COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 24.04 2023 N= 7304

HHCTRYKINAOCNEOOBATENBHOCTE 0001)

1HO MEJUITUHCKOMY ITPUMEHEHHUIO JEKAPCTBEHHOT O IIPEITAPATA

ACKOPIWI DKCIIEKTOPAHT
PerucrpaimioHHb1ii HoMep:
ToproBoe HaumMeHOBaHMe: ACKOPWI SKCIIEKTOPAHT
MexayHapogHoe HeIATeHTOBaHHOe HJIH T PYIIIHPOBOYHOE HauMeHOBaHUe:
Bpomrekcun+I Baiipenesnn+Canp0yTamMmort

JlekapcrBeHHas ¢gopma: cupon

CocTaB
Kaxxapre 10 mu1 cupoma cogepkar:

JIeHicTBVIOIHE BEMIECTRA:

Bpomrekcuna ruapoxiopua — 4 mr,
['paiipenesun — 100 mr,
Canp6yTamorna cyiabdaT, SKBHBAICHTHBIH CAThOyTaAMOIy — 2 MT.

BenomorarespHble BemecTa: caxaposa (caxap) — 5000 mr, copburoin (70% pactBop) — 2630 Mr,

riunepoJi (runepun) — 1250 Mr, nponwieHrTuKoib — 620 Mr, HaTpus 6eHzoaT — 20 Mr, TUMOHHOU
KHUCJIOTHI MOHOTH/IpAT — 24 Mr, copOnuHOBas KucioTa — 10 MT, KpacuTe b COTHEUHBIN 3aKaT JKEJIThIHA
(FCF) — 0,28 mr, MeHTOJa (JICBOMEHTOJI) — 1 MI, apoMaTHU3aTOp YEPHOCMOPOJIUHOBBIN (OTayIIKa
yepHas cmopoauna 1D20 158) — 30 mr, apoMaTtu3aTop aHaHACOBBIM (OTAYIIKA aHAHACOBAs CyIEp

«PH») — 10 mr, Boga ounimensas g0 10 mo.

Omicanue

HpozpaqHaﬁ, OPAaHXKCBOI'0 IIBETA, BA3Kas JKUAKOCTE CO CHGLIH(I)I/IIIGCKI/IM 3allaxoM.

dapmakoTepaneBTHYECKAs TPYINIa: OTXapKUBarolee KOMOMHUPOBAHHOE CPE/ICTBO.

Kox ATX: RO5C.

Pdapmako/IorTH4ecKHe CBOIicTBa

q)apMaKOl[l/l]{aM]/[Ka

KOM6HHHp0BaHHbIﬁ npenapar, OKasbplBacT 6p0HXOJIHTI/IIIeCK06, OTXapKHBAKOIIEEe U MYKOJIUTHYCCKOC

EeUCTBUE.
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o1 24.04 2023 N2 7804
Canvbymamon — OPOHXOJHTHYECKOE  CPEJICTBO, ([MBJDIE[ICH ()ECSTIEKTHBHBIM 1, ANOHHCTOM

Oera-2-agpeHopenienTopoB. B TepameBTHMUeCKMX  Jlo3aX  MpemapaT  BO3JAeHCTBYeT  Ha
OeTa-2-a/JpeHOPEIeITOPHI TIaJKOH MYyCKyJIaTypbl OPOHXOB, MPEAYNPesKaas WHIN YCTpaHsIsl CIa3M
OpOHXOB, CHIKas, TaKUM o0Opa3oM, CONpPOTHBJICHHE B JbIXaTeJIbHBIX IyTSIX M YBEJIMUMBAS
JKU3HEHHYIO €MKOCTh JISTKHX. BpoHXopacmupsitomee aeiicTBue canbOyTamosa (pH oOpaTUMOMN
OOCTPYKIIHHU IbIXaTeIbHBIX My TeH) MpoIoiKaeTest oT 4 1o 5 .

bpomzexcun — MyKOIUTHUECKOE CPEACTBO. YBEJIMUMBACT CEPO3HBIM KOMIIOHEHT OpOHXHAIBLHOIO
CeKpeTa M AaKTHUBHUPYET PECHUUYKH MepLATeJIbHOTO DIUTEeNUs, oOecleuuBasi TeM CaMbIM
OTXapKUBalolee JISHCTBHE IperapaTa: CHH)KEHHE BSI3KOCTH MOKpPOTHI, YBEJIMUCHHE ee oObeMa U
VIIyUIIeHUEe OTXO0XKICHHUSL

Tsaiiheresun — MyKOJIUTHUSCKOC U OTXapKUBAIOUIEE CPEJICTBO, CHHIKAET BSI3KOCTh MOKPOTHI,
obJieryaeT ee yaajJeHUe U CIIOcOOCTBYET MepeXo/1y HENMPOAYKTUBHOTO KIS B IPOAYKTHBHBIH.
dapMakoKNHeTHKA

Canvbymamon

[Ipu npueme BHYTpb abGcopOumsa Bhicokas. Cessb ¢ Genmkamu 1wiasmbl — 10%. IlponmkaeT uyepes
IWialleHTapHeii Oapwep. IlpemapaT BcackiBaeTcsa U3 kedyAodHo-kumieunoro Tpakta (OKKT) u
HOJBEPraeTcsl 3HAYUTEILHOMY MeTAa0OJU3My IPU «IIEPBOM IPOXOXNKICHHHW» dYepe3 IeUCHb,
npeppamasich B (eHOJbHBIM cynb(aT. MakcumanbHasi KOHIGHTpaIusl cajb0yTaMosia M €ro
METabOJIMTOR B IJIa3Me KPOBH cocTaBisieT 5,1-11,7 MKr uepes 2,5 4 mocJie nmpueMa BHYTph B J1o3¢e 4
mr. Ilepuon nmomyesiBeenus (T2) — 3,8-6 4. HeusmenHbIH cab0yTaMoJl B METaOOIUT BBIBOJISITCS
NPEUMYIIECTBEHHO MouKkamMu (69—90%). BHOTOCTYITHOCTH BBEJISHHOTO TIEPOPabHO caibOyTaMosa
cocTapyisieT okoso 50%. IlpueM NHIM CHH)KAET CKOpPOCTh aOcopOLMH, HO He BIMSIET Ha
OHOTOCTYITHOCTb.

bpomzexcun

[Ipu mpueme BHYTph HpakTHUecKH TOJHOCTHIO (99%) BcackiBaeTcst B JKKT B Teuenue 30 muH.
BpoMrekcHH 1IeMOHCTPHPYET MPONOPIHOHAIBHYIO /103¢ JIMHSHHYI0 hapMaKOKUHETHKY IIpH IpUeMe
BHYTph B JHamnazoHe o3 oT 8§ MmMr go 32 mr. buogoctynHocTh — HHM3Kas (et «mepBoro
IPOXOXKICHUs» Yepe3 IedeHb). lIpoHMKaeT dYepes IUIalleHTApHBIM M IeMaTodHUEe(aIndecKui
Oapbepbl. B IedeHH NoABepraeTcsl JeMETWIHPOBAHHUIO M OKHUCICHHIO, MeTaOOJM3HUpPYeTCsl [0
(dapMaKoJIOTUIECKH aKTUBHOTO amOpokcoina. T%. — 15 4 (BermeAcTBHe MeJJICHHOM oOpaTHOM
muddy3un U3 TkaHe#). BroiBonurcs moukamu. lIlpu xpoHHMUeckod MOUSYHON HEAOCTATOUYHOCTH
(XITH) wHapymaeTcst BbiBeJieHHe MeTaboiuToB. llpu MHOTOKpATHOM TMPUMEHEHHH MOMXKET
KyMYJIIPOBATh.

Teatihenesun
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Abcopbrua w3 KT — Opictpast U coctapistet) 25-30 B TOC/IE ) HpASMALBRYTPE,, T 1 1 w

[IpoHukaeT B TKaHH, COJEpIKaIlMe KHCJbIe MyKomonucaxapuabl. llpumepno 60% BBeIeHHOTO
npernapara rnoJipepraercs MeTaboiu3My B MeUeHH MTyTeM OKUCIIeHUs 10 GeTa-(2 MeTOKCH-PEeHOKCH)-
MOJIOYHOM KHUCJIOTHL. BBIBOAUTCS JIETKUMU (¢ MOKPOTOH) M MOYKAMH, KaK B HOU3MEHHOM BH/IE, TaK U

B BUJC HCAKTHBHBIX MeTabOJIUTOB.

INokazaHus K MpUMeHEHUIO
[Ipemapat ACKOpHII DKCIIEKTOPAHT, CUPOIL, TOKA3aH K MIPUMEHEHHUIO Y B3POCIBIX U JIeTeH B BO3pacTe
OT 2 JeT Uil CUMIITOMATHYSCKOW Tepamuu MpoAyKTHBHOTO KAlllJis, CBS3AHHOTO C Pa3IMYHBIMH

peCIIupaTOPHBIMHA 32160J'[eBaHI/I${MI/I, BKJIIOYAIOMIUMHA, HaApAAY ¢ APYTUMH, CIICAVIOIIHUC!

. OCTpBIN OpOHXUT, BKIIFOUAsI TPAXSOOPOHXHUT;

. OCTpBIN OpOHXUT, OOYCIIOBICHHBIH PECITUPATOPHBIMHU BUPYCAMH,
. XpOHUUCCKUM OpoHXUT Oe3 ponoHuTeNbHOTO yTouneHus (BJ1Y);
. XpoHHUUeCcKas oOcTpyKTUBHAs Oosie3Hb JieTkux (XOBJI);

. aCTMAaTHUYSCKUU OPOHXUT;

. ITHEBMOHUSL.

IIpoTuBoOOKA3aHMS

TUMEPUYBCTBUTSILHOCTh K OpOMIeKCHHY, TBali(eHesnuHy, caib0yTaMoily WiIH K JIO0OMY W3
BCIIOMOTATEIbHBIX BEIIECTB;

— OepeMeHHOCTD, IEPUO/I TPYIHOTO BCKAPMIIMBAHUST,

—  TaXWUApUTMHUs, MUOKAP/IUT;,

— TOpOKH cepamna (B T. 4. aOPTAJIbHBINA CTEHO3),

— JICKOMIICHCHPOBAHHBIM caxXxapHbIH HabeT;

— THPEOTOKCHKO3;

—  TJayKoMa;

— TICUCHOYHAS W/WJIM MOoYeyUHAasl HeTOCTATOUHOCTH;

— s;3BeHHAas OOJIC3HD XKeTyaKa U 12-1mepcTHOM KUIIKH B CTAIUU 000CTPEHHUST,

—  JKeJIyJIOUHOE KPOBOTCUCHHUE,

— HEMepPEeHOCHMOCTh (PPYKTO3bI, TIJIIOKO30-TaJlAKTO3HAsA MasilbaOcopOIMsl, HEJOCTATOUHOCTh
caxapasbl-U30MaJbTa3bl,

— JIeTCKHH BO3pacT J0 2 JIeT.

C OCTOPOKHOCTHIO

— caxapHblii TualerT;
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apTepHaJibHas THIICPTCH3HUAA,

COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 24.04.2023 Ne 7804

(MOCNEOOBATENLHOCTS 0001)

THIICPTUPEO3;

CTCHOKAap AU,

s;3BeHHast 00JIe3HL JKEJIYJKa U 12-HepCTHOﬁ KHIIKH B CTaJIUHA PEMHUCCHUU,

TSIKEJIbIE 340016 BaAHUS CepI[EIIHO-COC}/,[II/ICTOﬁ CHUCTCMBI,

Ipu 3a00JIeBAHHUAX 6pOHXOB, COIIPOBOMIAOITUXCS UPESMEPHBIM CKOIUICHUEM CEKpETa.

He CIICAYCT IPUMCHATL B COUCTAHHUH C 6eTa-az1peH06J10KaTopaMH.

HpmweHe}me InmpHu ﬁepeMeH]{ocm MU B IIEPUHOA I'PYTHOI'0 BCKAapMJIMBAHUA

[Ipenapat npoTHROTIOKA3aH B TIepUO1 OSpEMEHHOCTH U B TIEPUO/I TPYTHOTO BCKAPMIIMBAHHUSL.

Crniocod INPpHUMEHECHUHA U TO3bI

HpenapaT JAOJDKCH Ha3HAYaThBCsA BpaidoM.

[IpumensaTs npemapaT He Gonee 4-5 queit. Ecam cuMnToMel coxpansroTes onee 45 qHEH, ciaenyeT

oOpaTHThCA K Bpady.
Pesrcum dozuposariusn
BapocnbiM: 10 MJI TpH pa3a B CYTKH.

HHemu

[Toppoctku oT 12 10 18 jeT: pexuM T03UpOBAHUS AHAJIOTUUYEH TAKOBOMY Y B3POCIIBIX.

Jetsim ot 6 1o 12 jet: 5—10 M Tpu paza B CyTKH.

JleTsim oT 2 0 6 JIeT: 5 MJI TpH pasa B CYTKH.

[IpenapaT ACKOPWI SKCIIEKTOPAHT IIPOTUBOIIOKA3aH Y JETEH B Bo3pacTe J10 2 JieT (cM. paszjaen 4.3).

Cnocob npumenenus

BHyTpb.

PeKOMeHHyeTCﬂ HCITIOJIB30BAaTh MeprIﬁ KOJIITIAYOK.

[lepen ymotpeGnenuemM B30aIThIBATS.

IToGouHoe neiicTBUE

YkazaHHbIe HUKE HEKeJIATS/ILHBIC SIBJICHHS pacipeacyiCHbl 110 CUCTCMHO-OPTaHHBIM KJlacCaM H

qactore. [lo wactoTe BhIensAOT: oueHb dacThle (=1/10); wacteie (=1/100 u <1/10); HedacThie

(=1/1000 u <1/100); peaxue (=1/10000 u <1/1000) u ouens penkue (<1/10000), Bximrovast e TAHUYHBIS

COO6IJ.I€HI/I§I. OueHb YacThle U YaCThIe SIBJICHHUAA,

B OCHOBHOM, OLLTH OIIPEACJICHBL 110 JaHHBIM

KIHHUYSCKUX MCCIISIOBAHHUHN. PG,Z[KI/IG, OUCHb PCEIAKHC U SIBJIICHUA C HEH3BECTHOM IIaCTOTOI‘;I, B

OCHOBHOM, OLLITH OIIPEACJICHBI ITO JaHHBIM CIIOHTAHHBIX COOGHIGHHI\;I.
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 24.04 2023 N= 7804

Hapywenus co cmoponsl 2icenyOouHo-Kumedn2o mparme. iiEONOEIPTHAR SEBCHHOH () 0oJIe3HI

JKeJIyAKa U 12-1IepCTHOM KHIIKH.

Hapywienus co cmoponst nouex u MoYe6blOeNUmensHON cucmemsbt — BOSMOIKHO OKpallliBaHUE MOUYHU
B PO3OBBIU IIBET.

Hapywenus co cmoponsl Kodicu 1 nOOKONCHLIX MKaHel — TSDKeJble KOJKHbIE TOOOYHbIe peaKIliH, B
TOM 4HCJe  MyJbTHGOpMHas osputema, cunapoMm  CrupeHca-/[JKOHCOHA, TOKCHYECKMH

SIUACPMATIBHBIN HEKPOJIN3 M OCTPBIM TeHepaTU30BaHHBIA DK3aHTEMATO3HBIN MYCTYIIE3.

Jlanee mpuBeAeHBI HeXKeNaTeIbHBIC PpEAKIMH, CBS3aHHbIE C TPUMEHEHHEM OpOMTIeKCHHA,
rpaiipeHe3WHA U caTbOyTaMoJIa.
Canvbymamon

Kpatkuii 0630p npodmist 6e30mMacHOCTH

HauGosiee yacTol HexeNaTeILHON peakiiuell canb0yTaMoia SIBJISIeTCS MEIKOPa3MAIIUCTBIA TPeMOp
PYK, KOTOPBIH MOJKET IpPemsTCTBOBAThL paboTe, TpeOyromed TOUYHBIX JBWKEHUH pykamu. Takske
MOTYT BO3HHMKATh HATPSIKEHHOCTh, OSCIOKONUCTBO M yuaméHHOe cepianeOuenue. OUeHb peKo
NOCTYMAN COOOIIEHUS O MBIMICUHBIX CyJoporax. PeakilMd TUNepdyBCTBUTEIHPHOCTH, TaKUe Kak
AHTMOHEBPOTUUSCKUM OTeK, KpaluBHHUIA, OpoHXocmaszM, THIOTEH3Ws U KoJulanc ObUIH
3apeTUCTPUPOBAHbI  peAko. Tepamusi GeTaz-arOHUCTAMHU MOJKET TMPHUBECTH K IMOTSHIHAILHO
Cepbe3HOU THUIMOKAIMeMHH. Taike NOCTyHNaId COOOMICHHS O TEePHUOJIMYSCKH BO3HHKAIOMICH
rosioBHOM G6oiu. Kak U npu UCHONB30BaHUM JIPYTUX MPENapaToB 3TOTO KiIacca, MOCTYIMAIN peIKue

COO6I[IGHH$I O THIICPAKTUBHOCTH Y JeTell.

TabnuuHbIH MepeueHb HeXKEIATSILHBIX PEaKITHH

Hapyuienus co cmopoHvl UMMYHHOU CUCHIEMbL

OueHb PEAKHEC: PeaKHHH THIICPYYBCTBUTCIIBHOCTH, BKJIIOYAsd aHI‘HOHeBpOTI/IIIeCKI/If;I OTCK,

KpalluBHHUITY, 6p0oncna3M, THUIIOTCH3HUIO H KOJUJIAIIC.

Hapyuienis 0bMena seuecms i numanis

Penxue: T'unokanueMusi.

Teparmﬂ OeTa-arOHUCTAMHU MOJKET IMPHUBCCTH K ITIOTCHITHAJILHO CeprBHOﬁ THUIIOKAJIUCEMHUH.

Hapyuienis co cmopoHvl HepeHOU CUCHIEMbl

OueHb HacThIe: Tpemop.
YacTteie: T'onmoBHas GoJb.
OueHb peakue: ['mnepak THBHOCTS.
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COOTBETCTBYET SKCNEPTHOMY OTYETY

or 24 04 2023 Ne 7804

Hapyuienus co cmopoHsl cepoya (MOCNEOCBATENEHOCTS 0001)
YacTsle: Taxuxapausi, yqaméntoe cepiuebueHue.
Penxue: Cepieunsie ApPUTMHUH, BKJIFOYAST GUOPHUILTAITHIO npeicepani,

HAJZKCTTY JOUKOBYIO TAXUKApAUIO U SKCTPACHCTOJIUIO.

e
YacToTta HWmemusa muokapaa

HCHU3BCCTHA:

HapyuieHis co cmoporbl cocy0os

Penxue: Pacmupenue nepudeprueckux cocy1oB.

HGDVWQHM}I CO CHIOPOHLL KOCMHO-MbLULEUHOU CUCINEMbL U COCOUHUMENLHOT MKAHU

YacTteie: Mpbinieunbie Cy10pOry.

OueHb PEAKHUEC! OmymeHHe MBIIICYHOT'O HAITPSKCHUA.

*
CIIOHTAHHBIC COOGIJ.ICHI’IFI MOJIYUCHBI B MOCTPCTHCTPAIITHOHHOM IICPHOJAC, IMO3STOMY €€ OTHOCAT K
peaKknusM € HEHU3BECTHOM YaCTOTOMH.

bpomzexcun

Hapyuwienus co cmopoHbt UMMYHHOU cucmemst. THUIEPYYBCTBHTEIBHOCTh, aHa(UIAKTHUYECKAs
peaknysl, aHaQUIAKTHUECKHH MIOK, AaHTHOHEBPOTUUECKUH OTEK, ChIIb, KPAIIUBHUIIA, 3Y/1.
Hapywenus co cmoponvt ObIXAMENLHOU CUCmeMbl, OpeaHOo6 SpYOHOU KNemKU U CPeOOCMEHUA!
OpoHxOCMa3M.

Hapywenus co cmoponsl 2#enyo0ouHO-Kuue Ho2o mpakma: TOIIHOTa, pPBOTa, Juapes u Ooib B
BEPXHHUX OT/IeJIaX KUBOTA.

Teatihenesun

bezonacHocTh rBali(peHe3sMHA OCHOBAHA HA HMMEIOIIMXCs JAHHBIX, IOJIYYEeHHBIX M3 KIMHHYECKHX
UCCIICJTOBAaHUM M He’KeJIaTeJIbHBIX JIeKapcTBeHHBIX peakiuax (HJIP), BbiABIeHHBIX BO BpeMms
IIpUMEHEHUs IIperapaTa B IOCTPETHCTPAlIMOHHOM IIepHOE.

Ka’reropw{ YaCcTOTHI COTJIACHO OIeHKAM KJIHHHUYESCKHX M DIHASMHOJOTHUSCKHUX HCCIISTOBAHHMH.

CucreMHO-OpraHHBIN YacrToTa IIpemouTuTE/IHLHBLII TEPMHUH HEKeJJIATeTbHOT 0
kiace (COK) HOBBIX SAIBJICHU S
cliyvyaeB
Hapywenus co cmoponsvt |HenzpectHa |Peaknuuu runepuyBCTBUTEIIBHOCTH
UMMYHHOU CUCTNEM bl (TUNepUyBCTBUTEIBLHOCTD, 3yl U KPAIIUBHUILA)
(@85113

Hapywenus co cmoponst |HeusBectHa |Bosb B smuractpuu

DHCENYOOU HO-KUUIEUHO2O Juapest
mpaxma TomHoTa
PBota

Caoﬁmenue o nodo:epeeammx HedCelameibHulX peaKuax
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COOTBETCTBYET 2KCNEPTHOMY OTHYETY
2023 N 780

ot 24 .04 2023 7804
Ilocie  perdcTpallil  JIGKADCTBEHHOTO —TpeIipaTta  BAIKHO|E COOBUIATH | |0l () MOAOSPEBACMBIX

HCCJIATCJIBHBIX PCAKIHUAX. 3T0 MO3BOJISIET 00ECIEUHTE HereprBHbIﬁ MOHHUTOPHUHI' COOTHOIICHHUSL

IMOJIB3bI U PUCKA IIpHU IIPUMCHCHHH JICKAPCTBCHHOTO IIpCIlapaTta.

IlepexozupoBka

Canvbymamon

Cumnmonmbot

HaunGosiee 4YacTbIMH IpU3HAKAMH M CHMITOMAaMM IIePEJO3HUPOBKH CaIbOYTAMOJIOM SIBJITFOTCS
Ipexo/smue SIBJICHUS, dbapMaKkoJIOTHIECKH OTIOCpE/I0BaHHBIE CTHUMYJISAIUEH
Oera-agpeHopeniennitopoB. K HUM oOTHOCITCA TaxWKapaus, TpeMOp, THIEPAKTHBHOCTh H
MeTaboIMUeCKUEe U3MEHEHUS, BKIIOYAIOINE THIIOKATTUEMHUIO.

Ilepeno3upoBka cajJbOyTaMOJIOM MOMKET IPHUBECTH K THUIOKAJIMEMHH (IIATOJOTHYECKH HU3Kas
KOHLIEHTpAIUsl Kalus B KpoBH). [looToMy He0OX0IUMO KOHTPOJUPOBATH KOHIEHTPAIUIO KaJIUs B
CBIBOPOTKE KPOBH.

IIpu npuMeHEHUH B BBICOKHX JI03aX, a TaKk)Ke IpHU Iepe/lo3UpoBKe OeTa-arOHUCTAMH KOPOTKOTO
JeUCTBUSL OTMEUAJIM Pa3BUTHE JaKToalu103a. IlosToMy Ipu nepeo3upoBKe MOXKeT OBbITH MOKa3zaH
KOHTPOJIb Ha/JT MOBBINIEHUEM CHIBOPOTOUHOTO JIAKTATA U ITOCJIAYIOIEr0 pa3BUTHSI METaO0IUUECKOTO
anu103a (0coOeHHO IIPU COXpAHSHHUH WM YXY/IICHUU TaXUITHOD, HECMOTPSI Ha YCTPAHEHHUE IPYTUX
IpU3HAKOB OpOHXOCTa3Ma, TAKMX KaK CBUCTSAINEE AbIXaHUE).

TomHoTa, pBoTa U THIEPITIHMKeMHs] ObLIIM 3apeTHCTPUPOBAHBI NPEUMYIISCTBEHHO Yy JAeTed U B
CITydasix, Kor/ia nepeo3upoBKa cajiboyTaMoJIoM IPOUCKOIWIA IIPH EPOPATHHOM MPHEME.

Jevenue

CrnenyeT OTMEHHTH Ipenapal M Ha3HAYUTh COOTBETCTBYIOIIYIO CHMIITOMATHYECKYIO TEPAIIHIO.
KapauocenexktusHble GeTa-aqpeHOOIOKATOPHI (aTeHOJION, GUCONPOJION, METOIIPOJIOI) Y HAI[HEHTOB
¢ HaJIMYMeM KapJHajIbHOM CHUMITOMATHKM (HAIpUMep, TaXHMKap/ius, OIyI[eHHE cepaueOueHus)
JIOJDKHBI IPUMEHSATHCS ¢ OCTOPOXKHOCTHIO W3-3a PUCKA BO3HUKHOBEHUS OpoHXOCTIAa3Ma.
bpomzexcun

B HacTosmmee BpeMsi He ONMMCAHBI CICIUPUUSCKHES CHUMIITOMBI MEPETO3UPOBKH y uesoBeka. Ha
OCHOBAHUHU COOONIEHUH O CJIyU4aHHOH IepeJo3UpOBKe WWIM OomMOKe NpHUMEHEHHs Iperapara
HaOJI10/laeMble CHUMIITOMBI CXOXKM € HM3BECTHBIMH IOOOUYHBIMH >(PdeKTaMHu INpH NpUMEHEHUH
OpOMIeKCHHA B peKOMEH/YEMBIX J103aX.

Tsaiihenesun

Cumnmonmwt

K cumnromam ocTpol TOKCHYHOCTH rBafi(peHe3MHA OTHOCSTCS JUCKOM(OPT B KUBOTE, TONTHOTA U

COHJIUBOCTBD.
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ot 24.04 2023 N2 7804

Jlevwenue (MOCNEOOCBATENEHOCTE 0001)

CuMnToMaTHYECKAS TCpamusl.

BizaumoneiicTBUe ¢ APYTUMHU JIeKaPCTBEHHBIMU CPeICTBAMU

Canvbymamon

[IpUMEHSTDH ¢ OCTOPOIKHOCTHIO COBMECTHO CO CPEJICTBAMH JJISI aHECTe3HH, TAKUMH KaK XJopodopm,
IIUKJIONIPOTIAH, TAJIOTaH U JIPYTUMH TaJIoTeHCOIepIKAINUMH IpenapaTaMH.

['yaHeTHIUH, pe3eplUH, METHJIONA, TPULIUKINYSCKUE aHTHUACIpeccaHThl U MHrubutopsl MAO
MOTYT U3MEHATh A((PeKT JaHHOTO Mpermaparta.

He crnenyer HasHauaTh mpemapaThl cayibOyTamMoJia JUIsl MepopajbHOTO MpHUeMa OJHOBPEMEHHO ¢
HECEJISKTUBHBIMH OeTa-0JI0KaTOpaMu, HAMIPUMEP, TPOTPAHOIIONOM.

Bxogsmuii B cocTaB mpemnapaTta calbOyTaMoll He PeKOMEHTYeTCs MalHeHTaM, KOTOpbIe MOJTyTaroT
HHTHOUTOPHI MOHOAMHUHOKCHA3bl (MAQO) W/WIH TPUITUKIIHUSCKHE aHTH/ICTIPSCCAHTHI.

JlmypeTuku U mpemapaThl T[NIFOKOKOPTUKOCTEPOUIOB YCHIIMBAIOT THHOKAIMEMUYECKHH >(dekT
casibOyTaMoJIa.

KomOuHupOBaHHBIN mpemapar ACKOPHJI OHKCISKTOPAaHT HE HA3HAYAKT OJIHOBPEMEHHO ¢C
npenapaTaMy, COASpIKAIUMHU KOJESHH, U JPYTUMH IPOTHBOKAIIJICBBIMU CPEACTBAMH, TaK KaK 3TO
3aTPYAHSACT OTXOKICHHUE PAKIIKSHHOW MOKPOTBL

Bxogsimuii B cocTaB mpemapata OpOMIeKCHH CHOCOOCTBYET IPOHHKHOBEHUIO AHTHOHOTHKOB
(3pUTpOMHUIIHH, IehaTeKCUH, OKCUTSTPALUKIIUH) B JISTOYHYIO TKAaHb.

He pexkoMeHmyeTcsi TPHUMEHSITh KOMOWHHPOBAHHBIM mpemapaT ACKOpHI  SKCHEKTOpPAHT
OJHOBPEMEHHO C HECeNIeKTUBHBIMH OJoKaTopaMu OeTa-aJJpeHOpPEleNTOPOB, TaKUMH Kak

IPOIIPAHOJION.

Oco0ble yKkazaHus

Canvoymamon

Bpouxomuiaratopbl He CJIeIyeT MPHMEHATh B KadeCTBE CAHHCTBEHHOTO WJIM OCHOBHOTO
JICKAPCTBEHHOTO CPEJCTBA TPH JICUCHHH MMAITHEHTOB C TSDKEJIBIM WIH HECTAOWIBHBIM TeUCHHEM
O6poHxuaIbHOM acTMBI. [lpu TsKenol OpoHXHATBHON acTMe HEOOXOIUMO MPOBEACHUE PETYIIAPHOM
OICHKH COCTOSIHHS, BKJIIOYAs OmpescicHHe (PYHKITHH JISTKHX, TaK KaK y MAIlMeHTOB €CTh PHCK
BO3HHKHOBCHUS TSDKEJIBIX HPHUCTYNOB M JIAKE CMEPTEJLHOTO HCXo/a. Jlewamum BpadaM TaKux
HAIUSHTOB CJIe/IyeT peliaTh BOMPOC O HA3HAUCHHUH MM TEPOPAIBHBIX TITIOKOKOPTHKOCTSPOHIOB
W/ WA MaKCHMAJTLHOW PEKOMEHJOBAHHOMU JI03bI HHTASITHOHHBIX TJIFOKOKOPTHKOCTEPOHIOB.

Ecmu sieuenne CTaHOBHTCSA Hed(PPEKTHBHBIM, MAIHSHTAM CJIEAYST OOpATHTHCS 3a METHUITMHCKOM

IIOMOIIBIO.
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[TarpeHTHI, TPHHUMAIONIHE CATLOYTAMOJI, I OOJeTrYeHHs] CHMIITOMOB TaK)Ke MOTYT TPHHHUMATH
OpPOHXOHIIATATOPBI KOPOTKOTO JICHCTBHSL.

[ToBpimeHHe MOTPEGHOCTH B MPUMEHSHUH OpPOHXOJUIIATATOPOB, B OCOOCHHOCTH WHIAJISAITHOHHBIX
6eTa2-arOHUCTOB KOPOTKOTO JIWCTBHS, JJISi OOJerdYeHHs CHMITOMOB OpOHXHATBHOW AaCTMBI
CBHJICTEJILCTBYET 00 YXYAUICHHH KOHTpOJs 3abosieBanusi. [lareHTam clienyeT AaTh yKa3zaHHS
o0pamaThes 3a METUIIUHCKON TIOMOMIBIO, €CITH JICUSHHE GPOHXOUIIATATOPAMH KOPOTKOTO ICHCTBHS
CTAaHOBUTCSI MeHee P (PEKTUBHBIM WITH €CJI UM TpeOyeTcs OoJbIlle HHTAISIITUH, YeM OOBITHO.

B momoGHoO# cuTyanuu ciielyeT MPOBECTH MOBTOPHYIO OIEHKY COCTOSIHHS MAITHCHTOB W PEIIUThH
BOMPOC O HEOOXOJAMMOCTH TIPOBEJCHHS YCHJICHHOTO Kypca MPOTHBOBOCTIAIUTEIBHON Teparuu
(manpuMep, OoJiee BBICOKHMH JI0O3aMH HHTAJBIIHOHHBIX TJIFOKOKOPTHKOCTEPOHIOB HJIH Kypca
Tepaliuil  MEPOPAIBHBIMH  TJIFOKOKOPTHKOCTepouAaMu). JleueHwe  TDKENIBIX — 000CTpeHHE
OPOHXHMATIBHOHN aCTMBI JIOJKHO OBIThH MPOBEICHO B 00IIeM HOPSIJIKE.

[TareHTOB CleyeT MPeAyNpeJUTh O TOM, YTO B Ciydae ociabienusi sddexta npu oObITHOM
KYIIUPOBAHUH TPHUCTYIIA, & TAK)KS NMPU YMEHBIIICHHH OOBITHOTO BPEMEHH JIeHCTBHS TperiapaTa, UM
CIieyeT He YBEJIMYMBATH JO3Y WJIM YAcTOTY HCIOJb30BAaHHUS, a OOPATHTHCS 3a METUITMHCKOM
TIOMOTITBIO.

Canp0OyTaMoJI BBI3BIBAET TMEPH(PEPUUSCKYIO BA3OAMIATAIIHIO, KOTOpask MOYKET COIPOBOXKIATHCS
pedriekTOpHON TaxWKapiued € VBEJWUYCHHEM CepJeuHoro BbiOpoca. Crenyer NpUMEHSTH C
OCTOPOIKHOCTBIO Y TIAIIUCHTOB, CTPATAIOIHUX CTCHOKAPTUCH.

[Ipu nmpUMeHEHHH CHMIATOMHMETHKOB, BKJIIOUYAs CAIbOYTAMOJ, MOTYT HaOIIOAThCS CepleyHO-
cocymucthie 5dpdexThi. Ha OCHOBaHMHM HEKOTOPHIX JIAHHBIX, TOJIYYESHHBIX B TEpPHOJC
HOCTPETUCTPAIHOHHOTO MIPUMEHESHHS], a TAK)Ke ONMYyOIMKOBAHHBIX JIAHHBIX, ObUTH OTMEUCHBI PS/IKHE
CITyYal HIIEMHU MHOKap/Ja, AacCOIMHUPOBAHHOHW ¢ caiabOyTaMosioM. IlallueHTOB ¢ OCHOBHBIM
TSKEIIBIM 3a00JIeBaHUEM cepalla (HallpuMep, ¢ UIIEMHYECKOH GOJIe3HBIO cep/iia, apUTMHEH WIH
TSKEJION Cep/IeTHON HEeIOCTATOYHOCTRIO), TIPUMEHSIOIUX CATLOYTAMOJIL, CIeyeT MPEIyIPEIUTh O
HEOOXOTUMOCTH OOpAIeHHsI 3a METUITMHCKOHN TMOMOIIBIO B CIydyae MOSIBJICHHS OOJIM B TPYIH WU
JPYTHX CHMIITOMOB, CBHJICTSJILCTBYIOMHUX 00 yxydmeHuu 3abosieBanusi cepama. HeoOGxomumo
VJICIUTh BHUMAHHUE OIIEHKE TAKUX CHUMIITOMOB, KaK OJIBINIKA WJIH OOJb B IPYJH, MOCKOJIBKY OHH
MOTYT OBITh KaK PeCIUPATOPHOTO, TAK U CEPJICTHOTO MPOUCKOIK/ICHHSL

Jleuenue TSKENIBIX OOOCTPeHHMH OpPOHXHATIBHOM AacTMBI HEOOXOTUMO MPOBOJUTH OOBIYHBIM
crocoGoMm.

[IpUMEHSTDH C OCTOPOKHOCTHIO COBMECTHO CO CPEJICTBAMH JJISI aHECTE3HH, TAKUMH KaK XJIopodopm,

HOUKJIONIPOIIaH, IraJIOTaH H APYTHMH raJIOTCHCOACPKAIUMHU IIpCIIapaTaMu.
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CanpOyTamMon He [OJDKEH BBI3HIBATL 3aTPyAHEHHS TPH ) MO ESHOICKAHHAMY,| (TaR LKak(| PH He

CTUMYJIUPYET ajb(pha-agpeHOPEHEIITOPLl B OTIHYHE OT TAKUX CHUMIIATOMUMETHUECKUX CPEJICTB, KaK
s¢eapun. OAHAKO V MAIIUEHTOB ¢ TUMEPTpoduelt MpeacTaTeIbHON Kejie3bl ObLIH cooOMeHHs O
3aTPYJHEHUAX IIPH MOUYCUCITYCKAHUH.

[lpu npumeHeHuun OeTa2-aTOHUCTOB TPEUMYINECTBEHHO TMMApPSHTEPATbHBIM CIMOCOOOM WU C
noMompio  HeOynalizepa MOXKET BO3HHKATh TMOTSHITHAJILHO  Cephe3HAsl THIOKATHSMUSL
PexomenayeTcsi OpUMEHATH OCOOYIO OCTOPOMKHOCTh IPH JICUCHHM TSDKEJIBIX 00OCTpeHHH
OpOHXHAJIBHOM acTMbI, TaK KaK THUIOKAIHEMHSI MOXKET YCWIMBATBHCSI BCJICJCTBHE THIIOKCHH H
O/THOBPEMEHHOTO IIPUMEHEHHS MIPOU3BOJHBIX KCAHTHHA U KOPTUKOCTEPOUIOB. B TakuX cHTyaIusx
PEKOMEH/IYEeTCSI KOHTPOJIUPOBATH KOHIICHTPAIIMIO KaJIUs B CBIBOPOTKE KPOBH.

Kak u jnpyrue aroHucThl OeTa-aJpeHOPEICNTOPOB, CAIhOYTAMOJ MOXKET BBI3bIBATH O0OpaTUMBIS
MeTabOIMYECKHUE U3MEHEHHUS, HATIPUMED, MOBBINICHUE KOHIICHTPAIIUH TJIIOKO3bI B KpoBH. [lanineHThI
C caxapHbpIM Jua0eTOM MOTYT ObITh HECHOCOOHBI KOMIICHCHPOBATH MOBBIMIEHHE KOHIICHTPAIHH
IJIIOKO3BI B KPOBH, M Y TaKUX MAI[UCHTOB COOOIATIOCh O Pa3BUTUHU KeToanuao3a. OJHOBpEMEHHOE
NPUMEHEHHE KOPTUKOCTEPOUTOB MOKET YCHIIHBATh JAaHHBIH 3 deKT.

bpomzexcun

CrnenyeT IpUMEHSTH ¢ OCTOPOIKHOCTHIO Y TAIIMEHTOB € SI3BEHHOM O0JIC3HBIO JKEITyAKA.

[TaneHTOB HEOOXOAUMO TIPEAYTIPEAUTH O BOZMOKHOM YCHJICHUH CEKPEIMH CIIU3H.

Coo0masioch JUNIb O SIUHUYHBIX CIyYasiX TSDKEJIBIX MOPAXKECHUHM KOKM, TAKUX KaK CHHAPOM
CruBeHca-/[JKOHCOHAa M TOKCHYECKMM »muAepMalibHbid Hekpoauz (TOH), uMeBmuX CBSA3b MO
BPEMEHHU C IMPUEMOM OTXapKUBAIOMIUX CPEACTB, B YACTHOCTH OpOMIeKCHHA THJIPOXIIOPU/IA.
BoNbITUHCTBO U3 HUX MOXKHO OOBSICHUTDH TSDKECTHIO OCHOBHOTO 3a00JIeBAHUS W/ HIIH TIPUMSHEHUEM
COIYTCTBYIOIUX INpenapaToB. Kpome Toro, Ha panHe# craquu cunapom CrtuBeHca-/[XKoHCOHA WK
TOH wMoxeT MaHH(pECTHPOBATh HECHCIU(PUUSCKUMH TPUIIONOAOOHBIMU  IIPOAPOMAILHBIMH
CHMIITOMaMHU, TAKUMHU Kak JIMXOPaJIKa, JIOMOTa, pUHHUT, Kalielb u 60k B ropie. J[MarHOCTHISCKUE
OMUOKH, CBSI3aHHBIE C OTUMH HeCTeNM(PUUSCKUMH TPUINNONOJOOHBIMH  MPOAPOMAILHBIMH
CUMIITOMAMHU, MOTYT TIPHUBOJIUTh K HA3HAYCHUIO CUMIITOMATHYECKOTO JICUCHUS TperapaTaMud OT
Kanuisi ¥ npoctyabl. [losToMy Mpu BOZHUKHOBEHHMM MOPAKEHUHM KOMKH WIIA CIMU3UCTHIX 000JIOUEK
ClleyeT HEeMeJICHHO oOpaTUThCs 3a MEIMIMHCKOH TOMOIIBIO M B KauyecTBE Mephl
IPEJOCTOPOIKHOCTH MPEKPATUTD IIpUEM OpOMIeKCHHA THAPOXIIOPU/IA.

Tsaiihenesun

He npuMeHATh 0JHOBpEMEHHO € TpenapaTaMH, M0/IaBJISIIONAMH KallleIh WIH KOMOUHUPOBAHHBIMHU
MPOTHUBOIIPOCTY/IHBIMH TpeTapaTaMH.

['BaiieHE3UH OKpAIIUBAET MOUYY B PO3OBBIH I[BET.

HpH H30BITOYHOM IMPpUMCHCHHUHU FBaﬁq)eHGSHH MOZKET BBI3BIBATH 06pa3013aHHe KaMHEH B ITOUKaX.
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B cayuae cGopa Moun B mpesiesiax 24 4acop mo¢iie MpHeYd IBARPRHESHER BEQ-METACONAN MOKET

W3MEHHUTH IBET MOUH, U JaOOpPaTOPHO MOKET ONPENeSTECA S-TUAPOKCHUHHIOIYKCYCHAsI KUCIOTa
(5-TUYK) u sanwmmnmuHgadbHas kuciiota (BMK).

Bcenomozamenvnuie sengecmea

[Ipenmapat AcKopui 3KCHEKTOPAHT COJSPIKUT 5 T caxaposbl Ha J03Y, YTO HEOOXOJUMO YUUTHIBATH
MaleHTaM ¢ caxapHbIM jguabetom. llammeHTam ¢ peAko BCTpeUaromeWcsl Hacle/ICTBEHHOM
HETIEPEHOCUMOCTBIO  (PPYKTO3BI, TJIIOKOZHO-TAIAKTO3HOW MasbabcopOimeld win Jeuuutrom
caxapasbl-U30MaJIbTa3bl He CJIeAyeT IPUHUMATh STOT IIpenapar.

[Ipenmapat ACKOpHII SKCIIEKTOPaHT CoiepKUT copOouTot (E420), KOTOphIi MOKET OKa3bIBaTh ciaboe
cmabutenbHoe aekicteue. Copouton (70% pactBop) comepskut 1,7 kkaw/t kamopuid. [lamuenTam ¢
peaKo BCTpevaromieHcsi HaceICTBEHHON HEMepPeHOCUMOCThIO (DPYKTO3BI HE CleyeT NMPUHUMATH
STOT Mpenapar.

IIpenmapat ACKOpHJI HKCIEKTOPAHT COJCPIKUT IVIMIEPOJI (IJIMIEPHUH), KOTOPBIH MOXKET BBI3BIBATH
TOJIOBHYIO 60JIb, pACCTPOUCTBO JKEITy/IKa U TUAPeI0 (TIOHOC).

[Ipenmapatr ACKOpPHJI SKCIEKTOPAHT COJICPIKUT MPONMWICHIJIMKOb, KOTOPHIM MOJKET BBI3bIBATH
CUMIITOMBI, CXOJKHE C IPUEMOM AJIKOTOJISL.

IIpenapat ACKOpHI SKCIEKTOPAHT COJIECPKUT KpacUTeNb COJTHeUHbIN 3akaT xenthld (FCF) (E110),

KOTOprﬁ MOZKET BBI3BIBATh AJUICPTHUYCCKUC PCAKIIHAH.

BimsHue HA CIIOCOOHOCTD YNPABJIATH TPAHCIIOPTHHIMHU CPeICTBAMH, MeXaHH3MaMH

Yuutsipag 1npodwib MoG0UHBIX 3(P(EeKTOB  (TOJOBOKpPYKEHHE, COHIHMBOCTH U JIpyTHe)
PEKOMEH/TYeTCsI BO BpeMsl JISUSHHUSI BO3/ICPIKATHCS OT YIPABICHHS TPAHCHOPTHBIMU CPEJICTBAMH U
MeXaHH3MaMM, OT 3aHATHH JAPYTUMH TOTCHI[MAJIBLHO ONACHBIMH BHJIAMH JIeATEJIBHOCTH,

”Ipe6yI-OIIII/IMH MOBBINISHHOM KOHIICHTpAalluu BHUMaHUA U 6bICTp0TbI IMMCUXOMOTOPHBIX peaKuHﬁ.

dopma BBITyCKA

Cupor.

I[To 100 M um 200 MJT B IITACTHKOBBIN (PJIAKOH TEMHOTO I[BETAa C HABHHYHBAIONMICHCS aTIOMUHHUCBOM
KPBINIKOM ¢ KOHTPOJIEM IEepPBOrO BCKPBITHS, Ha KOTOpOH (UKCHUpYeTCs IUIACTUKOBBIM MepHBIH
KOJIMa4oK OeJIOro I[BeTa WM MPO3PauHbId IUIACTUKOBLIM MEPHBIH KOJIMAadoK ¢ JoroTunom “G” u
Pa3HOIBETHBIMHM PUCKAMHU (3eJIeHast Ui 2,5 mi1, skerrast Ui 5,0 M1 v kpacHast uist 10,0 ao).

Kaxcapii q)J'IaKOH BMCCTC C IfIHCT‘p}/KHI/Ieﬁ 110 IIPUMEHCHHUTIO ITOMCIIAIOT B KAPTOHHYIO ITAUKY.

Ycaosua XpaHEHUHA

XpaHUTh MIPH TeMIlepaType He Bbime 25°C B OpUTHHATILHON YIIaKOBKE.
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XpaHHUTh B HEJJOCTYIIHOM JUUIA I€TeH MecTe. (MOCNEOOBATENEBHOCTL 0001)

Cpox romgHocTH
2 roja.

He MIPUMCHATE MpenapaT o HCTCUCHUH CpOKa N'OJHOCTH.

YcaoBusa OTIIYyCKA

OTImycKaroT Mo perenTy.

Burajesieln; perucTpalfioHHOT O Y10CTOBEPEHUSA
I'meamapk @apmacwsroTrkaiis JITu.

B/2 Maxanakmmu YemGep3, 22 bxynabxaii Jlecaii Poan, Maxamakmmyu, Mym6aii—400026, Unaaus.

IIpousBouTE L
I'meamapk @apmacrsroTrkairs JIt.

Jepepns Kumannypa, bagnu - Hamarapx Poan, Texcun bagau, okpyr Cousan (X.I1.) 173205, Uuaus.

Opranuszaigis, MTPUHUMAIOLIAS IIPeTeH3UH MoTpeduTe el
000 «I'neamapk UMmdke»
115114, r. Mockea, yi1. JIeTHuKOBCKas, JoM 2, cTtpoenue 3, Tein.: 8 (499) 951-00-00;

cait www.glenmark-pharma.ru
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