COOTBETCTBY 'ET 3 HJC [NEPTHOMY OTYETY

A 17 NG B -
nT 26.03.20 26 Mz 6230

OBIASI XAPAKTEPUCTHKA JIEKAP(*T]%E“%HB%(PHWTW K002

1. HAMMEHOBAHMUE JIJEKAPCTBEHHOI'O IIPEITAPATA

Juknodenak, 25 Mr/mi, pacTBOp JUIsl BHYTPHUMBIIIIEYHOTO BBEACHUSI.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BENIeCTBO: AUKIO(eHaK.
Kaxprit Mi1 pactBOpa cofepkuT 25 Mr aukinodeHaka (B BHIS TUKIOPEHAKA HATPHS).
Kaxnas ammyna 3 mut conepxut 75 mr qukiodenaka (B Buie TUKIopeHaKa HaTpus).

BemecTBa, HamMuMe KOTOPBIX HAJIO YIUTHIBATh B COCTABE JIEKAPCTBEHHOTO Tperapara: OeH3MIOBBIN
CIUPT, HATPUS AUCYIb(UT, TPONMUIEHIJIMKOIb, HATpUl (cM. pa3zaen 4.4.).

[TosHBI TTEepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEIIECH B pa3eie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp JJI. BHYTPUMBIIICYHOI'O BBCJCHUA.

[Tpo3paunbIii, OECIIBETHBIN WIJIH CBETJIO-)KEIITOTO I[BETA PACTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxa3aHus K NPUMEHEHU IO

[Ipenapat JJukinodenak nokazan K IpUMEHEHHUIO y B3pOCIbIX B Bo3pacte oT 18 set mpu:

® BOCHAIUTCIIBHBIX U ICTCHECPATUBHBIX 3a00/1eBaHUAX OIIOPHO-ABUI'AaTCIIBHOI'O aIlrapara, B TOM
qHucCJie:

— PEBMAaTOUIHOM apTPHUTE;

—  aHKWIO3HUPYIOIIEM CIOHIWINTE U APYTrUX CIIOHAUIOAPTPONATHIX;
— OCTE0apTpPHUTE;

— TOJIarpu4YecKOM apTpUTE;

— Oypcure, TCHIOBarHUTE;

— OOJIeBBIX CHHJpPOMAax CO CTOPOHBI MO3BOHOYHMKA (JTFOMOAro, MIIHANTHs, OCCAITHd,
HEBPAJITHUs, MUAJITUS, ApTPAITHSL, PAJUKYIINT);

e [IOYEYHOM U JKEITIYHOU KOJINKE;

¢ T[IOCTTPaBMATUYCCKOM U IIOCJICOIICPALITMOHHOM 00JIeBOM CUHAPOMEC, COIIPOBOKIAAOINUMCH
BOCITAJICHUEM |

¢  TSXKCIBIX NPUCTYIIaX MUT'PCHH.

4.2. PesxuM 103MpPOBaHus U C1OCO0 MPUMEHECHMS
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PexxuM J103upoBanus

Jlo3a mpemapara moadupaeTcs WHAMBUIYAIBHO, NMPH 3TOM C IENbI0 CHIDKCHHS PUCKA Pa3BUTHUS
HEXXEJaTeNbHbIX PEAKUUH PEKOMEHIyeTCsl NMPUMEHEHHE MHHUMAIBHOW 3(QQEKTHBHON I03bI, MO
BO3MOKHOCTH, C MAKCUMAJIBHO KOPOTKHUM IIEPUOJIOM JIEYEHUS, B COOTBETCTBUHU C LIEJIBIO JICYECHUS U
COCTOSIHMEM IallUEeHTA.

[Ipemapar JluknodeHak B aMIyirax 0COOCHHO IMOIXOUT I HAYaJIbHOTO JICYCHUS BOCTIAIUTEIIBHBIX
U JIETCHEPATUBHBIX PEBMATHYECKUX 3a00JIeBaHUM, a Takke OO0JM BCIEACTBHUE BOCIAJICHUS
HEPEBMATHYECKOTO TPOUCXOKICHUSI.

He cnemyer mnpuMmeHsTh WHBEKIWU mpenapata Jlukimodenak Oosiee 2 mHedt moapsa. I[lpwm
HEOOXOJMMOCTH JICUEHHE MOXHO WPOJOJDKUTH TmpenaparoM JlukinodgeHak B TabileTKax WU
PEKTaNbHBIX CYMMO3UTOPHUSIX.

Jlo3a 00b1yHO coctaBisieT 75 mr (comepxumoe 1 ammynsl) 1 pa3 B cyTku. B Tspkensix ciaydasx
(HampuMep, pH KOJHMKaX) B BUJIE UCKIIOUEHHS, MOTYT OBITh MPOBENEHBI 2 UHBEKIIUU IO 75 MT, €
MIPOMEXYTKOM B HECKOJIBKO 4acOB (BTOPYIO UHBEKIHUIO CIIEyeT MPOBOIUTH B KOHTpaIaTepabHYIO
aroauily). B kadecTBe anbTepHATHBBI, OJHY HMHBEKIMIO Ipernapara B JAeHb (75 Mr) MOXKHO
KOMOMHHUPOBATh C MPUEMOM JPYrUX JIEKApCTBEHHBIX (Gopm mpemnapaTta Jukiodenak (TabieTkw,
peKTaNbHbIE CYIIIO3UTOPUH), TPU STOM CyMMapHasi CyTouHas J103a He JOJDKHA mpeBbimarh 150 mr.

[Mpu mpucTynmax MUTpPEHH JICYCHHE HAYMHAIOT KaK MOJKHO paHbIIe TOCIe Hadaia TPUCTYMa C
BHYTPUMBIILIEYHOTO BBeJeHHUs mnpenapara Jukinopenak B nmo3e 75 wmr (1 ammyna). Ilpu
HE0O0XOIMMOCTH BO3MOXKHO NMPUMEHEHHE Iperapara B IPYruX JEKapCTBEHHBIX (opMax, MPH STOM
CyMMapHas CyTO4Has J103a He JT0JKHaA npeBbimaTh 150 mMr B cyTKu.

Oco0bI€ TPYIIIBI HAIMEHTOB

J]ub;a NOJ2HCUIOCO 603pacma

Koppekunn HaganpHOM 0361 y TAIIMEHTOB B BO3pacTe 65 JIeT U cTapliie, Kak MpaBuiio, He TpeOyeTcs.
Onnako, ucxoas U3 OOIIUX MEIUITMHCKUX COOOpaKeHUH, CIeAyeT COONIoAaTh OCTOPOXKHOCTH Yy
0cJ1a0JIEHHBIX MOKUJIBIX MAlIMEHTOB MJIM NAlMEHTOB C HU3KOM Maccoii Teja.

THayuenmoi ¢ 3a001e6aHUAMU CEPOCYHO-COCYOUCMOU CUCHEMbL UTU 8bLCOKUM PUCKOM 3a001e8aHUL
CcepoeyHo-cocyOUCmou CUCmeMbl

Crnenyet ¢ 0c000i1 0OCTOPOKHOCTHIO IPUMEHSTh Ipenapar y NalueHToB ¢ 3a00JIeBaHUSMU CEPICUHO-
COCYIUCTOM CHCTEMBbl WM BBICOKUM PHUCKOM pa3BUTHUsS 3a00JIEBaHUN CEpACYHO COCYIUCTOM
cuctembl. [Ipu HEOOX0AUMOCTH JUIUTENbHON Tepanuu (6osee 4 Helenb) y TAKUX MAallUeHTOB CIEAyeT
MIPUMEHSATH IIpernapaT B CyTOYHOU J103€, He npeBpiuatomeid 100 mr.

Hal/ﬂleHl’l’Zbl C NOYEYHOU HeOdOCMAmo4HOCbIO

Her nmaHHBIX O HEOOXOAMMOCTH KOPPEKIMH 103l MPH MPUMEHEHHH IperapaTa y HalueHTOB C
HapyIIEHUSIMH (YHKLIUHU MOYEK B CBSA3U C OTCYTCTBHEM HCCIIEIOBAaHUI O€30MacCHOCTH MPUMEHEHHS
npernapara y naiueHToB JaHHOH kateropuu. Cienyer co0ir01aTh OCTOPOKHOCTh IPU TPUMEHEHUN
npernapara y MaiideHToB ¢ HapylleHneM (QyHKiuu nodek. Ilpumenenue npenapara JuxiodeHak y
MAlMECHTOB C OYEYHON HE0CTATOYHOCTHIO (CKOPOCTh KiIyboukoBo# ¢uiptpanuu (CKD) menee 15
Mi1/MuH/1,73M% IIOIAIM TTOBEPXHOCTH TeNa) IPOTHBONOKa3aHo (cM. paszen 4.3).

HalxﬂleHl’l’lbl C NeYerHoYHOU HeOOCMAMmoOYHOCbIO

Her nanHBIX 0 HEOOXOAMMOCTH KOPPEKIHMH J03bI MPU MPUMEHEHWU Mpenapara y MalleHTOB C
HapylmeHUsIMH (DYHKIIMHM TIEYSHH JIETKOW U CpPeAHEW CTENEeHH TSDKECTH B CBS3M C OTCYTCTBHEM
UCCIIeIOBAaHUN O€30MacHOCTH TMPHUMEHEHHsS Tpenapara Yy JaHHOW KaTeropuu IMalueHTOB.
[Tpumenenne npemnapara JuknopeHak y MAMEHTOB ¢ HapylmieHHeM (YHKIUU TMEYSHH TSHKETOM
CTETIEHH MPOTUBOIOKAa3aHo (cM. pasaen 4.3).
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Jlemu 6 6o3pacme om () 0o 18 nem

[Ipenapar JuknodeHak B BUAE pacTBOpa s BHYTPUMBIIICYHOTO BBEIEHHUS MPOTHBOIOKA3aH K
NPUMEHEHHIO Yy JeTel ¥ moApocTkoB miaauie 18 ser. IIpm HEoOX0AMMOCTH JIeUeHUsl y JaHHOU
KaTeroOpyy ManueHToB npenapar JAukioeHak MOKHO MPUMEHATh B TAOJIETKAX WIH CYNMTIO3UTOPHUSX.

Cnoco0 nmpuMeHeHust

BnyTrpumsliieydHo.

PactBop mnpemnapara poipkeH ObITh Ipo3payHbiM. He cienyer mnpuMeHsATh pacTBOp C
KPUCTAIIMYECKUM WM APYTUM OCaaKoM. AMIYNy mpenapara cleAyeT UCIOJIb30BaTh TOIbKO OJIMH
pa3. PacTBop cienyer BBOJUTh HEMEJIEHHO MOCJE BCKPBITHS aMITYJIbI.

[Ipu npuMeHeHnN npenapara cieyeT UCHO0JIb30BaTh NOIXOIAIIYIO JJIUHY UIJIBI M BEPHYIO TEXHUKY
UHBEKUUU (YYUTHIBAsl TOJIIMHY STOJWYHOIO JKMpa KOHKPETHOIO MalMeHTa), 4ToObl n30exarb
HEeNpeIHaMEPEHHOT0 MOJIKOKHOT'O BBEJICHUSI.

[Ipenapat JlukinodeHak BBOASIT MyTeM INTYOOKON MHBEKIMH B SITOJIMYHYIO MBIIIILY.

[Ipu mpoBeeHNH BHYTPUMBILIEYHON HHBEKIUH U1 TOTO, YTOOBI U30€KaTh MOBPEKICHUS HEPBa WU
JPYTrUX TKaHed B MECT€ UHBEKIIUHU (UTO MOKET MPUBECTH K MBIIIEYHOU c1ab0CTH, Mape3y, CHIUKEHUIO
YyBCTBUTEIBLHOCTH WJIM MEIUKaMEHTO3HOU 3Mbommu koxu (Cunapom Huxkonay)), pekoMmeHyeTcs
MIpHUIEPKUBAThCS cleayromux npasuil. Ilpemnapar cienyer BBOJIUTH IIIyOOKO BHYTPUMBIIIEUHO B
BEPXHUN HAPYKHBIN KBAJIPAHT ATOJUYHON 00IACTH C COOIIIOIEHUEM TIPABUIT ACETITUKH.

4.3. [IporuBONOKA3aHUSA
- ['unepuyyBCTBUTENBHOCTh K AUKIO(EHAKY WIM K JI0O0OMY U3 BCIIOMOTATENIbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pazzene 6.1;

- o0ocTpeHue A3BEHHON OOJIE3HU KeJlylKa M JBEHAALATUNIEPCTHON KUIIKH, KPOBOTECUCHUS U3
opraHoB xenyaouHo-kumedHoro Tpakta (JKKT), nepdopanms opranos XKKT;

- Kak ¥ Jpyrde HECTEpOHUIHbIE MpOTHBOBOcHamuTenbHbie mpemaparsl (HIIBIT), mpemapar
JluknodeHak MpoTUBOIMOKA3aH MallMEHTaM C MOJHBIM WA HEMOJIHBIM COYETaHHEM OpOHXHabHOM
aCTMbl, aHTHOHEBPOTHYECKOTO OTEKa, KPATUBHUIIBI, OCTPOr0 PUHUTA, PEUUAUBUPYIOIIETO MOJIUI032a
HOCa WIM OKOJIOHOCOBBIX IMa3yX M HEMEPEHOCHUMOCTH alleTUJICATUIUIOBON KHUCIOTHI MU JIPYTUX
HECTepOUIHBIX MPOTHBOBOCHANUTENbHBIX IpenaparoB (HIIBII) (B ToM uucne B anHamHese);

- HapyieHne (QYHKIUU TICUCHH TSHKEIION CTETICHY;
- noyevHas HenoctaTogHOCTh (CK® menee 15 mn/mun/1,73 MZ);

. XpoHHUeckas cepaeuHas HemoctaroyHocts (II-IV  yHkumumonaneHbli  Kjmacc 1o
knaccudukanuu NYHA);

- KIIMHUYCCKU MMOATBCPIKACHHAA HIIEMHUYCCKAA 00J1e3Hb cepana,

- 3a00JIeBaHUS nepn(bepnqecm/lx apTepI/nZ " COCYHNOB I'OJIOBHOI'O MO3Ta,
- HCKOHTPOJIMPYEMaAA apTCpUuajibHasA I'HIICPTCH3UA;

- COCTOSIHUSA, COIIPOBOXKAAOINECA PUCKOM PA3BUTUA KpOBOTquHHﬁ;

- MOATBCPKACHHAA TMIICPKATINCMUS

—  aOpPTOKOPOHAPHOE LIYHTHpPOBaHHE (TIEPHUONIEPALIOHHBIN IEPHO);
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obocTpeHus;

—  aKTHBHBIC 3a00JICBaHUS TICUCHH;

— OepeMeHHOCTh B cpoke Ooiee 20 Henenb (cM. pasern 4.6);
— Mepuo rpyIHOTO BeKapMiiuBaHus (cM. pazzaen 4.6);

— JETCKUM Bo3pact 110 18 ser.
4.4. OcoOble yKka3aHus ¥ Mepbl PEJ0CTOPOKHOCTH IIPH NPHMMEHEHUH!

C 0CTOPOKHOCTBIO

Crnenyet ¢ 0CTOPOKHOCTBIO IPUMEHATh IIpenapar y NalueHTOB ¢ OPOHXHAIbHOM acTMOM, CE30HHBIM
QJUIEPrUYECKUM PUHHUTOM, OTEKOM CIM3UCTOM OO0OJOYKM HOCOBOH MOJIOCTH (B TOM YHUCIE C
HOCOBBIMHU TIOJIMIAMM), XPOHUYECKON OOCTPYKTUBHON OOJIE3HBIO JIETKUX, XPOHUYECKUMH
MH(QEKIMOHHBIMA  3a00JI€BaHUSIMU  JIBIXaTENbHBIX MyTe (OCOOEHHO AaCCOIMMPOBAHHBIX C
AIJIEPTUYECKUMH PUHUTOINOAOOHBIMU CUMIITOMAaMH).

Ocobast  OCTOPOXHOCTh TpeOyeTcsi TpH JIEYeHHWH TAMEHTOB C  CEPJIEYHO-COCYIAUCTHIMU
3a00JICBaHUSIMH, PHCKOM pPa3BUTHS CEPACYHO-COCYAMCTBIX TPOMOO30B, Ae(eKTaMH CHCTEMBI
reMoCTasa, HapymeHMsIMA (YHKIIUH TOYeK, BKIFOUAsh XPOHHUYECKYIO MMOYEUHYIO HEJIOCTATOYHOCTh
(CK® 15-60 wmm/mumu/1,73 ™?), aucrumuaeMueii/THIepIUNMAEMIEH, CaXxapHBIM HabeToM,
THIIEPTOHUYECKOW  OOJIE3HBbIO, TMPH  JIEYCHWH KypsIIAX  [AlMeHTOB WJIM  TAIEeHTOB,
37I0YNOTPEOIIAIONINX ATKOTOJIEM, TIPU JICYEHUH MOKUIIBIX MALIUEHTOB, MOJIYYaIOIINX AUYPETUKH UITU
Jpyrue Tmpemnaparbl, BIUAIOMIME Ha (YHKIMIO TOYEK, a TakKe MAalMeHTOB CO 3HAYUTEIbHBIM
yMeHbIlleHneM oobeMa nupkynupytomieit kposu (OLIK) mo0oi 3THOMOrHN, HapUMep, B IEPUOIBI
JI0 U TIOCJIE MACCHUBHBIX XHUPYPrUUECKUX BMEIIATEIbCTB.

3abonesanus JKKT

I[Ipu mnpumenenun mnpenapara [ukmodenak wu napyrux HIIBII HeoOxomumo coOmrogaTh
OCTOPOXHOCTh M TIIATEJBHO HAOIIOAATH MAlMEHTOB C CHMIITOMAaMHU/TPU3HAKAMH YKa3bIBaIOIIUMU
Ha mnopaxenus/zaboneBanus KKT wiam ¢ aHaMHECTHMYECKMMHU JAaHHBIMH, [O3BOJISIOIIUMU
3aMoJI03pUTh SI3BEHHOE MOPaXEHHUE KENyJIKa WM KUIIEYHHKA, KPOBOTEUCHHE WM Mepopaluio; y
narrentoB ¢ uapekueit Helicobacter pylori B anamuese, si3BeHHBIM KOIUTOM, 60J1¢3HBI0 KpoHa, ¢
HapylieHneM (GYHKIMM TI€YeHH B aHaMHe3e, M Yy MalHUeHTOB C XanoO0aMH, MO3BOJISIOIIUMU
3anon03puTh 3aboneBanus KKT.

Puck Pa3BUTHA KCITYJOUHO-KUIICUYHOTI'O KPOBOTCUYCHUA BO3PACTACT IIPU YBCIUMYCHUU TO3bI HIIBII
WK IIPpU HAJIUYHUHA A3BCHHOI'O AHAMHC34, 0COOEHHO KpOBOTC‘IeHI/Iﬁ n nep(bopauI/H/I SA3BBI U Y TIOKUJIBIX
IIaInMCHTOB.

Onepamuenvle emewamenscmea Ha KKT

ITpumenenue HIIBII, Bitoyast AMKI0(QEHAK, MOXKET OBITh CBS3aH C MOBBIIIEHHBIM PHCKOM ITPOTEUKU
aHaCTOMO3a, PACIIOJIOKEHHOIO B JKEIyJOYHO-KUIIEYHOM Tpakre. llpm mpumeHenun mnpenapara
JluknogeHak T1ociie  ONEepaTHBHOTO  BMEIIATENbCTBA HA  JKEIYJIOYHO-KHIIEYHOM  TpakTe
PEKOMEH/yeTcs TIIATeIbHOE MEAULIMHCKOE HAaOII0IeHUE U OCTOPOKHOCTb.

IIpenapamul, ysenuuugaroujue puck H#ceayo00uyHo-KUUeuHblX KpogomeyeHuil

Crnenyer cobmronaTh OCOOYI0 OCTOPOXKHOCTh NpU MNpUMEHEHHMHM npenapata J[luknodeHak y
NAIMEeHTOB,  IOJyJalOUX  Ipernaparbl, YBEJIWYMBAIOIIUE PUCK  KETYIOYHO-KHUIIEUHBIX
KPOBOTEUEHHI: CUCTEMHBIE TJIFOKOKOPTUKOCTEPOUIBI (B T. Y. MPETHU30JI0H), AHTUKOATYJISHTHI (B T.
4. Bap(apuH), aHTHArperantsl (B TOM YHCIE KIOMHJOTPEN, aleTWICATMIMIOBAS KHCIOTa) WIN
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MapOKCETUH, CEpTpauH) (cM. pazaein 4.5).
Iayuenmwl ¢ neweHoYHOU HEOOCMAMOUYHOCMbIO, NeYeHOYHOU nopgupuert

OcTOpOXKHOCTH HEOOXOJMMa TPU MPUMEHEHUH Tpenapara Jukiodenak y naiueHToB ¢ JETKUMU U
YMEPEHHBIMH HapYIIEHUSAMH (YHKIIMH MEYEHH, a TAKXKE y MAIEHTOB C MEYEHOYHOU NOpQHUpHUEH,
TaK Kak MpernapaTr MOXeT MPOBOLUPOBATH MPUCTYIIBI TOPQUPHH.

./]ub;a NOJHCUTIOCO 803pacma

Cnenyer cobmromaTh OCTOPOXKHOCTh IPH NPHUMEHEHHH mpemnapaTta [UkiIo(eHak y MalieHTOB
MOXHJIOTO BO3pacTa. ITO0 0COOCHHO aKTyaJIbHO y OCNIa0JIEHHBIX WJIM MMEIOIINX HU3KYI0 Maccy Tena
MOXWJIBIX JIOJCH. Y NalWEeHTOB JaHHOW KAaTEropuM PEKOMEHAYETCS MPUMEHSATh MpenapaTr B
MUHUMAaJIbHOU 3P PEKTUBHON J103€.

Oco0Oble YKa3aHus

HopaofceHue ofceﬂy()ouHo-Kuwequeo mpaxkma

[Ipy mnpumeHeHun auKIOpEHaKa OTMEYAJIUCh TaKUE SBJICHMS KaK KpPOBOTECUEHHS WM
m3bs3BieHust/nepdopanuu JXKKT, B psme ciydaeB co CMEPTEIbHBIM HCXOAOM. JlaHHbBIE SBICHHS
MOTYT BO3HUKHYTH B JI1000€ BpeMs MpH NPUMEHEHUH MpPernapaToB y NAlMEHTOB C HAJMYUEM WU
OTCYTCTBHEM  MpPEAUIECTBYIOIIMX CHUMITOMOB M  CEPBE3HBIMH  KEIYAOYHO-KUIIEYHBIMHU
3a00JIEBaHUSIMU B aHaMHe3€ WM 0e3 HUX. Y TMOXHIbIX MAlMEHTOB MOJ00HbBIE OCIOKHEHHUS MOTYT
MMETh Cepbe3Hble nocueacTBus. [Ipu pa3BuTHH y NaliMeHToB, NOIyJaromux npenapar Jukiodenax,
KpoBoTeueHul wim u3bsa3Biennii JKKT npenapar ciaexyer OTMEHUTS.

Jns camkenus pucka Tokcndeckoro aercteus Ha JKKT nmamuentam ¢ sisBeHHbIM nopaxennem JKKT,
0COOEHHO OCJIOKHEHHBIM KPOBOTEUYCHHEM WM Tiepdopanueil B aHaMHE3e, a TAKKE y TOKHIIBIX
MalMEeHTOB Tpernapar ClieyeT MPUMEHITh B MUHUMaIbHOU 2P (EeKTUBHOM /103€.

[TarueHTamM C TMOBBIMICHHBIM PUCKOM DPAa3BUTHUS KEITYIOUYHO-KHUIIEUYHBIX OCJOKHEHHH, a Takke
ManueHTaM, MOJYYalollUM TEpanui0 HU3KUMHU J03aMH alleTUICATUIUIOBON KHUCIOTHI, CIEAyeT
MPUHUMATh TaCTPOMPOTEKTOPHI (MHTUOUTOPHI MPOTOHHOM MOMIIBI WJIM MH30IPOCTOJ) WU APYrue
MEUIIMHCKHUE Mperaparhl 115 CHIDKEHUS pUcKa HexenareiabHoro Bo3neictBus Ha KKT.

[Tanmentam ¢ nopaxxenueM JKKT B anHamHe3e, 0COOCHHO MOKHIIBIM, HEOOXOAMMO COOOIIaTh Bpady
000 Bcex aOOMHUHAIBHBIX CUMIITOMAX.

TIlayuenmul ¢ 6poHxUATLHOU ACMMOU

Oboctpenne  OponxuanbHOW  actMmbl  (HemepeHocumocth  HIIBII/6ponxmanbHas  acTma,
npoBouupyemas npuemom HIIBII), otex KBuHKEe M KpanuBHHIIA HauboJiee 4acTO OTMEYAKOTCS Y
MAIMEHTOB, C OPOHXHAJIBHON aCTMOM, CE30HHBIM AJUIEPTUYCCKUM PUHUTOM, HOCOBBIMH IOJIUIIAMH,
XPOHUYECKOH OOCTPYKTUBHOHM OOJIC3HBIO JIETKMX HJIM XPOHHUYECKUMH  HMH(EKIIMOHHBIMU
3a00JICBAaHUSMU  JIBIXAaTCNIbHBIX ~ MyTe  (OCOOCHHO  CBSI3aHHBIMH  C  QJUICPTUYCCKUMU
PUHUTOINOJAOOHBIMU CUMIOTOMaMHU). Y JaHHOW TpyNmbl MalMEHTOB, a TaKKe y MAllMeHTOB C
anneprueil Ha JApyrue mpemnaparbl (Cbllb, 3y WIM KpalWBHUIA) MPU NMPUMEHEHHH Ipernapara
JluknodeHak crneayer coOmoAate 0coOylH0 OCTOPOXKHOCTh (TOTOBHOCTh K  INPOBEICHUIO
pEaHNMAIIOHHBIX MEPOTIPUITUI).

Koorcnuvle peakyuu

Takue CCPBLE3HLIC JACPMATOJIOTHYCCKHUEC PCAKIHNU KaK SKC(I)OJ'II/IaTI/IBHHﬁ ACpMaTruT, CHUHIAPOM
CTHBCHC&-I[)KOHCOHE[, TOKCHUYECKUI BHHI[epMaJ'IBHHﬁ HCKPOJIM3, B HCKOTOPLIX CJIydadX CO
CMCPTCJIbHBIM UCXOA0M, Ha (I)OHC IIPUMCHCHU ,Z[I/IKJIO(beHaKa OTMCYAJIUCh OYCHb PCAKO (CM. pa3acia
48) HawuGomnpmmue PHUCK U YaCTOTA Pa3BUTUA TAKCIIbIX ACPMATOJIOTHUICCKUX peaKuHﬁ OTMECYAJINCh B
HepBLIfI MECALl JTCUCHUA I[I/IKJ'IO(I)CHaKOM. HpI/I Pa3BUTHU Yy MALUCHTOB, NOJYYAOIIUX IIperapar
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JlukiogeHak, mepBbIX MPU3HAKOB KOXHOMW CBIMH, TIC pameﬂnm&éﬁ%ﬁggﬂg@:&&:@};k

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

CHUMIITOMOB THIICPUYYBCTBUTCIIBHOCTH ITpCI1apat CJICAYCT OTMCHUTD.

B peakux cinyyasx y TalMEHTOB, HE UMEIONIMX aJUICPrUM Ha NUKIOQEHAK, MpPU MPUMECHEHHUU
npemapata J{ukinodeHak MOTyT pa3BUBaThcs aHa(QUITaAKTHYCCKHE/aHA(DUIAKTONIHBIE PEaKIIUH.

Bo3zoeticmsue na cepoeuno-cocyoucmyro cucmemy

Tepanust HIIBII, B ToM 4ncie aukiogeHakoMm, B 0COOCHHOCTH, JIUTEIbHAS TEPANus U Teparust ¢
WCIOJIb30BAHUEM BBICOKHX 03, MOKET OBITh acCOIMUpPOBAHA C HEOOJIBIINM BO3pACTaHHUEM PHCKA
Pa3BUTHS CEPHE3HBIX CEPACYHO-COCYIAMCTBIX TPOMOOTHYECKHUX OCIOKHEHHU (BKJIIOYast WH(ApPKT
MHOKapJia ¥ UHCYJIBT).

VY mnanueHToB ¢ 3a00JIEBaHUSIMHM CEPJEUYHO-COCYAUCTON CHUCTEMBI M BBICOKMM PHUCKOM Pa3BUTHUS
3a00JIEBaHUN  CEPJICUHO-COCYIUCTON CHUCTEMBl (Hampumep, C apTepUaJbHOW T'HUIEpTEH3UEH,
TUNEPIUNHUIEMUEH, caXxapHbIM JMa0eToM, KypsIIUM) cleAyeT HPUMEHATh Mpenapar ¢ ocoOoit
OCTOPOKHOCTBIO, B CaMOU HU3KOHM 2PEKTUBHOM 103€ MPU MUHUMAIIBHO BO3MOKHOM JITTUTEIHHOCTH
JICYEHHUS, TOCKOJbKY PHUCK BO3HUKHOBEHHUS TPOMOOTHYECKHX OCJOXHEHHM BO3pacTaer Ipu
YBEITUYCHUH JI03bI U MPOJAODKUTENbHOCTH JeueHus. [Ipu mutenbHOU Tepanuu (Oosiee 4 Hemenp)
CyToyHas 7J03a JUKIO(eHaka y TaKMxX MaMeHTOB He mMoipkHa mpesbimarh 100 mr. Cremyer
MEePUOJUYECKH TPOBOJUTH OLIEHKY J(P(GEKTUBHOCTH JIEYEHHS] M TOTPeOHOCTH TMalKeHTa B
CUMITOMATUYECKOM Tepanuu, 0COOEHHO B TEX CIIy4yasX, KOI/a €€ MpoJ0JKUTEIBHOCTh COCTABIISET
6onee 4 nenens. IlanmenTta cienyeT MPOUHCTPYKTUPOBATh O HE3aMEIUTENIBHOM OOpallleHUH 3a
MEJUIIMHCKOM TOMOIIbIO MpPH TMOSIBICHUU IEPBBIX CHUMITOMOB TPOMOOTHYECKUX HapyIIEHUN
(Hampumep, 60 B TPy, YyBCTBA HEXBATKU BO3yXa, C1a00CTH, HAPYIICHUS PEUH).

Bo3soeticmeue na neuens

[Tockonbky B mepuoJ NpUMEHEHus mpemnapaTa JukiopeHak MOKET OTMeuYaThCsl MOBBIIICHHE
AKTUBHOCTH OJIHOTO WJIM HECKOJbKUX TMEYEHOYHbIX (EPMEHTOB, MpPH JIUTENBHON Tepanuu
IpernapaToM, B KayecTBE Mephl MPEAOCTOPOKHOCTH, MOKa3aH KOHTPOJb (QyHKUuU rnedeHu. [lpu
COXpPaHEHHH U TMPOTPECCHUPOBAHUM HAPYIIEHUN MEYEHOYHOW (QYHKIMU WM BO3HUKHOBEHUU
MIPU3HAKOB 3a00JIeBaHUI MEUECHU, WIH JPYTUX CUMIITOMOB (Harpumep, 303MHO(DUITNH, CHIIH U T.I1.),
npemnapar HeoOXoauMo OTMeHUTh. CreyeT UMeTh B BUJIY, YTO TeNaTUT Ha (poHE MPUMEHEHUS
npenapata J{ukinodeHak MOXKeT pa3BUBATHCS 0€3 MPOAPOMATIBLHBIX SIBICHUMN.

Bo3soeticmeue na nouxku

Ha ¢one repanuu npenaparom /{ukinodenak peKoMeHayeTcsl MPOBOAUTH KOHTPOJIb (PYHKIUU MOYEK
y MAaMEHTOB C TUIEPTOHUYECKOHN 00JIe3HBIO, HAPYIIEHUSIMU (PYHKIUU CepALIa WIN MOYEK, OKUIIBIX,
MAIMEHTOB, MOJIYYaIOIINX JUYPETUKHU WK JPyTrye MpenapaTsl, BIUSIONINE HA TOYEUYHYIO (YHKIIHIO,
a TaKkKe y MaIleHTOB CO 3HAUYUTEIbHBIM YMEHBIICHHEM 00beMa LUPKYIUPYIOUIEH I1a3Mbl KPOBU
000 3THUOJIOTUH, HATIPUMED, B MEPHUOJ J0 U MOCIE MACCUBHBIX XUPYPTUYECKHX BMEIIATEIHCTB.
[Tocne mpekpaieHusi Tepamuu mpernapaTtoM OOBIYHO OTMEYAETCs HOpMalH3alusl IoKa3aTesen
MOYEeYHOM (DYHKIIUU 10 MCXOIHBIX 3HAYCHUIA.

Bosoeiicmeue na cucmemy kposemeopenus

[Ipenapar [uxiodeHak MOXeT BPEMEHHO MHIMOMpPOBATh arperanuio TpombOouutos. [lostomy y
NAlMeHTOB C HApyIIeHUSIMH TeMocTa3a HeoO0XOJMMO TPOBOAMTH TIHIATENbHBIM KOHTPOJIb
COOTBETCTBYIOILIHUX JIAOOPATOPHBIX MOKA3aTeNIEH.

HpI/I JUIATCIIBHOM MMPUMCHCHHUU IIpCIiapara I[I/IKHO(I)eHaK PEKOMCHAYETCA NPOBOAUTH PCTYIIAPHBIC
KIMHUYCCKHEC aHaJIn3bl HCpPI(bCpH‘ICCKOfI KpOBH.

Mackuposanue npusHakos uHgekyuoHHo20 npoyecca

HpOTI/IBOBOCHaJ'II/ITCJ'ILHOC JIeicTBUe mpemnapara I[I/IKHO(I)eHaK MOXKCT 3aTpyAHATH AUAIHOCTHUKY
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(MOCNEOOBATENEHOCTE 0002)

MH(EKIIMOHHBIX MTPOLIECCOB.

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Peam;uu 6 mecme UHbeKYuu

Coo01manoch 0 BO3SHUKHOBEHUH PEAKIMHA B MECT€ MHBEKIIMU NOCIE BHYTPUMBILIICUHOTO BBEICHHS
npemnapara Jukinodenak, BKIOYask HEKPO3 B MECT€ MHBEKLIUU M MPOSBICHUS MEIUKAMEHTO3ZHOU
IMOOIMH KOXKH, TAKKE N3BECTHOM Kak cuHApoM Hukomay (0coOeHHO B ciiydae HempeIHaMepPEHHOTO
MIOJKOYKHOTO BBEJEHMsI npernapara) (cM. pasaen 4.8). BHyTrpumbllledyHOE BBEAEHUE Ipernapara
JlukinodeHak cieayeT MPOBOAWUTH, UCIOJNB3YS MOIXOMALINA pa3Mep Ikl U BEPHYIO TEXHHKY
UHBEKLUU.

Ilpumenenue oonospemenno c opyeumu HIIBIT

He cnenyer nmpumensts npenapar [uknodenak oanoBpemeHHo ¢ apyrumu HIIBII, Bxirouas
CEJICKTUBHBIC HHTHOUTOPHI IHKI0o0oKcHTeHasbl-2 (IJOI'-2) u3-3a pucka yBennYeHUs] HeXKeIaTelIbHbIX
siBiIeHUH (cM. paszen 4.5).

BcnooMorarenpHble BElecTBA

benzunosuiti cnupm

[Ipenapar Jluxiodenak comepXut OEH3WIOBBIM cnupT. JlaHHBIA JIEKapCTBEHHBIM Tpemapar
cofiepkuT 12 Mr OCH3WIOBOTO CHHUpTa B KakAod ammynie (3 Mi1), 4TO 3KBHBAJIECHTHO 4 MI/MUL.
BeH3unoBeIil CiUpT MOKET BHI3BIBATH AJUIEPTUUECKHUE PEAKITHH.

B 6OJ'II)IHI/IX KOJIM4YeCTBaAX CJ'IC}IyeT HpI/IMeHHTI) C OCTOpO)KHOCTI)IO U TOJIBKO HpI/I HeO6XO,ZII/IMOCTI/I,
0COOEHHO Y MAlMEeHTOB C HapylIeHneM GyHKIUY NEYEHU WM IOYEK — B CBSA3H C PUCKOM KyMYIISLIUU
Y TOKCUYHOCTH (METaOOTMYECKUI aIuo3).

Hampus oucyrvgpum

[Ipenapat Auxnodenak coaepKuT HATpust UCYIbPUT. MOKET U3peiKa BbI3bIBATH TAKEIbIE PEaKIIUU
TUIEePYYBCTBUTEIBHOCTH U OPOHXOCTIA3M.

OcoOyi0 OCTOPOXKHOCTh CHEAYeT coONoaTh NpPU BHYTPUMBIIIEYHOM BBEJICHUHM IIperapara
JuknodeHak y manMeHToB ¢ OpOHXUAIBHON acCTMOM M3-3a pucKa 000CTpeHus 3a00JIeBaHus, TaK KakK
TUCynbGUT HATpHs, COJEpKalluiicss B mpenapare, crnocoOeH BbI3BbIBATH TsDKEJIbIE peaKluu
TUIEePYYBCTBUTEIHHOCTH.

Ilponunenenuxons

JlaHHBIN JTeKapCTBEHHBIN Mpenapar coaepkuT 750 MT MpONUICHTIIMKOJS B KOKI0W ammyie (3 mi),
YTO SKBUBAJIEHTHO 250 Mr/mi1.

Hampuu
JlanHblil ipenapat coaepxkut menee 1 Mmmonb (23 mr) Hatpus Ha 1 ammnyny (3 mit), TO €CTbh, 110 CYTH

«HC COACPIKUT HATPHUSD.

4.5. B3aumojgeiicTBHEe ¢ JAPYrMMH JIeKAPCTBEHHbIMHM IpenaparamMu # JApyrue BH/bI
B3anNMOAeNCTBUA

BrlsgBiieHHBIE B3aUMOAEHCTBUS

Huzubumopul usogpepmenma CYP2C9

Cnenyer coOarofaTh OCTOPOKHOCTh IPH  OJHOBPEMEHHOM MPHMEHEHMM JuKjIo(peHaka |
uHru6uropoB n3odepmenta CYP2CY (takux Kak BOPUKOHA30J) M3-32 BO3MOXHOTO YBEJIWYECHHUS
KOHIICHTPAllUU JAUKIO(eHaKa B CBIBOPOTKE KPOBU M €TI0 IKCIIO3UIIUH.

Jlumuii, ou2okcun
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JlnknodeHak MOKET MOBBIIMIATE COJCPKAHUE JIUTUS U KOHueﬂ%I;E&{;@Ei;‘EEI&:EQ 'él_rllgésl;é' 1355'1;14'

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

PCKOMCHI[yeTCH KOHTPOJIb COACPIKAHUSA JIMTUA U KOHICHTPAIUU JUT'OKCHHA B CBIBOPOTKE KPOBH.
ﬂuypemuuemue U 2unomeH3UeHble cpeacmea

[Tpu oAHOBpEMEHHOM MPUMEHEHHH C JIUYPETHKAMHU M TUIIOTCH3MBHBIMU IpenapaTaMu (Hampumep,
Oera-aspeHoOIOKaTOpaMK, HMHIHOMTOpaMH —aHrMOTCH3MHIpeBpainatomero ¢epmenra (AIID))
IMKI0(EeHaK MOXET CHWXKaTh MX THIOTEH3WBHOE jaeictBue. [1oaToMy y MalueHTOB, O0COOCHHO
MOXHJIOr0 BO3pacra, MPH OJHOBPEMEHHOM IPHUMEHCHUH JAUKIOPCHAKa U JTUYPETUKOB WU
THIIOTEH3UBHBIX CPEACTB CIEIyeT pErysipHO U3MepsTh aprepuasnibHoe naBieHue (A/Jl),
KOHTPOJIUPOBAaTh (QYHKIMIO TMOYCK M CTENeHb THIpaTalud (BCJICACTBHE MOBBIIMICHUS pPHCKA
HE(PPOTOKCUIHOCTH).

Luxknocnopun u maxkpoaumyc

BnusHue nukinogeHaka Ha AaKTMBHOCTb IPOCTArjlaHJMHOB B TIOYKAaX MOXKET YCHJIMBATh
He(POTOKCUYHOCTh LIUKJIOCIOPHHA U TaKpoJinMyca. B ¢Bsi3u ¢ BbIIIECKAa3aHHBIM /1032 AUKJIO(pEHaKa
y NMalMEHTOB, MOJIYYAIOUIUX UKIOCIIOPUH WM TaKPOJIUMYC, T0JKHA ObITh HUXKE, YEM Y MTallUEHTOB,
He MOJIy4arolluX yYKa3aHHbIE IpenapaThl.

Hpenapambz, cnocobHble 8bI3blI8AMb cunepkajiuemuro

OnHoBpeMeHHOE  TpUMEHEHHE  JukiIodeHaka ¢ KajauicOeperaromuMHu  JIHYPETUKaMU,
LUKIOCTIOPUHOM, TaKPOJIUMYCOM U TPUMETOIIPUMOM MOKET MPUBECTH K MOBBIIICHUIO COJIEP>KAHUS
KaJusi B IUIa3M€ KpOBH, (B CiIydae Takoro OJHOBPEMEHHOTO MPUMEHEHMsI NaHHbIH MOoKa3aTelb
CJIeTyeT 4acTO KOHTPOJIMPOBATH).

AumubakmepuanvHsle cpeocmsea — npouU3800HblE XUHOJIOHA

Nmetorcs otaenbHbe COOOIMIEHNS O Pa3BUTHH CYOPOT y MAllMeHTOB, MOJIY4aBIINX OJHOBPEMEHHO
MIPOU3BO/IHbIE XMHOJIOHA U TUKJIO(EHAaK.

IIpennonaraeMple B3aUMOACHCTBUSA

HIIBII u enroxoxopmukocmepouowvl

OnHOBpEMEHHOE CHCTEMHOE NpuUMeHeHue nukimodeHaka u apyrux cuctemMubix HIIBIT wm
TIIIOKOKOPTUKOCTEPOUIOB MOXKET YBEJIMYUBATH YaCTOTY BO3HUKHOBEHUS HEXKENATEIbHBIX PEaKIIHi
(B wactHOCTH, cO cTOopoHBI JKKT).

AHmuKOCIZyJZﬂHWZbl u anmuazcpezanntol

HCO6XOI[I/IMO C OCTOPOXHOCTBIO IIPUMCHATDH ,Z[I/IK.]'IO(beHaK OOJHOBPEMCHHO C IIpCliapaTaMH 3THUX
T'PYIIII U3-3a pUCKa Pa3BUTHUA KpOBOTG‘ICHHﬁ. HGCMOTpH Ha TO, YTO B KIIMHUYCCKHUX HUCCICAOBAaHHUAX
He OBLIO YCTAHOBJICHO BJIUSAHUA I[I/IKJ'IO(I)GHaKa Ha ﬂeﬁCTBHe AHTHKOAr'yJIsIHTOB, CYHICCTBYIOT
OTACIBbHBIC COOGHICHI/ISI O IMOBLIIICHHUHU PHCKA KpOBOTe‘ICHI/Iﬁ Yy NaliMCeHTOB, ITPUHUMABHIUX JAHHYIO
KOM6I/IHaI_[I/IIO npcrapaToB. Cnez[yeT TIIATCIIBHO Ha6J'IIO,Z[aTI> ManueHTOB, IOJYYaroIux
OJHOBPECMCHHOC JICUCHHUEC NAHHBIMHU JICKAPCTBCHHBIMU IIpCIIapaTaMu.

Cenexmuesnuvle MH2M6Mm0pbl 06pamH020 saxeama cepomoHuna

O,Z[HOBpCMeHHOC MMPUMCHCHUC ,[[I/IKJ'IO(I)CHaKa C CCIICKTHBHBIMHA I/IHFI/I6I/ITOpaMI/I O6paTHOFO 3axBaTa
CCPOTOHHHA MOBBIIACT PUCK PA3BUTHS KCITYJOYHO-KUIICYHBIX KpOBOTG‘IGHHfL

T'unocnuxemuueckue npenapamaol

B KIMHMYECKHX HCCIEA0OBAHUIX YCTAHOBJICHO, 4YTO BO3MOKHO OJHOBPEMCHHOC IIPUMCHCHUC

,Z[I/IKJIO(beHaKa U THUIOTJIMKEMHUYCCKUX TMPCIapaTroB, IMPU ISTOM 3(I)(I)CKTI/IBHOCTL HNOCICIHUX HEC

U3MCHIACTCA. O,[[HaKO HU3BCCTHBI OTACIBbHBIC COOGIJ_[CHI/IH O Ppa3BUTUHM B TaAKUX CJIy4YadX Kak

TUIIOTJIMKEMUH, TaK W TUICPTIMKEMHHU, YTO O6YCJ'IOBJ'II/IB3.J'IO HCO6XOI[I/IMOCTB U3MCHCHHA OO3bI

THUIIOTTIMKEMHUYCCKUX MPCIapaToOB Ha (I)OHG NPHUMCHCHUA ,Z[I/IKJ'IO(I)CHaKa. B cBs31 ¢ BhIIIECKa3aHHBIM
8
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BO BpEMI OJHOBPECMCHHOI'O IIPUMCHCHUIA HKIOJICHAKa WI;&/;IIEE&;&\&‘P;EMCEJ&%%%
p JHOBD p i d:

PEKOMCHAYCTCA NPOBOJAUTH KOHTPOJIb KOHICHTPAIUHU I'TFOKO3bI B KPOBH.

[Tosmy4deHbl OTHENbHBIE COOOUICHUSI O PAa3BUTHUH META0OJIMYECKOrO aIua03a MpPU OJHOBPEMEHHOM
MPUMEHEHHUH AUKIO(EeHaka ¢ MeTpOPMHUHOM, B OCOOCHHOCTH y MTALIMEHTOB C HApYIIEHUEM (DYHKITHH
MOYeK.

Memompexcam

Crnenyer coOmroaTh OCTOPOKHOCTB MTPH MPUMEHEHUH JAUKIO(eHaka MeHee uyeM 3a 24 gaca 10 Win
yepe3 24 yaca mocie IpUeMa METOTpeKcara, TaKk Kak B TaKUX CIy4asX MOXET IOBbIIIATbCA
KOHIICHTPALMs METOTPEKCATa B KPOBH U YCHIIMBATHCS €r0 TOKCUYECKOE JIEHCTBHE.

Denumoun

[Ipn oHOBpEMEHHOM NpUMEHEHUU (EHUTOMHA U AUKIO(PEeHaKa HEOOXOJIMMO KOHTPOJIUPOBATH
KOHIICHTpAIMi0 (PEeHUTOMHA B TUIa3M€ KPOBU H3-3a BO3MOXKHOTO YCHJICHUS €ro CHUCTEMHOTO
BO3JEUCTBUA.

HUnoyxkmopwi uzoghepmenma CYP2C9

Cnenyet co0ir01aTh OCTOPOKHOCTB IIPH IPUMEHEHUH JUKJIO(PEHAaKa OJHOBPEMEHHO C MHYKTOpaMHu
m3opepmenta CYP2C9 (takumu, kak pUaMIULINH), TMOCKOJbKY 3TO MOJKET IPHUBECTH K
3HAYUTEIILHOMY YMEHBIIIEHUIO KOHIIEHTpAIMU JUKIO(eHaKka B IUIa3Me KPOBU U YMEHBIIEHHUIO €ro
AKCIO3ULUH.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTDb U JIAKTALUS

BbepemeHHOCTD

Hemocrarouno nmaHHBIX O 0€30MaCHOCTH MPHUMEHEHHs IUKIO(eHaKa y OCpeMEHHBIX JKCHIIUH, B
CBSI3U C UeM MPHUMEHATH npenapat Juxnodpenak o 20 Hemenn 6EPEeMEHHOCTH CIIEAYET TOJIBKO B TEX
cllydasiX, KOTJa OKMIaeMasi TMoJib3a Il MaTepy NPEBBIMIACT TMOTCHIUAIBHBIA PUCK IS TUIOJA.
JlaHHBIE HEKOTOPBIX SIUACMHUOJIOTHICCKAX HCCICIOBAHUN TOBOPST O TMOBBIIICHHOM PHCKE
BO3HUKHOBEHHUSI BBIKUJBIIIA IOCIE TPUMEHEHUS HWHTUOMTOPOB CHHTE3a IMPOCTAarjiaHJAWHOB
(manmpumep, HIIBIT) Ha panHuX cpokax OEpeMEHHOCTH, OJIHAKO OOIUH 00BEM MAaHHBIX SBIISCTCS
HEyOeIUTETbHBIM.

[Ipu npumenennn HIIBII y >xenmun, HaunHas ¢ 20 Henenan OEpeMEHHOCTH, BO3MOXKHO Pa3BUTHE
MaJoBOJMS U / UM MAaTOJIOTHH MOYEK Y HOBOPOXKACHHBIX (HEOHATaJIbHas MmovyeyHast TUChYHKIIHS).

[Ipemapat Jlukiodenak npoTUBONOKa3aH Mpu OepeMeHHOCTH cpokoM Oosee 20 Henenb (cM. pa3aen
4.3).

Huxnodenak, kak u napyrue HIIBII (MHruOuTopbl cMHTE3a MpOCTarjaHAMHOB), MPOTUBOIIOKA3aH B
nocyeaHue 3 mecsa 0epeMEeHHOCTH U3-3a BO3MOXKHOTO TOJaBJICHUS COKPATUTEIBHON CIIOCOOHOCTH
MaTK{ W/UJH MPEKIEBPEMEHHOTO 3aKPBITHSI apTEPUATBHOTO MTPOTOKA Y TIOAA.

JlakTanus
[Ipemapat JluknodeHak mpoTUBOMOKA3aH B MEPUOJ] TPYJHOTO BCKapMIuBaHus (cM. pazzaen 4.3).

Hecmotps Ha To, uTo aukinodenak, kak u apyrue HIIBII, npoHukaer B rpyHOe MOJIOKO B MajOM
KOJIMYECTBE, IIpenapaT He cielyeT IPUMEHSTh B IIEPHO/] JaKTalluu BO U30eKaHNEe HEXKEIaTeIbHOTO
BIMSHUS Ha pebeHka. [Ipy HEOOXOIMMOCTH MPUMEHEHUS Ipernapara y >KeHIIMHBI B 3TOT MEPUOJ
IPYAHOE BCKapMIIMBAHUE NIPEKPAIIAIOT.

DepTUabHOCTE

[Tockonbky mauknodenak, kak u apyrue HIIBII, moxeT oka3piBaTh OTpUIATENbHOE JICHCTBUE HA
(bepTUIBHOCTh, J>KEHIIMHAM, IUIAHUPYIOIIUM OEepeMEHHOCTh, HE PEKOMEHIYeTCS MPUMEHSITh

9
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

CIEAYET OTMEHHUTb.

4.7. BunsiHMe HAa CHOCOOHOCTH YNPAaBJATHL TPAHCHOPTHBIMH CpeacTBAMH M padoTaTth ¢
MeXaHU3MaMH

[Tanmentam, y KOTOphIX Ha (hoHE mpuMeHeHus mpemnapara J(ukinodeHak BO3HHKAIOT 3pHTEIbHBIC
HapyIIeHUs], TOJIOBOKPY)KEHUE, COHJIIMBOCTb, BEPTUIO WM JAPYrH€ HApPYIIEHUS CO CTOPOHBI
LEHTPAJbHOM HEpBHON cucTteMbl (cM. pa3zaen 4.8), He cledayeT yNpaBisTh TPAHCHOPTHBIMU
CpeICTBaMH M paboTaTh C MEXaHU3MaMHU.

4.8. HexxennaresibHbIEe peaKUM

Pe3roMe HexenaTeabHbBIX PEAKIINNI

Hike MPUBCACHBI HCKCIIATCIIBHBIC JICKAPCTBCHHBIC PCAKIHUH, KOTOPBLIC ObLIIN BBISIBICHBI B Xonae
KIIMHUYECKUX HCCHCHOB&HHﬁ, a TaKKC IMpU MPUMEHCHUHN )II/IKJIO(l)CHaKa B KJIMHUYECKOMU ITPAKTHKE.

JI1s1 OLIEHKH YaCTOThI HEXKEMATEIbHBIX PEaKIHi UCIIOIb30BAHBI CIIEYIOIINE KPUTEPHH:
«o4eHb gacToy» (> 1/10);

«aacto» (> 1/100, < 1/10);

«ueygacto» (> 1/1000, < 1/100);

«peako» (> 1/10 000, < 1/1000);

«oueHsb peako» (< 1/10 000);

94acTOTa HEM3BECTHA (Ha OCHOBAHWHW MMEIOIIUXCS JAHHBIX OLIEHUTh HEBO3MOXKHO).

HexenaTenpHble peaknuy CrpyNnUpPOBaHbI B COOTBETCTBUM C CHCTEMHO-OPTaHHBIM KJIACCOM
MEJIMIIMHCKOTO CJIOBaps JJIsi HOPMaTHUBHO-TIPaBoBOM nesarenbHocTH MedDRA, B mpenenax Kaxaoro
KJIacca HEXeJaTeIbHbIC PEaKIUU TEPEUNCIICHBI B MOPSAKE YOBIBAHUS YaCTOTHl BCTPEUAEMOCTH; B
npeAenax KakJIOW TPYIIIbI, BBIICICHHON IO YacTOTE BCTPEYAEMOCTH, HEXKENIATeIbHBbIC PEaKIUu
pacrpeiesieHbl B TOPSIIKE YMEHBIIICHUS KX BaKHOCTH.

Hngexyuu u uneazuu
Quenb pedxo
— IIOCTHHBEKLMOHHEIN abciiecc.
Hapywenus co cmoponul kposu u tumgamuieckou cucmemol
Quenb pedxo
—  TPOMOOLIMTOTICHUS;
— JICMKOIICHHS,
— TIeMOJINTHYECKAas aHEMHS;

— aIl1aCTHYCCKas aHCMMUA;

arpaHyJIoOLUTO3.
Hapywenus co cmopoHvl UMMYHHOU cucmembl

Peoxko

— THUINCPUYBCTBUTCIIbBHOCTD,

10



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 26.03.2026 N= 6230

(MOCNEOOBATENEHOCTE 0002)

— aHapwIaKTHYeCKHUe/aHAPUIAKTOUTHBIC PEAKIIMY;

— BKJIIOYAs CHUKEHUE apTepuainbHoro AasieHus (AJl) u moxk.
Quenwb pedko

— AHTMOHEBPOTUYECKHH OTEK (BKJIIOYAs OTEK JIUIA).
Tcuxuueckue napyuweHnus
Quenb pedko

— Jle3opueHranus;

—  JIETIpeccHs;

— OECCOHHHIIA;

— KOIIIMapHbI€ CHOBHJICHHUSI;

—  pa3IpakUTEIbHOCTD;

— TICUXUYECKHE HApYIICHHUS.
Hapywenus co cmoponwvl nepenoti cucmembl
Yacmo

— rojoBHas 00Jb;

— TOJIOBOKPYKEHHE.
Peoko

—  COHJIMBOCTb.

Quenb pedxo

HapylIEeHUs YyBCTBUTECIIBHOCTH, BKJIIOYAsA NAPECTE3UH,

— paccTpoOCTBa MaMSTH;
—  Tpemop;
—  CyAOpOTH;
—  OIIYIICHUE TPEBOTH;
— OCTpBI€ HAPYILIEHUS MO3TOBOTO KPOBOOOpAIICHHUS,
— aCEeNTHYECKHH MEHUHIHT.
Hapywenus co cmoponul opeana 3penus:
Quenb pedxo
— HapyIIeHUs 3peHus (3aTyMaHUBaHUE 3PEHUS);
—  JIUIUIONHA.
Hapywenus co cmoponul opeana cnyxa u 1abupunma
Yacmo
— BEPTHTIO.

QueHb pedko

— HapyIlIeHHus CIlyXa;
11



— IIIyM B yIIax.
Hapywenus co cmoponul cepoya
Heuacmo

— wuH(papKT MHOKap/a;

— cepledHasi HeJOCTaTOYHOCTh;

—  OIIyIICHHUE cepAIcOneHus;

— 001b B TpyOH.

Yacmoma nHeuszsecmua

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 26.03.2026 N= 6230

(MOCNEOOBATENEHOCTE 0002)

— cunapom Koynuca (anneprudeckuii ocTpblii KOPOHAPHBIN CUHIPOM).

Hapywenus co cmoponwl cocyoos

Quenb pedxo

— BaCKYJIHT.

Hapywenus co cmoponul ovixamenvhoti cucmemsl, Op2arHos epyOHOU KIemKU U CpeooCmeHs]

Peoko

— OponxuanbHas acTMa (BKJIH0Yas OJBIIIKY).

Quenb pedxo

— ITHCBMOHHMT.

Hapywenus co cmoponul sicenyoouno-kuuieuno2o mpaxkma

Yacmo
— abpoMuHaJbHas 00JIb;
— TOIIHOTA;
—  pBOTa;
—  Juapes;
—  JUCIIEIICHS;
—  METEOpH3M;

— CHHMIXXCHHC aIlIICTUTA.

— TI'aCTPHUT;

— KCIYAOUYHO-KHUIICYHOC KPOBOTCUYCHUC,

— PBOTa KpPOBBIO;
— MEJICHa;

— JAuapeda ¢ IpuMECbIO KPOBU;

— SA3BbI XKCJIIYAKa W KUIICUHHUKA (C unn 0e3 KpOBOTCYCHHA, CTCHO3a WA Hepq)opaulxm, C

BO3MOKHBIM Pa3BUTUCM HepI/ITOHI/ITa).

Quenwb pedko

12




CTOMATHT;

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 26.03.2026 N= 6230

(MOCNEOOBATENEHOCTE 0002)

TJIOCCHT;

MOBPEKICHUS TTUILEBO/IA;

SI3BEHHOTO KOJIUTa Wi 60s1e3uu Kpona);
3arop;
IIAaHKPEATHUT,;

JIUCTEB3US.

BO3HUKHOBEHHUE TMAPParMonof00HBIX CTPUKTYP B KHIIEYHUKE;

KOUT (Hecrenu(pUIecKnii reMOpparndecKuii KOJIUT, MIIEMHYECKHH KOJHUT, 000CTpeHne

Hapywenus co cmoponuvl neuenu u scenuesvigoosauux nymei

Yacmo

Peoko

TeIaTHT;

KENTyXa;

HapyleHust QyHKIUN EeYEHH.

Quenb pedxo

MOJIHHEHOCHBIN I'ernaTur,

— HEKpO3 ICUCHH,
— IIeYEHOYHAas HEJOCTAaTOYHOCTD.

Hapywenus co cmoponwl kKodicu u nOOKONCHbIX MKaAHel
Yacmo

KO>XHas CBIIIb.

Peoko
— KpanvBHHIA.

Quenb pedxo

OyJUIC3HBIN JIEPMATHT;

JK3€eMa;

pUTEMa;

MHOTO(OpMHas 3pUTEMa;

CUHAPOM CTHBCHC&—I[)KOHCOH&;

9KC(HOTUATUBHBIN TepMaTHT;
3y1;
aJIOTIeLIUs;
13
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 26.03.2026 N= 6230

(MOCNEOOBATENEHOCTE 0002)

— peakuuu (POTOIYBCTBUTEILHOCTH,

— Iypmypa;
— nypnypa llenneitna—I enoxa.
Hapywenus co cmopoHvl nouek u Mouesvbieo0sauux nymetl
Quenw pedko
— OCTpO€ NOpa)XeHHE MoYeK (0CTpasi MOUEHYHAast HEJJOCTATOUHOCTD);
— TeMarypus;
— TPOTEUHYpHS;
— TyOyJO-HHTEpCTULIHATIBHBIA HEPPUT;
—  HEePPOTUYECKHUI CUHIPOM;
— NanWUISIPHBIA HEKPO3.
Obwue napywenus u peakyuu 8 mecme 66e0eHUsl
Yacmo
— 0oIb;
— YIUIOTHEHHE B MECTE€ UHBEKIINU.
Peoxo
—  OTeKH;
— HEKpO3 B MECTE BBEJICHMS IIpenapara.
Jlabopamopnvie u uncmpymenmanvHvle OaHHble
Quenwb pedko
— TIOBBIILICHUE apTepHanbHOTO AaBieHus (A/L).
Heocenamenvnule peakyuu, ommeuennvie 8 NOCMpe2ucmpayuoHHOM nepuooe

Ha ¢one tepanum npenaparom JluxiodeHak B aMiygax B MOCTPETHCTPALIMOHHOM MEpPHOJE B
KIIMHUYECKOM MpakTHKE OTMeYallach HeKeJaTellbHas peaklus, npuBeneHHas Hibke. llockoibky
coo0IIeHnss 00 ATHX SBJICHUAX MOCTYMAKOT JOOPOBOJBHO, a pa3Mep MOMYJISIHOHHON TIpPYIIbI
SIBJIIETCS HEU3BECTHBIM, JJOCTOBEPHO OIEHUTh UX YACTOTY HE MPEACTABISETCS BO3MOXKHBIM, U OHA
KIIaCCU(PUIUPYETCS KaK «HEU3BECTHAS.

OOuire HapylleHUsi W PEaKIHUW B MECTC BBEJICHUS. YaCcTOTAa HEM3BECTHA — MEIUKAMEHTO3HAs
samb6omus koxu (Cunapom Huxomnay).

OnuncaHue OTACABHBIX HEXKEJIATEIbHBIX PEaKIIUM

Hapywenus co cmoponwl cepoeuno-cocyoucmotui cucmemsi

JlaHHBIE KIMHUYECKMX HCCIICOBAHUM yKa3bIBalOT Ha HEOOJIBIIOE YBETUYEHUE PHCKA Pa3BUTHS
CEepACYHO-COCYUCTHIX TPOMOOTHYECKUX OCIIOKHEHHH (HanpuMep, nHpapKkTa MHOKap/a), 0COOEHHO
IIPU JUTUTENTLHOM IIPUMEHEHNH TUKJI0(eHaKa B BBICOKHX J103axX (cyrouHas j03a 6osiee 150 mr).

3pumenvHvle HapyuieHus

3puTenbHbIE PACCTPONCTBA, TAKNWE KaK HApYILIEHUE 3pEHUs, 3aTyMaHUBaHUE 3PEHMSI WM JUILIONHS,
M0-BUUMOMY, ABJISIIOTCA Kitacc-3¢dexramu HIIBII, 1 06paTiMbl ociie npeKparieHus IpuMeHeHHs.
B03MOXXHBIM MEXaHM3MOM Da3BUTHSI TAaKMX PACCTPOWCTB SBISAETCS MHIMOMpOBaHHE CHUHTE3a
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MPOCTarJIaHAMHOB U JPYIUX COIYTCTBYIOIIMX BEIIECTB, qTo'a%Eél%Fﬁ%%gJﬁ);&gh

CeTYaTKe, KOTOPOE MPOSIBIAETCS MOTEHIUAIBHBIMU 3PUTEIIBHBIMU paccTpoicTBaMu. 1Ipu pazsurun
TaKMX CHMIITOMOB Ha (OHE Tepamuu AUKIOPCHAKOM CIIEAyeT PacCMOTPETh BO3MOXKHOCTb
0(TaTbMOIOTUYECKOTO 00CIETOBAHMS IS UCKIIIOUCHHS KaKUX-JTMOO0 APYIUX MPUYMH.

COO6HI€HI/IG 0 IO A03PEBACMBIX HCXKCIIATCIIbHBIX PCAKIIUAX

BaxHo coo0marh 0 1oJ03peBacMbIX HEKETATEIbHBIX PEAKIHUAX MMOCIE PErHCTPaluU IpenapaTa ¢
1EeNIBbI0 00eCTIeYeHHS HEMPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHUS «II0JIh3a — PUCK) JIEKAPCTBEHHOTO
npenapara. MeIUIIMHCKUM DPa0OTHHKAM PEKOMEHIIyeTCsl COOO0IaTh O JIOOBIX IOJ03PEBAEMBIX
HEeXeJIaTeNbHbIX PEAaKLUIX JEKApCTBEHHOI'O MIpernapaTa 4epe3 HallMOHAJIbHbBIE CUCTEMbI COOOIEHNUS
0 HEXeJaTeIbHbIX PeaKUsiX rocyAapcTB — WieHOB EBpa3uiickoro 3KOHOMH4ECKOT0 COH03a.

Poccniickas @enepanns

®denepanpHas cnyk0a o Haa30py B chepe 3apaBoOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKast Ij101ap, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

OnektpoHHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
CaiiT B mH(GOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»:

www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CHUMITOMBI

PBoTa, jxemyn04HO-KHILIEYHOE KPOBOTEUEHHUE, TUapes, TOJI0OBOKPYKEHHE, ITyM B yIIax, cyaoporu. B
cllydae 3HAYUTENIBHOTO OTPABJICHUS, BO3MOKHO Pa3BUTHE OCTPON MOYEHYHON HENOCTATOYHOCTH U
MOPAXKEHUS TTEYEHH.

Jleuenue

[ToanepkuBaromiee M CHUMITOMAaTHYECKOE JIEUEHUE TOKAa3aHO MpPH TaKUX OCJOKHEHHUSAX Kak
cHbkeHue AJl, moyeyHasi HEAOCTATOYHOCTh, CyAoporu, HapymeHus co ctoponbl KKT u yruerenue
neixaHus. PopcUpoOBaHHBIN JUYype3, TeMoAraIn3 Wi remonepdysus ais Beieaenuss HIIBII, B Tom
yicine aukiodeHaka, u3 opraHusmMa Hed(D(EKTHBHBI, TaK KaK JACHUCTBYIOIIME BEIIECTBA ITHX
MpernapaToB B 3HAYUTEIBHON CTENEHH CBS3BIBAIOTCS C OelikaMu IUTa3Mbl U TOJBEPraroTcs
MHTEHCUBHOMY METa00INU3MY.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoauHaAMHYEeCKHE CBOMCTBA

CDapMaKOTepaHCBTI/I‘-ICCKaH rpyiia: IMPOTUBOBOCTIAJIMTCIILHBIC u MPOTUBOPCBMATUUCCKUC
npenaparbl, HCCTCPOUIHBIC TMPOTUBOBOCHAIUTCIBHBIC W TIPOTUBOPCBMATHYCCKHUC TIPCIIApPAThI;
IIPpOU3BOJHBIC YKCYCHOP’I KHCJIOTBI U POACTBCHHBIC COCIUHCHU .

Kox ATX: MO1ABO05

MexaHu3M AEHUCTBUS U (baDMaKOHI/IHaMI/ILIeCKI/Ie B(b(beKTLI

[Ipemapar [ukinodeHak cOIEpKUT MUKIO(PEHAK HATPHUS, BEIIECTBO HECTEPOHIHON CTPYKTYpHI,
OKAa3bIBAIOIIEE BBIPAKEHHOE IPOTHBOBOCHAIUTEIBHOE, AHAIBIETUUYECKOE M KApPOIOHMKAIOIIEe
JIEUCTBUE.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

TOPMOIKCHHC omocHuHTE3a npocrarijianHAInHOB. HpOCTaFHaHHI/IHBI HUI'pal0T BAXKHYIO POJIb B I'CHC3C
BOCHAJICHUS, O0JIN M JTMXOPAJIKH.

In vitro nukinodenak HaTpHsi B KOHLEHTPALUIX, SKBUBAJICHTHBIX TEM, KOTOPBIC TOCTHIAOTCS TPH
MIPUMEHEHHUH Y YEJIOBEKA, HE MOJaBiIsieT OMOCUHTE3 MPOTEOTITIMKAHOB XPSIIEBON TKAHU.

[Ipu peBmatmyeckux 3a00JIEBAHUAX NPOTHUBOBOCHAIUTEIBHOE W aHAJIBIE3UPYIOIIEE CBOWCTBA
mpenapara 00eCHeuMBalOT  KIMHUYECKAH  d((eKT, XapaKTepU3YIOIIUKUCS  3HAYUTEIbHBIM
YMEHBIICHHEM BBIPAKEHHOCTH TaKHX MPOSBICHHUN, KaK 00JIb B TIOKOE M NIPU JBWKCHUH, YTPEHHSSA
CKOBaHHOCTb U MPHUITYXJIOCTh CYCTABOB, & TAKKE yIydlIeHHEM (DYHKIIMOHATBHOTO COCTOSHHSL.

HpI/I MOCTTPAaBMATUUYCCKUX U MTOCTICONECPATNOHHBIX BOCTIAJIUTCIIBHBIX ABJICHHUAX )II/IKJ'IO(l)eHaK 6BICTpO
KynupyeT 00Jib (Kak B MOKOE, TaK M MpPHU JABWKEHUH), YMEHBIIAET BOCHAIUTENbHBIN OTEK U OTEK
ITOCJIEOTIEPAlHOHHOM PaHBbI.

OTMmeueH BbIpaXeHHbIN aHambreTndeckuil 3pdext nukaodeHaxka mpu yMEepeHHOM U CHIIbHOM 60u
HEPEBMATHYECKOTO IIpoucxoxaeHus. Obnerdyenue 6omu HacTymnaeT uepe3 15-30 MuHyT.

Kpowme toro, npenapar JlukinodeHak o0nerdyaet NpucTynbl MUTPEHH.

[Ipy mpuMeHeHHH B KOMOMHAIIUM C ONUOWAAMHU Y MAIUMEHTOB C IOCIEONEpPAlMOHHON 00JIbI0
TUKI0(EeHaK T0CTOBEPHO CHIXKAET MOTPEOHOCTh B OMMOMIHBIX aHAIBIE€THKAX.

5.2. ®apmMakoOKHHeTHYECKHE CBOMCTBA

AOcopOrtus

[Tocne BHYTpUMBIIIEUHOTO BBEICHUS 75 MT' TUKJIO0(heHaKa ero BcacblBaHUE HAUMHAETCSl HEMEJIEHHO.
MakcumanbHasi KoHIeHTpanus B mazme (Cmax), CpeiHee 3HAaUCHHE KOTOPOH COCTaBIIsieT OKOJIo 2,5
MKT/Mi1 (8 MKMOJIB/), pocturaercs npumepHo depe3 20 muHyT. KOaudecTBO BCachIBAIOIIETOCS
JEMCTBYIOLIETO BEIIECTBA HAXOIUTCS B JIMHEHHOM 3aBUCUMOCTH OT BEJIMYMHBI J03bI Ipernapara.

Benmuunna mnomanu mox kpuBod «koHIeHTparms — BpeMs» (AUC) mocine BHYTPHUMBIIIEYHOTO
BBEJICHUS TUKIIO(eHaKa MPUMEPHO B 2 pa3a 00JIbIIIe, YeM MOCIIE €0 MEPOPATLHOTO UIH PEKTAILHOTO
MPUMEHEHHUs], MOCKOJIbKY B IOCIETHUX CIy4asX OKOJO MOJIOBMHBI KOJMYECTBa AMKIO(DeHaKa
MeTaboIN3UPYETCS MPU «IIEPBOM MPOXOXKICHUN Yepe3 MeUCHb.

HpI/I MOCICAYOIINX BBEACHUAX (l)apMaKOKI/IHeTI/ILIeCKI/Ie IIOKa3aTCJIn HE UBMCHAKOTCA. HpI/I YCJI0BUH
CO6J'IIOI[€HI/I${ PEKOMCHAYEMBIX HHTEPBAJIOB MCKAY BBCIACHUAIMU I[I/IKJ'IO(bCHaKa KyMyJsIHUU HE
OTMECYACTCA.

Pacnpenenenue

Cesa3p ¢ OenkamMu ChIBOPOTKH KpoBU — 99,7 %, mpeumyiiectBeHHO ¢ ambOymuHoMm (99,4 %).
Kaxymuiics o6vem pacnpenenenus coctasiuser 0,12—0,17 n/kr.

JluknodeHak MPOHUKAET B CHHOBHAIBHYIO JKUIKOCTb, IJI€ €ro MaKCHMalbHas KOHIEHTPALUS
JoCTUraercs Ha 2—4 yaca mo3»e, 4yeM B Iia3Me KpoBU. Kaxymuiics nmepuo] MoiayBbIBEICHUS U3
CUHOBHUAJIBHOM XKUAKOCTH cOCTaBisieT 3—6 yacoB. Uepes 2 yaca nocie JOCTHKEHHUS] MaKCUMaIbHOU
KOHIIEHTPAIIMH B TJIa3Me KPOBH KOHIIEHTpAIIHs AUKIIO(EeHaKa B CHHOBUATBLHOM KUIKOCTH BBIIIE, YEM
B IUTa3Me KPOBH, U €€ 3HAUEHHUs OCTAIOTCS 0oJiee BHICOKUMU Ha MPOTSHKEHUH TIEpUo/ia BPEMEHHU JI0
12 gacos.

Jluknogenak OblT 0OHapyKeH B HU3KUX KOHIEeHTpauusax (100 Hr/Mi) B TpyAHOM MOJIOKE OJTHOM U3
KopMsmux marepeid. [lpenmonaraemoe KOJMYECTBO Iperapara, MONAJaloIero 4Yepe3 TIpyaHoe
MOJIOKO B OpraHu3M pedeHka skBuBaieHTHO 0,03 MI/Kr/CyTKH.

EI/IOTDaHCd)ODMaI_[I/IH
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MOJIEKYJIBI, HO  IPEUMYILIECTBEHHO  IOCPEACTBOM  OJHOKPAaTHOTO ¥  MHOI'OKpPaTHOTO
THJIPOKCHIIMPOBAHUS U METOKCHIIMPOBAHHUSA, YTO MPUBOJUT K 00pa30BaHHUIO HECKOJIBKUX (PEHOTBHBIX
MmetabonutoB (3'-ruapokcu-, 4'-ruapokcu-, S-ruapoxcu-, 4'.5-gurunpoxcu- u 3' rHIpPOKCU-4'-
METOKCUIUKIO(PEHAKa), OOJBIIMHCTBO U3 KOTOPBIX MPEBPAILACTCS B IIIIOKYPOHOBBIE KOHBIOTATHI.
JIBa (heHONTBHBIX METa0OIUTa OMOIOTUYECKA aKTHBHBI, HO B 3HAYUTEIHHO MEHBIICH CTEICHH, YeM
TUKIIO(EHAK.

DauMuHaALIS

OOmwmii cuCTEMHBIN TIa3MEHHBIN KIUPEeHC TUKIopeHaka cocTaBisieT 263 + 56 mu/mun. Koneunsrit
IIepHO/I MOTYBBIBEIEHUS cocTaBiisieT 1-2 yaca. [lepuon nonyseiBeneHus: 4 MeTabOIUTOB, BKIIOYAs
nBa (papMaKoJIOrM4ecKd aKTUBHBIX, TaK )K€ HEMpPOJOJDKUTENEH U cocTaBiseT 1-3 vaca. OnuH u3
MeTabonauToB,  3'-ruapokcu-4'-MeTokcuaukiopeHak, uMeeT 0OoJjiee  JJIMTENbHBI  TEepuoj
MOJIYBBIBE/IEHUS, OJTHAKO 3TOT METa0OJIUT MOJHOCTHIO HEAKTUBEH.

Okono 60 % 1o03bl mpenapaTa BBIBOAUTCS TOYKAMU B BHJIE TJIIOKYPOHOBBIX KOHBIOTaTOB
HEM3MEHEHHOTO JICHCTBYIOIIETO BEIIECTBA, a TAKKE B BUJIE META00JIUTOB, OOJIBIIMHCTBO U3 KOTOPHIX
TO’KE MPEJICTABISIOT COOOW TITFOKYPOHOBBIE KOHBIOTaThl. B HEM3MEHEHHOM BUJI€ BHIBOJUTCS MEHEE
1 % nuxnodenaka. OcraBiiasicst 4aCTh JI03bI IIpenapaTa BHIBOAUTCS B BUJIE META0OIUTOB C KEITYbIO.

KOHHGHTpaHI/ISI JII/IKJ'IO(l)eHaKa B ITa3M€ KpOBU JIMHEHHO 3aBUCHUT OT BEJIMYHNHEI HpHMeHﬂeMOﬁ JO3BI.

Oco0Bble IpyIIIE AIMEHTOB

J]uua NOJ2UCUTIOCO 603pacma

BcackiBanue, MmeTaboM3M U BbIBEJCHHE Mpernapara He 3aBUCAT OoT Bo3pacta. OJHAKO Y HEKOTOPBIX
MalMeHTOB TOXUJIOTO Bo3pacTa TMocie |5-MUHYTHOM BHYTPMBEHHOW WHQY3UH OTMEUYEHO
yBeJIMUYEHUE KOHIEHTpauuu AukinodeHaka B mia3Me kpoBu Ha 50 % Mo CpaBHEHMIO C TaKOBBIM
MOoKa3aTesieM y 3JJ0POBbIX T00POBOJIBIIEB O0OJIee MOJIOJOI0 BO3pacTa.

Hauuenmbz C NOYEYHOU HeOOCMAmoO4YHOCHbIO

VY nanueHTOB C HapyumieHHeM (YHKIUU TOYEK MpU COOIIOJCHUH PEKOMEHIOBAHHOTO PEeXHUMa
JO3UPOBAHUS KyMYJISILIUM HEU3MEHEHHOTO JICWCTBYIOIIETO BEIIECTBA HE OTMEYAETCS.

IIpu xnupence kpearnHuHa wMeHee 10 MI/MHH pacueTHbIE pPAaBHOBECHBIE KOHIIGHTPALUH
TUAPOKCUMETa00IUTOB AuKIOdEeHaKa TPUMEpPHO B 4 pasa BbILIE, YEM Yy 3JI0POBBIX JOOPOBOJIBLIEB,
IIPH 3TOM METa0OJIUTHI BBIBOISATCS UCKIIOUUTEIBHO C KEMUbIO.

Hauueﬂmbz C NeyeHoYHOU HedOCMAmo4YHOCMbIO

VY manueHToB ¢ XPOHHUYCCKHUM I'€lIaATUTOM HJIM KOMIICHCHPOBAHHBIM LHUPPO30OM IICUCHU IMOKA3ATCIIN
(bapMaKOKHHCTHKH I[I/IKJ'IO(i)eHaKa AHAJIOTMYHBI TAKOBBIM Y ITAIIUCHTOB 0e3 3a00J1eBaHuI [TIEUYEHH.

CTH

BC&CLIBEIHI/IC, MeTa00IU3M U BBIBCACHHC IIPCIIapaTa HC 3aBHUCAT OT BO3pacTa. VY nereit KOHIOCHTpaluu
,Z[I/IKJ'IO(I)CHaKa B IIJTa3M€ KPOBU IIPU ITPUMCHCHHUU 5KBUBAJICHTHBIX N03 IIpCIiapara (MI‘/KF MacCChbl Tena)
CXOJHBI C COOTBCTCTBYIOIIUMHU IOKA3ATCIISIMU Y B3POCIIbIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbHBIX BelIECTB

ben3uioselil ciupt
Hatpus nucynbdur
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(MOCNEOOBATENEHOCTE 0002)

[IponuneHrnukoinb

Harpus ruapokcuy

Bopa mis nabexumin
6.2. HecoBMecTHMOCTH

B cBa3u ¢ OTCyTCTBHMEM MCCIIEIOBAHWNA COBMECTUMOCTH, JAHHBIM JIEKAPCTBEHHBIM INpeErapar He
CJIelyeT CMELIUBATh C APYTMMU JIEKaPCTBEHHBIMU IIPEIapaTaMu.

6.3. Cpox roqHocTH (CpoK XpaHeHHsl)

3 roga.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NPHU XPAHEHUH
XpaHuTb NpH TeMiiepatype He Bbiie 25 °C.

6.5. Xapakrep u coaep:kaHue ynakOBKH

[To 3 mu1 B 3amasiHHBIC OECIIBETHBIE CTEKIISTHHBIC aMITyJbl. [1o 5 aMImynn B moatoHe U3 MOJIMATUIICHA
BBICOKON TJIOTHOCTH. [lo 1 mnm 5 moAmoOHOB B KapTOHHOM NMayke BMECTE C HMHCTPYKLIHMEH IO
MEIUIMHCKOMY MPUMEHEHHUIO.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH MPHU YTHIH3AUMU HCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MJM OTX0J0B, NMOJYYEeHHbIX IOcJe NMPUMEHEHHsl JeKAPCTBEHHOI0 Mpenapara, u
ApYyrue MaHUIYJISLUH C IPenapaToM

PactBop mpemapara poikeH ObITh Mpo3padHbiM. He crmegyer nOpUMEHSTH pacTBOp C
KPUCTAIIMYECKUM WM APYTUM OCaAKOoM. AMIYIy Mpemnapara clieyeT UCIOJIb30BaTh TOIbKO OJWH
pas.

PaCTBOp CJICOAYET BBOOAUTH HEMCAJICHHO IIOCJIC BCKPBITHA aMITYJIbI.

[Ipu npuMeHeHnH npenapara cieayeT UCIO0Ib30BaTh MOIXOASIIYIO ATHHY UTJIbI U BEPHYIO TEXHUKY
UHBEKUUU (YYUTHIBAs TOJIIMHY STOJUYHOTO >KMpa KOHKPETHOTO IMalMeHTa), 4ToObl n30exarhb
HEeMpeIHaMEPEHHOTO MOJIKOKHOTO BBEJICHUSI.

Yrunuzanus

Becw ocraBmmiics JIeKapCTBCHHHﬁ npenapar u OoTxodbl CICAYCT YHUUTOXKHUTH (YTI/IJ'II/I3I/IpOBaTB) B
YCTAHOBJICHHOM HOPAIKE.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Nunus
Hlpes Jlaiip Caencus I1BT. JITA.
Hlpes Xays, 301/A, Ilepeiipa Xunn Poyn, Auaxepu (Mct.), Mym6an — 400 099

7.1. IIpeacraBuTe/Ib AEPKATEIS PETHCTPANMOHHOIO YA10CTOBEPEHHUS

[Iperen3uu noTpeduTeNeit HaNPaBIIATH 10 aJPecy:
Poccuiickas @enepanus
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b [Tsr, JHASCIEQOBATENEHOCTE 0002)

[IpencraButenbcTBo kommnanuu «Ipes Jlaiig Caencul

111033, r. Mocksa, yi. 3os0Toposkckuit Bai, a 11, ctp. 21
Ten.: +7 (495) 970-15-80
Anpec anekrponHoi moutel: medinfo.russia@gmail.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOT O YOCTOBEPEHU S

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA
JlexapCTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPHUH OTITyCKa IO PELENTY.
OO0miast xapakTepucTUKa JIEKapCTBEHHOTO Tpemnapara JIMkiIoQeHak JOCTyIHa B €IMHOM pPEecTpe
3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB EBpPa3sWiiCKOTO0 SKOHOMHYECKOTO COM03a M Ha

opUIHATIEHOM caire YIOJIHOMOYEHHOTO opraHa (3KcTIepTHOM OpraHu3aliH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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