MHUH3IPAB POCCHH

MUWHUCTEPCTBO 3JIPABOOXPAHEHMU S POCCI{‘mcmm SENEPAIJAPE 25
' COTJACOBAHO

WMHCTPYKLA
110 MEJIULIMHCKOMY TTPUMEHEHHUIO JIEKAPCTBEHHOTO TTPEITAPATA

JpraroHopM
PerucrpaunoHHbIH HOMep:
Toprosoe HanmeHoBaHue: J[>rIIOHOPM
MesxayHnapoanoe HenaTteHToBanHoe HanmenoBanne (MHH): cemarnyrua
JlexapcTBenHasi popma: pacTBOp A MOJAKOMNKHOIO BBEACHHUS

Cocras:

1 M1 pacTBOpa COEPIKUT:

deuicmeyloujee geujecmeo. ceMarnytua — 1,34 mr;

6cnomozamenvhbvie éewyecmea; IMHaTpus ruapodocdara auruapar — 1,42 mMr, NponuIeHIIMKOIb
— 14wmr, penon — 5,5 mr, 1 M pacTBop XJIOPUCTOBOAOPOAHO# KcnoTsl — 10 pH 7,4, 1 M pactBop
HaTpus ruapokeuaa — o pH 7,4, Boga ais uHbekumid — 10 1 M.

Onucanmue: Inpo3pavyHas GCCL[BCTHaﬂ WJIK CJIETKa KOPUYHEBATOI'O LIBETA )KUAKOCTD.

®apmakoTepaneBTHYeCKasi Ipynna JeKapCTBEHHOro mpenapara: CpeIcTBa IS JIeUeHHs
caxapHoro auvabera; THIOIVIMKEMHWYECKHE CpPEeJICTBd, KpPOME  MHCYJIMHOB,  aHaJloru
rmokaroHonono6xoro nentuna-1 (I'TIIT-1).

Kon ATX: A10BJ06

®apmakoJIOrHYecKHe CBOHCTBA

Cemarnyrun sinsercs aronuctom peuenropoB ['TIIT-1 (I'TITT-1P), npou3BeeHHBIM METOAOM
XUMHMYECKOIO CHHTE3a.

Cemarnytun npexcraBiser coboit  cunTetmyeckmii  ananor ITII-1, wmerommii  94%
romojoruyHocty ¢ yenoeueckum [TIII-1. Cemarnyrun neiictByer kak aronuct [TIII-IP,
KOTOpBIN CeJIEKTUBHO cBs3biBaeTcss M aktuBupyer ITIII-1P. I'TIII-1P cnyxut MuieHsro ais
HatusHoro I'TIT1-1.

I'TIII-1 sBnAeTcs GU3MONOrMYECKMM FOPMOHOM, OKa3bIBAIOLIMM Cpa3y HECKOJIbKO 3((eKToB Ha
PETyJISUMIO KOHUEHTPALMK TUIIOKO3bl M aNlIETUT, a TakkKe Ha CepAeYHO-COCYAMCTYIO CHCTEMY
(CCC). BausHue Ha KOHLEHTPALMIO IIIOKO3bI U anneTuT crneuuduydecku onocpenosato I'TII-1P,
pacroJioXeHHBIMM B TIOJDKETYAOYHOM Jkele3e M ToJIoBHOM Mosre. Dapmakosioruyeckue
KOHIIEHTpallUM CeMarjiyTH/a CHIKAIOT KOHLEHTPALMIO TJIIOKO3Bl KPOBH M Maccy Teja
nocpeacTBoM coueTaHus: 3¢ ¢ekroB, onucaHHbX Hwke. [TIII-1P npeacraBneHbl Takke B
cneuduueckux obnacTax cepaua, cocyaoB, MIMMYHHOM CHCTEMBI M TOYEK, Ile UX aKTHBALHsl
MOXeT OKa3bIBaTh cepaeyHo-cocyaucTeie (CC) 1 MUKPOLMPKYIATOpHBIE 3 deKTsI.



B ortnuume ot HatuBHoro I'TII1-1, npoaneHHsIH neproa nonyBeIBeieHHs cemarayTiia (oxono 1
HEJIeNN) MO3BOJISIET IPUMEHSTD €r0 NOAKOXKHO (1/k) 1 pa3 B Heaemo. CBsA3bIBaHUE C aTbOYMUHOM
SBJIAETCS OCHOBHBIM MEXaHHW3MOM JUIMTENIBHOTO NEWCTBHUs CeMarjayTHAa, YTO TNPHBOAUT K
CHM)KEHHUIO BBIBEICHHS €ro MoykaMu M 3aluuinaer oT metabonuyeckoro pacnaia. Kpome Toro,
CeMariayTH] cTaOuieH B OTHOLIEHUH pacllenieHus pepMeHTOM AUNEeNnTUANINENTHAa30H-4.

Cemamy’mu CHM)KA€T KOHUEHTpPAaUMIO TJIFOKO3bl KpPOBH IIOCPEACTBOM TIUIFOKO303aBUCHMBIX
CTUMYJISIUUU CEKPELHWHU HHCYJIMHA W INOJABJICHHA CEKPELUM IJIKOKaroHa. Taxum 06pa30M, Inpu
NOBBIIICHUHW KOHUEHTPAUUU TJIFOKO3bl KPOBHU INPOUCXOAUT CTUMYJIALNA CEKPEUHWH UMHCYJIMHaA U
NOJAaBJICHHUE CEKPCLMH I'JIFOKaroHa.

MexaHun3M CHMKEHHS YPOBHS TIMKEMHM BKIIIOYAET TaKKe HEOOBLIYIO 3aAEPKKY OTIOPOXKHEHHS
XKeJyaKa B paHHEH nocTnpasauanbHor (asze. Bo BpeMst I'MIIOTIMKEMUH CEMArTyTH] YMEHbIIAET
CEKPELMIO HHCYJIMHA M HEe CHWKAeT CeKpeLHIo rimokaroHa. CemMariyTj CHIKaeT obl1yto mMaccy
TeJla ¥ Maccy )KMpOBOM TKaHH, yMEHbIIasi NoTpebieHue 3Hepruu. JlaHHb1i MeXaHU3M 3aTparuBaeT
06u1ee CHUXXECHHE alIeTuTa, BKIIIo4Yass YCUJICHUE CUTHAJIOB HACBILICHHUS H ocnabJieH|e CUTHaJIOB
rojoza, a TakKe yJIydlleHUe KOHTPOJIsA NOTpeOIeHus MUIIM U CHIDKEHME TATH K nuue. Taxoke
CHUXKAETCS MHCYJTMHOPE3UCTEHTHOCTh, BO3MOXKHO, 33 CYET YMeHblIeHUs Mmacchl Tena. [lomumo
3TOTO, CEMArJIyTU CHIXXAeT NPEANOYTeHHE K IPUEMY MUY C BBICOKUM COJEpKaHUEM >XKUpOB. B
MCCIIEJOBAHUAX HA )KUBOTHBIX OBIJIO MOKA3aHO, YTO CEMAriayTH/ NOriouaeTcs cneuuduyeckumu
o6NacTsAMHU TOJIOBHOTO MO3ra M YCHIMBAeT KIIIOYEBHlE CHMIHAlbl HACBHILIEHHS W ocnabnser
KJIIOYEBBIE CUTHAJIBI I0os10/1a. Bo3aeicTBYs Ha M30/IMPOBAHHBIE YYaCTKH TKaHEH roJI0BHOIO MO3ra
CeMarjayTul, aKkTUBUPYET HEHpPOHBI, CBA3aHHBIE C YYBCTBOM CBLITOCTH, W IOJABJIAET HEHPOHBI,
CBSI3aHHBIE C YYBCTBOM IOJI0/A.

B kaunnueckux wuccnenopanusx (KM) cemaryiyTua okasbiBan IOJIOKHMTENBHOE BIMSHHE Ha
JMOKMABl M1a3Mbl KPOBH, CHMXKANl CUCTOJIMYECKOE apTepuanbHoe aaBieHue (AJ]) u ymenbluan
BOCIajieHue. B mccenoBanusax Ha KUBOTHBIX CEMarjyTHJ MOJABJIsA] pa3BUTHE aTEPOCKIIEPO3a,
npeaynpex/jas JanbHelInee pa3BUTHE a0PTalbHBIX OJAIIeK M yMEeHbIIas BOCNAJIEHUe B OIsIIKaX.

®apmakogHHAMHKA

Bce ¢apmakonuHamuyeckue HccieoBaHMs ObUTM MpoBeJeHBl mocne 12 Heaens Tepanuu
(BKJIXOYAs TIEpUOJL YBEIMYEHHUS 1103b1) B pABHOBECHOM KOHLEHTpauuu cemaraytuaa 1 mr 1 pas B
HEZIETIO.

YpoBeHb IJIMKEMUH HATOIIAK U NOCTOPAaHAWAIbHBIA YPOBEHb INIMKEMUHU

CemarnyTua cHMUXKaeT KOHLIEHTPALMIO IIFOKO3bl HATOIAK W KOHLIEHTPALMIO NOCTIPaHAHaIbHON
ratoko3el, [lo cpaBHeHuto ¢ mnauebo Tepanus ceMarayTHAOM | Mr y MaluMeHTOB C caxapHbIM
auaberom 2 tuna (CJ/I2) mpuBena K CHM)KEHHMIO KOHLIEHTPALMH TJIFOKO3Bl C TOYKHM 3pEHUS
abCOMOTHOrO U3MEHEHMs OT UCXOQHOIO 3Ha4eHMsl (MMOJIb/TT) U OTHOCUTEIBHOTO CHMXKEHMS IO
CpaBHEHMIO ¢ M1a1e6o (%9 B OTHOLIEHUH: KOHLIEHTPALMK INTIOK03bl HaTowak (1,6 mmons/n; 22%);
KOHUEHTpalUM TJIOKO3bl yepe3 2 yaca nocie npuema numu (4,1 mmons/n; 37%); cpennei
CYTOYHOM KOHUEHTpauuu rmoko3sl (1,7 mmonw/nm; 2299 U nocTnpaHAManbHbIX TMHKOB
KOHLIEHTpauuu Trmoko3bl 3a 3 npuema numu (0,6-1,1 MMonw/in), cemariyTHa CHWXal
KOHLIEHTPALMIO TJIFOKO3BI HATOLIAK MOCJe BBEAECHUS NEPBOi 103HI.

DyHK1MA OeTa-KJIeTOK MOKETYI0YHOM )KeJle3bl U CeKpelius MHCYIHMHA

Cemarnytua yaydinaer GyHKLHIO 6eTa-K1eTOK MOKeNy104HOM see3bl. Ilocne BHyTpMBEHHOTO
CTpYHHOro BBeIeHHs IIIOKO3bl naumeHtaM ¢ CJI2 cemariyTua IO CpaBHEHHIO C muauebo



yaydlian TMepBYHO M BTOpPYIO a3y MHCYIWHOBOTO OTBETa C TPEXKPATHBIM M JBYKPATHBIM
MOBBILIEHHEM, COOTBETCTBEHHO, M YBEJTMUMBAJI MAaKCUMalbHYIO CEKPETOPHYIO aKTMBHOCTB OeTa-
KJIETOK TIO/DKENTYIOYHOM JKene3bl Mocjie TecTa CTUMYNISUMU apruHuHoM. Kpome Toro, mo
CpaBHEeHMIO ¢ Miauebo, Tepamus CeMarJyTHIOM YBEeJIMYMBAE€T KOHLEHTPALMIO HWHCYJIUHA
HaTOLIAK.

Cexpeuysi IJIFOKaroHa

CemarnyTuJl CHIDKAeT KOHLEHTPALMIO TJIIOKaroHa HAToOaK W TMOCTIPaHAHAIbHYIO
KOHUEHTpauuio rimokaroHa. ¥ nauueHtoB ¢ CJI2 cemarnyTu NPUBOAUT K OTHOCHTEJIBHOMY
CHIDKEHUIO KOHUEHTpALMK IJIIOKAaroHa 1o CpaBHEHHIO ¢ Iuiauebo: KOHLEHTpalMu TJIHOKaroHa
Harouak (8-2199, noctrpanananbHOro rirokaronoBoro oteera (14-15%9 u cpeaneit cyrouHomn
KOHLIeHTpauuu rimokarona (12%9).

["nroko303aBHMCcHMast CeKpells MHCYJIMHA U TIFOKO303aBUCHMas CEKPEeLs IIIFoOKaroHa

CemariyTui CHMXKal BBICOKYIO KOHLEHTpPALMIO TJIIOKO3bl B KPOBHM, CTHMYJHMPYS CEKPELHIO
MHCYJIMHA ¥ CHMXKAsl CEKPELIHIO ITFOKaroHa riItoKo303aBUCHUMBIM coco6oM. CKOPOCTh CEKpeLIuH
MHCYJMHA T0c/ie BBEAEHUA ceMariytuaa nauuentam ¢ CJI2 Obuia comocraBMMa ¢ TaKOBOH Y
37I0pPOBBIX J0OPOBOJIBLIEB.

Bo BpeMsi HHAYLIMPOBAHHOM T'MIOTIMKEMUH CEMArJIyTH 110 CPaBHEHHIO € M1anebo He U3MEHs
KOHTPPETY/IATOPHBIA OTBET MNOBBILEHUS KOHLEHTpaUMM IJIIOKaroHa, a Takke He ycyrybnsn
CHM)KeHHME KOHLeHTpauun C-nentuaa y nauuentos ¢ CJ12.

OnopoXKHEHUE XKeJTyaKa

CeMaFJl}’TI/IIl BbI3bIBaJl HC60J’lbU.ly}0 3a€PXKKY PpaHHEro ImnoCTIpaHAUaJIbHOIO OIIOPOKHEHMUS
XKeJyaKa, TEM CaMbIM CHHXXasi CKOPOCTb MOCTYIIJICHUA HOCTﬂpaHILHaHBHOﬁ T'JIKOKO3bI B KPOBb.

Macca Tena ¥ cocTaB Telia

Ha6mozaanocs Gonbliee CHIXKEHHE MAcChl Tejla NMPU NPUMEHEHUH CEMariyTH/a N0 CPaBHEHHIO ¢
M3y4YEHHBIMHU TIpenapaTaMu cpaBHEHHUs (M1auebo, CUTAraIMITHHOM, SKCEHATHAOM 3aMeJIEHHOTO
BhIcBOOOXKAeHUsT (3B), nynarnytunaom W uHCynuHOM rnapruH) (cm. paszaen «KnuHuyeckas
a¢pdexTUBHOCTL U Oe3omacHocThy»). [loTeps Macchl Tena NpU NPUMEHEHUM CeMmariyTujaa
MPOUCXOJMIA NMPEUMYILECTBEHHO 3a CYET IOTEPU >KUPOBOM TKAaHW, NpPEBBIIAIOILEH MOTEpIO
MBILLEYHOM Macchl B 3 pasa.

Annertur, norpediaeHrue KaJopuii ¥ BEIOOP NPOAYKTOB NUTAHUS

ITo cpaBHeHHMIO ¢ Mtane6o ceMariayTH/ CHU3WI noTpebeHue Kanopuii Ha 18-35% Bo BpeMs Tpex
NOCJIeIOBATENIbHBIX TIPUEMOB NULM ad libitzenn DTOMy €nocoOCTBOBaNM CTUMYJIMPOBAaHHbIE
CeMarJyTHJOM IOJaBJIEHUE anmneTHTa KaK HaTOLIaK, TaK W Moclie NpueMa MUILIH, YIydIIeHHBIH
KOHTpOJIb NMOTpeOeHns MUILKM, ociableHue TATH K efle, OCOOEHHO C BBICOKMM COJEpKaHHMEM
JKHUPOB.

JIMNUB! HATOIIAK U MOCTIPaHANAJIEHBIE JTUTTHJIBI

ITo cpaBHeHMIO ¢ nmanebo ceMarylyTH CHWXKall KOHLIEHTPAaLMK TPUIIMUEPHIOB U XOJECTEpUHA
JMIMONPOTEUHOB OYeHb HU3KOM muotHoctH (JITTOHIT) natomak Ha 12%wu 21%G cOOTBETCTBEHHO.
[TocTnpanauanbHOe yBeNWYEHHE KOHLIEHTpaLUWH TpuriuuepuaoB U xonecrepuna JIITOHII B
OTBET Ha MPHUEM TTHILH C BBICOKUM COZIEPIKaHHEM KUPOB CHU3MIOCH Oosee yeM Ha 40%

Dnekrpodusuosorus cepaua (9PC)




JlelicTBHe ceMariyTHaa Ha NpoLece Pernosipu3aLuy CepAeYHOM MBIIIBI OBIJIO POTECTUPOBAHO
B uccnenopanuu DPC. [IpumeHeHne cemariyTuaa B 103ax, NPeBHIIAIOIINX TeparneBTHYECKHUE (B
PaBHOBECHOM KOHLIEHTpauuu 10 1,5 Mr), He NpUBOAMIO K YAJMHEHHUIO CKOPPEKTHPOBAHHOIO
untepBana QT.

Kaunnyeckast 3¢ppekTHBHOCTD H 6€30MaCHOCTH

Kak yny4imeHnue rimukeMu4eckoro KOHTpoist, Tak U cHkenue CC 3a601eBaeMOCTH U CMEPTHOCTH
SBJISIFOTCS HEOTHEMJIEMOM YacThio Jeuenuss CJ12.

D¢ dexTUBHOCTL U Oe3omacHOCTh cemarnytiiaa B go3ax 0,5 Mr u 1 Mr oueHMBaIUCh B LIECTH
panaoMU3MpoBaHHbIX KOHTponupyemblXx KU 3a ¢azbl. U3 Hux nare KU B kauecTBe 0CHOBHOIA
Leiu oueHuBalu 3((eKTHBHOCTh TIMKEMHYECKOTO KOHTpOJisi, B TO BpeMs kak oaHo KU
oleHHBano B kayecTBe ocHOBHOW neau CC ucxoxn. B nononHenue Obinm mposeneHsl asa KU
cemarnytuaa 3 ¢asbl ¢ yyacTHEM SIOHCKMUX MALMEeHTOB.

B nononnenue 6v1n0 mpoBeneHo uccienoBanue 3b ¢aswl ans cpaBHeHUS 3(PPEKTUBHOCTH U
6e3onacHocTH cemarnytuaa B go3ax 0,5 mr u 1 mr 1 pa3 B Hegemo ¢ aynarnyruaom 0,75 mr u 1,5
Mr 1 pa3 B Hezemo, cooTBeTcTBeHHO. Taioke 6bu10 npoBeneHo KU 3b ¢azwl ¢ uensro uzyyenus
3¢ GEeKTUBHOCTH U 6E30ITACHOCTH CeMarilyTHa B KAYeCTBe IOTIOJTHEHUSI K JIeUeHUIO HHTMOUTOPOM
HaTpUH3aBUCUMOTIO NepeHOoCcYrKa rmoko3sl 2 tuna (SGLT2).

Tepanus cemarnyTHI0M NpPOAEMOHCTPUPOBAIA YCTOMYUBBIE, CTATUCTUYECKH NPEBOCXOAIINE U
KJIMHUYECKH 3HaUMMBle yiy4dieHus nokasaresss HbA ¢ U cHI)KeHHe Macchl Tena Ha CpoK 10 2 JIeT
M0 CPaBHEHUIO C IUIaLebo W JleYeHHeM C aKTUBHBIM KOHTPOJIEM (CHTariuNTHHOM, MHCYJIMHOM
rJlapruH, sKkceHatuaoM 3B u nynarnytuiom).

Bo3spacT, non, paca, 3THUYecKass MPUHAMJIEHKHOCTb, UCXOJAHbIE 3HAYEHUS] UH/IEKCAa Macchl Tela
(MMT) u maccnl Tena (Kr), JUIMTENIbHOCTD caxapHoro aquadera (CJ1) v moyedHasi HeI0CTaTOYHOCTh
He MOBJIUAIH Ha 5P (HEKTUBHOCTL CEMariyTUaA.

MoHorepanus

MonoTtepanusi cemaraytuaom B gozax 0,5 mr v 1 mr 1 pa3 B Hezento B TeyeHue 30 Heaenb 1o
CPaBHEHHIO ¢ Muialebo NMpuBeNa K CTaTUCTHYECKH Oojiee 3HAaUMMOMY CHMIKEHHIO IoKaszaTesei
HbAc (-1,5% -1,6% npotuB 0% COOTBETCTBEHHO), IMOKO3bI Mia3Mbl Hartowak (I'TIH) (-25
MMOJb/1, 2,3 MMOJIb/T IPOTHB -0,6 MMOJIB/JI, COOTBETCTBEHHO) M Macchl Tena (-3,7 kr, 4,5 kr
npotuB -1,0 Kr, COOTBETCTBEHHO).

CeMarJyTua IO CPaBHEHMIO C CUTAIVIMOITHHOM. 00a B KoMOMHaumu ¢ 1-2 1epopajibHBIMU
runormkemMuyeckuMu npenaparamu  (III'TTI) (merdhopMHMHOM W/MJIM @IpenapaTaMy TPYIIIb
THA30JIMIMHAMOHA)

Tepanus cemarnyruaom 0,5 mr u 1 mr 1 pa3 B Hezeno B TeyeHHe 56 HeleNb MO CPABHEHUIO C
CUTArIMIITUHOM TIpMBEJa K YCTOMYMBOMY M CTaTUCTHYECKH Oojiee 3HAUUMOMY CHMIKEHHIO
noka3ateneit HbA e (-1,3% -1,6%6npotus -0,5% coorserctBenHo), I'TIH (2,1 mmons/n, 2,6
MMOJIB/J1 IPOTUB -1,1 MMOJIB/JI, COOTBETCTBEHHO) U Macchl Tena (4,3 kr, 6,1 kr npotus -1,9 kr,
cooTBeTcTBEHHO). Tepanusa cemarmytuaom 0,5 Mr ¥4 1 Mr mo CpaBHEHHIO € CUTarJIMNTHHOM
3HAYMTENBHO CHWXKaa cuctoiandeckoe AJl ot ucxoaHoro 3HayeHus B 132,6 mm pr.cT. (5,1 MM
pT.CT., -5,6 MM PT.CT. IPOTHUB -2,3 MM PT.CT., COOTBETCTBEHHO). i3MeHeHu# auactonuyeckoro AJl
HE NPOMCXOAMIIO.

CeMarnyTu 110 CpaBHEHHUIO € JIYIArJyTUIOM, 06a B KOMOMHALIMKU ¢ METHOPMUHOM




Tepanus cemarnytuaom 0,5 Mr no cpaBHeHuto ¢ gynaraytuaom 0,75 mr, o6a 1 pa3 B Hezemo Ha
npotsbkeHuu 40 Heenb, NpuBesa K yCTORYHBOMY U CTATUCTHYECKH MPEBOCXOSIIEMY CHUKEHHIO
nokasareneit HbA ¢ (-1,5% nporus -1,1%), I'TIH (2,2 Mmmons/n npotus -1,9 MMob/) u Maccel
tena (4,6 xr npoTUB -2,3 Kr), COOTBETCTBEHHO.

Tepanus cemaryiytuzom 1 Mr no cpaBHeHuIo ¢ aynaraytuaoM 1,5 mr, oba 1 pa3 B Hexemo Ha
npotsbkeHuu 40 Henenb, NpUBesia K YCTOWYUBOMY M CTaTUCTUYECKH NPEBOCXOASALIEMY CHHKEHHUIO
nokasareneit HbAic (4,8% nportus -1,4%), I'TIH ( 2,8 Mmouns/n npoTHB 2,2 MMOJIB/TT) U Macchl
tena (-6,5 kr npoTuB -3,0 Kr), COOTBETCTBEHHO.

CemarnyTuji 1o _cpaBHEeHMIO ¢ 3kceHaTuaoM 3B, oba B xoMOMHauMy ¢ MeTHOPMUHOM WM
MeTHOPMHUHOM COBMECTHO € NIPOU3BOAHBIM CYIIb(HOHUIMOYEBUHEI

Tepanus cemarsnyrugom 1 Mr 1 pas B HEAENIHO Ha NPOTSHKEHUH 56 HEAENb MO CPaBHEHMIO C
skceHatuoM 3B 2,0 Mr npuBena K yCTOHUYMBOMY M CTaTUCTHYECKHU OoJiee 3HAUMMOMY CHUIKEHHUIO
nokasareneit HbAlc (- 1,5% npotus -0,9%), I'TTH (-2,8 Mmoas/n npoTtus -2,0 MMOJIB/TT) M Macchl
Tena (-5,6 xr npoTus -1,9 Kr), COOTBETCTBEHHO.

CemarayTyJl 10 CpaBHEHMIO C MHCYJIMHOM Ilaprud. oba B koMOuHaumm ¢ 1-2 TIITTI
(MoHOTepanus MeThHOpPMHUHOM MK METHOPMUH C IPOU3BOAHEIM CYJILHOHUIMOYEBHUHEI)

Tepanus cemarnytuaom B po3ax 0,5 mr u 1 mr 1 pa3 B HefieNt0 10 CPAaBHEHUIO C UHCYJTHUHOM
rnaprud B TedyeHue 30 Hemenb mnpuBesla K CTaTUCTHYECKM Oosee 3HAUUMOMY CHHIKEHHIO
nokasareneid HbAc (-1,2% -1,6% npotus -0,8%, cooTBeTCTBEHHO) M Macchl Tena (-3,5 Kr, -5,2
KT IpoTHB +1,2 Kr, COOTBETCTBEHHO).

Cuwxenue nokasarens ['TIH OGvino craructuyecku 6osee 3HauuMbIM A1 cemariytuaa 1 mr no
CPaBHEHHUIO C MHCYJIMHOM rnaprud (-2,7 mmons/n npotuB -2,1 mmoins/n). He nHabmoaanock
craTucTHYecku Oonee 3HauMmoe cHikeHue nokasarens I'TIH ana cemarnyrupa 0,5 mr (<20
MMOJIB/N npoTUB -2,1 MMoab/n). Jlons NauueHTOB, Y KOTOpbIX HabMoJaluch TsKENble WIN
noAaTBepkaeHHbIEe (<3,1 MMOJB/N) 3MM304BI THUIOTIMKEMHUH, OblIa HMXKE IPHU TNPUMEHEHHHU
cemaraytuaa 0,5 mr (4,4%) u cemarnyruga 1 mr (5,6%) no cpaBHEHHUIO ¢ MHCYJIMHOM IJIapryH
(10,6%.

bonsmwe maumenroB pocturnu nokasarenss HbAic <7% 0e3 TskenblX WIM NOATBEPKAECHHBIX
SMM30/10B TMIIOrIMKeMUH U 6e3 Habopa Beca mpu npumeHenuu cemariytuzaa 0,5 mr (47%) u
cemarnytuaa 1 mr (64%) no cpaBHEHMIO ¢ MHCYTUHOM TiapruH (16%).

CeMarJyTua o CpaBHEHMIO ¢ uianebo, o6a B KoMOMHaLMK ¢ 0a3aibHBIM HHCYJIMHOM

Tepanus cemarnytuaom B no3ax 0,5 mr u 1 mMr no cpaBHenuto ¢ raue6o B reyenue 30 Heaenb
npuBeia K CTaTUCTHYECKH Ooniee 3HaAYMMOMY CHibKeHHro mokaszareneid HbAic (-1,4% -1,8%
npotuB -0,1%, coorBercrBenno), I'TIH (-1,6 mMons/n, 2,4 MMoaw/n npotuB 0,5 MMoIb/1,
COOTBETCTBEHHO) M Macchl Tena (-3,7 kr, -6,4 kr nmpotuB -1,4 Kr, cOOTBeTCTBEHHO). YacToTa
TSOKENBIX WJIM NOATBEP)KIACHHBIX 3TMH30/I0B TMIOTJIMKEMHH CYLLECTBEHHO HE pasiuuaiach IpH
NpUMEHEHUH cemariaytuaa v miauebo. Jlons nauueHtoB ¢ mnokasareneM HbAc <8% Hha
CKPMHMHIE, COOOLIMBLIMX O TSDKENBIX MJIM TNoATBepxkAeHHbIX (<3, MMonw/n) snu3onpax
TUNOTTTMKEMUH, Oblla BBIIIE TNPU NPUMEHEHWH CeMarjiyTHaa I0 CpaBHEHHIO ¢ mauebo u
conocTraBuMa y nauueHToB ¢ nokasatesnem HbA ¢ >8% na ckpununre.

CemMarnyTua 110 CpaBHEHUIO ¢ Tu1anedo B KauecTBe JI0NOJHEHUs K Tepanui uHruourTopom SGLT2
(B_KayecTBE MOHOTEpAlWy MM B KOMOWHALMKU C TPOMU3BOAHBLIM CYIb(HOHMIMOYEBUHBl MJIM
MeTGOPMHUHOM)




Tepanus cemarmyTuaoM B go3e 1 mMr 1 pa3 B Heiemo B KayecTBe JOMOJIHEHMS K Tepanuu
unruouropom SGLT2 (B kayecTBe MOHOTEpanud WJIX B KOMOMHAIMM € NPOU3BOAHBIM
Cynb(pOHUIMOYEBUHBI WIIM METHOPMUHOM) 10 CPaBHEHHMIO ¢ T1anebo 1pa3 B HEEMO B TeUeHHe
30 Henesp MpUBeNa K CTaATUCTHYECKU 3HAUMMOMY CHUKeHHIO nokaszateneit HbA . (-1,5% npotus
-0,1%, coorBercTBeHHO), I'TTH (-2,2 MMOJIB/1 MPOTHB 0 MMOJIB/N1, COOTBETCTBEHHO) M MACCHI TeNa
(4.7 xr npotus 0,9 Kr, COOTBETCTBEHHO).

Kombunauus ¢ MoHOTepanueid NPOU3BOAHBIM CYIb(GOHUIMOYEBHHEI

Ha 304i negene KU (cm. noppasnen «Ouenka BnusHus Ha CCCy») Oblia npousBelieHa OLEHKa
noArpynnsl  u3 123 nauMeHTOB, HAXOJAALIMXCS HAa  MOHOTEpanuM  NPOM3BOAHBIM
cynbponunmouesunsl. Ha 30-i Henene nmokazatens HbA 1. cuusmics Ha 1,6% u Ha 1,5% npu
NpUMeHeHUH ceMaryytuaa B go3ax 0,5 mr v 1 Mr, cooTBeTcTBeHHO, M yBenuuuncs Ha 0,1% npu
NpUMEHEHUH Iaedo.

KomOuHaLs ¢ npeBapyUTEbHO CMEIIaHHbIM MHCYIMHOM £1-2 TITTTI

Ha 301 nenene KM (cM. nogpazaen «Ouenka BiausHus Ha CCCy») Obu1a npousBeleHa OLIEHKa
noarpynnsl u3 867 NalUMEeHTOB, HAXOAALUMXCS Ha Tepanud MpeJBapUTENIbHO CMELIaHHBIM
MHCYIUHOM (B komMOuHaumu wiu 6e3 2-x III'TTI). Ha 304 nenene nokazatens HbA ¢ cHu3uncs
Ha 1,3% u na 1,8% npu npumenenun cemarnytuaa B go3ax 0,5 Mr u 1 Mr, COOTBETCTBEHHO, U
cHusuics Ha 0,4% npu npumeHeHuu nnauebo.

CooTHOIIEHHE MALIMEHTOB, IOCTUTIIMX 1IeJIEBOr0 CHIKeHM nokasarens HbA ¢

Jlo 79% nauueHTOB NOCTUIIIM LieJeil IeYeHUs] B OTHOLIEHUH CHIDKeHHs nokaszartenss HbA 1. <724
M 0718 TaKMX NalMeHTOB Obula 3HAYWTENbHO OoNiblIe€ NMPU NPUMEHEHMHM CeMariyThaa Mo
CPaBHEHMIO € NAlMEHTaMM, TOJIyYaBLIMMU CHTArJIMITHH, 5KceHaTtua 3B, MHCYIWH riaprus,
JynarayTuz v niaanebo.

Jlons naumeHToB, nocturmmx nokaszarens HbA | MeHee 7% 6e3 TsKeJbIX WK MOITBEPIKIACHHBIX
SMU30/J10B I'MIOIIMKeMUH U 6e3 Habopa Beca, Oblla 3HaYMTENBHO OOJBIIE NPU NMPHUMEHEHUH
cemarnytuaa B ao3ax 0.5 mr u 1 mr (mo 66% u 74%, COOTBETCTBEHHO) NO CPABHEHMIO C
MalMeHTaMH, MOJy4YaBIIUMH CUTaraunTuH (27%), sxcenatun 3B (29%), uncynun rnaprut (16%),
aynaraytun 0,75 mr (44%) u pynarnytua 1,5 mr (58%).

Macca Tena

Momnorepanus cemaraytuaoM 1 Mr wiu Tepanus B KOMOMHauMM ¢ 1-2 JeKapCTBEHHBIMH
npenapataMd TNPUBOAWIA K CTAaTUCTHYECKH OOJblIEeMy CHIDKEHMIO Macchl Tena (moreps
cocTaBisna 10 6,5 Kr) no cpaBHEHHUIO C Tepamnuei miauedo, CUTaraIMITHHOM, SKceHaTHaoM 3B,
WHCYJIMHOM TJIapTUH WM aynaraytuaoM. CHUKEeHHe Macchl Tenla Obulo yCTOWYHMBBIM Ha CPOK 110
2-X JeT.

ITocne opnoro roza tepanuu norepu Maccesl >5% u >10% npocturno Gonbluee KOJIMYECTBO
NaLMeHTOB, noay4daBiuux cemaraytua 0,5 mr (46% u 13%) u 1 mr (10 62% u 24%), o cpaBHEHHIO
C TMauUMeHTaMHM, HaXOAMBLUIMMMCS Ha TepaluHd AaKTHUBHBIMM T[IpernapaTaMM CpaBHEHHUS
CHUTarJunTUHOM M 3KceHaTuaoM 3B (10 18% u 1o 4%).

B KW anutensHocThio 40 Heaens notepu Macehl >5% u >10% pocturio Gosbliuee KOTHYECTBO
nauueHToB, noay4aswux cemarnytua 0,5 mr (44% u 14%), no CpaBHEHHUIO C TMaLMEHTaMH,
nonyyaswuMu gynarnytua 0,75 mr (23% u 3%). ITorepu macebl >5% u >10% nocturno 6onbluee
KOJIMYECTBO MMALMEHTOB, ModyyaBwUX cemarnytua | mr (mo 63% wu 27%), no CpaBHEHHIO C
nauMeHTamu, nonay4yasmumu aynarnytua 1,5 mr (30% u 8%),



B CC KU norepu Maccel Tena >5% u >10% nocturno  Gonbliee  KOJMYECTBO — INALIMEHTOB,
nony4aBmx cemarnytua 0,5 Mr (36% u 13%) u 1 mr (47% 1 20%), 10 CpaBHEHHUIO C NMALIUEHTAMH,
nonyyasumu miaauebo 0,5 mr (18% u 6%) u 1 mr (19% u 7%).

I'TIH 1 nocTnpaHayalbHOE VBEJIUYEHHE KOHLIEHTPALIMY TIFOKO3EI

Bo Bpems Bcex Tpex exeaHEBHbIX NpueMoB numu cemaraytua 0,5 mr u 1 mr nokasan
3HaYMTeNbHOE CHWKeHUe KoHueHTpauuu ['TIH 10 2,8 MMonb/n ¥ CHUIKEHHE NOCTIIPAaHAMaAbHOIO
NpUPOCTa KOHLEHTPALMHU TOKO3bl 10 1,2 MMOIB/N (pa3HHLA MEXIY 3HaYEHUSAMH JI0 M Ioclie
e/1bl, TIOJTyYeHHas Tocjie TpeX MPUEMOB IMHIIM) (B AOTIOTHEHUE CM. pa3jien «PapMakoaMHAMHUKAY).

DyHKLMS OeTa-KJIETOK NOIKENYA0YHOM JKelle3bl U UHCYJIUHOPE3UCTEHTHOCTh

B xoxe tepanuu cemaraytuaom 0,5 Mr v 1 Mr mpousouwio ynydineHue QyHKUMH OeTa-KJIeTOK
MO/KETYIOYHOW JKeNle3bl M YMEHBUIEHHWE HWHCYJIMHOPE3UCTEHTHOCTH, 4YTO IIOATBEPXKAAETCs
OLIEHKO# roMeocTaTH4eCKHX Mozeneit pyHKunK GeTa-kieTok nomkenyaouHoit xeness (HOMA-
B) u uncymunopesucrentHoctd (HOMA-IR) (B nononnenue cM. pazaen «PapMakoUHAMHUKAY).

Jlunub!

Bo Bpema KM cemarnyruma nabGmopanock yiyduieHWe npoduis JMIMAOB KPOBHM HATOLIAK,
NpPEeUMYIIECTBEHHO B Tpynmne, nojydaBwmed o3y 1 wMr (B J0ONOJHEHHE CM. pasjel
«DapmakoIMHAMHUKa»).

Ouenka Biausiuug Ha CCC

3297 nauuenroB ¢ C/12 u Beicokum CC puckom ObUIH paHIOMH3MPOBaHH! B ABO¥HOE cienoe KN
qutensHocThio 104 Heenu Ha monydenue ceMmarayruaa 0,5 mr uiam 1 mr 1 pas B Heaento, 6o
mnaue6o 0,5 mr unu 1 Mr B nononHenue K cranaaptHoit tepanuu CC 3aboneBanuii B TeyeHue
NOCIEAYIOMX IBYX JIET. .
Tepanus cemarinyTHa0M NpUBesa K CHWKEHHIO Ha 26% pucka NepBUYHOT0 KOMOMHMPOBAHHOIO
McXo/a, BKIouarolero cMepts no npuyuHe CC martonoruu, uHpapkr muokapaa (MM) 6e3
CMEpTENBHOIO MCXO/a M HHCYJbT Oe3 cMepTenbHOro ucxoaa. B mepmyro odepear 3To ObLIO
00yCIIOBNIEHO 3HAUUTEILHBIM YMEHBIIEHHEM YacTOThl MHCYNbTa 6e3 cmepTenbHoro ucxoza (39%)
M HEe3HaYMTEeNbHBIM yMeHblneHHeM 4YacToThi UM 6e3 cmeprenbHoro ucxonaa (26%), Ho 6e3
M3MEHEHUH B yactote cmepTH no npuyrHe CC naronoruu.

3HaYMTENILHO CHU3MJICS PUCK PEBACKYJIAPU3aLIMK MUOKap/la MK nepudepruueckux apTepui, B TO
BpeMsi KaK PpUCK HecTaOMIbHOW CTeHOKapAuW, TpeOyloueld TroCnMTalu3alub, M PHUCK
rOCIUTAlM3aLlMKU [0 TNPUYMHE CEepJACYHOH HEJOCTaTOYHOCTH CHHM3WJIMCh HE3HAYMTEJBHO.
MHUKpOLMPKYIATOPHBIE MCXOABl BKIOYANU B ceOsi 158 HOBBIX MM YXYALIMBIIMXCS ClyYaeB
HedponaTuy. OTHOCUTENBHBIA PUCK B OTHOLICHHH BPEMEHH O BO3HMKHOBEHMs HedponaTuu
(HOBBIE CITYYau pa3BUTHS MEPCUCTUPYIOLIEH MaKpoaabOyMHUHYPHH, IEPCUCTUPYIOLIEE YABOEHHE
CBIBOPOTOYHOM KOHLEHTpallMM KpeaTHHHMHA, He0OXOJMMOCTh B IOCTOSHHONM 3aMECTHTEIbHOH
MOYEYHOMH Tepanuu U CMepTh 1o NpuYKHe 6one3nu noyek) cocrtapuna 0,64.

B nononnenue k cranaaptHoii repanuu CC 3a0oneBanuii Tepanus ceMarayTuaoM B ao3ax 0,5 mr
1 1 Mr no cpaBHeHu1o ¢ iauedo 0,5 mr u 1 Mr B Teuenue 104 Henenb npuBena K 3HaYUTEIbLHOMY
¥ YCTOHYUBOMY CHHXKEHMIO OT UCXOJHBIX 3HaueHui nokaszarens HbA ¢ (-1,1% u -1,4% npotus -
0,4% u -0,4%, COOTBETCTBEHHO).

AptepuansHoe nasienue (AJl)




Habmoznanoce 3HauMTeNbHOE CHIKEHHE CpeJHero cucromuueckoro AJl npu IpHUMEHEHHH
cemarnytuaa 0,5 mr (3,5-5,1 mm pr.ct.) u cemaraytuaa 1 mr (5,4-7,3 MM pT.CcT.) B KOMOMHALMK €
ITITTI unu 6a3anpHBIM HHCYNMHOM. He oTMe4anoch 3Ha4YMTENbHOM pa3HULBI 10 TOKa3aTelsM
auacronuyeckoro AJl Mexay ceMariayTHIOM U NpenapataMH CpaBHEHMS.

PapmMaKOKHHETHKA

l'lepno,u MOJYBBIBEACHUA Ce€MariyTuaa, paBHblﬁ ﬂpH6J]l/l3HTCJ'H>HO i Heaene, 1€jacT BO3MOXXHBIM
PEXUM NO3UPOBaAHUAA 1 pa3 B HEACIIO.

Ab6copbuus

Bpems noctixkeHuss MakcMManbHON KOHLEHTpaLmK (Cmax) B Ma3me cocTaBuio ot 1 10 3 aued
1oc/e BBEACHUS 0361 Mpenapara.

PaBHoBecHas koHUeHTpauus npenapara (AUCy24) nocTuranace cnycts 4-5 HeJiesib OJHOKPAaTHOro
€XEeHe/IeIbHOro NpUMeHeHus npenapara. [locne n/k BBeaenus cemarnyruia B g1o3ax 0,5 mru 1
MTI CpeJIHUe NI0Ka3aTesIM ero paBHOBECHOH KOHLEHTpauuu y naiuenTos ¢ CJ12 coctaBuiM 0KOJIO
16 uMonb/1 1 30 HMOJIB/JI, COOTBETCTBEHHO.

Okenosuums And 103 cemarayruaa 0,5 Mr u 1 Mr yBenuMuuBaeTcs NpornopuMoOHaibHO BBEIEHHOM
noze. Ilpu m/k BBeleHMM ceMmariyTHJa B TEpPEIHION OpIOIIHYIO CTEHKY, OeApo MM ILieyo
JIOCTUTaeTCsl CXOAHAs SKCTIIO3HULIMA.

AGcontoTHasi OMOOCTYMHOCTh CeMarjiyTuaa nocie /K BBeJeHus coctapuia 89%.

Pacnpenenenue

Cpennuii 06beM pacnipeieNieHHs ceMariyTiia B TKaHsAX nociie 1/k BeeJaeHus naumentam ¢ CJ12
coctaBun npubnusurensHo 12,5 n. CemarnyTua B 3HAYMTENIbHOM CTENEHM CBA3BIBAICA C
anb0yMHUHOM IU1a3Mbl KpOBH (>99%0).

buorpanchopmarms

Cemarnytuz MeTaboNM3UpyeTCsl TMOCPECTROM TMPOTEONUTHYECKOTO pacIIeNnIeH!s MenTHIHON
OCHOBBI O€JIKa M MoceayIoero 6eTa-oOKMCIEHUs XKMPHOH KMCJIOThI OOKOBOH LIETIH.

DIUMHUHALMS

Kenynouno—kuwmeynslid Tpakt (OKKT) M mouku SBAAIOTCS OCHOBHBIMHM ITyTSMHM BBHIBEJICHHS
ceMarjyTHaa U ero MeTaboauToB. 2/3 BBEJIEHHOM 10361 CeMariyTHaa BHIBOJAUTCS Noykamu, 1/3 —
yepe3 KUIIEYHUK.

[Tpu6nusurensHo 3% OT BBEeJEHHOW 03Bl BBIBOJAMTCS TOYKAaMH B BHIE HEHW3MEHEHHOIO
ceMarJyTuaa.

VY nauuentoB ¢ CJI2 wiupeHc cemarnytuaa coctaBus okono 0,05 n/4. C 31MMHHALIMOHHBIM
NEpPUOJIOM TOJYBBIBEIEHHUsI NIPUMepPHO | Heaens ceMariyTuj OyJaeT MpUCYTCTBOBATh B 0OIIeM
KPOBOTOKE B Te4€HHE NPUOIU3UTENBHO 5 He/lenb Nocie BBEACHHUS MOCIeIHEH 03Bl IIpenapara.

Oco0ple rpynnel NalueHToB

He tpeOyercsi xoppeKUMM 03Bl ceMariyTuja B 3aBUCHUMOCTH OT BO3pacTa, 1oJjia, pacoBOH M
STHUYECKOW TNPUHAJIEKHOCTH, MacChl Tejla, HaJlW4Msi T0YEYHOW MJIM  IEYEHOYHOH
HEJI0CTaTOYHOCTH.

Bospacm



Ha ocnoBanuu nannbix, nony4yeHHbIX B Xojae KM 3a ¢asbl, BKIIOYaBIIMX NaLMEHTOB B BO3pacTe
ot 20 1o 86 neT, noka3aHo, YTO BO3pACT HE BT Ha papMaKOKWHETHKY CEMariyTHa.

Ilon

ITon He BaMAN Ha papMaKOKUHETHKY CeMariyTHA.

Paca

PacoBas rpynna (Oenast, uepHas wuaM adpoamepuKaHckasi, as3MaTCKasi) HE BIMsAIA Ha
(hapMaKOKHHETHKY CeMariyTHaa.

Omuuveckan npunaonescHocmo

DTHUYeCKas TNPpHUHaAJIEXXHOCTh (IlaTHHoaMCpHKaHCKaﬂ) HE BIHUsgJIa Ha cbapmakoxunemxy
cemariyruaa.

Macca mena

Macca Tena Bausna Ha 5KCNo3MLMIO cemarayTuaa. bonee Bricokas Macca Tena NpUBOAMT K Gonee
HU3KOM 3Kcrno3uuuu. Jlo3el cemarnytuiaa paBHbie 0,5 Mr u 1 Mr obecneunBaroT J0CTaTOYHYIO
SKCMO3UIMIO NIpenapara B quana3oHe Macchl tena ot 40 1o 198 xr.

Iloueunasn nedocmamoynocmeo

IToueyHass HEOCTATOYHOCTH HE OKa3aja KIMHUYECKH 3HaYMMoro 3¢ dekra Ha papMaKOKUHETHKY
ceMaraytuga. ITo OBLIO TMOKa3aHO Yy TMAlMEHTOB C pas3lIMuHOM CTENEHBIO TOYEYHOM
HEJI0CTaTOYHOCTH (JIErKOM, CpeIHe, TSHKENION MM Y TAllMEHTOB, HAXOASLIMXCS Ha JIMalin3e) 1o
CPaBHEHHUIO C MALMEHTAMU C HOpMaJIbHOM (yHKILIMEH MoYeK B UCCNIeJOBAHUU OJHOKPATHOM J103b1
cemaraytuja pasHo# 0,5 Mr. Dto Taioke ObII0 noka3aHo Ha ocHoBaHuM AaHHbIX KU 3a ¢a3wl ans
nauueHToB ¢ CJI2 ¥ nmo4yeyHOH HEJ0CTaTOYHOCTBIO, XOTS OMBIT NMPUMEHEHUs y TMAaLMEHTOB C
TEPMUHAJIbHOM cTaauel 3a00neBaHus MoYeK OB OrpaHUYEH.

Ileuvenounas neoocmamoyunocmeo

ITeyeHo4Hass HEOCTATOYHOCTh HE BIMsATA SKCMO3MLMIO ceMarnyTujaa. PapMakOKMHETHYECKHE
CBOWCTBA CeMarjayTHJa OLEHUBAJIHMCh B XOJI€ UCCIIE0BAHUS OJHOKPATHOM JI03bI CEMariyTuia
paBHOi1 0,5 Mr y nmauMeHTOB ¢ pa3IM4HOH CTENEHbIO NMEYEHOUHOH HEeJ0CTaTOYHOCTH (JErkoi,
CPEZHEMN, TAXKENOH) N0 CPAaBHEHHUIO C NMALMEHTaMH ¢ HOpMabHOH QyHKLMEH neyeHu.

Hemu u noopocmxu

HccnenoBanus cemarnyruia y aetei M noapocTKoB A0 18 et He mpoBOAMIUCE.

IToka3zaHusi K NPHMEHEHHIO

IIpenapat JlsraroHOpM nokazaH AJis IPUMEHEHHUS Y B3pOCIIBIX NALIMEHTOB B Bo3pacTe oT 18 sieT ¢
caxapHeIM nuaberom 2 Tuna Ha (oHe AueThl U (U3MYECKMX YNPaKHEHMH Ui ydydlleHus
FJIMKEMUYECKOTO KOHTPOJIS B Ka4eCTBe:

o MOHOTEpanmH;
. KOMOMHHMPOBAaHHOW TepanmMM ¢ JPYTMMH TEpOpajbHBIMM  TUMONIMKEMUYECKUMH
npenaparamu  (III'TTI) - wmerdpopmuHOM, MeTPOPMHHOM W  TNPOMU3BOAHBIMH

Cynb(GOHUIMOYEBUHBI, METGOPMHUHOM H/MIH THA30JMIUHIUOHOM, Yy TMAlMEHTOB, HE
JOCTUTIIMX  a[eKBaTHOTO  TJIMKEMHYECKOrOo  KOHTpOJIi  NpU  NPOBEACHHH
NpeALecTBYIOLIEH Tepanuu;



L KOM6HHHPOBaHHOI71 TEpanuyi ¢ UHCYJIMHOM Y MalMECHTOB, HE NOCTUIIIHUX aJACKBATHOI'O
TIMKEMHUYECKOI'0 KOHTPOJIA Ha TEpanuu ceMarilyTuioM 1 MeT(bOpMHHOM.

ITpenapar JI>rinoHOpM MokasaH /st CHWXKEHHs pUcKa pa3BUTHS GOJBIIMX CepAEYHO-COCYIUCTBIX
COOBITHIT* y MalMeHTOB C caxapHbiM AHabeToM 2 THIIA ¥ BBICOKHM CEPAE4HO-COCYAUCTHIM PHCKOM
B KauecTBE OINOJHEHUS K CTaHAAPTHOMY JIEYEHHUIO CEep/IeYHO-COCYAMCTHIX 3aboneBanuii (Ha
OCHOBAHMM aHaJIM3a BPEMEHH HACTYIUICHUS NEPBOro GOJIBIFOTO CEPACYHO-COCYAUCTOrO COOBITHS
— cM. pazzen «Papmakoaoruyeckue CBOHCTBay, noapasaen «Ouenka ausiaus Ha CCC»).

*OonbLIMe CepAEYHO-COCYIMCTBhIE COOBITHSI BKJIKOYAIOT: CMEPTh M0 TMPUYMHE CEpAEYHO-
COCYAMCTOM MaTONOTHH, HWH(ApKT MHOKapaa 0e3 CcMepTeNbHOrO MCXO04a, HMHCYIbT 0e3
CMEpPTEILHOIO UCXO/1a.

IIporuBonokazanusi

. I'MnepuyBCTBUTENBHOCTE K CEMariayTHIy WIH JIIOOOMY M3 BCIIOMOTaTe/IbHBIX BELIECTB
npenapara;

. MENYJUISIPHBIA paK IMMTOBUAHOM >xene3bl B aHamHese (MPLIDK), B TomM uuciae B
CEMEMHOM;

° MHOJKECTBEHHasi HA0KpUHHast Heorna3us (MOH) 2 tuna;

. caxapubiii auabet 1 Tuna (CI01);

- nuabeTHyecKuii KeToalua03.

HPOTHBOHOKaBaHO NPUMEHCHUE MIpernapara 113]"IH~OHOPM Yy CIEAYIOUUX I'pyNIl NalUEHTOB U IPH
(1(S187%:0)11175.¢ COCTOSIHUSAX/3a00JIeBaHUSIX B CBSI3H OTCYTCTBUEM JaHHBIX I10 3(1)¢)CKTVIBHOCTH )41
06e30MacHOCTH UIIH OTrpaHUYC€HHBIM OINBITOM NMPUMEHEHUS !

. 6epeMEeHHOCTh U MIEPUOJI TPYIHOTO BCKAPMJIMBAHUS;

. BO3pacT 110 18 ner;

. NEeYEHOYHas! HeI0CTaTOYHOCTh TSKENON CTeNeHH ;

o TEpMHUHANIbHAsg CTaaus NMoyeyHod HexoctaToyHocTH (KiupeHc KpeatuHuHa (KK) <15
MJI/MHH);

. XpoHHuuecKas cepjaedHas HepoctarouHocTe (XCH) IV ¢yHkumoHanbHoro kiacca (B
cootBercTBMM ¢ knaccudukammeidi NYHA  (Heio-Mopkckas —kapmuosornyeckas
accoumanus)).

C 0cTOPOXKHOCTBIO

Ilpenapar JIorioHOpM peKOMEHIYeTCs IPUMEHSTh € OCTOPOXKHOCTBIO Y NMALIMEHTOB C MOYEYHOMH
HEZI0CTATOYHOCTHIO M Y MALMEHTOB C HAJIMUMEM NaHKpeaTuTa B aHaMHese (cM. paszen «Ocobble
yKa3aHus»).

IIpumenenne npu GepeMEHHOCTH U B NEPHO/I FPYAHOT0 BCKAPMJIHBAHHUS

BepemenHocTh

HccnenoBaHus Ha )KMBOTHBIX NPOAEMOHCTPHUPOBAIN PENPOAYKTUBHYIO TOKCUYHOCTB IpernapaTa
(cm. paspen «JlokIMHUYECKHE JaHHBIE 10 0€30MacHOCTHY).

JlaHHBIE MO NPUMEHEHUIO ceMariyTuaa y GepeMeHHBIX JKeHIIMH orpaHuueHs!. [IpoTuBonokasano
NpUMEHATh mnpenapat [[prmoHopM BO Bpemsi OepeMeHHOCTH. JKEHIUMHAM € COXpPaHEHHBIM
PENPOAYKTUBHBIM TOTEHLMAIOM PEKOMEHJYeTCs MCMOJb30BaTh KOHTPALENLMIO BO BpeMms
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Tepanuu npenaparoM Jlprmonopm. Ecnu nauMeHTka rotoBurcss K OepeMeHHOCTH, JMOO
OepeMeHHOCTh y)XK€ HacTylnuJa, Tepamnuio CeMariyTHIOM HeoOXOAMMO NpekpaTuThb. M3-3a
JUIMTEJIBHOTO TNepuoJa TIONYBBIBEACHUs Tepanuio mpenapaTtoM Jd3riaoHopM HeobOXoauMo
NpPeKpaTUTh KaKk MMUHUMYM 3a 2 Mecsilia 0 IUIaHUPYEMOro HacTyIJeHus OepeMEeHHOCTH (CM.
pazaen «PapMaKOKMHETHUKAY).

[lepuoa rpyaHOro BCKapMIMBaHMS

VY nakTUpyOLMX KpbIC ceMariayTHA MPOHUKaN B MOJIOKO. Henb3s HCKIOUUTE pUck 1 pebeHka,
HaxojsLlerocs Ha TIpyAHOM BCKapMIIMBaHUM. [IpOTHBOINOKa3aHO NPUMEHSTH Npenapar
JIarIoHOpM B NMEPUOJ IPYAHOTO BCKApMIIMBAHUSI.

DepTunrHOCThL

JleiicTBue cemarnyTtuaa Ha (epTUABHOCTB y JtoJeid HeusBecTHO. CemarnyTua He BIMsUT Ha
¢depTuabHOCTE camMUOB Kpbic. Cpein caMOK KpbiC YBEIMYEHHME OSCTPaJbHOrO LMKJIA MU
HE3HAYUTEJbHOE  CHWKEHHE KOJIMYecTBa  OBYJISLUH HaOmoganoch  npu  J03ax,
CONPOBOXAABLIMXCSI CHUDKEHHEM MacChl TeJla CAaMKH.

Crnioco6 npuMeHeHHs H 103bI

Pexxum no3upoBaHus

Hauanbnas nosa npenapara J[prmonopm coctasnset 0,25 mr 1 pa3 B Hepemo. Ilocne 4 Henenb
NPUMEHEHUs 103y cieayeT yBeauuuTh 10 0,5 mr 1 pa3 B Henemo. I AanbHEHIIEro yinyqleHus
IIMKEMMYECKOTO KOHTPOJIS MOcie Kak MUHMMYM 4 HeJellb IpUMeHeHus npenapara B go3e 0,5 mr
1 pa3 B Hezlemo, 703y MOXKHO YBeIMYMTH A0 1 Mr 1 pa3 B Hezemo.

Jloza npenapara Jlarmonopm 0,25 mr He sBnsercs TepaneBTuueckoil. He pekomenayercs
BBeJeHHE Oosiee 1 Mr B Hezemo.

IIpenapar JIornroHOPM MOXKET NPUMEHATHCSA B BUE MOHOTEPANUH UM B KOMOMHALIMK C OJHUM
uin Gosee TMIIONJIMKEMUYECKUMHU TipenapaTtamu (cM. pasnaen «KnunHuueckas s¢pdexTuBHOCTD M
6e30MacHOCTbY).

Ilpu nobaenenun npenapara J[5raOHOPM K MpeALIECTBYIOIIEH Tepanuk MeTGOPMUHOM M/WIH
THA30JIMAMHAMOHOM, WiM  uHruburopom  SGLT2  rtepanuio  MeTGOPMHHOM  W/WIH
THA30JIMAMHIMOHOM, UM UHTHOUTOpoM SGLT2 MOKHO NPOAOIKHUTE B IPEKHHUX 103aX.

Ilpy pobapnenuu npenapata JIPrIOHOPM K NMPOBOJAMMON — Teparud  MPOU3BOAHBIM
Cynb(OHUIMOYEBUHBI UIM UHCYJIMHOM CIIEIyeT NPelyCMOTPETh CHUKEHHE 103bl POU3BOIHOTO
Cyab(HOHUIMOYEBUHBI UM MHCYJIMHA C LIEJIBIO CHWXKEHUS! PUCKA BO3HUKHOBEHUS THIOTTIMKEMHUU
(cM. paznen «OcoOble ykazaHUs»).

ITpumenenue npenapara J[d>rioHopM He TpeOyeT NpOBENEHHUS CAaMOKOHTPOJIS KOHLEHTpaLMH
rroKo3bl KpoBU. Ilpu npuMeHneHuu npenapata J[3rioHOpM B KOMOMHALMK C NPOW3BOJHBIMHU
Cynb(OHUIMOYEBUHB! HWJIM HWHCYJIMHOM, TaKOW CaMOKOHTPOJIb TJIOKO3bl KPOBH MOJXKET
noTpedoBaThCs /11 KOPPEKLMU 103bI POU3BOJHOTO CYIb(HOHUIMOYEBHHBI MITH HHCYTHHA.

IIponyineHHas go3a

B cnyyae nponycka n103bl npenapar J[3riaoHOpM ciieyeT BBECTH KaK MOXHO ObICTpee B TEUEHHUE
5 nHe#H ¢ MOMeHTa 3amnJaHMPOBAHHOTO BBEICHMs 103bl. ECIM NMpoaOKUTENBHOCTE MpOMycKa
cocTaBisieT 6osiee 5 1He, MPOMyIEeHHYIO 103y He HYXHO BBOAUTH. ClieyIoLLyto 103y npernapara
JIornoHOpM clielyeT BBeCTH B OOBIUHBIN 3aI/IaHUPOBAHHBIN J1eHb. B KaX10M ciyyae nauueHTh!
MOTyT BO30OHOBHTE X OOBIYHBII OJTHOKPATHBIN eXeHeleNbHBIN rpaduK BBEACHHS.



HQHMCHCHHC npernapara B 0COOBIX KIMHUYECKUX rpyriax rnainueHTOB

Iayuenmur nodxxcunozo eospacma (=65 nem)

He tpebyercsi KoppeKLum 1036l B 3aBUCUMOCTH OT Bo3pacTa. OnbIT IPUMEHEHHUS CeMarayTuiaa y
MalMEHTOB B BO3pacTe 75 JNIeT U cTaplie OrpaHUYEH.

Ilayuenmui ¢ neyeHouHOU HeOOCMAMOYHOCMBIO

He Tpebyercsi koppekuMu 103bl y NAaLMEHTOB € NMEYCHOYHOW HEJOCTATOYHOCTBIO (CM. pasfern
«®apMakoKMHETHKa»). ONBIT TNPUMEHEHHs CeMarjayTHAa Yy TaLUMEHTOB C TE€YEHOYHOMH
HEI0CTAaTOYHOCTBIO TSDKEJION CTeNeHH OrpaHUyeH; MpUMeHeHUe npenapara J[3rioHopM y TaKuX
MalMEeHTOB MPOTHUBONOKA3aHO.

Hayuenmul ¢ noveynou HeOOCMamMoOyYHOCMbIO

He tpebyeTcst koppeKiuu 10351 y NaLMEHTOB € NOYEYHON HEI0CTaTOYHOCTHIO. ONBIT NPUMEHEHHS
npenapara y MalMeHTOB C TEPMHUHANBHOM cTagueil NMOYeYHOH HEAO0CTATOYHOCTHU OTCYTCTBYET;
npUMeHeHue npenapara J[3riroHOpM Y TaKUX NAalMeHTOB MPOTHBOMOKA3aHO.

Jemu u noopocmku

ITpumenenue npenapata Jl>rmoHopMm y aeteit B Bo3zpacte ot 0 1o 18 netr npoTuBonokaszaHo B
CBSI3U C OTCYTCTBUEM JAaHHBIX MO 3P PeKTUBHOCTH U H€30MaCHOCTH.

Cnocob npuMeHeHus

IIpenapar JIariroHopM npuMeHstOT | pa3 B Hezento B noboe BpeMsi, HE3aBUCHMO OT TpHeMa
nuiy. Ilpenapat JI3rimoHopm BBOAST /K B XKHUBOT, 6€po MK rie4o. MecTo MHBEKIIMU MOKET
u3MeHATbes 6e3 koppekuuu a03bl. [lpenmapat JISryiroHOpM Henb3s BBOAMTH BHYTPUBEHHO H
BHYTpUMbILIEYHO. [Ipu HEoOXOIMMOCTH AEHb €XKEHEeNEeNbHOro BBEAEHHS MOKHO MEHATb IpH
YCJIOBMHM, YTO HHTEPBAJ BPEMEHH MEXKAY ABYMSI MHBEKLIMSIMH COCTABJISIET HE MeHee 3-X qHei (>72
4acoB).

ITocne BeIGOpa HOBOTO J1HS BBEAEHMS ClIEAYET MPOAOJKUTh BBEIEHHE TTpenapara 1 pa3 B HEJeo.
JanpHeimas uHdopmauus 1o cnocody NpUMEHEHUs COJIepXKUTCs B paszene «PykoBoacTBO mo
MCII0JIb30BAHUION.

Ilo604Hoe aelicTBHE

Haubonee uacto peructpupyembiMu HexenarenbHbIMU peakuusmu (HP) Bo Bpems KU sapasauce
HapyweHus co ctopoHsl JXKKT, Bkiaroyas TOIHOTY (OYEHb 4acTo), AUApEr0 (04YEHb YacTO) U PBOTY
(gacto). B wmenom, naHHBle peakuMu OBUIM JIETKOM MM CpelHEH CTeNEeHU TKECTH U
KPaTKOCPOYHBIMH.

HexxenarenbHble peakuuu, BO3MOXHblE NpPU NPUMEHEHUM CEeMarjyTuja, pacrpeieseHbl I10
CUCTEMHO-OpPraHHBIM KJlaccaM B COOTBETCTBMM CO CJIOBapeM Ul PeryjisiTOPHON AEATENbHOCTH
MedDRA ¢ yka3zaHHeM 4acTOThl KX BOZHHKHOBEHMs COTIacHO pekoMeHaauusm BO3:
HexxenarenbHble peakuuu KiaccupUUMpPOBaHbl 110 CHCTEMaM OPraHOB M YacTOTE BO3HUKHOBEHMS
(ouens yacto (>1/10), yacto (>1/100, Ho <1/10), Hewacto (>1/1000, Ho <1/100), peako (=1/10000,
Ho <1/1000), ouens peako (<1/10000), yacTora HeM3BeCTHA (Ha OCHOBAHUU UMEIOLIIMXCS JAaHHBIX
OLICHUTb HEBO3MOIKHO).

Tabnuya 1. HedxcenamenvHule peakyuu, evisignennvie npu npogederuu KH 3a ¢hazvi

Kaaccnl cucrem opranos MedDRA




Yacrora Hesxenare/ibHble peaKkiHH
Hapywenus co cmoponbl uMMYHHOI cucmembl
Heuacro IMIepUyBCTBUTENLHOCTES
Penko AHadunakTHyecKHUe peakLuu

Hapywenua memabonusma u numanus

OueHb yacTo

FHHOFJ]HKeMHﬂl Nnpu COBMECTHOM TIIPUMEHEHUU C HHCYJIUHOM

INPOXU3BOAHBIM Cyﬂb(bOHPlJIMO‘ieBI/leI

HUIIH

Yacto

I'unok/mkeMus ' Ipy COBMECTHOM NpuMeHeHuH ¢ apyrumu [TITTI,
CHWJKEHHE anmneThTa

Hapywenus co cmopomvl HepeHO cucmembl

YacTo

I"onoBokpyxeHue

Heuacto

JlusreB3us

Hapywenus co cmoponsi opeana 3penus

YacTto

OcnoxHeHus nnaGeTuqecxoﬁ ]Z)C'I'lleOI]aTl/ll/l2

Hapywenus co cmoponwl cepoya

Heuacrto

VBenuyeHue 4acToThl cepaeunbix cokpamenuii (HCC)

Kenyoouno-«xuuieunvle HapyuieHus

OueHb yacTo

TomHoTa, 1Uapes

Yacrto PBoTa, 601b B )KUBOTE, B3AyTHE KUBOTA, 3a1I0p, AUCTIEIICHs], FACTPUT,
ractpoa3odareaibHas peduitokcHas 60J1€3Hb, OTPBIKKA, METEOPU3M

Heuyacrto OcCTphlii MaHKPEaTUT, 3aJeprKKa ONOPOKHEHHS HKeTyaKa

YacToTa Kumeynas HenpoxoauMocThb

HEU3BECTHA

Hapywenus co cmoponul nevenu u scenyegol600aujux nymeu

Yacto XoJienuruas
YacroTa X0naHruT, XxonecraTuyeckas xenaryxa
HEU3BECTHA

Hapywenus co cmopoHvl Kod#cU U NOOKOICHOU KIemyamKu

YacroTa
HEU3BECTHA

AHrvMoHeBpoTHYECKHi oTek?

Obuwyue napyuienus u peakyuu 6 mecme 66e0eHUs

Yacto

YTomasgemocTb

Heuacro

Peakuuu B MecTe BBEIEeHUS

Jlabopamopmvie u uncmpymeHmanbHole OaHHbIE

Yacro

IToBpIIIEHHE AKTUBHOCTHU JiMria3bl, TNOBBILICHHUE AKTHBHOCTH aMHJIa3bl,

CHHXXCHHE MaCChl TE€Jia

' Tunornukemus, onpeneneHHas Kak Tskenas (Tpebyrolias NOMOLIM APYroro 4YeloBeKa) Wi CUMITOMAaTHyeckas B
COUETaHHHU ¢ KOHLEHTpaLMell TIIOKO3bI B I1a3Me KpoBH <3,1 MMOIb/II.

2OCJ'IO)I(HCHI’UI nuabeTHyecKon PETHHONIATHH — 3TO COYETAHHE M3 HeoOXOIMMOCTH B (bOTOKoal')’J'lﬂLIHH CETYATKH
riasa, HeoOXOOUMOCTH B UHTPABUTPEAJIbHOM BBEJACHHUU IIpenapaTtoB, KPOBOU3JIMAHHA B CTEKJIOBHIHOE TEIO,

pa3BUTHA CIIENIOTHI, CBSA3aHHOM ¢ C)_I YacroTa OCHOBaHa Ha HCCIIEAOBAaHUH CEpACYHO-COCYAUCTBIX HCXO10B.

3 I'pynnoBoif TepMHH, BKIIOYAIOLIMI TAKXKe HEXKeNaTeNbHble PEAKIHMH, CBA3AHHBIE C TMIEPUYBCTBHTENLHOCTHIO,
TaKHe KaK ChIlb W KparMBHULA.




4HP 13 NOCTMAapKETHHIOBbIX HCTOYHHKOB.

2-nemuee uccneoosarue CC ucxo0o6 u bezonacHocmu

B nomnynsuuy naumeHToB ¢ BbICOKMM pHckoMm paszsutusi CC 3aboneBanmii npoduns HP 6bin
aHanoruyHelii TakoBomy B apyrux KW 3a ¢a3el (onmcansl B pasgene «KinuHuueckas
3¢ PeKTUBHOCTD U 6€30MacHOCTHY).

OnucaHue OTJebHBIX HEXKEJATEIbHbIX PeaKIIUii

Tunoznuxemus

Bo BpE€MA MOHOTEpanuyu ceMariyThuaoM HE Ha6m011anom> 3MU30J0B TSKEION TMIOTIMKEMUH.
IM'unornukemMus TsKENOM CTEIICHHU, B OCHOBHOM, Habonanachk INpU NPUMEHEHUH CeMArjiayTujia B
KOMOHMHAIIUHU ¢ INPOU3BOJHBIM Cy)'lb(bOHHHMO'-ICBHHbI WJIM UHCYJIMHOM.

Habmonanock HECKONBKO 3MU30JI0B TSKENOHW TMIMOTIMKEMHUH NPH NPUMEHEHNH CEMariyTu/ia B
komOuHauuu ¢ apyrumu [1I'TTI, 3a ucknoyeHHeM NPOU3BOAHOTO CYIb(OHNUIMOYEBHHBI.

I'unornukemus 1o Kiaccudukauun AMepuKaHcKoi auabeTuueckoii accoumaumu Habmozaanacek y
11,3 %% (0,3 cayyas/mauneHTo-roa) NalKMeHToB Npu AobaBneHuH cemarnytuzaa B aose 1,0 mr x
tepanuu uHruouTopom SGLT2 no cpaBHenuto ¢ 2,0% (0,04 cnyyas/nauueHTo-r0/) NaLMEHTOB,
nosnyyapiux riaueto. O Tspkenoi runoriaukemun coobmanock y 0,7% (0,01 cobpTHs/ManueHTo-
ron) u 0% nauyMeHTOB, COOTBETCTBEHHO.

HP co cmoponwt JKKT

Bo Bpems Tepanuu cemaraytuaoMm B jgo3ax 0,5 Mr u 1 mMr y mauueHTOB OTMeEYajaach TOLIHOTA,
Jauapess M pBOTa. BONbIIMHCTBO peakuuii ObIM OT JIErKOM 10 CpelHel CTeNeHH TSHKECTH M
KpaTKocpouHbiMU. HP cTanu npuumnHoii npexneBpemenHoro BoiOpiBanus uz KM 3,9% u 5,9%
NayueHToB, cooTBeTcTBeHHO. Yaule Bcero o HP coobmanock B nepBuie MecsLbl TEPAuHu.

IMTaumeHTh! ¢ HU3KOM Maccoi Tela MpH JIEYEHUH CeMariayTHAOM MOTYT UCTBIThIBaTh 6osbie HP
co croponsl XKKT. B KU npu ogHoBpeMeHHOM npuMeHeHnn uuruburopa SGLT2 u cemarnyrua
3anop M ractpos3odareansHas peduokcHas 6one3Hs Habmonamuce y 6,7% u 4% nauuMeHTosB,
nonayyaBumux cemarnytuza 1,0 Mr, COOTBETCTBEHHO, MO CPABHEHMIO C OTCYTCTBHEM COOBITHI y
MalMeHTOB, NoMy4yaBmKX manebo. PacrnpocTtpaHeHHOCTh 3THUX COOBITHMI CO BpeMEHEM He
YMEHBLIANACh.

Ocmpuiii nankpeamum

YacroTa pa3BUTHS OCTPOrO MNaHKpeaTHTa, MOATBEP)KAEHHOIO IO Ppe3yjbTaTaM 3KCIEepPTHOH
OLIEHKH, B UccneoBaHusX 3a ¢a3el coctaBuina 0,3% npu npumenenun cemarayruaa v 0,2% npu
NpUMEHEHUH TNpernaparta cpaBHeHus. B 2-netnem uccnenosanun CC MCX010B 4acTOTa pa3sBUTHS
OCTpPOro NMaHKpeaTuTa, MOATBEP)KACHHAs 10 pe3ysbTaTaM dKCNEPTHON OLeHKH, cocTauna 0,5%
npy npuMeHeHMH cemaraytuaa M 0,6% npu npumeHenuu nnaue6o (cMm. pasaen «Ocobble
YKa3aHUs»).

Ocnodxcrnenus ouabemuveckoi pemunonamuu

B 2-netnem KU, B koTopom ydactBoBasiu nauueHTsl ¢ CJ12 1 Beicokum CC pUCKOM, JUTMTENIEHBIM
teyeHueM CJI ¥ HealeKBaTHBIM KOHTPOJIEM TNIMKEMHUH, NOATBEPKAEHHbBIE CIyYyau OCJIOKHEHHMH
JuabeTHYeCKOH peTHHONATHH Pa3BUBAIUCE y OOJBIIEro KOJMMYECTBAa NMALMEHTOB, IMOJIyYaBIIMX
cemarnytin (3,0%), no cpaBHEHHMIO ¢ MaLMEeHTaMy, oay4yaBuumy mianedo (1,8%). V naumenton
¢ aHaMHe30M JuabeTHyeckoi peruHonaTuu B Hayane KW Bo3pacranue abCOMIOTHOrO pucka

14



pa3BUTHUA OCJIO)KHEHMH OBIJIO BEIIIE. Y MAalMEHTOB C OTCYTCTBHUEM IOATBEPXKAECHHOIO aHaMHE3a
nnabeTH4eCcKon PETHUHONATUHU KOJIUYECTBO COOBITHH OBIIO OJMHAKOBBIM INpU TNPUMEHEHUH
ceMarinyrtunaa u niaiedo.

B KM npopomkurensHocThiO 10 1 roga yactora HP, cBszanHBIX ¢ AnabeTHYeckoi peTUHONATHEH,
Obls1a OIMHAKOBOM B TpyIIe ceMariyTh/a U MpernapaToB CpaBHEHMs

Ilpexpawenue nevenusn no npuuune HP

Yacrora npekpawmeHus nedeHus no npuuyuHe HP cocraBuna 6,1% u 8.7% nns naunueHToB,
NoJayYyaBIIMX ceMariyTua B go3ax 0,5 mr u 1 Mr, cOOTBETCTBEHHO, MO cpaBHeHHUIo ¢ 1,5% nns
NalMeHTOB, nojy4yaBmux miauedo. Hanbonee yacteimu HP, npuBOAMBILMMHU K MpeKpalieHHIO
neyenus, 6b11n HapymeHus co croponsl JKKT.

Peaxyuu 6 mecme 66edenus

Coobmanock 0 peakuusx B MecTe BBeIeHHUs (TaKMX KaK Chillb B MECTE BBEI€HUsI, IOKPACHEHHUE) Y
0,6% u 0,5% nanueHToB, nonyyaBmux cemarnytua 0,5 Mr u 1 Mr, COOTBETCTBEHHO. DTH peaKLIuu
HOCHJIH, KaK MpaBHJIO, JIETKHH XapakTep.

HmmyHnozennocmeo

BcenencTBue noTeHIMaabHBIX MIMMYHOT€HHBIX CBOMCTB O€KOBBIX M MENTUAHBIX JIEKAPCTBEHHBIX
NpenaparoB, Mocjie Tepanuu y NMalMeHTOB MOTYT MOSBMTBCS aHTHTENAa K CeMariyTHAy Iocle
neyenus. B konue KM 101 naupeHToB, y KOTOpBIX ObIM 0OHApY>KEHBI aHTHTENA K CEMaryTHAY
B 000 MOMEHT BpeMeHM, Obiia Hu3Ko# (1-3%) 1 H1 y OAHOTO MaLMeHTa He 610 06HapYKEeHO
HENTPaIM3yIOIMX AaHTUTEJ K CEMariyTHAY WM aHTUTEJ ¢ HeHTpanu3yomum suaoreHHsii I'TIT-
1 apdexTom.

Veenuuenue YCC

Ha ¢one npumenenus aronuctoB peuentopoB [TIII-1 ormewanoch yeenuyenne YCC. V
NalMEeHTOB, IOJIyYyaBIIMX CEMarjyTHI B HcciaenoBaHusx 3a ¢asbl, Habmopanoch cpeaHee
yBeJinueHue Ha 1-6 yaapoB B MUHYTY (YA./MHH.) ¢ 72 B Hayajie WccieqoBanus 10 76 ya./MuH. B
JIOJITOCPOYHOM HCClIeJOBaHUU ¢ yyacTueM nauueHToB ¢ CC ¢akropamu pucka 16% nauueHTos,
NoJyYyaBUIMX JIeYeHUe ceMarnytuaom, umenu yBenndenue YCC >10 ya./MUH. IO CPaBHEHUIO C
11% nauuenToB, nony4apwux miauebo, nocne 2 JeT JieYeHUs.

Ilepeno3upoBka

CHUMOTOMBI

B xone KM coobmanocs o nepeno3upoBkax a0 4 Mr B OHOKPAaTHOM 03¢ U 10 4 MI' B HEeJeJIi0.
HaunGonee yactoit HP, o koTopoii coobiianock, Opiia TomHoTa. Bee nauueHTs BbI30poBeny 6e3
OCJIOKHEHUH.

Jleuenue

Cneuuduyeckoro aHTHAOTa NpU MNEpPeO3MPOBKE CeMariyTuaa He CylecTByeT. B ciyuwae
NepeIo3UPOBKH PEKOMEH/IYeTCsl TIPOBE/IEHHE COOTBETCTBYIOIIEH CUMIITOMAaTHYECKOH Teparu.
VuuteiBass ANMTENBHBIA TNEepHOJ BHIBEAEHHMs Tmpernapata (NMpuUMepHO 1 Hexens), Moer
norpeboBaThCs NPOJOKUTENBHbIN NePUO HAOIIOACHNS U JICYEHHS] CHMIITOMOB MEPE03UPOBKH.

B3aumopaeiicTBHe ¢ APYIrHMH JIEKAPpCTBEHHBIMH CpeACTBAMH



Hccnenopanus cemarnyTuaa 22 vitro nokasanu o4eHb HeOOBIIYIO BEPOSATHOCTE MHTMOMPOBaHMUS
WM UHAYKUMHM depMeHTOB cucTeMsl LuToxpoMa P450 (CYP) u mHrubupoBaHus TpaHCIIOPTEPOB
JIEKapCTBEHHBIX MPENnapaToB.

3azep>kKa ONOPOXKHEHHs JKeJlyKa IPU NMPUMEHEHUH CeMarjyTiia MOXeT OKa3biBaTh BIMSHHUE Ha
BCAChIBaHME COMYTCTBYIOLIMX NEPOPaIbHbIX JIEKapCTBEHHBIX NpernapaTtoB. CeMariyTuj cieayer
NPUMEHATE C OCTOPOJKHOCTBIO Yy TMALMEHTOB, MOJYYAlOLIMX TMepopajbHble JEeKapCTBEHHbIE
npenaparsl, s KOTOpbIX HeobxoauMa Obictpast abcopbuus B XKKT.

Hapaneramon

Ilpu ouenke GpapMaKOKMHETHKM MapaleTaMosia BO BpeMs TeCTa CTaAHAApPTU3MPOBAHHOTO NMpUeMa
numy OBUIO  BBIABJIEHO, YTO CEMarJyTHI 3aepXKMBaeT OINMOpOXKHEeHWe kenyaka. Ilpu
OJJHOBPEMEHHOM TNpuMeHeHuH cemariaytuaa B noze I Mr AUCoe wun M Crnex Napaneramona
cHU3MIMCh Ha 27% u 23%, cooTBeTcTBeHHO. O61mas skcno3uums napaueramona (AUCosq) npu
3TOM He u3MeHsachk. [Ipy 01HOBpEMEHHOM NpHEME ceMaryyTHa M napaueTamolia KOppeKuus
J103b1 IOCNIEAHETO He TpebyeTcs.

IlepopanbHble TOpMOHAIbHBIE KOHTPALIENTUBHLIE CPEACTBA

He npennonaraercs, yro cemarnyTuz cHWkaeT 3(G¢EeKTHUBHOCTh MEpOpalbHBIX FOPMOHAIBHBIX
KOHTpPAUENTUBHBIX  cpeAacTB. Ilpy  OZHOBpeMEHHOM TMNpPUMEHEHHHM KOMOMHMPOBAaHHOIO
nepopaabHOr0 rOpMOHaIBHOIO KOHTpauenTuBHoro npenapara (0,03 mr stununscrpaauona/0,15
M JIEBOHOprecTpesa) U ceMariayTuaa NMociaeIHUi He OKa3biBajl KIMHUYECKH 3HAYMMOTO BIUSHUS
Ha 001110 SKCTIO3ULIMIO STHHUIIACTPAIMOIA U JIEBOHOPrecTpea. DKCIO3ULMs STHHWIACTPaA1oIa
He Oblna 3aTpoHyTa; HabGmoganoch ysenuyeHue Ha 20% 3KCMO3WLMM JIEBOHOprecTpena B
PaBHOBECHOM COCTOSIHMHU. Crmx HE U3MEHMIIACH HU AJIS1 OJHOTO U3 KOMIIOHEHTOB.

ATopBacTaTuH

CemaryyTui He H3MEHAN CUCTEMHYIO OKCMO3WIMIO aTOpBacTaTHMHA IOCle IPUMEHEHHs
oJHOKpaTHOW 103bl atopBactaTMHa (40 mr). Chax aTopBacTaTMHa cHM3MJIack Ha 38%. DT1o
M3MeHeHHe ObUI0 paclieHeHO KaK KIMHUYECKH He3HAaYuMOe.

EHFOKCHH

CeMmarnytui He W3MEHsJ CHUCTEMHYIO SKCMO3ULMI0O WIH Cpax AWTOKCHHA TOCIE TPUMEHEHUS
OJIHOKpaTHOM 103kl aurokcuHa (0,5 mr).

Metdopmun

CemarnyTuz He U3MEHST CUCTEMHYIO SKCMO3ULMI0 WIH Crmx MeTHOPMHUHA TOCTIE TPUMEHEHUS
metdopmuHa B 103e 500 mMr 2 pa3za B ieHb B TeueHue 3,5 aAHEN.

Bapdapus

CemarnyTuz He U3MEHSJT CUCTEMHYIO SKCTO3ULHIO WIH Crax R- 1 S-130MepoB BapdapuHa noce
NPUMEHEHUs OAHOKpaTHOW 103l BappapunHa (25 wmr). Ha ocHoBaHum onpeneneHus
MEXAYHapoAHOro HopMaiusoBaHHoro otHomenus (MHO) kinHMYeCKH 3HAUYMMBIX W3MEHEHHMH
bapmakoauHamuyecknx 3¢ dekToB BapdaprHa Taxke He HabIHOIAIOCE.

HecoBMmecTUMOCTD

CemarnyTu Henb3si CMEUIMBATh C JPYTMMM JIEKAPCTBEHHBIMH CPEIACTBAaMM, B TOM YHCIE C
MH(QY3HOHHBIMM pacTBopamMH. BemectBa, noGaBneHHble K mpernapary J[3raiOHOpM, MOTYT
BBI3BaTh €r0 Jlerpajalmio.
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Ocobble ykazanusi

Ilpumenenue npenapara JI3raroHOpM MpoTHBONOKa3aHo y nauueHToB ¢ CJI1 wnm ans nedenus
A1abeTHyecKoro KeToaum03a.

ITpenapar JIprimoHOpM He 3aMeHSIeT HHCYIIHH.

JlnabeTnueckuii KeToauuao3 OBIT 3aperMCTPUPOBAH Y MHCYJIMHO3aBHCHUMBIX IMALIMEHTOB, Y
KOTOpPBIX OTMEYasoch OBICTpOE MpeKpalleHWE JICYEHUs WM CHIXKEHME J103bl MHCYJIMHA TpH
Hayase nedyeHus aronuctoM I'TITI-1P (cm. pazaen «Crocod npuMeHeHUs U 103B1»).

Peaxiu co croponsl JQKKT

ITpumenenue aronucros ['TIIT-1P moxer O6piTh accounupoano ¢ HP co croponsl XKKT. Dto
ClIelyeT YYHUTBIBATh MPH JIeUEHIMH MALMEHTOB C NIOYE€4YHOM HEAOCTaTOUYHOCTBIO, TaK KaK TOIIHOTA,
pBOTa M JUapesi MOTYT NPUBECTH K JAerHApaTaliii M YXYALIEHUIO QYHKLUH MOYeK.

OcTphiii NAaHKPEATUT

IIpu npumenenun aronucroB I'TII1-1P Habmoaanuce ciyyan pa3BUTHS OCTPOro NMaHKpeaTHTa.
[TaupeHTsl 10MKHBI OBITH  NPOMH(OPMHUPOBAHEI O XapaKTEPHBIX CUMITOMAaX OCTPOro
naHkpeatura. [Ipy nojo3peHHy Ha NaHKpeaTUT Teparus npenapatom J[PrioHopM A0/kHa ObITh
NpeKpalleHa; B Cllydae MOATBEPKICHHS OCTPOro IaHKpeaTUTa TEparHio CeMarjyTHIOM
BO300HOBIATH He cieayeT. CneayeT cobnoaaTh OCTOPOXKHOCTh Y MALMEHTOB € NTAHKPEaTUTOM B
aHamuese. [Ipu oTcyTcTBUM APYrUX NPU3HAKOB U CUMIITTOMOB OCTPOrO NMaHKpeaTUTa MoBBILIEHHUE
AKTUBHOCTH (DEPMEHTOB TMOKENTYA0UHON KeJe3bl He SIBISETCS NMPOrHOCTHYECKUM (PaKTOpOM
Pa3sBUTHA OCTPOro NMaHKpeaTUTa.

Peakumu co cTOpOHbI NeYeHH 1 KET4eBbIBOAAIIMX ITyTei

Ilpu npumenenun aronuctoB [TIII-1P BO3MOXHO pa3BUTHE IKeTYEKaMEHHOH OoJie3Hu,
XOJIELMCTUTA, XOJAHIUTA M XOJECTaTUYECKOM JKeNTyxH. BO3MOMKEH pUCK pa3BUTHs XOJIELMCTUTA
KaK TPUITEPHOrO COCTOAHHMs, OOYCaBIMBAIOLIETO pa3BUTHE XOJAHTHMTa M XO0ECTaTUYECKOMH
xentyxu. Ilpu nosiBnenur abaOMHHANBHBIX CUMMTOMOB, TaKUX Kak O0lM B XKUBOTE, CleayeT
MPUHATH COOTBETCTBYIOLIME MEpbl, HAamMpuMep, INMpU HEOOXOAMMOCTH IMPOBECTH JAETallbHOE
o0cei0BaHUE € LEJbIO BBIACHEHHUS MPUYMHBI ¢ TOMOILBIO BU3YaTM3UPYIOLIMX IMarHOCTHYECKUX
METO/OB M T.J.

Cunornvkemus

Hauuenru, nojy4yaroniue npenapaT HC)I‘JI}OHOpM B KOM6l/IHaLlldM C I'lpOldBBOIle]MH
CyHB(i)OHHIIMO‘-leBHHH WX HUHCYJIHWHOM, MOryT HMETH TMOBBILLIEHHBIN pPlCK paasmml
runoraMkeMuy. B Hayane sneuyeHus npenapaToM JISriarOHOPM pHCK pa3BUTHS TI'MIIONTIMKEMHH
MOYXHO CHM3HMTb, YMEHBIIMB 03y MPOU3BOAHOIO CYJib(HOHHUIMOYEBUHBI WM HHCYJIMHA.

JInabeTnyeckasi peTHHONATUS

HaGmonanoce noBbllIeHHE pUCKa Pa3BUTHS OCJIOKHEHWH AuabeTHuyecKoi peTHHONaTHU Yy
MalMEeHTOB C HaJlW4yueM AuabeTHYecKOH PeTHMHONATHH, NMOJIyYaloLMX TEpanvio MHCYJIHHOM H
cemarnytiaoM (cM. pasznen «llobGoyHoe neiictBue»). BricTpoe ynydleHWe TINIMKEMHYECKOTO
KOHTpOJsi ObUIO acCCOLUMMPOBAHO C BPEMEHHBIM YXYALIEHMEM COCTOSIHUS AuabeTHyecKon
pETHHONATUH, OJIHAKO NPHU 3TOM HeNb3s UCKIIOYATh W Apyrue npuuuHbl. Cneayer cobmoaars
OCTOPOXKHOCTh TNPU TNPUMEHEHWH mpenapata J[SIIIOHOPM y MNAIMEHTOB C JuabeTHyecKoi
peTHHOMATHEH, NMOJMyYalOUMX HHCYIMHOTepanuio. Takue MaluueHThl JA0KHBI HaXOAUThCS IO/
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INMOCTOSAHHBIM Ha6J'll'OlICHHCM M T1iony4darb JICYEHHUE B COOTBETCTBHMHM C KIMHUYECCKHUMH
PEKOMEHAAIUAMHU

CepJlieyHas HEIOCTATOYHOCTh

OTCyTCTBYET ONBIT MPUMeEHeHUs cemarnytua y nauueHToB ¢ XCH IV ¢yHkuMoHanpHOrO Kiiacca
B cooTBercTBMM ¢ kinaccupukaumeid NYHA. Ilpumenenue npenapara y TakuX NalLMEHTOB
NPOTHBOINOKA3aHO.

3aboneBaHysl IMTOBUIHOM JKelle3bl

B mocTperucTpalluOHHOM Tieproje npuMeHeHus apyroro aHanora I'TITT-1, nuparnytuaa, 6eiim
orMmeyeHbl caydau MPILDK. Mmerommxcs JaHHBIX HEJOCTATOYHO [71s1 YCTAHOBJIEHWS WM
MCKJTIOYCHHUS IPUYHHHO-CIIEICTBEHHOH CBA3U Bo3HUKHOBeHUA MPLLDK ¢ npumcHeHuem aHanoro
I'TIT1-1. Heobxoaumo npoundopmuposars nauuenrta o pucke MPIIDK u o cumnTomax onyxouu
IMTOBUAHOM Jkene3bl (MOSBICHWsS YIUIOTHEHHMs B obOnactu e, Jucdaruu, OJBILIKH,
HENpPOXOAALIEeH OXPHUILIOCTH rojioca).

3HaYUTEJILHOE TMOBBIIIEHHWE KOHLUEHTPALMH KaldbLMTOHMHA B IUIa3Me€ KPOBHM MOXKET yKas3aTbh Ha
MPUDK (y mauuentoB ¢ MPIK 3HayeHusi KOHUEHTpauMM KaJbLMTOHMHA B I1a3M€ KPOBM
06b14HO >50 Hr/n). I1pu BHISIBIEHUH NMOBBIIIEHHS KOHUEHTPALMH KaJIBLIMTOHUHA B TUIa3Me KPOBH
clelyeT NMpOBECTH JanbHeiuliee obcneaoBanue nauueHTta. [lanueHTrl ¢ y31aMy B IIMTOBUAHOM
JKene3e, BbIABJICHHBIMH MPH MEAMLIMHCKOM OCMOTpE HJIM NpH npoBeaeHuH Y3HW muroBuaHON
JKeJe3bl, TAK)Ke IOJDKHBI OBITh JIOMOJHUTEBHO 00CIeJOBaHBI.

[Ipumenenue npenapat J[5rar0HOPM Y MAaMEHTOB ¢ IMYHBIM MM ceMeiHbIM anamHe30m MPLLDK
uinu ¢ cuiapomMoM MOH Tuna 2 npoTuBOnoka3aHo.

Acnupanys, aciupaludoHHasi THEBMOHUS

Cymec*mye’r PHUCK pasBUTHUA acCliMpaluy MK aCHHpaHHOHHOﬁ MMHEBMOHHWHU TIpU TPUMEHEHUH
aronuctoB ['TIII-1 Y NauyEeHTOB IIpU MPOBEACHUU OIICPATHBHBIX BMELIATEJIBCTB MO oOmmei
aHEeCTe3uen UM FJIyGOKOﬁ celaumed uz-3a 3a€PXKKHU OMOPOXKHEHHUSA XKETyAKa U NMPUCYTCTBUS
OCTATOYHOI'0 JKEIIYA0O4YHOIo COACPIKHUMOTO.

JIOKJIMHMYECKHE JIaHHBIE 110 6€30MacHOCTH

HOKHMHH‘«ICCKHC JaHHBIC, OCHOBAHHBIE Ha HUCCJICJOBAaHUAX @apmaxonoruqecxoﬁ 6e30nacuocm,
TOKCHYHOCTHU TNOBTOPHBIX 103 U IN'€HOTOKCUYHOCTH, HE BBISABUIIH KaKoM-1MO0 OmacHOCTH A1
YECJIOBCKaA.

B 2-neTHuX uccieoBaHUAX KaHLEPOT€HHOCTH Y KpbIC M MBILIEH NMPU KIMHUYECKH 3HAYMMBIX
KOHLEHTpALUIX CeMariyTH/ CTajl IPUYUHOM pa3BUTHs onyXoJjel C-K/IeTOK UTOBUAHOM JKENE3bl
6e3 cmeprenbHOro uexoaa. Omyxonu C-K1eTOK LIMTOBUAHOM Xele3bl 6e3 CMEpPTEIbHOI0 HCX0/1a,
HabnmoaeMble y Kpbic, XapakTepHbl 115 rpymnisl aHanoros ['TIIT-1. CuuraeTcs, 4To B OTHOLIEHMH
JMIOJCH JaHHBIM PUCK ABJISETCS HU3KUM, HO HE MOJKET OBbITh MOJHOCTBIO HCKIIFOUEH.

Bausinue Ha CnocoOHOCTH yYupap/isiTb TPAHCIOPTHBIMH CpeACTBAMH H paﬁoTaTb C
MeEéXaHH3MaMH

Cemamy'mn HE BJIMSET WM HE3HAUMTEJIHHO BJIMSET Ha CIIOCOOHOCTh ynpaBJisiTb TPAHCTIOPTHBIMH
Cpe€ACTBaMH UJIU pa60Ty ¢ MexaHu3Mamu. ITaiueHTsl JOKHEBI OBITh NpeaynpexxJa€Hel O TOM, 4YTO
UM ClIeayeT cobnoaath MEPBI NPEAOCTOPOKHOCTHU BO n3bexaHue pa3sBUTHUA Yy HUX I'MIIOTJIMKEMHUH
BO BpE€Ms yIIpaBJICHWA TPAHCIIOPTHBIMU CPEACTBAMU U IIPH pa60Te C ME€XaHHU3MaMH, 0ocobeHHO npH



NpUMEHEHUH npenapara J[3rioHopM B KOMOMHALMM € IPOM3BOIHBIM CYTb()OHUIMOYEBHHBI MU
UHCYJIMHOM.

PykoBoACTBO 10 HCNIOIB30BAHUIO

ITpenBapuTensHO 3anoHEHHAs WINPUL-pYYKa npenapara J[3raioHOpM MO3BOJSAET BBOAUTH J03bI
0,25 mr, 0,5 Mmru 1 mr.

OpzHa WwnpuL-pyyKa COAEPIKUT 3 MJI pacTBOpa 1l NOJKOKHOIO BBEICHHMS.

B ynakoBky npenapata J[3ri10HOpM BKJIFOYEHBI OIHOPA30BbIE UIJIbI.

[TauueHTty crneayer peKOMEHAOBaTb YTHIM3MPOBAaTh MHDBEKLMOHHYIO MWIUIy IIOC/IE KaXI0H
WHBEKLIUU B COOTBETCTBUM C MECTHBIMU TPeOOBaHUAMM.

Hnpun-pyuka JprioHopM npeiHa3HauyeHa TOJBKO I MHIMBHUAYATbHOTO HCIOIb30BaHHUS.
Ilpenapar JIprmoHOpM Henb3s TNPUMEHSATh, €CAM OH BBINVIIAMT MHaye, Ye€M IpO3payHbli
GecuBeTHBIN MK MOYTH OEeCLBETHBIN pacTBOP.

IIpenapar J[3r10HOPM HENb3s MPUMEHSATD, €CITH OH OBLI 3aMOPOXKEH.
ITpenapar JIPrimoHOPM MOXHO BBOAMTbL NMpU NMoMowy ura jmuHod a0 8 mwm. llnpun-pydka
npeaHa3HayeHa [yl UCIOIb30BaHMs C OHOPA30BbIMH UHBEKLIMOHHBIMH UTTIAMH.

Bcerna mocne Kaxnod MHBbEKUMM YAAlsWTe UINTy M XpaHuTe WNpUL-PYuUKy JIdrimoHopm ¢
OTCOEJMHEHHOMN HIJI0i. DTO MOMOXKET MPEJOTBPATUTD 3aKYTIOPKY MIJI, 3arpsi3HEHHE, 3apaKeHue,
BBITEKAHHME PAaCTBOPA M BBEJICHUE HEMPAaBUIIbHOM 03Bl Tpenapara.

®opma BbINyCKa

PactBop nns noakoxHoro BBeaenus, 0,25/0,5/1 mr/noza.

ITo 3 Mn npenapaTta B KapTpHDK M3 OecLiBETHOro HeWTpanbHOro creksia | ruaponuTuyeckoro
KJacca, yKyNOpEeHHBIH TUIyHXXepHO# npoOKol 3 OpoMOyTHIOBOH pe3HHBI C OJHOM CTOPOHBI U
KOJIMaYyKOM aJTIOMUHHEBBIM KOMOMHUPOBAHHBIM C 3JIEMEHTOM 371aCTOMEPHBIM, C IPYTOH CTOPOHBI.
KapTpumx BMOHTHPOBaH B MHOTO/I030BYIO LUINPUL-PYYKY OJHOPA30BOTO NPUMEHEHHMA.

Ha MHoOromozoByo wWNpUL-pyYKY OAHOPA30BOrO NPUMEHEHHs HAKJIEHMBAIOT CaMOKJIEALLYIOCS
ITHKETKY.

1 MHOroI030BYIO LINPHUL-PYYKY OJHOPA30BOrO NPUMEHEHUs C KapTpumkeM M 1 mauky c 4
OJIHOpPa30BBIMH UI'JIAMM, C HHCTPYKLMEH 10 MEIMLIMHCKOMY NPUMEHEHHIO TIOMELIAOT B Ma4Ky U3
KapToHa. B ynakoBke [oMycKaeTcs HalM4yMe KapTOYKM—BKJIAJbILIA JJIsi KOHTPOJS BBEAEHMS
npemnapara.

JIns KOHTpOJs MEPBOro BCKPBITUS Ha MayKy HaKJIEUBAIOT CTHKepH! (npu npoussoacTse Ha OAO
«®apmcranaapr-yYpaBUTA).

Cpok roaHocTu
2 ropa. He npumeHsTH nocie UCTeYeHUsl CPOKa MOIHOCTH, YKa3aHHOIO HA STUKETKE INPUL-PYYKH
M yNaKOBKeE.

Yci0BUS XpaHeHHs

XpaHUTh B XOJIOAUIBHUKE NPpU TeMrepatype oT 2 10 8 °C (He psiioM ¢ MOPO3UIbHON KaMepoii) B
OpUI'MHAJbHOMN ynakoBKe (Mayke KapTOHHOM) /1711 3a1uThl OT cBeTa. He 3amopaxxuBats.



Hcnonp3yemyto MM NMEPEeHOCHMYIO B KaueCTBE 3aMacHOM IUMPUL-PYUKY ¢ NpenapaToM XpaHUTh
npu remneparype He Beiie 30 °C uau npu remnepatype ot 2 10 8 °C (B X0J0AMIBHUKE) B TEUEHHUE
8 nezens. He 3amopaxkusats. ITocne ucnonab3oBaHUs 3aKpbIBaTh WINPHL-PYUKY KOJINAYKOM UL
3alIUTHI OT CBETA. '

HpenapaT H3I‘II}OHOpM CJIEAYET NpEAOXpaHATE OT BO3/I€MCTBUS M30BITOYHOrO TEIlJIa U CBETA.
XpaHHTb B HEAOCTYIIHOM IJIA JIETEN MecTe.

YcioBus ornycka

ITo peuenty.

IOpuanyeckoe MHN0, HA HMA KOTOPOIo BbIAaHO PEerHCTPALHOHHOE YAOCTOBEPEeHHE
OAO «®apmcrangapt-YpaBUTA», Poccus

450077, Pecny6nuka bamkoproctan, r. Ya, yn. Xynaiibepauna, 1. 28,
tein./dakc: (347) 272-92-85
info(aphamstdru

IIpousBoauTenn

IIpoussodcmeo 2omoeou nexapcmeenHol popmul, NepeUHAS YNAKOBKA, BMOPUYHASL YNAKOBKA
OAO «Dapmcrannapr-YpaBUTA», Poccus

Pecny6nuka Bamkoptocran, r. Ya, yn. Xynaiibepauna, a. 28

Hnu

TOO «Kaparanausckuii papmaneBTHYecKUi KoMIuiekey, Pecybanka Kasaxcran
Kaparanaunckas o61., r. Kaparanaa, yn. I'azanuesa, ctp.16

Buvinyckaiowuii konmpons kavecmea
AO «I'EHEPUVYM», Poccus
Bnagumupckas 061., paiion [lerymmnckuii, . Bonerusckuit, yn. 3aBoackas, ctp. 273

Oprannzanus, npUHAMAKOIIAs PETEeH3HH OT NoTpeduTe. el

OAO «®apmcrangapr-Y paBUTA», Poccus

450077, Pecny6nuka BamkoprocraH, r. Y¢a, yn. Xynaiibepauna, 1. 28,
ten./akc: (347) 272-92-85

info(aphanstdru




HHCcTpyKuus no HEno/ib30BaHUIO NPeIBAPHTEILHO 3aN0IHEHHOH 0/JHOPA30BOH IINpPHL-
PYYKH

IInpuu-pydka npeacraBnuset cob0i MpeABapUTENLHO 3aNONHEHHYIO 0JJHOPA30BYIO IITNPHL-PYUKY
JUIl  MHOTOKPAaTHBIX MHBEKLUMH, COAEpXalllyl0 TUIONIMKEeMU4YeCKOe CpEeACTBO, aHajor
ratokarononogo6Horo nentuga-1 (I'TIM-1)— cemarnytua.

Jrmonopm (0,25 wmr/mosa, 0,5 mr/posza, 1 wmr/mosza) — pacTBop Ui TI/K BBEICHHS B
NpeIBAPUTE/IBHO 3aTll0THEHHON LIMPHUL-pYUYKe 1M03BoNseT BBOAUTD 10361 0,25 mr, 0,5 mr u 1 mr.
IInpuu-pyyka npeaHazHayeHa a1 TATpauuu 103bl 0,25 Mr U noajep)kaHus TepaneBTUYECKON
10361 0,5 Mr u 1 mr. OiHa mnpu-pyyKa COAEPKUT 3 MII pacTBOpa.

Bapuanmbvl ucnonvb306anus winpuy-py4Ku npu éeedenuu npenapama /{32ioHopm

Bapuanm 1 — mumpauus 00361

4— yuvekuyu nno 0,25 mr
4— pyavexuuu no 0,5 mr
1 — uHbekuus no 1 Mr

Bapuanm 2 — noddepicanue mepaneemuieckoi 003ul

4— yHbBeKuuy 1o 1 Mr

HInpun-pyyka npeaHa3HayeHa Uil UCTIONb30BaHHs ¢ OJTHOPA30BHIMU UHBbEKLIMOHHBIMU UTJIaMH.
B ynakoBky npenapata J[5roHOPM BKJTFOYEHBI UTJIBI B KOJMYECTBE 4 IIIT.

IIpenapar JI>r0HOPM MOKHO BBOAMTE NPU MOMOIIM UIJT JJTHHOM J10 8 MM.

Ilepen xaxxao¥ MHBEKLMEH HEOOXOIMMO MCIOJB30BaTh HOBYIO Urily. [locie MHbEKUMH XpaHUTh
YW TpPaHCNOPTUPOBATh IMPUL-PYYKY Heobxoaumo 6e3 wuriel! DTO  mpeaoTBpaliaeT
HETPOXOAMMOCTD MIJl, 3arPsA3HEHHE, 3apaXKEHUE, BHITEKAHWE PAaCTBOPA M BBE/IEHUE HEKOPPEKTHOM
JI03bI NIpenapara.

YTUIN3UpOBaTh MIJIbI HEOOXOJUMO COTJIACHO MECTHBIM TpeOoBaHHsAM, coOIIOnas HOPMbBI M
npaBuia oOpalleHus ¢ MOTeHUHaIbHO HHPULUMPOBAHHBIMU MaTepHalaMH.

IIpriMeHeHHe WNPpUL-PYYKH AOJDKHO MPOBOAMUTECS TOJIBKO OJHUM YenoBekoM. Llnpuu-pyuka He
JI0JDKHA MepelaBaThCsl TPEThbEMY JIHILY.

Ecnu npenapar J[priaroHopM B LUNpUL-PYYKE BBHINIAAMT HHauye, 4eM OecLBETHBINH MpO3payHbIi
pacTBOp, TO €ro NPUMEHSATh HeJlb3sl.

He nopagepraiite pyuku Bo3zaeiicTBHIO HM3KHX (Hwke +2 °C) m Beicokux (Bbime +30 °C)
Temneparyp. He nomemaiite mnpuu-pyyku B MOpo3uibHylo kKamepy. LLnpuu-pydyku Henb3s
3aMOpa)kuBaTh!

Hcnonp3oBaHHble  LUNPUL-PYYKH TMOAJEKAT YTHUIW3ALUMK W HE JOJDKHBI  TOBTOPHO
9KCIUTyaTUPOBAThCs (HENb3s MOBTOPHO 3aNOJIHATH LUMPULI-PYUKY).

XpaHHTC HWNPUL-PYYKY H UIJIBI B HEAOCTYIIHBIX 1JI BCEX, U B 0COOEHHOCTH 1S JeTel, MecTax.

He neiTaiitech caMOCTOATEIBHO PEMOHTHPOBATh LINPUL-PYYKY. B ciyyae nonomku coobiure B
OpraHM3alMio, NPUHUMAIOIIYIO TPETeH3MH MNOTpeOuTeNeH, YKa3aHHYI0 B HHCTPYKLMH 10
MEIULIMHCKOMY NPUMEHEHHIO Npenapara.

HucmpyKyua no npumeneHuio npedeapumenbHo 3anoaHeHHOU WRPUY-PYYKU C RPEnapamom
Mznonopm 0,25 mz/003a, 0,5 m2/003a, 1 m2/003a pacmeop 011 NOOKONHCHOZ0 66€0eHUA



I"Iepen HCpBOﬁ WHBEKLUEH HCOGXOIIHMO BHUMATEJIbHO NPOYUTATh H U3YUHUTb HHCTPYKLHMIO IO
HMCITIOJIL30BaHUIO NPEABAPUTEILHO 3aII0JTHEHHBIX OAHOPA30BbIX WIIPHL-PYHEK.

Heo6XxoauMo NMpOKOHCYIBTHPOBAThCS € JIEYAIlUM BpayoM (CMELManUCTOM) MO NPUMEHEHHIO
npuL-pydku. [lonpocure NMpoAEMOHCTPUPOBATh MPABUIBHOE HCIOJNB30BaHHE LIMPUII-PYYKH.
IlepBas MHBEKIMS NpenapaTa A0JDKHA TPOBOJUTHCS MO KOHTPOJIEM Bpaya MM MEACECTPHI.

BaumaTenpHO npounTaiite STUKETKY Ha LINpULI-pyUYKe U yoeaurech B TOM, uTo Bel ucnonesyere
MMEHHO TOT JIEKapCTBEHHBIH npenapat, KoTopblii Bam Ha3Hauun Bpauy, B Hy>xHOM Bam no3uposke,
a TaKXKe MpPOBEPbTE CPOK MOJHOCTH MpernapaTta. 3aTeM MOCMOTPUTE Ha NpEJICTaBIEHHbIE HMXKe
MIUTIOCTPALMM, YTOOBI O3HAKOMMTBCS € XapaKTePUCTHKAMM M COCTaBHBIMM YacTSIMM ILTPHULL-

PYYKH.
Ilepen Hayanom MCMONB30BaHUS LINPUL-PYYKH HEOOXOAMMO MCCIENOBaTh €€ Ha HalM4yue
BUIMMBIX MEXaHMYECKHX TIOBPEXJIEHUH W TMOATEKOB (CBUAETENILCTBYIOLIMX O HapYIIECHHH
repMETUYHOCTH KapTpuika). Eciu Bel He yBepeHbl, yTo wmnpui-pyyka HCIpaBHA, U y Hee
OTCYTCTBYIOT TNOBPEKIEHHUs, HUKOIZa He Moyb3yiTech mnpuu-pyuykoi. Beerna nposepsiite
WNPUL-PYUKY NMepe] KaKA0H UHbEKLIUEH.

TmarensHO cneayiHTe MHCTPYKIMH N0 UCNIOIB30BaHHIO IUNPULI-PYYKH: NPEJOTBPALANTE NajeHue
PYYKM M BJIMSIHME NPOYMX BHEIIHHMX (PaKTOpOB (TepMasibHOE BO3/EHCTBUE, MPSAMbBIE COJHEYHbIE
JIy4H, MEXaHHUYECKOE NMOBpexaeHue 1 np.). Eciiu npousonio noBpexaeHne, HeoOX0AMMO HayaTh
MCIIO0JIb30BaTh HOBYIO IINPUL-PYUKY.

CnaboBuasiuii NaLMEHT WK NALMEHT, Y KOTOPOTO UMEIOTCS CEephe3HbIe MPOOIEMBI CO 3pEHUEM,
Y OH HE MOXET pa3InuUTh LUPPHl HAa CUETYUKE J03BI, I0JDKEH MCIOJIBb30BaTh INPHL-PYYKY MO/
KOHTPOJIEM MEAMLMHCKOro INepcoHasla, poJACTBEHHMKOB MIIM YeJIOBEKa C XOPOLIMM 3pEHHEM,
npomeamKx o6yyeHre no BBEACHHIO NpenapaTa npeBapyuTebHO 3aN0JHEHHON WINPHLI-PYYKOM.
JInua, ocymecTsisgomue yxoa 3a 60JbHBIM, JODKHBI 00paImaThest ¢ UCTIONB30BaHHBIMU MITIAMU
¢ 0co00i OCTOPOXXHOCTBIO, 4YTOOBI NPENOTBPATUTH YKOJBI UIJIOH M MNepeKpecTHoe
MHQULMPOBAHHUE.

IIpedsapumenvro 3anonnennas wnpuy-pyuxa ¢ npenapamom JI32noHopm

Yxazarens
Depxarens Kopnye 1 AOCTYNNSHMA
Km-'m -nTwu wnp-pyRR °::'T"“‘ T rwnrm
: = nanw'nopm !
; OKHO KnHonka

wnpu Py

BHewmnuii BUA npeaBapuTenbHO 3aM0IHEHHOM LUNPULI-PYYKH



IHoaroroBka MMpPHI-PYYKH ¢ HOBOH HIVION K HCIOIb30BAHHIO

1. IlpoBepbTe Ha3BaHME Ha OSTUKETKE
mnpuu-pydku. Heobxoaumo y6eautbes, uto B
pydKe cojepxuTcs mpenapar J{primoHopm
0,25 mr/moza, 0,5 mr/mosza, 1 mr/mosa. Dto
0co0eHHO BaXKHO, eciiu Bel npumensiete Gonee
OJJHOrO MHbEKLIMOHHOTO Npernapara.

3 V6enurech, YTO pacTBOp B IINPHILI-
pyuke GeclBETHBIH WM MOYTH OECLIBETHEIN U
npospaunelii.  IlocMoTpuTe B OKOLIKO
Jep>KaTesisi KapTpuaxkKa INpUL-PYYKH.
IlIpumeuanue: ecnu pacmeop Mmymmuwlil, He
becysemnutil ecmv  NOCMOPOHHUE
npuMecu, makyio Wnpuy-py4Ky UCnoN16306ans
Henwss!

uiu

0

- NarnoHopMm
?‘ Cemarnytun

% Semaglutide

&

e s

5 VaepxuBaiiTe MMNPUL-PYYKY OJHOM
PYKO# ¥ CHUMHUTE KOJITA4OK CO IINPULI-PYUKH,
NIOTSIHYB 3a HEro Jpyroi pykoi.

4. Bo3pMuTE HOBYIO WIly M yJajuTe
3alIUTHYIO HaKJeHKy ¢ BHEWIHEH HacaJku
UIJIBL.

IIpumeuanue: ucnonwv3yiime uzivl Cmpoz2o 6
coomeemcmeuu ¢ peKoMeHOayuaAMu 6paua.
Ilpu Kadx)coou uHveKyuu UCnoNbL3YUme HOBYI0
ueny, umobvl ceecmu K MUHUMYMY DUCK
66e0eHUs HENPasuIbHOU 003bl Npenapama,
UHPUYUPOBAHUSL U MPABMAMUZAYUU MKAHETI.



5. [Tpy nomMoiy BHELIHEH HACa KU UTJIbI
YCTAaHOBUTE €€ TOYHO Ha Jepkarellb
Kaptpumka. HanexHo 3akpyTture ee, 4TOOBI
Urja NJjaoTHO AepKajach Ha WINPHL-PYUKe.

7. CHUMUTE BHYTPEHHIOI HacaKy H
BeIOpocHuTe.  Yaep)KuBaiTe LINPUL-PYUKY
urioi Beepx. Cnerka nocty4yure najibLeM IO
JEpKaTeNo KapTpumka, 4TOOBI My3BIPHKH
BO3AyXa TMOAHSAAMCH  BBepX. Hanuuue
MEJIKOAMCIIEPCHBIX My3bIPHKOB IOMYCTUMO.

Ilpumeyanue: uena cmanosumcs 6UOUMOI

(obnadcaemces) no Mmepe  yoaneHus
6HYymMpeHHel HACAOKU.

IIpy ycraHOBKe MIVIBI Ha JAep)KaTelb KapTpHUDKa MOXET TNOSBUTBHCS Kalljs Inpenapara, 3TO
HOpMaJIbHOE sIBJIEHHE, OJTHAKO BCE PaBHO HEOOXOJMMO MPOBEPUTH NMPOXOXkKAEHHE (ITOCTYILUIEHHE)
npenapara yepe3 Uriy, €CJIy INpULpyYKa UCTIONb3yeTcs B MepBbli pa3. [Ipucoeannsiite HOByIO
ULy K ILINPUL-PYYKe HENOCPeACTBEHHO Iepe] MHbEKLMeH, Korja nauueHT OyaeT rotoB K

BBE€ACHUIO IIp€riaparta.

6. CHMMHTE Hapy>XHBIH KOJNAYOK MIJIBI,
HO He BbiOpachiBaiiTe ero. OH noHanoOuTcs
nocine  3aBepINEHUS  MHBEKIMH,  4YTOOBI
6e30nacHO CHATH UIITY CO INPUL-PYYKH.
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° IIpoBepka npoxoxaeHusi (MOCTYNJIEHHs ) NpenapaTa yepe3 HIJTy

8 Ilepen nepBbIM NPUMEHEHUEM LINTPUHLE~
PYYKH HEOOXOAMMO NPOBEPUTH NPOXOXKAECHHUE
(moctynuieHue) mpemapata  uyepe3  MIUIY.
IIpokpyTHTe cenexTop 03UPOBKH 10 CUMBOJIA
NPOBEPKM  MPOXOXKAECHUA  (TIOCTYTJIEHHS)
npenapara TakMM o0pa3oM, 4TOOBI CHUMBOJI
COBMAzal C yKa3aTeseM J03bl.

BoiGpan cumeon nposepku
IIpu Habope cuMBOJIa NPOBEPKH BBI JOJKHBI E nOCTYNNeNw Npenapara
ycasiaTh 2 (ABa) 1menyka.

Ilpumevanue: ecnu cenekmop O03UPOGKU
npocKo4Un Heobxo0umblil cumeol,
npokpymume €20 6 NpPOMUBONONOHNCHOM
HanpaeieHuu ons mozo, ymoowl
CKOppPeKmuposamy  NONOJNCeHUe  CUMBONA
npoeepku.  Ecau  wnpuy-pyyka — yoce
HAaxXo0umcs 6 UCnoNb306aHUlU, MO HAYUHALIMe
UCNONIb308aHUE C NYHKMA « Yemanoska 003vl».

@ 9 VaepxkuBas  IUNPUL-PYUYKY  MIVIOH
BBEPX, Ha)XUMaiTe Ha MYCKOBYIO KHOINKY M
yAEp)XHUBaiiTe ee B OTOM  [MOJIOKEHHH,
CENEeKTOp J03MPOBKM M3/aCT LIENYOK, B
JI0O3UPOBOYHOM OKHE MOSIBUTCS 3HAYEHHE HOJb
«0». Ha xoHue urnel Jo/pkHa nosiButkes 1 (2)
Karuisg npenapara.

Ecnu nocne npoBepku npoxoxxaeHus (NMOCTYIUIEHHs) Npenapara Karuis He MOsSBUIach Ha KOHLE
UIJIbl, HEOOXOAMMO MOBTOPUTH JeiicTBUs mMyHKTa «[lpoBepka npoxokaeHus (TMOCTYMIEHHs)
npenapara 4epe3 Mrily», Ho He Gonee 6 pa3. Ecnu kams npenapara Tak M He TMOSIBUIACh,
HeO0OXOJMMO 3aMEHHUTh MINly M TOBTOPUTH JeHCTBHs myHKTa «lIpoBepka MpOXOXKAEHHUS
(mocTyrnuieHus) npenapata yepe3 MUriy» euie pas. Ecnu kamis pacTBopa Tak M He MOSIBUIACH,
HEOO0XO0AMMO YTHIIM3UPOBATh LINPHULI-PYYKY U HCIIOJIb30BaTh HOBYIO.

Ilepen ncnonb3oBaHHEM IINPHULI-PYYKH B NEPBBII pa3 clieayeT ObITh YBEPEHHBIM B TOM, YTO UIJIa
XOpOLLO MPOMYCKAeT NMpenapar, a Ha KOHLE MIJIbl MOSBUIIACH KallJisi pacTBOpa. DTO rapaHTHpPYeT
BBeJeHUe npenapara. Eciu uria noBpex/ieHa WM 3aKyNopeHa, Karulsd pacTBOpa He MOSBUTCA,
npenapat He OyeT BBEJIeH, aXKe €ClIU CEeJEKTOp JA03MPOBKH U CUETYMK 03kl OYAYT ABUraThCs.
[TauueHT MOXeT He BBeCTH HeoOXoauMmyro 103y, M 3¢ dekr npenapata J[3rioHopMm He Oynet
AaocTurHyT. Heobxoaumo o0si3aTeIbHO NMPOBEPSATH NMPOXOXKAEHHWE Tperapara 4epes Uriy nepes
NEpBOM UHBEKLUEH.



° YcraHoBKa 1036l

Ilepen xaxno¥ MHBEKLMEH HEOOXOAUMO NPOBEPATH KaKylO 103y Npernapara (Mr) NaluMeHT Habpan
10 CYETYHMKY J03bI M YKa3aTemo 103bl. He opreHTHpyiiTech Ha IenuKy MINPpUL-PYIKH, HE clielyeT

HUX CYUTATh.

Ha mnpuu-pyuke mMoxxHo BeiOupath 10361 0,25 mr, 0,5 mr unu 1 mr. Beibop ocyecTsasercs
cenekropoM a03bl. IIpu npaBunbHOM Habope 403bI CYETYMK JO3BI M YKazaTeslb J03bl MOKaXyT
KOJMYECTBO MI Ipernapara B BEIOpaHHO# MalueHTOM J103€.

[Taument moxer BeIOpaTh 10 1 Mr npenaparta Ha 103y. Ecnu B unpun-pyuke coaepkurcs MeHee
1 Mr, cYETUHK 03Bl OCTAHOBUTCS TIPEXKJE, YeM MOABUTCS « 1.

10.  IloBopaumBaiiTe cenekTop A03bl 4O TEX
1I0p, MIOKa OH He MOKaXeT He0OXOAUMYIO 103y
0,25 mr, 0,5 mMr umu 1 mr. BeibpanHas no3a
JOJDKHA ~ HAXOAMTBCS  TOYHO  HANpOTHUB
yKaszaTess J103bl.

Ilpumeuanue: ecau o0osa 6viia evibpana
HenpasuwibHO,  NOBOPOMHLIM  OBUIICEHUEM
cenekmopa  003bl  6neped  uIU  HA3Ao0,

yecmanosume npasunbrylo 003y.

MOXHO BBECTHM NONHYIO
Aosy 1 mr

Baxcno! He ucnonvsyiime wnpuy-pyuxy,

eciu

£~
11.  Jlna  omnpenaeneHuss  OCTaTOYHOIO
KOJINYECTBA npenapara, Heo0X0AMMO

UCIIONb30BATh CYETYMK JI03bl: IOBOPavMBas
CENIEKTOp J103bl 10 OCTAHOBKH CUETYHKA J03BI.
Ecnu B 103MpOBOYHOM OKHE OH IIOKa3bIBaeT
«1», B IMpHLpYyYKe OcTanock He MeHee 1 Mr
npenapara. Eciu cueTymk 1036l OCTaHOBUIICS
10 TOTO, KaK MOsIBUIOCH «1», TO 3TO 03Hayaer,
4TO B LIMPHUL-PYUYKE OCTAJIOCH HEOCTATOUHOE
KOJIMUYECTBO Nperapara, YToObl BBECTH 103y |
M.

ocmanock HeOOCMamouHoe KoJIUYeCmeo

npenapama 014 66e0eHUs. NONHOU 003bl. Hlcnonb3ytime HOBYI0 WNpUYy-pyuKy.



BBenenue npemnaparta

12 Oanum  HenpepbIBHBIM  JIBUJKEHHEM
PYKH BBEMTE UIITY MOJ KOXY.
Ilpumeyanue: ucnonvsyiime mexHuxu

UHbEKYUU, PeKOMEHOOBAHHbIE 6PAYOM Wil
CPEOHUM MeOUYUHCKUM NEPCOHANOM.

_Edd

14.
TOro, Kak CYeTYMK J03bl BepHyJcs K «0» u
MEJUIEHHO cuMTaiiTe 10 6.

VY nepxuBaiite Urity 1noj Koxeii, nocne

Ilpumeuanue: ecnu uzeneuv ueny u3+100 KOX*cu
paunvule, nayuewm moducem yeuoemn, Kak
npenapam ésimexkaem u3 uzivl. B amom cnyuae
Oyoem eésedena nenonas 003a npenapama.

13.
HaxoJMuTCsa B
NPOBOAAIETO HHBEKIHIO.

VY6eaurech, 4T0 NO3UPOBOYHOE OKHO

nojne 3p€HusA  4Y€JIOBCKa,

Haxmure Ha  MycKOBYIO
yaepxkuBaiite ee, mnoka 3HaueHue «0» He
COBMAJIET ¢ ykaszarenem 103kl [Ipu HaxkaTun
Ha KHOMNKY MalMeHT MOXET YCIBIIIATh HIH

KHOTIKY M

OLYTUTH LICTYOK.
Henp3s AOTparuBaThCs najJblaMu 0
CUECTYHMKa J03bl B AO3UPOBOYHOM OKHE — 3TO

MOJKET NIpE€pBaTh UHBEKLHIO.

MeaneHHo cunTanTe:

1,240

e

15. OcTOpOoXHO W3BJIEKUTE HWINy H3-10]
KOXKH.

Ilpumevanue: eciu 6 Mmecme UHBEKYUU
noAeunacy  Kpoeb,  Heobxooumo  cneka

npudicame K mMecmy yKoNa Gammblil MAMNOH.
He cnedyem maccuposamv mecmo ykoia.
Ilocne  3asepuwierus nayuexm
Modicem yeuoems Kanio pacmeopa Ha KOHye
uenvl. Mo HOPpMANbHO U He GlusAem Ha 003y
npenapama, Komopas 66e0eHa.

UHDEKYUU



. YTHAH3anHA HIJIBI
Baoicno! Ilocne xaosicooti unvekyuu npenapama ecezoa yoansiime ueny co wnpuy-pydyKu. mo
Modicem npedomepamumyv 3aKyNoOpKy uei, 3azpsasHeHue, UHGUYUpoBanue, 6bIMeKaHue pacmeopa
U 86edenuUe HenpasulbHOU 003bl Npenapama.

Xpanume u mpancnopmuposame wnpuy-pyyKy neo6xooumo oe3 uenvt!

16.  Tlocne 3aBepLIEHUS HMHBEKLIMU
OCTOpPOXXHO HaJIeHbTE BHELIHIOIO HAacaJKy Ha

Uiy 10 yrmopa. »
L=
Lt

17.  Otkpyrute urny u BhOpocute ee
BMECTE C BHEIIIHeH HacaKoH, cobmoas Mephl

NpeAOCTOPOXKHOCTH.
Ilpumeyanue: npu ymunuzayuu
UCNONIL30BAHHBIX U2l COON0OAatime MecmHble
mpebosanus, HOpMel U Npasula obpaweHus ¢

NOMEeHYUANIbHO UHGUYUPOBAHHBIMU
Mamepuanamu.

18. Hagenbre KONMa4yoK IIMPHL-PYYKH M

XpaHWTE IINPUL-PYYKY [JO CJEAYIOLIEro

UCTIONB30BaHUA COTJIaCHO YCIOBHSIM «

XpaHC€HHA, YKasaHHbIM B HWHCTPYKLUHUHU TIO
IIPUMEHCHHUIO TIpernapara.

. Yxoa 32 lINpHI-PYYKOi

Co mmnpuu-pyukoii ciaeayer obpaiiarbes akkypatHo. HeGpexxHoe unu HenpaBuibHOe oOpalieHue
MOXKET CTaTh MPUYUHON HEMPaBUILHON JO3UPOBKY Npenapara J[3riIoHopM, YTO MOXKET NPUBECTH
K CIIMIIKOM BBICOKOW MJIM CIMIIKOM HHM3KOW KOHLIEHTpALMH TJIOKO3bl KPOBHM HWJIM BBbI3BATh

AuckoM@opT B 0611aCTH XKUBOTA (TOLIHOTA WJIM PBOTA).



Heobxoaumo mnpeaoXpaHaTh LWINPUL-PYYKY OT TOMAJaHWs TBUIM, 3arpsA3HEHMH W JKMJIKOCTH.
3anpemaeTcss MBITh IINPHL-PYYKY, NOTPYKaTk €€ B KUAKOCTH. ITo Mepe 3arps3HeHMs WNpuUIl-
PYUYKY MOXKHO NPOTHUPATh BJIAXKHON TKAHbIO, CMOYEHHOMN MATKMM MOIOIIUM CPEICTBOM.

Ecnu mmnpun-pyura noasepriack GpuznueckoMy Bo3AeHCTBHIO (Yaap, MeXaHuyeckas BUOpaius,
TEpMHYECKHE SIBIICHHS M TpP.) WJIM TMALMEHT COMHEBAeTCs B €€ MCIPAaBHOCTH, HEOOXOAMMO
NPUCOEJUHUTH HOBYIO MUy M MPOBEPUTH MPOXOrXKAeHHE (MOCTYMJIEHHE) Mpenapara nepes TeM,
KaK CJIeNaTh UHBEKIHIO.

3amnpemaeTcss OCTaBIAThH MINMPUL-PYYKY B MecTaX, I/le OHa MOXKET MOJBEPraThCs BO3IEHCTBUIO
CJIMILKOM BBICOKMX WJIM CIIMLIKOM HU3KHMX TeMmrepatyp (B aBTOMOOMIIE, Ha MOJOKOHHHMKE U TIp.).
3ampewaeTcsi MPOBOAMTH HMHBEKLMIO TpenapatoM J[3TioHOpM, eciu OH OBl 3aMOpPOJXKEH.
Hcnonp30BaHHYIO (MyCTYIO) LINPHL-PYYKY HEOOXOAMMO BLIOPOCHTH. YTHIM3MPOBAThH MYCTYHO
IINPUL-PYYKY C OTCOEAMHEHHOM WIr/IoW HeoOXOJUMO B COOTBETCTBMM C PEKOMEHALMAMM,
JTAHHBIMHM BpayoM, Me/ICECTPOH, (hapMalieBTOM MIJIH MECTHBIMH TPeOOBaHUAMMU.



