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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOT'O IIPETIAPATA /7, e 50401

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

BAJILCAKOP® HJT 160 TabieTku, TIOKPBIThIE TUIEHOYHOM 06009K0M, 160 Mr/25 Mr
Bancapman/euopoxnopomuasuo (valsartan/hydrochlorothiazide)

2. KAYECTBEHHBIN U KOJJUMYECTBEHHBII COCTAB

1 Tabnerka, MOKpBITas IUICHOYHOH o0O0o0j04YKOM, comepkuT 160 Mr BaicapraHa u 25 wMr
THAPOXJIOPOTHA3HA.

BcnomoraTenpHbIE BEIECTBA C H3BECTHEIM IEHCTBHEM:
- 1aKTO3bI MOHOTHPAT (34,25 MT), 4TO COOTBETCTBYET 32,54 MT JIAaKTO3EI.

BcrnomorarenbHble BeIECTBa IEPEYHUCIICHEI B pasjene 6.1.
3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE IJIEHOYHOH 000JI0YKOM.
OBanbHble, IBOSKOBBITYKIIbIE TAOIETKH, MOKPHITHIE INICHOYHOH 000JI0YKOH CBETIO-KOPHYHEBOTO
[BETA.

4. KINMHUYECKAS YACTH
4.1 Iloxka3zaHHus K NPUMEHEHHIO
JleyeHue >cceHIIMANBHON apTepHaIbHON THIIEPTEH3HH Y B3POCTIBIX.

Banscakop® HJ[ 160 moxasas 1Is Je4eHHs apTepHAIbHOM TMIEPTEH3UH Y MAlHEHTOB, JaBleHHe
KPOBH KOTOPBIX HE KOHTPOJIUPYETCS MOHOTEpaiel BaicapTaHOM HIIH THAPOXIOPOTHA3HIOM.

4.2 PeskxuM J03HMPOBAHUSA U CIIOC00 MPHMEHEeHHUS

Peoicum do3uposanus

PexoMenioBanHas 103a Banscakopa® HJI 160 coctaBisieT ojHa TabieTka, MOKpHITas II€HOYHOM
060510uK0l, B IeHb. PekoMeHIyeTcsi TUTpOBAaHHE J03bl OTAEIBHBIX KOMIIOHEHTOB. B KaxioM
KOHKPETHOM cllyyae HeoOXOOUMO KOHTPOJMPOBATh THUTPOBAHUE C IOBBIICHHEM O3B
WHIUBH/IYaJTbHBIX KOMIIOHEHTOB C LENBI0 COKPALIEHHUS PUCKA PA3BUTUS THUIOTEH3HH M HHBIX
HEeXeJaTeJIbHBIX PeaKIui.

[Tpy HaTMYMK KIHHHYECKHX OCHOBAHUN MOXKHO pacCMaTpUBAThH IPSIMOI Mepexo]l C MOHOTEpaniu
Ha KOMOMHHpOBaHHBIM JIeKapCTBEHHBIM Ipernapar ¢ (UKCHPOBAHHON M030H y MAlMEHTOB, Ybe
apTepHalbHOE JAaBJICHHE HEJIOCTATOYHO KOHTPOJIHMPYETCSs MOHOTEpamnuel BajcapTaHOM HITH
THPOXJIOPOTHA3HIOM, IPH YCJIOBHH KOHTPOJIS 3a PEKOMEHIOBAaHHOHW IMOCIEN0BATEILHOCTBIO
THTPOBAHHS 03 WHIUBHIYAJIbHBIX KOMIOHEHTOB.

Knuanueckuii otBet Ha Banscakop® HJI 160 nosmkeH olleHUBAThCA 1OCIIe Havana Tepanuu. Eciu
apTepralbHOe JaBJIE€HHE HE KOHTPOJIMPYETCS, TO J03a MOXET OBITh yBeIMYeHa IIyTeM
YBEIWYEHUs] 103 OTAEJBHBIX KOMIIOHEHTOB [0 M&KCHMMBM’?}I@E ;ggn@pnauun
BajicapTaHa/ruzipoxnoporuazuaa 320 Mr/25 mr. < h ‘i“\-\g:-.\
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VY GoNBUIMHCTBA MAIMEHTOB MaKCHMAaIbHBIH 3¢ dexT Habmopaercs uepes 4 Henenu. OfHAKO yis
HEKOTOPHIX IalMEHTOB MOJXKeT moTpeGoBarhes 4-8 Henmenb. HeoOXomuMo 3TO yUHMTHIBATE NpHU
THTPOBAHHUHU J03.

Cnocob npumenenus
Banscaxop® HJ[ 160 MOXXHO NMpHHMMATh HE3aBHCHMO OT NPHUEMA ITUIIH, 3alKBas JOCTATOYHBIM
KOJINYECTBOM BOJIBL

Ocobuvle epynnsl NAYUEHMOB

Ioueunas HedocmamoyHoCMb

He tpebyercss W3MEHEHHs [03bl JEKAPCTBEHHOrO Iperapara IMaliHeHTaM C He3HAYHTENbHbIM U
yMEpEeHHBIM HapylieHHeM (GYHKIMH Modek (CKOpocTh KiryGoukoBoi Quubrpaunuu (CK®) >30
MJI/MHH). BenepcTBue Hanuuus Cpear KOMIIOHECHTOB Banscakopa® HJ[ 160 rugpoxsiopoTiasmsa,
3TOT JIEKAPCTBEHHBIM IpenapaT MPOTHBONOKA3aH IMPH TSDKEIOH IOYeYHOH HEJOCTATOYHOCTH
(CK® < 30 mu/mMuH) 1 aHypuu (cM. pasznenst 4.3, 4.4 u 5.2).

Hapywenue ¢pynkyuu nevenu

VY NalMeHTOB ¢ HE3HAYMTEIbHBIM M yMEPEHHBIM HapylleHueM (YHKIHUH IedeHH 6e3 Xojecrasa
1032 BaJIcapTaHa He JoJDKHA npeBsimath 80 Mr (cM. paszen 4.4). He TpeGyeTcst KOPPeKLUH 103l
FHIPOXJIOPOTHA3UAA Yy ITAIMEHTOB C IEYEHOYHON HENOCTATOYHOCTHIO JISTKOM M YMEPEHHOH
CTENeHbIO TSIKECTH. BCIIE[CTBHE HaIM4Hs KOMIIOHEHTa Baicaprana Bamscakop® HJI 160
MIPOTMBOMOKA3aH IMALHEHTaM, CTPAJAIOIUM TSDKEJIOH IIEYCHOYHOH HEJOCTaTOYHOCTRIO C
GUIIHAPHBIM IEPPO30M U XolecTa3oM (cM. pasaensl 4.3, 4.4 1 5.2).

Hooicunvie nayuenmol
He TpebGyeTcsi KOppPEKTHPOBKA 03B! VIS MOXKHIIBIX ITAIHEHTOB.

[Teouampuueckue nayuenmol
Bamscakop® HJ[ 160 He pekomeHIyeTcs NpHHUMATh AeTAM Miagme 18 et (B cBS3U C
OTCYTCTBHEM JAHHBIX O 6€30MacHOCTH U 3pHEKTHBHOCTH).

4.3 IlpoTuBONOKA3AHMS

e [UNepYyBCTBUTENHHOCT K  AKTHBHOMY — BEIIECTBY, JOOBIM  CylnbhOHAMHIAM KM
BCIIOMOTATe bHBIM KOMIIOHEHTaM Ipernapara, IepedrcIeHHbIM B pasziene 6.1,

e Bropoii 1 TpeTuii TPUMECTPEI GEPEMEHHOCTH (CM. pasziensl 4.4 1 4.6).

o Tspkenas medeHOYHasl HEIOCTATOYHOCT, OMIHAPHEIN IIUPPO3 M X0JIecTas.

e Tspxenas nodyeynas HegoctaTrouHocTs (CK® < 30 mu/MuH), aHypHs.

e PedpakTepHas TMIIOKATHEMHs, THIIOHATPUEMHUs, THICPKATBIMEMUS UM CHMITOMATHYCCKAs
TUTIEPY PUKEMHSL.

e OOHOBpEMEHHOE  IMPUMEHEHHUE Banscakopa® HJII 160 ®  amMCKMPEHCOAEPIKALIUX
JIeKApCTBEHHBIX IIPENapaToB IIPOTHBONOKA3aHO MAlMEHTaM C CaXapHbIM auabeToM U
noueunoii Henoctatouroctbio (CK® < 60 mn/mun/1,73m?) (eM. pasnenst 4.5 u 5.1).

’/"‘_‘:."2-:.\_‘
4.4 Ocobble yKA3aHUS U MePbI MPEI0CTOPOKHOCTH NPH NPHMEHEHHH __~==77g d., Novo mg =,
3y

H3MeHeHHUs YPOBHEN CHIBOPOTOYHEIX 3JICKTPOIUTOB

Bancapman “
He pekoMeHIyeTCs OIHOBPEMEHHOE NpPHMEHEHHE Kannﬁconepmamh\ghnwéﬁ%x,
KaHiicOeperaroIMX Ny PEeTHKOB, KaTMACOAepKaIUX 3aMeHHTEIeH CONH VT ~HHBIX BEIIECTS,
CIOCOBHBIX TOBBICHT yPOBEHb Kaiusi (HampuMmep, TeMapuH, H  T.JL.). Heo6xonum
COOTBETCTBYIOIIHI MOHHTOPHHT YPOBHS KalTus.
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T'uopoxnopomuasuo

VMeroTcsi cOOOIIEHHMss O pPa3BUTHU THIOKAIHEMHH B - [IPOLECCEe  JICUCHHS  THA3HAHBIMHU
JIMy peTUKAMH, BKITFOYas THAPOXJIOPOTHA3H, PeKoMEeHyeTest 4acThI MOHUTOPUHT YPOBHS KaslHs
B CHIBOPOTKE.

JledyeHne THA3MIOHBIMH JUYPETUKAMHM, BKJIIOYas TUAPOXJIOPOTHA3HI, MOXET BBI3bIBATH
TMIIOHATPHEMHIO W THIOXJIOpeMHuuecKuil ankano3. Tuasuzsl, BKIIOYas THAPOXJIOPOTHA3UL,
TMOBBIIIAIOT YPUHAPHYIO OKCKPELMIO MAarHus, 4YTO MOXET IPUBECTH K THUIIOMAarHUCMHUH.
THasumHBIE OWYPETHKA CHIDKAIOT —OSKCKPEIMIO  Kajbllks. JTO  MOXET INPHUBECTH K
TUIIEPKATBIIUEMHUH,

KaxaoMy ManUdeHTy, HIPUHUMAIONIEMY OWYPETHKH, 4YEpe3 COOTBETCTBYIOIIME MPOMEXNYTKH
BpEMEHH HEOOXOAUMO OCYILIECTBISTh IEPHOAMYECKMH KOHTPOIb YPOBHS OJJIEKTPOIMTOB B
CBIBOPOTKE.

I[TanuenTs! ¢ AeGUIMTOM HATPUS W/HITH XKUIKOCTH

[TanuenTsl, NPUHUMAIONIME THA3UIHbIE AWYPETHKH, BKIKOYAs THUIAPOXJIOPOTHUA3H[I, HOJDKHEI
06CeIoBaThCs Ha HATMYUE IPU3HAKOB HapyIIeHHs OajlaHca JIEKTPOIUTOB U KUAKOCTH.

V HaInMeHTOB, CTPAJAIOIUX BEIPAKEHHBIM N€(QUIIUTOM HATPUS W/UIIM KUIKOCTH, TPHHAMAIOIIUX
GoMBIIHE H03BI JUYPETHKOB, B PEAKUX CIIydasX B Havaje Teparnuu Banscakopom® HJI 160 moxer
pa3BHTBCA CHMIITOMATHYecKasi rHmoTeHsHs. [lepex Havamom JedeHUS Banscakopom® HJI 160
HE0OX0 MO BOCCTAHOBUTE COEPIKAHUE AIEKTPOIUTOB H KUIKOCTH B OPraHU3Me.

[lanueHThl, CTpafalolIue TsDKEJIOW 3acTOMHON CepHeYHOM HENOCTATOYHOCTBIO WM WHBIMH
3a60JIeBAHUSIMH, COMPOBOXIAIOIUMHUCS CTUMYJISIMEH PEeHUH-aHTHOTEH3WH-AJIbI0CTEPOHOBOH
CUCTEMBI

B ToM ciyuae, €ciid y MAuHeHTOB (QYHKIHS MOYEK INIaBHBIM 00pa3oM 3aBHCHT OT AEATEIBLHOCTH
PEHUH-aHTHOTEH3UH-ATBI0CTEPOHOBON CHCTEMBI (HAalpUMep, TAIMEHTBI, CTPafaromke THKeI0H
CepeYHON HEIOCTATOYHOCTBIO), JIEYeHHE MHIHOMTOpPaMH —aHTHOTCH3HMH-NIPEBPALAONIEro
hepMeHTa MOKET COMIPOBOYKIATHCS PA3BUTHEM OJIUTYPHHU H/HITH TPOTPECCUPYIOIIEH a30TEMHH, H,
B PpEIKMX ClydasX, OCTPOH IOYEUHOH HEeIOCTaTOYHOCTHIO. besomacHoe TNPUMECHEHHE
Banscakopa® HJI 160 y mNauMeHTOB, CTpajaiolMX TSOKETOH 3aCTOHHOM —CepaedHOH
HEJOCTATOYHOCTHIO, HE yCTAHOBJIEHO. [103TOMy HENb3si UCKIIOUMTH TOT (aKT, YTO BCIEACTBHE
MHTUOUPOBAHMS JESTENBHOCTH pPEHUH-aHTHOTEH3UH-/IbJ0CTEPOHOBON CHCTEMBI NPUMEHEHUE
Banscaxopa® HJI 160 MokeT BBI3BIBaTh HapylleHHE (yHKIMHM MOYeK. TakuM NalUeHTaM He
cnemyet npuMensTs Banscakop® HJT 160.

CreHO03 MOYeYHOU apTepuu

[TanpeHTaM C ABYCTOPOHHHMM CTEHO30M [TOYEYHBIX apTepPHi MM CTEHO30M IOYEYHOU apTepHH
eIMHCTBEHHON MOUKH He cliefyeT npuHuMarh Bamscaxop® HJI 160 st eueHus apTepHaibHO
TUIEpPTEH3MH, YTOOBI W30eKaTh NOBBIIIEHHS YPOBHS MOYEBHHBI KPOBH H CBIBOPOTOYHOTO
KpeaTUHHHA.

[TepBUYHBIN THIIEPATHIOCTEPOHU3M :
[TaIieHThI ¢ IEPBUYHBIM THIIEPATBI0CTEPOHU3MOM HE TOJKHBI IPUHUMATE Banscakop® HJI 160,
[IOCKOJIBKY MX PEHHH-aHTHOTEH3UH-AJIbJI0CTEPOHOBAs CHCTEMa HE aKTHBUPOBAHA.

CTeH03 a0pPTHI ¥ MUTPATIBLHOIO KianaHa, 00CTPYKTHBHAS THIIEPTPOGUIecKas KapIHOMUOIATHS

Kak # mpw IpMeMe APYTHX Ba30AUIATaTOPOB, CIEAYeT COOMIOAATh OCOOYIO , OCTOPOXKHOCTH
MalnyeHTaM, CTPaJaolldM CTEHO30M a0pThl M MHTPAIbHOTO Knan%ﬁﬁﬁjﬁﬁﬁ!@y}j@gwoﬁ
runepTpoduuecKkoil KapAMOMHOIIATHEH. 755> VAR

Hapymienue GyHKIHY TOYEK 5
TMaupentam ¢ HapyureEusMu dynxun nodek (CK® > 30 mu/mun) He Ppebyercs H3MEHEHU
nekapcTBeHHOro mpenapara (cMm. pasgen 4.2). Ilpy HasHaYeHHMH “Ha ® H
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MalKeHTaM, CTPaJalolUM HapyUICHHSIMH QYHKIUH IOYeK, PEKOMEHIyEeTCs . OCYIIECTBIIATE
NepHOIMIECKHH MOHUTOPHHT CBIBOPOTOYHOTO YPOBHS Kaylusd, KpeaTHHUHA U MOYEBOH KHUCIIOTEL

TpancmtaHTaIMs [TOYEK
B HacTosIee BpeMs OTCYTCTBYET ONBIT 0€30MacHOro INPUMECHEHUS Banscakopa® HJ[ 160 y
MALUEHTOB, HEAABHO TIEPEHECIINX TPAHCIIAHTAIUIO TTOYEK.

Hapymenue QyHKIMY IEYEHH

TlanpeHTaM, CTPAJAIONIMM JIETKAM WM YMEPeHHBIM HapymeHHeM QyHKuuM medeHn Ges
xXoJectasa, cnenyer npuruMars Bamscakop® HJT 160 ¢ ocTopoxHOCTEIO (eM. pasaenst 4.2 1 5.2).
Taxke ¢ OCTOPOXKHOCTBIO HEOOXOAMMO INPHHHMATh THA3HUIHBIC IHYPETHKH Yy MANUEHTOB C
HapylIeHHeM (YHKIMH [E€YEHH WIM IPOTPECCUPYIONUMHU 3a00JICBAHUSIMHU IEYEHH, TaK Kak
HEe3HAUNTEIbHOE W3MEHEHME JKHAKOCTH M 3JIEKTPOJIMUTHOTO OajaHca MOXET YBEIHYHTh PHCK
BO3HMKHOBEHHSI IEYEHOYHBIX KOM.

AHTHOHEBPOTHYECKHUH OTEK

O BO3HHKHOBEHHHM aHTMOHEBPOTHYECKOrO OTeKa (B TOM YHCIE OT€Ka TOPTaHH U TOJI0COBOM
LeJTH), IPUBOJIAIIETO K OBCTPYKIMH AbIXATENbHBIX IIyTed /UM OTEKY JIUIA, TyO, [IOTKA H/UiH
S3bIKA COOOIIATIOCH Y TAIMEHTOB, MOTy4YaBIIUX BaicapTaH. Y HEKOTOPBIX W3 STHX MAllMEHTOB
OTMEUEH aHTHOHEBPOTHYECKHH OTEK B aHAMHE3€ IPU NPHMEHEHHH APYTUX IMPENaparoB, B TOM
yycyIe ¥ IIPU IIPUMEHeHHH HHrHOHTOpoB ATID.,

[Ipy pasBUTHM AHTHMOHEBPOTHYECKOTO. OTEKA CJIEAYET HEMEICHHO NPEKPaTHTh NPUMEHCHHE
Banscaxopa® HJT 160. TToTopHOe IpiMeHEHHKE perapaTa MPOTHBOIIOKA3aHo (cM. pasjen 4.8).

CucreMHag KpacHasl BOJIYaHKa
[Ipd TpUMEHEHHWH THA3UIHBIX IHYPETHKOB, BKIIOYas THIPOXIOPOTHA3HI, coodbmmanocs 00.
000CTpEHHH UITH AaKTHBALMH CUCTEMHON KPACHOH BOJTYAHKH.

[Ipounre HapylieHUs 0OMeHa BEIIECTB

Tuasuguple JHYPETHKH, BKIIOYas THAPOXJIOPOTHA3MI, MOTYT H3MEHATh TOJIEPAHTHOCTE K
[JIFOKO3€ ¥ IOBBIIATH CHIBOPOTOYHBIE YPOBHH XOJIECTEPHHA, TPUIIHIEPUIOB H MOYEBOH
KHCIOTEL. [lallMeHTaMm, CTpamarolliM IHabeToM, MOXET IOTpeOOBaThCsi KOPPEKTHPOBKA 103
WHCYJIHHA WX TIEPOPATBHBIX THIIOTTIHKEMHYECKHX CPE/ICTB.

Tuasuabl MOTYT YMEHBIIATh YPUHAPHYIO 3KCKPEIHMIO Kalbllds U BBI3BIBATH CKauyKooOpazHoe U
HE3HAUUTEJIbHOE IIOBBIIIEHHE YPOBHS KalbLUi B CBIBOPOTKE IIPH OTCYTCTBHH M3BECTHBIX
HapylleHui MeTabou3Ma Kalblus. BeIpaXkeHHas THIICPKAIBLUCMHS MOXET OBITH IPU3HAKOM
OCHOBHOTO THIeprapatupeouausma. [IpueM THasHI0OB [ODKEH OBITh IIPeKpamieH Iepen
IPOBEIEHHEM HUCCIIEAOBaHIN QYHKIIUM MapaliTOBUIHOM JKETE3bl.

®DOTOUYBCTBUTEIBLHOCTD

[Ipy mpueMe THA3UIHBIX AHYPETHKOB COOOmMANOCh O ClydasX BO3HUKHOBEHHS pEaKIHH
dortouyBscTBUTENIBHOCTH (CM. pasaen 4.8). Ecnu nanHbie peakiiy BOSHHKAIOT B IIEPUOJL JIEUCHHS,
PEKOMEH/IyeTCs IPeKpaTHTh JeueHue. Eciu BO300OHOBIEHHWE IpueMa IHYPETHKA ABIIACTCS
HEOOXOIMMBIM, PEKOMEH/TYEeTCsI 3alHINaTh 00/IydaeMble 00JIaCTH OT COJTHIA HITH HCKYCCTBEHHBIX
YOA-myuen.

bepeMeHHOCTh
AHTarondcTsl penentopoB axruoTeHsuHa II (APA II) He crexyer npHHHMATh BO BpEMS
OepemeHHOCTU. Eciy mpomo/nkeHHe Tepanuu APA II He cunuTaercs HEOOXOAUMBIM, MTALIUEHTKH,
MIAHAPYIOIIKE  OEPEeMEHHOCTh,  MODKHBI ~ OBITH  MEPeBEICHBl ~ HAa  IbTEPHATHBHEIC
AHTHTUICPTEH3UBHBIE ~METO[BI  JIEYEHHs, KOTOpbIE WMEIOT YCTAHOBJICHHBIH MPOQuIlL
Ge30MacHOCTH I MCIIOJIB30BaHUs BO BpeMs GepemenHocTd. [lpu ycmgyg{ge}if@iﬁé@gﬁnocm
teparmus APA Il momkHa ObITh He3aMEIUIMTENRHO NMpPEKpallleHa, H, ?/c“n%ae He06xom1"'\gm,
HA3HAYEHO AJIFTEPHATUBHOE jieucHue (CM. pasziensl 4.3 u 4.6). v
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C OCTOPOYKHOCTBIO MPHHMMATH NAIMEHTAM C THIIEPYYBCTBUTEIBHOCTBIO K MHBEIM OJIOKaTOpam
penentopoB aHruoTeHsuHa II. Peakiuu TrumepuyBCTBHTENBHOCTH K THAPOXJTIOPOTHA3HIY
Hanboiee BEPOSTHBI Y NAIlUMEHTOB, CTPAJAIOIIMX AJUIEPTHEH 1 aCTMOH,

JIBoiinas 610Kaaa peHHH-aHTHOTEH3MH—aIbI0CcTepoHOBOM cucteMsl (PAAC)

CylIecTBYIOT JaHHBIE, YTO COBMECTHOE IpuMeHeHue uHrubutopoB AIID, OGrokaTopos
pelenTopoB aHrnoTeH3uHa II MM anucKUpeHa MOBHIIAET PUCK THIOTEH3HMH, THIICPKATIHEMHH, U
HapymeHus (QYHKIHH MOYek (B TOM 4YHCNE OCTpast MOYeyHas HENOCTaTO4YHOCTh). Berenctsue
nBoitHoi 6nmokanel PAAC xomOuHHpOBaHHOE IprMeHeHHe HHruburopo AIID, Grokxaropos
peLenTopoB aHruoTeH3uHa I win amuckupeHa He pekoMeHmyercs (cM, pasjensl 4.5 u 5.1).
[TpoBenenue nBoiiHO#N Gnokxansl PAAC (mpu abcomoTHOH HEOOXOMMOCTH) HOJDKHO MPOXOJHUTH
IO TINATEILHBIM HAOIONEHUEM CIIEHAUCTA U 00s3aTeIbHBIM MOHUTOPUHTOM (YHKIHH MOYEK,
BOJIHO-3JIEKTPOJIUTHOTO OayaHca U apTepUabHOrO AaBICHHUS.

CosMmecTHOE mpuMeHenue uHruoutopoB AII® u GroxaTopoB perentopoB aHruoreHsuHa II we
JOJKHO OBITH MCIIOJIB30BAHO Y MA[MEHTOB ¢ AHA0eTHUECKON HepomaTueH.

XOopHOHIAIBLHBIN BBIITOT, OCTpasi MUOTIUS ¥ BTOPUYHAS 3aKPBITOYTOJIbHAS [JIayKoMa

[IpumMeHeHHEe THIPOXJIOPOTHA3UAA,  Cylb(GOHaMHIa OBLIO CBA3aHO C BO3HUKHOBCHHEM
UIHOCHHKPA3UYIECKOM peakIiy, KOTOpas MOXKET IIPUBECTH K Pa3BUTHIO XOPHOUAAIBHOIO BBIIIOTA
c nmedexToM 3peHHs, OCTPOH TPaH3UTOPHOH OIHM30PYKOCTH M OCTPOH 3aKPBITOYTOJBHOU
riaykome, CHMITTOMBI BKJIFOYAIOT PE3K0e HA4al0 CHHIKEHHs OCTPOTHI 3pEHHs MK O0NIM B ri1a3ax
U OOB[MHO BO3HHKAIOT B TEYCHHE HECKOJBKHX 4YacOB HIJIM HENENb IOCIEe Hayana JICUEHHS.
HeneueHHas ocTpas 3aKphITOYTOJIBHAS TJIayKOMa MOKET IIPUBECTH K ToTepe 3peHus. [lepBuyinas
Tepanus 3aKJII0YaeTCsl B TOM, YTOOBI KaK MOXHO OBICTpee NpeKpaTHTh IpHeM npenapara. Moxer
noTpeOoBaThCsA CPOYHOE MEOUIIMHCKOE WM XHPYPrUYECKOE JIEYEHHE, €CIH BHYTPHUIJIA3HOE
JIABIIEHHE OCTAETCS HEKOHTPOJIHpYeMbIM. DakTOphI pHCKa pa3sBUTHs OCTPOH 3aKPHITOYTOIbHOI
71ayKOMBI MOTYT BKJTFOYATh aJUIEPTHIO Ha CyNb(OHAMU] MM IIEHULMIIMH B aHAMHESE.
Hemenanomuulil pak kooicu

B [BYX SIHIEMHOIOTHYECKHX HCCIEIOBAHUSIX HA OCHOBAHUHU JaHHBIX I[aTcxoro HALlUOHAIBHOTO
peecTpa OHKOJOTHHUECKHX 3a0o0jeBaHHM, OBUI BBIABIEH IIOBBINICHHBIH PHCK  Pa3BUTHS
HeMelqaHoMHOro paka koxu (HMPK) (GasamsHoknerounoit kapumHoMsl (BKK) m
mwiockokierounoit kapruHombl ([ICK)) mocne npumeHeHuss Oosiee BBICOKMX CYMMAapHBIX [103
TUPOXJIOPOTHA3HAA.

DOTOCEHCHOMIU3UPYIOIIEe  OeHCTBHE TUAPOXJIOPOTHA3UAA MOXKET  DPACIEHHMBATBhCA — Kak
BO3MOXHBIH MexaHu3Mm pa3utus HMPK. [lanuentoB, NpUHUMAOIIMX THAPOXJIOPOTHA3UI,
cieayeT mpouH(GopMupoBaTh 0 pucke pa3BuTHA HMPK, HE0OX0MUMOCTH pEryIsipHOi IIPOBEPKH
KOXKHBIX ITOKPOBOB Ha HAJIMYKE HOBBIX OUaroB U HEOOXOJUMOCTH HE3aMEIUTEIBHO COO0IIaTh 0
MOOBIX TIOM03PUTEIBHBIX HOBOOOpa3oBaHMAX Ha KoXke, [l CHHXKEHHsS DHCKa pPa3sBUTHS paka
KOXM TALMEHTaM CJIEAYET COOOIMUTH O BO3MOXHEIX MPO(QUIAKTHYECKHX MEpax, TaKuX Kak
OTrpaHMYEHHE BO3IEHCTBHS CONHEYHOro cBeTa U Y D-iyyeit, a B ciIydae BO3AEHCTBHS HEOOX0AUMO
MPUMEHATh aIeKBaTHYIO 3alUTy KOXHBIX IOKpoBOB. HeoOxoauMo B KpaT4aiiiue CpOKH
o6clieIoBaTh IOJO3PUTENIBHBIE TOPAKEHUS KOXKHBIX ITOKPOBOB, BKJIIOYAs THCTOJIOTHYECKOE
HccllefoBaHue OHONICHMHOr0 MaTepuaia. Y MmalueHToB, panee nepeHecmux HMPK, taxke Moxer
MOTPeGOBATECS IEPECMOTPETh HEOOXOAMMOCTh NPHUMEHEHHs THAPOXJIOpOTHasHaa (CM. pasien
4.8).

OcTphle NOpaXKeHUst AbIXATENbHBIX MYTEH
Coobmranoch 06 OUEHb PENKHMX TSKENBIX CIydasX OCTPBIX MOpPaKEHHMH [BIXATENIbHBIX ITyTeH,
BKJIIOUasi OCTPBIM pecrnupaTopHsi muctpecc-cunapom (OPJIC), Ha6nmna§y1ux0ﬂ J10cie ipuema

ruapoxsoporrasuaa. OTex Jerkux, Kak IpaBuiio, pa3sBUBAJICS B TEYCHH _ﬁﬁ:CKOTII:KI/IX MI/IHyT\Mmd\

JacoB II0CJI€ €ro IIpuema. HepBOHaanIBHI)Ie CUMIITOMBI BKJIKOY ,O,IIBIIIIK}', JIMXOPAOgK:-

HapylreHrne (DYHKIUM JIETKUX M TUIOTEH3uI0, IIpd Momo3peHHr Ha k)PlId bﬂ%ﬂYCT,’,OIMQi;Ig}}L A
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NpenapaT 1 HA3HAYHTH COOTBETCTBYIONIEE JeqerHe. [HAPOXIOpOTHASHL He CENyeT HasHauaTh

nanuentam ¢ OPJIC mocre nprema ruApOXJIOPOTHA3HA B AHAMHESE,
Banscakop® HJ[ 160 comepxut nakTo3y. [TalMEHTEl ¢ TaKAMH PEAKHUMH HACIEJCTBEHHBIMH
HapyIIeHUsIMH, KaK HEIEPEHOCUMOCTh TaJlaKTO3bl, JIaKTa3Has HEAOCTATOYHOCTh MM HAapyIICHHE

BCAChIBAaHUS TJIFOKO3BI-TaJIaKTO3bI, HE JOJDKHEI IPHHUMATH IIperiapar.

DTOT JIeKapCTBEHHBIN Ipenapar CoAepKUT MeHee 1 MMoutb HaTpus (23 Mr) B ofiHOH TabreTke, T.¢.
IpaKTHYECKH «0e3 HATPUsI».

4.5 BsaumoneiicTBHe ¢ [IPYrHMH JIEKADCTBEHHBIMH TMpernapaTtaMd H JApYrue BH/IbI
B3aHMOOEHCTBHSI

BsauMoneiicTBHUSI, CBSI3aHHEBIE C BAJICAPTAHOM U THAPOXJIOPOTHASHAOM

O0HospemenHoe npuUMeHeHue He PeKOMeHOYemcs

Jlumuti

OGpariMOe TOBBIIIEHHE CHIBOPOTOYHBIX KOHLEHTPAUMH JMTUS M TOKCHYHOCTH  ObUIH
3apEruCTPUPOBAHBl [IPU OJHOBPEMEHHOM mpueMe ¢ uHruouropamu AIID u THA3HIHBEIMU
JIMYPETHKAMHK, BKIOYAs THIPOXJIOPOTHasHA. M3-3a OTCYTCTBHS NAHHBIX 00 OJHOBPEMEHHOM
IpUeMe BajcapTaHa W JIMTHS [JaHHas KoMOHMHaIMs He pexoMmeHayercsd, Eciu Bo3HuKaeT
HEOOXOAMMOCTh  OJHOBPEMEHHOTO  IIpHEeMa YyKa3aHHOM  KOMOMHAIUHM, PEKOMEHIYeTCs
TINATEJILHBI MOHHTOPHUHT YPOBHS CEIBOPOTOYHOTO JIUTHS.

Qonospemennblll npuem, mpebyroujuli 0OCMoPOAHCHOCMU

pyzue anmueunepmen3ugHole npenapambl

Banscakop® HJT 160 MoxkeT ycuauBarh JeHCTBUE APYTHX MPENApaToOB ¢ aHTHIUIIEPTEH3UBHBIMU
CBOHCTBaMHU (HAIpUMep, TyaHEeTH/IHH, METHJIIONA, COCYI0PACIIUPSIOUINE CPEACTBA, HHIHOUTOPBI
AIl®, BPA, Gera-610kaTopsl, 6I0KaTOpPBl KalblueBbIX KaHanoB U [IMP (mpsmble MHMHOUTOPBI
pEHHHA)).

IIpeccoprbie amunbl (HOpaIpeHANH, aJpeHaIHH)
DheKT MpecCOpHBIX aMHHOB MOXET ociabeBars. KimHHueckoe 3HadeHHE 5TOro sddexra
HEHU3BECTHO M HE SBJISETCS OCHOBAHUEM [|JIs IIPEPhIBAHUS JICUEHHUS.

Hecmepouonvie npomugosocnanumenvhuvie cpeocmea (HIIBC), 6 mom uucne cenexmugHvle
unzubumopwr LJOI'-2, ayemuncanuyunosas kucioma (6onee 3 2/cymxu) u necenexmusnvie HIIBC
IIpu omuoBpemenHom HasHadeHumn HIIBC ¢ aHraroHucramu anruotensuHa Il u
THAPOXJIOPOTHA3MIAOM MOXKET IPOM30MTH ocnablieHHe aHTUTHIIEPTEH3UBHOIO  JCHCTBHS
nocnenuux. Kpome Toro, HaGmromaeTcss MOBBINEHHWE PUCKA yXyAUIEHHS (QYHKIHE MOYeK |
YBENIMYEHHs] CHIBOPOTOYHOrO Kamus. TakuM 00pa3oM, PEeKOMEHIYETCs MOHUTOPUHT (YHKIUHU
M0YEeK B Hayasle JIEYeHUs U aleKBaTHas TUApaTalys MalueHTa.

BzauMoieicTBUS, BaJIcapTaHa

Jléotinasn 6noxada penun - aunzuomensurogoli cucmemvr (PAC) 6rokamopamu peyenmopos
anauomensuna, uAIID unu anuckupernom

JlaHHBIE KJIMHUYECKMX HCIBITAHHM I10Ka3alnd, 4YTO MABOMHas Ojokaza pPEeHUH—aHTHOTCH3MH—
anprocTeporoBoi cuctemsl (PAAC) npu COBMECTHOM IIPHUMEHEHHH ¢ OI0KaTOpaMy perenTopon
aHrHoTeH3uHa, uHruoutopamu AII® HIIH aTHCKUPEHOM aCCOLUUPYETCs C TOBBIEHHBIM PUCKOM
BO3HUKHOBEHHs THIIOTEH3UH, THIIEPKATHEMUN U HAPYLICHUs (YHKIMH TOUEK-(BKIIIOUAd OCTPYIO

IHU e

TOYEYHYIO HEJOCTATOYHOCTE), B CPABHEHHH C MOHOTEpAnueH (CM. pa3,uem>IAf3 CXB SH Ty

/
)

He pexomeHOyemcs ucnonb306ams (2] Fins SoxymeHmos o
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Kanuiicbepezaiowjue Ouypemuxu, kaiuesvle 006a6Kuy, 3ameHumen Conu, cooepaicawjue Kanui u
opyeue eeuyecmea, nosbLUaloujue yYposens Kanus

[Tpu HEOOGXOAUMOCTH OJHOBPEMEHHOIO IIPHMEHEHHs BajicapTaHa ¥ JIEKapCTBEHHBIX IPENapaTos,
BIIMSIOIIHUX Ha YPOBEHD KaJIHs IIa3Mbl, PEKOMEHIYETCsI MOHUTOPHHT YPOBHS KaJIHs IIJ1a3MBlL.
Omcymcmeue 83aumooeticmeus

KnvHuyecku 3HAYUMBIX B3aUMOJICHCTBUI BajicapTaHa ¢ IpyTHMH JIEKAPCTBEHHBIMHE IpernapaTamMu
B HCCIEIOBAaHHMSX B3aMMOJEHCTBHS He OTMeuYeHo. Ilpemaparbl, NpPOTECTHPOBAHHBIC B
KJIMHAYECKUX MCCIIEMOBAHMAX, BKIIOUAIH B ceOsl MUMETHIHH, BapdapuH, QypoceMun, JUroKCUH,
aTEHOJION, MHIOMETALWH, THAPOXJIOPOTHA3HJ, AMJIONUNUH ¥ IIHOeHKIaMuA. JIMTOKCHH U
MH/IOMETAllMH MOTYT B3aMMOJEHCTBOBATH C THAPOXJIOPOTHA3UIOM, KOTOPEIH BXOIUT B COCTaB
Banscakopa® HJI 160 (cMoTpuTe B3auMOIeHCTBYS THAPOXIIOPTHASHLIA).

B3auMoaeHCTBUS THAPOXIOPOTHA3UIA

QOoHospemeHnHbIl npuem, mpebyiouull 0CMOpPOICHOCMU

IIpenapamul, enusrowjue Ha ypoeeHs KaNus Cbl8OPOMKL

['unoxamuemudeckuit 3QGHEeKT ruapOXIOPOTHAZKHA MOXKET MOBBICUTH OJHOBPEMEHHOE BBEICHUE
KaJIHIypeTHIECKUX AUYPETHKOB, KOpTHKOcTepounoB, cnaburensHbx, AKTI, amdorepununa,
KapOeHOKCOJIOHA, NeHHnWwuIMHa G, CaTUUUIOBOH KHUCIOTBI W €€ MPOU3BOAHBIX. [Ipn
HEOOXOIUMOCTH OTHOBPEMEHHOIO MPUMEHEHHUs C KOMOMHALMEH T'HIpOXJIOpPOTHA3HI-BajicapTaH
pPEKOMEHIyeTCsi MOHUTOPUHT YPOBHS KaIus B I1asMe (cM. pasnen 4.4),

JlexapcmeenHble npenapamol, KOmMopbvle MO2Ym 6bl3bl8amb AHCENYOOUKOBYIO MAXUKAPOUIO Muna
«nUpysm».

M3-3a puHCKa TUIOOKATHEMHH, IIPH [PHUMEHEHHH THIPOXJIOPOTHA3UAAa COBMECTHO C
JIEKapCTBEHHBIME IIperapaTtaMu, KOTOpble MOTYT BBI3BIBATH JKEIYIOYKOBYIO TaXUKapIMIO THUIIA
«TUpyIT», B yacTHOCTH, la u III kiacca aHTHAPHTMHUYECKUX U HEKOTOPBIX AHTHIICHXOTHYECKHX
CPEZCTB, CIIEIYET MPOSBISITH OCTOPOIKHOCT.

Jlexapcmeennvie npenapaml, 61UAIOUUE HA YPOBEHL CbIBOPOMOYHO20 HAMPUS
'unoHatpreMudeckuit 3Q(eKT IUypeTHKOB MOKET yCUIMBATHCS IIPH COBMECTHOM IIPHUMEHEHUH
JIEKApCTBEHHBIX IIPENapaToB TaKUX KakK, aHTUACIPECCAHTHl, AHTHIICUXOTUYECKHE IpPEnaparsl,
IPOTUBOSNMIENTHYECKHE U T.O. [Ipy [UIMTENBHOM NPUMEHEHHM OSTHX IIPENapaToB ClENyeT
co0III01aTh OCTOPOIKHOCTB.

Cepoeunbie enuxo3udwvl

B pesynbrare BO3HHUKINEH THIIOKAJIMEMHM WM THIOMarHMeMHM, CIIPOBOLIUPOBAHHON
THA3UIHBIMH JUYpPETHKAMH, MOTYT BO3HUKHYTH HexenaTelabHble 3((EKTHI, CIOCOOCTBYIOLINE
Pa3BUTHIO CEPJICYHBIX APUTMHU Ha OHE IMpHeMa CepIeUHBIX INIHKO3UA0B (CM. pasznen 4.4).

Conu kanvyus u eumamun D

[IpuMeHeHHE THA3HOHBIX OHYPETHKOB, BKJIOYAs THAPOXJIOPOTHA3UZ, C BHTAaMMHOM D MM
COJSIMHM  KaJbI[US MOJXET CIMOCOOCTBOBATh IIOBBINIEHHIO YPOBHS KajbI[Usl B CHIBOPOTKE.
OOHOBpeMEHHOE NPHUMEHEHHE THA3UAHBIX [AHYPETHKOB C COJNSMH KaJblHs Yy IIallUEHTOB,
IIPEIPACIONOKEHHBIX K THIIEPKATBIHEMUH (HallpuMep, THIEpHIapaTUpe03, 3JI0KaUYECTBEHHBIE
HOBOOOpa30BaHHS WJIH BHTAaMHH — [ —acCOIMHUPOBAHHBIE COCTOSIHUS) MOJKET IIPUBECTH K
THIEPKaIbLIUEMHUH 3a CUET YBEIHUYECHHS TyOyIApHOM peabcopOLuH KalbIysl,

IIpomusoouabemuueckue nexkapcmeenHvle npenapamul (A7 NEPOPAIBHOTO TNPUMEHEHHS U
UHCYJINH)
JleueHne THA3UIaMM MOMXET OKa3blBATh BIMSHHE HA TOJNEPAHTHOCTE K IJIOKo3e. Moker

HOTpCGOBaTBCﬂ KOPPEKTUPOBKaA IOO3bI HpOTI/IBOJII/Ia.GeTPI‘-ICCKI/IX IIeKapCTBeH§§P\'(T/PEQap¥E}TQB;,',,Zr'_h
'/\A’,k-‘ RS
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MET(bopMI/IH JOJDKEH IIPUMEHATBCS € OCTOPOXHOCTBIO  BCJICICTBHE pHCKa  pPa3BUTHA
JlaKkTaTaquao3a, BBI3BAHHOIO BO3MOXKHOM ITOYEYHOH HEIOCTATOYHOCTHIO, CBSI3aHHOU ~ C
TUAPOXJIIOPOTHA3HAOM.

Bema-6noxamopbul u Oua3okcuo

ComyTcTByIOmIee IPUMEHCHHE THA3HAHBIX JHYPETHKOB, BKIIOYAs THAPOXIOPOTHA3HL, C OeTa-
GNOKaTOpaMM MOXKET TIOBBICHTH PHUCK PA3BUTUsS THIEPIIMKEMHH. THa3HIHBIC IHyPETHKH,
BKJIFOYAs THAPOXJIOPOTHA3HI, MOTYT YCHIIMBATh 3P (EKT N1a30KCua.

Jlexapcmeennvle — npenapamel,  npumeHsemvle  Ons  aeveHus  nodazpvl  (IpOOEHENHT,
Cyb(OUHIUPA30H U aJUIOIY pPHHOJI)

MoskeT moTpeGoBaThCsi KOPPEKTUPOBKA AO03BI JIGKAPCTBEHHBIX IIPENapaToB, CMOCOGCTBYIOMIMX
BBIBEJICHUIO MOYEBOH KHCJIOTBI, IIOCKOJBKY THIPOXJIOPOTHA3UA  CIOCOOEH  MMOBBIIATH
CBIBOPOTOYHBIA YPOBEHb MOYEBOH KHCIOTBL MOXET BO3HHMKATh HEOOXOAMMOCTH IMOBBILICHHUS
JI03UPOBKYM MpoOeHenuaa Wi cynbhuHnupazoHa. CoOIMyTCTBYIOIIEE MPUMEHEHHE TUA3HIHBIX
JIMyPETUKOB, BKJIKOYAs THIPOXJIOPOTHA3UJ, MOXKET YBEIUUMTh YacTOTYy PAa3BUTHUS pEaKIui
THIIEPYYBCTBUTEIIBHOCTH K a/IONy PUHOIY.

Anumuxonunepauueckue JleKapcmeeHHvlie npenapamel U Opy2ue Cpeocmed, GAusiowue Ha
MOMOPUKY dIcenyoKa

BuonoctynnocTts Uy PETHKOB THA3UJOBOTO psna MOXET OBITH TOBBIIIEHA
AHTHXOMHEPTHYECKAMH JIEKAPCTBEHHBIMU I[IperapaTaMy (HalpuMep, aTpONHH, OWIEepHeH),
OYEBH/IHO, Ojaromapsi CHUIXXECHUIO MOTOPHKH JKEIIyJOYHO-KHIIEYHOTO TpakTa H CKOPOCTH
omycroineHus xemyaka. C Opyrodl CTOPOHEI, OXHAAECTCHA, YTO MPOKMHETHYECKHE MPEnapaThl,
TaKHe KaK [U3aIpHa, MOTYT CHU3UTh OHOJOCTYITHOCTh THA3HAHBIX HYPETHKOB,

Amaumaoun
Tuasuael, BKJIHOYAs THAPOXJIOPOTHA3UJ, MOTYT MOBBILATh PHUCK PA3BUTHS  HEXENaTeIbHbIX
peakiuii, BBI3BAHHBIX AMAHTAIHHOM.

Honoobmennvle cmonwi

AGcopOIHUs THA3HAHBIX JUYPETHKOB, BKIIIOYAs THAPOXIOPOTHA3K/, HAPYIIACTCA B MPUCYTCTBUH
XOJIECTHPAMHHA M KOJIECTUIONA. DTO MOXET IPHBECTH K cyO-TepameBTHYeCKOMY 3(dexty
THA3UIHBIX AUypeTukoB. ClieqoBaTeNbHO, THAPOXJIOPOTHA3U BBOJAAT, IO MEHBINEH Mepe, 3a 4
yaca JI0 WM Yepe3 4-6 4acoB MOCIe BBEACHUS CMOJI, UL TOTO YTOOBI MOTEHIMAIBHO YMEHBIINUTh
B3aHMMOJIEHCTBUE.

[Jumomoxcuueckue rexapcmeenHobl npenapamel (HampuMep, nuknodochamun, METOTpEKEArT)
Tuasuel, BKIKOYAS THIPOXJIOPOTHA3HI, MOTYT CHHXKATh [MOYEYHYIO SKCKPEIHMIO [IUTOTOKCHYHBIX
BEINECTB U IMOTEHLIMPOBATH HX MUEIOCYTIPECCUBHOE JIEHCTBHE.

Heoenonspusylowjue perakcanmel ckeiemnou Myckyiamypet (Hapumep, TyOOKypapuH)
Tuasuabl, BKIOYas THAPOXJIOPOTHA3UI, MOTYT ITOTEHI[UPOBATE I€HCTBHE IIPOU3BOIHBIX Kypape.

Luxnocnopun
ComyTCTBYIOIIEE MPUMEHEHHE IHKJIOCIIOPHHA MOXKET MOBBICUTh PUCK Pa3BUTHS rnnepypHKeMHH
U [TOIarpONOAO0OHBIX OCIIOKHEHHH.

Anxozonw, bapbumypamul U HapKOMUKU
O[HOBPEMEHHOE MPUMEHEHNE THA3UAHBIX AHYPETUKOB C BEIIECTBAMM, 008 1AI0IIIMH 3¢)(beKT0M
CHIDKEHHSI apTEpHAbHOTO JaBieHus (HampuMep, 3a CYET CHIDKCHHS CHMIIATHYECKOH
JIeSTeTbHOCTH LEHTPAJBHON HEPBHOW CHCTEMBI MJIM MPSAMOrO Ba3OIMIIATHPYIOLIEro ACHCTBHS)
MOJKET MPOBOLIUPOBATE OPTOCTATUYECKYIO THIIOTEH3HIO,

Memunoona i y 5

[20.02.2024 | ™ | ch S 21

’ ATy~
1 owere -
NI



O
OO

”
[/ U 19

! |

VIMeroTCsl OTAENBHBIE OTYETHI O PA3BUTHU IeMOIUTHYECKON aHEMUH Y MTAHCHTOB, OAHOBPEMEHHO
NPHHUMABIINX THAPOXJIOPOTUAZU ¥ METUIIZIOIY.

Hoocodepaicawyue konmpacmubvle éewjecmsa -

B ciyuae CIpoBOIMPOBAHHOTO AMYPETHKAaMH 00€3BOXKMBAHHMS CYIIECTBYET MOBBIIEHHBIH PHCK
Pa3BUTHSI OCTPOU MOYEUHOH HEOCTATOYHOCTH, OCOOEHHO IPH MPHEME BBICOKHX JI03 MPEMaparos
fioma. Tlepen MpUMEHEHHWEM TAaKUX MpenaparoB OagaHC YKHUIKOCTH y MAlMEHTa JOJDKEH OBITh
BOCCTaHOBJICH.

4.6 ©epTHIBLHOCTH, 0€PEMEHHOCTD H JIAKTALMSA

bepemennocmo

Basicapran

[TpuMeHeHe aHTaroHUCTOB perenTopoB anrunoTeHsuHa Il (APA II) He pekoMeHIyeTcs B IEPBOM
Tpumectpe GepemenHocTH (cM. paszen 4.4). Ilpumenenne APA I mpoTuBomokasaHo B TeYeHHE
BTOPOT'O ¥ TPETHETO TPHMeCTpa GepeMeHHOCTH (eM. pazaensl 4.3 u 4.4).

DNUAEMHOJIOTHYECKHE [aHHbIe, CBHIETENLCTBYIOIIHE O TEPaTOTEHHOM DHCKE BO3JACHCTBUS
uHrH6GuTOpoB AIID BO Bpems MEPBOro TpHUMecTpa OGEpeMEHHOCTH, HE ObLIH yOeIUTENbHBIMH,
ONHAKO [OBBIIEHHE pHCKA HE MOXET ' OBITh ' HCKIIOYEHO. XOTS' HE CYIIECTBYET
SMUIEMHUOJIOTHYECKH KOHTPOJUPYEMBIX  JAHHBIX =~ O PHCKE TIPH IIPHEME aHTarOHUCTOB
auruotensuna II (APA II), aHamoru4Hbeii pUCK MOXET HMETh MECTO I JAaHHOro Kiacca
npenapaTtoB. [lanueHTam, IUIAaHHPYIOIMUM OEpPEMEHHOCTh, CIEXYET HCKaTh ajlbTepHATUBHOE
AQHTUTHIIEPTEH3UBHOE JIeUE€HHE C M3y4EeHHBIM IpoduieM O€30MacHOCTH 32 HCKIIOYEHHEM
cuTyanuii, korga npogosnkerue Tepanuu APA II cuurtaercst HeoOxoauMeM. Eciu GepeMeHHOCTb
quarHoctupoBana, JiedeHne APA Il crmegyer HeMemieHHO IIPeKpaTHTh H, B ClIydae
HeOOXOIMMOCTH, HaYaTh aJIbTEPHATHBHYIO TEPAIIHUIO.

Tepamust APA II BO Bpemsi BTOPOrO M TPETBETO TPUMECTPOB OGEPEMEHHOCTH, KaK H3BECTHO,
BBI3BIBAET y uesioBeKa (ETOTOKCHYHOCTH (CHW)KEHHE (DYHKLHUH IIOYEK, MAJIOBOJHE, 3aME/UICHHE
OKOCTEHEHHs deperna) W HEOHATAIbHYI) TOKCHYHOCTh (IIOYEYHYH HEIOCTATOYHOCTD,
TUITOTEH3UIO, THITEPKATHEMHIO) (CcM. pasnen 5.3).

Ecny JedeHHe HAuaTo BO BTOPOM TPHMECTpe OGEpeMEHHOCTH, PeKOMEHIyeTCs MpoBoauTh ¥Y3U
(GyHKUIUH OYeK U yepera.

Munanenuesl, usn Matepu mpoxomwiu jedeHue APA II, momkHel HaOGmMONaThCA HA HATHYWE
TUIOTOHUY (CM. paszensl 4.3 u 4.4).

['uapoxIopoTHA3U]

ViMeeTcss OTpaHMYEHHBIM OMBIT NMPUMEHEHHUS | THAPOXJIOPOTHA3HIA B IIEPHOZ OEpEMEHHOCTH,
0cO0EHHO B TEYEHHE TIEpBOro TpuMecTpa. HcecnenoBanuss Ha OIKMBOTHBIX — SIBJISTEOTCS
HEJOCTATOYHBIMH. | MAPOXJIOPOTHA3U IPOHUKAeT uepe3 MiaueHTy, OCHOBBIBASCh Ha
(hapMaKoJOrHIeCKOM MeXaHu3Me NeUCTBUS THAPOXIOPOTHA3UIA, IPHMEHEHHE €ro BO BTOPOM H
TPEThEM TPUMECTPE OEPEMEHHOCTH MOXET HapyIIMTh (eTo-IIaleHTapHyo Iepdysuio u
MIPUBECTH K TAaKUM IIOCIEIACTBHUSM JUIl IUIOJAa M HOBOPOXKAEHHOIO, KaK JKeITyXa, HapylleHHEe
9JIEKTPONIUTHOrO Oananca U TPOMOOIMTONCHHUS. . | |

I pyonoe sckapmrugarue

Wubopmanu OTHOCUTEIBHO UCIOJIB30BaHHUs THAPOXJIOPOTHA3UIA BO BPEMSI KOPMIIEHHS TPy b0
HeT. [HAPOXJIOPOTHA3H SKCKPETHPYETCSl ¢ IPYAHBIM MOJIOKOM B HEOOJBIIMX KOJIMYECTBAX.
Tuasugsl B BHICOKHMX J03aX, BBI3LIBAIOIINE WHTEHCHBHBIN JHype3, MOTYT HHTHOMpOBaTh
BBIpa0OTKY MOJIOKA, MO3TOMY HE PEKOMEHIYETCS MPHMEHSThH Banscaxop® HJ[ 160 B mepuox
IPyJHOTO BCKapMuBaHUA. [IpeAmoOUYTUTENEHO —albTEPHATHBHOE JICUEHHE C H3YYCHHBIM
npodunem 6e30macHOCTH MpernapaTa, OCOOEHHO BO BpeMs KOPMIICHHS HOBOPOXKICHHEIX U
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HEIOHOIIEHHBIX JeTel. B cirydae HEOOXOAMMOCTH MPUMEHEHHUS Banscaxopa® HJI 160 B nepron
TPYIHOTO BCKAPMITMBAHUSI, €0 JO3UPOBKH JOJDKHEI OBITH MUHHMAIbHBIMA.

4.7 Bausinme HA CHOCOGHOCTL YNPABJATH TPAHCIOPTHBIMH CpPeACTBAMH M paboTaTh ¢
MeXaHH3MaMH

VccrenoBanus BIMAHHUS HA CIIOCOOHOCTH YMpPAaBIATh aBTOMOOHIIEM M MOTCHUIHAIBHO ONACHBIMA
MEXaHU3MaMH He POBOIMIKCH, [IpH yNpaBieHUH TPAHCIOPTHEIMH CPEJCTBAMH HIIH paboTe ¢
MeXaHU3MaMM CJIe[yeT NpPHHAMATh BO BHHUMAHHE, YTO HWHOTAa MOXET BO3HMKHYTh
rOJIOBOKPYIKEHUE HITH yCTaJIOCTh.

4.8 HexxeaTenbHbIE PeAKIUH

HesxenaTenbHbIE DEAKIHH, O KOTOPHIX COOOMIATOCH B XOZAE KIMHUYECKHX HCIBITAHUH W
pOBENEHUH Tab0OPAaTOPHBIX AHANU30B, GOJee 4acTO HAOMONATHCh B OTHOLICHHH KOMOHHAIMH
BaJIcapTaHa ¥ THAPOXJIOPOTHA3KAA TI0 CPaBHEHHIO ¢ miane6o. OTaenbHbIe MOCTPErHCTPAIOHHEIE
COOOIIEHMsI IIPEJICTABIEHBl HUXKE B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMM  KJIAaCCAMH,
HexenaTenbHble peakiMu, KOTOPbIE MOTYT IPOSBUTLCA IIPH IPHEME KaXXIOr0 KOMIIOHEHTA II0
OTIENBHOCTH, HO KOTOPbIE HE HAOMIOAATNCH B X0O/€ KIMHHUYECKHX MCIBITAHUH, MOTYT BO3HHKATh
IIpH JIeYeHUH KOMOHHAIMeH BancapTaHa/THAPOXJIOPOTHA3K IA.

B 3aBUCHMOCTH OT YacTOTHI HEXeJaTelbHBIE PEAKIMU Pa3fesisfioT Ha oueHb dacThle (= 1/10),
yacteie (ot 1/100 mo 1/10), mewactsre (ot 1/1000 mo 1/100), peaxue (ot 1/10000 mo 1/1000) u
oueHb penkue (<1/10000) u wacToTa HEM3BECTHA (MO0 HMEIOIIHMCS NAHHBIM 4acToTa HE
yCTaHOBJIEHA.

Tabmunal. YacroTa BO3HHUKHOBECHHUA HEXEIAaTCIbHBIX pEeaKIIuid, BBI3BAHHBIX
BaﬂcaDTaHOM/FH,E[DOXHODOTH&BI/IIIOM

Hapymenusi co cTOpoHbI 00MeHa BEeCTB H MUTAHUS

Heuacto | Merumpartarust

Hapymennsi co CTOpOHbI HEPBHOH CHCTEMBI

OueHb peaKo ["0JI0BOKpYKEHHE

Hewacto [Tapecre3us

YacToTa HEU3BECTHA O6mopox

Hapymenus 3peHust

Heuacto | HeueTKOCTh 3peHus

HapymeHHs ¢o0 CTOPOHBI OPraHa CJIyXa H CHCTEMBbI JIA0MPHHTA

Heuacto | IIlym B ymax

Hapymenusi co CTOPOHBI COCYA0B

Hewacto | T'unoTeH3us

HapymieHusi ¢o CTOPOHBI ALIXaTEIbHOI CHCTEMBI, OPTaHOB IPYAHOM KJIETKH H

CpeaOCTEeHHSI

Hewacto Kamenp

YacToTa HEM3BECTHA HexapauoreHHbIH OTEK JIETKUX

HapymeHnusi o CTOPOHBI XKeJTyJI09HO-KHIIE€YHOr0 TPAKTA

OyYeHb PesIKO | lnapes

Hapymenusi co CTOPOHbBI CKeJIETHO-MbIIIEYHOH M COEINHUTEIbHOH TKAHH

Heuacro Muanrus

OueHb peaKo ApTpayirus i e WY

HapymeHusi o CTOPOHBI M0YeK M MOYEBbIBOISIIHX My Tei SR N

YacToTa HEU3BECTHA | Yxymmenne GpyHKIHE OYEK [ \’;’;‘a\,‘

OO6mue HADYIIEHHS U PEAKLIHH B MeCTe BBEICHUS (2 ns GoKymeHTios ,E/‘Z
: Y,

Y4
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HeuacTo | CnaGocth
JlaGopaTopHble 1 HHCTPYMEHTAJIbHbIE HCC/IeI0BAHNSA
YacToTa HEU3BECTHA [IOBBIIEHHE  CBIBOPOTOYHOIO  YPOBHS ~ MOUYCBOH

KHUCJIOTEI, IIOBBIIIEHHE  CHIBOPOTOYHOIO  YPOBHSA
bumipy6uHa U KpeaTHHHHA, TUITOKAJTHEMHS,
THIIOHATPUEMHUS, TOBBIIIECHHE YPOBHS a30Ta MOYEBHHEI
KPOBH, HEUTPOIIEHHUS

JononHuTEabHAs HHGOPMALHs 00 OTAEIBHBIX KOMIIOHEHTAX

HesxxenarenbHble peakiliy, O KOTOPBIX paHee coo0INanock B OTHOIICHUH KaXAOT0 U3 OTACIBHBIX
KOMIIOHEHTOB, TaK)K€ MOTYT pa3BHBAaThCS IIPH JIEYCHHH KOMOHHALMEH BajicapTaHa |
PHIPOXJIOPOTHA3KA, JAXe ECIIH OHHU He HAOIIOQAHCh B XON€ KIMHUYECKUX HCIBITAHHUI HIH B
TeUeHHeE TOCTPETUCTPALUOHHOTO IIEPUO/IA.

Tabnuna 2.YacTora BOSHUKHOBEHHMS HEXKEJIATSIbHBIX PEAKIUH, BI3BAHHBIX BAJICAPTAHOM

HapymeHnusi o CTOPOHBI KPOBH H JIUM(ATHYECKOH CHCTEMBI

YacroTa HEM3BECTHA CHu)XeHHe  YpPOBHSA  TeMOrjo0uHa,  CHIDKEHHE
reMaTOKPUTa, TPOMOOLIUTOIICHHUS

HapymeHnusi co cTOPOHBI HMMYHHOH CHCTEMBI

YacToTa HEM3BECTHA [Ipoure peakiuy THIePIyBCTBUTEILHOCTH /
aJIJIEprUYeCKUe pPeaKiiy, BKII0Yas CBIBOPOTOYHYIO
60J1e3Hb

HapymeHnusi co cTopoHbl 00MeHa BEIECTB M NUTAHUSA

YacToTa HEM3BECTHA [ToBEIIIEHHE YPOBHS KaJIUsl B CHIBOPOTKE,
THIIOHATPHEMHUS

HapymeHusi co CTOPOHBI OPraHa ¢JyXa H CHCTeMbI JJA0HPHHTA

Heuacto | Bepruro

HapymeHusi co CTOPOHBI COCY/10B

YacToTa HEM3BECTHA | Backymut

HapymeHnusi o CTOPOHBI JKeJIy104HO-KHIIEYHOI0 TPAKTA

Heuacto | Bons B o6macTy xuBOTA

HapymeHnsi co CTOPOHBI NeYeHH U JKeJTYeBbIBOAAIMMNX Iy Teil

YacToTa HEM3BECTHA | MoBsImIeHNe 3HAUeHNH MoKasaTenel GyHKIHH EYeHHU

HapyuieHusi o CTOPOHBI KOKH M MOAKOKHBIX TKaHEH

YacToTa HEU3BECTHA | AHTHO03]IeMa, CBINb, 3y

HapyuieHusi o CTOPOHBI MOYeK M MOYEBbIBOJSIIHX ITyTeil

YacToTa HEH3BECTHA | IToyeyHass HEJOCTATOYHOCTh

Tabnuna 3. YacToTa BO3HUKHOBEHUS HEeXeIaTeIbHBIX pEaKIIuH, BBI3BAHHBIX

THIPOXJIOPOTHASHIIOM

[HApOXJIOPOTHA3H WIMPOKO MPUMEHSUICS HA MPOTSIKEHWH MHOTHX JIET, 3a4acTyio B Ooiee
BBICOKHX J103aX, ueM mpu npueme Banscaxopa® HJI 160. [TauneHTs!, TPHHAMABIINE THA3HIHBIE
JMYPETHKH B KAuecTBE MOHOTEpPANHH, BKITIOYAS THAPOXJIOPOTHA3H[I, COOOINATM O CIEYIOIHX
HE)KeJTaTeIIbHBIX PeaKIHusX:

JloOpokayecTBEHHbIE, 3JI0KAYeCTBEHHbIe HOBOOOPA30BAHHA W  HEYTOMHEHHBIE
HOB00Opa3oBaHus (BKJI0YAs KHCThI H MOJIHIIEI)
YacToTa HEM3BECTHA HeMemaHOMHBIM pak KoXu (6a3aibHOKIETOYHAS
KapIHHOMA U TIOCKOKI/IETOYHAs xapruHoMa)'.

/A
HapyuieHusi co CTOPOHbI KPOBH H JUM(pATHIECKON cHeTeMbl | - (77 00

LY
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Penxo

TpoMGouuToneH s, HHOTA COMPOBOXAACMasL
nypnypoi

OueHb peako

ATpaHyJIOLUTO3, JEUKONEHHS, TEMOJIUTHIECKAL
aHEMUs, TToAaBJIeHHe (QYHKIIUH KOCTHOTO MO3ra

YacToTa HEU3BECTHA

AnacTiueckasi aHeMUs

Hapymienns co CTOpOHbI HMMYHHOMH CHCTEMBI

OueHb peaxo

| Peakiuu runepuyBCTBUTENBHOCTH

Hapymemm CO CTOPOHBI o0OMeHAa BelmeCTB M MUTAHUSA

OyeHp 4acTo

[HmoKanueMusi, yBeIMUEHHE YPOBHS JIMITHI0B KPOBH
(B OCHOBHOM ITpu O0Jiee BBICOKUX 103aX)

Yacto

[UnoHATPHEMHS], THIIOMArHUEMHUS, TUIIEPY PUKEMHUS

Penxo

[unepKaabIHeMusi, THTIEPTIIUKEMHUS], [IMKO3Y PUs,
YXY/ILIEHHE COCTOSIHUS, CBA3aHHOTO ¢ 0OMEHHOM
BEIIECTB, [IPH caxapHoM auabere

O4eHb peaKo

["UIOXJIOpEMUUECKUN aJIKaJI03

HapymeHnusi NCUXHKH

Penxo

| Tenmpeccus, paccTpoifcTBa CHa

Hapymemm CO CTOPOHBI HepBHOﬁ CHCTEMBI

Penxo | I"onoBHas 60716, TOJIOBOKPYKEHHE, [TAPECTE3NH
HapymeHnusi 3peHust

Penxo Hapymenus 3penus

YacToTa HEM3BECTHA OcTpast 3aKpEITOYTOIbHAS ITIayKOMa, XOPHOH IaTbHBINA

BBITIOT

HapyumeHusi co CTOPOHBI cepaua

Penxo

| Cepreynas apuTMus

HapymeHusi co CTOPOHBI COCY/10B

Yacto

| ITocTypabHAs THIOTEH3HS

CPEAOCTCHHUSN

HapymeHusi CoO CTOPOHBI IbIXaTeJbHOH CHCTeMbI, OPraHOB IPYAHOH KJIETKH H

OueHb peKko

JlpIxaTenpHas HEJIOCTATOYHOCTD, BKIIIOYAs ITHEBMOHHUT
U OTEK JIETKMX, OCTPBI PEeCHUpPaTOPHBIA JUCTPECC-
curapoM (OPIIC) (cM. paszen 4.4)

HapymeHusi co CTOPOHBI KeJYI0YHO-KHIIEYHOT0 TPAKTA

Yacto

HOTCpH alneTuTa, JerKkas TOIMHOTa U pBOTa

Penxo

3amop, 60J1b B XKHBOTE, AUAPES]

O4eHb peaKo

[TaHKpeaTUT

Hapymemm CO CTOPOHBI MEYEHH H JKEJIYECBbIBOAANIHX nyTeﬁ

Penxo

BHyTpUTIEYEHOUHBII X0JIECTa3 HITH XKENTyXa

HapyumeHust co CTOPOHBI 04K H MOYEBBIBOASIIHX ITyTei

YacToTa HEU3BECTHA

Hapymienue ¢pyHKIUY odek, ocTpas oveyHas
HEJI0OCTaTOYHOCTh

HapymeHusi co CTOPOHBI KOKH H MOJKO0KHBIX TKaHel

Yacto KpanuBHUILIa ¥ UHBIE BUIBI CBIITH

Penxo ®doTocencudbumM3anys

OueHb penko HekpoTusupyrommif ~ BacKyJIUT M  TOKCHYECKHH
SMUIEPMATHHBII HEKPOJTU3, BOJTYAHKO-
9PUTEMATO30I0N00HbIE KOYKHBIE peaxiuy,

peaKTHBALMS KOXKHOU KPAacHOW BOJTYAHKH

YacToTa HEU3BECTHA

MynbTUQOPMHAS SPUTEMA o=t

OGuiHe HAPYIIEHHsl B COCTOSIHHE MeCTA BBe/IeHHsl NPenapaTa’ -

[y — 737
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YacToTa HEM3BECTHA | T'uneprepmust, acTeHus
Hapymenust co CTOPOHBI CKeJIeTHO-MbILIEUHOi 1 COEJHHUTEJIbHOI TKAaHH
YacToTa HEM3BECTHA MEIIIIeuHBIH cria3m

HapymeHnusi cO CTOPOHBI PENPOIYKTHBHOH CHCTEMBI H MOJIOYHOI JKeJjIe3bl
YacTo | UmnoTennus

'HemenaHOMHBI pak KOXH: HAa OCHOBAHHM MMEIOIIMXCS MAHHBIX SMHIEMHOJIOTHICCKHUX
WCCIIeIOBaHUi  OblIa  BBIABJIEHA KyMYJISITHBHAs — J0303aBUCHMas  B3aUMOCBSI3b  MEXKIY
runpoxnoporuasunom 1 HMPK (cm. paspen 4.4 u 5.1).

Coo61enye 0 oI03PEeBaeMbIX HEKENATENBHBIX PEAKIIUIX

BaxxHo coo6mare O MOJ03PEBAEMBIX HEXKENIATENbHBIX pEaKIUAX IOCIe PErucTpaluy
JNIEKapCTBEHHOTO IIpernapara ¢ LeNbI0 00ECIeYeH s HEMPEPHIBHOIO MOHUTOPUHTA COOTHOMICHHUS
«IIOJIB3a-PHCKY JIEKAPCTBEHHOro mpenapara. [IpocHM MEeIMIMHCKHX paGOTHHKOB coolmark o
MIOOBIX  T10JI03PEBAEMBIX HEXXENAaTeJbHBIX pEaKkLHUsX JIEKApCTBEHHOrO Ipernapara 4epes
HAIMOHANBHBIE CHCTEMBl COOOIIEHHS O HEXEJNaTeJbHBIX peaKIusX M HEeIOCTaTOYHOH
3¢ (HEeKTUBHOCTH.

4.9 IepenoznpoBKa

CHMIOTOMEI

[lepemo3upoBKa BajicapTaHa MOJXKET INPUBECTH K BBIPAKCHHOW THIIOTEH3MH, KOTOpas MOKET
BBI3BATh IIOTEPIO CO3HAHHUS, COCYJUCTBIA KOJUIANC H/WaM IIOK. IIpu3HaKu Nepero3HpoBKU
THAPOXJIOPOTHA3KUAA — TOIUHOTA, COHJIMBOCTH, THIIOBOJIEMHs W OIIEKTPOJIMTHBIC HApyIICHHS,
COITPOBOXKIAIOIHECS CEPISYHBIMH apPUTMHUSIMH U CTIa3MOM MBILIIL.

JleueHue

TepameBTHYECKHE MEPOIPHATHS 3aBUCAT OT BPEMEHH [pHeMa, TUNA U THKECTH CHMIITOMOB,
COCTOSIHHS CHCTEMBI KPOBOOOpAINEHUS, YTO HMEET [IEPBOCTEIICHHOE 3HAUCHHUE.

[Ipu pa3BUTHH apTEePUATBHOM THIIOTEH3UH MALKEHT [JOJDKCH HaXOAUTHCS B MOJIOXKEHHUH JICkKa Ha
CITMHE, BHYTPUBEHHO BBOJST COJIEBBIE PACTBOPEI, BajicapTan He BBHIBOAUTCS IPH FEMOAHAIN3E 32
cueT MPOYHON CBS3M ¢ OeaKamMM IUIa3MEBl, & THAPOXJIOPOTHA3UA MOXKET OBITH yHaJIeH
reMOTHATIH30M,

5. DAPMAKOJIOTMYECKHE CBOIICTBA
5.1 ®apmakoJHHAMHYECKHE CBOHCTBA

dapmakoTepaneBTrdeckas rpymnmna: CpeacTsa, BIHAIOMINE HA PEHUH-AHTHOTEH3UHOBYIO CHCTEMY .
AHTaroHHUCTHI penenTopo anruotensuna I u quyperuku. Kog ATX [CO9DAO3].

Bancapman/zudpoxnopomuaszud

B [BOWHOM CIIENOM, pAHIOMH3UPOBAHHOM aKTHBHO-KOHTPOIMPYEMOM HCCICOBAHUH Y
[ALHEHTOB, KOTOphle HE MOTYYHWIM AaNeKBaTHOTO KOHTPOJIS apTepHAIbHOrO JaBICHHSA IIPH
NPAMEHEHHH  THAPOXJIOpOTHasuia B  Jose 12,5 Mr, TOIy4aBUAX — KOMOHHAIHIO
BaJICAPTaH/THAPOXIOPOTHAZUL 160/12,5 MT, Ha0JTII01aJI0Ch CHIDKEHHE  CpEIHEro
cuctonuueckoro/nuacronuueckoro AJl (12,4/7,5 MM pT. CT.) IO CPaBHEHHIO C IMALMCHTAMH,
MOJTYHYaBIIEME TOJIBKO THApoXJopoTHasun 25 Mr (5,6/2,1 mm pr. cr.). Kpome Toro, Gosbumii
MPOLEHT MALUEHTOB OTBETHI HA TEPANMIO KOMOMHALMEH BascapTaH/THAPOXIOPOTHA3HL 160/12,5
mr (Al < 140/90 mym pt. ct. unu cHmwkenne CAJl > 20 MM pT. CT., HJIH JAJL > 10 MM pr. cT.)

(50%) 1o CPaBHEHHUIO ¢ IPHEMOM THAPOXIOPOTHA3KAA 25 MT (25%). ="

B [BOMHOM CJIENOM, PaHAOMHU3HPOBAHHOM aKTI/IBHO-KOHTp?ﬁI/IpyeMOM UCCIEJOBAaHUH Y
MAIEHTOB, KOTOpbIE HE IMOJYYWIH aAE€KBATHOrO KOHTPOJA apTepHaIbHOTO :[aBICHHUS IIPHU
PUMEHEHUH BaJIcapTaHa B no3e 160 MT, HOIy4aBIIHX KOMOHMHALHUIO
BaJICApTaH/THAPOXIOPOTHAZHT 160/25 MT, HaOJIIOHaIOCh - CHUIKEHUE CPEIHETO
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cuctonmuueckoro/muacronugeckoro AJl (14,6/11,9 MM pT. CT.) IO CPaBHEHWIO C MALMEHTaMH,
nonmyyasimvy Bancaptan 160 mr (8,7/8,8 My pr. c1.). Pasauna B cHKkeHHHE AJl IIpH CpaBHEHUH
103 160/25 mr u 160/12,5 Mr QOCTHTNIa CTATHCTHYECKOH 3HaummocTH. Kpome Toro, Gombuiui
NPOLEHT NAIHEHTOB OTBETI Ha (auacTonmyeckoe AJ[ < 90 MM pT. cT. WM CHIKeHHe > 10 Mm
PT. CT.) Tepamuio KoMOUHALMeH BancapTan/THApoxjiopotuasun 160/25 mr (68%) u 160/12,5 mr
(62%) 1o cpaBHEHHIO ¢ mpuemoM BacapTana 160 mr (49%).

B  fBOIHOM CJENOM, PpaHJAOMH3HPOBAHHOM, IIIANe00-KOHTPOJIUPYEMOM  HCCIIENOBaHHH
(akTopHOro Ju3aiiHa CpPaBHUBAIIUCH pa3IHYHBIE JI03BI KOMOHHALH
BAJICAPTAHA/THAPOXJIOPOTHA3HAA C HX COOTBETCTBYIOIMMM KOMIOHEHTaMH. IIpy cpaBHEHHH
mrane6o (1,9/4,1 MM pr. cr.), ragpoximopormasuma 12,5 wmr (7,3/7,2 mm pr. CT),
ruapoxiopotuasuaa 25 mr (12,7/9,3 mm pr. cr.) u Bancaprana 160 mr (12,1/9,4 mm pt. ct.)
HaHOOJIbIIEE CHI)KEHHE CPEJHEr0 CHCTOHYecKoro/auacroauueckoro AJ[ Habmronanocs mpu
npueMe KoMOUHAIHI BancapTan/ruapoxioporuasun 160/12,5 mr (17,8/13,5 mu pr. ct.) 1 160/25
mr ( 22,5/15,3 mm pr. cr. Kpome Toro, GObIIMH NPOLEHT MAIKUCHTOB OTBETHI Ha
(mmactommueckoe AJl < 90 MM pr. CT. WIH CHIDKEHHE > 10 MM pT, CT.) Tepanuio KoMOHHALHeH
BarcapTan/ruapoxyopotuasua 160/25 mr (81%) u 160/12,5 mr (76%) mo cpaBHeHHUIO ¢ miane6o
(29%) ¥ COOTBETCTBYIOIIEH MOHOTepamueil, ruapoxnopotHasuaoM 12,5 mr (41%), 25 mr (54%),
BasicapranoM 160 mr (59%).

B KOHTpPONMpYEMBIX KJIHHHYECKMX MCCJIEJOBAaHUAX BajIcapraH + THIPOXJIOPOTHA3HI
HAOIOATIOCH JI0303aBUCHMOE YMEHBINEHHE Kallis B CHIBOPOTKE KpoBH. CHIIKEHHE Kalusd B
CBHIBOPOTKE KPOBH BCTPEYAIOCH (OJiee YacTO y MAIlMEHTOB, MOJYYaBIIHX THAPOXJIOPOTHA3UA 25
MT, YeM Y MAIMEHTOB, MOITYYaBIIMX THAPOXIOPOTHA3H 12,5 M.

B KOHTPOJIHPYEMBIX KITMHHYECKUX HCCIISIOBAHMAX KOMOMHANHH Ba/capTaHa/THAPOXJIOPOTHA3H /A
runokaidiieMuueckuii  3G¢GexT  THAPOXIOpOTHasWaa  YMEHBLIANCS B pPe3yibTaTe
KanmuiicOeperaroiero AeMCTBUs BaicapTaHa.

b

JIArONpUATHOE BO3JeiCTBHE BajicapTaHa B KOMOHHAIMH C THIPOXJIOPOTHA3UIOM HA CMEPTHOCTE H
3a00/IEBAEMOCTh  CEPACYHO-COCYIUCTOH  CHCTEMBI B  HACTOsAIIEE BPEMS  HEM3BECTHO.
DNHIEMHOIOTHIECKUE UCCIIeOBAHUS IIOKA3aJIH, YTO JUIMTEIBHOE JICUCHHE THAPOXIOPOTHA3HAOM
CHI)KAET PHCK PAa3BUTHUS CEPAEIHO-COCY AUCTOH CMEPTHOCTH H 3a00JIEBAEMOCTH.

Bancapman
BasicapTaH sIBIISIETCSI IEPOPATEHBIM CEIEKTHBHBIM aHTArOHUCTOM PELENTOPOB aHTHOTEH3HHA I1.

Oxa3blBaeT M30MpaTeNbHOE aHTaroHucTHdeckoe neiictBue Ha penentopsl ATi. Crencrarem
6nokanel AT|-pelenTopoB ABJSETCS ITOBBIECHHE IUIA3MEHHOH KOHLEHTpAluyk aHrnoteHsuHa [l
KOTOpEI MOJKET CTUMYJIMPOBATH - HE3aOIOKHPOBAHHBIE pemenTopbl moaruna ATz, 4TO
MpeAnoNoKuTeNbHO — perynupyer  oddexter . ATi-penentopos. Bancapran He HMeeT
arOHHCTUYECKOH aKkTHBHOCTH B oTHomeHHH ATi-peuentopoB. Ero cpoacTBo K perentopam
noxruna AT mpumepro B 20000 pa3 Gosnbie, yeM K penentopam moartuna AT, Bancapran He
BCTyIaeT BO B3aUMOJEHCTBHE H HE OJOKHPYET PELENTOpbl APYrMX TOPMOHOB MM HOHHBIE
KaHAJIbl, Y4aCTBYIOIIHE B PEryIaiuy (yHKIHH CepIeuH0-COCY IUCTON CHCTEMBL

BascapTan He MHrHOUpYeT aHrHOTEH3WH-TIpeBpamatomuii hepment (AIID), u3BeCTHBIN TaKKe
OJ HA3BaHMEM KHHHHa3bl II, KOTOpBIM mMpeBpamiaeT aHrHOTeH3WH | B aHruoreHsu II u
paspyInaeT 6paguKHEAH, B cBs3u ¢ oTcyTCTBHEM BiUsiHUS Ha ATID He moTeHUUpPYIOTCs 3G PeKThI
OpamMKMHMHA ¥ CyOCTaHUMM P, 1OITOMY TIpH TIPHEME AHTArOHHCTOB  AHrHOTCH3WHA I
MaJIOBEPOSTHO Pa3BHTHE CyXOoro Kamuis. KnuHuueckue uccre/ioBaHUs, B KOTOPBIX BajicapTaH
cpaBHuBancs ¢ HHruoutopoMm AIID, mokasamu, 4TO 4acTOTa PasBUTHS CyXOTO Kallid ObL1a
JOCTOBEPHO MEHBIIE y OOJBHBIX, MOMYYaBLINX BAICApTaH IO CPaBHEHWIQ..C OONBHBIMH,
nomyyasinumu uHrEGuTOp AIID (2,6% mpotus 7,9% COOTBeTCTBeHHP,}aRf&O5)'.: B KIHHAYECKIX
MCCIIEIOBAHUSX V MAIMEHTOB C KAlUIeM B aHAMHE3e BO BpeMs TEpamiu HHruouropamu AIID
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cyxolf Kamens otMedancs y 19,5% TanMeHTOB, MEPEeBEACHHBIX Ha BajlCapTaH H 19,0%
[AIMEHTOB, MOJYYABIINX THA3WAHBIE [MYPETHKH IO CcpaBHEHWIO ¢ 68,5% mauueHTos,
nony4asmux uaruduropa ATI® (P> 0,05).

[lpy neueHUM apTepUAIBLHON TUNEPTEH3HM BAJCapTaH CHIKACT apTepHAlbHOE [ABICHHC, HE
BIHsA Ha yacToTy cepaeunbix cokpaienuii (UCC). Y GonbIIMHCTBA IMALUEHTOB IOCIE INpHEMa
BHYTPb Pa3oBOM 0361 PEMapaTa aHTUTHIIEPTEH3MBHEIH 3 (eKT pasBUBaeTCs B TEUCHHE 2 YacoB,
a MaKCHMaJIbHOE CHIDKEHHE apTepuaabHOro nasnenus (AJl) nocturaercs B TeueHHE 4 — 6 4acos.
AHTHTUNEPTEH3UBHBINA 3Q(EKT mpemapaTta COXpAHAETCS B TEUEHHE 24 4acOB IOCIE €ro NpHeMa.
IIpy NMOBTOPHBIX HA3HAYEHWSX BajcapTaHa MAaKCHMalbHOE CHIDKeHHE A/l, BHE 3aBUCHMOCTH OT
7103, DOCTHraeTcs uepe3 2 — 4 Hemenw M IOANEPKHUBAETCS HA JOCTUTHYTOM YPOBHE B XOJI€
JUIMTENbHON Tepamuu. KoMmOWHAIMS C THAPOXJIOPOTHA3UIOM II03BOJISET NOCTHYL 3HAYMMOTO
JONONHUTENBHOrO cHukeHHs AJl. B kxoMOuHamuu ¢ THAPOXIOPOTHA3HIOM JIOCTHUTACTCH
3HAYUTEJILHOE JIOTIOJTHATEIBHOE CHIDKEHHE apTEPUAIbHOTO AaBICHHUS.

Peskas OTMEHa BajicapTaHa HE acCOLMUPOBATACH C "PHKOIIETHOH"
He)KeJTaTeJIbHBIMU KIIMHUYECKHUMHU SBIICHUAMH,

TUIIEpTEH3UeH WIH JpYyTUMH

B xoje HabmoneHui OBLIO BBIABICHO, YTO B Pe3yJIbTaTe IMPUMEHEHHS BajcapTaHa y MalUueHTOB,
CTpaAloUX AUaGeToM 2 THIIA K MUKPOAns0yMHUHYpHell, CHIKAeTCs BhIIe/IeHUe Oerka ¢ MOYOil.
B xonme wuccnemoBanuss MARVAL ("CHmxeHHE MHUKPOILOYMHHYPHH IIpH ITIPHUMEHEHHH
BasicapTana") OLEHMBAIOCH CHIDKEHHE BbIeNeHus Oenka ¢ mo4od (BBM) mpu npumeHeHnu
BasicapTaHa (80-160 MI/oauH pa3 B CyTKH) [0 CPaBHEHHMIO C aMJIOMUIHHOM (5-10 mr/onuH pas B
cyTku) y 332 nanuenTtoB ¢ auabetom 2 THma (cpemHuil BospacT: 58 yieT; 265 MNalHEHTOB
MY’KCKOTO T071a), CTPAIarolliX MUKpOaTsOyMUHYpHEH (BaicapTaH: 58 MKI/MHUH; aMIIOJHIIHH:
55,4 MKI/MMH), HOpMaJIbHBEIM HJIH MOBBIIEHHBIM apTePUATBHBIM JABICHUEM M COXPAHUBIIEHCS
noveuHol (pyHKnueH (kpeatuHuH kposu < 120 Mxmons/m). Ha cpoke 24 nenenu BEM cuuzmnocs
(p <0,001) na 42% (- 24,2 mxr/mun; 95%-it IU: — 40,4 no — 19,1) npu npuMeHeHUH BaJicapTaHa
U npubmmsurensHo Ha 3% (— 1,7 mxr/mun; 95%-#t IV - 5,6 mo 14,9) npu mpUMeHEHHH
aMJIOZUITMHA, HECMOTPSI HA OJMHAKOBBIM yPOBEHb CHIKEHHUS apTEPHAIbHOTO NaBJIEHHs B 00eHX
rpyImax.

B xome uccnemoBanusi DROP (The Diovan Reduction of Proteinuria) Opuio MpoOKO/DKEHO
uccnenoBanue 3PpHEKTUBHOCTH BajcapTaHa B cHkeHHH BEM y 391 manueHTta ¢ THIEpTEH3UEH
(AII=150/88 MM pr. cT.) u auaberom 2 THma, ansOymuHypHeil (cpennee=102 mxr/mus.; 20-700
MKI/MHH.) M COXpaHHBIIEWUCS ToueyHOH GyHKUMeH (CpeNHU# I[OKasaTe/ib KpeaTHHHHA B
chIBOpoTKe = 80 MKMOJIB/11). [TalieHThI OBUTH PaHIOMU3UPOBAHE! I IOy YEHHs OJHOH U3 3 1103
Bancaprana (160, 320 u 640 mr/oauH pa3 B CyTKH) H IOTydald JiedeHHe Ha NpoTshkeHuH 30
Henensb. Llenbro MccienoBaHHs OBLIO,  YCTAHOBIICHHE ONTHMAJIBHOW O3Bl BajcapTaHa Ul
camkernnss BBM y GoNbHBIX apTephaabHOM rumeprensueif ¢ muaberom 2 tuma. Ha cpoke 30
HeJleNb INpOIEHTHOe u3MeHeHHe BBM cyIecTBEeHHO CHM3HIOCH HA 36% [0 CPAaBHEHHIO C
HCXOJHBIM YPOBHEM B pe3yJbTarTe MpuMeHeHus Bancaprana 160 mr (95%-it JIW: 22 o 47%), mpu
npuMeHeHuH BaicapTana 320 Mr cHmkeHue coctaBuao 44% (95%-it IU; 31 no 54%). bein
caenaH BbIBOA, uro mpuMeHeHne 160-320 Mr BajicapraHa BBI3BAJIO KIHHUYECKH 3HAUMMOE
cumkenne BEM y GOJNBHBIX apTepuaibHOM TUIIEpTeH3uel ¢ 1nabeToM 2 THUIa,

JlBa KpYIHBIX PAaHIOMM3MPOBAaHHBIX KoHTpoympyeMmbix uccienoBanns ONTARGET (ONgoing
Telmisartan Alone and in combination with Ramipril Global Endpoint Trial) 1 VA NEPHRON-D
(The Veterans Affairs Nephropathy in Diabetes) usyunin ucrons3osanue uHru6uropos AII® B
KOMOHHALMK ¢ GJIOKATOPaME PELeNTOPOB aHTHOTeH3HHa [1.

p visiy 9.9, ;\J'\\i,\kt“\
S L ——lvo ',./'? \\\_
Uccneposanne ONTARGET 65110 TPOBEACHO C YA€ e MALFCHTOB, CTPA/IAIONIMX CEPACIHO-
¥ N\
COCYIUCTEIME 3a60/eBaHUAME | 3a60ICBAHMAMH COCYJIGB\ TOOBHOTO MO3ra, HJIH CaXapHbIM

jmabetom 2 THITA, COMPOBOYIABIITHXCS MPH3HAKAMU FOBPEICICHHS OPraHOB - MUILEHEH.
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VA NEPHRON-D wuccrmenoanne ObUIO {IPOBENIEHO C y4YaCTHEM MAlMEHTOB, CTPAiAIOLIHAX
caxapHbIM MabeToM 2 THIIa M IHabeTuIecKod HehpomaTHer.

[To cpaBHEHHIO ¢ MOHOTEpaIHell 3TH HCCIEAOBAHHS HE MOKA3aIH 3HAYMMOTO MOJIOKHUTEILHOTO
BITHSAHUA HAa QYHKIHIO TIOYEK H/HIIM UCXOJ] CePAICIHO-COCY IUCThIX 3a00JIcBaHUN U CMEPTHOCTH, B
To BpeMs Kak HaOmIofancs MOBBIUEHHEI PHUCK THIEPKATHEMHH, OCTpOH IOYEYHOU
HEJOCTATOYHOCTH W/WIM THIOTOHHH, B CBS3M C AHAIOTMYHBIMA (papMaKoXMHAMUYIECKUMH
CBOMCTBAMHE 3TH Pe3yJbTATH UMEIOT OTHOLIEHHE U K ApyruM HATIP u Grokaropam penentopos
anrmorensuna 11, [Tostomy wAII® u 6rokaTopsl peuenTopoB aHruoTeHsuHa II HE JOMKHBI
OIHOBPEMEHHO HCTIOB30BATECS Y GOTBHBIX ¢ HAGETHYECKOl HepormaTHei.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease
Endpoints) wucciexoBanue ObUIO MPEAHA3HAYCHO I BBIABICHUS IPCUMYIICCTB nobaBneHus
amickupeHa kK crannaptHoit Teparmuu HAII® umm x GrokaTopaM penenTOpPOB aHMHOTEH3HHA My
[AMEHTOB C CAXapHBIM [uaGeToM 2 THIA, XPOHHYECKOH ITOYEYHOH HENOCTATOYHOCTEIO,
CepIeuHO0-COCY IUCThIMU  3aboreBaHusAMH. lccnenoBanne OBUIO MPEKPAIICHO AOCPOHHO H3-3a
[IOBBIIIEHHOTO pHCKAa HEGNArompHsATHBIX MCXOMOB. WHCYIBT M CMEPTHOCTh OT CEPACHHO-
COCYMCTBIX 3a00ieBaHui HAOMIONATUCH Yalle B TPyIIIe NalMeHTOB, MPUHUMABIIHX ATHCKUPEH,
yem B rpymme mraneGo. Tawke B rpyIile, NPUHUMABIICH ATUCKUPEH, dalle HaOMoIamuch
HeKeNaTebHEIE T0GOYHBIE PeaKINy (THTIEPKATHEMES, THIIOTEH3HS, TOUeUHas AUCHYHKIH).

T'uopoxnopomuazud

MecToM HEeHCTBUS THA3HAHBIX JHYPETHKOB IMPEUMYIIECTBEHHO SBIIAIOTCS IHUCTAIBHBIC H3BHUTHIC
OYeUHble KAHATBUBL B KOPKOBOM CJO€ MOYEK pACIONIOXKEHBI PENENTOphl, OONajaromie
BBICOKHM CPOJCTBOM W SIBIISIOIUECS OCHOBHBIM MECTOM CBSI3bIBAHUS THA3UAHBIX HMYPETHKOB,
rJie IPOUCXOAUT TozasneHne Tpancrmopta NaCl B aucTanbHble H3BUTBIE KAHAIBLEL MexaHnusm
NeficTBHS TWA3UIOB OOYCIOBIEH WMHTHOMpoBaHueM Ko-TpaHcmopra Na'Cle, BO3MOXHO,
BCIIEAICTBHE KOHKypeHIMH 32 MecTa TpaHcropra Cl7, 9To OKas3bIBaeT BIHSAHHE HA MCXaHU3MBI
peabcopOuyi  3JIEKTPONUTOB: TIPHONH3UTENBHO B DAaBHOH CTENEHHM MPSMO yBEIMYMBACTCA
SKCKDELIHsl HOHOB HATPUA ¥ X7I0pa. KOCBEHHO BCIEJCTBHE IAHHOTO JUYPETHYECKOTO NEHCTBHS
OTMeuaeTcsl yMEHbIIeHHe 00beMa IIJIa3MBl, B PE3yJIbTATe Yero MOBBIIIACTCA aKTHBHOCTE PCHHUHA,
CeKpelus albJ0CTEPOHA, BBIBEJCHHE ¢ MOYOH Kalus U B Pe3yJbTaTe CHIDKCHHE KOHLCHTPALMH
KaJIdsl B CBIBOPOTKE KPOBH.

B3auMOCBA3b MEKIY PEHMHOM M ATbJ0CTEPOHOM OIOCPEI0BAHA AHTHOTeH3UHOM II, moaTOMY MpH
OJJHOBPEMEHHOM MPUMEHEHHWH BaJlcapTaHa CHIDKCHHE yPOBHS Kajlus B CHIBOPOTKE SABIACTCA
MeHee BBIPOKEHHBIM, YeM IIPH IPUMEHEHHY THAPOXIOPOTHA3H/A B BUIE MOHOTEPAITHH.

HeMenaHOMHBIM pak KoXH. Ha OCHOBAHMM MMEIOLIUXCS JAHHBIX OMHACMHOJIOTHICCKHIX
HCCIIeIOBAHUI, HAOIIOMaeTCs KyMyJJIATHBHAS J0303aBUCHMAas CBSI3b MEXIy THIPOXJIOPOTHA3UAOM
u HMPK. OmHO HccieqoBaHWe BKIIOYAT0 TOMYJSINIO, cocTosmryro u3 71 533 ciayuaes
6a3aTbHOK/IETOYHOM KapIHHOMBI M 8 629 cilyyaeB IIOCKOKIETOYHOTO paka, COOTBETCTBYIOMHUX |
430 833 u 172 462 KOHTPOJBHBIM TpYINaM HacCeleHHs, COOTBETCTBEHHO, Mcronb3oBaHue
BBICOKAX J03 THApoxjopoTHasuna (KymymiTaBHo >50 000 mr) 6buio  cBA3aHO  CO
ckoppektupoBanseM OR B 1,29 (95% CI: 1,23-1,35) st Ga3aibHOKIETOUHOH KAPIUHOMbI H 3,98
(95% CI: 3,68-4,31) ns TUIOCKOKJIETOYHOTO paKa. YeTkasi B3aUMOCBA3b [103a-0TBET Hab/to1anach
KaK IS 0a3aTbHOKJIETOYHON KApIMHOMBI, Tak M JUIsi IUIOCKOKJIETOYHOoro paka. J[lpyroe
HCCIEOBAHME TIOKA3aJI0 BO3MOXHYIO CBs3b Mexmy pakoM ry6er (SCC) u BO3IEHCTBHEM
rugpoxnopTHasuaa; 633 ciydas paka TyObl ObLIM COIOCTABICHBI C 63 067 KOHTPOJBHBIMH
TpYNIaMi  HACEJIEHHs, MCIOJB3Ys CTPATETHIO BBIOOPKM C yYETOM pHCKa. 3aBHCUMOCTD
KyMYJIATHBHAS J103a-0TBET OblIa MPOAEMOHCTPUPOBAHA CO CKOPPEKTUPOBAHHBIM 3HAICHHEM OR
2.1 (95% CI: 1,7-2.,6), yBenuuusaronmmes 1o OR 3,9 (3,0-4,9) Ui BBICOKOH KyMYJISITHBHOH
10351 (~ 25 000 mr) u OR 7,7 (5,7-10,5) nnst camoit BEICOKOH KyMynsTuBHOU 10361 (~ 100 000 mr)
(cM. Taxoke paszen 4.4).

5.2 ®apMaKOKHHETHYECKHE CBOIICTBA
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Bancapman/2udpoxnopomuasuo

IIpu 0IHOBPEMEHHOM IPHUMEHEHUH C BAJICAPTAHOM CHCTEMHAs JOCTYMHOCTE THAPOXJIOPOTHAH/A
camxaercs npubiusurensHo Ha 30%. ComyTCTByromee NPUMEHEHHE THAPOXJIOPOTHA3HIA HE
OKa3bIBAET CYIIECTBEHHOTO BIMSIHMS HA KWHETHKY Bajicaprana. J[aHHOC B3aMMOJEHCTBHE HE
BIMSET Ha KOMOMHMpPOBaHHOE NPHMEHEHHME BajcapraHa W TIHAPOXJIOPOTHA3UIA, MOCKOIBKY
KOHTPOJMPY€EMBIE KITHHUYECKUE UCIIBITAHUS POJEMOHCTPUPOBAIH BBIPAKEHHOE THIIOTCH3HBHOC
nelicTBHE, npeBbImaoiee 3QGeKT, JOCTUraeMblii NPy MpHeMe NaHHBIX JICKAPCTBEHHBIX BEILCCTB
[10 OT/JIENBHOCTH HJIK TI0 CPAaBHEHHUIO ¢ maneto.

Bancapman
Abcopbyus

[Ipu mpuemMe BHYTpPh BaIcapTaHa MaKCHMaJbHas KOHIEHTPALH B I1JIa3M€ OCTUTaeTCsl 1epe3 2-4
gaca. CpenHsis BeIUYMHA abCOMIOTHOH OMOJOCTYIIHOCTH BajicapTaHa COCTABJIACT 23%. Ilpuem
UM CHWYKAeT BBIIeleHue Bancaprana Ha 40% (ouenuBaemoe no AUC) ¥ MUK IIIa3MEHHOH
xornenTpaniu (Cmax) Ha 50%. Tem He MeHee, yepe3 8 dacoB [OCjie IpHEMa Ipernapara
Mia3MeHHble KOHIIEHTpAIlMH BajcapTaHa, NPHHSTOTO HATOAK W C MHINeH, OIMHAKOBBL
Vmenpmenne AUC  He  cOmpoBOXIAeTCs  KIMHMYECKH — 3HAYUMBIM  YMEHBIICHHEM
TepaneBTHUecKoro ddexTa BancapraHa, MO3TOMY MpernapaT MOXHO NPUMEHATH Kak /0, TaK U
HOCTIE €IbL. |

Pacnpeoenenue

PaBHOBeCHBI 06BEM pacIIpe/eNle s Mperaparta Mocjie BHYTPHBEHHOTO BBEIEHHs Okoyo 17
JUTPOB, YTO CBUETENBCTBYEeT O HEHHTEHCHBHOM pPAaCIpENCICHHU BajcapTaHa B TKaHSIX.
Bancapras akTHBHO CBsi3bIBaeTcs C Oemxamu ChIBOPOTKH (94 — 97%), NMPEHMYIIECTBEHHO C
CBHIBOPOTOYHBIM aJIbOYMHHOM.

Buompancgopmayus

BuoTpancdopManus BajicapTaHa HE3HAUHTENbHA, TOIbKO 0Kono 20% mo3bl oOHapyKUBaeTcsl B
BHIe MeTaGoJUTOB. B HH3KOM KOHLEHTpAlMd B IuiasMe ObUT OOHapy»KeH (apMaKoIOriyecku
HeaKTHBHBIN ruapokcuMerabonut (MeHee yeM 10% pancaprana AUC).

Buvigeoerue

BajicapTaH MOKa3bIBAET My/bTHIKCIOHEHIHAIBHYIO KHHETHKY pacmana (tipe < 1 Haca u tinp
0k0J10 9 4acoB). BajicapTaH MperMyIIECTBEHHO JIUMHHAPYeTCs ¢ pexamusmu (okoio 83% 10351
u moukamu ¢ Mouoif (okomo 13% mo3bl), TNaBHBIM 00pasoM, B HeW3MeHHOM Buze. IIpu
BHYTPHBEHHOM BBEJCHHH TUTa3MEHHBIH KIUPEHC BAJCapTaHa COCTABJSET MPUMEPHO 2 J/4ac M
noveunslii KiaMpenc npumepHo 0,62 n/dac (oxomo 30% cymmaproro kmupeHca). Ilepuon
TOJTyBBIBEIEHHS BajicapTaHa COCTABIISIET 6 4acos. |

T'uopoxnopomuasud

Abcopbyus

Ilocie mpHemMa BHYTPh THAPOXJIOPOTHAasHA ObicTpo abcopbupyeTcst (tmax  COCTABISET
npubIM3UTENsEHO 2 dYaca). B TepameBTHYECKOM [IWama3’OoHe 03 CPEAHss BEIHYMHA AUC
NIPONOPIHOHATBHO 103€. BIMAHHE NHIIM HAa BCAChIBAHHE THAPOXJIOPOTHA3UAA HE HMeeT
KIIMHMYECKOTO 3HAueHus. [locie INepopalbHOro IpHeMa THAPOXIOPOTHAa3sHAa abCOMOTHAs
6uomocTynHOCTh cocTaBinseT 70%.

Pacnpedenenue

Kasxymmiicss 06beM pacripesieieHus CocTaBseT 4-8 J/Kr. [MpKyTHPYIOMUH THAPOXIOPOTHASULL
CBSI3BIBAETCA ¢ Oenkamyu CHIBOpOTKH (40-70%), B OCHOBHOM C CBHIBOPOTOUHBIMH aIbOyMHHAMH.
TuapoXI0pOTHA3HA TAK)KE HAKAIUIMBACTCS B OPUTPOIUTAX B KOHIIGHTPAIHXS in?}‘tg{\ﬁpHO B 3 pasa
MPEBHITIAIONIMX KOHIEHTPAIHH B [I71a3M€ KPOBH. . .. i}/&
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Buvigeoenue

THAPOXIOPOTHA3H]] IPEUMYIIECTBEHHO BBIBOAUTCA B HEH3MEHECHHOM BHIC. Koneunslif nepron
[OJTyBBIBEAIEHUS COCTaBmseT 6-15 vacos. IIpn npueme onyMH pa3 B ACH HAKOIUICHMS Ipeliapara
MUHAMAJIGHBIE ¥ [TPH MOBTOPHOM IPHEME J03bl U3MCHEHHH B KMHETHKE MHAPOXJIOPOTHASHIA HE
IIPOUCXOJIHUT.

Boree gem 95% [OTJIONIEHHOH 0351 BHIBOAHTCS B HEM3MEHEHHOM BuIe ¢ MO4oi. Ilouewnslit
KJIMPEHC COCTOUT U3 MACCHBHOM GUIBTPAlUK H aKTHBHOH CEKPELMH B IIOUCHHEIC KAHAJIBIEL.

Ocobvie 2pynnvl NAYUEHMOE

Ioowcunvie nayuermel

HesHauuTeIbHOE TIOBBIIMIEHHE CUCTEMHOTO BO3EHCTBUS OBIIIO OTMEYEHO Y HEKOTOPBIX ITOXKHUIIBIX
[TAlIHEHTOB 110 CPaBHEHHIO C MOJIOABIMH, OJIHAKO O3TH [AHHBIC HE HMEIOT KaKo#-mudo
KJIIMHAYECKOW 3HaYUMOCTH.

HekoTopble HCCIeA0BAHUS COOONIAIOT, YTO CHCTEMHBIH KIHPEHC THAPOXJIOPOTHASHIA CHIDKCH
KaK y 370pOBBIX, TaK M Yy CTPajalollUX apTepHaIbHOH TUIIEPTEH3UeH MOXUIIBIX MAlUEHTOB, MO
CPAaBHEHHMIO ¢ MOJIOJIBIMU 3[I0POBBIMU I00POBONIBLIAMH.

Iayuenmul ¢ HapyweHuem QYHKYUU novex

[Ipy TNpUMEHEHHH pPEKOMEHIOBAHHOH JO3MPOBKU Banscakopa® HJ[ 80 He Ttpebyercs
KOPPEKTHPOBKA 103 [/ MALMEHTOB C KIHPEHCOM KPEaTHHHHA 30-70 mu/MHH.

B macrosmee BpeMs HET IAHHBIX II0 0O€30MacHOMy IPHMEHEHHMIO Banscakopa® HJI 80
MAIMEHTAMHU ¢ KIMPEHCOM KpeaTHHHHA < 30 MJI/MHH M IPOXONSMEME Iuain3. Tak KaK CTeneHb
CBA3BIBAHHS BajcapTaHa ¢ OelIKaMH IUTa3Mbl BBICOKas, €ro BBIBEACHHE IMpH ICMOIHAIM3C
MaJIOBEpPOATHO, B TO BPEMsI KaK I/l BHIBEAACHUS THAPOXIOPOTHA3K/A AHAITH3 a¢peKTUBEH.

[Ipy mO4YeYHON HETOCTATOYHOCTH CPEJHHE NHMKOBBIC YPOBHH B IIa3ME H 3HAUCHUS AUC
FHIPOXJIOPOTHA3KA YBEIHUHBAIOTCS, & CKOPOCTE MOYEBOH SKCKPELUU CHIKACTCA. VY nauueHToB
C Nerkoif M yMEpPEeHHOH CTEIEeHBI0 IMOYEYHOW HEIO0CTATOYHOCTH Ha0IF01aeTCs  TPEXKpaTHOE
ysemuenue AUC THAPOXIOPOTHA3HA. Y MAlUCHTOB ¢ TOKETOH [IOYEYHON HEeI0CTaTOYHOCTHIO
nabmopaercss ypemuuenne AUC  ruapoxnoporuasuaa B 8 pas. 'uapoXxnopoTHasui
IPOTHBOIMOKA3AH MAI[EHTaM C TSKEJIOH OYeYHOM HEN0CTaTOTHOCTHIO (cm, pazgen 4.3).

Iayuenmvl ¢ Hapyuienuem QYHKYUuU neveHu

B (apMaKoKUHETHYECKOM MCCIIEOBAHUHU C YYAaCTHEM MALMEHTOB, CTPAJAFOIIHX jerkoit (n=6) u
yMepeHHOH (N = 5) CTeINEeHBIO IEUYCHOYHOH HENOCTATOYHOCTH, BO3/EHCTBUE BalcapTaHa 65110
NpUOIM3UTEEHO B 2 pa3a CHIIbHEE 110 CPABHEHHIO CO 310POBBIMH n06poBoOIBLIAMHU (CM. paszien
42u4.4).

JlaHHble [0 IPMMEHEHUIO BaIcapTaHa y MallHeHTOB C THKENOH [eYCHOYHOH HEN0CTaTOTHOCTRIO
oTCyTCTBYIOT (M. paszen 4.3). 3aboneBaHue MeYCHH HE OKa3bIBAET CYIIECTBEHHOTO BIIMAHM Ha
(apMaKOKMHETUKY THAPOXJIOPOTHA3HUAA.

5.3 JlanHble JOKJIHHHYECKOI 0€30NaCHOCTH

[loTeHnHanbHAs TOKCHYHOCTh KOMOWHAIMM BajicapTaHa W THAPOXJIOpOTHAasuzaa IIOCie
[epOPATBHOTO TIPHEMa M3y4anach Ha KPpICaX W MapTHILIKAX B HCCIIEAOBAHUSX, IPONOJIKABIINXCA
70 IIECTH MecsIeB, JIaHHBIX, KOTOpble UCKIIOYATH Obl MCIIOIb30BAHUE TEPANCBTHICCKUX 1103 Y
4eJI0BEKa, He BBISBIICHO.

M3MeHeHdss 1O NPUUYMHE KCIIONB30BAaHMA KOMOMHAIMKM B HCCIIE[OBAHUSAX XPOHUYECKOH
TOKCHYHOCTH, BEPOSITHEE BCETr0, OBLIN BbI3BaHBI KOMIIOHEHTOM BaJicapTaHa. TOKCHKOJIOTHYECKUM
OpraHOM-MHUIIEHBIO ObINIa MOYKa, IPHYEM Y MapThIIEK PeaKins 6bL1a 6oJiee BRIPAXKEHHOH, YeM Y
Kkpelc. IlpuMeHeHHe KOMOMHALMH TIPHBENIO K MOBPEKACHHIO TOHUEK (Hedpomatus ¢ TyOyIApHOH
6aszoduieii, MOBBIIIEHAE YPOBHEH MOYCBHMHBI, KPCATHHHHA B TAA3ME KpQBI;L\H Kalus B
CHIBOPOTKE KPOBH, YBENHueHHe OObeMa MOYH H COACpXaHHU: BJIeKTpOJII/ITOB\\B,(»iMQ‘-Ie ¢ 30
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MI/KT/cyT BajcapraHa + 9 MI/KI/CYT THAPOXJIOpOTHa3uAa y Kpeic U 10 Mr/cyT Baicaprana + 3
MI/KT/CYyT THAPOXJIOPOTHA3WAA Yy MAapThINEK), BEPOATHO, 3a CYET H3MEHEHHS II0YEYHOH
reMofuHAMHUKHU. Y KpbIc 9TH 10361 B 0,9 1 3,5 pa3a npeBBIIAIOT MAKCUMAIBHYIO PEKOMEH/TYEMYIO
no3y st uenoseka (MPJIY) BancapraHa W THAPOXJIOPOTHA3UA, COOTBETCTBEHHO, B mr/m2, I
MapThimek 3TH 1036 B 0,3 1 1,2 pa3a MpeBIIAIOT MAaKCUMATBHYIO PEKOMEHIYEMYIO 103y s
yenosexka (MPJ[U) BancapTaHa M THAPOXJIOPOTHA3KJA, COOTBETCTBEHHO, B Mr/M?. (pacueTsl
PEIONAraloT — NepopalbHyio 103y  Bajcaprana 320  MI/AeHp B COYCTAHHH  C
THIPOXJIOPOTHA3HIOM 25 MI/IIeHb U TalUeHTa ¢ Maccoi tena 60 Kr).

Beicokue m03bI KOMOHMHALIMKM BaJicapTaHa M THAPOXJIOPOTHAsUAa IPUBEIN K CHHIKEHHIO
TIapaMeTpPOB 3PUTPOLIUTOB (KOIHYECTBO 3PUTPOLMTOB, reMOrIoO0HH, reMaTokput, ot 100 + 31
mr/kr/nens y kpeic ¥ 30 + 9 Mr/kr/aeHp y mapreimek). Y Kpeic 5TH g03el B 3,0 u 12 pas
NPEBBINAIT MAKCHMAIBHYIO PEKOMEHIyeMylo no3y s denoseka (MPJH) Bancaprana u
IUAPOXIOPOTHA3H/IA, COOTBETCTBEHHO, B Mr/M*. YV Mmapteimek oTé o3l B 0,9 u 3,5 pasa
TNPEBHIMIAIOT MAKCHMAIBHYIO PEKOMEHIYeMYIO 103y i 4e/IOBEKa (MPIY) Bancaprana u
TUAPOXJIOPOTHA3MA, COOTBETCTBEHHO, B Mr/m?, (pacyeThl MPEAINOJIararT IEPOPATBHYIO 03y
pascapTana 320 Mr/IeHb B COYETAHHH C TMAPOXJIOPOTHA3UAOM 25 MI/ACHD ¥ MAlUEHTa C MacCoi
tena 60 xr).

Y MapThIeK HalIOAAINCE TOBPEXICHUS CITM3UCTOR 060m04Ky xenyaka (o1 30 + 9 mr/kr/cyT).
[IpuMeHeHHe KOMOMHAIME TaK)Ke TIPUBOMIIO K TUNEPIUIAsHi ahhEepeHTHEIX aTepHOIl B MOYKaX
(ot 600 + 188 Mr/kr/nensb y KpbIc # oT 30 + 9 MI/Kr/neHb y MapThIiiek). [ MapTEIIIEeK STH 036l
B 0,9 u 3,5 pasa MpeBHINIAOT MAKCHMAIBHYIO PEKOMEHIyeMyro 103y s 4enoseka (MPJIH)
BajicapTaHa ¥ THAPOXJOPOTHa3u/a, COOTBETCTBEHHO, B mr/m2. Y kpbic 9T 103561 B 18 u 73 pasa
NIPEBBINAIOT MaKCHMAJbHYI0 PEKOMEHIYeMYIO J03y I YelOBeKa (MPIY) Bancaprana u
THAPOXJIOPOTHA3UAA, COOTBETCTBEHHO, B Mr/m2. (pacdeTsl IIPEANOJaraloT MEepPOPaNbHYK 103y
pasicapTaHa 320 MI/IeHb B COYETAHUH C THAPOXIOPOTHA3HIOM 25 MTI/[IEHb U IMalHeHTa C MaCCOH
tena 60 xr).

BeimeynomsHyThle 3Q(QEeKTsI, MO-BUAMMOMY, O0YCIOBICHBI bapmakosorudeckuMu 3G dexramu
BBLICOKHX /103 BajJcapTaHa (6/10Kajia HHTHOMPOBAHHUS BEICBOOOXKICHHUSI PEHUHA, HHIYLHPOBAHHOTO
AHTHOTEH3MHOM [, CO CTUMYIIANMEN PEHHH-IIPOAYIHUPYIOMUX KIETOK), & TAKKe BO3HHUKAIOT IPU
npuMeHeHHd WHru6GuTopoB AIID. DTH pe3ynbTarhl, MO-BHAMMOMY, HE HMEIOT OTHOLICHHS K
PUMEHEHHUIO TEPAIIEBTUYECKHX 03 BajiCapTaHa y JIoAeH.

KombOunanuu BajicapTaHa W THAPOXJIOPOTHA3Waa HE TECTUPOBAJIX Ha MYTar€éHHOCTD,
XpPOMOCOMHBIC HapyHIeHUus HUIIH KaHIECPOIr€HHOCTD, ITOCKOJIBKY HCT J0Ka3aTCJIbCTB
B3aUMOIIENUCTBUS MEXAY OBYMS BEIIECCTBAMH, OnHako 3TH TECTHI MIPOBOAUIHCE OTACIBHO C
BaJICApTaHOM H THAPOXJIOPOTHA3UAOM H HE JajIH HHUKAaKHuX [0Ka3aTCJIbCTB MYTAr€HHOCTH,
XPOMOCOMHBIX HapymeHm“I WJIA KaHIEPOTCHHOCTH I BajicapTaHa, a TaK)XX€ MYTAarcHHOCTH HJIH
XPOMOCOMHBIX HapymeHHﬁ JUIsT THAPOXJIOPOTHA3HAA. HeKOTOpBIe SKCIICPUMEHTAJIBHBIE MOZIEJIH
IpeaoCTaBHIIA JBYCMBICJIICHHBIC JOKa3aTeClIbCTBA KaHueporeHHof/i i AKTUBHOCTH
THAPOXJIOPOTHA3H A, i it

Y KpbIC /103bI, TOKCHYHBIE Il TOKCHYHBIC I MaTE€PUHCKOrO OpraHu3Ma (600 Mmr/kr/mens) B
TedeHHe MOCIIeNHIX IHEeH GepeMEHHOCTH H JIAaKTALMK MTPUBOIMIN K CHIDKCHHUIO BEDKHBAEMOCTH,
CHIDKEHHIO Beca W 3aMeJUICHUIO pa3BUTHS (OTCIOCHHE YITHOW PaKOBHHEL U OTKPHITHE CIIyXOBOTO
IIpoXofia) y MoToMCTBa (CM. pasjen 4.6). OTH 03Bl Y KpPbIC (600 Mr/kr/meHs) NpUOIU3UTEILHO B
18 pa3s NPEeBBHILAOT MAKCHMATbHYIO DEKOMEHIYeMYyHo [03y HeJOBEKa B Mr/M?  (pacueTsl
TpeAIoNaraloT MepopaibHy0 103y 320 w™r/meHs mIs TalmkeHTa ¢ Maccodt Tema 60 Kr).
AHAIOTUYHbIE PE3yJIBTATEI OBLIA IOy YeHBI IPH MPUMEHEHHH BajicapTaHa/THAPOXIOPOTHAsNA Y
KpBIC - M KPONHKOB, B HCCIelOBaHHAX = pPasBUTHS sMOpHOHa M --IUI04a,_ (CerMEHT II) ¢
BaJICApPTAHOM/THAPOXIOPOTHA3HAOM Ha KpBICAX M KpOJIHKax “HE— "-6Bing‘;};&oxa3aTeHBCTB
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TEpaTOT€HHOCTH; OJHAKO Habro1a1ach ' (IJCTOTOKCI/I“IHOCTB, CBsA3aHHasA C MaTepuchoﬁ
TOKCHYHOCTBIO.

6. DAPMALIEBTHYECKUE CBOMICTBA
6.1 IlepeyeHb BCIIOMOraTe/ibHBIX BEIIECTB

Aopo mabnemru:

JlakTO361 MOHOTHAPAT

L{emnrono3a MUKPOKPUCTATIHYECKAs
IMoBumoH K 25

Harpus KpockapMmesuio3a

KpeMHHs JUOKCUT KOJUTOUIHBIH Oe3BOTHBIH
Marnwus creapar

IInenounasn obonoyka:
['urpomeruiosa 2910

Turana guokeun, E 171
Xenesa oxcu kpacHsbli, E 172
Kenesa oxcup xenToiid, E 172
Maxkporos 4000

6.2 HecoBMeCTUMOCTD

He mpumMeHUMO

6.3 Cpok rogHoCTH

S net

6.4 OcoOble MepbI MPEI0CTOPOKHOCTH NPH XPAHCHHH

XpaHHUTH TIpH Temiepatype He Boiue 30 &
XpaHUTH B OPUTMHATBHON YIIAKOBKE C LENBIO 3aUTHL OT CBETA M BIIATH.

6.5 XapakTep H COePKAHHE NEPBUIHOH YIIAKOBKH

14 T1a6yeTOK, TOKPHITBIX IUIEHOYHOH 000/04KOd, B Omucrepe u3 [IBX/TID/TIBAX mieHku |
AMOMHENEBOH (onbry. 1, 2, GmcTepa ¢ TUCTKOM-BK/IAJBIIEM B KAPTOHHOK KOopoOKe.
15 TabaeToK, MOKPHITBIX IUIEHOYHOH 000mouko#, B Onuctepe MBX/TIS/TIBAX mnneHku H
ATIOMUHUEBOH (oIbrH. 2, 4 6iHcTepa ¢ IUCTKOM-BKIIA/IBIIIEM B KapTOHHO# KOpPOOKe.

6.6 Oco6ble Mepbl MPEIOCTOPOKHOCTH  NPH  YHHYTO)KEHHH  HCIIOJB30BAHHOIO
JIeKAPCTBEHHOr0 TpenapaTa MWIH OTXO/0B, MOJY4eHHBIX II0C/I€ TIPHMEHCHHS

JeKapCTBEHHOI0 npenapaTta HJIH paﬁDTbl ¢ HUM.

HeT ocoObIx TpeOOBaHUM K YTUIU3ALNH.
Bech 0CTABIIMICS JEKAPCTBEHHBIH MpermapaT U OTXOMBI CIEMyeT YHHITOXHUTD B yCTAHOBICHHOM

TIOPSIIIKE.

6.7 YcnoBus oTIycKa Loy

Ilo peuenty Bpaya. WAl A7 doxymiormog |2
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7. JEPKATEJIb PETMCTPAIIMOHHOI'O YAOCTOBEPEHUSI
KPKA n.1., HoBo Mecto, I1Imapserka necta 6, 8501 Hoso mecto, CrioBeHUs.
IIpecTABATEIb AePIKATE/ISI PErHCTPALMOHHOr0 yI0CTOBEPCHHs B Pecny6sinke benapycn

[IpeACTaBUTENBCTBO AKIHOHEPHOTO O6mectBa «KKRKA, TOVARNA ZDRAVIL, D. D., NOVO
MESTO» (Pecry6ika CroBenusi) B Pecny6muke Benapyce: yin. @umumonosa 251, ouc 315,
220114, r. Munck, PecnyGnuxa benapycs, Ten/akc: +375 740 740 9230, E-mail:

info.by@krka.biz.
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