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OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
®nosma, 10 Mr, TabneTkH, MOKPHITHIC TIIICHOYHOH 000JI0YKOH.

®dnoamma, 25 Mr, TabIETKH, TOKPHITHIE TUIEHOYHOW 000I0YKOH.

2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTByro111€€ BEIIECTBO: AMIATTH(IO3HH.

®daormma, 10 Mr, TabIETKH, MOKPBITHIE ILICHOYHOH 000JI0YKOM

Kaxxnas Tabierka, moKpbhITas INIEHOYHOH 0007109Kk0#, coaepxuT 10 mMr smmarimudiro3nHa.
BcnomorartenbHble BEIECTBA, HAIMYKME KOTOPBIX HAJO YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO

npemnapara: Jaktosa (cm. paszaen 4.4).

®drormma, 25 Mr, TabIETKH, MOKPBITHIE IUIEHOYHOI 000JI0YKOM

Kaxxnas Tabnerka, HOKphITas INIEHOYHOW 000JI0YKOM, COACPKUT 25 Mr amnarindIio3nHa.
BcrnomorarenbHbie BEIIECTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO

npenapara: jiaktosa (cMm. paszuen 4.4).

[TonHbI# TepedeHb BCITIOMOTATENBHBIX BEIECTB MTPHUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000I0UYKOM.

®daormvma, 10 Mr, TabIETKH, TOKPBITHIE IUIEHOYHON 000JI0YKOM

Ta6HeTKI/I, IMOKPLITBIC IIJICHOYHON 000JI0YKOH OT CBETIIO-KEITOrO A0 KCIITOTO IBETA, KPYTJIBIC,
ABOSIKOBBIITYKIIBIC. Ha MOIIEPECUYHOM pa3pe3eC AApO 0eJI0ro WM MOYTH OeIIoro IBCTA.

Dormma, 25 Mr, TabJIETKH, TOKPBITHIE IUIEHOYHONH 000JI0UYKOH

TabneTku, MOKPBIThIE IUIEHOYHON 000J0YKOM OT Oenoro g0 MOYTH Oeyoro LBeTa, KPyIJble,

JABOSKOBBIITYKJIBIC. Ha MOIICPCUYHOM pa3pe3cC AP0 0eJI0ro MM MOYTH OEJIoro IOIBCTA.

4. KIMHUYECKHUE JTAHHBIE
4.1. Iloxka3zaHusl K NPUMEHEHHIO

CaxapHblil quader 2 THuna

Jns Tepanuu caxapuoro auabera 2 tumna (C/12) y B3pocisix u aereit B Bozpacte 10 jer u crapiie
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C HEAJCKBATHBIM TJTMKEMHUYECKUM KOHTPOJIEM B JIOMOJHEHHE K JAUETOTEpAanuH U (PU3UUYECKUM

YOpaXHEHUSIM:

— B Ka4yecTBE MOHOTEPAIIUH;

— B KauecTBE KOMOWHHUPOBAHHOW TEpamuu C IPYTHMMH THUIOTIMKEMHYECKHMH IperapaTamu,
BKJTI0Yast HHCYJIMH.

[Tpenapat moka3zan B3pocibM nanuenTam ¢ C/12 v BBICOKMM CeplIeYHO-COCYAUCTHIM PUCKOM™ B

KOMOHMHAIIMU CO CTaHJAapTHON Tepanuen cepeyHO-COCYJUCThIX 3a00IeBaHUH C IEJIbIO CHHKEHUS:

— 0o01Iel CMEpTHOCTH 33 CUET CHUKECHHUS CEPACYHO-COCYIUCTON CMEPTHOCTH;

— CEepACYHO-COCYIUCTOH CMEPTHOCTH WJIM TOCIHTAIM3ALMU 10 TIOBOJLY CEpJCYHOU
HEIOCTaTOYHOCTH.

* BpICOKHII cepIeuHO-COCYIUCThIN PUCK OIpe/IeieH Kak HaIn4Yhe XOTs Obl OJHOTO U3 CIEIYIOIINX

3a00JIeBaHUN W/WITKM COCTOSTHMMN: mieMuueckas 6onesnb cepana (MBC) (nHdapkT Muokapaa B

aHamHe3e, IIYHTUpOBaHUE KOopoHapHbIXx aprepuii, UbC ¢ mopaxkeHneM OJHOTO0 KOPOHApPHOTO

cocynra, MBC c mnopaxeHHeM HECKOJIBKHUX KOPOHAPHBIX COCYJOB); HIIEMUYECKUN WU

reMopparuueckuii HMHCYJbT B aHamHe3e; 3abojeBaHus mnepudepudeckux aprepuit (¢

CUMIITOMATUKOW UJTH 0€3).

CeprieuHast HeJOCTATOYHOCTD

[IpemapaT moka3aH B3pOCIBIM MAalMEHTaM C CHMIITOMATHYECKON XpOHHYECKOW cepledHon
nenoctarounoctsio (XCH) (dyHkumonansHeie kiacest -1V o knacendukamun Heio-Hopkckoit
acconmarmu cepana (NYHA)) He3aBucuMo ot (Gpakiinu BEIOpOCa JIEBOTO JKENTy104Ka, ¢ WK 0e3
CJ12 nns CHWXXEHHS pPHCKA CEPJACYHO-COCYAMCTOM CMEPTH U TOCHHUTAIU3ALUU T0 TOBOAY
CEepAEYHON HEOCTATOYHOCTH.

XpoHnueckas 00JIe€3Hb MOYEK

[Ipenapart mokaszaH B3pOCIbIM MAIMEHTaM C XpOHHUYECKOoM 0oJie3Hbi0 mouek (XBIT) ansa canxenus

pucka:

— TmporpeccupoBaHus 3a007ieBaHuUs (YCTONYMBOTO CHIXKEHUS paCYeTHON CKOPOCTH KITyOOUKOBOM
dunsTpauu (pCK®), nactymienus: tepmuHanbHoil ctagun XbII wnm cMepty mo mpudnHe
MOYEYHON MATOJOTUH) UK CePACYHO-COCYIUCTON CMEPTH;

— TOCHUTAIN3AIUHU T10 JTFOOOU TPUIHHE.
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4.2. Pexxum 103MpOBaHMs U C1IOCO0 NPUMEHEHUs!

PexxuM J103upoBaHus

Monomepanus unu KoOMOUHUPOBAHHASL MEPANUs CaxapHo2o ouabema 2 muna

Pexomenayemas HaguanmbHast g03a coctaBisieT 10 mr (1 Tabierka B go3upoBke 10 mr) 1 pa3 B cyTKH.
B cnyuae ecnu cyrounast mo3a 10 Mr He obecrieunBaeT aJIeKBaTHOTO TIIMKEMHYECKOTO KOHTPOJIS
y manuentos ¢ pCK® > 30 m/mMun/1,73 M2, 103a MokeT ObITh yBemuueHa 10 25 mr (1 TabneTka B
J03UpOBKe 25 Mr) 1 pa3 B CyTKH.

MakcumanbHasi CyTOYHas 03a COCTaBIIAET 25 M.

[Tpu coBMecTHOM MpuUMeHEHUH mpenapara Pnosmna ¢ MPOU3BOAHBIM CYIh()OHIIMOYCBHHBI WIN
c WHCYJIMHOM MOXET noTpedoBaThCs CHUIKEHUE JTO3BI MIPOU3BOHOTO
CyNb()OHUIMOYEBUHBI/MHCYJIMHA H3-3a PUCKA PA3BUTHA THIIOTIIMKeMUH (CM. pa3zen 4.5).
Cepoeunas nedoocmamounocmo

Pexomengyemas cyrounas jo3a npernapata cocrtasisier 10 mr 1 pa3 B cyTku.

XpoHnuueckas 60one3Hb nouex

Pexomenayemas cytounas qo3a npemnapara cocrasisieT 10 mr 1 pa3 B CyTKH.

Pexomenoayuu 6 cnyuae nponycka npuema npenapama

[Ipu nmponycke 1036l MAIMEHTY CIEAYyEeT MPUHSTH Mpenapar, Kak TOJIbKO OH 00 3TOM BCIIOMHHUT.
He cnepyer npuHuMarth 1BOMHYIO 03y B TEUEHHUE OJHUX CYTOK.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmor nodxcunozo eospacma

Koppexkuuu 10361 smMnarnudao3nHa B 3aBUCUMOCTH OT BO3pacTa He TpeOyercs. Y MalueHTOB B
BO3pacTe 75 JIeT U cTaplie ciaeayeT YUUThIBaTh MOBBIIIEHHBIN PUCK TUIIOBOJIEMHUU.

THayuenmol ¢ napywenuem @yHKYyuu novex

[Tpenapat B 1o3upoBKke 10 MI MOXKHO MPUHUMATh HE3aBUCUMO OT (pyHKIUM noyek. OHako, u3-
3a OrPaHUYEHHOrO OIbITa NPUMEHEHMS HE PEKOMEHIYETCs HauyuHaTh JICYEHHE IIPErnapaToMm
®dnosmna y NaveHToB, HAXOIAUINXCS Ha UaJIU3e.

I'mukemuueckas 3¢ HeKTUBHOCTh AMOArau(iIo3MHa 3aBUCUT OT (PYHKIMU MOYEK M, BEPOSTHO,
OTCYTCTBYET y MAIMEHTOB C INOYEYHON HEAOCTAaTOYHOCTBIO Tskesnol creneHu. Ecou pCKO
CHIDKaeTCs 710 3HaueHuit meHee 30 mu/mun/1,73 M?, pekoMeHyeMas 03a Mperapara JOJLKHA
ObITh orpanuueHa a0 10 Mr U mpu HEOOXOAMMOCTH CIEAYeT PAacCMOTPETh BO3MOXHOCTH
Ha3HA4YeHHs] JOMOJHUTEIBHOIO JIEUEHUs [UISl CHIJKEHUS YPOBHSA TJIIOKO3bI B KpPOBH
(cM. pazzen 4.4).

Iayuenmel ¢ napywienuem @yHKyuy nevenu

VY nanueHToB C MEYEHOYHOW HEJOCTATOYHOCTBIO JIETKOW U CPEHEN CTENEHH TSHKECTH KOPPEKLIUN
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JI03bI Tpernapara He TpeOyeTcs. DKCIOo3uIus SMnariudio3nHa y NalueHTOB C MEYEHOYHOU
HEJIOCTATOYHOCTBIO TSDKEJIOW CTENEeHH yBelnuuBaercs. KinHudeckue JaHHbIE MO MPUMEHEHHIO
sMnarnuiao3MHa y TMalUMeHTOB C TICYEHOYHOM HEJOCTaTOYHOCTBIO TSKEIOW CTEleHU
OTpaHHUYEHBI, B CBS3H C YeM IIPUMEHEHHE MIpernapaTa y TaKuX MalueHTOB HE PEKOMEH Iy eTCs.

JleTu ¥ IOJAPOCTKU

Caxapnviii ouabem 2 muna

PexoMennoBanHas HavanbHas J103a npenapata @nosmmna coctasisier 10 Mr oguH pa3 B CyTKH. Y
MNAIMEHTOB C XOPOUIeH MepeHOCUMOCThIO AMmariudao3una B o3¢ 10 Mr oguH pa3 B CyTKH,
HY>K/IAIOIINXCS B IOMOJHUTEIbHOM IITUKEMHUYECKOM KOHTPOJIE, 03y MOKHO YBEIUYUTH JI0 25 MT
OJIVH pa3 B CYTKH.

JlaHHBIE 10 TPEMEHEeH IO Tipenapara y aeteii ¢ pCK® < 60 mu/mun/1,73 M? u y nereii B Bo3pacte
10 10 et OTCyTCTBYIOT.

Cepoeunas nedocmamouHocms

bezonacnocth 1 3¢ppexTrBHOCTD npenapara Daosmiia JUIst JISYCHUS CePIICTHON HETOCTATOYHOCTH
y Aeteil B Bo3pacTte 10 18 jeT He yCTaHOBJIEHBI.

XpoHnuueckas 6one3nb novex

bezonacHocTh u 3 pexTHBHOCTH npenapara dnosmma ans nedenus XbI1 y nereii B Bozpacre 10
18 neT He yCTaHOBJICHBI.

Criocob nnpuMeHeHus

BuyTps.
[Tpenapat ®no3Mna MOXKeT NMPUHUMATHCS HE3aBHCHMO OT IpHeMa MHIIHU B J1I000€ BpeMs JHS.

TabneTku cienyer nporiaTelBaTh LEIUKOM, 3alUBasi BOJOM.

4.3. IlpoTuBONOKA3aHNUSA

— Tl'unepuyyBCTBUTENHHOCTH K SMMArTU(IO3UHY WIH K JTI0OOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

— Caxapnbiii auadet 1 Tuna (C/1).

— Keroamumos.

— HemepenocumocTh  1akTO3bl, JNeDUIMT  JAKTa3bl, CHHAPOM  TJIHOKO30-TaJaKTO3HOU
MababCopOINH (B COCTAB Mpenapara BXOAUT JaKTO3bI MOHOTHAPAT).

— IleueHOYHAs HEIOCTATOYHOCTD TSKEJIIOM CTCIICHU.

— bBepeMeHHOCT ¥ TIEpHO TPYAHOTO BCKAPMITHBAHUS.

— Jletu u moapoctku 110 18 et 6e3 caxapHoro nuadera 2 TUIA.
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— Ilpumenenue y neteit u noapocTkoB 10 18 et 1 JeueHus cepAeuHOi HeJOCTaTOYHOCTH WIH

XPOHUYECKOW 00JIe3HU MoYeK (cM. pazaen 4.2).

4.4. OcoOble yKka3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

[Ipenapat ®rosMna clieAyeT IPUMEHSITh C OCTOPOKHOCTBIO B CICAVIOIIMX CAyYasiX:

-V ManMCHTOB C PUCKOM PA3BUTHUA T'MIIOBOJICMUHN (HpI/IMeHeHI/Ie THIIOTCH3MBHBLIX MPCIIapaToB CO
CIIy4yasMH apTepHAIbHOW THIIOTCH3UH B aHAMHE3€).

— Ilpwu 3a007€BaHUSX KETYJOUHO-KUIIIEYHOTO TPAKTA, MPUBOISAIINX K TIOTEPE KUIKOCTH.

— Bo3spact crapuie 75 ner.

- HpI/IMeHeHI/Ie B KOM6I/IHaHI/II/I C MPOU3BOAHBIM Cy.HI)(i)OHI/IJIMO‘ICBI/IHI)I HJIK UHCYJIMHOM.

— Hudeknuu MoYernoaoBoi CUCTEMBI.

— Jueta ¢ HU3KUM COAECPKAHUEM YTIIEBOJIOB.

— Keroamumo3 B anamHe3€.

— Huskas cekpeTopHasi akTUBHOCTh O€Ta-KJIETOK MOJKEITYIOUHOMN KEJIE3bI.

Oco0ble yKazaHus

Kemoayuoos

Crnyyan KeToanu103a, B TOM YHCIIE OMACHOTO JJIS )KU3HU U C JIETATBHBIM UCXOJIOM, OTMEUYAIIUCH Y
naruenToB ¢ C/I, mosryyarommx HHrHOMTOPBl HATPUI3aBUCHMOTO TIEPEHOCUNKA TIIFOKO3bI 2 THIIA
(SGLT2), Brumroyas smMnariu¢uio3uH. B HEKOTOPBIX M3 JTHUX CJIy4acB MPOSIBICHUS ObUIN
ATUMUYHBIMH U BBIPAXKAIHUCh B YMEPEHHOM IMOBBIIICHUU KOHIIEHTPAIMH TJIFOKO3bI B KPOBU (HIKE
14 mmonp/n (250 mr/mm)). XoTs KeToalnuI03 pexe BO3HHKAET y MAlMeHTOB 0e3 caxapHOro
nrabeTa, ciydan 3a00JeBaHus TakKe OBUIM BBISIBJICHBI y TaKMX MalueHToB. Hem3BecTHO, Oyaer
J¥ BO3HHMKHOBEHHE KeToamujao3a OoJjiee BEPOSITHBIM TPU NPUMEHEHHWH 0o0Jiee BBICOKHX JI03
sMMariniIo31Ha.

Puck keroanmao3a JOIDKEH YUYUTHIBATbCS B Cllyyae MOSABICHHMS TaKUX HeCHelM(pUUECKUX
CHUMIITOMOB, KaK TOIIHOTAa, pBOTA, OTCYTCTBHE alMETHTa, OOJb B JKUBOTE, BHIPAKCHHAS JKaXK/Ia,
3aTpyAHEHUE JIBIXaHHS, J€30PUEHTAINS, HEOObIYHAS YTOMIISIEMOCTD MJIA COHJIMBOCTD.

[Ipy MosIBIEHMU TAaKUX CUMITOMOB HAIlMEHT JOJUKEH OBITh HE3aMEUIMTENIbHO 00Cie0BaH Ha
IOpeMeT KeTOaln/03a, HEe3aBUCHUMO OT IOKazaTellell KOHIIEHTpPAlMH TJIIOKO3bl B KpoBH. Ilpm
JMarHOCTUPOBAHHOM KETOAIHI03€ WM TTOI03PEHUH Ha HETO TEPAITUs SIMITArIN()I03WHOM JTOJHKHA
OBITH HEMEIJIEHHO TIPEKpaIleHa.

Jleuenue crneqyeT MpepBaTh y MAIMEHTOB, FOCHUTAIM3UPOBAHHBIX JJIS MPOBEICHUS OOIIMPHBIX
XUPYPTUYECKUX MPOLEAYp WJIA MPH HATUYUHU OCTPBIX CEpbe3HBIX 3aboneBaHwil. [lns Takmx

ManuceHTOB PCEKOMEHAOBAH KOHTPOJb KOHIOCHTpAaOWH KETOHOBBIX TECII. Hpe)IHO‘—ITI/ITCJ'H)HO

5
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U3MEpEeHUE KOHIEHTPAIlMKM KETOHOBBIX TEJ B KPOBHU, a HE B Moue. JleyeHne smmarangio3nHoM

MOYKHO BO300HOBUTH IOCJIE HOPMAJIHM3allMM KOHIEHTPAIIMA KETOHOBBIX TENT M CTaOWIM3aluu

COCTOSTHUS TTAIEHTA.

[lepen nHayanmomM mnpuMeHEHHs SMOAraudiIO3MHA CIEAyeT OINpEeAeTUTh Halhuuue B aHaMHeE3e

nanueHTa (akTopoB pPHUCKa, IMpenpacrojiaraloiimx K Keroauuaosdy. K duciy mamueHtoB, y

KOTOPBIX BO3MOKEH 00Jiee BEICOKMH PUCK KETOAIM103a, OTHOCSATCS MAlMEHThI C HU3KUM PE3epPBOM

byukun 6era-kieTok (Hampumep, mauueHtsl ¢ C/A2 ¢ Hu3kuM coaepkanuem C-mentuaa wiu

ngareHTHbIM ayrouMmyHHbIM CJI y B3pocibix (LADA) win manumeHTbl ¢ MaHKPEATHTOM B

aHaMHe3€), MalUEHThl C COCTOSHHUSMH, KOTOPHIC NMPUBOJAT K OTPAHUYCHUSM B HMHUTAHUHU WU

TSOKETIOMY 00€3BOKMBAHUIO, TAIIMEHTHI, JI1 KOTOPBIX JI03bI HHCYJIMHA CHIDKCHBI, M TIAI[UCHTHI C

MOBBIIICHHBIMU MOTPEOHOCTSMH B MHCYJIMHE BCIEACTBUE OCTPBIX 3a00JI€BaHUI, XUPYPTHUECKOTO

BMEIIATENbCTBA WM 3JI0YHOTPEOICHUS amKoroieM. Y TakKuX MalueHTOB MHruoutopsl SGLT2

CJIETyeT IPUMEHSTh C OCTOPOKHOCTBIO.

Bozobnosnenne neuenus: uarnouropoMm SGLT2 y manmeHToB ¢ KETOAIMI030M B aHAMHe3e He

PEKOMEH]IyeTCsI, €CJI TOJIBKO HE BBISBJICH U HE YCTPaHEH APYroil sBHBIN Mpeapacnoiararomui

dakTop.

[Ipenapar ®nosmma npotuBornokazad nauuentam ¢ CJI1. lanubie u3 mporpaMmbl KIMHAYECKUX

uccienoBaHuil ¢ yyactueMm nanueHToB ¢ CJI1 BBIIBUIM yBEIMYEHHE YAaCTOTHI KETOALUI03a y

MAIMEHTOB, MOTYYaBIINX IMIArIN(I031UH B 103upoBke 10 Mr i 25 MT B KauecTBe JONOTHEHHUS K

MHCYJIMHY B CPaBHEHHH ¢ T1a1e0o.

Ilpumenenue y nayuenmos ¢ HapyuieHuem GYHKYuu no4ex

W3-3a orpaHWYeHHOr0 ONbITa MPUMEHEHUSI HE PEKOMEHAYeTCs HauMHaTh JICYEHHE IpernapaToM

®dnosmna y NaveHToB, HAXOIAUINXCS Ha UaJIU3e.

['unornukemuyeckast 3G PeKTUBHOCTH SMMArIu(I03uHA 3aBUCUT OT (PYHKIIMU TIOYEK U, BEPOSITHO,

oTcyTcTByeT y manuentos ¢ pCK® < 30 mn/mun/1,73 M2 (cm. pasgen 4.2).

Monumopune ¢hynxkyuu nouex

PexomenoBana oneHKa (yHKIIMH TOYEK:

— 10 HaYaja MpUMEHEeHHs YMIaraugI031MHa U IEPUOIUIECKH BO BpeMs IeUeHHsI, He pexe | paza
B IOJ;

— JI0 HayaJla IPUMEHEHHUs JI000ro COIMYTCTBYIOIIErO JIEKApCTBEHHOTO IMpernapara, KOTOPbIH
MOYKET OKa3bIBaTh HETATHBHOE BIIMSHIE HA (PYHKIIHUIO TIOYCK.

Ilpumenenue y nayuenmoes ¢ puckom pazeumuis 2unogoiemuu

Ha ocHoBanum w™exanu3ma neictBuss uHruOutopoB SGLT2, ocMoTmueckuil amype3 ¢

COMYTCTBYIOIIEHW TIIIOKO3YpPHEH MOXKET NPUBOAUTH K YMEPEHHOMY CHHKEHHUIO apTEPHAIBHOIO
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napnenust (A/l). [loatomy cieayer NpUMEHSTH TpernapaT ¢ OCTOPOKHOCTHIO Y MAIMEHTOB, IS
KOTOPBIX CHMXKeHHEe AJl MOXKET MpeICTaBIsATh OMACHOCTh, HAIPUMED, Y MAIUEHTOB C CEpJeUHO-
COCYJIUCTBIMHM 3a00JI€BAHUSAMH; y MNAIMEHTOB, NMPUHUMAOLIMX TMIIOTEH3MBHbIE Ipenapatsl (¢
SMU30J]aMH apTepUaIbHON TMIIOTEH3UH B aHAMHE3€) WM Y NAllMEeHTOB cTapiie 75 nerT.

B cimyuae pa3BUTHA COCTOSIHUI, KOTOpbIE MOTYT IMPHUBECTH K IOTEpE XUAKOCTH (HaIrpumep,
3a00JeBaHNe JKETYJOYHO-KUIIEYHOTO TPaKTa), Y MALKEHTOB, MOJYYAIOIIMX SMIArIuQIo3uH,
PEKOMEH/I0BaH TIIATEIbHbII MOHUTOPUHI CTENEHH 00e3BOKMBaHUSA (Hampumep, (pU3MKaIbHOE
oOcnenoBanue, n3mepenue AJl, taboparopHoe o0ciieioBaHNE, BKIIIOYAs OLIEHKY [éMaTOKpUTa) U
AIIEKTPOJIUTHOTO Oananca. MokeT MoTpeOOoBaThCsl BpEeMEHHas OTMEHA ASMHAriaudo3uHa JI0
BOCTIOJIHEHHSI TIOTEPH KHUIKOCTH.

Tayuenmor nodxcunozo eospacma

O dexr smnarnmgno3nHa Ha BEIBEICHHUE TTIIOKO3bl TOYKAMH CBS3aH C OCMOTHYECKUM JINYPE30M,
KOTOPBI MOJKET INMOBIWATH HAa ruapartauuio. IlamuenTtel B Bo3pacte 75 neT m crapuie MOTYT
MOJBEPraTbCsl TOBBIICHHOMY pHCKY pa3BUTHS THIOBOJeMHH. HexenaTenbHblE peakium,
CBSI3aHHBIE C THIIOBOJIEMHEH, OTMEYalIuCh Yy OOJbIIEro 4YMCiIa MalUEHTOB, MOIy4aBIINX
sMnarmudIo3uH, 4eM y NalMeHToB, Nody4aBiux mianedo. [Toatomy ocoboe BHUMaHuE ciexyer
yIENATh TIONOJHEHHWI0 o0beMa B Cly4yae OJHOBPEMEHHOTO TIPUMEHEHHUS JIEKapCTBEHHBIX
IpenapaToB, KOTOPOE MOXKET MPUBECTH K THUIOBOJEMHH (HAIIPUMEp, AUYPETHKH, HHTHOUTOPHI
aHTHOTeH3UHIpeBpalnatomero Gepmenra (AIID)).

Ocnooicnennvle UHpeKyuu MOYeabl800AWUX NYymell

Cny4an 0Cl0o)XHEHHBIX MH(EKIMH MOYEBBIBOAIINX MyTel, BKIOYas MUEIOHEPPUT U yPOCEIICHC,
OTMEYAJINCh Y TMAIMEHTOB, NTPUHUMABIIUX SMIATIU(IO3UH. Y TAIHUEHTOB C OCIO0KHEHHBIMHU
UHQEKIMSIMA MOYEBBIBOJSIINX IyTeH CIEIyeT pacCMOTPETh BPEMEHHOE NpPEpHIBAaHHE JICUCHUS
AMMAIIN(I03UHOM.

Hexpomuueckuii ghacyuum npomedxcnocmu (canepena @yprve)

Crnyyan HEKpOTHUYECKOTo (pacluuTa MPOMEXKHOCTH (TaKKe M3BECTHOIO Kak raHrpeHa ®OypHbe)
OBLTN 3aperUCTPUPOBAHBI Y *KeHITUH U MykuuH ¢ C/I, momydaBmmx uaruoutopet SGLT2. D10
pelKoe, HO Cephe3HOE M TMOTEHLMAIbHO YrpoXkalollee >KHM3HH sIBIIEHHE, KOTOpoe Tpedyer
CPOYHOT'O XMPYPIUYECKOTO BMEIIATEIbCTBA U JICUCHUSI aHTUOMOTHKAMH.

[TanmeHTam cieyeT peKOMEHI0BaTh OOpAaTHTHCS K Bpady, €CIIM Y HUX BO3HHUKAeT COUYCTAHWE
CHUMITTOMOB OOJIH, 9yBCTBUTEIHLHOCTH, SPUTEMBI WIIH MTPUITYXJIOCTH B 0OJIACTH MOJIOBBIX OPTraHOB
WM TIPOMEXHOCTH, C JIMXOPaAKON Win HeroMoranueM. CieryeT HOMHUTb, YTO HEKPOTHYECKOMY

(I)aCLII/II/ITy MOTYT NPCAIICCTBOBATh YPOTCHUTAJIbHBIC I/IH(pCKI_II/II/I NN 8.6CI_[CCC MMPOMCIKHOCTHU. HpI/I
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10/103peHNH Ha ranrpeny @ypHbe npueM npenapara @nosmna cieyeT NpeKpaTUTh; HE00X0UMO
HauaTh HE3aMEIITUTENbHOE JIeueHUe (BKIII0Yast aHTHOMOTUKU M XUPYPrHYECKYI0 00paboTKY).
Amnymayuu nudichux Koneunocmeu

B 1onrocpodHBIX KIMHUYECKHX HCClIeNOoBaHMIX apyroro wHruouropa SGLT2 wnabmromanock
YBEJIMUEHUE YacTOThl aMIyTaluil HUKHUX KOHEYHOCTEH (IIPEeMMYIIECTBEHHO MAaJbLEB CTOI).
HewusBecTHo, siBsieTcst 11 3TO 3P HEKTOM, XapaKTepHBIM [T BCETo Kiacca mpemnaparos. Kak u s
Bcex nanueHToB ¢ CJI, BaXXHO peKOMEH10BaTh pEeryJiipHbIi Npo(UIaKTHUECKUI yX0/] 3a CTOIaMH.
Tlopaoicenue nevenu

B xo7e KIMHUYECKHX HCCIIeJOBAHUI OBIIN MOMYyYSHBI COOOIIEHUS O CIyYasiX MOPaKeHUS TIeUCHH
y TalMeHTOB, MOJIy4YaBmUX SMmOartudiao3uH. [IpudnHHO-CIENICTBEHHAs B3aMMOCBS3b MEXIY
IPUMEHEHHEM SMIIArauguIo3nHa U NOopaKeHUEM IIeYeHH He YCTaHOBJICHA.

Tlosviuenue cemamoxpuma

Habmroganuce ciy4an NOBBIIEHHS TEMATOKPUTA HA (DOHE Tepariy SMIArTH()IO3HHOM.
HUnpunompamusnasn kapouomuonamus u kapouomuonamus Taxoyy6o

[TanMeHTs! ¢ MHPUIBTPATUBHON KapauoMuonaTiuei u kapaunomuonarueil Takory6o cnenuanbHO
He uccnenoBanuck. TakuM o0pa3oM, 3¢ (heKTUBHOCTD Y JaHHBIX MALUEHTOB HE YCTAHOBJICHA.
Pesynomamur ananuzoe mouu

W3-3a MexaHu3ma JEHCTBUS IpenapaTa pe3ysbTaThl aHAJIM3a MOYM Ha IJIIOKO3Y Yy MAllMEeHTOB,
IPUHUMAOIIKX Npenapat dnosmmna, OyayT MOJI0KUTEIbHBIMU.

Bnusinue na pesynemamol kKonuwecmeenno2o onpeoeienus 1,5-aneuopoenioyumona (1,5-AG)
OneHka IrIMKeMUYECKOr0 KOHTPOJIS € MOMOIIbI0 aHanu3a 1,5-AG He pekoMeHIyeTcs, TOCKOIbKY
u3mepenue 1,5-AG sBisieTcs HEHaJeKHBIM METOJIOM OLIEHKH TJIMKEMUYECKOTO0 KOHTPOJI Y
NAUEHTOB, Moiy4armux HHruoutopsl SGLT2. PekomMeH10BaHO IPUMEHEHUE albTEPHATUBHBIX
METOJI0B KOHTPOJISI ININKEMHUHU.

BcnoMorarenbHEIE BEIIECTBA

Jlakmosa
[Ipenapar ®nosmma coxepxkat akto3y. [lanmenTtam ¢ peako BCTpedaronencs: HaciaeACTBEHHOM
HEMEPEHOCHUMOCTBIO TallaKTO3bl, ACPUIIMTOM JIAaKTa3bl JIOMaped WM TIIOKO030-TaJaKTO3HOU

MalibabcopOIelt He ciaeyeT NPUHIUMATh 3TOT Mpernapar.

4.5. B3auMmopeiicTBMe ¢ JAPYIrHMH JIEKAPDCTBEHHBIMHM IIpenaparaMd W JApyrue BH/bI
B3aMMO/eHCTBHA

dapMakoJUHAMHYECKHE B3aUMOACUCTBHUS

Jluypemuxu
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OMnarau@uo3uH MOXKET YCHIMBATh AUYPETHUECKUH dS((EKT THAa3HIHBIX U  «IETICBBIX»
JUYPETUKOB, YTO B CBOIO OYEpEIb MOXKET YBEIUYUTh PHUCK DPA3BUTUS JACTHApATALUN U
apTepHaIbHOM TMITOTECH3HH.

Hncynun u npenapamol, ycunusarowjue e2o cekpeyuro

WHCynuH W® mpemaparbl, YCUJIHMBAIOIIME €ro CEKpPelHio, Takhue KaK IPOU3BOJHBIC
CyJb(OHMUIMOYEBUHBI, MOTYT YBEIMYHBATh PHUCK TUHOTIMKeMUH. [103TOMy CHIKEHHE 03B
MHCYJIMHA WU [TPENapaToB, yCWINBAIOIINX €r0 CEKPEIHI0, MOXKET MMOTPe00BaThCA BO N30EkKaHUE
pHCKa pa3BUTHS TUIOTJIMKEMUH ITPU OJJHOBPEMEHHOM IPUMEHEHUH C SMIArTH(I0O3UHOM.

DdapMaKOKMHETHYECKHE B3AUMOJIENCTBUS

Brusanue opyaux n1exapcmeeHHblX Npenapamos Ha IMNAa2iu@ro3un

Jannbie in Vitro yka3pIBalOT Ha TO, YTO OCHOBHBIM ITyTeM MeTaboiu3Ma IMIariugio3uHa y
4eJIoBeKa SBIISIETCA [JIIOKYPOHU AU c ydacTHEM ypuauH-5’-nudocdo-
nokypoHosuintpanchepaz UGT2B7, UGT1A3, UGTIA8 u UGTI1A9. Dwmmarnuduo3nx
SBIIIETCS CyOCTpaToM Ui OpraHWYecKuX aHWOHHBIX mepeHocuukoB: OAT3, OATPIB1 wu
OATPI1B3, HO He SBIIAETCS CyOCTPAaTOM JIJIsl OPraHUYECKUX aHHOHHBIX repeHocunkoB 1 (OAT1)
U OpraHMYecKUX KaTHOHHBIX nepeHocuukoB 2 (OCT2). Omnarnudiuo3ud sBisercs cyocTpaTtom
Juist riinkoniporenHa P (P-gp) u 6enka, onpenensoniero pe3ucTeHTHOCTh paka MOJIOUHOM JKene3bl
(BCRP). OpHOBpeMEHHOE NpPUMEHEHHE AMNAraudIo3nHa C MPOOCHEIHIOM, WHTHOUTOPOM
depmentoB UGT u OAT3 npuBOAWIIO K YBETUYCHHUIO HA 26 % MaKCHMAaJIbHBIX KOHIICHTPAIUA
sMmnaringiao3nHa B 1uazMe KpoBU (Cmax) M yBenmumueHuio Ha 53 % miomaaud moj KpHBOM
«xoHueHTpanus-spems» (AUC). JlaHHble U3MEHEHHS HE CYUTAINCH KIIMHUYECKH 3HAYMMBIMH.
Binusune wnnykumm UGT (Hanpumep, MHAYKOUS pudaMOIMIUHOM WIM (EHUTOMHOM) Ha
sMOarauguiIo3uH He u3ydanocb. OJHOBPEMEHHOE NPUMEHEHUE W3BECTHBIX WHIYKTOPOB
¢depmentoB  UGT He peKOMEHIOBAaHO B CBSA3M C IOTEHUUAIbHBIM PHCKOM CHH)KEHUS
spdexTuBHOCTH. Ecin Heo0XoAMMO OJHOBPEMEHHOE MpHMEHEHHE MHIYKTOpa JaHHBIX
depmentoB UGT, crienyer KOHTpOIMpOBaTh KOHUEHTPALMIO TIIOKO3bI B KPOBU JJISi OLIEHKH
OTBeTa Ha npemnapart Pnosmia.

HccnenoBanue B3auMojeicTBus ¢ rem¢puOpo3msioM, MHrHOuTOpoM mnepeHocunkoB OAT3 u
OATP1B1/1B3 in vitro, moka3aiio, 4to Cmax SMIariudo3nHa nossianach Ha 15 %, a AUC — Ha
59 % mnocne OAHOBPEMEHHOIO MpUMEHEHUs IpenapaToB. J[aHHbIE M3MEHEHHS HE CUUTAIHCH
KIIMHUYECKH 3HAUUMBIMH.

[Tonasnenue nepenHocunkoB OATP1B1/1B3 npu oHOBpeMEHHOM NPUMEHEHUHU pHU(AMITUIIMHA
IPUBOANIIO K yBenHueHHIO Ha 75 % Cmax ¥ yBenmuuenuto Ha 35 % AUC smnarnudno3una. JlanHsle

HU3MCHCHUA HE CUNTAJINCHh KIIMHUYECKH 3HAYUMBIMU.
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Okcno3unyst sMnarauguo3nHa Obula OAMHAKOBOW Kak INPH OJHOBPEMEHHOM MPUMEHEHUH
Beparnamuiia, HHruouropa P-gp, Tak u 6e3, ykas3pIBas Ha TO, YTO MoJiaBjieHue P-gp He oka3bIBaeT
KJIMHUYECKH 3HAUMMOTO BO3CMCTBUS Ha HSMIArIu(IO3HH.

[To pe3ynpTaTam uCCIEIOBaHUI B3auUMOJCHCTBHS, (apMaKOKMHETHKA SMIaraudiao3nHa He
U3MEHIaCh TPU OAHOBPEMEHHOM NPUMEHEHWH MeT(OpMHUHA, TIUMENHPHJIA, MUOTIUTA30HA,
CUTArJIMNTHHA, JIMHAIJIMITHHA, BapdapuHa, BepanmamMuia, paMUIpUia, CHMBAcTaTHHA,
TOpaceMua U THIPOXJIOPOTUAZUIA.

Bausnue amnaznugnosuna na opyeue rexapcmeenmnvie cpedcmaa

Ommarmu}o3uH MOXKET yCHIINBAThH BBIBEICHUE JIUTHUS IIOYKAMU, U KOHIICHTPAIIHS JTUTHS B KPOBU
MOJKET CHIKAThCs. KOHIICHTpAIUIO JINTHS B CBIBOPOTKE KPOBHU CIICTYET KOHTPOJIHUPOBATH Yallle
nociie Hayajla Teparnuy SMMIariugIo3uHOM U U3MEHEHUU N103bl. J{Js KOHTPOJIsS KOHIEHTpPAIUU
JUTHS CJEIyeT HANpaBUTh MallMEeHTa K Bpauyy, UMEIOIIEMY ONBIT B Ha3HAYEHHUU MPENaparoB
JTUTHSL.

CoracHo pe3ysbTaTaM UCCIIe0BaHu IN VItro, sMmaraugIio3uH He MOIaBIIsIeT, He HHAKTUBUPYET
u He unaynupyetr uzopopmel CYP450. Dmnarnudnozun ve unrudupyer UGT1A1, UGTI1AS,
UGT1A8, UGT1A9 unu UGT2B7. JlekapcTBeHHbIE B3aUMOJICHCTBUSL C y4aCTUEM OCHOBHBIX
uzopopm CYP450 m UGT wmexny smmarnu(iIo3MHOM W OJHOBPEMEHHO IPHUMEHSEMBIMU
cyOcTparaMu JaHHBIX (DEPMEHTOB CUMTAIOTCSI MAJIOBEPOSTHBIMHU.

Ommnarnuduo3uH B TepanmeBTUYECKUX J03ax He moaaBnseT P-gp. Ilo manHeIM uccrnenoBaHuit
invitro, sMoarnu(o3uH, BEPOSTHO, HE BBI3BIBAET B3aUMOJCUCTBHS C JCHCTBYIONMMHU
BEIIICCTBAMH, KOTOPBIE SBIISIOTCS cyOcTparamu P-gp. OnHOBpeMeHHOE TPUMEHEHNE TUTOKCHHA,
cybcrpara P-gp, ¢ amnarnuduosnaom npuBoamio k noseimernio AUC Ha 6 % U MOBBIICHHUIO
Chmax aurokcuna Ha 14 %. JlaHHbIe UI3MEHEHHS HE CUYMTATUCH KIMHHYECKHA 3HAYMMBIMHU.
Omnarnuduio3uH He moaaBiseT Takue nepenocunku, kak OAT3, OATP1B1 u OATP1B3, in vitro
B KIIMHUYECKHM 3HAYMMBIX KOHIIEHTPAIMAX B IUIa3Me KPOBH, W, CJIEJIOBATEILHO, JICKAPCTBCHHBIE
B3aMMOJICHCTBYS ¢ CyOCcTpaTaMu JaHHBIX MEPECHOCYMKOB MAJIOBEPOSTHBI.

HccnenoBanus B3aMMOJEHCTBUI, MPOBENEHHBIE C Y4YacCTHEM 3JIOPOBBIX JTOOPOBOJIBIIEB,
YKa3bIBalOT Ha TO, YTO SMMAriu(Io3MH HE OKa3blBaeT KIMHMYECKHA 3HAYMMOTO BIMSHHS Ha
(hapMaKOKHHETHKY MeT(OPMHHA, TTUMEITHUPH/IA, THOTJIUTa30Ha, CUTATJUITHHA, JTHMHATIUIITHHA,
CUMBAcCTaTWHa, BapdapuHa, paMHUOpHUIa, JUATOKCHHA, JUYPETHKOB M  TEPOPATHHBIX
KOHTPAIICTITUBOB.

JleTH ¥ MOAPOCTKHU

HccnenoBanus JICKApCTBCHHOT' O B3aHMOJICHCTBU MMPOBOAUIIN TOJIBKO Y B3POCJIbIX MALIUCHTOB.

10
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4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTH

JlaHHBIC O PUMEHEHUH SMIArIu(I031MHA BO BpeMst OepeMEHHOCTH OTCYTCTBYIOT. MccaenoBanus
Ha )KMBOTHBIX MOKA3bIBAIOT, YTO AMIAIM(IO3UH MPOHUKAET Yepe3 IUIAICHTY Ha MO3HEM CPOKE
OepeMEHHOCTH B OYCHb OIPAaHUYCHHOHN CTEIEeHU, HO HE YKa3bIBAIOT HA MPSIMOE WJIH KOCBEHHOE
OTpUIIATEIIFHOEC BIMSHUE HA paHHEe AMOpHOHANbHOEe pasButhe. OIHAKO WCCIEAOBAaHUS Ha
JKUBOTHBIX ITOKa3aJId HEOJIaronpusaTHOS BO3JICHCTBHE Ha MIOCTHATAILHOE Pa3BUTHE.

[Tpuem npemnapara dosmMiia Bo BpeMst OepeMEHHOCTH IPOTHBOIIOKa3aH (cM. pasuen 4.3).
JlakTanms

JlaHHBIE O TPOHWKHOBEHWHW SMITArTH(IIO3WHA B TPYIHOE MOJIOKO OTCYTCTBYIOT. JlOCTyIHBIC
TOKCHKOJIOTHYECKHE JaHHbBIC, IIOJYYCHHbIC HAa JKUBOTHBIX, IPOJECMOHCTPUPOBAIIU, YTO
sMIarauao3uH IMPOHUKAET B MOJOKO. Henb3ss HCKIIOYUTH PHUCK JIJII HOBOPOXKJICHHBIX
JeTe/ neTelt TpyIHOTO BO3pacTa.

[Ipuem mpenapata OnosMra B TepHOA TPYAHOTO BCKApMIIMBAHHUS IPOTHBOIIOKA3aH
(cMm. pasgen 4.3).

DepTUabHOCTD

HccnenoBanue BausHUS SMnarin@io3nHa Ha (EpPTUIBHOCTh y 4YEJIOBEKa HE IPOBOIMIM.
B uccnenoBanusax Ha AKUBOTHBIX HE ObLIO BBISIBIEHO IPSIMOI0 WM KOCBEHHOI'O OTPULIATEIHHOIO

BIIUSIHUS Ha (PEPTUIBHOCTD.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHU CpeICTBAMU M padoTath ¢
MeXaHUu3MaMH

[Ipenapar ®nosmria oOKa3bIBa€T HECYIIECTBEHHOE BIUSHHUE Ha CIIOCOOHOCTH YIIPaBISATh
TPAHCIIOPTHBIMU CpeACTBaMH U paboTaTth ¢ MexaHu3zMamu. Cienyer coOmMoaaTh OCTOPOKHOCTh
BO M30€KaHue TUIIOTIMKEMUU BO BpeMs YIpaBJICHHsI TPAHCIIOPTHBIMU CPEACTBAMU U PAOOTHI C
MeXaHW3MaMH, 0COOEHHO MpU MpUMEHEeHUH npenapara daosmna B KOMOMHAIMY C TperapaTaMu

CyJIb(POHMIMOYEBHUHBI W/WJITH UHCYJTUHOM.

4.8. HexxesnaTesibHbIE peaKIUU

Pesrome mpodmnsg 6e30mmacHOCTH

THayuenmor ¢ caxapuvim ouabemom 2 muna
B xiuHMYeckue uCCIenoBaHMS C LENbI0 OLEHKH O0e30HmacHOCTH AMMarindiIo3uHa ObLIH
BKItoueHbl 15582 mammenta ¢ C/I2, 10004 u3 Hux mosyyanu sMnOarin(iIo3WH B KauecTBE

MOHOTEpAINH, a TaK)Ke B KOMOWHAIMU C MET(GPOPMUHOM, IPOU3BOJHBIM CYJIb()OHUIMOYEBUHBI,

11
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MUOTJINTA30HOM, WHruOWTopamu aunentumuwinentuaassi-4 (JAI1I1-4) wiu wacynmuHOM. B 6
1a1e00-KOHTPOJIUPYEMBIX ~ UCCIICIOBAHUSAX POJODKUTENLHOCTEIO 1824  wMecsama ObuTO
BKirOYeHO 3534 marumenta, 1183 w3 Hux momydanu miane6o, 2351 — smmarnudaosun. Oomas
4yacToTa BO3HUKHOBEHHUS HexenaTenbHbix peakiuii (HP) y maumentoB, mnomgyyaBmimx
sMnarnudo3nH, ObUTa aHAJIOTMYHA TAKOBOW Yy MAIlMEHTOB, MPHUHUMABIIWX Iarneto. Camoi
gactoii HP Oblna rumoriavkeMust Ipu MPUMEHEHUH C MMPOU3BOIHBIM CYIb(POHUIMOUYEBUHBI HITU
MHCYJTUHOM (CM. onucaHue oTaeabHbix HP).

Tlayuenmsi ¢ XxpoHuueckoul cepoeuHol HedoCMamoyHOCMbIO

B uccnenopanus EMPEROR Obutn BrimtoueHsl manueHThl ¢ XCH co cHmkeHHOU (pakimeit
BbiOpoca (N =3726) wiu coxpanenHou ¢pakuueir BeioOpoca (N = 5985), koropsie mosydanu
smnarnudiaosud 10 mr wan mnane6o. [IpumepHo y nonoBunsl nanuentoB Opt1 C/[2. Camoit
yactoil HP B 00beaunennsix uccienoBanuax EMPEROR-Reduced u EMPEROR-Preserved 6bu1a
runoBosemust (Amnarauduiosun 10 mr: 11,4 %, mnane6o: 9,7 %).

Tlayuenmsi ¢ xpoHuueckou 60.1€31b10 NOUEK

B uccnenoBanue EMPA-KIDNEY 6buu Britouensl manueHnTsl ¢ XbIT (N = 6609), nony4asiiue
10 mr smmarmudgao3una uinn mianebo. Okono 44 % manuentoB umenu CJ[2. B uccienoBanun
EMPA-KIDNEY noBsix HP BrIsiBI€HO HE OBLITO.

OO6muii poduns 6e30MacHOCTH MPUMEHEHHS SMITari(iIo3uHa ObUT B IEJIOM CXOXKHM IS

HN3YYCHHBIX MMOKa3aHui K IMPHUMCHCHUIO.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YacToTa HEXeIaTeIbHBIX PEaKIUi, NPUBEICHHBIX HIKE, OINPEICIIach COOTBETCTBEHHO
cienyromei kinaccupukanuu: odeHb vacto (> 1/10); wacro (>1/100, vo < 1/10); HewacTo
(> 1/1000, Ho < 1/100); peaxo (> 1/10000, Ho < 1/1000); ouens peaxo (< 1/10000); uacrora
HEHM3BECTHA (HA OCHOBAHUH MMEIOIIUXCS TAHHBIX OIIEHHUTh HEBO3MOYKHO).

Ta6murma 1. HexemnarensHble peakiyu, 3aperuCTPUPOBAHHBIE B KITMHUYECKUX MCCIIEAOBAHUAX U

MOCTPETUCTPALIMOHHOM EPHO/Ie HAOIIOACHUS

Ou4enb yacto \ Yacro \ Heuacro Penko \ Ouenb peako
Hngpexyuu u unsasuu

12
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OuyeHb YaCTO Yacro Heuacro Penxo OueHb peako
KaHIU03HBIN HEKPOTU3UPYIO-
BYJIbBOBaruHUT, mwii  paciuuT
BYJIbBOBaruHUT, MIPOMEKHOCTH
OamaHuT u (ranrpena ®yp-
JIpyrue reHU- Hbe)>
TalabHBbIE MHQEK-
nunt
UHEKIIH MoyYe-
BBIBOJIALIUX IIy-
teii! (B Tom
yHclie MHeIOHe-
dput u ypocern-
cuc)?

Hapywenus memabonuzma u numanus

TUMOTJIMKeMHST | JKaxKaa KeTOoaIu 03

(mpu  coBMmecT-

HOM TpHUMEHE-

1307011 C

MIPOU3BOIHBIM

cynbdo-

HUJIMOYEBUHBI

WIH  HWHCYIHU-

Hom)!

Hapywenus co cmoponwl cocyoos

CHUXXeHUe 00b-
eMa

LUPKYJIHPYIO-
men KpOBH
(OLIK)"

JKenyoouno-kuwieunvie HapyuieHus

3amnop

HapyweHuﬂ CO CIMOPOHbL KOJHCU U NOOKOJICHLIX MKAHEl

3y (renepa-

JN30BaHHBIN)

KOXXHasd CI:IHI:2

KpaHI/IBHI/IHa2
AHTMOHEBPOTH-
YeCKHil OTeK?

Hapywenus co cmoponul nouex u mMouesblgo0suux nymet

yYBEJIMYEHUE MO- | AU3YpHS TyOyJIOUHTEP-
yeBbIIeIeH s CTULIMAJIBHBIN
HepUT

Jlabopamopnvle u uncmpymenmanbHvle OaHHble

13
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OueHb YacTo Yacro Heuacro Penxo OueHb peako
MOBBILICHHE CHU)KEHHE CKOPOCTHU
KOHLEHTpaluu KITyOOUYKOBOM
JUTHUI0B B | puabTpanun’
I1a3Me KpoBU MOBBILICHHE
KOHIEHTpaLUu
KpeaTUHHHA B
nnasMe Kposu'
IOBBILICHHE re-
MaTOKpHUTa

1 HOHOHHHTCHBHaﬂ I/IH(bOpMaLII/ISI MMPUBCJICHA B IOApa3aAciax HUKC
2 Ha 0CHOBaHMHM JaHHBIX IIOCTPErHCTPALMOHHOTO IPUMEHEHHS
3 Habmonaercs y nanuenTos ¢ CJ12

Onwncanue OTACIBHBIX HEXEIATSIbHBIX PeaKIIUM

T'unoenuxemus

YacToTa runoriMKeMun 3aBUcesa OT MPUMEHSBIICICS COMYTCTBYIOMICH Tepanuu U ObLTa CXOHOM
y TAIMEHTOB, TPUHUMABIINX dMIATIU(IO3UH U 1I1a1e00 B BUI€ MOHOTEPAIIUH, B JIOTIOJTHEHUE K
MeThOPMHUHY, K MHOMIUTA30HY ¢ MeT(GOpMHHOM U 0e€3, B JOIMOJHEHUE K JMHATJIUNTHHY U
MeThOpPMHUHY, a TAKXKE B KaueCTBE JOIMOJHEHUS K CTAaHAAPTHOMY JICYCHHUIO U MPU MPUMEHEHUHU
smnarnupiao3uHa B KOMOWHAIUU ¢ MeT(GOPMHHOM Yy TMAalMEeHTOB, paHee HE TMOJy4YaBIINX
MEIUKAMEHTO3HOTO JICUCHHUsI, IO CPABHEHHIO C MAIMEHTAMHM, MOJTYYaBIIUMU SMIAraudIo3uH U
MeT(HOPMHUH B BUJIE MOHOIIpermapaToB. [ [OBBITIICHHAS 9aCcTOTA TUITOTIIMKEMUH HA0JIF01a1ach MoCiie
MPUMEHEHHUS SMMarin(Io3uHa B TONOJHEHHE K MET(OPMUHY U Mpenapaty Cyab(HOHUIMOYEBUHBI
(ommnarnudnozun 10 mr: 16,1 %, smmarnudnosun 25 mr: 11,5 %, nnanedo: 8,4 %), B fononHeHue
K OasaJIbHOMy WHCYJIMHY C MeThopMHHOM u 0e3 MeTpopMHMHA, C TpenaparoMm
cynb(poHMIMOUYEBUHBI U 0e3 (Ammnarudiao3ud 10 mr: 19,5 %, smnarnuduosun 25 mr: 28,4 %,
wrane6o: 20,6 % B TedeHue 18 Hemenb JeueHHs, KOTJAa KOPPEKIMS J103bl MHCYJIHMHA HE
nomyckanach; sMnarnddnosun 10 mr u 25 mr: 36,1 %, mmane6o 35,3 % B 78-HemenbHOM
WCCJICIOBAaHUM), M B JOINOJHEHHWE K HHCYJIMHY B PEKHME MHOTOKPATHBIX HWHBEKIHH C
MeTdopMuHOoM U 0e3 (amnarnudiao3ud 10 mr: 39,8 %, smnarnuduosun 25 mr: 41,3 %, nianedo:
37,2 % B TedeHue 18 Henmenb jeueHUs, KOrJa KOPPEKLMs J03bI MHCYJIWHA HE JOIyCKaJach;
smmariugiaozud 10 mr: 51,1 %, smnarnudnosun 25 mr: 57,7 %, mianedo: 58 % B 52-HenenbHOM
uccienoannn). B uccnenopannsx XCH EMPEROR 0buta oTMedeHa cxoskast 9acToTa Pa3BUTHS
TUTIOTJIMKEMUH  TIPM  TPUMEHEHWU  TpernapaTa B JIONOJTHEHHE K  IPOU3BOIAHBIM
CyJb(OHMUIMOYEBUHBI WM UHCYIUHY (3mmarauduosud 10 mr: 6,5 %, manedo: 6,7 %).
Taowcenasn cunoenukemus (cocmosinue, mpebyroujee MeOUYUHCKO20 BMeUamenbcmea)

Pocta uncna ciydaeB pa3sBUTHSL TSKEJNONM THIOIIIMKEMMM HE HAOMIOJAOCh MpPH Tepanuu
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sMOaraugIO3MHOM IO CPAaBHEHHIO C Ianeb0 B KadyecTBE MOHOTEpAIWHU, B JIOTIOJHEHHE K
MeT)OPMUHY, B JOMOJNHEHHE K MET(HOPMHHY U TPOHU3BOIHBIM CYyJIb()OHWIMOYCBHHEI,
MAOTJIMTa30Hy ¢ MEeT(HOPMUHOM WM O€3, B JIONMOJHEHHE K JMHATJIUITHHY W MeT(GopMuHY, B
JIOTIOJTHEHHE K CTaHJIAPTHOM Tepaluy W IPpU KOMOWHAIMHU dMrariandio3uHa ¢ MeTGOpMHUHOM y
MAIMEHTOB, paHee HE IOJIYYaBIIUX TEpalHH, MO CPABHCHHUIO C MAIUCHTAMH, TOTyYaBITUMHU
sMnarnudo3uH U MeTHOpPMUH B BHJE MOHONpenaparoB. [IOBBIIICHHAs YacTOTa TSHKEIIOH
TUIIOTJIMKEMHUH HAa0JTI0/1a71ach TOCIIe MPUMEHEHHS SMIarin(iIo3uHa B JOMOTHEHUE K 6a3aIbHOMY
WHCYIHMHY ¢ MeThopMHHOM H 0e3, ¢ mpemaparoM Cyiab()OHUIMOYEBUHBI W  0Oe€3
(ommnarmudnosun 10 mr: 0 %, smmarmudnosun 25 mr: 1,3 %, mnane6o: 0 % B Teuenue 18-
HEICIBHOTO JICUSHUS, KOT/1a KOPPEKITUS 1036l MHCYJIMHA He JIOMyCcKalach; sMnariaudio3us 10 mr:
0 %, smmarmudaosun 25 mr: 1,3 %, mnane6o: 0 % B 78-HemeIbHOM HCCIICIOBAaHHMH), U B
JIONIOJTHEHHE K WHCYJIUHY B PeXMMe MHOrOKpatHbiX uHBeknui (MDI) ¢ merdpopmutom u 6e3
meThopmuna (dmmnaraudiozua 10 mr: 0,5 %, smnarmudnosun 25 mr: 0,5 %, wrane6o: 0,5 % B
TedeHHe |8-HeAempHOTrO JICUCHHsI, KOT/Ia KOPPEKIMS JI03bl HMHCYJIMHA HE JIOMyCKaIach;
smmariaudiao3ud 10 mr: 1,6 %, smnarmudunoszud 25 mr: 0,5 %, mianebo: 1,6 % B 52-HeneapHOM
uccienoBannu). B uccnenoBanusax XCH EMPEROR, tsokenas runornvkemust HaOmoanach ¢
OJIMHAKOBOM 4acToToi y mamueHToB ¢ CJl, KoTopble moiydanu >mMnarid@uio3ud U 1mianedo B
KauecTBe  JIONMOJIHCHUS K  TPOW3BOAHBIM  CyJb()OHMIMOYCBUHBI WM  HHCYJIHHY

(ommarmudnozun 10 mr: 2,2 %, nnanedo: 1,9 %).

Kanouoosnwui ynveosacunum, 6ynveosasuHum, OAIaGHUM U Opyeue 2eHUmdaibHvle UHDeKyuu
Kanaumo3Hbelii ByJIbBOBAarMHUT, BYJIBBOBATMHHUT, OAJaHUT W APYTHEe TCHUTAIbHBIE WH(EKINN
HaOJI01aIKCh Yallle y MallieHTOB, MOoTy4aBIIMX sMnarauduio3ud (amnarnudiao3us 10 mr: 4,0 %,
smnariugiao3ud 25 mr: 3,9 %) no cpaBHeHuro ¢ rpynnoii miamne6o (1,0 %). Takue uHdpexrn
Yare OTMEYaJIiCh Y )KEHIINH, OIYYaBIINX SMITArIu(II031H, IO CPAaBHEHHUIO C TPYIION 1iaredo,
a pa3jauyue B 4acTOTE Y MYXUUH OBbLJIO MEHEe BBIpAKEHHBIM. | eHuTanbHbie HHPEKINH HOCHITN
cJ1a00OBBIpaXXEHHBIH MM yMepeHHbIM Xxapaktep. B nccnenopanusx XCH EMPEROR wacrora
TaKuX HHQeKui Obuta Beitre y maiuentoB ¢ CJI (ammarmuduosun 10 mr: 2,3 %; miare6o: 0,8 %),
10 CpaBHEHHIO ¢ rpymmoi namuentoB 6e3 C/I (ammarmudmoszun 10 mr: 1,7 %, mmane6o: 0,7 %)
NIPY TepaiH SMIArA(I0O3MHOM B CpaBHEHHH C TIIAIe0o.

Yeenuuenue mouesvioenenus

VBenuyeHne MoOUEBbIIENICHUS (BKIIOYas TakUe CHUMIITOMBI, KaK MOJUIAKUYpHS, MOJIUYPHS,
HUKTYpHs)  HaOdrofanoch  yame y — MalMeHTOB,  NPUMEHSBIIUX  AMMArIU(IO3UH
(emmarmudaosun 10 mr: 3,5 %, smmarnudiiosus 25 mr: 3,3 %), 10 cpaBHEHHIO € TPYIIIOHN MTaredo

(1,4 %). YBenuueHre MOUYCBBIICICHUS OBUTIO B OCHOBHOM JIETKOW WJIM CPEHEH MHTEHCUBHOCTH.
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Yacrora pa3BUTHS HUKTYpUHU ObljIa COMOCTABUMA B IPYIIIE MAUEHTOB, IPUHUMABIIUX IIAe00
U B TIpymnmne TManueHToB, NpuHUMaBmuX smnarmuduosua (<1 %). B  wuccnenoBanusx
XCH EMPEROR yBenuueHne MOYEBBIIEICHUS HAOII0AaI0Ch C OJWHAKOBOW YaCTOTOW Y
MAIMEHTOB, MMOJIYYaBIINX AMOArIu¢IIo3uH, U B rpynmne mianedo (amnaraudiaosun 10 mr: 0,9 %,
wianebo: 0,5 %).

Hnghexyuu mouesvigoosiuux nymetl

OOmast yactora pa3BUTUA HUHQPEKIMA MOYEBBIBOAALIMX IIyTEH, 3aperMCTPUPOBAHHBIX Kak
HE)KeNaTesIbHbIe PEaKlUu, Obljla CXOAHON Yy MALMEHTOB, MOJIYyYaBUIMX 3MIArIU(IIO3uH 25 MI' U
ane6o (7,0 % u 7,2 % cOOTBETCTBEHHO), HO BBIIIE Y MAUEHTOB, MOMYYaBIINX dMIATIA(I0O3UH
10 mr (8,8 %). Takxke KaKk ¥ B ciiydyae MPUMEHEHUs 11are00, MHPEKINA MOYEBBIBOASIINX My TEH
yamie OTMEYAIUCh Y TAlMEHTOB, IMOJIYyYaBIIMX AMMArjiugio3uH, € XPOHUYECKUMHU MU
PEeLUIUBUPYIOIUMHI HHPEKIMSIMUA MOYEBBIBOAIUX Ty Tl B aHaMHe3e. IHTEeHCUBHOCTD (J1erKas,
yMEpeHHas, TsDKenas) WHQEKIU MOYEBBIBOIIIIMX IyTel Oblla CXOMHOW y NAaIMeHTOB,
npuHUMaIUX sSMnarauduo3ua u miane6o. WMHPEKnurn MOYeBBIBOIAMNMX ITyTeH dYarie
OTMEUYAJIMCh Y KCHIIUH, MOJIy4aBUIMX SMMArIA(IO3MH, O CPaBHEHHIO C TPYMNNOH Iuianedo;
pasnnumii ¢ manebo B IpyIie My »KYUH BBISIBIEHO HE ObLIO.

CHuoiceHue 0bvema yupkyaupyrouel Kposu

O6mas yacrota cHwkeHus OLK (Bwxitouas cHuxenue AJl (B amMOynaTOpHBIX YCIIOBUSX),
CHIDKeHHMe cucroimdeckoro AJl, o0e3BoknBaHUe, apTePHATBHYIO TUIIOTEH3UIO, THITOBOJIEMHUIO,
OpPTOCTaTUYECKYI0 THUIOTEH3MI0 U OOMOpOK) Oblla CXOJHOW B cCllydyae TNPUMEHEHUS
sMmnariugiaosnna (amnaraugiozud 10 mr: 0,6 %, smnarauduosun 25 mr: 0,4 %) u nnane6o
(0,3 %). YacToTa pa3BUTHS THIIOBOJIEMHH TIOBBIIIATACH Y MTAIIMEHTOB CTapIIe 75 JIeT, MOTyYaBIIuX
smmarmuduosud 10 mr (2,3 %) unu smnarmuduiosun 25 mr (4,3 %) 1o cpaBHEHHUIO C TUTae6o
(2,1 %).

CHudcenue ckopocmu KiyO04K080U (puibmpayuu u nogvluleHue KOHYeHmpayuu KpeamuHuHa 8
naasme Kposu

OO11ast yacToTa MOBBIIEHUSI KOHLIEHTPAL[MM KpEaTHHUHA B IJ1a3Me KPOBU U CHUYKEHHSI CKOPOCTH
Ki1yooukoBoi ¢uibrpanuu (CK®) y manueHToB OblTa CX0XKa JUTs AMIArIudIo3uHa U mianedo
(TTOBBIIIICHNE KOHIIGHTPAIIMM KpPEeaTHHWHA B TUTa3Me KpoBH: smmariauduosud 10 mr — 0,6 %,
smmariaudiao3un 25 mr — 0,1 %, mmane6o — 0,5 %; camwkenne CK®: smmarmudaosun 10 mr —
0,1 %, smmarmudirosun 25 mr — 0 %, miane6o — 0,3 %). HavabHOE NOBBITIICHHE KOHIIEHTPAINN
KpeaTuHUHA 1 HavanbHoe cHIbkeHne CK® y manneHToB, Mody4yaBIInuX 3MIArango3ut, ObUTH B

OeJIOM KPAaTKOBPEMCHHBIMU IIPpU HCHOPCPBIBHOM JICUCHUW WA O6paTI/IMI)IMI/I II0CJIE OTMCHBI
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neuenusi. CootBercTBeHHO, B wuccienoBannn EMPA-REG OUTCOME, y mnanueHTos,
NOJYYaBIIUX OSMIATTUQIIO3UH, TepBOHAYaIbHO oTMevanoch cHmwkenne CKO® (cpennee
mMenenne: 3 mi/mun/1,73 m?). 3atem CK® coxpaHsiach Ha OJHOM YPOBHE IIPH IPOJIOIKEHHH
nedyenusi. Cpennssi CK® Bo3Bparaiach K HCXOIHBIM YPOBHSM I0CJIC OTMEHBI TEpaIliy, YKa3bIBas
Ha TO, YTO OCTPbIE€ T€MOJIMHAMHYECKUE U3MEHEHHUSI MOTYT UTPaTh POJib B JAHHBIX W3MEHEHUSX
¢yHKIMM TOYeK. DTO sBIeHHME Takke HaOmonanock B uccienoanusx XCH EMPEROR u
nccienosannu EMPA-KIDNEY.

Togvluenue konyermpayuu 1UnNUO08 8 CblBOPOMKE KPoBU

Cpennuii TPOLEHT YBEJIMYEHHUSI IO CPAaBHEHUIO C HCXOJHBIM YPOBHEM NIpU MPUMEHEHUU
smnarauduosnaa 10 Mr u 25 Mr o cpaBHEHHIO C TUTae00, COOTBETCTBEHHO, COCTABIISIT: OOt
xonectepud — 4,9 % u 5,7 % no cpaBHenuto ¢ 3,5 %; xonecrepun JIIIBII — 3,3 % u 3,6 % 1o
cpaBuenuto ¢ 0,4 %; xomecrepun JIIHIT — 9,5 % u 10,0 % no cpaBuenuto ¢ 7,5 %;
tpuraunepuast — 9,2 % u 9,9 % no cpaBuenuto ¢ 10,5 %.

Yeenuuenue cemamoxpuma

CpenHue n3MeHeHus: FreMaTOKPUTa OTHOCUTEIBHO UCXOAHOr0 YpOBHs cocTaBisiiu 3,4 % u 3,6 %
NpU NIpUMEHEHUU 3Mmariudao3nna B 103¢ 10 Mr u 25 Mr, COOTBETCTBEHHO, 10 CPAaBHEHHIO C
0,1 % B cimyuae mnane6o. B uccnenosanuu EMPA-REG OUTCOME 3HadeHust reMaToOKpHUTa
BO3BPAILIAJIUCh K UCXOAHBIM B TEUEHUE MEPHOJa HAOIIOIEHUS TMPOIOJLDKUTEILHOCTRIO 30 nHel
MOCJIE MPEKPAIECHUS JICUCHHUS.

JleTH ¥ MOAPOCTKHU

B uccnenoanun DINAMO npunsinu yuactue 157 nereit B Bozpacte 10 net u crapme ¢ C/12, u3
KOTOpBIX 52 MalueHTa MOoJydaldu SMOarauduio3uH, 52 — JauHAraunTMH v 53 — 1uiane6o
(cm. paznen 5.1). B mane6o-konTposupyemoit (paze Hanbosee 4acToi HexXenaTeIbHON peaKiuein
Obu1a TUNoriIMKeMus (B o0beqMHeHHON rpymie sMnariaudosuna 10 mr u 25 mr: 21 %, B rpymnmne
wiane6o: 9,4 %). Hu ogHa u3 3TuxX peakiuii He Oblia TsXKeNoi u He TpeboBasa JOMOIHUTEIbHON
MEAMIIMHCKON MTOMOIIH JUIsl TallUEHTa.

B uenom, npoduns 6e30macHOCTH y IeTel OB CXOIHBIM C MpoduiieM 0€30MaCHOCTH Y B3POCIIBIX
maruerToB ¢ CJ12.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxHo co001maTh 0 0/103peBaeMbIX HEKENATENBHBIX PEAKIMX I10CIEe PETUCTPALMY IpenapaTa ¢
LENbI0  O0ECle4YeHusT HENPEepbIBHOIO MOHUTOPHHIA COOTHOIIEHUS «IOJNb3a — PHCK»
JIEKapCTBEHHOTO Ipernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAyeTcs COOOIIaTh O JIHOOBIX

MoAO3pCBACMBIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIPCIiapara 4Cpe3 HAIlMOHAJIBbHBIC
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CHUCTEMBbI COOOIICHUSI O HEXENATeNIbHBIX PEAKIUAX TocyldapcTB — uieHOB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a:

Poccuiickas @enepanus

OenepanibHas ciryx0a 1o HaJ3opy B cepe 31paBOOXpaHeHUs

Anpec: 109012, r. Mocksa, CiiaBsiHCKast Iiiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITAOHHON CeTH «HTEepHET»:

www.roszdravnadzor.gov.ru

Pecny6nuka Kazaxcran

PecniyOnukanckoe rocyqapCTBEHHOE TMPEANpPUITHE HAa TpaBe XO3SMCTBEHHOTO BEIACHUS
«HaunonanbHblil LleHTp 3KCHepTHU3bl JIEKAPCTBEHHBIX CPEIACTB M MEAUUMHCKUAX W3JEIIHID)
Komurera MemuumMHCKOTO M (hapMaleBTUYECKOr0 KOHTPOJIs MUHHCTEPCTBA 3/IpaBOOXPaHEHUS
Pecny6nuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A. manosa 13, (BIl «Hypcaymner 2»)
Tenedon: +7 7172 235-135

Onekrponnas nmoura: farm@dari.kz

Caiit B nH()OpPMAIIHOHHO-TEIEKOMMYHHUKAIIMOHHOI cetn «HTepHeT»: Www.ndda.kz

Pecniy6nuka benapych

PecnyOnukanckoe  yHurapHoe —mpennpusituie  «lleHTp dKcmepTH3 M WCHBITaHUH B
3/IpaBOOXPaHEHUM»

Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a

Temedon: +375 17 231-85-14

OnekrponHas noura: rceth@rceth.by

Caiit B nH()OpPMAIIHOHHO-TEIEKOMMYHHUKAITMOHHOM cetn « THTepHEeT»: WWW.rceth.by

PecnyGiinka ApmeHus

«Hay4yHBIl LEHTp OKCHEPTHU3bl JIEKAPCTB W MEIWIMHCKAX TEXHOJOTMM WM. aKaJeMHuKa
0. lNabpuensina»

Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: +374 60 83-00-73

OnekTpoHHas nouta: info@ampra.am
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Caiit B mH()OpPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn « IHTepHeT»: Www.pharm.am

Keipreizckas Pecrybnuka

JlemapraMeHT JIEKapCTBEHHBIX CPEICTB W MEIUIIMHCKHX W3ACIHA 1pu MUHUCTEPCTBE
3npaBooxpaneHus Keipreizckoit PecryOmmku

Anpec: 720044, r. bunikek, yi. 3-1 auHus, 25

Tenedon: 0800 800-26-26

Dnexrponnas moyra: dismi@pharm.kg

Caiit B nH(MOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceT « HTepHET: WWW.pharm.kg

4.9. Ilepeno3upoBka

CuMOTOMBI

Bo BpeMms mpoBeneHHs KOHTPOJIHPYEMbIX KIMHUYECKHX HCCIEAOBAHUN OHOKpPATHBIC 03B
smnariaudosuna, gocturapmue 800 Mr y 310pOBBIX JOOPOBOJBIICB, © MHOTOKpPATHBIC O3B,
nocrurasmue 100 mr y manuentoB ¢ CJZI2, He HposBISIM TOKCHMYHOCTh. HaOmropasiieecs
yBeNIMYeHHuEe 00beMa MOYM HE 3aBHCENI0 OT BEJIMYUHBI 103bI U HE ObLIO KIIMHUYECKH 3HAYUMBIM.
JlaHHbIe 0 MPUMEHEHHH Y YeJIoBeKa 103 SMmariudiao3una, npesbimarmux 800 Mr, 0TCyTCTBYIOT.
Jleuenue

B ciydae mnepeno3upoBKHM JIEYEHHE JIOJKHO IPOBOJUTHCS COOTBETCTBEHHO KIMHUYECKOMY

COCTOSAHHIO IMallTMCHTA. BriBenenue BMHaFJ'II/I(bJ'IOSI/IHa C IMOMOLIbI0 TEMOArAIN3a HEC N3YYAJIOCh.

5. DPAPMAKOJIOTMTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

®apMakoTepaneBTUYeCKass  Ipynma: CcpeAcTBa  Juid  JIeUEHUs — caxapHoro  jaualera;
TUTNOTIMKEMHYECKHE  CpPEJICTBAa, KPOME WHCYIWHOB; HWHTUOUTOPHl  HATPUI3aBUCHUMOTO
MEPEHOCUMKa ITTI0KO3bI 2-TO THUIIA.

Kox ATX: A10BKO03

Mexanusm geificTBus

OMOariau@uo3uH SBISETCS OOpaTUMBIM, BBICOKOAKTHBHBIM, CEJIEKTHBHBIM M KOHKYPEHTHBIM
uHruouropom SGLT2 ¢ BenMYMHON KOHIIEHTpAluU, HEOOXOUMOM Juis uHruOupoBanus 50 %
aktuBHocTH (epmenTta (ICso), paBroit 1,3 umosb. CenektuBHOCTS dSMnarmudiao3nna k SGLT2 B
5000 pa3 mpeBbIIAET CEIEKTUBHOCTh K HAaTPUN3aBUCUMOMY IIE€PEHOCUYMKY TJIFOKO3bl 1 Tumna
(SGLT1), orBeTcTBEHHOMY 32 a0COPOLIMIO TITIOKO3bI B KUILICUHHKE.

KpOMC TOTO, OBLIO YCTAHOBJICHO, YTO 3M1'IaI‘J'II/I(I)J'IO3I/IH O6J'Ia,Z[aCT BBICOKOH CEJIEKTHUBHOCTBIO B

19


http://www.pharm.kg/

COOTBETCTBYET SKCIEPTH

- A g N Ae A
OT L2 Ua 202D J-

(NOCNELOBATEMBHOCT 0002

OTHOIICHUH JIPYTHIX IEPEHOCUYMKOB TIIOKO3bl, OTBETCTBEHHBIX 32 TOMEOCTa3 TJIOKO3BI B
Pa3IMYHBIX TKAHSX.

SGLT?2 sBnsieTcs OCHOBHBIM OEJIKOM-TIEPEHOCYMKOM, OTBETCTBEHHBIM 32 PeadCOPOIHIO TTFOKO3bI
U3 MOYEYHBIX KIIyOOUYKOB OOpPaTHO B KPOBOTOK.

OMmarmu}Io3uH ylydiiaeT IITUKEMUYeCKI KOHTPOIIb y narueHToB ¢ CJI2 myTeM yMeHbIIeHUS
peabcopOIuu TITIOKO3bI B MOYKaX. KOMWYECTBO TIIIOKO3bBI, BBIACIIEMON MOYKAMU C MOMOIIBIO
ATOTO MEXaHHW3Ma, 3aBUCHUT OT KOHIICHTpAIH TJt0K03bI B KpoBU 1 CK®. Marubuposanune SGLT2
y mauuentoB ¢ CJ/I2 u runeprivkemMuei NpuBOAUT K BHIBEACHUIO U30bITKA TIIIOKO3bI TOYKAMHU.

B xo/1e yeThIpexHeIebHBIX KITMHUYECKUX UCCIEA0BaHNN OBUIO YCTAaHOBIICHO, UTO Y IMAIIUEHTOB C
CJ12 BeIBeIeHUE TIIFOKO3BI MIOYKAMHU YBEIIMUUBAIOCH Cpa3y Ke MOCe MPUMEHEHUS ITePBOU 03I
sMnarnudao3nHa; 3ToT 3PGEKT NPo10IDKAICA Ha MPOTSHKEHUU 24 yacoB. Y BEIMYCHHUE BhIBEICHUS
[JIIOKO3bl TOYKAMU COXPAHSJIOCh /O KOHILA JICYEHUS, COCTaBJssl TMPU MPUMEHEHHUU
sMmnariaudo3nHa B 103¢ 25 Mr 1 pa3 B cyTkH, B cpenHeM okoio 78 r/cyt. Y mamuentos ¢ CJ[2
YBEJIMUCHUE BBIBSJCHUS TJIIOKO3BI TOYKAMH TPUBOAWIO K HEMEIJICHHOMY CHIDKEHHIO
KOHIIEHTPAIUU TIIOKO3bI B IJIa3ME KPOBHU.

Owmmnarnudno3us (B 1o3e 10 Mr u 25 Mr) yMeHbIIaeT KOHIIEHTPAIUIO TIIOKO3bI B TIa3Me KPOBH
KaK B Cllyyae IprueMa HaToLlakK, TaK U IOCJE ebl.

MexaHu3M JeHCTBHS SMIArTH(IIO3HHA HE 3aBUCUT OT (PYHKIIMOHAITBHOTO COCTOSIHUS O€Ta-KIeTOK
MOJDKEYA0OYHON JKele3bl M MeTaboJu3Ma HWHCYJIWHA, YTO CHOCOOCTBYET HHU3KOMY PpHUCKY
BO3MOXXHOTO  DPa3BUTHSl TUIMOTJIMKEMHUHU. bBBIIO  OTMEUEHO TMOJIOKHUTENBHOE  BIUSHUE
smnaraudo3uHa Ha CypporatHble Mapkepbl (yHKIMK OeTa-KiIeTokK, Bkirodas uaaekc HOMA-
(Mozenb IS OLIEHKH TOMeocTasa-f3) M OTHOIIEHHE MPOMHCYJIMHA K HHCYynuHYy. Kpome Ttoro,
JOTIOJTHATEIFHOE  BBIBEJICHUE TJIFOKO3bI TOYKAMH BBI3BIBACT TOTEPIO  KAJIOpUH, YTO
COTPOBOXKAAETCSA YMEHbBIIIEHHEM 00BheMa KUPOBOM TKAHU M CHUKEHHEM MAacChI Tea.
['mroko3ypusi, HaOMIOAAMOIIAsACS BO BpeMsl MPUMEHEHHUS SMIAriuQIIo3uHa, COMPOBOXKIAETCS
HEOOJIBIIINM yBEJIIMYCHUEM JTUYpe3a, KOTOPBIA MOXKET CIIOCOOCTBOBATh YMEPCHHOMY CHIKEHHIO
apTepHaJIbHOTO J1aBJICHUS.

OMmarmudao3uH TakkKe CHIDKaeT peabcopOlvio HATpus U YBEIMYMBAET JOCTaBKY HATPHS K
JTUCTAIIbHBIM KaHallbllaM. JTO MOXKET OKa3bIBaTh BIUSHUE HA AN GUNOIOTUYECKUX (PYHKIIHIA,
BKJTIOYAs, IOMHUMO MPOYETO, YCHIICHHE 00paTHOW KaHAIBIIEBO-KITYOOUKOBOM CBSI3U M CHU)KCHHE
BHYTPHUKITyOOYKOBOTO JIABJICHHS, CHFDKEHUE KaK IIPE/T-, TAK U TOCTHATPY3KH Ha Cep/IIle, CHIDKCHUE
CUMMATHYECKON aKTHBHOCTU M CHIDKCHHE HAINPSHKEHHUsS] CTEHKH JIEBOTO KEIYA0YKa, O YeM
CBUJETENLCTBYIOT Oomnee Hu3kue 3HaueHuss NT-proBNP, uTo MokeT oka3bIBaTh MOIOKUTEIHHOE

BJIMAHUC HA PEMOACIINPOBAHUEC CEpala, JaBJICHUC HAITIOJIHCHHUA U JUACTOJIUYCCKYIO q)YHKHI/IIO, a
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TaKXKe COXpaHEHHE CTPYKTYpbl M (pyHKImH mouek. [pyrue 3¢ddexrsi, Takue Kak MOBBIIICHHUE
YPOBHSI T€MaTOKpUTA, CHIDKEHUE Macchl Teaa U AJl, MOryT BHOCHTDH JONOJHHUTEIbHBIN BKIIAJ B
CEep/ICYHO-COCYIUCTHIC U TOYeUHbIE AP (EKTHI.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Caxapnviii ouabem 2 muna

B KIMHMYECKMX HCCIEIOBaHMSAX, 1€ NPUMEHSUICS SMIAriaugIio3uH B BUIEC MOHOTEpAIHH;
KOMOMHHPOBAHHOW Tepamnuu ¢ MET(GPOPMHUHOM; KOMOMHUPOBAHHON Tepanuu ¢ METHOPMUHOM Y
MAIMEHTOB ¢ BrepBble BbIABIEHHBIM CJI2; KOMOMHHpPOBaHHOW Tepanmuu ¢ METHOPMUHOM U
IPOU3BOJIHBIM  CYJIb(OHWIMOUEBUHBI; KOMOMHMPOBAHHOW TEepamud C TMHOTJIMTA30HOM +
MeTQOpMUH; KOMOWHUPOBAHHON Tepanmuyd C JHHATJIUOTHHOM Y TAIMEHTOB C BIEPBBIC
BbIsiBIIeHHBIM CJ/[2; KOMOMHHPOBAaHHOW TEpanuu C JIMHATJIUIITUHOM, TOOABISBIIUMCS K Teparuu
MeTHOPMUHOM; B CpaBHEHUHM C IUIae00 y MAlMeHTOB C HEaJeKBATHBIM TJIMKEMUYECKUM
KOHTpoJieM Ha (hOHE NpueMa JIMHATIUNTHHA U METHOpMUHA, KOMOWHUPOBAHHON Tepanuu c
METQOPMUHOM B CpPaBHEHHH C TJIMMENUPUIOM (IJaHHBIE 2-JE€THETO HCCIICAOBAHMUS);
KOMOMHHMPOBAaHHOW TEpanuu C WHCYJIWHOM (PEKUM MHOTOKPATHBIX HHBEKIHMH WMHCYJIHWHA) +
MeThOPMUH; KOMOMHUPOBAHHOM Tepanuu ¢ 0a3aJbHbIM HHCYJTMHOM; KOMOMHUPOBAHHOM Tepanuu
¢ usHruburopom [III-4, merdopMuHOM =+ Jpyrodl TUIOTIUKEMUYECKUI IepOpabHbIN
JIEKapCTBEHHBIN Npenapat OblIO JJOKa3aHO CTATUCTUYECKU 3HAUUMOE CHUKEHHE TTIMKUPOBAHHOTO
remornobuna (HbAIc), ymeHbllleHHE KOHIIEHTPAIlMU TJIOKO3bI IJIa3Mbl HATOIAK, a TaKKe
CHI)KEHHE apTEPUAJIBHOTO IaBJICHUS U MACCHI TEJA.

Cepoeuno-cocyoucmuwiil puck

B xome wmunHnueckoro wuccinenoBanus EMPA-REG OUTCOME wu3ydanoch BIUsSHHE
sMMaruQIIo3nHa Ha YaCTOTY CEePACUHO-COCYIUCTHIX cOObITHH y manueHToB ¢ CJI2 u BBICOKUM
CepAEYHO-COCYTUCTHIM PUCKOM (OIpe/IeIEHHBIM KaK HaJIMYMe XOTs Obl OJHOTO U3 CIETYIOIIUX
3a0oneBanuil u/mnu cocrosHuii: MBC (uH(papkT MHOKapaa B aHaMHe3e, HIYHTHPOBAaHUE
KopoHapHbIX aprepuii, UbC ¢ nmopaxenuem ogHoro koponapuoro cocyna, MbC ¢ mopaxenuem
HECKOJIbKUX KOPOHAPHBIX COCY/I0B), UIIEMUYECKUI WIIM TeMOPPArn4ecKiii MHCYJIbT B aHAMHE3e,
3a0oJeBaHus IepUPEePUIECKUX apTepuil C CAMIITOMATUKOM MK 6€3), MOJTyJarouX CTaHJapTHYIO
Tepanuio, KOTOpas BKJIOYaja THUIOIIMKEMUYECKHE MpernapaTbl U Mpenaparbl JUisl JICUYEHUs
Cep/IEUYHO-COCYAUCTHIX 3a0oyieBaHMil. B kadecTBe MepBUYHON KOHEYHOW TOUYKH OIICHUBAIHUCH
CIly4au Cep/IeYHO-COCYAUCTON CMEepPTH, HH(papKTa MUOKap/ia 6e3 JIETaIbHOI0 UCX0/a U UHCYJIbTa
0e3 JeTasbHOro HMcxoja. JomoNHUTENTbHBIMU 3apaHee OINpe/leIeHHBIMU KOHEYHBIMH TOYKaMHU
ObUIM BBIOPAHBI CEPAEYHO-COCYIUCTAsi CMEPTh, 00IIas CMEPTHOCTb, Pa3BUTHE He(DPONATHH WU

MpOrpecCUpyromee yxyameHne HedpomaTuy, TOCHUTAIU3alus 10 TIOBOAY CEpPACUYHON
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HEI0CTATOYHOCTH.
OMnarau@o3uH yiaydiian OOIIyl0 BBDKHBAaEMOCTb 3a CUET CHIDKEHHUS CIy4aeB CepAeyHO-
COCYJIUCTON CMEpPTH M CHIDKAJI PUCK TOCTIIMTAIIM3AIMH 10 TIOBOLY CEPACUYHON HETOCTATOYHOCTH.
Taxxke B xome kmuaudeckoro mccienosanuss EMPA-REG OUTCOME Obl1o mokaszaHo, 4TO
SMOArnudIo3MH CHIKAJI PUCK BO3HUKHOBEHHS HEePpOMaTHH WM TPOTPECCUPYIOIETO
yXyAIeHus: HeporaTHH.

Y mamueHTOB ¢ HUCXOJHOM MaKpoalbOyMUHYpHUEH YCTaHOBIJICHO, 4YTO SMMAriudIo3uH
CYIIECTBEHHO 4dallle II0 CPaBHEHHWIO C IUIaNed0 MPUBOAWI K YCTOWYHMBOW HOPMO- WIIM
MHUKpOoIbOyMuHypHs (oTHOLeHue puckos 1,82 [95 % /U 1,40; 2,37]).

Ceprieunast HEJOCTATOYHOCTD

PannomusupoBanHoe, 1BOitHOE clernoe, mianedo-koHTponupyemoe uccienoanue (EMPEROR-
Reduced) 6p110 npoBeneno ¢ yuactueM 3730 nanuentoB ¢ XCH (pyHkiuonanbHble Kiiaccel 11—
IV o xnaccudpukammn NYHA) u camxennoit ®BJIK < 40 % mnst onenku 3pekTuBHOCTH U
0€30MacHOCTH NpUMEHeHus sMmnariauduo3uHa B go3e 10 mr 1 pa3 B CyTKH B JIONOJIHEHHE K
crangaptHod Tepanuu XCH. IlepBUYHON KOHEYHON TOYKOM SIBJISLIOCH BpEMsS A0 IEPBOIO
MOATBEPKJIECHHOIO ClIy4asi CepJIeYHO-COCYAMCTOM CMEPTH WM TOCIHUTAIM3AIMU MO0 MOBOAY
CepAeYHON HEeTOCTaTOYHOCTH. B KauecTBe BTOPHUHBIX KOHEYHBIX TOYEK OBLIN BKIIOUEHBI 00IIIee
YHCJIO CITy4aeB rOCHUTAIN3AIMH 110 TIOBOY CEPACUHOI HEAOCTATOYHOCTH (IIEPBOM U TOBTOPHBIX )
U HakJIOH KpuBoi n3MeHeHUs1 CK® oTHOCHTENBbHO UCXOAHOTO ypoBHA. B Hauane uccnenoBaHus
Teparus XCH BKJIIOYAJIa UHTUOUTOPBI ATId/6n0okaTopsl peLenTopoB
aHruoreH3uHa [I/koMOuHanuo0 GIOKAaTOPOB peLenTopoB aHruoTeHsuHa Il u HempuiM3uHa
uaruoutopa (APHU) (88,3 %), Oera-anpenoomokatoper (94,7 %), aHTaroHUCTHI
MUHEPATIOKOPTUKOMAHBIX perenTopoB (71,3 %) u auyperuxu (95,0 %). Beero 1863 mauuenra
ObUIM paHIOMHM3UPOBAHBI 7S oy4YeHus smnariaudaosuna 10 mr (rutanedo: 1867) u HaxoImInch
non HabmoaeHneM ¢ Menuanoit B 15,7 mecsitieB. Mccnenyemast momynsnus cocrosiia u3 76,1 %
MyX4uH U 23,9 % >KeHIIUH, CpeIHU BO3pacT cocTaBisil 66,8 roga (muamnaszoH: 25-94 rona),
BO3pacT 26,8 % manuenToB coctaBisii 75 net u 6onee. 70,5 % uccneayemMoil momyasaiuu ObLTH
JUIAMK €BpoIieonIHoN pacsl, 18,0 % — MoHrosonaHou pacsl 1 6,9 % — HErpOMAHOM pacsl WK
appoamepukanuamu. I[lpu  pangomumzamuu 75,1 %  MAnMEHTOB  COOTBETCTBOBAIU
¢dyukuonanbHoMy Kiaccy Il mo knaccudukannu NYHA, 24,4 % — xnacey Il u 0,5 % — xnacey
IV. Cpennee 3nauenue ®BJIXK cocrasnsio 27,5 %. B Havane uccienoBaHus cpeHee 3HaU€HUE
CK® cocrapnsuio 62,0 mn/mun/1,73 M?, a Me[luaHa COOTHONICHHUS aTbOYMHUH/KPEaTHHHH B MOYE
(CAKM) — 22 wr/r. Ilpumepno y monoBuHbl mnanueHtoB (51,7 %) CK® cocraBmsna >
60 v/mMun/1,73 M2, y 24,1 % — ot 45 no < 60 mu/mur/1,73 M% y 18,6 % — ot 30 mo <
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45 mn/vun/1,73 M2 my 53 % — or 20 mo <30 wmua/mumn/1,73 Mm% Dmmarmudnosun
IPOIEMOHCTPUPOBAJ MPEBOCXOACTBO 10 CPABHEHHIO C IJIaie00 B CHMYKEHUHU PUCKA CepACYHO-
COCYJIMCTON CMEpPTH WJIM TOCIUTAIU3AIMK IO TOBOAY cepaedyHoi HepoctarouHocTu (OP 0,75,
95 % AU (0,65; 0,86), p<0,0001). Kpome Toro, smmarau¢io3uH 3HAYMMO CHUYKAI PUCK
rocrnuTanu3anuu (IepBol U MOBTOPHBIX) IO MOBOAY cepAedHoi HepoctaroyHoctu (OP 0,70,
95 % N (0,58; 0,85), p = 0,0003) u 3naunmo 3amennsn cHmwkeHne CK® (pasnumna mexmy
rpynnamu nedenus 1,73 mu/mun/1,73 M? B mons3y smnarauduosuna, p < 0,0001). Pe3ynbrarsl B
OTHOIICHUH TEPBUYHOW KOMOMHUPOBAHHON KOHEYHON TOYKM B LIEJIOM COOTBETCTBOBAIH
oTHouleHut0 puckoB (OP) menee 1 B mpeaBapuTENbHO OMPEACNICHHBIX MOArPYINaxX, BKIOYas
narueaToB ¢ XCH ¢ C/12 u 6e3 Hero, ¢ HapymeHrneM (yHKIUHU modek (co camkernrnem CK® mo
20 mn/Mun/1,73 M%) u 6e3 Hero. Bo Bpems Tepanuu cHmkenne CK® B quHAMUKE TIPOMCXOIHIO
MeJIEHHEee B TpYIIe dMIariugIio3nHa o CpaBHEHHIO C TPYIION iamnedo.

Tepanust smmaraugo3uHoM B 1o3e 10 Mr 3HaYUMO yMeHbIIana cKopocTh cHmkeHus: CK®, u
JTaHHBIA 3¢ ¢deKT ObUT OAHOPOAHBIM BO BCEX IMPEIBAPUTEIBHO ONPEACICHHBIX MOATpynmax. Y
MAIMEHTOB, MOJYyYaBIIUX ASMOAraudiIo3uH, oTMeudanu HadainbHoe cHibkeHue CK®, koTopas
MPAKTUYECKH BO3BpallajiaCh K MCXOJHOMY YPOBHIO TOCJIE MpEKpalleHus JEYeHHUs, YTO
CBHUJIETEJICTBYET O TOM, 4TO ocTpbie n3meHeHuss CK® mon BnusHuEM smnariu@io3nHa MOTYT
OBITH 00YCIIOBIIEHBI TEMOIMHAMHYECKUMH N3MEHEHHSIMU.

PannomusupoBanHoe, 1BOMHOE cliernoe, mianedo-koHTponupyemoe uccinegoranue (EMPEROR-
Preserved) Ow110 nmpoBeneno ¢ ydactueM 5988 manuentos ¢ XCH (pyHkumnoHanbHbIe Kinacchl 11—
IV no knaccuduxammu NYHA) u coxpanennoit ®BJDK > 40 % i oueHku 3¢ ¢GeKTHBHOCTH U
0e30macHOCTH HpuUMeHeHus: smnariaudio3uHa B go3e 10 mr 1 pa3 B CyTKHM B JONOJHEHHE K
CTaHJApTHOW Tepanuu. [lepBMYHONM KOHEYHOM TOYKOM SBJISUIOCH BpeMs JO IEpPBOTO
MOATBEP)KJIEHHOIO CiIy4asl CEepAEeYHO-COCYJUCTOM CMEpPTH WM TOCHMTAIU3ALUU [0 IOBOAY
cepAeyHON HeI0CTaTOYHOCTH. B KauecTBe BTOPMUHBIX KOHEUHBIX TOUEK ObUIM BKJIIOUEHBI o01Iee
YHCIIO CITy4aeB rOCIMUTANIN3aIHI 110 TOBOAY CEpACUYHON HEAOCTATOYHOCTH (IIEPBOM U TOBTOPHBIX)
U HakJIOH KpuBoi n3MeHeHUs1 CK® oTHOCHTENBbHO UCXOAHOTO ypoBHA. B Hauane uccnenoBaHus
teparusi XCH Brmrouana wHruOutopel  AIID/GrokaTopbl  penenTopoB aHTHOTEH3WHA
[I/komOuHaIMIO 6J0KaTOPOB penenTopoB aHrnoTen3uHa Il u Henpunusuna naruéutopa (APHIN)
(80,7 %), 6eTa-anpenobokatops (86,3 %), aHTAarOHUCTH MUHEPATTIOKOPTUKOUIHBIX PEIICTITOPOB
(37,5 %) n muypetuxu (86,2 %). Becero 2997 manuieHTOB OBITH paHIOMU3UPOBAHBI IS TIOTYICHUS
smnarnudiosuna 10 mr (mnane6o: 2991) u HaXxoAMIUCH MOJ HAONIOJEHHWEM C MEIHaHOW B
26,2 mecsma. Mcenemyemast momyJasius coctosiia u3 55,3 % myxuus u 44,7 % KeHIINH, CpETHUHA

Bo3pacT coctasisn 71,9 roma (amanazon: 22—100 ser), Bo3pact 43,0 % MaMeHTOB COCTaBIISLI
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CEPTHOMY OTUETY

75 net u 6onee. 75,9 % uccnexyemMoii moMyJIsiiuy ObLUTH JTUIIAMH €BPOTICOUTHON packl, 13,8 % —
MOHTOJOUAHON packl U 4,3 % — HerpougHOU pacwl/adppoamepukaniiamu. Ilpu pangomuzanu
81,5 % mauuenToB cooTBercTBOBaMM Kiaccy 11 mo Hero-HMopkekoii knaccupuxarmu (NYHA),
18,1 % — xmaccy III u 0,3 % — xmaccy 1V. Ionymsuus ucciaenoBanus EMPEROR-Preserved
BKiouana manueHtoB ¢ ®BJDK <50 % (33,1 %), ¢ ®BJIK ot 50 mo <60 % (34,4 %) u
OBJIK>60 % (32,5 %). B nauane uccinenoBanusi cpennee 3HaueHue CK® cocramisio
60,6 Mn/mMun/1,73 M2, a meqmana CAKM — 21 mr/r. [IpumepHO y monoBHHBI HanueHToB (50,1 %)
CK® cocrapmsina > 60 mi/mun/1,73 M2,y 26,1 % — ot 45 no < 60 mu/mun/1,73 M2, y 18,6 % — ot
30 go < 45 mu/mun/1,73 M2 uy 4,9 % — or 20 go < 30 mu/mun/1,73 M2, Dmmarmudnosun
IIPOIEMOHCTPUPOBAJ MPEBOCXOACTBO 10 CPAaBHEHUIO C IUIAie00 B CHM)KEHUHU PUCKA CepACYHO-
COCYAMCTON CMEpTH WJIM TOCIUTAIN3AIUU [0 MOBOJY cepaeuHoil HepoctatouHoctu (OP 0,79,
95% AU (0,69; 0,90), p<0,0003). Kpome Toro, smmarau¢io3uH 3HAYMMO CHHYKAI PHUCK
FOCIUTAIM3AIMU TI0 TIOBOAY CEpPACUYHOM HemocTaTouyHocTH (mepBoil u moBTOopHBIX) (OP 0,73,
95 % AN (0,61; 0,88), p = 0,0009) u 3naunmo 3amemnsin cHwkeHne CK® (pa3Huma mexmy
rpynmnamu nedenus 1,36 ma/mun/1,73 M2 B nons3y smMnarauduosuna, p < 0,0001). PesynsTars! B
OTHOIICHUHU TEpPBUYHOH KOMOWHUPOBAHHON KOHEYHOM TOYKM OBUIM CONOCTaBUMBI B
MpEeABAPUTEIILHO ONpeeieHHbIX mnoarpynmnax — He3aBucuMo ot DBJDK, namuuus CH2 u
dyskmun mouek (10 CK® 20 mn/mun/1,73 m?). Bo Bpems Tepanuu cHmkeane CK® B muHamuke
IPOMCXOIWIIO MEIJICHHEE B TpyIIe SMOariu(io3MHa MO0 CPaBHEHHWIO C TPYIIOW ranedo.
Tepanus smnarnudao3suHoM B go3e 10 Mr 3HaYMMO yMeHbIana ckopocTh cHikeHusi CK®, u
TaHHBIA 3¢ (deKT ObLT OJHOPOIHBIM BO BCEX MPEABAPUTENHHO OINPEAETCHHBIX MOATpYMax. Y
MAIUEHTOB, IMOJYYaBIIAX SMIArTU(IO3WH, OTMedann HavaiabHoe cHrbkeHne CK®, koTtopas
MPAKTUYECKH BO3BpaIiajiaCh K WCXOJHOMY YPOBHIO TIOCIE MPEKPAMICHUS JICUCHHS, YTO
CBUJIETENBCTBYET O TOM, uTO ocTpble u3meHeHuss CK® non BiausHHEM SMnaraudao3nHa MOTYT
OBITH 00YCIIOBJIEHBI T€MOIMHAMUYECKUMHU U3MEHEHUSIMHU.

XpoHuueckas 60ne3Hb nouex

Panmomm3upoBanHoe JIBOWHOE ciernoe Ta1e00-KOHTPOIUPYEMOe UCCIIC/IOBAHHE
smmnariudiaozuna B 1o3e 10 mr 1 pa3 B cytku (EMPA-KIDNEY) 6but0 mpoBeieHO ¢ ydacTueM
6609 mnamuentoB ¢ XBII (pCK® >20 — <45 mn/mun/1,73 2% umn pCKd >45 —
< 90 m/mMun/1,73 M®> ¢ CAKM (A/Kp moum) >200 MI/T) 11 OIEHKH CepAeYHO-TIOUeUHBIX
MCXOJIOB B KAUECTBE JIOMOJTHEHUS K CTAHIAPTHON TepaIuu.

Pa3pemmanocs MmpomoKUTH JieYeHHWE Yy TAIMEHTOB, HAXOAAIIUXCS Ha auanu3e. llepBuyHOMN
KOHEYHON TOYKOH ObUIO BHIOPAHO BpEMS JO MEPBOTrO MOSBICHHS MPU3HAKA MPOTPECCUPOBAHUS

3aboneBanus nouek (ycroitunBoro cHmxeHuss pCK® nHa >40% oT MOMEHTa paHAOMHU3ALINH,
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ycroitunsoro pCK® < 10 m/mMun/1,73 M%, TepMUHATBEHON CTA[UH OYEYHOH HETOCTATOYHOCTH
WIM TI0YEYHOW CMEpTH) WIH CEpIECYHO-COCYAUCTON cMmepTu. /[lpyrue mnoarBepxaaromue
KOHEYHbIE TOYKHM BKIIIOYAIM TOCHUTAIM3ALMIO MO JI000H NMpuYMHE (TMEPBYI0 U MOBTOPHYIO),
NEPBYIO FOCMUTAIU3AMIO 10 IPUYUHE CEPACYHON HEOCTATOYHOCTH WU CEPIICYHO-COCYAUCTYIO
CMEpPTh, a TAKXKE CMEPTh 10 000N npuuuHe. ba3oBas Tepamus BKIOYala COOTBETCTBYIOLIEE
npumenenne unruouropa PAC (85,2 % wunruburoper AII® wumm OGnokaTtop peunenTopoB
AHTUOTCH3WHA).

B o6meti cnoxxnoctr 3304 manueHTa ObLINM paHIOMHU3UPOBAHBI IS IMpUeMa 3Mnarindio3una B
no3e 10 mr (mane6o: 3305) 1 HaxoIUIHCh O HAOII0IeHHEM B cpefHeM 24,3 mecsia.
Hccnenyemas momyisiiust coctosiia u3 66,8 % mysxuuns u 33,2 % KESHIIUH CO CPETHUM BO3PACTOM
63,3 roma (mmamazon: 18-94 roma), 23,0 % Obutm B Bo3pacte 75 ner u crapme. 58,4 %
UCCIIEyeMON TOMyJsuM ObUIM TNpEACTaBUTEISIMU  €BpOIeouaHoi pacel, 36,2 % —
MOHTOJIONTHOH packl U 4,0 % — HerpouIHO# packl/appoamMepruKaHIIaMu.

Ucxomao cpenansis pCK® cocrasmama 37,3 wmm/mun/1,73 Mm%, y 21,2% mnanmeHTOB
pCK® > 45 mn/mun/1,73 M2, y 443% or 30 go <45 mn/mun/l,73 M° U y 345% -
< 30 mu/mMun/1,73 M?, B ToM uncie 254 mammenta ¢ pCK® <20 mun/mun/1,73 Mm% Menuannoe
3nayenne A/Kp B moue cocrasisuio 329 mr/r, y 20,1 % nauuentoB A/Kp B moue < 30 mr/t, y
28,2 % A/Kp B Moue ot 30 1o <300 mr/ruy 51,7 % A/Kp B Mmoue > 300 mr/t; y 41,1 % nmanuenToB
noka3arenb A/Kp B moue cocraBisn <200 wmr/r. IlepeuunbiMu npuunHamu XBII Obuin
nuabernyeckass Hedpomnartus/auadberudeckas Oone3np mouek (31 %), rmomepynspHBIE
3a0o0JeBaHus (25 %), TUIEPTOHNYECKAs/PEHOBACKYIIpHAst 00J1e3Hb (22 %) "
Npyrre/Hen3BecTHbIC 3a00eBanus (22 %).

OMnarnu@ao3uH NpoAEMOHCTPUPOBAT MPEUMYIIECTBO B CHUKEHHM PUCKA MPOrPEeCcCUPOBaHUs
XBII unm cepaeuHo-cocynucToit cMeptu Ha 28 % no cpaBHeHuto ¢ mianebo (OP 0,72, 99,83 %
AU ot 0,59 no 0,89, 3nauenne p < 0,0001). B mpenBaputenbHO 3ariaHUPOBAHHOM aHAIN3e
JIeYeHUE SMIArU(IO3UHOM CHUXalo pHUCK TepmMuHanbHOM craguun XbBII wnm cepreuno-
cocyaucroit cMeptu Ha 27 % mo cpaBHenuto ¢ tare6o (OP 0,73, 95 % AU ot 0,59 no 0,89,
HoMuHasbHOE 3HaueHue p = 0,0023). Kpome Toro, sMnarnugino3uH 3HAYUTEIHHO CHUXKAI PUCK
TOCTIUTATH3AINH TI0 JF000i mpu4rHe (MepBOii U MOBTOPHOI) Ha 14 % 1Mo cpaBHEHHUIO C TUIAIe00
(OP 0,86, 99,03% AU ot 0,75 no 0,98, 3Hauenue p = 0,0025).

PesynapTarel ans  mepBUYHOM KOMOMHUPOBAHHOM KOHEYHOW TOYKM B LEJIOM  OBLIH
COTJIACOBAaHHBIMH BO BCE€X IMPEABAPUTENHHO OINPEACTICHHBIX MOATPYINAX, BKIOYas KaTeropuu
pCK®, ocnoBuyto mpuunny XBII, cratyc nuabera unu (oHOBOE MPUMEHEHHE MHTHOMTOPOB

penuH-anruoten3nHoBoit cucremsl (PAC). [IpenmyinecTsa JiedeHus ObUTH 00JIee BRIPAKCHHBIMU
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y MaIMeHToB ¢ 00Jee BELICOKUM YPOBHEM albOyMHUHYPUH.

OMnarau@uo3suH  3aMmeissin  ckopocTh  cHkeHuss pCK®d B rTeyenme Troma  Ha
1,37 m/mun/1,73 m?/rox (95 % JU 1,16, 1,59) mo cpaBHeHHIO ¢ IUIane6o0, OCHOBBHIBASCH HA
IpeBapUTENIbHO OIpeaeeHHOM aHaiu3e Bcex u3Mepenuii pCK®, momydeHHBIX HayuHas C
BU3WTA, TPOBEICHHOTO dYepe3 2 Mecsla OT Hadala HMCCIEJOBAaHUSA, 10 3aKIIOYUTEIHLHOTO
KOHTpOJBbHOTO BU3uTa. Habmromaemblit 2pQeKT ObLI MOCTOSHHBIM BO BCEX IPYMIAX MallUCHTOB
HE3aBUCUMO OT anbOymuHypuu, 3HaueHuid pCK® wnmm craryca awmabera. DTH J1aHHBIC
JOTIOTHUTEIbHO TOATBEPXKIAIOT BBIBOJA O TOM, YTO HMMArIU(IIO3UH TaKKe MOXKET ObITh
3 PEKTHBEH y MAIIEHTOB C MEHEE BBIPAKEHHOHN allbOyMHUHYpUEH.

JIeT’ ¥ OAPOCTKU

Knuanueckyro 3¢ ¢dekTuBHOCTh U 0€30MacHOCTh 3Mmarauduio3uta B 03¢ 10 Mr ¢ BO3MOXXHBIM
YBEJIMYEHUEM JI03bI 10 25 MT' M JIMHATJIMIITHHA B J103€ 5 MI' OJTUH pa3 B CYTKU UCCIIEOBAIN Y JeTeH
u nnoapoctkos ¢ C/12 B Bo3pacte ot 10 10 17 j1eT BKIIOUUTETBHO B PaHI0MU3UPOBAHHOM JIBOMHOM
cienoM Iutanebo-koHTpoiaupyemoM uccienoanuu (DINAMO) B mapamienbHbIX Tpynnax B
TedyeHue 26 HeJenb ¢ MOCIEAYIOIIMM IEePHOJOM OLEHKH 0E€30MacHOCTH aKTHBHOI'O JICUEHHs B
JIBOMHOM CJIETIOM pPeKUME 110 52 Helelb.

Bcero 157 nmaumenTtoB nosydanu smnarindiaosud (10 mr win 25 mr; N = 52), nMHarnunTuH
(N = 52) unu rtare6o (N = 53). Ba3oBas Tepanus B KauecTBE JOMOJIHEHHS K TUETE U (PU3HUCCKUM
yopaxHeHUsM Bkitouana MmetrgopmuH (51 %), komObunanuo mergpopmuna ¢ uacyiusom (40,1 %),
uHcynuH (3,2 %) wnu orcyrcTBoBana (5,7 %). McxonHo cpenHuil ypoBeHb TTTUKHPOBAHHOTO
remorio6una (HbA1c) cocrasmsin 8,03 %. Mccnenyemas nomyssiuus cocrosuia u3 38,2 % MyK4uH
u 61,8 % >XeHIMH, CPeTHUIN BO3pACT MAalUEHTOB cocTaBisul 14,5 ner (auanazon: 10 — 17 ner);
[Tatiuents! B Bo3pacte 15 net u crapimie coctaBisuin 51,6 % uccnenyemoii nonynsuun, 49,7 %
ObUIM TPEJCTaBUTESIMA €BPONEOUAHON packl, 5,7 % — moHromougHou pacel u 31,2 % —
HErpouIHOM packl u adpoamepukanuamu. Cpenauit UMT cocrapisit 36,04 kr/m2, cpeanss macca
Tena — 99,92 xr. B wuccimemoBanme DINAMO BiIIOYald TOJBKO MAlMEHTOB C
pCK® > 60 mun/mun/1,73 M2,

OMnariauQo3uH IpeBOCXoIuI aredo B cHukeHuu ypoBHs HbA ¢ o cpaBHEHHUIO € UCXOTHBIM
YPOBHEM J10 KOHIIa 26 Heaenu (epBUYHas KOHEYHas TOUKa) He3aBUCHUMO OT HEOTII0KHOM Teparnuu
WM TIpeKpaleHus aedenus. Kpome Toro, nedenre sMnaringruo3uHOM NPUBOANIIO K KIMHUYECKU

SHAYUMOMY CHMXKXCHHIO YPOBHS I''TFOKO3EBI B IJIa3M€ KPOBH HATOMIAK.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

dapmakoKMHETHKA SMIarIu(Io31Ha Oblila BCECTOPOHHE U3yUYeHa Y 370POBBIX JOOPOBOJIBIIEB U Y
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namueHToB ¢ C12.

AOGcopouus

OMmnarnuguiosuH TOcie MpHueMa BHYTPh OBICTPO BCachIBAJICS, MAaKCHMallbHAs KOHLIEHTPALUS
smmaraudao3nHa B miazMe KpoBU (Cmax) JocTHranace uepe3 1,5 vaca. 3aTeM KOHLEHTpauus
sMmmariu(iIo3uHa B IJIa3Me CHIXKalach B JBe (aspl: ¢ ObicTpol (a3oil pacrpeneneHuss U
OTHOCHUTEIIEHO MEJIJICHHON KOHEYHOU (a3oii.

[Tocne mpuema sMnarnudao3uHa B 03¢ 25 Mr 1 pa3 B CyTKH CpeaHssl BEJIMYMHA TUIONIA TN O
KpuBoi «koHUeHTpauusi-epems» (AUC) B mepuoji paBHOBECHOH IUIa3MEHHON KOHIICHTPALMU
cocrasisuia 4740 umoins X gac/a, a BenudruHa Cmax — 687 HMOIIB/I.

dapmMakOoKHHETHKA SMIAarIi(I03UHA Y 3J0POBEIX J0OpOBOIbLEB U y nanuenToB ¢ C/I2 Obuia, B
IIeJIOM, aHAJIOTHYHOM.

[lppuem mnumM He OKas3bIBaeT KIMHUYECKM 3HAYMMOTO BIHMAHUS Ha (PapMaKOKUHETHKY
sMHaraugIo3nHa.

Pacnpenenenne

Kaxymmiics o0beM pacrpeleliecHus B TIEpUOJ] PAaBHOBECHOW IUIa3MEHHOW KOHIICHTPAIUU
cocraBiisi  mpumepHo 73,8 smtpoB. Ilociae mepopalibHOrO TPUMEHEHHUsS  3J0POBBIMHU
n06poBoIBIAMH MedeHoro smmaraudnosuna [4C] cBs3pIBaHME ¢ GEIKAMH TIA3Mbl COCTABIISIIO

86 %.

buorpaucdopmarms

OcHOBHOW NyTh MeTaboiM3Ma 3MIarIu(Io3uHa y 4eJoBeKa — IIIIOKYPOHUAALUS C y4acTHEeM
ypuauH-5’-nmudocho-rmoxyponosmirpancpepaz UGT2B7, UGTI1A3, UGT1A8 u UGTI1AO9.
HaunbGonee yacto BbIABIsIEMBIMA META0OIUTAMH AMIArIU(IIO3UHA SBISIFOTCS 3 TIIOKYPOHOBBIX
koHbtorata (2-0, 3-O u 6-O rmoxyponua). CHCTeMHOE BIMSHUE KaXKI0TO METabO0JINTa HEBEIUKO
(menee 10 % ot o011ero BIMSHUS SMIArIU(IO3UHA).

OIMMUHAIMA

[Mepuon momyssiBenenus (T12) cocraBmsn npumephno 12,4 uaca. B cioyuae npumeHeHHs
smmariudiao3uHa 1 pa3 B CyTKM paBHOBecHas ria3meHHas KoHueHTpamus (Css) JOCTUTanach
nocie naToil no3bl. Ilocne TepopanbHOrO HNpUMEHEHHs MedeHoro smmariudnosuHa [MC] y
3JI0POBBIX JOOPOBOJBIIEB BHIBOJIMIOCH MpUMEpHO 95,6 % mo3bl (uepe3 kumedHuk 41,2 % u
noukamu 54,4 %). Uepe3 kuiieyHUK OoJibllIasi YacTh MEUEHOTO Ipernapara BBIBOAMIACH B
Heu3MeHeHHOM BHjie. [loukaMu B HEM3MEHEHHOM BH/JIE€ BBIBOJIMIACH TOJIBKO MTOJIOBUHA MEUEHOTO
npernapara.

(I)aDMaKOKI/IHCTI/I‘-ICCKaH-d)aDMaKOHI/IHaMI/I‘{eCKaﬂ 3aBUCHUMOCTD

IToyeyHast HETOCTATOYHOCTD
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Y NalueHToB ¢ MOYeYHOH He0CTaTOYHOCTHIO Jlerkoii (60 < CK® < 90 mi/mun/1,73 m?), cpeaneit
(30 < CK® < 60 mn/mun/1,73 m?), tsxenoit (CK® < 30 mn/mun/1,73 M?) cTeneHu TSKECTH U Y
NAllMeHTOB € TEPMHUHAIBHOM cTaaueidl mouedyHol HemocrarouHocTd 3HaueHus AUC
sMnarnuIo3uHa YBeITUYUBAIUChH, COOTBETCTBEHHO, puMepHo Ha 18 %, 20 %, 66 % u 48 % no
CpPaBHEHHMIO C NAaIMEHTAaMH C HOPMaJIbHOM (yHKIMEH MouYeK. Y NaIlHMEeHTOB C TOYEYHOH
HEJOCTATOYHOCTBIO CPEAHEH CTENEHU TSKECTH Wy MALUEHTOB C TEPMUHAIBHOW CTaauen
[IOYEYHOW HEJOCTAaTOYHOCTH MAaKCHMajbHas KOHLEHTpaluus sMOariv@iao3uHa B Iula3Me Obuia
CXOJ/IHA C COOTBETCTBYIOLIMMM 3HAUYEHUSIMM y NAlMEHTOB C HOpMaJbHOW (QyHKUMEH mouek. Y
NAIMEHTOB € TOYEYHON HEJOCTATOYHOCTBIO JIETKON U TSDKEJION CTENEHU TSHKECTU MaKCUMallbHasI
KOHIICHTpalus sMraringiao3uHa B 1miazme Obuia npuMepHo Ha 20 % BbIlIe, YeM Yy MalueHTOB ¢
HOpMalibHOW (yHKIMEH mnouek. JlaHHBbIE MOMYJSAIMOHHOIO (hapMaKOKMHETHYECKOrO aHalu3a
[OKa3aJid, 4TO OOIIMH KIMpeHC sMmariudio3nHa yMeHbluancsa no mepe cHumxenus CK®, uto
IIPUBOJMIIO K YBEJIIMYEHHUIO BO3AEUCTBUSI ITpernapara.

IIeueHoUHAs HEAOCTATOYHOCTD

VY MmanueHToB ¢ MeYEHOYHOW HEeIOCTAaTOYHOCTHIO JIETKOM CTETeHU, CPEIHEN TSHKECTH U TSKEIOon
crerienn (cormacHo knaccudukanuu  Yaina-Ileto) 3navenus AUC  smmarnudiosnna
YBEITUYUBAINCh, COOTBETCTBEHHO, mpumepHo Ha 23 %, 47 % u 75 %, a 3HaueHus Cmax,
COOTBETCTBEHHO, IpuMepHO Ha 4 %, 23 % u 48 % (110 cpaBHEHUIO C NMalUEHTaMHU C HOPMAJIbHOM

byHKIMEH eyeHu).

Macca Tena, ImoJi, paca M BO3pacT

WNupexc maccel Tena, Mo, paca U BO3pacT HE OKa3blBaJIM KIMHUYECKH 3HAUMMOTO BIUSHUS Ha
(bapMaKOKMHETUKY SMIarin@Io3nHa.

JleTH ¥ TOAPOCTKH 10 18 ner

®apMaKOKMHETUKY M (papMaKOJAMHAMUKY OJHOKpPATHBIX 7103 sMmariaudiosuHa (5 mr, 10 mr u
25 Mr) msydanu y nereid u moapoctkoB ¢ CJI2 B Bo3pacte oT 10 mo 17 nmeT BKIFOYUTETHHO.
HaGnromaemast  ¢apmakokuHeTHMKa U (hapMakOKMHETHKa-(hapMakoAMHAMUKa (BBIBEJCHHE
TJIFOKO3bI ¢ MOYOH) Y B3pOCIIBIX M JIeTel ObUIN COMOCTaBUMBI NP yUeTe 3HAUMMBIX KOBapHar.

®apMaKOKMHETUKY U (hapmakoanHaMuKy (n3meHeHne HbAlc oTHOCUTENbHO MCXOAHOTO YPOBHS)
smnarnugiao3nHa B 103¢ 10 Mr ¢ BO3MOXHBIM YBEJTUYEHHUEM JI03bI 10 25 MI M3y4alld y JAeTed u
nmoaApocTKoB B Bo3pacte oT 10 mo 17 met ¢ C/12. Habmomaemasi 3aBUCUMOCTD SKCTIO3UIUS-OTBET
ObUIa B IIEJIOM COTIOCTaBUMA Y B3pOCHbIX, JeTel U moapocTKoB. [IpreM smmarnugio3nHa BHYTpb
OpuBel K HKCHO3MLMU B IMpefenax Auana3oHa, HaONI0aeMOro y B3pOCHbIX MalMeHTOB.
Habmotaemble cpeHie TeoMeTpUYecKre 3HaYeHUSI MUHUMAIbHBIX KOHIIEHTpaluil IpernapaTa u

CpeHME FeOMETPUYECKHE 3HAYECHHsI KOHIIEHTpanuui yepes3 1,5 yaca nociie npuema npemnapara rnpu

28



COOTEBETCTEYET 2K
oT 2o U3 U5

(MOCNEOOBATENEHOCTE

CINEPTHOMY OTUETY

PABHOBECHOM COCTOSIHUU COCTaBJIsUTN 26,6 HMOub/1 U 308 HMOIIB/I U TpreMe SMuarindio3nHa

10 Mr ozuH pa3 B cyTkH U 67,0 HMOJIB/T 1 525 HMOJIB/1 Tpu ipueMe dMIarindao3una 25 Mr oauH

pa3 B CYTKH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

Daoomma, 10 Mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

JlakTO3BI MOHOTHPAT

[emmron03a MEKPOKPUCTAILTHYECKAS
['umipososa (ruapokcunponuiiesuioiosa) (E463)
Kpockapmeinosa narpus (E468)
Kpemuust iMoKcuI KOJITOUAHBIN

Maruus creapar

IInenounas obonouxa

I'unpomeriosa (E464)

Turtana auokcun (E171)

Tanpk

Makporou (nonudtuneHrnukoins) (E1521)
Kpacurens xene3a okcua xentoiii (E172)

HJIM TOTOBOC IJICHOYHOC IMOKPBITUC HACHTUYIHOI'O COCTaBa

Dnosmna, 25 Mr, TabJIETKU, ITOKPBITHIE IUIEHOYHOU 000JIOUKOU

JlakTO3BI MOHOTHIpPAT

[enmrono3a MEKPOKpUCTAIIITHYECKAST
['unpososa (ruapokcumponuineniroao3a) (E463)
Kpockapmemiosa narpus (E468)
Kpemuus 1MOKCHI KOJITTOWAHBIN

Marnus creapat

IInenounas obonouxa

I'unipomeriosa (E464)

Turana quokcun (E171)

Tanpk

Makporoun (monudtuneHrnukons) (E1521)

HJIM TOTOBOC IIJICHOYHOC IMOKPBITUEC UACHTUYIHOI'O COCTaBa
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6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHUs )

3 rozxa.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

He xpanuth npu temmepatype Boie 25 °C. XpaHUTh B OpUTHHAIBHON YIAKOBKE (TTAYKe).

6.5. XapakTep U cojep:kaHHe MEePBUYHOI YIAKOBKH

[To 10 TaGneTok B KOHTYpHYIO siueiKOBYIO ynakoBky u3 miieHku [IBX u ¢onbru amomunueBoi
MeYaTHOM JJAKUPOBAHHOM.

ITo 10, 30 TabieTok B OaHKy W3 IOJUATHIIEHA BBICOKOW IUIOTHOCTH, YKYHOPEHHYIO KPBIIIKON
HAaBMHYHMBACMOW U3 IOJIMIIPOIIMIIEHA C KOHTPOJIEM IIEPBOTO BCKPBITHS CO BCTABKOW U3 CHIIMKArelIs
wid B OaHKy MOJUMMEPHYIO U3 IMOJMITHIEHA HU3KOTO [aBJICHUS, YKYINOPEHHYIO KPBIIIKON
HAaBUHYMBACMON M3 IOJUAITUIEHA HHU3KOIO [ABJICHMS C KOHTPOJIEM IIEPBOTO BCKPBITHS IS
JIEKApCTBEHHBIX CPEJCTB.

Jlomyckaercsi BKIaAbIBaTh B 0aHKY MaKeT-OCYIIUTENb (CUIMKAresib) W/WIN BaTy MEAUIUHCKYIO
TUTPOCKOITHYECKYO.

Onny Oanky wuiaM 1, 3 KOHTYpHbIE SUEHKOBBIE YNAKOBKM BMECTE C JIMCTKOM-BKJIaJbILIEM

MNOMCIIAIOT B MTAYKY U3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTHM NPHM  YHUUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPUMEHEHUs
JIEKAPCTBEHHOT0 Mpenapara, v pyrue MaHuIMyJIsiiHU ¢ NpenapaTom

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccniickas @enepanvs

000 «ITPOMOME/] PYC»

Anpec: 129090, r. MockBa, npocriekT Mupa, om 13, ctpoenue 1, oduc 13
Tenedon: +7 (495) 640-25-28

DJekTpoHHas noyrta: reception@promomed.pro
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7.1. Hpe):[CTaBI/ITe.]'[L ACPKATEIA PETUCTPALUOHHOIO YI0CTOBEPECHUA

[Iperen3un HOTD66I/IT€JICI71 HaIpaBJIATh 110 aApECy:

Poccuiickas ®@enepanus u Pecniybianka ApMeHus

000 «ITPOMOME/I PYCy», Poccus

Anpec: Poccuiickas ®enepauus, 129090, r. Mocksa, npocnekt Mupa, nom 13, crpoenue 1,
oduc 13

Tenedon: 8 800 222 95 63; 8 800 777 86 04 (KpyrI0CyTOUHO)

Dnekrtponnas moyra: hot_line@promomed.pro, armenia@drugsafety.ru

Keipreisckas PecniyOmmka:

OcO0 «IACME»

Anpec: Koipreisckas Pecriyonuka, 720040, r. bumkek, yin. Tokroryna, a. 108
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyrimocyTouno); + (996) 703-699-466
Onekrponnas nmoura: hot_line@promomed.pro, pv@dasmed.kg

Pecny6nuka benapycs:

000 «MEATEXITPOM»

Anpec: Pecniyonuka benapycs, 220118, r. Munck, yin. Mamunoctpourenei, 1. 29, nom. 1
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (xpyrinocyrouHno); + (375) 17-336-04-51, + (375) 17-
336-04-20

Onekrponnas mouta: hot_line@promomed.pro, belarus@drugsafety.ru

Pecniybnuka Kazaxcran:

TOO «Decalog» (IEKAJIOT)

Anpec: Peciybnuka Kazaxcran, 050050, r. Anmatsl, ya. ['maszyHoBa, 41A-4
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (xpyrmocytouno); +7 (701) 731-52-18

Onekrponnas moura: hot_line@promomed.pro, decalog@list.ru
8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
9. TATA NEPBUYHOMN PEIMCTPAIIMM (IIOATBEPXKJIEHWS PETHCTPAIIUMH,

INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:
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10. JATA HEPECMOTPA TEKCTA

OO61as xapakTepucTUKa JeKapcTBeHHOTo npenapara dnosmma g0cTynHa Ha HHGHOPMALMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTo CO03a B MH(GOPMAIMOHHO-KOMMYHHUKAIIMOHHONW CEeTH

«uTepuer» http://eec.eaeunion.org/.

32



