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OBILAS XAPAKTEPHCTHKA JIEKAPCTBEHHOTO IIPENAPATA (% 40). G0

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O ITPEITAPATA
BAJIBCAKOP® H 80 Ta6eTku, MOKPHITHIE IUIEHOYHO# 060m04ko#, 80 Mr/12,5 Mr
2. KAYUECTBEHHBII 1 KOJIUYECTBEHHBII COCTAB

1 Tabnerka, TOKPHITAs IJIEHOUYHOH OOOIOYKOH, COAEPXKHUT 80 mr BamcapraHa u 12,5 wmr
THAPOXJIOPOTHA3HA.

BcnoMoraTenbHBIE BELIECTBA ¢ M3BECTHEIM JIEWCTBUEM::
- nakTo3bl MoHOTHApaT (17,125 Mr), 4TO COOTBETCTBYET 16,27 MT JTaKTO3BL.

BcrioMoratesbHBIE BEIECTBA [IEPETHCIIEHE! B pasaene 6.1.
3. JEKAPCTBEHHAS ®OPMA

Ta61eTKH, MOKPHIThIE TNIEHOYHOH 060I0YKOM.
OBaJIbHbIE, TBOSKOBBITYKJIbIE TA0IETKH, TOKPBITHIE INICHOYHOM 000JI109KO0# pO30BOro LBETA.

4. KIMHUYECKAS YACTb
4.1 Iloka3aHusl K NPUMEHEHHIO

JleueHue SCCEHIMANLHON apTepUabHON THIIEPTEH3UH Y B3POCIIBIX.
Batscakop® H 80 mokasan iuis JedeHHs apTepHAbHOM TMIEPTEH3AH y MAMCHTOB, NABJCHHC
KPOBH KOTOPBIX HE KOHTPOJIHPYETCS MOHOTEPAIHEH BajlCapTaHOM Wi THAPOXTIOPOTHASHAOM.

4.2 Pe:xuM 103MPOBAHUS U ¢110C00 NMPUMeHEeHHS

Peoicum 003upo8aHus

PexoMenoBaHHas n03a Banscakopa® H 80 cocrasiser oaHa tabjeTKa, MOKpPhITas IUIEHOYHOU
000JI0YKOH, B IEHb.

PexoMeH/IyeTcss TUTPOBaHHE 03Bl OTJACTBHBIX KOMIIOHCHTOB. B KaXXZIoM KOHKPETHOM CjIy4ae
HeoOGXOIMMO KOHTPOJIMPOBATh TATPOBAHUE C MOBBINICHUEM JI03bI HHIUBUY AJTGHBIX KOMITOHEHTOB
C LeTBIO COKPAIIEHUS] PHCKA Pa3BUTHSI THIIOTCH3MH M HHBIX HEXEIIATCIbHBIX peaKuui.

IIpu HaMMuUKUK KIMHHYIECKUX OCHOBAHUN MOXKHO PacCMaTpuBaTh IPSMOH TIEPEX0J] ¢ MOHOTEpanuu
Ha KOMOHHHPOBAHHBIN JIEKapCTBEHHBIH Ipernapar C (GUKCHPOBAHHON N030M y MAlUEHTOB, 4Ybe
apTepHalbHOE [aBJIEHHE HENOCTATOYHO KOHTPOIMUPYETCH MOHOTEpanueii BajIcapTaHOM HIIN
THAPOXJIOPOTHA3HIOM, NIPU YCIOBHM KOHTpPOJA 3a PEKOMEHIOBAaHHOH IOCIIEI0BATEIbHOCTBIO
TUTPOBAHMS 103 HHAUBUIYATBbHBIX KOMIIOHEHTOB.

Knuuuaeckuii otBeT Ha Bambcakop® H 80 1oipKeH OLEHHBATBCS MOCIIE Hayala TEparuH. Ecin
apTepualbHOE [aBICHHE HE KOHTPOIHMpYETCA, TO 1033 MOXET OBITH YBEIMYEHA IIyTEM
yBEIUYEHHsT J03 OTAENBHBIX ~ KOMIIOHEHTOB  JIO MaKCUMAaJdbHOM 03Bl  KOMOHHALMK
BasicapTaHa/rupoxnoporuasuaa 320 Mr/25 Mr.

V GoIbIIMHCTBA TAMEHTOB MAKCHMAbHEIH 3 deKT HabmonaeTcs yepes 4 HEeleu. OnHako U1t
HEKOTOPBIX MALMEHTOB MOXET MOTPeOOBaTHCS 4-8 menens. HeoOxomauMo 3TO YUHTHIBATE IIPH

TUTPOBAHHAU J03. FOVO o

Cnocob npumeHeHnus
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Banscakop® H 80 MOXHO IPHHHMATh HE3aBHCHMO OT IpHeMa WM, 3alMBas I0CTATOYHBIM
KOJIMYECTBOM BOJEI,

Ocobvie epynnvl nayuenmos

Ilouyeynas neoocmamoyrnocms

He Tpebyercss u3MeHeHHs NO3bl JIEKAPCTBEHHOTO Ipenapara IalHeHTaM ¢ HEe3HAYHTENbHBIM K
YMEPEHHBIM HapylleHHeM (YHKIHMH I04YeK (CKOpOCTh KiTyGoukoBol ¢uabrpamuu (CK®) > 30
miI/MEH). BenencTsue Hanmuuus Cpend KOMIOHEHTOB Bainbcakopa® H 80 rumpoxmoporuasusa,
3TOT JIEKAPCTBEHHBIH IIpernapaT MPOTHBOINOKA3aH INPH TSHKEJIOH ITOYEYHOM HEIOCTAaTOYHOCTH
(CK® < 30 mn/mMuH) 1 aHypuH (cM. pasgens! 4.3, 4.4 u 5.2).

Hapywenue ¢pynkyuu nevenu

VY NanueHTOB ¢ HE3HAYUTEIbHBIM H YMEPEHHBIM HapylleHHeM (GYHKIHU IeYeHH Oe3 XoyiecTasa
N03a BajicapTaHa He N0/kHA npeBbiuate 80 Mr (cM. pasaen 4.4). He TpeGyeTcss KOppeKIMH 03]
THAPOXJIOPOTHA3HAA Yy MALUEHTOB C II€YEHOYHOHW HEJOCTATOYHOCTHIO JIETKOM W yMEpEeHHOMH
CTENEHBIO TSDKECTH. BerelcTBue HanuyMs KOMIIOHEHTa Bancaprana Bamscakop® H 80
IPOTUBOIOKA3aH ITallMEHTaM, CTPAJAIOIIUM TSDKEJIOM TME€YEHOYHOW HEJOCTATOYHOCTBIO C
OuIHapHBIM LUPPO30OM U X0JiecTa3oM (cM. paszzensl 4.3, 4.4 u 5.2).

Iooicunvie nayuenmuot
He TpeGyeTcs KOPpEKTHPOBKA A03BI ISl MOXKUJIBIX MTAI[HEHTOB.

ITeouampuueckue nayuernmeol
Basnscakop® H 80 He pekoMeHIyeTcs IPHHAMATE A€TsM Miafme 18 et (B CBS3H C OTCYTCTBHEM
JIAHHBIX 0 6e30macHOCTH ¥ 3D (HEKTHBHOCTH).

4.3 IIpoTHBONIOKA3aHUHA

e ['UnepuyBCTBUTEIILHOCTh K  AaKTHUBHOMY  BEIIECTBY, JIFOOBIM  CylIb(hOHAMHOAM  HIIH

BCIIOMOTaTeNIbHBIM KOMIIOHEHTAM IpernapaTta, [IepeyrcIeHHbIM B pasene 6.1,

BTopoi#i u TpeTuii TpuMeCTprl 6epeMEHHOCTH (CM. pasaensr 4.4 u 4.6). x

Tspkenast nedeHOYHass HEOCTaTOYHOCTh, OUIHAPHEINA ITUPPO3 U XOJIECTa3,

Tspxenast moueunas HegoctatouHocTh (CK® < 30 mir/MuH), aHypus.

PedpaxTtepras runoxkanueMus, THIOHATPUEMHMsS, THIEPKATBLUEMHS WIH CHMITOMATHYECKas

THIIEPY PUKEMHSL.

e OnnoBpeMeHHoOe mpumeHenre Banbcakopa® H 80 u anmcKupeHCOmEpKAIINX JeKaPCTBEHHBIX
npenapaToB INPOTHUBOIOKA3aHO MAIMEHTaM C CaxapHbBIM AuabeTOM WM  [OYEUHOH
HegocTaTogHoCThI0 (CK® < 60 Mi/mun/1,73M2) (cM, paspens: 4.5 u 5.1).

4.4 Oco0ble yKa3aHUSI H MepbI IPEA0CTOPOKHOCTH MPH NPHUMEHEHHH

H3MeHeHHs YPOBHEH CHIBOPOTOYHBIX IEKTPOJIUTOB

Bancapman

He pexoMeHayeTcss OJHOBPEMEHHOE IIPHMMEHEHHE KAIMHCOAEPXKAIUX IHINEBBIX [J00aBOK,
KauiicOeperarmimux AUy peTUKOB, KaTHHCOAEepKAUX 3aMEHUTEICH COJMM HJIM WHBIX BEIIECTB,
CIIOCOOHBIX TOBBICHTH YPOBEHb =~ Kanmus (Hampumep, TremapuH, # T.A.). Heobxoaum
COOTBETCTBYIOIIUH MOHUTOPUHT YPOBHS KaJHs.

T'uopoxnopomua3suo S
MeroTcss COOOLIEHHST O pPAa3BUTHH THIOKAIMEMHH B IPOLECCE JIEUEHHS TUASHAHBIMH
IWypeTUKaMH, BKIIOUask THAPOXJIOPOTHA3H. PEKOMEHTyeTCs YacThlii MOHUTOPHHT YPOBHS KaJTHs
B CEIBOPOTKE.
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Jleyenue THA3HAHBIMA JUYypETHKAMM, BKIIOYAs THAPOXJIOPOTHA3HI, MOYXET BBI3BIBATH
TUIIOHATPUEMHUIO H THIIOXJIOPEMUYECKHUIM aJIKaios,

Tuasunpl, BKIIFOYask THAPOXJIOPOTHASHL, TIOBEIMAIOT YPHHAPHYIO 3KCKPELMEO MArHHUSI, YTO MOYKET
MPUBECTH K THIIOMArHHEMHH.

Tuasunnble  QHYPETHKH  CHIDKAIOT — OKCKPELMIO KalbLHs. OTO MOMET IPUBECTH K
TUTIEPKAJIBIIHEMHUH.

KaxqoMy mamueHTty, NPUHUMAIOIEMY [IHYPETHKH, 4Yepe3 COOTBETCTBYIOIIHE IMPOMEXKYTKH
BPEMEHH HEOOXOMMMO OCYINECTB/IATh MEPHOJMYECKHH KOHTPOJIb YPOBHS OIEKTPOIMUTOB B
CBIBOPOTKE.

[TanuenTs! ¢ AeUIIUTOM HATPUSL WU KUIKOCTH
[TaupeHTsl, MPUHUMAIONIME THA3UAHBIE AUYPETUKM, BKIIFOYAsS THAPOXJIOPOTHA3M, IOJDKHEI
00CIIe0BaTHCS HA HAJIMYKME IPU3HAKOB HApyIIeHHUs GalaHCca SJIEKTPOIUTOB U KUIKOCTH.

Y MauueHTOoB, CTPAJIAIOIINX BHIPAKEHHBIM JeQUIMTOM HATPUS /YN XUAKOCTH, IPHHUMAIOLIAX
OosbIuKe 10351 AUYPETHUKOB, B PEAKUX CITydyasX B Hadaye Tepanuu Banscakopom® H 80 mosxer
pasBUTbCs CHMITOMarH4eckas runoreHsus. [lepen mauwamom neuenus Bambcakopom® H 80
He0OXOIMMO BOCCTAHOBUTH COJIEPIKAHUE DIEKTPOIUTOB U KUAKOCTH B OPraHHU3Me.

[TanueHTsl, CTpajarolye TsHKEION 3acTOMHOW CepAeYHOM HEAOCTATOYHOCTBIO, WM WHBIMHU
3a00JI€BaHUAMH, CONPOBOXKIAIOIIUMHUCS CTUMYJISANIHEH pEHMH-aHTHOTEH3UH-ATbI0CTEPOHOBOM
CHUCTEMBI

B ToMm cnyuyae, eciii y nanueHTOB (QYHKIHs IOYEK INIaBHBIM 00pa3soM 3aBHUCHT OT AEATEIbHOCTH
PEHHH-aHIMOTEH3UH-AJIbA0OCTEPOHOBON CUCTEMBI (HAIpUMEp, MALUEHTHI, CTPAJAIOIIHe TAKEIOH
CEpIEYHON  HENOCTATOYHOCTBIO), JIEUEHHE HHIHOMTOPaMM aHTHOTEH3HH-IIPEBPAINAOIIETO
(bepMeHTa MOXET CONPOBOXKIATHCS PA3BUTHEM OJIMTYPHHU /MU IPOTPECCUPYIOIIEN a30TEMHH, H,
B PEIKUX Cly4asX, OCTPOH MOYEYHOH - HEJOCTATOYHOCTBIO. besomacHoe mpumeHeHue
Bamscakopa® H 80 y manMeHTOB, CTpafalomUX TDKEIOM  3acTOMHOM CepIAEYHOM
HEJI0CTaTOYHOCTBIO, HE yCTAaHOBJIECHO. [103TOMY HENB3s MCKIIOUHTH TOT (haKT, YTO BCIIEACTBHE
MHTHOMPOBAHUS JEATENbHOCTH DPEHHUH-aHTHOTEH3HH-aIBJOCTEPOHOBOM CHCTEMBI MpPHMEHEHHE
Banscakopa® H 80 MOXET BBI3BIBATH HApYLIEHHE QyHKIHHU IToYeK. TaKuM MalUeHTaM He cnenyer
npumenaTs Banscakop® H 80.

CTeHO03 MoYeYHOH apTepuu

[TanpeHTaM ¢ JBYCTOPOHHHM CTEHO30M IIOYEYHBIX apTepHH MIIM CTEHO30M IOYEYHOH apTepuu
e[IMHCTBEHHOH IOYKM HE CclIemyeT mpuHEMaTh Bambcakop® H 80 myis jedeHus aprepuanbHOI
THIIEPTEH3WH, 49TOOBI M30€XKaTh MOBBILUECHHS YPOBHS MOYEBHHBI KPOBH M CBIBOPOTOYHOLO
KpeaTHHUHA.

[TepBUYHBIN THNIEPATIBIOCTEPOHU3M
[TanpeHTs! ¢ MEPBUYHBIM T'HIIEPATbIOCTEPOHU3MOM He JOJDKHBI IpUHHMATh Bambcakop® H 80,
MIOCKOJIbKY MX PEHUH-aHTHOTEH3HUH-AIbJOCTEPOHOBAS CUCTEMA HE aKTHBUPOBAHA.

CTeH03 a0pThl ¥ MUTPAIILHOTO KilanaHa, 00CTPYKTUBHAS rUniepTpoduyeckas KapAMOMHOIATHS
Kak u mpu mnpueMe ApYruX Ba3OQUJIATATOPOB, CIEAYET COOMIOAATh O0COOYIO OCTOPOXKHOCTh
MalKeHTaM, CTPaJaroliM CTEHO30M QOpThl ¥ MHTPAIbHOIO KJalaHa WM OOCTPYKTHBHOM
TATIEPTPOPUIECKON KapIUOMHOIIATHEH.

Hapyinenue QyHKIIUY TOYEK

[Tanuentam ¢ HapymeHussMu QyHKIUM nodek (CK® > 30 mn/mMuH) He TpeOyeTes 'M3MEHEHHUS 103
JNIeKapCTBEHHOTO Ipenapara (cM, paszen 4.2), I[Ipu HasHayenuu Bajscakopa® H 80 NaLHEHTaM,
CTpafalolliM HapyIIeHHSAMH (QYyHKIMH I0YEK, PEKOMEHIyeTcs ocymeCTBJuTb nepnonnqeomn
MOHHMTOPHHI CBIBOPOTOYHOT'O YPOBHS KaJlisl, KPEaTHHHHA U MOYEBON KHCIOTHL. SRS

A

A

[20.02.2024 | | Ctp3m3 2l




, 7387 -2019
TpaHcIIaHTAIUS TOYEK
B Hacrosimiee BpeMs OTCYTCTBYyeT ONBIT Ge3omacHoro mpumeHeHus Banbcakopa® H 80 y
NAalMEHTOB, HEJABHO IIEPEHECIINX TPAHCIUTAHTALIUIO TIOYEK.

Hapymenue ¢yHKIUY 1eueHn

IlanuenTam, CTpajarOlUM JETKMM MM YMEPEHHBIM HapylleHHeMm (YHKIMH TedyeHH Ge3
XoJecTasa, cnenyet npunumark Bamscakop® H 80 ¢ octoposkHocTsIO (M. paspens: 4.2 u 5.2).
Taxxe ¢ OCTOPOXHOCTBIO HEOOXOAMMO NPHHHMATh THA3HAHBIE NHYPETHKH y MAIHEHTOB C
HapyIlleHHeM (GYHKIHK IEYeHH HIH IIPOTPECCHPYIOMUMHU 3a60NIeBaHUSIMH [IEYEHH, TaK Kak
HE3HAYUTEIILHOE M3MEHEHHE JXKHAKOCTH M 3JIEKTPOJUTHOrO GanaHca MOXET YBETHUMTh PHUCK
'BO3HMKHOBEHHSI [IEYEHOUHEIX KOM.

AHTHOHEBPOTHYECKUHN OTEK

O BO3HMKHOBEHHMHM AHTMOHEBPOTHYECKOTO OTEKAa (B TOM YMCIE OTeKa TOPTaHH U TOJIOCOBOM
INE/H), IPUBOJUIIIETO K OGCTPYKIMH ABIXATENbHBIX IIyTel M/UIH OTeKy JIHIa, ry0, IJIOTKH /Wi
A3bIKa COOOINATIOCH y NANMEHTOB, MOMYYaBIIHX BAICAPTaH. Y HEKOTOPHIX M3 STHX MAIMEHTOB
OTMEYCH aHMOHEBPOTUYECKHH OTEK B aHAMHE3€ NPU NMPUMEHEHHM APYTHX TPENapaToB, B TOM
YUCIIE U TIPH ITPUMEHEHUH UHTUOUTOpOB ATTD,

Ilpy pasBUTHH aHTHOHEBPOTHYECKOrO OTEKa CIEYeT HEMEUTEHHO pEeKpaTHTh [IPUMEHEHHE
Basnscakopa® H 80. [ToBTopHOE MpuMeHeHHe npenapara mpoTHBOIIOKa3aHo (cM. paszen 4.8).

CucTreMHas KpacHas BOJYaHKA
IIpy NpUMEHEHMH THA3WIHBIX IHYPETHKOB, BKJIIOYad TMAPOXIOPOTHA3UL, COOBIIANOCH 06
000CTPEHUHM HITH AKTHBALIMH CHCTEMHOM KPacHOMH BOTYAHKH.

[Ipoune HapymeHust 0OMeHa BEIECTB

TuasumHble IMypeTHKH, BKJIIOYAsS THAPOXIOPOTHA3UI, MOTYT H3MEHSTH TOJIEPAHTHOCTE K
[JIFOKO3¢ M TOBBIMIATE CHIBOPOTOYHBIE YPOBHH XOJIECTEPHUHA, TPHUIVIMLIEPHUAOB M MOUEBOIl
kucnotel. IManmenram, crpagaromuM IuaGeToM, MOXKET NMOTPeGOBATBCS KOPPEKTHPOBKA /103
MHCYJIMHA HJIH TI€POPAJIbHBIX MMIIONTHKEMHYECKHX CPE/ICTB.

Tuasugpl MOTyT yMEHBIIATH YPUHAPHYIO 3KCKPELMIO KANBLUS M BBI3BIBATH cka4ykoobpasHoe u
HC3HAYUTC/IPHOE IMOBBIIICHUE YPOBHS KalbLMA B CBIBOPOTKE IIPH OTCYTCTBHH M3BECTHBIX
HapylleHu# mMeTabonusma Kanblus. BeIpaxkeHHAsd THIEPKAIbLHEMHS MOXET OBITh MPH3HAKOM
OCHOBHOrO rumeprnapatupeonansma. IIpueM THasUOOB JOKeH ObITH MpeKpameH mepen
NPOBEJICHUEM HMCCIIE0BAHUN (YHKIMH TApaALTUTOBUAHOMN JKee3Bl.

DOTOYYBCTBUTEIBHOCTD

[Ipy mpueme THA3HAHEIX IHYPETHKOB COOOIIANOCH O CIyYasX BO3HUKHOBEHHSA peaKiuii
oTodyBeTBUTENBHOCTH (cM. pasnen 4.8). Eciu naHHBIE peakiuy BO3HUKAIOT B [IEPUOJ JICUEHUS,
PCKOMCHAYCTCSl NPEKpaTHTh JieueHHWe. Eciu B0300HOBIECHHE MpHeMa IUYPETHKA SIBIISETCS
HEOOXOMMBIM, PEKOMEH/TY€TCsl 3alUIIATh 06/ Ty4aeMble 06JIACTH OT CONTHIIA HITH HCKYCCTBEHHBIX
YDA-nyueii.

bepeMeHHOCTH

AHTarOHHCTEI peuentopos anruoTeHsuHa II (APA II)He ciemyer mpHHAMATs BO BpeMs
6epementocT. Eciu mpomomkenne teparnu APA 11 He cuntaercss HEOGXOUMBIM, MAIEeHTKH,
MIIAHUPYIOIHE ~ OepeMEHHOCTh,  JOODKHBI  OBITh  TEpeBeleHbl  Ha JIbTEPHATUBHBIE
AHTHTMIICPTCH3UBHBIC ~ METOIBI  JICUCHHMS, KOTOPBIE MMEIOT  YCTAHOBIICHHBIH  IIPOQHIIL
0e30macHOCTH [Isl UCTIOTB30BAHHUS BO BpeMsi GepeMeHHOCTH. [IpH yCTaHOBICHHH OepeMeHHOCTH
Tepanus APA Il nomkna ObITH He3aMEUTMTENIHHO IPEKpAIleHa, M, B CIIy4ae HEOOXOIHUMOCTH,
Ha3Ha4YeHO ajlbT€PHATUBHOE Jie4eHUE (CM. pa3zensl 4.3 u 4.6).

O6mmas uadbopmalus
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C OCTOpOXXHOCTBIO IPHHUMATH NAlMEHTaM C TUIEPUYYBCTBHTENBEHOCTBIO K HHEIM 0JI0KaTOpam
penentopoB aHrvoreHsuHa II. Peaknuu THIEpYyBCTBHUTENBHOCTH K THIPOXJIOPOTHA3HIY
Haubolee BEPOSATHBI Y NMALIUEHTOB, CTPANAIOINUX aJUIEpruell U aCTMOI.

JIBolinas 610Kaa pEHUH - aHTHOTEH3UH — alb0CTepOHOBOM cuctemsl (PAAC)

CymecTByloT [JaHHBIE, 4YTO COBMECTHOE TNpHMeHeHHe uHrubutopos AIlD, Grokatopos
PELENTOPOB aHTHOTEH3KMHA I MM anMCKUpeHa MOBBINAST PUCK THIIOTEH3UH, THIEPKATHEMUH, U
HapyileHus (QyHKUHM Mo4eK (B TOM YHCIe OCTpas IOodYeyHas HeJO0CTATOYHOCTR). BenencTnue
asoiiHon Onokankl PAAC koMOMHHMpOBaHHOE HpHMEHEHHe HHrHOuTOpoB AIID, Grokatopos
peuenTopoB aHruoTeHsuHa Il wiu anuckupeHa He pekoMeHAayeTcs (oM. pasmensl 4.5 u 5.1).
[Iposenenue nBoinoi 6nokansr PAAC (mpu aGcomoTHON HEOOXOAUMOCTH) HOJIKHO MPOXOIUThH
O[] TIIATEIbHBIM HAOJIIOIEHHEM CIIELHATHCTA B 0053aTe/IbHBIM MOHHTOPUHIOM (YHKIIHH [TOYEK,
BOJIHO-2JIEKTPOJIMTHOTO GajlaHca U apTepPUATbHOTO JaBJICHHS.

CosmecTHOE TpumeHeHne HHrubuTopoB AIID u 610KaTOpOB penenTopoB aHruoTeH3uHa Il He
JOJDKHO OBITH MCIIOJIE30BAHO Y TAlIMEHTOB ¢ AHA0eTHUECKOM HeponaTHeH.

XOpHOUIANBHBIN BBIIOT, OCTPast MHOMHUS U BTOPUYHAS 3aKPBITOYTOJIBHAS IIayKOMa

[lpuMenenre ruapoxiopoTHasuaa, CynbhoHaAMHAA OBUIO CBS3aHO C BO3HHKHOBEHHEM
MIHOCHHKPA3HYECKOH peaKiuy, KOTOpas MOXKET IPUBECTH K Pa3BUTHIO XOPHOMIAILHOTO BHIIOTA
¢ JedexTOM 3peHHd, OCTpOH TPAH3UTOPHOH OJH30PYKOCTH M OCTPOH 3aKpPBITOYTOJBHOlM
riaykome, CHMITOMBI BKJIFOYAIOT PE3KOE HA4aI0 CHIDKEHHs OCTPOTHI 3pEHHUS MITH GOMH B Iia3ax
¥ OOBIYHO BO3HUKAIOT B TEUCHHE HECKONBKHX YacOB HJIM HENeNb IOCNE Hadada JICUeHWs.
Heneuennas ocTpas 3aKphITOyrojibHas IIayKoMa MOXET IPUBECTH K MoTepe 3peHus. [lepBuyHas
Tepamus 3aKJIF0YaeTCs B TOM, YTOOBI KaK MOXHO OBICTpee MPeKpaTUTh IpUeM mpenapara, Mojker
noTpeGOoBaThC CPOYHOE MEIMIIMHCKOE HIIM XHUPYPrHYECKOe JIEYEHHE, €CIM BHYTpPHIJIA3HOE
JaBJICHHE OCTAETCS HEKOHTPOJUPYyeMbIM. DakTOphI pHCKa PasBHTHSA OCTPOM 3aKPBITOYTOJLHOM
IJ1ayKOMBI MOT'YT BKITIOYATh aJUIEPTHIO HA CyIb(hOHAMHU WK IEHUIM/UIAH B aHAMHE3E.

Hemenanomuulili pak Koicu :

B ABYX 5IHIEMHOIOTHYECKUX HCCIICIOBAHUAX HA OCHOBAHHMHU JaHHBIX J[aTCKOrO HALMOHATBLHOIO
peecTpa OHKOJOTHYECKHMX 3a00J€BaHHM, OBUI BBIABICH MOBBIIIEHHBIH DPUCK Pa3BUTHS
HemenaHoMHoro  paka koxu (HMPK) (6asamprOknerownoit kapumuomel (BKK) wu
wiockokaeToyHoi kapuuuoMsl (IICK)) mocie mpumeHeHust Gojiee BBICOKMX CYMMAapHBIX 03
TUAPOXJIOPOTHA3HIA.

®oTOCEHCHOUIM3UPYIOIIEe  AEHCTBHE . THAPOXJIOPOTHA3HAA MOXET PACIEHHMBATECA — Kak
BO3MOXHBIH MexaHu3M pa3Butus HMPK. IlanueHTOB, NpHHUMAIOMUX T'HAPOXIOPOTHA3MII,
crnenyeT npouH(popMupoBath 0 pucke pasBuTHi HMPK, HeoOXOAHMOCTH peryspHON IpOBEpKH
KOXXHBIX IIOKPOBOB Ha HAJMYHE HOBBIX OYaroB M HEOOXOAUMOCTH HE3aMEIIUTENHHO COOOMIATh O
JEOOBIX MOAO3PHTENBHBIX HOBOOOPA30BaHUAX Ha Kodke. [ CHHDKEHUS PHCKA PasBHTHS paka
KOXH TalHeHTaM CIIEMYeT COOOIMTE O BO3MOXHBIX NPO(QHIAKTHYECKMX MeEpax, TAKHX Kak
OrpaHHYE€HHE BO3JEHCTBUS COTHEYHOTO cBeTa U Y D-iryyeii, a B ciIyvae BO3AEHCTBHA HEOOXOAUMO
IPUMEHSTE aJC€KBATHYIO 3aIlUTy KOXHBIX IIOKpoBOB. HeoOxoamMo B Kpardaiiiue Cpoku
o0cne0BaTh MOJO3PUTENBHBIE IOPAKEHUS KOXHBIX IIOKPOBOB, BKJIOYAs THCTOJIOTMYECKOE
Hcclen0BaHe OHONCHIHOTO MaTepuaia. Y MalueHToB, panee nepenecmux HMPK, taxke mMosker
nOoTpeOOBATECS EPECMOTPETh HEOOXOAMMOCTh IMPHMEHEHHs! THAPOXJIOPOTHAa3HAa (CM. pasfen
4.8).

OcTpble NOpaKEHUs IbIXaTeAbHbIX My TEH

Coobmanoce 06 0O4EHb pPENKHUX TKEIBIX CIydasX OCTPHIX MOPaXKEHHUM AbIXATEIbHBIX ITyTeE,
BKJIFOYasl OCTPBIH pecriupaTopHblid quctpecc-cuuapoM (OPJIC), nabmogaBiuuxcs Tocie npueMa
rufipoxiaopoTuasuaa. OTek JIerkux, Kak IpaBHJIO, Pa3BUBAJICS B TEUEHHE HECKOJIBKHX MUHYT HJIH
YacoB IMOCN€ €ro mnpueMa. IlepBoHaYanbHBIE CHMITOMBI BKJIIOYATH OJBILIIKY, JHXOPAJIKY,
HapyIleHHe (DYHKLIMH JCTKUX W TUnoTeHsuio, Ilpu nogospennn na OPJIC cienyer oTMEHHTH
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npenapaT U HA3HAYUTH COOTBCTCTByIOI]IeC JICHCHUCE, FI’II[pOXJ'lOpOTHEBH}I HE CIIGII}’CT HaA3HA4YaThb
narentam ¢ OPJIC mocrne mpuema ruapoXI0pOTHAa3|/Ia B aHAMHESE.,

Banscakop® H 80 comepxwut nakrosy. IanMeHTHl ¢ TAaKUMM PEIKAMH HACIEICTBEHHBIMH
HapyIICHUsIMH, KaK HEIEPEHOCHMOCTh TaJIaKTO3bl, JIaKTa3Hasi HEJOCTATOUYHOCTD HJIH HapyIIeHHe

BCAChIBaHHUS I'NTFOKO3BI-TaJIaKTO3bI, HE JOJDKHEI TPHHUMATE IIpernapar.

DTOT mpenapar COAEpPKHT MeHee 1 MMoub Hatpus (23 Mr) B OZHOM TaGieTKe, T.e. MPAKTHYECKH
«6e3 HaTpus».

4.5 BsaumopneiicrBMe ¢ APYTHMH JIEKADCTBEHHBIMH MpENapaTaMH M JpPYrHe BH/IbI
B3aHMO/1efiCTBHS

B3aumonelicTBUS, CBA3aHHBIE C BAJICADTAHOM U THAPOXJIOPOTHAZHIOM

QonogpemenHoe NpUMeHeHue He PeKOMeHOYemces

Jlumuii

OGpaTuMOE TIOBBIIIEHHE CHIBOPOTOYHBIX KOHIEHTpAlMi JIATHS M TOKCHYHOCTH ObLIH
3aperuCTPUPOBAHBl IIPH OJHOBPEMEHHOM Ipueme ¢ wuHrubutopamu AllD u THA3HAHBEIMU
OWYyPETHKAMH, BKJIOYas T'MAPOXJIOPOTHa3uj, M3-3a OTCyTCTBUS AaHHBIX 00 OXHOBPEMEHHOM
NpHeMe BajicapTaHa W JIMTUS JaHHas KOMOWHALUUs He peKOMeHAyercs. Eciu BO3HHKaeT
HEOOXOMMOCTh  OJHOBPEMEHHOTO  IpHeMa  YKa3aHHOW KOMOHWHAIMHM, pEKOMEHIyeTcs
TIIATEIBHBIA MOHUTOPUHT YPOBHSI CEIBOPOTOYHOTO JIUTHS,

O0no6pemenHbLll npuem, mpedyIouuti 0CMOPONCHOCMU

Hpyaue anmueunepmeH3ugnvie npenapamel

Banbcakop® H 80 MokeT ycuiauBarte JeHCTBHE APYTHX MPENapaToB ¢ aHTUTHIIEPTEH3HBHEIMH
CBOMCTBaMH (HAlpuMep, I'yaHEeTHIHH, METHIIJIONA, COCYJ0PACIIUPSIOLIUE CPEACTBA, HHTUHOUTOPEI
AII®, BPA, Gera-610Katopel, 610KaTOPB! KATbIHEBBIX KaHANOB i [IVP (mpsMble HHIHOUTOPEI
pPEHUHA)).

IIpeccopnuie amunel (HOpagpeHaIHNH, apEHAIHH) :
O0dexT MpeccopHBIX aMHHOB MOXeT ocnafeBatb. KimHudYeckoe 3Ha4deHHe 3Toro shdexta
HEU3BECTHO U HE SIBJISAETCS OCHOBAHUEM JUIS IIPEPHIBAHUS JIEUEHHUS.

Hecmepouonvie npomusosocnanumenvrvie cpeocmeéa (HIIBC), 6 mom wucne cenexmugHbie
uneubumopwr L{OI'-2, ayemuncanuyunogas kucioma (6onee 3 2/cymru) u cenexmusnvie HIIBC
[Ipu  onHoBpemeHHOM HasHaueHuu HIIBC ¢ adraromuctamu aHruoreHsuHa 1l u
THAPOXJIOPOTHA3UAOM MOXET IPOM30HTH oOcinablieHHe AaHTHTHUIEPTEH3WBHOIO JEHCTBHS
nocnequuX. Kpome Toro, HaGmrogaeTcsl MOBBINEHHE PUCKA YXYAUIEHHS (QYHKIME IMOYeK u
YBEIMYEHUS CBIBOPOTOUHOTO KAITHS.

Taxum 06pazoM, peKOMEH/YeTCsl MOHHTOPUHT (DYHKI[HMM IIOYEK B HAyasle JICUEHHUS U aJeKBaTHAs
THIpaTaIUs [alHeHTa.

B3aumonercTBHS BaJicapTaHa

[sotunas 6rokada penun - aneuomensunosoli cucmemvl (PAC) 6noxamopamu peyenmopos
aneuomensuna, uAIl® unu anuckupenom

JlaHHBIE KIMHMYECKHX HCIBITAHUI MOKa3ajlk, 4TO ABOMHAs OJ0Kaga PEeHHH — aHTHOTEH3WH —
anpaoctepoHoBoi cucteMsl (PAAC) npu coBMECTHOM NMPUMEHEHUHU C GJIOKaTOpaMM PerernTopoB
AHTHOTEH3HHa, HHruouTopamMu AII® uiu anucKUpPEeHOM acCOLUUPYETCs C MOBBILIEHHBIM PUCKOM
BO3HUKHOBEHMsI THIIOTEH3UH, THIIEPKATHEMHUY U HapylIeHUss QyHKIUKU MOoYeK (BKIIIOUas OCTPYIO
MOYEYHYO HEJOCTATOUYHOCTD), B CPAaBHEHUH ¢ MOHOTepanueit (cM. pasaenst 4.3, 4.4 u 5.1).
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He pexomendyemes ucnonv3oeams vl
Kanuiicbepezaiowue ouypemuxu, kanuegvble 006a6KY, 3aMeHUMeNU COMU, COOepocawjue KAt u
opyaue 6eujecmea, noGbLUAIOujUe YPOBeHb KANUs
[Ipr HEOOXOAUMOCTH OQHOBPEMEHHOTO NPHUMEHEHHUS BajICapTaHa U JIEKAPCTBEHHBIX MPENaparos,
BIIUSIOIUX HA YPOBEHb KaJIUS I1a3Mbl, PEKOMEH/IYETCSI MOHUTOPHUHT YPOBHS KaJIHs IIA3MBI.

Omcymcemeue g3aumooeticmeuti

Knuauyecku 3HaUUMBIX B3aUMOJIEHCTBHUI BajicapTaHa ¢ JPYTHMHU JISKapCTBEHHBIMHE IIpenaparaMu
B HCCIIC[IOBAHUAX B3aMMOJCHCTBMS HE OTMe4eHO. [lpemapaThl, NPOTECTHPOBAHHBIE B
KJIIMHAYECKUX MCCIICOBAHMAX, BKIIIOYaIU B ce0s1 NUMETHINH, BapbapHH, GypoCeMusl, JUTOKCHH,
aTeHOJIOJ, WHIOMETAlMH, THAPOXJIOPOTHA3HJ, aMJIOAUNNH W TIIHOEHKIAaMHI. JIUrOKCHH W
WHJIOMETAllMH MOTYT B3aHMOJCHCTBOBATH C I'MAPOXJIOPOTHA3UIOM, KOTOPBIA BXOIHUT B COCTAaB
Banscakopa® H 80 (cMoTpuTe B3auMOEHCTBYS IHAPOXIOPTHAHAR).

B3aumoIeHCTBHS THAPOXIOPOTHA3UIA

OOHOGpeMEHHbluV npuem, mpe6womuﬁ OCMmOpPOIHCHOCIU

IIpenapamul, énusiowjue Ha ypoeeHs Kanus Col8OPOMKU

['unokamieMuyeckuit 3G (eKT THAPOXIOPOTHA3HIA MOXKET IIOBBICHTH OJHOBPEMEHHOE BBEICHUE
KaJTHHY PETUYECKUX [HYPETHKOB, KOPTHKOCTEPOHIOB, ciabutensHblX, AKTI, amdorepununa,
KapOEHOKCO/IOHa, TNeHMIWIIMHa G, CalMIMIOBOM KHCIOTHI W €€ IPOU3BOAHBIX. Ilpu
HEOOXOAMMOCTH OJHOBPEMEHHOTO INPUMEHEHHS ¢ KOMOHHALHKEH T'UIpOoXJI0pOTHA3HI-BalCAPTAH
PEKOMEH/Ty€TCSI MOHUTOPHHT YPOBHS KalMs B IIa3Me (cM. paszen 4.4),

IIpenapamel, kKomopuble Mo2ym 6b13b16GMb JACENYOOUKOBYIO MAXUKAPOUIO MUNA (AUPYIMY.

M3-3a  pucKka THNOKAIMEMHM, TP IPHMEHEHHH THAPOXJIOPOTHA3HIa COBMECTHO C
JIeKapCTBEHHBIMU IIPENIapaTaMy, KOTOPhIE MOTYT BBI3BIBATh JKEIYAOYKOBYIO TAXHKAPAMIO THIIA
«HpysT», B 4acTHOCTH, la u III kmacca aHTHAPUTMUYECKHUX M HEKOTOPBIX aHTUIICHXOTHYECKHX
CPEICTB, CIIEAYET MPOSIBIISITE OCTOPOKHOCTD.

IIpenapamei, énusioujue Ha ypogeHs CblBOPOMOYHO20 HAMPUS

['unonarpuemMudeckuit 5QHEKT IMYPETHKOB MOXKET yCHIHBATECS MIPH COBMECTHOM MPUMEHEHHH
JIEKapCTBEHHBIX IIPENapaToB TaKWX KaK, aHTHUICHPECCAHTBI, aHTHIICHXOTHYECKHME MPENaparhl,
MPOTUBOSIUNIENTHYECKHE ¥ T.JO. IIpH JIMTETBHOM NPHUMEHEHWH 3THX IIPEIaparoB ClEdyeT
cOOJII0IaTh OCTOPOXKHOCTB.

Cepoeunvle enuxo3udvi

B pesynprare BO3HUKWIEH TMNOKAJMEMHHM WIJIM TUIOMAarHMEMHH, CIPOBOIMPOBAHHOM
THa3UJHBIMH JHYPETHKAMH, MOTYT BO3HHKHYTH HEXelaTeabHble 3(deKTrl, CrocobCTByoIe
Pa3sBHUTHIO CEPACUYHBIX apuTMHH Ha (QOHE IpUEMa CepIIeUHbIX TIMKO3UI0B (CM. pasaen 4.4),

Conu xanvyus u eumamur D

[IpumeHeHne THA3MAHBIX AUYPETHUKOB, BKIIOYAs THAPOXJIOPOTHA3UA, C BHTAMHHOM D wiu
COMSIMH  KaJIBLIUSL MOXET CHOCOOCTBOBATh MOBBINCHHIO YPOBHS KAIBLHS B CBIBOPOTKE.
OnHOBpeMEHHOE NPUMEHEHHE THA3MAHBIX IHYPETHKOB C COJAMH KalblUs y TAlUEHTOB,
NPEpPacoNOXKEeHHBIX K THNEPKaIblUEMUH (HApUMEp, THIEpHapaTHPe03, 3JI0KAYECTBEHHBIE
HOBOOOpPa30BaHUA MJIM BUTAMHH — D —acCOLMMPOBAHHBIC COCTOSHHS), MOXET MPHBECTH K
TUIIEPKAJILIIHEMHH 3a CUET yBEJIHYEHUS TyOyIsIpHOH peabcopOuuu KanbIus,

[Ipomusoouabemuneckue  nexapcmeeHuvie cpeocmsea  (Ipemaparbl  Jis -IIEPOpanbHOro
IPUMEHEHHUS ¥ HHCYJINH) '

JleyeHue THA3UAAMH MOJXKET OKa3bIBaThb BIIMSHME Ha TOJEPAaHTHOCTh K ryIroKo3e. - Moxer
noTpeGoBaThCA KOPPEKTHPOBKA J03bI MPOTHBOAHAOSTHIECKHX IeKaPCTBEHHBIX ITPENapaTos.
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MeTpopMUH JO/DKEH TPUMEHSATBCS C  OCTOPOXKHOCTBIO — BCNIECTBME DPHCKA Pa3BHTHS
JaKTaTallM03a, BBI3BAHHOTO BO3MOXKHOHM IOYEYHOM HEJOCTATOYHOCTBIO, CBS3aHHOH ¢

THAPOXJIOPOTHAZHIOM.

Fema-6noxamoput u 0uasoxcuo

ComyTcTByIONIEe NMPUMEHEHHE THA3UIHBIX IUYPETHKOB, BKIFOYAs THAPOXJIOPOTHA3un, ¢ Oera-
frmokaropaMu MOXKET IIOBBICHTH PUCK DPAa3BUTUSI THIEPIIIMKEMHH. THA3UIHBIE IUYpPETHKH,
BKJTFOYAS THAPOXJIOPOTUA3H, MOTYT YCHJIMBATh 3P PeKT qua3okcuma.

Jlexapcmeennvlie  npenapamol,  NpumeHsemvie  OnA  leyeHuss  nooazpvl  (MpoOEHELHU,
CyIb(GUHNUPA30H U aJUIOIYPUHOIT)

Mosxer moTpeGoBaThCsl KOPPEKTHPOBKA HO3BI JIEKAPCTBEHHBIX IIPENapaToB, CIIOCOOCTBYIOIIHMX
BBIBE/ICHUIO MOYEBOH  KHUCJIOTBI, IIOCKOJIBKY THAPOXJIOPOTHA3U[ CIOCOOEH IMOBHIIATH
CBIBOPOTOYHBIH YPOBEHb MOYEBOH KHUCIOTEL. MOXET BO3ZHHKATh HEOOXOJUMOCTH IMOBBIIICHHS
IO3UpOBKH TNpobeHenuna win cyiab(uanupazona. ComyTCTByrOIiee NPHMEHEHHUE THA3HIHBIX
JUYPETHKOB, BKJIIOYas THAPOXJIOPOTHA3HI, MOXKET YBEIWYUTH YaCTOTY pAa3BUTHS pEaKIUi
TUIIEPUYBCTBUTEIBHOCTH K aJUIOILY pPHHOIY.

Anmuxonunepeuieckue JnexkapcmeeHHvle npenapamel U Opyeue Ccpeocmseaq, 6GIuAlOwUe Ha
MOMOPUKY dHcenyoKa

BuonoctynHOCTE TUY PETHKOB THA3UZI0BOTO pana MOJKET OBITH IIOBBILICHA
AHTHUXOIMHEPTUYECKUMH JIEKapCTBEHHBIMU IIpenapaTtaMu (HalpuMmep, aTpoluH, OUIepuyieH),
OYEBUJHO, Onarojaps CHHIXKEHHIO MOTOPHKH KETy[OYHO-KUIIEYHOTO TpaKTa U CKOPOCTH
OIyCTOWIEHUs JXenyaka. C apyrod CTOPOHBI, 0XHIAETCs, YTO MPOKHHETHYECKUE Mperaparsl,
TaKHe KaK [U3aIpU, MOTYT CHU3UTh OMOJOCTYITHOCTh THA3UIHEBIX UYPETHKOB.

Amanmaoun
Tuasunpl, BKIOYAs THAPOXJIOPOTHA3UI, MOTYT IIOBBIIATH PHCK Pa3sBUTUS HEXKENIATEIbHBIX
peaKiuii, BEI3BAHHBIX aMaHTaIHHOM.

Honoobmennwvie cmonbi

AGcopOuus THa3UAHBIX IUYPETUKOB, BKIKOYAs THAPOXIOPOTHA3H, HAPYIIAETCS B IPUCYTCTBUH
XOJIECTUPaMHUHA U KOJIECTUIIONA. OTO MOXKET IpHUBECTH K cyO-TepameBTHdecKoMy 3ddexTy
THA3UIHBIX AXYpeTHKOB. ClenoBaTenbHO, THAPOXJIOPOTHA3H BBOAAT, [0 MEHBIIEH Mepe, 3a 4
yaca 0 Wik 4-6 4acoB IOC/IE BBENEHHs CMOJI, UL TOTO YTOOBI MOTEHIMATBHO YMEHBIIHTH
B3aUMOJIEUCTBHE.

Lumomoxcuueckue nekapcmeennvl npenapamsel (Hanpumep, rukiodpochamus, METOTpeKcar)
Tuasuzel, BKITOYas THAPOXJIOPOTHA3UA, MOTYT CHIDKATh ITOYEYHYIO SKCKPELHIO IUTOTOKCHYHBIX
BEIIECTB U MOTEHIIUPOBATh X MUEJIOCYTIPECCUBHOE JIEHCTBHE.

Heodenonapusyrowue penaxkcanmeol ckeiemuou Myckyiamypel (HaipuMep, TyOOKypapuH)
Tuaszuel, BKIIIOYas THAPOXIOPOTHA3HI, MOTYT IIOTEHIIUPOBATh ACHCTBHE IIPOU3BOIHEIX Kypape.

Luxnocnopun
ComyTcTByrolee IPUMEHEHHE [IUKJIOCTIOPHHA MOXKET ITOBBICHTh PUCK PA3BHTHUS THIIEPYPUKEMUK
H [10JIarpONOJ00HBIX OCJIOKHEHHH,

Ankozone, 6apbumypamol u HGPKOMUKU

OHOBpeMEHHOE MPHUMEHEHHEe THA3UHbIX JHYPETHKOB C BEIECTBaMH, 00JIaIal0IlUMH 3hhexTom
CHMIKEHUS apTEepHUabHOrO [JaB/ICHHs (HalpuUMep, 3a CYeT CHIDKEHHS CHMIIAaTHYeCKOH
NEATENbHOCTH LEHTPAJIbHOM HEPBHOM CHCTEMBI MM NPSIMOro Ba30JHIATHPYIOIIETO AEHCTBHSA)
MOYET IPOBOIIMPOBATH OPTOCTATHUECKYIO TMITOTEH3HIO,
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Memunoona .
VIMeroTCs OT/IENBHEIE OTYETH! O PA3BUTHH I€MOJIMTHYECKON aHEMUH Y MAIMEHTOB, OAHOBPEMEHHO

[IPMHUMAaBIIUX THAPOXJIOPOTHA3HI H METHJIAOITY.

Hoocodepoicauue konmpacmuuie eeujecmea

B ciyuae CIIpoOBOLEPOBAHHOTO JUYPETHKAMH OOE3BOKMBAHHUS CYIIECTBYET MOBBIICHHBIH PHCK
Pa3BUTHS OCTPOY TTOYEUHON HEJOCTATOYHOCTH, OCOOEHHO MPH IPUEME BBICOKHX /103 MPErnapaTosB
fiona. Ilepen NMPUMEHEHHEM TaKHX MperapaTtoB OanaHC JKUAKOCTH y TNALMEHTa JOJDKEH ObITh
BOCCT@HOBJIEH.

4.6 ®epTHIBHOCTD, 0€PEMEHHOCTH M JIAKTALHSA
bepemennocmeo

Basicaptan

[priMeHeHnEe aHTaroHUCTOB perentopos anrnoteH3una II (APA II) He pekoMeHIyeTCs B IIEPBOM
TpuMecTpe 6epemenHOCTH (cM. pasnen 4.4). [Tpumenenne APA I mpoTHBOMOKA3aHO B TEUCHHE
BTOPOTO ¥ TPEThEro TpuMecTpa GepeMeHHOCTH (cM. paszienel 4.3 u 4.4).

DNHUIEMHUOIOTHYECKAE JaHHBIE, CBHUJIETEIBCTBYIOIIUE O TEPATOrEHHOM pPHCKE BO3IECHCTBHS
uHru6uTopoB AIT® Bo Bpems mepBOoro TpumecTpa OepeMEHHOCTH, He ObUIM yOeNUTENbHBIMH,
OJHaKO TIOBBIIIEHHE pUCKA HE MOXET OBITh HCKIIOYEHO. XOTA HE CYLIECTBYET
SMUIEMHOJIOTHYECKH KOHTPOJIMPYEMBIX JAaHHBIX O PHUCKE TMpH IpPHEME aHTarOHUCTOB
anruotensuHa Il (APA II), aHamorM4HBIi PUCK MOXET HMMETh MECTO I JAaHHOro Kjacca
npenapatoB. [laieHTaMm, IUIAaHUPYIOIMUM OGEpeMEHHOCTb, CIEMYET HCKATh AIbTEPHATHBHOE
AHTUTUIIEPTECH3MBHOE JIEYeHHE C H3Y4YeHHBIM IpodmieM O0e30MacHOCTH 3a HCKIOYEHHEM
cuTyanuii, korzaa nponoinkenue tepanun APA II cuntaercs Heooxoaumem. Eciy 6epeMeHHOCTS
quarHoctupoBana, Jedenue APA Il crmemyer HeMenneHHO MpeKpaTUTb M, B Cllydae
HeOOXOIMMOCTH, Ha4aTh aIbTEPHATUBHYIO TEPAIIHUIO.

Tepanust APA 1 Bo Bpems BTOpOrO M TPETBETO TPUMECTPOB OGEPEMEHHOCTH, KaK H3BECTHO,
BBI3BIBAET y YejoBeKa (ETOTOKCHYHOCTH (CHM)KEHHE (QYHKLHH IOYEK, MAJOBOJHE, 3aMEICHHE
OKOCTEHEHMsI dYepera) W HEOHATAIbHYI0 TOKCHYHOCTH (TIOYEYHYHD HENOCTATOYHOCTb,
TUIIOTEH3HIO, THIIEPKATHEMHIO) (M. paszzen 5.3).

Eciu jeYeHHe HAYaTO BO BTOPOM TPHUMeECTpe OepeMEHHOCTH, peKOMEHIyeTcs MpoBoAuTh ¥Y3U
(GyHKIUI TOYeK U Yepena.

Munanennsl, ypn Marepu mnpoxoxwnu sedeHune APA II, nomxub! HaOmomaTecs Ha HaIU4He
rUmoTeH3ud (cM. paszaensl 4.3 u 4.4).

['unpoxnopoTuasun

ViMeeTcsi OTpPaHHUYECHHBIH OIBIT MPUMEHEHUS THUAPOXIOPOTHA3WAa B IEpPHOJ OEpEMEHHOCTH,
oco0eHHO B Te4yeHHe TepBOoro Tpumectpa. McenenoBaHuss Ha JKUBOTHBIX — SIBIISIOTCS
HEJI0CTATOYHBIMH.

[uapoXIopoTHa3ua TMPOHHKAaeT depe3 IulaneHTy. OCHOBBIBasCh Ha (hapMaKkoIOTHYECKOM
MeXaHH3Me JEHCTBUS TMIPOXJIOPOTHA3UAA, IIPUMEHEHHUE €r0 BO BTOPOM M TPETHEM TPHMECTPE
OepeMEHHOCTH MOXET HapyIIUTh (eTo-IUIaleHTapHyo Mepdy3ur0 M IPUBECTH K TaKUM
MOCJIEACTBHAM JUIS TUIOJA ¥ HOBOPOXAEHHOTO, KaK JKEJITyXa, HapyIIEeHHE SJIEKTPOIHUTHOIO
GanaHca ¥ TPOMOOLIUTONIECHUS.

[pyoHoe eckapmiusarue

MudopMmarii OTHOCHTENBHO HCIOJIB30BAHUS THIPOXJIOPTHA3KIA BO BPEMs KOPMIICHHS TPYBIO0
HeT. [MApOXJIOPOTHA3HT SKCKPETHPYETCS C TPYAHBIM MOJIOKOM B HEOOJBIIMX KOIHYECTBAX.
THasugsl B BBICOKMX [I03aX, BBHI3BIBAIOIINE WHTEHCHUBHBIH [Hype3, MOTYT HHIHOMpPOBATh
BBEIPA0OTKY MOJIOKA, [OITOMY HE DPEKOMEHIYETCS IPUMEHSTH Banscakop® H 80 B mepuon
rpyAHOTO BCKapM/IuBaHHA. [IpEeAMOYTHTENHHO AIBTEPHATHBHOE JICUCHHE C  H3YYEHHBIM.
npoduieM Ge30MacHOCTH INperapaTa, OCOOEHHO BO BpeMs KOPMIICHHS HOBOPOXKACHHBIX H

[ 20.02.2024 | | Cp 9 m3 21




HO PB

7387 -2019

HEeJIOHOIIIEHHBIX NeTedl. B cinydae HeoOxomumoctu mpumenenus Banscakopa® H 80 B mepuon
IPyIHOTO BCKAPMIIMBAHHS, €r0 JO3HPOBKHU JOIKHBI OBITh MUHUMAIBHBIMH.,

4.7 Bansinue Ha cnoco0HOCTL YNpPaBJIAThH TPAHCHOPTHLIMH CpPEICTBAMH H paboTarh ¢
MeXaHH3MAMH

WccnenoBanust BIUSHHUSA Ha CIIOCOOHOCTD YIPaBJIATH aBTOMOOHUJIEM W TOTEHI[UAIIBHO ONMACHBIMH
MEXaHH3MaMH HE MNPOBOIUIIUCE. HpH YIPaBJICHUHU TPAHCIIOPTHBIMH CPEACTBAMH HJIHA pa60Te C
MCXaHH3MaMH  CJICOYeT TIpPHHUMAarb BO BHUMAHUE, 4YTO HMHOTJAa MOXET BO3HUKHYTH
T'OJIOBOKPY?KE€HHUE UJIH YCTAJIOCTB.

4.8 HexxenaTe/bHbIE PeaKIHH

HexenareneHble peakumuy, O KOTOPHIX COOGINATOCE B XOAE KIMHHYECKHX HCIBITAHHH U
MPOBECHUH JTa00PATOPHEIX aHAIW30B, OOJEe YacTO HaOIIONAIUCh B OTHOLIEHHH KOMOMHAIMH
BaJICapTaHa ¥ TUPOXJIOPOTHA3K/IA 110 CPABHEHHIO ¢ manedo. OTAeNbHEIE TIOCTPErUCTPALIMOHHEIE
COOOIIEHNs IPENCTaBIEHbl HIXKE B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH  KJIaCCaMH.
HesxenarenbHble peakluy, KOTOPBIE MOTYT MPOSBHUTHECS MPH IIPUEME KaXIOTO KOMIIOHEHTA 10
OTJEIBHOCTH, HO KOTOPhIE He HAOIIONAIHCh B XO/€ KIHHHYECKHX MCIIBITAHUN, MOTYT BO3HHKATH
TIpH JIEYEHHH KOMOHHAIUEH BayicapTaHa/THAPOXJIOPOTHAZH A,

B 3aBHCHMOCTH OT 9acTOTBI HEXKEJIaTeIbHbIE PEaKI[HU Pa3lelsIoT CIIeAyOMUM 06pa3oM:
- Ouenp wacteie (> 1/10)

- Yactsle (ot 1/100 mo 1/10)

- Hewacreie (ot 1/1000 mo 1/100)

- Penxue (ot 1/10000 mo 1/1000)

- Ouens peaxue (<1/10000)

- HacToTa Hen3BeCTHA (II0 UMEFOIIMMCS JaHHEIM YacTOTa HE YCTAHOBJIEHA).

Tabmumal. Yacrtora BO3HUKHOBEHHUS HEXeIaTeIbHBIX pEeaKIni, BBI3BAHHBIX
BAJICAPTAHOM/THAPOXIIOPOTHAZUIOM

HapymeHusi co cTopoHbI 00MeHA BeIeCTB U MUTAHHUS

Heuacto | Nerumparanus

HapyuieHusl ¢O CTOPOHBI HEPBHOH CHCTEMBI

OueHb peaKo ["0J1I0BOKpYXKEHHE

Hewacto [Tapecre3us

UacToTa HEM3BECTHA O6MOpoK

Hapymenus 3peHus

Heuacro | HeueTKoCTh 3peHust

HapymeHnusi ¢o cTOPOHBI OPraHa ¢JIyXa H CHCTEMbI JIA0HPHHTA

Heuacro | ITlym B ymrax

HapymeHHs co CTOPOHBI cOCYA0B

Heuacro | TunoTensus

Hapymienusi co CTOpOHBI ABIXaTeJBHON CHCTEMBI, OPraHOB TPYAHOH KJIETKH H
CpeI0CTEHHS '
Heuacro Kamens

YacTora HeM3BeCTHA HexapauoreHHsIi oTek Jerkux
Hapymenns co cTopoHbI JKeJIyJ10YHO-KHIIEYHOT0 TPAKTA

OueHb peaKo | Muapes

HapymeHHusi co CTOPOHBI CKeJIETHO-MBIIIEYHOH H COeTHHUTEILHOI TKAHH
Hewacro Muanrus

OueHb peaKo ApTpanrus
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HapyuieHss co0 CTOPOHBI MOYEeK H MO4YEBBIBC IAIHX MyTei

YacToTa HEM3BECTHA | VXyaimenue GyHKIHH MOYeK

O0mue HAPYIIEHHsI H PEAKIIHH B MecTe BBeICHHS

Heuacto | Cabocts

JlaGopaTopHble H HHCTPYMEHTAJIbHbIE HCC/IEOBAHHUS

YactoTa HEU3BECTHA [ToBblIIEHNE  CBIBOPOTOYHOTO  YPOBHSL ~ MOYEBOM
KHCJIOTBI, TOBBIIIEHHE  CHIBOPOTOYHOTO  YPOBHS
OumupyOrHa W KpeaTHMHHHA,  TUIIOKAIHEMHUS,
TUIIOHATPUEMHS], TOBBIIIEHHE YPOBHS a30Ta MOYEBHHEI
KPOBH, HEUTPOTICHUSI

HononuurtensHas uHGopMarus 06 OTAETBEHEIX KOMIOHEHTAX

HexenarenbHeie p€akiuu, 0 KOTOPBIX paHEe co00IIaIOCh B OTHOLIEHHH KaXXa0ro U3 OTACIBHBIX
KOMIIOHCHTOB, TAaKXX€ MOIYT pa3BUBATbCI TIIPHA JICUCHHH KOMOHWHAIHeH BaJICapTaHa U
FAEAPOXJIOpOTHA3nuaa, JaXXE€ €CJIIH OHHU HE HaOMIOATHUCh B XO/I€ KJIMHUYECKHUX HCIBITAHUN WU B
TCUYCHHUC MMOCTPETUCTPATHOHHOTO II€pHO A,

Tabnuna 2. YacToTa BOSHUKHOBEHUS HEKENATEILHLIX PEAKIIHH, BBI3BAHHBIX BAICADTAHOM

Hapymenust co cTopoHbI KPOBH U TUMGATHYECKOH CHCTEMBI

YacToTa HEU3BECTHA CHmXeHHe  ypOBHS  reMorjoOuHa, CHH)KECHHE
reMaTOKpUTa, TPOMOOLIUTONIEHUS

Hapymenusi co CTOpoOHbI HMMYHHOI CHCTEMBI

YacToTa HEU3BECTHA [Ipoune  peakuum  TUNEPYYBCTBUTETBHOCTH  /
JUIEPTUYECKHUE pEeaKLUM, BKJIIOYAs CHIBOPOTOYHYIO
6071€3Hb

Hapymenusi co ctopoHbl 00MeHa BeMeCcTB H MUTAHNIS

YacToTa HEU3BECTHA [loBbllmeHHE  ypoOBHS ~ Kajlii B CBIBOPOTKE,
TUIIOHATPHEMHUS

Hapymenusi co CTOPOHBI OpraHa ¢JIyxa i CHCTeMbI Ja0HPHHTA

Heuacto | Bepruro

HapymeHnusi co CTOpOHBI COCYI0B

YacToTa HEU3BECTHA | Backymut

HapymeHnsi co CTOPOHBI XKeJTyI0YHO-KHIIEYHOT0 TPAKTA

Heugacto | Boms B oGacTy xuBOTA

HapymeHusi co CTOPOHBI Ne4YeHU U KeJTUEeBbIBOASIIHX MyTeil

YacTtoTa HEH3BECTHA | IoBemmeHue 3Havenuit nokasaresnei (GYHKIUHU TIEYSHH

Hapymennsi co CTOpOHBI KOKH H MOAKOKHBIX TKAHEH

YacToTa HEU3BECTHA | AHrHOS1EMa, CHINB, 3y

HapymeHnsi co CTOPOHBI MOYeK H MOY€BbIBOISIIIUX My TeM

YacToTa HEU3BECTHA | IToyeyHast HEIOCTATOYHOCTb

Tabnuma 3. YacTtoTa  BO3HHMKHOBEHHS  HEXEJIATEIbHBIX  PEaKIUd,  BBI3BAHHBIX

THAPOXJIOPOTHA3UIOM

['uapoxnopoTHasu MUPOKO IPUMEHSUICS Ha MPOTSHKEHHH MHOTHX JIET, 3a49acTyio B 0oJee
BBICOKHX [I03aX, 4eM mpu mpueme Bambscakopa® H 80. [ManueHTsl, NpHHAMABIIME THA3ULIHBIE
OUYPETHKH B Ka4eCTBE MOHOTEpANuH, BKIIOYAs THIPOXJIOPOTHA3UM, COOOINATH O CIETYIOMIHX
HEXEeNaTeIbHBIX PeaKIIHsX:

JloOpokayecTBeHHbIE, 3/I0KAa4YeCTBEHHbIe HOBOOOPA30BAHHA W  HEYTOYHEHHBIE
HOB00Opa30BaHNUSA (BKJIIOYASI KHCTHI H MOJIHIIbI)
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YacroTa HEe U3BECTHA

HemenanoMHEIH pak Koxku  (6a3abHOKJIETOYHAS
KapLUHOMA U IJIOCKOKJIETOYHAsS KapLuHOMa)' .

Hapyumienusi co cTopoHbI KPOBH H THM(PATHYECKOH CHCTEMBI

Penxo

TpomGoruTonenus, HHOrAa CONMPOBOXKAAEMAas
ypaypoi

Ouens penko

ATpaHyJIOLHTO3, JIEHKOIEHHSI, TEMOJIUTHYECKAs
aHeMHs, MOIaBJIeHHEe (hYHKIIMH KOCTHOTO MO3Ta

YacToTa HEU3BECTHA

ATmactTayeckass aHeMHs

HapymeHusi co cTOpOHBI HMMYHHOMH CHCTEMbI

O4eHb peaxo

| Peakiuy runepyyBCTBATENBHOCTH

Hapymemm CO CTOPOHBI o0MeHa BemecTB M MUTAHUN

OueHs yacTo

['unoxanueMus, yBelH4YeHHE YPOBHS JTUIIHAOB KPOBU
(B OCHOBHOM I1pH 00Jiee BBICOKUX J103aX)

Yacto

FHHOHanI/IGMI/IH, THIIOMAarHueMHusi, THIICPYPUKEMUA

Penxo

['unepkanblUeMus, THIIEPTITHKEMHUS, TITHKO3Y PUS,
YXYILUIEHUE COCTOSIHUS, CBA3aHHOIO C 0OMEHHOM
BEIECTB, IIPH caxapHoM auabere

OueHpb penko

FHHOXHOPCMH‘{CCKHﬁ AJIKaJI03

HapymeHusi nCHXHKH

Penko

| Jlenpeccusi, paccTpoicTBa CHA

HapymieHust co CTOpOHBI HEPBHOI CHCTEMBI

Penko [ ["onoBHas 60k, TOJIOBOKPYIKEHUE, TAPECTE3UH
Hapymenus 3peHus
Penxo Hapymenus 3penus

YacToTa HEU3BECTHA

OcTpast 3aKpBITOYTOJIbHAS IIIayKOMa, XOPUOUJATIbHBIN
BBIIOT

HapymeHusi co CTOPOHBI cepala

Penxo

| Cepreunas aputmus

Hapymemiﬂ CO CTOPOHBI COCYAOB

Yacto

| TTocTypabHas THIOTEH3US

CPEAOCTECHHSI

Hapymennss co CcTOpOHBI AbIXaTeJIbHOH CHCTeMbl, OPraHoB TPYAHOH KJIETKH H

OueHb penko

JlpIxarenpHas HeIOCTATOYHOCTh, BKITIOYAs THEBMOHHUT
U OTEK JIETKHMX, OCTPBI pPECIUPATOPHBIA IUCTpecc-
curapoM (OPJIC) (em. pasnen 4.4)

HapymieHusi 0 CTOPOHBI YKeJIYyI0YHO-KHIIEHHOI0 TPAKTA

Yacto

HOTepH AIreTUTa, JICrKas TOIMHOTAa U pBOTa

Penxo

3amop, 60J1b B )KUBOTE, AHAPES]

OueHb penKo

[TaHKpeaTuT

Hapyme}mﬁ CO CTOPOHLI ITCYCHH H XKC/ITYCBLIBOAANIHX ﬂyTeﬁ

Penxo

BHyTpUIIe4eHOYHBIH X0JIeCTa3 UITH JKENTyXa

HapymieHust co CTOPOHBI MOYEK M MOYEBBIBOASIINX MyTeii

YacToTa HEU3BECTHA

Hapymenue ¢yHKIuu
HEJI0CTaTOYHOCTh

IIOYECK, OcCTpas IOoYCHHad

HapymeHnusi co cTOpOHBI KOKH H MOAKOKHBIX TKaHEH

YacTo KpanuBHNIA U UHBIE BU/BI ChIITU
Penxo doToceHCHOMITH3AIUS
[ 20.02.2024 | [Crp12m321 |
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Ouenp pelKo Hexkpotusupyromuif  BacCKyJqMT M TOKCHYECKHH

SIUJCPMATBHBIM  HEKPOIH3, 3PUTEMATO30M0J00HbIE
KOXXHBIE PEaKIWH, pEeaKTHUBALlMs KOXHOW KpacHOH

BOJTYAHKH
YacroTa HEU3BECTHA MynetudopmHas spuTeMa

O0mue HAPYLIEHHS H COCTOSIHHE MECTAa BBEJIeHHS Mpenapara

YacToTa HEU3BECTHA | Tuneprepmust, acTeHus

HapymeHust cO CTOPOHBI CKeJIETHO-MbIIEYHOI H COeTHHUTEIBbHOI TKAHH
YacroTa HEU3BECTHA MBpIeuHsIH crniasm

HapyuieHusi co CTOpOHBI PeNpPOIYKTHBHOMH CHCTEMbI H MOJIOYHOH JKeJIe3bI
Yacto | IMnoTeHIms

'HemenaHoMHBIN pak KOXH: HAa OCHOBAHHM WMEIOIIUXCS JaHHBIX OIHIEMHUOIOTHYECKUX
ucciaenoBaHul  ObUTa  BBIBICHA KyMYJIATHBHAs [J(0303aBUCHMas  B3aHUMOCBS3b  MEXKIY
runpoxsoporuasunoM # HMPK (cm. pasnensr 4.4 u 5.1).

CoofureHne 0 N0A03PeBaEMbIX HEKENATENBHbBIX PEaKIIUIX

BaxxHo coofmarek O TMOJO3pEeBAaEMBIX HEKENATENbHBIX PpEAKUUAX IOC/IE  PETHUCTpaldy
JIEKapCTBEHHOTO TIperiapaTa ¢ LEeNbl0 00eCnedeHNs HeNPEephIBHOIO MOHUTOPHHIA COOTHOIIEHHS
«IOJIh3a-PUCK» JIEKAPCTBEHHOrO Mpemapara. [IpocuM MeAHIMHCKHX PabOTHHKOB COOOINATH O
MOOBIX  TOJ0O3PEBAEMBIX HEXENATEIbHBIX PpEeaKkUUsX JIEKapCTBEHHOrO IIpermapaTta uepes
HALMOHAJIBHBIE CUCTEMBI COOOINEHHsS O HEXENaTeJbHBIX pEaKUUsX M HEN0CTaTOUHOH
3 PEKTUBHOCTH.

4.9 Ilepeno3upoBka

CHMIITOMEI

[Tepeno3upoBKka BajicapTaHa MOXET IPUBECTH K BBIPOKEHHOW T'MIIOTEH3HH, KOTOpPas MOXKET
BBI3BATh IOTEPIO CO3HAHHsS, COCYAMCTBIM Koymanc u/unu oK. [Ipu3Haku mepeno3supoBKH
THIPOXJIOPOTHA3Ua — TOIIHOTA, COHJHBOCTH, THIIOBOJIEMHSI W 3JIEKTPOJIHMTHBIE HapyILIEHHS,
COIMPOBOXKAAIOIIUECS CEPACYHBIMU aPUTMHUSMHU U CIIA3MOM MBIIIILI.

Jleuenue Fu it

TepamneBTudeckue MEpPONPUATHS 3aBHCAT OT BPEMEHH INpHEMa, THUIA U TSKECTH CHMIITOMOB,
COCTOSIHUSI CUCTEMBI KPOBOOOPAILIEHUSI, YTO UMEET NIEPBOCTENIEHHOE 3HAYECHHUE, | .|

[Tpu pa3BUTHH apTepHATBEHON THIIOTEH3UH MAIMEHT JO/DKEH HAaXOAMUTHCS B IOJOXKEHUH JIEKA Ha
CIIMHE, BHYTPHBEHHO BBOJSAT COJIEBBIE PacTBOPLL BaicapTaH He BBIBOAUTCS IPH FEMOIUANIH3E 3a
CYeT MPOYHOW CBSI3U C OeaKaMu  IUIa3Mbl, a THAPOXJIOPOTHA3UT MOXKET OBITh yaaleH
reMOIHAIH30M,

5. DPAPMAKOJIOTUYECKHE CBOHMCTBA
5.1 ®apmakogHHAMHYECKHE CBOHCTBA

dapmakoTepaneBTudeckas rpymnmna: CpeacTsa, BIUSIOMHE Ha pEHHH-aHTHOTEH3HHOBYIO CHCTEMY .
AHTaroHUCTHI perentopos anrnotensuna Il u quyperuxu. Kox ATX [CO9DAO3].

Bancapman/zudpoxnopomua3zuo

B [BOWHOM CIIETIOM, paHIOMH3MPOBAHHOM aKTUBHO-KOHTPOJIMPYEMOM HMCCJIENOBAHHUH Y
MALMEHTOB, KOTOPLIE HE TOJIYYHIM aJeKBATHOTO KOHTPOJIS apTEepHalbHOTO [aBJIEHMS IIpH
NPUMEHEHHH  THAPOXJIOpOTHAsHaa B Jo3e 12,5 Mr, MOAy4YyaBHIMX  KOMOWHALMIO
BaJICAPTaH/THAPOXIOPOTHAZUL 80/12,5 MT, HaOII01aI0Ch CHIKEHHE  CPEIHEro
cucronuueckoro/muactomuueckoro AJl (14,9/11,3 MM pr. CT.) MO CpaBHEHMIO C MAalMCHTAMHU,
TIOJTY4aBIIMMHU TOJNBKO THApoxjIopoTHasua 12,5 mr (5,2/2,9 MM pT. CT.) ¥ THAPOXJIOPOTHA3HA 25
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mr (6,8/5,7 mm pt. ct1.). Kpome Toro, Gompmmi néoxfeij gﬁaHI/ICHTOB OTBETWJI Ha TEparuio
KoMOuHanuel Bascapran/ruapoxioporuasuy 80/12,5 mr (quacronuueckoe AJ[ < 90 mm pr. CT.
uau cHmwkenue > 10 MM pt. c1.) (60%) IO CpPaBHEHHUIO C IPHEMOM THAPOXJIOpOoTHasuaa 12,5 mr
(25%) u runpoxnoportuasuia 25 mr (27%).

B 1BOWHOM .ciermoM, paHZOMHU3MPOBAHHOM aKTHBHO-KOHTPOJIMPYEMOM HCCJIENIOBAHHH Y
Mal[MeHTOB, KOTOpBIE HE MOJYyYWIM aJeKBAaTHOTO KOHTPOJIS apTepHAIBHOTO JaBIEHHS IpH
IPUMEHEHUHU BajicapTaHa B J03e 80 MT, MIOJTyYaBIIUX KOMOHHAIHIO
BaJICAPTaH/THIPOXJIOPOTUAZU]T 80/12,5 MT, Ha0JII01a710Ch CHIDKEHHE  CpEeIHEero
cucronnueckoro/auacronudeckoro AJ[ (9,8/8,2 MM pr. CT.) IO CpaBHEHHIO C MNAlUEHTAMH,
MIOJTy4aBIIUMHU TOJIbKO Basicaptad 80 mr (3,9/5,1 mm pr. ct.) u Bancaptan 160 mr (6,5/6,2 MM pr.
ct.). Kpome Toro, GosbLIvii MPOIEHT MalMeHTOB OTBETHI Ha (uactoimudeckoe AJl < 90 mm pr.
CT. WM CHHXeHHe > 10 MM pT. cT.) Tepamuro KOMOMHAIUel BajicapTaH/THIAPOXIOPOTHA3ULI
80/12,5 mr (51%) mo cpaBHeHuto c¢ mpuemoM Baicaprana 80 mr (36%) u Bancapran 160 mr
(37%).

B nBoifHOM ciemoM, paHIOMH3MPOBAaHHOM, IUIANe00-KOHTPOIUPYEMOM - HCCIEIOBAHUH
(axTopHOrO Ju3aiiHa CPaBHHBAJIUCH pa3IHYHBIE J103Bl KOMOUHAIHH
BaJICAPTAHA/THIPOXJIOPOTHA3HAA C HMX COOTBETCTBYIOUIUMH KOMIIOHEHTaMH. [Ipu cpaBHEHHU
wiane6o (1,9/4,1 mm pt. cT.), ruapoxiopotrasuna 12,5 mr (7,3/7,2 MM pt. cT.) u BasncaptaHa 80
mr (8,8/8,6 MM pT. cT.) HaubGonblnee cHWXEeHHE cpenHero AJ[ Habmomanoch NpHU IpHEMe
KoMOuHaIMi BancapTad/ruapoxioporuasux 80/12,5 mr (16,5/11,8 mm pr. ct.). Kpome Toro,
OoNpIIM IPOLIEHT MAIIUEHTOB OTBETU Ha (auactonudeckoe AJl < 90 MM pT. CT. HJIH CHUIKEHHE >
10 MM pT. cT.) Tepanuio koMOuHarued Bancapran/ruapoxyioporuasux 80/12,5 mr (64%) no
cpaBHeHUIO ¢ mnanedo (29%) u rugpoxnoporuazugoM (41%).

B KOHTPOMUpPYEMBIX KIMHHYECKHX HCCICNOBAHUSX BajIcapTaH + THAPOXJIOPOTHA3U
HaOJTI0JaJIOCh 10303aBHCHMOE YMEHBIICHHUE KAl B CHIBOPOTKE KpoBH. CHIDKEHHE Kaaus B
CBIBOPOTKE KPOBU BCTpeUaioch 00Jiee YacTO Y MAI[HEeHTOB, MOTYyYaBIINX TMIPOXJIOPOTHA3UA 25
MI, 4YeM Yy TMalMeHTOB, IMOJy4YaBIIMX TIHApoXjopoTHasun 12,5 Mmr. B KOHTponupyembIx
KJIHHAYECKHX HCCIIEIOBAHHSIX KOMOHHAIHI BaJICApTaHa/THAPOXIOPOTHAZU 1A
THIOKATHHEMHYeCKUH 3G (eKT  THApoXJIOpOTHAa3Mga  YMEHBIIAJICS B pe3yJbTaTe
KaJTiiicOeperaromero 1eiCTBrs BacapTaHa.

BrnaronpusTHOE BO3/eiCTBHE BajicapTaHa B KOMOWHALMK C THAPOXJIOPOTHA3UAOM HA CMEPTHOCTh
H 3a00JIeBa€MOCTh  CEPAEYHO-COCYAUCTONH CHCTEMBI B HACTOSIEE BpEMsl HEHU3BECTHO.
ONUIEMHOIOTHUECKHE MCCIIEOBAHUS TI0KA3aJd, YTO JIUTEIBHOE JICYCHUE THAPOXIOPOTHAZHIOM
CHIDKAET PUCK pa3BUTHSI CEPACUHO-COCYAUCTON CMEPTHOCTH U 3a00JIEBAEMOCTH.

Bancapman
BancapraH siBiseTCs IEpOPATbHBIM CENIEKTHBHBIM aHTAarOHUCTOM PELETITOPOB aHTHOTeH3UHa [1.

OxaspiBaeT H30MpaTeNnbHOE aHTaroHHUCcTH4UecKoe paeiictBue Ha peuentopsl ATi. CheacrBuem
Omokansl AT (-penenTtopoB sBISETCS MOBBIIICHHE IJIA3MEHHOW KOHI[EHTPAIlUU aHrHoTeH3uHa [I,
KOTOPBIH MOJXXET CTHMYJIUpOBaTh He3abJOKHpOBaHHBIE perentopsl moxruna AT, uyTo
MPEeANOJIOKUTENbHO — perynupyeT dddexkter  ATi-penentopoB, Bancapran He  uMeeT
arOHUCTHYECKOM AaKTUBHOCTH B oTHoweHHH ATi-penentopoB. Ero cpoactBo k penenropam
noaruna AT npumepro B 20000 pa3 Gosnble, yeM k pernentopaM nmoaruma ATz, Bancapran He
BCTYIIAET BO B3aUMOICUCTBHE U HE OJOKUPYET PEHENTOPHl APYrMX TOPMOHOB MM HOHHbBIE
KaHaJIbl, Y4aCTBYIOLIHE B PETYIALNH QYHKIUN CEPAECIHO-COCY TUCTOH CUCTEMBI.

Bancapran He WHTHOMpYeT aHIHMOTEH3WH-TpeBpamaomui GepmenT (AIID), U3BECTHBIN Takike
MoJ Ha3BaHHEeM KHHMHA3bl 1I, KOTOpBIM IpeBpariaer aHrHoTeH3uH | B anruoreHsuH II u
paspyiaet OpaJuKuHuH. B cBs3u ¢ oTcyTcTBHEM BiausHus Ha AIID He noTeHnupyroTes 3QhexTsl
OpaguKkuHMHA W CcyOcTaHIMK P, MO3TOMy TIpH TIpHeMe aHTAaroHHCTOB AaHruoTeHsuHa I

120.02.2024 | | Ctp 14 m3 21




7387 -2019

MaJIOBEPOSITHO pa3BUTHE cyXoro kamuis. KiuHuYeckue HcclefoBaHUs, B KOTOPBIX BajcapTaH
cpaBHuBasCSl ¢ uHruoutopom AIID, mokasamu, 4To yacTOoTa pa3BUTUS CyXOro Kauuis Oblia
JOCTOBEPHO MeEHbIIE Yy OONBHBIX, MOJMYYaBIIMX BajicapTaH II0 CPABHEHHIO C OOJIBHBIMH,
nosyyaBiuMu uHruéutop AIlD (2,6% nporus 7,9% coorBercTtBerHO, P > 0,05). B knmunuyeckux
HCCJICOBAHUSAX y TALMEHTOB C KalUleM B aHAaMHe3e BO BpeMsi Tepanuu HHruOutopamu AlID
cyxod kamenb oTMmeuancs y 19,5% mnanuentoB, mnepeBeneHHbIX Ha BaincaptaH u 19,0%
MAlMEHTOB, [OJIyYaBIIMX THA3MHBIE OUYPETHKH IO CcpaBHEeHMIO ¢ 68,5% mnauuenTos,
noxy4asux uHrudutopa AII® (P > 0,05).

[Ipy jiedeHUH apTepuHaNbHON TMIIEPTEH3MH BaJCAPTaH CHIDKACT apTepHAbHOE IaBJCHHE, He
BJIMSAA Ha 4yacToTy cepiaeunblXx cokpamenudt (HCC). V GonbIIMHCTBA MAUEHTOB IOCNE TpHeMa
BHYTpPb pa30BOH J03bI NperapaTa aHTUTUIEPTEH3UBHEIH 3()(HEKT pa3BHUBAETCS B TEUCHUE 2 YacOB,
a MaKCHMaJIbHOE CHIDKEHHE apTepruanbHoro pasneHus (AJ]) mocturaercst B TeueHue 4 — 6 4acos.
AHTHIMIIEPTEH3UBHEIN 3G (EKT npenapara COXpaHSETCs B TeUeHHE 24 4acoB IIOCIIE €ro Ipuema,
[Tpn mOBTOpPHBIX Ha3HAYCHUSIX BajcapTaHa MaKCHMalbHOE CHUYKeHHEe AJl, BHE 3aBHCHMOCTH OT
1103, JIOCTHraeTcs 4epes 2 — 4 Helenu W MOJJICPKHUBACTCA Ha JOCTHTHYTOM YPOBHE B XOJ€
anuTenbHOR Tepanuu. KomMOuHaIus ¢ THAPOXIOPOTHA3UIOM MO3BOJISAET JOCTHYL 3HAUYHUMOIO
JOIOJHUTENBHOrO CHIDKeHHs AJl. B kxoMOHHanmum ¢ THAPOXJIOPOTHA3HIOM JOCTHUIAETCs
3HAYHUTEJIHOE JJOMOJHUTENILHOE CHUYKEHHE apTEPHATBHOrO IaBIEHUS.

Peskas oTMeHa BajicapTaHa He acCOLMUpOBANach C "PHUKOIIETHOMH"
HEXENaTeIbHBIMU KIIMHUYECKUMU SIBIIEHUSMH,

TUNIEPTEH3UEH MM IPYTUMH

B xone HabmoneHuit 6bUT0 BBIABICHO, YTO B Pe3yJIbTaTe MPHMEHEHHs BaJCapTaHa y MalueHTOB,
CTpaJaroIuX A1abeToM 2 TUIa ¥ MHKpoalb0yMUHYpHEl, CHIKAETCs BhIAEIEHHE Oeka ¢ MOYOil.,
B xome wuccnemoanums MARVAL ("CHmkeHne MHUKpPOAIbOYMUHYPHH TMPH [PHUMEHEHUH
BajicapTaHa') OLEHUBAJIOCH CHIDKEHHE BBIAeNeHHs Oenka ¢ mouoit (BBM) mpu mprmenenuu
BajicapTana (80-160 mMr/oauH pa3 B CyTKH) 110 CPaBHEHHIO C aMJIOTUIUHOM (5-10 Mr/oaus pas B
CyTKHM) y 332 mauueHTOB ¢ auabetom 2 Tuma (cpemHuit BospacT: 58 mer; 265 mamueHTOB
MY3KCKOI'0 I10J1a), CTpaJarollMX MHKpoalbOyMuHYypueld (BajcapTaH: 58 MKI/MHH; aMJIOIUITHH:
55,4 MKI/MHH), HOPMaJIbHBIM WJIM MOBBIIEHHBIM apTePUAbHBIM [aBICHUEM M COXPaHUBLIEHCS
no4evHoi GpyHKIHen (kpeaTuHUH KpoBu < 120 Mxmonw/in). Ha cpoke 24 nenenu BBEM cHusuinocs
(p <0,001) na 42% (- 24,2 mxr/musn; 95%-it JIU: — 40,4 o — 19,1) npu npuMeHEHUH BajicapTaHa
U npubmusurensHo Ha 3% (— 1,7 mxr/mun; 95%-it IU: - 5,6 no 14,9) npu mnpumeHeHHH
aMJIOJIMIIMHA, HECMOTPS Ha OAHHAKOBBIA YPOBEHb CHHUIXKEHHUS apTEepPHAILHOTO AABJIEHUS B 00CHX
rpymnax. B xoxme wuccnemoBanuss DROP (The Diovan Reduction of Proteinuria) 6Gbiio
IPONOJDKEHO HcceoBaHue 3G (hEeKTUBHOCTH BajicapTaHa B cHIDKeHHH BBM y 391 manumenta c
runeprersuedt (AJI=150/88 MM pt. cr.) u nuabGerom 2 Tuma, anpOymuHypHen (cpeanee=102
MKr/MuH.; 20-700 MKI/MHH.) U COXpaHHBINEHCS IOYeYHOW (yHKImeH (cpeqHHil mokasaress
KpeaTHHHHA B CBIBOPOTKE = 80 MKMOub/1). IlanieHTs! ObUTH paHAOMHU3HPOBAHEI IS MOy YeHUs
omHoH u3 3 no3 BaicapraHa (160, 320 u 640 mr/oguu pa3 B CYTKH) W MOJIyYadH JIEYEHHE HA
nporsbkeHud 30 Henmenb. llenmbro  uccnenoBaHus OBUIO YCTAHOBJIEHHE ONTHMAILHOM 03Bl
BajicapTaHa Juisi CHKeHUss BBM y GonbHBIX apTepHalibHON TMIIEpTEH3HeH ¢ auabeTtoM 2 THIa.
Ha cpoke 30 Hemens mpomeHTHoe uzMeHeHue BBM cymiecTBeHHO CHu3MIOCh Ha 36% 1o
CPaBHEHHIO C HCXOIHBIM YPOBHEM B pe3ysbTaTe NpUMeHeHus BaicapTana 160 mr (95%-it JIU: 22
no 47%), npu npuMeHeHHH Bancaprana 320 Mr cHmXeHHe cocTaBuiio 44% (95%-i JIU: 31 no
54%,). beu1 cpenan BbIBOA, 4To npuMeHeHHe 160-320 Mr BajcapraHa BBI3BAIO KIMHHYECKH
3HaYuMoe cHIKeHHe BBM y GonbHBIX apTepranbHOl runepTeH3uei ¢ 1uabeToM 2 TUma.

JlBa KpyNIHBIX pPaHAOMHU3UPOBAHHBIX KOHTposnupyeMmbix ucciemoBanusi ONTARGET (ONgoing
Telmisartan Alone and in combination with Ramipril Global Endpoint Trial) u VA NEPHRON-D
(The Veterans Affairs Nephropathy in Diabetes) usyunnu ucnons3oBanue uHruobutopos AIIO B
KOMOMHAUHUU ¢ 6JI0OKaTOpaMU pelenTOpoB aHrHoTeH3uHa 1.

Hccnenosanne ONTARGET 6b110 poBeIeHO ¢ yYacTHEM MALMEHTOB, CTPAJAIOIIUX CEPAEYHO-
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COCYAUCTHIMH 3a00JIeBaHUSAMH U 3a00JIEBaHUAMH COCY[OB TOJOBHOTO MO3ra, WM CaXapHbIM
JIrabeToM 2 THIIa, CONIPOBOXKIABLINXCS IPU3HAKAMH ITOBPEKAEHHS OPTaHOB - MUIIECHEH,

VA NEPHRON-D wuccnenoBanue ObUIO NPOBEACHO C Y4YacTHEM IAl[UEHTOB, CTPAJAIOLIUX
caxapHbIM AuaberoM 2 Tuma U auabeTudeckoi HedponaTue.

[To cpaBHEHHIO C MOHOTEpAmUedl 3TH HUCCIIEOBAHHUS HE MOKA3ald 3HAYUMOTO IOJOXKUTEILHOTO
BIIUSHUS Ha (DYHKIHIO TIOYEK W/MIIH UCXO/ CepPIeYHO-COCYIUCTHIX 3a00/I€BaHUN U CMEPTHOCTH, B
TO BpeMs Kak HaOIIOfalCs TIOBBIIEHHBIM pHUCK THIEPKATHEMHH, OCTPOH IOYEUHOMH
HEJJOCTaTOYHOCTH W/WJIM TUINOTEH3WH. B CBA3M ¢ aHaIOTHYHBIMH (hapMaKOJAHHAMUYECKUMHU
CBOMCTBaMU 3TH pe3yJIbTaThl UMEIOT OTHOIIECHUE U K ApyruM HAIID u GiokatopaMm peLenTopos
anryorensuHa II. TTostromy HAII® u Onokaropel penentopoB aHrHoTeH3uHA [I HE JOIKHEI
OJJTHOBPEMEHHO UCIIOJIb30BaThCs y OONBHEBIX ¢ AuabeTHueckoi HedponaTuen.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) uccnenoBanue ObUIO NpeAHA3HAYEHO JUIS BBIABICHUS IPEHUMYINECTB A00aBICHHS
aMCKUpeHa K cTangapTHOH Tepanuu HAIID umm x GrokxaropaM perenTopoB aHrHoTeH3uHa [I y
MAalMEHTOB C caxapHbIM JHa0€TOM 2 TUIA, XPOHUYECKOH I[10YE€YHOW HEIOCTATOUHOCTHIO,
CEpAEYHO-COCY IUCTBIMK 3a0oseBaHusAMHU. VccnenoBanue ObUIO MPEKpAIIEHO JOCPOYHO H3-3a
IOBBIIIEHHOTO PHCKA HEOIAarONmpUATHBIX HCXOM0B. VIHCYNBT W CMEPTHOCTH OT CepAedHo-
COCYAHMCTBIX 3a00JIeBaHUI HaOIIONANUCh Yallle B TPYIIE MalUeHTOB, IPHHUMABIINX ATUCKHPEH,
yeM B rpymnmne mtane6o. Taxxe B rpynme, NpUHHMABIICH AJIUCKUPEH, Yamle HaOIODaIHCh
HeXeJlaTeIbHbIE peaKUK (TUIIepPKATTHEMHUs], TUTIOTEH3US], TI0YeYHAas AUCHYHKIIHS).

Ludpoxnopomuasud :

MecTom neHCTBUS THA3UAHBIX JUYPETUKOB IIPEUMYILIECTBEHHO SBJISIOTCS AUCTAIBHEBIE H3BHUTHIE
[OYeYHblE KaHAJIbLBL. B KOPKOBOM ClI0€ MOYEK PpAaCIOJIOKEHBI PEeLenTopsl, o0ianaromiue
BBICOKMM CPOACTBOM H SIBJISIOLIMECS OCHOBHBIM MECTOM CBSI3BIBAHHUS THA3UIHBIX JUYPETUKOB,
rae npoucxoauT nopasneHue TpaHcnopta NaCl B gucranbHble H3BUTHIE KaHAIBLEL MeXxaHH3M
JOeUCTBUSA THA3UJAOB 0O0ycnoBileH HHrubupoBaHueM Ko-TpaHcmopra Na'Cle, Bo3aMoXHO,
BCJIEICTBHE KOHKYPEHLHUHU 3a MecTa TpaHcmopTa Cl-, 4To oxas3pIBaeT BIHSHHUE HA MEXaHH3MEI
peabcopOUUU 3JIEKTPOIUTOB: MPUOTHU3UTEIEHO B paBHOH CTEINEHH IIPSAMO YBEIHYHBAETCS
SKCKpELHsl HOHOB HaTpusl U XJopa. KOCBEHHO BCIENCTBUE JAHHOTO AUYPETHYECKOrO AEHCTBUS
OTMEUaeTcs yMEHbIIeHUe o0beMa IUTa3Mbl, B pe3yJIbTaTe Yero MOBBIIIAETCS aKTUBHOCTh PEHHUHA,
CEeKpelysl aJbJOCTEPOHA, BHIBECHHE C MOYOH KaJIUS M B PE3yJIbTaTe CHIDKCHHE KOHIEHTpAIlUH
KaJIUsl B CBIBOPOTKE KPOBH.

B3auMocCBsA3b MEXy pEHHHOM U albJ0CTEPOHOM OIOCPeAOBaHa aHTHOTEH3HHOM I, moatomy mpu
OJHOBPEMEHHOM IPHMEHEHHH BajcapTaHa CHMXKEHUE YPOBHS KU B CBIBOPOTKE SIBIISETCS
MEHEE BBIPAKEHHBIM, YEM IIPU IPUMEHEHUHU THAPOXJIOPOTHA3H/IA B BUIE MOHOTEPAIIUH,
Hemenanomubilf pak koxu. Ha OCHOBaHHH HMEIOIIMXCS MTAHHBIX SIHAEMHOIOTHYECKHX
HCCIIE0BaHUM, HAOIIONAETCS KyMYJIATHBHAS! I0303aBUCHMAsT CBSI3b MEXTy THAPOXJIOPOTHA3UIOM
u HMPK. Opno wuccrnenoBaHue BKIIOHYAZO MOIYJSIIHIO, cocTosmqyrd u3 71 533 ciyuaes
0a3aIbHOKIETOYHON KapIHHOMEI U 8 629 ciryuaeB IJIOCKOKJIETOYHOTO paKa, COOTBETCTBYIOIIUX |
430 833 u 172 462 KOHTPOJABHBIM TpyIIaM HaceJleHUs, COOTBETCTBEHHO. Lcrosp3oBaHue
BBICOKHX JI03 TujpoxyiopotHasuga (kymynastuBHo >S50 000 wmr) Obvuto CBSI3aHO €O
ckoppektupoBaHHbM OR B 1,29 (95% CI: 1,23-1,35) nns Ga3aibHOKIETOUHOM KapIHOMEI ¥ 3,98
(95% CI: 3,68-4,31) s IIOCKOKIIETOYHOTO paka, YeTkas B3aMOCBS3b 103a-0TBET HAOIIOMaIach
Kak A1 0a3albHOKIETOYHOH KapIMHOMBI, TaK M Ui IUIOCKOKJIETOYHOro paka. Jlpyroe
HCCIIEIOBAHUE ITOKA3aJI0 BO3MOXHYIO cBsI3b Mexay pakoM ry6sl (SCC) u Bo3aeiicteuem HCTZ:
633 cmyuast paka ryOsl OpuTH comocTaBiieHBl ¢ 63 067 KOHTPOJLHBIMH TpPYIIIAMH HAacCeJIeHHS,
UCIIOJIB3Ysl CTPATETUIO BBIOOPKU C yUETOM pHCKA. 3aBUCUMOCTh KyMYJISTUBHAS [103a-0TBET ObLIa
IPOJIEMOHCTPHpPOBaHa CO CKOppeKTHpoBaHHbBIM 3HaueHuemM OR 2,1 (95% CI. 1,7-2,0),
ysenuuuBaromumest 10 OR 3,9 (3,0-4,9) st BeIcOKO# KymyasTuBHOM 1036 (~ 25 000 mr) u OR
7,7 (5,7-10,5) nnst camoit BBICOKOM KyMyIaTUBHOM 10361 (~ 100 000 mr) (cM. Takxke paszaen 4.4).

5.2 ®apmMakoKHHEeTHYECKHE CBOCTBA
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Bancapman/2udpoxnopomuazuo

[Ipx OHOBPEMEHHOM IIPUMEHEHHUH C BAJICAPTAHOM CHCTEMHasl JOCTYITHOCTh THAPOXJIOPOTHA3KAA
cumxaercss npubmusurensHo Ha 30%. ComyTcTByromee NpHMEHEHHE THAPOXJIOPOTHA3HAA HE
OKa3bIBa€T CYIIECTBEHHOTO BIWSHHUS Ha KUHETHKY BayicapTaHa. Jl[aHHOE B3aWMOJIEHCTBHE He
BIUSIET Ha KOMOMHHUPOBAHHOE IPUMEHEHME BaJcapTaHa M THAPOXJIOPOTHA3UMIA, IIOCKOJIBKY
KOHTPOJIHpYEMbIe KIMHUYIECKHE UCIBITAHUS MPOAEMOHCTPUPOBAIH BEIPAKEHHOE TUIIOTEH3MBHOE
neiicteue, npesblnaonee 3Gdexr, JoCTUraeMBblil IPU IIpUEMe JAHHBIX JIEKAPCTBEHHBIX BEILECTB
I10 OT/IEJIPHOCTH HJIM 10 CPaBHEHHIO ¢ Ianeto.

Bancapman
Abcopbyus

[Ipu npueme BHYTph BaJicapTaHa MaKCHMaJIbHAas KOHIEHTpalHs B IUIa3Me JOCTUTaeTcs yepes 2-4
yaca. CpenHsisi BeqHunMHA abCOMIOTHOH OMOJOCTYNHOCTH BajcapTaHa cocTaBiseT 23%. [Ipuem
OUINMA CHYDKAeT BhifenieHue BaicapTaHa Ha 40% (onenuBaemoe nmo AUC) ¥ mUK IUTa3MEHHOM
kouneHaTpaud (Cmax) Ha 50%. Tem He MeHee, depe3 8 uacoB IOcCi€ MpHEMa Ipernapara
IUIa3MEHHBIE KOHLEHTpAllMM BajcapTaHa, IPHUHATOTO HATOIIAK W C IHINEeH, OIMHAKOBEIL
VYmenpmenne AUC  He  CONPOBOXKIAETCS  KIMHHYECKH  3HAYUMBIM  YMEHBIICHUEM
TepaneBThyeckoro 3¢ dexTa BajicapTaHa, II03TOMY IIpenapaT MOXHO NPUMEHSATh Kak 10, TaKk U
noce ezbl.

Pacnpeoenenue

PaBHOBECHBIN OO0BEM pacIipellelieHusl Ipernapara I0cjae BHYTPUBEHHOIO BBEAEHHs OKOJO 17
JIUTPOB, YTO CBUMAETEIBCTBYET O HEMHTEHCUBHOM DAaClpEeEICHHH BajJicapTaHa B TKaHIX.
BajicapTaH aKkTHBHO CBSI3bIBaeTCs ¢ OenkaMH CBIBOPOTKH (94 — 97%), mpeuMyIIEecTBEHHO ¢
CBIBOPOTOYHBIM aJIbOYMHHOM.

Buompancpopmayus

BuorpanchopManus BajgcapTaHa HE3HAYMTENIbHA, TOIBKO 0KOJO 20% m03el OOHApYKMBAETCS B
BUZE MeTabOJUTOB. B HH3KOM KOHIEHTpalMH B IUla3Me OblT oOHapy»eH ¢apMaKoIOTHYeCKH
HEeaKTUBHBIN TuapokcuMeTabonut (MeHee 4eM 10% Bancaprana AUC).

Buisedenue

BascapraH MOKa3bIBAeT MYJIbTHIKCIOHEHIHAIBHYIO KMHETHKY pacmaja (tize < 1 4aca u tinp
okouo 9 yacos). BayicapTan nperMyIeCTBEHHO SITUMUHUPYETCS ¢ GexanusaMu (0koso 83% mo3sr)
1 moukamMu ¢ Mouoii (okomo 13% [03bl), rIaBHBIM 0Opa3oM, B HEHU3MEHHOM Buze. [lpu
BHYTPUBEHHOM BBEICHMH IUIA3MEHHBIH KIMPEHC BajCapTaHa COCTAaBJISET MPUMEPHO 2 j/4ac u
moueuHbli kiupenc npumepHo 0,62 n/dac (okomo 30% cymmapHOro KiaupeHca). Ilepuon
T0JTy BBIBEIEHHS BajlcapTaHa COCTABIISIET 6 9acoB.

Tuopoxnopomuasuo

Abcopbyus

[locne mpuema BHYTpPb THIOPOXIOPOTHa3sua ObicTpo abcopOupyercss (tmax COCTaBIISIET
npubImM3uTeNbHO 2 vaca). B TepameBTHuYecKoM numanasoHe 103 cpenuss BenudnHa AUC
NpOMOPLMOHATBHO J03€. BvsHWe ' MUIIM HA BCACBIBAHHE THAPOXIOPOTHA3HIa HE HMeeT
KJIMHAYECKOro 3HaueHus. Ilocie. mepopalbHOrO MpHeMa THAPOXJIOPOTHAzuaa abCcoaroTHas
6uomocTymHOCTE cocTaBnseT 70%.

Pacnpeoenenue

Kaxymuiics 06beM pacripeneneHus cocTasiisieT 4-8 j/kr. LIMpKyIHpYyrOIIUH MHAPOXIO0THAZHN
cBs3bIBaeTcs ¢ 6enkamu ceIBOpoTKH ((40-70%), B OCHOBHOM C CHIBOPOTOYHBIMH alb0yMHHAMH.
['uApOXJIOpOTHA3HA TAKXKE HAKAIUTMBAETCS B SPUTPOLMTAX B KOHLIEHTPALMSX, IIPHMEPHO B 3 pasa
TIPEBBIIIAIOIUX KOHIEHTPAIMHU B IJIa3Me KPOBH.

Buvigeoenue
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FH,IIpOXJIOpOTI/Ia:’.I/III HpeHMyHIeCTBeHHO BBIBOOUTCSA B HEU3MCHECHHOM BHJIC. KOHC‘{HBIﬁ l'IepI/IOL[
IIOJI}'BBIBGJICHPISI COCTAaBIJISIET 6-15 JacoB. HpPI aneMe OOUH pa3 B JICHb HAKOIIJICHHUSA npenapaTa
MHUHUMAQJIBHBIC H HpPI HOBTOpHOM npneMe JO3EbI U3MEHEHUH B KUHETHKE I‘I/IIIpOXJIOpOTIrIaSI/I,Ela HE
MIPOUCXO/HUT,

Bonee ycM 95% HOFIIOI[ICHHOﬁ J03bI BBIBOJUTCS B HECHU3MEHCHHOM BHJE C MOYOIHA. HO'{e‘IHBIﬁ
KIIHpeHC COCTOHUT U3 HaCCHBHOﬁ (bHJILTpaHI/II/I U aKTHBHOi’I CereLIPIPI B HO‘{C‘IHBIC KaHaJIBIIbI.

Qcobuvie epynnvl NAYUEHIMOB

Iooicunvie nayuenmuol

He3naunTenbHOE MOBBIIIEHUE CUCTEMHOTO BO3ACHCTBHS OBUIO OTMEUEHO Y HEKOTOPBIX IOMKMIIBIX
NAlMEHTOB II0 CPaBHEHHWIO C MOJIOABIMM, OJHAKO O3TH JaHHEIE HE HMEIOT Kakoi-1u6o
KJIIMHUYECKON 3HAYMMOCTH.

HekoTopble HCCIENOBAHUS COOOINAOT, YTO CHCTEMHBIH KIMPEHC THAPOXJIOPOTHA3HA CHUIKEH
KaK y 3[I0POBBIX, TaK U y CTPafaOIIUX apTEPHAIbHOM THIIEPTEH3UEH MOXKHUIBIX MAIHEHTOB, 110
CPaBHEHHUIO C MOJIOABIMHU 3J0POBBIMH HOOPOBOJIBI[AMH.

Ilayuenmel ¢ Hapyuienuem QYHKYuu no4ex
[Ipy THpUMEHEHHH pPEKOMEHIOBaHHOW [o3upoBku Bamscakopa® H 80 ne Tpebyercs
KOPPEKTUPOBKA 103 AJIS MAI[HEHTOB C KIUpeHCcoM KpeaTuHuHA 30-70 Mia/MuH.

B HacTosiee BpeMs HET JaHHBIX 110 6e30macHoMy npuMeHeHHo Banscakopa® H 80 manumentamu
¢ KIEpeHcoM KpeaTHHHMHA < 30 MJI/MUH M NPOXOISIIUMU AUaIu3. Tak Kak CTENEHb CBSI3bIBAHUS
BajicapTaHa ¢ OelKamu I1Ja3Mbl BHICOKAsS, €r0 BEIBEIEHHE IPU FeMOAHATN3E MAJIOBEPOSTHO, B TO
BpeMs KaK JUIs BBIBEICHUS THAPOXJIOPOTHA3HIA HHATH3 3)(DEKTUBEH.

[lpy mo4Ye4yHOH HEZOCTAaTOYHOCTH CPENHME IIMKOBBEIE YPOBHH B IIasMe M 3HadeHus AUC
THIPOXJIOPOTHA3KA YBETHUHBAIOTCS, @ CKOPOCTh MOYEBOH 3KCKPEIHMM CHMIKAETCS, Y NMAlUeHTOB
C JIETKOM H YMEPEHHOM CTENEHBIO IMOYEYHOH HEJOCTATOYHOCTH HaONIONAeTCsl TPEeXKpaTHOE
yeenuyerne AUC ruspoxaopoTHasuza. ¥ MAlUEeHTOB C TSHKEIOH IOYeUHOH HeJOCTaTOYHOCTBIO
HaOmopaercs yBenmuueHue AUC ruzgpoxynopotuasuza B 8  pas.  [mapoxiopoTuaswuj
IIPOTHBONOKA3aH MallUEHTaM C TSKEJIOH IOYE€YHON HEIO0CTAaTOUHOCTRIO (CM. paszen 4.3).

ITayuenmul ¢ Hapywienuem QYHKYUU neveHu

B (apMakOKHHETHUECKOM HCCIEIOBAHHH C YYACTHEM IALMEHTOB, CTPAJAIOIIUX JIErKod (n = 6) u
YMEpPEHHOH (n = 5) CTENEHBIO NEYEHOYHOM HEIOCTATOYHOCTH, BO3AEHCTBHE BajicapTaHa ObLIO
pUOIM3UTENBEHO B 2 pa3a CHIIbHEE TI0 CPABHEHHUIO CO 37I0POBBIMH JOOPOBOIBLIAMHE (CM. pa3Jiesbl
42u44).

JlagHble M0 MPUMEHEHHUIO BajcapTaHa y IALUEHTOB C TSHKEIOH IEYEHOYHOH HENOCTATOUHOCTHIO
OTCYTCTBYIOT (cM. pa3zmen 4.3). 3aboiieBaHHE NEYEHH HE OKA3bIBAET CYLIECTBEHHOIO BIMSHMS Ha
(hapMaKOKMHETHKY THIPOXJIOPOTHA3HU/A, U CHUIKEHUE I03B] HE CUUTAETCS HEOOXOMUMBIM.

5.3 JlanHble JOKJIUHHYECKOM 0€30MacHOCTH

[TorennuansHass TOKCUYHOCTH KOMOHHAIUU BajiICcapTaHa H THIAPOXJIOPOTHA3Haa TIOCIE
NIepOpaJIBHOTO ITpHeMa H3ydajlaCh Ha KpbICaX M MapThHIIKaX B HCCICAOBAHHAX, ITPOJOIKABITHXCS
JIO LIECTH MECAIEB. HaHHLIX, KOTOpPBIE HCKIIKOYaJIA OBl HCIIOJIB30BAHUE TEPAIN€BTHYECKUX 03 VY
YeJjl0BEeKa, HE BBISIBJIEHO.

V3MeHeHHs I[I0 [PUYMHE HCIOJIB30BaHUS KOMOMHAIMH B HCCIENOBAHUSX XPOHHYECKOH
TOKCHYHOCTH, BEPOSITHEE BCEro, ObUIH BBI3BAHBI KOMIIOHEHTOM BajicapTaHa. 1 OKCHKOIOMHYECKUM
OpPraHOM-MHUIIEHBO ObITa IIOUKa, IPHYEM y MapTHIIEeK peaknus Oblia 60siee BEIPAXKEHHOMH, YeM y
kpbic. [IpuMeHeHHe KOMOMHALMH IPHUBETIO K MOBPEXACHHUIO To4ek (Hedpomarus ¢ TyOymnsapHoi
6a3ouiue, MOBBIIICHHE YPOBHEH MOUYEBHHBI, KpPEaTHHHHA B IUIa3M€ KPOBH M Kalusi B
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CBIBOPOTKE KpPOBH, YBEIHYEHHE OO0OBbEMA MOYM M COAEPXKAHHS 3JIEKTPOJIUTOB B Moue ¢ 30
MI/Kr/CyT BajicapTaHa + 9 MI/Kr/CyT ruapoxioporHasuja y kpsic u 10 mr/cyT Bancaprana + 3
MI/KT/CyT THAPOXJIOPOTHA3WIa Yy MApTHIIEK), BEPOATHO, 3a CYET M3MEHEHHs IOYEUHOMH
reMOZIMHaMUKH. Y KpbIC 9TU 10361 B 0,9 ¥ 3,5 pasa npeBhImaoT MAaKCHMAIBHYIO PEKOMEH/IYEMYIO
no3y s genoseka (MPJIY) BancapTana ¥ rMAPOXJIOPOTHA3UMAA, COOTBETCTBEHHO, B Mr/M2, J[is
MapTeIeK 3TH 10361 B 0,3 u 1,2 pasa NpeBBINAIOT MAaKCHMAJIBHYIO PEKOMEHIYEMYIO 03y JUTs
uenoBeka (MPJIY) BancapraHa u THIPOXJIOPOTHA3UAA, COOTBETCTBEHHO, B MI/M? (pacyeTsl
NpEANoJIaratoT  MepopalbHYyr0 103y  BaincapraHa 320 Mr/meHr B COYETAaHUH ¢
TUJIPOXJIOPOTHA3HIOM 25 MI/IEHb U MAlMeHTa ¢ Maccoii Tena 60 kr).

Beicokue 10361 KOMOHMHAIUM BajcapTaHa M THIPOXJIOPOTHA3HAa IIPUBEIM K CHHYKEHHIO
[IapaMeTPOB 3PUTPOLUTOB (KOJMYECTBO SPHUTPOLUTOB, T€MOIVIOOHNH, reMaTokput, ot 100 + 31
Mr/xr/nens y kpeic ¥ 30 + 9 Mr/kr/neHs y mapreinek). Y Kpbic 9TH 1o3sl B 3,0 u 12 pas
IPEBBIIAIOT MaKCHMAaIbHYIO PEKOMEHAyeMyro no3y mis denoBeka (MPIY) Bancaprana wu
rUAPOXJIOPOTHA3KIA, COOTBETCTBEHHO, B Mr/M% VYV mapreimex st go3el B 0,9 u 3,5 pasa
NIPEBBINAIOT MAaKCUMAIBbHYIO PEKOMEHIyeMyro no3y s uenoBeka (MPJIY) Bajicaprana wu
THAPOXJIOPOTHA3KMAA, COOTBETCTBEHHO, B MI/M? (pacueTbl MPEATONaraioT MepOpaTbHyIO 103y
Bayicaptana 320 MI/IeHb B COYETAHHH C THAPOXJIOPOTHA3UIOM 25 MI/IEHb U MAIMEHTa ¢ MacCoi
tena 60 kr).

Y MapThIeK HaOIIOJAINUCh TOBPEXKAECHHUS CIM3UCTOM 000m0uky xemyaka (ot 30 + 9 mr/kr/cyr).
[TpumeHeHHe KOMOMHALMK TaKXKe NMPUBOAMIO K runeprniaasuu ah(epeHTHBIX aTepHos B MMOYKax
(ot 600 + 188 mr/kr/mens y kpbic 1 oT 30 + 9 MI/KT/AeHs y MapThIIeK), [Ji1 MapThIIEK 3TH 10351
B 0,9 u 3,5 pasa npeBeIIAlOT MaKCHUMAaJIbHYIO PEKOMEHAYyEMYIO A03y s denmoeka (MPJIU)
BaJIcapTaHa U CHIPOXJIOPOTHA3U/IA, COOTBETCTBEHHO, B MI/M2. V KpbIC 3TH J03bI B 18 u 73 pasa
MPEBBIIIAIOT MAKCUMAlbHYI0 PEKOMEHAyeMyro no3y ans denoeka (MPIY) Bancaprana u
THAPOXJIOPOTHA3H/IA, COOTBETCTBEHHO, B MI/M? (pacueTsl MPEAINoJaraloT MepOpaTbHYI0 03y
BajicapTaHa 320 MI/IeHp B COUYETAaHUH C THAPOXJIOPOTHA3HAOM 25 MI/OEHB U MallHEHTa C MacCoi
tema 60 Kr).

BrieynomsHyTele 3G (EKThI, M0-BUAUMOMY, 00yClIOBIEHB! (apMaKOJIOTHIECKUMHE dddhekTamu
BBICOKHX 03 BajicapTaHa (010Kaza MHTMOMPOBAHUS BEICBOOOYKICHUS peHHHA, HHIYIIHPOBAHHOTO
aHruoTeH3uHoM I, co cTUMynsIUed peHUH-IPOAYUPYIOMUX KIETOK), a TAK)Ke BO3HUKAIOT MU
npuMeHeHuH UHrHOuTOpoB AIID. DTH pe3ynbTaThl, IO-BUAMMOMY, HE HMEIOT OTHOLICHHS K
[IPUMEHEHHUIO TepaleBTUYEeCKUX 103 BaJICApTaHa y JIOEH.

KombOunamuu BajicapTaHa MW THAPOXJIOPOTHasHaa HE TECTHPOBAIH Ha MYTAar€HHOCTD,
XpOMOCOMHBIC HapymeHUsA j50)0%8 KaHICPOIr€HHOCTE, IIOCKOJIBKY HET JA0Ka3aTCJIbCTB
B3aHUMO/ICHCTBHUS MEXIOY AOBYMSA BCHICCTBAMH, OmHako 3TH TECTHI IIPOBOJUIIACE OTHACIBHO C
BaJICApTaHOM MW THAPOXJIOPOTHAZHAOM M HC JaJIH HHKAKHUX [OOKa3aTCJIbCTB MYTAar€HHOCTH,
XpOMOCOMHBIX HapymeHnﬁ WA KaHIOCPOTECHHOCTH OJIg BajiCapTaHa, a TaKXX€ MYTAar€HHOCTH HJIU
XpOMOCOMHBIX HapymeHHﬁ IJIs1 TUAPOXJIOpOTHA3HU /A, HeKOTOpBIe OKCIICPUMCHTAJIBHBIE MOJEIIH
MpEAOCTAaBUIIH JABYCMBICJICHHBIC JOKa3aTeJIbCTBa KaHIIepOI‘CHHOﬁ aAKTHBHOCTH
THAPOXJIOPOTHA3H A,

V KpBIC 1036, TOKCHYHBIE U MAaTEpPHHCKOro opranusma (600 Mr/Kr/neHs) B Te4€HHE MOCTEAHIX
JqHel OepeMEeHHOCTH U JaKTalluM NPUBOAWIN K CHHIXKEHUIO BBDKMBAEMOCTH, CHIDKEHHUIO BEca U
3aMEVICHUIO DPa3BUTHS (OTCIOCHHE YIUHOM PpAKOBUHEI M OTKPBITHE CIyXOBOTO IIPOXOja) y
notomcTBa (cM. pasmen 4.6). OTu 103wl y Kpbic (600 Mr/xr/meHs) npuOausuTensHo B 18 pas
MPEBHIIIAIOT MAKCHMAIBHYIO PEKOMEHIYEMYIO 03y 4elloBeKa B MI/M? (pacdeTsl IPeINoiararoT
nepopaibHyo 103y 320 MI/OeHs AJ MalueHTa ¢ Maccoi Tena 60 Kr). AHaJOTHYHBIE Pe3y/IbTaThl
ObUIM IOJIyYeHBl TPH MPUMEHEHWH BaJcapTaHa/THAPOXJIOPOTHA3UAA y KpPhIC H KpONHKOB. B
HCCIIeI0BAHMSIX pa3BUTHS 3MOpHOHa U I1ofa (cermeHT II) ¢ BancapTaHOM/THIPOXIOPOTHASUIOM
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Ha KpbICaX H KpOJHKaxX HE OBLIO JOKa3aTeNIbCTB TECPAaTOTr€HHOCTH, OJIHAKO HalJo1anach
(I)CTOTOKCI/I‘IHOCTB, CBsA3aHHAaA C MaTCpPIHCKOﬁ TOKCHYHOCTBIO,

6. DAPMALIEBTUYECKUE CBOMCTBA
6.1 IlepeveHs BCIIOMOTraTeIbHBIX BEIIECTB

Aopo mabremku.

JIakTO3bI MOHOTHAPAT

[lemtto103a MUKPOKPUCTAIINYECKas!
Marnus creapar

Hatpust kpockapmeiniosa

[ToBunon K 25

KpeMHUsI TTOKCH] KOJUIOUIHBIH G€3B0HEIH

ITnenounas obonouka:
I'unpomesuiosa 2910

Turtana quokcun, E 171
Maxkporo:n 4000

XKeneza oxcup xenTsiid, E 172
XKenesa oxcun kpacHbIi, E 172
6.2 HecoBMecTUMOCTD

He nmpumenumo

6.3 Cpok roiHOCTH

S et

6.4 OcoObie Mepbl MPEI0CTOPOKHOCTH NPH XPAHEHUH

XpauuTh npu Temmeparype He Beume 30 °C.
XpaHUTh B OPUTHHATBHOH YIIAKOBKE C LEJIBIO 3aIUTHL OT CBETA ¥ BJIArd.

6.5 XapakTep u coaep:KaHHe NEPBHYHOH YIAKOBKH

14 TabneTok, MOKpPBITBIX IIEHOYHOH o6omouxoi, B OGmucrepe m3 IIBX/IIS/MIBAX mnnenku
aTIIOMUHUEBO# (Qosbru. 1, 2 6aucTepa ¢ JINCTKOM-BKIIAIBIIIEM B KAPTOHHOH KOpoOKe.
15 TabneTok, MOKPBLITBIX IUIEHOYHOU o6onoukod, B Omucrepe IIBX/TIO/MIBJX mnnenku
ATIOMHAHMEBO#H Gosbru. 2, 4 6rucTepa ¢ JIMCTKOM-BKIIAIBIIIEM B KADTOHHOH KOpOOKe.

6.6 OcoGble Mepbl NpPeJOCTOPOKHOCTH TMPH  YHHYTOXKEHHH  HMCIOJb30BAHHOIO
JIeKAPCTBEHHOT0 TMpenapaTra HWIH OTXO0A0B, TNOJY4YE€HHBIX II0CJE€ MPUMEHEHHUs
JIEKAPCTBEHHOT0 MpenapaTa Wik paboThbl ¢ HUM.

Hert oco0bIX TpeOOBaHUM K YTUIM3AIMH.

Bech OCTaBIIMICS JEKAPCTBEHHBIH IIpenapaT U OTXO/bI CIEAYEeT YHHUYTOXHUTE B YCTAHOBIEHHOM

TIOpSZKE.

6.7 YcnoBusi oTnycKa

[To peuenty Bpada
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7.  JAEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

KPKA nx.1., HoBo mecto, [IImapberka 1iecra 6, 8501 Hoso mecto, CnoBeHust

IIpeacraBuTeNb AeprKATEsl PErHCTPALMOHHOrO yAocToBepenus B Pecrybiuke benapycs

IIpencraButensctBo AknuoHepHoro Obmecrsa «k KRKA, TOVARNA ZDRAVIL, D. D., NOVO
MESTO» (Pecny6iinka CrnoBenus) B Pecybnuke Benapycs: yn. @umumonosa 25T, oduc 315,
220114, r. Munck, Pecny6muka benapyce, Ten/cdaxc: +375 740 740 9230, E-mail:

info.by@krka.biz.
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