COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 15.09.2025 N2 23126

(NCCNEOOBATENEHOCTE 0006)

OBILIASA XAPAKTEPUCTHUKA JI

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

BonbTapen, 25 Mr, Cynino3uTopyun peKTaabHBIE.
Bonbrapen, 50 Mr, cynno3uTopun peKkrajibHbIe.

Bonbrapen, 100 mr, cynno3uropun peKTajibHbIE.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleiicTByIOIIEE BEIIECTBO — AUKIO(EHAK HATPHSL.

1 cynno3utopuii peKTanbHbI (25 Mr) COAEPKUT 25 MI' TUKIIO(QEHaK HATpuS,

1 cynnosuropuii pextanbhblil (50 Mr) conepxxut 50 Mr qukiopeHak HaTpus,

1 cynnosutopuii pextanbhblil (100 mr) cogepxut 100 Mr qukinodeHak HaTpusi.

[TonHbIii IepeyeHs BCIIOMOTAaTEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

Cynmno3uTopuu peKTajbHbIE.
Ot 6enoro 0 0enoro ¢ KeITOBAaThIM OTTEHKOM I[BETa TOPIEA000pa3HOil (OPMBI CYNIIO3UTOPUU

C IJ1aJIKOM WJIM CJIeTKa HEPOBHOM MOBEPXHOCTHIO, CO CIIA0BIM XapaKTEPHBIM 3aIIaXOM.

4.  KIMHHUYECKHUE JAHHBIE

4.1 Tloka3aHusi K NPUMEHEHHIO

[Ipenapat BonbrapeH noka3zaH K IPUMEHEHHUIO Yy B3pOCIbIX (U1 103upoBoK 25 mr, 50 mr u 100
MT), IeTeil B Bo3pacTe oT 6 1o 14 met (ans 1o3upoBKH 25 MT), MOAPOCTKOB B Bo3pacTe oT 14 1o
18 ner (mns no3upoBok 25 mr u 50 Mr) npu:

e BocnanuTenbHble U JereHepaTUBHbIE 3a00JIEBaHUsI OMOPHO-/IBUTATENILHOTO amnmapara, B
TOM YHUCIIE:

- PEBMaTOWIHBI}, FOBEHUJIHBIN XPOHUYECKUI apTPUT;
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- AaHKWJIO3UPYIOIIHUHA CTIOHIAITUT U IPYTHE CIIOHATTOapTPOTIaTHI,

- 0CTE0apTPO3;

- IOJJarPUYECKUI apTPUT;

- OypCHUT, TCHOBaruHUT.

e boneBble CHUHIAPOMBI CO CTOPOHBI TO3BOHOYHMKA (JIFOMOAro, HINUAITHS, OCCAJTHS,
HEBpAJITHs, MHAJITUS, apTPAITHS, PATUKYIIHT).

e [locTTpaBMaTHYECKHI M TOCIICONIEPAIMOHHBIA O0JIEBON CHHIPOM, COIPOBOKIAFOIIIHIACS
BOCITIaJICHUEM, HAIIPUMEDP B CTOMATOJIOTHU U OPTOTIC/IHH.

e  ANBroaucMeHOpes; BOCIAIUTEIbHBIC MPOIIECCHI B MAJIOM Ta3y, B TOM YHUCJIC aIHEKCHT.

e [Ipucrynsl MUTpEHHU.

e HMHpexunoHHO-BOCTANKUTENbHBIE 3a00seBanus JIOP opraHoB ¢ BeIpaKEHHBIM OOJICBBIM
CHUHIPOMOM (B COCTaBE KOMIUICKCHOM Tepanuu): papuHruT, TOH3UIUIAT, OTHT.

N3onupoBanHas TUXOpajaKa He SBJSETCS IMOKa3aHuEM K IPUMEHEHHIO TIperapara.

[IpemapaT npeaHa3zHaveH Ui CHMITOMATUYECKOM Teparnuu, yMEHbIIEHUS! OOIH U BOCTIAJICHUS

Ha MOMEHT IPUMEHEHHUs, Ha IPOTPecCHpOBaHue 3a00JICBaHHS HE BIIUSCT.

4.2 PexuM T03HPOBAHUS M CIIOCOD MPUMEHEHHUS

PexxuMm 103UpOBaHMS.

Jlo3a mpenapara noaoupaeTcs UHAUBUAYAIBHO, P 3TOM C IIEJIbI0 CHUKEHUSI PUCKA PA3BUTHUS
MOOOYHBIX 3(PPEKTOB PEKOMEHJyeTCS NpPUMEHEHHE MHUHUMalIbHOM 3((EKTUBHONW [103bI IO
BO3MOKHOCTH C MAaKCUMaJIbHO KOPOTKUM MEPHOJIOM JIEUEHHS], B COOTBETCTBUU C LIEIBIO JICUECHUS
M COCTOSIHUEM MallMCHTA.

Pexomennyemass HavanpHas mo3a - 100-150 wmr/cyr. B OTHOCHTENBHO JETKHX CIIydasx
3a005eBaHus, a TAKXKE JIJIS ITTUTEIHLHOM Tepanuu ObIBaeT OOBIYHO T0CTAaTOYHO 75-100 Mr B CyTKH.
CyTouHyto 103y CIeAyeT pa3ieinTh Ha HECKOIbKO MpueMoB. [yt obneryenus HOYHOM 00U MK
YTPEHHEW CKOBAHHOCTU MpernapaT BoabTapeH NPpUMEHSIOT B CYNIO3UTOPUAX PEKTAIBHBIX NEpes
CHOM, B JIOTIOJITHCHHE K MPUMEHEHUIO TperapaTa B BUJIEC TaOJETOK B TEUEHUE AHS; MPU ITOM
CyMMapHO CyTOYHas J103a He JOJKHA npeBslmath 150 mr.

[Ipu nepsuunoit Oucmenopee CyTOUHYIO 103y TOIOUPAIOT WHIWBUIYaJTbHO; OOBIYHO OHA
cocraBiusieT 50-150 mr. HauanpHas mo3a momxkHa coctaBisaTh 50-100 mr; mpu HEOOXOAUMOCTH B

TCYCHHUC HCECKOJIbKUX MCHCTPYAJIbHBIX HHUKJIOB €€ MOXHO IOBBICHTH 10 150 MF/CYT. JleueHue
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clieqyeT HayMHATh IPU TMOSIBICHUU MEPBBIX "CHMATOMOB—DB—SaBMCHMOCTI 0T ANHAMIKI
KJIIMHUYECKUX CUMIITOMOB JIEYEHHE MOKHO IIPOJOKATh B TCUEHUE HECKOJIBKUX JTHEH.

[Ipu npucmyne muepenu nauanpuas go3a cocrasiser 100 mr. [IpenapaT npuMeHsIOT IPH MEPBBIX
CUMNTOMax mpuOIKarmerocss npuctyna. [Ipu HeoOXOoIMMOCTH B TOT K€ JI€Hb MOXHO
JIOTIOJIHUTEIBHO MPUMEHUTH IpenapaT BosbTapeH B peKTalbHBIX CYNMO3UTOpUsX B 1o3e 10 100
Mr. [Ipu HeoOXoIMMOCTH MPOAOKEHUS JISYSHHS B TOCIEAYIOUINE THU CYyTOYHAs /103a Ipenapara

HE JIOJDKHA TpeBbImath 150 Mr (B HECKOIBKO BBEAeHHOCOOBIC TPYIIBI NAIIMCHTOB.

Jluya noscunozo eospacma (> 65 nem)Koppekunu HauaabHOM 03Bl Y MALIUEHTOB B BO3pacTe 65
JeT W CcTapiie, Kak TpaBwio, He TpeOyercsa. OgHako, MCXOAs M3 OOUIMX MEAMIIMHCKUX
COOOpaXKeHHi, CIIeAyeT COOJII0IaTh OCTOPOKHOCTh Y OCJIAOJCHHBIX MOXHIIBIX MAIlMCHTOB WA
MTaLlMEHTOB C HU3KOM MacCcou Tea.

Hayuenmor ¢ 3a001e8aHUIMU cep()etmo-cocy()ucmoﬁ cucmemysl  Ujiu  6bICOKUM — PUCKOM

3a004e6aHUN CePOCYHO-COCYOUCINOU CUCTEMDbL

Cnenyer ¢ 0co00il OCTOPOXKHOCTHIO MPHUMEHATH Mpernapar y MalMeHTOB ¢ 3a00JeBaHUSMU
CEpJICYHO-COCYIUCTOM CHUCTEMBI WJIM BBICOKHMM PHCKOM pa3BUTHS 3a00JIEBaHUN CepaeYHO-
cocymucToi cucreMbl. [Ipr HE0OXOIMUMOCTH UIMTENBHON Tepanuu (Oojee 4 HENENb) Y TaKHX
MalKUEHTOB CIeAYyeT MPUMEHSATD MpenapaT B CyTOYHOU J103€e, He npeBbimaromeid 100 mr.

Hauueﬂmbz C NOYeYHOoU HedoCmMamo4HoCmbio

Her naHHBIX 0 HEOOXOIMMOCTH KOPPEKIMH J03bI IPU MPUMEHEHUH Mpenapara y HalleHToB ¢
HapylmleHUssMM (QYHKIUU I[IOY€K B CBSI3U C OTCYTCTBHEM MCCIEAOBAaHUN 0€30MacHOCTH
IPUMEHEHHMs Tpernapara y MalueHTOB JaHHOM kateropuu. Cremyer coOiIroaTh OCTOPOKHOCTD
IIpYU IPUMEHEHUH Tpenapara y NalleHToB ¢ HapyleHHeM (QyHKIUN TOYeK.

[Ipumenenue mnpenapara y NHalUEHTOB C ModeyHo HepoctaTtoyHocThio (CK®D wmenee 15
Mi/muH/1,73M?), IPOTHBONIOKA3AHO.

Iayuenmoi ¢ neyeHo4YHol HEAOCMamMOYHOCMbHO

Her naHHBIX 0 HEOOXOIMMOCTH KOPPEKLMHU J03bl MPU NPUMEHEHUHU IpenapaTa y HalueHTOB ¢
HapymeHWsIMA (PYHKITUN TICYSHH JIETKOH W CPEIHEH CTENEeHH TSHKECTH B CBS3HM C OTCYTCTBHEM
uccie0BaHui 0e30MacHOCTH MPUMEHEHUS Iperapara y JaHHOM KaTeropuu NalieHToB.
[IpumeHenue mpenapara y MAIMEHTOB C HapyIIEHUSAMH (YHKLIHU TMEYEHU TSKEIOW CTEeNeHHU

IMPOTHUBOIIOKA3aHO.
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eTH
Pexomenayemas no3a npenapara BoyibrapeH cynno3uTopuu y 1eTeil B Bo3pacTe oT 6 JIeT U cTapiiie
Ha JaHHBIA MOMEHT cocTaBisiet 0,5 - 2 MI/KT Macchl TeJia B CYTKH (CYTOUHYIO 103y, B 3aBUCUMOCTH
OT TSDKECTH MPOSIBJIICHUH 3a00JIeBaHMsI, CIICyeT pa3IelnTh Ha 2-3 pa3oBbie 103b1). [1o moka3zaHuio
FOBEHWJIbHBIM pEeBMAaTOMIHBIN apTPUT y JIeTEH B BO3pACTE OT 6 JIET U CTaplle CyTOYHAs 1032 MOXKET
ObITh MAaKCUMAJIBHO yBeJIM4YeHa 10 3 MI/KT (B HECKOJIbKO BBeleHUi). MakcumalnbpHas CyTouHas
no3a — 150 Mr He 10KHA OBITH MPEBBIIICHA.

Cooco0 nmpuMeHeHst

Cynno3utropuu HeoOX0IUMO BBOJUTH B MPSIMYIO KHUIIKY. PekoMeH1yeTcsl MpUMEHSTh Npenapar

IIOCJIC OIIOPOKHCHUA KHIIICYHUKA.

4.3  IIpoTHBONOKA3aHHA

e OO6ocTpeHue A3BeHHOM 00JI€3HU JKeNlyIKa U JBEHAATUIIEPCTHON KUIIKH, KPOBOTEUCHHUS
13 opraHoB xenyaouHo-kumeyHoro tpakta (KKT), nepgopanus opranos XKXKT.

e [ 'unepuyyBCTBUTENBHOCTh K AUKJIOPEHAKY WU K J0OOMY U3 BCIIOMOIaTelbHbBIX BELIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1.

e bepemenHocTh B cpoke 6onee 20 Henenb.

e Kak u apyrue HIIBII (HecTepouaHbie MPOTHBOBOCTIAIUTEIbHBIC IPEMApaThl), Ipernapar
BonbrapeH npoTuBonoka3aH MalnydeHTaM € IMOJIHBIM WM HEMOJHBIM COYETaHHEM OpOHXHATbHON
acTMbl, AHTMOHEBPOTHYECKOTO OTEKa, KPANMBHMIBI, OCTPOTrO PHHUTA, PELMIUBHUPYIOLIETO
IIOJINII03a HOCA WJIM OKOJIOHOCOBBIX Ma3yX M HEMEPEHOCHMOCTH all€THIICAIULINAIOBON KHCIIOTBHI
WM IPYTUX HECTEPOUIHBIX TPOTUBOBOCIIAIUTENBHBIX IIPENapaToB (B TOM YHCIIE B aHAMHE3E).

e Hapymenue (yHKIMHM TEUEHU THKETIOW CTENeHH, mo4yedHas HemocTtaTodHocTh (CKD
MeHee 15 mu/mun/1,73m2), XxpoHuueckas cepaedHas HepoctatrouHocTh (II-IV ¢yHKumonanbHbIi
kiacc no knaccupukanuu NYHA).

e KimHMYecKH MOATBEPKACHHAs HIlleMHyeckast 00JIe3Hb cepaLa.

e 3aboneBaHus nepupepuIecKux apTepuil U COCyI0B TOJOBHOTO MO3Ta.

e HekonTponupyemas aprepuaibHasi THIEPTEH3HSL.

e CocTrosiHUS, COIPOBOXKIAIOLINECS] PUCKOM Pa3BUTHS KPOBOTEUEHUH.

o [loaTBepxaeHHAs THIIEPKATUEMHUSI.

¢ AOpPTOKOpOHAapHOE IIYHTUPOBaHHE (IIEPUOIIEPALIMOHHBINA IEPUONT).



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 15.09.2025 N2 23126

(NCCNEOOBATENEHOCTE 0006)

e BocnanmutenbHple 3a00JI€BaHNS KUIICUHURA (GOMC3HE KpOHa,; SI3BCHABIN KOIHAT) B Pasc

obocTpeHwusI.
e AKTHUBHBIE 3a00JI€BaHUS TICUCHHU.
e [Ipokrtur.
e [lepuon rpyqHOTO BCKapMITUBaHUSI.
e He pekoMeHI0BaHO NMPUMEHEHHE CYNIIO3UTOPUEB B J103€ 25 Mr y AeTeil B Bo3pacTe 10 6

net, 50 mr y gereid B Bo3pacte 110 14 net, B 1o3e 100 mr — y nereit 1o 18 mner.

4.4  QOcobble ykazaHusi 1 MepPbl NPeI0CTOPOKHOCTH TPH MPUMeHEeHH U

C 0CTOPOKHOCTBIO

Ocobvle  ykasamus, obwue 0Nl CUCEMHbIX HECMEPOUOHBIX  NPOMUBOBOCNANUMENbHBIX
npenapamos.

[Ipu npuMeHeHHH HECTEPOUAHBIX MPOTUBOBOCTIANUTENbHBIX TpenapatoB (HIIBII), nezaBucumo
OT TOTO, SIBIISIFOTCSL OHU CeNeKTUBHBIMU MHruouTopamu L{OI'-2 unu Het, B m000€ BpeMsi MOTYT
BO3HUKHYTH SI3BBI JKETYJOYHO-KMUIICYHOTO TPAKTa, KPOBOTEUCHHE WM Nepdoparus Jaxe MpH
OTCYTCTBHM CHMIITOMOB-TIPEJBECTHUKOB WJIM OTSATOLIEHHOIO0 aHaMHe3a. UTOObl CHU3UTH PHUCK
JAHHBIX OCJOXKHEHHH, MpernapaTr cieayeT MNPUMEHSITh B HauMeHblIed 3(QexTuBHON 103e B
TE€YEHHE MUHUMAIBHOTO CPOKA JICUEHUSI.

B xoze nnane6o-KOHTPOIUPYEMBIX UCCIEIOBAaHUI NPU NPUMEHEHUH HEKOTOPBIX CEJIEKTUBHBIX
uHruouTopoB L{OI'-2 ObL1 BBISBIIEH MOBBILIEHHBIH PUCK TPOMOOTHYECKUX CEPIEYHO-COCYIUCTBIX
U 11epeOpOBaCKYJISIPHBIX OCIIOKHEHHUH. B HacTosIee BpeMsi He U3BECTHO, KOPPEIUPYET JIU 3TOT
PHUCK HanpsAMYIO ¢ celeKTUBHOCTHIO oTnenbHbIX HIIBII B otHOImeHnu LIOI'-1/11OI'-2. TTockonbky
COIIOCTaBUMBbIE JJaHHBIE KIIMHUYECKUX UCCIIEI0BAaHUI JAUTEIBHOIO NPUMEHEHUS JUKIO(EeHaKka B
MaKCUMaJbHOW J/103€ OTCYTCTBYIOT, BO3MO>KHOCTb CXOJHOTO TIOBBIIIEHHS PUCKA HCKIIOYHUTH
Heub3s1. J{o Tex mop, moka Takue JaHHbIE He OYAYT MOJTy4YeHbl, Iepe/l IPUMEHEHUEM AUKII0peHaKa
y MalUEHTOB C KJIMHUYECKU MOATBEPKIAECHHONW HIIEeMHUYECKON 00JEe3HBbIO CepAlla, HapylleHHeM
MO3TOBOTO KPOBOOOpAILEHHS, OKKIIO3HOHHBIM 3a00JeBaHUEM MEepUPEpUUYECKUX apTepuil miu
3HAYUMBIMH (paKTOpamMu pucka (Hampumep, apTepuaIbHOW THUIEepTEeH3UEH, TUIEePIUNUIEMUEH,
caxapHbIM JuabeToM, KypeHHEM) CIeIyeT MPOBOJIUTH TIIATEIbHYIO OLIEHKY COOTHOILIEHUS
IOJIb3bl M pHUCKa. BcerencTBue yka3aHHOrO pHUCKa Ipenapar TakKe CIeAyeT HPUMEHSTHh B

HauMeHbIIIEH B(I)(beKTI/IBHOI\/II A03€C B TCUCHHC MUHHUMAJIBHOT'O CPOKaA JICUHCHU .
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K moueunsim sdpdexkram HIIBII oTHOCAT 3antpmiy—KMAKOCTH—C—pasBUTHCM —OTCKa T/ 7T
apTepuaNbHON TUrepTeH3uu. [lo 3Tol mnpuuMHE AMKIOPEHaK CIEAYeT C OCTOPOIKHOCTHIO
NPUMEHSTh Yy NAIMEHTOB C CEPJEYHOM HEJOCTATOYHOCTBIO M JPYTMMHU 3a00JIEBaHUSIMH C
MOBBIIIICHHBIM PUCKOM  3aJePXKKH JKUAKOCTH. [Ipemapar Takke Clenyer Ha3Ha4aTh C
OCTOPOXKHOCTBIO TMAIUCHTaM, KOTOPbIE MPHUHUMAIOT TUYPETUKUA WU UHTUOMTOpHI AIID wmm
MMEIOT MOBBINICHHBIA PUCK THITIOBOJICMHH.

Bonee cepre3Hble MOCHENCTBUS OOBIYHO BO3HUKAIOT Yy TOXKWIBIX JItoJel. Ecnu y manueHToB,
MMPpUHUMAOIUX BOJILTapeH, BO3HHUKACT JKCIYJOUYHO- KHUIICHHOC KPOBOTCUCHHUC WM 43Ba,
JICKapCTBEHHBIH Mperapar ClieAyeT OTMEHUTb.

Hapynienus co CTOPOHBI KEIYJ0YHO-KMILIEYHOTO TpaKTa

[Ipu npumenenmn mnpenapata Bomsrapen wu apyrux HIIBII nHeobxomumo coOmonaTh
OCTOPOXXHOCTh M  THIATEJILHO  HAONIOJaTh MAIMEHTOB C  CHMITOMaMH/TIpH3HAKaMH,
yKa3bplBalOIMMHM Ha mnopaxeHus/3a0oneBanus JKKT, unm ¢ aHaMHECTMUECKMMM JaHHBIMU,
MIO3BOJISIIOIIMMH 3aIl0I03PUTh A3BEHHOE IMOPaKEHUE KEIyJKa WIM KHUIIEYHHUKA, KPOBOTEUEHHUE
wi nepdopanuto; y nanueHToB ¢ mHpeknueirr Helicobacter pylori B anamHese, sS3BCHHBIM
KomutoM, Oone3Hpio KpoHna, ¢ Hapymenuem (QyHKIMH NE€YeHH B aHAMHE3€, M y MAIEHTOB C
Kajmo0amM, MO3BOJLSIIOIMME 3anono3puth 3abosieBanus JKKT. Puck pasButus xeiayaodHo-
KMILIEYHOIO0 KpOBOTEUEHHUs Bo3pacTtaeT npu yseaumdeHuu n03bl HIIBII wmnu npum Hanumumn
SI3BEHHOT'0 MOPa)KEeHUsI B aHaMHe3€, 0COOEHHO KPOBOTEUEHHH U nepdopaliiu S3Bbl Uy MOKHIIBIX
MTallUEHTOB.

ITpuem HIIBII, BkItouas AuKiIOpeHaK, MOKET ObITh CBA3aH C MOBBIIIEHHBIM PUCKOM MPOTEYKH
aHacTOMO3a, PACIIOJIOKEHHOTO B JKEIYAOYHO-KHIIEYHOM Tpakre. [Ipu mpumeHeHnn mpemnapara
BonprapeH mocine ONepaTMBHOIO  BMEMIATENBCTBA HA  KEJIYJOYHO-KHUIIEYHOM  TPAKTE
PEKOMEHIyeTCsl THIATeNIbHOE METUIIMHCKOE HA0II0IEHNE U OCTOPOKHOCTbD.

Crnenyer cobmojarb 0COOYH OCTOPOXHOCTh INpH TNPUMEHEHUH Mpernapara BonbTapeH y
MAIUEHTOB, TOJYYalOlUX IMpenapaTsl, YBEIUMYMBAIOIIME PUCK IKEITYAOYHO-KHIIECUHBIX
KpOBOTEUEHHI: CHUCTEMHBIE TJIIOKOKOPTUKOCTEpOUAbl (B TOM UHCJIE€ IPEIHU3O0JIOH),
AHTUKOAryJasHThl (B TOM uMcie BappapuH), aHTHArperanthl (B TOM YMCIE KIIOMHIOTPE,
alleTUICAIMIIMIIOBAs KMCIIOTA) WK CEJIEKTUBHbIE MHTHOUTOPBI OOpaTHOT O 3aXBaTa CEpOTOHHMHA (B
TOM YHCJIE UTATIONpaM, (PIIyOKCETHH, MApOKCETHH, CEPTPAIIUH).

HapvmeHHe d)VHKIII/II/I TICYCHHU
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OcTOpOKHOCTh HEOOXOAMMa NpHU IPUMEHEHMr—TperapaTa—DBoasTapeH—y—TancHTOB ¢
HapylieHneM (pyHKIHY EYEeHU JIETKON U CpeHel CTereHu, a TakKe y MallMeHTOB C IeYeHOYHON
nopdupue, Tak Kak mpenapaT MO>KeT IPOBOLUPOBATH MIPUCTYITBI TOPHUPUH.

Craenyer ¢ OCTOPOXKHOCTBIO MPHUMEHSATH MHpenapar y MNAlMEeHTOB C OpOHXMAIBHOW acTMOW,
CE30HHBIM AJIEPTUYECKHUM PUHUTOM, OTEKOM CIM3UCTONH 00O0JIOUKM HOCOBOW MOJOCTU (B TOM
YHCIIe C HOCOBBIMH IOJIUIIAMU ), XPOHHUECKON 0OCTPYKTUBHOU OOJIE3HBIO JIETKUX, XPOHUYECKUMU
MHQPEKIMOHHBIMU 3a00JIEBaHUSMH  JIIXaTEIbHBIX MyTeH (OCOOCHHO AaCcCOLMUPOBAHHBIMH C
AIIEPTUYECKUMU PUHUTONOJOOHBIMU CUMIITOMAMH).

HapyieHns co CTOpOHBI CEPACYHO-COCYANCTON CUCTEMBI

Ocobass  OCTOPOXKHOCTb TpeOyeTcs Npu JICUEHUM IMalUeHTOB C CEpAEeYHO-COCYIUCTBIMU
3a00JIeBaHUSAMY, HapyMICHUSIMH (YHKIMM TIOYEeK, BKIIOYAas XPOHUYECKYIO TOYECYHYIO
HepocrarouyHocTh (CK® 15-60 mur/mun/1,73M2), nucaunuaeMueil/ TUTIEpIUITHIEMUEH, CaXapHBIM
nuabeToM, apTepuaIbHON TUIEepTeH3UEH, NP JEYCHUH KYpSIIMX MalUeHTOB WM NalMEeHTOB,
37I0YNOTPEOIIAIOLIMX ATKOI0JIeM, ITPH JICYEHUH MOKUIIBIX MMAIUEHTOB, MAllUEHTOB, MOJYYarolUX
IUYPETUKU WM JPYrHe NpenapaThl, BIUSAIONIME HA (YHKIUIO MOYEK, a TAKKe MAlUEHTOB CO
3HAYUTEIBHBIM yMEHBIIEHHEM oObeMa mupKyaupyromei kposu (OLK) moGoi sTmonoruw,
HanpuMep B MEPUOJbI 10 U NOCIE MACCUBHBIX XUPYPTrUUYECKUX BMELIATEIbCTB.

I'emocras

CrnenyeT ¢ 0CTOPOKHOCTBIO IPUMEHSTH ITpenapaT BosbTapeH y malueHToB ¢ AepeKTaMi CUCTEMbI
reMocTasa.

Bospact > 65 ner

Crnenyetr coOnrofaTh OCTOPOXKHOCTH TMpPH TNPUMEHEHUH IMpermapaTa BoibTapeH y MalueHTOB
MOKHJIOTO BO3pacTa. ITO 0OCOOCHHO aKTYyaJbHO /IS OCIa0JIEHHBIX MM UMEIOIINX HU3KYI0 MacCy
TeJa MOKUJIBIX JIFOAECH — y TAalMEHTOB JAHHOW KaTerOpUH PEKOMEHIyeTCsl IPUMEHSTh Mperapar B

MUHUMaJIbHOM 3¢ peKkTuBHOM n03e.

45 B3aumopeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHBIMHM IMpenapatamMu W Jpyrue BHJbI
B3aUMOIeHCTBUA

BsaumoneiictBue ¢ yuactueM uaruouropos nzodhepmenta CYP2C9

Cnenyer co0mo1aTh OCTOPOXKHOCTh TPU OJHOBPEMEHHOM TIPHUMEHEHUH AWKIOo(PeHaKa u

nHTHONTOpOB M30dpepmerTa CYP2CY (Taknx Kak BOPUKOHA30JT) U3-32 BO3MOYKHOTO yBEITHUCHHUSI
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KOHICHTpAIUK ,HI/IKHO(beHaKa B CBIBOPOTKE KPOBU I CTO-IKCTTOSITHT:

BzanmoieficTBHE ¢ IMTHEM, TUTOKCHHOM

I[I/IKJIO(I)CHaK MOZKCT NOBBIIATL COACPKAHUEC JIMTHUA U KOHICHTPAIUIO AUT'OKCHHA B I1JIa3ME KPOBHU.
PGKOMCH[[yeTCSI KOHTPOJIb COACPIKAHUS JIMTUA U KOHOCHTPAIUH OJUTOKCHUHA B CBIBOPOTKEC KPOBHU.

BzanmoeiicTBrE ¢ JMYPESTHYSCKMMH Y THIOTCH3UBHBIMU CPEJACTBAMHU

[Ipy oOIHOBpPEMEHHOM NPUMEHEHHWU C JWYpETUKaMHU M TUIIOTCH3UBHBIMU IperaparaMmu
(mammpumep,  OeTa-aApeHOOIIOKATOpPaMH,  MHTUOMTOpAMH  AHTHOTEH3UH-TIPEBPAIIAOIIETO
depmenta — AIID) nukiodeHak MOXKET CHHKATh MX THUIIOTEH3MBHOE JelcTBHE. B cBsizu ¢
BBIIIIECKA3aHHBIM Yy TMallUEHTOB, OCOOCHHO MOXHWJIOIO BO3pacTa, MpPU OJHOBPEMEHHOM
MPUMEHEHUU NUKIO(PEHAKa U JUYPETUKOB WM TUIOTEH3MBHBIX CPEICTB CIEAYET PEryIsSIpHO
u3MepsaTh aprepuanbHoe napineHue (AJl), KOHTponupoBarh (YHKIHIO TOYEK M CTEICHb
ruAparanuu (BCIeACTBUE MOBBIIMICHHS pUCKa HE(POTOKCHYHOCTH).

BzanmoieiicTBHE ¢ MUKIOCOOPUHOM M TAKPOJIHMYCOM

Bnusaue naukinodeHaka Ha aKTUBHOCTb IPOCTAIVIAHAMHOB B IIOYKAaX MOXKET YCHUJIMBATh
HE(PPOTOKCUYHOCTh LMUKJIOCHOPHHA M TaKpoJIMMyca. B CBS3M C BBIIIECKa3aHHBIM 1032
IUKIO(pEeHaKa y MAIEeHTOB, MOYYaIONIUX IUKIOCTIOPUH WM TaKPOJIUMYC, TOJKHA OBITh HUXKE,
4YeM y NMalMEHTOB, HE MOJIYYarolUX YKa3aHHBIC IPENapaThl.

BzanmojeiicTBHE ¢ IpenapaTaMH, CIIOCOOHBLIMU BBI3BIBATH THIICPKAJIMCMHUIO

OnHoBpeMEHHOE TPUMEHEHHME JUKIO(DEeHaKa C Kaluii-cOeperaronmmMu  JUypeTUKAMH,
HUKJIOCTIOPUHOM, TaKpOJIUMYCOM M TPUMETOIPUMOM MOXKET TPUBECTH K TOBBIIICHUIO
CoJiep>KaHusl Kamusl B TUIa3Me KPOBH, (B ClIydae TaKOro OJHOBPEMEHHOTO MPUMEHEHUs TaHHBIN
MOKa3aTesb CIeAyeT YaCTO KOHTPOIHPOBATH).

BSaHMOHGﬁCTBHG Cc aHTI/I6aKTeDI/IaHI>HI>IMI/I CpC€ACTBAMHU - IPOU3BOAHBIC XMHOJIOHA

WNwmerorcs  oTnenbHbIE COOOLIEHHS O PAa3sBUTUU CYAOPOr Yy MALUEHTOB, MOJyYaBLINX
OJTHOBPEMEHHO MTPOU3BO/IHbIE XMHOJIOHA U TUKIO(EHaK.

BzaumogetictBue ¢ HIIBII 1 riIIOKOKOPTUKOCTEPOUAMHU

OnHOBpEMEHHOE CHCTEMHOE NpHMEHeHue nukiopeHaka u apyrux cucreMmHbix HIIBIT wnun
TJIFOKOKOPTUKOCTEPOUIOB MOXKET YBEIWYHMBATh YaCTOTY BO3HUKHOBeHHs HS (HexemaTernbHBIX
siBJICHUH) (B 4acTHOCTH, co cTOopoHbI JKKT).

BzauMmoeiicTBHE ¢ aHTHUKOAryISHTaMU M aHTHUATrPEraHThI

Heo6xoauMo ¢ 0cTOpOKHOCTHIO MPUMEHSTH TUKIO(EHAK ¢ TIpermapaTaMy dTHX TPYII U3-3a pUcKa
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COOTBETCTBYET QRCHEFTHOMY QTYETY

pa3BUTHsl KpoBOoTeueHH. HecMOTpss Ha TO, UYPO—B—KMHNICCKIX—MCCHICAOBAHIAX—HC—OBHTO
YCTaHOBJICHO BJIMSHMS AUKIO(EHaKa Ha JeWCTBUE aHTUKOATYJISIHTOB, CYIIECTBYIOT OT/EIbHBIC
COOOIICHHs O TOBBIIIEHUH PUCKA KPOBOTEUYEHUH Yy TMAIMEHTOB, NPUHUMABIIUX JaHHYIO
KoMOuHanmio npenapatoB. Creayer TIATEAbHO HAOMIOJATh IALMEHTOB, MOIYYArOIIUX
OJIHOBPEMEHHOE JICUeHHE JaHHBIMU JICKAPCTBEHHBIMU MTperapaTamH.

BzanmMmojeiicTBe ¢ CCICKTHMBHBIMH I/IHFI/I6I/ITODaMI/I O6DaTHOFO 3axBaTa CCpPOTOHHHA

OnHOBpeMEHHOE IPUMEHEHHE TUKIO(PEHaKa C CEICKTUBHBIMU HHTHOUTOpAaMH OOpaTHOTO 3aXBaTa
CEPOTOHMHA IIOBBIIIAET PUCK PA3BUTHA KEIIYAO0YHO-KUIIEYHBIX KPOBOTCUCHUMN.

BzanmoeiicTBHE ¢ THIIOTTIMKEMHUYSCKUMH IIpenapaTaMu

B kiIMHMYECKMX MCCIEOBAHUAX YCTAHOBJIEHO, YTO BO3MOXHO OJHOBPEMEHHOE NPUMEHEHUE
IUKIO(pEHaKa ¥ THUIOTIIMKEMUYECKHX MPEraparoB, MpU 3TOM 3(P(HEKTUBHOCTh MOCIEIHUX HE
n3Mensierca. OJHaKo, W3BECTHBI OTJIEIbHBIE COOOILEHUS O Pa3BUTHM B TAKUX CIy4asX Kak
TUIIOTJIMKEMHH, TaK U TUIEPIIUMKEMHH, YTO OOYCIOBIUBAIO HEOOXOIUMOCTh U3MEHEHUS J03bI
TMIIOTJIMKEMMUYECKUX —TpernaparoB Ha (oHe NpuMeHeHus [ukinopeHaka. B cBa3u ¢
BBIIIIECKA3aHHBIM BO BPEMS OJTHOBPEMEHHOTO IIPUMEHEHUS JUKI0(EeHaKa U TUIOTIMKEMUYECKUX
[IpenapaToB PEKOMEHAYETCs IPOBOIUTH KOHTPOJIb KOHIIEHTPALIUU TIF0KO3bI B KPOBH.

[Tomy4eHs! oTAEIbHBIE COOOIIEHUS O Pa3BUTUU META0OINYECKOr0 alu03a IPU OJTHOBPEMEHHOM
IPUMEHEHUH JUKJIO(pEeHaka ¢ MeT(POPMHHOM, B OCOOCHHOCTH Y MAllMEHTOB C HapylIEHHEM
(GyHKIIUU TOYEK.

B3auMoaelicTBre ¢ METOTPEKCATOM

Crenyer cobmofaTh OCTOPOXKHOCTh NPH MPUMEHEHUHU JUKIo(]eHaka MeHee, yeM 3a 24 yaca 10
WM 4yepe3 24 yaca nocie npuemMa MeToTpeKcaTa, Tak Kak B TAKMX CIydasX MOKET ITOBBIIIATHCS
KOHIIEHTpALHsl METOTPEKCATa B KPOBU U YCHIIMBATBCS €r0 TOKCHYECKOE JEHCTBHUE.

BsaumonaerictBue ¢ hEHUTOMHOM

[Ipu omHOBpeMEHHOM TNpUMEHEHUU (HEHUTOMHA U JUKIOo(peHaKa HeOOXOIUMO KOHTPOIHUPOBATH
KOHIIEHTpallMio (peHUTOMHAa B IJIa3Me€ KPOBU HM3-3a BO3MOXKHOTO YCHJIEHHS €ro CHUCTEMHOTO
BO3JIEHICTBYSL.

Bsaumonerictue ¢ naaykropamu nzodepmenrta CYP2C9

Crnenyer cobOmofaTh OCTOPOXKHOCTh MpH TMPUMEHEHHHM JTUKIO(pEeHaKa OJHOBPEMEHHO C
uHayktopamu uzodepmenta CYP2C9 (takumu, Kak pHQPAMIIUIUH), MOCKOJIBKY 3TO MOXKET

IMPUBECTH K 3HAYUTCIBHOMY YMCHBIICHHIO KOHIICHTpalWKn JII/IKJ'IO(i)eHaKa B IINIa3BM€ KPOBU U
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YMCEHBIICHUIO €T0 SKCITO3UIIHNH.

46 @epTHIBLHOCTH, 0EPEMEHHOCTDH U JAKTALMS

bepemeHHOCTD

IIpu npumenenun HIIBII y skeHmmH, HaumHas ¢ 20-i Hegenu OCPEMEHHOCTH, BO3MOXKHO
pa3sBUTHE MAJOBOJMUS M/ WM MATOJOTHM IOYEK Yy HOBOPOXIAEHHBIX (HEOHATaJlbHAs MOYeyHast
muchyHknusi). HemoctatoyHo maHHBIX O O€30MAaCHOCTH TPHUMEHEHUsS JUKIOPEeHaKa Y
OepeMEeHHBIX JKCHIIUH, B CBA3M C 4YeM NpUMEHATh npenapaT Bombrapen no 20-ii Hemenu
0EepeMEHHOCTH CIIeAYeT TOJIBKO 10 Ha3HAYEHUIO Bpaya B TeX Cydasx, KOrJa oXKuaaeMas Mojib3a
JUISL MaTEPU MIPEBBIIIACT MOTCHIMAIBHBIM PUCK AJIA IUIOAA.

Huxnodenak, kak u aqpyrue HIIBII (MHTHOUTOPBI CHHTE3a POCTArJIaHAWHOB), TPOTHBOIIOKA3aH
B nocienHue 3 mecsa OepeMeHHOCTH (BO3MOXKHO IOJABJIEHUE COKPATUTENbHON CIIOCOOHOCTU
MaTKH{ W/UJIH MPEXKAEBPEMEHHOE 3aKpBhITHE apTEPUATILHOTO IIPOTOKA Y TI0/1A).

Jlakranus

Hecmotpst Ha To, uTO quknodenak, kak u apyrue HIIBII, npoHHKaeT B TpyJHOE MOJIOKO B MaJlOM
KOJIMYECTBE, IpenapaT He CIIeAYeT IPUMEHSTh B IEPUO]I TPYIHOTO BCKapMIIMBAHUS BO U30€KaHUE
HEeXXEeJaTeNbHOTO BIUSAHUA Ha pebeHka. [Ipu HeoOXoaMMOCTH NpUMEHEHHs Ipernapara y
KEHILMHBI B 3TOT IEPUOJ IPYAHOE BCKAPMIIMBAHHE MTPEKPAILALOT.

DdepTHIbHOCTD

[Tockonpky nuknodenax, kak u apyrue HIIBII, MoxeT oka3siBaTh OTpHUIIATENILHOE ACHCTBUE HA
(bepTUIBHOCTD, KEHIIWHAM, IUIAHUPYIOIUM OepeMEHHOCTh, HE PEKOMEHIYeTCS NPUMEHSTh
rpernapar.

[TanmenTKaM, IPOXOAAIIMM 00CIIEI0BaHUE U JIEUEHUE MO MOBOAY OecIioius, penapaT clieyer

OTMCHUTD.

4.7 BJausiHMe HA CHOCOOHOCTH YNPABJSTH TPAHCIOPTHBIMHU CPeICTBAMH H PadoTaTh C
MeXaHU3MaMH

[TanenTam, y KOTOphIX Ha (poHe mMpuMeHeHus mpemnapata BoiabTapeH BO3HHKAIOT 3pUTENbHBIC
HapylLIEeHUs, TOJOBOKPY)KEHHUE, COHJIMBOCTb, BEPTUIO WIM IPYrHE€ HAPYLICHHWS CO CTOPOHBI
LEHTPAJILHOW HEPBHOM CUCTEMBI, HE CIIEIYeT YIPaBISTh TPAHCIIOPTHBIMU CPEACTBAMH U paboTaTh

C MEXaHHU3MaMHU.
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4.8 HexenaTeabHble peakiuu

Pesrome poduiist 6e30nacHOCTH

Hwuxe npuBencHbl HekenaTenbHbIC JiekapcTBeHHbIE peakiuu (HP), koTopbie ObLTH BBISIBICHBI B
X0Jle KIMHUYECKHX HCCIIEOBaHMUM, a TakkKe MpU MPUMEHEHUU TUKIOo(peHaKa B KIMHUYECKOU
MIPaKTHKE.

Jnst orienku yacToTel HP mcnonb30Bansb cienyomue KpUTepHn: «oueHb 9yacto» (>1/10); «aacto»
(> 1/100, <1/10); «megacto» (> 1/1000, <1/100); «penkox» (=1/10 000, <1/1000); «o4eHb pEAKO»
(<1/10 000). HP crpymimpoBaHbl B COOTBETCTBUH C CHCTEMHO-OPTaHHBIM KJIACCOM MEIUIIMHCKOTO
cJIoBaps JUisi HOpMaTUBHO-TIpaBoBO# nestenbHocTd MedDRA, B npeaenax kaxmoro kiacca HP
MIEPEUUCIICHBI B TOPSJIKE yOBIBAHUS YaCTOTHI BCTPEYAEMOCTH; B Ipeaeiax KaXJAOoW TPYIIIIbI,
BBICTICHHOW 10 YacToTe BcTpedaemMoctu, HP pacmpeneneHsl B MOpsAKE YMEHBIICHHS WX

BaXHOCTH.

Hapywenus co cmoponul kposu u tumghamuueckoul cucmempl
Od4eHb peaKo — TPOMOOIMTONCHUS, JICHKONIEHUS, TEMOJIMTUYCCKAsT aHEMHUS, arulaCTHIeCKast

aHCMMUs, arpaHyJIOMUTO3.

Hapywenus co cmopoHbl uMMyHHOU cucmembl
Penko — rumepuyBCTBUTEIBHOCTD, aHA(DUIAKTHICCKIES/aHAPIIAKTONTHBIC PEaKIIMH, BKIIIOYas
cumxkenne AJl u mok;

OueHb pPEaAKO — aHFI/IOHeBpOTI/I‘lCCKI/Iﬁ OTCK (BKJ'IIO‘IaSI OTCK J'II/II_Ia).

Tcuxuyeckue napywenus
OueHb penko — Je30pUEHTalus], IempeccHsi, OeCCOHHHUIA, KOIIMAapHbIE CHOBHICHHUS,

PasaApPaAKUTCIbHOCTD, ICUXUYCCKUEC HAPYILICHH.

Hapywenus co cmoponvl nepsHoti cucmembl

Yacrto — ronoBHas 60J1b, TOIOBOKPY>KEHUE;

Penxo — cOHITMBOCTE;

O'—ICHI) peaKo — HapymeHm{ ‘IYBCTBI/ITGJ'IBHOCTI/I, BKJIFOYast HapeCT€3I/II/I, paCCTPOfICTBa IIaMATH,
TPEMOp, CYAOPOTH, OIYIICHHE TPEBOTH, OCTPbIE HAPYIIEHHS MO3TOBOTO KPOBOOOpAIIEHUS,

acCeNTUYEeCKU MEHUHTHUT.

Hapywenus co cmoponvl opeana 3penus

OdeHb peIKo — HapyILIEeHUs 3peHusl (3aTyMaHUBaHUE 3PEHNUs ), TUTUIONHS.

11
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Hapywenus co cmoponvl opeana ciyxa u naduptrerme
Yacro — BepTUro;

OdeHb peiKo — HapyILIEHUs CIlyXa, IIyM B ylIax.

Hapywenus co cmoponwt cepoya
HeuacTto — nHdapkT Muokapza, cepacdHasi HeIOCTaTOYHOCTh, OIIYIICHHE cepAricOneHMs, 00

B I'pyau;

Yacrora HensBecTHa - Cunapom KoyHnuca (amiepruueckuii ocTpblii KOPOHApHBIN CUHIPOM).

Hapywenus co cmoponwsl cocyoos

OueHb penko — nosbiieHre AJl, BaCKyJuT.

Hapywenus co cmoponsl OvixamenbHOU cucmemvl, 0peano8 pyoHoU KiemKu U cpeooCcmeHus
Penko — OpoHxHaIbHas acTMa (BKIIIOYAs OIBIIIKY);

OueHb PCIAKO - ITHCBMOHMT.

Kenyoouno-kuweunvie napyuienus

Yacro — abpomuHambHast 00Jb, TOMIHOTA, PBOTA, TUApesi, TUCIICTICUS, METEOPH3M, CHIDKEHHUE
anIeTuTa;

Penxo — ractput, »kenyJOYHO-KMIIEYHOE KPOBOTEYEHHE, PBOTA KPOBBIO, MEJIEHA, IUapes C
IPUMECHIO KPOBH, SI3BBI KENyJIKa M KHIICYHUKA (C WM 0e3 KPOBOTEUEHHS, CTECHO3a HIIN
nep@opaluu, ¢ BO3MOKHBIM pa3BUTHEM MIEPUTOHUTA);

OdeHb peoko — CTOMATUT, TJIOCCUT, IIOBPEKIAEHUS IHULIEBOJA, BO3HUKHOBEHHUE
nradparMonogoOHbIX CTPUKTYP B KUIIEYHHMKE, KOIUT (Hecnenuduueckuii reMopparn4eckui
KOJIUT, UIIEMUYECKUN KOJIUT, 00OCTpEeHHUE SI3BEHHOTo KoynTa win 6one3nu Kpowna), 3amop,

MaHKpEaTuT, JUCreB3usl.

Hapywenus co cmopoHbl neyenu u sHceniesvigo0auux nymet
YacTo — noBbIllIeHNE aKTUBHOCTH aMMHOTpaHc(epas B Miia3mMe KpoBH;
Penko — remarur, sxentyxa, HapyuieHusl QyHKIIMH [IEYEHH;

QOueHn PEAKO — MOJIHHCHOCHBIN rermaTuT, HEKPO3 MEYCHH, NCYCHOYHAA HEA0CTATOYHOCTh.

Hapywenus co cmoporbl Kodicu u NOOKOICHBIX MKAHE
YacTo — K0>KHas ChIlb; PEAKO — KpalIMBHULIA;
Odenb peako — OyJIe3HBIN epMaTUT, SK3eMa, SPUTEMa, MHOTOGOpPMHAs SpUTEMA, CUHIAPOM

CruBenca-J[>xoncona, cunapoMm Jlaiienmna (TOKCHYECKH SIUIEPMATBHBIA  HEKPOJIH3),

12
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BKC(l)OJTPIaTI/IBHI)Iﬁ ACpMATUT, 3yA, AJOICHHA, "PCARIIIIT l]:JU TOTYyBCTBUTCIIBHOCTH, 1Ty PITypda,

nypmypa [llenneitna-I'enoxa.

Hapywenus co cmoponvl nouek u Mo4esblgo0AWux nymei
OdeHb peKo — OCTPOe MOpaKEHUE MoYeK (ocTpasi movyeyHasi HeI0CTaTOYHOCTh), reMaTypus,
MPOTEUHYPHS, TYOYJI0-UHTEPCTULIMATBHBIN HEDPUT, HEPPOTHUECKUN CUHAPOM, MAMHIUISPHBIHI

HEKpO3.

Obwue paccmpoticmea u HapyuleHus 8 Mecme 68e0eHUs
YacTo — pa3pakeHHe B MECTE BBEICHUS;

Penxo — oreku.

OnuncaHue OTACIBHBIX HEKEIATEABHBIX PeaKIIUN

Hapymienust co CTOpOHBLI OPraHoB 3pESHUS

3pUTENBHBIE pPACCTPOMCTBA, TAKME KAaK HApYyLICHUE 3PEHMs, 3aTyMaHUBAaHUE 3PEHUS WU
TWIUIONUS, TO-BUAUMOMY, sBIsitOTCS  Kiacc-apdexramu HIIBII, u oOpartumbl  mocie
IIpEKpalICHUs IPUMEHEHUsA. BO3MOKHBIM MEXaHU3MOM Pa3BUTHUS TaKUX PACCTPOWCTB SIBIAETCS
MHTMOMPOBAHNE CHHTE3a MPOCTAIIaHMHOB U APYTMX COIYTCTBYIOIIMX BELIECTB, UTO U3MEHSET
pPEryJSILIMI0 KPOBOTOKA B CETYATKE, KOTOPOE IMPOSBISETCS MOTCHUMAIbHBIMUA 3PUTEIBHBIMU
paccrpoiictBamu. [Ipu pa3BUTHM TaKUX CHUMIITOMOB Ha (pOHE Tepanmuu AUKIO(YEHAKOM CIETyeT
paccMOTpeTh BO3MOKHOCTh O()TaIbMOJIOTHYECKOT0 00CIEI0BAHNUS AJIsl HCKIIFOUEHHS KaKUX-JIH00
JOPYTUX IPUYHH.

HapyiieHus co CTOpOHBI CepAlia ¥ COCYIOB

JlaHHbIE KIIMHUYECKHUX HCCIIEOBAaHUI yKa3bIBalOT Ha HEOONbIIOE YBEIMUYEHHUE PUCKA Pa3BUTHUS
CepJICYHO-COCYIUCTRIX TPOMOOTHUECKHUX OCIOXHEHUH (Hampumep, HHQapkTa MHOKapja),
0COOEHHO IpH JUIUTEIBHOM NPUMEHEHUH JuKIo(eHaKa B BBICOKUX J103aX (CyTouyHas J103a Ooee

150 mr).

Co0011eHns 0 OI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo0mare O MOAO3PEBAEMBIX HEXKENATENbHBIX PEAKIMAX IOCIE PETrUCTpaliu
JIEKApCTBEHHOTO Tpernapara ¢ Lellbl0 00ecIedeHNs HeNPEpbIBHOIO MOHUTOPUHTa COOTHOILICHHS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Mpenapara. MeIUIUMHCKUM pPa0OTHUKAaM PEKOMEHAyeTcs

COO6HIaTI) 0 JIOOBIX MoaO3pE€BACMBbIX HEKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIperiapara
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4€pe3 HaAlMOHAJIBHBIC CUCTEMBI COO6H.I€HI/I$I O H

EBpaSHﬁCKOFO 9KOHOMHYECKOI'O COrO3a.

Poccuiickag @enepanusa

Anpec: 109074, MockBa, CnaBstHCKas IJI0IIa/ib, 1. 4, cTp. 1

denepanpHas cayx0a 1Mo Haa30py B chepe 3apaBooxpaneHus Poccuiickoit denepamnuu
Tenedon: +7 (499) 578-06-70, +7 (499) 578-02-20

daxkc: +7 (495) 698-15-73

DnektponHas nmoura: pharm@roszdravnadzor.gov.ru

Caiir: https://www.roszdravnadzor.gov.ru

4.9  Ilepemno3dupoBKa

CumMnromsl

PBora, ey 104HO-KUIIEUHOE KPOBOTEYEHHE, TUapes, TOJIOBOKPYKEHHE, IIIyM B yIIaxX, CyJL0POIH.
B ciydae 3HaYMTENBHOTO OTPaBIEHUS, BO3MOKHO Pa3BUTHE OCTPOM ITOYEUYHON HEJOCTATOYHOCTH
U ITOPAKEHHUS [ICYCHH.

Jleuenue

[lonnepxuBaromee U CHUMITOMAaTHYECKOE JICUEHUE IOKA3aHO IIPU TAKMX OCJIOXKHEHMSX Kak
cHkeHne AJl, moyedHas HENOCTATOYHOCTb, CyaOpor, HapyueHuss co cropoHbl XKT u
yraerenue apixanus. @opcupoBaHHbBIN AUYpE3, TEMOANATIN3 WU TeMonepdy3us sl BbIBEICHUS
HIIBII, B T.u. auxyiodenaka, u3 opranusmMa Hed((HEKTUBHBI, TaK KaK JAEHCTBYIOILIME BELIECTBA
3THX TMpernaparoB B 3HAYMTEIbHOM CTENEHM CBS3BIBAIOTCA C OelKkaMu IUI1a3Mbl KpPOBU H

MOABEPTaIOTCSI MHTEHCHBHOMY METa00IU3MY.

5.  ®APMAKOJIOTMYECKHE CBOMCTBA

5.1 dapmakoauHAMU4YeCKHUE CBOICTBA

@apmakoTepaneBTUUYeCKass TPYIIa: HECTEPOUIAHBIM  NPOTMBOBOCHAIMUTENBHBIN  IIpenapar
(HIIBID).
Kon ATX: MO1ABOS

MexaHusM aeicTBus
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[Ipenapar BosbTapeH comep uT AUKIOPEHAK HaTPIs;—BCHICCTBOHCCTCPONAHON—CTPYKTYPHT;
OKa3bIBAaIOLICE BBIPAKECHHOE MPOTUBOBOCHAIMTEIBHOE, AHAJIBIE3UPYIOLIEE U JKapOIIOHMKAOLIEEe
neiicteue. OCHOBHBIM MEXaHU3MOM JICHCTBHS TUKIO(PEHaKa, YCTAHOBICHHBIM B HCCIIEIOBAHUSAX,
CUMTAETCSl TOPMOKEHUE OMOCHHTE3a MPOCTaryianAnHOB. [IpocTarianAnHbl UTPAIOT BAXXHYIO POJIb
B I'€He3€e BOCIaIeHus, 00U U JIUXOPAJIKH.

In vitro quknogdenak HaTpHs B KOHIIGHTPALUSX, SKBUBAJICHTHBIM TE€M, KOTOPBIE JOCTUTAKOTCS IPH
MPUMEHEHHUH y YeJIOBEKa, He MOJABIIsIET OMOCHHTE3 IPOTEOTITMKAHOB XPSILEBON TKAHH.

[Ipu peBMaTHuUECKUX 3a00JIEBAHUSAX MPOTHBOBOCIAIMTEIBHOE W aHAIBIE3UPYIOIIEE CBOICTBA
npenapara o0ecrneyuBarOT —KJIMHUYECKUH A(PQEKT, XapaKTepU3YIOIIMHCA 3HAYUTEIbHBIM
YMEHBIIIEHHUEM BbIPQ)KEHHOCTH TaKUX IPOSIBIEHUH, Kak 00JIb B IOKOE U ITPU ABUKECHUH, YTPEHHSIS
CKOBAaHHOCTh M MPHUITYXJIOCTh CYCTaBOB, a TAKKe YIyYIICHHEM (YHKIMOHAIHHOTO COCTOSHHSL.
[Ipn mocTTpaBMaTHuYeCKUX MU IOCJICONEPALMOHHBIX BOCHAIMTENBHBIX SBJICHUSAX AUKIO(QEHAK
OBICTPO KynHpyeT 060J1b (KaK B IOKOE, TaK U IPHU ABUKEHUU), YMEHbIIAET BOCIAIUTEIbHBIN OTEK
U OTEK IIOCJIEONEPALlUOHHOMN PaHBI.

[Tpu mpumeHeHny npemnapaTa OTMEUEH BBIPaKSHHBIH aHaIbre3upyIOmni 3 (HeKT mpu yMepeHHOM
U CHJIBHOW OOJIM HEpEeBMATHYECKOTO MPOMCXOXIEHHs. Takke yCTaHOBJIEHO, YTO AMKIO(EHAK
CIOCOOCH yMEHbLIaTh OOJEBbIE OUIYIIEHUS M CHUXKAaTb KPOBOIOTEPIO IPH IEPBUYHOU
nucMeHopee. Ilpenapar oOnerdaer NpUCTYNbl MHUIPEHH IPU HPUMEHEHMH B PEKTAJIbHBIX

CYIIO3UTOPHUSX.

5.2 ®dapmakoknHeTHYeCKHE CBOICTBA

AbGcopbuus

BcaceiBanue nukiiodeHaka U3 peKTaabHBIX CYMIIO3UTOPUEB HAUMHAETCS OBICTPO, XOTS CKOPOCTh
€ro BCACBhIBAaHHSI MEHBIIE MO CPABHEHUIO C AHAJOTMYHBIM IIOKa3aTeJeM NpU MpPHEME BHYTPb
TabJIETOK, TOKPBITHIX KHIIEYHOPACTBOPUMON oOonoukoi. Ilocne mpuMeHEHHS peKTaIbHOTO
CYNIO3UTOpHUs, coaepxaniero 50 Mr akTMUBHOTO BEIIECTBA, MAKCUMaJbHasl KOHLIEHTpAIUs €ro B
IJ1a3Me JOCTUTAETCs B CPETHEM B Mpejenax | yaca, HO BEIMYMHA MAKCUMAJIbHON KOHILIEHTPAIUH,
paccunTaHHas Ha ©OWHUIY TNPUHUMAEMOW JO3bI, COCTABJISIET TMpUMEpHO 2/3 0T
COOTBETCTBYIOLIErO0  IOKa3aTess, PETUCTPUPYIOLIETOCS MOCIE€ IpUemMa BHYTPb  JUIS
KHUIIIEYHOPACTBOPUMON TabneTku. KonmuecTBO BCachIBAIOMIETOCS JCHCTBYIONIETO BEIIECTBA

HaxXoauTcs B HpﬂMOﬁ 3aBUCUMOCTH OT BCJIMWYHHBI JO3bI IIpCrapara. Tak KaK OKOJO MOJOBHUHEI
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Lol

nukIoeHaka MeTa0OJM3UPYETCS BO BpPEMs ICPBOTO—TPOXOKACHIA—Hepes—TeHeHs— (o deKT
«IEePBOT0 TPOXOXKICHHUS»), TUIOMIAAbL IMOA KPUBOM «KkoHIeHTparus — Bpems» (AUC) mocne
NPUMEHEHHS TpermapaTa BHYTPh WM PEKTAIbHO COCTABISCT MPUMEPHO IMOJIOBUHY OT
SKBUBAJIEHTHOM J103bl, IPUMEHIEMOM MTAPEHTEPAIBHO.

[Ipy NOBTOPHBIX BBEACHUAX IIperapara B BHUAE CYNIO3UTOPHEB (HapMaKOKMHETHYECKUE
MoKasareiau He u3MeHstoTcs. [Ipu ycnoBuu coOmoieHns peKOMEHIyeMOTo pexnuma JO3UpOBaHus
npernapaTa KyMyJISIlIHA HE OTMEYAETCS.

Pacnopenenenne

Cs3p ¢ OenmkaMu CBIBOPOTKH KpoBU — 99.7%, mpeumyiiectBeHHO ¢ anbOymuHoM (99,4%).
Kaxymuiics o0bem pacnpenenenus cocrasiuset 0,12-0,17 n/kr.

JukinodeHak MPOHWKAST B CHHOBHAIBHYIO JKHJIKOCTh, TJI€ €r0 MaKCHMalbHas KOHIICHTPAIUs
JocTuraercs Ha 2-4 gaca mo3xe, 4eM B Iu1a3Me KpoBu. Kakymuiics mepuo 1 monyBEIBEACHHS U3
CHUHOBHAJILHOM JKUIKOCTH COCTaBIIsIeT 3-6 yacoB. Uepes 2 yaca mocie JOCTHKEHUS MaKCUMaTbHON
KOHIIEHTPALIUHU B IJIa3Me KPOBH KOHIIEHTpAIHs IUKIO(pEeHaKa B CHHOBHAILHOM JKUIKOCTH BBIIIIE,
9eM B IUIa3M€ KPOBH, M €€ 3HAYCHHS OCTAIOTCS 00Jiee BHICOKMMH Ha TPOTSKCHHH TIEPHUOjIa
BpeMeHH J10 12 yacos.

Juxnodenak 611 0OHAPYKEH B HU3KUX KOHIEHTparusax (100 Hr/mi) B IpyITHOM MOJIOKE OJTHOM
u3 KopMmsaiux marepeil. [lpeanonaraemoe KoauuecTBO AMKIO(EHAKa, MONAIAI0IEro ¢ IPYAHBIM
MOJIOKOM B OpraHu3M pebeHka, skBuBajieHTHO 0,03 MI/Kr/CyTKH.

buorpaucdopmars

MeTtabonu3m aukiodeHaka OCyIecTBISETCS YaCTUYHO MMyTeM TIIIOKYPOHU3AINH HEM3MEHEHHON
MOJIEKYJIBI, HO, MPEUMYIIECTBEHHO, MOCPEACTBOM OJHOKPATHOIO W  MHOTOKPAaTHOIO
TUAPOKCHIIMPOBAHUS W METOKCHUJIMPOBAHMS, YTO TMPUBOJUT K OOpPa30BaHHUIO HECKOJIbKHX
(deHombHBIX MeTabomuToB (3'-TUapokch-, 4'-ruapokcu-, S'-runpokcu-, 4',5-nuruapokcu- u 3'-
THAPOKCH-4'-MeToKcuuKIopenaka),  OONBIIMHCTBO W3  KOTOPBIX  TpeBpamiaercs B
TIIIOKYPOHUIHBIE KOHBIOTATHI. J[Ba M3 3TUX (PEHOIBHBIX METa0OIUTOB OMOIOTUYECKU aKTUBHBI,
HO B 3HAYMTEIHLHO MEHBIIICH CTETICHH, YeM JUKIO(PEHaK.

OIuMHUHAIIIS

OOmmii cucTeMHBIH TUIa3MEeHHBIN KITMPEHC AUKIo(peHaka coctapisieT 263+56 min/muH. Koneunslii
MepHoJ] TOJyBbIBeNEHUsI cocTaBisieT 1-2 dvaca. Ilepmon momnyBeiBeneHHS 4-X MeTa0OJIUTOB,

BKJIIOYasi JBa (papMaKoJIOrMUecKHd aKTUBHBIX, TaKKe HEMpPOJODKUTENEH U cocTaBiseT 1-3 yaca.
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OnuH 13 MeTaboIUTOB, 3'-THAPOKCU-4'-METOKCH - AIKITO(heHaK; IMCeT-00TCe AN TCABHEI TICPION
IIOJTyBBIBE/IEHUS, OIHAKO 3TOT META00IUT NOJHOCTbIO HEAKTUBEH.

Oxono 60% 103bl BBIBOAUTCS MOYKAaMH B BUJAE IJIIOKYPOHOBBIX KOHBIOTaTOB HEM3MEHEHHOI'O
JICWCTBYIOIIETO BEIECTBA, a TAKXKE B BHJIE META0OJUTOB, OOJBIIMHCTBO M3 KOTOPBIX TOXE
IPEJCTABIAIOT cOOO0M INIIOKYPOHOBBIE KOHBIOTaThl. B HEeM3MeHeHHOM BUJie BRIBOAUTCS MeHee 1%
aukinogenaka. OcraBuiasics 4acTh 103bl BBIBOAUTCS B BU/I€ META0OIUTOB C KETUbIO.
KoHnenrpanusi AeHCTBYIONIET0 BELIECTBa B IUIa3M€ KPOBHM JIMHEHHO 3aBUCUT OT BEIMYHHBI
IIPUHATON J03BI.

IloyeyHas HEIOCTATOYHOCTD

IIpu coOmoileHMM PEKOMEHJI0BAaHHOTO pEeXHMa JI0O3UPOBAHMS KyMYJSILIMM HEU3MEHEHHOIO
JCHCTBYIOIIETO BEIIEeCTBAa HE oOTMedaercs. llpum kimpeHce KpearnHuHa MeHee 10 Mi/MuH
pacueTHbIE PaBHOBECHBIE KOHLEHTPAIMH THIPOKCUMETA0OIUTOB AWKIo(eHaka mpumepHo B 4
pasa BblIIE, YEM Yy 3/I0POBBIX JOOPOBOJIBIIEB, IPU ITOM METAOOIUTHI BEIBOJATCS UCKIOUYUTEIBHO
C JKeJTYbIO.

IleueHouHas HEAOCTATOYHOCTD

Y TNanWeHToB C XPOHWYECKUM TEMAaTUTOM WM KOMIICHCHPOBAHHBIM IHPPO3OM TICUCHU
nokaszarenu (hapMaKOKWHETHKH JUKIO(PECHAKAa aHAJTOTMYHbI TAKOBBIM Y MAIMCHTOB C COXPAHHOM
byHKIMEH eyeHu.

JIniia moYKWJIoro Bo3pacra

VY HEKOTOpBIX MalMEeHTOB MOXKUJIOrO BO3pacTa mocie 15-MUHYTHOM BHYTPUBEHHOM HH()Y3un
OTMEUYEHO yBEJMYEHUE KOHIIEHTpaluu JuKiIodeHaka B ruia3me KpoBu Ha 50% 1o cpaBHEHHIO C
TaKOBBIM TOKa3aTeJIeM y 3I0POBBIX JOOPOBOJIBLIEB O0JIee MOJIOAOI0 BO3pacTa.

Oco0bIe TP VI ITAIMEHTOB

BcacbiBanue, MeTa00IM3M M BBIBEIEHUE TUKIO(EHaKa HE 3aBUCAT OT BO3pacTa.
eTH
Konnenrpauuu aukinodeHaka B riazMe KpoBU IPU MPUMEHEHHH SKBUBAJICHTHBIX /103 IpenapaTa

(MT/KT Macchl Tea) CXOAHBI C COOTBETCTBYIOIIMMH TTOKA3aTENISIMH Y B3POCIIBIX.
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6. ®APMAIEBTHYECKHE CBOMCTBA:

6.1 Hepeqeﬂb BCIIOMOraTeJbHbIX BECIIECCTB

BoabTaped, 25 MI, CYIIIIO3UTOPUU PEKTAIBLHEIE

TBepapiit xup 1o 1,0 1.

Boabrapen, 50 Mr, CYIIIIO3UTOPHUHA PEKTATBHEIE

TBepapiii xup 10 2,0 .

BoabTapen, 100 Mr, CyImo3UTOPUH PEKTAILHEIE

TBepapiit xup 10 2,0 1.

6.2 HecoBMecTHMOCTH

He nmpumenumo.

6.3 Cpok rogaocTu (CpoK XpaHeHHs )

3 roza.

6.4 QOcoOble Mepbl MPEIOCTOPOKHOCTH NMPHU XPAHEHUH

Xpanutb npu Temieparype He Boiie 30°C.

6.5 XapakTep u coiep:kaHue NEPBUYHONH YIAKOBKH

Cynnosuropun pekranbHble 25 mr wian 50 mr: mo 5 cynmosutopuilt B Onucrepe u3 I1BX,
JTAMUHUPOBAHHOTO ¢ BHYTpeHHeH cTopoHs! 1D Huskoi miuotHoctH. Ilo 2 Gimuctepa BMecTe C
JIMCTKOM-BKJIQ IbIILIEM B KAPTOHHYIO MMAUYKY.

Cynnosuropuu pektanbhbie 100 mr: o 5 cynnosuropuii B 6muctepe usz [I1BX, namuanpoBaHHOro
¢ BHyTpeHHel ctopoHsbl 19 Huskoil motHocTu. 1o 1 6nuctepy BMECTe ¢ IMCTKOM-BKIIAABIIIEM B
KApTOHHYIO NAUKy.

I[OHYCKaeTCSI HAJIMYHUEC KOHTPOJIA NICPBOT'O BCKPLITHUA HaA KapTOHHOﬁ IIa4yKe.

6.6 Oco0Oble Mepbl NPEIOCTOPOKHOCTH TPH  YHUYTOKEHHH  HMCHOJb30BAHHOTO

JIEKAapCTBEHHOI'0 npenapara HJIHA 0TX0/10B, MOJYYECHHBIX mocJje NPUMCHECHUSA
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JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUuIy I cnpenapaTom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

HoBaptuc ®apma AI', Jluxtmrpacce 35, 4056 bazens, IlIBeiinapus / Novartis Pharma AG,
Lichtstrasse 35, 4056 Basel, Switzerland
7.1. lIpencraBuTe b Aep:KaTeisd PerucTPAIMOHHOIO YA0CTOBEPEHUS

[Iperensuu notpeduTeseil HaMpPaBIATh MO AAPECY:

Poccuiickasg @eneparys

00O «HoBaptuc ®apmar»

125315 r. MockBa, Jlenunrpaackuii mpocmekt, 70
ten.: +7 495 967 12 70

(dakc: +7 495 967 12 68

a11. mouta; drug.safety russia@novartis.com

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. JIATA MEPBUYHOM PETUCTPAIIMN (ITOJATBEPXKJIEHUSI PETUCTPAIIAM,
HEPEPETUCTPALINN)

JlaTa niepBOM perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO6m1as xapakTepuCTUKa JEKapCTBEHHOT0 Tipenapara BoasTapeH noctymnHa Ha nHOOPMAIMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO CO03a B MH(GOPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH

«HTepuet» http://eec.eaeunion.org/
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