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MHH3IPAB POCCHH

PerucTpanMonHbiii Homep: Jn 00{0"6?{— 081116

COTJACOBAHO

Toprosoe nanmenoBaune npenapara: Koanposess .

I'pynnupoBoyHoe Ha3BaHHe: I'HIPOXJIOpOTHA3U + HpOecapTaH.

JlekapcerBenHnasi popma: TabieTKH, MOKPBITHIE IICHOYHOH 000JI0YKOM.

Cocras

Tabaemku, nokpeimeie naenounoit obonouoi, 12,5 m + 150 m2

B onnoit Tabnerke conepxutes:

oeucmeylowue  eewjecmea:  THAPOXJopoTHazua  —  12,5wmr;  upbecapran — 150 mr;

6CnoMo2amenvHule seujecmea: JIAKTO3bl MOHoruapar — 38,5 MT, LEJUII0J103a

MHKpOKpHCcTaimyeckas — 27,0 mMr, kpockapmesuiosa Harpust — 12,0 mr, runpomesuiosa — 5,0 mr,

MarHus creapar —2,5 Mr, KpeMHHsI JHOKCHI — 2,5 MI; nieHouHas 000104Ka: Ona,npaﬁ® 11

po3oBsiii 32F24503* — 10,0 mr, Bock kapHaybckuii — meree 0,05 mr.

Tabnremxku, nokpsimeie nienounou obonouxoit, 12,5 mz + 300 m2

B oonout mabremke cooepocumcs:

oeucmeyiowue  eewjecmeéa:  THApoOXiopoTHasua  — 12,5wmr; wupbecapran  — 300 mr;

6cnomocameinvHvie sewecmea: JTAKTO3BI MoHorHaApaT — 89,5 mr, LEJUTI0N03a

MHKpOKpHCTa/uinyeckas — 54,0 Mr, kpockapMmesio3a Harpus — 24,0 Mr, rumpomMesiosa —
10,0 mr, maraus creapat — 5,0 Mr, KpeMHHUs THOKCHJL — 5,0 MT; naenoynas obonouka: Onanpaﬁ®

I pososerii 32F24503* — 20,0 Mr, Bock kapHayOckuii — menee 0,1 mr.

*Omnanpaii® 11 po3oBeiii 32F24503 conepkuT akTo3bl MOHOTHAPAT — 36,00 %, runpomesiosy —
28,00 %, makporon-3000 — 10,00 %, turana amoxcun (E 171) — 25,45 %, kpacutens xenesa

okcul kpacHbli (E 172) — 0,24 %, kpacutens xene3a okcun xentsiid (E 172) — 0,31 %.

Onucanue

Tabaemku, nokpuimeie nienounou obonouxkou, 12,5 me + 150 me: oBajbHBIE JABOSKOBBITYKJIbIE

TabJIETKH, TOKPBITHIE IIECHOYHOH 000JI09KO0# OpaHKeBO-PO30BOTO IBETA, C TPABUPOBKON B BUJIE

cep/ilia Ha O/IHOHM cTopoHe H HOMepoM 2875 Ha JpyToi.

Tabaemxu, nokpuimeie nienounou o6onouxou, 12,5 me + 300 m2: oBaJbHBIE JBOSKOBBIMYKIIbIE

TabJIETKH, IOKPBITBIE INICHOYHOMH 000JI09KO0H OpaHXeBO-PO30BOr0 IBETA, C IPABHPOBKOM B BH/IE

cep/ila Ha OJIHOM CTOPOHE U HoMepoM 2876 Ha JIpyroi.
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@apmakoTrepaneBTHYeCKasi  IPynma:  THIIOTEH3UBHOE  KOMOMHMPOBAaHHOE  CPEJICTBO
(aHTaroHMUCT peuenTopoB aHrnoreHsuua Il + auyperuk).

Koa ATX: CO9DA04.

DapmMakoJI0rHyecKHe cBOHCTBA

Dapmakoounamuxa

Koanpoens”  siBisiercs KOMOMHAIMEH AHTArOHMCTA DELENTOPOB aHrHOTeH3uHa Il —
upbecaprana M THa3MIHOIO JMypeTHKa — rujapoxjopotuasuaa. KomOuHamms 95THX
HHIPEMEHTOB 00/1a1aeT a/UIMTHBHBIM aHTUTHIIEPTEH3UBHBIM 3 (EKTOM, CHHKasl apTepUaAJIbHOE
nasiierue (AJl) B Oosbineid crenenu, 4eM KaXabli U3 HUX 110 OTAEIbHOCTH.

Wpbecapran sBiseTcsl CEIEKTUBHBIM aHTaroHHCTOM pelentopoB anruotensuna Il (tunma AT)).
Upbecapran He Tpebyer MeTabosnyeckoi akTHBALMKU U1 ipuoOpeTeHus hapMaKoIoruyecKoit
aKTHUBHOCTH. AHruoTeH3uH Il  sBnseTcss BaKHBIM KOMIIOHEHTOM  PEHHH-QaHTHOTEH3HMH-
anbocTepoHoBOi  cuctembl (PAAC) M BOBieueH B maroreHe3 pa3BUTHS apTepHATIbHON
THIIEPTEH3UH, a TakxkKe romeocras Hatpus. MpOecapran Onokupyer Bce (GH3HOIOIHYECKH
3HayuMBble (PPeKThl aHrHoTeH3uHa II, He3aBUCHMO OT MCTOYHHMKA WIIM IIYTH €r0 CHHTE3a, B TOM
YHCJIe, €r0 CHJIbHO BBIPA)KEHHBIC COCYIOCY)KMBAIOIMH M aJIbJJOCTEPOHOCEKPETHPYIOIHIA
3bdekTh, peanusyrommecs uyepe3 perentopbl THna AT, pacnonoXkeHHble Ha MOBEPXHOCTH
IJIaJIKOMBIIIIEYHBIX KJIETOK COCY/I0B M B KOpe Haano4yeyHukoB. OH He 00J1a/1aeT arOHUCTHYECKOH
aKTHBHOCTBIO 110 oTHomeHHio K AT, penentopam u mmeer ropasjno Oosbinee (6osee yem B
8500 pa3) cpoactBo k AT, -penentopam, uem k AT,-penentopam (perenropam, He CBSI3aHHBIM C
perysiueit paboTel cep/IedHO-COCYIUCTOM CHCTEMBI).

UpbGecapran He uarnbupyer ¢pepmentsl PAAC (Takue Kak peHHH, aHTHOTEH3MHITPEBPALIAIOIIHIA
depment [AIID]) m He BiMseT HAa pELENTOPHI JAPYIHX TOPMOHOB WM HOHHBIE KaHAJIbI,
ydacTByione B peryasuud AJl m romeocrasa natpusi. brnokupoBanue upbecapranom AT -
PELENnTOPOB MPEePHIBAET LeNb 0OPATHOH CBSI3H B CUCTEME PEHUH-AaHTMOTEH3UH, YTO MPUBOIUT K
YBEJIMYCHHIO KOHIIEHTPAllMM peHMHa W aHruoreHsuHa II B miasme kposu. Ilocine mpuema
upbecapraHa B PEKOMEHJIyeMBIX J103aX IUIa3MEHHasi KOHIEHTPAIMs allbJIOCTEPOHa CHHUKAETCH,
HE OKasbiBas IPU 3TOM CYIIECTBEHHOIO BJIMSHHS Ha COJEpIKaHHE KaJlisi B CHIBOPOTKE KPOBH
(cpennee 3HayeHue ero ysenauueHus coctasisier < 0,1 MDkB/i). Mpbecapran He oKa3biBaeT
3aMETHOI0 BJIMSHMS Ha CBIBOPOTOYHBIE KOHIEHTPALUMH TPHUIVIMLIEPUIOB, XOJIECTEPHHA M
rimoko3el. Mpbecapran He BiMsieT Ha KOHIIEHTPAIMIO MOYEBOH KHCIIOTBI B CHIBOPOTKE KPOBH HJTH
Ha CKOPOCTb YKCKPELIHU MOYEBOI KHCIOTHI MOYKAMH.

['wapoxsiopoTnasua  sBAsSeTCSs THA3HAHBIM  JHYPETHKOM, OOJANAlONMM  JHYPETHYECKHM,

HanuﬁypeTqucng U aHTUTHIICPTCH3UBHBIM JeicTBueM. MexaHu3m AHTUTHIIEPTECH3UBHOI'O
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JCHCTBUSL THA3U/HBIX JMYPETHUKOB, HalpUMep, I'MJPOXJIOPOTHA3UIA, JI0 KOHIIA HE HM3BECTEH.
Tuasuanple IUypeTHKH BIHMSIOT HAa KaHAIbIIEBbIE MEXaHM3Mbl peabCOpOIMH 3JEKTPOJHTOB B
NoyYkKax, MpUOIIM3UTEILHO OJJMHAKOBO YBEJIMUMBAs HIKCKPELHIO HATPpUs U XJI0pua0B. Harpuiiypes
NPUBOAUT K BTOPUYHOH mnorepe Kanuss W OukapOonarta. ['MIpoXijopoTHa3ua yBETHMYHUBAECT
AKTUBHOCThH PEHMHA IUIa3Mbl KPOBH U CEKPELMIO alIbJJOCTEPOHA, a TAK)Ke CHHIKAeT COJIepiKaHue
KaJlisl B CBIBOPOTKE KpOBH. OJIHOBPEMEHHBIN NMPUEM aHTArOHUCTA PELEeNnTOpOB aHTHOTeH3uHa I1
CIOCOOCTBYET YMEHBIIEHHIO OTEPh KAJIUs, CBA3AHHBIX C JI€HCTBHEM THA3H/IHBIX JHYPETHKOB.
AHTUTUNIEPTEH3UBHBIH 3 dexkT wupbecapraHa B KOMOMHAIMH C  T'HIPOXJIOPOTHA3HUIOM
NPOSBJISAETCS YK€ I0C/Ie NpPHEMa €ro MNepBOH 03kl W CTAHOBUTCS 3HAYMMBIM B TEUCHHE
1-2 Hesiens mpuema, ero MakCUMaIbHBIH aHTUrHNepTeH3UBHBIA ekt gocturaercs Kk 6-8
HeJene JieyeHHus. B 101rocpouHbIX KIMHHYECKHX HMCCIIEOBaHHUAX HAOJIONAIOCh COXpaHEHHE
AQHTUTHNEPTEH3UBHOIO 3ddexra koMOMHaIMK HpOecapTaH/THAPOXJIOPOTHA3H/L B TeueHHe Ooliee
OJIHOTO Toj1a.

KomOunamus ruapoxioporuasui/upbecaprad npu ee rnpueMe B TEpaneBTHYECKOM JMara3oHe
7103 00J1a/1aeT 10303aBHCHMBIM M a/UIMTHBHBIM aHTUTHIICPTEH3UBHBIM JICHCTBHEM. Y NAIIMEHTOB,
y KOTOpBIX Ha (poHe MOHOTepanuu upbecapranoM B j103¢ 300 Mr He HabJIHO1AJI0Ch J10CTATOYHOTO
camkenuss AJl, nobasnenune x MoHoTepanuu upbecapraHom B g03e 300 Mr OJMH pa3 B CYTKH
OJTHOKPAaTHOrO B TEYEHHE CYTOK mpuema 12,5 Mr TruapoxJopoTHasHja HPUBOJWIO K
JONOJIHUTEIbHOMY CHHIKEHHIO JHacToimdyeckoro AJl K KOHIly MeXJI030BOr0 HHTepBajia
(T. €., yepe3 24 4 mocie npueMa npenapaTtoB) Ha 6,1 MM pT. CT. (110 CPaBHEHHIO ¢ J0OaBICHUEM
manebo). Habmopanocs obmee cumxenue cucronmdeckoro AJl (CAJL)/ amactonuueckoro AJl
(AAJT) npu xom6unamuu 300 Mr upbecaprana u 12,5 Mr ruapoxsioporuasuia (o CpaBHEHHIO ¢
npueMoM 1uianebo) g0 -13,6/-11,5mm pr. cr. OIHOKpaTHBI# B TEYEHHE CYTOK IPHEM
150 mr upbecaprana u 12,5 Mr ruapox;iopoTHasuaa MPOAEMOHCTPUPOBaI (110 CPaBHEHHUIO C
npuemom 1uianedo) cpeanee cumwkeHne CAJI/JIAJl B KOHIlE MEXI030BOrO HHTEpBajia Ha
12,9/6,9 MM pt. cT., cOOTBETCTBEHHO. MaKCHMallbHble  AHTHIHIIEPTEH3UBHBIE  S()PEKTHI
pasBuBaiMch 4epes 3-6 4. Ilpu cyrounoMm MouuTopupoBanuu AJl mnpueM npenapara
Koanpogens” 12,5/150 Mr oaus pa3 B CYTKHM BbI3bIBaJI YCTOHYMBOE CHM)KeHHE AJl B TeueHHe
cytok (cpeanee cumxenne CAJI/JIAJL cocrapisiio, COOTBETCTBEHHO, -15,8/-10,0 MM pr. CT., 10
cpaBHeHHMIO ¢ mianebo). Beipaxennele B mnpouenrtax mnokasarenu T/P (orHomenus AJl,
M3MEpsieMOro B KOHIIE MEXJ030BOro MHTepBajia [ocTaroyHoe neictBue] k AJl BO Bpems
MaKCHMaJIbHOIO JeHCTBHA KOMOMHauMi upOecapTaH/THAPOXJIOPOTHA3HI) COCTABISIIH, Kak
MHHHUMYM, 68 %.

B xinmHMuyeckoM HUCCJICIOBAHUH Y TMAIlUEHTOB C HEIOCTATOYHBIM CHHIKECHUEM AII Ha Q)OHG
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MOHOTEpANuy  THAPOXJOpPOTHA3HJAOM B 03¢ 25mr gobaBienue  updbecaprana K
THAPOXJIOPOTHA3HIY  BBI3BIBATIO  JOMONHHUTENbHOe cpeaHee cHwkenune CAJU/JIAJl wHa
11,1/7,2 MM pT. CT., COOTBETCTBEHHO, 110 CPABHEHHIO C MOHOTEpAINueil ruApOXIOPOTHAZHIIOM.
AJl cHMXKaloChb B OJMHAKOBOW CTEMEHH B TOJIOKECHHH «CTOS» H B TIOJOKEHHH «IEKAN.
Oprocratnueckue 3G¢exTsl HaOMOJATHCh PEIKO, OJHAKO HUX BO3HHUKHOBEHHE BO3MOXHO Y
NAIMEHTOB C TUITIOHATPUEMHEH U/MITH THIIOBOJIEMHUEA.

O¢ddexTuBHOCTL MpOecapTaHa/THAPOXIOPOTHA3KAA HE 3aBHCHT OT BO3pacTa, pacoBoOii
NPUHAUIEKHOCTH WM mnosna. OO0mas aHTHIHNepTeH3WBHAs peakuus Ha KOMOWHALMIO Y
NalMEHTOB HETPOUIHOM pachl U NMALIUEHTOB APYTHX pac Oblia mog00HOM.

[Tocne ormensl upOecaprana AJl MOCTENEHHO BO3BPAIIAIOCh K HCXOJHBIM 3HAYEHHSIM.
Cunypoma «oT™MeHBI» y upOecapTrana ¥ rHIpoXJI0pOTHA3H 1A He Ha0JII01al10Ch.

[Ipu npreme ruapoXI0pOTHA3K/IA BHYTPb IHYpeTHYeCKuit 3 deKT HacTynaa B TeYeHHE MEPBBIX
2 4, IMype3 JI0CTHrall MaKCUMyMa TPHOJIH3HTENILHO Yepe3 4 4 ¥ CoXpaHsics 0Koio 6-12 u.

B AByX KIMHHYECKHX MCCIEI0BAaHMSX OIEHMBAIOCH JieueHHe mnpenapatroM Koampopeis® B
KayeCcTBE MEPBOHAYAILHOM T€PAlMH y MALMEHTOB ¢ YMEPEHHO BBIPAXKEHHOH (HCXOHOE cpe/iHee
3HA4YCHUE AJ1 162/98 mm pr. cT.) 1%} TSKEJION (ucxomHoe cpeaHee 3HAYeHHUe
AJ1172/113 MM pT. CT.) apTepHalibHO# runepTeH3uei. B 06oux uccneoBanugax ObLUIO MOKa3aHO
JIOCTOBEPHOE NPEMMYIIECTBO aHTHIHIIEPTeH3UBHOTO S dekTa npenapara Koanposens® (B 103ax
ot 12,5/150 mr no 25/300 mMr) B kadyecTBe Ha4aIbHOW TEPANHH, 10 CPABHEHHIO C IPUMEHEHHEM B
Ka4yecTBE HAYaJIbHOM Tepanuu MoHoTepanuu upbecapranom (B jgo3ax ot 150 mr go 300 mr) u
THJIPOXJIOPOTHA3KHIOM (B 1103ax oT 12,5 Mr 10 25 Mr).

DapmakoKkuHemuxa

Hu upbecapran, HU ruIPOXJIOPOTHA3H/ HE H3MEHSIOT (papMaKOKMHETHKY JpYT JpyTa.
Abcopbyus

Wpbecapran 1 ruipoX10poTHa3suL SBISIOTCS AKTHBHBIMH BEIIECTBAMH IIPH TIPHEME BHYTPh U He
HYX/JIal0TCsi B OHOTpanchopMaIuy JUIsi CBOETO NMPEBPAICHHS B aKTHBHYIO (hopMmy.

[ocne nmpuema BHYTph mpenapata Koamposeis® aGcosoTHas OuonoctynHocTs upbecaprana
cocrapisier 60-80 %, a ruapoxioporHazuna — 50-80 %. IlpweM numm He BiaHMseT Ha
GMOJIOCTYIIHOCTh AKTHBHBIX BellecTB npenapara. Ilocie npuema mnpenapata Koamposenb'
BHYTPb MaKCUMajibHble KOHIEHTPAHH (Cpax) B CHIBOPOTKE KPOBH JOCTHraioTcs 4epe3 1,5-2
Juis upbecaprana v 4epe3 1-2,5 4 u1st THAPOXJIOPOTHA3K/IA.

Pacnpeoenenue

Casa3p upbecaprana ¢ Ges1KaMH I1a3Mbl KPOBH COCTaBIISET, NPHOIH3UTENBLHO, 96 Y%, €ro CBS3b C

KJI€CTOYHBIMH KOMIIOHCHTAMH KpPOBH SBJISIETCS He3HauuTeIbHOH. OO0BbeM pacnpeaciicHus
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upbecaprana coctaBuser 53-93 1 (0,72-1,24 i/kr). CBs3b THIPOXJOpPOTHA3WAA ¢ OelikaMu

IU1a3Mbl KpPOBH cocTaBisieT 68 %, a ero oobeM pacnpeaenenus — 3,6-7,8 n/kr.

Memabonuzm

[locte npuema BHYTPh WJIM BHYTPHBEHHOTO BBeZeHHs | C-mpbecaprana  80-85 %
PaMOaKTHBHOCTH, LMPKYJIUPYIOLIEH B IUla3Me KpPOBH, IPUXOJMTCS Ha HEHW3MEHEHHBIH
upbecapran. Mpbecapran Meraboiu3upyeTcs Ne4YeHbIO MyTeM OKHCJIEHHS M KOHBIOTALMH C
TIIOKYPOHOBOH KHCIIOTOH. OCHOBHBIM METabOJIMTOM, HaXOASLIMMCS B CHCTEMHOM KPOBOTOKE,
aBjseTcs MpOecapraHa IOKypoHH (npubimsurensHo, 6 %). Oxwucienne wupbOecapraHa
OCYIIECTBJISIETCS, IJIaBHBIM 00pa3oM, ¢ momoulbio H3opepmenta muroxpoma P450 CYP2C9,
yuyactue usopepmenta CYP3A4 B merabonuszme upOecapraHa sBJSETCS HE3HAYHUTETBHBIM.
UpbGecapran He MeTaboIM3UPyeTCst ¢ OMOLIBIO OOJIBITHHCTBA H30(EPMEHTOB, KOTOPBIE 0OBIYHO
Yy4acTBYIOT B MeTaboaHu3Me JekapcTBeHHBIX mnpenapatoB (u3odepmentsl CYP1A1, CYP1A2,
CYP2A6, CYP2B6 CYP2D6 unu CYP2E1), u He BbI3bIBaeT HX HHIMOMPOBAHHUS WIIH MHIYKIHH.
Wpbecapran He uHayuupyer u He uHruOupyet usopepment CYP3A4.

Buigeoenue

Upbecapran u ero MetaboHuThl BBIBOISTCS M3 OpraHM3Ma, Kak yepe3 KMIIEYHHK (C XKEeIYblo),
TaK u noykamu. Ilocie npuema BHYTph MM BHYTPHBEHHOTO BBeleHHs ' C-upbecaprana 20 %
PaIMOaKTHBHOCTH OOHApYKMBAETCS B MOYe, @ OCTaJIbHas 4acTh - B Kajie. MeHee 2 % BBeIEHHOM
JI03bl BBIJICJISICTCS T0YKaMH B BHJE HEM3MEHEHHOro wupOecaprana. ['MApOXJIOpOTHA3MI He
MeTabonu3upyeTcss M BbIBOAWTCS Toukamu. CpeJHHe 3HAYEHHs IUIA3MEHHOTO IepHo/a
nonyseiBeieHus (T1,2) rugpoxnopoTuasuaa coctaBisiior 5-15 4. ['uapoxI0poTHasu IpOHUKaeT
4epes I1alleHTapHbIi 6apbep M BbIIEJISETCS B IPY/IHOE MOJIOKO.

Koneunplii nepuon nomyseiseennst upbecaprana (T),) coctasusier 11-15 4. O6mmii kiaupenc
BHYTPHBEHHO BBEJICHHOTO upbecaprana coctapiseT 157-176 Mii/MHH, a €ro nMoYeYHbIH KIMPEHC
cocrapisier 3-3,5 mu/MuH. IIpu eXeIHEBHOM OJHOKPaTHOM B TEYEHHE CYTOK IIpHEME
upOecapraHa paBHOBeCHas Ila3MeHHas KoHueHtpaums (Css) mocturaercs dyepes 3 JHs, TpH
3TOM HalJII0/1aeTCsl €ro OrpaHHYeHHOE HAaKOIUIEHHE B IU1a3Me KposHu (MeHee 20 %).

Ocobuie 2pynnel nayuenmog

Bnusnue nona na papmarxoxunemuxy upbecapmana

Y oKkeHIMH (110 CpaBHEHHIO C MYXXYMHAMH) OTMEYAIOTCS HECKOJIBKO 0o0lee BBICOKHE
TJIa3MEHHbIEe KOHIEHTpaluu upbecaprana. O7HAKO CBS3aHHBIX C [0JIOM Pa3jIHuMil B MEPHOJIE
TOJTYBbIBE/ICHHSI M HAKOILUIEHWH MpOecapTaHa He BbisBiseTcs. Koppekuun 10361 upbecaprana y
KeHIMH He Tpedyercs. He Habmo1anoch CBA3aHHBIX C MOJIOBOMH MPUHAUIEKHOCTBIO Pa3jinuMil B

s dexrax upbecaprana.
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d)ap.waml\'unemuxa upﬁecapmauay nAyuenmoes noXCu1020 sospacma

3navenus AUC (niomaau noji papMaKOKHHETHYECKOH KPUBOH «KOHIIEHTpALUSI-BpeMsi») U Cpay

upOecapraHa y MNaIMEHTOB MOXHIOro Bo3pacta (65-80seT) ¢ KIMHMYECKH HOPMaJIbHOM

(dyskiued noyek U neyenu ObLTH, MpUOIU3UTENBLHO, Ha 20-50 % BbIlIe, YeM y nauueHToB OoJiee

mosionoro Bospacta (18-40 ner). Koneunwie T, Obutn comocraBumbiMH. He nHabmronanock

CBSI3aHHBIX C BO3PACTOM pazinunii B 3¢ pexrax upbecaprana.

Dapmarxokunemura upbecapmana npu HapyueHuu QYHKyuu neveHu

Y nauueHToB ¢ Jierkoi ((pyHKIMOHAIBHBIN Ki1ace A win 5-6 6auioB no mkane Yaia-I1si0) u

YMEPEHHO BbIpakeHHOH ((yHKuIMOHANBbHBIH Kiacc B unm 7-9 GamnoB no mxane Yaitna-I1si0)

MIEYCHOYHOH  HEJ0CTATOYHOCTBIO  BCJIEJACTBHE LUppO3a Me4YeHH (PapMaKOKMHETHYECKHE

napameTpbl upOecapTaHa CyleCcTBEHHO HE H3MEHSIOTCS.

Dapmarxoxkunemuxa upbecapmana npu HapyueHuu QYHKYuu novex

Y nauMeHTOB ¢ HapylmieHHeM (QYHKIHH TI0Y€K WJIH TalHeHTOB, KOTOPHIM IPOBOJUTCS

reMOJHaan3, ToKas3areau (apMakOKHHETHKH wupdecapraHa CylmIeCTBEHHBIM o00pa3oM He

nu3MensoTes. Mpbecapran He BBIBOAMTCS W3 OpraHM3Ma C MOMOIIBIO FeMOIHAIN3A.

Bausnue pacosoii npunaonesdcnocmu Ha papmakokunemuxy upbecapmana

Y nobpososbues 6e3 aprepuanbhoii runeprensun AUC u T, upOecaprana y Juil HerpouaHO#M

pacel O6buM, npubau3uTenbHO, Ha 20-25 % BbIE, YeM Yy JHIl eBponeouaHON pachl; Cpax

upbecapraHa y HUX Obli1a IPaKTUYECKH OJIMHAKOBOM.

Iloka3zanus K npUMeHEeHHIO

ApTepuaibHas THIIEPTEH3Uss YMEPEHHOH MM TSIKEJIOW CTENEHH TSKECTH (JIeYeHHE MallHeHTOB,

KOTOPBIM IT0Ka3aHa KOMOMHUPOBaHHAs THIIOTEH3UBHAS TEpaIus).

IIporuBonoka3anus

- IloBbleHHAs 4YyBCTBUTEIBHOCTH K AaKTHBHBIM BelleCTBAM Ipenaparta, K JoOoMy u3
BCTIOMOTATENIbHBIX BemecTs npenapata Koarnposess™ (cM. pasaen «CocTay) Wi K JIPYTUM
NPOM3BOJHBIM  cyidb(oHamuaa  (THAPOXJIOPOTHA3MI  SABJISETCS  CYJIb()HOHAMH/IHBIM
IIPOU3BOHBIM ).

- OaHOBpeMEHHOE MPUMEHEHHUE C JIEKAPCTBEHHBIMHU IperapaTtaMy, COAEpKallliMH aIHCKUPEH,
y TMalMeHTOB C caxapHbIM JHa0ETOM MWJIM C YMEPEHHOW M TSKEJIOW IOYEeYHOM
HEJI0CTaTOYHOCTBIO (CKOPOCTh  KIyGoukoBoit ¢umbrpammu [CK®] < 60 mn/mun/1,73 m?
IIOBEPXHOCTH TEJA).

- OnanoBpemeHHOe npuMmeHeHue ¢ uHruOutopamu AllD y nanueHToB ¢ JuabeTHUYECKON

HedponaTHei.
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Tsxenas noueunas HejpocraroyHocTh (kiaupenc kpeatuHuHa (KK) menee wim pasen

30 muI/MHH), aHYpUS (B CBSI3M C HAJIMYHEM B COCTaBE MpenapaTa rHIApOXJIOPOTHA3KIA).
bepemeHHOCTD.

Ileproa rpy1HOro BCKapMJIMBaHHUSI.

Bospact 10 18 net (3¢ dexTuBHOCTD U 6€30MaCHOCTh HE YCTAHOBJICHHI).

HacnencTBeHHas HENEepeHOCUMOCTb TajlaKTO3bl, HEJOCTATOYHOCTH JIAKTA3bl MM CHHJPOM

IIIOKO30-TaIaKTO3HOH MaibabcopOIHH.

C ocTOpOXKHOCTHIO

Ilpy cTeHo3e aopTalbHOrO MM MHTPAIBHOIO KjanaHa, WIH THIEPTPOPHUYECKOi
obcTpykTuBHO#M Kapauomuonaruu (I'OKMIT).

Ilpy rUmoBOJIEMHH, T'MIIOHATPHEMHH, BO3ZHUKAIOIIMX, HANpPUMEp, IPH HHTEHCHBHOM
JIMYPETHYECKOH TEepanuH, reMojinainse, coOI0ICHHH IUEThl C OrpaHHYEHHUEM MOTpeOIeHUs
MOBAPEHHOM COJIM, JHMapee, pBOTe (OMAacHOCTh 4Ype3MepHOro cHixkeHus AJl, cMm. paszen
«Ocobble ykazaHus»).

VY naumenToB ¢ GpyHKIMEH novek, 3aBucsIei oT akTHBHOCTH PAAC, TakuX Kak MalUeHThl ¢
apTepHalIbHOM TMIEPTEH3HEH ¢ JABYXCTOPOHHUM MJIM OJHOCTOPOHHHUM CTEHO30M IMOYEYHBIX
apTepuii MM [AlMEHThl C XPOHHUYECKOH cepjaeyHoM HejpoctarodyHocTthio -1V
dbynkmonanbHoro knacca (no kiaccudpuxamun NYHA) (em. pazaen «Ocobble ykazanusy).
[Ipu wmmemuyeckoil Gose3sHM cepala W/HIM aTepOCKIEPOTHYECKOM MOPAKEHHH COCY/I0B
rOJIOBHOIO MO3ra (PHCK YCHJICHHMSI MIIEMHH MHOKap/Aa WIH TOJIOBHOIO MO3ra, BIUIOTH JI0
pa3BUTHs MH(APKTAa MHOKap/ia UM HHCYJIBTA TIPH Ype3MEPHOM CHIKeHUH AJ).

IIpy nouyeyHoM HEAOCTATOYHOCTH JIETKOM M ymepeHHo# crenenu tskectd (KK ot 60 10 30
MJ/MHH) (PHCK YBEJIHYEHHs a30TE€MHH, MOBBIICHHS KOHIEHTPAIlMM MOYEBOH KHCIOTBHI B
KPOBH, B CBSI3H C HaJlMYWeM B COCTaBe Iperapara THAPOXJIOPOTHA3HJa, U pa3BUTHSA
THIIEPKAJIMEMHH, B CBSA3H C HAJIMYUEM B COCTaBe Ipernapara upobecapraHa).

ITocsie TpancnianTalmu NoYKH (OTCYTCTBHE OIBITA KIHHHYECKOTO IPUMEHEHHS ).

[Ipy ne4yeHOYHOH HEJIOCTATOYHOCTH BCEX CTENEHEH TSHKECTH WM TPH MPOrPECCHPYIOMIMX
3a00JIeBaHMAX TIEYEHH (B CBSI3M C HAJMYHEM B COCTaBe Iperapara I'MApoXJOpOTHA3H/a, TaK
KaK Jla)ke He3HaYMTe IbHbIE HAPYIIEHUS BOAHO-3JIEKTPOIUTHOrO Oajanca y TakMX MaldeHToB
MOT'YT CIIPOBOLIUPOBATH NNEYEHOUHYIO KOMY).

IIpu caxapHoM nmabGere (B CBSI3M C HAJMYMEM B COCTaBe Ipernapara I'MIpOXJIOpOTHA3HIa
BO3MOJKHO CHHIKEHHE TOJIEPAHTHOCTH K IJIIOKO3€, MOBBIIIEHHE NMOTPEOHOCTH B MHCYJIMHE M

NEPOPAJIbHBIX THIIOTTIHKEMHYECKUX cpencmax).
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- Ilpn moparpe (B CBSi3M ¢ HAJIMYMEM B COCTaBE Mperapara IHJApOXJIOPOTHA3UAAa BO3MOMKHO
TMOBBILIEHUE KOHIIEHTPALIUHU COJIel MOYEBOH KHCIIOTHI B KPOBH).

- Ilpu runepkanuemMuu, OJHOBPEMEHHOM IIpHeMe KaauiicOeperaioumx IpenapaTtoB W/ HiH
COJZIep KALIMX KaIUH 3aMEHHUTENeH COMH (PUCK PAa3BUTHS THIIEPKAIHEMHH ).

- Ilpm cucreMHOM KpacHOW BoqYaHkKe (B CBS3M C HaJIM4YHMEM B COCTaBe Iperapara
THAPOXJIOPOTHA3KM/IA, TaK Kak HMMEITCs cooOmmeHuss 00 0o0OCTpeHHH WM YTSIKEeJICHUH
TEYEHHs] CHCTEMHOM KpacHON BOJYAHKHU MPH NPUMEHEHHUH THA3H/IHBIX THYPETHKOB).

- Ilpu oaHOBpeMEHHOM mnpueMe JPYrHX THIOTEH3MBHBIX IpenapaTtoB (BO3MOXKHOCTh
NOTEHLIMPOBAHUS UX AHTHUTUIIEPTEH3UBHOTO JCHCTBHSA).

- Ilpu cMMNaTIKTOMUM (PUCK YCHIICHUS aHTHTHIIEPTEH3UBHOTO 3G PeKTa rHAPOXIOPOTHAZHIA).

- Ilpu npumenenun B xomOuHanmuu ¢ uHrubutopamu AII® wim anuckupeHOM, Tak Kak, 10
CPaBHEHHIO ¢ MOHOTepanuei, npu aBoiHONH Onokage PAAC umeeTcs NMOBBIIEHHBIA PHCK
pa3BHTHs YPE3MEPHOro CHHWKEeHUs AJl, runepKaJMeMuu U W3MEHeHHH (QYHKIHH MOoYeK (CM.
paszen «OcoOble ykazaHus»).

- Ilpn annepruyeckux peakuusix Ha NEHUUWUIMHBI W Cylb(paHWIaMHIbl B aHAMHE3E,
ABJIAIOIMXCSA (aKTOpaMM PUCKA Pa3BUTUS MIMOCHHKPA3HYECKOW peakilnH, Hadlo1aBuieics
pH TpHeMe Cyab(haHHIaMHU/IOB HIIH TIPOM3BOHBIX CyJIb()OHAMK/IA, POSBIISIOMIEHCS B BUJIE
OCTPO# 3aKpBITOYTOJbHON IJIayKoMbl (cM. pasjen «OcoOble ykasanus», noapasaen «Ocrpas
MHOIIUS ¥ BTOPUYHAs OCTPasi 3aKPBITOYTOJIbHAS IJIayKOMay).

Ilpumenenne npu GepeMeHHOCTH H B EPHO/L I'PY/AHOI0 BCKAPMJIMBAHHS

bepemennocme

OnwIT 10 NpUMeHeHHIo Tpenapata Koanposes® npu O6epemeHHocTH oTcyTcTBYeT. C ydyeTom

TOrO, 4TO NpH npHeMe UHruouTOpoB AIID GepeMeHHBIMH KEHIIHHAMH BO BTOPOM M TPEThEM

TpUMeCTpax OepeMEHHOCTH HaOJIIOATHCh TMOBPEXJIEHHE W TMOesb pa3sBHBAIOIIEroCs IUIOJA,

npenapar Koanpopens®, kak u oGoii JIpyroi mpemapar, KOTOPBIH BO3JeHCTBYeT

HenocpecTBeHHO Ha PAAC, Helb3si IPUMEHATH BO BpeMsi 0€peMEeHHOCTH.

Twasuanple 1MypeTHKM NPOHMKAIOT dYepe3 IUIACHTAPHBIH Oapbep M OOHApYKHMBAIOTCH B

MyNOBUHHOW KpOBH. [IpuMeHeHHE aMypeTHKOB y OepeMeHHBIX HE PEKOMEH/YeTCs, TaK Kak

BO3MOXXHO pa3BUTHE (eTaTbHON WIIM HEOHATAIBLHOMN JKENTYXH, TPOMOOIMTONEHHH M JPYTHX

HEXKeJIaTeJIbHBIX PeakKIvii, KOTOpble HabIIOAAIOTCS Y B3POCIIBIX.

Ipn auarHocTHpoBaHKM GepeMEHHOCTH BO BpeMs JieueHus mpenapatom Koanposens® creyer,

KaK MOJKHO CKOpe€€, IPEKPATUTH €I0 IIPUEM.
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Ilepuoo epyonozo éckapmaueanus

HeusBectHo, mnpoHukaer M upbecapraH MM ero MeTaboJUThl B TPYAHOE MOJIOKO;
THPOXJIOPOTHA3U/L IPOHUKAET B IPYAHOE MOJIOKO. THazuaHble THYPETHKH NIPU UX IPHMEHEHHH
B BBICOKHMX J103aX, BbI3bIBasi MHTEHCHUBHBIH JHype3, MOTyT MoJaBisATh Jakrauuio. IIpenapar
KoarnpoBesb” MNpPOTHBONOKA3aH K MNPHMEHEHHIO B TEYEHHE BCErO IMEPHOAA TPYIHOIO
BCKapMJIMBAHMS M3-3a NOTEHUMAIBHOTO pUCKa Ui rpyaHoro pedenka. [loatomy, nocie oneHku
COOTHOLIEHHS NpPEAnoiaraeMoi Mojb3bl OT IpHEMa Ipenapara /Ui MaTepH U NMOTEHIHATBLHOTO
pHcKa Juis peOeHKa, cieyeT NPeKpaTUTh WIH I'Py/IHOe BCKapMJIMBaHHWE, WIH MPHEM Ipernapara
Koarposes".

Cnocod npuMeHeHHS H 103b1

Koanposesib" IPUHAMAIOT OJIMH Pa3 B CYTKH BHE 3aBUCHMOCTH OT BPEMEHH IPHeMa IHIII.
Koanposess” 10/KeH PHMEHSATHCS Y NIAHEHTOB, AJ] KOTOPBIX HEJ0CTATOYHO KOHTPOIHPYETCs
upOecapTaHOM MJIH THAPOXJIOPOTHA3HIOM B MOHOTEPAITHH.

Ipenapar Koanposens”™ 12,5 Mr+150 mr (taGnetku, cojieprKalie rupoxjaopotuasua 12,5 mr u
upbepcantan 150 Mr) MOXKeT NPUMEHSTHCS Yy MNAIMEHTOB, Y KOTOpPbIX AJl HemocTaTouHO
KOHTPOJIMPYETCSl  MOHOTEpanueil  THApOXJIOpOTHa3HIOoM Hiau  upbecapraHoM B Ji03€
150 mr/cyTku.

[Tpenapar Koanposenb® 12,5 mr+300 mr (TaGnetku, copepkamume rupoxiaopoTuasua 12,5 mr u
upbepcantan 300 Mr) MOXET NPHUMEHSTHCS Yy NAIMEHTOB, Yy KOTOpbIX AJ] HexocTarouyHo
KOHTpoJMpyeTcs updecapranoM B j1o3e 300 Mr 1M npenapaTom Koanpoaem,® 12,5 mr+150 mr.
[Ipy npyMeHEHHH y NALMEHTOB, Y KOTOpbIX AJl HEOCTAaTOUYHO KOHTPOJHMPYETCS IMpernapaTrom
Koanponenb® 12,5 Mr+300 Mr, 1036l npenapaToB B KOMOWHALIMKH MOTYT OBITh YBEJIMYEHBI JI0
300 mr upbecapTana u 25 MI THIAPOXJIOPOTHA3HA B CyTKH: 2 TabneTky npenapara Koanposess™
12,5 mr + 150 mMr umm otHa Tabsetka npenapata Koanposens™ 25 Mr+300 wr.

MakcumanbHas cytoyHas jo3a: 2 TaOJNeTKH mpenapara Koanposenb® 12,5 Mr+150 Mr uim
1 Tabnerka npenapara Koanpoaenb® 25 mr+300 mr.

Ecim He ynaercs J0ocTHYb IeNeBbIX 3HadeHHH AJ] TpH  MOHOTEpamuH MpernapaTroMm
Koanposens™, To K €ro mnpHeMy MOXKHO J0GaBHTH IPUEM JIDYTHX THIOTEH3UBHBIX
JIEKapCTBEHHBIX CPEACTB (Hanpumep, Oera-aJApeHOOJIOKAaTOPOB M OJOKATOPOB «MEIJICHHBIX»
KaJIbIIMEBBIX KAHAJIOB JUTMTEJILHOTO JIEHCTBHUS).

B kayecTBe HavajbHOW Tepanuu y MALMEHTOB, KOTOPbIE, KaK IpPEANoJaraercs, UCXoJs H3
TSOKECTH MX 3abosieBaHus, OylyT HY)KIaThCsl B IPOBE/ICHHH KOMOMHHPOBAHHOM THIIOTEH3MBHON
TepanuH, JeyeHHe HadMHaloT ¢ npenapara Koanposens” 12,5 Mr+150 mr, IPUHUMAEMOTO OJIMH

pa3 B cyTku. [Ipu HeobxoumocTn 66abImero cumkenus AJl 103a Moxer ObITh yBeJIHYEHA Yepes3
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1-2 HeslenM JiedyeHHs 10 MAaKCUMAJIbHOM J103bI I'MJIpOXJIopoTHa3uaa 25 Mr u upbecaprana 300 mr
OJIMH Pa3 B CYTKH.

Ilpumenenue y omoenvnvix epynn nayueHmos

Jlemu u noopocmku

Ha nacrosumii MmomeHT Ge3omacHocTh U 3((EKTHBHOCTL Ipenapara y HalMeHTOB JETCKOro M
I10/IPOCTKOBOT'O BO3pacTa He yCTaHOBJICHA.

Iayuenmul nosicunozo eéo3pacma

OOBIYHO y NANMEHTOB IMOXKWUJIOIO BO3pacTa CHH)KEHHs 03kl He Tpelyercs. Y mNalMeHTOB,
KOTOpble MpUHMMaTH npenapar KoanpoBeas® B KIMHHYECKHX HCCIIEIOBAHHMSX, B OOIIEM He
HaOmoaanoch pasnuuuii d¢pdexTuBHOCTH M 0E30NmaCHOCTH MeX1y MallMeHTaMH B BO3pacrte
65 net u crapiue U nanueHTamu 6oJiee MOJIOJIOr0 BO3pacTa.

Iayuenmul ¢ neveHouHOU HEOOCMAMOYHOCMbIO

OOBIYHO y MAIMEHTOB C HapylIeHHeM (QYHKIIMH Ne4YeHH (JErKOH U YMEPEHHOH CTeNEeHH TSIKECTH
- 5-6 u 7-9 6annoB no mkane Yaiina-I1so, cOOTBETCTBEHHO) CHUXKEHHUs 10361 He Tpebyercs. B
CBS3M C HAJMYMEM B COCTaBe Ipernapara T'MJIpPOXJIOpOTHa3uaa cleayer colmoaarh o0codyro
OCTOPOXKHOCTh IIPH NPUMEHEHUHM IIpernapara Yy NalHeHTOB C TSKEIOH TeYeHOYHOU
HEZ0CTaTOYHOCTHIO (Oosiee 9 HanmnoB no mkane Yaiina-I1s10).

Ilayuenmul ¢ noueuHol HeOOCMamoyHOCMbIO

OO6BIYHO y MAIMEHTOB € NMOYEYHOU HEJOCTATOYHOCTHIO (JIETKOM M YMEPEHHOM CTENEHH TSKECTH
— KJMpeHC KpeaTMHHMHaA > 30 MJI/MUH) CHMOKEHHS 10361 He TpeOyercs. OJHAKO B CBS3HM C
HAJIMYMEM B COCTaBe IIpernapara THUAPOXJIOPOTHA3WAA Yy MMALMEHTOB C THKEJIOW MOYEYHOM
HE/IOCTATOYHOCTBIO TPHMEHeHHe npenapata Koamposens® He pekoMeHayeTcss  (KJIMpeHC
KkpeatuHuHa < 30 Ma/mMuH) (cM. pa3aen «Ocobble yKa3zaHHs»).

Iayuenmul ¢ 2unosonremueit

VY TNauMeHTOB ¢ BHIPAKEHHBIMH THIIOBOJIEMHEH W/WIM THIIOHATPUEMHEH, Halpumep, y
NAIMEHTOB, IOJIyYarOlIMX MHTEHCHUBHYIO JUYPETHYECKYIO Tepamnuio, THIIOBOJIEMUS U
THIIOHATPHEMHs  JIOJDKHBI  ObITh CKOPPEKTHpPOBaHbI JI0 Hayaja IPUMEHEHHs Tpernapara
Koanpogenb” (cM. pazzen «Ocobble yKa3zaHHUs»).

ITo6ounoe aeiicrBue

VKa3aHHble HH)XKE HEXKeJIaTeJIbHbIC SIBIICHHs IPEJCTaBICHBI B COOTBETCTBHH CO CIEAYIONIMMH
rpajalMsMHM 4acTOThl UX BOZHUKHOBEHHs 1O Kiaccupukanuu BO3: ouens yacro (21/10); yacto
(=1/100, <1/10); mewacto (>1/1000, <1/100); peako (>1/10000, <1/1000); odyeHs peako

(<1/10000, BxIrOUas oTaebHBIE COOOIIEHHUS); HEM3BECTHAS 9acToTa (110 MMEIOIIUMCS JaHHBIM
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OIPEC/ICIINTL  YaCTOTY BO3HUKHOBCHHS  HEXKCJIATCIIBHOIO  ABJICHHUS  HC  IIPEACTABIISACTCS

BO3MOJKHBIM).

Kombunayua upbecapman/zuopoxnopomuasuo

B kiMHMYeckux — HccienoBaHusX — Oe3omacHocTh  koMOMHaumu — upbecapraHa W
THAPOXJOpoTHa3uaa Obuta  oneHeHa npubimsurenbHo y 2750 nanMeHToB,  BKIIOYAs
1540 naumeHTOB ¢ apTepHaJbHOW THMEPTEH3WEH, MOJYYaBIIMX OTO JICYCHHE B TEYCHHE
6 mecsueB, u y Gosnee 960 manMeHTOB, MOJYYaBIIMX €ro B TEYEHHE OJHOro rojaa u Oosee.
Hexenarenbhble SIBJICHUS y NalHeHTOB, MOJTy4aBIIUX KOMOHHALUIO
upbecapTan/TuIpoXJI0poTHa3u, ObUTH OOBIYHO YMEPEHHO BBIPAKEHHBIMH M TPEXO/AIIUMH, H
UX YacTtoTa He ObUla CBfi3aHA C BEJIMYMHONW NpPUHUMaAEMO# J103bl. YacToTa BO3HHKHOBEHHS
HE)KeJIaTe/IbHBIX SBJICHUH TaKKe He 3aBHUCela OT BO3pacTa, 1ojla ¥ PacoBOM MPUHAIIEKHOCTH
MalUEHTOB.

B nane60-KOHTpOIHpYeMBIX MCCIIEI0OBAHUAX, B KOTOPbIe BOILIO 898 malueHToB, MoJTyYaBiIkx
KoMOMHaMI0  upbecapTaH/ruapoxXjIopoTHasul  (0ObIYHAS  MPOJAOIIKHUTEIBHOCTD  JICUEHHUS
2-3 Mecsla), NpeKpamieHue JIeYeHHus: HM3-3a KakKoro-iubo KIMHHYECKOro WM J1abopaTopHOro
HEXKEJIaTEIbHOTO SBJICHHUs ObLIO JIOCTOBEPHO MEHEE 4YacThIM Y MAIllMeHTOB, MPHHUMABIIHX
KoMOMHanMu upbecaprana ¥ rujpoxioporuasuaa (3,6 %), 4eM y NalueHTOB, NMPHHUMABIIMX
mianebo (6,8 %).

Hescenamenvnvie aenenun, nabaiooasuiueca npu npuMeHeHuu KomMouHayuu upbecapmana
U 2udpoxnopomuasudoa 6 naauebo-KOHMpOIUPYEMbIX UCCACO06AHUAX Y RAUUEHMOE C
apmepuanbHou 2unepmeHnsueil

Hapywenus co cmoponwvi Hepenotl cucmemvl

YacTo: rosoBokpykeHHe, roioBHas 60J1b.

HewacTo: oproctatuyeckoe roJloBOKpyKeHHe.

Hapywenus co cmoponw cepoya

Hewacro: Taxukapans, H3MEHEHHUS Ha 3JIEKTPOKAPAHOTrPaMME.

Hapywenus co cmoponwvl cocyoos

HewacTo: upe3mepnoe cumkenue AJl; nepudepuyeckue OTEKH, B YACTHOCTH, OTEKH HHKHHX
KOHEYHOCTEH; «ITPUIIMBBI» KPOBU K KOXKE JIHIIA, CAHKOIAIBHBIE COCTOSIHHUS.

Hapywenus co cmoponwi sicenyoouno-kumweuno2o mpakma

YacTo: TomuoTa/pBoTa.

Heuacro: auapest, cyXocThb CIIM3UCTONH 000JI0YKH MOJOCTH PTa, a0 IOMHHAILHbIE GOJIH.
Hapywenus co cmoponbl nouek u mouebl600suux nymetl

YacTo: u3MeHEeHHEe YacTOThI MOYCHUCITYCKAHU .
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Hapywenus co cmopoHbl no1066IxX 0peanos u MOJI0YHOU Hcele3bl

Heuacro: nonoBast mucdynxums (ocnabnenne 1uOU10, IpeKTHIbHAS TUCHYHKIIHS).

Obwue paccmpoiicmea u Hapywenus 8 mecme 66€0eHUs

YacTo: noBbIIEHHAS YTOMIISIEMOCTD.

Heuacro: cnabocTs.

Hapywenus co cmoponvl Kodicu u NOOKOICHbIX MKAHel

HeuacTo: KoXKHas CbIlb, 3y/1.

Hapywenus co cmoponbl ckenemmuo-muludedHoul u COeOUHUMeNbHOU MKAHU

Heyacmo: muanrus, 601 B KOCTSX, ¢1a00CTh B KOHEYHOCTSX.

Heswcenamenvnoie agnenusn, nabaooasuiueca 6 niayebo-KOHmMpoIUPyemMvix UCCAE008AHUAX
npU  RNPUMEHEHUU KOMOUHauuu upbecapmana u 2UOPOXTIOPOMUAZUOA 6 Kadecmee
HA4aIbHO20 NICYEHUA Y NAUUCHMOE C aApMeEPUIbHOI 2UnepmeH3Uell MANCENoU U cpeoHell
cmenexHu maxcecmu

Hauanvnoe nevenue kombunayuen upbecapmana u 2uopoxiopomuasuod

IIpeacraBienHble  HWXKE — HeXelaTelbHble  sBJICHHS  KOMOMHaumu  umpbecapraHa W
THPOXJIOPOTHA3HAa B  HCCIICJOBAHMSX, MPOBEJCHHBIX Y MAlMEHTOB C apTepHalbHOM
THIIEPTEH3HEN TKENOW M CpeJIHEH CTeNEeHW TSKECTH, ObUIM aHAJIIOMYHBI OINMMCAHHBIM BBIIIE
HEKE/IaTeIbHbIM  ABJIEHHSM, HaO/IOJABIIMXCS B paHee IPOBE/ICHHBIX HCCIICIOBAHHUSAX IIPH
apTepHaIbHOM THIIEPTEH3HH.

B KJIMHHYECKOM HCCIE0BAaHUH, IPOBEJCHHOM IIPU apTEePHAIBHONW THIEPTEH3HH CpeIHEH
crenenu Tsokectu (cpeanee JIAJL, B monoxenun «cuas» 90-110 MM prT. CT.), BHABI U YacToTa
He)KeJlaTelbHbIX ABJIEHHH, Ha0MOAaBIIMXC S Y TIAIMEHTOB, TOJTyYaBIKX npenapar Koanposeis™
B Ka4yeCTBE HAYalbHOHM Tepanuu, ObUIM aHAJOTWYHBI NMPOQHIIO HEXKeIaTeTbHBIX SBICHHUN Y
NAalMEeHTOB, IMOJyYaBUIMX Ha4yallbHOE JIEYEHHE B BHUJE MOHOTEpanuu updecapTaHOM HIIH
ruipoxsopotuasuoM. He Obulo 3aperucTpupoBaHO CilydaeB CHHKONAIBHBIX COCTOSHHH B
rpynne KOMOMHHPOBAaHHOW TepalmMH, a B TpYINE MOHOTEPANHH THIPOXJIOPOTHA3HIOM ObLI
3apEruCTPHPOBAH OHMH CIIy4ai CHHKONAIBHOIO COCTOSTHHSI.

Yactota yKe yKa3aHHBIX BbIIlIE HEKENATENbHBIX SBICHHM @PH TEpalkH IIPernapaTtoM
Koanposenb”™, MoHOTeparnnu upbecapTaHOM M MOHOTEpANUU  THAPOXJIOPOTHA3H/IOM,
cootBeTcTBEHHO, cocTaBuia: 0,9 %, 0% u 0% ans upe3MepHOro CHHUXKEHHs apTepHAIbHOIO
nasnenus; 3,0 %, 3,8 % u 1,0 % s ronoBokpyxkenus; 5,5 %, 3,8 % u 4,8 % m1s ronoBHOMH
oomu; 1,2 %, 0 % u 1,0 % s runepkammemun u 0,9 %, 0 % u 0 % U181 rUNOKATHEMHUH.

Yactora OTMEHBI JIeYEHHMs M3-3a HEKEJIATeNbHBIX SBICHHH IPH TEpaldM IpernapaToM

®
Koanposem; , MOHOTEpaIlnu up6ecapTaH0M U MOHOTEpAIu THAPOXJIOPOTHA3H/I0M COCTaBHJIa
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6,7 %, 3.8 % u 4,8 %, COOTBETCTBEHHO.

B k1MHMYECKOM HCClieIOBaHUH, NTPOBEJACHHOM IPH TSOKENOH apTepuaiibHOM runeprens3uu (J1AJ]
B IIOJIOKEHHH «cHas» > 110 MM pT. cT.), o0mmas kapTHHA HEKelaTesIbHbIX SBJICHHH B TCUCHHE
7 nenens HabmoaeHus ObLla CXOAHOM Yy NMAlMEHTOB, MOJYYaBIIMX B KAauyecTBE HavallbHOM
Tepanuu mnpenapar Koanposenb®, ¥ y MAIMEeHTOB, MOJIyYaBIIMX B KAUECTBE HAYaJIbHOW Teparuu
upbecapran. Yacrora yke yKa3aHHBIX BBIIE HEXeNATeNbHBIX SBJICHHH JUIA Ipenapara
Koanposenb® u upbecaprana cocraBuia, cooTBeTcTBeHHO: 0% 1 0% juis CHHKONAJIBHOIO
coctosinus; 0,6 % u 0 % ans ype3aMepHOro CHHKEHHs apTepHalIbHOro JaBieHus; 3,6 % u 4,0 %
Juis rosioBokpyxenus; 4,3 % u 6,6 % s ronosHoi 6osn; 0,2 % u 0 % a1s runepkaiueMun |
0,6 % u 0,4 % nys THIIOKAJIMEMHUH, COOTBETCTBEHHO.

YacTora oTMEHBI JIeUeHHs W3-3a HEXKeJATeIbHbIX SBJICHHH IIPU IIPHEMe Ipenapara Koanpoaenb®
H IIp¥ MOHOTepanuu upbecapranom coctaBuia 2,1 % u 2,2 %, COOTBETCTBEHHO.
Jlabopamopnuie u uncmpymenmanvivie OanHvle

Kinunuuecku 3Ha4MMBIX M3MEHEHHiT B pesysbTaraxX J1abopaTOpHBIX HCCIIEJIOBAHHI B XOJI€
KOHTPOJIMPYEMbIX KIIMHHYECKUX UCCIIeIOBAaHHIi Ipenapara Koanponenb® HE BBISBJIEHO.

Onvsim nocmpezucmpayuoHH020 RPUMEHEHUA

Hpbecapman

Kak u B cioyyae ¢ JpyrMMH aHTaroHMCTaMH peLENTOPOB aHruoteHsuHa I, KpaiiHe pejkue
Cllyyad pa3sBUTHS PEaKIHil rMIepUYyBCTBUTEIBHOCTH (AHTHOHEBPOTHYECKHI OTEK, KpanuBHHUIIA)
Habmo1aMceh pu MoHOTepanuu upbecapranom. Kpome sroro, npu npumeHennu upbecaprana
MOCJIE €ro BBIXOJa Ha PBIHOK HAOJIOJAMCh ClIEYyIONIHe HeXelaTelbHble PeaKIMh: BEPTHTO,
acTeHHs, THIEPKAIMEMHs, JKEJITyXa, MHAJIrHs, IOBbIIIEHHE MoKa3aTelel (yHKIHMOHAIbHBIX
«II€YEHOYHBIX» NPO0, renaTuT, 3BOH B yIIaX M HapylleHHe (QYHKIUH MOYeK, BKIOYas Ciydau
pasBUTHs OCTPOM MOYEYHON HEJOCTATOYHOCTH Y MAIIMEHTOB IPYIIIBLI PUCKA.

T'uopoxnopomuaszuo

IIpn MoHOTEpanuH rHAPOXJIOPOTHAZUIAOM HAOIIOAAINCH CIEAYIONIME HEXeaTeIbHbIE SBJICHHUS
(BHE 3aBHCHMOCTH OT HX CBfA3M C NPHEMOM TIHIPOXJIOPOTHA3HWJA): AHOPEKCHS, pa3pakeHue
CIIM3HMCTOH O0OJIOUKH JKeTy[Ka, JAuapes, 3amop, Keiryxa (CBs3aHHas C BHYTPHIIEYEHOYHBIM
X0JIECTa30M), IaHKPEaTHT, CHAJOAJCHHUT, BEPTHUIO, IApecTe3wsi, KCAHTOICHS, JIEHKOIEHHUs,
HEHTPONEHHsI/arpaHyJIOUTO3, TPOMOOIMTONEHHS, aIllaCTHYEeCKass aHEeMHUsi, TeMOJIMTHYECKas
aHeMusi, peaknuu GoToceHCHOMIN3ALNH, TNXOPA/IKa, KPAHBHUIA, HEKPOTH3UPYIOIIMHA aHIHHT
(BacKyJIMT, KOXHBIH BAaCKyJIMT), PECIIHPATOPHbIA MCTPECC-CHHAPOM (BKJIIOYAas IMHEBMOHHT M
OT€K JIErKWX), aHa(uIaKTHYECKHEe peaKlIWH, TOKCHYECKHH ONUAEPMAIbHBIA HEKPOJIU3,

TUIEPIIIMKEMHS, TIIOKO3YpUs, TMIIEPYPHKEMHUs, HAPYLIEHUS BOJIHO-JIEKTPOJIMTHOrO OajiaHca
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(BKJIIOYas ~ TUINOHATPUEMMIO M THINOKAJIMEMHUIO),  HapylleHue  (QyHKIMH  1ouex,
MHTEPCTHLHAJIbHBIA HeQPHUT, MbIIIEUHbIE CcHa3mbl, cl1abocTh, OecroKOMCTBO, TNpexoisiiee
HapylIEHHE OCTPOTHI 3PEHHUSI.

Ilepexo3supoBka

Cumnmomot

HaubGonee pacnpocTpaHEHHBIMM  CHMIITOMaMH, HaOMIOZABIIMMHUCS Y  B3POCIBIX  TIPH
NEPEIO3UPOBKE  I'MJIPOXJIOPOTHA3U/IA, SBISUIMCb CHMIITOMBI, BbI3BAHHbIC HApPYIICHHSAMH
3JIEKTPOJIMTHOTO  COCTaBa KpPOBH  (THIIOKATHEMHS, THIOXJIOPEMHs, THIIOHATPHEMHS) WM
Jleru/iparaiuen, BO3HUKAIOIIHUMHU BCJIEICTBUE YPE3MEPHOTro auypeTrueckoro 3¢gdexra. B ciyqae
OJIHOBPEMEHHOTO NPUEMA CEP/ICUHBIX TTIMKO3H/10B (HalpUMep, JUrOKCHHA) HJIH aHTHAPUTMUKOB
(HanpuMep, coTasloNla) THIOKATMEMHsT MOXET CIOCOOCTBOBATH PA3BUTHIO HAPYIIEHHH pHUTMA.
IIpn nepeno3upoBke npenapara BO3MOXHO 4Ype3MEpHOE CHHIKEHHE apTepPHAIbHOTO JIaBJICHHS,
pa3BuTHE OpaJMKapIuu U TaXUKap/IUH.

Wmeercs onwiT npuema upbecaprana B mo3ax a0 900 Mr/cyTku B TeueHue 8-MH Hejenb 0e3
pa3sBUTHUSI TOKCHYECKHUX P PEKTOB.

Jleuenue

OrcyrerByer Kakas-m60 crnennduueckast HHGOpMaIHs B OTHOIIEHHH JICYEHHUS TIEPEI03UPOBKU
npenapatom Koanposens™. ClielyeT yCTAHOBHTH MOCTOSHHOE HAGIIONEHHE 3a COCTOSHHEM
Nal|eHTa W, NpH HEOOXOAMMOCTH, MPOBOAWTH CHMIITOMATHYECKYIO H I0UIEP)KUBAIOLIYIO
TEparnuio, BKIK0Yas BOCCTAHOBJIECHUE TOTEPh XKUIKOCTH M 31MeKTposiuToB. [Ipn mepeno3uposke
PEKOMEH/IyeTCsl BBI3BaTh PBOTY H/MJIM IIPOBECTH IIpOMbIBaHHE Keiyaka. Mpbecapran He
BBIBOJIMUTCS M3 OpPraHM3Ma ¢ NOMOINBIO0 remoauann3a. CTeneHsb BBIBEICHHS IHIPOXJIOPOTHA3H 1A
C MOMOIIBIO FeMOHATH3a HE YCTAHOBIICHA.

B3aumoaeiicTBHe ¢ APYrHMH JIeKapCTBEHHBIMH CPeICTBAMH

Mcxons M3 JaHHBIX MCCIIENIOBAHUN in Vitro, He OXKHIAeTCs B3aUMOJIEiCTBHs upbecapraHa ¢
JIEKapCTBEHHBIMHU CPEJICTBAMH, METabOIM3UPYIOIMMHUCS ¢ oMolnbio u3opepmentoB CYP1AI,
CYP1A2, CYP2A6, CYP2B6, CYP2El wumu CYP3A4. HpbGecapran, B OCHOBHOM,
meTabosm3upyercs ¢ noMombio H3ohpepmenta CYP2C9 u, B MeHbIIEH CTENEHH, MOJABEPraeTcs
IIOKypoHHpoBanuio.  He  nabmonanoch — 3HA4YMTENBHBIX  (DAPMAKOKHHETHYECKHX W
(papmakoMHaMUYECKHX B3aMMOJCHCTBHI NPH COBMECTHOM NPUMEHEHMH HupbecapTana c
BaphapuHOM, IIpernapaToM, MeTaboIH3UPYIOIMMCs ¢ momompblo Hu3odepmenta CYP2CO.
HUpbecapran He u3MeHseT (apMaKOKHHETHKY JMIOKCHHA W CHMBactaTthHa. [Ipu coBMeCTHOM
NPUMEHEHHH HpOecapTaHa ¢ TMAPOXJIOPOTHA3HIOM WIH HH(eAUnuHOM (GapMakOKHHETHKA

upbecapTana He H3MEHSETCS.
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C nexapcmeennbiMu npenapamamil, CoOepHCAujUMU AIUCKUPEH

Kombunauus  upOecapran/ruApoxXjopoTHa3Hja ¢ JEKapCTBEHHBIMH  IIperapaTam,
COJIEpXKALMMH AJIMCKUPEH, IMPOTUBONOKA3aHa y MAIMEHTOB C caXxapHbIM JuabeToM WK ¢
YMEPEHHOH M TsDKeIOoH noveuHoit HeaoctatouHocThio (CK® < 60 mu/mun/1,73 M OBEPXHOCTH
Tejla) U HE PEKOMEHIyeTcs y Apyrux nanueHToB (cM. paszensl «lIporuBonokazanus», «C
OCTOPOKHOCTBIOY, «Oco0bIe yKazaHUs»).

C uneubumopamu AIID

IIpumenenne koMOMHaNMK HpOecapTaH/THAPOXJIOPOTHA3H/L B COYETaHNH ¢ HHrHOnTOpamu AllD
NPOTUBOIOKA3aHO y MALMEHTOB ¢ AuabeTHueckoi HedponaTHel U He PEKOMEHIYETCs Y JIPyruX
nanueHToB (cM. pasaensl «lIpotuBonokazanus», «C 0CTOPOKHOCTBION, «Oco0bIe yKa3aHUs»).

C nekapcmeenHbiMu Cpeocmeamu, GIUSIOUWUMU HA COOEPICAHUE KANUSL 8 KPOBU

Ha ocHoBaHMM oOnbITa, MOJYYEHHOrO TNPH NPUMEHEHHH IPYTHX JIEKapCTBEHHBIX CPEJICTB,
pstomux Ha PAAC, onnHoBpeMeHHOe NpuMeHeHHe upOecapraHa ¢ mperiapataMi Kallus;
3aMEHHUTENISIMM COJIM, COJEPKALMMH KalMii; KainicOeperalolumMy JMypeTUKAMU WITH JIPYTUMH,
CNOCOOHBIMM TOBBIIATH COJICPIKAHUE KaIUS B IUIa3Me KPOBH JIEKAPCTBEHHBIMH CpEJICTBAMH
(remapuH), HHOTJIa MOKET 3HAYMTEIBHO MOBBICHTH CHIBOPOTOYHYIO KOHIIEHTPALUIO KaJIUsi, YTO
TpeOyeT TIaTeabHOro HabMIOJEHUS 3a MOKa3aTe/IsIMH Kallksl IUIa3Mbl KPOBH Y MAIIMEHTOB BO
Bpems  sieuyeHus. OJHOBpeMEHHBIH ¢ wupOecapTaHOM TpHEM THAPOXJIOPOTHA3HIA MOXKET
YMEHBIIIUTH YaCTOTY pa3BUTHS 3TOro dddeKTa.

C HnecmepouonvimMu npomusogocnarumenbHuMu 1ekapcmeennvimu npenapamavu  (HIIBII),
BKNIOYAS CeIeKMUBHbIE UHUOUMOPLI YuKknooKkcueenasvl-2 (LJOI-2)

VY nanMeHToB MOXKHJIOI0O BO3pacTa, MAHEHTOB C THIIOBOJIEMHEH HIIM MAIlMEHTOB ¢ HAPYIIEHHOM
bynkuueii nowyexk npumenenne HIIBII, Brxmouas wunruburopsr [[OI-2, oxHOBpeMeHHO ¢
AQHTArOHUCTaMHU PENEnTopoB aHruoTeHsuHa ll, Biiowas wupbOecapraH, MOXET NPHBECTH K
YXYAIEHHIO  (QYHKIMM  TOYEK, BKIIOYAs BO3MOXHOE pa3sBHTHE OCTPOM  IOYEYHOM
HEI0CTaTOYHOCTH. OTH 3(dexThl 00bMHO sBASIOTCS OOpaTUMbIMH. CllefyeT MepHOJANYECKH
KOHTPOJIMPOBaTh (DYHKIIMIO MOYEK y NMAlHEeHTOB, OJHOBPEMEHHO MPHHAUMAIOIIMX HpbecapTaH u
HIIBII. Tlpu o0JHOBpEMEHHOM IPUMEHEHHH AQHTArOHHCTOB PEIENTOPOB aHrHoTeH3uHa Il
BKmoyas upbecapran, u HIIBII, Bxmouas cenektuBHble wHruOuTOphl I1[OI-2, BO3MOXKHO
ocsabjieHHe aHTUTUIEePTEeH3HBHOTO 3G dekTa HHrHOUTOPOB PelenTOPOB aHrHoTeH3uHa II.

C smanonom, b6apbumypamamu uiu HAPKOMUYECKUMU CPEOCMEAMU

Moxer HabmonaTbest yCHICHHE HMH OPTOCTATHYECKOW I'MIIOTEH3UH, BbI3HIBAEMON THA3MIHBIMH

Y PETHKAMH.
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C nepopanvnbimu 2UNO2NUKEMUYECKUMU CPEOCMEAMU U UHCYIUHOM

Tak kak THAPOXJIOPOTHA3UJ MOXKET IMOBBIIATH KOHUEHTPALMIO TJIIOKO3bl B KPOBH, MOXET
noTpedoBaThCs yBEIHYEHHE J103bl THIIOTIIHKEMHYECKOI0 CPe/ICTBA.

C npomusonooacpuyeckumu 1eKapcmeeHHbIMU CPeoCmeamu

Ilpuy  oaHOBpeMEeHHOM npueme  KomMOuHauuu  MpOecapTaH/THAPOXJIOPOTHA3U U
IIPOTHBONOAAr PUYECKHX CpEeJICTB MOXeT notpeboBaThCs KOppEeKLHUs J103
IIPOTHBONOAArpHYECKHX  [penapaToB H3-3a BO3MOXKHOCTH TIOBBIIMICHHS  CHIBOPOTOYHBIX
KOHIIEHTPAIIMK MOYEBOH KHCIIOTHI MIPU IPHEME T'HJIPOXJIOPOTHA3H/IA.

C cepoeunvbimu enuKko3uOamu, aHMuapuUMMUYecKuMu cpeocmeamu

IIpy MX COBMECTHOM NpUMeHEHMM ¢ KoMOMHauueil upOecapTaH/THAPOXJIOPOTHA3UA B Cilydyae
BO3HUKHOBEHHUSl THUIIOKAIMEMMM M THIOMarHMEMMM, BBI3BAHHBIX BXOJSIIMM B €ro COCTaB
THA3U/IHBIM JIMYPETHKOM, BO3PACTAET ONACHOCTh PA3BUTHSI APUTMHUH.

C conamu kanvyus

Tuasuauble AMYpPEeTHKH MOTYT NOBBILATH COJEPKAHHWE KaIbLMS B CHIBOPOTKE KpoBH. Ecim
NalMeHTy TpedyeTcss NpPUMEHEHHE MpenapaToB KalbLUs WIM  KajdblUii-cOeperarmmx
npenaparoB (Hanpumep, BuTaMuHa D), To He0OX0AMMO KOHTPOJIMPOBATH COJIEPIKAHUE KAJIbIUS
B CBIBOPOTKE KPOBH M IIPOBOJMTH COOTBETCTBYIOIIYIO KOPPEKIMIO peXHMa J03HpPOBaHHS
npernapaToB KaJblIHs.

C KonecmupamuHoBou cMon0u Ui KOAeCmunoiom

BcacpiBanue ruIpoxaopoTuasujia B IpUCYTCTBUH aHKOHOOOMEHHBIX cMOJI cHIKaercs. Clieryer
pas/ieNaTh M0 BPEMEHH NpHeM npenapata Koanmpopenb® M 9THX MpenapaToB He MeHee YeM Ha
4 4.

C conamu rumus

JInypeTHKM yMEHBINAIOT MOYEYHBIH KIUPEHC JIMTHS, B CBOKO OYepe/Ib MpOecapTan yBeIHUMBaET
CBIBOPOTOYHBIE KOHILEHTPALMKU JIMTHA. Bce 3TO yBelMuYMBaeT pUCK pa3BHUTHS TOKCHYECKHX
>bdexro muTHa. Cremyer coOmomath OCTOPOKHOCTH MPH OJAHOBPEMEHHOM IPHMEHEHHH
npenapata KoanpoBens® ¢ CONSMH JIHTHS, PEKOMEH/IyeTCsl B 3TOM CJIy4ae KOHTPOJHUPOBATH
COJIEp)KaHHE JINTUS B CBIBOPOTKE KPOBH.

C uneubumopamu cunmesa 5H002eHHbIX NPocmMazianounos (nanpumep, HITBII)

Y HEKOTOPBIX MAllMEHTOB 3TH JICKAPCTBEHHBIE CPEJICTBA MOTYT YMEHbIIATh 3P (EKThI THA3HIHBIX
JINYPETHUKOB.

C Opyeumu ouypemukamu u 2UunOMeH3UBHbIMU CPEOCMEAMU

['uapoxsopoTHasua, BXoasmmit B cocTaB mpenapata KoampoBenas® MOXeT IOTEHIMPOBATH

3G deKThl APYrUX rHNOTEH3UBHBIX CPEACTB, OCOOCHHO IaHIIHOOI0KATOPOB U BI0KAaTOpPOB GeTa-

Crp. 16 u3 22




A/IPEHOPCLETITOPOB. FHIIPOXHOPOTH33HII MOKET B3aUMOJEHCTBOBATL C JIMA30KCHJIOM; IIpH HX

COYETaHWH CJIelyeT MOHHUTOPHPOBATH KOHUEHTPAIMIO TIJIIOKO3bI B KPOBH, CBIBOPOTOYHYIO
KOHIICHTPAIHUIO MOYEBOH KHCIOTHI H A/l

C nedenonspusylowumu muoperakxcanmamu (myboKypapurom), cpeocmeamu 0N MeCmHOU
anecmesuu, cpeocmeamu 015 0bwell anecmesuu u cpeocmeamu 0 npemeouKayuu nepeo oowe
anecmesuei

DddexT HeNENONAPUIYIONMX MHOpPEIAKCaHTOB (HampuMep, TyOOKypapuHa), CpPeICTB JUIs
MECTHOH aHEeCTE3WH, CPEeJCTB /Ul OOIeH aHeCTe3WH W CPEJACTB IS NpEeMeIHKallu| Iepej
obmieit anecte3nedf MOryT NMOTEHIIMPOBATBHCS THAPOXJIOPOTHA3UIOM, H MOXKET MOTPeObOBaThCs
KOppeKIMs UX pexuma j103upoBanus. [Ipu coyeranuu ¢ npueMoM ruipoxJiopoTHasuia CpejicToa
JUIsl MECTHOM aHECTE3UH, CPEJICTBA JUld OOLIEH aHeCTe3uH U CPEJICTBA JUls IPEMEMKALIUN Nepel
oOmieii anecTe3nel JOKHBI IPUMEHSTHCS B YMEHBIIEHHBIX 103aX. Eciin BO3MOXHO, TO npHeM
THIPOXJIOPOTHA3H/IA CIIEIYET NPEKPATHTD 3a OHY HEJIENIO 10 XHPYPru4ecKoro BMEIaTe IbCTBA.
C kapbamazenunom

OnnoBpeMeHHOE NpHMEHEeHHe KapOamaszenuHa U rHAPOXIOPOTHA3HA MOXKET aCCOLMUPOBATHCS
C PHUCKOM  Da3BUTHS THMIIOHATPUEMHM C KJIMHHYECKMMH mposiBieHusMu. Crenyer
KOHTPOJIMPOBATH COJAEPIKAHUE HJICKTPOJIUTOB B KPOBH BO BPEMSI COBMECTHOT'O ITPUMEHEHHUS ITHX
neKapcTBeHHBIX cpeAcTB. [Ipn HeoOxoauMocTn npuMeHeHus kapbaMasenuna, Mo BO3MOKHOCTH,
PEKOMEH/1yeTCsl IPUMEHSTh IMYPETHKH C APYTMM MEXaHH3MOM JICHCTBHS.

C 2niokokopmukocmepouoamu, adpeHoKOPMUKOMPONHbLIM 20PMOHOM

VBennyeHnue pucka pa3BUTHS FHIIOKATHEMHH.

C kamexonramunamu (Hanpumep, ¢ HOpInUHePPUHOM)

JleficTBHE KaTEXOIAMHHOB, MOKET OBITh 0CIIabJICHO 101 BIMSAHHEM THA3HIHBIX JHYPETHKOB.

C  anmuxonunepauyeckumu N1€KapCMBEHHbIMU — CpeOCmeamu  (Hanpumep, ¢ ampoOnuUHOM,
bunepuoerom)

[loBpIeHHe GHONOCTYNIHOCTH JIMYPETHKOB THA3WAHOTO psila 3a CYET 3aMe/UICHHS MOTOPHKH
XKEJTYZI0YHO-KUIIEYHOT O TPaKTa.

C yuxnogpocgpamuoom, memompexcamom

Tuasuabl MOryT CHMKATh BbIJICICHHE TOUKAMH THX [HTOTOKCHYECKUX CPEJICTB M YCHIMBATh MX
MUEJIOCYIIpecCUBHBIE 3D (HeKThI.

Ocobble ykazanus

Upesmepnoe cnudicerue AJ] — nayuenmer ¢ 2unosonemuetl

Ilpumenenne npemapara Koanpopenb® 0 HACTOSIETO0 BpPeMEHH PEIKO CONPOBOXK/JAJIOCH

4pe3MEepHbIM CHHXeHMeM AJl y NanMeHTOB ¢ apTepHalbHOM runepTeH3ueil 6e3 apyrux
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(bakTopoB pucka Juis pasBuTUs upe3mepHoro cHikeHus AJl. UpesmepHoe cumxenue AJl,
COINPOBOJXKAIOIEECS KIMHUYECKOW CHMIITOMAaTHKOW, MOMKET Ppa3BUTBCA Yy IALMEHTOB C
THIIOHATPHEMHEH/THITOBOJIEMHe. [ MIIOBOJIEMHUSI M/WIIM  THIIOHAPTHEMHs JOJDKHBI  OBITH
CKOPpPEKTUPOBAHBI /10 Hayaja IpueMa Inpenapara Koanposens”. THasHIHbIE HYPETHKH MOTYT
MOTEHIIMPOBATH JICHCTBHE JPYTHX THIOTEH3UBHBIX CPEJCTB (CM. pazeiibl «C 0CTOPOKHOCTBION
u «Crnocob® mpuMeHeHHss W JI03bl», «B3auMopjelcTBHE C JPYrHMH JIEKapCTBEHHBIMH
Cpe/ICTBaMM »).

Hapywenus gpynkyuu nouex u nevenu

[Ipenapar Koanposenb®

HE PEKOMEHIYeTCs TNMPUHUMATh MalUeHTaM C TSOKEIOW IMOYEeYHOH
HEJIOCTaTOYHOCTBIO (KHMpeHe kpeatuHuHa < 30 Mu/MuH) (cM. paszzen «IIpoTuBonokasanus»). Y
MAlUEHTOB C HApYIICHUSMH (PYHKIMHM NOYEK BO3MOXKHO YBEJIMYEHHME a30TEMHH, CBA3aHHOE C
COJIEp)KaHWEM B COCTaBe TMpernapara THAPOXJIOpoTHazuaa. HeT KIMHMYECKMX JaHHBIX
OTHOCHTEJHLHO NMPUMEHEHHS Tperapara y MalueHTOB, HEJaBHO NEPEHECIINX MEPECaaKy MOYKH.
Korzma mpenapar Koanposess® nprMeHsieTcsl y TAlMEHTOB ¢ HapylIEHHOH (yHKIHMeH mouex,
PEKOMEH/IyeTCsl EPUOIMYECKUN KOHTPOJIb COJEp)KaHUs KajlMs, KOHLEHTPAlMH KpeaTHHHHA H
MOYEBOH KHCIIOTHI B CBIBOPOTKE KPOBH.

IIpenapar Koanposess” 10JDKEH IPHMEHSTBCS ¢ OCTOPOKHOCTBIO y MAIHEHTOB ¢ HapyIIeHHAMH
(YHKIMM TEYEHH WIM NPOrPECCHpPYIOMUMHU 3a00JeBaHUAMH IEYEHH, IIOCKOJIBbKY Jaxe
HEOOJIbIINE H3MEHEHHUs BOJIHO-3JIEKTPOJIMTHOro OajlaHca MOTYT CIPOBOLIMPOBATH Pa3BUTHE
NEeYEHOYHON KOMBI.

Hapywenus 600H0-31eKkmpoiumno2o baranca u memaboiuyeckue HapyueHus

Tuazunel, BKIIOYAs THAPOXJIOPOTHA3H], MOTYT BBI3bIBAaTh HApyLIEHUE BOJHO-3JIEKTPOJHUTHOIO
OanaHca (TMIOKAIMEMHIO, THIIOHATPUEMHIO M THIOXJIOpEMHUYECKUH ankano3). XOTsS IpH
MPUMEHEHUH THA3UIHBIX JUYPETHKOB B MOHOTEpANMU, OCOOEHHO B BBICOKHX J103aX, BO3MOXKHO
pa3BUTHE THUINOKAJIMEMHH, OIJHOBPEMEHHBIH TmpueM HpbecapTaHa MOXKET YMEHbIIATh
THIIOKAJIMEMUIO, BbI3BIBAEMYIO THMJpoxjoporuasuaoM. Haobopor, Gmaronmaps upbecaprany,
BXOJIAIIEMY B COCTaB mpenapata Koanpopens”™, MOXeET HMETh MECTO THIEePKATHEMHS, 0COOEHHO
IpU HAJIUYMU NOYEYHOH HEOCTAaTOUYHOCTH, CEpP/CYHON HEAOCTATOYHOCTH, caXxapHOro auadera.
PexomeHyeTcs perysipHbIii KOHTPOJIb COJEp)KaHUsI KalHusi B CHIBOPOTKE KPOBH y INMAlUEHTOB
rpynnel pucka. KanuiicOeperatomue JuypeTHKH, KajaueBble N00aBKM WM KalMHCOJEpKalue
COJIE3aMEHHTEITH JOJDKHBI ¢ OCTOPOKHOCTBIO IPHMEHSTHCS BMecTe ¢ npenaparom Koamposess”™
(cM. paznen «B3auMoieHCTBHS ¢ IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMUY). JIeHIUT XJIOpHIOB
00BIMHO OBbIBaeT HE3HAYMTEIBHBIM M, KaK NMpPaBWIIO, HE TpeOyeT jeueHus. THasuapl CHHKAIOT

BBIBEJICHUE KaJIbLIAs Y€PE3 IMMOYKU WU BBI3BIBAIOT HEMOCTOAHHOEC W HE3HAYUTEIIBHOC YBCIIMUYCHUEC
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COJIEp/KaHMUsl KaJlbLiMsl B CHIBOPOTKE KPOBH. Pa3BUTHE KIIMHUYECKU 3HAYUMOM I'HIIepKaIbLIMEMHH
MOKET yKa3bIBaTh Ha BO3MOXHOCTh HAJIMYMs Yy MAllMEHTA runepnaparupeosa. Ilpuem tuasuaon
JIOJDKEH OBITh TpEKpalleH Iepejl MPOBEACHHUEM HCClIe0BaHUS (YHKIMH IMapamiiTOBH/IHBIX
Kene3. bbulo MpoAeMOHCTPUPOBAHO, YTO THA3W/bl YBEJIWYHMBAIOT BBIBEJICHHE HOHOB MarHus
IOYKAMH, YTO MOXKET IPUBECTH K PA3BUTHIO THIIOMArHUEMHUH.

Ilpn J1le4eHHH THA3HIHBIMH JIMYPETHKAMH MOXET Pa3BHThbCS THIIEPIIIMKEMHs H 000CTpeHHe
NoJarpbl y HEKOTOPBIX ManueHToB. [Ipu 7neueHMM THA3HIAHBIMH JUYPETHKAMH MOXKET
YBEJIMYHUTHCS MOTPeOHOCTH B MHCYJIMHE y MAllMEHTOB C caXapHbIM JuabeToMm, M BO3MOXHA
MaHudecTalMs JTATEHTHOro caxapHoro jauabera. JleyeHWe THA3WIHBIMH JIHYPETHKAMH
acCOIMUPOBAJIOCH C YBEJIMYEHHEM KOHUEHTPAIMM XOJIECTEpHHA U TPHUIJIMLUEPHAOB B KPOBH,
oJHaKo jo03a 12,5 mr, cojepixainasicss B npenapare Koanposenb®, IIPAKTUYECKH HE BIIUSET Ha
KOHIIEHTPAllMH XOJIECTEpHHA M TPHUIVIMLEPUAOB B KpoBU. [Ipum Tepanuu THA3UIHBIMH
JIMYPETHKAMH Y HEKOTOPBIX MAallHEHTOB MOXKET HAOI0JaThCsl THIIEPYPUKEMHS HIIH 000CTpeHHe
TedeHus noaarpel. [Taruenram ¢ puckom pa3BUTHSI HApYIIEHHH BOJIHO-3JIEKTPOJIMTHOTO Oananca
M MeTabOJMYECKUX HapyIIeHHH MOXeT noTpeboBaThCsi MOHHUTOPHHI  J1abOpaTOPHBIX
rokasareJiei.

Cucmemnas kpacnas 6or4anka

Coobmanocy 06 000OCTPEHHH MM YTSIKEICHHH TEYEeHHs CHCTEMHOM KPAacHOW BOJIYAHKH IPH
IpUEME THA3HU/IHBIX JHYPETHKOB.

Ocmpas Muonus. u 6mopuYHas OCMpast 3aKkPblMOY20NbHAS 21AYKOMA

CynbhanunamMuibl HIH NPOU3BOJHbBIE CyIb(OHAMHIA MOTYT BbI3bIBAaTh HIAMOCHHKDPA3HYECKHE
pEaKIiKi, IPHBOIALIME K Pa3sBUTHIO MPEXOIAIIeH MHONHH M OCTPOH 3aKpBITOYTOJLHOM
riaaykombl. HecMOTps Ha TO, 4TO THAPOXJIOPOTHA3M ABJISETCS TPOU3BOIHBIM CYIb(POHAMHU/IA,
J0 HACTOSIIEr0 BPEMEHHM COOOIIAIOCh TOJNBKO 00 OTAENBHBIX CIIy4asX pasBHTHS OCTpPOM
3aKpBITOYTOJIbHOW TJIayKOMbl 0€3 YCTaHOBJICHHS NPHYHHHO-CIIEJACTBEHHON B3aMMOCBS3H C €ro
npuemMoM. CHMOTOMaMH OCTPOH 3aKpPBITOYTOJIBHOW TJIAYyKOMBI SIBJISIOTCS: OCTPOE CHHIKEHHE
OCTPOTBI 3pEHHs HIIH I1a3Has 00Jb, 0OBIYHO BO3HMKAIOIHE B TEYEHHE MEPHO/A OT HECKOJIBKHX
4acoB JI0 HECKOJIbKMX HeJle/Ib I0cje Hadajna npuemMa npenapara. OcraBiieHHas 0e3 JiedyeHus
ocTpasi 3aKphITOYrojbHas IJlayKOMa MOJXKET INPUBECTH K CTOMKON mnorepe 3penus. [lpu
BO3HMKHOBEHHH 3THX CHMIITOMOB CJIeJlyeT KaKk MOXKHO CKOpee IPEeKpaTUTh IPHUEM Iperapara.
Eciy npu 5ToM He yzacTcs HOpMaJIM30BaTh BHYTPHUIJIA3HOE JaBJIEHHE, TO MOKET MOTPeOOBATHCS
CpPOYHOE TEepaneBTHYECKOE WM XHpypruyeckoe JsedeHue. DakTopamMu pucKa IS pa3BUTHS
OCTPOH 3aKPBITOYTOJIbHOM IJIAyKOMBI ABJISIOTCS YKa3aHHs aHaMHEe3a Ha aJUIepru4ecKre peakiinu

Ha Cyﬂb(baHHJIaMPIIIbI U NNEHUIIUJIJIMHBI.
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Jeounas 6roxkaoa PAAC npu couemanuu npenapama Koanpoeeﬂb® ¢ uneubumopamu AIID uiu
C QIUCKUPEHOM

JlBoiinas Gnokama PAAC npu npuMeHeHHH KoMOWHammuu mnpenapata Koamposems® c
uHruouropamu All®D MM aTMCKUPEHOM HE PEKOMEHIYeTCs, TaK Kak, 10 CPaBHEHHIO C
MOHOTEeparnuei, UMeeTCst MOBBIIEHHBIH PHCK Pe3Koro cHukeHus AJl, pa3BUTHs THIIEpKAIHEMHN
U HapylieHus PyHKIHH MOYeK.

Ipumenenne npenapata Koanpoenab® B KOMOHHAIMH C QTMUCKUPEHOM IPOTHBOIIOKA3aHO Y
NAlMEHTOB ¢ caxapHbiM  auabeToM  WJIM  [OYEeYHOH  HEJAOCTAaTOYHOCTBIO  C
CK® < 60 ma/mun/1,73 M noBepXxHOCTH  Tena) (cm. pasgensl  «lIpoTHBOMOKazaHus»,
«B3aumojieiicTBUe ¢ JIPYrUMH JIEKAPCTBEHHBIMH CPEJICTBAMHY») U HE PEKOMEHJIYETCSl Y JPyrHxX
NaIUeHTOB.

Ipumenenne npenapata Koanposes™ B cOYeTaHHH ¢ uHrubutopamu All® nporuBonokaszano y
nanMeHToB ¢ auabernyeckoit  Hedpomartmedt  (cm.  pasgensl  «[IpoTHBOmoKazaHHs»,
«B3auMojieiicTBUE ¢ JIPYyrMMH JICKAPCTBEHHBIMH CPEJICTBaMH») U HE PEKOMEHIYeTCs Y JAPYruX
MalUEHTOB.

Iayuenmoi ¢ hynkyuei novex, 3asucsweri om akmuernocmu PAAC

Kak cnencrue wuHruOupoBanuss PAAC MOXKHO OXHAQTh YXYAIICHHS (QYHKIHH IOYEK Y
NPEAPAcIoNoKEHHBIX Y K 3TOMY NMAlMEHTOB. Y NalUeHTOB ¢ QYHKIUEH MoYeK, 3aBHCALIEeH OT
akTHBHOCTH PAAC (nmauueHThl ¢ apTepUaIbHON THIEPTEH3UeH U CTEHO30M MOYEYHON apTepuu
OJIHOM WM 00euX MOoYeK, MAIMeHThl C XPOHUYECKOH cepaeuHoi HepoctatodHocThio I u IV
dynkuuonanbHoro kimacca [mo kinaccudukaumu  NYHA]), JledyeHue JieKapcTBEHHBIMH
npenaparaMu, KoTopble Bo3ieHcTBYIOT Ha PAAC, accoumMpoBaIOCh € OJIMTYpHEH W/WIH
NPOrPECCHPYIOIIEH a30TEMHEH H, pPEIKO, C OCTPOH MOYEYHOH HEJI0CTATOYHOCTBIO H/HIIK
cMepThio. Henb3s HCKIIOUMTH BO3MOXKHOCTH BO3HHKHOBEHHS M0a00HOrO sddekra npu
NPUMEHEHNH HHTHOGUTOPOB PENenTOpoB anrnoTen3una Il, Bimoyas npernapar Koanposess”.
Iayuenmur nocne cumnamakmomuu

VY nanMeHToB TOCTE CHMIATIKTOMHH MOXKET YCHJIMBATBCS aHTHIHIEPTEH3MBHBIN 3()exT
THA3U/IHBIX JIHYPETHKOB.

Cmenos ycmos aopmol u cmeno3 MumpaibHo20 Kianana, 2unepmpoguieckas 06cmpyKmueHas
Kapouomuonamusi

Heobxoauma ocobas 0CTOPOKHOCTh NIPU NMPUMEHEHHH Y TaKHX MAlHEHTOB Ba30IMJIaTaTOPOB,

BKMoYas npenapat Koanposess”.
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Ilepsuunwiit 2unepaivOocmeponusm

Ipumenenne npenapara Koanposess” HeleecooGpasHo, Tak Kak TaKue NAlHEHTh 0OBIYHO He
pearupyroT Ha THIIOTeH3UBHbIE Mpenapatsl, Biustomue Ha PAAC.

Anmuoonuneogulti mecm

['uapoxopoTHa3u I MOKET JaBaTh IOJOKHUTEIbHBIA pe3ysibTaT IMpPH IPOBEJICHHH JIOTIHHT-
KOHTPOJISL.

Iayuenmul ¢ oms2oujeHHbiM anIepeUdeckum aHamHe3oM Ul OPOHXUANILHOU aCMMOTl

Pa3zBuTHe ajulepruyeckux peakuuii Ha THIPOXJIOPOTHa3ua Oojiee BEPOSTHO Yy MAIMEHTOB C
OTATOLIEHHBIM aJIJIEProJIOTHYeCKUM aHAMHE30M WJIH MAIIMEHTOB ¢ OPOHXHATBHON aCTMOH.
Bo3MmokHoe BiHsiHHE HAa CIOCOOHOCTD YNIPABJIATH TPAHCIIOPTHBIMH CPeICTBAMH H
MeXaHH3MAMH

Brmsune npemapara Koamposeas™ Ha COCOGHOCTH YIPABIATh TPAHCIOPTHBIMH CPEICTBAMH
WM 3aHUMAThbCs JIDYTMMH TOTEHIMAJbHO OMACHBIMH BHJAMH JESTEIbHOCTH, TPeOYIOIUMH
MOBBIIIEHHOTO BHUMaHHUS M BBICOKOH CKOpPOCTH IICMXOMOTOPHBIX peakIui, HE H3ydaiocCh.
OzHAKO, HCXOMs M3 ero (apMakoIMHAMHYECKHX CBOWCTB, mpenapar Koamposenb® He I0JDKeH
BIMATH Ha CIOCOOHOCTH YINPaBISATH TPAHCIOPTHBIMU CPEACTBAMH M 3aHUMATbCS JAPYTHMMHA
NOTEHIMAJIBHO ONAaCHBIMH BHJIaMH JIEATEILHOCTH (paboTa Ha BeicoTe, paboTa aBHaJUCIIETYEpa,
paGota ¢ MexaHu3sMamu H T. 1.). OJHAKO TPU 3aHATHU TMOTEHIMAJILHO OINACHBIMH BHIAMHU
JEATEIbHOCTH CIIeyeT CcoOMoAaTh OCTOPOKHOCTH (MO0 TPUYMHE BO3MOXKHOCTH pa3BUTHS
rOJIOBOKPY)KEHHUS!, C1a00CTH U B CBS3M C 3THM CHMDKCHHs BHHUMAHHUS M 3aMEUICHHUS CKOPOCTH
IICHXOMOTOPHBIX peakuui, cM. pazzaen «llobounoe neicTruey).

®opma BbINyCKa

TabneTku, NOKpHITHIE MIIEHOUHOM 000104K0#, 12,5 Mr + 150 Mr u 12,5 Mr + 300 mr.

ITo 14 Tabneroxk B 6muctep [IBX/TIBJIX/AmoMuHMiA.

ITo 1, 2, 4 um 7 6arcTepoB BMECTE C HHCTPYKIMEH 110 IPUMEHEHHIO B KAPTOHHYIO MAUKY.
YcenoBusi XxpaHeHus

XpauuTth npu Temrneparype He Boiie 30 °C.

XpaHUTh B HEJJOCTYITHOM JIJIsl JIeTeH MecTe.

Cpok rogHocTH

3 rona.

He npuHuMMaTh npenapar no UCTEYEHUH CpoKa roJJHOCTH, YKa3aHHOTO Ha YIaKOBKeE.

YeaoBus ornycka

OtmyckaeTcs 1o perenty.
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lOpuzmqecKoe JIMI0, HA HMH KOTOPOI'o0 BBI/IAHO PEruCTPALHOHHOC Y/I0CTOBEPECHHE

Canodpu Kinup DcDuCu, Opanims.

IIponsBoauTenb

Canopu Bunrtpon Uuayctpus, 1 pro ne na Beepx, AmOGapec-D-Jlarpas, 33565 Kap6on-bian

Cenexc, ®panHums.

IIperensun norpeduTeeii HANPaBIAATH MO ajApecy:
125009, Poccus, r. Mocksa, yin Tsepckas, 22.
Tenedon: +7 (495) 721-14-00.

@axkc: +7 (495) 721-14-11.

Crapinit MeHe/DKep 0 perucTpariu

N.K. Ailipusia
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