OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O IIPETTAPATA

Banbcakop H 80, 80 mr + 12,5 mr, TaGieTKH, TOKPBITHIE TUICHOYHON 000JI0YKOM

2. KAYECTBEHHBIN U KOJTMYECTBEHHBIA COCTAB
JleficTByroIME BEIIECTBA: BAJICAPTAH + T’UAPOXJIOPOTHAZUL.
Kaxxnas tabnerka comepxut 80 Mr Basicaptana u 12,5 Mr ruipoxJiopoTuasuia.
BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npemnapara: JakTo3bl MoHOrHapat — 17,125 mr (cMm. pasnen 4.4.).

[TonHbIN IEpevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIEH B pasee 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOM.
OBaJsibHbIE, IBOSKOBBINYKIIbIE TA0IETKH, IOKPBITHIE IUIIEHOYHON 000JI0UKOH PO30BOTO IIBETA.

Buja Ha nznome: Oenas mepoxoBaTas Macca € IUIEHOYHOM 000JI0YKOH PO30BOI'0 OBCTA.

4. KIMHUYECKUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
ITpenapat Banbcakop H 80 nokasan k NpuMEHEHHIO Y B3POCIIBIX.
AptepuanbHas runepTeH3us (MauueHTaM, KOTOpbIM MOKa3aHa KOMOMHUPOBAHHAS Teparnus).
4.2. Pexxum 103MpoBaHus U c1IOCO0 NPUMEHEHUs!

PexxuM 103upoBanus

Pexomenayemas cytouHas no3a — 1 tabnetka npenapara Banscakop H 80.

Jlo3a npenapara Banscakop H 80 monbupaercs mocne paHee MpPOBEISCHHOIO THUTPOBAHHUS 103
OTIENFHBIX KOMITOHEHTOB Tpemnapara. [Ipy HeJoCTaTOYHOCTH aHTHUTHIIEPTEH3UBHOTO d(hdekra
BO3MOYKHO YBEJIMUYEHHE /036l Mpernapara (He paHee, ueM uyepe3 4—6 He/lenb) MyTeM TUTPOBAHHS
7103 10 MaKCUMaJIbHOM CYTOYHOM J103bl B mepecyere Ha BajcapTaH 320 MI' U 0 MaKCHUMaJbHOM
CYTOYHOM J03bI B IIepecyeTe Ha THAPOXIOPOTHA3HU 25 MT.

MakcumanbHOE CHUXXKEHUE YPOBHsI aprepuanbHoro naBieHust (AJl) oObId4HO gocTUTaeTcs B
TeueHue 2—4 Hemenb Tepanvu, HO y HEKOTOPHIX IAlMeHTOB — B TeueHHWe 4-8 Henenmb, 4To
HE00XO0IMMO YUUTHIBATh IPH TUTPOBAHUU J103BI.

Oco0ble rpyInbl NALMEHTOB

Ilayuenmul ¢ Hapywenuem yHKyuu novex



[TaruenTtam ¢ HapymeHueM (yHKIMU MMOYEK JETKON WM CpelHEed CTeNeHH TsDKEeCTH (KIUpEHC
kpeatuanHa (KK) > 30 mu/mun (0,5 Mir/cex)) koppekiuu n03bl npenapara Bamscakop H 80 He
Tpedyerca. [Ipumenenne npemnaparta Banscakop H 80 npoTuBonokazaHo y naiueHToOB ¢ aHypUe
WM HapymeHueM GyHKuuu nouek Tspkenoi crenenu (KK menee 30 Mir/MuH) B CBSI3U ¢ HATMYHEM
B COCTaBe THApPOXJIopoTrasuaa (cMm. pasaensl 4.3., 4.4.,5.2.).
THayuenmoi ¢ HapywieHuem QYHKYuu neveHu
MakcuManbHO pEKOMEH/IOBAaHHAs CYTOYHas J103a BajcapTaHa IIallUEHTaM C HapylIeHUEM
byHKIMH TiedeHu Jierkoi (5—6 6amioB mo mkane Yaina-ITeto) unu cpenneit (7-9 6amioB mo
mkane Yaina-I1pr0) crenenn Tsokectr 0e3 siBeHUi XosecTa3a cocrabisgeT 80 mr. [Ipumenenue
npenaparta Banscakop H 80 mpoTuBoOIoka3aHo y ManyeHToB ¢ HapylIeHHeM (YHKIWU MEeYCHU
TSDKEJIOW CTeNeHH, OWIMapHBIM IIUPPO30M WIIM XOJIECTa30M B CBSI3W C HAJMYHUEM B COCTaBE
ruapoxyopornasuaa (cM. pasaensi 4.3., 4.4., 5.2.).
Tayuenmsi noscunozo eospacma
VY nanueHToB NOKUIIOro BO3pacTa KOPPEKILMs 103kl HE TpeOyeTcs.

eTH
bezonacHocTth U 3¢ (hEeKTUBHOCTh MPUMEHEHUs TMpenapara y aeTeil B Bo3pacTe A0 18 nmer He
YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Criocob nnpuMeHeHus

BHyTpb, OIMH pa3 B CyTKH, €KEIHEBHO, HE3aBHCHMO OT BPEMEHH NpuemMa MHIH. TableTKy
CJIeZlyeT MPOIJIaThIBaTh LIEJTHMKOM, 3aIIMBasi CTAKAHOM BO/IBI.
4.3. IlpoTuBONOKA3aHUS
e [ WmepuyBCTBUTENBHOCTE K BaJCapTaHy, THIPOXJIOPOTHA3UAY WIHM K JAPYTUM
OPOM3BOJIHBIM Cylb(OHAMHIA, WIM K JI000OMYy M3 BCIIOMOIaTENbHBIX BEIIECTB,
MepPEUYMCICHHBIX B pazjene 6.1.
e Hapymenus @pynkunu neueHu Tsxenoi crenenu (oonee 9 6anos no mkane Yaina-I1s10),
OmyIMapHbIi IUPPO3 U XOJIECTa3.
e Amnypus.
e Hapymenus ¢pynkiun nouek tsokenon crenenu (KK menee 30 mu/mun).
e PedpaxrepHble THITOKAIMEMHS, TATIOHATPHUEMHUS, THIIEPKATBIIUEMHS K CHMIITOMATHYeCKast
TUIIEPYPUKEMHUSL.
e OpaHOBpeMEHHOE TPUMEHEHHE C AQUCKUPEHOM U IIperapaTtaMi, COJSPKAIUMH
QIMCKUPEH, y MAIMEHTOB C CaXapHbIM THa0eTOM M (WJIH) C YMEPEHHBIMU WIJIH TSKEITBIMA
HapymeHussMH (QYHKIHM TI04eK (CKOpocTh KiyOoukoBoil ¢umbTpamuun (CK®D) menee

60 mu/mun/1,73 M? IIOmMAAN TTIOBEPXHOCTH TeJa).



e OaHOBpEMEHHOE MPUMEHEHNE C HTHTHOUTOPAMHU aHTHOTSH3MHITPEBpaIIaoniero hepMeHTa
(AII®) y marmeHToB ¢ AuabeTnueckoi HeponaTue.
e bepeMeHHOCTh W TUIAHUPOBAaHHUE OEPEMEHHOCTH, MEPUOJ] TPYTHOTO BCKAPMIIMBAHUS (CM.
pasnen 4.6.).
4.4. OcoOble yka3aHus ¥ MepPbl NPEeTOCTOPOKHOCTH NPH NMPUMEHEHUH

C 0CTOPOKHOCTBLIO

OpnHoBpeMEHHOE TpPUMEHEHHE KanuiicOeperaronmx JAUYPETHKOB, IpernapaToB  Kajus,
KaJUHCcoepKalluX MUIIEBBIX J100aBOK WM JPYTHX JIEKApPCTBEHHBIX IMPEnapaToB, CIIOCOOHBIX
MOBBIIIATH COJIEP)KAHUE Kallusg B CBIBOPOTKE KpoBH (Hampumep, renaput). OQHOBpEMEHHOE
IPUMEHEHHUE C JIEKapCTBEHHBIMHU IIpernapaTaMH, KOTOpPbIE MOTYT BbI3bIBaTh HOJUMOP(HYIO
KEITYA0UKOBYIO TaXUKAPIAUIO TUIIA «IIUPYIT» WM yBEIUYUBATH MPOJOHKUTEIHHOCTh HHTEPBAla
QT na snexrpokapauorpamme (IKI'), a Takxke nmpuMeHeHue C JIEKapCTBEHHBIMH MpenapaTramu,
CIIOCOOHBIMU BBI3BIBATH TMIIOKAIMEMUIO, U CEPACUHBIMU INTMKO3UIAMHU.

Xponnueckasi cepaeuHas HegocratouHocTh (XCH) -1V ¢yHKimonansHOro Kjiacca 1o
kinaccudukanuu NYHA, cTeHO3 aopTaabHOTO U (MIIM) METPAJIBLHOTO KIIalaHa, TurepTpoduieckas
ob0ctpyktuBHas kapauomuomnartus (TOKMII), ysenuuenue niurensHoctu nuutepBana QT na OKI.
YMepeHHO BbIpakeHHbIE HapyIeHUs (PyHKIMH Ie4eHu 0e3 sIBICHHUI XojecTa3a, 00CTPYKTUBHBIC
3a00J1€BaHUS KEITYEBBIBOJAIIMX MyTEH.

CocTosiHMsI, CONPOBOXKIAIOIIMECS BOJAHO-3JEKTPOJIUTHBIMU HapylIeHUsIMU: HedponaTtus ¢
norepeil conmeil W mpepeHanbHBIM (KapAMOTCHHBIM) HapylleHHeM (QYHKIUH TOYeK,
TUTIOKAJTUEMUs, TUIIOHATPUEMUS, TUIIOMArHUEeMHs, THUIEpKaablueMus. JIByCTOpOHHHI WIIH
OJIHOCTOPOHHHM CTE€HO3 IIOYEYHBIX apTepUd WM CTEHO3 apTepUH E€IWHCTBEHHOW II0YKH,
COCTOSTHUE TOCJ€ TPAHCIUIAHTAIMU TIOYKH, BBIPAKCHHAs] TUTIOHATPUEMHS M (UJIH) COCTOSHUSA,
COITPOBOKIAIOIIMECS] CHUKEHUEM oO0beMa nupKyaupyromeit kposu (OLIK) (B Tom umcne nuapes,
pBOTa, TEpAINUs BHICOKUMH J103aMHU JUYPETHUKOB).

[lepBUuHBI THUNEPAIbIOCTEPOHU3M, TUIEPIAPaTUPEO3, TUIEPYPUKEMUS, CaxapHbIM nualder,
TUIEPXOJECTEpUHEMUS, TUIEPTPUIIHLIepUIeMUs, cucTeMHas KpacHas BomuaHka (CKB),
HeMenaHoMHBIN pak koxxu (HMPK) B anamuese.

VY nmanMeHToB € aJIepru4ecKod peaklued Ha NMEHULWUIMH B aHAMHE3€, C HacleCTBEHHBIM
AHTHOHEBPOTUYECKHM OTEKOM, JINOO aHTHOHEBPOTHYECKUM OTEKOM Ha (hOHE MPEIIECTBYIOMIEH
Tepanuu aHTaroHucTamu perentopo anruoreHsuHa |l (APA 1) unu uaru6utopamu AIID.

JIBoiiHasg OJIOKaNa pEHUH-aHTMOTEH3HH-AIbI0cTepoHOBOM cucteMbl (PAAC)

OpnnoBpemenHoe npumenenue APA Il, Bkitouass BajcapraH, ¢ IpemnapaTamH, COAEPKALIUMU

AIHMCKUPEH, MPOTUBONOKA3aHO Y MALMEHTOB C CaXxapHbIM AMA0ETOM U (WJIM) C YMEPEHHBIMH WU



TKENBIMH  HapymeHuaMn ¢ynkmun  mouek (CK®  menee 60 mu/mun/1,73 M2 moiomanu
MOBEPXHOCTH TeJIa) U HE PEKOMEHJIyeTCs Y APYTUX MallueHTOB.

OnnoBpemennoe npumenearne APA Il ¢ uarnbutopamu AII® npoTHBONOKa3aHO y MALMEHTOB C
nuabetnyeckoil HepornaTuen U He PEKOMEHIyeTCs y IPYTUX MalueHTOB.

Hapynienue d)VHKHI/II/I IIOYCK

VY manuenToB ¢ HapymeHueMm ¢pyuknuu modek (KK 6onee 30 mu/MuH) He TpeOyeTcst M3BMEHEHUS
no3bl npemnapata. [Ipu npumenenuu npenapara Banbcakop H 80 y manueHTOB ¢ HapylieHHEeM
(GYHKIIUH [TOYEK PEKOMEHYETCs PEryJIiPHO KOHTPOJIUPOBAThH COACPKAHKE Kalusl, KOHLEHTPAIUU
KpeaTHHHHA U MOUYEBOIl KUCIIOTHI B IJ1a3Me KPOBH.

CocrosHue nocie IICPSHECCHHON TPAHCILUIAHTALIMH ITOYKH

be3onacHocTs npumMeneHus npenapara Banbcakop H 80 y mamueHTOB, HEJaBHO NEPEHECIIMX
TPAHCIUIAHTALIMIO [IOYKH, HE YCTAaHOBJICHA.

CreHo3 aopTaiabLHOTO U (I/IJ'II/I) MHUTpaNLHOTO Ki1anadHoB, ' OKMII

[Tpenapatr Banscakop H 80 Heo0XoauMO € OCTOPOKHOCTBIO MPHMEHSATh y MAIMEHTOB C
TCMOJUHAMHUYCCKN 3HAYUMBIM CTCHO30M aOpPTaJIbHOI'O U (I/IJII/I) MUTPAJIBHOI'0 KJIAIIAHOB WJIN C
['OKMIL.

Hapymenue d)VHKHI/II/I INCYCHHU

[Tpenapat Banwscakop H 80 He mpuMeHsieTcst y MalMeHTOB ¢ HapylleHWeM (YHKIMU TEYSHU
Tsokeno creneHu (Gonee 9 6ayoB mo mkane Yaina-IIpro). ¥V mammMeHTOB ¢ HapylieHHEeM
(GYHKLIMU TEYEeHU JIETKOW MJIM CpeAHEeH CTeNeHU TSHKeCTH Oe3 sIBIEHUM XosiecTa3a mpemnapar
Banscakop H 80 cienyer npuMeHSTh ¢ OCTOPOXKHOCTBIO.

Hapymennst BOZHO-3JICKTPOIUTHOIO OajaHca

[Tpy mpUMeHEHNHU THUa3HUJHBIX JUYPETUKOB, BKJIIOYAs T'MJIPOXJIOPOTHA3U], OTMEYAINUCH Cllydau
pa3BUTHS TMIOKAJINEMUH, TUIIOHATPUEMUHN U TMIIOXJIOPEMHUYECKOTO aJIKajlo3a, TMIIOMarHMeMHUN
(Tak KaK yBEJIMYMBAETCS BHIBEICHNE MArHUsI TOYKaMHU) U THIEPKAIbLIUEMHH (TaK KaK CHUXKAETCS
BBIBEJICHHE KaJBIUS TIOYKamu). PekomeHayeTcst pu nmpuMeHeHnH nperapara Bamscakop H 80
PETYJISIPHO KOHTPOJIUPOBATh COJAEP’KAHHE IEKTPOIUTOB B CHIBOPOTKE KPOBU, B OCOOCHHOCTH
KaJusl.

I'nnonarpuemus u (win) camxenune OLIK

VY manueHToB ¢ BhIpa)XeHHOW runoHarpuemuei u (wim) npu cHkenHom OLIK (manpumep, npu
IpUEeME BBICOKMX JI03 JHWYPETUKOB) B PEIKUX Cllydasx B Haudaje Tepanuu IMpernaparom
Banbcakop H 80 B03MOXHO BbIpakeHHOE CHIKEHHE AJl ¢ KIMHUYECKHMMH IPOSIBICHUSMHU.
ITosTOMy B Hagajie jle4eHUs CIELYET IIPOBECTH KOPPEKLHUIO COAEPKAHMS HATPHUS B CHIBOPOTKE

KkpoBu U (wn) BocriomHUTH OLIK.



B cnydae BbeIpakeHHOTO CHWXKEHHMS A/l mamueHTa cienyeT MNEepeBECTH B TOPU3OHTAIBHOE
MOJIOKEHHUE C MPUIOTHATHIMA HOTAaMH M, IPU HEOOXOAWMOCTH, MPOBECTH BHYTPUBEHHYIO (B/B)
undysuo 0,9 % pactBopa Harpus xnopuna. [locne crabunmuzanuu AJl nedenue npenapaTom
Banbcakop H 80 MoxeT ObITh IPOIOIKEHO.

XCH taxenoit crenerau (H-1V dvaximonanpHoro xiacca no kinaccudukammu NYHA) wim

npyrue 3adoJieBaHus, compoBoxkaaromuecs crumvisiumueil PAAC

VY nanueHToB, GyHKIMS TOYEK KOTOPBIX 3aBUCHUT 0T cocTosiHus PAAC (manpumep, npu XCH 11—
IV dynkumonansHoTro Kiacca o kinaccudukanuu NYHA), repanus narn6utopamu AIID moxer
COIPOBOXKAATHCS OJIUTYPHUEH U (UITN) IPOrPECCUPYIOLIEH a30TeMHEH, B peAKUX CIydasiX — OCTpOn
noueyHoi HeoctarouHocThio (OIIH). HeBo3MOKHO UCKIIOUUTH pa3BUTHE HApYLIEHUH QyHKINU
noueK BeiencTeue nmogasinenus aktuBHoct PAAC Ha pone npuema npemapata Banscaxop H 80.
Tepanuto npenaparom Banscakop H 80 cnexyeT mpoBOIUTh C OCTOPOKHOCTHIO, MO KOHTPOJIEM
GYHKIIUH TOYEK.

IlepBUYHEBIN THIIEPATILI0CTEPOHU3M

[Tpemapar Banscakop H 80 HeapdekTnBeH [Uisi JICUYCHHS] apTEPHATBLHOW TUIEPTCH3UH Y
MAIMEHTOB C IEPBUYHBIM THIEPaTbJI0CTEPOHIU3MOM I10 MpUYNHE OTCYTCTBUS akTuBauuu PAAC.

CreHo3 IoYeYHOH apTepuu

vy ManueHTOB C OJJHOCTOPOHHUM WJIM ABYCTOPOHHUM CTCHO30M MMOYCIHOMN ApTCPHU U CTCHO30M
apTepun GHHHCTBGHHOﬁ IMOYKH IIperapar AJOJIKCH INMPHUMCHATLHCA C OCTOPOKHOCTBIO, TaK KakK
BO3MOJKHO ITOBBIINICHUC KOHLIeHTpaLII/Iﬁ Kp€aTHHNHA 1 MOYCBUHBI B I1JIa3ME KPOBHU.

CucreMHas KpacHas BOJYaHKA

[Tpu nprMeHeHuN THA3UAHBIX IUYPETUKOB (B TOM YHCIIE THAPOXIOPOTHA3H/IA) OTIMCAHBI Cllydan
pa3BUTUS OOOCTPEHUS U yXYALLIEHUS TeUeHUs 3a00JIeBaHUI COETUHUTENBbHON TKaHU (HanmpuMmep,
CKB).

DOTOYYBCTBUTEIHLHOCTD

Omnucansbl ciiydand pa3BUTHS (POTOUYBCTBUTEIBHOCTH Ha (POHE mpuema TuapoxiopoTHasuaa. B
cllydae pa3BUTHUS MPOSIBICHUNH (OTOUYBCTBUTEIHLHOCTH PEKOMEHIOBAHO MPEKPATUTh TEPAIIHIO.
[Tpu He0OXOAMMOCTH MPOAOIKEHHSI TEPATMU PEKOMEHAYETCS 3allUIIATh OTKPHIThIE YYaCTKHU Tela
OT BO3/IEUCTBUS COJIHEUHBIX U yIbTpadroneToBbx (YD) myueit.

HMPK

B nByx (dapmakosnuieMuonornyecKkux HCCIeI0OBaHUSAX, BBIIOJHEHHBIX C HCIOJIb30BAHUEM
JaHHBIX J[aTCKOro HallMOHAJIBHOTO PErucTpa paka, Oblaa MPOJAEMOHCTPUPOBAHA CBA3b MEXIY
IPUEMOM THIPOXJIOPOTHA3HIA U MOBBIIIEHHBIM prcKkoM pa3Butusi HMPK — 6azanbHOKI€TOUHOM
KapIMHOMBI M IJIOCKOKJIETOYHOW KapiuHoMbl. Puck passutus HMPK Bo3pactan npu

YBEJIMYEHUH CyMMAapHOU (HaKOIJIEHHOW) 03Bl THIPOXJIOpOTHA3uAa. BO3MOXKHBIM MEXaHU3MOM
)



paszsutust HMPK sBnsiercs poroceHcnOmnmm3upyroiiee 1eicTBHE THIPOXIOPOTHAZHIA.
[TaneHThl, MPUHUMAIOIINE THAPOXJIOPOTHA3U B KAUECTBE MOHOTEPANTUHN WM B KOMOMHAIINY C
JPYTUMH JIEKAPCTBEHHBIMU IIperapaTaMy, JOJDKHBI OBITh OCBEJJOMJIEHBI O PHUCKE DPa3BUTHA
HMPK. Takum nanpeHTam peKOMEHAYETCs PEryJIpHO OCMATPUBATH KOKHBIE IIOKPOBBI C LIEJIbIO
BBISIBJICHUSI JIFOOBIX HOBBIX MOJIO3PUTEIbHBIX MOPAKEHUMN, a TAKKE U3MEHEHHH yKe NMEIOLUXCS
MOPAXKEHUI KOXKHU.

0060 Bcex MOAO3PUTENbHBIX M3MEHEHUSAX KOXKH CIEAYeT He3aMeIUIMTEIbHO COO0IaTh Bpady.
[Tono3putenbHble Y4acTKH KOXKH JIOJDKHBI OBITH 0OCIeAOBaHbI crienranucToM. /i yTouHeHus
JMarHo3a MOKET MOTPeOOBaTHCS TUCTOIOTUYECKOE UCCIIEIOBAaHHE OMONTATOB KOXKH.

C nenpro MunuMu3anuu pucka pazsurus HMPK nanuenram ciegyer pekoMeH10BaTh cO0JI01aTh
MPOPUITAKTUYECKUE MEPHI, TAKME KaK OTPAaHUYCHUE BO3ACHCTBUA COTHEUHOTO cBeTa U Y D yuei,
a TaK)Ke€ UCI0JIb30BAaHUE COOTBETCTBYIOLIUX 3AIUTHBIX CPEJICTB.

Y mnanuentoB ¢ HMPK B anamHe3e pekoMeHIyeTCsl MEepecMOTPETh Ie1eco00pa3HOCTh
IPUMEHEHHUS THIPOXJIOPOTHAZNA.

Jlpyrue MeTaboJnyecKue HapVIIEeHUs

TrasuaHple OUYpPEeTUMKH, BKJIIOYAasl TUAPOXJIOPOTHA3UI, MOTYT BbI3bIBATb W3MEHEHHE
TOJIEPAHTHOCTU K TJIFOKO3€ M IIOBBILICHHWE KOHLEHTPALMU XOJIECTEPUHA, TPUIIIULIEPUAOB M
MOYEBOW KUCJIOTHI B TJIa3M€E KPOBH.

[TaniuenTam ¢ caxapHbIM JUAa0ETOM MOKET MOTPEeOOBATHCS KOPPEKIHS J03bl WHCYJIMHA WU
TUIIOTIIMKEMUYECKUX CPEJICTB ISl IPUEMA BHYTPb.

TrasugHple TUYPETUKU CHUKAKOT JKCKPELMIO MOHOB KAJIbIMUSA IMOYKAMU U MOTYT BbI3BIBATH
HE3HAYMTEIIbHOE TOBBIICHUE COAEPKaHUA KalblMsd B IUIa3M€ KpPOBH IPU OTCYTCTBUH
COMYTCTBYIOIIMX HapyIIEHUH MeTabolM3Ma Kaiblus. BeipakeHHas TunepkagbiueMus Ha poHe
IIPUMEHEHUS THA3UIHOTO AUYPETHUKA MOXKET CBHUJIETENILCTBOBATH O runepnaparupeose. llepen
uccleoBaHNEeM (DYHKIIMU MapaluTOBUIHBIX XKelle3 CIeIyeT OTMEHUTh TUA3HUIHBIE TUYPETHKH,
BKJTIOYAsI THAPOXJIOPOTHAZHUL.

AHTHIONMMHTOBLINA TECT

FI/IIlpOXJ'IOpOTI/IaSI/II[ MOXET JaBaTh MOJOXKUTEIbHBIN pe3yjibTaT HNpHh HNPOBCACHUU HOOIMUHI-
KOHTPOJIA.

PeaKHI/II/I TUIIEPYYBCTBUTCIIbHOCTH

Peakuuu runepuyyBCTBUTENBHOCTH HAa (POHE MPUMEHEHUS THAPOXIOPOTHA3HAa HanboJiee 4acTo
OTMEYAJIHMCh y MAIMEHTOB C AJJIEPIrUYECKUMH PEAKIIUAMU U OPOHXMAIBHOW aCTMOM B aHaMHe3e.

[Ipy mpuMeHeHMM BajicapTaHa y MAlMEHTOB HAOIIOAANOCh Pa3BUTHE AHTMOHEBPOTUYECKOTO
OT€Ka, B TOM 4YHCJE OTEKa TIOPTaHM U TOJIOCOBBIX CBSI30K, HPUBOMAIIETO K OOCTPYKLIMHU

JIBIXaTeIbHBIX MyTeH, U (MJIK) OTeKa JUIA, T'y0, TVIOTKH U (WIH) SI3bIKa. Y HEKOTOPBIX M3 ITHX
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NAlMEHTOB B aHAMHE3€ OTMEUYAJIOCh Pa3BUTHE aHTHOHEBPOTUYECKOT0 OTE€KA Ha (POHE MPUMEHEHHUS
JIPYTUX JIEKAPCTBEHHBIX CpPEACTB, BKmouas uHruouropel AllD. B ciydae pa3Butus
AQHTMOHEBPOTUYECKOTO OTEKa CIIEAYeT HEMEIJICHHO OTMEHHUTH mnpemnapar Banscaxop H 80 u B
JlajibHEeHIeM He BO30OHOBIIATH JIEUEHHE ITPENapaToM.

XOopHONJATbHBIN BBIINOT/ ocTpaid MHOIIHS/ OCTpasd BTOpHUYHAA 3aKPBITOYI'OJIbHAA I''TayYKOMa

CynbpoHaMUIBI M WX TPOU3BOJHBIE MOTYT BBI3BIBATH HIUOCUHKPA3ZHUYECKYIO PEAKIIHIO,
MPHUBOJANIYI0O K PA3BUTHIO XOPHOUIAIBHOTO BBIIOTA C HApPYIICHWEM TOJCH 3peHUs, OCTPOi
MUOITUU U OCTPOMY TPUCTYITy BTOPHYHOMN 3aKPHITOYTOIBHOM TlIayKOMbl. CHMITTOMBI BKJITFOYAOT
B ceOs BHE3AITHOE CHUIKCHUE OCTPOTHI 3pSHHS MM OO0JIb B IJIa3y; BO3HUKAIOT, KaK MPaBUIIO, B
TEYCHHE HECKOJILKMX YacOB WJIM HECIb TOCIC Havaja Tepariy THA3UIHBIM/THA3HIOTIOA00HBIM
muypeTukoM. [Ipu OTCYyTCTBUUM JIeUeHUST OCTpasi BTOPUYHAS 3aKPBITOYTOJIbHAS TJIAyKOMa MOKET
NPUBECTH K HEOOpaTuMoii morepe 3peHus. [Ipu mosiBiieHHH CUMITOMOB HEOOXOMMO KaK MOYXHO
ObICTpee MPEKPATUTH MPUEM THA3HTHOTO/THA3UIONOA00HOTO auypeTrka. Eciin BHyTpHUTriazHOe
JABJICHUE OCTAETCSI HEKOHTPOJIHUPYEMBIM, MOXKET IMTOTPEOOBATHCS HEOTIOKHOE MEUKAMEHTO3HOE
JICYCHUE WM XUPYPTUUYECKOE BMEMIATeIbCTBO. MDaKTOpOM pHCKa pPa3BUTHS  OCTPOU
3aKpPBITOYTOJIBHOM TJIayKOMBI SIBIISIETCS aJJICprUdecKasl peakilvs Ha IPOU3BOIHbBIC CYIb(OHAMU 1A
1 (WIK) ICHUIIWJUTMHBI B aHAMHE3€.

OcTpasg pecnuparopHasi TOKCUYHOCTD

CooOuranocs 00 0YeHb PEIKUX CIydasix pa3BUTHUS OCTPOI peciupaTOPHON TOKCUYHOCTH TSKEIO0N
CTETEHH, BKJIIOYasi OCTpbIi pecnuparopHblii auctpecc-curapom (OPJIC), mocne npumeHeHus
THJIPOXJIOpOTHa3uAa. B G0NbIIMHCTBE CilydaeB OTEK JIETKUX pPa3BUBAETCS B TEUCHHE HECKOJIbKUX
MHUHYT WIH YacoOB IIOCJI€ TpHEMa THAPOXJIOopoTHazuja. HavyampHble CHMOTOMBI BKIFOYAIOT:
OJIBIIIIKY, JIUXOPAAKY, IBIXaTEIbHYI0 HEJIOCTATOYHOCTh W apTEepPHaJbHYIO THMOTeH3HI0. [lpm
nogo3pennn Ha OPJIC HeoOxomumo oTMeHUTh npenapaT Banbcakop H 80 u HasHauuTth
COOTBETCTBYyOLIEe JeueHne. He cienyer Ha3HayaTh THAPOXIOPOTHA3H] MALIMEHTaM, Y KOTOPBIX
panee HaOmogaics OPJIC Ha QoHe mpuema TUAPOXJIOPOTHA3UAA WM JPYTOro THA3ZUIHOTO
TypeTHKa.

BcnomoraTensHbI€ BelllecTBa

Jlakxmo3svl monozcuopam

[TaimeHTamM C peAaKo BCTPEYAOMIEHCS HACIEICTBEHHOW HENEPEHOCUMOCThIO TajlaKTO3bl,
ne(UIUTOM JIaKTa3bl WK TIIOKO30-TaJaKTO3HOM ManbaOcopOIueil He cleayeT NpuHUMAaTh 3TOT
npenapar.

Hampuu

JlanHbIil mpenapat coaepkuT MeHee 1 Mmons HaTpus (23 Mr) Ha OJIHY TabJIETKy, TO €CTh, 11O CyTH,

HE COJEPKUT HATPUSI.



4.5. B3aumopgeiicTBMe € JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMd W JApyrue BH/bI
B3aMMO/1eliCTBUA

Bascapran + ruipoXJopoTHa3sua

He pexomenoyemcs

[Ipenapamol tumus

[Tpu ogHOBpeMeHHOM npuMeHeHUuN HHIuouTOpoB AIID, APA || nnn THasUAHBIX TUYPETUKOB C
IpernapaTamu JUTUS OTMEYAJIOCh OOPAaTHMOE MOBBIIIEHNE KOHLEHTPALUHU JIUTHA B IJIa3M€ KPOBU
U pPa3BUTHE HWHTOKCUKAIMM. PUCK TOKCHMYECKMX HpPOSBIECHUH, CBS3aHHBIX C IPUMEHEHUEM
[penapaToB JUTHS, MOXKET JONOJHUTEIbHO YBEIMUUBATHCA [IPU OJTHOBPEMEHHOM IIPUMEHEHUH C
npenaparoM Banscakop H 80, mocKobKy MOYEUHBIN KIMPEHC MPEMapaToOB JUTHS CHUXKACTCS O/
JEHCTBUEM THAa3UAHBIX JIUYpeTUKOB. [Ipy HEOOXOAMMOCTH OJHOBPEMEHHOTO IPHUMEHEHUs C
npenapaTtamMM JUTHS CIIEeQyeT TIIATeIbHO KOHTPOJUPOBATh KOHIEHTPALMIO JUTUS B IUIa3Me
KPOBH.

C ocmopooicnocmoio

Jlpyaue cunomeHn3usHsle npenapamol

Bo3MOXHO ycuiieHHe aHTUTHIEPTEH3UBHOTO 3¢ ¢deKkra mpu OAHOBPEMEHHOM INPUMEHEHHH C
JIPYTMMH JICKapCTBEHHBIMH CpelcTBaMu, cHiKatomumu A/l (Hampumep, unruouropsr AIID,
OeTa-aipeHOOIOKATOPHI, OJOKATOPHI  «MEJICHHBIX» KaJbIMEBBIX KAHAJIOB, TyaHETHJMH,
METHJIJIONA, BA30MIIATATOPbI, IPSMbIe HHTUOUTOPHI peHnHa, APA I1).

[Ipeccopuvie amunovl (Hanpumep, HOPINUHEDPUH U SNUHEDPUH)

Bo3MoxkHO ocnabieHue JAeHCTBHS NPECCOPHBIX AMUHOB, HE TpeOyroliee MpeKpalieHus
OJIHOBPEMEHHOT'O IIPUMEHEHUS BajicapTaHa U TMIPOXJIOpOTHA3UIA.

Hecmepououvie npomusosocnarumenvuvie _npenapamsl  (HIIBII), exaouas celeKmueHble

uH2ubumopwvl yukiooxcuzenasvl-2 (LLOI-2)

[Tpu opnoBpemenHoM mnpumeHeHnn APA Il u ruapoxnopornasuga ¢ HIIBIT Bo3MmoxkHO
ocnabiieHue JUypeTHYeCKOro M aHTUTHIIEPTEH3UBHOrO JeicTBHUs. B ycnoBusx rumoBosiieMuu
B03MOHO pa3sutue OITH; pexomeHryeTcs KOHTpOIUpOoBaTh GYHKIIUIO TOYEK B Hayaje Teparuu,
a TaKKe MPOBOAUTH aJiekBaTHOE BocnosHeHne OLIK y manuenTa.

Basicapran

IIpomusonoxazarno

Jlsounas baoxaoa PAAC

OnnoBpemenHoe npumenenue APA Il, Bkirouas BancaprtaH, ¢ mpemapaTamu, COAEPKAIUMU
ATUCKUPEH, MPOTUBOMOKA3aHO Y MAIMEHTOB C CaXapHbIM AHMA0ETOM | (HJIH) C yMEPEHHBIMH WA
TKENBIMH  HapymeHuaMn ¢ynkmun  mouek (CK® menmee 60 m/mun/1,73 M2 moromanu

MOBEPXHOCTH Tella) U He PEKOMEHYETCsl y IPYTHX Mal[ieHTOB.



OnnoBpemennoe nmpumenenne APA Il ¢ uaru6utopamu AII® nmpoTHBONOKA3aHO Y MAIIUEHTOB C
nrabeTHYecKor HepomaTuei 1 He peKOMEHIYeTCs y APYTruX MalMeHTOB.
He pexomenoyemcs

Kanuiicoepezarowue ouypemuxu  (CHUDOHOJAKIMOH, SNAEPEHOH, MPUAMMEPeH, aMUuiopuo),

npenapamsl KajluA, Kaﬂuﬁcodepofcamue 3aMEeHUMenU NUUEEoL COAU U ()pyeue JleKapcmeerHbvle

cpec)cm@a u _eeujecmed, Komopbvle Mmo2cym 6bl3bl6dmb NOBblIUIECHUE CO@@DD!CCZHZUZ Kdiud 6

Ccbl6oOpomKe Kposu (Hanpwwep, zenapuH)

[Ipy HEOOXOOUMOCTH OJHOBPEMEHHOTO IPUMEHEHMs C IpernaparaMy, BIMSIOIUMU Ha
CoJiepKaHNe KaJlnsl, PEKOMEHy€eTCsl KOHTPOJIMPOBATh COJIEPKaHUE KaJKsl B IJ1a3Me KPOBH.

C ocmopooicnocmoio

[Ipu onHoBpemenHoMm npumeHenun APA |Il, Bxitouas BaicapTaH, € JIEKApPCTBEHHBIMU
cpeAcTBaMu, OKasbiBarolluMu BiusHMe Ha PAAC, Ttakumu kak uHruOutopsl AIID wmm
QIMCKUPEH, TIOBBIIACTCS YacTOTa BO3HUKHOBEHHUS CIy4yaeB apTepUajbHON T'MIIOTEH3MH,
THIEPKAIMEMHUH, HapymeHus: GyHKuuu modyek. HeoOxomumo xoHTponupoBath AJl, ¢yHKIMIO
MOYEK, COJIEP’KaHUE JIEKTPOJIUTOB B IJIa3M€ KPOBH Y TaKUX MALMEHTOB.

EeﬂKu-nepeHocunu

HWccnenoBanus in Vitro Ha KyJIbTypax IeYeHH 0Ka3ailu, 4TO BAJICAPTaH SIBISICTCSI CyOCTPaTOM JUist
oenkos-niepenocunkoB  OATP1B1/OATP1B3 u MRP2. OnHOBpeMeHHOE NPUMEHEHHUE
BaJicapTaHa ¢ uHruouropamu Oenka-nepeHocunka OATP1B1/OATP1B3 (pudammuimH,
mukiocnopud) win MRP2  (puToHaBHp) MOXET YBEJIWYMBATH CUCTEMHYIO HKCIO3UIUIO
Banicaprana (MakcuManbHasi KOHIEHTpauus (Cmax) M IUIOLIAZb MOJ KPUBOM «KOHICHTpAIUs-
Bpems» (AUC)). HeoOxogmmo coOmogaTh OCTOPOKHOCTH B Hadaje OJIHOBPEMEHHOTO
NPUMEHEHHS C BBIIICYKa3aHHBIMU MPeTapaTaMy HiTH ITOCIIE HX OTMEHBI.

Omcymcmeue 1eKapcmeeHHo20 83aumMo0etcmeus

He BBIABIEHO KIMHUYECKM 3HAYMMBIX B3aMMOJAEHCTBHI CO CIEIYIOUIMMH JIEKapCTBEHHBIMU
CpeACTBaMHU: IIMMETHUAWH, BapdapuH, QYpOCEMHI, IUTOKCHH, aTEHOJION, WHIOMETAINH,
THJIPOXJIOPOTHAZUT, aMJIOTUTIHH U TITHOCHKIAMU/I.

['uapoxa0poTHa3ug

He pexomenoyemcs

Ipenapamur arumus

HpI/I OOIHOBPCMCHHOM IPUMCHCHUHN THUAPOXJIOPOTHA3Kga U MpPEIapaToB JIMTUA CHHUXACTCA
MMOYSUHBIN KIIMPCHC JINTHUSA, UYTO MOXKET MPHUBCCTU K IMOBBIICHUIO KOHIOCHTPAIUHN JIMTUA B IJIa3ME
KpOBH U YBCIWMYCHHIO €CTO TOKCHUYHOCTH. HpI/I HCOGXOI[I/IMOCTI/I OIHOBPCMCHHOI'O IMPUMCHCHU

TUAPOXJIOPOTHA3NUIA CIeAyeT TUIATeNbHO MOAOUpPATh 03y IMpenapaToB JHUTHS, PETYISIPHO



KOHTPOJIMPOBATh KOHIIGHTPALMIO JIUTUS B IJIa3M€ KPOBH M COOTBETCTBYIOIIMM 00pa3oM

noa0upaTtk J03y Impernapara.

Tpebyemcs ocoboe sHumanue

Ipenapameut, CnocobHble _8bl3bleaANb I’lOJZuMODCbHVIO JfCéJlVOOLIKOBViO maquap()uro muna

«nupysmp

Crnenyer ¢ 0co00i OCTOPOKHOCTBIO MPUMEHSTHh T'HIPOXJIOPOTUA3UA OJHOBPEMEHHO C TaKMMHU

npenapaTamu, Kak:

aHTHApUTMUYECKHUE JIEKapCTBEHHbIE npenapathl | A kimacca (XMHUAMH, TUIPOXUHU]IMH,
nusornupamu, npokanHamua) u | C kinacca (dhraekanHuy),

aHTHapUTMUYeckue JekapcTBeHHble mnpenapatel |l kmacca (moderwnun, wuOyTHIHA,
OpeTuius TO3UJaT), COTANOIN, APOHENAPOH, aMHUOJAPOH;

npyrue (HeaHTHapUTMHYECKHE) JIEKApCTBEHHBIE CPE/ICTBA, TAKUE KaK:

HelponenTuku: (EeHOTHA3UHBI  (XJIOPIPOMA3uH, I[MaMEMas3HH, JIEBOMENPOMAa3HH,
TUOpUIa3uH, Tpudayonepasut, Gpaydenasu), 6eHzaMuabl (aMUCYIBIPUT, CYIbTONPHU]L,
CYJNBIUPHJ, THANPHUA), OYTUPODEHOHBI (JAPOMEPHUION, TAIOMEPUION), MUMO3M]I,
CepTUHJION;

AHTHUJICTIPECCAHTHI: TPULUKINYECKUE AaHTHUJICIPECCAHThI, CEJIEKTHUBHBIE WHTHOUTOPBI
00paTHOro 3axBaTa CEpPOTOHMHA (LIUTATIONPaM, ICITUTATIONPaM);

aHTUOaKTepUaIbHbIE CPEACTBA: (PTOPXUHOJIOHBI (J€BOGIIOKCAIIMH, MOKCH(DIOKCAIIMH,
criapdiokcanut, TUIpodIOKCcalH), MaKpOJHAbl (SPUTPOMUIIMH TPU B/B BBEICHUH,
AQ3UTPOMUIIMH, KIAPUTPOMUIIUH, POKCUTPOMHUIIMH, CTUPAMUILIKH ), KO-TPUMOKCA301;
MPOTUBOTPUOKOBBIE CPENCTBA: a30Jbl (BOPUKOHA30J, MTPAKOHA30J], KETOKOHA30I,
baykoHa30m);

NPOTUBOMANIAPUIIHBIE  CpEACTBA (XUHHMH, XJIOPOXHWH, MEQIOXHH, TajJo(aHTpuH,
JTyMehaHTPHH);

MPOTUBOMPOTO30MHBIE CPE/ICTBA (MIEHTAMUINH MPU MapEeHTEPATHLHOM BBEICHUN);
aHTHAHTUHAIBHBIC CPEACTBA (PaHOIa31H, OCTIPHUIN);

MIPOTUBOOITYXOJICBBIE CPEJCTBA (BaHJAETAaHUO, MBINIbSIKA TPHUOKCH, OKCAJIHIUIATHH,
TaKpOJIUMYC);

MIPOTUBOPBOTHBIE CPEICTBA (IOMIIEPUIOH, OHJAHCETPOH);

CpeZCTBa, BIUSIONINE HA MOTOPHKY KETYJOYHO-KUIIEYHOTO TpaKTa (I[H3arpuiI);
AHTUTUCTaMUHHBIE CPENICTBA (aCTEeMHU30JI, TepPEHATNH, MU30JIACTHH);

npoyrie  JIGKApCTBEHHBIE  CpelcTBAa  (aHArpenwja,  Ba3ompeccwH,  audeMaHuia
MeTWICyNbdar, KeTaHcepuH, NpoOykoid, mpomnodon, ceBodaypaH, TEpIUNPECCHH,

TEPOJAMIINH, ITUII0CTA30I1).
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B cBs3u ¢ yBenmueHHeM pHUCKa Pa3sBUTHA KEITYIAOYKOBBIX apUTMHH, 0COOEHHO MOIMMOP(HON
KEIyTOYKOBOW TaxWKapAWM THUIA «IHPYSIT» ((HakTop pHUCKAa — THIOKATUEMHS) CIEayeT
OTIpeNeNATh COACP)KaHUE KaJIHsl B TNIa3Me KPOBH U, IPH HEOOXOAMMOCTH, KOPPEKTHPOBATH €T0 10
Hayaja KOMOMHUPOBAHHOM Tepanuy I'MJIpOXJIOPOTHA3UIOM C YKAa3aHHBIMU BBILIE IpernapaTaMi.
Heo6xo01uM KOHTPOJIb KIMHUYECKOTO COCTOSIHUS MALMEHTa, COAEP KaHUS SJIEKTPOJIUTOB MIa3Mbl
KpoBH 1 nnokazareneit OKI'. Y manueHToB ¢ runokaireMueii Heo0X0IMMO IPUMEHSATH MTPETapaThl,
HE BBI3BIBAIOIIUE MTOJIMMOPGHYIO KETYJOUKOBYIO TAXUKAPIUIO THIIA KITUPYIT».

Jlexapcmeennvie cpedcmea, cnocoouvle yeenuvueanio I’lpOOOJlJfCMWl@JZbHOCWlb unmepsanra QT

OnHOBpEMEHHOE NPUMEHEHHE THAPOXJOpOTHAa3uAa ¢ JICKapCTBEHHBIMH —IIpenapaTami,
CIIOCOOHBIMHU YBEJIMUYMBATh IPOJOJDKUTENbHOCTh MHTEepBana QT, MOMKHO OCHOBBIBAaTHCS Ha
TIIATEJIbHOM OLEHKE JUIsl KaXJ0ro IMalueHTa COOTHOLIEHUS OKUJAaeMOM IOJIb3bl U
HNOTEHIMAJIBHOIO PUCKA (BO3MOXHO yBEJIMUEHUE PUCKA PA3BUTUS MOJIUMOPPHON KeTy JOUKOBOM
TaXUKaApAUU TUIA «IUPY3T»). [Ipy nmpuMeHeHNHM Takux KOMOWMHAIMKA HEOOXOIUMO PEryssipHO
koHTponupoBath DKI' (ans BbsiBIeHUs yanuHeHust uHTepBana QT), a Takke KOHTPOJIMPOBATH
COJIEpKAHUE KaJlUs B IUIa3Me KPOBHU.

[Ipenapamul, cnocobHble 6vi3bleamb 2unoxkaiuemuro: amdomepuyun B (npu 6/6 eeedenuu),

S2AIOKO- U MMH@DCI]ZOKODWZUKOCI’I’Zepoudbl (I’ZDM CUCmemMHom nDMMeHeHMM), mempako3a7<mud,

SAUUUPPUSUHOBASL KUCAOMA _ (KApPOEHOKCOJIOH, Npenapamvl, cooepacauue KopeHvb COJ00KU),

caabumenbrble cpedcmea, cmumyaupyroumiue MomopuKy KuledYHuKa

VYBenuueHne pHUCKa PAa3BUTUSA THUIOKAIMEMUM TIpU  OJAHOBPEMEHHOM IPUMEHEHHH C
THJIPOXJIOPOTHA3UAOM (aATUTHBHBIN 3 dexT). HeoOxoaum peryspHblii KOHTPOJIb COJIEpKaHUS
Kaqus B IUJJa3M€ KpOBHM, NpuU HeoOxoaumMocth — ero Koppekuus. Ha ¢oue tepanuun
TUAPOXJIOPOTHUA3UIOM PEKOMEHYETCSsl IPUMEHSTH Cl1a0UTEeNbHbIE CPENICTBA, HE CTUMYJIUPYIOIINE
MOTOPHKY KHMILIEYHHKA.

Cepoeunble 2nuKko3uobl

['mnokanwemMuss W TUIMOMarHueMHUs, OOYCJIOBJICHHBIC JIEHCTBUEM THA3UAHBIX JHYPETHKOB,
YCUJIMBAIOT TOKCHYHOCTh CEpPJICYHBIX TJIWUKO3UIOB. [Ipu OJHOBpEMEHHOM MPUMEHEHUU
TUAPOXJIOPOTUA3UIA U CEPICUHBIX TTTMKO3UI0B CIIEIYET PETYJISIPHO KOHTPOJIUPOBATH COAEPKAHNE
Kaus B Tu1a3Me KpoBH, nmokazarenu JKI u, mpu HeoOX0IUMOCTH, KOPPEKTUPOBATH TEPAIIUIO.
Tpebyemcs enumanue

Jlpyaue cunomeHn3usHsle npenapamol

[ToreHnpoBaHre aHTUTHIIEPTEH3UBHOTO JAEHCTBHSI THAPOXJIOPOTHAZHUA (AIIUTUBHBIN YPQEKT).
MoeT TOsSBUTHCS HEOOXOJUMOCTh B KOPPEKIHH J103bl OJHOBPEMEHHO Ha3HAUYEHHBIX

THUIIOTCH3WBHBLIX IIPEIIapaToB.
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PexomeHayeTcst HmpekpaTUTh IpUEM THIPOXJOpOTHa3uAa 3a 2-3 IHA [0 Hauyana Tepanuu
uHruoutopamu All® g npenoTBpallleHuss pa3BUTHUS CHUMIITOMATHYECKOH apTepUalbHON
TUIOTEH3UU. ECIH 3TO HEBO3MOXKHO, TO CIIEAYET CHU3UTh HaYaJIbHYIO 103y HHTHOUTOpOB AlID.

Dmanon, bapbumypamol, AHMUNCUXOMUYECKUE CPEOCmEa (HeuporenmuKly), aHmuoenpeccanmol,

AHKCUOJUMUKU, HAPpKOMU4YeCKUue anaibeenmuKku u CD@OC}’I’Z6G ons 061/14612 aHnecmesuu

Bo3MOXHO ycuieHHEe aHTUTUIIEPTCH3UBHOTO JEHCTBHS THAPOXIOPOTHAZHIA U TTOTCHIIMPOBAHNE
OpPTOCTATUYECCKON TUIIOTEH3UH (aIAUTHBHBINA YPPEKT).

Heoenoaapuszupyviowiue muopenaxkcanmol (Hanpumep, myOoKypapuH)

BosmoxHo ycunenue 3ddexra Heaenoaspu3upyoIX MUOPETaKCaHTOB.

Aopernomumemuru (npeccopuvle amunbl)

['unpoxiiopoTHasuy, MOXKET CHIKaTh S(P(EKT aapeHOMHMETHKOB, TAaKUX Kak JMHHEPpPUH
(anmpenanuH) 1 HOpANMHEDPUH (HOPAAPECHAIINH).

HIIBII, exnrouas LIOI-2 u evlicokue 003bl auemuicaiuyuilogon Kuciomol (> 3 2/cymku)

HIIBII MoryT CHMXaTh IHYPETHYECKOE U AHTUTHUIIEPTEH3UBHOE JAEHCTBUS IMAPOXJIOPOTUA3UAA.
[Ipu ogHOBpeMEHHOM NpUMEHEHHM cyliecTByeT puck passutus OIIH BciencTBue cHukeHUs
CK®. I'mapoxnopoTnasul MOKET yCHIINBATh TOKCUYECKOE IEHCTBUE BBICOKHMX J103 CAJINLUIATOB
Ha [ICHTPAJIbHYIO HEPBHYIO CUCTEMY.

Tunozcnuxemuuecxkue CDQOCMGCI ons npuema 6Hympo u UHCYJIUH

TuazuaHble AUYPETUKH BIMSIOT Ha TOJEPAHTHOCTh K TJIIOKO3€ (BO3MOXKHO pPa3BUTHE
TUNEPIIMKEeMUH) M CHUXAIOT 3((EKTUBHOCTh THUIOTIMKEMHYECKHX CpPEACTB  (MOXET
noTpeOOBATHCS KOPPEKLHUS J03bI TUITOTTTMKEMUUYECKUX CPEACTB).

Crnenyet ¢ 0CTOPOKHOCTBIO OJJHOBPEMEHHO MPUMEHSTh THIPOXJIOPOTHA3U U METPOPMUH B CBSI3U
C PHUCKOM pa3BUTHS JaKToauujo3a Ha (OHE HapylleHus (QYHKIMHM T0YEK, BBI3BAHHOTO
TUAPOXJIOPOTHAZUIOM.

bema-aopernobaoxamopui, Ouazoxkcuo

OpnHoBpeMeHHOE MPUMEHEHHE THa3HUHBIX JAUYPETUKOB (BKJIIOYas THMAPOXJIOpPOTHA3ua) ¢ Oera-
aZipeHo0JI0KaTOpaMH UJIH TMA30KCHIOM MOXKET YBEJIMYMBATh PUCK Pa3BUTHUS THIIEPIITUKEMUU.

Jlexapcmeennvie _npenapamvl, npuMeHsiowuecs 0N JedeHus  nooazpul  (npobeneuyuo,

CYIbDUHRUPA3ZOH, QILIONYPUHOTL)

MoxeT noTpeGoBaThCsi KOPPEKIHS 103bl YPUKO3YPUUECKUX JIEKAPCTBEHHBIX CPEJCTB, TaK KaK
TUAPOXJIOPOTHA3U] YBEIMYMBAECT KOHLEHTPALMIO MOYEBOM KHCIOTBI B CBIBOPOTKE KpPOBH.
TuaszunHble INYPETUKU MOTYT YBEIIMUYUBATH YACTOTY Pa3BUTHUS PEAKLIUN TUIIEPUYBCTBUTEIILHOCTH
K aJUIOIYPUHOILY.

Amanmaoun

12



TuasuaHsle AMypeTUKH (BKIJIIOYas THAPOXJIOPOTHA3U[]) MOTYT CHIIKATh KJIMPEHC aMaHTaJlMHa,
NPUBOAUTH K MOBBIIICHUIO KOHIIEHTPALMA aMaHTaJWHA B IJIa3ME€ KPOBU U yBEIMYHMBATH PUCK
Pa3BUTHS HEXKEJIATEIbHBIX PEAKIIHi.

Anmuxoaunepsuyeckue npenapamol (X0AuHo0I0Kamopsl)

AHTUXOJMHEPrUYecKue Ipenaparsl (HampuMmep, AaTpoNuH, OWMEpUIIeH) YBEIUYUBAIOT
OMOIOCTYMHOCTh THA3UIHBIX IUYPETHUKOB 3a CYET CHUKEHUS MOTOPHUKH KEITYI0YHO-KUIIIEYHOTO
TpPaKTa U CKOPOCTH OMOPOKHEHUS KETY KA.

Humomoxcuueckue (I’ll?OWlM@OOI’lVXOJZB@ble) npenapanibl

TuasunHble TUYPETUKHA YMEHBIIAIOT MOYEUYHYH0 3KCKPEIUI0 TUTOTOKCUYECKHUX JIEKAPCTBEHHBIX
cpenctB  (Hampumep, 1ukiIodochamMuma M METOTpPEKcaTa) MW IMOTSHIMPYIOT — HX
MUEJIOCYIIPECCUBHOE JCHCTBUE.

Memunodona

Onucanpl  ciy4ad  TIeMOJUTHUYECKOW  aHEMHUHW TPU  OJHOBPEMEHHOM  MNPUMEHEHUU
THJIPOXJIOPOTHA3UAA U METHIIIOTIBI.

Ilpomusosnunenmuueckue npenapamol (Kap6amasenun, 0KCKCZD6CZ3€I’ZMH, monupaMam)

Puck Pa3BUTHA CUMIITOMaTHYECKOH TUIIOHATPUCMUU. HpI/I OIHOBPCMCHHOM IIPHUMCHCHUHU
TUApPOXJIOpOoTHA3nIa U Kap6aMasenHHa H606XOI[I/IMO Ha6J'II-O,Z[eHI/Ie 3a COCTOAHHUEM IIalIMCHTA H
KOHTPOJIb COJACpKaHHA HaTpHAd B CBIBOPOTKE KPOBH. HpI/I OOJHOBPECMCHHOM TPHUMCHCHHU
TUAPOXJIOpOTHA3KJa U TONIMpaMaTa TaKXKE CJICAYCT KOHTPOJIMPOBATH KOHICHTPALIWIO TOIIMPpaMara
B CBIBOPOTKC KpOBH, IIpH HeO6XOI[I/IMOCTI/I CICAYCT HA3HAYUTHL MpCraparbl KaJlusd WIIH
KOPPCKTHUPOBATH 403y TOIIMpaMara.

CenexmusHble HH2M6um0Dbl 06pamH020 3axeama CEpoOmMoOHURA

IIpn OTHOBPEMEHHOM NPUMEHEHHMM C THA3WIHBIMHU JIUYPETUKAMH BO3MOYKHO IOTEHLIHPOBAHUE
runoHarpueMuu. HeoO0xoauM KOHTPOIIb coiepKaHus HaTpus B TJIa3Me KPOBH.

Luxnocnopun

IIpn OTHOBpEMEHHOM NPUMEHEHWUN THA3HUJHBIX JTUYPETHUKOB M IUKIOCIHOPHUHA YBEIUYMBACTCS
PHUCK Pa3BUTHS TUIIEPYPUKEMUHU U 0OOCTPEHHUS MTOIarphl.

Ilepopanvhbie anmuKoazyisIHNbL

TuasuHble IUYPETHKH MOTYT YMEHBIIATh 3P EKT MepopaibHbIX aHTUKOAryJISTHTOB.

HO@COOQDD:‘C(IWLM KOHmMpdAacmHbvle eeujecmed

OO6e3BokMBaHME OpraHu3Ma Ha (GOHE MpHeMa THUA3HIHBIX JUYPETHKOB YBEIMUHMBAET PHUCK
pasButust OIIH, ocoGeHHO HpH NPUMEHEHUH BBICOKMX J103 HOJCOMAEPKALIMX KOHTPACTHBIX
BemecTB. Ilepen mnpuMeHeHHMeM HOJCOAEp)KALIMX KOHTPACTHBIX BEIIECTB HEOOXOIMMO
KOMIIEHCUPOBATh ITOTEPIO KUAKOCTH.

Ipenapamul xanvyus
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HpI/I OAHOBPEMCHHOM IIPUMCHCHHWH BO3MOKHO ITOBBIICHUEC COACPKaHW A KAJIbLUs B IIJIa3ME€ KPOBH
1 PA3BUTHUC THNIICPKAIIBIUEMUU BCIICACTBUC CHUIKCHHN A BBIBCACHUS HOHOB KaJIbIIUA ITOYKAMMU. Ecimm
H€O6XOI[I/IMO OAHOBPEMCHHOC HA3HAYCHUC KaHLLII/If/’ICOI[ep)KaH_[I/IX JICKApPCTBCHHLIX CPCACTB, TO
CIICAYCT KOHTPOJIHUPOBATH COACPKAHHUE KaJlbIHA B IIJIa3ME€ KPOBH H KOPPEKTHPOBATH 03y
IpenaparoB KaJlbLKsl.

AHuoumnvie 0OMeHHbLE CMObL (KO]Z@CWZMDCIMMH u KOJI@CI’I’ZLH’ZOJZ)

AHMOHHBIE 0OMEHHBIE CMOJIBI YMEHBIIAIOT a0COPOIHIO THAPOXIOpoTHa3uaa. OTHOKpATHBIC O3B
KOJIECTUpaMHHa U KOJIECTUIIONA YMEHBIIAIOT BCACHIBAHUE TUAPOXIOPOTHA3UAA B KEIYyAOYHO-
KHILIEYHOM TpakTe Ha 85 % u 43 % COOTBETCTBEHHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

Bancapman

[Tpumenenue APA Il B | Tpumectpe OepemenHoctu He pexkomenayetcs. [Ipumenenue APA I
npotuBoniokazano Bo |l-lll pumecTpax OepeMeHHOCTH, MOCKOIBKY NpuMeHeHune Bo |I-
Il TpumecTpax OEpeMEHHOCTH MOXKET BBI3BIBATh (EeTOTOKCHYECKHEe JPQEKTh (CHIKEHHE
GYHKIIUM TTOYEK, MAJIOBOIME, 3aMeIJICHHEe OKOCTCHEHHsI KOCTEH uepera 110/1a) 1 HeOHaTalbHbIE
Tokcudyeckne A(hdexkTsl  (MOYeYHYH0  HEJOCTaTOYHOCTb, aAPTEPUANBHYIO  THIIOTEH3UIO,
runepkanueMuto). Mmerorcs cooOmeHnss O CcaMOMpPOU3BOJBHBIX abopTax, MaJlOBOAMH U
HapylIeHUH (QYHKIMH TOYEK Yy HOBOPOKICHHBIX, MaTepu KOTOPBIX BO BpeMs OE€peMEHHOCTH
HEYMBIIUIEHHO MOJIy4ajIi BaJICApPTaH.

Ecnu npenapar Bce-taku npumensuicss Bo [I-III Tpumectpax G6epeMeHHOCTH, TO HEOOXOIUMO
IIPOBECTH YJIBTPA3BYKOBOE UCCIIEIOBAHHE [TOUEK U KOCTEH uepena Iioa.

[Tpu numanupoBaHUM OEPEMEHHOCTH PEKOMEHAYETCS MAalMEHTKY MEPEBECTH Ha aJbTEPHATUBHYIO
TUIOTEH3UBHYIO TEPANMIO C Y4ETOM MPOopuIIst 6€30MacHOCTH.

HoBopoxxaennsle, MaTepu KoTopbix noiydanu APA Il Bo Bpems GepeMeHHOCTH, HYXIaloTCs B
MEAMIIMHCKOM HaOJIO/IEHUH, TaK KaK CYIECTBYET PUCK pPa3BUTHsI apTepUaIbHON THIIOTEH3UH.
T'uopoxnopomuaszuo

OnbIT mpUMEHEHMs THAPOXJIOPOTHA3UIA BO BpeMsl OepeMeHHOCTH, ocobeHHo B | Tpumectpe,
orpaHuueH. ['mapoxyiopoTuasuj NPOHUKAET depe3 IulaleHTy. [Ipm NmpUMEHEHHMH THa3HIHBIX
muypetukoB Bo lI-Ill TpumecTtpe OepemMeHHOCTH BO3MOXKHO pa3BUTHE TPOMOOIMTONECHUH,
HapyLIEHUs BOJHO-AJIEKTPOIUTHOrO OanaHca, )KeATYXH Y IUI0a UM HOBOPOXKIEHHOTO.

[Tpu moarBepxxkaeHnu OepeMeHHocTH mpenapar Banbcakop H 80 HeoOxonumMo OTMEHHTH Kak

MO’KHO paHbLIE.

JlakTamus
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Her naHHBIX O BBIIEICHHMM BaJCapTaHa B IPyAHOE MOJIOKO. ['MIpOXJIIOpOTHA3n] BBIAEIAETCS C
IPYAHBIM MOJIOKOM Yy JKEHIIHH.

[Tpu HEoOXxomuMoOCTH TpUMeHeHHs rpenapara Banscakop H 80 B nmepuon nakranun He00X0UMO
IIPEKPATUTH TPYIHOE BCKapMJIMBAHUE.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMH

B cBs131 ¢ BO3MOKHOCTBIO BO3SHUKHOBEHHSI TOJIOBOKPY>KEHUS WK cl1ab0CTH Ha OHE MTPUMEHEHHS
npenapata Banbscakop H 80 HeoOxoaumo coOmarofare OCTOPOXKHOCTh IPU  YIIPABIECHUU
TPAHCHOPTHBIMM CpPEACTBAMM M paboTe C MEXaHM3MaMHu, TpPeOYIOUIMMU IOBBILIEHHON
KOHUEHTPALlUU BHUMAaHUS U ObICTPOTHI ICHXOMOTOPHBIX PEAKLIUM.

4.8. HexenaresibHbIC peaKUMu

TabanuHoe pe3IoMe HeXKeJaTeIbHBIX PeaKIIUi

Yacrora BCTPEYaeMOCTH OINpeleeHa CleaylmmM o0pa3oM: odeHb dacto (> 1/10), wacro
(> 1/100, Ho < 1/10), Heuacro (> 1/1 000, Ho < 1/100), peaxo (> 1/10 000, xo < 1/1 000), oueHb
penko (<1/10000), uacrora HeusBecTHa (MCXOAS U3 HWMCIOIIUXCS JaHHBIX, YaCTOTY
BO3HUKHOBEHHSI OIPEIEITUTH HEBO3MOYXKHO).

HexenaresbHble peakiuy CrPYIIMPOBAHBI B COOTBETCTBHH C TIOPSIKOM Ha OCHOBAHHH CHCTEMHO-

OpraHHbBIX KJIACCOB.

CHcTeMHO-OpraHHBbIN HexenarenbHas Baacapran + Baacapran I'mppoxmnopo-
KJ1ace peakums THAPOXJIOPO- THA3U]
THA3UA
Hapymenus co | CHmwxeHme - Yacrora -
CTOPOHBI KPOBH M | FeMOTJI00MHA HEU3BECTHA
JuMpaTuyeckoit CHuxeHHne reMaTOKpHUTa
CHCTEeMBI TpomOGonuToneHus
TpombonuToneHus, - - Penxo

WHOTJa ¢ MypIypon

ArpaHyJIOIUTO3 - - OueHb penko
YruereHue
KOCTHOMO3IOBOT'O
KpPOBETBOPEHUS
I'emonurnueckas
aHeMus

JlelikonneHus

AmractTudeckast aHeMUs - - Yactorta

HCU3BCCTHA
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Hapymenust co | Peakuuu - Yacrota Ouens peako
CTOPOHbI MMMYHHOI | THIIEPYyBCTBUTEIb- HEU3BECTHA
CUCTEMBI HOCTH
Anneprudeckue - Yacrora -
peaxuuy, BKJIIOYast HEU3BECTHA
CBIBOPOTOYHYIO 0OJIE3HB
Hapymenns Herunparanus Heuacto - -
MeTa00JIM3Ma u | IloBriienue - Yacrora -
NUTAHUSA COJIep)KaHusl Kalaus B HEU3BECTHA
CBIBOPOTKE KPOBH
I'mnonarpuemus - Yacrora Yacro
HEU3BECTHA
I'mmokanuemust - - OdeHp  49acTo
[ToBbIIICHHE (ocobenno Ha
KOHILIEHTPALMH JUIIHUAOB (oHE BBICOKHX
B IUIa3M€ KPOBH 103
THIPOXJIOPO-
THA3W1a)
I'unomaruuemus - - Yacto
I'unepypukemus
I'unepkanbimeMust - - Penxo
I'unepriovkemus
I'mroko3ypust u
YXyAUIEHHE TEYECHUS
caxapHoro auabera
I'mmoxnopemuuecknit - - OdeHb penko
aJIKaIo3
Icnxnyeckune Hapymenune caa - - Penxo
HapyLIeHUs Henpeccus
Hapymenus co | ['onmoBHas 601b Yacto - Penko
CTOPOHBI HepBHOH | [TapecTe3us Heuacrto - Penxo
CHCTEMBI T'onoBokpy:keHue OueHb penko - Penxo
O6MOpoK Yactota - -
HEU3BECTHA
Hapymenns co | Heuerxocth Heuacro - -
CTOPOHBI opraHa | 3pUTEIbHOTO
3peHus BOCIIPHUATHUSA
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Hapymienne 3peHus | - - Penxo

(ocobeHHO B TIEpBEIC

HECKOJIBKO Hezenb

JICUCHMS )

OcTpoIid MPHUCTYT | - - Yacrora

3aKpBITOYTOJIbHON HEU3BECTHA

[J1ayKOMBI

XopuoHuaJIbHbIA BBINOT
Hapymenns co | Iym B ymax Heuacto - -
CTOPOHBI oprana | Bepruro - Heuacro -
cJyxa u JJadMpuHTA
Hapymenus co | Apur™Mun - - Penko
CTOPOHBI cepaua
Hapymenus co | Breipaxxennoe cHmxenue | Heuacto - -
CTOPOHBI COCYA0B Al

OpTtocraruueckas - - Yacto

TUTIOTCH3HS (MoXxeT

YCHJIUBATHCS npu

OJTHOBPEMEHHOM

MIPUMEHEHUH  JTaHOINAa,

CEeaTUBHBIX WIH

00e300JTMBAFOIIIX

CpEeICTB)

Backynut - Yacrora -

HEU3BECTHA

[lepudepuueckue orexkn | Hewacto - -
Hapymenus co | Kamenp Heuacto - -
CTOPOHBI Hexapnuorennsiit otek | Yacrora - -
AbIXaTeJIbHOM JIETKUX HEU3BECTHA
CHCTEMbI,  OPraHoB | PecrpaTopHbIit - - Ouensb penko

TPYAHOH KJIETKH H

cpenocTeHust

JIACTPECC-CUHIPOM,
BKJIFOYAsi OTEK JETKUX U

ITHCBMOHUT

OcTperit
pecnupaToOpHbINA

JICTpECC-CHHIPOM

Ouens peako
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(OPIIC) (cm.
44.)

paznen

KenynouHo-
KHMIIeYHbIe

HapyLUeHUsI

TomrHOTA

Heuacto

Boir B xxuBOTE

Heuacto

Huapes

Ouensb peako

Penxo

CHIDKEHHE alIeTuTa
yMepeHHO BBIPa’KCHHBIC

TOIIHOTA U pBOTa

Yacro

Hduckom¢opT B )KUBOTE

3anop

Penxo

[Tankpearur

Ouensb peako

Hapymenus co
CTOPOHbI TEYeHH U
JKeJTYeBbIBOASALINX

nmyrei

[ToBbIICHHE
aKTMBHOCTHU
«TI€YEHOYHBIX)
(depmeHTOB B IIA3ME

KpOBH

YactoTa

HCU3BCCTHA

BryTtpunedeHouHsIi

XO0JIECTa3 UJIN XKEIITyXa

Penxo

Hapymenus co
CTOPOHBI KOXH H

MOJAKOKHbBIX TKaHel

AHTHOHEBPOTHYECKHIA
OTeK

Kosknast cblnb
Koxxnbl1it 3yn

Bynnesnslit nepmarur

Yacrtora

HCHU3BCCTHA

KpanuBuuna u npyrue

(hOpMBI KOXXKHOH ChINN

Yacto

dorocencndbumn3anus

Penxo

Hexkporuzupyromuii
BACKYJIUT "
TOKCHYECKHI
3IUJIEpMAJIbHBIN
HEKpPOJIU3
Bomuanouynomnono0HbIe
peakuuu

KOYKHBIX

Ob6ocTpenne

nposisiieanii CKB

Ouens peako

Mynsrudopmuas

apurema

YacrtoTta

HCHU3BCCTHA
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Hapymenust co | Muanrus Heuacrto - -
CTOPOHBI MbIIIEYHOM, | MBIIIEYHBIH CIIa3M - - Yacrota
CKeJIeTHOM 7 HEWU3BECTHA
COETMHUTEIbHOM Aptpanrus Ouenb penko | - -
TKaHH
Hapymenus co | Hapymenne  ¢ynkumu | Yacrora - Yacrora
CTOPOHBI TOYeK M | IOYEK HEU3BECTHA HEU3BECTHA
MOYeBbIBOASIINAX [Toueunas - Yacrora -
nyTem HEA0CTaTOYHOCTh HEU3BECTHA
OITH - - Yacrora
HEU3BECTHA
Hapymenus co | mnoreHuus - - Yacto
CTOPOHBI
penpoayKTHUBHOM
CUCTEMBI u
MOJIOYHBIX #KeJe3
OO0wmue HapymieHus v | [loBbilieHHas Heuvacto - -
peakuuu B  MecTe | yTOMJISIEMOCTb
BBeJIeHUs l'uneprepmus - - Yacrora
AcTenus HEU3BECTHA
JlabopaTopHbIe u | IloBblienue Yacrora - -
HHCTPYMEHTAJIbHBIE | KOHIICHTpAIlMM MOYEBOW | HEM3BECTHA
AaHHbIE KHCIIOTBI B CBIBOPOTKE
KpOBH
[ToBbIIEHHE
KOHLEHTPaLUU
omnmupyOrHa B

CBIBOPOTKE KPOBU
IloBEIICHNE
KOHIIEHTpALUU
KpeaTuHUHA B
CBIBOPOTKE KPOBU
['unmonarpuemus
TI'unmoxanmmemus
Heittponenus
IToBbilieHNE

KOHIICHTPAINH
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0CTaTO4YHOI0 a3oTa

MOYE€BHUHBI B CBIBOPOTKE

KpOBH

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKL[I/If/'I

Bancapman

Crnenyrolue HexenareabHble peakiiMKi Ha0II01aliCh IPU U3YUYCHUH KIIMHUYECKOT0 TPUMEHEHUS
BAJICAPTAaHA y NAMEHTOB C apTE€PUAIbHON THIEPTEH3UEN HE3aBUCUMO OT UX ITPUUYMHHOU CBS3U C
NpUMEHEHHEM BaJiCapTaHa: apTpPaNIrHs, acTeHHs, O0Jb B CIHHE, aUapesi, TOJIOBOKpY>KEHHE,
rojioBHast 00Jib, 0ECCOHHMIIA, CHIDKEHUE JIMOUAO, TOIIHOTA, OTEKH, (PApUHTUT, PUHUT, CUHYCHT,
MH(DEKINY BEPXHUX JIBIXaTEIbHBIX MTyTeH, BUPYCHbIE HH(EKITHH.

Bancapman + c2uopoxnopomuaszuo

[Tpu U3Yy4YEHUU KJIIMHUYECKOTO IIPUMEHEHUS (uKCHPOBAHHOMN KOMOMHALUU
BajicapTaH + rUApOXJIOPOTHA3U ] Yy MAalMEHTOB C apTEepHUaIbHOM TUIEPTEeH3HEeH HaOII0AANUCh
CIEeyIOIIME HEKelaTeIbHble peakluuu Oe3 OYEeBHIHON CBA3M C IMPHUEMOM Iipemapara: 00jib B
JKUBOTE, 00JIb B BEpXHEW YaCTH KUBOTA, TPEBOTA, ApTPUT, aCTEHUS, 00JIb B CIIMHE, OPOHXUT (B TOM
YHCIIe OCTPBI), O0JIb B TPy, MMOCTypATbHOE TOJOBOKPY)KEHHUE, TUCIICTICHS, OJBIIIKA, CYyXOCTh
CIIM3UCTONW OOOJOYKH TOJIOCTH PTa, HOCOBOE KPOBOTECUCHHE, OSPEKTHIbHAS JUCHYHKIIHS,
racTPO’HTEPUT, TOJIOBHAsE 00JIb, MOBBIMIEHHOE MOTOOT/EIEHUE, THUIIECTE3Us, TPUIIIONOA00H0E
COCTOsIHUE, OECCOHHUIIA, PACTSHKEHHE CBSI30K, MBIIIEYHBIM Cla3M, MBIIIEYHBIH THIEPTOHYC,
3aJI0)KEHHOCTh HOCa, Ha30(apUHTUT, TOLIHOTA, 00Jb B 1Iee, nepudepudeckre OTeKH, CpeIHUun
oTUT, 00JIb B KOHEUHOCTSIX, yUallleHHOe cepaledueHue, 00ip B FOPTaHU U IJIOTKE, MUPEKCHUs,
NOJUIAKUYpUSl, TUIIEPTEPMUs], CUHYCHUT, COHJIMBOCTh, MH(MEKIIMH BEPXHUX JIbIXaTEIbHBIX MyTEH,
UHQEKIMY MOUYEBBIBOAAIIMX MyTEH, BEPTUTO, BUPYCHBIE MH(PEKIMH, HAPYILIIEHUE 3PEHUSI.

Coo011eHne 0 mMoI03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxxHo cooOmath 0 TNOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUusAX I0ClIe pPETUCTpaluu
JIEKapCTBEHHOTO TIperapara ¢ 1elblo 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJb3a — PHUCK» JIEKAPCTBEHHOTO mMpernapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYEeTCs
coo01aTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENaTeNIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
Yyepe3 HAIMOHAIBHBIE CHCTEMBI COOOMICHUST O HEXKENATENbHBIX PEaKIUAX TOCYJapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccuiickas ®edepayus

109012, r. MockBa, CraBsiHcKast Tl 1. 4, cTp. 1

®denepanbHas cmyx0a Mo Haa30py B chepe 31paBooXpaHEHUS

Ten.: +7 (800) 550 99 03

Anpec s1. moutsl: pharm@roszdravnadzor.gov.ru
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Be0-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Benapyco

220037, r. Munck, ToBapuieckuii riep., 1. 2a

PecnyOnukanckoe yHutapHoe mnpeanpuarue «LleHTp 9SkcnmepTu3 W UCHBITAaHUN B
3/IPaBOOXPAHEHUI)

Tenedon oraena dpapmakonanzopa: +375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec 311, mouthl: repl@rceth.by, rceth@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiton baitkonsip, yi. A. Umanosa, 1. 13, BLI «Hypcayner 2»

PI'TI na ITXB «HanuuoHaJbHBINA LEHTP SKCHOEPTU3bI JIEKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
uznenuit» Komutera MemUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoJisi MUHHUCTepCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec . moutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnyonuxa Apmenus

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

«Hay4HbIii LIEHTp AKCHEPTU3Bl JIEKAPCTB W METUIIMHCKUX TEXHOJIOTUA HMMEHHM aKaJeMHKa
3. 'abpuensHa»

Ten.: +374 60 83 00 73

Anpec 3. moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

Keipevizckasn Pecnybnuka

720044, Yyiickas obnacts, . bumkexk, yiu. 3-1 Jluawus, x. 25

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB M MEAUITMHCKUX W3ICITHIMA

Ten.: +996 (312) 21 92 86

Anpec 31. moutsrl: dlsmi@pharm.kg

Be06-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

CuMOTOMBI

OCHOBHBIM O0XXHJIaEMBIM TPOSBICHHUEM TEPEIO3UPOBKH BAJCAPTAHA SIBISICTCS BBIPAKCHHOE
cHmkeHune AJl, KoTopoe MOXKeT IPUBECTH K HAPYIIEHUIO CO3HAHMSI, KoJancy u (uin) moky. [pu

NEPCAOZUPOBKE THAPOXJIOPOTHA3KAA BO3MOXHO PA3BUTUC CICAYIOHNIMX CHUMIITOMOB: TOIIHOTA,
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COHNIMBOCTh, cHMkeHue OILIK, HapymeHus puTmMa cepana M cHa3M MBI, BbI3BAHHBIC
HapyIIEHHEM BOJIHO-3JIEKTPOJIMTHOTO OaaHca.

Jleuenue

CumnromMaTHuecKkoe M 3aBUCUT OT BPEMEHH, MPOIIEAIIEro ¢ MOMEHTa MprueMa mpernapara, 1 OT
CTENEHH TSKECTU CUMITOMOB. B cilydae paHHel THarHOCTUKU MEPeO3UPOBKH PEKOMEHI0BAHO
BbI3BaTh PBOTY W (WJIKM) TPOMBITH >KenyAok. Cremayer CTaOMIN3UpOBaTh IOKa3aTeNn
reMoauHamMuKu. llpu BbIpakeHHOM CHIDKeHHMH AJl HEOOXOJMMO TepeBeCTH MalUMeHTa B
TOPU30HTANIBHOE TMOJIOKEHHE C MPUIIOAHITHIMU BBepX Horamu u BocnonHuTs OLIK (B/B BBecTH
0,9 % pactBOop HaTpus XJOpPHAA) MOJA KOHTPOJIEM IIOKa3aTejeil reMOAMHAMHUKH U JIuypesa.
BancapTaH HE BBIBOAUTCA C IIOMOIIBIO TI'€MOJHa/IM3a, TaK KaK 3HauYuTCIIbHasd €ro 4acThb
CBA3BIBAETCI C O€JKaMH IJIa3MbI KpOBH. FI/IZIpOXJIOpOTI/Ia?;I/III BBIBOOAUTCA C IIOMOIIBIO

reMmoauainsia.

5. ®APMAKOJIOT'MYECKHE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
dapmakoTepaneBTHUECKass TpyMNa: CpeAcTBa, JACHCTBYIOLIME HAa PEHUH-aHIMOTEH3MHOBYIO
CHCTEMY; aHTarOHHCThI PELENTOPOB aHruoTeH3uHa ||, KoMOMHALMK; aHTarOHUCTHI PELENTOPOB
aHruoteHsuHa |l u nuyperuku.
Kox ATX: CO9DAO03
[Tpenapat Banbcakop H 80 — koMOMHMpOBaHHBIM MMIIOTEH3UBHBIHN Npenapar, B COCTaB KOTOPOTro
BXxoZiAT APA |l u THa3uAHBIN qUypETHK.

Mexanusm aelictBus U dhapMakoauHaMudeckre dhGheKThI

Bancapman

Bancapran ssnserca cenektuBHbIM APA Il nns npuema BHYTph HEOENKOBOM MPUPOJBI.
N36upatensHo Onokupyer ATi-penenTopsl, OTBETCTBEHHBIE 3a Ba3ONPECCOpPHOE JeicTBUE
anrnotensuHa ll. CnenctBuem Gokansl ATi-penenTopoB sSBISETCS MOBBILIEHUE KOHLEHTPALNN
aHrnoteHsuHa |l B maa3me KpoBH, KOTOpOE MOXKET CTUMYJIHpPOBaTh He3abmokupoBaHHble AT2-
pEeLenTOopHl, YTO YPABHOBEIINBAET Ba30NpeccOpHbIe 3 (EeKThI, CBsI3aHHbIE ¢ BO30YyxaeHneM AT1-
penienTopoB. Bancapran He UMeeT arOHUCTUYECKON aKTUBHOCTH B OTHOLIEHNH AT1-penentopos.
Ero cponctBo k ATi-penenropam npumepHo B 20000 pa3 Beiie, yeM Kk ATz-perientopam.
Bancapran ne mnrubupyer AIID, u3BecTHbIN Takke Kak KuHUHAa3a ||, koTopelil mpeBpainaer
anruoteH3uH | B anrnorensux |l u pazpymaer OpaaukuHuH. B cBS3M ¢ OTCYTCTBUEM BIUSHUS HA
AIlID, ve noteHuupytoTcs 3¢ ¢pexTsl OpaauknHuHa U cyOcTtaniuu P. YacTora pa3BuTHs CyXOro
KallIsl HUXKE Yy ManueHToB, nonydaBmux APA |, B cpaBHeHHHU ¢ nmanueHTaMy, MOITy4aBLIIMMHU

uaruouTopel AII®. Bancapran He BCTymaeT BO B3aUMOJICHCTBHE U HE OJIOKHPYET PElenTOpPbI
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JIpYruX TOPMOHOB WJIM HOHHBIE KaHajbl, Y4acTBYIOUIME B PEryssiuu (yHKUUN cepaeyHo-
COCYAMCTOM CUCTEMBI.

[Ipu neyeHuM apTepuaIbHOM THMNEPTEH3UM BajicapTaH cHWKaeT AJl, He BiIMAS HAa 4YacTOTy
cepaeunbix cokpanienuit (HCC).

[Tocne mpuema BHYTpb pa3oBOM 103bl BaJcapTaHa aHTUTUIIEPTEH3UBHBINA 3(PPeKT pazBuBaeTcs B
TEeYeHHWEe 2 4acoB, a MakcHUMajbHOe cHuxkeHue AJl nocruraercs uyepe3 4—6 4acos.
AHTHTUNIEpTEH3UBHBINH 3((deKkT BaicapraHa COXpaHAETCS B Te4yeHHE 24 4acoB TIOCIE €ro
npuMeHeHud. [Ipy NOCTOSHHOM NpPHUMEHEHWH BajcapTaHa MaKCUMalbHOEe CHUkeHue AJ[ BHe
3aBHCUMOCTH OT JI03bl JOCTUTAaeTcs yepe3 2—4 Helenu M MOAJNEPKUBAETCS Ha JOCTUTHYTOM
YpOBHE B XO/i€ JUINTEIbHON TEPaIUU.

OnHOBpeMEHHOE MPUMEHEHHE C THAPOXJIOPOTHUA3HJIOM IO3BOJIAET JIOCTUYb 3HAUYUMOIO
JIOTIOJIHUTENBHOTO CHUXKEeHUs A/l

Bne3zanHas oTMeHa BajicapTaHa HE COINpPOBOXKJIAETCS PE3KUM MoBblieHMEM AJl unu apyrumu
HE)KeJIaTeJIbHBIMU KIIMHUYECKUMU TOCIIEICTBUSMU.

T'uopoxnopomuaszuo

Toukoil TNPUTIOKEHUSI NEUCTBUS THA3UIHBIX JUYPETUKOB SBISIOTCS JUCTAJIbHBIE HW3BUTHIC
MOYeYHbIe KaHanblbl. [Ipy BO3AEHCTBUM THA3MIHBIX JUYPETUKOB HA BBICOKOUYBCTBHUTEIIbHBIE
peuenTopsl JUCTAJIbHBIX KAHAJIbLIEB KOPKOBOTO CJOA MOYEK MPOUCXOIUT IO/ABIIEHUE
peabcop6umu nonos Harpus (Na*) u xmopa (CIY). [Togasnenue ko-TpancnopTHoi cucteMbl Na™ u
Cl", no-BuauMOMy, TPOUCXOAUT 32 CUET KOHKYPEHIMH 3a y4acTkH cBs3biBaHus Cl° B maHHOIM
CHCTEME, YTO TPUBOJIHUT K yBeJIHUeHHIO dKcKkpermu nonoB Na* u Cl” mpumepHo B 0JMHAKOBOI
CTETIEHH.

B pesynbrare muyperuueckoro nerictBus HaOmomaercs ymenblnenne OLIK, BcrmencTBue uero
MOBBIIIAECTCS AKTUBHOCTh PEHMHA, CEKpELHs allbJOCTEPOHA, BBIBEJCHHUE IOYKAaMHM KaJdsd M,
CJIEIOBATENIbHO, IPOUCXOJUT CHUKEHHUE CONEP)KAHUS Kallus B CHIBOPOTKE KPOBH. CBS3b MEXIY
PEHUHOM M aJbJOCTEPOHOM OMOCPEyeTCs aHTMOTEH3UHOM |l, To3aTOMY CHUXKEHHE coep KaHus
KaJusi B CHIBOPOTKE KpOBU TpPHU OJHOBPEMEHHOM MPUMEHEHHH TUIPOXJIOPOTHA3UAA C
BaJICApTaHOM MEHEE BBIPAXKEHO, UEM IIPU MOHOTEPANUU MM IPOXJIOPOTHAZUIOM.

5.2. apmakoknHeTHYECKHE CBOHCTBA

Basicapran

Abcopoyus

[Tocne npuema Bancaptana BHYTpb Cmax JocTuraercs B TeueHue 2—4 yaco. CpeaHsist abcomoTHas
o6uonoctynHocTh coctaBiseT 23 %. Ilpu npueme Bancaprana ¢ numeid nokazatenu AUC 1 Cmax
ymenbmarores Ha 40 % u 50 % coorBercTBeHHO. Tem He MeHee, yepe3 8 "4acoB Iocie npuema

BaJicapTaHa, IPHUHATOTO HATOIIAK HJIU C HI/IH_[CI\/'I, €T0 INIa3MCHHBIC KOHICHTpaluKn ObLIN
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OJIMHAKOBHI B 00enx rpynmnax. YMenbiienne AUC He conmpoBOXIaeTCss KIMHUYECKH 3HAYMMbBIM
CHIDKEHHEM TepamneBTH4YecKoro 3¢ddexra BancapraHa, MOSTOMY BajJCapTaH MOXHO NMPUHUMATh
HE3aBHCHUMO OT BPEMEHH MpUeMa ITHIITH.

Pacnpeoenenue

O06nem pacripenenenus (Vd) BajacapTana B Iepruo] PAaBHOBECHOT'O COCTOSIHUS TIOCIIC B/B BBEICHUS
COCTABJISLIT OKOJIO 17 J1, UTO yKa3bIBaeT Ha OTCYTCTBHE BHIPAXKEHHOTO pacIpe/ieNiCHHsI BaJcapTaHa
B TKaHAX. BajcapraH akTHBHO CBs3bIBacTCS ¢ Oenkamu Iuia3Mbl KpoBu  (94-97 %),
NPEUMYIIECTBEHHO C aJIbOYMHHOM.

buompancgopmayus

Bancapran He mojaBepraercs CyIIeCTBEHHOH OwmoTpanchopmammu, TOIbKo okono 20 % 03I,
MPUHSIITON BHYTPb, BRIBOJUTCS B BUJE METAOOIHUTOB. | MIAPOKCHIILHBIA META0OIUT OTPEICIIICTCS
B IJIa3Me KpOBU B HU3KUX KoHIeHTpauusax (menee 10 % or AUC Bancaprana). IT0T MeTaboIUT
He 00naaeT papMaKoJIOrHUECKOM aKTUBHOCTBIO.

Onumunayus

Bancapran BeiBoauTCS nBYX(dazHo: o-(pasza ¢ nepuonom noiysbiBeneHus (T72q) menee 1 gaca u
B-daza ¢ TV — okomo 9 wacoB. Bancapran BEIBOJUTCS B OCHOBHOM B HEM3MEHEHHOM BHJIC Yepe3
kumeyHuK (okono 83 %) u moukamu (okoio 13 %). Ilocie B/B BBeneHUs TUIa3MEHHBIA KIMPEHC
BajicapTaHa COCTaBJISIET OKOJIO 2 Ji/4ac, moueuHbli kiupenc — 0,62 n/gac (oxoimo 30 % oT ob1rero
knupenca). TY BancapraHa cocTaBisieT 6 4acoB.

dapMaKkOKMHETHKA BajcapTaHa B AMAMa30HE TePANEeBTUUYECKUX 103 HOCUT JTUHEHHBINA XapakTep.
[Tpr MOBTOPHOM MPUMEHEHUH BaJICApTaHa W3MEHECHUU (hapMaKOKWHETHYSCKUX TOKa3aTeliel He
orMevanock. [lpm mpueme BancapraHa OAWH pa3 B CYTKHM KyMyJSIIHS HE3HauYUTEIbHA.
[T1a3MeHHBIe KOHIIEHTPAIIUU BaJICApTaHa OJMHAKOBBI Y MY>KUMH U JKEHIIHH.

'napoxnaopoTrHasug

Abcopoyus

[Tpn npueme BHYTpPh THAPOXJIOPOTHA3HUI BCachiBaeTcs OBICTPO. Cmax JOCTHTaeTCs depe3 2 yaca
noclie mpueMa BHyTpb. B TepaneBTHueckoM auama3one 103 cpeausis Bennunna AUC Bo3pacraer
OpsIMO  TIPOMOPIIMOHANFHO YBEIWYEHUIO J03bl. OTHOBpEMEHHBIM TpPHEM C THINEH MOXKET
MIPUBECTH K YBEIIMUCHUIO WM YMEHBIICHUIO CHCTEMHOH JIOCTYITHOCTH IO CPABHEHHIO C TIPHEMOM
HATOINIAK, JAHHBIC W3MCHCHHS HE HWMEIOT KJIMHWYECKOTO 3HadeHWs. Ilpw mpueMe BHYTpb
abcomroTHas OMOIOCTYITHOCTh TUAPOXIopoTHazuaa coctaniset 70 %.

Pacnpeoenenue

Bumnmerii Vg cocraBisier 4-8 ji/kr. CBsA3bIBaHUE ¢ OSITKaMU T1a3MbI KPOBH (ITPEUMYIIIECTBEHHO C
anpO0ymuHamMm) coctaBisieT okosio 40—70 %. ['mapoxiiopoTrasua HaKarIMBaeTCsl B AQPUTPOITUTAX

B KOHIICHTPALUH, IIPUMEPHO B TPU Pa3a MPEBBILIAIOIICH NIa3MEHHYIO.
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buompancpopmayus u snumunayus

['uapoXI0pOTHA3H STUMHHUPYETCS MPAKTHYECKH B HEU3MEHEHHOM Buje. T2 KoHeUHOH (a3bl
cocraBiisieT 6-15 yacos. IIpu mOBTOpHOM NpUMEHEHHUH (apMaKOKHHETHKA THIPOXIOPOTHA3UAA
He u3Mensercs. [Ipu npueme oquH pas B CyTKU HAKOIUIEHHE THIPOXIOPOTHA3N/1Aa HE3HAYUTENBHO.
bonee 95 % abcopOupoBaBieics 4035l BBIBOJUTCS B HEU3MEHEHHOM BU/IE IIOYKAMHU.

Bascapran + ruipoXJopoTHa3ua

[lpy  OIHOBpEMEHHOM  MNPHUMEHEHHMM C  BAJICApPTAaHOM  CHCTeMHas  OMOJOCTYIHOCTbH
rupoxjoporuasuaa ymenbmaercsa Ha 30 %, a GMOJOCTYNHOCTh BajcapTaHa CYLIECTBEHHO He
U3MEHSeTCS.

OTMeueHHOEe B3aUMOJIEHICTBUE HE OKa3blBa€T BIUSHUE HA 3()()EKTUBHOCTH KOMOMHHPOBAHHOIO
IPUMEHEHUs BaJicapTaHa U TUAPOXJOpOoTHAa3HAa. B KOHTpOIMpyeMBIX  KIMHHUYECKHX
UCCIIEIOBAaHUSIX OBl BBISIBIIEH OTUYCTJIUBBIA aHTUTUIIEPTEH3UBHBINA 3(h(PekT 1aHHON KOMOMHAIUMY,
KOTOPBIH npeBbian 3p@eKT Kakaoro U3 KOMIIOHEHTOB Ipenapara B OTASIbHOCTH WU 3(dexT
1aneoo.

q)aDMaKOKI/IHeTI/IKa A 0CO0BIX T'pYIII ITAITMCHTOB

Tayuenmui nodxcunozo 6o3pacma (cmapwe 65 nem)

AUC BancapTana y HEKOTOPBIX MaLMEHTOB MOXUJIOrO BO3pacTa 0OJIbIlIe, YeM Y J0OpPOBOJIBLIEB
MOJIOJIOTO Bo3pacTa. JlaHHbIe N3MEHEHUsT KITMHUYIECKOTO 3HAUYSHHSI HE HMEIOT.
[IpenmonoxurenbHO, y TAIMEHTOB MOXKWIJIOTO BO3pacTa € HOPMaibHBIM ypoBHeM AJl u
apTepuanbHOI THIepTeH3uell CUCTEMHBIN KIIMPEHC THAPOXJIOPOTHA3N A HIKE, YEM Y 3/10POBBIX
MOJIOJIBIX JOOPOBOJIBIIEB.

llayuenmul ¢ napywenuem ynKyuu novex

VY nanuentoB ¢ HapymerueM ¢yHkimn nodek ¢ KK 30-70 mu/MuH KOppeKIiu 10361 Iperapara
Banbcakop H 80 He TpeOyercs. Her maHHBIX 1O NpUMEHEHHMIO Mperapara y MAlUeHTOB C
HapymeHneM ¢yHkuuu mnouek Tskenoi cremenu (KK menee 30 mu/MUH) My NalMEHTOB,
HaXOJSIINXCS HAa TeMoinaim3e. BancapTan He BEIBOJUTCS ¢ TIOMOIIBIO TEMOIAAIN34a, B OTININE
OT THIPOXJIOPOTHAZHIA.

[Tpu Hanuuuu noyevHoi HenocTaToUHOCTH Cmax 1 AUC TuapoXaopoTHasuia yBeInuuBaroTCs, a
CKOpPOCTh BBIBEJICHHS CHIDKAETCS. Y MAalMEHTOB C HapylleHHeM (DYHKIMM MOYEK JIETKOW WM
CpeIHEe! CTETIeHH THKECTH | %2 THAPOXIIOPOTHAZHIA YITTMHSIETCS IIPAKTHYECKH B JIBa pasa.
llayuenmul ¢ napywenuem ynkyuu nevenu

VY manueHToB ¢ HapylIeHHeM (YHKIIHH MeYeHH Jierkoi (5—6 6amtoB mo mkane Yainna-I1sto0) ninm
cpeaneit (7-9 6amnoB no mkane Yainna-Ilsto) crenenn Tsoxkectn AUC Basicaprana B /Ba pasa
Oosblle, 4eM y 310pOBBIX 100pOBOJIbLIEB. HEeT JaHHBIX 110 NPUMEHEHHUIO BaJIcCapTaHa y MallueHTOB

¢ HapymeHueM (DyHKITUU TIEYeHH TsDKeJlol cteneHu (6onee 9 6amumoB no mkane Yaitna-I1s10).
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3a0osieBaHrs TME€YEHH HE OKa3bIBAIOT CYIIECTBEHHOTO BIHAHUA Ha (HapMaKOKUHETHKY
TUAPOXJIOPOTHA3HIA, TIOITOMY KOPPEKIMH €ro J03bl y MAIlMEHTOB C HapylieHHueM (yHKIUU
ne4YeHu He TpedyeTcs.

VY mamueHToB ¢ OOCTPYKIHMEH »KeTueBBIBOIANIMX IMyTel mperapat Banscakop H 80 ciemyer

MMPUMCHATDb C OCTOPOKHOCTBIO.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Lemnrono3a MUKPOKPUCTAIIINYECKAS
Kpockapmenno3a Harpust
[ToBumon-K25
JlakT03B1 MOHOTHIPAT
Marnus cteapar
Kpemuus 1MOKCUI KOJIIIOWAHBIN

0O0004YKa IIIEHOYHAS

I'unpomernnosa 2910

Turtana auokcun (E171)

Maxporomn-4000

Kpacutens xene3a okcup kpacHblil (E172)

Kpacutens xenesa okcup xentoiil (E172)

6.2. HecoBMecTHMOCTD

Henpumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

5 ner.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHUTh Ipu Temneparype He Boiie 25 °C, B OpUrMHAIIBHON YIIAKOBKE.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

I[To 14 unu 15 Tabnerok B 6auctepe u3 komOuHMpoBanHoro Matepuana [IBX/IID/TIB/IX u ¢ponsru
AJTIOMUHHUEBOM.

ITo 2 Gnucrepa no 14 TabneTok umu 1o 2, 4 unu 6 6Gnuctepos 1o 15 TabieTok MOMEIaT B auKy
KapTOHHYIO BMECTE C JTMCTKOM-BKJIA IBIIIIEM.

He Bce pa3meps! yriakoBOK MOTYT OBITh JIOCTYIHBI JUIS peaTH3aliH.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TNPH YHUYTOKEHHM HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 mpenapara WJIH  OTXOA0B, MOJYYEHHbIX IOCJie TPUMEHEHUs

JIEKapCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMHU ¢ penapaTomM
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Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

7. JEPKATEJb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUA
CroBeHus
AO «KPKA, n.1., HoBo mectoy, llImapsenika mnecta 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
@axc: +386 7 332 15 37
Anpec a1, moutsl: info@krka.biz
7.1. llpeancraBuTeib AepKaTesisi perucTPAIMOHHOT0 YA0CTOBEPEeHUA

[Iperen3un norpedbuTeNe HAOPABIATE 110 aIPECY:

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0611., r. Mctpa, yin. Mockosckas, 1. 50

Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec 2. moutsl: Krka-rus@krka.biz

Pecnybnuxa benapyco

[IpencraButensctBO AkumonepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnybnuka Crnosenust) B Pecriyonuke benapyce

220114, r. MuHnck, yn. ®unumoHoBa, 1. 2507, oduc 315

Temn.: 8 740 740 92 30

®axc: 8 740 740 92 30

Anpec s1. moutsr: info.by@krka.biz

Pecnybnuxa Kazaxcman

TOO «KPKA Kazaxcrtan»

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

Anpec 211. moutsl: info.kz@krka.biz

Pecnybnruxa Apmenus

[IpencraButennscTBO «Kpka, a.1., HoBo Mmecto» B Pecniybnuke Apmenus
0001, r. EpeBan, yn. Han6anasu, 1. 106/1 («CASAT-HOBA» BUSHEC-IIEHTP), oduc 103
Ten.: +374 11 56 00 11

Anpec 311. moutsl: info.am@krka.biz

Keipevizckas Pecnybauka

IIpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mmecto» B Keipreizcrane
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720040, Yyiickas o6macts, T. bumikek, OynbBap DpKuHIMK, 1. 71, 070K A
Ten.: +996 (312) 66 22 50
Anpec s1. noutsl: info.kg@krka.biz

8. HOMEP PETUCTPALIIMOHHOTI'O YIOCTOBEPEHUS
JITI-Ne(001082)-(PT-RU)

9. JTATA NEPBUYHOM PETUCTPAIIAU (IIOJATBEPKJIEHUS PETUCTPAILIUH,
INEPEPETUCTPAIIN)

Hata nepBoii peructpanuu: 2 aprycrta 2022 r.

10. JATA IEPECMOTPA TEKCTA
11 nexabps 2024 r.

OOmias  xapakTepHCTHKa JIeKapCTBEHHOro mpemapara Banbcakop H 80 gocrymna Ha
UHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHe» https://eec.eaeunion.org.
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