COOTBETCTBYET 3KCMEPTHOMY OTUYETY
ot 24.07.2024 Ne 15211
(NOCNENOBATENEHOC TS 0003)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Hunepren, 2,5 mr, TabJeTKH, TOKPHITHIE MTICHOYHON 000I0YKOM
Humnepren, 5 Mr, TabJIeTKH, MOKPBITHIE TUIECHOYHON 000JI0YKOM

Hunepren, 10 mr, TabneTku, HOKPHITHIE MIICHOYHON 000I0YKON

2. KAYECTBEHHBINA U KOJIMYECTBEHHBII COCTAB
JleficTBYyIOIIIEE BEIIECTBO: OMCOIPOJIOI.

HunepreH, 2.5 Mr, Ta0JIeTKH, MOKPBITHIE INIEHOYHOU 000JI0YKOUI

Kaxxnast tabneTtka cogepxur 2,5 mr 6uconpoiona Gpymapara.

Hunepred, 5 Mr, TabieTKH, ITIOKPBITHIE INIEHOYHONH 000JIOYKOU

Kaxxnas tabiieTka cogepkut S Mr Ouconpostona pymapara.

Hunepred, 10 Mr, TabJIeTKHA, MOKPHITHIE INIEHOYHONW 000JIOYKOHA

Kaxxnmas tabiretka comepkut 10 mr Gucomposiona pymapara.

[TonHbIil nepedyeHs BCIIOMOTaTeNIbHBIX BEILIECTB MPUBEJEH B pazjede 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIC TNIEHOYHON 000JIOUKOM.

Hunepren, 2.5 Mr, TaOJETKH, MOKPBITHIE IIEHOYHOI 000J0YKOM

OBarnbHBIC, TBOSKOBBIMYKIIBIE TAOJIETKH, MOKPHITHIC IJICHOYHOH 00070YKOW Oenmoro mBera, C
PUCKOM Ha OJJHOM CTOPOHE.

Bun Ha m3znome: mepoxoBaTasi Macca 0€7I0T0 WIIH IMOYTH OEJIOTO IBETa C TUICHOYHOU 000I09KOM
Oeyoro mBera.

TabmeTky MOXXHO pa3/IeInTh Ha PAaBHBIC TO3HI.

Hunepred, 5 Mr, TabiIeTKH, ITOKPBITHIE INIEHOYHONH 000JI0OYKON

Kpyrabie, ABOSIKOBBIMYKIIbIC TaOJETKH, TOKPHITHIC TUIGHOYHOH 000J04YKOW Oenoro IBera, ¢
PHUCKOM Ha OJJHOM CTOPOHE.

Bun Ha m3nome: mepoxoBatasi Macca 0€JI0ro WM IMOYTH OCJIOTo IBETa C TUICHOYHOUW 000109KOM
Oejoro mBera.

TabmeTKy MOXHO pa3/IeInTh Ha PaBHBIC JT03HI.

Hunepred, 10 Mr, TabJIeTKHA, MOKPHITHIE INIEHOYHONW 000JIOYKON

Kpyrinble, ABOSKOBBIMYKJIbIE TaONETKH, MOKPHITHIE IUIEHOYHOW 000J0YKOM Oenoro meera, ¢

PHUCKOI1 Ha OJIHOM CTOPOHE.
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Bun Ha m3nome: mepoxoBaTas Macca 0eJIOT0o WM MOYTH OEJIOro IBEeTa ¢ IICHOYHOW 000JI0YKOMH
0eJoro 1BeTa.

Ta6H€TKy MOKHO pa3acjiuTb Ha paBHBIC JO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHHIO
IIpenapat Hunepren nokasan K IPUMEHEHUIO y B3pOCIBIX C 18 jet:
e AprepuanbHas rdrepTeH3usl.
e HMmemuueckas 60ie3Hb cepalia: cTaOUIbHAs CTEHOKAPIUsL.
e  Xpouudeckas cepaeuHas HegoctaTouHOCTh (XCH).
4.2. Pe:xuM 103MPOBAHUS U CIOCO0 MPUMEHEHUs

PexxuM o3upoBaHus

Apmepuanvhasn cunepmensus u cmabuIbHAS CMEHOKAPOUsL

Bo Bcex ciyuasx peskuM npuema U 103y NoA0upaeT Bpad KaXI0My HallMeHTy WHAUBHUYaIbHO, B
YaCTHOCTH, YUMTHIBas 4acToTy ceplaeuHbix cokpauieuii (HCC) u cocTosHue nmanueHTa.

OObyHO HauvanbHas Jl03a cocTaBisieT 5 Mr mpenapara Humepren oamH pa3 B cyrku. llpm
HEOOXOJMMOCTH 103y MOKHO YBEMYHTH 70 10 Mr oJTMH pa3 B CyTKH.

IIpu neyeHum apTepHaIbHON THNEPTEH3UM M CTAOWIBHONM CTEHOKAPAWU MaKCHMallbHas
peKoMeHI0BaHHas 103a cocrasiuseT 20 mr npenapara HunepreH oauH pas B CyTKH.
Xponuueckas cepoeunas He0OCmMamo4HoCHb

CranpapTHas cxema JIeYeHus XCH BKJIIOYAET IIPUMEHEHHUE MHTHOUTOPOB
aHruoTteHsuHmpeBpamiaomero  ¢epmenta  (AIID) wnm  aHTaroHUCTOB  PELIETITOPOB
anruorensuHa Il (B ciayuae HenmepeHocumoctu uHruOuTopoB AIID), Gera-agpeHo010KaTOPOB,
JMYPETUKOB U, (paKylIbTaTUBHO, cepAeuHbIX rmuko3uaoB. Hauano neuenuss XCH npenaparom
Hunepren tpebyeT 00s3aTenbHOI0 MPOBEACHHS CIIELUANBHOM (ha3bl TUTPOBAHUS U PETYJISPHOTO
BpaueOHOIr0 KOHTPOJISL.

[IpenBapurenbHbIM ycnoBUEM Ul JedeHus npenaparoM Humepren siBngercs crabunpHas XCH
0e3 mpu3HaKoB 000CTpEeHUs.

Jleuenne XCH mpenaparom HunepreHn HaumHaeTcsi B COOTBETCTBUU C HIKEYKA3aHHOW CXeMOU
tutpoBanus. [Ipu 3ToM MOXeT mMoTpeGoBaThCS MHAWBUAYAJIbHAS aJaNTalus B 3aBUCUMOCTH OT
TOr'0, HACKOJIBKO XOPOILO MALIUEHT NEPEHOCUT HA3HAYEHHYIO 103y, T. €. J03Y MOYKHO YBEIMUUBATh
TOJBKO B TOM Ciydae, €ClM MpeAblaylias 103a XOpouo IepeHocuiaach. s obecrieueHus
COOTBETCTBYIOLIETO IPOLECCA TUTPOBAHMSA HA HAYAIbHBIX OJTalax JICYEHUS DPEKOMEHAYETCs
npumeHsaTh npenapatr Hunepren B no3e 2,5 mr. PekoMeHnyemas HauajgbHasi J103a COCTaBJIAET

1,25 mr (% tabnetku mo 2,5 Mr) oauH pa3 B CyTKH. B 3aBHCHMOCTH OT HMHIUBUAYaJTbHOU
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MePEHOCUMOCTH 703y CIIeAyeT MOCTENeHHO MOBBIMATEL 0 2,5 mr, 3,75 mr, S wmr, 7,5 mr u 10 mr
oJluH pa3 B cyTku. Kaxxnoe nmocneayroiiee yBeandeHue 103bl JOIKHO OCYIIECTBISATHCS HE MEHEee
4yeM uepes3 2 HeJeIu.

Ecnu yBennuenue 1036l mpenapara ioxo NepeHOCUTCs MallueHTOM, BO3MOXKHO CHUYKEHHE JJO3bI.
MakcumanbHas pekoMeHJoBaHHas Jno3a mnpu JjedeHun XCH cocraBnser 10 mr mpenapara
Hunepren oauH pa3 B CyTKH.

Bo Bpemst TUTpOBaHHSI PEKOMEHIYETCSI PETYJISIPHBIA KOHTPOJIb apTepuaibHoro aasineHus (All),
YCC wu crenenn BelpakeHHOCTH cuMmnToMoB XCH. Ycyrybnenue cumnromoB tedennss XCH
BO3MOKHO YK€ C [IEpBOTO JIHS MpUeMa Impernapara.

Ecnu naupeHT mioxo nepeHoCUT MaKCUMaJIbHYIO PEKOMEHIOBaHHYIO /103y npenapara Humnepren,
CJIelyeT pacCMOTPETh BO3MOXKHOCTh IOCTENIEHHOTO CHUXKEHUS JO3BI.

Bo Bpems (hazbl TUTpOBaHUS HITH TTOCIIE HEE MOXKET BOSHUKHYTh BPEMEHHOE yXY IIICHUE TeUSHHS
XCH, aprepuanbHas TUIIOTEH3US WK Opaaukapaus. B aTom ciydae pekomeHayercs, Mpexe
BCEro, IPOBECTU KOPPEKLHUIO 1103 MPEnapaTroB COMYTCTBYIOLIEH Tepanuu. Takxe MOXKeT
noTpeboBaTHCsl BpEMEHHOE CHIKEHHE J103bl Ipenapara HunepTeHn uim ero orMeHa.

[Tocne cTabunu3zanuy COCTOSHUS NMALUEHTa CIe1yeT IPOBECTU TOBTOPHOE TUTPOBAHUE J103bI TMOO
MPOJOJKUTE JIEUEHHUE.

IIpoaomKUTENLHOCTD JICUEHUS TP BCEX MOKA3aHMAX K MPUMEHEHUIO IIpenapaTta Huneprtex

Jleyenue npenaparoM HumepreH 0ObIYHO SBIISETCS JOITOBPEMEHHOMN TEpaIuei.

Oco0ple rpynbl HalMEHTOB

B Hacrosmee Bpems HEIOCTAaTOYHO JAHHBIX OTHOCHUTEIBHO IPUMEHEHHUS Oucorpoiona y
naruedToB ¢ XCH B couetannu ¢ caxapHbIM nuaberoMm | THra, BRIpa)KEHHBIMHA HapYIICHUSMU
(GYHKIMA TTOYEK W (W) TIEYCHH, PECTPUKTUBHON KapAHOMHUOIIATHEH, BPOKICHHBIMU MTOPOKAMH
cepIa WIM MOPOKOM KJIalaHa CepAla C BBIPAKEHHBIMUA T€MOJIMHAMHYECKUMHU HAPYIICHUSMHU.
Taxoke 10 cux mop He OBUIO OTYYEHO JOCTATOYHO MAHHBIX OTHOCHTENBbHO marueHToB ¢ XCH c
nH(pAPKTOM MHOKap/a B TEYEHUE TTOCICTHIX 3 MECSIIEB.

Tayuenmul ¢ Hapywienuem GynKyuu noYex Uiy nevenu

[Tarmentam ¢ HapymenueM (YyHKIMM MEYEHW WM TOYEK JIETKOW WIM YMEPEHHOW CTEleHU
TSKECTH OOBIYHO KOPPEKIIUU J103bI HE TpedyeTcs.

[Narmentam ¢ TspKenbIM HapylieHueM (yHkiuu nodek (kiaupeHc kpearnnuHa (KK) menee
20 MJI/MMH) ¥ TAllMEHTaM C TsDKEIbIMHU 3a00JI€BaHUSAMU ME€YEHW MaKCHMallbHAasi CyTOYHas J103a
cocrapisier 10 mr. YBenudyeHue J103bl y TaKUX MAIlMEHTOB JOJKHO OCYLIECTBIISATHCSA C 0COOOM
OCTOPOKHOCTBIO.

Tayuenmul noswcunozo 6o3pacma

Koppekuuu 10361 HE TpeOyeTcs.
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eT’
B cBs3M ¢ OTCyTCTBHEM JOCTAaTOYHOI'O KOJMYECTBA JAHHBIX MO MPUMEHEHHUIO Oucornposoia y
JIETEH, €ro He PEKOMEHYeTCs IPUMEHATD y IeTel U MOIPOCTKOB B Bo3pacTe 10 18 ner.

Cnoco0 npruMeHeHNs

BHyTpb, OZIMH pa3 B CyTKH yTPOM, 3aITBast HEOOIBIINM KOJIUYECTBOM >KUAKOCTH, HE3aBUCUMO OT
BpPEMEHH TTpreMa NHIU. TaOlIeTKH He CIIeIyeT pa3KeBhIBATh WM PACTUPATh B MOPOIIOK.
4.3. [IpoTuBONOKA3AHUSA
e [umep4yyBCTBUTENBHOCTh K Oucomposnony u (Win) K Jr0O00My M3 BCIIOMOTATENbHBIX
BEILECTB, IEPEUNCIEHHBIX B pa3zaene 6.1.
e Octpasg cepleyHas HEJOCTATOYHOCTb, XPOHMUYECKas CeplieuyHas HeIO0CTaTOYHOCTh B
CTaJluu JIEKOMIICHCALIUH, TPeOyIoIasi IPOBEACHNS HHOTPOITHON Tepanuu.
e KapauoreHHsIi MOK.
e ArpuoBentpukyisipaas (AV) omokana Il u Il crenenn, 6e3 2MeKTPOKAPAMOCTUMYIISITOPA.
e CunHzpoM c1aboCTH CHHYCOBOTO Yy3J1a.
e CuHoaTpuasnbHas O6J0Kaja.
e Bripaxennas opamukapaus (UYCC menee 60 yn/MuH) 10 Havajaa TEparuy.
e BripaxxeHnas aptepuainbHas runoteHsus (cucronmyeckoe A/l menee 100 mm pT. CT.).
e Tsoxensie HopMbl OPOHXUATHHON aCTMBI.
e BrlpaxkeHHble HapylleHUs NepU(PEepUuIecKoro apTepUalbHOTO KPOBOOOPALICHUS WU
cuHApoM PeliHo.
e  deoxpomoruroma (6€3 0OJHOBPEMEHHOTO MPUMEHEHHUS alb(a-aaApeHOOIOKaTOPOB).
e Merabonmueckuii anumo03.
4.4. Oco0ble ykazaHus U Mepbl NPEeJOCTOPO:KHOCTH TPU MPUMEHEHUH

C 0CTOPOKHOCTBIO

[IpoBenenne neceHCHOMTM3UPYIONICH Tepanuu, cTeHokapaus [IpuHIMeTana, TUTEpTHPEO3,
caxapHblil quabeT 1 Tuna u caxapHblil [UaOeT CO 3HAYUTENIbHBIMH KOJIEOAaHUSAMU KOHLEHTPALH
TJIIOKO3bI B KpoBH, AV Onokana I crenenu, Tspkenmast moueunast HemocrarouHocts (KK menee
20 Mu1/MHH), TsDKeNast HapymeHus QyHKINU TIeYeHH, TICOPHa3, PECTPUKTUBHAS KapIMOMHUOIIATHS,
BPOXKICHHBIE IOPOKH CEp/IIla WK MOPOK KJIanaHa cep/ua ¢ BEIpa)KeHHBIMU T€MOIMHAMHYECKUMHU
Hapymenusmu, XCH ¢ uH(papkroM MuOKapna B T€YEHHE TOCIEIHUX 3 MECSIEB, HAPYIICHHS
nepudepruIeckoro apTepruarbHOTO KPOBOOOpAIIEHUS JISTKOW M YMEPEHHOW CTENEeHH, TSDKEITbIe
dhopmbl  XpoHHUYEcKOW oOcTpykTHUBHOUW Oosiesam Jerkux (XOBJI), Herskensie (GopMbl
OpoHXHalbHON acTMbl, OpoHXOcma3M (B aHaMHe3e), ajulepruueckue peakiuu (B aHaMHese),

OOIIMpHBIC XUPYPTUUECKUE BMEIIATEIHCTBA U 00IIasi aHeCTe3Hs, CTpOTas AueTa, 0epeMeHHOCTD,
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MEPUOJ TPYIHOTO BCKapMIIMBAHMS.

Ilpexpawenue mepanuu u « CUHOPOM OMMEHbLY

He cnemyet pe3ko mpepsIBaTh JeUeHHE OUCOMIPOIIOIOM WIIM MEHATh PEKOMEHIOBAaHHYIO /103y 0e3

MPEIBAPUTEIHLHON KOHCYJIBTAIlMU C BPadyoM, TaK KaK 3TO MOXKET IMPHBECTH K BPEMEHHOMY

YXYAIMIEHUIO IEATEIEHOCTH CepIIia.

Jledenue He cieqyeT MpephIBaTh BHE3AIMHO, OCOOCHHO Y MAIMEHTOB C UIIEMHYECKON 0O0JIe3HBIO

cepaua (MBC) (oTmeuanoch yTsDKEJIEHHE TNPUCTYIIOB CTEHOKApIWH, pa3BUTHE HH(apKTa

MHOKapJia ¥ BO3HUKHOBEHHE >KEIYIOYKOBBIX apuTMmuii y mamueHtoB ¢ MBC mpu BHe3amHOM

MpeKpalieHny mpuemMa oera-aapeHoookaTopoB). Ecim npekpamienue gedeHns Heo0X0auMo, TO

03y OWcomposiona CiieayeT CHIKATh IOCTENEHHO. B cilydae 3HAUMTENBHOTO YTSHKEICHUS

TEYCHHS CTCHOKapJWW WU Pa3BUTUS OCTPOTO KOPOHAPHOTO CHHAPOMA CIIEAYeT BPEMEHHO

BO300HOBUTH MPHEM OUCOIPOIOIIA.

3abonesanus, npu KOmopvix HEOOXOOUMO C OCIMOPOICHOCHBIO NPUMEHAMb NPENapam

Buconpoon cieayer NpUMEHSTh C OCTOPOKHOCTBHIO B CIEIYIOLINX CIIydasix:

e T1sxenbie popmbl XOBJI u HeTskenbie popMbl OpOHXHATIBLHON acTMBI;

e caxapHbli AuabeT €O 3HAYUTENIbHBIMHM KOJIEOAHMSIMM KOHLIEHTPALMM TJIOKO3bl B KPOBH:
OHMCOMNPOJIONT MOXKET MAacCKHUpOBaThb CHUMIITOMBI THUIOIVIMKEMHUHU (BBIPAKEHHOTO CHW)KEHUS
KOHILIEHTPAIIUH TITIOKO3bI B KPOBH), TAKHE KaK TaXUKapAus, cepareONeHre HITH MOBBIIICHHOE
MOTOOT/EIICHHE;

e  crTporas ueTa;

®  MpOBEJEHHE JECEHCUOMIN3UPYIOIEH Tepanuu;

e AV Onokana I crenenu;

e  Ba3oclacTHueckas cTeHokapaus (creHokapaus IlpuHiMerana); HaOMOATUCh CIydau
KopoHapocna3sma. HecMOoTps Ha BBICOKYIO 0Oe€Ta|-CeIeKTMBHOCTb OHCONpOJIOa, HENb3s
MOJTHOCTBIO HCKJIIOYUTH IPUCTYNbl CTEHOKApAWM NPHU HA3HAYEHWU €ro MalMeHTaM Cco
creHokapauel [lpunnmerana. CneayeT ¢ 0co00i OCTOPOKHOCTBIO IPUHUMATh Npenapar;

e HapymieHHs Tepu(epruuecKoro apTepUaTbHOTO KPOBOOOpAIICHUS JIETKOW W YMEPEHHOM
CTeTeHH (B HaYaJie Teparii MOKET BO3HUKHYTh YCUJICHHE CUMITTOMOB);

e T1icopuas (B T. 4. B aHAMHE3e).

3abonesanus cepoeyro-cocyoucmon cucmemul

bera-anpeno6iokaTopsl He JOKHBI IPUMEHSThCS MpH 1ekomneHcupoBanHoi XCH go Tex nop,

MOKa COCTOSIHUE MallMeHTa He CTa0MIM3HPOBAIIOCH.

Ha HavanmpHBIX 3Tamax OpUMEHEHUs OHCOIpOJoia MAlMEHThl HYXIAIOTCS B TOCTOSHHOM

HaAOJIIOIEHUN.
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Bera-anpeno6nokaTopsl MOTYT BbI3bIBaTh Opaaukapauio. [lpu ypexennn YCC B nokoe menee 50—
55 yn/MuH cinenyetr yMEHbIIMTD 103y WM IPEKpaTUTh IpUeM OUCONpoIoa.

Kak u npyrue 6era-aagpeHo0I0KaTopsl, OMCONPOIIOT MOKET BBI3BIBATh yUIMHEHHE HHTEpBaia PQ
Ha OKI'. Cnenyer ¢ OCTOPOKHOCTBIO MPUMEHSTH OUCOMPOIION y maiueHToB ¢ AV Onokanon
I crenenn.

HecenexTtuBHble OeTa-apeHOOIOKATOPHl MOTYT YBEIHYMBATh YacTOTY U MPOJOJDKUTEIBHOCTD
AQHTMHO3HBIX TIPUCTYNOB Yy NAIMEHTOB C BAa30CHACTUYECKOM CTEHOKapAauew (CTeHoKapauei
[Tpunimerana)  BCIEACTBHE  OMOCPEAOBAaHHOM  anbda-perentopamMu  Ba30KOHCTPUKIUH
KOpoHapHO# aprepun. KapamocenekTuBHbIE Oerai-aapeHOOIOKATOpHl (BKIOYAs OHCOMPOIION)
IIPY Ba30CMACTUYECKOM CTEHOKapAMHU CIIEyeT IPUMEHSTh C OCTOPOXKHOCTBIO.

K nacrosimemy BpeMeHHM HEIOCTATOYHO MAHHBIX OTHOCUTENILHO MPUMEHEHHUs Oucomposona y
naruenToB ¢ XCH B coueranuu ¢ caxapHbiM nuabetom 1 THma, BRIpa)KEHHBIMHA HapYIICHUSMHU
(GyHKIMY MOYeK U (WIM) MEYeHU, PECTPUKTUBHOM KapAHOMHUOIAaTHEH, BPOKICHHBIMU TOPOKAMH
cepila Wi MOPOKOM KJlalaHa CepAlla C BBIPAXKEHHBIMU MeMOJIMHAMHYECKUMHU HapYLICHUSIMHU.
Taxoke 10 cuX HOp He ObUIO MOIYYEHO JOCTATOYHBIX JaHHBIX OTHOCHTENBbHO ManueHToB ¢ XCH ¢
MH(papPKTOM MHOKAp/a B TEUEHHUE MOCIETHUX 3 MECSIEB.

Jvixamenvnas cucmema

Hecmotpst Ha TO, 4TO ceneKTUBHbIE OeTai-aJpeHOoOJOKAaTOPbl B MEHbBIIECH CTENEHU BIHAIOT Ha
(GYHKIMIO JBIXaTEIbHONH CHUCTEMBI, YeM HECENICKTHBHbIC OeTa-aJpeHO0I0KATOPbI, MAllUeHTaM C
XOBJI 1 HeTspKensIMu (hopMaMu OpPOHXHMATBHOM aCTMBI OUCOIIPOIION ClIeAYeT Ha3HAYaTh ¢ 0COO0H
OCTOPO’KHOCTBIO M TOJBKO B TOM CIyd4ae, €CJIM BO3MOXHbBIEC INPEUMYIIECTBA €r0 IMPUMEHEHHS
NPEBBIIAIOT TMOTEHIHMANbHBIM puck. Ilpum OponxumamsHoil actmMe wnum XOBJI mokaszano
OJHOBPEMEHHOE NMPUMEHEHHE OPOHXOAMIATHPYIOIUX CPEACTB. Y MALUEHTOB ¢ OPOHXHAIBHOM
acTMOM BO3MOXKHO TIOBBIIICHHE PE3UCTEHTHOCTH MAbIXaTEIbHBIX IyTeil, 4yTo Tpedyer Ooiee
BBICOKOH /103bI 6€Ta2-aIpeHOMUMETHKOB.

VY nammentoB ¢ XOBJI Oucomnposnon, Ha3HaYaeMblii B KOMIDIEKCHON Tepanyy C HENbI0 JIeUeHUs
CepJIeYHO HEAOCTATOYHOCTH, CIIEAYeT HAYMHATh C HAUMEHBIIIEH BO3MOYKHOU J03bI, 8 TAIIUEHTOB
TIIATEIbHO HAOIIOAATh B OTHOUICHWU IMOSIBICHUS HOBBIX CHMIITOMOB (HAampuMmep, OJBIIIKH,
HENEePeHOCUMOCTH (PU3NYECKUX HArpy30K, KaIis).

ObwupHneie xupypauieckue emeuwamenscmea u oowas anecmesus

[Ipu He06X0AUMOCTH MPOBEIEHHS XUPYPrHUECKUX BMEILATENBCTB CIEAYeT NpeaypeIuTh Bpaya-
aHEeCTe3HOoJIOra 0 TOM, YTO NAalMEeHT IpUHUMAaeT OeTa-aJApeHO0I0KaTOPb! (PUCK JIEKApCTBEHHBIX
B3aMMOJCHCTBUN C pa3BUTHUEM TsKENIBIX OpaauapuUTMUM, YyMEHbLIEHHS peQIeKTOPHON
TaXUKApAMM U apTepuanbHON runoreH3uu). PexomeHnayercst 6e3 sSBHOM HEOOXOIMMOCTH He

npekpamarbk mpueM Oucompoiioia B MEpUOIEpAllMOHHOM nepuozae (T. k. Omokama Oera-
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aJIpCHOPEIICTITOPOB CHIDKACT PHCK BO3HHUKHOBEHHS APUTMHUI M WIIEMHH MHOKapIa BO BpEMs
BBOJIHOT'O HAPKO3a U MHTYOAIIUH TPAXEN).

B ciyyae HEOOXOOMMOCTH TpEephIBaHUS JICUCHHS OHCOIPOJIONIOM Tepe] IPOBEACHUEM
XUPYPTrHUECKOr0 BMEIIATENbCTBA IMpenapaT CleAyeT OTMEHHTh HEe MeHee 4eM 3a 48 "acoB 110
OTIeparuH.

Deoxpomoyumoma

VY nanueHToB ¢ (PEeoXpoMOIMTOMOI OHCONPOION MOXXKET OBITh Ha3HA4eH TOJNBKO Ha (OHE
OJTHOBPEMEHHOT'O IPUMEHEHHUSI aTb(a-aIpeHOOIOKATOPOB.

Tupeomoxkcukos

[Ipu TumepdyHKIUK IIMTOBUIHOW >Kejae3bl OeTa-aapeHoOI0KaTOphl (BKIIIOYAs OWCOMPOIION)
MOT'YyT MAaCKUpPOBATh TaxXUKaApAWIO W YMCHbIIATH BBIPAXKCHHOCTH CHMIITOMOB THPCOTOKCHKO3aA.
Pe3kasi oTMeHa mpenaparta MOXET BbI3BIBATH O0OOCTPEHHE CHMIITOMOB 3a00JI€BaHUSI U PAa3BUTHUE
THPEOTOKCUYECKOTO KpH3a.

Peaxyuu eunepuyecmeumenvrocmu

Bera-agpeHoOnOKaTOpBI, BKIOYas OWCOIMPOJION, MOTYT IMOBBILATh YYBCTBHTEIBHOCTh K
aJulepreHaM M TSHKECTh aHA(PUIAKTUYECKUX peaKIMi/peakiuil TMIepYyBCTBUTEIBHOCTH H3-32
ociallieHUsT  aIpeHePrHYecKoil  KOMIICHCATOPHOM  peryiasiud Ioj  JAeWcTBHeM  Oera-
anpenoOokaTopoB. [IpumeHeHne OOBIYHBIX TEPAEBTHYECKHUX 103 AMUHEPPUHA (aApeHaInHa) Ha
¢one mpuema OeTa-aIpeHOOIIOKATOPOB HE BCErja NMPHUBOAMT K JOCTIDKEHHIO 0XXKHIAAEMOTO
KIMHU4eckoro ¢dekra. Heo6xoammo colmo1aTh 0CTOPOKHOCTH NIPH HA3HAYEHHH OHUCOIIPOIIona
MAalMeHTaM C TSDKEJIBIMU PEAaKIUsIMA TUIEPYYBCTBUTEIFHOCTH B aHAMHE3€ WIIM TPOXOISIIUM
KypC JI€CEeHCUONITN3AIINH.

Ilcopuas

[Ipn pemeHun Bompoca O NMPUMEHEHHWH OHMCOINpPOJIONA y MAlMeHTOB C IICOPHA30M CIeIyeT
THIATCJIBHO COOTHECTHU IIPEAIIOTIaracMyro 10JIb3y OT IIPUMCHCHU IIpEIiapara u BO3MO>KHBIHN PUCK
000CTpeH st TeUeHHsI ICOpHa3a.

Konmaxmuvie nunzol

[TaneHTHI, MONB3YIOUIMECS KOHTAKTHBIMHU JIMH3aMHM, MAOJDKHBI YYHTBIBaTh, YTO Ha (QOHE
npUMeHeHus 0eTa-apeHo00I0KaTOPOB BOSMOKHO CHIDKEHUE TIPOYKIIHH CIIC3HOW YKUKOCTH.
4.5. B3aumopeiicTBue ¢ JAPYrUMHU JIEKAPCTBEHHbBIMHM MNpenapaTramMv W [Jpyrue BHJbI
B3aHMOJeCTBUSA

HepexomeHnyemble KOMOWHAIIUT

Jleuenue XCH
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AnTHapuTMHuecKue cpeiactBa | kiacca (Hampumep, XUHHIWH, JAW30MUPAMU, JUJAOKauH,
(enuTouH, (priekauHu, nponadeHoH) Mpx OJHOBPEMEHHOM IPUMEHEHHUH C OMCOTIPOIIOIOM MOTYT
cHIXaTh AV IPOBOJUMOCTD M COKPATHTEIbHYIO CIIOCOOHOCTH MHOKap/a.

Bce nokazanus k npumenenuro npenapama Hunepmen

brokaropsl «menneHHsix» KanbiueBbix kaHaioB (BMKK) tuma Bepanamuna u, B MeHbIIeH
CTEINEHH, TWITHA3eMa MPU OJHOBPEMEHHOM INPHUMEHEHHH ¢ OHUCONPOJIOIOM MOTYT MPUBOIUTH K
CHIDKCHUIO COKPATHTEIbHOW CIIOCOOHOCTH MHOKapAa W HapymeHuio AV mpoBogumoctu. B
JaCTHOCTH, BHYTPUBEHHOE (B/B) BBEAEHHE BepalaMmia IMalUeHTaM, NPUHUMAIONNMM OeTta-
aJIPeHOOIOKATOPBI, MOXKET MPUBECTH K BHIPAYKCHHOM apTepHalIbHOM THIIOTeH3UN U AV Ookaze.
I'unoreH3uBHBIE CpeICTBA LEHTPAIBHOIO JAEHCTBUS (Takue Kak KIOHHJIUH, METHJIIONA,
MOKCOHUJIMH, PWJIMEHUANH) MOTryT mnpuBecTH K ypexxkeHntio UCC U CHIKEHHUIO CeplIeYHOTO
BbIOpOCa, a TakKe K Ba30AMIATAllMM BCIEJICTBUE CHIDKEHMS LIEHTPAJIbHOTO CHUMIATHYECKOTO
TOHyca. Pe3kas oTMEHa yKka3aHHbBIX IpenapaToB, OCOOCHHO 10 OTMEHBbI O0eTa-aApeHO00I0KaTOPOB,
MOXET YBEJIUUUTh PUCK Pa3BUTHS «PUKOLLIETHO» apTepuaibHON THIEPTEH3UH.

@OUHrONUMOJ MOXKET YCUIIUTh OTPULIATENbHBIN XPOHOTPONHBIN 3 deKT GeTa-aapeH00I10KaToOpoB
U TIPUBECTH K BbIpaXXeHHOH Opamukapauu. OJHOBpEMEHHOE MpHUMEHEHHE (PUHroIMMoaa M
Oucomnposiosia He peKoMeHayercs. B ciiyyae HEOOXOIMMOCTH OJHOBPEMEHHOI'O NPUMEHEHMS
¢uHronumona u npenapata Humepren tpeOyercs TiIaTenbHOE HAONIOIEHHE 32 COCTOSTHUEM
nanueHTa. PekoMenayercs HaumHaTh KOMOMHUPOBAHHYIO TEPAlMIO B YCIOBMSAX CTalMOHapa U
OCYILECTBJIAITh COOTBETCTBYIOLIMII MOHHMTOPHMHI (MOKa3zaH JuTenbHbli KoHTpoias YCC, mo
MEHBIIEH Mepe, OO0 yIpa CIEAYIOIIEro MAHs I0ciIe IIEPBOr0 OJHOBPEMEHHOIO IIpHEMA
¢unronMona u npenapara Hunepren).

KomOunarmu, Tpedyroime 0co00i 0CTOPOKHOCTH

Jleuenue apmepuanvHou eunepmen3uu U CMeHOKapouu

AHTHapUTMHYECKHE cpejacTBa | kimacca (HampuMmep, XWHUAWH, JAW3ONMHPAMUJ, JIHJIOKAWH,
(hennuTouH, haexkanHu, TponadeHOH) MPHU OJHOBPEMEHHOM IMTPUMEHEHUH C OUCOTIPOJIOIOM MOTYT
cHIKaTh AV MPOBOAMMOCTH U COKPATUTENBHYIO CIOCOOHOCTh MUOKap/Ia.

Bce noxazanus x npumenenuro npenapama Hunepmen

BMKK — npowusBoaHBIE TUTHIPONUPUINHA (HampuMep, HU(peTunuH, (penoIuniH, aMI0JUITHH)
MpU OJHOBPEMEHHOM TMPUMEHEHUH C OHCOIPOJIONIOM MOTYT YBEIHUYHMBATH PHUCK Pa3BUTHS
apTepuanbHOl TunoTteH3uu. Y mnanueHToB ¢ XCH Henb3s HMCKIIOYWUTH PUCK MOCIEIYIOLIETO
YXYIIICHHs] COKpATUTENbHON (DYHKIIMU cepana.

Antnaputmudeckue cpenacta Il knacca (Hanpumep, aMHOJapOH) MOTYT YCHIIMBATh HAPYIIICHUE

AV TIpoBOUMOCTH.
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JeticTBre OeTa-aApeHO0I0KATOPOB Il MECTHOTO MIPUMEHEHHUs (HapuMep, IJIa3HbIe KarlId JIJIs
JIeYeHUsS] TIAyKOMBI) MOXET YCHUIUBaTh cUcTeMHble 3ddekTsl Oucomnpomnona (cHmwkenue AJl,
ypexkenne YCC).

[TapacuMmaTOMHUMETHKH MIPU OJTHOBPEMEHHOM MPUMEHEHUH C OMCOMPOIIOIOM MOTYT YCHIINBAThH
HapyuieHne AV IpoBOANMOCTH U yBEJINYHUBATH PUCK Pa3BUTHS OpaTuKapIuy.
['amornukemMuyeckoe neiicTBHE WHCYITHMHA WM THITOTIIMKEMHYECKUX CPEICTB ISl TPHEeMa BHYTPh
MOXeT ycwiuBarbcsa. CHMIOTOMBI THUNOTJIMKEMHHM, B YaCTHOCTH TaxXUKapIus, MOTYT
MacKHpOBaThCS WM TOHaBiAThCA. [lomoOHBIe B3amMozeicTBus 0ojiee BEPOSTHBI NP
MMPUMEHEHUH HECEIICKTHBHBIX OeTa-aApeH00I0KaTOPOB.

CpencTBa [uIsl MPOBEIEHUS O0IIEH aHECTEe3UH MOTYT YBEJIMYMBATh PUCK KapIrOIEPECCUBHOTO
JeCTBUA, IPUBOS K apTepUAIbHON TUIOTEH3UH (CM. paszen 4.4.).

Cepnednble TITMKO3U/bI IPU OJJHOBPEMEHHOM MPUMEHEHUH C OUCOIPOIIONIOM MOTYT MPUBOIUTH K
YBEJIIMYCHHUIO BPEMEHH MTPOBECHHSI UMITYJIbCa U KaK CJIEJICTBUE — K Pa3BUTHIO OpaguKapIuu.
Hectepounnbsie mpoTHBOBOCHIATIUTENbHBIE IMpENapaTbl MOTYT CHIKAaTh AHTUTHIIEPTEH3UBHBIN
s ekt bucomnponona.

OnHoBpeMEeHHOE TpHMEHeHHe mnpenaparta HumepreH ¢ Oera-aapeHOMHMETHKaMU (HampuMmep,
M30MpPEHANNH, J00yTaMUH) MOXKET NPUBOAWTH K CHWXEHUIO 3(]dexta o00mx mpenapaTos.
[Mpumenenne Owucomponona ¢ aJAPEeHOMHMETHKAMHM, BIMSAIONIMMU Ha anbpa- u Oera-
aZipeHopenenTopsl  (HampuMep,  HOpPANMUHEPPUH,  SHUHEDPHH), MOXKET  YCHINBAThH
Ba30KOHCTPUKTOPHbIE 3(deKTsl 3THX CpeAcTB, BO3HHMKAWONIME C Yy4acTHeM aibQa-
aJIpeHOPEIenTOPOB, MpUBOA K noBbimeHnto AJl. [TonoOHbIe B3anMoaeiicTBUS Oosiee BEPOSTHBI
MIpH TPUMEHEHUH HECEIIEKTUBHBIX OeTa-aipeHO0I0OKaTOPOB.

['umoTeH3MBHBIE CPENCTBA TaK K€, KaK U JPYTUe CPEIICTBA C BOZMOKHBIM aHTUTHIIEPTCH3UBHBIM
sddexkrom (HanmpuMmep, TPULMKIMYECKHE aHTHICTIPECCAHTHI, OapOWTypaThl, (EHOTHA3WHBI),
MOTYT yCUJIMBATh aHTUTUTIEPTEH3UBHEIN 3 (eKT Orconpoona.

MednoxuH npu OJHOBPEMEHHOM TNPHUMEHEHHWH C OHCOIPOJIOIOM MOKET YBEIHMYMBATH PUCK
pa3BuTHs OpaauKapany.

Nurubutopsr moHoamuHookcuaassl (MAO) (3a uckmouennem unruouropoB MAO B) moryr
yCUJIUBaTh  aHTUTUIIEPTEH3UBHBIM  3¢¢ekr  Oera-agpeHodsokaropoB.  OnHOBpeMEHHOE
MPUMEHEHHUE TAK)KE MOXKET MPUBECTU K Pa3BUTHIO THIIEPTOHUYECKOTO KpHU3a.

KomMOunanmm KOTOPBIC CIACAYET IPHHUMATh BO BHUMAHHUC

Ankanouowvt cnopuitbu
HerunpupoBanHble — ankajJouJpl CHOPBIHBM  MOBBIIIAIOT  PHUCK  Pa3BUTHS  HapyLIECHUI
nepudepuueckoro KpoBOOOpalIeHHs. OJProTaMuH IIOBBILIAET PHUCK Pa3BUTHUS HapyLICHUS

nepugepruIecKoro KpoBOOOpaIeHHUS.
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Dapmakoxurnemuyeckue 83aumMo0eticmeusl

B ¢dapmakoKMHETHUECKUX HCCIEIOBAHUSAX HE BBIABICHBI B3aMMOJCHCTBUS OucoIposiona c
THA3UIHBIMU JHUYPETHKaMH, TaKUMH KaK THUAPOXJIOPOTHA3HI M IHMMETHIWH. bucompornon He
okaspiBal 3pdexkra Ha PapMakokMHETHKY TeodwuimHA. PudamnuH  yBenuuuBaeT
MeTaboIMYECKUI KIIMPEHC U YKOpauuBaeT nepuos nonyssiBeenus (T2) duconpoiona, oqHako
KOPPEKIIMH JT03bI TIperapara He TpedyeTcs. Bucormponon He BiuseT Ha MPOTPOMOMHOBOE BPEMS y
MAIUEHTOB, TOJTYJalONUX CTAaOUIBHYIO 103y BapdapuHa.

4.6. DepTUIBHOCTH, 0€PEMEHHOCTD U JAKTANUS

bepemeHHOCTD

dapmakonorndeckre 3PQPeKTsl OUCOMPOTI0Ta MOTYT OKa3aTh HEOIArONpUATHOE BO3/ICHCTBHE HA
TeUCHUE OEPEMEHHOCTH M OPTaHM3M TUIOA3a/HOBOPOXKACHHOTO. B 1enom OeTa-aipeHo0I0KaTophl
CHIDKAIOT KPOBOTOK B IUIALICHTE, 4YTO MOXXET NPUBOIUTH K 3aJepKKe pocTa IUIoJa,
BHYTPUYTPOOHOH €ro rudeny Win Mpex1eBpeMEeHHBIM poJiaM. Y TUI01a 1 HOBOPOXKJAEHHOTO MOTYT
pa3BUBAThCA HEXKeEJaTeJIbHbIE peakuuu (Hampumep, TUMOrIMKeMmMHuss W Opaaukapaus). Ilpu
HEOOXOIUMOCTH JICYCHHs OeTa-aApeHOOJOKaTOpaMu TPENNOYTeHUE CJleayeT OTIaBaTh
CENIEKTHBHBIM 0eTa;-apeHO0I0KaTOpaM.

[MIpu OepemMeHHOCTH OMCONPONION CJEAYeT NPUMEHATh TOJBKO B cilydae aOCOJIOTHOM
HEOOXOUMOCTH, €CJIM OXKHIaeMasi MoJb3a Ul MaTepH MPEBBIIIAET BOZMOXKHBIN PUCK Pa3BUTHS
1mo604YHBIX 3¢ (HEKTOB y 11012 U (MIIK) HOBOPOXKIAESHHOTO.

Crnenyer OTCIe)XHMBaTh KPOBOTOK B IUIAIIGHTE M MaTKe, a TaKXke HaOII0JaTh 32 POCTOM H
pasBuTHeM Oyaymiero pedenka. B ciydae mosiBIeHHS HEXeJaTeNbHBIX PEAaKIUi B OTHOLICHUU
OepeMeHHOCTH U (WJIK) TI0/1a PEKOMEHIYETCS IPUMEHSTh aIbTePHATUBHBIC METOIbI TCPAIIHH.
Crnenyer TmaTenbpHO 00CIeI0BaTh HOBOPOXKACHHOTO TIOCTIE POJOB. B mepBbie Tpu IHS JKU3HU y
HOBOPOKICHHOTO MOT'YT BO3HHKATh CHMIITOMBI OpaJuKap/ My U TUIIOTITHKEMUH.

JlakTanus

[To naHHBIM JTOKIMHUYECKUX MCCIEJOBAHUN OUCOMPOIION U (MJIM) €ro MeTaOOJIUTHI BBIICISIOTCS
B MOJIOKO JIAKTHPYIOUIMX KpbIC. JIaHHBIX O BBLICICHUH OHMCOINPOJIONAa B TPYAHOE MOJIOKO HET.
[TosTomMy mpuem Oucompornona HE pPEKOMEHAyeTCs OJKEHIIMHAM B TEPHOA TPYAHOTO
BckapmiuBaHus. Ecnu mpuem Oucomposona B IMEpUON JIAKTalMM HEOoO0XOIuM, TpyIHOE
BCKapMJIMBAHUE CIIEAYET MPEKPATUTb.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpeICTBAaMH W padoTaTh €
MeXaHU3MaMH

CornacHo pe3ynbTaTaM HCCIEAOBaHUSA, OMCOMPOJION HE BIHMSIET HAa CHOCOOHOCTH YIPABISTH
TPAHCIIOPTHBIMU CpPEJACTBAMH W paboTaTh ¢ MexaHm3mamu y mnamueHtoB ¢ MBC. Opnako

BCJIC/ICTBME MHIWBUIYAIbHBIX PEAKIMH Ha MpenapaT coCOOHOCTh YIMPaBIATH TPAHCIIOPTHHIMU
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cpeAcTBaMH M PaboOTaTh C MEXaHM3MaMU MOXKET ObITh HapymieHa. Ha ato ciemyer oOpaTuTh
oco0oe BHMMaHHE B Hayalle JICUCHHUs, MOCIIe M3MEHEHHs J03bl, a TaKKe MPH OJHOBPEMEHHOM
yIOTPEeOICHUH aTKOTOJIS.

4.8. HexkenaTeJibHbIE peakiuu

PesroMe HexeNaTeabHbIX PEAKINI

Hwxe npencraBieHbl HeKENaTEIbHBIE PEAKIIUN, BCTPEYABIINECS TIPU IPOBEACHUN KITMHUYECKUX
WCCIICIOBAaHUKA W B XOJA€ MOCTPETHUCTPAIIMIOHHOTO TpHUMEHEeHHs. YacToTa BCTpPEUaeMOCTH
HEeXeNaTeNbHBIX PEaKINi yKazaHa CIIeIyroImuM o0pa3oM: odeHb dacto (> 1/10), wacto (> 1/100,
HO < 1/10), Hewacto (> 1/1 000, Ho < 1/100), peako (= 1/10 000, Ho < 1/1 000), oyeHb peako
(< 1/10 000), yactoTa HEU3BeCTHA (HE MOXKET OBITH OIIECHEHA HA OCHOBAHWHY UMEIOIINXCSI TAHHBIX ).
HexenaTenbHpie peakiiuy CrpyupOBaHbl B COOTBETCTBUU C IOPSIKOM Ha OCHOBaHUH CHCTEMHO-
oprannbix kiaccoB (COK).

Tcuxuyeckue napyuienus.:

HEYacTo — JAernpeccus, 06CCOHHUIIA;

PEAKO — raJUTIOIIMHALIMY, HOUYHBIE KOIIIMAPBI.

Hapywenus co cmoponul nepgnoti cucmembvi:

4acTO — TOJIOBOKpYKeHUe™, ronoBHas 60mb™*;

penKo — 0OMOPOK.

Hapywenus co cmoponul opeana 3penusi:

PElKO — YMEHBIIIEHHUE CIIe300TACICHHUS (CIeyeT yUUTHIBATh IPU HOIIEHUH KOHTAKTHBIX JIMH3);
OYEHb PEIKO — KOHBIOHKTHBHT.

Hapywenus co cmopoHsl opeana ciyxa u 1a0upuHma:

PEAKO — HapyIIEHUE CIyXa.

Hapywenus co cmoponul cepoya:

O4YeHb YacTo — Opamukapaus (y namueHToB ¢ XCH);

gacto — ycyrybonenne cumnromoB Teuennss XCH (y manmenTtoB ¢ XCH);

HeyacTo — HapyimeHue AV mpoBoauMOCTH, Opaauwkapmaus (y TaIlMEeHTOB C apTepUatbHOU
TUMEPTeH3UEeH WU CTeHOKapaueil), ycyryonenue cumntomoB TeueHuss XCH (y mamueHnrtoB c
apTepHaIbHON TUIIEPTEH3UEH WK CTEHOKapaAueit).

Hapywenus co cmoponul cocyoos:

4acTO — OUIYIIEHUE MOXOJIO0JaHHs UM OHEMEHUSI B KOHEYHOCTSIX, BhIpa)KEHHOE CHMKeHue A/,
ocobeHHo y nanueHToB ¢ XCH;

HEYacCTO — OPTOCTATHYECKAsl TUIIOTEH3HSL.

Hapywenus co cmoponul OvixamenvHoti cucmemyl, opeanos 2pyOHOU KNemKU U CPeOOCMEHUsL:

11
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HEYacTo — OpOHXOCIAa3M y NAIlMEHTOB C OPOHXHMAIBLHONW aCTMON WIIM OOCTPYKIIMEH JIbIXaTeIbHBIX
nyrel B aHaMHE3e;

PEAKO — aJuIePrUYeCKU PUHHT.

Kenyoouno-kuweunvie HapyuweHus:

4acTo — TOUIHOTA, PBOTA, Uapes, 3amop.

Hapywenus co cmopoHbl neyenu u Hcenyesbl8o0sauux nymel.

PENKO — TemaTuT.

Hapywenus co cmoponul Kodcu U NOOKOHCHBIX MKAHET.

PEAKO — peaKIy TUIEPIYBCTBUTEIFHOCTH, TAKHE KaK KOXKHBINA 3y[, KOJKHAS CHIb, TUTIEPEMUS
KOXKHBIX TTOKPOBOB M aHTHOHEBPOTHUYECKUHN OTEK;

OYCHb pEAKO — ayiomnerus. bera-anpeHoONIOKaTOPEl MOTYT CIIOCOOCTBOBATH OOOCTPECHHIO
CHUMIITOMOB TE€UYEHHS TICOPHAa3a UM BHI3BIBATH MICOPUAZ0TIOJO0HYIO CHIIb.

Hapywenus co cmoponvl MbluieuHot, ckeiemnou u COeOUuHUmMenbHOU MKAHU.:

HEYacTO — MbIIIeYHas cIabOCTh, CyJOPOTH MBIIIIIL.

Hapywenus co cmoponvl penpodykmuenoti cucmembvl U MOJIOUHBIX JiCele3:

PEAKO — 3pEeKTUIIbHAS TUCPYHKILIUS.

Obwue napyuwenus u peakyuu 8 Mecme 68e0eHUsL:

yacTto — actenust (y nanueHToB ¢ XCH), moBbIieHHAs yTOMIISIEMOCTH ™

HEYacTo — acTeHus (y MaLKUEHTOB C apTepUanbHON rMNEpTEH3UEeH U CTEHOKapIuei).
Jlabopamopuvie u uncmpymenmanvhvle OaHHble:

PEAKO — MOBBIIIEHNE KOHIEHTPALMK TPUTTIULEPUI0B U AKTUBHOCTH «II€YEHOYHBIX» TPAHCAMUHA3
(acmmapraramunoTpanchepassl (ACT), anmannHamuaOTpanchepassl (AJIT)) B mma3me KpoBy.

* YV manMeHToB C apTepUAbHOW THUIEPTEH3UEH WM CTEHOKapIueil 0COOSHHO 4acTo JaHHBIC
CHUMIITOMBI TTOSIBJISTFOTCS B Hadasie Kypca jJedeHusi. OObIYHO 3TH SBJICHUS HOCST JETKUN XapaKTep
Y IPOXOJIAT, KaK MPaBUIIO, B TeueHUE 1—2 HeJlleb nocje Havasa JIedeHusl.

COO6HICHI/IC O IMMOA03PEBACMBIX HCXKCIATCIbHBIX PCAKIIUAX

BaxkxHo coo0marh 0 T0M03pPEBAEMBIX HEXKENIATCIbHBIX PEAKIUAX IOCIE PETUCTpalun
JIEKAPCTBEHHOTO TIperapara ¢ Ieblo 00ecreUeHs] HEMPEPhIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«TOJb3a — PHUCK» JICKAPCTBEHHOTO IMpemnapara. MeaulMHCKHUM pabOTHUKAM PEKOMEHIYETCS
coo0IaTh 0 JIOOBIX TOJIO3PEBAEMBIX HEXKENATEIbHBIX PEaKIMsIX JICKaPCTBEHHOTO Ipernapara
yepe3 HaIMOHAILHBIE CUCTEMBl COOOIICHHS O HEXKeNaTeIbHBIX PEaKIUIX TOCYdapCTB — YICHOB
EBpasuiickoro 5KOHOMHUYECKOTO CO03a.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBsiuckas 1., 1. 4, cTp. 1

denepanpHas cay:x0a 1o Ha30py B cdepe 3ApaBOOXpaHEHUS
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Ten.: +7 (800) 550 99 03

Anpec 31. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybauxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 1. 13, BL] «Hypcayner 2»

PI'TI na IIXB «HanmoHanbHBIN LEHTP DKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB M MEIULIMHCKUX
m3nenmuiny KoMmuTera MeETUIIMHCKOTO U (papMaleBTHUECKOTO KOHTPOJIsT MUHHUCTEpCTBA
3npaBooxpanenus Pecnyonmuku Kazaxcran

Tem.: +7 7172 235 135

Anpec 371. moutsl: farm@dari.kz

Beb6-caiit: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. Epesan, np. Komuraca, 1. 49/5

«HayuHblii IEHTp SKCHEPTU3bl JIEKAPCTB W MEIUIMHCKUAX TEXHOJOTHH HMEHH aKaJeMHKa
3. lN'abpuensaa

Ten.: +374 60 83 00 73

Anpec a1. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be06-caiit: http://www.pharm.am

Kuipevizcrkas Pecnybnuxa

720044, Uyiickas obnacts, T. bumkek, yi. 3-a Jluaus, 1. 25

JlemapTaMeHT JIEKAPCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3/1ETHN

Temn.: +996 (312) 21 92 86

Anpec 311 moutsl: dlsmi@pharm.kg

Be6-caiiT: www.pharm.kg

4.9. llepeno3npoBka

CUMITOMBI

HaubGonee wacteie cumnTombl nepeao3upoBku: AV Oiokana, BbIpaKeHHas Opagukapius,
BbIpakeHHOe cHkeHue AJl, OpoHxocma3M, OCTpas cepJedHas HeIOCTaTOYHOCTh U
TUIOTTTUKEMUSL.

UyBCTBUTENBHOCTh K OJIHOKPATHOMY MpPHEMY BBICOKOH J103bI OMCOIpPOJIOia CHIBHO BapbUpYeET
Cpeou OTAETbHBIX MAalMEeHTOB, M, BepoATHO, mnanueHtel ¢ XCH oOmagatoT BBICOKOM
YYBCTBUTEIIBHOCTBIO.

Jleuenue
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

[Ipu BO3HMKHOBEHUU NEPEIO3UPOBKH, MPEKIE BCET0, HEOOXOIUMO IPEKPaTUTh MPUEM NpernapaTa
Y HayaTh MOJJIEP/KUBAIOLIYI0 CHMITOMAaTHYECKYIO TEPAIIHIO.

[Tpu BeIpakeHHOW Opaaukapauu: B/B BBeAeHHE aTponuHa. Ecimu sQQeKkT HeooCTaTOuHBIH, C
OCTOPO’KHOCTBIO MOXXHO BBECTH JIEKAPCTBEHHOE CPEACTBO, OOJaJalolee MOJOKUTEIbHBIM
XpOHOTPOIHBIM  JielicTBHeM. MHorma MoxeT moTpeOOBaThCsl BpEMEHHAsh IOCTaHOBKA
AIIEKTPOKAPIUOCTUMYIISITOPA.

IIpu BelpaskeHHOM cHIWKeHHMH AJl: B/B BBeAEHHE IUIa3MO3aMELIAIONINX PACTBOPOB H
Ba30IPECCOPHBIX MpenapaToB. Takxke MOXKET OBITH 11eJIecCO00pa3HO B/B BBEJICHHE TIIFOKATOHA.
[Tpu AV Giiokaze: mannueHTs! JOKHBI HAXOUTHCS TTO/1 MOCTOSTHHBIM HAOIOICHHUEM U TIOJTy4aTh
JIeueHue OeTa-aIpeHOMHMETHKAMH, TaKUMHU Kak snuHEePpUH. B cirydae
HEO0XOIUMOCTH — IIOCTAHOBKA 3JIEKTPOKAPIUOCTUMYIATOPA.

IIpu oGoctpenun Teuenuss XCH: B/B BBeieHHE AMYPETHKOB, MPENApaTOB C IMOJOKHUTEIHHBIM
HWHOTPOIHBIM 3 (HEKTOM, a TAKKE Ba30AUIATATOPOB.

[Ipu Gponxocnazme: npuMeHeHHe OPOHXOAUIATATOPOB, B TOM YHcie 0eTaz-aJpeHOMUMETUKOB U
(unm) aMuHOPUIUTHHA.

[Ipu runornukeMun: B/B BBEACHHUE AEKCTPO3bI (TIIFOKO3BI).

5. ®APMAKOJOI'MYECKUE CBOMCTBA
5.1. ®apmakoguHaMHUYecKHe CBOIiCTBA
dapmakoTepaneBTHIECKas rpynna: OeTa-aapeHOOI0KATOPHI; CENIeKTHBHBIC Oera-
aIPEHOOIOKATOPBI
Kon ATX: CO7ABO7

MexanusM aericteust/hapMakoauHaMuyeckue 3O EKThI

CenexTuBHBIN OeTai-aapeHo0I0KkaTop 6€3 COOCTBEHHOW CHMIIATOMUMETHYECKOW aKTUBHOCTH, HE
o0mamaeT MeMOpaHOCTaOMIIM3UPYIONUM JICUCTBUEM. bHrcomposion B TepaneBTHYECKHUX 033X
o0iajaeT HE3HAYMTENBHBIM CpPOJICTBOM K 0OeTaz-aJpeHoperenTopaM BHYTPEHHHX OpPraHOB
(o KeyI0YHAas JKelle3a, CKEJIETHBIC MBIIILIBL, TIaKasi MyCKyJIaTypa neprudepruuecKux apTepui,
OpOHXOB W MaTKH), a Takke K Oeraz-aJpeHOperenTopaM, YYaCTBYIOIIUM B PETYJISAIHH
Merabomu3ma. CrenoBarenbHO, Oucomponon (B OTIMYME OT HECEJCKTUBHBIX —Oera-
aIpeHO0JIOKATOPOB) B LIEJIOM HE BIHSET HA CONPOTHUBJICHUE JIBIXATEILHBIX MYTEH, OKa3bIBaeT
MEHEe BBIPAKCHHOE BJIMSHUE HA OpraHbl, COAEpKaliue OeTar-aJpeHOpelenTopsl, H Ha
yIJIEBOIHBIA OOMEH, HE BBI3BIBACT 3aJIEPXKKH HOHOB HATpUsl B OpraHu3Me. BrIpakeHHOCTbH
aTepOreHHOro JACWCTBHS OHCONpoJioia HE OTJIMYaeTcs OT JeHCTBUs mpompaHoiona. B
TEpaneBTUYECKUX J103aX OMCOIpPOIIoN OJIIOKHpYET OeTai-aJpeHOpenenTOpbl CepAla, YMEHbIIAeT

CTUMYJIMPOBAaHHOE KaTexosaMiuHaMu oopazoBanue HAM® u3 AT®, cHrxaeT BHYTPUKICTOYHBIH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

TOK MOHOB KaJIbLIUsl, OKa3bIBA€T OTPHULIATEIBHOE XPOHO-, IPOMO-, 0ATMO- 1 HE SIBHO BBIPAXKCHHOE
nHoTpomnHoe aeWctBue. buconponon ymenpmaer YCC B mokoe U Npu Harpyske, 3aMeassieT
aTPUOBEHTPUKYJSIPHYI0 IPOBOJAMMOCTb, YMEHbIIAeT BO30yaIUMOCTh MHUOKapaa. CHMKaeT
Cep/ICUHBI BBIOPOC, B HE3HAYMTEIFHOM CTENEHW CHIDKAET YAApHBIH 00BeM. YMEHbIIAeT
noTpeOHOCTh MHOKap/ia B KUCJIOPOJIe, CHIDKACT aKTUBHOCTh PEHUHA TUIa3Mbl KPOBH.

B nauane nedenus B mepBble 24 yaca mociie mpueMa Oucorposona obimee nepudepudeckoe
cocymucroe conpotusieHre (OIICC) HeckonbKo yBennuuBaeTcs (B pe3yabTaTe PEIUIIPOKHOTO
BO3pacTaHusl aKTUBHOCTH anbda-aapeHopenentopo). Uepes 1-3 cyrox OIICC Bo3Bpamaercs k
ucxonnomy. [pu ninurensHo# Tepanuu nzHavanbHo noBeiieHHoe OIICC caukaercs.
MakcuMalTbHBIN FreMoIMHAMUYeCKUi 3P QeKT JocTuraeTcs yepe3 3—4 yaca rnocie npuemMa BHyTpb.
[Ipu mpuMeHeHUW OAMH pa3 B CYTKH TepamneBTUYecKHil 3¢ dekT OGucomposiona COXpaHsSeTcs B
tTeueHue 24 vyacos Onaronaps 10—12-yacoomy T%2 U3 mma3Mbl KPOBH.

Buconponon obnangaer TakuMu ke 3IeKTpoPpu3noIornueckuMu 3¢ dhekramu, Kak u Apyrue oera-
azpeHoOnokaTopsl. B anexkrpodusnonornyeckux uccieoBanusx Oucornponon ypexan YCC,
yBEJIIMYMBAJl BpeMsi MpOBENEHUS U  pedpakTepHble MEPHOAbl CHUHOATPUAIBHOTO U
aTPUOBEHTPUKYJSPHOTO y3510B. OTMmeuaercs yuiauHeHue wuHTepBaioB RR u PQ, a Taxxke
koppurupoBanHoro uHTepBana QT (QTc) ma snexrpokapauorpamme (OKI') (B mpenmenax
HOpPMAaJIbHBIX 3HAaYEHUI).

Knunnueckas 3¢ppeKTUBHOCTL U 0€3011aCHOCTb

buconposionn Oka3pIBa€T AHTUTHMIIEPTEH3MBHOE, AHTUAPUTMHUYECKOE M AaHTUAHTMHAJIbHOE
JEHCTBUE.

MexaHu3M  aHTUTUIEPTEH3UBHOTO  JICHCTBUS  OHMCONpoioNa H3ydyeH HE  IOJHOCTBIO.
AHTHUTHIIEpTEH3UBHBIN 2P PEKT MOXKET OBITH CBA3AaH C YMEHBIIEHHEM MUHYTHOTO 00BheMa KPOBH,
CUMITATUYECKOW CTUMYJISIIIUHN TIepu(EepHIeCKUX COCYI0B, CHI)KCHHEM COJIEp’KaHUs PEHHWHA B
I1a3Me KPOBH M aKTHBHOCTH PEHUH-aHTHOTCH3MHOBOM CHCTEMBI (MMEET OOJIBIIOe 3HAUYCHHUE /IS
MAIMeHTOB C HWCXOAHOW THIEpPCeKpenrell peHWHa), BOCCTAHOBICHHEM YYBCTBUTEIHLHOCTH
OGapopenenTopoB YTy aOPTHI B OTBET Ha CHIKeHUE A/l U BIUsSHMEM Ha IEHTPAJIbHYIO HEPBHYIO
cucremy (LIHC). Ilpu aprepuanpHON runepTeH3uu HPQEeKT HacTymaer uepe3 2—5 nHeid,
MakcHuMaibHOE CHIbKeHue A/l mocturaercs, Kak mpaBuiio, uepes 2 HeAeI ocye Hayalla JeueHusl.
AHTHaHTUHAIBHBIA 3P QeKT 00yCIOBIEH YMEHbIIEHHEM NOTPEOHOCTH MUOKapa B KUCIOPOJE B
pesynptare ypexeHus UYUCC, HE3HAUUTENbHOTO CHIKEHHS COKPaTMMOCTH, YIJIHMHEHUEM
JIMacTOoJIbl, yaydlieHueM nepdys3un Muokapaa. [Ipy olHOKpaTHOM MPUMEHEHUH Y MALUEHTOB C
UBC 6e3 npuznakoB XCH 6ucomnponon camkaetr UCC, ynapHsiii 00beM cep/lia U, Kak CIIe/CTBHE,
yMEHbIIAeT (PpakUui0 BbIOpoca W MOTPeOHOCTh MUOKapa B KUCIOPOAE. AHTHAPUTMHUYECKUIN

3pQeKT 00yCIOBICH YCTpaHEHHEM AapUTMOTEHHBIX (AKTOPOB (TaXWKapIUH, MOBBIILICHHOM
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AKTUBHOCTH CHMIIATHYECKOM HEpPBHOM CHCTEMBI, YBEJIMYEHHOIO cojaepkaHus UAMO,
apTepUaIbHON TMIIEPTEH3UH), YMEHBIIEHUEM CKOPOCTH CIIOHTAHHOI'O BO30YX/IEHUSI CHHYCOBOTO
U OSKTOIMYECKOTO BOJIUTENIEH PUTMAa M 3aMEIJIEHHEM aTPHOBEHTPUKYISPHOIO IPOBEICHUS
(IpeuMyIIeCTBEHHO B aHTETPaJHOM H, B MEHbIIECH CTENEHU, B PETPOrpajHOM HAINpPaBJICHUSAX
yepe3 aTPUOBEHTPUKYIISIPHBIN y3€11) U 10 AONOJHUTEIbHBIM ITyTSAM.

5.2. @apmakoKkuHeTHYECKHE CBOIiCTBA

AbcopOums

Bucomnponon nourn nmomHocteio (6omee 90 %) BcackiBaeTcsa M3 KETyAOYHO-KUIIEYHOTO TPAKTA.
Ero OwmomocTymHOCTh BCJEICTBHE HE3HAYUTEIBHOW METab0NM3allul TPHU  «IIEPBUYHOM
MPOXOXKACHUM» yepe3 neueHs (mpumepHo 10 %) cocraisier okono 90 % mocie mpruemMa BHYTPb.
[Tpuem nuim He BAMAET HA OMOAOCTYITHOCTh. BUCOMPOI01 IEMOHCTPUPYET IMHEHHYIO KHHETHKY,
MIPUYEM €T0 KOHIIEHTPAIMH B IJIa3Me KPOBH MPOMOPLUUOHATBLHBI IPUHSITOM /103€ B AHAama3oHe S5—
20 mr. MakcumanbHasi KOHLIEHTpauus B mia3Me KpoBH (Cmax) JOCTUTaeTcs yepes 2—3 yaca.

Pacnopenenenue

Buconposnon pacnpeznensercss A0BoJbHO MUpoko. OObeM pacnpenenaeHus cocTaBiseT 3,5 JI/KT.
CBs13b ¢ GenkaMH M1a3Mbl KpoBU AocTUraeT npumepHo 30 %.

buorpanchopmarus

MeTabonu3upyercs o OKUCIUTEIBHOMY ITyTH 0€3 Imocienyroniell Konbloranuu. Bece MeTabonuThl
MOJISIPHBI (BOIOPACTBOPUMBI) U BBIBOJSTCS MTOYKaMu. OCHOBHBIE METa0OIUThI, OOHAPY)KUBAaEMbIe
B IUTa3Me KPOBU M MOY€, HE IPOSBISIOT ()apMaKoJIOrH4eCKOM akTHBHOCTH. JlaHHBIE, TOTy4YEHHbIE
B pe3yJabTaTe OSKCIIEPHUMEHTOB C MHKPOCOMAaMM II€UYCHHM YeJOBEKa B YCIOBHAX in Vitro,
MOKA3bIBAIOT, YTO OMCOMPOIION META0OIU3ZUPYETCS B MIEPBYIO OYEPElh C IIOMOIIBI0 N30 epMeHTa
CYP3A4 (okomno 95 %), a m3odpepmernt CYP2D6 urpaet nuiib HE3HAYUTEITHHYIO POITb.
OIIMMUHALIHASL

Knupenc Oucomposiosia ONpenenseTcss PaBHOBECHEM MEXIY BBIBEJICHHEM I[OYKAMH B
Hen3MeHeHHOM Bujie (okosio 50 %) u meTabonu3amom B niedeHn (okono 50 %) ¢ oOpa3zoBaHueM
MeTaboJINTOB, KOTOPBIE TAK)KE BBIBOAATCS oukamMu. O0muii kiuperce cocrasisier 15 n/gac. T2 —
10—-12 gacos.

q)aDMaKOKI/IHeTI/IKa Y Pa3jINYHbBIX T'PYIIl HTAIIMCHTOB

Hapywenue ¢pynxyuu nouvex

B uccnenoBanuu y naneHToB ¢ no4yeyHoi HejocTtaToyHoCcThio (cpenuuii KK 28 mu/mun) 6bu10
nokazano, 4to cHkenue KK conpoBoxnaercs yBenuueHrneM Cmax, AUC (I1011aapb 1Mo KpuBoi
«KOHLeHTpauus-BpeMs») u T% Ouconposona. Ilockonbky KiaupeHC Ouconposoja B PaBHOM
CTENEHU OCYUIECTBISETCS MOYKAMM U TE€YEHbIO, CYHIECTBEHHON KyMyJsIIMM OHcomposona y

MAlMEHTOB C JIETKOM M YMepeHHOﬁ CTEIICHBIO MOYEYHOM HEJOCTAaTOYHOCTH HE OoTMevaeTcs. B
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ciaydyae Tsokenor modeuHod HemoctatrouHocTH (KK <20 Min/MuH) MOXKET TPOUCXOIUTH
KyMYJISIMS; 103a penapaTa He JOJKHA MpeBblaTh 10 M B CYTKH.

Hapywenue ¢hynkyuu nevenu

VYV nanueHToB ¢ IUPPO30M IEUYEHUM OTMEYAETCS BbICOKas BapUaOEIbHOCTb M 3HAUUTEIIBHOE
3aMeIJICHNE AIMUMHUHALIUH 110 CPAaBHEHMIO CO 370pOBBIMH TtoabMU (T2 Ouconposomna cocTaBuser
ot 8,3 10 21,7 yacoB). Knuanuecku 3HauuMbIe pazanyus GapMaKOKMHETUKN MEXKIY MallieHTaMU
C HOpMalbHOW W HApYIIEHHOW (QYHKIMEH MMeYeHW HE BBISBICHBL. B cilydae BbIpaKEHHOU
MEYEHOYHOIN HEJOCTaTOYHOCTH KyMYJISILIMSI MOKET IIPOUMCXOANUTD, U J103a IIpenapara He JOJDKHA
npeBbImath 10 MT B CYTKH.

Xponuueckas cepoeunas HeOOCmamou4HoCmy

V namuentoB ¢ XCH III pynkuumonansHoro kinacca no kinaccuduranu NYHA Obuin oTMedeHbl
0oJsiee BBICOKOE COZEpKaHue OMCONpOIIoia B IJIa3Me KPOBHU U yBEIMUYEHHBINH T2 110 CpaBHEHUIO
CO 370pOBBIMH JOOpOBONBIAMH. Cax OMCONPOJIONAa B PAaBHOBECHOM COCTOSHHMM COCTaBIISIET
64+21 ar/mMn mpu cyrounoir moze 10 wr; T': cocraBmser 1745 gacoB. PDapMakOKHHETHKA
ouconposona y nanrentToB ¢ XCH u comyTcTByOMUM HapymeHueM (G yHKIIUN IEYSHH HITH ITOYEK
HE U3y4ajach.

Iayuenmul nosxcunoco 6o3pacma

VY DanueHToB MNOXKWIOTO BO3pacTa OTMEYAETCSl HE3HAUUTENIBHOE YBEJIWYEHHE HEKOTOPBIX
¢bapmakokunetnyeckux nokasareneii (T2, AUC, Cimax) OHcOnpos1osna o CpaBHEHUIO ¢ MOJIOABIMH
MalyeHTaMy, MPEeNONI0KUTEIFHO B CBA3M C BO3PACTHBIM CHIDKEHHEM IOYEYHOrO KIMpEHca.
OmHAKO ATH pa3iIuuus HE SBISIOTCS KIMHUYECKH 3HAYMMBIMU U HE TPEOYIOT KOPPEKIUH JO3bI

Ouconpouiona.

6. DAPMAIEBTUYECKHE CBOWMCTBA
6.1. [lepeyenb BCIOMOraTejibHbIX BEIIECTB

Hunepren, 2.5 Mr, Ta0JI€TKH, MOKPLITHIE INIEHOYHOU 000JI0YKON

Hennrono3a MUKpOKpUCTAIIINYECKAS
Kapb6okcumerunkpaxmain HaTpus
IToBuaon-K30

KpemHuust nMokcu KOIIOUAHBIN
Maruus cteapat

l'unpomennosa

Makporoin 400

Turana nuokcun (E171)

Tanek
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Hunepred, 5 Mr, TaOJIETKH, MOKPBITHIE INIEHOYHONH 000JI0YKON

[ennmrono3a MUKpOKpUCTAJUIMYECKAS
KapOoxcumMeTuikpaxma HaTpHst
[ToBuaon-K30

KpemHus nHOKCHI KOJITOUAHBIN
Marunus cteapat

I'mnpomennosa

Maxkporoi 400

Turana guoxcun (E171)

Tanbk

Hunepred, 10 mr, Ta0neTKH, MOKPHITHIE INIEHOYHOW 000JI0UYKON

Hennrono3a MUKpOKpUCTAILIINYECKAS

Kapb6okcumerunkpaxmain HaTpus

[HoBunon-K30

Kpemuus nuokcua KOJIOUIHBII

Maruus cteapat

l'unpomennosa

Makporoin 400

Turtana guoxcuz (E171)

Tanbk

6.2. HecoBmecTnMOCTD

Henpumenumo.

6.3. Cpok rogHocTu (CpoK XpaHeHHs)

2 rona.

6.4. Oco0Oble Mepbl NPEAOCTOPOKHOCTH NIPHU XPAHEHUH

XpaHuTh npu Temnepatype He Boie 25 °C, B OpUrHHAIbHON yIakoBKe (OJIMCTep B Madke).
6.5. Xapakrep u cofep:kaHue NePBUYHON YIIAKOBKH

ITo 10 Tabnetok B 6uuctepe u3 mwieHku [1BX u ponbru anmoMuHUEBOH.

2,3, 5 ummn 10 GnucTepoB BMECTE C JIMCTKOM-BKIIAJIBIIIIEM ITOMELIAIOT B MaYKy U3 KapTOHA.
He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYITHBI JJIsl peaH3aliiH.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH MNPH  YHHYTOKEHHH  MCIOJIb30BAHHOIO
JIEKApCTBEHHOI'0  Ipenapara MJIM  OTX0A0B, TMOJYYEeHHbIX IOCJde TNPHMEHEeHHus
JIEKAapCTBEHHOI'0 Npenapara, i Apyrue MaHuNyJIsiMH ¢ NpenapaToM

Het oco6bix TpeOoBaHUH K yTUITU3AIINH.
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7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas denepanus
000 «KPKA-PYC», 143500, Poccusi, MockoBckas o0u., T. Mctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70
Daxc: +7 (495) 994 70 78
Anpec 311 moutsl: krka-rus@krka.biz
7.1. IIpencraBuTe b Aep:KaTessi perucTPAlHOHHOIO yaocToBepeHus: Ha Tepputopun Coro3a

IIperensuu HOTDC6PIT€J'I€I71 HamnpaBJIATH 11O aApCCy:

Poccuiickaa @edepayus

000 «KPKA-PYC»

143500, MockoBckast 00u1., r. Mctpa, yin. MockoBckas, 1. 50

Ten.: +7 (495) 994 70 70

daxkc: +7 (495) 994 70 78

Anpec an. moutsl: krka-rus@krka.biz

Pecnybonuxa Kazaxcman

TOO «KPKA Kazaxcran»

050040, r. Ammatel, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Ten.: +7 (727) 311 08 09

Anpec a1 moutsl: info.kz@krka.biz

Pecnybnuxa Apmenus

[IpencraButensctBo «Kpka, 1.1., HoBo Mmecto» B Pecybminke Apmenust
0001, r. EpeBan, yn. Hanbangsn, o. 106/1 («CAAT-HOBA» BU3HEC-LHEHTP), oduc 103
Ten.: +374 11 56 00 11

Anpec s11. moutsl: info.am@krka.biz

Kuipevizckaa Pecnyonuxa

[IpencrasurensctBo AO «KPKA, ToBapHa 3apasui, a.1., HoBo mecto» B KbIpreizctane
720040, Yyiickas obnacts, r. buiikek, OynbBap IpKuHAMK, 1. 71, 610K A
Ten.: +996 (312) 66 22 50

Anpec a1. mouTts: info.kg@krka.biz

8. HOMEP PETMCTPALIMOHHOI'O Y/IOCTOBEPEHMUS
JITI-Ne(002785)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIAU (TOATBEPXKIEHUS PETUCTPALINN,
INEPEPEI'MCTPAIIUN)
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10. JATA TIEPECMOTPA TEKCTA

COOTEBETCTBYET 3KCNEPTHOMY OTUYETY
o1 24.07.2024 N= 15211
(MOCNEOCBATENBEHOCTL 0003)

OOmias xapakTepHCTHKA JIEKapCTBEHHOTo npenapara Hunepren noctynHa Ha HHGOPMAIIMOHHOM

noprasie EBpa3uiickoro 3KOHOMHYECKOTO COr03a B MH(POPMAIMOHHO-KOMMYHUKAIIMOHHON CETH

«MHTepHeT https://eec.eacunion.org/.
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