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



C. 10
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.
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Iayuenmui ¢ neyénoynou HeOOCMamo4HoOCmMoio
He Tpefyercss KOppeKIMH 103bl y MAlMEHTOB C MEYEHOYHOM HEAOCTAaTOYHOCTHIO (CM. pasjeln
«PapMmakokHHeTHKa»). ONBT IPEMEHECHHS CEMarlyTHJa Yy MNAMHEHTOB ¢ NeYEHOYHOM
HE/IOCTATOYHOCTBIO THAKEION CTENCHH OrpaHAYeH; mpHMeHeHue npenapara O3emmuk® y Takux
MAIMEHTOB IPOTHBOMOKA3aHO.
Ilayuenmul ¢ no4ye¥Hou HEOOCMaAMOYHOCMbIO
He tpeSyercst KoppeKIuu A03b! Y NAUEHTOB C IOYEUYHOW HEOCTATOYHOCTBIO. OUBIT TPUMEHEHHS
npenapara y mailieHTOB C TEPMHHAIBHOW CTaJMeH NMOYEYHOW HEJOCTATOYHOCTH OTCYTCTBYET;
npuMeHeHHe npenapara O3eMnuk® y Takux NaueHTOB MPOTUBOIIOKA3aHO.
Jlemu u noopocmku
[lpumenenne npemnapata O3emnuk® y neredi ¥ MOAPOCTKOB B Bo3pacte 10 18 et
MPOTUBOIIOKA3aHO B CBSA3U C OTCYTCTBHEM JIAaHHBIX MO Oe30macHoCTH U 3 HeKTHBHOCTH.
IToGounoe neiicrBue
HauGonee yacto peructpupyeMbiMu HexenatenbHbIMU peakuusMu (HP) Bo Bpemst KU sBisimcs
Hapymenus co ctoponsl JKKT, Bkrowast TomHoTy, 1uapero 1 poty. B nenom, naHHble peakiuuu
ObUTH JIETKOM WM CPEIHEH CTENEHH TSHXKECTH U KPaTKOCPOUYHBIMH.
HP pacnpeneneHsl 0 CHCTEMHO-OpraHHBIM KilaccaM B cooTBeTcTBUM ¢ MedDRA ¢ ykaszanuem
4acTOThl MX BO3HHUKHOBEHHUsl corinacHo pekomenpanusm BO3: odens wacto (= 1/10); wacto (=
1/100 xo < 1/10); meuacto (= 1/1000 no < 1/100); peako (= 1/10 000 xo < 1/1000) u oueHs peaxo
(< 1/10 000). B xaxmoii rpymnme yactoTsl pa3BuTisi HP mnpejictaBieHsl M0 CHHXXEHHIO CTEIICHH
CEpPbE3HOCTH.

Tab6nuua 1  HP, BeisBiiennbie npu nposeaennu KU 3 ¢asbr

Cuerema opranos | O4eHn 4acTo Yacro Heuacro Peaxo
MedDRA

Hapymenus co Anadunakr
CTOPOHBI HYECKHe
MMMYHHOM peaxkuuu
CHCTEMBI

Hapymenus co | M'umormukemus® | I'unorimkemus®

CTOpOHBI ~ OOMEHa | IpH COBMECTHOM | IIpH
BEIIECTB U MUTAHUS | IPUMEHEHUH  C | COBMECTHOM

MHCYJIMHOM WJIM | IPUMEHEHUH C

IPOU3BOAHBIM apyrumu TII'TTI
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HapyLIEHHUs B MECTE

BBCJICHHS

cynbdorunmoueB | CHuKeHHE
HHBI anmneTura
Hapymenus co | ['onoBokpyxeru Iﬂncreasnﬂ
| CTOpOHBI HEPBHOH e |
CUCTEMBI
Hapywmenns co OcnoxHeHust
CTOpPOHB! ~ OpraHa nuabeTu4ecKon
3peHus peTHHONaTHH"
Hapymenus co VYBenuyenue
CTOPOHBI cepaua 4aCTOTBI
CepAEYHBIX
COKpaILCHUH
(HCO)
Hapymenus co | TomHoTa Prota
ctoponsl XXKT Jlnapes bosib B xuBOTE
B3ayrtue xuBoTa
3anop
Jlucriencust
["actpur
["actpoasodarea
JbHAs
pedrokcHas
Oone3nn
OTpbDKKa
Merteopusm
Hapymenus co Xonenuruas
CTOPOHBI MEYEHU U
JKETYEBBIBOIAIIMUX
nyTeu
OO6uue Yromnsiemocts | Peakuuu B mecre

BBC/ICHUSA
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Jlaboparopuble U [ToBbienue
UHCTPYMEHTAIbHBIE AKTHBHOCTH
JTaHHBIE ‘ U35

| TloBbIIIEHHE ,
AKTHBHOCTH
aMHIIa3hbl
CHmxeHue

MaccChbI TE€Jia

A UNOrAMKeMust, onpeaeieHHas Kak Tsokénas (Tpedyioias MOMOILM APYroro 4ea0BeKa) Wid CUMITOMATUYECKas B
COYETAHNM C KOHLUEHTpPALMel TIIF0KO3bI B IUIa3Me KPOBH < 3,1 MMOJIB/J

"OcnoxkHeHns 1MabeTHIECKON PETHHONATHH - 9TO COYETaHHe W3: HEOOXOAMMOCTH B (POTOKOATrY/IALMH CETHATKHU
rnasa, HeOOXOAMMOCTH B WHTPABUTPEATLHOM BBEIEHWHM TMPENApaTroB, KPOBOU3IUSHHS B CTEKIOBHAHOE TENO,
pa3BUTHS clienoTsl, cBszaHHoM ¢ C/I.

Yacrora ocHoBaHa Ha uccienoBannu CC HCXO0B.

2-nemnuee uccareoosanue CC ucxo0os u bezonacnocmu

B nomyssiiuu manueHToB ¢ BeICOKUM puckoM pazButusi CC 3aboneBanuit npoduins HP Obur
aHaJornyHbM  TakoBoMy B Japyrux KW 3a ¢as3er (onmucanst B pazgene «KimHuveckas
3¢ (HEeKTUBHOCTH U OE30MACHOCTHY).

Onucanue oraeabHbix HP

l'unoznuxemus

Bo Bpems MoHoTepanmuu mnpenaparom O3eMnuk® He HaOMOJAIOCh JSMHU300B  THKEIOH
THTNIOTTMKEMHUHU. [ HIIoriMKeMust TsHKETONW CTENEeHH, B OCHOBHOM, HaOIII01a1ach PH IPUMEHEHUH
npenapara O3eMnuk® B KOMOHHAILMH C TIPOU3BOIHBIM CYJIbOOHUIMOUEBHUHBI UM HHCYTHHOM.
Habmromanock HECKOJIBKO 3IMU30/I0B THKENOW THIOIIMKEMUN IPH NPHUMEHEHHUH Ipernapara
O3eMnuk® B KOMOWHAIIMH C JPYTUMH, 32 HCKIIOYEHHEM MPOU3BOIHOIO CYIb(OHHUIMOYEBUHBI,
[TI'TTI.

HP co cmoponer ZKKT

Bo BpeMmst Tepanuu mnpernapatoM O3eMnuk® B jgo3ax 0,5 Mr v 1 Mr y manMeHTOB OTMEYaIach
TOLIHOTA, Hapest ¥ pBOTa. BOIBIIMHCTBO peakiuii ObUIM OT JIETKOM 10 CPeIHEH CTENEHH TKECTH
1 kpatkocpouynsiMi. HP cranu npuunnoii npexaespemernoro BeiobBanus u3 KW 3,9% u 5,9%
ManueHToB, cooTBeTcTBeHHO. Yarte Bcero o HP coobmanocs B nepBbie MecsIbl TEPANUH.
Ocnoxcrnenus ouabemu4eckou pemunonamuu

B 2-nernem KU, B kotopoMm y4actBoBayiu manueHTsl ¢ C/12 u Bbicokum CC puCKOM, JTHTEILHBIM
teyenuem CJ] U Hea/leKBaTHBIM KOHTPOJIEM TTMKEMHH, [OJTBEPKAEHHBIE CIIy4and OCIOKHEHHUH
JMabeTHYECKOM PEeTHHONATHH Pa3BUBAIKCH y OOJIBLIEr0 KOJIWYECTBA MAILMEHTOB, MMOTY4YaBIINX
npenapar O3emnuk® (3,0%), 10 cpaBHEHHUIO ¢ MALMEHTAMH, MoJay4aBuMH ianebo (1,8%). ¥V

MALMEHTOB ¢ aHAMHE30M JinabeTHueckoit petuHonatuu B Hayasie KU Bo3pactanue abcomoTHOro
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PUCKa Pa3BUTUS OCJIOXHEHHH ObLIO BBIIE. Y MNAlMEHTOB C OTCYTCTBHEM IIOATBEPKIEHHOIO
aHaMHe3a /IMabeTUYECKOW PETHHOMATHH KOJMYECTBO COOBITHH OBLIO OJMHAKOBBIM IIPH
npuMeHeHun npemnapara O3eMnuk® u nuanedo.
B KU npoaomkaTensHocTsio 10 | roga yacrora HP, cBa3annbiX ¢ 1MabeTHYECKON PETHHONATHEH,
ObLU1a 0IMHAKOBOH B rpymnme npenapara O3eMnuk® U Mpenaparos CpaBHEHUS.
IIpexpawenue nevenust no npuyune HP
Yacrora npekpauienus nedenus no npuunne HP cocrasuna 8,7% ans nauuenTos, moxy4aBumx
npenapar Ozemnuk® 1 mr. Haunbonee yacteivu HP, npHBOIMBIIMMY K NPEKPALICHHUIO JICYCHHS,
ObuTH HapymeHus co ctoporsl XKKT.
Peaxyuu 6 mecme 6sedenus
Co061manocs 0 peakiusiX B MeCTe BBe/ICHHs (TaKUX KaK, ChIIIb B MECTE BBEJCHHS, IOKPACHEHHUE)
y 0,6 % u 0,5 % naumeHToB, noiyvaBmux cemarayTua 0,5 Mr u 1 Mr, COOTBETCTBEHHO. DTH
peaKIii HOCHIJIH, KaK IPaBUIIO, JETKUH XapaKTep.
Hmmynozennocmo
BceliecTBHE MOTEHIMAIBHBIX MMMYHOT€HHBIX CBOMCTB O€JIKOBBIX M MENTHIHBIX JIEKAPCTBEHHBIX
MpenaparoB, y MAlMEHTOB MOIYT IOSBUTBCS aHTUTENA K CeMariyTHAy [OCle Tepanuu
npenaparom O3emnuk®. B konue KU nomnst manueHToB, y KOTOPBIX ObUIM 00OHAPYKEHbBI aHTHTE A
K CeMariyTHay B J000H MOMEHT BpeMeHH, Obuia HH3KOH (1-2%) W HM y OAHOrO MAUHMEHTa HE
ObUI0 OOHAPYKEHO HEHTPATH3YIOIIMX AHTHTEI K CEMariayTH/y WM aHTHTEIl C HEUTPATH3YIOIIUM
sugorennsii [TII-1 adpdextom.
IlepenosupoBka
B xozne KM coo6manock o mepeao3upoBKax 10 4 MI B OJHOKPATHOM J03€ U 10 4 MI' B HEJIEITIO.
Hau6o:nee uactoit HP, 0 koTopoii coobimanock, Opuia TomHoTa. Bee narueHTs! BEI310poBenH 03
OCJIO’KHEHHUH.
Crienuduueckoro aHTH/I0Ta Py nepeno3upoke npenapara O3emnuk® He cymecTsyet. B ciyyae
NePEI03UPOBKH PEKOMEHIYETCs IIPOBEICHUE COOTBETCTBYIOIIEH CHMIITOMATHYCCKOW TEpaluH.
VuuTelBas JUIMTEIBHBIA TEPHOJ BBIBEJCHHs Tpenapara (mpuMmepHO | Hexens), MOXKeT
OTpe0OBATHCS MTPO/IODKUTEIBHBINA EPHO HAOIIOIEHUS U JIEYEHHUS CHMIITOMOB I1E€PE103MPOBKH.
BsaumojeiicTBHE ¢ IPYTUMH JIEKAPCTBEHHBIMH CPeJICTBAMH
WccneoBanus ceMarjiyTHIA in vitro nokasaii 04eHb HeOOJIbIIYIO BEPOSTHOCTh HHTHOUPOBAHMS
uaM MHAYyKIUE GepmentoB cuctemsl iutoxpoma P450 (CYP) n uarubuposanus TpaHcnopTépoB
JIEKapCTBEHHBIX MPENaparoB.
3a/iepKKa OMOPOKHEHUS KEITyIKA [IPH IPUMEHEHUH CEMAryTh/1a MOXKET OKa3bIBATH BIMSHHE Ha

BCAChIBAaHUE COMYTCTBYIOMIMX IIEPOPAIbHBIX JIEKAPCTBECHHBIX IPEIIapaToB. Cemarny“mzx CIEAYECT
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IPUMEHSTH C OCTOPOXKHOCTBIO y MAIMEHTOB, MOJIYYAIOMUX MEepOopaTbHbIE JEKAPCTBEHHbIE
Ipenaparsl, /11 KOTOpbIX HeoOxoauMa ObicTpast abcopOuus B XKKT.
Ilapayemamon
[Tpu ouenke papMaKOKMHETHKHU Napaleramosa BO BpeMsl TecTa CTaHIapTU3UPOBAHHOIO MpUéMa
nuuM  ObUIO  BBISBICHO, YTO CEMAarjlyTHJ 3aJepXKUBaeT ONOpoKHeHue xemyaka. llpu
onHoBpeMeHHOM npuMmeHeHuun cemariaytuaa B 03¢ 1 Mr AUCo6o vun U Cmax Napameramosna
cau3uuch Ha 27% u 23%, cootBercTBeHHO. OOmast sxcno3unus napameramosna (AUCo-s ) nmpu
9TOM He W3MeHsIach. [Ipu oHOBpeMEHHOM NpuUéME ceMariyTH/a U MapaneraMmosia KOppeKIus
JI03BI MOCIIETHETO HE TpeOyeTCs.
Ilepopanvrule 2opmoHanbHble KOHMPAYyenmueHsie Cpeocmea
He mpenmnonaraercsi, 4To ceMariyTH CHUXKAET 3P(PEKTHBHOCTH MEPOPATHHBIX FOPMOHATIBHBIX
KOHTPALENITUBHBIX ~ cpeacTB. [lpu  OAHOBpEeMEHHOM TNPUMEHEHHH KOMOMHHPOBAHHOIO
MepOPATHLHOr0 TOPMOHAILHOTO KOHTpanenTuBHoro npenapara (0,03 mr stunuscrpaauona/0,15
MT JIEBOHOprecTpesa) U ceMariyTH/1a MOCIeJHIM He OKa3bIBaJl KIMHUYECKH 3HAUUMOTO BIHSHUS
Ha OOIIYIO 9KCIIO3UIMIO STHHUIICTPAIMOJIA U JIEBOHOPrecTpea. DKCIO3UIHS STHHUIICTPAIHOIA
He Obuta 3aTpoHyTa; HaOmonaanoch ypenuueHue Ha 20% OSKCHNO3MIMM JIEBOHOprecTpesia B
PaBHOBECHOM COCTOSIHUU. Cmax HE M3MEHWJIACH HHU JUISL OZTHOTO U3 KOMIIOHEHTOB.
Amopeacmamun
CemarnyTui He H3MEHSUI CHCTEMHYIO OJKCIO3UILHMIO aTOpBaCTaTHHA I1OC/IE I[IPUMEHEHUs
oHOKpaTHOU /1036l aropBactatuHa (40 wmr). Cmax aropBacTaTMHa cHu3uiaach Ha 38%. Oto
U3MeHeHHe ObUIO PaCIieHEHO KaK KIIMHUYECKH HE3HAYUMOE.
Jueoxcun
CeMmariayTuj He M3MEHSUI CUCTEMHYIO SKCHO3MIUI0 MU Cmax AMTOKCHHA IOCIE MPUMEHEHHS
OJIHOKpaTHOM 710361 urokcuna (0,5 mr).
Memdgpopmun
CemariayTuj He W3MECHST CUCTEMHYIO AKCHO3HIMIO I Chax METGOPMHUHA [OCIE MPUMEHEHHUS
metdopmuna B 103¢ 500 mr 2 pa3a B IeHb B Te4eHHUE 3,5 THEH.
Bapghapun
CeMariyTu He U3MEHSUT CHCTEMHYIO IKCIO3UIHIO WK Cmax R- 1 S-u3omepoB Bapdapuna nocie
NpPUMEHEHHsT OJIHOKpaTHOW 103bl Bapdapuna (25 wmr). Ha ocHoBanuu omnpejeneHus
MEXKYHApOJIHOro HopMmain3oBaHHOro oTHomeHus: (MHO) kInHHYECKH 3HAYUMBIX M3MEHEHUH

(bapmakoarHamMudeckux 3G dexToB BapdapuHa Takke He HAOJIH0AaI0Ch.
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Hecoemecmumocmo
BemiecrBa, no6asnennsie k npenapary O3emnuk®, MOryT BbI3BATH JErpajlalliio CeMariyTH/A.
[Tpenapar Ozemnuk® Hellb3si CMEIIUBATH C JIPYTHMH JI€KapCTBEHHBIMHU CPEICTBAMH, B TOM YHCIIE
¢ MH(Y3HOHHBIMH PACTBOPAMH.
Oco0Oblie ykazanus
[Mpumenenue npenapara O3emnuk® npoTuBonokazano y nanuentos ¢ C/I1 wmm nia neyenus
IUa0eTHYECKOro KeToarm,/103a.
[Tpenapat O3eMnuk® He 3aMeHsI€T HHCYIIHH.
Peaxyuu co cmoponwvt JKKT
[Ipumenenue aronuctoB [TIIT-1P moxer ObiTh accoumuposano ¢ HP co croponst XXKT. D10
ClIeIyeT YYUTHIBATH [IPH JICUCHHH NMAUEHTOB C MOYEYHON HEJOCTATOYHOCTHIO, TAK KaK TOLIHOTA,
PBOTA U Hapesi MOTYT IMPUBECTH K JIETHAPATALNH U YXYAIIECHUIO (QYHKIIMH TOYEK.
Ocmpuiii nankpeamum
[Tpu npumenenuun aronuctoB ['TIII-1P nabmroganuce ciaydyau pa3BUTHUS OCTPOro MaHKpeaTHTA.
[TanieHTsl JMODKHBI  OBITH  MPOMH(GOPMHPOBAHBI O XapaKTEPHBIX CHMIITOMax OCTPOTO
nankpeatuTa. [Ipy Mog03peHUH Ha MaHKpeaTuT Tepanus npenaparoM O3eMnuk® 1oKHA OBITH
MpeKpalieHa; B crydae MmoATBEpk/ICHHs OCTPOro MaHKpeaTuTa Tepanuto npenaparom O3eMnuk®
BO300HOBIATE He cieayet. Cienyer cobmoaaTh OCTOPOKHOCTD Y MALUEHTOB C MTAHKPEATUTOM B
aHaMHe3e.
[lpy OTCYTCTBHHM JpPYyrHX TNPU3HAKOB M CHMIITOMOB OCTPOrO ITAHKPEATHTa IOBBILICHUE
AKTHBHOCTH (DEPMEHTOB MO/DKEITYIOYHOM JKele3bl He SBJISETCS IMPOrHOCTUYECKUM (aKTOpoM
pa3BUTHUSL OCTPOTO MAHKPEATUTA.
Tl'unocnuxemus
[TanuenTer, monydarome npenapar O3emnuk® B KOMOMHAUMH € MPOMU3BOIHBIM
CyIb(OHUIMOYEBUHBI MM HHCYJIMHOM, MOTYT HMMETh T[IOBBIIICHHBIA pPHUCK Ppa3BUTHUS
ranoriaukemun. B Hauane jedeHus npernapatom O3eMnuK® pUCK pa3BUTHS THUIOTIIMKEMHH
MOHO CHH3UTh, YMEHBIIHB 103y TPOU3BOIHOTO CYIH(OHUIMOYEBUHBI MIIM MHCYIIMHA.
Jluabemuyeckas pemunonamus
Habmo1a10ch  MOBBIIIEHHE PHCKA PAa3BUTHUS OCJIOKHEHHUH IHA0CTHUECKOW PpETHHONATHU Yy
MAIMEHTOB ¢ HAJIMYMEM JIMa0CTHUYECKOW PETUHOINATHH, IMOJIyYaAIOUIMX TEpaIHioO HHCYJIHHOM M
cemarnytugoMm (cM. paszaen «[ToGounoe neiictBuer»). Cienyer coOmoaaTh OCTOPOKHOCTD IIPH
MPUMEHCHHH CEeMarjiyTHIa Y T[alUeHTOB ¢ JAMabEeTHYECKOW pPETHHONATHEH, I10Iy4aroluX
MHCYJIMHOTEparnuio. Takue MaiueHThl JODKHBI HAXOAUTBCS 101 MOCTOSHHBIM HaO/IF0JICHUEM U

[10JIy4aThb JICYCHUEC B COOTBCTCTBHUU C KIIMHHUYCCKUMH PEKOMCH/IAIHSIMHU. Bb]CTpOC YIYULIICHUC
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[JIMKEMHUYECKOrO KOHTpPOJIs ObUIO acCCOLMHPOBAHO C BPEMEHHBIM YXYALICHHEM COCTOSHHS
JabeTHUECKOH PETHHONATUH, OJHAKO IIPU ATOM HEIb3sl UCKIII0YATh U IPYTUe NPUYHHBIL.
Cepoeunan nedocmamoynocms
OTcyTcTBYeT ONBIT TNpuMEeHEeHHs npenapara Os3emnuk® y mnammentoB ¢ XCH IV
(GYHKIIMOHATBHOTO KJ1acca B co0TBeTCTBHHM € Kinaccupukauueit NYHA. [Ipumenenune npenapara
Y TAKHUX MAIKHEHTOB IPOTHBONIOKA3aHO.
3abonesanus wumouoHo JHcenesvl
B mocrperucrpaunonnoM nepuoze npumenenus apyroro ananora I'TII-1, maparnytuna, Obutu
OTMEYEHBI CIIy4ad MeAyJUISIpHOro paka muToBuHOH xene3bl (MPILDK). MMeromuxcs naHHbIX
HEJIOCTATOYHO JUIS YCTAHOBJCHHUS WIM HCKIIOYEHHMS [PHYUHHO-CIICJACTBEHHOH CBS3H
Bo3uukHOBeHUs: MPIIDK ¢ nmpumenenuem ananoros ['TI[1-1. Heo6xoaumo npoundopmupoBath
nanenta o pucke MPIIDK u o cuMnToMax oOmyxoiad IIUTOBUIHOH XKee3bl (MOSBICHHS
YIUIOTHEHHS B 00J1aCTH 1Ieu, Jucdaruu, ObIIKH, HEIPOXOSIIEH OXPUILUIOCTH 0JI0Ca).
3HauyMTEeIbHOE MOBBIINIEHHE KOHIIEHTPAIMH KATBIIUTOHHHA B I1JIa3M€ KPOBH MOXKET YKa3bIBaTh HA
MPXII] (y nmamuentoB ¢ MPXII]| 3HaueHuss KOHLEHTpALMU KaJbIMTOHHHA B IJIa3M€ KPOBHU
00b1aHO0 >50 Hr/i). [Tpu BBISBIEHHUH MOBBIIECHUS KOHIIEHTPALMH KaJIbIIMTOHHWHA B IIJIa3M€ KPOBU
Cclie/lyeT MPOBECTH JalbHelnee obcaeoBanue namuenTa. [lauuenTs! ¢ y3jaMu B IIMTOBUIHOM
’Kejie3e, BBISBICHHBIMH TPH MEIUIIMHCKOM OCMOTpe WM NpH npoBeaeHuu Y3U mmroBuaHOM
KeJIe3bl, TAK)KE JOJDKHBI OBITh IOTMOJIHUTEIBHO 00C/IEIOBAHBI.
[IpuMenHenre cemariyTiaa y MalueHToB ¢ TUYHBIM WM ceMeiHbiM aHaMHe3oM MPIIDK umm ¢
curipoMmom MDOH THIa 2 npoTHBONOKa3aHO.
Jloxknunuueckue oannvie no 6ezonacHocmu
JIOK/IMHUYECKHE JIaHHbIe, OCHOBAaHHBIC HAa MUCCIIEOBAHUAX (HapMaKoJIOrHUeCKOH O€30MacHOCTH,
TOKCHMYHOCTH MOBTOPHBIX 03 M I€HOTOKCHYHOCTH, HE BBISBHJIM KAaKOH-IIMOO OMNACHOCTH JUIs
4eJI0BeKa.
B 2-I€THUX MCCIIEIOBAHUSAX KAHIIEPOT€HHOCTH Y KPbIC M MBILICH NP KIMHUYECKH 3HAYUMBIX
KOHIIEHTPAIIUAX CEMArJIy TH CTal IPUYMHON pa3BUTUs OMyXoJieH C-KJIETOK U TOBUIHOM JKEIIE3bI
0e3 cMmepreabHOro uexoaa. Omyxonu C-KIeTOK IMTOBUHOM JKele3bl 0€3 CMEPTEIBLHOIO UCX0/a,
Ha0J01aeMble y KPbIC, XapakTepHsl ist rpyiibl aHaioro ['TII-1. Cunraercs, 4To B OTHOIIECHHH
JIFO/IeH JIaHHBIA PUCK SIBJISICTCS HU3KUM, HO HE MOKET OBITh ITOJIHOCTBIO HCKIIFOYEH.
Depmunvrocms
JlefictBue cemariyTtuaa Ha (EpTHIBHOCTH Yy JItOJeld HeuzBecTHO. CemaryyTua HE BIIMSI HA
(GepTuibHOCTE caMIoB  Kpbic. CpeaM caMOK KpbIC YBEIMYEHHE OCTPAIBLHOIO LHMKIA H
HE3HAUMTEIBLHOE  CHH)KEHHE  KOJHMYeCTBa  OBY/ISIIMA  HaOmozalnocs  IpH  J103aX,

COITPOBOKIABUINXCS CHUIKECHHUEM MACCHI TEJIa CAMKH.
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Biausinue Ha cnocoOHOCTH YNpaBJAThH TPAHCHOPTHBIMH CpeACTBaMH H  padory ¢
MeXaHH3MaMH
[Ipemapar O3eMnuk® He BIMSCT WJIM HE3HAUUTEIHHO BIHMSET Ha CIOCOOHOCTH YIIPABJIATH
TPaHCNIOPTHBIMUH Cpe[CTBAaMH WM paboty ¢ MexaHuzmamu. [lanmeHTBl I0KHBI OBITH
IPEeayNPEkKACHBI O TOM, YTO MM CIIEyeT COOMOAATh MEPBI MPEJOCTOPOKHOCTH BO H30€KAHHE
Pa3BUTHS Y HUX THIIOTITMKEMHH BO BpEMsl YIIPABJICHHS! TPAHCIIOPTHBIMH CPEJCTBAMH H IIPH paboTe
C MEXaHu3MaMH, OCOOEHHO mpH upUMeHeHHH mnpernapara O3emnuk® B KOMOWHAIMH C
IIPOU3BOIHBIM CYJIH(OHUIMOUEBUHBI HJIA HHCYJTHHOM.
PyKoBOJCTBO 110 HCIIOJIBL30BAHUIO
[IpenBapuTenbHO 3anonHeHHast mnpuil-pyyka O3eMnuk® nocTaBisieTcs B IBYX BHAAX:

Ozemnuk® 0.25 mr/no3a wiu 0.5 Mr/103a pacTBoOp JUIsl OJKOXKHOTO BBEJICHHUS B IIPEIBAPUTEIHHO

3aI0JIHEHHOH IIIPUL-PyYKe MO3BOJSCT BBOAUTH 103bI 0,25 mr uiu 0,5 mr. Jlanunas mmnpun-pydxa
Npe/iHa3HaueHa /ISl MOBBIMICHUS J103bl U MOUIEp)KaHus TepaneBTHueckoi 10361 0,5 mr. Oxna
IIIPUI-pYYKa COAEPXKHUT 1,5 Mu1 pacTBOpa.

Ozemnuk® 1 Mmr/mo3a pacTtBOp JUlsl MOIKOXHOTO BBEJICHHUS B IPEABAPUTENILHO 3aIOTHEHHOW

HINPHI-PYYKE [MO3BOJISIET BBOAUTH J03bI TOJILKO | Mr. JlaHHas mNpHI-pydka MpeJHa3Ha4YeHa
TOJIBKO JUlsl MOJUIEPIKaHHUs TepaneBTHYECKOW 1036l | mMr. OJHa MNpPUI-pYyYKa COAEPKHUT 3 MII
pacTtBopa.

B ynakoBky npenapata O3emMnuk® BimoueHs! uriasl Hopo®aitn® [Lmoc.

[TanuenTy cienyeT peKOMEeH10BaTh BBIOPAChIBATH MHBEKIIMOHHYIO HITY MTOCIIE KaXKA0H HHBEKIIUU
B COOTBETCTBHM C MECTHBIMU TPEOOBAHUSAMH.

HInpun-pyuka O3emMnuk® npeHazHayeHa TOIBKO UI HHAMBUYAJIbHOIO MCIIOJIB30BaHHS.
[Ipemapar O3eMnuk® Helb3si NPUMEHSATH, €CIM OH BBIIVISAMT HMHA4e, 4YeM MPO3PAYHbIH
OeclBETHBINA MM MOYTH OECIBETHBIA PacTBOP.

[Ipenapar O3eMnuk® Heb3si IPUMEHSTH, €CITH OH OBLT 3aMOPOXKEH.

[Ipennapatr O3eMnuk® MOXKHO BBOJMTH IpPHU MOMOLM I JIuHOM 10 8 mwm. [lnpun-pydxa
Ipe/Ha3HaYeHa /ISl UCIOIb30BaHUS C 0/IHOPA30BBIMU HHBEKIIHOHHBIMU HIiiamMi HoBo®aitH®.
Bcerna mocie KakI0W HMHBEKIIMH YAQISHTE WIIY M XpaHUTe MNpUi-pydky Ozemnuk® c
OTCOETMHEHHOM MIIION. DTO MOMOXKET NPEAOTBPATUTE 3aKYIIOPKY MIJI, 3arpsi3HEHUE, 3apaKECHHE,
BBITEKaHUE pAacTBOPA U BBEJACHUE HENPABHILHOM 1035l Ipernapara.

®opma BbINYCKA

PacTBop /U1 OAKOXKHOTO BBeIeHHS, 1,34 Mr/miL.

1) Inpui-pyuka O3emnuk® 0,25 mr/mo3a wiau 0.5 mr/ao3a.

[lo 1.5 Ma mpemapata B KapTpU/DKH M3 CTEKJIA, YKYIOPEHHBIE [OPIIHAMH U3

XIIOp6)’TPUIOBOﬁ PE3HUHBI C OJIHOM CTOPOHBI ¥ AJIIOMUHUCBBIMHU KOJIITAYKaMHu € TUCKaMHU U3
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OpOMOYTHIIOBOM pE3HHBI/TIOJIMU3O0NIPEHA, € ApPYrod CTOpoHbl. KapTpuik BCTpoeH B
MYJIBTHIAO30BYIO OJHOPA30BYIO INIPHUI-PYYKY JJIS MHOTOKDATHBIX HWHBEKUHH U3
NOJIMIIPONMJICHA, TOJHOKCUMETHIICHa, MOIUKapOoHaTa M aKpHJIOHUTPUI OyTaaueH
crupona. | mImpHiI-pyYyka BMECTE ¢ HHCTPYKIHEH MO MPUMEHEHHUIO U 6 0JHOPa30BBIMU
urnamMu Hopo®@aifH® [[1r0¢ B KapTOHHYIO MaYKy.

[Hnpun-pyuka O3emnuk® 1 mMr/mo3a.

[To 3 mu1 mpenapara B KapTPU/DKU U3 CTEKIIA, YKYTIOPEHHBIE OPIIHAMHU U3 XJI0pOYTHIIOBOM
PE3UHBI C OIHON CTOPOHBI U ATFOMHHUEBBIMHU KOJIITAUKaMH C IMCKaMH U3 OpoMOyTHIIOBOM
PE3UHBI/TIOMU30IIPEHA, C APYroi cTopoHbl. KapTpumk BCTpPOEH B MYJIBTHI030BYIO
OJHOPA30BYI0 UIMPHUI-PYYKY JUIS MHOTOKPAaTHBIX HHBEKIHH M3 IOJMIPONHKIICHA,
IOJIMOKCUMETHJICHA, TOJMKapOoOHaTa W aKpWJIOHMTpWI OyTaaveH ctupona. 1 mmpuil-
pydKa BMECTE C HHCTPYKIHEH 10 PUMEHEHHUIO U 4 0HOpa3oBbiMU HriiaMu Hoo®Daitn®

[L1r0c B KapTOHHYIO MAUKy.

Cpok roaHocTu

3 roga. He IIPUMEHSATH 10 HCTCYEHUHU CPOKA, YKa3aHHOI'O Ha OTUKETKE MINPHUI-PYYIKH H YIIAKOBKE.

YeoBusi XpaHeHHs

Xpauuts npu temneparype ot 2 °C 10 8 °C (B X0JIOJWIBHHUKE), HO HE PSJOM C MOPO3HIbHOM

KaMepoﬁ. 3amumars ot cBeta. He 3aMOpaXUBaTh.

Hcronp3yeMyIo MK IEPEHOCUMYIO B KAYECTBE 3aMaCHOM MINPHUII-PYUYKY € IIPENaparoM XpaHUTh

npu Temieparype He Boie 30 °C wm npu temnepatype ot 2 °C 10 8 °C (B X0JI01MIBHUKE) B

teuenue 6 Hexenb. He 3amopaxuBath. [lociie HMCHONb30BaHMS 3aKpbIBATh IIIPHI-PYUKY

KOJIITIAYKOM IJIsA 3allIMThI OT CBETA.

[Ipenapat O3eMnuk® ciieyeT npeioXpaHsiTh OT BO3AECHCTBUS H30BITOYHOIO TEIUIA U CBETA.

XpaHUTb B HEJIOCTYITHOM JUIsl IETEH MECTe.

YcaoBus oTnmycka

OTIIyCKarOT 1O perernTy.

Hp0ﬂ3BOZIHTeJ'll> U BJIaJieJiell PErHCTPANMOHHOIO YAOCTOBEPECHHA

Hoso Hopauck A/C, Hoso Ame, DK-2880 barcpaepa, Jlanus

www.novonordisk.com

IIpouszso0cmeo 20mogou 1ekapcmeeHHol hopmbl:

Hoso Hopauck A/C, Hoso Ate, DK-2880 barcpaepa, Jlanus

[lepsuunas ynakoska:

Hoso Hopauck A/C, Hoso Ate, DK-2880 barcsaepa, Jlanus

Bmopuunas/nompebumenvckas ynakoeka:

Hoso Hopauck A/C, bpenuywm [lapk, DK-3400 Xuninepon, Jlanus



IIpouszeooumens (Beinyckarowuii konmpons kavecmea):

Hoso Hopauck A/C, Hoeo Anne, DK-2880 barcsaepn, [lanus
Opranu3auusi, IPUHUMAIOIAs PETEH3UH OT NoTpeduTe 1eH:

000 «Hoo Hopmucky, 121614, Mocksa, yi1. Kpsutarckas, 1. 15, oduc 41

Ten.: (495) 956-11-32, daxkc: (495) 956-50-13

www.novonordisk.ru

Ozemnuk® u Hoeo®@aun® - 3apecucmpupoganuvie mop206vie MApKu, NPUHAOLEHCAuUe

komnanuu Hoso Hopouck A/C, Jlanus
© 20XX
Hoso Hopauck A/C

Crapimuii cienuaimucT o perucTpanuu
MEUIUHCKON MPOAYKIIUH

000 «Hoso Hopauck»

CasuHoBa A.B.

= [«Hoso Hopptuck>» =

e LS

5\ Novo Nordisk LLC /
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UHCTpyKuMs 115 NAHEHTOB [0 NpHMeHeHuIo npenapara O3emnuk® 0,25 mr/x03a uiam 0,5
MI/103a pacTBOP /JIf MOJIKOKHOI0 BBeleHHS B NIPeIBAPUTE/IbHO 3aNI0JJHEHHOMH NpUL-
pPYuKe.
BHuMAaTe/bHO NPOYMTANTE JAHHYI0 HHCTPYKIHIO IEpell NPUMEHEHHEM IIPEIBAPUTEIBHO
3aN0JIHEHHOH mIpHUI-pydku O3eMnuk®.
Hcnoab3yiiTe WINPHI-PYYKY TOJBKO MOCJE TOro, Kak Bbl HayuHTech €10 10/1b30BaThCs 110/
PYKOBOJICTBOM Bpaya WJIA MECECTPHI.
HaunuTte ¢ MpOBEPKH LINPHUI-PYYKH, YTOObI YOeIHTHCH, 4TO B HEH COJEPKHUTCH mpemnapar
Ozemnuk® 0,25 mr/noza wiam 0,5 mr/ao3a, 3areM MOCMOTPUTE Ha IPE/ICTABIICHHBIE HMXKE
WJUTIOCTPALMH, YTOOBI O3HAKOMHUTHCS C Pa3IMYHBIMU YaCTSAMH IIIPUI-PYYKH H MIJIBL
Ecau Bei craboBuasimuii wian y Bac umerorces cepbé3nbie npodiieMsbl co 3peHnem, i Bol He
MoKeTe pasIuYuTh UH(PbI HA CcYéTYHKe 03bl, HE HCNOJAbL3YHTe MNpHI-PYYKY Oe3
nocroponHeit momomu. [ToMO4b BaM MOXET YENOBEK C XOPOIIMM 3pPEHHEM, OOYYEHHBIH
HCIIOJIb30BAHHUIO MIPEABAPUTEIBHO 3aMOJIHEHHOM MINMPUI-PYUKH ¢ npenapaToM O3eMnuk®.
JlaHHas IIPHIl-PyYKa SBISETCS MPEABAPUTEIHHO 3aMOTHEHHOM MIPHI-pYYKoi. OHA COAEPKUT
2 MI ceMariyTi/a u mo3BossieT BeiOpath 1036l 0,25 mr wiu 0,5 mr. Inpun-pyuka paspaborana
JUISL MCIIOJIB30BaHMS ¢ OHOPa3oBbIMU UriiaMu HoBo®@aH® mmuHOM 10 8 MM.
Uraert Hopo®aiiu® [ 1110 BKIIOYEHBI B YIIAKOBKY.
A Baxnas undopmanus
OGparute 0coboe BHUMaHKHE Ha HHPOPMAIHIO, OTMEUEHHYIO TAKHMH 3HAYKaMH, 9TO

0Y€HBb BAXXHO JUI 0€30MaCHOr0 UCIOJIb30BAHMS HINPHULI-PYYKH.



C.25

MpeaBapuTeIbHO 3aM0HEHHAS
WNPHL-PYYKA C NPENapaTom
Ozemnuk® u uraa (npumep)

T
4
[

Koanawox |, | KOJANAYOK
wnpuu- !L% MIJbI

YKH A
py -
BuyTtpenuni

| KOAna4oK

s MTABI

;;__ Hapyubiii

‘L_,g*— WUraa

——

3amuTHan

OxowKo Hakjelika

wnpuu-
PYYKH

ITHKETKA
wnpuu-
PYYKH

CuyéTuMK 103b1
Ykazarteab A03bi

CeaexkTop
[03bi
MyckoBas
KHOMKA

1. [ToaroToBKa MINPHL-PYYKH ¢ HOBOH HUIJIOH K HCIIO/Ib30BAHHIO

. IIpoBepbTe HA3BaHHE M IBETOBOI KO/ HA YTHKETKE IIIPHII-PYYKH, YTOOBI yOeMThCH,
4TO B He# cojeprxutest npenapat O3eMnuk® 0,25 mr/no3a uwam 0,5 mr/no3a. 1o
0c0o0eHHO BaXHO, ec/ii Bbl mpumensiere 60siee 0JHOr0 HHBEKIIMOHHOIO IIpernapara.

. CHUMHTE KOJINAY0K CO MNPHI-PYUKH (puc. A).

. Yoeaurech, 4T0 pacTBOp B WINPHUL-PYYKe MPo3payHbIi 1 OecuseTHbIH (puc. B).
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[TocMoTpHTE B OKOIIKO MINPUI-PYYKH. ECIH pacTBOp MyTHBIN U He OECLIBETHBIH, HE

UCTIOJIB3YHTE MIIPHUILL PYUKY.

i
|
. Bo3bMHTE HOBYIO HIUTY M yJIUTE 3aUIMTHYIO HakIeHKy (puc. C).
Eciu 3amuTHas HakIieika moBpeXxaeHa, He HCIOIb3YHTe Uy, TaK KaK B 9TOM ClIydae

CTCPUJIBHOCTH HE Ir'apaHTUPYETCH.

. HaxenbTe MIUIy HA MINPHI-PYYKY U NOBePHHUTE €€, 4TOOBI HIJIA IJIOTHO JepPKaJIach

Ha mnpun-py4ke (puc. D).

. CHuMHTE HAPYKHBII KOJINAY0K UIJIbl, HO He BbIOpackiBaiiTe ero (puc. E). On
noHaio0uTcst Bam nociie 3aBepiieHust HHBEKIMHU, YTOOBI O€30IaCHO CHATH UIJTY CO

IITTPHII-PYYKH.

. CHuMHTE B BHIOPOCHTE BHYTPEHHHH Ko ma4vok ur.bl (puc. F). Eciu Bei
MOMBITACTECHh HAIETh BHYTPEHHUH KOIMavyoK 00paTHO Ha Uri1y, Bel MoxeTe cirydaiHO
YKOJIOTBCS UTJIOM.

Ha KOHIIe MIJIBI MOXKET TTOSBUTHLCS KAIlIsl pacTBOpa. JTO HOPMAJIbHOE SIBJICHHE, OJHAKO, BbI BCE

PaBHO JIOJDKHBI IPOBEPHUTH MOCTYIIJICHUE Ipenapara, ecjiv Bel ucnoss3yere HOBYIO IIIPHIL-

PYUKy B II€pBBIH pas.

He npucoexuHsiiiTe HOBYI0 HIJIY JI0 TE€X [10p, 110Kka Bl HE OyaeTe roToBbI c/I€]1aTh HHBEKIHIO.
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Bceeraa st Kaxa0i HHbEKIMH UCIOJIB3YHTE HOBYIO HIJTY.
JTO MOKET MPEAOTBPATUTH 3aKYIOPKY HUIJI, 3arpsi3HeHHEe, HHPHUIIMPOBAHUE U BBEJICHUE
HEMpPaBUIIbHOM J103bI IIpernapara.

Hukoraa ne ncno.ub:;yifne HIJ1y, €CJIH OHA MOrHyTa HJIH MMOBPEKACHA.

2. [IpoBepka nocTyIuieHUs npenapara

Ilepex nepBoii HHbEKIMEH ¢ MOMOIMBIO KAK/I0H HOBOI MINPHI-PYYKH POBEpPbTe
nocTyIieHue npenapara. Eciu mnpui-pyyka yxke HaxoIuTCsl B UCIOIb30BaHUH, TO
nepeiaure K onepanuu 3 «YCTaHOBKA J103bD».

[ToBopauuBaiiTe ceIeKTOp J03bl, MOKA CYETUHK 10351 He IOPABHAETCS C CHMBOJIOM

NPOBEPKH MOCTYIIeHHs nmpenapara (** =) (puc. A).

(B ] o |

JlepuTe MIPHUI-PyUKY UIION BBEPX.
HakmuTe mMyCKOBYI0 KHONIKY M y/IepP:KHBaNTE €€ B ITOM I0.I07KEHHH, [10Ka CYETYUK
10361 He Bo3Bpatutes K «0» (puc. B). «0» 10/mKeH CTOSTH HATPOTUB yKa3aress A03bl.

Ha xoHIIe UriIbl JOKHA MOSBUTHCS Karlis pacTBOpa.

Ha koHIIe UIIhl MOJKET OCTABaThCs MAJICHbKAs Karlisi, HO OHA HE 6y11eT BBC/ICHA ITPHU WHBECKIIUH.

Eciu kanuisi pacTBopa Ha KOHIE HIJIbI He MOSIBUJIACKH, TOBTOPUTE oneparuio «2» «IIposepka

MOCTYIUIEHHUS Tpenapara», Ho He Oosiee 6 pa3. Eciiu karuist pacTBopa Tak U HE MMOSIBUIIACH,

MIOMEHSIITE UTJTY U MIOBTOPHTE ornepanuio «2» «IIpoBepka nmoctyniaeHus npenaparay eme pas.

Eciin kanuisi pacTBopa Tak U He MOSIBUJIACH, YTUIN3UPYUTE MINPUL-PYUKY U UCIIOJIB3YHTE

HOBYIO.
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Bceeraa nepeji HCIOJIb30BaHHEM HOBO# LINPUI-PYUKHU B IIEPBBIH pa3 yoeauTech B TOM,
YTO HA KOHIIE MIJIbl MOSIBHJIACH KAILIS PACTBOPA. DTO rapaHTUPYET MOCTYIUICHUE
npemnapara.

Ecim Karuis pacTBOpa He MOSBUJIACK, ITpenapaT He 0y/1eT BBE/IEH, [1aXe €CIIH CUETUHK
J103bI OY/IET JIBUTATHCS. ITO MOKET YKA3bIBATh HA TO, YTO MIJIA 3aKyIIOPEHA HJIH
NOBpekK/IeHA.

Eciu Bel He poBepuTe MOCTYIUICHHE Tpernapara nepej nepBoit HHBEKIMEH ¢ IOMOIIBIO
Ka)KJI0# HOBOM IIMPHUI-PYYKH, BBl MOXeTe HE BBECTH HEOOXOAUMYIO 103y U 0KHIaEMbIH

sddext npenapara O3eMnuk® He OyAET TOCTUTHYT.

3. YeranoBka 10361

IToBopauuBaiiTe ceJIeKTOP 103bI /10 TEX MOP, MNOKA OH He MOKAKeT HEOOX0AUMYI0
Bam 103y (0,25 mr uiam 0,5 mr) (puc. A).

Ecnu no3a Obuta BeiOpaHa HenpaBUILHO, Bbl MOXKeETE IOBOpPauMBaTh CEIEKTOP 1035l
BIIEPE]T MJTK Ha3aJl, NOKa He Oy/IeT ycTaHOBJIEHA [TPABUIIbHAS /1034.

MakcumalibHas J103a, KOTOPYIO MOXXHO YCTaHOBHUTDH, COCTABJISAICT 0,5 MI'.

CGHCKTOp JIO3bI HBMCHSCT 103Y. Toapko cuéTumK 10361 U yKa3aTe€ib J103bI ITOKAXYT KOJIUYCCTBO

MT Tpernapara B BbiOpaHHO# Bamu no3e.

Be1 moxxete BbiOpath 710 0,5 Mr npenapata Ha 103y. Eciy B INPUI-pyUYKe COAEPKHUTCS MEHEE

0,5 Mr, CYETYHK 1036l OCTAHOBUTCS MpPExKAe, yeM mosBUTCs «0,5».

HpI/l KaXX/IOM ITOBOPOTE CEJICKTOPA 103bl pa3ar0TCs IETYKH, 3BYK IICTYKOB 3aBUCHT OT TOIO, B

KakKyl CTOPOHY BpalacTcCs CEJICKTOP AO3bI: Bnepén, Hasa/l Uik, €CJIu Ha6paHHa$[ J103a

ITPEBBIIIACT KOJIMYECCTBO MI' Iperiapara, OCTaBIIMXCs B HIITPHI-PYYKE. He cuuraiite memdxku

IIITPHUII-PYYKH.

A

Bceerna nepea kax/a0ii MHbEKIHEH NMPoBepsiiTe KAK0OEe KOJIHYECTBO MI' IIpernapara
Bb1 HaOpam 110 c4ETYHKY /103b1 M YKA3aTEJII0 103bl.

He cuuraiiTe MEIYKH MITTPULL-PYUKH.

C noMOmbIO CEJIEKTOPA 103bI HY’KHO BIOMPATH TOJIBKO 10361 0,25 Mr uau 0,5 mr.
BribpanHas /103a J10/1KHA HAXOJAUTCSI TOYHO HAIIPOTUB YKa3aTelsl 103bl — TAKOEe

T0JI0KEHHME TapaHTHPYeET, 4TO BbI MOTyunTe MPAaBUIIBHYIO 7103y Npernapara.

CKoIBbKO npemnapara ocrajiochb
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Yr100b1 ONIpPEIe/INTh, CKOJIBKO NPENnapara 0¢Taj0ch, UCIOIb3yHTe CYETUUK J03BI (pUC.
A): IloBopaunBaiite ceIeKTOp J03bl 10 OCTAHOBKH CYETYHKA 103bl.
Ecnu on nokaseiBaet «0,5», B mmpui-py4ke ocraaoch He meHnee 0,5 mr npenapara.
Eciu cuéryuk 103b1 0CTAHOBHIICH /10 TOT0, KAK NOABHIOCH «0,5», TO 3TO 03HAYaeT,
YTO B LIMPHUI-PYUKE OCTATOCH HEJIOCTATOYHOE KOJIMYECTBO Ipernapara, 4ToObl BBECTH

noaHyto a03y 0,5 mr.

Eciu B IIpHI-pydKe 0CTAIOCH HEIOCTATOYHOE KOJHYECTBO MpenapaTa AJ1si BBEACHUS
TIOJTHOM J103bI, HE UCTIOIB3yHTE MIPUI-PYUKY. Mcrob3yiTe HOBYIO IINPUI-PYYKY

O3eMnuk®.

4. Beegenune npenapara

BBeauTe Ur/1y moja Koy, UCIOJIb3ysl TEXHUKY UHBEKIIUH, PEKOMEHIOBAaHHYIO BPAUOM
WM MeJICECTpOit (puc. A).
Yoeaurech, 4T0 CHETYHK 103bI HAX0AUTCS B noJie Bamero 3penns. He

HOTpaIHBaﬁTeCL J10 CYETUYMKA JI03bI ATBIIAMH — 9TO MOXKET IpepBaTh HHBHCKIHIO.

HaskMuTe IMyCKOBYI0O KHOIIKY /10 YIIOPA H Y/AeP:KHBAMTEe €€ B )TOM MOJI0’KeHHH, MOKA
cuéTumK 10361 He moKkaxeT «0» (puc. B). «0» 10mKeH HAXOIUTCSE TOYHO HAITPOTUB

yKa3aTelisd J103bIl. an/I sToM BEI MOXeTE yCJIbIIIATh WJIKA OLIYTHTH HICTYOK.

Y aepkuBaiiTe HITy O KOXKeH, [10C/Ie TOr0, KaK CUETUUK 103kl BEpHYJICS K «O» U
MeJIeHHo cumnTaiite 10 6 (puc. C).
Eciu Bel u3Bjieuéte Uriy u3-moj| KO paHbine, Bel MoxkeTe yBH/IETh, KaK Ipenapar

BBITEKAET U3 UIJIBL. B 9TOM ciiyyae OyaeT BBeeHa HEMoHAas /103a [penapara.
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;’ Meanenno cauraiire:

1-2-3-4-5-6

. H3BaexkuTe uriay u3-noja koxu (puc. D). Eciiu B MecTe HHBEKIIUHU MOSIBUIIACH KPOBB,

cllerka MpUXKMHTE K MECTY YKOJIa BaTHBIH TamnoH. He maccupyiite mecto ykosa.

[Tocrie 3aBepieHust HHbEKIUH BbI MOXeTe YBHIETH KaIlIIO pacTBOpa Ha KOHIIE UIJIBL. JTO
HOPMAJIBHO U HE BJIMSET Ha 103y [penapara, KoTopyo Bbl BBeH.
A Bceraa cBepsiiiTech ¢ MNOKa3aHHUAMH CHETYHKA 103bl, YTOOBI 3HATH, KAKOE
KOJIHY€eCTBO MI' mpenapara Bol BBesIn. Y 1ep)KUBaiiTe MyCKOBYIO KHOIIKY JI0 TEX TI0p,
MoKa CYETUMK J103bI HE MOKaxeT «O».
Kak BbISIBHTH 3aKYNIOPKY HJIH NOBPEKICHHE HIJIbI
- Ecau nocne noiroro HaxkaTus Ha IyCKOBYIO KHOIIKY Ha CUETUYMKE 1036l HE
nosiBisieTcst «0», 3TO MOXKET 03HAYaATh 3aKYIOPKY MJIU ITOBPEXKICHHUE UIJIBI.
- B 3tom ciiyuae Bel He nosyuunu npenapar, Jaxe eciiv CUETYUK J103bl H3MEHHII
OJIOKEHHUE C UCXOIHOMU J03bl, KOTOPYIO Bbl ycTanoBHIIN.
Yro ges1aTh ¢ 3aKyNOPEeHHOH UIJI0H
3aMeHHTE UIITy Kak ormucano B onepanuu S5 «[locie 3aBepiieHUst HHBEKIIMU» U TIOBTOPUTE BCE
mraru, HauuHas ¢ onepauuu 1 «[loaroroBka mmnpUIl-pyyky ¢ HOBOH UIJIOH K MCIIOJIB30BAaHHIO.
V6eaurecs, 9TO YCTAHOBUIIH MOJIHYIO HeoOXoauMyto Bam 103y.
Huxoraa He 1orparuBaiitech 10 C4éTYHKA 103bI BO BpeMsl BBe/leHHs npenapara. JT1o
MOXET IIpepBaTh UBEKIHUIO.
5. [locsie 3aBepIEeHUS] HHbEKIHH
. [To/105KMB HApYyKHBIHA KOJMAYOK UIJIbI HA IUIOCKYIO ITOBEPXHOCThH, BBE/IHTE KOHELl HIJIbI

BHYTPb KOJINAYKA, HE KaCasiCh €ro WU UIJIbI (pUC. A).
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. Kor/ia uria BOMIET B KOJIMAYOK, OCTOPOKHO HAleHbTe HAPY/KHbIH KOJINA4Y0K HA HUIJIY
(puc. B).
. OTBHHTHTE HIJIY U BEIOpOCHTE €€, CO0MI01asi MEPBI TPEIOCTOPOKHOCTH.

_ Y; _—

. [Tocie KaX10ro UCIOJIb30BaHUS HA/leBaMTe HA INPHI-PYYKY KOJNAY0K, YTOObI

3AIUTUTH COJEPXKALIMICS B HEll pacTBOp OT Bo3zeicTBHs cBeta (puc. C).

Bceera noc/ie Kax/10i HHbEKIHHA BHIOpAChIBaiiTe HIJIY, 4TOOBI 00eCeYuTh KOMYOPTHYIO

MHBEKLUIO U u30exaTh 3aKyrnopku uri. Eciu uria 3akynopena, Bel He BBeaére cebe npenapar.

BeiOpachiBaiiTe MyCcTyIO MITPHII-PYUKY ¢ OTCOEAHHEHHOM UIJIOH B COOTBETCTBUH C

PEKOMEHIAIUSAMHU JIAHHBIME BPa4oM, ME/ICECTPOH, (hapManieBTOM MM B COOTBETCTBHH C

MECTHBIMH TPeOOBaHUSIMMU.

A Huxkoraa He npiTaiiTech Ha/IeTh BHYTPEHHHUI KOJINA40K 00paTHO HA HI.Ty. BhI
MOJKETE YKOJIOThCS.

A IMociie Kax/10ii HHBEKIIHMU BCEraa cpasy yaajsiiTe HIiIy O INPHI-PYYKH.
DTO MOXKET MPEAOTBPATHTE 3aKYIIOPKY HIJI, 3arpsi3HeHUE, HHOUIUMPOBAHHE, BEITEKAHUE
pacTBOpa M BBEJICHUE HEIIPABUIBHOM /10361 IIpENapara.

A JlonosiHuTe/IbHAS BaxkHasg HHPopMauHs

. Bceeria XpaHuTe MIIPUL-PYUKY U UIJIbI K HEH B HEOCTYIHOM /ISl BCEX, U B
0CcOOEHHOCTH JUIsl IETEH, MecTe.

. Huxkoraa He nepeaaBaiiTe CBOIO LINPHII-PYUKY U MIJIBI K HEH APYTUM JIMIAM.

. JIuna, oCcyIecTBISIONHEe YX0/1 3a O0JIbHBIM, A0/KHBI 00pamarbes ¢
HCII0JIb30BAHHBIME HIJIAMH € 0000 0CTOPOKHOCTHIO, YTOOBI IIPEJOTBPATUTD YKOJIBI
UIJION ¥ MepeKpECTHOE HHPUIIUPOBAHHUE.

¥Yxoa 3a mnpuu-pyYKon

AKKypartHo obpariaiirech co mpHi-pyukoit. HeOpexnoe obpaiienue nin HEMpaBuIbHOE

MCIIOJIb30BAHME MOT'YT IPUBECTH K BBE/ICHHIO HEIPABHIILHOM 10361 IIpenapara, ¢JIe/ICTBUEM Yero

MOT'YT CTaTh BBICOKAsi KOHIIEHTPALHS [TIFOKO3BI KPOBH HJIM JTUCKOMPOPT B 00JIaCTH )KMBOTA

(TOLIHOTA WJIX PBOTA).
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. He ocraBJsiiiTe MNpHI-PYYKY B aBTOMOOHIE U JIIOOOM JIpyroM MecTe, 1€ OHa

MOXET MOABEPraThbCs BO3JCHCTBUIO CJIMIIKOM BBICOKUX MJIM CIIUIIKOM HU3KHUX

TEeMIeparyp.

. He npumensiiite npenapart O3emMnuk®, ecjin oH 0bL1 3amMopoxkeH. B oTom ciryyae

KOHICHTpAU I'NTFOKO3bl KPOBH MOXKET CTaTh CJIMIIIKOM BBICOKO# MK Bbl MOXXeTe

IMO4YYBCTBOBATH III/ICKOMQ)OpT B 00JIaCTH )KHBOTA TaKOM, KaK TOLIHOTA UJIU pBOTA.

. He npumensiiite npenapat O3eMnuk®, ec/iv OH NoABePrcsi BO3ACHCTBHIO NMPAMBIX

COJTHCYHBIX .]'ly‘lei"l. B sTom Ccllyya€ KOHIEHTpAIU INIFOKO3bI KPOBA MOXET CTATh

CJIMIIIKOM BBICOKOM.

. [IpexoxpaunsiiiTe MNPUI-PYYKY OT NMONAAAHUA HA He€ NbLJIH, 3arPA3HEHHH H
KH/IKOCTH.
. He moiiTe mnpun-pyyKy, He MOrpysaiite e€ B )KHAKOCTh H He cMa3biBaiiTe e€. [Ipu

HEOOXOIMMOCTH IIMPUII-PYYKY MOXHO OYHINATH BIAKHON TKAHBIO, CMOUYECHHOH MSTKUM

MOKIIIHM CpEACTBOM.

. Heb3st poHATH WIH yIapsATh INPHI-PYYKY O TBEPIAYIO MOBepXHOCTh. Eciin Bol

YPOHHUIIH HIIIPUI-PYUKY HUJIIH COMHEBACTECH B eé HCIPaBHOCTH, MIPHCOCAUHUTE HOBYIO

HUIJTY U IIPOBEPHTE MOCTYIICHUE ITpETiapaTa nepe/a TEM, Kak CACJIaTb HHBEKIIUIO.

. He neiTaiiTech MOBTOPHO 3aM0JHHATH INPHI-PYUKY. [lycTyio mmpuu-pyuxy

HEOOXO0MMO BBIOPOCHUTD.

. He nbITaiiTech caMOCTOATEILHO MOYHHHTH MINPHUI-PYYKY WK pa3o0parh €€ Ha

YqacTH.

Crapmuii cnenuaiycT 10 perucTpanmuu
MEJIMIIMHCKOM TPOJAYKIIUU

00O «Hoso Hopauck»

CaBunHoBa A.B.

«Hoso FepjicK?
Novo Nordigk LLC /€
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HMHcTpykums 118 NAHEHTOB M0 NpuMeHeHHIo npenapara Ozemnuk® 1 mr/103a pacrsop
JIJIs1 TIOIKOKHOI'0 BBE/ICHHSI B NPeIBAPHTE/IHHO 3aN10,ITHEHHOH IINPHI-PYYKe.
BuuMarTeIbHO NPOYMTAITE JAHHYI HHCTPYKIHIO [epel NMPUMEHEHHEM IpeABapPUTEIHHO
3aMOJIHEHHOH mnpUL-pydkd O3eMnuk®.
Hcnonb3yiiTe MNPUI-PYYKY TOJIBKO 10C/I€ TOro, Kak Bel HayuuTech €10 mo/ib30BaThbes MO
PYKOBOJICTBOM Bpaya WJIU MEICECTPHI.
HaynuTte ¢ mpoBepKU MINPHUI-PYYKH, 4TOOBI YOeaUuTHCH, YTO B HeH COJep:KUTCH mpenapar
O3emMnuk® 1 mr/mo3a, 3areM NMOCMOTPUTE Ha MPEJCTABICHHBIC HUKE HIUTIOCTPAIMH, YTOOBI
03HAKOMHUTBCS C Pa3IMYHBIMH YaCTSIMHU UINPHUI-PYIKU U UTIIBL.
Eciau Boi ciiabouasimuii uim y Bac umerores cepbé3nbie npodiemMsl co 3peHneM, H Bol He
MOJKeTe Ppa3juYuTh HHPPHI HA CYETYHKe 103bl, He HCMHOJIB3YiTe MNPHI-PYYKY 0e3
nocropoHHeii momomM. [loMOoub BaM MOXKET YEIOBEK C XOpPOIIMM 3PEHHEM, OOyUEHHBIH
HCIOJIB30BAHHUIO NPEABAPUTEIBLHO 3aM0THEHHON MINPUI-PYUKH ¢ ipenapatoM O3emMnuk®.
JlaHHas WIMPUI-PYYKa SBISIETCS MPEABAPUTEIBLHO 3aMOTHEHHON MIpUIl-pyduKoit. OHa COIEPIKUT
4 Mr cemariiyTuaa M IO3BOJII€T BbIOpaTh TObKO 103y 1 mr. [lnpui-pyuka paspaborana s
MCIOIb30BaHusl ¢ 0JHOpa3oBbMH UriiaMu HoBo®aiiH® mpiinHO#M 10 8 MMm.
Urner HoBo®aiiu® [1110¢c BKIIOYEHBI B YIIAKOBKY.
A Baxunas undopmauus
O6paruTte ocoboe BHUMaHKE HA HHPOPMAIHIO, OTMEYEHHYIO TAKUMH 3HAYKAMH, 3TO

0Y€HBb BAXKHO JUIS O€301aCHOT0 UCITOJIb30BAHUS HIITPUIT-PYYKH.



[IpeasapurenbHo
3aMo/IHeHHasl WNPHL-PyYKa
¢ npenapatom O3emMnuk® u
urja (npumep)

(f 1 Hapy&Hblii
Kosanavox . KOINa4yor
wnpuu- | urasl
pY4KH s
BuyTtpenunii

KOJIMa4voxk
HIJIbI

3amurHas
HakJeiika

ITHKEeTKA
WnpHL-
PYUYKH

CuéT4yuk 103bl
YkazaTtesb A03bl

CenexTop

A03bl
npoBepKH

G - =7 IlyckoBas nocTynaenus
KHOMKA npenapara

1. lloaroToBKAa MINPHI-PYYKH ¢ HOBOM HIJIOH K HCIO/Ib30BAHUIO

C.34

. IIpoBepbTe HA3BaHHE M IBETOBOH KO/I HA YTHKETKE [ITPHI-PYYKH, YTOOBI YO UTHCH,

qTO B Hel copepkutcs npenapar O3eMnuk® 1 mr/no3a. 1o ocobeHHO BaKHO, eciiu Bl

IIPUMEHSACTE 0oJiee 0JIHOrO HHBEKIIHOHHOTO nmpenapara.

. CHHMHTE KOJNAY0K CO MNPHI-PYYKH (pHC. A).
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. Yoeaurecn, 4T0 pacTBOp B IINPHI-PYYKe NPO3padHbIil 1 OeciBeTHBIH (puc. B).
[TocMOTpHTE B OKOLIKO IINPUL-PYyUKH. ECii pacTBOp MyTHBIN 1 He OECIIBETHEIM, HE

UCTIOIB3YUTE MINPHIL PYUKY.

. Bo3bMuTE HOBYIO HIUTY M yaIUTE 3aIMTHYIO Hakeiky (puc. C).
Ecnu 3amuTHas HakielKka MoBpeXk/IeHa, He UCTIOIB3YHTE UIITY, TaK KaK B 3TOM Cllydae

CTEPHJIBHOCTh HE TapaHTUPYETCH.

. HajaenbTe uriy Ha INPHI-PYYKY U NOBEPHHUTE €€, YTOOBI HIJIA IJIOTHO J€PKAIacCh

Ha mnpuu-py4ke (puc. D).

. CHuMHTE HAPYKHBIH KOJINA40K UIJIbl, HO He BbIOpackiBaiiTe ero (puc. E). On
noHaooutcst Bam nocie 3aBepuieHust HHbEKIMU, YTOOBI O€30M1aCHO CHATH UTITY CO

HIIPUL-PYYKH.

. CHumuTe H BHIOPOCHTE BHYTPEHHUH Ko/Inma4oK urJsl (puc. F). Eciu Ber
MOMBITAETECh HAJIETh BHYTPEHHHM KOJIMAa40K 00paTHO Ha urity, Bel MoxeTe ciiydailHO
YKOJIOTBCS UTJIOH.

Ha koHIie Uriibl MOXKET MOSIBUTHCS KaIUIsl pacTBOpa. ITO HOPMAJIBHOE SIBJIEHUE, OJIHAKO, BbI BCE

PaBHO JOJKHBI IPOBEPHUTH ITOCTYIUIEHHUE Ipenapara, eciid Bl ucnonb3yere HOBYIO IIIPHIL-

PYUYKY B II€pBbIA pa3s.

He npucoeuHsiiiTe HOBYI HIUIY JIO TEX 10D, IOKa Bl He Oy1eTe roTOBBI ce1aTh HHBEKIHIO.



A

2. [IpoBepka nmocTymieHus npenapara

c. 36

Beeraa st ka0l HHbeKIMH HCIIOJIb3YHTE HOBYIO HIUTY.
ITO MOKET MPEOTBPATUTH 3aKYNOPKY HIJI, 3arpsi3HEHUE, HHOUIIMPOBAHKHE U BBEICHUE
HENpaBUIbHOM J103bI Ipenapara.

Hukoraa ne ncno.nwyi’ne HIJIYy, €CJIH OHA MOrHyTa HJIH MOBPEKIACHA.

[lepen nmepBoii HHbeKIHEH ¢ IOMOIMbIO KAXK/10H HOBOH MINPHII-PYYKH NIPOBEPbTE
nocTyIuieHHe npenapara. Ecim mmpui-pydka yxe HaXOIUuTCsl B UCIIOJIb30BAaHUH, TO
nepenIuTe K onepanuu 3 «YCcTaHOBKa JO3bI».

[ToBopauuBaiiTe ceaeKTop A03bl, MOKA CYETYHK A03bI HE IOPABHSAETCH ¢ CHMBO.IOM

NPOBEPKH MOCTYIIEHHs npenapara (** == ) (puc. A).

JlepXKuTe MINPHI-PYIKY UTJIONW BBEPX.
HakmuTe MyCKOBYI0 KHOIKY H y/Iep:KHBaiTe €€ B 9TOM M0/I0KeHHH, IT0KA CYETYUK
710361 He Bo3BpaTHTCs K «0» (puc. B). «0» 10DKEH CTOSITH HAIPOTHB yKa3aTelis 103bl.

Ha xoHI1e UriIbl JOKHA MOSBUTHCS KarlIs pacTBOpa.

Ha xoHI1e UIIbl MOXKET OCTAaBaThCSl MAJICHbKAsI KaIljisi, HO OHA HE 6}’II€T BBCJ/ICHA [TPU UHBECKIIUU.



€. 37

Ecin kamis pacTBopa Ha KOHIIE HIVIbI He OABHJIACK, IOBTOPUTE onepanuio «2» «[Iposepka
MOCTYTIJICHUS IIpenaparay, Ho He 6osee 6 pa3. Eciu karuist pacTBopa Tak ¥ HE MOSBUIIACH,
MIOMEHSHUTE UIITy U IOBTOpUTE onepanuio «2» «IIpoBepka nocryrieHus npemnapara» euié pas.
Ecin kanuis pacTBopa Tak H He NOAABWJIACH, YTHIM3UPYHTE IINPHUII-PYUKY U HCIIOIb3YHTE
HOBYIO.

A Bceeraa nepes MCIOIB30BaHUEM HOBO#M IINPULI-PYYKH B IIEPBLIA pa3 ydeauTech B TOM,
YTO HA KOHIIE UIJIbl MOSIBHJIACH KAILIA PacTBOPa. JTO rapaHTUPYET NOCTYIUICHUE
npernapara.

Ecnu kanuis pacTBopa He NOsIBUJIACh, Ipenapar He OyAeT BBEIEH, 1aXKe €C/IU CUETUHK
J103bI Oy/IET ABUTaThCS. ITO MOKET YKA3bIBATh HA TO, YTO HIVIA 3aKYNOPEHA HJIH
NOBpekK/IeHa.

Ecnu Bbl He mpoBepuTe MoCTyIUIEHUE TIpernapara rnepes nepBoi HHBEKIUEH ¢ MOMOIIBIO
KaXX/I0# HOBOW LIMPHUIl-pYYKH, Bel MOkeTe He BBECTH HEOOXOIUMYIO /103y M 0XKH1aeMbIi
¢ dext npenapara O3eMnuk® He OyeT JOCTUTHYT.

3. YcraHoBKa 10361

. IToBepHuTeE cesieKTOP 103bI, 4TO0BI BBIOpATH 103y 1 Mr (puc. A).

[TponomxaiiTe moBopavyMBaTh 10 TEX MOP, MOKA CUETUYMK /1036l HE OCTAHOBHUTCS U HE

MOKaXeT «1».

Tonbko cYETUMK J03BI U YKa3aTellb JO3bI MOKAXYT, 4TO ObUT BeIOpaH 1 Mr.
Bb1 MojkeTe BEIOpaTh TOJIBKO 1 M mpenapara Ha 103y. Eciiu B InpHi-pydke COAEPKUTCS MEHEE
1 Mr, CYETYMK J103bI OCTAHOBHUTCS TIPEAJIC, YUEM MOSBUTCS «1».
[Ipy KaX10M OBOPOTE CEJIEKTOpA 03I Pa3at0TCs IETYKH, 3BYK ILEIYKOB 3aBUCHUT OT TOr0, B
KaKyl0 CTOPOHY BpAII[AeTCsl CEJICKTOP JI03bI: BIIEPE, Ha3a/l UM, ecau Bol nbiTaetech HabpaTh
03y 6osbiie 1 Mr. He cuuTaiite memyky MImpHI-pydKH.
A Bcerna nepea Kaxa0i HHbEKUHEH 110 CHETYHKY /103bl H YKA3AaTE/II0 103b1
nposepsiire, 4To Ob1J1 HaOpaH 1 mr.
He cuuTaiiTe me 4Ky MITPHIT-PYUKH.
C noMombI0 CeJIEKTOPA 103bI HY’KHO BbIOHPATH TOJIBLKO 103y 1 mr. Jlo3a | mr
JIOJIKHA HaXOJIMTCS TOUYHO HANPOTUB yKa3aTesl 103bl — TAKOE MOJIOKEHUE rapaHTUPYET,

410 BbI MOJTy4nTE MpaBHIIbHYIO /103y Ipenapara.
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Cko/1bKO npenapara o0cTajioch
. YrtoOn1 onipeeuTh, CKOILKO NPENapaTa o0cTal0Ch, HCIOIb3YHTE CYETYUK J103bI (PHC.
A): IloBopaunBaiiTe ceneKTOp 0361 10 OCTAHOBKH CYETYHKA /103bI.
Ecmu on mokaseiBaet «1», B INpPUI-pyyKe OCTATOCH He MeHee 1 Mr npenapara.
Ecii c9€r4yuK 10361 0CTAHOBHIICS 10 TOT0, KaK mosiBHjIach uudpa «1», 1o 310
03HA4aeT, YTO B IINPHII-PYUKE OCTAIOCH HEOCTATOUYHOE KOJIHYECTBO Ipenapara, 4Toobl

BBECTH IOJIHYIO 103y | M.

A Ecnu B mmpui-pyyke 0CTanoch HEAOCTATOYHOE KOJHMYECTBO Mpenapara Jiisi BBEICHHUS
IIOJIHOM J103bl, HE UCIIOJIB3YHTE MIPHI-PyUKY. Mcnons3yiiTe HOBYIO HINIPHII-PYUKY
OzeMnuk®.

4. Begenune npenapara

. BBeauTe Uriy moa Koy, UCIOJIb3ys TEXHUKY HHBEKIH, PEKOMEHIOBAaHHYIO BPAYOM
WJIM MEJICECTPOii (pHc. A).

. Yoeaurech, 4To cHETYHK 103bI HAXOAUTCH B moJie Bamero 3penusi. He

I[OTpaI"HBaﬁTCCL J10 CUETYMKA J103BI [TAJIbIIAMHU — 3TO MOKET IpepBaTh HHBECKIIUIO.

. HazkmuTte mycKoBYI0 KHOIKY /10 YIIOpa H Y/Aep:KUBaiTe €€ B 3TOM I0JI0’KEeHHH, OKA
c4€T9uK 10361 He nokaxkeT «0» (puc. B). «0» 1omkeH HaXOaUTCS TOYHO HAIPOTHB

yKasaTejs 103b1. HpPI sToM BBl MOXKeTe yCJIbIIATDh WA OLYTHTH HICTYOK.

. YaepxuBaiite HIJIy 10 KOXKe, 10CIe TOro, Kak CYETYUK 1036l BepHYIIcs K «0» u

Me/JIeHHo cumrTaiiTe 10 6 (puc. C).
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. Ecin Bol u3Bnieuére urity u3-noj koxku panbine, Bel MokeTe yBuieTh, Kak npenapar

BBITEKAET U3 UIJIbL. B 3TOM ciydac 6yIlCT BBC/ICHA HEIIOJIHAA 03a Ipenapara.

Meanenno canraiire:

1-23-4-5-6)
¢
-~

2

. UsBaexute uray us-nojx koxu (puc. D). Eciiu B MecTe HHBEKIIMM MOSBUIACH KPOBb

CJIETKa NpHXXMHUTE K MECTY YKOJIa BaTHBIM TammoH. He MaCCprﬁTC MECTO YyKOJa.

ITocne 3aBeprieHuss HHBEKIUH BBl MOXKEeTE YBHIETH KAILIIO pacTBOPA HA KOHIIE MIJIBL. JTO
HOpMaJIbHO M HE BJIMSET Ha /103y Ipenapara, KoTopyro Bel BBeH.
A Bceeraa cBepsiiiTech ¢ NOKa3aHUSIMM CHETYHKA /103b1, 4TOOBI 3HATH, KAKOE
KOJIM4eCTBO MI nipenapara Bel BBesH. VY iepKUBaiiTe MyCKOBYIO KHOIIKY 10 T€X TP,
MOKa CYETYUK J03bI HE MOKaKeT «0».
Kak BBISBHTBH 3aKyNOPKY WJIH MOBPEKIEHHE HIJIbI
- Eciu nociie 10/1roro HaxaTisi Ha MyCKOBYIO KHOIIKY Ha CYETYHMKE JI03bI HE
nosBisieTcs «0», 3TO MOXKET 03HAYATH 3aKYIOPKY HIIA MOBPEK/ICHHE UTJIBL.
- B stom ciyyae Bbl He nostyuniu npenapar, gaxe eciid CYETYMK J103bI H3MEHHUIT
MI0JIOXKEHHUE C UCXOIHOM 103bl, KOTOPYIO BbI ycTaHOBHIIH.
YTo genate ¢ 3aKyNnOpeHHOH HIJI0MH
3amMeHuUTE UITy Kak onucaHo B onepanuu 5 «Ilocie 3aBepiieHuss HHBEKIIMU» U TOBTOPUTE BCE
marv, HauuHas ¢ onepauuu 1 «lloaroroBka mmnpuIl-pyyku ¢ HOBOW UIJIOH K UCIIOJIB30BAHHIOY.
Ybenurech, UTO YCTAaHOBHIIU MOJHYIO HE0OX0auMyto Bam 103y.
Huxoraa He 1oTparuBaiiTech 10 C4éTYHKA J03bI BO BpeMs BBeeHHs npenapara. J1o
MOJET IPepBaTh UBEKIIHUIO.
S. [Tocsie 3aBepIIEHUS] HHbEKIHH
. [T0/105MB HAapy)KHBINA KOJMAYOK UTJIbI HA TJIOCKYIO MOBEPXHOCTH, BBEIHTE KOHEIl HIJIbI

BHYTPb KOJINA4YKA, HE KACasiCh €r0 UJIM UIJIBI (pUc. A).
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Korza uria BOHAET B KO/IMAYOK, 0CTOPOKHO HA/IEHbTEe HAPYKHBIH KOJINAY0K HA HIJTYy

(puc. B).

. OTBHHTHTE HIJIy U BRIOPOCHTE €€, COOITI0/Iast MEPBI IIPEI0CTOPOIKHOCTH.

® [Toce kaXa0ro UCIoIb30BaHMS HaIeBaliTe HA HIPHI-PYYKY KOJIAY0K, 4YTOOBI

3AlIUTUTB COZIEPIKAIIUiics B HEl pacTBOp oT Bo3eiicTus cBeta (puc. C).

Bceeraa nociie kaxa0ii HHbEKIHH BhIOpachIBaiiTe UIJIYy, YTOOBI 00eCIeYnTh KOM(POPTHYIO

MHBEKIIMIO U M30eXaTh 3aKynopku uri. Eciau uria 3akynopena, Bel He BBenére cebe nmpemnapar.

BeiOpaceiBaiiTe myCcTyIO HIMPHUI-PYYKY € OTCOeAHHEHHOM UTJIOH B COOTBETCTBHHU C

PEKOMEH/IALUSIMU JIaHHBIMU BPa4oOM, ME/JICECTPOH, papMalieBTOM HJIH B COOTBETCTBHH C

MECTHBIMHU TPEOOBAHHUSIMH.

A Hukoraa He nbiTaiiTech HaJeTh BHYTPEeHHHH KO/INAa40K 00paTHO Ha Ur.Ty. Bl
MOYETE YKOJIOTBCS.

A Ilocie kax10i HHBEKIMH BCer/ia cpasy yJajasiiTe HIJIy €O MNPHI-PYYKH.
DTO MOXKET MPEJOTBPATHTD 3aKyIIOPKY UIJI, 3arpsi3HEHUE, HHPHIIMPOBAHUE, BEITEKAaHHE
pacTBOpa M BBEJICHHE HENPABUIBHOM J103bI IIpenapara.

A JonoanuTe/ibHas BaxkHasg HHGopMauHus

. Bceeraa xpanuTe MIPUI-PYUKY U UIJIBI K HEH B HEIOCTYITHOM /LISl BCeX, U B
0cOOEHHOCTH IS ICTEH, MecTe.

. Hukora He nepeaaBaiiTe CBOIO LINPHII-PYIKY U UIJIBI K HEH APYTHUM JIHIIAM.

. Jluma, ocyecTBISIOMHUE yX0/1 32 OOIBHBIM, 10/IKHBI 00pamaThes ¢
HCI0/Ib30BAHHBIMH HIJIAMH € 0C000H 0CTOPOKHOCTBIO, YTOOBI IPEJOTBPATUTD YKOJIBI
UIJI0M U MepeKpECTHOE HHUIMPOBAHHE.

¥Yxoa 3a mnpuu-py4Koi
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AxkypaTHO oOparaiitech co mrnpuiu-pyukoi. Hebpexnoe oOpalieHue Uiy HepaBHIbHOE

HUCIOJIB30BAHHUE MOT'YT IIPUBECTH K BBCICHUIO HenpaBuanoﬁ JI03HI ITpe€rapara, CJICACTBHEM YE€TO

MOryT CTaTb BBICOKas KOHLICHTPAIUA I'NTFOKO3bl KPOBH HIIH I.IPICKOMQ)OpT B 00J1aCTH )KUBOTA

(TOIIHOTA WM PBOTA).

Crapiuii cieuaIucT 1Mo perucTpaluu
MEIUIIMHCKOM MTPOJAYKIIHH

000 «Hoso Hopauck»

He ocraBasiiiTe mnpHI-pydKy B aBTOMOOH.IE WK JTIOOOM JIPYrOM MECTE, I71€ OHa
MOJKET MOJIBEPraThCsi BO3/EUCTBUIO CIIMIIKOM BBICOKMX WIIM CIMIIKOM HHU3KHX
TeMIieparyp.

He npumensiiite npenapat O3emnuk®, ec;in oH 0b11T 3aMopozkeH. B oTom ciyyae
KOHIIEHTPAIIMS TIIOKO3bI KPOBU MOXKET CTaTh CIMIIKOM BBICOKOH MM Bbl MOXeTE
II0YyBCTBOBATH AUCKOM(OPT B 001aCTH KHBOTA TAKOM, KaK TOIIHOTA WJIM PBOTA.

He npumensiiite npenapat O3eMnuk®, ec/i OH N0ABEPrcs BO3ACHCTBHIO MPAMBIX
COJTHEYHBIX JIy4ei. B 9ToM ciyuae KOHIEHTpalus IIFOKO3bI KPOBH MOXKET CTaTh
CJTUIIIKOM BBICOKOH.

IpeoxpansiiTe WNPHI-PYYKY OT NONAJAHUSA HA HeE NbLIM, 3arPA3HEHHI H
KHIKOCTH.

He moiiTe mMNpHI-PYUKY, He NOTPYKaiiTe €€ B JKHIAKOCTh H He cMasbiBaiiTe e€. [Ipu
HEOOXO0AMMOCTH ILIPHUI-PYYKY MOXHO OYHIIATH BIAXKHOH TKAHBIO, CMOYEHHON MSATKHM
MOIOIIMM CPEICTBOM.

Heub3si POHATH WM YapSTh IIPHI-PYYKY O TBEPIYIO MOBEPXHOCTH. Ecin Bel
YPOHHUIIM LIIPHI-PYYKY WM COMHEBAETECH B €€ HCIPABHOCTH, NPUCOCAUHUTE HOBYIO
WIJTy ¥ TIPOBEPHTE MOCTYIJIEHUE TIpenapara nepejl TeM, Kak c/1e/1aTh HHbEKIHIO.

He npiTaiiTech MOBTOPHO 3aMI0JHHTH MINPHI-PYUKY. [lycTyIo mmpuu-pyyxy
HEOOXO0MMO BBIOPOCHTD.

He npITaiiTech caMOCTOATEILHO MOYHHHTE MINPHI-PYYKY WM pa3oOparh e€ Ha

qacTH.

CasunoBa A.B.
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