COOTBETCTBYET 3KCTMEPTHOMY OTYETY

o1 06.05.2024 Nz 3883

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

AmnanpuiuH, 10 mr, TabiaeTku.

Amnanpunut, 40 Mr, TablIEeTKH.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleficTByOIIIEE BEIIECTBO: MPOIPAHOIIOI.

Ananpwmd, 10 mr, Tabaerku

Kaxnas Tabnerka cogepxut 10 Mr mporpanosiona (B BUAC THIPOXIOPHUIA).

BcnoMoratenpHbie BElIECTBa, HAJMYME KOTOPBIX HAJIO YYUTHIBATH B COCTaBE JICKAPCTBEHHOT'O
npemnapara: jaktosa (cm. pasuaen 4.3., 4.4.).

[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEJIECH B paseie 6.1.

Ananpwing, 40 Mr, Ta0IeTKH

Kaxnas Tabnerka cogepxut 40 Mr mporpaHosioia (B BUAC THIPOXIOPHUIA).
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npemnapara: jaktosa (cm. pasuen 4.3., 4.4.).

ITomubIi MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OseTku.
Kpyrible miockonmuInHApUYecKue TableTKH OEeNoro WM MOYTH Oelloro I[BeTa C PUCKON U C

(backoi.

4. KIMHNYECKUE JAHHbIE

4.1. Tloka3aHusl K IPUMEHEHHUIO
[Ipenmapar AHanpuiuH MOKa3aH K NPUMEHEHHUIO Yy B3pOCIBIX B BO3pacTe crapue 18 yer mo
CJIEIYIOIIHM [TOKA3aHUSAM:

e apTepuaibHas TUIIEPTEH3US;

® CTEHOKap/us HaIPsHKEHUS;

e HecTaOWJIbHAs CTEHOKAPUS;

e CHUHYCOBas TaxuKapaus (B T.4. IpU THUIIEPTUPEO3E);

® HADKCITYyJOYKOBasd TaxXUKapaus,
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®  HAKENyI0UYKOBAas U KEJTyI0UKOBasi SKCTPACUCTOIHS;

e npoduiIakTUKa MOBTOPHOro uHGapKTa MHOKapjAa (CHUCTOJIMYECKOE apTepuaIbHOe
nasienne (AJl) 6onee 100 mm pr. cT.);

e (eoxpomoruToMa (IIPU OJTHOBPEMEHHOM IPUMEHEHUH C alib(a-aapeHO0I0KaTOpamMu);

® 3CCEHIUAIbHBIN TPEMOp;

e MuUrpess (IpoQuIaKTHKa MPUCTYIIOB);

® B KayecTBE BCIIOMOTATEIbHOTO CPEACTBA B  TEpalMd  THPEOTOKCHKO3a H
TUPEOTOKCUIECKOTO Kpu3a (MPU HETMEPEHOCUMOCTH THPEOCTATHYECKHUX JIEKAPCTBECHHBIX
CpEICTB);

¢ CHMIIATO-aApCHAJIOBLIC KPHU3bI HA (I)OHe ,Z[I/IBHI_[e(i)aJ'ILHOFO CUHApOMA.

4.2. Pe:xuM 103UPOBAHMS H CIIOCOO MPUMEHEHHUsI

Pexxum 103upoBaHus

Ipu apmepuanvnoti cunepmenzuu — 1o 40 mr 2 pasa B cyTku. [Ipu HetocTaToOUHON BEIPaYKEHHOCTH
THIOTEH3UBHOTO 3] dekra no3y yBenumuuBaioT a0 40 mr 3 paza wim o 80 Mr 2 pasza B CyTKH.
MakcumanbHasi cyrouHas go3a — 320 mr.

Ilpu cmenokapouu, napyweHusx cepoeuno2o pumma — B HadanbHOU no03e 20 Mr (1o 2 TabneTku
no 10 mr wiu 2 tabnerku no 40 mr) 3 pasza B CyTKH, 3aT€M J103y YBEIMUYMUBAIOT C HEJEIIbHBIM
uHTepBasioM 710 80 — 120 mr B 2 — 3 nmpuema. MakcumanbHasi cyTouHas 103a — 240 mr.
Ipogunaxmuxa noemopnoeo ungapxma muokapoa — TepaNuo HAUUHATb MEXKAY 5-bIM U 21-bIM
JTHEM T10cJie IepeHeceHHoro nHpapkTa Muokapaa B f1o3e 40 mr 4 pas3a B CyTKH, B TedeHue 2 — 3
nHell, 3ateM B o3e 80 Mr 2 pas3a B CyTKH.

Hnsa npopunakmuxu npucmynoe Mucpenu, npu 3CCEeHYUAIbHOM mpemope, CUMNAmMo-aopeHaIo8bix
Kpu3ax Ha ¢omne OusHyepanvbHo2o cunopoma — B HadanbHOU 103e 40 Mr 2 — 3 pa3a B CyTKH, IIpH
HE00XO0/IMMOCTH /103y OCTENIEHHO YBEIUYNBAIOT 10 160 MI/CyTKH.

IIpu ¢eoxpomoyumome — MPUMEHSITH TOJILKO ¢ OJIoKaTopaMu anbda-aapeHopenentopos. [lepen
onepanueil npuMeHsoT B o3¢ 60 Mr B cyrku, B TeueHue 3 nHei. Ilpu HeomepaOenbHOM
3J10KaueCTBEHHOM (heoXxpomMoLuTOMe NPUMEHSIOT B 103€ 30 MI' B CYTKH.

B kadecTBe BCIIOMOTraTelIbHOIO CPEACTBA 6 Mmepanui MupeomoKkCUKo3a U mupeomokCcuiecko2o
kpu3sa - B 103e 10 — 20 mr 3 — 4 pa3za B cytku. [Ipy HE00X0AUMOCTH BO3MOXKHO YBETUUYEHHUE JI03bI

1o 120 — 160 mr B cyTku B 2 — 3 mpuema.
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BuomoctynmHOCTh MPOIpanosona MOXKET OBITh YBEIMUYCHA Y MALMEHTOB C HAPYIICHUEM (DYHKIHH

IIEYCHHU, YTO MOKCET HOTp€6OBaTB KOpPpPEKIUH TO3BbI. v ManUMEHTOB C TsXKCJIBIM HapyHICHHEM

GbyHKIIMY NIEYeHN HavyallbHasl 103a Mpenapara He JI0JDKHA mpeBbimarh 20 Mr 3 pas3a B CyTKHU MOJ

KOHTPOJIEM 4acTOThI cepeunbix cokpamenuit (HCC).

THayuenmoi ¢ Hapywenuem hyHKyuu novex

[Tpu HapymeHny GyHKIMH TOYEK HEOOXOAUMO CHU3UTH MEPBOHAUATBHYIO 103y WIH YBEIUYHUTh

MHTEPBaJl MeXKy IpUeMaMu Mpernapara (BO3MOXKHO YBEJIMYEHHE KOHIIEHTPALlMU MPOMPaHOIIoIia B

I1a3Me KpOBH).

CTHu

bezonacHocts u 3 dexTrBHOCTS y nereit B Bozpacte o 0 mo 18 ner B Hacrosiee Bpems He

YCTAaHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

Bnytps, nepen npueMom numniy.

4.3. IIpoTHUBONOKA3AHHS

THIIEPYYBCTBUTEIBHOCTD K IPOIPAHOJIONY HITH JIIOOOMY M3 BCIOMOTATENbHBIX BELIECTB,
MepeUYnCIeHHbIX B pazjaene 6.1.;

aTpuoBeHTpuKyJsapHas 6iokaaa II-11l creneny;

CUH/IPOM cJ1a00CTH CUHYCOBOTI'O y3i1a (BKJIIOUYasi CHHOAYPUKYISIPHYIO (CHHOATPUAIbHYIO)
onokany);

cunycoBas opanukapaus (UYCC menee 60 yn/mMun);

aprepuanbHas runoteH3us (cucronanueckoe AJl menee 100 MM pr.cT.);
HEKOHTPOJIUpyeMasi XpOHUYECKas CepAeUHasi HE10CTaATOYHOCTb;

OCTpas cepAedHasi HeI0CTaTOYHOCTb;

OCTpBIN H(DAPKT MUOKap/a,

KapIMOTE€HHBIN IIO0K;

OTEK JIETKUX;

creHokapaus [Ipunimerana,

KapanoMmeranus (6e3 MpU3HaKOB CEPIEYHON HETOCTATOYHOCTH);

TSDKEIbIE OKKJIFO3MOHHBIE 3a00J1eBaHus nepudepruueckux cocynoB (cuaapom Pelino);
MEeTa0O0INYECKHUH arua03 (B T. 4. TUAOCTUISCKUN KETOAIIUI03);

OpoHXHaJbHAas acTMa,
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® CKJIIOHHOCTH K 6pOHXOCHaCTI/I‘ICCKI/IM PECAKLIMIM,

® XpOHHYECKas 0OCTpYKTHBHAs OOJIE3Hb JIETKUX (B TOM YHCIIC U B aHAMHE3E);

e (eoxpomoruToMa (6€3 OJHOBPEMEHHOT'O MPUMEHEHHS alib(a-aapeH00I0KaTOPOB);

® CIIACTHMYECKUM KOJIHT;

® OJIHOBPEMCHHBI TMPHEM C AaHTUIICUXOTUYECCKHUMH CpPEICTBAMU (HEHPOJEITHKAMHU),
AHKCHOJIMTUKAMU (xJIopmpomasuH, TPUOKCa3UH W JIp.), UHTHOUTOpaAMU
MoHoaMuHOKcuAa3el (MAQ), G10KaTopaMu «MEJICHHBIX)» KanbIiueBbiX kKaHaoB (BMKK)
(cMm. pasgen 4.5.);

e 0OepeMEeHHOCTb U NEPUO IPYAHOIO BCKAPMIIMBAHUS,

e Bo3pact 10 18 et (3pPekTUBHOCTD M 6€301TaCHOCTh HE YCTAHOBJICHBI);

e eUUUT JaKTa3bl, HEIEPEHOCUMOCTh JIAKTO3bI, TJIFOKO30-TANaKTO3HAsI MallbabcopOuus

(mpenapar COIEpKUT JIAKTO3Y).

4.4. OcoOble ykazaHHusl 1 MepPbl NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

ITeyenounas I/I/I/IJII/I moycdyHad HCAOCTATOYHOCTL, THUICPTUPECO3, MHACTCHHUA, CCpAcUHadA
HEJIOCTaTOYHOCTh, (PEOXPOMOIIMTOMA, TICOPHA3, OTSTOIICHHBIN aJUICePrOJIOTUYCCKUN aHAMHE3,
HapylmeHus: TepuPeprudeckoro KpoBOOOpaIeHHsI, TOXHIOW BO3PACT, aTPHOBEHTPUKYISPHAS
Osokana I crenenu, pecniparopHbie 3a001€BaHuUs, CaXapHbIN JUa0ET.

Oco0ble yKa3auus

bera-anpeHoGiokaTopsl He cieqyeT NMPUMEHATh y MAallMEHTOB C HEJICYEHHOW XPOHHUYECKOU
cepAeyHON HeJI0CTaTOYHOCTbIO, /IO TEX MOP, IIOKA COCTOSHUE HE CTaOMIN3UPOBAIIOCH.

[lepen nmpuMeHEeHnEM Tpernapara MaeHTaM ¢ CeplIeYHON HeIOCTaTOYHOCThIO (paHHHE CTaIHH)
HEO0XO0IMMO MTPUMEHSTH CEPJICUHBIC TIMKO3H/IbI U/WITH JUYPETHUECKUE CPENICTBA.

KonTtpons Haj nmanueHTamMmu, IpUHUMAIOIIMMU [Tpernapar, J0JKeH BKIo4aTs HabmoaeHue 3a YHCC
u AJl (B Havanme medeHUs — eXeIHEBHO, 3areM 1 pa3 B 3 — 4 wMecsma), 3amnuch
AIIEKTPOKAPIUOTPAMMBI.

Y TDanMeHTOB TMOXWJIOTO BO3pacTa PEKOMEHIYETCSl KOHTPOIHMPOBATh (YHKIHIO IOYEK
(1 pa3 B 4 — 5 mecs1eB).

B cnyuyae mosiBieHus y MalMEHTOB IMOXKWIJIOTO BO3pacTa HapacTarolieil Opaaukapiauu (MeHee
60 yn./mMuH), apTepuanbHOi rTUNOTEeH3uM (cucronnmdeckoe AJ[ menee 100 MM pr. crT.),
aTPUOBEHTPUKYISIPHOW  OJNOKazpl, OpoHXOCMa3Ma, IKETyJOYKOBBIX APUTMHH, TSDKENBIX
HapyleHUd (YHKIUU TEeYeHH H/WIM MOoYeK, HEOOXOAMMO YMEHBLIUTh 103y IpernapaTa WU

MMPCKPATUTD JICUCHUC.
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CTEIEHHU.
Crnenyet 00yunTth nanuenTa metoauke mojcuera YCC u mpornHCTPYKTUPOBATH O HEOOXOTUMOCTH
BpaueOHo koHcynbTaruu npu YCC menee 60 yu./MuH.

PekoMenayercst mpekpamiath TEpanuio MpH pa3BUTUU JETIPECCHM, BbI3BAHHOU MpuemMoM Oera-
aapeHo0JI0KaTOPOB.

[TarueHTHI, TOMB3YIONINECS KOHTAKTHBIMU JIMH3AMHU, JIOJDKHBI YIUTHIBATh, YTO Ha (DOHE JICUeHUs
BO3MO>XHO YMEHBIICHHE MPOTYKI[UHU CIE3HOM JKUKOCTH.

Jleyenune umeMuyeckor OOJIE3HM cepAlla U CTOMKON apTepHaIbHOW THIEPTEH3UHU JIOHKHO OBITh
JUTUTEIIbHBIM — IIPUEM TperapaTa BO3MOKEH B TEUCHHE HECKOJIBKUX JIET.

[TpexpaieHue Je4eHnus OCYIISCTBISIOT MTOCTEIICHHO, MO/ HAOII0ICHUEM BpaJa: pe3Kas OTMEHa
MOJKET PE3KO YCHJIMTh MIIEMHUI0 MUOKapJa, aHTMHO3HBIN CUHAPOM, YXYIIIUTh TOJEPAHTHOCTD K
buznueckoit Harpyszke. OTMeHy MPOBOJAT MOCTENEHHO, CHIDKAA 103y Ha 25 % kaxzabie 3 — 4 nus
B T€UEHUE 2 HENeTb U OoJee.

[Ipu pemieHun Bompoca O MPUMEHEHUU IMPOMPAHOJIONA Y MAIMEHTOB C TCOPHA30M CIEAYET
TIIATENIFHO COOTHECTU MPEANOIaraeMyl0 MOJb3y U BO3MOXHBIA PUCK OOOCTpPEHHs] TeUEHUs
rcopuasa.

[Ipu TUpEOTOKCHKO3€ MpernapaT MOKET MACKHpPOBATH OINPEICICHHBIC KIMHUYECKUE MPU3HAKU
rTUnepTupeo3a (Hampumep, Taxukapauio). Pe3kas oTmMeHa y MaIlMEHTOB C TUPEOTOKCHUKO30M
MIPOTUBONOKA3aHa, IOCKOJIbKY CIIOCOOHA YCUITUTh CHMIITOMATHKY.

Ha ¢one Tepanuu nponpaHoao10M ObLITH 3aperUCTPUPOBAHBI OTIETIbHBIE COOOIIEHHS O Pa3BUTUU
MuacteHud. [Ipu mosiBIEHUN MBIIIEYHOM C1a00CTH HE00X01MMa KOHCYJIbTAIMs Bpaya.

VYV manueHToB ¢ caXxapHbIM TUA0ETOM MPUMEHEHHE MPOMPAHOJIO0JIA MPOBOIIT MO KOHTPOJIEM
coJiepkaHus TI0K03bI B KpoBH (1 pa3 B 4 — 5 Mecsie). C 0CTOPOKHOCTHIO HA3HAYaTh COBMECTHO
C THUNOTJIUMKEMUYECKUMHU CPEACTBAMH, MOCKOJIbKY BO BpeMs MPOJOJIKUTEIbHBIX MEPEPHIBOB B
npueMe MUIIH, a TakKe Ha (OHE Teparui HHCYJIMHOM MOXKET Pa3BUThHCA runoriaukemus. [Ipuyuem
TaKHe €€ CUMIITOMBI, KaK TaxXxUKapAus WIH TPeMop, OyAyT MAaCKHPOBATHCS 3a CUET JIEHCTBUS
npenapara. [laruenTa cinegyer npoMHCTPYKTUPOBATh, YTO OCHOBHBIM CUMIITOMOM TUITOTJIMKEMUN
BO BpeMs JIEUEHUS PONPAHOIIONIOM SIBJISIETCS TOBBIILIEHHOE MOTOOTAENEHHE. TaKkkKe CylecTByeT
OTIaCHOCTh BOSHUKHOBEHHUSI TUTIEPTIUKEMHH Ha (hOHE MpHeMa MepopaTbHbIX THITIOTTHKEMAYECKHUX
CPEJICTB.

[Ipy oAHOBpEMEHHOM TpHeMe KJIOHUJIUHA €ro MPHEeM MOKET OBITh MpEeKpalleH TOJIbKO uepe3
HECKOJIbKO JTHEH MocIie OTMEHBI Mpernapara.

bera-ampeHoOI0KaTOpPEl MOTYT TIOBBICUTH UYBCTBUTEIBHOCTh K ajUIepreHaM H  TSKECTh

aHapwmiIakTHUYeckux peakiuil. [IpornpaHonon MoxeT ObITh NPUYMHON TSKENION peakluu Ha sl

Crpanwnna 5 u3 16



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 06.05.2024 N= 8883

LN SN S S LR

alNICPreHOB  NIPM  HA3HAYEHMH €ro  IMalUEHTaM, (ierotmee =8 [ Ebtfaiésd "fnh'(lahylo

aHa(UIAKTUYECKYIO PEaKLHUIO Ha 3TH ajulepreHbl. Takue MmalnueHThl MOTYT HE pearupoBaTh Ha
OOBIYHBIE JI03bI ANHHE(PPHHA (aapeHaTnHa), MPUMEHSEMOro JUIsl JICYeHHUs aHa(UIaKTHYECKOTO
HI0KA.

[Tpu peoxpomorniiTOME Ha3HAYAIOT TOJIBKO B COYETAHUU C alib(ha-aapeHoOI0KaTOpaMH.
[IpoTuBONOKa3aHO OJHOBPEMEHHOE MPHUMEHEHHE C AaHTUIICUXOTHYECKUMH IpernaparaMu
(HeiponenTUKaMu) U TPAaHKBUIIN3aTOPAMHU.

[IpemapaTsl, CHUXAIOIIME 3aMachl KAaTeXOJAaMUHOB (HampuMep, pPe3epIruH) MOTYT YCHUIUTh
JeiiCTBUE IPOMPAHOIIOA, IOATOMY MallMeHThI, IPUHUMAIOIIUE COYETAHUs IIPENapaToB, TOJKHBI
HAXOJUTHCS TOJ TMOCTOSIHHBIM HAOIIOJICHHEM Bpaya Ha NPEAMET BBIABICHHS apTepHAIbLHON
TUIIOTEH3UU U OpaTuKap/IuH.

Ha ¢one neuenus cienyer nzderarb BHyTPUBEHHOT'O BBEJCHHS BepanaMuia, JUITHA3eMa.

C 0CTOPOXHOCTBIO HEOOXOAWMO IPHUMEHATh COBMECTHO C IICUXOTPONHBIMH CpEICTBaMH,
Hanpumep, nHruouTopamMu MAQO, Tpu UX KypcoBOM IPUMEHEHHH 0ojiee 2 HeIemb.

3a HECKOJIbKO IHEW TMepen MpOoBeACHHWEM OOMIel aHecTe3uH XJIopohopMOM HIH IPHUPOM
HEO0OXOUMO MPEeKPaTUTh IpUeM npenapara (MOBBIIICHHE pUCKa YTHETeHUs GYHKIIMH MUOKapa
U pa3BUTHS apTepuaIbHOi runoteH3uu). Heobxonnmo npeaynpeauTs Bpada-aHECTe3H0JI0ra, YTo
HAIMEHT MPUHUMAET IIPOITPAHOIIOI.

D¢ dexkTuBHOCTE OeTa-aAPEHOOIOKATOPOB Y «KYPWIIBLIMKOBY» HIDKE, Ye€M Y HEKYpPSIIUX
MAIMEHTOB.

Crnenyer OTMEHUTH NpenapaT AHANpPWIMH Mepes UCCIel0BaHUEM CO/Iep)KaHUsl B KPOBH U MOYe
KaTeX0JIAMUHOB, HOpMeTaHe(pprHA ¥ BAaHWIMIMHHIAIBHOW KHCIOTBI, TATPOB aHTHHYKJICAPHBIX
AHTHUTEI.

Crnenyer NpUOCTAaHOBUTH TEpaNMI0 MpPENapaToM MNpU PECHUPATOPHONM HMHMEKIHUH HUKHHUX
JIbIXaTeNbHBIX MyTeH, COMPOBOXAaeMON 3aTpyAHEHHBIM JbIXxaHueM. Jlomyckaercss mpuMeHeHne
0eTa2-arOHNCTOB M WHTASIIMOHHBIX TIIIOKOKOPTUKOCTEPOUAOB. B0300OHOBIEHHE TPUMEHEHUS
npernapata BO3MOXHO TOJBKO IIOCJIE€ IOJIHOTO BBI3JIOPOBICHUs nNanueHta. [lpu moBTOpHOM
UHQEKINH, a TaKXKe B CIy4ae U30JIMPOBaHHOTO OpOHXOCMAa3Ma, IPUMEHEHHE Iperapara J0JKHO
OBITH NPEKPAILIECHO.

Bo BpeMs JieueHus He PEKOMEHIYeTCsl IPHHUMATD aJIKOTOJIb (BO3MOXKHO pe3koe cHinkenue AJl).
bera-anpeHoOnokaropsl HEOOXOIUMO TPUMEHSATH C OCTOPOKHOCTBIO y TMAIMEHTOB C
HapyLIEHUAMHU Nepu(epruuecKoro KpoBooOpaIieHus, Tak Kak BO3MOXKHO YCyryOJIeHHe JaHHBIX
CHUMIITOMOB.

Crnenyer uzberaTh ymoTpeOJICHHs] HATypajdbHOM JAKpHUIIbl: MU, Ooratasi OelIKOM, CrocoOHa

YBEJIMYUTH OUOAOCTYITHOCTH MPONPAHOJIONA.
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BcnomorarenbsHbie BCIIICCTBA

[Tpenapat AHanpuanH coaepKUT dakTo3y. [lanmenTam ¢ peko BcTpeyarouieiicss HaclieCTBEHHON
HEMEePEeHOCUMOCTbIO TallaKTO3bl, AE(PULUUTOM JIaKTa3bl JIOMAPEH WM TIJIFOKO30-TaJaKTO3HOM

ManbaOCcopOIMell He ciielyeT MPUHUMATh 3TOT Ipernapar.

4.5. BzaumojeiictTBue ¢ JPYrHMH JIeKAPCTBEHHbIMM IIpenaparaMd M JApyrue BHIbI
B3aNMOJAEHCTBUSA

AHTUrUNIEpTEH3UBHBINA 3(P(EKT MporpaHoioia yCUIMBAETCS IPU COYETAHUU C JAUYPETHKAMH,
pe3epIUHOM, THUAPATA3MHOM H JPYTUMH TUIIOTEH3UBHBIMU CPEIACTBAMU (MHTUOHTOPHI
AQHTMOTEH3WHIPEBPALAIOIIero (pepMeHTa, aHTarOHUCTHI pelenTopoB aHruoreHsuHa ll, anbda-
aJIpeHO0IOKATOPBI).

[Ipr OTHOBpEMEHHOM NPUMEHEHUH C T'MIIOTEH3MBHBIMU CPEJCTBAMHU LIEHTPAJIBHOIO JEHCTBUS
(KIOHUAMH, TyaH(paluH, MOKCOHMJUH, METWIJI0Na, PUJIMEHHUIWH) BO3MOXKHO YXY/ALIEHUE
TE€YEHUsI CEpAECUHON HEIOCTATOYHOCTH 3a CUET CHMIKEHHUS CUMIIATHYECKOIO TOHYca (CHUKEHHE
YCC u cepaeyHoro BeIOpoca, yCUJI€HHE CUMITOMOB Ba3o/uulaTaluu). B ciyuae pe3koil 0OTMEHBI
JTAHHBIX IpenapaToB, 0COOEHHO A0 OTMEHBI PONPAHOIIOIIA, BO3MOKHO PAa3BUTHE «PUKOILIETHON
apTepuaIbHON TUIIEPTEH3UH.

OnnoBpemennoe npumeHeane ¢ BMKK auruaponupuaunHoBoro psaa (aMIoauIuH, (HeroauIiH,
JAUMJIUNNUH, HA(EAUNNH, HUKApIUIUH, HUMOJUIIMH, HUTPEHIUIIMH) MOXKET IMOBBILIATH PUCK
pa3BUTHs apTEpUAIBHON THMIOTEH3UHM. Henb3sd MCKIOYaTh BO3pacTaHME PHUCKA JajJbHEHIIEro
CHI)KEHMSI  COKpPATHTEIBbHOM  CIIOCOOHOCTM MHOKapia y MalMeHTOB C  CepAeHHOM
HEJ0CTaTOYHOCTHIO.

[TponpaHoi071 HEOOXOAMMO OTMEHHMTh 3a HECKOJBKO JHEW 10 MpeKpalleHUs NpPUMEHEHUs
KJIOHHIHHA (CcM. pasaen 4.4.).

[IpenapaTsl, BBI3BIBAIOIIME  OPTOCTATUYECKYIO  TUIOTEH3UIO  (HUTpaThbl, HWHTUOUTOPHI
docomurcrepazpl 5, TPULUMKIMYECKHE AHTHUJCHPECCAHThI, HEHUPOJENTUKH, AaroOHUCTbI
N0(haMUHOBBIX PELENTOPOB, JIEBOJIONA, aMH(OCTHH, OakiIopeH U Jpyrue) MOryT YCHUIMTh
neiicTBue 0eTa-aIpeHo0I0KaTOPOB.

AHTUTHIIEPTEH3UBHBII s ekt MIPONPAHOIIOIIA 0CNabsoT HECTEPOUIHbIE
IIPOTUBOBOCTIATIUTENIbHbIE — Npenaparbl  (3ajep>kka HaTpusi U OJOKMpOBAaHUE CHHTE3a
IpocTarjaHaArHa MOYKaMH ), SCTPOTEHBI (3aJIepkKKa HaTpus) 1 UHrUOUTOpsl MAO.

[{umeTnMH yBETUUMBAET OMOJOCTYITHOCTh MPONPAHOIIOIA.

[IporpaHoson NOBBIIIAET KOHIEHTPAIMIO JHMJIOKauHA B IJJa3M€ KpPOBHU, CHIDKAET KIHPEHC

TeopUITNHA.
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IIPENapaToB B IJ1a3Me€ KPOBH.
[IporpaHonon ycunuBaeT AEMCTBHE TUPEOCTATHUUYECKUX U YTEPOTOHM3UPYIOLIUX IPENapaTos;
CHMJKAeT JeWCTBUE aHTUTUCTAMUHHBIX CPEJICTB.

IIponpaHosI051 NOBBILIAET BEPOSITHOCTh Pa3BUTHSI TSXKEIIBIX CUCTEMHBIX peakuuil (aHaduIakcun)
Ha (oHE BBEJICHUS aJUIEPTeHOB, HCIIOJIb3YEMbIX IJI1 MMMYHOTEPATUH UIIH U1 KOXKHBIX MPO0.
AMHOIAapOH, BepanaMWwil M JWUITHA3€M BbI3bIBAIOT YCHJIEHUE BBIPAXEHHOCTH OTPULATEIIBHOIO
XPOHO-, UHO- U APOMOTPOITHOTO JEHCTBUS IPONPaHOIIOIa.

Woncozmepskalme peHTTEHOKOHTPACTHBIE JEKAPCTBEHHBIE CPENCTBA JUIS  BHYTPHBEHHOTO
BBEJICHUA NPH MPUMEHEHUU C TPOMPAHOJIOIOM MOBBIIAIOT PUCK Pa3BUTHA aHAPUIAKTUYECKUX
peaKuuid.

@DeHUTONH NPU BHYTPUBEHHOM BBE/ICHUH, JICKAPCTBEHHbBIE CPEJICTBA [T MHTASILIMOHHOM 00111ei
aHecTe3uu (MPOU3BOAHBIE YIJIEBOJOPOJOB) MOBBIMAIOT BBIPAXKEHHOCTh KapUOJENPECCHBHOTO
JEHUCTBUS POIIPAHOIIOJIA U BEPOSITHOCTH CHIDKCHUS A/Jl.

[Iponpanonon wu3MeHseT ASPPEKTHBHOCTh HMHCYIMHA W TEPOPAITBHBIX THUIOTIIMKEMUYECKHX
JIEKapCTBEHHBIX CPEJICTB, MACKUPYET CUMIITOMBI Pa3BUBAOLIEICS TUIIOMIMKEMUN (TaXUKapIuio,
noBbiienue AJl).

[IponpaHoI07 CHUKAET KIUPEHC KCAHTUHOB (KpoMe TU(UILTHHA).

[ TIOKOKOPTHKOCTEPOHIBI OCTAOISIOT aHTUTUIIEPTEH3UBHBIN (P PEKT MponpaHoIoa.

Cepneunble  INUMKO3UABI, METWJAONA, pPE3epHUH U TyaH(auuH, aHTHApUTMHUUYECKHE
JIEKapCTBEHHBIE CPEICTBA IPU MPUMEHEHUH C IIPOIPAHOJIONOM IMOBBIIAIOT PUCK Pa3BUTHS WU
ycyryonenust OpaaukapaIuu, aTpUOBEHTPUKYIIIPHON OJI0KaJlbl, OCTAHOBKH CEpAlla U CEepACUHOM
HEJ0CTaTOYHOCTH.

[Iponpanonon yAnuHAET AEHCTBHE HEACTIOIAPU3YIOIIMX MUOPEIAKCAHTOB U aHTUKOATYJISIHTHBII
3G HEKT KyMapruHOB.

Tpu- n TerpauMKINYECKUe aHTUAETPECCAHTHI, aHTUIICUXOTUYECKUE JIEKAPCTBEHHbIE CPENICTBA
(HepoJIeNTUKN), ATaHOJ], CENaTUBHbIE M CHOTBOPHBIE JIEKApPCTBEHHBIE CpelicTBa Ha (OHE
MPUMEHEHHMS C TIPOTIPAHAIOIOM YCHIIMBAIOT YTHETEHHE LeHTpaibHOM HepBHOM cuctemsl (LTHC).
He pexoMmeHayeTcst OAHOBpPEMEHHOE IpUMEHeHue ¢ wuHruouropamu MAQO BcieacTBHe
3HAYUTENIBHOTO YCUJICHUS! aHTUTUIIEPTEH3UBHOTO JACMCTBHUSI, IEPEPHIB B JICUEHUH MEX Ty IPUEMOM
uHruoutropoB MAO u npornpaHososa T0JKEH COCTaBISITh He MeHee 14 nHel.

OnHOBpEMEHHOE NPUMEHEHHUE C AaHKCHOIMTUKAMH (XJIOPIPOMa3uH, TPHOKCA3HH U Jp.) YCUIIUBAET
AHTUTUIIEPTEH3UBHOE JIeiicTBUE OeTa-aapeH00I0KaTOPOB.

HerunpupoBanHble  ankaJouabl CIOPBIHBM  TMOBBINAIOT  PUCK  Pa3BUTHS  HapyUICHH

nepupepuyeckoro KpoBooOpaIieHusl.
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MeTa0oIN3M), pU(PAMIUIIMH YKOPAUYUBACT NEPUOJT TIOTYBBIBEICHHS.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

[TponpaHoI01 HE PEKOMEHIYeTCs IPUMEHSTh BO BpeMsi OEpEeMEHHOCTH.

[Toaromy mepen HadajqoMm IMpueMa Ipernapara y >KEHIIMH JETOPOJHOIO BO3pacTa CleAyeT
UCKJIFOUUTh O€PEMEHHOCTb, a BO BPEMs JICUCHHSI OHH JIOJKHBI UCII0JIb30BaTh HAJEKHbIE METOIb
KOHTpauenuuu. B cioyyae mnoxarBepxkaeHus ¢akra OEpeMEHHOCTH BO BpeMs JICUEHUS
IIPOIIPAHOJIOIOM, CIIEAYET KaK MOKHO CKOpEe MPEKPAaTUTh €T0 IIPUEM U IIEPEBECTU MALIMEHTKY Ha
IpUEM JIPYTHX MPEenapaToB, IPH MPUMEHEHHH KOTOPBIX PUCK Ui peOeHKa OyJeT HauMEHBIIHM.
Bo Bpemsi OepeMeHHOCTH MPOIPAaHOJIO IPUMEHSIOT TOJIBKO MO CTPOrMM IOKa3aHUSAM B clydae,
€CIIU MpeJinoJiaraemMast ojib3a JUisi MaTepH MPEBbIIIACT MOTEHIMATbHBINA PUCK Ul IU10/1a (B CBSI3U
C BO3MOYKHOCTBIO 33/IEPKKU pOCTa IJI0/]1a, BHYTPUYTPOOHO! rubenu mioaa, IpexaeBpeMEHHbIX
pPOIIOB, a TaKkXKe pPa3BUTHEM y HOBOPOXKICHHOTO OpaJWKapAWd, apTEepUaTbHON TUIIOTEH3WH,
TUIIOTJIMKEMHHU U T1apajinya JbIXaHUs).

Ecnn npumenenue Oera-apeHOOIOKaTOPOB BO BpeMsi OEpEeMEHHOCTH HeoOXxoaumo, To Oosee
NPEINOYTUTEIIFHO TPUMEHSTh CeleKTUBHBIE Oeral-ampenobnokatopsl. JleueHne HE0OX0IUMO
npepbiBaTh 3a 48 — 72 4 g0 pomoB. B Tex ciydasx, Koraa 3TO HEBO3MOXKHO, HEOOXOIUMO
KOHTPOJMPOBATh MATOYHO-TUIALIEHTAPHBIM KPOBOTOK M POCT IJIOJA, a Takxke oOecledynBaTh
CTporoe HaOJr0IeHUE 32 HOBOPOX/IEHHBIM B T€YEHHE TIEPBBIX 3 CYTOK IOCIIE pOJIOpa3peLIeHHUS.
JlakTanus

[Tpornpano10a BbLAENSETCS € TPYAHBIM MOJIOKOM. [Ipn HE0OX0AMMOCTH PUMEHEHUs Mpernapara

B IICpUOM JIAKTAlUU CIICAYCT IIPECKPATUTH I'PYJAHOC BCKAPMIIMBAHUC.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMU H padorarh ¢
MeXaHUu3MaMHu

BausiHue mnpompaHosiona Ha CHOCOOHOCTh  YHPABIATh TPAHCIOPTHBIMH  CPEICTBAMU U
MEXaHU3MaMH He U3y4danock. M3-3a BO3MOKHOTO NOSIBIICHUS HEJKEIATEIbHBIX PEAKIUI, TAKUX KaK
TOJIOBOKPY)KEHHE, COHJIMBOCTb, CHI)KEHHE CKOPOCTH IICUXOMOTOPHBIX pEakluil, B TMEpHOJ
JiedeHus1 He00X0IMMO COOII0IaTh OCTOPOKHOCTD MPH YIIPABJICHUN TPAHCIIOPTHBIMH CPEICTBAMU
U 3aHATHM JIPYTMMH [OTEHIMAJIBHO OMNACHBIMH BHMJAMH JIEATEIIBHOCTH, TpPEOYIOIUMHU

MOBBIIIEHHOM KOHICHTPAIlUU BHUMAHUS U 6LICTp0TLI TICUXOMOTOPHBIX peaKHHﬁ.
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4.8. HexenarejbHbIE peaKIHU (NOCNEOOBATENEHOCTE 0001)

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

PesroMme HexxenaTeabHBIX PeaKInid

VYkazaHHbIC HIDKE HEXeNaTeNIbHbIE PEaKUUH IMPECTaBICHBl B COOTBETCTBUHU CO CIEIYIOIIUMHU
rpajiallisiMUd 4acTOTHI WX BO3HHKHOBEHUS B COOTBETCTBHHM C Kiaccupukanueil BcemupHoii
OpraHu3aIy 3paBoOXpaHeHus: o4eHb yacTo (> 1/10); wacto (ot > 1/100 no < 1/10); Hewacto (ot
> 1/1000 mo <1/100); peaxo (ot > 1/10000 go < 1/1000); ouenp peaxo (< 1/10000); gacrora
HEHM3BECTHA: 110 UMEIOIIUMCS JAHHBIM YCTaHOBHUTDH YaCTOTY BOZHUKHOBEHHUS HE MPEICTABIACTCS
BO3MOYKHBIM.

Hapywenus co cmopouvbl Kposu u JumM@amuyeckol CUcmemvl. Heyacmo - HEUTPOIICHUS,
TPOMOOIIMTONCHUS; YACMOma Heu36eCmHa - arpaHyIOUTO3, JCHKOTICHHS.

DHOOKpUHHbBLE HAPYWEHUs . YACMOoma Heu38eCmHa - CHIDKEHHE (DYHKIIMH IUTOBHIHON JKEJIe3Bl.
Hapywenus memaboausma u numanusi: yacmo - CHYOKEHHUE alllIETHTa; HeYacmo - TUTIOTIIMKEMUS
(y mamueHToOB ¢ caxapHbM auabetom 1 Twma), runeprivkemus (y MalMEHTOB C CaXapHBIM
mrabeToM 2 THIa), TOBBIIICHHE KOHIICHTPAIIUU TPUTIIUIIEPHUIOB M XOJIECTEPUHA.

Tcuxuueckue HapyuwieHus: 04eHb 4acmo - pacCTpOrCTBa cHa (OECCOHHUIIA, COHIMBOCTD); YACMO -
aKUTaAIMsl  (JUIMTEIbHOC BO30YXKIEHHE, COMPOBOXKIAEMOE TPEBOrOii), HOYHBIC KOIIMApHI,
Pa3IPaKUTEIILHOCTD; YACMOMA Heu38ecmHa - JCTPEcCusi, CYIOPOTH, KaTaTOHHUsS, CHIDKCHHE
CKOPOCTH TICHXOMOTOPHBIX PEaKIHA.

Hapywenus co cmoponvl HepeHOU cucmemvl: pedKo - TICUX03, SMOIMOHAIbHAS JTa0MIBHOCTS,
CIIyTAaHHOCTb CO3HAHMsI WJIM KPaTKOBPEMEHHAsl MOTepsl MaMsITH, ApeCTe3usl, TOJOBOKPYKCHUE,;
yacmoma Heu3gecmua - TOJIOBHAS OOITb.

Hapywenus co cmoponvl opeana 3peHus. pedko - CYXOCTb CIH3UCTOH OOOJOYKH TIJia3
(YMEHBIIIEHHE CEKpEeIMH CJIEe3HOM JKUAKOCTH), HapylIeHHEe OCTPOTHI 3pEHUs; uacmoma
Heu38ecmHa - KePaTOKOHBIOHKTHUBUT.

Hapywenus co cmopouvl cepoya: Heuacmo - aTPUOBEHTPUKYIsApHas OJoKana; peoko -
Opaaukapaus, CepAedYHas HEJIOCTaTOYHOCTh, OIIYIICHWE CepAleOHeHUs, HapylIeHue
MIPOBOJAMMOCTH MHOKAp/a, apUTMHSI, OOJIb B TPY/IH.

Hapywenus co cmopoHwvl cocy0os: yacmo - MOXOJ0JJaHuE KOHEUHOCTEH; pedko — BBIPAXKEHHOE
caumwkenne AJl, oprocrathyeckass TUIOTEH3HUs, AHTHUOCIA3M, ME3EHTEPHAIbHBII TpomOo3,
cunzpom PeitHo.

Hapywenus co cmopoHbl 0bixamenbHOU CUCeMbl, OP2AH08 2PYOHOU KIEeMKU U CPeOOCHeHUs.
ouenb yacmo - OPOHXUT; Yacmo - OPOHXUOIIUT; pedKo - PUHHT, 3aJI0KEHHOCTh HOCa, OPOHXOCTIa3M
(MHOT A C JIeTabHBIM UCXO0JIOM), TJAPUHTOCIIA3M; YaCMOMA Heu3eecmua - OJIbIIIKA.
JKenyoouno-kuweynvle HapyuleHUus: Hedacmo - TOIHOTA, PBOTA, AWapest, 00JIN B AIUTacTPaTbHON

06J'IaCTI/I, HU3MCHCHHUEC BKYCa, uacmoma Heuzeecmuda - CYXOCTb CIIU3UCTOMN 000JIOUKH MOJIOCTH pTa,
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WIIEMUYECKUM KOJIUT, 3a1op.

Hapywenusa co cmopoubl neuenu u #cenqyeulgOO0SWUX HYmMell: 4acmoma Heu3eecmua -
HapylmeHue QyHKIMY TIeUYeHH.

Hapywenus co cmopoHul Koy U NOOKOICHBIX MKAHel: peOKo - aTIONICIINS; YaCmoma Heu38ecmua
- o0ocTpeHre TeUeHHs NCopras3a, MOBBILICHHOE MOTOOTICICHHE, TUIIEPEMUST KOXKH, IK3aHTEMa,
[ICOPHA30MOI00HBIE  KOXKHBIE peakuuu, cuHiapoM CrtuBeHca-J[PDKOHCOHA, TOKCHYECKHMA
AMUJIEPMABHBIM HEKPOJIN3, 3KC(POIMATUBHBIA JEpPMATUT, MHOroopMHas spuTeMa, KOKHas
CBIIIb, KOXKHBIH 3Y/I.

Hapywenus co cmopouvl MbulueyHOU, CKelemHOU U COeOUHUMENbHOU MKAHU. Yacmoma
Heu36ecmna - MblIIIEYHas c1a00CTh, O0JIb B CIUHE HIIU CyCTaBaXx.

Hapywenus co cmoponsl penpoO0yKmu6Hou cucmembl U MOJIOYHbIX Jicee3. 4acmoma Heu38ecmua
- CHIDKCHHUE JTHOH10, CHI)KEHHE IOTeHIUH, 00Je3Hb [1eiiponu.

Obwue napywenus u peakyuu 8 mecme 66e0eHUs. yacmoma Heuzgecmua - 00ib B TPYAHON
KJIETKE, CHHIIPOM «OTMEHBI», aCTCHUYECKUI CHHIPOM (CJIa00CTh), MOBBIIICHHAS YTOMIISIEMOCTb.
Jlabopamopnule u uncmpymenmanvhvle OanHble: YaCTOTa HEN3BECTHA - MTOBBIIICHNE aKTUBHOCTH
«MICYECHOYHBIX»  TpPaHCAMHMHA3 ¥  KOHIIEHTpanuuu  OwimpyOMHA, TOBBIIICHWE  TUTpa
AQHTUHYKJICAPHBIX aHTHUTEII, TUIIEPKATHEMUSI.

COO6III€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O TMOAO03pEBACMBIX HEXKENATSNbHBIX PEAKIHAX IIOCIE PETUCTPAINH
JIEKapCTBEHHOT'O Tpernapara ¢ 1ebl0 00ecrnedeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Ipemnapara. MenuIuMHCKUM pabOTHUKaM pPEKOMEHyeTCs
coo0maTe O JIOOBIX MOJ03PEBAEMBIX HEKENATENBHBIX PEAKIHIX JICKApCTBEHHOTO IIperapara
Yyepe3 HAIMOHAJIBHBIE CUCTEMBI COOOIIEHHS O HEeXeNaTeIbHBIX PEaKIMIX TOCylIapCcTB — YICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Caiit B mH(GOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «IHTepHET»:

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

4.9. Ilepeno3npoBka

CUMOTOMBI
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Co cTopoHBI cepaua: Opagukapaus, cHuKeHue AJl, andggéi&ag%gpﬁgggﬁ&;ﬁa}_&ﬁeﬂﬂéﬂne

BHYTPHIKEITYIOUYKOBOM MTPOBOIUMOCTH, CEpJICUHAs HEJOCTATOYHOCTb.

Co cTOpOHBI IBIXaTEIBHOM CUCTEMBI: OPOHXOCTIA3M.

JlaGopaTopHbI€ TOKAa3aTeIH: TUITOTITUKEMHSL.

Co CTOpPOHBI HEPBHOM CHUCTEMBI: BO3MOXHBI CYJIOPOTH, TOCKOJIBKY HPOMPAHOION MPOHHUKAET
gyepes reMaTodHIeaIndeckuii 6apnep.

Jleuenue

[ToaxiIrounTh MAIMEHTa K KapIuoCTUMYIATOpY. HeoOXoquM KOHTPOJIh OCHOBHBIX >KU3HEHHO
BR)XHBIX ITOKAa3aTeJNei: KOHIICHTPAIIMM TIFOKO3bI, MCHUXO3MOIIMOHAILHOTO CTaTyca, B Ciydae
Opaaukapauy MPUMEHSIOT aTponuH. EciaM y mamueHTta He HaOJI0JaeTCs COOTBETCTBYOIIAS
peakius Ha BBEJCHHE IJ1a3MO3aMEIIAIONINX PACTBOPOB, CICAYET PAaCCMOTPETh BO3MOXHOCTD
NPUMEHEHHS TJIIOKaroHa WM KaTexojlaMHHOB. [Ipu OpoHXocma3me I0Ka3aHO BBEICHHE

amuHOo(uIMHA. ["eMoauann3 HedhHEKTUBEH.

5. PAPMAKOJIOTUMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMuyecKne CBOiCTBA
dapmakoTepaneBTHUECKasi ~ rpymnma:  0era-aJpeHOOIOKAaTOpbl,  HECENeKTHBHBIE  OeTa-
aapeHo0JI0KATOPEI.

Kox ATX: CO7TAAQ05

MexaHu3M ASHCTBUS

HecenextuBneblii  Oeta-anpenobmokarop. OOnagaeT aHTHAHTHHAIBHBIM, THUMOTCH3UBHBIM H
anTuaputmMudeckuMm 3¢ pexrom. HecenektuBHo Ookupys 6era-aapeHopenentopst (75 % Geral-
u 25 % Oera2-aJpeHOPELENTOPOB), YMEHbUIAET CTUMYJIMPOBAHHOE KaTeXOJIaMHUHAMU
oOpazoBanne HTAM® u3z AT®, B pe3ynbTaTe Yero CHIKACT BHYTPUKIETOYHOE MOCTYIUIEHUE
KaJIbIUsl, OKa3bIBAE€T OTPULIATEIHBHOE XPOHO-, IPOMO-, 0aTMO- U UHOTPOIIHOE JielicTBUE (YpeKaeT
UCC, yrueraet npoBoJUMOCTb U BO30YJAMMOCTb, CHI)KAeT COKPaTUMOCTh MUOKap/a).

dapmakogngamuyeckue 3P PeKTol

B Hauane mnpumeHeHus Oera-aJpeHOOIOKATOPOB oOIIee MepudepruuecKoe COCYAUCTOe
CONpOTUBIIEHUE B MepBble 24 4 yBenuuMBaeTcs (B pe3ysibTaTe PELUIPOKHOTO BO3PACTAHUS
AKTUBHOCTH alib(a-aJpeHOPEIEeNITOPOB U YCTPAHEHUSI CTUMYJISIMH OeTa-2-aapeHOPEenTOpPOB
COCYJIOB CKEJIETHOM MYCKyJaTypbl), HO uepe3 1 — 3 cyT Bo3Bpamiaercs K UCXOAHOMY, a IpHU
JUINTETTbHOM IPUMEHEHUN CHUKAETCA.

AHTUTHNIEPTEH3UBHBIN 3(QeKxT cBf3aH ¢ yMEHbUIEHHMEM MHUHYTHOIO oObema cepla,
CUMIATHYECKONH  CTUMYJISLIMM  NEepUPEPUYECKUX  COCYJOB, CHUKEHHEM  aKTHMBHOCTHU

PEHUHAHTUOTEH3WHOBOM CHUCTEMBbI (MMEET 3HauUeHHE y MAIlMeHTOB C MCXOJHON THIepceKpenueit
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aKTUBHOCTM B OTBET Ha CHI)KEGHHE apTepHalbHOrO jaBieHus) u BiusHuemM Ha [IHC.
AHTHTUTIEpTEH3UBHBIN 3()(HEeKT CTAOMIN3UPYETC K KOHITY 2 HEeJlelIH KypCOBOIO Ha3HAUCHHUSL.
AHTHAHTHHAJIBHOE JICHCTBHE 00YCIIOBIICHO CHIDKEHHEM TIOTPEOHOCTH MUOKAp/Ia B KUCIIopo e (3a
CYET OTPUIATEIBHOTO XPOHOTPOIHOTO M HWHOTPOMHOTro 3¢(dekra). YMEHBIICHHE YacTOThI
CepACYHBIX COKPAILCHUN BEAET K YIITMHEHHUIO JUACTONBI M YIy4lIeHHIo nepdy3uu Muokapaa. 3a
CYET IMOBBIIICHUSI KOHEYHOTO JHACTOIUYECKOTO JABICHHUS B JICBOM JKEIYJ0YKE M YBEIUYCHUS
paCTSHKCHUST MBIIICYHBIX BOJIOKOH JKEITyIOYKOB MOJXKET IMOBBINIATH MOTPEOHOCTh B KHCIOPOJIE,
0COOEHHO y MAIIMEHTOB C XPOHUYECKOH CeplIeYHON HEAOCTATOYHOCTHIO.

AnTHapuTMHUYeCKHid 3((PEeKT 00YCIOBICH YCTPAHEHUEM apUTMOTEHHBIX (PaKTOPOB (TaxXUKapIHH,
MOBBIIIEHHONW AKTUBHOCTH CHMIIATHYECKOW HEPBHOH CHCTEMBI, YBEIMUYEHHOIO COJCpIKaHUs
HAM®, aprepuanbHON TUIEPTCH3MH), YMEHBIICHHUEM CKOPOCTH CIIOHTAHHOTO BO30YXICHUS
CHHYCOBOTO W JKTOIHUYECKOTO BOJUTENICH PUTMa W 3aMEUICHUEM aTPUOBEHTPUKYIISIPHOTO
NpOBEICHUS. YTHETCHUE IPOBEICHUS UMITYIHCOB OTMEYAETCS MPEUMYILECTBEHHO B AaHTETPATHOM
U B MEHBIICH CTENICHN B PETPOTPATHOM HAIPABICHHUSIX Yepe3 aTPUOBCHTPHUKYIISIPHBIN Y3€II U 110
JOTIOJTHUTENbHBIM TyTsIM. [To kinaccudukanun Borana-BuibsiMmca aHTHapUTMUYECKHUX CPEICTB
NPONPAHOJION OTHOCUTCS K mpernapatam rpynnsl Il YMeHbleHHE BBIPAKEHHOCTH HIEMHU
MHOKap/ia — 3a CYeT CHIDKEHUS MOTPeOHOCTH MHOKapAa B KHCIOPOAE, MOCTHH(MAPKTHAsS
JETaTbHOCTh MOXKET TaKXKe YMEHBIIATHCS OJlaroapst aHTHAPUTMUYECKOMY JICHCTBUIO.
CriocoOHOCTh TpeaynpexaaTh pa3BUTHUE TOJOBHOW OOJIM COCYIUCTOrO TreHe3a OoO0ycIoBIeHA
YMEHBIICHHEM BBIPAKEHHOCTH pacUIMpeHHs LepeOpalbHbIX apTepuil BcieAcTBUE Oera-
aIPEeHOOIIOKA/IBI COCYAMCTBHIX PEUENTOPOB, HHTHOMPOBAHMEM BBI3BIBAEMBIX KaTEXOJIAMHUHAMU
arperaiii ~ TPOMOOIIUTOB M JIUNOJM3a, CHIDKEHHEM  aJre3uBHOCTH  TPOMOOIIUTOB,
NpPEJOTBPALICHUEM aKTHUBAallMM (DaKTOPOB CBEPTHIBAHMUS KPOBH BO BpeMs BBICBOOOKICHUS
a/IpeHAIIMHA, CTUMYJISILIMEH [TOCTYIIJICHNUS KUCIIOPO/ia B TKAHU U YMEHbILICHHEM CEKpPEIIMH PEHHHA.
YMeHbIIeHHEe TpemMopa Ha (oHE NPUMEHEHHs MPONpPaHOJoiIa MOXKET OBITh OO0YCIIOBIEHO
Os10kaoi 6eTa2-aapeHOPEIENTOPOB.

[ToBbImaeT aTeporeHHbIe CBONCTBA KPOBH.

YcunmBaeT coKpalleHus: MaTKu (CIIOHTAHHBIE U BbI3BaHHBIC JIEKAPCTBEHHBIMHM CpEACTBaMH,
CTHUMYIIUPYIOIIMMH MHOMETPHH).

[ToBbImTaeT ToHyC OPOHXOB.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

Abcopbrus

bricTpo u nocratouno momHo (90 %) BcackiBaeTCs pH MPUEME BHYTPD U3 JKETyI0YHO-KHIIIEYHOTO

TpakKTa W OTHOCHUTCIBHO 6I)ICTp0 BBIBOJUTCA U3 OpraHu3Ma. BI/IO,ZIOCTYHHOCTB IIOCJIC

Crpannna 13 u3 16



COOTBETCTEBYET ZKCNEPTHC

MY OTUETY

ot 06.05.2024 N= 8883
O NBL HOCTE 0001
nepopanbHoro npuema — 30 — 40 % (oddiext ((HEBB(I)FO_I%IG?&)X%%AELL‘T%?;J HICYEHD,
MHKPOCOMAJILHOE OKHCICHHME), HpPHM JUIMTEILHOM IPUEME — yBEIMYHBaeTca (00pa3yrorcs

MeTabOHUTHI, UHTHOUpYIOIe (PEPMEHTHI MIEUCHH ), €€ BEIMYMHA 3aBUCUT OT XapaKTepa MU U
MHTEHCUBHOCTH [I€YEHOYHOI0 KpOBOTOKA. buonocrynHocts yBenuuuBaercs Ha 50 % npu npueme
NUIIEBBIX NPOAYKTOB OoraTtbix OeskoM. MakcumarnbHash KOHIGHTpAlMs B IIa3Me€ KpPOBH
nocruraercs yepe3 1 — 1,5 4.

Pacnopenenenne

CBs13b ¢ OenkaMu 11a3Mbl KpoBH (a1b0yMHUHOM | anb(dal kuciasiM riukonpoTernHoM) — 90 — 95 %.
O06nem pacrnipeaenenus — 3 — 5 J/kr. [IpoHnkaeT yepes rematosHIepaIniecKuil v IIaneHTapHbINA
Oapbep, a TaKKe B TPYJHOE MOJIOKO.

Buorpancdopmarus

[Tponpanonon sBnsercs cyoctpatoM P-rmmkomnpotenHa. Ilokazano, uro P-rimkonporenH He
OKa3bIBaeT BO3ACUCTBUS HA META00IM3M MIPOIIPAHOJIOJIA B 0OBIYHOM TE€PANEBTUYECKOM JAHAIIa30HE
703.

[IponpaHOI0T WHTEHCHUBHO METAa0ONM3UPYETCSl B TEYEHH II0 TPEM OCHOBHBIM MYTSM:
apomaruueckoe ruapokcuiupoBanue (42 %), N-neaakuaupoBaHUe ¢ MOCIEAYIOUINM OKUCICHUEM
(41 %) u npsimoe rimrokypouupoBanue (17 %). CooTHoleHue myTeit MeTabosin3Ma mponpaHosoia
MOYET CYIIECTBEHHO Pa3JInYaThCsl B OTACTBHBIX CIIydasx.

BrisiBiieHo 4 OCHOBHBIX METa0OJHMTa: NPOMPAHOIONA TIOKYPOHH, HA(PTUIOKCHMOJIOYHAS
KHACJIOTa,  TJIIOKYpOHOBas  KUCJIOTa W CIOXKHBIE  Cyib(aTHble  coeluHeHus  4-
THJIPOKCUIIPOIPAHOIOA.

CornacHo wuccienoBaHusM N Vitro, B MerabosM3Me TMPOIMPAHOJIONA MPUHUMAIOT y4acTUE
nzopepmMeHTsl cucteMbl 1uToxpoma P450, rmaBHbIM o0pasoM, wuzodpepment CYP2D6
(apomaTtHueckoe rupokcunupoBanue), nzopepmeHT CYP1A2 (okucieHue nenei) u, B MEHbIIEH
crenenu, nzopepment CYP2C19.

OJIUMUHAINS

[Tepuon momyBsiBenieHns — 3 — 6 4, Ha (oHE KypCOBOTO MPUMEHEHHUS MOXKET YITUHATHCS 10 12 4.
BeIBoauTCS MperMyIIeCTBEHHO MMOYKaMU B BUJE METa0OJUTOB, B HEU3MEHEHHOM BHUJIE — MEHEe
1 %. He BBIBOANTCS NIpH reMOAMATIM3E.

VY 310pOBBIX 100pPOBOJIBIEB, «OBICTPBIX» U «MEUICHHBIX» METa0O0In3aTOpoB H30(hepMeHTa
CYP2D6, cymecTBEHHBIX pa3JIMIHil B KIIMPEHCE U TTEPHOJIC ITOTYBBIBEICHHUS MTPOIIPAHOIOa He

BBISABJICHO.
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6. PAPMAIIEBTUYECKHE CBOMATBA MPCTIEAUBATENBHOCTE 000T)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JlakTo3BI MOHOTHAPAT (CaXxap MOJIOYHBIH)

Kpaxman kykypy3HblIid

Kenatun

Kapbokcumeruiakpaxman HaTpust

Maruus creapat

6.2. HecoBmecTuMOCTD

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh npu Temnepatype He Boiie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

[To 10, 25, 30, 50 Ta0nerok B KOHTYPHYIO SYEWKOBYIO YIAaKOBKY U3 IUICHKU
NOJMBUHWIXJIOPUIHON, JHUOO TIUICHKH TOJIMBHHWIXJIOPUIHON/ TOTMBUHWIAACHXIOPUIHON U
(doJIbru aMFOMUHNEBOM EYaTHON JTAKUPOBAHHOM.

Nmu mo 10, 25, 30, 50 Tabierok B KOHTYPHYIO SYEMKOBYIO YHAaKOBKY M3 Marepuaia
KOMOMHHPOBAHHOTO Ha OCHOBE (POJIBIH (TPEXCIOUHBIN MaTepual, BKIOYAIOIINNA aTIOMUHUEBYIO
domnbry, mIeHKy U3 OPUEHTUPOBAHHOTO MOJUAMHU/IA, MTOTUBUHIIIXJIOPUIHYIO MJICHKY) U (OJIBIH
AJTIOMUHHUEBOM NT€YaTHOM JTaKUPOBAHHOM.

1,2,3,4,5,6,7,8 9 wmn 10 KOHTYpHBIX STYEUKOBBIX YITaKOBOK BMECTE C MHCTPYKIIUEU IO
MEAUIIMHCKOMY MPUMEHEHUIO TOMEIAI0T B KAPTOHHYIO YIAaKOBKY (TAUKYy).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUILYJISIIIUM C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccus
000 «ATomn»

445351, Camapckas 00:., r. XKurynesck, yin. ['mapoctpourenei, . 6.
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7.1. IlpeacTaBUTENb AepKATe/IsA PerHCTPAHJHHOrO yhberoneperms | = |EHOCTE 0001)

[Iperensun norpeOUTENEH HAIPABIISITE 10 aAPECY:

Poccus

000 «O308»

445351, Camapckas 00:1., 1.0. JKurynesck, r. JKurynesck, yi. 'uapoctpourtenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (IMOATBEPKIEHUSA
PETACTPALIAU, MTEPEPETVCTPALIAN)

Jlata nepBoii perucTpaiuu:

10. JATA IEPECMOTPA TEKCTA

OOmiast  xapakTepucTHKa  JIGKApCTBEHHOTO  mpemapata  AHampuWivH, JIOCTylIHa  Ha
MH(pOPMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HMH(POPMAIOHHO-

KOMMYHHKaIMOHHOM cetn «uTepHeT» https://eec.eaeunion.org/.
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