COOTBETCTBYET SKCMEPTHOMY OTYETY
 or14.112024 N2 25193
OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

AIEKJIO®EHAK, 100 Mr, TabneTkH, MOKPHITHIC TIJICHOYHOH 000JI0YKOM.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytolIee BEMIEeCTBO: alleKIo(eHak.

Kaxxnas tabnerka, HOKphITas INIEHOYHOU 000J109K0i, coaepkuT 100 mr aneknodenaxa.
BcnomorarenbHble BelecTBa, HAJIMYHE KOTOPBIX HAJO0 YYMUTHIBATH B COCTAaBE JICKAPCTBEHHOTO
npernapara: HaTpHil, JaKkTo3a (cM. paznen 4.4).

[TonHbIl epedeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOM.

Kpyrieie TabneTku ABOSKOBBITYKION (DOPMBI, TIOKPHITHIE TNICHOYHOH 000JIOUKON Oernoro mimm
no4ty Oesnoro nBera.

Ha IIOIICPCYHOM Pa3pe3€ AAPO 0e10ro Wi Mo4YTH 0eJIoro OBECTA.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapat AIIEKJIO®EHAK noxka3aH k MPUMEHEHHIO Y B3pOCIBIX B Bo3pacTe ot 18 Jer.

- OcTeoapTpuT, peBMaTOMIHBIN apTPUT, AHKUIO3UPYIOMIMM CIIOHAMIOAPTPUT U ApPYyrue
3a00JIeBaHNs  OMOPHO-ABUraTeIbHOIO ammapara, CONpOBOXKJIAIOIIMEcs Oo0Jbl0 (Hampumep,
TUICYENIONATOYHBIH IEPHAPTPHT).

- VYcrpanenue 607U pa3nMYHON ATHOJIOTUU (B TOM YHUCIE, MOSCHUYHOW, 3yOHOU Oonu u
HIEPBUYHOMN TUCMEHOPEH).

4.2. Pexxum 103MpoBaHus U €1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

PexomenoBannas no3a cocrapisier 100 mr (1 Tabnetka) 2 pasa B CyTkH (YTPOM U BEYEPOM).
MakcumanbHas pekoMeHa0BaHHas 103a — 200 Mr B CyTKH.

HexenatenbHble SBIEHUS MOTYT OBbITh MHUHHMHU3HPOBAHBI IyTeM [pHeMa HauMeEHbIIEeH
3 PEKTUBHOM JJ03bI U YMEHBIICHHUS IPOJOKUTEILHOCTH JIEYSHU S, HEOOXOAUMOTO JJIs1 KOHTPOJIS
cUMOTOMOB (cM. pazzaen 4.4).

Oco0ble TPVIIILI TAIUEHTOB

HauueHmbz C NeYyeHoYHOoU HeO0OCMAamo4HOCbIO
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HEJIOCTaTOYHOCTBIO JIETKOM WJIM YMEPEHHOM CTENEHU TSHKECTU. PekoMeHIyeMas HadalbHas 103a
coctasisieT 100 mr B niens (cM. pazaen 4.4).
Tlayuenmsi ¢ noueunoii HeAOCMamMoOyYHOCMbIO
Her mannbix 0 HeoOxoauMocTu B ymeHbIeHUH 10361 ipenapara ALITEKJIO®EHAK y nanuentos
C HapymeHueM (QYHKIUH TOYEeK JIETKOM CTENEHW TSDKeCTH, HO TpU MpHEeMe Mpernapara
AIEKIJIO®EHAK cnenyer cobioaaTb 0CTOPOXKHOCTE (cM. pasnaen 4.4).
Tayuenmsi noscunozo 6ospacma
VY nanueHTOB crapuie 65 Jer, Kak MpaBuiio, HEOOXOIUMOCTh YMEHBIICHUS J103bl OTCYTCTBYET,
OJIHAKO CJIEyeT COOJII0AaTh MEPHI TPEIOCTOPOKHOCTH, YKa3aHHBIC B pasjeie 4.4.

eTH
bezonacuocts u 3¢ dextuBnocts npenapata ALIEKJIO®EHAK y nereii B Bozpacte ot 0 mo 18
JIET HE YCTaHOBJICHHI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

BnyTps.

TabneTku cieayer IporiaTeiBaTh LETUKOM, 3alUBasi TOCTATOYHBIM KOJIMYECTBOM BOJIBI.
[Ipenapar ALIEKJIO®EHAK M0HO npuHUMATh C TUIIEH.

4.3. IIpoTuBONOKA3aHUSA

— ['unepuyBCTBUTENBFHOCTD K alleKI0(eHaKy WM JII0OOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

- Bbponxocnasm, KpanuBHUIIA, PUHUT IOCJIE MpUEMa alETHIICATUIMIOBOM KHUCIOTHI WU
JIPYTUX HECTEPOUIHBIX IPOTUBOBOCTIAIUTENbHBIX TpenapaToB (HIIBII) B anamHese (roHbIi min
HENOJHBIM CHHAPOM HENEPEHOCHUMOCTH AaleTUICAIMLIUIOBOM KHUCIOTBl — PUHOCHHYCHT,
KPAaNMBHUIIA, OJIUIIBI CIIU3UCTON 000JIOUKH MOJIOCTH HOCA, OPOHXHAIbHASL aCTMA).

- KpoBoteuenus wim npoboaenus sxemynouHo-kumedHoro tpakta (JKKT), cBszannble c
npuemom HIIBII B anamuese. f3Ba »kemyaka WM JBEHAJAUATUIIEPCTHOM KHILKH, WIH
KpOBOTE€UEHHE B aHaMmHe3e (Ba WM Oojiee SBHBIX W JOKA3aHHBIX SIU30/a SI3BbI WU
KPOBOTCUCHHS).

- SI3BeHHbIi KOUT U 60se3Hb KpoHa (B craguun 000CTpeHHs).

- [lepuon mocie npoBeieHUsI aOPTOKOPOHAPHOTO UTYHTHUPOBAHUSL.

- OcTpoe KpoBOTeUeHHE WM 3a00JIEBaHUS, COIMPOBOXKIAIOUINECS KPOBOTEUCHUSIMH, WU
HapYIICHHsI CBEPTHIBACMOCTH KPOBH (TEMOIITHS).

- Xponudeckasi cepaeunas HemoctatouHocth (II-IV kmace mo wmaccudukanum Hpro-
MopKkCKoil KapaHOIOrHYeCcKON acCOIMALNH), HIIEMHUYECKas OONEe3Hb CepAld, 3a00IeBaHMs

nepudepudeckux apTepuil u/uim apTepuii roIOBHOIO MO3ra.
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— Tsoxenas nedeHoYHasT HEJOCTATOYHOCTE [N aKTI/IBHoé Sgﬁ%n Barmé_l [ICYEHTL.

- Tspxenast moYeyHass HEJOCTATOYHOCTD (KIMpEHC KpeaThHuHA <30 MJI/MHH).

- bepeMeHHOCTH ¥ ITEpHO/I TPYIHOTO BCKAPMITHBAHUS.

— Jetckuii Bo3pact 10 18 ser.

- JeduuuT nakra3pl, HEIEPEHOCUMOCTD JIAKTO3bI, TIIFOKO30-TaJlaKTO3HAS MAJIbaOCOPOIIHSL.
4.4. OcoOble yKka3aHHus ¥ MepPbI NPEeTOCTOPOKHOCTH NMPH NMPUMEHEHUH

C 0CTOPOKHOCTBLIO

3aboneBanus neuenu, nodek u JKKT B aHamHe3e, OpoHXuaibHas acTMa, apTepUalibHas
TUIIEPTEH3Us, CHIKEHHE 00beMa LUPKYIUPYIOLIEH KPOBH (B TOM YHCIIE cpa3y M0cie OOIUPHBIX
ONEpaTUBHBIX BMEIIATEIbCTB); XPOHUYECKAsl IOYEYHAs] HEIOCTATOYHOCTH JIETKOM M cpenHel
cTerieHu TspkecTH (kiampeHc KpeatnHnHa 60-30 MI/MUH); XpOHHYECKas TI€YCHOYHAs
HE/IOCTaTOYHOCTh JIETKOM W CpeAHeH CTelNeHW TsKECTH; XPOHMYECKas cepledHas
nemoctaTounocts (| kiace o knaccudukamuu Heio-Mopkckoii KapIHonornueckoii acColuanun);
sisBenHble mopaxenus JKKT B anamuese, Hanuune undekun Helicobacter pylori, 6onesus Kpona
(BHE 00OCTpEHUs1), S3BEHHBIM KOJHUT (BHE OOOCTPEHHMS), CHMITOMBI, CBHJETEIHCTBYIOUIHE O
Hamuuuu  3aboneBanuii  JKKT; cucremnas kpacnas Bomuanka (CKB), mnopdupus,
reMaToJOrMuecKue 3a00JeBaHMs, HApYIIEHUS TIeMOI033a, IUCIUIUAEMUS/TUIIEPIUIUIEMHUS,
caxapHbIil quaber, KypeHue, MOXWIoN Bo3pact, JuymrensHoe npuMeHenne HIIBII, amkoromusm,
TSKEJIbIE COMaTHYECKHE 3a00JIeBaHMUs.

Oco0ble yKkazaHus

HexenarenbHble sIBI€HUS MOTYT OBITh MHUHUMH3UPOBAHBI IyTeM MpHEMa MHUHUMAaJIbHOU
3 PEKTUBHOM 1036l U YMEHBIICHUS POJOIDKUTEILHOCTH JICYSHHS, HEOOXOMMOTO JIJIsl KOHTPOJIS
CHUMITTOMOB (cM. paznen 4.2).

Crnenyer nzberatb 0JJHOBPEMEHHOI0 NMpUMeHeHus arekiodenaka ¢ apyrumu HIIBII, Bxmrouas
CeJIeKTHBHBIE HHTHOUTOPBI HMKI00KcHureHasbl-2 (1[0I-2).

AtnexnoeHak cieayeT MPUHIUMATh C OCTOPOKHOCTBIO W TOJI HAOJIIOJACHHUEM Bpada IMalnueHTaM
MIPU HUKEYKA3aHHBIX COCTOSIHUSX, TaK KaK CYIIECTBYET yrpo3a o0ocTpeHus 3a0osieBaHUM (CM.
paszaen 4.8):

- CHUMIITOMBI, CBU/IETENILCTBYIONIME 0 Hannuuu 3aboneBanuii )KKT, Bkitoyast ero BepxHue u
HIDKHUE OT/IEJbI;

- HaJIMYMe B aHAMHeE3€ 513Bbl, KpoBoTeueHust nin npodoaenus XKKT;

- SI3BEHHBIN KOJIUT (BHE 000CTpEHUS);

— 601e3ub KpoHa (BHE 00ocTpeHus);

- rematosiornueckue 3aboneanusi, CKB, mopdupus, HapymeHus reMornossa.

Bruanue na KKT
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mo6bix HIIBIT B nro0oif mepuoj JieyeHusi, Kak HPU HAIWYHUM CHUMITOMOB U CEPbE3HBIX
3aboneBanuii JKKT B anamHe3e (si3BeHHast OOJIE3Hb JKENYJIKAa M JBEHAIIATUIIEPCTHOW KHUIIKH,
6ose3nb KpoHa, I3BeHHBIN KOJIUT | JIp.), TaK U 0€3 HHX.

Puck xpoBoteuenusi, oopasosanus 386l U npodoaenus JXXKT Bospactaer ¢ yBenuueHueM 10351
HIIBII y nmanueHToB ¢ S3BEHHOW 0OJIE3HBIO B aHaMHE3€, OCOOCHHO €CJIM OHa COMPOBOXKJIAIACH
KpOBOTEUYCHHEM WM mpoboaeHueM (cMm. pazgen 4.3), a Takke Yy MOXKWIBIX MalMEHTOB. DTUM
HalyveHTaM cllelyeT IPUHUMaTh MUHUMAIIbHYIO 3P QeKTUBHYIO 03y Ipenapara. Fim Heo6xoanma
KOMOMHUPOBaHHAs TEpaIus C IPUMEHEHUEM IIPenapaToB-IPOTEKTOPOB (HAIIPpUMEpP, MU30IIPOCTOII
WIA MHTUOUTOPBHI TMPOTOHHOM moMIibl). Takoe JedeHne HEeOOXOJMMO MalMeHTaM, KOTOpbIe
NPUHUMAIOT HEOOJBbIINE JI03bI ACHpPUHA WIN IPYTUX IpPEnapaToB, KOTOPHIE HETaTUBHO BIUSIOT
Ha cocrostaue XXKT (cm. pazgen 4.5).

[TaumenTs! ¢ 3aboneBanusaMu JKKT B aHamHe3e, B TOM 4HClie TOXHIIbIE, JOJDKHBI COOOIIATh O
T00BIX HEOoOBIMHBIX cuMnToMax, cBs3aHHBIX ¢ JKKT (ocoOeHHO KpoBOTEUEHHE), BKIFOUAs
NepBUYHBIN mpueM mpenapara. OcoOyl0 OCTOPOKHOCTh CIIEAYyeT COOMI0AaTh MalUeHTaM,
OJTHOBPEMEHHO NPUHHMMAIOLIUM Ipernaparbl, KOTOpble MOTYT MOBBICUTh PUCK BO3HUKHOBEHUS
KPOBOTEUCHMSI WM SI3BbI, HAllpUMeEp, CUCTEMHBIE ITTFOKOKOPTHUKOCTEPOM]Ibl, aHTUKOAryJIsTHTbI
(BapapuH), ceseKTHBHbIE HHIHOUTOpHl oOOpaTHOro 3axBara ceporoHuHa (CHO3C) wumm
aHTHArperaHThl (aleTHIICATUIIMIOBAs KucaoTa) (cM. pasnaen 4.5).

[Ipy BO3HUKHOBEHHMH KEITYJOYHO-KUIIEYHOI'O KPOBOTEUEHMsS WM SI3Bbl Yy HAIMEHTOB,
NPUHUMAOIIUX aleKI0(pEeHaK, ero cleayeT OTMEHUTD.

Cepoeyno-cocyoucmule u yepeoposackyisApHole 3 dexmol

[TarueHTsl € apTepuaIbHOW THNEPTEH3UMEH W/WIIM 3aCTOMHON CepAeuyHON HEI0CTaTOUYHOCTHIO
JIETKOM WJIM YMEPEHHOH CTeNeHH HYXJIAIOTCS B COOTBETCTBYIOIIEM HAOJNIOJIEHHM, TaK Kak C
npuemoM HIIBIT accounupoBansbl 3aiepxKKa )KUAKOCTA U OTEKH.

[TarueHTHl ¢ XpOHMUYECKOH cepledHol HenocTaToyHocThio (| kimace mo knaccuduxanuu Hero-
MopkcKoii KapauONOrHuecKoil acCOUMAIMN) U HAIMEHThl CO 3HAYMMBIME (PAKTOPAMH PHCKA
Pa3sBUTHSI OCIOKHEHUH CO CTOPOHBI CEPIEYHO-COCYAMCTON CUCTEMBI (HalpuMep, apTepHaibHast
TUNEPTEH3Us, TUIEPIUNUAEMHs, CaxapHbI auabeT, KypeHHe) JOJDKHBI HauuHaTh JIeueHHe
aleKI0(eHaKoM TOJIBKO IMOCJE B3BEIIEHHOTO PEHIeHMs Jieyalllero Bpada. PUCKHM cO CTOPOHBI
CEpJICYHO-COCYIUCTON CHUCTEMBI MOTYT 3aBUCETh OT JI03bl M NPOAOKUTEIBHOCTH JIEUEHUS,
MO3TOMY TpenapaT cileayeT Ha3HayaTh B MUHUMAaJIbHON 3(p(EeKTUBHOM 103€ U HA MaKCUMAaJIbHO
KOPOTKH neproa BpemeHu. Creyer nepuoIn4ecku KOHTPOJIUPOBATh MOTPEOHOCTD MaIeHTa B
CUMITOMAaTUYECKOM JICUEHUHU U OLIEHUBATh OTBET Ha TEPAIHIO.

AnexnoeHak cienyeTr Takke MPUHUMATH C OCTOPOXHOCTHIO M IO THIATEIHHBIM BpaueOHBIM
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Bnusnue na ¢hynkyuu neuenu u nouex

[Tpuem HIIBII MoxeT BBI3BAaTh J10303aBUCUMOE CHIDKEHHE 00pa3oBaHUS NMPOCTATJIAaHIWHOB U
OCTPYIO ITOYEYHYIO HEJIOCTATOUYHOCTh. BaXKHOCTh IpocTariaHinHOB 715 00ecreyeH s IOYEYHOro
KPOBOTOKA CJIEAYeT YYMUTBIBATh IPU IpUEME Ipernapara y NalUeHTOB ¢ HapyIlIeHueM (YHKLIUU
CepALa, MOYeK WIM IIEYEHH, y NALUUEHTOB, MOIYYaloUX IUYPETUKH, WIM y NALUEHTOB I[0CIe
XUPYPIUYECKOr0 BMELIATENIbCTBA, a4 TAKXKE Y IOKHIIBIX.

Crnenyer cobmoAaTh OCTOPOXKHOCTh NPH Ha3HAUEHMM IIperapara MalyeHTaM ¢ HapyLUIeHUsSIMU
(GYHKLIUU MEYEHU U IOYEeK JIETKOW WM YMEPEHHOW CTENEHH TSKECTH, a TAKKe MALUEHTaM C
JPYTUMHU COCTOSIHUSIMHM, IIPEIPACIOJIAralolMMU K 3aJEPKKE KUIAKOCTU B OpraHu3Me. Y TaKHX
narmenToB HIIBII mMoryT mpuBecTH K HapylIeHUIO (DYHKIIUM MOYEK U K 3a/JEP)KKE JKUIKOCTH.
[TanmenTam, NPUHUMAIOIIUM JUYPETUKH, JINLAM C MOBBIIICHHBIM PUCKOM THIIOBOJIEMUHU TaKkKe
ciefyer coOioJaTh OCTOPOXKHOCTh IpH  mpueMe mpenapara. HeoOxonumo Ha3HaueHue
MUHUMAaIbHON 3(()EKTUBHON J103bl U PETYJSPHBIA BpadyeOHbI KOHTPOJIb 32 (PYHKIMEH MOYEK.
Bnusiaure npenapata Ha GyHKINIO TOYEK OOBIYHO 0OPaTUMO MOCIIE €0 OTMEHBHI.

[Tpuem auexnodeHaka cieayeT NPEeKpaTUTh, €CIIM W3MEHEHMs IoKa3aTeiaed (QyHKIUHM Me4eHu
COXPAHSIIOTCS WIHM YXYALIAIOTCS, PAa3BUBAIOTCA KIMHUYECKUE TIPU3HAKU WJIA CHUMITOMBI
3a00JIeBaHU TI€YEHH, JIMOO BO3ZHUKAIOT APYrHe MPOSBICHUS (203MHOGMINSA, ChINb). [emaTur
MOYKET Pa3BUTHCS 0€3 MPOIPOMAITEHBIX CHMITOMOB.

[Tpumenenue HIIBII y nanueHToB ¢ neyeHOYHOU ophupHreit MOXKeT CIIPOBOIUPOBAThH MPUCTYII.
T'unepuyecmeumenbHoCmb U KOJCHbIE PeaKyuu

Kak u npyrme HIIBII, npemapar MoOeT BBI3BIBATH AJUIEPIrMYECKUE PEAKIUH, BKIIOYAs
aHauIaKTHYECKHe/aHa(PUIaKTOUIHbIE peaKlMM, Ha paHHUX CPOKaxX Kypca jeueHus. TsKelnble
KOXKHbIE peakiiy (HEKOTOpPbhIe U3 KOTOPBIX MOTYT MPHUBECTH K JIETAJIBHOMY HUCXOAY), BKIIOUas
9KC(HOIMATUBHBIA JilepMaTUT, cMHApoM CTHBeHca-/[KOHCOHA M TOKCHUYECKUH 3MUepMalIbHBINA
Hekposns, ocie npuema HIIBIT Habmoganucek ouenb penko (cm. paszaen 4.8). CaMblii BRICOKHNA
PUCK BO3HUKHOBEHHS 3TUX PEaKIMH y MallMeHTOB HaOIoAaeTca B Hayalle IpueMa rnpemnapara, a
pa3sBUTHE JaHHBIX HEXKENATEJIbHBIX peaklui HaOyoaeTcs B TeYEHHE MEepBOro Mecsla npuema
npenapata. [Ipy BOZHUKHOBEHMH NEPBBIX MPU3HAKOB KOYKHOM CBHINH, TOBPEXKIECHUS CIM3UCTBIX
000JI04eK WM JIOOBIX APYTUX CHUMITOMOB THMIIEPUYBCTBUTEIBHOCTH CIEIYET HEMEJIEHHO
MPEKPaTUTh IpUeM arekiodeHaka.

B oTaenbHBIX cityyasx Mpu BETPSHOM OCIe MOTYT BOSHUKHYTh HH(PEKIIMU KOXKH U MATKHX TKaHEH.
B nacrosmiee Bpems Henb3s uckiaodath poib HIIBII B yXymmeHun TeyeHus 3THUX WHQEKIU,
M03TOMY cllelyeT u3lerarh npruema rnpemnapara npu BeTpsIHON ocTie.

T'emamonocuueckue Hapyuerus
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4.5).

Hapywenus co cmoponuvl Ovixamenvhoti cucmembl

Cnenyer cobio/laTh OCTOPOKHOCTH INPHU MpUEME Ipenapara y HAIlMeHTOB ¢ OpOHXHAIbHOM
acTMOM B aHaMHe3€ WJM Tekyiled, Tak kak npuem HIIBII moxxeT crpoBonupoBaTh pa3BUTHE
BHE3AITHOTO OPOHXOCMAa3Ma Y TAKUX MalieHTOB.

Tlayuenmul nodicunoco 6ospacma

Crnenyet co0m01aTh OCTOPOKHOCTD IPU MpUEME Mpernapara y nalueHToB crapiie 65 JeT, Tak Kak
y HUX Yallle BOSHUKAIOT MOOOYHbIE siBJIeHUs (0coOeHHO KpoBoTeueHue u npodoaenue XKKT) mpu
npueme HIIBII. OcnoxHeHus: MOTyT NpPUBECTH K JIETAIbHOMY HCXoay. Takke MOXKuUible
MAIUEHTHI Yallle CTPAAAI0T 3a00JICBAaHUSIMH [TOYEK, IEYCHH UM CePACYHO-COCYTUCTON CUCTEMBI.
Jlnumenvroe npumenenue

Bce mnauumentsl, nonydaromue minurensbHoe JsedeHue HIIBII, nospkHBl HaxomuTbes 1of
THIATeNFHBIM HAOIIOJCHHEM (HampuMep, OO aHaIU3 KPOBHU, KOHTPOJIb (PYHKIIMH TICUYCHU U
MOYEK).

BcnomorarenbHbIe BEIECTBA

Hampuui

JlanHb1ii mpenapat cofaep XUt MeHee 1 Mmoutb (23 Mr) HaTpus Ha OJHY TabJIEeTKy, TO €CTh, IO CYTH,
HE COJEPKUT HATPUS.

Jlakxmosa

ITpenmapar ALIEKJIO®EHAK coxepxur B cBoeM cocraBe JakTo3y. [lanmeHTam c¢ penko
BCTpEUaroLIeiicsl HaCIeICTBEHHON HENEPEHOCUMOCTBIO ralakTO3bl, AeUIIUTOM JIAaKTa3bl JJonapei
WM TJIIOKO30-TAJIaKTO3HOH ManibabcopOLuet He clieayeT MPUHUMATh 3TOT Mpenapar.

4.5. B3amMmopeiicTBHMe ¢ JPYIrHMH JICKAPCTBEHHBIMH MNpenaparaMM W JApyrue BHIbI
B3aMMO/JEHCTBHUA

3a uckiIroYeHrueM BappapHHa, HCCIe10BaHUH JIEKAPCTBEHHBIX B3aUMOICHCTBUI HE MPOBOINIOCH.
Anexnodenak Merabonuzupyercsa npu nomomu uzopepmenta CYP2CY cucremsl muToxpoma
P450, nmanHble iN VIitro moka3plBarOT, 4TO aleKIOPEHAK MOXET OBITh MHTHOUTOPOM 3TOrO
uzopepmenta. TakuM o00pa3oM, BO3MOXKHO (PAPMAKOKMHETHYECKOE B3aWMOJICHCTBUE TNpU
OJIHOBPEMEHHOM IpHeMe ¢ (PEHUTOMHOM, LIHUMETUIAMHOM, TOJO0yTaMUAOM, (HeHUIOyTa30HOM,
aMHOJIapOHOM, MHKOHa30J10M U cyibdadenazonom. Kak u ¢ npyrumu HIIBII, cymectByer
(apMaKOKHHETHYECKOE B3aUMO/ICHCTBUE C JIEKAPCTBEHHBIMHU IIperapaTaMu, KOTOPbIE BBIBOAATCS
U3 OpraHM3Ma IIyTeM aKTHMBHOW IOYEYHOM CEKPELHH, TAKUMHM KaK METOTPEKCAaT W Ipenaparbl
auTus. AnekinodeHak MPaKTUYECKU IMOJHOCTBHIO CBSA3BIBAECTCA C allbOYMHHOM ILIa3Mbl KpPOBH,

MMO3TOMY CYHICCTBYECT BO3MOXHOCTDH BSaHMO)IeﬁCTBHﬁ IO THUIIY BBITCCHCHHA C JOpYTHUMU
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npenaparaMu, CBA3LIBAIOIIUMUCA C OeJIKaMH.

W3-3a OrpaHMYEHHOT0 KOJIHMYECTBA HCCICIOBAaHUN (PapMaKOKHHETUYECKOTO B3aMMOJCHCTBUS
arexsiopeHaka cieayromas nHpopMarus OCHOBaHa Ha JaHHBIX MCCIIECAOBAHUMA B3aUMOJCHCTBUS
npyrux HIIBIIL.

KOMGI/IHaHI/II/I, IPUMCHCHUSA KOTOPBIX CICAYET n30erathb

Memompekxcam (npumeHnenue 8blCOKUX 003)

HIIBIT uHrnOupyoT KaHaIbLEBYIO CEKPEIMI0 METOTpeKcara; 0ojiee TOro, MOXKET HabI0aTbCs
HEOOJIbIIOE METa0OIMYECKOEe B3aUMOJICHCTBUE, YTO MPUBOAUT K YMEHBUICHHIO KIHpPEHca
MeTtoTpekcaTa. [loaToMy mnpu HpUMEHEHHWH BBICOKMX J03 METOTpeKcara cleayeT u30erarb
HaszHauenus HIIBII.

Ilpenapamul 1umus u OU2OKCUH

Hexotopsie HIIBII MHruOMpyrOT MoYeyHBId KIMPEHC JTUTHS U JUTOKCHHA, YTO MPHUBOIUT K
YBEJIMUEHUIO KOHIIGHTpAallMK O00OMX BEIIECTB B CHIBOPOTKE KpoBH. Cremayer wu3berath
COBMECTHOT'O MPUMEHEHUS, €CIIM HE MPOBOAUTCS YACThIi MOHUTOPUHT KOHILIEHTPALUW JINTUS U
JUTOKCUHA.

Anmuxoazynaumol

HIIBII unrubupyoT arperanuoo TpoMOOIIMTOB U MOBPEKIAIOT CIM3UCTYI0 0000uKky JXKKT. D10
MOYET MPUBECTH K YCUJICHUIO JICMCTBUSI aHTHUKOATYJITHTOB M YBEJIMYUTh PUCK KPOBOTEUECHUS U3
KKT y mammenToB. Cnemgyer u3berarb COBMECTHOTO IMpHeMa alekiodeHaka U mnepopaibHbBIX
AHTUKOAryJIsSIHTOB KYMapUHOBOU IPYIIIbl, THKJIONUINHA U TPOMOOIUTUKOB, €CITH HE MPOBOIUTCS
TIIATEJIbHBI MOHUTOPUHT COCTOSIHUS MTALIUEHTA.

Anmuaepecanmuule cpeocmea u CHO3C

IIpn onHoBpemenHoMm npuMmeHeHuu ¢ HIIBII moryr yBennumBath puck kpooreueHus nu3 KKT
(cM. pazzen 4.4).

Cruenvrone KoMOMHAIMY TPEOVIOT ITOoA00pa A03bL U IIPUMEHEHHUS C OCTOPOKHOCTEIO:

Memompexcam

Crnenyet umeTh B BUly Bo3MoskHoe B3aumoaeiicteue HIIBII u meToTpekcara, naxe npu HU3KOU
J103€ METOTpeKcaTa, OCOOEHHO Y MAalMeHTOB C HapylIeHHWsMH (QyHKIUM mouek. B ciydae
OJTHOBPEMEHHOT'0 MIPUMEHEHUS CleyeT KOHTPOJIMPOBATh MoKa3aTenn ¢pyHkuuu noyek. Cienyer
coOiroaaTh ocTopokHOCTh, eciu HIIBIT u meroTpekcar npuHUMaIich B Te€4eHHE 24 4acoB, Tak
KAaK KOHLIEHTpaLUsl METOTPEKCaTa MOKET BO3PACTH, YTO YBEIUYHUT €r0 TOKCUYHOCTb.
Luxnocnopun, maxponumyc

ITpu ognoBpemenHoMm npueme HIIBII ¢ ukiocriopuHOM WM TAKPOIUMYCOM CIEAYET YUYUTHIBATh
PUCK  TOBBINICHHOW HE(QPOTOKCHMYHOCTH M3-32 CHI)KEHHMS 00pa3oBaHUs  IOYEYHOIO

MMpOoCTallUKIINHA. HOSTOMY IIpru OAHOBPEMCHHOM IIPpHUEMEC CIICAYCT TIIATCIILHO KOHTPOJINPOBATH
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nokasarenu (pyHKIHUU OYeK.

Lpyeue HIIBIT

IIpy OZHOBPEMEHHOM IIpUEME aUETHWICAIALWIOBOM Kuciaorsel win apyrux HIIBII moxer
YBEJIMYUTHCS YacTOTa BO3HUKHOBEHMsI IMOOOYHBIX SIBIEHHMM, IMO3TOMY cienyeT coOiroaaTh
OCTOPOXKHOCTb.

I'mioxokopmukocmepouowsl

Bo3spacTaer puck Bo3HUKHOBeHUS A13Bbl WK KpoBoTeueHust u3 KKT (cMm. paznen 4.4).
Jluypemuxu

Anexnodenak, kak u apyrue HIIBII, moxxeT nHruOMpoOBaTh aKTUBHOCTD IMYPETHKOB, YMEHBIIIATh
auyperudeckuit agdexT gpypocemuna u OyMeTaHHIa, a TaKXKe aHTHTUIEPTEH3UBHBIN 3 dekT
THa3ua0B. OIHOBPEMEHHBIN MpHUEM ¢ KaluiicOeperalomumMi AMypeTHKaMH MOKET MPUBECTH K
YBEJIMYEHUIO COJCpXKAHUS KajlMs; CJeloBaTelbHO, HEOOXOIMMO PEryssipHO KOHTPOJIMPOBATH
COJIEp’KaHUE KalKsl B CBIBOPOTKE KPOBH.

AueknodeHak HE BIMUT Ha KOHTPOJIb apTEPUANBHOTO JIABJICHUS TIPU OJHOBPEMEHHOM
OpUMEHEHHH ¢ OCeHIpOQIIya3HIoM, XOTS HENb3sl HCKIIOYUTH B3aMMOJCHCTBHS C JIPYTUMHU
JUYPETUKAMU.

l'unomenzusHuvle npenapamoi

HIIBII moryT Taxke ymMeHbmaTh 3 (GEKT TUIIOTEH3UBHBIX npenapaTtoB. OTHOBPEMEHHBIH TPHEM
MHTUOMTOPOB aHTHOTEH3MHIIpeBparatoniero gepmenta (AIID) nnm aHTaroHUCTOB PELENITOPOB
anrnotensuHa Il u HIIBII moxeT npuBecTy K HapyleHuto GyHKIMH o4YeK. PUCK BOSHUKHOBEHUS
OCTpOH MOYEYHOI HEAOCTaTOYHOCTH, KOTOpas OOBIYHO HOCHT OOpaTHUMBIN XapakTep, MOXKET
BO3pacTarh y HEKOTOPBIX MAllMEHTOB C HAPYIICHUSIMH (PYHKLIUU MOYEK, HAIPUMED, Y TMOKUIBIX
WM 00e3BOXKEHHBIX nanueHToB. [loaToMmy npu onHoBpemenHoM npumenenuu ¢ HIIBII cnexyer
co0JII0JIaTh OCTOPOKHOCTh, OCOOCHHO Y MOXKWIBIX MalueHTOB. [lalueHTsl JOIKHBI OTPEOIIATh
HE00X0/IMMOE KOJIMYECTBO J>KUJKOCTH M HAXOJIUTHCS IO/ COOTBETCTBYIOIIMM HaOIIOJCHUEM
(KOHTpPOJIb (PYHKIIMM TOYEK B Hayajle COBMECTHOIO NPUMEHEHHUS M TNEPUOJUYECKH B XOJE
JIeYeHus).

T'unoenuxemuueckue cpedcmea

Knuanueckue uccienoBaHus MOKa3bIBAIOT, YTO JTUKIO(EHAK MOXKET MPUMEHATHCS COBMECTHO C
NepOpabHBIMU THUIOTIMKEMHUYECKUMU CpeJICcTBaMu 0€3 BIMAHHUS Ha UX KIWHUYECKYIO
s¢dextuBHOCTE. ONHAKO MMEIOTCS OTAEIbHbIE COOOIIEHUS O THUIOIIIMKEMUYECKUX U
runeprimkeMuyeckux s pexrax. Takum o0pa3oM, Ipu npremMe atekiaopeHaxa cieayeT IpoBecTu
KOPPEKIIHIO 103 IIPENapaToB, KOTOPbIE MOTYT BbI3bIBaTh T'MIIOTIIMKEMHUIO.

3uoosyoun

IIpn onHoBpemenHoM mnpueme HIIBII u 3mmoBynnHa BO3pacTaeTr pHUCK TeMaTOJOTHYECKOU
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y BUY-TI03UTHBHBIX MAIIMEHTOB ¢ TeMO(HITNEH, MOTyJaroIuX 3UA0BYAMH U HOYIpOodeH.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepeMeHHOCTB

JlanHble 0 MpUMeHEeHUH alekIodeHaka npu 6epeMeHHOCTH OTCYTCTBYIOT.

YTHeTeHHEe CHUHTEe3a NPOCTArJaHAWHOB MOXET HEOJAaronpusTHO BIUSATh Ha TEUCHHE
OepeMEeHHOCTH W/WIIH pa3BUTHE IMOPHOHA/TIIOA.

JlaHHbIe 3MHUIEMUOJIOTUYECKUX HMCCIEAOBAaHUN yKa3bIBalOT HAa YBEJIMUYEHHE PHUCKAa BBIKHJBIIIA,
pa3BUTHS TMOpPOKa cepAaua W TracTpollM3uca NpU TMPUMEHEHUHM HWHTHOMTOPOB CHHTE3a
MpocTarjaHAnHa Ha paHHHUX dTanax 0epeMeHHOCTU. AOCOTIOTHBIN PUCK PAa3BUTHS MIOPOKA Cep/iia
Bo3pactaer ¢ MeHee | % 1o npubnmsurensHo 1,5 %. Puck yBennuuBaeTcs ¢ yBEIMYEHUEM J103bI
U TIPOJAOJKATEIHBHOCTH JICUCHHUS.

Y KUBOTHBIX TpPUEM HMHTUOMTOPOB CHHTE3a TMpOCTarjlaHJuHa TPUBOAUT K TIpe- U
MOCTUMILJIAHTALIMOHHOW ru0eNnu 1m10/1a ¥ SMOpuo-peTaibHON cMepTHOCTH. Takke yBeIrunBaeTcs
KOJIMYECTBO CJIy4aeB Pa3IMYHbIX OPOKOB, BKJIIOYAsi IOPOK CEPALA, Y KUBOTHBIX, IMOIYHAIOIINX
WHTHOUTOPBI CHHTE3a MPOCTArjaH/InHa B IEPUOJ OpraHoreHe3a.

B Teuenue TpeThero TpumecTtpa OEpeMEHHOCTH BCE MHTHOMTOPHI CHHTE3a MPOCTArIaHIMHOB
MOTYT:

— MIPOSABIIATH CEPACUHO-JIETOYHYI0 TOKCUYHOCTh B OTHOILIEHHUM IUIofa (MPEeXkIAEBPEMEHHOE
3aKpbITUE APTEPUATBLHOTO ITPOTOKA C PA3BUTHUEM JIETOUYHOM TMIIEPTEH3UN);

- BbI3bIBaTh HapylleHHE (QYHKIMM MOYEK II0Ja, KOTOPOE MOXKET IPOrpeccUpoBaTh /10
MOYEYHON HEJOCTATOYHOCTH B COYETAHUU C MHOTOBOJUEM.

V JKeHIMH B KOHIIE 0epeMEHHOCTH U HOBOPOKIECHHBIX OHU MOTYT:

— BIUSTh Ha TMPOJOJDKUTENFHOCTh KPOBOTEUEHHS H3-3a aHTHArperaHTHoro sddexra,
KOTOPBIM MO>KET Pa3BUTHCS JIaXe MOCIE IPUEMa OYEHb HU3KUX J103;

— MOAABJIATh COKPAILICHHS] MaTKU, TPUBOS K 33JIEP>KKE POJOB WIIH K 3aTSKHBIM poJaMm.
Taxke npu npumenHenuu HIIBII xenummnamu c 20-0if Hemenn OGEpeMEHHOCTH BO3MOYKHO
pa3BUTHE MAaJIOBOJHWS W/WIM TATOJOTHHM TMOYEK Y HOBOPOXKIEHHBIX (HEOHATalbHas MOYeyHas
TUCHYHKIHSA).

[Tpenapar ALIEKJIO®EHAK npoTtuBomnokaszan npu 6epeMeHHOCTH (cM. pasnen 4.3).

JlakTanus

HeobxonuMo mpekpaTuth TpyIHOE BCKApMIIMBAHUE WU MPEKPATHTH/BO3AEPKATHCS OT Teparuu
anekIo(eHakoM, MpUHUMas BO BHUIMaHKE MPEUMYIEeCTBa IPYAHOI0 BCKapMJIUBaHUs Il peOeHKa
W/WIM TIOJIb3Bl Tepanuu A martepu. JlaHHble O NMPOHMKHOBEHUH alekiodeHaka B TPYyIHOE

MOJIOKO OTCYTCTBYIOT; B JOKIMHHUYCCKHUX HCCICAOBAHUAX IPU BBCACHUU PATUOAKTHUBHOTO
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14C-anexnodenaka 3aMeTHOTO MEPEHOCa PAIHOa KTHBHOCTH B MUTONO e Habnoandcs, D2

[Tpenapat ALIEKJIO®EHAK npoTuBonokasan B Ieproj rpyJHOro BCKapMJIMBaHUsA (CM. pa3ien
4.3).

DepTUILHOCTE

[Tpuem aneknodenaka, Kak U JPyrux MHTHOUTOPOB CUHTE3a LIMKJIOOKCUT€HA3bl/IPOCTarIaH/InHa,
MOYET CHIXKATh (PePTUIIBHOCTD M HE PEKOMEH/IYeTCsl JKEHIIMHAM, TUIAHUPYIOIUM OepEMEHHOCTb.
KeHmuHaMm, UMEIOIIKUM TPYIHOCTH C 3a4aTHEM WIHM MPOXOISIIAM OO0CIEeIOBaHHE MO IMOBOIY
Oecrutonus, cieayeT IPeKpaTuTh IpUeM alekaodeHaka.

4.7. BansiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMU CpPeACTBAMH M PadoTaTh C
MeXaHu3MaMu

Crnenyet BO37epkKaThCsl OT YIPABIECHUS TPAHCIIOPTHBIMU CPEACTBAMH U PA0OTHI C MEXaHU3MaMH
IIPY BOSHUKHOBEHHUH CITA0OCTH, TOJIOBOKPYKECHHSI, BEPTUTO WIIH IPYTHX HAPYIICHUH CO CTOPOHBI
LIEHTpaJIbHOM HepBHOM cucteMbl Ha Gone nmpuema HIIBII.

4.8. HexenarejibHbIEe peakuuu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Haubonee wacrto HaOmromarorcsi ocnokHeHHst co cropoHbl JKKT. Moryr BO3HUKHYTH s3Ba
xKenyaka, npodoaeHue wiu kposoteuenue u3 XKKT, nHorna npuBossiye K JeTalbHOMY UCXONY,
O0COOEHHO y IOKWJIBIX NMalKueHToB (cM. pasaen 4.4). [Ipu npueme HIIBII nabnroganuce TomHora,
pBOTa, 1uapesi, B3AyTHE KUIIEYHUKA, 310D, IUCIIENCHs, 00JIb B )KUBOTE, MEJIEHA, KpOBaBasi pBOTA,
S3BEHHBIM CTOMATUT, 000CTpeHue KouTa 1 6ose3nb Kpona (cm. paszzen 4.4). Pexxe nHaGmronaercs
racTpur.

B cBa3u ¢ mpuemom HIIBII cooOmianoch 0 pa3BUTHUM HEXENATENbHBIX PEaKLUi CO CTOPOHBI
CEpJICYHO-COCYIUCTOM  CHCTEMbI: OTEK, apTepuajbHas THUIEPTEH3Us U  cepAevyHas
HEJ0CTaTOYHOCTb.

Anexnogenak Merabosnnzupyercs 10 AukiIo(eHaka 1 0071a1aeT ¢ HUM CTPYKTYPHBIM CPOACTBOM.
Kak cBugerenbcTByeT 0OJbIIOE KOJUYECTBO KIMHUYECKUX U SMUIEMHOJIOTMYECKHX JIaHHBIX,
TUKIO(EHAK MOXKET MOBHIIIATh PUCK apTepHUATIbHBIX TPOMO030B (Hanpumep, nHpapKkTa MHOKapaa
WJIN UHCYNBTA, 0COOEHHO P MPUMEHEHUH B BBICOKUX J103aX WM ITPH JUTUTEIBHOM IPUMEHEHUN ).
ONHUIEMUOJIOTUYECKUE JIaHHBIE TAK)KE YKa3blBalOT Ha YBEIMUYEHUE PHUCKA Pa3BUTHS OCTPOTO
KOPOHApHOI'0 CUHApPOMa U HH(]apKTa MUOKap/a, CBI3aHHBIX C IPUMEHEHUEM alleknodeHaka (cM.
paznensi 4.3 u 4.4).

PesromMe HexenaTeabHbIX PeaKIIil

Hixe MMPEACTABJICHBI HCXKCIIATCIIbHBIC PCAKIIUU, I/IH(l)OpMaI_II/IH 0 KOTOPBIX ObLIa oJrydcHa B
KIIMHUYCCKUX HCCIICAOBAHUAX M B XOJAC MOCTMAapPKETHUHIOBOI'O Ha6J'IIO)IeHI/I$I; HEXKCIJIIATCIIBbHBIC

PEaKuu CTPYIIIUPOBAHBI B COOTBETCTBUU C KJIaCCaMH CUCTEM OPraHOB COTJIACHO Me)II/IHI/IHCKOMy
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oueHb 4vacto (>1/10), wacro (>1/100, <1/10), mewacto (>1/1000, <1/100), pexko (>1/10000,
<1/1000), ouens peako (<1/10000), gactora Hen3BecTHA (HA OCHOBAHUU MMEIONIUXCS JTaHHBIX
OLIEHUTHh HEBO3MOYKHO).

Hapywenus co cmoponwt kposu u aumgpamuueckoil cucmemvl: PeIko — aHEMHUS; OUYEHb PEIKO —
yrHeTeHne (yHKIMHA KOCTHOTO MO3ra, TPaHyJOLUTONEHUS, TPOMOOIUTONCHNS, HEUTPOTICHHS,
TEMOJIMTUYCCKAas aHEMUSL.

Hapywenus co cmoponbt ummyHnotl cucmemvl: PeAKo — aHa(QHUIAKTHYCCKUE PEAKIIMU, BKIIIOYAs
IIOK, TUIICPYYBCTBUTEIHHOCTD.

Hapywenus memaboauzma u numarnusi: 0O4eHb PEIKO — TUIIEPKATHCMUSL.

Tcuxuueckue napyuenus: O4eHb PEIKO — ACTIPECCUsI, HCOOBIUHBIC CHOBUICHHUS, OCCCOHHHUIIA.
Hapywenus co cmoponvl Hepenolul cucmemvl. 4HaCTO — TOJOBOKPYKEHHE, OUEHb PEIKO —
napecTes3usi, TPEMOP, COHIIMBOCTb, TOJIOBHAsI 00J1b, TUCTEB3Us (M3BpPAICHHE BKYCA).

Hapywenus co cmoponsl opeana 3penusi: peIKO — HapyIICHUE 3PESHUSL.

Hapywenus co cmoponsl opeana ciyxa u 1abupunma: 04eHb PEIKO — BEPTHUTO, IIIYM B yIlaX.
Hapywenus co cmoponvl cepoya: PeIKO — CepaedHas HEeI0CTaTOYHOCTh, OYCHb PEIAKO —
OILIYIIEHHE CePAIICONCHHUS.

Hapywenus co cmopomnvt cocyoog: peKo — MOBBIIICHUE apTEPUATbHOTO JaBJICHUS, YXY/IIIICHUS
TSCUCHU A apTepHaJ’IBHOﬁ TUIICPTCH3UHN; OUCHBb PCAKO — IIOKPACHCHHUEC KOKH, «ITPHUJIMBBI», BACKYJIUT.
Hapywenus co cmopomnsl ovixamenvbHol cucmemsl, OpeaHo8 2pyoOHOU KIemKU U cpedoCmeHus.
PEIKO — OJIbINIKA (3aTPyAHEHUE JIBIXaHHUs); OYCHD PEIKO — OPOHXOCIIa3M.

JKenyoouno-kuweunvle HapyuieHusi: 4acTo — JTUCIICTICHS, OOJNb B JKHBOTE, TOIIHOTA, JUapes;
HEYacTo — METEOPU3M, TaCTPHT, 3a10p, PBOTA, U3bA3BICHHUE CAM3UCTON 000JOYKH MOJOCTH PTa;
penko — wMelieHa, u3bsA3BIeHHe cimsuctoi obomoukn JKKT, remopparudeckas aumapes,
remopparuu cimsucroi 06oouku JKKT; oueHb peiko — CTOMaTHT, pBOTa KPOBBIO, IPOOOICHHUE
KHIICYHUKA, YXYAUICHUEC TCUCHUSA 60H€3HI/I KpOHa H A3BCHHOTI'O KOJINTA, ITAaHKPCATUT.
Hapyuwenus co cmoponvl neuenu u xeenueblo0auux nymeti: 9acT0 — MOBBIIIEHHE aKTHBHOCTH
«MEYCHOYHBIX» (EPMEHTOB; OYEHb pPEAKO — TMOBPEXKICHUE TeUueHH (BKJIIOYAs TeMaTuT),
TIOBBIIIICHUE aKTUBHOCTH IIEJIOYHOM (hocdarasbl.

Hapywenus co cmopomnvt KodicU U NOOKOJNCHbIX MKAHell: HEYacTO — 3y, ChIllb, JIEPMATHT,
KPaIMuBHHUIIA, PEAKO — aHTMOHEBPOTUYECKHI OTEK; OUYEHb PEAKO — OyJUIe3HbIE PEaKIIMU, BKIFOYAs
curpom CtrBeHca-/[KOHCOHA ¥ TOKCHUECKUI SITHIEPMAaIbHBIN HEKPOJIH3, MypIypa, IK3eMa.
Hapywenus co cmopoHvl nouex u Mouesbleo0siuux nymeti: HE4acTo — MOBBIIICHUE KOHIICHTPAIIUU
MOYCBHHBI W KpPCaTHHHWHA B CBIBOPOTKC KPOBHU; OYCHL PCIAKO — He(l)pOTH‘ICCKHﬁ CUHAPOM,

nmoyceyHada HEJOCTAaTOYHOCTD.
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YTOMJIIEMOCTD, CIIa3Mbl MBIIII] HUKHUX KOHEUHOCTEH.
Jlabopamophvie u uncmpymenmanvHvle OanHble. OUEHb PEIKO — YBEIMUEHUE MACChl Tea.

Jpyrue knacc-cruermduunsie 3¢ dexrsr HIIBIT

Hapywenus co cmoponsl nouex u mMouegblgo0suux nymei . O4€Hb PEIKO — MHTEPCTUINATBHBIHI
HEPPUT.

Hapywenusa co cmoponsl Kodcu 1 NOOKOJNCHbIX mKaHel: B OTACIBHBIX CIy4asx HaOJI0JAINCh
Cephe3HbIe KOXKHBbIC MHpEKIuu u uHpeknun msarkux TkaHed npu npueme HIIBIT Bo Bpems
3a00JIeBaHUs BETPSAHOM ocmoit (cM. pasnensl 4.4 u 4.5).

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIATCIbHbBIX PCAKIINAX

BaxxHo co00mIaTh 0 M0103peBaCMbBIX HEXKEIATEIHHBIX PEAKIUAX MTOCIIE PErHUCTPAIUH ITpermapaTa ¢
HEeNblI0 O0ECleueHUs] HEMPEPHIBHOTO MOHUTOPUHTAa COOTHOILIEHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO TMpernapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JHOBIX
MMoA03pCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIPCriapara 4C€pe3 HAIlMOHAJIbHBIC
CHUCTEMBI COOOIICHUS O HEXENATEeIbHBIX PEAKIUAX TOoCyAapcTB — uieHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas ®@eoepayus

OenepanbHas cinyx0a o Haa30py B cdepe 3apaBooxpanenus (Poc3npaBuanzop)

109012, r. Mocksa, CrnaBsiHCKasl IIIOIIaab, 1. 4, cTp. 1

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
JlaHHbIE O TIepe103upOBKe allekiIodeHaKa y YeloBeKa OTCYTCTBYIOT.

Bo3MOXHEIE CHMOTOMEI

TomHOTa, pBOTa, 6OJIB B 00JIACTH KETY/KA, TOIOBOKPYKEHHUE, COHIIMBOCTH, TOJIOBHAS 00JTb.
Jleuenue

AHTanuApl, TOJACpPKHUBAIONIAs M CHMITOMAaTHYeCKas Tepamus OCIOKHEHUHM, TaKuX Kak
apTepualibHas THUIOTEH3Ws, MOYeyHas HeJOCTaTOYHOCTh, cynoporu, pasapaxkenue XKKT,
YIrHETCHUC ObIXaHHA. Jleuenue OCTpPOro OTpaBJICHUA — B KpaT‘-IaﬁHlHe CpPOKH MHPOMBIBAHUE
KCITyAKa, Ha3HAUYCHUC AKTHUBUPOBAHHOI'O YIJII B IIOBTOPHBIX O03aX. (DOPCHpOBaHHBIﬁ AUypeE3,
remoriepdy3us U TeMOAUATN3 HEOCTaTOYHO d(h(PEKTHBHBI M3-32 BBICOKOM CTETICHH CBS3BIBAHUS

HIIBII ¢ 6enkaMu KpOBU M X aKTUBHOTO MeTa0O0IU3Ma.

5. PAPMAKOJIOTHYECKUE CBOMCTBA
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5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

®dapmakoTepaneBTUYeCKass TIPYINIa: IPOTUBOBOCHAIUTEIBHBIE M IPOTUBOPEBMATUYECKUE
IIpenaparsl; HECTEPOUHbBIE IPOTHUBOBOCIAINUTEIBHBIE U IIPOTUBOPEBMATHYECKHUE IIPENaparhl;
IIPOU3BOHBIE YKCYCHOM KUCIIOTBI U POACTBEHHBIE COCAMHEHHS.

Kong ATX: MO1AB16.

Mexanuszm neiicTBus

AneksioeHax sBIISIETCS TPOU3BOIHBIM (PEHIITYKCYCHOM KUCIOThI, HHTUOMPYET IUKIOOKCUTEHA3Y
| u Il TumoB. O6yagaeT MPOTUBOBOCHAIMTEIIBHBIM, 00€300JIMBAIONIUM M KAPOMOHUKAIOITUM
JEHCTBUEM. YTHETaeT CHHTE3 MPOCTArJIaHJIWHOB M, TaKuM oOpa3oM, BIIMSIET Ha IaTOTCHE3
BOCTIAJICHUSI, BO3HUKHOBEHUS O0MM u Juxopainku. [Ipum peBMarudeckux 3a00JIeBaHHSIX
MPOTUBOBOCIIAIUTEIILHOE W aHAIBIE3UPYIONIee JICHCTBUE alekiIodeHaka CrocoOCTBYyET
3HAYUTEIILHOMY YMEHBIICHHUIO BBIPAKEHHOCTU OONIM, YTpEHHEH CKOBAaHHOCTH, MPHUIYXJIOCTH
CyCTaBOB, UTO YiIy4ilaeT (yHKIIMOHATIHHOE COCTOSTHUE MAIMEHTA.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Tocne mpuema BHYTpb arekiao(eHak ObICTPO BCAChIBAETCS, OMOOCTYITHOCTh COCTABIISIET TOYTH
100 %. MakcumainibHasi KOHIIEGHTpalLKs B IJIa3M€ KPOBU JlocTUraercs yepe3 1,25-3 ydaca mocie
npuema. OTHOBPEMEHHBIN MTPUEM MTHUIIU 3aMeJIJISIET BCAChIBAHUE, HO HE BJIMSIET HAa €T0 CTETICHb.

Pacnpenenenne

AuekiodeHak B BBICOKOM CTENEHU CBA3BIBAETCS ¢ Oenkamu miasmbl (>99,7 %). AuekinodeHax
MPOHUKAET B CHHOBUAIBHYIO JKUAKOCTh, TA€ €ro KOHIeHTpaius pocturaetr 60 % ot ero
KOHIIEHTpaluu B miazme. O0beM pacnpeneneHus coctaniseT 30 .

buorpaucdopmarms

Cunraercs, 4ro auekiopeHak Metabonusupyercs uzopepmentom CYP2C9. OcnHoBHoM
mertaboaut — 4-OH-aneknodenak, BeposATHO, oOOJafaOMUil MHHUMAJIBHBIM KJIMHUYECKU
3HaUYMMBIM JAelcTBUEM. bblin oOHapyXeHbl pa3audHble METaOONIUTHI (BKIIOUYas NUKIOPEHAK U
4-OH-nuknodenax).

OIMMUHAIMA

Cpennuil nepuojn monyBbiBeieHUs (t12) cocraBiser 4-4,3 uaca. Kimpenc cocrasiser 5 /4.
[TpubGnu3uTenbHo 2/3 NpUHATOW J03bI BBIBOAUTCS IOYKaMH, B OCHOBHOM — B BHJIE
KOHBIOTUPOBAHHBIX THApOoKcHuMeTabomuToB. Tonbko 1 % 10361 mociie mpuemMa BHYTPb BBIBOJUTCS
B HEU3MEHEHHOM BH/IE.

JInna moKujioro Bo3pacra

(DapMaKOKI/IHCTI/IKa a].[eKJ'IO(i)CHaKa Y HOXKWJIbIX TalTUCHTOB (CTapI_HC 65 J'ICT) HC U3MCHACTC.

[IeueHOYHAs HEAOCTATOYHOCTh
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(noc B OCTRE 0005
[Tocne omHOKpaTHOro Mpuema Mpenapara y auneHng -G%Q/mgeﬂggﬁ_l% it “rretenn

YMEPEHHOH CTeNneHH TsHKeCTH Haliromanoch Oosiee MeIUIeHHOE BhIBeleHHE anekiodeHnaka. B
WCCJICIOBAaHUH MHOTOKpPATHBIX 103 mpu mpueme 100 mr amexnodeHaka oawH pa3 B JCHb HE
HaOJII0JaTI0Ch pa3InIui B (JapMaKOKMHETHUECKHUX MTapaMeTpax y4acTHHKOB C IUPPO3OM IEUEHH
JIETKOW WJIM YMEPEHHOH CTEeTIeHH TSDKECTH M 3J0POBBIX JJOOPOBOJIBIIEB.

IToyeyHas HETOCTATOYHOCTD

VY nmanueHToB ¢ HapymIEHUSAMH (YHKLIUHU MOYEK JIETKOH WM YMEPEHHON CTENEeHU TSKECTU He
Ha0JI01a7I0Ch KJIMHUYECKH 3HAUYUMBIX Pa3Iuuuil B (papMaKOKMHETUYECKUX IOKAa3aTelsiX Mocie

OIHOKpAaTHOI'0 InmprueMa 1o CpaBHECHHUIO CO 3J0POBBIMU I[O6pOBOJ'IBHaMI/I.

6. PAPMAIEBTUYECKHUE CBOICTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

S npo TabieTKku

Kanbuus creapar

Tanpk

KpemHust AMoKCH KOJIJIOUHBIN (a3pOCHi)
[emrono3a Mmukpokpuctamnueckas (turm 102)
Kpockapmernosa narpus (mpumenio3a)
JlakTo3BI MOHOTHIPAT (Caxap MOJIOYHBIN)

[InenouHas 000Ji0YKa TaOJIETKHU

[IneHo4yHOE MOKPBITHE (TMIPOMEIIO3a, TUTAHA AUOKCH], MAKPOToJ)
WIN

TUIPOMENI03a (OKCUITPOITMIMETHIILEIUIION03a)

TUTaHa JUOKCH]L

makporon 6000 (monudtunenriaukonas 6000, monudtunerokcus 6000)
6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH NMPH XPAHEHHU U

B 3ammieHHOM OT cBeTa MeCTe IpH TeMrieparype He Boime 25 °C.
6.5. Xapakrep u coaep:kaHue NEPBUYHONH YIIAKOBKH

10, 20 TabneTOK B KOHTYPHYIO STYEHKOBYIO YIIAaKOBKY U3 IJICHKU MOJUBUHUIXJIOPUIHON U POJIBTU
AJTIOMUHHUEBOM NTEYAaTHOM JTaKUPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 120, 140, 160, 180, 200 TabseToK B OaHKY MOJUMEPHYIO U3
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MOJIUITPONUIIEHA WITH TTOJIUATUIIEHA, YKYTTOPEHHYIO HaTﬂrI/BaeMgﬂ"H‘JII/I‘IHaBHH‘Il:I/IBa'GMOH KPBIIKON

MOJIMMEPHOMN JUIsI JIEKAPCTBEHHBIX CPEACTB U3 MOJUIPOIUIICHA WM MOJIMATUIICHA C KOHTPOJIEM
MIEPBOTO BCKPBITHSI MU 0€3 KOHTPOJIS, ¢ YILTOTHSIFOIIIMM 3JIEMEHTOM I 0€3 Hero.
JIOTIOJTHUTEILHO JTONYCKAeTCs HCIIONIBh30BaTh BaTy MEAUIIMHCKYIO THUTPOCKOIMMYECKYI0 WU
aMOpPTH3aTOP.

Ha 6aHKy HaKJIEUBAIOT ATHKETKY CAMOKJICSIIYIOCS.

Kaxnyto Oanky, 1, 2, 3,4,5,6,7, 8,9, 10 KOHTYpHBIX STUEHKOBBIX YITAKOBOK C MHCTPYKITUEH IO
MIPUMEHEHHUIO TIOMEIIAIOT B IMAYKy M3 KapTOHA.

6.6. OcolOble Mepbl TMPEIOCTOPOKHOCTH TPH YHUYTOKEHHHM  HMCIOJIbH30BAHHOTO
JIEKAPCTBEHHOI0  Mpemapara WIM OTXO0JA0B, TOJYYEHHBIX [OCJe TNpPUMeHEeHUs!
JIEKAPCTBEHHOT'0 MPenapara, u Apyrue MaHUIYJISIIUN ¢ Penaparom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Poccniickas @enepanus

OO61ecTBO ¢ orpaHnueHHOM 0TBeTCTBeHHOCTHIO «Bendapm YK» (OO0 «Bendapm YK»)
125239, r. Mocksa, yn. Kontesckas, a. 83, xopi. 1, oduc 16

7.1. llpeacTaBuTe/Ib epAKATENsA PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3uu norpedbuTeNe HAOPABIATE 110 aAAPECY:

OO611ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»), Poccus
640008, Kypraunckas o61., r. Kypran, npocnekt Koncrurynuu, a. 11

Ten.: +7 (3522) 48-60-00

E-mail: fsk@velpharm.ru

Co0o0IIUTE 0 HeXENATEbHBIX PEaKIUsIX MpernapaTa MoxKHO 1o Tenedony +7 (3522) 55-51-80 wu

Ha caiite: WWw.brwaygroup.ru, 8 pazaene «[IPOAYKIUS» — «DapmakoHa130p».

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHOH PETMCTPAILIMM (IIOJATBEPXJIEHUSI PETUCTPALIUU,
MNEPEPETUCTPALIUN)

Jlata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

O6mas xapaktepuctuka JekapctBeHHoro mipenapara AILIEKJIO®EHAK npocrymHa Ha
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nH(popmanmoHHOM TIopTalie EBpa3zuiickoro KOHOMP{%EU;EJ%EEQblﬁg(go-l‘;)ﬁgﬁﬂlgélleo-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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