COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.09.2023 N= 13061

(NOCNELOBATENBHOCTE 0002)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Juxnodpenak-Anprdapm, 25 Mr, Cynmo3uToOpuu peKTaabHbIE.
Huknodenak-Anbprdapm, 50 Mr, Cynmo3uTOpun peKTaabHbIE.
Huknodpenak-Anprdapm, 100 Mr, CyNmo3uTOpun peKTaabHbIC.

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIA COCTAB
JleiicTByromiee BeecTBO: AUKIo(eHaK HaTpHsl.

Jluknodenak-Anprdapm, 25 MI, CYIIIO3UTOPUN PEKTAILHEIE.

Kaxxapiii cynmno3utopuit peKTanbHbli (25 MT) coaepkuT 25 Mr AukiodeHaka HaTpus.

Juxknodernak-AnbrdapMm, 50 Mr, CYIIIO3UTOPUN PEKTATIbHBIE.

Kaxnplii cynmosuropuii pektanbHblil (50 Mr) comepxut 50 Mr aukiodeHaka HaTpHs.

Jluknodernak-Ansrdapm, 100 Mr, CYIIIO3UTOPUN PEKTAILHEIE.

Kaxnpiit cynmosuropuii pexktanbHbiii (100 mr) cogepskut 100 Mr aukiopeHaka HaTpus.
[TonHBIN epeueHb BCIIOMOraTeIbHbIX BELIECTB IIPUBEACH B pazzeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynno3uTopuu peKTaabHbIE.

Cynno3utopuu 0T 6€10r0 10 6es10ro ¢ KeJITOBATHIM OTTEHKOM I[BETa, TOPIeA000pa3Hoil popMsl,
0e3 BUAMMBIX BKpaIIeHUI Ha MPOJIOJILHOM Cpe3e.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3zaHusi K NPUMEHEHUIO

[Tpenapar Juknodpenak-AnpTdapm MokazaH K NPUMEHEHUIO Y B3pOCIBIX (U1 JO3UPOBOK 25 MT,
50 mr u 100 mr), nereii B Bozpacte oT 6 10 14 neT (17151 J03UPOBKH 25 MT), TOAPOCTKOB B BO3PACTE
ot 14 no 18 ner (ans go3upoBok 25 mr u 50 mr) npu:

* BocnanuresnbHble U JereHepaTUBHBIE 3a00J€BaHMs OMOPHO-IBUIATEILHOIO amnmapara, B TOM
quCIe:

- PEBMATOU/IHBIH, FOBEHUJIbHBIN XPOHUYECKUI apTPUT;

- QHKWJIO3UPYIOUINI CIIOHAWIUT U IpYTHe CIIOHAUI0APTPONaTHH;

- 0CTE0apTpO3;

- IOJArPUUECKUN apTPUT;

- OypcuT, TEHJOBaruHUT.

* boseBbie CHHAPOMBI CO CTOPOHBI TO3BOHOYHUKA (JIFOMOAro, WIINAITHs, OCCANIT s, HEBPAJITHS,
MUAITHS, apTPaiIrusi, paIuKyIuT).

* IlocTTpaBMaTH4YecKHii M IOCIIEONEPALMOHHbI OO0JNEBOW CHHAPOM, CONPOBOXKIAOIINUNACS

BOCIIAJICHUEM, HAITPUMEDP, B CTOMATOJIOTUH U OPTOIICANH.
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* [Ipuctynsl MurpeHu.

* Hudexkunonno-pocnanutensusie 3adoneBanuss JIOP opranoB ¢ BbIpaXeHHBIM OOJEBBIM
CHHJIPOMOM (B COCTaBe KOMIIJIEKCHOM Tepanuu): GapuHruT, TOH3UUIUT, OTUT.

N3onupoBaHHas IMXOpaJika He ABIsETCS [TOKa3aHUEM K IPUMEHEHUIO IIpenapaTa.

[Ipenapat npenHazHaveH sl CHMOTOMATHYECKON Teparuy, yMEHbIICHHs 00 U BOCHIAJICHHS Ha
MOMEHT IIPUMEHEHUs, Ha POrPEeCCUpOBaHue 3a00JIeBaHNs HE BIUSCT.

4.2. Pe:xuM 103UPOBAHMSI M CIIOCO0 MPUMeEHEHUsI

PexxuM 1o3upoBaHus

Jo3a mpenapara moaoupaeTcs UHAUBUAYATIBHO, TIPU 3TOM C IEJIbI0 CHUKEHUSI PUCKA PA3BUTHUS
no0ouYHbIX 3()(PEKTOB peKOMEHIyeTCs NMPUMEHEHHEe MUHUMAIbHONH S(PQPEKTUBHONH HO3BI IO
BO3MOKHOCTH C MaKCUMaJIbHO KOPOTKHM TIEPHOJIOM JICUCHHUS, B COOTBETCTBHUH C IEJIBIO JICUCHUS
M COCTOSIHMEM IallHEHTA.

Pexomennyemass HauanbHas no3a — 100-150 wmr/cyr. B OTHOCHTENBHO IIETKHX CITydasix
3a00JIeBaHMs, a TAKXKE JJIS [UITEIBHOM Teparnuu ObIBaeT 00BIYHO 10CcTaTOYHO 75—100 Mr B CyTKH.
CyTouHyI0 103y CIeAyeT pa3ienTh Ha HECKOJIBbKO MpreMoB. Jliist o0nerdyeHuss HOYHOM O60IH Ul
yTpeHHel ckoBaHHOCTU mpenapar JlukinodeHak-AnpTdapM HPUMEHSIOT B CYMNIO3HUTOPHSIX
PEKTAIbHBIX TIEpE/] CHOM, B JIOMOJIHEHHE K MPUMEHEHHIO Mpernapara B BUE Ta0JIETOK B TE€UCHUE
JTHST; TIPU TOM CYMMapHO CYTOYHAs /1032 HE JJOJDKHA MpeBbImarh 150 mr.

[Ipu nepsuunoti Oucmenopee CYTOUHYIO 103y MOAOUPAIOT WHIUBUAYalbHO; OOBIYHO OHA
cocraBnsieT 50150 mr. HauanpHas go3a nomkHa coctaBisaTh 50—100 mr; mpu HEOOXOAMMOCTH B
TEUEHUE HECKOJbKHX MEHCTPYaJbHBIX IMKJIOB €€ MOXHO MOBBICUTH N0 150 mr/cyt. Jleuenue
ClielyeT HaYyWMHATh TIPU TOSIBJICHUH TEPBBIX CUMITOMOB. B 3aBHCHMOCTH OT JWHAMHUKH
KIIMHUYECKUX CUMITOMOB JICYCHHE MOYKHO TIPOJOJKATh B TEUEHHUE HECKOIBKHUX JHEH.

[Tpu npucmyne mucpenu HauanpHas 103a cocrapisieT 100 mr. [Ipenapat npuMeHSIOT IPH MEPBBIX
CUMIITOMax mpuoOmmkaromerocs npuctyna. [Ipu HeEoOX0AMMOCTH B TOT XK€ JIGHb MOXXHO
JIOTIOTHATEIFHO MMPUMEHUTH Tpernapart Jukinodenak-AnbTdapM B peKTaIbHBIX CYMITO3UTOPUSIX B
no3e 10 100 mr. IIpu HEOOXOTUMOCTH TIPOJOIIKECHHUSI JICUCHHs B MOCIEAYIONUE JHH CYyTOYHAs
J103a IIpernapara He JoJKHA IpeBbimarh 150 Mr (B HECKOIBKO BBEJICHUI ).

Oco0ble TPVIIILI MAIMEHTOB

Jluya noowcunoeo eospacma (= 65 1em)
Koppekuuu HauanpbHOW [103bI y TAIlMEHTOB B BO3pacTe 65 IeT W cTapiie, Kak MpPaBHIO, HE
TpeOyercs. OgHaKo, MCXOAs W3 OOIMMX MEAUIMHCKUX COOOpa)KeHHid, CleIyeT CcoOIoaaTh

OCTOPOXHOCTL Yy 0CJ1a0JIEHHBIX TTOXKHJIBIX MMaIMEHTOB UJIN IMAallMCHTOB C HHU3KOI Maccoi Tena.
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3a601e8anull cepOeuHO-COCYOUCOL CUCTEMbL
Crnenyer ¢ 0co0OH OCTOPOXKHOCTBIO TMPUMEHATH Ipernapar y MAIlMeHTOB C 3a00JEeBaHUSAMHU
CEpJICYHO-COCYIUCTON CUCTEMBbl WJIM BBICOKMM PHCKOM pa3BUTHs 3a00J€BaHUN CEplIEeYHO-
cocyauctoil cucreMsl. [Ipu HeoOxonuMocTu UIMTENbHON Tepanuu (Oojee 4 Henenb) y TaKUX
NAIUEHTOB CJIEeAYeT IPUMEHSTh IIpenapaTr B CyTOUHOM 103€, He npesbimatoneii 100 mr.
Tayuenmoi ¢ noueunol He0OCMamouHOCMuio
Het nmaHHbIX 0 HEOOXOIUMOCTH KOPPEKIMH 103l MpU MPUMEHEHUHU IpernapaTa y MalueHTOB C
HapylIeHUAMHU (YHKIMM TOYEK B CBS3M C OTCYTCTBHEM HCCJEIOBAaHUN O€30MacHOCTH
NpUMEHEHHS TIperapara y MalueHTOB JaHHOH kateropuu. Cremyer coOaoaaTh OCTOPOKHOCTh
pY IPUMEHEHUH TIpernapara y NalieHToB ¢ HapylIeHHueM ()YHKIIMH OYeK.
TIpuMeHeHye IpenapaTa y HalieHToB ¢ oYedHoi Hepoctarounocthio (CK® menee 15 m/vun/1,73m%)
MIPOTUBOMOKA3aHO.
Tlayuenmoi ¢ neuenouHoU HeOOCMAamMo4HOCMbIO
Her nanHbIXx 0 HEOOXOIMMOCTH KOPPEKLUH J03bl IPU MPUMEHEHUU Ipernapara y MalueHTOB ¢
HapyIICHUSAMHU (PYHKIMH TI€UYEHU JIETKOW U CPEAHEH CTENEHU TSIKECTH B CBS3U C OTCYTCTBHUEM
UCCIIEIOBAaHU 0€30MacHOCTH MPUMEHEHUs IMperapara y JaHHOW KaTeropuud NalleHTOB.
[IpumeHeHue mpenapara y MalMEHTOB C HAPYIIEHUSMHU (DYHKLIMU TEUEHU TSKEJION CTENeHH
MPOTUBOMNOKA3aHO.

€TH
Pexomennyemas no3a npenapara JukinodeHak-AnbTdapMm CyNno3UTOpUH y JIeTei B BO3pacTe OT
6 JIeT U cTapIlie Ha JaHHbII MOMEHT cocTaBisieT 0,5—2 MI/KT Macchl Tejla B CyTKH (CyTOYHYIO J03Y,
B 3aBHCHMOCTH OT TSDKECTH MPOSBICHUHN 3a00JI€BaHMUsA, CIIEYET Pa3IeUTh Ha 2—3 pa3oBbIC TO36I).
ITo moka3aHHIO IOBEHWJIBHBIM PEBMATOMAHBIN apTpUT Yy JETEl B BO3pacTe OT 6 JIET M cTaplue
CYTOYHasl /1032 MOXeET ObITh MaKCHUMAJIbHO YBEJIWYEHa 10 3 MI/KI (B HECKOJBKO BBEIEHUI).
MakcumanbHas cyTouHas go3a — 150 Mr He 10KHA OBITh MPEBBIIEHA.

Crrocob nmpuMeHeHus

Cynno3utopuu He0OX0IUMO BBOJIUTH B MPAMYIO KHUIIKY. PekoMeHayeTcs NpuMeHsTh npenapat
110CJIE ONOPOKHEHMSI KUILIEYHHKA.

4.3. IlpoTuBONOKA3aHUS

* O6ocTpeHue sI3BEHHOM 00JIe3HU JKeTyJKa M JBEHAJLUATUIEPCTHON KUIIKU, KPOBOTEUEHUS U3
opranoB enynouHo-kumeuHoro tTpakra (JKKT), nepdoparus opranos XXKT.

* ['umepuyBCTBUTENBHOCTh K IUKIOPEHAKY HIM K JIIOOOMY M3 BCIIOMOIaTelIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjene 6.1.

» bepemenHoCTh B cpoke Oonee 20 Henemb.
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Juknodenak-AnbTdhapM MPOTUBOIIOKA3aH MAIUCHTAM C TIOJHBIM WJIM HETIOJHBIM COYETaHUEM
OpOHXMATBHOW aCTMBI, AHTHOHEBPOTHYECKOTO OTEKa, KPAHMBHUIIBI, OCTPOTO PUHUTA,
PELUIUBHUPYIOIIETO TOJUIO3a HOCa MM OKOJIOHOCOBBIX IMa3yX U HENEePeHOCUMOCTHU
AlETUJICATUIIMIIOBON KUCIOTHI MM APYTUX HECTEPOUIHBIX IPOTHBOBOCIAIUTENBHBIX PENapaToB
(B TOM 4uCIlie B aHAaMHE3E).

* Hapymenue ¢yHKIUM TEYEHU TSDKEJIOW  CTENCHHW, [OYeYHasl HEIO0CTaTOYHOCTH
(CK® wmenee 15 wmu/mun/1,73M%), XpoHmueckas cepjedHas Hexoctatounocts  (II-1V
(byHKIMOHATBHBIN Ki1acc no kinaccudukanun NYHA).

» Kitmanuecku moATBep KIACHHAs HIIEeMIYecKas 00JIe3Hb cep/La.

* 3a0oneBanust nepudepruuecKux apTepuil ¥ COCY0B TOJIOBHOTO MO3Ta.

* HekoHnTponupyemas aprepuaibHasi THIEPTEH3HSL.

* CocTosiHUS, COMTPOBOXKIAIOLINECS] PUCKOM Pa3BUTHS KPOBOTEUCHUI.

* [ToaTBep K ICHHAS TUIICPKATUEMUSI.

* AOpPTOKOpOHApHOE IIYHTHUPOBaHHUE (IEPUONIEPALIUOHHBIN IEPUO).

* BocnanutenpHbie 3a0osieBanus kuineuyHuka (Oone3nb Kpona, s3BeHHBIH KOJIMT) B dase
obocTpeHusl.

* AKTUBHBIE 3200JI€BaHUS TTEUCHHU.

* [IpokTwHT.

* [Iepuon rpyIHOTO BCKapMIIMBAHUSI.

* He pexomeH10BaHO NMPUMEHEHHUE CYIIIO3UTOPHEB B 103€ 25 MT y JieTeid B Bo3pacte 10 6 jeT, 50 mr
y neteii B Bo3pacte 110 14 net, B no3ze 100 mr — y gereit 1o 18 ner.

4.4. OcoOble yKka3aHus ¥ MepPbI MPEeT0CTOPOKHOCTH MPH MPUMEHEHUH

C 0CTOPO’KHOCTBIO

Ocobvie ykasauus, obOwue On8 CUCMEMHbIX HeCMEePOUOHbIX NPOMUBOBOCHANUMENbHBIX
npenapamoe

[Tpu mpuMeHEeHUH HECTePOMIHBIX MpOTHBOBOCHANUTENbHBIX NpenaparoB (HIIBII), HezaBucumo
OT TOT0, SIBJISIFOTCSI OHU CENeKTHUBHBIMU MHTHOMTOpamu L{OI'-2 nnu Her, B 11000€ BpeMst MOTYT
BO3HUKHYTh S3BBI JKEIYJAOYHO-KHILIEYHOTO TPaKTa, KPOBOTEUEHHE WM nepdopanus naxe Mpu
OTCYTCTBHHM CHMIITOMOB-TIPEBECTHUKOB HJIM OTSTOIEHHOTrO aHamHe3a. UTOOBbl CHU3UTH PHUCK
JAHHBIX OCJIOKHEHHH, Mpenapar cielyeT NPUMEHSATh B HauMeHbIled 3¢ddexTuBHONU n03€ B
TE€4EHHE MUHUMAJIBHOI'O CPOKA JIEUEHHUSI.

B xone miane0o-KOHTPOIUPYEMbIX UCCIIEAOBAHUM NMPH MPUMEHEHUH HEKOTOPBIX CEJIEKTHBHBIX
uHruouTOpOB [1OI'-2 OBLT BBISBIICH MOBBIMICHHBIA PUCK TPOMOOTHYECKUX CEPACUHO-COCYIUCTHIX

U 11epeOpOBaCKyIISIPHBIX OCIOKHEHHH. B HacTosiee BpemMsi He M3BECTHO, KOPPEIUPYET JIU ITOT

4
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COIIOCTABUMbIE JAHHBIC KIIMHUUECKUX UCCIICAOBAHUH JUTUTEIBHOTO IPUMEHEHHS TUKIo(eHaKa B
MAaKCUMaJIbHOW J03€ OTCYTCTBYIOT, BO3MOXKHOCTb CXOJHOI'O IIOBBIIICHHS PHUCKA HMCKIIOYUTH
Helnb3s. J{o Tex nop, noka Takue JaHHbIe He OyAYT IOJIY4EHbI, Iepe]l IPUMEHEHUEeM AuKiIodeHaka
y MALKUEHTOB C KIMHUYECKU MOJATBEPXKIECHHON HIIEMHUYECKO O0JIe3HBIO cepla, HapyLUIeHUEeM
MO3TOBOT'O KpOBOOOpAICHHS, OKKIIO3UOHHBIM 3a00JieBaHHEM Mepu(EepHuecKuX apTepuil HIu
3HaYMMBIMH (DakTOpaMu pHUCKa (HAIpUMEp, apTepUAIbHOW TMIEPTEH3UEH, THIEepPINIHIEMHUCH,
caxapHbIM Jua0eTOM, KypeHHEM) CIIeAYeT MPOBOAMTH TIIATEIBHYIO OLEHKY COOTHOIIEHUS
IOJIb3Bl M PHUCKA. BceiencTBue yka3aHHOrO pHCKa Ipenapar TaKXKe CIEAyeT NPUMEHSTh B
HanMEHbIIeH YPPEKTUBHON /103€ B TE€UEHNE MUHUMAIILHOTO CPOKA JICYCHUSI.

K nogeunsim s¢pdexram HIIBII oTHOCAT 3aiepiKKy JXKUAKOCTH C Pa3BUTHEM OTEKa H/WIN
aprepuanbHoil rumepreH3ud. Ilo 3Toif mpuumHEe AMKIOPEHAK CIEAYeT C OCTOPOKHOCTHIO
OPUMEHATh Y HAalUEHTOB C CEepAEYHONW HEJIOCTaTOYHOCThIO U JAPYIrMMU 3a00J€BaHUSIMU C
IOBBIIICHHBIM PHUCKOM 3aJ€pKKM JKMIAKOCTH. [Ipemapar Takke cienyer Ha3Hadarh C
OCTOPOKHOCTBIO MNAI[MEHTaM, KOTOPblE NPUHUMAIOT AUYPETUKM WM UHruOutopel AIID wnmm
MMEIOT IIOBBILICHHBIN PUCK TMIIOBOJIEMHH.

Boiee cepbe3Hble nocneacTBUs 0OBIYHO BO3HUKAIOT Y MOKUIIBIX JIFOJIEH.

Ecnu y nanmenTos, npuHuMaromux Jluknopenak-AnbtgapM, BOZHUKAET KETyTOUHO- KUIIEYHOE
KPOBOTEYEHHE WU SA3Ba, JICKAPCTBEHHBIHN MpPEnapar cie1yeT OTMEHUTD.

Hapywenus co cmopoHbl #ceny00uno-KumeuHo2o mpakxma

[Tpu npumenenun npenapata JAuxinodenak-Ansrhapm u apyrux HIIBIT Heo6xonumo cobmonats
OCTOPOKHOCTh W THIATEIbHO  HAONIOAATh MAlMEHTOB C  CHUMITOMaMu/IpHU3HAKaMH,
yKa3bpIBatomuMu Ha mnopaxkenus/3adoneBanus JXKT, wim ¢ aHaMHECTHYECKUMHU JTaHHBIMH,
MO3BOJIAIOIIMMHU 3alI003PUTh SI3BEHHOE MOPAKECHUE KENY[KAa WM KUIICYHHWKA, KPOBOTEUEHUE
win nepdopanuio; y nanveHToB ¢ umHbeknueil Helicobacter pylori B aHamHe3e, sI3BEHHBIM
KOJIUTOM, Oonie3Hbto KpoHa, ¢ HapymieHneM (GyHKIUU ME€YEHU B aHaMHe3e, M Y MAalUeHTOB C
*KanobaMmu, MO3BOJIAOIMMMU 3anono3puth 3aboneBanus JKKT. Puck pa3Butus >xenyaoyHo-
KHMILIEYHOIO KpOBOTEUEHMsI Bo3pacTaeT Ipu yBenuueHuu no3pl HIIBII wnm npum Hanuuum
S3BEHHOTO MOPaXXEHUsI B aHAMHEe3€e, 0COOEHHO KPOBOTEUEHHUH U nep(opaIiiy s3Bbl Uy MOKHIIBIX
MTallHEeHTOB.

[Tpuem HIIBII, Britouas aukinodeHak, MOKET ObITh CBSI3aH C MOBBIIIEHHBIM PUCKOM IPOTEUYKHU
aHaCTOMO3a, PACIOJIOKEHHOTO B XKEIYJOYHO-KUIIEYHOM Tpakre. IIpu nmpumenenun mpernapara
Juxnodenak-AnbpTdapm nocie onepaTUBHOIO BMEIIATEIbCTBA HA KeNyJ0YHO-KUIIIEYHOM TPaKTe

PEKOMEHTyeTCs TIIATEeIbHOE MEAUITMHCKOE HAOMIOCHUE U OCTOPOIKHOCTD.
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AnpTdapM y MANMEHTOB, MOJYYAIOMUX MPErapaThl, YBEIMYUBAIONIUE PHUCK KEITYI0YHO-
KHUIIEYHBIX KPOBOTCUCHU: CHUCTEMHbIE TITIOKOKOPTUKOCTEPOUABI (B TOM YHUCIE MPEIHU30JIOH),
AQHTUKOAryJsHThl (B TOM uMcie BapdapuH), aHTHArperaHtel (B TOM YHCIE KJIOMUIOTpE,
AlETUIICATUIIMIIOBAS KMCIIOTA) WU CEJICKTUBHBIE MHTMOUTOPBI 0OPAaTHOTO 3aXBaTa CEpOTOHUHA (B
TOM YHUCJIE UTANONpam, (hJIyOKCETHH, TAPOKCETHH, CEPTPAIIVH).

Hapywenue ¢pynkyuu nevenu

OcTopokHOCTh HE0OX0IMMa MpU TpUMEHeHuH npemnapara Jukinodenak-Anbrdapm y naieHToB
C HapylIeHHeM (YHKIIHH IIeYEeHHU JIETKOU U CpeTHEH CTeNeHHU, a TAK)KE Y MallUEeHTOB C IEYCHOYHON
nopdupHe, Tak Kak mpenapar MOKET MPOBOIMPOBATH MPUCTYIIBI TOpHHUpHH.

Hapywenus co cmoponsl OvixamenbHoU cucmembl

CrnenyeT ¢ OCTOPOKHOCTBIO MPUMEHSATH Mpenapar y MalMeHTOB C OpOHXHAIbHOW acTMOM,
CE30HHBIM AJJIEPTUYECKUM PUHUTOM, OTEKOM CIHM3HCTON OOOJIOUKH HOCOBOHM MOJOCTH (B TOM
YHCJIe C HOCOBBIMH ITOJIUIIAMH ), XPOHHYECKON 0OCTPYKTHBHOM OOJIC3HBIO JISTKUX, XPOHHUECKUMHU
WH(MEKIIMOHHBIMUA 3a00JICBAHUSMHU JIBIXATCIBHBIX IyTe (OCOOCHHO aCCOIMUPOBAHHBIMU C
AIIEPTUYECKUMHU PUHUTONOAOOHBIMUA CUMIITOMAMHU ).

Hapywenus co cmopoHul cepoeyro-cocyoucmou cucmembl

Ocobast  OCTOPOXKHOCTH TpeOyeTcss TMpH JICUEHWH TAIMEHTOB C CEPACHYHO-COCYIUCTHIMU
3a00JI€BaHUSIMH, HApYUICHUSIMU (PYHKIIMHM TIOYEK, BKIIOYAs XPOHUYECKYI) MOYEUHYIO
HenoctatouHOCTh (CK® 15-60 mn/mun/ 1,73M2), JTUCIUTTUACMHUEH/ TUIEPIUITUAEMUEH, CaXapHbIM
nuabeToM, apTepualbHON TUIIEPTEH3UEH, MPH JICUSHUU KYypSIIMX MAIeHTOB WM MalleHTOB,
3JI0YIOTPEOJIIONINX ATKOTOJIEM, TIPH JICYCHUH MOXKHIIIBIX TMAIMEHTOB, MAIIMEHTOB, TOJYYarOIINX
JUYPETUKU WM JPyrue TMpernaparsl, BIUAIONIME Ha (YHKIMIO MOYEK, a TaKKe MAIMEHTOB CO
3HAUUTENBHBIM YMEHBIIEHHEM o0bema Hupkynupytomieii kposu (OLK) moboit stuonoruwu,
HaIpUMep B MEPUOJIBI JI0 U MOCIIe MACCUBHBIX XUPYPTUUECKUX BMEIIATEIbCTB.

T'emocmas

Cnenyer ¢ OCTOPOKHOCTBIO MpPUMEHATH mnpenapar Juknodenak-AnbrdapM y MalHUEHTOB ¢
nedeKTaMu CUCTEMbI TeMOCTa3a.

Bospacm > 65 nem

Cnenyer cobmogaTh OCTOPOKHOCTh IPHM IpHUMEHeHuu mnpenapara JukiodpeHak-AnbrdapMm y
MAIMEeHTOB TMOXKWIOTO BO3pacTa. ITO OCOOEHHO aKTyaJlbHO ISl OCIA0JIEHHBIX WM WMEIOIINX
HU3KYI0O Maccy Teja TOXUIBIX JIOAeH — y TaleHTOB aHHOW KaTeropuH pPEeKOMEHIYeTCs

IPUMEHSTH MpernapaT B MUHUMaNbHOM 3¢ (eKTUBHOH /103e.
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B3aNMOeiCTBUA

BsaumoneiictBue ¢ yuactueM naruouropon uzobhepmenra CYP2C9

Cnenyer cobmogaTh OCTOPOXKHOCTH MpPH OJHOBPEMEHHOM MPUMEHEHHHM JUKIOo(peHaka u
uHruouTopoB m3odepmernta CYP2C9 (Takux Kak BOPHKOHA30J1) U3-32 BO3MOYKHOTO YBEIUUYCHUS
KOHIIEHTPAIIUU JUKJIO(PEHAKa B CBIBOPOTKE KPOBHU M €T0 IKCIIO3UIIUH.

B3aHMOZ[€I>'ICTBPIe C JUTHUEM, TMT'OKCHMHOM

I[I/IKJ'IO(bCHaK MOXET MOBBIIIATh COACPKAHUC JIMTHUA 1 KOHIICHTPALUIO JUT'OKCHMHA B IIa3ME KPOBH.
PeKOMeHI[yeTCH KOHTPOJIb COACPNKAHUA JIUTHUA U KOHLICHTPAMKU JUT'OKCHHA B CBIBOPOTKE KPOBH.

B3aHMOZ[€I>'ICTBH€ C JMYPETHYCCKHUMU U THITIOTCH3UMBHBIMHU CPEACTBAMHU

[Ipyu oOnHOBpEMEHHOM NPUMEHEHUU C JAUYPETHKAMH M TUIMOTEH3WBHBIMU IpemapaTaMu
(mampumep,  OeTa-apeHOONOKATOpaMH,  HMHTHOUTOpaMU  AHTHOTEH3HH-TIPEBPAILAIOLIETO
depmenta — AIID) nuknodeHak MOMXKET CHIXKATh MX TUIIOTEH3UBHOE JeiicTBue. B cBsizu c
BBIIIIECKA3aHHBIM Y TMAIMEHTOB, OCOOEHHO IMIOXHUJIOr0 BO3pacTa, MpPHU OJHOBPEMEHHOM
MPUMEHEHUU JUKIO(PEHaKa M JUYPETUKOB WJIM TUIMIOTCH3UBHBIX CPEACTB CIEAYET PETYJISIPHO
u3MepATh apTepuanbHoe naBieHue (AJl), KOHTpoiaupoBaTh (YHKIHIO TOYEK U CTEHEHb
rupaTainyu (BCiaeICTBYUE MOBBIIIECHUS pUCKa HE(POTOKCUYHOCTH).

BsauMoaenicTBre ¢ IIMKIOCIIOPHUHOM U TAKPOJIUMYCOM

Busaue I[I/IKJ'IO(i)eHaKa Ha AaKTHUBHOCTb IMPOCTArJIaHAMHOB B IIOYKaX MOXKCT YCWUJINBATH
He(l)pOTOKCI/I‘lHOCTB IUKIIOCIIOpHWHA W TaKpoJuMyca. B cCBsA3u C BhINIECKa3aHHBIM J03a
I[I/IKJIO(l)CHaKa Yy NAlUECHTOB, MOJYYAaOIINX NUKIIOCTIOPHUH WX TAKPOJIHUMYC, JOJIKHA OBITh HHWKCE,
YCM Y MAUCHTOB, HC MOJYYAOIINUX YKAa3aHHBIC ITPECTIapaThl.

BSaHMOHeﬁCTBHG C nIpfraparamMu, CIIOCOOHEIMHM BEI3LIBATH THUIICPKAJIMEMHUIO

OnHOBpeMEHHOE TNpUMEHEHuEe JuKiIo(eHaka ¢  KaJudcOeperaroluMu  JIUYpEeTHKaMH,
LIUKJIOCIIODUHOM, TaKpOJIMMYCOM M TPHUMETOIPUMOM MOXET IPUBECTH K MOBBILICHUIO
CoJlep’KaHusl KaJlus B IUTa3Me KPOBH (B CiIydae TaKOro OJHOBPEMEHHOTO MPUMEHEHUs TaHHBIN
MoKa3areib CIeAyeT YaCTO KOHTPOIUPOBATh).

BzauMoelicTBue ¢ aHTI/IGaKTCDI/IaJIBHBIMI/I Cpe€ACTBAMH — IMPOMU3BOAHBIC XMHOJIOHA

HmeroTcss  oThenbHbIE COOOMIEHUS O Pa3BUTHH CYAOPOT Y TMAIMEHTOB, MOJTYYaBIIUX
OJTHOBPEMEHHO MTPOU3BOHBIC XUHOJIOHA U AUKIO(EHAK.

Bsaumoneiicteue ¢ HIIBII ¥ ri1mroKOKOPTUKOCTEPOUIAMU

OnHOBpeMEHHOE CHCTEMHOE IpHMeHeHHe aukiodenaka m apyrux cucremubix HIIBIT umm
[JIFOKOKOPTUKOCTEPOUIOB MOXKET YBEIMYMBATh YacTOTY BO3HMKHOBeHHA HS (HexenmaTrerabHBIX

SIBJICHHH ) (B 4aCTHOCTH, cO cTopoHbI JKKT).
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BzanmoeiicTBHE ¢ aHTHKOAT'YIITHTAMH M aHTHAIPETraHTa

Heo6xoa1Mo ¢ 0cTOpOKHOCTBIO MPUMEHSTh AUKIO(EHAK C MpenapaTaMy STUX TPYIII U3-3a pHCKa
pa3BUTHS KpoBOoTeueHHMH. HecMOoTps Ha TO, 4TO B KIMHHUYECKHUX HCCIEIOBAaHHUIX HE OBLIO
YCTaHOBJICHO BIIMAHUA JUKIO(pEHaKa Ha JIeHCTBUE aHTUKOATYJISHTOB, CYIIECTBYIOT OTJIEIbHbIC
COOOILEHUSI O TIOBBIIIEHUM pPHUCKA KPOBOTEUEHUN Yy MAIMEHTOB, NPUHUMABIIMX JIAHHYIO
KoMOuHamio mpenapatoB. Crenyer THIATENbHO HAOMIOAATh MAIMEHTOB, IOJYYAIOIINX
OJIHOBPEMEHHOE JIEYEHHUE JJaHHBIMHU JIEKAPCTBEHHBIMU IIpENapaTaMu.

BzanmoeiicTBHE ¢ CEISKTHBHBIMHU I/IHI‘I/I6I/ITODaMI/I 06DaTHOFO 3axBaTa CCPOTOHHNHA

OI[HOBpeMeHHOC IIPUMEHCHUEC I[I/IKJ'IO(beHaKa C CCIICKTUBHBIMU I/IHFI/I6I/ITOpaMI/I O6paTHOFO 3axBaTa
CCPOTOHHHA MOBLIIACT PUCK PASBUTHSA KCITYJOYHO-KUIIICYHBIX KpOBOTG‘IGHI/II;'I.

B3auMoelicTBre ¢ TUIIOTIIMKEMUYECKUMHU OpenapaTaMu

B kIMHMYECKHX WCCIENOBAaHHMAX YCTAaHOBIICHO, YTO BO3MOXKHO OJHOBPEMEHHOE NPHMEHECHUE
IukioeHaka M TUIMOTIMKEMUYECKHX MpPEnaparoB, NMPH 3TOM 3(PQEKTUBHOCTH IOCIECIHUX HE
u3Mensiercsa. OHaKo, W3BECTHBI OTIENbHBIE COOOIICHHS O Pa3BUTHHM B TaKUX CIIydasx Kak
TUIOTIIMKEMHH, TaK W TUIEPIIUKEMHH, YTO OOYCIOBIUBAIO HEOOXOINMOCTh W3MEHEHHS JI03bI
THIIOTJINKEMUYECKUX  TIpernapaToB Ha (oOHe MNpHMEHeHus aukiopeHaka. B cBsa3u ¢
BBILIECKA3aHHBIM BO BPEMsI OJTHOBPEMEHHOTO MMPUMEHEHUS TUKIO(PEHAKA ¥ THITOTIIMKEMHYECKUX
IpenapaToB PeKOMEHIYeTCS TPOBOIUTH KOHTPOJIb KOHIIEHTPAIMH TIIFOKO3bI B KPOBH.

[ToyueHs! OTeIbHBIE COOOMIEHNS O PA3BUTHH META00IMYECKOT0 allia03a MPH OTHOBPEMEHHOM
OPUMEHEHUN AUKJIOpeHaka ¢ METGOPMHUHOM, B OCOOCHHOCTH Yy MAIMEHTOB C HApyLICHHEM
(GYHKLNY TOYEK.

B3auMoaenicTBre ¢ METOTPEKCATOM

Crnenyet cobit0/1aTh OCTOPOKHOCTH NPU MPUMEHEHUH TUKIo(eHaka MeHee, yeM 3a 24 yaca 1o
WM yepe3 24 yaca mnocie npueMa MeToTpeKcaTa, TaK KaK B TaKUX CIy4yasiX MOXET IMOBBIIATHCS
KOHIIEHTpalUs METOTPEKCaTa B KPOBU M YCUIIMBAThHCS €0 TOKCUUECKOE JEHCTBUE.

BsauMoaeiictBrue ¢ heHUTOMHOM

[Tpu ogHOBpeMEHHOM NMpUMEHEHUU (EHUTOMHA U JUKIo(eHaka HEOOXOAMMO KOHTPOIMPOBAThH
KOHIIEHTpalMio (DEHUTOMHA B IIa3Me€ KPOBH M3-32 BO3MOXKHOTO YCHJIEHUS €r0 CHCTEMHOTO
BO31€HCTBUA.

BsauMmoneiicteue ¢ naaykropamu nzobepmenta CYP2C9

Crnenyer coOmofaTe OCTOPOXKHOCTb IIPU TNPUMEHEHUH JUKIO(PEHAKa OJHOBPEMEHHO C
unaykropamu nzopepmenta CYP2C9 (takumu, kak pupaMOHIMH), TOCKOJIBKY 3TO MOMKET
IPUBECTH K 3HAUYUTEIHHOMY YMEHBIICHHMIO KOHIIEHTPAaLUUH IUKIO(pEHaKka B IIa3Me KpOBH U

YMCHBIICHUIO €I'0 SKCIIO3UINH.
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4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTB

[Tpu npumenenun HIIBII y »xeHmuH, HaumHas c¢ 20-ii Henenu OEpEeMEHHOCTH, BO3MOXKHO
pa3BUTHE MaJIOBOJUS /WM MATOJOTHHM IMOYEK Yy HOBOPOXKIEHHBIX (HEOHATalbHas MOYeuHas
muchyskius). HemoctaToyHo MJaHHBIX O 0€30MacHOCTH NPUMEHEHHUS AUKIo(eHaka Yy
OepeMEHHBIX XCHIIUH, B CBA3M C 4YeM NMPHUMEHATH npenapar Juknodenak-Anbrdapm no 20-i
Hesenu OEpeMEHHOCTH CIIEyeT TOJIBKO MO Ha3HAUYEHHUIO Bpaya B TE€X CIydasx, KOT/a OKuaaeMast
M0JIb3a JUIsl MATEPU MIPEBBIIIAET TOTEHIMAIBHBIN PUCK IS IJI0/1a.

Huknodenak, kak u apyrue HIIBII (mHrHOUTOpHI CHHTE3a MPOCTAarjaHIuHOB), TPOTUBOIIOKA3aH
B nociegHue 3 mecsia 0epeMeHHOCTH (BO3MOXKHO IOJIaBJIEHUE COKPATUTEIBHON CIOCOOHOCTH
MaTKH{ W/WIH MPSKIEBPEMEHHOE 3aKPhITHE apTEPUATBHOTO TIPOTOKA Y ILI01A).

JlakTanuys

Hecmortps Ha To, uTO nuknodenak, kak u aApyrue HIIBII, npoHukaeT B rpyJHOE€ MOJIOKO B MaJIOM
KOJIMYECTBE, IIperapar He ClIeyeT IPUMEHSATH B [IEPUOJI TPYAHOI0 BCKapMJIMBAaHUS BO U30€KaHuE
HE)KEJIAaTeNbHOTO BIUSHUS Ha pebenka. [Ipum HeoOXoaMMocTH TpPUMEHEHHUs Npenapara y
JKEHLIUHBI B 3TOT NEPUOJI TPYAHOE BCKAPMIIMBAHUE MTPEKPAIIAtOT.

DepTUabHOCTD

[Tockonbky nuknodenak, kak u apyrue HIIBII, moxxeT oka3biBaTh OTpUIIaTEILHOE JEHCTBUE HA
(bepTUIBHOCTD, JKEHIIWHAM, IUIAHUPYIOIMIMM OEpPEeMEHHOCTb, HE PEKOMEHIYETCS TNPUMEHSThH
npenapar.

[TaruenTKaM, TPOXOASAIIUM 0OCTIEIOBaHNE U JICUEHUE TI0 TIOBOAY OecIionus, MpemnapaT clieayeT
OTMEHHTB.

4.7. BausiHde Ha CNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CPeICTBAMH M PadoTaTh ¢
MeXaHNU3MaMH

[TaruenTam, y KOTOpBIX Ha QoHE MpuMeHeHus npenaparta JukinodeHak-AnbTdapM BOSHHUKAIOT
3pUTENIbHBIE HAPYIICHHS, TOJIOBOKPYKEHHUE, COHJIMBOCTb, BEPTUTO WJIA JAPYTrMe HAPYIIEHUS CO
CTOPOHBI IEHTPAJIbHOW HEPBHOM CHCTEMBI, HE CIEAYET YIPABIATh TPAHCIOPTHBIMHU CPEJICTBAMU
U paboTaTh C MEXaHU3MAaMHU.

4.8. HexkesnaTejibHbIE peaKUNU

Pesrome mpodmisg 6e30macHOCTH

Huxe nmpuBeneHbl HexenarenbHble JlekapcTBeHHbIe peakiuu (HP), koTopble ObUIN BBISIBICHBI B
X0Jle KIIMHUYECKUX HCCIEOBaHMUM, a TakKe MPU MPUMEHEHUU TUKIOo(eHaka B KIMHHUYECKON
MpaKTHUKE.

st onenku yactotel HP ncmonp3oBanbl ciaeayromme KpUuTepun: «oueHb acto» (>1/10); «aactoy

(= 1/100, <1/10); «aegacto» (> 1/1000, <1/100); «peaxo» (>1/10 000, <1/1000); «o4eHb peaKO»
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(<1/10 000). HP crpynmupoBaHbl B COOTBETCTBUY C CI/ICTGI@H’O '0?)'1:'514 E{M%%BIM MJ V% i:{lnﬂmoro

cJoBaps ISl HOPMAaTUBHO-TIPaBOBO# nestenbHOCTH MedDRA, B mpegenax kaxaoro kiacca HP
NEPEUNCIICHbl B MOPAIKE YOBIBAaHHMS YacCTOTHI BCTPEYaEMOCTH; B MpeiesiaX KaJIOoW TpYIIIH,
BBIICJICHHOM IO 4acToTe BcTpeuaemoctd, HP pacnpeneneHsl B NOPSAKE YMEHBIICHHS HX
BaXHOCTH.

Hapywenus co cmoponsi kposu u aiumghamuyeckotl cucmempl: 09€Hb PEIKO — TPOMOOIIUTONCHNUS,
JEHUKONEHUs], FTEMOJIMTUUECKAsI aHEMMUS], allJIaCTUUECKasi aHEMUS, arpaHyJIOLUTO3.

Hapywenuss co cmopoHbl UMMYHHOU cucmembvl. PEAKO — THUIEPUYYBCTBUTEIBHOCTD,
aHauIaKTHYeCKue/aHa(PUIAKTOUAHbIE PEaKLIUH, BKIIOYas CHIKeHne AJl 1 I1I0K; OYeHb PEIKO —
AQHT'MOHEBPOTUYECKUI OTEK (BKJIIOYAsi OTEK JIHUIIA).

Tcuxuueckue napyuienus. o4€Hb PEIKO — J€30pUEHTALMS, IeNIpecchs, OECCOHHUIIA, KOLIMapHbIE
CHOBMJICHUS, PA3APaXKUTEIbHOCTD, ICUXUYECKUE HAPYILICHUS.

Hapywenus co cmopoHul nepsHOU cucmembl . 4aCTO — TOJIOBHAsL 00J1b, TOJIOBOKPYKEHHE; PEIKO —
COHJIMBOCTb; OUY€Hb PEKO — HApYILIEHUS YyBCTBUTEIBHOCTH, BKJIIOUYAs 1apECTE3UH, PACCTPONCTBA
namsTH, TPEMOp, CYJOpOrd, OIIYLIEHUE TPEBOTH, OCTPble HAPYLIEHUS MO3TOBOIO
KpPOBOOOpAIIIEHUS, ACENTUYECKUIT MEHUHTUT.

Hapywenusa co cmoponsl opeana 3penus. O4€Hb PEIKO — HapYyLICHUs 3peHUs (3aTyMaHUBaHUE
3peHus), TUIUIONUS.

Hapywenus co cmoponvl opeana cnyxa u nadupunma: 4aCTO — BEPTUrO; OUEHb PEAKO —
HapyILIEHU CilyXa, IIyM B yIlIax.

Hapywenus co cmoponuvl cepoya: He4acTo — UH(APKT MHOKap/a, cepieuHasl HeI0CTaTOUYHOCTb,
ollylleHue cepaneduenus, Ooab B rpyau; yactora HeusBectHa — Cunapom Koynuca
(anmnepruyeckuil OCTphI KOPOHAPHBIN CUHIPOM).

Hapywenus co cmoponul cocy0os:. 04eHb peaKo — noBbllieHne AJl, BAaCKyHT.

Hapywenus co cmopoHnvl 0bixamenbHOU CUCmeMbl, Op2aHO8 SPYOHOU KIeMKU U CPeOOCmeHUs.
penko — OpoHxHalibHask acTMa (BKJIIOYasi OJIBIIIKY); OYEHb PEAKO — THEBMOHUT.
Kenyoouno-kuuieunvie napyuienus:. 4acto — aOJOMUHaiIbHas 00Jb, TOIIHOTA, PBOTA, TUApEs,
JUCIETICHUS, METEOpU3M, CHIIKEHHME alleTuTa; pPEIKO — TacTPUT, >KEIyJ0YHO-KHUIIEYHOE
KpOBOTEUYEHHE, PBOTA KPOBbIO, MEJIEHA, TUAPES C IPUMECHIO KPOBH, S3BbI XKEJly/IKa U KMILIEYHUKA
(c unmu 6e3 KpoBOTEUEHHUs, CTeHO3a WIH nepdopaluu, ¢ BO3MOXKHBIM Pa3BUTHEM MEPUTOHUTA);
OYeHb pEeIKO — CTOMAaTUT, TJIOCCUT, TOBPEXACHUS  MHIIEBOJA, BO3HUKHOBEHHE
nadparMonogoOHbIX CTPUKTYP B KHUIIEYHHMKE, KOMUT (HecrenupHuecKuil reMopparunyeckui
KOJIUT, MIIEMUYECKHH KOJUT, 00OCTpeHHE S3BEHHOTO KonuTa win Oosne3nu Kpowna), 3amop,

IMMaHKPECaTUuT, JUCre¢B3us.
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Hapywenus co cmopoHuvl neuenu u sHcenyesvbi8oPAUUX mgrreu g “J@_lﬁjﬁamre GBI TR

OMY OTYETY

aMHHOTpaHCcdepa3 B IIa3Me KPOBH; PEAKO — TEMATHT, JKEITyXa, HapyIIeHUs! (YyHKIUHU TEYCHH;
OUYEHb PEJIKO — MOJIHUEHOCHBII IeNaTUT, HEKPO3 MEUEHH, [IEYEHOYHAs! HEIOCTATOYHOCTb.
Hapywenus co cmoponvl Kodcu U NOOKOJNCHbIX MKAHeU: 9acTO — KOXKHasl ChIlb; PEIKO —
KpanuBHUIA; OYEHb PEJIKO — OyJIIe3HBIH AepMaTHUT, IK3eMa, SpUTeMa, MHOTO(popMHast spuTema,
cungapom CrtuBeHca-J[>xoHcoHa, cunapoMm Jlaitenna (TOKCUYECKUM AMUAEpPMaAIbHBIA HEKPOJIU3),
9KC(OIMATUBHBIA JI€PMATHT, 3yA, aJONelus, pPeakuuud (HOTOUYBCTBUTEIBHOCTH, MypIypa,
nypnypa Illenneiina-I'enoxa.

Hapywenus co cmoponsl nouex u mMouesvi800Awux nymeii: O4€Hb PEIKO — OCTPOE MOpPaKEHHE
noyek (ocTpas  TMOdYEYHAs  HENOCTaTOYHOCTh), TeMaTypus, NPOTEUHYpHs, TyOyso-
MHTEPCTULUAIBHBIA HEPPUT, HEPPOTHUECKUI CHHAPOM, TAMUIUIIPHBIA HEKPO3.

Obwue paccmpoticmaea u HapyuieHus: 8 Mecme 68e0eHUs . 4acTo — pa3IpakeHHNe B MECTE BBEICHMUS,
PEAKO — OTEKH.

Onucanue OTACIBHBIX HEXKCIIATCIbHBIX peammﬁ

Hapywenus co cmoponvl opeana 3penus

3puTenbHbBIE PACCTPOMCTBA, TaKWe KaK HapylleHHe 3peHHus, 3aTyMaHMBAHUE 3PEHUS WU
TUIUIONUS,, TO-BUIUMOMY, sBIstoTcs kiacc-agdexkramu HIIBII, u oOpatumbl mocrne
npeKpaleHus MpruMeHeHHs. BO3MOKHBIM MEXaHHU3MOM DPa3BHUTHS TAKHX PACCTPOUCTB SIBIISAETCS
WHTUOMPOBAHNE CHHTE3a MPOCTATIAHAMHOB U JIPYTHX COIYTCTBYIOIIMX BEIIECTB, YTO M3MEHSET
PEryJsIMI0 KPOBOTOKAa B CETYaTKE, KOTOPOE IMPOSBISAETCS MOTEHLUANbHBIMUA 3PUTEIbHBIMU
pacctpoiicTBamu. IIpu pa3BUTHUM TaKMX CUMIITOMOB Ha (poHE Tepamnuu AUKIO()EHAKOM cIeryeT
PaccMOTPETh BO3MOXHOCTh O(TaIbMOJIOTHYECKOTO 00CIEOBaHMS JIJIsl HCKJIFOUEHUS KaKUX-TH00
JIPYTHX TIPUYUH.

Hapywenus co cmoponwl cepoya u cocyoos

JlaHHbIe KJIIMHUYECKUX HCCIIEOBAaHUH YKa3bIBalOT HAa HEOOJBIIOE YBETUUYEHUE PUCKA PA3BUTHUS
CEpJICYHO-COCYIUCThIX TPOMOOTHUECKHUX OCJIOKHEHUH (Hampumep, HH(papKTa MHOKapnaa),
0COOEHHO TPH JJTUTETFHOM TIPUMEHEHNH TMKITI0(heHaka B BRICOKHX J103aX (CyTouHas /103a 6onee 150 mr).

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TIOCIe PEeTUCTPalUn
JIEKapCTBEHHOTO TIpernapara ¢ 1eJbi0 00eCeYeHNs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«I0J1b3a — PHUCK» JIEKApCTBEHHOIo Ipemnapara. MeIuIMHCKUM pabOTHUKAM pEKOMEHAYETCs
co00IIaTh O JIIOOBIX TOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUSAX JIEKApCTBEHHOTO Ipernapara
Yyepe3 HallMOHAJLHBIE CUCTEMBI COOOIICHUS O HEXKEIATeNbHBIX PEaKIUsIX FOCYAapCTB — YICHOB

EBpa3zuiickoro 3KOHOMUYECKOTO COI03a.
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4.9. Ilepeno3npoBka

CUMITOMBI

PBoTa, xeny104HO-KUIIIEUHOE KPOBOTEUEHHE, JUapes, TOJIOBOKPYKEHHE, IIyM B YIIIAX, CYyJOPOTH.
B citydae 3HaunTENIBHOTO OTPaBIIEHUS, BO3MOYKHO PA3BUTHE OCTPOM MOYEUHON HEAOCTATOUHOCTH U
MOPAXKCHHUS TICUCHHU.

Jleuenue

[lonnepxuBaromiee U CUMITOMATHYECKOE JIEUEHHE IIOKAa3aHO IPH TAKUX OCJOKHEHUSX Kak
cHmwkenne AJl, moyeuHasi HeI0CTaTOYHOCTh, CyI0OpOTHd, HapyieHus co cropoHsl XKKT u yraerenue
npixanust. DopcupoBaHHBIN TUype3, reMoauanu3 wim remonepdysus ans BeiBerenus HIIBII, B T.4.
mukiodeHaka, U3 opranumMa Hea(pPeKTUBHBI, TaK Kak JEHCTBYIOIINE BEIIECTBA ITUX MIPETapaToB B
3HAYUTENBHOM CTETIEHU CBSA3BIBAIOTCS C OeKaMu IJIa3Mbl KPOBH U MOJIBEPralOTCsl HHTCHCUBHOMY
MeTaboIn3My.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBA

®apmakorepaneBThueckass rpymnmna: [IpoTuBoBoCnanuTeNnbHBIE W MPOTUBOPEBMATUYECKUE
mperapaTsl; HECTEPOUJIHBIE TPOTHBOBOCIATUTENBHBIE W MPOTHBOPEBMATHYECKUE IperapaThl;
MPOU3BOJIHBIE YKCYCHOM KUCIIOTHI U PO/ICTBEHHBIE COETUHEHMS.

Koxn ATX: MO1ABO5

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)d)eKTBI

[Ipenapar Jluxnodenak-AnabThapM COAEPKUT AUKIO(DEHAK HATpPHUs, BEHIECTBO HECTEPOUIHON
CTPYKTYpBI, OKa3bIBarolllee BBIPAKEHHOE MPOTHBOBOCIIAJIUTEIBHOE, aHANbIe3upyromee |
XKaporoHmwkatomee  aeictBue.  OCHOBHBIM ~ MEXaHU3MOM  JIeHCTBHUSA  JHMKIOQEHaKa,
YCTQHOBJICHHBIM B HCCIIEIOBAaHUAX, CUUTACTCA TOPMOXKEHHE OMOCHMHTE3a NpOCTarjaHIWHOB.
[TpocTarnanarHBI UTPAIOT BAXKHYIO POJIb B T€HE3€ BOCIIATICHUS, OOJTU U JTMXOPAJIKH.

In vitro nukodeHak HATPHs B KOHIICHTPALUIX, SKBUBAICHTHBIX TEM, KOTOPBIE JOCTHTAIOTCS TTPH
NPUMEHEHUH Yy YeJIOBeKa, He MOJaBIsgeT OMOCHHTE3 MPOTEOTIMKAHOB XPSIIEBON TKAHH.

[Tpu peBMaTHueckux 3a00JIeBaHUSAX MPOTHBOBOCHAIMUTENILHOE M aHAJIbI€3UpYIOIee CBOWCTBA
npenapara 00€CIeUnBaOT KIMHUYECKUH d(PQeKT, XapaKTepu3yIOIMHUICS 3HAYUTEITbHBIM

YMEHbIIIEHNEM BBIPAKEHHOCTH TaKUX MPOSBIEHUH, KaK 00JIb B IOKOE U IIPU ABM)KEHUHU, YTPEHHSS
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CKOBAaHHOCTh W MPHUIYXJIOCTh CYCTaBOB, a TaKKe ynw%ﬁne%ﬁtﬂ%ﬁ%ﬁg%tlﬁm'rg Ed‘(lfTICI)HILII/IH.

oT 28.09.2023 Nz 1°

[Ipr mOCTTpaBMATHUYECKUX U TOCICOMEPAIIMOHHBIX BOCHATUTEIBHBIX SBICHUSIX NUKIOPEHAK
OBICTPO KynHupyeT 00Jb (KaK B MMOKOE, TaK U MPH JBIKEHUH ), YMEHBIIIAET BOCTIAIUTEIHHBIA OTEK
Y OTEK IOCJIEONIEPAI[UOHHON PaHBI.

[Tpu npuMeHeHuu rpenapaTa OTMEUEH BhIPAKEHHBIN aHaNbre3upyrouuil 3¢ dekT npu yMepeHHoi
U CUJIbHOH OO HEPEeBMATHYECKOTO MPOUCXOKICHHSA. Takke YCTaHOBJIEHO, YTO TUKIO(EeHaK
CIIOCOOEH yMEHbIIAaTh OOJIEBbIE OUIYUIEHUS W CHIDKATh KPOBONOTEPIO IpPU IEPBUYHOMN
mucmenopee. [lpemapar o6nierdaer MNpPUCTYNbBl MHUTPEHH MPU MPUMEHEHUH B PEKTAIbHBIX
CYNIO3UTOPHUSIX.

5.2. apmaKkoKHHETHYeCKHUe CBOHCTBA

AOGcopouus

BcackiBanme auknodenaka U3 peKTalbHBIX CYIIO3UTOPHUEB HAUYMHAETCS OBICTPO, XOTSI CKOPOCTh
€ro BCAChIBaHUs MEHBLIE [0 CPABHEHHMIO C AHAJIOTMYHBIM IIOKAa3aTeleM MpU IpPUEME BHYTPb
Ta0JIETOK, TMOKPBITHIX KHIIEYHOPACTBOPUMOK 000soukoi. [lociae mpuMEHEHHsI PEKTaIbHOTO
CYIIIO3UTOpUs, coaeprkaiiero 50 Mr akTUBHOTO BEILECTBA, MAaKCUMaJbHasi KOHLIEHTpALMsl €ro B
IJ1a3Me JOCTUIaeTcs B CPEAHEM B Mpejienax 1 yaca, HO BEIMYMHA MAaKCUMaJIbHOW KOHILIEHTPALIUH,
paccuuTaHHas Ha eAMHUIYY [PUHUMAeMON J03bl, COCTaBIsAe€T MpuMepHo 2/3  oT
COOTBETCTBYIOILIETO  [OKa3aTels, pPETUCTPUPYIOIIErocss TOciae NpueMa BHYTpb s
KHUILIEYHOPACTBOPUMON Tabnerku. KonnyecTBO BcachIBalOIIErocs JAEWCTBYIOLIETO BEIIECTBA
HaxoJUTCAd B MPSAMON 3aBUCHUMOCTH OT BEJIMYMHBI J03bI Ipenapara. Tak Kak OKOJIO MOJIOBHHBI
J103bI AUKIIO(EeHaKa MeTabOIU3UPYETCss BO BPeMs IEPBOT0 MPOXOKJAEHU yepe3 neueHb (3 dexr
«IEPBOTO TPOXOXKICHUS), TUIOMIAAh TOJ KpUBOM «koHIeHTpamus — BpeMs» (AUC) mocie
NPUMEHEHUs IIpernapara BHYTPb WIM PEKTalbHO COCTaBISET MPUMEPHO TMOJOBUHY OT
SKBUBAJIEHTHOM J103bl, IPUMEHIEMOUN MapeHTepaIbHO.

[Ipy MOBTOPHBIX BBEACHHUAX TperapaTa B BHUAEC CYNIO3UTOPHEB (HapMaKOKMHETHUECKUE
nokasareiu He u3MeHstotTcs. [Ipu ycioBuu cobitoieHnss peKOMEHIyeMOro pexXxuMa J03UpOBaHUS
npernapaTra KyMyJIsSIIMM HE OTMEYaeTCs.

Pacnpenenenue

CBsi3p ¢ Oenmkamu CBIBOPOTKH KpoBu — 99,7 %, mpeumymiecTBeHHO ¢ anbOymuHoM (99,4 %).
Kaxymuiics o0bem pacnpenenenus cocrasiuser 0,12—-0,17 n/kr.

JlukiodeHak MpOHWKAeT B CHHOBHAIBHYIO XKHIKOCTh, IJIe €ro MaKCHMalbHas KOHIICHTPAIWS
JOCTUraeTcs Ha 2—4 Jaca mo3xe, 4eM B Iazme KpoBu. Kaxymuiics nepuo/1 moayBbIBeIeHUS U3
CHHOBUAJIBHOM KHMJIKOCTH cocTaBisieT 3—6 wyacoB. Yepes 2 dYaca mocie JOCTHKEHUS

MaKCUMaJIbHOW KOHIIEHTPAIMU B TUIa3Me KPOBU KOHIICHTpAIMs AUKIOPEHAKA B CHHOBHAJIBLHOMN
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o B4 HOCTS 0002
JKUIKOCTH BBIIIIE, YEM B IIJIa3ME KPOBH, U €€ 3HAUCHUS OCTQOTCH@(?&EBIE%ELEVH/IHaEﬁOT}ImHHH

nepuoja BpeMeHu /10 12 yacos.

Juxnodenak O6bu1 oOHapykeH B HU3KUX KoHIeHTpanuax (100 Hr/mi) B rpyJHOM MOJIOKE OJTHOU
U3 KopMsImux Marepeil. [Ipennonaraemoe KOIM4eCTBO AUKIO(PEHAKA, TIONAJAIONIETO C IPY/IHBIM
MOJIOKOM B OpraHu3M peOeHka, s3kBuBajeHTHO 0,03 MI/Kr/CyTKH.

Buorpancdopmarus

Metabonu3m AUKIO(pEHaKa OCYIIECTBISIETCS YACTUYHO MYTEM TIIIOKYPOHU3ALUU HEM3MEHEHHOU
MOJIEKYJIBI, HO, IPEUMYIIECTBEHHO, IIOCPEACTBOM OJHOKPATHOIO Y  MHOTOKPATHOIO
THJIPOKCUIMPOBAHUS W METOKCUJIMPOBAHMSA, YTO MPUBOJUT K OOpPa30BaHMIO HECKOJIBKUX
¢deHonbHBIX MeTabonauToB (3'-rHApOKCU-, 4'-THAPOKCH-, S'-THAPOKCH-, 4'.5-TUTHApOKCH- U
3'-ruapokcu-4'-merokcuukiaopenaka), OONBIIMHCTBO M3  KOTOPBIX  IpEBpaIiaeTcss B
[JIIOKYPOHHJIHBIE KOHBIOTAThl. J[Ba U3 3TUX (PEHOJIbHBIX METa00JIUTOB OMOIOTUYECKH AKTUBHBI,
HO B 3HAUUTEJILHO MEHbILIEH CTENEHH, YeM JAUKIIO(EHaK.

OJIUMUHAIS

OO0t crcTeMHBIHN TUTa3MEHHBIN KITUpEHC AuKIIo(eHaka coctapiser 263+56 mir/muH. KoHeuHbIit
nepuoJi NoJyBbIBeIeHHUs cocTaBiser 1-2 waca. Ilepmon mosmyBbiBeneHHst 4-X MeTabOJIMTOB,
BKJIIOYas JiBa (papMaKoIOrMUECKH aKTUBHBIX, TAKXKE HEMIPOAOJDKUTENICH U cocTaBiseT 1-3 yaca.
OnuH U3 MeTaboIuTOB, 3'-TUAPOKCU-4'-MeTOKCHAUKIO(PEeHaK, UMeeT 0oJiee JTUTETbHBIN IePHO/T
MOJIYBBIBEIEHUS, OJTHAKO 3TOT META0OIUT MOJTHOCTHIO HEAKTHUBEH.

Oxono 60 % mo3bI BBIBOAUTCS MOYKAMHU B BHUJE INIIOKYPOHOBBIX KOHBIOIaTOB HEU3MEHEHHOTO
JIEMCTBYIOIIEr0 BEIIECTBAa, a TAKXK€ B BHJIE META0OJIUTOB, OOJBIIMHCTBO U3 KOTOPBIX TOXeE
MIPEACTABIISIIOT COOO0M IMTIOKYPOHOBBIE KOHBIOTAThl. B HEM3MeHeHHOM BuU/IE BBIBOUTCS MeHee 1 %
nukinodenaka. OcraBiiasicst 4aCTh J103bl BBIBOAUTCS B BUJI€ METAOOJIUTOB C JKETUBIO.
KoHuenTpanus AeMCTBYIOIIETO BEUIECTBA B IUIA3ME€ KPOBU JIMHEWHO 3aBHCUT OT BEJIMYUHBI
MIPUHATOMN 03B

IToyeyHast HETOCTATOYHOCTD

[Ipu cobmto/leHu PEeKOMEHJOBAHHOTO peXUMa JI03UPOBAHUSI KYMYJSIIMM HEU3MEHEHHOTO
JIeMCTBYIOIIEro BelecTBa He oTMedaercs. IIpum knmpeHce kpearnuHuHa MeHee 10 Mi/MuH
pacyeTHble PaBHOBECHBIE KOHLEHTpAIMHU TMIPOKCUMETA00IUTOB AuKIodeHaka nmpumepHo B 4
pa3a BbIIIE, YEM Y 370POBBIX I0OPOBOJIBIEB, IPU ITOM METaOOIHUTHI BBIBOJSATCS UCKIIOUUTEIHHO
C JKEITYBIO.

[IeueHOYHAs HEAOCTATOYHOCTh

VY mnanMeHToB € XPOHUYECKUM TEMaTUTOM WM KOMIIEHCUPOBAaHHBIM IIUPPO30OM IE€UEHU
nokasarenu (apMaKOKUHETHKHU TUKIO(PEeHaKa aHATOTMYHbl TAKOBBIM y TAI[MEHTOB C COXPaHHON

(GyHKIIHMEH TEUeHH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 28.09.2023 N= 13061

(NOCNELOBATENBHOCTE 0002)

JInIta moKUIIoro Bo3pacTa

Y HEKOTOpBIX MAIMEHTOB MOXHJIIOTO BO3pacta mocie 15-MUHYTHOW BHYTPUBEHHOW WH(QY3HH
OTMEYEHO yBEJMUYCHHE KOHLEHTpAIH AukiodeHaka B miazme KpoBu Ha 50 % 1o cpaBHEHUIO ¢
TaKOBBIM I10Ka3aTeJIEM Y 3[JOPOBBIX JOOPOBOJIBLEB O0JIee MOIOAOI0O BO3pacTa.

Oco0nlie T'PYHOIIbI TAIMEHTOB

BcaceiBanue, MeTaboIM3M U BhIBeICHHE TUKIO()EHAKA HE 3aBHCAT OT BO3pacTa.
eTH
Konnentpanuu nqukiodeHaka B mia3Me KpOBH IMPU MPUMEHEHHH SKBUBAJICHTHBIX /103 MperapaTa
(MI/KT Macchl Tena) CXOAHBI C COOTBETCTBYIOIIMMH TOKA3aTEIISIMH Y B3POCIIBIX.
6. PAPMAILEBTHUYECKHE CBOWICTBA
6.1. [lepeyeHb BCIOMOTraTeJbLHBIX BellleCTB
Kup tBepabIi.
6.2. HecoBMecTHMOCTD
He npumennmo.
6.3. Cpok roaHocTu (CpOK XpaHeHHs )
3 roxa.
6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPU XPAHEHUH
XpaHuTh 1pu Temreparype He Boiie 25 °C.
6.5. XapakTep u coaep:kaHne NEPBUYHON YNAKOBKHU
ITo 5 cynmo3utopueB B KOHTYPHOU STYEHKOBOM YIIAKOBKE U3 IUIEHKU MOJMBUHWIXJIOPUIHOW WU
KOHTYpPHOM SYEHMKOBOM YIIAKOBKE W3 IUIEHKU IIOJMBUHWIXJIOPUIHOW, JIAMUHUPOBAHHOMN
MOJIMATUIIEHOM. J[[Be KOHTYpHBIE SUEHKOBBIE YITAKOBKM BMECTE C MHCTPYKIIMEH MO TPUMEHEHHUIO
B IMAYKE KapTOHHOM.
6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Npemapara WJIM OTX0A0B, TOJYYEHHBbIX [0CJie TNpPUMEHEHUs!
JIEKAPCTBEHHOI'0 MPenapara, v Apyrue MaHUIYJISIIUN ¢ TIPenapaTomM
OcoOble TpeOoBaHUs OTCYTCTBYIOT.
7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanvs
000 «AnbsThapm»
142073, Poccusi, MockoBckast 00acTh, r. Jlomoaenoso, 1. CymakoBo, Tep. JlecHoe, ctp. 100

Ten.: +7 (495) 234-46-40
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

e ls

7.1. lIpencraBuTe b epKaTe/isi perucTpaunQHHOro %ﬂ“@%ﬂl@&éﬁﬁﬁﬁJ}tMTEﬁﬁﬁéﬁbm

[Iperen3un HOTDC6I/ITGJICI71 HalpasJIATH 110 aAPECyY.

Poccniickas @enepanus

000 «AnbThapm»

142073, Poccus, MockoBckast o6macts, T. Jlomoaenoro, 1. CymzakoBo, Tep. Jlecaoe, ctp. 100
Temn.: +7 (495) 234-46-40

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(003329)-(PT-RU)

9. IATA NEPBUYHOMN PEIMCTPAILIMM (IIOJATBEPXKJIEHHSI PETMCTPAIINH,
MNEPEPETUCTPALINN)

Hara nepsoii perucrpanuu: 03.10.2023

10. JATA IEPECMOTPA TEKCTA

OOmas xapakTepuCTUKa JEKapCTBEHHOro mnpenapara JluknogeHak-AnpTdapM AOCTYIHA Ha
uHpopMallMOHHOM TmopTasie EBpa3uiickoro SKOHOMHYECKOTO Cor03a B HMH(DOPMALMOHHO-

TEeJIEKOMMYHHUKAIIMOHHO# ceTn «HTepHeT»: http://eec.eaeunion.org/
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