mi), cC
IIpMMeHeHMEeEM 2-X TPYINOBOTO t-KpuTeprsa C IBYCTOPOHHUM YPOBHEM
sHaummocTu 0,05 m 92% MOWMHOCTBKR IJiA OOHAPYXEHMSA pPas3jiMuusa CPpeOHUX
3HaueHum, COCTaBJIAMETO 8,60 MMOJIb . U/ JI (155 MO .4/0o) .
INomoJIHUTEeJIBEHEE IeTallM IIpelcTaBJIeHE B NpoTokoJe 16-1-1 [13].

13.2. OIWNCAHME IAIIMEHTA

13.2.1. PacmnpegneiieHMe IIaLMEHTOB

[lonpoBHOe  oIMCcCaHMe Yy4YeTa IIallMeHTOR, BKJIOUaAd KOJMUYECTBO
NalMeHTOB, PaHIOMM3MPOBAHHEIX W TIOIOBEPTHYTEHX JedeHro (T. e.
VMEMMX T[IPUMCBOEHHHM HOMEeP paHIOMM3allM, UM TexX, KOTOPHe IOJYUMIIN
IO MeHbIlel Mepe OIHO BBeIdeHMe MCCJeldyeMOTo MeOUIMHCKOTO IIPOoOyKTa
(IMP)), ¥ KOTOpPHe IIpeKpaTuUJIM JedeHMe C YyKasaHueM OCHOBHOMU
INIPUYUMHE — OJIS  TIIpeKpalleHusd, M  KOTOPHE 3alpoCuJIM  IpeKpalleHre
JIeueHusd, OyoyT cCco3IaBaTb C YUYeTOM I[IONYJIALUM (meTckas WM

BSpOCJ’IaH) M TPYIIIE JIedeHMA B TIipelejlaX IIOIIYyJIAUOVINM .

Pacnpenemnenue aumMeHTOB B MOMEHT BU3UTA OKOHUAaHUA
UCCJIegoOBaHMUA (EOS) oyoeT [pencTaBJIeHO B BUOE CIIMUCKA,
OTCOPTUPOBAHHOTO 10 [IOIIYJIALVNA u rnaumMeHTy BHYTPU

IocjlefoBaTeJIbHOCTHM, BKJUASA CTAaTyC IHallMeHTa (XMBOM WMJIM MepTBHM)
B KOHIle MCCJIemoBaHMA, IIpM STOM YKas3bRBaeTCd JaTa I[IoCJelOHeIO
rpreMa MCCIIenyeMoTro JIeKapCTBEeHHOI'O CpencTsBa, oaTa IIOJIYyUeHUd
mocjiegHeM IOCTYIIHOW MHOpMalMM M CIHOoCco® KOHTaKTa, HaTa BU3UTA
EOS, mnOpuumMHa OpeKpalmleHua JeueHUusa U OvJIM JIM PACKPHTH TaHHEE B
UCCIIeOOBATEeJIECKOM LIeHTpe B MOMEHT IIpekpalleHVd MccJiemnoBaHu4a. Bce
OTKAazE OT WMCCIJemOBaHMA, IIpoMcCXondlue IpU BBeleHuM IMP wmiau I1ocje
Hero, OyIOYyT IIOJHOCTBI 3aIOKYyMEeHTUMPOBAHH B OCHOBHOM uacTu CSR.

B cilyyae PaCKpPHTHA KoOa 10 MeIULUMHCKUMM M CJIYUYAWHBIM [OIpUMUMHAaM
B MCCJeIOBaATEeJIbCKOM ILieHTpe OyIOeT INPpeldoCTaBJIATLCS CIUMCOK TaKMX
auMeHTOB C YyKasaHMeM IPUUMHE (AE/SAE wam gmpyrad), OaTel ™
BpeMeHM pacKpLTHe KoIa, a TakKxe JIMlla, PacKpLBIel'0 KOI.

BEymeT npenocTaBJIeH IepedeHb 3aMedaHud B e—-CRF, CBA3aHHHX C

HMCCienyeMuM IPOOYKTOM " BBeIeHUeM OO3H, 0e30rIacCHOCTER
(HexeJlaTeJIbHEEe AIBJIeHUM, IOaHHEIE JJatopaToOpPHHX MccJjelgoBaHul,
roxKaszaTenm KM3HEHHO BaXHEBIX byHKLIMM " SKIY) NI opyrre
KOMMEHTAaPUN .

13.2.2. OTKJOHEHMSI OT IIPOTOKOJAa
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Bo BpeMd IpocMoTpa Basu OaHHBEIX OyoyT MCCIenoBarTh
COOTBETCTBME IIPOTOKOJNIY C TOUKM 3pPEHUA KPUTEPUER BKJIIOUEHUA U
WCKJIIIOUeHUd, CcobJyoaeHrsa TpeBoBaHUM JieUeHMda, 3allpelleHHBX BUIOB
TepaluM M BPEMEeHHEX pPaMOK, a TaKXke IOCTYIHOCTM 3allJIaHUPOBaHHEIX
oleHOK. OTKJIOHEHMSA OT MNpOTOoKoJa OyIyT HUIeHTUOMUMPOBAHE TIpPYIIION
HccyenopalHrad 00 OJIOKMPOBKM 0Oa3H TaHHLBIX U I[IEPEUMCJIEHEL B OTUEeTe O
KOHTPOJIE OaHHHX M OTUeTe I[I0 Hal30py KauecTkBa [IpOIeJIaHHEX pabdor,
BKJIOUAA [IPOIIYIEHHEEe OaHHEE M [OpeKpalleHMda IpMeMa MCCJEOYyeMoTI'o
JEKAPCTBEHHOTO CpPEenCcTBa, UM KJIaCCHUOMUMPOBAHEL KakK  BaXHBEEe WK
OpYyTHMEe OTKJIOHEHUI.

BynyT HNepeurclieHH MHIVWBMIOYAJIbHEE OTKIJIIOHEHMA I[IO0 KPUTEepUAM
BKJIOUEHVA UM UCKJIOUEeHUA, coobllaeMble MCCIIENOoBaTEJIEM.

B cnyuae MX HaJIUuMig, BaXHBE OTKJIOHEHUA OYOYT IIEPEUMCIIEHE C
yueToM TIONyJAlMM (OeTckKas, B3pocias) U IalMeHTa W/WMIM ONMCAHH B
OCHOBHOW YaCTM OTUYeTa O KIMHMUECKOM MCCIIeOOBaHWUM.

13.3. AHAJIMBUPYEMASA TONYJIALNA

BymeT mnpenocTabBJieHa CBOIOHad Tabiulila KOJMUEeCTBa I[IalMEeHTOB,
BKJIIOUYEHHEIX B KaxOoymo QHAU3UPY EMYIO [IIOIIYJIALIMIO (oJisa OLIeHKMU
bapMakKOOUHAMUKUA, bapMaKOKMHE TUKHA n Be30I1aCHOCTH) C YyU4eToM
NONYyJIAUMM (ZeTcKasg WM B3pocJjad) UM JiedeHusa B Ipelnejax IIOIYJIALUMA.
Bce HCKIOUeHMA M3 JIOOOW aHaJM3UPYyeMOW MNONyJaAauuM OyIOyT DOJHOCTBI
3a00KYMEHTHUPORBAHE B CSR.

Nonynaumst Ojsi OLIeHKM OeB30NacCHOCTU

Bce paHIOMM3MPOBAHHEE TallMeHTH, TIOOBepTraeMee BO3OeMCTBUD
IMP (He3aBMCHMMO OT KOJIMUECTBa BBEIEHHOT'O CpPelcTBa IJIA JIeUeHUd)
OyOyT BKJIOUEHH B IIONYJIALMIO LOJA OLEHKUM De30IacCHOCTH.

Nonynauus Oisi OLeHKM (apMaKOKMHETUKU

ByoyT paccMaTpUBaTLCA IoBe [IONYJIALUN o4 OLIeHKMU
bapMakokuHeTrueckux (PK) mnokaszaTesen.

- llosHaa aHauM3MpyeMad IIONYyJIALlMA, BKJOUAKIad BCeX IIallMeHTOB
Be3 KakKuUX—-JUOO BHAUUTEJIBHHIX OTKJIOHEeHWUM, CBA3aHHEX C BBeIeHUEM
MCCIeIyeMOTO JIEKAPCTBEHHOTO CPencTea, M OJ4 KOTOPEX HOOCTYIIHE
JoOele QapMaKOKMHETHUECKME IIapaMeTpHL.

- OueHMBaeMasd IIONYyJIAUMA, BKJIKUakmMas T[allMeHTOB W3 IIOJIHOU
aHaAIU3UPYEMON TIONYJISALUM, KOTOPHE IMOJIHOCTLI BHIIOJHUIM MIPUEeM O0O00UX

CpelCTB JIedeHMA JIMKCHMCeHaTrMIOM B COOTBeTCTBMIM C IIPOTOKOJIOM, "
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oBpasliE KPOBUM KOTOPEIX MOXHO IOCTOBEPHO OLIEHUTEH.

[TepBUUHaA  IIONyJIALMa OJ4  OlleHKM PK  HOpencrTarJjdeT cobomn
OLlEHVMBaAEMYK  MONYJIALUD. [ToJIHY®  aHaIM3MPpyeMyl HOONYyJIALInD OyOyT
aHaJIn3UpPORaTh, TOJIEKO €CJIM KOJUUeCTBO OlLIeHMBaeMBIX [NalMeHTOB
oTIIM4YaeTCcsa Ha 0OoJjee uem 3 (>= 3).

[lepron JeueHMd IJallebo He MOXeT paccMaTpUBaATBCHA.

[Nonmynsaumsi OJIsi OLIeHKM (apMaKOIOMHAMUKA

BynoyT paccMaTpmUuBaThECHA oBe NONYJIALUN oJisa OLIEHKU
bapmaxkomguHaMukM (PD) .

- MoJsHasa aHaausupyemas NONyJIAalumsa, BRJIIOUAKIA BCexX
PAHOOMM3UPOBAHHEIX U TOOBEPITHYTHX JEeUeHUK IallMeHTOB ©0e3 KaKoTo-—
JIMOO BaXHOTO OTKJIOHEHMA, CBA3aHHOTO C BBeleHMeM IMP, OJId KOTOPEIX
MNEepPBUUHLEE JaHHEe PD CcumMTamnTcd OOCTATOUHHEIMM UM MHTePIpeTUPYEMBIMU .

- OueHVBaeMasd B OTHOIEeHUN PD NONyJIAalumsa, BRJIIOUAKIA
IallMeHTOR M3 IIOJIHOM aHaJIM3UPYyeMOM IIONYyJISLUM, KOTOPHE IIOJIHOCTLI
3aBepIMJIM BCe 3 Iepuola JeueHMS B COOTBETCTBMM C IIPOTOKOJIOM, WU
oBpaslE KPOBUM KOTOPEIX MOXHO IOCTOBEPHO OLIEHUTEH.

MauveHTOBR OYIOyT aHaJIM3UMPOBRaAThL KaK TIIONBEePTHYTHX JIeUeHUD.
[lepBUYHaSA HOONYJNALUMSA OJS OlLeHkM PD HpencTaBiisgeT COBOM OlLlIeHMBaeMy
nonynauuo. I[oJHYKR aHalM3MpyeMyl DONyJdalrin OyOyT aHaJlM3MpoBaTh,
TOJILKO €CJIM KOJIMUECTBO OlLIeHMBaeMBIX I[MallMeHTOB OTJIMUaeTCsa Ha 0OoJiee
yeM 3 (>= 3).

13.4. JOEMOTPASUUECKHUNE XAPAKTEPUCTUMKM U XAPAKTEPUCTUKM B
HAUAJIBHEM MOMEHT BPEMEHU

13.4.1. JeMorpadnueckue XapaKTepUCTUKU IIALIMEeHTOR,
MeIMIIMHCKMI aHaMHe3 UM IOUATHOSH

KoJsmmuecTBeHHEE IlepeMeHHLEe (BoBpPAacT, BEeC, BMI,
NIPOOOJIKUTEJIEHOCTE ouabeTa, NIPOOOJIKUTEJIEHOCTE
IIPOTURBOIMA0ETUUECKOTO JIEUEHMSA, BO3PAcCT M BOS3HMKHOBEeHMe nuabeTa)
M KaueCTBEHHEEe IIepeMeHHHE (rmoJ, paca, cTamua Oy0epTaTHOTO
nepuona) OyoyT oBoBIMeHE C  IIOMOILID OIIMCATEeJILHEIX CTaTUCTUK C
YyU4eTOoM TPVYIIH JIEUEHMS B IIpenejax I[IOoNyJaUuM (IeTcKad, B3pocjas) u
OJI BCeX NalMeHTOB B IMIONYJSUMM OJA OLleHKM O6e30IIacHOCTM U B
IONYJIALNWK OJIS OlleHKM PD u/muam PK, OpM HeoOXOIUMOCTHM.

ByoyT HepeuMrcJIeHHE BCe OeMoTpadruecKre OaHHHE.

13.4.2. [NapaMe TPt bapMaKOOMHAMMUKA B HayaJIbHEIL  MOMEHT
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BpeMeHU

HauaJIbHEM MOMEHT BpeMeHM OyIeT MNPeIOCTaBJIATL cobol M3MepeHUS
KaxXImoTo IlapaMeTpa B IOeHb 1 Iepell BBEIEHMEM J03.

13.4.3. MMapaMeTpH 0eB0IIaCHOCTM B HAaYaJILHEM MOMEHT BpeMeHMU

HauaJIbHEM MOMEHT BpeMeHU IJId [IapaMeTpoB ©0esolacHOCTM OyOer
OTIpenlelJIATLCA KakK TIocJieHee OOCTYIHOEe UM OlleHMBaeMoe 3HaueHue
napaMeTpa Iepel IIepBuM BBeIeHMeM OO3H B OeH: -1/meds 1 wu
Biamxaniee K TakKoMy BBeIeHMIO B KaxIHM IepMsoI B cJiyyae IIapaMeTpoB
moxkasaTeJel XKMBHEHHO BaXHHX OYVHKUIMM M HOapaMeTpoB OS9KI' u  Ha
IPOTSKEeHUNM CKPUHMHITA OJIS ODaHHHX Jaf®opaTOopHHEX MCCIeIOBaHUM.

OmnpenejieHMsa B HaudaJbHHM MOMEHT BpeMeHHU, CclIeluMduuHble IOJI4
Kaxmoro Tulla DapaMeTpa ©0e300acHOCTHM, OynoyT HOOpoOHO OIMCaHH B
COOTBETCTBYKIIMX pas3nejax 13.8.3.2-13.8.5).

13.5. OBBEM BOBIENCTBUSI MCCIEIYEMOI'O CPEICTBA JIEUEHMS U
COBJIOOEHUE TPEBOBAHUN

BynoyT npenocTaBJieHa CBOIOHAaA Tabauiia, npencTapJgwnnad
BO3IelCcTBMEe cpencTBa JeueHMsa (T. €. OPOINOJIKMTEJILHOCTL IIPUMMEeHEeHUS
IMP B [OHAX, OllpenejideMad KaK JaTa KOHLla BBeleHMA - OaTa Hauvaja
BBeOeHUsa +1) 1o Tpyllle JIeUeHMS B IIpelejax I[IoNyJIsalrMM, Ha OCHOBE
NONYJIALUMY OJIS OLIeHKM Oe30IacHOCTH.

ByoyT OpenoCTarBJIeHH CJIeOynlMe NepeuHH:

. NOOPOBOHOCTHU BEBeIeHUSA nos JIeKapCTBEHHOTO cpencTrea
(paxkTHMUeCcKM TIIOJIydeHHOe JeueHMe, HaTa WM BpeMa IOpuema I1IMP, 0OyThb
BBEOEeHU, INpennojlaraeMas M QaKTHUUecKasd IIoJIydeHHas nosa),

* [IAallMeHTH, IoJiydakmue IMP U3 onpenejleHHOM IapTUM,

* CXeMa paHIoMMU3aluwn,

* [IepeueHb JaHHHEX O [IpMeMe IIUIIN.

13.6. [IPE OUE C TBYIOIMUE / COY TC TBYIOIUE JJEKAPCTBEHHEIE
[PENAPATE/ TE PANINUSA

[MpenmecTByOIMEe JIEeKAPCTBEHHEE NpenapaTs M CONYTCTBYIME BUIH
JleueHusa OynoyT 3aKOOMPOBAaHH B COOTBETCTBUU co cJioBapeM
JIeKapCTBEHHEIX CpencCTs BceMmpHOM oOpraHu3alun 30paBOOXPaHeHUd
(WHO-DD, IIOCJIeOHAA OOCTYyIIHaA BEPCUA) . Byoyr IIepeunCcJIeHE
[aluMeHTH, KOTOPHE  IIPMHYMAJIM JIeKapCTEBEeHHEE IIpelapaTH, nprueM
KOTOPHX OBJI IIpeKpalleH IIepen BBeOeHMeM HO3H IMP, /MM IalMeHTH,

KOTOpPHE IIoJIyUuaJiM COIyTCTByKIMe BMIOHE JieueHuda ¢ IMP., Kpome TOTO,
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yneT npenocTaBlIeH OTIOeJIbHEM [IEpEUYEHb nIpenIecTBYKIeT o
IIPOTURBOIMAOETUUYECKOT O JIEKAPCTBEHHOTO IIperapaTa.

13.7. AHAJIN3 NEPEMEHHBIX $APMAKOIVHAMWKU

13.7.1. OmnmMcauMe HOepeMeHHOM (EX) GapMaKOIMHAMUKNA

IaxHHEEe OQapMakoOMHaMUKM OyIOyT cofMpaTbCsd M KOHTPOJMPOBATHCSH
LHeHTpaJlbHOM JadopaTopuen. [TapaMeTpH bapMaKOOMHaAMUKN OyoyT
[MOJIYYEHEl Ha OCHOBAHMM KOHIEHTpalMM TJIKO3HE B ILJJa3Me KpPOBU,
VMHCYJIMHa, C-Tentuia M ITJInKaloHa.

Bce bapMakoOOMHAMUUECKNUE aHaJIM3E OyoyT BHIIIOJIHATH c
[IpMMeHeHUEM OlleHVBaeMom B OTHOIMEHUN PD MOy JIALNMA . Ecim
olleHMBaeMad B OTHOmMeHMM PD monyJdumsda oOTJIMUaeTcsd Ha O0oJiee ueM 3
nanumueHToB (>=3), TO IOOIOJHUTEJNBEHO OyIOyT aHaJuM3MPOBaTH I[IOJIHYK
AHAIMBUPYEMYK IIOIIYJISLND.

IeTckyln M B3POCIYyK MNONYJIALMID OyIyT aHaJlM3MPOBAThH OTIEJIBHO.
PesyJabTaTH MeXxOy IIallMeHTaMM IeTCKOT'O BO3pacTa M B3POCJHMU OyIOyT
CpaBHMEATH OIMCATEJIBHO.

13.7.1.1. IlepBuyHasi nepeMeHHas

B KauecTBe [IepPBUUHOMN yneT paccMaTpMBaTBCH cyenyoma s
riepeMeHHad PD:

-  (GLU-AUCy.30-4:30 u), PaccuMTaHHad Kak ILJIomalb IIOH KPUBOM
3aBUCHMMOCTHM OT BpPEMeHWM KOHIeHTpallMM TJIOKO3H B ILJla3sMe KpOBHU,
HauMHasda OT BpeMeHM Hauajla IIpueMa 3aBTpaka (30 wMumH. TIIocje
MHEBekIMM IMP, 7. e. T 0,5 u) nmo 4 uyacoB cnycrg (T 4,5 u) c
BHUMTAHMEM B3HaUeHMA Iepel npuemoM nmmm TO, 5.

IOna pacueTra AUC OyIOyT NPMMEHATH OPaBUIIO Tpalelul.

13.7.1.2. BropmuuHie IepeMeHHEe

B KauecTBe BTOPUUHEIX [IepEeMEHHHX bapaMaKoOOMHaMNUYeCKMX
aHaJIM30B OyIOyT NPUMMEHSATH CJIedyllMe IIepeMeHHEE.

- OTKJIOHEeHMEe YPOBHHA IUIKKO3E B ILJlasMe KpPOBU IIOCJe IIpMeMa
I (PPG) : OTKJIOHeHVe PPG ©OyOoyT pacCuMTHBATL Ha OCHOBAHUU
PasHUIIE MeXxXnoy MaKCHMaJIb HEIM 3HAUEHMEM rnocye npreMa
CTaHIAPTU3UPOBAHOTO 3aBTpaKa M Iepen JaH4YeM C BHUMTAHMEM YPOBHS
TJIOKO3E B ILJla3Me KPOBU Iepen npuemoM nmmu (TO, 5).

— AUCq.30-4:30 v KOHIIeHTpallUM WMHCYJIMHa, C-IelTria M IJIOKaIl'OHAa:
Jjiomanb 104 HNpo@MJIEM KOHIEHTPpAalMM B 3aBMCHMMOCTM OT BpPEMeHH,

HaulMHad OT BpeMeHM HaudajJla IIpreMa CTaHIDOapTU3IMpOBaHOI'O 3aBTpaka



111

(30 MmH. nocJjie IP MHBEKUMM M C YPOBHEM IJIOKO3HE B ILJIa3Me KPOBMU
nepen npmemom nmmm=T0,5) no 4 wuyacor cnycrtsa (T4,5). AUC OynyT
PacCUMTHEHBATL C IPUMMEeHeHMeM IIpaBuiia Tpaleluin.

13.7.2. [epBUYHLI aHAJINS3

GLU-AUCy.30-4:30 v OYIOYT aHaJIU3MPOBATL C IIpMMeHeHMeM cJlelyllmen
MOIEJIM KOBapMaLUMOHHEX aHalin30oB (ANCOVA) C [IpMMeHeHMeM B KadecTbe
OUKCHUPOBAHHEIX H»OOeKTOBR CpeldcTBa JeueHusd (5 Mxr m 10 MKD
JUKCHUCeHaTuina u Jjauebo, oBBeIMHEHHOE njuga  oboux COCTaBOB
mjaanedo), IocIemoBaTeJILHOCTM (6 [nocjemoBaTeJIbHOCTeMN), IIepuoma
(1, 2 ®m 3) M B KauecTBe cJydaMHoro sddhekTa BRaMMOINEMCTRBRUSA

INIallMeHT-II0OCJIeJOBaTeJIbHOCTE, a KaduecTeBe KOBapMaTEL KOHLEeHTpaluum

TJIOKO3E B IIa3Me KpoBuM B TO0,5 u C mpuMeHeHMeM MOpolenypsl SAS®

PROC MIXED:

GLU-AUCq.30-4:30 v~=CPELCTBO JIeUeHUA+
Iepruon+IIoCiIenOoBaATENIEHOCTh+IIAllMEHT
(mocyenoBaTeJIbHOCTE ) +YPOBEHb IUIKKO3H B ILJIa3Me KPOBU B

TO, 5+ommbra

B ciaydae, KoT'Jda KOJMUECTBO MallMeHTOB II0 MeHBIeW Mepe B
OOHOM TIOCJEeIOBaTEJILHOCTM  ABJAETCSA  CJAMIIKOM MaJIeHbKMM, MOIelb
HYXHO aZalTHUpoBaTh IIyTeM yIOaJIeHMA 30deKTa NOCIenoBaTEeJIBHOCTHU.

Pa3HMUE CpPelHMX 3HaueHW}, OolNpeleJIEeHHHX MeTOIOOM HaMMEeHBIMX
KBaOparTos, Mexny IpynriaMm JIeUeHM A n COOTBETCTBYKMUN 90%
OOBEPUTEJILHEY MHTepBal (CI) OyIOyT pacCUMTHBATE B paMKax JIMHeMHOU
CMemlaHHOM MoInesM. ByIleT MCIOJB30BATLCA YPOBEHL 3HAUMMOCTU p <
0,05, Huxaxmx KOPPEKTUPOBOK B OTHOWEHUN MHOXECTBEHHOCTHU
BHIIOJIHATE He OyIOoyT.

13.7.3. BTOPMUHEM aHaIM3/aHalIM3 BTOPUUHHX IIePEMEHHEX

BTopuruHEle HapaMeTph  papMakomouMHaMuKy PPG  wm  AUC  ypoBHA
VMHCYJIMHE, C-nenTuna n TJIOKaToOHa OyoyT QHAJIU3UPOBATH C
IpVMMeHeHMeM TaKoW Xe CTaTUCTUUYeCKOM MOoIesM, KaK ONMCaHO BHIEe, C
COOTBEeTCTBYKRIVMM 3HadeHMAMM TO0,5 W B KadeCcTeBe KOBapuar.

GLU-AUCg.30-4:30 4 PPG m AUC ypOBHA MHCYJIMHa, C-IelTHOoa u
TJIoKaroHa OyIOyT CpaBHUMBATE MeXOy INeTCKOWM M B3POCJOM HNONyJIALMAMU

OoIimcaTeJIbEHO.

VHnueMOyaJlbHEe U cpelHre (XSEM) HOpoduian YPOBHS IUIOKO3H B
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IjiasMe KPOBM, WMHCYJMHa, C-IeNTuma M IJIOKaroHa OyOoyT HaHeCeHH Ha
I'padmk B 3aBUCHMMOCTM OT IIONYJIALMM M TIPYIIIE JIeUeHNMA.

BynoyT HnepeuMcJIeHB IMNePBMYHEIE NaHHHE M I[IOJIYUEeHHHEe IIapaMeTpEHl.

13.8. AHAJIM3 IAHHBIX IIO OLUEHKE BE3OINACHOCTHU

OueHka 0e30IaCHOCTHU OyoeT OCHOBaHa Ha InpocMOTpe
VMHIUBUIOYAJIbHEIX  SHAYEeHUN (KJIMHWYECKM  3HAuUMMEIE  OTKJIOHEHUSA  OT
HOPMEHL) , ONMUCATEJIBHEX CTAaTHUCTHMKax (CBOOHEE TaOJaMUE, TIpadurm) W,
OpM HeOOXOOMMOCTM, Ha CTAaTUCTMYECKOM aHajnMse (COOTBETCTBYKHIUE

OlleHKM, IOBEepUTEeJILHEE MHTepBaJH), CJledysd PYKoOBOIOCTBY Sanofi-
Aventis pja oTdueTa o wMcciaenoBaHmax ¢ase 1 "O0ofmeHMe M OTUeT O

IOTaHHEX KJIMHMYEeCKOI'O @apMaKOHOPquCKOPO UcIHTaHmga”. Bce aHaJlM3H
fes30oracHOCTM OynoyT IIPOBOIOINTE 1P  MCIIOJIBE3SOBaAHMIM IIOITYJIALUVMM  IOJIA
OLIEHKM 0Oe30INaCHOCTH.

B OTHCOIIeHNM BCeX ITaHHEX I10 OlLleHKe 0e30IacHOCTHU Ineprnon
HabmooeHsa OyneT PasnoeJleH Ha Tpu CceI'MeHTa:

* Qasza OO I[IpoBeleHMd JIeUeHUA, OollpelnejideMad Kak BpeMd Mexny

InpenocCTaBJIeHVMeEM IIallMieHTaMM MHOOPMUPOBAHHOTO CoTJlacrad W II€PBEIM

BBeIneHMveM IMP.

* dasza MNOJIYUeHMA JIeUeHMusa, OolpenesideMas KaK BpeMdad OT IIepBOTO
BBeIeHUA IMP 0o 24 JacoB rociye IIOCJIEOHETO BBeIeHUA IMP
(BKRJIIOUMTEJILHO) .

+ da3a TII0OCJIe OKOHUAHMA JieueHMd OyIOeT olpenejieHa KaK BpeMmMd
nocyie GasH NOJNYyUYeHUA JIeUeHUS.

Bce a”HamM3H OYyIOYT OCHOBAHH Ha (ase IIoJIYUEeHUSd JIeUeHUAd.

B ciaydae B3POCJIEIX oJisa CTATUCTUUECKOTO a”"aiamnsza "
npencTapJieHnd JJatopaToOpPHHX napaMeTposB, nokaszaTejen KMBHEHHO

BaXHBX OYHKIMM ¥ »OaHHexX IKI' OymeT NPpUMEeHATHLCS KOHKPETHHEM CIMCOK
KpUTEPUEBR oT Sanofi-Aventis, onpeneJSomyi "MoTeHIIMAabHEEe

KJIVMHUUYECKM 3BHauMMBE OTKJIOHEeHMS OT HOopMmel (PCSA). BynoyT HNPUMEHATH
[IOCJIEOHIOK BepCHI OJ4d olpenesyieHusa PCSA, OOCTYIHYID BO BpeMs
OJIOKVMPOBKM 0assl ODaHHBIX.

13.8.1. HexenmaTelbHHe SIBJISHUS

HexeJiaTeJIbHElE ABJIEHU A OynoyT 3aKOOUPOBAHEL COTJIaCHO
MeOIUUMHCKOMY CJIOBAPKD TEPMMHOJIOTUM NOJIA PeTryJIATHBHOM IeATeJIbHOCTU

(MedDRA, nocnenHasa IOOCTYIIHas BepcHus) .
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Mx OynoyT KJIaCCUOULIMPOBATE B paMKax [pelIrapmuTesJIbHO
OIIpeneJIeHHEX CTaHIOapTHEX KaTeropun B COOTBETCTBUU C
XPOHOJIOTUUECKUM KPUTEPUEM.

s AF 1o IIpOBemeHMd JeueHMd olpelelianT Kak AE, KOTOpLE
BO3HUKAWLT, YXyOoumawnTcd (comyacHO MHEHMI VCCIIeIOoBaTEIA) W
CTAHOBATCAHA CepbesHEMM BO BpeMa Gase OO TIPOBeeHUSa JIeUueHUId.

* BosHukawmue BO BpeMda JiedeHusa AE (TEAE) onpepensaoT kak AE,
KOTOPHE BO3HUKAWLT, WIM YXYOWAKTCd, WJIM CTAHOBATCA CePLE3HBEMU BO
BpeMsa Gassl NOJIYyUeHUSsSa JIeUueHUd.

* AFE I[I0CJIe OKOHUaHWUA JIeueHMd olpelelidanT kKak AR, KoTopoe
BOSHUKIIO, YXYIOIMUJIOCH WM CTAaJI0 CePbe3HEM BO BpeMd ©(ass I[Iocje
OKOHUQHUA JIeUeHUd.

BosHuKaKmMe BO BpeMm4a JleueHud HexeJlaTeJIbHEe ABJIEHU A
COOTHOCUTE C TPYIIIOW IMOJYyUMBIEN JedueHMe BO MOMEHT BO3HMKHOBEHMS
AE.

Ecian maTa (MM BpeMsa) BO3HUKHOBeHMS AR He ABRJISeTCHA IIOJHOM
MM TIponylleHa, To AE OymerT cumMTathcda TEAE KpoMe ciyyaer, KoT'Ia
JacTHMYHasa HOaTa (MIM BpeMs) He I[OKa3eBaeT eTro Kak SBJIEeHUe 10
[IpOBEeOeHUd WJIM I[IOCJIe OKOHUaHmd JieueHuA, Eciam TEAE pasBuBaeTcd B
OOMH Ieprol U yXyOomaeTcd B clenyiommy — Iepuom, ero OynoyT
paccMaTpuBaTh Kak BO3HMKAaIMVe BO BpeMsa JiedeHMsa OJId 000ouUx
[IepUuonoB.

Bce AE, coofaeMHe B MCCJIeOOBaHUM, OyoyT TIepeuMCIIeHH,
OTCOPTUPOBaAHE C YUEeTOM IIONYJIALUMM (IeTCKad, B3pociafd) M IIalueHTa,
OaTel U BpeMeHU HauaJa. TemMm He MeHee, aHaJmM3el AR OyoyT
cocpenorToueHs Ha TEAE.

13.8.1.1. HexejnaTeJsbHsle SIBJIEHHMSI, BOBHHMKIIHME B XOLEe JIeYeHHSI

ByoyT HOpenoCTaBJIEHH ClelyklMe paclpenejyieHuda uyvacTtoT TEAE
(Tabanie CJIyJaer BO3HMKHOBEHNA) nid [IOMYJIALUU nid OlLIeHKU
0e30IacCHOCTM B 3aBUCHMOCTM OT JeueHMd B IOpelefylax IIOoNyJAauuM OJisd
BCeT0o Ilepuona IIOJIYUEeHUdI JIeueHUd.

* 0OO0zo0p TEAE: KOJMUECTBO M [NOPOLEHTHAad OOJIA [AalUMeHTOB II0
MeHbIleM Mepe ¢ omHuMM TEAE, TsaxesemMy TEAE, cepbesumimu TEAE, TEAE,
[IpUBOOAIIMMYM K I[IpekKpalleHMD JieueHud, U, eCcJiu uMeeT MecTo, TEAE,
[IPUBOOAIIMMY K CMEPTH

. Ob6olbmeHre  HeXeJIaTeJIbHEX  SBJIEHUM, BOSHUKIIMX B  XOIe
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JIeUeHVA, I10 I'JIaBHOMY CUCTEMHO—-—OPI'aHHOMY KJIaccy u
INpeliouTrTeJIE HOMY TEePMIMHY - KOJIMYeCTBO " IIpOoLUeHTHaAd IOJIA

IalMeHTOR II0 MeHbIMEeW Mepe C ONHMM TEAE

. Ob6olbmeHre  HeXeJIaTeJIbHEX  SBJIEHUM, BOSHUKIIMX B  XOIe
JeuyeHUsd, 1o TJIaBHOMY CUCTEeMHO-OPTaHHOMY KJlaccy u
NPenIoUTHUTEJIEHOMY  TEePMMHY -  KOJIMYUECTBO WM IPOLEHTHas  JoJIA

IalMeHTOR M KOJIMUECTBO HABJIEHUN

e CHOMCOK IalVeHTOE, NPOABJIAKINX  BO3HMKAKIME BO  BpeMd
JleueHMs  HeXeJlaTeJIbHEEe  ABJIEHMSA B 3aBUCHMMOCTM  OT  IIOIIYJIALNWN,
JIeUeHMs, CUCTEMHO-OPIaHHOI'O KJlacCa M IIPenIOoOUTUTEJIbEHOT'O TepMMHA

13.8.1.2. HexeynaTeJserHOE  SIBJEHMSI, [NOPHBOLSAUWye K CMepTH,
CepneBHile ¥ Opyr¥e BHauMMile HexXxeJjaTeJILHEEe SIBJIeHVS

AF, TOpuBOIANME K CMEepTH, CEPbesHEe U IpyI'Me 3HauuMble AE
(HalpuMep, CBABaHHEE C CHelIVMOUUEeCKMMM OTKJIOHEHMAMM OT HOPME
JabopaTOpPHEIX IIoKa3aTelel) OyOyT IIepeuMcIJieHs WHIOVWBUOYAJBHO U
[IOOPOOHO OIMCAHH B OTUeTe O KJIMHUUECKOM MCCIIeNOBaHUMU.

13.8.1.3. HexenaTeJbHEEe SBJEHMS, I[OPHBOLASUME K NIPeKpaljeHM
JIeYeHHsT

[Ipy HamMuMM JIOOHX Cllydaek OyOoyT CO3IaHE CIMUCKM KOHKPETHEX
IalMEeHTOB 0JIsd BCEX HexXeJlaTeJbHEIX ABJIEHUM, IIPUBO I AMUX K
IpeKpalleHUn JIeUeHWA.

13.8.1.4. Annepruyeckmne peaxLun

Ilepevnn anneprudYeCcKuX PeaKIHH

JioBrle ciydyay aJllepTMUYecKux peakuuy OyIOyT 3aloKyMeHTHPOBAaHH
Kak HexeJlaTeJIbHEle ABJIEHN A C IOAPOOHOM OOTIOJIHUTEJILHOM
vHbpopMaumel. ByImeT NOpedoCTaBJIeH IIlepedyeHb UWHIAMBUAYAJILHEIX HOaHHHX
(OTHOeNIbHEM oT [lepeyuHssa BCEX HexXeJlaTeJbHEIX ABJIEHUN) ,

OTCOpTMpOBaHHHﬁ 10 IIallMeHTy, -OaTe W BpPeMeHM HaudajJla, He3aBUCHMO

oT OoIlipeneJIeHnA @aSH IIOJIYUEeHNMA JIeUeHVA, BKJIOUAa A KOHKpPEeTHOE
OIlMCaHN1e HeXeJIaTeJIEHOIT'O ABJIEHWA, CVIMIITOMOB HeXeJIaTeJIBHOTI'O
ABJIEHWA, BO3MOXHOM STVOJIOT' UM, IIPMHATEIX MEep, MsSMepeHNA

moxkasaTeyed XU3HEeHHO BaXHBIX @yHKHMﬁ (B MOMeHT BO3HMKHOBeHMA, BO

BpeMA pPearumm " B MOMEHT BHSﬂOpOBﬂeHMM) u OIlMCaHN1e

aJlJIepI'MuyeCKOI'o ABJIEHMA WMIIM ABJIECHMA, NOmoOHOTO aJlJIepI'M4YeCKOMY .
Takxe OymeT IIepedrcJieHa OleHKa BCeX HSTUX CJIydaeB KOMHMTEeTOM

10 OlleHKe aJIJIepTUMUYecKMX peakuum (ARAC) , BKJIIOUAS IIpUMeduaHMue
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NIpelcTaBJAeT JIM JHaHHOe COOBTHME aJUIepTUMUecKyl peakKlLuion, M B clydae
[IOJIOXUTEJIEHOTO OTBeTa, €& OMAarHo3 M CTeleHb TAXEeCTU.

Bce cayuam OynoyT HOOOpoOHO omnmcaHe B CS3SR.

Cnydan anjepryu B MeOHIIHHCKOM aHaMHeBe b4 ceMeHHOM
MeOHIIMHCKOM aHaMHeBe

Ciaydamn aJJIepTun B MeIVIIMHCKOM aHaMHe?s3e u ceMeMHOM
MeIVMIIMHCKOM aHaMHe3e IOJDKHH OBTE 3aJOKyMeHTUPOBaHBE IOJIA IIallMeHTOB
C JoOHM BOBHMKHOBEHMEM I[IOTeHUMAJILHOM aJlJIepTMUYecKoM peakKlUuu U
OyoyT 3aKOIMPOBaHH COTJIaCHO cJopapk MedDRA (mocjenHsd Bepcusd,
VCIIOJIbE3YeMasad Ha BpeMdad OJOKMPOBKM Oaskl IOaHHHX) . Bce noapoBHOCTH
cllydyaeR aJlJIepTMM B MEOMIMHCKOM aHaMHe3e U CJIy4daeB aJllepIUMM B
ceMeMHOM MeIVIIMHCKOM aHaMHe?s3e OyoyT [IEpPEeUnCIIeHH Ha
VHIVBUOYAJLHOM OCHOBEe.

13.8.1.5. IlauxkpeaTHr

JIroOwIEe caydyau IaHKpeaTuTa OyoyT 3aJ0KYMEHTUPOBAHE KakK
HexeJlaTeJIbHEe ABJIEHMA ¢ [HoOpoBHOM OONOJHUTEeJILHOM MHbopMauueu.
ByoeT nOpenocTaBJeH IepeueHb MHIMBUIYAJBHHX ITaHHHX (OTOEJbHEI OT
[IepeyHs BCeX HeXeJlaTeJIbHEX ABJIEHUM) , OTCOPTUPOBAHHEM 1o
nalmMeHTy, IaTe M BPEeMeHM Hadalla, He3aBUCHMMO OT OolpenesjieHMsa ©(QasH
[IOJIYYEHU S JIeUeHMs, BKJKUYas, B YaCTHOCTM, OIMCAaHME HeXeJlaTeJIbLHOTO
ABJIEHUSA, 3HAUYEHUS YPOBHEM aMmJIa 35 u JIUTIa 3k, OLIEHKY
TaCTPOBHTEpOoJIoTa M IIOTeHLMAaJIbHEE IIPUUMHE [IaHKpeaTUTa. Bce ciydawu
OyIOoyT NOOPpOOHO OIIMCaHH B OTUEeTe O KJIMHUUECKOM MCCJIEOOBaHUM.

13.8.1.6. I'moorauxeMusi

O CuHUMITOMATHMYECKOM TIHIOTJIMKeMMM OyIOyT coofmaTh BMecTe CO
BCEMM HeXeJIaTeJIbHEMY ABJIEHUAMMN .

13.8.2 KnumHMUYeckMe J1abopaToOpHEE OLIeHKMU

13.8.2.1. [HaHHMe OHOXHMHUYECKOI'O aHaIuzBa, IeMaTOJOTHYECKHUX
HCCHAEeLOBAaHMK ¥ OLEHKM KOATyJSLIHH

OnpefesyleHuss B HaUaJIBHE MOMEHT BPEeMEHMH

SHauveHMsd, IpuMeHdIeMHe B KaudecTBe 3HaueHMM B HavaJbHBEM
MOMEHT BpeMeHM, OyIyT IMNPpeICTaBJATL coboy 3HaueHMsa, cCcoOpaHHEE B
xone CKPUMHMHTOBEIX OLIEHOK . Ecim KakoM-Jubo ns3 TEeCTOB,
3allJIaHMPOBAHHEX B HauvaJlbHHM MOMEHT BpPeMeHM, IIOBTOPART OJA JIodoTo
naluMeHTa, IOCJeIHMe 3HaueHMS IIOBTOPHOM IMIPOBEepKM OYyIOyT CUMTATLCH

3HAUEHMAMM B HauvaJlbHEM MOMEHT BpeMeHNM IIpM YCJIOBMM, UYTO OHM OBLIIN
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[IOJIYUYEeHE 0O IIepBOT'0 BBeleHmd IMP mM B OIMHAKOBEX YCJIOBUAX
(HanmpyMep, COCTOSAHME HaTOMakK B Cliydyae IJIOKOS3H) .

AHAaJINMBH OTKJIOHEHMI OT HOPMH

B cJaydvae IapaMeTpoB ¢ Ja®opaTOpHEMM IMalasoHaMmu  U/UJu
KPUTEPUAMM OTKJIOHEHMS OT HOPMH aHaius "npu nojydeHum JedeHmda”
OyOoyT BHIIOJIHATE C [OIPMMeHeHMeM BCeX OLIeHOK IIOoCJie HauvaJlbHOTO
MOMEHTa BpPeMeHM, BHIIOJHEHHEX B XOoOe (asbe I[IOoJIyUYeHMd JieueHud,
BKJIIOUAA BCe HesallJJaHMPOBAHHEE 3HaAUeHMAI M 3HaUYeHMSa IIOBTOPHOM
npoBepku. IIOCKONBKY JafopaTOopHEE OLEeHKM OyOyT BHIIOJHATE BO BpeMd
CKPMHUHT A nu B MOMEHT BM3UTA OKOHUAaHMA JIeueHn A (EOS) ,
NIpelBapUTEJIEHO He ILUJIaHMPYKRTCHA HMKakKMe WM3MepeHMA "Ipu I[IoJIy4deHUHU
JeueHuUa", TOJBKO He3allJJaHUPOBaHHHE 3BHAUeHMS MOT'YT OBTH IIOJIYUEHE
B XoIe ¢asH IIOJIYUEeHUA JIeUeHUA.

ODaHHee OYyOyT AaHalM3MpOoBaAThL KOJIMUECTBEHHO C I[IpUMeHeHUeM
ONIMCAaTEJILHEX CTAaTUCTUK, KaUeCTBEHHO - IIYTEM CBeIOeHUMd B Tabiully
KJIMH/AYUECKMUMX OTKJIOHEeHUM C IIpUMeHeHMeM KPUTepueB CIOoHCcOopa WM
PETVIIATOPHEIX KPUTEPUEB.

IIpn HeOoOXOOMMOCTHA KOJIMUEeCTBO MalumMeHTOR ole} 3HAUEHWAMU,
BEIXOOAMMMM '3a IOMAlla30H HOPMAaJILHHX JIabDOpPaTOPHEX DapaMeTpos, OYyOyT
OpenocTaBJIATECAS B CBOIOHEX TabiMiax, [TOKAa3BBaIMUX CIOBUTK OJA
HOPMAJIbHEIX UM OTKJIOHAKMMXCSA OT HOPME SBHAUEeHMM B HaudaJlbHEM MOMEHT
BpeMeHM U OTKJOHAKMMXCS OT HOPMEL 3HaueHUM IIOoCJle HadaJIbHOTO
MOMEHTa BpPeMeHM, IIpencTaBJIEHHEEe B 3aBUCUMMOCTM OT IIONYJIALUUM U
TPYNNH JedeHMsa. TakoM Xe THII CBOOHEX Tabjamu OyIOeT OpelocTaBJeH
oJig 3HaueHuwn, BEIXOOAMMX 3a OMala30H HOPMAaJIbHEIX J1afopaTOpPHEIX
rapaMeTpoR. oTU T aOJIMLIEL pasrpaHnMunuBainT 1o
HOPMAaJIbHOMY / O TKJIOHSIIeMy C g oT HOPMEL cTarTycy m [IPOIYIIEHHOMY
3HAUEeHMI0 B HaUaJILHHBIM MOMEHT BPeMeHM (ecJiM TaKoBoe MMeeT MecTo) .

OmmMcaTesIbHEE CTATUCTUKM U I'paduxm

Hiisa YPOBHEM ALT, AST, ALP, comepxaHmuda HeUTPpOodUJIOB,
TpoMBOOLMTOB U YPOBHeM KpeaTHMHMHA, aMuJjiasbl, JIUIIA3bEl  [IepPBUUHBE
IOaHHHE WM M3MEeHeHMS OT HadaJIbHOT'O MOMEHTa BPEeMeHM ([IPOLleHTHOE
M3MeHeHMe @OJIS KpeaTHHMHa) no EOS OymyT obobmaTkCcda B ONMCATEJBbHEX
CTaTUCTUKAX B B3aBUCUMOCTHK OT IIOIYJIAUMUM UM TPYIIIE JIEUeHUd.

[lepeunn
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Bce wHIOMBHMIOYAaJIbHHE  HOaHHHE, OJI9 3allJIaHUMPOBaHHEX aHaJM3a
MOUM, TeMaTOJIOTUUECKOTO MCCJeloBaHMA ¥ OUMOXMMMUECKOTO aHalau3a,
BKJIOUA 4 3HAUYEHUS [IOBTOPHEX IIPOBEPOK, OyoyT [IEPEUYMCIIEHH B
3aBUCUMOCTM OT OMOJIOTMUECKOM OOYHKUMM. I[IpM HaJMUMM TaKOBHX, TakKxe
OyoyT II€PEeUYMCJIeHH HOaHHBEEe M3 He3allJIJaHMPOBAHHEX  JiabopaTOpPHEX
TeCTOB. B IaHHBEIX TIIe€pPEeUYHAX WHIVMBMIyaJbHBEE HOaHHHEe OyIOyT BEHIEJIEHH,
ecau OHM OyIyT BHIle WM HMXe HWKHEeM WIM BepxHeW I'pPaHM’IIH
JJatopaToOpPHHX moxasaTeJen u/nnm npu OOCTMXEeHUN abCOJIDTHOTO
npenejia KPUTEPMEB CIIOHCOpa WM PeTYJIATOPHEX KPUTEPMEB, e€CJIM OHU
OTIpeneJIeHkl. Takxe OymeT npenocTaBJieH repeyueHb omnpenejleHUM
orarnas3oHa 3HaueHMM, BHXOOANMX 3a Ipelell HOPMAaJILHHX [1apaMeTpOoB.

[lepeueHs HOaHHBIX QYHKIMM I[I€YeHM IJIA [IalMeHTOB, VY KOTOPHX
HabJogalnT 10 MeHbIeM Mepe OOHY M3 CcJelyRIMx CcUuTyauur, oOyoer
IpenocTaBjieH B BuIe TabiMlb, BCTAaBJIEHHOMW B TEeKCT.

YporeHs ALT >3 ULN m ypoBeHBb oO0mWero OuinpyOuHa >2 ULN BO
BpeMa McCcJlefoBaHMA, TIIPM 2TOM I[I0 MeHblle¥ Mepe OIOHO M3 HUX
HabmomaeTcd nocjye BEBeIeHUSA nepBOMn IO3HI, HEe3aBUCUMO oT
omnpeleJleHMAa Ga3b IIOJIYUEeHUS JIeueHUHd.

YPOBEeHE KOHBOIMPOBAHHOTO OMIMpyOMHa >35% ypOBHA  00Wero
funMpyOrHa M YPOBeHB oOmero Ouampy6bmHa >1,5 ULN Ha OIOHOM M TOM
ke obpazlle IIocJle BBeldeHMSa IIepBOM HOO3H, HEe3aBUCHMMO OT OolIpenejleHus
oJj1a Qase IIOJyUYeHUd JIeUeHUHd.

[Tpm HaJIM4uum TaKOBOTO, yneT npenocTaBJieH nepeyveHs,
CBA3aHHBM C IIOBHIeHMeM YpoBHS ALT>2 ULN, BrJIOYasg, B YacTHOCTH,
MHOopMalMK © »npueme IMP, MeOIMUMHCKOM WM XUPYPIMUECKOM aHaMHEe3e,
3JIOYIOTPebJIeHMNM aJIKOTOJIeM, MWHMIMMPYIMX dakTopax, HoOpoOHOCTeM
ABJIEHMA CO 3HauveHuMaMM YypoBHSA ALT, acCoOUMMPOBAHHEX I[IPM3HaAKax WU
CUMIITOMAax .

13.8.2.2. AHajguB3 MOUH

BynoyT I[epeuMCJIEHH BCe KaudeCTBEHHBE pes3yJIbTaTH aHaJlM3a MOo4M
(TecT C MHOMKATOPHOM TIOJIOCKOM) ¥ pPesyJbTaTH aHajlM3a MOouM Ha
HaJlnuue OepeMeHHOCTM, BKJUasg 3HaueHUI NOBTOPHOM MIPOBEPKM.

13.8.3. MokaBaTenM XMBHEHHO BAaXHHX OYHKILIMI

13.8.3.1. KpoBsaHOe ZHaBJIeHHE ¥ UYACTOTa CEPLEeYHEIX COKPaleHHH

JacToTy  CepIeyvHHX COKpalleH UM (HR) M  CUCTOJIMUeCcKoe U
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OIMacCTOJIMUECKOE KPOBAHOe naBJieHMe (SBP m DRBRP) OyoyT aHalM3MpOBaTh
B BHUIe I[IEePBUUHOTO 3HaAUEeHMA IapaMeTpa UM M3MeHeHMHI OT HaudaJIbHOTO
MOMeHTa BpeMeHM (TOJBKO IJIA IIOJIOXEHMSA JieXa Ha CIMHE), a TakKxe
KakK OoOpTOoCTaTUUYEeCKMM IMapaMeTp (3HaueHMd HapaMeTpoB B IIOJIOXeHUU
cTod-JIeXa Ha CIWHe, eCIM IIPMMEHVMO) .

SHaueHwM4d, IpuMeHdIeMHe B KaudecTBe 3HaueHMM B HavaJbHBEM
MOMEHT BpeMeHH, OynoyT npencTaBJIsaTh cobom M3MepeHme nepen
BBeIeHMeM @OO3H B MHOeHb 1 Kaxgoro I[epuola. EcaM Kakom—-Jambo U3
TeCcTOB, B3allJJaHMPOBAHHEIX B HauaJIbHHEM MOMEHT BPeMeHM, IIOBTOPSAT
oJisa Juodoro HauMeHTa, 3HaUeHMA IIocJelHelM IOBTOPHOM IMIPOBEpPKM OYVOYyT
CUMTaTLCAa 2BHaAUeHMAMM B HaUaJILHEM MOMEHT BpeMeHM IIPpM YCJIOBUM, UTO
OHV OBUIM I[IOJIYUEeHE MO BEBeleHua 1P.

ODaHHee OYyOyT AaHalM3MpOoBaAThL KOJIMUECTBEHHO C I[IpUMeHeHUeM
ONIMCATEJIEHEX CTaTUCTUK, KadeCTBEHHO - IIyTeM CBReleHMSa B Tabiauily
KJIMH/AYUECKMUMX OTKJIOHEeHUM C IIpUMeHeHMeM KPUTepueB CIOoHCcOopa WM
PETYIATOPHEX KPUTEPUEB.

UTo KacaeTcsa YacTOTH CepleuHHxX COKpalleHUuM U KPOBAHOTO
OaBJIeHUHA, TIepPBUUHBE [JaHHEEe ¥ M3MeHeHMSa OT KaXOoT'o 3HaueHud B
HadaJIbHEM MOMEHT BpeMeHM 10 EOS (TOJBKO IJA IOJIOXKEHMsS JieXa Ha
crmHe) OynyT o6ofmaTk B ONMCAaTeJIbHEIX CTaTHUCTUMKaxX IJIS KaXIoT'o
TUIIa M3MEPEeHMA M B BaBUCHUMOCTU OT TIONYJIALUMKM M TPYIINHE JIeUeHUId.

13.8.3.2. Bec ¥ HHIEKC MAaCCH TeJja

SHaueHwM4d, IpuMeHdIeMHe B KaudecTBe 3HaueHMM B HavaJbHBEM
MOMEHT BpeMeHHU, OyIOyT NpelcTaBJIATL cobo¥ 3HaueHMe B OeHb -1. Bec
OynoyT aHaJIN3UPOBAaThH Kak MEPBUYUHOE 3HaueHue napaMeTpa "
IpPOlLleHTHOE M3MeHeHMe OT 3HaueHMsa B HauvaJbHEM MOMEHT BPEeMeHM.
VHOVBUOYVAJbHEM BMI OyIOyT PaCCUMTHBATE OJ4 JIOOOTO MOMEeHTa BpeMeHU

OLIEHKNM BeCa IIOoCJIe HadvaJIEHOI'O MOMEHTa BPeMeHNM.

Yro KacaeTcda Beca, aHadus "Opu nOoJydeHuur JeudeHus” OyOyT
BHIIIOJIHATEL C T[IPMMeHeHMeM BCeX OLeHOK I[ocjie HayvaJlbHOTO MOMeHTa
BPpeMeHM, BHIIOJIHEHHHX BO BpeMd IIeproma JeueHMd, BKJIOUAd 3HaUueHUId
IIOBTOPHHX IIPOBEPOK.

ByOoyT IIepeurcJIeHH MHIMBUIYaJIbHHE OaHHbBEe OJIS Beca M B IJaHHHX
BMI.

13.8.4. 3SnexkTpokKapIuoIpaMMa
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[lapamMeTprl 3KI', I[IOJIYUeHHEE IIPM aBTOMATUUECKOM CUMTHERaHMM O3SKI
B 12 OTBeOeHNAaX, IPUMEeH ST oJisa NOOKpeIrJieHu g a”"aiamnsza
0e30IaCcHOCTH.

SHaueHwM4d, IpuMeHdIeMHe B KaudecTBe 3HaueHMM B HavaJbHBEM
MOMEHT BpeMeHM, OyOyT IOpelcTaBJIATL CcoOoM 3BHaueHMe IO BBeIeHUSA
OO3H B HOeHb 1 @OJgd Kaxgoro Iepuoma. EciaM Kakoy-Jubo u3 TeCcTOoB,
3allJIaHMPOBAHHEX B HauvaJlbHHM MOMEHT BpPeMeHM, IIOBTOPART OJA JIodoTo
maluMeHTa, 3HaUueHMA IOocJelOHel IIOBTOPHOM IMIPOBEepKM OyIOyT CUMTATLCH
3HAUEHMAMM B HaUYaJILHBEIM MOMEHT BPEeMeHM IOIPpM YCJIOBMM, UYTO OHU OBUIM
MNOJIYUEHE OO MNepBOTO Ieprola BEeleHUA JIEKapCTBEeHHOTO CpelcTBa.

HR, PR-, OQRS-, QT W CKOpPpeKTHpOBaHHHM QT-mMHTepBal (QTcC)
OyOoyT aHaJlM3MPOBATE KakK IIepBUUHOE 3HaueHMe IIapaMeTpa M M3MeHeHUue
OT HauvaJIbLHOT'O MOMeHTa BpeMeHM no EOS.

ODaHHee OYyOyT AaHalM3MpOoBaAThL KOJIMUECTBEHHO C I[IpUMeHeHUeM
ONIMCATEJIEHEX CTaTUCTUK, KadeCTBEHHO - IIyTeM CBReleHMSa B Tabiauily
KJIMH/AYUECKMUMX OTKJIOHEeHUM C IIpUMeHeHMeM KPUTepueB CIOoHCcOopa WM
PETYIATOPHEX KPUTEPUEB.

Ond BCcex IapaMeTpOB IIEepPBMUHEE HOaHHEE ¥ M3MEeHeHMI OT
HayaJIbHOTO MOMEHTAa BpeMeHU oo EOS OyoyT ofobmarsCA B
ONMCATEJIEHEX CTaTUCTUKAX B SBaBUCHMOCTM OT IONYJIALUMM, IIapaMeTpa,
NONYJIALUNY M TPYNNE JIeUeHUd .

ByoyT nepeuncJIeHH MHOVMBULOYaJILHEIE OaHHEE oJisa BCexX
IapaMeTpOoB, BKJUas 3HaUeHMS IIOBTOPHOM MIPOBEPKMU.

KpoMe TOTO, Takxke OTIOEJBHO OyIOyT I[IepeuMcJIeHBE NalMeHTH C
yoauHeHHsM QTc  (>450 wMc) wu/uiam msMeHeHmeM QTCc OT MCXOOHOTO
YPOBHA Ha >60 MC, C I[pPMMEeHeHMEM BCexX MOMEHTOB BpPEMEeHU IIOCJIE
BEeIeHUSA O'3H.

Taxxe OyIOeT NpedoCTaBJIeH CIMCOK IIallMeHTOB IIO MeHbllel Mepe C
OIOHUM OTKJIOHEHUEM oT HOPMEL KauecTBeHHOMN OLIEHKU (. e.
OTKJIOHAKMAaACH OT HOopMH 3SKI') mocjye 1-T70 BBeIOEeHMS OO3H.

13.8.5. IOpyrue CBsI3aHHHE ITapaMeTpH 0eB0lIaCHOCTHU

13.8.5.1. Amreyna x AVEQO01O0

BymeT npenocTaBJieH CIIMCOK NaurMeHTOB C aHTUTeJIaMn K
JMKCHUCceHaTHUOy B HavaJIbHBEM MOMEeHT BpeMeHM. Ilpu HeoBXOOMMOCTHU
OyOoyT TIpeloCTaBJIEHE UaCTOTH paclpelelJIeHUsd.

13.9. AHAJIN3 $APMAKOKMHE TUMECKUX HOAHHBIX
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13.9.1. dapMakOKMHETHMUECKUE IIapaMeTpPH

[lepedueHb OQapMaKOKMHETUMUECKUM IIapaMeTpOoBR IIpMBeleH B pasldelie
9.3.5.

13.9.2. CraTucTHUYeCKMI aHalImu3

dapMakKOKMHETUUECKME IlapaMeTpH JIMKCUCeHaTuma OynoyT oO0OIeHH
C TIIOMOMBK OINMCATEJIBHHX CTaTUCTUMK (TaKMxX KaK CpeIgHee 3HadeHUe,
TeOMeTPUUECKOe CpelHee 3HaueHMe, MeIMaHOoe 3HaueHMe, CTaHDapTHOe
OTKJIOHEHNE (SD), crTaHmapTHasa omMbKa CpemHero BHadYeHUd (SEM) ,
Ko20buiMeHT Bapuauum (CV), (MUMHUMYM ¥ MaKCHMMyM)) B 3aBUCUMOCTMU
OT IMONYJALMM ¥ »OJ4 KaXIoTo JieueHMda II0I0 DPUCIMKIMEeM oTnejla IIo
HNccrenoBaHMn paclpenelleHUsa JIeKApCTBEeHHEX CpelcTk, O0e30MIacHOCTU U
uccJedoBaHUM Ha XMBOTHHX, Sanofi. IpyrMe CcTaTHUCTHUECKME aHaJM3H,
OTIMCaHHHE HIXE, OyoyT BHIIOJIHATE CH Ion  opUCIMKLMEeN oTnena
"BuocrTaTucturm", Sanofi.

[IepBUUHEM aHaJliuz OyIeT OCHOBaH Ha OleHMBaeMOM IIONYyJIALMUM.

JJoTapudmMmruecku npeobpa30BaHHEeE bapMakKOKMHEeTUUECKME
napaMeTpr JIMKCUceHaTUOa Cpax, AUCi1.s¢ M AUC B8yOoyT aHaluMsupoBaTE C
[IpMMeHeHUEM JIMHEeMHOM MO eJIn co CMella HHEIMM >0bekTamMm C
OMKCUPOBaHHEMN napaMeTpaMM  IOJIS  JIeYEeHuSd, NoCenoBaTeJIbHOCTH,
Ieprola ¥ CJOy4daVHBIM TIapaMeTpoM IJIS B3auMOIEeVMCTBUA  IIallMeHT-—
NOCIenoBaTEeJIbHOCTE . Ecim KOJIMYECTBO nalumMeHTOB Ha
[IOCJIEIOBATEJIBHOCTE ABJISETCSH CJMIIKOM HM3KMM, MOJI&JbE MOXEeT OHTH
amanTMpOoBaHa IIYyTEeM MCKIKUeHUMA >0PeKTa NOCJIeOOoBaTeJIbHOCTU.

Ouenkm m 90% CI @mJIg COOTHOIMEHMA TEeOMETPUUECKUX CPEeIHUX
3HaueHuM OJa 5 MKI' JIMKCHMCceHaTuIa B CpaBHEeHuMM C 10 wMkrD
JMKCHCeHaTra OyIOyT IIoJydaThk IIYTeM pacueTa oleHkum u 20% CI 14
PasHMIE MeXIy CPpelIHVMMM 3HadYeHMAaMM JIA BuIa JedeHUdI B paMKax
JMHEeMHOMW MOIOeJIM CO CMellaHHEMM 50deKTaMr, a 3aTeM IIpeodpa3oBaHmUAg
COOTHOIEHUA IIyTeM of0paTHOTOo JoTapUudMMUecKoTo Ipeobpas3oBaHMA B
MCXOOHYK MKaJY .

13.10. $APMAKOKMHE TMUECKI1/ $APMAKOIMHAMNUECKIMM AHAJINS

IIpy HeoOBXOOMMOCTM OYIYT BHIIOJHATL MCCJIeIOBaATEJILCKUM aHaln3
PK/PD KOHILIeHTpaluun JMKCHUCeHaTnuna B 3aBUCUMOCTHU oT
bapMakOOVHAMUKHA .

13.11. NPOMEXYTOYHBM AHAJNS3

He IIJIaHVPpYyEeTCHA HMKaKoIo IIPOMEXYTOUHOTI'O aHaJinsa.
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14. STUYECKUE U PEIVIIATHBHBE HOPMEI

14.1 STUYECKHUE IIPUHIINUIIEI

DanHOE KJIMHUYECKOe VCIHHTaHue Oynmer IIPOBOOUTECSA B
COOTBETCTEUU C IIPUHLUIIAMM, YCTaHOBJIEHHEMU 18-om BceMupHOM
MeOIMIIMHCKOM accaMmbieen (XeJbcuHKM, 1964), ¥ BceMM IpUMeHMMBIMM
M3MeHeHUAMM, YCTAHOBJIEHHEMY BCeMUPHBEIMM MeIVLIVHCKMMU accaMOieaMu,
U pekoMeHmauuamu ICH 1nma ofecnedeHMA HaOjexameM KJIMHUUEeCKON
npakTuku (GCP) .

B COOTBETCTEBMM C oB4zaTesIbCTBaMM  NIYOJUMUHOTO  PACKPHETUA
Sanofi-Aventis »T0 KIMHMUECKOE MUCHHTaHMEe OyOeT 3apeTMCTPUPOBAaHO
Ha BebO-callTax OTKPHTOTO peecTpa (Hanmpumep, clinicaltrials.gov,
lepel BKJKUeHMEM B MWCCIeIOBaHMe IIepBOI'O IIallMeHTa). PeecTp OyOer
comepXaThk OCHOBHYK_ MHOOpMalLMi 00 MCHHTaHMM, LOOCTATOUHYK IJId
MHOOPMUPOBAHKA  3aMHTEPEeCOBaHHEX I[IallMeHTOB (M ¥MX MeOUUUMHCKMUX
PabOTHUKOB), KakK IIPOUCXOIMUT BKJIOUEHME B MCIEHTaHUE.

14.2 3BAKOHOJIATEJILHEIE AKTEI 71 HOPMATHBHO-ITPABOBOE
PET'YJINPOBAHUE

DaHHOEe KJMHMUECKOEe MCIHTaHue OyOyT NIPOBOOUTE B COOTBETCTEBUU
CO BCeMM MeXOyHapOIHEMM pPYyKOBONCTBaMM, HaUMOHAJIBHEIM IIPaBOM WU
HOPMaTUBHO-IIPaBOBEM pPeryIMpOBaHMeEM CTpaHH (CcTpaH) , B
KOTOPOM! (KOTOPHX ) BHIIOJIHAETCS  KJIMHUUECKOEe  MCIETaHue, a TakKxe
JIOOEMM  [IPMMEHMMEMY  PYKOBOICTBaMM  IJIS  B3POCJHX I[IalUMeHTOB U
IallMeHTOEB HOeTCKOI'0 BO3pacTa.

14 .3 MH®OPMMPOBAHHOE COI'JIACUE

VccrnenoeaTelle (B  COOTBETCTBMM C I[IPMMEHMMEMM HOPMAaTUBHEMA
TpeDOBAHUAMA) , VIV JINLO, Ha3HaueHHOe HccyenoparTesyeM n
Haxondmeecsd TI00 DPUCIMKIMEeW MCcJIeloBaTelid, OOJDKHO B IIOJIHOM Mepe
MHOOPMUPOBATE I[IallMeHTa B OTHOWEHMM BCeX AacCIlleKTOB, OTHOCHAILMXCA K
KJIMHUYE CKOMY VCIHTaHWIO, BRJIOUA A [IMCBMEHHYIO MHOOPMaLVI,
NpenoCTaBIgnIy0  OonodOpeHre/IoJIOKUTEJIbHOE  pelleHue KoOMUTETa IO
BomnpocaM 2Tuky (IRB/IEC) ¥ OpraHoB 3OpaBooOxXpaHeHMsd (COTJIAaCHO
PETMOHAJIEHEIM [IpaBuilaM) . Bcex yUaCTHMKOEB cCJlelyeT MHQOPMUPOBATE B
MaKCHMMaJIbHO BOBMOXHOM CTeleHM 00 MCCJIeNOBaHMM, WMCIOJB3YS HS3HK U
TEepPMMHE, KOTOPEHE OHM MOI'YT IIOHATE.

[lepen yyacTueM I[alMeHTa B KIVMHUUECKOM WCIHTAaAHMM [IalMEeHTOM

MM 3SaKOHHEM IIpelCTaBMTEJIeM IIalllMeHTa, a TaKkxe JIMIOOoM, KOTOpoOe
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OPOBOOUIIO OOCYXIOeHVe UVHPOPMMPOBAHHOTO  COTIJlacusi, OOJIXkHa  OHTH
nonnrcaHa opMa IUCBMEHHOTO MHOPOPMUPOBAHHOTO CcoTJlacusa, B Hel
OOJIKHEL OBITH 3alOJIHEHH MMHA, a TakKXe IIepCOoHalIbHEE OaHHHe. [lalueHTy
BymeT OpedocTabBJjieHa KOMIMA IMNOONMCAHHOM M OaTUPOBAHHOM IIMCbHMEHHOM
GOPMEl MHOOPMUPOBAHHOTO COTJIaCHUMA.

B cJaydyae vyyacTua JeTel »OOJIKHO coboIaThbcd perMoHallbHoe
3aKOHOOATEJNLCTBO IJIS [NPMHATUA pPelleHMa O HeOOXOIOVMMOCTU COTJlacusa
OIOHOTO WU oboux pomoMTesiel/ OlIeKyHOB. Eciau bopmMy corJiacmsa
NOONUCHBAET TOJIBKO OIOVH POIUTEJIE MM  OIeKyH, HCccIJenoBaTelib
OOJIKeH 3aloKYyMeHTUMPOBATEL IIPUMUMHY T[IOONUCK TOJIBKO OIOHOTO POOUTENd
MM OIeKyHa.

Kpome TOTO, YUYaCTHUKU OynoyT M3BABIATH corJjiacue, Kak
IIOOPpOBHO ONMCAaHO HMWXe, WIM OYyOyT CJIeloBaTh CTaHIAPTHOM IMIpaKTUKe
IoJIS VYYacTHUKOB HOeTCKOI'0 BO3pacTa, VYTBEepPXKISeHHOM KOMUTETOM IIO
BOIIpoCaM STUKU (IRB/IEC) B KaXmoM LIeHTpe yuacTuUAa (BoBpacT
corJlacusd OOJDKeH OHTL oIpenejed IRB/IEC MIM COOTBETCTBOBATH
perMoHaJllbHEIM TpeboBaHMAM) : YYaCTHUKM, KOTOPHE MOT'YT IIPOYECTb
dpopMy corJlacmuda, OYyOYT »OejaTk 5STO OO HaluMcaHMsga CBOerd WMMEeHU U
NPpOCTAaBJIEHUA OATH MM MOONMCAHMA UM MIPOCTaBJIeHMA OaTH Ha QopMme.

YyacTHMKAM, KOTOPHE MOTYT IIMCaTh, HO He MOTYT UMTaTh, Qopma
comJiacua OyOoeT NpouMTaHa OO HalMcaHMAa MX MMeHM Ha oopMe.

14.4 VHCTUTYLUMOHAJILHEN  HABJIONATEJIBHEM  COBET/HESABUCHUMEIA
KOMUTET IO BOIPOCAM 3THMKM (IRB/IEC)

B COOTBETCTEMM C pPeTMOHAJILHEIMM [IpaBUIIaMM MCCJedoBaTellb
U/WIM  CIOHCOP IOOJIKEeH MNpeloCTaBUThL STOT IIPOTOKOJ KJIMHUUECKOTO
UCIIHTaHMS Ha PacCMOTpeHMe COOTBeTCTBymeMy IRB/IEC M opTaHam
3IpaBoOXpaHeHMd (B COOTBETCTBUM C PEeTMOHAJNBHBEIMM I[IpaBUJIaMM), WU
HeoOXOoOMMO nepeceyiaTh COOTBETCTRBYKINEY BTOPOM  CTOpPOHE KON
IUMCHEMEHHOTO ¥  HAaTHUPOBAHHOTO ONOOPEeHMA/IIOJIOXKUTEJILHOTO pPelleHud
KOMUTETA 1o BOIpOCaM DTUKU (IRB/IEC) (IIOONIMCAaHHOTO
nIpencenaTesyieM, C yKasaHueM cocraBa IRB/IEC) n OpPTraHOB
3IpaBoOXpaHeHMsa (B COOTBETCTBUM C PETMOHAaJIEHBEMU IpaBWUJIaMU) .

Kimnmunueckoe VCIEITaHMe (HOMED nccJenoBaHms, HasBaHMe
[IPOTOKOJIa KIMHMYECKOTO MCIHTAaHMA M HOMEP BepCUM), IIPOCMOTPEHHHE
OOKYMEHTH (mpoTokoI KJIMHUUECKOTO VCIBEITaHUA, bopmMa

MHOOPMUPOBAHHOTO corJlacm4a, Opomwopa mccijenoBarTeJid, HaydHa4d
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fuorpadmsa ucciJenopaTesy s M T. O.) UM OaTrTa IIPpOCMOTPpa IOOJIKHEL OHTH
YeTKO yKaszaHe B [IMCBMEHHOM OHNOOpPeHUM/TOJIOXKUTEJILHOM  pelleHUN
IRB/IEC n OpTraHOB 30PaBOOXPaHeHN A (B COOTBETCTBUU C
PETMOHAJIEHEIMY [IpaBujlaMun) .

VccrenyeMel  MeIMUMHCKMY  [OPOOYKT  He OynoyT BHIIABAaThH B
MCCIIenoRaTesIbCKUY  LeHTpe, U UCCJIeNoBaTeJlb He OyOoeT HauMHaTH
MCCJIeNOoBaHMe OO IIOJIydeHMS MCCJemoBaTeJIeM M CIOHCOPOM IIMCBMEHHOTO
IaTUPOBAHHOTO OIOOPEeHUI/IOJIOXMTEJLHOTO pPeleH .

Bo BpEeMsa KJIVMHUYECKOT'O  MCHHTaHMdag Jioboe  M3MeHeHMe WK
MO OUOUKALIAIO IPOTOKOJIa KJIMHUYECKOTO VCIIHTaHU g clienyer
npenocTaBaaTe IRB/IEC M opTraHaM 3O0paBooxpaHeHMsda (B COOTBEeTCTBUM
C PETMOHAJIbHEIMA npaBuUjlaMun) oo BBelleHUsA B oecTBUE, 3a
VCKJIOUEeHMEeM CJIydaeB, KOoI'la M3MeHeHMe HeOoDXOIMMO IJIs YCTpaHeHUd
HEIOCPeOCTBEHHOM YIPO3H MOJS I[IallMeHTOoB, B 5SToM cjydae I1IRB/IEC
clienyer MHOOPMUPOBATE Kak MOXHO DrICTpEE . Taxxe clienyer
MHOOPMUPOBATE O JIOOOM  ABJIEHUU, KOTOpOe, BO—-BUIVMOMY,  MOXET
BIIMATE Ha ©0e30IaCHOCTE I[allMeHTOB WM I[IPONOJIXKeHMe I[IPOBeNeHNSd
KJIVMHUYECKOTO MCIHTaHMSA, B YaCTHOCTH, JmOOoe M3MeHeHMe B OTHOIEHWU
OeszonacHoCcTM. Bce o0OHOBJIeHMAI MHOOPMalLMM, BHOCHUMBE B OpOWIOPY
uccJemoBaTesd, OyOyT oTHOpaBJeHH B IRB/IEC.

[IpeIBapUTENbHEN oTderT OTIIPaBJIAIT B IRB/IEC n OpTaHH
30paBOOXpPaHeHMsa (B COOTBETCTBMM C pPeI'MOHAJIBHEMU [paBuilaMu) IO
MeHBIIEM Mepe OIOMH pas3 B TOO, a KpaTKoe M3JOXeHMe pPe3yJbTaToB
MCCJIENOBaHUSA B KOHIIe KJIMHUYUECKOI'O MCIETAaHMUA.
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BospacTHHE MPOLEHTUNIM IJIA MHIEKCa MaccH Teja (BMI) c yueToMm
mojla IMoKaszaHH Ha ourypax 3-4, Takxe YIOMAHYTHX KakK OIPpUIIOXeHVe A,
Ha ¢urype 3 nokazaHH BO3PaCTHHEE MIPOUEHTUIM IJIS MHIeKCca MacCH
TeJla MaJIbUMKOB  Bo3pacToM 2-20 JeT. Ha o¢urype 4 1nokaszsaHH
BO3pAaCTHHEE MPOLEHTMJIM IJIS MHIeKCa MacCCH Tejla OeBOUeK BO3pacToM

2-20 JemT.
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[lpunoxeumne B. VYPOBHM KPOBSAHOI'O HaBJIEHUsT C Yy4YeTOM IIoja,

BOBpacCcTa " HpOLIeHTMJ'Ieﬁ pocCcTa

90~# NPOLUSHTUIIL KPOBSIHOT'O HAaBJCHMUSI Yy MaJb4YMKOB BoBpacToM oT 2 mo 17 jer
B COOTBETCTBUM C MHNPOLIEHTUIEM POCTa

90" % cumcroamueckoro BP mus 90" § mmacrToamMueckoro BP mus
IPOLIEHTUNS POoCTa, IPOLIEHTUNS POoCTa,
COCTAaBRJSIOWETO : COCTAaBRJSIOWETO :

BospacT 5-# 25% 50-% 754 95-# 5 25 50-% 754 95-#
2 98 100 102 104 105 55 56 57 58 59
4 102 105 107 109 110 62 63 64 65 66
6 105 108 110 111 113 67 69 70 70 71
8 107 110 112 114 115 71 72 73 74 75
10 110 113 115 117 118 73 74 75 76 77
12 115 117 119 121 123 75 76 77 78 78
14 120 123 125 126 128 76 77 78 79 80
16 125 128 130 132 133 79 80 81 82 83
17 128 131 133 134 136 81 82 83 84 85

90~# NPOLUSHTUIIL KPOBSIHOT'O HaBJICHUST Y OeBodYeK BoBpacToM oT 2 gmo 17 mer
B COOTBETCTBUM C MHNPOLIEHTUIEM POCTa

90% & cucTommMuyeckoroc BP gus 90% & mmacToamueckoroc BP mus
IPOLIEHTUNS POoCTa, IPOLIEHTUNS POoCTa,
COCTAaBRJSIOWETO : COCTAaBRJSIOWETO :

BospacT 5-i 25-% 50-% 75-% 95-# 5-i 25-% 50-% 75-% 95-%
2 99 100 102 103 104 57 58 58 59 60
4 101 103 104 106 107 63 64 65 65 66
6 104 106 107 109 110 67 68 69 69 70
8 108 110 111 112 113 70 71 71 72 73
10 112 114 115 116 117 73 73 74 75 76
12 116 118 119 120 121 75 78 76 77 78
14 119 121 122 124 125 77 78 79 79 80
16 122 123 125 126 127 79 79 80 81 82
17 122 124 125 126 128 79 79 80 81 82

punoxenme C. PacueT KIMpeHca KpeaTuMHa Nno bopmyrne Kokxpodbra-

TonTa
{140 - Bespact [1eT]) X Bec [Kr]
Myseapzar:  [OTAPEHC KpeaTHHUHA [Ms1/MUH.] = epearmm[r/ ] X 72
(140 - sozpacT[1eT]) X Bec [kr] x 0,85
S KJIMpeHC KpeaTHHWHA [MJI/MHH.| = KpeaTni[r /] X 72
NpunoxeHne D. NpoBHEt HOpMeM MU (cTaHIapPTUBUPOBAHHEIA
BaBTpPaK)

Ensure Plus Next Generation Vanilla

[TepeueHb MHITPEOMEHTOB B NOpSAIKe yOLBAHUA:

BOOa, MaJbTOOEKCTPMH, TIHUIPOJIMIOBAHHEIM KYKYPY3HEM KpaxMmall,
caxaposa, M3OJIAT MOJIOUHOTI'O HeJika, MacJIo KaHOJIH, KABEVHATH
(kazerMHaT KaJIbLUA, Kal3eMHaT HaTpud), KYKypy3Hoe MacJjo, MUHEPAJH
(LMTPpaT HaTpM4, LIMUTpaT KaJlud, XJOpMI MaTrHug, XJOPUI KaJu4g,
IBYXOCHOBHHIM dochar MaTHWA, TPexXOCHOBHLM dochar KaJIbLWs,

IOIBYXOCHOBHHM dochaT KaJln4g, cyJibdaT  XKeJjlesa, cyJibdaT LUMHKE,



cyJibdaT MarHMAg, cyasdpaT Menu,

XJIOPUCTHM XPOM, ceJieHaT

BKyCcoOapoMaTHMueckasa nobaBka,

(xoJmmMHAa XJIopuno, ackopbuHoBada
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HaTpu4) ,

KHMcCJIoTa,

alieTaT, HMalMHaMKla, IIaHTOTeHaT KaJlbLIMA,

MOJIMOIAT HaTpUd, WOOUD
COeBOTO
COEBHIM JIeUMTUH, LeJJIijiIo3a,

DL-anvdpa-Torodpepoiia

IUPUOOKCYHA TUIPOXJIOPUI,

BUTAMNMHH

TVaMVHa I'mopoXxJjiopnmno, pM@O@HaBMH, ITaJIbMMTAaT BMUTaMMHa A,
KapoTHH, dpomeBas KMCJIOTAa, OMIIJIOXMHOH, OMOTHUH, BMTaMMH
HMaHOKOGaHaMMH), KaPGOKCMMeTMHHeﬂﬂDHOSa HaTpu4a, I'eJIJIaHOBaAa4Ad
KaMelb .

MoxeT CooepXaThk: XJIOpHIO HaTpHMA.

[MoUOIMXKSHHEM aHaJInu3

EIVHUIIA HA 200 MI

SHepreTHUecKas LeHHOCTb EU, KkaJj KKaJI 300
SHepreTHUecKas LeHHOCTb EU rJIx 1263
BeJiok T 12,50
PKrip T 9,84
YriieBon T 40,40
Boma T 154,86
BUTAMMHE
BurammH A (aJbMUTAaT) MKI' RE 175
BurammH A (aJbMUTAaT) ME 584
BurTaMuH A (R-KapoTHUH) MKI' RE 58
BurTaMuH A (R-KapoTHUH) ME 584
BuTamuu Ds MKT' 4,0
BuTamuu Ds ME 160
BurTammu E ME 6,4
BurTamuu Kj MKT' 24
Burammuu C MI 24
dosmeBas KuUCJIOTAa MKT 80
BuramMmH B; MI 0,40
BuTamuu B, MT 0,54
BuTamuH Bg MT 0,54
BuTamuu B, MKT' 1,1
HMaALMHOBEIM 5SKBMBAJIEHT MT 5,2
[l[aHTOTEeHOBAS KMCJOTA MT 2,2
B110 TIH MKT 12
XoqumH MI 110
MU HEPAJIE
HaTpuni MT 184
Kasmin MT 320
Xopun MT 220
KaJsb1mn MT 120
docoop MT 200
Ma TH11 MT 60
Kesieso MT 4,2
MuHK MT 3,6
MapraHel MT 1,0
Menb MKT 360
on MKT 44
CeJyieH MKT 17
Xpom MKD 15
Mo nmmbneH MKT 32

Npumep 2
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PaHIOMM3MPOBaHHOE, IBOMHOe CJlelloe, ILJ1alLeBo-KOHTPOJIMpyeMoe
VCHOHTaHue s OlLleHKU Bez0MnacHOCTH, IIepPeHOCHMOCTH,
bapMakKOKMHETUKM M (QapMakKOIMHAMUKM JIMKCUCeHaTUIa Yy I[allMeHTOB
oeTckoro BoszpacTa (10-17 JjeT) ¥ B3POCJEX [HalUMeHTOB C OuadbeToM 2

THIIA .

Crnioncop/xommammsi: Sanofi

JlekapcTBEeHHOE BelWecTBO (a) ! JIMKCUCEHATUR
(AVEQOQOL10)
HakBaHMe McclefoBaHUsA PaHIOMMSMPOBAHHOE, OBOMHOe cJenoe, Ijaunedo-
KOHTPOJMpPYeMOE MCIEHTAaHME IJIS OleHKM O0es0lacHOCTH,
[IEPEeHOCHMOCTHM, OGapMaKOKMHETUKM M dapMaKOIOMHaAMMKU
JMKCHUCeHaTHIa y [NallMeHTOBR IeTcKoro Bospacta (10-17 jeT) wu
B3POCJEIX [NalMeHTOB Cc nuabeToM 2 TuIla.
HUccnepgoBaTenbckuml UeHTp (H) : llecTh LeHTpoB M3 4 cTpaH (IauMeHTH IeTCKOTO
BospacTa u3 4 uUeHTpoB B Mekcuke, IOxHoM Adpuke u
CoemmHeHHEX llTaTax Amepuku [CIIA] M B3pocCsble DalMeHTH
M3 2 UeHTpoB B CIA M BelMKOOPMUTaHUIM)

llepuon mcciemoBaHUS :
DaTa BKJIOUEHMUS B MCCJeIOBaHMe IIepBoTo naumeHTa: 24 masg 2012 roma
IDaTa sSaBeplleHMS MCCJIeOOBRaHMUS y IocjeIHero naumeHTa: 2 MapTa 2014 ronma

$asa paBpaborkm: dasa 1

Lean

IlepBHUYHAaS II€JIb:

* Usyunth 5b0deKTH ODHOKPATHOM MNOIKOXHO BoIAMMOM (SC) HOBH JMKCUCEHATUIA,
cocramasapomert 5 Mxkr u 10 MKD, B CpaBHeHMM C OJjaleBo B OTHONWEHUM CHUXEHMUS
YVPOBHA IVIOKOSH [ocJle HIpMeMa oumm (PPG), oOLeHMBaAeMOI'O IO ILJIomallM IO
KPMBOM KOHLUEHTpalMM IJIOKOSH B IIJIa3Me KpPOBMU I[IOCJe IIpueMa
CTAaHOAPTUBMPOBAHHOM XMUIKOM NMIM (3aBTpaka) B meTckoy nonynsauum (10-17
JeT) ¢ OuadeToM 2 THUIA M Y BBPOCJBX B KaueCcTBEe KOHTPOJL.

Broprnyneie 1ei:

OLeHMTbL KakK B HOETCKOM, TakK M BO B3POCJIOM MNONYJISUMUSIX:

*+ dapMakokmuHeTHueckMe (PK) nDapaMeTpH JIMKCHMCeHaTUZa B IJlasMe KpoBM Hocje SC
BBeOeHMHA BOSpacTaKlMxX ONHOKPATHHX IOS3;

*+ MakcuMaJlbHOe OTKJIOHeHMe PPG, a TakXe M3MeHeHUS KOHUEeHTpauuy MHCYyJIMHa, C-—
NenTuna M IVIoKaroHa B IJIa3Me KPOBM IIOoCJe IpMeMa CTaHOapTUSMPOBAHHOTO
3aBTpaka;

* BesonacHOCTb UM [NepeHOCHMMOCTb

MeTopmosormMs: MyJIbTHUEHTPOBOE, LOBOMHOE CJlelloe, pPaHIOMMSMPOBaHHOE, IJaliebo-—
KOHTpOJIMpyeMoe, C OIHOKPATHOM HOs0oM, 3 mepuonamMu, 3 BUIaAMM JI€UEHUSH,
IIeEpeKpeCcCTHOe B © INOCJENOBATEJIBHOCTAX MCCJIELOBAHME MAlLMEHTOB HETCKOTO
BOBpacTa UM BSBPOCJHX [NallMeHTOBR C caxXapHbM ImabderoMm 2 Tuna (T2DM)
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KonmuuecTBo mauMeHTOBR: SBalIaHMPOBAHO: 12 [NAUMEHTOB HEeTCKOTO BospacTa/l2
B3SPOCJIBIX [IaLMEHTOB
PaHOOMMBMPOBAHO: 12 MaUMeHTOB OeTCKOTo BospacTa/l3
BSPOCJIEIX [IaLMEHTOB
Hoayunnm JjiedeHue: 12 NalUMeHTOB IeTCKOTO BospacTa/l12
BSPOCJIEIX [IaLMEHTOB

NccnemgoBaHoO
O6B0p MCCAeAyEeMHX MNONYJNSLMI
MaumeHnTH OeTCKOI'O Bspocane
BOBpacrTa NalnyMeHTH
KonmuecTBO MNAlMEHTOR B:
Monynsaumsa OJS OLEeHKM 9 1o
bapmakonuuHammkm (N)
[MosHada aHadusupyeMasa IIONyJIauuu 1o 1o
oJia OLeHKM dbapMakoIMHaMMkM (N)
Monynsaumsa OJS OLEeHKM gb 0o
bapMmakoruHeTHkM (N)
[MosHada aHadusupyeMasa IIONyJIauuu 1o 1o
oJig OLeHKM dbapMakokMHeTMKM (N)
Monynsaumsa OJS OLEeHKM
12 12
BesonacHocT (N)

a Tpu naumeHTa OBUIM MCKIIOUEHH: Yy 2 [NallMeHTOB Habjomajlacbh pBOoTa B Openesax 4
YacoB I[IOCJE CTaHIOapPTUSUPOBAHHOTO MPOBHOTO IpMeMa OMmIM M 1 IDauMeHT Cbell
TOJIbKO IIOJIOBMHY CTaHIAPTUSUPOBAHOTO MNPOOHOTO IpMeMa IIMIIMN.

b UeTHpe nauMeHTa OETCKOI'O BOBpacTa M 2 B3POCJBX NalMeHTa OBIM MCKJIIOUEHE:
KOHUEHTpauMM JUKCHUCEHATHOA B IJIasMe KPOBM HIMXE HIMXHEN I'PaHMIB
KoJMueCcTBeHHOTO omnpeneneHus (LLOQ) Bo Bcex ofpaslax IO MeHblIeM Mepe B
OIHOM Iepuone muM He OoJjiee 3 NIOCJIeIOBaTeJbHEX ofbpasuax Beme LLOQ o
MeHbmey Mepe B 1 mepuone.

MMocTranoBka OuarHosBa u KpUurepmnm BKJIIOYSHUST

[TauMeHTH MYyXCKOIT'O M XeHCKoro nosa c T2DM, ¢ npmeMoM MeTdpopMmMHa MIM Oe3 HeTro
(mpm cTaB®MIbHOM HOO3e B TeUeHMEe [IO MeHblel Mepe 4 Hepmesnb Hepen
paHIoMMsBaluemn) ;

YporeHb HbA;. 27% m <10% B MOMEHT CKpPMHMHIA; ypobBeHb C-HnenTmna HaTomak >0,6
HT/MJI B MOMEHT CKPMHMHTA; OTPUIATEJbHHI pes3yJbTaT B TecTe Ha aHTuTesa K
ACCOUMMPOBAHHOMY C MHCYJMHOMOM OeJIKy M ayToaHTUTeJla K IekapBokcuiase

TJIYy TAMMHOBOM KIMCJIOTHI.

OeTckas OONYyJAUMS: IMaUMeHTH MYXCKOTO M XeHCKOTo IHoJjila BospacTtoM =10 m <18
JleT, OpM STOM II0 MeHbllelM Mepe 3 HmalMeHTa BO3pacToM MeHblle 15 jeT m He BoJee
3 nauMeHTOB BospacToM 216 m <18 jeT, MHIeKC Macce Teja (BMI) >857T°
NPOLEeHTUNIS IJIS BospacTa M noja, u BMI <50 kr/m? (Bec Tmesa >50 xr).

Bspocjad HONyJSuMA: HaUMeHTH MYyXCKOTO M XeHCKOTO MoJa BospacToM =18 u <65
JeT M uMeommue BMI >25 xr/m®> m <37 xr/mM?.

UccrnenyeMile BUOH JICUSHUST

HccnegyeMut MeOULIMHCKUM NPOAYKT (MccijefyeMHe MeOULIMHCKME MOPOAYKTH) :
JIMKCHUCeHaATUI M Iauedo

Cocrar: sukcuceHaTun (100 Mxr/miI) u mtauedo, NpemocTaBJISeMbe B BuUIE
PacTBOPOBR IJIS MHBEKUMM B 3-MJI CTEeKJISHHOM KapTpuIXe

IyTb (1) BBemeHmsa: SC MHBEKUMS C IIOMOIbBI0 MHBEKUIMOHHOTO YCTPOMCTBA THUIA
mnpui-pyuka (OptiClik®)

PexrM OOBMPOBAHMS: B KaXIoM M3 3 [NepMOIOB JieUeHMS IallMeHTaM BOOWUIIM, B
COCTOSHUM HaTolaK, ONHOKPATHYI IOS3Y, COCTABJIAKIYHD 5 MKI JMKCUMCeHATUOA WU
10 MKI' JMKCHMCeHaTMIa (IOpM 3TOM 5 MKI IOpellleCTROBAJIO YPOBHK IO03b 10 MKID) MM
mianedto (50 mam 100 mxi), sa 30 MMHYT IO CTAaHIAPTUSHMPOBAHHOTO XUIKOIO
saBTpakKa.

MpoAOIKUTENBLHOCTE JICUEHUSI: TPU [Ieprona JIedeHMs, KaxXOell M3 KOTOPHEX IIMTcs 1
OeHb (Do 2 @mHeM B cJiydae [IOMeleHMus B Jieue®HOe yupexlIeHMe BeudepoM IOHsS -1).
MMpogoMXknUTEeNbLHOCTE HABJOeHUsI: OO 7/ HeOesb IJIS KaxXnoro IalMeHTa, BKJoYas
CKPMHMHTOBBI [IepMOl IJIUTEJILHOCThI no 28 nHeM, 3 mepuoma JiedeHUs,
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OJIUTEJILHOCTBI OO 2 IHEeM, NPpM DTOM KaxXIel OTHeJIeH I[IepMOIOM OTMEBKM oT 1 &
OHelM, M BUSUT OKOHUAHMUS JieueHUs depes 1-6 nHel [Hocje NOCJIeIHeTO BBeOeHUS
MCCIenyeMoT'0 MeIMUMHCKOT'O HOpoXykTa (IMP).

o 7

KpnTepun OLIEHKM
$apMaKOOMHAMMKA :

HepBMQHaH KOHEYHAA TOYKa:

. 018 YyPOBHS IVIOKOSH B I[1IJlasMe KPOBM: IUJIOWANb I10I KPMBOM IJs Opoduis
SaBMCHMMOCTM KOHLEHTPpAaUMsS IVIOKOBBL B IIJIasMe KPOBM OT BPEMEHM, pPacCCUMTaHHON
MOMeHTa HadaJjla [IpMeMa CTaHOapTM3MPOBAaHHOTO 3aBTpaka (depes 30 MMHYT Iocie
MHberUMM IMP ¥ ypOBeHb IVIOKOSBH B IIJla3Me KPORBRU epen npuemoM ommm =TOH30)
4 yacor cnycrta (T4H30), nocse BHUMTaHMS SHadeHMS Iepen NOpueMoMm nmmy (TOH3

BTQpMQHHe KOHEYHEIC TOYKM?

NpreMa CTaHIapTUBMPOBAHHOT'O saBTpaka (30 MMHYT nocjie MHBbekummu IMP=TOH30)
4 yacor cnycrsa (T4H30)

¢ AUCy.30 y-4:30 v YPOBHA IVIOKOSHE B ILJIasMe KPOBM, MHCYJMHa, C-nentmna u
TIOKATOHA: [IJIomanb [IOL KPMUMBOM s Hpodmiel 3aBUCHUMOCTM KOHLEHTpAalMM IJIOKO
B I[lJlasMe KpPOBM, MHCYJIMHa, C-HenTura MM IJVIKaI'OHa OT BpeMeHM OT MOMeHTa
HauaJjla IpMeMa CTaHIapTUBMPOBAHHOTO saBTpaka (30 MMHYT Hocje MHBEeKLUM
IMP=TOH30) mo 4 uacor cnycrsa (T4H30)

byHKUMM ¥ NapaMeTpoB BJeKTpoKapauorpammbl (3KI') .

(MaKCMMaHbHaH HabJonaemMas KOHIleHTpalua B IIJasMe KpPOBM [me], BpeMA

KOHII€HTPallMI B IJjiasme KPORU oT BpeMeHN, SKCTpAalloJIMPpOBaHHaA

BpeMmenyr TOH30 mo T4H30 [AUCqh.3p w-4:30 ul) -

* YypOBeHb IJUIOKOSH B I[LJIa3Me KpPOBMU: CKOPpeKTUpoBaHHOe sHaueHue AUCy.s3gn-4:30

oT

o
0)

¢ OTkJIOHeHMe PPGgy.30n-4:30 w: MaKCHUMaJIbHOE WM3MeHeHMe PPG oT MOMeHTa Haudala

o

3Bl

BeBonacHocTk: I[IAlLMEHTOB OTCJIIEXMBAJIM C TOUKMU 3peHnAa 0es0acHOCTM C IIOMOIbBIO
HeXeJlaTeJIbHBIX IBJIEHUMN (AE), cooBmaeMbIx IIalumMeHTOM mJim OTMEeUYeHHBIE
muccijenopaTeJieM, @MSMKaHbHOPO O6CHeﬂOBaHMH, VSMEePpEeHUA TeMIIepaTyPE TEeJIa,
CTaHOaPTHBIX KHMHMKO—HaGOpaTOpHHX OLI€HOK, nokasaTeJen XM3HEHHO BaXHBIX

@apmaxoxmnewmxa: KOHIIeHTpalMda JIMKCHMCeHaTrnna B IIJlasMe KPpOBUM, PK ITapaMe TPBI

o

nocTuXeHUS Cupax [ tmax] , [JIOmMAIL [ION KPUBOM SaBUCHMMOCTM KOHLUEHTpAaLUMM B I1JlasMe
KPOBM OT BpPEeMeHM, pacCuMTaHHas C IIpUMEHEHMEM MeTona Tpallelul, OT BpeMeHU
HYJIb OO peaJbHOTO BpeMeHM [AUCi,:], NOJjomanb [OOO KPUBOM  3aBUCUMOCTH

o

OeCKOHEUHOCTHU [AUC], IJiomanb I10I KpMBOﬁ 3aBVICMMOCTNM KOHIEHTpalMM B IlJlasMe
KPOBM OT BpeMeHM, paccCul¥TaHHaAdA C IpPpYMMeHeHVeM MeToIoa Tpaneumﬁ oT MOMEHTa




130

MoMeHTH BpeMeHM oTbopa ofpaBLUoB AJsI aHAJIMBOB
dapmakoxuHeTnry/bapMaKoOOMHAMMKM M OMOAHANUTUYECKME METOMH

OBpasusl KpOBM IJsg aHalMsa ¢apMakomuHaMuku (PD) coBupaly B KaXIHM Iepuon
JledeHUS IJIS OLLeHOK YPOBHS IVIOKOSH B IIJlasMe KpPOBM, IVIOKaIOHa, MHCydIMHa M C-
HenTuna: obpaslb KpoBM oTOMpasau za 30 MMHYT OO CTaHOAPTUSMPOBAHHOTO
3aBTpaka U Iepel BBeleHMeM Jos3bH (T0), BaTeM HeNOCPEeINCTBEHHO lepen
CTaHDapTUSUPOBaHHBIM saBTpakoM (TOH30 uvacos) m satem B T1, T1H30, T2, T2H30,
T3H30 m T4H30 (T. e. uyepes 30, 60, 90, 120, 180 m 240 MMHYT IHOCJIe BaBTpaka)
o AUCy.30 yo4:30 ¢ OJIS M3SMEPEHMM YPOBHS IJIOKOSH B IlJlasMe KpPOBM, IUIOKATOHA,
MHCYyJIMHaA M C-nenTmma.

KonmmueCcTBEeHHEM aHaJM3 YPOBHS IJUIOKOSH B I[LJIa3Me KPOBM NPOBOIMIM C IIPMMeHeHUeM
aHaJgMsa Ha IJVIKOo3y/TekcokmHasy Gluco-quant miIsg onpemesieHUMS IUIOKOSBH oT Roche
Diagnostics, MaHrelM, I'epmaHuga. JInanasoH mMerToma cocTabjsan 3-1000 mr/nom, npu
1 Mr/min B kauecTBe Npefnesia oBHapyXxeHus (LOD), 3 Mr/mjn B KauecTBe HUXHEN
TPaHMUUBE KOJMUECTBEHHOTO omnpepesenrsa (LLOQ) m 1000 mMT/mim B KauvuecTBe BepXHEN
TpPaHMUE KOJMUECTBEHHOT'O OIpelelleHUS.

Crioco® KOJNMUECTBEHHOT'O aHalmMsa C-HNenTura dYeJioBeKa I[IOBOIMUIIM C IpMMEeHeHUEeM
BIIEKTPOXEMUIIIOMMHECLIEHTHOTO MMMYHOJIOTHMUYecKoTo aHanmsa (ECLIA) oT Roche
Diagnostics, MaHrelM, I'epmaHuga. JImanasoH meroma cocraesgsan 0,2-25 ur/mi, nopu
LLOQ 0,2 HTD/Mi m LOD 0,07 HD/MII.

MeTon KOJIMUECTBREHHOTO aHajMsa IUIoKaT'oHa IPOBOIOMIM C IIpMMEHEHMEM
paIroMMMyHOJIOTHMUeCcKoTo aHamusa (RIA) or Euro-Diagnostica, Manbme, leeumusd.
InanasoH MeTona cocrTabyuan 4,7-150 nmoJsb/JI.

MeTon KOJIMUECTBREHHOT'O aHajiMsa MHCYJIMHa NPOBOIMIIM C IIpMMEeHEHMeM aHalMsza
ECLIA oT Roche Diagnostics Deutschland GmbH, Manrerm, TI'epMmaHus. uanasoH
MeToma cocTaBasasa 1-875 MME/mi, npu LLOQ 1 MME/mMim m LOD 0,3 MME/mi.

OBpasusl KpoBM n0Jsa PK aHanmMsa cobupany B KaXOHl [IepUOon JIeUeHMS IJid
onpenesyieHMs KOHIEeHTpalMMi JUMKCUCEeHaTuna B I[1JlasMe KpoBM: oBpaslUb KpPOBU
orTbupanm sa 30 MMHYT IO CTAaHIAPTUSMPOBAHHOI'O BaBTpakKa U [Iepel BBeIeHUEM
mosel (TO0), a sarem B TOH30, T1, T1H30, T2H30, T3H30, T4H30 m T6H3O0.
KoHlUeHTpalUuM JIMKCHCEeHaTHOa B IJlasMe KpPOBM OIpelelidiM C IIpUMeHeHUEM
BaJIMOAMPOBAHHOTO TBeplodasHOTO MMMyHOQEepMEHTHOI'O aHajMsa 10 MeTONY «CBOHIBMUM»
c mByMs aHTHUTesamu npu LLOQ 5,5 mr/mu.

CraTyCc B OTHOWEHUM AHTUTEJ K JIMKCUCEHATUIY M, €CJM OH OBUJI [IOJIOXMTEJIbHEM,
KOHLEHTpalMo aHTUTeJ K JIMKCUCEHAaTUIY OIpelelisyiiM C IIpUMMeHeHUEM
BaIMINPOBaAHHOM MeTomuky BIAcore co cHeuMdMUeCKMMM B OTHOMEHUM MCCIeNOBaHUSI
M, TakuMm ofpasoM, He OoIpelesieHHBIMU sapaHee, pelesIbHEIMM KOHIEHTpaluMaIMM B
Bume LLOQ. OBpaslbl KPOBM OTOBMpaM TOJbBKO B AeHb 1/mepuoma 1 mepen NepBbHM
BBeneHueMm IMP.
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CraTucTMYeCKMe MeTOIH

[TauMeHTOBR IOeTCKOT'O BoO3pacTa WM B3POCJIBIX IIallMeHTORB aHaJIM3MPpORaJIM OTHOEJIBHO.
PesyJsibTaTe MeXOy 2 IIOIIYJIALMAMY CPpaBHMBAaJIVM OIIMCATEJIBHO.

@apMa KOOMHAMUKA

B mOpeneyax KaXIoOTO IepeKpeCTHOTO MCCJeOOBaHMUS AaHaJIM3b [IepPBUMYHOM KOHEUHOM
ToukM PD BHIIOJHAJIM Ha OCHOBAHUM OlLEHMBAEeMOM B OTHOmMeHMM PD Oonyadaumm c
IpUMeHEHMEM IIOJIHOM AaHaJIM3UpYyeMOoM MONyJNsaumMM Ojisa oleHku PD B KaudecTBe
BCIOMOTATEJIbHEX AaHaJauz0B. CKoppeKTupoBaHHEHEe sHaueHUs AUCh.3q y-4:30 « LIS
YPOBHS IJIOKOSH B ILJIa3Me KPOBM AaHaIM3UPOBAJIM C [IPMMeHEeHMeM JIMHENHOM MOoIesM
cMemaHHHX 5bbekToBR ¢ NocJemoBaTeJbHOCTLIO, IeprMoIoM U 5bdeKToM JeueHUS B

KauecTBe dMKCHUPOBaHHEIX sdpdexTOB, u B3aMMOIENCTBUEM auMeHT—
IIOCJIeNOBATEJIBHOCTL B KaueCTBE CJydalHOT'o sbdexkTa, a KOHLUEHTpaLUMM IJIOKOSH B
nnasMe kpoBum B TOH30 B KauecTBe KOBapMaTH. PasHMUBE CPEIHMX SHAYUEHUM,
ONpeneJyieHHBX MEeTOLOOM HaMMEeHbIMX KBanpaTok (LS), Mexny TpyllaMM JedYeHUS U
cooTBeTCTRybuMe 95% IHDoBepuTesbHBE MHTepBajel (CI) OlleHMBaJM B paMKax

JIMHEMHOM CMeWaHHOM MozIesu. MclIosb3oBalM ypoBeHb sHaummocTy p<0,05.

BropuuHbele PD mnapaMeTphl aHaIMSUPOBANM C I[IPMMeHeHMeM CTaTUCTUUeCKOM MOIesu,
aHaJIOTMUHOM ONMCAHHOM BHIE, C COOTBETCTBYIMIMMM SHaveHuaMu B TOH30 B
KayecTBe KoBapuar.

@apMa KOKMHETUKA

CraTtucruueckmre aHaJmsel PK IIapaMeTpPpOR IIPOBOIOMJIVM Ha OLLeHI/IBaeMOﬁI B OTHOWEHNMN
PK nonymnaumm c IIPMMEeHeHMeM TIOJIHOM aHaJ'H/ISI/IpyeMOﬁI NONyJiAuMM OJjsa oleHkM PK B
KadveCcTBe BCIIOMOTI'aTe&JIbHBIX aHaJIM30B.

Jlorapudmmueckmn InOpeobpasoraHHEHe PK napameTpdl JaukcuceHaTuia Cmax, AUCi.. U
AUCq.30 y-4:30 ¢ AHAJIMBMPOBAJMM C I[PMMEHEHMEM JIMHEMHOM MOIEeJM CO CMelaHHBMM
sbpdpexTaMmu C OPUKCHUPOBAHHBIMM IapaMeTpaMM JIA [IOCJIefOBaTeJIbHOCTM, JIeUeHUA U
CJIyJYaMHBIM [apaMeTpoM IJIS BSaMMOAEMCTBUS [NaUMEHT-IIOCJEeNOBATENbHOCTL. OLEHKU
m 90% CI 1@mna COOTHOmMeHMS TeOoMeTPMUeCKMX  CcpelHMx 3HadeHurt 10 MKTD
JMKCHMCeHaTuOoa B CpaBHeHMM C 5 MKI JIMKCHMCeHaTMIa [oJydalaM IyTeM pacueTa
oueHku M 90% CI misa pasHUUE MeXIy CPeIHMMM SHadeHMAMM OJIS BMIa JedeHMUs B
paMKax JIMHEMHOM MOIEeJM CO CMemaHHEMM sbbpekTamMm, a 3BaTeM IpeoBpasoBaHUS
COOTHOIEeHMs nyTeM ofpaTHoro JoTrapudMMueckoro IpeobpasoBaHMsaA B MCXOOHYIO
mMKaJy .

BesornacHoOCTh

AHaJms 6es0onacHoOCTM OBJI OCHOBAH Ha paccMOTpeHMM MHIOVMBUIOYAJIbHBIX SHaYeHUN (B
cllydyae KIJIIMHMYECKM 3SHa4YMMBIX OTKJIOHEHUN OT HOprI) M OollMcaTeJIbHBEIX CTaTUCTUK
(CBO,HHbIe TaGaMIE mu, IIpmu HeO6XO,HI/IMOCTI/I, I‘pa(l)I/IKI/I) C y4dYeTOM BMIOa JIEeUeHMA.

HexeslaTesbHEIE SBJIEHMS, BOSHUKIME B xXoHe JeueHusa (TEAE), xjaccudMUMpPOBaHHEE
10 CHMCTEeMHO-OpTaHHBM KJaccaM (SOC) M NpedlouTHMTEJNbHEM TepMMHaM, BaTeM
oBoBmany C yueToOM KOJMYECTBAa M [NPOLEHTHOMN HOOJM [NalMeHTOB M KoaudecTBa TEAE.
VHIMBUOyaJIbHBE KIMHMUeCKMEe JlaBopaTopHBEE NaHHEE, [IoKasaTesNM XUSHEeHHO BaXHBIX
byHxuMM m  pganuple SKI' nepeumMciasasM M OTMeYasM [IOTEeHLUMAaJbHO  KJIMHMYECKU
SHAUMMEBIE OTKJIOHeHMS OT HOpMHE (PCSA), < yKasaHMEeM HUXHEN U BepxXHel TpPaHMUIH
KIMHUYECKUX JIaBopaTOoOpHHX IoKasaTrejyel. YacToTy [HaUMEeHTOB C OTKJIOHEHUSIMU OT
HopMEl M PCSA npmu "nojsydeHum JedeHua" obobmanm oS KaXIoT'o THUIla apaMeTpa IIo
BUOY JIeUeHUS.
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KpaTKOG OIIMCaHue :
XapaKTepMCTMKM nonynsaumnmn

IBeHanuaTh [NAUMEHTOB HEeTCKOTO BospacTa u 12 Bspocsex HauueHToB ¢ T2DM
OBUIO PaHIOMUSMPOBAHO M IOJydanyu JeueHme. OIMH [OONOJHUTEJIBHEM BSPOCJIIBM
nauMeHT OBUI PAHOOMMBMPOBHA, HO HE IIOJIydaJl JIEUeHMe (STOT NalUMeHT OTKasaJsicsd
OT MCCJIENOBaHMS IO JIMUHEIM [PpMUYMHAM OO II€PBOTOC BBeleHus IMP). Bce naumMeHTH
[IOJIydaJl COIIYyTCTBYRIYID Tepanuio MeTOOPMMHOM Ha MNPOTSIKEHMM MCCJIeNOBaHMUS.

ﬂeMorpa@qucxme ODaHHBIE WM XapaKTepMCTUKM B HauvaJIbHEIM MOMEHT BpeMeHM OJIA
IIalIMEeHTOR HOeTCKOI'O BO3pacTa M B3POCJBIX IIallMIEHTOBRB o6o0meHE B Tabiulle HUXE.

IeMorpabdmuueckmue OaHHHE, XapaKTEepUCTHKM MMalLMEeHTOB M 3aboseBaHUs B
Ha4YaJbHHM MOMEHT BPEeMEeHM Yy IalUMEeHTOB AeTCKOI'c BOBpacTa M BBPOCJIHX
NMalLMeHTORB, INONYJSILMUSI OJSI OLIeHKM BeB30MIacHOCTU

MauMeHTH OeTCKOTO

BoBpacTa Bapocase NaLuyeHTH
N 12 12

CpenHuy BospactT (jgeT) [min- 13,9 [10-17] 51,3 [41-60]
max]
BospacTHasa rpynna (jger) (n,
3)
[10-15] 7 (58,3%)
[15-16] 2 (1lo6,7%)
[16-18] 3 (25,0%)
[18-50] 5 (41,7%)
[50-65] 7 (58,3%)
Mo (n [%])
MyXCKOM 6 (50%) 9 (75%)
KeHcKkMM 6 (50%) 3 (25%)
Paca (n [%])
EBponeonnsl/ Gesbie 1 (8,3%) 6 (50%)
MoHToJIOUOL/ NpenCcTaBUTeIN 1 (8,3%)
BOCTOUYHOM pacH
Opyrue® 11 (91,7%) 5 (41,7%)
Cpenuuy Bec (xr) [min-max] 84,69 [56,0-129,0] 92,58 [74,7-135, 3]
CpemHuit BMI (xr/m?) [min- 31,42 [22,7-44,1] 31,79 [27,0-36,1]
max]
[IponoIXUTesJbHOCTL IMabeTa 1,56 [0,5-7,9] 4,45 [1,9-20,4]
(JeT) :
MemmaHHOe =HaueHMe [min-—
max]
[IpOnOIXUTEJIbHOCTL JI€UeHUS 1,56 [0,5-7,6] 2,13 [0,4-7,4]
MeTOOPMMHOM (JIeT) :
MemmaHHOe =HaueHMe [min-—
max]
CpenHee 3SHaueHMEe YpPOBHS 8,65 [7,0-9,9] 8,43 [7,2-9,1]
HbA:;. (%) [min-max]

a CpenM 11 malMeHTOBR IOEeTCKOTO BO3pacTa, 7 coofmmMiM O CBOEM MCIIaHCKOM
IIPOMCXOXOEeHUM U 4 coobmmim o cROEeln IIPMHaAOJIEXHOCTNM K TPYIIINe CMEMaHHBIX pac

OxHoM Adpuxm (JogM HeTpounHOM pach Moica IoBpor Hamexnwe) . [ISTb B3POCIBIX
NalMeHTOBR COoOBMMIM O CBOEeM MCIAaHCKOM MJM JIaTMHOAMEPMKaHCKOM
IPOMCXOXIEHNN .

PelyabTaTh ¢apMaKOﬂMHaMquCKOPO aHaamsa:

ﬂepBMUHHe KOHEYHEIC TOYKU @apMaKOﬂMHaMquCKOFO aHajmsa:

B IeTCKOM OLEeHMBAeMOM B OTHOmeHMM PD HONYyNAUMM CKOPPEKTUPOBAHHOE SHAaUeHUe
AUC g4.30 y-4:30 yw OIS YPOBHS IUIOKOSHE B I[LJIa3Me KPOBM CHMXAJIOCH IPM OIOHOKPATHBIX
nosax JurcuceHatuma 5 m 10 MKT B cpaBHeHMM ¢ Iiauefo, HO pPasHUUE B CpaBHEHUM
¢ niaunebo He OGBUIM CTATUCTUYUECKM SHAUMMBEMM. UTO KacaeTcs NepBMUYHOM KOHEUHOMN
TOUKM (CcKoppeKTUpoBaHHoe 3HaueHMe AUC g.30 y-4:30 w LIS YPOBHS TJIOKOSHE B I1JlasMe
KPOBM) pasHMIA CpeOHMX BHaUYeHUl, OIpeIesIeHHEK MeTonoM LS, MexIy Io30M 5 MKI
JMKCHCeHaTuna u mjiauedo cocraBmia —3,92 mMmosb.d/s1; 95% CI: or -8,17 mo 0,34
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MMoJib . u/J1, p=0,0681 (-70,56 Mr.u/mm; 95% CI: or -147,15 mo 6,04 mMmr.u/mm).
PasHMlla CpeIOHMX BHAUeHUM, ONpeleJileHHHX MeTonoMm LS, Mmexny 10 MKD
JMKCHCeHaTuna u milauedo cocraBuia —1,52 mMmogb.d/si; 95% CI: ot -5,59 mo 2,56
MMoJib .4/ g1, p=0,4359 (-27,33 Mmr.u/mma; 95% CI: ot -100,75 mo 46,10 mr.u/mimi)
(cM. Ta®aAMUB HUXE) .
[TaumMeHTH OeTCKOI'O BolpacTa - ckoppeKTHpoBaHHoe BHadeHMe AUC).304-4:304 YPOBHSA
IUIIOKOBH B IJIaBMe KpoBM (MMONL.u/JI) nepen IpMEMOM MM Ha TPYINY JCHUeHUsT U
pasHmua 5 Mrr m 10 MK JuMKCHMCeHaATHMOAAa B CPaBHEHUM C IlaleBo - OlLeHMBaeMass B
oTHolleHuy PD nonynsiumsi

CpeOHue BHaYEeHUSI,
onpeneJieHHHEe MEeTOILOM
HaMMeHBUMX KBagpaToB (SE)?2

T'pynna N CKOPPEKTUPOB Pasuuua 95% CI gmn= P-
Jle4eHUsI aHHOE CKOPPEKTHPOBAaH PasHMLE BHaYeHN
BHaYeHNe HOT'O BHaYEHUST [MMOJIBb . 4/ J1] e
AUCo.30 4-4:30 u AUCO0:30 u-4:30
VPOBHS 4, YPOBHS
IVIIOKOBH B IVIIOKOBH B
njIasMe KpPOBM IIjlaBMe KPOBM B
[MMOJIBb . 4/ J1] CpaBHEHUM C
mnalebo
[MMOJIBb . 4/ J1]
[lnauebo 9 9,63
(3,95)
5 MkT 9 5,72 -3,92 (1,97) (=-8,17; 0,0681
JIMKCHUCeHaTH (3,99) 0,34)
oa
10 MxT 9 8,11 -1,52 (1,89) (=5,59; 0,4359
JIMKCHUCeHaTH (4,08) 2,56)
oa
a SE (cTraHmnapTHasa ommbKa)
[TaumMeHTH OeTCKOI'O BolpacTa - CcKoppekTHMpoBaHHoe BHadeHMe AUCj.30 4-4:30 v YPOBHS
IUVIIOKOBH B IJIaBsMe KpoBM (Mr.u/mi) nepen IpueMoM MU Ha TPYNNY JCHUEHUsT U
pasHmua 5 Mrr m 10 MK JuMKCHMCeHaATHMOAAa B CPaBHEHUM C IlaleBo - OlLeHMBaeMass B

oTHolleHuy PD nonynsiumsi

CpeOHue BHaYEeHUSI,
onpeneJieHHHEe MEeTOILOM
HaMMeHBUMX KBagpaToB (SE)=2

T'pynna N CroppeKTHUP Pasuuua 95% CI gmn= P-
JIeYeHUST OBaHHOE CKOPPEKTHUPOBAHH PpaBHMLE BHaYCHMU
BHaYeHNe orc BHauYeHUST [Mr .9/ 1] e
AUCq.30 4-4:30 AUCO0:30 u-4:30
« YVPOBHSI 4, YPOBHS
TJIIOKOBH B TJIIOKOBH B
niasMe niaasMe KpPOBU B
KPOBU CpaBHEeHUU C
[Mr .9/ 1] nirauebo
[Mr .9/ 1]
[lnauebo 9 173,51
(71,24)
5 MKID 9 102,96 -70,56 (35,46) (=147,15; 0,0681
JIMKCHUCeHaTH (71,81) 6,04)
oa
10 MKID 9 146,19 -27,33 (34,00) (=100,75; 0,4359
JIMKCHUCeHaTH (73,44) 46,10)
oa

a SE (cTraHmnapTHasa ommbKa)

B oTimure OT MNAlMEeHTOB LOeTCKOTO BO3pacTa BO B3POCJION OLEHMBAEMOM B OTHONEHUM
PD nonyngumMy OIHOKpaTHEE HOo3H 5 M 10 MKID JIMKCHCEHaTMIa S3HAUMTEJIbHO CHMXaJM
PPG, olleHMBaeMHll KaK CKOppeKTUpoBaHHoe 3HaueHMe AUCq.3p y-4:30 w LIS YPOBHS
TJIIOKOSHE B I[IJlasMe KPOBM IO CpaBHeHUo C [waunefo. PasHulla CpelHMX SHaAUYEeHUN,
onpeneJyieHHHX MeTomoM LS, Mexnmy HO30M 5 MKI JIMKCHMCeHaTHIa M njaueBo cocTaBuia
-8,57 mmomsb.u/m; 95% CI: or -14,91 mo -2,23 mmonb.u/s, p=0,0104 (-154,41
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Mr.u/mi; 95% CI: or -268,60 mo —-40,21 mMr.u/mm) . PasHMIA CpeOHUX SHAUEHMN,
onpeneJyieHHEX MeTomoM LS, Mexmy 10 MKID JuKCMUCeHaTuma M jauedo cocTaBuia —
15,48 mmosb.u/s; 95% CI: ot -21,59 mo -9,38 mmomsb.u/sm, p<0,0001 (-278,93
Mr.4/mi1; 95% CI: or —-388,96 mo —-168,90 Mr.u/mim) (cMmM. TabamuUbe HMXe) . PasHulla
Mexny 10 m 5 MKI JMKCHMCeHaTula He ObJla CTAaTUCTUUYECKM SHAaUMMOM.

Bspocaie naumMeHTH - CcKoppeKTHMpoBaHHoe BHadeHMe AUCy.30 y-4:30 v+ YPOBHSI IVIIOKOBH B
naasMe KpoBM (MMOAL.u/s) Nepen ODpuMeMOM NMUM Ha TPYNINY JeYeHMsI M paBHuua 5
MKT M 10 MKI' JMKCHMCEeHaTuAa B CPaBHEHMM C ILIaleBo — OLEHMBAeMasi B OTHOUWEHUU

PD nionynssumsi

CpeOHue BHaYEeHUSI,
onpeneJieHHHEe MEeTOILOM
HaMMeHBUMX KBagpaToB (SE)?2

T'pynna N CxoppekTHpoBaH Pasuuua 95% CI gmn= pP-BHadeHUe
JIe4YeHUS HOe BHa4YeHME CKOPPEeKTHMPOBAaH PaBHMULIH
AUCq.30 4-4:30 « HOI'O BHaYeHUsI [MMOJIB . 1/ J1]
VpoBHs TunokoBm AUC0:30 u-4:30
B mJasMe KpPOBU 4 ypoOBHS
[MMOJIBb . 4/ J1] IVIIOKOBH B

nnasMe KpPOBH,
B CpaBHEeHMU C
nnauebo,
[MMOJIBb . 4/ J1]

[nauebo 12 16,60 (2,46)
5 — _ .
e 12 8,03 (2,95) 8,57 (=14,91 5 0,0104

JIMKCHCeHaTuIa (3,05) 2,23)

10 mxer 12 1,11 (2,85) ~15,48 (21,59 5= <0,0001
JMKCHCeHaTHUIa (2,93) 9,38)
a SE (cTaHDapTHasda
ommoKa )
Bspocaie naumMeHTH - CcKoppeKTHMpoBaHHoe BHadeHMe AUCj.30 y-4:30 v YPOBHSI IVIIOKOBH B

niaasMe kpoeu (Mr.u/ns) nepen DpuMeMOM IMUM Ha TPYNINY JedYeHMsI M paBHMUa 5 MKD
u 10 MKI' JMKCHMCeHaATMAAa B CPaBHEHUM C IlaleBo- OlLeHMBaeMass B OTHoweHuM PD
MONyJsiLns

CpeOHue BHaYEeHUSI,
onpeneJieHHHEe MEeTOILOM
HaMMeHBUMX KBagpaToB (SE)?2

T'pynna N CxoppekTHpoBaH Pasuuua 95% CI gmn= pP-BHadeHUe
JIe4YeHUS HOe BHa4YeHME CKOPPEeKTHMPOBAaH PaBHMULIH
AUCq.30 4-4:30 « HOI'O BHaYeHUsI [MT.u/ 1]
VpoBHs TunokoBm AUC0:30 u-4:30
B mJasMe KpPOBU 4, YpPOBHS
[Mr .9/ 1] TUIIOKOBH B

JiasMe KpOBM B
CPaBHEHUMN C

mnalebo
[Mr .9/ 1]
Inane6o 12 299,01 (44,36)
5 MD 12 144,60 (53,18) -154,41 (54,99) (-268,60 ; — 0,0104
JMKCUCEeHaTHuIa 40,21)
10 MKD 12 20,08 (51,37) -278,93 (52,81) (-388,96 ;- <0,0001
JMKCUCEeHaTHuIa 168,90)

a SE (cTaHDapTHasda
ommobKa)

BTOpMT:H-E\Ie KOHEYHEIe TOYKU d)apMaKO,HMHaZ\/MKM

B DmeTCKOM OLeHMBaeMOM B OTHomeHuM PD nonynsaumm pesyabTaTh AUCq.3¢ y-4:30 v SIS
YPOBHS TJIOKOSHE B IJlasMe KPOBM COIJIACOBHIBAJIMCL C pPesyJbTaTaMM IJS [IepPBUYUHON
KOHEUHOM TOUKM (ckoppekTupoBaHHOe 3sHaueHme AUCy.3p y-4:30 w YPOBHS IUIOKOSBH B
iasMe KpoBM) . OOHOKpaTHasd Oos3a 5 MKI JIMKCUCEeHATMIa SHaUMTEeJIbHO CHMXalla
MaKCHUMaJIbHOe OTKJIOHeHMe PPG Mo cpaBHeHMIO C ILJalebo: pasHMlIA CpelHUX
SHAUYEeHUM, OINpeleslIeHHHX MeTomoM LS, Mexny 5 MKD JMKCHceHaTHIa M Ijauebo
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cocraBusa —1,50 mmonb/m; 95% CI: or -2,94 mo -0,07 mmomb/m, p=0,0415 (-
27,08 mr/mi; 95% CI: ot -52,95 mo -1,22 mr/nosn) . PasHuua Mexny 10 MKD
JUKCUCeHaTuna u njuauedo He ObUla CTATUCTUYUECKM BHAUMMON: pasHMIa CpelHUX
SHaueHMil, oNpenesIeHHBIXx MeTomoM LS, cocraBusa —-1,13 mMomsb/s; 95% CI: oT -
2,50 mo 0,25 mmosn/m, p=0,1005 (-20,30 mr/mm; 95% CI: ot -45,09 mo 4,50
M/ o) .

B meTcko¥ olLeHMBaeMoM B oTHomeHun PD nonymnaumm AUCy.3g y-4:30 w LJIS YPOBHeEN
TIIOKATOHA, MHCYJIMHa M C-HenTMia CHUXAJNIMChL OpM NpMMeHeHMM kak 5, Tmax m 10
MKT JIMKCHCeHaTuIa O CpaBHeHUI0 C Njauebo, 3a MCKIKYeHMeM YPOBHS MHCYJMHAE,
KOTOPLDII MOBHIAJICS B Cjydae 5 MKID JIMKCUCEHATHMIA; OINHAKO, MSMEeHUMBOCTL Oblla
BHICOKOM (CM. Ta®JauuUbl HMXe) . PasHMUBE Mexny 5 miar 10 MKD JMKCHMceHaTHIa U
miane®o He OBUIM CTATUCTHUUECKM SHAUMMBIMM IJIS JIIOOOM M3 5TUX KOHEUHHX TOUEK,
3a MCKJIIOUEeHMEeM CHUXeHMS YPOBHS IUIoKaroHa B ciayudae 10 MKT JMKCHUCeHaTHOa.
CTaTUCTHUUECKM SHAUMMBX pPasIMuMi MeXOy No3aMM JIMKCUCeHATHIa B OTHONEHUM
KaKoM-J1MBO BTOPMYUHOM KOHEUHOM TOUKM B IEeTCKOM OLEeHMBAeMOM B OTHomeHuM PD
ONONMyJSUMUKY He Ha®JoIain.

Bo BBpOCJON OLEeHMBAeMOM B OTHomeHuM PD nonynaumm, pesyabTaTh AUCq. 30 u-4:30 u
OJIS YPOBHS TJIOKOSH B I[IJlasMe KPOBM COIJIACOBHBIBAJIMCHL C TAKOBEMM IJIS [NEPBUYUHON
KOHEUHOM TOUKM (ckoppekTupoBaHHoe 3HaueHme AUCH.3g y-4:30 w OIS YPOBHS IVIOKOSBH B
njasMe KpoBM) . OODHOKpaTHHE Ho3H 5 M 10 MKID JMKCUCEHAaTMIa SHAUMTEJILHO
CHMXaJM MaKCMMaJlbHOe OTKJIOHeHMe PPG B TeueHMe Nepuoma [IOCJe OpMeMa UMM IO
4 yacoB HOCJe CTAHOAPTUSUPOBAHHOTO SaBTpaka [0 CpaBHeHMIO ¢ [aunefo. PasHuua
CpeOHMX BHaueHUl, OIpeNeJIeHHHX MeTonoM LS, MexIny OMKI JMKCUCeHaTuna U
mwianebo cocraBuia -2,78 mMosb/j; 95% CI: or —-4,29 pmo -1,27 mMmodab/Jl,
p=0,0010 (-50,06 mr/mm; 95% CI: or -77,27 mo —-22,86 Mr/mn), U pasHULA
CpeOHMX BHAaUYeHUl, OlIpeneJieHHHX MeTonoMm LS, Mexny 10 MKID JMKCUCeHATUOA U
mwianebo cocraBuia -4,32 mvoub/s; 95% CI: or -5,77 mo -2,87 mMmoJab/Jl,
p<0,0001 (-77,85 mr/mm; 95% CI: or -103,95 mo -51,76 mr/mm).

Bo Bspocyo¥ oleHMBaeMoM B oTHomeHur PD nonynauum AUCy.3p 4 4:30 « IOJS YPOBHS
TJIIoKaT'OHa, MHCYJMHa ¥ C-IenTula CHMXAJMCh OpM IOpMMeHeHMM Kak 5, Tak u 10 MDD
JMKCHUCeHaTHIa I[IO CpaBHeHMI ¢ IUlaue®o, M STM CHUXEeHMS ObBUIM CTaTUCTUUECKHU
3HAUMMBIMM B cJyuae 10 MKID JuMKcuceHaTuma (cM. Tabmauiy Huxe) . CHuxeHus AUCy.3g -
4:30 v OJIS YPOBHeN IulokaroHa ¥ C-HenTuia He ObUIM CTATUCTUUECKM SHAUMMBIMM MEXIY
Dosammu JukcuceHaTuna. CHuxeHUe AUCj.3p gy 4:30 v OIS YPOBHS MHCYJMHa B cjaydae 10
MKI' JIMKCHUCEeHaTMIa I[10 CpaBHeHMIO C 5 MKI JMKCHUCeHaTuIa OBJIO CTaTUCTUUECKU
SHAUMMEBIM; IIpM STOM pasHUlla CpeOHMX SHadeHMUM, OIpeIejIeHHBX MeTomoM LS,
cocraBmila -378,97 nmomosab.u/s; 95% CI; or -711,56 gmo -46,38 nmogab.ud/J,
p=0,0277 (-63,16 MrME.u/mn; 95% CI; or-118,59 mo -7,73 MxME.u/mi) .

MaumeHnTH OerTckoro BospacTa — AUCj.30 y-4:30 « OIS YPOBHSI IVIIOKOSH B ILIasMe KPOBHM,
TUIIoKar'oHa, MHCYJAMHaA M C-nenTuiga C y4eToM TPYINH JISYEHMS M paBHMIa Mexay 5 u
10 Mxr JaukcmuMceHaTMma M nunauebo (emmuEmuEl SI) - olLeHMBaeMasi B OTHOWEeHMM PD
NoNnyasiLus

Cpe,m-me BHa4YeHUs,
onpeneJieHHe MeTOoInOM
HaMMeHBIUNX KeBagpaToB

(SE)=
MapamMeTp T'pynna N JCp.30 4-4:30 « PasHuua 5% pns CI -BHadYeHUne
JIeYeHUs B PpaBHMLE
CpaBHEHU
u c
mnalebo
YpOBEHDb [lnauedo 9 44,50
TJIIOKOSH B (3,91)
nJjgasme 5 MkT 9 40,53 -3,97 (-8,13; 0,0599
KpPOBU JIMKCHCceHaTHOa (3,94) (1,93) 0,19)
(MMOJIB . U/ JT) 10 MKID 9 42,94 -1,56 (-5,55 ; 0,4147
JIMKCHCceHaTHOa (4,03) (1,85) 2,43)
YpOBEHDb [lnauedo 9 664,83
TJIIoKaToHa (19,92)
(Hp.u/u) 5 MKD 8 652,63 -12,20 (-58,05; 0,5769

JIMKCHCceHaTHOa (22,22) (21,35)
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33,65)
10 MKID 621,48 -43,35 (-83,25 ; - 0,03506
JIMKCHCceHaTHOa (20,77) (18,30) 3,45)
YpOBEHDb [lnauedo 1843,81
HCYJIMHAa (297,88)
(IMoJIb . u/ 1) 5 MKID 1973, 88 130,07 (-668,69; 0,7321
JIMKCHUCeHaTHUna (243,52) (372,42) 928,83)
10 MKID 1602, 80 -241,01 (-1024,64; 0,5202
JIMKCHCceHaTHOa (239,93) (365,37) 542,63)
YporeHb C- [lnauedo 9,92
nenTmia (0,56)
(HMOJIb . 4/ J1) 5 MkT 9,87 -0,04 (=1,79 0,9565
JIMKCHCceHaTHOa (0,59) (0,80) ;1,71)
10 MKD 9,21 -0,70 (-2,35 ; 0,3631
JIMKCHCceHaTHOa (0,58) (0,74) 0,94)
a SE (cTaHDapTHasda
ommobKa)

MaumeHnTH OgerTckoro BospacTa — AUCj.30 y-4.30 v OIS YPOBHSI IVIIOKOSBH B ILIasMe KPOBHM,
TUIIoKar'oHa, MHCYJAMHA M C-nenTmiga C y4eToM TPYINH JISYEHMS M paBHMIa Mexay 5 u

10 Mxr aukcuceHaTmna u nnauebo (eguumus US)

MONyJsiLns

- OlLleHMBaeMasi B OTHolleHum PD

Cpem-me BHa4YeHUs,

onpeneJieHHe MeTOoInOM
HaMMeHBIUNX KeBagpaToB

(SE)*®
MapamMeTp T'pynna nedyeHuss AUCg.30 4-4:30 w PaBHMIIA B 95% CI gans pP-BHadeHUe
CpaBHEeHUU PpaBHMLE
¢ nnauebo
YpoBeHb
TJIIOKOSE B [lnauebo 801,63
jiasMe KpPORBRU (70,40)
(MD .9/ o) 5 MKID 730,11 -71,52 (-146,51; 0,0600
JIMKCHCceHaTHOa (70,95) (34,71) 3,47)
10 MKID 773,58 -28,04 (-99,92; 0,4147
JIMKCHCceHaTHOa (72,53) (33,29) 43,84)
YpOBEHDb [lnauedo 664,83
TJIIoKaToHa (19,92)
(nr.wa/mi) 5 MkT 652,63 -12,20 (-58,05; 0,5769
JIMKCHCceHaTHOa (22,22) (21,35) 33,65)
10 MKID 621,48 -43,35 (-83,25; 0,03506
JIMKCHCceHaTHOa (20,77) (18,30) 3,45)
YpOBEHDb [lnauedo 307,30
MHCYJIMHA (49, 65)
(MKME . u/MJT) 5 MKT 328,98 21,68 (- 0,7321
JIMKCHCceHaTHOa (40,59) (62,07) 111,45;154,8
0)
10 MKID 267,13 -40,17 (=170,77; 0,5202
JIMKCHCceHaTHOa (39,99) (60,89)
90, 44)
YporeHb C- [lnauedo 29,78
nenTmia (1,69)
(HD . 9/Mi1) 5 MkT 29,65 -0,13 (-5,39; 0,9565
JIMKCHCceHaTHOa (1,76) (2,41) 5,12)
10 MKID 27,67 -2,11 (=7,05; 0,3631
JIMKCHCceHaTHOa (1,76) (2,22) 2,82)
a SE (cTraHmnapTHasa ommbKa)
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Bspocare naumeHTH — AUCj.30 4-4:30 « OJIS YPOBHSI IVIIOKOBH B ILJIasMe KPOBH,
TUIIoKaTroHa, MHCYJAMHa M C-nenTupa C y4YeTOM TCPYINH JSYESHUS M PaBSHULE MeXAy 5
n 10 MKr JgukcuceHaTugna M mnnauebo (eamuumum SI) - olLeHMBaeMast B OTHoWeHmMn PD

Cpe,m-me BHa4YeHUs,
onpeneJieHHe MeTOoInOM
HaMMeHBIUNX KeBagpaToB

MapamMeTp T'pynna N AUCy.30 v~ PaBuuiia B 95% CI pgas1 pP-BHadeHUe
JIeYeHUST 4:30 u CpPaBHEHUM PpPaBHULIH
¢ nnauebo
YpOBEHDb [Inauebo 12 54,32
B ILjIasMe 5 MkT 12 45,75 -8,57 (-14,91;- 00,0104
KPOBU JIMKCHUCEeHAaTH (2,95) (3,05) 2,23)
10 MxT 12 38,83 -15,48 (-21,59; - <0,0001
YpOBEHDb [lnauedo 12 628,98
(HD.9/01) 5 MKID 12 612,44 -16,54 (=55,53; 0,3834
JIMKCUCEHATHUI (27,90) (18,48) 22,46)
10 MKID 12 575,30 -53,68 (-92,89; 0,0102
JIMKCUCEHATUI (27,95) (18,59) -14,46)
YpoBeHb [lnauebo 12 1276,36
(rIMoJIb . 4/ J1) 5 MkT 11 1181, 62 -94,74 (-356,57; 0,4579
JIMKCHUCEeHAaTH (103,75) (124,99) 167,09)
a
10 MKID 12 802,65 -473,71 (-738,96; 0,0014
JIMKCHUCEeHAaTH (104,20) (126, 74) -208,45)
a
YpoBeHb C-— [lnauebo 12 8,90
(HMOJIb . 4/ J1) 5 MkT 11 8,42 -0,47 (-1,81; 0,4701
10 MKID 12 6,81 -2,09 (-3,40; - 0,0036
a SE (cTaHDapTHasda
ommobKa)

Bspocare naumeHTH- AUC).30 y-4:30 v« OJASAYPOBHSI IVIIOKOBH B INIaBsMe KPOBM, IVIIOKAroHa,
MHCYJAIMHa M C-nenTtmpga C y4eToM TPYNNH JISYEHMS M paBHuua Mexny 5 m 10 Mxr
JINKCUCeHaTnaa M mnaueto (eamumus US) - olLeHMBaeMasi B OTHoWleHuMM PD nonyassumst

Cpe,m-me BHa4YeHUs,
onpeneJieHHe MeTOoInOM
HaMMeHBIMX KBaIopaToB

MapamMeTp T'pynna N AUCy.30 v~ PaBuuiia B 95% CI pgas1 pP-BHadeHUe
JIeYeHUs 4:30 « CpPaBHEHUM PpPaBHULIH
¢ nnauebo
YpOBEHDb [lnauedo 12 978,50
TJIIOKOSH B (44,36)
(MT . u/ o) 5 MKD 12 824,10 -154,41 (-268,60 ; 0,0104
JMKCUCEeHATUI (53,18) (54,99) —A40.21)
10 MKT 12 699,58 -278,93 (-388,96; - <0,0001
JIMKCHUCeHaTHUI (51,37) (52,81) 168,90)
YpOBEHDb [lnauedo 12 628,98
(nr.u/mi) 5 MKD 12 612,44 -16,54 (=55, 53; 0,3834
JIMKCHUCEeHAaTH (27,90) (18,48) 22,46)
10 MKT 12 575,30 -53,68 (-92,89; - 0,0102
JIMKCHUCeHaTUO (27,95) (18,59) 14.46)
YpoBeHb [lnauebo 12 212,73
(MKME. u/MJ1 5 MKID 11 196,94 -15,79  (-59,43; 0,4579
) JIMKCHUCEeHAaTH (17,29) (20,83) 927.85)
10 MKT 12 133,77 -78,95 (-123,106;- 0,0014
JIMKCHUCEeHAaTH (17,37) (21,12) 34,74)
YpoBeHb C-— [Inauebo 12 26,71
(HT . u/MJT) 5 MKD 11 25,30 -1,42 (-5,43: 0,4701
10 MKT 12 20,45 -6,27 (-10,21; - 0,0036
JIMKCHUCEeHAaTH (1,67) (1,88) 2,32)

a SE (cTraHmnapTHasa ommbKa)
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PelyabTaTh d)apmaxom/me'rmnlecxor'o nccijaeqoBaHMUsA

KoHlLeHTpalUuM JMKCHUCEeHaTMIa B IJlasMe KpoBM OvM HMXe LLOQ BO Bcex obpaslax OT
2 HalMEeHTOB IeTCKOI'0 BOB3pacTa, KOTOPHX Jeumiay C oomombilo 10 MKI JMKCHMCEeHaTUIa,
n 1 BspocJyorc HnaluMeHTa, KOTOpPOI'O JIeUMJIM C IIOMOWbI 5 MKI' JIMKCHMCeHaTuIa. 4YTo
KacaeTca 1 nalMeHTa IOeTCKOI'O BospacTa M 1 B3pocsoro HalMeHTa, KOTOPBIX JIeUMJIM
C HnoMompl 5 MKI JMKCHMCeHaTMIa, M 1 [aluMeHTa IeTCKOI'O BospacTa, KOTOpOoIo
JIeUnJIn c [IOMOIIL IO 10 MKT' JIMKCHUCeHaTHna, 3HAUEHUS He BoJee yeM 3
nocjenoBaTesIbHEIX oOpasuoB ObuiM Beme LLOQ, M, cjeloBaTesIbHO, STM I[IallMeHTH He
nooxomuiam pisa PK a”Hanmsa.

B OeTCcKOM OlLEeHMBAEeMOM B OTHOmeHMM PK MonyasuMM BO3IOEeMCTBMe JIMKCHMceHaTUOa OBJIO
nono®HEIM 1nJsa ofeux TPyl BBeOeHMs OOSH. BHCOKYK0 M3MEeHUMBOCTL HaOIMoIalM B
cnnyyae 10 MKID JIMKCHMceHaTuIa. B ciaydae Cu.. kKosddbuument rapmaumm (CV3) cocTaBUI
47,7% mmg 5 MKI JMKCHUceHaTuma u /4,3% ming 10 MKD JMKCHMCeHaTuma. B ciayuae
AUCq,.s:, CV% cocTaBma 78,2% mpug 5 MKD JukcuceHaTuzma m 101,1% gmg 10 MkT
JMKCUCeHaTHUOIa. B IeTCcKOoM OlleHMBAEeMOM B OTHOMmMeHMM PK HONyJagaUMM ToOUeUHAS OlleHKa
COOTHOmeHMs BMUOOB Jeuenusa (10 MKD JMKCHMCeHaTMOa B CpaBHeHMM C 5 MKT
JImurcuceHaTuna) nnsa Cp., cocraBmia 1,04 (90% CI: or 0,71 mo 1.51) m mnsa AUC) ..
cocraBuya 0,88 (90% CI: or 0,51 mo 1,49).

B OeTcKOM IMOJIHOM MNONyJgumMmM IOJS oleHkuM PK BosmelicTBMe OBJIO HEMHOTO BHIlE VY
NallMeHTOBR, KOTOPHX Jeuunu c nomombio 10 MKT JIMKCKMceHaTHIa, B CpaBHEHUM C
JIeUeHMeM C I[IOMONbI 5 MKI JIMKCHMCEHATHMIa. BHCOKYI M3MEeHUMBOCTL HaOmoOadu oJjg
oBeux TpyHll BBeIeHMS n0osb. B crayuaeCp,,, kosbbuumentT Bapmauum (CVS) cocTaBuMa
61,7 mna 5 MKD JukcuceHaTuma u /2,1 mgua 10 MKD JUKCcUceHaTuma. B cayuae AUC) . st
CV% cocraBua 92,5 miag 5 MKD JgukcuceHaTuma u 97,4 nmmg 10 MKD JIMKCUCeHaATUIA.

llocye OOHOKPAaTHOI'O SC BReIOeHUSA IO3EI B3POCJIIBEIM nauMeHTam BOSBIENCTBHUE
JMKCUCeHaTHIa I[IOBRHBIAJOCH C I[IOBHIIEHMEM O3B, M OBUIO I[IPONOPLMOHAJBHO IO3e B
cayuae PK HONyJaguuMy UM NOJHOM HNONYJISUMM IJsg oueHku PK.

VposeHb JMKCHCeHaATNha B ILlasMe KpOBU

Cpennee OeTn Bspociue
snadenne t SD 5 MkT 10 MxT 5 MkT 10 MxT
(cpennee JMKCHUCceHaTHUI JMKCHUceHaTHuma JMKCHUceHaTHuma JMKCHUceHaTHuma
TeoMeTpuiecKoe a
3HaUeHMe)
[CV%]

N 38 38 10 10

Cruax 29,7 £14,2 34,3 £ 25,4 26,0 £15,4 56,9 £21,3

(/1) (26,3) [47,7] (27,2) (22,8) [59,4] (53,3) [37,5]

[74,3]

Trax® 1,25 0,49 1,50 2,50

(u) (0,48-3,50) (0,48-3,55) (0,42-3,50) (0,42-3,50)

t1/22 3,19 £ 1,12 2,52 £ 0,775 3,10 #£1,22 2,79 £1,35

(u) (3,01) (2,41) (2,89) [39,3] (2,59) [48,1]
[35,1]® [30,8]¢

AUCy 451 99,4 £ 77,7 108 £109 101 £58,0 242 £ 90,0

(no-u/Mi) (76,9) [78,2] (67,4) (90,8) [57,3] (228) [37,2]

[101,1]

AUCq:30 u-4:30 u 82,5 * 54,0 88,0 £ 76,0 77,2 £ 42,4 181 £71,9

(o w/mi) (67,4) (64,3) (70,0) [54,9] (1le8) [39,6]
[66,2]P [86,4]°
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“MenmaHHOe =sHaueHMe (Min - Max)

CcyBBbeKTH OlleHMBaeMoM meTckol nonyiasumum: 484001004-006, 484001008, 484001010,
710002001, 710002005, 710002009

PN= 7, mua cyBbexkra 710002005 mponymeHHOe 3HaUeHME He MOIJIO BHTb PaCCUMTAHO
°N= 7, znnsa cybwerTa 710002009 mnponymeHHOe SHaueHMe He MOIJIO OBIThH PacCUMTaHO
OueHMBaeMas Bs3pocyad Honyaaumsa: cyowbekTel 826001004, 826001021, 840005006,
840005010-011, 840005014, 840005016-017, 840005020-021

Hcrounuk=muccrnenopaume PKS: PKD11475; cueHapwuii: P-D-A-EV-0OD, Bepcus 1, P-D-A-
EV-OD-E02, Bepcusa 3
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TodYedHHE OLIEHKM COOTHOUWEHMI BUIOB JIeYeHMsI ¢S5 MKI - olueHMBaeMas B
noMoupio 10 MKI JMKCHMCEeHaATHOA B CpaBHEHMM COTHoWeHMM PK nonyasipms
CooTHoOIleHMEe ToUueuHHX olleHok [90% CI] IeTn Bspocte
N 8 10
Crnax 1,04 2,34
[0,71- [1,85-2,95]
1,51]
AUC 45t 0,88 2,51
[0,51- [1,90-3,30]
1,49]
AUCq:30 u-4:30 u 0,93 2,41
[0,57- [1,88-3,08]

1,50]
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PelylabTaTH IO OLICHKEe BeBornacHoCTH

Bo BpeMsa MCCJIeDOBaHMA He CcoofIajioch HM O KakMX cepbesHBX AE, u He OBJIO
[MaluMeHTOB, KOTOPHE NpeKpaTUIIM ydacTue B MccjenoBaHMM B cBasm ¢ TEAE. B
meTckol nonyiasuuy 4 naumeHTa (1 nocye mHBeKUMM njaauedo, 1 nocyge 5 MKID
TKcHceHaTHMOa M 2 nocjie 10 MKD JMKCHMceHaTMIa) MCOBTHBaJIM 6 TEAE (5 ms SOC
HapymeHM) CO CTOPOHH XeJyOOUHO-KMIeuHOTOo TpakTa M 1 ms SOC mHbekuMM u
mapasuTapHEX SabojieBaHMM) . M3 »Tux nauMeHToB y 1 Habmopanack peBoTa cilabon
MHTEHCUMBHOCTU udepes 43 MMHYTH [HOoCJe MHBeKUMM [L1aluedo (5 MMHYT oocje
CTaHOapTUSUPOBAHHOTO XMIKOIO 3aBTpaka), a y IOpyl'ol'o HalMeHTa HaOjoImajach
pBOTa Cyafol MHTEHCMBHOCTM C COIYTCTBYKIEN TOWHOTOM udepes 3 uwaca u 15 MuHYT
mocjie MHBEKLIMM 5 MK JMKCcHUceHaTuma (2 uvaca um 31 MuMHYTa [nocje
CTaHOapTUSUPOBAHHOTO XMIKOI'O 3aBTpaka). Y OINHOTO IallMeHTa HabJjwonanlach Iuapes
1 CcOoNyTCTBYOIAS TOMHOTA [NOoCJe MHBeKUMMrM 10 MKI JMKCcUceHaTuma. 4dYacrToTa
BOsSHMKHOBeHMs TEAE 6pUla HMB3KOM BO B3pocyoMd nonynauum (1 apieHme mmapen y 1
naumeHTa, OpMHMMaKmero njallefo). Bce TEAE npemcraBasaamM cofolM SABJIEHUS OT
cnaBoll OO YyMEepeHHOM MHTEHCMBHOCTM. BCe MHaUuMeHTH BHSIOpOoBesM 6e3 OCJOXHEeHUM C
IpMMeHEeHMEM KOPPeKTHUPpYHIeTro JIeUeHMS MM 0es HeTo.

B IeTCKOM MNONyJasaumuyu ObUIO HeCKONbKO PCSA misa KpOBSHOTO IaBJieHUs 6Ges CBA3M C
IMP miaM BBeIOEeHHOM HO30M. Y HEeCKOJIbKMX [HauMeHToB Ovuiu PCSA mis napaMerpor 3KT
(yonmHeHHEe PR, QRS u QTc) 6e3 OOCTOREPHOTO PasJIMUMa MeXIy JIMKCUCEeHaTUIOM U
rniaunebo.

OrcyTcTBOBaiM PCSA (B xXoIe NepuoIa I[OJIYUeHMS JIeUeHMd) IJS KPOBSHOT'O IaBJIEHUS
i nmapaMeTporB SKI' BO BS3POCIION IIONYJISLUMUM.

Bce nauMeHTH, 3a MCKJKOYEeHMEeM OIHOIT'O B3pPOCJIOTO, He MMeJM aHTUTeJ K
TMKCcHMceHaTHUNy IIpM BKJIIOUEHMM B MCCJeDOoBaHHUe.

[BEIBOIEI :

[locjle CTaHOApPTU3MPOBAHOTO XMIKOIO 3aBTpaka y 12 HalMeHTOB OeTCKOI'O BO3pacTa C
T2DM BospacToM oT 10 mo MeHee 18 jleT, CO cpeIHMM sHaueHMeM ypoBHS HbA, .,
cocraBagomuM 8, 65%, M CpeDHMM BeCOM TeJjla, cocTaBjgomuMm 84,7 KI', KOTOPHIX
bleuni MeTPOPMMHOM B KauecTBe QOHOBOM Tepanmy, HaOJOIalM HESHAUMMOE CHIMXEHUE
VPOBHS IJIIOKOSEL B IIJlasMe KPOBM (CKOppeKTupobBaHHoe 3HaueHue AUCy.3p y-4:30 w OJIA
VPOBHS IUIIOKOS3HE B IJjlasMe KPoBM M AUCq.3p y-4:30 v OJIS YPOBHS IVIOKOSBE B ILJIasMe
KpOBM) INpM BBeIeHMM OOHOKPATHHX Ho3 5 M 10 MKI JMKCHMCeHaTHIa IO CPaBHEHMIO C
ninaunedo. B oTamumMe OT 3TOTO, OIXHOKpaTHHE Hosb 5 M 10 MKI JIMKCHMCeHaTHIA
SHAUYMMO CHMXaJM ypOBeHb IVIOKOSH B IJIasMe KPOBM (CKOPPEKTMPOBAHHOE BHaudeHMe
AUCh.30 u-4:30 v OJIS YPOBHHA IVIOKOSH B IJIasMe KpoBM M AUCj.3g y-4:30 » IJI9 YPOBHA IUTIOKO3H B
[UIASME KPOBKM) y 12 Bspocsex oauMeHToB ¢ T2DM no cpaBHeHMIO ¢ Hjuauebo. 3ToT sbdexT
CHMXeHMus PPG y B3pPOCIBEX [NalUMEeHTOB, KOTOPHX JIeUMIM C noMmombi 10 MKD
IIMKCHMCeHaTuna, OBJI acCOUMMPOBAH B TedeHMe TaKoTo Xe Iepuoma BPeMeHU CO
CTATUCTUUYECKM SHAUMMBIM CHIMKEHMEM KOHIEHTpalUWi IVIOKAaTOHa, MHCYJIMHa M C-
nenTuna. 9T PD 5bdexTH NPOSBISIMCH B MEHBbIIEN CTEINeHM B Ciydae 5 MKD
IMKcuceHaTuna. Y [HaUMEeHTOB OeTCKOTo BospacTa, AUC0:304:30u mnsa ypoBHEN
rioKaroHa M C-IenTuha CHMXalIMCh B cilydae HOpuMeHeHMS 5 m 10 MKD JMKCHMCeHaTHIa
Mo cpaBHeHMIO C NJjauebo, M 5TH 5ddexkTH OvIM OoJjiee BHpPaXeHHBMM B clydae
npuMeHenusa 10 MrD JaurcuceHaTuma (p=0,04 @mjasg CHMXeHMS YPOBHS IUIOKaT'OHA) .
CrlenyeT OTMEeTMTb, UYTO OOJIBIIYI M3MeHUMBOCTb HabIoOalM NpeMMyNeCTBEeHHO B ciydae
AUCp.30 y-4:30 v OJIS YPOBHS MHCYJIMHA, KOTOPEDI I[IOBHAJICH B CJlydae NPMMEHEHMS D5 MKI
IIMKCHMCeHaTUOa M CHMWXAaJICa B clydae HOpMMeHeHMsa 10 MKT JMKCHMCeHaTHuzIa.

[locjle OODHOKPAaTHOTO [MOAKOXHOT'O BBENEHMS BOSIEMCTEBME JIMKCHMCEeHATHOA OBUIO
Nono®HEIM OJI1 OoBemMx TPyl BBeOeHMS IOSBH y OlleHMBaeMBX [NalMeHTOB IOeTCKOTO
BOBpacTa, TOoI'Da KakK Yy B3POCJEX [AalMEHTOBR BOBIEMCTBME JIMKCHUCEHAaTHIOA [1OBHIAJIOCH
noso3aBMCHMEIM OBpasoM. B IeTCKOM I[OJIHOM IONyJSuMM OJis oleHKM PK BosmeMcreBHUE
biMKcHceHaTga OvBUIO CcJierka ©OoJiee BHCOKMM B ciiyuae Bojiee BBICOKOM IOSBHL,
cocraBasgomert 10 MKD. ¥V DauMEeHTOB IETCKOI'O BO3pacTa BosIeMcTBMe OBLIO
AHAJIOTMYHEIM TAKOBOMY Yy B3POCJIEIX B cjlydae 5 MKI JIMKCHMCEHaTHIa, OIHAKO HMUXe B
cinyyae 10 MKID JIMKCHUCEeHaTMUIA.

OmHokpaTHEEe mose 5 M 10 MKD JMKCHUCeHaTHIa OvM OesO0lacHBMM M XOPOO
NepeHOCHUJIMCE NalMeHTaMM OeTCKOIO BOBpacTa M B3POCJBMM NalMeHTaMH.
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BecrioMoraTenwvHrle PD m PK maHHEIEe

B!apoc.nue IIALMEHTH - ONMCAaTEeJbHHE CTATHMCTUKM CKOPPEKTHMPOBAHHOI'O BHA4YEHUSI

AUCq.30-4:30 « OJISI YPOBHSI IVIOKOBH B IUIaBMe KPOBM Iepen NpuMeMoM Iy (MMonb¥*u/)
C y4YeToM TpPYIIH JISYEHUSI — OLIeHMBaeMass B OTHolWleHMM PD nonynsiumsi

OnmncaTesbHHE CTATUCTHUKM CKOppekTHMpoBaHHOI'C GLU- AUCy.30 4-4:30

« [MMosb#*u/m]

I'pynna N CpenHuee MenmnanHoe BHadYeHUE (min; max)

JIeYeHUs BHa4YeHME

[Inauebo 12 17,51 (4,98) 16,50 (9,7; 25,7)

5 MKID 12 10,60 (6,83) 12,08 (-5,1; 18,6)
JIMKCHUCeHaTHuna

10 MKD 12 1,89 (8,36) 1,01 (-15,9; 16,3)
JIMKCHUCeHaTHuna

NMauyeHTH geTCKOI'O BoBpacTa — OIMcCaTeJbHHE CTATHMCTHMKM CKOPPEeKTHMPOBaHHOIO

sHayeHUsT AUCj.30-4.30 v OJIS YPOBHSI IVIIOKOBH B IJIa3Me KPOBM Nepe]] NPUEMOM MM
(MMonb*u/NI) C y4YeToM I'PYNIH JISUEHMSI — OLIEHMBaeMasi B OTHOWeHuM PD HOmyssiumst

OnmncaTesbHHE CTATUCTHUKM CKOPPEeKTHMPOBaHHOI'C SBHaueHuMss GLU-

AUCo.30-4:30 « [MMoOsB*u/]

I'pynna N CpenHuee MenmnanHoe BHadYeHUE (min; max)
JIeYeHUs BHa4YeHME
[lnauedo 9 10,10 (9,57) 7,89 (=2,1; 21,7)
5 MKD 9 6,24 (8,53) 3,77 (-3,2; 19,9)
JIMKCHUCeHaTHuna
10 MKD 9 8,76 (8,12) 4,63 (-0,3; 24,1)
JIMKCHUCeHaTHuna
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Bspocale MalMeHTH - ONUCATEJbHHEe cTAaTHMCTHUKM AUC).3p-4.30 v AJS YPOBHSI IJIIOKOBH B
nnasMe KPOBM, IUIIOKATOHA, MHCYJIMHa M C-menTuga ¢ y4eToM CPYNNH JIeYeHUs -
OlLIeHMBaeMasl B OTHolleHMu PD mnonyasiumst

OnmcaTresbHble CcTaTUCTUKM AUCH.30-4:30 u

[TapameTp T'pynna N CpenHee 3sHadeHHMe MenmaHH min-max
JeueHud (SD) oe
SHaAUYEHU
e
YpOBEHDb [lnauedo 12 57,18 (12,06) 56,63 (37,4; 77,7)
TJUIIOKOSBEL B 5 MKTD 12 47,60 (11,02) 49,08 (29,9; 71,2)
JiasMme JIMKCHUCeHaTHUna
KpoBM 10 MKID 12 38,37 (11,37) 35,10 (22,5; 58,5)
(MMOTIB*Y/  pyrcuceHaTHOA
)
Yporenb Ilnmauedo 12 647,39 (132,49) 616,77 (500,3; 908,0)
TJIoKaroHa 5 MKT 12 628,56 (191,49) 591, 56 (442,2;1163,8)
(HT.4/J51) JMKCHMCeHaTHIa
10 MKID 12 564,83 (148,93) 513,67 (417,7; 950,6)
JIMKCHUCeHaTHUna
YpOBEHDb [Inauebo 12 1488,52 (512,03) 1342,1 (763,6; 2859,4)
MHCYJIMHA 9
(mMoJib .4/ 5 MKD 11 1314,15 (306,08) 1268,0 (879,7; 1841,0)
JI) JIMKCHCceHaTHOa 9
10 MKID 12 1015,12 (261,87) 1051,9 (641,6; 1317,8)
JIMKCHUCeHaTHUna 4
YporeHnp C- Ilnauedo 12 8,73 (1,91 8,82 (6,0; 13,3)
menTuma 5 MKT 11 8,08 (1,24 8,65 (5,9; 9,7)
(HMOJIb . 4/ J1) IMKCUCeHaTHUOa
10 MKID 12 7,08 (1,24) 7,25 (4,7; 9,1)
JIMKCHUCeHaTHUna
1 SE (cranpmapTHasa ommbKa)
[TaumMeHTH OeTcKOI'O BolpacTa - ommcaTelbHHe cTaTUcTuMkM AUC(.30-4.30 v OIS YPOBHS

IVIOKOBH B ILJIaBMe KPOBM,

IJIKKaroHa,

MHCYJIMHaA M C-nenrmma C ydeToM TI'PYIIIIH

JIeYeHUsT — OLieHMBaeMass B OTHOWEeHMM PD NnonysisiLimMsi

OnmMcareJsibHHE CTaTUMCTUKM
AUCq:30-4:30 u

[TapameTp T'pynna N CpenHee MenmaHHO min-max
JeueHud sHaueHue (SD) e
3HaUeHue
YpOBEHDb [lnauebo 9 45,57 (19,78) 42,81 (19,4; 75,9)
TJIIOKOSEL B 5 MKID 9 39,60 (14,27) 41,03 (20,7; 55,9)
nJjasme JIMKCHUCeHaTHUna
KpPOBU 10 MKID 9 44,60 (17,44) 48,87 (17,9; 64,4)
(MMOJIB*U/JT JIMKCHMCeHaTHIa
)
YpOBEHDb [lnauebo 9 685,37 (130,00) 695, 60 (456,9; 918,5)
TJIlOKaT'oHa 5 MKT 38 616,84 (119,74) 592,97 (428,4; 763,9)
(HT .4/ 1) JIMKCHCceHaTHOa
10 MKD 9 644,06 (117,88) 622,34 (444,1; 824,9)
JIMKCHUCeHaTHUna
YpOBEHDb [lnauebo 7 2152,06 2587,48 (801,6; 3335,7)
MHCYJIMHA (942,87)
(mMoJib .u/J1 5 MKD 38 2208,53 1724,15 (405, 7; 5330,2)
) JIMKCHCceHaTHOa (1566, 96)
10 MKID 38 2143,02 1691, 69 (506,2; 4693,3)
JIMKCHCceHaTHOa (1393, 59)
Yporenp C- Ilimaueto 8 9,70 (1,75) 10,14 (6,6; 11,6)
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nenTuga 5 MkT 8 9,68 (2,74) 9,18 (5,3; 14,5)

(HMOJIb . 4/J1 JIMKCUCeHaTuna

) 10 MKID 38 9,55 (3,00) 9,42 (5,3; 14,3)
JMKCHUceHaTHuma

1 SE (cranpmapTHasa ommbKa)

PK IIapaMeTp JIsA YPOBHS JIMKCUCEHaATHUIOa B IJIasMe KpOBU (monHast

TIOIIYJISILIMSI OJsI OlleHKM PK)

CpernHee 3HaueHHUe BspocJtle JeTn
T 3D (cpenHee S MET 10 MKD S MKT 10 MKD
reomerpuyeckoe [WRCHCERATURA o o) cepamuna| RN CERET ok cncenamina
sHaueHue) [CV%] na
N 10%-# 12 108 ** Gk kpdkk ok, T
Chax 26,0 x15,4 52,8 x21,7 25,3 xl15,6 33,3 £ 24,0
(nT/mt) (22,8) (48,8) [41,1] (20,4) (27,0) [72,1]
[59,4] [61,7]
s 1,50 2,50 1,50 0,50
() (0,42-3,50) | (0,42-4,50) |(0,48-4,50)| (0,48-3,55)
AUCy45¢ 101 £58,0 228 £ 89,0 83,0 76,8 105 %102
(nT-u/m) (90,8) (213) [39,0] (57,1) (68,9) [97,4]
[57,3] [92,5]
AUCq,5-4,5 77,2 42,4 169 72,4 74,7 £ 55,2 86,8 71,2
(nT-u/m) (70, 0) (155) [43,0] (57,9) (65,6) [82,1]
[54,9] [73,9]F

MenmaHHOe 3HaveHMe (Min - Max)
*826001011; **%484001001, ***x7710002007, 3HaAUYeHUd BCcex

oBpasuor OvuiM HMXe LLOQ.

9840003002, *826001020 ; *484001003, =3HadeHMa He OoJjee 3
nocyienoBaTeJIbHEIX 00pasiios OvUIM BeIle LLOQ ¥, cClemoraTelIbHO, OHU
He nompxomwmnu nJjsg PK aHajM3a

b N=8, HeJlb34 OBLIO paccumMTarh 0JIsd [IalVeHTOB
710002005,710002007, cJgemoBaTeJIbHO, OHM He BKJIIOUEHEl B CBOIHEE
CTAaTUCTUKU

McTounmk=PKS wuccienoBaHue: PKD11475;: P-D-A-EV-0D, Bepcusa
1, P-D-A-EV-0D-E02, Bepcusa 3

MpuMep 3

PaHOOMM3UMPOBaHHOE, IOBOWMHOEe CJIeNoe, IMJIaledOo-KOHTPOJIUPYEMOe
nccJenoeaHue C  I[OBHIIEHMEM IOO3E B  OTHOWEeHMM  0e30llaCHOCTH,
bapMakKOKMHEeTMKM U  papMaKOOMHaAMMKKM JIMKCUCeHaTuIa Yy I[IalueHTOB
OeTCKOTO BO3pacTa C nuabeToM 2 THNa, KOTOPHM He KOHTPOJIUPYETCSA
NOJDKHEM OOpasoM C IIOMOmbI MeThopMMHa M/MiaM 0a3aJIbHOTO MHCYJIMHA.

KpaTKoe OIIMCaHMEe KIIMHNYEeCKOI'O MWMCIIHTAaHMSA

BAT'OJIOBOK PaHOIOMMBMpPOBAHHOEe, HOBOMHOe cJienoe, njaueBo-—
KOHTpOJIMpyeMoe uccjenoBaHue c [IOBHIIEHMEM
IOO3H B OTHOUEHUN ©es0nacHoOCTH,
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bapMaKOKMHE TUKU u bapMaxKoOMHAMMKN
JMKCHUCEeHATHIA VY I[alMEeHTOB HNEeTCKOI'0 BospacTa
¢ mmaberToM 2 THIA, KOTOPHEM HE KOHTPOJIMPYETCS
OOJIXHEM 0OBpasoM ¢ [IOMOWbD MeThopMMHAE M/MIn
BasaJyIbHOT'O MHCYJIMHA .

WCCIEIOBATEJL/MECTOINOJO-
KEHME WCIEBITAHMMA

MexnyHaponHoe, MYyJIb TULIEHTPOROES

LUEJIb (M) MCCIEIOBAHUA

HepBMqHaH neJib @

* [IPOIOEMOHCTPUPOBATEL BesonacHOCTb l4-IHEeBHEHIX
HOBTOPHEX ZTo3 5 MkD, 10 Mrr m 20 MKD
JMKCHUCEeHaTHOA IO CpaBHeHMIO C Ijanebo y
IalMeHTOB IOEeTCKOI'O BospacTa c nuadeToM 2
THUIIA .

BTOPUYHEIE LIEJIM:

* OLEHMTHL KOHLEHTPpAaUMM JIMKCHMCEHATHIA B IJIasMe
KPOBM IOCJIe NOBTOPHEIX Hos 5 Mkr, 10 Mrr m 20
MKI' ¥ dapMaKOKMHETHUUECKME IlapaMe TPl
nopropgommMxca nos 20 MKI' JMKCHMCEHAaTHIa B
jlasMe KPOBM y I[aUMEHTOB HOEeTCKOI'O BOBpacTa C
ovabeToM 2 THIA;

* OLEHUTb MBMEHEHME B OTHOMNEHUM HAUAJBHOTO
MOMEHTAa BPEMEHM KOHILEHTPpAaUMM IJIOKOSH B
JlasMe KPOBM I[IOCJIE IPpMeMa UMM B TeUeHUe
CTAaHIAPTUSUPOBAHHOTO MNPOOHOTO IIpMeMa MM
IocJjie IINOBTOPHBIX HOS3 JIMKCHMCeHaTuIa 5 MkI, 10
MKD 1 20 MKI' B CpaBHeHUM C Ijauebo.

I[JIAH MCCJIEIOOBAHMA

dasa I, MYyJIb TUILIEHTPOROE, PaHIOMMBVPORBRAHHOE

(3:1), IOIBOMHOE cJyernoe, niaauedo-—
KOHTpOJMpyeMoe, c [IOBHIIEHMEM IOOSH
rccJenoBaHue.

WccrenoraHMe BKJIOUAET:

* CKPMHMHIOBBIM I[IepPUON IJIMTEJILHOCTBLIO IO
3 HegpeJb,

* O-HeIeJbHBEI, PaHIOMUSUPOBAHHLBI
OBOMHOM CJIEHNOM Iepuon JieUueHUs C 2
mapajiyiesIbHEIMM TPYNNaMy (peXmuMm JieueHus,
NpenycMaTprBaommMi nianefo/pexuM JeueHms,
NpenycMaTpMBAKIUM JIMKCUCEHATUO) U
HKpEeMeHTHbEe [IOCJIeNOBaTeJIbHEE CTaluM
NPONOJIXMTEILHOCTRIO 2 HeIesM OJs [IOBHIIEeHM S
mosbel JuKcuceHaTuma (5 Mmxr, 10 mMxr um 20 MKT)
11JI1 COOTBETCTBYIIEro Ijaledo,

¢ [lepyon Irocjenymmero HaOJIIOOeHM S IIocye
OKOHUAHUS JIeUeHUS IJIMTEJbHOCTbIO 3 IHS.

UCCIJIEAYEMAS NONYNALNA
OCHOBHHE KpuUTepumu oTdopa

* [JaUMEeHTH MYyXCKOIT'O M XEHCKOIT'O IoJjla C
SaOOKYMEHTMPOBAHHEM CaxXapHeM OuadeToM 2 Tuia,
KOTOPED HE B OOCTATOUYHOM CTEINEeHU
KOHTpoOJMpyeTcsa moson MerTdopmmHa = 1000
Mr/neHb (MM MAKCMMAJIbHO [IE€PEHOCHMMOM LIOSO0M B
COOTBETCTEMM C MHEHMEM MCCJIeHOBAaTEJIS) IIpU
cTa®uIbHOM CXeMe B TeueHue 8 Henesb IO
paHmoMmMsauuM M/mUiamM CcTaBuIbHOM CXeMe BBeIeHUS
BasaJIbHOT'O MHCYJIMHA B OTHEJIbHOCTM MJIM B
KOMOMHaLUUM B TeueHMe 12 Hezesb Hepen
paHOoMMBalMen .

* BospactT 2 10 u < 18 jer (OO MeHbllel
Mepe 4 nauMeHTa B BOspacTe MeHblle 16 JjerT).

* YpoBeHb HbAlc >6,5% u < 11%.

¢ HOmexc MacchH TeJia (BMI) >85-ro0

NIpoLEeHTUJIS IOJIS BospacTa M nojsia u BMI < 50
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KT /M.

* YpoBeHb C-HenTmpa HaTomaK B MOMEHT
ckpuHmHra > 0,6 HT/MI.

« OTpMUATEJNbHEN pPesyJIbTaT B TeCTe Ha
AHTHUTEeJla K aCCOLUMMPOBAHHOMY C MHCYJIMHOMOM
Cenky (IA2) M ayToaHTHTeJla K IekapBOoKcuiasze
TJIY TAMMHOBOM KUCJOTH (GAD) .

OBuee oxmmaeMoe KOJIMYSCTBO
MalLMeHTOR :

OxmgaeMoe KOJIMUYSCTBO
nuccaefoBaTeNbCKUX LIEHTPOB

B ofmemn cJjoxHocTu 24 nalumueHTa
Tbd

UCCIIEOYEMEIM BU]I (Bl) JIEUEHUA

NayuaeMull MeOULIMHCKMUMN
IPOAYKT (1)

Cocrasn:

MyTe (M) BBeOgeHUS:

PexnmM HOBUPOBAHMS

* B XoIe NepBOM YaCTM IBOMHOTO CJIENOTO
mepuona JiedeHMs C [IOMOMBI 5 MKI JIMKCUCEeHaTUIa
1711 COOTREeTCTByoIEeTro IJjauebo B TeueHume 14
oHel.

Usyuaemoe JICKApPCTBEHHOE CpPpelICTBO: 5 MKID
JIMKCHUCeHaTMnma .

JIukcuceHaTun 6yIOeT NOCTABJATHLCHS Kak
oIHOpaszoBas NpelBapUTEJIbHO 3alloJIHeHHAasd
mWIpul-pydka, T. €. YCTPOMCTBO IJs
caMouHBberUMM (Tactipen®), comepxamee 3 M
CTEPUJIBHOTO BOOHOTO PAaCTBOpa IJIS MNOIKOXHOM
(s.c.) MHBEeRUUM B 3-MJ oBObeMe, coIepXalleIl'o
300 MKI' aKTMBHOT'O MHIpenueHTa (T. e., 100
MKT/MJT) , TUIMLEPWH, TPUTMOpAT alleTaTa HaTpud,
MEeTMOHMH, MeTakpesoJs, HCL/NaOH, Bomy mnmns
MHBEKILUA .

KOHTpOHbHoe JICKApPCTBEHHOE CpPpelICTBO:
COOTBEeTCTRBYWIlEE JIMKCHMCEHaTNOY niaauedo.

CooTBeTCTBYyIEee JIMKCUCEeHATUINY IJjauedo BymerT
IOCTABJIATLCH KaK CTEPMUJIILHEI BOIHEI pacTBOP
oBbpreMOM 3 MJI.

Kak JMKCUCEeHaTHI, TakK M COOTBETCTRBYKIEE
nnanefo MNOOJIeXaT BBEeIeHMIO OOWH pas B CYTKU C
IOMOUBI0 YCTPOMCTBA IJIS CaMOMHBEKLMM B BUIE
WOPUL-PYYKM, U 0OBEeM, NpelHaASHAUEHHEI OJIsS
BBeIeHUs, OymeT cocTarJgaTbh 50 MKJI.

[IyTs (IyTK) BBEeOEHMUS: S.C.

* B XoIe BTOPOM YACTM IBOVHOTO CJIENOTO
Neprona JedeHMS C HoMoumbion 10 MKT
MKCcHMceHaTHUIa WM COOTBETCTByIEeIro jauedo B
TeueHre 14 pgHel. UsyuaeMoe JIeKapCTBEHHOE
cpencreo: 10 MKI JIMKCHCEHATHIA.

JIuKCcUceHaTUO IIOCTAaBJSIT B BUIE SeJIeHOM
OIHOPASOBOM MNpPeIBAPUTEJIbHO BallOJIHEHHOMN
LWOPpUL-PYYKM, T. €. YCTPONCTBA IJsd
caMouHBberUuMM (Delta 14®), comepxamein 3 M
CTEPUJIBHOT'O BOIHOI'O pacTBoOpa IJS S.C.
MHBeRUMM cO 150 MKI' aKTMBHOI'O MHI'peIMeHTa
(r. e. 50 MKD/MII), TUIMLEPUHOM, TPUTHUAPATOM
alleTaTa HaTpusa, MeTMOHMHOM, MEeTaKpe3O0JIOM,
CL/NaOH, BOOOI I8 MHBEKUMM. WHEXEKTOp THUIla
mnpui-pydka C JMKCUCeHaTHUIOM obBecleuMBaeT
OOBMpPOBaHMe UYeTHpHaIlaTU OUKCHUPOBAHHEX IOS
nmo 200 mkJI.

KOHTpOHbHoe JICKApPCTBEHHOE CpPpelICTBO:
COOTBEeTCTRBYWIlEE JIMKCHMCEHaTNOY niaauedo.

CooTBeTCTBYyIEee JIMKCUCEeHATUINY IJjauedo BymerT
IOCTABJIATLCH KaK CTEPMUJIILHEI BOIHEI pacTBOP
oBbpreMOM 3 MJI.
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Kak mmrcuceHaTun, TaK M COOTEBeTCTByKIee
njaaunedo nomJjexaT BBeIEHM OIUH rasz B CYTKM C
ITOMOIIBIO YCTpOﬁCTBa IJIA CaMOMHBEKLIMM B BMIOE

mnpui-pyukn (Delta 14® =seneHoro LBeTa), U
oBbeM, NpelHASHAUEHHBDN OJsS BBeIOeHUS, OyIeT
cocraByaaTb 200 MKJI.

[IyTs (IyTK) BBEeOEHMUS: S.C.

*+ B XoOe TpeTbel YacTM IOBOMHOTO CJIENOTO
leprona JedeHMS C HoMoumbio 20 MKT
nMKCcHMceHaTHUOa B TedeHMe 14 mHeM WM
COOTBETCTBYIIEro Ialedo.

Usyuaemoe JICKApPCTBEHHOE CpPpelICTBO: 20 MKD
JIMKCHUCeHaTMnma .

JIMKCHCeHaTUO [NOCTAaBJLST B BUIE OOHOPAa3SOBOIO
YCTpOMCTRBA IOJIS CaMOMHBEKLUMM NYPIYPHOTO lLiBeTa
(Delta 14®), comepxamero 3 MJI CTEPUIILHOTO
BOOHOTO pacTBopa OJdg s.C. MHbekUMM c 300 MKD
AKTMBHOTO MHTpemmeHTa (T. e., 100 Mxr/mi),
TJIMLEPUHOM, TPUIMIpaTOM alleTaTa HaTpHud,
MEeTMOHMHOM, MeTakpesosioM, HCRRNaOH, Bomou
oJ1S MHBEeKUMM. VHXeKTOop THIla WIPpHI-pydka C
JIMKCUCeHaTHUIOM ofeclleuMBaeT HO3MPOBaHUE
YeTHpHaOUlaTH QUKCUPOBAHHEIX Hos o 200 MKI.

KoHTpOJIbHOE JIeKapCTBEHHOE CPEeNCTRO:
COOTBETCTBYyLIee JMKCUCeHaTuny Ijanedo.
CooTBeTCTBYyIEee JIMKCUCEeHATUINY IJjauedo BymerT
IOCTABJIATLCH KaK CTEPMUJIILHEI BOIHEI pacTBOP
oBbpreMOM 3 MJI.

Kax JmxcuceHaTun, TaxK M COOTBETCTByKIEe
nnanebo nomJjexaT BBENEHMIO OIMH pas B CYTKM C
IIOMOIBI0 YCTPOMCTBa MJIS CaMOMHBEKLUMM B BMUIE
mnpui-pyukn (Delta 14® nypnypHoToliBeTa), U
oBbeM, INpelHasHAUYEHHBM MmOJIS BBeneHMs, OyOerT
cocTaBaAaTb 200 MKJI.

IyTs (M) BBeIeHMUS: S.C.

Hepen HadaJIOM Kaxnoﬁ CTaimny IIOBBIIEHMA HOS3EBI

IIaliMeHTOB M/MHM nux ponMTeneﬁ 6yneT
TPEeHNPOBaTDH B nccijenoraTeJlb CKOM LIeHTpe
COTPYIOHUKI mTaTa MCCHeﬂOBaHMH/MeﬂMHMHCKaH

cecTpa B OTHOUWEHUM IIPUMEHEHMS KaxXIoTo Tula
MHXeKTopa THIa MNIpUI-pydKa HeNoCpeOCTBEHHO
nepen TeM, KaK OHM HAUMHAKLT IIPMHMMATbL HOBYIO
oosy exenHeBHOM [IOOKOXHOM MHBEKLNUM
JUKCHCceHaTuna wuim njuauebo. Kpome Toro, npu
HeoBXOoOMMOCTH, B BaBUCHUMOCTM OT S3pPeJIOCTH
nauueHTa, MOXeT BHITH npenJjoxeHa yeayra
CEeCTPMHCKOTO yXOoHOa Ha OOMYy B TeueHMe I[IepPBHX
3 wmHBeKuUMM (Mam 6Gosiee, nOpU HeoBXOIMMOCTN)

nJis oBecrieueHuns HaIjexamero cobroneHns
pexmma .

B IDOMAaIHMX YCJIOBUSAX MHBEKLMUN cienyer
OCYymMEeCTBJISATL OIMH pPas B CYTKM B IOpenejax 1
yaca o 3aBTpaKa. [Ipn BUBUTAX B

MCCHeﬂOBaTeHbCKMﬁ LeHTP MHBERINUM cjienyerT
OCYymeCTRJIATE OIOMH pPa3 B CYTKM 3a IIPMMEPHO 30
MMHYT OO HadaJla IIpMueMa CTaHIOapTU3VMPOBAHHOI'O
3aBTpaka.

doHOBYIO HOpoTMBOOMABETUUECKYK Tepanupo OyIyT
HasHAYATbh eXeOHeBHO MNPUBIMSUTESHbHO B OIHO U
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TO Xxe BpeMA CYyTOK, B KoTopoe OHa OBBIUHO
IIpoROONTCH; IIpnm 5TOM MOXeT HOTpe@OBaTbCH
KOPPEeKTHMPOBKA JO3bI 0asaJIbHOTO MHCYJIMHa C
Hao30poM muccijenoraTeia mJim
KBaJ’H/I(l)I/ILU/IpOBaHHOI‘O criegmaJjimcTa C MeIMUIMHCKMM
IUITJIOMOM .

HeuccrnenyeMult MeOULIMHCKMIA
nponykT (s) (B
COOTBETCTBYHIMX CIAydasix)
Cocrasn:

MyTe (M) BBeOgeHUS:

PexuM DOBUPOBAHUS :

He npenycMoOTpEHO

NEPBMYHAS KOHEUHAS TOUKA (M)
U OCHOBHAA BTOPNYHAA
KOHEYHAA TOYKA (M)

nepBM'-IHaH KOHe4YHasi TO4YKa

BEes30nacHOCT . OLEeHKM HexeJlaTeJIbHBIX  ABJIEHUM
(AE) /HexeJjlaTeJIbHBEIX HABJIEHMM, BOBHUKIMUX B XoIe
JeueHud (TEAE) , KIIMHUKO-JIabopaTOpHLEE

(TemMaToOJIOTHMUECKOE WUCCJIeNOBaHME, OMOXUMMUECKUN
aHaJMs, aHaJdM3 JMIasb M aMuiiasbl, aHaJlnus MOouM)
OLIeHKM, BKJIUagd I[oKasaTeJ MM XM3HEHHO BaXHHX
bYHKLMIMI, rnapame TpH SKT" B 12 OTBEeIeHUSIX,
TeMIlepaTypy Tejla U (MsMKaJIbHOe obcjeloBaHME.

B'I‘OpM'-IHHe KOHEYHHE TOYKHM

dapMaKOKMHETUKA

* PK nmapaMeTpsl (Cupax, Ltmax, AUCy4,s) mnocie
l4-pgHeBHBIX IIOBTOPHEIX BBeIeHMM nos npu 20 MKI B
neHp 42.

* KoHlLleHTpaluM JMKCUCeHaTHIa B IJasMme
xkpoBM uepes 0, 0,5, 1,5 u 2,5 uyacorB nocJe
HbekUMM IMP, T. e. TO nepexm npueMom IMP,
nepen TO,5, T1,5 mu T2,5, nocine l4-pnHeBHEX
IOBTOPHEIX BBeleHMM nos 5 mxr, 10 Mxr m 20 MKT
B HOeHb 14, meHb 28 m meHbp 42.

dapmMakomMHaMMKa

e llsMeHeHMe B OTHOUEHMM HadaJIbHOT'O
MOMEHTa BpPEeMeHM YPOBHS IVIIOKO3b B I1JlasMe KpPOBU
AUCy_4,5 mocyie l4-OHeBHHX NOBTOPHEIX BBEIOEHMN HOS3
20 MK B OeHb 42.

+ JI3MeHeHMEe B OTHOIEHMUM HAYAJbHOTO
MOMeHTa BpeMeHM I[IOCJe IpMueMa IMIM, OTKJIOHEeHUS
VPOBHS TJIOKOSHE B IJlasMe KpoBM uepes 1H nocie
npoBHoOTO IpMeMa nmmM M 2H nocse NpoBHOTO
npuema oumm, T. e. oriamume T1,5-TO0 m T2,5-TO
nocyie 14-IHEBHBEIX MNOBTOPHHX BBeOeHMUN OO3 5 MKT,
10 mMxr m 20 Mk B mHmM 14, 28 u 42.

AHTHTEeJla K JUKCUCEHATUY: OlleHKa Iepel IepBHM]
BBeIOeHMeM I03 IIpMu BUsKUTe 2 (HeHb -1) M nocje
l4-pgHeBHBIX IIOBTOPHEIX BBeIeHUM nos 5 wmxr, 10
MKT 1 20 MKT.

I[pyr'me KOHEYHHE TOYKHM

Bec Tesila, HbAlc B HauyaJIbHBDMI MOMEHT BpPEMEHU U
nocyie 14-mHeBHEIX I[OBTOPHHEX BBeleHUM nos 20
MKT.

I'PA®UK NMPOBEJEHMA OLIEHOK

CKPMHMHTOBEI NEPMOA: OT HeIenu 3 OO HeOeau -
1.

Mpu Busure 2 (geHb -1): ouHag TpPeHUPOBKA
NaluMeHTOB u/unmn pommTens (poouTenen) B
OTHOWEHMM [OPpMMEeHeHMS MHXeKTopa Tula MIpul—
py4YKa oA IMP, NnpMMeHeHN I TJIIOKOMEe Tpa,
IPMMEHEHMS BalMcel B IHEBHMKe, MHOOpPMMpPOBAaHME
B OTHOIEHUN TUIOIVIMKEeMUN " oBydeHMe
opraHmM3aluy  JIeYeHUs; TPEHMPOBKA  I[IOIKOXHOM
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MHBEKUNN IMP oA MeINLMHCKON CeCcTpH,
IpenoCTaBISKIEN YCJIYyI'M Ha IOMYy, €CJM TaKoBasg
MMeeTcs, KoTopasa HeceT OTBeTCTBEeHHOCTbL 3a
BBeJIEeHME COOTBETCTByKIEN IO3BL M C YyUYeTOM

OaHHOT O COCTOSHUS (aMmbysaTopHasa HOpolenypa
MCKJIIoUaeTcsa IIpM BUSUTAX B MCCIEeNOBAaTEJbCKUM
LeHTP) .

Ouenku ¢dapMakoOMHaAMMUKM B  HAYAJILHEM MOMEHT
BpeMeHHU c 3abopoMm obpasuoB KpoBM Ba 0,5 uyaca
oo IIpMeMa CTaHOapTHOTO 3aBTpaka (T. e., TO).
BaTeM Badtop o06pasloB KPOBM OYyOYyT BHIIOJHATDH
yepes 1, 1,5, 2, 2,5, 3,5 um 4,5 uyaca nocyue
saBTpaka (r. e., T1, T1,5, T2, T2,5, T3,5 m
T4,5).

PaHOOMMBUPOBAHHHM, MOBOMHOM CJeNoM niaueto-
KOHTPOJMPYEMEIM IepMOf JIeYEeHUsT C [OBHUICHUEM|
nosn kKaxnoe 14 guenr (5 Mxr, 10 Mxr m 20 Mkr
MM COOTBEeTCTByKIlee Inale6o) .

Kaxmowle 2 HeOedM, BMSUTH B MUCCIJIeIOBaTeJbCKOM]
UeHTp: BusuT 3 (meHb 14), BusuTr 4 (meHp 28) u

BUSUT 5 (meHDb 42) oJda feszo0nacHOCTH,
bapmMakoIMHAMUKM M QapMaKOKMHETUUECKUX OlIEHOK.
Cliy7i BUSUTH B McceJenoBaTesbCKOM LIeHTpe

TpedylnT, UYTOOB I[allMeHTH OBUIM B COCTOSHUU
HaTomak IJg zadopa oOpasLoB KPOBM OO MHBEKLUN
IMP (mpmuMepHo Ba 30 MMH. -OO Haudajla IIpueMa
CcTaHDapTHOI'O =aBTpaka, T. e. TO). 3BareM 3adop
o0pasLOBR KPOBM OYyOyT OCYNECTBJISTbH B cjelyolue
MOMEHTEl BpEMEeHN:

* + 0 (HeOOCpPeICTBEHHO I[epel MHBeKLUMeM
MmpP), 0,5 (rombpkxo PK), 1,5 um 2,5 uaca nociue
MHbekUMM IMP (T. e. TO, TO,5, T1,5 m T2,5) npmu
Bu3uTe 3 (meHb 14) m BUsuTe 4 (meHb 28),

e ¢« (Q, 0,5 (Tosbko PK), 1, 1,5, 2, 2,5,
3,5 4,5 mun (T. e. TO, TO,5, T1, T1,5, T2,
72,5, T3,5 u T4,5) npm Busutre 5 (OmeHb 42).
BesonacHocThb: ofpaTuTech K I'paduky IIpolLeryp
Ha [OPOTHXEeHMM MCCJeOOBaHMS IJjS MHOoOpMaLUM
dusuKkaJIbHOTO oOOCJIeNoBaHMA, TeMIepaTyph Teja U
nokasaTeJyiel XM3HEHHO BaXHBX OGyHKUMM, KT B 12
OoTBemeHMAX U JabopaTOpHHX OleHOK. Ha BceM
IPOTAXEHUN MNCCJIenOBaHM permucTpaums
HeXeJlaTeJIbHBEIX SBJIEHUM .

CTATUCTUYECKME OCOEEHHOCTHU

PesyJsibTaTH aHaJIM30B 6ynyT VHTepPIpeTUPORATD
nccijenopaTeJIbCKMM  IIYyTEM, He 6ynyT IIPOROIONTDH
HMKaKMX I[NIOOTBEPXIOAallMX aHaJIM30B.

BesornacHocTb

Bce paHIOMM3MPOBAHHEE I[IalMeHTH, IloJydapliMe I10
MeHbIlel Mepe OoOHy nosy IMP (He3aBUCUMO OT
KoJIMUeCTBa BBOIMMOI'O CpeICTBa MOJa JedeHUd),

BynyT BKJIIOUEHEL B [IONYJIALMIO oJsa OlLLeHKM
6e30nacHOCTH .

AHaJINUS3 fes0IacHOCTH BynyT IPOBOIUTDH Ha
NONYyJAUMM IJIS OLEeHKM BOes0MlacHOCTM, OCHOBAaHHOM
Ha MHOVBULYaJIb HEIX 3HAUEHMAIX (KIMHMYE CKA

SHAUMMEBIX OTKJIOHEHUIM OT HOPMEI) M OMIMCATEJbHBX
cTaTUCTMKaxX (cBoOHEEe Tabamubel M TIpadukM IIpK
HeoOXoOMMOCTH) . MHIMBUIOYAJIbLHBEIE SBHaueHUS OyIOyT
BHLIEJIEHEL OJis IO TEeHUMAaJ b HEIX KJIIMHUYE CKY
SHAUMMEBIX OTKJIOHEeHMM oT HopMe (PCSA), TEAE
OynoyT CBEIOEHH B Tabamiy (koJMuecTRBa b1
IPOLLEHTH) . OnmcaTeJibHEE CTaTUCTUKA oynyT

cosmaBaTb I10 YPORHIO nosa/nequmm IJIA
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BH@paHHHX IIpenCcTraBJIdMMX MHTepeC IIapaMeTpOR.

[lokasarTeau XKMBHEHHO Ba’XHBIX bYHKLMIMI,
noxkasarTesu JlaBopaToOpPHEIX MCCIenoBaHUN "
napaMeTps 3KI', a TakKXe M3MEHEeHMS [0 CPpaBHEHMI
CO SBHaUeHMEeM B HaYaJIbHEIM MOMEHT BpeMeHU (nOpu
HeoBXOOMMOCTHK) OyIyT aHalM3MPOBATbH I10 YPOBHK
OO3H/ JIeUueHMo c IpMMEeHEHMEM onmcaTebHBIX
CTaTUCTHUK .

KonmmuecTBO M I[OPOLEHTHas JOJS [NaluMeHTOB  C
[IOBUTUBHEIM/ HETaTUBHEM CTaATyCOM aHTUTeJ B6ynyT
o0oOBmeHEl 10 YPOBHIO IOSH.

$apmaxokmueTura (PK)

KonueHnrpauuu AVEO010 B mnjuasMe KpoBM OyOyT
oBobmeHE IO CTAaTyCcy AaHTUTeJ IJS Kaxmgoro
YPOBHS IOOSH c IpUMeHEHMEM ONMCAaTeJbHHX
craTucTuk. IlapaMeTpel PK(Cpax, Thaxr AUCy_g,s5)
OynoyT oboBmeHE IO CTaTyCy aHTUTeJ IJS YPOBHS
mosel 20  MKT C IOpMMEeHeHMeM  ONMCaTeJbHBX
CTAaTUCTHUK.

$apmaxoamuamMmra (PD)

OnmcaTesibHEE CTaTMUCTUKM n Ppa@MKM 6ynyT

InpenocTraiBJI€HBI IJId IIePBUUHBIX JaHHBIX "
M3SMEHEeHNA oT HadvaJIbHOI'O MOMEHTAa BpeMeHN.
ByoyT OCymeCTRBJIIATDH aHaJIM3hBL I10 YPORBRHIO

O3B/ JIeYeHUo .

CB4a3b MEXIY PK u PD OymemT uccisegoBaHa
rpaduUuecKk IOpU YypoBHe noseH 20 MKI.

¢} pesyJabTaTax PK-MomesmmpoBaHMAa u aHaJmsa
PK/PD 6ymyT coofmaTb OTOEeJIbHO.

Jpyrne aHaIMBH

OnMcaTesibHBIE  CTATMCTMKM U  I'paduku  BynyT
IpenocTaBJIeHE nJis IIEPBUUHEIX DaHHBIX n
aBCOoJIIOTHOTO MB3MEHEHMS OT HadYaJIbHOTO MOMEHTA
BpeMeHu mis HbAlc m Beca Tena.

NPOOONIXNTEJIBHOCTE NEPUOIA
NCCIIEOOBAHNA
(ons naumeHTa)

HpOﬂOHXMTeHbHOCTb Kaxnoﬁ YacCcTM MCCJIegoBaHNM4A
IJIA OOHOTI'O IlallMeHTa

- CxpuHMHT: oT ngHg -21 mo gHa -1
(mpeCplBaHMe B OOJIbHUIE B TeUeHME HOUM OT IHS
-1 mo mHg 1 MJaM OBRa OTHEJIbHBIX BMU3MUTA) .

— Ilepuon snedeHmda: 6 Henmesb (oT OHA 1 @mo
nua 42) C BUSMTOM B MCCJIeIOBATEJbCKMUM LeHTP
Mepen MOBHIMEHMEM IOSH KaXIbHe 2 HeIOeJu.

- Tlocryenywoimee Ha®oIeHMe M OKOHUAHME
icciiemoBaHMsa: OeHb 45.

- OBmas NpPOIOJIXUTEJbHOCTb MCCIeNOBaHMM:
Do 10 Hemedsb.

1. TPASMKM MPOLEIVP

1.1. TPAOMUECKOE M3OEPAXEHME IUIAHA NCCIIENOBAHVA

ITNRQMHGCKOG MBO6FEHWEHMG IUIaHa MCCJIeJOBaHMUSI M8 IIpuMepa

noxkasaHo Ha Qurype 17.
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1.2. TPASMK IMNPOLEINYP HA NPOTAXEHMM MCCJEIOBAHMA

daka daBa CKPMHMHIA MMepnon nevyeHus: OxoHYaHMe
HccnenoBaHns
(EOS)

Hepeast or W-3 mo w-1 wl w2 w3 w4 W5 wé w7
w-2

Ieus or D-21 gmo D-1 D1 D14 D15 D28 D29 D42 D45
D-7

WHTepBan O DpoBeOSHUS -2 +3 +3 +3 +3
BusuTa (OHM)

Busum 1 2 3 4 5 6 7

MuHdpopMMpOBaHHOE CoOIJlacue X

lIpeBuBanme B GOJBHMUIIE B “«
TeYeHME HOYM MIAM 2 OTASNBbHHX >
BuBMUTAa® X X

Brnmcka

BUsSUT B KJIMHMYECKUMN X X X X X
uccilenoBaTeNbCKUM LeHTp

MenMUMHCKNI/ XUpyprmde cKui X X
aHaMHes

CBop cBemeHUl O paHee
[IOJIyYaeMBIx / COMY T CTBYOIMX A ————
JIEKAPCTBEHHHX MPENapPaTax | e >

Pocr

Cramma TaHHepa

C-nenTun

X
X
TecT Ha ayToaHTUTeJac X
X
X

AHaIM3 MOYM Ha HaJIMuue
HapKOTUUYECKUX BellecTB, Opoba
Ha aJkoroJsnd

Kpurepun X X
BRJIOUEHN S/ MCKIIOUEHU S

IRT-3BOHOK € X X X X X X

BruoueHne/paHgoMmnsaumsat X

CTaHIaApP TUSUPOBAHHLIL [IpUeM X X X X
OMmy B COCTOAHMM HaTomak 9

BeegeHMe muccaenyeMoro
cpegcrea JIe4YeHUsI

NHCcTpykUMM IS Habopa C X | |
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MHXEKTOPOM THUIla WIIPWI—
pyuka/npuMenenue

Bupmaua IMP ¢

Beenmeume IMPJ

IpyTroe MNpoTHMBOAMABETHMUECKOES
coenMHeHue *

Jpyror BHOAHHHEN MaTepUaJ

MHCprKLU/H/I Jig TJUIIOKOMeTpa M
IHEBHMKa

T'moxkoMe TP

OHeBHUK!
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OKOHYaHME
nccIaenoBaHUS
$aka $aBa CKpMHMHTA lMepuon nedyeHus (EOS)

or W-3 mo
Hepeast w-2 w-1 wl w2 w3 w4 W5 wé w7

or D-21 gmo
Oeun D-7 D-1 D1 D14 D15 D28 D29 D42 D45

VWHTepBan Ons OpoBeleHUS
BusuTa (OHM) -2 +3 +3 +3 +3

=
N
w
[
6]
o
~]

Busur

BesornacHocTb

duzmkanbHOoe obBcJenoBaHUe Xm Xm Xm

Bec Terna Xm Xm Xm

UsMepeHne TeMIepaTypH Teja

KpoBaHoe mpaBieHune - Xm Xm Xm

b P I P B
b P I P B
b P I P B

JacToTa CepIeyHHX
cokpameHun”?

bed
bed
bed

3KI' B 12 oTBemeHuUsax °

CepoJiornMueckne MCCJIeOOBaHUA
P X

T'eMaToOJIOTHMUECKOE X X
rccJenopaHmue, OBUMOXUMMYECKUM
aHaJiMs, aHaaus moum 9

Ananmns KpoBu B-HCG (B X X
COOTBETCTBYIOIMMX caydaax) T

TecT MOUM Ha HaJuumue Xm Xm Xm Xm
OepeMeHHOCTM (B
COOTBETCTBYINUX Cciydasax) °

TecT Ha NaHKpeaTUUeCKHUE X X X X
bepMeHTH®

AHTHUTEJIA K JIMKCUCEHATUOY ABOO ABRO1I™ ABRQO2®™ ABQO3m™

CBop HaHHHX O HeXeJlaTellbHOM
asnenmun/SAE -«
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daka daBa CKPMHMHIA llepuon JaedyeHUs OKOHYaHNE
Heneans or W-3 mo W-| W-1 w1l w2 w3 w4 w5 wé w7
JeHus or D-21 gmo D-1 D1 D14 D15 D28 D29 D42 D45
WHTepBan Oisa OPOBEOSHUS -2 +3 +3 +3 +3
Busumw 1 2 3 4 5 6 7
$apMaKOKMHETHKA
dapMaKOKMHE TUUE CKHUE X X X

mapaMeTpH ofOpasIlioB
dapMakoIMHaAMMUKA

YpoBeHb IVIIOKOSHE B ILJIasMe X X X X
HbAlc X X
a Jioboe T1npebOrBaHMe B OOJIbBHMIIE B TEeUEHMe HouM OT nxnHa -1 pmo 1»nHa 1 §jag  ynodbcecTsa

naluueHTa/poIuTesd (poouTejielt) ¥ B COOTBETCTBUM C BOSMOXHOCTSAMU MUCCIHIEOOBATEJILCKOTO IleHTpa WM 2
OTIOEJILHEX BMU3UTA .

b TOJBLKO OIOMH 3allJJaHMPOBAHHEIM BUBUT.

c 3Babop o00Opa3loB KPOBU clemyeT IIPOBOIMTL IIO0 MeHbIleM Mepe B IOeHb -15 (tbc) §niaa mnoaydeHmsda
pesvyJILTaTOB TecTa Ha ayToaHTuTeJsa (aHTuTesa K 1A2 M aHTUTeJa K GAD) 10 paHIOMM3alllM.

d AHaJM3 MOUM Ha HaJluuMe HapPKOTUUECKMX BemecTB: aMbeTaMMHOB/MeTaMpeTaMrHOB, OapdbUTypaTos,
feH30IMa3ellMHOB, KaHHaAOMHOMIORB, KOKawuHa, OIMaTOB €& 3BOHOK B IRT (MHTepaKTHMBHAad TeXHOJOTMSA CBA3WU)

IpM KaXIoM BM3MUTe ; IpM V1: Has3HaueHMe HOMepa IallMeHTa IIPpM CKPMHMHTe ; npm V2, V3, V4: HazHaueHUe
HOoMepa Habopa OJ4 JIeUEeHMA [NallMeHTa, I[IOoIOJIeXallel'o I[IPMMeHeHMK B TedeHMe 2 HeOeJlb OT IOHS II0CJe JaHHOTO
BM3uTa (T. €., OeHb 1, »OeHb 15, 1OeHsr 29, COOTBETCTBEHHO)- NpM V6 IJId OKOHYAHMA JedeHMs M npu EOS
WM OJIS OTCEBOB IIO pPe3yJibTaTaM CKPUHUMHIA WM MUCKJIOUEHUS M3 MCCIelIOBaHMA B TeUEeHMe I[eprona JIedeHUd,
eCJIM TaKOBEE MMeKnT MEeCTO.

f PanpmoMm3zaluusa C IIpuMeHeHueM I1RT.

g IllpoBemeHMe XMIOKOT'C CTaHIaApTHOTC MNpOOHOTO IIpMeMa [OIWIH, NIpeloCTaBJIeHHOTO  MEOUIMHCKUM

IIepCcoHaJiIOM.
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h Tpo®HHEY Ha®op mJS OeMOHCTPAalMM MalMeHTY/POoouTelNIaM M MeIVLIMHCKOM cecTpe Iepel HavyalloM KaXIoTo
Ieprola JIedeHUd.

i Horw Habop, TIMOIOJeXamuil BHIOaUe, COIepXamlli WHXEeKTOPH THUIla MNPUI-PYy4YKa OJIA 2-HeOeJIbHOTO
leprola JiedeHMd, HauMHaWIeI'oCsd 4Yepes IOeHb I[IOoCJe TaHHOT'O BU3MUTA.

j TlomkoxHad WHBLekuus IMP npuMepHo 3a 30 MMHYT 1O 3aBTpaka (nIpu BuluTax V3, V4 o BpemMeHHU
VMHBEKLUVM M [IpUeMe 3aBTpaka C TOYHOCThI coobmaym B eCRE) .

k BBeneHme MeTQOpMMHa KaK OOBYHO, 3a WMCKJIOUeHMeM Ipu V3, V4 um V5, BO BpeMsda JlaHua ([ocye
nocjyenHero 3abopa o00pa3loB KPOBM); HauvHasd C OHAS 1 0OasalibHHEY MHCYJMH BCeTOa BBOOAMIM OOMH pas B

CYTKIM HpM@J’IMSMTeﬂbHO B OODHO M TO Xe BpeMA CYTOK, B KOTOpOe ero OOBIUHO IIpOBOOAT, KeM—-JInubo m3

nauyveHTa/MeIuIMHCKOM CeCTPH B OOHO M TO Xe BpeMsda, UTO ¥ MHBeKImio IMP, WIM BeUYepoM; KOPPEeKTHMPOBKA
0O3H 0asallIbHOT'O MHCYJIMHAa, [IPpU HeOOXOOUMMOCTH.

1 IHeBHMK, MNONJeXallMy BHOaue INpu V2 U IOPOBepKe NpM BU3MTax V3, V4, Vb u V6,

m Ilepen BBeleHMEM MCCJEOYyeMOI'O JIEKAapCTBEHHOI'O CPenNCcTBa WM Ilepell 3abBTpakKoM IIpu V2.

n TlokaszaTelM XM3HEHHO BaXHHX OQYHKIMM (UYacToTa CepOedHHEX COKpalleHMM M KPOBSAHOe IaBJIeHUe),
n3MepeHHEe Irocje 10 MMH. OTHEIXa B IIOJIOXEHMM JeXa Ha clnHe., o OSKI' B 12 oTBeleHMAX OyOoyT
PeruMcTpPUpPOBATE TIIOCJe IO MeHbmer wMepe 10 MMH. B IIOJOXeHMM JieXa Ha CHOMHe. ByIeT OpOBOIUTCSA
aBTOMaTHUUECKOe CUMTHEBAaHME.

p AHTHUTeH TelaTuTa B M aHTUTeJla K BUpyCy TrenatuTa C.

g T'emaTojioOTMUeCKOe MCCJeIOBaHMe: CoOepXaHMe BPUTPOUUTOB, I'eMaTOKPUT, YPOBEeHBb I'eMOIJIOOMHA,
comepXaHuve JIEMKOLMTOB C OIpelelleHMeM JeVKOUUTapHOW QOpMyJE (HeUMTpOooMis, JMMOOUMTH, MOHOIMTEH,
Ba300MIIE, DO3UMHOQWIIE), YPOBEeHEB TPOMOOUUTOR; OUOXVMMUUECKUN aHaJM3 CHBOPOTKM KPOBM: YPOBHM HaTPpHUA,
Kaausg, XJOpMIOB, KaJabumsa, AST, ALT, mejouHoM ¢ochaTaszw, TamMMa-TUlyTaMuiTpaHchepaszw (GGT), obmero wu

KOHBOIMPOBAHHOTO OuMIMpyOMHa, MOUEBMHH, KpeaTVHWHA, TJIIOKO 3H, aJIbOyMMHA, obmero OBeJika, oBmero
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XOJIECTEPMHA, TPUIJIMLIEPUOOB, KpeaTuMHPochokmHaszu (CPK), ammiasw, JuUIas3E, WM B MOMEHT CKPWUHUHIA -
orpelleJIeHVEe TOJIBKO YPOBHSA KaJlbLLUMTOIMHA, aHaJM3 MOYM: VYPOBHM OeJIKOB, IJIKKO3H, KJEeTOK KpPOBU
(2PUTPOLUUTOB/JIEUKOLUUTOR) , KeTOHOBHX TeJ, pH.

r Y XeHIIMH CO CIHOCODHOCTBK K IeTOpOoXIeHMK (cTamuu TaHHepa > 3), oIpellelieHre ypoBHA OeTa-HCG B
CHEBOPOTKE KPOBM TOJIBKO IIPM CKPMHMHTE.

s Y BCeX XeHIMH, aHaJM3 MOUM Ha HaJlnure OepeMeHHOCTH.

t TecT Ha JuIazy M aMMiIazy.

u PapMaKOKMHETHMUECKMHN OPOOMIJIE ; aHaJM3 B LeHTPaJbLHOM JadopaTopun.

v dPapMaKoOMHaAMUYE CKUM npodmiib ; aHaJIms3 B IeHTpaJbHOM’ JabopaTopun.
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1.3. TPA®MK NPOLEINYP HA MNPOTAXEHUM I[IEPUOIA

1.3.1. [peOmBaHMe B OOJBbHMIIE B TeUeHMEe HOUM OT OHS -1 mo mHs 1

Paka KoHell ckpMHMHTA Hauvaso nepmoma JedYeHUST
Hepeast w-1 w-1

Ieus w-1 w-1

Busur v2
Bpemst (uac/mMunyTa) OH |0,5 H 1H 1,5H| 2 H |2,5H 3 H|4,5H| 5 H OH 0,5 H 1H

T (u) TO TO,5 T1 T1,5 T2 T2,5|T3,5| T4,5 TO TO,5 T1
OpPMEeHTUPOBOUHOE BpeMsa CYyTOK ¢ 8:00] 8:30 9:00 9:30 |10:00(10:30(11:30]12:30 8:00 8:30 | 9:00 yTpa
yTpal| yTpa yTpa | yTpa | yTpa |yTpa|vyTpa | yTpa yTpa | yTpa

[IpeBrRaHMe B KIMHUUECKOM
MCCJIefORaTeJIbCKOM LEeHTpe B F 2 .
TeueHMe HOUM MM 2 OTHEJIBHEIX | @ S

BUsMUTAP -« -«

Bruinmmcka ¢ X

MeOuMUMHCKUI/ XUpypruyeckmuil aHamuesd X

CBop CcBeIeHMNM O paHee e
nojiydaeMmelx/CONyTCTBYROMMY | e N
JIeKapCTBEHHHX [IpenapaTrax

AHaJIM3 MOUM Ha HaJuume X
HapKOTUUeCKMX BemecTB, Ipoda Ha
aJIKOTOJIb®

Kpurepun BKIMOUEHUS/MNCKIHOUESHNS X

IRT-3BOHOK/BKJIOUeHUe/paHooMusauma?| X

CTaHDapTUSUPOBAHHB [IPOOHBI NpUeM X
OMmYM B COCTOSHMM HaTomarky

BeegeHMe muccaenyeMoro cpegncrea
OJIs1 JIe4YeHNUs

NHCcTpykUMM IS Habopa C X X
MHXEKTOPOM TUIla MIPUL—
pyuka/npuMmenenne’

HasHaueHme IMPI X

Beenmeume IMP J X

IpyTroe MNpoTHMBOAMABETHMUECKOES Xk Xk
coenunenne *

Jpyroi BHOAHHEN MaTepHal C
MHCTPYKLIUSIMUA

NHCTpyKUMM OJIA IJIIOKOMeTpa M X
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OHeBHMKAa
T'moxkoMe TP
IIHeBHUK

b B

BesornacHocTb

duzmkanbHOoe obBcJenoBaHUe
Bec Teisa

VsMepeHUe TeMIepaTyphl Teja
KpoBsHoe mamjieHne/uyacToTa
CepHeuHBx COKpaleHmin ?

TecT MOUM Ha Halnure BepeMeHHOCTU
(B cooTBeTCTBYIIMX caydasx)™

BB Bt

bed

Paka KoHell ckpMHMHTA Hauvaso nepmoma JedYeHUST
Hepeast w-1 w-1

Ieus w-1 w-1

Busur v2
Bpemst (uac/mMunyTa) OH |0,5 H 1H 1,5H| 2 H |2,5H 3 H|4,5H| 5 H OH 0,5 H 1H

T (u) TO TO,5 T1 T1,5 T2 T2,5|T3,5| T4,5 TO TO,5 T1
OpPMEeHTUPOBOUHOE BpeMsa CYyTOK ¢ 8:00] 8:30 9:00 9:30 |10:00(10:30(11:30]12:30 8:00 8:30 | 9:00 yTpa
yTpal| yTpa yTpa | yTpa | yTpa |yTpa|vyTpa | yTpa yTpa | yTpa

TecTh Ha NIaHKpeaTHueckue depMeHTH| X
n

AHTHUTEJIA K JIMKCUCEHATUOY ABOO

CBop mHboOpMALMM O HeXesaTeJbHBIX LA I ET—————————
gaereHusx

dapMarkoOMHAMMKA
YpOBEeHb IVIIOKO3Bl B IIJlasMe KpoBuU ° X X X X X X X

a OpMEeHTHMPOBOUHOE BpeMd CYTOK MpelcTaBJjdgeT cofor npubiIM3uTesSIbHOe BpPeMd, MCIOJb3yeMoe IJIif

oBecrnieyeHMsa UYETKOTO IIOHMMaHWUS BPEMEeHHBX pPaMOK IJIA OCYIMECTBJEHMA HO3MPOBAaHMA, IMPOLEeOypP M OIEHOK.
[lepBHE TecTH M oOCIelOoBaHMe MOXHO HauMHaTe c 07:30 mo 9:00, m mocjenyomMe MOMEHTH BpPeMeHM OyIyT
PEeTYJIMPOBATHECA II0 OTHOIMEHUI K MHTepBalJlaM BPEMeHM B paMKaXxX IIPOTOKOJa.

b [TlpeBuHBaHME B OoJILHMLLE B TeueHMe HOUMU oT OHSA -1 oo OHSA 1 OoJIs yoobcTrRa
naluueHTa/poIuTesd (poouTejielt) ¥ B COOTBETCTBUM C BOSMOXHOCTSAMU MUCCIHIEOOBATEJILCKOTO IleHTpa WM 2

OTHOEeJIBHEIX BHW3VTA.

c Bummcka B OeHb 1 uUepe3 1o MeHbmer wMepe 1 uYac 1nocjie 3aBTpaka M II0CJe BHOAUM YyUeBHOTO
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MaTepualja UM MHCTPYKLMUM.

d OBHOBJIEHME C MOMeHTa IIOCJIEOHEeTC BU3UTA.

e AHaJIM3 MOUM Ha HajluuMe HapKOTUUECKMX BemecTB: aMbpeTaMMHOB/MeTaMpeTaMrMHOB, OapbUTypaTos,
OeH300Ma3enIMHOB, KaHHaOMHOUIOOB, KOKaMHa UM OIMATOB.

f PaHmoMmzBaluMsa M Has3HaueHMe HoMepa Habopa IJId JedeHMd TIallMeHTa C IOpuMeHeHuMem IRT (Habop,
nomjiexammui OpMMeHeHMI OT IOHS 1 B TeueHMe 2 HemeJb). WIM 3BoHoOK B IRT OJIid OTCEBOB II0 pe3yJbTaTaM
CKPUHMHT'a, €CJIM TaKOBHEe MMelTCSH.

g IllpoBemeHVe KUOKOTO CTAHOAPTHOTO NIpoOHOTO IIpMeMa IV, OpenoCTaBJIEHHOTO  MeOUIMHCKMM
IepCcoHaJIoM.

h TIpoBGHHY Habop IOJIS IeMOHCTpaluM HalMeHTy/POoIUTelIo (POOUTEeJIAM) M MeOMLMHCKOM CcecTpe C YCJIOBUeM
BBemeHUs (rJybokasa TIOOKOXHasd MHBEKIMA Ha UYEepeOVIRNMXCH YyJacTkKax M OIpuMepHo 3a 30 MMH. OO 3aBTpaka) .

i KopoBka mjag cpelcTBa JeueHus IMP, momjexamas BeOaue (HoMmMep Habopa, M»OOCTaBJIeHHEM B IRT),
comepxamasa MHXEKTOPH THIla MOPUII-PydYKa IJA 2-HeIeJIbHOT'O IIepuola JIeueHMSd, HauMHaa CO OHS 1.

j IomkoxHas WMHBeKUMsa IMP npumepHo 32a 30 MMHYT OO 3aBTpaka (O BpPpeMeHM MHBEKLUM M IIpHeMe
3aBTpakKa C TOYHOCTBK coobmanm B eCRF).

k B medur -1 MeThOpMMH BBOOMJIM IIOCJe IMocJelHeTo 3abopa o0pa3loB KpOoBM M 0Oas3allbHHMA MHCYJIMH
BCera BBOIMJIM Ha BCeM IMIPOTAXEHUM UCCIEeOOBaHMS OOMH pas B CYTKU NPUOIUIUTEJIEHO B OOTHO UM TO Xe BpeMd
CYTOK, B KOTOPOE 2TO OOHUHO OCYMEeCTBJISDT, KeM—-JMOO M3 HalueHTa/poduTesid/MeIUIMHCKOM CeCTPH B OIHO U
TO X& BpPeMs, YTO M MHBEeKIMK IMP, WJIM BeuyepoM, B JIeHb 1l: KOPPEeKTMPOBKa HOO3H 0azalJIbHOT'O MHCYJMHAa IIPpU
HeOOXOOMMOCTHM (MCCJIENOBATEJIEM WMJIM CIelMaJIMCTOM) .

1 TlokaszaTesM XKM3HEHHO BAaXHEIX OQYHKUMM (YacTOoTy CeplOeuHbBX COKpalleHMM ¥ KpPOBSHOe IaBJieHUe)
u3MepaJM nocje 10 MMH. OTIOHXa B IIOJIOXEHWUM JieXa Ha CIMHE.

my XeHIMH aHaJlM3 MOUYM Ha HaJluuue GepeMeHHOCTM.
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n TecTH Ha aMWilasy U JuIlaszy.

o ®apMakKOIOMHAMUUECKUN Npoduie (3adop 7 o0pa3l0B KPOBM); aHalM3 B LeHTpaJbHOM JabopaTopHuu.
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1.3.2. OrgenrHEe BUSUTH B OHM 14 u 28

$aka

MMepnon nevyeHus:

Hepens

wW2/w4

JeHnp

D14/D28

MHTepBaﬂ AJIs1 NPpOBeOEeHMUsI BUBKUTA

+3 Ous

Busur

v3/v4

Bpemst (uac/mMunyTa)
BpeMmst (u)

1H30

2H
T2

2H30
T2,5

OpMEHTHUPOBOUHOE BPEMS CYTOK °

10:00 yTpa

10:30 yTpa

OTHeJIbHEM BUSUT B KJIMHMUECKMUN
uccilenoBaTeNbCKUM LeHTp

Bommcka ©

CBop CcBeIeHMNM O paHee
[IOJIydYaeMuX/ COMy TCTBYIIMUX
JIeKapCTBEHHEX IIpelnapaTax

IRT-3BOHOK ¢

CTaHDapTUSUPOBAHHEN [IPOOHEI NpUeM
OoMmM B COCTOSHMM HaTomak ©

BBefleHMe MCCIeOYyeMOTI'C CPeOcTBa IJs
JIeYeHUST

CoBuofeHre TpeBOBaHMNA B OTHOWEHUN
IMP/zanac IMP

Beegeume IMP f

HasHaueHue IMP 9

IpyTroe MNpoTHMBOAMABETHMUECKOES
coenMHeHue &

Xh

JpyTe ODpoBEepPEeHHHE MaTepMaJH

T'moxkoMe TP

IOHeBHMK I

BesornacHocTb

dusukKaJbHOe ob6cJemoBaHUe

Bec Teisa

KpoBsHoe pamiyenme *

TecT MOUM Ha Halnure BepeMeHHOCTM (B
COOTBETCTBYIMUX CcJydasax)’

TecTh Ha [IaHKpeaTHuecKkue QepMeHTH ®

AHTHUTEJIa K JIMKCHUCEeHaATUIDy

CBop mHpopMaLMM O HeXeJlaTeJIbHEX
ABJIEHMAX
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Pasa MMepnon nevyeHus:

Hegens w2/w4a

TeHB D14/D28

MuTepBan O NPOBeOeHUsI BUBUTA +3 nus

Busur v3/v4

Bpemst (uac/MmuHyTa) OH OH30 1H 1H30 2H 2H30 3H
BpeMmst () TO TO,5 T1 T1,5 T2 T2,5
OPMEeHTUPOBOUHOE BpeMsS CYyTOK ¢ 8:00 yrpal 8:30 yrpa [9:00 yTpa|9:30 yrpal| 10:00 yrpa | 10:30 yTpa 11 yrpa
PapMaKOKMHETHKA

dapMaKOKMHeTHUECKME IapaMeTpHE obpasloB POO P01 P02 P03
PapMakOgMHAMMKA

YpOoBeHBb IVIIOKOSHEl B IlJlasMe KpoOBU °© X X X

a OpUeHTUPOBOUHOE BpeMsa CYTOK I[IpelcTaBJgeT cobol OpubiamM3uTeJIbHOe BpeMsa, MCIoJb3yeMoe A
oBecrnieyeHMsa UYETKOTO IIOHMMaHWUS BPEMEeHHBX pPaMOK IJIA OCYIMECTBJEHMA HO3MPOBAaHMA, IMPOLEeOypP M OIEHOK.
[lepBHE TecTH M oOCIelOoBaHMe MOXHO HauMHaTe c 07:30 mo 9:00, m mocjenyomMe MOMEHTH BpPeMeHM OyIyT
PEeTYJIMPOBATHECA II0 OTHOIMEHUI K MHTepBalJlaM BPEMeHM B paMKaXxX IIPOTOKOJa.

b llpeBHBaHME B KJIMHMKE BCE YTpPO.

Cc BrImcka NpuMMepHO dYepe3 30 MMHYT Iocie 3afopa HocjienHero obpasla M I[I0CJe BHOauM Yy4eDHOI'O
MaTepualja UM MHCTPYKLMUM.

d 3BoHOK B IRT »OJjg OCYUWECTBJIEHHOTO BM3MTAa (MM MCKJIOUeHMEe M3 MCCJIeIOoBaHMIg, e€CJIM TakKoBOe UMMeeT
MEeCTO) M OTCJeXMBaHMEe 3allaca JIEKapCTBEHHOT'O CpencTBa IIpM KaXIoM Bu3uTe; Opu V3 u V4: Ha3HadeHUe
HOMepa Habopa IJA JedueHMs I[alMeHTa C IOpuMeHeHrMeM IRT (Habop, HoOJexalMM IPpUMMeHeHMI OT IHA IIoce
O0aHHOTO BUM3MTa B TeueHMe 2 HeneJib) .

e IlpoBeneHMe KMIKOT'O CTaHOapTHOTO MNPpoOHOTOC IIpMeMa IIWIN, NIpeloCTaBJIeHHOTO  MEOUIMHCKUM
[IEepPCOHAaJIOM.

f TlogkoxHasd WMHBekIIMA IMP npumepHo 3a 30 MMHYT IO 3aBTpakKa (O BpPeMeHM WHBEKLIMM W I[IPpUEME

3aBTpakKa C TOYHOCTBK coobmanm B eCRF).
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g llpy V3 u V4: HoBasg kopoOKa OJd CpelcTea JiedeHusa IMP, nomjexamas BheIOaue, comepXallas MHXEeKTOPH
TUIla WIPpHUL-PpYy4YKa OJIS 2-HeOeJIbHOTO IlepMola JIeueHUs, HauMHaKIeI'oCsa dYepes3 HOeHb [I0CJle NaHHOI'C BU3UTA

h Ipu V3, m V4: MeTQOpMMH BBOOMIIM IIOCJe IIocJenHero 3abdopa o0pasloB KpPpOoBM M 0a3alJIbHBEM MHCYJIMH
BCeI'la BBOOWIIM Ha BCEM IIPOTAXKEHUNM MCCIeIOBaHMA OIMH Pa3 B CYTKU NPUOIM3UTEJIEHO B OOHO M TO X& BpeMA
CYTOK, B KOTOpPOEe BTO OOBUHO OCYMEeCTBJIAOT, KeM-JMOO M3 MalMeHTa/poanTesida/MeIVIVHCKON CeCTPH B OIHO U
TO Xe BpeMd, UTO U UuHBeKuun IMP, MM BeUepOoM ; KOPPEKTHMPOBKa HDO3H 0a3aJIbHOTO MHCYJIMHa [IPpH
HeOoOXOOUMOCTH (MCCJlefoBaTeJleM MM CIelMaJIMCTOM) .

1 JHeBHMK, TMOIJEeXamul MNpOoBepKe Iepell BBemeHueM IMP ¥ BO3BpalleHMIO MNALMEHTY/POaNTeJIo.

j Tlepen BBeOeHVEM MCCIeNyeMOTO JIeKapCTBEHHOTO CpeIaCcTRBa.

k TloxaszaTelM XM3HEHHO BaXHEX OYHKIMM (Y4acTOTy CepIeudHHX COKpalleHUMM U KPOBSAHOE MHaBJIeHUE)
n3Mepaau rnocje 10 MMH. OTOHXa B IIOJIOKEHUM JieXa Ha CIWHEe.

1 Y XeHWMVH, aHaJM3 MOUM Ha HaJluuMe OepeMeHHOCTM IIPpU BU3UTE.

m TecTH Ha aMuilasy, JIuIlaszy.

n ®apMakoOKMHETUUECKUM Npodmib (3adop 4 obpas3lloB KPOBM); aHalu3 B LEeHTPpallbHOM JabopaTopuu.

¢)

dapMaKOOMHAMUYUECKUI Mpoduiis (3abop 3 00paslloB KPOBM) ; aHaIM3 B IIeHTPaJIbHOM J1adopaTopuu.
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$akza

MMepuon JedeHUsT

Henens:

wWé

JeHnp

D42

MHTepBaﬂ AJIs1 NPpOBeOEeHMUsI BUBKUTA

+3 gus

Busur

V5

Bpemst (uac/mmuuyTa) °

2 H

2H30

5H

OpMEeHTHUPOBOUYHOE BPEMS CYTOK

13:00 yrpa

OTHeJIbHEM BUSUT B KJIMHMUECKMUN
uccilenoBaTeNbCKUM LeHTp

Bommmcka ©

CBop CcBeIeHMNM O paHee
[IOJIydYaeMuX/ COMy TCTBYIIMUX

IRT-3BOHOK ¢

CTaHDapTUSUPOBAHHEN [IPOOHEI NpUeM

BeegeHMe muccaenyeMoro cpegncrea
JeYeHNUA

CoBuofeHre TpeBOBaHMNA B OTHOWEHUN
IMP/ sanac IMP

Beegeume IMP f

Ipyroe nporueommabermyecroe

Ipyr1e OpOBEPESHHHE MaTepMaJibl

TUIIOKOME TP

IHeBHMK "

Xi

BesonacHocTb

dusukKaJbHOe ob6cJemoBaHUe

Xi

Bec Teisa

Xi

KpoBsiHOe mamJjeHue J

Xi

TecT MOUM Ha Halnure BepeMeHHOCTU
(B COOTBETCTBYHIMX cjydasax) ¥

Xi

TecTH Ha IIaHKpeaTUudeCKMe @epMeHTH

Xi

AHTHUTEJIa K JIMKCHUCEeHaATUIDy

Xi

CBop mHpopMaLMM O HeXeJlaTeJIbHEX

CobcTBeHHOCTE Sanofi Group - CTPOTO KOHOUIOEHUMAJBLHO

(BJIeKTpOHHASA

Bepcusd
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Pasa Mlepuon JedyeHUs

Hepens Wé

IeHb D42

NHTepBasll OJsi NPOBEISHUSI BUBUTA +3 OHs

Buszur v5

Bpemst (uac/mmuuyTa) ° OH OH30 1H 1H30 2 H 2H30 3 H30 4H30 5H
TO TO,5 T1 T1,5 T2 T2,5 T3,5 T4,5

OpPMEeHTUPOBOUHOE BPEMS CYTOK 8:00 8:30 9:00 9:30 10:00 10:30 11:30 0:30 vrpal| 13:00 vTpa

®apMaKOKMHETHKA

dapMaKOKMHeTMUECKHMEe I[lapaMeTpH POO P01 P02 P03 P04 P05 P06 PO7

®apMaroIgMHaAMMIIKA

YpoBeHBb IVIIOKOSHEl B IIJIasMe KPOBU X X X X X X X

HbAlc X

a OpUeHTUPOBOUHOE BpeMsa CYTOK I[IpelcTaBJgeT cobol OpubiamM3uTeJIbHOe BpeMsa, MCIoJb3yeMoe A
oBecrieyeHMsa UYeTKOT'O IIOHMMaHMA BPEMEHHHX pPaMOK IJIA OCYMeCTBJIEHUS OO3UPOBaHUA, IMPOLEeOyp W OILIeHOK
[lepBHE TecTH M oOCIelOoBaHMe MOXHO HauMHaTe c 07:30 mo 9:00, m mocjenyomMe MOMEHTH BpPeMeHM OyIyT
PEeTYJIMPOBATHECA II0 OTHOIMEHUI K MHTepBalJlaM BPEMeHM B paMKaXxX IIPOTOKOJa.

b lpeBHBaHMEe B KJIMHMKEe Bce yTpo O BPEMEHM IIOCIIE BBEIEHWMA ITO3H 5HOO.

Cc BrIIMCKa NPMMEpPHO dYepes IojJiyaca rocjie 3abopa MnociJelHero obpasla.

d BBoHOK B IRT OJ9 OKOHUAHMUSA JeueHMS (MIM MCKJIUeHMI M3 MCCJIedOBaHMA, €CJIM MMeeT MEeCTO) .

e IlpoBeneHMe KMIKOT'O CTaHOapTHOTO MNPpoOHOTOC IIpMeMa IIWIN, NIpeloCTaBJIeHHOTO  MEOUIMHCKUM
[IEepPCOHAaJIOM.

f TlogkoxHasd WMHBekIIMA IMP npumepHo 3a 30 MMHYT IO 3aBTpakKa (O BpPeMeHM WHBEKLIMM W I[IPpUEME
3aBTpakKa C TOYHOCTBK coobmanm B eCRF).

g MeThopMMH BBOIMJIM IIOCJe IocjelHero 3abopa o0pas3loB KPOoBU, M Oa3aljiIbHBEM MHCYJMH BceTrla BBOOMIIM
Ha BCEeM IMPOTAXEeHUMM MCCIelIOBaHMA OIOWH pas3 B CYTKM OPUOIM3UTEJEHO B OIHO M TO Xe& BpPeMsa CYTOK, B

KOTOpOEe 92TO OOHUHO OCYIEeCTBJISOT, KeM-JMOO U3 dalMeHTa/poduTelis/MeIUIMHCKOM CeCTpPH B OOHO UM TO Xe
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BpeMd, UYTO UM MHBeKUMI IMP, MWMIM BeUepOoM; KOPPEeKTUPOBKA IOO3H 0a3aJIbHOTO MHCYJIMHA I[IPM HeOOXOIMMOCTHU
(MccrlenoBaTeJIeM MM CIEeLMaJIMCTOM) .

h [HeBHUMK, HOAJIeXallUM NPOBepKe Iepel BReleHMeM IMP.

i Illepen BBeIOeHMeM MCCJIEAYyeMOI'O JIEKapCTBEHHOT'O CpeACTBa.

j TlokazaTesy XM3HEHHO BAaXHHX OYHKIMNM (YacTOTy CepleuHHx COKpaleHuM ¥ KpPOBSHOe [HOaBJIeHUE)
n3Mepaau rnocje 10 MMH. OTOHXa B IIOJIOKEHUM JieXa Ha CIWHEe.

k V XxeHUMH, aHaJM3 MOUM Ha HalndMe OepeMeHHOCTHU IIpu BusuTe. I TeCcTH Ha aMuiaszy, JIUIIaszy.

m PapMaKOKMHETUUEeCKMM Npoduib (3abop 8 o0pa3LoB KPOBM); aHalM3 B LeHTPAaJIbHOM JlabopaTopyuu.

n OdapMaKoIMHAMMUECKUM Opodmib (3abop 7 o00pa3loB KPOBM); aHalM3 B LeHTpaJlbHOM JabopaTopuu.
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2. BBEJEHME M OBOCHOBAHUE

2.1. BBEJIEHUE

JIMKCUCeHaTHUO TIIPenOCcTaBjsgeT cobor »OQPeKTUBHEIM U CeJIeKTUMBHLHM
aTOHMCT pPelenTopa IUIkKaroHonomotOHoro nentuna-1 (GLP-1). Peunenrtop
GLP-1 npencraBJgeT cofOoM MHMIEHb IJIS HaTMBHOTO GLP-1, 2HIOTEHHOTO
VHKPEeTHUHOBOTO TOPMOHa, KOTOPHM YyCuIMBaeT TJIIOKO303aBUCUMY
CEeKpellMi MHCYJIMHa "3 0eTa-KJIEeTOK M I[OoOaBJISAeT CeKpeluMion IJInKaloHa
13 aJlbd®a-KJIeTOK B IMNOIKEeJYIOOUHOM Xxejie3e. [logo®HO PHIOOTeHHOMY GLP-
1 oercTBeUe JIMKCHUCeHaTnna orocpenyeTcsa crieudmUue CK1UM
B3auMMOIeNCcTBMEeM C peuentopaMms GLP-1, BKJIlOUAAd  PELEeNTOPHE Ha
NaHKpeaTUUeCKUx ajibdpa- U OeTa-KJeTKax.

[Mocae nprueMa mAZuinzi JIMKCUCEeHAaTUnI AKTUBUPYET cJenymomye
VHOUBUOYAJIbHEE (OM3MOJIOTUUECKMEe OTBETH :

* YCUJIMBAET CEeKpelUMi MWHCYJIMHa R-KJeTKaMM IJIIKO303aBUCYMEM
oBpas3oM;

* IIOHAaBJIAET CeKpelMio IJIKaloHa Oo-KJIeTKaMu;

* 3aMenJigeT OIIOPOXHeHMe XeJlyIKa.

JIMKCHUCceHaTU CTUMYJIMPYET CeKpeluMuil MHCYJIMHa, TOJIBKO KoT'ma
YPOBEHEL ITUIOKO3E B KPOBM IIOBHIIEH, HO He IIpU DJBYIVIMKEMUM, UTO
OTpPaHNUMBAET PUCK TUIOTJIMKEMUM. IllapallJIeJIbHO IIOHNaBJIAETCS CeKpelunsd
TJIoKaroHa. B cllydae TUIIOTJIMKEMMM PE3EPBHBEIM MexXaHM3M CeKpeluu
TJIOKaroHa coxXpaHsgaeTcd. JIMKCHUCceHaTHI TakKXe 3aMelJigeT OIIOPOXHEeHUe
XeJlyoka, CHMWXas TakuM o0pa30M CKOPOCTL, C KOTOPOM IIOCTYIIMBIAS C
OMmey IJIoKO3a IIolladaeT B KPOBOTOK. ObpeKT Ha OIOPOXHEeHMe XeJyIka
MOXeT CIHOoCOBOCTBOBATE CHMXEHMIO Beca Teja.

JIMKCHUCceHaTUn OOTIOJIHUTEJILEHO OEMOHCTPUPYET TeHIeHIIN K
MHCYJIMHOTPOIIHOM aKTMBHOCTM, BKJIOUAd YyCUJIeHMe OMOCHUHTEe3a MHCYJIMHAa
M CTUMYJIALMID IOpoJinpepalm OeTa-KIEeTOK YV XMBOTHHX, n  OBUIO
[IOKak3aHO Ha BHIOEJEeHHHX OCTPOBKOBEX KJIETKaxX IIOMKEJYIOUHOM XeJles3H,
UTO OH CcoXpaHdgeT OQYHKUMILD OeTa-KIJIeTOK U I[OIpemoTBpamaeT Iubelib
KJIeTOK (arornros) .

BxparTile, JMKCHUCeHaATHUI OpedcTaBJIgeT coOoM aHaJloT' SKCeHOVHa C
CUJILHOM ATOHUCTUUECKOM AKTUBHOCTLEIO GLP-1. B KJIMHUUECKUX
MCCIJeIoBaHMAX OB  YCTaHOBJIEH  IIPUHIUIIMAJILHEMN TepaleBTUUeCKUN

IIOoTeHIIMaJI JIMKCHMCEeHaTMOIa B IIOHMXEHNMNM YPOBHA IJIIOKO3EH B KPOBUM VY
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B3POCJIEIX MalMeHTOB C T2DM.

JlukcuceHaTUn (Lyxumia®) Ol OmOOpeH C 2013 roma B
EBponerickom Cowo3e, AnoHuM, MeKcHKe U OPYTMX CTpaHax Mupa »OJI4
JIeUueHusa B3POCJEX Cc T2DM Cc LeJdpl OOCTWXEHMS ITUIMKEMMUYECKOT'O
KOHTPOJIA B KOMOMHALMM C HNepOopalIbHEMM MeOUUMHCKMMM OPOOYKTaMM OJII
CHMXEeHVA  YpOBHA TJIOKO3E  M/MiIM  0asajibHEIM  MHCYJIMHOM, Korma
mocjiegHre, COBMECTHO C IMeTOM U QU3NUEeCKMMM YIPpaXHeHMAMM, He
obecrneurBalRT aIleKBaTHHM IJIMKEMUUECKUM KOHTPOJIb. IloKkasaHMsa MOTyT
HEe3HaAUUTEJILHO BapbMpOBaThL CpenOr CTpaH, T'Oe JIMKCUCeHaTuUn OLOOpeH.

B coorBeTCcTBMM C OOOOWEHHEMM pes3yJjbTaTaMM XapaKTepuCTUK
nponykTa mpmo3a 10 MKD gABJAeTCS HadaJIbHOM MOO30M, IIpeldHa3HaueHHOU
OJIA  YJAYyUlleHUMHA  [IePEeHOCUMOCTM CO  CTOPOHH  XeJJYOOUHO-KUIIEUHOI'O
TpakTa. Ilocjie 2 Hemedab c 10 MKD QD @mo3y cCJedyeT yBeauumuTs no 20
MKI' QD oT OH4 15. Ooza 20 ™MK QD 1pencraBJsgeT cobou
OUMKCUPOBAHHY NONOEPXMBAKIYID DO3Y.

0o ceromHAmMHeIO OHA 0e30IacCHOCTE U 20OeKTMBHOCTL al'OHMCTOBR
peuentopa GLP-1, B HacTodllee BpeMsa oOHNoOpeHHEx B CIA, He OBUIM
YTBEpPXIOEeHE OJIS MCIOJb30BaHMA Yy IallMeHTOB B Bo3pacTe mo 18 JeT.
CllemoBaTeJIbHO, CYIeCTBYEeT HeDOJblIIoe KJIMHUUECKOEe I[IOOTBEPXIEHNE,
Ha KOTOPOM OCHOBHBaeTCHd OOCYXIEeHME OXUIOAEMEX TepaleBTUUeCKUX
CXOICTB WJIM pas3JMuui MexIy IIallMeHTaMM »OeTCKOT'O ¥ B3POCJIOTO
BOo3pacTa Cc T2DM, BBOOAMMMM 5TH CpPelCTBa.

B dapMakKOKMHETMUECKOM MCCJIeHOBaHMM C OOHOKPaTHOW mO030MH,
IPOBOIVMMOM C 3KCeHaTuaoM Yy 13 MHaluMeHTOBR C 1OuadbeToM 2 THIIa UM B
Bo3pacTe 12 m 16 JieT, BBelIeHMe B»KceHaTurma (5 MKI', HadaJlbHasa »Oo3a

Y BSpOCﬂHX) IIPMBOIOMIIO K HEMHOI'O foJjlee HU3KOMY CpellHEMY 3Ha4Ye€HMI

AUC (Ha 16% Hwxe) um Cmax (Ha 25% HWXe) IIO0 CpaBHeHUID C
HafooaeMeMM Y B3pOCJEX (12). Ha OCHOBaHMM CTPYKTYPHEX CXOILCTB

JIMKCHUCeHaTHUna ¥ DKCeHaTuna, 5STU pe3yJibTaTh MOT'YT pacCMaTpUBaTLCSH
npu pa3zpaboTke KJIMHUYE CKUX UCCIeOdOoBaHuM, IJIaHUPY €MEIX C
JIMKCUCEHATUOOM.

[lpenmecTBymee Mccjenoraume PK/PD (npumep 2) Yy IeTen cC
onaberoM 2 TuUa W nogpocTkoB (or 10 mo 17 JeT), a TakKkxe VY
B3POCJHEX C amaderoM 2 Tuna (B KadeCTBe KOHTPOJIBHOWM TPYIIIH)

InpenocTraBJIAJIO cobom MYyJIETULIEHTPOBROE MCCJIeDOBaHMe, oOlleHuBawmee PK,
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6e30MacHOCTL/IIePeHOCHUMOCTE ¥ PD  IapaMeTpH IIOCJIe OOHOKPAaTHOTO
s.C. BBeIeHUsA 5 wMKT, 10 MKI' JMKCHMCeHaTMIa U IJianebo B
COOTBETCTBUM C PaHIOIOMM3MPOBAHHEIM IOBOMHBEIM CJIENHM IIepeKpeCcTHHM
VCCJIeIOBaHVeM. BcCe BKIIUEeHHBEE IMallMEHTH IIPeXOe IIPOXOIWIIM JIeUueHNe
c [IOMOIEKD  MeTQOPMMHA . N 12 naumMeHTOB OEeTCKOTO BO3pacTa
HEe3HAUMTEJIbHOE CHWXKEHMEe YPOBHSA IJIOKO3H B ILJla3Me KPOBM (YPOBEHB
TJTIOK O 3L B jiasme KpOBU AUCO:30u-4:30u) rnocjye
CTaHOAPTU3UMPOBAHHOTO XMAOKOTO 3aBTpaka HabjomalyM C OOHOKpaTHOM
nozsor 5 m 10 MKI JIMKCHMCeHaTHIa IO CpaBHeHMI C [jauedbo. B oTamuue
OT BTOTO, 5TU OIOHOKPATHEE O3H JIMKCHUCEHaATHIa SHAUUTEJIbBHO CHMWXAJIN
YPOBEeHb IUIOKO3E B IlJIa3Me KpOBU I[IO CpaBHeHMK C IJlauebo y 12
B3POCJIHIX  IIallMeHTOB C T2DM. BozmencTBMe  JIMKCUCeHaTuOa OBLIIO
INONOOHEM OJIA o0euxX TPYIIl BBeOeHUS OO3HE Yy OlLleHMBAEeMEIX IIallMeHTOB
IeTCKOT'O Bo3pacTa, ToI'Za Kak Yy B3POCJHX IIallMeHTOB BO3IEeVCTBUE
JIMUKCHUCeHaTHOa I[IOBHIIAJIOCE TO303aBUCHUMEM OOpa3oM. Y IIalMeHTOB
OeTCKOTO BO3pacTa BO3OeMCcTBMe OBJIO aHaJJIOTMUHBEIM TaKOoBOMY Y
B3POCJIEIX B CJiydyae b5 MKI' JIMKCHMCeHaTula, OIOHaKO Hmke B ciaydae 10
MKT JIUKCHUCeHaTHIa . B OaHHOM KpaTKOBPEMEHHOM UCCIIe0OBaHUM
OOHOKpaTHHE IOO3H JIMKCUCeHaTuma, cocTaBasomme 5 m 10 MKD, OBIM
fe30MacHEIMM M  XOPOMO I[IePeHOCHMJIMCE Kak I[DalMeHTaMM IOeTCKOTO
BO3pacTa, TaK M B3POCJEMM HallMeHTaMM.

B zakjwoueHMe, IIpUMep 2 »OeMOHCTpuUpyeT cpaBHUMEe PK um PD
npodmiIM y TIMallMeEHTOB IOEeTCKOT'O BO3pacTa M B3POCJEX HAallMeHTOB IIPpHU
oos3e DLOMKI', a TakKXe OTCYTCTBME HelNpeIBUIOEHHEX pPe3yJIbTaTOB OLeHKHU
BezonacHocTM. OIHaAKO pPe3yJbTaTH, HabjomaeMele Opu nJo3e 10 MKD
(HauvaJlbHadg Oo3a Yy B3POCIHEX), He SABJAKRTCH OKOHUAaTeJbHEMM. Hoz3a 20
MKT (IoOmepXupBawomas Jo3a Y B3POCJEX) He OlleHMBaJlack B JaHHOM
VCCIIeIOBaHUM .

BciencTBMe 3TOT0, IOaHHOE MCCJIemDOBaHME C IIOBTOPHEIMM IO3aMM,
cyjermoBaTeJIbHO, OyIOeT NPpOBOOMTLCA OJIA IJajlbHelmeM oleHku PK, PD wu
BezonnacHocT Inpu noze 5, 10 m 20 MKI' OO TNpPOBeIeHMA MacmTabHOTO
uccJenopaHue ¢ass 3 C OXMIAEMOM TepaleBTUUeCKOM IO30M.

BoJiee nompoBbHasa MHoOpMalUA o) JIMKCUCEeHaTHUIe (AVEOQ010)
npencraiBjieHa B Opollpe MCCIeloBaTeJId.

2.2. OBOCHOBAHME

2.2.1. OBocHoBaHMe UCCIeOOBaHUS



170

Ilesqlblo OaHHOTO MCCJeOoBaHMA ABJILIeTCs OlleHKa 0e30IIacHOCTH,
bapMakKOKMHEeTUKM ¥  dapMakKoOMHaMMKM  I[IOBTOPHOTO  IOIOKOXHOTO QD
BBeIeHMsS IOO3H JIMKCHUCeHaTuUIa (5 w™MKT, 10 Mxr m 20 MKID) 10
CpaBHeHMIO C ILalebo Yy HallMeHTOB IeTCKOTIo BoO3pacTa C 1IuadeToMm 2
Tuna (B Bo3pacTe 10-17 JjeT) .

T2DM vy @»OeTey ¥ IOIOPOCTKOB CTajla KpalHe BaxHOM OIpobjieMon

OBIMEeCTBEHHOTO 3IOPaBOOXPaHeHMd [0 BCeMy MUPy. T2DM BO3HMKAET,

KoToa cekpelLmus MHCYJIMHA aBJIgeTCH HeIOCTaTOUHOM 0JId
YIOBJIETBOPEHUSA [IOBHIIEHHEIX TpeboBaHUN, BEI3BAHHEIX
VMHCYJIMHOPE3UCTEHTHOCTEIO, IPUBOIAMEN K OTHOCHUTEJILHOM
HEeOOCTATOUHOCTM MHCYJMHa (1), ¥ YacToO accCouMMpoBaH C IpYyI'UMHU
MeTaboImMde CKUMA paccTpoucTBaMu, XapaKTepUCTUKON
MHCYJIMHOPE3UCTEHTHOCTHU (OMcaunuoeMms, TUIIEPTEH3UH, CUHIPOM
[IOJIMKMCTO3a AWYHMKOR, XMpOBasa IIeueHb) (2).

B cCBA3M C pacTyllel paclpoCTPaHeHHOCTBI0 OXMPEeHUus Yy OeTewn,
YyacToTa BOBHUKHOBeHMA T2DM y @meTeM M TOIOPOCTKOB 3HAUMTEJILHO
IOBECHUJIACE . OXMpPeHMre MOpeacTaBJjsgeT coboM TITJIaBHEM GakKTop pPHUCKAE,
BIMAKIMUY Ha UYBCTBUTEJLHOCTL K MHCYJIMHY U OpuUBOOAmMM K T2DM vy
naluMeHTOBR IOeTCKOTO Bo3pacTa.

MaTodn3mMoJIOTMA T2DM N neTen nu IIOOPOCTKORB, infe) BCEM
BUOVMOCTH, ABJISeTCA IIOHNOOHOM TaKOBOM Yy  B3POCJIHX. [ToBHIIEHME
BOSHMKHOBeHMa 1nuabera y 0oJiee MOJIOOOM IIOIIYJIALMUM, BEPOATHO,
CBA3aHO C IIOBHIMEHMEM BOSHUMKHOBEHMSI OXMPEHMS B OaHHOM IIOIIYJISALUMA.

B OIOHOM MCCJIeOOBaHuMn OBHaAPYXRUIIM  OOpPaTHYI CBA3b MeXIy
MHIEKCOM MacCCH TeJjla M BO3pacToM IIpM IOMarHOo3e T2DM cpeu
B3POCJEIX, ¥ He WCKIKnUYaeTCHd, UTO CTeleHb OXUPEeHUSa OIpelelisdeT,
Kor'ma OymeT pasBuUBaThECA OuabeT. Torma pa3yMHO OIPEeNloJIOXUTE, UYTO
TaKrMe CpencTBa OJS CHWMXKEHMS YPOBHSA  TUIOKOS3H, CBS3aHHEE CO
CHMXeHMeM Beca, O0yaoyT »0(eKTHMBHEIMM B IeTCKOM Honyaauuu. OODHAaKO
HEKOTOPHE barToOpPH, Takue Kak KOJIMUECTBO aCCOUMUPOBaHHBIX
KOMOPOUOHOCTEN B pPa3JIMUHBIX BO3PACTHHX TIPYyINax UM pas3jnuve B
BeleHUM IeTel/IOoOPpOCTKOB II0 CPaBHEHMI CO B3POCJHEMU, 3aTPYIHIET
OlIeHKY CXOINCTB UM pa3januui 20bekToB JeueHua HOpu T2DM cpenM ITaHHHX
OBYX IIOIIYJISLUM.

B HacTodlee BpeMsa MeTOOPMUH u MHCYJIVH ABJIATCA

S IOVHCTBEeHHEMNM JIEKapPpCTBEHHEIMN CcpercCcTeaMM1 C PrazspeleHeM
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PETYIATOPHEX OpraHoB B OOJBIMHCTBE CTpaH IJA JiedeHMda OuadeTa y
neTeu. [IoCKOJIBKY TIIPMMEPHO IIOJIOBMHa MoJionexu Cc T2DM He B
COCTOAHUU NOOOEPXUBATH TJIMKeMUueCKUM KOHTPOJIb npu JIeueHUn
MeTHOPMUHOM JIMBo B OTOeJIbLHOCTH, JIMBo B CcoOUeTaHUuMn c
BMellaTeJIbCTBaMM B o00pa3 XM3HM, BCKOpe IIOCJie IIOCTAaHOBKM OUMaTHO3a
yacTo TpebyeTcd TepaluMa C  IOMOWBIOMHCYJIMHA . TakuMm obBpasoM,
CYWIECTRBYyeT HeOOXOOMMOCTE B OOJIBIIEM KOJIMUECTBE BaAPMAHTOR JeUeHUSA
O0JIa OeTey M IOOPOCTKOB C T2DM.

2.2.2. OBocHOBaHME IUJIaHA M OLIeHKAa PUCKOB

VWccrenoBaHue IpenocraBjidaeT coboun MYyJIE TULIEHTPOBOE,
PaHIOMUIVMPOBaAaHHOE, OBOMHOE cJielrioe, HHaHQGO—KOHTpOHMpyeMOQ
mccijlegoBaHMe C ITOBTOPHEIMI Jo3aMi, C ITOBHIIEHNMEM O 3EI

JUKCHUCeHaTHuna C 2-HeneJIbHEM  MaIloM, HauMHaa C 5 MKT, c
nociienywomyMm 10 MKD M 20 MKI.

e lccnenyeMasi IIOIIYJISILIMS

VccomenyeMasa HDonyndaumda OyOoeT BKJIOUATE IIaLMEeHTOB MYyXCKOTO U
XEHCKOTO IoJla B Bo3pacTe oT 10 mo 17 JleT BRJIKUUTEJIBHO.

[TopumMeHeHME aTOHUCTOB peLenTopa GLP-1 MOXeT OHITE

accoummpoBaHoO C HeXeJlaTeJlb HEIMM ABJIEHMAMN KeIJIYOOUHO—KMIIEeYHOI'O

TpakKTa.
CiiemoBaTeJIbHO, NauyeHTH  OeTCKOTIO BO3pacTa c T SKEJIBIM
zaboJyieBaHMEeM KeJTyIOUHO-KUIIEeUHOT'O TpakTa, CBSI3aHHBIM c

HpOHOﬂXMTeﬂbHOﬁ TOMHOTOM M pBOTOﬁ, BKJIOUA S TIXKeJIBIN racTpollapes,
He ©OyOyT BKJIOUEHH B ITaHHOEe MCCJIedOBaHUE. Ha cCceromHAMHMNM IeHb
cylmmecTByeT OPpaHquHHHﬁ TepaHeBTquCKMﬁ OIIEIT IIPVMMEeHEHN A
JIMKCHMCEeHaTMIOa Y B3POCJIEX IIallIeHTOB C YMEePEeHHEM HapylleH1eM
@yHKHMM II04YeK, " TepaHeBTquCKMﬁ OIIEIT OTCYTCTBYeT Yy IIallMeHTOB C

TAXeJIBEIM HapyleHMeM @yHKHMM II04UeK (KHMpeHC KpeaTlMHa MeHee 4YeM 30

MH/MMH.) MJinm TepMMHaﬂbHOﬁ cTamuen IIoUeuHOM’ HeIOCTaTOUWHOCTHM.
BcriiencrBHUe STOro, ITIallMEeHTEI OJeTCKOIO BO3pacTa C T AXeJIEIM
HapylieHMeM @yHKHMM II04UeK He oynoyT BKJIOYEHEL B ITaHHOe
rMccijlegoBaHIME.

e JIOBH M CXeMa BBeIeHUSI
B IaHHOM UccJeooBaHuM JeueHHre JIMKCHMCEeHaTUIOM BymeT
HauMHaTbCcd ¢ 5 MKD QD B TedeHMe 2 HeJeJlb, 323aTeM IoBrmaThCca Jo 10

MKI' QD B TeueHMe 2 HeIeJib, 3aTeM 20 MKI QD B TeueHMe 2 HeIeJlb.
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3TO IMOCTEeNeHHOEe YBeJMUeHMe OO3H MOXeT IMNpelylpeluTh WIM CHU3UTH
BO3HMKHOBEHME HeXeJlaTeJILHHX SABJIEHUM XeJIyOJOUHO-KMIIeUHOTO TpakKTa,
YacTo HabOloOaeMHX IIPM MCIOJB30BaHMM JIMKCHMCeHaTHIOa. Ho3a b MKD
cooTBeTcTBYyeT 50% HavaJIbHOM HO3H Yy B3pocCJux, U 20 wMxr QD
npeIcTaBJigeT Cco00OM NOOIEPXMBAKIYK HO3Y Yy B3pPOCJHEX. B HOaHHOM
MCCJIeOOBaHUN ByoyT OLlIeHVBAThH JIMKCUCEeHaTUNO, HasHadvaeMBl B
KOMOMHaIUM C MeTOOPMMHOM M/MiaM Oa3alJIbHEM MHCYJIMHOM.

ByoyT BKJIOUeHHE I[allMeHTEHL CO CTabuJIbHOM HO30M MeThopMMHA
(HeM3MeHHOM B TeueHMe 10 MeHbIel Mepe 8 HeIejb OO paHIoMm3aluu),
M HadaJlbHasa Jo3a MeTOopMMHa »OOJDKHa OyIeT COXPaHATbCS HEeM3MeHHOM
Ha BCeM IIpOTSXeHMM MCCJIefoBaHMsA. YTpeHHAs »Oo3a MeThopMMHa He
OyoeT Ha3HadaTbCA Ilepel IocjenHuM 3abopoM obpa3lla KPOBM, M OHa
MOXeT OHBTbL OTJIOXKEHa Ha BpeMdA JlaHua WMJIM I[IO3Xe.

IIpy moBaBJieHUM JIMKCHUCEHaTUIa K CYIeCcTBYKIEN Tepaluu C
IoMomen 0az3ajlbHOTO MHCYJIMHa MOXHO IIPEeNIOoJIOXUTL, UYTO CHIKEHUe
OO3E 0a3aJIbHOT'O MHCYJIMHa CHMWXaeT PUCK ITUIOIJIMKEMUM, BEPOATHO, B
Hauajle BBeleHMA OO3H 20 MKI, [0 YyCMOTPEeHUID MCCIIeOOBaHTEeJId.

e YcioBMEe BBEeIOEHUS

JIMKCUCceHaTHI  cJelyeT BBOAUTL IIyTeM TJIYyOOKOM  IIOIKOXHOM
VMHBEKINVM, UYepelyd JIeBYD U IpaByl INepelHeOOKOBHE M JIEBYID UM IpaBY
3anHeBOKOBEHE UYaCTM OpPKIHOM CTeHKM, Oedep WM IJIEUEeBHX dYacTeHn
PykK. B mpenejax 3alaHHOM o0O0JaCcTM MECTOIOJIOXeHMe CJelyeT M3MeHAThH
(UuepemoBaTh) KaXIHM pas BO u30exaHMe KOXHHX peakKUIUM B ydacTKe
VMHBEKLNN .

JIMkcuceHaTun OyIyT BBOOMTEL IIOOKOXHO B MCCJEeIOoBaTEeJIbLCKOM
LeHTpe IIPUMEPHO 3a 30 MUHYT oo Hadala nprueMa
CTaHOaApPTU3MPOBAHHOT'O 3aBTpaka B OHu 14, 28 wm 42. B @mpyI'ue IOHU
ero OyOyT BBOOMTL B Ipemejax 1 dYaca TIepeld 3aBTpakoM VY
aMOyJIaTOPHEIX ITallMEHTORB.

2.2.3. ODOCHOBaHME KOHKPETHHX IIapaMeTpOB

TUNIOTIIMKEMU I u CHUMIITOMaTUUeCKas TUIOTJIUKEMH I BynoyT
TMAaTeJIbHO OTCJeXMBATLCHA IIYyTeM COOOMeHMs O HeXeJlJaTeJbHEIX SABJIEHUAX
W PpeTryJIgpHOTO KOHTPOJNA ITUVIMKEMMM; YydUYaCTHMKaM OynoeT IIpeloCTaBJIeHO
COOTBETCTBYyKIee YCTPOMCTBO IJIS CaMOKOHTPOJIA YPOBHA TUIOKOSBH B
jiasMe KpOBU (OTCIeXMBaeMOI'o NallMeHTaMu) (pazzmes 4.2.2).

B @maHHOM MCCJeOOoBaHMM OyOyT IIPVMMEHATE MOHUMTOPMHT ypOBHeIZ
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IaHKpeaTHUUeCKUX (QepMeHTOB. YCTaHOBJIEHHOM MNPaKTUKOM B KJIMHUUECKUX
VCHHTaHUAX ABJIAETCH 3aleliCTBOBaHNUE ATOHUCTOB peLenTopa
TJIOKATOHOIIOOOOHOTO  HenTuma-—1 C TOoCJHenyllVMMM  COOOmEeHUSAMM O
IaHKpeaTUTe B xome JleueHUsa T2DM c IpYMeHeHUeM 3TOTO
TepalleBTUYECKOTO KJacca (3). [J4 NOCTaHOBKM IOMarHo3a I[IaHKpeaTuUTa
HeoOXOOMMO COOTBETCTBMEe IOBYM U3 CJeOyRIUX TpexX KPUTEepMeB: YPOBHU
aMMJIase/JInUnass B TpM  wiau  OoJlee  pas3  BHIEe  TPAHUIE  HOPMEH,
xapakTepHasd OO0OJIb B XMBOTE U/WIM XapaKTepHhe OOHapyXeHMSI OCTPOTO
IaHKpeaTHTa OpM KOMIBIOTEPHOM ToMOTpaduy WM MalHMTHO-PEe30HaHCHOMU
ToMOTpadum.

MoxeT ¥MMeTb MeCTO BHpabOTKa aHTUTeJI [IPOTUB JIMKCUCEHATHIA.
CllemoBaTeJIbHO, UX OyIOyT WM3MepsaThb Iepell I[IepBEM BBeIeHMeM HOO3H B
neHr -1 (B HayvaJIbHHI MOMEHT BpeMeHM) U [ocje 14-IHeBHHX

IIOBTOPHHX BBemeHul mo3 5 Mkr, 10 Mxr m 20 MKT'. MoryT HaOIOOATLCSA

CUCTeMHEIe ajijleprmdyecKume pearumm, a TakKxe npyrue PeakKumnm
TUIIEePUYYBCTBMTEIJIEHOCTH, KOTOPEIE HabJonalanch B KIIMHNYECKUX
VICIIEITaHMAX JIMKCHMCeHaTnna, HallprMep, CEHIITb I SK3aHTeMa,

KpalMBHUIIA, AHTMOHEBPOTUUECKUN OTeK M aHaduiaKTHUUeCKMEe pPeaKLUM.
MoryT HaOI©OIATBCS pPeaKUUM IUIEPUYYBCTBUTEJBHOCTHM, C IIPUCYTCTBUEM
AHTUTEeJI K JIMKCUCeHaTUny wuin 6e3 HUX.

2.2.4. HccrnemoBaTenbCKMEe KOMUTETH

CIIOHCOpP MOXeT 3alpOCUTh MHEHME HEe3aBUCUMEIX DKCIEPTOB B
of0JlaCcTM  aJUlepIMM OJ4d PacCCMOTPEeHMA CJiydaeB aJUlepIMUueCKUMX WU
INOOOOHHX  aJIJIepTUUYecKMM peakKUuM CJelNbEM CIOoCOOOM OTHOCUTEJILHO
JledueHsa B paMkKax uccJeloBaHuMdg. [lomoOHBM 00pasoM, B ClIydasax
IaHKpeaTuUTa ABJIEHUSA MOT'YT paccMaTpUBaThLCSA He3aBUCHMEMU
SKCIepTaMy B OBJIacTM TaCTPODHTEPOJIOTUN .

3. BBEBOP IMAIMEHTOB

3.1. KPUTEPHUM BKIIIOUEHNA

IeMorpadmueckme OaHHLE

I 01. TauMeHTH MyXCKOT'O MJIM XEHCKOTO IIoJjla B Bo3pacTe=10 m <
18 jeT (1o MeHbmeW Mepe 4 HalMeHTa B BO3pacTe MeHblle 16 JeT) .

I 02. MVHmekc wMacce Teja (BMI) > 8571 [OpoueHTWUIIS OJd
BOBpacTa M noJja; BMIL50 xr/M2 ; Bec Tejya > 50 xr.

CocTosiHME BIOOPOBEBA
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I 03. [TaumMeHTH MYyXCKOT'O WJIN KEHCKOTO rioJjia c

JOKYMEHTHMPOBAHHEIM CaXapPHEM omadeToM 2 THUIIa, KOTOpBIﬁ He B

IOCTATOUHOM CTeleHV KOHTPOJIMPYeTCs Ho3oM MeThopMmmuHa>1000 Mr/cyTkm
(MM MaKCUMaJIbHO TIEPEeHOCUMOM HO30M B COOTBETCTBUM C MHEeHUEM
uCccyenoraTesisg) IOIpU  CTabWMJIbHOM CXeMe B TeueHuMe 8 HemeJb OO
paHmoMmzsaluy U/UIM CTabuUJIbHOM CcxXeMe BBeneHMsd 0a3alJIbHOT'O MHCYJIMHA
B OTOEeJILHOCTM WM B KOMOMHaUMM B TedeHMe 12 HezeJb IO
pPaHmooMM3alun.

I 04. YpoBenb HbAlc > 6,5% m<11% B MOMEHT CKPMHMHTA.

I 05. VYpoBeHb C-menTuma HaTOmMaK IPU CKPUMHMHTe > 0,6 HID/MI
(0,20 uMOJL/J) .

I 06. OTpuUaTeJILHEM pe3yJbTaT B TecTe Ha aHTUTeJla K
ACCOLUMMPOBAHHOMY C MHCYJMHOMOW ©Oejky (IA2) ¥ ayToaHTHUTeJa K
nexkapbokcuiase IJIyTaMMHOBOM KMCJIOTH (GAD) .

I 07. MeHCcTpyMpyIMe  KEHIIVHEL (Daxe ecJauM  MeHCTpyaluuu
HepeTD'yJISpHE)  OOJIXKHH MMeTh OTpMLATEJIBLHEM pel3yjibTaT TecTa Ha
HajmMuue OepeMeHHOCTM OJIA BKJIOUEHMA M COoIJlallaTbCA [IOBTOPATH TEeCTH
Ha HaJmnuue OepeMeHHOCTM B 0OO3HaUeHHHE BUBUTH Ha [OIPOTIKEHUU
BCETO MCCIeOOBaHUA.

HopMaTHMBHO-IIPAaBOBOE pPeryJIMpOBaHUE

I 08. [lpemocTaBjeHre  GOpMEL MHOOPMMPOBAHHOTO  COIJiacCuA,
TIOANIMCAaHHOM ponuTesieM (POOUTEJISAMUA ) nauveHTa/3aKOHHBM
opencraBuUTeleM IallMeHTa. Kpome Toro, obeclnedueHre OQOpPMH COIJIacus,
KOTOPYK  IIOOIIMCEHEBAET HeCOBepmeHHOJIeTHUY  [IallMeHT, W bopMEL
MHOOPMMPOBAHHOTO COTJIaCKus, KOTOpYyK IMONNMCHBAaeT COBEpPIEeHHOJIETHUN
VI 3P eIt HeCOBepMeHHOJIe THUN (onpenesigeTcsd MeCTHEM
3aKOHOIATEJIECTBOM) .

I 09. TIOKpHTHE CHUCTEMOV MeOMUIMHCKOTO CTpaxOBaHMSa, TOe DTO
NPVYMEHVMO, W/WJIM B COOTBETCTBMM C PEeKOMeHOAalMIMU HOeMCTBYMeTo
HalMOHAJILHOT'O 3aKOHOHNAaTeJIbCTBa, Kacawlel'oCd MelVKO—-OMOJIOTUYEeCKUX
MCCIJIeqOBaHUM,

I 10. HaxomuTca non KakuM-JMOO  aIMMHUCTPATUBHEM  WJIU
OPUONUYECKUM HaOJIEeHMEM.

3.2. KPUTEPUM MUKIIIOUEHUA

3.2.1. KpurTepun  MCKIIOUEHUS, CBABaHHHE C MeTOoIoJIOTHMeNn
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HcciIengoBaHUsS

E 01. g XeHMMH, CymecTByKmas OepeMeHHOCTHL (omnpelelJieHHas
1O IIOJIOKUTEJIBHOMY pPes3VyJIbTaTy aHajM3a CHEHBOPOTKM KPOBM Ha HaJMuKue
fepeMeHHOCTHM ) , KOPMIIEHME TI'PYIbD.

E 02. Benyimasa AKTUBHYD [IOJIOBYIO KU3SHDB riocje HauaJa
MEeHCTpyaluuM DallMeHTKa—XeHIMHa, KoTopasd He CcoIJlacHa I[IPMMEeHATH
aleKBaTHHM ¥  BECOKO2(OEeKTHMBHHM CIOoCco® KOHTpallellMM Ha BCeM
IIPOTSXKEHUM  UCCJIeOOBaHUA U B COOTBETCTBUU C  pPeruroHaJlbHBMU
npaepuiiaMm (. e. TOpMOHaJIbHad KOHTpalenumns, IpuMeHeHMe
npesepBaTMBa M T. O.).

E 03. ImnabeT, OTJIMUHHM OT nouabeTa 2 THUIIA.

E 04. Ciayualm ocTpoy MeTaboJIMUeCKOM OeKOMIeHcalMM, TaKoM Kak
orafeTMUeCKUM KeToalMIos, B aHaMHe3e B Ipenejax 3 MecsleB.

E 05. VYpoBeHb TIJIOKO3H B ILJIa3Me KPOBM HaTomak > 250 wMr/mi
(>13,9 MMOJIL/JI) B MOMEHT CKPUHMHIA

E 06. TeMoTJyoBMHONATUA WMJIM T'EMOJIMTUUYECKAS aHeMMd.

E 07. Peuunus T SKEJION TUIOTJIMK eMUM WU pPaHHUX
HaCTOPaXMB AKX PO ABJIEHUMN TUTIOTJIUK MU 1o 3aKJIOU e HUIO
uccyienoBaTesid.

E 08. HekxkoHTpoJMpyeMas TUIEPTEeH3MI, KOTOPYW IIoIBepITayu

JIeUeHUID WJIM He I[oIOBepTraliM JedeHuo, Beme 99-0T'0 MOPOLEeHTUIIS IOJIg
BO3pacTa M IoJjla vy IeTel (cm Pwoxeme 4)

E 09. Jioboe KJIMHUUECKM 3HaAUMMOEe OTKJIOHEHMEe OT HOPMH,
UOSHTUOUUIMPOBAHHOE TIPU  (QUBUKAJIBEHOM OOCIemoOBaHuUM, JiabopaTOoOpPHEIX
TecTax, OKI' MJIM U3MepeHUM IIoKa3aTejieM XKM3HEeHHO BAaXHHX QVHKIUM BO
BpeMsa CKPMHMHTa, KOTOopoe IO MHEHMIK MCCJeloBaTelId WM JOoTo
comccIenoBaTend OynmeT 3aTPYIOHATH peaamn3almun NIpPOTOKOJIA WJIN
MHTepIpeTallMn pe3yJbTaTOB MCCIJIeNOBaHMA WM OyIOeT IIPelsaTCTBOBATH
0e30rIacHOMY IMPMHATUIL YYacTMd [DalMeHTa B OaHHOM IIPOTOKOJIe, TakKoe
Kak aKTMBHO PpacTymasa 3JlokadeCTBeHHas OIYyX0Jb, IMAaTHOCTUPOBAHHLHM
TUIIEPTUPEOUNUSZM WA HEeKOHTPOJIUPY MBIV TUIIOTUPEOULON3M, MJIN
OCHOBHEE CHUCTeMHHe 3aboJIeBaHMAd UM T. I.

(MallMeHTH, MJMeK lMe HOPMAaJIbHYID OYHKIMIO IMTOBUOHOM XeJles3H,
KOTOPHE [NOJYyUamwT 3aMeCTUTEJILHYKD Tepaluio, OYyOyT BKJIUEHH B Clydae
CTabMJILHOM HO3UMPOBKM THPOKCHMHa B TeueHMe I[I0 MeHbllel Mepe Tpex

MecAdAleB OO CKPMHMHI'OBOI'O BU3UTA)
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E 10. TlomydyeHre TNPONyKTOB W3 KPOBM WM ILJIa3ME KPOBM B
TeuyeHMEe 3 MeCHdlleB IO MOMEHTAa CKPMHMHTA.

E 11. TlauMeHT/pPOnNTeJNb (POOUTENM), KOTOPHX MCCJeNoBaTelb
uim  Jmobomn COMCCJIIENOBATEIDL curMTaeT  HeIPpUTIONHBEMM  IJIA 2TOTO
uccJenoBaHusa IO KaKou—-Jmbo  OpuunHe (HanpuMep, HEBO3MOXHOCTE
COOTBETCTBUSA CIlellaJlbHbEIM TpeboBaHMUAM  IIPOTOKOJIA, TaKMM Kak
[IOCENEHMEe 3allJIaHMPOBAHHEIX BU3UTOB, HECIOCOOHOCTE OCYIECTBIATH
S.C. caMOouMHBekuuy IMP QD miIM OTKa3 OT JoOOM IIOMOIM MEeOUIMVHCKOM
CecTpH, OpeloCTaBJIAKMEN YCJIYyI'M Ha OOMy OJ4 S.C. UHBekuur IMP wu
T. O.).

E 12. [lpyMeHeHMe  OPpYIUX IIepOopalJibHBEX WM  MHBEKULUMOHHEX
IPOTUBOIMAOETUUECKUX WM TUIOTJIMKEMUUECKUX CPenNCcTB, OTJIMUHEX OT
MeThopMMHa ¥ 0asalIbHOTO MHCYJIMHa (HamopuMmep, MWHITUbOuTOopa aJbda-
TJIIOKO3MOas3H, aroHucTa peuenrtopa GLP-1, VHIUOUTOPOB DPP-1V,
MHCYJIMHA KOPOTKOTO IelcTBMAa M T. O.), B TeueHue 1 wMecsua OO
MOMeHTa CKPpMHMHTA.

E 13. IlpMMeHeHME CUCTEMHHEX IJIOKOKOPTUKOMIOOB (3a MCKIIOUEHNEM
bopM mOJIS MECTHOTO IIPMMEHEeHUS WM MHITAaJguuK) B TeueHMe OIOHOM
HeneJqin uiam ©OoJiee B Ipenejlax 3 MecslleB OO MOMeHTa CKPMHMHIA.

E 14. TIlaumeHT, IOJIYUABMMUM WMJIM  IIOJIyYalmuM  IICUXOTPOIIHBI
JIeKapCTBEeHHHM IIpernapartT.

E 15. [MaumeHT, [IOJIyY aimmi JeueHMe JIeKapCTBEeHHBEMN
npernapaTaMM OJIS CHMXeHMS Beca (BKJIOUAA JiedeHMe IIPOTHUB OXMPEeHMS) .

E 16. BeposaTHOCTE HeOOXOIMMOCTM OCYIMECTBJIEHUSA JIeUeHMSa B
xone (Qasel CKPMHMHITa W (a3 JIeUdeHMS C I[IOMOWBK JeKapCTBEHHHX
CpelCTB, He IOOINyCKaeMHX IPOTOKOJIOM KJIMHMUECKOTO MCCJIENOBaHMUA.

E 17. [TpuMeHeHMEe JIOOoTO MCCIJIengyeMoTI o JIEKapCTBEHHOT'O
CpelCcTBa B TeueHMe 3 MECHAIEB IO CKPMHMHTIA.

3.2.2. Kpurepum MCKIIOUYEHMSI, CBSIBaHHHE C COBPEMEHHHM YPOBHEM
BHAHMUM OTHOCUTEJILHO JIMKCHUCEeHATHIA

E 18. KIMHMUECKM 3SHaUMMBEIM CJiydal 3afojieBaHMa XeJIYIOUHO-
KUIIEeYHOTO TpPpakKTa, acCCOLMMPOBAHHOTO C OPOIOOJIKMTEJILHOM TOMHOTOW H
pPBOTOM, BKJIOUA 4 tes OTpaHNUYEeHNSA racTporapes u
racTponsodpareasibHOE pediioKCcHOe 3aboJieBaHue, TpedyKilee
MeIVMIIMHCKOT'O JIEUEHMSA, B Ipelnejylax 6 MeCsdIleB IO MOMEeHTa CKPMHMHIA.

E 19. Jinboe IIpenmecCcTBYKIee JiedWeHMe JIMKCHUCEeHATUIOM.
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E 20. AmnjeprMueckKas peaklusa Ha KaKoM—-JMOO aTOHUCT pelelTopa
GLP-1 mam Ha MeTakKpe3O0Jl.

E 21. [TaHKpeaTUT HEeN3BECTHOMU 3TUOJIOTUN, XPOHUYECKUN
IaHKpeaTuT, IaHKpeaTsKTOMKUS, XypypIrMueckKoe  BMemaTeJILCTBO  Ha
XeJynoke/B o0O0JacTM XeJlylKa, BOCHaIMTeJIbHEHE 3afoJiIeBaHUS KUIEeUHUKA
B aHaMHe3se,.

E 22. Chnoydyaum MeOyJUJISPHOTO paka MUTOBUIOHOM Xejiesrl (MTC) wmiau
TeHeTHUeCKMX COCTOSHMM, KOTOPHEe IpelpacnojiaraioT kK MTC (HaopuMep,
CMHIOPOMEL MHOXECTBEHHOM ©SHIOKPMHHOM HeoIlJla3suMu), B JIMUHOM WU
CEeMeMHOM aHaMHe3se.

E 23. JV3sBecTHEHEe CJydau HapKOTUUECKOM WM  aJIKOTOJIbHOU
3aBMCHMOCTM B aHaMHe3e B Ipezejlax 6 MecsAlleB OO MOMeHTa
CKPMHMHTA.

E 24, PesysabTaTH JIaB®OpPaTOPHHX  MCCJIeNOBaHMM B MOMEHT
CKPMHMHTA :

- [IpeBHIIEeHKE B aHamsax KPOBM  [IOUEUHHX nokaszaTesien
(CHIBOPOTOUHHIN KpeaTHHUH > 1,0 MT/ 1) n/Uim [IEUEHOUHHX
nokasarejyer (ALT, AST wu/wau OuamMpyOMH) B > 2 Dpa3a BepxHen
TrpaHMUE HOpMEL (ULN) B COOTEBETCTBMM C BO3pPacTOM;

- YPOBEHb TeMOTJIOBMHA < 11 T/ 0, "/ comepXxaHue

HeliTpodmiios < 1500/MM3, n/uiamu comepxkaHme TpomboumTor <100000/Mm3;

- YPOBeHb KaJbUUTOUMHa>20 nr/mi;

- YpoBeHL aMWJlasH M/UJM JIMIasH, I[IpeBHmalmuidi B 3 pasa
BEPXHIKN TI'PaHully;

-  TOJIOKMTEJILHHEM pPel3yJjbTaT B JoboM M3 CJedyllMx TeCTOB
oBHapyXeHMA: IIOBEPXHOCTHOTO aHTHUI'eHa BUpyca renatuTta B (HBs Ag),
aHTUTeJI K BUpycCy TremnatuTta C (HCV).

E 25. TojoxuTelbHad npoda Ha aJIkoT'OJIb B BHIEXAaEMOM BO3IYXE.

E 26. TIOJOXUTEJILHEM pPes3yJbTaT aHaJlM3a MOUM Ha HaJluuue
HapKOTUUECKHMX BemecTB (aMbpeTaMUMHOB/MeTaMpeTaMMHOB, OapdUTypaTos,
BeH30IMAaReIMHOB, KaHHa®OMHOMIOB, KOKaMHa, OIIMaTOB) .

E 27. Taxejylasa Io4UedHas HeIOCTaTOYHOCTL, OlpemejisgeMad IO
KJIMPEHCY KpeaTuHMHa <30 miI/mMmH./1,73 M? C OpUMMEeHeHMeM YTOUHEHHOM

dbopmyJsiel lBapua (4)
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0.413 x Ht
GFR=——"—-
CrCHBOpDTKa
CrCl (mm/mmu./1,73 M?) - Ht: PocT B CM - Creysoporxa (MI'/IJI)

4, OLEHKA MCCJIEOVEMOI'O MEIVMIIMHCKOI'O IPOIYKTA
4.1. $APMAKOIMHAMMKA
4.1.1. MapaMeTphn (apMakOIMHAMUKNA

* YPOBeHb IJIOKOS3E B ILJIazMe KPOBU

V3MeHeHMEe OTHOCUTEJIBHO HauvaJIbHOT'O MOMEHTa BpPEMeHM YPOBHS
TJIIOKO3EL B rJjiasme kpoBu AUCy4,5 TIIOCIE 14-10HEBHBIX IIOBTOPHEX
BBemeHun pmos 20 wMxT B gmeHb 42 (GLU- AUCg.4,5). GLU- AUCq.4,s
OIpelelIdinT KaK IJIollalb II0L [NIpoduiieM KOHILEeHTpalMy IJIOKO3H B
[jiasMe KPOBM B 3aBUCHUMOCTM OT BPEeMeHM C MOMeHTa WHBekuun IMP mo
4:30 wyacoB cnycra (T4,5). AUC OyOoyT PacCCUMTHBATL C IIPMMEHEHMNEM
npaBuja Tpaleuui.

- V3MeHeHUE OTHOCUTEJIBEHO HadaJIbHOTO MOMeHTa BpeMeHMU
OTKJIOHEHUSA YPOBHA IJUIOKO3E B ILJIa3Me KPOBM IIOCJe IIpMeMa UM dYepes
1 uyac noclye nNpueMa OMIM M UYepes 2 dYaca II0oCJe IIpMeMa OMIM IIoCJe
14-mHeBHEIX TIOBTOPHEIX BBemdeHuM mo3 5 mMxr, 10 Mxr m 20 MKD B IOHU
14, 28 u 42:

O OTKJIOHEeHMe YPOBHA IJIOKO3HE B ILJlJasMe KPOBM IIOCJIe IIpHeMa
oumm uyepes 1 yac nocje npueMa numu (1H-PPG) ©OyIyT pPacCUMTHBATH
KaK Pa3HHuIY MexIy 3HadeHMeM YPOBHS IUIOKO3HE B ILJla3Me KPOBU Uepes
1 wyac nmnocJyse nOpobHoro npueMa numy (T1,5) ® 3HaueHVMeM YPOBHA
TJIDKOBE IIepel BpeMeHeM MHBekuum (TO0): 1H-PPG=PG-T1l,5 -PG-TO,

O OTKJIOHEHMEe YPOBHSA TIJIOKO3E B ILJJa3Me KPOBU IIOCJEe IIpHeMa
oMmM dYepes 2 dYaca nocje npuema numu (2H-PPG) OyIoyT pacCUMTHBATH
KaK Pa3HMuIYy MexXIy 3HadeHMeM YPOBHS IUIKKO3HE B ILJIa3Me KPOBU Uepes
2 dYaca IocJe npobHoro npuema nmmm (T2,5) ©M 3HadyeHUEM YPOBHSA

TJIDKO3E IIepel BpeMeHeM MHBbekuum (TO0): 2H-PPG=PG-T2.5 - PG-TO.

HbAlc
- JB3MeHeHMe OT HavaJlbHOT'O MOMEHTa BPEeMEHM OO Helelu 6.
* Bec Tela

- HM3MeHeHMe OT HauvaJIbHOT'O MOMEeHTa BpeMeHM OO HeIleJIr 6.

=Y

.1.2. Cnocofm mnpoBeleHMSI OLIEHOK

[N

.1.2.1. YpoBeHE IJIIOKOBE B IjaBMe KPOBH
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OLeHKM YPOBHA IJIOKO3H B IJla3Me KpPOBU 3allJIaHMPOBAHH Ha IeHb
-1 (V2) (ypoBeHb B HauaJIbHEM MOMEHT BpPeMeHM), OeHb 14 (V3), @OeHb
28 (V4) wm peHn 42 (V). O6pasuel kKpoBu OymyT oTlupaThb, Kak
YKa3aHO HMXe B Tabiuie 1.

Tabmuiza 1. Or6op o0OpaBLOB KpPpOBM IS OIpelelyiIeHnsI YPOBHS

IVIIOKOBE B IlJIaBsMe KpOBU

Bpema OH 1H 1H30 2H 2H30 3H30 4H30
(wac/MuuyTa)

T (u) TO 2 T1 T1,5 T2 T2,5 T3,5 T4,5
Busur/JeHb :
V2/HOenr -1 X X X X X X X

Vv3/D14 X X X

V4/D28 X X X

V5/D42 X X X X X X X

a 3a 30 MMH. OO IIpMeMa CTaHIapTU30BaHHOT'O 3aBTpaKa U Ilepen
BBemeHueMm IMP B V3/D14, V4/D28 m V5/D42

[lepBet 3abop ob6pas3ua kpoBu (TO) @mjas onopelesyieHMs YPOBHSA
TJIOKOB3E B ILJla3Me KpPOoBM OYyOYyT IMIPOM3BOIMUTL B COCTOSHMM HaTomak (T.
e. IallMeHTH He OYyOYyT NPUHMMATL IOIMIIy B TeueHMe NOpubams3uTesibHO 10
YaCOB Ha MOPOTSXKeHMM HouM), 3a 30 MMH. IOepeld CTaHOAPTU30BAHHEM
3aBTpakKOM M IIepell BBeleHUeM NO3H B OHM 14, 28 m 42.

OBpasle OJA OolpenesieHrMsS YPOBHA IUIOKOS3H B ILJlasMe KpoBM OynoyT
aHaJIM3UPOBATEL B lLeHTpallbHOW JabopaTopun. JeTallbHasd MHOOpMaALMS B
OTHOWEHUM 3abopa o0O0pa3lLoB, KOHTPOJA U OMOaHAaJIUTUUECKMUX CIIOCODOB
oJis omnpeleJleHU S YPOBHHA TJIIOK O 3EL B JjiasMme KpPOBU fymeT
npenocTakejieHa B JiabopaTOpPHOM PYKOBOICTBE.

4.1.2.2. HbAlc

YpoBeHb HbAlc OymeT mM3MepaTbCd C  IIOMOWMBID  IIeHTPaJlbHOM
nabopaTopun "HallMoHaJIbLHOM IPOTPAaMMEL CTaHIapTU3alun

ramkoreMorJiotuua” (NGSP), cepTudMLUMPOBAHHOM Ha YPOoBHe I.

YpoBeHs HbAlc OylneT mM3MepaTbCS B MOMEHT CKpuHMHIAa (V1) m B
oeHn 42 (Vb).

ODeTanbHad MHOOpMALIMA B OTHOMeHUM 3abopa o00pa3lLoB, KOHTPOJA
1N OMOaHaIMTUUECKMX CIIOCODOBR IJid olpelejieHusa YpoBHA HbAlc Oynmer
npenocTarJieHa B JIabopaTOpHOM PYKOBOICTEBE.

4.1.2.3. Bec rTesna

Bec Teyia clenyeT ONPenesiaTh Yy MHallMeHTa B HWXKHeM OeJlbe WU B
OUueHb JeTKoM omexie u 06e3 o00yBM, a TakxXe C IIYCTEIM MOUYEBHM

ITY 3EIPEM. OoHM M Te Xe BeCH cJenyerT IIPVMMEHATE Ha IIPOTAXEeHHMNM BCEeI'O
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uccJefoBaHMa UM KaJdubpoBaTh Ha peryJigpHOM OCHOBE B COOTBETCTBUM C
PEeKOMEeHIAlIMAMMY [IPOU3BOOMUTEIL .

PeKOMeHIOBaAHO I[IPMMEHEHME PHUYAXHHX BECOB; E€CJIM IIPUMEHSIT
LIMPPOBHE BECH, TEeCTUMPOBaAHME C IIPUMEHEHMEM KOHTPOJBHOTO TIpy3a
OpencTapjsgeT o0codyn BaXHOCTL. I[IOBEepPXHOCTH IIOJa, Ha KOTOpoMu
HaxXoOATCHA BeCH, IOOJIKHa OBTb XeCTKOM M He OOJDKHa OHTL I[IOKPHTA
KOBPOM VIV OpyIT'VM MATKUM MaTepraJioM. BecH IOJDKHEL OBITH
cOaJjlaHCUMPORAHH, KakK IIyTeM YCTaHOBKM TIPY30B Ha HOJb, TaK U OIYTeM
BHPABHUBaHUA JaTuMka OajlaHCca. IlallMeHT »OOJDKEH CTOAThH B ILEeHTpe
mIaTdopMel, IIOCKOJIBKY IIOJIOKEHME He II0 LEeHTPY MOXEeT IIOBJMATH Ha
V3MEepeHUs. T'pysel mBUTALT, [IOKa  KOPOMEICJIO BECOB He oymeT
cOajlaHCUPOBAaHO (CTpeJIKM BHPOBHEHH) . [lokaszaTejlb Beca CUUTHBAKRT U
peructpupyioT B e-CRF ¥ I[OepBUUHHX »OaHHBX. CoofmaeMele IIalMeHTOM
okaszsaTeJyiM BeCa He IIpMeMJIeMBl; I[IallMeHTH He OOJDKHEL CaMM CUMTHBAaTb
MHOOPMaLMID BECOB.

Bec Tejya OyoyT M3MepATh B MOMEHT CKPMHMHIa, B HOeHb -1, IOeHb
14, pmeHs 28, meHb 42 M B MOMEHT BM3MTa OKOHUAHMSA MCCJIeOOBAHUA.

4.1.2.4. [HeBHHMK NALHEHTA

MHpopMalusi, 3apermMcTpUpOBaHHag B IOHEeBHUKE, oynerT
IOOKYMEHTUPOBATL CcofJIomeHMe TpedoBaHUM JleueHMS C IIoMombio IMP
(IuKcUceHaTun/mianedo), a Takxke 0e30IacHOCT:L U IEepPeHOCHMMOCTL, U
2TM 3aIomMcu OyOoyT TIAaTeJIbHO pPacCMaTpUMBaTBLCHA Takke IOIPUM  KaXIOoM
BUBUTE B MCCIeIOBATEJILCKUM ILIEeHTP.

Bce naumveHTH OyIOyT [DOJIydaThk 1 IHEBHMK B MOMEHT BU3UTa V2 U
ux OyOoyT OPUMHOCUTE O0O0paTHO B LEHTP IIPM KaXIOoM CJeOyiIeM BU3UTE
Ha IPOT SXEeHUN JIEUEeHUS . [NalMeHTOB/poIuUTeJIeln OynoyT
MHCTPYKTUPOBATL, KaK 3alloJIHATL €TI0 KaxXObl IeHb.

IHeBHMK BKJIOUAET pa3OeJik OJIS 3alucein:

. BpeMeHM MOO3H UHBeKIuM - IMP (Ha OpOTAXeHMM IIepuona
JeueHuMd) ,

+ J0O0T0 M3MEeHeHMSa OO3H MeTQOPMMHAa WMJIM [IPONyCckKa IOO3H (I03) U
ero BpeMeHM, eCJIM TakKOoBOM MMeeT MeCcTo,

* JoB0oTo MBMEeHeHMS CYTOUHOM Ho3H 0a3aJIbHOTO MHCYJIMHA U
BpeMeHM IMpollycKa IO3H (O03), eCJM TaKOoBOW MMeeT MecCcTo,

s JIOBOTO MBMEeHEeHMS WMJIM HOBOTO CONYTCTBYKIETO JIEKAPCTBEHHOTO

npernapara,
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*  HexeJlaTeJIbHHX  ABJIeHUM, BKJIOUAd OPM3HAKM ¥ CUMIITOMH,
CBUIETEJNLECTBYKIIME O BO3HMKHOBEHUM TUIIOTJIMKEMUM (10 BO3MOXHOCTMU
3aIJ0KYMEHTUPOBAHHEE C K3MepeHMeM "YPpOBHSA TIUIOKOS3H B IIJIa3Me KpPOBU
npu camMokoHTpoJIe” VI YPOBHSA TJIIOK O 3E B rJiasme KPOBU,
OTCJIEXMBAEMOTO IPYIMMU JIMIaMu), WM MECTHHEHEe peaklMM B ydacTKe
VHBEKIWM, €CJIM TaKOBHE MMEKT MeCTO.

Bce mauuMeHTH OyIOyT IIOJYyYaThb 1 OHEBHMK B MOMEHT BU3UTa V2, U
Ux OyOyT IIPUHOCUTE O0O0paTHO B LEHTP IIPM KaXIOoM CJeOyKIeM BU3UTE
Ha PO T SXKEeHUM JIeUeHUsd . [IalMeHTOB/POoIUTeJIel OyoyT
MHCTPYKTUPOBATH, KaK 3alloJIHAThL €TI0 KaXOElM IeHb.

4.1.3. T'paduk IDpoOBeIeHUSI OLIEHOK

CpokM TIpoBeIeHMs OLIeHOK MOXHO HaMTM B I'paduke IOIpolenyp Ha
IPpOTAXeHUM Iepuonma (paszmen 1.3).

Tabmnua 2. KonmuecTBO o06pasBLioB

YpoBeHBb IUIIOKOBH B HbAlc
mrasMe KpOBU

OT naumMeHTa (7x2)+(3x2) ¢ 2
Bcero oT naumeHTa 20 2
Bcero =a 20*24=480 2*24=48
MccienoBaHue (n
rnalurMeHTOR)

a '/ MOMEHTOB BpeMeHM B nmeHb-1 (V2) wu g»menp 42 (V) - 3

MOMeHTa BpeMeHM B OHM 14 m 28 (V3 u V4)
4.2. BE3OIACHOCTBH
T'padux IpoBeleHNsA OlLIeHOK clenyer ananTUpoBaTh K
0COBEeHHOCTAM COeOMHEeHMAa U LeJaM MCCJeloBaHMA. IlpennojaraeMei
lepedeHb NpPpUBEIEH HIWXKE.
4.2.1. JeMmorpadmueckme XapaKTEePUCTUKM B HAYAJNBHEIM MOMEHT
BpeMeHUn
B cocTaB meMorpadMUecKMx XapakKTepUMCTUK B HadaJIbHHM MOMEHT
BpeMeHU OyIyT BXOOUTE CJelyolye.
1. Bozpact (JjgeT)
. Poct (cmMm)
. Bec Tesya/uMHIEKC MacChH Tejla

2
3
4. Paca/sTHMUYeCKAas MIPVHAIJIEXHOCTH
5. Tlon

6

. InabeT B aHaMHe3e, BKJIKOUAA:
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- IaTy I[IOCTaHOBKM IOMarHo3a IMabeTa 2 TUlIa;

- »DaTy Hadajla JIedeHUs, CYTOUHYyK O3y U CXeMy BReleHUHd
OOHORBOTO JeueHMSA MOMEHT CKPMHMHTAa: MeThOopMMH, OazajibHBIM MHCYJIUH,
eCJIM TaKOBHE MMeKRT MeCTO

7. Omnpenejiedue cTanuy TaHHepa (Hprioxesne B)

4.2.2., OueHka 6eB30HaCHOCTM B HAYAJILHEM MOMEHT BpPEeMeHM M Ha
IPOTSXEHUM MCCIIeIOBAHUST

B cocTaBR MCCJIeOOBaHUM IIepeHOCHMMOCTM B HadaJIbHEM MOMEHT
BpeMeHM UM Ha IPOTIKEHUUM MCCIeOOBaHMA OyOyT BXOIUTH:

1. OusukajgbHOe oOCJemoBaHMe (BKJIOUYaAeT I[IO MeEeHBIEW Mepe:
BHICJIYIIMBaHME cCeplla M JeTlKMX; IIOACUeT IIyJibCa Ha IepudeprudeCKmUx
apTepuax; 3BPadyKOBEM, KOJIEHHB, axXWJIJIOB U I[IOLOWBEHHHM pebdileKCH;
OCMOTP nepudepndeCKUX JIMMOOY3JI0B u XUBOTA) , n3MepeHue
TeMIIepaTypE  TeJla (°cy, rnokasaTesM KMB3HEHHO  BaXHBIX  QYyHKIUN
(WacToTa CeplOeuHHX COKpalleHuM, CHUCTOJIMYECKOe ¥ OMACTOJIMUECKOe
KpOBAHOe HabBJleHMe, UsMepdeMoe rocje 10 MMHYT OTIBEIXa B IIOJIOXEHUU
JleXa Ha CIUHE) .

2. Bec mTejyia (x1).

3. JJaBopaToOpHEE TECTH (B COCTOAHMM HaTOoWaK oJs oBpas31oB

KpPOBU) :

e T'eMaTOJIOTMUECKOE MUCCIIeOOBaHMe: COIepXaHue BPUTPOLUTOB,
TeMaTOKPUT, YPOBEHB TreMOTJIOOMHA, comepxaHure JIEMKOLUTOB C
olpenejieHMeM  JIEMKOLUUTaPHOM bopMy JIEL (HeMTPOQUJIIH, DS03MHODUIIH,

0az30dMIIE, MOHOLMTH UM JIMMOOLMTH) , UMCJIJIO TPOMOOLMTOB.

* BMOXVMMUECKUM aHaJu3:

- DIIEKTPOJIUTH [JIa3Mbel/ CHBOPOTKHU KPOBWU : HaTpUM, KaJumi,
XJOPpUnO, KaJlbLul;

-  OYHKUMSA TIIedyeHM: YypoBHM AST, ALT, meJiouHoW dochaTaszH,
TraMMa-—-TJUIyTaMuiITpaHchepass, of0Mero M KOHBOTUPOBAHHOTO OMINPYOMHA;

— I[aHKpeaTHUecKHre (QepMeHTH: aMuilasa, Juiasa;

- rnodyedyHad QYHKIMSA: YPOBEHB MOUEBUMHH, KpeaTWMHMHA;

- MeTabolMsM: YPOBEeHL IUIDKO3H, aJbOyMMHa, of0mmux OeJIKOB,
oBmero XOoJIeCcTepuHa, TPUIJINIEPUIOB;

- NnoTeHUIMaJlbHadg TOKCUYHOCTH oIS MBI ; YPOBEHB

KpeaTHQOCOOKMHA SH;
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- YPOBEHD KaJIbIIMTOHVHA (Mapkep C—KJIETOUYHHIX Oy XOJIen
IMTOBUIHOM XeJle3h) TOJBKO B MOMEHT CKPMHMHIA.

4. CepoJIOTMUECKME MCCIelOBaHMA: aHTUI'eH BuUpyca TIenatura B,
aHTUTeJla K BUpycy TenatuTa C.

5. AHaimMs MOuM: YPOBHU  OeJIKOB, TJIIOKO3HI, SPUTPOLUTOB,
JIEMKOLIMTOB, KETOHOBEX Tesl ¥ pH. (AmanTupyeTcd B COOTBETCTBUM C
MCccJIeIOoBaHUAMM C  MHAOMKATOPHOM  TIIOJIOCKOM B MCCJeOoBaTeJIlbCKOM
LIEHTpPE)

- KaueCcTBeHHHN: TecT C MHIOIMKATOPHOM TIIOJIOCKOM  cJenyerT
OCYIIECTBJIIATE Ha CBeXeBHIIYIeHHON rnopumnu oJis KaueCTBEHHOTO
OBHapyXeHMd C IIPUMEeHEeHMeM IIOJIOCKM C peal'@HTOM.

- KomnuecTBeHHHV: KoOJIMUeCTBEHHEE M3MEPEHMA YPOBHS TJIIOKOS3H,
BeJika, COIEepPXaHUS DSPUTPOLUTOBR U JEMKOUUMTOB OyIYyT HYXHE B TOM
ciyudae, KoTIma TeCcT oBbpas3lla MOUM IIOKa3HEBaeT TIOJIOXUT &JIb HEIM
pesysbTaT B OTHOWEeHMM JIOOOT'O M3 BHIIEIEPEeUMCIIEHHHX I[IapaMeTpOoB II0
MCCIIelOBaHM  MOUM C MHIMKATOPHOM  IIOJIOCKOM (HanpuMep, oJisa
IOOTBEPXOEHUSI JIIOOOTO IIOJIOKUTEJIBHOTO pesyjibTaTa I[Ipu TecTe C
VMHOVMKATOPHOM IIOJIOCKOM C IIOMOMBI KOJUUEeCTBEHHOT'O M3MEpeHUd) .

6. AHaJms MOUM Ha HaJudue HapKOTUUECKUX BEMeCcTB:
aMbpeTaMUHOB/MeTaMbeTaMUHOB, apburypaTos, HeH30IMa3ellMHOB,
KaHHabMHOMIOB, KOKaMHa M OIMaTOB.

7. IlpoBa Ha aJIKOT'OJIb B BHIOHXAaEeMOM BO3IyXe.

8. IJIg XeHmIMH, TecCcT Ha 0OeTa-HCG B IjasMe KPOBMU.

9. AHTUTeJla K JIMKCUCeHaTUOV.

10. ByoyT OTCJIEXMBATECS HexeJlaTeJlbHEe ABJICHUS,
CaMOCTOSATeJIbHO coofmaeMele naurvMeHTOM VI HabJmoaaeMEe
VCCIIeIOBaTEJIEM.

11. CranmapTHHe OSKI' B 12 OTBemeHMAX (BesomacHEe 3SKIY)

peruCcTpUpoOBaaM Iocjie IO MeHbmel Mepe 10 MMHYT B IIOJIOXEHMM Jiexa
Ha CIIMHE C I[IpUMeHeHUEeM (TUn  perucTpUpyoIero YCTPpOWMCTBa U
KOMIIaHUD OOOABUTL) YCTPOMCTBA OJA 2JIeKTPpoKapIMOTPaMME. 3JIeKTPOOEB
ByoyT pasMemllaTb B OOMHAKOBOM IIOJIOXEHUMM IJIS Kaxmou 3anmcu OKI' Ha
BCeM IMNPOTIXEeHMM MCCJIeOoBaHMA (MecTa NIPUMKPEeIlJIeHMS OoTBeleHUM OyIOyT
MapKMpPOBaThL HECMHBAEMOW PYUKOM) .

B ciyuae Tpex IIOBTOPHOCTEeM (T. €. HavYaJIbHEM MOMEHT BpeMeHU

B TDU), 3 ECG OyoyT peruMcTpUpoOBaThLCS B IepeZaxX b5 MMHYT IIO
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MeHbey Mepe ¢ 1-MMHYTHHM II€PEepPHBOM MeXxIy 2 IIOBTOPHOCTIMM.

Kaxnas OKI' mpencraBiygaia cobor 10-cekyHIHYIO 3aluchk U3 12
OTBeldeHVM OIHOBPEeMeHHO, B pes’yjbTaTe uero IIoJydalM cJenyiiee.

* OmHy pacneuatky O9KI' B 12 orTBemeHmax (25 mM/c, 10 mm/MB) C
JacToToM CeplIeuHBIxX COKpalleHU, PR, QORS, QT, OLleHKOM
aBTOMATUUECKOM Koppekuuu QTc (Cc T[oMombld YyCcTpowcTBa mnOasa 2KI),
BKJIIOUAKIYID OaTy, BpeMs, WVHMUMAJE W HOMep IallMeHTa, IIOHIKUCH
Bpaua-uccienoBaTesJd ¥ IO MeHblle Mepe 3 KOMILJIEKCa MOJIS KaXIoTo
oTBelleHMA. MeIMUIMHCKOE 3akKJIUeHMe MCCIeloBaTeJId M aBToOMaTUUYeCKUe

3HaueHMd OynoyT perucrpupoBarbca B e-CRF. [JaHHad pacheuaTka OyoeT

oCTaBaTbCA B MCCIJI€eOOBaAaTEJIECKOM ILIeHTpe.

* ludpoBOoe  xXpaHUIIMIIE, KOTOpoe obecleuyBaeT BOBMOXHOCTH
IIOTEeHIMAJILEHOTO OOTOJIHUTEJILHOTO CUMTHBAHUSA LeHTPaJIbHOM
JabopaTopuen 1o SKI': KaX OB HUGPOBOM ban fymer
UOEeHTUOUIIMPOBATHLCH TeopeTHUUeCKUM BpeMeHeM (mDeHb u BpeMmsa

DxxTxxHxx), peaJIbHOM »HaToM ¥ peaJibHH BpeMeHeM (BpeMsa 3alucu),
KOIOOM CIIOHCOPCKOIT'O MCCJIeDoBaHMAa, HOMepoM IHalueHTa (T. e. 3
pazpsgsnaMm) , VMHMLIMAaJIaMA (. e. 3 CHMBOJIAMM ) u HOMEpaMm
MCCIenoBaTesJIbCKOTO 1LieHTpa UM CTpaHH, IOpM HeobxomumocTu. ludpomas
3alMcCh, XPaHWJIMIE IaHHEX U Iepenadva LubpoBOM MHOoOpMauuM (BO BCeX
clydasnax 3alpoOCOB) OOJDKHA COOTBETCTBOBATH BCEM IIPUME HVIMBIM
HOpMaTMBHEM TpebopaHuaMm (T. e. FDA 21 CFR, uywacts 11).
12. VizMepeHMe TJIOKO3H B ILJIJa3Me KPOBM IIPM CaMOKOHTPOJIE

Bcex 1maureHTOB ofecrneuyarT IpuboOpoM IJIS U3MEPEeHUS YPOBHA

TJIIOKO 3L B jiaszme KpPOBHU, COOTBETCTBYIOIMMA MaTepHrajlaMu
MEeIMIIMHCKOIO HalHaueHMa (JlaHLleTaMM, TecT-IIoJIoOCKaMM ¥ T. =O.) U
IHeBHMKaMNU B MOMEHT BMU3UTA V2 (HemeJig -1), YyTOOEL OHU

OCYmMEeCTRBJIAJIM CaMOCTOATEJIBHOE M3MepeHNe YPOBHA IJIOKO3H B IIJIa3Me
KPOBM (nam OoOCymeCTRBRJIAeMOe IOpPpYyI'VMA JIV1LaMu ) n er'o permcrpaluvo.
PJ'IIOKOMeTpBI IOJIXXKHEI OBITH OTKa.J'IMépOBaHBI B COOTBETCTBUUA C
MHCTPYKIMAMYM, IIPMBEIEHHEIMM Ha JIMCTKe—-BRJIaiellle B YIIaKOBKe, M HITaT
MccJjlegoOBaHMA B MCCJIeIOOBaAaTeJIBECKOM LIeHTpe TaKXe OOJIXKeH pPpeIl'yYyJIAPHO
IIpoBepATE IJIKKOMETPHE C IIPMMEHEeHMeM IIpedOCTaBJIEHHEX KOHTPOJIBEHEX

PacTBOPOB IJIA BaJUOalWM IJaHHEIX. B MOMeHT Bu3uTa V2 (Hemens -1)

nauyeHToB ¥ uxX "pebepeHTHOTO (pebepeHTHHX) poauTelis (pomuTeinen)”
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ByOoyT TPEeHMPOBATHL MOJS aKKypaTHOTO M3MepeHuS 3HaueHUM YPOBHA
TJIIOK O 3EI B rnJjiasme KpPOBU C TTOMOIIE 0 TJIDKOMETPA . [TanmMeHTOB
IPOMHCTPYKTUPYIOT, UYTOOB OHM IIPUHOCUIIM CBOM TUIOKOMETPHE C Cobol
IpM KaXIOM BUBUTE B MCCIeIOoBaTeJILCKUM ILeHTpP.

OTBETCTBEHHOCTEIO VCCJIeIOBaTEIA ABJIAETCH OOBSACHEHME
HeODOXOOMMOCTM  M3MEPEHMS YPOBHSA  IJUIKKO3EL B  MOMEHTH  BPEeMeHH,
YKa3aHHBe HMXe. TpeHMPOBKM OyIOyT I[IOBTOPATH BO BpeMsa BU3UTOB
MCcCcJenoBaHMAa TaK 4YacTo, KakK »BTo OyoeT HeoOXOoOMMO, M WMTaT LeHTpa
UccyenoBaHua OyIeT INPpOBEepPAThH INHEBHUMK IallMeHTa IIPY KaXIoOM BU3UTE.
SHauveHUsa  YPOBHA TJIOKO3EL B  IJlasMe KpPOBM OYyOyT UM3MEPATHLCH
HaluuMeHToM/poIuTejieM C [OIPMUMMEHEeHMEM IIPedoCTaBJIEHHOTO  CIIOHCOPOM
TJIDKOMETPAa M PEeIUCTPUPOBaATHLCA B IOHEBHMKEe IallMeHTa.

[NaumeHTa OYyOYyT MHCTPYKTHUPOBATE B OTHOUWEHUNM OCYIeCTBJIEHUS
cIJenynmmMx M3MepeHulM ypoBHS SMPG.

* 3HaueHMe HaTomak II0 MeHblel Mepe 3 pa3a B HeleJon WK
BoJjiee OJ4d IalMEeHTOBR, KOTOPHX JiedaT ©Oa3aJIbHEM MHCYJIMHOM IIO
MeIMUIMHCKMM I[IOKa3aHMAM.

* I, IO BO3MOXHOCTHM, IJA BCeX IIallMeHTOB, KOTOPEX JeuaT
fazaJIbHEM MHCYJIMHOM MJIM He TIPOBOIAT Takoe JeueHMe, BO Bcex
clyyasax, KoT'oa M3MepeHMe CUMTaeTCs IIOJIe3HBM, HalpuMep, BO BCex
cay4yasax, KoIga IalMeHTH OIymakT CUMITOME TUIOTJIMKEMUM, YPOBEHDb
TJIOKO3E B ILJJa3Me KPOBM IOOJDKEH WM3MEPATHCSA NalMeHTOM (MM OPpYIVMM
JMUllaM, B COOTBETCTBYKIMX CJIIy4dadx) .

ITalMeHTH IOOJDKHEL OHITH IIPOMHCTPYKTUPOBAaHH B OTHOIEHUN
U3MepeHnd YPOBHeM IJIOKO3H B IIJla3Me KPOBU IIepell BBeIeHMEeM IJIOKOS3EH
iy noTpeblieHMeM YIJIEBOOOB BO BCexX CJydasax, KoTrga I[IOoIOo3peBakT
TUIIO TJIUMK MU0 (cMm. XX B TIIpOTOKOJE), KpoMe CJIy4YaesB, Korga m3
coobpaxeHnyl ©6e30NacHOCTM HeoOXoOMMa HeMelJleHHas KOHTPMepa B BUIE
BBeleHMd TUIOKOS3H/YIJVIEBOOOB OO MNOOTBEPXIOEeHMA. 3SHaueHuda OyOyT
BHOCUTL B MHIMBUIOYAJLHHM OHEBHUMK IIallMeHTa U [IepeBOoIUTL B e-CRF.

4.3. AHTUTEJIA K JIMKCUCEHATULOY

4.3.1. MoMeHTH BpeMeHM oTOopa ofpaBLoB

BynyT cobupaTe of0pas3ls ILJIa3MH KPOBM OT BCexX IIallMeHTOR,
UTOOH ONpelelMThL aHTUTeJla K JIMKCHUCeHAaTUIy B IOeHb —-1/menb 14/meHb
28/meHr 42 Tepel BBeleHMEeM MCCJelyeMOT O JIeKapCTBEeHHOTO CpeIcTBa.

[TpollenypH oJiAa cbopa, XPpaHeHUsd u TPAHCIOPTUPOBKHA OyoyT
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IpenoCTaBJIeHH B OTIEJIBHOM PYKOBOJICTEE.
4.3.2. KomnuecTBO OOpallioB

Tabauua 3. KonmuecTBO OOpPaBLIOB IUIaBMH KPOBM IJISI OIpenelIeHMsI

AHTUTEeJI K JIMKCUCeHATNOY

AHTUTEJIAa K JMKCUCSHATULY
Bcero oT naumMeHTa 4
Bcero mig naluMeHTOB 96
(n=24)

4.3.3. Ipouenypa obpaboTkm oO0paBloB Ha OOHapyXeHMEe aHTUTEeJ

K JIMKCHUCeHaATnOy

Tabauila 4. BHoaHAIUTUUYSCKUM CIIOCOB

AHanmuT AHTUTEJIA K JMKCHUCEeHaATUIRY
OCHOBHOE BelleCTBO [I;masMa KpoOBU
MeTomomka aHadMs3a BIAcore
Huxusas rpaHmua TPaHMYHOE SBHaUeHUe
KOJIMUECTBEHHOTO
onpenesyieHns
IOranasoH aHalMsa He aKTyaJIbHO
O6beM aHaIMBUPYEMOTO 100 Mk
oBpasua
MecTo npoBemeHUS Ormesn bapMaKOKMHETMKM, OE30MNAaCHOCTM UM MCCJENOBaHUM
fuoaHaJaMsza Ha XxMBOTHHX (DSAR), Sanofi Aventis, ®paHkdypT
3TaJIOHHE croco® RPSMPK-DOHO754-BM1-EN-EO1

4.4. SAPMAKOKMHE TUKA

4.4.1. MoMeHTH BpeMeHM oTOopa obpaBlLoB

MoMeHTH BpeMeHM oTdOopa o00pa31oB IOJd cbopa KPOBM MOXHO HaMTU
B Tabauue 5 M B TIpaduke MOpolenyp Ha IIPOTSXKeHMM IIepuola (pas3med
1.3).

Tabmnuiia 5. OT6op ofbpaBLoB KpPOBU IJist onpenejieHnsI

KC&ﬂleHTTEHHHﬁ JIMKCHUCEeHaTIa B ILJIaBMe KpPpOBU

BpemMms: OH OH30 1H 1H30 2 H 2H30 3H30 4H
(wac/MuuyTa)

T (u) TO =2 TO,5 * T1 T1,5 T2 T2,5 T3,5 T4,5
Busur/JlleHb :

V3/D14 P00 PO1 P02 P03

v4/D28 P00 PO1 P02 P03

V5/D42 POO PO1 P02 P03 P04 P05 P06 PO7

a llepen BBenmeHmem IMP

b HemocpeHOCTBEHHO Ilepell IIPMEMOM CTaHIapTM30BAHHOI'O 3abBTpaka
4.4.2, KonnuecTBo obpasiioB IJist bapMakKOKMHETUUECKUX

ucciaenoBaHUM

Tabmuiza 6. KommuecTBO 0OpaBlIoB

JInkcuceHaTug
(4 x2)+8 =16

OT naumeHTa

Bcero sma mcciemgoBaHMe (n IAaLMEeHTOR) 1l6*24=384

a 4 MoMeHTa BpeMeHM B nmeHp 14 (V3) wm npgeHp 28 (V4) - 8
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MOMEHTOB BpeMeHM B HeHb 42 (Vh)

4.4.3. Tpouenypa obpaboTkm obpaBlioB

CnelMalJibHBEEe MpolledypH IJia cbopa, XpaHeHUSI UM TPaHCIOPTUPOBKU
OOJIXHEL OBITL MIPeOoCTaBJIEHH B JIabOopaTOpHOM PYKOBOICTBE.

Tabauua 7. 0O6s0p mnpouenyp obpaboTkm

O6beM obpaBla KpoOBM 2 M

AHTUKOAT'YJISIHT K3 EDTA

MMpouenyps oBpaBoTkmu CMm. IlpunoxeHme B mnpoTokoJa

PaspesieHne mrasMH KPOBM 2 NpoBMpKM, [IPpM STOM OIHA COINEPXMUT I1O0 MeHblen
Ha aJIMKBOTH mepe 0,5 mn

YconoBusi XpaHeHMSI ILIaBMB -20°C

KPOBU

YcaoBusi TPaHCIOPTUPOBKMU Ha cyxom Jbny

IIasMe KPOBU

4.4.4. BuoaHaIuUTHUYECKME CIIOCOOH

KoHUueHTpauuy JMKCUCeHaTUOa B IJlasMe KpPOBUM OIPelelianu C
[IpMMeHeHeEM BaJIMOVNPOBAHHOTO OBOMHOTO KCHHIOBUU»—MeTONa
TBepnodasHOTO MMMyHODEPMEHTHOTO aHaim3a ¢ LLOQ (HWKHAA TI'paHula
KOJIMUECTBEHHOTO olpenejenus) 5,5 nr/mji u o0BEMOM aHaJIU3UPYEMOTO
obpasua 120 MKJ.

Tabmuiia 8. O630p O6MOAHANIUTUUYECKOI'O CIOCOBa

AxanmuT JIukcuceHaTnUn

OCHOBHOE BelleCTBO [lmasMa KpOBU

MeTommuka aHanmsa "CougBuu"-ELISA ¢ OBYMS aHTUTeJAMU

HuxHAS IpaHuLa 5,5 no/mia

O6eM 120 mMrJ

MecTo npoBeneHUsI Covance laboratories Inc, MauTurnm, opaHuUMS
STaJIOHHHN CcIIocod VA 20151-1130/DOH1317

4.4.5. dapMakKOKMHETHUUECKME IIapaMeTpPH

ByoyT pacCuMTHEBATE CJelyplre OGapMakKOKMHeTUUEeCKMe IlapaMeTprl
C IpYMeHeHMeM HEeKOMMNapTMEHTHHX MeTONOB Ha OCHOBAaHMM KOHIEeHTpalun
B ILJla3Me KpPOBM, IIOJIYUYeHHHX IIOCJIe BBeIOeHMs IIOBTOPHHX IO3.

[lapaMeTpr OyOyT BRKJIOUATL 0e3 OTpaHMUeHUM Cclenyllee.

Tabaniia 9. [lepeueHb bapMaKOKMHETUYECKUX IapaMeTpoOB u
onpeneJIeHnn
[MapamMeTps |lekapcTBEeHHOS OcHOBHOE Onpegnenenne/pacuer
cpencTeo/ananuT BelleCTBO
Crax JIMKCHMCceHaTUg [l1asMa MakcuMaJsibHasa KOHLEeHTpalMa B
KPOBM iasMe KpOBM, I[IOJIydeHHas Ha

IIPOTHAXEHNNM COOTBETCTBYHIEI'O
Inepmuona JIeUdeHNA

Crax JIMKCcHMceHaTHUn [l1asMa Bpema mo pmocTmxeHMA Cp..
KPOBU
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IAUCq_4, 50 JIMKCHUMCeHa T

[l1asMa
KPOBU

I[nmomanes non KpI/IBOﬁI KOHIIEHTPpallMNM
B IIJIa3M€ B 3aBMCHMMOCTNM OT
BPEMEHNM PaCCUMTBIBaJIM IIPM IIOMOIIM
MeTona TpaHeLU/Iﬁ OT HYJIEBOI'O
BpEeMEeHN

(mkaJla JMKCceceHaTHUIa)

no BpeMeHM 4 u 30 MMH. [OocCie
BBEIEeHUS OOSH
4.5. OBBEM OTEMPAMEMEIX OBPASIIOB KPOBU
OBbeM oOpa3lla KpoBU OyIeT IIpencTaBJIeH B Taljule.
Tabauua 10. O6seM oTOupaeMilx OOpPaBLIOB Ha IIAlMEHTA
KonnuecTeo/OBiece
Tun O6seM Ha o6paier 06paBLOBKOJINISCTRO
CepoJsioTMUYeCKMEe MCCJeIOBaHMUS 2,5 M 1 2,5 MJ
AyToaHTHTEJIa 3,5 M 1 3,5 mi
KaJb LM TOHMH 2,0 M 1 2,0 M
R-HCG (ecsam Heo®XOoIMMO) 1,1 Mmn 1 1,1 mn
TeMaToOJIOTMUECKUE 2,0 wm 5 4,0
iccie NOBaHM S
BrUOXMMMUYECKMI aHaJm3 2,5 M 5,0 M
ToJbKO amMmjasza, Juiasa ;5 Mt 10,0 M
HbAlc , 0 Mt 2 4,0 M
YooBeHb IUIIOKOBH B ILJIasMe
p 1,2 w 20 24 M
KpPOBU
dapMaKOKMHE TUKA
P 2 M 16 32 wmn
IIMKCHUCceHaTHUOa
AHTHMTeJla K JMKCUCeHaTUIy 1 mm 4 4 MII
Bcero Oisi nauMeHTa-MYX4YMHH 91 miI
Bcero Onsi NalMeHTKM-XSHIMMHE 92,1 M

MpUBIM3UT eJIb HEIM

oBmmMm

00BeM OTOMpaeMBIX

oBpas3LuoB KpPpOBU VY

neTe M B3POCJHEX cocTabjsgeT 91 m 92,1 MI OJg NalMeHTOB-MYyXUMH U

INIallMeHTOK—XeHIVH

COOTBETCTBEHHO

(MPUBIMBUTEJILHEIM

BCJIeOCTBME

OT@paCHBaeMOﬁ KpoBM IIpM YCTaHOBKe KaTeTepa B KaxOnIn Hepmon).

KommuecTrO OOBEeMa KPOBM Ha BM3UT He OYyHOeT [PeBHIATH 32 MII

BLHICOKOE B MOMEHT BUM3UTa 5).

JomnoJIHUTEeJIbHEe 00pasliEl MOTYT HOoTpeboBaThCH,

(camoe

ecaM Kakom-Jgmbo

ﬂaéopaTopHHﬁ pe3syJieETaT BHEHXOIMT 3a IIpeleJlbl HOPMaJIEHOI'O IOHMalla3OHa

MM B LeJiaxX 0e30IacHOCTH.

4.6. BYIVUEE [PMMEHEHME OEPA3LOB

He mnpenycMoTpeHO.

5. BUBJIVOT'PASUUECKHUE CCHUIKA

1. Druet C,

Levy-Marchal C.

resistance in type 2 diabetes of adolescents.

Metab 2006: 91: 401-4.

Tubiana-Rufi N,

Cheveime D,

Characterization of

Rigal 0, Potak M,

insulin secretion and

J Clin Endocrinol
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2. Miller J, Silverstein JH, Rosenbloom AL. Type 2 diabetes
in the c¢child and adolescent. In: Lifshitz F (ed) Pediartric
Endocrinology: fifth edition, volume 1. New York, Marcel Dekker
2007: pp 169-88.

3. Olansky L.: Do incretin-based therapies cause acute
pancreatitis? J Diabetes Technol 2010; 4:2228-9

4. Schwartz GJ, Mufioz A, Schneider MF, Mak RH, Kaskel F,
Warady BA, et al. New Equations to Estimate GFR in Children with
CKD. J Am Soc Nephrol. 2009 Mar;20(3) :629-37

[lpunoxenne A. YPOBHM KpPOBSHOI'O HOaBJIEHMS C Yy4YeTOM IIoja,
BOBpacTa M pocTa

YPOBHM KPOBSIHOI'O IaBJIEHUS IJIS MaJIbUMKOB C y4YeTOM BOSBpacTa u

IIPOLIeHTMIIA POCTa

Cucrosmmyeckoe BP (MM pT. cT.) Inacroimmueckoe BP (MM pT. cT.)
JompacT l'Ipt:I.neBx-l'Prnn ~TpouerTne pocTa— ~JpoueHTUIL pocTa—
(nem) ! 5-3t | 1031 [25-35031|75-i1 9;' 95-i1| 5-it | 105 [25-4|50-i1|75 31|90 -i1|95 -1
10 50-1 97 98 | 100|102 (103 [105| 106 58 59 60 6l 6l 62 63
90-11 111 (112114115117 |119| 119 73 73 74 75 76 77 78
95-11 1151116 (117119 | 121 [ 122] 123 77 78 79 80 81 81 82
99-11 12211231125 127|128 | 130| 130 85 86 86 88 88 [ 89| 90
11 50-11 99 | 100|102 (104105107 | 107 59 59 60 ol 62 63 63
90-11 113|114 115| 117|119 (120 121 74 74 75 76 77 78 78
95-11 11711181 119|121 | 123|124 | 125 78 78 79 80 81 82 82
99-11 124 (1251271129130 | 132 132 86 86 87 88 89 90 90
12 50-1 101(102]104 | 106|108 109 110 59 60 6l 62 63 63 64
90-11 115|116 118|120 | 121|123 123 74 75 75 76 77 78 79
95-11 119 (1201221123125 127 127 78 79 80 81 82 82 83
99-11 126|127 11291131 | 133|134 | 135 86 87 88 89 90 90 91
13 50-1 104 105|106 | 108|110 | 111 112 60 60 6l 62 63 64 64
90-11 117(118 120122 124 | 125]| 126 75 75 76 77 78 79 79
95-11 121 (122|124 | 128 | 128 | 129 | 130 79 79 80 81 82 83 83
99-11 128 (130|131 |1133| 135|136 137 87 87 88 89 90 91 91
14 50-1 106 (1071109 111|113 (114 115 60 ol 62 63 64 65 65
90-11 120|121 1123 | 125| 126 | 128 | 128 75 76 77 78 79 79 80
95-11 124 (125|127 | 123|130 | 132 132 80 80 81 82 83 84 84
99-11 13111321134 |136|138 139 140 87 88 89 90 91 92 92
15 50-1 109(110 (112|113 | 115 (117 117 ol 62 63 04 65 66 66
90-11 122124 1125|127 | 129 | 130 | 131 76 77 78 79 80 80 81
95-11 126 (1271129 131 | 133|134 | 135 81 81 82 83 84 85 85
99-11 134 135|136 | 138 | 140 (142 142 88 89 90 91 92 93 93
16 50-1 111 (1121114 | 116|118 | 119 120 63 63 64 65 60 o7 67
90-11 125|126 128|130 131|133 134 78 78 79 80 81 82 82
95-1 129 (130|132 134 | 135|137 137 82 83 83 84 85 86 87
99-11 1361371139141 |143 144 145 90 90 91 92 93 94 94
17 50-1 114 (115|116 | 118|120 | 121 | 122 65 66 66 67 68 69 70
90-11 1271128 1130|132 134 | 135 130 80 80 81 82 83 84 84
95-11 131 (132134 |1138| 138|139 140 84 85 86 87 87 88 89
99-11 139 (140|141 | 143 | 145 | 1406| 147 92 93 93 94 95 96 97

BP, KXpOBAHOe IaBJIeHUE



cocraBJjsaerT 1,645 SD,

*  90-¥ [OpOLEeHTUJIb

CpellHeI'O 3SHaUeHNMA.

19

0

cocTamJjgsgeTr 1,28 SD, 95-m1

IIPOLIeHTUIIb

a 99-¥ mnpoueHTHMJIL cCocTarJgsgeT 2,326 SD oT

YPpOBHM KPOBSHOI'O JOaBJEHUSA OIS HOeBOYEK C YydUeTOM BOBpacTa U

IIPOLICEHTUIIA POCTa

Bospace Cucrommmieckoe BP (MM pr. cT.) Imacrosmm4deckoe BP (MM pT. cT.)
(zeT) [pouenTIMI
& BP ~JlpoueHTMNIL pocTa— ~JlpolleHTINIE pocCTa—
' 53| 103 | 227 | 207 |75-32 °07 | 953 | 5-31 | 10i | 227|227 75-34 207 |05 -3
n n " n n n
10 50-1 98 | 99 [100|102|103|104| 105 | 59 59 [ 59 | 60 | 61 | 62 | 62
90-1 112112114 |115(116|118| 118 | 73 T3 (73|74 | 75| 76 | 76
95-1 116|116 |117(119(120|121| 122 | 77 77 77|78 | 79 | 80 | 80
99-1 123(123|125(126(127|129| 129 | 84 84 | 85| 86 | 86 | 87 | 88
11 50-1 100(101|102(103(105|106( 107 | 60 60 | 60 | 61 | 62 | 63 | 63
90-1 114|114 )116|117 (118|119 120 | 74 T4 74 | 75 | 76 | 77 | 77
95-1 118(118|119(121 (122|123 124 | 78 78 [ 78 | 79 | 80 [ 81 | 81
99-1 125]125|126(128 (129|130 131 | 85 85 | 86 | 87 | 87 | 88 | 89
12 50-1 102]103|104|105(107|108| 109 | 61 6l |61l | 62| 63 | 64 | 64
90-1 116|116 |117(119(120|121| 122 | 75 75 (75|76 | 77 | 78 | 78
95-1 119|120|121 (123|124 |125| 126 | 79 79 79| 80 | 81 | 82 | 82
99-1 12711271128 (130(131|132| 133 | 86 86 | 87 |1 88 | 88 | 89 | 90
13 50-1 104|105|106(107 (109|110 110 | 62 62 | 62 | 63 | 64 | 65 | 65
90-1 117(118|119(121 (122|123 124 | 76 | 76 [ 76 | 77 | 78 [ 79 [ 79
95-1 121122123 (124 (126|127 128 | 80 80 | 80| 81 | 82 | 83 | 83
99-11 128(129|130(132(133|134( 135 | 87 87 | 88189 | 89|90 | 91
14 50-1 106|106|107(109(110|111| 112 | 3 63 | 63 | 64 | 65 | 66 | 66
90-11 119|120 121|122 124|125 125 77 7777 |78 | 79 | 80 [ 80
95-11 123]123|125(126(127|129| 129 | 81 81 | 81|82 | 83|84 | 84
99-11 130(131|132(133|135|136( 136 | 88 88 | 891 90 | 90 [ 91 | 92
15 50-1 107(108|109(110 (111|113 113 | 64 64 | 64 | 65 | 66 | 67 | 67
90-11 120|121 | 122|123 (125|126 127 | 78 78 [ 78 | 79 | 80 [ 81 | 81
95-11 124 1125|1126(127 (129|130 131 | 82 82 | 82 | 83 | 84 | 85| 85
99-11 131(132|133(134(136|137| 138 | 89 89 | 90 | 91 | 91 | 92 | 93
16 50-1 108|108 |110(111 (112|114 114 | 64 64 | 65| 66 | 66 | 67 | 68
90-11 121|122 |123(124 126|127 128 | 78 78 [ 79 | 80 | 81 [ 81 | 82
95-11 125|126 127(128 (130|131 132 | 82 82 | 83 |1 84 | 85| 85| 86
99-11 132(133|134(135(137|138| 139 | 90 90 | 90 | 91 | 92 | 93 | 93
17 50-1 108(109|110(111 (113|114 115 | 64 65 | 65| 66 | 67 | 67 | 68
90-1 122|122 |123(125(126|127| 128 | 78 79 79| 80 | 81 | 81 | 82
95-11 125(126|127(129(130|131f 132 | 82 83 | 83|84 | 85| 85| 86
99-11 133(133|134(136(137|138| 139 | 90 90 | 91 | 91 | 92 | 93 | 93
BP, KpPOBAHOe IaBJIeHUE
*  90-¥ [OpouUeHTMJIL cocTaBJageT 1,28 SD, 95-1 TIIPOLEeHTUJbL

cocrapJysaeT 1,645 SD,

CpellHeI'O 3SHa4UeHMA.

[Ipunoxeune B. Cranusa TaHHepa

Knaccudukalms craguil NoJIOBOTO coBpeBaHusi TaHHepa

Knaccubmukralmss craguii M[NOJOBOTC COBPEBaHMUSI Yy HOEeBOYEK

Crangusi

OBoJioCceHMne Jobka

Cragust

MoOJIOYHEE XeJIeBH

Pl

[lpenonpoCTKOBASL

Bl

[IpenonpoCcTKOBAS

a 99-¥ mnpoueHTHMJIL cocTarJgsgeT 2,326 SD oT
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P2 Penkme, cuabo B2 MoJiouHas Xxejiesa UM COCOK
OMIMEeHTUPOBAaHHEE, BOSBHIIAITCA B BUIE
IpAMEIE BOJIOCHL, HeBospmoro OyTropKa; IMaMeTp
PAaCIIOJIOXEHE I10 apeoJitl yBeJIMUMBaeTCH
MeIOMaJIbHOMY Kpakl MaJlblx
[IOJIOBEIX T'y0

P3 BoJsiee TeMHBIE BOJIOCH, B3 MoJsiouHasa xejiesa M apeotia
OHM HauMHAaKT YBeJIMUMBAKTCHA, MX KOHTYPH He
KypYaBUTbLCH, MX OTPaHNUMBAKNTCHA
KOJIMUEeCTBO
yBeJIMuMBaeTCcs

P4 KecTkmre, KypuyaBHE B4 ApeoJla M COCOK GOpMUPYIOT
BOJIOCH, OOWMJIbHBIE, HO BTOPUUYHBLI OYyTOPOK
X KOJIMUeCTBO MeHblle,
yeM Y B3POCJHBIX

P5 Bojsioce B3poOcCJOTO THIIA B5 SpeJjiasg; COCOK BHCTyIaeT,
B BUOE TpeyIr'oJIbHUKAE, apeoJia CoCTaBJIgeT UYacCTb
PacCIpOCTPaHAKNTCA Ha ofmero KOHTypa MOJIOUHOM
MeIOMaJIbHYyl [NOBEPXHOCTb KeJle 3bl
Benep
Knaccupmxaumss crammii MOJOBOT'O COBPEBAaHMS Yy Malb4YMKOB

Cragusi |OBoJsioceHMe Jobka Cragusi [Suxkm

Pl OTCcyTCTBYyET T1 [IpennonpoCTKOBAaS

P2 Penkme, OJIMHHEBE, T2 YBeJIMUeHMe MOIOHKM, KOXa
cyerka CTAaHOBUTCS POBOBOM,
NMIMEHTUPOBaHHBIE TeKCTYPUPOBAHHON
BOJIOCHI

P3 BoJsiee TeMHBIE BOJIOCHI, T3 Bosiee kpyIHBE
OHM HauMHamT
Kyp4YaBUTbCS, MUX
KOJIM4YeCcTBO HeboJiblioe

P4 HanoMmHaeT BS3POCJILIA T4 Bojsiee kpyIHBE, KOXa MOWOHKU
TUII, HO MeHbllee TeMHeeT
KOJIM4YeCcTBO; I'pyOble,

Kyp4YaBHEe
P5 PacnpenesneHue 1o T5 Bspocaeni pasmep

B3pOCJIOMY THILY,
PacnpoCTpaHaTCsS Ha
MeIMaJibHYl IOBEPXHOCTDH
Genep
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BEJIOK
JIckyccTBeHHasa

ne3-Pro36-skcennuu-4 (1-39) -Lys6-NH2

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

<210>
<211>
<212>
<213>

<220>
<223>

<400>

35 40

2

39

BEJIOK

Heloderma suspectum

SxceHIMH-4-NH2

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



192

$OPMYJIA MBOEPETEHNA

1. JMxcuUceHaTun M/UiIM ero OdapMalleBTUUeCKM IOIpueMieMasd CoJib
OJI9 NPVMMeHeHUSa B I[IeIVaTpPUu.

2. JIMKcHceHaTUI W/MIM eTo odapMalleBTHUUeCKM IIpreMiieMas CoJib
oJis [IpVIMeHEeHM S 1o . 1, Tae JIMKCHICEHATHU n/nnm ero
bapMalleBTUUYECKHA npremMiieMa s COJIb BBOOATCSA B KauecTBe
OOMIOJIHUTEJIEHOM TepaluM K MeTOOPMUHY MU/MUIM eTo (GapMalleBTUUYeCKN
IpUeMIIEMOM COJIU .

3. JlMKCcUceHaTHI u/Wir ero d(apMalleBTUUECKM IIpUeMJIeMas CoOJIb
OJI9 NOPUMEHEeHMS IO II. 2, The MeTOOpMMH U/MiIM ero dapMalleBTUUYeCKU
npmuemMiieMas COJIb IIOJIYUYEHE OJIS [1epopaJibHOT'O BBEIOEeHMUSA.

4. JluxkcuceHaTun u/Wir ero dapMalleBTUUECKM IpUeMJIeMas CoJIb
OJIS I[pUMeHeHUAa I[I0 JboMy M3 OPelbOylMxX I[IYHKTOB, I'le BO3pacT
nauyeHTa, HyXOaKlel'oCda B IIeIMaTpUUeCKOM JIeUeHMM, COCTaBJIAeT II0
MeHbIIEM Mepe 10 JieT.

5. JIukcuceHaTUI WU/WUIM eTro dGapMalleBTUUECKM OpuemiieMas CoOJIb
OJIg IIpUMeHeHUA I[I0 JIboMy M3 OPelHOylMxX I[IYHKTOB, I'le BO3pacT
naumMeHTa, HyXOanmeroca B IIeOIMaTPUUEeCKOM JIeUeHUH, COCTaBJIgEeT
MeHee 18 JeT.

6. JIMKCcHUCeHaTUn u/MUiIM eTro OQapMalleBTHMUECKU IIpueMiIeMasd CoJlb
OJI9 IOpUMMeHeHUS o JiodoMy M3 Opelbdymux IOIYHKTOB, T'Ie I[IalMeHT,
HyXDalomMMics B [OeOIuaTpUuecKoM JIeueHUM, CTpalaeT OT CcaxapHoTo
omabera 2 TuHIA.

7. JUKCcUCceHaTHI U/WIKM ero dpapMalleBTUUECKM IpueMJieMas CoJIb
OJg TIpMMeHeHMd [0 II. 6, TIe caxapHeM 1uadeT 2 Tuna OB
IVarHOCTUPOBAH II0 MeHblley Mepe 3a Tpu Mecdla.

8. JMKCUCeHaTMn MU/UIM eTro OdapMalleBTUUECKU IOIpueMieMasd CoJlb
IOJIs [OIpUMeHeHMs IO II. 6 MIM II. 7/, TDHOe caxXapHeM IuadeT 2 TUIla He
KOHTPOJMPYETCH IO OJDKHEIM oBbpa3oM c MTOMOIIL 0 MOHOTepalunu
MeTQOPMMHOM, C IIOMOMBK MOHOTepanuu Oas3alJIbHEIM WHCYJIMHOM WJIM C
NOMOIIBEKD KOMOMHALIMM MeThopMMHa M 0as3aJIbHOT'O MHCYJIMHAE.

9. JIMKCUCeHaTMOn MU/UIM eTro OdapMalleBTUUECKU IOIpueMieMasd CoJib
OJI9 T[pUMeHeHUS o JdOoMy M3 OPpelHdymMx [IYHKTOB, T'Ie IIalueHT,
HYyXDAMUNCA B HeIMaTpUUeCKOM JIeueHUM, MMeeT OXUPpeHUe.

10. JMxcuUceHaTun Hu/MUIM eTo dpapMalleBTUUECKM IpUueMiIeMas CoOJIb

IOJIAd TIIPpMMEeHEeHMA IIO0 JIOOMY M3 IIpedenynrX IIYHKTOB, TI'Ie MHIEKC MaCCH
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TeJla lalMeHTa, HyXIanlel'oCd B IIeOMaTpPUUYeCKOM JIeUeHMM, COCTaBJIsgeT
no Menemer Mepe 30 Kr'/M? MM IO MeHbmel Mepe 31 kr/m?.

11. JuxcuceHaTun u/mUiaM ero dapMalleBTUUEeCKM IpremIeMas COJIb
0JI [IPMMEHEeHUs I[10 JIIOOMYy M3 NPEeNHOYyIUX IIYHKTOB, I'Ie JIMKCUCEeHaTHUI
BBOOUTCSA NpUOIU3UTeJIEHO 3a 30 MMH. OO 3aBTpaka.

12. JukcuceHaTun u/uiaM ero dGapMalleBTUUECKM IpremIeMas COJIb
0JI IIPMMEHEHMSA I[I0 JIIOOMYy M3 IIPelHOYIUX IyHKTOB, I'Ie Ha MOMEHT
Havajla JIedeHMs C IIOMOUWbI JIMKCHCeHaTuIa ¥/ Mmin ero dapMalleBTUYeCKU
IpUEeMIIEMOM COJIM KOHILEeHTpalMsa IJIOKO3HE B IIJJa3Me KPOBM HaTomak Yy
nauyeHTa COCTaBJIAeT II0 MeHblleld Mepe 8 MMOJIB/JI MM IO MeHbIen
Mepe 8,5 MMOJIL/JI.

13. JuxcuceHaTun u/muiaM ero dbapMalleBTUUECKM IpremeMas COJIb
0JI I[IPMMEHEHMA I[I0 JIIOOMY M3 IIPeOHOYyIMX I[IYyHKTOB, I'Ie Ha MOMEHT
Hauvaja JIeueHMs C IIOMOmbI JIMKCHCEeHaTuma Wu/UiIy ero odapMmalleBTUUeCKU
IpMeMJIEMOY COJIM KOHIeHTpalMsd IJIOKO3H B ILJIa3Me KpPOBM uUepes 2 yaca
nocjie IIpMeMa MMM Yy IHallMeHTa COoCTaBJgeT II0 MeHbme¥ Mepe 11,1
MMOJIb/JI MM IO MeHbIlel Mepe 12 MMOJIb/JI.

14. JluxkcuceHaTun u/WIM ero OdapMalleBTUUECKM MIpreMiIeMas CoJib
0JI9 T[PMMEHEHMA II0 JIoOOoMYy M3 IIPEelHOYyIMX I[IYyHKTOB, I'Ie Ha MOMEHT
Havajla JIedyeHUsS C IIOMOUmbI JIMKCHCeHaTuna u/ MM ero dGapMalleBTUUeCKN
IpreMIIeMOM COJIM OTKJIOHEeHMe YPOBHSA TUIDKO3H Yy IMallMeHTa COCTaBJIAeT
[0 MeHbIlel Mepe 3 MMOJBL/JI, HOPM STOM OTKJIOHEHMEe YPOBHSA TUIIOKO3H
npencTaBJigeT coOo¥ pasHMIy MexXOy KOHIeHTpalMel IJIOKO3H B IlJIa3Me
KpOBM uUepe3 2 uYaca I[I0oCJe IpueMa OUIM M KOHIeHTpallMel TJIIOKOS3H B
jasMe KpOoBUM 3a 30 MMHYT Iepell HNPOOHEM IIPMEMOM IIMIIN.

15. JlukcuceHaTun u/UiIM ero GapMalleBTUUEeCKM IpremIeMas COJIb
0JIg I[IPMMEHEHMHI II0 JIIOOMY M3 IIPelHOYyIUX I[IyHKTOB, I'le Ha MOMEHT
Havajla JIeueHUsS C IIOMOUWbI JIMKCHCeHaTuna /MM ero dGapMalleBTUYeCKU
IpUeMIIeMOM COJIM 3HaueHMe YpPOoBHS HDbA;. y [alMeHTa COCTAaBJISET IO
MeHBIIEM Mepe IpUOIM3UTENBRHO 7%, I[I0 MeHbIeM Mepe IpUOIU3UTENBHO
7,5%, 1O MeHBNeM Mepe NOPUBIU3IUTEILHO %, TI[IO MeHBIEW Mepe
OpuBIM3UTENIbHO 8, 5%, O MeHbIleV Mepe NPUOIMU3UTEJIEHO 8, 65% MM 1o
MeHbIIe Mepe NPpUBIM3UTEJILHO 9%.

I[Io DOBepeHHOCTH
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@urypa 1 - I'paduueckoe nzodpakeHue iaHa uccjae0BaHus u3s npumepa 1

TP 1 1lepuon TP 2 1lepuon TP 3 1lepuon EOS
JUKCHCEHA- OTMBIBKA JIMKCUCEHA- OTMbIBKH JUKCUCEHa- || OTMPIBKA
CxpuHHHT THI MITH orlao7 THI HIH orluo7 THI W orl o7 D2-D7
mane6o e mwanebo FHEH mwrane6o AHeH mociie TP3
4

¢ D-30 mo D-2* ) 61 \ 6 \ 61 \(1 AHanmm3 MOYH
1. Brmouenue 1. IloctymicHue 1. TToctymneHue 1. Toctrymienue Jlabopatoproe
2. llommcrmarnue || 2. [Tposepka 2. ITposepka 2. ITposepxka HCCJICIOBAHUC KPOBU
HH(pOPMHUPOBaH- BKJIFOUCHHS BKJIFOUCHUS BKJIFOYCHHUA

HOI'0 Corjiacusa

3. Panpomm3anus
4. 3abop oOpa3uoB
KPOBH 1151 OLICHKA
PD/PK

5. Mupexuus
HCCJICAY EMOTO
JICKAPCTBCHHOTO
CpeacTBa

6. ITpoOHbIif mpHeM
SKHIKOH ITHIIA

7. Bemucka

-

3. 3abop oOpa3uos
KPOBH TSl OLICHKH
PD/PK

4. apexuus
HCCIICYEMOTO
JICKAPCTBEHHOTO
CpeacTsa

5. TIpoOHsbIi preM
SKHJIKOH TTHIIH

6. Brimucka

/

\_

/

3. 3abop 00pa3uos
KPOBH 1151 OLCHKH
PD/PK

4. apexuus
HCCIIEIY EMOTO
JICKAPCTBEHHOTO
CpencTBa

5. IIpoOHsIi mpueM
JKUIKOH TTHIIH

6

KB1>11mcm

\-

4

@urypa 2 - 3 KapTpuEKa AJ51 HHbEKIUI
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@urypa 3 - IIpouenTH/i BO3pacTHOro HHAeKca maccol Tesa (BMI) ¢ yuerom noJia:
MaJbuuku oT 2 10 20 jer
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®urypa 4 - IlIpouenTnsmm Bo3pacTHOro uiaekca maccol tejia (BMI) ¢ yuerom
noJia: AeBouKku ot 2 10 20 jer

5V - BMI
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YpoBeHb rIH0K03bI B IUIa3Me KPOBH (MMOJIB/JT)
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®urypa S - Cpeanee 3HaueHue £ SEM ypoBHS III0K03bI B IJ1a3Me KPOBH 1JIs1
rpynnsl JICYCHHUs Y B3POCJIbIX NALUEHTOB - OLleHnBaemMasi B 0THoweHuu PD
MOMYJIS LS
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3anIaHNPOBAHHBIIT MOMEHT BpPeMeHH
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YpoBeHb rII0K03bI B IUIa3Me KPOBH (MMOJIB/JT)

5/16

@urypa 6 - Cpeanee 3HaueHue = SEM ypoBHSI rJ110K03b1 B IJIa3Me KPOBH J1JIs1
rPyNIbl JIeYeHUs y NAlHEeHTOB JAeTCKOr0 BO3pacra - OleHnBaeMas B
oTHomwieHny PD momysinms

4 | 4 ¥

v ¥ ) L L
TOH TOH30 T1H T1H30 T2H T2H30 T3H30 T4H30

3anIaHNPOBAHHBIIT MOMEHT BPeMEHH

ILmaned0 = = «w w w5 MKT JIJHKCHCEHATHJA— — — = 1( MKI JINKCHCEHATHIA ]

IBHI{ Je4eHH sl
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Durypa 7 - MennaHHoe 3HaUeHHEe YPOBHS IVIIOKO03bI B IJIa3Me KPOBHU (MMOJIb/JI)
JJIS1 TPYNNbI JIeYeHHsl Y B3POCJ/IbIX MALUEHTOB - OlleHnBaeMasi B oTHomeHuu PD
MOy JISIIUS

HeoOpaboTanHbie 1aHHBIE — MeIHAHHbIE 3HAYEHHS

18 -

YpoBeHb IH0KO03bI B IJ1a3Me KPOBH (MMOJIb/JT)
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YpoBeHb [JIKKO03bI B IUIa3Me KPOBH (MMOJIb/J1)
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@urypa 8 - MeauaHHoe 3HaYeHHe YPOBHS IVIIOKO03bI B IJIa3Me KPOBH (MMOJIb/J1)
JJISl TPYNIbBI JIEYeHHs Y TAINEeHTOB IeTCKOr0 BO3PacTa - OlleHuBaeMasi B
oTHomieHnu PD nmonyssiiust

HeoOpa6oTrannbie 1aHHbIE — MEJHAHHBbIE 3HAYEHHS
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@urypa 9 - MequaHHoe 3HaYeHHe YPOBHS IJIIOKAroHa (Hr/Jj) AJjsi rpynnbl
JIeYeHHUs Y B3POCJIbIX MALHEHTOB - OlleHnBaemasi B oTHoweHuu PD nonyasimus

Heo0Opa6oTanHbie faHHbIE — MEAHAHHbBIE 3HAYEHHS

18

16

Yposens rirokarona (Hr/n)
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MomeHT BpeMeHn
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1 2 3



Yposens rirokarona (Hr/n)
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®urypa 10 - MeqnanHoe 3HaUeHHE yPOBHS IIIOKAroHa (Hr/J1) AJisi FPynIbl
Jie4eHH sl Y NAUMEeHTOB IeTCKOro BO3pacra - oueHnBaemasi B 0oTHomenuu PD
MOMYJISALMUSE

HeoGpaboTanHble 1aHHbIE — MeIHAHHbIE 3HAYEHHS
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@urypa 11 - MeguanHoe 3HaYeHHe YPOBHS HHCYJIMHA B IJ1a3Me KPOBH (MIMOJIb/J1)
JJISI TPYNIBI JIEYeHHs Y B3POCJIbIX MANNEHTOB - OlleHuBaeMasi B oTHomeHuu PD
MO JISIAS

HeoGpaboTanHble 1aHHbIE — MEIHAHHbIE 3HAYEHHS
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Yposenb uHCyJIHHA (TMOJIB/JT)
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@urypa 12 - MeauaHHoe 3HAUEHHE YPOBHS HHCYJIUHA B ILU1a3Me KPOBHU (MMMOJIb/JT)
JAJIS1 TPYINbI JIEYeHNsl Y MAIUEHTOB JIeTCKOro BO3pacra - olleHuBaeMasi B
oTHomwieHnu PD nmonmynsimust

HeoOpa6oTanHbie 1aHHbIE — MEJHAHHBbIE 3HAYEHHS
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@urypa 13 - MequanHoe 3Ha4enue yposHs C-nenruaa (HM0JIb/J1) aJst
rPYNIbI JIeUeHus Y B3POCJIbIX MAIIMEHTOB - OIleHNBaeMasi B 0 THOIIEHUHU
PD nonyasiiusi

HeoGpaboTanHble 1aHHbIE — MEIHAHHbIE 3HAYEHHS

Yposens C-nenrtuaa (HM0JIb/J1)
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@urypa 14 - MeauanHoe 3HaueHue ypoBHs C-nentuja (HM0JIb/J1) AJs

rpynnbl JICYeHHs Y B3POCJIbIX MALUEHTOB - OLleHnBaeMasi B oTHomeHuu PD-

Yposens C-nenrtuaa (HMO0JIb/)

HOITY JJIAIU A

Heo0Opa6oTaHHbie faHHbIE — MEJUAHHbIE 3HAYEHHS

I T 1 1 I
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MoMeHT BpeMeHH
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Cpennee 3nauyenue (SD) KOHLIEHTpAIMK JTUKCUCEHATHIA

B TUTa3Me KpOBH (IIr/mit)
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@urypa 15 - Cpeanee 3Hauenne (+ SD) KoHUEHTpauMii JTUKCHCEHATHIA
B ILJIa3Me KPOBHU B 3aBUCUMOCTH OT JieueHHUs (MOJIHAS MOy JIsSILUs st
ouneHku PK, iuHeilinasi mkaJjia)

pe

3
1

15 2 25 3 35 4 45 5 55 6 65

HomunanbHOe BpeMs (4)

1 -4 10 MKTr JUKCUCEHATHUA, AETH 3 55 mkr JIMKCUCEHATUAA, JeTH

2 -@- 10 MKT JIMKCHCEHATU/IA, B3POCIIbIE 4 —©-5 MKr IMKCHCEHATH A, B3POCIbIE



Cpennee 3Hauenue (SD) KOHIIEHTpAIMH JTUKCHCEHATH A
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@urypa 16 - Cpeanee 3Hauenue (+ SD) KoHLIEHTpauUii JTUKCHCEHATUIA B
Jia3Me KPpOBHU B 3aBUCUMOCTH 0T JieueHus (oueHnBaemasi B oTHomeHun PK
MOy JIsIlUs, JJUHeHHAasl IKaJa)
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B TUTa3Me KpOBH (Ir/mit)
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HomunanbHoe Bpems (4)

1 —@-10 MKI JIUKCUCEHATHUA, NETU

2 —@-10 MKI TUKCHCEHATHA, B3POCIbIe

3 -&-5 MKr JIMKCHUCEHaTHUaa, JETH

4 -O-5 MKT TUKCHCEHATHA, B3POCIIbIE
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@urypa 17 - I'padpuueckoe uzodpaxeHue njiaHa uccjae10BaHus U3 npumepa 3

gy oooeee

C . IHocnenyromee

KpUHHIHIOBBIM ICPHON  TTepuox 1BOHHOIO CENOTO EUEHUs  pafmoneHue
i (mo 3 neness) : (6 HeJeJib) ; (3 mHs)
] : = :
5 E i :
i EF PYIIIA JIHKCHCEHATH/IA i i
i ' i ;
: ' 10 Mxr 20 mkr__; E
i ' 2 Henenm | !
i 1 2 HeaeJIH ! !
; 1 2 Henpeu ' i
] i i
E i ; Oxonuanue
f‘ ; i HCCJIe0BAHHS
| | i

(

i {PYIITIA IVIALIEBO* :
! 1
; |
-3

Heneas: -1 1 2 4
JeHb: -1 1 14 28 42 45
Busur: 1 2 3 4 5 6 7

R: pannomuzanus f Busur B uccnenoBaTenbCKUil LEHTP
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