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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

AneruncamuiuioBas kuciaora KAPIMO, 50 mr, TabeTKu KUIIIEYHOPACTBOPUMBIC, TTOKPBITHIE
IJICHOYHON 000JIOUKOH.

Aueruncamununobas kucinota KAP/IMO, 100 mr, TabneTku KUIIEYHOPACTBOPUMBIE, TOKPHITHIE
TUIEHOYHOU 00OJI0YKOM.

Aneruncamuiuiobas kuciaora KAPINO, 300 mr, TaGlneTKH KHIIEYHOPACTBOPUMBIE, MTOKPHITHIC

IUIEHOYHOM 000JI0YKOIA.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBIA COCTAB
JleiicTByO1IEE BEIIECTBO: alleTHIICAIMIIAIOBAs KUCIIOTA.

Anermwincannumnobas kuciaora KAPAMO, 50 mr, TabieTKi KANIEYHOPACTBOPUMBIE, IOKPBITHIE

IUICHOYHOM 000J10YKOU

Kaxxnas Tabnerka cogepkut 50 Mr aneTUICaTUIIUIOBON KUCIOTHI.
BcrnomorarenbHbie BEIIECTBa, HAJTHMYME KOTOPBIX HAJIO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
nperapara: KpacuTelsb a30pyouH (cm. pasaen 4.4).

Anerwincanuumnoas kucnora KAPJIMO, 100 mr, TabJIeTKU KUAIICYHOPACTBOPUMBIE, HOKPBITHIE

IJIEHOYHOU 000JI0UYKOH

Kaxxnas Tabnerka comepxut 100 Mr aneTuicaaiiniIoBOi KUCIOTHI.

Anermwincannimnoas kucinora KAPAMO, 300 mr, TaOJIETKU KUIIEYHOPACTBOPUMBIE, HOKPBITHIE

IJIEHOYHOU 000JI0UYKOH

Kaxnas tabnerka comepxut 300 Mr anieTUICATHIIMIOBON KUCIIOTHI.

ITomHpIit MEPCUCHb BCIIOMOI'aTCIIbHLIX BEIICCTB IMIPUBEACH B pa3JiCcjIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTkn KUIIEYHOPACTBOPUMBIE, TOKPBITHIE MIIECHOYHONH 000JI0UKOH.

Kpyriibie 1BOSIKOBBITYKIIbIE KUIIEYHOPACTBOPUMBIE TaOIETKH, TOKPHITHIE IUIEHOYHON 000I04KOM
po3oBoro (mpu go3upoBke 50 mr), wiu 6emoro (mpu gozupoke 100 mr), wian romxy6oro (mpu

no3upoBke 300 mr) nBeta. Ha monepeynom paspese siapo 6e10oro win moyTH 0eoro 1BeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHUIO
[Tpenapar Auneruncanuuuiosas kuciota KAPJAMO mnoka3aH K NPUMEHEHHUIO y B3pOCIBIX B

BO3pacre ot 18 Jer.
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— IIpo¢unakruka mnoBTOpHOTO MH(pAPKTa MHOKAP/A.

— IIpodunakTuka TOBTOpHOW TpaH3UTOpHOH wuiemMuueckoil araku (TWMA) u moBTOpHOTO
UIIEMUYECKOr0 MHCYJIbTAa Yy MAIMEHTOB, paHee IEePeHEeCUIMX HapylIeHHe MO3TOBOrO
KpOBOOOpAIICHHUS.

— Ipodunakrrka TPOMOOTHYECKUX OCIOKHEHHH ITOCIIE OTepalii 1 MHBA3WBHBIX BMEILIATEIIHCTB
Ha cocydax (TakMX, KaK aOpTOKOPOHApHOE IIYHTUPOBAHHE, SHIAPTEPIKTOMHUS COHHBIX
apTepuii, apTepUOBEHO3HOE LIYHTUPOBAHHME, AaHTUOIJIACTUKA U CTEHTUPOBAHHE KOPOHAPHBIX
apTepuil, aHrMOIUIACTHKA COHHBIX apTepuil).

4.2. Pe:kum 103MPOBaHNS U CIOCO0 MPUMeEHEHHUs

PexxuM J103upoBaHus

Ilpogunaxmuxa nosmoproco ungapkma muoxapoa, cCmabduIbHASL CMEHOKAPOUsL

100-300 mr/cyTku

Hecmabunvhas cmenokapous (npu nooospenuu Ha pazsumue 0Cmpo2o UH@GaApKma mMuokapoa)
HavanpHas 103a 200-300 mr (TabneTky He00X0JUMO pa3jioMaTh, U3MEIbYUTD WM Pa3KeBATh AJIs
0osiee OBICTPOTO BCACBIBAHUS) JOJKHA OBITH MIPUHATA MAIIMEHTOM KaK MOXKHO CKOpEe IOCIIe TOTO,
KaK BO3HUKJIO TIOJI03PEHHE Ha pa3BUTHE OCTporo uHpapkra Muokapaa. B nocnenyromme 30 qaei
nocje pa3BUTUsI HH(ApKTa MHOKapaa JOJDKHA moanepxkuBarbes no3a 200-300 mr/cytku. Yepes
30 nHe#l crienyeT Ha3HAYMTH COOTBETCTBYIOUIYIO TEPANMIO ISl MPO(UIAKTHKH TTOBTOPHOTO
uH(papKTa MHOKapAa.

Ipogunaxmuxa noemoprou mpanzumopHou uwemudeckou amaxu (THA) u nosmopnoco
UweMu4ecko2o UHCYIbma 'y NAyueHmos, panee NepeHecuiux HapyuieHue Mo3208020
Kpo80oOpaujeHus

100-300 mr/cyTku.

Ipogunaxmuxa mpomoOOMuYecKux 0CI0HNCHEHUI NOCIe ONEPAYULl U UHBAZUBHBIX BMEULAMENbCNG
Ha cocyoax

100-300 mr/cyTKHu.

Heticmsus npu nponycke npuema 0OHOU UNU HECKOTbKUX 003 IeKAPCMBEHHO20 npenapama

B cnyuae npormycka 10361 ee cienyeT NpUHTh cpa3y MMociie TOro, Kak MalieHT BCIOMHUT 00 3TOM.
Bo n3bexanne y1BOeHHS 1036 MAIIMEHTY HE CIIeyeT IPUHUMATD TPOMYIIEHHYIO A03Y TpernapaTa,
ecJI pUOIMKaeTCss BpeMsl IPUEMBI CIIETyIOIIEeH O3BI.

Ocobennocmu Oelicmeus 1eKapcmeeHH020 npenapama npu nepeom npueme u npu e2o ommene
OcobeHHocTel 1eHCTBHS MTpenapara Npu MepBOM IIPUEME U €ro OTMEHE He Hab0anoch.

ﬂflumeﬂbHOCI’l’lb NPUMEHEHUA
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IIPUMEHEHHUS.
JuTenbHOCTh TEpaIuy ONpeAEseTCs] BpauyoOM.

Oco0nlie I'PYHOIIbI TAMEHTOB

Tayuenmoi ¢ napywienuem yHkyuu nevenu
[Tpenapat Auneruncanuuuinoas kuciora KAPJIMO npoTrBonokasaH y NalMEHTOB C TAXKEIbIM
HapymieHneM (QyHKiuM niedeHd. ClieayeT ¢ OCTOPOXKHOCTBIO HPUMEHSTH — Ipernapar
Aneruncanuiinoas kuciaora KAP/IMO y nanuenToB ¢ HapyiieHueM GYHKIIMH ICUYCHH.
Tayuenmui ¢ napywenuem ¢hynkyuu novex
[Tpenapar Aneruncanuuuioas kuciora KAPJIMO npoTruBonokasaH y HaleHTOB C TAXKEIbIM
HapymieHneM ¢yHKmuM 1odek. Cremyer ¢ OCTOPOKHOCTBIO IPUMEHSTH — Ipernapar
Aneruncamunuiosas kuciaota KAPJIMO y nanueHTOB ¢ HapylleHHeM (QYHKUIUM I10YEK,
IOCKOJIBKY ~alleTWICAIMLMIOBAS KHUCJIOTa MOXET TIOBBIIATh PHUCK PAa3BUTHS OYEUHOU
HEJIOCTATOYHOCTH M OCTPO MOYCYHOI HeocTaTouHOCTH (cM. pasnen 4.4).

eTH
bezonacHocTh W 3 HEKTUBHOCTH NPUMEHEHUS Ipenapara ALETHICAIULMIOBAs KHUCIOTa
KAPJINO y nereit u noapocTkoB Miaame 18 ner He ycraHoBieHa. [JJaHHbIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

BHyTpb.

Tabnerku mpenapara AnerwicanuuuioBas kuciora KAP/IMO >xenarenbHO NpUHMMATh Kak
MUHUMYM 3a 30 MUHYT 710 €7bl, 3anMBas OOJBIINM KOJIUYECTBOM BOAbI. TabyieTKu He cienyer
pasnambIBaTh, U3MENbYATh UJIU PA3KEBBIBATh, /1151 00€CIIeYeHHs BHICBOOOKIEHUS IEHCTBYIOIIETO
BellecTBa B ILEJOYHOM Cpelae JBEHAAUATUIIEPCTHOM KHUIIKK. TabneTku mnpemnapara
Aneruncanuuionas kucinora KAP/IMO npuanMarores 1 pa3 B cyTku.

4.3. IlpoTuBONOKa3aHUS

runepuyBctBuTenbHOCTh K ACK wmiam gpyrum  canuipuiataM  W/wid K JoOoMy U3
BCIIOMOTaTENIbHBIX BEUIECTB, IEPEUNCIIEHHBIX B pa3zene 6.1;

— 3po3uBHO-s3BeHHbIe nopaxenus XKKT (B craguu obocTpenus);

— JKEIyJI0YHO-KHUIIIEYHOE KPOBOTECUECHHUE;

— TEeMOpparuyecKuil Auares;

— OponxuanbHas actma (BA), wuHAynupoBaHHas MNpPHUEMOM CATUIMIATOB M JAPYIHX
HECTepOUIHBIX MPOoTUBOBOCHANUTENbHBIX NpenapaTroB (HIIBIT) B anamuese; couetanue bA,
PELUAMBHUPYIOIIETO MTOJIMII03a HOCA U OKOJIOHOCOBBIX Na3yx M HenepeHocumoctu ACK;

— COuYeTaHHOE MIPUMEHEHHE C METOTPEKCaTOM B J103e 15 mr B Hezemto u 6onee (cM. paszaen 4.5.);

— oOepemennocTs (| u Il Tpumectp) 1 mepuos rpyIHOrO BecKapMiuBaHust (cM. paszen 4.6.);
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— TSDKEJOoEe HapyIleHne (PyHKITUH TTOYeK; (MOCNEAOBATENBHOCTL 0003)
— TsDKeNoe HapylleHHe (PyHKIHUU NEUYEHU;
— XpoHuueckas cepaeunas HegoctatrodHocTh (XCH) -1V ¢dyHkimonanpHOro kiacca mo

knaccudukanun NYHA.
4.4. OcoOble yka3aHUs U MepPbI NPETOCTOPOKHOCTH NPH NMPUMEHEHUH

C 0CTOPOKHOCTBIO

o MOBBIIICHHAA YyBCTBUTCIBHOCTD K aHAJIBI'CTUKAM, ITPOTHBOBOCIIAJIMTCIIBHBIM IIpCIIaparam,
MPOTUBOPEBMATHUECKUM TIpenaparaMm, a TaKkKe aUIeprUuecKue peakluu Ha JApyTue
BELIECTBA;

®  3BCHHBIC IMOPAXEHUS JKEITYJIOYHO-KMIIEYHOIO TpakTa B aHAMHE3€, B TOM YMHCIIE
XPOHHUYCCKUEC W PCHUAMBUPYIOIIUC TMMOPAKCHHUA KCIYAOUHO-KUIICYHOI'O TpaKTa WU
JKETYIOYHO-KHILIEYHbIE KPOBOTEUEHUSI B aHAMHE3E;

® [pU MoJarpe, TUIEPypPUKEMUU. AUETUICAIULIMIOBAS KUCIOTA B HHU3KHX J103aX CHUXKAET
SKCKPEIUI0 MOYEBOM KUCIIOTHI, YTO MOXET IPUBOJAUTH K MPUCTYIIaM NIOJAArPhl y MALIMEHTOB,
CKJIOHHBIX K 3TOMY 3a00JI€BaHHIO;

®  1pu HapymieHUH QYHKINHU TICUYCHH;

® 1pu HapymeHUH QYHKINHU TTOYEK;

e [IpU HAPYIICHUSIX KPOBOOOpAIICHHs] BCIEICTBUE TMOPAXKEHHS TOYEHHBIX apTEPUd,
3aCTOMHON cepleyHONW HEAOCTATOYHOCTH, THUIMOBOJEMHH, OOIIUPHOTO XUPYPrHUECKOTO
BMEILIATEIbCTBA,  CEMNCHCa,  CIy4YaeB  MAaCCHUBHOTO  KPOBOTEYEHHUS,  IOCKOJIbKY
AlETUJICAIMIIMIIOBAST KHUCIIOTa MOJKET TIOBBIIATH PHUCK PAa3BUTHUA OCTPOM MOYECUHOM
HEJ0CTAaTOYHOCTU U HapylIeHus! QyHKIUH MOYEK;

e 1mpu OpoHXHMATBHOW acTMe, CEHHOW IJIMXOpajaKe, TMOJHUIO03€ HOCA, XPOHHUYECKHUX
3a00JI€BaHUSX JBIXATEIIbBHOW CHUCTEMBI, a TaKKe AJIEPTMUECKHX pPEAKIUAX Ha APyrue
BellecTBa (HapuMep, KO>KHbIE PEaKIuu, 3y/l, KpanuBHUIIA). ATETHICATHIIMIOBAs KUCIOTa
MO>KET IPOBOIMPOBATH OPOHXOCIIA3M, a TAKKE BBI3BIBATH IPUCTYTIHI OPOHXUATBHON aCTMBI
WJIU IPYyTHE PEAKIIMH MMOBBIIIEHHON YyBCTBUTEIBHOCTH.

®  IIPH TSOKENIBIX popMax JePUIMTA TITFOK030-6-(hochaT-IeruIporeHassl, aleTHICATAIIAIOBAS
KHCJIOTa MOXET BBI3BIBATH I'€MOJIM3 U I'€MOJUTUYCCKYIO aHCMUIO. q)aKTOpaMI/I, KOTOPBIC
MOTYT TOBBIIIATh PUCK Pa3BUTHS T€MOJIM3a, SBISIFOTCS JTUXOPAJKa, OCTpble MHMEKINH U
BBICOKHE JI03bI Mpernapara. ;

e Bo Il TpumecTpe GepemMeHHOCTH;

® [pU MPEANOJIara€MOM XHUPYPrUYECKOM BMeEUIATEIbCTBE (BKIIIOYAsl HE3HAYUTEIbHBIC,

Harnpumep, yjaaieHue 3y6a). Marulupytomiee neiicTBUe aleTHUIICAIUIIMIOBONH KHCIOTHI Ha
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([1OC OBA HOCTEL 0003
arperauuio TpOMOOIIUTOB COXPaHSAETCS B TEUCHUE H&KOTHEEFH(‘[&IGII 'EQHQ HUI/IGF'/I&,'CB‘?I‘ISI/I Cc

4YeM BO3MOXKHO IOBBIIIEHHWE PUCKAa KPOBOTEUEHUH B XOJI€ ONEPAaTHUBHOIO BMEIIATEIbCTBA
WM B I1OCJIEONIEPALIMOHHOM TIEPUOJIE;
® IIpU COYETAHHOM TPUMEHEHHH CO CIEAYIOIMMHU JIEKQpCTBEHHBIMH CpEICTBaMU
(cMm. pazzaen 4.5):
—  METOTpEeKcaTOM B Ji03€ MeHee 15 Mr B Hezelnio;
—  AQHTUKOAryJSHTHBIMH, TPOMOOJIMTHYECKMMH WIM  JPYTHMH  aHTHArperaHTHBIMU
CpeICTBaMU;
—  meramu3onoM u apyrumu HIIBIT (B Tom uncne ubynpodenom, HanmpokceHoMm). MoryT
ocnabnaATh HMHTUOUpYIOlee NEHCTBHE aleTUICATUIMIOBOM KHCIOTHI Ha arperamuio
TpoMOOIMTOB. [lanmeHTs!, MPUHIMAIOIIIE alle THIICATUIIMIOBYIO KUCIIOTY, M TUIAHUPYIOIIHE
npueM Meramuzona win apyrux HIIBIIL, gomkHbl 00CYyIuTh 3TO C JieyaliuM BpaduoM (CM.
pasnen 4.5.);
—  JIMTOKCHHOM;
—  THUNOTVIMKEeMHYECKUMU cpelcTBaMu TUIS nprema BHYTPb (mpou3BOAHbBIE
CyJb(OHUIMOYEBHUHBI) H HHCYJIHHOM;
—  BQJIBIIPOEBOM KHUCIIOTOW;
—  3TaHOJIOM (AJIKOTOJIbHBIC HAITUTKHU, B YACTHOCTH);
—  CEJEeKTHBHBIMH MHIMOUTOpaMHU OOpaTHOIO 3aXBaTa CEPOTOHUHA.
Bcnomozamenvhvie eeujecmea
[Mpenapar AnermwncamunminoBas kuciora KAPJIMO, TtabneTku KUIIEYHOPACTBOPUMBIE,
HOKPBIThIE MJICHOYHOM 0005104KkoH, 50 MI, CONEPKUT KpacuTeslb a30pyOMH, KOTOPBI MOXeT
BBI3BATh AJIEPTUYECKUE PEAKLIUU.

eTH
[Ipenapatsl, coaeprkaiiye aueTHICATUIINIOBYIO KUCIOTY, HE IOJKHBI IPUMEHSTHCS Y A€Tel U
HOJPOCTKOB JIJIs1 JIEYCHUSI BUPYCHBIX HHPEKIHNA ¢ TUX0paaKoi min 6e3 Hee 0€3 KOHCYJIbTAlluH C
BpauoM. [Ipu ompeneneHHBIX BUPYCHBIX 3a00JI€BaHMSAX, B YaCTHOCTH rpumme A, rpunmne B u
BETPSIHOM OCIIe CYIIECTBYET PUCK pa3BUTHs CUHIpoMa Pes — oueHb pelKoro, HO OMacHOro AJis
YKU3HU 3a00J1eBaHMs, TPeOYIOIIEero HeMeIEHHOI0 METUIIMHCKOTO BMelIaTenbcTBa. Puck Moxer
MOBBIIATHCS, €CIIM ALETUIICAIMIUIOBAs KHUCIOTa NMPHUMEHSETCd B KAaueCTBE COIYTCTBYIOLIEH
Tepanuy, OAHAKO, IPUYUHHO-CIIEJCTBEHHAs CBSA3b HE ObLIa moaTBepkaeHa. HeykpoTtumas pBoTta
IIPU YKa3aHHBIX 3a00JIEBaHUSAX MOXET ObITh CHMIITOMOM CHHIpoMa Pes.
4.5. B3aumMojgeHcTBME C JAPYIHMH JIEKAPCTBEHHBIMHM IIpenaparamMd W JApyrue BH/bI
B3aMMO/EHCTBUA

Onuospemennsblil mpueM ACK co ciaeQVIOmUMH JIEKAPCTBEHHBIMHU CPEACTBAMIU OPOTUBOIIOKA3aH:
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TOKCHUYHOCTH METOTPEKCaTa 3a CUYCT CHHXKXCHHA IMOYCYHOI'O KIHMPEHCa METOTPEKCAara
BCJIICACTBHUC I[ef/'ICTBI/ISI MIPOTUBOBOCHAIUTCIIBHBIX CPCIACTB B 06H.[CM U KOHKYPCHTHOI'O

BBITCCHCHHUS CAJTUITMIIATAMHU €T0 U3 CBSA3U ¢ OCJIKaMU IJ1a3Mbl B 4aCTHOCTH (cM. paszen 4.3).

B xoMOuHanuu ¢ HWKCTICPCUYUCICHHBIMU JICKAPCTBCHHBIMHU CPEACTBAMHU CICAYECT IIPUHKUMATH C

OCTOPOKHOCTBHIO:

MertoTtpekcaT B 103€ MEHee 15 MI' B HEIEII0: OBBILIEHUE FEMAaTOJI0IrMY€CKON TOKCUYHOCTU
METOTpPEKCaTa 3a CYET CHUKEHUS [IOUYEYHOr0 KIINPEHCA METOTPEKCATa BCIIEICTBUE ACHCTBUSA
IPOTHBOBOCTIAJIMTEIBHBIX CPEICTB B O0IEM U KOHKYPEHTHOTO BBHITECHEHHS CATUIIUIATAMH
€ro U3 CBsA3M ¢ OesIKaMH I1a3Mbl B YACTHOCTH;

Metamuzon i HIIBII: mpu omHOBpeMEeHHOM (B TEYEHHE OIHOTO JIHS) NMPUMEHECHHH C
meramuzoniom wian HIIBIT (B Tom uymcne uOynpodeHOM M HAIPOKCEHOM) OTMEYaeTcs
AQHTaroHW3M B OTHOIICHUHM HEOOpaTUMOro yrHeTeHHs (YHKIUU TPOMOOIIMTOB,
oOycnosnennoro aericteueM ACK. Knuandeckoe 3naueHne JaHHOTO 3(pQeKTa HEU3BECTHO.
He pexomennyercs coueranue ACK c¢ meramumszonom wim HIIBII (B Tom uwmcne
nOynpoeHOM MIIH HAIIPOKCEHOM) Y TTAIMEHTOB C BEICOKUM PHUCKOM CEpACYHO-COCYIUCTHIX
3a00JIeBaHUH U3-32 BO3MOXKHOT'O CHUKEHHSI KapIUONPOTEKTUBHBIX 3(PPEKTOB (CM. pazien
4.4);

[Ipn onHOBpEeMEHHOM NPUMEHEHHWU C AHTUKOATYJISIHTHBIMH, TPOMOOJIMTHUYECKUMH WIIU
AQHTUArperaHTHBIMU CPEICTBAMHU OTMEUYAETCs YBEIUYCHUE PUCKA KPOBOTCUECHHUH;

IIpn omnoBpemenHom mpumeHeHnn ¢ HIIBII, copepkamumuy camMnuiaTel, OTMEYAETCA
YBEIIMYEHHUE PUCKA YJIBLIEPOT€HHOIO JEHCTBHS U K€Y I0YHO-KUIIIEYHOI'O KPOBOTECYECHUS,
OpnHOBpeMEHHOE TNPUMEHEHHE C CEJeKTUBHBIMH WHIHMOMTOpaMU OOpaTHOro 3axBaTa
CEPOTOHMHA MOJKET NPUBECTH K MOBBIIIECHUIO PUCKAa KPOBOTECYEHUS M3 BEPXHUX OTAEIOB
KEJTyJ0YHO-KUIIEYHOT O TPAaKTa BCJIEICTBUE BO3MOXKHOTO CUHEPTHUECKOro AP deKTa;
IIna3MeHHBIE KOHLIEHTpAllMM JUTOKCHHA  YBEIUYUBAIOTCA IMPU  OJHOBPEMEHHOM
npumeHeHnn ¢ ACK BcieCTBHE CHUKEHUS €ro MMOYEYHON IKCKPELHH;

IIpu ogHoBpemenHoMm mnpumeHeHnn ACK B BBICOKMX [03aX € THUIIOTJIMKEMUYECKUMU
npenapatamMu  (MHCYJHMH,  TPOU3BOAHBIE  CyNb()OHMIMOUYEBHHBI)  YBEIMYHBACTCS
TUIOTTIMKEMUYECKUH 2(P(PEeKT nmocneHnx 3a cUeT rMIoriauKkeMuyeckux cBoictB camoit ACK
B BBICOKHMX /103aX M BBITECHEHUS IPOM3BOJHBIX CYJIb()OHMUIMOUYEBHHBI U3 CBSA3H C OelKaMu
IJ1a3MbI KPOBH;

IIpu coBmectHOM mpumeHeHMHn auypeTukoB ¢ ACK B BBICOKHX [103aX OTMEYaeTcs
CHI)KEHHE CKOPOCTH KIyOOYKOBOM (uiabTpanuu B pe3yJbTaTe CHIKEHUS CHHTE3a

IpocCTarjiIaHAuHOB B II0YKaAX,
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e [Ipu OAHOBPEMCHHOM NPUMEHEHUHU C C CT@MHF!HU/IIVTI:'I:"'J-JI}% "K '5&%@&%&%%5&4&1 I'h-!“:kC)

(32 UCKJIFOUEHHEM TUIPOKOPTU30HA, NMPUMEHSEMOro JJii 3aMECTHUTENIbHON Tepamnuu Mpu
0oJsie3HM ANJIMCOHA) YPOBEHb CANMUMIATOB B KpoBH cHipkaercs. [locie ormenst 'KC
BO3MOXXHA  TIEPEIO3HPOBKA  CAIMIIMIIATOB  BCJICICTBUE YCKOPEHHOW  DIUMUHAIUN
camuumiaroB noxa aedcrsueM ['KC. OnHoOBpeMEHHOE NPUMEHEHHE MOKET YBEIUYUTH
YacTOTY BOSHUKHOBEHHUS KeEITyJ0YHO-KUIIIEYHOTO KPOBOTEUEHHUS U SI3BHI;

e [lpu coderaHun WHTHOMTOPOB aHTHOTEH3MHIIpeBpamatomero ¢epmenra (AIID) c
BbicokMH J03aMu ACK oTmeuaeTcsi CHU)KEHUE CKOpPOCTU KIyOOUKOBOM (PHIIBTpAINK B
pe3ylibTaTe WHTHOWPOBAHUS TMPOCTATIAHIWHOB, OO0JIAJAIONINX COCYIOPACIIHPSIONIAM
neiictBueM. Kpome Toro, otmMedaercs ociabiieHue aHTUTUTIEPTEH3UBHOTO dP(EKTa;

e [Ipu ongHOBpeMEHHOM NPUMEHEHHWU C BaJbIPOEBON KHUCIOTOW YBEIUYMBACTCA €€
TOKCUYHOCTb 3a CUET BBITCCHEHUS U3 CBS3H C OCIIKAMH I1JIa3Mbl KPOBH;

e [Ipu mpueme ACK B codeTraHuu ¢ 3TaHOJIOM (QJIKOTOJIEM) OTMEYAETCs TIOBBIIICHHBINH PUCK
MOBPEXKACHUS CIIU3UCTON 000JI0UYKH JKETYTOUHO-KUIIIEYHOTO TPAKTA U YJIMHEHUE BPEMEHU
KpPOBOTEYEHHUsI B pe3ysibTaTe B3auMHOTo ycuienus 3¢ dextoB ACK u stanona;

e [Ipu mpumenenuun ACK c mpemaparamu, o0IagarolIMMH YPUKO3YPUUECKUM JIEHCTBUEM
(6enzopomapoH, MpoOEHEH ), HaOM0JAeTCs CHH)KEHHE YPUKO3ypHueckoro sddekxra
MOCIICAHUX BCIICACTBHEC KOHKYPEHTHOTO TIOJIABJICHHS MOYCYHON KAHAIBIIEBOW IKCKPEITUU
MOYEBOH KHUCIOTHI,

e [Ipu ogHOBpeMEHHOM MPHUMEHEHUU AalleTHJICAIUIUIOBON KHUCIOTHl C aHTAarOHUCTaMHU
albA0CTepOHA (CHUPOHOJAKTOH, OJIUIEPEHOH M KAaHPEHOAT) MOXET HaOII0IaThCs
ocnabneHue ux JecTBHsL.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

bepemeHHOCTD

MurunbvpoBanre CHHTE3a MPOCTATJIAHIUHOB MOYKET OKa3bIBaTh OTPHUIIATEIHHOE BO3ACHCTBHE HA
OepeMeHHOCTh U Pa3BUTHE SMOPHUOHA WU TUIOAA.

JlaHHBIE SMUIEMHOJIOTHYECKUX HCCIEAOBAHUN 1O TMPUMEHEHHIO WHTHOUTOPOB CHHTE3a
MPOCTATJIaHJWHOB Ha PAaHHUX CPOKaX OCPEMEHHOCTH BBI3BIBAIOT OECHOKOWCTBO B OTHOIICHUHU
pUCKa TIpephIBaHUS OCPEMEHHOCTH W IIOPOKOB PA3BUTHS IUIOJAA, IPEIIOJIIOKHTEIHHO
BO3PACTAOIIEr0 C YBEIMYCHUEM JI03bI Mpernapara U MpoI0JDKUTEILHOCTH JieueHus. JlocTynHbie
JaHHBIC HE TIOATBEPKAAIOT CBS3b MEXKTYy IPUEMOM alleTHIICATUIIMIOBON KUCIIOTHI U YBEITHUEHHUEM
pHCKa TIPEePHIBAHUS OepeMEeHHOCTH. Cy1iecTByIoT MIPOTUBOPEUYUBEIC JTaHHBIC
SMUACMHOJIOTHYCCKAX HCCICAOBAHUN OTHOCHTEIBHO 3aBHUCHMOCTH MEXIAY NPHMEHEHHUEM
AETUIICATUIIMIIOBOM KUCIOTHI M JeEeKTaMu Pa3BUTUA IUIOAA, HE TMO3BOJSIONINE HUCKIIIOUYUTH

MMOBBIIIICHHBIN PUCK Pa3BUTHA TaCTpOIIH3HUCA. ITo JaHHBIM MPOCICKTUBHOTO HCCICAOBAHUA C
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MOBBIIIIEHUS 1e(EKTOB PA3BUTHSA TUI0/1a IPY IPUMEHEHUH alleTHIICAIUIIUIOBON KUCIIOTHI.
HcenenoBanuss Ha  KUBOTHBIX — [POJEMOHCTPUPOBAINM  PENPOLYKTUBHYIO  TOKCUYHOCTH
aleTWiICAIMIMIOBOM Kucinotrel. B I Tpumectpe OepeMEHHOCTM NpPUMEHEHHE IpenapaTos,
coJlepKalluX aleTHICATUIWIOBYIO KUCIIOTY, IIPOTUBOIIOKA3aHO.

Bo II Tpumectpe OepeMEHHOCTH CAMIMIATHl MOKHO HA3HAYaTh TOJIBKO C YYETOM CTpPOTOM
OLICHKH PUCKA U ITOJIb3bI U1 MAaTEepPH U IUIOJA.

XKenmuHam, niIaHUPyOMKUM OepeMEHHOCTb UM Haxosamumces Bo I tpumectpe 6epemeHHOCTH,
ClelyeT MAKCUMAaJIbHO CHHU3UTH J03Yy ALECTWICAIULWIOBOM KHCIOTHI M NPOJOJIKUTENBHOCTH
JICYCHMUS.

B II tpumectpe OepeMEHHOCTH WHTHOMTOpPHI CHHTE3a MPOCTArJaHIMHOB MOTYT BBI3BIBATH
IIOJIaBJICHUE COKpAIEHUH MaTK{, MPUBOIALIEE K TOPMOXXECHHIO POJOBOH JAEATEIBHOCTH,
yBEJIMYEHUE BPEMEHHU KPOBOTEUEHHUS 3a CUET AaHTUArPETaHTHOT 0 3 dekTa (1ake npu NpUMEeHEHUH
ALETUICATMIIMIIOBON KUCIIOTHI B OYEHb HU3KUX J03aX). Y IJ10/1a BO3MOXHO Pa3BUTHE CEPlIEUHO-
JIETOYHOM MHTOKCUKALMU C IPEKACBPEMEHHBIM 3aKPBITHEM APTEPUATBHOTO IPOTOKA U PA3BUTHEM
JIETOYHON TMIIEPTEH3UH, a TAaKXKe HapylleHUue (YHKLUHU MOYEK, BIJIOTh A0 PAa3BUTUS NOYEUHOU
HEZ0CTaTOYHOCTH, COITPOBOXKIAIOILENCS MAIOBOIUEM.

[TpuMmeHeHne aneTrICATHIIIOBON KucaoThl B [II TpumecTpe 6epeMeHHOCTH TIPOTUBOIIOKA3aHO.
Jlakranms

Canuuuiatel U UX METa0OIUTHI B HEOOJIBIIMX KOJIMUYECTBAX MPOHUKAIOT B TPYAHOE MOJIOKO.
ONU30UYECKUI NTPUEM CATMIWIATOB B IIEPUOJ TPYJIHOIO BCKaPMJIMBAHUSA HE COIPOBOXKIAETCS
pa3BUTHEM MMOOOYHBIX PEAKIINH y peOeHKa U He TpeOyeT MpeKpalleHus TPy IHOTO BCKapMIIMBaHUSI.
Opnako mpH UIMTEIbHOM INPUMEHEHUM IpernapaTa WM Ha3HAYEHUH €ro B BBICOKOM 103€
KOPMJICHHE TPYIBIO CIENYET MPEKPATUTH KAK MOXKHO paHBbIIIE.

DepTUabHOCTD

OcHOBBIBasiCb Ha JOCTYIHBIX OIPAaHUYEHHBIX JaHHBIX, KOTOpble OBLIM OMyOJIMKOBaHBI,
HCCJIEIOBAHMS C YYaCTHEM JIt0JIel He TIOKa3aId CTOMKOTO BIMSHUS alleTUIICAIMIUIIOBON KUCIIOTHI
Ha yXyJleHue GepTHIbHOCTH, a TAK)KE HEeT YOeIUTEeNIbHBIX JOKa3aTeIbCTB B UCCIIEIOBAHUSIX Ha
KUBOTHBIX.

4.7. BaiusiHue HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpPeACTBAMH M padoTath ¢
MeXaHUu3MaMHu

ITpumenenne npenapara Anerwincanuuuiosas kuciota KAPIIMO He oka3blBaeT BIMSHHME Ha
CHOCOOHOCTh YIPABIATh TPAHCIOPTHBIMH CPEACTBAMHU U pabOTaTh C MEXaHU3MaMHU.

4.8. HexkesaTeibHbIE peaKkIuu

Pe3roMe HexenaTeabHbIX PEaKIIUi
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oprarm3anuu 3apaBooxpanenus (BO3): ouens yacto (> 1/10), gacto (> 1/100, Ho < 1/10), HeuacTo
(= 1/1000, HO < 1/100), penko (> 1/10 000, HO < 1/1000), ouenn peaxo (< 1/10 000), gactora
HEU3BECTHA (YAaCTOTa HE MOXET OBITh OIICHEHA [0 UMEIOIIUMCS JAHHBIM).

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

Heuacro: xxenezonedunurHas anemus®.

Penxo: reMmopparuueckast anemus.

YacToTa HEM3BECTHA: TeMONN3’, TeMONTUTHIECKAS AHEMHUSL..

Hapywenus co cmopoHnbl uMMyHHOU cucmembl

Heuwacro: runepuyBCTBUTENBHOCTD, JEKAPCTBEHHAS] HENEPEHOCUMOCTh, aJFIEPIrUUEeCKU OTEK U
AQHTMOHEBPOTHUECKHIA 0TeK (0Tek KBUHKE).

Penko: anadunakTuyeckue peakimu.

YacroTa Hen3BecTHA: aHA(UIAKTUYECKHI MIOK.

Hapywenus co cmoponul nepénoti cucmemol

YacTo: roJI0BOKpYyKEHHE.

Heuacro: reMmopparnyeckuii HHCYJIbT WU BHYTPHUEPEITHOE KPOBOTEUEHUE".

Hapywenus co cmoponul opeana ciyxa u 1abupunmHvle HapyuieHus

YacTo: mym B yax.

Hapywenus co cmoponvl cepoya

YacToTa HEM3BECTHA: KapAMOPECTUPATOPHBIN TUCTPECC-CHHIIPOM' .

Hapywenus co cmoponwl cocyoos

Heuacro: remaroma.

Penxo: remopparusi, MpIlIedHbIe KPOBOU3IIHUSHUSI.

YacToTa HEM3BECTHA: KPOBOTEUEHHS BO BPEMSI MEIUIIMHCKHUX MPOLIEIYD.

Hapywenus co cmoponwl OvixamenbHoU cucmemsl, Op2aHos8 epyOHOU KIIemKU U CPe0OCmeHUs
YacTo: HOCOBOE KPOBOTEUEHHE, PUHUT.

Heuacro: 3a10%eHHOCTB HOCA.

YacToTa HEM3BECTHA: «aCIMPUHOBAsH OpOHXHANbHAS aCTMA.

Hapywenus co cmoponul dceny0ouno-KuueyHo2o mpakxma

Yacro: nucnencusi, 60JIb CO CTOPOHBI KeyI0YHO-KUIIEYHOTO TPaKTa U B KUBOTE, JKEITYJOYHO-
KHAIIEYHOE BOCMIAJIEHUE, KPOBOTCUCHHSI U3 KEIyJOYHO-KUIIIEYHOTO TpaKTa®.

HeuvacTo: KpOBOTOYMBOCTB JI€CE€H, $3BBI M OPO3UU CIM3UCTOM O0OOJIOUKM IKeIyAKa U
JBEHAAIATUIIEPCTHON KUIIKH.

Penxo: nmepdopaTHBHBIE SI3BBI CIIM3UCTON 0OOJIOYKH JKETYAKA U BCHAAIATUTICPCTHON KHUIIKH.

Yacrora HensBecTHA: 00pazoBaHue 1UadparMono0OHBIX CTPUKTYP B MPOCBETE KUILIEYHHKA.
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HapyweHuﬂ CO CMOPOHbL NeYerHUu U sHceadesbleodAuuUx nvueu'

Heuacro: nHapymenue QyHKIH IEYEHU.

Penxo: moBbIIeHnEe aKTUBHOCTH NIEUEHOYHBIX TPAHCAMHHAS3.

Hapywenus co cmopoHbl Kodicu u n0OOKONACHBIX MKAHel

YacTo: KOKHas Chlllb, KOXKHBIN 3Y/I.

Heuacro: xpanusnauia.

Hapywenus co cmopoHvl nouex u Mouesvbi8o05auux nymetl

YacTo: KpOBOTEUEHHS U3 MOYETIONIOBBIX Iy TEH.

Penxo: Hapymenue GpyHKIMM noyek”, ocTpast moueqHasi HeJ0CTaTOYHOCTh™.

a — CBSI3aHO C KPOBOTEUCHUEM;

0 — cBs3aHO C TSHKETBIMU (popMaMu 1epUIUTA TIIIOK030-6-pocdar-aeruaporenassr;

B — CIy4ad JIETAJIbHOTO MCXO0Jla BCTpEeYaIUCh ¢ oAMHaKoBoW yactoToi < 0,1 % y manueHros,
HOJIYYaroIUX TEPANHUI0 alleTHICAIULIOBON KUCIOTOM, U MAllMEHTOB, MOIyYaloUIMX M1anedo;

T — CBSI3aHO C TSDKEIIBIMU aJUIEPTUIECKUMU PEaKIUsIMHU;

Il — Y TIAIIMEHTOB C HapyUICHHEM (YHKIUH MMOYEK WIIM CEpJeUHO-COCYIUCTHIMU HAPYIICHUSIMH,
UMEIOIMMHUCS 10 Hayaa JIeYeHUs alleTUIICATTUIIMIOBON KUCIOTOM.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coo0mmaTe 0 1mo103peBaeMbIX HEXKEIaTeIbHBIX PEAKIUIX TOCIIe PErHCTPALlMH IIperapara ¢
LEeNbl0 O0EcreueHus] HENpPEepPHIBHOITO MOHUTOPUHIA COOTHOLIEHUS «I0JIb3a — PUCK»
JIEKapCTBEHHOTO Mpenapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHAYeTcs COOOIIaTh O JIHOOBIX
MI0JI03PEBAEMBIX HEKENNATEIbHBIX PEAKLHAX JIEKAPCTBEHHOIO Ipernapara 4yepe3 HalMOHAJIbHbIE
CUCTEMBl COOOIIEHUS O HEXKENaTeIbHBIX pEaKIUsIX TIoCyAapcTB-ujieHoB EBpasuiickoro
HKOHOMUYECKOTO COI03a.

Poccuiickas ®edepayus:

DdenepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBHanzop)

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

Tenedon: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHON ceTH «IHTepHET» !
https://www.roszdravnadzor.gov.ru

4.9. lepeno3npoBka

CanunuiaTtHas UHTOKCHKaLMs (pa3BUBAETCS IPU IMPHEME alETHICATUIMIOBON KHUCIOTHI B J103€
6onee 100 Mr/Kr/cCyTkn Ha TPOTSHKEHHM Oojiee YeM 2 CYTOK) MOXKET SIBUThCS pPE3yJbTaTOM
JUINTETIbHOTO ~ yNOTpeONeHUs TOKCHMYECKHMX J03 I[penapara B paMKax HENpaBUIbHOTO

TEpaneBTUYECKOT0 MPUMEHEHUsl mpenapaTa (XpOHHYecKass MHTOKCUKALMS) WIH OJHOKPATHOIO


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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(ocTpas HHTOKCUKALUSA).

[Tepeno3npoBka 0COOEHHO OMacHa y MalMeHTOB MOXKHUIIOT0 BO3PACTA.

CumMnOTOMBI

CUMOTOMBI ~ XPOHMYECKOM  MHTOKCHKAIMM  MPOMU3BOJHBIMH  CAJUIMJIOBOM  KHMCJIOTHI
HecTienu(UIHBI 1 9aCTO TUATHOCTUPYIOTCS C TPYIOM. VIHTOKCHKAIMS JIETKOH CTETIEHU TSKECTH
00BIYHO Pa3BHBAETCS TOJIBKO MOCIIE HEOJHOKPATHOTO UCIIOIB30BaHUsS OONBIINX /103 TpenapaTa u
IPOSIBIISIETCS. TOJIOBOKPY’KEHHEM, BEpPTUIO, IIyMOM B YylIaxX, INIyXOTOH, IOBBIIIEHHBIM
HOTOOT/EJICHUEM, TOLIHOTON U PBOTOM, FOJIOBHOM OO0JIBIO U CITyTAaHHOCTBIO CO3HAHUA. Y Ka3aHHas
CHUMIITOMATHKa MCYE3aeT TMOCJIe YMEHBIICHUs A03bI npenapara. [llyMm B ymax MOKeT MOsBIATHCS
IPY KOHLIEHTPAINH alleTUIICATMIIMIIOBOIM KHCIOTHI B iazme kpoBH oT 150 1o 300 mkr/mit. bonee
TSDKEJIble CUMITOMBI NPOSBIISIOTCS IPU KOHLEHTPALUU aleTHIICATUIIMIIOBON KHUCIOTHI B IJIa3Me
KkpoBu BbIe 300 MKr/mit.

OCHOBHBIM TIPOSIBJICHHEM OCTPOH HMHTOKCHKAIIMW SIBISIETCS TSDKEJIOE HapylIeHHE KHCIOTHO-
OCHOBHOT'O COCTOSIHUSI, ITPOSIBJICHUSI KOTOPOTO MOTYT BapbHpPOBAaTh B 3aBUCUMOCTH OT BO3pacTa
NAlMEHTa U CTETIEHH TSXKECTU MHTOKCUKAIMU. Y JieTell HanboJsiee TUITMYHBIM SIBJII€TCS pa3BUTHE
MeTaboaruecKoro anuao3a. ITockonbKy CKOpPOCTh BCACBIBAaHMS ALETHJICATULMIIOBON KHUCIOTHI
MOYKET CHW)KAThCSl M3-32 3aMEIJICHHOTO OIOPOKHEHHS JKeNyJlKa, 00pa3oBaHHs KOHKPEMEHTOB
WM TIPHEMa MTPETIapaToB, YCTOWYHUBBIX K AEUCTBHUIO eIy JOYHOTO COKA, HETb3s CYIUTh O TSHIKECTH
MHTOKCUKAIIUH TOJIBKO 110 U3MEHEHHUIO KOHIEHTPAIUK CATUIMIIATOB B IJIa3Me KPOBH.

Jleyenue

JleueHre MHTOKCUKAITUH MTPOBOJIUTCS B COOTBETCTBUU C MIPUHSATHIMU CTAaHAAPTAMH U 3aBUCHT OT
CTETICHH TSHKECTH MHTOKCUKAINH M KIIMHUYECKON KapTUHBI M JIOJDKHO OBITh HATIPABJICHO TJIaBHBIM
o0pa3oM Ha YCKOpEHHE BBIBEACHHs IMpernapara M BOCCTAHOBJIEHUE BOJHO-3JIEKTPOIMTHOTO
0anaHca U KUCIOTHO-OCHOBHOT'O COCTOSIHUSI.

Hwxe npencraBieHbl CHMITOMBI U JIAOOpAaTOPHBIE TaHHBIE B CIIyYae OTPABJICHUS CATHIIAIATaMU

U Mepbl TepaneBTUUYEeCKONH TOMOIIIH.

CuMIOTOMBI IEPEA03UPOBKU JIaGopatopHbie U Mepsl TepaneBTHUECKON
UHCTPYMEHTAJIbHBIE HIOMOIIIU
JTaHHBIE

Om_neckoti 00 cpedHeti cmenexu Kenynounsrii JaBax,

msdicecmu MHOTOKpATHBIN npuemM
aKTUBUPOBAHHOTO YT,
(hopcupoBaHHBIA  IMETOYHOMN
auype3
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peCMpaTOPHbBINA AJIKAI03 BOJHO3JICKTPOJIUTHOTO
Oananca Hu KHUCIJIOTHO-

OCHOBHOI'O COCTOSHUA.

[Ipody3Hoe moTooTaeICHHE

TomHoTa, pBOTa

Om cpeoneti 0o msasicenou Kenynounsriit JIaBaxK,
cmenenu MHOTOKPaTHBIN puemM
AKTUBUPOBAHHOTO YT,

(hopcUpOBaHHBIA  IIETOYHOMN

ANYPE3; B TAKCIBIX ClIydasax

TreMOJUAIIN3.
Pecniuparopusliii ankanos ¢ Anuzemus, anuypyst Boccranosnenue
KOMIIEHCAaTOPHBIM BOJIHORJIEKTPOJINTHOTO
MeTa0O0JIMUYECKUM alliI030M OanaHca u KHCJIOTHO-

OCHOBHOT'O COCTOSHHMA.

I'unepniupexcus (kpaiiHe BbICOKas Boccranosnenue
TeMIepaTypa Tela) BOJIHO3JIEKTPOJIUTHOTO
OanaHca " KHCIIOTHO-

OCHOBHOT'O COCTOSHHA.

Hapymenns JbIXaHHUS: oT
TUIIEPBEHTUIIALIUY,

HCKapJUOICHHOTO OTCKa JICTKHUX

10 YTHETCHUS JIbIXaHUS,
achukcuun
Hapyuenus co CTOpOHBI | I3MeHeHue

CEpPACYHO-COCYAUCTON CUCTEMBL: | apPTEPUATIBHOIO
OT HApPYIICHUs pUTMa CEPALa, nasienus, DKI'

apTepuaJbHOM TUIOTEH3UU [0

YTHETEHUS CepAcUYHON

NEeATEIbHOCTH

Hapymenns BOJHO- | ['mmokanuemus, Boccranosnenue
3JIEKTPOJIUTHOTO OanaHca: | TMIIEpHATpUEMHUS, BOJIHOBJIEKTPOIUTHOTO

ACruaparanusi, HapyHICHUC | TUIIOHATPUCMUS,
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(YHKOME TOYeK OT ONMTypHH | HapymleHHe __ (yHKipiy [ Oanatica— = - - RUCHOTHO-

BIUIOTh JIO Pa3BUTHS MOYEYHOH | MOYEK OCHOBHOT'O COCTOSTHUS.
HEJO0CTaTOYHOCTH

Hapymenne merabonmn3ma [Muneprivkemusi,

TJIIOKO3BI, KETO3 TUNIOTJIUKEMHUS

(ocobenno 'y nmerei),

KETOALNI03

[IIym B ymiax, rimyxota

KenynouHO-KUIIEYHbIE

KpPOBOTCUCHUA

I'emarosnornueckne HapyleHMs: | Y IJIMHEHHUE
OT HWHIHMOMpOBaHMSI arperanuu | IpOTPOMOMHOBOTO
TPOMOOILIMTOB JI0 KOAryJ1onaTuu BpEMEHH,

TUIONPOTPOMOUHEMUS

HeBposnorudyeckue  HapyIICHHS:
TOKCHYECKas »HuedasonaTus u
yraetreane ¢ynkmuu HHC ¢
NPOSIBICHUSMH OT COHJIMBOCTH,

CITYTAaHHOCTU CO3HAHHA 10 KOMbBI U

CyJIopor)

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBa

dapMakoTepareBTHYECKas TPyIMIa: aHTUTPOMOOTHYECKUE CpEICTBA; AHTHATPETAHTHI, KPOMe
remapuHa

Kox ATX: BO1ACO06

Mexanu3M JelCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

B ocHoBe mexanusma antuarperantHoro jaevicteus ACK nexxutr HeoOpaTuMoe MHTHMOMpPOBaHUE
nukinookcurenassl (LJOI'-1), B pesynbrare 4dero OJIOKHpyETCs CHHTE3 TpoMmOokcaHa Az
MOJIABIISICTCSl arperanusi TPOMOOILMTOB. AHTHUArperanTHbii 3Q¢ekT Haubonee BBHIPAKEH B
TpOMOOLIMTAaX, TaK KaKk OHHU HE CHOCOOHBI TMOBTOPHO CHHTE3UPOBATH ITUKIOOKCUTEHA3Y.
Cuauraercsa, uro ACK mmMeeT u Apyrue MeXaHWU3MbI MMOJABJICHUS arperaiuid TPOMOOIIUTOB, YTO
pacmmpsieT 00J1acTh €€ MPUMEHEHHS TIPU PA3IMYHBIX COCYUCTHIX 3a00IeBaHUSIX.

ACK oka3plBaeT Takke IPOTUBOBOCHIAIUTEIBHOE, AHAIBIE3UPYIOLIEE U JKAPOMOHMIKAIOIIEE

JICUCTBUE.
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5.2. ®apMaKkoKHUHeTHYECKHE CBOHCTBA

AOGcopouus

[Tocne npuema BHyTpr ACK OBICTPO W MOJTHOCTHIO BCACBHIBACTCS U3 KEITYJOUYHO-KHUIIIEUHOTO
tpakta (JKKT). Bo Bpems u mociie BcackiBanus ACK mpeBpamiaeTcsi B IJIaBHBIM METa0OJIUT —
CAIMLIUJIOBYIO KHUCJIOTYy. BcenenctBue TOro, 4ro TaOJNETKU MOKPBHITHI KHCIOTOYCTONYMBOMN
obomoukoif, ACK BbICBOOOXIaeTCsl HE B KEIy/JKE, a B HIETOYHON Cpeie JBEHAaTUIIEPCTHON
KUAIIKK. MakcuMasbHass KOHIICHTPAIUS aleTHICATUIIMIOBON KUCIOTHI B miazMe KpoBH (Cmax)
JOCTUTAeTCs MPUONM3UTENBHO 4Yepe3 2—7 4acoB Iocie mpuema TalJeTOK, TakuMm o0pa3om,
abcop6muss ACK B dhopme TabIeTOK, MOKPHITHIX KUIIEYHOPACTBOPUMOUN 000JIOUKOM, 3aMeIeHa
10 CPABHEHUIO C OOBIYHBIMU TabJeTKaMu (0€3 KHIIEYHOPACTBOPHUMON 00O0JIOUKH ).

[Tpu oTHOBpEMEHHOM TIpHEMe C THIIEH oTMeuaeTcs 3ameienne BcackiBanust ACK 6e3 BiusiHus
Ha CTENeHb BcachiBaHUs. bomee HHU3Kas ckopocTh abcopbumu Tabnetok ACK, mOKpbIThIX
KHUILIEYHOPACTBOPUMON 000J0uKOM, He BiuseT Ha skcrno3unuio ACK B miasme KpoBU U ee
CIOCOOHOCTh MHTHOMPOBATH arperamuio TPOMOOIMTOB MPH JUTUTEIBHONH TEparuud HU3KAMU
703aMu Tiperiapara. Tem He MeHee, 9TOObI 00eCTIeYNTh MAKCUMAIBHYIO YCTOMUMBOCTD TaOJIETOK
npenapata AuerwicanuiioBas kucinota KAPJIMO B xemynke, peKOMEHIyeTcs MPUHUMATH
npernapatr 3a 30 MUHYT 100 MNpueMa MHINM, 3anuBas OOJIBIIUM KOJIWYECTBOM KHIAKOCTU
(cM. paznen 4.2).

Pacnpenenenne

ACK u canuuuiaoBasi KUCIIOTa B 3HAUUTETILHOM CTENIEHH CBS3BIBAIOTCS C O€KaMHU I1a3Mbl KPOBU
U OBICTPO pactpenenstoTcs B opranuzme. CaauiioBasi KUCIOTa MPOHUKAET yepe3 MIAlEHTY U
BBIJICJISIETCS ¢ TPYTHBIM MOJIOKOM (CM. pazjen 4.6).

buorpancdopmarms

OcHoBHbIM MeTabosnuToM ACK sBnsieTcss camuuuioBas KucioTa. MeTaboiau3M CaluIuIOBON
KHCJIOTBl OCYIIECTBISIETCA B MEUEHH ¢ 00pa30BaHUEM CAIMIUPYJIOBON KHUCIOTHI, (DEHOIHHOrO
IIFOKYPOHM/IA CATUIIUIIOBOM KUCIIOTHI, CATMIUIITIIIOKYPOHUIA U TEHTUCYPOBOU KUCIIOTHI.
OIUMUHAIMS

BriBeieHue canMuMiIoOBOM KHUCIOTHI SIBISETCS JI0303aBHCHUMBIM, ITOCKOJIBKY €€ MeTabosn3M
OTpPaHUYEH BO3MOKHOCTAMU (pepMEHTATUBHOM cucTeMbl. [lepro/ mosryBeIBEACHUS COCTABISET OT
2-3 yacoB nipu npumeHeHnn ACK B HU3KMX 103ax U A0 15 4acoB mpu mpuMEHEHUH TpenapaTa B
BBICOKMX Jo03ax. CanuuuioBas KHCIOTa M €€ METa0OJUThl BBIBOASTCS TJIaBHBIM 00pa3oM
nouykamu. CornacHo (apMakKOKHHETHMYECKUM JIaHHBIM, OTCYTCTBYIOT KIMHHYECKH 3HAUYMMbIE

OTKJIOHEHMS Ha KPUBOM «KOHLEHTpauus — no3a» rnpu npueme ACK B 1oze ot 100 mr 1o 500 mr.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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6.1. Ilepeuenb BcnoMoraTeibHbIX BellleCTB

Anerwincamuumnoas kuciaora KAPJAUO, 50 mr, TabneTkyd KUNIEYHOPACTBOPUMEIE, ITOKPBITHIE

IUICHOYHOM 000J104YKOM

[enmrosio3a Mukpokpuctamuimyeckas tum 101
Kpaxman npexxenatiHu3MpOBaHHbBIN

CreapuHOBast KUCIOTA

Kpemuus nuokcua KoJIOUIHBIN (a3pOCuit)
Obonouxa

MeTakpuiioBo# KUCI0TH M 3THiakpuiiata conoiaumep (Kommukyr MAE 100 P)
['unpomenio3a (ruIpOKCUIIPONUIMETHIILIEIIIIOI03a)
IIponmiieHrnuKoIb

IToBunmon K-30

Tanpk

Turana nMoKCHUT

Kpacurens azopyOun

Anermwincamnumnoas kucaora KAPJMO, 100 mr, TaOJIETKH KUIIEYHOPACTBOPUMBIE, HOKPBITHIE

IUICHOYHOI 000J0YKON

[emmrono3za mukpokpuctamyeckas tum 101
Kpaxman npexenaTuHU3UPOBaHHbBIN

CreapuHOBas KMCIIOTA

KpemHust AMOKCHT KOJITIOUAHBIH (a3pocuit)
Obonouxa

MeTtakpniioBoil KucioTsl ¥ 3tuinakpuiata conoaumep (Kommukyr MAE 100 P)
['unpomenosa (TUAPOKCUITPOITMIIMETHIILIEIUTION03a)
ITponuneHramKoIb

[ToBumon K-30

Tanpk

Turana 1MOKCHUT

Anerwincamnumnoas kucnora KAPAMO, 300 mr, TabJIETKU KUIIIEYHOPACTBOPUMBIE, HOKPBITEHIE

IJIEHOYHOW 000JI0UYKO¥

[emmrosio3a Mukpokpuctamumdeckas taum 101
Kpaxman npexenaTuHU3UPOBAHHBIN
CreapuHOBas KHCIIOTa

Kpemuwnst nMokcuI KOJJIOUIHBIN (a3pOCHIT)

Obonouka
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MeTakpuioBOM KUCIOTHI M 3THJIAKpUJIaTa COMOJUMED ( K&'&II&K—{E%&E‘ T&ﬂlk)H OCTL 0003)

['unpomenio3a (ruIpOKCUIIPONMIMETHIILIEIIIIOII03A)

IIponmiieHrIuKoIb

IMoBunmon K-30

Tanbk

Turana TMOKCHU]T

Kpacutens cunmii 6iectsmuit

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoOK XpaHeHHs)

3 rona.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHuTh 1pu Temneparype He Boiie 25 °C.

6.5. XapakTep u cojep:kaHHe MEPBUYHOI YIAKOBKH

ITo 10 mu 20 TabneToK B KOHTYPHYIO SYEMKOBYIO YIAKOBKY U3 IJICHKU MOJIMBUHWIXJIOPUIHOW U
(bonbru amOMHUHAEBON MEYaTHON JTAKUPOBAHHOM.

[To 1, 2, 3, 4 unu 5 KOHTYPHBIX STUEHKOBBIX YITAKOBOK BMECTE C JIUCTKOM-BKJIQIbIIIIEM TOMEIIAIOT
B [IaUKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0  Ipenapata WJIH  OTX0A0B, IOJYYEHHBIX TMOcjJe TPHUMEHEHHs
JIEKApPCTBEHHOT0 Mpenapara, u pyrue MaHuMyJsilii4 ¢ NpenapaTom

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A
Poccuiickas @enepanus

AO «AJINYM»

Anpec: 142279, MockoBckas 00i1., T. CepryxoB, . O6oneHck, Tep. Kpapran A, 1. 2
Tenedon: +7 (495) 646-28-68

OnekTponHas noyra: info@binnopharmgroup.ru

7.1. IlpeacraBure/ib AepKaTesss peruHCTPAlMOHHOIO YA0CTOBEPEHUS

[Mperen3un norpedUTENed HAOPABIATH 110 aIPECY:

Poccniickas @enepanvs

AO «AJINYM»

Anpec: 142279, Mockosckas 00u1., T. CepmyxoB, . O0oneHck, Tep. Ksapran A, 1. 2
Tenedon: +7 (495) 646-28-68
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DnexTponnas moura: info@binnopharmgroup.ru

8. HOMEP PETUCTPALIMIOHHOT'O YJIOCTOBEPEHUS
JITI-Ne(001809)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPAIIMA (IOATBEPXKIEHUSA PETUCTPAIIAN)
Hara nepoii peructpanun: 13.02.2023

10. JATA IEPECMOTPA TEKCTA

OO0mias xapakTepucTHKa JICKapCTBEHHOTO Tpemnapara AneruicainuipioBas kuciaora KAPINO
JocTynHa Ha UWHGOPMAlMOHHOM TopTasie EBpasuiickoro 5SKOHOMHYECKOTO COr03a B

uH(pOpMaIIMOHHO-KOMMYHHUKAIIMOHHOM ceTn «MHTepHeT™: http://eec.eaeunion.org.



