MUHUCTEPCTBO 3/IPABOOXPAHEHMSI POCCUHCKOM ®EJEPALIUA
HHCTPYKIUSA 1O MEJULIUHCKOMY IPUMEHEHHUIO
JIJEKAPCTBEHHOI'O IIPEITAPATA
O3zemnuk®

PerucrpanuoHHblii HOMeEp:

Toprosoe nanmenoBanue: O3eMnuk®

Mexaynapoanoe HeNaTeHTOBAHHOE HANMEHOBAHHE: CEMArIlyTU/L

JlexapcTBeHHas popma: pacTBOp [UIs TOJAKOKHOIO BBEACHHSA

CocraB

B 1 M npenapara coaepx uTcs:

Oeticmeyioujee sewyecmego: ceMaraytu 1,34 mr;

ecnomozamenvuble Geujecmsa; NMHATPHUS Tuapodocdar TUruaApar, MpOIMHICHITHKOIb, GeHol,
XJIOPUCTOBOIOpOIHas kucioTa (fuis koppekuuu pH), Hatpus ruapokcun (11s koppekiuu pH),
BOJIA JUISL UHBEKLIUMN.

Jlna wnpuy-pyuxu Ozemnux® 0,25 m2/003a uu 0,5 m2/003a:

B oiHOM TNpeaBapUTENIbHO 3aMOMHEHHON IMIMPHI-pydyke 00BEMOM 1,5 Ml comepX uTcs 2 Mr
ceMariayTH/ja.

JIns wnpuy-pyuxu Ozemnux®™ 1 me/oosa:

B o/HOW mMpeaBapuUTENbHO 3alOJHEHHOW MINMpPUIl-pydke o0O0BEMOM 3 M1 coaepkuTcs 4 Mr
cemMariayTH/a.

Onucanune

[Ipo3pauHbIii 6eCcIBETHBIN MU MTOYTH OECIBETHBINA PACTBOP.

MapmakoTepaneBTHYECKasi TPyNna

['MnorIMKeMHYECKOe CPeACTBO — aHAJIOT IiIroKaroHonoaooHoro nentuaa-1 (I'TIH-1).

Koax ATX: A10BJ06.

dapmako./10ruiecKue CBoicTBa

Cemarnytua sBisercsi aronuctom peuenrtopos I'TIII-1 (I'TIII-1P), npoussea€unbiM mMeTOAOM
ouorexnonoruu pekomburanTHoi JIHK ¢ ucnonb3oBanuem mramma Saccharomyces cerevisiae ¢
MOCIEAYIOUIENR OYUCTKOM.

Cemarnytua npejacrasiser coboi anamor [TII-1, umerommit 94% roMo/IOrHYHOCTH €
gyenoBedeckum [TIII-1. Cemarnytun neiictByer kak aronuct [TIII-1P, xoropsiit cenekTuBHO
cs3piBaercs u aktuupyet [ TIIT-1P. T'TIIT-1P cinyxut mumensto st HatusHoro I'TIT-1.

['TITI-1 sBasieTcs GpU3MOIOrHYECKHMM FOPMOHOM, OKa3bIBAIOIIUM Cpa3y HECKOIbKO d(dexToB Ha
PEryJsIHMiO KOHIIEHTPAIIMU TJTIOKO3bI U AIIETUT, a TaKXKe Ha CEPIACYHO-COCYIUCTYIO CHCTEMY

(CCC). Biusinue Ha KOHIIEHTPALMIO TITIOKO3bI U anmneTuT creruduyecku onocpeaosano I'TII-1P,



C.2
PACMONIOKEHHBIMH B TO/DKEIYJIOYHOM JKele3e M TOJOBHOM Mmo3sre. (DapMakoJIOoruyecKkue
KOHIIEHTPALMK CeMariyTHIa CHHXXAIOT KOHIEHTPALMIO TIJIIOKO3bl KPOBH M Maccy Tena
nocpeactBom coderannst pdexroB, omucannbix Huwke. ['THI-1P mpeacrasieHbl Takke B
cnenuduIecKux 00JIaCTAX CEpANa, COCY0B, KMMYHHON CHCTEMbI H TIOYEK, IAC HX aKTHBAIIAX
MOJKET OKa3bIBaTh cepiieuno-cocyauctbie (CC) # MEKPOLMPKYIATOPHBIE 3 HEeKThi.
B ormune ot aatusroro ['TII-1, npouiéHHblil epruoA moinyBbIBeIeHUS cemMarayTuaa (okoso 1
HEJIeNN) TI03BOISAET PUMEHSTH €ro MOAK0XHO (11/K) 1 pa3 B Heemo. CBa3bIBaHUE C ATLOYMHHOM
SBIISICTCS. OCHOBHBIM MEXAHHW3MOM JUIMTEIBHOTO JCWCTBUS CEMariyTH[Jd, 4TO IPHBOJUT K
CHWIKEHHIO BBIBEJICHHS €r0 MOYKAMH M 3alriaeT oT Metabonuueckoro pacnaaa. Kpome toro,
ceMarayTu/1 CTabHJIeH B OTHOLIEHAH paciierieH s GepMEHTOM JHIEeNTH IMIIENTU1a301-4.
CemariiyTHJl CHHXKAET KOHIEHTPALMIO TJIIOKO3bl KPOBHM MOCPEACTBOM [IIIOKO303aBHCHMBIX
CTUMYJISILIAM CEKPE[MH MHCYJIMHA W MOJABICHUS CeKpeluH riokarona. Takum oOpasom, npu
MOBBIIEHHH KOHIIEHTPAIIMU TJIFOKO3bl KPOBU MPOMUCXOOUT CTUMYJISAIUS CEKPEIUH HHCYJIMHA W
MO/IaBJIEHUE CEKPEIUH TIOKarona. MexaHu3M CHHIKCHHS YPOBHS IJIMKEMHH BKJIHOYACT TAKKE
HeOOJIBIIYIO 3a/IEPKKY OMOPOXKHEHHS JKETyIKa B paHHe# moctnpanauansHoi dase. Bo Bpems
THIOTJIMKEMMHA CEMArlyTH] YMEHbBIIAET CEKPEeLUWIO0 HHCYJIMHA M HE CHHIKAET CEKPEUHUIO
TJIIOKaroHa.
CeMaryyTu/l CHH)KaeT OOLIYI0 MaccCy Tela U Maccy JKHPOBOHM TKaHH, yMEHbIIas MoTpedieHue
sHepruu. JlaHHBI MEXaHHW3M 3aTparuBaeT oOllee CHHXKEHHME allleTHTa, BKIIOYas YCHJICHUE
CUIHAJIOB HACBIEHUST W oOcjablieHHe CHUIHAJIOB ToJiofa, a TakkKe YJIy4lIEHHE KOHTPOJIS
NOTpeOICHHs MUK U CHIKEHHE TArd K muiie. CHUKAETCS TAaKKe HHCYJIHHOPE3UCTEHTHOCTD,
BO3MOXHO, 3a CYET yMeHbIIEHHss Macchl Tena. [loMMMO 3TOro, ceMariayTua CHHXKAeT
NpeANoYTeHHe K NpUEMY MHUIIM C BBICOKMM COJEp)KaHMEM JXMUpPOB. B uccienoBaHusx Ha
’KUBOTHBIX OBUIO TOKA3aHO, YTO CEMAriyTH IOrJIomaercss crnenu@uyecKuMu 001acTIMu
rOJIOBHOTIO MO3T'a M YCHJIMBAET KITFOUEBbIE CUTHAIIBI HACHIIIIEHUS U OC/IA0IAET KIIFOUEBbIE CHTHAIIBI
rosojga. Bo3nelcTByss Ha H30JMPOBAHHbIE YYacTKM TKaHEHW TOJIOBHOIO MO3ra CemariyTha
aKTHBUPYET HEHPOHBI, CBS3aHHBIC C YyBCTBOM CBITOCTH, W IIOJABIISET HEHPOHBI, CBS3aHHbBIC C
4yBCTBOM T'0J10/1a.
B wimandeckux wuccrnenoBanusx (KM) cemarnyTu okasbiBall IOJIOKHTEIBHOE BIHSHHUE Ha
JMIMABI TJ1a3Mbl KPOBH, CHMXKAJI CHCTOJIMYECKOE apTepHaibHoe jaasiaenue (AJl) u ymeHbian
BOCIAJICHHUE.
B  uccienoBaHMAX Ha OJKHBOTHBIX CEeMariyTH/ IMOJABISET pPa3BUTHE aTEPOCKIECpO3a,

Npeaynpeskaas aibHelilee pa3BUTHE A0PTATBHBIX OJIAIIEK H yMEHbIIAs BOCHIAIICHUE B OJIsIIIKAX.
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®apMakoIHHAMHKA
Bce ¢dapmakognHamMuyecKHe HCClIeIOBaHUS ObUIM TNpoBeleHBL nocjie 12 Heaenb Tepanuu
(BKIOUAS TIEPHO/L YBEIMUCHHS 1036} B PaBHOBECHOH KOHIICHTpalMH cemarnyTuaa 1 mMr 1 pas B
HEJIeIO.
YpoBeHb INIHKEMHH HATOMAK H NOCTNPAHAHAILHBIH YPOBEHb INIHKEMHH
CeMarnyTuj CHH)KaeT KOHIEHTPAIHMIO [IIOKO3bl HATOIIAK M KOHIEHTPALMIO IOCTIIPaHHaIbHON
rmoko3el. [lo cpaBHeHHIO ¢ mnanedo Tepanus CeMariIyTHIOM | Mr y MalMeHTOB C CaXapHbIM
quaberom 2 tuna (C/[2) npuBena K CHHKEHHIO KOHLEHTPALMM IUIIOKO3bI C TOYKH 3DEHHS
abCOIFOTHOrO M3MEHEHHMsSI OT UCXOIHOTO 3HAYEHHS (MMOJB/JT) ¥ OTHOCHTEIBHOIO CHHIKEHHS 110
CpaBHEHHMIO C U1ane6o (%) B OTHOMIEHUHU: KOHIICHTPAIMH ITI0K03bI HaTowak (1,6 Mmous/1; 22%);
KOHIIEHTpAIMK TIIOKO3bI Yepe3 2 4aca mocie npuéma mumm (4,1 mmous/n; 37%); cpeanei
CYTOYHOM KOHIEHTpauu 11oko3sl (1,7 mmons/n; 22%) W NOCTIPaHAMAIbHBIX I[HMKOB
KOHIIEHTpalMd rmoKo3el 3a 3 mnpuéma muom (0,6-1,1 mmouns/n). CemariyTua CHEXal
KOHIIEHTPALIKIO TIIOKO3bl HATOLIAK MOC/IE€ BBECHHS IEPBOMU J03bI.
@Oyukuus 6eTa-KJIETOK MMOIKe/Ty/109HO# ’Kejle3bl H CeKpelHsi HHCY/JIHHA
Cemarnytu yiydinaer GyHKIMIO OeTa-KJIeTOK MOoKeTy 104HOH Kee3sl. [lociie BHyTpuBEHHOrO
CTpYHWHOTrO BBeJeHHUs IOKO3bl mammeHTaMm ¢ CJI2 cemariyTua MO CpaBHEHMIO C IUIanedo
yaydilal TEepBYIO W BTOpPYIO (a3dy HMHCYJTHHOBOTO OTBETAa C TPEXKPATHBIM U JBYKPaTHBIM
MOBBIIIIEHUEM, COOTBETCTBEHHO, U YBEIIMYMBAJI MAKCUMAJIbHYIO CEKPETOPHYIO aKTUBHOCTh OeTa-
KJIETOK IO/DKETYIOUHOM JKeNle3bl IOCJIEe TecTa CTUMYJSIUH apruHuHoM. Kpome Toro, mo
CPaBHEHHUIO ¢ TU1anedo Teparnus CeMarilyTHIOM yBEJIMYMBAET KOHLIEHTPALMH HHCYTMHA HATOIAK.
Cexpenusi r;il0KaroHa
CemaryiyTuJi CHHXKAeT KOHLEHTPAIMIO T[JIIOKaroHa HATOIAK M  MOCTIPaHIHaIbHYIO
KOHIIEHTpALUKO rokaroa. Y namueHtoB ¢ CJI2 cemariyTua OpPUBOAMT K OTHOCHTEIBHOMY
CHMDKEHHIO KOHIIEHTPAIMU TJIFOKAroHa IO CPaBHEHHMIO ¢ IUIanedo: KOHIEHTpAlMU IUIFOKaroHa
Haromak (8-21%), nmocrnpannaIbHOrO riItoKaroHoBoro orsera (14-15%) u cpeaHed cyTo4HOM
KOHIIEHTpaluy riokarona (12%).
I'10K0303aBHCHMAasi CEKPelHsl HHCY/IMHA U IVII0K0303aBHCHMAs CeKpelus IJII0KaroHa
CemaryiyTuJi CHHXaJ BBICOKYIO KOHLIEHTPALMIO IJIIOKO3bI B KPOBH, CTUMYJIMPYS CEKPEIHIO
MHCYJIMHA U CHIKAs CEKPELHIO [IFOKAroHa riIroK0303aBUCHMBIM C11oco0oM. CKOPOCTh CEKpEIMH
MHCYJIMHA TOC/Ie BBeJAeHUs cemarityTtuia naumeHtam ¢ CJI2 Obuia comocraBMMa ¢ TaKOBOW y
3/I0POBBIX TOOPOBOJIBLIEB.
Bo BpeMsi HH/YIMPOBAHHOW MIIOTIMKEMHH CEMArTyTH/I IO CPABHEHHUIO C IUIANE00 HE M3MEHSLI
KOHTPPErYJISTOPHBIA OTBET MOBBIIICHUS KOHIICHTPALMU IJIIOKAroHa, a TaKkXkKe He yCyryousu

cHKeHue KoHrentpauu C-nentuaa y nanueHtos ¢ CJ12.
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OnopoxHeHHe KeJTyIKa
CeMarayTu BbI3bIBAJI HEOOJBIIYIO 3aEpP)KKYy PAHHErO IOCTIPAHAHAIBLHOTO OMOPOXKHEHHUS
KEJTY/IKA, TeM CaMbIM CHIDKast CKOPOCTE HOCTYIUICHHS [IOCTIPAHIHATBHOM! IIIFOKO3BI B KPOBb.
Macca Tes1a B cocTaB Teaa
Hab6monanocs 00/blIee CHAXKEHUE MAcChl Tejla MPU NMPUMEHEHHH CeMarilyTH/1a 0 CPaBHEHHIO ¢
M3y4EHHBIMH TIperapaTaMy cpaBHEHUs (1U1anedo, CUTArIMIITHHOM, SKCEHATH/IOM 3aMe/UICHHOTO
BoICBOGONKACHUs (3B), AynariyTHaoM u HMHCYIMHOM TriaapruH) (oM. pasaen «Kimaudeckas
sppexTuBHOCTS M Oe3omacHocTh»). [loTeps macchl Tea NpH NPHUMEHEHHH CeMariyTHIa
IPOUCXOAM/IA TPEUMYIIECTBEHHO 3a CYET MOTEPH JKMUPOBOHM TKAaHH, IPEBHIMIAIOMIEH MOTEPIO
MBILIEYHOU Macchl B 3 pasa.
Annerdr, norpedieHue KajaopHii U BLIOOP NPOIYKTOB NUTAHUS
ITo cpaBHEHHIO ¢ TwIALE00 ceMarayTH I CHU3MI noTpebaenne Kanopuii Ha 18-35 % Bo Bpemsi TpEX
NOCJIEI0BATEIbHBIX TPUEMOB THUM ad [libitum. DToMy CHOCOOCTBOBAIM CTHMYJIHPOBAHHBIE
ceMarJIyTHIOM II0/IaBJICHHE alMeTHTa KaK HaTOLIAK, TAK M MOocje MpHéMa MUIIM, YIyIIICHHBIH
KOHTPOJIb TIOTPEOJICHUs MUIIK, OCIabICHHE TATH K €/1e, OCOOEHHO C BBICOKHM COJEPIKAHHEM
KHUPOB.
JIMNUAbI HATOAK M MOCTIPAHIHAIbHbIE JTHITH/IbI
[To cpaBHeHHIO C UIANE00 CeMariayTH]| CHHXKAJI KOHUEHTPAlMK TPUIIMUEPH/IOB H XOJIECTEPUHA
JIMIONPOTEMHOB O4eHb HU3KO# ruiotHOcTH (JITTOHIT) Hatomak Ha 12% u 21%, COOTBETCTBEHHO.
[TocTnpanManbHOE yBEJMYCHHE KOHLEHTpauuu TpuriauiepuaoB u xonectepuna JITIOHIT B
OTBET HA NMPUEM MHIIH C BBICOKHM COZEPIKAHUEM XKUPOB CHU3WIOCH Oosiee yeM Ha 40%.
Daexkrpopusuoiaorus cepaua (IPc)
JlelicTBMEe cemarjiyTHaa Ha [pPOLECC PErNoJsipH3alMu B cepiaue ObUl0 MPOTECTHPOBAHO B
uccienoanuu DDc. [IpumeHeHne cemariiyTiaa B /103aX, MPEBBIIAIONIMX TEPaneBTHYECKUE (B
PaBHOBECHON KOHIEHTpAUUH 10 1,5 Mr), He NMPHBOAMIO K YUIMHEHHIO CKOPPEKTHPOBAHHOTO
uaTepBaia QT.
Kaunu4veckas ypPpexTuBHOCTL H H€30N1aACHOCTH
Kak yjydineHue riimKeMHuecKoro KOHTposist, Tak U cHikeHue CC 3a001eBaeMOCTH U CMEPTHOCTH
ABJISIFOTCS HEOTheMJIEMO# YacThio jteueHust CJ12.
DpdextuBHOCTh U OezonmacHocTh npenapata O3emMnuk® B 1o3ax 0,5 Mr u 1 Mr oueHHBAIKCH B
IECTH PaHIOMHM3UpOBaHHBIX KOoHTposiupyeMbelx KW 3a dasel. M3 nux nare KM B kavectse
OCHOBHO 11€J11 OLeHUBAIH YO PEKTUBHOCTD INIMKEMHUYECKOT0 KOHTPOJIS, B TO BpeMs Kak o0 KW
oleHuBaIo B kauectBo ocHoBHOM nean CC uexoa. B pomonnenue Obutd nmpoeseHsl aBa KU

npenapara O3eMnuk® 3 dasbl ¢ yqyacTHEM AMOHCKHUX ITAIMCHTOB.
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Tepanust mnpemapatoM O3eMnuk® NpPOJEMOHCTPUPOBATA  YCTOHYMBBIE, CTATHCTHYECKH
MPEBOCXOAIIME U KIHHHYECKH 3HAYMMBbIC yuydmeHue nokasarens HbAic u cHuxeHue macest
Tela HAa CPOK OO 2 JIeT MO CPaBHEHHIO C [IANe00 M JIEYCHHEM ¢ AKTHBHBIM KOHTPOIEM
(CHTarIMITTHHOM, HECYJIHHOM [JIapTrAH, IKCEHaTHIOM 3B # TynariyTHIoM).
Bospacr, nosn, paca, THUUECKas! IPUHA/UICKHOCTh, HCXOMHBIC 3HAUYCHUS MHJIEKCAa MAccChl Tejia
(UMT) 1 maccsl Tena (Kr), INTATENbHOCTD caxapHoro guadera (CJ) # noveynas HEA0CTaTOYHOCTh
He noBusk Ha 3P dexkTuBHOCTH Mpenapara O3eMnuk®.
Monomepanus
Momnorepanus npernapatom O3emMnuk® B 103ax 0,5 mr u 1 Mr 1 pa3 B Hezemio B Teuenue 30 Heenb
10 CPaBHEHHMIO C IU1ale00 MpUBesa K CTATUCTHYECKH 0oJiee 3HAYMMOMY CHMIKEHHIO MTOKasaTesel
HbA ¢ (-1,5%, -1,6% mupotuB 0%, COOTBETCTBEHHO), IT0K03bl Mmaa3Mbl Haromak (I'TIH) (-2,5
MMOJIB/11, -2,3 MMOJIB/1 ipoTUB -0,6 MMOJIB/NI, COOTBETCTBEHHO) M Macchl Tena (-3,7 Kr, -4,5 kr
npoTuB -1,0 Kr, COOTBETCTBEHHO).

IIpenapam Ozemnux® no cpasHeHuIo ¢ cumaziunmuHom, 06a 6 Kombunayuu ¢ 1-2 nepopaibHbiMu

eunoanuxemuyeckumu npenapamawu (III'TTI) (memopmunom wuiu npenapamamu_2pynnwi

MUA301UOUHOUOHA)

Tepanus nperaparom O3emMnuk® 0,5 Mr u 1 mr 1 pa3 B Henemo B TedyeHHEe 56 HeAenb 110
CPaBHEHMIO C CHTArJIUIITHHOM IpPUBENA K YCTOWYMBOMY M CTATHCTHYECKH 00Jiee 3HAYMMOMY
camwkenuio nokasarened HbAc (-1,3%, -1,6% mnpotuB -0,5%, coorBerctBenHo), I'TIH (-2,1
MMOJIB/J1, -2,6 MMOJIB/JT IPOTUB -1,1 MMOJIB/J, COOTBETCTBEHHO) U Macchl Tena (-4,3 kr, -6,1 kr
npotuB -1,9 kr, cooTBeTcTBeHHO). Tepanus npenapatoM O3emMnuk® 0,5 Mr u 1 Mr 110 cpaBHEHHIO
C CUTArJIMIITHHOM 3HAYUTEILHO CHIDKaAIA cucToandeckoe AJl oT ucxoaHoro 3HaueHus B 132,6 MM
pr.ct. (-5,1 MM pr.CT., -5,6 MM PT.CT. IPOTUB -2,3 MM PT.CT., COOTBETCTBEHHO). M3MeHeHui
Jquactoaudeckoro AJl He mMpoUCX0aUIO.

IIpenapam Ozemnux® no cpagnenuto ¢ Oyia2iymuoom, 06a 6 KOMOUHAYUU C MeMPOPMUHOM

Tepanust npenaparom O3emMnuk® 0,5 Mr no cpaBHeHuio ¢ ayraraytuaom 0,75 mr, oba 1 pa3 B
HEJIENo Ha poTshKeHUH 40 He/lelb, pUBelia K yCTOMUYMBOMY U CTAaTHCTUYECKH [IPEBOCXOAIIEMY
cHkeHuto nokaszaresnei HbA ¢ (-1,5% npotus -1,1%), I'TIH (-2,2 mmous/1 mpoTuB -1,9 MMoI1b/11)
1 Maccel Tena (-4,6 Kr mpoTuB -2,3 Kr'), COOTBETCTBEHHO.

Tepanus npenapatom O3eMnuk® 1 Mr 110 CpaBHEHHIO ¢ AyJarayTuaoM 1,5 mr oba 1 pa3s B Henemo
Ha nporsokeHuu 40 Hexenb, MpHBeNa K YCTOHWYMBOMY M CTaTHCTHYECKH IPEBOCXOISALIEMY
cHMKeHHIO nokasaresnei HbA ¢ (-1,8% npotus -1,4%), I'TIH ( -2,8 MMO0s1b/51 TPOTHUB -2,2 MMOJIB/JT)
1 Maccel Teja (-6,5 kr npoTus -3,0 Kr), COOTBETCTBEHHO.

IIpenapam Ozemnuxk® no cpasnenuio ¢ sxcenamuoom 3B, oba 6 kombunayuu ¢ memgopmunom

uiu Memd)op.wuuo.w COBMECMHO C NPOU3BOOHBIM C}/'.'lbd)OHlL’LWO‘{eBUHbl




C.6

Tepanus npenaparom OzeMnuk® 1 Mr 1 pas B HeIe/I0 Ha IPOTHKEHHH 56 HE/leb 10 CPABHEHUIO
¢ askceHatugom 3B 2,0 mr mpuBea K YCTOWYMBOMY H CTAaTHCTHHECKH Oosiee 3HAYHMOMY
cHwkeHuio nokasareneii HbAc(-1,5% npotus -0,9%), I'TTH (-2,8 mmons/1 npoTus -2,0 MMOIB/1)
u maceel Tena (-5,6 kr npoTHs -1,9 Kr), COOTBETCTBEHHO.

[Ipenapam Ozemnux® no cpagHenuio ¢ uHCyauHom 2iapaut, oba 6 xkombunayuu ¢ 1-2 [1ITTI

(mMoHoOmepanusi me maopmurom uiu me maopmun ¢ nNPOU3IEOOHLIM C VIbDOHUIMOYEBUHBI)

Tepanust npenapatom O3emmuk® B no3ax 0,5 Mr m 1 Mr 1 pas B Henenmo 1Mo CpaBHEHHIO €
MHCYJIMHOM TIJIapruH B TedeHue 30 Helenb NpHBENAa K CTAaTHCTHYECKHM Oojiee 3HAYMMOMY
cHwkenuio nokazarened HbA ¢ (-1,2%, -1,6% npotus -0,8%, COOTBETCTBEHHO) B MacChl Tena
(-3,5 kr, -5,2 kr mpoTHB +1,2 KI, COOTBETCTBEHHO).

Cumxenue nokazarens ['TIH 66110 cratrcTryeckn 6osee 3Ha4uMbM Ut rpenapara O3eMnuk®
1 MI' [0 CPaBHEHHMIO C MHCYJIMHOM r1apruH (-2,7 MMoJIb/J1 TpoTHB -2,1 Mmosiw/1). He Haboaanocs
CTaTHCTHYECKHU OoJiee 3HaunMoe cHuxenue nokasatens ['TIH s npenapara Ozemnuk® 0,5 mr
(-2,0 MmMOB/1 IPOTHB -2,1 MMOJIB/IT).

JIoJ1si AIMEHTOB, Y KOTOPBIX HAOJIIONANKCH TSOKEIbIE WM MOATBEPKIAEHHbIE (< 3,1 MMOIIB/I)
SMU30/IbI TMIOTTMKEMHH, ObLIa HYOKE NpU npuMeHeHun npernapara O3emMnuk® 0,5 mr (4,4%) u
Ozemnuk® 1 Mmr (5,6%) no cpaBHeHUIO ¢ HHCYIMHOM r1apruH (10,6%).

Bosbiie manuentoB mocturiu nokazatens HbAic <7% 6e3 TSkENbIX WM MOATBEPKAEHHBIX
SMU30/10B THIIOIIMKEMUM ¥ Oe3 Habopa Beca npu nmpumeHeHuH npenapata Ozemnuk® 0,5 mr
(47%) u O3emnuk® 1 mr (64%) 110 cpaBHEHUIO C HHCYTHHOM riapruH (16%).

IIpenapam Ozemnux® no cpasnenuto ¢ niayebo, 06a 8 KomMOuHayuu ¢ OA3aIbHbIM UHCYIUHOM

Tepanus npenaparom O3emnuk® B 103ax 0,5 Mr u 1 Mr no cpaBHeHuo ¢ mianebo B reuenue 30
HeZleNb MpUBeia K CTATHCTHYECKH Oojiee 3HAUMMOMY CHIDKeHMIo mokasarenedt HbAic (-1,4%,
-1,8% nporus -0,1%, coorBercTBeHHO), [ TIH ( -1,6 MMOIB/1, -2,4 MMOIIB/JT IPOTHB -0,5 MMOIIB/ 11,
COOTBETCTBEHHO) M Macchl Tena (-3,7 kr, -6,4 kr npotus -1,4 kr, cooTBeTcTBeHHO). YactoTa
TSOKEJIBIX WJIH TTOATBEPHKAEHHBIX JMH30/0B TMIIONJIMKEMHUHU CYIIECTBEHHO HE pa3jHyaliach IpH
npumenenuu npemnapara O3emnuk® u miane6o. Jloas narmenTos ¢ nokaszarenem HbA ¢ < 8% na
CKPUHHMHIE, COOOUMBIIAX O TSOKEIBIX WM MOATBEPXKAEHHBIX (<3,1 MMOIB/T) 3nM30/1aX
FHIIOTTMKEMHH, ObLIa BhILIE NIPU NpUuMeHeHuH npenapara O3eMnuk® 110 cpaBHEHMIO ¢ I11a1ed0
M COMOCTaBMMa y manueHToB ¢ nokazarenem HbA . >8% na ckpununre.

KO.M6IJHCIL[UE ¢ MOHOmMepanueu nDOlBGOC)HbLW (,'V."lb¢OHlL'l.M0'{eGUHbl

Ha 30-ii nenene KU (em. moapasaen «Ouenka Bausinuss Ha CCCy») Oblia npou3Be/ieHa OlEHKa
moarpynmel  u3 123 manMeHToB,  HAaXOIIIMXCS HA  MOHOTEpANUH  [POU3BOIHBIM

cyabdonuamouesunbl. Ha 30-it Henene nokasarens HbAjc cuusuncs va 1,6% u va 1,5% npu
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npumerenun npenapara OzeMnuk® B g03ax 0,5 Mr U 1 Mr, COOTBETCTBEHHO, M YBEJIHUYMJICS HA
0,1% npu npuMeHeHuH anedo.

Kombunayus ¢ npedsapumenvio cmewannvim uncyiunom £ [-2 IHTTTT

Ha 30-i wenene KU (cMm. noapasaen «Ouenka siasaus Ha CCC») Obuta mMpoOH3BEICHA OLCHKA
norpynnsl #3 867 MALMEHTOB, HAXOAKIIMXCA HA TEPAlMM MPEIBAPUTEILHO CMEUIAHHBIM
uHCyMHOM (B KomOuHaiuu wim 6e3 2-x [TI'TTI). Ha 30-i neaene nokasarens HbA | cHu3mics Ha
1,3% u Ha 1,8% npu npumerennn npenapara Ozemnuk® B no3ax 0,5 Mr u 1 Mr, COOTBETCTBEHHO,
1 causuiics Ha 0,4% npu npuMeHeHHH 1uianedo.

CooTHOUIEHHE TTAIIMEHTOB, JIOCTUITIUX I[€JICBOIO CHHIKEHUS [I0Ka3aTe/Is HbA ¢

Jlo 79% nauMeHToB AOCTUIIIM IeIel JIeYeH s B OTHOLICHHH CHWkeHHs nokasatens HbA . <7%,
M OISl TAKMX MAIMEHTOB ObLIA 3HAYMTENILHO OOJIbIIE IPH IpUMEeHeHHH npenapaTta O3eMnuk® 1o
CPaBHEHHWIO C MAlMEHTAMH, MOJYYaBIIMMH CHTArJIMITHH, SKceHaTHa 3B, MHCYIMH IJIapruH,
JyJIarayTua U mianebo.

Jlons manmeHToB, NOoCTHrIIKX mokaszaresis HbA c menee 7% 6e3 TSXENBIX I MOATBEPKAEHHBIX
SMU30/I0B THIOIIMKEMHHM W Oe3 Habopa Beca, ObUla 3HAYUTENHHO OOMNbIIE NMPH NPHUMEHEHHU
npenapara O3emMnuk® B 103ax 0,5 mr u 1 mr (10 66% u 74%, COOTBETCTBEHHO) 10 CPABHEHHUIO C
alMEeHTaMH, IOJTy4aBIIUMHU cuTarmunTuH (27%), sxkceHatus 3B (29%), uncynus riaprus (16%),
nynarnytua 0,75 mr (44%) u gynarnytun 1,5 mr (58%).

Macca tena

Monotepanus npenapatroM O3eMmuk® 1 Mr uiau Tepanus B KOMOMHAIMH € 1-2 1eKapCTBEHHBIMH
npenaparaMd NPUBOJWIA K CTAaTHCTHYECKH OONBIIEMY CHHJKEHHIO Macchl Tejia (moTeps
cocTaBisiia 10 6,5 Kr) 1Mo CpaBHEHHIO ¢ Tepanuei rianedo, CHTarIMITUHOM, dKCeHaTHI0M 3B,
UHCYJIMHOM TJIapTUH WK aynariayTuaoM. CHHKEHHE Macchl Teaa OblI0 YCTOHYMBBIM HA CPOK 10
2-X JeT.

[Tociie oxHOrO roja Tepamuu MmoTepd Maccel > 5% u > 10% apocturio 60sblIee KOIHMYECTBO
MalMEHTOB, oy4aBumx mpenapat O3emMnuk® 0,5 mr (46% u 13%) u 1 Mr (10 62% u 24%), no
CPaBHEHMIO C MAIMEHTAMHU, HAXOJIMBIIUMHUCS HA TEpalMi aKTHBHBIMH IperapaTamMy CpaBHEHHS
cuTarMnTHHOM | 3kceHatuiom 3B (1o 18% u 1o 4%).

B KU piurensHocThio 40 Henens morepu Macesl > 5% u > 10% nocturio 66biuee KOIM4ecTBO
nmanueHToB, noiy4aBumx mpernapar Ozemmuk® 0.5 mr (44% wu 14%), 1mo cpaBHEHHIO C
nanueHTamu, noaydasmumu ayaaraytaa 0,75 mr (23% u 3%). [otepu maccst > 5% u > 10%
JOCTUTJIO OOJIBbINEE KOJMYECTBO MAMEHTOB, MoJIy4aBimx npernapar Ozemnuk® 1 mr (10 63% u

27%), 0 CpaBHEHHIO C MALMEHTAMH, MOTydaBuMu ayaaraytua 1,5 mr (30% u 8%).
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B CC KU norepu maccel Tena > 5% u > 10% pocturno 06jbliee KOJMYECTBO MALMEHTOB,
nony4asiuux npemnapar Ozemnuk® 0,5 sr (36% u 13%) u 1 mr (47% u 20%). mo cpaBHeHUIO ©
nanueHTamM, nosygasmuvi mianedo 0,5 ar (18% u 6%) 1 1 mr (19% u 7%).
F'TH 1 nocrnpanInasHoe YBEIHICHHC KORIEHTPANHE III0K03bE
Bo Bpems Bcex TPEX exeIHEBHBIX NMpuEMOB muumd npenapar Ozemmuk® 0,5 mr v 1 Mr nokasan
3HaYUTENbROE cHIDKeHue KoHueHTpamau [TIH 10 2,8 MMoIb/1T 1 CHHKEHHE NOCTOPaH IMaIbHOTO
IPUPOCTa KOHIEHTPALMHK TJTIOKO3bI 0 1,2 MMOJIB/JI (pa3HHUIIA MEXAY 3HAYCHHSIMH /10 U 1OCIIe
€/Ibl, TOJTyYEeHHAs MOC/Ie TPEX NPUEMOB MUK (B ZOMOMHEHUE CM. pa3jien « DapMaKkoIHHAMHKAY).
DOyukums 6eTa-KJIeTOK MOKe Ty A09HOH kKe/le3bl H HHCYIHHOPE3HCTEHTHOCTD
B xoze tepanuu npenaparom OzeMmuk® 0,5 mr 1 1 Mr npousonuio yiydmenue GyHkuuu Oera-
KJIETOK  MOJDKENYJOYHONM  JKelne3bl W YMEHbLUICHWE  WHCYJIMHOPE3MCTCHTHOCTH,  YTO
TOJTBEPK/IAETCA OUEHKONW rOMEOCTATHYECKHX MoJeIeH QyHKIMU OeTa-KJIETOK MODKENYI0YHOM
xenessl (HOMA-B) u uncymunopesucteHTHOCTH (HOMA-IR) (B nomosiHeHHe CM. pasjen
«DapMakoTMHAMHUKAY ).
Jlunuasi
Bo Bpems KU mnpenapara O3emnuk® HaOMOAAIOCH YITydlleHHE NPOQMIIS JHMIMIOB KPOBH
HATOIAK, MPEMMYIIECTBEHHO B IpyMIe, Mojay4aBmed Jo3y 1 Mr (B JOMONHEHHE CM. pasjeln
«DapMakoAMHAMHUKAY).

Onenka Biausiausg Ha CCC

3297 nanuentos ¢ CJ12 u Beicokum CC puckom ObUTH paHJOMH3HPOBAHKI B 1BoMHOE cienoe KU
JuMTenbHOCTHIO 104 Henenu Ha nosrydeHue npenapara O3eMnuk® 0,5 mr wm 1 Mr 1 pas B Heemo
60 riane6o 0,5 mr uam 1 Mr B onosiHenue k cranaaptHoi tepanuu CC 3a0oneBanuit B TeUeHUE
MOCIIEAYIOMHUX ABYX JIET.

Tepanust npenaparom OzeMnuk® rpuBeTa K CHIKEHMIO Ha 26% pucKka TMEPBHYHOTO
KOMOMHHMpPOBAaHHOIO HMCXO/a, BKiodaromero cmepth no npuuuHe CC narosnoruu, wH(apkT
muokapaa (MM) Ge3 cMepTesbHOro MCX0Ja U MHCYJIBT 0e3 CMEepTelbHOro ucxozaa. B mepsyio
oyepeb 3TO ObUIO OOYCIOBIEHO 3HAYMTEIBHBIM YMEHBIICHHEM YacTOTBl HHCYJIbTa 0€3
cMepTenbHOro ucxosa (39%) u He3HAYUTENBbHBIM YMeHbIIeHHeM yacToTel UM Ge3 cmepTrenbHoro
ucxona (26%), Ho Oe3 u3MeHeHui B yactote cMepTH 1o npuurHe CC marosoruu.

3HAUUTEILHO CHU3HUIICS PUCK PEBACKYJISIPH3ALHE MHOKap/a UM Nepu(epuuecKuX apTepHid, B TO
BpeMsi Kak pPHUCK HeCTaOWIBbHOW CTEHOKAapauM, TpeOyromeld TrocnuTaiu3aiuid, H PHCK
FOCIUTAIM3AIIMH 110 TIPUYMHE CEPACYHON HEI0CTATOUYHOCTH CHU3HIIUCh HE3HAYMTEIIBHO.
MHUKpPOLMPKYJISTOPHBIE MCXO/IbI BKIIOYATH B ceOs 158 HOBBIX WM yXYALIMBIIMXCS CIy4YaeB
Hedponatuu. OTHOCHTEIBHBIH PUCK B OTHOLICHHH BPEMEHM 0 BO3HMKHOBEHHS HedpomaTuu

(HOBBIE CIy4au Pa3BHTHUS EPCHCTUPYIOLICH MAaKpOAIbOYMHHYPHH, IEPCUCTUPYIOLICE YABOCHUE
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CBHIBOPOTOYHOM KOHIEHTpPAIlMU KpEaTHHHWHA, HEOOXOAMMOCTh B MOCTOSHHOM 3aMECTHUTEIbHOU
MOYEYHOM TEpariK U CMEPTH 10 NpHuKHe 6one3Hu noyek) cocraui 0,64.
B nononmenme k cranaapraoil tepamuu CC 3zabonesanmii Tepanus mpemaparod OzemMnuk® B
noszax 0,5 mr m 1 mMr no cpaBaenuto ¢ wiaiedo 0,5 mr u | mr B Teuwenue 104 mexens npasena K
3HAYUTEIILHOMY ¥ YCTOMYMBOMY CHIDKEHMIO OT MCXOIHbBIX 3Haveru# nokasaresss HbAc(-1,1% u
-1,4% upotus -0,4% u -0,4%, COOTBETCTBEHHO).

ApTepUaJbHOE 1aBJICHUE

Habmoganoch 3HAYMTENILHOE CHHIKEHHE CpefHero cucroiaudeckoro AJ| npu npumMeHEHHH
npenapara Ozemmuk® 0,5 mr (3,5-5,1 mm pr.ct.) 1 O3emmuk® 1 wmr (5,4-7,3 MM pr.cT.) B
komOuHarwu ¢ [TI'TTI i G6a3aneHbiM HHCYTHHOM. He oTMeuanocs 3Ha9uTeIbHON pa3HUIBI 110
nokasaressm auacronmueckoro AJl mexay npenapatom O3emnuk® u npenaparaMu CpaBHEHHUS.
DapmMaKkoKHHETHKA

[Ipenapar MOAXOMMT Ui BBEAEHHs | pa3 B HENENIO, TaK KaK IEPUOJ IOTyBBIBEIACHHUS
ceMariyTH/a paBeH NpHOMH3UTENbHO | Hesene.

Abcopbrus

Bpemst gocTikeHUs: MakcUMaIbHON KOHUEHTpAuH (Cmax) B M1a3M€ cOCTaBUJIO OT 1 10 3 1HE#H
TI0CJI€ BBEACHHS J103bl IIpenapara.

PaBHoBecHast koHeHTpanus npenapara (AUCq24) focturanace crycts 4-5 HeZlenb O/ITHOKPAaTHOTO
eXeHeIeTbHOro NMpuMeHeHus npenapata. [locne n/k BBeneHus cemariytuaa B go3ax 0.5 mr u 1
MI' Cpe/IHHE TOKa3aTeIH ero paBHOBECHOM KOHIIEHTpanuu y nanueHToB ¢ C/[2 coctaBuim 0KoIo
16 amous/n ¥ 30 HMOJIB/JI, COOTBETCTBEHHO.

Dkeno3unus s 103 cemaraytuaa 0,5 Mr u 1 Mr yBeIMUMBaeTCs MPONOPIHOHATBHO BBEAEHHON
J03e€.

[Tpu 1/ BBEJICHUH ceMariyTUIa B IEPEAHIO OPIOMIHYIO CTEHKY, O€pO HIIM MJIe4O0 10CTHIaeTCs
CXO/IHAsl IKCIIO3ULUS.

AOcoroTHas OMOIOCTYITHOCTD CeMariyTi/1a nocie n/k BBejienus cocrasuia 89%.

Pacrnpenenenue

Cpennuit 00BEM pacnpeIe/ieH|s cemMariyTHIa B TKaHsAX mocie 1/k BeeaeHus nauuentam ¢ CJ12
coctaBui1 mpuOmmM3uTensHO 12,5 1. CemariyTua B 3HAQUMTEIbHOM CTENEHH CBS3BIBAICS C
aTbOYMHUHOM I1J1a3MbI KpOBH (> 99%).

Meraboausm

Cemarnytua MeTabOJU3UPYETCs MOCPEACTBOM MPOTEOIUTUYECKOTO PACIIEIUICHUS NENTH/IHON
OCHOBBI O€JIKa M MOCJIEAYIOUIEro OeTa-OKUCICHHS JKUPHOM KMCIOThI OOKOBOM LIEITH.

BriBeieHuE
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Kenynouno-kumeunsit Tpakt (OKKT) m nouku sBISIOTCS OCHOBHBIMM IYTSMH BBIBEJICHHUS
ceMarjayTHaa U ero MeTabouToB. 2/3 BBEIEHHON 1036l CEMariyTH/Aa BHIBOJUTCS MOouKamu, 1/3-
Yepe3 KULICHHUK.
[IpuGmezarensino 3% oF BBEIEHHOM [03bI BHBOAHICH MNOYKAMH B BHIE HEH3IMEHEHHOIO
ceMariayTHxa.
V nmaunuentoB ¢ CJ[2 wmpenc cemarnytuaa coctaBus okono 0,05 n/u. C anMMUHANHOBHBIM
[EPHOAOM TOJTYBBIBEJACHUs MpUMepHO | Henens cemarnyTu] OyaeT NpUCYTCTBOBAaTh B OOIEM
KPOBOTOKE B TE€UCHHE MPHOTH3UTEIBLHO 5 HE/IEb MOCIE BBEICHHS NMOC/ICHEHN J103bl Ipenapara.

Oco0ble rpynibl DAIHEHTOB

He TpeOyercs KOppeKIMH A03bl CEMariyTHIa B 3aBHCHMOCTH OT BO3pacTa, Ioja, PacoBOH U
THHYECKONH MPHHAUIOKHOCTH, MAcChl Tela, HAIMYMA [OYEYHOH WIM [EeY€HOYHOM
HEAOCTAaTOYHOCTH.

Bospacm

Ha ocHoBaHu#M JaHHBIX, noay4eHHBIX B Xoae KU 3a da3sl, BKIroYaBmuX MayueHToB B BO3pacTe
ot 20 10 86 neT, mokKazaHo, 4TO BO3pACT HE BIUsUT HAa (apMaKOKUHETHKY ceMarjyTH/a.

Ilon

[Ton He BaMsUT HA PapMaKOKHHETHKY CeMariyTu/a.

Paca

PacoBas rpynma (Oenasi, 4€pHasi WM adpoamMepuKaHCKas, a3uarckas) HE BIHMsJIa Ha
(hapMakOKMHETHKY CeMariyTH/a.

Omuuyeckas nNPUHAONEICHOCb

DTHHYECKAs MPUHAUIEKHOCTh (TaTHHOAMEPUKAHCKasl) He BiIWsIa Ha (apMaKOKUHETUKY
cemMariayTH/a.

Macca mena

Macca Tena BiMsiia Ha SKCIIO3UIMIO ceMariyTiaa. bosiee BpIcOKast Macca Tejia IPUBOIHT K OoJiee
HU3KOM sKcrmo3umuu. Jlo3bl cemarnytuaa paBueie 0,5 Mr u 1 mr odecnedyuBarOT 10CTaTOYHYIO
SKCITO3MIIMIO Tpernapara B 1uanazone mMaccsl Teaa ot 40 1o 198 kr.

Iloueunas neoocmamoynocmeo

[Toyeuynas HEOCTATOUHOCTH HE OKa3asia KIIMHHYECKH 3Ha4uMOro 3¢dekra Ha papMaKOKUHETUKY
cemaryTHaa. JTO OBUIO MOKa3aHO Yy [ALMEHTOB C pa3jMYHOM CTENEHBIO IMOYEYHOU
HEI0CTATOYHOCTH (JIETKOM, Cpe/THeH, TSHKEION WK y NAllMeHTOB, HAXOIAIIMXCS Ha JMalIU3e) 110
CPaBHEHMIO C MAIlMEHTAMH C HOPMAIBbHOH QyHKIIMEH MOYeK B UCCIIEIOBAHUU OJIHOKPATHOM 03Bl
cemaruiytuaa pasoi 0,5 mr. 1o Takke ObUI0 Moka3aHo Ha ocHoBaHuH AaHHbIX KU 3a dasser s
manueHToB ¢ CJ[2 ¥ moYe4yHOH HEAOCTATOYHOCTHIO, XOTS OINBIT IPUMEHEHHUs Y NAIMEHTOB C

TEPMHUHAIBHOM CTa/iueit 3a001eBaHus 10YEK ObLIT OrPaHHYEH.
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Ileuénounas neoocmamoyrocmeo
[TeuéHouHas HEOCTATOYHOCTH HE BIIUSIIA HA MCIO3HIIMIO ceMartyTi1a. PapMakoKHHETHUECKUE
CBOMCTBA CeMarnyTWIa OLCHHBAIMCH B X0/ HCCICIOBAHHS OIHOKPATHOW 03Bl CEMarmyTHIa
paBHO# 0,5 MI y MAHEHTOB C Pa3IAYHOH CTENEHBIO NMECYEHOYHON HENOCTATOYHOCTH (JIETKOH,
cpeaHeit, THKENOMN) 110 CPABHEHHIO C NAMHEHTAMH C HOPMAJIbHOK (yHKIMEH NeYeHH.
Jemu u noopocmku
Uccnenosannii cemariayTuaa y AeTei U moapocTkoB 10 [8 ner He mpoBOIWIH.
Iokazanusi K NPHMEHEHHIO
[penapar O3emMmuk® mokas3aH /Ui NIPAMEHEHHS Yy B3POCIBIX MAIMEHTOB € CaXapHbIM 11abeToM
2 tuna Ha GoHEe THETHl U PU3NIECKUX YIPAKHEHHUH IS YITyYIICHHS [IMKEMHUYECKOTO KOHTPOJIS
B Ka4ecTBe:

e MOHOTEpAIIHH;

e KOMOMHHMPOBAHHOM TEpanmud C JPYTHMH II€POPAIbHBIMM  [MIIOITTHKEMHYECKUMHU
npenapatamu  ([II'TTI)-  merdpopmuHOM,  METGOPMHHOM M MPOU3BOIHBIM
Cy1b()OHHIMOYEBUHBI, METGOPMUHOM H/WIM THA3OJIMIUHIMOHOM, Y IAIUEHTOB, HE
JIOCTHTTIINX a/IEKBATHOTO INIAKEMHUYECKOTr0 KOHTPOJISI TP IPOBEACHUH IIPEAIIECTBYIOIIEH
Teparuu;

e KOMOMHHMPOBAHHOM TEpaluU C WHCYJIMHOM Y TAIMEHTOB, HE JOCTUIIIMX aJE€KBATHOI'O
ITTMKEMUYECKOr0 KOHTPOJIs Ha Tepamnuu npernapatom O3eMnuk® u MeTGopMHHOM.
[Tpenapat O3eMnuk® nokas3aH /Uls CHH)KEHHs PUCKA Pa3BUTHs OOJIBIIMX CEPAECYHO-COCYIUCTHIX
COOBITHI* Y MAIIMEHTOB C CaXapHbIM JMa0ETOM 2 TUIIA U BBICOKMM CEPIECYHO-COCY IUCTHIM PUCKOM
B KayecTBE JOMOJIHEHHMS K CTAaHJApPTHOMY JICUCHHIO CEep/ICYHO-COCYIUCTHIX 3aboseBaHui (Ha
OCHOBAHMH aHAJIM3a BPEMEHH HACTYTUICHUS IIEPBOr0 OOJIBIIOr0 CePAEYHO-COCYAUCTOrO COOBITHS

— cM. pazzen «DapmMakoIoruuecKue CBOMCTBay, noapasen «Ouenka ausaus Ha CCC»).
*GOJIbIIHE CEPACUYHO-COCYIUCTBIE COOBITHS BKJIIOYAIOT: CMEPTh [0 [PUYMHE CEPAECYHO-
COCY/IMCTOM MATOJOrWH, HH(APKT MHOKapaa ©Oe3 CMepTelbHOro MCX0Ja, HHCYIbT 0e3
CMEpTENILHOTO UCXO0/A.

IIpoTuBONOKa3aHust

- 'Mnep4yBCTBUTEIBHOCTh K CEMArVIyTUAY WIH JIOOOMY M3 BCIIOMOTaTEIbHBIX BEIIECTB
npemnapara;

- MeAYJUISPHBIM paK IMTOBHIHOM XKeJle3bl B aHAMHE3€, B TOM YHCJI€ B CEMEHHOM;

- MHOXeCTBeHHas dHI0KpuHHas Heortazus (MOH) 2 tuna;

- caxapubii quader | tuna (C/11); tnabeTuyeckuii KeToauma03.
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[IporuBonoka3ano npuMeHeHue npenapara O3eMnuk® y ClieAyOMHUX IPYII MAKEHTOB U MPH
CIIEAYIOIUX COCTOSIHUSAX/3a00/I€BAHUSAX B CBSI3H € OTCYTCTBHEM JAHHBIX MO dQDEKTHBHOCTH W
0€30MaCHOCTH HIH OFPAHEYCHHBIM OTBITOM [IPUMCHCHHAS:

- OepeMeHHOCTH | MEPHOI IPYAHOIC BCKAPMITMBAHHSA;

- Bo3pact a0 18 ner;

- MeY€HOYHas HEJI0CTAaTOYHOCTH TAKEION CTENECHU;

- TEePpMHHAJIBHAA CTAaUs NMOYeyHOH HexpoctatowHocT (kiupeHc kpeatunuHa (KK) < 15
MJI/MHH);

- xponuueckas cepaeudHas HemoctarouyHocTh (XCH) IV ¢dyskumonansHoro kiacca (B
cootBercTBHM ¢ Kiaccudukammeir NYHA  (Hsio-Mopkckas —kapamonormyeckas
accouuarus)).

C ocTOpOXKHOCTBIO

[Ipenapat O3eMnuk® peKOMEHIyeTCs PUMEHSATH C OCTOPOKHOCTBIO y MAMEHTOB C [TOYEYHOM
HEIOCTATOYHOCTBIO M Y MAIMEHTOB C HAJIMYKEM [TaHKpeaTuTa B aHaMHe3e (cM. paszen «Ocobbie
YKa3aHUsA»).

IIpumenenne npu 6epeMeHHOCTH H B NEPHO/I IPYIHOI0 BCKAPMJIMBAHHUS

bepemennocmo

HccnenoBanus Ha dKUBOTHBIX MPOJIEMOHCTPUPOBATIH PENPOAYKTUBHYIO TOKCHYHOCTD IIpenapara
(cMm. paznen «JIoKIMHUYeCKHe JaHHBIE 110 OE30IMacHOCTHY).

JlaHHBIE 110 TPUMEHEHHIO ceMariyThaa y 6epeMeHHbIX )KEeHIIMH orpanudensbl. [[potuBonokasano
IPUMEHSATH CEMaryTH I BO BpeMsi OepeMeHHOCTH. KeHIIMHAM ¢ COXPaHEHHBIM PENPO YK THBHBIM
MOTEHIIMATIOM PEKOMEHIYETCS HCIIOJIb30BATh KOHTPALEIIIIMIO BO BPEMS TEPAITUH CEMArTyTHIOM.
Ecinu manueHTKa roToBUTCS K OepeMeHHOCTH, THOO0 OepeMeHHOCTh YXe HACTyIHIIa, TEpaIuio
CeMarIyTHJIOM HEOOXO0IMMO MPEeKpaTHTh. M3-3a JUTMTEIBHOTO NEPHUO/Ia IOy BBIBEACHHUS TEPAIIHIO
ceMariyTHJIOM HeOOXOAMMO IPEKPaTUTh KaKk MHHHMYM 3a 2 Mecsla [0 I[UIaHUPYEMOro
HACTYyIUICHHUS] OepeMeHHOCTH (cM. pa3aen «PapMaKOKMHETHKAY ).

[lepuoo epyonozo éckapmiueanus

VY NaKTHPYIOMHUX KPBIC CEMArIyTH ] POHUKaI B MOJIOKO. Henb3st HCKITIOUNTh pUCK U1 peO&HKa,
HAXOJSIIErocss Ha TPYAHOM BCKapMIMBaHUU. [IpoTHBONOKAa3aHO NPUMEHSATH CEMariIyTHI B
MEPUO/I TPYAHOIO BCKAPMJIMBAHHS.

Cnocod npuMeHeHHs U 103bl

Cnocob npumenenus

[Ipenapat O3eMnuk® npuMeHstoT 1 pa3 B He/Ie/I0 B J1I000€ BpeMsi, HE3aBUCUMO OT IIPUEMa ITHIIH.
[Ipenapar O3eMnuk® BBOAAT /K B JKUBOT, OeIpo WM IUI€H0. MECTO MHBEKIHH MOXKET

M3MEHAThCs Oe3 koppekuuu 103bl. [lpemapar OzemMnuk® Henb3s BBOJAMTH BHYTPUBEHHO U
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BHYTpUMBIIIEeYHO. [lanbHelmas uHGopManus no cnocody MPUMEHEHHUS COIECPXKHUTCS B paszese
«PyKOBOJCTBO 1O UCIOIB30BAHHUION.
[Tpu HeOOXOIMMOCTH ACHB €KEHEICIBHOTO BBEICHHUSI MOKHO MEHSTH [IPH YCIIOBHHA, YTO HHTEPBAJI
BPEMEHHU MEKAY ABYMS HHBSKIMAMM COCTAB/ISICT HE MeHee 3-X aued (> 72 qacos).
Jlo3vl
Hauanenas no3a npenapara O3emnuk® cocrasaser 0,25 mr 1 pa3 B Henemo. [locne 4 venens
NPUMEHEHHs 103y ciieayeT yBeauuuTh 10 0,5 mr 1 pa3 B eaemo. /i nanpHeiero yryqimeHust
ITHKEMHYECKOTO KOHTPOJIS 110C/Ie KaKk MUHUMYM 4 Hezlenb NpUMEHeHus npenapara B 103e 0,5 mr
1 pa3 B HeaelmO, 103y MOXKHO yBeaMuuTh 10 | Mr 1 pa3 B Hexemo.
Jloza npenapara O3emnuk® 0,25 Mr He ABASETCS TEPANEBTHUYECKOM.
[Tpenapatr O3eMnuk® MOXET MPUMEHATHCA B BHJAE MOHOTEPANUU MM B KOMOHMHALMH C O/HHM
uiau 0oliee TMIOTITHKEMHUYECKUMHE npenapatamMu (cM. paszzaen «KnuHudeckas 3GGEeKTHBHOCTD H
06€3011acHOCTDbY ).
[Ipu noGasienun npernapara O3eMnuk® K MPEIUIECTBYIOMIEH Tepanmuu METGOPMHHOM H/HIH
THA30JIMIMHIHOHOM TEPAIHi0 METHOPMUHOM /U THA3OJIUIMHIMOHOM MOXKHO MPOJJIOJDKHUTH B
MPEXKHHUX J103aX.
[lpu nobGaBnenuu npenapara O3emMnuk® K  [POBOJMMON  Tepamud  MPOU3BOIHBIM
Cynb)OHUIMOYEBUHBI WIIH HHCYJIHHOM CJIEIYET NPEeTyCMOTPETh CHHIKEHHUE J103b] IPOM3BOIHOIO
CyIb(GOHUIMOYEBHHBI WM MHCYJIHHA C [EIbI0 CHUKECHUS PUCKA BOSHUKHOBEHHUS TMIIOITHKEMUM
(cMm. paznen «OcoOble yKka3aHus»).
[Tpumenenue npenapara O3eMnuk® He TpeOyeT MPOBEICHHS CAMOKOHTPOJS KOHIEHTPAIMH
riaroKo3bl KpoBH. [Ipu nmpumenenun npernapata O3eMnuk® B KOMOMHALMM C TPOM3BOIHBIM
CyIb(GOHUIMOYEBHHBI MM MHCYJIHHOM, TaKOH CaMOKOHTPOJIb KOHIEHTPAIMK IIFOKO3bI KPOBH
MOXET TMOTpeOOBaThCs ISl KOPPEKIMH J03bl MPOU3BOJHOIO CyJIb(OHHIMOYEBHHBI MM
MHCYJIMHA.
IIponywennas 0osza
B ciydae npormycka 0361 mpenapat O3eMnuk® clieyeT BBECTH KaK MOXKHO OBICTpee B TEUEHHE S
JHEM ¢ MOMEHTa 3allJJAaHMPOBAHHOTO BBEJCHHUS 103bl. ECIM NpPOJOIKHUTENBHOCTH IPOITyCKa
cocranJisieT 0oJiee S JIHEH, MPOMYIIEHHYIO 03y HE HY)KHO BBOAUTH. Clie/1ylolyro 103y Ipenapara
Ozemnuk® clieyeT BBECTH B OOBIYHBIN 3allJTaHMPOBAHHBIA A€Hb. B KaX/0M Cilydae manueHThl
MOT'YT BO30OHOBHTBH MX OOBIYHBIN OIHOKPATHBIN e)KeHeIeIbHbIH rpaduK BBECHHS.
Ipumenenue npenapama ¢ 0co6bIX K1UHUYECKUX ZPYNNAX RAUUCHMOE
Iayuenmor noxcunozo 6ospacma (> 65 rem)
He TpeOyeTcss KOPpEeKIMHU 1036l B 3aBUCHMOCTH OT Bo3pacTta. ONbIT IPUMEHEHHUS cemMariyTi/ia y

MAIMEeHTOB B BO3pacTe 75 JIET U CTaplle OrpaHUuyYeH.






