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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHITOFO TﬁEﬂiﬁPAfA 00

COOTBETCTBYET : -'I'I'_EF'TH JMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
bucomnpoion conodapm, 2,5 Mr, TabIETKH, TOKPBITHIE TUICHOYHOW 000JI0YKOMA.
Bucomnponon conodapm, 5 mr, TaGIeTKH, TOKPHITHIE TNIEHOYHOH 000I0YKOM.

buconponon conodapm, 10 Mr, TaGeTKH, MOKPHITHIC TUICHOYHONH 000JIOYKOH.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB
JleficTBy1OIIIEE BEIIECTBO: OMCOIPOIIOI.

Buconposion comodapm, 2.5 mr, Ta0JIETKH, IIOKPLITHIE IUNIEHOYHON 000JI0YKOU

Kaxxnas Tabnerka npenapara coaep uT 2,5 Mr Oucomnpoiiona ¢pymapara.

buconpomnon COJ'IOd)aDM, 5 mr, Ta6J'IeTKI/I, MMOKPBITHIE INICHOYHOM 000JI0YKOH

Kaxxnast Tabierka rnpemnapara CoOACpX UT 5 MT Oucorpoiona ¢pymapara.

Buconponoin conodapm, 10 Mr, TabieTKH, HOKPHITHIE ILICHOYHOM 000J10YKON

Kaxxgas Tabnerka npenapara coaepKuT 5 Mr 6ucorpoiona ¢pymapara.

BcnomorarennHilie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYHUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npemapara buconponon comodapm, 10 Mr, TaGIeTKH, TOKPHITHIC IJICHOYHOW OOOJOYKON:

kpacuteib nyHioBeid ([Torco 4R) (E124) (cm. pa3nen 4.4.).

ITomHpIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BEIICCTB IMIPUBEACH B pa3ICiIc 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIEC TNIEHOYHONW 000TOUKOMH.

Buconpoiuoi comodapM, 2.5 Mr, TaOJEeTKH, DOKPBITHIE IJIEHOYHOU 000JI0YKOMI

TabneTku KpYTJIbIC ABOSAKOBBIITYKIIBIC, IMOKPLITHIC IJICHOYHOH 00O0JIOUKOM OEJIOro WM IMOYTH

0eJoro 1BETa, ¢ PUCKOM C OJTHON CTOPOHHBI.
TabyeTKy MOXHO pa3ieNuTh Ha PaBHBIC JTO3HI.

Buconpoiion comodapMm, 5 Mr, Ta0IeTKH, IOKPBITHIE JIEHOYHOU 000JI0YKOM

TalneTku Kpyrible ABOSKOBBITYKIbIE, MOKPHITHIE TIEHOYHOH 000JI04KOM rosmy0oro 1sera,

PHCKOH C OTHOM CTOPOHBI.
TabneTKy MOXKHO pa3fenuTh Ha paBHBIE JJO3BI.

buconponon COJ'IOd)aDM, 10 mr, Ta6JICTI(I/I, MMOKPBITHIE INICHOYHOM 000JI0YKOM

TalneTku KpyTJable ABOSKOBBITYKIIbIE, TOKPHITHIE INIEHOYHON 000JI0UYKOI OT PO30BOTO J10 CBETIIO-

KpPAacHOTO 1IBETa, C PUCKON C OJHON CTOPOHBI.

TabneTKy MOXKHO pa3fenuTh Ha paBHBIE JJO3BI.
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4. KIMHUYECKUE JAHHBIE (MNOCNEOCBATENEHOCTE 0003)

MY OTYETY

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Ipenapat buconpomnon conohapm moka3an K IPUMEHEHHUIO Y B3pOCIBIX B Bo3pacte oT 18 ner mpu:
- apTepUaIbHON THIIEPTCH3UHY;

- NIIEMUYECKOI 00JIe3HU ceplia: cTabUIbHON CTEHOKapAUH;

- XpOHUYECKOM CEPACUYHON HEAOCTATOYHOCTH.

4.2. Pe:kuM 103MPOBaHUS M CIOCO0 NPUMeEHEHUs!

PexxuM 1o3upoBaHus

Apmepuanvnas eunepmen3us u cmadUIbHAs CMEHOKapOUs.

Bo Bcex ciyyasx pexuM nmpuema u 103y NoJ0MpaeT Bpad KakJOMYy HallMeHTy UHAWBUIyalIbHO, B
YaCTHOCTH, YUUTbIBAs 4acTOTy cepaeuHbix cokpauieHuil (UCC) u cocTosHNnEe NanueHTa.

OObI4HO HauasbHas J03a cocTaBiseT 5 Mr 1 pa3 B cyTku. [Ipm HEOOXOIUMOCTH 103y MOKHO
yBenuuuTh 10 10 Mr 1 pa3 B cyTku.

[Ipu nedeHun aprepUaJbHOM TUNEPTEH3MM U CTAOWJIBHOW CTEHOKAPAMM MAaKCHMAaJIbHO
peKoMeH10BaHHas 103a cocrasisieT 20 mr 1 pa3 B CyTKu.

Xponuueckas cepoeunas HedoCmamoyHoCmy

CranmapTHas cxeMma JIeYeHHs XpPOHHUYECKOoW cepiedHoil HemoctarouyHoctd (XCH) Brirouaer
IIPUMEHEHNE UHTUOUTOPOB aHTMOTEeH3UHIIpeBpalatoiero gpepmenta (AIl®D) wim aHTaroHUCcToB
peuentopoB anruoreHsuHa Il (B cimydae HemepeHocumocTH uHruoutopos AIID), OGera-
a/IpeHO0JI0KATOPOB, TUYPETUKOB U, (DaKyJIbTaTUBHO, CEPIEUHBIX TTIMKO3M10B. Havano neyenus
XCH npenapatom buconponon conogapm TpeOyeT 00s3aTeIbHOIO MPOBEACHHS CIELUATbHOM
(a3bl TUTPOBAHUS U PETYJISAPHOrO Bpau€OHOTO0 KOHTPOJIS.

[IpenBapuTenbHBIM YCIOBUEM Ul JIEUEHUs IpenaparoM bucomposnon comodapMm sBisercs
cTaOMiIbHAsi XpOHUYECKasl cepliedyHas HeJOCTaTOYHOCTh 0e3 Mpu3HakoB obocTpeHus. JleueHue
XCH npenapatom buconposnon conogapm HauMHAETCS B COOTBETCTBUU CO CIEIYIOIIEH CXeMOit
tuTpoBanus. [Ipu s3ToM MOkeT moTpedoBaThCcs WHAMBUIYATbHAS alanTalys B 3aBUCUMOCTH OT
TOT0, HACKOJIBKO XOPOIIO MAIIUEHT MEPEHOCUT Ha3HAUEHHYIO J103Y, T.€. 103y MOKHO YBEJINYHUBAThH
TOJIBKO B TOM CJIy4ae, €CJIM NMpeAbIAyLIas 103a XOPOIIO EPEHOCHIIACH.

Pexomennyemass HavanbHas no3a cocraBiger 1,25 mr 1 pa3 B cytku. B 3aBucumoctu ot
VMHIUBUIYaTbHON MEPEHOCUMOCTH J03Y CIEyeT NOCTENEHHO MOBBIIATh 10 2,5 MT, 3,75 Mr, 5 mT,
7,5 mru 10 mr 1 pa3 B cytku. Kaxgoe nocneayroiee yBeIudeHUE JO3bI TOTKHO OCYIIECTBIISITHCA
HE MEHEE YEM Uepe3 JIBE HEEIN.

Ecnu yBennuenue 1036l ITpenapaTa mI0xo NepeHOCUTCs NallMeHTOM, BO3MOXKHO CHUKEHHE JI03bI.

MakcuMalibHO peKoMeH10BaHHas 103a npu Jieuenn XCH coctasnser 10 mr 1 pa3 B cyTkw.
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Bo BpemMs TUTpOBaHUS PEKOMEHYETCS PETyJISIPHBII Ko'}m;'o;r;lgl 'Eﬁh“aﬂ%@ ';L&BEEHILMU(‘AH)

MY OTYETY

YCC wu crenenu BoipakeHHOCTH cuMnToMoB XCH. YcyryGmnenue cumnromoB teuenus XCH
BO3MOKHO YK€ C IIEPBOr0 JIHS IPUMEHEHUs IIperapara.

Ecnn nmanumeHT mioxo NepeHOCUT MaKCHMaJbHO PEKOMEH/IOBaHHYIO /103y Ipernapara, clemayeT
paccMOTPeTh BO3MOYKHOCTh IOCTEIIEHHOI'O CHUYKEHHUS J03bI.

Bo Bpemst (hazbl TUTpOBaHMS UITH TTOCIIE HEE MOTYT BOZHUKHYTh BPEMEHHOE yXY IIICHUE TCUCHUS
XCH, aprepualibHas THIIOTSH3UsI WK Opaaukapaus. B 3ToM cirydae peKOMeHIyeTcs, MPexie
BCEro, IPOBECTH KOPPEKLHUIO 03 IpernaparoB CONYTCTBYoLIeH Ttepamuu. Takxke MOxer
noTpe0oBaThCs BPEMEHHOE CHUKEHHUE J103bl ITpenapara buconposon conodapm miim ero oTMeHa.
[Tocne crabunm3anuy COCTOSIHUS MAMEHTa CJEIyeT NMPOBECTH MOBTOPHOE THUTPOBAHWE JIO3BI,
100 MPOAOIKUTE JIEYEHHE.

IIpooondxcumenvrnocms neuenus npu 6cex NOKA3AHUAX K NPUMEHEHUIO

Jleuenue npenapatoM bucorposnon conodapm 00bIUHO ABISETCSA AOITOBPEMEHHOM Tepanuei.

Oco0Bble IPVIIILI MAIKEHTOB

K HacTosiieMy BpeMEHH HEJOCTAaTOYHO JaHHBIX OTHOCHTEIBHO NMPUMEHEHHUs OHCOmpoiona y

nanuenToB ¢ XCH B couetanuu ¢ caxapHbIM JuadberoM | Tumna, BEIpa)XKEHHBIMU HAPYLIEHUSIMHU

(GYHKLIMU MOYEK W/WUIM TMEYCHH, PECTPUKTHUBHON KapAHOMMONATUEH, BPOXKICHHBIMU OPOKaMHU

cepAlia WM MOPOKOM KJIalaHa cep/ia ¢ BHIPAXKEHHBIMH TeMOJAMHAMUYECKUMHU HapyIICHHUSIMH.

Taxoke 10 cux Mmop He OBUIO MOJTyYeHO J0CTaTOYHBIX JAHHBIX OTHOCUTENBHO nanneHToB ¢ XCH ¢

UH(PapKTOM MUOKap/a B TEUECHHE MOCIEeTHUX 3 MECSIIEB.

Tayuenmor nodxcunozo eospacma

Koppekuuu 10361 He TpedyeTcs.

Tayuenmol ¢ napywenuem @yHKYuu no4ex Uiy nevyeHu

[Tpyn HapymeHHH (QYHKIUHM TEYEHW WM MOYEK JIETKOW WIIM YMEPEHHOM CTenmeHH OOBIYHO He

TpeOyeTcsi KOpPEeKTUPOBATH J103Y.

[Tpu BIpa’keHHBIX HapyuieHusX GyHkuuu nouek (knupenc kpearunuHa (KK) menee 20 mii/mMun)

U y TIAIIUEHTOB C TSDKEJIBIMH 3a00JIEBaHUSAMHY TICYCHH MaKCHMallbHAsl CYyTOYHAS 1032 COCTABIISET

10 Mr. YBenuueHue 036l y TaKUX OOJIBHBIX JI0JKHO OCYIIECTBIATHCS C 0C000i OCTOPOKHOCTHIO.
eTu

bezonacHocth U 3¢ dexTuBHOCTS Npenapara bucomnpomnon conodapm y neTeil U MOAPOCTKOB B

Bo3pacte oT 0 10 18 neT Ha TaHHBI MOMEHT HE YCTaHOBJIEHBI. /[aHHBIE OTCYTCTBYIOT.

Crooco0 rmpuMeHeHus

Tabnerku npemnapara buconposnon conmodapm crieayeT NpUHUMATH OJMH pa3 B CYyTKH YTPOM C
HEOOJIBIIIMM KOJIMYECTBOM KHJIKOCTH, HE3aBUCUMO OT BPEMEHHU IpueMa MUILIH.

TabneTku He creayeT pa3KeBbIBaTh HIIM PACTUPATh B MOPOIIOK.
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Tabnerku npenapara brconposuon conopapm MOKHO pas Ak SH RkkE R e C T 0003)

MY OTYETY

4.3. IlpoTUBONOKA3AHUS

- ['unep4yBCTBUTENHLHOCT, K OHCOMPOIIONY WM K JIFOOOMY W3 BCIOMOTATEIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjeine 6.1.;

- OCTpasi cepleyHas HEeJIOCTaTOYHOCTh, XPOHMYECKas cepiaeyHas HEeJAOCTaTOYHOCTh B CTaauu
JEKOMIICHCAIINH, TPEOYFOIIast MPOBEICHUSI MHOTPOITHOM Teparmw;

- KapAMOT€HHBIN 1IO0K;

- arpuoBeHTpUKYJsIpHas (AV) 61okazna I u I ctenenu, 6€3 AMEKTPOKAPIMOCTUMYJISATOPA;

- CHHIPOM CJIab0CTU CUHYCOBOTO y371a;

- CUHOATpHUaJIbHas OJI0Kaja;

- BeipakenHast opaaukapaus (YCC menee 60 y/MuH) 10 HaYayia Tepariu;

- BRIp@)KEHHAs apTepuanbHas TunoTens3us (cucronnyeckoe Al menee 100 MM pT.cT.);

- TshKeNbIe OPMBI OPOHXHATEHOM aCTMBI;

- BBIpQXXEHHBIC HapYILIEHUS MEPpUPEPUUIECKOT0 apTePUATLHOTO KPOBOOOPAIIEHUS WIH CHHAPOM
Peiino;

- eoxpomoniuToma (6€3 0THOBPEMEHHOTO ITPUMEHEHHUS allb(a-aIpeH0OT0KATOPOB);

- MeTabOIMYECKU alu03.

4.4. OcoOble yka3aHHus U MepPbl NPeI0CTOPOKHOCTH PHU MPUMEHEHUH

HDCKDaIHeHI/Ie TCpalluu 1 «KCUHAPOM OTMCHBD)

He cnenyer pe3ko mpepbiBaTh JiedeHHEe OUCONPOII0IOM HIIM MEHATh PEKOMEHJIOBaHHYIO 103y 0e3
MpeBapUTENbHON KOHCYJIbTAlMM C BpPadyoM, TaK Kak 3TO MOKET MPHUBECTH K BPEMEHHOMY
YXYIIICHUIO AESITETBHOCTH Cep/IIa.

JleueHne He cieqyeT MpephiBaTh BHE3AITHO, OCOOCHHO Y MAIMEHTOB C UIIEMHYECKONW OOJIE3HBIO
cepaua (MBC) (oTMeuanoce yTshKENEHHWE TPUCTYNOB CTEHOKApAWM, pa3BUTHE HWH(papKTa
MHUOKap/la 1 BO3SHHUKHOBEHHE >KEITYJOUYKOBHIX apuTMmuil y mamnueHtoB ¢ UBC mpu BHe3amHOM
MpeKpaIieHnu npueMa oera-aapeHo0a0kaTopoB). Ecnu npekpaiienue eueHnuss He00X0auMo, TO
703y OWCOTpoJoNa CieQyeT CHWXKATh TOCTETIeHHO. B cilydae 3HAYUTEIHHOTO YTSIKEICHHS
CTEHOKapIUH WM Pa3BUTHs OCTPOro KOPOHAPHOTO CHHIpOMA CJIEIyeT BPEeMEHHO BO30OHOBUTH
npueM Oucorposona.

3a6OJ'IeBaHI/I$I, IIpH KOTOPBIX HCO6XO)II/IMO C OCTOPOXHOCTBHIO MPUMEHATH IIperiapar

bucormpoion cieayer NpuMeHTh C OCTOPOKHOCTBIO B CIEAYIOIINX CITyYasx:

- TSDKeTble  (POpMBI XpOHHYECKOH OOCTpyKTHBHOIM Oone3Hpto nerkux (XOBJI) u HeTsokemnble
(bopMbI OPOHXHATEHON aCTMBI;

- caxapHblii auMabeT cOo 3HAYUTENbHBIMHM KOJEOAHMSMM KOHLEHTpAlMM IJIOKO3bl B KpPOBU:

6I/ICOHpOJ'IOJ'I MOXET MAaCKUpOBaTb CHMIITOMBI THIIOTIMKEMHUN (Bpra)KeHHOTO CHHXXCHUS
4
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KOHIEHTPALlMU TJIOKO3bl B KPOBH), TaKHE KakK TaXHKa]BIHIL;}I:Egb%EgGﬁE%H& E&hgr;ﬁgléﬂﬁaﬂ

HOTIUBOCTD;
- CTporasi ueTa;

- IPOBEJICHUE JI€CEHCUOUTN3UPYIOIIEH TepaInu;

- AV Onokana I crenenu;

- Ba3ocnacTuyeckass creHokapausi (creHokapnaus [lpuHumerana); HaOmOIaIUCh  Cilydau
KopoHapocmna3zMa. HecMoTps Ha BBICOKYIO O€Ta1-CeleKTUBHOCTD, IIPUCTYIBI CTEHOKAPAUU HENb3s
MOJIHOCTBIO UCKITIOYUTH IIPU IIpreMe OMCOIpoIoia y MalueHTOB co cTeHoKapauei [Ipunimerana.
Crnenyet ¢ 0co00i1 OCTOPOKHOCTHIO PUHUMATH MpeEnapar;

- BEIpakeHHas nodevnas HepoctatouyHocTh (KK menee 20 mur/mMun);

- BBIPOKEHHBIC HAPYIICHHS (PYHKIIMH [TCUCHH,

- HapyuIeHHs nepuQepruyeckoro apTepruaaIbHOT0 KpOBOOOPAIeH s JIETKON U YMEPEHHOHN CTeNeH!
(B HayaJsie TEparnuyu MOKET BO3HUKHYTh YCHUIIEHHE CUMITOMOB);

- icopuas (B T.4. B aHAMHE3E);

- THIIEPTHPEO3;

- 6epeMeHHOCTD (cM. pasjen 4.6.);

- IEPHOJ TPYIHOTO BCKapMiIuBaHust (M. paszen 4.6.).

3abosieBaHus CEPIIEUYHO-COCYIMCTON CUCTEMBI

bera-agpeHoOIOKaTOPE HE JTOJKHBI TPUMEHSTHCS TPU JEKOMIIEHCHPOBAHHOW XPOHUYECKON
cepAeyHON HeIOCTaTOYHOCTH JI0 TeX MOp, IOKA COCTOSHUE MALMEHTa He CTaOUIM3UPOBAIIOCh.

Ha HauanbHBIX 3Tamax HOpUMEHEHHs OHUCOIpOsioyia MAlUEeHThl HYXJAIOTCS B IOCTOSHHOM
HaOJIIOICHUM.

bera-anpeHo6nokatopsl MOryT BbI3bIBaTh Opaaukapauto. [Ipu ypexenun YCC B mokoe MeHee
50-55 yn/MuH cienyer yMEHbIINTh 103y WIK IPEKPaTUTh MpUeM OUCOIpPOoIIoa.

Kak u npyrue 6era-agpeHo010KaTopsl, OUCOMPOIION MOXKET BBI3BIBATh YAJMHEHNE HHTEpBaia PQ
Ha anektpokapauorpamme (OKI'). Cremyer ¢ OCTOPOKHOCTBbIO HPUMEHSATH OHCOIMPOJION Yy
namueToB ¢ AV Osokanoii I crenenu.

HecenextuBHble OeTa-aapeH00I0KaTOPbl MOTYT YBEITHYMBATh YAaCTOTY U MPOAOIDKUTEIBHOCTD
AQHTMHO3HBIX MPHUCTYNOB Yy TMAaIMEHTOB C BA30CMACTHUYECKOW CTEHOKapauel (cTreHokapauein
[IpuniMeTana)  BCIEICTBUE  OMOCPEAOBAHHON  anb(a-peuentopaMd  Ba30KOHCTPUKLUHU
KOpPOHApHOU apTEepHH.

KapnuocenexkruBHble OeTa-aapeHOOJIOKATOPHI (BKIIOYasi OMCOMPOJION) MPH Ba30CMACTHYECKOU
CTCHOKapIUH CJeyeT IPUMEHSTh C OCTOPOKHOCTBIO.

K HacTosilieMy BpeMEHM HEJOCTaTOYHO JAaHHBIX OTHOCHTEIbHO IMPUMEHEHHUs Oucomposona y

nanreHToB ¢ XCH B coderannu ¢ caxapHbIM nuaderoMm | Turma, BRIpa)XKCHHBIMH HApPYIICHUSIMU
5
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(GYHKIMU [TOYEK /WM TIEYCHH, PECTPHUKTHBHOM KaDI[I/IH;\l/IIHIé)'Hl E'B“Jcl':»glléﬁmmﬂ_pr'r'rloﬁt'maMH

MY OTYETY

CepAlla WK MOPOKOM KJIallaHA CepAla C BBIPAKEHHBIMU I'€MOJMHAMUYECKMMU HAPYIICHUSIMU.
Taxoke 10 cuX 1mop He OBUIO MOJIyYeHO JOCTaTOYHBIX JAHHBIX OTHOCUTENBHO nanueHToB ¢ XCH ¢
UH(papKTOM MUOKap/a B TEUEHHE MOCTIEIHUX 3 MECSIIEB.

JIpIxaTenpHas cucTeMa

HecmoTtpst Ha TO, YTO CeneKTHBHBIE OeTa-apeHOOIOKATOPHl B MEHBUICH CTENEHU BIUSIOT Ha
(YHKLHIO IBIXaTeIbHOM CHUCTEMBI, YeM HECEJICKTHBHBIE OeTa-aIpeH00]I0KaTOphl, MAeHTaM C
XOBJI u HeTspKeapiMu hOpMaMH OPOHXHATBHOM aCTMBI OMCOITPOJIOII CIISyeT Ha3HAaYaTh ¢ 0COO0H
OCTOPOXKHOCTBIO U TOJBKO B TOM Cllydae, €Clii BO3MOXKHBIE NMPEUMYIIECTBA €ro MPUMEHEHHS
IPEBBILIAIOT MOTEHIMAJIbHBIN PUCK.

[Ipu OponxumanbHoi actmMe win XOBJI noka3aHo OJHOBPEMEHHOE IPUMEHEHHUE
OpOHXOAUIATUPYIOUIUX CPEJICTB. Y MAIMEHTOB ¢ OPOHXHMATBLHOM aCTMOM BO3MOYKHO MOBBIIIICHUE
PE3UCTEHTHOCTH  JAbIXaTeJIbHBIX MyTed, 4Yro Tpedyer Oonee BHICOKOH 03Bl OeTaz-
aJIpEHOMHMETHKOB.

VY manuentoB ¢ XOBJI Gucornponon, Ha3HauYaeMblii B KOMIUIEKCHOW TEpanmuy C IEbI0 JICUCHUS
CepJICYHON HEeJIOCTATOYHOCTH, CIeIyeT HaYMHATh C HAUMEHbIIIEeH BO3MOKHOM /10361, a MAlIUEHTOB
TIIATENTFHO  HAONIOJaTh HA  TOSBIEHHE HOBBIX CHUMIOTOMOB  (HAampuMmep,  OJIBIIIKH,
HEMEePEHOCUMOCTH (PU3NYECKUX HATPY30K, KAIILIA).

OOmupHBIE XUPYPTrUIECKHUE BMEIIATENLCTBA U 00111asd aHECTE3US

[Tpu He0OXOAMMOCTH MPOBEJCHNUS XUPYPTrUUECKUX BMELIATEIbCTB CIEAYET NPeAyIpeaUTh Bpaya-
aHecTe3noJiora O TOM, YTO MalMEHT NMPUHUMAET OeTa-aApeHO0I0KaTOPhl (PUCK JIEKApCTBEHHBIX
B3aMMOJICMCTBUI € pa3BUTUEM TSDKENBIX OpaauapuTMHI, YyMEHbIIEHUS pPEeQIEKTOPHON
TaXMKapJIuu W apTepuanbHON TruUnoreH3uu). Pekomenayercss 6e3 sBHOM HEOOXOIUMOCTH HeE
npekpamaTh MpueM Oucompojioja B MEpUONEpallMOHHOM nepuoae (T.K. Onokana Oeta-
aJIpEHOPELENTOPOB CHMKAET PUCK BO3HUKHOBEHUS apUTMHMHM M MILIEMUH MHOKapJa BO BpeEMs
BBOJTHOTO HAPKO3a U MHTYOAINH Tpaxen).

B ciayuae HeEOOXOAMMOCTH TpepbIBaHUS JIEUEHUs OHMCOIPOJIOIOM Iepell MPOBEIECHUEM
XUPYpru4eckoro BMEIIATENbCTBA, Mpenapar ciaeayeT OTMEHUTh HE MEHee ueM 3a 48 4yacoB 110
orepanuu.

deoxpomormroma

VY nauueHtoB ¢ (HeoXpoOMOIIMTOMOI OHCOINpPOION MOXKET ObITh Ha3HAu€H TOJIbKO Ha (QoHe
nprUMeHeHHs anbda-apeHoOI0KaTOPOB.

TupeoToOKCUKO3

[Ipn tunepyHKIMU MIMTOBUIHON >Kele3bl OeTa-aJapeHOOJIOKATOphl (BKIOYAas OHMCOIPOIION)

MOI'yT MAaCKHpOBAaTh TaXHUKApAWIO W YMCHBIIATH BBIPAXKCHHOCTH CHMIITOMOB THPCOTOKCHKO3A.
6
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(MO B4 HOCTEL 0003
Pe3kass oTMeHa mperapara MOKET BBI3BAaTh 00 CTpeHHeHCT/IM'H'ﬁi;Io Rl 7 PA3BATHE

TUPCOTOKCUUYCCKOI'O KpHU3a.

Peakiyy oBBIIIEHHON YYBCTBUTEILHOCTH

bera-anpenoOnokaropbl, BKIOYash OUCOMPOJNION, MOTYT IOBBICUTH YYBCTBUTEIBHOCTH K
ajyiepreHaM U TSKeCTh aHa(UIaKTUYECKUX peaklMi/peakuuil TUnepyyBCTBUTEIBHOCTU M3-3a
ocnablieHusT  aJ[peHEPrHYeCcKOl  KOMIIGHCATOPHOW  Peryisiud TMOj  JeicTBHeM  Oera-
anpeHo6okaTopoB. [lpuMeHeHrne 0ObIYHBIX TEPANEeBTHUECKUX 103 SNUHE(PpHHA (aapeHalnHa) Ha
done mnpuema OeTa-apeHOOJIOKATOPOB HE BCerjJa MNPUBOAMT K JIOCTHXKEHUIO KEIaeMOro
KJIIMHU4YeCcKoro 3ddekra.

Heob6xommuMo cobmo1aTh OCTOPOKHOCTD TPH HA3HAYCHUH OMCOIPOJIOIa MAIUEHTAM C TSDKEITBIMU
PEaKIsIMHA THIIEPYYBCTBUTEIILHOCTH B aHAMHE3€ MITH MTPOXOASIINM KYpC JeCEHCHOMIH3aInu.
Ilcopuas

[Ipu pemeHuM Bompoca O MPUMEHEHHWU OWCOMPOJoNia y MAalMEHTOB C ICOPUA30M CIEAYeT
TIIATEIBHO COOTHECTH MPEATIOIaraeMyIo MOJIb3y OT IPUMEHEHHUS Mperapara i BO3MOKHBIA PUCK
000CTpeHUs TEUCHHS TICOpHa3a.

KoHTaKTHBIC TUH3EI

[TanMeHThl, NONB3YIOIMECS KOHTAaKTHBIMU JIMH3aMH, JOJDKHBI YYHMTHIBaTh, 4TO Ha (QoHe
pPUMEHEHHUs 0eTa-aJpeH00I0KATOPOB BO3MOXKHO CHUKEHHE MPOIYKIIUH CIE3HOM KUIAKOCTH.

BcrnoMmorarensHble BellecTBa

[Ipemapar bucomponon conodapm, 10 Mr, TabmeTkd, MOKPHITHIE TIEHOYHOW O000IOUKOM,
conepxkut Kpacutens myHIOBBIN ([Tonco 4R) (E124), koTOphIii MOKET BBI3BaTh aJUIEPTHUECKUE
peaKuuH.

4.5. B3anMojgeilicTBMe € JAPYrHMH JIeKAPCTBEHHbIMH TMpenapaTaMuM W JApyrue BH/bI
B3aUMOJAEHCTBUSA

Hepexomenayemele KOMOHWHALIMHU

Jleuenue xponuueckoul cepoeuHol HedOCmamoyHoCmu

AHTHapuTMuyeckue cpenctsa | kiacca (Hampumep, XWHHUIUH, AW3ONUPAMU, JUIAOKAWH,
(benuronH, dhaexanHuI, nponadeHoH) MpU 0JHOBPEMEHHOM IPUMEHEHHH ¢ OUCOIIPOIIOIIOM MOTYT
CHIDKaTh AV IPOBOJUMOCTb U COKPATUTENIBHYIO CIIOCOOHOCTD Cep/lia.

Bce nokasanus k npumenenuro

bnokatopsl «menneHHbIx» KanbiueBblx KaHainoB (BMKK) tuma Bepamammuna u, B MeHbIIEH
CTETIEHH, TUITHA3EeMA, IIPU OJTHOBPEMEHHOM MPUMEHEHUH C OMCOMPOIIOIOM MOTYT NMPUBOJIUTH K
CHIDKEHHIO COKPATUTEJIbHOW CHOCOOHOCTM MHOKapja M HapylieHuto AV mpoBogumoctu. B
YaCTHOCTH, BHYTPHUBCHHOE BBEJCHME BepamaMmuia [alUeHTaM, [pUHUMAIMuM OeTa-

aZIPEHOOIOKATOPBI, MOXKET IIPUBECTH K BRIPAXKCHHOW apTepHAIbHON TUNOTeH3UU U AV Oiokae.
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MY OTYETY

MOKCOHMJIMH, PUIMEHHAMH) MOTryT npuBecTH K ypexeHuro YCC M CHUKEHMIO CEpAEUHOIO
BBIOpOCa, a TaKKe K Ba3OAMJIATALMU BCJIEACTBHE CHUKCHHS LEHTPAJIHHOTO CHUMIIATUYECKOTO
ToHyca. Pe3kast oTMeHa, 0COOCHHO JI0 OTMEHBI O€Ta-aAPEHOOIOKATOPOB MOKET YBEIHUUTh PUCK
Pa3BUTHSI «PUKOIIETHON» apTEepUATBHON TUIIEPTCH3HH.

OUHTOIMMO MOXKET YCHIIHTh OTPULIATEIbHBIA XPOHOTPOIHBIH 3 (ekT Oera-aapeHo0I0KaTOpoB
U TIPUBECTH K BBIpAXEHHOW Opanukapaunu. OAHOBpPEMEHHOE IMPHUMEHEHHE (UHTOIUMOJa U
METONPOJIOJIa HEe pEeKOMeHIyeTcs. B ciaydae HE0OXOAMMOCTH OJHOBPEMEHHOI'O MPUMEHCHUS
¢GuHrOIMMO/Ia U OHUCOTIPOII0Ia TpeOyeTcs THIATEeIbHOE HAOIOICHHE 32 COCTOSIHUEM TAICHTA.
Pekomennyercss HauMHAaTHh KOMOWHHPOBAaHHYIO TEpalvi0 B YCIOBHSX CTalliOHapa W
OCYILECTBIISITh COOTBETCTBYIOIIMKA MOHUTOPHUHT (TIOKAa3aH JJIUTEIbHBI KOHTPOJb YacTOTHI
CEpICUYHBIX COKpAICHHI, MO MEHBIICH Mepe, 10 yTpa CIEIYIOUIero IHS TOCie IMEePBOro
OJTHOBPEMEHHOTO ITpreMa (PUHTOJIMMOIA U OUCOTIPOIIOIa).

KoMOuHammu, tpedvionme 0co00i 0CTOPOKHOCTH

Jleuenue apmepuanvHou 2unepmen3uy U CmeHoKapouu

AHnTHapuTMHYecKHe cpelncTBa | kiacca (Hampumep, XMHUIMH, JU30MUpPaMUA, JIHJIOKauH,
(benutouH, aexanHu, nponadeHoH) Npu 0JTHOBPEMEHHOM IPUMEHEHUH C OUCOITPOIIOIOM MOTYT
CHIXaTh AV IPOBOAMMOCTb M COKPAaTUTEIbHYIO CIIOCOOHOCTh MUOKap/a.

Bce nokasanus k npumenenuio

BMKK npousBoiHbIe TUTHAPONUPHINHA (HarTpuMep, HU(eTunuH, Gpeao unmuH, aMIOAUIINH) IpU
OJTHOBPEMEHHOM MpPHUMEHEHHH C OHCOINpPOIOJIOM MOTYT YBEJIUYMBAaTh PHUCK Pa3BUTHUSA
aprepualibHON runotreH3uu. Y manueHToB ¢ XCH Henb3s UCKIIOYUTH PUCK MOCIEIYIOLIETOo
YXYALIEHUS COKPATUTENBbHON QYHKIIMH CEPALIA.

AnTtnaputmudeckue cpenctsa Il kiacca (Hanpumep, aMHMOAApOH) MOTYT YCHIIMBATh HapylIEeHHE
AV npoBoauMocTH.

JeticTBue GeTa-aapeHOOIOKAaTOPOB I MECTHOTO MIPUMEHEHHUsI (HalpuMep, TIa3HbIX Karelb IS
JIeYEHUsl TJIAyKOMBI) MOXKET YCHUJIUMBaTh cucTeMHble 3¢ dekTsl Oucomnponona (cHuwxkeHue AJl,
ypexenune UCC).

[TapacuMIaTOMUMETHKH MIPU OJHOBPEMEHHOM MPUMEHEHHH C OMCONPOJIOIOM MOTYT YCHIIUBATh
HapyuieHne AV npoBOJAMMOCTH U YBEIUYUBATh PUCK Pa3BUTHS OpaauKapanu.
['unornukeMuyeckoe JeiCTBIE HHCYJIMHA WM TUITOTJIMKEMUYECKUX CPEJICTB AJIsl IpreMa BHYTPhb
MOET ycunuBarbcs. lIpU3HaKuM TUNOITIMKEMHHM — B YacTHOCTH, TaxXWKapaus — MOTYT
MacKHpOBAaTbCs WM TOAABIATHCA. [lomoOHBIE B3aMMOACHCTBHUS Ooyiee BEpOSTHBI TpU
MIPUMEHEHUN HECEJICKTUBHBIX OeTa-aIpeH00I0KaTOPOB.

CpenctBa Juist mpoBesieHUs1 O0IIe aHeCTe3UH MOTYT yBEJIMYUBATh PUCK KapAHOJETIPECCUBHOTO
8
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JIEHCTBUSI, PUBOJIS K apTEPUATLHON THIIOTCH3UK (CM. pg{:ﬂféﬂ:]:zﬂﬁ%': BATEINBHOCTS 0003)

MY OTYETY

CeprieuHble TTUKO3U/IbI TPU OJTHOBPEMEHHOM IPUMEHEHHUHU C OMCOIPOIIOIOM MOTYT IPHUBOJHUTD K
YBEJIMYECHUIO BPEMEHH MPOBEACHUS UMITYJIbCA, U TAKUM 00pa3oM, K pa3BUTHIO OpaJuKapanu.
Hecrepounnbie npotuBoBocnanutenbabie npenapatsl (HIIBIT) MoryT cHIm>XaTh THIIOTCH3UBHBIN
s dext dbuconponoa.

OnHoBpeMeHHOE TpUMEHeHHe Oucompoiyoia ¢ OeTa-aipeHOMUMETUKaMH  (HAIpumep,
W30MPEHATINH, T00yTaMHUH) MOXET MPUBOANTH K CHUKEHHIO P PeKTa 000X Mperaparos.
Coueranue Oucompoiona ¢ aJpeHOMHUMETHKAMH{, BIMSIOIIMMH Ha Oeta- u  anbda-
aZpeHopenenTopsl  (Hampumep,  HopanuHehpHUH,  OSNUHEDPUH)  MOXKET  YCUJIIMBATh
Ba30KOHCTPUKTOPHBIE 3((EKThI 3TUX CpEeACTB, BO3HUKAIOMIMX C Yy4yacTueM anb(a-
aJIpeHOPeLenTOpOB, MpuBoAs K noBeimieHnto AJl. [TomoOHbIe B3anMoaecTBIS 00Iee BEpOSTHBI
IIpU IPUMEHEHUH HECEIEKTHUBHBIX OeTa-apeHO0I0KaTOPOB.

AHTUTHIIEPTEH3UBHBIE CPEJCTBA, TaK € Kak M Jpyrue CpelIcTBa C BO3MOXKHBIM
AQHTUTUIIEPTCH3UBHBIM  3¢exkToM  (HampuMep,  TPULIUKIMYECKHE  AHTHJIETPECCAHTHI,
O6apoutypatsl, peHOTHA3NHBI), MOTYT YCHINBATh THIIOTEH3UBHBIN 3 (deKT Oucorposona.
MednoxuH npu OJNHOBPEMEHHOM NPUMEHEHUU C OHMCOMPOJIOJIOM MOXET YBEIHYHMBATH PHUCK
pa3BUTHUA OpaTuKapanU.

Wuruburtopsl MmoHoamuHokcuaazbl (MAO) (3a uckmtouenuem uHruouropos MAO B) moryt
YCWJINBATh TUIIOTEH3UBHBIM 3(¢ekT Oera-aapeHoOr10kaTopoB. OIHOBPEMEHHOE MPUMEHEHUE
TaK)K€ MOYKET MPUBECTHU K PA3BUTHUIO THIIEPTOHUYECKOTO KPH3a.

KOM6I/IHaHI/II/I, KOTOPBIC CIICAYET NPUHUMATH BO BHUMAHHUC

Ankanouowi cnopvinbu

HerunpupoBaHHble  anKaJOWIbl  CIOPHIHBM  TOBBIIIAIOT PUCK  Pa3BUTHS  HapyIICHHUH
nepuepuyeckoro KpoBooOpalieHusl. OproTaMuH TMOBBIIIAET PUCK PA3BUTUS HAPYLICHUS
nepupepuyeckoro KpoBooOpareHus.

DapmakoxkuremuuecKue 83aumMooeticmaus

B ¢dapmakokMHETHUECKUX HCCIIEIOBAaHUSX HE BBISBICHBI B3aMMOJICHCTBHS OHCOIpOIONa ¢
TUA3UAHBIMU JUYPETHKAMH (HapuMep, ¢ TUAPOXIOPOTHA3UIOM) U IUMETHIUHOM.

Buconpomnon He oka3biBai 3¢ pexra Ha papMaKOKUHETUKY TEOPHIUIMHA.

Pudamnuu yBennmumBaeT MeTaOONMYECKHA KIMPEHC W YKOpPadyMBaeT TEPHOJ] MOJTYBHIBEICHUS
Oucorposona, 0JJHAKO KOPPEKIINH JI036I ITperapaTa He TpeOyeTcs.

Buconposnon He BAMsET HA MPOTPOMOMHOBOE BpeMs y MAIMEHTOB, MOJIYYAIOUIMX CTAOMIIBHYIO

103y BaphapuHa.
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

dapmaxosoruueckue 3PpPexTsl OMCONpPoIIosia MOTYT OKa3aTh HEOIAronpusITHOE BO3/ICHCTBHE Ha
TeueHHe OEPEMEHHOCTH M OPTaHU3M ILI0/1a/HOBOPOXKICHHOTO0. B 11e110M, Geta-aapeHo010KaTops
CHIDKAIOT KPOBOTOK B IUIAIIGHTE, YTO MOXET MPHUBOIUTH K 3aJEpXKKe pocTa IUIoJa,
BHYTPHYTPOOHOH ey Ioja Wik NPeXIeBPEMEHHBIM pojaM. Y IJI0Ja U HOBOPOXKIEHHOTO
MOTYT pa3BUBAThCS HEXKENATEIbHBIC SIBICHUS (HapuMep, TUIIOTIMKeMus 1 Opanukapaus). [lpu
HEOOXOAMMOCTH JiedeHHs OeTa-aJipeHOOIOKaToOpaMH  HPEANIOYTEHUE CIEAyeT OTAaBaTh
CEJICKTUBHBIM 0eTa1-aJpeHO0I0KaTOpaM.

[Ipu OepemeHHOCTH OHCONPONION CIEAYeT MPHUMEHSATh TOJIBKO B Ciyd4ae aOCOJIOTHOMN
HEOOXOIMMOCTH, €CIIM OXKHUJaeMasi 1oJIb3a JJIs MaTepy MPEBBIIIAET BOSMOXKHBIH PUCK Pa3BUTHUS
HE)KeNaTeIbHBIX Peakluil y 101 /WX HOBOPOXKICHHOTO.

Crnenyer OTcleXHBAaTh KPOBOTOK B IUIAllEHTE M MaTke, a TaKkXke HAOII0NaTh 3a POCTOM H
pasButHeM Oynymiero pedeHka. B ciaydae mosiBieHUs HEXeNaTeIbHBIX SIBICHUH B OTHOIICHUH
OEepeMEHHOCTH H/HJTH TIJI0/]a PEKOMEHAYETCS TPUMEHSTh aJIbTEPHATUBHBIC METO/IbI TEPAITHH.
Crenyer TmarenbHO 00CIeI0BaTh HOBOPOXKICHHOTO TIOCIIE POAOB. B mepBble Tpy AHS KU3HU Yy
HOBOPOXJICHHOTO MOT'YT BO3HHKATh CHMITOMBI OpaJInKap Iy U TUIIOTIIMKEMHH.

Jlakranus

[To maHHBIM TOKIMHUYECKUX MCCIIETOBAHUN OMCOMPOIION U/WIIN €ro MeTa0OIUTHI BBIICISIOTCS B
MOJIOKO JIAKTHPYIOIIUX KpbIC. JIaHHBIX O BBIAECICHMM OUCOIPOJIONAa B IPYJHOE MOJIOKO HET.
[TosTomMy mpuem Oucomposioga HE PpPEKOMEHIYeTCsl JKEHIIMHaM B MEpUoJl TIPYyTHOTO
BCKapMiIMBaHui. Eciam mpueM Owucomposoia B TEPHOJ JIAKTAlMA HEOOXOIUM, TPYyTHOE
BCKapMJTUBAHHE CIIEAYET MPEKPATUTD.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeACTBAaMH M padoTaTh C
MeXaHUu3MaMH

bucorpornon He BAHMSET Ha COCOOHOCTH YIPABISATH aBTOTPAHCIIOPTOM COTJIACHO pe3yibTaTaM
uccinenoanuss 'y mnanueHToB ¢ MBbC. OpgHako BCIEACTBHE WHIWBUAYAIbHBIX PpPEAKIUMA
CHOCOOHOCTh  YNPABIATh AaBTOTPAHCIIOPTOM MJIM PabOTaTh € TEXHUYECKU CIIOKHBIMU
MeXaHM3MaMH MOXXET ObITh HapylieHa. Ha 3To cienyer oOparuTe ocoboe BHUMaHUE B Hayale
JICYSHHMSI, TIOCIIe U3MEHEHHS JI03bI, & TAK)KE TIPU OJJHOBPEMEHHOM YITOTPEOJICHUN aJIKOTOJIS.

4.8. HexkesiaTeibHbIE peaKiuu

PesromMe HexenaTeabHbIX peaKIuil

HexenarennHbIC peakru pacCrpeaciICHbl B 3aBUCUMOCTU OT YaCTOTHI KX BOSHUKHOBCHUA: OUYCHDb

gacto (>1/10); gacto (>1/100, o <1/10); rHewacro (>1/1000, o <1/100); peaxo (>1/10000, o
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<1/1000); ouenp penko (<1/10000); gactora H.,I/ISBeCTHEI @%@HJP?Q&Q&HIIXCE ﬁil;:l;I.HHX

OLICHUTHh HEBO3MOYKHO).

Tcuxuueckue Hapywenus

Heuacro: nenpeccusi, 6eccoHHMLa.

Penko: raunonuHanuy, HOYHbIE KOIIMAapBI.

Hapywenus co cmoponwt HepeHou cucmembl

Yacro: ToIOBOKpYKeHHE™®, TOJIOBHAsT OOJIB*.

Penko: nmorepst cozHaHus1.

Hapywenus co cmoponwvl opeana 3penus

Penxo: ymenblienue cie3oreueHus (CaeyeT yUuThIBaTh PU HOLIEHUU KOHTAKTHBIX JINH3).

OdeHb peaKo: KOHbIOHKTHUBHT.

Hapywenus co cmoponwt opeana cryxa u nabupunma

Penko: Hapymenus ciyxa.

Hapywenus co cmoponwl cepoya

Ouenb vacto: Opaaukapaus (y mauueHToB ¢ XCH).

Yacro: ycyry6nenue cumntomoB TeueHust XCH (y nmarmentos ¢ XCH).

Heuacto: Hapymenue AV mnpoBoguMocTH, Opagukapaus (y MalMeHTOB C  apTepuabHON
TUIIEPTEH3UEN WM CTEeHOKapauen), ycyryonenue cumnroMoB TeueHus XCH (y mammeHTOB ¢
apTepuaIbHOM MMIIepTeH3HeN UM CTEHOKApIUeH ).

Hapywenus co cmoponwi cocyoog

YacTo: omlylieHHe MOXOJOJAHUS WM OHEMEHHS B KOHEUHOCTSX, BbIpaK€HHOE CHIKeHne All,
ocobenHo y marenToB ¢ XCH.

Heuacro: oprocrarnyeckasi TMIIOTEH3USI.

Hapywenus co cmoponsi 0bixamenbHo CUcmembl, 0peaHo8 epyOHOU KIemKu U CpedoCcmeHus
Heuacro: OpoHxocma3sMm y HalMeHTOB ¢ OpOHXMAIBbHOM acTMOM MM OOCTPYKIMEH IbIXaTelbHBIX
ITyTeH B aHaMHE3€.

Penko: amneprudeckuii puHuT.

Kenyoouno-kuweunvie napywenus

Yacro: ToHOTa, pBOTA, AUAPES, 3aI0pP.

Hapywenus co cmoponvl neuenu u Jceniesblgo0sauyux nymeti

Penxo: remarur.

Hapymenuﬂ CO CMOPOHbL KOoHcu U NOOKOJMCHBIX MKAHEl
P CAKO: PpCaKInun MOBBIIICHHOM YyBCTBUTCIIBHOCTHU, TAKHUC KaK KO>KHBIM 3y4, Cblllb, THIICPCMUSA

KOXXHBIX ITOKPOBOB U aHl"I/IOHeBpOTI/I‘ICCKI/Iﬁ OTCK.

11
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Odenb penako: ajnorerus. bera-aapeHo0I0KaTOphL MOTYT CFIIO'_C(;61gE%B£‘B Bg&lfblen 'CI/H\/FII;T-';)MOB

TEUEHHMS TICOPUa3a WM BBI3BIBATH ICOPHA30MOA00HYIO CHITIb.

Hapywenus co cmoponvt mbluieyHou, cKkenemHou u cOeOUHUMenbHOU MKaHU

Heuacro: Mbieunas cnabocTh, CyA0pOTd MBbIIIII.

Hapywenus co cmopomsl penpooykmusHol cucmemsl U MOTOUHBIX JHcelle3

Penko: apextmiibHas AuChHyHKIHS.

Obwue HapyuweHus 1 peakyuu 6 mecme 86e0eHUs

Yacro: acrenus (y narueHToB ¢ XCH), OBBIIIICHHAs yTOMIISIEMOCTh .

Heuacro: acrenus (y maiieHToB ¢ apTepUalibHOM MUIIepTeH3UeN UM CTEHOKApIUEH).
Jlabopamopuvie u uncmpymenmanvhsie OaHHble

Penko: moBeIIeHNE KOHIICHTPAIIMHA TPUTITHIIEPUIOB H aKTHBHOCTH «IICYCHOYHBIX» TPAaHCAMHHA3 B
kpoBH (acnapraramuHoTpanchepassl (ACT), anannnamunorpancdepasst (AJIT)).

* 'V namueHTOB € apTepUalibHOM TUIEPTEH3WEH WM CTEHOKapAWel OCOOCHHO YacTo JIaHHbIE
CHMITTOMBI TIOSIBIISTIOTCSI B Hadasie Kypca jiedeHusi. OObIYHO ATH SIBIICHUS HOCAT JICTKUIA XapakTep U
MIPOXOJIAT, KaK MPaBUIIO, B TeUeHHUE |—2 Heemb Mmocye Havasia JICUCHUSI.

COO6H.I€HI/IC O ITOA03PECBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0mare 0 M0J03peBaEMBIX HEXKeENaTeIbHbIX pPEaKLUUsAX MOocie pPerucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ 1ejibio 00ecredeHns HenpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«II0JIB3a — PHUCK» JIEKAPCTBEHHOIrO Mpemnapara. MeAMIUHCKUM DPAOOTHUKAM PEKOMEHIYeTCs
coolIaTte O JIOOBIX MOJ03PEBACMbIX HEXKEJATENbHBIX PEaKIMIX JIEKApCTBEHHOIO Ipernapara
yepe3 HALMOHAJIBHBIE CUCTEMbI COOOIIEHHUSI O HEKENATEeNIbHBIX PeakUsIX rocyIapcTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 CO03a.

Poccuiickas Denepanusa

®enepanbHas ciyx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBuaazop)
109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, crpoenue 1

Temedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

P CCHV6J’II/IKa ApmMenus

«Hay4dHBIII LEHTp HKCIEPTU3bl JIEKAPCTB M MEIMIMHCKAX TEXHOJOTHA HMM. akKageMuka O.
["abpuensna» AO3T

0051, r. Epesan, np. Komuraca, 49/4

Tenedon: +374 10 23 16 82

I'opstuas muawms: + 374 10 20 05 05, + 374 96 22 05 05

DnekTpoHHas nmoyrta: vigilance@pharm.am
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4.9. llepeno3npoBka

CuMnTOMBI

Haubonee wacTtble cUMOTOMBI mepeao3upoBku: AV 0Oiokana, BbIpaKeHHas Opaaukapius,
BbIpaxkeHHOe cHMkeHue AJl, OponxocmasM, ocTpass cepAedHass HEJAOCTaTOYHOCTh U
TUTIOTJTMKEMHUSL.

UyBCTBUTEIBHOCTh K OAHOKPATHOMY IPHEMY BBICOKOW J03bI OMCOIPOJIONAa CUIBLHO BapbHPYET
Cpelu OTACNbHBIX MalMeHTOB U, BeposATHO mnamueHTsl ¢ XCH oOnamaior BbICOKOM
YYBCTBUTEIBLHOCTHIO.

Jleuenue

[Tpyr BO3HUKHOBEHUH TIEPEI03UPOBKH, IIPEXKJIC BCETO, HEOOXOAMMO IMPEKPATUTh TPUEM Ipernapara
Y HayaTh NOJJCPKUBAIOIIYIO CHMIITOMATUYECKYIO TEPAIHUIO.

Ilpu ewvipadxcennoll 6paouxkapouu: BHYTPUBEHHOE BBeaeHue aTtponuHa. Ecmm sddext
HEIOCTaTOYHBIH, C OCTOPO’KHOCTHIO MOKHO BBECTH CPEICTBO, O0JIAJAOIIEe IMOJIOKUTEIEHBIM
XPOHOTPOIIHEIM ~ JeiicTBueM. IMHorma MokeT moTpeOoBaThcsi BPEMEHHAs ITOCTAHOBKA
IIEKTPOKAPAUOCTUMYIISATOPA.

Ilpu evipasicennom cHudcenuu AJ]: BHyTpUBEHHOE BBEACHHE IUIa3MO3aMEIIAIONINX PACTBOPOB U
Ba30IPECCOPHBIX  TperapaTtoB. BHYTpUBEHHOE BBEJCHHE TJIIOKaroHa MOXKET  OBITh
11eJIECO00Pa3HBIM.

Ilpu AV 610xade: MalMeHTHI TOMKHBI HAXOUTHCS O] TOCTOSTHHBIM HAOIIO/IEHUEM, U TIOTy4aTh
JedyeHue OerTa-aipeHOMHMETUKAMH, TaKUMU Kak snuHedpuH. B ciydae HEOOXOAMMOCTH —
MOCTAaHOBKA AJIEKTPOKAPINOCTUMYIISTOPA.

Ilpu obocmpenuu meuenuss XCH: BHYTPUBEHHOE BBEICHHE IUYPETHKOB, MPEMApaToOB C
MOJIOKUTEIHHBIM HHOTPOITHBIM 3(h(PeKTOM, a Takke Ba30MIaTaTOPOB.

Ilpu 6ponxocnazme: Ha3HaueHUE OPOHXOAMIATATOPOB, B TOM YHUCIE O€Taz-apeHOMUMETHKOB
W/Uu aMUHO(UIUTHHA.

Ilpu eunoenuxkemuu: BHyTPUBEHHOE BBEICHUE JEKCTPO3bI (TJIFOKO3BI).

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA

®apMakoTepaneBTUYECKas rpynna: 6era-aapeHo0I0KaTOPHI; CEJIEKTHBHbBIE Oera-
aIpeHOOIOKATOPBI.

Kon ATX: CO7ABO7.

MexauusM aeiictus U hapMakoaruHaMudeckre 3O GHEKTHI

CenekTuBHBIN OeTa1-aapeHo0I0KaTOp 6€3 COOCTBEHHON CUMIIATOMUMETHYECKON aKTUBHOCTH, HE
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obsamaeT MeMOPaHOCTAOUITU3UPYIONIUM JIEHCTBUEM. BEL:;&DMI%HJGJ%MTTI/I;IEWHX nozax

o0nazaeT HE3HAUUTENIBHBIM CpPOACTBOM K O€Taz-aJpeHOpeLenTopaM BHYTPEHHUX OpIraHOB
(moKeIy TouHas xKee3a, CKeJIETHBIEC MBIIIILIBL, TaIKas MyCKyJIaTypa nepupepudeckux apTepHid,
OpOHXOB M MaTKM), a Takxke K OeTaz-aJ[peHOpelenTopaM, Y4YacTBYIOUIMM B PEryJsILHUU
merabonusma. CiegoBaTenbHO, Oucomposion (B OTIMYME OT HECEIEKTHBHBIX Oera-
aJIpeHOOJIOKATOPOB) B LIEJIOM HE BIIMSAET HA CONPOTHBIICHUE JIBIXATEIbHBIX MyTEH, OKa3bIBaeT
MEHEE BBIPR)KEHHOE BIMSHME Ha OpraHbl, CoJepiKallue OeTaz-aJpeHOPELENnTOpbl, U Ha
yIJIEBOAHBII OOMEH, HE BbI3bIBAET 3aJEPXKKM HMOHOB HATpUsi B OpraHu3Me. BbIpaxeHHOCTb
aTepOreHHOro JEHCTBUS OHCONposoia HE OTIMYaeTcs OT JAeHCTBHS mpomnpaHonona. B
TEpaNeBTHUECKUX J103aX OMCOMPOIION OJIIOKHpYET OeTai-apeHOpPEIenToOphl Cepia, YMEHbIIACT
CTHUMYJIMPOBaHHOE KaTeXOJaMHMHAMHU O0pa30BaHHE LUKIMYECKOro aJeHO3MHMOHO(pochara
(UAM®) u3 anenosuntpudochara (ATD), cHMKACT BHYTPHKICTOYHBIA TOK MOHOB KalbIHS,
OKa3blBaeT OTPULATEIBHOE XPOHO-, JPOMO-, 0aTMO- M HE SIBHO BBIPA)KEHHOE HMHOTPOITHOE
nevicteue. bucomponon ymensmaer YCC B mokoe W NOpU  HArpy3Ke, 3amemiseT
ATPUOBEHTPUKYISIPHYIO IPOBOJAMMOCTh, YMEHBIIACT BO30YIUMOCTh MHOKapaa. CHmKaer
cepAeyHblii BBIOPOC, B HE3HAUUTENBHONW CTENEHW CHUXKAET YAApHbIH OOBbEM. YMEHbIIaeT
noTpeOHOCTh MUOKap/ia B KMUCIOPOE, CHUKAET aKTUBHOCTh PEHUHA IJ1a3Mbl KPOBH.

B navane neuenus B mepBble 24 yaca mocie mpuema Oucomposoia odiiee nepudepuyueckoe
cocyauctoe comnporupienue (OIICC) HeckonbKko yBenuuuBaeTcs (B pe3ysbTaTe peLUIpPOKHOTO
BO3pacTaHMs aKTMBHOCTHU ajbda-agpeHopenentopos). Yepes 1-3 cyrok OIICC Bo3Bpaimaercs K
ucxonHomy. Ilpu jnutensHON Tepanuu wu3HayanbHO moBbIIeHHOe OIICC cHMkaercs.
MakcuManbHBINM reMoIMHaMuIecKuit 2 (eKT JocTuraercs yepes 3—4 yaca mocjie npueMa BHyTPb.
[Tpu npumenenuu 1 pa3 B CyTKHU TepaneBTHUECKU 3P (deKT Orconposoaa COXpaHsIeTcs B TEUEHNE
24 yvacos 6maroaapst 10—12 yacoBomy nepuo/y NOIyBbIBEICHHS U3 IIa3Mbl KPOBH.

Bucomnpomnon obnagaer TakuMu ke 1eKTpou3noIornueckumMu 3pdexramu, Kak u apyrue oera-
angpeHoOokaTopel. B anekTpodusnonorndeckux uccienoBanusx Oucomnpoion ypexkan UCC,
YBENIMYMBAJ BpeMs TPOBENCHHWs M pedpakTepHble MEPUOAbI CHHOATPHAIBHOTO H
aTPUOBEHTPUKYISIpHOTO y3710B. OTMmeuaercs yanuHenue uHTepBaioB RR u PQ, a Taxke
koppurupoBanHoro uatepsana QT (QTc) na OKI (B mpenenax HOpMaTbHBIX 3HAYCHUH).
bucomponon oka3piBaeT aHTHTHIEPTCH3WBHOE, AHTHAPUTMHUYECKOE ¥ aHTHAHTHHAIHHOE
JICHCTBHE.

MexaHu3M  aHTUTUIEPTEH3UBHOTO  JIeHicTBUA  OucONposiona M3y4eH He  IOJHOCTHIO.
AnTHrUNIEpTeH3UBHBIN 3()()EeKT MOKET OBITh CBSA3aH C YMEHBIIEHHEM MUHYTHOTO 00beMa KPOBH,
CHUMIIATUYECKON CTUMYJIALUN Nepupeprudeckux COCyll0B, CHHKCHHEM COJEp’KaHHs PEHUHA B

mj1a3sMe KpOBHU U aKTUBHOCTHU pCHI/IH'aHrI/IOTeH?)I/IHOBOI\/'I CUCTCMBI (I/IMeeT 0oJIBIIIOE 3HAUCHHE JIIA
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OapopelLenTopoB Ayr'M aOpThl B OTBET HA CHUKEHHE A/l M BIMSHUEM Ha LIEHTPAJIbHYIO HEPBHYIO
cucremy (IIHC). Ilpu aprepuanpHOi TumepTeH3uu 3(QexT HacTymaer depes 2-5 mHEN,
MakcHuMaibHOe cHKeHue A/l nocTuraeTcs, Kak MpaBuiio, uepes 2 Heleu Mociie Havyasa JeueHusl.
AHTUAHTUHATBHBINA 3P PeKT 00yCIOBIEH yMEHbIIEHHEM MOTPEOHOCTH MUOKapAa B KHCIOPOJE B
pesynbrate ypexkeHus UYUCC, HE3HAUUTENbHOTO CHI)KEHHUS COKPaTUMOCTH, YJUIMHEHUEM
JIMACTOJIBI, YIIyqllleHHeM nepdy3un Muokapaa. [Ipu olHOKpaTHOM NMPUMEHEHUH y MAIlMEHTOB C
NBC 6e3 npuznakoB XCH 6ucomnposon camkaer UCC, ynapHbIiii 00beM cep/ia 1, Kak CJICICTBHE,
yMeHbIaeT Gpakiuio BpIOpoca U NOTpeOHOCTh MUOKapAa B KUCIOPO/IE.

AnTHapuTMHYecKuii 3 (PeKT 00yCIOBICH YCTPAHEHUEM apUTMOTEHHBIX (PaKTOPOB (TaXUKapPIHH,
MOBBIIICHHOW AaKTUBHOCTH CHMIATUYECKON HEPBHON CHCTEMBI, YBEIHMYEHHOTO COJEpKaHUs
HAM®, aprepuanbHOM TUMEPTEH3UH), YMEHBIIEHHEM CKOPOCTH CIIOHTAHHOTO BO30YKICHHS
CUHYCHOTO W OKTOMHYECKOrO BOJHUTENEH pHUTMAa M 3aMEIJICHUEM aTPUOBEHTPUKYISPHOTO
poBeJeHUs (IPEUMYIIECTBEHHO B aHTErpagHOM M, B MEHbIIEH CTENEHU, B PETPOrpaHOM
HaIpaBJICHUSAX Yepe3 aTPUOBEHTPUKYIISIPHBINA y3€J1) U 110 AOTOTHUTEIIBHBIM My TSIM.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

AGcopbuus

bucomnposnion moutu nosHocThio (6osiee 90 %) BcackiBaeTCs M3 JKEMyA0YHO-KUIIEYHOTO TPAKTA.
Ero OuOAoCTymHOCTH  BCIEACTBUE HE3HAYUTENBHOM  METabOJIM3alluud  «IIpU  IEPBOM
MPOXOXKACHUN» Yepe3 neueHsb (Ha ypoBHe npumepHo 10 %) cocrasnser okono 90 % mocie mpuema
BHYTpb. [Ipuem muim He BIUSeT Ha OMOJOCTYMHOCTh. MakcuMasbHasi KOHIIEHTpallKs B IIa3Me
KPOBH JOCTHTAETCs yepe3 2—3 Jaca.

Pacnpenenenne

buconponon pacnpenensercs 10BoIbHO MHPoko. OObeM pacmpeeneHus COCTaBisieT 3,5 J/KT.
CBs3b ¢ OemKaMu TUTa3Mbl KPOBH TocTUTaeT nmpumepHo 30 %.

buorpancdopmarms

MeTabonu3upyercs Mo OKUCIUTEILHOMY Ty TH 0€3 TocIenyolel KoHbloTrannn. Bece MeTadomuThl
HOJISIPHBI (BOJOPACTBOPUMBI) U BBIBOAATCS MOUYKaMu. OCHOBHbIE META0OIUTHI, 00HAPYKUBaEMbIe
B IJIa3Me KPOBH U MOYE, HE MPOSBIAIOT (papMaKoIOruyeckoi akTUBHOCTHU. JlaHHBIE, TOTyYeHHbIe
B pe3yJibTare JKCIIEPUMEHTOB ¢ MHUKPOCOMAaMH TCUCHM dYesjoBeKa IN Vitro, Mmoka3blBarOT, YTO
OUCOMPOIION METa0OIM3UPYETCS B MEPBYIO ouepes ¢ moMotsio nzodepmenta CYP3A4 (okomo
95 %), a uzodpepment CYP2D6 urpaer Juiib He3HAUUTEIBHYIO POJIb.

DJIMMUHAIMS

Knupenc Owucomnposiona omnpenensercs paBHOBECHEM MEXIY BBIBEIEHHEM IOYKaMu B

HeuzMeHeHHOM Buje (okoio 50 %) u merabonu3zmom B neueHu (okosio 50 %) 10 mMeTaboIuTOB,
15
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[Tepuon nonyseiBenenust — 10-12 vacos.

JInHeHHOCTh (HEINMHEHHOCTD)

bucomnpoiion geMOHCTpUpPYET JIMHEHHYIO KUHETUKY, IPUYEM €r0o KOHIIEHTPAIMH B IJIa3Me KPOBHU
MPONOPIIMOHATBHBI TPUHATOM J103€ B AMana3oHe ot S5 10 20 mr.

IToyeyHas HETOCTATOYHOCTD

B nccnenoBanny y manueHTOB ¢ IOYEYHOH HeocTaTouHOCThIO (cpenuuii [KK] 28 mMn/muH) 06110
nokasaHo, uro cHmxkeHue KK conpoBoxaaercs yBenumaeHHEM Cmax, AUC (1utomiaap moji KpuBou
«KOHIIEHTpalus-BpeMs») u T12 Gucomnpoona.

[TockonpKy KiaMpeHC Oucomposiosia B PaBHOW CTENEHU OCYIIECTBISETCS MOYKAaMHU U IE€YEHbIO,
CYLIECTBEHHOW KyMYJSIIMM OHCOMpOJIOJIa Y NAalMEHTOB C JIETKOW M yMEPEHHOM CTENEeHbIO
MOYEYHON HEIOCTATOYHOCTH HE OTMeuaeTcs. B cimyuae Tspkenol MOYedHOW HEAOCTAaTOYHOCTH
(KK < 20 mi/MHH) KyMyJSIUsE MOXKET MPOUCXOIUTH U J103a Mpenapara He JOJHKHA MPEBBIIIATh
10 mr B CcyTKH.

IIeueHoUHAs HEAOCTATOYHOCTD

VY DanueHToB C IMPPO30M IMEYEHM OTMEYaeTcs BBICOKAs BapuaOelnbHOCTb M 3HAUYUTEIILHOE
3aMe/IJICHUE IMMUHALIMY IO CPAaBHEHUIO €O 310poBbIMU JtoaAbMHU (T1/2 Guconposona cocrapiser
ot 8,3 1o 21,7 yaco). Knuanuecku 3HauuMble pa3inuuus GapMaKOKMHETUKH MEXAY NallieHTaMu
C HOpPMaJIbHOM M HapylIeHHOW (YHKIMEH IeYeHH HEe BBbISABJIECHBL. B ciyuyae BbIpakeHHOM
MIEYEHOYHON HEJOCTATOYHOCTH KyMYJISALIUS MOJKET NMPOUCXOUTh, U J03a Ipenapara He JI0JDKHA
npesblmath 10 Mr B CyTKH.

XDOHI/ILIGCKaSI cepacyHasd HEAOCTATOYHOCTD

OrcyTtcTByeT uH(popManus o0 QapMakoKuHeTHKe Oucomposona y mnanueHtoB ¢ XCH wu
OJIHOBPEMEHHBIM HapylleHHeM (QYHKIMH eUeHH WIH MOYeK.

V mnammentos ¢ XCH III ¢ynxnmonansHoro kmacca mo knaccudukamuu Hero-Hopkckoit
akajeMun 1o wu3ydeHuro 3aboseBanuii cepana (NYHA) Obuim oTMeueHbl 0OoJiee BBICOKOE
coJlepskaHue Oucomposoja B IUIa3Me KPOBH M YBEIMYEHHBIM IEPHOJI MOJIYBBIBEIEHUS I1O
CPaBHEHHMIO CO 3JI0pOBBIMH J100pOBoOJIbIIaMH. MakcuManbHas KOHIIEHTpalus Oucorposona B
IUIa3Me KPOBH B PABHOBECHOM COCTOSTHUM COCTaBisieT 64 + 21 Hr/mi npu cytouHoi no3e 10 mr;
IIEPHOJI ITOJTYBBIBEICHUS cOCTaBisAeT 17 + 5 acos.

®apmakoknHeTHKa Ouconposona y nanueHTos ¢ XCH u conmyTcTByomMM HapyieHueM QyHKIUN
NIEYEHU WJIM NT0YEK HE N3ydallach.

JInna mosKmJioro Bo3pacra

vy MAaUEHTOB IMIOXKWJIOTO BO3pacCTa OTMCYACTCA HE3HAYUTCIBHOC YBCIWMYCHHUE HCKOTOPBIX

dapmakokuHeTndeckux mokazarenedt (Tiz2, AUC, Cmax) OucoOmponona Mo CpaBHEHUIO C
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MOJIOABIMH ITAIUCHTAMH, IPEANIOIOKUTCIBHO CBSISI/I|EI Bmagdq'l;b%\z EEQ)I&Q{;IGI\]I—HH:IC-‘;HOFO

KIIMpCHCA. OI[HaKO OTU pa3jinuua HC SABJAIOTCA KIMHUYCCKHM 3HAYUMBIMU MW HC TpCGYIOT

KOPPEKILUH 103kl OUCOIPOIIOIA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

Buconpoioi costodapm, 2.5 Mr, TaOJIETKH, IIOKPLITHIE INIEHOYHON 000JI0YKOH

Kanbums rugpodocdar 6e3BoaHBIN
Kpaxman kykypy3HbIi

enrono3a MUKpOKpUCTATIINYECKAS
KpocnoBunon

Kpemuust 1MoKcu KOJITOUAHBIN
Maruus creapar

IInenounasn obonouxa

Opadry 03B28796 6enviui:

THIIPOMEIIIO3a
MaKporoi
tutana nuokeun (E171)

Bbuconposon comodapm, 5 Mr, TabJIETKH, OKPBITHIE INIEHOYHOMH 000JI0UKOMI

Kanbuus rugpodocdat 6e3B0AHBINH
Kpaxmain kykypy3HbIi

ennrono3a MUKpOKpUCTAIIITMUECKAS
Kpocnosnnon

KpeMmHust AMOKCHT KOJITIOUIHBIH
Marnus creapar

IInenounas obonouxa

Readycoat 31B0030234 cunuii:

TUIIPOMEINIO3a

MakKporoJ

tutana nuokcun (E171)

kpacutens (baectsmuit cunnit) (E133)

buconponon COJ'IOd)aDM, 10 mr, Ta6J'ICTKI/I, IMOKPBITHIEC TJIEHOYHOM 000JI0YKOU

Kanbeuus runpodocdar 6e3B01HbIH
Kpaxman kykypy3Hblid

[enmron03a MUKPOKpUCTAITHYECKAS
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Kpocnosugon

Kpemuus 1MOKCUI KOJITIOUAHBII
Maruus creapat
Inenounasn obonouxka

Readycoat 31B3181006 kpacuwiii:

TUIIPOMEILI03a

MakKporoJ

tutana quokeun (E171)

kpacutens myHIOBBIH ([Tonco 4R) (E124)

kpacurens (Dnokcun B)

6.2. HecoBMeCcTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 roga.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU

Xpanutb nipu Temneparype He Boime 30 °C.

6.5. Xapakrep u cojep:kaHue NePBUYHONH YIAKOBKH

I[To 7 wmm 10 Tabnerok B KOHTYPHYIO SYEWKOBYIO YIAKOBKY (Oiucrep) M3 IUIEHKH
nonuBuHuixjaopuaHorn  (IIBX) wnm U3 miueHKH — KOMOMHUPOBAHHOTO — Marepuaia
HOJMBUHUIIXIIOPH I/ TOTUBUHUINICHXIOPU T (IIBX/TIBJIX) WIH
HNOJMBUHUIXJIOpU/ToauaTIiIeH/nonuBuHwMaenxiopuy  (IIBX/AID/MIBAX) wu  doabru
AJTIOMUHHUEBOM NT€YaTHOM JTaKUPOBAHHOM.

ITo 30, 40, 50, 60, 70, 80, 90, 100, 110, 120, 130, 140, 150, 160, 170, 180, 190 mnu 200 Tabnerox
BO ()JIAKOH M3 TMOJMIIPONMJIEHA C KPBILKON M3 MOJIMATHIIEHA HU3KOW MIJIOTHOCTH, COJAEprKalei
CHJIUKAreb.

Ilo 1, 2, 3,4,5, 6,7, 8,9 um 10 6ouctepoB win 1 ¢raakoHy BMECT€ C WHCTPYKIUEH IO
NpPUMEHEHHIO (JINCTKOM-BKJIA/IBIIIEM ) TOMEMIAIOT B TIAYKY M3 KapTOHA.

6.6. OcolOble Mepbl MNPEeJOCTOPOKHOCTH MNPH  YHUYTOKEHHHM HMCIOJbB30BAHHOIO
JIeKAPpCTBEHHOr0  mpenapara MWJIH  OTX0JA0B, MOJYYeHHBIX IOCJie TPUMEHEeHHUs
JIEKApPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJIsiMU ¢ NpenapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIHIUOHHOI'O YIOCTOBEPEHUS
Poccuiickas @enepanus

000 «I'potekcy
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Ten.: +7 812 385 47 87

®axkc: +7 812 385 47 88

grtx@grotexmed.com

7.1. lIpencraBuTeb Iep:KaTeisl PeruCTPALMOHHOIO y10cTOBepeHusi HA TeppuTopuu Coroza
[IpereH3un morpeduTeneii HampasasaTh o aapecy (s Poccuiickort @enepanuu u Pecriybnuku
ApmMeHus):

Poccuiickas @enepanus

000 «I'poTtekcy

195279, r. Cankrt-IletepOypr, UnaycTpuansHblil mpocnekt, 1. 71, kopr. 2, muT. A
Ten.: +7 800 700 04 73

ccc@grotexmed.com

8. HOMEP PETUCTPALHMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBHUYHON PETMCTPAIIMA (IIOATBEPXKJIEHHSA PETMCTPAIIMMN,
NEPEPEI'MCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
OOmras xapakTepHCTHKa JIEKapCTBEHHOTo TMpernapaTta bucomnponon comodapm mgocTyrHa Ha
uH(GOPMAIIMOHHOM TmopTane EBpa3suiickoro HSKOHOMHYECKOTO COr03a B HWH(MOPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetn «HTepHe™ https://eec.eaeunion.org.
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